“YKortpoan MagnoLIA 17-OH-nporecrepor»

«YTBEPXJAIO»

2 Anxop Bro»
wanes 1.1
2022r.

HWHCTPYKIMA 110 ITIPUMEHEHHIO
MeaunuRCKOro H3AeNNS AJI8 AHATHOCTHRA in vifro
«Ha6op pearenToB 419 KOHTPO/IS KAYECTBA AHANHIA
«KouTpoau MagnoLIA 17-OH-nporecrepon», no TY 21.20.23-607-98539446-2022»

1. HASHAYEHME

1.1. «Habop peareHTOB /1N KOHTPOJIS KadecTsa anansa «KonTpom MagnoLIA 17-OH-uporectepon»,
mo TY 21.20.23-607-98539446-2022» (nanee «Kortpormu MagnoLIA 17-OH-nporecteponr») npeaHasHaYen
JUIS TOATBEPXKACHHA NPABUILHOCTH AHANH3A NPH KONHYCCTBEHHOM ONpeAeieRuH 17-rHAPOKCHIPOreCTCpoRa
(nanee 17-OI1N) B cHIBOPOTKE H MU1a3Me KPOBH (HATpHEBas COJb reNapHHa, AUTHEBAK COJb NEMapHHA, KATHEBas
coms IOTA (K2OUTA, KaD/ITA))' uenoBexa METOZOM XEMHMIOMBHECUCHTHOIO HMMYHOAHANN3A HA
MApaMarBHTHEX MHKPOYACTHIAX C HCTIONB30BAHHEM ABTOMATHYECKOTO aHam3aTopa «MagnoLIA»,

HaGop «Kontponu MagnoLIA 17-OH-nporecrepon» MPHMEHSETCA COBMECTHO C MEAHIHHCKHMH
mnemaME  (zanee MH) «MagnoLIA 17-OH-nporecrepon» u «Kamibparops: MagnoLIA 17-OH-
IPOTECTCPOH®. :

12. TloaTBepxaeHne NpaBHILHOCTH AHANH3A NPH Henomb3opaHul Habopa «Komrpoma Magno
17-OH-mrporecTepoR» AOMKHO BHIOMHATRCA B Kaxaoit amammrueckolt ceccun. [Ipr mpoaomxATE/IREOCTH
ceccHe Gonee CyTOK, ompeneieHHe KOHLCHTpaluu xoHTponeff RomxHo OHITH NpOBEcHO NOBTOPHO 1O
ACTCUCHUH 24 $acoB OT Hauana ceccHa. [loxraepxnenie NpapuAbHOCTH AHAITHAA BLINMOMHACTCH KAK PYTHHHEIH
BHYTpANA0OpaTOpHLI# KOHTPOL KA9eCTBa, H, CCIIH PE3YNBTAT AHAIM3A XOTA G OXHOro KOHTPO/A B3 Habopa
«Kontporm MagnoLlA 17-OH-nporecTepoH» BHIXOAMT 33 NPEACHb! YCTAHORICHHOINO AuanasoHa, Habop
OCHOBHRIX pearcHTOB «MagnoLIA 17-OH-uporecTepon» fomkeH OuTh 3aHOBO OTKa/MOpOBAH C
BcnonssoparreM Bafopa «KamGparops MagnoLIA 17-OH-nporecrepon».

13. Oyaxumonamhoc HasHavenne MW «MagnoLIA 17-OH-mporecTepoE» OpH COBMECTHOM
npumenennn ¢ MH «KanuGparops MagnoLIA 17-OH-nporectepory» w/nni «Konrpoma MagnoLIA 17-OH-
MPOTCCTEPOH» — KONHUCCTBCHHOC ONpeAcncHue 17-MUApOoKCHIPOrecTepoRa B CLIBOPOTKE H IUIAIMC KPOBH
4enoBeKka Npr AaddepeHUHATEHON IArHOCTUKE BPOAACHHOM MHMepIIIane KOPH HANOYCYHHKOB.

13xauBANCHTHOCT: O0PA3IOB CLIBOPOTKH H IUTASME KPOBH 9EROBEKS, conepuatell AHTHKOATYRANTM (BATPHEBaA COXL NeNapHHA,
nuUTHEBAR CONMb remapuia, «aamesat coxs IXTA (GOATA, K:DATA)), nonrsepmacsa Ha 25 obpasmax Xaxxoro »Haa
AHTHKOATYAAKTA C PAIHBIMA KoHueHTpaws MK 17-OT11 » aranuse nps #enonssopauuy Hafopa «MagnoLIA TTporecrepons.

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



oHTpo/im MagnoLIA 17-OH-nporectepoH»

1.4.  O6nacTb NpyMeHeHMA Habopa - KINHWYecKas nabopaTopHas AvarHocTuKa.

1.5. Ha6op npegHasHayeH TOMbKO /151 AUArHOCTMKM N VItro, Ans npodeccnoHanbHOro NPYMeHeHNs!
NepcoHasIoM, MMEKLMM KBUM(UKALMIO /151 BbINOIHEHWS AMArHOCTUYECKMX MCCnefoBaHUA in Vitro B
pe3ynbTaTe CreunasibHOro obpasoBaHus M 00y4veHWA. MccnefoBaHWA MOTYT BbINOMHATb CMEUUNAIUCTBI He
MOJ/I0XKe 18 NeT C BbICLUMM U CPefHUM MeSULMHCKMM, 6UONOrMYecKNUM UK UHbIM obpasoBaHuemM (Bpad KA/,
oronor, MegNUNHCKNIA TEXHOOT).

VccnegoBaHna NpoBOAAT B K/IMHUKO-AMATHOCTUYECKUX /1abopaTopusx, 061acTHbIX, FOPOACKUX W
PanoHHbIX, FOCYAaPCTBEHHbIX UM YaCTHbIX 60/bHULAX U apyrux J1MY.

1.6. Habop «KoHTponim MagnoLIA 17-OH-nporecTepoH» He MMeeT MNPOTUBOMOKA3aHUM K
MPUMEHEHNIO. ‘

1.7.  Habop npefHasHadeH fAns o6cnefoBaHUA BCeX TPYMM HacesieHUA 060ro Bospacta 6e3

rpagauum no AemorpagpuuyeckoMy Uan nNonynsunoHHOMY NpUsHaKy.

2. XAPAKTEPNCTUKA HABEOPA

2.1. MpuHunn gencTBUSA

Ha6op «KoHTponim MagnoLIA 17-OH-nporectepoH» npefcTaBNseT CcO60M KOMMIEKT U3 [ABYX
KOHTPOJIbHbIX CbIBOPOTOK, COAepXaliMx W3BeCTHble KO/MYecTBa 17-rMApPOKCUMMPOrecTepoHa B MPOCTON
matpuue (FOCT P 53133.3-2008) n aTTecToBaHHbIX N0 BHYTPEHHEN MeTOAUKE NpeanpusaTmua’,

Mpw BbLLONHEHUM TecTOB «MagnoLIA 17-OH-nporectepoH» Ha 60pTY aBTOMAaTUUECKOro aHanmsaTopa
«MagnoL1A» Heo6x04MMO NOATBEPXAATb BA/IMAHOCTL MOyYaeMblX N3MepeHnin. KonnyecTBeHHOE N3MepeHne
KOHUeHTpauun 17-OMNI B KoHTponax Ha6bopa «KoHTponn MagnoLIA 17-OH-nporectepoH» Mo3BonseT
OUeHMBaTb  MPaBWIbLHOCTL W BOCMPOWM3BOAMMOCTb  Pe3yNbTaToB  KOJIMHYECTBEHHbIX  N1abopaTOPHbIX
nccnefoBaHWiA aTOro aHaMTa B 06pasLax CbIBOPOTKU U M1a3mbl KPOBU NaLMeHTOB.

Mpn obpalleHUn ¢ KOHTPONSMM KaK C MccnedyeMbiMn obpasuamu, nonyyeHHble B aHaIMTUYECKON
Ceccum pesynbTaTbl CPABHMBAKOTCSA C JONYCTUMbIMY fMana3oHamMmn onpefe/ieHns 3HaueHui KoHUeHTpauum 17-
Orrl', ykasaHHbIMW B nacrnopTe K Habopy 1 3aKOAMPOBaHbIMU LUTPUX-KOAOM Ha KOpobke Habopa peareHTOB.
Ecnu pesynbTaT aHanm3a XoTs 6bl 04HOI0 KOHTPoNsa 13 Habopa «KoHTponu MagnoLIA 17-OH-nporectepoH»
BbIXOAUT 3a npefefbl YCTAHOB/IEHHOrO fuanasoHa, Habop OCHOBHbIX peareHToB «MagnoLIA 17-OH-
NPOrecTePOH» JO/MKEH ObITb 3aHOBO 0TKa/IMOpPOBaH ¢ UCNosib3oBaHMeM Habopa «KanmbpaTtopbl MagnoL 1A 17-
OH-nporecTepoH». 3aTeM CriefyeT NOBTOPUTb aHa/IN3, UCMO/b3ys HOBble a/IMKBOTbI UCCefyeMblX 06pa3LIoB.

Bapvauus pesy/ibTaToB, MoslyYeHHbIX NPY UCCefoBaHNN KoHUeHTpaumm 17-OMNTT B KOHTpoiAX Habopa
«KoHTposin MagnoLIA 17-OH-nporectepoH» MeTOAOM XEMWU/TIOMUHECLLEHTHOro WMMMyHOaHanmsa Ha
napamarHuUTHbIX MUKpoYacTmLax ¢ 1UCrosib30BaHNeEM aBTOMATMUeCcKoro aHasimsaropa «MagnoLIA», nogo6Ha
pesynbTaTam, noslydaeMbIM Npu UCCNef0BaHUAX ITUMU METOLAMW Ye/lI0BEYeCKOW CbIBOPOTKU W M/1a3Mbl KPOBU
YesloBeKa.

2.2. CocTaB 1 KomMeKTauusa Habopa

B cocTtaB Habopa «KoHTponu MagnoLIA 17-OH-nporecTepoH» BXOAAT Creaytoune KOMMOHEHTbI:

- KOHTPO/IbHasA cbiBOpoTKaNe 1Ha 0CHOBe BOAHO-CO/IEBOr0 pacTBopa ¢ fo6aB/ieHeM CbIBOPOTKN KPOBU
N KOHCEpPBAHTOM, cofep)kallas W3BecTHOe Konm4vecTBo 17-OMIC (gonyCTUMbIA fuanasoH onpeaeseHuns
3HaYeHMA KOHLUEHTpaLuKM yKasaH B NacrnopTe v 3aKOAMPOBaH LUTPUX-KOAOM Ha KOpobKe Habopa peareHToB).
XXugkoctb, 1mMn, 1, 5 unn 10 hnakoHoB”, MapkupoBaHa «KOHTponb 1»;

- KOHTPO/IbHasA CbIBOPOTKa Ne 2 Ha 0CHOBe BOAHO-CO/IEBOI0 PacTBopa C f06aB/ieHMEM CbLLOPOTKN KPOBU
N KOHCEPBAHTOM, cofepkallass M3BecTHoe KonuyectBo 17~Ol (gonycTumbIA AnanasoH ONpeaeseHus

~OcHoBaHa Ha TOCT 53133.3-2008, 53133.1-2008, TOCTP NCO 5725-2-2002, FOCT 180 17511-2011.

"abapuTHble pasmepbl hnakoHa (AB): 16,25mMm x 36,0 mM; Kpbiwkn (4B): 16,2MMx12,5MM.
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MagnoLIA 17-OH-nporecrepon»
SHAYCHMS KOHUCHTPAUMH YKA3aH B NACIOpTe H 3aKOAMPOBAH WITPHX-KOZOM Ha KopoOke Halopa pearcHToR).
Xuaxocts, 1 M1, 1, 5 wm 10 dpnaxonon®, Mapkuporana «KoHTpoIs 2.

Kaxmuit naxon, conepxaumit Kontporms 1 u Kortpons 2, paccumrtan Ha 20 onpezencrufl npu
NOCTAHOBKC B MOHOIUIAKATAX.

Tabmama 1
Bapuant Ha3BaHne KOMIOHCHTA
nw Bremunit BHA KOMIIOHCHTAQ Ko 1 Ko 2
1310201 “W‘“";o"j:;r "nﬁ”m“w“‘““m 1 m. 1w
Istugos | Toopeumes wim yTaas sumoeTs GEOSIBeTmOns | g | sam
1310210 “W““;omwwmm 10 . 10 mr.

B xomMmnekT nocrasku HaGopa «Kontponu MagnoLIA | 7-OH-nporecTepor» BXOAST: HAGOP peareHTos,
HHCTPYKUMS N0 NPHMCHCHHIO, IACTIOPT.

3. MEPHI IIPEJOCTOPOXHOCTH

3.1. lToreRuuansusiit puck npuMeHcHus HaGopa — kmacc 2a (cornacHo [Ipaxasy MumHCTEpCTBA
sapasooxpaHeHus PO Nedn or 06.06.2012 r.).

3.2. Bce xoMmoReHTH Habopa B HCTIONE3YEMAIX KOHIISHTPANMAX ABILIOTCA HETOKCHIHEIMA.

3.3. Bo Bcex komnonenTax HaGopa orcyTcTRYIOT anTHTena K BUY 1,2, Bupycy renarara C n HBsAg.

34.Tlpu pabore ¢ wHaGopom cumexyer cobmoaars 1peGoanus FOCT P 52905-2007 =
CaulluH 3.3686-21.

3.5. Jonycxars K paGore ¢ HaGOpOM TONBKO CNEHEANLHO 00yucHHERIR mepcoHa.

3.6. llepen mauanoM paloTH O3HAKOMHTHCS C WHCTpYRIHeld H NpHMCHATH Halop cTporo mo
HA3SHAYCHHIO,

3.7.Ilpu pabore ¢ HaGopoM clIeAyeT HCHONE3IOBATH CHENOACKRY (MCAMIMHCKAN XanaT HAR
KOMOWHE30H, IIANIOYKY) M CpeIACTBA MHAMBMAYaNRHON 3amuTHl (Macky, 3alATHEIC OYKH, OJHODA30BHIS
PESHHOBHIC HITH IIACTHKOBEIE NIEPUATKH, paspelicHHEE K NPAMCHEHHIO Ha TeppATOpRHA PO).

3.8. Buamanne! B cocTaB XOMNOHEHTOB HaGopa BXOAHT XOHCEPBAHT B KOHNEHTpanun Menee 0,05%,
410 seasercs GesomacHrM MK uenoBexa. IIpH MCHONB3OBAHHH MO HaSHAYCHHIO M COGMIOACHHH Mep
APeAOCTOPOXKHOCTH KOHTAKT ¢ OPraHMIMOM jeloBeka mckmovucH. [Ipu aBapulHEIX CATYalHSX BOSMOXHO
pasapaxeHne KOXH K CIM3UCTO# 000I0NKH 7183 Y TyBCTBATEILHLIX JIHL. [IpH KOHTAKTE IPOMHEITH NOPAXKCHHOS
MeCTO BOAOH 1 0OPaTHTLCA 38 MCAUIMHCKOH NOMOIIEIO.

3.9. Xummucckas nocyna u oGopyAoBaHEE, KOTOPHE HCIIONEIYIOTCA B paGoTe ¢ HAGOPOM, AOIKHEI
OBITH COOTBETCTBYIOMMM 05pasoM MAPKHPOBAHEI H XPAHATHCA OTACILHO.

3.10. [Inx o6paloTku nocyas! B 05OpPYNOBAHMS PEKOMEHAYCTCA MCIONLIOBATE AC3HHHIEpYIOIHE
CPEACTBA, H3TOTORICHHEE HA OCHOBE TPCTHYHEIX AMHHOB, YCTBCPTHYHBIX aMMOHEEBHIX coexnHenut (YAC)
COHPTOB M paspemieHHne X NpUMcHeRMIo Ha Tepputopun PO. Hcnomssopamme Ac3HEGHIEpYIOMUX
CPEACTB HAa OCHOBE AKTHBHOrO KHCIOPOAA H XJOpa BO3MOXKHO JHIIL Ha APENCTCPHIH3ALHOHHOM 3Tane, ¢
mocneAyIomeH TepMuricckoil crepunnlanuett.

3.11. 3anpemacrcs mpEeM NMKINH, KCNONB3OBAHKE KOCMETHYECKHX CPEACTB M KYPCHHE B IOMCICHUAX,
IpeAHA3HAYCHHAIX Jyie paGoTH ¢ HabopoM.

3.12. V6upars m Ae3MHQUIMPOBATL pasluMTHC o6pasiH WIE KOMHOHEHTH! Habopa, HCHONL3YR
Ac3EH(HIMpYIOIIEEe CPEACTBA B cooTBeTCTRHY MY 287-113.

3.13. VaanaTe HEHCIONBIOBAHHHE peakTHBH Haopa B COOTBCTCTBMH ¢  TpeSopammsMH
CanlluH 2.1.3684-21.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU : 3



AKoHTponisi MaEnob1A 17-OH-nporectepoH»

3.14. Tlocne wucNonNb30BaHUSA BCe KOMMOHEHTbI Habopa, 06pasubl, KOHTPOJSIbHblE MaTepuasbl,
pacxofHble mMaTepuasibl U APYrve peareHTbl, KOTOPble KOHTaKTUPOBa/IM C 06pasuamMn BO Bpems 06paboTkw,
XpaHeHUss U aHam3a (B TOM 4uC/e: MepyaTKy, HAKOHEUHUKWU U T.4.) LO/DKHbI COOMpaTbCA OTAENbHO U
CTepuInM30BaTbCA B aBTOK/aBe C MOC/efytoLlleil yTunmsaLmein B COOTBETCTBUM € TpeboBaHuamMu CaHlMvH
2.1.3684-21. BMecTO aBTOK/aBMPOBaHUA OTX04bl MOrYT ObITb CTEPUIN30BaHbl  [e3VHMULUPYIOLLINM
CPeLCTBOM, NOC/e YTUIM3NPOBaHbl B COOTBETCTBUM ¢ TpeboBaHuAMM CaHlMnH 2.1.3684-21.

3.15. He ncnonb3oBatb Habop N0 UCTEYEHMM CPOKaA rOLHOCTU.

4. OBOPYAOBAHVWE W MATEPUWAJIbI, HEOBXOAVMMbBIE ANA TMPOBEAEHI
AHANMN3A

- «AHaNM3aTop aBTOMAaTMYECKUA WUMMYHOXMMWYECKUIA XEMUNKOMUHECUEHTHbIN «MagnoLlA» ¢
npuHagnexxHoctamu rno CHAB 421457.002 TY («MagnoLlA») (npomseogutens OO0 «KomnaHus Askop
Buo», Poccust, PY NeP3H 2019/9282);

- «Habop peareHTOB /11 KO/IMYECTBEHHOIO0 WMMYHOXEMW/TIOMUHECLLEHTHOro onpejeneHua  17-
rugpokcunporectepoHa «MagnoLIA  17-OH-nporectepoH», no TY 21.20.23-605-98539446-2022»
(nponsBoguTens OO0 «KomnaHua Ankop bro», Poccns, kaT. Ne 1310001, 1310002);

- «Habop peareHTOB AnA KanmbpoBkn «Kanubpatopbl Ma8noblA 17-OH-nporecTtepoH», no TY
21.20.23-606-98539446-2022» (npounssogntesis OO0 «KomnaHua Ankop Buo», Poccnsa, kar. Ne 1310101,
1310105);

-BogHo-coneBon pacTtBop A1 MNPOMbIBKM  peakUMOHHbIX KioBeT MagnoLIA «Bygep Wil»
(nponseogutens OO0 «KomnaHua Ankop buo», Poccns, kaT. Ne0000405);

- OTgenbHble xanaT, waroyka, 06yBb M 0HOpPAa30Bble MepyaTKW, paspelleHHble K MPUMEHEHMIO Ha
TeppuTopun P® (nnn cooteetcTBytowme FOCT P 52239-2004).

5. MPOBEAEHWME MPOLUEAYPbLI BAINOALWN AHATTN3A

OnucaHHas B JaHHOW UHCTPYKUUN MH(OPMALMA COLEPXMUT 06LLMe CBeAEeHNSA 0 MOPSAKe NpoBeLeHNs
npouesypbl BampaumMvM aHanusa. [ns nonyyeHus feTasibHOW WHGopMauun rnepej HavasioM pab6oTbl
03HaAKOMbTECb C PYKOBOACTBOM MO 3Kcnyataumm aHanmsatopa «MagnoL1Ax.

5.1. TMoaroTtoBKa peareHToB

5.1.1. BknounTe aBToMaTMyecknin aHanmsatop «MagnoL 1 A» cornacHo pyKoBOACTBY M0 3KcrayaTauun.

5.1.2. KOHTPO/I roTOBbI K UCMO0/1b30BaHNIO.

daKoHbI C KOHTPONSAMU HEO6XOANMMO BblfepXKaTb NPY KOMHaTHOM Temnepatype He MeHee 30 MUHYT
[0 Hayana aHa/IMTUYECKON ceccuu.

5.1.3. Mepemewatb cofep>xnmoe (akoHOB, u3berad neHoobpasoBaHUA. OTKPbITb (aKoHbl ©
NONIOXKUTb KPbILLKN NepeBePHYTLIMU Ha CYyXYH MOBEPXHOCTb.

5.1.4. Habop  «KoHTponu MagnoLIA  17-OH-nporecTepoH»  pasmMecTUTb B LWITaTUBAaXx,
npeAHasHaYeHHbIX 4719 KannbpaTopoB U KOHTPOJIEN.

5.1.5.Mepen 3arpy3Koii peareHTOB, HEOOXOAMMBIX 751 MPOBEAEHUS1 aHanu3a, B COOTBETCTBYHOLLME
6/10KN aHanusatopa NpoBepuTb BCe PacTBOPbl Ha OTCYTCTBME My3bIPbKOB BO3f4yXa. YLa/UTb MNy3bIpbKW L0
NPoBeAeHNSA aHa/IM3a JIErKUM NoKavMBaHWeM, He AONycKasa neHoobpasoBaHUA.

5.1.6. Mepep 3arpyskoi kapTpumka «MagnoLIA 17-OH-nporecTepoH» B 6/10K peareHToB Heob6xoz
npeaBapuTenibHO y6eauMTbCA, 4YTO nNapaMarHUTHble MWKPOYacTULbl HAaxO4ATCA B pPecycrneHiMpoBaHHOM
COCTOSIHWU, & cama CyCMeH3Ns roMoreHHa. Ecnm MukpoyacTuubl He pecycneHampytotesi, HE UICMOJIb3YUTE
HABOP 1 obpaTuTeCb K MECTHOMY MpeACTaBUTENIO Mpom3BoauTens. Ansa nonyyeHus 6onee noapobHoON
NHpopMaLmn 06paTnTeCb K MHCTPYKLUUM N0 npumeHeHUto Habopa «MagnoLIA 17-OH-nporectepoH».

5.1.7. 3arpysuTe NoAroToB/EHHbIE peareHTbl U NMPUHAANEXHOCTN Ha 60pT aHanm3zaTopa «MagnoL 1A»
cornacHo pyKoBOACTBY MO 3KCM/yaTauun.
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orTpomma MagnoLIA 17-OH-nporecrepon»

5.1.8. 3arpy3uTe naHHbIE O peareHTaxX B IaMATh aBTOMaTHYECKOro aHammu3aTopa «MagnoLIA» cornacHo
PYKOBOACTBY IO 3KCILTyaTallHH.

5.2. KoHTpoab xavecTBa AHAIH3A

Anamzarop «MagnoLIA» Moxer ocymecTBIATe npoueAypy BalHIAlMH aHATIH3a B OTACILHO
BHIIC/ICHHOM CECCHH MM OJHOBPEMEHHO ¢ oOpasuaMu B paMkax OAHOM aHarHTHYeckolf ceccHH. KOHTpOIb
Ka4ecTBa aHAIM3a BRIOJHACTCA Tpexe MoOGhIX Ha3Ha4YEHHBIX TECTOB HE3aBHCHMO OT MOMCEHTa pa3MEICHHA
Habopa koHTpone# Ha Gopry.

BHUMAHMUE!

KommnonenTnl HaGopa «KorTpom MagnoLIA 17-OH-nporectepoH» He A0/DKHBI HAXOAHTLCA Ha Gopty
npubopa Gosee 5 yacoB, CyMMapHO B ABalaTH CECCHAX, HEOOXOAMMO YUHTHIBATH 3TO IPH BHIIOIHEHHH
NpoleypPHl BIHRALMH OJHOBPEMEHHO ¢ o6pa3liaMy B paMKax ofiHO# aHanHTHYeCKOH ceccHH. PekoMeHayeTca
BBITPYXKaThb INTATHBRI C KOHTPOJAMH MO HMCTEYEHHM MHHHMAIBLHOIO BPEMECHH C MOMCHTa 3aBEpPUICHHA
packanbiBaHHA COAEPXXKHMOro Bcex (GIIakoHOB KaTHOpaTopoB H KOHTPOJIEH.

HAna npedomepawienun ucnapenus sxcudKocmu cpazy nocie Ucnonb3oeanun Qaaxonst Keobxooumo
3aKpHIMb KPS IUIKAMI 6 COOMEEMCMOUU C UX MAPKUPOBKOW, NOMECMmUmb 6 YnRaKo6Ky npeonpurRmuR-
U320MOGUMENR 6 6ePMUKAILHOM NOJI0NCEHUU U obecneuums xpanerue npu memnepamype om + 2 0o + 8
°C 6 XONOOWTBHBIX KAMEPAX WUAU 6 XONOOUNbHUKAX, 00ecnedusaou{ux peziameHmuposaniblil
memnepamypHbiii pexicum.

5.2.1./Ins noGaBneHus NaHHBIX O HOBOM cepuu (yore) HaGopa «KorTponu MagnoLIA 17-OH-
nporectepon» nepelinure B Menio KOHTPOJIH.

Haxvure knonky JIOBABUTDH - HOBAIH KOHTPOJIb.

B oTkpeIBIIEMCS OKHE 3allOJIHATE MyCThie rpadhl Bpy4HYIO NaHHLIMH, COJACPXaUIHMHCA B MACMOPTe,
JH60 IyTEM CUYMTHIBAHHA IITPHX-KOAA CO BTOPHIHON ynakoBkH (kopobku) H3menus.

Jng coxpaHeHHA HaHHRIX O HaGope ONHOKPATHO INENKHUTE JEBOH KHONKOA MBIIM NO 3HAYKY
IIPHMEHHTH (B cimydae HeoOXOAMMOCTH NMPOMOMKHTL paboTy B JaHHOM OKHe) Wi 3Hauky I OTOBO (ms
COXpaHCHHA JaHHBIX ¥ 3aKPBHITHA OKHA).

5.2.2. [Ina 3anycka B pabotry HOBOI'O KOHTPO.JIA, nepetimure 8 Mexio KOHTPOJTH.

B MeHIo oTKpoerca Tabiuua, rie B CTpoKax cjieBa 0ToGpaxaloTcs AOCTYMHLIE KORTPOJH, B cTonbuax
CBEpXy — Ha3BaHHMA TecToB. KUIMKHHMTE ORHOKpaTHO Mo suetke, HaxoaAueHAca Ha NEpecedCHHH TPeOyeMbIX
CTPOKHM (KOHTpPOJb) # cTON6UA (TecT). B BoiGpanHo#t suelike noguTca 06o3HaueHHe «X».

BHUMAHMUE!

HaGop «Kontponu MagnoLIA 17-OH-nporecrepoH» NpHMEHAETCA TONBKO JUIA NOXTBEPXACHHA
NpaBHILHOCTH pe3ynbTaToB aHanmusa «MagnoLIA 17-OH-nporecrepon». O6parHTe BHHMaHHE HAa TO, 4TO
HACHTH(HKAIMA aHAIMTA B CTPOKE KOHTPOJb H B cTonbue Tect nomkHm cosnaaars (17-OINI-17-OIT7 17-
OPG-17-0OPQG).

KonrTpons, oro6paxcaeMblit B Tabnulle CHHMM IBETOM, MOXKET OHITH 3aIyIIEH.

5.2.3.3anycTHTe aHAIHTHYECKYIO CECCHIO aBTOMaTHueckoro aHammsatopa «MagnoLIA» cornacHo
PYKOBOACTBY IO 3KCILTyaTaluH.

5.2.4.TlporpaMma mpuGopa NO3BONAET AaBTOMAaTHYCCKH BBHINIOJHHTL BCE CTamuM aHamu3a Ges
BMEMIATENLCTBA NNOJb30BATEA.

5.3. PesyanTathl

Mo oxoHuyanuu aHanuTHYecKol ceccuu nepeiaure B Menio KOHTPOJIU. Haxmure xHonky B APXHUB
KK. Haxxmute kHonky PE3YJIBTATHI.

Jina BHIBOAA HA KpaH KOHTPOJLHOM KapThl B OTKPHIBLIEMCA OKHE IIOC/EN0BaTeNbHO BhIGepHTE THN
TECTa, THII KOHTPOJIA M CEpHIO (JIOT) KOHTpoas. 3aTeM Haxmute kHonky ITIPOCMOTP.
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onTposm MagnoLIA 17-OH-nporectepon»

6. TPAHCIIOPTHPOBAHHUE H XPAHEHUE

6.1. Tparcnopruposanue HalopoB ciefyeT MPOH3BOAUTS BCCMHE BHAAMY KPHTOIO TPAHCHOPTA NPH
TeMmeparype ot + 2 1o + 8 °C,

6.2. TpaucnoprapoBanue M3ACIMH MPH TeMneparype oT + 2 Ko + 8 °C A0/DKHO NPOM3BOAMTHCS B
EMKOCTAX MWIH DOPH NOMOME XOJNOAMABHEIX YCTAHOBOK, OGeCmEMMBAIOMX PErIAMEHTHPOBAHHEIA
TeMIICPATYPHEIH PEXUM.

6.3. Jlomyckaerca Tpancnopraposanne BaGopos mpu TeMmeparype a0 + 25 °C ue Gonee 15 cyrok, B
TOM JHCHe NIpH TeMneparype + 37 °C He Gonee 1 cyTok.

6.4. Habopkl, TpaHCHOPTHPOBAHHLIE C HAPYIICHHEM TEMIICPATYPHOTO PEXHMA, NPHUMCHCHHIO HC
OOANICKAT. '

6.5. Cpox rogrocTH HaGOPOB — 12 MeCAIER OT AATH UPOH3IBOACTEA.

6.6. Xpamenue HaGopoB JAOMKHO HPOBOAUTHCH B YNAKOBKC NPCANPHATHA-HITOTOBMTENN NPK
Temueparype oT + 2 g0 + 8 °C B TedeHHE BCSrO CpOKAa TORHOCTH B XONOJMNBHBIX KAMEPAX WM B
XONOAUNBHUKAX, 00ECNICTHBAIOIIHX PerIaMCHTHPORAHHEI TEMIICPATYPHBIN pekuM.

6.7. Habopht ¢ HCTEKIMM CPOKOM NOZHOCTH NPHMEHCHHIO HE TIOVICHRKAT.

6.8. Ilpe mpobEOM HCMONB30BAHHE KOMIIOHCHTH! HaGOpa XpaHATCH B YNAKOBKS NpEANPHUSTHA-
H3TOTOBHTCIA B BEPTHKATLHOM NOJIOXCHHUE NPA TeMIeparype oT + 2 1o + 8 °C B XONONMIBHHX XaMepax HiH
B XOMIOARNEHEKAX, 06ECICTHBAIOIAX PETaMCHTHPOBAHHKIH TEMIICPaTYPHEIN PEXEM, B TeueHHue 1 Mecana co
AHR BCKPHTHA NCpBHYHOM ynakosBku, KOMIOBCHTH He ZODKHE! HaXOANTHCA Ha Gopty nprGopa Gonee 5 gacos,
CyMMapHO B ABANNATH ceccusx, ITocne ucmoms3oBanus (nakoHE! HEOOXOAMMO 3aKPHTH KPWIUKAMH H
ofecneuHTh pernaMesTHPOBAHHEIE PEXHUM XPAHCHHS.

7. TAPAHTHAHBIE OF3ATEJILCTBA
TapanTuitisit cpokx rofHocTH HaGopa 12 MecaIieB OT JaTH MpoK3BoscTBa. HaGop mpepaasaatcH At
OJTHOKPATHOTO MPHMCHCHHS H HC ITOJUICHKUT PEMOHTY H 0OCHYXHBAHHIO.

8. BE3ONACHAMA YTHIHIALIMS
Ilpn rcnoms3osaruu Rafopa ofpasyloTes OTXOme!l KnaccoB A H B, xoTophle YTH/IH3EpYIOTCS B
coorsercreuE ¢ CanlluH 2.1.3684-21 u MY 287-113. (Tabmmuua 2).

Tabmuna 2
Orxozs Knacc onacHocTH
Bropmmas
(rpynmobas) Kopofka 13 MOHOKApTOHA
YIIAKOBKA Orxoant knacca A
IxcmryarauMoHHAR HucTpyknua mo NpHMEHEHHIO
BOKYMEHTanua ITacnopt
Bcee xoMnoReHTH HEaGopa, KOHTPOJbHEIC
MATepPHANIE], PACXOMHEIE MATEPHANN H PEATeHTH,
Apyrae KoMnomenTs KOTOPHIE KOHTAKTHPOBAIH ¢ 0GPA3IAMHE BO BpeMs
o6paboTxH, XpaHeHHS WIH aHaNM3a
IlepBuvHag ynakoska OnaxoHnl, COAEPKABINHE PACTBOPRI KOBTpONeH Orxana 5
He ucnonsiosannkie
KOMIIOHCHTHI C
HCTERTINM CpOXOM OnaKkoHbl, coACpXAIHUE PACTBOPE KOHTponeH
TOAHOCTH

9. MHO®OPMAIMS O IPOM3BOAHUTEIE

TTo Bonpocan xauectsa MU «Ha6op peareHTOB 1 KOHTPOIR KauecTsa aHaim3a «Kontpom MagnoLIA
17-OH-nporectepor», o TV 21.20.23-607-98539446-2022» obpamarsca 8 000 «Komnannus Anxop buo» no
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HTpoan MagnoLIA 17-OH-mporecrepoa»
anpecy: 192148, r. Canxr-TlerepGypr, XKenesronopoxani npocnekt, & 40, mr. A, Ten/daxc: 8(812) 677-
8779, Tenedon «ropauelt mapmum»: §-800-234-37-79.

10. CHMBOJBL, HCTIOJABb3YEMBIE HA 9THKETKAX

VD Memmunckoe waaeme Ang W ConepammMoro A0CTaTOUHO JTA
JUArHOCTHKH in vitro TIPOBEACHUA N TECTOB
REF Howmep no katanory & Ocropoxso!
Kon napran (soMep cepun) g Henons3osats 1o
“ Hsrorosurens } IIpeaen Temueparyphl
d Jlara B3rOTORNCHHS & Buonormaeckuit puck
3 O6pataTech X HHCTPYKIHH N0
NPHMEHCHHIO

Hucrpyxias paspaGotana B coorsercTrn ¢ TY 21.20.23-607-98539446-2022.
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MpoLLMTO, NPOHYMEPOBaHO, CKYMJ/IEHO NevaTblo
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000 «KomnaHua Ankop brno»
r. CaHkT-IeTepbypr, XKenesHogopoXKHbIV Np., O. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACITTOPT Ne EOO3

Habop peareHTOB 4/19 KOHTPO/1A KayecTBa aHanmn3a «KoHTposia MagnoLIA 17-
OH-nporectepoH», no TY 21.20.23-607-98539446-2022

CooTBeTcCT-
. BMe KOH-
HaVMeHOBaHME peareHTa BHewHui Bug v hopma  Komnnekra- Cepus Tponu-
BbIMycKa uns peareHTa
pyemoro
napameTtpa
CocTaB Habopa
KoHTponb 1 Mpo3payHble nnu 1 on. EOB COOTBETCT-
MYTHbIe XXMAKOCTU OT (1 mn) BYeT
6ecuBeTHOro 10
KoHTponb 2 CBET/10-KOPUYHEBOr0 L cpn. ECC3 cooTeeTCT-
(1 mn) BYyeT
uBeTa
MacrnopTt 1w - -
MHCTPYKUMA NO NMPUMEHEHNIO 1w, - -
I‘Iapalvleprl KOHTPOJIA KayecTBa
HanmeHoBaHMe KOHTPONPYEMOro Hobma 3HayeHVe KOHTponunpye-
napameTpa P MOro napameTtpa*
KoHueHTpauusa 17-
rMAPOKCMNPOrecTepoHa B 0,7-1,3 COOTBETCTBYET

KoHTpone 1, HMOSb/N

KoHueHTpauna 17-

rMApPOKCUNPOrecTepoHa B 4,2-7,8 COOTBETCTBYET
KoHTpone 2, HmMonb/n

dnakoHbl 3 M1 U3 MPO3PAYHOro
cTekna (C 3aBMHYMBAIOLLMMMICS
KpbILLKaMK). STUKETKN U3 NIEHTbI
K/1eeBoi Ha 6yMaXKHOM OCHOBe

* [aHHble aTtTecTauMn Npw COBMECTHOM ucnonb3oBaHuM ¢ M «MagnoLIA 17-OH-nporectepoH»,
cepusa Ne EOCB

MacnopT BbigaH «24» mapTa 2022 .

CpoK rogHocTn Habopa go «24» mapTta 2023 T.

YcnoBua xpaHeHua +2...+8 ®C

YcnoBua TpaHcnopTupoBaHua +2...+8 °C. [lonycKaeTcsa TPaHCNopTUPOB?(~® juabopa™ T H nepartype
Ao +25 °C He 6onee 15 cyTOK, B TOM 4umcne npu Temnepatype +37 °C

Tonbko ana ANATHOCTUKW//yrirao '

[ns npogeccnoHaibHOro NPUMEHEHUS

Habop cooTBeTCcTBYET

TY 21.20.23-607-98539446-2022

PY Ne

YnakoBKa 1 MapKMpoBKa COOTBETCTBYET

BbwonHun KOHr N.A. MpoBepun KasapmnHoBsa
@ 000 LMPMH [&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
Crp. 1u3 1



000 «KomnaHua Ankop bro»
r. CaHkT-IeTepbypr, XKenesHoA0pPOXHbIA Np., 4. 40, mT. A
TenedoH/dakc: (812) 677-87-79

MACITTOPT Ne EO004

Habop peareHTOB A9 KOHTPONA KayecTBa aHannsa «KoHTpons
MagnoLIA 17-OH-nporectepoH», no TY 21.20.23-607-98539446-2022
Kat. Ne 1310201 Cepusa Ne E004 dopmumpoBaHue Ne 1 Konnyectso 100 L.

w CooTBeTCT-
BHewwHWin B4 1 chopma  KomnnekTa- Cepus BUE KOH-
HanmeHoBaHWe peareHTa TpOn-
BbINycKa uns peareHTa DyeMoro
napameTpa
CocTtaB Habopa
. COOTBETCT-
KoHTporb 1 . IMpo3payvHble nnm 1dn £004
YTHbIE XXUAKOCTU OT (1 mn) BYeT
6ecLBETHOro Ao
KoHTponb 2 CBET/10-KOPUYHEBOI0 (i Tﬂ) E004 COO;BSTTCT'
LBeTa Y
MacnopTt 1w,
MHCTpYKLUMA MO NPUMEHEHUIO 1 wr. -

MapameTpbl KOHTPOS KayecTBa

HavMeHoBaHMe KOHTPONMPYEMOro 3HaueHVe KOHTponupye-

Hopwma %
napameTpa MOro napametpa
KoHueHTpauua 17-
rMApPoOKCUNporecTepoHa B 0,7-1,3 COOTBETCTBYET

KoHTpone 1, HMonb/n
KoHueHTpauma 17-
rMApPOKCMNPOrecTepoHa B 4,2-7,8 COOTBETCTBYET
KoHTporne 2, Hmonb/n
P akoHbl 3 M/T U3 NPO3PaYHOro
cTeksa (C 3aBUHYMBAIONLLMUCS
KpbILLKaMW). STUKETKM U3 NIEHTbI
K/1eeBoi Ha 6yMaXkHO OCHOBe

YnakoBKa 1 MapKUpoBKa COOTBETCTBYET

* [aHHble atTecTauuu NpuM COBMeCTHOM ucnosb3oBaHuu ¢ MW «MagnoLIA 17-OH-nporectepoH»,
cepusa Ne E004
MacnopT BbLUaH «28» mapTa 2022 T.

CpoK rogHocTu Habopa o «28» mapta 2023 T.

Ycnosus xpaHeHus +2...+8 °C

YcnoBus TpaHcnopTupoBaHus +2...+8 °C. [JonycKaeTcsa TpaHCNopTUpoBaHue Ha(

no +25 °C He 6onee 15 cyToK, B TOM umncne npu Temnepatype +37 °C He 6onee 1Wraic
Tonbko ansa ANATHOCTUKUK 1IN VITRO KO ff»
[ns npoeccMoHa/IbHOr0 NMPUMEHEHUSA

Hab6op cooTBeTCcTBYET

TY 21.20.23-607-98539446-2022

PY Ne

BoinonHun FOHT N.A. MpoBepun KasapnHoBa

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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00O «KomnaHua Ankop brno»
r. CaHkT-eTep6ypr, XKenesHoaopoXHbIi np., A. 40, 1T, A
TenedoH/dakc: (812) 677-87-79

MACITTOPT Ne EOO3

Habop peareHToB A/19 KOHTPONA KavecTBa aHanusa «KoHTpona MagnoLIA 17-
OH-nporectepoH», no TY 21.20.23-607-98539446-2022

CooTBeTCT-
o BWe KOH-
BHewHnin Bua n popma  Komnnekra- Cepus
HanmeHoBaHwue peareHTa Tponu-
BbINycKa ums peareHTa
pyemoro
napametpa
CocTaB Habopa
Mpo3payHble nnn 5 . COOTBETCT-
KoHTponb 1 Posp b EOO3
MYTHbIe XXWUAKOCTN OT (no 1 mn) BYeT
6ecuBeTHOro o
H A 5 ¢on. COOTBETCT-
KoHTposb 2 CBET/10-KOPUYHEBOr0 ECC3
(no 1 mn) BYeT
LBeTa
MacnopTt 1wr. . -
MHCTpYKUMA N0 NPUMEHEHNIO 1w, - -

MapameTpbl KOHTPONS Ka4yecTBa

HanmeHoBaHVe KOHTPOMPYEMOro 3HaueHVe KOHTPoInpye-

Hopma x
napameTtpa MOro napameTpa
KoHueHTpauna 17-
rMAPOKCMNporecTepoHa B 0,7-1.3 COOTBETCTBYET

KoHTpone 1, HMonb/n

KoHueHTpauna 17-

rMAPOKCMNPOrecTepoHa B 4,2-7,8 COOTBETCTBYET
KoHTpone 2, Hmonb/n

®nakoHbl 3 M/ U3 NPO3PaYHOro
cTekna (C 3aBMHYMBAIOLLMMUCS

KpbILLKaMK). STUKETKN W3 NEHTbI
K/1eeBOi Ha 6yMaXKHOI OCHOBe

YnakoBKa 1 MapKUpoBKa COOTBETCTBYET

cepua Ne EOC3
MacnopT BblgaH «24» mapTa 2022 T.

Cpok rogHocTn Habopa [0 «24» mapta 2023 T.

Ycnosus xpaHeHus +2...+8 °C

Ycnosusa TpaHcnopTupoBaHua +2...+8 °C. [lonycKaeTca TpaHCnopTuposaHune Hab” [-Temnepatype
[0 +25 °C He 6onee 15 CcyTOK, B TOM Yucae Npu Temnepatype +37 °C He 6onee;1 ey glN

TONbKO ansa ANArHOCTUKW IN VITRO

[na npodeccnoHanbHOro NPUMeHeHNA

Habop cooTBeTCTBYET

TY 21.20.23-607-98539446-2022

PY Ne

BbinonHun FOHT NLA. Mposepun KasapnHosl/
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00O «KomnaHua Ankop brno»
r. CaHkT-leTepbypr, YKenesHoaopoXKHbIin np., a. 40, nut. A
TenedoH/dakc: (812) 677-87-79

MACITOPT Ne EO004

Habop peareHTOB 4/19 KOHTPOA KayecTBa aHa/n3a «KoHTpons
MagnoLIA 17-OH-nporectepoH», no TY 21.20.23-607-98539446-2022

. CooTBeTCT-
BHewHuid Bug v opma  Komnnekta-  Cepust BIIE KOH-
HanmeHoBaHWe peareHTa Tponu-
BbINycka LS peareHTa DYEMOro
napameTpa
CocTaB Habopa
KoHTponb 1 . Mpo3payHble nm 5 tn. £004 COOTBeTCT-
YTHbIE XXUAKOCTU OT (no 1mn) BYyeT
6ecLBeTHOro Ao
KoHTponb 2 CBET/10-KOPUHHEBOTO (ni (fj:/'m) E004 COO;B:TTCT
LBeTa Yy
MacnopT 1 wr. : -
MHCTpYKLMA N0 NPUMEHEHUIO 1wr. - -

MapameTpbl KOHTPO/NS KayecTBa

HavmeHoBaHMe KOHTPOIMPYEMOro 3HayeHVe KOHTponpye-

Hopma

napameTpa MOro napametpa*
KoHueHTpauusa 17-
rMApPoOKCUNporecTepoHa B 0,7-1,3 COOTBETCTBYeT

KoHTporne 1, Hmonb/n

KoHueHTpauusa 17-

rMOPOKCUNpPOrecTepoHa B 4,2-7,8 COOTBETCTBYET
KoHTpone 2, Hvmonb/n

®dnakoHbl 3 M1 U3 NPO3PaYvYHOro
CTeK/a (C 3aBUHYMBAIOLLUMUNCS
KpbILIKaMK). STUKETKN U3 NIEHTDI
K/1eeBoi Ha 6yMaXKHOM OCHOBe

YnakoBKa 1 MapK1poBKa COOTBETCTBYET

cepua Ne E004
MacnopT BblgaH «28» mapTa 2022 T.

CpoK rogHocTu Habopa Ao «28» mapta 2023 T.

Ycnosus xpaHeHus +2...+8 °C Il o

Ycnosus TpaHcnopTupoBaHua +2...+8 °C. [lonycKaeTcsa TpaHCnopTuposaHve Haowlanp M ffNiferT A p
n00+25 °C He 60nee 15 cyTOK, B TOM yunce npu Temnepatype+37 °C He 6oreB|

TONbKO ANnA ANArHOCTUKIN IN VITRO M|BHPABEH

[na npoeccnoHanbHOro NPYMeHeHUA

Habop cooTBeTCcTBYET

TY 21.20.23-607-98539446-2022

PY Ne

BbinonHun KOHr N.A. Mposepun KasapnHosa F

UPMW @] INFO@CIRMI.RU &5 WWW.GOSZDRAVNADZOR.R
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OO0 «KomnaHua Ankop bno»
r. CaHkT-lNeTepbypr, >KenesaHoaopoXKHbIA Np., 4. 40, T, A
Tenedon/daxc: (812) 677-87-79

MACTIOPT Ne EOCO3

Habop peareHTOB A1 KOHTPOA KayvecTBa aHanmnia «KoHTpona MagnoLIA 17-
OH-nporectepoH», no TY 21.20.23-607-98539446-2022

* CooTBeTcT-
o BUE KOH-
BHewHwui Bug n hpopma  Komnnekra- Cepus
HanmeHoBaHWe peareHTa Tponu-
BbLLIyCKa ums peareHTa
pyemoro
napametpa
CocTtaB Habopa
Mpo3payHble un 10 . COOTBETCT-
KoHTposb 1 Posp P EOC3
MYTHbIE XXWUAKOCTK OT (no 1 mn) BYET
6ecLBeTHOrO0 [0
4 A 10 chn. COOTBETCT-
KoHTposb 2 CBET/10-KOPUYHEBOI0 =00 ¢]
(no 1 mn) BYeT
ugeTta
MacnopTt 1 wr.
MHCTpYKUMA NO NPUMEHEHUIO 1wr. - -

MapameTpbl KOHTPO/IS KayecTBa

HanmeHoBaHVe KOHTPO/IMPYEMOro 3HaYeHNe KOHTPONMpye-

Hopwma *
napameTtpa MOro napametpa
KoHueHTpauma 17-
rMAPOKCUMNPOrecTepoHa B 0,7-1,3 COOTBETCTBYET

KoHTporne 1, Hmonb/n

KoHueHTpauunsa 17-

rMApPoOKCUNporecTepoHa B 4,2-7,8 COOTBETCTBYET
KoHTporne 2, Hmonb/n

®1akoHb! 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBMHYMBAIOLLMMUCA
KpbMnkamu). OTUKETKN U3 NIeHTbI
K/eeBoi Ha 6yMaXkHO OCHOBe

YnakoBKa 1 MapK1poBKa COOTBETCTBYET

cepua Ne EOCB

MacnopT BbLaH «24» mapTa 2022 T.

CpoK rogHocTu Habopa A0 «24» mapTa 2023 T.

YcnoBus xpaHeHus +2...+8 °C AN,
YcnoBust TpaHCNOPTMPOBaHMA +2...+8 °C. [JonycKaeTcsa TpaHCNopTMpoBaHne Habopr W
[0 +25 °C He 60nee 15 cyTOK, B TOM vncie npu Temnepatype +37 °C He 6onee 1

TONbKO AN1A ANATHOCTUKWNY

[ns npotheccMoHasibHOro NPUMEHEHMS

Hab6op cooTBeTCcTBYET

TY 21.20.23-607-98539446-2022

PY No Lof Askop bro

"Aikor Bio

BbinonHun FOHr VLA, Mposepun KasapnHosa H.A.
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00O «KomnaHua Ankop bro»
r. CaHkT-TleTepbypr, XKenesHoaopoXKHbIi np., 4. 40, nuT. A
TeneoH/pakce: (812) bll1-%1-19

MACITOPT Ne E004

Habop peareHTOB A1 KOHTPO/A KayecTBa aHanusa «KoHTponu
MagnoLIA 17-OH-nporectepoH», no TY 21.20.23-607-98539446-2022

1 Co0oTBeTCT-

< BVE KOH-
BHewHnin Bug v opma  Komnnekra- Cepus

HanmeHoBaHWe peareHTa BLINVCKA st earenTa Tponu-
Y 4 P pyemoro
napameTtpa
CocTaB Habopa
10 pn. COOTBETCT-
KoHTpons 1 Mpo3payHble Nn o £004
MYTHbIE XXWLKOCTU OT (no 1 mn) BYyeT
6ecUBETHOrO 10
KoHTposb 2 CBET/10-KOPUYHEBOI0 10 . E004 cooTBeTeT-
(no 1 mn) BYeT
uBeTa
MacropTt 1wt -
WHCTpYKUMA MO NPUMEHEHNIO 1wt - -
MapamMeTpbl KOHTPO/A KayecTBa
HavmeHoBaHWe KOHTPOMPYeMOro HooMa 3HaueHVe KOHTponupye-
napameTpa P MOro napametpa*
KoHueHTpauma 17-
rMApoOKCMNpPOrecTepoHa B 0,7-1,3 COOTBETCTBYeT
KoHTpone 1, HMonb/N
KoHueHTpauua 17-
rMApoKcUNporecTepoHa B 4,2-7,8 COOTBETCTBYET
KoHTpone 2, HMob/n
®1akoHbl 3 M1 U3 NPO3pPayvyHoro
cTekna (C 3aBMHYMBAOLLUMUCS COOTBETCTBYET

¥/MaKoBKa 1 MapK1poBka KpbIWKamu). ATUKETKN U3 NIEHTbI

K/1eeBO Ha 6yMaXKHOW OCHOBe

cepus Ne E004
MacnopT BbllaH «28» mapTta 2022 T.

Cpok rogHocTn Habopa ao «28» mapta 2023 T.

Ycnosusa xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTupoBaHua +2...+8 °C. [lonyckKaeTcs TpaHCNopTupoBaHue, epartype
o +25 ®C He 60nee 15 cyTOK, B TOM yuce Npu Temnepatype +37 °C He 6ov™?" L. ¢yiroic' I

TONbKO onsa ANATHOCTUKW 1bIVITRO

[ns npodgeccnoHaibHOro NPUMeHEHUA

Habop cooTBeTCcTBYET fj

TY 21.20.23-607-98539446-2022

PY Ne

BoinonHun KOHr N.A. Mposepun KasapuHosa H.A.

& 000 LIMPMU 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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