f,f “ /

/ YIBEPJKIAIO
00O «ATPOC-VIHTEPHEVIIHIT»
Lo oo CihA
LA o

PEAT'EHTBI, KAJIMBPATOPHI 1 KOHTPOJIN, PACXO/IHBIE
MATEPUAJIbI K AHAJIM3ATOPAM BUOXUMUYECKHM
ABTOMATHUYECKUM JIMCKPETHBIM NS-PRIME U NS-PRIME
AA01

MHCTPpYKIIUU MO TPUMEHEHUIO
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Ors1aB/iIeHUe

WALt troawJd IN VITRO rfc ¢dvJIduryY sS4 sJIRY vl AtrrdorRe
AT LR Jd sofr A vidsLdst rIc v IRmovLtJd NS-PRIME T FIT HEMOGLOBIN NS-

WALt trdanwdd IN VITRO rfc Ao JIduryYrasJid sdIRyY sl AtcrdorRre
stoenrttrwe Jd séofr 1 vxevsLisr rfc e IrRdsJt A NS-PRIME T FIT TRANSFERRIN NS-

WALt troawdd IN VITRO rfc ¢dvJIduryY sS4 sJIRY vl AtrrdorRe
sofPAtJursvrd A sof d vxesLlsr rfc e IrRPu LS NS-PRIME T NESCAUTO CP AUTO

NS-PRIMEE € € € € € € € € € € € € € € € € € € .o € é é 57
tP1adIRrRS? JATtP1AD d VIPs LAst rIc P IRIPu LTSN NS-PRIME - FIT NS-PRIME SPECIMEN
DILUENT (ARU NS-PRIME tOVAPIRULI? JUTDVAD)E € € € € € € v, eééééaB2

WALt trdarwdd IN VITRO rfc ddvJIduryrasJid sdIRyYrevdu L JAtcrdorRe
AJ I LR e d sdofc A vIdsLlsr rfc v IRmou LA NS-PRIME AAOL T FIT HEMOGLOBIN

WALt troaw d IN VITRO rfc ¢dvJIduryY sS4 sJIRY vl AL AtrrdowrRe
stoenarttree 1 soft Jd viesList rfc b Rdu Lt ) NS-PRIME AAOL T FIT TRANSFERRIN

WALt trourwdd IN VITRO rfc ¢dvJIdvryY s sdIRYrsvdmdad JAtcrd e
sofPAtJursvsrd A sofr d vidsLisr rfc eI PuJtJd NS-PRIME AA0L T NESCAUTO CP

WALt trdanwdd rJc soIrRItLISR sOUANWTPARR It JU AR 1 vIdsLdsc rfc
d IR du Lt A NS-PRIME d NS-PRIME AA01 T FIT HEMOGLOBIN NS-PRIME CALIBRATOR (ARU

WLt teoanwdd 1JC sIRITIISR sSLAANWITPARR stdArttRy 1 vIdsLlst rfc
P FRYPu Lt LI NS-PRIME d NS-PRIME AAO01 T FIT TRANSFERRIN NS-PRIME CALIBRATOR (ARU

W21t st s sAANWTOARR AU 0R RRIR vt rttrLd 1 vIosLAsc rfc
d IR du Lt NS-PRIME d NS-PRIME AAO0L T FIT NS-PRIME CONTROL (ARu NS-PRIME

W1t st s sHANWTOARR s I3t Jursvrd d vIdsLIst rfc twpIrRIdu LTSI NS-

PRIME d NS-PRIME AAO01 T NESCAUTO CP AUTO CONTROLE € € ... 275
touud Lt rfc ItJI3IRC ¢ J vIdsLIst rIC PSR du Lt NS-PRIME d NS-PRIME AAQL T
WASH SOLUTION ¢ (AtSELZIIPDZRE TP LT P)E 6 6 6 6 6 6 € oo, é 293
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swrsuwt3 rJc s L1d JATPVALL soI rIc dvdIrRIdu Lt NS-PRIME d NS-PRIME AAOL T

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
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WALt tedorwdA IN VITRO rfC ddv JFPuryY ras oL
sdIRYrsvdruaL LAtcrdnRre AcFJU LR A sofc d
vIdPs st rfc e RPu LA NS-PRIME T FIT HEMOGLOBIN

NS-PRIME (ARG ArF L L1RY NS-PRIME)

RENEZSY™ U6 Heddbied
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1. HaunMeHoBaHue MeAMIIMHCKOT0 U31eJIUs

WOdkjise0kdj GjHdydenSses diHjedy T cy 0Bt tejOcjdksse in vitro HEW
Oalssg0ldy inSsets Cddy e jkuses st jH ik jkdw ¢ jdsetzsBdr0 o $0kj o ZffoStal ]
HEZW 0OkdLOktsso NS-Prime T FIT Hemoglobin NS-Prime (ARG j&itetzsBdl: NS-
Prime)e (HOZJJ T &OBBte t6jOcjdistseo NS-Prime; FIT Hemoglobin NS-Prime (ARU
cJdssetsBi: NS-Prime).

2. CBegeHusi 0 pa3padoTyuKke W NPOHM3BOAMTEE MEIUIHMHCKOTO

H3aeJIuA

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

y02ls: http://www.alfresa-pharma.co.jp/english/

(cOEWis JLO NAOtedz0 sitetfists j2NB%e, 2-2-9 stClziokd, ust-Ciz, [MoS0 540-
8575, Ccttshdw

Udk.: +81-6-6941-0300

NOGH: +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/).

3. CBeI[eHI/Iﬂ 0 MECTE MPOU3BOACTBA MCAUIIMHCKOI'O U31C/IUHA

¢Okayama Plante, 18 Taiheidai, Shooucho, Katsuta-gun, Okayama Prefecture
709-4321.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(C1006H CICOVE0ES, 18 wORMRHOR wySllsy, SOyZsO-chh, s Stz
JSOWA0 709-4321.

U ji.; +81-868-38-5341

N\OCH; +81-868-38-5800).
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4. Cgenennst 00 yloJJHOMOYEHHBIX NPEACTABUTEIAX IPONU3BOANTEIIA
4.1. YnoaHomo4eHHBbIH mpeacTaBuTe]b B EBponeiickoM coodiecTse

Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570
Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(CC B jisets DtsHfe, W dHjtstOGHT, 40060, 2514 AP, Iedin il jct0ms,20.
U ji.: + 31 70 345 8570
AOCH: +31 70 346 7299

C -mail: Europe@emergogroup.com)

4.2. YNoJHOMO4YEeHHBIi NMpeacTaBuTEeb HA TeppuTopun PO
JILepatLe-rusrturs=zade

shihdw, 196066, ¢. 10dSls-I jis jteBlziec, JBhCeontd? tis., H.212
uJt.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com.

5. Ha3naueHnmue MEIUIIUMHCKOI'O u3aejangd, YCTAHOBJICHHOC

IMPOMU3BOIUTEC/IEM

5.1. Ha3HayeHue MeIJUMIMHCKOI0 U31eIUd

0BG 6 j06 kst in  vitro HEZW  Oelstsd0ldyihees  Ssidyjhise jRnsets
stfic JHJzjldW 6 jdretsBdi0 o SOk j o E0CEoC) HEW OkOkdLOStstso NS-Prime T FIT
Hemoglobin NS-Prime (ARU JqJditedsBdl NS-Prime) e jHEOLGOY G HEW
stiejHJejedy SohyjeistOyd? yjisejyihttes cjhseksBdt0 o W jSOkdwn
dhtfsk1Ls00kdjd cdh&OkdLOkEEd HAMStE jistset olstiolkdLdteso0hhset SkdtkdyhSs?
~d®dd NS-Prime Hiw St@dyihisejidkses in vitro stfiejHjzikdy d &skdssedieo
CohyjisteOyd?  O0nokdiste o  BdsdsedyjnSdn  MIHSBhSWR  yjdsejSo,
tfledOHE M Gahsvide (HOZj) tt bjShkz T ¢d0zdLOkst OolkssiOsdLdibto0dd 2
ChrdidyinSs? ~didd NS-Prime).
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5.2. TlpuHuun gedcTBUSI MeIUIMHCKOT0 U3Aeusl

Fogery?2 digzésusedygntd? dssH  Sedsteddzdistedd o SzteBdHddzdistedd
CousdHEBeE LBESISO s jHE0LEOY e HEW dLdgtededy stisduihSs? fasisashisd tied
dLsjijtdd yojlsd, eorieOdkuses OcedE=lkdkOydj? ®idHEZ StEEsdHGY G Listsissd,
howOGrds ) Sesedyrdid YoudSesiowgrdd Odsdsjzokd ¢ cjdterssdtz d
yJase JunSdds 6 jdsseusBdnsa, o tLize+lsols ] tej0Sydd Odisde jd-0disdls jets.

A ftesyihing tesasHJedY ©J0Sydd Ocetz=isdaoydd stisduinSow tfisisdashis
sCte0N jhdses teOnisotsts0 Btfie jHJzw jishw &0 HEzddkj otkdr 545 & d Histisddds jdz- dis
%0 HEdk) obk#r 660 & RbGteses] LEOYJRdy SYduints?  Yuskdshsd
arfpydisro0jisiiv di eOLkdyr stfisdyjhSdn thskhkshisj? didjt bt~ G0 shiksodbs?
Hizddd ok (545 603) d HEtBRdGAsJE A d%E2 HEdhk] ostdk Y (660 d&a):

Abs. = Abs.(main)-Abs.(sub)

GHJ Abs. T stflsdy jhCow tfizslstishis-

Abs.(main) - stfisdyjhSow fizslshshis &0 shbsons? Hzdhkj oshd T

Abs.(sub) - stflsdyfow Yisisdishist &0 Histfisdddls ji2dks2 Hizdl] oskdr

main (Shisakow HEdhO otk ) = 545 G

sub (Histftsddzcfls jz1d:OW HEzdf0 otstdz ™) = 660 dadg

5.3. Iloka3zanusi K NPUMEHEHUIO

OBt 5 jOcjdlsse NS-Prime tfte jJHGOLEOVJG HEZW dhtfsEALiso0udw hisedshisdés f)
GOz dLOStsd3 Oolssaz0IsdLtetso0hdk 63 Sedidudnss? ~didd NS-Prime tfied in vitro
o [OlerAs | o [

— GJa3Btete0edyiSdn M JEzHEYGE-Cdh jus - LOBBEZjo0%d2;

—  Soddde0 Soists S0t dkses 0SO.

GHOtzdL SO0 10 hSterizes Ctetso ditfsd- Lz jishw o SOy ihlse] Y jteodydkset s jiiso
HEV  HAOchBhisdSd  Stoskiyikdy o  MjhizHBybs-Cdh jubsd  Iste0C,
~0t0Cks jtedLizes b jesiw  tiswodzjid iz MSterks? Cesod o COkj. pOkGr2 kjhls dj
tfloJHEOLGOY .  HEY  tshisOgseCd COCkeEs-&dBs  HAOEHESLO, &t o Mkkzyod
sk s ji bt b jzzis0s0  fdlzydls  YsCOL0GdJR  HEY  GOtfeOad jdkdw GO

5
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HEsYBkddlsjz1d " J tehizjHto0kdw Yt &OLkoyjddts otb0y0-Is k0l jolso, ots0y0-~distzss0,
ote0Y0-CisitstftetsClstsiztsc0 dizd HiskzeBets feswdiAdGisets oteOyO.

dOkdL SO0 &0 Mt iz Cesor difsd Lz jishw HEZW orweadzjddw teOLEdydT A
odHtse  Hoksisedd GdMBdn BbHjEse M jdzHByGs-Sdh jukses  ke0Cko  (rsu),
~0te0Ck jtedLzEshdahw Cetotsis jujedwid. sttt S0t r2 10 wodw jishiv Mt
0N tftetshiste0dz jidkis? tolswsedi?, d o thizindkdd HIMWsdizisdw o ddied Blstjuodishv
vt Jhzr 2 teish)s LOBSEZ o0 dEhisd Cdste JCSOZAG Y d3 0SSN,  Hisote jd3 jddk did
B JlstsHOBT z0BBieOLBlswE2 HAOCEENISS Yolktised?2 M jdkzHisyks-Sdh jydisets Iste0Siso
woweslshw - dsjlssHY  StfteHjzjedv  SteOGhwiistedw0 d cjdsseesed®0 o  SOE.
GROkdL COZ0 ¢ jdsetzsBdl + IsteOdhwW jistedd Wodw jishw o risChtf jydWdykrd3 Hw
HAOeEshsdSd Ctesolsjujedy du adXhdn d odtentdn SHjEte rsu. utotsjikd: J
BlstsHT z0BSiOLStRE2 HJOcLENisdSd tisLotiwesls od jHtsdls+ Hietscte0iBlz fiStdddlco
stfzivydd &0 Ciists jJEs0d-d 2 60¢.

5.4. TIpoTuBONOKA3aHNs1, BO3MOKHbIE O0O0UYHbIE BO3/1eliCTBUS

Ited t0BBIS f) GOBBEESR 606 jdite NS-Prime ftesisdostsCoL0kd? d tsasyk
otsLHj2Misad2 & j o Wz j&ts.

55. O6nactp npumenenus — SzdizdyinSov w0BBEOLSBEEOW HJOGHSNHSHSO.
rev  teswiihdswoz dgsets fedljededy.  IesWinhds@oziar?  ktsse o
sl jydot e ra ekaLse0lsjzj? GoBGed tjoe jdiste in vitro HEW OolsshOdyihEes
Ctzdudhise Jhuses stftjHdeladY 6 jisezsBdn0 o S0k o ZH0StaC) HEZW 0R0rdLOLSSo
NS-Prime T FIT Hemoglobin NS-Prime (ARU JJj®teisedlz NS-Prime): oty
ChdizdyinSs? ¢0Bolstedis? HdOetShisdSd, hsktezHidS ChdidSs-Hdoetshisdyjhts?
OBSLOLEedd, fushjuhd? sBzyjhdj bk OolttedLsedhhses e jHis0adlsjaw
ftesdLosHls j&w.

6. Texnnueckoe omnucaHue, MnapaMeTpbl W  XapPaKTePUCTUKHU

MEIUIIUNHCKOI'O U31¢/1UA

6.1. Cocras Haéopa pearentoB NS-Prime

cuoBBts 6 jocjhisso in vitro HEW  OalssdiOlsduntses  Sszdyhise jhdsets
stiteiHiz jedv ¢ jdsedsBdR0 o SOk o Zf0Csot | HiW 0k0zdLOkBtsse NS-Prime T FIT

6
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Hemoglobin NS-Prime (ARG 4 JdsetzsBdd NS-Prime)é
oGO0 jteds ™2 Wz0Ss fi te 06 joistses 1 (33 3k) d tej06 jdistses 2 (13 k) T 4 his.
FIT Hemoglobin NS-Prime (ARU 6JdsekzsBdd NS-Prime) fisH jexdls 06 jdls 1
d tJocidls 2, Sl tBI jHdRjGT o HotREE2 JBSohisd d HoStedhr o yikrie]
CoBYzJSs0 (HokzaCOd el 2 WkOSsh f) Hokzfgw CevrhCOgd). JHde SodtizjSls
fsLotszvjls  tiesodhisd 300 Isjfsso, ¢OBt tj0cjkis0 NS-Prime duL  yjsviejn
CastfizjSistse T 1200 s jstse.

6.2. ChbIpbe H MaTepHuaJbl KOMIIOHEHTOB Hapopa pearenTa NS-Prime

FIT Hemoglobin NS-Prime (ART cjftetzsBdlz NS-Prime) (0. s jte
910869) 1 Wiz0Sshk 1jOcjdis0 1 MisH e dls 150 dGdei+/z MES BRW j60 d d3idkid 0,1%
OLdHO GOktedw; 1 WkOSsh: tJO6jdkls0 2 MsHiteddls 4,8 G®sEA/E TES BEWjic0, Bjki]
0,1% OLdHO &Oktedw, 0,03% BY Yt jos Mrotksistydkses Ok-BzidR0 o 267 dkSd/dE
CtzisHGR6E ListsisO, HowL0ddsets i Cesddytdid tskdShskondrdd Odsdsjzokd ¢
GJdsselsBdhlz, o BHEEE WE0SEhk t6j06jus0 1 fisHjexdihv 33 dik, o SHESd Wz0Sshkj
t6jOG_jdzls0 2 ftsHjted|cflsiw 13 d3(k.

6.3. TexHnuyeckue XapaKTepUCTUKHU

toBsydj ROwOSs jdsdSd  Ystzyjer fed it Lse0hdd puLdLOssEo
DolssOLdLdEse0kyses StakdyinSs? Rdkdd NS-Prime.

6.3.1. AHaJuTHYeCKHE paboune XapaKTePUCTUKH

6.3.1.1. e jycfLosatshis to jLizzIsOlstse eWHO dLasts jdcf2: n = 5, CV 0 15%

6.3.1.2. RS Jtew Jte Jrydw

& stfie jH ik jkdw stsod 2 ddis jtew e jdydd B ad tiese jH ik dhfit jHso0ddw.
vtesold dhbjeWtejzydd T o HAOYOLsEj 90-110% o LOadhddsshisd s
duzls JteW Jtecftelz s Frdm 0P dfise tted iz jHzEhdn Csdyjdiste0ydvn:

RS jioW jtediszt= P jj 9P jfjsots S5y jstsoydw
Sl Bedissa0it 2 d GBSkl Eedissa0ik 2 0-20 000 te/dtz
BdtdtelzBdt

DiiStsteBdtse0w Cofiydsiso 0-100 000 te/dstz

A5 CsL0 0-100 000 6/
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RO joW,jisqtelz= P jj 0P jfjsots Sty jistsOydw

2 yd? frossisysg T 0k BBdS 0-100 000 Ge/dsz
3 jeChHOLO 0-100 000 Ge/dsz
w1 W0k BB 0-1 000 000 Ge/dsz

SUEh-e jOCkdotshs 6 j0cjiste f) ¢ jdsetsadlsd LOLEr S adHEe Mdosskra
(BT Y, flodw* &, &sMOHART®, Sodurdd, isdydd d Steskdydd) fishisOodizd dd>d
fl6 jH j0 5B jidv.

6.3.1.3. Stets jazvydw

1) Rk jHso0kdj FIT Hemoglobin NS-Prime (ART 6 jdsseizsBdd NS-Prime)
hteOadadlzd f) Sttt & jlssHES®R HEW 95 tBiOLYSo. sStdyjdisttOydd sBOLYse T
®>HZz 0 d 1 200 de/oge. Mesojuyls 0ROkdL edi2%s? tedeteihhdd o tisizyjer
N jHzes P dj tojLizds0lsT:

X: FIT Hemoglobin NS-Prime (ART ¢ jdscizsBddz NS-Prime)

y: StllstelsizA 2 3 lssH

r=0,993

y=1,003x-3,812

6.3.1.4. RS jteo0& qLa3 jte jddw

rdoyoLsd dfiz jHso0ddw:
871200 d&e/dktz (1Sodedtz jdlsts 1,6T240 dGSe yjusejyihSses ¢jhsesdtd &0 1 ¢
COw0).

6.3.1.5. Y zofised]s joz+ dztsiis4*

1Ol jtdudtr  dibsjkjady SYkduinSs? HEslhshsd e by jEsEOyden
¢ jssetrsBaz0 0 o 100 de/di fishistakjis 0,05 did or .

6.3.1.6. et JydWdydzstis

et jydWdydiehist 6jocjds0 ted diditeikdd CodbbEikses tBEOLYO
dLoghists? Sy jdkoydj? HsEMG0 BYlt o tijHjz0n 100N15% Bls diejhists?
CstzyJdaistsOydd.

6.3.1.7. AshtftesdLosHdRMis adlizsted 00kdLO: CV 10% did &b
* e yOndd: SOkdBtesatsyhow WizdSydW g Werw jisiv dd ddb 262, dd
SteOEWisted@dtelzjdgs? o  wdRj2hzt  Loadhddshist, tslssdklz  yzemsodls jizdsh)s-

8

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



(0t0tdscyjSO) LOHOBO © odHj OLBAYT ejbdudir dibsjijhdv SHfisduncs?
fzsishshisd oo Sulyjdseoyden ¢jdksezsadto 0 d 100 Ge/tt (R0L0Sk Ll Zest
GOSHSE0 CORgBESaEYHS Cedos2).

6.3.2. buosoruyeckue pedepeHTHbIE HHTEPBAJIbI
K dwj] 100 de/dw (20 i3Se/e SOx0).

edBuohdi: rodus) Laoyjhdl wedwjkhiv ¢dh+ eSO jihrds d disdls
Slszduols4iw  sls Hiekzedm SHzBEICSo0GE - LEOYJBd? o mewd ) teOLzdudwdsd
fleddiz v idsra  gJssHAS d  diiiziHizjdces  Gonjeikdy. SOMHB2  ¢0BSGieOksEdd
t6 JSB®BjhHEZ JshwW ZihisOz0atdo0is+ hotsd hsBihise jdd ¥ j te W jte jdish Y j dls jeo0dr.

6.3.3. KucjorHocth pearenta 1 u pearenra 2

pH t5,j06jds0 1 T 6,30 N 0,05

pH t5,j06jds0 2 T 7,10 N 0,10.

6.3.4. MeTpoJsioruyeckasi Npocjie:KMBaeMoOCTh

&0y Jddw  SdydisteOydd yjdsejynSees cjdsezsede0 o COwdBtOLss] d

Chobstosizdasdy dz0ls jtedOlzj tfletshizj>jr € BidHEEOEEHESMGEZ fisOkHOEsEZ Eurotrol
ICSH HiCN Standard, 0lsls jfstso0k&56E2 6 jdsdetsBddydodkdHt ™ d3lssHISA.
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SOuCtROS 10STCUTWRE ILACrotd $aLvrE
MATERIAL ~ SMTRIAINLIMOYARE  ppocppurE ALLSIER Sa L
. a) JiftejHdtitkdd Jrdidyr
HR iz jte0 52
CtWjtdiydd tis B0 df
o410ds
b) JetsyJHzis0 tfjteodussets LsOdsihEets GCCte jHflstso0dBOw ZOBSLOSSEd™
olLds jte jecf: LSOt dfLek jts jiadf? fifs
s, YatfCOyqs JIMHELOESHESS fisodso s N [sOlst g ofetlstelzds jeistsd
C) 14'{88(2[1{& ) QOdZdBtGOlSBtGZ ilsOiHOIsLOYdd ¢ikoksEsedd (ICSH)
5OtHOtEls ICSH HICN
flsot ! d) VEEUJHIEO oSSEUEEES ASOLSEHESS Hitachi U-3900H,
oS dLds jto jeacf: o lstsH Yo ise jsesB ko, Wotsck0 Jolscfu oW Chtstfists0ydw
g e CLSI H15-A3 chEIWis jLo&
A
> & e) Abtstecfutz 2 CoudBislsts:
‘:% 'm‘ Asdstesydls T yjitse jS0
q b f) A7 Bte0ddG0v thesdLotHdl jzjd ety jHizts0 Hitachi 7180, Wotd:0yjolsdynsow
= ‘5 AL jis jazcf BBty chi-Wis jLoe
s‘_ah ﬁ 0) t0BsYR COtdBieksE king
~+ dLethsads @
ST e ——— Hitachi 7180, thGd30u-49L?q’xUmQOW
. Citetste0ydw chdz-WisjLoe Hiw
HesdLotHdls j&v g
COkdBieOEE0 d NS-Prime HEW
i) SOtBte0lstts HietsHizClO df Chststetsw
Calstetsz tfistsdLotHAs i j) ©HlsOlHOIsEOW HissyHiztsO dLdsts jdsdw
Ol judssets HisizLso0ls i NS-Prime
wis06GHOBIG 2 5BEOLjY
TLkzs0ls
®
7. Tun ananuszupyemoro odpasua
7.1. Coop o0pa3uoB GmomMatepuaa

r¢v tesojHjkdy didjtejid? dhtfsiizskhv seOLyr CO0E0 yjuse o,
Colssterj  MsBdOEhw I jydOk1drd Zhkes2hsosl T Sbisj2djtsd HEW hBSEO
BBiOLY0 ¢ HEW StficjHdejhdy SekyléistOydd cjdiseksedRd o SO0z e So.
Sl 20 jte tfie jHiisOatzv jis MisBs2 jd3Cihis tewhskzest ki Wiskh ™, oblzited Chlstes?
Oty j& YesBtElBoier 2 LsgH (I3 Juso), tedSejtfzijdar?2 ¢ CerhCj. 3o
Cohyd YletsBilBBiehtes LGHO  ddjdishv  tdWdzidkdy. JBtOLyr  Bdsdi0lsjted0io
hsBts0=ishv o COR0eSd LsHHO, BBEOLSo0GHRY J tedWizihdids, tizisjd tissojHjudY gt
Coklz, tftcjHmisOot jhtzisilz HEW OR0EdLO. YsBH 1) BBLOLYSE BABEROKjed0Ez0 (HOZJJ
sBtOLjY ) tisdsiPojlsiw o Cistetflzh) Cisdls 200, St Huslkis L0CE 90 jishwv
LOadizydo0sh 2w CerhCisd. sOMHY2 CRisj2djte MsHitexdls 1,9 &tz te0flsotstso,
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Cslstste T2 le jHiisOot jis s cstzals YlesLbOydlzss MdHSERS, fisHjex0PE:s 30
GEsE/E MES BEWje0, 80 &/t ristdisses GOsedy, 0,15% Brydjes
i) osEEsEYESES 0E-BEddH0 d Bt 0,1% OLAHO GOlstdw.

7.2. XpaHeHue oOpa3na ouomMarepuasia

ubBEOGG2 BBLOLJYy ¢ HEDjE ~Okdsfw o rAedsHdEAGdS) — tied
i3t iteOblzte j (2-8) &t HES Isjm tfists, YCO dj BzH]I tfissojHjds bimsdteso0dkd]. hed
LOHjteX$0 ks jhisdtsso0ddw fkz0ddtelz st yiteL 6 d BBEZJ Hi 2, IS5 SBOL Y ¢ HESEjd
~ie0dGdisH W tied IsidktjteOllzte ] dsdzlzh) 20 °&t died GMJ. IdtejH b jhisdeso0dd jd
BBiOLJY ¢ HBEMj& BVl sddshsis wOLgss>jé  HEojHIG HE Sod3k0kks?
s jdstf jteOlslzte ™. _FisesSieOlshrj LOBSEOM do0dkd"/eOLhst0> do0kdy BBLOLYO0 ¢ B&J
HEsYizhCotslshw,

Aied tfieso jHjzdd 0E0kdLO Mz jHizjls ZydisT o0k isOBdEAbshis? yjdse jyjhtses
GJd3iseusBdh0 o BZW jisj Ssdls 20 jte0 HEW B0 SBEOLYSO .

RIRSHESS Lfsed™ S0t it & sl 20 jts J/SsOBEYES j

sHJEX106d Cstzcuy jfjsets, %

SO, jtstedG0

9 5BtOLYJ P, AJBEezsBdn

oG/ - 40 °n 7 °4 25 °4 37 °u

33 Hgw 33 Hig" 14 iz j2 7 Hizj2

1 2 3 4 5
50 > 90 > 90 > 90 > 90
169 > 90 > 90 > 90 > 70
266 > 90 > 90 > 70 > 50
50 > 90 > 90 > 90 > 90

* fisOssydsj Cobdujfjses ¢ jdsersadl0  fsSEosdish &0 50-70%, G
tejLiz1s0ls ™ B ird] tisttsy{ofls AT (Yistesetsets L0 jtdj 100 dia/dsh).

jiojH tesojHikdit 0GOEdLO SPOkjEIGs ofjstvrhds) SEBSi2hkjE, YsseT
BBOLjY SOLO SlsHjbdEh s SOBOSS LEGHO, d ovHjexdsi jés tied CdbOlstks?
s jast jteOslzts j tz Bz 30 ccltaizs.
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8. Tpedyemoe 00opynoBaHMe, MATEPHUAJILI M PEareHThI

8.1 riv Sskdyjhselhhises stiejHizikdy cjgseisedRz0 %0 0%0kdLOLSt
OolssB0dLdteso0tkdtd ChdhudynSs? ~didd NS-Prime ¢ jsBasHd® fizjHizEshdj
odH" BBBtekzHBa0RdY, B30k jtedOdise d O juste:

- ¢OEdLOsts HAMSte jlsd 2 OolstsdzOlsdLdtetso0hdkz 2 ShdhkdyjnSes? ~didd
NS-Prime H&v Sedyihbejdétes in  vitro  stfiejHjzjkdy d  gohkdsstedieo
CohyjdsteOyd?  0kOkdsse o  BdbksedyuinSdn  MAHSBRwWA  yjdsejco, f
YtediOHE > dshisvdd;

- Csizls JR@jte HEZW sBOLYSO NS-Prime (#0Lo0kd) dielsHEzGS0: ¢siBhls j20k 6
HEW MBBKO SBsOLYSe SO0 HEW O0kOkdLOktsse NS-Prime T Specimen Collection
Container Ae, 9 Holzm 90ldOws0n dhtfskijedw:- sSBhisj2djte HEW IBBKO SBEOLYSO
COLO (SHBSHEGjodk 2 dijissH) - Specimen Collection Container ¢ (1-Day Method); -
Sl 20 jte HEW MBS0 BBEEOLYESo SO0 (HokzmHE jok 2 B lssH) - Specimen Collection
Container A (2-Day Method));

— tflosBAteCO  HEZW tBEOLYSO (SBIj 1,8 Rz HEW  OslstsdilsdyjfSdm
00kdLOkstEse Hitachi (T 716-0425) [tv — Aw 2009/05517 sls 19.08.2015, fess
HJ2Misedw - B jhitesydets. IesdLosHlsji+ DELTALAB S.L., Rijfodkd"];

— ASESHAEA GBS, HsHH jiexda0s P d? s jostf jiokizil Sis 2 His 8 Au;

—  BHESSOEOEAGY |  tshkiz0oktd0bdyinSd HELOSEr Yoy jssykry N
YitdBiedrd did WdShdese0nk s sBIjdsd fits fddedrad GoCshjuedSosd,
fsLoszvshdj sisBdie0ls? sBI jd3T MdHSEMsj2 BIs 10 Hs 200 &S, Olls jhisto0dkdk | tis
LBOYjhdEs fitejHdj? HELY  fnsHA®Ehsd tejLizds0ktse, isets jPdishis dLdsjte jddw
Chlstste ™ HSEY G0 BY IS+ (2 BSEZjj 3%;

— Yy JlsCd z0BB0sted: ™ J MisJShVikd: Y J;

— 0BGk tejOcjdsse in vitro HEW OelstioldyinStes Sty nise jhhkses
stitedHiE jedv ¢ jdsetsBdR0 o COkj o EOStaC] HEW 0ROZdLOLEEse NS-Prime T FIT
Hemoglobin NS-Prime (ARG 4 j&tetzsBdd NS-Prime);
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—  WOBBEt tj0cjhlste HEW COkdBlesoCd CdyjdsteOydd cJRseksBdRO o
tf0CEaCj HEZW Ok0kdLOLBtstso NS-Prime T FIT Hemoglobin NS-Prime Calibrator (AR
AJBEersBdlz NS-Prime C0kzdBie0ISEts);

— 0BGt SBdGstesizi? SRy jestOydd 6jdseisede0 d/dizd steOdhwjeteded o
ZtfOCsoC) HEW O0OkdLOkttse NS-Prime T FIT NS-Prime Control (ARU NS-Prime
SlstesE-);

— 1OBOodsjizd BEeOLYO HEW FIT Hemoglobin NS-Prime d/dkd FIT
Transferrin NS-Prime o Etf0C9C) HEW 0i0kdLOkstse NS-Prime - FIT NS-Prime
Specimen Diluent (ARU NS-Prime t0OLBOadlsjid sBOLYO);

- 1Ohsests HEW teszro0kdy ¢ € FIT Hemoglobin NS-Prime d/did FIT
Transferrin NS-Prime o ff0SCtsoSj HEW Ok0dzdLOktststso NS-Prime - Wash Solution ¢
(Hetsgro0=hd?2 eOhsosts §);

— HAhsdttzdtstso0ddi0w/HjdBkdLdso0dkE0w osHO.

Q. IIpoBenenue anaansa

TdLazs0 " 0%0kdLBe, tistizy itk Y 4 i) gedsh1e ¢y 0860 6 j0cjdiste in vitro
HEW  Oalssg0lsdy hSset  Skdyhise jJhdkises st jHjdjkdy 6 jdkseksBdi0 o SOk o
ool HEZV 0k0zdLObttese NS-Prime T FIT Hemoglobin NS-Prime (ARU
AJBeetsBdz NS-Prime)e, €0 d @=BB2 HAOe®SHisAuiNCs? dGlssHdSd, HEBEM G
duzls Jtetfte jlsdstso0lsiw o sy lsOdzdd ) Swlte jlsis? SedddyinSs? Soblsdes? d ¢t
Hislz6s2 diWisteds0yd 2, dLe skt oyt

9.1. IloaroroBka peareHTOB M OMoMaTepuasia

9.1.1. lloaroToBka oOpa3ua A

JBOLY" €00, tfe jHEOLEOYjBhkY j HEW 0dk0tdLO, hsBdtOEkihw o htf jydOk1d 2
Ciotls jR&jts, SOC EZCOLOGS o dumstelzCydd ts edzjljidts HEW csStlilsj2djte HEW
B0 BBKOLYESo $0E0 HEZW O0R0kdLOkEEse NS-Prime T Specimen Collection Container
Aé. | jsscizisBdl MisOBAiit: o BEZW jisj Siis 20 jte0 HEW B0 BBEOLYO A 9 Isjyjdd] 7
HiJ2 tfied 2-8  dizd 3 HEJ? tted kidstfiteOblztej sCtelz0=h 2 fitsjHr (18-25 ).
OB & Bjkd, 0BOLdL hEzjHEzjls tesdLotHds! COS dGtyus BYfistejj, SOS COC
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nisOBdEzAdshis 6 jdssedsBdd0 GOtewdsizts Loadhds sis fishistvddwy COk0. v ji orhy
Cidzy jaiste0ydw ¢ idssetsBahO, Isjd3 BT Mistej 500 ka3 jd+ M dishw.

9.1.2. r&v dhfiizjHse0dkdy &jtBrtHI®E Hedesiktadist tej0Sydister2 teonisotsts,
hehisswhd2 du 12 i¢E gHesksak jkhses Lohksostd sBtsOLyO ¢, 100 GSE 6 jos itk 1
b R1) d 40 &St tj0cjik0 2 (b R2). tioSydsttzs fkift tjkjkjrde0ss d
qiSBdzsl e 37 °u o kjyjkdj 6,8 dBdh., At GjsBISHRE HEW orfsCs?
te jOSydstds? hshsehshisd 0wisde jése d Odisdls jd.

0.1.3. IloaroroBka peareHTOB /IJIsl ONpeie/IeHNsI FeMOorI00MHa

it jH COMHY A ditfiszLSo0Gdid NSHIEMdBEd HOZRCO®Jedises Wiz0SERE0 )
Hokzdkw CerhCokd FIT Hemoglobin NS-Prime (ARG 6 jgtetzsBdlz NS-Prime)
50k jiads it jdjde0 sy, K0S SOS yohisdyr SobdsdHises ListskO dsels tied
~e0tjkdd o tfOHOKY o BHOHESE. At dLBjX0kd] SBOLSa0GAY YlzLriiCte ofsLHEZAR0
it jgsiNdo0dd Mizjrizjls shizh jhisodwis4, djHi keSS i jt jostOydow HolzRCOds jted 2
wizoSst ) msHjedira, S0S COS ted tswokzjkdd tzLri2Ciso oBLHEZARO HOydS
Od0kdLOtsd fydis* o0 jls G jttc0odiz k2 B j&i d ZHOEY s HOlZRCOM jied 2 WEzOSSH:
do mdhisjigr. IzLriedCd osLHEzR0 YjtejH ik, SOS ditfiskLso0kt HokzASOdR jidk 2
W0, & jsBatHANS ZHORS f) fidsh 1 fdtfjisCd ZOBSOLGeHE2.

Iz onCerisdv f0SseSd, FIT Hemoglobin NS-Prime (ARU G jgsetzsBdt
NS-Prime) disyjdts ns0ddls+ o Isjyddd] sHESEs Gihvyo ted ikl jtoklze (2-8) °d.

NARU GjBseusBdlz NS-Prime  COkdBtObst  Hso s HES  ColdOkHs2
sjdtfJteOlzte ™. SOzdBteOEE EdsWddLdteso0nk 2 oshhs0k0ekde0 jsiv o 1,0 &k
teOnkottedisjzv COkdBtOEEd. Ishii ofSerisdy d othsOuset jkdy f fogshts
teOnsetstedis jzv COzdBtOlEt0, jeis Nk jHEz jls diytfst-Lisa0ls+ ¢ jLOds jHdzdls jd-dGs.

9.2. IlpoBeaeHme aHaaM3a C  HCHOJb30BaHMEM  AHaJu3aTopa

ABTOMATH3HPOBAHHOI0 KJIMHNYecKoi xumum NS-Prime

IGHEEBEOY (H5h0cse0w) dinisSydy s difiseLse0hdts chhOtdLOsEE0
HAMStejlstises  OobsaOlsdLateso0htnet  SedtdunSs?  Adddd  NS-Prime  HEw
Ctstzofyflse jdatatsets in vitro stfis jH jjkdv d distdlssisotc0 Sty jdistoyd? 0n0tdsss o
BABESCqUNSdn MdHSEhswA yjise S0, T tedboHEiGehsvdde d tisse jH jkdes
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0k0kdLO0 dLitsMj#0 o tlzCotHlej Yt L0k jiv, ofkEyow HfstewHES ©0BBYIR
tfiesyjHizte, st jBso0kdw tfs B jLsyondshisd, tjuztejqHOERd] hdkeser d
%0SEzj2¢d.

oGk j, tstzyjttrj o tesyjhng difejHse0ndy, stBeOMOSEW G0 1Cte0d
GLOZALOLBI0 o tejOtzAdisds ots j3Jdd. RHjdSIWCOYdsheT 2 disdijts SBEOLYO (Sample
ID) stfte jH jdzv jishw tfis histedn-SsHEZ SBtsOLYO.

MeilssCisdz dLds jtejdzdw (Measurement protocol) fisHjtex dls HOGE T j stflsdyjhSis2
fazsiseshisd Hb(A), Tf(A) HEW sBOLYO, dhfiikzjHse0hkd ] Sristtsisets o tfisdzdw jishv did
LO9 jte jazs.

dolsswosduintd stfejujevjlshy LeOyJkdd StkyldéistOydd (Concentration,
average concentration), tOmfiydlsOkds] ts COkdBesotyhs? Sedos?, teOLGShis-
stfisdynGdn fisikdshisj? (Absorbance difference, average absorbance difference) d
eislsso 2 e jLizazs0ls (Result).

Isysthdsjiiés  G&OkdLokste  WdShdiizjls  shistehjihw et jdw, HOLE
dugdteddv, SEWWWAydisls ©0LBOaE dkdY, dsdidtle @BlsO . jocjdiste, Stkdydhisets
tfsolssteso, HOEZ d otejd3w MsLHORIYW COzdBsatYSE2 Ctedots?, ks jit jiolkkzicl odlizisted
BeHEzEY e j0Sydshbes  fissezdCo, StAWWdydjdsT  90tdOlsdadshsd (%)
Cstry jasteOydd d stflsdyjhSs? tuskeshisd d Hee.

N5z HEW 60Myds0 dLdddddedw stisoudnSs? fasisdishisd:

Abs = (Am1 1 Asl) T (Am2- As2), GHJ:

Aml T stfisquihSow tiskhshs ted shhseks? Hudk) ottgr o bty
drezdtejdzdw 1;

Asl T stfisduihSow tfiskdshis! ted Hetfskeds jz ' gs2 HEdhj ottdT o kySy
drezdtejdzdw 1;

Am2 T stisdyihcow eskeshst ted shkseds? HEdhk) ottgr o bty
dLezdtejdzdv 2;

As2 T stfisduihCow tfizsisdshise ted Histsdddls jz i ¢s? HEdk) ottdr o ksySy
dLadtedac 2.

Jbsot0w HEddk0 otshd ™ T 540 dds;

I ststzddls Jz-4&0v Hezdk0 ostd Y T 660 dGd.
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usyo dLdztejdzdv 1 1 0,2 3ddalzis*;

usyso dLazdtejddy 2 T 6,8 d3dalzls.

rev sttejHjejedy Ssdkyjdistoydd yidse jyintses cjiseksBdi0 o wohksosts
sBteOLYO ditfsiz Lz jlshw COzdBlesayROwW Stedodw, HEW tfishistes jidw Chlses2 o jhiss
te0Mlsoted tBEOLYO tieddsjdv jishv ARG $OkdBieOLEE 6 JdtedEBT:0.

rev stsdiozas? toBskr offj tjczdVek | tbyjHizte™ &jsBREH®S
tfososHls4  fisekonGE  teCotHiisoz € ddOZdLOLBE  OalssiOsdLdtso0dkdksd:E
CzdddynSs?2 ~ddidd NS-Prime.

9.3. IIpouenypa KOHTpPOJIS

TJSBdBjdHE jishw, st  COMHOW  EOBEOSEdY  HishistWhks  dijtfstzLse0E0
ROk jed0kr  Codteszy  COyinked, kOCdj $O0S ARU NS-Prime sb@ltesi! o
Znis0k0otzdo0k0 fhosd MeBhsojkkrj SChEtesiz Gy kesolkd. _fhisctlzitokjor |
Chowsteszd  HEEMBGY  Isjhisdesotis W tfied SOMHBdG ydShj OBk, @Oy jedw
UJdsojuinSeets 6 jasetssdho, tstzyjbar J Hew dolsjtedOrse SiiistisEzy $0ydhise0, g
HBEGT  BhsesCelsts o ntHds? LO Sodbesz G| etokd, EZhsOksotjkkrj o
COMHBR k0BBOlttedd. hied LGOYIRdW SEdisesdy  GJsHEBESEOkGS o aisHWs LO
ZhisOdsot jdd ' j HJOYOLBG Y, Mk jHEz jls tese jtdist, tOBISO jls dd tedBsts ZOHEZIMOP
tsBteOLsd dizd ttesejhisd salsstedklzs COkdBtssaCh.

ABHEESBG Y J YetsydHizie™ tis esojHikdy Sodgiseisezy Coydhise0 o SOkdBtsaty
GORBHWSIW o  tekzCatsHise ] Hst-Lto0kji  GaOkdLOkEEO  OolshOILteto0tkkes
ChdddynSs? ~didd NS-Prime.

9.4. BpluuciaeHusi pe3yJibTaTOB HCCIEI0BAHUS

1Oy jdw  tsCOLOjij?  sBOLYse  orfjydlsreosslsiw  Ok0kdLOkistetsd:
Oalss30lsdydnSdds SededuinSs? ~disdd NS-Prime.

9.5. HHrepnperanusi pe3yJibTaTOB

Astesesots) LBOYiRd, Pdests ditstilzjgtsy o ctskdd HEZv dofhsetets
h¢tedudwc0, fishisOadzw jis:

- HEW cJdssetzsBdz0 T 100 de/dtz (ASodoltjdlsks 20 i3Se yjwse JuihSsets
GJaBseizsBd®0 10 1 ¢ COEO).
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ed ovwokzjkdd LEOYJBA? yjdsejuinStes cjgseksedR0 o S0z orhy
FCOLOGGREE  fiketoses LaOyjddy b difkelzils o jtetwishshis  dOdzdudw
Cisiztste JSIsOzAdts6ts 600,

g juOtdj: rOGhT j L0y kg™ Worwessiv k- tisSoLok e g dd d sl
situolsH v sk Hiszedn  SYzBEdCse0hET R LEOYjRd? o fevid f) tOLzudwad
fledB it ke &issHdS d  difEinzikses GONjkjgdY. SOMHE2 HOBSEOsEAd
t6 jscs jdHlz jish EAsOG0atdo0ls! ot j fisahise jdittsj Histsctsatsj L0y jkd.

10. OrpaHuyeHuUsi NPU NPOLEAYPe UCCTETOBAHUS

10.1. RLBJBjudY okjPh&jct odHO, kOSHj SO tsdizkkjudj d OctejcOydw
=Btes L Sodtfshkjis0 G0BGE0 tej0cjkisto NS-Prime wodweslsiw tedLyz0Std dn
oBLBEYEE tfisteyd. dv Sobnkze2soydd hewsdis i f) o dds o st 3 Hd jtetsds.

10.2. ok jzds it jijhde0ls HolzrSO® el j WizOSsh:T ) tjOc jdis0zd 1
d 2 fitejH SOMHY &3 ditsiLse0kdid, Utz ysts yonsdyr SstsHERES LsEsisO
sctzls o foHOI o SHOHEBS ofs otg jdsW AteOdz jdad.

10.3. r@v HAOcEshsduinSdm Yjkj? tejLizz sy, tiskizy bk j ted SOMHBNR
diiiz jHs00dkdd, HsE> G ofjeHO dhtfist Lol W o CsdBdROydd f) SkdhkdyinSdhd
diizjrse0kdvdd, & iHdydtnSs?2 disstedj? foydjdso d Hiszeddd HOdd did.

10.4. W JSBASHAKS fsteses fsBEEHOL! BjlssHAifCdj ZCOLOGdw, K0S SOS
@B LB dkiid]j gt tedonisd € didsjdjkdts tsjLizzIs0ls0.

10.5. RftfiLB00Gd] E0BSEO t6jOc jdistse NS-Prime, t0fnatHEY A d30k jed0iso
d Lofongra yomlsj?, skdykra sk tiesHzSydd, YishisOadwjikis? OslsstedLiso0dt: d
HAMistedBA E5ks jtetsds, B3y ls tiecfohisd € tfistzizy jiadts &yl e jLizds0ktse.

10.6. micOddls? ©0BBE t5jOcjdisso NS-Prime tjsBrtHA®RE o fstlke jishisodd
ECOLOGEY g $0 AsdS kS Ehksedwlsd mteOdjkdw. W jHsYEZhisdhs dhtsiLse0dkd )
0B5tE0 t5j06 jdisse NS-Prime stz disiyjkd” fesSte ne0djddv.

10.7. rew dhyiizjHse0kdw dijttse- Lz hajXd2? SOk

10.8. rOdkhr?2 kjhs & HEEj& fesosHsANW HEW 0G0kdLO BBEOLYSe SO0,
oLV~ Iz YOydJdzstse ) d3ddaistelzOycfd2 dzf 6jatstetets jds.
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11. Mepbl il CHUKEHUSI PUCKOB IMOJYYeHHS JIOKHOIOJIOKUTEIbHBIX

WJIN JIOKHOOTPUIIATEILHBIX Pe3yJibTATOB NP MPOBeIeHUM HCCJIe0BAHUI

11.1. RLHJE] Yt jHEOLGOYJGE SBEACE HEW  dhtfsiiLtse0kdw o in vitro
HJOeEBNAS) Msads skt ) chhOzdLObsissdy HAMCtE sk ds OoltiOdLdteso0dk: d
ChdhdyjhSs? ~dddd NS-Prime HEW Stsddujhise jkdsets in vitro stfiejHjejedw d
Bkdsstedized Solkyjdistoyd? 0G0tdste o BdtEsedynSdn MdHSERWA yjise S0,
flodiOHEZ M dEhisvdgde.

11.2. I jojH teOBGlE? ) GOBGLEE o j0cjbsse NS-Prime G jsSBASHA®S
LGOS BadIsA MW i) dinlstizSydd s teddjaiedt.

11.3. 2085t &j0¢ jtste NS-Prime fizjHizjls dijtfstzLso0s! sstCt stvisksd
ZOBBEOLSLEEMHE i jtehsh0tkE.

11.4. 2086t tsJ0cjdGisso NS-Prime HEw> & dhfsi-Lso0k4 W o fistsise jishisedd )
BOHE Y0P j2 EOBSEOsstERs? He0SkdSEs?.

11.5. IswHsS Hj2fsod? tied ditsd-Lse0kdd ¢0BGE0 tejoc jdiste NS-Prime
HEsE> b tisddshis s fisBEEHOAfW, KOS COC B dLdjbjbkdj fsyjHizier &l
tfsotzcWis+ %0 LBl ddacld tejLizazIsOlstso.

11.6. RifsELo0Gd] @O0BBKO 6 j0cj@sse  NS-Prime, SHESEOLEOY A
fedhfshcBijid? ded wOYohkrs  yohsj2, skkdykre &k tfishisOadw jd*
Ltfisddsdtyjetd  HohlstedBAShstetsds,  dssyidls  tedadilsd € dGjtft0odiz drd
te jLIz{z11s0Is0c3.

11.7. fGteOdcfyjta:

- GJw dhtfszise0ks StdiBdROydd Shtthjdiste #OBSEO tejOc jdiste
NS-Prime f) teOL&zdyis* &3 disa3jte00d Yotsiso2;

- OeALY eOLHJEIsA HOlzZRCO® et ™ § WizOSHhk Y f) Cof3yBlkdbisokd, Chlsster J
hshisOadwesls &OBBts 6 j0cjhisso NS-Prime d dijfst-Lse0s dn o SskedROydd f
Hislzeddzd Wz0SEiOd f) tb 06 jdis0dsd;

- GJew  ditsi-Lse0k! ©oBSt tJOcjiste NS-Prime  HEZY  yjij?,
slszdyd " tis tfiese jHjddw HOGERSES Is jiis, istfisddwis* d fidkjhdodls- ts joe jdisT.
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12.  Mepsbl 6€30naCHOCTH NPHU MPOBEAEHUM UCCJIeT0BAHNM

12.1. W Yqtfilsdteiz2k j teistscs.

12.2. 2 jSilstster j Sscktfisdzjdas ™ 0Bt to jOc jdisso NS-Prime fisH jte0ls &3 jdz
0,1% OLqHO &Oltedw. ted YfOHORAD © 6ZOL0, O Stz did tfied Mikzy0dsd:
tfesckOsro0hkdd tiedhdisd AChistejhiJ g™, K0Sdj SOS teshroohd] BB+ dd;
Cszduihsosd osHY . Ied dJsBABHAWSNISH SBiOISdS i)+ € ottOyL.

12.3. esira0s=hdl?  tofsotte ¢  wodkwjkhw hdzids? P jisyts. Ied
sBwOP jidd f ddl @OHjo02k]j twiLd@serj tjtydkSd d LoPdskrj sySd. Hed
stfoHOGdd © 00 did &0 Stz tiedidlsj AChstejhkrj &jter, k0Sdj $O¢
sz o0kd BN dd Ssddyjhisosd osHY. Ied & jsBRsHABSEMNSH BB ¢
oteOYlz. ed Mizlzye2wsds Yisciolso0dkdd kB jHEjdhnks tBisOisdisdh! LO BJHdydwhSE2
s,

12.4, 2 JSBbtster j SoftshjdsT ©0BsKO tejocjdiste NS-Prime  fisHjte>0ls
B yd=2 frostesistyd 2 0k+Bldde, Chisster2 & fisHjtexdls dLejhisir - osLBizHd jzj?
dewSydehzy e L0BBEjo0Rd2. Uil @J dikdd, B& fydlksojshv slsidgydot-dgs
dewWjSydohrd, d I &di hkjHizjls sBLOPOSHWY Bty s, YssBY  dLB >0k
LOtwO jddW.

12.5. Ahj yjdsojudnCdj ©BOLYr HEEY  fydlkokHiw sk jeydodz-ds
daW iSyddd  &d:

- f sBOLYORd MijHEzjs sBLOMOKAMW COC @ sl jdydOzaddd
dhssykdSodd sfondra daWw jSyd2 (adtstzh ¢ jfolsdilso B d C, ARY d Hislzedj);

- ofyj sBwLOLYr o tbkjkydoirts LOOMYEETy GOLjtedozr hijHizls
HjLBWdydtese0lst d EsdidLdissedss o fsske jshisedd f) IeOodiOid 0BG f)
osLBEHdIs JiW&Bd W jSydsdt T A LOBSE jo0dkd2;

- tted te0BsIs i BBLOLYORd Hoydjdistse dizd G0t 06 jdisse NS-Prime
M Hzjls LB jc0ls+ dn YisyOHOdGAW &0 fizdLdhis' j ssdsySd;

— fBBiLr, fMOHdET  d  Hekedj gsebidHikGT]  kuyohsSd Ssyd
£OBBE0SEHsEs 1fjishisk0z0 tied OBl  f) sBEOLYOG Yoydjdite did GoBstEsd;
tejOcjdisso  NS-Prime  HSEXGT  BYl!  GOHEZMOPdd tBEOLsd LOPIP jdr
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istsiseishisotzt=dBd aHst s y0d B Hitbje"susr dd fitejHse0dd;

- o BJMsOR, 6HJ &ORBHWISHY SBEOLYT HOydidstse did @0Bsbte tej0cjdkisto
NS-Prime, LOtftsjF jdzts Clztedls-, Hedddzol+ iz, st Lso0ks1iw Cishds jisdCs2.

12.6. Ik LT, fhOHdRT d Hieked) tsotejyHibkrj yOnkSd Stxd HEEMEGT
B s GZOHEJX 0P dd SBisOLSH LOP P jhr nsislse jishiselz ddd
oBHBEJYieshdy0ddBd Ytk jo"LsyG  Bd N jHise0dd.

12.7. 1t otgjiw 60BEIST f) tBEOLYOB Joydddiste did ZsdhdLoydd seyieH
dizd MdHSdR BlsasHBe BBWLO ji+ &S dijtfiskALEz2lsj Z0BKOLSisw ™ J itey0lsCd.

13. HOpH}IOK U yciaoBus yrujamsanumn HJIn YHUUTORKCHUA

MECIUIHHCKOI'O U31¢/IUA

13.1. vbdidLoydw tejOcjusse ¢FIT Hemoglobin  NS-Primeé  HS&ZY%0
tfesdLotH s W o fsise jishisodd f) w0k dy 2.1.7.2790.

13.2. 1 fesyihii YsdlotHised ¢OBGO tjosjuksse NS-Prime  &j
fodizjlzwesishiv oM jiise0, ©OLEzNOshdj tLsksor2 fiis? Obdshwjtr, 0 0S|
OBt e jOcjdibsse & MsHjEMdls ojfjfise, tOLEzhOshdR bLsGsor?2 ks
OlsdatshW jte ¥

13.3. urid, dintfisi Lz s HEW tfssdLosHNse0 G0BGED 6 jOG jdisse NS-Prime,
Gz Wodwjishw dhstykdSsl songr~ diélzyitd? d ovHjzjkd? etjHdr~ ojf jhse,
LOGteWLEWEs Pdn sCtelzy0shizEs fitg jHEz.

13.4. A tfesyghing dintfisz2Lse0dd™ d ZsdidLoydd ¢0Btstd tjoc jdisse NS-Prime
f dils jSH dds MtesCsas esHEBEMsd SsShdyhk T - SlsnBHES B SBiOLEZ jishW.

13.5. St j Sudhtishjds T ¢0Bst0 t6j06jdiste NS-Prime fisH jeX0s 6 jtjd
0,1% OLdHO d&OLted™w. ¢LdH GOtedw s Jls ofsiztfolst o e jOSydes ) djHis d
fedosHdls? € WistezdissoOizdE oL oyOksy~ OLdHBO B JlsOzEse o ofsHiSHkEosH.
WJBBRBHAME Nk jHBe0k Hj2hisezEshdds fe0odz0l EsdidLoydd stonkr ~ SkasHEe.
Ated ZsdidLoydd o 0Staddhlz, k002l BlsatH T Btz N dd Sizdyinsosd otHT .

13.6. jSobsterj  Csth kst &0BG0 6 jOcjdiste NS-Prime  fsH jte0ls
B yd=2 firestesistyd 2 0k+Bldde, Shistter2 & fisHjtexdls dLejhsi - osLBzHAS jiz )2
qeWJSydshla  LOBSEZjo0RdR. Ul @ BJedd, SE&  Mydlsodshv  tfislsjeydOe-dgs
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deW jSydkard d f) edd hejHizjls se0 o+ shissesy s, YstB Y dLB >0
LOwGOM JddW.

13.7. My  yjisejujhSdj  tBEOLYr fudlsoesisiyy— tfisls jrydod- s
qeWiSydsherdd. rJiddWdydtelz2sj d EZsdididiiz?sj eof)j ©BOLYr d efj
el jkydotds  LoLOMYhar d&Okjtedokr s0¢, COC BRHLS Bk fisHiE>0s
otsLBEZHds jZj? W jSydstt: T A LOBSE jo0dkd=.

13.8. JlsnsHY, sBEOLZEd W o tesyjhhng dhtfstisedddw d EZsdzdioydd
%OBSE0 50 jdisse NS-Prime, Slsisisiw ¢ Stoffilz ¢S HdH jddskscdyinsd stonGr j
SlsmisHY @ (S0 4 fisezonns $ohIdy 2.1.7.2790).

13.9. JBOPj&di (MBS, oteiBikhsl nte0kikdi, SBILLOLOMJe0Rd d/did
B Lot > do0kdj d keonntelsdtto0td)) BlatHEse, tBEOLZENJRW o sty
dhtfsizLse0hkdy d EsdidLoydd &0Btt0 tjocjdste NS-Prime fj dijsjShdd fesCisds
GHEBMs, HEEMGT HesosHdsA W o hissise jshisodd i ficadi0dsd, Hj2MselzE=hddkd o
MisteOtzd YreddzJdzddacW &0 disdzjdzls ZsdzdLoydd.

13.10. riw B jLLOEOM do0kdY d/dizd tBjLok > o0kdy BGlsatHEe HBEMET
dhtfskaLse0sH v Lok jedhitdetodtt d o tA HiLdewdydlzeshd) fieiHhsed d
sBistelzHiSa0hd j o fistise ishisodd i) ddhistezSydwdd fts dn teddjeisdts.

13.11. frsHT, ssasivhdjiy ¢ Cwoifiz cSYdHjkdseseduinSd stonGr j
SkRsHT e HEEGT ZisdizdLdtetsa0isH v yjtejL stecdddLoydd, diishdy ddyjeLds ¢Go
Astsls oH Hjwls jiz dztshlsd].

14. Metoabl M YCJI0BHA CTEPWIN3ALNHA

0BG ©j0cjdisto  NS-Prime  wolwjlsiw — djfisjtedi e dsjHdydinSdas
dLHJedjds.
AesdLosHWSTY o Of jtfisdfuinSdn Zhdsadwn.
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15. TpaHcnopTupoBaHHe, XpaHEHHE U CPOK XPaHEHHs MOCJe MEPBOro

OTKPBITHA

15.1. TpancnopTupoBaHue

LYOCEO0HET2 GOBSE j0CjHsse NS-Prime ltodfysedl ks ofjdd odHOdd
CerlsrT sOBitstesiT R fiejHise, Stk Gjssoftde0jgra skijSse NoBsLsse d
GEENSEEs  beOGYsEs0, o fsskojshsodd f HleOodeohd UjejosLsS  clekiie,
H2mlsolzEs P ofdsef 0 HOMISEs OcfH j IsteOdztfisteisO.

Lizsed™ SEOGYsEsEse0Gd™ T ted s jBH,jt0skisj (2-8) At.

Ute0Gtelsdieto0td, G0Bt0 t6joe jdiste NS-Prime HEE &S iz jhisodwis4iw o
5 jeCBS SIS j 20 jt07 SHSEOLEOEES tLiso0kdY, fisH jex0F dr REOHSAL b jisT, did
o IjltssCibj2hit0n  GsesCokhses  fedkibitdy f)  OeksdOsdyinsd

tfsHH jtox o0 joss2 s jostf jteOlslztets? dizdf o Oalstste jWisd> jteOlssteOn ) diytfistzLso0dd jo3
Is jted3sflHI SO BB,

1Jo¢jdls™ Hemoglobin NS-Prime, IsteO&htfstelsdeso0hzrj ) @Otz jkd.id
s J 0Bt te0Istztetascts 18>0, HleqdR it & YisHizjx0k.

15.2. XpaneHnue

UJBHJte0biztsd te0njidy #0BBKO tojOcjdlste NS-Prime E2SOLO%O GO UsdSilsSd
CstesBSd. misOhdlsj djsisStersrj OBt 6 j0c jdisse NS-Prime tfied ZSOLOGEGER ¢0
UsdC jisCj CstetsBSd ks jostf jtelisizte j (2-8) Aet His dffyls jujdea ftetsSO RO jdad" 0BIStE0.

MOt jldj ¢OBBO tojOcjllstte ARU g jBiscsBdl  NS-frime  His@Yd&s
shizb jhsodvis+ v o  AESHJEAG R COgJi0n  dkd o ~SeZsHAE BJCOR,
sy judeoshdn tjck0d jdisdteto0dd 2 IsidtfjteOlizie Y2 teiqdd f) J>jJHEJodkE2
tejedhisteOydi? s jdstf Jte0lskzts .

tdocjdsr  Hemoglobin  NS-Prime,  Re0kdohdinw f)  d&Ozh jkdjd
16 JGzOMB JdsAtetso0hisets o> dds0, tedbdiddkdss & YsHzjX0l.

15.3. XpaHeHue U CPOK XpaHEHHS MOCJIe IEPBOT0 OTKPbITHS

Ashiz] skCerisgw dntfiszLiz?ls) 6 jOcidls o Isjujid) BHESES BJiwy0 d nte0dkdls)
tfed s jcstf jteOlstzts j (2-8) AC.
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16. TapaunTtuiinble 00s13aTeJILCTBA

16.1. MedLosHdjk 60Otk jls fstisedshsod] #0BBEO tej0cjdste NS-
Prime kfsOdsodz bk a3 Istejso0ddvds fisOkHOEsse d HiSSzBJwsOydd dissdLatHdsjaw
tfted MsBE=Hjhdd Ehdsodw ste0wnelsdibto0dkdy, nteddjddw, 1Shtfikz0lsoydd.

16.2. ute$ esHERhS] ) HOT tisdLetsHiise0 (feddwisdw tetsHESyYdd SisH jdztsds
Chotistesizy SOy jhisa0 tfe jHtftedwWisdwW-dLesissads j&v)

esHES YW :Lfgf?a%zﬁﬁv HHEC GBHASHIS

0BBte  t6jOGjBiste in  vitro  HEW
Oalssd30lsduinSsets  Cstzdyjhise jhdsets
stfle jHJz jidW ¢ jdselsBdi0 o SOk o
foCsoC) HEZW O0kO0zdLOksisse NS-
Prime T FIT Hemoglobin NS-Prime
(ARG JBBetsBdd NS-Prime)

(2-8) °C 12 gJfvyde

16.3. MesdLosHdlsjzr  &j &hds  slejkhsejkdshisd L0 COSE2-kJBS
tfiodud et 2 2P jteB dizd fsots j>Hjddw, o Le0hdk Y j fisolsted 3 diytfst-Lso0dkd.jds
z0Btt60 t6 06 jdisso NS-Prime.

16.4. MesdLosHdju &  Gdhdls  slejshisejukshisd O COCS2-kdBES
fodudittr?2 Ezhjes did tsetiyHiGdwy, ovLe0khaYd dhtfsz-Lse0kdjd ¢OBHSE0
t6,j0cjdisse NS-Prime gisfit dijsjuidd fiesCo csHashisd, ZSOLOGMHEES 60 kY0Ssss,.
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17. KonTakTHasi uHGopMaums

A ostfisshody COyihsa0 g jHAydENCses dLHjkdY cyOBBte tej06 jdistse in vitro
HEW  Oalssd0lsduinSses  Ssudydhisejidises stejHizjedy cjdseusdud o SO0zZj o
ool HEZW 0R0zdLOkstkse NS-Prime T FIT Hemoglobin NS-Prime (ARU
AJasetzsedl NS-Prime)e, ffesdLosHiiso0 Alfresa Pharma Corporation, Ctfsddv,
B0 0w s OHte jiz:

JBh hisets ) Sete0hkdyindks? Bisejishise jaushst s coitLo-Ruvrturs=zade
(JLL cotJo-rRusrtur s=zade),

Bhidw, 196066, ¢. a0kSs-I jis jeBlztse, JBhCsofCd2 tie., H.212

Ul +7 (812) 303-82-44

-mail: agros@agros-int.com

AssdLosHiises ddsddls hdtelsdWdydese0ddizts hdhsJBz djddHMBIes0 SOy inise,
9 Issds ydizJ o yomisd tesdLotHiised GHdydenSses duHiedW ¢y 0Btte 6j0cjdisse in
vitro HZW OelstsdsOlsdynSsets Sekdudhisoudisets sttejHJziudw 6jdsezsBdd0 o SOk o
ool HEZV 0k0zdLObttese NS-Prime T FIT Hemoglobin NS-Prime (ARU
AJBsersBdi NS-Prime)é.

A sHIs jieXHO jistw iz jHizEs P ddsd HisClza jdzlsOdzd:

atelsdW S0l fstsise jishisodw — MD 503784 (fstslse jishisolzjls 1S 13485:2016),
hiesS Hj2MsodW HEs 23.03.2021;

I JS0E0ydv s nissise jishisodd Hedusyjedy 11 1VDD 98/79/EC B dLHjzdWn
HEW HAOEEBHIsdSd © Z0BBLOSStsl T A Ehtsodwa (in vitrs).
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18. Chnmcok JutepaTypsbl

1. Fumio Yamagata et al., A Comparison of Six Models of Commercially
Available Automated Immunologic Fecal Occult Blood Analyzers, Journal of
Clinical Laboratory Instruments and Reagents, 29(2), p 12171130 2006.
[Japanese]

2. Yasuhiro Oono et al., A retrospective study of immunochemical fecal occult
blood testing for colorectal cancer detection, Clinica Chimica Acta, 411 p
8021805, 2010.

3. Jeong Hyun Kim et al., Evaluation of Hemo Techt NS-plus C15 Automatic
Analyzer for Fecal Occult Blood Test, Journal of Laboratory Medicine and
Quality Assurance, 32, p 2371241, 2010. [Korean].

4. Edward Randell et al., Evaluation of Hemo Techt NS-Plus system for use in a
province-wide colorectal cancer screening program, Clinical Biochemistry,
46(4-5), p 3651368, 2013.
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IIpunoxenune A

¢ 1. stomhdwdSoydedseJ hajHJkdY gt tfiedSCoLkz JdiLHts0e0 tshndd sis
06.06.2012 ¢. — 4d, tfsfSOLO JfirLHts090 thfidd sls 25.09.2014 — 557

¢ 1.1. AdH GjHAydihSsets dLHjddv o fstise jishisodd ) G jhSzokizthks2
SEOhhdWdSOydd? ddHdydunSdn dLHjed2:

120900 T wuSterisow Cesor o COkj RA, ®&OBSt, bW idsgistdyhSd?/
szteBdHJ B Jistedu i Sd2 Od0dkdL.

¢ 1.2. stonfh) il jdydod-dsets ednSo teddsjdded™ BjHdydehises duHikdw o
histslse jishisedd f) s jaSEOLERE? SEONhdWdSoydj2 BjHdydehSdn duHjid? T 28 (1.
9.3.5 tftedCOLO L0900 tishidd ls 06.06.2012 6. — 4d).

¢ 2. stH Js3r2 7 21.20.23.110 ¢t JOc e HAOetBhisdyjhsde.
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IMpuioxenue b

_J0G jis 0 qtesosd

MapkupoBKa NOTPeOUTEIHCKOI YIIAKOBKH HA PYCCKOM SI3bIKe

alffesa NSPrme

Dlscrato Clnicol Chamistry Amatyzer

[ s jfs0 G0 sk Siese o COLj (FIT)
Habop peareHToB in vitro 4N aBTOMaTUYECKOro KO/IMYeCTBEHHOro
onpeaeneHus remornobuHa B Kasie B yNakoBKe A1 aHa/IM3aTopoB
NS-Prime — FIT Hemoglobin NS-Prime (PUT Fremorno6uH NS-Prime)

SOLOEEYG T2 Gists jis - 910869

N/ 1200 s jfjsso
4 CdstfizjCh0

1 SsGstfiSls fisH jis>ids:

140c jdls 1: 33 citz A

106 jdzls 2: 13 itz

ABH& 9 s jyjddj 12 d vy e f HOlST tfiesdLotHise0
usEASE HEW HJOGESHsdS in vitro

rew fieswihhdskoewees gedddudedw

“ chEWis jLO NOtet30 ststetfistej2hdé

18 v02R12H02 yYslzsy, sOykisO-clzdz, e jW jShstzte0 JLOWEO 709-
4321, ctfskdw

JLLchatSe-rusrtuszde

196066, _JBhisontd? tfis., 212, v0dSl-I jis jteBlztse, tmidw
WBdte tejedhste0ydishiset ZHisste jtejddw:

ROGMStezCydw gt teddsjdjddes: ifobt-fit.ru

Aedziuodd]: ESOL0dkd]: ¢Mix solution by inverting a bottle without bubbling before
usee sLEOYOls ¢t jH dintfst-Lse0dkd jds hBi02lsi M dHSEhs H its jostoydoow, & dj
omlstewndo0we.
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Pa3bsicHenne rpapu4ecKux CUMBOJIOB

- A
[ )

qLesksads jt-

LOT

CisH YOt

dhtfsi-Lso0k HE é .

o< IJ

Is jdstf jteOlsiztedz 2 HAOYOLBEG (s +2 HE +8°)

9
4

r
L

IVD BJHAydanSsd duHjedd Hew HdOGwshisdSd in vitro
(T3] sBte0kdls i+ ¢ duistezydd g teddsieied=
) k ifstdsdsyider 2 tejHnisOodis iz o
rotststf j2nSsds st jiise j
rj EsBJE s Cos0tselz

1
Jd

4

r
L

MisH jtex dasets HishsOssydts HEZW tfietse jHjddw n-
Csizdyjflse0 Is jfistse

M
Mm

BOeCdtesoto b

>

[)SEEEES! [Be0sds i € qunstzSydd gt
tedBddzdtad =
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Ipniaoxenne B
wfshis0o GiHAydEnSEEs dLHjizdw &0 0dekd2nSEd WLy e
FIT Hemoglobin NS-Prime
Reagent 1 T4 x 33 ml

Reagent2 T4 x 13 ml
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P2 Lt trd1wJd INVITRO rfc odv JIPuRY rers JAL
sdIRY sl AL A tcrdnRe stdwncttrud 1 sofc A

vIPsLIst rJc P IrRIPu LTSN NS-PRIME T FIT TRANSFERRIN NS-
PRIME (ARU TN TERUNS-PRIME)

REAEZEYY U B jkidd
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1. HaunMeHoBaHHe MeIMIIMHCKOT0 H31€JIUA

WOdkjbse0kdj djHdydenSses diHjkdy T cy 0Bt tejOcjdsse in vitro HEW
OalssB0ldy inSset Ssizdyfise jedses stfts jHjdz jddw Iste0dnW jtetedd0 o SOk o kfoStolj
HEW 00 dLOktese NS-Prime T FIT Transferrin NS-Prime (ARG UteOdhW jetodd: NS-
Prime)e (HOgZjj T &OBfts tcjOGjuzkstso NS-Prime; FIT Transferrin NS-Prime (ARU
ute0RhW teted® NS-Prime)).

2. CBeIleHI/ISI 0 paspaﬁquI/me H TIPOU3BOAUTEIC MEIAUIMHCKOIO

H3aeJIuA

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

y02ls: http://www.alfresa-pharma.co.jp/english/

(cOEWis JLO NAOtedz0 sitetfists j2NB%e, 2-2-9 stClzi0lkd, ust-Ciz, [M0S0 540-
8575, Cctitstzdw

uk.: +81-6-6941-0300

NOGH: +81-6-6947-1548

=020s: http://www.alfresa-pharma.co.jp/english/).

3. CBeI[eHI/Iﬂ 0 MECTE MPOU3BOACTBA MCAUIIMHCKOI'O U31C/IUHA

¢Okayama Plante, 18 Taiheidai, Shooucho, Katsuta-gun, Okayama Prefecture
709-4321.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(¢)0oH cJTOwd0ee, 18 u02-A2HO02 wvblzky, sOylziko-clzd, e jw jShsizts0
JEOwk0 709-4321.

udi.: +81-868-38-5341

NOCh: +81-868-38-5800).
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4. Caenennsi 00 yIoJJHOMOYEHHBIX NPEACTABUTEIAX IIPOU3BOAMTEJIS
4.1. YnoaHomo4eHHBbIH nmpeacTaBuTe]b B EBponeiickoM coodiecTse

Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570
Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(CC B jisets DtsHfe, W dHitstOGHT, 40060, 2514 AP, Isdih i jct0ms,20.
U ji.: + 31 70 345 8570
AOCH: +31 70 346 7299

r -mail: Europe@emergogroup.com)

4.2. YNoJHOMO4YEeHHBIi NMpeacTaBuTEeb HA TeppuTopun PO
JILepatLe-rusrturs=zade

shihdw, 196066, ¢. 40dSls-I jis jteBlziec, JBhCeontd? tis., H.212
UJe.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com

5. Ha3naueHnmue MEIUIIUHCKOI'O u3jaejangd, YCTAHOBJICHHO€

NPON3BOUTEJIEM
5.1. Ha3HayeHHe MeIJUIIMHCKOI0 U31eJIUS

0BG 6 j06jkste in  vitro HEZW  Oelstd0kdyihtses  Sidyhise jhnses
tstftc JH jdz jdacw IsteOdmW jtotef0 o SOk o f0CEeC | HEW 0kOkdLOLEESd NS-Prime T FIT
Transferrin - NS-Prime  (ARU  utO&hwteteddz NS-Prime) i jHEOLEZOY G  HEW
sttejHiEjldy  SiyJdbisteOyd? yjesejyjnSsets IstOdhWtldt0 o WjSokdwn f
dhtfsk1Ls00kdjd cdhk0kdLoksid HAMStE jstiset 0olstiolkdLdteso0dktiset SedhkdyhSs?
~d®dd NS-Prime Hiw Stedyjhlse jbdkses in vitro stfiejHjdzikdy d &shkdsseddeo
OBy jhsOyd? 0k0kdsse o  BdbksedujfSdm  MIHSBhWA  yjizse S0,
flodiOHE D Gehiswide (HOZjj s bjShsz T ddk0zdLOlsts OolssaiOsdLdbto0dy 2
ChdhdyinCs? ~didd NS-Prime).

32

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru


mailto:Europe@emergogroup.com
mailto:Europe@emergogroup.com
mailto:agros@agros-int.com

5.2. TlpuHuuN AedcCTBUSI MeIUIMHCKOT0 U3/1eJTUs

roGG 2  dikzasesedyjnSd? GistH  Souseddjsedd d eadHd jistdd
CRtEEqHEEEE LSS0 s jHEOLGOYjE HEY dLdijsjkdv stisdujnSs? uskhshisd ted
dusieitdd yojlsd, oriefdkhses Ode=kdROydj? ®jdHEZ SokEsdHET G LsEshss,
NewLOhGY a5 ) Stestzay ddsd tshoShshot1Gr&d Odsdls jtokd C Iste0nhW jsedbl, d
Wit ju Sl stouhW jttedtst o WiCokdwa, o tojLkdlsOlj tj0Sydd Odisdcjd-
Odzisls izt

A ey i theshsyHjkdw s joSydd Occtsisdboydd stisqujhcow tfisisdishjs
5Ct0P it tohststd StfsjHEWjisiv GO Hidij otk 545 G o Histsthdls b ds
%0 HEdkj otkBr 660 Gk Rbseset LGOWGd) stsdyinSs?  tfuskshshisd
orfjydls o0 dL OLhdyr stfsduifSdn Yiskhshsi? dLbitittrs G0 shksens?
Hzdltz j ot (545 k) of Mt jE bE2 Hizdt otk (660 d):

Abs. = Abs.(main)-Abs.(sub)

GHJ Abs. T stflsdyjncow tfizsisdsh)is

Abs.(main) - stfilsdyjhSow fizslshshis &0 shbsons? Hzdhkj ot

Abs.(sub) - stflsdyhSow fzslsdishis+ ¢0 HiststdkdlsJz- b2 Hizdid ot

main (shlsokow Hidh0 ostd™) = 545 G

sub (Htstftsddzcfls jz1d:OW HEzdft0 otstd ™) = 660 dads

5.3. Iloka3zaHusi K NpUMEHEHUIO

OBt 6 jOcjdlsse NS-Prime s jHGzOLEOYJG HEZY dhtfskALise0ndW hisedshisés f)
GHOEdLOStetsd3 Oalstsaz0IsoLtetso0hdk 63 Sedidudnss? ~didd NS-Prime tftied in vitro
o [OlefrAs | o [k

— GJ3Btete0edyjfSdn MJkzHEYdkE-Cdh juh - LOBBEZjo0kd2;

- MSteddadhe0 Sizsts jSIs0kdsets 60SO.

NGB0z G GBOLBOYJGd] - HAOwSSHISSO.

dEOkdL C0k0 G0 MSrzes Clotso+ ditfskzALiz i o COyihle Hitsodudisets ks fso
HEZY  HdOewshisdGd — Ceoskjyjudy o MJdkzHBuns-CAPjubsds k0Skd,
~00Sk JtedLizes b jesiw - fswodz jhdjds MSters? Cesod o COkj. rOhkGT 2 kil d&Jd
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floJHEOLGOYJ  HEW  BhisOdseCd COCHeB-kdBs  HADeESLO, &t o  fdkydj
oty dsjittes  tojLizis0k0 fdizdidls SO0kl HEW  GOfteOedjhdy &GO
Histsdddls jz & J tefkjHse0kdY ts GOLEOyJkdE ote0y0-Isjte0t jolso, ote0y0-ndistzteco,
ote0Y0- Stttz dizd Hiskzeses esWdibises otedQ.

¢GozdL SO0 &0 MCterlizes Ceso! dhtfskiLizjlshv HEW o Wolkz jdW teOLEd Y -
odHtse  Hobsisedd GdMBdr BbHjEte M jtzHBYGS-Cdh jybkses kS0  (rsu),
~0ts0Ch jieqLzshdnmw Clesetsls jujhdvdd. sttt jS0k1Gr2 ©0S wokw jisiw MdiesCs
teOntfeshiste0d jhhks? Yokstsedj?, d o fehzjHedj Hifwisdzisdw o ddte] Bisdjyoshw
orteOM jht 2 toshs LOBBEjoO jdshisd Szt jSls0hrds 60Ssd.  Hisots jo3 jdad T 3
BlssHOR Z0BBiLsERE2 HAOEGEhisdSd Hobtised? Y JEzHBYGE-Sdh jybses st0Sko
wogweslsiw (g jlssHT stfte jH jdz jddW IstsOdGhW jisted0 d cjdetsBd®0 o SOk, ¢d&0kdL
COZ0 GjdisewsBdl  +  IStOdhWitetedd  wedw kv oSSy jydWoudrd HAW
HJOctBMisdSd Ctetsotis juikdw du Gd>dd d odtentzdn SHjdEO rsSU. wisot jf ke j
BjlssHT z0BSiOLSLRE2 HJOCHENisdSd Lottt od jHtsdls! Hiescts0khiz Sdddlcd
tfistfzavydd &0 Ssdzsts jClsOdds 2 1608,

5.4. TIIpoTuBONOKAa3aHMNsI, BO3MOKHbIE MO0O0UYHbIE BO3/1eiiCTBUS

ted 0Bl j f) GOBBGEER 606 jdiste NS-Prime fiesisdostsCoL0Gd? d tssyk -
osLHJ2Misad2 & j oY Wolz jdts.

55. Ob6aacrtp npumenenusi — SEduduinCoOV ¢0BBEOSEEEOY HAIOEHEEMHSHSO.
rev  teswiihdsaoz-dgeets tgedljededy.  IesWinhds@ozier?2  kztse b
tfsls jiydoz-ra isiz-Lse0kjzj? #0BsE0 t6joc jdkte in vitro HEZW OalshOdinSEes
Ctdydhsojtutes  stiejHjziddw  eodhWittedz0 o COkj o bkY0CseCy HEW
0k0kzdLOstesd NS-Prime T FIT Transferrin NS-Prime (ARG Ut0&hW jtstedds NS-
Prime): oty SkdidujnSs? wOBSLOLSERS? HAOSHShSSd, hsktelzHedS Shdidsts-
HJOchBMisdy nSE2  ZoBtEoksedd, fsh jihd? sBzyjikdj I OslksidLto0dkBkses
tftc jHnisOadfls jv tfesdLosHls jizv.
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6. TexHuyeckoe oONMHCAHME, TMapaMeTPpbl M  XAPaKTEPHCTHKHU

METUIHHCKOI0 U31e/ I

6.1. Cocras Pearenra NS-Prime

cuOBtte 5 jOcjdlsteo in  vitro HEY  Oelsti0dynSees Sk jhise jhhksets
stfte jH jdz jddW IsteOdhW jteted®0 o SOk o Ztf0Stalj HEW 0k0kdLOLSse NS-Prime T FIT
Transferrin NS-Prime (ARU Ute0GIW jtsteddz NS-Prime)é

[rolznC0ds jiot ™2 WzOStst; ) o jOC.itissas 1 (33 i) o tejOcjdabsiscs 2 (13 o) ¥ 1
hs,

FIT Transferrin NS-Prime (ART IsteOtihW jtstecftz NS-Prime) fisH jtexdls £ 06 jols 1
d 1Jocjdls 2, Coltsterj sBI JHARjET o HotREE2 jhSohisd d kYoSse0kr o sHA®R
CoBYjSls  (HolznCOd ez 2 WaOSHh ) Hokzggw CerhCOdkd). JHAE Ssgyiics
Lot jis tfisse jiisd 300 is jfsse.

6.2. ChbIpbe H MaTepuaJbl KOMIIOHEHTOB peareHTa NS-Prime

FIT Transferrin NS-Prime (ART bteOdiW jteteddz NS-Prime) (S0ks. d&isdzjte 911319)
oCi=y0dls ti0cjdls 1 d ti0cjdls 2; Tjocjds 1 fisHjtexdls 150 didssiz2/& MES BEW jieO d
®jtid 0,1% OLdHO dOlted™; T jOcjdls 2 fisH jtedidls 4,4 ddssizt/z TES BEW jte0, d3jdij
0,1 % OLdHO &Oktedv, 0,03% BY Y- jes frosslstydses 0z BzddR0 d 333 diCd/dyd
ChtzsdHEsEE L0, fowL0hdsets i) Stestzdy ddsd skdSeskoddr d&d 0disdls jzokd ¢
ISteOdzW jtstedlzlz, © SHASM Wz0SE ] 06 jois0 1 fisHjteMdishiv 33 i, © SHAGEE Wiz0SEd: )
t6JOGJdzIsO 2 MisHjtexdisiiw 13 o3tz

6.3. TexHuYecKHe XaPAKTEPUCTUKHU

toBsYdj ROLOCkjdisdSd Ystzyitr ted ditstLse0tdd  dROkdLOssE0
Oalststs0lsalL leso0dises Stdtkdy,inSs ndddd NS-Prime.

6.3.1. AHaauTHYecKUe padoune XapaKTePUCTUKH

6.3.1.1. o jydLofstaishist s jLizas0lse BWHO dLdijisjtd?: n = 5, CV O
15%

6.3.1.2. Rl Jtew Jts jrydw

& st jH ji jidwv Zzesod j2 dulsjew jtejiydd BY &d tiese jHj& " difkjHso0dkdwY.
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vtesalkd dujeWjtejtydd T o HAOYOLskj 90-110% o LOadhddshisd s
s jteW jtedtelz=s P o 0, jhise tited iz jHzE= P d= Sisdry jdlste0ydvm:

RS jteW jtedtslz=F j j 9P jhisets Sty Jaistsoydw
Ststd sedieso0ti 2 d ¢St Hedtso0hks ™2 0-20 000 &6/Bz
BJzdtezBd

dnSeBdhsa0w Cdisiso 0-100 000 6/t
AzECEL0 0-100 000 tze/c3kz

A7 yd? froesistyiz 2 0k Blzdddk 0-100 000 dz6/d3kz
3 jiesChHOLO 0-100 000 6/t
wHzz1Wols BOtdw 0-1 000 000 dz6/d3z

Stetsii-ts JOSsdodshist 106 jdiste ) IsteOhnW jietedhise oLk~ adHBe Mdotlshr A
(BT YA, Modtds, &sMOHEG Y &3, sodudds, Yisdydds d Stetstcfutdds) fishisOodo b d
s jH 20 sBHOtEZ] jdid.

6.3.1.3. Stets jazvydw

1) rRiiEzjHBe0Gd) FIT Transferrin NS-Prime (ART IstsOdhW jteteddz NS-Prime)
MteOodzdizd f) Csdalstelsizd:d3 3 JlstsHEd HEZW 100 BBEOLYBe. Sl jdistOydd tBOLYEe -
®Hz 0 d 500 te/dyk. MetsojHyd O0ROkdL &ddkj2es2 tejetjhndd d Yisdizyidr
hejHzEshd] tojLizals0ls Y

X: FIT Transferrin NS-Prime (ART steOdhW jistedfz NS-Prime)

y: SBhistidr2 BJlssH

r=0,999

y=1,022x-0,479

6.3.1.4. RIS jteo0d dLdz jts jaad™

57500 te/d3tz (ASodo0t jdists 11100 BSE yjdzse junSees ste0dhW jistedt0 %0 1 ¢
COE0).

6.3.1.5. Y zoflsad]s joz+ dztsfyis 4>

TOLdedy0 o jkdydlr didsjdiddw stflsduihSs? tiskeshisd fied Sty jdstoydva
Iste0dziW jteteddz0 O d 50 e/ MshisGadw jls 0,05 dizd o* .
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6.3.1.6. af jydwudshis

M jydWdydshist o jocjis0 ted didjejbdd CodstbEzigtes  SBiOLYO0
dLohists? Sty jaistsOydj2 o titsjH jk0m 100N15% tls dLe jfishis? Sy jdissoydd.

6.3.1.7. AshtfesdLosHdasshis odizlted 0602dL0: CV 10% did & jdd .
* eddzjuOnd): COkdBteosyhOw WkSydw ¢j wedwikshw d&d ddej2ks?, d&d
Se0GnWEteR ez iBs? o ddij2ezt  Loadhddhshist, tsisthz  yzehsodls jidish)s
(O0kdsdudnGOw) LOHOBO © odHd ©OLGdyY ojedud®™ dLdsjddid™ stisduinSs?
tfizsishshisd o Sy jdistoydina s0dhW jttedi0 0 d 50 dge/dt (R0E0Sk jtdLizjls et
GOCHsH0 COzdBsatYGS? Stedots?).

6.3.2. buosornyeckue pedepeHTHbIE HHTEPBAJIbI
FJkid 50 de/d3tz (10 3S6 /6 $Ow0)

iz juoddy: Odhs] LGOujhd) wedwjshiv ofjes &dh-+ fsCOLOsjE ik ds o
dsx1dls Biszdyo+iw sls Hiszedm SYzBEdCa0tE Y » LEOYjBd?2 o fowrd f) tOLzdydwasd
fodzjlvjgrn  BjssHAS d itz jHzjkses  Gohjdjbgdy. sO0MHB2  Z0BtteOistedd
te St jhHlzjlshw zhis0d0adde0is+ hotsd hshse jdid™ j te W jts jdast ™ J dfdals jteo0dz ™.

6.3.3. KuciorHocth pearedta 1 u pearenra 2
pH t5,j06jds0 1 T 6,30 N 0,05

pH t5j0cjdHs0 2 1 7,10 N 0,10.
6.3.4. MeTpoJiorudeckasi pocCJaeKuBaeMOCTh
&0y Jd™ CsdkydisteOydd yJkseuinSses stOdhw jetediz0 o COzdBieOists] d

Crstybetst sty (3OS ek YeSNEidIGT € BidHEGOESHESEE fsohgHOEEE IRMM
ERM-DA470k (IFCC).
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MATEFHAT JAKPEITIEHHE TMPOLIETYFA PABOTII
FATMEPOBOTHOIO HHCTPYMEHRT
JHAYEHHA

& a) Ompenemeswe xmmmm]
CH T emepazsoa
ROEHepaSITHE D0 MEPaM B
Bacam
b Ipomenypa TepERTHOTS ITATORHEOTO AsxpemETonaEmas mabopaTopeEs
- HEMEpEHHE STATOEEED HIMEDEEE o0
F Cu. mybmmamme Maxaymapommore cosama oo INTATEEIM HECTPYMEETOM
5 C:l HEP:BI‘I:EL‘.E xa.mﬁpamp: CTAESIDTHGICEN De£3T0I00EE | (ICSH)
= .
I ERM-DA4TIKTFCC )
< f) Bardpamsas OpoEIEoIETENeN OPOOeIypa Hatach 7180, dapmanesmaroecaa
= —— Eopoopanes «Arsdpezar
=
3
- g) Pabowmi xamsdpatop
= H3TOTOBETENE
-'EE L) [Ipogenypa DOCTOAEEOTG HIMEPEERE Hitacln 71380, dapmanesterTeckas
.lfl OPOEIBOIETETE xopoopames «Arsdpezas ang
...= 1)} KamsfipaTop mpomyeTa = ramEdpatopa B NS-Prime ans
E EOETPOME DPOEIEaTETETE EOETPOTE
= 1} CTa=mapreEas opomeTypa EIMepemHe o
o N5-Prime
& EOHETEOT) [OE30EaTaTE
E Cramaapresit obpazen
e Pesynprar
7. Tun ananusupyemoro odpaszua
HHsOHOEIsG 2 SBEOLJY

7.1. Coop o0pa3uoB 6momatepuasa

rev tesojHjkdy digjtejed? dhtfskziLzskhw  sBOLyr SO0Z0 yjdsej<o,
Colssterj  MsBdOEhw I jydok1krd Zhkes2hsosd T Shsj2djtsd HEW hBSEO
B.OLYO ¢ HEW StfiejHjejhdy Subkyddstoydd stonnwitiedtz0 o COkj yjksejo.
stotisj2d e tfie jHisOadw jis fises? jdiCrhist ewkskzestbs2 Wistels T, odlizisted Cilsttss?
teOntfstzs> j& fesBoilBit 2 LkH (Z534yso), tedSejtfizjtez 2 ¢ CerhCj. 30
Colyd tesBiBBEEEEEE LEGEHO diijshy  tdWkikdj. JBLOLyr Bdtd0kjtd0ko
hsBts0=ishv o COROeSd LsHHO, BBEOLSo0GHRY § tedWizihdd, dizisid tesejHikdw tis
COdlz, tftejHiisOodjdbcdslz HEZW OGORdLO. YsdH ) SBWOLYBd BA®Okjted0k0 (HOL]J
sBtOLJY ) tisdsiPojsiw o Citetflzh) Cisdls 200, Sobser? Huslkis L0CE 90 jishwv
LOadizydo0sh 2w Cer e, sOMHY2 Cdlsj2ddte isHitexdls 1,9 gk teOflsotste0,
Chlstste 2 tfte jHilsOad jis fisBB2 ctkizBzE HfitLicOybzt MdHSEs, fisHjtex0PEEs 30
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BBsE/2 MES BEW K0, 8,0 &e/BEz ~ustdhsses ¢Oktedv, 0,15% BYy-jes
hrotesissysses 0k Bzidd0 o BJdkdd 0,1% OLdHO &Odw.

7.2. XpaHeHue oOpa3na ouomMarepuasia

uBBLOEG 2 ©BEOLjYy ¢ HEDjE ~e0kdsihy o ntisHEedS) — tted
sJdstfJteOslztej (2-8) &t HES Isjm tfists, Y5CO & BlzHJlS HissojHjhs Sinsdteso0nd]. red
LOH s> S0 Is jiisdteso0dsdw tfz0dcftelz jlsiw yjteju 6 d BBSEZ] ) HEJ2, IS SBEEOLIY ¢ HEEX b
~ie0hdisw tfied I jdstfjteOlizte ] dgdilz 20 °& did &d>d. IjejH b ihsdeso0dkdid
BBiOLJY ¢ HBEMj& BVl foddshsis ©OLhshsdjé d HSojHjE HE Sdkolkks?
s jdstf jteOlsizte ™. _JatsesCieOlsizj LOMSt0> do0ddW/teOLdste0> do0ddy BEOLYO ¢
HEsYizhCoEslshw,

Aied tfieso jHjkdd 0k0zdLO fEzjHEzjls Zydisr o0l fisOBdiz-dishis+ ks jyhSaets
IsteQaziW Jtstedfz0 © BZW jisJ Sisals j20z 60 HEZW B0 tBisOLYESo ¢ (IsOBEAYO 2).

u0BEZdYyO 2
RISHEES Lfsed™ S0t it & sl 20 jts J/SsOBEYES j
sHJEX106d Cstzcuy jfjsets, %
IsteQdmW jtoteftz0
9 BOLY ] ¢, UteOdW jtetodd
oG/ - 40 °n 7 °4 25 °4 37 °u
33 HiW 33 HiW 14 Hij? 7 HizJ2
1 2 3 4 5
39 > 90 > 90 > 80 > 70
66 > 90 > 90 > 80 > 70
157 > 90 > 90 > 80 > 70
246 > 90 > 90 > 80 > 70

AjtejH Yoo jHjkd il 0kOkdLO SO jitks ofistewnddls) Sdlsj2d e, ystBr
BBEEOLjY SOZO SlH jzdihw &l COR0osS LekHO, d ovHjteddlsj Jos tied Sodik0lshs2
IsJBYJteOlstzte J daj Bidedd 30 dscfuslzls.
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8. Tpedyemoe 00opynoBaHMe, MATEPHAJIbI M PEAreHThI

8.1, rdvw Sswduihisejhuses stfeiHidziadY stOdhwittedd0 @0 ¢doudLoksts
OolssB0ldLdteso0dkdsd ShdhedyjnSs? ~didd NS-Prime ¢jsBatHd®Y fkjHizE=hdj
odH" BBBtekzHBa0RdY, B3Ok jtedOdise d O julste:

- GOz dLOsts HAMSte jlsd 2 OolstsdsOlsdLdtetso0hdkz 2 ShdhkdyjnSe? ~didd
NS-Prime H@v Sedyihbejdétes in vitro  stfiejHjzjkdy d  gohkdsstedieo
CohyjdsteOyd?  0kOkdsse o  BdbhksedyuinSdn  MAHSBhwA  yjdsejco, f
YtediOHE > Bshisvdd;

- Cstzls JRedte HEZW sBtOLYSe NS-Prime (#0Lo0kd ) fistsHEzES0: ¢csishisj20k 6
HEW MBBKO SBeOLYSe SO0 HEW O0kOkdLOktsse NS-Prime T Specimen Collection
Container Ae, 9 Holzm 90ldOhs0n dhtfskijedw:- sSBhisj2djte HEW IBBKO SBEOLYS
COLO (SHBSHEGjodk 2 d3jlssH) - Specimen Collection Container ¢ (1-Day Method); -
Sl 20 jte HEW MBBed BBEEOLYESo SO0 (HolznHBGjodk 2 @ jlssH) - Specimen Collection
Container A (2-Day Method));

— tflosBAteCO  HEZW tBEOLYSO (SBIj 1,8 Rz HEW  OslstsdilsdyjfSdm
00kdLOkstEse Hitachi (T 716-0425) [tv — Aw 2009/05517 sls 19.08.2015, fess
HJ2Misedw - B jhtesydes. IesdLosHlsjiz+ DELTALAB S.L., RifOdGdv];

— ASESHAEA GBS, HsHH jiexda0s P d? s jostf jiokizil Sis 2 His 8 Au;

—  BHESSOROEAGY |  tshkiz0oktd0bdyinSd HELOSEr oy jstykry N
YitdBiedrd did Wdthdese0nk ds sBIjid fis Bkt dd GoSsiiygdCosd,
tfsLoszvshd] sisedic0lst sBI jd3r MdHSEMj2 BIs 10 HES 200 &SE, Obls jhisto0hker j s
LGOYjkds MisjHdj2 HELY  MasHAdGEhS] tejLizas0kte, et jNdshist dLd it dadw
Chlstste ™ HSEY G0 BY IS+ (2 BSEZjj 3%;

— Yy JlsCd z0BB0sted: ™ J MisJShVikd: Y J;

—  W0BBE tejOcjdsse in vitro HEW Oelst®oldyihSes Cizdyhise jatkses
stitedHJE jldv SteOdnW jteted’z0 o COkzj o ZH0Stot HEW 0%0ZdLOLBse NS-Prime - FIT
Transferrin NS-Prime (ARG teOdinW jteteddz NS-Prime);
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— o8Bt t©j0cjdlste HEW COkdBsoCd Sy jdisteOydd IsteOnnW jbtedi0 o
ool HEZW 0k0udLOkBiese NS-Prime FIT Transferrin NS-Prime Calibrator (ART
IsteOdW jieteddz NS-Prime SOtzdBie0StE);

— OBt Swtsizy? SewyJeisttoydd cjdsetsednO d/did IstOdnw Jetedio o
ool HEW 0d0kdLOkstese NS-Prime - FIT NS-Prime Control (ART NS-Prime
Csizlstelsiz);

— toBOodlsjizd BKOLYO HEZW FIT Hemoglobin NS-Prime d/ded FIT
Transferrin NS-Prime o kf0StsoC) HEW 0k0kdLOkEEse NS-Prime - FIT NS-Prime
Specimen Diluent (ARU NS-Prime t0OLBOadlsjid sBOLYO);

- 1omsots HEW tesdzro0kdw ¢ € FIT Hemoglobin NS-Prime d/did FIT
Transferrin NS-Prime o zff0CoCj HEW 0k0zdLOkEEEe NS-Prime - Wash Solution ¢
(et ra0=hd2 wohisotte §);

— HAhlsdttzdtstso0ddi0w/HjdBkALdso0dkE0w oBHO.

Q. IIpoBenenue anaansa

TdLkazs0 " 0%0kdLBe, tfistizy kY 4 i) gsdsh 1 ¢y 0860 ©j06jdisse in vitro
HEW Oalssd0lsdunCsets Sszdydhise judkses stfejHjeidadw Stodhw iietdEz0 o S0k o
ool HEW OOkdLOkskise NS-Prime T FIT Transferrin NS-Prime  (ARU
ule0khw iteteddz NS-Prime)e, §0S d &=t HAOedSHisdyin¢s? djlssHIS, HEE &Y
duzlsJtstfts jisdtetso0lsAw o fisylsOdd i SbkStjishs? Sededuints? Coelsdks? d w=sE2
Hielz6s2 diWisteds0yd 2, dLe st oyt

9.1. IloaroroBka peareHTOB M OMoMaTepuasia

9.1.1. IloaroToBka oOpa3ua A

JBOLY" SO0, tfe jHEOLEOYjBhkY j HEW 0%0tdLO, hsBdtOEkhw o htf jydOk1d 2
Ciotls jR&jts, SOC EZCOLOGS o dumstelzCydd ts edzjlijhdts HEY cstilsj2djte HEW
B0 BBKOLYESo $0E0 HEZW O0R0kdLOkEEse NS-Prime T Specimen Collection Container
Ae. uts0dhW jteted MisOBdEZjd © BEW jtej Ststils j2ajte0 HEW fBtsted SBEOLYO A 9 Isjyjdd
7 HEJ2 tfied (2-8) °C dizd 3 Hizg? tted b idstf jte0lsizte j S5Stelz>0=h j2 g jHr (18-25) °C.
Ul & dBikdd, 0kOzdL fdzjHizjls tesdLosHdlst COS dtybs BYfistsjj, SO COS
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MisOBdlzAdztshls+ IsteOziW jtetediz0 GOtftewdzlzes LOaddfls Bls fishisswhzdw CO&0. v jd o j
Cstzy JdaisteOydW IsteOdaiw tsted 0, Isjds BY fistedd sdO kzds jdz2 P dlshw.

9.1.2. rv dhfiz jHse0dkdw &jsBrtHI®RE Hedesiktadis tsjoSydsdi 2 tonisotts,
Mshisswhd?2 du 12 St tisHeskso jhhkises ©ohksotst0 tBts0LY0 ¢, 100 dSh 606 dkis0 1
(Tf R1) d 40 &3Sz tsjOcjdls0 2 (Tf R2). 1JOSydshbizes hiiht tfijtjkjhdeosls d
dSzedez=sls tfied 37 °u o bjujkdj 4,4 d&dh., st GjsBASHI®RE HEW or st
te JOSy st Mtfishsedshisd Owlsde jdise d Odlsdlsjd.

9.1.3. [loaroToBKa peareHTOB /sl ONpe/e/ieHUusi TpaHcheppUHA

it jH COMHYd dintfisz-Lso0Gdd NSHIEdBE) HOZRSOR Jiedses WEz0SERO )
Hokzdkw CterhCOdid FIT Transferrin NS-Prime (ARG stOGIW jisteddz NS-Prime)
50l ji1ds i jtejdjde0 s, K0S SO yomisdyr StudsdHises Lisdsk0 dgiselzs tied
~e0GJedd ortfoHO+ o SHOHESE. A dLBjX0dkd] BBEOLESo0GAY tfzLris1Cto osLHEZAO
it jgiNdo0dd Mtz jHizjls shizh iflsodwis4, & jHE keSS e jostoyda0w HalzaCOds st 2
wizoSsh ) msHje i d, S0S COC tied tswokjkdd tlLritCse ofLHEZRO0 HOydS
0dz0zdLOEte0 ydis* o0 ls Gjtte0odiz1dr 2 Bl jd3 d ZHOZYjls HolzaCOds jisdz 2 WizOSEd
do hdhisjigr. ILriedCd osLHEZRO fjtejH 15 jds, COC ditiszALiso0lt HokzaCOM jied 22
Wk0CE, djsBrtHAGE ZHOES f) tisgsh1s YdifjsSd Z0BGte0ksiehs2.

Iz ofSerisdw zfoSsald, FIT Transferrin NS-Prime (ARU Ute0GnW Jietoddz
NS-Prime) disyjdts ns0ddis+ o Isjyidd] sHESEs Ginwyo ted idst itokizie (2-8) .

NARU  BeO#hW jtetedz NS-Prime  COkdBteOte  Hojhisd HE — Coih0lkbs?
it JteOlzte™. s0kdBieOLsts EdsWdkdLdte0kar2 oshiisokootde0jshv 1,0 &
teOmsostedls jv COkdBOLE0. Inhizj onSterisdw d oshisOkset jkdy ) tohshts
teOnsotstedls j&v COzdBtOkEt0, jeis Nk jHEz jls diytfst- Lise0ls+ ¢ jLOds jHdzdls jd-ds.

9.2. IlpoBeaenme aHaaM3a €  WCNOOJb30BaHHEM  AHAJaM3aTOpa

ABTOMATH3HPOBAHHOI0 KJIMHNYecKoi xumum NS-Prime

AsHEEBREOY (YshOctsedw) dEhistzSydy s dhtfisz-Lse0kds  ¢iotdLOks0
HOMCte jlstsets  Oolstsdz0ldLfteso0hkses  ShdldyinSs? ~didd NS-Prime  Hiw
Ctzdydhise Jdasets in vitro sttejHjejidw o Biskdisttedizeo Sshyjdistoyd? 0k0edsse o
BAsezseduinSdn MdHSEhWA yjde S0, i YedhOHkjMdshswdide d tiesedHjkds
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0k0kdLO0 dLitsyj#0 o tlCsotHhlej tsiiLta0lk jbw, oCh=yow HistwHES toBSY]R
tfiesyjHizte, st jBso0kdw tfs B jLsyondshisd, tjuztejqHOERd] hdkeser d
%0SEzj2¢d.

roGerj, tedizyjttrj o tesyjhhng dhhtzjHso0hdw, slksaeOMOskhv G0 1Cte0d,j
bLOZALOLBI0 o te jOdAdsd ote j3jdid. RHJESIWCOYdshe 2 d&isdijt SBEOLYO (Sample
ID) stfte jH jdzv jishw tfis histedn-SsHEZ SBtsOLYO.

MeislssCisdz dLds jtejdzdw (Measurement protocol) fisHjtexdls HOdGd " j Stflsdyjhss2
fazsiseshisd Hb(A), Tf(A) HEW sBOLYO, dhfiikzjHse0hkd ] Crlsttesets o tfisdzdw jishv ddd
LO9 jte jazs.

dolsswosduintd stfejujevlshy  LeOyJkdd StkyddistOydd (Concentration,
average concentration), tOniydlsOkds] ts COkdBesotyhs? Sedos?, teOLdGShis
stfisdynGdn fiskhshisj? (Absorbance difference, average absorbance difference) d
eislsso 2 e jLizazs0ls (Result).

sysihdsjiids  GhozdLolsts  WdShdiekzjls shisOah jjiw  otgjdv, HOlstz
duegdteddv, SEWWWAydisls €0LBOak dkdY, dsdit @skO e j0cjdiste, Stedyjhises
tfsolssteso, HOEZ d otejd3" MsLHORIYW COZdBlsotYSRE2 Ctedots?, ks jkt jtokizislz odlzisted
BeHEzEw e j0Sydshbes  fisszdCo, StAWWdydjdsT  90tdOlsdadshsd (%)
Cstpy jasteOydd d stflsdyhSs? tiskeshisd d His.

N5z HEW 60Myds0 dLdddddedw stisoudnSs? fasisdishisd:

Abs = (Am1 1 Asl) T (Am2- As2), GHJ:

Aml T stfisuihSow tiskhshs ted shksens? HEdhj otter o bsySy
dreztejdzdw 1;

Asl T stfisduihSow tfiskdshis! ted HetfskGds jz ' dgs2 HEdhj ottdr o kySy
dLeztejdzdw 1;

Am2 T stisdyihCow askeshst ted shkseds? HEdhk) ottgr o bty
dLezdtejdzdv 2;

As2 T stflsdyihCow tisishshis fied shbksods? Hidhk) ostk™ o  IsySd
dLadtedac 2.

Jbsot0w HEddk0 otshd ™ T 540 dds;

I ststzddls Jz-4&0v HEzdk0 ostd Y T 660 dGd.
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usyo dLdztejdzdv 1 1 0,2 3ddalzis*;

usyso dLazdtejddy 2 T 6,8 d3dalzls.

rev stfiejHicjedy Sty jdsteOydd yitseyjnsses ste0dhW jttedi0 o tsomsosts j
sBteOLYO diytfisiz-Liz jlshw COzdBlesoyROW Cedfodw, HEW fishistes jkdw Cristtes? ods jiists
te0Mlsoted tBEOLYO teddsjdv ishv ARG COkdBiEOISStS ISteOdziW jtoted[dz0.

rev stsdiozas? toBskr offj tjczdVek | tbyjHizte™ &jsBREH®S
tfiososHst  fisekonGs  tCrotHisoz € d&OEdLOLEEEZ  Oolstd0ldLteso0ddksMhEz
CzdddynSs?2 ~ddidd NS-Prime.

9.3. IIpouenypa KOHTpPOJIS

TJSBdBjkHE jishw, st  COMHOW  EOBEOSEd™  HishistWhks  dijtfistzLse0E0
ROk jed0kr Sty COyinked, kOCdj $O0S ARU NS-Prime gsbhltesz! d
Ehis0k0okdo0k0 fotsd MeBhso iy Chbtesi¢rj bListsokd. _Fhsctizietokjor |
Chowsteszd  HEEMGY  Isjhisdtesotis v tfied SOMHBd ydShzj OBk, oy Jddw
U Jazse jyhSets steOdhwitetedi0, fisiizyjenrj HiY GOl jedotse Sdwisteisey SOy jhise0,
hj HEEM BT BhsesCiellhks o asHAls! LO Srdistest T j Listsodkd, LisOdksod jkhkr j o
COMHBR  E0BBteOlstedd. hikd L&OYikdw SCodglstesty G isHEECE0kGS oY asHWs LO
ZhisOdsot jdd ™ j HJOYOLEEGY, iz jHizjls et jtdisH, t0BBISO jls &d tedBists ZOHEZIMOP s
tsBteOLESd dizd Ytese jhisd Yisolstehzs COkdBiEoSL.

AsHEESBG Y J tesyrizier ts tesejHidkdy Sodistesezy COydnised d SOzdBlssos
GORBHWSIW o  tekzCiotsHise] Ysd-LEo0k jiv  PhOzdLOkEE0  OoksiOdLteso0hkkE6ts
CldddynSs? ~didd NS-Prime.

9.4. BpluuciaeHusi pe3yJibTaTOB HCCIEI0BAHUS

1EOyjdw  tsCOLOjij?  sBOLYse  orfjydlsreosslsiw  Ok0kdLOkistetsd:
Oalss30lsdydnSdds SededuinSs? ~disdd NS-Prime.

9.5. HHrepnperanusi pe3yJbTaTOB

Astesesos LizOYikdy, Pdests ditseilzjgtsy o ctskdd HEZY domnfsosets
hCtedudwc0, fishisOadzw jis:

- HEW  SteOGhwdtsted®w0 T &Jdkjd 50 dGe/Bz (ACododizjlsks 10 ®|Se
Uty nSisets IsteOdmw distedd0 &0 1 ¢ $Ok0).
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ed ovwoljkedd LBOYJRd?R yjdsodyinSees IstOdkhW jttdE0 o COkj erhyj
FCOLOGGREE  fiktetoes LuOyiddy b iflkelzils o jtetwishshis  dGOdzdudw
Cisiztste JSIsOzAdts6ts 600,

YeddjuOndy: rotGry LBOyjadwy wewekhv ofjes ¢dh- sCoLOs e kT ad d
dstsetzls sisuOlsH sls HiskzedR sYzBEdCEe0kEG R LE0YjtGdR o hewid f) wOLzdydwdd
tledds @i GssHdS o difikjHizidects  Gonjijady. SOMHE2  EOBIsEOSSEA
te JCBBjhHE s EhisOu0atda0ls! fetsj fisahsojdds] Yistiscsotj Loy jdd].

10. OrpaHuyeHusi NPU NMPOLEAYPe UCCTETOBAHUS

10.1. RLBJBjudY okjPh&jct odHO, kOSHj SO tsdizkkjudj d OctejcOydw
=Btes du Stk jdbte GOBSEO 6 j0cjdste NS-Prime wozweskshw fedL&0Ssd o
oBLBBEYEE2 tfisteyd. dw Sodkhize2s0ydd howsdls i f) A0 dds o3 ifisd o5 HAdz jtetsds.

10.2. ok jz'as e jijhde0lsj HozRCO® jedk ™ j WizOSsHT f) to jO6 jdis0dkd 1
d 2 fitejH SOMHY &3 ditsiLse0kdid, Utz ysts yonsdyr SstsHERES LsEsisO
Biselzls o foHO o SHOHES ofs ots jdsW RtsOd jdadwW.

10.3. r@v HAOcEshsduinSdm Yjkj? tejLizz sy, tiskizyjbkrj tied SOMHEBNR
diitz jHs00dkdd, HsE>GT of)jeHO diitfisdLselis W o CdeddOydd f) ShdhduihSddd
diizjrse0kdvdd, & jHdydtnSs?2 dilsstedj? foydjdso d Hiszeddd HOdd: did.

10.4. W JSBASHAKS fskses fsBEEHOL! BjlssHAinSdj ZSoLOGdw, K0S SOS
@B LB dkikd] gt tedonisd € didsjdjkdts tsjLizzIs0ls0.

10.5. RffiLB00Gd] E0BSEO t6jOc jdistse NS-Prime, t0fhnatHEY - d30k jed0kso
d Lofongra yomlsj?, slkdukra sk tesHzSydd, YishisOadwjkis? OolsstedLiso0dd ™ d
HdMlstec[B- Eslststetsd, d3sjis tedo ifisd € stz jidts Giltyd ' tsjLizzs0kse.

10.6. micOddls? &0BBtE 6 j0c jdisso NS-Prime &jsBasH®BE o fstslse jishisodd f
FCOLOGE Y Bd &0 UsdSlsS] SOMHBEE 606 jwis0 Ehtsodwid nteOdjkdw. 3 JHEYEhisdgs
dittsiz Lse0kdj %0BBEO te jOc jdisso NS-Prime sz dfylsjujddw htssCise mtsOds jddw.

10.7. rew diyizjHtse0dkdw dintfst+Liz2ls o> d2 SO

10.8. Ot kjhs & HEEj& fsosHsANW HEW 0G0kdLO BBEOLYSe SO0,
oLV Iz YOyddzstse ) d3jdaistelzOycfd? dizdf 6Jaststetets jdks.

45

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



11. Mepbl 1l CHUKEHUSI PUCKOB IOJYYeHHS JIOMKHOIOJIOKUTETbHBIX

WJIN JIOKHOOTPHUIIATEIBLHBIX Pe3yJibTATOB NP MPOBeIeHUM HCCJIeJ0BAHUI

11.1. RLHJ&d] tieJHEOLEOY B kBEACE HEW  dhfsd-Lsa0kdy o in vitro
HJOchBNisdS) Msodinisds f PaOzdLOkEERd HANSE sk d  Oolstd0kdLdisso0dd 3
ChdhdyhSs? ~dddd NS-Prime HEW Stsddujhise jkdsets in vitro stfiejHjkjedw d
Bhdksedhed Sy ldbistoyd? 0kokdktse o Bdtisedyintdn MIHSEhsWA yjdsej¢o, f
YodOHE M dshisvad.

11.2. IjtojH tOBGlE? ) GOBGLEE o j0cjbsse NS-Prime G jsSBASHA®S
BLEOSBaIsH MW i) dushisizéydd? s tedddied®.

11.3. 0Bt t5jOc jdlsso NS-Prime iz jHEz jls diytfisiz-Lse0k+ stk Ch st istsdsiz
OBStOEedEdgE Hf jtehsdkottz.

11.4. 2086t s 06 jdgisso NS-Prime HEw> & dhfse-Lso04 W o fstsise jishisedd
GLOHEJHM 0P J2 z0BBiOkBiskE2 Hie0CdSs2.

11.5. IswHsS Hj2fsod? tied ditsd-Lse0kdd ¢0BE0 tejoe jdiste NS-Prime
HEE j& fddshist hsBzEHOKAMW, SOC COC @B dLdsjkild]j tfiesyjHizicr sl
tfsotzcWis+ %0 LBl jdacld tejLizazISOlstso.

11.6. RifsEL00Gd] @OBGKGO 6 j0cjisseo  NS-Prime, SHESEOLEOY A
foditishsBzjked? dizd LOfomGr= Yomkj2, cbkdykr = &k fshsOedw jdrn
EtseGshsyjthtrd  HOhstedBABkstesd,  d@eddls  tededhsd ¢ djtfte0odizdrd
te jLIzdz1s0Is0c3.

11.7. Jes0ddy jddw:

- GJw dhtfszise0ks StdiBdROydd Shtth jdiste #OBSEO tejOc jdiste
NS-Prime f 0L&zdyd " t3d dsc3Jte0asd gotelsd2;

- Gz LW OLHJEWs HolzCOdjtelkj WHOSsEY ) tejOcjdis0gzd, Sobsier j
hshisOodzwesls  FIT Transferrin NS-Prime  (ARU  uteObhW jtsteddz  NS-Prime) d
dhtfsk1Lse0k+ dr o SeiedROydd i Hiskzeddd Wiz0SsEOGd f) tej0c jdis0dkd|;

- GJeILw  disiziLsetlst OBt  tojOGjisseo NS-Prime  HEW vy kg2,
slsizcyde = Bls tfleso jH oW HOdGESET Is s, tistfsddwis+ d fidsjhdo0ls ts jO6 jdisT.
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12.  Mepsbl 6€30naCHOCTH NPHU NMPOBEAEHUM UCCIIeT0BAHNM

12.1. WJ Yoftfjiscftetzls j telstscs.

12.2. 2 jSslstster j Ssastftsd jdals ™ 0Bste0 te jOc jdastso NS-Prime fsH jteM0ls 3 jdi
0,1% OLqHO &Oltedw. ted YfOHORAD © 6ZOL0, O StYlz did tied flkzy0dsd:
tfesckOsro0hkdd tiedhdisd AChistejhirJ gy, K0S SOS teshroohd] BB+ dd;
Cszduihsotsd osHY . Ied dJsBABHAWSNIS SBiOISdS i)+ € ottOyL.

12.3. esizra0s=hd?  tofsotte ¢  wodkwjkhw hdzids? P jisyts. ded
sBwOP jidd M ddl @OHjo02ks]j tird@serj Hjwyokstd d Lobdskrj sySd. Hed
fstfoHOGdd © ckOL0 dikd &0 Stz tfedizdisj AShtjdkrj &jer, k0Sdj SO¢
oz o0kdj BN dl Cudyinksesd osHY. Ied G jsBRSHA®GENS BB i+ ¢
oteOYlz. e Mizlzye2wsds Yiesciolso0dkdd BB jHEjdbhks tBisOisdis i+ LO djHOy o s2
s,

12.4, 2 JSBbtsterj  Soodstfshkjilsr #0BSEO t5jOcjdlstse NS-Prime  fsHjte>0ls
B yd=2 frestesistyd 2 0k+Bldde, Chisster2 & fsHjtexdls dLejhisi - osLBlzHA jzj?
dewSydehrn  L0BBEJo0Rd2. Uil @ d@dbkdd, BB fydlsodshv sk jeydotLds
dewjSydekerd, d ) &di hkjHizjls sBOMOKMW Shisstsybs, yssBT  dLB >0l
LOtwO jddW.

12.5. Afhj yjdsojuinCdj ©BOLYr HEEY  fydlkokHiw sk jeydodz-ds
daW iSyddd  &d:

- oBOLYORd MEiHEzjs BEOPOSMW COC ) sk idydozardd
dhlssykdSoRd stfondk = dewSyd? (edtekzh ¢jfolsdiso B d C, ARY dHiekzedj);

— ofi ©BOLYT d Hslbibydod-ds LOEO>MYREY ] dOkjed0hr fiiHEjls
HJLdEWdydieseols? d EsdidLdisedist o ke jshisedd ) IeOodizOdd OBSIST
osLBEHdIs JV&Bd duw jSydstd LOBSE jo0dkd2;

- tfted te0BsIs i BBLOLYORd Hoydjdistse dizd ¢oBtstsd 06 jdisse NS-Prime
fizjHEjls dLe je0ks o YsyoHOGAW 40 hedLdsT j sBsEsySd:

— fSBiLr, fOHGGT d  Hekedj e jyHiGkTi  buohsSd  Ssxd
0BG HjEhst0zd tkd OBl f tBEOLYOR] Hoydjdsse did GOBtsE:

47

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



t6jOciistso  NS-Prime  HBEMEGT B4 GOHEZMOPIE  sBEOLG  LOPIP jGr
s jishisolz= P du3d osHEGJteskdy0ids d3d 4t jowLsys dd s jHiise0dsd;

- o BJMkOR, 6HJ &ORBHWISHY BBLOLYT HOydidstse did @0Bsbte tej0c jdkisto
NS-Prime, LOtftsjF jdts Cltedis-, tedhddzOls+ iz, s Liso0ks2iw S sdSE2.

12.6. Ik LT, fhOHdRT d Hiekzed) tsotejyHibkrj yOnkSd Soxd HEEMEGT
BYls4 GZOHEJX 0P dds SBisOLSH LOP P jhr hsslse jishiselzt=F ddsd
oBHBESYiesidy0jddBd Yt jonLsys  dBd s Hise0dd.

12.7. At ot jigw tcOBBISY ) SBLOLYOR] toydjdistse did EsdezdLoydd lsoyiH -
dizd MJHSdR BisasHE SBWLOIS jizAds diffiszALiz2lsj z0BE0ksted | fjey0lked.

13. Tlopsmoxk ®  ycJaoBusl  YTHIM3ANUM  WJIH  YHHYTOKEHUS

MECIUIHNHCKOI'O U31¢/IUHA

13.1. vbdidLoydw tejOcjdsso ¢FIT  Transferrin  NS-Primee  HS&ZY%0
tfesdLotHdls W o fisise jishisodd f) w0k dy 2.1.7.2790.

13.2. 1 tesyjhn tosdrotHiised ¢OBSKO ©j0cjksto  NS-Prime @
tfiodzjtzveskshv o jhise0, ©OLEzNOBshd| tLsktor?2 fEs2 Ok®gshWiter, 0 0S4
e jOGjdlsT &g MisH jtex10ls 0P jhise, teOLlzN OB (R SLshkE 2 ks OdshW jte T

13.3. urigd, dintfisi Lz s HEW HfssdLosHNse0 G0BGEO 6 jO6 jdisse NS-Prime,
d tejOcjdlsT dj wodweslstiw diylssykdCOdd syohh = dLiikzyjid? d o Hjkjkd? ot jHdr A
P dfse, LOGt LGN BCtslz O MzEs fifg jHEz.

13.4. A tfesyghng dintfisz2Lse0ddY d ZsdizdLoydd ¢0BMstd tjOcjdisse NS-Prime
i dilsJSP dds MtesCisds esHbshisd ssChdyd ' SisAsHEe ¢ ] SBteOLEZ jishw.

13.5. 2 JSibststerj Codstfisdz jdls T G0BBH0 t j06 jdistse NS-Prime fisHjte>{0s &3 jdd
0,1% d&Obtecw. dLdH &Oted™ B3l offisztfols+ o e joSyds f) dgjH1s d fedosHdist €
witegdteso0kzds oLevoy0ls~ OLdHBSO BJOkdse o otHEHESoBH]. 3 JESBASHA®BE
hjHsellst Hj2Mso=hdl  tie0odk0 Esdidioydd sfohkr - skasHe. e
EisdizdLoydd o 0Ssadiiz, g0l SkasHT Bk P dd Sty hisesd osHT .

13.6. W JSbsterj  Cstsh kst &0BBEO tsjOcjdisto  NS-Prime  fisH jtex0ls
B yd=2 firestesistydr2 0k+Bkdde, Ssistter2 & fsH jtexdls dLe st osLBzHS ji& ]2
qeWJSydshly e LOBSEZjo0RdR. Uil ®j BJedd, BE&  Mydlsojshv sl jeydOr-ds

48

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



deW jSyddkard d f) edd hejHizjls se0 oS4 shissesy s, Yste Y dL >0k
LOtO> JddW.

13.7. A  yjisejyjhSdj  sBOLYr  fudsosskhv sk jdydodadts
qeWjSydsherdd. rJideWdydtelz2sj d Esdididez?sj eofyj sBOLyr d efj
ol jydoiies  LOeOMYhBY ] GObjtedozr k0S, €OS BERHSS shd fSH >0l
osLBEZHds j&j? W jSydstt:r R LOBSE jo0dd=.

13.8. JlrasHY, sBEOLzE=Pdjhv o ey dhtfistzLse0kdy d ZsdhdLoydd
0Bt0 tsjOc jtisse NS-Prime, slhshwishiv € Czohhk ¢CYdH jddistsedyinSd syoherj
slsmisHY e (SO a isckonds wogIdy 2.1.7.2790).

13.9. JBOhj&dj (hBbt, otjBikhs] ntOkjkdi, SBJLLOBOMJe0GA] d/did
B Lot > do0kdj d keountelsdittodtd)) tlatHEs, tBEOLZEPRY o ity
dhtfsiLse0hkdy d EsdizdLoydd &0Btt0 tjocjdste NS-Prime fj dijsjShdd fesCisds
CsHEShisd, HEEM &Y tiesosHsH W o fistise jishisodd ) tieadtOkd, Hj2hsokz=Pdhd o
Miste0dz4. theddzddddad™ 10 B jdls ZisdzdLoydd.

13.10.rdv B jLLOEOMfo0kdY d/dkd ®tBJjLoE > do0kdW BknsHE HEEMGT
ditfisiz1Lise0k W L0t jedhstedtetolilzrj o tA HjLd@wWdydiskzshdy htsjHhised d
sBistelzHiSa0hd j o fistise ishisodd ) dqdhistezSydwdd fts dn teddjeisdts.

13.11. fBAsHY, SsEsivhdiiy S Swoffilz  cCHdHjkdstsedyincd  sHonGT
SasHIe HEEGYT EisdidLdistsadlks iw yjtsju sec0hdLoydd, dij=hd]j adyjerds o
Astsls oH Hjwis jizAdzshlsd].

14. MeTtoabl M YCJI0BHA CTEPWIN3ALNHA

OBt e jOcjdsso  NS-Prime  wodwjkshiw  difisitedidrds  iHydeEhCdds
diHjtzd j&z. YesdLesHdishv o O jtflsdyjhSdn Ehdsadwa.

15. TpaHcnopTUpoBaHHe, XpPaHEHHE U CPOK XpaHeHHs IOcCJie MepBOro

OTKPBITUA

15.1. TpancnopTupoBaHue
LYOSE0HG 2 ¢OBBE ©J06 Histe NS-Prime lsteOdhtfstelsdtslzt=ls ofjizd oHOB
Clevlsrn lSteOdhtfstelstm fitedHhise, Sesdd wiskoyizdo0jlrn sikhjste hodseistse d
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dBehCsets  steOdntstsd, o fstikojhisodd f HwOodOhd titjosLtE clolzLise,
HJ2Msolzes Pz 20 HOdGGSE odHJ IsteOdtfstelsO.

Litsedw steOdtfstelsctsso0ddw T tfed s jostf jiokkzts j (2-8) Au.

U0t tfstelsdteso0dzd] #0BSE0 tejoe jdiste NS-Prime HSEMGS shizb jhsodzwvis+ v o
Is Jted3ts S50zl j22 jte0r SHEGBEOLSOEEE st Lso0dkdw, IisH e 0P dn REOHBAL jdjdisT, ddd
o b jlChll j20kt0n  BhRisesCeokkees  Hedljhiedy ) OeltdOldyinSd
tfsHH o> do0 jd3s2 s jdstf jteOliztes? dizdf © Oslststs jWied™ jie0lste0n f) dfytfisizLso0dkd jd
Is jted3tsflHI SO BsB0.

1J0cjisr Transferrin  NS-Prime, kte0Ghstelsdeto0htj ) &oezh jhdjd
Is Jd3tf jteOlstztedztsets te M0, teddsjdzddid®s dad tfsHE >0k,

15.2. Xpanenue

UJBJte0blzisd teOdjidy ¢0BBO tsjOcjdisteo NS-Prime ECOLOZO GO AUsdSilkS
CotesBCd. MmisOddlsj GBS s &0BBt 6 j06 jbisto NS-Prime tfied ZCOLOGGE? ¢O
UsdC jisCj SstesBCd Is st jteOlslzs j (2-8) At His dfnls jujtsd fissCO RtsOdjdscfv G0BIStE0.

MOt jdj $OBBO tojOcjllstte ARG UtOGHWjtstedds  NS-frime  HsEds
shizh jhsedwis4v &  AsdsHdEZAGY R CORJ0n  dud o S eTe vy (MO
sBMjudeoshdn tjck0k jdisdeta0tkd 2 sjdktfjeoliztet ™2 tsj>ddk f) j>jjHEjodkE2
tejedMisteOydJ s jdstfjteOlskzts .

1Jocjilsr  Transferrin ~ NS-Prime,  nOkdohdjiw )  dOlzh jhdjk
t6 60 jhzsdtetso0ddksets to > ddz0, tedhjdjkdts & tisHij>0k.

15.3. XpaHeHHe U CPOK XPaHEHUs MOCJIe MEPBOT0 OTKPHITHS

Ashij sisCerisdw ditsizLiz2lsj &0t s jOcjdkisse NS-Prime o Isjyjdd] SHEGGS
B0 d nt0hdls tfed lsjdstjtsObstzte j (2-8) AC.

16. T'apanTuiinble 00s13aTeIbCTBA

16.1. MesdLotHdsjz+ cOeOdsdielzjls Mtiso jshisodj %0BGKO t6jOcjdsto NS-
Prime [zhlsOdsod jid o3 ste jBso0kdwes fisOdHOEISEe d HESEE jdsOydd tesdLetsHdls jdaw
tfted MsBEE=H jhdd Ehdsodw te0nnsteisdto0dkdw, nteddjddw, 1htfiz0lsoydd.

16.2. desS eHESMNSH f) HOYT tisdLosHise (Hedivisd™ fesHEzSydd SisH jiss
Chdistesi SO ifise0 s jHiftedwisdw-dLeslssadls j&v)
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ofdsed™

EBHES Y™ 10 jdac

O0BBe 6 j06 kst in  vitro  HEW
Oalssdz0lsduinSsets  Cstzdyjhise jhdsets
stfteJHJzJbdW ISteOdihw jteted®0 o SOkz]
9 tf0CtoC) HEZW OOkdLOkSKse NS-
Prime T FIT Transferrin NS-Prime
(ARU UteOdhW jtstediz NS-Prime)

HHEC EBHASHS

(2-8) °C 12 gdh*yde

16.3. MsdLosHdlsjzr & &ghds  slejshsejkdshisd L0 COSE2-kJBS
tfiodud et 2 2P jieB dizd fsots j>Hjddw, ov La0hEY j soktster o3 ditiskLso0dkd jd
(3085t0 606 jdisso NS-Prime.

16.4. desdiosHdlsjt  Gj  Ginds  Ssejshsejudshsd L0 SOSK2-zdBs
fodudijttr?2 E2hjes did tisetiyHiGdy, ovLe0khaY dhtfsziLse0idjd ¢O0BHSE0
t6 jOc jEsse NS-Prime it dfyfsjyided™ fiesS0 esHishsd, ZSOL0GRSES 60 k{0Ssas .

17. KourakTHas nHdpopmanus

I otstfleshodz SOy Mse0 & jHdydanSses duHjkdw cy 0Bt tejOcjdisse in vitro
HEW Oalssds0lsdunSsets Ssedyhisojudkses stitejHjeadw stOdhw ietdez0 o SOk o
ool HEW OOkdLOkskise NS-Prime T FIT Transferrin NS-Prime  (ARU
ute0GnW tstedz NS-Prime)e, tfesdLotHiiso0 Alfresa Pharma Corporation, Ctsdédv,
tsBtc0F 0w s OHte jfiz:

JBh Jhlsets f) sete0ddujdkns? ko jishise jhtshistE coitJe-Ruvsrtwurs=zadJe
(L ot Le-rRustturs=zde),

Bhidw, 196066, ¢. a0kSs-I jisjeBlztss, JFBhCsonCd2 tie., H.212

Uji.: +7 (812) 303-82-44

[-mail: agros@agros-int.com

AssdLosHiises disddls hdtelsdwWaydtesa0tnizts hdhisjdz BjddHM BB SO ihise,
9 Issds ydhizJ o yomisd tetsdLotHiised GjHdydenSses duHiedw ¢y 0Btte t6jOcjdisso in
Vitro HZW Oalssi0lsdydnSsets Sszdydhise Jauses St jH iz kdW ste0dhw istedw0 o Coz o
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ool HEW O0w0kdLOkskse NS-Prime T FIT Transferrin NS-Prime  (ARU
uts0dhw Jistedd NS-Prime)eé.

A sHIso jieXHO jistw iz jHizEs P ddsd HsClze jdzlsOdzd:

e jtelsgwdSols Missise jisfisodw — MD 503784 (fslse jishiselzls 1S [ 13485:2016),
MesS Hj2MsodW HEs 23.03.2021;

I JS&0teOydw s fstsise jishisodd Iedits>jadg 111 VDD 98/79/EC 5B LHjzdWn
HEW HAOEESHIsISd © Z0BBLOSStsy Y A Ehtsodwa (in vitrs).

18. Cunmcok aurepatypsl

1. Kazuyoshi Yamashita et al., The Usefulness of Fecal Transferrin Tests in
Health Administration and Hospitals, Sendaisekijujibyoishi, 19(1), p75-78,
2010 [Japanese].
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Ipunoxenune A

¢ 1. stomhdwdSoydedke " J hajHJedw g tedCOLz JdhLH00 tshidd tis
06.06.2012 ¢. — 4dz, tfsfSOLO JfirLHts090 thfidd ls 25.09.2014 — 557

¢ 1.1. AdH G jHdydihSsets dLHjddv o fstise jishisodd f) G jhSzokztshs2
SeohhdWdSOydd? ddHdydunSdn dLHjed?:

272710 T  ueOuhWitdt RJAp,  @0BSE,  GjWjdtdjstedyinSd2/
szteBdHJ B Jistedfu S d2 Od0kdL.

¢ 1.2. stonfh) il jdydod-dsets edhSo teddsjdded™ BjHdydehses duHikdw o
histslse jishisedd f) s jaSEOLERE2 SEONhdWJSoyd 2 BjHdydehSdn dLHjid? T 28 (1.
9.3.5 tftedCOLO _JFdtzLHts000 tishiidd ls 06.06.2012 6. — 4d).

¢ 2. stH JsAr2 7 21.20.23.110 ¢t JOc e HAOetBhisdyinsde.
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Ipuioxenue b

_J0G jis d50tSqtesos

MapKl/IPOBKa HOTpeﬁl/ITeJIbCKOﬁ YINAaKOBKH Ha PYCCKOM AA3BIKE

alffesa NSTrms

v ks jfis® &0 St lskzes Stese o SO (FIT)
Habop peareHTOB in vitro 4n18 aBTOMaTUYECKOro
KOZIMYECTBEHHOrO onpeaeneHus TpaHcheppuHa B Kane B
ynakoBKe anAa aHanusaropos NS-Prime — FIT Transferrin NS-
Prime (®PUT TpaHcheppuH NS-Prime)

SOLOEEYG T2 Gisty jis - 911319

W 300 kjfisso
1 ;0Bfste
1 &0Bfsts flisH s> dls:

140c jdsls 1: 33 itz A

1J0c i 2: 13 iz

ABHJEG © sjyjddj 12 gifvyje i) HOY tesdLosHise0
usEASE HEW HJOGESHSdS in vitro

v fesWinhdshod-Ggeet Yediididdy

“ chOzWis JLO NAOte0 Sttetfiste2 N ize

18 102-12H02 wYslzsy, sOylzks0-clzdz, s jW JShsizteO
JE0wd0 709-4321, Ctfsddw

JILchats-Rrsrtus=zade

196066, fNCEonSd? ti., 212, 60kCk-Ijis jieBlztse, Tohhdw
BBt 6 jeofsteOydBhBses ZHEhsEe jis jdkdw:

ROGMStezCydw gt teddsjdjddes: ifobt-fit.ru

IeddzJuodd]: ZSOLO&EA]: cMix solution by inverting a bottle without bubbling before
useé sLEOYO s ¢ s jH dhtfsk-Lise0hd ids fidsjM02isj MdHEEhS tf it jostoydaow, dis
(zj ofstewrdo0we,
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TouIvind jzdd cteOWdydhSdn fiddetise

] u qLesksads jt-

LOT CsH Y0telsdd

dhtfsiz-Lso0k HE é .

< IJ

Is jdstf jteOlsiztetz 2 HAOYOLBEG (s +2 HE +8°)

1
J

B jHAydEnSs] dLH jedj HEY HdOsEshsdSd in vitro
[1i] SBteOsdlsdf+ € duhistezCydd Yt teddddndt

] T tfsddsdgsy ks 2 i jHhisoads jit o

L ot j2nSsa s jijso j

rﬂ s, jts tis COOLse

MisHJtE disets HishSOssydis HEZW tese jHJddw n-
. o | Seskdyiise Isfstse

4

N
m

dB30teCdtesoto 1

Jlstes>is! [Be0kdsii € dunstzSydd s
tltecfos jdz josd e

>
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Ipniaoxenne B
wfshis0o GiHAydEnSEEs dLHjizdw &0 0dekd2nSEd WLy e
FIT Transferrin NS-Prime
Reagent 1 T 1 x 33 ml

Reagent2 T 1 x 13 ml
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WP Lt trd1wJd INVITRO rfC odv JIPuRY res JAL
sdIRyravlm L LA tcrd e sof?3tJvrsvrue A

SOIT 4 vIdsLAst rIc P IRIGu LTS NS-PRIME T
NESCAUTO CP AUTO NS-PRIME

RENsEZEYY s HeddBdidd=
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1. HaunMeHoBaHue MeAMIIMHCKOT0 U31eJIUs

WOdkjise0kdj dGjHdydenSses diHjedy T cy 0Bt tejOcjdsse in vitro HEW
Oalstscz0lscfu jhSisets  Ssizduihise jhdsets  sttsjHjdzjkdy  COE el jSsdk0 o COkj o
f0CreC HEW 0%0kdLOkStstso NS-Prime T NESCAUTO Cp Auto NS-Primee (HOG&Zjj T
z0Bts 106 jdistso NS-Prime; NESCAUTO Cp Auto NS-Prime).

2. CaeieHus1 0 MPOU3BOAUTEIE MEIMIIMHCKOTO U3AeJIus

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

w02ls: http://www.alfresa-pharma.co.jp/english/

(cPiWis jLO NOted30 ststetfists jRNde, 2-2-9 stClzaz0lsd, uvsts-Cz, JM0So 540-
8575, Cctitstzdw

udi.: +81-6-6941-0300

NOGH: +81-6-6947-1548

02k http://www.alfresa-pharma.co.jp/english/).

3. Cgenenusi 0 pa3padoTunke U MecTe MPOU3BOJACTBA MEeIMIIUHCKOI0

H3aeJusa

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(sthBoRdw chizWis JLO AOtedz0 sttetfists j2N ke, 18 uv0dridHOd, aYs-kY, ZjLH
SOykzis0, JLOwGR0 709-4321, Cifsid™

Ujt.: +81-868-38-5341

NOCH): +81-868-38-5800).
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4. Caenennsi 00 yIoJJHOMOYEHHBIX NPEACTABUTEIAX IIPOU3BOAMTEJIS
4.1. YnoiaHomo4eHHBbIH nmpeacTaBuTe]b B EBponeiickoM coodiecTBe

Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570
Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(CC B jisets DtsHfe, W dHitstOGHT, 40060, 2514 AP, Isdih i jct0ms,20.
U ji.: + 31 70 345 8570
AOCH: +31 70 346 7299

C -mail: Europe@emergogroup.com)

4.2. YNoJHOMO4YEeHHBIi NMpeacTaBuTEeb HA TeppuTopun PO
JILepatLe-rusrturs=zade

shihdw, 196066, ¢. 40dSls-I jis jteBlziec, JBhCeontd? tis., H.212
UJe.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com.

5. Ha3naueHnmue MEIUIIUMHCKOI'O u3jaejangd, YCTAHOBJICHHO€

IMPOU3BOAUTEC/IEM

5.1. Ha3HayeHHe MeJUIMHCKOI0 U31eIUH

0BG 6 j0¢ kst in  vitro HEZW  OeltgolduihStes  Stkdyhise jhkdsets
stfte jH it iddw SOz sl jSsdt0 o SOt o LZOCseS] HEw 0hOLdLOsstse NS-Prime T
NESCAUTO Cp Auto NS-Prime tfts jHG0LGO0Yid HEW Sidyjhise Jadsets sttsjHjzjddw
Gty jdisteOyd? Yo juifSses Cou sl iShdi0 o WiSordva f ditfseLse0hd s
CEOLLOLEED HAMCHE jstses OolsshOlsdLdso0ttses Shdkdy S Rdddd NS-Prime
HEY  Sokdyifsejeises in vitro StieiHjzigdy d  dskdssedied iy distOyd?
0t0tdsise o BASESCIYINSIR YAHSENEYE yjttse SO, f) HledBOHE j>Idshs dde (HOLi] s
s jSflstz - ezOkdLOlststs OalssdsOlsLaftsso0nt ™2 Shdidyjfss2 Rdddd NS-Prime).

ALGSY st dGS | GOLGOYjhdj T offs®scols je1ds j it jHijsos o HAOCHSRSAS .
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5.2. TIpuHuUN AelcTBUS MeIUIIUHCKOT0 U3/1e/Us

OG22 digzesesedyintd? &jstH  Stusted®istedd o szeBdHI® jistedd
CotdsgHERes Lt i jHEOLGOY & HEY dLd e jddy stflsdyints? taskdshisd tied
dLegdddidd yolso, ovLeOhhses Ocetz=lsdBOydj? ®iMHEZ SBEESIHGTd LisEEsEs,
nowLOGdd3 ) g dirdd Odlsdyjizse juinSdad dshsChskoddrdd 0disdls jz0dkd ¢
COtftetsls jSIsdialz, d yjdzsoudnSdas SO tfiesls jSlsddsd o SOk

A ey i tflesasyHiddw . j0Sydd 0cet=lsdioydd stflsdyihSow fisisdshis-
S0 jhdses oot stftejHdW jishv &0 Hidid otk ™ 540 a3 d Hstsdddls je1dGs
%0 Hizdd] otk 660 hi. Riseros ] LGOYjdkd Sy ihSs? tissdshisd
arfiydis o0 jishiw di ts0OLdedy " stflsdujnSdn tisleshisj? dLd b jbtk = G0 shitods?
Hizddzd ostzd ™ (540 &) d HstBkedls je2GE2 HEzdk] otker (660 E&d) o HolzA IssySon
dLatedac:

ADbs. = (Am1 — Asl) — (Am2 — As2).

GHJ Abs. T stflsdy jhCow tfizsistishis-

Aml: [fisdyjnSow fizsisdishist ted shbsodks? HEdhkj otk o syS
quasdieed™ 1

Asl: [ifisdyjnSow fizsisdshist ted Hstsdddls jz B2 HEdhj obker o styS,j
quasdieeed™ 1

Am2: [iflsdyjnSow tizsisdishist tied thbsotkis? HEdh] ostir o sy
qLasdieted™ 2

As2: JifisdyjnSow tislsdishis? tted Hstfsdddls ji ' dbs2 HEzdhk] otk o ksySj
qLa3die g™ 2

m/main (ShtsetG0w HEzdk0 otti ) = 540 &

s/sub (Histfisdzdzcfls jz- 0w HEzd0 otstd ™) = 660 dads

utsyso drasgtejdedv 1: 0,0 Bddalzis™

usyso dLasjtejddv 2: 6,8 d3dualzis

5.3. Tloka3zaHusi K NpUMeHEHHIO

0Bt t6j0cjhlsso NS-Prime tfts jHEZOLGOYJG HEY offtftsdz-Lso0hdW fisedhisws f)
bEOEdLOKEEEd Oolssh0sdLdtssa0teds Sededydnss? ~dddd NS-Prime tfied in vitro
HJOeEBNsAS] o SOydhlkse] ofditel it trets fejHiso0 ted syjeSd oshtfodiddw
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nidLdhiss? seeEsySd Sdh jukdto & goydjdisse, fisttOHO=PdR otshfOkdls ja1d v dd
LOBBEZ jo0kdWdd S JukdSo (1) s).

54. HpOTl/IBOHOKa3aHI/Iﬂ, BO3MOJKHbIE IO0O0YHEBIE BO3HeﬁCTBHH

Ated 0BBIS] f) ZOBBEEE 606 jdiste NS-Prime ftesisdostsCoL0kd? d tsasykr
oisLHJ2Misad2 & j oY Walz j&is.

5.5. O6nactp npumenenus — SzdizdyinSow w0BsEOsBEEOW HJOGHShHSHSO.
rev  teswiihdsaoz gt fedijededy.  IesWinhds@oziar?  ktsse jo-
sl jiydoz-dra isiz-Lse0kjzj? &0BBEO tojocjdste in vitro HEZW OolsshOdyINSEES
Cedyihke jebses st jHjejedy SOz et jSsdu0 o COkj o EYoSseSj HEW
0d0kdLOkteso NS-Prime T NESCAUTO Cp Auto NS-Prime: oteQy SdidyjhSs?2
ZOBBEOlEEds2 HAOehENsIS, hEbtizHEdS SedhkdSs-HdoedshisdynSE2 Z0BBiOkEEdd,
fesh jHh o2 selzyjddd 2 OolsstedLiso0dnsets tejHnisOadls jaw ttssdLosHdls jzw.

6. TexHuveckoe omucaHue, TMapaMeTpbl M  XAPAKTEPUCTHKH

MEIUIIHNHCKOI'O U3¢/ IUA

6.1. Cocras Ha6opa pearentoB NS-Prime

cuOBtte 5 jOc kst in  vitro HEY  Oalti0ldynSees  Sidyjhise jhhksets
stitedHJEjldy COZ el jCsdi0 o COkj o ZHOStal) HEW OROZdLOLGEse NS-Prime T
NESCAUTO Cp Auto NS-Primee

okzRS0dk jted 2 Wz0SHd i te jO6 jdistses 1 (31 &3k) d te 06 jdilstses 2 (11 i) T 2
hs,

NESCAUTO Cp Auto NS-Prime fsHjteMdls tj0cjdls 1 d £jOcjdls 2, Colstster
sBI jHOG j& ™ o HOt2MkE2 jdSihisd o ZfoCse0hr o Ha0 itz jSlko (HolkzmSOds ol 2
w0t f) Holzdgw St P COMd). JHAE SodstfizgSls YLkl tissojhisd 200 Isifistse,
Z0Bfts 6 j06 jdzisso NS-Prime dL Holza SdztfiziClstse 1 400 ks jiistse.
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6.2. CbIpbe M MaTepuajdbl KOMIOHEHTOB Hafopa peareHta NS-Prime

NS-PRIME

NESCAUTO Cp Auto NS-Prime (S0ks. &s@jte 912681) 1 Waz0SEh £J06Juwis0 1
sHgtexdls 100 gmisizt/& HEPES akzwjte0 d d3jdidd 0,1% OLdHO dOlstedw; 1 Wz0Csh
1JOcJdzs0 2 msHjeMdls 4,4 dsdise+/z TES BRW 0, 0,07% BY Yl et f)r oteslEyhsets
Ok+Bzdisdw@0, d¢3jkdd 0,1% OLdHO &Otedw d 333 dCw/gz  Odlsduuse juihSda
BeusCesGor gra  gYhdera  Odbdlsjz € SO ftelsjCdhlz, howlOdaYa )
CudsdHER a3 LSESSEd, o BHGSE WE0SEkS 06 ids0 1 fisHieMdishw 31 diz, o SHH%SS
wWz0SBa% ] t6J06 juls0 2 MisHex disiw 11 d3dtz.

6.3. TexHuyeckHe XapaKTePUCTHKH

108ydd ~0LOSkjtediisdSd  teklzyier ted dhtfse Lse0nudd ¢u0zdLOksEO
Oalss0sdLdtesa0dkhses SediduinSs? ~disdd NS-Prime.

6.3.1. AHaIMTHYECKUE XapPAKTePUCTHKH

6.3.1.1. e jydLdshdshis tjLizas0lstse dLdjts jid2

CV 0 15%

ol jishist o othifiesdLosHdhs? BYRd EhsOhsot jkr  hisckOndks
izCsosHiisolz CLSI EP5-A3. = jhls+ tBiOLyse BYed diizjHso0Er o Helkznq
solsstelzshiswa o fssisejishisodd ) tesyHizies? diieiHso0kdw o sjuidkdd 20 HEJ2
ditfiszLso0kd 5 Hokzm dslsse 6 j0cjdisse. d Hjl+ HieSotHAEN™ SHAR Yiesesd.
A jeduder tsolsstw jaishisd d otzistedizoBstolksisns2 othiftssdLosHashisd fshisOadid
1,0-1,9% d 2,1-3,4% fstslse Jishise jadts.

6.3.1.2. RS jtow jte jzydw

v stfiejHjejkdv Zesodkj2 dils W tiéydd Bred tesejHjer dhit jHso0dkdw
o Mskejshisodd ) tkSsosHhisosds CLSI EP7-A2. vttsond ddls oW jtjdydd T o
HJOYOLBEj 90-110% o Loodhddsshisd ls  disjteW dtedez=hdn o dhise  tfied
hejHzshdn  Cshyjustoydva  (JHRAYO  digdtejedw  Ssdkyjdistoydd T gonnho
94P Jlse0 &0 ets0dc; C0k0):

Gedstesydis* (0,188 6/c)

Liedi0 (0,5 6/6)

AJer J Cesowr J Isja+y0 (10 d36/6)
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AjBsetsBdt (0,54 Be/c)
dHORAGLG08 (0,32 die/c)

DL (1 de/c)

JinotoLd: (40 Ge/e)

JSidH 0t (20 Be/c)

AqtfiesWisShoydto cdHissatsedH cdHtedls (6 Be/c)
106SEBqYdE0 cdHesREsEdH (30 de/c)

Phydtede (3 &e/c)

FChstiest it Golstd™ cdhtsals (1,8 die/c)

i jGOdss00™ Sk (15 de/c)

Sty jdseOydy Asdistesydstse orhj 0,188 ¢/ ¢ dyjs tisekdwis! &0
dLezte il LEOYjhd]. I otLdsydshisd dLBjc02s] tistfoHORdW Cesod tted BlsBists |
SBteOLYO.

6.3.1.3. d&0zdlsdy hCOw yzefsads ji-dshis

Oudyo  stfisduihts?  fiskhshsd — sBkOLyse ) CsdyjdistOydi?

COz-tflesls jSIsdiz0 100 dze/c d O fshisadw jls 0,04 - 0,14 (~Ow0SkjtedLizjls e

GOSHBGO SCozdBtatyhs2 Ctedots?).

6.3.1.4. Uy tejLiziIs0lse dLd jtejdd2

usydshis dLdjisjto? o coidyon 100 N 20% tsis dLejhists? Sty joisteoyod
tftod LB jte jdad[d Ststlstotsztitsts sBEOLYO ) Lo jhisds? Sty jdiste0yd 2.

6.3.1.5. Rl jteo0d dLd3 jts jaad[

1) AJterdzcf2 tftsjH

1200 &Se/c (CLSI EP6A)

2) W ®d? fedH i

e jHjb Sezdy ihse jddtets stite jH ik iddw LOQ: 0 40 i3Se/c (CLSI EP17-A2)

s jHj& sBGOBEY jid™ LOD 0 35 d&iSe/d (CLSI EP17-A2)

6.3.1.6. Stets jzwvydw
Istzyjer HOGGYj © hdiidas? St jzvydd  ®idHEZz  tejLizds0s0kd
dihjHse0kdw NESCAUTO Cp Auto d Stistestz- @6 BJEHO (RAGD). e JHY
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0d0dkdL ddhj2us2? ticteihhdd d dstkzyier fziHzshd] bz
x: NESCAUTO Cp Auto
y: SthistsztGr 2 BJssH (RAD)
r=0,98
y=0,94x +6,9
n =309
6.3.2. Buemnmii Bujg
106l 1 - tesLisOyizOw MdHSEhis+ Bls By JIstiSets HIS fjelstis-> JEistsets yoiso.
140G jdzls 2 - SteOmndis-Wdtstzjlssa0w M dHSSS.
6.3.3. KucioTtHocTs pearenta 1 u pearenra 2
pH t5,j06jdks0 1 T 6,90 N 0,15
pH tjO¢ jos0 2 T 7,50 N 0,15.
6.3.4. buosiornueckue pegepeHTHbIE HHTEPBAJIbI

RIfEjHE00Gd] & jW,jte jdst T diss jiso0dse fisOlsdfscfuifiCdR & jLik0kstse

Istzawydw HBteBo T oLteshirj
n 119

rqJoyoLse (Se/c) 4-457

de JHE JJ (3S6/6) 69,4

0 T 95-2 fftesyjorlsdiz+ (dzSe/e) | 182

JJHJORO (BSe/c) 43

e juotdy: rodhs) LBoyjhd] wedwjshiv ofjes &dh+ fsCOLOkjE ik dy
dss>1dls siszduos+iw sls Hislzedm SYzBRdSsa0t: Y » LEOYJGd2 o fowrd f) tOLzdudwasd
ttedd3 3 n BISHAS of difiizdHizJBset GOndejdd™.

1. Tun ananusupyemoro oopasua

7.1. Coop o0pa3uoB 6momarepuasa

rev tesojHjezdy digitejtd? dhtfstizekhnw  seOLyr SO0Z0 yjdse <o,
Cilstste . MsBdO=kw Y jydoi-dre Ehsts2misosd T Soilsj2dtsd HEW hBBie0
BBOLYO HEW SHtejHJziedY SeiyJestoydd cjdseeseded o SO0k  yJkisejso.
Stslis j20ts e jHs0aizw jis fisBE2 Jd3ishis+ ewhtkzeszks2 Wisteds¥, odlizisted Cissies?
teOnttsizsy b tiesaitlBistl 2 LsdH (E8MJuso), tedSejfijokr?2 ¢ CerhCj. O
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Cslyd tsBeslBEehies LGHO diidshv  edWizjkdd. JBtOLyr Bdid0ksjted0do
hsede0E=kihw o COR0aC LEKHO, SBLOLEOOGERY J tedWwizjhkdid, tiisid dsojHikdw tis
COklz, tftcjHmisOot jhtzisdilz HEW O0kEdLO. kH 1) BBEOLYSE BABEOKjed0z0 (HOZJJ
sBEOLJY ) tsiiPojsiw o Ctetflzh) Coblsj2djie0, Colstier?2 fazslhs LOSE o0 jishw
LOadiudo0=h 2w CerhCi?. sOMHT2 Shlsj2akjt fsHjeyds 1,9 & ohsasto,
Colstste 2 i jHiisOadw jls fsBE2 ebizizBEE HfetLicdybizts MRS, fisHjte>0P iz 30
Gt/ MES BEWjiO, 8,0 g/t rdttedhstes @Oktdy, 0,15%
frottesissydses 0k-+BzadR0 o Giidd 0,1% OLdHO GOktdW.

7.2. XpaneHue odpa3ia omomarepuasia

Ashkj fBGed SBLOLYO Jos GisBatHA®E dLdijtedist o sjudkdi 7 HEj? tied
Cistst0lstis? Is jostf jie0sizisj (o 25AC). raw sy jeSd fisOsdi- dshisd ujbise jujnSsets
COZ- tfesls JSIsdiz0 4 0Ll = BBEOLYO ~teOdkdidi* o BRW i) StHlj20%jie0 HEZW MBESEO
sBOLY0 ¢, gshikd yies BYad dhikjHse0nr. st ~e0kiddw o Isjuidd 32 HEJ?2
tfed lsjlstfjeoliztsj -40 d 8 HBJ2 thed 4, 25, 37 d 50AC tfistzizyjkr M jHz=Pdj
shisolssyd ™ iy inised yidse jyihsses SOt tiesls jSisddz0.
u0BEdYO: HHsOBizdtshis* SOz Hftstsls JEsddz0 o Ssdls j2d jts ] HEW MBiSte0 BBIOLYO ¢

BY Y- Gt

-40AC o AAC o 25AC 9 37AC o 50AC o
Isdudtdd 32 | biydedi8 | kiyiedi8 | biyiedi8 | siyidedi8
H{%J2 H% 2 H% 2 H% 2 H 2
120 g%ele 109% 110% 99% 84% 81%
275 566/ 100% 94% 97% 87% 78%
483 %e/e 104% 101% 93% 91% 79%
670 3Ge/c 103% 95% 99% 84% 81%

Yieqds ju0tdj: YedfoHidhk T j Lt 0T i jnisOot B o COyjise] iedds ieo.
HlsOBEdShst COb-ttetsls jCz0 o0t diskzist o LOodAdsEhisd s SBEOLYO.

8. Tpedyemoe 00opy10BaHNe, MATEPHUAJILI M PEAreHTHI

8.1. rdw Skdyjhisejhkuses stfiejHididdy SOkl jSlsdd0 &0 0k0kdLoksts
OalssazOsdLdteso0dkks®R Skdhdynts? ~didd NS-Prime &jsBRsHdBY Mk jrizeshdj
odH" BBBtekzHBo0RdY, B3Ok jtedOdise d O jukste:

- GLOZLOLBts HAMSte sz 2 Oolstsdz0lsdLdfteso0hk 2 Chdidyints? ~didd
NS-Prime H@W Cokdyiflsejhdisets in  vitro stfejHjzjedy d  dshkdsstedieo
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CodyjdisteOyd?  0k0kdsse o  BdblseduifSdn  MJHSBhwWA  yjdsejSo, f
YtediOHE > Bshisvdd;

- Sl j20%jte ™ HEZW MBBisO BBIEOLYSO SO0 HEW Ok0kdLOLGtsse NS-Prime d
NS-Prime NS-PRIME T Specimen Collection Container A;

— tflosBdieC0 HEZW sBOLYse (SBijdRE 1,8 &z HEW OeltdOlsdyinSdn
0d0kdLOkBtetse Hitachi (T 716-0425) [fu — Aw) 2009/05517 ©ls 19.08.2015, ftesS
HJ2Misad - B jitetsydets. esdLosHdls jz+ DELTALAB S.L., RiffOd&d"];

— ASESHAEA GBS, HHH jieYdo0s P d? s jostf jiolizil s 2 HE 8 Au;

- SHEECOROE G  Yikkz0okshOduintd) HSLOLSET  Ydtissyerj
HitjBied e ded WdthdieseOntrd sBIjdsd fis fdjedrdd @GOSsRiyedeosd,
fsLoszvshd] sedicolst sl jd3r MdHEES 2 BIs 10 HES 200 &S, Olsls jhisto0hdk | tis
LGOYjkdE MiejHdj2 HELY  MasHAdGEhs] tejLizasOkte, tfsctejndshis dLdtejdadw
Cislstste ™ HSEM GO BY I+ (2 Btz 3%;

— Yy JisSd ¢OBLOSSLEG Y J fisJSEVikG Y J;

— OBttt jOcjdsso in vitro HEW OalssioldynSaes  Cizdyhise jkhses
stftejHjdz jkdv COkftesls jSIsdiz0 o SOk o EHoStaC Hiw 0kOkdLOLEERe NS-Prime T
NESCAUTO Cp Auto NS-Prime;

— o8Bt tejOcjhbte HEW COzdBEesaCd SdyjdisteOydd SOzt jSsdd0 o
ool HEW 0k0kdLOktse NS-Prime d NS-Prime AAO01 T NESCAUTO Cp Auto
Calibrator;

—  OBBte Soiserkz]? Sodyjdstoydd okt jSsdk0 o ZfoStal] Hew
00kdLOLtetso NS-Prime d NS-Prime AAO0L T NESCAUTO Cp Auto Control;

- 1OLBOads jiz SBEOLYO o koSt HEW 0k0kdLOkStese NS-Prime T FIT
NS-Prime Specimen Diluent (ARU NS-Prime t0LBOadls jiz- 5BOLYO);

- 1Onlsotsts HEZW tesdsro0kdw ¢ o tfoStoC | HEZW 0k0kdLOkEERe NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (Hesizo0=hd?2 te0hkotste ¢);

- HAMlsdzidteso0dkE0W/H jdthkdLdta0dkR0w osHO.
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9. IIpoBenenue anaausa

1Lz 0T 0G0ddLse, tsdizyjhkrj i tedkshas ¢y 0Bt tsjocjdistse in vitro
HEW Oolstsdz0lsdudnSets Sstdydhsodises stejHiejadw SOz tiesisjCsdk0 o COkj o
f0CreC HEZW 0k0kdLOkStese NS-Prime T NESCAUTO Cp Auto NS-Primeé, C0S d
B2 HAOESHISAUINSE2 BJsBHAS, HEEXM &Y ittt jisdtesa0is+w o fisyisoddd
Cotlte jlstks? Shdhdyjnts? Coklsdls? d ¢BBE2 Hielkzes? dhwstdioydj?, dLejhsts?
ateOYLz.

9.1. IloaroTroBka peareHTOB U OHOMAaTepHaa

9.1.1. loaroroBka odopasua A

JBtOLyr COk0, tfis jHEOLGZOY RdRY J HEW 0%0kdLO, fisBdiOEkhw o i jydoe-dr2
Csizls JRedte, COC ZCOLOGE o dahstezSydd tts tediiizieds HEZY ¢cSBhGisj20k e HEw
B0 BieOLYBSO SOZO HEW 0k0ZdLOLEEsd NS-Prime d NS-Prime NS-PRIME 7T
Specimen Collection Container Aé. Isfiizj fBBsO SBEOLYO jots d&jsSBRBHANBS
dLdsjtedis* o Isjujhdj 7 Hlaj2 tited Ciscib0lsts? s jastf jisOlskzts j (o> 25AC).

9.1.2. Rz jHSo0kdW tiesosHWSIW 10 HAMSE Jistsd 0k0kdLOkStj Sedddy St
~didd NS-Prime, 0@z0zdLOsts Lz tewjls  Shyjdisteoyds SOk tesk jSsdiz0 o
iz jrizeshjis tistewHSj: ealssadsiv e j0Sydishi 2 ©omketsts, fishisswhd2 du 10 gt
tfsHetsssol jhhkises oMsotstsd SBLOLY0 ¢, 140 dCe 6 jocjkisd 1 (Cp R1) d 50 d3C
teJ06jdzis0 2 (Cp R2). 1JOSydisadz0w oz i+ it iizide0isiv d diSzedtelz jishw tied 37
°a 9 Isjyjdd] 6,8 Bdt., st &JsBRBH®RE HEW o risCs2 ts jJOSydistts? hfshtedshisd
Odzisdc jdse d Odlsdls jiz.

9.1.3. IloaroToBKAa peareHTOB /ISl ONpe/ieseHNsl KAJbIPOTeKTUHA

s i COMHT G gt Liso0kdid fisH je>dds] WEossH0 fi NESCAUTO Cp
Auto NS-PRIME khokjztus it jiinde0dshw, K0S €0¢ yohlsdyr SteesdHEEES
L0 gselzs tfied nteOdjkdd o foHO! o SHOHES. A dLBj>0kd) tBOLSo0GdY
LTS obLHERO  HjidjPde0nd  MEjHEjs  ShzP jhsedvst,  dsjHijds
t.jts josts0yded™ WEOSEGY f fsHjexdBrd, 0C §OS s tfswotjtdd L rieiCle
oSLHEZR0 HOsYAS OBOLALOEE0 fiydils o0 jis & jtfe0aditr2 s8I jd; o ZHOEW jis WiEzOSsh T
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gL fdisjdr. IbLreSq osLHERO fjtjH ik, SOS ittt WEOSKEY,
5 jSBREHOES ZHORS ) Hisdss P4 Yt jsSq Z0BSEOEEHS2.
Ishj ofiCerlsdy EgocseSd, NESCAUTO Cp Auto NS-PRIME &EyGs

~ie0tdls* o Isjyjdd] 8 ejHid tied s jdstf jt0size j (2-8) 4.
Ihistes2sj  COzdBtesosydlze Cedolzts, dntfsiiLzy NESCAUTO Cp Auto
s0tzdBisOlststs.

9.2. HpOBe):[eHne aHaJIn3a C HCII0Jb30BaAaHUECM AHa.ImzaTopa

ABTOMATH3HPOBAHHOTO KJIMHMYecKoil xumuu NS-Prime

IsHEsBEOY (sh0csa0w) dehktzCydw ts dhtfskzLse0tds ¢hd0zdLOSE0
HOMCte jlstses  Oalssdz0lsdLteso0hbsets  SkdkdyjnSs?  ~dkdd NS-Prime  HEW
Cstzdydhise Jdasets in vitro sttejHjejddw o Biskdisttedizeo Sshyjdistoyd? 0k0edste o
BAsEsEduinSdn MdHSShswA Yt S0, ) fed@oHuziMdshisvdide d fisojHjkds
0k0kdLO0 dLisyjk0 o tlSsetHhsej tsziLto0k kv, oSEsyOw HistWHES tOBBYdR
ey jHizte, stejBso0kdw ts B jLsyOndshisd, tiejHztejHOERd] hddeser
(0C j2¢d.

roGgrj, fetlzyjttrj o tfsyjhhn dhfitjHse0hkdw, siktBieOMOSkhw &0 1Ct0d j
GEOEdLOEHE0 o ts jOkAdGd ots jijdd. RHJESIWISOYdshe 2 Bk jte tBEOLYO (Sample
ID) tstfie jHjzv jlshw tfs Mistedn-SHE SBEOLYO.

MeBlssCislz dLas jtejddw (Measurement protocol) fisHjtexdls HOGE Y StflsdyjnSs2
fazskeshsd Cp(A) HEW sBOLYO, diikjHse0kdj Colssteses or fskdwjishw  did
LO9 jte jazs.

dolssiOsduintd stfejHjevjishv  LaOyJhdd Stkyddéstoydd (Concentration,
average concentration), wOnfydsOGksj s COkdBesotyBLs? Cldor?, teOLGSHSA
stfisdudnSdn gisikseshisi? (Absorbance difference, average absorbance difference) d
cilssor 2 e jLizdz4Is0ls (Result).

sYsihdsjiias  GhozdLoksts WdShdiekzjls shisOah jimw et jdv, HOlslz
duasdtedascfy, SEAWWAYdJdls 6OLBOOEZjhdY, dsdjte ¢issO e jOcjdistse, Stidyihisets
tfsolststese, HOLE d otejdiiw MsLHOGIY COZdBlsoBYEE2 Sedos?, s jdstf it0siztslz odizisted
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BHEZEw e joSydshkases  fistedCo,  CeUWWdydjdsr  etedOsdedshisd (%)
CsdryJdaisteOydd d stflsy S Husisdshisd d His.

NBeBzE0 HEW 60MydsO dLdJddddw stisoudnSs? fasisdishisd:

Abs = (Am1 T Asl) T (Am2- As2), GHJ:

Aml T sfdygncow gaskeshst ted ShEseks? HEdk) oSty o kBySy
dLegJtejddw 1;

Asl T stflsdyinSow fisseshise ted HtseddljziGEs2 HEdk) otk o beySy
qLdsdtejdzdv 1,

Am2 T stisdyihcow fasikhshise ted shhsekis? HEdh) otstkr o ktySi
dLdsdtejdzdv 2;

As2 T stflsduhCow Hisidshis tfied Hstshbdlsji bt Hedhk] otkdr o beySj
dudsdiesd™ 2.

Jtsot0w HEzdk0 ostd ™ T 540 d&ds;

stttz dls Jz-4&0v Hzdk0 ostd Y T 660 Gd3.

uisylo drdztejzdv 1 1 0,0 3ddalzis*;

uisySo dLazdtejddw 2 T 6,8 d3ddalzls.

Sy jseoydy yjasejuhtses SOz sl jCsdiz0 o SO0zj orydhawjishw
fsdshas LoLkdyr stlsdyhSs? faskkshisd sateOLytse d COkdsetotydis? Sedos?,
fshistes Jaads?2 oL dLaztejbds m LBy Jdd? COtzdBEOISStO.

rev  stisdiozd¢s? OBtk  offj tjokzawehrj YeyjHizte™ djsBRBHA®E
fissotHdls?  NsckOnGs tzCotHisoz € ¢dOkdLOLEEE  Oolsd0dLdtto0dkkEdE
CzdddyinSs2 nddidd NS-Prime.

9.3. IIpouenypa KOHTpPOJIS

TJSBdBidEHE jishw, Yt  COMHOW  FOBEOESEdY  Hishstwihks  ditfistz-Lse0k0
GOk Jted0zr  Cshistsey SOy imise0, 06y €0 NESCAUTO Cp Auto Control d
Zhis0z0akdo0n0 fetsd hsBhso jhdkrj SCohktsi G esokd. _Jhsckesokjor j
Coodilstetsz  HESEMGY s jhisdteso0sA i - tied COMHBE ydShzy teOBSY. @Oy jekdw
yYJisejudhSeets SOwtesls jSisdwo, tstizyjid™J HiW G0l jedOdse St Coudhiseo,
zJ HEEET dhsesCiobts oratsHdls! LO CobGisttdr | kesodkd, LhsOusot jkkrj o
COMHBR E0BtteOlttedd.  ¢hd LaOujhdy Chitesty  BJSHESSEOES o asHWS LO
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Ottt jddk ™ j HJOYOLEE Y, fizjHizls tfisse dtedisH, te0BMISOjis &d ttedBists GZ0HEZ >0 dd3
SBeOLEE did e hisd gsolsstiizE C0rdBksaCE.

AsHEsBG Y J fesydHlzer gt tesejHjhds Sodisteiszy COyinised o SOzdBlsaS
GOABHWSHW o tekzCsotHiisej Ytz iLso0lsjey  Pr0zdLOkEied  OolssiOkdL]tiso0nkE6ts
ChrdidynSs? ~didd NS-Prime.

9.4. BbIYHCJIeHHS Pe3yJIbTATOB HCCIET0BAHUS

1G0yJedw  fsCOLOkjzj?  sBkOLyse  avydlsre0sikhv  0k0kdLOSES
Oalssdz0lsyinSdds SkdidyjnSs2 ~dddd NS-Prime.

9.5. HHrepnperanusi pe3yJbTaTOB

JBtOLyr f) Sy jastoydy? SOz teslsjSisdho giizdd S0 63Se/s hydsokshv COS
stedyolsjtrj %0 Jys. v dshdsstdied Jys sBEOLYr i Sdyjdstoydj?
COEYtetsls JSIsddz0 Btz j 118 3Sa/e iydsoishv COS 0Ckdorr 4 AN S.

odB juodedj: rOkdrj L&Oyjhdy wedweslsiw omjets @dh-+ sCOLOLjE G &d d
dstsclzls slseuols v s Hiszedn SYzBEdSEe0GE R LEOYjkdR o fewid f) LoLedydwdsd
tfledts i i n  dibsHdS d  offiejHzjdses  Gonjijkdy. SOMHS?  kOBEOSEAd
to JS 5B jhHE jlshv IZhsOt0ekda0lst hot | fsahise jddis | ttksesetsj L0V jdkd.

10. OrpaHuyeHus NPU NPoIleype UCCIeI0BAHUS

10.1. RLBjBjod™ odjhdjes odHO, kOSH) COC tfodizbkjbdj d OctsjeOydw
=Bees L Citshjiis0 #0BSKO tjoejdkte NS-Prime wogweslsiw tiedLd0Stds o
oBLABEYEE2 fteyd. v Ssdhkzsoydd hewsdikin- i A0hdds B fist o5 Hd jetsds.

10.2. uvhojids tjtejdijndo02sj WizOSskr f tj0cjesokd 1 d 2 fjtjH
COMHY @3 ditfsiLisa0kdjd, tslsdlz st yohsdyr StudsdHEses LsEsis0  dsetzs
9" fOHO o ShOHES ofs ote jdi3W rteOd: jddW.

10.3. & HJOcHshsdyihSdm yiki? tejLzdsosr, tfistizyjktrj ted SOMHEBNR
difkzjHse0kdd, HEEET ofjeHO dhtfskLse0kthv o SdsdhkOydd f) ShdiduihSddd
dhh jHse0dkdwdd, djHdydinSs? dhsstedj2 foydjds0 d Hiskzeddd HOdGE ™ did.

10.4. 2 JBBABHI®RE fisteses MsBEEHOKA  djlssHAUINSH) ESOL0GdY, KOS COC
=B LB jBiid] Bl gedoinisd ¢ dLd ik jkdss e jLizdIs0is0.
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10.5. RijYsEILso0Gd] GOBSEO t6j0¢jtsse  NS-PRIME, tsOnRSHE A
GOkjtedotse d LOYOMEY~ yOmsJ2, Blzdusra s tisHzCydd, tshisoadw jiis2
OolststedLso0hG  d3  HAmistedBE5ks jetsd3, disMdls Hedajhisd ¢ fbkizyjkdts &jssys
te jLIz{z1Is0lsts0.

10.6. mtsOddis! &OBBtes t5jOe jdsstso NS-PRIME & jsBrsHAME o fistise jishisodd f
FCOLOGEY B ¢0 UsdSikSy Emisodwld mteOdjedw. 3 iHsHEhsdds dhtfise-Lse0dkd
(0BBste0 t6jOc jhstso NS-PRIME fisfzj diylsjujddw fetsCse nteOdz jadw.

10.7. rav difzjHse0ddw dintfisi-Liz2Is] o> d2 SOk

10.8. Okt kjhls & HEEj& fesosHsANW HEW 0G0kdLO BBEOLYSse SO0,
LWl = Iz Oyd jdistse ) &z jdafistelzOydj? dizd 6 joistetets jd.

11. Mepbl il CHUKEHHUSI PUCKOB IOJYYeHHS JIOKHOIOJIOKMTETbHBIX

WIH JIO’KHOOTPHIATEIbHBIX Pe3yJbTATOB IIPH NMPOBEICHNH U CCJIeI0BAHUI

11.1. RLHJ&d] tiejHEOLEOY B ksE4Cs HEW  dhtfsd-Lse0kdy o in vitro
HAOeLEhsdC) Msod st ) chhOLdLOksEsd HAhSts jisirds OolsshOsdLteso0dkh:
CedidynSs? ~didd NS-Prime HEW Sskdyjhisejidkses in vitro st jHjdjddw o
Btkdksedize0 Sohkyjbistoyd? 0Gotdiste o BdbitedyjiSdn MdHSEhsWA 1 jksejS0, f
fedzOHE M Bshiswdde.

11.2. I jojH teOBBLE2 ) GOBSEsd tjocjdstse NS-PRIME G jsBASHA®RS
LGOSl W f) denisteizSydd s teddjaiddt.

11.3. 0Bt 106 jdisso NS-PRIME fitz jHEz jls diytfsiz-Lso0ls stz S st sksiiz
ZOBOISEdREHRE i jehskott.

11.4. 2 0B6ts t6jO6 jdlsso NS-PRIME Hist j& diytfsd-Lse0k v o fisslse jishisedd
f &OHEZJ>0P j2 Z0BBteObikE2 Hie0SdSs2.

11.5. IeWHES Hj2Misod? tied diytfisd- Lisa0kdd %080 tsj06 jdiste NS-PRIME
HBE G tfistdshis s fsBEzEHOLAW, KOS COS dHBSj dLBjBjhkdj tesyjHizier dsdls
tfsotzcWis+ %0 dLaBjdjdacd tejLizazIsOlstso.

11.6. RijsEILse0Gdj ¢OBSEO  tj0cjisse NS-PRIME, SHstOLsoT D
tfedhtfshsBii®d? ded wOYohers  yohsj2, sbeduér= &k tishsOedw ji
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tfsthsdtyjetr g HOhstedBA Shsttetsdz,  dssyijls  fedodhisd €& d&jtfteOadiAdrds
te Lz 1101503,

11.7. Jets0tkdyjddw:

- Gz diytfsiLse0kt Cdsdioydd Sthtshjhsto ¢OBSEO 606 jdiste
NS-PRIME f) ts0Ltzdyds "3 dtscs jte0Bd Hotelsd2;

- GJzLw dintfskz4Lse0lk+ ¢oBtsts tejOcjeste NS-PRIME o Stdddoydd f
Hislzeddzd Wz0SROR f) tb 06 jdisOdsd;

— Gy ditfskise0s  GoBsts e jOcjdlste  NS-PRIME  HEW  yjkj?,
syt~ sis tfiese jHjdw HOGERSES Is jiis, istfisddvis2 d fidjhdodis- ts joe jdlsT.

12.  Mepbl 6e301aCHOCTH IPU NMPOBEAEHUHU HCCIeT0BAHUI

12.1. W Hdtfilsdtez2k,j telstscs.

12.2. 2 JStbiterj CuhyshjusT G0BsE0 tj0cjksse NS-PRIME fiisHjtsy0ls
Bddzdd 0,1% OLqHO &Otedw. Ied YtfoHOkdd o 60LO, &0 Sty dizd ted flkizyo2dsds
tfesckOsro0kdd thedddisd AShistejkiJ g™, OS] SOS teshro0hd] Btz dd:
Csezdy hisetsds osHT . ed & jsBASHAGMIS] Bt ji4 € otsdyfz.

12.3. 2 JStbiterj Cuhkishjisr 0Bt tj0cjksse NS-PRIME  fiisHjtsy0ls
BYyd2 frottesistykz2 0t Blddl, Soistter2 &j fisHjteddls Lo st~ otsLBizHAS jij2
qeWJSydshlya  LOBSEZjo0BdR. uids G Bibkdd, SG hydlksodshvy  gelsidydoedts
dewWjSydohrd, d ) &di hkjHizjls sBEOPOSHWY Bty dEs, yssBY  dLB >0l
LOwGOM JddW.

12.4. A yidsejuinSdi BBOLYT HeEEr  fydsos+v il idydod-ds
daW iSyddd r&d:

- f sBOLYOR] MijHzjs ©BLOMOKAMW COC @ sl jdydOzaddd
dhssykdSodkd sfondr - dawjSyd2 (adtsizh ¢ jfolsdiso B d C, ARY dHtslzedj);

— oy tBOLYr d Yoibydobids LOEOMYREY ) |Okjed0tr hiziHizjls
HJLdEWdydtese0lst d EsdizdLdistedss o fsskejshisodd f) IeOodkOid wOBSGISY f)
osLBEHdIs J&Wad W jSydstd - LOBSE jo0dkd2;

- tfted teOBtsIs j ) 5BeOLYOdRd Oy jdbte dizd GoBtstsds te j06 jeste NS-Prime
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NS-PRIME fitjHizjis gL jedls! o distoHOGA™ d0 fHdLdfisT j sestsySd;

~ fskjLr, fMondBT  d  Hekedj  YSebiyHiGGT  yonsSqd  SsMd
ZOBStOEEEEes HjEskot0 tid OBk fj SBEOLYOR] Hoydjdsse did GOBSESH
e jOcjdisso NS-PRIME  Hs@yGr BYkd  &OHEZjXO0PdE SBOLsd  LOPIP j&r
itstsisedisisolztsPrdd3d otsHistjtftssioy0dd ™ dBd Yoy dd fitejHilso0dd;

- o BJMsOR, 6HJ &ORBHWISHY BBLOLYT HOydidste did @0Bsbte tej0c jdkisto
NS-PRIME, L0ttejF jdis Clztedfis+, tieddzddzolst gdPiz, tfistz-Lso0ls2iw Cshds lsdCis2.

12.5. I LT, fhOHdRT d Hekzed) tsotejyHibkr j yOnsSd Soxd HEEMEGT
BYlsA GZOHEJXM 0P dds SBteOLSH Lo P jdr hsslse jishiselzFrddsd
oSHSJ el YOI B YitejovLsudk & fitsHiiso0hd.

12.6. At otgjdw 60BEIT f) SBLOLYOR] Yoydjdistse did EsdedLoydd seyieH
dizd MdHSdR BlsasHBe BBWLO ji+ &S dijtfskALEz2lsj Z0BKOSisw ™ J itey0lsCd.

13. Topsaoxk ®  ycJoBUSl  YTHIM3ANUM  WIH  YHUYTOKEHUS

MEAUIMNHCKOI'0O u3J1¢/JIns

13.1. vbldidLoydw tjocjtisso cNESCAUTO Cp Auto NS-PRIMES Histz{t0
tfesdLotHdls W o fsise jishisodd f) ©0GIdy 2.1.3684.

13.2. 1 tesyjhid tesdrotHiised &OBsEO tjocjtsse NS-PRIME  ¢j
tfledizjlewvesishiv 0P jiise0, ©OLEzNOENd) tLsktor2 ks Okkshwitr, 0 kOS>
OBt tojOcjdisse  &j fisHjEeMdls o jP jilse, tOLzNOshdR SLthse 2 ks
OlsdstsiW jte ¥

13.3. urted], dhfseLizjks) HEY tesdLotHised @OBSKO tejOcjdlste NS-
PRIME, &J wodwjsh\w dhssykditd stfohkrn dikizyjkd? d ovHjzjkd? otsjHk  m
ojh jhise, LOctewLEWEhdR tCkizy 0B hizEs fits JHE.

13.4. 1 tfesyjhng ditfsz-se0kdy d ZsdkdLoydd ¢ostk0 tjoc jdkte NS-
PRIME fy dijlsjJSHdds ftetsSisds esHbshisd ssChdydr n SlsasHEe & sBtsOLEZ jishw.

13.5. 2 JSaltsrj SthtfshjilsT 4OBSEO tjOcjdisse NS-PRIME  fifsH,jtex0ls
Bk 0,1% OLdHO dOtedw. dLdH &OLtedW s>l ofskztfols+ o tjoSydt f) G jHAE d
fedotsHdist € WhtedidtesoOhd oLeroyOksr OLdHise (3 jlsOkdse o otHBHksosH.
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WiBBRBHJ®BH Mtz jHEe0k! Hj2hiselzEs P dds Ye0adiz0d isdkzdLoydd sYohG - SatHESe.
Yted EisdtdLoydd o 10SEadtk, figr 02 j SsmsHT Bz P Sstdy,jfsotst oHT .

13.6. W JStbterj CuhkishjusT GOBsE0 tj0cjisse NS-PRIME  fisHjtsx0ls
BV yd? frostesistyd 2 0k Blzdde, Soistter2 & j hisHjt>dls drejhiskr = osLBzHlS jizj2
dewSydehrn  L0BBEJo0Rd2. Uil @ dibkdd, B fydlsodshv sk jeydot2ds
dewWjSydoherd o ) Gdd fizjHzjls SOOI shisstsybs, yssBY  dLB >0k
LOtO> JddW.

13.7. Ay  yjisejyihSdj  sBOLyr  fydsOsskiw sl jeydOzds
dewjSydsthrdéd. rjrdewdudiez?sj o Esdzdideiz?isj eoffj tBOLy™ d efj
el jdydoids  LOLOMYRErj dOjtedozr kKOS, COC BEZzHSS tdd MSH X0
otsLBZHAls jizj? W jSydshh - LOBBE joOkd?.

13.8. JlsatsHY, sBeOLZERIwW o ey dhtfsk Lse0hdw d EsdedLoydd
%OBiSt0 15j0¢ jdzisso NS-PRIME, shsiwsiv € St0ffijz ¢S idH jadstsedyinSd stomnsT j
SlsnsH e (SizOmf a4 Nseronds ¢0gIdy 2.1.3684).

13.9. JB®OP jdj (hBBt, otcjBjhkt] ~e0hjkdj, BBJLLOLO>Mde0R]] d/dhd
sBJLot M do0tdj d IsteOdhtfstelsdieso0tkd]) BlsatHE, SBROLZENdRY o fistsyinhg
ditfsiz-Lse0kdw d EisdkdLoydd ¢oBst0 & joc jdisse NS-PRIME f) dijsjShdds fitetsCisds
GsHEBMs, HEEMGT HesosHdsA W o hisslse jishisodd i Hidadiodd, Hj2MselzE=hddkd o
Miste0dz . theddzJdzddad™ 20 s jdls kisdizdLoydd.

13.10.rd&w ®BJLLOLOMdo0kdw d/did BBjLotido0kdY GlatHED HEEM G
dhtfsiz-Lse0+ v Lok jedhstedeto0hErj o tA HJLduWdydislzshdi s jHised d
SBBiizHESa0Gd ] o Nisslse ishisedd ) dihistzéydwalsd §is dn tieddsjdddEs.

13.11. fBAsHT, SkushivAdjy S Swofflz  cSYdHjkdseseduiiSd  sHomET j
BlnSH e HEEGT ZsdidLdesals v yjeiL secdkdLoydd, diishdl cdyidids @0
Astsls odH H WIS jizAdzshisd.

14. MeTtoabl M YCJI0BHA CTEPWIN3ALNHA

0BGt 6 jocjdsto NS-PRIME  wadwjishiv  difsjtedidrds  dgdHdyddhSdd
dLHjdd .
AtesdLosHWSTv o Of jtfisduihSdn Zhdsadwva.
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15. TpaHcnopTupoBaHue, XpaHeHHE U CPOK XPaHEHHs MOCJe MEPBOro

OTKPBITHA

15.1. TpancnopTupoBaHue

LYOCEE0GER 2 ¢0BMt ©jOcJdkste NS-PRIME Ists0ghtfstelsdtiztls ofjid odHOG
Cerlsva BteOdhttelsk = fiejHiise, St BJSOzdo0ji ~ BishjSso nodseiste
dGsenSeet  SteOwnttielsd, o hstkojshisodd 0 HieOodkOkd HfitjosLEE  GlelzLise,
HJ2MiselzEsProfdsof &0 HOWGSH; odH] ISteOdMtstelsO.

Litsedw IsteOdtfstelscteso0ddw T tied] s jdstf jte0lslzts j (2-8) Awt.

U0t tfstelsdteso0ddj &0BBHO t6j0c jdkisto NS-PRIME HE@x &S shizh jhisedwisafiw
9 IS jted3tsCsizls j20 jte0n SHEBEOLBEES HiskALsa0dkdY, MisHjeMO0PdR ~ZOHEBAE jd3jdisT,
dizd o IsjessSthsj2tjie0n BusesCEosyses  fiedideiedy ) OaltsdOisduinSd
fsHH e do0jdss2 st JteOizies? dizd o 0olststs jWisd™ JieOlsste0n ) dfytfsizALso0dkd jds
Is jted3tsflzH SO Stetso.

1Jocjesy NESCAUTO Cp Auto NS-PRIME, IsteOdhtfistelsdteso0ddrj
0tz Jhadf i3 s Jog jteOlslztetzsets te > fdz0, teddzidzidd s dg tisHEzj>0k.

15.2. Xpanenue

Ui J0kizted R0k jidw ¢0BBi0 t6j06 ikt NS-PRIME EZSOLOGO &0 AUsdS s
CstetsBCd. MmicOddlsy ddsisCier s § 0Bt 606 jeksso NS-PRIME tfied ZCOLOGES? ¢0
UsdC jisCj StstesBCd Is st jteOlslzts j (2-8) At His dfnls jujtsd fissCO RtsOdjdsofv G0BiSIE0.

MigOt jldj 4OBStEO t8jOcjdsso NESCAUTO Cp Auto NS-PRIME Histydfs
shizb jhsodvis+ v o  ABESHJEAGY R COBJ0n  dkd o ~SEZEHAE %S0,
sy jydeoshidr tjck0d jdisdtetso0td 2 sidktfjtolizie ™2 teidd f) J>jJHEjokE2
tejedhisteOydi? s jdstf Jte0lskzte .

1JOocjdls™ NESCAUTO Cp Auto NS-PRIME, rte0zdohdjiw fj &Otelzb jdod
t6 J60d3 Jzlsdtetso0tdsets > dds0, Yeddsjidddts & tfsHz > 0k.

15.3. XpaHeHue U CPOK XpaHEHUS MOCJIe EPBOT0 OTKPBLITUSA

Ashizg sisSerisdw dintfiszLiz2ls] tejocjuls o siyjedd 8 GJHjzr d ~tOdkdlsy tied
Is jstf.jteOlskzts j (2-8) AC.
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16. T'apaunTtuiinble 00s13aTeJILCTBA

16.1. MesdLosHdji+ c0LOdsdblzjls Missisojshisod ¢0BGE0 tejOcjdisso NS-
PRIME bhsOGtokjhkrds btiBSo0kdwd  fisOkHOLSe HECZBJwsOydd
fesdLotsHdis i@y ted fsBEBHiRI] Ehdsedw  IsteOdntistisdteso0kdw, A0k jkdw,
AChYeizOkoydd.

16.2. uteS csHESHS] ) HOT tfissdLotHNse0 (Heddvisdw tfesHizCydd BlsHjdtsd
Csizlstetsizw SOy ifisa0 tte jHtftledWisdwW-dLetsistsadfls jiw)

Lhzsadw
0t jdadw

VesHESydw
0BG 6 jO06 kst in  vitro  HEW
09lsEhROSAUINSEes  Sstdy s jditises
StfejHjkjkdy SO sl iSkdqEd o
COkj o LOSEeS] HEW OGOLILOLSESS
NS-Prime T NESCAUTO Cp Auto
NS-PRIME
16.3. desqiosHdlsje  GJ  Ggnds  Ssejbhsejhushsd L0 GOSs2-zdBs
tfiodudi et 2 2P jieB dizd fsots j>Hjddw, ov La0hEY j soktsted o3 diytfsiLso0dkdjd
%OBSE0 5 jO¢ jdisso NS-PRIME.

16.4. MesdLosHdjur &  Gdhds  slejshisejukshisd O COCS2-kdBS
fodudjtr? Ezhjee did tsetiyHiGdwy, ovLe0khYd dhtfsz-Lse0kdjd ¢OBHSE0
t6,j0¢ jdzistso NS-PRIME isfiz offfs jujded fstsSO esHasfisd, SOLOGMRSES 40 LoCsaC,.

HHEC GBHASHIS

(2-8) °C 12 gdh*yde

17. KourakTHas nHdpopManus

A ostfieshody SOy IMise0 BJHAYdENSEes dLHjedY ¢y OBBte e j06jdistse in vitro
HEW Oalss0lsduihSses Swdydhisejatises stftejHjezikdy SO+ tesis Sisdiz0 o SOk o
ZfoCsoC) HEW O0k0zdLokstsso NS-Prime T NESCAUTO Cp Auto NS-PRIMEE,
tfesdLetsHse® Alfresa Pharma Corporation, Cctfisédw, sats0F0ls4w tfts OHte jilz:

JBM hisets ) Sete0dkdyjndks? tlsejishise jaushst = coitLo-Ruvrtwurs=zade
(L ot Le-rRustturszde),

shihdw, 196066, 6. 10&Ss-I jils jieBlziec, JBhCeontd? tis., H.212

udi.: +7 (812) 303-82-44
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[-mail: agros@agros-int.com

AsdLotsHiises ddsddls hdelsdWoaydtese0dsizts hdhisJdz djidHMBws0 Coydnise,
9 Issds ydizJ o yomisd tesdLotHiised GjHdydenSses duHiedw ¢y 0Btte 6 jOcjdisse in
Vitro HZW OalssEOduINSses Ssizdydhise jabses sttejHiejadw COr sl JSsdw0 o SOkzd
o tf0CoCj HEZW 0G0ddLOkEEse NS-Prime T NESCAUTO Cp Auto NS-PRIMEEe.

AsHIso jieXHO jistw iz jHEzEs Prddid HsClzes jdalsOdzd:

atelsdW S0l fstsise jishisodw — MD 503784 (fstslse jishiselzgls 1S 13485:2016),
MtetsS Hj2Msadw HEs 23.09.2021;

rdSeoeOydw s fssisadishisodd MHedizs>ddd 111 VDD 98/79/EC 5B dLHjzdWn
HEW HAOEESHIsdSd o Z0BHLOSStsy Y A Ehtsodwa (in vitrs).

18. Cunmcok aurepatypsl

1. tLdb ¢.4. d Hie. ¢ Jyjiso SOz tfietsls jSsdh0, B S0, orhatBEyHOE M jetshw
du  Gj2ssWdtse, o COkj. P jssHsdseduintsd dhfdiHse0kdjé. Scand J
Gastroenterol. 1992; 27 (9): 793-8.

2. Jomis ¢ d Hts. cAdzsteddizHdodHzOzGOY dLiidydeshist WSOz Gkt
COztftotsls jCIsdi0:  tfteshtf jSlododssj difidziHte0kd] E Hoydidsse n 0Skdodrd
WL jld a5 Cstzdlstsaze. J Crohns Colitis. 2015; 9 (1): 26-32.

3. L0 5. d Hi. cuBor? JdkkesoRokdr LskAG A yohlsdy HEW
W0z disets SO tftetsls jSIsdiz0 2 foydidiste f) oshtfokdlsjzi&rdd LOBBEjoOkdWdd
¢dh juddcoe. Clin Chim Acta. 2016; 456: 1-6.

4. udeBkz . d He cArisCov tcOntfleshistod jhhkshst  Adls jestolsdd,
orLo0GEs2 W3 A, t tojLizdzs0k0d tethksses 0k0kdLd COk0e. Gut. 1999; 45 (3):
362-6.

5. RGBIZA s d HE. cIBEjLEEhst d@es? d BYibws? fdhsjkr 0k0kdLO
wJCokses SO ftetsls JClsdz0 o tjHAOLtedy iS¢ ie0CkdCj dysé. J Gastroenterol
Hepatol. 2014; 29 (7); 1406-12.

6. JBOLtG 5 d His. cysor2 AChtfieinh-sifls &0 WJSoz1dkr2 SOl tftstsls jSlsdo
HtejHSOL o0l AgHEhSYduinSzs teddidhfd™ d Ysheisyieoydses 2 tiydHde
B jLid stestz0e. J Crohns Colitis. 2013; 7 (12): e641-51.
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7. 1025 G.s. d Hte. ¢RLBjejkd] WSOz dGes SOkl iSO kdizyho jis
dBshdstedie d sBROBEZYjJEd] tjudHdese BbZjLkd stsk0 tshij stjetydde.
Gastroenterolory. 2015; 148 (5): 938-47.

8. wJ2hgds A.r- d Hlzedj. ¢AeshtfiCkdokow tyjdSo tsedshisdynSs2
Ydhashisd WiSozdises SOk tfisls jSisdiz0 fied BJMnddissydks? BEEjLEd Sttkoe. J
Crohns Colitis. 2014, 8 (9): 1022-9.

9. Otz ¢ d HE.. cAOBOSEEsedyInSE] odgjholkjtises, shkso0dkds) &0
tesodvn COZAtesls jSlsdi0 & oydjdiste f) wie jhdkr ¢ Stkdistd f oricCdd tedhShds
tejydHde0: tteshtf jSisdods], e0nHSBdLtE0kES, Sttt jdis) difitiHso0dkd je.
United European Gastroenterol J.2015; 3 (1): 72-9.

10. atejhidzjte 4. d Hie. ctlzStosHiisots HEW Skdddydhkte s ditfsi-Lto0dkdt
WSOz disets SO ttelsls JEsd®  Hiw  ovwodzjdkdw o distdlsistedhe0  OCsdfodishisd
LOBBE jo0dkdw™ tfied oshtfokds jz 4t LOBSE jo0kdd S jukdtoe. Can J Gastroenterol
Hepatol. 2015; 29 (7): 369-72.
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Hpuiaoxenue A «KinaccupuxanuoHHble CBeICHUD)

b 1. SLoMf) sk Gy ases saiiSo tedt jdiddw BjHIYAENSEES dLH jtdw o
fistslsa jishisodd] f) daisds jdiC0klAstE? SHORAWASOYA.i2 BHIYAENSTR dLnjdd? T 20 (4.
9.6 HeqSOLO JeffaLrts000 TSN s 06.06.2012 & ~ 4d).

$ 2. stH LsIr2 7 21.20.23.110 ¢Li0cds™ HAOchshsdunSdje.
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Ipuioxenue b «IlepeyeHb NpuMeHsieMBbIX CTAHIAPTOB)

FiHdudenSs duHjed cnoBtt tejOcjdisse in vitro HEW Oelssi0lsdyinSEets
Ctdyihso jhites  tftedHikiGdy SOz ttesis ik o COkj o koSS HEwW
0GOkdLOkEse NS-Prime T NESCAUTO Cp Auto NS-Primee fsislse jishiselz jis
GOYdtst0t-dz a3 fisOHOES0d thid2hSE2 AJHj0ydd &0 tfesHEzCydEs:

—  AJuu t 51352-2013 ¢ HjHdydenSdi dLHjedy HEW HAOeEshsdSd dd
odlstets. JJlssHT oyt s0dd2e (o uOhisd tlzdzSls0 5.1);

—  AJuv T e 13612-2010 ¢ Ludis0 WizaSydewonsgr - ~0L0Skjedhsds
BJHydinSdn dLHjed? Hiw HOGwEhsdSd in vitroe;

— 1Juu 1 R 23640-2015 ¢RLHjEdW B jHdydeEnSdi HEY HAOckShisdSd
in vitro. Jyj&S0 hisosduz+dshisd te 06 jdistso HEW HJOGwEhisdSd in vitroe;

—1Juu t rRu  15223-1-2014 cRLHJEAY gjHAudEnCd). wddesir,
YiedasjirdlsTd fied dOESAese0kdd 0 BJHqydEntdn diHjadvs, Asdidston d o
hstftesosHdls jzds2 HESEzE jdsoydd. Yomnst 1. hbsedkr j st jBso0kdve;

—  QJuus t rRu 18113-1-2015 cREWSEGOYdw, e jHishisOadw jdzow
dietskssodisjkzjds (BoECqlsat0). voms 1. ujbgder, stejHitiédy d sshdj
Iste jBSO0GAWE;

— Juuv t RrRu 18113-2-2015 cfjHdudwmSdy duHjedw  HEW
HJOcEsMisdSd in vitro. RGWBed0ydw, tftc JHEShsOaLW jdz0w
desissadis jez a3 (G0esdissas0). Yoms+ 2. ti0cjus™ HEW HJOeGEhisdSd in vitro HEW
tftotsW jihdsk0k disets fedd jdjhdve;

— Juu ISO  14971-2011 cRLHjZd™  ®jHAUdBhCdj. Iedhjdidd )
U0z JH 05 jaelsO eSO & d3JHefyianSofds L jidvdse.
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Ipniaoxenne B
wfshis0o GiHAydEnSEEs dLHjizdw &0 0dekd2nSEd WLy e
NESCAUTO Cp Auto NS-Prime
Reagent 1 T2 x 31 ml

Reagent2 712 x 11 ml
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[o11¢ AR LS? LATPIAD 1 LIPSLIST IIC PLPIRIGULLSLA NS-
PRIME - FIT NS-PRIME SPECIMEN DILUENT (ARu NS-PRIME

tP1a1¢IruS? LATPIAD)

RENSEZEYY s HeddBeidd=
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1. HaumeHoBaHue MeIMIIMHCKOI0 M31€JIUSA

WOdkjise0dkdj BjHdydenSses duHjezdw T ¢foLBOadlkji- sBEOLYO o oSkt |
HEY 00kdLOSteso NS-Prime - FIT NS-Prime Specimen Diluent (ARU NS-Prime
1oLBOodls jiz+ sBtsOLY0)e (HOjJ T tOLBOadIs jiz+ t5BteOLYO NS-Prime).

2. Ceenennsi 0 pa3padoT4YuKe MW NPOM3BOAUTENE MEIUIIMHCKOIO

H31eJINA

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

w02ls: http://www.alfresa-pharma.co.jp/english/

(COEWis JLO NAOtedz0 sttetfists jRNB%e, 2-2-9 stClzi0kd, ust-Ciz, [M0S0 540-
8575, Cctitszdw

udk.: +81-6-6941-0300

NOCH): +81-6-6947-1548

02k http://www.alfresa-pharma.co.jp/english/).

3. CBeIleHI/IH 0 MeCTE MPOU3BOACTBA MCAUIIMHCKOI'O U31C/IUH

¢Okayama Plante, 18 Taiheidai, Shooucho, Katsuta-gun, Okayama Prefecture
709-4321.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(C09BH CUTO%GROSe, 18 wORTRHOD wsbsy, SOyZSO-cid, oW jChizt0
JTOwG0 709-4321.

U jt.: +81-868-38-5341

NOCH): +81-868-38-5800).
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4. Caenennsi 00 yIoJJHOMOYEHHBIX NPEACTABUTEIAX IIPOU3BOAMTEJIS
4.1. YnoaHomo4eHHBbIH nmpeacTaBuTe]b B EBponeiickoM coodiecTse

Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570
Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(CC B jisets DtsHfe, W dHitstOGHT, 40060, 2514 AP, Isdih i jct0ms,20.
U ji.: + 31 70 345 8570
AOCH: +31 70 346 7299

C -mail: Europe@emergogroup.com)

4.2. YNoJHOMO4YEeHHBbIi NMpeacTaBuTeb HA TeppuTopun PO
JILepatLe-rusrturs=zade

shihdw, 196066, ¢. 40dSls-I jis jteBlziec, JBhCeontd? tis., H.212
UJe.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com.

5. Ha3naueHnmue MEIUIIUHCKOI'O u3jaejangd, YCTAHOBJICHHO€

IMPOU3BOAUTECIEM

5.1. Ha3HayeHHe MeIJUIIMHCKOI0 U31eJIUS

1OLBOolsjiz+ 5BteOLYO o OS] HEW 0%0zdLOkskise NS-Prime T FIT NS-
Prime Specimen Diluent (ARG NS-Prime t0LBOadls jiz+ tBt0LY0) tfts jHEOLEOYjd HEW
te0LBOOM jlzdW SBiOLYSO COKO, NSBiOhGZ ~ 0 ¢cSBHsjt e HEW B0 SBEsOLYSo SO0
HEW 0k0kdLOtetso NS-Prime d NS-Prime AAO1 T Specimen Collection Container
Aé, o Milzyoj tstlzyjkdv tejLzzsokte dLijtejidy orhj HAOYOLEKO dLd jtejddw
Isdmis-mtf JydWdudr - 6 JOGJdistso 0 cPhiOLdLOISt | HAG e jlsdtsds
OolssBOdLdteto0dkdsd SedidyinSs? ~didd NS-Prime HEW SCohkdyjhikse jadkises in
vitro stfejHitjedy d dshdsteded Csiyjustoyd? 0k0kdsse o BdstsedyinSdn
M JHShswWA Yidtse S0, fi YedioHdi>dshiswdde, f yidt tisolkstedsets ks jhsdteso0hdw.
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5.2. Iloka3zaHusi K NPUMEHEHUIO

1OBOadsjiz* ©BHOLYO NS-Prime tficjJHEOLGOYJG SSEACE HEW fisods hiskses
fledgidzddzdwy ) Ok0kdLOLBiEE OolssBOdLdteto0hkyd Sededuints? ~didd NS-
Prime d Isjfis-mtf jydWdud* did tej0c dis0dzd tfted in vitro HAOGHEhISAS .

5.3. HpOTl/IBOHOKa3aHI/Iﬂ, BO3MOJKHbIE IO00YHEBIE BO3HeﬁCTBHH

Med twOBBI ) teOLBOO L jzVdd BEeOLYO NS-Prime tfteislsqfostfisCoL0kd?2 d
tfsBBYG = osLH j2Misad2 & j o Wolz j&s.

54. O6nactp npumenennsi — SdzduinCov ¢O0BsOLEeROW HJOGHEShHSHSO.
rev  teswiihdseoz gt tedljededy.  IesWinhds@oziar?  ktsso b
tfsls jloydod4zra tfisdz2Lse0ks jizj2? djHdydehSses dquHjedy T ctoLBOadls ji- sBieOLYO ©
ool HEW 0G0zdLOkEtse NS-Prime - FIT NS-Prime Specimen Diluent (ARU
NS-Prime t0LBOods jiz+ sBteOLY0)e: otely Shzdhdyncs? zoBskOksedks2 HOcEEMISHE,
MslstelzHB S ChdidSs-H0edshsdyinSs? ZoBsEoksedd, tishjHhd?2 sBlzyjdd) k&
OalststedLisa0ddisets e jHMs0adls juv tissdLosHdIs jdw.

6. Texnnueckoe omnucaHue, NapaMeTpbl W  XapPaKTePUCTHKH

MEeIUIMHCKOT0 U3/1e/Hs
6.1. Cbipbe u MaTepuaJbl PazoaBurens oopaszua NS-Prime

1OLBOadlsJd BBEOLYO NS-Prime (S0k. wsdte 910874) fisHteMOls 30 d3dstsiz-/iz
MES BEWjt0, 1,1% nistdistes ¢osedy, 0,15 % BYyjes fjrosislssydses
Oz2Bzgd®0, ®jkjj 0,1% OLJHO ¢Otedw, o BHLSd WEOSHHj NSHjEMdshv 13 ot
teOLBOOlsJiW. LYOCEOCO TOLBOO L iz J? BBLOLYO NS-Prime fsHjtexdls 2 Wz0SsE0.

6.2. TexHuYecKHe XaPAKTEPUCTUKHU

RitsELs00Gdj tOLBOadlsjv ©BEOLYO NS-Prime &j oddwjl %0 t0BtYdj

nO0Ck jsdfsdCd s ifs-iiydWouln ti0cjgsse, dstyittrj ted difstLse0kdd
bHOLLOSEE0 OalssdhOsdLdese0nkses CuaidyifSs? Rdddd NS-Prime.
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6.2.1. Kourposaupyembie napamerpsl (CepTudukart aHaausa)

s sC0L0Is jizwdy COyJmise0 tOLBOadIs jizd SBEeOLYO NS-Prime fstsise jishisolztsls
Ists jBBOOGdWE o Gistedz0, ZSOLOGE: &3 o sOBdZdY,j 1.

u0BEZdyo 1
OB Jesa0td] tisSOLOIs juw MOte0SIs Jiednisg<0 d dtstedz ™
(011 [0]NF2140) AJL HJW JSIsB9
A& jhdd? edH
Ko jls AesLsOyn 2 fdhd?
HistelzClsizts0 gHS s
1040 Wd dBddls
Sl Jdktoydv* 10 Ge/d3 dizd Biedd**
Jqtj2dsmis JIs 80% His 120%

* Uyl LBOyjndY fsHjeX0hdw ZCOL0GY o MjelsdWdSolsy 0wowdLO Sl jshs?
mdtedd.

** | Coydlse] HsYBhhdls jzdiset Sttt tieso jew jishw fisHjteX0dkd] ¢jhsetsBdi0
o MshisOej OLBOadlsji BBKOLYO NS-Prime. tOLBOodlsji+ tBEeOLYO NS-Prime tj

MisH e dls 6 Jdsseisedl o fishis0s], Stedlsjted? fstsise jishisodw T ¢10 &e/dzdz dizd dzjdde.
ufsH jteX0hdj Hezedn 0k0kdisse o fishisOej tOLBOodsjEV ©BEOLYO NS-Prime dj

tetso jiew jlsiw.
6.3. KuciaorHocrno

pH tOLBOadks jizj2 BtOLY0 NS-Prime 16,30 N 0,05;

1. Tpedyemoe 000opynoBaHne, MaTepHAJIbI U PeAreHThI

7.1, ed dise-Lse0dkdd 1OLBOadls jizj? sBteOLYO NS-Prime &jsBrsHAMRT
hejHzshdj odHT BBiStizHBo0RdY, d30kJtedotise d t 06 jdiste:

- bE0EdLOkEE HASs jistz 2 Oalstd0lsdLdtssa0td ¥ 2 Sedidynss? ~didd
NS-Prime H@w Cskdyjhlejkhses in vitro  stejHjzjedy d  dskdsstedire0
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CodyjdisteOyd?  0k0kdsse o  BdblseduifSdn  MJHSBhwWA  yjdsejSo, f
YtediOHE > Bshisvdd;

- Cisizls jJRd jte ™ HEZW MBBicd tBiOLYSe SO0 HEW 0R0EdLOkEEse NS-Prime d
NS-Prime NS-PRIME T Specimen Collection Container A,

— tflosBdieC0 HEZW sBOLYse (SBijdRz 1,8 &z HEW OeltdOlsdyinSdn
0d0kdLOkBtetse Hitachi (T 716-0425) [fu — Aw) 2009/05517 ©ls 19.08.2015, ftesS
HJ2MisadY - B jitetsydets. esdLosHdls jz+ DELTALAB S.L., RiffOd&d"];

— ASESHAEA GBS, YHH jteYda0s P d? Is jostf jlokizil Sis 2 His 8 Au;

- SHEECOROEGY ]  Yitkz0okshOsduintd) HBLOLSEY  gdtissydrd
HitjBied e ded WothdiseOktrd sBIjdsd fis fdjedrdd @GOSsRiyedeosd,
foLoszvshd] sisedicolst sBI jd3r MdHEES 2 BIs 10 HES 200 &SE, Olsls jhisto0hdk | tis
LGOYjdkdE MiejHdj2 HELY  MasHAdGEhs] tejLizasOkte, et jhdshist dLddtsdadw
Cslststs ™ HSEY GO BY Is+ & Bt 3 %;

— Yy JisSd ¢OBLOSSEG Y J filsJSaWik Y J;

- Is Jmis-Mtf jydWoudr J te jOcjdls™ HiZW 00dkdLOkStese NS-Prime;

- (z08tste COEOBEOLEEEe § IS jiis-fYjydwdyd ™ e j0cjdisOds NS-Prime;

- (z0Bts SBdGisteiszy? & Sihs-NfJydwdyd ™ d 06 jdwis0d NS-Prime;

— 1onkotste HEZW tfesdzo0dkd™ ¢ o Zf0StaC HiW 0k0kdLOLBise NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (Atszra0sh (2 ts0hkotst ¢d);

— HAMsdzidteso0dE0W/H jdtshkdLdto0dkd0w osHO.

8. Iopsinok uCOJIBL30BaAHMS

8.1. FIT NS-Prime Specimen Diluent HZV 0d0zdLOksiise NS-Prime
(tOLBOadis iz 5BEeOLYO NS-Prime) ctsisso € dintfisizLiso0kdEs.

8.2. LNOGsadls] teOLBOOlsjiz+ BBisOLYO NS-Prime 9 0t0kdLOkste NS-Prime o
WBSHEzEA BSIsH jdz jdedw HEW te jO6 jdbte, COC ZCOL0EE o dihistezSydd s AShkiz0koydd ¢
0d0dzdLOststelz Szl iSs? ~ddsdd NS-Prime.

8.3. rogdj2how ©0ssko f t0LBOadsjtids SBOLY0 NS-Prime tfsudishis4E
Oalsd30IsdLdtetso0dz0.
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9. IlepeyeHb PHCKOB U CIOCO0OB CHUKEHHS] PHCKOB /0 J0MYyCTHMOIO

YPOBHS

9.1. IBLWHES HJ2Misod? tied dhtfsizLise0kdd tOLBOad v BBLOLYO NS-
Prime HB@J& Yohdshsis fisBkEHOKAMW o fstlsejishisodd f) dahstezCydvad tis
tfedizjdzdddts kims-tfjydwdyt ' tjoe oo, Gk0kdLokstd 0oltholdLdtsso0khses
ChzdidyhSs2 ~ddidd NS-Prime.

9.2. tOLBOadsjiz* B.OLYO NS-Prime Mk jHizjls dhtfskALso0ks  bek4Cs
s isisilz Z0BEoedsRE f jihsiodl.

9.3. tOBOodsjz# BOLYO NS-Prime Hs@j&  ditfsELse0k v o
hsise jishisedd f) GOHEZ >0 j2 z0BLOLSESRS2 Hie0SsdCE2.

9.4. Mepbl 6€30aCHOCTH NPH UCTIOJIb30BAHUY U3/1EJIHU S

9.4.1. TOLBOO s ji* 5BteOLYO NS-Prime fisHjiexdls B3 0,1% OLHO d0lstsgfv.
Aied stfoHORdd © ¢k0LO, &0 Stz dizd tfted Mikzy02dsl tisscizols mo0hdd fizjHizjls
tftodiavist AChIste jdadz ™ j B jter, KOS COS tieszo0dd BistzA Ml Sidyjhisosd ofsHY,
tfted tzjsBRBHAGEMIS Mk JHEZ s BBtOIsdls i € oteOyk.

10. Topsimoxk ®W  ycjaoBUsi  yYTHIAM3AUMU  WJIH  YHUYTOKEHHS

MEAUIHNHCKOI'O nu3J1¢/JIns

10.1. vbdidLoyd™ t0LBOadls jizj? BEOLYO NS-Prime HBEM4ZO tsdLosHdlsw
o fseise jishisodd i) 403y 2.1.3684.

10.2. A tfesyjhf tesdLotHiised t0LBOadjizj? ©BEOLYO NS-Prime @
tfodds jvesistiv 9P jilse0, tOLzhoshdj sLshksor? s OkdshWitr, 0 s0SHj
1OBOa s ji# BEOLYO d&j fisHjeMdls 8jf jhlse, OLzhOEhdR sLthtor2 fis?2
OlsasMW jte .

10.3. "vte4], diszALz gt HEW fesdLotHiise0 wOLBOadIsjtzj? SBEeOLY0 NS-
Prime, d tOLBOodl jzd BBEOLYO NS-Prime &j wedweslsiw dhistsydkdSodd stfondra
dLilzyjed? d o Hjzjkd? ets jHE = 9P jhlse, LOGtWLEWE PR tCtezy 0B P izEs i jHEz.

10.4. A tfesygiid dintfszaLse0hdy d Zsdzdioydd t0L0adis jkj? sBteOLYy® NS-
Prime f) diyls j¢das MtetsSisez esHGBhis IssShdud ™ SlsnatHE ¢ SBteOLEZ jishw.
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10.5. tOLBOadis jizd BBEOLYO NS-Prime fsHjted{dls G jdJd 0,1% OLdHO d0lstsd™.
dLAH GOLted™ ds>Jls ofisiztfOls+ o tsjOSydts i) dsjHAE d tftedosHdls € Wistedidteso0ddt
LY oylls™~ OLdHtSe  djlsOtise o otHBHietosH]. Y JBBRSHJ®RE iz jHESo0k
HJ2MsozsPdd;  tie0odz0ds EisdzdLoydd syohgr - skatsHse. Med EsdidLoydd o
t0Csadilz, dre02ls] tlsatsHY BEE+ N di Cizdyjhisesd osHT.

10.6. JlsmtHY, sBEOLZEBPdjw o tfesyjing ditseiLse0kdy o ZsdezdLoydd
teOLBOodlsjtzj? BEOLYO NS-Prime, slushwisiw € CaOhz ¢S tfdHiBdBEsedyinSd
Sond " j SlsasHT @ (Sizohh a hisckonds e0kIdy 2.1.3684).

10.7. JBLOP jdj (hBBts, otsjkjdbtsj nkOkjhd), SBJILLOELOMo0G]] d/dkd
sBjLote X do0tdj d kteOdhtfttelsdieso0tkd]) BlatHEe, SBROLZENd-Y o sty
dhtsise0kdy d EZsdizdioydd toLBOadkiki? tBwOLY0 NS-Prime ) dhlsi¢hdds
MesCsds  eHERNs], HEEMEGY tfesosHdsMw o  fistlejshisodd 1 te0odzOkd,
HJ2Mselz= Pddsdf o MisteOdzd leddsjdddedW G0 dssasddals ZisdizdLoydd.

10.8. v B jLLOEO>Mdo0kd™ d/dud B jLotej>do0hkdy BRHESe HESZMdGT
ditfisiz1Lise0k v L0 jedhstedfetolllzrj o tA HjLd@wWdydiszshdy htsjHhised d
sBBstelzHisa0hd ) o fistisaishisodd ) dahistzéydwasd dts dn tedazjdduds.

10.9. JrsHY, skishwbdjnv € Crohhkz ¢StdHjddbisedynSd sonegr 4
SlsasHIe HBEEGY EisdidLdtstsa0lsiw yjtsju stec0hdLoydd, dijshd]j adyjeLds &0
Astsls odH HjWIs jizAdzshisd.

10.10y gHstfizhisdozs  difisz2Lse0kd ) teOLBOodlsjiv FIT NS-Prime Specimen
Diluent tfshzJ dflsjujddv fissSso n0hjadw.

11. MeTtoabl M YCJI0BHSA CTEPWIN3ALNHA

1OLBOa s ji+ ©BEOLYO NS-Prime woiwjishv  djfsjtedierd GiHydwnSdd:
qLHjtojs. esdLesHwsiv o Of jfsdyinCdR Zhksadwa.

12. TpancnopTupoBaHue

LYOCEE0LE 2 TOLBOadlji+4 ©BEEOLYO NS-Prime btcObntftelsdtelzEsls  of jdsd
odHOBd Cterlsrn  IsteOumtstelsiz = MisjHhise, Ctetsdz) B slOYzdo0 ji  ~ tish jSto
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nokBEjse d BisthSrets steddntistlso, o fstise jshisodd f) is0adiz0dd Hjts josLES
GlelzLse, Hj2MsolzEsFrddsd %0 HOGGEM odH  Iste0kntfstslsO.

LhdsadW bie0bhtfsteisdtsso0kd™ T tied s jktfjE0kiztsj (2-8) Au.

U0 telsdtesodkd]  ©0LBOadjkv  tBOLYO NS-Prime HISE| &t
shizh jhlsedwis+w o s jed3sCols j20jt0n SHESEOLSoRES fskiLtsa0kdY, fsH X0 dn
AEOHBAR JBJGs™, did o ISjtlsCnllsj2iit0n dhksettieobtses  Hedhkdiddy
OalstsazsdujiSd tfisHH jte> o0 jdss2 lsjdst jeOliztss? dizd o Oslstste jWisd> jteOlstste0rn
dintfistz Lisa0dd o3 Is jedzsdiHISOLBERS.

TOoLBOa s jiz* BEOLYO NS-Prime, btOkhtfstelsdictodkdrj ) oz jhd jd
Is 3t iteOlslztedz et to jX 30, Heddsjdeddd®s &g YisHiz j>0ks.

13. XpaHeHne U CPOK XpaHCHHUA ITOCJIC MMEPBOTO OTKPLITUA

13.1. XpaneHnue

U Y Jte0sizts0 ~te0d W te0LBOOls jJ&W SBOLYO NS-Prime ZCOLOHZO ¢0 s lsC
CotesBCd. MisOddls & jsisSteris2 0LBOadls ji+ 5BisOLYO NS-Prime tfied ZCOLOGES2 ¢O
UsdS jisCj CtesBSd ks st jts0lsizts j (2-8) Aut His diyls jujhsdw fistsSO RisOdhjddfv 0BIStE0.

MmOk jtzdj tOLBOadijiv ©BEOLYO NS-Prime HsiGts shizb jhsodvis+v o
~SEBHEAGY A CORjieOn  did o @ ABESHAEAGISOR,  tBjhtfjydeoshdn
te jcOd jlsdtelso0t Y2 Isidstf jeOlslzteiz ™2 e jXdds 1) J>JHEjods?  tejcdhisteOydy?
s Jo3tf jteOlskzte .

TOoBOa s jt  ©BEOLYO  NS-Prime, rwOkdohd2iw  f)  &Olzb jddjds
t6 J60ds Jzlsdtetso0tuset > dds0, feddsjkdidss d&J tfisHe > 0ks.

13.2. XpaHeHHe U CPOK XPaHEHUs MOCJIe MEPBOT0 OTKPbLITHS

sz shsCsriso Bte0dlsj e s jstie0lsizte j (2-8) AC

14. TapanTuiinble 00s13aTe/IbCTBA

14.1. MesdLotHdls iz c0Owsdielzjls Mstlse Jishisody teOLBOa IS jzv SBHOLYO NS-
Prime kfsOdsodz btk a3 Istejso0ddvds fisOkHOEsSe d HisSz®JasOydd tisdLasHdlsjaw
tfted MsBz=HJGdd ZhisedW ste0wntfstelsdisso0ddY, ~te0didkdY, 1Shiiz0s0ydd.
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14.2. wiesS coHESST f) HOST HiesdLoBHse0 (Hledtmsd™ TesHESYdd BlH s
Crstgistetsz™ SO jffse0 tfte jHtfiedisd-dLeslssad]s jd)

LW
500 Jdad

AesHESY W
1oLBOodls joz+ SBisOLYO 9
ZoCsoCy HEW  OdO0zdLOkSEEe
NS-Prime - FIT NS-Prime (2-8) °C 18 di3ghwyjo
Specimen Diluent (ARU NS-
Prime tOLBOads jiz+ BBtsOLYO)

e CBHBShisA

oS R0k jkdY woLBOodlsjiW sBiOLYO NS-Prime tfishiz fjtcotscts onCerlsdw -
18 Bdnyde.

14.3. YesdLosHdsjt  Gj  Ginds  skojsisojhushsd L0 COSER-kdBS
tfiodud et 2 2P jieB dizd fsets j>Hjddw, ov La0hEY j sokistel: o3 ditfskLso0dkd jd
t6OLBOa s j&2W 5Bi6OLYO NS-Prime.

14.4. MesdLosHdsjur &  Gdhds  slejshisejukshisd O COCS2-kdBS
tfiodudi et 2 2 jB did tsets j>Hjkdw, o7 Le0kh T | ditfsiz-Lse0%did tOLBOadls jaw
sBteOLYO NS-Prime tfsfytzj dils jyjddw ftesCO esHbshisd, ZSOLOGGEES GO0 OS]

15. KounrakTHas nHdpopmManus

A otstfleshodz SOy Mise® d3jHdydehSses dLHjedw ¢toOLBOadisjzt tBOLYO ©
ool HEZY 0k0zdLOkstese NS-Prime - FIT NS-Prime Specimen Diluent (ARU
NS-Prime tOLBOodlkjz+ tBOLY0)e, tetsdLotHiisod Alfresa Pharma Corporation,
Cctistdv, sBts0M oW tfts OHte jiiz:

Jehjhlsets ) cOkdyjkus?  skojkhisejhhkshsits LLL  chyte-
Rwrtwszade (JJJL coitJe-rusrturs=zade),

shindw, 196066, ¢. a0kSs-I jis jelztce, FBhCsoiCd2 tie., H.212

Ul +7 (812) 303-82-44

-mail: agros@agros-int.com

AsdLesHiises diddls htelsdwWdydtese0dbizEs fdhisJdz BidHM BJEs0 $0ydhiseo,
o Istsas ydidzg o yomisd tesdLosHiisa0 & jHdydunSses duHjkzdy ctOLsOadls jiz- sSBisOLYO
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9 zf0CaC ] HEZW 00kdLOBistso NS-Prime - FIT NS-Prime Specimen Diluent (ARU
NS-Prime tOLBOadls ji+ sBisOLYO)E.

A sHIs jieXHO jistw iz jHizEs P ddsd HsClza jdals0dzd:

e jtelsgwdSols Missise jisfisodw — MD 503784 (fslse jishiselzls 1S [ 13485:2016),
MtesS HJ2MsodW HEs 23.09.2021;

I JS&0teOydw s fstsise jishisodd Iedits>jddg 111 VDD 98/79/EC 5B LHjzdWn
HEW HAOEESHIsdSd © Z0BBLOSStsy Y A Ehtsodwa (in vitrs).

16. Cunmcok aurepatypsl

1. Nzgds CBOcO0 d Hi., deOolkjidj PJfilsd &BHIEI2 ShdBieuinCd
HEshszfdz - Oolstsdz0ldLdteso0dkd  m 0k0zdLOkEEs HEW didkzeksedyjhSEets
stfiejHjdjkdy hCerks? Cesod o SOk, rlzek0z BB dhhstldjdsor d
t6JO6 jdls0n Hw SezdhdyghSdr &0BkOtted? (Journal of Clinical Laboratory
Instruments and Reagents), 29(2), fists. 1217130, 2006 ¢. [CsEhCd2]

2. Chizrdtes  Js@fs d H&., TdsteshfiCsdodisd  ditziHso0dGdd
dosdsztsmdldudiSsets  kifsdese0hdy &0 MSterkkes  Clsod o COkJ  HEW
orwalz jidv Csiiste jCls0z-dises ©0S0, Clinica Chimica Acta, 411 fysts. 8027
805, 2010 6.

3. B¢ mBt sdi d Ht., Jyj&<o OabshOdLdbso0khtes Ok0kdLOkSEO
Hemo Techt NS-plus C15 HE&ZV tfiesojHjddw Isjfis0 &0 MSteriizts Cieso o
COkzg, rizteOk ZOBBLOLEEHRE? BJHAYdRT d Sdistesiw SOyjhised (Journal of
Laboratory Medicine and Quality Assurance), 32, fjste. 23771241, 2010 &.
[SBted2M5d2]

4. GHOOeH TGHJE d Hie.,, Jyj&SO mdhkj™ Hemo Techt NS-Plus HEW
dhtfskiLse0kdy o  tesSodrydories?  MStdhdieses?  Hiesct0dd
Ceiste JCSOkdtsets 180S0, sedidydnSow ads~ddidw (Clinical Biochemistry),
46(4-5), fists. 3651368, 2013 6.
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Ipunoxenune A

¢ 1. stomhdwdSoydedke " J hajHJedw g tedCOLz JdhLH00 tshidd tis
06.06.2012 €. — 4z, tfsqfSOLO JroftaLHts000 sefd] sls 25.09.2014 — 557¢;

¢ 1.1. AdH HdyddnSees dLHjddw o fistise jishisodd i) disdzjeSd0lkkzisdks2
SeOhhdWdSOydd? ddHdydunSdn dLHjed2:

160190 T AW Jtedz 2 t6OLBOadls jiz- SBisOLYSo rRAT,
OalssB0ldy NS dj/tstiz0oltiB0dyjnSdd hdhisji .

¢ 1.2. stomf sl jiydodrdsets edhCo tedddkbdy GiHdydenises duHjezdw o
htsslse Jishisodd iy dtsds jeCdz0llztedzs2 ConndWdSoydj? GiHdydahSdn dihdkd? T 20 (4.
9.6.2 tftedCOLO _JFdtzLHts000 tishiidd ls 06.06.2012 6. — 4d).

¢ 2. stH JsAr2 7 21.20.23.110 ¢t JOc jdsr HAOetBhisdyinsde.
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Ipusoxenue b

IS es0C0 fishis jadls e S LJ0SseSd GO AfSsd WL rS

alffesa NSPPrme

[ W 0t tases qBBEbsRdhayinSses kiflso (FIT)

Pasbasutenb ob6pasua B ynakoBKe anA aHanusaropos NS-
Prime — FIT NS-Prime Specimen Diluent (PUT NS-Prime
PasbaBuTenb o06pasya)

SOOI &2 dBisdsjts - 910874

1OLBOadls jiz+ 2 = 13 oz

ABHJ®E 9 sjyiddy 18 dsdfwyde f HOKY tiesdLotHbiso0
usEASE HEW HJOGESHsdS in vitro

rew tfeswihhdskoeweets Yeddudedw

Mi0dsclls* tftec] 2-8A A

il ChEIWLE jLO AOLEO S 2D de

18 BOCARHO? wisidsy, SOYIsO-clzts, s jW jClsized LTO%G0
709-4321, cfistig

MesqLosHdlsjz: Alfresa Pharma Corporation, 2-2-9
Kokumachi, Chuo-ku, Osaka 540-8575, Japan / ¢chizWie jLO
N0 sttetfists j2hdze, 2-2-9 stsClgokd, ust-Clz, JM0SO
540-8575, ctfszdw

JILcoatLe-rusrturszae

196066, _JshCsofCd? tfi., 212, 60nCl-I Ji jeBlztee, thihdw

LB it t jedlseoydshses ZHENsEs jijgd™: — tTL
2019/9063 ks 17.10.2019

RENSEEzCydW s Hedbdddddss: ifobt-fit.ru
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Pa3bsicHeHne rpapu4ecKux CUMBOJIOB

] u qLesssads ji-

Cs
T, H YOtelsdd

difsELE00k HE &

Is jdstf jteOlsiztedz 2 HAOYOLBEG (s +2 HE +8°)

< IJ

q
J

IVD G HYdBRSsj dLHjtdj HEw HJOcESSISd in vitro
(1o sBis0sfis i+ € qunistelzydd Uts gleddsididic
T | tfeddsdsyjdk 2 s jHisoads jt- o
oSt j2NCEa st jijso
rj st jts tfts COlOdseL
C € | douCdinsoso ur

s GS! [Beosds it € dqunsezSydd 1§
tedBddzdad =

>
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Ipniaoxenne B
witsis00 BJHAYdiNSCEes dLHedw GO 0dekd2mSsd WLy S

FIT NS-Prime Specimen Diluent

Diluent T2 T 13 ml
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WALt tronw A IN VITRO rfC dduv JIPuRrRY s L4 L
sdIRy sl AL AtcrdnRe AcFJU AR A sofc d
vIds st rfc e RY1Pv L) NS-PRIME AA0L T FIT HEMOGLOBIN

AAO0L (NRU QX JUI JArRy AA0L)

REAEZSYY U et jkidd
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1. HaumeHoBaHue MeIMIIMHCKOI0 M31€JIUA

WOdgikse0dkdj GjHdydenSaets duHikdy T ¢cyoBtte tjOcjdlste in vitro Hiw
OoalssB0ldyinSset Skdyinlse jdbses stitejH ik iddw 6 jdtettBdi0 o S0k o EoCsot |
HEW 00kdLOkstse NS-Prime AAO0L1 T FIT Hemoglobin AA0L (ARG | JBBetzsBd:
AAOQ1)e (HOZJJ T %0Btsts 6 jOcjdisso NS-Prime AAO0L; FIT Hemoglobin AAOL (ARU
cJdsselzsBdiz AAOL).

2. CBeIleHI/ISI 0 MPOM3BOANTEIC MEANIITMHCKOI'O U3CIUSA

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

d02ks: http://www.alfresa-pharma.co.jp/english/

(cPiWis jLO NOted30 ststetfists jRNde, 2-2-9 stsClzdz0isd, uvsts-Clz, SN0 540-
8575, Cctitszdw

UJk.: +81-6-6941-0300

NOGH: +81-6-6947-1548

d02ks: http://www.alfresa-pharma.co.jp/english/).

3. CaeneHus 0 pa3padoT4nKe U MecTe NMPOU3BOACTBA METUIIMHCKOTO
u3aeaus

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(sthBoRdw chizWis JLO AOtedz0 sttetfists j2N ke, 18 us0dridHOd, &YiB-kY, ZjLH
s0ylzlso, JLowes0 709-4321, Ctfsddw

Ujt.: +81-868-38-5341

NOCh: +81-868-38-5800).
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4. Cgenennsi 00 yoJTHOMOYEHHBIX MPEACTABUTEISIX IPOU3BOAUTEIIS
4.1. YnoaHomo4eHHBbIH npeacraBureb B EBponeiickom cooduecrse
Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570

Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(¢S dtecs Dtestfe, y dHtewOiHY, 40060, 2514 AP, Ieddh jhidete0nls,20.
uji.: + 3170 345 8570

NOGH: +31 70 346 7299

r -mail: Europe@emergogroup.com)

4.2. YNoJHOMOYeHHbIH NMpeJACTABUTE]b HA TeppuTopuu PO
JLLcoatfe-rusrturs=zade

v, 196066, 6. a0uCls-3 jis jeBlztss, JshCsonCd? ti., H.212
Uujt.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com.

5. Ha3znauenune MCAUIMUHCKOI'O u3aejangd, YCTAHOBJ/ICHHO€
IMPOU3BOIUTEC/IEM

5.1. Ha3HaueHue MeIUIMHCKOIO M3eJIHUSA

0BGt 6 jOc ks in  vitro HEW  OQabtd0kdyjnSees Sk jhise jhdksets
tstft JHjdzjldW 6 jietzsBdk0 8 S0k j o ZOCEaC | HEZW 0k0kdLOkEEse NS-Prime AAOL T
FIT Hemoglobin AA0L (ARU 4 i&seksBdl AA0L) tfiejHEOLEOY b HEY StftejH i jddw
CislryjdsteOyd? yJjitse jyjnSees 6jdseksedi0 o WjSokdwa )  dhtsd-Lse0dd jd
cPi0zdLOBie0 HAMCts jistisets Oalstsdz0ldLdtetsa0tuset ShdidynSs? ~dddd NS-Prime
¢P01 HEv Ssizdujhise jhdsets in vitro stftsjHjijidw d dshosstedhed Sadyjdistoyd?
0d0tcflsso © €Ok yjdsejS0e (HOkJ] s siShisz - pdokdLokte OolstholdLteso0dkdy 2
ChrdidyihSs? ~didd NS-Prime ¢¢01).
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5.2. TlpuHuuN AedcCTBUSI MeIUIMHCKOT0 U3/1eJTUs

OG22 digkeseteduintd? &ibtH Sodstdhdstdd d kztesdHdddstdd
CtsgHEREs ListRis0 e jHEOLGOY & HEY dLgitiddw stflsdyjnts? tasikdshisd tied
dLsJizdedd yodisO, ovLa0hukses OcEEEdBOydd? BJMHEZ SBRESqHE ¢ LisEsissd,
howOGrds ) Seskdyrdld YoudSesiowgrdd Odsdsjzokd ¢ cjdterssdtz d
Yo jyinSdd 6 jdsetsBdhs, o tejLizasols | tej0Sydd Odisde_jd-0disdls jis.

A tfesydiing tesntHibtd™ ©j0Sydd Ocezssdioydd stfisguihSow Hislsdishs
sCte0 jhdses teonisotsts0 stfiejHjzwjlshv GO0 HEdhk] oshd ™ 525 &k o HEtBkedsjdAdks
%O HEdhk] oskkr 660 GF. Rbteset] L&OYJGd] Stlsduihtt?  Hskdshsd
aripydisra0jisiiv dL eOLkdyr stlsdyjhSdn tuskhshisj? did ekt 40 shisonks2
Hizdizd otz (525 tB) d HstfskudlsJe2kE2 HEzdk) oty Y (660 w):

Abs. = Abs.(main)-Abs.(sub)

GHJ Abs. T stflsdy jhCow tfizsistishis-

Abs.(main) - stfisdyjhSow fizslshshis &0 shbsons? Hzdhkj oshd T

Abs.(sub) - stflsdynSow fizslsdshis+ G0 Hstshdkdls jz-dgis2 Hizdid oStk

main (Shisakow HEd®O otk ) = 525 Gk

sub (Histfisdddls jz1d0W HEdk0 osddk ) = 660 dd3

5.3. Tloka3zaHusi K NPUMEHEHHIO

08Bt t6j0cjhisso AAO0L i jHEOLGOY IR HEW dhfskALse0hdw hisoddhishs
GHOEdLOStsds OalssiOIsALAtetso0hdn 63 SedidunSs? ~didd NS-Prime AAOL tited in
vitro HJOGGEhISASJ:

— GJa3Btete0edyjiSdn MJizHEYGE-Cdh jud - LOBBE jo0dkd2;

— hCtedidze0 Siodsts SISOt disets 0SO.

Gh0tzdL SO0 1O Mterkizts Cetso+ ditfisdLizjlshw o COyiflse] Y jtcodydsets ks jiiso
HEY  HAOewshisdCd  Ceoskjujidy o  MJdkzHByns-Cohjubsds OS],
A0Sk jtedLizesh jesiw  tswodz jhdjfs MSterks? Cesod o SOk pOwGY2 il d&J
floJHEOLGOY .  HEW  hisOdseCd  COCHeB-kdBs  HAOeESLO, & o  fdkydj
oty dsji btets  tojLizas0s0 fdlzydls  YsCOLOBdji  HEW  GOtieOekjhdw &0
Histstkdsje e J sBhkjHEa0RdY ts GOLEOYJGdE otedy0-Isjie0t jolso, otedy0-~disizieco,
oteOYO-SitstfiesClstiisc0 dizd Hiskzetses tetWdldisets otsdyP.
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¢R0udL CO0k0 &0 MSterisizs Cletsor diytfsiLEZ jishv HEW oY Wodz jdkdW OLEdyd -
odHise  tosizsedd Gd>kdn BlHjEse  MjuzHBYGS-CAh juktes  b0Sk0 (rsuv),
~0te0Ck jtedLzEshdahw Cetotsis jujedwid. sttt S0t r2 ©0S wodw jisiiv hdtesCs
0N tftetshiste0t jihis? toktwsedi?, d o tshhiHdkd) HIMWsdeisdw o ddtsd Sisdsjyoisiw
vt jhzr 2 teshs LOBSEZjoOdEhisd Sttt jSS0Z R o5 1©0SEE. wisot jd3jdddd
G JIssHOMG ¢OBBieOEteds? HAOSEEN SIS Yolssised? M jeizHydks-Sdh Judisets ste0SIs0
WolWEsIsiiw 3 jIssH Y Stfte jH & jedW IsteObmW jtstedi0 d ¢ jdsselsBd®0 o C0kj. ¢aOkdL
COE0 GjsesBdl +  ISOEMWJbtedl Wedwjlkhw oSy jydwWdydk ' d HW
HAOeEshsdSd Ctesotlsjujkdy du ddXkdn d odtentdn SHiESe Msu. utotsji ik J
BlstsHT z0BBiOStRE2 HJOSEENisdSd tisLotiwesls od jHtsdls+ ietscte0dlz fiStdddlco
stfziwvydd &0 Sists jEs0d-d 2 ©0S.

5.4. IIpoTuBONOKAa3aHMsI, BO3MOKHbIE MO0O0UYHbIE BO3/1eiiCTBUS

ed 0BGl f) G0BGERd ©j0c kst AA0L etldostsCoLokd? d tsBBydk -
osLHJ2Misod2 dJ o Walz jis.

55. O6nactp npumenenus — SzdizdyinSov w0BsEOLSBEEOW HJOGHSHSHSO.
rev  teswiihdseoz gt fedljededy.  IesWinhds@oziar?  ktso jo-
sl jydon - ekLse0l jizj? Go0BGed tjoc jdiste in vitro HEZW OslssdzOsdyihSses
Cstzdydhise Jtuses stftsjHlehgdwY 6 jisesBdn0 o SOk o Z0StaC) HEZW 0k0kdLOLESo
NS-Prime AAO01 T FIT Hemoglobin AA0l1 (ARU jdscisedlz AAO0L): oty
ChdizdyinSs? ¢0Bkolsedis? HdOetSisdSd, hsktezHidS ChdidSs-Hdoetshisdyjhts?
OBBLOLEedd, tshjuhd? sBzyikd] bk OokttedLise0hhises i jHiisOadlsjdw
ftesdLotsHdls j&w.

5.6. Ilpeabiaymme Moau(PUKAIMUA MeTUIMHCKOTO U3/1eTUSA

CUOBBt tejOcjdsse in  vitro HEZW  Oelstd0ldyinStes  Sidyinise jhhsets
stftejHjd jkdw cjgselsedR0 o C0kj o ZffoStaC] HEW 0k0ZdLOLEEse NS-Prime - FIT
Hemoglobin NS-Prime (ARU JJdseisBdd NS-Prime)e (tu — 17w 2019/9050 fsls
17.10.2019) wodzw jlshw tfte jH " HEzF j2 BBHIWICOYj2 ¢ 0Bt 606 jdisse in vitro HEZW
Oalssg0lsdyifSsets Cskdy e jhbses stitejH ik iddw 6 jdtetsBdiz0 o S0k o LfoCsot |
HEW 00kdLOkEtese NS-Prime ¢¢p01 T FIT Hemoglobin ¢$p01 (AR | JBseisB}
dp01)e. ¢chrOkdLobtte HANSe sk 2 Oalssd0lsdLdteso0td 2 SedhdyudnSs? ~ddidd
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NS-Prime H&v CsEdyihejdgtes in vitro  stfiejHjejedy d  dGeidsstdded
ColydsteOyd?  0k0kdste o  BdsdsedugnSdm  MdHSBhswWR Ykt S0,
edizOHEZ > dEshiswdide (tu — TTw 2019/9014 sls 08.10.2019) Wi jistiw tfts jH Y HEzF j2
BEHAWASOYdJ? cPrOndLostd HAhSejstisets OolstsaolsdLdtsa0nusets Seddkdyhis?
~dsdd NS-Prime P01 HEv Sotdyihkejkéses in vitro stejHitjedy d
ddkdistedize0 SoiyddisttOyd? 0k0kdste o 0k yidse jS0e.

6. Texuumueckoe oONMCaHWe, MApaMeTpbl W  XaPAKTEPUCTHKH
MEJUIIUHCKOI'0 U3ae/,inda

6.1. Cocras Ha6opa pearentoB NS-Prime AAQL

cuoBtte o j0cjese in  vitro HEW OalsROkdyjnSaes  Cizdyhise jadksets
tstfte JHJ& jdzdW ¢ jdseizsBdhz0 o SOk o ool j HEW 0k0dzdLOktse NS-Prime ¢¢01 T
FIT Hemoglobin ¢$01 (ARU 4 jdssctsBdE pdpOl)e

FIT 4Jdcedsedi pdOL fsHjtexdls HOO Wi0SEH0 f te jOcjdissds 1 (11 k) o HeO
wz0SsH0 606 julssds 2 (5 ).

FIT 4 Jdcetsediz pdO1 fsHjtexdls tejoe jdls™ HEW tfisse jHJddw 250 ks jiste.

6.2. CbIpbe U MaTepHaJIbl KOMIOHEHTOB Hadopa pearenta NS-Prime
AA01

FIT Hemoglobin NS-Prime ¢¢$01 (ART cjgssedsadd ¢pPp01) (SOk. disdjte
912240) 1 Wz0Sst 106 jdis0 1 fsHjtexdls 150 gt/ MES BEW jte0 d B3idkid 0,1%
OLHO GOstedw; 1 WzOCHh T jOcjdls0 2 fsHjedls 4,8 &bt/ TES BEW 0, & jdid
0,1% OLdHO &Oltedfw, 0,03% BY Y/ jet Mroserltybses 0k-BEdR0 d 267 GSd/dE
CbdsdHEEes  Listsko, MewLokdkses f  OdsdujdsejuihSdid  tistdShskoddrdd
Odlsdls jzOdid S 6 jdssetzsBddlz, © SHERM WkOSEE:] e j0cjdis0 1 fisHjtexjdishw 11 dk, o
SHEE Wi0SEER] 606 jdis0 2 fisH e dlshw 5 d3.

6.3. TexHuYeckHne XapaKTePUCTUKHU

108ydd ROLOSkitedhisdSd teklzyjer ted dhfseLse0kdd ¢uozdLOksEO
OalssBOlsdLdtesa0dkhses SediduinSts? ~didd NS-Prime.

6.3.1. AHanTuTH4YecKHe padoyue XapaKTepUCTHKHU

6.3.1.1. o jydLofstaishist s jLizas0lkse BWHO dLdijisjid?: n = 5, CV O
15%
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6.3.12. R Wi jdydw

v sttejHiededw Zissod? dabsjtewiteddydd Brad tissoHikr difkzjHso0dkdw.
vtesakd dusjieWjtejbydd T © HJOYOLshj 90-110% o LOadhddshisd sis
s oW Jtecftelzs Profm o3P jfse tfed Mz jHzE=Pdn CdyjdisteOydwe:

Rl jteW jtedtslz=F j j 9 P jlsots S5ty JeistsOydw
St =edteso0hke 2 o Skl Sedtso0dke 2 0-20 000 t6/cz
BJtdtelzBdt

¢hCsteBddso0w Cdhisiso 0-100 000 dz6/cikz
A5 CEL0 0-100 000 6/
Ay fressissyd 2 0 Blzddd 0-100 000 dz6/c3kz
1 jtesChdHOLO 0-100 000 dz6/c3z
A W0ls BOtsdw 0-1 000 000 dzc/d3kz

Stetsh-te jOCkdodshis+ tej0cjdiste f) ¢jdsesBditd 0Lk~ adHEse Mdotsishkra
(BT YA, Modt™ds, &sPOHER Y5, Sodudds, sy dds d Stetstzefytdds) fishisOodzo de> 4
tftcJH 0 SBHOBIZY JadW.

6.3.1.3. Sttste jzwvydw

1) i-FOBT Hemoglobin NS-Plus

Rz jHBe0d%dj FIT Hemoglobin ¢$01 (ART ¢jisetzsedl ¢pdp01) hsdaddizd f
i-FOBT jdsctzsBdz NS-Plus &0 117 tBOLY0R. IesojHjt O0GOddL dddj2es2
tejetedhidd d tiskzyider fHiziHzshd] tjukzzsosr:

X: i-FOBT 4Jdssetzsedlz NS-Plus

y: FIT 4JBseksBdh:

r=0,997

y=1,00x-9,1

2) _J0k jShd0w Ocedz=lsddz0ydw

Rz JjHBe0%d] FIT Hemoglobin ¢¢$01 (ART ¢ jiaetzsedl ¢pd01) hsdadkdid f
@Ok jChds? Occk=kdkoydj? &0 113 BtOLYOR. Moo jHjdk O0&0kdL dkddj20kE2
tejetednindd d tistizydd " hzjHz=hd] tjukzzsoksy:

X: oW jte jaalstz 2 B lssH (&0l jShdz0w OcezEslsdi0ydw)

y: FIT jdsscised
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r=0,991
y=0,914x-3,2

3) FIT g jsscessdl NS-Prime

Rk jHE006dj FIT Hemoglobin ¢$01 (ART ¢ jdsetzsBdl ¢pd01) hisOaddid f
FIT jjdsesedez NS-Prime &0 100 tBteOLYOn. MesojHYd 0wOkdL dddj2ds2
tejetednindd d tstzyidr fizjHz=hdj bz sy

X: FIT 4Jdsetsedi NS-Prime

y: FIT 4Jdsetsediz AAOL

r=0,995

y=0,98x-4,1

6.3.1.4.  Rusjio0t Lt jdd™

rdoyoLsd difiz jHso0ddw:

1) A jtentzd? tfiejHjd

1200 &e/dyk (ASodoldjdists 240 &S6 yjdsojyjnSees 4 jBteusedR0 &0 1 ¢
COk0).

2)WI®d? tfejH i

Jdidls Sseduhisejhdpsets stiedHedady: 50 de/dik (1Sododkjuists 4 ®&se
UJse junCset 4 jhsetzsBdiz0 &0 1 ¢ COk0).

fobdls SBEOEBAY: 20 deldk (ASodeOw ikt 4 ®&SE yjkse jujncses
6315  dhotdsdyincom yretsads jtdshs*

TOLGAYO 8 jtrdudir didsjdjkd” ssdujnSs tisstashisd fod Sy j@Eseoydhy
¢jssetsaa0 0 o 100 die/d fshisted jis 0,05 did o7 hj.

6.3.16.  duOLdsdyinSow ydWoydshs’

ot juWaushls  6j0cjas0 ded didjbjedd SobbEsiiGses SBEOLYO f
qLojifstis? Bl Bseoydi2 HEDHO Brl' o HijHjt0n 100N15% 6ls dLojfsis?
Cistpy jdristeOydd|
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6.3.1.7. AshtftesdLosHdashis edizlsted 00zdLo: CV 10% did d3jdd .

*ediJuondy: SOudBtesosy@Ow WaSydw & wedwjkshw ¢d ddik2%s?, ¢d
SteOumWistedelzjdizs? o  edij2akz=  Loedhdlehis+, sz  0k0ddisdydnsow
Uzefsodisje+ushis+ LOHORO o odHJ ©OLEdyr ojedyd®™ diidujed™ stisdydhSs?
faslseshisd ted SekyjustOydva 6jdsetseddO 0 d 100 de/dt (~0t0SkjtedLizls zeBd
ZOCwsK0 COkdBLSaBYEE? Sedots?).

6.3.2. buosorudyeckue pedepeHTHbIE HHTEPBAJIbI

K iwjg 100 de/d (20 izSe/e C0x0).

tedB 0k roddsd Leoyidkd] Wedw jishw of) et ddh+ sCOLOIs jd2drd d
d3531Jis BlsizyOlsiw sls Hislzed- BYzBdSEo0%G ~ L0y jid? o hewrLd i) tOLkdudWdd
ez v jdi3 v - B3 JISSHAS d dizJHEZ JBS6ts GO JeidkdY. SOMHE2 z0BBEoksEdd
t6 JSB®BjhHEZ jIshwW ZihisOtz0atdo0is+ hotsd hsBihiso jdd Y j te W jte jdish Y j s jeo0dr.

6.3.3. MeTpoJiornyeckas npocjie;KuBaeMocTh

1G0yJhdw Sdyddstoydd yjdsejuinSses cjdserseded o SOzdBkOLEte) o
Colzlsteszisdy 3O ed0tz teshiz Mk € BidHzEOSHESKE fisOgHOEszZ Eurotrol
ICSH HiCN Standard, 0lsls jiistso0tas6l 6 josetisBdiydohdHt 6 diissHEsd.
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MATEPHAT

FAFPEITIEHWE KA THEPOBOTHOT O

JHATEHHA

MPOLTETYPA

PABOTII
HHCTPYMERT

CH T'emepame=oi

a) Ompeseseswe axemmmz

KOEDEDEEIHE 00 MEpAM K

¢} [lepeaTssat xanmbpaTop

crazzapr ICSH HalCN

b Ipomemypa DepPEETHOND ITATOEEOTD

MR

Cos. mytimmeamen Mexoymapessoro cozema oo
CTAESAPTIGACER ressaToaoran (10 5H)

) BropeEsnt xanebpaTop
FPHETPOIETE TeT0Ea%a

d) [Tpooeaypa ETOPETHOTG ITATOHEOTS
EIMEpeEHE: METOT TEANMEeTTaMorTo0Esa;

CLST H15-43

<

-g} Pabowsil samsbpatop

HEMOTOBHTENE

METPOJONMYECEAS TTPOCTERXHBAEMOCT B

) Brbpas=as oDpoEIsoIETREM ODOTRIYPA
HEEMEDEEET

h) [Ipomervpa DOCTOSHEOID HIMEDEHEES
IPORIEOIETENE

1} KanepaTop mpogyeTa 2

KOHTPOIE OPOEIB0IHTETE

1) CTaEIapT=as OpousaTypa EIMepesEms
EOERTEOIC DOMEI0EATELE

Crammapreest obpazen

7.
7.1
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BECaM

Peaymsrar

Tun ananusupyemoro oopasua
CoOop oOpa3uoB OMoMaTepuaJia

rev  tesojHjedy  duigdiejud?  dhtseiLzeskhw  seteOLyr  $0z0 yJdse <o,
Cilstster J  MsBdwO=kw Y jydoddrdy Zhses2misosd T Swsj2e sty HEW 1BEte0
BSBEOLYO HEW  StficjHJzjldw  Soiyjdistoydd cjdiseusedezd o SOk yJdse So.
Sl j20% e e jHnsOewwW jis s JiGshis+ ewdskzest ks Wistels ™, otlzisted SEisttss?
0Ntk YiesaiklsBEier 2 LskH (I534yso), fedCeitfzider?2 ¢ CerhCj. o
syl tieseasiBitREes LsBHO diddshv  tedWizdkd]. JBOLy* BdEd0lsjed0izo
hsBtsO=ishv o COBOeSd LSBHO, SBEOLSa0GERY J tedWizdhdids, tizsjd tesojHjudw dis
COdlz, tftejHiisOotjdbtilz HEW 0GOZdLO. 8kH i) BBEOLYSE BAB®GOLBd0k0 (HOE]J
sBtOLjY ) tisdsiPojlsiw o Cistetflzh Cisdls 200, St tuslkis LOCE 90 jishw
LOadlryde0sh 2w ClerhCis). sOXHY2 Csdlsj2ddte MisHjteddls 1,9 dstz te0hsetstsO,
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ArxxpessronamsEas TabopaTopEs
ITATOEELD HIMEDEHTH C0
IITATEREIM HECTRYMERTOM

Hitacha U-3800H,
DapMATesTHTLCEAS EOPIOPATHE

whmedpeaan

Hitacls 7180, dapmanesTarTecsas
xopmopamEs «ATsdipezas

Hitacls 7180, dapmanesarsecsas
Eopmopamed «ATsdpezas 18
EamEoparopa B NS-Prome AAQ]
InE EOETPOTE

H5-Prime AA(Q]



Cilstste ™2 tfie jHiisOadv jis fisBs2 eBkizBlzE HfesLicOydlzts MdHEEMA, IisH X0k 30
Bhisz/z MES BRWJO, 8,0 e/l ~ustedhstes @Ostedw, 0,15% BYytjets
frosesissysses 0w+ Bzidw0 d Blidd 0,1% OLdHO GOlstsdw.

7.2. XpaHeHue oOpa3una ouomMarepuasia

uBEOGET2 BBLOLJYy ¢ HEEJE ~e0hdsiv o asEsHdEzAGdS) — td
sJastf JteOlsizte ) (2-8) &t HES Isjm tfists, USSO Gz BRzHJlS YietsoHb Sihisdtesaddd. rhkd
LOHJte €0 Is jhisdtetso0tdw fz0ddftelzjishw yitejr 6 d BSEJ HEJ2, IS5 BBEGOLJY ¢ HEEY &
0w - ied IsjdstfitOizte] gddlzy 20 °w dizd &dMJ. FESEECEosEY |
LOGste0> fo0hdW/tOLdste0> do0kdY tBEOLYO ¢ & HiSHEZNCOEIshw.

ed tftetsoHiddd 0&0EdLO MizgHizils Zydis* o0+ fisOBdizAdishist ylkse JuihSEes
CJBBedsBR0 0 BEZW jts ] Stls j2djte0 HEW MBS0 SBOLYES.

Ri~BHESJ vijzsedW ~teOdjhdW o Sl j2d jte j/shisOlstyds j

MiSH e 0dzdJ Csizdyfisets, %

IsteOdziW jteteddz0 AJ BB

o sBtsOLY ] P, - 40 °d 7 °d 25 °u 37 °d

e/ 33 Hagv 33 Hag" 14 Hizj2 7 HizJ2
1 2 3 4 5
50 >90 > 90 > 90 > 90
169 > 90 > 90 > 90 > 70
266 >90 >90 >70 > 50*
50 >90 >90 >90 >90

* [MisOsylsd  Sokdydhsets 6 jdsseisedR0  NsCeosdesht &0 50-70%, S
Lz SO BY zd Yswsydlsjizdr 4 (Ystesetsot] La0yjhdd 100 we/dE).

Aitejr o Hindid 00kdLO sPOkjeidgs ofystwntdisd Swisj2d e, yssBT
sBOLJY COLO BlsH jedinw s COR0osE LekHO, d ovHitexdlsj Jjots ted SBdidk0kdks2
IsostfJteOlslzte j d2j BB jddd 30 d3cidaizis.
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8. Tpedyemoe 00opynoBaHMe, MATEPHAJILI M PEATeHTHI

8.1 rav Ssedudhsejhases stejHjejadw 6jdselsedi0 0 GiOzdLOkSE )
Oabsdz0isdLdteso0hkdsg  Cudhduints? ~didd NS-Prime AAO0L ¢ jsBRSHABY
nizdnz=hdj odH™ sBitIzHEa0RdY, BOsJtedOtse d 06 juisse:

- Qi0EdLOkt HAMStE jist 2 Oolssdz0ldLdteso0tn 2 Shdkdyints? Adedd
NS-Prime AAO01 HEV Stidyjhsejidses in vitro stficjHjijedy d &okdlkstdieo
CisdryJdaiste0yd2 0z0disse o COkzj ks jSO;

- Sl j20% e HEZW MBBisO BBIOLYSO SO0 HEW Ok0kdLOLGEse NS-Prime d
NS-Prime AAO1 T Specimen Collection Container A;

- iesBdteCO HEW sBOLYSO (SBIjR 1,8 dk HEW OelstsdolsdyjhSdn
0d0tdLOkBtetse Hitachi (T 716-0425) [tu — Aw) 2009/05517 tsls 19.08.2015, fitesE
HJ2MisodW - B hitetsyds. IesdLetsHdls ji+ DELTALAB S.L., RijfOzd"];

— ASESHAEA GBS, HHHjieYdo0s P d? s jostf jiokizil Sis 2 His 8 Au;

- SHESCOROEAGY ] tistiz0oksiobdynSdl HBLOLGEE  Ydtfiktyk g
HitjBiek e ded WdthdeseOktds sBIjdsd fis fdiedrdd @GOSsRiyedcosd,
fsLesiveshd] tlediOl+ B jd3r MdHSBMsj2 BIs 10 HES 200 BSE, Obls jhsto0dkd | tis
LGOYjkdE MieiHdj2 HELY  MasHAGEhs] teiLlzasOkte, et jhdshise dLideiddw
Cilstste ™ HESEX G0 BY 5 & BBSEZjj 3%;

— Yy JisSd ¢OBLOSSLEG Y J fisjSEVikG Y J;

—  0BBE tejOcjdsse in vitro HEW OeltgolbduinStes Ciduihise jahkses
stfte JHJE jtdw 6 josisctsBdh0 o SOtz o Zf0Stal ] HEW 0kOkdLOLEttso NS-Prime AAOL T
FIT Hemoglobin NS-Prime AAOL (ARU JJdsetzsBdl NS-Prime AA0L);

— OBt 6j0cjdkte HEW SOZdBlesoCd CobkyjdistOydd cidsersBdR0 o
ool HEZW 0k0kdLokstse NS-Prime d NS-Prime AAOL T FIT Hemoglobin NS-
Prime Calibrator (ARU g dsewsBddz NS-Prime C0zdBi0lssts);

— 08Bt Stk ]? Sohkyjditoydd ¢idsedsBdR0 o/dkd todhw jistedi0 o
ool HEW 0Rz0kdLOkEEse NS-Prime d NS-Prime AAOL T FIT NS-Prime Control
(ARU NS-Prime stlstesi);

— 1oLBOa s jizd sBteOLYO © 0SS HEZW 0k0kdLOkStese NS-Prime AAOL T
FIT AAO01 Specimen Diluent (ARu AAO0L t0LBOadIs jtzd 5BtOLYO);
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— 10hkotste HEZW tfesdo0dkd™ ¢ o Ef0Stosj HEW 0k0kdLOLSse NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (sszra0shd? ts0nlotts §);

— 08Bt SHEGEOLE - 6 j0Sydista -~ S jls fj 8 Wy j20sd AA0L / AAODL
8-cell Reaction Cuvette;

— HAMsdddteso0dkez0W/H jdshkdLdto0dkd0w osHO.

9. IIpoBenenue anaausa

1Lz 0T 0k0kdLse, sty jkdkrj i Yadhish1s ¢y 08Bt tsjOcjdkisse in vitro
HEW  Oolssdz0lsdudnSets  Sstdyihojddites stejHjejddy 6 jdsezsBda0 o COkj o
ool HEZW 0k0zdLOkskse NS-Prime AAOL T FIT Hemoglobin AAOL1 (ARU
AJBseksedl: AA0L)E, SOC d ¢BB?2 HJOeHSHisduJnSs? &isHIS, HBEMET
duzls Jtetfte jlsdtstso0ls1iw o fisyilsOdzdd ) Sohlte jlsis? SedddynSs? Coelsdis? d ¢=BE2
Hilzes2 dhwWisteds0ydj2, dLojhisis? ottOykz.

9.1. IloaroroBkKa peareHTOB M OMoMAaTepUasia

9.1.1. IloaroToBka o6pa3ua A

JBte0Lyr COk0, tfic jHEOLGOY Rk § HEY 0%0kdLO, MisBdieOEishw o I jydod1d*2
Cotls j2djts, COC ZCOLOGE o ddhstelzCydd ts tted®jbjkds HEW csbllsj2dbjter HEw
MBste SBEeOLYSo SO0 HEW 0k0zdLOktstse NS-Prime d NS-Prime AAOL T Specimen
Collection Container Aé. g jBsetzsedlk MisOBdizjt o BRW jioj Cisdls 200 HEW MBSO
BiOLY0 A o kjydwdd 7 HBJ2 ted 2-8 dizd 3 H@J2 ted kjBY ozt
Sz 0= §2 fiejHr (18-25 °C). ujf & dsdidd, OkOLdL fikzjHizjls dsdLosHdiss COS
GG BYisted, BSOS SOC MsOBdzAdGEhis 6jgsetsBdR0 GOtewgzs Loadidls fis
shisswldw COz0. vid ovhyj CsdyjdisteOydy cjgserssdRzo, kj BYstld SHO
lzdg jae-t Pr fisy .

9.1.2. r&v difkzjHse0dkdv & jsBrtHd®E Hedesiksadis tsjOSydsher 2 tonketsts,
mshisswhd2 dL 12 &CE YsHesssod jddsets te0hsostsd sBtsOLY0 ¢, 100 3SE tej0cjdiso 1
(ub R1) d 40 &St 6 j0cjds0 2 (Wb R2). 1j0Sydohkzys hdjh! tfitejdjhdeosls o
deSkedislztsls tfied 37 °" o bjyjdkdj 6,8 ddh., st GiSBRSHA®RE HEW orfisCs?
t JOSy st Mtfishiseashisd Odwlsde ke d Odisdls .
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9.1.3. IloaroToBKa peareHTOB /IJIsl ONpeieseHNsi FeMOorI00MHa

At jH SOMHY a3 ditfskALse0ndids fisHjeXdds) We0Ssk0 f) FIT Hemoglobin
AA0L (AR cjassetzsedlz AA0L) POk jeks tjtjdiNdeojishw, 50€ COS yomisdyr
CousdHBEEE LBEEISO dielzls fied ~e0nikdd o yoHOk+ o ShOHES. A dLBiX0dkdd
sBieOLBOOGAY tzLricaCise  otLHEZAO ki dednd) hijHizjls shizh jhisodwis-,
BJHEJGES e jostoydodW HalzaCOd el 2 Wiz0SEd o) fisHitexddrd, s0¢ COS tied
tfswolz jhdd tlzLrieiCse osLHzRO HOydS 0dk0dzdLOkst fydisre0jls dbjtte0adi1dr2
sBIJf d ZHOEWjls HolzaCOB el 2 Wz0Ssh dL hdilsjisr. IzLric2Cd osLHEZR0 tf jiciH
sjds, COC ditfsizLso0k? HalzRCOM etz 2 Wik0CEd, &JBrtHAMGE ZHOGS i g1
Yy jisCd ¢OBMSLOSEHRS2.

Ishizj ofSterisdw LfoSseSd, FIT Hemoglobin AAO0L (ARU 6 jdsscisBdd
AA0L) BsXEs nts0ddis+ o Isjydkd ] sHESEs Gilvyo tfied skt jtokize j (2-8) °4.

ARG GjlgscusBdl  NS-Prime  COzdBteOltts  Hiojfisd  HE  Cdid0lsiis2
sjdstf jteOlsizte™. sOkdBLOLEE EdsWddLdtto0ker2 othhisOk0oddodjshv 1,0 dk
teOnsostedisjiw COLdBLOLSEO. Ishk] ofSrisdy d othhisOksokjedy f tsdshas
teOnsostedis j&w COkJBEOLSEO, et Mk jHizjls ditsdLse0ls! d&jL0d jHkdls jzds.

9.2. IlpoBeaeHue aHaiM3a ¢  HCHOJb30BaHHEM  AHaJIM3aTOpa
aBTOMATH3HPOBAaHHOTO KiauHn4eckoii xumuu NS-Prime AAO1

IsHEsBEOW (fsh0cse0w) dehktizCydw ts dhtfskiLse0tds ¢hd0zdLOksE0
HOMSte jlstsets  OalshOdLdtsa0khses ChdiduinSs? ~dldd NS-Prime AAO0L HEw
Coizdy jflse jhtisets in vitro stfis jH it jbdw d dBshbdssedbe0 Sty jdistoyd? 0Goddiste o
Cokzj yjisejsoe d tesojHikds 0k0kdLO dLitsyj&0 o tlCsotHhkej Yt LEo0lk jdw,
ol yYow  tfistewHsS  te0BBYdm  feyjHlzts, bt Bse0hdw  ts B jLstfOhdGshisd,
tftcjrlztfte jppHOEB (] fiddek ™ d &0k j2¢d.

roGerj, tistzyjbtrj o tesyihhg dhftzjHso0dkdw, slstae0M0Eshv G0 1Ste0d |
GEOEdLOSE0 o te jOzAdkE ot i3 jkd. RHIGSIWACOYdhE: ™2 dsdjts sBtOLY0 (Sample
ID) stfte jH jdzv jishw tfis Distedn-SsHEZ SBtsOLYO.

eslssCistz L jtsjdadw (Measurement protocol) fisHjte>{dls HOGG T j stflsdyjhSs2
izskeahisd Hb(A), Tf(A) Hew sBteOLYO, difikiHse0kd]j SBibissets o fshdw jishv did
LO9 jte jazs.
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dolsswOsduintd stfejujevlshy LeOyJRdd StkydéstOydd (Concentration,
average concentration), wOniydsOkdsj s COzdBhsotyks? Stedos?, tOLdshis
stfisdynGdn fisikdshisi? (Absorbance difference, average absorbance difference) d
Gislstso 2 tg jLizdz4Is0s (Result).

stsakds jzids  PphokdLoktte WdShdtelzils shisdeh jjiw ot jdw, HOlsz
dLasdtedascy, SEAWWAYdJdls OLBOaZ B, disdijte w0 tejocjdiste, Csaoyhisots
sobtstesa, HOEZ d otejdw MSLHOGAW COzdBEBaBYRE?2 Stedots?, Isjoistfjloklzielz odlzisted
BeHEZEY 6 j0Sydhkhses fisskzdSo,  SsAWWAydjdsrT  e0kdOldodshisd (%)
Cisdy jdeisteOydd d stflsdy inSs? Hussdshisd d His.

N5z HEW 60hyJs0 dLdJdddad™ stisoudnSs? fasisdeishisd:

Abs = (Am1 T Asl) T (Am2- As2), GHJ:

Aml T stfisdyihSow fuskhshst tied shhsods? HEdk) ottdr o ksySd
dLegJtejddw 1;

Asl T stfisdyjhSow tfizslskshist ted Hstshdkdl jz ' Gs2 HEdk) ottdr o ksySy
dregdtejdzdw 1;

Am2 T stsduihCow Yiskeshst ted sheseds? HEdh) ottdr o ksySd
dLezJtejddw 2;

As2 T stfisdyjhSow tfizslsashist ted Hstshddls jzGs? HEdh) ottkr o ksySy
dLateddec 2.

Jidsod0w Hizdk0 ofstd:™ T 540 dds;

I ststzddls Jz-4&0v Hezdk0 ostdY T 660 d&d.

uisylo drdztejdzdv 1 1 0,2 3ddalzisr;

usySo dLadtejddy 2 T 6,8 d3dalzls.

rev stfiejHjzjedy Csdyjdstoydd yidsejyuihtses 6jdselsBdd0 o teohkosts ]
sBeOLY0 diptfisiziLizjlshv COzdBlesotyhOw Cledodw, HEW tfshistes jidwy Colstiss? o ifists
teOMisotstsd sBtsOLYO tfteddsjdav jisiiv ARG 4 jdsseisBdlz NS-Prime COkdBts0kstste.

rév stflsdkot¢s? ©ostkr ofj tojed“ekrj HotyjHizter GJsBRSHANRS
fiesosHdls  MscEOnds  tlzCotHhsolz € GuOzdLOkstlz — Oolth0kdLdtto0dkdksw;E2
ChrdidynSs? ~ddidd NS-Prime AAOL.
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9.3. Ilpoueaypa KOHTpoOJIsI

TJSBdBjdHE jishw, ystBY  COMHOW  ¢0BGEOLEtedY  fshistWhkhks  dhtfst- Lso0i0
GO JtedO " Sdisteszy SOy hise0, S0Sdy $O0¢ FIT NS-Prime Control (ARU NS-Prime
stlbtest) d  EZhs0k0ekde00 fetsd fsBhisojhdrj Sobstesiikrj ssodd.
Juscaizetonjor CobGistrid HEEMEY sinsdeso0sHiw tfied COMHEBE ydSe) OBy .
VEOYJhdY yidzsejyjnSees 6jdsetsBdi0, Ystizyihkr i HEw GokjtdOtse Chdistisey
COyjhise0, @& HEEGT GhsesCEokhs orasHAls! L0  Chdbtd by  esodd,
Ehis0ksotjkk | o COMHE2 t0BBROLEedd. kd Leoyjedy Sodistst ¢ jsHEESE0lsdkS
oY asHWS LO IZhsOdisolz jidkj HAOYOLSE: Y, Ik HEjls tietsejtedisH, t0BBIOJI ¢d tedBists
ZOHE MO dd sBteOLESd dizd tistso fisd tisolsstediizts COkdBlsoSL.

AsHEesBG Y J feydHlzer gt tesojujhds Sdisteiszy COuinised o SOzdBlsas
GORBHWSHY o tekzCsorHisej YdLsokjzy  PhOkdLOLLEd OolkshokdLdbto0nkRets
CrdidyjhSs? ~ddidd NS-Prime AAOL.

9.4. BbluucjaeHus pe3yJbTaTOB HCCI€10BAHUS

1EOyjdw  tsCOLOjkj?  sBEOLYse  orfjydsredskiw  0h0ddLOkstetsds
Oalsdz0isduihSdds Skdidynts? ndisdd NS-Prime AAOL.

9.5. HHrepnperanusi pe3yJbTaTOB

AIstesesos] LGOYJRd), Pttt dhtfstALzigs) o Ccttedd HEZv Gohhsetsets
hSteddzdfdzc0, hshisOadv jis:

- HEW 6 jdsiselzsBdd0 T 100 dGe/dstz (ACado0d jdistks 20 &6 yidse jyjhSaets
GJdsselzsBd®0 (0 1 6 COk0).

Ited ovwokzjkdd LEOYJBAR? yjdejujhStes cjdseisBdR0 o SO0zj ovhy
PCOLOGESEE  fistkiesotets LaOyjkdy  hizPdhisekzjls o jteswisdshist  d&0dzdydw
Chstzsts jCIsOtisets 150S0.

edBju0hdi: roded LaOyjkdy worwesshw of)jes ddh+ isCoL0lkje1dkr&d d
dselzls slszdyllsHw s Hiszedn SzBRdSso0GH ~ LEOYJBd? o fowid f) tOLkzdudwad
edBjivigra BJsHdS d  dhikjHizidses  GOhjzjkdvy. SOMHE2  ¢0BSLOLSEdd
te jSBd3 jlzHiz ISt IzhisOdz00tzdo0is+ fetsj fisehise jdbts | titesesotj Lioy jdkdy.
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10. OrpanuyeHusi NpU NpouUeAypPe UCCIeTOBAHUS

10.1. RLBjRjhdw odjhdjcs odHO, KOS COC tfsdlzbkikdi d OctsjeOydw
=Btes L SoBUsklésO0 @OBSKO tjocjkiste AAO0L weapweslshw HedLd0Std dn
oL B2 isteyd. v Sodnkze2s0ydd howsdis i+ ) A0 dds & ihisd rd3 Hd jtetscs.

10.2. vhokjids fjejgiNded2s] WkoSshr f tejOcjds0kd 1 d 2 tfitedH
COMHY g dhtfsiLso0hd jds, tebtdlz st yohisdyr SohdsdHbses LsEsk0  deelkzs
o fOHO o BMOHEBS ofs ots jJBW rtsOd: jddw.

10.3. @V HJOckshisduinSdn yiki? teiLizdlsoisr, Yty jddrj tfied SOMHENR
difizjHse0hdd, HEEBY ofjeHO dhtfsiLselis v o SshedROydd i SediadyjnSddhd
dhhjHse0dkdwdd, djHdydinSs? dhissted 2 §oyddiso o Hiskzeddd HOdGE ™ did.

10.4. 3 JBrBHAMGE Misteses MsBZEHOL & jlssHAY NS 260L0dkdw, K0S SO
=B LB jBihd] Bl gedojnisd ¢ dLd ik jdkdss e jLizdIs0is0.

10.5. Rijtfsk1Ls00kd] ¢0BGEO 606 juste AAOL, toh~BHEY » GOLjld0kse o
LOYOMdG = YOMisj2, sidue = B tesHzCydd, tthsOodwjds? OolsttedLisa0dd d
HAMisted[B4 515 jtotsds, d3syjls tedfodhisd § tisdizy jhdts G jlssydn b jLizz2s0ksse.

10.6. mic0kdls? 0BBte t5jOcjdisso AAO0L & jsBrtHAME o fsisejkshisodd f
FCOLOGEY dsd B0 AsdClsCy Ehmusodwisd nteOdjddwy.  jHisyizhisdds dhtfseALse0hd
z0B1ste0 tejOGjdzlstso AAOL sz dfyls jyjded™ fietsCiso ntsOd jdadw.

10.7. rav dhhizjHso0ndw ditse-Liz?is) flod>d2 SOd.

10.8. rOd&r?2 kjhls &j HEEXj& YsosHSANW HEW 0G0kdLO BBEOLYBe SO0,
oLV - Iz 0yd jazistse f) dsjdmistelzOydj2 dizd 6 jdststetets jo3.

11. Mepbl MJIA CHUKCHUSA PHUCKOB IOJYYCHHUA JI0KHOIIOJOKUTEIbHBIX
WJIH JTOKHOOTPULATEC/IBbHBIX PE3YJbTATOB IIPH IIPOBCICHUHA I/ICCJICIIOBaHI/Iﬁ

11.1. RLHJEd] toJHEOLEOYJEE SBEACE HEW  dhtfsdz-Lse0kdy o in  vitro
HJOeEBNAS] Misadsdhists ) ¢chhOLdLObtissd HAhCte sk ds OoltiOdLdteso0dkd:
ChdhduinCs? ~didd NS-Prime AA0L HEW Csizdy ifise jadsets in vitro stfte jH ik iddw o
dBhdlksdhe0 Soiyjdstoyd? 0G0kt o S0k yjdsoiSoe.

11.2. ¥jtejH  teOBBLESR )  GOBGEesE  tj0cjustse AA0L  GjSBASHA®S

BLEOSERAH i) qunstizydd? s YedBdeded™s.
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11.3. 0866 ©j0cjdisso AAO0L MizjHizjls dhtfsi-Lse0k S Sy Isksdlz
z0BBiOStedkEHE Hf jhiskott.

11.4. 2 0B&E t6j0cjdGisso AAOL HEEM & dhtfsEALEo0s W o hissisejishisodd f
GZOHEJHMOP j2 z0BBisOStekE2 Hie0Csdts2.

11.5. IsWHES Hj2Msod? tied ditfiszLso0kdd ¢0Bfied tj0cjdkste AAOL
HEEM j& fddshistts hsBzEHOKAW, SOC COC @B dLdsjkild]j tfesyjHizicr sl
tfsodzdwist %0 dLBudhdd tedLizaISOktss.

11.6. Rk Lo0Gdj  @OBGKO o j0cjusse  AAO0L,  SHESEOLsOY A
tfeditfshsBjked? dikzd LOfOMG = omj?, Bbkduykr = s Yishsoodw ik~
Ptfshhsdtyittr g  HhstdBtBksttd, &Yl fiedodhsd € &itfie0adidrds
te jLEzEz 1150505,

11.7. Jct0ddyiddv:

- GJw dhtfsziLseoks StiedROydd Shthjdiste #OBSEO tejOc jdiste
NS-Prime AAO01 fy tsOLzdyd:* &3d GsBe0dd totelsd?;

- GJeLw  dhtfsd et ¢oBtt tejocjdste AA0L o CshiBdROydd
Hiszeddgd Wz0SswOBd ) tJO6 jdis0dkd;

- G diytfsizrLse0ls! GOBsts tsjOe jhiste AAOL HEW yjizj?, Blskdyd'n sis
tftstso jHjddw HOGBSES s jiisO, tistfisizdwis d hdih deols tjoe jdisT.

12.  Mepbl 6e30MaCHOCTH NMPHU MPOBEAEHUH UCCIeTOBAHU

12.1. W J ydtfilsdieizls j telstses.

12.2. 3 jStbsterj Sohtdkjksr G0t tsjocjbste AA0L fisHjte> 0 &jdkij
0,1% OLdHO dOtedw. Hed YsyOHORAd © 60O, &0 SoMiz did tfed fikzy02disd
tfiosezOso0hdd tieddidlsy AShistejidrj dsdte™, KOS SO tiesro0kdj BoEAMdds
Ctzdyihsotds osHY . Med G isBrsHBSHIST SBieOHs ji)+ € otsdyfz.

12.3. Mesgro0=hd?  wohotte ¢  wolwjshw fdkaks? P jdsyres.  Med
B0 jiedd M d&diz #OHjo0Rsj tejrddsery HjtuyokSd d LoPdiserj sySd. Ied
fsyoHokdd o ck0L0 did &0 Sz tedddls) AShstejbkrj ki, 0Sdj SO
oz o0kd] BN ddy Skdyinisosd osHY. Med djsBrtHABGEMS] tBEOLdS 4 ¢
o0z e filzy02dsd tetscizols ™ o0hkdd b jdsjHejdbts SBtOlsdis i+ LO B jHy i
s,
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12.4. 2 JSBbtster j CahthjdsrT #0BsE0 & j0cjkisto AA0L fisHjte> 0 Bryd2
hroseseytr2 0k Bzgdlr, kst &j fisHjeddls diodisér = eosLBzHd iz ]2
dewSydehzrn  L0BBEJo0Rd2. Uil @ dibkdd, B fyudlsodshv sk jeydOdLds
dewWjSydeherd, d I &d fzjHizjs sBEOPOSHWY ity s, YssBY  dLB >0k
LOtO> JddW.

12.5. Afj yjisojuifSdj GBLOLYT HEEMGY  fudsOlsHiy sk igydod-dts
W Sy dshd rdd:

- fp oBOLYORd MijHizjs tBEOPOSHMW  COC sl jkydodhrdd
dhssykdSodkd stfondr - dawjSyd2 (adtsizh ¢ jfolsdiso B d C, ARY dHislzedj);

— ofj ©BOLYT d Yl jeydoz-ds LOLO>MYhEYj dgOjtedOkr Mz jHEz jls
HJLdEWdydistseOlst d  EZisdizdLdtesodls+ o fssisejishisodd ) HeOodzOdsd teOBBISY
osLBZHdls JZV&d W jSudstd - LOBBE joOkd2;

—  tted teOBtslsy f) sBEOLYOM] JOydjdisse dizd ¢GOSt tj0sjdwisse NS-Prime
AA01 ftzjHEjls dLjcols dm YstfoHOdGIY &0 fidLdhisT j sBsEsySd|

- st jL, MMOHd®™ d Hiekzedj tootejMHjBBYj ZyonsSd SoMd
z0BBiOLBihEes fjEehsk0k0 tfied te0BSl) f SBLOLYORd Hoydjdste did @0BstsWR
jOcjlsto  AAO0L  HBEMET BYkY  GOHEZ0PdE  sBEOLsdG  LOPdP kT
tstslse Jishisolz=Prdd3df otsHistzjtftetstacyOds 3ol e jonLisuds &3l itedHisoOdsd;

- 9 ®JMkOR, 6Hj BORBHWISHY BEOLYY HOydjdkste did GOBttE 06 st
AAOL, LOtfts P jiuts Clztedfls4, thecfitaciOls Pz, tiszLiso0ls4fw Cishics jisdCts?2.

12.6. IstejLr, MMOHAET d Hiekzed) Yot j>Hikk " J ZuohsCd StMd HEsE &Y
B s (zOHEZ >0 dck SBiOLSH Lohdh jgr histslse jishisolzts A ddz
OSHSJ kA yOIB B YitdoLsyk i fiteHise0dd.

12.7. At otejw teOBEISY ) SBLOLYOR] toydjdistse did EsdedLoydd lsoyeH -
dizd M dHCdr BlsasHEe BBWLO jiAdks diftfistz-LEz2lsj z0BsGOEed: ™ j f jty0lstd.
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13. Tlopsaoxk ®W  YCJOBHS  YTHJIM3AUUM  WJIH  YHHUYTOKEHUSI
MeIMIMHCKOr 0 U31e/1usl

13.1. vbdedLoydwy  tsjocjdlste  ¢cFIT  Hemoglobin  AA0lé  HBEYGO
tfiesdLosHls W o fisslse jishisodd f) £0kIdy 2.1.7.2790.

13.2. 1 tesyiij tfesdLosHiised GOBsEO t6jocjhiste AA0L &j tteddhjdwesishw
9P jhise0, 0Lz 0] LSk 2 fiks? OlhshWjter, 0 50$>j GO0Bsts t jO¢ jhiste &
hsHjtexdls 84 jiise, 0LszNOEsh R tLskte 2 fis?2 O®shWw jisr.

13.3. urted], ot Lz jdsj HEY fesdLosHised GOBSED & 0¢ jdsts AAOL, k]
woiwjlsiw  dissuidSsds YOGy duiizyiGd? d ovHjEikd? etjHirn ojfjmise,
LOcteWLGwWE P dn BCtelzy 0B Pz g jHiz.

13.4. 1 tesyjhhng dhtscLse0ddw o ZsdedLoydd ¢0sstte0 tjocjdkistse AAOL f
dhsiShdas MiesSsa cHEshisd SEShdyk - BisatHEo B SBEOLEZ jishW.

13.5. 2 jSobiterj Sohytkitsr ¢0Bsi0 tejocjkste AAO0L fsH >0 & idki]
0,1% OLqHO dObted™. ¢LdH GOted™w s> jls ofyskztfols! o tj0Syds f) GjHIs d
fedotsHdls? ¢ WistedidistsoOkdts oLeroyOlt = OLdHBe i jlsOtkse o ofsHistissosH].
WBBRBHJ®BES ik jHse0ks HjhsekzesPdds tfie0odiz0d isdkdLoydd syohk = skhsHEe.
ted EsdizdLOydd o t0Ssadilz, i 02k slsasH T Bsk2 N dds Ssdzdy hisosd osHY .

13.6. ySilststej Stscktfistzjdls ™ %0BBLO tsjOcjdlstso AAOL fisHjted0ls B yd2
hrosessysr? Ok+Bzgdn, Solster?2 ¢ fsHjtMqdls dradhskr - osLBZzHIs E]?
qeWJSydshia  LOBBEZjo0BR. Uuids G Bikdd, BE& hydlsoshw sl jeydon-dps
dew jSydehkrd o f) Gdd fizjHizjls seOPOHw shisstesdds, ystBY  dLB >0l
LOtOM jdzcW.

137. dyj  yjisejuifSdj  ®sBwOLyr  fudsOskiv sk igydords
qEWJiSydsher&d. rdideWdydielz2si d Esdididiez?sj efd sBwOLyr d efj
ol jydoiiks  LOOMYhBGY ] GOk jtedozr kOS, COS BRHSS skd MisHjE 0k
osLBEZHds j&j? W jSydstt A LOBSE jo0dd=.

13.8. JlatHY, sBieOLZERdjwW o tfesyjhng dhtfskLsedndy d EsdedLoydd
Z0BBtE0 tejOc jdisso AA0L, Bliksiwvishv ¢ Ckohhz cCdHjgdbksedyinSd stongr j
slsmsH e (SO a fiscronds ©0nIdy 2.1.7.2790).
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13.9. fB.ONjddi (hBBts, oteiBihbis) nbOkjkdy, SBJILLOEOMdo0Rd) d/dhd
sBjLote M do0kdj d steOdhtfttelsdieso0tzdj) BlsntHEe, BOLzEhdRw o tfissyhh.i
ditfsiLse0hkdy d EZsdidLoydd ¢ossted tejocjdkikste AAO0L fj dhisjShdl fsCods
GisHaGBMIs, HEEGT HesotHdsA v o fsise jishisodd f teOodkokd, Hi2hsokzEPddkd o
Miste0tzd ooz jdeddacfw O dstsds s EisdzdLoydd.

13.10.r&v tBjLLOOMdo0kdY d/did GBjLotei>do0hdy BaSHED HEEMGT
ditfisiz1Lise0kw L0t jedhstedfesolllzrj o tA HjLd@wdydilzshd) nejHhse0 d
tsBistelzHiso0hd j o fstise ishisodd ) dqdmistezSydwdd 4ts dn teddzjdjedts.

13.11. flsatHY, sk&siwhdinw € Ckonhz ¢cSHdHjkdbasedyintd stondr
SlsasHY @ HEI& T ZsdizdLdissals v yjtkju sec0kdLoydd, dkjshdy ddyjeLds &o
Astsls odH HjwWls jizAdzshisd.

14. MeTtoabl M YCJI0BHSA CTEPWIN3ALUHA

08Bt 5 JO6 jdlsso AAOL WaiW jisiiw dz jfls jtecfzdz ¥ dg gJHIyddnSdds dLHdedas.

YesdLosHWishY o Of jYisdyihSdn Zhiksodwn.

15. TpaHcnopTHpoBaHUe, XpPAHEHHE M CPOK XPAHEHHs IOCJe MepBOro
OTKPbLITHA

15.1. TpancnopTrupoBaHue

LYOCE0GET2 &OBBE tojOcjhiste AAOL IstOEntstisdtelzt=ls ofjkd odHOG
Cevlsre lSteOdhfstelstzr - fitedHiiso, Stotsdsd d&dslsOyido0jd ~ skhjSse hOdssEistse d
dBetehCres  se0Ghelsd, o hsskojkhisodd f YeOodzOkd HitejotLES clolzLise,
HJ2Miselz= P G20 HOGdBd odH ] IsteOdzftfistalsO.

Litsedw lsteOdtfstelscftsso0ddw T tfed s jdstf jte0kkzts j (2-8) Awt.

U0 tiseisdteso0kd] &0BsE0 6 j0cjdste AA0L HEMGS Shizh jhisedwisthwv o
Is jted3ts Cistls j 20z jte0n SHESEOLSOEEE fsizLso0kdw, fisHiteM0dn ~EOHBAZji kST, did
o  lsitedscClbj20kit0n  Ghsesilsdtes  tedkikikdy ) OsksdiOlsdyhSd
tfsHH jtex] o0 jdss2 s jist jeOliztes? dizd o Oslstste jWisd> jieOlsiste0n 1) ditfsiz-Lso0dkd jds
s jtedzsdzH SO BtsS.

1J%cjisr FIT Hemoglobin AA01, IsteOdhtftelsdteso0hkj f GOtz jhdjd
IsJastf Jte0lsizteztsGts te M0, teddsjddidts dd fsHEZ M0k,
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15.2. Xpanenue

UJBYJeokizted A0k ikdy %O0BSKO t©J0cidste AAO0L ECOLOBO &0 AsdSilssy
CistetsBCd. MicOddlsy dJsisCiersv | dOBster tejOcjdlsto AAOL tfied EZCOLOGGS2 ©O0
UsdC jisCj SstesBCd Is st jteOlslzts j (2-8) At His dffnls jujtsd fissCO RtsOdsjdzcf G20BiStE0.

A0 dtshyls+ HEZW o jm toJOG jdlsso: 10-90%.

MO jidj ®OBBEO0 tojOdjisse ARU g jBtezsBdl  AA0L  HEIES
shizh jhsodvis4 v o  AESHJEAG R COgRJ0n  dkd o ~BESHEAGJC0R,
BNt jyde0=hdn tejek0gjdisdeso0ht 2 Sidstiteoklzie ™2 teiXdl f JMJHEJodkE2
tejedhiste0ydy? st jteObsizte .

TJ%cjisr  FIT Hemoglobin  AAO01, Ruogdohdjiw f)  doelzh jhdjdk
16 JGOM Jdstetso0ddsets X daz0, teddidziedts d¢d tsHe > 0k.

15.3. XpaHeHHe U CPOK XPaHEHUs MOCJIe MEPBOT0 OTKPbLITHS

Ashizj ssSterisgw dhtfswLiz?ls) e jOcjdls o sjuiedd SHEEES diwy0 d ~te0dkdis)
tfied Is jstf jteOlstzts j (2-8) AC.

16. TapauTuiiHble 00s13aTeJILCTBA

16.1. HesdLosHdlsji+ cOeOdsdislzjls Mistlsejishisod ) &0BGEO t6j06 kst AAO0L
hisOdsotz jia v o5 IstejBso0nudwd; MisOkHOSSe d HESEdjEsOydd tesdLesHdisjew tied
hsBk=Hjkdd EnzsodW e0ditistisdtso0ndw, nte0djdkdw, AShtfiiz0s0ydd.

16.2. uteS esHERNSE i) HOT tisdLetsHiise0 (feddwisdw tetHESydd SisH jdztsds
Csdzistetstzv SOy dMisa0 tfts JHtftedwWisdW-dLesissodls Jaw)

LW
~is0d jddW

YotsHEZCydw
086t e JO6jdsse in vitro  HEW
Oalssdz0lsduinSsets  Ssizdyhise jhdksets
stfte jHjk jdkdw ¢ jdsseisBdd0 o SOk o
goCsol] HEW Od0kdLOkStEise NS-
Prime AAO1 T FIT Hemoglobin
AA0l (ARU 4 jdsseEsBdl: AA0L)

HEES CBHESTS]

(2-8) °C 12 gdh*yde
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16.3. desqiosHdlsjt!  Gj  Gihs  Ssejshsojudshsd L0 SOCS2-tdBS
tfiodud et 2 2P jteB dizd ot j>HjhdY, ov La0kEY j oktstel o3 ditfiskLso0dkd i
GOBHSIE0 t,jOC jdisso AAOL.

16.4. MedLosHdsju &  Ghdls  Glejshisojudkshisd L0 COSE2-kdBES
todudi it 2 zhjes did tsetjqHjkdwy, ovLe0khYd dhtfisiz-Lse0kdjd &OBHGE0
t6 jOC jEsso AAOL tisiitj diylsjuidd™ eSO esHishsd, ZSOLOtHRSES 40 kH0Sses .
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17. KonTakTHasi uHGopMaums

A otstfteshOdy COyiised BiHqydanSaes dLHjedw ¢y OBBte tej0cidiste in vitro
HEW  Oolssdz0lsdunSets  Sstdyihojdites stfejHjejddy 6 jdsezsBda0 o COkj o
ool HEZV 0G0zdLokstse NS-Prime AAOL T FIT Hemoglobin AAOL1 (ARU
AJaisetzsed  AAO0L)e, tfteisdLosHiised Alfresa Pharma Corporation, Ctfsidv,
B0 0w s OHte jiiz:

JBhhisets ) Sete0kdyindks? Bisejishise jaushst = coitLo-Ruvrtwurs=zade
(L ot Le-rRusttus=zade),

Bhidw, 196066, ¢. a0kSs-I jis jelztse, JBhCsonCd2 tie., H.212

Ui +7 (812) 303-82-44

-mail: agros@agros-int.com

AssdLosHimises ddsddls hdtelsdWdydese0daizts hdhsiBz djddHMBIds0 SO inise0,
9 Issds ydizJ o yomisd iesdLotHiised GHdydenSses duHizdW ¢y 0Btte ©j06jdisss in
vitro HZW OelstsdsOlsdynSsets Sekdudhisoudisets sttejHJzdudw 6dsezsBdn0 o SOk o
ool HEZY Ok0zdLOkskse NS-Prime AAOL T FIT Hemoglobin AAOL1 (ARU
AJBsersedl AAOL)e.

A sHIs jieXHO jistw iz jHizEs P ddsd HisClza jdzlsOdzd:

a JtelsdW S0l fstsise jishisadw — MD 503784 (hsslse jishiselzjls 1S 13485:2016),
MtetsS Hj2Msadw HEs 23.03.2021;

IrJSe0teOydw s fssiseishisodd MHedhsyyjddy 111 VDD 98/79/EC 5B (LHjdzdWn
HEW HAOEEBHIsdSd © ZOBBEOSStsl T A Ehtsodwa (in vitrs).
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18. Chnmcok JutepaTypsbl

1. Fumio Yamagata et al., A Comparison of Six Models of Commercially
Available Automated Immunologic Fecal Occult Blood Analyzers, Journal of
Clinical Laboratory Instruments and Reagents, 29(2), p 1217130 2006. [Japanese]

2. Yasuhiro Oono et al., A retrospective study of immunochemical fecal
occult blood testing for colorectal cancer detection, Clinica Chimica Acta, 411 p
8021805, 2010.

3.  Jeong Hyun Kim et al.,, Evaluation of Hemo Techt NS-plus C15
Automatic Analyzer for Fecal Occult Blood Test, Journal of Laboratory Medicine
and Quality Assurance, 32, p 2371241, 2010. [Korean].

4, Edward Randell et al., Evaluation of Hemo Techt NS-Plus system for
use in a province-wide colorectal cancer screening program, Clinical Biochemistry,
46(4-5), p 36571368, 2013.
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Ipunoxenune A

¢ 1. stonhdwdSoydede ' J hadHJudW g tedCoLz JdhLHt00 Tshidd sis
06.06.2012 6. — 4, tfiedCOLO _JdizLH090 tishidd s 25.09.2014 — 557

¢ 1.1. AdH B3gHdydenSsets duHjzdw o fssise dishisodd ) dasds jaSzokztshs2
ConnowdSoydd2 BJrdydinsda diHjad?:

120900 T uSterlsOw Gieso+ o SOz RA, ®OBSt, GJIWJEEEISteduinCd2/
SizteBHA B JIstedydmSd=2 Okz0ddL.

¢ 1.2. stOnh sl jeydot-dgisets edhSo tfiedddkled™ dgrdydenSses duHjedw o
hissise Jishisodd i disd jeCk0kzidks? SronhdWdSoyd? dJHdydentd duHjed? T 28 (Y.
9.3.5 tftedCOLO _JFdtzLHts000 tishidd ls 06.06.2012 6. — 4d).

¢ 2. sttH JsAr2 71 21.20.23.110 ¢dOcjesr HAOeEEhisdyinSde.
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IMpunoxenue b

_J0G jis ds0Cfissosd

MapKl/IPOBKa HA AaHIJIMMCKOM fI3bIKe

IS es0C0 it jedls e NSE LH0SEaS
— e \

1

l

f
|

OwsH 114 |
Jwy edsgi04 [
i—-C N
~ A IR
10ax&) e T S—
[
ZAT~ . Open
B ; e
For Fecol Immencchenmicsl Test (FIT) (rom)
| R Homoglobin ARD1 PSR MY} -+ s essmissennsisnsinnsnsiatiniani ——l
L]
RO FRAERETZ s cvvrrrrnmrrranrrsanrironsiasasrosnnsas 2xSmiL
W 250 tests SO0 FERREI EIOL AL O—F IO F)- - - - 2BTul/ml,
”
A alfresa
Cell A ¥ B PIILyY Ir-R RSl
-8t TAENSREESTH2EOM
| e “ Alfresa Pharma Corporation
18 Taiheidai Shouou-Cho, Katsuta-gun, Okayama,
RaT  709-4321, Japan
——— Emergo Europe
Z (S THEr] g P

_JOES 80 W0SHsdse f)

Prinsessegracht 20 2514 AP The Hague The Netherlands

|

ZAI—
Hb 71—

61088560

Vor fecal immurochamical Tast 5171

FIT Hemoglabin AADT

2~8THEE

t6,j0Cjdssds 1 df 06 jdstsds 2

I I 610246-0 [
198 RS -
E@*EE —————) = = ,\,‘3; |‘. —
8375 === #r-hHbi- ik BV=
2. - - = =
pha 3 — ) PE T ———
i35 § E===SNFIT Hemoglobin AAO1 Hgsi e
ki 3 =3 Em A%t 3 —m=
SNe § —=; 11mL Ne B —_—
ﬁ“'b s i ch‘) P =
3§ 85 ¢ N [ior] AAO1 L ET o
(5] T O B c g
S B 3 —=c (>g§ §  C—
sbf § S=S===g wi 201912 A EF ] ==
n = — 13 = ———
é'z E 0 912240 B % H —
(B | I = I

0v00002161L10221200

AAO1

R2EI0MFE

[REAGTZ]

AAO1
Bl 2019-12
912240

I Mix gently before uze

610253-0

323-b Hb A-b
FIT Hemoglobin

S5mL

Meddz juoddy: ZS0L0&Ed]: cMix gently before usee sL&0Y0jls ¢ jte jH
dhtsi-Lse0dkd jd 0SCzie0lsds tjte jd i 02k jé. uisislse jshisolzesdj 2EOL0GdwW dd jrishw

o RuNsLIZCY]d s fleddiddid™s.
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MapKl/IPOBKa HOTpeﬁl/ITeJIbCKOﬁ YINAaKOBKH Ha PYCCKOM A3BIKE

alffesa NSIPrme

Discrete Clnicol Chesmistry Anatyzer

v s jiis0 0 fiSte stz Ctetse o SO (FIT)
Ha6op peareHTOB in vitro 418 aBTOMaTUYECKOro KOJIMYeCTBEHHOro
onpegeneHna remorsobuHa B Kase B YNAaKOBKe AN
aHanusaropoB NS-Prime AAO01 - FIT Hemoglobin AA01 (®UT
Femorno6uH AAO1)

SOSOEE> G2 ds® s - 912240

W 250 ks jflstso
1 #0Btsts fsH jtex]dfls:

106tk 1: 2 7 11 diz A

1406 jdls 2: 2 = 5 itz

ABHJG © sjyjddi 12 gifvyje i HOT tfesdLosHise0
uBEASE HEW HJOEESHsdS in vitro

W HletsW,jinofist0t-disets ttedids jdz o

ChEWis jLO AOB0 Sttt j2D e

18 10d=1dHOd, &YB-IsY, ZjLH sOylizso, JLOwd0 709-4321,
CYftsiad™

JJL cotLe-rusrturs=zade

196066, JHNCsoNSA? ti., 212, 60kCls-Ijis jieBlztee, Tohhd™
BBt 6 jeofsteOydshBses ZHEhsEe jib jdkdw:

ROGMStezCydW gt teddsjdjddes: ifobt-fit.ru
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MapkHupoBKa TPAHCHOPTHOM YIIAKOBKH HA PYCCKOM SI3bIKe

alffesa NSIPrme

Discrete Clnicol Chesmistry Anatyzer

v s jiis0 0 fiSte stz Ctetse o SO (FIT)
Ha6op peareHTOB in vitro 418 aBTOMaTUYECKOro KOJIMYeCTBEHHOro
onpegeneHna remorsobuHa B Kase B YNAaKOBKe AN
aHanusaropoB NS-Prime AAO01 - FIT Hemoglobin AA01 (®UT
Femorno6uH AAO1)

SO0SOtzsH i 2 Bkt - 912240

stzdyhkets:
BG4t Yoesdd:

JONMO & jlsists o GgOMMO Blekzislsts:

JONMO &z jlslsts gisists jBfls jznSs2 ZoSstd:

ABHJG © sjyjddi 12 gifvyje i HOY tesdLosHise0
Ols0 dLetslssadzjidw diHjizdw:

usEASE HEW HJOGESHsdS in vitro

v tieswihdstoz- ¢ises fedhjdiddw

WOZQISJ tfied 2-8 Ayt A

ChE Wi LO AOEHO St 2N hGe
18 BOFHIHO wyislsy, SOYEISO-clzt, I W Chsizisd JGOWHR0 709-
4321, st

JLL cotfe-rusrturs=zade
196066, JHNCEonSd? ti., 212, 60kSls-3jis jiealztse, tshhdw
Bt d HOO ts jecistsOydistdiset ZHEhstse jts jddw:

125

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



Pa3bsicHeHne rpapu4ecKux CUMBOJIOB

- A
[ )

qLesksads jt-

LOT

CisH YOt

dhtfsi-Lso0k HE é .

o< IJ

Is jdstf jteOlsiztedz 2 HAOYOLBEG (s +2 HE +8°)

9
4

r
L

IVD BJHAydanSsd duHjedd Hew HdOGwshisdSd in vitro
(T3] sBte0kdls i+ ¢ duistezSydd g teddsiejedt
) k ifstdsdsyider 2 tejHnisOodis iz o
rotststf j2nSsds st jiise j
rj EsBJE s Cos0tselz

1
Jd

4

r
L

MisH jtex dasets HishsOssydts HEZW tfietse jHjddw n-
Csizdyjflse0 Is jfistse

M
Mm

BOeCdtesoto b

>

[)SEEEES! [Be0sds i € qunstzSydd gt
tedBddzdtad =
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Ipniaoxenne B

uis00 BHAYENSSES diHjtd™ G0 Oketd2nSsd WL rs

FIT Hemoglobin AA01

Reagent 1 T2 x 11 ml

Reagent2 T2 x5 ml
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WP Lt trd1w A INVITRO rfC odv JIPuRY res JAL

sdIRY revd L B terdJoRe stowacttre 4 s A
LVIPs LISt rIc e FRGU Lt LA NS-PRIME AAOL T FIT TRANSFERRIN

AA0Ll (ARU UTOLWATTIRLAAOL)

REAEZEYY U B jkidd
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1. HaumeHoBaHue MeIMIIMHCKOI0 M31€JIUSA

WOdkjise0kdj GjHdydenSees diHjkdy T 0Bt tsjOcjdlste in vitro HEW
OalssB0lsdy NSt Cizdyfise jadses sifis jHjtzjedY ste0nnW jetedd0 o COkj o LfoCsos
HEW 0k0kdLOktetso NS-Prime AAOL T FIT Transferrin AA0L (ARG UteOdihW jstedd
AAOl)e (HOEZjj T d&OBtte tjocjkisse AA0L; FIT Transferrin AA0L (ARG
Ute0hW jtsteddz AA0L)).

2. Cgenennsi 0 NpOU3BOAUTEe MEAUUMHCKOTO U31eJIHs

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/

(COEWis JLO NAOtedz0 sttetfists jRNB%e, 2-2-9 stClzi0kd, ust-Ciz, [M0S0 540-
8575, Cctitszdw

udk.: +81-6-6941-0300

NOSH): +81-6-6947-1548

02k http://www.alfresa-pharma.co.jp/english/).

3. CaeneHus 0 pa3padoT4nKe U MecTe NMPOU3BOACTBA METUIIMHCKOTO
u3aeaus

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(sthBoRdw chizWis JLO AOtedz0 sttetfists j2N ke, 18 us0dridHOd, &YiB-kY, ZjLH
s0ylzlso, JLowes0 709-4321, Ctfsddw

Ujt.: +81-868-38-5341

NOCh: +81-868-38-5800).
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4. Cgenennsi 00 yoJTHOMOYEHHBIX MPEACTABUTEISIX IPOU3BOAUTEIIS
4.1. YnoaHomo4eHHBbIH npeacraBureb B EBponeiickom cooduecrse
Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570

Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(¢S tects Dipstfe, W dHtek0kHY, 40060, 2514 AP, Ieddh jhiicte0rls,20.
uji.: + 3170 345 8570

NOGH: +31 70 346 7299

-mail: Europe@emergogroup.com)

4.2. YNoJHOMOYEHHbIH MpeJACTABUTE]b HA TeppuTopuu PO
JILcoatSe-rRusrturs=zae

1w, 196066, 6. a0nClk-I jis jeBlzise, JshCsonCd? tfi., H.212
uJt.: +7 (812) 303-82-44

[-mail: agros@agros-int.com

5. Ha3znauenmune MCAUIIUHCKOI'O u3aejang, YCTAHOBJ/ICHHO€
IMPOU3BOAUTECIEM

5.1. Ha3naueHne MeJULIMHCKOTO H31eJIUS

OB tgjOcidGsse  in vitro  HEW  QolkstsOkdyihtses Sk, ifse jadses
stite jHJE jiedW steOEnW jtetedd0 o SOtz o EfoSsoCj HEW 0t0kdLOLBtse NS-Prime AAOL
T FIT Transferrin AA0l (ARU  utOGiWwitstedz AAO0L) e jHEOLGOYIG  HEW
stfiejHjdzjkdy  Sohyjdtoyd? yJise jyintsets  stOnnWitedtd o WjSozdwa
dhtfsk1Ls00kdjd cdh&OkdLOkEED HAMStE jistkset OolstiolkdLdteso0hhkset SkdtkdyhSs?
~dsdd NS-Prime  ¢d01 HEW  Sobkdyjhlsejkbses in vitro st jHjejedy  d
dBhdksedhed Solkyddbistoyd? 0G0kdstse o COkj yjdsojC0e (HOkjJ tt lsjShikkz -
b0z dLOSt Oolssdz0lsdLdteso0dkdk 2 Shdhduints? ~didd NS-Prime AA0L).

5.2. TlpuHuun aeiicTBUsI MEeIUIMHCKOTO U3/1eTUA

roGer2 digkaseteduintd? &iktH Sodstdgistedd d kztesdHdddstedd
CotzsdHERes LsEeis0 e jHEOLGOY & HEY dLdijtejhdy stfisdyjnSs? tuskashisd tied
dLziejtdd yoglso, evLe0khses 0ccktslsdizoydj? ®jdHE SthttdHB & Listshss,
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newLOGGY &3 1) Steskdyrddsd tiszdSustoz gy d Odisdisjeold ¢ IStodnwjttedhlz, d
UJEsojuinSdd seonhwW jttdust o WjSokdwn, o tejLizeisOk] tejoSydd Odisde jd-
Odzlsdfls jzs.

1 fesyjifyj fesnssiHiedy 6joSydd Occttskduoydd sYsduifcow tisidshs
S0 jhises oot stftsjHjzwilshy &0 Hedhk ostdr 525 ¢ o Htsuddls iz bs
G0 Hbdhj oStEr 660 G RSscsesj LhOUjRd SYSuiSs  tisseshs
aripydisra0jisiiv dL tsOLhdyr stisdyjnSdm tiskhshsj? didjtjds = G0 shbsodks2
Hizddj ottdk (525 ¢0) d HEBRidsjz A d%E2 Hedhk] ostd Y (660 dGa):

Abs. = Abs.(main)-Abs.(sub)

GHJ Abs. T stflsdy jhCow tfizsistishis-

Abs.(main) - stflsdyihCow fizsisdishis+ G0 shisodkis2 Hidtk] ot

Abs.(sub) - stisdyjfSow fizsishshist 40 HisYBkgdls je4Gs2 Hidhk] ostdr

main (Shisakow HEd®O otk ) = 525 G

sub (Histftsddzcfls jz1d:OW HEzdf0 otstdz ™) = 660 dadg

5.3. Tloka3zaHusi K NPUMEHEHHIO

08Bt t6j0cjhisso AAO0L i jHEOLGOY IR HEW dhfskALse0hdw hsoddhishs
G a0EdLOEtEsH 0olssh0sdLdbEa0nkE ¥ d; SdiduinSs? ~dddd NS-Prime AAOL ttd in
vitro HOGGBhIsdS -

— GJa3Btete0eduiSdn M JezHEYGE-Cdh judk~ LOBEEZjo0dkd2;

—  Ctedhdhed Coists jCs0n- tisets ©0<0.

NZBSy st b § GOLGO b - HAOEtshisSO.

¢G0LdL SO0 &0 MSterblzts Cetso difszaLiz jlshw o COyhise  Hfjteodydisets Is jiiso
HEY  HAOedehisdCd  Cteoskjyjidy o  MJjdkHByws-Cahjubsd  Iste0Cs,
~0wOCk jedLizEs P jeshv  fswokjhdjds MSkriss? Csod o CORj. pOkGr2 kihs &j
flojHEOLBOYj  HEW  hisOkseCd  COCKet-kdBs  HAOEHSLO, & o  fdkzydj
ek s ji ' dses o jLzas0s0  fikydls  YsCoL0hdjds  HEY  &OtOodjhdy @O
HEsYBkhdisjzi &Y J sz jHte0kdw it GOLGOyjkdt ot0y0-Is k0l jolso, ots0y0-~distzes0,
ote0YO- Stttz dizd Hiskzeses esWdibises oteQ.

¢roLdL SOE0 &0 MSterslzts Ceso! dytfsdLEZjshv HEW ovwokz jkdw tOLZIyL -
odHise tfolssazsedd G Bdr SlsHjise M juzHEYGRS-CAh juktes kS0 (rsu),
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~00Sk JtedLizshdriiw Cletsosls jy jidvgd. stistejCs0nnr2 0S¢ Wodw jisiw MfteisCs
teOntftetshiste0dz Jddzis? toktdsedi?, d o tishdiHdkd] Hihwvisdizjlsdw o gdted Blstiu0 ishv
vt Jhzr 2 teish)s LOBSEZ o0 dEhisd Cdste JCSOZA G d te0SEN. wisote jd3 b did
B jlssHORT z0BBieOLBiehE2 HAOEhENSS Yolstised? M jdkzHEyks-Sdh jydtets Iste0Sso
woweslsiw (g JIstsH Y tstfte jHjdzjddW IsteOdiw jtstedz0 d cjdsscsBdR0 o SOk  ¢dOddL
COL0 ejdsselsBdl + ISOEhwittedl Wodwjkhw  ovmsCshfjydWdukrd — HEW
HJOeEshsdSd Ctetsoslsjujidy du &dXdidn d odtenddn BHjzBe rsu. dbat B jhdr J
BlstsHT z0BBiOStRE2 HJOERENisdSd tisLotiwesls od jHtsdls+ ietscte0idlz fiStdddlco
tfstfzivydd &0 Sists jSs0d-d 2 ©0S.

5.4. IIpoTuBONOKAa3aHMsI, BO3MOKHbIE MO0O0UYHbIE BO3/IeiiCTBUS

ed te0BBsls ) OBBeE t6jO6 jhsto AAOL HisikdosttsCoL0kd?2 d eyt n
oBLHJ2Misad2 & J o Wolz jdfs.

5.5. O6nactp mpumenenusi — SdzduinCov ¢0BOLEEROW HJOGHESNHSHSO.
rev  teswinhdseoz gt tedljededy.  IesWinhds@oziar?  ktse jo-
sl jydoi g ra skaLse0ls jzj? G0BG 6 jocjdiste in vitro HEZW Oelstsdi0lsdy inSkets
Ctdudhsodtutes  stiejHjzihdy  SeOEhWittedz0 o €Ok o kY0CseSy HEW
0k0kdLOkEse NS-Prime AAOL T FIT Transferrin AA0L (ARU  UteOdGhW jistedd
AAQ1): oty SkdidujnSs? wOBsLOLEEGE? HAOehENsISd, hEktizHzdS ShdidSs-
HJOchBMisdy nSe?  oBtkokstedd, fsh jihd? sBzyjtdj I OsksdLto0dkBkses
tfts jHmisOadis jzw tfesdLosHds jdv.

6. Texnuuyeckoe onucaHve, MmapaMerpbl M  XapaKTePUCTUKH
MCAUIINHCKOI0 u3ae/Jaus

6.1. Cocras nadopa PearentoB AAOL

cUOBBt tejOcjdsse in  vitro HEW OobtgolduihStes  Soikdyihse jhhkses
stite jHJE jiedW steOEnW jietedd0 o SOtz o EfOStoC ] HEZW 0G0kdLOLstse NS-Prime AA0L
T FIT Transferrin AA0L (ARU UtsOGMW jistedd: AAOL)e

FIT ute0dhw jteteddz P01 fsHjted|dls HOO Wikz0CsE0 f) te jO6 jdistsds 1 (11 i) o HOO
wzOSsH0 1 J06julssd 2 (5 d).

FIT ute0dhw jteteddz P01 fsH e dls 606 jdis ™ HEZW tfeso jHjddw 250 s jfsse.
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6.2. CpIpbe H MaTepHaJIbl KOMIOHEeHTOB peareHTa NS-Prime AAOL

FIT Transferrin AAOL (ART utcOdGnW jietedz AAO0L) (SOK. d&BBJE 912241)
oCr=y0 s TJOcddls 1 d TJOocddls 2; ti0ejuls 1 fisHitexdls 150 dsdssdz/& MES BEW jis0 o
Bdddd 0,1% OLJHO &OltedW; tJ06jdls 2 MsHJLYdls 4,4 Gdse/& TES BEW O, Bidkld
0,1 % OLdHO zOlstedw, 0,03% BY Yyt et Mroseilstydtes 04 Blzadi0 d 333 diCw/dw
Cz@sqHGEEE  LBdEsiO, hewLOukses ) OdsdyujesedudhSdnd  YsedSesezordrad
Odzlsdls JazOgd € IsteOdzhw Jtetedlalz, © SHEGSM Wkz0SE®] teJO6 w0 1 fsHjeXdishv 11 &E, o
SHESM Wikz0SsE ] s JO6jdis0 2 fisH jiexdisiiv 5 dsd;

6.3. TexHuYecKkHe XapaKTEePUCTHUKH

t0esydy ~OwOSktedhisdSd Yekizyjur tid dhtfisziLse0kdd ekoEdLOksEO
Oalssdz0lsdLdteso0dkEses Sdhduints? ~ddsdd NS-Prime.

6.3.1. AHaJIUTHYEeCKHE padoune XapaKTepPUCTUKH

6.3.1.1. o jydLofstatshyist tsjLizazk0kse tWHO dLdijiejdd?: n = 5, CV O
15%

6.3.1.2. RS JteW jie jiydw

& st jH e jhdwv Zesodj2 dulsjeW jtejiydd BY &d tese jHj& " difdjHso0dkdw.
vtsodd dhbjeWtsjydd T o HAOHOLshj 90-110% o LOadhddshisd s
duzls JteW Jtecftelz=s Frdm 9P dfse tted ik jHzE=Pdn Sty disteOydvn:

Rzl jieW jtedtslz=F j j 9P jhisots Sty JaistsOydw
Sid =edeso0hh 2 d Sl Bedeso0in 2 0-20 000 dze/dtz
BJizdtzBdd
¢hCsteBddso0w Cdhisiso 0-100 000 dz6/c3kz
AZsCEL0 0-100 000 6/
Ay frosesissyd 2 0+ Blzddh 0-100 000 dz6/c3®z
3 jiesShdHOLO 0-100 000 dz6/c3®z
alzzAWOols BOtsdwW 0-1 000 000 dzc/c3tz

Stetsi-ts JOSscouis ! t6j0c jdisto f) Se0hW jEbdtsn B0LGT R ogHEe Moty n

(BT Y, flodwr &, EsMOHIERT®, Sodurdds, isdyrdd d Seszdyrda) Nishisdadi0 ¢G> d
tfle jH 20 tsBEOtEE jidv.
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6.3.1.3. Stets jzwvydw

RifEzjHs00Gd] FIT ste0nnW jtetedd AAO0L fieOoddizd f) FIT uteOdhW jttedde NS-
Prime HZV 107 tBteOLyse. MesojHYh O0wOzdL wdhj2ws? tetedhidd d Yskizyls”
iz jHzshdj e jLizds0lsy:

X: FIT ste0hnW Jtstecfds NS-Prime

y: FIT uste0hnW jteteddz AAOL

r=0,999

y=0,966X-2,6

6.3.1.4. RIS jteo0dz L jts jdad™

1) A jtertzd? e jH it

500 de/dtz (ASode0d jdishkts 100 &Se yjdsejuihSaet IstOhhW jitedd0 &0 1 ¢
COt0).

2)WI®d? fedH i

Jdidls Ssazdunsejnbises sejHitjedw: 20 de/dz (ASododkjdkists 4 |Se
Yo Jy St ste0nnw jttedd0 &0 1 ¢ C0k0).

Jdizdls tBHOLEjBdY: 5 Ge/dkt (ASededdjbstts 1 &Se  yjdse jyihSeets
IsteOdmW Jtsteddz0 &0 1 ¢ COE0)

6.3.1.5. Y zofisods joizA dztsis4*

10L& Y0 o jtzdudd dLdsididd stflsdyinSs? faskeshisd tied Sty jdistoydvn
Iste0dzMW jtetec[iz0 O o 50 e/t MishisOadzw jis 0,05 did oM.

6.3.1.6. a Jydwdydzshis-

It jydWdydtshst o jocjiis0  tied didsjtejddd StdibststAGses  sBEOLYO
oL jhistis? Ststay jaistsOydj2 o this jH jk0n 100N15% tsls die jiists? Sty jaalsts0ydd.

6.3.1.7. AshtfiesdLosHdishis+ odizisted 00tdL0: CV 10 % did B idkdd.

* edgiuOddy: COzdBeotyROY WzdSydw d¢j wedwjishw d&d wd@i2ds2, d&d
SteOGWEteRdtelz jBs2 o  ddhj2kzts  Loadhddshist, tisdstsdlz  ykzefhsods jidshs
(O0EdscudnGOW) LOHO®O © odHJ ©OLGYY odkdydeY dLdsjeded™y sisdulnSs?
fzsishshisd o Sy jdisteOydva ste0dhW jtetedi0 0 d 50 de/dt (R0E0Sh jtedLizjls ket
GOCHsE0 CORdBesotyEs? Cdos?).
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6.3.2. buosoruyeckue pedepeHTHbIE HHTEPBAJIbI

K dwj] 50 we/dgd (10 §3S6 /6 S0wzO)

YeddBjuodedd: pOnks] LEOyikdi wedwjlkshw ehjets ¢dh+ sCOLOSjE G d d
By dls slszdyols+w sls Hislzedm SzBEdSSa0GG » LEOUJGBA2 o howid f teOLezdudvdd
fleddiz vz gJSsHS d  dihizjHizjdses  Gonjeiddwy. SOMHE2  @0BBiOkEEedd
t6 JSiseB JiHEZ JIshw Zhls0k0ddo0is+ hetsd fissiise jddJ teJw i Jdist ™ J dizls o0k .

6.3.3. KucaoTHocTh pearenra 1 u pearenra 2

pH teJ06 &0 1 T 6,25-6,35;

pH 6 jOcjels0 2 T 7,45-7,55.

6.3.4. MeTpoJiornyeckas mpocjie;KuBaeMocTh

1G0yJhdw Sdyddistoydd yjisejuinSses sOdnW jkted0 o SOzdBiOkEte) o
Collsteszisdy OkJed0ty tishiziJer € BIHEzEOESHES®EE hisOgHOEsZ IRMM
ERM-DA470k (IFCC).

MATEPHAT JAKPEITIEHHE MPOLIETYPA PARQUWIH
FATHEPOBOTHOIO HHCTPYMEHT
JHATEHIA

a) Ompenetssmte axrmmms:
CH Iemepame=os
EOEDEPSEIEE 0o MEpaAM B
Bacam

b IpomeTypa DePEETHOD ITATOHEODD AxzxpemrrosaEsas nabopaTopes
HaMepemm ITATOEELT: HIMEDEHHHE Co
Ca. myfmnamre Maxaymapommore cozera oo IITATEEDM BHCTPYMEETOM

c) Iepeprasenl anEbpanop:
ERM-DA4TILTFCC

Hitachi 7180, dapmamesTirTacsas

f) BurdpamEs=as OpoEzEoIHTeIeM TPOOeTyPa

xopoopames «Arsdpesas

&

o

=

=

5 HIMEpamsE

=

b O

= g) Pabowmmi samsdpatop

= HIrOTORHTENE

f‘é b} ITpomemypa DOCTOSEEOTO HIMepesHs Hitach: 7180, dapmamesmeraecsas
E‘j OpOEZBOTHTETE ropmopamas «Amsdpesas ans
:_.f 1} Kanedpatop opogyeTa = EamEoOpaTopa B MN3-Prime ans
E EOHTDOTE OPoHIB0IHTETE EOETPOLE

= 7} CTammapT=as DpomeTypa HaMepeEnT ) .

o NE-Prime

& ECHETEOTD TOME30RATATE

=

CraEnapTERDR obpazen

L Peayaprat
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1. Tun ananusupyemoro odpasua

7.1. Coop o0pa3ioB 6momaTepuaa

rev  tesojHjkdy duzdiejed? dintseizEknw  sBieOLyr S0E0 yJdse <o,
Cislstste j MsBdOELiw Y jydod-drdy hstes2misosd T Swsj2h sl HEW fBEte0
BBIOLY0 HEZW StfejHiziedy  SekyjdistOydd IseodhWittd®z0 o S0kj yJjisejSo.
St 20 jte tie jHiisOadzv jis MisBs?2 jd3Cshis Hewdsskeshdis? Wiste3 ™, otlzlted Cisstes??
teOntsizsy b YiesBistlBitl 2 LskH (E5XJuso), fedSejtijder2 ¢ SkrhCj 3o
Csly) tsBaslBEtedises LsGHO diidshv  tedWhzjkdl. JBOLyr Bdisgokjiedodo
hsBte0=khv o COR0eCd LSHHO, BBEOLSO0GERY J tedWizihdids, tizisjd tesojHjudY gt
Coklz, tftcjHiisOotz jhtzisilz HEZW OR0kEdLO. YBH 1) BBLOLYSE BABEROKjed0rz0 (HOZJJ
BOLY ) UsiiPoJshv o Cittflzi) Chlsj20k 0, Clssier 2 Huskhs LOSKE o0 jishw
LOaddyde0sh 2w CerhCr?, sOXHY2 St j2dkjte fMisHjexds 1,9 &E teOnlksetstso,
Cslstste ™2 tte jHiisOodw jis s ctdizBlzE fetLisOybkizs MdHSEhs, fisHjexM0h ks 30
Bt/ MES BEWjEO, 8,0 de/dsz ~istedhstes  GOedw, 0,15% BYytjet
frosesisybses 0w+ Bzidw0 d Blidd 0,1% OLdHO GOolstsdwW.

7.2. Xpanenue odpa3ua omomarepuasia

ubBEOEE2 ©BLOLJYy ¢ HEEJE ~eOkdsifw o AsEsHdEzGdS) — tted
s jdstf jteOlsizte j (2-8) &t HES Isjm tfists, HiSCO Gz BRzHJ Yietso jH jdss s ifsdteso0dd]. hed
LOHjte>1 S0 Is jiisdteso0dsdw ffz0ddftelz jlshw yjteju 6 d BSEZ ) HEJ2, ISt SBEOLJY ¢ HEE b
~ie0gdis W tfied IsjdstfteOlsizte ] dgddlziy 20 & dizd d&dXd. FdedH Iihsdteso0ddjd
BBEOLJY ¢ HBIjG BYls! tsudshsis OLGSESY & d HEodHJE HE SEdRHkOkGs2
s joB jteOlizts . _FisesCelisrj L0t do0dkd™/0Ldste0x do0kd tBtOLY0 ¢ & j
HistiziCOEIshw,

Ated Yetso jHidkdd 0k0kdLO itz jHizjls ydlsto0ls+ fisOBdidshis+ ke jyihSsets
IsteOdaiW jteted0 © BEZW jtej Sistals j2djte0 HEZW fBSte SBieOLYS (Is0BEYO 2).
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u0BEZdYO 2

RiASHES vhisodw ~tc0d jadw o Sl 20 jts J/shisOydts J

MsHJte>0%d Csdu misets, %

IsteOctzmw Jtete 0 UteOdhw Jistedd

9 SBtOLYJ P, 5 S S S

33 Hfw 33 HdW 14 Hj? 7 HEJ2

1 2 3 4 5
39 > 90 > 90 > 80 >70
66 > 90 > 90 > 80 >70
157 > 90 > 90 > 80 >70
246 > 90 > 90 > 80 > 70

A jtejH tesojHikdik 0k0kdLO shOkjzds ofstwadkdlsy Swsi2dkit, yssBT
BBteOLJY SO0Z0 SlHjzdEihw Bls S0R0oS LEGHO, d ovHjteydls) Jo fied StdiiOlsuns?2
IsJBYJteOlstzte j dij Bidedd 30 dscfuslzs.

8. Tpedyemoe 000pynoBaHne, MaTepHAJIbI U PeAreHThI

8.1. rov Ssedyudhsejhhses sHteiHiejiadY StOkhwjtstedi0 %0 0k0kdLOkst
Oabd0isdLteso0bkhisl  Chudhduints? ~didd NS-Prime AAO0L ¢ jsBRSHABY
hjHzE=hdj odHT BBiStizHBa0RdY, d30sjtedotse d 06 juisse:

- ddOEdLOsts HAMSte jisd 2 OolstsdsOlsdLdtetso0tdz 2 ShdhdyjnSes? rdddd
NS-Prime AA01 HEW Csizdyjhlsejedses in vitro sttsjHjijedw d dshdlkstdded
Ciotzy jistsOyd? OtOddflsse o SOt i jS0;

- Sl j20%jte ™ HEZW NBBisO BBEOLYSO SOZ0 HEW Ok0kdLOLGtese NS-Prime d
NS-Prime AAO01 T Specimen Collection Container A;

— fesBdteCO0 HEW sBOLYSO (SBIjR 1,8 dk HEW OeltsdoldyjhSdn
0d0dLOkBtetse Hitachi (T 716-0425) [tv — Aw) 2009/05517 ls 19.08.2015, fitetsE
HJ2MisodW - B hitetsyds. IesdLetsHdsjz+ DELTALAB S.L., Rif0gdW];

— ASESHAEA GBS, HHH jiexdo0s P d? Is jostf jiolizil sis 2 His 8 Ad;

— SHESCOROEAGY ] tistzizOokdosdyuinGdl HiSLOLSEY  fdtfissykri
Yiejiihtrd ded WdthdtseOne ds B jdd s fdded dd GoSsEiukdCosd,
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tfsLotszvshd] sisedic0lst sBI jd3T M HEEMS 2 BIs 10 HES 200 S, Olsls jiistso0dkd ™ j tis
LGOYJhdt MtsjHEJ?2 HELY  MesHJ®RBhS tejLizzs0kss, tfsetsjMashist dLditejddw
CRlstste ™ HSEX G0 BY s & BSEZjj 3%;

- YAy JisSd ¢OBLOSSLEG J fisJSEVikG Y J;

—  WOBBt tejOcjikte in vitro HEW OalstdiOlsduintses Ckdy,inse jkdses
tstfte jHjdz jdzdW IsteOdzWw jtstedz0 o SOtz o 0SS | HiW 00kdLOLSteso NS-Prime AAO1
T FIT Transferrin AAOL (ARU ute0hnW jteteddiz AAO0L);

—  WOstte tj0cjdbte HEW COzdBlesoSd SodkydistOydd IsteOdnW jteted@0 o
ool HEW Ok0kdLOksise NS-Prime d NS-Prime AAOL T FIT Transferrin NS-
Prime Calibrator (AR UtsOGMW jtetsddiz NS-Prime s0tzdBteOsts);

— 0Bt Stk ]? Shyjdistoydd ¢idsedsBdi0 o/dkd sodihw jisteddio o
ool HEW 0Rz0zdLOkEEse NS-Prime d NS-Prime AAOL T FIT NS-Prime Control
(ARU NS-Prime stilstesi);

- 1OLBOadis jizd BieOLYO o Z0CEeC | HiW O0kdLOkStstso NS-Prime AAO0L T
FIT AAO01 Specimen Diluent (ARU AAO01 t0OLBOadls jd t5BteOLYO);

- TOmotste HEW tesds™a0dkd™ ¢ o ZH0CEeC j HEZW 0k0zdLOLRERe NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (Aszra0shd2 tsOhsotste ¢d);

— 0BGt SHEEEOLEO Y - 6 j0Sydi: = SEojls f) 8 wyj2C0id AAO0L / AAODL
8-cell Reaction Cuvette;

— HAMsdzidteso0dE0W/H jdthkdLdto0dkR0w osHO.

Q. IIpoBeneHue anaausa

TJLizes0 T 00kdLEe, Yty k| f) feksh1s ¢y 0BsE0 6 j06 kst in vitro
HEW Oolssdz0IsduihSses Csdyhise Jadises stfejHjzjedwy steOdhw jstediz0 o COkj o
ool HEW OwOkdLOksEse NS-Prime AAOL T FIT Transferrin AAOL (ARU
Ute0EhW jetedz AA01)e, COC d @=BB2 HAOeESNsdyNSE2 BibtHIS, HEEGT
dzls jtstfts jisdtetso0lsA v o fsylsOdzdd ) SsdCis jlsds? Shdhdyjnts? Coelsdks? d =Bk
Hislzes2 qWistedzsOydJ2, dLejiistks? otOyk.
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9.1. IloaroroBka peareHTOB M OMOMATepPHAJIA

9.1.1. IloaroToBka oOpa3ua A

JBte0Lyr COk0, tfic jHEOLGOY Rk § HEW 0%0kdLO, MsBdicOEishw o ftf jydOw-d 2
Cotls j2djts, COC ZCOLOGS o dihstelzCydd ts ted®jbjkdt HEW cstblsj2djter HEW
fBBte0 BBEOLYESo COZO HEW 0R0dLOLEese NS-Prime d NS-Prime AAOL T Specimen
Collection Container Aé. ute0hhW jistedtz isOBdiz itz © BzW jtoj Cisdls j20jte0 HEW fBiSte0
SBLOLYO A 9 Isjyjbdi 7 HEBJ? tied (2-8) dizd 3 H@j2 ted s jot okt
Sz 0= 2 filedHr (18-25) . Uil & Bd%dd, 0B0zdL fedHizds YsdLosHds+ COS
BEXds BYijktedd, SOC COC MisOBdiAdshis+  IsteOdhW jetedz0 GOtewdlzs LOadhdls Bls
mshisswlzdw  COz0. v iy ovhj CsdyjusteOydy ISeOhnwW itsted®0, sjd Bkt ©Sd0
lzd5 jaz-+ P s,

9.1.2. r&v dhfiz jHse0dkdw &jsBrtHI®RE Hedesiksadis tsjoSydsdi2 tonketsts,
shisswh 2 dL 12 ¢Sk tfeHeskssod jhdses tonisostsd sBieOLYO ¢, 100 d3Ce te jO6 jdis0 1
(Tf R1) d 40 C& tejOcjdkls0 2 (Tf R2). tijOSydshkdlzts hdjn! ditikihdedss d
dCzediez=ls tfied 37 °w o bjujkdj 4,4 ddh., st GjsBRSHI®RE HEW oY stk
teJOSydistds? hfshsahkshisd Odwsde jeseo d Odisdlsjt.

9.1.3. [loaroToBKa peareHTOB /sl ONpe/e/ieHUusi TpaHcheppUHA

IjtejH COMHY a3 diptfsi-Lse0kd bz MisH e dis] WkoSsE0 fy FIT Transferrin
AA0L (ARU ute0dhwtsteddz AAO0L) PO ji2dGs 4t jisddeoisiw, 50€ SOS yomisdy ™
CotzsgHEses LsksiO dgselzls fied mt0kidd o toHOKY o sMOHES. A dLB > 0td4
BieOLSo0RdW  HzLrieiCte  obLHEZRO  YjtjiiNdedkdj hejnzils shizh jhisedwis,
BjHEIGES e jost0ydodw HolzaCOds jielk 2 Wiz0SEdk i) fisHitexddrd, 0S¢ COS tied
tfovad jidd tlzLrteCso oBLHEZRO HOYdS Ok0kdLOkstd fydsrejls & jtfie0odidr22
5Bl jd3 d ZHOZWjls HolzACOs jletz 2 WkOSHh dL fidhlsid™. IbkLrieACd oBLHEZRO fjtejH
sjd3, SO ditfsizLso0k? HalzRCOds jietz 2 Wik0CEE, djsBrtHAMGE ZHOES i g1t
Ay jisCd COBBsLOLSEHRS?.

Ishizj onSterisdw zfossold, FIT Transferrin AAOL (ARU UteOGMW jisteddz NS
AA0L) B Es rts0ddis+ o Isjujkd SHESES G ivy0 tfied ks it jolklzi j (2-8) .

NARU  UtOENWtsteddz NS-Prime  s0&dsteOltste  Hiso s HE  Csd3d0lsds2
sJdstf jteOlsizte™. sO0kdBLOLESE EdsWdzdLdeto0kd 2  othhis0k0otdo0jshv 1,0 &k
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te0nsostedls jew COkdBieOEE0. Ishizj ofSterisdw d otshisOdsod jddw i s
te0msostedfls j&v COkdBisOIsst0, jet Nk izl dhtfisd- Ltk & jL0d jHEdls JEAESs.

9.2. HpOBeIIEHl/Ie aHaJ/In3a C HCIIOJIB30BaHUEM AHa.mBaTopa
aBTOMATH3HPOBAaHHOTO KiauHNYeckoii xumuu NS-Prime AAO1

IsHEsBEOY (sh0csa0w) dehkezCydw ts dhtfskzLse0tds ¢hd0zdLOkSE0
HAMSelstsets  OalsslOdLdtso0khses SChdiduinss? ~didd NS-Prime AAO0L HiEw
Ctzdydhise Jdasets in vitro sttejHjejid™ o Biskdisttedizeo Sshyjdistoyd? 0k0edsse o
ok vy ko jSoe d tfissojHjhds 0k0kdLO dLisy k0 o tkCsetHhkej HistLso0l jdv,
oCsyow  ffstewHsS  w0BSYdm  tesygHlzts, StejBselkdw s BJLSHOMGSHIS,
tftcjHiztfte j>iHOE R (] fiddzerk ™ d &0SE 6.

roGgr g, fetlzyjttrj o tfesyhhn dhfikjHse0Gdw, tksBieOM Ok &0 1Ct0d
GEOEJLOEE0 o ts jOkdGd ots jBjdkd. RHJESIWSOydshe 2 & jte tBOLYO (Sample
ID) tstfie jHjzv jlshw tfs Mistedn-SHE BSBEOLYO.

eBlssCisdz dLds jtejddw (Measurement protocol) fisHjtex dls HOGd Y Stflsdyjnss2
fazsiseshisd Hb(A), Tf(A) HEW sBtOLYO, difiitzjHse0hkd ] Cristteisets o v tfisdzdw jishw ddd
LOg jte jdzts.

¢dolssdi0duinSd  stiejHawishy  LBOuJkdd Stdkyestoydd (Concentration,
average concentration), ©OniydsOkhsj s SOkdBhsotydks? Stedos?, tEOLdkshis
stfisduihCd- faskkshisj? (Absorbance difference, average absorbance difference) d
eilssor?2 o jLizaz+s0ls (Result).

sYsthdsjiids  GhozdLoksts WdShdiekzjls shisOah jimw et jdv, HOlslz
duagdteddedv, SELWWAydjils eOLBOaRjda™, dhisdijte @S0 tejOcjdlste, Sizdydhisets
tfsolststeso, HOEZ d otejdzw MsLHOGIY COZdBlLBoBYEE2 Cledos?, skt jtolizisl odtzisted
BeHEEY 6 j0Sydhkhses MisskzdSo,  SsAWWdydidsT  e0kdOisdedshisd (%)
Ciody jdeisteOydd d stflsdynSs2 Huskshshisd d His.

NBBEzE0 HEW 60y ds0 dLddaddedw stisoudnSs? fasisdishisd:

Abs = (Am1 T Asl) T (Am2- As2), GHJ:

Aml T stisduihSov fuskhshst tfied shhsods? HEdk) ottdr o ksySd
duegdtejddv 1;

140

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



Asl T stfisdyihSow tfizsisdshist ted Hstshdds jz i ds? HEdk) otstdr o ksySd
duegdtejdzdv 1;

Am2 T stisdyihCow taskhshst ted shkseds? HEdh) ottgr o bty
duegdtejdzdv 2;

As2 T stflsdujhSow taskhshst ted shbsoks? HEdhkj otk o bty
dLateddec 2.

Jbsot0w HEddk0 otshd ™ T 540 dds;

I ststzddls Jz-4&0w HEzddk0 ostd Y T 660 d&ds.

uiYSo drdsgtejdzdv 1 T 0,2 d3ddalzls™;

Uyeo dLazdtejddw 2 T 6,8 d3ddalzls.

rev sttsjHjzjedv Sodkyjdistoydd yidsejuihsses ste0hhw jisted®z0 o tsOnkotsts]
SBiOLYO ditfsdz-Lizjlshv COkdBlesoyRow Cedodw, HEW Hishstels jldW Crbites? o st
te0nlsostsd tBEOLYO tieddsjevjishiv ARG Ue0hW jteddz NS-Prime s0kzdBte0ktsts.

rev stisdioz as? toBskr offj tjckdVehrj teyjHzter G&iSBRBHI®RS
tflosoHdls!  MscEOhGE teCsotHisoz €&  PuOZdLOLEEZ  OalshOLdbso0kdkEM:E
ChdidynSs? ~ddidd NS-Prime AAOL.

9.3. IIpouenypa KOHTpPOJIS

TJSBdBjdHE jishw, ystBY  COMHOW  ¢OBGEOLEtedY  fishistWhkhks  ditfist- Lso0k0
a0 JtedOk " Cdstesizy SO nise0, S0SdJ 0S¢ FIT NS-Prime Control (ARU NS-Prime
stistestzd) d  Ehs0k0ekde0d fesd hisBfso ki)  Chdstesi b Itesodd.
Joserlzissod jor j Sodisteshzd HEEMEY s ihsdteso0kA v fed COMHER ydte toBBST.
1Oy JddW yidzse judnSees steOdhw jtstedd0, Yty i HEw iols jted0dise Cdiststsyw
COyhise0, @& HEEGT GhsesSEOkhs orasHAls! L0 SohGitesz g kissokd,
Ehis0Gsot jhkrj o COMHE2 t0BGwOLstedd. (hid L&y jedw Sodistst ¢ jsHESSE0lsGS
OV AHWS LO IZhsOdsat jihk j HAOYOLE Y, ik jHzjls tiese jtedist, 60BEIO s ¢d tiedBsts
GOHEZ >0 ddk BBteOLEE dizd tisse jhisd falttskizEs COkdBiesoSkE.

AHisSBG Y J YesydHizie™ tis tesojHikdy SowisesEy Coyjhised o SOkdBsas]
GORBHYSHY o teCotHise] YikALso0kjiy  Gi0kdLOksE0  OoltiBodLdtkso0khkEes
ChrdidynSs? ~ddidd NS-Prime AAOL.
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9.4. Bpbluuc/eHUs Pe3yJbTATOB HCCIE0BAHMS

120U jdy  fCOL0jEj?  BBEOLYse  ovfydisreoskhy  0%OkdLOLSEEME
Oalstsaz0Isdy S dd ShzdizduinSs? nddidd NS-Prime AAOL.

9.5. HuTepnperaunus pe3yJbTaTOB

Istesetos) LGOYjRd), Mdests ditfstilzjds) o ctbskdd HEZv donhsesets
teddzdzc0, fishisOadw jis:

- HEW  SeORnWitted®0 T djdkjd 50 de/dk (ASodedkiklsis 10 &Se
U Jse JydnSisets Iste0dnW jtsteddz0 &0 1 ¢ CO0).

ed ovwoljkedd L&OYjRd?R yjdsejyinSees IstOdhW jttdR0 o COkzj ovhyj
PCOLOGGEEE fistesesoses LuOyiddy  hizPdhlkselzjls o jtesWishshist  d0dzfydw
Csizste JEISOEZA diSEs t60S0.

ez juoddy: rohdkrj Lkoyjkdy wedwekhw ofjets ddh YsCoLokjei&rdd d
dselzls slszduolsHw sls Hislzedm SzBEdSEa0hkG ~ LEOyikd? o Mewid f) LOLzdydWdsd
tfedz v jgrn  BJssHAS d dhfikjHizjdses  GOnjejddy. sOMHE2 €OBSEOLSEd]
te JSBBjhHEZ jishw Zhs0dk0adkde0ls+ fets | hsehise jhkus] tstresot] L&Y jad].

10. OrpanuyeHus NpU NPoIleype UCCIeI0BAHUS

10.1. RLBjRjGdY odjhdjes odHO, kKOS COS tfsdizskikdj d OctsjeOydw
=BiSes du Sk jiste #OBSEO tjocjdkiste AA0L woweslsiw HiedLiO0SEd dn
oBLBBEYEE? tfisteyd. dv Sbnkze2soydd hewsdis i f) 0 dds o hlsd o3 HAd jtetsds.

10.2. vhokjids fjejgiNded2s] WkoSskr f teOcjdsokd 1 d 2 tfitedH
COMHY @3 i Lise0kd i, tsitdlz st yohlsdyr SteesdHEses LsEsis0 dsetzs
9" fOHO o BMOHES ofs ote jdiW rtsOd: jddw.

10.3. r@v HJOcwshisduinSdn yJkj? tejLizalsoisr, fwyjddrJ tfied SOMHESG
dfizjHse0kdd, HEEEY ofjeHO ditfskzALse0k+hw o CedBdhOydd f ShddduihSdhid
dhh jHse0dkdwdd, djHdydints? dhlsstedj2 foydidso d Hiskzeddd HOdGE ™ did.

10.4. 3 jBrtHdGE Misteses MsBEzEHOLA  djlssHAYnNSd) EZS0L0kdw, kOS COS
=B dLizBitd] Bl gedoinisd ¢ dLd ik jkdss e jLizdIs0is0.

10.5. RiYBELs00Gd] ¢0BSEO ©j0cjkisto AAOL, ©OhRsHE = Ok itedotse o
LOYOME = YOMisj2, skidukr= &k tesHzCydd, tehistadwjkt? OolbstedLso0dd ™ d
HAMistedBA EBlsistetsd, BB Jls Yedohisd € tsdizy jkds djksyd e jLizis0ksse.
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10.6. misOkdls? #OBSt tejOcjdlsse AAOL & jsBRsH®E o fssle jishisedd f
PCOLOGE Y &3d &0 UsdSJIsC] COMHBEE 1606 jdis0 EZhdsodwdd nteddjddw. 3 jHEHEZhsd®s
dhtfsiz-Ls06%d]j G0BBEO t6jo6 jhiste AAOL it dhsiyjedw hesSte ne0d jddw.

10.7. rav dhhizjHso0ndw diftse-Liz?lsd flod>d2 SOd.

10.8. rOdhr2 Isjhls &j HEEMJb tesosHdsANW HEW 0R0zdLO BBiOLYBe SOEO0,
LW = Iz fOyd jdistse ) &z jdafistelzOyd 2 dizd 6 joistetets jd.

11. Mepsbl il CHHKEHHSI PUCKOB TOJYYEHHUS] JIOKHOMOJIOKUTEIbHBIX
NJIN JIOKHOOTPUHATEC/IBHBIX PE3YJAbTATOB IIPHA IIPOBECACHUN I/ICCJIeIlOBaHI/Iﬁ

11.1. RLHJ&d] tfieJHEOLEOY B kE4CE HEW  dhtfsd-Lse0kdy o in vitro
HJOeEBNsdS) Msod skt ) PuOzdLOLsissd HAhCte sk ds OolstiOldLdteso0dk:
Chdhdy ihCs2 Adddd NS-Prime AA0L HEZW Ssdzdyjiise jhdtsets in vitro st jH jdjddw d
dBsdkdisstedized SobkyjdisteOyd? 0k0tdiste o SOt yjise jSO.

11.2. jejH te0BBIB2 )  GOBBEd tejocjhbte AA0L & jSBRBHANGS
BLEOS Bl i) dinlstizSydd? s teddjdiedt.

11.3. 2086t 5 j0cjklsto AAOL Mz jHEjls difskiLte0ks sEiSE YT shsgE
ZOBOlEhREHRE Hf jehskodt.

11.4. 2086t 6 j0cjdsso AAO0L HEEXJE diftEiLse0kifiv o fisslse jishisodd f
ZOHEZ 0P j2 z0BBE0kEhks2 Hie0SkdCs2.

11.5. IsteWHES Hj2Msod? tted ditsiLse0kdd @0BSEO 6 j06 jkste AAO0L
HEE G tisddshis s fsBEEHOAfWY, KOS COS BB j dLBjBjkdj tesyjHizier dsdls
tfsodzdwis* %0 dLsjuzddd ] tejLiziw+IsS0stse.

11.6. RifsEL00Gd]  @OBGKGO o j0cjusse  AAO0L,  SHESEOLsOY A
fedhtfshsBijkd? did wOYohkr=  yohsj2, skkdukre &k tfishisOadw jd*
Ptsthegsyidt ¢ HOhstdBIskstesd, d@oyds  tedodhisd ¢ djtfieodidrd
te jLIzdzIs0Is0c.

11.7. Jee0ddy jkdw:

- GJew dhtfsziseoks StiedROydd Sith jdste #OBSEO tejOG jdiste
AA01 f 0Ly B disd 0 Hoslsa2;

— GJrLw  difsiise0lst FIT Transferrin AAO0L (ARG UteOdnW jtstedd
AA01) o SsBd®Oydd i) Hiszedlzd Wkz0SsROG f te 06 jds0id;
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- a4 Lw dhtfisz- Lise0ls? Gz0Bste 6 jO6 jdisso AAOL HEW k2, Blskdydkzr~ Bis
tftetso jHjedW HOGBGSES I is0, tistfsdzdwis+ d fddh dels- tjoc jdisT.

12.  Mepsbl 6€30naCHOCTH NPHU MPOBEAEHUM UCCIIeT0BAHNI

12.1. W J Ydtfilsdisiz?ls j telstses.

12.2. 2 JShststerj Csiztfisdzjdls™ #0BSE0 tejOcjdisso AAOL fsHjiex0ls Bitdd
0,1% OLdHO &Otedw. Hed YsyOHORAd © 6ZOLO, &0 SoMiz did tied fikzy02dkisd
tfiosezOso0hdd tieddidlsd AShistejadrj dsdte™, KOS SO tiesgro0kdj BsEAMdds
ety ihsotds osH Y. Med G jsBRsHBENIST B0 i+ € otsdyfz.

12.3. Mesgro0=hd? wofsotte ¢  wolwjshw fdiaks? P jdsyres.  Med
B0 jhodd M) d&ddiz &OHjo0Rs]j tejrddsery HjtyokSd o LoPdiserj tsySd. Ied
fstfOHORdd © cZOLO did &0 Stz tieddsdisj ASHstejhkrj djtr, k0Sdj SO
oz ro0kd] Bz ddy Sokdyihisosd osHY. Med djsBasHAMGEHS] BBl ¢
otsOyz. e fklzy02dsd tetscizOls ™ o0hkdd b jdsjHe bt SBtOlsdis i+ LO B jHyddhSs2
tsdgshes,

12.4. 2 jSubsstej Codstfisd jals™ &0Btsted o jOc jdstso AAOL fisHjtex{0s B yd2
hrotieslssykr2 0z Blzdidh, Cbtter2 ¢ fisHieMdls dlogisér =  otLBEH k]2
qeWJSydstira  LOBBEZJo0RdR. Ul GJ Biedd, S hydisOshv sl jaydon-ds
dewjSydehrd, d I &d hjHzjs sBEOPOSWY ity s, YssBY dLB >0k
LOtwO jddW.

12.5. Afd  yidseojujhSdl ®BOLYT He@EY  fiudlsols+iw sl jdydod-as
WSy dshd " dd:

— f sBOLYORd MizjHzdls GBLOMOKHMW COC f)  Hskidydozrdrgd
dhlssyd<ogd syongr - dewiSyd? (odtslzi ¢ifolsdiso B d C, ARY d Hislzed);

— ofid BBLOLYY d Yelsjkydoi ds LowdMYhaYJ &Okjedoty fdiHizjls
HJLJEWdydtesa0lst d EisdzdLdisseist o Mssisejishisodd f) IeOodwOid teOBSISY )
oLBZHAls JZV&Bd dawjSydste - LOBBE jo0kd2;

- tfied 0B f) SBLOLYORd Yoydjdiste did &oBstd tsjocjdiste AAO0L
hizdHzJls dLBJcOls+ dn YsyOHOdGAW &0 fizdLdhis™ J SBsEEuSd;

— s,  fOHdEr  d  Hekzedj tsetHjEeTy EyonksSd  Coyid
zOBBiOLStekEes i jefjskz0k0 fied 0Bl f) tBEOLYORH Hoydidstse did @Ot
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tejOcjlsto  AAO0L  HBEMEY BYkd  GOHEMOPdE  sBOLsd  LOP P jdr
tstslse Jishisolz= M dd3df otsHistzjtftesdady0ds ad3d YitejonLsygs B fitejHso0dd;

- o BJMkOR, 6HJ &ORBHWISHY BBLOLYT HOydidstse did @0Bsbte tej0c jdkisto
AAO01, LOtfle P jdis Ciztedls, HedhddzOls+ tfoPiz, Yisw- L0k W S dsdSs2.

12.6. IstojLr, MMOHAET d Hiekzedj Yot j>Hjbk j ZuohsCd SoMd HisEd&T
B s GZOHEJX 0P dds SBisOLSH LOP P jh&r hsislse jishiselzes ddd
OHSJ el yOIB  Bd Yt joLsydk i fiteHise0dd.

12.7. At otejigw tcOBBISY ) SBLOLYOR] toydjdistse did EsdedLoydd lseYieH -
dizd MdHSdR BlsasHBe BBWLO ji4ds dijtfiskLEZ2ls ] ¢0BSiOLEied © j fitey0lsCd.

13. Topsmoxk u  ycJoBusl  YTHIM3ANUM  WJIH  YHHYTOKEHUS
MEJUIIUHCKOI0 U3ae/,imda

13.1. vbdidLoydw  tjocjdlsse  ¢FIT  Transferrin  AAO0le  HBEM%O
tftesdLotsHdlsw o fstsise jishisodd f) €0k Idy 2.1.7.2790.

13.2. 1 ttesy i tfesdLosHised GOBsEO tejoc jdistso AA0L &j teddsjdaweslshw
04 jflse0, tOLEzNOshd) sLshsor?2 fis? Ok®shWjtr, 0 S0 j tejocjdhlsr dj
fisHJtex0ls 8P jise, 0LczNOEsh R BLsGRe 2 N2 OlBshW jisr.

13.3. "u'vtgd], dintfszLizjdsj HEW tfesdLotsHiise0 GOBGEO e j0cjbkste AAOL, d
teJOcjhls™ dd Wodweslsiw dissudkdSodd sHOnGY = dLizizyjid? o o Hikjkd? ot jHEY A
o4b ifse, LOskWLEWE (R BCielzy 0 PizEs it jHLz.

13.4. A tesyinhd dhtfstiise0kdw d ZsdidLoydd ¢osste0 tojoe jdiste AAOL f
dhlsjShdds mtetsCisdz eHLShs SsShHdudk = BisnsHESS 4 BBEOLEZ jishwW.

13.5. 2 jSslststej Cischktfisdz jlals™ d0Btsted o jO6 jdastso AAOL fsHjtedOls 3 jdag
0,1% dObtedw. dLdH GOted™ s Jls offislztfOls+ o s j0Syde f) djH4E d tfedosHdlsr €
wistegdieso0kzdE oLeYoy0lsr~ OLdHie B3JOkdse o otHEHesotH. 3 JSBRBHA®S
hjHselst Hj2Msoz=hdl  e0odk0 Esdidioydd sfohkr - BkasHe. e
EisdizdLoydd o 0Ssadblz, g o02ls SlsasHT BSE+ N dds Sidyjhisosd osHY .

13.6. 2 JSBhsterj Stk jdls @0BSE0 o j0cjkiste AA0L fisH]je>0s Bryd2
hroseaksysr? Ok+Bzgdn, kst & fsHjeMdls dladhsér - osLBzHdIS k]2
qeWJSydshlr e LOBSEZjo0RdR. uj® @ BJedd, S hudlsojshv  tfislsjeydOr- e
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deW jSydhtrd d i) &dl hkjHizjls sBe0Os+W Shsttesyd&ts, YstB Y dLB >0+
LOtO> JddW.

13.7. A Ydzso juihSdy sBteOLY " iy disOEsinw (1[I SHTAVTs [Olvali
dewJSydstdrdd. rdidewdydelz?sy o Zsdedidieiz?isi eof)i tBwOLyr d efj
el ijbydotds  LoLOMYREYj dOjtedozr 150¢, COC BRHSS hd MiSH X0l
osLBEZHds j&j? W jSydstt:r R LOBSE jo0dd=.

13.8. JntHY, sBeOLZERdIw o ey dhtfskaLsedndy d EisdedLoydd
Z0BBKO tejOcjute AAO0L, tlkshwishiv ¢ Chohhlz cSHdHjddtesedyintd soherj
SlssH e (SzOmf) 4 fiscrondks 4Gy 2.1.7.2790).

13.9. IB.ONjddj (MBGt, otejfikhis] nbOhkjkdy, SBJILLOEOMJo0Rd] d/dhd
sBjLote M do0tdj d steOdhtfelsdteso0dkd]) BlntHE, SBROLZERdRY o tfistsyjhnj
ditsi-Lse0kdy o Esdkzdioydd ¢#0Bsk0 tejocjdisse AAO0L f) dhksjShdl MiesSod:
GHEBMs, HEEMGT HesosHdsA W o hssise jishisedd i fidadtodsd, Hj2MselzE=hddkd o
MisteOtzd HredczJdeddacfV %O dBsdzjals ZiszdLoydd.

13.10.r@v B jLLOOMdo0kd™ d/did tBjLotkj>do0kdW BASHESe HESEMGT
ditfisiz1Lise0k v Lok jedhstedtetolllzrj o tA HjLd@wdydiszshd) hejHhse0 d
tsBBstelzHS00®%d 4 o fissiseishisadd ) duistelzSydwasd gits of- Yedddddddts.

13.11. flsnsHr, skushvhdjw € Chohhlz cStdHjkdtdsedyinSd syonderj
SasHIe HBEGYT EsdizdLdisse0s v yitju seedddLoydd, dijshdj adyjeLds ¢o
Astsls oH Hjwis jizAdzshlsd.

14. MeTtoabl M YCJI0BHA CTEPWIN3ALUHA

0Bt teJOcjtlsse AAOL WodW jistiw ddfisjtedfiz4dz ¥ ds dsgHdydinSdas  dLHJedJds.
AescLosHdshw o Of jtfisdyjnSdn Zhdksadwn.

15. TpaHcnopTHpoBaHHe, XPAHEHHE U CPOK XpaHeHHMs IOcCJe MepBOro
OTKPLITHSHA

15.1. TpancnopTupoBaHue

LYOCEEORET 2 GOBGE t6j0cjiisse AAO0L IsteOdhtistelsdislztsls oy jisd odHOB
Cerlsra IO fstelst  MiejHhiso, Sl BJSOtdo0j ~ BhjSto nOdkBEiste o
dstehCisets  steOwmtfstelsd, o Msslodshisodd )  teOodkOid tHitejosLtS elolzLise,
HJ2Mselz= ddsd &0 HOGhSE odHJ Ste0uistelsO.
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Litsadw IsteOdtfistelscteso0ddw T thed] s jostf jte0lskzts j (2-8) Awt.

Ute0Gnstelsdeto0tkd) #0BSKO t6jocjdkste AA0L HEEMGE Bhzh jhsodwisifiw o
Is Jted3sCisdls j 20z jte0n SHESEOLSOBEE YiskALso0dkdY, HisH e 0 dn REOHEAE jiidisT, did
9  ISJlelssSns b0  BBisesSskises  iedisdedady f)  OslssiOsdydhSd
fsHH e do0jdss2 st JieOizies? dizd o 0olssts jWicd™ JieOlsste0n ) dfytfsezLso0dkd ids
Is Jted3tsflzHI SO Bs 0.

1Jocjisr FIT Transferrin AAOL, IsteOdhtfistelscftetso0bdzr j ) dOtelzh jdadf jok
IsJa3Y JteObslztetztsets te > 30, tedisidedts G fsHz X 0k.

15.2. Xpanenue

UJBHJe0bizisd ntcOkjidY %O0BSKO tojocjdsto AAO0L ZCOLOGO @O AsdSikSd
CtesBGd. MisOkdls] dJsisCersy2 d0BBts 6 jocjkisso AA0L ted EZSOLOGGSE2 &0
UsdC jisCj SstesBCd Is st jteOlslzts j (2-8) At His dfnls jujtsd fissCO RtsOdjdscfv G0BISIE0.

MOt jidj &OBBEO tojOdjisse ARU  UkOENW]jkedd AA0L  HEIES
shizb jhsodvis+ v o  AESHJEAG R COgRJe0n  dkd o ~SESHAZAGACO0R,
s jude0=hdn tojetz0dsjdisdeso0hi 2 IsjdstfjieOblztekz 2 teiMdd 1) J>JHBJodkE2
tejediste0ydy? st jteObsizte .

TJocjisr  FIT  Transferrin  AAO01, nwOkdohdjiw f)  dOtlzh jhdjd
te jedz0ds jtalsoftetso0tztsets to i dds0, tiedds jdjled® & sHj>0k.

15.3. XpaHeHHe ¥ CPOK XpaHEHHSsI NMOCJIe MEPBOT0 OTKPBITHS

Ashkj siSerisdy dintisezLz2ls) 0Bkt tjocjdste AA0L o Isjyidkd] SHESGES
Gdhy0 o Rsdtalsg gted bjdstOlsizie] (2-8) AC.

16. TapanTtuiinble 00s13aTeJILCTBA

16.1. MsdLosHdsjz! c0e0dsdizils Mssisejishisod] ©#0BEEO tejocjdistse AAOL
stttz jik o5 IsteiBso0kdwd MisOkHOGsse d HEC®JEsOydd tisdLesHdsjew tdied
hsBiz=Hjedd EhsedW ste0dtistlsdtsso0ddw, ~t0dkJdkdv, 1Shtfziz0soydd.

16.2. wteS csHEENS ) HOBY tissdLotHnse0 (Hteddwisd™ tfissHEzSydd BlsH s
Csdzistetstz SOy dMisa0 tfis JHtftedWisdW-dLesissadls Jaw)
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Lesadw HHeisE

YesHEZSy oW Ate0ds jdec CsHASHs]

WOBBe e jOcjiste  in  vitro  HEW
OalssBOdynSaes Cdkdyjhise jadkisets
SttedHJzJed™ 0w tted®0 o SOkj o
ZoSsoC HEZW 00kdLOLEtsse NS-Prime
AAO01l T FIT Transferrin AAOLl (ARU
Ute0dhW jtetedz AAO0L)

16.3. deodrotHdsitr & Gihjls  skojkhseddkashisd L0 COCER-kdBfS
tfiodudt et 2 2P jteB dizd fsote j>Hjhdw, ov La0bEY j toktster: o3 dijtfiskLso0dkd jd
BOBHIE0 to jOE jdistso AADL.

16.4. deodiotHdsitr & Gihjls  skojkhisojkdshisd L0 COCK-kdBfS
tfoduditt 2 zhjee did tsetiyHiGdwy, ovLe0hhary dhtfsi/Lse0kdjd %080
tejOc jdzstso AAOL sz dinlsdudded MissCO csHESMis, ZSOLOGERSES G0 ZHoStat .

(2-8) °C 12 &dh*ude

17. KourakTHas nHpopManus

A ostfieshod SOy hsa0 B jHAydEnCses dLHjkdy cy BBt tej06 jdisse in vitro
HEW OolstsdzOlscuihSses  Sskdyhise Jadisets stfiejHjzjedwy steOdhw jistedt0 o SOkj o
foCsoCy HEW Ok0zdLObsttse NS-Prime AAO0L1 T FIT Transferrin AAOL (ARU
Ut0EhW jetedz AA01)e, tfiesdLotHise0 Alfresa Pharma Corporation, Ctfsdédv,
B0 O W s OHts jhiz:

JBh hisets ) Sete0kdyindks? slsejishisejaushst e cotLo-Ruvrtwurs=zade
(L chatSe-Rustturs=zade),

Bhindw, 196066, ¢. a0kSs-I jisjelztse, FBhCsonCd2 tie., H.212

ujt.: +7 (812) 303-82-44

[-mail: agros@agros-int.com

AssdLotsHiises disddls htelsdWoydteseddizts hdhsJilz d3dddHBJus0 Coydnise,
9 Istsciz ydiizg o yomisd tesdLetsHnised B jHdydinSsets duHjkzdw ¢y oBBte t6j06 jdistse in
Vitro HZV OalssE0sdyinSisets Sedyhise Jatisets stite HJdzidkdW Iste0unw jietedd0 o S0k o
ool HEW OwOkdLOkstse NS-Prime AAOL T FIT Transferrin AAOL (ARU
ute0RhW tetsdlz AAOL)e.

A sHIs jieXHO jistw iz jHizEs P ddsd HsClze jdzlsOdzd:
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djtelsgwdSols fistsise disisodw — MD 503784 (hisslse jishiselzjls 1S J 13485:2016),
MtesS Hj2MsodW HEs 23.03.2021;

IrJSe0teOydw s fissisedishisodd Heddsyyjddy 111 VDD 98/79/EC 5B dLHjzdWn
HEZW HAOGWBISIS o Z0BBiEOSted - Zidzisodwa (in vitrs).

18. Cnucok Jautepatypsbl

1. Kazuyoshi Yamashita et al., The Usefulness of Fecal Transferrin Tests
in Health Administration and Hospitals, Sendaisekijujibyoishi, 19(1), p75-78, 2010

[Japanese].
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Ipuaoxenue A

¢ 1. stomhdwdSoydedke " J hajHJedw g tedCOLz JdhLH00 tshidd tis
06.06.2012 ¢. — 4d, tfsfSOLO it His090 tisifidd] sls 25.09.2014 — 5574

¢ 1.1. AdH G jHdydihSsets dLHjddv o fstise jishisodd f) G jhSzokztshs2
SeOhhdWdSOydd? ddHdydunSdn dLHjed2:

272710 T utOdhWittedt RAp,  &OBSt,  GJWjds®jstedyinSd2/
sizteBHAd jistedfy i S 2 Od0dzdL.

¢ 1.2. stzonh ik jeydoe1dses edhSo tedhdded™ GiHdydenSses duHjedy o
htstslse jishisodd f) dsdz jaSEOLtedks? SEOnhdWdSoydj2 BjHdydEhSdn dLHjid? T 28 (1.
9.3.5 tftedSOLO JizLHt000 Trsffidd] ls 06.06.2012 6.  4d).

¢ 2. stH [SIr2 T 21.20.23.110 ¢TjOCjtsT HOctkshisqynSd.je.
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Hpunoxenue b

_J0G jis d50Sqtesos

MapKupoBKa Ha AHIJIMICKOM A3bIKe

IS e0C0 it jeds e NSE LHOSEaSd

~ ‘
IR Y ‘ ‘
jsueaj 114
uwi |eaa 104 N o y
1
et babic o ‘ /
rex | ‘ \ 8.
nTcYsed | Ll ] f | -
| | I
| 104xa1x72 i | 8103110 |
| |
| A3 | Open | 223+
 TfA—-~ I Tf A=~
—I For Fecal Immumochemical Test (FIT) (mE) For Focal Immunoshemical Test (FIT)
FIT Transferrin AAOT RV [ERERTTE o o0 > »55'5 555 3 508 W00 0 6398 563 p.va 5 e o4 2%11mL AT Transferrin AAD1
i
RE2RIOARH[FEAGIZ] v+ v vevrrrrnrrarranssrenrimnsinnnianes 2x5mL 5~8 2"'31:&#
W 250 tests R0 RERACISYA I TUYRUSO—F LR (98 4)- - 333uL/mL |
.‘ ‘
cermA aiffesa 2%
Ens PIILvY JrBAEMN
T XEMORESN=TB2E0S
| s i Afiresa Pharma Corporation
[ { 18 Taiheidai Shouou-Cho, Katsuta-gun, Okayama,
| MaT  709-4321, Japan
e ez EMergo Europe
EC | REP
1 @ 2awmE Prinsessegracht 20 2514 AP The Hague The Netherlands
\ A \ /
e, | 6102460 3 Hes ! I 610253-0
%3“" ——-= LESZEIE =—°
g % gl o _} Tf 1_} 3 3 = FI-b T A=H
i5:"z === ™ : I ===
R ———— TR = FIT Transferrin
iy2 § ===NY FIT Transferrin AAOL 82 = === an0i
318 » =8 mwn R - ReRI0/FR
I8 1 =08 11mL g2 3 ESSe=n
§15 8 ===g [0 8.5 ! =—=o g 5m
v EZ g g-; [or] AA99 =22 ¢ EzAAQB
= —— i S ° — f
358 3 ==38 =8 202001 AE 3 E===28 wi& 20001
ng = e § o mm——O
m ¥ S W F o =3
@ ae P =8¢ [ 24 B = [ 91211
E | I 3 | ' Mix gertty before use

Yeddz juokd j: ZS0L0ddj: ¢Mix gently before usee sLEOYO jis ¢t jH
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_J0ECdiesoSO Hisisis jads i NGs2 FH0SseCd dO LihfSEd LS,

alffesa NSIPrme

Dizcrate Clnicol Chemmstry Aralyzer

v s jis® 0 HSte szt Stetser o SOt (FIT)
Habop peareHTOB in vitro AnA aBTOMaTUYECKOro KOIMYECTBEHHOro
onpeaeneHus TpaHcpeppuHa B Kane B ynakoBKe ana
aHanusaropos NS-Prime AAO1 — FIT Transferrin AAO1 (PUT
TpaHcdeppuH AAOL)

SOLOES B2 s jis - 912241

W 250 Is jfnlstse
1 #0Btsts fsH jtex|dfls:

£j0cjds 1: 2 7 11tz A

140G jdls 2: 2 = 5 itz

ABH& 9 s jyjddj 12 djhwy e f HOlT tfesdLotHise0
uBEASE HEW HJOGESHsdS in vitro

v giesWinhdsaot- teet Yeddididdwy

il COEWE JLO A0 SEietisiej2Dde
18 150d=1dHOd, &YB-IsY, ZjLH sOylizso, JLowd0 709-4321,
CYftsiad™

JJL cotLe-rusrturs=zade

196066, FNCEoNCA? te., 212, 10kSs-Ijis jsplec, LW
BBt tejedhiste0ydistunsets ZzHishsto jieJddw:

RGMStelzCydW gt teddsjdjddes: ifobt-fit.ru
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MapkHupoBKa TPAHCHOPTHOM YIIAKOBKH HA PYCCKOM SI3bIKe

alffesa NSPrme

Dlscrete Clnice! Chermistry Aralyzer

v s jfis0 &0 fiSte vzt Ctetso o SOt (FIT)

Habop peareHTOB in vitro AnA aBTOMaTUYECKOro KOIMYECTBEHHOro
onpeaeneHua TpaHcpeppuHa B Kane B ynakoBke Ana
aHanusaropos NS-Prime AAO1 — FIT Transferrin AAO1 (PUT
TpaHcdeppuH AAOL)

SOOEE G2 Bisdts - 912241

stizdyhkets:
BG4t Yoesdd:

JOmhO dlslsts d dz0nm0 Btokzislsts:

JOMMO dlslsts Ysiste jBdls jz' S22 0SS!

ABHJG © sjyjddi 12 gifvyje i HOY tesdLosHise0
Iols0 dLetissadzjdd™ dLHjedw:

uBEASE HEW HJOGESHsdS in vitro

v gisWinhdstotteet Yedhididdy

Mt0dfls+ tfied 2-84 &

il ChETIWEjLO AOLHO SEEYsE 2N Ge
18 BORAHOD wysiZsy, SOylZs0-¢lzd, st jChized JLOVd0 709-
4321, Ctfstsg

JLL cotfe-rRusrturs=zade
196066, JHNCEonSd? t., 212, 60kSls-Ijis jiealztse, thidw
B&te d HOLO te jedffisteOydshdzsets ZHishistse Jts jadwW:
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Pa3bsicHeHne rpapu4ecKux CUMBOJIOB

- A
[ -

qLesssads ji-

LOT

CsH Y0telsdd

dhtfsizLise0k HES € .

ol

Is jdstf jteOlsiztedz 2 HAOYOLBEG (s +2 HE +8°)

1
J

-
L

B jHAydEnSs] dLH jedj HEY HdOsEshsdSd in vitro
[TH sBteOlsdlsdfi+ € duistezCydd Ut tteddddddt

] T | tfskhsdsy ke e jHnsOads j¢- o

ottt j2nSE fistah jijsej

rj EsBJE s Cos0tselz

1
Jd

4

r
L

MisH jtex dasets HishsOssydts HEZW tfietse jHjddw n-
Csizdyjilse0 Is jfistse

M
m

BOeCdtesoto b

>

LTSEEEGS! [Be0sds it € dqunsekSydd gt
HeddsJdedizdt
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Ipniaoxenne B

uis00 BHAYENSSES dLHjtd™ G0 OketdnSsd WL rs

FIT Transferrin AAO1

Reagent 1 T2 x 11 ml

Reagent2 T2 x5 ml
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WALt trocw A INVITRO rfC odv JIPurY rasJaS
sdIRy el L A TcrdnRe seftJvrsvsrud A sof 4

vIpsLisrt rfc e IrRdu LA NS-PRIME AAO0L T NESCAUTO CP
AUTO AA01

REAEZEYY U e jkidd
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1. HaumeHoBaHue MeIMIIMHCKOI0 M31€JIUSA

WOdkjise0kdj &jHdydenSses diHjedy T cy 0Btk tejOcjdksse in vitro HEW
OolssBOldynSaes  Cizdyihse jehses ttfejHjzjkdy SOz el jCsdiz0 o COkj o
EtfoCsoC) HEW 0Z0kdLOkstese NS-Prime AAO0L T NESCAUTO Cp Auto AAOle
(HOdZjJ T &0Btsts t5 jO6 jdilstso pp01; NESCAUTO Cp Auto AAOL).

2. Cgenennsi 0 NpoU3BOAUTEIE€ MEIULIMHCKOT0 U311

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

02k http://www.alfresa-pharma.co.jp/english/

(COEWis JLO AOtedz0 sttetfistsjR2N ke, 2-2-9 stClzi0kd, ust-Ciz, [M0S0 540-
8575, Ctstdw

udk.: +81-6-6941-0300

NOCH): +81-6-6947-1548

02k http://www.alfresa-pharma.co.jp/english/).

3. Cgenenusi 0 pa3padoTunKe U MeCTe MPOU3BOJACTBA MEAMIIUHCKOIO
nu3aeJanda

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(sthBoRdw chizWis JLO AOtedz0 sttetfists j2N ke, 18 uv0dridHOd, aYs-kY, ZjLH
soyizso, JLEowe0 709-4321, Ccfsdhdw

Uji.: +81-868-38-5341

NOGH): +81-868-38-5800).
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4. Cgenennsi 00 yoJTHOMOYEHHBIX MPEACTABUTEISIX IPOU3BOAUTEIIS
4.1. YnoaHomo4eHHBbIH npeacraBureb B EBponeiickom cooduecrse
Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570

Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(¢S tects Dipstfe, W dHtek0kHY, 40060, 2514 AP, Ieddh jhiicte0rls,20.
uji.: + 3170 345 8570

NOGH: +31 70 346 7299

-mail: Europe@emergogroup.com)

4.2. YNoJHOMOYEHHbIH MpeJACTABUTE]b HA TeppuTopuu PO
JILchdatSe-rRusrturszade

v, 196066, 6. a0nClk-1 jis jeBlzise, JshCsonCd? tfi., H.212
uJt.: +7 (812) 303-82-44

[-mail: agros@agros-int.com.

5. Ha3znauenune MCAUIIUHCKOI' 0O u3jaejangd, YCTAHOBJICHHO€
IMPOU3BOAUTEC/IEM

5.1. Ha3naueHue MeJULIMHCKOTO H31eJIUS

0BG 6 j0¢ kst in  vitro HEZW  Oelstd0ldyihStes  Sidyjhise jRbses
sttejHjdjhdy SOk el jSsdk0 o COkj o kfolseCj HEW O0hOkdLOLSEse NS-Prime
AAOL T NESCAUTO Cp Auto AAOL s jHuOLdOyjl HEW Sskdyjfse jhdses
stitejHJejldy Cohkyjdstoyd? vyjtsejyjnSses COE et jChdz0 o WjSokdwa f
dhtfsk1Ls00kdjd cdh&OkdLOkEED HAMStE jistset OolstioldLdteso0hhset SedtkdyhSs?
~dsdd NS-Prime  ¢d01 HEW  Sobkdyjhlsejkbses in vitro  stfejHjejedy  d
Bkdksedize0 Suhyjhstdyd? 0k0kdkte o SOk vjksejS0e (HOZjJ ts kjShskz T
G i0EdLOkts OolssBOdLdbEo0hkE ™2 ShdidyinSs? nddidd NS-Prime ¢¢$01).

NG dk0E G| GOLEOYjRd] T oftfsiiseol k' ks, j e jHhsos & HOCHSHSAS .
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5.2. TlpuHuuN AedcCTBUSI MeIUIMHCKOT0 U3/1eJTUs

roGer2 digzesesedyintd? &jstsH  Stusted®istedd  d - slzteBdHI® jistedd
CtzsdHERes LisEsis0 e jHEOLGOY & HEY dLijtejddw stflsdyinSs? tisisdshisd ted
dLBJededd yodisO, ovLe0hukses 0cckEldhoydd? dHEz StresdHG 6 LisEsssas,
nowLOGdd3 ) g dirdd Odlsdyjdzse juinSdaid dshsChskoddrdd 0disdls jzodkd ¢
COtftetsls jSIsdialz, d yjdzsoJudnSdas SOk tfiesls jSlsddsd o SOk

A tesygiing tesatyHibdy . joSydd OcezEsdioydd stflsdyihSow Hislsdishs
sCteOP jhdses teonisotst0 stftejH 2w jishw &0 HEdhk] otk 525 ¢l o Htskdkdls je1dks
%O Hzdhkj obkkr 660 &F. Rbteset] L&OYJGRA] Stflsduints?  Hislsdshisd
aripydisro0jisiiv dL eOLhdyr stisdyjhSdm tuskhshsj? didjtjds = G0 shbsodks?
HEzdkj otk (525 &) d HtBEGdlsjEGs2 HEdk] ottdr (660 &d) o Hokzn ksySon
qLa3dteded™:

Abs. = (Am1 — Asl) — (Am2 — As2).

GHJ Abs. T stflsdy jhCow tfizsistishis-

Aml: [fisdyjnSow fizsishshist ted shbsotks? HEdhj otk o bsyS
quasdieed™ 1

Asl: [iflsdyihSow tizsiseshist tted Hstsdddls jz ds2 HEdlkj otk o ksyS
dLajteddc 1

Am2: [iflsdyjnSow tizsisdishist tied thbsotkis? HEdh] ostir o bsySj
qLa3die g™ 2

As2: JifisdyjnSow tisisdishis? tted Hstfisdddls jz ' ds2 HEzdhk] otk o ksyS,j
qLa3die g™ 2

m/main (shtsehG0w HEdk0 ottkdr) = 525 ¢

s/sub (Hsshddls jz1 &0 HEdhO osddk ) = 660 b

uisylo drdzjtejdzdv 1: 0,2 Bddlzis™

UsYSo drdzdteddv 2: 6,7 dduslzis™

5.3. Tloka3zaHusl K NPUMEHEHHIO

08Bt t6j0cjkisto GOl YejHEOLGOYIE HEW sk Lse0hkdw fisadihishs f
¢HOzdLOIsttetsd3 OalssiOSLAtetso0hun ™ &3 SediduihSs? ~didd NS-Prime ¢¢O1 tted in
vitro HJOGwEMIsAS 8 SOy s omtfsMise0lsjEAdkE6ts HisdHNse0 tied Syjisd ooz jedw
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nidLdiss? seeEsySd S jukdSo & goydjdlstse, fisttoHO=Pdn oshiyoddls je2d - dsd
LOBsEZjoOkdwdd Sqh jukdso (11s).

5.4. IlpoTuBoONOKAa3aHMsl, BO3MOKHbIE O0O0UYHbIE BO3/IeliCTBHS

ed 0BGk ) ZOBGEEE t6j06 jdste AA0L fislsdostsCoLotd? d YsBsys:y A
oisLHJ2Misad2 & j o Wolz j&ts.

55. Ob6aacte npumenenus — SEAaduincow ¢OBBLEOSKLHEOW HIOEHENHSISO.
rev  feswihhdsGoz-dgsets tedbjededy.  IesWinhds@oear?  kztso jo-!
fslsjlydod+era fst-Lse0k jzj? z0BsKO ©j06jdisto in vitro HEW Oalssd0lsdyinSsets
Csduihsohktes  sttedHjeiady SOz el Slsdk0 o SOz o EYOCmeC) HEW
0kz0zdLOkteso NS-Prime AA0L T NESCAUTO Cp Auto AAOL: ateOy Szddadydnss?
z0BBOLBeRE2 HAOcESNISAS, NsktizHEdS SudhdSt-HA0eEBhsdyNSE2 ZoBSKOLEEdd,
fesh jHh o2 selzyjddd 2 OalsstedLiso0tupsets teHisOadls juw tissdLosHdls jzw.

6. TexHuyeckoe omucaHue, mnapaMeTpbl H  XapPaKTePUCTUKH
METUIMHCKOT0 U3/1e/us

6.1. Cocras Ha6opa pearentoB NS-Prime AAQL

cuoBte o j0cjhsse in  vitro HEW  OalsiBoldynSees  Cizdyhise jhtkses
StfieJHJZjBdw SOz tfiesls jSIsdw0 o SOk o EHOCmeC) HEW O0GZOZdLOLEEsd NS-Prime
AAO01 T NESCAUTO Cp Auto AAOle

NESCAUTO Cp Auto AAO01 fysHjtexdls Ho0 Wiz0SE®0 f tejO6 jdaistsdy 1 (12 dik) d
HOO WzOSBH%0 tJO6jdistsds 2 (5,5 d3k).

NESCAUTO Cp Auto AAO0Ll fsHjexdls e j0cjdlsr HEwW tieseojHjidw 150
IsJfistse.

6.2. CbIpbe W MaTepHaJIbl KOMIOHEHTOB Hadopa pearenta NS-Prime
AAQ01

NESCAUTO Cp Auto AAO0L1 (GOk. dsigjte 912682) 1 W0SsE tJ06jds0 1
sHjtex|dls 100 gdis4/& HEPES AW 0 d d3jddd 0,1% OLdHO ¢Oltedw; 1 WizOSHd
1406 dls0 2 msHjtexdls 4,4 ddssz4/& TES BRW KO, 0,07% BY YA J6 )" oteslstydises
Oz*Bz3d®O, d¢3d@dd 0,1% OLdHO dOltedw o 333 S/t  OdsdydeseudnSdn
BeusCEsGor Gy e grhdera  Odbdlsjz € SOz tesikjClsdiklz, MewLOwG -
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CoudsoHEG ™ a3 LSS, o SHAGSE Wkz0SEh ) te0sjuisO 1 fisHe dishiv 12 &, o SHESMH
Wz0SE,j tsJOG jdis0 2 fisH jtex dlsiw 5,5 g

6.3. TexHuYeckHe XapaKTEePUCTUKHU

t0esydd ~OwOSkjtedhisdSd tekizyjur twd dhtfsziLse0kdd ¢kordLOksEO
OalssE0dLdteso0ddses Sediduints? ~dfdd NS-Prime.

6.3.1. AHaTUTHYECKHUEe XaPAKTePUCTHKHU

6.3.1.1. Mo JydLdhshis tsjLizzs0sse dLdsjisjdad2

CV 0 15%

ol jishist othifiesdLosHdshs! BY@d EhsObsowjkr  hischOndgs
tzCotsHisolz CLSI EP5-A3. = jfjlst tBOLyse BYad dhfikjHso0Er o Hebkn
tfsolttedshswa o fistise jishisodd f) fiesyjHizts? dhfkzjHse0dd™ o ksjyjkdj 20 HEj2 f
dhtfsk1Ls00kdjd Holzmn dtbte tejocjdlte. A Hjk! HesotHdEhw SHAG tisesd.
A jezduder telsstew jishisd d ebizstedizoBsiokstts2 othtssdLosHdgshisd hishstedizd
1,0-2,8% d 3,6-5,0% fstslse jishise jads.

6.3.1.2.  RAsjBW i jkydv

v stfie jH ¢ jedv esodk 2 diks W jtjtydd BYad tisse jHjkr dihkjHse0ddw
o ke jshisodd ) tkStosHhisosds CLSI EP7-A2. vtsond ddis W jtjdydd T o
HAOYOLBdR] 90-110% o LOodhddishisd &l  dhlsjuWitdiez=hdn ojfiflse tted
hejuzshdn  SehyjeistOydva  (JHARAYO didtejiedy  SodyjdstOydd T d3ommo
94 hise0 &0 ete0zds COEO):

Gedstetsydis (0,188 ¢/c)

Ltedi0 (0,5 6/6)

AJerj Stelsowezr j Isjdz+y0 (10 oe/)

AJBsetzsBdd: (0,54 §3e/c)

$HOLJBEEOB (0,32 d36/6)

GLOBdsttedd (1 d3e/e)

FihO&OLdu (40 &se/c)

JEndH dsOctdv (20 d36/6)

AdtesWizsChoydi0 edHtssntstedH edhtsOls (6 d36/6)

10&SBAYdE0 cdHtssnisedH (30 d3e/e)
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PhYfdiedz (3 Be/e)

_JiCistiesW jd dOoksted cofHtsOls (1,8 Be/c)

W jh0dsse0w Coffpizsisd (15 d3e/c)

StiyjiseOydy Aedltesydlkse orhj 0,188 ¢/c &byl tsakdwvis! &GO
ofL0B jts jlatats § L0V jdadj. s oL dshis dLBjc02k] tistioHOndw Stsed tisdf SsBists
SBteOLYO.

6.3.1.3. PHOEAfsdy oW yizefsadfls ji-dshs

oukdy0  stflsduinSs?  teskkshsd  teEOLyse ) Csdyjdlstoydj?
COttetsls jSkdz0 100 sSe/c of O fshisOadwjls 0,04 - 0,14 (ROLOCkjisdLizjls ket
GOSisk0 COLdBLEaBYHE Stefos?).

6.3.1.4. usydshis tojLizgs0lsss oLds jts jdo2

Usydshis dudjtejtko? o 6te0ndyon 100 N 20% sls dLo jfists? Sty jdistoydd
tfedf dLs jte jtacfdf Stz dGses SBEOLYO f) dLoghists? Sty jdistsoydj2.

6.3.1.5. RIS jteo0dz L jts jdad™

1) A jtentd? the jH jd

1200 &Sc/e (CLSI EP6A)
2)Wdtd? YedHie

Mo jH ji Stsidu jhse jltasets sfejHjizjidy LOQ: O 40 Se/e (CLSI EP17-
A2)

s jH j& 5BGOBEY jidW LOD 0 35 d&Ce/d (CLSI EP17-A2)

6.3.1.6. Sttets jzvydw

x: NESCAUTO Cp Auto NS-Prime

y: NESCAUTO Cp Auto AAO1

r=0,99

y =1,04x + 42,0

n=2389
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6.3.2. BHemnnuii B

1J06jdals 1 - ftesLicOydow MdHSEhis sls B Jiye Jlstkisets HES o jisdts-X Jdissets yaiso.
140G jdzls 2 - CteOmdis-Wdstjlssa0w M HESSA.

6.3.3. KucjiorHocth pearenta 1 u pearenra 2

pH t5j0cjdHs0 1 1 6,90 N 0,15;

pH tjO¢ jos0 2 T 7,50 N 0,15.

6.3.4. buoJsiornueckue pedepeHTHBIE HHTEPBAJIBI

R jHE00Gd] & jW,jte jdst 2 dfiss jso0dse fisOlsdfiscu fiCdR & jLies0ksse

Istlzavydw HBteso Y j oLteshk
n 119
rdotoLisd (56/6) 4-457
e JHBJJ (5556/6) 69,4
0 T 95-2 tftetsy jdzisfiz-
(d3Se/6) 162
JiHd00 (3Se/c) 43

eddzjuoddy: rohdis L&Oyjkdj wodw ki ddh YsCoLOsik1drds d disdls
Slszdyos4iw  ©ls Hiszedm SHzBEJCSo0GEG - LEOYjRd2 o Mewid M teOLududvdsd
Yiedus iz Jo3 "= BSSHAS of o dHizjdssets GO @ jdd™.

7. Tun anaauzupyemoro oopasua

7.1. Coop o0pa3uoB 6momatepuasa

rev  tesojHjedy duidtedud?  dhtseiLzeskhw  seieOLyr  $0z0 yJdse <o,
Cilsste™j  fsBdOskhv M jydodhrd; Ehists2hksosd T Sl j20k sl HEW B0
BBOLY0 HEW StfiejHjejhdy CobyjhistOydd cjiseisedR0 o SO0Zj — jdse So.
Stisj2tjts e jHiis0adw jis fisB?2 jdiCahist tewdsketiks? Wisth T, odizisted Crlsstss2
teOntstzsy j& Yottt 2 LekH (Z534ys0), tedSejtfzjter 2 ¢ CerhCj. 30
Chyd YletsBslBBiehtes  LGHO  dd3jdishv Wz idkdy. JBOLyr  Bdsdi0lsjted0io
hsBts0=ihv o COR0eSd LsHHO, SBEOLSa0GERY J tedWizdhdds, tizisjd tesojHjudY dis
Cowlz, tftcjHmisOotjltzisdilz HEW OR0EdLO. BH 1) BBEOLYSE BASEROKjed0Ez0 (HOZJJ
SBsOLdY P) YOy o Citetflzh) Cishlsj2azte0, Clsier2 kit LOCE ™00 jishw
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LOadizydo0sh 2w CerhCi). sOHY2 Cdlj2dkdte MisHitexdls 1,9 dt .0hksetsts0,
Cslstste 2 tte jHiisOadw jis s ctikzBzE tiebLicOybizys M dHEES, hsHjex0hkzE 30
BeE/2 MES BEWJO, 8,0 &6/kz ndstedhiktes &Oktdw, 0,15%
froseslsydses 0w+ BGdw0 d Gikdd 0,1% 0LdHO GOolstsdw.

7.2. XpaHeHue oOpa3na 6uomMarepuasia

ik MBskd sBEOLYO jot djsBAsHAMGE dLdjtdst o bjujid) 7 HEJ2 ted
CtsckbOlsts? s jodstf jieoslzisj (Ged>j 25AC). riv sy jbld fhisoBdudishisd yjbtse jyinssets
COZAtftotsls JSIsiz0 4 OB ~ BBOLYO nteOdid+ o BEW ] SBHISj2w%i60 HEW hBEO
sBtsOLY0 ¢, Yshikd yicts Brad dhfikjHse0hr. ik ~te0kiddw o biyikdj 32 Hij?2
tfed ljlstfjeobiztsj -40 d 8 HBJ2 thed 4, 25, 37 d S50AC tfistzizyjkr fEjHz=Pdj)
sfisOlstsyds ™ j Ssdzdfyiflse0 ke jyifSses SOk ttetsls JClsodO.

u0BEdYO: ©HsOBdiEz+dtshis* SOz tftstsls JElsdw0 o Silsj2dkdted HEW MBS0 SBEEOLYO ¢

BY Y- Gt

-40AC 9 4AC o 25AC 9 37AC 9 50AC 9
sduddedd 32 | jujhcj 8 | bjudidd8 | ljujhdj8 | ksjyidkd] 8
H{%J2 H% 2 H% 2 H% 2 H 2
120 &g%ele 109% 110% 99% 84% 81%
275 566/ 100% 94% 97% 87% 78%
483 i3Ce/e 104% 101% 93% 91% 79%
670 3Ce/e 103% 95% 99% 84% 81%

edd3 jyodedJ: tfiedo jHjdd Y J tejLizdzls0ls Y tfts jHiisOadz ik o SOy fise tfteddsjtsO.
HsOB iz dztshis* SOz ftetsls JSsdiz0 o0te+dtslzjisiw o LOadhddshisd Bls BBEOLYO.

8. Tpedyemoe 000pyanoBaHNe, MaTEPUAJIbI U PeAreHTHI

8.1 rav Sstdydhisehbtes stfisjH it itdy SOz tisls jSdho &0 GphozdLokstsj
OolssBOdLdeso0khtd  SadedyjnSs? ~didd NS-Prime AA01 & jsBRsHART
hejHzE=hdj odHT BBiStizHBa0RdY, d30lJtedotse d 06 jdisse:

— GOk dLOlsts HAMSsjistz 2 Oolstsdz0lsdLdtetso0tz 2 ChzdhdydnSs? ~dddd
NS-Prime AAO01 H&W Ctsidyjfise jdbses in vitro sttsjHjejkdy o &Gskdssedized
Cisdry Jdaiste0yd2 00ddisse o COkzj ke J¢O;

—  SBisjjter HEW MBGEO SBEOLYSo COEO HEW 0%0kdLOksEse NS-Prime d
NS-Prime AAO1 T Specimen Collection Container A;
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— tflosBdieC0 HEZW sBEOLYSO (SBIjds 1,8 @k HEW  OslksdOsduintdn
0d0kdLOkBtetse Hitachi (T 716-0425) [fv — AwY 2009/05517 sls 19.08.2015, fitesE
HJ2Misad - B jitetsydits. esdLosHdls jz+ DELTALAB S.L., RiffOd&d"];

— ASESHAEA GBS, YHH jiexdo0s P d? s jostf jiokizil Sis 2 His 8 Au;

— BHEECOROL G  Yiukz0okshOsduintd) HBLOLSEY  Ydtistydrd
HitjBiekrd did WAthdseOmtd sBIjdts® fis fdjetrdd @G0SsRiyedeosd,
tfsLotveshdj tlsBdte0ls+ ST jd3r MHSEMsj2 Bls 10 His 200 d3Cez, Olsls jiistso0dd | tfis
LGOYjdkdE MiejHdj2 HELY d MesHA®EhS] tejLizzs0kte, et jndshise dLditejddv
CRlstste ™ HEEX G0 BY s & BBEZ ] 3 %;

- Yy JisSd ¢OBLOSSLEG Y J fisJSEVikG Y J4;

—  WOBBt tejOcjibte in vitro HEW OalstdOlsduinSses Sokdyinke jkdises
stfiejHjd jkdv SOk tfteislsjSsd0 o COkj o EYOStoC) HEW 0k0kdLOLGise NS-Prime
AAO01 T NESCAUTO Cp Auto AAOL;

—  WOBBt tej0cjhbte HEW COzdBesaCd SdyjdisteOydd SOz tesls jSsdd0 o
ool HEW O00kdLOkEse NS-Prime d NS-Prime AA01 T NESCAUTO Cp Auto
Calibrator;

—  0BBte Sodserkj? Cohyjdstoydd okt jSsdk0 o ZfoStaC] HEw
0z0kdLOLBteso NS-Prime d NS-Prime AA0L T NESCAUTO Cp Auto Control;

- 1OLBOadls jiz+ 5BteOLYO o Zffossol ) HEZW Ok0kdLOkEEse NS-Prime AAOL T
FIT AAO1 Specimen Diluent (ARU AAO1 tOLBOadls jiz- SBEOLYO);

— 1Onketst HEZY tfesdo0dkd™ ¢ o Ef0Ssesj HEW 0E0EdLOLStse NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (Aesdzra0shd2 tsOhsotste ¢d);

—  W0BBt SHESEOLEO Y A 6 j0Sydik - S jls f) 8 wyj2e0md AAO0L / AAODL
8-cell Reaction Cuvette;

— HAlsqtztzdteso0diG0W/H jdsdkdLdtso0dkg0w osHO.

9. IIpoBenenue ananusa

1Lz 0T 0G0kdLEe, Ysdizyjderj i tedsh1s cyoBst tejosjebte in vitro
HEW Oolstsdz0lsdumSsets Cstzdyhisojduset steiHiejtdw SOz tiesls jSisdiz0 o SOk o
0S¢ HEW 00kdLOkEEse NS-Prime AA0L T NESCAUTO Cp Auto AAOLe, 0%
d ¢=Bs2 HAOeESHsAUINSE2 BJlssHdS, HBEM G duls jttfts jisdtesa0is+w o fisyds0dkdd f
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CotCte jlsts? CazdhdydnSs? Cotelsdizis? d w62 Hislzes?2 diWkteds0ydy?, dLahistis?
ateOYLz.

9.1. IloaroroBka peareHTOB M OMOMATepPHAJIA

9.1.1. IloaroroBka oOpa3ua A

JBtOLyr COk0, tfis jHEOLGZOYjRdRY J HEW 0%0kdLO, fisBdi0Ekhw o MY jydou-dr2
Csils J2wjte, COC ZCOLOGE o dahistekzéydd ts tediiiaieds HEZY ¢csSBhisj2k e HEW
B0 BBLOLYESo SOEO HEW 0R0zdLOLEese NS-Prime d NS-Prime AAOL1 T Specimen
Collection Container Ae. &hizj fBsKd BBLOLYO JoS ¢JSBaSHINKE dLagjtedlst o
Isjujted 7 Hzg? tfied Stschiz0lsts? Is jost jteOlstzte j (o1 25AC).

9.1.2. Rz jHo0kdW tiesosHWSTW GO HAMSE Jistise 0G0zdLOStj SedddyhSs?
~didd NS-Prime, 0Gz0zdLOts  dLazitewils SwyjdisteOyds SOk ttesls jSsdi0 o
nzjrizesjis tistewHSj: cabsadlsiv 1 j0Sydishi 2 ©ohiketsts, fishisswhd2 du 10 g
tfsHesssol jidises oMisostd sBLOLY0 ¢, 140 d¢Sk ©j06jdks0 1 (Cp R1) d 55 d¢d
teJ0cjds0 2 (Cp R2). 14OSydistzdz0w ez titeidzdN oo jishv d datlzedisizjishw tied 37
°d 9 Isjyjdd] 6,7 Bdz., Asts &JBRSH®RE HEW o s te jJOSydistdis? htfshsadshisd
Odzisdfe_jdztso d Odzlsdls jck.

9.1.3. IloaroToBKa peareHTOB /IJIfl ONpe/e/ieHls FeMOIJI00MHA

AjtejH COMHY &3 dhtfskALse0hdid fisHjeXdds] WEoSsk0 ) NESCAUTO Cp
Auto AA0L POk jzds e jgideo sy, s0¢ SO yohsdyr SohdsdHERses LsEsiso
dselzls tfied nicOdjidd o JOHOK? o SHOHES. A dLBj>0kd SBEOLSaORIY tfizLrie4CEe
otLHEZR0  HjteiBiNde0kd] fiiHzjls shizhjhisedwise, d&iHEiGES Yt jostOydoow
wzoSsEY ) fsHJEMdir g, 06 SO tid fswokjudd flLriedSse oBLHEZA0 HOydS
0d0dLOLEte0 frydlsro04ls Gft0odizikzr2 eI ji d EHOEWjIs Wik0SsEY du fidhlsid™.
bz ris1Cd osLHEZR0 YjteH s jd3, SOS dhtfsi-LEo0k+ Wz0SEERY, GisBREHAMGS ZHORS 1)
tfsdzs e Hotf jlsCd Z0BOBeds2.

Ashizj ohCerisdy zgotsesd, NESCAUTO Cp Auto AAOL g3sHus ~0dkdlst o
Sduddd 8 &jHit+ tted it jieoklztsj (2-8) 4.

Ashktes?ls) COordeLtosybzy Cedolzts, dhtfstziLzy NESCAUTO Cp Auto
S0kdBiEOIstSts.
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9.2. IlpoBeaeHwe aHajJW3a ¢  HCHOJb30BaHMEM  AHaJu3aTopa
aBTOMATH3HPOBAHHOI0 KinHNYeckoi xumuu NS-Prime AAQL

IsHEsBEOY (sh0cse0w) dehktzCydw ts dhtfskzLse0tds ¢hd0zdLOkSE0
HAMS e jlstses  Oolssdz0lsdLdissotitites Sededuints? ~didd NS-Prime AAOL HEW
Cszdyhise Jedses in vitro stts jHidzjedw d Bskdlssedie0 Sshyjdist0yd? 0k0kdist o
COkJ yjdsejS0e d ttstso jHjdkds 0R0kdLO dLisyji0 o tlzSsotHhke tfik1Lso0l jdv,
oCsyow  fstewHsS  w0BSYdm  tesygHlzts, StejBse0kdw s BJLSHOMGEHIS,
tfcjHiztfte j>iHOE R (] fiddzosk ™ d &0SE 6.

roGer g, feklzyjtkrj o tfsyihni dihkiHse0kdw, sksBiOMOEskhw &0 1Ck0d, |
GLOLALOLB0 o to jOAdsds ots j3Jdd. RHjASIWACOY st 2 dsdsts SBEOLYO (Sample
ID) stfte jH jdzv jishw tfis histedn-SsHEZ SBtsOLYO.

MeilssCisd dLds jtejddv (Measurement protocol) fisHjtex dls HOGE T | stflsdyjhSs2
fskeehisd Cp(A) HEW sBOLYO, difizjHte0kd] Solsstses o tfisddw jshv  ddd
LO9 jte jzs.

dolss®Osduintd stfejHjevjlshv LGOydkdd StkyjdstOydd (Concentration,
average concentration), tOmfiiudlsOkds] ts COkdBesotyhs? Sedos?, teOLShis-
stfisdynGdn fisishshisj? (Absorbance difference, average absorbance difference) d
Gislstso 2 te jLizdzs0s (Result).

stsakds jzids  ¢hokdLobsts WdChdislzjls shisdahj v ot jdzw, HOz
duagdteddedv, SSLWWAydjils 6OLBOajdaY, dsdite @slsO tejOcjhlste, Sizdydhisets
tfsolssteso, HOLEZ d otejdiw fisLHOGGW COZdBLROBYEE2 Cedos?, skt jtolizis odlzisted
BeHEZEY 6 j0Sydhkhses MisskzdSo,  SsAWWdydidsrT  e0kdOsdedshisd (%)
Cody jdeisteOydd d stflsdynSs? Hussashisd d His.

N5z HEW 60y JsO dLddddadw stisoudnSs? fasisdishisd:

Abs = (Am1 T Asl) T (Am2- As2), GHJ:

Aml T stisdyuihSow fuskhshst tfed shhsods? HEJk) ottdr o ksySd
dLegJtejddw 1;

Asl T stfisdujhSow fiskeshist ted Hstsdadds jzGs2 HEdk) otstdr o ksySy
dLegJtedddw 1;
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Am2 T stisdujhSov faslhgshs! ted shEsebs? HEkdkj otk o Ity
dLiztedzdv 2;

As2 T stflsdyjhCow tizslsdshis thed Hststddls ji ds2 HEdk] ottdr o ksySj
dLedteddec 2.

Jbsot0w HEdd0 otshd ™ T 525 dds;

I ststzddls Jz-4&0v Hezdk0 ostdY T 660 d&d3.

uiYSOo drdsgtejdzdv 1 T 0,2 d3ddalzls™;

UsYSo dragdtejded™ 2 T 6,7 d3ddalzis ™.

Sty jhbseoydy  yjise jyihSees SOz ttesl jSsdk0 o COkzj orydhawjishv
tfisgsh s GoLGdyr SYisdyiiSs? tiskhshisd setoLyse d Cozdatsesyis? Stdes?,
tfshistets Jaas?2 dL dLazte bl m LiOyJkd? COtdBEOSStsO.

r¢v stldioz ' gs? twossky o tejelzivtedrj flotsyjHizte™ & jsBREHAHGS
tfesotHdls?  fisczONGs tkCsotHmsoz ¢ hOZALOLBEE  OolsiOdLteso0khkEE:E
CrdidyjhSs? ~ddidd NS-Prime AAOL.

9.3. IIpouenypa KOHTpPOJIS

TJSBdBjdkHE jishw, st  COMHOW  EOBSEOLSEAY  HfishistWhdks  ditfistz-Lso0E0
ROl jtedOz™ Csdbsteszv SOy fise0, kOSHj $OS NESCAUTO Cp Auto Control d
Ehis0k0otzdo0k0 fhotsd MeBhsojkbrj SChEtesiz Gy kssokd. _fhisctkzitokjor |
Chdisteszd HEEBY ks jfsdtesotis W tied SOMHBSE ydSizj toBskY. ko jddw
yJizsejydhseets SOk tfesisjSisd®o, Ykizy iy J HEY BokdtedOtse ShbstsEy S0y iniseo,
bj HEEGT BhsesCEokts o nsHl! LO Shdisteszikr J kissodd, ZhisOdksot jkhkrj o
COMHB2  ¢OBBEOSedd. hikd L&OYjhdw SohGiststy djsHEEHOES oY asHWS L0
EfisOdsot jah " j HAOYOLEE Y, NEziHE il e jtdist, t0BBO s ¢d HedBiste GOHEZIMOM
sBteOLH did fise jhisd tselsstkizts CotdBktoSE.

ABHEEBGY J teyjHize gt s jHjhdE Cowistsey Soyinised d SOrdBieisoC
GORBHWSIW o  telzCotHike st Lta0kjiv ¢(aOEdLOLEEO OakishOdLteto0tkbtes
Cldhdy nSs?2 ~dddd NS-Prime AAO1.

9.4. BbluHC/IeHHUS Pe3yJIbTATOB UCCIEeJ0BAHUSA

120U jdy  fCOL0jEj?  BBEOLYse  ovfydisredskhy  0%OkdLOLSESS
Oalstsaz0Isdy mSdd SazdizduinSs? nddidd NS-Prime AAOL.
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9.5. MHHuTepnperaumus pe3yibTaTOB

JBOLyr i Csdyjdiste0ydi? SOt titetsls jSlsdd0 Bidkid 50 Se/e fydisosikiw oS
sstedyolsji 'ty %0 Jys. v gshkdsstedRzec0 A s tBOLyr ) SshkyjdisteOydj?
COtftetsls jSIsddz0 BSEZj 118 3Se/c fydlkosishv oS 0Ckdodr J A s.

edBJuohdi: roderj Laoyjhdy wedweskihw ofjets dh+ gsCoLOkjz & rdd d
dselzls slszdyOls+ W sis Hislzedm BfzBzdSEo0kG ~ Li0yjed2 o howid ) tOLzdudwasd
edBJvigra BJSsHIS d  dihkjHzidses  Gonjejddy. SOMHE?2  d0BSiekstedd
te jSBA3 jhHiz jIstw Izhis0dz00tzde0ls+ fetsj isahise jdbs | tibtesesotj Li0y jdkd].

10. OrpannyeHusi NpU NpouUeAypPe UCCIETOBAHUS

10.1. RLBj&jadw obkjhdjes odHO, LOSHj SOC tsgkskitd) d OctjeOydw
=Btes L SoBtskléis0 @0BSKO tjocjkiste AAO0L weapweslshw HedLg0Std dn
oBLBEYEE? tfisteyd. rdw Swhkze2soydd hewsdis i f) A0 dds o fsd o3 Hd jtetsds.

10.2. vhokjids tfjtjiihdo02l WkoSskr f tjocjdlsoid 1 d 2 fjtejH
COMHY a3 itk Lse0dkdid, teiktdlz yst yonisdyr SbdsgHESes  Listsiso  dselzls
o fOHO o BHOHES ofs ots jJBW rtsOd: jddw.

10.3. &V HJOchshisduinSdn ydki? tejLizalsolsr, Yty jhdrd tfied COMHBNR
dikjHse0kdd, HEEGT ofjeHO disd Lse0shw o CshaddOydd ) SkdiduihSdad
diidzjHse0hdwaisd, BjHqydanSs2 dhkttedj?2 foyd ko d Hekzeddd HOdE r did.

10.4. 3 jBrtHAMGE Misteses MsBZEHOL G lssHAY NS 260L0ddw, s0¢ COS
=B j dLdsjddidi Byl tedonisd € driziddddss tjLize2s01s0.

10.5. RijtfsE Ls00kd] #0BGEO ©j0cjuste AAOL, toN~BHEY » GOk jd0kse o
LOYOhG = YoMl j2, skzdubkra tls tfesHzSydd, tishisOadv jdkis? OolsstedLiso0dd: ™ d
Hsted B2 Bl jtetsds, d3tsy s Htedodisd € tsklzy jhdt & jlstydr n o jLizi-s0lsse.

10.6. me0kdls? GOBte tjocjdsse AAO0L &jsBrtHAME o Ml jshisodd f
FCOLOGGY i3 GO AsdCikSy Enisodvdid ~Odjidw. 3 HEYEhsdls dhtfstALise0dkd)
(z0B1ste0 tejOcjdzlstso AAOL tishizj dyls jyddedW MtetsSse nteOd jdadW.

10.7. rav dhhizdHse0ndw ditise-Liz?isd flod>d2 SOd.

10.8. Okt kjhls &j HEEXj& fesosHAAMW HEW 0%0ZdLO SBEOLYSe SOEO,
oLV m Iz Oydjazistse f dsjdmistelzOyd 2 dizd ¢ jdststetets jos.
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11. Mepsbl sl CHUKEHHSI PUCKOB IMOJYYEHHUST JIOKHOMOJIOKUTEIbHBIX
WM JIO?KHOOTPHUIATEIbHBIX Pe3yJIbTATOB NPHU MPOBEJICHUU UCCIIeI0BAHUN

11.1. RLHJ&d] tieJHEOLEOY B kBEACE HEW  dhfsdiLse0kdy o in  vitro
HJOchBMisdSy Msoddhists f ¢chdOkdLOksEad HANSE st d Ooltd0kdLdibto0dd ™ d3
ChdhdyihSs2 Adddd NS-Prime AA0L HEZW Ssdzdyjiise jhdtsets in vitro st jH jdjddw d
dedkdisstedize0 Sy jdisttOyd? 0k0kdikte o S0k yidse jS0e.

11.2. MjiejH  teOBBLBR )  GOBGESE o j0cjisse AA0L  GJSBASHA®S
BLGEOSEBAY i) densbizéydd? gt Jedbjkied™.

11.3. 2086t 6 j0cjdtso AAOL MkjHzjls dhtfskALe0ks kSt stfrisdsdiz
z0BBieOStedkERE Hf jhskodt.

11.4. 30866 t6j0cjdsto AAOL HEEZMJE dhtfsi-Lse0is+v o hstisejishisedd
GZOHEJHM 0P j2 z0BBisOStekE2 Hie0Csdts2.

11.5. IswHsS Hj2Msod? tied ditfiskiLso0kdd ¢0BsEO tjoc kst AAO0L
HEE j& fddshistts hsBzEHOLAfW, SOC COC @B dLdsjkjld] tfesyjHizter sl
tfsodzdwis* %0 dLjuzddd ] tejLizi+Is0tse.

11.6. Rk Lo0Gdj — @OBGKO o j0cjusse  AAO0L,  SHESEOLsOY A
tfedhtfeheBiiGd? ded wOYohe = yohsj2, skidudr~ &  thisoodw jd
Ptfshhsdty it H]hsedBBkistsd, &Yl fedodhlsd € Gitfte0adizrdrds
te jLEzz11s050c5.

11.7. Jes0ddy jdgdw:

- Gy dhtfszise0ks StdiBdROydd Shtth jdiste #OBSEO tejOc jdiste
AAO01 fy 0Lyt ™ B dsa je0dd totsksd?;

- GjzLw  difsiise0ks OBt tjocjklste AA0L o Csid&Oydd
Hiszeddgd Wz0SswOBd ) 06 jdis0dkd;

- Gzddz v dhytfis- Lise0ls+ G0Bsts 6 j06 jdilsso AAOL HEZW Yk 2, Biskdydzr ~ Bis
tftetso jHjozdW HOGGSES Isfis0, tistfisdzdwis2 d i dels- t jOc jdisT.

12.  Mepbl 6e30naCHOCTH NMPHU MPOBEAEHUH UCCIeTOBAHNI

12.1. 2J Ydtfilsdtez2ls j talstses.

12.2. ¢ jSslststerj Ssistfstjdels™ #0BBEO 6 j0c jhisso AAOL MsHjteMO0ls & jd]
0,1% OLdHO dOlstedw. Ied tstfOHOR] © 60LO, &0 Stz did tied fkzkzy02disd
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tftesckz0ls Y o0ddd tedddlsd 1Shists jadz ™ J 3dte™, K0S SOS tetsd3ro0hd ] B4 dfds
Csduihsotsds oBHY . Ied dJsBRBHAWBSMS B0l i)+ ¢ otbOyk.

12.3. 2 Soberj CoitttjdsT G0t tojocjuste AA0L MsH X0 B yd2?
hrosesksysr? Ok+Bzgdn, Skt &J fisHjtMdls dlodhskr oLBzHdIS k]2
dewSydehzrn  L0BBEJo0Rd2. Uil @ diddd, B fydisodshv sk jeydot2ds
dewWjSydehrd, d i &di hkjHizjls sBLOPOSHWY BhksesM s, YstsBY  dLB >0k
LOwOM JddW.

12.4. Ahj yjdsejuinCdj sBOLYTY H@ET  fydsOs2iw ik idydok1ds
W Sy dshd rdd:

- oBOLYORd MiEjHEzjs GBEOPOSMW COC sk jkydodzerdd
dhlssykdSokd stfond = dewjSyd2 (edtekzh ¢jfolsdiso B d C, ARY dHiekzedj);

— o BBwOLYr d Yelsjleydoriks LoOMYhe:rj gokjedokr Mk jHEzjls
HJLdEWdydieseols? o EsdidLdtssest o fstisejshisodd ) Ie0odkOkd toBGIST
otsLBEHdIs JEV&Gd W jSydtd - LOBSE jo0dkd2;

—  tfted teOBtslsy f) sBEOLYOd] foydjdisse did ¢OBStEEd 06 jdwisse NS-Prime
AAO01 fizjHEjls dLjcol+ dn YstfoHOkdw &0 fkdLdhlsJ sBsEsySd;

- s jLr, MOHd®™ d Hiekzedj HootejqHjbBYj ZyOnsSd Soyd
Z0BBEOLSEEEEs jhst0t0 fisd w0Bskj f SBEOLYOR Hoydjdsse did G0BSEEMH
jOcjklsto  AAO0L  HBEMET BYkY  GOHEZO0PdE  sBWOLsdh  LOPdP kT
istslsodishisotzt Pddsdf otsHistz et yOids 3o s jonLisudr id ftsjHilse0dd;

— o ®JMisOR, cHj BORBHWISHW sBEOLYY Yoydjdstse dizd &GoBsts t6jOc jdiste
AA01, L0t P jdts Clziedis, Yedhdazolss g iz, st Lso0ls2iw S jlsdss2.

12.5. IstejLr, MMOHdET d Hiekzed) Yot j>Hjkk " j ZuohsCd StMd HEsE &Y
B s GOHEZ >0 dck SBteOLSCH LOP P jdr htstslse jistisolzes P dazd
OSHSJ el yOIB B YdtedoLsyd & fitsHiiso0hd.

12.6. I otejdw 0BG ) tBEOLYORd HJoydidisse did EisdkdLoydd koyeH -
dizd M JHSdR BlsasHEe sBWLO jidGs dijfskiLEzls | Z0Bte0sEd:  j fityossd.
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13. Tlopsaoxk ®W  YCJOBHS  YTHJIM3AUUM  WJIH  YHHUYTOKEHUSI
MeIMIMHCKOr 0 U31e/1usl

13.1. vbdzdLoydy tjociksse ¢NESCAUTO Cp Auto AAO0le HBEM%O
tfiesdLosHdlsA W o fisslse jishisodd f) 40GIdy 2.1.3684.

13.2. A tfietsy i thesdLosHiised GOBSEO tjOcjdiste AAO0L d&j thedd jdwesishw
9, jhise0, 0Lz 0] tLEkE 2 fits? OlhshWjter, 0 50$>j GO0BSts to jO¢ jhiste & j
fsH texdls 4P fise, 0LsznOshdn LSt 2 iz Olsd3shW jtr.

13.3. urtgd ], ditfsiLiz k] HEY tftesdLotHimise0 ¢0BEKO ts jO6jdkiste AAOL, ¢j
woiwjisiw  dissuidSsl YOG R duilzyjid? o ovHikjkd? etiHi - 9P jfse,
LOcteWLGwWE P dn BCtelzy 0B Pz g jHiz.

13.4. 1 tesyjhhng dhtstse0kdw o ZsdedLoydd &0tk tjocjhste AAOL f
dhls jShdds MtstsSisdz GsHESMIS SEShHdyGT  BlsaBHESS G SBIEOLEZjISHW.

13.5. 2 jSelsierj Cobtshjlst ¢0BsE0 6j06jdste AAOL fBH X0 Bk
0,1% OLqHO d&Oted™. ¢LdH GOted™w sy jls ofyskztfOls o tjOSyds f) gjHis d
fedotsHdlst ¢ WistedidistsoOkdts oLeroyOlt~ OLdHBe i jlsOtkse o ofsHistfissosH].
WBBRBHBE ik jHse0ks HjhsekzesPdds fie0ediz0ds ZsdidLoydd syohkrn skasHEe.
tedf EisdftdLOydd o 0Ssadtk, fisro02s] SismsH T Bz P Sstcfyjfjsolsds osH Y.

13.6. 2 jSnbterj Coishkjdsr G0t tojocjkstse AA0L fsH X0 B yd2
hrotiesissykr2 0z Blzdidh, Csbtier2 ¢ fisHieMdls dlojisér =  otLBEzH k]2
qeWJSydstia  LOBBEZjo0RR. Uuids G4 Bikdd, S hudisoshw sl juydon-das
W jSydshkrds o f) Gdd fizjHzjls SOOI shisstsybs, yssBY  dLB >0+
LOwGOM JadW.

13.7. dyj  yjisejuifSdj — ®BOLyr  fudsOskiv sk igydoids
qeWiSydsherdd. rJideWdydtelz2isj d Esdididez?sj eofyj sBwOLyr d efj
ol jydozies OO YhBr] GObjtedorr kOS, COC BEHSS SE&d fsH >0l
otLBEZHds j&j? dW jSydht - LOBSE jo0dkd=.

13.8. JlatHY, sBeOLZERIwW o ey dhtfskLsedndy d EsdidLoydd
GOBSEO 150 jhsse AAOL, ShEsisiv ¢ Seoniiz cCYdH jddstseqyincd sYonGT
BlsnsH e (SzOmf) a4 Nscronds ¢ogIdy 2.1.3684).
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13.9. fB.ONjddi (MBBts, otejihlis) nbOkjkdy, SBJILLOEOMJo0Rd] d/dhd
sBjLote M do0kdj d teOdhtfttelsdieso0tkd]) BlntHE, SBROLZERNdRY o tfistsyihhg
dhtfsiLse0hkdy d EsdkdLoydd ¢osstsd tojocjdiste AA0L ) dhlsjShdl fesCods
GsHEGBMIs, HEEXGT HesosH]A W o hsslse jishisodd i He0odkodkd, Hi2hsekzshdid o
MisteOtzd HredczJdeddacfV %O MBSz jaals ZisozdLOydd.

13.10.rdv ©BjLLOEOMfo0kdY d/dkzd ®tBJjLote > do0kdW BkasHES HESEM G
dhtfsiz-Lse0k+ v  LOkjedhstedieto0lkyj o tA HJLduwWdydislze=hdj s jHise0 d
tsBistelzHiso0hd j o fstise ishisodd ) dqdmistezSydwdd 4ts dn teddzjdjedts.

13.11. flsatHY, skkshwhdiw € Ceomhz ¢cSHdHiBdsEsedyintd stondr |
SlsaHY @ HEEG Y ZsdizdLdissals iw yjejL see0kdLoydd, dei=hdj ddyjeLds &0
Astsls oH HJWIs jizAdztshlsd.

14. MeTtoabl M YCJI0BHSA CTEPWIN3ALMNHA

0Bt 606 jdlsso AAOL Waiw jisiw d jiis Jtedizdz v o dsdHdydahnSdds dLHjzdies.

MetsdLotsHWishw o O jflsdyihSdn Ehdsadwa.

15. TpaHcnopTHpoBaHHe, XPAHEHHE U CPOK XPaHEHHMs IOcCJie MepBOro
OTKPbLITHUA

15.1. TpancnoprupoBanue

LHYOCEEOEET 2 &OBBE t6j0cjtisse AAO0L IsteOdhtistelsdislztsls oy jdsd odHOB
Clerlsva BeOdhstelsk ~ MiejHiiso, CetBd BJSOtdo0j ~ BhjSto nodkEEikste d
dstehCisets  steOwmtfistelsd, o Msskodshisodd ) teOodkOkd titcjosLtS clolzLise,
HJ2MselzE= o G0 HOGdSd odH ] Iste0dzftfistalsO.

LhdsadW bte0bhtfsteisdtsso0kd T tied s jktfjEkiztsj (2-8) Au.

U0t tfistolsdteso0kdj %O0BsE0 t6jocjhsto AA0L HEEES Bhizh jhsodvis4 v o
IS Jte s S Sz 202 jte0m SHEBEOLSORES YistLsa0dkdw, NisH 0P dn REOHBAZjdjdisY, did
9 IsjtedscCiodls j2djte0n  RhBsesCtelshtes  teddidjkdy ) OalstsdsOlsdynSd
sHH s> do0 jd3s2 s jdstf jte0siztes? dizd © Oolstste jWisd> Ji0lstste0n ) dffytfisiz- L0k s
Is Jted3tsflHI SO Bts 0.

1docjds™ NESCAUTO Cp Auto AA0L, IsteOdzmtfstelscfteso0dzdz v J i) dz0telz jdaef ick
IsJa3tf Jte0siztedztSGts te M0, teddzjidud®s dd fsHE X 0ls.

15.2. XpaHeHue
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UJBYJeokizted A0k ikdy %O0BSKO t©J0cidste AAO0L ECOLOBO &0 AsdSilssy
CstesBCd. micOkdls) GeisSier sy | ¢0BBkr tojocjiisse AAOL tfied EZSOLOGGS2 &0
UsdS jisCj CtesBSd b st jteOlsizts j (2-8) Aut His diyls jujdsa ftetsSO RisOdjdacv G0BIStE0.

MO jisdj 4OBBd tejocjdlsse NESCAUTO Cp Auto AAO0L1  Htds
shizh ihlsodwis+iv &  AsdEsHJEAGYR  COgJ0n  dud o ~SEZEHAE %S0,
sy jydeoshdn tjck0d jdisdteso0td 2 Isidtfjte0lizie 2 teiqdd f) J>jJHEJodkE2
tejedhiste0yd4? st jteObsize .

1docjds™ NESCAUTO Cp Auto AA0L, re0kdohdimw ) doekzh jddid
16 JGOM Jdstetso0ddsets X daz0, teddideiedts ¢ fsHe > 0k.

15.3. XpaHeHHe U CPOK XPaHEHUs MOCJIe MEPBOT0 OTKPbLITHS

Ashizg ssCerisdw dhtfse Lzs] ttjocidls o biyikdd 8 tiHdz! d ~te0dkdlsy ted
Is jstf.jteOlskzts j (2-8) AC.

16. TapanTuiiHble 00s13aTeJILCTBA

16.1. MesdLosHds iz c0e0dsdilzils Mo jishisodj #0BSKO t6j06 jukte AAOL
hisOdsotz jiaz v o5 st iBSo0nudWd; MisOkHOSSe d HiSSEdjEisoydd tesdrosHdisjev tied
fisBdzEsH jidd Zhdsodw lste0dhtistoisdistso0ho, Ris0d jddw, ASHttiz0soydd.

16.2. uteS esHERNS] i) HOT tisdLetsHiise0 (feddwisdw tetHEzSyYdd SisH jdztsds
Cisdzistetstz SOy dMisa0 tfis JHtftledWisoW-dLesissodfls Jaw)

YeHES YW LIEBEAY | GG asHESTs
k 60 s

OB ©J06jdsso  in vitro  HEW
OalssBOlsdyjhSaets  Sidy,jhise jhhksets
stfejHjejkdw  COr el jSbd0 o
Cotzj o foCsoC) HEW Ok0kdLOLSEES
NS-Prime AA01 T NESCAUTO Cp
Auto AAO1

16.3. MedrosHdjer &  Ghls  Skeojkhisojdhashisd L0 COSER-wdBfS
feduddjddz 2 E2H jeB did tfsetej>Hjkdv, o7 La0hk " j Yisolsteh 3 ditfisiz-Lso0dkd jd
BOBHE0 5 jO6 jdisso AADL.

(2-8) °C 12 dh*yde
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16.4. MedLosHdisju &  Gdhdls  slejshisejukshisd O COCS2-kdBES
fodudeittr?2 zhjes did tseeiyHiGdwy, ovLe0hkYj dhfttiLte0hdid ¢0BSEO
tejOc jdistso AAOL tfisfizg dinlsduddedw eSO csHESHis, ZSOLOGESE G0 ZHoCtat .

17. KoHnrakTHas nHpopManus

A ostfisshody COyihsa0 g jHAydENCses dLHjkdY cyOBBte tej06 jdistse in vitro
HEW Oolstsdz0lsdydmSets Csdzdy e jddses stftejHieiddw SOz ttesisjCsdk0 o SOk o
EtfoCsoC) HEZW 0k0kdLObtteses NS-Prime AAO0L T NESCAUTO Cp Auto AAOle,
tfiesdLetsHse® Alfresa Pharma Corporation, Cctfisédw, sats0F0ls+ W tfts OHte jiiz:

JBM hisets ) Sete0kdyjndks? Blsejishise jaushst s coitLe-Ruvrtwurs=zade
(L ot Le-rRustturs=zade),

Bhidw, 196066, ¢. 0kSs-I jisjelztse, FBhCsofCd2 tie., H.212

Ui +7 (812) 303-82-44

-mail: agros@agros-int.com

AsdLosHiises ddsddls hdtelsdWdydese0ddizt hdhsiBz djddHMBIds0 SO inise0,
o bisdz ydiizg o yomisd tfstsqLotHiise0 & jHdydehSaes duHjzdy ¢y 0Bt t6j06 jdiss in
Vitro HZW OalssEOsdyinSisets Ssizdydhise jabses StedHiejadw SOk tissis JSsdw0 o SOwzd
9 ztf0CsoSj HEZW 0k0dLOktstso NS-Prime AA0L T NESCAUTO Cp Auto AAOle.

A HIso jieXHO jistw iz jHizEs Frddid HsClza jdals0dzd:

atelsdW S0l fstsise jishisodw — MD 503784 (stslse jishiselzjls 1S 13485:2016),
MesS HJ2MsedW HES 23.09.2021;

I JSe0teOydw s fssiseishisodd Hedhsyyjddy 111 VDD 98/79/EC 5B (LHjdzdWn
HEW HAOEEBHIsdSd © Z0BBKOSStsl T A Ehtsodwa (in vitrs).

18. Cunmucok Jurepatypsbl

BLds &.4. d Hie. ¢ Ly j@So SOk ftetsls jSlsd®z0, BJESO, oMot HOEM jetshv dL
i J2tesWddse, o COkj. P jstHBusedyjnss) dhhtjHse0dkdje. Scand J Gastroenterol.
1992; 27 (9): 793-8.

2. Jomis ¢ d Hts. cAdlzsteddiHdodHzOzGOW dLiidydeshist WSOz dkisets
COktftotsls jCIsdiz0:  tfteshtf jSlsdodss diiyziHte0kd] bk Hoydidsse n 0Skdodrd
WL jld a5 Csizdlstsze. J Crohns Colitis. 2015; 9 (1): 26-32.

3. L0 5. d Hte. cuBsor? didkzks0ROkdL LskAGgY A yonisdy HEW

175

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru


mailto:agros@agros-int.com

WJS0wisets SOz tfetsls JCsdi0 2 foydidisse f) oshtfokdls je2drd LOBBE joOwdWdd
¢dh jykdcoe. Clin Chim Acta. 2016; 456: 1-6.

4. udeBkz . d Hte cArisCov OntfioshistOd jhhkshist  dls jtstolsdd,
orLa0tGs2 W 31, Ut tojLizzs00d Hieshstses 0k0zdLo COkzoe. Gut. 1999; 45 (3):
362-6.

5. REZA s d HE. ¢ISEjLyshist woes? o BYileis? hdhsjdr 0@0EdLO
wJCokises SOk tftetsls JCsdz0 o Y iHdOLtedy inSs? ie0CsdCy dysé. J Gastroenterol
Hepatol. 2014; 29 (7); 1406-12.

6. fBBOSE: U d Hie. cyor?2 AShtft jhi-sjhls &0 W jSok k2 SOt tiesls jSisdo
HieHnSOL o0l AGHEhSSYuinSzs tedidhnd™ d Yshesyieoydses 2 tiydHde
BB jLEd stestz0e. J Crohns Colitis. 2013; 7 (12): e641-51.

7. 1025 G.s. d Hie. CRLABjBjRA] WSO GRes CORtfrls jSsdR0 kkizyhols
Bekdkstedts d Bz jkdj tjydHdote BSEZjLld sStsk0 thzj stfjtdydde.
Gastroenterolory. 2015; 148 (5): 938-47.

8. WJ&ds .. d Hekzedj. ¢cHeshyjSodok0v tyjkeo tfsedshisdyints2
YJddshisd WjSoz-dsets SOk tftesls jSsdd0 tied BMhddlttiit? BEEZjLEd sStrkoe. J
Crohns Colitis. 2014; 8 (9): 1022-9.

9. fomiist ¢ d Hie.. cAOEROSEESEYNSE] odsjh 0k jiz-isot, Shise0hdks,j @O
tosodvn COEA el jSsdd0 & goydjdiste f) WLe jhdkrds Saizdlssdy i o iisCdds tedhSsds
tejydHde0: teshtf jSkdodts], 0hHBRALeo0kEs |, Stlistestdtelz jds) dhitjHse0hkd jé.
United European Gastroenterol J.2015; 3 (1): 72-9.

10. atsjfiykjte 4. d Hts. crlzStosHisos HEW Sedkdydhste s ditst-Lise0dkdts
WJC0rGses SO tfels jSsd0  HEw  ovwedjhdw d dssddlsedied  0Skdedshisd
LOBtstz joOddw tfted osiyOizdlsjz-disds LOBSE jo0kdd Sd jukdSoe. Can J Gastroenterol
Hepatol. 2015; 29 (7): 369-72.
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Hpuiaoxenune A «KinaccupukanuoHHble CBeIeHU
¢ 1. stomh el jkydoe1dsets dhSo eddsjeldady BiHdydentses duHjedy o
hissise Jishisodd i s jeCk0kkziks2 SeonhdWdSoyd? dJHdydenSd duHjed? 120 (4.
9.6 fiedCOLO I ddLHts000 {shidd Bls 06.06.2012 6. — 4d).
¢ 2. stH JsAIr2 7 21.20.23.110 ¢tdOc jesr HAOetBhisdyinsde.
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Ipuioxenue b «IlepeyeHb NpuMeHsieMBbIX CTAHIAPTOB)

FiHdudenSs duHjed cnoBtt tejoc kst in vitro HEW Oelssi0lsdyinSEets
Ctdyihsojhutes  stfteiHieiddy SOz ttesis i o COkj o kOCsaCy HEW
0G0kzdLOksteso NS-Prime T NESCAUTO Cp Auto NS-Primee fstsise isfisolz jls
GOYdtst0t-dz a3 fisOHOES0d thid2hSE2 AJHj0ydd &0 tfesHEzCydEs:

— g Juu t 51352-2013 ¢ EjHdydeEnSdy dLHjzdw HEw HJOGwShisdSd di
odlstets. JjissHT dintf*IsOkd2é (o uomisd Ylzasls0 5.1);

— vt e 13612-2010 ¢ fyJdSo WizaSydenoziir -~ R0t0Sls jtedhisdS
B jHdydenSdn diHjed? HEY HdOedshisdSd in vitrog;

— 1Juu R 23640-2015 ¢RLHjEdW g3 jHdydEnSdj HEY HAOGHEhsdSd
in vitro. Jyj&S0 hisosdud&shisd te 06 jdisso HEW HJOewshisdSd in vitroe;

—  1Jueuv t ryJ 15223-1-2014 c¢RLHjEAY &jHydENSH). dddeser,
edasdedds 4 fied douSteso0kdd %0 BIHAYAENCn diHjad s, AsdCisson d o
hstftesosHdls jz- ds2 HECzd jdisoydd. Yomst 1. Jhbsedkr st jBso0dkdve;

— QJuu t rRu 18113-1-2015 c¢REWSGEEGOYJY, e jHishisOodw jiow
diesissadisjizids (B0wLCdtetsot0). YOms+ 1. ujtdder, stfiejHititdy d sshdj
Iste jBSOOGAWE;

— Jus t rRuJ 18113-2-2015 L jHAydEmSdy  diHjkdw  HEW
HJOcEsMisdSd in vitro. RGWBed0ydw, tftc JHishisOadw jzsOw
dresissadls jiz jd3(G0eCdissas0). Yo+ 2. tiociws HEZW HJOeGEhisdSd in vitro HEW
tftotsW jihdsk0kdisets fedd jdjhdve;

—  1Juu ISO 14971-2011 cRLHjkd™w & jHdydbnSdy.  tedd jdjddj
U540z JHA B0 t6cCO € B JHAydBnSdd dindedvde.
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1OLBOadfls j&z+ 5BtOLYO 9 ZH0Ssasj HEZW 0z0kdLOkEEse NS-Prime AAOL T FIT
AAO01 Specimen Diluent (ARU AAOL t0LBOo s jiz+ 5BtcOLYO)

RENEZSY" U6 Heddbied
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1. HauMenoBanue MeIMIIHHCKOTO M3€EJIUA

WOdkjise0dkdj BjHdydenSses duHjezdw T ¢ctoLBOadkji+ sBEOLY0 o oSt |
HEW 00kdLOkBtese NS-Prime AAO0L1 T FIT AAO01 Specimen Diluent (AR AAO0L
1OoLBOo s jiz+ sBisOLY0)e (HOMjJ TEOLBOadL ji- SBiOLYO AADL).

2. CaeieHus1 0 MPOU3BOAUTEIE MEIMIIMHCKOTO M3/1eJTUsI

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

w02ls: http://www.alfresa-pharma.co.jp/english/

(CPi Wi jLO NOteR0 sttetfistej2hde, 2-2-9 stCidokd, ust-Ckz, MOS0 540-
8575, Ccttsadw

Udi.: +81-6-6941-0300

NOCH): +81-6-6947-1548

02k http://www.alfresa-pharma.co.jp/english/).

3. CBeeHusi 0 pa3padoT4ynKe U MecTe MPOU3BOACTBA MEIUIHMHCKOIO

H3aeJus

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341
Fax: +81-868-38-5800

(SEBYOGAY CPEWEjL0 AOLBO SEElsEi2NGe, 18 vOdRidHOd, BYs-5Y, ZjLH
SOYZ0, JSOVHR0 709-4321, Cfistw

U ji.; +81-868-38-5341

N\OCH; +81-868-38-5800).
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4. CBeneHusi 00 yNOJJHOMOYEHHBIX MPeICTABUTENSX POU3BOANTES
4.1. ¥YnoaHoMo4yeHHbIH npeacTaBuTeb B EBponeiickom coobuiecTBe

Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570
Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(CC R jisets Dtestfe, W dHsEOGHT, 10060, 2514 AP, tscli i ict0mk, 20.
ujt.: + 31 70 345 8570
NAOCH: +31 70 346 7299

[ -mail: Europe@emergogroup.com)

4.2. YNoJHOMOYEeHHBIi NMpeacTaBuTe/]b HA TeppuTopun PO
JILepatLe-rusrturs=zade

shihdw, 196066, 6. 40&Sls-I jis jieBlzies, JshCsonSd? tis., H.212
UJe.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com.

5. Ha3nauenmue MEAUIUHCKOI' 0 u3aejang, YCTAHOBJICHHOC

IMPOU3BOIUTEC/IEM

5.1. Ha3HayeHue MeAUIIMHCKOT0 U3IeJIUA

1OLBOodlsjiz+ t5BeOLYO o 0SS  HEW OOkdLOLEEse NS-Prime AAOL T FIT
AAO01 Specimen Diluent (ARu AA01 tOLBOo s jiz BEOLYO) e jHEOLGOY b HEW
te0LBOOM jlzdW SBOLYSO COKO0, NSBiOhGZ ~ 0 ¢CSBEISJ2E e HEW I)BBEO BBEOLYSe COEO
HEZW 00kdLOktsso NS-Prime d NS-Prime AAO0L1 T Specimen Collection Container
Ae, o llzyoj tistlzyjhdy tejLizz2s0kse dLizjtejidy orhj HAOHOLBRO dLdjtejddv
Isdmis-mtf JydwWdud* - 6 JOGJdistso (20 ¢cPrOkdLObsts | HAM St jisttsc
Oolss0dLdtesa0dkdsdy SkdiduinSs? ~dddd NS-Prime AAOL HEw Sddyinlse jddsets
in vitro tstfis jH jejkdw d dehkdssedted Sty jdistoyd? 0G0kdskss o Cotj yjdse jS0e
(HOEZJJ - Oiz0ddLOkste NS-Prime AAO01L), ) yJut+ tfisolsihksets s ihisdisso0ddw.
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NG dsROzdGEj GOk jed] T oftfshiscols ji4ws ] fite jHiisos o HAOstShisdS.

5.2. Tloka3aHus K IPMMEHEHUIO

tOBOodsjz* ©BEOLYO AAO0L YiejHEOLEOYJE ISEZASE HEW  MSomhistisets
feddzjzjezdw ) OGOZdLOLSEEW — Oolstd0lsdLdissa0tkhrd3 CudhdyinSs? ~dddd NS-
Prime AAO01 d s jiis-fy jydwdyd &3 e JOcjeis0gzd tied in vitro HJOe®SSHSSC .

5.3. IlporuBomoka3zaHusi, BO3MOKHbIE OOOYHbIE BO3/IeliCTBUS

Ied 160BBlsj M) eOLBOOdl jiz jd5 tBHEOLYO AAOL tietlsdostfsCoLokd? d tfsBtydr
oBLHJ2Misad2 & J 9 Wolz j&ts.

5.4. O6nactp npumenenusi — SkdidyjnSow 0BBBOSSLEOW HAOEEEHISISO.
rev  teswiindsGozdgeets fedijejedy.  IesWinhds@oder2  kztso b
tfsls jloydod4tra tisizLse0ks jij2? djHdydehses duHjedy T ctoLBOadlsji- sBteOLYO o
ool HiW 0G0zdLOLEse NS-Prime AAOL - FIT AAOL Specimen Diluent (ARU
AAO01 1OLBOadjiz+ sBieOLYO)e: oty Shdidynss? w0BskOkEeRs? HAOESHISIS,
MslstelzHB S SChddSs-HOshEhsdyinSs? ZoBttokttedd, teshjHhd?2 telzyikd] &
OolsstedLiSa0ddsets e jHMs0adls jiv tssdLosHls jaw.

6. Texnnueckoe omnmucaHue, nNapaMeTpbl W  XapPaKTePUCTHKHU

MEIUINHCKOI'O U31¢/IUA

6.1. Cebipbe u maTepuajnl PazoaBurtens odopazua AAOL

{OLBOO s j& 5BEOLYO AAOL (GO, dissjis 912242) fisHjexdls 30 st/ MES
BEW,jic0, 1,1% Ristedssets GOd®, 0,15 % BTyt jos firosEslssysses 0eBrddio,
®jtid 0,1% OLJHO GOstedw, o tHES®E WEOSHE:] MisHjte>dishv 8 ditz teOLBOads jdW.
LYOCEOCO TOLBOa I jiW BBiEOLYO AAOL MisH e dls 2 WizOCsH0.

6.2. TexHnuyecKkne XapaKTepUCTHKH

REIL00Gd] {OLBOadkj@w &BOLYO0 AA0L &j okdwjls &0 tOBBYd]

nO0Ck jsdijsdSd lsifs-iiydWoul R tj0cjgsse, sttt ded difstLse0kdd
dHORALOEE0 Oalssd0sdLdEo0hRses Cdidy St Sdddd NS-Prime AAOL.

6.2.1. Kourposaupyemsbie napamerpsl (Ceprupukar anaaunsa)
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I 4sCOLOs e COujfsed tOLBOadfsjt! SBEOLY® AAOL fisslseishisolzls
ste jBS00dAds of disteds0ds, LSOLOMGG T s o 0Bty 1.

u0BEAYO 1
WOd3Jise0tkd] YsCOLO W MOOSIs jisdisoSO df dasteds ™
(011 [0]NF2140) AJL HJW SS9
A&ihdd? odH
Ko jls AiesLs0ydR 2 fdhd?
HHstelzCsizte0 rgHSshis-
1040 W dBdds
SthyJdisteOydv* 10 Ge/dy dizd B idedJ**
J iz j2ashis JIs 80% His 120%

* uybT LBOWjhd fisHjex0hdY ZSOL0BY o fjelsdWdSols] 0motdL0 Crhlt jiiis?

ndedd.

** ] COyihlse  Histfstddls jidiset St tiese jiow jishw fisH Jtex0dd j ¢jhsedsBdd0 o
hshistej TOLBOadlsjiz sBKOLYO AAOL. tOLBOadlji tBELOLYO AAOL G&j MiHjexdls
cjBseksdlr o fshsOej, Stdkjid? hetlejshised” T ¢10 de/dz did &jkjie.
uHjiox0kdj Hiolzédm OROkdlsse o fehisOsj tOLBOodsjd™ ®©BEOLYO AAO0L &j
tfietso jtew jishw,

6.3. KucaoTHocTh

pH 1OLBOadk jiv sBtsOLY0 AAOL T 6,30 N 0,05;

1. Tpedyemoe o0opynoBaHue, MATEPHAJIbI M PeareHThI

7.1. Med ditfskALse0kdd {OLBOodlsjiv  BEEOLYO
hejHzshdj odHT BBiStizHBa0RdY, d30jtedodse d & j0c jdisse:

- GOk dLOsts HAMSte jlsk 2 OolssdzOsdLdtetso0hk 2 Shdhdyjnts? ~didd
AA0L HEw Csizdyfyise jattsets in vitro st jH jdjidv o dshdlsstedied Sy jdistoyd?
0d0tzdflsso o SO v jdtse jSO0;

- Cislls jRdjte™ HEW BEOLYSO AAOL (B0Le0kd] tesHEZCKO: stodls j2djter
HEZW B0 BBKOLYO ¢ HEW O0i0kdLOkEEse AAOL T Specimen Collection Container A);

AAO0Ll & jtsBRBHAMGY
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— fiesBdteCO HEw sBKOLYSO (SBIjR 1,8 d¢E HEZW OslstdisdyjnSda
00kdLOkstEese Hitachi (T 716-0425) [t — s 2009/05517 s 19.08.2015, fitesE
HJ2Msodw - B jhtssydets. IesdLosHdlsji+ DELTALAB S.L., RigOdGAW];

- ASESHOEAGAS, tsHH s> do0=P a2 s jostf jte0lstztslz tSls 2 His 8 A,

- BHESCOROZA G ]  tfeiiz0okshROsduinSdl HBLOLSEY ity f
Yiejiihtrd did WdShdiseOnk'ds sl joisds fis MdJeerdd wotEEjuGdLond,
tfsLotszvshd] sisedicolst I ji3r MdHEEM 2 BIs 10 HE 200 S, 0lkls jfisto0ddj tis
LGOYjdkds MsjHdj2 HELY d MasHAdGES] tsjLizas0kse, et jndshist dLdsjtjddv
CRlstste ™ HESEX G0 BY 5 ¢ BBSEZ ] 3 %;

— oy JlsCd 00t ™ J fis jSdwdd J;

- Is jmis-MyjudWoud " j ts jO& jaals ™ HW O0tzdLOKteso NS-Prime;

- (z0Bts COEgBieOLSEEe § IS is-fY JydWwWoud:™ o te JO6 jdis0ds NS-Prime;

- (3085t SBhGistesEz 2 & ISins-Ntfjydwdyd o3 b 06 jdis0d NS-Prime;

— 1OMsetsts HEZW tfiesdzo0kdw ¢ o Eossalj HEW 0kOEdLOLSEEe NS-Prime d
NS-Prime AA01 - Wash Solution ¢ (I3 a0 2 t0hkotsts ¢);

— 0Bt SHEGEOLS R tsjOSydsth R CHa s f 8 wyj2C0kd AA0L / AAOL
8-cell Reaction Cuvette;

- HAhlsdztdtetso0ddk0w/H jdsdkdLdso0dkk0w osHO.

8. IMopsiok MCNOJIB30BAHUS

8.1. FIT AAO01 Specimen Diluent HZV 0t0kdLOSEESe NS-Prime AAO01
(tOLBOadis jiz* sBteOLYO AADL) eBlsse € diftfisizLso0ddts.

8.2. LNOGEodlsj twOLBOodlsji+ ©BEeOLYO AAO0L o Ok0zdLObtte NS-Prime
AAOl o dsHEzE+ SkHjEzjedw HEW tejOcjukte, COC EZCOLOGS o dumikstizSydd it
AChtfeziz0s0ydd & 00kdLOkstelz SedddynSs? ~didd NS-Prime AAOL.

8.3. Ok j2h0ov t0BskO ) OLBOodlsjzjds SBEOLYO AAOL tsddshsats
Oalssd30IsdLteso0dz0.
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9. IlepeyeHb pUCKOB M CIIOCO00B CHUKEHUSI PUCKOB 0 JOIYCTHMOIO

YPOBHS

9.1. IEWHES Hj2hsod? tied dhtfsizLise0kdd tOLBOadsjiv BBicOLY0 AAOL
HEEJE  tskkshisis  hsz=HOSMW o hsslkodshisodd )  dahstezCydwdzd s
feddisddzdaad®s Isdhis-My JudWoud " - teJO6juistse, GiozdLOsistsd Oalssdi0isdLtesa0deisets
CddduhCs? addsdd AAOL.

9.2. tOBOadsjkt sBEOLYO AAOL MizjHizils ditfsizLse0i! tkaCE sYTshsgER
OBBeOSEtsH:E § jtehsiodtz.

9.3. tOLBOadji+ tBOLYO AAOL HisEXJ& dintfsi-Lise0lsAiw o hissiseishisadd 1
GOHEZ>M0F j2 0BBEOSds?2 Hie0CsdtEs?.

9.4. Mepbl 0e301macHOCTH IIPH UCITOJb30BAHUH U31C/TUA

9.4.1. 1OLBOO s jiz+ tsBtcOLYO AAOL fsH jteMdls ik 0,1% OLdHO d&Olstedw. Iied
tfstfOHOGAd o 6&z0L0, &0 Stz dizd tfied Miklzy02dksd fesekolso0hdd fkjHizjls Hieddwis-
AChistejizlz 4 d3jter, 150Sd4 SOS tieszro0hdy Bk dd Skduinised osHY, tied
Gz jsBABHAGMIs] Nk iHEZ il SBtOIsdls ) € otsdylz.

10. TIlopsimok ®W  YyCJOBMA  YTHWIM3AUMU  WIM  YHHYTOMKEHHS

MEIUIHNHCKOI'O U31¢/IUA

10.1. vbdidLoydw twoLBOadisjiv BIOLYO AAO0L HEEXMEO tfesdLotHsA W o
misslse Jishisodd f) 0kIdy_2.1.3684.

10.2. 1 tesyjhhj tesdLotHiised tOLBOodljkv BEOLYO AA0L &j
tfiodz ity o iflse0, &0LEzNOBshd) tLskter?2 fizs2 Okdshwiter, 0 K0S
1OLBOa s ji+ BEOLYO @&j fisHyteMdls 9jf jhse, OLzhOEshdn sLthtor?2 M2
OlsdshW jte .

10.3. uried ], dintfsi-Liz s HEY isdLesHise0 te0LBOadls jzv sBteOLYO AAOL,
d tOLBOodiji+ tBEOLYO AAO0L tj wokwjlshw dhstydkdSsl stonkr dikizyjed? d
o HJEjkd? otsjHk = 8P jhse, LOGWLEVE PR Skl 0s Pzt it jHEz.

10.4. A tfesyinhhng ditfsi+Lse0ddY d ZisdizdLoydd oLsOadisjéw seiOLy0 AAO0L
f s jSH dds MesCsd3 esHAGEMisd ssChdudk T - SlsniHESS B SBiOLZ jish™.
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10.5. tOLBOo s jt+ tBLOLYO AAOL fisHjeMdls Bidkjd 0,1% OLdHO dOlstsdw.
GLdH GOlsted disy jls ofsiztfols o e jOSydEs f) i jHAE d tedosHdls ¢ Wistedzdtetsa0hdts
oL oy0ls = OLdHBO B jlSOzkse o otHBHkSoSH]. ZJSBRBHJ®BE ik jHEo0Is-
HJ2MsozsPdk  tfic0odi0 EisdizdLoydd syohk = tlatHse. Med kisdidLoydd o
0oL, figgro02lsj SsasHT Bk M s Sty jijsos osHY .

10.6. JlsmtHY, sBEOLZEBPI W o tetyjhng dhtfsi Lse0ddy o ZsdkzdLoydd
0LBOads j&v SBEOLY0 AAOL, S ¢ Stoffilz cCYdHikdsksedyincd syonGY j
SlsmisHY @ (S0 A fiseonds ¢odIdy 2.1.3684).

10.7. JBLOP j&dj (hBBt, otcjBjhbkt) nte0bjkd), BBJLLOO>MJo0Rd) d/ddd
B Lot > do0kdj d keodhttelsdeto0td)) BintHEe, BBEEOLZENJRW o ety
ditfsiz-Lse0kdy d EZsdidLoydd tOLBOadiji tBtsOLY0 AAO0L f) dilsjShdd htesCtsds
CsHERhsd, HEEEGE tesosHs Y o fisslse jishisodd f) HeOadkokd, Hj2hsokztsPdid o
Miste0dzd Yteddz jdzddacfw &0 dsdz jdals ZisdizdLoydd.

10.8. r@v B jLLOEOMfo0kdY d/did BBjLotei>do0kdy GlsABHED HBEM G,
ditfisiz-Lse0isH v Lot jedhtedtstso0dzzr ] © tA HjLdEwWdydlz=hdj fhejHise0 d
tsBistelzHisa0hd j o fistise jishisodd ) ddhistelzéydwaizd tis dm teddsjejedts.

10.9. JlrsHT, skgshvhdjnv ¢ C#ohhz cSYdHjhdbkseduinSd sohdrj
SasHIe HEEGT ZisdidLdistsals v yjtju seedddLoydd, dejshdj ddyjdLds ¢o
Alstsls oH HJWis JzAdzshisd.

10.10y jHstizhsdss  dipfisiziLso0ddj twOLBOodjzv FIT AAO01 Specimen
Diluent sz dilsjyjddw htssCse R0 jddw.

11. Metoabl 1 YCJIOBUS CTEPUINZANUMN

1OLBOadisjiz4  BEOLYO AA0L  Woaiwjlshw  dihbjtedidrds  BiHdydehSdos
dLHjtzd jo&z. HetsdLetsHWishw o O jtflsdyghSdn Ehdsodwa.

12. TpancnopTHUpoBaHuUe

LHOCEE0EET 2 tOLBOo s jiz+ BBEOLYO AAO0L kiOnntstisdtezEsls of jdd odHOR
Cerlsra ISteOdhtftelszrn M jHise, Cletsdzj GJsiOtzde0jd = BkhiSte hoksEiste d
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BehCeets  kie0nntstlsd, o nstkojshisodd f HrOodzOkd tfjtejosLsS clolzLise,
HJ2MiselzE=sFrddsd &0 HOWGSM odH ] Ists0dnistelsO.

Litsadw k0w tfstesdeso0kdY T tisd s jstjE0kkztj (2-8) Au.

U0 eisdteso0dd] oLBOad jzv sBtsOLYO0 AAOL HEEMES BhizF jhisedzvisA v o
Is Jted3ts S5 0zls j 202 jte0r SHEGBOLBOEES sk Lisa0dkdwW, isH jeX 0P dr ~kOHEAE jd jdisT, did
9 IsjtedssCodils j2hjt0n  dBhsesCielshsets tedkjbiddy ) OslstsdiOlsdyjiSd
tfsHH jte>1do0 jdss2 I jdtfjteOsiztes? dizd o Oolstste jWied> jteOlstste0n 1) ditfisiz Lso0dzd o3
Is jtecRsdBH SOl Be.

TOoBOa s j  BLOLYO AA0L, IsteOntfstlsdtesodbkrj f  &Otlzh jhdjk

s jst jicOblztstsets toj>1dt0, Yottt i YisHiz >0k.

13. XpaHeHne U CPOK XpaHCHUA ITI0CJIC MIEPBOT0 OTKPLITHUA

13.1. XpaneHnue

Ui Jte0lsizted nteOijidW teOLBOadsjiv tBEOLYO0 AAO0L EZSOLOEO &0 AsdCilsCi
CotesBCd. MOkl djaikSerisT?2 t0LBOadiji! BBEOLYO AAO0L tfied ZCOLOGES2 @O
UsdC jisCj StstesBCd Is st jteOlslzts j (2-8) At His dffnls jujsdW fissCO RtsOdjdofv G0BiStE0.

M0t jidj w©oLBOadsjiv ©BKOLYO AA01l HBEMGs &hizP jhlsedwisthv o
ASEBHEAG A CORje0n  dkd o @ AtuBHAEARJS0R,  sBiftfjuyde0shdn
6 JCEOd Jlsdtetso0hn 2 ISJdBtfJe0llzei 2 ©iMdd ) JjJHEJoBE?  tejedhistOydi?
s Jo3tf jteOlskzte .

toBOa s j  tBwLOLYO  AAO0L,  rwOkdeohd2iw  f &0l jedjk
16 JGOM Jdlstetso0ddsets X daz0, teddidziedts ¢ tsHe > 0k.

13.2. XpaHeHHe M CPOK XPaHEHMUs MOCJIe NEPBOr0 OTKPBITUS

Wisfzj sksts s RtsOtacllsj e s joBHjteObszte j (2-8) AC

14. TapanTuiiHble 00513aTEJIbCTBA

14.1. MesdLosHdlsjz* 60Oz jls Mstlsejishisedy tOLBOOlsjuv BBiOLYO
AAO01 iZhlsOusewjid o3 st jBso0dkdWds isOkHOEsSe d HESZBJEsOydd tesdLosHdls jdW
tfted MisBE=H G Zhdsodv kteOdnistisdtesa0hdw, nte0kikdw, AShYkz0koydd.

14.2. wteS csHEEhSd ) HOSY tfisdLesHise0 (Heddwisdw tfissHEzSyYdd BlsH s
Codlstetszw SOy iMisa0 tfie jHtftledWisdw-dLetsissads jzw)
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LW
AesHESY W ie0dz JosdW

1oLBOOdls joz4 SBieOLYO )
goSsold HEW  O0kdLOKSEse
NS-Prime AAO01 - FIT AAO01|(2-8)°C 18 iy jo
Specimen Diluent (ARU AAO01
1OLBOodls jiz+ 5BtOLYO)

wes$ Rte0d jdkdw 0LBOadls jzv sBteOLY0 AAOL tfishiz] Y jtotses ofjSerisdw - 18

Wy jo.
s u‘14.3. YesqiosHdsjt!  Gj  Gjijs  ssejsisojashsd L0 SOSE-tdBs
tfedudtzide 2 £h jieB dizd ftots i>HikdY, o Le0khT | Yrolsstd 6 difseLse0dkd.id
t6OLBOa s j&2W sBisOLYO AAOL.
14.4. YesdiosHdsje! G Ginis  ssejsisojbasisd L0 SOCE-kdBE
tfedudizidi 2 20 jteB did tfisete j>HiGdw, orLe0hhk T j diffisi- Lse0dkd jd tOLBOads jiv
58E0LY0 AAOL Hishit disjuidd fiesSO esHbshsd, LSOLOGGSES G0 L0Sses,.

e CBHSTisA

15. KonrakTHas nuHpopmanus

A ostfiesno SOy ihsed djHdydenSses dLHjkdy ¢tOLBOadisji+ tBiOLYO o
ool HEW 0G0zdLOktse NS-Prime AAOL - FIT AAO1 Specimen Diluent (ARU
AAO01 10LBOadls jiz+ sBieOLY0)E, ttetsdLotsHisa0 Alfresa Pharma Corporation, Ctisdédv,
sBieOMO W tfts OHts jhiz:

Jehjhisets ) sekOkduikes?  skodbhisedhkehisis L[ chitSH-
R rtuszade (JJLcoitJe-ruwsrturs=zade),

shihdw, 196066, ¢. 40dSls-I jis jteBlztec, JBhCsonCd? tis., H.212

udi.: +7 (812) 303-82-44

[-mail: agros@agros-int.com

AssdLosHiises disddls hdtisdwdydtesa0huizEs fdfisJdsiz BudHM B3Jdeis0 SO0y hise0,
9 Istsag ydiizd o yomisd tesdLosHimisa0 & jHdydinSses duHjkzdy ¢ctoLBOadis k- sBeOLYO
9 ztf0CsoSj HEZW 0%0dLOktstso NS-Prime AAOL - FIT AAOL Specimen Diluent
(ARU AAQL tOLBOOds jiz+ BBEEOLYO)E.

A sHIso jted{HO jistw fdz jHizt=Frdfdsd HsClzds jaaisOdzd:

d jtelsgwdSols fstsise jisisodw — MD 503784 (fstslse jisisolz jis 1S J 13485:2016),
MesS HJ2MsedW HEs 23.09.2021;
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I JCLOEOyd™ & fstslse jsiisodd HedEsijidj 111 VDD 98/79/EC B qLHjtd"a
HEY HAOCtSTisASd © EOBE0EEG R Eiksads (in vitrts).
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16. Cnucok JuTepaTypbl

1. Aegdis CBOGOSO d He., wtOadjhdi Piflsd sHIEJ? SBBiteuinSd
HEshszfdz - Oolstsdz0lsdLdtetso0tdz = 0t0zdLOkEERe HEW didizdkisedyjhSEets
e jHjdzjkdy hSterks? Stsod o COkj, rizek0k B dihstelzdj@ison d
t6jOG jdls0n HEW CzdddyinSdr zoBtstkolsted? (Journal of Clinical Laboratory

Instruments and Reagents),
29(2), fists. 1217130, 2006 6. [CtfsenSd2]

2. Chizadis et d He.., tisteshyjSisdodks] difijHse0kd] didizes~dddudntsets
IsghisctetsoOdzcfv 20 MGterlsizts Ctetso+ o COlj HAW o Werlz jdagw Cisdzsts JSISOd-dzsets 10S0,
Clinica Chimica Acta, 411 fiists. 8027805, 2010 6.

3. Bl msE sdfs d Hie., JySO OalsshOdLteto0tytes Ok0kzdLOkSEO
Hemo Techt NS-plus C15 H&ZW tftetso jHjddw s jfsO &0 MCterbkzes Cesor o
COkg, riztetzOk ZOBHLOLSGE2 djHAyde" d Sdistssey Coyihse0 (Journal of
Laboratory Medicine and Quality Assurance), 32, fists. 23771241, 2010 &.
(S 208c2]

4. GHOOH tAgHJE d Hte.,, JyjecO hdhksj™ Hemo Techt NS-Plus HiW
dhtfsiLse0hdy o  tsodiydon as?  hStedhdieses?  tieset0khd
Ciiste jSs0zdGses 180S0, skddbdyintow adsaddidw (Clinical Biochemistry),
46(4-5), fists. 3651368, 2013 6.
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IIpuioxkenue A

¢ 1. swohndwdSoydsherd hodudedy s tedSoLz JduLHis0e0 tshndd is
06.06.2012 6. — 4d, tfedCOLO FodLHts000 {BMidd Bls 25.09.2014 — 557¢

¢ 1.1. AdH djHdydenSeses duHjezdw o Mtlkejishisodd i b jkShokizedks?
CEOnhdwdSOydd? dHdydunSdn dLHjed2:

160190 T AW el 2 te0LBOOd]S joz- BiEOLYSO rRAT,
Oalstsaz0Isdy jiSd j/tistziz0olssdz0lsdy i Sd hdlsjd .

¢ 1.2. stzonh sk jiydod-dsets tedhCo tfeddz i jddw & jHdydenSses diHjedwy o
hsslse Jishisodd i) dtsds jeShz0kiziets2 CronfndWdSoydj? & jHdydenSdn dHjed? T 20.

¢ 2. stH JsAr2 7 21.20.23.110 ¢t JOc jdsr HAOetBhisdyinsde.
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W1 L1 trdnwdd rJe soIrRItIISR SAANWTPARR
LSS LR e 1 vdds st rfc IR LA NS-PRIME d NS-
PRIME AAO0L T FIT HEMOGLOBIN NS-PRIME CALIBRATOR (ARG

AT JARUNS-PRIME s fRaTOuLD)

REEZSY" U6 Heddbied
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1. HaumeHoBaHue MeIMIIMHCKOI0 M31€JIUSA

WOdgikse0dd] BiHdydenSres dLHjzdY T ey 0Bt t6j06 jdiste HEW COzdBlesaSq
CislryJdste0ydd ¢ jdsetsBdh0 o EfoSsalj HEW 0%0kdLOLGese NS-Prime d NS-Prime
AAO01 T FIT Hemoglobin NS-Prime Calibrator (ARG JjfiBetzsBdlz NS-Prime
COzdBlObte)e  (HOEZJJ T SOkdBiOLsts NS-Prime; FIT Hemoglobin  NS-Prime
Calibrator (ARU J®3S6EBAE NS-Prime C0zdBte0lststs)).

2. CBeIleHI/ISI 0 MPOM3BOANTEIC MEANIITMHCKOTO U31€C/INA

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

d02ks: http://www.alfresa-pharma.co.jp/english/

(cPiWis jLO NOted30 ststetfists jRNde, 2-2-9 stsClzdz0isd, uvsts-Clz, SN0 540-
8575, Cctitszdw

UJk.: +81-6-6941-0300

NOGH: +81-6-6947-1548

d02ks: http://www.alfresa-pharma.co.jp/english/).

3. CaeneHus 0 pa3padoT4nKe U MecTe NMPOU3BOACTBA METUIIMHCKOTO
u3aeaus

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(sthiokdw chizWis JLO AOtedz0 sttetfists j2N ke, 18 uv0dridHOd, aYB-kY, ZjLH
s0ylzlso, JLoweg0 709-4321, Ctfsddw

Ujt.: +81-868-38-5341

NOCh: +81-868-38-5800).
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4. Cgenennsi 00 yoJTHOMOYEHHBIX MPEACTABUTEISIX IPOU3BOAUTEIIS
4.1. YnoaHomo4eHHBbIH npeacraBureb B EBponeiickom cooduecrse
Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570

Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(¢S dtecs Dtestfe, y dHtewOiHY, 40060, 2514 AP, Ieddh jhidete0nls,20.
uji.: + 31 70 345 8570

NOGH: +31 70 346 7299

r -mail: Europe@emergogroup.com)

4.2. YNoJHOMOYeHHbIH NMpeJACTABUTE]b HA TeppuTopuu PO
JLLcoatfe-rusrturs=zade

v, 196066, 6. a0uCls-3 jis jeBlztss, JshCsonCd? ti., H.212
Uujt.: +7 (812) 303-82-44

C -mail: agros@agros-int.com

5. Ha3znauenune MCAUIIUHCKOIO u3jaejangd, YCTAHOBJICHHOC
IMPOU3BOAUTECIEM

5.1. Ha3HaueHue MeIUIMHCKOIO M3eJIHUSA

0866 6 j06jdisso HEW COzdBEsoSd Sty usteOydd cjdseisBdi0 o kfossat
HEY 0GZ0kdLOkstse NS-Prime o NS-Prime AAOL T FIT Hemoglobin NS-Prime
Calibrator (ARG gjditetzsBdlz NS-Prime  COkzdBteObsts)  tie jHEOLGOY & HAEW
CokdBtesoCd Swzdyifise jadisets s jfis0 FIT Hemoglobin NS-Prime d FIT Hemoglobin
AA01 &0 0BOLdLOLst0n NS-Prime o NS-Prime AAO0L. Lo jh ¢jBiscksBdnG0 o
sBtsOLY Btfte jHjdw jistw i tisdssh 1t COkdBlesotyhs2 Stedots?.

5.2. Tloka3aHusi K NPUMEHEHUIO

JndydinSsy duHiedd cuostte tjocidgistse HEW COkdBletsaSd SsdyjdisteOydd
G josselsBdR0 o foStaS) HEW OkOkdLOLEsd NS-Prime d NS-Prime AAOL T FIT
Hemoglobin NS-Prime Calibrator (ARU 4 JgscdsBdlz NS-Prime  SOkdBteOktsts)e
ditsiLzjlshw - HEw - Hishstesjiadw - COkdBesotyds?  Sedos?.  AkESYJsROEAEGS
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GOLBOYJGA] - otfsBiscOsjudsd fitHiisos o HJOGHEhisIS.

s0kdteOlsste NS-Prime diytfsizaLizjishiv fisod st f) choBsEsE 606 jdiste in
vitro HEZW OolstsdsOlsdynSets Seedudhisodudises sttejHedudw 6idsezsBdd0 o SOk o
ool HEZW 0ROzdLOkstkse NS-Prime T FIT Hemoglobin NS-Prime (ARU
AJBeetsBdlz NS-Prime)é / ch0BBies® 6 j06jdsso in vitro HEZW 0okisi0lkdyhSses
Ctzdudhise Juses stejHdejddY 6 iiselsedio o SOk o ZHOSsoC) HEW 0k0ndLOLEiSo
NS-Prime AAO01 T FIT Hemoglobin AA0l (ARU JJjdssctzsedlz AAO0l)e d
\cPr0zdLOkEerd HAMSE jisird Ooltd0kdLdtodterds Shdiduints? ~didd NS-
Prime HZW Stkdyjhise jkéses in vitro sttsjHjzjedy d dkdisstedied Codyjdistoyd2
0k0tdste o BdsEsEdUiNSdm MIHSBNWA Yk S0, i HeddOHE j>dshswade /
cPROLdLOLBtesd HAhSte sk a5 OolsshOdLdteso0hkktd Shdkdyintt? ~dhdd NS-
Prime AAO0l HEv Sokdyifisejhdkses in vitro sttejHjdigkdy d dshkdssedlco
CodyjdisteOyd? 0k0kdisse o CO0zj yjseiSoé (HOkJJ tis lsiShiskz - ¢hOkdLOkss
OolssBOldLdtesa0kd 2 Skdlduhts? ~ddd NS-Prime / NS-Prime AAQ01) HE&v
tfshistets jzdw COzdBteBoYdE2 Stedos? tied in vitro HJOGHSHISAS -

— GJa3Bstete0eduiSdn M JizHEYGE-Cdh judk - LOBEEjo0wkd2;

—  Stedidhe0 Sdste SO ditsets t50S0.

GhOtzdL SO0 &0 Mterkizes Cetso+ ditfisi-Lizjlsiw o SOy ifise] tftcodydksets s jfiso
HEZY  HdOewshisdSd  Cesoskjujidy o  MJjdzHByms-Cobjubsds  s0Sk,
~00Ck jtedLizesh jesiw  tswodz jhdjfs MSterks? Cesod o COk. pOwkY2 il &
fiojHEOLEOYj  HEW  gbhisOhkseCd COCKet-kdBs — HAOEHSLO, & o  fdkzydj
iy dsjibes  tojLizis0k0 fdzyidls  YeCOL0kdjl  HEY  GOfeOedkjhdy  ¢O
Histsdddsjz &Y J tBhkjHEe0kdY Us GOLkOyJddt oteOy0-Isjte0t jolso, ote0y0-ndistzteco,
ote0Y0- Stttz dizd Hiskzeses esWdibses otedQ.

¢h0zdL SO0 &0 Mterlizes Ceso dhtfskALizjlshv HEW o wolz jkdW teOLEdYSRY -
odHise  tfossizsedd &d>Edr BlHjise MjdzHBYSE-Cqh jybktes  btdSk0 (rsv),
~0ts0Ck jiedLzshdnmw Clesetsls jujhdvdd. sttt jSs0k1Gr2 ©0S wokw jisiw hdiesCts
0N tftetshiste0t b2 Hoktwsedi?, d o tshiziHddy HiMWsdeisdw o ddted Blsdsjyodisiw
orteOM jht 2 toshls LOBBEjoO jhshisd Sttt JSs0t b d; 60Csds.  Hisots jds jdb B3
BlssHOR Z0BBiOLsERE2 HAOCEEhIsdS Holtised? M tzHEyds-Sdh jydsets ste0Sis0
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woweslshw - dsjlssHY  StfteHjzjedy  SteOGhwiistedw0 d cjdsezsedRO o COw.
GROkdL COZ0 ¢ jdisetzsBdl + IsteOdhW jtetedd Wodzw jishw o rfisChtf jydwWdykrds Hizw
HJOcEsMisdSd Ctesatisjuikd™ dL GoXdd= d odtentzdn SHJEZEO FSU. wsotjBhk J
BjlssHT z0BSiOLSRE2 HJOCHENisdSd tisLotiwesls od jHtsdls! Hiescte0kdiz fiSdddlco
stfzdvydd @0 Ciists jJEs0d-d 2 60¢.

5.3. HpOTHBOHOKaSaHHH, BO3MOKHbBIE I000OYHBIE BO3HeﬁCTBHﬂ

Ated teOBBIS] M) COzdBeOLBEd NS-Prime tfoslkdostfsCoL0kd? d tsetykrn
osLHJ2Misad2 & j oY Walz jdis.

54. Ob6aacte npumenenus — SkdiduihCov ¢0BsEOLEEREOW HIOEHENHSISO.
rev  feswihhdseoz gt tedddededy.  IesWinhhdsbordr2 izt jd
sl jydot i tisizLso0 jdj? ¢0BsEO tejocjdistse HEW COkdBlesoSd Cisdy jdisteOydd
GJdsselsBdiz0 o kfoStoC) HEZW 0k0kdLOLEEse NS-Prime o NS-Prime AAOL T FIT
Hemoglobin NS-Prime Calibrator (ARU 4 jBBetzsBddz NS-Prime CotzdBteOlststs): otsOy
ChdizdyinSs? ZoBEokseds? HAOeEShisdSd, MsktezHidS ChdidSt-Hd0stkshisdy hnEE2
zOBBtOLstedd, fesh jHhd?  sBlzyjkdj bk OobStedLseOidises — tisjHiisOads jzv
tesdLotsHds jiw.

6. TexHuyeckoe omucaHue, MapaMeTpbl M  XapaKTEPUCTHKH
MCAUIIUHCKOI0 u3ae/Jaus

6.1. Cocras kaauoparopa NS-Prime

FIT Hemoglobin NS-Prime Calibrator (ART ¢j&tetsBdl NS-Prime
COkdteOlsste) T YieJHOLEOYJE HEY Yishistsjidy COzdBtsotyks? Cedos?, s
Colsstes?  stftejHJdwjishv  CsdryjdisteOyd™ 6 jdsiselzisBdi0, MsHiteddls  SOkdBtsOistts
(kdsWdzdLdtse0har2) - 4 Piks. (hisHjeX0kd] yidsejuinSses 6 jdiseizsadiz0 1000-1400
(z6/Wz0SEsE) d tomisosteds ji-+ COrdBEOSE0 (12 k) - 1 Pk,

6.2. Cbilpbe W MaTepuajibl KOMIIOHEHTOB Ha0opa kaauOpatopa NS-
Prime

FIT Hemoglobin NS-Prime Calibrator (ARU cjdiscizsBdz  NS-Prime
COkdBteOiststs) (SO, dsdzjte 910870) oSty ls COndBOkst (ZdsWdzdLdteto0kdr2) o
teOnsostedis iz COzdBieOLEE0; COkdBEOLESE (1 WkOSsH) MHjteMdls 3,2 d&¢ MES
BIZW jte0, 10 dze MOROtesLY, 1,0 g6 BY Y- jots i) oteltydsets 0k28zddd0, 1000-1400 &6
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yJasojydnSses  6jaseusedez0 (dewdudLdise0taow yieseJudnSow hrotstsisto);
teOmsestedls ji+ SOzdBieOlSSEO (1 Wikz0SEEk 12 gE) fisHjtexdls 30 gaiise/& MES BzW jis0,
1,1% ndzstedhisses ¢0lstedw, 0,15% By J6ts i) ostesssydises 0w+ Blzdsd®0, d3jdkdd 0,1%
OLdHO &Olstedfw.

6.3. TexHunueckue XapaKTepUCTUKHU

10esydy ~OwOSkjtedhisdSd Yekizujer tid dhtise'Lse0kdd PkoLdLOkstO
OalssBolsdLdteso0dkdkses Sedidujnts? ndidd NS-Prime / NS-Prime AA01.

6.3.1. Koutpoaupyembie napamerpsbl (Ceprudukart anaansa)

A YsCOL0 i COYInisa0 ©0BBt e j0cidkisse HEZW SOzdBlesaSd SshyddistOydd
GJdsselzsBdRz0 o kfoStoC) HEZW 0k0kdLOLEEse NS-Prime o NS-Prime AAOL T FIT
Hemoglobin NS-Prime Calibrator (ARU jdssedzsedl: NS-Prime  COtzdBisObists)
HESE> s fistslse Jishisotso0ls st jBsoOtkdWds d dtsteds0ds, ZSOLOwE ™ d3 © IsOBRdyJ 1.

u0BEZdYO 1
OB jese0td] tisSOLOls juw MOte0SIs jiedisdSO d distedz ™
1 2
1. LOCEOGCO BJL HJW JClstso

2. d&jhad? odH
sthskjasT FIT 4jdseksBdiz NS-Prime COtdBtsObtsts

s0tzdBtOlststs BJiztsj zdsWdtzdLdteso0hds | o 4P jhisots

TOnsosdl ji* SOLdBLOLSEd | YlesLiOyE™ calze0" Y dHCEhS

3. sthyJdistoydd*

s0tzdBte0kstste sls 1000 d6/cktz Hs 1400 dG6/dBtz

TOhsostedis j&+ COLdBLEOIEEO** | 10 de/dt dizd &3 jdi ]

4.  dotdolsdodshist B> HE | Bls 90% HE 110%

WEOSsRORd d  Sdibstesizdd

L0y Jdd o3 gotelsdd lsjmistso
5. dkOBditgehst  fhij J05 90% His 110%
oshisOdsod jddw

*ubyerj  LBOyjhdv fisHjeXOnd  ESOL0BT o fjEsdWdSek) OkdzdLo
CiszSis jistzs2 fljtedld.

** tOlsorstas j CORBIEOISED G fsHjtexids ¢.idssetsad o fshisde, Steafs s
fistslse jistisodf T ¢10 tae/e ] o i j je.
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6.3.2. MeTpoJiorndyeckasi MpoCJae;KUBAEMOCTD

1G0yJedw Sy disteOydd yJesejyinSees cidscrsdRd o SOkdBiOSSE
eshzdydur & BJHEGOESHEEMEZ fisOkHOESEZ  Eurotrol ICSH HICN  Standard,
Olsls Jhisse0dtzsBlz 6jdsetzsBdizydOkdHE o3 B3 JISEHISE.

MATEPHATT JAKPEITTEHHE MMPOLETYPA PABOTI
KATHEPOBOYHOTO HHCTPYMEHT
JHAYEHIA
& 3} Ompenenesme axrmmm
CH T emepamzof
ROSDEDSSEINE 00 MepaM B
BaCaEM
b IpomeTypa DepERTEONG ITATOEEOTD AFEpeIRTORAEEAY TACOPATOPET
- HIMEpemET: FTAMOEEEN HIMEDSHHHE C0
= Cu. mymmamrn Maxryeapemsoro meara oo OTATEEM HHCTRYMEETOM
S ¢} Tepemasxst xamabpaTop: Er=spTmacm reatsaares (IC5H)
=
= napr ICSH HiCH -
T e d) [Tpomenypa BTOPEYEOrG ITATOHEOND Hitachs T7-3900H,
E HIMSPeEHY. MeTod MHARMSTraMoTI00HHEa; DEPMATIESTHISCERS EOPIOPAms
= CLSTHI3-43 sAmdpesas
U
- &) Bropeennt xarsopaTop:
= FPETPOIETE] TLT0RSEA
-:E“._ Y —— Hitacha 7180, -i:apu:aneam
ﬁ —_— Eopmopames «ATsdpezar
= g) Pabommit EamsbpaTop
E ERTCTOBHETENE
= k) [lpememypa DocTOSEEOrG HiMepemmss Hitachi 7180, dapmanesmeraceas
= HpOEEOTETERE sopmopamss «Ansdpezan oua
= EamEopaTopa B N3-Prime ans
= 1} Kaneoparop opogysTa = KOETDOLE
HOETPOME OPOEIB0IETRLT 1) CTaEIapTEas OponeTypa EIMepemms
EOEETHEOID NOMEI0EITRIE MS-Prime
Cramtapresnt obpazen
Pesynerar
e
1. Tpedyemoe 000opynoBaHne, MaTepHAJIbI U PeareHThI

7.1, rov Sozdsteseld Ssdyjhisejudkses sins0 FIT Hemoglobin NS-Prime
%0 Od0kdLOsiEOr NS-Prime & jsBasHdBY  fizjHzshdj odHY  BBSikzHEo0RdW,
0k jtecOizso d tsjOe, jdisso:

- GLOZdLOLBts HAMStE jisir 2 Oalssdz0ldLdteso0hki 2 ChdiduinSs? ~dddd
NS-Prime H&v CsEdyihsojdetes in vitro  StfiejHieikdy d dshdkstdhed
Oy jisteOyd?  0kokdisse o  BdbdsedyinSdm  MdHSBhlwA Y jdksejco, f
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ledioHE > dshisvdsd  /  puOkdLobste HASljlskr2  Oalssdz0lsdLdistsa0dd 2
ChdhdyihSs2 Adddd NS-Prime AA0L HEW Ssdzdyjiise jhdtsets in vitro st jH jdjddw d
dsddisstedize0 Sty jdisteOyd2 0k0tdistse o SOt yjdse jS0;

- iesBdteCO HEZW sBtOLYse (SBIjds 1,8 dk HEW  OelskokduihCdn
00tdLOkBtetse Hitachi (T 716-0425) [tv — Aw 2009/05517 tsls 19.08.2015, fitetsE
HJ2MisodW - B hitetsyds. IesdLotsHdsjz+ DELTALAB S.L., RijfoGdw];

— ASESHAEA GBS, HHH jiedo0s P d? s jotf jiokizil Sis 2 His 8 Au;

- SHEECOROEGY ] Yisdkz0okishObdyintdj HBLOLSEY  Hdtfistykrd f
fiejijhtrd ded WdShdesedwt s el jiist fis HBjeerdd Gotthiutdiond,
fsLosiveshd ] sledicOl+ sBI ji3" MJHSEMIS 2 Bls 10 HE 200 d3Sd, Olsls jfstso0hdkrJ tis
LGOYJRdE MieiHE2 HELY  MasHJWEhHS] tejLkzz2s0ktse, tisetejNdshist dud.iteiddw
Cislstste ™ HSEM GO BY I+ (2 Btz 3%;

— dtfJs¢d z0BHstOIsSten ™ J isJSEVikG Y J;

—  WOBBte tejOcjdsso in vitro HEW OalstiBOdyNSEes Cizdy e jdustes
stfte JHJ& jdzd™ cjdsctsedi0 o SOk o ZoCroSj HEW OkOkdLOLBEsd NS-Prime T FIT
Hemoglobin NS-Prime (ARG JJdselsBdd NS-Prime) /3086t t6j06jdisiso in vitro
HEW  OolstsdzOlsdudnSsets  Cstzdyhsodduses stejHieikdy 6jfsetsedi0 o S0k o
ool HEZY 0k0kdLokstese NS-Prime AAO0L1 T FIT Hemoglobin AA01 (ARU
AJBeetsede AAOL);

—  WOBBE tj0cjste HEW COkdBiesoCd CdyjdstOydd cJBseEsBdRO o
tf0Csel) HEW OROkdLOkstese NS-Prime d NS-Prime AAO0L T FIT Hemoglobin NS-
Prime Calibrator (ARU 4 ja3s6izsBddz NS-Prime C0tzdBtsOlststs);

— 0BGt Sditsij? Cdyjdistoydd 6 jdsseisBdi0 didid IsteOdiw tstediz0 o
tf0CseC) HEZW ORz0zdLOlstese NS-Prime d NS-Prime AAOL T FIT NS-Prime Control
(ARU NS-Prime sizlstesiz);

— 1OBOodflsjizd BeOLYO HEW FIT Hemoglobin NS-Prime d/dezd FIT
Transferrin NS-Prime o Ektf0CsoC) HEZW ORZ0kdLOkEteso NS-Prime - FIT NS-Prime
Specimen Diluent (ARU NS-Prime t0OLBOads jid sBteOLY0) / {OLBOa L jid BBiOLYO o
ool HEZW 0i0kdLokEEse NS-Prime AAOL T FIT AAO01 Specimen Diluent (ARU
AAO01 t0LBOa s jizd BBteOLYO);
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— TOhsotste HEW tftesczo0dkdw ¢ o oCset | HEW 0k0kdLOkEtese NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (Jssiza0shd? &ohkotste ¢);

— 0BG BHEGEOLES Y A tsjOSydske R o jls i) 8 W j250dkd AAOL / AAOL
8-cell  Reaction  Cuvette  (SSZ4SS  HEZY  GdOEJLOLEED  HMCte jlsdsets
OolssB0ldLdtta0dkdses Stdidyints? ~didd NS-Prime AAOL HEZW Sdzdyjhise jhbses
in vitro stftsJHJjezidkdv d dsedissiedize0 Siyjdisttoyd? 0k0tdstse o C0kj yjkise jS0);

— HAMisdddtetso0dez0W/H jdshkdLdto0dkd0w osHO.

8. IIpoBeaenue anajusa

IsHiESBGROW dhwWstR0ydw s fsHeskses] s jocjute d tfisse jHjkdt 06%0zdLO
tfedodHd®0 o duhsezSydWa  Isdhs-fYjydWoubsr = tJocjdisse HEW  stftejH ik jadw
cJassesedz0 FIT Hemoglobin NS-Prime / FIT Hemoglobin AAO01, 0 0S4 o
tezCsotsHiisej  tisizLtal it  G&OkdLOLEEO  OoltiokdLdtto0tkdtets  Shdhkdyinss?
~dizdd NS-Prime.

8.1. Ilpouenypa KajauOpoOBKH

Ishis0dzlsj SOzdBteObtts o teOnosedlsjit COkdBEOLSE0 dL ABESHIZAEISO d
shisOo-tlsJ ted Ssa3i0lsuks? Isjdit ekt @0 10 dsdbizls. Ashhsodsadls) SOkdBEOsStE f
tfsdzshaes 1,0 g3z eOhsotstedls j&v COkdBLOESE0, LOI jd3 LOSHE2ls | Wiz0Ssh COzdBisOkstsd
CerhCR2 Yoz i 02lsj G ihCsizASs 0L izl jds tf jte josteOydo0ddw Wiz0SEk0. Isht
AstSets sfisOols] Wz0Ssh COkdBieOsted %0 10 d3dhlzs tied Soddokhks?  IsjdtiteOklzts ]
HEW t0hsotsts jlzdW. SOMHY2 WkOSHE: oshiis0kookdo0tsls tisjd HsBOod jhdw 1,0 &t
te0Misoste0 SOLdBLOLEEd diYishijHiisoths Yjtjn ditisw-Lse0ndid. IJidiHo2ls]
wiz0Cts f) oshiisOdsod jddk a3 COzdBleOBissd BiNSEE+SE 0L, LBJHISMNA, YsiS © &Y
2 Jls fizLrte2Cse. Med tfswodz jhdd iz is21Cse B jtedlsj dr Ydtflsts2.

Ashizj oshisOnsotjedy COkdsteOltte fisHiteXdls SBI jd3, HEMISOEYGEY 2 HEW
oo jHjhdw  Hokm  HfishkzjHBe0kji g COkdBEBOsE, tfted ZfsOtztso$0m,
difsiLzjgr= s kdsdyokds (Stkduihses tsobtisse HEW  COMHE2  StySd
COkdBtesotyhs? Cledos? = 3).

AsHesktolsj Misoksde S01 (MsOisdfo SO1 ontHdls o fshis0e EOEILOLGEO
Oolsts3OsdLdtsa0hkbses  Shdhdyihts? ~dddd NS-Prime / NS-Prime AA01) d
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EZhisodzsadisj o tsLdydts D Sse jisiz. A sz Cee jisiz & jsBrsHBE HEBOa S+ 1,0 Bz
te0msotstedls j&w COkdBisOlssts0.

ahdids) CterhClz d Ehkodsodlsj WikoSsdk f) CokdBlokstrd o fsLdyds S o
hiosdo  S01. vfsodsedisy HikOkdo o bhOEdLOLEE  OolssiOdLAbEo0dk: 2
CddedynSs? ~ddsdd NS-Prime/ NS-Prime AAOQ1L.

1. wtesC HJj2Misodw COzdBesoYEE? Cedos? T 30 HEj2. v0SMJ COkdBlsalE
(. jsBRBHABE o tfistzdiwist HEW COMHIER Gsotses wsisO tejOc jdisO.

AsHEsBEY J tfetsyjHizie™ st jkdy COkdBetotytis? Sdor? GORSHYSHW o
tezCotsHiisej tisizLtal it  G&OkdLOLEEO  OoltiokdLdtto0dkdtets  Shdhkdyinss?
~qidd NS-Prime / NS-Prime AAOL.

8.2. Ilpouenypa KOHTpPOJIS

TJSBdBjdHE jishw, ystBY  COMHOW  E0BEOLEtedY  HishistWdkbks — ditfisd Lso0i0
RO jed0kr  Codgsteszy  COyinised, kOCdj $OS sbdbtsi! ARyU  NS-Prime
Ehis0k0otzdo0k0 fhotsd ntBhsojkkrj ChEtesiz Gy kssokd. _fhisctkzitokjor |
Chodilstotslz  HEEMGY s jfisdiesosH v tied SOMHBE ydSezj teOBBT. @Oy idkdw
YJise judnSeets cjdsetzssdho, tistizy bty j Hew dolsjtedotse Sidistestzy C0y o0, g
HEEGT  BhsesCelsts o ntHds? LO Shdbksz G| Zetokd, EnsOksotitkr] o
COMHBR  k0BeOlstedd. hied LGOYIRAW SEdGistsdy  GgJsHEESEOkGS oY asHWs LO
Ottt jdd ™ j HJOYOLSE Y, fizjHizls tistse jtedls4, te0BiSISO jis ¢d tedBite GOHEJMOM
sBieOLSH dizd fissehisd tisalsstiizEs CotzdBlssoSL.

AN jeHO ortfoudRs] Codltesizt COyjhised tfshkzj COMHBR SOkdBEesoSd HEW
sBJNYdued™ sywshisd L jeiid?.

8.3. Pe3yabTarThl KAJINOPOBKM M KOHTPOJISI KA4eCcTBa

TJLzk2s0s T CokdBtsoCd GtMds Hieso jedist &0 1Ste0dj dfikziHse0dkdY, 1¢te0d
COkdBtesotyhs? Cedos? dizd 0 1Cte0d) tejLkzdsOkte COkdBEesoSd PrOzdLOEEO
OolstsckOlscfLdtetso0hdsets ShzdidujnSs? ndidd NS-Prime / NS-Prime AAOL. YistBY
tfosojedls? o jLizazs0™  COZdBlsoCd, MizjHEZR] dahsbizSydvd, duatyeard o
1zCsotHhsej tekzaLso0k jzv  GRokdLOLEEd OoltiokdLdtto0tkdses  Shedhkdyjnts?
~di3dd NS-Prime / NS-Prime AAO01.
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TdLzazs0r  Csbstesiy  COyihisad g fissodtedis? &0 ASte0dk]  fisOlsizino
dihejHse0dkdw, 1CE0d] tejLzizsokte Srdgistaiy COoyihksed d ASt0dk] tojLizi-IsOktso
ChstesE1G = dLizdtej@d? ProLdLOksE0 Oolsti0kdLdeto0tdkses  Chdhdyihts?
~dsdd NS-Prime / NS-Prime AAOQL. vktBY tfistsojtedist tejLizizs0kY  Cisdzistetsdzw,
Mz jriz2sj danstizéydvd, duisyjuetrd duzsyjberd o teStosHhse Yt Liso0l jiw
GHOZALOBEE0 OalsshOsdLdtso0khkses Shdudyuints? ~dddd NS-Prime / NS-Prime
AAO1L.

Q. OrpanuyeHusi Mpu Npoueaype UCCIeT0BAHUA

9.1. RLBJGJEIY odjhdjct odHO, KOS COS YbdlzZskikdy d OctejcOydw
E=Bes du Codstfsk ks COzdBteOkE0 NS-Prime  wodweslsihw  HfedLz0Ss®l  dn
oBLBEYEE? tfisteyd. dv Sobnkze2soydd hewsdis i f) 0 dds o st o3 HAd jtetsds.

9.2. W JBBRBHAMGE fsetes MsBEEHOL d3jssHAynSd) EZSOL0kdw, KOS COS
=B dLBjBitd] Bl gedoinisd ¢ dLd ik jdkdss e jLizdIs0is0.

9.3. RNbELEo0E]] SOzdBEOLSEO NS-Prime, tOhasHGEY = 030 jed0dse d
LOYOME = YOMisj2, Bkidukr= &k tesHzCydd, tfshistadjikt? OolsiedLta0dt ds
HAMistedB 515 jtotsds d3tsx s tiedo ifisd € tistizyjkdts ¢ jlkssyd ' b jLizz2s0ksse.

9.4. MmO+ COkdBieOlsste NS-Prime  &JSBrSHABE o Mslsejishisodd
FCOLOGE Y d3d 20 AsdS4lsSi Efdsodwalsd ntsOdjddv. W jHisyizhisdds dhtfise-Lise0dd
COtzdBte0lstste0 NS-Prime tfsfiizd diisjydddw mtssCso AteOdzjdzcw.

10. Mepbl AJIA CHMKCHMS PUCKOB IOJYYCHHA JTOKHOIMOJI0KHUTECIbHBIX
WJIH JJOKHOOTPULHATEC/IBbHBIX PE3YJbTATOB IIPHA IPOBCACHUU I/ICCJIGIIOBaHI/Iﬁ

10.1. sOwdBtOlssts NS-Prime tfte jHGZOLGOYJEG IsSEASs HEY dhytfisi-Lso0hdY o in
vitro HJOGESHsdC J Msadz st f) GhkOkdLOkEESM 0olssdi0lsdLdteso0hd o3 ShdidyjhSs2
~0idd NS-Prime / NS-Prime AAOL.

10.2. A jtejH tOBBhE2 f) COzdBEOLBEd; NS-Prime ¢ jsBRsHA®RES SLEOSSRSA W
f dshsteizSyd 2 s Yoo oz jdecs.

10.3. sO0kdBtOste NS-Prime  fizjHizils  ditfsiaLso0kt  SekACt st isdsdlz
(OBStOStewsBE tf jtehshodtz.

10.4. sOkdBtOsts NS-Prime  HtsiJt  dhfsz-Lse0s v o fssisejishisedd
ZOHEZ X0 J2 Z0BSEOSEERE2 Hie0Csdts?.
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10.5. IstWHES Hj2Msod? ted dhttiLse0kdd COkdBiOLSE0 NS-Prime
HEE j& fddshists hsBEHOKATW, SOC COC @B dLdsjkjldj tfesyjHizicr oSl
tfsotzcWis+ %0 dLBjdjdacd tejLizazIsOlstso.

10.6. RftfsiLso0Gdj COtzdBisOsiE0 NS-Prime, SHEGEOLE A
foditfshsBjked? dikzd LOfoMG = ofj2, Bbkdukr = Bk YshsOedw jdr A
Ptsthegsyjti ¢  HOhstdBAskstesd, d@oyds  tedodhsd ¢ djtietodidrd
te jLIzz1s0I50c3.

10.7. Jcte0ddyjddv:

- GjzLv ditfisiz-Lse0s Sodedioydd Sodstfshkjdste COkdBLOLEEO NS-
Prime f) tsOLzdyd " d3d s jte0dd totslsd?;

— GJi v diptfisiz2Lse0lst CozdBieOkists NS-Prime HEW yjdzj?, slsedukr Bis
tftstso jHjddw HOGEGSES s jiiso, tistfisizdwis d hdihdeois tjoe jdisr.

11. Mepsbl 6e301aCHOCTH TP NPOBEACHUHU U CCIeI0BAHUI

11.1. 2 gdtfjlsdieiz?ls j telstscs.
11.2. s0dBtOste NS-Prime fisHjtedls d3jizdd 0,1% OLdHO dOlstedw. ted

fstfoHOzdd o k00, &0 Stz did tfed fiky02dksd tiesciolsa0hdd Yeddds,
AChste sz J d3dte™, 1SOSdJ SOS Htesdzro0dkd Bz dl Skdyihisosds osHT. ed
tzjsBrsHAMSHIsd tBE0Isds i) € oteOylz.

11.3. Mesdzro0shd?  tofsotste ¢ Woadwjlshw  hd ds? P jdsyts. ed
sB.eOP jadd M dddl ©OHjo0s) tjLdiser itydsSd d Lohdlkkrj sySd. ed
fstfoHORdd o czOL0 did %O Stz fedhdisj AChstejkhrj &jter, kOSdj SOC
oz o0kdj BN dl Cudyinksesd osHY. Ied G jsBRSHA®GENS BBEOLS 4 ¢
oteOYlz. e Mizlzye2wsds Yiescrolso0dkdd kB jHEjhnks tBsisdisih! LO BJHdydehSE2
tfisdgsFaes,

11.4. 2 jSobier j tj0cjilsT MHiteX0s Bryd? hreosesksykr? 0z'Bziddw,
Colstste™2 & fsHjeodls dLojhisr = osLBEZHAjEZJ? duW jSydthk = LOBSE jo0Gd?.
Ul G BJedd, BB fudsOdsh® Yk jdydor-as duewiSydsnerd, d f ddd hedHizls
5Bt Ol BhisstesH &S, YstBYT dLBMOL+ LOBOX jkdwW.

115. Afhj yidsojuinCdj ©BOLYr HE@EY fydkoksfw sk jdydozds
WSy dshd ©dd:
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— f sBOLYORd MijHizils GBLOMOLMW COC )  tislsjdydod1dr&d
dhlssydd<ogd stfoher - dewjSyd? (edtstzh ¢jfolsdiso B d C, ARY dHtslzed));

— ofjj ©BOLYT d Yl jiydoz-ds LOEO>MYhBYj dgOkjtedOkr iz jHEz jls
HJLdEWdydistseOlst d EZisduzdLdtesodls+ o fstsisejishisodd ) HeOodzOdsd teOBISY
osLBZHAls JZVBd dwjSydistd - LOBBE joOkd2;

— tfted teOBsIs] f) BBEOLYOB Yoydjdiste did ¢0Bsie0Rd e j06 jdisse fikjHiz s
dLJe0is+ dm tistfOHOGAW G0 MizdLdhis* J sBBEEYS|

— ftejLr, MOHde™ d Hwkzed] Yoo jMHibEr] EyomsSd Styd
ZOBBOlEEdses Hfitehsk0k0 tfied 0BG i tBEOLYORd Joydidkiste dizd SokdBEokstssd
NS-Prime HBEMGT BYls? GOHEZJMOP B sBtsOLsd LOPdhjhr fistlke jishisezE=Pddkd
oBHBEYeshdy0JB Bd Yk jonLyer B fitejHilse0dd)

- 9 (JMkOR, 6HJ GORBHWSHW SBisOLYT Yoydjdiste did SOkdsiOkste NS-
Prime, L0t jits Clztedfls+, tfeddzddz0ls? gdhiz, fistz2Lso0lsw Cishd jlsdCs2.

11.6. Ik Ly, MMOHdRT d Hiekzed) tfsotsjyHjbk j yOnkSd Soxd HEEGT
BYlsA GZOHE Y0P dds BBiEOLESH LOP P jar hisslse jishisalzes Frddzd
oSHSJftesiAyOIB Bd Yt oLy dd fitsHilso0dd.

11.7. It ate W 0BT f) sBEOLYORd goyddktse did ZisdzdLoydd lseyieH -,
dizd MJHSdR BlsasHE SBWLOI jizAds dijfiskzALiEz2ls | z0BE0kEted | f jteyolstd.

12. Tlopsiaok ®  yCJaoBHS  YTHJIM3ANUH  WIM  YHHUYTOKEHUS
MCAUIIMHCKOI0O u3ae/Jaus

12.1. vbdidLoydw COndBteObEied NS-Prime  HSEZME0  tesdLosHds v o
hsslse Jishisodd f 0k I-dy 2.1.7.2790.

12.2. 1 tesyjhing tesdLosHiised COkdBteistd NS-Prime @ tieds jdvesishw
94 jfise0, teOLEzhOBsh(dj tLskRe 2 ks OkdshW ™, 0 kK0S COkdBEOSE NS-
Prime &J fisHJtexdls P jfise, t0Lezn0sh R SLshEo 2 ks Olsdshw e

12.3. uvte4], dhfszLzjgs] HEW tiesdLesHse0 COzdBLOLEE0 NS-Prime, d
COkdteOisste  NS-Prime  @&zj  wodwssksiiv  diyssykdCogsd syohkz = duzizyjed? d
OV H iz jkd? otsJHE T~ 9P jfise, LOctwLEWER (R sClzy 0B Pzt fiis jHEz.

12.4. A fesydhing dhfszLse0kdw  Zisdedioydd Sozdsolticd NS-Prime
dhlsJSHhdds MtetsSse csHESHS SEShoueT = BlsaBHESS G SBEOLEZjISHW.
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12.5. 2 JSbsterj tejOcjdlsr MHjteX0s Bikjd 0,1% OLdHO d¢Oktedw. d¢LdH
GOLtedW sy Jls ofbiztfolsr o tjoSyde f) BjHE d tisdosHdls & Wistedzdtetso0dds
oLeroylls™~ OLdHtSe  BJlsOkdise o otHBHiesosH]. Y JBBRSHJ®BE iz jHiSo0ls-
HJ2Msezshdd tiedodu0d EsdzdLoydd syohk - skasHsse. Yed ZsdidLoydd o
0oL, figgr 02l SsasHT Bt N dds Sty jfjsosd osHT .

12.6. 2 JSolsier j toj0c ks MsHiteX0s Bryd? frebesksykr? 0k BzEddE,
Colsste2 ¢z MsHjteMdls dLojhskr = osLBEzHdL )2 duwWjSydttkr = LOBBEjo0kd2.
UdB Gd Bdbdd, BB fudsOdsh® dslsjeydor-as duwiSCydsesgrd d i) adl hjHizls
5Bt Ol BhissesY &, YstBT dLBMOLA LOBOX jdkdw.

12.7. Ay  yjisejyjhSdj  sBOLyr  fudsoskhv sk jdydodadts
qeWjSydsherdd. rJiddWdydtelz2sj d Esdhdidiz?sj eofyj sBwOLyr d efj
ol jydotiks  LOOMYhBGYj O jtedozr kOS, COS BkHSS skd fsHjE 0k
osLBEZHds j&j2 W jSydistt T A LOBISE jo0dd=.

12.8. JisasHY, sBOLzE=Pd v o tesyjiig dhtfsz Lse0hkdy d EsdizdLoydd
COtgBtOssE0 NS-Prime, skisiwsiv € StOffilz  cSYdHiddsEscquinSd sHonGT j
slsAsH e (SO a Hiscronds ©0nIdy 2.1.7.2790).

12.9. fB.ON jtdj (MBtts, otejk bkt nOkjkdj, BSBJLLOEO>MJe0Rd) d/dzd
sBJLote M do0tdj d IsteOdhtfstelsdieso0tkd]) BlsatsHEe, SBROLZERNdRY o fistsyinhd
st Lse0ndy o Esdudioydd SOudeOlsstd NS-Prime ) dijsiShdd fesSsd
CHERMsd, HE &Y tesosHsA W o Nstise jshisodd 1) tedodr0id, Hi2MsokzE=Pdid o
Miste0dz. thedddzdad™ 10 B jdls ZisdkzdLoydd.

12.10.rd@w ®BJLLOLOMdo0kdw d/did BBjLoi>do0kdY GlatHED HEEMGT
dhtfsiz-Lso0+ v Lok jedhstedieto0hErj o tA HJLduWdydslzeshdi s jHised d
tsBBtslzHBa0d:d | o fissise jishisodd ) dustelzSydwasd it o Yteddddddts.

12.11. fBAsHY, Skushivhdiiy S SHofilz  cSYdHjkdstseduinsd  sHonET j
SaH e HEEGT ZsdidLdesas v yjbiL secdkdLoydd, diishdl cdyidids @0
Alstsls ogH HJWis jiz-datshisd.

13.  MeToabl U yCI0BHS CTEPUIN3ALMI

s0kdBte0isste NS-Prime wadw jisfiw dz jfls jtecfzde ™ dg g iHyddhSdds duHkdjds.

iesLoHYSTY o Of jYlsquifiSor Zhzsedva.
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14. TpaHcnopTHpoOBaHHe, XpaHEHHE M CPOK XPaHEHHsI IMOCJe MepBOro
OTKPbITHS

14.1. TpancnopTupoBaHue

LHYOCEEOEET 2  COkdBieOLEte NS-Prime  IsteOdhtfistelsdislztsls oy jdsd  odHOB
Cevlsr= lSteOdhtfstelstz - fsdHiise, Stesdsd GJsiOtkde0jd = SihiSte homsEisse d
dstehCises  steOwmtfstelsd, o Mstkojishisodd ) teOodiOdd tjtejosLES  clelzLise,
HJ2Msalz= P disd &0 HOGGSHs 9dHJ IS0 tistelsO.

Litsedw IsteOdtfstelscfteso0ddw T tied] s jostf jte0lslzts j (2-8) Awt.

ute0Ghytekdtodtd) HEEGE  shkzhhsodvisiw o I jed3sCEdls 2 jt0n
BHEGEOLSOEE skaLsa0hdw,  fisHjte0Pdn  REOHBAZjBJGsT,  dud o
IsJte3sCistls J 202160 AN O] SANS tftocfds joz jdacfw y Oalss0dy NS
tfsHH s> do0 jd3s2 Isjdstf jteOlsiztes? dfizd o Oolstste jWiedf> jte0lstste0r ) dijftstz-Lso0dd jo3
s jted3sflHI SO Bs S0,

W0Btste HEW COkdBtetsoCd FIT Hemoglobin NS-Prime IsteOdzhtfistelscftstso0ddts f
%Otz jead jo s 3 JteOlslztedatsets e A0, eddsdtzjded™ b dsHu > ds.

14.2. XpaHneHue

UJBYJteoblzted  ROdjidy COkdBOkEiEd NS-Prime  EZCOLOGO &0  AsdCjlsCj
CitesBCd. MisOddls Gz jsisCieIsr2 COkdBOksts NS-Prime tfted ZSOLOGES2 1O UsdS jisC
CistesBSd Is st jtelsizte j (2-8) Awt His dffyls jujdo™ ftetsSO RtsOdz jded z0BIStS0.

MigOt jlzd ] W OBBE0 tejOcjhisse HEW COkdBtesaSd FIT Hemoglobin NS-Prime
HEDBS  shizP hisodwisH v o ABESHAEAG - SO0Bj0n did o nsESHAEAGIS0R,
sy jydeoshidn tjck0k jdisdteto0dd 2 sidtfjtokizte ™2 teidd f) J>jJHEJokE2
tejedhisteOydy? s jdstf jteOlstzte ™.

0Bt t5jOcjisse HEW COkdBEsoSd FIT Hemoglobin, rt0kdohd2mw
(20telz jod jds to J6tzOjdlsdteso0hdksets tejXdu0, Hdujhihds b gsHaixds.

14.3. XpaHeHHe ¥ CPOK XpaHEHUS MOCJIe MEPBOr0 OTKPbLITHS

SOtdBieOLsts tishiiz) SSersdw d otshsOnsetziddw ) tishshaE Lokttt jdv
COkdBteOted, skl  &JLOgjHEdjE G,  tohkottedsjzt  SOZdBiEOLE0
nisOBdzjt fed s jdstfjt0biztsj (278) AC Hs isisCO, ZSOLOGMGEES 10 ZYOSEaS,.
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15. Tapaunrtuiinble 00s13aTeJILCTBA

15.1. MesdLosHdji cOL0wsdtslz il fstise jishisodj SOkdBEOkEStd NS-Prime
ziisOdztsodz jdidz v 3 Iste jBSo0GRdWd3 fisOdkHOtsse o HESE®R jGsOydd iesdLesHdls jdv tied
hsBiz=Hjkdd Ehdsodw steOdhtstisdteso0dkdw, mte0d jdadw, 1Chtizosoydd.

15.2. utels$ csHEEMs i HOT HesdLotsHiise0 (Heddwisdw tesHizCydd BisH jdisd
ChotistesEzy SOy jhisa0 te jHtftedwWisdW-dLesissads j&v)

AesHESY W :Lt)gfgdétjad)zq;:v wteisS CsHbshisd
1 0BBts 6 JOG Jdlsse HEW
COkdBtesoCd Csdy jdisteOydd
GidceteBdR0 o EHOSsoC) HAW
0k0zdLOkEse NS-Prime d  NS- o
(2-8) °C 18 gzdhyde

Prime AAO01 T FIT Hemoglobin
NS-Prime  Calibrator  (ARU
AJBBetsBdd NS-Prime
COkdBteOIsEts)

15.3. MesdLosHdlsjzr  &j &jhds  slejshisejadshisd L0 SOSE2-kJBS
tfiodudi it 2 2P jteB dizd fsots j>Hjdkdw, o Le0hkdk Y J fisolssted 63 diytfst-Lso0dkd.jds
COzdBEOLESEEO NS-Prime.

15.4. dsdLosHdlsjzr  &j &ghds  slejkhisejadshisd L0 SOSE2-kJBS
fodudjttr? P  did tsetejyHikdy, oviLe0hwkYj  dhtfiLse0dkd.jd
COkdBieOlsste0 NS-Prime  tfshizj dilsjujedy MmiesCO  GsHEShS], ZSOLOGGEES k0
a1 [0[N S

16. KourakTHas nndpopmanus

I otstfeshOd SOy a0 d3jHdydumSees dLHjzd ¢y OBBt tojOG jdlstce  HEW
COkdBtsoSd CislyjdistOydd cjhsetssdnO o zHoSsasy HEW 0k0rdLOkEESe NS-Prime
d NS-Prime AAOL T FIT Hemoglobin NS-Prime Calibrator (ARG JjBBetzsBdl NS-
Prime GCOkdBteOlte)e, tftesdLotHiiso® Alfresa Pharma Corporation, Cttsédw,
B0 O W s OHte jiiz:

Jehihkes ) Be0Gdyjkes? ko jkhsojtkehsis LI coitJy-
Rwrtwszade (JJJL coitde-rusrtus=zade),
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shihdw, 196066, ¢. 40dSls-I jisiteBlziec, JBhCsontd? tis., H.212

Uji.: +7 (812) 303-82-44

-mail: agros@agros-int.com

AssdLosHiises disddls hdtisdwdydtesoOhuizes fiofisddsiz BudHM B3Jdes0 SOy hise0,
9 Issdg ydhizj o yohisd tesdLotHiise0 djHdydinsses duHjkdy ¢y OBte te 06 jhisso HEW
CokdBtesoCd Clky jdiste0ydd cJdselsBdn0 o koSt HEW 0OkdLOKEESe NS-Prime
d NS-Prime AAO01 T FIT Hemoglobin NS-Prime Calibrator (ARG | j&BetzisBdl: NS-
Prime SOkdBteOsBe)e.

A sHIs jieXHO jistw iz jHizEs P ddsd HsClza jdalsOdzd:

a JtelsdW S0l fstsise jishisodw — MD 503784 (hsslse jishiselzjls 1S 13485:2016),
MtetsS Hj2Msadw HEs 23.03.2021;

I JSe0teOydw s fisslse dishisodd MHeddsjddy 111 VDD 98/79/EC 5B dLHjzdWn
HEW HAOEESHIsdSd o Z0BBLOSStsy T A Ehtsodwa (in vitrs).

17. Cuhmcok aurepatypbl

1. Fumio Yamagata et al., A Comparison of Six Models of Commercially
Available Automated Immunologic Fecal Occult Blood Analyzers, Journal of
Clinical Laboratory Instruments and Reagents, 29(2), p 1217130 2006. [Japanese]

2. Yasuhiro Oono et al., A retrospective study of immunochemical fecal
occult blood testing for colorectal cancer detection, Clinica Chimica Acta, 411 p
8021805, 2010.

3. Jeong Hyun Kim et al., Evaluation of Hemo Techt NS-plus C15
Automatic Analyzer for Fecal Occult Blood Test, Journal of Laboratory Medicine
and Quality Assurance, 32, p 23771241, 2010. [Korean]

4, Edward Randell et al., Evaluation of Hemo Techt NS-Plus system for
use in a province-wide colorectal cancer screening program, Clinical Biochemistry,
46(4-5), p 3651368, 2013.
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Hpuaoxenue A

¢ 1. seonhdwdSoydedke ' J hadHJudW i tedCoLz JdhLHts0a0 thhdd sis
06.06.2012 6. — 4, tfiedCOLO _JdizLH090 tishidd s 25.09.2014 — 557

¢ 1.1. AdH B3gHdydenSsets duHjzdw o fssise dishisodd ) dasds jaSzokztshs2
ConnowdSoydd2 BJrdydinsda diHjad?:

237880 T Avwaizj&d 6 Jasetsediz0 RA |, SOzdBieOIsSts.

¢ 1.2. stomh tfisls jeydokdses edhSo teddjejddy & jHdydehSses diHjedv o
hissise Jishisodd i disd jeCk0kzedks? SronhdWdSoyd? djHdydentd duHjed? 120 (4.
9.6.2 ttedSOLO _FdtzLHte000 Tishindd tls 06.06.2012 6. — 4d).

¢ 2. sttH JsAr2 71 21.20.23.110 ¢dOc e HAOeEBhisdyinsde.
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Ipuioxenue b

_J0G jis d50tSqtesos

MapKl/IPOBKa HOTpeﬁl/ITeJIbCKOﬁ YINAaKOBKH Ha PYCCKOM AA3BIKE

alffesa NSTHms

Dizcrete Clnicol Chermistry Aralyzer

I Isjf)sO GO fSterlstzes Ctetso- o SO (FIT)
Ha6op peareHTOB AnA KanMBPOBKU KOHLUEHTpaL MmN remornobuHa
B yNaKoBKe gna aHanusatopos NS-Prime u NS-Prime AAO1 - FIT
Hemoglobin NS-Prime Calibrator (®PUT Fremorno6uH NS-Prime
Kanunbpartop)

SO0EE G2 Bisdts - 910870

s0tzgBteOissts (EdsWdtdLdse0ttr?) Y 45 1,0 B
TOonsatstedfs jz! SOLdBEOLELO . .. ... ... 1712 &tz
ABHJE 9 iy jddi 18 difwyje f) HOsT HftesdLosHise0
UBEASE HEW HJOGGBMisdSd in vitro

v fiesWinhdsaot- teet Yedaididdw

ddsdls jz0 € ARY 1, 2 d adtelzhiz ¢ jtfOlsdfsO & f HBsAg
sifizshsolesk. Cladlstesydlst jtse S0 dtoSkdadissa0dT .

OGS e 2-84 A (s%
il COEWiJLO NGO St j2N e

18 10d=1dHOd, &YB-IsY, ZjLH sOylizso, JLowd0 709-4321,
Ctfstd™

JILcotLo-rusrturs=zade

196066, JhHSsonSd? tis., 212, w0hCls- i jtsBiztes, T

Wt ts t jedistsOydshtsets ZHhisse jtsjid™: — Ty 2019/9052
sls 17.10.2019

RS s fisdd it jdid: ifobt-fit.ru
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TouIvind jzdd cteOWdydhSdn fiddetise

=
[ )

qLesssads i

LOT

CsH fotelsdd

dhtfsiz-Lso0k HE é .

s I

IsJostf jteOlsiztetz 2 HJOYOLESE (fSls +2 His +8°)

9
J

B jHdydtnSs,j diH jzdj HEW HoOeEshisdSd in vitro
(1] tBtsOsdlsdf+ ¢ duhistezCydd Yis Heddsdizdded

] U | tfsddsdsy b2 e jHhis0adls ji4 o

ot 2SR fisseh jijsej

rj 66, jts s COk0EseL

C € | 5ouSdienaco b

>

[TSEEE 65! [Be0sds i € dqunstzSydd gt
teddsdzddzdts

Aqssedyncd? tdhs
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Ipniaoxenne B
wtshis0o B jHAydHNCEes dLHjzd™ 60 Okekd2mSed WLy j
FIT Hemoglobin NS-Prime Calibrator
Calibrator (Lyophilized) T4 T 1.0 ml

Calibrator Solution 71 T 12 ml
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W1 Lt trd1nwJd rJe soIrRITIISR sQAANWTPARR
stowenrttrLe 1 vIosList rfc e IR LS NS-PRIME d NS-
PRIME AAOL T FIT TRANSFERRIN NS-PRIME CALIBRATOR (ARG

STPWEALTIRUNS-PRIME s¢ fRATOUID)

REAEZEYY U Heddjkied
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1. HaunMeHoBaHHe MeIMIIMHCKOT0 H31€JIUA

WOdkjise0dkd] dajHdydenSees dLHjzd™ T ey 086t & j06 jdikste HEW COzdBissaSd
Ciody jdelsteOydd IsteOdiW jteted®0 o Z0StaCj HEW 0G0zdLOLEEse NS-Prime d NS-Prime
AAO0Ll T FIT Transferrin NS-Prime Calibrator (ARG UteOGhW jisteddz NS-Prime
s0kzdBiObtst)e (HOEZJJ T CozdBlOLEte NS-Prime; FIT Transferrin NS-Prime Calibrator
(ARU UtsOGMW Jtstedtz NS-Prime C0tzdBts0lststs)).

2. CBeIleHI/ISI 0 IMMPOM3BOANTEIC MEANITMHCKOTO U31€/INA

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

w02ks: http://www.alfresa-pharma.co.jp/english/

(cPiWis jLO NOted0 ststetfists jRNEe, 2-2-9 stClzdz0isd, uvsts-Clz, JM0SO 540-
8575, Cctitszdw

udk.: +81-6-6941-0300

NOCH): +81-6-6947-1548

=020s: http://www.alfresa-pharma.co.jp/english/).

3. CaeeHus 0 pa3padoT4nKe U MecTe MPOU3BOACTBA METUIIMHCKOTO
u3geansd

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(sthBoRdw chizWis JLO AOtedz0 sttetfists j2N ke, 18 v0dridHOd, aYs-kY, ZjLH
SOYkZis0, JSOwG0 709-4321, Cifshd™

U k.. +81-868-38-5341

NOCh: +81-868-38-5800).
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4, CaeneHust 00 yIIOJJHOMOYEHHBIX MPeACTABUTENSIX POU3BOAUTEIA

4.1. ¥YnojaHoMo4YeHHbIH npeacTaBuTe]b B EBponeiickom coodiecTBe

Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570
Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(CC B jisets DtsHfe, W dHitstOGHT, 40060, 2514 AP, Isdih i jct0ms,20.
U ji.: + 31 70 345 8570
AOCH: +31 70 346 7299

r -mail: Europe@emergogroup.com)

4.2. YNoJHOMO4YEeHHBIi NMpeacTaBuTEeb HA TeppuTopun PO
JILepatLe-rusrturs=zade

shihdw, 196066, ¢. 40dSls-I jis jteBlziec, JBhCeontd? tis., H.212
UJe.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com

5. Ha3naueHnmue MEAUIIUHCKOI'O u3aejang, YCTAHOBJ/ICHHO€
IMPOU3BOAUTECIEM

5.1. Ha3HaueHue MeIUIMHCKOIO M3eJIHUSA

0Bt 5 J06Jdwisso HEZW COrdBlesaSd Sty uisteOydd steOkhW tkstedi0 o Zf0Ssas
HEW 00kdLOtese NS-Prime d NS-Prime AAO1 T FIT Transferrin NS-Prime
Calibrator (ARU  utOENW jteteddz NS-Prime  s0kdBteOltste)  tfie jHEOLGOY &z  HEW
CokdBtesoCd Sstzdyjhisejudkses sjnisd FIT Transferrin NS-Prime d FIT Transferrin
AA0Ll %0 0k0kdLOLsE0R NS-Prime d NS-Prime AA0L. uteso it IstOdhW jisted®0 o
sBteOLYJ BtflejH b iishw f) tisdsh 1t CotdBetotyLs? Cedots?.

5.2. Tloka3aHusl K NPUMEHEHUIO

FJndydanSsy duHiedj " 0Bt tjocjdiste HEW SOzdBlsoCd SidryjdisteOydd
SteOdNW jtsted0 o 0ot | HEW 0k0kdLOLBisse NS-Prime d NS-Prime AAOL T FIT
Transferrin NS-Prime Calibrator (ARU uteOghW jisteddz NS-Prime s0tzdBteOlststs)”
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dhtfs@aLizjishy  HEw  shstesjidy  COzdBlesotyEs?  Stedos?.  AzESydtiow G,
ZOLEOYJdd g T omtfsdsseOls jzAdis j s JHMisos & HOOGHSHISIS .

S0tzdBteOlste NS-Prime diytfsizLizjlshv hseds skt i ckOBBEE® t6j0cjdiste in
vitro HEW Oalsl0dunSEes Sekdydhsejudkises sttejHjziddw steOdhw jttedd0 o SOk o
ool HEW OOkdLOkSse NS-Prime  FIT  Transferrin NS-Prime  (ARU
UteOEhW jtedd NS-Prime)e / ¢hk0BBissd 6 jOcjdistso in vitro HEZW Oelstsdi0lsdy hSisets
Couduinisejabtes StfejHizidd™  StOdhwittedt0 o COkj o kYOSseSy HEW
0k0tdLOkBtese NS-Prime AAO0L1 T FIT Transferrin AA01 (ARG UteOGMW jietedd
AA0l)e d coOkdLoksesd HANSejskrds OolshokdLdisa0ttrd  Sedikduinss
~d®dd NS-Prime Hiw Stedyjhkejbdses in vitro st jHjtzjkdy d &skdsstdizeo
CohyjisteOyd?  O0nokdiste o  BdsdsedyjfSdm  MdHSBhswWR Yy jdse S0,
fodiOHE Gehsvide /  codOzdLOlstssds  HANSEjlsirds  Oolstsdz0lsdLftetso0d s
Chdhdy hCs2 Adidd NS-Prime AA01 HEW Ssdzdy jfise jddatsets in vitro stits jH jdzjddw o
Bkdsstedized Cohkyjhistoyd? 0uokdstse o COkj yjisejS0e (HOkjj ts lsjShikz -
d&0dLObEte  OolstsBOlsdLAteso0hkz 2 Chdhdynss? ~dddd NS-Prime / NS-Prime
AAQL) HZv tfisistets jaedW COtzoBEeSaBYBS? Stecfots? dted in vitro HAOGHESHisS 4

— cJBstete0cdydnSdn MJtizHisyds-Sdh jyd - LOBBE jo0kd2;

—  WStedhdhe0 St jSls0t tisets 60SO.

GH0tzdL COk0 1O Mzt Ctetso dijtfsd Lz jistiw o COyhlke] tjteodydsets ks jiiso
HEY  HAOewshisdSd  Ceoskjujidy o  MJdkHByns-CAP jubisds 0k,
~00Ck jedLizEs P jestv  fswodjidjds MSterks? Cesod o COkj. OG&Y2 kjhls &j
o jHEOLGOY e  HEY  UshisOkseCd  COCKes-kdBts  HAOEHSLO, & o  fukzyoj
ek s ji hses o jLzas0s0  fizkydls  YsCoL0hdjds  HEW  &OtfOadjhdy &0
Histsdddls jz & J tBhkjHse0kdY ts GOLEOYJGdts otedy0-Isjte0tf jolsd, otedy0-~disizieco,
ote0YO-Ciotstfies Stz dizd Hiskzesets Wt dses htf jydokdhiso-d jHdSOo.

¢uoLdL SO0E0 &0 MSterislzts Ceso! dtfsi-LEZjlshv HEW orworkz jkdW LOLZAyG -
odHtse  foksisedd GdM@dr BbHjdte MjtkzHBYkE-Sdh judtes kS0  (rsu),
~Ot0Ck jtedLizss PR Ctesatsls ju jedvdd. sbiste jC0t G2 ©0S Wodw jisiw  NfteisCis
teOntfeshiste0d jhhkis? Yokstsedi?, d o YehiziHkd] Hifwisdzisdw o ddted Blsdsjyodistw
ortoOM jhk 2 teishs LOBBEjoO jdshisd Sttt JCOt b 6 0. HHsots jo3 jdud  dsdf
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B jlssHOBd Z0BBieOLBishE2 HAOSEENSS Yobtised? M jdkzHEyks-Sdh jydses Ist0Sso
woweslsiw (g JIstsH Y tstite jHjdzjddW IsteOdiW Jtsted0 d cJdisedsBd®0 o COkj. ¢d0kdL
COE0 cjfsseisBdl +  ISOEMWJbtedl Weodw kv oSy jydwWdyd d Hw
HAOeEshsdSd Ctetsoslsjujidy du dXhdn d odtenddn SkHjEte rsu. utotsjikhkr j
BlssHY ¢z0BStOLStRE2 HJOckEhisdSd tisLotiwesls od jHtsdls+ Hieiscte0dglz fiStddddco
fstfzivydd &0 Codsts JEs0d-d 2 0¢.

5.3. IIporuBomnoxka3aHusi, BO3MOKHbI€ MO0O0UYHbIE BO3/1eiiCTBUS

Ited teOBBIS] M) COzdBeOLBEd NS-Prime tfoskdostfsCoL0kd? d tsesykrn
osLHJ2Misad2 & j oY Walz jdis.

5.4. O6nactp nmpumenennsi — SdzduinCov ¢0BKOLEEROW HJOGHEShHSHSO.
rev  feswihhdswoegees teddadoedy.  Meswihhdswow g2 izt ja
tfsls jydot ' m stz Lse0k jdj? &0BBE0 tsjOcjdistse HEW COzdBlssaSd Ssdy jdistOydd
SteOdNW jtsted0 o Zf0CseS | HEW 0R0kdLOLBsse NS-Prime d NS-Prime AAOL T FIT
Transferrin NS-Prime Calibrator (ARU ste0whW Jtetedz NS-Prime s0tzdBieObists): ote0y,
Czddduints? ¢oBMskOsteds? HJOGhEhSAC, fisktizHEdS ShdudSs-H0edshisdy ints2
OBBtOLstedd, fesh jHhd?2  sBlzyjkdj L& OskstdLtoddkdses — tisjHhs0odls jaw
tesdLotsHds jiw.

6. Texnuuyeckoe onucaHue, mapaMerpbl M  XapaKTePUCTUKHU
MEAUIIUHCKOI'0 U3a1e/,iud

6.1. CocraB kaauoparopa NS-Prime

FIT Transferrin NS-Prime Calibrator (ART IsteOdihW jteteddz NS-Prime
COtdBieOlsts) MisHyte>dls UjlsYtej WkOSHHRO f) COdBieOLsEsd (EdsWdtzdLdtsso0dd ds)
(MsHJtex10d%dd yiksejuihSets IsteOhnW itstedd0 400-600 dGe/Wiz0Ss®) d SHw WikzoSsd f
teOnsostedls ik ids COzdBteOBis0 (12 d3k).

6.2. Chbipbe U MaTepUaIbl KOMIIOHEHTOB Ha0opa kaiuoparopa NS-Prime

FIT Transferrin  NS-Prime Calibrator (ARU  bcOGOW jtsteddz  NS-Prime
COkdBteOiststs) (SO, dsdzjte 911320) oSdzE=y0 jls COkdBtOsts (ZdsWdhzdLdttodkdr2) o
teOmsostedls jz+  SOzdBLOkEEd; COkdBiOLsE (1 WE0SH®k) MsHjtedds 3,2 &6 S
BEZWJte0, 10 dse MOROEBLY, 1,0 dG3¢ BY Y- jois frotesktybses 0k+BEdr0, 400-600 &6
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W jise ju et 0w jieledt0 (LdsWotdLdse0tiov 1 jEse jujicon firontsskCo);
t60fjsostedls j& SOEABEOSEE0 (1 WHOSSR 12 dit) fisHiexdls 30 ddsk/& MES BEW,jts0,
1,1% nastsdiisses ¢okstedw, 0,15% B YA jes ) ostslssytses 0t BERAHRO, & it 0,1%
OLGHO GOlsted; © SHASH WH0SHstsj wofjsosteds jiv SOLBE0ELE0 fisH jexidish 12 .

6.3. TexHu4yeckue XapaKTePUCTUKHU

toBsYdj R0wOSsjedfisdSd  Ystzyjer fed  ofitfistLse0kdd puroEdLOsEEo
OalststzOlsdLdteso0dbses ChdiduihSs? Addidd NS-Prime / NS-Prime AAOL.

SObqBleOksts  Hst>ljG Bt tistushsis  wofsestdl  wOhseskdLis
CORqBLE0IE0.

6.3.1. Kourpoaupyemsie napamerpsl (CepTudukar anaausza)

A YsCOL0 jiwvds COyina0 k0Bt tejOcjdistse HEZW COzdBlesoCd Sisdy jdistsOydd
ISteOdNW jtsted%0 o 0o HEW Ok0kdLOLBtese NS-Prime d NS-Prime AAOL T FIT
Transferrin  NS-Prime Calibrator (ARU  UteOGNW jteteddz NS-Prime  s0zdBte0lststs)
histslse Jishisolzls Ists jBso0dkdWa3 d disteds0ds, ZCOLOGE Y d3 © IsOBddy4 1.

u0BEdyo 1
W Odi3Jdse0dkd] HisSOLO0k jav MOtgOSIs jtecfilsfS0 d ditstedz ™
1 2
1. LH0SEC0 A JL HJW S5

2. I&jhad? adH
sthitfskjeis ™ FIT ute0dhW jetedi NS-Prime C0kdteOlssts

(S0l [0S 5 Bt CdsWdtdLdteso0dkEs
0P jhlsets
TOonkestedis ji* S0rdBtsOlste0 tftesLsOyROw d il w M dHSshis
3. StsipyJdistsOydd*
s0tdBteOlststs sls 400 d6/dzz HEs 600 de/d3z
TOonsetstedis ji+ COkdBtOSEO** 5 dGe/dgk dizd B jd

4. 10ted0lsdodzshs G jxHE Wkz0SsR0Rd d sls 95% Hfs 105%
Clsdaistetsdz-ds o L0 jded jas HOtelsdd IsjMistse
5. "lsOBdi+dtshis+ Yishizj oshiisOisokjedw | s 90% HE 110%

*usykrJ Leoyjddw fisHjtex 0ddw ZSOL0GT o i jtelsdWdSols j 00kdLO CisdCls jlstis?2
mdtedd.

**  {Onsostedisji4  COZdBieOLEE0 @ MHjteMdls SOdnW jktted o Mshiss,
Ctedls jted? Mstslse jishisod™ T ¢5 dGe/dst dizd B jdjje.
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6.3.2. MeTpoJioruueckasi Ipocjie;KuBaeMocTh

GOy By sty jdste0ydd  yjse juiCses BeodiW jtedtd o SOkdBieOksts]
et i> k" S B HEZEOESHESGE fisdkHOESEZ IRMM ERM-DA470k (IFCC).

MATEPHAT JAFPEITIERHE IMPOLTETYPA PABOTHH
FATHEPOBOYHOT'O HHCTPYMEHT
FHAYEHIA

a) OnpesgeTesse aTrEETsD
CH TemepamezoR
EOEGepaRIE 00 MEpaM H
Bacam

b IpomeTypa DepsETHOND ITATOHEODD ArxpeaETosaEEas TA00PATORES
HIMEpeEET: ITATOEEET HIMeDeHEd Co
Cas. pybmmeesmne Mexaymapesmore cozama mo ITATEEM HECTPFMEETOM

L‘:I HEPEH‘I:EI:E:& xa.mﬁ]:-amp' FrammnTmRamms recroanr (ICEH)

ERM-DA4TILTFCC

Hitacl: 7180, dapmanesteraecsas
Eopoopames «Ansdpezas

f) BaropaEsas DpoEIEOIETEIEM TPODEIVDA

=

=

-

-

% EIMEpesHE

=

:—: - - -

2 g) Pabommst xammbpatop

= HEMOTOBETRNE

_':E b} Ipomenypa DOCTOSEEOTO HIME]SEES Hitach: 7180, dapmanesmeraecsas
e OpOHIBOTHTETT EOopOopanHEs cATsdpesan g
= - - - .

55 1} Kanedparop opogysra = ramoparopa B NS-Prome are
E EOETPOTE TPOEIR0TETETE EOETPOLE

& 1} Crammapreas opomesypa Bavepewss .

-] N5-Prime

£

=

EOESTHEOTD DOMEI0EITTE
Crammapreems obpazen

L Peaynetar

UledBlzjdsts] 5BEStelzHESa0hRd S, B30IsdtedOt™ d e jOGdisT

6.4. v CoudstesoCd Ssduinisejidses sinisO FIT Transferrin NS-Prime &0
0k0kdLOkBe0n  NS-Prime G jsBasHdgY  hkjHzshdj odHY  BBSBIzHBO0RY,
B0l JtedOzse d tejOc jdzistso:

- GOk dLOsts HAMSte jls 2 OolstsdzsdLdtetso0hi 2 Shdhdyjnts? ~dhdd
NS-Prime HEW Stddyjhsejkuses in vitro  stficjjejedy d  dsshdkstdded
CohydsteOyd?  0k0kdsse o  BdtwsedujnCdm  MdHSshiswa  yJdisejSo, )
flodROHZ M Eehiswdid  /  PuOzdLolksts HAhStejlsk 2 OalssOdLfteso0dy 2
ChdizdyihSs? ~ddidd NS-Prime AA0L HEW Sisizdy ifse jddsets in vitro stte jH jdjddw d
dBhdlksedie0 Sohyjdstoyd? 0k0ddikse o S0k yjdse ¢o;
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— tflosBdieC0 HEZW sBOLYse (SBiJjR; 1,8 &z HEW OeltdOsdyintdn
0d0tdLOkBtetse Hitachi (T 716-0425) [tu — Aw) 2009/05517 ©is 19.08.2015, fts€
HJ2MisadY - B jitetsydits. esdLosHdls jz+ DELTALAB S.L., RifOd&d"];

— ASESHAEA GBS, tsHHjiexda0s P d? s jdtfjEolizil s 2 HE 8 Au:;

— SHESCOROEA G tistiz0oksiobdydnSdl HBLOLGEEY  gdtfikstykry
HitjBiekrd ded WdthdseOntrd sBIjdts® fis fdjedrdd @GOSsRiyedeosd,
fsLosiveshd ] slediOl+ B ji3r MdHSBMsj2 BIs 10 HES 200 S, Obls jhsto0dkd | tfis
LGOYjdkdE MisjHdj?2 HELY  MasHAWEhST tejLizzs0kte, et jhdshist dLditsdadw
CRlstste ™ HEBEY G0 BY s & BBEZJ 3%;

— YAy JisCd ¢OBStOSSdG ™ j fisjSdVidk ™ J;

—  WOBBt tejOcjebte in vitro HEW OalstdOlduihtses Ckdy,imse jkdses
tstftejHjdz jddw IsteOdiw jistedz0 © COkzj o ZfoSsoC] HEW 0%OkdLOLSEse NS-Prime Fit
Transferrin NS-Prime (ARU uts0GnW jeddz NS-Prime) /3 0Bfsts t6jOGjdisso in vitro HEW
OalssB0lsdy NSt Cizdyfise jadkses stfts jHjz jedY st0nnW jeedd0 o Cokj o EfoCsas,
HEZY 0OkdLOLBesd NS-Prime AAO0L1 T FIT Transferrin AAOL (ARU UteOdhW jiedd
AA0L);

—  WOBBts 6 jOcjdlsse HEW COkdBEtoCd SodkyjdistOydd IsteOnnW jtedh0 o
ool HEW 0i0kdLOkstse NS-Prime d NS-Prime AAOL1 T FIT Transferrin NS-
Prime Calibrator (ARG ute0nnW jisteddiz NS-Prime s0tdBte0lststs);

— 0Bt Stk j? Chyjdistoydd cidsetssdi0 o/ded Istodihw jisteddo o
ool HEW 0Rz0kdLOkstse NS-Prime d NS-Prime AAOL T FIT NS-Prime Control
(ARU NS-Prime siibtstsiz+);

— 1OLBOadisjzd ©BEOLYO HEW FIT Hemoglobin NS-Prime d/dkzd FIT
Transferrin NS-Prime o k0SS HEW 0#0kdLOksiese NS-Prime - FIT NS-Prime
Specimen Diluent (ARU NS-Prime t0OLBOads jid sBte0LY0) / {OLBOa L jid BBiOLYO o
ool HEW 00kdLOkstsse NS-Prime AAOL T FIT AAOL Specimen Diluent (ARU
AAO01 t0LBOadls jizd sBisOLYO);

— 1Onlsosts HEZW tesdsro0kdw ¢ o 0SS | HEZW 0R0EdLOkEEEe NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (sszra0shd? t0mosts §);
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—  0BSY BHEGEOLSO A 5 j0Sydstk R o jis fj 8 wy j250dd AA0L / AADL
8-cell Reaction  Cuvette  (SSZASS  HEW  PORdLOLEE0  HhCte jlstksets
Oalssa30IsdLdteso0tkkses ShdiduinSts? ndddd NS-Prime AAOL HEZW Sizdy,jise jhdksets
in vitro stftsJHJjdjkdv d dGsedsedize0 Stwyddisttoyd? 0k0tdstse o S0k ydse j<0);

— HAMsdiztzdteso0dE0W/H jdtdkdLdiso0da0w oBHO.

7. IIpoBeaenue anajusa

IsHiEBGROW dhwWstRoydw s fsHeskses] s jocjute d tfisse jHjkd 06%0zdLO
fedo %0 o dhhstelzCydva  Isdhis-MfJudWoukyn  teJ0cidisse HEW  StftejHJzjedw
IsteOdW jistefz0 FIT Transferrin NS-Prime / FIT Transferrin AA0L, 0 0Syj o
tezCotsHiisej tisiziLtal it  G&OkdLOLEEO  OoltiokdLdtto0tkdtes  Shdhkdyinss?

~qi3dd NS-Prime.

7.1. Tlpouenypa KaJauOpoOBKH

shisOdlsj COzdBOlsts d tonsostedisji! COzdBLOsts dL tEsHAEAGISO d
shis0e1lsj tiod CodztOsis? ikt jolizisj %0 10 dikkzs. shhsonsedlsj S0zdBEOssts
fogshas 10 dt teohksostedsjkzy  COzdBLOSSE0, LOkjd LOStks2sj  WioSHd
COtdBeOLtE0 St d Hfjteigin02s] BNz St oL fizsjf 4 jtjosteOydoddd™
Wz0SEE0. ik Assets shisda-ls | Wkz0Sstk CozdBolssd &0 10 Bdhkizls tied SthBH0kEE2
sjstfjtellslzte ] HEW teOfsostejhdy. SOMHT2 WkOSHh: othis0koetkdodtsls  izs jd
HBOadZ jkdw 1,0 iz teOflsostsd  COLOBEOLSLO  djtshtc jHiso jbdzs U jte jH
dhtfsiLso0hdjd3. IdtejdgN0As) WieoSsk f oshilksOdto ke d COzdBisOksiEEd:
(2L Cts 6OL. LBJHAIIMN, Yt 8 BYd Gl L 1. Ied tiswod jkdd L 1S
e dtedisd dr Yotfiisss2.

Ishij oshijsObsodjldy COkdBtOst fisHjte>dls tsBI ji3, HEShisOtyh 2 HEW
tlesojHjldw  Hezm  HfshtjHse0kjtGrE  SOkdBisesS, fld  kisOniseSon,
dhtfsziLzjk » tt kgsayoadt (Sstdudhsets tselstise HEW COMHER  BYSd
COrdBtesotyBs? Sedos? = 3).

AsHeBkBo s Misolsde S01 (MisOsde SO01 ensHls o fishisOe  h0EdLOLSE0
Oolsts3OIsdLdtsa0hkbses  Shdhdyihts? ~dddd NS-Prime / NS-Prime AA01) d
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Ehis0ksodisj o tsLdydts D Cse jisiz. A sz S jsiz & jsBasHAMES HEBOads? 1,0 itz
te0hlsostedis j&w COEJBEOSHSEO.

gtddidisy SerhClz d Eilsoksedls) Wio0Say f) CozdsieOltttd o tsLdyds S o
PiOiscfo  S01.  vMsOGEedisy PisOkde o GHOEJLOLEE — OolsBOSHLteso0dky 2
CddedynSs? ~ddsdd NS-Prime / NS-Prime AAO01.

dtesC Hj2Msadw COzdBosyEE? Sedos? T 30 HEJ?. v0e) SOtdBesotl
(. jsBRBHABE o tfistzdiwist HEW COMHIER Gsotses wsisO tejOc jdisO.

AsHEEBEY J fesyjHizier gshitsiiady SOzdBisotyks? Sedos? GORSHWSHY o
tezCotsHiise ] tsi-Ltoljtw  GzOkdLOLEEO OolsshBokdLdtto0tkdtes  Shadhkdyjnss?
~qisdd NS-Prime / NS-Prime AAOL.

7.2. Ilpouenypa KOHTPOJIS

TJSBBIGHE IS, YssBY  COMHOW  ¢0BBiOLEEd™  tfshistWhkes — dhtfsk-Lso0z0
GOk JedOk "  Cdbstesiv  COyghise0, KOSy COC stdktestt ARu  NS-Prime
Ehis0k0okzdo0k0 fotsd MeBhso k] CdbtestziGrj bistsokd. _Fhscoizietokjor |
Clistetszd  HEEEY  sdhsdsa0ls4w  tied COMHBE ydSizj woOBBLEY. YEOyJedw
yJazsojuhSeets IsteOdhW jtetedd0, fstizyjbkr j Hiv Gokjtedodse Cuwistssiy SOy hise0,
ZJ HBEMGY BusesCiObks oratsHAl! LO CodGistiszkyJ Zesodkd, Zhksoksotjkkj o
COMHBR  E0BBteOlstedd.  hikd LBOYikdw Sodlstesty G isHEESE0kEE oY asHWs LO
hisOdsod jddk ™ j HJOYOLSE Y, fizjHizjls tistse jteds4, t0BISO jis ¢d tedBte GOHEJHOP R
SBOLSE dizd e hisd fsolsstedlzs COzdBLSaSE.

AnJeHO ovtfswdw2ls) Stdisteszt COyihlsed fthiz) SOMHE?R COkdBLSOSCH HEW
BNy Juded” ssysshsd dLddtded-.

7.3. Pe3yabTaThbl KAJMOPOBKH M KOHTPOJISI KA4eCcTBA

1Lz s0 ™ COondBlesaSd M &S tsse jiedist &0 1St0d dfzjHso0hkdw, S0
CordBtesosyws? Sedos? dud @0 1Cte0h] tejLiza+isOlstse SOkdBtesoSd ¢i0zdLOLSEO
Oalsts3OIsdLdteso0hkbses ChdidujhSs? Adidd NS-Prime / NS-Prime AAOL. vlstsBr
iesotedls*  tejLiziz4sOY  COdBtesoCd, MEjHEZ2) dehstezéydwd, dLisyeerd o
TCotHiiso) i Lso0lsjey  Pr0kdLOksEd OolssEOsdLAtso0nGses  SCudhdynSs2
~di3dd NS-Prime / NS-Prime AAO01.
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TJLizz2s0k Yy Csilstesw  COYihisad dsy b tesodedst %0 ASte0dkd  MisOlsizino
gz jHso0ndw, S0k tejLizas0kte Cdgistesiw Coydnised d ASte0k] tejLiza+sOkte
ColbteszAdrn dLgdtejd?  Gu0zdLokst0  OolksiOsdLdteso0hktes  Shdhkdyjhts?
~dsdd NS-Prime / NS-Prime AAO01. ybtBY tftetsojtedls? tejLizizs0lr  Cisdzistetsdzw,
Mz jHEz2s) dahktizCydvd, duizsMjetrd dusyJeerd o tzStotHnse] kL0l juw
GZOEdLOLEE0 Oalssd0lsdLdteso0dtises Cadeduints? ~disdd NS-Prime / NS-Prime
AAO01L.

8. OrpanunveHusi Mpu NpoueaAype UCCIeT0BAHUA

8.1. RLEBj&jEdY odjhdjes odHO, SOSHj SOS tudizsdkjedj d OctsjcOydw
k=Bes duL Soitthjhiste COzdBEOSEO NS-Prime  Wodwssksiiv - tftedLd0Sds dm
oBLBEYEE2 tfisteyd. dv Sbhkze2soydd hewsdis i f) 0 dds o st &3 Hdz jtetsds.

8.2. WISBRBHAKS fistses fEBESHOL! & jissHAynSd) ESOLOnd™, 0S COg
=B dLijBitd] Bl gedoinisd ¢ dLd jdjdkdts e jLizdIs0is0.

8.3. Rtz Lso0kdj COzdBLOsted NS-Prime, t0fntHG -~ &0k jtedodse d
LOONGY = yOhisj2, tlkdykrn tls fiesHzCydd, tishisOed jhis?  OslsttedLsoOdd
HAMistedBA E5ks jotsds dssyls Htedo jhisd S sty jddts Gjlstys - to jLizzIs0kse.

8.4. mi0kdst COzdBEOLste NS-Prime ¢ jsBatHI®BE o Msskeshisodd
ECOLOGG  3d B0 UsdCjsCi Ehdsodwdid ntOdjkdv. W HsYEhsdds dhyse-Lse0dkdl
COtzdBte0sste0 NS-Prime stz dilsjyjddw htesSso ntsOd jddw.

9. Mepbl MJIA CHUKCHUSA PHUCKOB IOJYYCHHUA JO0KHOIIOJOKUTEIbHBIX
WJIN JIOKHOOTPHHATC/IBHBIX PE3YJAbTATOB IIPHA IIPOBCACHUMN ncc.neszaHnﬁ

9.1. sO0tdBteOlststs NS-Prime tfte jHiOLEOY 6 SE+SE HEW diisi-Lse0%d™ o in
vitro  HJOeEshsdS)  Msoddhistks ) PpiOkdLOEsd  Oolssdz0lsdLdtsso0dd o3
Czddduin$s? ~ddsdd NS-Prime / NS-Prime AAQL.

9.2. 7 jtejH 0Bl f) COkdBieOLstsds NS-Prime ¢jsBrsHA®S SLEOSE®RSW
f dafistelzSydld? Yt ecfdsdzdecs=.

9.3. s0tdBteOlsts NS-Prime fiizjHzjls difsd-Lso0ks sz st isdsdtz
OBStOSEStedsdlz i jtehisdk0dtz.

9.4. sOkdBtOlte NS-Prime HS@MJ& dhfse-Lse0ks+iw o fsskeishisodd
GZOHEIM 0P 2 z0BBisOLBishE2 Hie0Ckdtr?.
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9.5. IGWHES HjMbad2 ted dhtfstLse0hdd SOkdBieOLSEO NS-Prime
HEE j& fddshistts hsBzEHOKAMW, SOC COC @B dLdsjkild]j tfesyjHizicr sl
tfsotzcWis+ %0 dLBjdjdacd tejLizazIsOlstso.

9.6. RMNYsELB00Gd ] COzdBteOIsSteO NS-Prime, SHESEOLSO Y A
foditfshsBjled? dizd LOfomGr= ofsj2, Bbkduykr = & Hshisdadw jgrn
Etsthegsyjtir  HOhstdBAskstesd, d@oyds  tedodhsd ¢ djtfieodizidrd
te jLIzz 1501503,

9.7. Jotoddyjddw:

- Gz ditfsiz-Lte0st Sodedioydd Sodtfthkidste COkdBLOLEEO NS-
Prime f eOLizofud " &3 Gse3Jte0d3d 0telsd?;

— GJiw ditfisz2Lse0k CokdBtsOlstste NS-Prime HEZW yjj?, slsedykr tis
tftsso jHjddw HOMGBSES s jiisO, tistfisddwis+ d hdihdools tj0e jdisT.

10. Mepbl 6e30naCHOCTH NIPH MPOBEAEHUH HCCJIeT0BAHUI

10.1. wJ gdtfjlsdieiz?ls j telstscs.
10.2. s0kdBteOlste NS-Prime  fisHjiexdls & jddJ 0,1% OLdHO &Obtedw. Ied

fstfoHOzdd o kOO, &0 Stz did tfed flky02dksd tiesckosra0hkdd Yeddzdis,
AChStejlaJ dsdte™, 150Sd COS HtesdsroOhdy sz dds Sstzduihisosd osHY . ed
tzjsBrsHAMSHIsd B0 jf)+ € otbOyfz.

10.3. Mesdgro0shd?  tohlsoste ¢ Wodwjlshw i hs? P jdsyts. Ied
sBOP jidd f ddls &OHjo02ksj tejLdkserj tjtyokSd d LoPhdiséry sySd. Ied
fstfoHORdd o czOL0 did %O Stk fedhdisj AChstsjhhrj &jtr, OSdj SOC
tfesgro0hkd BN dd Sstdyinsosd osHY. Ied E&jsBRBHARENS] SBEOSS M ¢
oteOYlz. e Mizlzye2wsds Yietscrolso0dkdd kB jHEjhnks tBisOisdisih! LO BJHdydehSE2
tfisdgsFaes,

10.4. 2 JSobier j toj0ciklsT MsHjte>0s BYyd? frobhsktykr2 0k1BzEdd,
Colsster2 &J fisHjeXdls dLojhstra osLBzHdL jij? diwWiSydshe = L0BGEjo0hkd?.
Ul @ BJed, B Mydsodsh® slsjdydor-as dewiSydsneerd, d i ddd fejHizls
5Bt Ol Bhisstesy &S, YstBYT dLBMOL+ LOBOX jadwW.

10.5. Afhj yidsejuinSdj ©BOLYr HE@ET  fydksOsaiw il idydodds
W Sy dshd rdd:
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- f sBOLYOR] MijHzjs BBWOMOKMW COC ks jdydOkrddd
dhlssydd<ogd stfoher - dewjSyd? (edtstzh ¢jfolsdiso B d C, ARY dHtslzed));

— ofj ©BOLYY d el jaydoz-ds LOLOMYhEYj oOjtedOz hizjHizjls
HJLdEWdydistseOls? d  EisdizdLdtetsaOlst o Mistslse jishisodd 1) IeOoduOkd teOBfIST i
osLBZHAls JZVBd kW jSydsts - LOBBE joOkd2;

— tfted te0BsIs ) BBEOLYOB Yoydjdiste did &0Bsie0Rd 06 jdisse ik jHiz s
dLJe0is+ dm tistfOHOGAW G0 MizdLdhis* J sBBEEYS|

— fstojur, fMOHdEY  d  Hekzedj HsobMHjEGY ) EyonksSd  Soyid
ZOBBEOlEEdses Hfjtehsi0k0 tfied oBsls | i tBEOLYORd Joydjdkiste dizd SotdBokstssdG
NS-Prime HBEMGT BYls? GOHEZJMOPdE sBsOLEd LOPdP jur fistke jishisezePddd
OHwJ el yOJB B YdtdovLsys ™ dd fitsjHise0dd;

- 9 (JMkOR, 6HJ GORBHWSHW SBisOLYT Yoydjdiste did SOkdsiOkste NS-
Prime, L0t P j&ts Clztedfs+, tfeddzddzolst gz, fisizLso0is+iw Cshd jlsdCr2.

10.6. Ik LT, MMOHJGT d Hiekzed) tsotejyHjbkr j yOnkSd Soxd HBEGT
B s GZOHE Y0P dds SBiOLSH Lohdh jgr histslse jishisolzts A ddz
oSHSJ el yOIB  Bd Yt jonLsyd i fitejHiso0dd.

10.7. At otsjogw teOBISY f) 5BtOLYORd toydidstse did EsdudLoydd seyeHr -,
dizd MdHSdR BlsasHEe BBWLO ji4ds dijtfsk4LEZz2ls ] Z0BMSOkEied © J f jtyoktd.

11. Topsmoxk ¥  ycJoBUS  YTHIM3ANUM  WJIH  YHUYTOKEHUS
MCAUIIUMHCKOI0O u3ae/Jaus

11.1. vbdedLoydy CokdBiObEtd NS-Prime HSEM®O0 tesdLosHdlsiw o
hsslsedisisodd i 0k Iy 2.1.7.2790.

11.2. 1 tfesyjhing tesdLetHiised COkdBieOLEtd NS-Prime @) tfieddsjdaweslsiw
o4F jhise0, teOLezNOshdj BLsksor?2 fis? Okdshwjter, 0 K0Sy SozdBteOktte NS-
Prime & iisHjtexdls 8P jiise, tsOLtszh0shdn SLBkRe r2 filzs2 Olsdishw jter.

11.3. urted], dhtfskaLlzjdis HEY ttesdLosHised COkdBiOSEO NS-Prime,
COkdteOlsste  NS-Prime & wodwsslshw  dilssykdSoid  syohgra  duizizyjed? d
OV HJizjkzd? otsjHE Y - 9 4P jfise, LOcWLEWEP (R sClzy 0 Pzt it jHE.
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11.4. 1 tesyjhhj ditteLse0kdy d Esdidioydd Sokdsteisstd NS-Prime f
s S dds MesSads esHGShis SEShdyd TR SSRHES . SBEOLEZ s,

11.5. 2 JSebtsterj tejOcjdlsr MHjteX0s Bikdd 0,1% OLdHO ¢Okted™. ¢LdH
GOtedW 3> ls ofsizfolst o tjoSyds f dsjH4s d tiedotsHdls? € Wistedidtetso0dd
oL o0l =  OLdHBe  BJjsOzkse o otHBHksotH]. ZJSBRBHJ®BE iz jHESe0Is-
HJ2Msezshdd tedodu0d EsdzdLoydd sHong - skasHtse. Med EsdzdLoydd o
0CEadGL, figgro02sj SsasHT Bt N dds Sty jfjsotsd osHT .

11.6. 3 jStlbsiterj tojOcjdls™ fisH >0 Bryd? frosesksykr? Oz Bzddd,
Colsster2 G MsHjtedls dLojhskr = osLBEzHdL 2 duWjSydttkr = LOBBEjo0dkd2.
Ul Gd Bdbdd, BG MudsOdsn® dsbjeydor-es dewiSydseerd d i) Gdl izl
5Bt PO BhsssY &S, YstBY dLBJ>0+ LOBOX jadW.

11.7. A Yt juinSdy SBiEOLY " iy dlsOEslshw fsls jlydod+ats
dewjSydisthrdd. rjrd@wdydiez?sj o Esdzdidez?isj eofyj tBwOLyT d efj
el jydoz-ds OO YRR j @Ok jed0kr kKOS, GCOC BEHLS S&d fSH 0k
osLBEZHds j&j? W jSydsdt A LOBSE jo0dkd=.

11.8. JisasHY, sBEOLzE=Pdjhw o ey dhtfistz Lse0kdy d ZsdhdLoydd
COkdBteOLsted0 NS-Prime, skdsiwvishv ¢ CkoOhhz ¢SYdHjddsusedyinSd stondrj
slsmsHY e (SO a fisckonds wokIdy 2.1.7.2790).

11.9. fB.Ohjddi (MBGts, okl nOkjkd, BBJLLOEOMJE0Rd d/died
sBjLote > do0ddj d bteOdhtttelsdibtso0id]) SlatHse, sBROLZEPIRY o tityhhnd
dhtfstz-Lse0kdy o Esdidioydd SOkdBtOlstcd NS-Prime f) dilsjShdl htesCisds
CHERMsd, HEE &Y tesosHsA W o Ntise jshisodd 1) tedadk0id, Hi2MsokzE=Pdid o
Miste0dz. thedd3Jdzddad™ 10 s jdals kisdizdLoydd.

11.10.r@v B jLLOO>Mdo0kd™ d/did tBjLotej>do0hkdw BatHSe HEE G
dhtfsiz-Lso0k+ v Lok jedhstedieto0lj o tA HJLduwWdydslzshd] e jHised d
tsBBtslzHBa0d:d | o fissise jishisodd ) dustelzSydwasd s o fteddddddts.

11.11. fAsHT, skushvhdiiy S Stoffilz  cCdHjkdstsedyincd  sHomnET j
SkRSHT e HEEGT ZsdizdLdtesa0isH v yjtejL steclddLoydd, dijshdy adyjeLds ¢o
Alstsls ogH HJWis JzAdshisd.
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12.  MeTtoabl M YCJIOBHS CTEPUIN3ALMHU
s0kdBteOisste NS-Prime wadw jistiw dz jfls jtecfizde ™ dg g iHyddhSdds dLHedjds.
YesdLotsHWshW o O jtflsdydhSdn Ehksodwa.

13. TpaucnopTupoBaHue, XpaHeHHe U CPOK XpPaHeHHs IOCJe MePBOro
OTKPBITHA

13.1. TpancnopTupoBaHue

LYOCEE0LE 2  COkdBieOlste NS-Prime  IsteOdntfstelsdtelz=sls  ofjizd  odHOBT
Cerlsva SO ftelsk = fiedHiise, CesBd BJSOzdo0ji  ~ BishjSse nodselste o
dGstehCsets stk tistelsd, o fsskodshisodd f HOodiOhd YikjosLsS cllzLise,
HJ2Msolzes Pz 120 HOGGSE odH . Iste0dntfistslsO.

Lijisadw kteOENtfistaiscteso0dd™ T tfed s jds jteOlsizts j (2-8) At

13.2. Xpanenue

UJBYJeokized R0kjedy  SOkdBOksEO NS-Prime  2G0L0B0 &0  AUsdSilsSy
CstetsBCd. micOtdlsj BJisisSte s 2 COkdBieOLEtE NS-Prime tfied ZGOLOGERE2 G0 UsdCilkséy
CistetsBCd Isjdstf jteOstztej (2-8) At His offyls jydec ftetsCO RteOckjacf GOBISEO. MisOdjhdj
sO0kdBteOlstese Transferrink NS-trime Hs@Es shizP jhisodwis4iw o AsESHJEAG -
COgJie0n did o nBEsHJEAGAC0R, GBJNYjuded=hdn  tejetz0 dkisdistso0hd 2
IsJdstf teOlslzteds 2 te j>{cfds f) J>1JHEBJOwS? tejedisteOydy? Isjdst jisOlsizie ™

0> dtshyls* Hw off jm 5 jOGJdzsse: (10-90) %.

13.3. XpaHeHue U CPOK XpaHEHMS MOCJI€e EPBOr0 OTKPHITHS

stz sCerisdy d oshhsontekjidy i fedshaes COkdaieOkstd NS-Prime,
ditsizLiz2ls§ GJLOdJHEds Juds. misOtdls) SOkgBEOESEO NS-Prime ted s jost JtOlstzts §
(2-8) AC.

14. TapanTuiinble 0013aTeJILCTBA

14.1. MesdLosHdlsji+ cOeOtsdielzjls Mo jishisodj COrdBieOkSEO NS-Prime
hisOdsotzji o5 st Bso0ndwes MisOGHOtISS o HESSEd:jEsOyYdd YesdLasHdlsjaw tied
hsBzE=Hjkdd Ehdsedw teOdhtistlsdtso0dkdw, nts0d jddw, AShtiz0lsoydd.

14.2. utesC csHESHiS ) HOST ttesdLotHimisa0 (HeddwisdW HsHEzEydd BSIsH kB
Cszlstetsiw SOy ifisa0 e JHtfledWisgW-dLetsissadls j&w)
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ofdsed™

AesHESY W mte0d jdacfw wteisS esHbshisd
0BBte 6 JOG Jdlstse HAEW
COkdBtesoCd Cisty Joste0yd
SteOhMW Jtsted®0 o EfoCseC) Hiw
0k0zdLOktsd NS-Prime d  NS- o
(2-8) °C 18 gzdiyde

Prime AAO1 T FIT Transferrin
NS-Prime  Calibrator (ARU
Ute0dihwW Jistedd NS-Prime
S0kdBt0lststs)

14.3. MesdLosHdlsjzr  &j &ghds  slejkhsejkdshisd L0 COSE2-kJBS
tfeduddjddiz 2 £h B did tfsotej>HjkdY, o La0hkk Y j Ysoltteh ™3 dhtfisiz-Lso0dkd jd
COdBOLSEO NS-Prime.

14.4. desdiosHdlsje  Gj  Ginds  ssejshsejudshsd L0 GOSK2-zdBs
fodudljbtr? EPjis  dod  tisetejyHjkdy, oviLeOhukYj  dhtfistLse0dkd.jd:
COkqBOsisd NS-Prime sz dfsjujed® fitssC0  csHEshsd, LSOLOGGSES &0
L0SEaC,.

15. KourakTrHas nndpopmanus

A otstfieshOdz COyjMised d3jHdydenSisets duHjkdy ¢cyOBBte t6j06 jdistso Hiw
COkdBtesotd Sty jdisteOydd Iste0dhW jteteddz0 o oSt HEW 0k0kdLOkSEse NS-Prime
d NS-Prime AAOL1 T FIT Transferrin NS-Prime Calibrator (ARU Ute0dGhW jistedd NS-
Prime gs0kdsteObtte)e, tesdLotHiised Alfresa Pharma Corporation, Ctfstdw,
tsBte0F 05w tfts OHtg jiz:

Jehjmlsets ) scteOkdyjhhs?  slkojshsojhdshsis  LLL coATLH-
rRwtuszade (JJJL coatJe-rusrtur sz e),

Bhidw, 196066, ¢. a0kSs-I jis jeBlztse, JBhCsonCd2 tie., H.212

Uji.: +7 (812) 303-82-44

-mail: agros@agros-int.com
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AssdLotsHiises disddls hdtisdwdydtesoOhuizes fiofisddsiz BudHM B3Jdes0 SOy hise0,
9 Issdg ydhizi o yohisd tesdLotHiised djHdydinsses duHjkdy ¢y OBte te 06 jhisso HEW
COkdBtesoCd Cistry disteOydd IsteOdzihw jistedd0 o oSl j HEW 0k0dzdLOkStse NS-Prime
d NS-Prime AAOL T FIT Transferrin NS-Prime Calibrator (ARG UteOGnW jtstedfdz NS-
Prime s0tdBte0lte)e.

A HIso jieXHO jistw iz jHEzEs Prddid HsClzes jdzisOdzd:

aJtelsdW S0k fissise Jishisodw — MD 503784 (fstsise jisisolzjls 1S [ 13485:2016),
htesS Hj2MsodW HEs 23.03.2021;

I JS&0teOydw s fstsise jishisodd IeddtsMjadg 111 VDD 98/79/EC 5B LHjzdWn
HEW HAOEESHisdSd o Z0BBLOSStsy Y A Ehtsodwa (in vitrs).

16. Chnmcok aurepatypsl
Kazuyoshi Yamashita et al., The Usefulness of Fecal Transferrin Tests in Health
Administration and Hospitals, Sendaisekijujibyoishi, 19(1), p75-78, 2010

[Japanese].
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Ipunoxenune A

¢ 1. stonhdwdSoydede ' J hadHJudW g tedCoLz JdhLHt00 Tshidd sis
06.06.2012 6. — 4, tfiedCOLO _JdizLH090 tishidd s 25.09.2014 — 557

¢ 1.1. AdH B3gHdydenSsets duHjzdw o fssise dishisodd ) dasds jaSzokztshs2
ConmowdSoydd Bndydinsds diHjad?:

272730 T ute0dhwjtstedt RA |, $0zdBieOsStS.

¢ 1.2. stomfh sl jaydok2dsets edhSo tedd jdiddy GjHqydEnSses duHjzdw o
hissise Jishisodd i disd jeCk0kzedks? SronhdWdSoyd? djHdydentd duHjed? 120 (4.
9.6.2 ttedSOLO _FdtzLHtc000 tishindd tls 06.06.2012 6. — 4d).

¢ 2. sttH JsA3r2 71 21.20.23.110 ¢dOc e HAOe®shisdyintde.
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Ipuioxenue b

_J0G jis ds0teCfistsolq

MapKHpOBKa HOTpeﬁl/ITeJILCKOﬁ YHNAaKOBKH Ha PYCCKOM AA3BIKE

alffesa  NSEIWS

Dizcraty Clricol Chermsyry Aralyzer

[z s jfs0 GO S rskzes Stese o COLj (FIT)
Habop peareHTOB AnA KafM6POBKU KOHLEHTpaL UM
TpaHcdeppuHa B ynakoBKe gna aHanmsatopoB NS-Prime u NS-
Prime AAO01 - FIT Transferrin NS-Prime Calibrator (®PUT
TpaHcdeppuH NS-Prime Kanubparop)

SOLOEZSH %2 BisiJt - 911320

sOtdteOissts (FosWdtdLdieso0ke ) Y 4 51,0
1Ohseteds ji+ COzdBteOSEO . . .. ..o 1712 dg&
ABHJG © sjyddd i 18 ggdfwyge f) HOY tesdLotsHse0
UBEASE HEW HJOGGEHisdSd in vitro

v tieswdihdskoz ¢ises fedhjededwy

ddsdls jz0 € ARY 1, 2 d adtelzhiz ¢ jtfOlsdfsO & f HBsAg
sl izshsolEsk. v jise juinSd i oBtssSq dioCkdodisen .

OG- tiee] 2-8A A (s%
il CHEWie jLO AOEHR SEEsE2NGe

18 v0dr1dHOd, &Ys-IsY, ZjLH s0ytzso, JS0wg0 709-4321,
Cfsegw

JJLcoutLe-rusrturszde

196066, JHNCEonSd? ti., 212, 60kCk-Ijis jiealztse, tshhdw

W ts s jedistsOydshhsets ZHhisse jtsjidw: — Ty 2019/8842
sk 23.08.2019

RS s fisdd i jdid: ifobt-fit.ru
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Pa3bsicHeHne rpapu4ecKux CUMBOJIOB

] u qLesssads ji-

CsH Y0telsdd

LOT

difsELE00k HE &

Is jdstf jteOlsiztedz 2 HAOYOLBEG (s +2 HE +8°)

q

ElEkadl &

J

B jHdydahSs diHjedj HEW HdOedshisdSd in vitro

(1o sBis0sfis i+ € qunistelzydd Uts gleddsididic
T | tfeddsdsyjdk 2 s jHisoads jt- o
oSt j2NCEa st jijso
rj st jts tfts COlOdseL
C € | douCdinsoso ur
ﬁ JMiststes>s! [0kl it § qustzSydd i
tleqidBideddsef™
& AdsEsEqynSd? edhs
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Ipniaoxenne B
wtshis0o B jHAydHNCEes dLHjzd™ 60 Okekd2mSed WLy j
FIT Hemoglobin NS-Prime Calibrator
Calibrator (Lyophilized) T4 T 1.0 ml

Calibrator Solution 71 T 12 ml
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W1 Lt st s sOANWTPARR L J U LOR P R/RIR
st rttrLe 1 vIos st rfc e IR Lt NS-PRIME d
NS-PRIME AAOL T FIT NS-PRIME CONTROL (ARu NS-PRIME

sdwtdJ”)

RENsEZEYY s HedBdidd=
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1. HaunMeHoBaHHe MeIMIIMHCKOT0 H31€JIUA

WOdkjise0dkd]j djHdydenSses diHjedy T cy 0Bt Chdistesdzj? Sy jdistoydd
cJdssetzsBdiz0 d/dud IsteOdhw istedd0 o oSttt HEW 0k0zdLOkStstse NS-Prime d NS-
Prime AAOL1 T FIT NS-Prime Control (ARU NS-Prime stdbktesiz4)é (HOZJJ T
Csdistetszd FIT NS-Prime Control).

2. CBeIleHI/ISI 0 IMMPOM3BOANTEIC MEANIITMHCKOI'O U31C/IUA

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

y02ls: http://www.alfresa-pharma.co.jp/english/

(cOEWis JLO NAOtedz0 sitetfists j2NB%e, 2-2-9 stClziokd, ust-Ciz, [MoS0 540-
8575, Ccttsadw

udk.: +81-6-6941-0300

NOSH): +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/).

3. Cgenenusi 0 pa3padoTunke U MeCTe MPOU3BOJACTBA MEeAMIIUHCKOI0
u3aeJanda

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(stBordw chizWis JLO AOez0 sttetfists j2N ke, 18 us0dridHOd, aYs-IsY, ZjLH
SOykzis0, JLOwG0 709-4321, Cifsid™

U k.. +81-868-38-5341

NO¢h: +81-868-38-5800).
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4, CaeneHust 00 yIIOJJHOMOYEHHBIX MPeACTABUTENSIX POU3BOAUTEIA

4.1. ¥YnojaHoMo4YeHHbIH npeacTaBuTe]b B EBponeiickom coodiecTBe

Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570
Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(CC B jisets DtsHfe, W dHitstOGHT, 40060, 2514 AP, Isdih i jct0ms,20.
U ji.: + 31 70 345 8570
AOCH: +31 70 346 7299

C -mail: Europe@emergogroup.com)

4.2. YNoJHOMO4YEeHHBIi NMpeacTaBuTEeb HA TeppuTopun PO
JILepatLe-rusrturs=zade

shihdw, 196066, ¢. 40dSls-I jis jteBlziec, JBhCeontd? tis., H.212
UJe.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com

5. Ha3naueHnmue MEIUIIUMHCKOI'O u3aejangd, YCTAHOBJICHHOC
IMPOU3BOAUTEC/IEM

5.1. Ha3HayeHHe MeIHMIIMHCKOI0 U31eIUS

o8Bt SRk j? Solkyddstoydd ciktetssdh0 d/ded IstOdhw jteted®0 o
ool HEW 0k0kdLOkstse NS-Prime d NS-Prime AAOL T FIT NS-Prime Control
(ARU NS-Prime stistesz) tfe JHEOLGOY B HEW SdGistesEy COyihisa0 o o0wdHEshisd
o jLizzIsOktse %0 00kdLOkEt0n NS-Prime d NS-Prime AAO0L. stdbtesi+ SOy jiiso0
HEE G YesoHSA W COMHY2  Hj%r YitjH  difkjHso0kdjd sBEOLYSD  HEW
tfsHiso Jted{HJddW ssets, yists L0y jhadw Sodzistesiw GORSHWSTW o Hisizhisddi s jHjzoR.

5.2. Tloka3zaHusl K NPUMEHEHHIO

stdstetszdf FIT NS-Prime Control  tfie jHEz0LGOY B HEW  diytfisd- LisoOddw
fsadsdhsis ) sins-fiyoWdusrid tjosjdsosd HEv dudsjisidd™ Sdyjdisteoyd2
YJsejuinSeets 6 jdsseisBdi0 d/dhd IstOunnwjistedi0 dasdzas~ddsdudnSdd BJlstHESN o
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CodBdhoydd f dlssHORd Sobsteddstedd d skzteBdHdM jistedd SotzEdHEEES ListsisO
%0 cPpkOkdLOLBEj HAMSt jisksd Oolsd0kdLdteto0hkesl SudidyjnSs? ~dedd NS-
Prime HEW Csidyjhise jdwses in vitro stitejHjzjedy d dsadisstedized Sshkyjdistoyd?
0k0kdlkse o BdtEsedyjfSdn MdHSEHsWA U jEse S0, ) tiedzoHEj>Mbshsvdade d
ch&OEJLOLSE ] HAMCte jlstzsdy OolshOdLdtsa0dkdsd ShdhkdyihSt? ~didd NS-Prime
¢PO1 Hw Csdzdyifse jdbses in vitro stftsjHieiddy d dstkdtedlcd Sodkydistoyd?
00kdisse o COkj vJsodSO, f) HedBOHZ > BShswide (HOZJd s sjShiskz -
dR0EdLOLEE0R 0olssROdL]lso0kE = Skdeduints? ~dddd NS-Prime d NS-Prime
AAO01) tted in vitro HOcLEHisAS j:

— Ejhs0cdu SR M itzHEyds-Sqh juk R LOBISE jo0dd?;

- Cedhdhed Chiste jCls0nhisets t60S0.

GH0tzdL SO0 1O Mzt Cetso+ dytfisdzLizjlsiw o SOy jhise] tfjteodydbsets ks jiiso
HEY  HAOewshisdSd  Cesoskjujidy o  MJikzHByws-Cohjubsds kOS],
~00Ck jedLizEs P jeshv  fswodjidjds MSterks? Ctesod o CORj. pOkkr2 kil d&j
fiojHEOLEOY i HEW  tishisOnseCd  COCkes-kdBs  HAOGHSLO, & o  fdkzydj
ek s ji ' dses o jLzas0s0  fzkzydls  YsCoL0hdjds  HEY  &OtfOadjhdy @O
HEYBEhdsjzi & J Bz jHEo0kdY ft EOLGOYikdts otOy0-Is k0l jolso, otedy0-ndistzeso,
ote0Y0-SizstftesCistsizscd dizd Hiskzesets istWdiz-dses otsdyo.

GGokdL SOk &0 MSteriskzts Ceso! diytfisdLizjlshw HEW v Wolkz jhdW tOLEdydGY -
odHise  tfossasedd B> Rdr SlHjise M jtzHEyEs-Cdh jybses  sts0Ckd  (rsu),
~Ot0Ck jtedLizssPrdriw Ctesasls jujedvhd. sttt jCs0 g2 ©0S Wodwjishv MdksSts
teOntfieshist0d jbhks? gokstsedj?, d o gz jHedj Hihwisdzjsdw o ddte) slsdjyo.jshw
oV o0 jlk 2 teishls LOBBEjoO jhshsd St S0k G ds 60Skd. wisots ji3jdd dd
B lssHOBR E0BGiOksERs? HAOEEENsdC Holtksed? X jtzHEYGE-Cdh jydses k0o
woiwEslsiiw g jlssHY Stfte jHjdz jhdW SteOdmW jteted®0 d ¢ jdssedsBd®0 o SOkj. ddkoddL
COLO cjdsseusBdl + IsteOdhWitstedds wedwilkshw oSy iydWdydk d HEW
HJOctsMisdSd Ctesosisjuikdw du GdXddn d odtentzdn SHjdEe rsSU. wisot jf ke j
BlssHYT Z0BBiOLBERE? HAOCHENsdS fLottwesls od jHiedls Hiescte0hdiz MStedddico
fstfzvydd &0 Cists jSlsOz1d 2 t60S.
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5.3. IIporuBomnoxka3aHusi, BO3MOKHbI€ MO0O0UYHbIE BO3/1eiiCTBUS

dod t0BBslsj M Cdlstesivdsd FIT NS-Prime Control ftssisdostsCoL0kd? d
tfsBBYG = osLH j2Misod2 &j o Wl j&s.

5.4. O6nactp nmpumenennsi — Sdzduincow ¢OBOLEEROW HJOGHShHSHSO.
rev  geswihhde@ocrGees ted®dhadedy.  Ieswihhds@odGr2 ks o
sl jloydodra i Ltelljzj? ®jHdydentses duHjedy ¢y 0Bttt St |2
CipyddsteOydd cjdsseisBd0 d/dud steOdhwtted®0 o oSl HEW 0k0kdLOkSESe
NS-Prime d NS-Prime AAO0L1 T FIT NS-Prime Control (ARU NS-Prime stsilststsiz-)é:
oty  ShdhdyjnSt?  ¢OBBiOkBERs?2  HJOGHEhsC, MtktezHedS  ChdddSs-
HAOeEBMisdynSt?  koBskOLsedd, tshjHhd?2 tBlzyjkd)  OsbttdLto0tdisets
tftc jHMisOadls jiw tfesdLosHdls jdw.

6. Texnunuyeckoe onucaHve, mnapamMerpbl M XapPaKTEPUCTHKHU

METUIMHCKOT0 U3/1e/us

6.1. Cocras kontpoJeii FIT NS-Prime Control

stdisteszd FIT NS-Prime  Control  fisHjteM0s kst zdsWdddLdteso0dkd A
Cowistesizd? wLSs? CshyJustOydd (stwbstsd L) (MsHye0ndd yjzsedyhSises
GJdeetsBdiO 80-150 we/Wik0Ssh; fisHILMOGA] yidsejyjhSeets steOdhwjistediz0 30-70
GC/WEZOSEH), YWkt  wdswdidLdieso0hkym  Souktszj? orfists?  Cuyddistoydd
(Sthisese+ H) (hsHjtex0kdd yJisejydnSees cjdsezsBdiz0 200-350 w6/Wiz0SSy;
MEHJEXO0BdJ — yiusejydnSses  SeOkhWittedz0 120-180  de/Wi0Ssh:), SHA®
teOmsetstedls jaz+ Csdaistetsiv (30 d3i).

6.2. CbIpbe W MaTepHajdbl KOMIOHeHTOB KoHTpojeid FIT NS-Prime

Control

stdistetszd FIT NS-Prime Control (G0, @Gz jte 910873): sSblsteszt L
msHjtex{dls (1 Wk0Sth) 6,4 &¢ MES BEWjt0, 40 ds¢ MOROEBLY, 1,1% ndstedhstets
GOstedw, 2,0 g6 BYytjet frotietlsysises 0z1BzEdR0, 80-150 &6 yjdtsejuhtses
CJBBeksBARO  (ZdsWdkdLdeso0hkow  yidzsejyihtow  frestsisc0),  30-70 &6
UJEso jyinSees  Ist0nnwW jttedd0  (ZdsWdkdLdiese0nkow yidkse jyinsow frestesikseo);
Stdistesz! 3 MsHjteddls (1 WikoSsd) 6,4 i MES BEW jts0, 40 &6 MOR0EsLY, 1,1%
nistedfsses Goktd™, 2,0 G Bryljds fjrosEsssydses Ot Blkdl0, 200-350 ¢GE
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W tzse JUiNCEes ¢ jdsetsBdE0 (tdsWdtdLdesa0ihow Y jess jujicow firasteskeo), 120-
180 @6 jdsejujfSees  stOdiWktedn  (ZosWolkdLdese0naon  jdse jujicow
) rottessso); Lonsostsdls ji- Sttt fisH jiidls (1 Wi0Stst: 30 di) 30 ddst /& MES
BEWjts0, 1,1% ndstedijstels ¢okted™, 0,15% BYyijcs firostisksydises Ok-BlkdE:o,
®jdd 0,1% OLHO GOlstedw.

6.3. TexHnyeckue XapaKTepUCTHKHU

toBsydj ROLOSkjeaisdSd  fstyjsr ted it Lse0tdd  dROkdLOssE0
Oalssd0Ldso0ttses Shakdyinss? Rdkdd NS-Prime d NS-Prime AAOL.

6.3.1. Koutpoaupyembie napametrpsl (Ceprudukar anaanza)

s isCOLOk jivds SOVjfso0 Sdistesed FIT NS-Prime Control fisslse jisisolzesls
st jBS00ddds of dtsteds0cs, ZSOLOGG T ds o k0BEdyj 1.

u0BEdYO 1
2O jdzse0td] HisSOLOls juw MOtsOCIs jtedMisdCO d ditstedz ™
1 2
0] 1[0[N o140 AJL HJW JSlsiso
Az jhdd2 odH
Stshistetsiz4 L BJ& "2 edsWdudLdtso0ds 2 hekhssSs
Ssiistesz+ H BJ& "2 kdsWdkdLdteto0dd 2 helkzhssS
1onisotstedls jiz+ Cdzistetsew MotsLisOYROW cisitzizBOW M IHS s
StlydistsOydd
Stslistetsiz+ L (6jdseizsBdh) J0s 80 tze/dstz HEs 150 dee/cgdz>
Stswistetst L (Iste0dhW jtstedfis) | JI5 30 de/dz His 70 /3w
Stshistetsiz4 H (6 jd3setzsBdi) J0s 200 dze/cz HEs 350 d6/d3z
Stistesizt H (sts0wiW jistedds) | s 120 dee/d3 HEs 180 /a3
TOnlsosteds jiz-4 Cotalstets | Jrdddd udds 10 de/d3
(6 jdssetsBdl)**
TOnlsosteds jiz-4 Cotalstets | Jdddd udds 5 de/dsiz
(IsteOazmW Jtotedfdz) ***
A0tedOlscfodtshyist 3 jdHEz Wk0SERZORd d Sdistesid rd3 Li0yjbdid Hotelsdd s jhistso
Stisteisi L J05 90 His 110%
Sstesi H {05 90 HE 110%
wHsOBdizdztshyis* stz osmiisOdksod jddw
Sbstetsiz+ L 90 HEs 110%
Ssdistetsz2 H 90 HEs 110%
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* o utylrj LkOyjddw fisHjex0dd ZS0L0dG Y o fjtelsdWdS0ls ] 0d0ddLO Sl jlsts2

ndteddf

% pOfjsostsji! Cobisesdv &j fsHjeds cidseisadt o fshstej, St
ftstslse jistisoa T G0 die/cz iz o jeje.
*oxx LORfsoBEAls ji SlsEsE™ G fisHjiexdls SeOBWjisdts o fshisoag, Stedsjisd?
fistslse jistjsod T ¢5 die/ctz otze] B e

6.4. MerpoJsioruyeckasi NpoCJIe:KMBAEMOCTh

1G0yJhdw Sdyddstoydd yliseuinSses cjasersedez0 o SOkdBOLste) o
Cslzlstesisdy BOed0tzy tshiidJer ¢ BiHEzEOkSHES®E fisOiHOESZ Eurotrol
ICSH HiCN Standard, 0lsis jfissa0disdlz 6 jdsseksBdiyd0hdHE 3 o jlssHSES.

FourtreS

1dstrAIWRE

ItAcroted

soIRItLA LSS

TwYrRC

tPaLYrREB
rRsstuIw

a) JYedHdLiedd JHetdyr
HR |l jte0t4d52

CoiWteieudd tis 60 d

4f0d

c) Idwodys' 2 COzdBiOkSts:
ls0HOtsls ICSH HICN

o
3
3
[)
&
=
14
-
=
) e) Abtstecfyt 2 COtcfBie0lstis:
I LSty jise SO
(@]
&
w0
2 o) LB SOefRRObsG K ing
E' dtodsEBe
5
15}
t-ha i) SOtBIsOktst: YesHESEO o
Cstistotsiz! HlesLotHals jzv
ailsOfHOEISH 2 SBEOLJY
[ ]
1GOUIdec

e Kols

b) HesyJHizts0 tfjtsoduisets Ls0tsihhses
L jteddac™:

i, BSOS Jj>{HiZGOESHRSES fisogso tis
InsOzHOEsAiLOYC ¢ jdsassisacidf (ICSH)

d) HetsyHlzts0 olsstedydsets LsOtzshhses
dudsdtededw: B4lssH ydodBise B sesBk0;
CLSI H15-A3

f) A v ete0kH0v flesdLosHds jtjd Hesy jHizE
qLadte o

h) etsy jHizie0 tfishissidisets didsjtejddw
HtesdLotHdls j&v

j) wlsOtHOeIsEOW ttesy jHizte® dLdsjts jdagw
Cista judzSets st sa0k jiw

Crstpy jdsteOydd  y e jujncses  sodiw jistsdtz

GCSte jHdlsso00kE0 H0BSEOstEd
AsOdztsteds ™ R gLk jte jded2 fts
hslsdz v ofzfistolzds jdlstscs

Hitachi U-3900H,
WotscgOy jolscy jhSow Stetfisteydw
chaWis jLoe

Hitachi 7180, Wotets0y jolscyjficow
Cstetfisiz0ya ciWisjLoe

Hitachi 7180, Wotsd;0yjolsdyfsow
CistetfsteOydw ¢ Wis jLOe Hiw
COkdBieOEE0 d NS-Prime HEw
Clszlstetsi

NS-Prime

o COkdBteOlttej d

Crsdaistetstdaisy. G50l jiecfOtj Hleshizidijlr € dsjyHEkOEsHEsGE fs0gHOESE IRMM ERM-

DA470k (IFCC).

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru

240



i stetsiseofunCow s> de0 jdshist Loy jkdR SOudBtolsss0 d Sttt s

650l jis 00
MATEPHAT JAFFEITIEHHE IMPOLIETYPA PABOYII
KATMEPOBOTHOIO HHCTPYMEHT
JHATEHHA

a) Ompemenesme axermsms
CH T emepamesod
EOEDEpSEIEE D0 MEpaM X
BacaM

biIpomemypa DepsETHONC ITATCHEODD ArspemuTonaEsas madopaTopEs
HIMEpEEHE ITATOEELD HIMEDEHH o0
Cas. mybmmeammn Maxaymaposmore cozema oo IOTATHEIM EECTPYMEeEToM

c) Iepapernt xansbpaTop: SrREsTmarR reaaoran (ICSH)

ERM-DA4 T TFCC

£) Barfpamsas OpoRiEoIITeNes DponeTypa Hitachn 71380, dapManesTeaaecsas

HopOopanEd «ATsdpezan

3
=
-
E HIMePeEws
=
3] —
o g) Pabomms xamibparop
E HEENOTOBHTENE
i b} [Tpomenypa mocToSE=oro EIMepesys Hitacls 7130, dapmaneseraecsas
"f. OpOEIEOIHTETE ropoopames «Arsdpesas T
5 1} Kanedpatop opoaysTa & ramEOparopa B N5-Prime ans
E HOHTPOE OPOEIBOIETELE HOETPOIE
é } CTammapreEad opooeIypa EaMeDeEHd ——
& KOHSTHOTO DOMEI0RATATE
E Crazmapreens obpazen
L Pesynerat
1. Tpedyemoe 00opynoBaHue, MATEPHAJIbI M PeareHThI

7.1, raw Ssdbktsey Coyjhlse0 d o0ddHEshsS teiLizds0kte ¢0 Ok0kdLOkstE
OolssgOsdLdeto0thed  Shdhduints? rdidd NS-Prime d NS-Prime AAO01
G jsBatHB T i jHEzEdj adHT tBBtezHESa0dkdY, 30l jed0dse dtejoe jdiste:

- PiOEdLOkte HAMStE st 2 Oolssd30ldLdteso0tn 2 Shdkdyints? ~dedd
NS-Prime Hv Cskdyjhejkdses in vitro  stiejHjejedy o  &okdkstdieo
ChlyjBseOyd?  OzOkdsse o  BOSESCUINSOR  MHSSMSwR  yjzsejco, 1
fodtOHEbehisvikd  / PhOkdLokste HAhStojlstr2  Oelstsdz0lsdLftetso0ddz 2
Chdhdy ihSt2 Adddd NS-Prime AA0L HEW Sstdyjiise jhdsets in vitro st jHjd jedw d
Bskdisstedized Sy jdisteOyd? 0k0kdiste o SOk yjtse jS0;
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— tflosBdieC0 HEZW sBOLYse (SBiJjR; 1,8 &z HEW OeltdOsdyintdn
0d0tdLOkBtetse Hitachi (T 716-0425) [tu — Aw) 2009/05517 ©is 19.08.2015, fts€
HJ2Misad - B jitetsydets. esdLosHdls jz+ DELTALAB S.L., Rijfohdw];;

— ASESHAEAGAS, HHH jiexdo0s P d? s jostf jiolizil Sis 2 His 8 Au;

— SHESCOROEA G tisiiz0okshodyjnSdl HELOLGer  Ydtfissyk g
HitjBietrd did WAthdseOktd sBIjdtsd fis fdjetrdd @G0SsRiyedeosd,
fsLotveshdj B0l ST jd3r MHSEMIsj2 Bls 10 His 200 d3Cez, Olsls jhstso0ddk | tfis
LGOYjdkdE MiejHdj2 HELY d MesHA®EhS] tejLizzs0kte, et jndshise dLditejddv
CRlstste ™ HEBEY G0 BY s & BBEZJ 3%;

— YAy JisCd ¢OBStOSSdG ™ j fisjSdVidk ™ J;

—  WOBBt tejOcjibte in vitro HEW Oslstsd0ldyihtses Cskdyihise jduses
stfte JHJ& jdzd™ cjdseisBdi0 o SOk o ZH0CtoSj HEW OkOkdLOLEESe NS-Prime T FIT
Hemoglobin NS-Prime (ARU g jf3setssdl NS-Prime) /3086t 6j06jdisso in vitro
HEW  OalssR0lsdyhSsets  Swdyhise jhbses st jHjdjkdy ¢jhseusBdtd o SO0zj o
ool HEZV 0G0zdLokstse NS-Prime AAOL T FIT Hemoglobin AAOL1 (ARU
AJBeeusede AAOL);

—  WOBBE tj0cjhlste HEW COkdBletsoCd CdyjdisteOydd cjdselisBdRO o
tf0CsoCy HEW OR0kdLOkstese NS-Prime d NS-Prime AAOL T FIT Hemoglobin NS-
Prime Calibrator (ARU 4 Jd3sceizsBdi: NS-Prime S0zdBteOlststs);

— 0BGk tejOcjdsse in vitro HEW OelstioldyinStes Sty nise jhhkses
tstfte JHJEjhdw IsteOdhw jistedd0 o COkzj o Zf0Ctal] HEW 0k0zdLOkStstse NS-Prime FIT
Transferrin NS-Prime (ARU ute0dhW jtstedz NS-Prime) / 3086t t6j06 jazsse in vitro
HEW  OolssdzOiscfu St Sskdyhise Jadisets stfiejHjzjddwy IsteOdhw jstedt0 o COkj o
ool HEW OOkdLOkSKse NS-Prime AAOL T FIT Transferrin AAOL (ARU
ute0RhWtetedz AAO0L);

—  WOBBE tojOcjusse HEW COkdBesoCH SodyjhisteOydd  IsteOdnW jisted0 o
tf0CsaC ) HEW Oi0zdLOktese NS-Prime d NS-Prime AAOL T FIT Transferrin NS-Prime
Calibrator (ARU Ute0dGNW Jteteddz NS-Prime s0zdsteOlists);
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— 0BGt Cudtrj? Sekyjdstoydd 6jdselsediz0 dided Istodmnw jitedd0 o
Ztf0CsoC) HEW O00zdLOkEEse NS-Prime d NS-Prime AAOL1 T FIT NS-Prime Control
(ARU NS-Prime sststsiz);

— 1OBOodsjizd BEeOLYO HEW FIT Hemoglobin NS-Prime d/dkd FIT
Transferrin NS-Prime o Etf0C9C) HEW O@0kdLOsstse NS-Prime - FIT NS-Prime
Specimen Diluent (ARU NS-Prime t0OLBOads jid tBteOLY0) / TOLBOa L jid BBiOLYO o
ool HEZW 00kdLOkStese NS-Prime AAOL T FIT AAOL Specimen Diluent (ARU
AAO01 t0LBOadls jizd sBtsOLYO);

— 1Ohsets HEW tfissdso0hkdw ¢ o ZOCteC] HEW OkOzdLOLBisse NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (Jssizra0shd? &0nkotste ¢d);

—  W0BBt SHESEOLEO Y - 6 j0SydiE = o jls f) 8 wyj2e0id AAO0L / AAOL
8-cell  Reaction  Cuvette  (SSZACS  HEZW  PORdLOLEE0  HMCte jlstsets
Oalsd30isdLdteso0dtisets SdidyinSs? ndisdd NS-Prime AAOL HEW Cskdy,ifise jkdses
in vitro stftsJH ez jdkdv d dsedistedize0 Swy jdisttoyd? 0k0kdstse o C0kj yjkise jS0);

- HAhlsdktzdtstso0di0w/HjdBhdLdbso0hE0w osHO.

8. IIpoBenenue anaansa

IHIsBROY dhWisteds0ydw tts YisHeslstsot | e j0cjdistse d tistse jHjhkdt 0k0kdLO
tfiedoHd®0 o dhhstelzCydva  Isdhis-fJudWoukrn  teJ0cidisse HEZW  StftejHJzjedw
¢jdsedzsBdiz0 FIT Hemoglobin NS-Prime / FIT Hemoglobin AA01 d IsteQdiW jteteddz0
FIT Transferrin NS-Prime / FIT Transferrin AAO01, 0 k0SJ o tezCsotsHiiso
tfsiz- Liso0ls jiW dd0kdLOkE0 OolsthokdLdtto0ddses Skdlduints? ndldd NS-Prime
/ NS-Prime AAOQL.

8.1. Ilpoueaypa KOHTPOJsI

TJSBRIEHEZ Y,  yssBY  SOMHOW ¢OBBSOLEEdY  HishissWhkks  dhiszALse0k0
GOk Jted0zr  Codlstesw  COyhise®, OGSy SO0 sSBhbtsiz+ ARU  NS-Prime d
his0k0okzdo0k0 fotsd Meshso iy Cdteszi¢rj stsokd. _Fhisctizttokjor |
ClGisteszd  HEEYEY  sdhsdsadisHw  tied COMHBE ydSezj ©oOBSKSY. YEOyJedw
UJesoydnSisets  GJfssersBdR0/se0dwtied®0, fstkzyjherd HEY - iOkjedOdise
Cisdzistets@w SOy nise0, G HEE G BEsesSe0lsts o nsHs? LO Cdisteisizd Y J ztesodd,
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EhisOksot jkkrj o COMHE2 t0BBOLStedd. ik L&oyjkdy Codistetkw b jsHiECE0dkS
oV asHWS LO IZhsOdset jidk 4 HAOYOLSE Y, fkjHE s e jtdis-, te0BBIOJS ¢d tedBs
ZOHE MO d sBteOLESd dizd tissodhisd tisolsstlkizes COtdBlsoSL.

AfjeHO ortfiskpwlsj Stk COyinised tishizj SOMHE2 COkdBesoSd HEW
sBJNYdued™ ssywshsd dLaeied?.

IBHEBIEC0 Cidistetsdw

IsojHdlsj sthlsests L  H d teOfsostedisji! Sohistesky HE Sodii0lsis?
sJdstf jteOlsizte ™. AtshilsOksodisj edsWdkdLdteso0dyrj Sdistesed L d H f) tsgshas
2,0 &3z teOmisotstedfls jzw Sodistotsaw.

AsHEEBR Y YesygHizier ts tesojHikdy StdGisteszy COyihise0 GORSHWSHW o
tezCsotsHisoj  tiszLso0jiw  pd&OkdLOLSEO  OoltiBokdLdtto0dkdtes  Shedhkdyinss?
~qi3dd NS-Prime.

8.2. Pe3yabTaThbl KOHTPOJIA Ka4ecTBa

TdLzd2s0r  Csdlstetsw  COYMisod dGsyds tftetsojtedst &0 1Ste0dzj fisOlsizino
dihezjHse0hkdw, 1SE0hk] EiLzzisolte Sty SOydhised d ASt0d] tojLize-lsOlktse
Csllstesz1Grm  dLdtej@d?  Pa0kdLobtid OokshokdLdbtotnkrets  Shdidyjhts?
~disdd NS-Prime / NS-Prime AAO01. ybtBY tftesojtedls? tejLizizs0lY  Cisdisteisiw,
NeJHz2lsj dahstizCydwas, duisyjdird o tStosHilse Yst-Lsa0lk ity GphokdLoktts0
OalssBolsdLdtesa0dkdkses Skdidujhts? ndlsdd NS-Prime / NS-Prime AAO01.

9. OrpanuyeHusi Mpu NpoueaAype UCCIeI0BAHUA

9.1. RLBjGjkdY ek jhdjets odHO, SOSj SOC ts®khjkdi d OctjcOydw
t=Bes dL Cdisteisizj? FIT NS-Prime Control Wodwiskiw tfiedLBOSE® dn osLBEYGs2
tfsteyd. e Cdhize-4sOydd ewdisii- f) 10N dds dsflsta*ds Hoftz jtetsds.

9.2. uhokjzias it jgjhde0ls HozrCOR el j Wr0Csh ) b j0cjdis0dkd 1
d 2 tfitsjn SOMHY & difstLs00Gd s, skl st yonsdyr CaisqHEsEs Lsksso
Bselzls o rfoHO o ShHOHEBS ofs otp jdsW ~tsOd jdad™W.

9.3. W JSBREHAHRE fstsels fEBEESHOS djissHyinSd ZSOLOGdw, 0¢ oS
=B Lz Biid] Bl gedoinisd § dLd ik jkdss e jLizdIs0is0.
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9.4. RNYsELEo0R]] SCod@sestj?2 FIT NS-Prime Control, t0h-sHGEY -
BOkjedOkseo d LOYOmGT = YoM, skidukr~ ks tesHizCydd, Yishs0odw jks2
OolsstedLiso0hk rds  HAMistedBA s jtelsdy Ml edodfisd ¢ tstizyikdts Giktysr
te jLizzAIs0lss0.

9.5. MmiOkdls+ Stz FIT NS-Prime  Control ¢ jSBRSHA®BS )
hsslsojishisodd ) ZCOLOGEY 3 GO AsdCikSy Ehdsodwlsd nteOdjddv. 3 JHEHEhSdEs
ditfsz Lse0kdj SoEteszj? FIT NS-Prime Control #fshizj dilsjujedy missCre
~ie0dJddwW.

10. Mepbl AJIA CHUKCHHUSI PUCKOB NOJYYCHHS JT0KHOIIOJJOKUTE/IbHBIX
NJIN JIOKHOOTPHUHATC/IIBHBIX PE3YJAbTATOB IIPHA IIPOBECACHUM I/ICCJIeI[OBaHI/Iﬁ

10.1. sthbteszd FIT NS-Prime Control e jHEOLGOY b  SBEACE  HEW
dhtfsi o0y o in vitro  HJOGLBhisdS) Medzjhlskts ) pdOzdLOLSER
OalssB0ldLdteso0dd d3 Skdtdu inSs2 nddsdd NS-Prime / NS-Prime AAOL.

10.2. I jtojH teOBBLER ) Cdstesdvdsd FIT NS-Prime Control & jsBaSHA®ES
LGOSl f) denisteizCydd s teddjaiddt.

10.3. stubkteszd FIT NS-Prime Control fiizjuizils ditfisizALiso0lst  Issiz2Cts
sy lsdisdslz EOBG0SEtddL tthsd0tkz.

10.4. sts@istetszd FIT NS-Prime  Control  Hsijr  digtfisizLse0ls4iv - o
hstise jishisodd f) GOHEZ >0 j2 E0BBLOLSEES2 He0SsdSs2.

10.5. IstewHES Hi2Msod? fed dhtfsiLse0kdd Stdistesij? FIT NS-Prime
Control HisE j& tfstdshist s hsBzEHOAW, K0S COSC EBBSj LB jhjbkd] ety jHiztsr
B dls YisodzdWist 0 dLdsjdzddzd] tejLizazIs0se.

10.6. RIszLso0kd] CshGisestj? FIT NS-Prime Control, SHESEOLEOY A
foditshsBzjked? dizd LOfomGr= Yomkj2, Gbkdykr= Bk fshs0edw jdrn
EtstGshyjti ¢ HOhstedBAskstesd, d@oXds  Hededhsd ¢ djtfeodizidrd
tejLIzdz 1501503,

10.7. Jet0tofyjddw:

— G dintfistzLse0lk Cdstetsizd FIT NS-Prime Control f) &0Lizdyd™ &
s te03d Yotelse2;
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— GJew ditfsi o0l Cewkteszd FIT NS-Prime Control HEW yJjij?,
Slszdydz "~ BIs tfisso jHjddw HOGESES s jiiso, Ystistziwis+ d fdsjdeois- ts jOc jdisT.

11. Mepsbl 6e301aCHOCTH TP NPOBEACHUHU HCCIeI0BAHUI

11.1. W Yqtfilsdisiz2k j tlstscs.

11.2. stdbtetszd FIT NS-Prime Control fisH jte>0ls d3jdjJ 0,1% OLdHO d0ktedw.
ted sfoHOEdd © 60LO, &0 Stz dizd ted Mukzy02dsd tfisckOlsro0kdd Hddds,
AChSte sz J d3dte™, 1SOGdJ SOS Yz o0hkd Bz dl Skdyinisosd osHY. ed
tzjsBrtHAMSHisd B0 jf)+ € ote0yfz.

11.3. NS-Prime tfeszro0=hd? twohsoste Wk jishw fidizids2 P jesyts. Ied
sB.eOP jadd f d&ddf ©OHjo0Rk] tjdusery HjtydsSd d LoPhdsérj sySd. Ied
stfoHOGdd © 00 did &0 Stz tedidisj AChstejhkrj &jter, k0Sdj $O¢
sz o0kdj B Ndds Ssizdujhlsosd; osHY. Med d&jsBRsHAMGENS] SBEOSSjii+ ¢
otsOyz. e fklzy02dsds tetscizOls™o0hkdd b jdsjHejdbts sBtOldis i+ LO B jHyddhSs2
tfsdgs s,

11.4. st@btetszd FIT NS-Prime Control fisHjtex0 BYyd? froesistydr2
Ok1Blzdzdl, Cobter?2 @& MSHjEMds dLodhiskrn obLBRzHdLjiZj? dBWjSydster -
LOBB(EZ jo0dkd2. Ui & d3jddd, B frydisojishw sl jlydoddts dew jSydstsds, d f) dddb
Mz jHizjls sBELOMOKH W By d&S, YSSBYT LB 054 LOEO] jddv.

115. dfyj ujtsejuinSdj sBEOLYr HEEGT  fudlsok iy sl igydor-ds
WSy dshd " dd:

— h oBEOLYORd MijHEjls tBEOPOSW  COC ) Yl jdydod-dr dd
dhssykdSokd stfondr - qaWiSyd2 (adtsizh ¢ jfolsdiso B d C, ARY dHiskzedj);

— ofi ©BOLYT d Hljhydot-ds LOLO>MYhEJ dOkjtedOzr iz jHEz s
HjLdBWdydtese0lst d EZsdizdLdistse0lss o fisslke jshisedd f) IeOodizOdd teOBsY
oLBZHAls JZV&Bd diwjSydste - LOBBE jo0kd2;

- tfted 0By ) BBLOLYORd Yoydidsse did Sshistestvdid FIT NS-Prime
Control iz jHizjls dLje0ls+ dn YsfOHOGAW 10 MdLdiisJ SBBESYS|

~ fsEjir, fiOHdGT  d  Hekedj gsoljyHiGGY  omsSd S
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HOBSLOEEREES jEstot0 tid w0BSS] fj SBEOLYOhd Yoydjksse did CeGsEsE dhd
FIT NS-Prime Control Hs@&" BYl! GOHEZMOPdd ©BOLsE LOPIP j&r
istslsedishisotzt P ddd otsHist ety ids " Bd Yt jonLsuk  gd fitejHiise0dd:;
~ 9fsOF, 6Hj GORSHWSTY SBEOLYT JOydjdsse did Selkesid FIT NS-
Prime Control, LOtftsjP jizts Clztedls, tedhdazols+ Pz, s Lisa0ksAiw Cishds jlsdSs2.
11.6. At ot jks" t0BSST f sBEOLYOBR Yoydjtsse did EsdidLoydd sevieHT R
dizd MdHSdR BlsasHEe BBWLO ji+ &S dijtfiskALEz2lsj Z0BKOLSisw ™ J Hiteyolstd.

12. Tlopsiaok ®W  YyCJOBMSA  YTHWIM3AUMU  WIM  YHHYTOMKEHHS
MEIMIMHCKOI 0 M3J1eJIUs

12.1. vldidLoydw Sdistestzj?2 FIT NS-Prime Control HSEZY&0 tftstsLoBHIsA W
9 fstslseJishisedd i) w0k Iy 2.1.7.2790.

12.2. 1 fsyjiinj tesdLosHhsed Sodltestzj? FIT NS-Prime Control &
fodiz jlewesishiv oM jiise0, ©0LEzNOshdj tLsGsor2 fiis? Obdshwjtr, 0 S0
e jOGjdlsT & MisH jtex{0ls 8P jiise, teOLtezN OB R SLsdkEe 2 ks OlsdshW jte T

12.3. urtedj, ditfskiLzjgs) HEW tfesdLotHilsed Codisteskj? FIT NS-Prime
Control, d Sodblteszd FIT NS-Prime Control @ wedzveslshw dssykdCodd syondgr -
duizizy jded? d oV Hjdjkd? ote jHE Y - 0 jfise, LOGkWLEWE PR tSielzy 0 Pzt fiie jHEz.

12.4. 1 ey ditseLse0hdy d kisdkdioydd Sodtestzj? FIT NS-Prime
Control ) dijs jSP d MtstsCisdg csHESNIs IsEChdyG - BlsABHES B SBIEOLEZ jishW.

12.5. sttbkteszd FIT NS-Prime Control fisHjte>0s d3jdd 0,1% OLgHO d0lstsdw.
GLIH &Osted™ By jls ofbkztfols+ o 6 joSydts i) GjHAE d fedeHdls? ¢ Wistedzdieso0ddts
oL o0~ OLdHBO  BjlsOzkse o otHSHkSoSH]. ZJISBRBHJ®BE ik jHESo0Is-
HJ2MsokzE=hdl tfie0odz0l EsdzdLoydd syohkr- skatHse. Med EsdrzdLoydd o
te0Csaddlz, g o0kj skasHT Bk N dd Sty jhisotsds osHY .

12.6. sthlteszd FIT NS-Prime Control fisHjtex0s BYyd?2 frotesistyd 2
O Bzzdds, Swbsste™? d&j fsHjEeMds dLojiiskra otLBEHjEj2 dBWjSydists
LOBBEjo0Rd?. Ui® & Bidkid, 5t Hudisojishw tfisls jeydod1das daw jSydddrd o f dadds
iz jHizjls sBLLOMOK W BhisesM b, UstB T dLB 054 LOEO] jddv.

12.7. Afj YjisojuihSdy  sBOLYT fiydlsOEsisw tfslsJiydod-dis
dewWiSydoheréd. rdidewdydez2si d Esdididielz?si eoffj tBkOLyr d efd
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el jbydotds  LoLOMYhhEr] dOkjtedokr k0S¢, COC BEzHSS dd MiH X0l
otsLBEZHds j&j? W jSydsttr - LOBSE jo0dkd=.

12.8. JlnsHT, sBOLZERdjw o tetyinnd dhtfsziise0kdw d ZsdzdLoydd
Cowstesizj? FIT NS-Prime Control, slsdgsiwistiv € Ceomhz ¢GtfdHjkdsasedyjnSd
YOG j SlsasHT e (SO A fiscizohds 0k dy 2.1.7.2790).

12.9. fB.Ohjddj (hBtts, otejihhkis] ~bOhikdy, SBJILLOEOMdo0Rd d/dizd
sBjLote X do0tdj d kteOdhtfttelsdieso0tkd]) BlatHEe, SBROLZERdRY o tfistsyinhg
dhtfsiLse0hkdy d ZsdkdLoydd Stdbstesizj? FIT NS-Prime Control fj dfysjShdds
MesCisds  eoHEshis, HEEGT  esosHds Y o ke jshisedd )  tfis0odiz0dkd,
HJ2Mselz= ddsdf o MisteOdzd Yooz jdajdedW 0 a5 dals ZisdizdLOydd.

12.10.r@v tBjLLOOMdo0kd™ d/did BBjLotei>Mdo0hdw BlnSHSe HEEGT
ditfisiz1Lise0k v L0 jedhstedfesolllzrj o tA HjLd@wdydiszshdy htsjHiised d
SBBtelzHE008%d 4 o fisSisejishisadd ) duisteslzSydwasd gt o feddddddts.

12.11. flsmsHY, skashvhdjw ¢ Cohhz cSYdHjhdskseduinSd stondrj
SasHIe HEEGT ZisdidLdistsals v yjtju seedddLoydd, dejshdj ddyjeLds ¢o
Alstsls oH HjWls jiz-dztshisd].

13.  MeToabl U YCA0BHS CTEPUIN3ALMI

stistetsizd FIT NS-Prime Control Weodwesksi\w & jfls jtedizd &z &z jHdyddhSdds
dLHjezd j&z. IesdLosHWishv o OfjtflsdyihSdn Ehtsedvn.

14. TpancnopTupoBaHue, XpaHeHHe M CPOK XPaHEHUA MOCJe MEPBOro
OTKPLITHSHA

14.1. TpancnopTupoBaHue

LYOCEO0LEj Sowbtstzd FIT NS-Prime Control kteO&htfstelsdiszEsls  ofjdd
odHORd Sterlsrn  ISOENtftelslz = fiejHise, etk GiskOfzdo0jk = Bihjtso
hodsstzjlsse d dastehlet IsteOdntfstlso, o Msskejshisodd fj feOodkOBd  jtejosLES
GlelzLtse, Hj2MsolzEs rdazd &0 HOGERSE odH ] Iste0dtistelsO.

LhdsadW bte0bhtfsteisdtsso0kd T Hied s jktfjEkiztsj (2-8) Au.

ute0Ghytedttodtd) HEEGE shzhjhsodvisaiw o s jed3sCEls 2, jt0n
BSHEBEOLSOEE feskaLse0hdw,  fisHieX0Pdr  REOHBAZjBJGsT,  dud o
IS B S S UAS J22 160 A SO SIANES Hrodizjdeddedf f Oalstsdz0lsdy jmSd
tfsHH jtex] o0 jdss2 Is jdstf jteOblztets? dizd o Oolstste jWied™ jteOlststeOn 1) ofiytfisiz- Lso0dd jd3
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Is jtecRsdBH SOl Be.

stswsteszd FIT NS-Prime Control, ste0diistelsdteso0dij 1) oz jhkdjds
IsJd5tf jteOlslztedzSets tojX 0, Yedisjddddts &g YsHE > 0ks.

15. XpaHnenue

Uit jteOblzted AteOhjhdy Sodstesizj?2 FIT NS-Prime Control ZGS0L0GO &0
AsdSjlsCj CotesBCd. micOdedis djslsCie s j Cdibsteszd FIT NS-Prime Control tfied
LCOLOGEHER 40 AsdSjlsCj CteisBCd Isjostfjeokizisj (2-8) Au HS dfsjyjkdy fsCo
nic0d jzdv Sedstetszj2 FIT NS-Prime Control.

MmO jhdj Ststestj? FIT NS-Prime Control Hs@Gs shizb jhsodvis v o
~BESHZAEY R COgj0n  dizd o  ABEBHAE'GdCoR,  sBJfYjudedshdn
tejezOd jlascftetso0hl 2 S jeolizier 2  tejqdls ) JMJHEjods? tejedisteOyd?
Is j 3] JteOlskzte .

stwsteszd FIT NS-Prime  Control, rt0&dohdjhw )  d&oekzh jedjd
te j6z0d3 jtzlscftetso0tdzsets oy 30, teddsidzided®s &g YisHdz > 0k.

15.1. XpaHeHHe ¥ CPOK XpaHEHUS MOCJIe NEPBOr0 OTKPbLITHS

Stwktestzd ity siksCerisdy d eshhisodsotjudy f) tsishae wohlsotsels v
nis0ddlsj fied s jostf jte0slzis j (2-8) AC d oftfistALiz2lsj & s jujsdj 7 HE 2. TOmisotstecfls jz-
Cstistetsz fisOBd i thsef s jostf jis0lslzts j (2-8) AC His issCO, ZSOLOGGEES %O ZfOSsas .

16. TapauTuiiHble 00s13aTeILCTBA

16.1. MedLosHdkitr c0te0disdiizjls hsslse jishisad] Stttz j? FIT NS-Prime
Control  EhsOdsotz ki e ktejBsa0hkdwdly — MisOGHOEe HESCZBJwsOydd
tfiesdLotHds ity ted hsBEE=HjRA] Ehtsedy  steOdhtfstelsdieso0hdy, R0k jddw,
ACH YO0y dd.

16.2. wteSE esHEEMisd f) HOT tesdLotHiised (Heddwisdw YiesHESY I BisH jdisd
Chtistesz SOy jfisa0 te jHtftedWisdW-dLesissads j&w)

AesHECY W '%%iﬁ{tv BteisS esHGShisd
OBt Codistesizj?  Stsizy jdlstOydd
¢Jd3setzsBdR0 d/did IsteOdhw jistedd0 o
a3 .d dl/dltz] IsteOaiW Jetedf (2.8) °C 18 ds o
foSsoC) HEW O0kdLOkEiese NS-
Prime d NS-Prime AAO0L1 T FIT NS-
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Prime Control (ARU NS-Prime
Sisllstetsiz-)

16.3. MesdLosHdlsjzr & &ghds  slejkhsejedshisd L0 SOSE2-kJBS
tfodudddddz 2 E2H B did tfsotej>HjkdY, o7 La0hk Y j Yisolsteh 3 dhtfisiz-Lso0dkd jd
Csdzistetsz j2 FIT NS-Prime Control.

16.4. MesdLosHdsju &  Ghds  slejshisejukshisd O COCS2-kdBES
tfedudddddiz 2 P jte did tiset>Hikdw, orLe0tkhrd dhtfist-Lse0hd jd Sodistesiz 2
FIT NS-Prime Control §shij dfyls jyjddw eSO esHEshisd, ZSOL0GEREEs &0 oSt .

17. KounrakTHas nHpopManus

A5 otstfleshods COyifised djHdydinSeets  duHjkdw cyoBtte St j?
CodydaisteOydd cidsseizsd®0 d/did Stodiwjttedt0 o 0SSy HEW O%OLdLOSSESo
NS-Prime d NS-Prime AA0L T FIT NS-Prime Control (ARU NS-Prime stilstsiz)e,
tfiesdLotsHiMise0 Alfresa Pharma Corporation, ctisddw, seis0f0ls1fiw tfts OHts jhlkz:

JBhjmsets ) scteOkdyjlhs?  slkojshsojhukshsis  LLL coATLH-
R rtuszade (JJLcoitJe-ruwsrturs=zade),

Bhidw, 196066, ¢. a0kSs-I jis jeBlztse, JhCsonCd2 tie., H.212

Ui +7 (812) 303-82-44

-mail: agros@agros-int.com

AsdLesHiises disJdls hdtlsdwdydtesa0duizEs fdfisidsiz BudHM B3J%s0 SOyhise0,
9 Istsog ydinizg o omisd tesdLotHise0 dsjrdydaSeets duHjedy ¢y 0Bibts st j2
CstpyJaastsOyd cassesBdd0 o/dizd SteOdmw jstedi0 o oSSy HEZW 0n0wdLOSts
NS-Prime d NS-Prime AAO1 T FIT NS-Prime Control (ARU NS-Prime sts@istesiz)e.

A sHIso jted{HO jistw fdz jHiztFrofdsd HsClzds jaaisOdd:

atelsdW S0l mstsise jishisodw — MD 503784 (fistslse jishiselzjls 1S [ 13485:2016),
MiesS Hj2MsodW HEs 23.03.2021;

IrJSe0teOydw s fssiseshisodd Hedhsyyjddy 111 VDD 98/79/EC 5B (LHjzdWn
HEW HOOGHEMISISd o w0BBiEOLEG Y ~ ZisadWa (in vitrts).
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18. Chnmcok JutepaTypsbl

1. Aegds CBOGOSO d Hi., wteloldldd Mdimlsd dHIEI? Sl inSd
HEShSzd - Oolssd30lsdLdteso0dkE:  ~ 0%0zdLOkEEse HEW dui3dszdsisedyjhSEets
stfiejHjdjkdy hCterks? Cosod o COkj, rrizek0k B dihstelzdidison d
t6JO6 jdls0n Hw SedddyghSdr &OBEOLtted? (Journal of Clinical Laboratory
Instruments and Reagents), 29(2), fists. 1217130, 2006 ¢. [CsEhCd2]

2. Chizadies JB@&s d Hi., tdisteshyjSisdedns] diiijHse0kd] dddszusdudunSses
IsJhisctetsoOdzcfv 0 MSterislzes Cetsor o SO HEW o Werz jlofw Cisirtsts jCIsOk-dsets 160S0,
Clinica Chimica Acta, 411 filsts. 8027805, 2010¢.

3. Bjche mBE sdis d He., JyjBSo OskshOdLAteto0tkGses O0k0ZdLOSEO
Hemo Techt NS-plus C15 HE&W tfiesojHiddw s fs0 &0 fSrkkzes Closo4 o
COky, riztetOk ZOBSLOLEEHRE2 BJHJYdR d Sdistesiw COyjhised (Journal of
Laboratory Medicine and Quality Assurance), 32, fjste. 2377241, 2010 G.
[Stted2nSd]

4. GHOOH TAGHjE d Het., Jyj#So hdisj™ Hemo Techt NS-Plus HEw
dhtfskiLse0kdy o  fesodiydor ds?  fSkdhdheses?  tftse0did
Chiste JCs0z- disets 16060, skddkduinSow adsadddw (Clinical Biochemistry),
46(4-5), fsts. 3651368, 2013 ¢.
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Ipunoxenune A

¢ 1. seonhdWdSoydder J fiadHludw s tedCOLz JrduLHts0a0 tshidd sis
06.06.2012 6. — 4, tfiedCOLO _JdizLHs090 tishidd s 25.09.2014 — 557

¢ 1.1. AdH B3gHdydenSsets duHjedw o fssise dishisodd f) wsds jaSw0kzsdis2
ConnowdSoydd2 BJndydinsda diHjad?:

199530 T _fats>1Jiisejddz 4 0k0edis™ SediduinSs? ~didd RA T, Sdistesiar 2
d30ls JtedOdz.

¢ 1.2. swOh tfsls Jeydod-disets edhSo teddddjedy dgHdydentses duHjedw o
hissise Jishisodd i disd jeCk0kzdks2 SronhdWdSoyd? djHdydenSd duHjed? T 20 (4.
9.6.2 tftedCOLO _JFdtzLHts000 tishidd ls 06.06.2012 6. — 4d).

¢ 2. stH Js3r2 T 21.20.23.110 ¢docjdls™ HAOskshisdyinSde.
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Ipuioxenue b

_J0G jis ds0teCfistsolq

MapKl/IPOBKa HOTpeﬁl/ITeJIbCKOﬁ YINAaKOBKH Ha PYCCKOM AA3BIKE

alffesa NSTHms

Dizcrate Clnico! Chemiyry Aralyzer

v s jfls0 &0 fiSts szt Ctetse+ o SO (FIT)
Habop KoHTponeii KOHUeHTpauuu remornobuHa wu/vunmn
TpaHcdeppuHa B ynakoBKke ana aHanusatopoB NS-Prime u NS-
Prime AAOQ1 - FIT NS-Prime Control (®PUT NS-Prime KoHTponb)

SO0 B2 Gisdsjts - 910873

ststest L (FofsWdtdidese0tizr?) Y. 572,06t
Shstest! H (FasWdididese0tzr2) Y. 5R2,0 g
10hsatstecfls jz* Stodstetsd™ . ... ... ... .. ... 17 30 dyt
ABHJE 9 s jyjddj 18 d3ffwy e f) HOlsT tesdLotsHise0

UBZASE HEW HJOEESHisdSd in vitro

v giesWinhdstoz eses teddhjdiddy

otsdsjz0 € ARY 1, 2 d edwldz ¢jtfoisdsd & d HBSAg

shhzishisolztsk. JOIs jedfod ™ yjEse jujicses YesdhneyH iddw
qE0SkddEse0G T

N
“ COTWis JLO AOteck0 sSttetfists j2M e

18 v0d=1dHOd, 1YB-IsY, ZjLH sylzs0, JLOwd0 709-4321,
CYtsied™

JLL cotda-ruscturs=zade

196066, JBhCsonSd? tfi., 212, €0hCl-I jis jteBlztes, thhdw

At tjedlse0ydshiss ZHENsEs jisjGdy: — tTu2019/9053
tsls 16.10.2019

RUNSEESYAY s fisdds it jdid: ifobt-fit.ru
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Pa3bsicHeHne rpapu4ecKux CUMBOJIOB

] u qLesssads ji-

CsH Y0telsdd

LOT

difsELE00k HE &

Is jdstf jteOlsiztedz 2 HAOYOLBEG (s +2 HE +8°)

q

ElEkadl &

J

B jHdydahSs diHjedj HEW HdOedshisdSd in vitro

(1o sBis0sfis i+ € qanlselzCydd fis feddidaidsef
T | tfeddsdsyjdk 2 s jHisoads jt- o
oSt j2NCEa st jijso
rj st jts tfts COlOdseL
C € | douCdinsoso ur
ﬁ JMiststes>s! [0kl it § qustzSydd i
tleqidBideddsef™
& AdsEsEqynSd? edhs
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Ipniaoxenne B
wtsh)s0 5 HAyCENSEES dLHjid 4O Okekd2mCd WL,
FIT NS-Prime Control
Calibrator L (Lyophilized) 75T 2.0 ml
Calibrator H (Lyophilized) T5 T 2.0 ml

Calibrator Solution 71 T 30 ml
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WALt tronw ] 1 soIRITSISR sAAANWTOARR

Sof3tJursvrye d viosfIst rfc e IR v Lt 1 NS-PRIME
d NS-PRIME AA01 TNESCAUTO CP AUTO CALIBRATOR

RENSEZS Y™ U Hedddeied
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1. HaumeHoBaHue MeJMIIMHCKOI0 M31€J1UA

WOdBikse0kdj BJHIydEhSEes dLHjzdy AT ¢cyOBBt tjocjdbte HiwW
CokdBtesoSd CdyjdisteOydd SOk ttesls jSlsdk0 o f0tsatj HEW 0k0kdLOSEo
NS-Prime d NS-Prime AAO0L1 T NESCAUTO Cp Auto Calibratore (HOZjj T
NESCAUTO Cp Auto Calibrator).

2. Caenenns 0 pa3padoTynKe ¥ MPOU3BOAUTEE MeAUIMHCKOTO
H31e s

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-
8575, Japan.
Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/

(cOIWis JLO NAOtedz0 sttetfists jR2Nd%e, 2-2-9 stClziokd, ust-Ciz, [HoCo
540-8575, ctfshdw

U k.. +81-6-6941-0300

NOGH): +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/).

3. CBeIleHI/IH 0 MeCTE MPOU3BOACTBA MCAUIIMHCKOI'O U31€C/IUHA

¢Okayama Plante, 18 Taiheidai, Shooucho, Katsuta-gun, Okayama
Prefecture 709-4321.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(¢ 0otsH ¢ JEOwR0ee, 18 s02-12H02 uylizky, sOylzis0-clzd, IHe jw jSkiztcO
JEOwek0 709-4321.

ujt. +81-868-38-5341
NOCH): +81-868-38-5800).

257

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru


http://www.alfresa-pharma.co.jp/english/
http://www.alfresa-pharma.co.jp/english/

4, Crenenmust 00 YIOJTHOMOYEHHBIX NnpeacTaBUTENSIX
NPOU3BOAUTEJIS

4.1. ¥YnoaHoMouyeHHbI nmpeacTaBuTeb B EBponeiickoM coodiiecTBe
Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570
Fax: +31 70 346 7299
-mail: Europe@emergogroup.com
(¢S tects Disstfe, W dHjtek0kHY, 40060, 2514 AP, Meddh jhhjct0nls,20

ujt.: + 31 70 345 8570
AOSH: +31 70 346 7299

-mail: Europe@emergogroup.com)

4.2. YNoJHOMO4YeHHbI NMpeacTaBUTEeb HA TeppuTopuu PO
JdJLcoatSe-rsrturszde
shihdw, 196066, 6. €0dCls-I s jieBlztes, JBhSeontd? tis., H.212
ujt.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com.

5. Ha3znaueHnne MEIUIIUHCKOI'0 u3aejinsd, YCTAHOBJICHHOC
MMpoOU3BOANTECIEM

5.1. Ha3HauyeHnue MeIUIMHCKOI0 U3eJIHSA

WOBtste 6 jOcjdstso HEW COLdBiesoSd Sty jdisteOydd SOkl jSlsddo o
goCsol] HEW 00kdLOkEtEse NS-Prime d NS-Prime AA01 T NESCAUTO Cp
Auto Calibrator tftsjHOLBOYjk HEW CORdBEesaSd Stddyihle jhkkr Isjhste
NESCAUTO Cp Auto NS-Prime d NESCAUTO Cp Auto AAO0L &0
00kdLOLBie0n NS-Prime d NS-Prime AA01. vtoji! SOz el jSsdi0 o
BteOLyJ  StfejHjiwjsiiv - )  edishas CokdBERoEYRE2 Cecfots2.
NE2GSYdsR0E1dGE j oLk jkd ] T oftfsdiscols jk4ks ] fite jHiisos o HAOEtShisdSE .
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5.2. Iloka3zaHusl K NPUMEHEHUIO

JHdydenSsj  diHjedj cwOsbt  tojOcjdlste  HEW  COkdBlesaSH
Ciodry jazsteOydd SOwftotsls jSlsdz0 o Ef0Sses) HEW Ok0kdLOLEEse NS-Prime d
NS-Prime AA01 T NESCAUTO Cp Auto Calibratore tficjHGOLGOY B HEW
dhfsz'Lse0edy  fseddiises 0 bins-NfjydWdusrgd  6J0cjesosd  d
bHOzdLOBBtsM OalstiOdLdteso0dk: Y d Chdiduints? ~ddidd NS-Prime / NS-
Prime AAO0l tfted in vitro HJOcEshisdSy o SOyimise] oftiseiscOls k- dkisets
ftedriso® ted tyjas oshyodiddw nkdidhss? seeEsySd Sdhjykdco k
foydjdistse, MisteOHOENdR  otshfodkdls jz e &d LOBSEZjoOkdwdhd S judkdSo
(hs).

5.3. HpOTI/IBOHOKa3aHHﬂ, BO3MO:KHbI€ IO0OYHBIE B03IleI7[CTBI/Iﬂ

e t0BBslsj fj) NESCAUTO Cp Auto Calibrator tftsslsdostfsCoL0dkd2 d
BB = otLH j2Misod2 &j oWl jds.
5.4. Ob6aacTb npuMeHeHUs!

Skdiduihcow  z0BseOlsteROY  HJOGHENsdSO. v YW ihhdiskokusets
tfiodB jijdedw. oW jidsk0d G2 kisso jb tislk jeydotikr st Lse0k jizj?
GOBGE0 6 j06jhsse HEW COkdBtsoCd CuhkyjhistOydd SOz il jSsdiz0 o
ZfoCsoCj HiZW 0G0dzdLOtstse NS-Prime d NS-Prime AAO01: oteOy Sddzdyics?
OBGieObsehs?  HJOGHSNsdSd,  MEktezHEdS  ChdhdSs-HAOchshsdyjhSs2
zOBBieOLstedd, tesh jHhd?2 sBlzyjddj Lk OskstdLtodddses  tisjHis0adls jdw
tfesdLotsHdls j&w.

6. TexHuyeckoe oOnucaHue, MNapaMeTpbl M  XapaKTePUCTUKH

MEAUIMUHCKOI'O U3¢/ Iusl

6.1. CoctaB NESCAUTO Cp Auto Calibrator

NESCAUTO Cp Auto Calibrator fisHjtexdls yjls*tej wizOSs®0 s 1 diz f
CoudBteOlsstelse  (MisHJteMO0kd) yJksejuintses COwAtfeslsjisdiz0 1200-1350
d%¢e/6), 1 Wiz0Ssh 12 dik iy teOLBOadis iz jd SOzdBEOSSE0.
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6.2. Cpipbe u mMmarepuajnl kommnoneHtoB NESCAUTO Cp Auto

Calibrator

086t NESCAUTO Cp Auto Calibrator (S0k. Gisdjte 912684) fisH_je>dls
4 Wiz0SB%0 f) COkdBeOlstssas d 1 Waz0Ssey f) teOLBOadls jijd3 S0zdBiE0SEtE0.

SOMHT2 Wt0SHst f COtdBEOEESE fisH jexdl 1 di 60fsosts0; 1 WkoCss
fsHjiexdls 300 dsksk/E MES BEWji0, 1,1% Cistdifsses Goked®, 0,15%
B et T ostEslsysses 0t BBdR0, djtj 0,1% OLdHO GOktd™, 1200-1350
(Ge/e y jiso JuifSses SOt el jCdiO.

10BOadk ji+ COZdBteOBd (1 Wiz0SEk 12 dik) fsH M dls 120 didstsiz/iz
MES BEW 0, 1,1% nistedhsses ¢Otedw, 0,15 % BYy-jes f)r otteslktydbsets
Otz BEEGd®0, BBJddd 0,1% OLdHO GOlstedW.

6.3. BHemHU BUJ
S0tdBteOkststs - HieLBOYROW cisizizBOW M dHS IS ;
TOLBOodls jiz+ COEBleOSiE0 - HfisiSLIsOYROW cBiizBOW M HESIS.

7. MetpoJiornyeckasi pocJie;KuBaeMoCTh

&0y jddW SsdeyjdistsOydd yjdse jyihSses SOt ttesls jSisdd0, tedydhodkdr |
%0Bistslz NESCAUTO Cp Auto Calibrator, tfeshizjMjer € tejWjtejdiishkshiz
0k jtedOtzlz tftotsdLosHdls Jd&v. StwyJdistsOydw t6 JSSBBAROMGISBE6!S
COz totsls jSIsfz0 Y jtso SO0 o oWt jdshs 3O jted0k] YtesdLosHdls jaw
stfts jH v jistw ) fisdssFaE LA-GjissHO.

8. Tpedyemoe 00opynoBaHne, MATEPHAJIBI M PEAreHTHI

rev CoudetetsaSd Sszdudhisa ket - sifnisso NESCAUTO Cp Auto NS-
Prime d NESCAUTO Cp Auto AA01 0 0i0tzdLOkste0n NS-Prime d NS-Prime
AAO0Ll & jBratsHd®RT M jHzEshd] odHY BSLEZzHBEOGAY, GOkjedOdkse d
t6J0G jdzlstso:
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- GEOEdLOkEE  HOMSte sk 2 OolssokdLdsotnk 2  Shdidyjnts2
~d&dd NS-Prime HZW Cstzdyihise jdses in vitro st jHidzikdw d gstdikstedizeo
CislpyJhisteOyd?  00dkdistseo o Bdblseduintdn  MJHCEhiswA Y jdsejS0,
flod@OHE D Bshisvsd  /  dkOkdLOkst  HAhCejlsi 2 OolstsdsOlsdLdtetso0thd 2
ChdudyuinSs? Adidd NS-Prime AAO0L HEw Stedyihke jdéses in  vitro
sttedHdzJed™ d Bsudlssedie0 Sdydastoyd? 0aokdste o Cozd yitsajSo;

— esBdteCO HEW BBEOLYRSO (SBIjR 1,8 Bz HEZW OelsskolkdujhCdn
00kdLOkBtstse Hitachi (T 716-0425) [tv — Aw 2009/05517 tsls 19.08.2015,
MtetsS HJ2MisodW - B Mtetsydts. esdLetsHds ji+ DELTALAB S.L., RitfOddW];

— ASESHOEAGAS, tsHH ey do0E= a2 s jot js0ltzts s 2 Hs 8 Au;

— SHEECOROE G j kiz0oktd0dyinSd HELOLGE T Hdtf sty j
Yite it ds did WoShotse0nd ™ d s8I Jdisds fis Mo dd GoSskjukdSosd,
tfoLosvshdj tkBdieOs! I jir >dHSBNSj?2 s 10 HS 200 &S,
Olsls jiisso0kk 4 ts LGOyJkds fejHkJ? HELY d f=BHABSHS] tejLizeisOktss,
tftsete j Ndshis+ dudsjte jdadw Colstste ™ HESEXEO BY IS ¢ Bstzjj 3 %;

— Yy JisSd ¢OBLOSSLG Y J fisjSEVikG Y J;

—  oBBts  tj0cjdse  in vitro  HEW  OelstsdzOlsdyifSses
Cstzdyhso jhdsets e jHjzjkdy SOz ttesl jCsdi0 o €0k o EHOCsOC) HEW
0kz0zdLOksteso  NS-Prime T NESCAUTO Cp Auto NS-Prime / —Jy0Bfte
e jOcjdstse in vitro HEW Oalssi0ldynSaes Cizdyhse jebses stft jH ik jedw
GJeeksBdR0 o SOk) o kfoCmeCj HEW O0ROkdLOLStese NS-Prime AAO0L T
NESCAUTO Cp Auto AAOL

—  oBtte  tejOcjdsse  HEV  COkdBteseSd  SsdyjdisteOydd
o tftetsls JSIsdiz0 o 0SS HEW 0i0kdLOkEEse NS-Prime d NS-Prime AAO1
TNESCAUTO Cp Auto Calibrator;

— 08Bt Cdbtsrj? SokylEstoydd COztfislsjSsdi0 o Ef0Stasy
HEZW 0Z0kdLOksteso NS-Prime d NS-Prime AAO0L1 T NESCAUTO Cp Auto
Control
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— 1OLBOads jz+ BBKOLYO 8 0SS HEW O0k0zdLOkEESe NS-Prime T
FIT NS-Prime Specimen Diluent (ARU NS-Prime tOLBOodlsji+ BOLYO) /
1oLBOo s jiz! sBOLYO o Etf0Stal) HEZW 0k0kzdLOkEkse NS-Prime AAOL - FIT
AAO01 Specimen Diluent (ARU AA0L 1OLBOo(lsjiz+ 5BiOLYO);

— TOmotste HEZW ez o0kdw ¢ o koSl HEZW 0k0zdLOLRERD NS-
Prime d NS-Prime AA01 - Wash Solution ¢ (Jesd3re0=hd?2 ©ohsotsts §);

— 08B BHEGEOLBO - 6 JOSydher - CEodl ) 8 Wy j2C0sd AAO0L /
AA01 8-cell Reaction Cuvette (SSizACs HEY PdOEdLOLEEO HANS e jlsdisets
Oalssdz0lsdLdteso0tdisets ChdldyuinSs? ~didd NS-Prime  AA01  HEZW
Cstzdydhsejdetses in vitro sttejHieiidy d gskdlstedized Sty jdistoyd?
0d0tzdsse o SOk j Y jdzse j$0);

— HAMlsdktzdtstso0di0w/HjdBhdLdbso0hE0w osHO.

9. IlpoBeaenue aHajIu3a

IHesBREOY dewstezOydy tis fisHesktoS tjo0cjdistse d tftetsojH jkdE
0k0zdL0 tfiedojHiBO0 o dhhstezSydwa  sihis-MfiydWdyk = tjOcjdistse  HEZwW
stfiejHjejidw Ok ttesl jSsd0 NESCAUTO Cp Auto NS-Prime [/
NESCAUTO Cp Auto AA0L, 0 BOSMJ o tlzCotHiisej tiskzLEo0kjiw
bHOEdLOSE0 Oalssd0lsdLdtesa0khises Sedidunts? ~disdd NS-Prime.

9.1. Ilpoueaypa kaa1udpPOBKHU

Ishis0ilsj SOkdBOkste d tOLBOals jiz+ CORdBEOLGHO L ABESHAEGASO
d chisoetls) tfied SdkOBks2 it jtosltej &0 10 ddhkizs. I jtejkih0sj
COkdBteOlssts, dBJHE GG YjcjostOydoow. vBjHASJMA, Yss o oYl &l
tfzLrte2Cse. Mied swokzjhdd L rte2Sse B jtedls) dn At s, {ontftejHjdzdls
1 d3z teOLBOad jizv COkBieOLEKO o tetBdictlz HEW BBIOLYO HEW Yishistets jodw
COzdBtetsotydis? Sedos? %0 HAhSedlskr m 0GOZdLOEEOR SrdiduinSt? ~dhdd
NS-Prime d NS-Prime AAOQL.

SO0kdBtOssts fsHjtexdls tBI 3, HBMSOEYGT2 HEY tiesojHikdw Hokn
stz jHso0k jz & COzdBLrosS, fed EhsOhseton, dhfsiiLzig = ft
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EgsyOkdts  (Stkduihlses tfsolkete HEW COMHER bySd SOzdBLoSyGE?
Cedos? = 3).

AsHeBksesj Nisosdfo S01 (Misdkde SO1 onsHls o fshis0s GOEdLOESED
Oolststz0lsdLdteso0hdbsets SedhdyiSs? rddidd NS-Prime / NS-Prime AA01) d
EZhisOdsadisj o tsLdydts D Ceojliz. A sz CEo jlsiz & jsBrtsHI®E HEBOadsH 1,0
d3z teOLBOO s j&2w COzdBieOISHtE0.

gtddidlsj Ster el d Ehlsonsodlsj Wikz0SsE: i) CotdBtsObststd o fsLdyds S
o hisokdfo SO01. vfkousedisj MisOsdo o GhOEdLOLEE OolssiOsdLAbEo0MR: 2
CddduhSs? ~ddsdd NS-Prime/ NS-Prime AAO1L.

aitelsS Hj2Msadw COkdBlesotYBE? Cedfos? T 30 HEj2. B0SHj SOtzdBisal
. jsBRBHA®RE o tfistzivis? HEW COMHBES Gsotses dslsO tejOd jdlsO.

AIGHESBR Y] ey jHizter  ehistesiddy  COkdBesotyBER  Cdos?
GORBHWSHW o tkzCRosHise  tistz-LEo0k jiv ddk0zdLokEEd OolsthOsdLdbEo0dkEE6ts
CddduhSs? ~ddsdd NS-Prime / NS-Prime AAOL.

9.2. Pe3yabTarhl KaJUOPOBKH

TdLkdzs0s ™ CozdBtesold dGtMtE s jiedis? 0 1SE0k dhintjHso0dkdwW,
G150k  COzdBtesosy®is? Cedos? did %0 1Sk0w] tejLzzsOstse SOzdBtsatd
GHOEdLOLEE0 OalsshOsdLdtso0dkdses Shdidujnts? ~didd NS-Prime / NS-
Prime AAO0Ll. viktBY ffesojiedis! tojLizazlsOsr  COkdBtesaSd, i jHEZ2l]
dilstelzCydwez, dLasyjbkrd o tkStotHisej ot Lso0lkjiy ¢P&OEdLOLSEO
OalstsdzOlsdLdteso0tbsets ChdiadyjnSes? ~dddd NS-Prime / NS-Prime AAOL.

10. OrpaHuyeHus NPHU NPoIUEAYPe UCCTETOBAHNUS

10.1. RLBjGjGdY okiNdGics odHO, K0S SO frdiziskitkdl d Octs jcoydw
r=Bes duL Seditshiis0 COzdBOksistd NESCAUTO Cp Auto Calibrator
wogweslshw fiedLiz0SEd dn oBLBEY G2 tfsteyd. rdv Ssdhkze2s0ydd hewsdis i+ i
A0 dds d3 gilsdz " d3 HZjtetscs.

10.2. 2 iSBABHIBE fisteses fsBkzEHO g jlssHAYNSd) ZSOL0dkdw, 1s0S
COS =B dL it jdd Bl tedohisd € dLdzjdjhdts tjLizzIs0ls0.
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10.3. RhYszLso0kd) SOzdBieOkttstd NESCAUTO Cp Auto Calibrator,
e0nmisHG » GO jtedOse o LOYOME - yomisj2, tlkduizra Bl tfissHEzSydd,
tfshisOodv jis?  OolsttedLiso0hiz 5 HAMistedBA Bl jtesd; sy dls  tfedohisd €
tfstizy it Gdstyk - tjLizi2s0ksse.

10.4. mcOtdis*  COkdBiOste NESCAUTO Cp  Auto  Calibrator
GJeBasHJ®RE o Mstkodkhisodd f EZSOLOGGYdi3d ¢0 AsdSisCd Ehksedwdd
nis0d jtdw. 3 jHEHizsddts dhtistLse0hkdj $Okdsi0ssE0 NESCAUTO Cp Auto
Calibrator tfisfizj dfls jyddd™ fietsCso e jddv.

11. Mepbl 1/l CHU:KEHHS PUCKOB MOJYyY€HUS JIOKHOMOJI0KUTETbHBIX

HJIN JIOZKHOOTPHIIATC/IBHBIX PE3yJabTaTOB IIPA IIPOBEACHUN I/ICCJ]el[OBaHI/Iﬁ

11.1. NESCAuto Cp Auto Calibrator tficjHEOLEOYjE IBEACE  HEW
dhtfsz2Lse0kdy o in vitro HAOehEHsS) hodkihsts f  PhOzdLOLGsEM
OalssB0dLdteso0dkd a3 SkdidyinSs? ndlsdd NS-Prime / NS-Prime AAOL.

11.2. ¥ jtejH te0Bkis?2 fj NESCAuto Cp Auto Calibrator ¢jsBrsHA®!S
LGOSl ) dushistelzSydd? s tteddddddt.

11.3. NESCAuto Cp Auto Calibrator fizjHizjls dhtfsizLiso0k Istsiz¢ts
YT stsiEz Z0BGEOLELGEESE U jtehtkodE.

11.4. NESCAuto Cp Auto Calibrator Hti>j& ditfiszLse0k v o
misslse Jishisodd f) ZOHEIMO J2 z0BBisOLBishE2 Hie0Csdts2.

11.5. IsWHES Hj2Msed? ted dhtfst+Lse0rdd NESCAuto Cp Auto
Calibrator Htstj& tfisthshs s fsBitsHOsA W, O COC d=Bij dLdjbjdkd
tfiosyHizie™ a3s>1Jls tsazdwis+ %0 dLa3ddbd ] tedLiza+IsOlstse.

11.6. rRhYswLso0kdj NESCAuto Cp Auto Calibrator, SHESGEOLSOY -
tfodhtfshsBiikd? dkd LogonGra yomisi?, skkduykr- Btk Yehisdakwjgra
Etfshdsdty ikt HdhstdB Bkistsds, @Ml fedodhsd € ditfts0odizdrd3
te LIz Is0Is0c3.

11.7. Jet0ddyjbdv:

— GJjuLw dhtfskzLse0lks+ StkedROydd Saastfsdjkistseo NESCAuto Cp
Auto Calibrator f) tOLdzoyds " dsof dsc3jte0hd Jotslso2;
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— GJew dintfsi-Lse0ist NESCAuto Cp Auto Calibrator HEW yjiz 2,
sszdukra Bl tesojHddy HOGESES Isihis0, Ystsedwist d hijhdeoiss
16 JOGJdls ™.

12.  Mepbl 06e30naCHOCTH NPHU MPOBEAEHUH UCC/IeJOBAHUI

12.1. 2 Ydtfjiscftelz2ls j telstscs.

12.2. NESCAuto Cp Auto Calibrator fsHjteMdls ®jkjj 0,1% OLJHO
GOstedw.  Med UYOHOGA © k00, &0 Sy did ted hEizy0dhss
tfoscOs o0hdd tHeddsdisy AShistehkrd der, KOSy SOS  Hieswro0kdy
B4 N dfds Sstzdy ifisosds osHY . Hed B jsBABHAMGEHIS] B0 it ¢ ote0ykz.

12.3. 2 JSBbtste™j  tojOejwls™  MEHjted0  BYyd?  frebstyn 2
Oz1Blza3dd, S22 & fsHjteddls Lot~ osLBEZHAL jizj2 &W jSydthE -
LOBBEZ jo0RdR. UJB & Bitkdd, B fudsOjishw gl jdydoddas dewiSydtherd, d
f dede Mtz jHEz jls BBEOMOs W ShisBtes> &S, YsEBT dLBiX O+ LOLOX jdadw.

12.4. Afyj yjtsejuinSdj saOLyr HszyGr fjudsosiw sk jdydoeids
WSy dshd ©d&d:

— f) sBEOLYORd MizjHEjls SBtOMOSW COC f ik jlydOdidr&d
dhlssykdCoid stongr = dewjSyd? (ediekzf ¢jfokdsd B d C, ArRY d
HtslzGdd);

— ofj sBeOLYT d tiskjlydoihs LOOMYhGTj ol jtedozr fizjHizjls
HJLdEWdydtese0l+ d EisdzdLdtesetis! o fisslke jishisodd f) Fe0adz0dkd 0BT
iy esLBEZHAs jaWdsd] dtW jSydishd ' LOBSE jo0kd?2;

— tfed teOBIS f) SBLOLYOBd Hoydjdiste dizd &OBSKLORd ©j06jdkisse
fizjHizjls dLjcols+ dn stfoHOGIY &0 hkdLdhisT j sBBEEYS;

— LT, MNOHdET d Heked) tsobidHiGGEY ] EyonsSd Ssyid
ZOBBEOLSLESEs U jthst0z0 tfied oSk f SBOLYORd Hoydidsse did
NESCAuto Cp Auto Calibrator HS@E" BYlSH GOHEZMO0P R SBHLOLES
LOhdh jgr hetke jshisozshdid osHBG Htestdyoiir&d it jowLsydrdGd
tedHiiso0dd;
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— 9 B jMisOR, ¢HJ GLORBHWISHW tBieOLY " Yoydjdistse dizd NESCAuto Cp
Auto Calibrator, LOtftejfjhts Chtedist, tedhdpost fdhlz, st Lse0kiw
CEhBISSE?2.

— Iy, MMOHd®Y™ d Hilzedj tsetej>HjBRj ZyOnsSd Sty
HEEMGT BYlA GOHEZ MO dds BBEOLSE LOPIP jar fsklke jishiselzts Pddkd
oHBJtesoyOJB B YdtdoLsys' dd fitsjHiise0Rd.

12.5. A otgjdi3v teOBGIST ) SBEOLYORd toydjdstse died Esdedroydd
soYteHY 7, did MdHSHR BlsasHEe SBWLOK jZ ds dijfst Lzl t0BGLOkSES:Y j
tfjtey0ls<d.

13. HOpSIIlOK N yCJIOBUA YTWIN3ANUHU WIH YHUUITOKCHUS MECAUIIMHCKOI'O

H31eJIusA

13.1. vbdizdLoyd® NESCAUTO Cp Auto Calibrator Hsdd0
tftesgLosHlsw o fstlse jishisodd f) €0k Idy 2.1.3684.

13.2. 1 fesyjhij ttesdLetsHised NESCAUTO Cp Auto Calibrator t¢j
tftedciz jdzweslsiw o P jilse0, OLezNOshdj BLsGso X2 fils? O®BhW kT, 0 K0S |
%oBtsts 6 jOcjhistse &g MsHJMls 94f jfse, OLelzPOshdn BLsEser2 ks
OlsasmW jte .

13.3. urted ], ditfisiALizjds HEW tesdLetHiised NESCAUTO Cp Auto
Calibrator &j wedweslksiw dhlssubdSokd stongra didizyjkd? d oY Hjjdkd?
otejHB = oM flse, LOGWLEVE P [ BCtlzy 0Nz fitg iz,

13.4. A fesyihing dintfiszLse0kd™y d Zisdidoydd NESCAuto Cp Auto
Calibrator f) diylsjSHdo MissCisd cHAEEMs IsShdud ¥ - SisnsHESS 2] SBisOLEZ jIshw.

13.5. 3 JSebsstery  Sotskizsy NESCAuto Cp  Auto Calibrator
MSHJEM0s d3jdzdj 0,1% OLqHO dOteW. ¢dLdH d&Oktedw o> dls ofskztfols+ o
eJoSyde n dgH4s d tfiedfosHdist ¢ Wistegdtesa0kdE oL oy0lsy = OLdHE
B jls0tdzse o osHEsHERosH]. Y JSBASHI®BE Mz jHEe0k! Hj2hisekzEs P dd tie0odiz0d
EsdizdLoydd stohgrn skatHse. Med ZsdidLoydd o twoStodilz, hdre02lsj
slsasH T Bz Mg Csdzdy ifsotd osHT .
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13.6. 2 JSBbtsterj  Sodtshjks NESCAuto Cp Auto Calibrator
MsHeX0s Bryd?2 fMrodiesboykr? 0 Blzddlr, Cskster?2 &j fisHjtexds
drodhsiz*~ otLBzHlSjzJ? dewiSydsthrm LOBBEjo0R2. Uil Gl Bikdd, BB
fudisodishy  felsjiydotdas duwiSydehard d f) ddl hijrizds seOPOS+w
hstes> &, YssB T dLB >0+ LOO>] jidw.

13.7. A yiesejujnSdi ®BOLYr  fudkOskiy sl jkydotdgs
W JSydsthrdd. irdewdydilz2sj d EZsdkdidisiz?sj ofyj sBtOLy™ d ofyj
el jdydod et OO Yk ®@0kjiedozr s0¢, SO BRzHSS BhGd MisHjEex0ls
osLBEZHAls jizj? diwWjSydistd A LOBBE joOkd?.

13.8. JlnsHr, sBeOLzEhdjw o fetyjin dhtfsitedkdy d
EZdizdLoydd NESCAuto Cp Auto Calibrator, sl@&shwisiwv ¢ CkOhhiz
cCdHjRdsesedyjnSd sHongrj skasHre (SkOmh a hsczOhks w0dIdy
2.1.3684).

13.9. JB.OPjhdj (MBS, otejdsjubs) neOhjkd, SBJLLOEOM o0k
d/dizd sBjLetej>dedtd) d bteOdkhtistsdtodtd]) sisntHEe, SBEOLZERdRNY o
fesydiind ditfistz2Lse0kdw d Esdedroydd NESCAuto Cp Auto Calibrator f
dlsjShdds MiesCEB eBHESNS], HEEEY  HesosHds v o Mstlke jishisodd )
tfe0odiz0dsd, HJ2fsolz=Prddsd o MisteOdzd HreddzjdzjdedW G0 d3isdsddis ZisizdLoydd.

13.10.r@" B JLLOOMdo0kdY d/did tBjLotj>do0hdW SinsHEe HESZYdk T
dhse2Lse0k+ v Lok jedhtdeta0hiz J 8 tA HILdeWdydekz=hd] fisjrnised d
sBBislzHEa0hd ] o fissise jishisodd i) distelzSydwasd s dn fteddzjddddts.

13.11. JlsasHY, sidshvhdjhw € Ceohhez ¢S tdHjadttsedyihSd syongr |
BlsaSHre  HEEET  EkdidLdisedistv  yjtejr  steeOkdLoydd, daijshdj
kdyjdLdts &0 Astsls odH HjWis jdz- dtshisd.

14. MeToabl ¥ YCI0BUSA CTEPUIN3ALUA
NESCAUTO Cp Auto Calibrator Wadwjlshw  djls jtecfizd:r 3
BIHY Sl dLHied .
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15. TpancnopTupoBaHue

LHOCEE0EET2 NESCAUTO Cp Auto Calibrator  IstsOdftfistelsdislztsls
ofldBd odHOBd Cevis™n ISteOdMYtsielst m ftejHiso, Sl GJsSoyzdojdr
s jSso ModsBE ikt d dsehSses ste0dhyitelso, o hssisejishisodd ) He0adiOdd
tfjteJosLBS ctlzLse, Hj2Msolz= P disd 0 HOGWEE odH IsteOdhtfistelsO.

Lsed ISEOYsEsdese0LdW T Hisd s jBHitosiztj (2-8) At

Ute0Ghtelsdeso0hd) HEES shizh jhisodwisH v o s jtehsCsdls j2d jton
SHESEOLBORES st Lso0kdw, NsHjEeM0Pdm  RZOHSAZjBjdsy, did o
s JtocsCisdals j20jte0n  d3setsCtelishsets  feddjdjddy  f)  OolstsdiOlsdyinCd
tfsHH e o0 jdss? s jdstfjteOblztes? i o  Oelstto jWisd> jteOlstteOn
ditfisizLise0dd jo3 s jedzsdiHISOLBERS.

16. XpaHeHHe M CPOK XpPaHEHHUSs MOCJIe MEPBOr0 OTKPbITHS
16.1. XpaneHnue

U B jte0bizte0 ROk jiedv NESCAuto Cp Auto Calibrator ZS0LOGO &0
AsdC sy StesBCd. misOddls] GJskSteris™2 NESCAUTO Cp Auto Calibrator
tled ZSOLOGHED GO AsdSjisCj CtesBSY s jditfjtobiztsj (2-8) At HE dfiyls jujdif
MissCO Ol jdd" %OBHE0.

MmO jzdj NESCAuto Cp Auto Calibrator H@&s shizP jhisedwis1iw o
ABESHAZAGEY R CORjte0n  dizd o AtusHZARdSon,  sBjhtfjudeoshdn
t6 jetz0ds jdlscftetso0dd 2 Is jostf jteOlsiztstz ™2 tojXdds ) J>jJHEjods2 e jedhiste0ydj?
lsJo3Y jteOlskzt .

NESCAUTO Cp Auto Calibrator, nteOkdohd2iw f @Otz jdadjds
te j6z0d3 jtlscftets0 00 et toj> a0, teddjdjkdts & i i>ds.

16.2. XpaHeHHe M CPOK XpaHEHUS MOCJIe MEPBOr0 OTKPbLITHS

SOtdBEOsSE  fshEj SsCerkdy  distiilsj G LodjHeds e Es.
10LBOadls ji COLBLOSEE0 fsoBdLjt ted kjktitoskziej (218) AC HE fEsSo,
LCOLOGAHSS GO ZSEeS .
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17. TapaHTuHiiHbIe 00513aTEJILCTBA

17.1. YedLesHdlsji4 OOtz jls fistise jishisodj NESCAuto Cp Auto
Calibrator zhsOdsotzjkurd; e jBso0kdWd; MisOgHOEsSe d  HESEBJESOyYdd
tfesdLosHdsjiv fed fsBEEH R EZhksedw ste0dhtfstisdistso0hkdy, RtddjdgdY,
ACH 00y dd.

17.2. utesS eHESNSd ) HOY  tfiesdLotHnsed (Heddvisdw tesHEzCydd
lsH jizseg Ssdsteisd SO ifiso0 fts jHiftedwisdw-dLeslstadls jkv)
vksadw

AesHESY W nts0z jdadw wteisS esHishisd
10Btsts t6 JOG jdlstso HZw
COkdBtesoCd Csdy jdisteOydd
COE el jSIsdiz0 o EOCsal) HEw 2.8 hu 12 iy o

0k0zdLOktso NS-Prime d  NS-
Prime AA0O1 T NESCAUTO Cp
Auto Calibrator

17.3. MesdLosHdji+ & Ghls slojlshisojihkshisd L0 COCS2-kdBES
tfedudjttr? LEPjtes did Yoot jMHjkdw, orie0hkrj tfolssedTd
dhtfsizLse0ndjds NESCAuto Cp Auto Calibrator.

17.4. desdiosHdlsjie! Gj Gins skejshsejbtshsd L0 COSE-kdBts
tfodud i EP i dizd tfset dHjbdY, oviLefkhrj ditfiskLse0dkd.jd
NESCAuto Cp Auto Calibrator tfisfiizi dylsjyiddw ftesCO csHEsMs, ZSOL0GEEES
0 ZOCEaC,.

18. KonrakTrHas nndgopmanus

I otstflesn0dy SOy nla0 & jHIydEhSEes dLH jddy ¢y 0BBts 6 j06 jdisse HEZW
CokdBtesold SdyjdisteOydd SOk tftsls jSisdiz0 o ZfoStoC] HEW 0k0kdLOLBEo
NS-Prime d NS-Prime AAO0l1 T NESCAUTO Cp Auto Calibratore,
tfesLotHise0 Alfresa Pharma Corporation, Ctfsddw, sats0P 04w tfts OHte jiz:

JBhjhles ) seOGdyjknus?  tlsojishise jhbkshists LI cditJo-
Rwirtuszad e (LIS coitJe-rRusrturszade),
thidw, 196066, 6. 60hSs-Iji jteBiztse, JhHCsonCd? ti., H.212
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Ui +7 (812) 303-82-44

[-mail: agros@agros-int.com

AsdLosHiisos diddls hdtelsdwdydteso0duzys  fdhsidlz  BJtkdHM B jdiso
COuhise0, o Issd3 ydiizj o yohisd tesdLesHiised djHdydenSses dLH jzdw ¢y 0BBts
t6JOGJdstso HEW COLdBlsoCd Sty jhisteOydd SOk ttesisjSisdw0 o foStsaCy HEW
0k0zdLOkteso NS-Prime d NS-Prime AA0O1 T NESCAUTO Cp Auto
Calibrator)e.

A sHIs jieXHO jistw iz jHizEs P ddsd HsClza jdzlsOdzd:

djelsgwdCols  fstslsejisisodv  — MD 503784  (hslsejishiselzjls 1S
13485:2016), fteis& Hj2Msodw His 23.09.2021;

I JSE0Oydw s fsisise jishisodd Iedizs> j&zdj 111 VDD 98/79/EC B
dLHjezdwa HEW HAOGESsdSd o Z0BBEOkEEE - Zhksadwa (in vitrs).

19. Texnu4yeckoe 00CTy:KUBAHNE U PEMOHT

UJntdunCs stz dedkd] d teidtdls GiHdydehtses diHjedw
G tfteqeB Jdcfds ™.
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Hpuaoxenue A «KinaccupukanuoHHble CBeIeHU

b 1. stonfdwdcoydstsrj fojrjad™ s tedSoL fobLHE0o0 taifidd s
06.06.2012 ¢. — 4, e SOLO JeftiLHts000 tishfidd s 25.09.2014 — 5574

b 1.1 Adi BjHydEnSEes duHjedy o fisskejisisodd f dstsjlStolengs?
CwOhhdWdCoydd2 diHdydentdm dLHied?:

268610 T Aol jtidj SOE-ietsls jSqz0 R, SOtdBEOLSE.
b 1.2. sEOff) sk jGydor dses tdiso fedh kit dindydEnsses diHjdd™ o

fistslsa jishisodd] ) dsjBSHOTedks2 CEOMOWISoYd? BHIYGENSR dLHjtd? T
20 (4. 9.6.2 dSOLO frefiHis000 TS s 06.06.2012 € ~ 4dp).

$ 2. stH LsIr2 7 21.20.23.110 ¢ Lo ds™ HAOchshsdynSdje.
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IIpunoxenue b «Ilepeyenb npuMeHsseMbIX CTAHIAPTOB)

JHdydinSsy diHjed) cuostte Skt j? CdyjdisteOydd SOk tftesls jEsddo o
PoSseCj HEw OgOkdLosiese fjedd NS-Prime T NESCAUTO Cp Auto
Controlé fstise jishisolzls %Oydstk0z1dG o3 fisOkHOLISOd Thhd2h¢s2 AJHIE0ydd
%0 tfesHEZCydEs:

) AJus t 51352-2013 ¢ jHAydanSdj diHjedy HEw HAOekshisdSd dd
odlstets. JJissHY oyt IsOkzd2e (9 uoOmisd Ylzasls 5.1);

T AJus T 13612-2010 ¢ fyjuso WedSydskozrér R0t0Chs jtedhisdS
B jHdydanSdn diHjed? HEY HdOedshisdSd in vitrog;

T AJuu T R 23640-2015 ¢RLHjEAW g iHdydinSdy HEW HAOGHhEhHSdC
in vitro. JyJj&co fisoBdiz&shisd ts JO6 jdistso HEW HAOShEhSAS in vitroe;

T AJuos 1 Ry 15223-1-2014 ¢RLHjZdW & jHdydEnSdy. dddesir,
Yiedds g Jo3d tted ds06Cfteso0hdd G0 dHdydEnSda diHdudWs, UsdSjkson d o
hstftesosHdls jz ' ds2 HESEZE jdsoydd. Yomst 1. fhksetkr j stsjBso0dkdve;

T 1Jos 1 rRuyJ 18113-1-2015 cREWSEROYdY, tisjHishisOodw jdzow
desksadis jizjds (B3OCdiesat0). vomst 1. ujeddir, sttejHijtitdy d ssHdj
Iste jBSOOGAWE;

T AJuu t RS 18113-2-2015 ¢ jHdydenSdd drHiedy HEw HJOGwshisdSd
in vitro. REWBEEGOYJY, tisjHishis0otzw jiow dLesisadls jizjd(B0teCdistsat0). YOfis-
2. tdocjils™ HEZv HJOeEShsdSd in  vitro  HEW W jhhdtkoz- disets
iedbjkdnde;

T A 1SO 17511-2011 ¢ruHjedW gJHydunSdd Hew HJOGwShisdSd in
vitro. RLEBjejkdj ojududt o sdtdsedyinSdn tess0n. _JjlstesasedyjhSow
tfteshiz > o0 jdshis+ Lioyikd?, gedtdhnokdrn CozdBtolkstesd d Cdistsk2d a3
0k jtedOLzOE;

T 1o 1SO 14971-2011 ¢RLHjid™ & jHAydbnSd]. Iedhjkikd.
U540z JH G5 JdaisO tef SO & dsHofyctanS ofds gL jzqee.
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http://www.vniiki.ru/document/5302809.aspx

IMpunoxenue B «PacuimdppoBka cMMB0JI0B, IPUMEHAEMbIX B

MapKHPOBKe»

] ‘ qLesksads ji-

LOT CsH Y0telsdd

dintfisiz-L5o0k HEs € .

Is jdstf jteOlbsliztet 2 HAOYOLBEG (s +2 HE +8°)

o< | I

q
J

BJjHdydEnSs diHjedj HEY HdOcdshisdSd in vitro

<
o

L

GBOsdisdn ¢ qunseizéydd s Jeddidkded™

=

-

PGSy jiG T2 i jHhstods it o

Lottt j2mSsd fisseMihisod
— | Gt s SO0l

fe e

C € | sousdeneco ur

fststeisyds! B0l € quseeSydd s
tltecfos jz jded =

>
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Ipniaoxenne B
wtshis0o B jHAydHNCEes dLHjzd™ 60 Okekd2mSed WLy j
NESCAUTO Cp Auto Calibrator
Calibrator 74 T 1.0 ml

Calibrator Solution 71 T 12 ml
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WLt st s sOANWTOARR s f3tJursurud A
LIGs LISt rIc b FRYGU Lt LA NS-PRIME d NS-PRIME AAOL T
NESCAUTO CP AUTO CONTROL

REEZSY™ U6 Heddbidd
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1. HaumeHoBaHue MeJMIIMHCKOI0 M31€J1UA

WO ihce0kd)  gJHqudEhSses  duHjiedy T cyoBbte  Cdstesizj?
Cisdpy JdzisteOydd SOk tftetsls jSisdk0 o kf0StaC ) HEW 0k0zdLOksisse NS-Prime d NS-
Prime AAO1 T NESCAUTO Cp Auto Controlé (HOkzjj T NESCAUTO Cp Auto
Control).

2. CBenennsi 0 pa3padéoT4uKe M NPOU3BOAMTEE MEIULIMHCKOIO

n3aeJausd

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/

(cPiWis jLO NOted30 ststetfists jRNdze, 2-2-9 stsClzaz0isd, uvsts-Clz, JMHOSO 540-
8575, ctftstzdw

Ul +81-6-6941-0300

NOSH): +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/).

3. CBGI[EHI/IH 0 MeCTE MPOU3BOACTBA MCAUIIMHCKOI'O U31C/IUHA

cOkayama Plante, 18 Taiheidai, Shooucho, Katsuta-gun, Okayama
Prefecture 709-4321.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(¢ 0otsH ¢ JEOwR0ee, 18 s02-12H02 uYklizky, sOylzis0-clzd, I jw jSkiztcO
JTOweR0 709-4321.

Udi.: +81-868-38-5341

NOCh: +81-868-38-5800).

4, Cgenennsi 00 yoJTHOMOYEHHBIX MPEJICTABUTEISIX MPOU3BOTUTEIISI
4.1. ¥YnoanoMouyeHHbI nmpeacTaBuTeb B EBponeiickoM coodiiecTBe

Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.

Tel.: + 31 70 345 8570
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Fax: +31 70 346 7299
-mail: Europe@emergogroup.com
(cG B teets Dtestfe, 3 JHjk0kHY, 410060, 2514 AP, Iedhhjhiictonks,20
Uji.: + 31 70 345 8570
NOGH: +31 70 346 7299

[ -mail: Europe@emergogroup.com)

4.2. YNoJaHOMOYeHHbIH MpeACTABUTEb HA TeppuTopuu PO
JJLchatfe-ruscrtus=ze
shindw, 196066, ¢. e0%Ss-3 jis jslztee, JhContd? tie., H.212
ujk.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com.

5. Ha3znauenue MEJUIIUMHCKOIO u3jaejangd, YCTAaHOBJICHHO€

MPOU3BOANTEIEM
5.1. Ha3HaueHue MCAUIUHCKOI'0 U3¢/ 1UsA

0BGt Cdltelsizj? Sy diseOydd SOz el jCldiz0 o EyoCseC) Hiw
0kz0zdLOkteso NS-Prime d NS-Prime AAO0L1 T NESCAUTO Cp Auto Control
o jHEOLGOYjl HEw  Chdltesdtw  COyjhised d o0kdHEshisd tejLizilsOlse  d&0
00tdLOLBi0R NS-Prime d NS-Prime AAO01 tfied Skdyjhise jhdsd stft jHjzjedd
Cistry jazsteOydd yitsejuihSees SOk tfesls jCsdiz0 o WjSozdwn. sttty SO0y ihsa0
HEEM G YeSoHlsMw  COMHY2 HjB+ tfitjH dhizjHse0kdjd SBEOLYSO HEW
tfsHIso jiex{H jddw  lstsets, Yt L0y jdkdy  CodGistsew  GORSHWSTY o  HEsYkhksdgk
fiojHJ@On.  ARGSydeBOZ Gy ®OLGOYJRdS T offtsdiscOlsje ¢y fiejHisots o
HJOGESMisdS.
5.2. lloka3aHusi K NpUMEHEHUIO

0BGt Cdteisizj?  ColkyjhistOydd SOz el jCldizd o EH0CseSy HEW
0k0kdLOkBtesd NS-Prime  NS-Prime AA01 T NESCAUTO Cp Auto Control
YejHzOLGOyje HeY  dintfseLse0nd™ hseddnkes 0 bIMs-NYdydwdusdad
tejOGjds0d o PiOLdLOLEEd Oolksdi0ldLdteso0hd 3 Shdhdyuints? ~didd NS-
Prime / NS-Prime AAO01 tfted in vitro HJOEEEHISASJ o SOyhisa oftfishsc0ls jz1disets
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MtsJHMis00 tfted Y J@S ] ool jedv hedLdhiss? seaksySd Sdh jukdSo & foydjdistse,
MisteOHOE PR oshtfOdkdls je21¢r &d LoBBE jo0kdwld S jukdso (U13s).
5.3. HpOTI/IBOHOKaSaHHH, BO3MOKHbBIE I00OYHBIE BO3IleﬁCTBHH

Med teOBSs) ) NESCAUTO Cp Auto Control tfteisisqfostfsCoL0kd? d
BB = otLH j2Misod2 & j o Wedz jds.
5.4. Ob6aacTb npuMeHeHUs

SeduidyudhSow  z0BteOlssiekOw  HAOEHENSASO. rav YW ihhdskor- w6t
tfiedB itz jdedw. oW inndsk0k1Gr2 kesojit il jaydotikr =  tfskLse0k jij?
BJHdydahSsets duHjedy ¢y OBt SodGistekj? Sdyjdisttoydd SOttt jSlsdiz0 o
goCsol] HEW 0k0zdLOkttese NS-Prime d NS-Prime AAO1 T NESCAUTO Cp
Auto stikesie: ody Shdhdyihts? EOBsLOLEE:E? HAOsESNsdSd, hsktezHEdS
ChdiedSa-HdoeEshsdynSs?  @0BBwOsedd,  teshjuhd?2  seBzyjédj &
OalsstedLso0dGESES tis jHnisOads j&W fissdLosHdls j&v.
6. TexHn4yeckoe onucanue, NapaMeTpbl U XapaKTEePUCTUKH MEIULIMHCKOI0
N3CJIUsA
6.1. CoctaB NESCAUTO Cp Auto Control

086t NESCAUTO Cp Auto Control fisHjtexdls yjlsrtej Wz0Ssh0 tfis 3 didz i
Crotlstetsvegd wdLSts? Ssiyddisteoydd (stwstse+ L) (hsHjteM0kdd yiesejyhSsets
COZ-tflesls jSsdz0 120-200 3Se/6), yjkriej WazOSsHO ts 3 & f) Codbesivdd
ormels?  CobyjubtOydd (sbhstestzt H)  (MsHJeX0Gd)  yjdsejyjnSees
COLftetsls JSIsdfdz0 450-600* 3Ce/c).

* HedusuOGdy:

edfdnodizrj LEOyjhdy sthbeskt L d sbthskesizs H, 0 50SMj
Hizhsdd  ceOBduBYd  LuOyddkdw  HEw  CsdStedshs?  fowlsdd  (Mdtedd)
ZCOL T 90tslstiw ofs 9COH T j ) Olsls jhistso0dat: * d3df L0y jdWad.
6.2. CpbIpbe 1 MaTepuajbl komnoHeHToB NESCAUTO Cp Auto Control

086ts NESCAUTO Cp Auto Control (S05s. sz jts 912683) fisHjte>idfls tfts 4
Wiz0CsH0 sthistesty L d stdisteiszy H.

SOHY2 Wir0Ss NESCAUTO Cp Auto Control L fisHjtexdls s 3 3w
teOmisosted; 1 Wiz0SsEk fsH e dls 300 Ghse /2 MES BEW, k0, 1,1% ntstedhisses
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%Olsted, 0,15% B Y~ j6ts i ofstelstydkses 0k4BGAR0, Bk 0,1% OLdHO GOlstedw™,
120-200 d&Se/e yjdzse jyihsset SOk sl jSlsddz0.

SOHY2 W0Ssz NESCAUTO Cp Auto Control H fisHjteMdls s 3 dik
teOmisosted; 1 Wiz0SsEk fsHjeMdls 300 Ghse/z MES BEZW k0, 1,1% ndstedhstets
GOstedw, 0,15% BY Y- jets firoserlssydses 0z-4BlzddH0, djkld 0,1% O0LgHO ¢O0lstsdw,
450-600 3Se/c yitso juihSees SOk tfesls jClsdko.

6.3. BHemHU BUI

Shistestz L - fesLisoydow d esizizBOw MdHSES;

Shistesiz H - fesLicOydow d esizize0w MdHS S
7. MeTtposioru4yeckas npocJjie;KuBaeMocTb

VO Jddw Sdpy jdsteOydd yddse jyihssets SOk tesls jSlsdiz0, fedtfdhodkdrj
%0Bstsz NESCAUTO Cp Auto Control, feshzjyjir € W e jhlstsdgz kol jedodtz
tfesdLosHdljiv. sthyjdistoydy tejStdBdRodiskEes SOz tieslsjSsdiz0 yjkse S0 o
te JW Jts Jazlstzscs d30ls jtec[Odz tesdLotHds jw stite jH jdw jisiw iy sdssh 1 uA-BJLBHO.
8. Tpedyemoe 06opyanoBaHme, MaTepUAJIbI H PEATeHTHI

v Csdiststszy SOy flsa0 d o0kdHEshisd tojLizils0lkse &0 0t0zdLOkESE0R NS-
Prime d NS-Prime AAO0l & jsBrasHdBY fhizjuzshd) odHr BBSilzHESo0RWY,
B0k jtedOdzse d te jOc jdalstso:

—  OotdLobste  HAMSte jlsizr 2 OelsshOsdLdteso0h: 2 Shdddy Sk
~didd NS-Prime HEwV Cstzdyihsejhdses in vitro stsjHizikdy d dgshdikstedieo
CohyjdsteOyd?  OkOkdlsse o  BdstsedujhSdm  MJHSBhwWR  yjdse SO, f
fodGOHE Gshisvdsd  / dd&OkdLOktste HAhCtejlskr2  Oolstsdz0lsdLdftetso0tdz 2
ChdhedyuinSs? ndisdd NS-Prime AA0L HEv  Ssidyjfse jkdses in vitro
stfteJHJzikdW d B3istdissedize0 Sty ddistsoyd? 0n0zdkstse o S0z yitse SO;

— tfesBdieCO HEW GBOLYSO (SBIj 1,8 gz HEW OelstsdzOsdyinSdn
0t0kdLoksese Hitachi (— 716-0425) [tu — Aw) 2009/05517 s 19.08.2015,
tetsS Hj2MisodW - B jiitesydts. esdLosHdlsjiz4 DELTALAB S.L., RIfoddw];

— ASESHAEA GBS, HHH jiexdo0s P d? Is jotf jiokizisl Sis 2 Hs 8 Aw;

279

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



— SHEECOROE G  tekiz0oktd0sdyinSd) HELOLGET  Hdtfjssykrj
Yk iherds did WdChdtesoOneds el jdisds fis e dsd BOSHEfyldSOdd,
tfsLosivsh (] slBdte0ls+ I ji3T MdHSEHisj? Bls 10 HEs 200 3Sdz, Okl jfistso0ddr j
s LBOyjeds Mgk j? HELY d fesHIEGEhHs]  tojLizisOkse, et dshis
gL te jddw Clstste ™ n HEEMEO BY Is+ () BISEZ ) 3%;

— YAy JisSd ¢OBSLOSSLEG Y J fisJSEVikG Y J;

— o8Bt ©j0cjdstse in vitro HEW Oolstsdz0lsdyinSiets Ssdzdyinse jhusets
stfte jHjkz jddw COk1tftetsls jSIsdiz0 o COkj o ZHOStalj HEW 00ZdLOEEse NS-Prime T
NESCAUTO Cp Auto NS-Prime / —30Btts tejOcjdlstso in vitro HEW
OalssBOdy hSses  Skdyinke ket  stejHjkjtdw cidktedsBd®0 o C0kj o
z0CroSj HEZW 0k0ddLOktstso NS-Prime AA0L T NESCAUTO Cp Auto AAOL

— 08Bt 6 j06 jdsse HEZW SCOkdBlesoSd Sty jdisteOydd SOz tfetls jSlsdd0 o
goCsol] HEW 0k0zdLOkttse NS-Prime d NS-Prime AAO0O1 T NESCAUTO Cp
Auto Calibrator;

—  OBBts Csdbtestzj? SsdyjdsteOydd SOz ttesls jCsdd0 o koSt HEw
0%0zdLOkstso NS-Prime  NS-Prime AA0L T NESCAUTO Cp Auto Control

— 1OLBOadis jiz+ 5BteOLYO o ZH0CEeC | HEW 0%0zdLOLEEse NS-Prime T FIT
NS-Prime Specimen Diluent (ARU NS-Prime {OLBOadisj+ ©B6OLYO) /
10LBOadls jiz+ sBteOLYO o Z0CEaC | HiW O0kdLOkStstso NS-Prime AAOL - FIT AAO1
Specimen Diluent (ARU AAO01 tOLBOad jiz- s5BiOLYO);

— 1Onlsotsts HEZW tietsd ™ o0dkdw ¢ o ZfoCtalj HEW 0k0kdLOLBtsse NS-Prime
d NS-Prime AA01 - Wash Solution ¢ (s a0=hd? te0hkotsts ¢);

— 08Bt SHEEEOLEO ~ t6j0SydsEey -~ $Eodls f) 8 wyj2eokd AAO0L /
AAO01 8-cell Reaction Cuvette (SIS HEW  pEOEALOLSED  HAMSsjISEGEES
Oolssd30dLdteso0tktisets ShdhdyjnSs? Adddd  NS-Prime  AA01  HAw
Cstzdydhise Jasets in vitro stftsjHjejiadw d dishdisstdied Sy distoyd? 060zdistso
o C0Ej v jise G0);

— HAsdttzdtstso0di0w/HjdBhdLdbso0hE0w osHO.
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Q. IIpoBenenue anaausa

IsHEsBROW diEWsted0yd™ tis fsHetslssaS tjOc jdisteo d tisse jH jdkds 0h0zdLO
tfiedoHJ%O o dwhistelzSydwa Isihs-fJydWdyk ~ tejOcjdistso HEW stftejHIdziddW
COLtftetsls JSIsdz0, O kOSHMJ o tkzlsotHike) YiALsa0kjEy  PrOzdLOESEO
Oalssd30IsdLdtetso0dtises Chzdhduints? addsdd NS-Prime / NS-Prime AAOL.

9.1. Ilpoueaypa KOHTPOJIsI

TJSBdBjdHE jishw, YssBT COMHOW ¢0BGiOtted  fshistWhkbks ditfistzLsa0z0
ROl jtedOz™ Csdilstetsiv SOy fised, kOSdj S0& NESCAUTO Cp Auto Control.
Jhscsktstsot jor § Cwstesid HeEM &Y ks jhisdissos+ v fied COMHEE ydSi tOBssT.
VEOyJhdy  yidsejyhSeets SOz tfesls jSsdk0, tekyjddrj HEW GOk jd0tse
Crolstetsv COydmise0, dJ HEEMEY BhsesSOsts o atsHls? L0 CdlstesEAGT
tesodd, LsObsokjhkrj o COMHBR tOBGtOsstedd. hid L&Oyjedy Stdistsdw
2 JBHEGESEOGE o asHWIS LO  EfsOdsotjik ™ HJOYOLERY, hizjHizjls tisejtedis,
e0BBOJls &d tedBtte &OHEZIMOP(ds GBLOLER did tsedhisd tsolsstdizEs
COxdBtesoCL.

A jeHO ortisizdw2lsj Cdistetsdzt COYiMse0 tishiz) COMHEB2 COkdBlesoCd HEW
sBdffduted™ ssyeshisd dLijtedid?.

IBHEBIsEC0 Cdlstesdw

e jizgjh02sj NESCAUTO Cp Auto Control, djHEjkhks t jts jost0ydoadw
Wz0CsE, fitsJH COMHY &3 ditfsiz- Lso0dkd .

AsHEsBG Y J esyuizier ts tsojHlhgds Shisteiszy COyhisod GORBHWITHW o
tezCsotsHiiso YistLsa0lkjiv kondLOkEid OolsthokdLdtto0dkdses ShdhkdyhSs
~dJi3dd NS-Prime / NS-Prime AAO1.

9.2. Pe3yJabTaThl KOHTPOJISI Ka4YeCcTBa

TdLzd2s0r  Crodistetsizw SOy fisod dssyqdets tiesodtedist &0 1St0dj MisOlsiziho
gtz jHse0hdw, 1CE0dk] b jLizi+sOkte Codgistsew COydnised o 1CE0k] tejLizi-Isolkse
CotlstetstA Y m dLgdtedid?  E0kdLOLEiEd  OolsshOdLdteso0tytet  ChdidyinSs?
~didd NS-Prime / NS-Prime AAOQL. vktBY tfistsojtedls tojLizazAls0lsT Cisdistesd?,
MzgHiz2sy  duhstelzCydwes,  dLisyjesrd o (lzCsetHilse] UswLiEo0kjkwW
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bh0zdLOLEE0 OalstRBOsdLdtso0kdkses Shdhdyuints? ~ddidd NS-Prime / NS-Prime
AAO01.
10. OrpanuveHusi Npu NMpoieaype Uccae0BAHUS

10.1. RLBJBjGRAY odjhdjes odHO, KOS SOS tsdizskikd) d OctjcOydw
gesBets du Codbtetsizj? NESCAUTO Cp Auto Control Woweslshw fiedLiz0Ssd dn
oBLBBY &S tfsteyd. rav Sownkzesoydd hewsdis i+ fj A0 dds o ifisd s Hdz jtetsds.

10.2. Y iBRsH®RE fisteisets fMsBEEHOKA g isHAY NS ES0L0GdY, K0S COC
B LB it ihd] Byl tedojhisd $ dLidjadts b jLzas0kso.

10.3. RiYszLto0hkd) Sodbkteiszj? NESCAUTO Cp Auto Control,
eOMnBHE ~  gOLjtedodzse o LOYOmGT = yOhkj2, Bkkdykr= &l YsHzSydd,
tfshisOodzw jdiis?  OolsttedLto0dkh 3 HAfstedB Bk etz dsyds  fedoifsd €
tfistzizy jads Gty tjLzdsokstse.

10.4. mi0ddist Sodistesizd NESCAUTO Cp Auto Control ¢jsBRSHA®BE o
fsiejishisodd f) ZSOLOGRT G %0 UsdSjikCj Zhizsodwdid nte0d jddy. 3 jHEYZhisddbs
difstLso0dkdj Sshbtstj?2 NESCAUTO Cp Auto Control Ytshizj diisjyjddw
MtetsCso rtsOds jdadw.

11. Mepbl JAJId CHUKCHHUS PUCKOB MMOJYYCHUA JTIOKHOMOJIO0KUTECIbHBIX UJIH
JIOKHOOTPHIATEC/IBHBIX PE3YJAbTATOB IIPHA IIPOBECACHUHN I/ICC.]'IeIIOBaHI/Iﬁ

11.1. stdbtsszd NESCAUTO Cp Auto Control tfie jHEOLGOY &S SE2CE HEW
dhtfsezLse0kdy o in  vitro HJOCESNSAS) Msodhsks f  PpOkdLOSEER
OalstsdzOlsdLdteso0td s ChdiadyjhSes2 ~dddd NS-Prime / NS-Prime AAOL.

11.2. ¥jtejH teOBBlE? ) Cdistesivggd NESCAUTO Cp Auto Control
Uz JtSBRBHAMS BLEOSSHSHW i) dihstizSydy? tis deddsisibdts.

11.3. stsllsteszd NESCAUTO Cp Auto Control fzjHizjls ditfsiz-Liso0ksA
Stsiz4Sts St stshlz EOBSEOstedksd:lz jtehshodl.

11.4. stibtestzd NESCAUTO Cp Auto Control Hsz &Y diytfistz-Lse0kA v o
histsise jishisedd f) GOHEZ >0 j2 z0BBLOLSERS2 Hie0SsdSE2.

11.5. IEWHES Hj2Msad? thed dijtfst-Lse0hdd Shtistszj2 NESCAUTO Cp
Auto Control HB@j& Yhdshsis hseEsHOW, 0E COC ¢HBS) dLijditdi
tfesyJHizie ™ By Jls Yeokdwist G0 dLdsjdidd] tiLzasoktse.

282

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



11.6. RiYszILto0hkd) Sodktiszj? NESCAUTO Cp Auto Control,
BHESEOLSo = feditshtBditd? did LOfohGr= yomsi?, skéduér= Bl
tfehisOodw jig =  tfthdsdtyittrd HAhstdBisksesd, GtMds  fedaifsd ¢
Gz jtte0adizde 3 to jLizdz2Is0S00s.

11.7. Jew0dkdyiddw:

- GJrLw ditfskALse0k! Codgisteszd NESCAUTO Cp Auto Control
teOLEdyd " B s j0dd gotlsd?;

- GJzLw ditfsd-Lse0lst Codistesizd NESCAUTO Cp Auto Control HiwW
Y2, sezouprn sl fesejHjed™ HOGEGSES Sjhikso, Yststavist d hkjhdeoks
teJOGjdzls ™.

12.  Mepbl 6e30MaCHOCTH NPHU MPOBEAEHUH UCCJIeJOBAHUA

12.1. WJ Hdtfjlsdtelzls j tolstscs.

12.2. stdbtsszd NESCAUTO Cp Auto Control fisHjteM0s &jdjj 0,1%
OLqHO &Otedw. ted HfoHOGAd © 60O, &0 Sk did tied hilzyo2dksd
tftoscz0so0hdd Yteddzdisd 1ShistejilJ B, 0S4 SOS tfesdo0nd) BEE+Ndds
Cszdy jfisotsd osHY . Ied dJsBABHAMSHISH SBiOIdl ji)+ € oteOykz.

12.3. stibkteszg NESCAUTO Cp Auto Control fisHjtex0 BYyd2?
hroseaksygr?2 0z'Bzddh, Sl ¢4 hsHieMds dLodhistr - osLBzHS & ]2
deWJSydstia LOBSEZJo0Rd2. Ujl & Bjedd, G fudisOdishw sl juydon-das
dew jSydeherd, d i ddl fizjHizjls sBeOMOsHW shisstes>ds, YssBT dLBj> 0l
LOwOM JdzdW.

12.4. Afj yizsejyihCdj ®sBEOLYT HE@ET fudsos+v il idydodds
dawjSydistd ©dd:

— ) cBEOLYOR] NEjHizjs ©BOPOSHW COC f sk jdydozidrGd
dhlssyddCodd sfond = diwiCyd? (edtekzh ¢itfolsdlso B d C, ARY d Hilzed);

— ofid BBLOLYY d tksjlydodrus LOLOMYREYJ |Okjtedozr Nk jHizjls
HJLdEWdydtese0lst d EsdzdLdtesedlss o hstisejishisodd f IeOodkzOkd tOBGIT
osLBEzHdIs iV d W jSydstd ™~ LOBSE jo0dkd2;

—  tted 0Bty f) 5BEOLYORd Hoyddste dud Stdistsevdd NESCAUTO
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Cp Auto Control fizjHijls dL je0k+ dn istfoHORIY &0 fkdLdhisTj sBEsySd|

— tejLr, MMOHAET d Helkedj Yoot MHjbkr] yohksSd  Stxd
zOBBisOLBienEes Hfjehsk0k0 tfied 0Bl f) SBEOLYORH YOydidiste did SodistesEvdd
NESCAUTO Cp Auto Control HszXG BYls? &OHEMOM s tBtOLSd LOP I j&r
istslse jishisolzt= M ddsdf otsHistztftetstadfy0ds ™ d3d YitejonLisyd " dd fitedHiise0dd;

— o BJMisOn, 6HJ GORBHWISHY BBEOLYT HOydidktse dizd Sohistesizd
NESCAUTO Cp Auto Control, L0ttejb jdts Sktedlst, fiedhddioks tfghiz,
sz Lso0A W Cishds jlsdCis2.

12.5. It ote jo3W t0BtsIsT f) tBEOLYORd foydjdste did ZsdedLoydd seyeH
dizd M HEdR BlsasHEe SBWLOIS jiAdE diftfiskzLiEz2ls | z0BkOkEted ™ j jeyossd.

13. HOpSIIlOK u yciaoBus YTHIMN3AlINA HJIn YHUUYTOKCHUSA

MEAUIUHCKOI'0 u3ae/Jimsd

13.1. vbdizdLoydw NESCAUTO Cp Auto Control Hisz&0 tftstsdLosHds W o
msise jishisodd fj 0k Idy 2.1.3684.

13.2. 1 ftesygiihi tiesdresHised NESCAUTO Cp Auto Control &j
ez jiveskhw o 4P jiise0, wOLeZNOENd]j SLskser?2 fizs2 Okdkshwjtr, 0 S0SJ
OBt 6 j0cjisse &J fMsHjedls ojfifise, tOLzhOshdn GLshter?2 fEs?
Ols oMW jte .

13.3. ured], ditfsiiLizjgs) HEY fesdLetHiise0 NESCAUTO Cp Auto
Control, &j wodw jisiw dhissyddSsl sfone - duzizyjed? d ovHidikd? otejHEY -
o4h jhise, LOctWLGWER (R BCtelzy 0Pz fiie jHLz.

13.4. 1 tfesygnind disez2Lse0kdw d Esdezdroydd NESCAUTO Cp Auto
Control f) dijlsjCh dds MtesSisdz esHESMisd SEShdykr - SintHEe ¢ ] SBisOLEZ jishw.

13.5. 2 JSubterj Sodtfsi kst NESCAUTO Cp Auto Control fisH jte0ls
Bdddd 0,1% OLgHO GzOted™. pLdH &OLtedW d3s>Jls ofskztfOls+ o tej0Sydss i) giHAE d
ficdosHdls? € Wistezdteso0tdE oLte¥oy0lsrn OLdHBe d3jsOtkise o oBHEHteEosH.
WJIBBRBHAE Mz jHEso0k+ Hj2Miselz=Prdds tfie0adi0ds LisdidLoydd syoid T A SlsnisHEe.
Ated ZisdzdLoydd o e0Ssaddlz, iz o0l BlsasHT Bk M dd Skdy jhisosd osHY .
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13.6. 2 JSBhtterj Codstfskzjiist NESCAUTO Cp Auto Control fisHjte>(0ls
BYyd? Mmrotwsksyizr? OziBlzddl, CobStr?2 @4 fsHjedls  dLeghiser -
oLBEZHdjEj? deW jSydkzra LOBBEjoOkd?. Uil ®&J kjkj, B& MHydlsojishw
tfslsjiydo-ds diwjSydetard d i dgdd fujHizdls tete0M ok w Bhlsstes déts, ystBY
dLB >0l LOGOX] jdd™W.

13.7. Afj  yjzsejyihSdj  sBwOLyr  fydisoskiw sl jiydod-ds
dewJSydstrdd. rjidewdydielz?sj d Esdzdidilz?isj eofyj tBEOLYr o ofj
sl jdydoi et Lo Yk gObjed0kr kOS¢, OS¢ BRHLS hkd MiH 0l
osLBZHAls jizj? dwW jSudsty - LOBBE joOdkd2.

13.8. JlsnsHY, sBEOLZERdjhv o tisyghhd dhtfstLse0dd™ o ZsdedLoydd
NESCAUTO Cp Auto Control, slsgsiwsiiv € Ceonhz ¢&fdHjddsisedyinSd
sYOhdG Y j SlasHT e (SO 4 fiscizohds a0k dy 2.1.3684).

13.9. JB0P jhdj (hBBts, otejdjkhs) neOdkjhdj, BBJLLOOMdo0Rd d/ddhd
sBjLote M do0kdj d steOdhtftelsdistso0td]) BlmisHEe, SBwOLZERdRW o tissyhhi
dhtfsezLse0kdw d ZsdizdLoydd NESCAUTO Cp Auto Control f) dijls jSHdds fesSisd
CHEBMIsH, HEEMGT tftesosHdsA W o fistise jishisadd i fis0adkodd, Hj2hsezE=Pdid o
Miste0tzd YrodozjdzddadW 0 dtsdzddls EzisdizdLoydd.

13.10. riw B jLLOEOMfo0kdY d/did BBjLoti>do0kd BnsHE HEEMET
dhtfst-Lse0is4 v Lok jedhstedeso0lizj © tA HjLdewdydiez=hdj fsjuised d
sBBtizHE0Rd 4 o Nissiseishisodd i) dahistkzSydwaid s dm thedddddEs.

13.11. JisasHY, skkshvhdjw € Ceomhhz ¢CtfdHjkdsdsedyinSd syohdgj
BlRBHT e HEEXG Y EisdidLdise0ls2iw yjtejL stecokdLoydd, dijshdj ddyjeLds ¢o
Astsls odH HWIs jizAdztshisd.

14.  MeToabl U yCJI10BUS CTEPUIN3ALUM

NESCAUTO Cp Auto Control wodwjisiiw dzjflsjtediz-drds iHdyddnSdds
dLH e Jas3.

15. TpancnopTupoBaHue

LHOCEE0ELT2 &OBSte NESCAUTO Cp Auto Control st0bhtfstelsdtelztsls
ofndid odHOB SterlsTr IsteOdhtfistelsdz - Mt jHMiso, Stesczd & Jsis0tizde0 i sish itk
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Moz jlstse d distehSrets ste0dhtistelso, o fstise jshisodd f) ie0add0dd Y jts josLESE
clelzLise, Hj2MselzEFrddsd &0 HOGGRM odH ] IsteOdhtfistslsO.

Litsodw steOdtfsteiscftsso0ddw T tfsd s jostf jiokkzts j (2-8) Au.

U0 tstldteso0kdj HBEMEs BhkzP jhsodwisiiiv o  Is jted3sCEls j2d ite0n
BHEGGGOLBOEE skaLse0hdw,  fsHje0Pdr  REOHBAG BT, dkd o
s jtedsoCiodils j2djte0n  BhBsesCtelshtes  teddiidjkdy ) OslkssdsOlsdyjnSd
tfsHH jteX do0 jds2 s jist jeOlslztets? dizd o Oelstste jwied™ JteOlsste0n f) oyt Lisa0dkd jd
s jted3slzHICOlsStsts.

0Bt NESCAUTO Cp Auto Control, IstOdhtfistelsdistso0dkrj f
GOtz jdadf jd3 s JoBtf JteObslztetzsets to i 30, Yeddzidjded® dd tisHE M 0k.

16. XpaHeHne U CPOK XpaHCHHUA ITOCJIC MMEPBOTO0 OTKPLITUA
16.1. Xpanenue

UJBYjwolkizied rte0kjdv NESCAUTO Cp Auto Control ZS0L0%0 &0
AUsdC S CstesBSd. misOdkdlsy tgisisCisris™2 NESCAUTO Cp Auto Control tfted
PCOLOGEGER hO AsdSjlsSj CotseCd s jdtfjebiztj (2-8) A His disjujkdv eSO
10t JddW GOBHSEO.

MmOt jifj NESCAUTO Cp Auto Control HB@ES thizh jhlsedwis1hw o
ABESHAZAGEY R CORj0r  dikd o  AbESHAEAGASOR,  sBiftjydedshdn
te je0ds jtlscftetso0hk ™2 st jtolizter ™2 teiqdds M) jXJHEBJokE2 tejcdisteOydj?
IsJcktf JteOlskzte ™.

NESCAUTO Cp Auto Control, rtOkdohd2iw )  &Owzh jhdjd
te j6tz0c jdzsdtetso0tdzsets te > 30, tedd ik jdkds &g tsHzj>dk.

16.2. XpaHeHHe U CPOK XPaHEHUSsI NMOCJIe NEPBOr0 OTKPbITHS

Stz shsOEkshw hisOsdiz-d ¥ dsd o Sjyddd] stem tjHjdz tishij ofSterisdw
OCsoCd tiedf s jdstfji0lsiztsj 2-8 Aut.

17. TapanTuiiHble 00513aTEJIbCTBA

17.1. MesdLosHdkji+ cOe0dGsdislzils Mssisejshisodj NESCAUTO Cp Auto
Control  EhOgsokjhrds St jBso0kdwd  fisOkHOte  d  HECkds jdisOydd
tfesdLosHds i@y  ted fsBEBHjRI] Ehksedw IstOdhtfstisdteso0hdwy, Rt0h jddw,
ACHYEiz0L0ydd.
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17.2. wisS coHgSHs f HOST  fesdiosHised  (edisd  esHESydd
tslsH jdzisds Sststestw COv,jfso0 tis jHtfedisd-dLesksadls &)

Lisadw

esHEzEydw "0t jad

10BBts Ssdistetszj? SsdayjdaisteOydd
CORtietsls jSkt0 o LYoSsas) HE™
0n0EdLOstse NS-Prime o NS- 2-8 Au 12 B hwyje
Prime AAO1 T NESCAUTO Cp
Auto Control

HHEC EHASHS

17.3. MesdLosHdji+ @ ddhdls slojshisojadshisd L0 COCE2-kdBS
fiodudjbzr? EPjee  did  tetejHjldy, ovLeOkkTYj  tisolstdkd
dhtfsiz-Lse0ddjis NESCAUTO Cp Auto Control.

17.4. desdLosHdsjir & dhdls  skaikhse jdkshisd L0 COCER-kdB
todqudideiz 2 Ehjes did tseidHidkdw, oriedkhary dhtskiLse0ddjd
NESCAUTO Cp Auto Control tfsfiiz dilsjyjdd™ S0 csHEshisd, ZSOL0GEEES &0
A1 (0[N

18. KonTakTHas undopmanus

I otfeshod COyinlked giHydEhSEes dLHjzdw cy0BBE 6 j06 st HEwW
CodBtesoCd SdyjhisteOydd SOk ftetsls jSlsddz0 o ZOStaC) HEW 0ROZdLOkEtEsd NS-
Prime d NS-Prime AA01 T NESCAUTO Cp Auto Control)e, tfissqLotHiisa0
Alfresa Pharma Corporation, Ctftsddv, sete0M 02w tfts OHte jikz:

JBhjhlsets 1) eOhdyjkks? skojkhsejhhshsits LLL coitSe-
rRwrtuszode (JJL coitds-rusrturs=zade),

ehidw, 196066, ¢. a0hSk-I jisjeBlztes, JHNSsoncd? tfi., H.212

Ut +7 (812) 303-82-44

-mail: agros@agros-int.com

desdLotHiisels  digddls  fdlsdwdydse0dazs  hdhsidlz  BldiHM B0
COyhise0, o Istsc ydhzg o yomisd ftesdLotHiised & jHdydinSses dLHjkdy ¢y 0Bttt

287

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru


mailto:agros@agros-int.com

e JOGjdlsse HEW CodGistsew StwyestOydd SOz tfislsjSsded o ky0Ssely HEw
0kz0zdLOkstso NS-Prime d NS-Prime AA0L T NESCAUTO Cp Auto Control)é.

A HIs jieXHO jistw iz jHEzEs Prddid HsClzes jdaisOdzd:

djelsgwdCols  fisslseishisedw  — MD 503784  (fstslsejlshisolzjls 1S L
13485:2016), ftetsS Hj2Misodw HEs 23.09.2021;

IrJ$e0teOydw s fistise jishisodd HedizsMjedd 111 VDD 98/79/EC 5B dLHjzdWn
HZW HJOGWhisdSd o kOBBEOSteE: - EZNksodwa (in vitrs).

19. TexHuveckoe 00CTy:KMBAHHE U PEMOHT

udntdunSesd seiiizyde0kd d tejdsshls  BIHqydenSses  dLHJdzdw
G yteclos o™
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IMpunoxenune A «KnaccupukanuoHHbIe CBeJIeHUN

¢ 1. stonhowdSOydened hodHdedy tis fedSoLz fduLHt0s0 tehidd sis
06.06.2012 6. — 4, fiedCOLO JdhLHE000 thidd s 25.09.2014 — 557

¢ 1.1. ddH gjHdydenSees dLHjedy o fstsise jishisodd f) dsdzjdCe0lkizishis?
CeOnnewdSOydd2 BJHydEnSds dLHjad?:

2686207 s0u+tfesls jCsdiz RA T, Sdlstesizdz 2 dz0ls JedOdz

¢ 1.2. swOhh tslsjaydoe-dsets tedhSo teddsjdded™y BJHydehSses gLHjedw
o Missise jishisodd ) dGsdzJiSu0klztsws? CaOnndWdSoydi2 GJHdydenSde dLHjzd? T 20
(4. 9.6.2 tfiedSOL0 _JdtzLHtc000 thidd tls 06.06.2012 6. ~ 4dz).

¢ 2. stH JsAr2 7 21.20.23.110 ¢t JOc jdsr HAOe®Bhisdyinsde.
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IIpunoxenue b «IlepeyeHb NpUMeHsIeMbIX CTAHIAPTOB)

FJHdydenhSsd dLHjedd cu0Btte Sadistsez 2 sty jdistoydd SOz tfitsls JSlsdiz0
9 tf0Csol ] HEZW 0k0kdLOktEEse fjtedf[d NS-Prime T NESCAUTO Cp Auto Controlé
hsslsojishisolzgls  &OydekOzAGr ¢ NisOzHOESOR  gehd2nSs? AJgHJ0ydd &0
esHEzCydE:

T e 1 51352-2013 ¢ J jHdydenSdj diHjedw HEW HJOGEShsdSd di
odlstets. JJissHY oyt IsOkzd2e (o yOmisd Ylzass0 5.1);

T AJuu T 13612-2010 ¢ Jy kS0 WizdSydsdodara 00k jtedhisdS
B jHdydanSdn diHjed? HEY HdOedshisdSd in vitrog;

T AJues t Ru 23640-2015 CcRLHjEZW  dgHdyd@hSdj HEW
HJOcEShisdSd in vitro. JyJwSO hisOsdizdshisd tjOcjdlste HEW HAOGHShHSS in
vitroe;

T AJus 1 Ry 15223-1-2014 cRLHjEdY & jHydEhSd]. wdkesir,
iedds g ddsTd gied ds0BSAtesa0kdd B0 BIHAydENSdn dLHjad s, UsdCiksos d o
histftesosHdls jz ' ds2 HECEz® jdisoydd. Yoist 1. fhdsetkr j stsjBso0dkdve;

T AJus t rRuJ 18113-1-2015 cREWSEEOYW, tiejHshis0adw jow
dretsksodisjzjds (GOeCtesot0). YO+ 1. ujeider, stejHjezjedy d sshdj

Iste jBSOOdGAWE;
T 1Jes t rRu 18113-2-2015 cfjHdyd@mSdy diHjedw  HEW
[0 [0/elA o [No] in vitro. REWSEEOYJWY, tftc JHBMisOadW jdz0w

dielssodls jizji3(BoteCdtesac0). Yomst 2. £i0cjklsT HEW HAOedshisdSd in vitro HEW
tftosW jihoftst0dtsets tedds jdjdzcwe;

T A5 1SO 17511-2011 ¢rLHjedw d3grdydanSdy Hew HAOekshisdSd in
vitro. RLBjEjR]] ojedudl o Bdtiseduindm tseOn. _fibtsisedyjhsow
tfeshizM o0 jdshist  Lhoyikd?, Yedtfdnonk = COkdBieObttsdy o SibistsEAd ™ d
B0k jted0rOge;

T Q1Jus ISO 14971-2011 ¢RLHjEAY BjHydEhSdj. Ieddjdjddj
(Bt BIESO eSO & B JHAYdBnSAds dLHjedvde.
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Ipunoxenue B «PacimmdpoBka cMMB0JI0OB, IPUMEHSIEMBbIX B

MapKHPOBKe»

qLesksads ji-

r hl
L J

CisH Ot

LOT

st Lok HE é .

IsJotf jteOlsiztotz 2 HJOYOLESE (fSls +2 HiS +8°)

J

BJHdydEnSs diHjedj HEY HdOcdshisdSd in vitro

L

BBOldisin ¢ dunsteizSydd s feddjdied™

EE&?IX]

-

bty jit 2 g jHhsOodsji o

rotstfj2mSd fisseMihisod
— | Gkt tis COkOwsel

fe e

C € | sousdeneco ur

[sstes>is! [Beokdsji € dunserSydd s
tftecfcB jdzdac[=

>
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Ipniaoxenne B
wtshis0o B jHAydHNCEes dLHjzd™ 60 Okekd2mSed WLy j
NESCAUTO Cp Auto Control
Control LT 4T 3.0ml

ControlHT 4 T3.0ml
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[ouud Lt rIC HIFSIPWRC ¢ J vIdpsLASt rIC
td IR Pu Lt L) NS-PRIME  NS-PRIME AA0L T WASH SOLUTION ¢

AII3 19O =RE TOuvILL ©)

REAEZEYY U e jkidd
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1. HaumeHoBaHue MeIMIIMHCKOI0 M31€JIUSA

WOdgkse0dkdj BiHqydEhSses duHjedy T ctohketts HEZW titdo0kdy ¢ o
ool HEW 0n0kdLOkstse NS-Prime d NS-Prime AA01 - Wash Solution ¢
(Hesgro0=hd?2 te0hsots d)é (O T Hesizro0shd? tsOflsotsts ¢).

2. Cgenennsi 0 NpOM3BOAUTENe MEAUIUHCKOTO U31eJIHs

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/

(cPiWis jLO NOted30 ststetfists jRNEe, 2-2-9 stsClzaz0lsd, usts-Clz, JM0SO 540-
8575, Ctstdw

Uk +81-6-6941-0300

NOGH: +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/).

3. CaeeHus 0 pa3padoT4YnKe U MeCTe MPOU3BOICTBA METUIIMHCKOTO
u3aeaus

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

(sthioRdw chizWis JLO AOez0 sttetfists j2N ke, 18 us0dridHOd, aYs-IsY, ZjLH
SO0yfzlso, JLowes0 709-4321, Ctfsdkdw

Ujt.: +81-868-38-5341

NOCh: +81-868-38-5800).
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4. Cgenennsi 00 yoJTHOMOYEHHBIX MPEACTABUTEISIX IPOU3BOAUTEIIS
4.1. YnoaHomo4eHHBbIH npeacraBureb B EBponeiickom cooduecrse
Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Tel.: + 31 70 345 8570

Fax: +31 70 346 7299

-mail: Europe@emergogroup.com

(¢S dtecs Dtestfe, y dHtewOiHY, 40060, 2514 AP, Ieddh jhidete0nls,20.
uji.: + 31 70 345 8570

NOGH: +31 70 346 7299

r -mail: Europe@emergogroup.com)

4.2. YNoJHOMOYeHHbIH NMpeJACTABUTE]b HA TeppuTopuu PO
JLLcoatfe-rusrturs=zade

v, 196066, 6. a0uCls-3 jis jeBlztss, JshCsonCd? ti., H.212
Uujt.: +7 (812) 303-82-44

[ -mail: agros@agros-int.com.

5. Ha3znauenune MCAUIMUHCKOI'O u3aejangd, YCTAHOBJ/ICHHO€
IMPOU3BOIUTEC/IEM

5.1. Ha3HaueHue MeIUIMHCKOIO M3eJIHUSA

TOmsetste HEZW tftesdzo0kdw ¢ o LtfoStaCj HEW Ok0kdLOLEESe NS-Prime o NS-
Prime AAOL - Wash Solution ¢ (e a0=hd2 ©ohsotts ¢) e jHEOLGOY & HEW
sydhsSd e j0Sydhis? SEojsr, LsGHO BBEOLYSe d LBGHESO t6jOcjdlste. Odkegr2
tflocizro0=Pd? oflsoste ¢ ©OLEOBBOG MYjydod ks HEZW dhtfsz-Lse0dkdw
cOEOZLOLBEEE HAMSt jisirds Oolssd0sdLdteso0hke i3 Chdidyjnss? ~dhdd NS-
Prime HZv Sskdyjhise jddsets in vitro stftsjHjzjddw d dskdsstddked SdyjdistOyd2
0Okdsse o BASESEAUNSAR MAHSSHSYE yjkse S0, T YediOHEjMEshs ke d
cOHOZLOLBEEER HAMSt jisids Oolssd0sdLdteso0hke @3 Chdidyjnts? ~dhdd NS-
Prime ¢$p01l HEv Sokdyifisejhdkses in vitro sttejHjdikdy d dshkdsstedleo
City jasteOyd? 0Okdste o SOk vjisojS0e (HOEZjJ ts kjShsz - PhOzdLOksts
OalststzOlsdLdteso0dkh 2 ChdidunSs? ~didd NS-Prime / NS-Prime AA0L).
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5.2. Tloka3zaHusi K NpUMeHEHHIO

esgroo=hd?  ofsosts ¢ e jHEOLEOY G  EEACE  HEW  hisadhisisets
Hedgdeiedy 0 bins-Yjudwduardd  6jocjesokd  d  ProEdLOkSEEd
Oolssez0lsdLdteso0kkd3 Sdidydnss? ~disdd NS-Prime / NS-Prime AAO1 fted in
vitro HOGEBMISIS .

5.3. IIporuBomoxka3aHusi, BO3MOKHbI€ MO0O0UYHbIE BO3/1eiiCTBUS

ted te0BBsIs ) lesdzro0sh s wohsottesss ¢ HietsdostsCoLond? d tsasyk
oisLHJ2Misad2 & j oY Walz jdis.

54. Ob6aacte npumeHenusi — StdidyihCow ¢OBGEOkseROY HAOCESHISISO.
v giesW ihhdsw0zdGsets fieddsjddadw.

6. Texnnueckoe omnucaHue, mNapaMeTpbl ¥  XapaKTePUCTHKHU
MeIMIMHCKOT0 H3/1e s

Iesgra0shd? oot ¢ T HEW sSydhlsSd tejOSydbhks? Cso sy, LBGHO
SBieOLYSO d LSEHES t6jO6 jdiste.

6.1. Cebipbe u maTepuajnl [IpombiBaoIero pacteopa A

Aetsgra0=hd? eohkotste ¢ (COk. Bisd e 912587) fisHjteddls (2 Wk0SE®0) 5%
OkSdusetses Awdts0, 3% cHEESIHO Golstsdw, 2% e+ Wisk0s0 d&Jls0Shdisz0 wolstdw,
9 SHGRM3 Wikz0SEh ] fisH jiexdishw 500 &t sz o0t jets omnisatsts0.

6.2. TexHuYecKHe XapaKTePUCTHKH

Rt Lso0kd] fslro0sh jos ©ohsotsted ¢ & owdvjls &0 tOBSY]]
OO JtedhisdSd Isdms-mfJudwdyir ~ tJ06jdiste, tseizyidkerd ted dhfseLise0dkdd
GLOZALOLBIEO Oolssaz0ldLdta0tkyses Shdkdynts? ~dhdd NS-Prime / NS-Prime
AAO1.

6.2.1. Kourposupyemsbie napamerpsl (CepTudukaTt aHausa)

A5 YCOLOsjivdy COyjhised tesdsro0=h jes teOfisostsd ¢  Mistlse dishisolzjls
Iste jBSOORAWAs o BiStRO®, ZSOLOGE ¢ © soBRdY |
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u0BEZdyoO 1

WOq3Jdise0tkd] gsSOLOs W MOtOSIs Jtedmisd SO d dtstedz ™
(011 [0]8F2140 AJL HJW JSIsB9
A&z jh&d? odH
Ko jls JIs tftetsLicOydises HES iz eS0 d3tzlswtsets
distelzClsizte0 rgHS s
7. Tpedyemoe 000pynoBanne, MaTepHAJIbI U PEAreHThI

- ted  dtfsiLse0kdd Iesiredsh jos  wOfsosicd ¢ G jsSBREHAMGT
hjuizeshdj odHr tBiezHE0RdY, G0k jd0dse d 06 disse:

- OLOzLOLBts HAMStE jisizr 2 Oolstsdz0ldLdteso0hdk 2 ShdkdyjnSs? ~dkdd
NS-Prime HEw Cskdujhsejkhses in vitro  stiejHjejedy o  &skdkstdieo
CohyjdstOyd?  OkOkdsse o  Bdb@sedyujnSdn  MdHSBhwA  yjise S0, 0
fodEOHE M Gehsvid  / PuOkdLobste HOhStejlskr2  Oslstsdz0lsdLfteso0dd 2
CdidyhSs? ~didd NS-Prime AAO0L HEW Ssizdy hise jidsets in vitro stftsjHjzjddw o
Bistdisstedize0 Sy jhist0yd? 0kokdikte o SOk yjtse jo;

- Stsllsjejte ™ HEZW B0 SBieOLYSo COEO HEW Ok0kdLOkSEse NS-Prime d
NS-Prime AAQ1 - Specimen Collection Container A;

- tftesBdieCO HEZW BBEOLYSO (SBIjds 1,8 Bk HEW  OelstdiisdyinSdn
0GOkdLOkEEse Hitachi (T 716-0425) [fu — Aw 2009/05517 s 19.08.2015, fitesS
HJ2Misod - B jitetsydits. esdLosHdls jz+ DELTALAB S.L., RiOGI"];

— ASESHAEA GBS, YHH jteydo0s P g2 Is jostf jlolizil sis 2 His 8 Au:;

—  BHESSOZOEAGY |  thiz0oktd0bdyinSd) HELOsEr oy jstykry N
HitiBiehtrd did Wothdese0wk ds sBI jisd fis NBidkrid GoSsEiygdCosd,
fsLoszvshd] sisedi0lst sBI jd3r MdHSEMSj2 BIs 10 HES 200 &S, Okl jhistso0hdk | tis
LGEOYjkd® MejHEj2 HELY d MasHAGShs] tejLizas0kte, tisetsjNdshist dLd jtsjdadw
Cilstste ™ HEBEX G0 BY s & BBSEZ ] 3 %;

— Yoy JisCd z0BBi0stel: * J MisJSEVidG Y J;
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- sdmis-Mtf JydWdud¥ J teJOcjdisr HEZW 00kdLOtsse NS-Prime d NS-Prime
AA01;

- 0Btste COLOBEOLEEEe $ Isdhis-Mtf JydWdud ¥ d3 teJO6jels0ds NS-Prime  NS-
Prime AAQ1;

- 0BBste CdGsteszj? & khs-fyjudwdyizr & Jocjus0ds NS-Prime d NS-
Prime AAOQ1,

— 1oLBOo s jiz+ ©BteOLY0 o 0SS HEZW 0k0ddLOkStstse NS-Prime - FIT
NS-Prime Specimen Diluent (ARU NS-Prime t0OLBOadsji+ sBteOLYO) / {OLBOOdS iz
BBieOLY0 o Zf0CsoCy HEW O0kOkzdLOLEkse NS-Prime AAOL T FIT AAO0L Specimen
Diluent (ARU AAO01 t0OLBOadls jiz- 5BiOLYOD);

- TOmsotste HEW tesdsa0dd™ ¢ o ZH0CEaC j HEZW 0k0zdLOLRERD NS-Prime d
NS-Prime AAO01 - Wash Solution ¢ (Atsizra0sh 2 ts0hlotst ¢);

— 0BG SHEBEOLES Y A t5jOSydtke R CHa s f) 8 Wy j2C0dd AAOL / AAOL
8-cell Reaction  Cuvette  (SSZASs  HEZW  PORdLOLEE0  HMCte jlstsets
OalssBoldLdtesa0dkhkses Stdidyints? ~didd NS-Prime AAOL HEW Sddyjhise jkbses
in vitro stftsJH ez jdkdv d dsedisiedize0 Siyjdisttoyd? 0k0kdstse o S0k yjkise $0);

- HAhlsdiztdtetso0ddi0W/H jdsdkdLdteso0ddk0w otsHO.

8. IMopsok HCTIOJIB30BAHMSE

8.1. A jijH dhtfiszLse0kd jd tOLBOs  tfissd a0 2 tonisett ¢ o 10 teOL
HAhlsdztdteso0hkks2 dizd HjdthtdLdtta0dkhks2 osHE?2 d 5P ok jEAks tf e jdjh02s o 5-
kdstetsots? Blzls T zd.

8.2. AsHMJHABAlS] BEZSY@z+ § GHOEJLOLSEEZ  OolstdiOlsdLdtso0mkBE®E
ChrdidynSs? ~ddidd NS-Prime / NS-Prime AAO0L o fstslse jishisodd f dumistezéydj?
s AChYdlzosoydd € cdpkoudLobstlz HAhCEjlsktBlz — Oolstdi0ldLdiso0hdkshE
Chdhdyints? ~dddd NS-Prime HEw Sokdyjfhisejdéses in vitro stfiejHjdied™ d
Bhdksedie0 Sty jistoyd? 0k0kdktse o BdtsedynSdn MdHSEhsWA yjdse S0, f
tflodROHEZ P Gshsvdide /  ¢codOkdLobkistelz  HAMSE jlsksdlz  Ooltd0kdLdiso0dkdishiz
ChdhdyhS2 Addidd NS-Prime AA0L HEW Ssdzdy jfise jddatsets in vitro stts jH jdzjddw d
Bhdlksdie0 Soiyjdstoyd? 0G0kt o S0k | yjtsoiSoe.
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8.3. lzvir tBBiizHEe0R0 HOYdSEd, sttejHjdveshdd, SseHO MdHSESH o
Blzls " dzof HishisdGtzdls d3cfdacfcl30AdaSGtS [zttsods™.

9. HepequL PUCKOB H CIOCO00B CHUKEHHUS PUCKOB 10 HOIMYyCTHMOTO
YPOBHHA

9.1. IsWHES Hj2Msed? tied ditfsiLse0kdd dLHjkdy HEE>j& Ysddshs s
mesz=HOLMY o Mssbojshisodd 0 dwnseizbydvad ot fedddededs k-
hfjuydWdukr =  tojocjiisso, (hOzdLOLEd OolstkoldLdtstso0hhses  ShdidyjhSs?
~di3dd NS-Prime / NS-Prime AAOL.

9.2. eizro0shd? ©ohkotte ¢ MizjHizll dhtfisziLsol! bek2Cs sYTistkshE
z0BBisOStedksRE Hf jhsdk0dt.

9.3. eszra0shd? teohsotte ¢ HsE & dhtfskzLse0swv o fistise jishisedd f
GOHEZ 0P j2 z0BBLO0kEEds2 Hie0SkdCs2.

9.4. Mepbl 6€30N1aCHOCTH NPH UCTOJIb30BAHUYU U3/1€JTUS

Aesds a0 onsetste ¢ Worwjishw fdizdgis? P jasyrts. ed sBEOM jadd
Gzdfd3 GOHjO02s] tejLdizsord HjtyOsCd d LoPdiskrJ sySd. ed YstfoHOGdd o ct0LO
dzd @0 Soyz theddidlsy AShtikizrd i, 0Sd) SOC tiesrodkdj Bz dds
Ctzdyihsotds osHY. Med & jsBrsHI®RENI SBiO 1t € oOyz. Ied hiky02dksd
ttetseiz0ls o0k dd GJdsjHizjddts SBie0sdls i+ LO BJHIYdENSE2 tisgsh1es.

10. Topsmoxk ®  ycaoBusl  YTHIM3ANUM  WJIH  YHUYTOKEHUS
MCAUIIMHCKOI0O u3ae/Jaus

10.1. vbdidLoydw tesizra0sh jos e0Mkottd ¢ HBEMEO tiesdLotH]ls W o
hsslsedishisodd i 0k dy 2.1.7.2790.

10.2. A tesyjhij tesdiotHiised tesdireosh jes  ©0hsottsd ¢ B
tfodds jveslstiv 0P jilse0, tOLzhoshd]j bLsksor?2 s Obdshwitr, 0 S0SHJ
esigro0=Nd ©ohkosts ¢ &J MisHitexdls ojF s, tOLezPOE=hdR SLEGEa Y2 fils?
Olsdtshw jte .
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10.3. artedj, dintfstzLiz jdssj HEW tesdLosHiise0 teshradsh jes tsOnkotsted ¢,
d fesireoshd?2 womsests ¢ ¢ wodweskhv dhssykdSogd sfohk = duikyjed? o
oV H i jhd? otsjHh T = 9P jfse, LOcWLEWEP R sClzy 0B Pzt fits jHE.

10.4. A tfesyghing dintfisz2Lise0ddw d ZsdizdLoydd tiesdro0sh jots ohksotstsd ¢
) dils S dds MesSsds esHGshisd ksShdyd ' = BlsnsHEe ¢ ] SBisOLEZ jishW.

10.5. JlsasHY, sBeOLZER W o ffesyjhid dhtfsise0kdy d ZsdedLoydd
tfiesgro0=h jots ©0nkottsd ¢, Skshwishv ¢ Czohhkz ¢S YdH jddstsedy inSd syonGY J
SkasHre (SZofh a4 hsckohks wogddy 2.1.7.2790), tfsdre0=hd2 ©ohkest ¢ f
disjShdgs MistsCsdz  esHEshS], tsote X HikkER EH0Ctott?, ¢ YedesHkry €
tfediz jjidts slsdshvishv € CeOmhz cCYdHjddszsedyintd BJLEYONG = SkatHEse, s
hshisOelz  fedBdM jhl = € bojteH 3 BYlsords tlnatHORe (Skohh ¢ nsckOnd:s
w0y 2.1.7.2790).

10.6. fB.Ohj&di (MBtts, otejfikhks] nkOhikdl, SBJLLOGOMda0hRd] d/dd
sBjLote X do0kdj d steOdhtfttelsdiesso0td]j) BlsntHEe, BeOLzEhdRw o tfissyjhh.
dhtfskLse0kdy d EsdidLoydd tfsdro0=h jes ©0hksestd ¢ i diisiChdd mstsd
CHESMS, HEE &Y tfesosHsA W o fistlise jishisodd f) He0adEOBd, Hj2hisekzEPdid o
Miste0tzd Htedozjdzddacf %0 dtsdsddls zisdzdLOydd.

10.7. ri&v tBjLLOEO>Mdo0kd™ d/did BjLotej>do0hkdy BASHESe HESEMEGT
dhtfsz-Lse0k+ v Lok jedhstedbto0hij o tA HJLdeWdydislze=hdy fisjuiised d
tsBBtslzHEa0d:d | o fissise jishisodd ) dustelzSydwasd s o Ytedddddddts.

10.8. fsasHr, shasivhdiiv © Ceonile ¢SYdHikdstseduinsd SOk j
SASHY e HEEGT EZsdidLdesals v yjtjL stecdkdLoydd, diishdj cdyjeids @0
Astsls oqH Hjwis jizAdzshlsd].

10.9. 2 Hstilhdds dhtfstziLte0kdj fhsdred=h jos tonkostd ¢ i
dhlsjujhdv fesSe Ate0dkjad™.

11. MeTtoabl M YCJI0BHSA CTEPWIN3ALMNHA

ez ro0s=hd? oot ¢ wodwilshw - dGifisitediadrds  BIHAyddhSdd
qLH jtdjs. esdLosHdsh o O jtisduifSdR Ehksadwa.
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12. TpancnopTupoBaHue

LYOCEEOELET 2 Hesirad=hd?2 tonksost ¢ IteOkheisdislz=ls ofjdd odHOB
Cevlsre lSteOdhtfstelstzr - fitedHiiso, Stotsdsd BJslsOyido0jdz ~ skhjSte MOdssEistse d
dGsteSses  SteOwhtfstelsd, o Mhsslsejshisodd )  icOodkOid it josLBESE  GlelzLise,
HJ2Msolzes Pddizd 120 HOGGSE odH . Iste0dntfistslsO.

Litsadw lsteOdtfistelscteso0dd™ T tied] s jdstf jte0lskzts j 1-30 Aw.

Aesgroo=hdl?  tohseste ¢, LEOGNYSLdso0ke 2 ) GOtz jadids
t6 J6z0 JasAteso0Mh ket o> dds0, edldiiedss d&d gsHzj>ds.

13. XpaHeHHe U CPOK XpaHeHMs MOCJIe IEPBOT0 OTKPbITHS

13.1.  XpaneHue

UJBYjeolizied 0k jkdw isdro0sh jots ©0Msostd ¢ ZCOL0R0 &0 UsdCikS
CitesBCd. MisOddls] G siSr s tesigrodshdl ohsosts ¢ tied ZCOLOGERS? ¢0
UsfC jisC j StstetsBEd ks jestfjteOlskzts j (1 1 30) Awt His dils jyjdec™ fitstsSO Ris0ds jdagw.

esrooshd? wofseste ¢,  nwOgded2iw  f)  d&Otlzh jhkdjds
6 J 60 Jasdtetso0Mh ket o> dds0, tedldiihds &g fsHzj>ds.

13.2. XpaHeHue U CPOK XPaHEHHS MOCJIe TEPBOT0 OTKPbITHS

TOLBOOE jt 2tz a0shd? tOhsoste ¢ (1X) fisOBdizjh Hied Stddkolkibs2
Isjozt jteObslzte | HES dfiyls jydded™ eSO csHEshSd, ZSOLOGGEES G0 UsdSilse .

14. TapanTuiinble 00s13aTeIbCTBA

14.1. MesdLasHdsji+ cOOdkisdislzils fisslse jishisadd Yiesgro0=h jets tomisotst0
¢ EnisOdsakil o st issa0kdvd nisOuHOtEe o HESZBJGSOYdd YiesdLosHdsJew tied
hsBlz=Hjedd Ehesodw StOdiYistisdtesatndw, ~te0djdadw, 1Shtfiziz0k0ydd.

14.2. wteBS esHEENS ) HOSY tisdLasHiise0 (Hediwisdw tesHEzSydd SIsHjdsa
Cszlstetsw SOy dMisa0 tte jHtftedWisdW-dLetsissadls J&w)
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ofdsed™

HesHECYdW "0t jad wesC GBHESN S
TOmsetste HEZW tfiesds™o0dd™ ¢ o
foCsoCy HEW  Odk0zdLOLES
_ _ SRGOsGOW o
NS-Prime d NS-Prime AAOLl -| 36 Ghwyjo
Is Jo3tf JteOlslzteO

Wash Solution ¢
(Yiests o0 Lofjsost )
143, desqiosHdlsje  Gj  Ggnds  Ssejshsejudshsd L0 GOSs2-zdBs
tfiodudjetr2 2P jte dizd tsets j>Hjkdw, o LoOhkdk Y j folssed 6 dhtfist- Lso0dkd jd
tistsds o0t jats 10Msoste0 d.

14.4. MesdLosHdsjur &)  Gdhds  Glejshisejukshisd O COCS2-kdBS
tfoduddjeiz 2 EPjies  dud oot jqHikdy, oviLedhhrj  dhtfsiz-Lso0dkdid
e ro0sh jots oMot ¢ Yshizy dilsjuied™ esso csHEshsd, ZSOLOGHSES ¢
LOSEaC,.

15. KourakTrHas nndpopmanus

A ostfteshod Oy ifisod GiHqydeEhses diHjedw ¢ctomkosts HEW el ™o0hdw ¢
o Ztf0CsoC] HEW 0G0kdLOkStese NS-Prime d NS-Prime AAO1 - Wash Solution ¢
(Aetsdzra0=hd2 tohkotsts §)e, tfiesdLesHise0 Alfresa Pharma Corporation, cttsdédv,
B0 O W s OHts jiiz:

Jehjnkes )  sek0Gdyjkes? ko jkhisejhkehstts  LLL cditSe-
Rwrtwszade (JJJL coitJe-rusrturs=zade),

Bhidw, 196066, ¢. a0kS-I jisjeBlztse, JFBhCsonCd2 tie., H.212

Uji.: +7 (812) 303-82-44

[-mail: agros@agros-int.com

AssdLosHiises disddls hdtisdwdydtesa0huizEs fdfisJdsiz BudHM d3JdeisO SO0y hise0,
o Istsaz ydidzg o yomisd tftesdLosHiise0 & jHdydinSses duHjzdw ctomisoste Hiw
etz o0ddw ¢ o oSt HEW 0k0kdLOkEEse NS-Prime d NS-Prime AAO0L - Wash
Solution ¢ (Hesro0=hd? oottt ¢)e.

AsHIso jieXHO jistw iz jHEzEs Pddsd HsClzes jdzisOdzd:
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a JtelsdW S0l fsisise Jishisodw — MD 503784 (fislse jishisokzjls 1S J13485:2016),
MtesS Hj2MsodW HEs 23.03.2021;

I JS&0teOydw s fstsise jishisodd Iedits>jddg 111 VDD 98/79/EC 5B LHjzdWn
HEZW HAOGWBHIsdS o Z0BBieOSted - EidzisodWa (in vitrs).

16. Cnucok autepatypsbl

1. Nzgds CEkoc0s0 d He., dOodihdl Mihsd &sHjE)2
CoBdieydned HBhzykr=  Ooltdi0kdLdibtodht =  0k0kdLOLEiss — HEW
dseszdzsseduinSses st jHjzjedy nSteriss? Cesod o SOk, riztekOk B
duzhistezegJdls0n d tejOcjdis0n HEZW SedhdudhSdm 0BtE0lkstd? (Journal of
Clinical Laboratory Instruments and Reagents), 29(2), fste. 1217130, 2006
6. [CYsuEntd?]

2. Cherdes Jbkts d Ht., tisteshtjSsdott) dhhkjHto0kd ]
dosaszassddsdyudnSets  IsihisctesoOkdy ©0 MSteriszes Csor o COZJ HEW
orwal jkdw Sizsts jSs0zdGisets 180S0, Clinica Chimica Acta, 411 filsts. 8027
805, 2010 6.

3. Bjske msG sdi d Ht., Jyj#So OolshokdLAtto0knks6s
0k0tdLOLstsd Hemo Techt NS-plus C15 HEW fftetsojHjdkdw s jflsO0 &0
hCterblzes Cletsor o GOk, riztedOk ¢OBBLEOLEERE2 BIHIYdRT  Chistesiw
COydhlse0 (Journal of Laboratory Medicine and Quality Assurance), 32, flste.
23771241, 2010 6. [ststej2MCd2]

4.  GHaOLH tHiE d His., Jyj&so mdhsjss™ Hemo Techt NS-Plus
HEW  dhtfsise0kdy o HeSodhydozies? hSededieses?  Hisetodd
Coitste JCSOkdtsets 180S0, sedidydnsow adis~ddsdw (Clinical Biochemistry),
46(4-5), fists. 3651368, 2013 6.
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Ipuaoxenue A

¢ 1. stonhdwdSoydede ' J hadHJudW g tedCoLz JdhLHt00 Tshidd sis
06.06.2012 6. — 4, tfiedCOLO _JdizLH090 tishidd s 25.09.2014 — 557

¢ 1.1. AdH B3gHdydenSsets dLHjedw o missise jishisodd f) wsdsjaSeokzistks?2
ConnowdSoydd2 BJrdydinsda diHjad?:

160170 T akwjthr?2 tfesiredshdl toflsestt RAp, 0oltd0lsdyjnSdy/
isiiz0alssas0lscfunSdd NAmsJds ™.

¢ 1.2. stOnh sl jeydot-dgisets edhSo tfiedddkled™ dgrdydenSses duHjedw o
hissise jishisodd i disd jeSCk0kziks2 SeonhdWdSoydj? dJHdydenSd= duHjed? 1720 (4.
9.6.2 tftedCOLO _JFdtzLHts000 tishiidd ls 06.06.2012 6. — 4d).

¢ 2. sttH Js3r2 71 21.20.23.110 ¢dOc e HAOeEEhisdyintde.
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Ipuioxenue b

MapKl/IPOBKa HOTpeﬁl/ITeJIbCKOﬁ YINAaKOBKH Ha PYCCKOM A3BIKE

alffesa  NSIPHMS

Macrete Clnicol Chemmistry Arahyzer

PacTBOp ANA NpOMbiBaHUA A B yNaKOBKe ANS aHaAN3aToOpPoB
NS-Prime wu NS-Prime AA01 - Wash Solution A
(MpombiBatowmii pactesop A)

SOLOLE B2 dis;jis - 912587
{OMsetsts HEY stz o0Gd™. . ... . ... .. 2 7 500 itz
ABH & 9 s jyjddj 36 dsjiwy e f HOlST tfiesdLosHise0

O@

uBEASE HEW HJOGESHisdSd in vitro
rev tesw ihndskoz1¢ses fedididdy

MOzl tted 1-30A A

M ChEIWEJLO A0 Stiktfists j2Nde

18 10d=1dHOd, &YB-IsY, ZjLH sOylizso, JLOwd0 709-4321,
CYsddv

JLL cotSs-Rusrturs=zde

196066, _JNSsonCd? tfis., 212, HOhGS-I jis jeBlzise, Tshio™

UGt o HOKO & jediis0ydistutsets Hhisse jisjgd™: — TTU
2019/9051 sk 16.10.2019

RS s fisdd it jdid: ifobt-fit.ru
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Pa3bsicHeHne rpapu4ecKux CUMBOJIOB

] u qLesksads jt-

CiH 101k
LOT H Yoekdd

dhtfsi-Lso0k HE é .

Is jdstf jteOlsiztedz 2 HAOYOLBEG (s +2 HE +8°)

o< IJ

9
4

IVD BJHdydeEnSs diHjedj Hew HdOetshisdSd in vitro
[:B] sBtOsdlsdf* ¢ dthistezSydd Ut dteddddid=
r k tftszdassyeE 2 tisjHhisOedls iz o
ottt j2nSsds fistse P jhikse j
rj EsBJE s Cos0tselz
c € BOeCdtesot0 wr
Jhsstesyds! JBis0dlsjn ¢ denstzSydd tis
tiecd3 oz i =

MABAYINCO™ YesHESYdw, o LT a0=how
ChteleisLAts i jlsOidse (MAByinSo™ tesHzSydw,
orLro0show gOLI jHOGR j/te0LH0X jhd ]
Csd/Ytsete j>Hjdd] czoL)

OBl

A 3P jhise0 d fidsdnd ) teOLedyde"ds ksSChdyntdd
Hd2MsadJe (247 fise0, sYOhG" | did
OnYdisoydd)

©
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Ipniaoxenne B
atshis0e GIHAYdEhSses dLHjedw G0 0dekd2nSed wLre
NS-Prime Wash Solution

Wash Solution T 2 T 500 ml
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s Ut3 rfc st LATPWASL sofd rfc
o R Pu Lt L) NS-PRIME d NS-PRIME AAOL T

SPECIMEN COLLECTION CONTAINER A

RENSEZSY" U6 Hedddbied
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1. HaumeHoBaHue MeIMIIMHCKOI0 M31€J1UA
WOdBjbse0kdj &jHIudENSEes dLHjedy T ¢sthsj2dkjter HEW MBsEO
BBiOLYSO SOZO0 HEW OkOkdLOkstese NS-Prime d NS-Prime AAO1 T Specimen
Collection Container Aé (HO&jJ T dLHjidy, SthBlsj2dkjtt) © Helkzm o0kdOdison
offytftszdz jdac™:
T sbllsj2djt HEZW hBskd tBiOLYSe SOXO0 (SHESHBGjO% 2 B jlStH) -
Specimen Collection Container ¢ (1-Day Method);
T SBllsj2hjte HEW MBE0 SBEOLYS SO0 (HokzRHBG jowk 2 B jiSSH) -
Specimen Collection Container A (2-Day Method).

2. CBeIleHI/ISI (1] pa3paﬁqunKe H NMPOU3BOANTEJIC MEAUIIMHCKOI'O
n3aeJaus

Alfresa Pharma Corporation, 2-2-9 Kokumachi, Chuo-ku, Osaka 540-8575,
Japan.

Tel.: +81-6-6941-0300

Fax: +81-6-6947-1548

d02ls: http://www.alfresa-pharma.co.jp/english/

(COEWis JLO NAOtedz0 sitetfists j2NB%e, 2-2-9 stClziolkd, ust-Ciz, [MoS0 540-
8575, ctthdw

TJjk.: +81-6-6941-0300

NOCh: +81-6-6947-1548

02k http://www.alfresa-pharma.co.jp/english/).

3. CBeI[eHI/Iﬂ o leOH?.BOIlCTBeHHOﬁ mjaomaaxke MECAUIUHCKOI' 0
H3CJIUsA

Alfresa Pharma Corporation, 18 Taiheidai, Shouou-Cho, Katsuta-gun,
Okayama 709-4321, Japan.

Tel.: +81-868-38-5341

Fax: +81-868-38-5800

309

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru


http://www.alfresa-pharma.co.jp/english/
http://www.alfresa-pharma.co.jp/english/

(stiyokdy chiz Wit jLO AOEB0 sttetiste j2N ke, 18 s0dnidHOd, aYs-IsY, kjLH
SOyZk0, [LOwER0 709-4321, CHfskgw

ujk.. +81-868-38-5341

AOGH): +81-868-38-5800)

4, CBeIleHI/IH 00 YIIOJTHOMOYEHHOM NPEACTABUTEIC MPOU3BOANTEIIA
4.1. YnoaHomo4eHHBbIH nmpeacTaBuTe]b B EBponeiickom coodmecTse
Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands,
Tel.: + 3170 345 8570,

Fax: +31 70 346 7299,

e-mail. Europe@emergogroup.com

cG i tects Dtestfe, W JHjek0%H T, 40060, 2514 AP, Ieddn jhhjete0nls,20.
udi.: + 31 70 345 8570,

NOCH: +31 70 346 7299,

e-mail: Europe@emergogroup.com

4.2. YNoJHOMOYEHHBIH NpeacTaBuTe]b HA TeppuTopun P®

JLL chatde-rusrturs=zade

shindw, 196066, ¢. a0kSs-I jis jielztse, FhCsonCd2 tis., H.212

Ui +7 (812) 303-82-44

e-mail: agros@agros-int.com

5. Ha3znauyenue MEAUIMHCKOT0 U31€/I1MHA, YCTAHOBJICHHOC
MPOU3BOANTECIEM

5.1. Ha3HauyeHHe MeIHMIIMHCKOI0 U31eIUSA

Sl j20% e HEZW MBBE0 BBEOLYSo SO0 HEW 0G0kdLOkEERe NS-Prime d NS-
Prime AAO1 T Specimen Collection Container A T st Cwlsj2d%jte HEW MBEteO
sBOLYO f) yjire iz jHizesh jos stfis jHjzjedy CodyjdistOydd 0k0kdistse o SOk
%0 OkOkdLOkttej NS-Prime / NS-Prime AAO01 tfied dhtfisizLso0kdd Isjfls-
it jydWdydr = te jOc jdistse.

5.2. Tloka3zaHusi K NpMMeHEHHU IO
UBEASE HEW in vitro HJOGGEHisdSd
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Stisj2t e e jHEOLGOY G szASE HEW ditfskALse0kdy fsedinishs f
BJHYdENCdds diHjedil chdozdLoktt HAmStejlsr2  OoltiOdLdteso0dkd: 2
Chdtdyhs2 Addsdd NS-Prime Hiw Stsddyjfise jddises in vitro sttsjH jdjegdy d
Bdkdsstedized Solkyjdistoyd? 0k0zdkte o BdtusedyinSdn MIHSEhsYA Y itse S0,
) tedGOHE M Eshsvdde / cokotdiossts HANSEjskr2  OolsskOlsdLdteso0dkd 2
Czdhedydnss? ~ddsdd NS-Prime AAO0L HEW Cszdyfise jhwsets in vitro stfte jHjejdkdw
Bkdstedized Chyjbstoyd? 0k0ddsse o SO&j jksejcoe (HOLJJ ts bjShkkz -
d&0zdLOLEE Oalsdz0bdLdtsso0dd 2 Chdddynss? ~didd NS-Prime / NS-Prime
AA01).

5.3. IIporuBomoka3anusi. Bo3amoskHbie M000YHBIE BO3/1eiiCTBUSA

Yted t0BBIs | i) JLHJZA B & o ™ Wodz jdts

5.4. Ob6aacth npumenenns - Stdizdyjncow ¢oBsiz0lEEREOW HJOGESHISISO.
W ihhdskoz G2 et jir  eiydor e fiLise0kjtzj? ®JHIydEnSEes
dLHj&zdW csiils j20%jeT HEW MBBiO SBiEOLYS SO0 HEW 0%OEdLOLSEse NS-Prime o
NS-Prime AAO01 T Specimen Collection Container Ae: o0y Shdidyjhts2
0BBisOSskE2 HJOctsMisdSd, MslstelzHa S ChdizdSs-Hdoetshisdy hSs2
OBBieOLstedd, fleshjuhd? tBkyjkdl k OokstdLsoddkdses s jHhs0odls jaw
tfiesdLosHdls jov. Bt tBEOLYO iz jhsodw jisiw & jtftesW jihdtsd0d-ds dsdf
sz Lis90ks jZvad.

6. TexHuuyeckoe onucanue, NapaMeTpbl U XapaKTepUCTUKH
MCAUIINMHCKOI'O U3a1¢J1usd

6.1. Onucanue u3aesus

St j2t e fejHhisOakvjls fisBs? JRShst  ewhtkzeti ksl Wstdr,
ollzisted  Clststetsels  wOmwsM i seaskBR 2 LskH  (E5YJys0),
tfledStejyzjhky2 ¢ SevhQy, &0 Sskyj ddsddls tedWizjdtshist, BrOGSHOLY Slststss?
shizF jhisodzw jlshw hiBtste dJsBRBSHJ®RBEE Skdyjfise0 tBeOLYO HEZW 0d0kdLO.

Stezls j2t jts HEZW SHESHE Jowses 3 jissHO Loaddyde0 jishw tesLiset? CerhCis2.
St j2%jte" HEW HolzmHEjodses dijissHO LOadhyde0skhw tLses? d Jdss?
Cer P CORd.
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AlzB060 HEW MBBted SOEO e jHMsOod™ jis iisBS2 Bzd06k HeWdszestds2
Wiz

6.2. Cblpbe H MaTe€pHuaJibl, BXOAAIIMNE B COCTAaB U31C/IUA

6.2.1. Stllsj2ejte™ HEW fBGKO SBiOLYSe SO0 tfissdLotHiisod Wdtsdz™
cadilts s060Sk ststetfiste j2d (Shinko Kagaku Corporation), ctistdw; dLetlsted,jd
dL Ysedtsydeso;

6.2.2. JetsBiSBBEER 2  LehH fiesdLotHiised Wdtthsr cudi#Sts S060CE
sttetfists jJ2 ¢ (Shinko Kagaku Corporation), ctsédw; diesktetzjé dL ¢ad-
tf&zOMIsfS0 (0StedtzstzdIstedtz-BIzSOH jdz-Misdtstsiz);

6.2.3. Az5060 HEv fBGKO BBELOLYSS (Yhskkshss 40 /6% YsdLosHise0
wdted3™ ca0GSY-aYHL] sBistfste j2h%e  (Sankyo-Shoji  Corporation), ctfsddw.
RiBEALZ B § Yitddkz0: LOX Rakuraku sheet Grass, tjedisteOydistd 2 dsdts:
C0450266-1, tfssdLotHised TOYO INK, CO., LTD., cistdw.

6.2.4. steOCOV  duzistelzGydw tfs MBelz  SBEEOLYO, HsdLoBHiiso0 Wdtsdz™

cIyzedhd 3424 JdhL_fdaidisjHe (Mitsubishi Paper Mills Limited), ctftsddw.
6.2.5. uishiss teOMisost0 o Cisdls j2dzjted

ABBAEOLAGOY o jhisodhiss Sl j2h 0 1,9 dikz. SOMHY2 Sistls j2djte
fsHjtexdls  &0fsotte, CoistEr? s jHilsOodwjls fsBG2 dEzBlzE  HisLsOylzE
MHShis. B jo3 60hsett0 1,9N0,15 .

dishisOo te0misotste0:
Sl [SvAAS Sy sty
MES azW jts 30 dtsi-/ iz
Mmztstedls ™2 d0lsted2 8.0 dze/d3z
A7 yd? hretesissyk 2 0zszdde | 0,15%
GLAH GOstedW, B it 0,1%

6.2.6. pH &0Msatsts0 o Sistals j2dts j: 6,3N0,05;
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6.3. TexHnueckue XapaKTepUCTUKHU

hBBstelz sBicOLYO

u0BEdYo 1
N . . T
WOz Jezs00dd] YsCOLOls jiw MOtOSIs jtedis[SO of dasteds ™
Cistzlstetsdzw
1 2 3
1 d&ghad? ed
1.1 stk 2t HEW fiBsE0 SBisOLYRe COE0
1.1.1 sttetflzf JBEBhs Hewdszestbs? Wistsd
1.1.2 MeisBiislsBistedz 2 ListH fedSejtfzjt ¢ SerhCj, &0 Codbyj
dazdJis tecwizjdstsfls-
1.1.3 stev NGO f) e jL B2 BLBOBEE Yo js0 HEZW SHESHE joGEES
(5 ssHO AdLE0E s
sLBoes d M Jiisets Yoo  HEw
HOkzAHE Jotisets d3jIstSHO
1.1.4 akzaz060 HEW MBiSte0 SOEO ovdslzetidis? Wisteds ™
1.1.5 st0Sow damistezCydw tfts fievgslzesi s Wisieds

2 U jrtfujinCom RowoSks jaisdco

2.1. 1080tdlst j oL s, BBN10 %; i, GN10 %, Bl jo, dszN10 %

HAOds jists

2.1.1 sitetfizf)

- Hizd®0 90

- hdted®0 18

- 97 fislsO 9

- (3seBC[dz0dz+ dzOW o3 jisdd3tshis 1,9 ;&
2.1.2 MotsBBilsBsted: 2 ListH

HiZd0:

- HES tlesBSd 50

- s dtex{dz 35

- tegWitz jdzts2 yOmiso 10
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- tfeds jHdtdls jazA &2 yoisof 9
- s Jtexdpw 6
- oWz jds2 yOomisd 2
P0G tedWazjdsdW 2
2.1.3 alzg060 HEZW MBBste $OEO
T HiEzd®o 33,3
T Pdted®z0 25
T 9jf 3,5
T YwOolzy s WJ Btk 120 f)
T teOmsotsteddshis WJ Bk 400 f)
T lsszP 0 71 N8 &S
2.1.4. st0sCow dizhstezSydw tis
f[]B:Isd;sOI[zdztgstGOLuO Zfé6
- hdtedt0 3.75
- i |
7. YkazaHusi 10 NPMMEHEHH IO

7.1, jejH 6OBSSS? ) diHikdis SLEOSEESIN ) duiseZSydj? ds
tedds e dedt.

7.2, UBEACH HEY difsELse0GdY © in Vitro HOOCHSTISIS J.

7.3, RLHjEd] i jHGOLGOYjds HEY dftfist-Lso0tkd™ st Sts fsads st f
OBORALOststEtsHs OolissOlsdLdtsso0tdr d; Sty St ndkdd NS-Prime

8.  YcuaoBus 3KkcIuIyaTanum

8.1. RLHJjZd] tfedzidwisihw fied Ssazi0lsis? s jdtJteolstzts .

8.2. WJ (dntsisedss ts  sCseuOndd MesCO  esHEshisd  d/ded
tfsote > H jdkR2 oSkt .

8.3. W disi+Lise0k+ ied Goelzh jkdd 6jtedsisoudshisd dLHJdzdW.
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Q. YcraHoBKa U HAYAJI0 IPUMEHEH U

A]-JIBJH hBBtesd3 SBIOLYO  adaddzOlsji+its  Yietsydiso2isd  duhistelzGydes,
oSy Jiallzes o ZfOSsoCl. {jLizas0kY Isjnis0 dEekzs BY s+ &jft0odidrdd, Jhed
BBt & BY ( tetsdLo JH jd HBEM% Y 03 SBiOLE.

A RLHJjZd tfte jJHEOLGOY b StkACh HEW SHESEOLBeRES dhtfst Lsa0ddw.
thied o EHOCeC) HOO Cidlsj2djted, ©BEOLYY HEEMEY BYl! NsBLORr s
BIsH jizAdshisd © HOO tOLEdyh ~ HEW.

AU hisBte02ls} SBKOL Y olsstedyds ted &0zdydd SHESES Sisdis j2d jte0.
9.1. Ilopsaok MCHOJIb30BAHUS

1 Stz iCls Yishis0aSd onsHdl SiE0lsCow q’dzﬁ]lstelzguq’w 1ffs MBtsisl SBEOLYP.

Janusiit KouTeliNep NPeRHAINAICH TONLKO
JVIR OJWHOPA3OBOT0 HCNO/b3oBAHKA. Ecim
B VIAKOBKE /B4 KOHTeHepa, 05pasunl

[O/DKHB] 05ITh CODPAHBbI 110 OT/ICILHOCTH B

Jusa pacsmarsix s, He cobupaitre m 6

0Gpa3er] BTOPHYHO NPH HATHYIHH OJJHOTO 0 pa3ua
KOHTeMHEpa.

Meps! npegocropoxHocTH

1. Packpoirre aucT s c60pa 0BPa3ia i PasMECTHTE 10 Ha BOAC B YHATAIC
nepef TeM Kak CeCTh Ha CHACHLE YHHTa3a LN JK#!CWHL (nDMU‘HrI’CCI-
710 PAa3MCITICHIS THCTA JLI8 COOPa Ha BOJIC MK Nocse c6opa 00pasna Kana.)

2. JIneT NAaRaeT Ha NOBEPXHOCTH BOL! OKO/IO NETH ManyT. Cobepire obpasen
Kajia KaK MOXHO BricTpes.

a

aswseinene
b3

3. Nocne c6opa oGpasna cMOATe GyMary ¢ KaJos,
4, [l HpocTOro CMLISAHMA He HCHOALIYITe CMIIKOM MHOID TYANETHON SyMary.
5. He coBupaiire 06pasel Kaia B0 BPEMS MEHCTPYAUMI.

Saxpolre Koy Fee cEops
ubpn.u. nmmu m.w-ay
xomTes

npmm 13
(Koarre

2 cqy

/, [Tioce wurvs ot spesmre wmredtnzs() » Testvom s aTEOM ece
/4

C6op obpasya

B30
{30z 3wy o *Sop )uumfxrmkomvﬁmpu
A7 cdopa obpaz

s
Oy

VTHITE IpRMOYTOILELI
KOANSHOK W SHIHLTC RAIONKY o
ans copa oGpasaa, 77

Meps! npefocTopoXHOCTH

1. He BLISpachmBaiTe 1 He MPOTMBANTE KHAKOCT] B KOHTEHHEPE 1% cO0pa 06pasiia.
2. KonTeitnep f1a% c60pa 06pasia mp TORKO IS P "0 HEMoAR30RaHNS. He Henoan3yiTe KOHTEHRep MOBTOPHO,
3. He npuKIaniaaiTe KORTCHHCD HETIOCPEICTRCHHO K TeTy-
Hcenoansyirme KorTeiHep V1% c60pa 00PE31A TOIRKO N0 HASHAYCHMIO,
4. JlepxuTe KoHTeHECD /UK cO0pa 0GPA3LA B HEJIOCTYITHOM JLIR ieTell MecTe.

1dizdss 1 - stolsCow duhistzéydw tfis fisislz sBteOLYO.
9.1.1. Pa3zmemienue oopa3ina

315
Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



Jluer st

6opa oa
J

Mexannn

Jlucr st cbopa o6pasiia Jluer st cbopa o6pasita

TdhizdsS 2 T IsEeWHESS 0L jddw

IstewHES dintfisiz-Lse0dkdw BEGOCd HEW MBE0 tBEEOLYO: BzEOEO 0L MO jishw
o JigCohisd zkdlsoL0 K0Sl SBieOLEd, ystBY &0 &jj ot SOk ted HIWISOydd.
Ashizj HIWJSOydd ©BEOLJY GORBHASHY &0 B@OGS HEZW MBGEO SBEEOLYO d
B0 jish o Ciszls j2dzjte HEZW MBSO SBEOLYESO COEO fisckOnds dehistizéydd. Iahi]
BtsteO sBteOLYO SO0 BZABOCO HEZW MBS0 SBEEOLYO SOEO fidir o0 jishv ofsHE2 od s f
COztsCB.

RGWSHLEOYAY, GOdjnikE0w &0 BzgOckz HEZW fBSKO COEO tiejHhsOokik0 ©
Hecsy jadd 4.

1. tohCes2lj Bz®Osz HEW MBBtd SBEOLYO d LB hisdls) Jj4 &0 ofsHj
adis0L0, COS ZCOLOEGS &0 BEBOG, Yt jH sjd COS fifise &0 fdHjd-j ddsOL0 HEw
HJWJSOYdd (ted.3). (Asdsydis i+ HE 0L jedw BEGOsd HEW fBteO &0 otH] did
tfshizd MBBsed BBEOLYO SOEO).

Tdhzese 3 T 0Lk P jed] BEg0ed HEY fiBSE0 SBEOLYO
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2 HWHALS ] %0 fdHd%J Z2edlsOL0 HEW HIWJSOydd.

3. _fdnls 4000 ls %0 Yisetentshisd osHY BSEiEs gWisd dsdizs.

4.  Ishizj hBsto sBEOLYO Bk BEGOGE i Codtsds.

5 v letshistsets fids ©o0woW dod diftfistz-Liz2ls fikdH Csds d3daisets
sz0dz jlstzs2 Blz06d.

6. WJ hsBdi0lsj tBiOLjY SOEO ofs ote jdgW o3 jdistezOydd.

9.1.2. uBfts BBEOLYO
1. Ottadkds] o djsBntHA®EzE duwsteoydE (diw d HOEZ hBtst0) &0
s JIsG g Sistls JRezJte0 HEZW MBiste0 sBteOLYO (tedfh. 4).

1dizass 4 T Cld$disSo HEw LOtsddpdkdw

2.  JisStelzisdllsj ewdstsizetsizad 2 SeiOysS o ordls) Yttt 2
LiSEH (HOksySk HEw Bt sBOLYO) (tedf). 5).

/7

TdhzdsS 5 T IsEWHES dLivisdw HfissBaEIsBEEREES LisGHO

3. Do jHdsj HOrsuSE? His sBEOLYE SO0 (SO FECOL0hS &O . 6),
i5C0 HisHsOlstsydts j Ststocfujfisets SOEO daj SO s 0 tecf¥et jdais2 ORis LIGHO.
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uisydsg Ssudydhises fsBdjdses SBtsOLYO (2 EiStedidieso0dks. {dWizjwow yomis-
LESGHO HBEME0 BYIs* LOCHE YISO SBieOLYSH, GJsBatHMES ) Saizdyhkets tBtsOLY0
LOHJteX 00 jishw &0 tedWiz jds2 yOmisd LisdHO.

1dhzdsS 6 T uBtte SBEOLY0 10 YiesBEEIsBGis) 2 LSEGH.

4. 0CEE2s] Sisds 2t HEW fjBsts0 5010, Hishjhsde JetasEsasEk 2
ListH © S8 2t o Jshs LOStldo flevdslest 2 Soyss.

A Stsils 20z jte Yts JHEOLGOYjd IStz Sts HEW SHEStOLSeSES ditftst- Lso0dkdw.
5. Is®jhikdls, Sl 2t o tfisjHshisOatz jkdk 2 golky d tfjte jHO2ls ]
hets iz oteOylz dizd o Z0BMSOLSEdES.

Allsl'r]dzcj oLWsdW tftetsB " ntsOdflsj Sstzls j2ajte(™) © I jd3wtsas fiesnzOHESN
(5 dmisd.

roc ¢ j2hdy &okdizavydd f tessOkd o Sshklsjhjte] tisosHds o
hssisoishisodd ) AShYizOOydsher id HESEGIRSOBd S IsJhs-ntfJydWdyd ™ d
t6J06Jds0d; d teOmmsHE Y g GOl jed0k0ds, 0 0S4 ¢ 00zdLOkEE0l ¢chhkOEdLOSSS
HACte jlstz 2 OobshkOlsdLdteso0bh 2 Chdhkdyints? Adhdd NS-Prime  HEw
Cszdydhsedewses  in - vitro  stejHJziedw d  g3sedtied®e0 Sty ddistoyd?
0k0kzdktse o BdsEBEqUNSdn MIHSBhWA yjdte S0, i) Hled@OHEj>dshiswade /
ChBOLALOSEE HAfC ikt OolssaOlsdLdietadtir? ShdhduifSs? Rdddd NS-Prime
AAO0L1 HEW Ctidyhise jkdses in vitro stficjHjejbad™ o &obdsstdhted Sty jdistoyd2
00Ok & SO v jdse jSO8.
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7. Mgt jddj BBtsOLYO BABRO jted0iz0

usBiOGGY 2 SBLOLJYy $OZ0 HBEMJG ~ORdsHwW o rBESHAEAGAS] ted
s jBHitsOslzts j (2-8) Ot His Is i tists, S0 taj BlzHls theso jH jdis Is jfjsdisso0ddj. htd
LOHjEEXCO s jfiscfteso0td™ H0ndiek s yjtjL 6 d BSELij HEj2, kst SBEOLJY SOXO
HEEYjh  ~e0hds W ted kjoistitoizte] ®&dikzh 20 °w did &dXd. IjtedH
s fisdteso0dd jd3 SBEOLjY SO0 HEEX j& BY s+ tfskdshists LOLGSESY j& d HEo JH b
HES Cisditz0lsts? b st jtOblzts . JiascsSuolstr j LOdSE0Y o0t/ 0L dsE0 0w
sBteOLY0 ¢ & HEtzhCoslshw,

10. Mepbl NpeI0CTOPOKHOCTH

10.1. 2 J o' O o02s) d & Hszdo0lsj MJHSENS o Cllsj2dk e HEW
B0 BBKOLYO.

10.2. sblsj2hjtc HEZW MBGKO SBEOLYSO e jHEOLGOY & BZASE  HEW
SHESEOLSoEES ditfistALso0dkdw.

10.3. WJ  YedChOHTe02s) Cohklsjhit GifthtjHhsojeus € kjdb.
RSt LEZls j Csdils 20 jts HEW MBEts0 SBIOLYO Isisiz4Ss s GOLGOy jkdEs.

10.4. misOddflsj Csdils 2z jte HEZW MBEO BBEOLYO o dBJHBHSEZYdksd: HEW Hlsj2
0B dhisd.

10.5. RLHjEdj MHjteods Bjkij 0,1% OLdHO d&Okted™. Ied fsoHOLd] o
GOLO, &0 Stz dizd tfed MizizyO2hsd ekl o0hdd teddidlsj 1Shiste jddkr j Gt
s0Cdj SOC tfeszro0kdj Bk hdly Cokdyjhsos® osHY. Med & jsBRBHAGSS
sBiOLdIs i)+ € oteOyLz.

10.6. WJ Slztedfsj, & jhkj & iz jht SehdisdSs? o jn djfison,
GH  GORBHWISW sBtsOLY " fOyd.jdisse.

10.7. s, MmOHJGT d Hiekzedj tsotejMHibd T § yonsSd Soxd HEBEd T
B s ZOHEZ > 0P dc3 SBiEOLSH LOP P jdzr hsslse jishiselzts A ddid
oSHBGJftesioyOJB B YdtdoLsyd i it Hiso0dd.

10.8. RLBJGOlsj MOBELOLOM jdac, HsyOHOGAW G0 hkdidhisrj sBsEEySd did
Ot " dzjdacfw OAteSLISE 2.

10.9. RLHj&dj MsHjteddls Bryd? frosesktyizr? 0dBzidlk, St 2 6
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MsHdtexdls  osLBzHAjEJ? dBwJSydsni~ LOBSEZJo0GAR. Uil G ®Jbdd, SE
fudlsO s sk jaydoeits  duWjSydsttrd d ) add fijHzjs a0
hstes> &, YssBT dLB >0+ LOLOX jddw.

10.107j diptfistzLzs j Cisdals j 2 jte™ f) 16 jOCds0tse] HEY i, Slscfyter R s
tftotso jH jhdW HOGBRSE s jiisO.

10.1170 otsj>HO2S ] df dj HOuSOsj PistedR-SisHT G0 ofy j UsdS jisCon
Cstls 2 jtstse.

11. MeTtoabl U YCJIOBHSA CTEPUIH3ALMU.

Sl 20kt d Yoy dd fisjtediz1dr.

AesdLosHWShW o O JtflsdydnSdn EhkisadWa.

12. TexHuuyeckoe 00Cay:KUBaAHHUE, TEKYIIHH PEMOHT
12.1. RLHJ&dJ WodW jlshw SHESEOLSe ¥ d.

12.2. wjrhquinSs)  sBigzyde0dd) — &j  ejHEngsssjes. W
i jg sl EHES.

13. KoMILIEKTHOCTD

13.1. stk j2djte HEZW MBBEO SBiOLYBe CO0k0 o Ef0CEes (SHEBHEG jodk 2
d3JistsH) T Specimen Collection Container A (1-Day Method):

— Stslls jR& jte HEZW MBS0 sBOLYSe T 1hs.;

— AzB0G0 HEW MBSt SO0 T 1hks.;

— RaMstezCydw tfs eddjdieds 1 1 s

13.2. st 2t HEZW MBBis tBEOLYSo COE0 o ZH0CseS | (HolzrHEG jod 2
dJistsH) T Specimen Collection Container A (2-Day Method)

— Stsills j2d jte HEZW MBite0 SBiOLYSe T 2 hks.;

— Az060 HEW BBted CORO T 2 Nis.;

— RaMstezCydv tfis eddzidjdds T 1Hk.
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14.  VYnakoBka
RGHJodHEZOZAGOY, G0 >J bt jdlsjk2nCow EoCtet0 CRdglsj2d et T
GJtecziscudz™ 2 tfistzdtftestdizidsor2 oSl (Holsy) LOLdtedd (18~10) M f) LOGSEMR
zip-lock.
Atelztftfso0w Zztf0CsaC0 HEW dLHjkdw T COtalsshadow CistesBCO.
Ute0dtfstolsdkow Ztf0CtaC0 T COtelsshiz0w CitesBSO.
Hedd3JuOdd:
o Vs jH jt 6T | SsSEstjtd cOBOLdsh TR LB s skt jBdls jiHSs2 koSsaCd N10%.

15. TpancnopTupoBaHue

LYOCEa0GES] GJHAydENSE) dLHjed] beOdntstlsdiezEsls ofjid odHOG]
Clerlsvn IsteOdntfstels - fisjHiiso, Cesdd GJsisotidedj - tishiSte hodsEiste d
BsteCeet  SeOdstls0, o nstkojshisodd ) YieOoduOmd HfitjosLBES 6llzLte,
HJ2Misolzt=s Frofdsdf %0 HOGUSA odH] S0 tfistelsO.

vidsadw SeOdtfstelsdistso0kd™ T thed s jdtjts0lsizts j tls Yztsh) 1 Au His st
30 Ag.

16. XpaHeHuUe M CPOK XpaHeHHS IOCJIe IEPBOr0 OTKPbITHSA

16.1. mic0djdd.j

UJBJe0kizisd Ok Jud™ ofjn ©J0GJuste ZCOLOBO %O UsdSilsSd SiteseSd.
mieOtdis) dJslsCer sy tejOcjus tied ECOLOGES2 &0 AsdSikSy CstesBCd
IsddstfJteOlstzte § HES dilsjudddW MistsSO AtsOdjdidW %OBSEO.

16.2. misOtjd] d fesS RO jud tishizd fiteotsets sisCterisow

16.2.1. Sl j20% jte ™ HEZW MBBted tBEOLYSo COZO

Sllsj2ejte ™ HEZW MBE0 SBEOLYO ¢ risdddlst tied (1-30) °C

"o jHjkdY 5 MsOBdi-d&shisd BBEOLYO fsHjEM0hY o dEhkkizCydva i
tfieddz e dddts s jhs-jydWdukrn tjocjdiste HEZW 0k0zdLOkstese NS-Prime / NS-
Prime AAOL.
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17. TapanTuiinbie 00513aTeILCTBA

17.1. YesdLosHds i cOOdsdtelzjls hissise jishisad] dLHjid™ EihisOdksod jdd
ste jBtsa0hkdWd; MisOnHOEse d HESSEZdjesoydd tesdLesHdisjew tied hssizEHjeadd
fyksodw steOdhtfistelsdteso0udw, ntsOdjddv, 1S Yiziz0koydd.

17.2. utesS eHESMNS i HOST HesdLosHiise0 T 24 o jiwyo

17.3. MesdLoBHdji+ @ dJhdls  slodkhisejabshisd L0 COCS2-kdBS
tedudtzjdus 2 2R jes did tsotej>Hidd™ ed dhtfsk-Lse0kdd diHded®, 40 dj
BlzHjls HECOLO®ZO jots od0.

17.4. desdLosHdsjir & dhdls  skojkhso jddkshisd L0 COCK2-kdBfS
foqudtjeer?  Ehjtte  did oot jyHiRdy, oriLe0khrj ol d
dise-Ls00dGdjd dLHiddW.

17.5. desdLosHdsjir & dhdls  skojkhsejddkshisd L0 COCK2-kdBs
toqudizdtiz 2 2P jes did tiseti>Hjedw, ovLe0kkY J diseLse0dkdd dLHidzdw
tfshiz] dhlsjudtdw fesCo csHEEMs, ZSOL0GGEES G0 ZfoStot .

18. Ilopsaok ocymecTBIeHHS YTUIN3AUMH U YHUUTOKEHUSI
MCAUIMUHCKOI'O U31¢Jind

RLHJZ] ] thi] tediidisedy gt EoLkoyjkdss, djdhtiseLsa0dksr j dLHjddw
qldied oLk f) s iShdds ftesSsds ctsHashisd Hst BT BYls EisddL o0k C0S
sl jirydoe 't qEWdydiste0thr j SERsHT  SEORMO a4 ¢S HdH jddsisedyinSd
SHONGYj SkosHTe s wogddy 2.1.3684 o fsskajsisedd f fe0adtodd,
Hj2hlselzts Pty o flstsOts ) tteclds iz joc &0 cscs il biscliedfLoydd.
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19. KonTakTHast uHopMauus

A ostfieshody COyhisod BiHqydhnSees dLHjzdW csBils 20k HEW fBiSEO
BSBOLYSO $OEO0 HEW O0k0kzdLObstese NS-Prime d NS-Prime AAO01 T Specimen
Collection Container Ae, tftesdLosHise0 Alfresa Pharma Corporation, Ctfsddv,
sBts0P 0l W s OHte jiiz:

Jehihkes ) tewOkduikks? tlojkhsolhhshsis LIL chatSu-
Ruwrtuszade (JJJL coatfs-rurturszade),

Bhindw, 196066, ¢. a0kSs-I jisjelztse, JBhCsonCd2 tie., H.212

UjjWist: +7 (812) 303-82-44

e-mail: agros@agros-int.com
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IIpunoxenune A
¢ 1. stonhdwdSOydenid hoduded™y ts fedioLz fduLHt00 tehidd sis
06.06.2012 6. — 4, tfiedCOLO JdhLHE000 thidd s 25.09.2014 — 557
¢ 1.1. ddH gjHdydenSees dLHjedy o fstsise jishisodd f) dtsdzjdCe0lkizishis?
CeOnnewdSOydd2 BJHydEnSds dLHjad?:
121680 T stsils j2t jte HEW Bste0 COE0 RAT, 1) BEW ol o3 t0fisotstetsds.

¢ 1.2. stohh Yslsidydod-dsets tedho tieddsjdiddw BiHydehSses duLH jadw
o Mstslse jishisodd f dtsds jdSt0blztshs? COMdWASOydj2 BjHdydehSda dLHjkd? T 20
(4. 9.6.2 ftedCOLO FdtzLHte000 {shidd Bls 06.06.2012 6. — 4dz).

¢ 2. stH JsAr2 T 32.50.50.190 ¢RLHjZdY B jHdydEnSdi, o Issd ydhdj
~dtelztecdynSdd, tesudd, &J oSe=vikk Y J o Hislzed] celztfdissoCde.
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Bymara ans cbopa Kana

IMpuioxenue b

Glsts dzdils Bzag0cd HEZW MBiSEO
tsBteOLY0 SO0, Riftfsik4LEZRls ] tfishij

tftesyls jzdW a3 jte e jHshsBies>dshisd.

JIuer Oymaru ajis1 yaro0Horo

AlzBOCO HEW
B0 COEO

NS

0H0HET 2 fsdfiz?

AZBOCO HEwW
fhBBte0 SO0

325

\ coopa odpa3ua

-

AZBOCO HEW
nBBie0 $Ok0

I

CUfsdnSd s

_J JeSts g0 jishw o
ddlsOL tishdz
gtz Lso0ddw.




o utfshse dijtfistzLisa0dkdw
TOLdsgiisdisj dzefiyls HizW MBS0 BSBEEOLYO G0 osH] o zddisoL] Y jts jH
HIWJSOYdJ2. asB tedlsj 5BeOL jy $OE0 COS sy b B st (9 SJudddd
ez jtedzs 5 dzddelzis). Ishzj MBiste0 BBLOLYO Mds2ls | BEE06k f) COdtsds.
o _fitov tficjHishises>dishisd
gyt HES e0Ld P jddw ddhso HEw hBtst0 &0 osH] did tishdj
BBste0 s5BeOLYO SORO.
v tfeshistsets iyl o0dk0W dd diftfisiLizls] iz diisets
Sz0z JIstzs? Blzds06d. SO Av 2 LOSEwYdS] MisBdOls+ SBOLJY, %]
ditsiz Lzl slz0dz jlstz 2 Hizh.
W MsBdte02ls] sBte0L jy $OE0 ofs ote jd3W o3 jdhistezOydd.
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IHpuioxenue B
atshis0o 3 jHdydinSses dHjzdw &0 0ketzd2nSEa WLrSd
Specimen Collection Container A
Specimen Collection Container A (1-Day Method)
Specimen Collection Container A (2-Day Method)

327

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



W1t ISt JA3W trdpsARSTABSM s DA v o 8
CYrssdLR AA0L/ AAOL 8-CELL REACTION CUVETTE

RENEZSY™ U6 Yeddbidd
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1. HauMeHOBaHNE MEeIUIIMHCKOI0 W3AeIUSA
WOdBjbse0kdj &jHydEnStes  duHjkdw T c0BSts  SHESKGOLSE A
e JOSydstz - S0 jis f) 8 Wy j2C0dsd AAOL / AAOL 8-cell Reaction Cuvetteé (HOZJj

- dLn b, SojsT).

2. CBeIleHI/IH 0 pa3paﬁqumce H NIPOM3BOAUTEIEC MEIUINHHCKOIO
n3acJingd

Alfresa Pharma Corporation (cpi*WiejL0 NOte0 sttetfistcj2hdke) L0COLOEO
te0Le0BBISZ d tissdLotHises ¢chd0zdLokist HAMSE jskes 0olssdzsdLdtssa0hiksets
CrdhdyuhSs? ~didd NS-Prime HEZw Ssddyhse jdéses in vitro stfiejHjzjedy d
Bhdlstedhed Cdyjdisteoyd? 0k0kdste o Btzsedyintdn MIHSBRIsWA yjdse j¢0, f
tftedBOHE > dBishisWdzde %O shbkso0hdd Hisesotst0 odjNd et tisHteWHO sis 31 dow 2011
GBHO d3JYHEz Codfokdwdsd Alfresa Pharma Corporation (cod-WicjL0 AOtsd0
ststetfste j2de) d Otsuka Electronics CO., LTD. (¢JbhzG0 Gz jChktethdSh sb.,

fkHe).

Otsuka Electronics CO., LTD., 3-26-3, Shodaitajika, Hirakata-shi, Osaka 573-
1132 JAPAN

T jWst: . +81-728-55-8550

Fax: +81-728-55-8557

(LSO S jChieshdSh S., flsH., 3-26-3, BYHO-K0HLASO, MdE0SO0, (050,
573-1132, Cshkd™

U i jWists: +81-728-55-8550,

WOSH: +81-728-55-8557)

Alfresa Pharma Corporation

2-2-9, Koku-machi, Chuo-ku, Osaka, Osaka Prefecture 540-8575
TEL. +81-6-6941-0300

FAX. +81-6-6947-1548

http://www.alfresa-pharma.co.jp/

(PpiWie jLO NAOtR0 sitstfiste j2

2-2-9, stClz-030d, usts-Clz, JMOCO, s JWjEhizie0 JMOCO 540-8575
ujtz. +81-6-6941-0300,

wOCh +81-6-6947-1548

http://www.alfresa-pharma.co.jp/)
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3. CBejaeHusi 0 NPOU3BOJACTBEHHOM MJIOIIAIKE
Otsuka Electronics Co., Ltd., Shiga Factory, 1-10, Sasagaoka, Minakuchi-cho,
Koka-shi, Shiga, 528-0061 JAPAN
T jzjWst: +81-748-63-0151
Fax: +81-748-63-0150

(LSO G jShetdSh st., fBH., 0otH cudedé 1-10, wOmOcOsSO,
J&0Ssd, st5¢0, ude0, 528-0061, Cifisidw ujizjWist: +81-748-63-0151,
Fax: +81-748-63-0150)

4, CBeeHust 00 yIOJJHOMOYEHHOM MpecTaBUTeIe IPOU3BOAUTEIA
4.1. vskdshsyibe 2 ticiHhis0odi it o ottt j2mSEd fisteh jiisej
Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands.
Ul jWist: +31.70.345.8570.

GH. ¢Higji: Europe@emergogroup.com

(cGd3dtects Dtestfe, W dHteOkzHY, 40060, 2514 AP, Ieddh innjcte0nls,20
Uiz jWist: +31.70.345.8570,
G z.0Hte ji: Europe@emergogroup.com)

4.2, LYskEEEEYGET? i jHisOads it GO s jttsdssidd TA

JJLechoitSo-rRusrtus=zade

1w, 196066, 6. e0hSlk-I jis jteBlztse, JhCeonCd2 tfis., H.212
U jwisi: 8 (812) 303-82-44

e-mail: agros@agros-int.com

5. Ha3znauenmue MEIHIHHCKOTI0 H3aeJIus, YCTAHOBJIEHHOE
NMPOU3BOANTEIEM
5.1. Ha3HayeHHe MeTUIIMHCKOIO M3

"10BBE SHESEOLSO - t6jOSydshkr = SHojls i) 8 Wy j2¢0kd ¢¢dp0l / AAOL 8-cell
Reaction Cuvette" tfiejHEOLGOYjG HEY SHESKEOLSoRES  dijtfsdLse0hdw  tied
tftetso jH jdadd oyt jHso0dkd? G0 0k0kdLOkts j OalstsOlsdLdtesa0hisds ShdiadyjhSs2
ndikdd NS-Prime AAOL. 308t Wi jisiw oftfistiiscOls je G s dLHjedjd HEw
Oy jfisojttses  in vitro StfejHjijhdy o dstdsstedied sy jdistsoyd?
00tdstse o SOt jdtse SO,
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5.2. Tloka3zaHusi K NPUMeHEHHIO

UBEACE HEY in vitro HOOGEEHsdSd.

sBojsr e jHEOLGOY B koSt HEW  dhtfskALse0hkdw  hsedsghisds
B jHdyd@nSdds diHjedjs cdpkokdLoktt HAMSjskr2  Oolthi0kdLdbto0dt 2
Cedhduints? Adidd NS-Prime ¢¢d01 HEw  Sokdyihlse jedses in vitro
stegHjidioy d Bshdsstdted  Soigyjaistoyd? 0%0tdste o BdtizsedyhSdn
M IHSEhswA Yikse S0, f fedkOHtideshisvdide (HOZJd Ut siShiskz - ¢d&okdLoksts
Oalssdz0lsdLdteso0dkdk 2 ShdhdyjnSs2 ndidd NS-Prime ¢pd01).

5.3. IIporuBomnoka3anusi. Bo3moxkHbIe M000YHBIE BO3/1€iCTBUSA

ied 60BBIS | f) JLHJEd B ¢ 0 ™ol jhts

5.4. Ooaact, npuMeHenust - StdidyhCow ¢0BGEOLSEROY HAOCESHISHSO.
MetsW iidsk0z1dG 2 et ji+ sl iGydoi+dra skl jij? & jHdydhhtsets
dHJed™ ¢y 0BBte SHESEOLEe Y -~ 6 JOSYdsiay ~ S$Hajls ) 8 wyj2¢0dkd AAO0L /
AAO01 8-cell Reaction Cuvettee: o0y Skdhdyjnts? ¢0BGEOLSEHS2
HJOGBhsdCd,  MEktezridS  ChdedSs-HAOsEshsduints?  ¢0BBieOssEdd,
tftesh jHh d2 sBlzyjid ] z OolsstedLiso0ddsets tfis jHis0adls j&w tesdLeotsHdls jdwv.

6. TexHu4ecKkoe ONMUCAHME, TAPAMETPHI U XaPAKTEPUCTUKU MeTMIMHCKOT 0

N3ACJIUsA

6.1. Onucanme u3geaus

sBajlsr tftc jHis0atWesls fises? SHESKEOLSE| zohsdSresj dLHjdd]j f) 8 wyj2S0dd
HEW  tfiesojHjedy  dikzjHse0kd? &0 OdkOkdLOktt) OoltdOldLdito0hdsds
CdhdynSs?2 ~ddidd NS-Prime ¢¢01.
W0BBE SHESKEOLSO - 6 j0Sydstz = 5ol AAOL fisHiteMdls 150 aomisdCtor
BSHEGEOLBO Y~ SHajls. J[HJk 0BGk SHESKOLS -~ t6j0Sydekk = SHoajls AAOL
tfsLotsdv jis tese jiisd 1200 s jisse.

6.2. CpbIpbe U MaTepHaJibl, BXOAAIINE B COCTAB U3/1eJIHs
6.2.1. ssojkv dLeshktotzjir du fstdhisdtesto;

6.3. TexHnuyeckne XapaKTePUCTUKHU

3 fisCOLOL jrweg SOy ifised Sse jisr fistsise jishiselzEsls Ists jBso0ddwds d distezOcs,
ZCOLOhEG ¢ o s0BEdYJ 1.
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u0BEZdYO 1

. . . MOtOSk jtenlsdSO jlsSH T
WOq3Jise0tkd] gsSCOLOs W dzgtec?;mr L ﬁbms&w
1 2 3
1 dip P ko2 odH
1.1 sHojs" HEW 0G0EdLOLEEO OolsshBOLdLIEEo0nHEES
CazdddunSs? ~ddsdd NS-Prime AA0L
1.1.1 ststetfizh AesLE0YR 2 AdLiz0z G
1.1.2 410BOdlsG T j OLB BT, AtzBo®%0: 98,7 N0,7; | Ied fskshd
0503 Zdedeo: 31,21 0,3; | diddedisjiws? adij2cd
Ariisko: 29,5805 | Cofcied MO jmycietie
1.1.3 AztSYdsEoE- G 2 ed gdshd
B3V SHEE2 W j2Cd, GBSt 1200 N 80 (8 jrOtdunSisets
HSLOEO (100-1000 (;St)

6.4. IlpuMeHsieMble MATEPHAJIbI

8-cell Reaction Cuvette

o : JOteC0 AsdLosHdls ji-.
RLdud FOSJEOE | o o0 | isic00 HiesclLobHijse0
W OBBt BHAGEEOLS - Asdhsdtstsdz YtscLotHdls jiz:
6 JOSydBkk~ S jls i) 8 Alfresa Pharma
wy j2C0dsd AA0L / AAO1 Corporation

aiste0k0 tfistsdLotsHiiso0:
CYtsiq

7. Yka3zaHusl 10 NPMMEHEHHUIO

7.1 MjwjH 0Btks? f duHjidjd SLEoSsEAsjnt ) dehselzSydj? s

ted3 jadiedfts.

7.2. uBE+Cs HEW dhtfsk+Lse0dkdW o in vitro HOOGHSHSdS.
7.3. RLHJEZ]] e JHEOLEOYJGE HEW ditfsk- Lse0dkdW IsEE+ S fisad st f)
Ot0zq[LOststetsel OolssdOsdLftetso0hd ™ d3 ChdhduinSis? adddd NS-Prime

8. YcaoBus 3KCIUIyaTanum

8.1.  RLHjidj s jd s tled Cds0lsts? b jdst jis0slztc .
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Q. YcraHoBKa U HAYAJI0 IPUMEHEH U

A At jH ZNs0GsesE? okdhOsjiids tesydiso2s] dEhisezCydt  (fd.
iyraSlz &0 danktezSyds tis iedlieidts o A jChtsnkisl odHy, HishSEzYhizE HEw
nCOudelEd™ GO MOAsd). . dufstzCydt Y Yedhibied= &0 BJHAYdEnSE]
duHjtdj co&OkdLokst HAMSE jisir 2 Oolstd0kdLdteso0hk 2 Skdkdyjnss? ~didd
NS-Prime ¢p$p01 HEW Sokdujhlsejehkses in vitro stisjHjtzjedy o dshdksiediaed
Ol jisteOyd?  Ok0kdsse o  BdtEsedyinSdm  MdHSBhswWA  yjdse S0,
tflediOHE M BEhisvgde.

A RLHJ&dJ tfte jHEOLGOY GG bEiASE HEW SHEE0LSoB6E dijtfistzALso0dkdwW.

10. MeToabl U yCA0BHS CTEPUIN3ALMM.
SEo v G fisjedidr.
AesdLosHWshv o Of jtflsdujhSdn Zhisadwn.

11. TexHuuyeckoe 00Cay:KUBAHUE, TEKYIIHH PEMOHT
11.1. RLHj&d] WoiW jisiw SHESEOLSE Y (3.

11.2. ujrhdquinSs)  sBigzyde0dd) — Gj  UejHEndsssjes. W
i jg sl EHES.

12. KoMILIeKTHOCTH

OBt SHEGEOLBo Y A 6 j0Sydishn - SHo jis f) 8 Wy j2C0dd AAOL / AAOL 8-
cell Reaction Cuvette fysHjtex{dls:
T JohsdSror j SHEBEOLSo T j S5 jisv T 150 his.

13.YnakoBka

3 jeodydow ZtfoCsaC0o o jis T HizohisdStor2 €j2m. A COxHBG tizohisdSsotd
CJ2MmJ T 30 S0 jks.

Aissteqydz0w ZtfoSsat0 Co jis T IstsOdhtfistolstzOw IsOte0, 5t0 MJ Yisiste Jadfls Jz-+nGow
zf0CsaC0, fisH jtexdls 5  jtodyd - Zf0Csote tfis 30 CEols o COMHE2.
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14. VYka3zaHus 1o NpuMeHeHUI0

14.1. ¥ jtejH teOBBIS2 1) dLHjkdjds BLEOSERASjNA 0 dihkstlzCydj? tit
edddidhdts.

14.2. UsEACE HEZW dintfisiz2Lse0kdW o in vitro HJOGESHISHS .

14.3. RLHJEd] teJHEOLGOY o HEW sk Lso0dkdw ssk4Cr hisad jhists )
0k0kdLOLBtesd Oolstsd0sdLdtsso0nd rds Chdidyhss? ~didd NS-Prime ¢¢$01.

14.4. utsjBo0ndv tis tOBBIs ) te jOSydistd r&3d SEo jls0kd:

o A jtejH GOYOEsE dhit jHse0dkdW B jHds i1 o tishizishisedd ff*&d o
e JOSy st $E59 jls0n.
o Ied LOg iz e JOSydohdrn SEso jis, o8 jtedis] tlzdSls cLOM j&0 d3sHEzdw
e jOSydsdtrn SHojls/cell unit exchangee o i3 jdits Gp&0kdLOLSE0
OolssB0lsdLdteso0dkd ™2 SedhkdyjnSs? ~dddd NS-Prime ¢p¢$01 .
gs}i HEsYiznC02sj LOGtWLaG jhdW df tfisots j>HjedW s jbsS to jOSydists A
14.5. JllStBWHtSQ. Hy2Msod?  tied  ditfisziLte0kdd duHjzdw, HEEJbG
tfokbehsis  hsBhsHOGA WY, KOS COSC dBi) dLijlihdj tsyjHizter &l
fsodzdwist %0 dLBJudhdd tedLizaISOktss.
14.6. RLHjEd] HBEMEE dhtsELse0siiw o hstlsejshisodd i &OHEZj>MO0M j2
OBBEOEhRE2 Hie0CsdS?. Ied 0Bl ) dLHjtdjd GjsBrtHd®E ditfsELse0ls
OBBLOEES: " j dEHfodHEZOEGY | fite jHiise0 LOPsT (&ohCd), fjtey0lsSd).

14.7. Mepbl 06€301aCHOCTH NPH MCTIOJIH30BAHUM U3/1€JTHS

14.7.1. WJ Sktedisd, &d jhaksj d & sz ChdsdlsdSs? o Isin
B jMisOn, 6HJ GORBHWISHW sBEOLY T foyd jdisse.

14.7.2. st jLr, IMOHdGT o Hislzed]j tisetejMHjdkj ZyohsSd Sty
HEEEY  BYY  GOHEIMO0Pddl  sBeOLsd  LOPdhjGr  heske jishisoz=hddd
oSHISwJYtestdy0jds 3ol Ydte jovLs g & fisHiso0dd.

14.7.3. RLBJGO2S]  MOBELOLOMJBdY, USHOHOGAYW ©%O  hedLdhisrd
sBswsySd did sont ™ diddw 0ssLESE 2.

14.7.4. RifswLEz2s) CEojlsr ek+Ct ts @OLGOyjuds fisedihisks
0d0tzdLOSts03 Oalssd0lsdLAtetsa0dd a3 SediduihSs? ~didd NS-Prime ¢¢01.

14.7.5. WJ Yot >HORIs ] d & OyS02lsj Cro jisr.

14.8. RLHJEZ]] tfedds it jisiw died Ssa3u0lshs? Isjast jieOlskzts .

15. Ilopsaaok  ocymiecTBJeHMS YTWIM3AUUM M YHUYTOKEHMS
MCAUIIMNHCKOI'O U31¢J1UA

RLHJj&dj i) teddjejedw ts GoLkoyjkdts, &jdhtseLse0dkd ™ dLHjedw
d/dd dLHjdw fy dsjSHdds s csHAEISY HskM S BYs EsdidLdise0ts C0S
sl jlydot s diWdydiee0htj SSAEHT  CEORMO 4 ¢SYdH jddsEsedy,inSd
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sYONGT j SERsHTE s w0GAdy 2.1.7.2790-10 o fistsse jisiisodd f) He0adtodd,
H2jsolzEsPrdldsdf © fistsOts thecle e O dgsck et kisclizefLOyd.

16. TpancnopTHpoBaHHe

LYOCEa0GES] BJHAydENSE] dLHJzd] seOdhstsdislzls  ofjid odHOBH
Clerlsvn ISt tfBtelst ~ MisjHiise, Sttsdd GJSOYzda0jd - BishjSto NOBBEjste d
BsteCet  SOdhstls0, o nstkejshisodd ) tYeOoduOmd HitjosLBESE 6cllzLts,
HJ2MsolzEes Pdazd &0 HOGESE odH ] Iste0dztistelsO.

Lisedw Kt0tYsEldese0Gd™ T tied bkt Lokt s Jiz=h 1 Au HE it 30 Au.

17. XpaHeHHUe U CPOK XpaHeHHS IOCJIe EPBOro OTKPbITHSA

17.1. misOd o]
s jisr ne0ndls! fied (1-30) Aw.

18. TapaHTHiiHbIe 00513aTEIbCTBA

18.1. edLosHdlji cOwOdtelz jls hissise jishisod] dLHjedw EiisOdsod jdd a3
stejBso0hkdwds MisOkzHOEsSe d HESCEBJGSOYdd diesdLosHdlsjew tied hsBEE=Hjddd
zhdzsedw ste0dhtfistlsdtsso0ddY, ne0iiddw, AShYtziz0lsoydd.

18.2. wiesS HEhs f) HOST tissdLotHilse0 T dj Sete0ddu,jd.

18.3. dedLosHdsjir G dhdls  slojkhse jdkshisd L0 COCE-kdB
edudtjdt 2 2R jes did Ysotej>Hidd™ fed ditfsiLse0kdd diHded®, 40 df
BizHJIs HECOLORZO Jets odwO.

18.4. dedLosHdsjir & dhdls  sloikhse jddkshisd L0  COCK-kdB
fodqudb bt 2 Pt did e Hjldy, oviLeOkhrj  tfsolsstdds
dhtfisizLise0ddjd dLHjedw.

19. KonrakTHas undopmanus

I otstfeshods SOy ilsed BjHydhNSEets dLHjkdw cy0BBt SHESEOLSO A

e jOSydkka SHojls ) 8 wy 260 AAO0L / AAOL 8-cell Reaction Cuvettee,
tftesLotHse0 Alfresa Pharma Corporation, Cctfsddw, sate0P 04w tfts OHte jiz:

JBP jhisets f sete0dkdy jdbs? slse jishise jadshis1s LI cditSa-
R rtuszade (JJJL chatda-rusrturs=zade),
shindw, 196066, 6. 0kSs- jis jtBlztes, JBhCsonSd? ., H.212
U jJwisl: +7 (812) 303-82-44

e-mail: agros@agros-int.com
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IIpunoxenune A

¢ 1. stOnhdwdSOydsteerJ hadHjedy s tiediOLz FdiLHte0o0 thhdd sis
06.06.2012 6. — 4, tftedCOLO _JdhLHE000 thidd s 25.09.2014 — 557

¢ 1.1. ddH ®jHdydehSres dLHjedy o hstlsejishisodd ) disd jkSkokzisdks2
CEONhAWASOYd? BirdydunSda dLhjed?:

324430 ¢s®o 0 HEZW #0BBEOSKEEes 0RZ0zdLOkEtd RAY, BHEGREOLEOSGHS
dhtfsizLise0dkdve.

¢ 1.2. stoOhh Yskjiydoddset tedhSo tteddsjdjddy BiHydehSsets dLH jdadw
o fetsise jishisodd ) dsds jlSk0klzehs? ChohhdWdSoydj? djHdydenSda dLHjed? T 1
(4. 9.5 tftedSOLO _JdhLHts000 tshindd tsls 06.06.2012 6. — 4d).

¢ 2. stH JsAr2 T 32.50.50.190 ¢RrRLHjEdW B jHydEnCdy, o Issaz ydhig
~dtelztecdynSdd, ttesudd, &J oSe=vihk Y J o Hislzed] celztfdissoCde.
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IMpuioxenue b

Pa3bsicHeHne rpapuuecKux CUMBOJIOB

a
J

I HN3TOTOBUTCIIb

F
L

KO ITapTHUH

MEIULMHCKOE U3JIeJINE Ul JUArHOCTUKY IN VItro

HOMEp 10 KaTajory

® 3alpeT Ha MOBTOPHOE PUMECHEHHE
! XPYIIKOE
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Ipniaoxenue B
COCTaB MCOUIIMHCKOT'O U3CJIUA Ha aHFHHﬁCKOM SI3BIKEC
AAO01 8-cell Reaction Cuvette

150 plastic disposable cells
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