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NMHCTPYKI MU

10 NPUMEeHEHHI0 MeIHIIHHCKOTO H3/1eIns
«HaGop pearenToB sl onpe/eeHHsi akTUBHOCTH PakTopa VIII pns nnHelku
xoaryjomerpos «Technology Solution» (TS-®axrop VIII)»

HA3HAYEHHUE

Memununckoe usaenne «TS-®akrop VIID» npennasHayeHo A ONPECIICHHAS aKTUBHOCTH
dakropa VIII B miasMe KpoBM Ha JIMHEHKE TOJyaBTOMAaTUYECKUX W ABTOMATHYCCKUX
koarynometpos «Technology Solution». Ompenenenne ¢akropa VIII wucnonesyercs g
JIMATHOCTUKA TeMOGUINH A, JUIsI KOHTPOJIA 3aMECTHTE/IbHOM Tépannn OONBHBIX remMopuauet A
KoHieHrpatamu (akropa VIII, a Taxke Ui TUArHOCTUKU ‘Tp0M60(bI/IJII/II/I, 00yCIIOBJIEHHOM
MOBBIIIICHHBIM ypoBHeM (axTopa VIII.

HaGop mpeaHasHayeH TOIBKO IS HPOPECCHOHATIBLHOrO MCMONB30BaHMS CIEHHANINCTaAMU B
obnactu jab0paToOpHON MUArHOCTHKH: 3aBENYIOIIUMU na6opaTopn;1MH, Bpauamu KJIJI, Bpavamu-
nabopaHTaMH, MeUIMHCKIMU J1abopaTOPHBIMU TEXHUKaMHU ((enbammep-1abopanT), 1abopaHTamu,
MEIUIMHCKUMHU TEXHOJIOTaMH.

O6GnacTe npuMeHeHHMs Habopa: KIMHMYECKas JabopaTopHas JMArHOCTHKA, KIMHHYECKas
MeHIIHHA.

XAPAKTEPUCTUKA HABOPA

HMpunuun meroga. OnpeaessiFoT BpeMs CBEPTHIBAHUSA IIa3MBI KDOBU B CMECH, COZICpIKAIIeH
nebunuTHyro 1o dakropy VIII mia3my, pa3BeieHHYI0 uccienyemyro miasmy u AIITB-pearent, B
NPUCYTCTBUM HOHOB Kaibls. KonnmuecTBeHHOE onpezleneHﬁe akTuBHOCTH (akropa VIII
BBIIOJIHAIOT 110 rpaduKy 3aBucHMMOCTH akTuBHOCTH (akropa VIII (B %) oT BpeMeHM CBEPTHIBAHHUS
¢ AIITB-pearentom.

CocraB natopa:

1. AIITB-pearent (KuaKuii peafeHT), 2,5 vt - 1 Qur

2. Kansuus xmopup (pabouwnii pactop), 10 mit - 1 ¢

3. Kanu6poBouHas ria3ma (JJMOQHUIHHO BEICYIICHHAS ), HA 1 mi-1 d.

4. Nedururras o dakropy VIII miazma (1moduiisHO BblcyﬁJeHHaﬂ), Ha 1 mut - 3 ¢

5. Tpuc-6ydep (pabouwnii pactop), 10 M - 1 ¢ur.
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AHAJIMTUYECKHUE XAPAKTEPUCTUKHU HABOPA

UyBCTBUTETHLHOCTH OmnpeaeneHus aktuBHocTH gakropa VIII — He 6omee 1 %.

JluneitHoCTh ompexaeneHus akTuBHOCTH (akropa VIII B mmamazone or 1 mo 100 %,
OTKJIOHEHHE OT «JIMHEeHHOCTH» — He Ooiee 10 %.

TecT Ha «OTKpBITUE» — HE Oosiee 10 % OTKIOHEHUS.

Kosddunuent Bapuanuu pe3ynbTaToB omnpezeneHus akTuBHOcTH (axtopa VIII — He Gonee
10 %.

JlomycTuMbli pa3dpoc pe3yabTaToB ompeneieHus akTuBHoCcTH (pakropa VIII B omHo# mpobe
IJ1a3Mbl pa3HBIMUA Habopamu oJIHOM cepuu — He 6oree 10 %.

TecT yyBCTBUTENEH K MPUCYTCTBUIO B KPOBU aHTUKOATYJISTHTOB.

HopmaTtuBHble u (hakTHyeckre 3HAYCHUST aHATMTUYECKHUX MTOKa3aTeIel yKa3aHbl B MacCOpTe K
Habopy.

MEPBI IPEJOCTOPOXKHOCTHU

[ToTeHnManbHbIl pUCK MNpuUMEHeHUss Habopa — Kiacc 2a (mpuka3 MuHHCTEpCTBa
3npaBooxpanenus Poccutickoit denepanuu Ne 41 ot 06.06.2012 1.).

Hab6op ucnones3yercst TOIBKO AJIs MPUMEHEHHS in Vitro.

HaGop B ucnonib3yemMbIX KOHIICHTPALUSAX HE TOKCUYECH.

[Ipu paGore c¢ HabGopom cuenyer cobmomare ['OCT P 52905-2007 «Jlabopatopuu
MeaunuHckue. TpeboBaHust 6€30MacCHOCTH.

[Tpu pabore ¢ HAOOpOM ciieTyeT HaJeBaTh OJIHOPA30BbIC MEPUATKU, TaK KaK 00pa3ilbl KPOBU
YeJIOBEeKa CJIeYeT paccMaTpUBaTh KaK MOTEHIUATIBHO HHPUIIMPOBAHHBIC, CTIOCOOHBIE JITUTEIBHOE
BpeMsi COXpaHATh W mepenaBath BUY, Bupychl remaTUTOB WM JIOO0OW APyrol BO30yIUTEh
BUPYCHOM MH(EKIIHH.

Bce ucnonp3oBanHbIe MaTepuaibl 1e3MHPUIIMIPOBATH B COOTBETCTBUU ¢ TpeboBaHusMu MY
287-113 «Mertoauueckne Yyka3zaHus MO Je3WH(EKIUH, NPEACTCPUITU3AIMOHHON OYUCTKE U

CTCpHJIN3allun I/I3I[6J'II/II\/’I MCAUIIMHCKOI'O HAa3HAYCHUA» .

OBOPYJIOBAHUE, MATEPUAJIbI, PEATEHTbBI

- KoarynomeTtp «Technology Solutiony;,

- neHTpudyra sadbopaTopHasi;

- mo3atopsl nunerounsie Ha 0,1-1,0 i,

- IpoOUpPKHY;

- BOJIa JUCTUJTMPOBAHHAS;

- HabOp KOHTPOJIBHBIX IJJa3M C HOPMA@JIbHBIM U MAaTOJIOTMYECKUM IUANa30HOM 3HAYCHHH
(«TS-xonTpomb» kat. Ne 859, mpomsBomurens — OOO ¢upma «Texnonmorus-Cranmapr»,
3aKa3bIBAETCS IOMOJIHUTEIBHO);

- IepYaTKN MEIUIIUHCKUE TUAaTHOCTHYECKUE OJTHOPA3OBHIE.

Perncrpanus MH B PocanpaBrangsope
www.nevacert.ru | info@nevacert.ru



IMPUT'OTOBJIEHUE AHAJIM3UPYEMbBIX OBPA3IIOB

KpoBp m1st uccrnenoBaHusi 3a0uparoT W3 JIOKTEBOW BEHbI B IUIACTUKOBYIO MPOOHUPKY,
comepxairyio 3,2-3,8 % pacTBOp HATpUsl TUMOHHOKUCIOTO TPEX3aMEIIEHHOTO (LIMUTPAT HATPHSs).
CootHonieHre 00BEMOB KpOBU U IUTpata HaTpus - 9:1. Bo3aMOXHO MCIOIb30BaHNE BAaKyyMHBIX
cCUCTeM JIJIs 3a00pa KpOBH, cojepkanux uutpat Harpus (3,2-3,8 %). KpoBb neHTpudyrupyor npu
1200-1600 g B Teuenme 15 muH. B pesynprare momydaror OeAHYIO TPOMOOLMTAMH IUIa3MYy,
KOTOPYIO IEPEHOCST B APYTYIO MIPOOUPKY, TJ€ XPaHST 10 MPOBEACHUS UCCIICIOBAHUSI.

HenTpudyrupoBanue AOIKHO MPOBOIUTHCS HETIOCPEACTBEHHO MOCTE B3STUS KPOBH, a OTOOP
IJIa3Mbl Ha MCCIEIOBaHHME - cpa3zy e Iocie LeHTpudyrupoBanus. He momyckaercss anamus
Ma3Mbl KPOBU, UMEIOIIEH CTYCTKH, T€MOJM3 W TOJNyudeHHOH Oonee 4 9 Hazad, a TakkKe
3aMOPOXKEHHOM TUTa3Mbl KpoBH. JlJis JaHHOTO aHaln3a HE PEKOMEHAYETCS XpaHeHHe 00pasiioB
OMOJIOTMYECKOTO Matepuaina mpu Temmeparype +2... +8 °C B CBsI3U ¢ BO3MOKHOCTBIO XOJIOJIOBOM
aKTUBalUU (PaAKTOPOB CBEPTHIBAHUS.

[Tpu wmcmonp30oBaHMU TMOTyaBTOMaTH4eCcKoro koaryinomerpa «Technology Solution» mepen
MIPOBEJICHUEM aHallM3a BCE MCCleqyeMble 00pas3lbl pa3BecTH pacTBOpoM Tpuc-Oydepa B 5 pas
(0,1 M1 o6pa3nia wia3msel nanpenta + 0,4 M1 pacTBopa Tpuc-0ydepa).

[Ipu  wcmonb30BaHMM  aBTOMAaTHYeCKoro  koaryinomerpa  «Technology — Solution»
JIOTIONIHUTENIFHOE pa3BefieHre oOpa3na IUla3Mbl NalMeHTa A HWCCIEeIOBaHUs IMPOBOJUTCSA

pacTBOpoM Tpuc-O0ydepa Ha OOpTY KoaryioMerpa aBTOMaTUYECKHU.

IHNPUTI'OTOBJIEHUE PEAI'EHTOB U ITPOBE/IEHUE AHAJIN3A

1. IOATI'OTOBKA PEAT'EHTOB K PABOTE

1.1. lTpurorosaenne AIITB-pearenra

AKunkuit AIITB-peareHT roToB K UCIIOJIB30BAHHUIO.

[lepen mpoBenenueM wuccienoBanus ¢iaakoH ¢ xuakuM AIITB-pearerTroM HeoOXoauMO
BCTPSIXHYTbh, 3aTEM BbIIEpKaTh P KOMHATHOU TeMmepatype (+18... +25 °C) ne menee 10 muH.

[Ipn nnautenbHOM XpaHeHUM Ha JHe ¢uakoHa ¢ xkuakuMm AllTB-peareHToM BO3MOXKHO
o0pa3oBaHuE TOHKOTO CIIOSI ocajika Oyporo wim Oypo-3eJIeHOro I[BETa, YTO HE M3MEHSAET CBOWMCTB
pearenTa. [locie ierkoro B30anThIBaHUS peareHT BHOBb Oy/eT MpeACTaBIsATh cO00i TOMOTEHHYIO
AKHUJKOCTh CBETJIO-KEJITOrO LIBETA C 3€JIEHOBATHIM OTTEHKOM.

1.2. IlpuroToBJ/ieHHe PACTBOPA KAJbLUMS XJOPUAA

PactBop KasbIus XJ10pUAa rOTOB K UCIIOJIb30BaHUIO.

HeoOxoaumslii 1151 paboThl 00BEM KaJIbLIUS XJIOPUAA CIEAYET OTIUTh B OTAEIbHBIN (JIAKOH U
MPOrpeTh Ha BOJASHON OaHe WM B TEpMOCTaTe Koaryiomerpa npu temmneparype +37 °C He meHee

10 muH.
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1.3. Pa3BeieHue KaJnOPOBOYHOM MJIa3MbI

Bo ¢nakon ¢ xamuOpoBouyHOW mna3mol BHecTd 1,0 MII AUCTHILIMPOBAHHOW BOJABI U
pacTBOPHUTH COJCPKUMOE TpPU KOMHATHOHM Temmeparype (+18.. +25 °C) u mepuoaudeckom
MOKAaYMBAHUU JI0 TOJHOTO pacTBOpeHus peareHTa. [lepen ucrnonb3oBaHremM KanuOpoBOYHas TUIa3-
Ma J0JbKHA OBITh BBIJEPKaHa IPU KOMHATHOM TemIepatype He MeHee 15 muH.

1.4. Pa3zBenenue nepuuutHoii no paxropy VIII miazmel

B omuna u3 daakonoB ¢ aebunutHor mo ¢akropy VIII mmasmoit BHectn 1,0 Mi aucTui-
JUPOBAHHON BOJBI M PACTBOPHTH COJACPKUMOE IpU KOMHATHOH Temmeparype (+18... +25 °C) u
NEPUOJUYECKOM MOKAYUBAHHUHM J10 TIOJTHOTO pacTBOpeHMsI peareHTa. [lepes ucnonp3oBanuem aedu-
nutHas mo Qakropy VIII mmasma momxkHa OBITH BbIAEpXKaHa MPU KOMHATHOM TeMIiepaType He
MeHee 15 MuH.

1.5. IIpuroroBienne pacTeopa Tpuc-oydepa

PactBop Tpuc-Oydepa rotoB K UCIOIH30BAHUIO.

[lepen ucnonb3zoBanueM (JIakoH C pacTBOPOM TpHc-Oydepa HEOOXOIUMO BBIIEPKATH MPHU

KoMHaTHOM Temmnepatype (+18... +25 °C) ne menee 10 muH.

2. MIOCTPOEHUE KAJIMBPOBOYHOM KPUBOW

IocTpoeHue HOBOI KaJIMOPOBOYHOI KPUBOH TPeOyeTcs B CIACAYIOLIUX CIyYasaX:

* Jlnst kaxxmoit HoBoM cepun Habopa «TS-Daktop VIII».

* Ilocne TexHMYECKOTO WU CEepBHCHOTO oOchmyxkuBanusi koarynometpa «Technology
Solutiony.

* B coorBerctBUM ¢ TpeOOBAaHMSMHU KOHTPOJS KayecTBa J1a0OpaTOPHUM HAa OCHOBAaHUU
HOPMAaTUBHBIX aKTOB.

Jliis mocTpoeHus: KanuOpOBOYHOM KPUBOM HEOOXOIUMO IPUMEHSTh KaTUOPOBOUHYIO IJIa3MY,
BXOJMIIYI0 B cocTtaB HabOopa. Mcmonme3yss pyKOBOACTBAa IO OKCILTyaTall KOaryJIoOMETpOB
«Technology Solution», HE0OOXOOUMO OIpPENETUTh BPEMs CBEPTHIBAHHUS B KaXKJIOM pa3BEICHHUH
KaMOpOBOYHOM TUIa3Mbl IBaxAbl. [l0 MonMydeHHBIM AaHHBIM KOAryjJoMeTpaMU BBICTPaUBAETCS
KaJauOpOBOYHAsI KPUBAS.

2.1. Ilocrpoenne KaJMOPOBOYHOI  KPHMBO ¢  HCHOJb30BAHHEM  JIMHEHKH
NMoJIyaBTOMAaTH4YeCKHX KoaryJjomeTpoB «Technology Solution»

Ui TOCTpOeHUs KanuOpOBOYHOW KPHBOW, HEOOXOJMMO TPHUTOTOBICHHE pa3BeIeHUI

KaarOpPOBOYHOM IJIa3MBbl, COTIIACHO aJTOPUTMY, IPEACTaBIeHHOMY B Tabmure 1.
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IMoaroroBka KaIMOPOBOYHBIX PACTBOPOB

Tabmuna 1.

B IPYTyIO MPOOHPKY

[Tpobupka, Ne 1 2 3 4 5 6
Tpuc-0ydep 0,4 M 0,25 mn 0,25 mn 0,25 mn 0,25 mn 0,25 mn
KanubpoBouHas 1uia3ma 0,1 ma -Il- -/l- -/l- -/l- -/l-
[lepememats u nepenectu | 'V AY AV AV AV A

E0,25 o Al E0,25MJ1J L 0,25 madl LL0,25 mxdl LQ,05mdl

HonyqaeMoe Pa3BCACHUC

1:5

1:10

1:20

1:40

1:80

1:500

AxTtuBHOCTb (pakTopa VIII

C

C/2

C/4

C/8

C/16

C/100

Ilpumeuanue. C — AxtuBHOCTh (hakTopa VIII B xammbpoBounoit miaszme (%), ykazaHa B

nacropTe K Habopy PearcHTOB.

Xoa onpenesieHus:

1. B xtoBety koarynomerpa BHectu 0,1 mu kanmubGpoBounoro pactsopa Ne 1. Heob6xomumo
IIPOBOJIUTH U3MEPEHUE MOKa3aTeIe KaTnOpOBOYHBIX pacTBOPOB B mopsake ot Ne 1 1o Ne 6.

2. B ktoBety go6asuth 0,1 mu nepuuutnoit no ¢akropy VIII minazmel u nporpets cMech npu
+37 °C B TeueHue | muH.

3. B xtoBetry no6aButh 0,1 M AIITB-pearenTa, umMerommero KOMHaTHYIO TEMIIEPATypy.

4. Yepe3 3 MHH C MOMOIIBIO aBTOMAaTHYECKOW MUIETKU (BXOIUT B COCTAB KOAryJoMeTpa) K
cmecu n106aBuTh 0,1 M1 pacTBopa Kaiblius Xjaopuna (mpeaBaputenbHo nogorperoro ao +37 °C).
OTcueT BpeMeHH CBEPTHIBaHUS 10 00pa3oBaHus (GUOPHHOBOTO CTyCTKA HAYHETCS aBTOMAaTUYECKH.

5. BHecTu B maMsATh KoaryjgomeTpa, MCHOJb3ysl PYKOBOJICTBO IO 3KCIUTyaTallMH, 3HAYECHUS
aktTuBHOCTH ¢aktopa VIII B kanuOpoBouHOM mna3me (yka3aHO B macmnopre K Habopy) u
KaJHOpPOBOYHBIX PACTBOPAX, a TAKXKE MOJTYUYCHHBIC PE3yJIbTaThl BPEMEHU CBEPTHIBAHHS B KaKIOM
KaJIUOPOBOYHOM PacCTBOPE.

X0/ BBIMOJIHEHUSI KaMOPOBKHU JOJIKEH COOTBETCTBOBATh PYKOBOJACTBY IO SKCILTyaTallUH
OTIpeNIeIICHHON MO/IETH ToTyaBTOMaTu4eckoro koarynomerpa «Technology Solutiony.

2.2. TlocTpoeHne KaJIMOPOBOYHOW  KPHMBOW ¢  HCHOJb30BAHHEM  JIMHEHKH
aBTOMaTH4ecKux koaryJjomerpoB «Technology Solution»

[lepen moctpoeHuemM KaauOpPOBOYHON KPUBOM HEOOXOAWMO BHECTH 3HAUEHHWE AKTHBHOCTH
¢akropa VIII B kanuOpoBouHOIl 11a3me (yka3aHa B acrnopTe K Habopy) B IaMsTh KOoaryJloMeTpa.
Koarynomerp Ha G0pTy B aBTOMAaTHYECKOM pEXHMME NPUTOTABINBAET pa3BeeHNs KaluOpOBOYHOI
IJ1a3Mbl  PacTBOPOM HEOOXOANMBIE  OOBEMBI

CMEILUBAET pa3BeeHun

Tpuc-oydepa,
KaJIMOPOBOYHOM IJIa3Mbl ¢ pacTBOpamu AedunutHou no gakropy VIII mnasmer, AIITB-pearenta u

KaJIbIIUA XJIopuaa, IocCJIC 4CT0 PCTUCTPHUPYCT BPCMA CBCPThIBAHUA.
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X0/ BBITIOJIHEHUSI KaMOPOBKHU JOJIKEH COOTBETCTBOBATh PYKOBOJACTBY IO SKCILTyaTallUH
OTIpeZIeNIEHHOM MOJIeIM aBTOMaTH4YecKoro koarynomerpa «Technology Solutiony.

3. ITPOBEJIEHUE AHAJIN3A

3.1. Onpenenenue axktuBHOCcTH akTopa VIII ¢ wucnoab3oBaHueM JHHEHKH
MoJIyaBTOMaTHYECKHX KoaryomeTpoB « Technology Solutiony»

1. B kroBery koarynomerpa BHectu 0,1 mi aHanmm3zupyemoro oOpasna IjIa3Mbl MAlMEHTA,
pa3BelIeHHOTO B 5 pas.

2. B xtoBety no6auts 0,1 ma nedunurHoi o daktopy VIII maa3zmer 1 mporpeTs cMech NMpu
+37 °C B Teuenue | MuH.

3. B xtoBety no6asuts 0,1 M AIITB-pearenrta, umeroiero KOMHaTHYIO TEMIIEPATYPY.

4. Yepe3 3 MHH C TIOMOIIBIO aBTOMATHYECKOM MHUIETKU (BXOJUT B COCTaB KOAryjJoMmeTpa) K
cmecu 106aBuTh 0,1 Mi1 pacTBopa Kaiblusa Xjgopuna (mpeaBaputenabHo nogorperoro ao +37 °C).
OTcuer BpeMeHU CBEPTHIBAHUS 10 00pa3oBaHusi PUOPUHOBOTO CTYCTKA HAUHETCS aBTOMATHYECKH.

[Io monmydeHHBIM JaHHBIM M pe3yjbTaTaM OIpeAeNIeHUs BPEMEHH CBEPTHIBAHUS B
KaTMOpOBOYHBIX ~ pacTBopax moiyaBTomatuueckuii koaryimomerp «Technology Solution»
BBIYHUCIISAET akTUBHOCTH (hakTopa VIII B ucciaegyemom obpasiie.

Xo4 BBINOJIHEHUS aHajdu3a JOJDKEH COOTBETCTBOBATH PYKOBOJACTBY IO 3KCIUTyaTallMU
OTpEeICIICHHOM MOJIE/IH MMOJTyaBTOMaTH4YeCKoro koaryimomerpa « Technology Solutiony.

3.2. Onmnpenenenne axktuBHoctu ¢akropa VIII ¢ wucnosb3oBaHueM JIMHEHKH
aBTOMaTH4ecKkux koaryjomerpoB «Technology Solution»

Koarynomerp B aBTOMaTH4YECKOM PEKHMME MPOBOAMT pa3BeleHHE 00pa3iia Mia3Mbl MalueHTa
pacTBopoM Tpuc-Oydepa, cMemmBaeT HEOOXOAUMBbIE OOBEMBl AHAIM3UPYEMOTO PAa3BEIECHHOTO
oOpa3lia T1a3Msl ManuenTa ¢ pacteopamu aedumuraoit o paxropy VIII mnazmer, AIITB-pearenrta
Y KaJIbIUs XJIOPU/A, MOCTIE YEro PETUCTPUPYET BPEMsI CBEPTHIBAHUS.

[Io monmydeHHBIM JaHHBIM H pe3yjbTaTaM OMNpPEACIICHUsS BPEMEHH CBEPTHIBAHUS B
KaJOpPOBOYHBIX pacTBOpax aBToMaTHueckuil koarymomerp «Technology Solution» Bwrumciser
aktuBHOCTH pakropa VIII B uccnegyemom obpasiie.

Xoa BBINOJTHEHUS AaHajdu3a JOJDKEH COOTBETCTBOBATH PYKOBOJACTBY IO OJKCILTyaTaluu
OTIpeNIeICHHOM MO/IeTN aBToMaTHYecKoro koaryiometpa « Technology Solutiony.

4, YTEHUE PE3YJIbTATOB

Pe3ynbpTaThl aHain3a BeIpaXkaroT B IPOLEHTaX K HOPME.

AxtuBHOCTH (paktopa VIII y 3mopoBsix miozeit cocrasmsier 50-150 %o.
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5. BHYTPUJIABOPATOPHBIN KOHTPOJIb KAUECTBA
[Ipn ocymecTBieHUH BHYTPUIAOOpPATOPHOTO  KOHTPOJIS  KadecTBa  PEKOMEHIYeTCs
WCIIOb30BaTh HA0OP KOHTPOJIBHBIX IUIa3M C HOPMAaJbHBIM M MATOJOTUYECKUM JHANa30HOM

3HayeHn «TS-KoHTposb» (KaT. Ne 859, 3aka3pIBaeTCs TOMOIHUTEIBHO).
YCJIIOBUS XPAHEHUSA U ITIPUMEHEHUSI HABOPA

Menuuunckoe wuzaenue «TS-Dakrop VIII» B 3aBUCUMOCTH OT 00BEMa HCMOJIB3yEMBIX

peareHTOB IpeaHa3HaueHo i BeimoaHeHus oT 20 1o 40 onpeneneHuii (cM. Tadbiuiy 2).

Ta0muna 2.

MakcuMajbHO€e YHCJI0 onpeneﬂeﬂnﬁ P Pa3jindHOM pacxoae pearcHToB

Pacxojn peareHToB
KonuuecTBo onpeneneHuit
Ha OJTHO OIPEICIICHHE
0,1 mu 20
0,05 M 40

Menununackoe uznenne «TS-Dakxtop VIII» HeoOXoammo XpaHUTh Mpu TemrepaTtype +2...

+8 °C B TeyeHHe BCEro CpoKa TOAHOCTH Habopa — 18 mecsimeB B XOJIOAWIBHBIX KaMepax WIH B
XOJIOAWJIBHUKAX, 00€CTICUNBAIONINX PETIAMEHTHPOBAHHBINA TEMIIEPATYPHBIM PEKUM.

JlonyckaeTcsi TpaHCIOPTUPOBKa uzaenus npu temmneparype a0 +30 °C B teuenue 30 cyTok
TPAHCIIOPTOM BCEX BHUJIOB B KPBITHIX TPAHCHOPTHBIX CPEJACTBAX B COOTBETCTBUU C MpaBUIAMU

MEPECBO30K, Z[GﬁCTByIOHII/IMI/I Ha TPpaHCIIOPTE JaHHOI'O BUIAd, 4 TAKKC OJHOKPATHOC 3aMOpPaXMBaHUC.

Tabnuma 3.
Yc/10BUS XpaHEHUS] PeareHToB
[Tpo10mKUTENBHOCTD XpaHEHUS
Temmepa- AIITB-pearent PactBop Kanubposou- | Jleunurnas PactBOp
. nocine KaJbLUs Has Tia3ma no gaxktopy | Tpuc-Oydepa
TYPHBI BCKPBITUSA XJIopuaa ocie VIII miazma
periM ¢rakoHa pa3BeacHUs nocJie
pa3BelieHUs
+37 °C - He 6onee 8 — — He 6Gomnee 8
4acoB 4acoB
+18... +30 °C | He 6omnee 15 He 601ee 3 He 60nee 3 He 60onee 3 He 6onee 3
CYTOK CYTOK 9acoB 9acoB CYTOK
+2...+8 °C He 6onee 42 | He Gonee 15 - - He 60nee 15
CYTOK CYTOK CYTOK
-20°C OnnokpatHoe | OgHokpatHoe | OnHokpatHoe | OnHokpatHOoe | OIHOKpaTHOE
3aMOpakuBa- | 3aMOPaKMBa- | 3aMOpPaKMBa- | 3aMOpa)XKMBa- | 3aMOpa)kKUBa-
HUE HUE HUE HUE HUE
1o 1 mecama | 1o 1 mecdia 110 2 HeJeb 110 2 HeJeb 1o 1 mecsia

He cnengyer cmemmBaTh peareHTsl pa3HbIX CEPUML.
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MEPBI 110 BE3ONTACHON YTUJIM3AIIUU MEJJULIMHCKOI'O U3IEJIUS 1 OTXO/10B

YTunuzanuio i yHUYTOXKeHUe, Ae3uH(EKINI0 METUIIMHCKOTO U3/IeTHUs CIIelyeT MIPOBOAUTD
B cootBerctBumu ¢ CanlluH 2.1.7.2790-10 «CanutapHO-3MHAEMHOIOTHYECKHE TpeOOBaHUSA K
oOpallleHuI0 ¢ MEIUIMHCKUMU oOoTXoAamu» U MVY-287-113 «Meronuueckue yKazaHus 110
ne3uH(EKINN, MPEICTEPUIIU3ANUOHHON OYUCTKE M CTEPUIM3ALMU HU3JCTUN  MEIUIIMHCKOTO
Ha3HAYCHUS».

MeaunuHckoe W3eaue, He MOJUIekKallee HCIONb30BAaHUIO, a TAaKXKE C HCTEKIIUM CPOKOM
TOJHOCTH OTHOCHUTCS K MeIuUMHCKUM otxojgam kiacca A (CanlluH 2.1.7.2790-10), He
COJIepXKalIUM MOTEHIIMAIBHO OMacHbIe MaTepUasbl U BEIIECTBA (AMUAEMHUOIOTHUECKH 0€30TacHbIe
OTXO/IbI).

Bce ucnonb30BaHHBIE OJJHOPA30BHIE PACXOIHBIC MaTEpHUalbl, 00pa3yrolIrecs nMpu padore
W3JIeNIMeM, CoJiep KaIliue 00pasIbl IIa3Mbl KPOBH MAIlMEHTOB, HEOOXOAMMO TOJIBEpraTh 00paboTKe
NE3MHPUIUPYIONTUMA ~ CPEJICTBAaMU € MOCcHeAyroIer  yrwmmsanuedn (cm. MY-287-113
«Metoanueckue yKazaHus MO JAe3UHGEKINH, MPEICTEPHIN3AIMOHHON OYNCTKE U CTepUIN3alluU
W3IeUA MEIUIIMHCKOTO HA3HAYCHHS»), KaK MOTCHIMATbHO HMHQPUIIMPOBAHHBIE MEIUIIMHCKHE
orxonbl kinacca b (CaulluH 2.1.7.2790-10). C6op, BpeMeHHOE XpaHEHHE M BBIBO3 TAKUX OTXOJIOB
CJIETyeT BBITIOJNHATh B COOTBETCTBUU CO CXEMOW oOOpalieHus ¢ MEAMIMHCKUMHU OTXOJaMH,
MPUHSATON B OpraHU3aIliy, OCYIIECTBISIONIEH METUIIMHCKYIO ACSTEIbHOCTb.

Pearentsl, Bxomsmme B cocTaB HaOOpa, HE SIBISIOTCS TOPIOYMMU U B3PHIBOOIIACHBIMHU.
CunpHOE€ HArpeBaHHe BTOPUYHOW YIMAKOBKHU (KOpPOOKM M OlMCTEepa) MOMKET MPUBOJIUTH K HUX

BO3TOPAHUIO.
TAPAHTUWHBIE OBSI3ATEJILCTBA

[IpousBoauTens TrapaHTUPYET COOTBETCTBHE BBIMYCKAEMBIX H3ACTUN  TpeOOBaHHIM
HOPMAaTUBHOM M TEXHUYECKOW JOKYMEHTAallUHM B TEUYEHHE YKA3aHHOI'O CpOKa TOAHOCTH IIpU
COOJTIO/IEHUH BCEX YCIOBUN TPAHCTIOPTHUPOBAHUSA, XPAHEHUS U TIPUMEHEHHS.

bezonacHocTh, KauecTBO W 3(PPEKTUBHOCTH HU3JENUS TAPAHTUPYIOTCS NPOU3BOAUTEIEM B
TEYEHUE BCETO CPOKA TOJHOCTH.

JUist TOTy4eHus: HaJIe)KHBIX Pe3yIbTaTOB HEOOXOIMMO CTPOroe COO0IeHIEe HHCTPYKIIMH TI0
npUMeHeHHI0 Habopa. JIto0bie OTKIOHEHUS! OT PEKOMEH0BAaHHBIX MPOLEAYpP MPOBEICHUS aHAIHN3a
U TPUTOTOBJIICHUS PEAarecHTOB MOIYT NIPUBECTH K TOJYYEHHIO HEBEPHBIX PE3YJIbTATOB
HCCIIEOBAHUS.

MemuuuHCcKOE H3AENIME MPUMEHATCS MCKIIOYUTEIBHO JUIS JIMHEMKH KOaryJoMEeTpOB

«Technology Solutiony.
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MAPKHPOBKA U3JIEJINA

MeauuuHCKOe U31ene MapKUPYyETCA CICAYIOIMNMH CUMBOJIAMH.

MeguuuHckoe  U3Aeie I @ CepuiiHblii HOMED

o
JOUarHocTuku In vitro

TeMmmepaTypHbIl JuaIa3oH Hcnonws3oBats 10 ...

Kaxplii uiakoH peareHTa MEIUIMHCKOIO U3/1ENUsl MapKUPYyeTCa UIEHTU(DUKATOPOM ILITPHUX-

KOJla, MPUMEHUMBIM TOJIBKO JIJISl IMHEUKH KoarynomeTpoB «Technology Solutiony.

ITo Bompocam, kacarommMmcs kadecTBa MmeauuuHckoro m3aenust « TS-dakrop VII», cnenyer
obpamarscs B OO0 ¢upmy «Texnonorus-Crangapt» no aupecy: 656037, r. bapuayn, a/a 1351;
ten.. (3852) 22-99-37, 22-99-38, 22-99-39. E-mail: mail@tehnologia-standart.ru.
https://www.tehnologia-standart.ru, htpp://Texnonorus-cranaapt.pd.

Bepcus unctpykuuu 1.0.
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