'ICanu6patopbl MagnoLIA AT 3A-cynbhaT»

«YTBEPXOAKO»

HepasibHbIV AMPEKTOP
MaHHA Ankop bro»
MonbiHues 4.1

2022 1.

NHCTPYKUWNA MO NMPUMEHEHWIO
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no TY 21.20.23-603-98539446-2022»

1. HA3HAYEHUWE

1.1. «Habop peareHTOB A1 Kannmoposkn «Kannbpatopsl MagnoLIA Ar3A-cynbthat», no TY 21.20.23-
603-98539446-2022» (panee «Kanmbpatopbl MagnoLIA ASA-cynbgar») npefHasHayeH Ans KaJmopoBKM
(ycTtaHoBEHUS petepeHTHbIX 3HaYeHM) aHanmsa npu KO/INYeCTBEHHOM onpeaeneHnn
fernapoanuaHgpoctepoHcynbdara (ganee Ar3A-C) B CbIBOPOTKE U Mia3Me KpoBW (HaTpuesas COJb renapuiHa,
nMTheBas CoMb  renapuHa, Kamvesaa conmb  OOTA (KrOATA, K33ATA))*  uyenoBeka METOLOM
XEMU/IIOMUHECLIEHTHOIO  MMMyHOaHa/iM3a Ha  napamarHWTHbIX — MUKpoYacTMuax C  MCMo/b30BaHUEM
aBTOMaTMyecKoro aHanmnsaropa «MagnoLIA».

Ha6op «Kanmbpatopbl MagnoLIA ASA-cynbdar» MNPUMEHSETCA COBMECTHO C MEAWMLMUHCKAMM
nsgenvamu (ganee MN) «MagnoLIA A 3A-cynbtat» 1 «KoHTponn MagnoLIA A SA-cynbdars.

1.2. Kanmbposka npu ucnonb3oBaHun MW «Kannbpatopbl MagnoLIA Ar3A-cynbgar» [o/mKHa
BbIMOMHATLCA AN KadXKAoro kaptpumka «MagnoLIA A SA-cynbdar» B Creayowmx ciyyasx:

- MK 3anyckKe ceccun Ha aHanmsatope «MagnoL1A» ¢ ucnonob3osaHnem Kaptpuoxka «MagnoLIA A 3A-
Cy/bhat», KaIMbpoBKa KOTOPOro paHee He NPOBOAWIACD;

* O[NH pa3 B 7 fHel Ans Kaxaoro kaptpumka «MagnoLIA A SA-cynbdars;

- MK 3anycKe ceccumn Ha aHanmsaTope «MagnoLIA» ¢ ncrnonb3osaHmeM Kaptpuaxka «MagnoLIA A 9A-
CynbhaT», KanmbpoBKa KOTOPOro npocpoyeHa (0T MOMeHTa NocneaHel KamopoBKn NpoLLio 6onee 7 gHel);

- ecnM pe3ynbTaT aHanmsa XoTs 6bl ogHoro KoHTponsi m3 Habopa «KoHTponm MagnoLIA A9A-
CynbhaT»”™ BbIXOAMT 3a NpeAe/bl yCTaHOB/IEHHOMO AMarna3oHa.

'‘OKBMBANEHTHOCTb 06pa3L0B CbIBOPOTKM W NAa3Mbl KPOBM YenoBeKa, COAEepXallleil aHTUKOoarynsHTbl (HaTpuesas COMb remapuHa,
NnTWeBas cofb renapuHa, kanuesas cons SATA (K33ATA, K33ATA)), noaTeepaeHa Ha 25 06pasliax Kaoro Buja aHTMKoarynaHTa
C pasHbIMU KOHLUeHTpauuamn AF9A-C B aHanun3e nNpu ucnonb3osaHum Habopa «MagnoLIA A 3A-cynbhat».

AHabop «KoHTponn MafnoblA Ar3A-cynbgaTt» npefHasHavyeH NS NOATBEPXKAEHWUA MPaBUIbHOCTU KOJIMYECTBEHHOrO aHanusa
Or2A-C B CbiBOPOTKe M Nna3me KpoBu Yenoseka «MagnoblA A 3A-cynbdar» Ha aHanusatope «MagnoLIA».

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



anubparoper MagnoLIA I A-cynsdar»

1.3. ®ynkumonansHoe HasHaueHHe MU «MagnoLIA JITDA-cynbdar» npH COBMECTHOM MPHMEHEHHH C
MU «Kanubpatopst MagnoLIA ATDA-cynspary wumu «Koutponu MagnoLIA II2A-cynspar» —
KOJIMYECTBEHHOE ONpeJe/icHHE KOHICHTPaUHH NerHApO3NHaHapocTepoHcynbdaTa npu aAudpdepeHuHaNbHOH
OMarHocTuke 3aboneBaHHN SHYHHMKOB, MNA OLECHKH (YHKUMM HaaNOYE4HHKOB, NMpH auddepeHuHANbHOH
JAHarHOCTHKE CHHApoMa U Gonesnn KymmuHra.

1.4. O6nacte npuMeHenns Habopa — KJIHHWYeCKas 1abopaTopHas QUarHOCTHKa.

1.5. HaGop mpeanasHaueH TOJNBKO MU AHArHOCTHKH in vitro, 1NA NpodeCCHOHATLHOrO MPUMEHEHHA
NEPCOHANIOM, HMEIOIMM KBANH(QHKALUMIO JUIA BBITIOJHEHHA OMAarHOCTHYECKMX MCCIENOBaHHHN in vitro B
pe3yabTaTe cnenuanbHoro obpasoBanus H oOydyeHHA. HMccnenoBaHMs MOryT BRINONHSATE CHELHAINCTBI HE
MoJioxe 18 et ¢ BHICIIHM H CpeHHM MEIWLMHCKUM, CHOMOrHYEeCKMM MM MHBIM obpasoBanuem (Bpau KJIJI,
6uoor, MEAHLIMHCKUH TEXHONOT).

HccnenoBanus NpoBOAAT B KJIMHMKO-AMArHOCTHYECKHX nabopaTopusx, 06NacTHBIX, MOPOACKHX HIH
paHOHHBIX, NOCYAAPCTBEHHBIX HJIH YacTHRIX GonbHHLax ¥ apyrux JITY.

1.6. Habop «Kamn6paropst MagnoLIA JII'DA-cynbgar» He AIMEET MPOTHBONMOKa3aHU#l K NPHMEHEHHIO.

1.7. Habop npennasHaueH ais o6cneioBaHus BCex rpynin HaceneHus moboro Bo3pacra 6e3 rpagauuy no
AeMorpapHIeCKOMY HITH NONYJSUHOHHOMY NPH3HAKY.

2. XAPAKTEPUCTHUKA HABOPA

2.1. llpusuun geiicrBus

Habop «Kamubpatops MagnoLIA AI'DA-cynbdar» npencraBnser coboit KOMILUIEKT H3 ueThIpex
Kanu6paTopos.

Kanubpoka HabGopoB «MagnoLIA JI['DA-cynedpar» ocymecTBiserca npH ucnoms3oBanun MU
«Kamubpatopet MagnoLIA JII'DA-cynbgar» no AByM yCTAaHOBOYHAIM H ABYM NOATBEPXKAAIOMHM TOYKaM H
OCHOBaHa Ha METOAE KOCBEHHBIX H3MepeHHiHt (BoCIpoM3BOOMMasd KOMIIOHEHTaMH Habopa BeEJIHYHHA —
KOHUEHTpALUs AErHAPO3MHaHAPOCTEPOHCYIb(aTa, MKI/IUI, HENOCPEACTBEHHO H3MepAeMas BETHYHHA — CHTHa
XEMHIIIOMHHECLICHLIMH, BRIPAXKCHHBIIH B RLU3, OTHOCHTENbHBIX CBETOBBIX €AHHHIIAX).

AHan3 NpoBOAUTCA Ha aBTOMaTH4eCKoM aHau3aTope «MagnoLIA » (npoussoaurtens OO0 «Komnanus
Anxop Buo», Poccust) B cooTBeTCTBHM ¢ MHCTpyKuMel k Habopy «MagnoLIA IOI'DA-cynedar». 3HaueHus
CHTHAIOB XEMH/IIOMHHECLIEHUMH B KIOBeTax, copepxauwmnx Kamubparops! 1 u 4, HCnonb3yloTcs B KadecTBe
OMOPHBIX (YCTaHOBOUYHKIX) TOYeK. C MOMOIIBIO JAHHBIX TOYEK MPOHCXOAHT KOPPEKTHPOBKA KaIMOpOBOYHOrO
rpa¢uka, 3aKOAMPOBaHHOrO B namaTH npubGopa. Ilo OTKOppPEKTHpOBaHHOMY KaJIHOPOBOYHOMY rpadHKy
onpenensercs KOHNEHTpaluus AerHApO3NHaHAPOCTEPOHCYIb¢aTa B AByX noarsepxaatomux Kamubparopax 2 u
3. CooTHOWEHHE KOHLEHTpAlMH, ONpelcjcHHO# npubOpoM M ykasaHHOH B nacnopre Habopa, CIYXHT
KpHTEpHEM IS MPUHATHS pe3yJbTaTa KATHOPOBKM NMporpaMMHbIM obecrieueHueM aHanu3aropa «MagnoLIA».
Ha ocHoBe npuHsaTOro KanubpoBoyHoro rpaduka paccunTsiBacTcs koHueHTpauus JAI'3A-C B aHanu3upyeMbIx
obpa3suax ¥ KOHTPOJILHBIX MaTepHasax.

2.2, CocraB H KOMILIEKTalUst Habopa

B cocraB HaGopa «Kanmn6paropst MagnoLIA AI'DA-cynbdaT» BXOAAT CieAYIOUIHE KOMIOHEHTRI:

- kanubposouHas nmpo6a Nel Ha OCHOBE CHIBOPOTKH KpoBH, He coaepxainas JI'DA-C (TouHoe 3HaueHHe
koHueHTpauuu JII'DA-C yka3aHo B macnopre ¥ 3aKOJHPOBAHO LITPUX-KOAOM Ha Kopobke Habopa peareHToOB).
XKunxocts, 0,6 M, 1 wm 5 pnakoHos®, B 3aBHCHMOCTH OT BapHaHTa HenoHeHus (cM. Tabnuiy 1) MapkupoBana
«Kanubparop 1»;

3Relative light units.

‘I'abapuTHbie pasMepnl ¢riakoHa (1B): 16,25MM x 36MM; kphiky (AB): 16,2MmM* 12,5MM.
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/ - KamMbpoBoyHas npoba Ne2 Ha OCHOBe CbIBOPOTKM KpoBuW, cofepxawasa AF3A-C (TouHoe 3HauyeHue

| koHueHTpaummn Ar3A-C B gnanasoHe nameperns ot Ogo 1000 mKr/gn yKaszaHO B MacnopTe W 3aKo4MpoBaHO
LUTPUX-KOLOM Ha Kopobke Habopa peareHTOB). XXugkoctb, 0,3 mn, 1 nam 5 (lakoHOB”™ B 3aBMCUMOCTM OT
BapuWaHTa ucnosHeHus (cM. Tabnuuy 1), MapkupoBaHa «Kanmbépatop 2»;

- KaMbpoBoyHasa npoba Ne3 Ha OCHOBe CbIBOPOTKM KposwW, cogepxawas Ar3A-C (TouHoe 3HauveHue
KoHueHTpauun A 3A-C B gnanaszoHe mamepeHuns ot 0 go 1000 MKr/gi1 yKasaHO B MacnopTe v 3aKo4MpoBaHO
LUTPUX-KOAOM Ha KOpobke Habopa peareHToB). XXugkoctb, 0,3 mMn, 1 uam 5 ¢iakoHOB™ B 3aBMCUMOCTM OT
BapuaHTa ucrnonHeHns (cm. Tabnuuy 1), mapkupoBaHa «Kanmbpartop 3»;

- KannbposoyHasa npoba Ne4 Ha OCHOBE CbIBOPOTKM KpoBW, cogepxallas Ar3A-C (ToOYHoe 3HayeHue
KoHueHTpauun Ar3A-C B gnanasoHe nsmepeHuns ot 0 go 1000 MKr/gn yKasaHO B nacropTe U 3aKoAMpoBaHO
LWTPUX-KOLOM Ha KOpobOke Habopa peareHToB). XXuakoctb, 0,6 M, 1 uan 5 ¢nakoHOB™ B 3aBUCMMOCTU OT
BapuaHTa ucnosiHeHus (cm. Tabnuuy 1), mapkuposaHa «Kannbpartop 4».

Kaxxaplin hiakoH, cogepxxalumin Kanmbpatopbl 11 4, paccunTtad Ha 10 onpegeneHuii npu nocTaHOBKE B
Aybnukatax. ATn KannmbpoBOUHbIe MPOObI NpeAHa3HaueHbl A5 BOCCTaHOBeHWs MacTep-KprBOW Ha OCHOBaHUK
HOMMWHA/I0B, MPUCBOEHHbIX JAHHON cepum (N0Ty) KannMbPOBOUHBIX NPO6 NP UX aTTecTaLmu.

Kaxaplin hnakoH, cogepxxalumin Kanmépatopbl 2 1 3, paccuntaH Ha 10 onpeaeneHuii Npy NoCcTaHOBKE B
MOHOMMKaTax. TW KambpaTopbl NpeaHasHaveHbl Ans BaingaUmMm BOCCTaHOBNIEHHOW MacTep-KpyBOWA.

Tabnmua 1
BapuaHT HasBaHune KOMMOHeHTa
ncnonHeHns, BHewHuiA BUA KoMNoHeHTa  Kannbpatop Kannbpatop  Kanmnbpatop  Kanmbparop
Kart. No 1 2 3 4
lNpo3payHaa nnmn myTHasa
1200101 YKNLKOCTb OT 6eCLBETHOIO 1. 1wr. 1wr. 1w
[0 CBET/I0-KOPUYHEBOIO (0,6 mn) (0,3 mn) (0,3 mn) (0,6 mn)
LiBeTa
Mpo3spayHas nam myTHas
1200105 YKNAKOCTb OT 6eCLBETHOIO 5T, S LWT. S LWT. S LUT.
[0 CBET/I0-KOPUYHEBOI 0 (no 0,6 mn) (no 0,3 mn) (no 0,3 mn) (no 0,6 mn)
LBeTa

B komnnekT noctaskn Habopa «Kanmbpatopbl MagnoLIA A SA-cynbdar» BXOAAT: Habop peareHTOoB,
WHCTPYKLMA MO NPUMEHEHMIO, NacnoprT.

2.3. TexHM4YecKne XxapakKTepucTukun

Kanmbpatopbl, BxofAwme B cocTaB Habopa, aTTecToBaHbl Npyu MoMowm Paboumx CTaHZApTOB
npeanpuatus (PCM). Ana attectaummn PCIT npuMeHseTCs rpaBUMETPUYECKNIA METOA OnpeaeneHns KonnyecTea
[ernapoannaHapocTepoHcynbdara.

ToyHoe 3HayeHne KoHueHTpauun ArSA-C 3aKoAMpoBaHO B LUTPUX-KOAE Ha BTOPWUYHOW YMaKOBKE
peareHTa.

KomnoHeHTbl Habopa «Kanmbpatopbl MagnoLIA [ 9A-cynbgar» He ABNAIOTCA KOHTPOSbHbIMU
MaTepuaiaMmn npasuibHOCTU 1 HE MOTYT NPUMEHSATLCS /15 OLEHKWN MPaBU/IbHOCTY (3HAYEHUA aHA/IMTUYECKOTO
CMeLLeHMs) pe3y/ibTaToB KIMHUYECKMX TabopaTOpHbIX UCCNef0BaHNUNA.

AKOHTPONbHbI MaTepuan ¢ NpunucaHHbIMK (MEeTPONOrMYECKN MPOCNEXEeHHbIMU), aTTECTOBaHHbIMW (MOMYYeHHbIMU B pe3ynbTaTe
CpaBHeHUA C 3Ta/IOHOM, KannbpaTopom), yCTaHOBEHHbIMM (Ha OCHOBE MeXX/1abopaTOPHOro KOHCeHcyca ¢ NpUMeHeHeM peiepeHTHbIX
MeTOAMK W3MEPEHNs) 3HAYEHUAMU WCCNeAyeMbIX KOMMOHEHTOB, MpefHa3HayYeHHbl [A18 OLeHKM NpaBUbHOCTU  (3HayYeHus
aHa/IMTUYECKOTO CMELLEHNS) Pe3y/IbTaToB KIMHUYECKMNX N1abopaTOPHbIX MCCNeA0BaHMA COOTBETCTBYHOLLMX KOMMNOHEHTOB.
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anubparopsl MagnoLIA JI'DA-cynsgar»

3. MEPBI IIPEJOCTOPOXHOCTH

3.1. [ToreHnnanbHeit puck npuMeHeHHA HaGopa — kimacce 2a (cornacHo IIpukasy MuHHcTepcTBa
3npaBooxpaHeHusa P® Nedn ot 06.06.2012 r.).

3.2. Bce koMNoHeHTh Habopa B HCIONB3YEMBIX KOHLEHTPALMSAX ABASIOTCA HETOKCHYHBIMH.

3.3. Bo Bcex xoMnoHeHTax Habopa oTcyTcTBYIOT aHTHTena K BUU 1,2, Bupycy renatnuta C u HBsAg.

34.1lpn pabore ¢ HabGopom cnexyer cobmogate TpeGoBanus I'OCT P 52905-2007 w
CanulluH 3.3686-21.

3.5. Nonyckats k paboTe ¢ HaGOPOM TOJMBLKO CrEUMATLHO O0YUEHHEIN IepCoOHa.

3.6. Ilepen nayanom paboThl 03HAKOMHTBCA C HHCTPYKIHEH H TPHMEHATH Habop CTPOro Mo Ha3HAYEHHUIO.

3.7. Ilpu pabote c HabopoM cllexyeT HCIONb30BATh ClIELHATM3HPOBAHHYIO OAEXAY (MEAMILMHCKHHA XanaT
WIH KOMOHHE30H, IWano4Ky) H CpeACTBAa HHAWBHAYATbHOH 3amAThl (MacKy, 3allMTHblE OYKH, OJHOPA30OBbIE
PE3HHOBbIC HJIH IIACTHKOBhLIE NEPYATKH, Pa3pellCHHbIE K NPHMEHEHHIO Ha TeppHTOpHH P®), T.K. NpoA3BOAHBIE
KpPOBH, BXOAJAIIHE B COCTaB HabGopa, M Hccneayemble oOpasibl ABNAIOTCA MOTEHIHAIBHO HHQHIHMPOBAHHBIM
MaTepHaIOM, CIIOCOOHBIM JUIHTENBHOE BPEeMS COXPAHATh H NepefaBaTh BO30yAHTeNne# pa3THYHBIX BHPYCHBIX
HHpeKuHi.

3.8. Buamanne! B coctaB koMnoHeHTOB Habopa BXOIUT KOHCEPBaHT B KOHUEHTpauuu MeHee 0,05%, uro
aBngerca OesomacHbIM A denoBeka. IIpH HCMonb30BaHHH MO Ha3HAYEHHIO W COOMIONCHHH Mep
NPEXOCTOPOKHOCTH KOHTAaKT C OpPraHM3MOM dHefloBeka MckmouyeH. [IpH aBapHHHLIX CHTyalHsX BO3MOXHO
pasaipaxkeHHe KOXH U CAM3UCTOH 060/104YKH r71a3 y YyBCTBHUTENBHEIX JIHL. [TpH KOHTaKTe NPOMBITH MOPaXKEHHOE
MECTO BOJIO} H 06paTHTBCA 338 MEAWLIHHCKON TOMOIIBIO.

3.9. Xumuueckas nocysna u o6opyaoBaHue, KOTOpLIE HCIIOABL3YIOTCA B paboTe ¢ HabopoM, HOMKHBI OBITH
COOTBETCTBYIOIUM 06pa3oM MapKHpOBaHbl B XPAHHTHCH OTACBHO.

3.10. nsa obpaboTku mocyasl B 00OpYAOBaHHMS PEKOMEHIYETCA MCMONb30BaTh Ae3HHPHIHpYIOLIHE
CPEACTBA, H3TOTOBJICHHbIE HA OCHOBE TPETHYHBIX AMHHOB, YETBEPTHYHAIX aMMOHHEBLIX coequHenH# (HAC) nim
CNHPTOB U pa3peIleHHble K MPUMEHEHHIO Ha TeppuTopun P®. Henonb3oBanue ne3nRGHIMpYIOMAX CPEACTB Ha
OCHOBE aKTHBHOTO KHMCJIOPOZIa M XJIOPa BO3MOXHO JIMIIb Ha NPEACTCPHIN3ALMOHHOM 3Tane ¢ nociaenyouei
TEpPMHUYECKOH CTepuIn3auuei.

3.11. 3anpemaercs nNpueM MUINH, HCNONE30BAHHE KOCMETHYECKHX CPEACTB H KYpEeHHE B MOMEIICHHUAX,
NpeAHa3HaYCHHBIX U1 paboThl ¢ HabopoM.

3.12. VYO6upars M Ae3MHOHUMPOBATH pas3nuThie 00paslbl MM KOMIOHEHTHI Habopa, chonbaya
Ie3uHGUUMpYIOLHe CPEACTBA B cOOTBETCTBHH MY 287-113.

3.13. VYpanars HeMcnoNb30BaHHbIE peakTHBHI HaGopa B cooTBeTCcTBHM ¢ Tpe6GoBaHusmu CanllnH
2.1.3684-21.

3.14. Ilocne wucnmonp30BaHMsA Bce KOMMNOHEHTHI Habopa, oOpa3lbl, KOHTpOJILHBIE MaTepHAaIbl,
PacxXofHble MaTepHalkl H OpYTHE peareHThl, KOTOphle KOHTaKTHpOBaJIH ¢ obpasuamMu BO BpeMa 06paboTkH,
XpaHEHHA WIH aHanu3a (B TOM 4YHCIe: nepyaTKH, HAKOHEYHMKH H T.J.) JOMKHBI COOMPAThCA OTAENBHO H
CTEPHJIN30BaTECA B aBTOKJIABE C MOCHeAyomed yrunusauuedt B coorBercTBuM ¢ TpeboBanusmu CanlluH
2.1.3684-21. BmMecTo aBTOKIaBHPOBaHUA OTXOABI MOTYT OBITh CTEPHIIN30BAHEI AE3MHOHLHMPYIOMMM CPEACTBOM,
noce YTHIH3HPOBaHb B COOTBETCTBUH ¢ TpeboanuaMu CanllnH 2.1.3684-21.

3.15. He ucnone3oBats Habop MO HCTEYEHHUH CPOKA FOJHOCTH.

4. OBOPYAOBAHME U MATEPMAJIbBI, HEOBXOAUMBIE JJISA IIPOBEAEHHA
AHAJIN3A

- KAHIH3aTOp aBTOMaTHYECKHH WMMYHOXHMHYECKHH XeMHMOMHHECUeHTHEIH «MagnoLIA» ¢
npuHamnexsoctamu no CHAB 421457.002 TY («MagnoLIA») (npoussoautens OO0 «Komnanus Anxop buo»,
Poccus, PY NeP3H 2019/9282);
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- «<Habop peareHTOB JUIA  KOJMYECTBEHHOr0 HMMYHOXEMWIIOMHHECUEHTHOTO  ONpeAeNeHHs
Zeruapol3nHanpocteponcynbgpara «MagnoLIA JI'DA-cynsgar», no TY 21.20.23-602-98539446-2022»
(mpoussomaTens OO0 «Komnanus Anxop Buo», Poccus, kar. Ne 1200001, 1200002);

- «Habop peareHToB M1 KOHTpOAs KauyecTBa aHanu3a «Koutpomu MagnoLIA ADA-cynasdat», no TY
21.20.23-604-98539446-2022» (npoussoaurens OO0 «Komnanua Ankop Buo», Poccus, xar. Ne 1200201,
1200205, 1200210);

- BongHo-coneBo#f pacTBOp Ui NPOMBIBKH peakUMOHHBIX KioBeT MagnoLIA «Bydep Wl»
(mpoussoautens OO0 «Komnanus Ankop buo», Poccus, kar. Ne0000405);

- OtngenbHble xanar, wanovyka, oOyBb M OJHOpa3OBhIE MEPYATKH, pa3spelleHHbIC K NMPHMEHEHHIO Ha
Tepputopud PO (wm cootBerctByromue OCT P 52239-2004).

S. TNNIPOBEJEHHME ITPOLIEAYPbI KAJINBPOBKHA

OnucaHHas B HOAHHOM HHCTPYKUMHM HHGQOpPMalMA CONEPXHT Nuinb oOlMe CBEfeHHA O MOpAfKe
NpoBEJICHHA NpoueAypbl KAMMOPOBKH Ha aHaM3aTope «MagnoLIA». Jlna nomydenus aeranbHo# HHpOpMaLuH
nepen HayanoM paboTel 03HAKOMBTECH C PYKOBOJICTBOM IO 9KCILTyaTalMH aHanu3atopa «MagnoLIA».

S.1. IloaroroBka peareHToB

5.1.1. BxmounTts aBTOMaTHYeCKH# aHann3aTop «MagnoLIA» corsiacHO pyKoBOACTBY IO 3KCIUIyaTaLlMH.

5.1.2. Katn6paTophl roTOBHI K HCIIOJIB30BAHHIO.

®nakoHb ¢ KamHbpaTopaMi HEOOXOJHMO BBLAEPXATh NIPH KOMHATHONK TemnepaType He MeHee 30 MHHYT
J0 Hayasia aHaTMTHYECKON CEeCCHH.

5.1.3. [lepememarts conepxxumoe ¢akoHOB, H3beras neHoo6pazoBanus. OTKPHITH (1aKOHbI K MOJIOXKHTD
KphILIKH NEpeBEPHYTHIMH Ha CYXYIO IIOBEPXHOCTb.

S.1.4. Ha6op «Kamm6paropel MagnoLIA [I'DA-cynbgar» pa3sMECTHTb B INTaTHBaX, NpeHa3HauYeHHAIX
JUisi KannOpaTopoB M KOHTpOJIEH.

5.1.5. lNepen 3arpy3koii peareHTOB, HEO6XOAUMBIX [UIA TPOBEACHHA aHATH3a, B COOTBETCTBYIOIIHE OJIOKH
aHaJIH3aTOpa MPOBEPHTH BCE PAaCTBOPH! HA OTCYTCTBHE My3LIPHKOB BO3JyXa. Y AAIHT Ny3bIPbKH A0 NPOBEACHHUS
aHa/M3a JIerkMM NOoKaYHBaHHEM, He JonycKas neHoo6pa3oBaHu.

5.1.6. Ilepen 3arpyskoit kaprpumka «MagnoLIA HOI'DA-cynsdar» B 610K peareHToB HEO6XOIHMO
NpeABapUTENbHO YOEOUThCA, 4YTO MNapaMarHUTHBIE MHKPOYAaCTHILI HAXOUATCA B PECYCNEHAMPOBaHHOM
COCTOSIHHH, @ cama cycrieH3us roMoreHHa. Ecnin MukpouacTubl He pecycnenaupytotes, HE HCIOJIL3YHTE
HABOP u ofparuTech K MECTHOMY NpeACTaBHTeMO Npou3Bomutend. Jns momyueHus 6Gonee noapobHoi
HHbopMauuu o6paTHTeCh K MHCTPYKLIMH MO NpUMeHeHKIo Habopa «MagnoLIA JII'3A-cyasdar».

5.1.7. 3arpy3uTh NOAroTOBJIEHHBIE PEareHTH M MPHHAIUIEXHOCTH Ha 60opT aHanu3atopa «MagnoLIA»
COTIaCHO PYKOBOACTBY M0 3KCILTyaTallHH.

5.1.8. 3arpy3uTs AaHHLIE O peareHTax B aMATh aBTOMaTHYecKoro aHanu3atopa «MagnoLIA» cornacHo
PYKOBOACTBY IO 3KCILTyaTallHH.

5.2. Kaan6poska

Anamu3arop «MagnoLIA» MoxeTr ocymecTBiaATh KanMOpOBKY B OTACABHO BBIACIEHHOH CECCHH HIIH
OIHOBpEMEHHO ¢ 00pa3uaMH B paMkax OJHOH aHanuTH4eckoi ceccuu. [Iponenypa xannGpOBKH BHINOIHAETCS
npesxze MoGLIX Ha3HAaYEHHBIX TECTOB HE3ABHCHMO OT MOMEHTA pa3MelnieHHs Habopa kanubparopos Ha Gopry.

BHUMAHME!

Kommnonentn Ha6opa «Kanu6parops: MagnoLIA ITDA-cynsdar» He MOMKHBI HAXORHThCA Ha 6opTy
npubopa Gonee 3 4acoB, CyMMapHO B JECATH CECCHAX, HEOOXOAMMO YYHTHIBATH 3TO MpPH BHINONTHEHHH
npoueayps! Kanu6poBKH OJHOBPEMEHHO ¢ 06pa3iiaMH B paMKax OfHOM aHaIMTHYECKOH cecCHH. PekoMenayercs
BBIFPYXaTh INTAaTHBBI C KaIHOpaTopaMH MO HMCTEYEHHH MHHHMAILHOIO BPEMEHH C MOMEHTa 3aBEpLICHHS
packanbIBaHMs COIEPKUMOro Beex (p1akOHOB KaTMOpaToOpoB H KOHTPOJIEH.
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/
anu6parope MagnoLIA I DA-cyasdar»

Jna npedomspauienun ucnapenus dcudkocmu cpasy nocie UCnOAb308GHUA (PAAKOHb HEOGXO0UMO
JGKPLIMb KPWIUIKAMU 68 COOMEEMCMEUN C UX MApPKUposKol, nomecmumb 8 ynaKkoeKy npeonpusmus-
U320MoeumMens 6 6epMUKANLHOM NONONCEHUU U 0becneyums xpanenue npu memnepamype om + 2 oo + 8 °C
6 XONOOUNbHBIX KaMepax uAu 6 XOA0OUNbHUKAX, 00ecnevusaouux peziamMeHmuposasHblil
memnepamypHbiil pexcum.

5.2.1. Ilpu ycraHoBke Ha GopT aHanM3aTopa, I KaKA0H HOBOI ceprm (JioTa) Habopa «Kambparops!
MagnoLIA JII"3A-cynbdar» Heo6X0oauMo MpOBECTH NPOLEAYPY PErHCTPaliMK KATHOpoBoYHOro Habopa.

s atoro nepe#iaure B MeHo KA/THBPOBKA.

B nnxHelt vacT axpaHa Hakmute kHonky PETHCTPALJHA HABOPOB.

B oTKphIBIIEMCS OKHE 3aNOJIHMTE AAaHHEIE ITyTEM CYMTRIBAHHA JBYMEPHOTIO IITPHX-KOJAA CO BTOpHYHOMN
ynakoBKH (KOpoOkn) H3zgenus, 1160 BBeAMTE MHPH IITPHX-KOJAa BPYIHYIO.

Jna coxpaHeHHs naHHBIX O Habope, Haxmute kHonky ITPHMEHHTD (B cnydae HeoOXOAUMOCTH
NPOJIO/KHTD paboTy B JaHHOM okHe) WM kHonKy / OTOBQO (ans coxpaHeHHS JaHHBIX U 3aKPLITHA OKHa).

Ilpy HeoOXOAMMOCTH, BO3MOXHO BHECEHME OaHHBRIX O HECKOJMbKMX cepHax (jotax) Habopa
«Kanmn6paropst MagnoLIA JII"3A-cynbdaty.

5.2.2, 3arpy3ure mraTuB ¢ HabopoM kanHOpaTopoB Ha 6OpT aHalIH3aTOpa, CUMTANTE IUTPHX-KOIBI C
¢nakoHOB 3arpyxeHHOro mraTuBa myteM Haxatus kHonkd CHUTATD LUTPUX-KOIDBI unu nupentudukanmeit
¢ 1aKOHOB BPYUHYIO.

5.2.3. BHecure KkanuOpoBKY B CIHCOK 3aa4, KOTOpble MOMKHH ObITb BBIOJHEHH! B JaHHOMH
aHaTMTHYeCKOH ceccHH.

Jns storo nepeitaure B Mmenio O5PA3L][bI.

B neBoit yact 3kpana Buibepute kHOoNKy JJOBABHTH KAJIHBPOBKY.

B neBoM BepxHeM yrily OTKpbIBIIErocs OKHa 6yaer oTo6paxeH CITHCOK TECTOB, U1 KOTOPBIX MOXET ObITh
BBITIOTHEHA KaTHOpoBKa. BriGepHTe H3 NPEANOKEHHOro CHcKa Heo6X0AMMBIH TeCT.

B npaBoM BepxHeM yray GyayT mokaszaHHI FOTOBBIE K 3amycKy cepHH (notel) Habopa «Kamnbparops!
MagnoLIA AI'DA-cyns¢ary. U3 npeacrasneHHOro cnucka Buibepure HeoGX0aMMyIo cepHio (10T) (HECKOJIBKO
roToBBIX cepHit (JioroB) Oymer oToGpaxarbcs B OaHHOM CHHCKe, ecliH Ha 6opt npubopa 6nuIO 3arpyxeHo
HECKOJIBKO cepHit (JI0TOB) kaJITMOpOBOYHBIX HAOOPOB UIS OMHOrO TECTa).

Hns noGaeneHus BeIOpaHHON KayMOpPOBKHM K CNHMCKY 3afiay Haxmute kHonky JOBABHTH (B cmyuae
HeoOXOOQUMOCTH NPOAODKUTL paCoTy B JaHHOM OKkHe) WM kHonky OTOBO (s coxpaHeHHs NaHHbIX H
3aKpBITHS OKHa).

5.2.4. 3anycTHTe aHANHTHYECKYI0 CECCHIO aBTOMaTHYeckoro aHammu3atopa «MagnoLIA» cornacho
PYKOBOZICTBY IO 3KCILTyaTalHH.

5.2.5. IlporpamMma npuGopa nmo3BOJISET aBTOMAaTHUYECKH BHIMONHHTH BCE CTAAMH aHaiuH3a A Habopa
«MagnoLIA JIF'3A-cyabgar» 6e3 BMeIIaTeNsCTBa M01B30BATENA.

5.3. PesyabTaThl

TTo okoHYaHHH aHANMMTHYECKOH ceccHu nepeiante 8 MeHio KAJTHBEPOBKA.

B neBoit uacTu 3kxpana BeIGepuTe HeOOXOAMMBII TECT H3 NPEIOKEHHOTO CITHCKa.

3ateM B BepXxHeil npaBoil yacTH 3kpaHa BbIbepHTEe He06X0ANMYIO cepHio (JIOT) KauTHOpoBOYHOro Habopa
U1 JaHHOTO TECTA.

Hwuxe 6yner oro6paxeHa HHdpopmauns o BeiOpaHHOH kamubpoBke:

- Ne no nopsaaky;

- BAJIMAHOCTH BhIGpaHHOM KaTHOPOBKH;

- IaTa NpOBEJCHHA aHATH3a;

- 3HaYeHHe aHaIMTHYecKoro curHana ais Kanubparopa 1;

- 3HaYeHHe aHATMTHYecKoro curuana wis Kannbparopa 4.

6
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«Kamm6patopu MagnoLIA ' DA-cynsgar»

JUis nomydenus Gonee noxpoGHo# uHpopMaumu O BHIOpaHHOH KaIHOPOBKE, HAXMHTE KHOIKY
KAJTHEPOBOYHAA KPHBAA.

B oTkpriBmeMcs okHe 6yaet orobpaxkeHa pacimipeHHass HHpOpMaLUA O KUTHOPOBKe:

- coobineHue 06 ycrneluHoM 3aBepLICHHA KaMHOPOBKH;

- JaTa KuHOpOBKH;

- CPOK FOTHOCTH KaTHOPOBKH;

- HHpopMauusa o kanmubpoBounoM Habope (TecT, cepusa (10T), HoMep HaGopa (N2), CpOK rOAHOCTH
Habopa);

- 3Ha4YeHHE aHATHTHYECKOro curiana ms Kanubparopa 1;

- 3Ha4YeHHEe aHATMTHYEeCKOro cHurHana wis Kamibparopa 4;

- 3Ha4yeHHe KoHueHTpauuu uns Kanubparopa 2;

- 3HaYeHHe KOHUeHTpauuk s Kamabparopa 3.

- rpadMK c HAHECEHHBIMH KUTHOPOBOYHBIMH KPHBBIMH. CHHMM NYHKTHpOM o603Havaercs pedepeHcHas
KaIMOpOBOYHAA KpHBas, 3aKOAMpOBaHHas B nMaMATH npubopa; 3eneHON CnoMHON JIMHHEH — NOCTPOCHHas
KanOpoBoyHas KpHBas, TOYKH Ha KOTopod cooTBeTCTBYIOT KOHUeHTpauuun JII'DA-C B KamubGparope 2
1 Kanu6parope 3.

6. TPAHCIIOPTUPOBAHHUE U XPAHEHHME

6.1. TpancnoprupoBanue HaGOpOB CieqyeT NMPOHM3BOAWTh BCEMH BHIAMH KPBITOTO TPaHCHOpPTa NpH
TeMneparype oT + 2 no + 8 °C.

6.2. TpaHcnopTHpoBaHHEe HM3AENHK npu Temneparype or + 2 o + 8 °C NOJDKHO NMPOM3BOAMTLCA B
€MKOCTAX WIH NpdH I[OMOIIM XOJNOMWIBHBLIX YCTAaHOBOK, O0OECNEYHBAIOMIMX periaMeHTHPOBaHHBIN
TEMIIEPATYPHBIN PeKUM.

6.3. lonyckaercs TpaHCOpTHpOBaHHe HaGopoB npu Temmneparype Ao + 25 °C He Gonee 15 cyTok, B ToM
yucie npu reMneparype +37 °C He 6onee 1 cyTok.

6.4. HaGopnl, TpaHcnopTHpoBaHHbiE C HapyIICHHEM TEMIIEPaTYPHOro peXHMa, NMPHMEHEHHIO He
NOJIekKAT.

6.5. Cpok roasoct HabopoB — 12 MecslLEeB OT JaThl NPOM3BOACTBA.

6.6. XpaeHne HaOOpOB [ODKHO TNPOBOAMTECA B YMAKOBKE MNPEANPUATHA-H3TOTOBUTENA IMPH
Temneparype ot + 2 10 + 8 °C B TeueHHe BCcero Cpoka rofHOCTH B XOJIOAMIBHBIX KaMepaX HIH B XOMOIHIbHHKAX,
obecneunBalOIMX perjiaMeHTHPOBAHHKIH TEMIIEpaTYPHbIH PEXHM.

6.7. Habopbi ¢ HCTEKITHM CPOKOM FOAHOCTH MPHMEHEHHIO HE MoJUIexkart.

6.8. IIpn npo6HOM HCNONL30BaHHM KOMIIOHEHTHI Habopa XpaHATCA B YNaKOBKE MpPEATIPHATHS-
H3rOTOBHTENSA B BEPTHKAILHOM IOJIOXKEHHH NPH TeMnepatype oT + 2 o + 8 °C B X0JMOAWIBHBIX KaMEpaX WK B
XOJIOHIIBHUKAX, 00eCneYHnBaloLIMX perjiaMeHTHPOBAHHbIN TeMIlepaTypHBIH pexuM, B TedeHHe | Mecsua co aHs
BCKPHITHA NEPBHYHON ynmakoBkH. KOMIIOHEHTH He JOJDKHEI HaXoAMThCA Ha 6opty mpuGopa Gonee 3 wacos,
cyMMapHo B aecati ceccusx. ITocne rcnons3oBanns ¢pnakoHb He06X0IHMO HEMEUICHHO 3aKPBITh KPLILIKaMH 1
obecrieynTh periaMeHTHPOBAaHHBIA peXXHM XpaHEHHSA.

7. TAPAHTHHHBIE OBSI3ATEJILCTBA
[apanTuiHR#M cpok rogHocTH Habopa 12 MecaueB oT AaThl mpousBoacTBa. Habop npeanasnaveH s
OJTHOKpaTHOr'o NMPHMEHEHHA U HE MOIEXHUT PEMOHTY H 06CTyKHBaHHIO.

8. BE3OIIACHASA YTHJIN3ALUA
Ipn wucnons3oBaHuM HaGopa o6pasyioTcs oTxoin! KiaaccoB A M b, KOTOphle YTHIH3HPYIOTCS
B coorBeTcTBHH ¢ CanllnH 2.1.3684-21 u MY 287-113 (Tabmuua 2).
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Ianm6paTopbl MagnoLIA A 3A-cynbhar»

Tabnuua 2
Knacc
OTxogpl
onacHocTU
BTopuyHasa (rpynnosas
P (rpy ) Kopobka 13 MOHOKapTOHa
ynakoBKa OTxofbl
3KcnnyaraumoHHasa VHCTPYKUMSA NO NPUMEHEHUIO Knacca A
AOKYMeHTauus Macnopt
Bce KOMMOHeHTbI Habopa, KOHTPO/IbHbIE MaTepuaribl,
pacxofHble MaTepuabl U peareHTbl, KOTopble
Lpyrvne KOMMNoHeHThbI
KOHTaKTMpOBa/IM C 06pasLamu BO BpeMs 06paboTKy, OTXOLb!
XpaHeHus Un aHanmsa A
Knacca b

MepBruHas yNakoBKa ®NaKoHbI, COfIEPXKaBLLINE PACTBOPbI KaNMGpaTopoB

He ncnonb3oBaHHbIe
KOMMOHEHTbI C UCTEKMIaMm @ nakoHbI, CoAepKalLme pacTBopbl KannbpaTopoB
CPOKOM rOfHOCTK

9. MH®OPMALINA O MPON3BOAUNTENE

Mo Bonpocam KayvectBa MW «Habop peareHTOB A1 kKanmbpoBkn «Kanmbpatopbl MagnoLIA AM9A-
cynbat», no TY 21.20.23-603-98539446-2022» obpawatscst B OO0 «KomnaHua Ankop Bro» no agpecy:
192148, r. CaHkT-MNeTepbypr, >Xene3HoAopOXHbIA npocnekT, 4. 40, nuT. A, Ten/hakc: 8(812) 677-8779,
TenethoH «ropsyen MMHnm»: 8-800-234-37-79.

10. CMUMBO/J1bl, NCMOJIb3YEMbIE HA 3TUKETKAX

IVD

REF

MeauumHcKoe n3genve gns V CofepXX1umoro ocTaTo4yHo Ans
ANAarHOCTUKK in vitro npoBeJeHns N TECTOB
Homep no katanory A OcTopoxHo!
Kog naptum (Homep cepun) S cnonb3osars [0
3rotoButens Mpegen Temnepatypsl
Jara n3rotoeneHms Buonornyecknin puck

Obpartuntecb K UHCTPYKLMK M0
MPVMEHEHNIO

MHCTpyKumMs pa3paboTaHa B cooTBeTCTBMM C TY 21.20.23-603-98539446-2022.
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MpoLNTCUNPOHYMEPOBAHO, CK|*MN/IEHO MeYaTbio
o (~ )aucth
FeHepaHbIil ANpPeEKTOp
000 «Ko MnriHua Ankop bro»
'O\ 4.I". MNonbIHLEeB

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



OO0 «KomnaHua Ankop brno»
r. CaHkT-leTepbypr, XKenesHogopoXXHbIM Np., 4. 40, nT. A
TenetoH/akc: (812) 611-19

MACITTOPT Ne EOC3

Hab6op peareHToB gnsa kKannbposkn «Kanubpatopbl MagnoLIA A 3A-cynbdaTs,
no TY 21.20,23-603-98539446-2022

KaT. Ne 1200101 Cepua Ne EOO3  ®opmumposaHmne Ne 1 Konndectso 100 L.

o HomuHanbHoe CooTBeTCTBYE
HavmeHoBaHve  BHeWHUN BUA 1 Cepus
peareHTa (hopMa BbINyCKa 3HaYeHwe, Komnnekraums peareHTa KOHTPOMPYEMOTO
MKr/on napameTpa
CocTtaB Habopa
Kannéparop 1 Mpo3payHbie 0 (016(*)3)1) =00¢] COOTBETCTBYET
NN MYTHbIE 1 o
Kannbpatop 2 YXNAKOCTU OT 10 (0.3 mn) EC3 COOTBETCTBYET
6ecuBeTHOro Ao 1 o
Kannbparop 3 CBET/IO- 100 0.3 Mh) EOC3 COOTBETCTBYET
KOpPWYHEBOT 0 iqon.
Kannbpatop 4 uBeTta 1000 (0,6 mn) =0 0¢] COOTBETCTBYeET
MacnopT 1w : :
WHCTPYKLMA N0 NPUMEHEHMIO 1w » -

MapaMeTpbl KOHTPO/IS KavecTBa

HanMeHoBaHWe KOHTPONMPYEMOro 3HauyeHne KOHTponmpye-

Hopma %
napameTpa MOro napamMeTpa
AHaMTUYECKWNIA CUTHAN
Kannbparopa 1, OTH. CBEeT, ef., He 800 000 COOTBETCTBYET
MeHee
COOTHOLLIEHWE aHA/IUTUYECKUX Bl >B2>B3>B4 COOTBETCTBYET

CUrHa/I0B KannbpaTopos
OTKNOHEHWE KOHLIEHTpALMM
Kannbpatopa 2 n Kannbpatopa 3 ot +30 COOTBETCTBYET
HOMVHa/IbHOIO 3HAYeHWS, MPOLEHT

dnakoHbl 3 M1 U3 NPO3PaYHOro
CTek/a (C 3aBUHYMBAOLLUMUCSH
KpbMnKaMu). TUKETKN U3 NEHTbI
K/1eeBol Ha 6yMaXKHOI OCHOBe

YNakoBKa N MapKMpoBKa COOTBETCTBYET

[aHHble aTTecTaymm npy COBMECTHOM Mcnosb3oBaHU ¢ M «MagnoLIA O 9A-cynbdat», cepms Ne EOC3
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Iacnopr Bbinan «18» anpeny 2022 1.
Cpox rogrocTa HaGopa no «18» anpens 2023 r.
Ycenosus xpanenus +2...+8 °C

Ycnopus Tpancnopruposanas +2...+8 °C, Jlomyckaerca TpaHCcIOpTHpOBAaHKE Habopa NPH TEMINICPATYpe
no +25 °C ue Gonee 15 cyTok, B ToM wHche np Temneparype +37 °C ue Gonee 1 cyTox

TOJIBKO JUISA JUAT'HOCTHUKMU IN VITRO

HIna npodeccHOBANEHOrO MPEMEHEHHS -

Ha6op cooTsercTByeT o '
TV 21.20.23-603-98539446-2022 " Korn auu;\?’
PY Ne &f Arsop Buo”
Bemomun Jymersxusa A. T Iporepna Kasap
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000 «KomnaHuna Ankop brno»
r. CaHKT-TeTepbypr, XKenesHogopoXxHblid np,, 4. 40, nut. A
TenetoH/daxc: (812) 677-87-79

MACITOPT Ne EO004
Habop peareHToB ANna KannopoBkn «Kannbpatopbl MagnoLIA A SA-cynbgaT»,

no TY 21.20.23-603-98539446-2022

KaT. Ne 1200101 Cepua Ne EO04  dopmuposaHmne Ne 1 Konnyectso 100 L.

HanmeHoBaHne BHeLwHWI BUA U HommHanbHoe Cepus Coorsercreve
pearenTa (hopMa BbIMyCKa 3HayeHue, Komnnekrauus peareHTa KOHTPONMpyemMoro
MKr/gn napameTpa
CocTtaB Habopa
Kanunéparop 1 Mpo3payHbie 0 (016(*33;1) E004 COOTBETCTBYET
NN MYTHbIEe 1 b
Kanmbparop 2 YXUAKOCTU OT 10 (03 Mh) EO004 COOTBETCTBYET
6ecuBeTHOro 4o 1
Kannéparop 3 CBET/O- 100 © 3(*)3}1) E004 COOTBETCTBYET
KOpPWYHEBOr0 1 o
Kanunbpatop 4 LBeTa 1000 (0,6 mn) E004 COOTBETCTBYET
MacnopTt 1wr. : :
VHCTPYKUMA MO NPUMEHEHMIO 1wr. - -

MapamMeTpbl KOHTPOS Ka4yecTBa

HanmeHoBaHWe KOHTPOMpyemMoro 3HaueHune KOHTpOnpye-

napametpa Hopwma MOro napawverpa*
AHaIMTUYECKUIA CUrHAN
Kanubpartopa 1, OTH. CBeT, ef., He 800 000 COOTBETCTBYET
MeHee
COOTHOLUEHWNE aHIUTUYECKIMX Bl >B2>B3>B4 COOTBETCTBYET

CUrHasI0B KannmbpaTopos
OTKNOHEHNE KOHLLEHTpauun
Kannépatopa 2 n Kanubpatopa 3 ot +30 COOTBETCTBYET
HOMWH&A/IbHOI0 3HaYeHWS, NPOLLEHT

®nakoHbl 3 M/ U3 MPO3pavYHOro
cTekna (C 3aBUHYMBAOLLMMUCSH
KpbILIKaMK). TUKETKN U3 IEHTbI
KNeeBoi Ha 6yMaXKHON OCHOBE

YnaKoBKa 1 MapK1poBKa COOTBETCTBYET

*[laHHble aTTecTaumm Npy COBMECTHOM mMcnosb3oBaHun ¢ MU «MagnoLIA A SA-cynbgat», cepus Ne E004
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Hacnopr seiaan «20» anpens 2022 1,

Cpok rogHocTs Babopa 710 «20» anpena 2023 r.

Ycnopus xpaHeHus +2...+8 °C

Yenobus TpascnopTHpoBanHa +2...+8 °C. JlomyckaeTcs TpaHCnOPTHPOBaHue HaGopa npu TeMIepaType
ao +235 °C ne 6onee 15 cyTok, B ToM yncae np Temaepatype +37 °C ne Gonee 1 cytok

TOJILKO IVIS1 AUATHOCTUKU IN VITRO

Jns npodecCHOHAIBHOIO MPHMEHECHHA T
Habop cooTsercTByeT M&
TV 21.20.23-603-98539446-2022 o
PY Ne

Bumonmun Jlymenskuna A. T, Ipoeeprn Kazap:
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OO0 «KomnaHus Ankop bno»
r. CaHkT-IMNeTepbypr, >KenesHogopoXKHbIN Np., 4. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACITTIOPT Ne EOXB
Habop peareHToB a1 Kannbposku «Kannépatopbl MagnoLIA AT 9A-cynbgaT»,

no TY 21.20.23-603-98539446-2022

Kat. Ne 1200105 Cepusa Ne EOO3  dopmuposaHmne Ne 1 Konmyectso 100 L.

o HomuHanbHoe CooTtBeTCTBME
HaumeHoBarve BRIV BUA 1 3HayeHue, Komnnekrauums Cepus KOHTPONMPYEMOro
peareHTa (hopma BbLLYyCKa peareHTa
MKr/gn napametpa
CocTtaB Habopa
Kanunéparop 1 Mpo3payHble 0 (noSO(%ll\nn) =0 0¢] COOTBETCTBYET
NN MYTHbIE 5 c,bn
Kanmbpartop 2 XUAKOCTN OT 10 (10 0.3 Mn) EOO3 COOTBETCTBYET
6ecuBeTHOro Ao 5 '
Kanmbpatop 3 CBET/I0- 100 oq;g. EOC3 COOTBETCTBYET
KOpPUYHeBOro (n05 (’ipn M)
Kanubpartop 4 LBeTa 1000 (10 0,6 M) =0 8¢ COOTBETCTBYET
MacnopT lwr. : :
WHCTpyKUMA NO NpYMEHEHUIO 1wr. - -

MapameTpbl KOHTPONS KayecTBa

HanMeHOBaHWe KOHTPOSIMPYEMOTO 3HaueHue KOHTponupye-

Hopma
napameTpa op MOro napameTpa*
AHaNUTNYECKUIA CUTHA
Kannbpartopa 1, OTH. CBET, ef,., He 800 000 COOTBETCTBYET
MeHee
COOTHOLLIEHNE aHANTUTUYECKUX
B1>B2>B3>B4 COOTBETCTBYET

CUTHa/10B KaInbpaTopoB
OTK/IOHEHWNE KOHLIEHTpauumn
Kannbpatopa 2 n Kanubpatopa 3 ot +30 COOTBETCTBYET
HOMWHA/IbHOTO 3HAYeHUS, MPOLEHT
®nakoHbl 3 M1 U3 NPO3PayYHOro
cTekna (C 3aBMHUMBaOLLIMUCSA
KpbILWKamu). STUKETKM U3 NIEHTbI
KNneeBowi Ha 6yMaXKHON OCHOBE

¥YNakoBKa 1 MapKUpOBKa COOTBETCTBYET

*[lJaHHble aTTecTauuy Npu COBMECTHOM MCMosb3oBaHUM ¢ MU «MagnoLIA A 3A-cynbhat», cepmsa Ne EOO3
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IMacnopr Brinan «18» anpens 2022 r.

Cpok roasoctu HaGopa Ko «18» anpens 2023 r.

Ycnosns xpanenus +2...48 °C

Ycnous Tpancnopraposanus +2...+8 °C. JlonyckaeTcs TpaHCHOPTHpOBAHEE Hafopa NpH TeMItepaType
2o +25 °C He Gonee 15 cyrok, B ToM Gmcne npa Temneparype +37 °C ne 6onee 1 cyTok

TOJNBKO JJ1 TUATHOCTHUKMH IN VITRO

Jlna npoteccHoHANBHOrO IPHMEHECHHS

HaGop cooTBeTcTBYCT &

TY 21.20.23-603-98539446-2022 / "Komnanus\

PY Ne Anxop Buo”

Bumonmrun Jymenskusa A. I'. Iposepun Kazap .

NG N Gy T L L
2 teresdt 7
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000 «KomnaHuna Ankop bro»
r. CaHkT-IeTepbypr, >KenesHoaopoXkHbIN Np., 4. 40, uT. A
TenedoH/dakc: (812) 677-87-79

MACMOPT NeE004

Habop peareHTOB Ang kKannbposku «Kanunbpatopbl MagnoLIA AT 3A-cynbdaTt»,

no TY 21.20.23-603-98539446-2022

KaT. Ne 1200105 Cepua Ne EO04  PopmuposaHmne Ne 1 Konndectso 100 L.

o HomuHanbHoe CooTtBeTCTBME
HavnveHoBaHve BHelwHWN BUA U Cepus
peareHTa (bOpMa BbINyCKa 3HayeHMe, KomnnekTauus peareHTa KOHTPONNPYEMOro
MK/ napameTpa
CocTaB Habopa
Kanunbpatop 1 Mpo3payHble 0 (no50(%1l|v|n) E004 COOTBETCTBYET
W MYTHble 5 dn.
Kanunbparop 2 XWAKocTun oT 10 (M0 0,3 wn) E004 COOTBETCTBYET
6ecuBeTHOro o 5 t'bn
Kanubpartop 3 CBET/O- 100 (10 0.3 .Mﬂ) E004 COOTBETCTBYET
KOPWYHEBOro 5 (,Dﬂ-
Kanunbparop 4 LiBeTa 1000 (10 0,6 M) E004 COOTBETCTBYET
Macnopt 1. .
WHCTpYKUMA NO NpUMEHEeHNIO 1wr. - -

MapaMeTpbl KOHTPO/S Ka4yecTBa
HanmeHoBaHKe KOHTPO/INPYEMOI0

napameTpa Hopma MOro napamerpa*
AHaNNTUYECKNIA CUTHAN
Kannbpatopa 1, OTH. CBET, efl., He 800 000 COOTBETCTBYET
MeHee
COOTHOLLEHME aHANTUTUYECKMX B1>B2>B3>B4 COOTBETCTBYET

CUTHa/10B KasimbpaTopos
OTKNOHeHVe KOHUEeHTpauum
Kannbpartopa 2 n Kannbparopa 3 ot +30 COOTBETCTBYET
HOMWHa/IbHOr0 3HAYeHNS, NPOLEHT
®nakoHbl 3 M1 U3 NPO3PayYHOro
cTekna (C 3aBMHYMBaIOLLMUCSA
KpbMnKaMun). ATUKETKN U3 NIEHTbI
KNeeBoil Ha 6YMaXXHOW OCHOBE

YnakoBKa U MapKMpoBKa COOTBETCTBYET

*[laHHble aTTecTaumm nNpum COBMECTHOM 1CNob30BaHUM ¢ M «MagnoLIA A SA-cynbhaT», cepus
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3HayeHne KOHTponunpye-

E004



MacnopT BbigaH «20» anpens 2022 T.

Cpok rogHoctn Habopa o «20» anpens 2023 T.

Ycnosus xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTupoBaHus +2...+8 °C. [lonyckaeTca TpaHCNOpTUpOBaHMe Habopa npu TemnepaType
[0 +25 °C He 6onee 15 cyTOK, B TOM Yncne npu Temneparype +37 ®CHe 6onee 1 cyToK

TOJIbKO ANnAa AMArHOCTUKA IN VITRO

[nsa npogeccMoHasIbHOro NpYMeHeHus

Habop cooTBeTCTBYET

TY 21.20.23-603-98539446-2022 AY'KomnaHus'
pylio / o/ Askopbuo"
BoinonHun AyweHbkuHa A. T Mposepun Kasap
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MpoLWNTO POHYMEPOBAHO, CKYM/IEHO MevaTbio

)nncTth
["eHepa/ibHbIV AUpeKTop

000 «Kd"H)iifus. AnkQp BrO»
/ A n TlonblHUEB
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