HHCTPYKIUSA

10 NPHMEHEHHI0 MEJUIIHHCKOI0 H3Ae U
«Habop pearenToB 1151 onpeesienust nporenna C s THHEAKH KO0aryJioMeTpoB
«Technology Solution» (TS-IIporenn C)»

HA3HAYEHUE

Mennimncekoe nsnenue «TS-IIpotens C» NpeaHA3HAYEHO JUIA ONPECICHHS AKTUBHOCTH (B
MPOLCHTAaX OT HOPMEI) IpoTenHa C B IiIazMe KPOBH Ha JIMHENKe KOAryJlIoMeTpoB «Technology
Solution». Ilporenn C - omuH M3 HamGomee BaKHBIX (DUBHOIOTHUECKUX AHTUKOAryJISHTOB,
CHHTC3UPYIOIIUICA B IIEYCHN NpU ydacTuu BuTamMuHa K. B akruBHOW (opme oH paspymaer
KoarynsiuoHHsle (akropsl cBépThiBanusg VIIla u Va. HacnencTBeHHEIH nedumur nporenHa C
NPUBOJUT K TPoMOO3aM M TPOoMOGOIMOONMHSAM. Y HOBOPOKAEHHBIX ¢ JIeDHIUTOM nporerHa C
BO3MOXXHO Pa3BUTHE (yIEMUHAHTHOMN MypPITypHI.

Habop npennasnHaden Toibko U1 mpodhecCHOHANTBHOTO UCMONB30BAHHUS CTISHHATHCTAMH B
001acTu 1abopaTOPHON AUATHOCTUKH: 3aBe Iy OIIUMHU naboparopusamu, Bpadamu KJIJI, Bpayamu-
nabOpaHTaMU, METULIHCKIUMH Ta6OPaTOPHBIMH TEXHUKAMU (benpamep-nabopant), nabopaHramu,
METUIHUHCKUMU TEXHOJIOTaMU.

OOGnacte npuMeHeHus Habopa: KIHHHYECKAs 1abopaTopHas JMArHOCTHKA, KIMHHYECKas
MEUIUHA.

XAPAKTEPUCTHUKA HABOPA

IIpuauun metona. Ilox BiusHMEM crenupuIecKoro axtuBaropa nporeu C npuobperaer
CIIOCOOHOCTb Pa3pyIIaTh XPOMOTEHHBINH cyGcTpar. JIisi BHIYMCICHHS aKTHBHOCTH nporeuHa C
OHPENCIIAIOT IMHAMUKY U3MEHEHHUA ONTHICCKOM MIIOTHOCTH HCCIIELyeMBIX 00pasiioB mpu 405 .

CocraB HaGopa:

1. AxtuBarop nporenna C (1uodpuasHo BBICYIIICHHBIN), HA 5 M - 3 1.
2. XpoMoreHHsli cyocTpar (JIH0MHIBHO BBICYIIICHHBIN), Ha 3 M1 - 1 1.

3. PactBopurens ayist aktusaTopa nporensa C, 5 mi - 3 .

4. KanGposoyHast mwiasma (THOMHIBHO BBICYIICHHAs), Ha 1 it - 1 dhur.
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AHAJIMTHYECKUE XAPAKTEPUCTUKHN HABOPA

UyBCTBUTETHLHOCTH OMNpeaeneHus — He 6onee 5 %.

JluHeWHOCTh ompeaenieHnss akTUBHOCTH mnporemHa C — B amamazone ot 10 mo 140 %,
OTKJIOHEHHE OT «JIMHEeHHOCTH» — He 6oiee 10 %.

Tect Ha «oTkpbITHE» — HE OoJiee 10 % OTKIOHEHHS.

Kospduument Bapuanum pe3ynbTaToB ONpEEiIeHHs] aKTUBHOCTH npoTenHa C — He Ooiee
10 %.

JlomycTumblid pa3dpoc pe3yabTaToOB ONpeneieHus] akTUBHOCTH NpoTenHa C B oJIHOM mpobe
IJ1a3Mbl pa3HbBIMUA Habopamu oJiHOM cepuu — He 6osee 10 %.

HopmatuBHbIe 1 akTUYECKHE 3HAUYEHUS aHATUTUYECKUX TTOKa3aTeNe yKa3aHbl B MacopTe K
Habopy.

MEPBI IIPEJOCTOPOKHOCTH

[ToTeHnManbHbIl pUCK MNpuUMEHeHUss Habopa — Kiacc 2a (mpuka3 MuHuCTEpCTBa
3npaBooxpanenus Poccuiickoit ®enepaunu Ne 41 ot 06.06.2012 r.).

HaGop ucnonbs3yercst TOIBKO J1s1 IPUMEHEHHUS 1n Vitro.

Hab6op B ucnonb3yeMbIX KOHIIEHTPAIUSIX HE TOKCUYECH.

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

[Tpu pabore ¢ HAOOPOM cliieIyeT HaJeBaTh OJIHOPA30BbIE MEPUATKU, TaK KaK 00pa3ilbl KPOBU
YellioBeKa CIIeNyeT pacCMaTpyBaTh Kak MOTCHIIMAIBHO HH(DUIIMPOBAHHBIEC, CIIOCOOHBIE JITTUTEIBHOE
BpeMsi coXpaHATh M mnepeaaBatb BUY, Bupychl remaTUTOB WM JIH000W Apyroil Bo3OyauTenhb
BUPYCHOU MH(EKIIHH.

Bce ucnonp3oBanHbIe MaTepuaibl Ie3MHPHUIIMIPOBATH B COOTBETCTBUU ¢ TpeboBaHusMu MY
287-113 «Mertoauueckne yKa3zaHus TO Je3WH(EKIUH, TPEACTCPUIU3AIMOHHON OYUCTKE W

CTCpHJIN3allun I/IB,Z[CJ'H/II\/’I MCAUIUMHCKOI'O Ha3HAYCHU .

OBOPYJIOBAHUE, MATEPUAJIBI, PEATEHTbBI

- Koarynometp «Technology Solutiony;

- neHTpudyra sadboparopHas;

- no3atopsl nunerounsie Ha 0,1-1,0 M u 1,0-10,0 mu;

- BOJIa JMCTUJTMPOBaHHAS;

- Ha0Op KOHTPOJBHBIX IJIa3M C HOPMAJIBHBIM M TATOJOTHYECKHM IHANa30HOM 3HAYCHHUU
(«TS-xonTpomb» kat. Ne 859, mpomsBomurens — OOO ¢upma «Texnonorus-Cranmapr»,
3aKa3bIBAETCS IOTIOJHUTEIBHO);

- I€PpYATKU MCIUITMHCKHUEC NTUATHOCTUYICCKUC OJHOPA30BbIC.
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IMPUT'OTOBJIEHUE AHAJIM3UPYEMbBIX OBPA3IIOB

KpoBp mist uccrnenoBanusi 3a0uparOT U3 JIOKTEBOM BEHbI B IJIACTUKOBYIO MPOOHUPKY,
comepxairyio 3,2-3,8 % pacTBOp HATpUsl TUMOHHOKUCIOTO TPEX3aMEIIEHHOTO (LIMUTPAT HATPHSs).
CootHonieHre 00BEMOB KpOBU U IUTpata HaTpus - 9:1. Bo3MOXHO MCIONIb30BaHME BaKyyMHBIX
cCUCTeM JIJ1s 3a00pa KpOBH, coaepkanux 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 IPOOUPKY, T XPAHSIT 10 MPOBEACHUS MUCCIICIOBAHUS.

LenTpudyrupoBanue AOIKHO MPOBOJUTHCS HETIOCPEICTBEHHO MOCIE B3SITHs KPOBH, a OTOOD
IJIa3Mbl Ha HCCIEIOBAHHME - cpa3zy ke mocie ueHTpudyruposanus. He nomyckaercs ananus
1a3Mbl KPOBH, MMEIOIIEH CTYCTKH, T€MOJU3 M ToidyueHHOW Oonee 4 u Hazan. [lomyckaercs

3aMopakuBaHue 00pasios npu -16... -70 °C Ha cpok 10 1 mec.
IMPUTOTOBJIEHUE PEATEHTOB U ITPOBEJAEHUE AHAJIU3A

1. HIOATOTOBKA PEATEHTOB K PABOTE

1.1. PazBenenue akruBatopa nporenna C

B omun u3 ¢uakonoB c akrtuBatopoMm mnporenHa C BHectu 5,0 MiI pacTBOpHUTENs ISt
akTuBaTopa nporenHa C U pacTBOPUTH COJIEPKUMOE MTPU KOMHATHOU Temnepatype (+18... +25 °C)
Y IEPUOAMYECKOM ITOKaYMBAHUU /10 TIOJIHOTO PAaCTBOPEHMSI peareHTa.

1.2. Pa3BeeHne XpOMOreHHOro cydocTpara

Bo ¢nakon ¢ xpomoreHHbIM cyOcTpaToM a00aBuTh 3,0 M IUCTWIIMPOBAHHON BOJBI U
pacTBOPUTH COJEPXKUMOE IpU KoMHaTHOM Temmeparype (+18... +25 °C) u mnepuoauyeckom
MOKaYMBaHUU JI0 TIOJTHOTO PACTBOPEHHUS PEareHra.

1.3. Pa3BeieHue KaJNOPOBOYHOI MJIa3MbI

Bo ¢nakon ¢ xannOpoBouHOi maazmoii BHecTH 1,0 MII IUCTHIITUPOBAHHON BOJBI U PACTBO-
PHTBH COJICPKUMOE TIPU KOMHAaTHOU Temmepatype (+18... +25 °C) u nmeproanveckoM MOKaYMBaHUH
70 TIOJTHOTO pPacTBOpeHUsi peareHra. llepen ucmonp3oBaHMEM KaquOpPOBOYHAS IJIa3Ma JIOJDKHA
OBITH BBIAEpKaHA IPU KOMHATHOM TeMIieparype He MeHee 15 muH.

AxtuBHOCTb npoTerHa C B KaJIMOPOBOYHOM IMJ1a3Me yKa3aHa B MMacrnopTe K Hadopy.

2. MOCTPOEHHUE KAJIMBPOBOYHOM KPUBOU

ITocTpoeHue HOBON KaJIMOPOBOYHOI KPUBOil TpedyeTcs B CIeIYIOIIMX CAYYAAX:

* Jlns xkaxxmoit HOBOM cepun Habopa «TS-IIporenn Cy.

* Ilocme TeXHMYECKOTO WM CEPBHCHOTO OOCmyXuBaHUS Koaryiaomerpa «Technology
Solutiony.

* B cootBerctBUM ¢ TpeOOBaHUSMU KOHTPOJSI KadecTBa j1abOpaTopuu Ha OCHOBAaHUU
HOPMAaTUBHBIX aKTOB.
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Jis mocTpoeHusl KaliuOpPOBOYHOW KPUBOM HEOOXOAMMO HCIOJIBb30BaTh KAIMOPOBOYHYIO
miasMy, BXOISIIYyI0 B cocTtaB Habopa. B ciyyae HeoOXOOUMOCTH MOMKET JIOMOJHUTEIBHO
WCIIOJIb30BAaThCsl KaTMOpPOBOYHAS IUIa3Ma, AaTTeCTOBaHHAs I10 JaHHOMY TMokazarenmto («TS-
kanOpaTop» Kat. Ne 858, mpousBoaurens — OO0 dpupma «Texnonorus-Ctangapty», 3aKa3bIBaeTCs
JOTIOJTHUTEIIBHO).

Koarynomerp B aBTOMaTHYECKOM pPEXHME CMEIIMBAeT HEOOXOIUMBIE OOBEMBI IIJIa3MBI
KanuOpaTopa ¢ pacTBopamMu akTuBaTopa nporenHa C M XpOMOTEeHHOro cyOcTpaTa, MOC]E Yero
PETUCTPUPYET U3MEHEHHE ONTUYECKON TUIOTHOCTU ModyuyuBIeics cMecu. KanuGpoBouHas kpuBas
BBICTPaUBACTCS MPUOOPOM aBTOMATUICCKHU.

Xo/a BBIMOJHEHUS aHajdu3a JIOJDKEH COOTBETCTBOBATH PYKOBOJCTBY IO AKCILTyaTallUuH
OTIpesIeNIEHHOM MOJIeIM aBTOMaTH4YecKoro koarynomerpa « Technology Solutiony.

3. MPOBEJAEHUE AHAJIU3A

Koarynomerp B  aBTOMAaTMYeCKOM peXKHMME CMEIIMBaeT HEOOXOAuMbIe  O0OBEMBI
aHAIM3UPYEMOTO Oo0paslia MalHleHTa ¢ pacTBopaMu akTuBaropa mnporenHa C U XpOMOTEHHOTO
cyOcTpara, TOCIE Yero PerucTpUpPyeT H3MECHEHHE ONTHYECKOW TUIOTHOCTH M PACCUHMTHIBACT
aKTUBHOCTH NpoTenHa C B ucciemxyemMom oopasiie.

Xo/a BBIMOJTHEHUS aHalu3a JIOJDKEH COOTBETCTBOBATH PYKOBOJCTBY M0 SKCIUTyaTalllu
OTpezIeNIEeHHON MOJIeM aBTOMaTu4Yeckoro koarynomerpa « Technology Solutiony.

4. YTEHUE PE3YJIBTATOB

PesynbpTaThl aHaim3a BRIpAXKAIOT B MPOIEHTaX K HOPME.

AxktuBHOCTb nipoTenHa C B HOpMe Yy 310pOBbIX JtoAen coctaiset 7/0-140 %o.

5. BHYTPUJIABOPATOPHBIN KOHTPOJIb KAUECTBA
[Ipn ocymiecTBIeHUHM BHYTPUIA0OpPATOPHOTO  KOHTPOJII  KadecTBa  PEKOMEHIYeTCs
WCIIOJIb30BaTh HA0OpP KOHTPOJBHBIX IJIa3M C HOPMAJbHBIM W TATOJOTHMYECKUM JHANa30HOM

3HayeHU «TS-KoHTpoIb)» (KaT. Ne 859, 3aka3piBaeTCs IOTIOJIHUTEIBHO).
YCJIOBUS XPAHEHUSA U ITIPUMEHEHUS HABOPA

Menununckoe uzaenue « 1S-Ilporenn Cy» paccunTaHo Ha BBHITIOTHEHUE 85 OMpeIeICHHM.

Menuuunckoe m3aenue «TS-Ilporenn C» HE0OXOOUMO XpaHUTH HpU TemmepaTtype +2... +8
°C B TedeHHE BCEro cpoka TogHocTH Habopa — 18 mecsimeB B XONOAMIBHBIX KaMepax WM B
XOJIOIMIBHUKAX, 00ECTIeUNBAIOIINX PETIaMEHTUPOBAHHBIN TeMIIepaTypPHBIA PEXHUM.

JlomyckaeTcsi TpaHCIIOPTUPOBKa u3aenus npu temmneparype g0 +30 °C B teuenue 30 cyTok
TPaHCIOPTOM BCEX BHJIOB B KPBITBIX TPAaHCIOPTHBIX CPEJICTBAaX B COOTBETCTBUM C IpaBHJIAMU

IICPCBO30K, HeﬁCTBYIOIHHMH Ha TPAaHCIIOPTC JaHHOI'O B4, 4 TAKIKC OAHOKPATHOC 3aMOPAKNBAHUC.
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Yci10BUSI XpaHEHUs] PeareHToB

Tabmuna 1.

. [Tpo10mKUTENBHOCTD XpaHEHUS
TemneparypHbIit -
XpomoreHHsiii cyocrpaT | AkruaTtop npotenHa C | KanuOpoBouHas mia3zma
perim MOCIIe Pa3BECHUS MoCJIe Pa3BeICHUS mocJie pa3BecHUs
+18... +30 °C He 6omee 3 cyTrok He 6omnee 1 cyTrok He 6onee 3 wacos
+2...+8 °C He 6onee 15 cytok He 6omnee 5 cyrok He 60nee 8 uac
-20°C OnHokpaTHOE OnHokpaTHOE OnHokpaTHOE
3aMOpakKUBaHHE 3aMOpakuBaHHE 3aMOpakKUBaHHE
1o 1 mecsma 1o 1 mecsma 1o 1 mecsa

He cnenyer cmemmBath peareHThl pa3HbIX CEpUi.

MEPBI I10 BE30INACHOH YTUJIN3ALIUU MEJULIMHCKOI'O U3JIEJIUS U OTXO/10B

YTUIN3anuio Wil YHUYTOXKECHHE, Te3UH(PEKIIMI0 METUITMHCKOTO U3ACIIHS CIIeTYeT MTPOBOINTH
B coorBercTBUM ¢ CanlluH 2.1.7.2790-10 «CanutapHO-31HAEMUOIOTHYECKUE TPEOOBAHUS K
oOpalleHni0 ¢ MEIUIMHCKAMU OTXoJamm» U MVY-287-113 «Meronuueckue yKazaHHs 110
Ne3MHPEKINH, TPEACTSPHIN3AIMOHHON OYUCTKE M CTePWIM3AIMH HW3ACIUA MEIUITUHCKOTO
Ha3HAYCHUS».

MenuiuHcKoe M3MeNINe, HE MOJJIEkKAIIEe HCIOJIb30BAaHUIO, a4 TAKXKE C UCTEKIIMM CPOKOM
TOJHOCTH OTHOCHUTCS K MeIuIuHCKUM oTtxojgam kiacca A (CanlluH 2.1.7.2790-10), ne
COJIepXKaIIUM TMOTECHIIMAIHHO OMAaCHBIE MaTepUalbl U BEUIECTBA (IMUACMHUOIIOTHIECKHA O€30TacHbIe
OTXO/IBI).

Bce ucnonb30BaHHBIE OJJTHOPA30BBIE PACXOJHBIC MATEpHUalbl, 00pa3yroIIecs Mpu padoTe C
W3JIeNIMeM, CoJiep KaIiiue 00pasibl MIa3Mbl KPOBH MAIMEHTOB, HEOOXOAMMO TOJIBEpraTh 00paboTKe
NOCJIEAYIOIIEH  yTHIH3aluuen MV-287-113

J€3UH(DULIHUPYIOUMHU (cm.

CpeACTBaMH  C
«MeToauueckne ykazaHHs MO JIe3WH(EKUINH, MPEeICTePUIN3AMOHHON OYUCTKE U CTEPUIIM3AINU
W3JICNMA  METUIIMHCKOTO Ha3HAueHUs»), KaK MMOTCHIMAIBHO WHOUIIMPOBAHHBIC METUITMTHCKHUE
orxonbl knacca b (CaulluH 2.1.7.2790-10). COop, BpeMeHHOE XpaHEHHE U BBIBO3 TAKUX OTXOJIOB
CIIeZlyeT BBINIOJHATH B COOTBETCTBUM CO CXEMOW OOpamieHus ¢ MEJUIMHCKMMH OTXOJaMH,
MPUHATON B OPTaHU3AIMH, OCYIIECTRIISIOIIEH METUITUTHCKYIO IS TEIIEHOCTb.

Pearentsl, BXomsmme B coctaB Habopa, HE SBISIOTCS TOPIOUYMMH W B3PBIBOOIIACHBIMH.

CunbpHOE HarpeBaHHEe BTOPUYHON YIMAakOBKH (KOpoOKH M OimcTepa) MOKET MPHUBOIUTH K HX

BO3TOPaHUIO.
TAPAHTUMHBIE OBS3ATEJLCTBA

[Ipou3BoauTens rapaHTUPYEeT COOTBETCTBUE BBIIIYCKAEMBIX H3ACIUM  TpeOOBaHUSIM

HOpMaTHBHOﬁ U TEXHUYECKOU AJOKYMCHTAIUM B TCUCHHUC YKA3aHHOI'O CpPOKa TOIHOCTU IIpH

CO6J'II-OII€HI/II/I BCCX YCJIOBI/Iﬁ TPAaHCIIOPTUPOBAHUSA, XPAHCHHUA U IPUMCHCHUS.
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BCSOHaCHOCTB, Ka4yCCTBO H 3(1)(1)CKTI/IBHOCTI> HU3ACIINA TapaHTHUPYIOTCA IIPOHU3BOAUTCICM B

TEYEHHUE BCETr0 CpOKa roJIHOCTH.
JUid mosydeHus HaJIe)KHbBIX PE3yJIbTaTOB HEOOXOAMMO CTPOroe COONIOACHHE HHCTPYKIIMH 11O
npUMeHeHHIo Habopa. JIto0ble OTKIOHEHUS! OT PEKOMEHI0BAaHHBIX MPOLEAYpP MPOBEIECHUS aHAIM3a

U IIPUT'OTOBJICHUA pCarCHTOB MOI'YT IIPUBCCTH K IIOJIYUYCHHIO HCBCPHBIX PC3YJIbTATOB

HUCCIICAOBaHMA.

MenunuHcKoe H3AeIIHue IMPUMCHATCA HCKIIIOUUTCIIBHO  JJIA JIMHEHUKH KOaryjiomMeTpoB

«Technology Solutiony.
MAPKHUPOBKA U3JIEJINUSA

MenuiuHCKOE U3Ieanue MapKHUPYETCA CICAYIOIMMNMH CUMBOJIAMH.

MegunMHCKOE  U3ACIIEe A @ CepuiiHblli HOMED
-
OUArHOCTUKH IN VITro

TeMmmepaTypHbIli [uaa3oH Hcnonws3oBats 10 ...

Kaxxpiii uiakoH peareHta MEIUIIMHCKOTO U3/IeTUsI MAPKUPYETCS UIEHTU(DUKATOPOM IITPHUX-

KOJla, MPUMEHUMBIM TOJIBKO JUJISl IMHEUKH KoarynoMeTpoB «Technology Solution».

[To Bompocam, kacaromuMcs KauecTBa MeauiuHckoro m3nenus «TS-Ilporeun C», ciemyet
obpamateca B OO0 dupmy «Texnonorus-Crangapt» mo aapecy: 656037, r. bapuayn, a/s 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 unctpykiuu 1.0.

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


mailto:mail@tehnologia-standart.ru
https://www.tehnologia-standart.ru/

