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HHCTPYKIHA 110 ITPUMEHEHHIO
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1. HAZHAYEHHE

1.1, «<HaGop pearenTop mna kanmubposku «KambGparopsl MagnoLIA CA 125», no TV 21.20.23-631-
98539446-2022» (nanee «Kamabparopsl MagnoLIA CA 125») npegna3sHadeH A KaTHOpoBKM (YCTaHOBNCHHS
pedepeHTHBIX 3HAYEHNAH) aHANH3A PH KONAYCCTBCHHOM onpeacicHun anTHreHa CA 125 B CHIBOpOTKe H IIa3Me
KpoBH (UMTHeBad comb remapuna, xammesas comb OIATA (K23ATA, KiDJITA))' uenosexka MmeTozmoM
XEMMTIOMHHECIIEHTHOT0 HMMYHOAHATH3a Ha [ApaMarHHTHBIX MAKPOYaCTHIIAX C  HCMONLE30BAHHEM
aBTOMaTH9ecKoro ananmsaropa «MagnoLIA».

HaGop «Kamabpatopn MagnoLIA CA 125» npumensercs COBMECTHO ¢ MEJANUHHCKAMH H3ACTHAMH
(manee MH) «MagnoLIA CA 125» n «Kontpomn MagnoLIA CA 125».

1.2. KanuGposka npu ucnonsiosanau MU «KamGparops: MagnoLIA CA 125» aonmkHa BHIMOMHATECA
IUIA KaXAoro KapTpuaxka «MagnoLIA CA 125» B cnexyiomux caydaax:

-Opa  3anycke ceccMM Ha anammsarope  «MagnoLIA» ¢ ucmons3oBaHHEM — KapTpHIDKA
«MagnoLIA CA 125», kamubpoBka KOTOPOTrO paHee He NIpOBOTHIIACK;

- OfEH pas B 7 AHeH Ang kaxaoro kaprpumka «MagnoLIA CA 125x»;

-TpH  3amycke ceccME Ha amamsarope «MagnoLIA» ¢  MCOONE30BAHHEM  KapTpHIDKa
«MagnoLIA CA 125», xamm6poBKa KOTOpOro mpocpovucHa (OT MOMEHTa nocneaHel kann6posky npomwio fonee
7 mmeit);

- €CM pe3ynbraT aHanusa xors Osl ogHoro Konrpoms u3 HaGopa «Koutponm MagnoLIA CA 125»
BBIXOJUT 3a NpeAeNnl YCTAHOBJICHHOTO THATIA30Ha,

I9KBHBANCHTHOCTE OOPA3LOB CMBOPOTKH M MNAIMEI KPOBH 4eNOBeka, COACpKalliell aHTMKOATYNAHTH (IMTHEBAd COMb renapHHa,
xannesan coms JMATA (K:2ATA, K:DATA), noareepxaena Ha 25 ofpasuax Kaxaoro BHAA AHTHKOATYNAHTA € Pa3HbIMH
xoHUuenTpaimamu CA 125 B asanuse npu uenonbiosanun Habopa «MagnoLIA CA 125».

?Habop «Komutpons MagnoLIA CA 125» mpeasaskauen AN NOATBEPAACHUA NMPABMILHOCTH KoNudecTBeHHOro aHanwsa CA 125 »
CHBOPOTKE U IU1a3Me kpobK yenoacxa «MagnoLIA CA 125» na anannsatope «MagnoLIA».
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1.3. ®yHKUMOHanbLHoe HasHavyeHne MU «MagnoLIA CA 125» npu COBMECTHOM MpumeHeHuun ¢ MU
MKannépatopsl MagnoLIA CA 125» n/unn «KoHTponn MagnoLIA CA 125» - KONM4YeCTBEHHOE OnpefeneHune
KoHLUeHTpauun aHtureHa CA 125 npy MOHUTOPUHIEe 60/IbHbIX C YCTAHOB/IEHHBIM PaKOM AUYHWKOB, A1 OLEHKM
3P (eKTUBHOCTN BbIOGPAHHOTO NeYeHUs, paHHero BbISB/IEHUA PeuuanMBOB M GECCMMNTOMHO MPOTEKALWEero
mMeTacTasMpoBaHus pe3nayanbHON ONyXosu.

1.4. ObnacTb NpMMeHEHNs Habopa - KNMHUYecKas nabopaTopHas AMarHoCTUKa.

1.5. Habop npefHa3HayeH TOMbKO AN8 AWArHOCTWMKKM in Vitro, ansa npoeccroHanbHOro MPUMEHEHUS
MepcoHanoM, MMEKLWMUM KBanuuKaymo A1 BbINOAHEHUS [AMAFHOCTUYECKUX WCCNeAoBaHWiA in Vvitro B
pesynbTate creunansHoro obpasoBaHusa M 06yyeHusa. MccnefoBaHUS MOTYT BbIMOJIHATL CMELWanncTbl He
MonoxXe 18 neT ¢ BbICWIUM U CPeAHUM MeAULMHCKUM, 6MONOrMYecKUM UM MHbIM obpa3oBaHuem (Bpay K/4,
6uonor, MeauLMHCKNIA TEXHONMOT).

ViccnepoBaHus NpoBOAAT B KAMHUKO-AUArHOCTUYECKMX nabopaTtopmsax, 06NacTHbIX, FOPOACKUX WK
paiOHHbIX, FOCYAapCTBEHHbIX UM YaCTHbIX 60/MbHULAX K Apyrux JMNY.

1.6. Ha6op «Kanubpatopbl MagnoLIA CA 125» He uMeeT NPOTMBOMNOKA3aHUN K MPUMEHEHMIO.

1.7. Ha6op npegHasHadyeH [ana o06cnefoBaHMA  BCeX TPynn  HaceneHus 6e3  rpagauum Mo
feMmorpaguyeckomMy uam nonynsayuMoHHOMY NpU3HakKy.

2. XAPAKTEPNCTUKA HABOPA

2.1. MpuHumn pgenicTens

Hab6op «Kannbpatopbl MagnoLIA CA 125» npeacTtaBnsieT cob60i KOMNAEKT U3 YETbIpeEX KannbpaTopos.

Kannéposka HabopoB «MagnoLIA CA 125» ocyulecTBnseTcs npu ncnonb3oBaHnn MW «KanubpaTopsl
MagnoLIA CA 125» no gByM YCTaHOBOYHbLIM W ABYM MOATBEPXAAKOLWMM TOYKAM W OCHOBaHa Ha MeToje
KOCBEHHbIX N3MepeHNin (BOCNPOM3BOAMMas KOMMNOHEHTaMW Habopa BeIMUYMHA - KOHLUeHTpauuns aHtureHa CA 125,
EL/MA, HenocpeACTBEHHO M3MepseMas BeMYMHA - CUTHaN XEMUIIOMUHECLEHLUUN, BbipaXeHHbln B RLUA,
OTHOCUTENIbHbIX CBETOBbLIX eANHMNLAX).

AHann3 npoBoANTCA Ha aBTOMaTu4eckKom aHanusatope «MagnoLIA» (nponssoantens OO0 «KomnaHus
Ankop bno», Poccus) B COOTBETCTBUN C MHCTPYKUMel K Habopy «MagnoLIA CA 125». 3HauyeHus CUrHanoB
XEeMUIOMUHECLLEHL MM B KIOBETax, cogepxawmx KanubpaTtopbl 1 v 4, UCNOMb3YHOTCA B KayeCTBe OMOPHbIX
(ycTaHOBOYHbIX) ToYeK. C MOMOLLbIO AAHHBIX TOYEK MPOUCXOAUT KOPPEKTMPOBKA KaMOGpOBOYHOro rpaguka,
3aKO4MpPOBaHHOIO B namATK npubopa. Mo OTKOPPEKTUPOBAHHOMY KannmbpoBOYHOMY rpaguky onpenensercs
KOHLUeHTpauma aHtureHa CA 125 B AByx noaTBepxgarowmnx Kannopatopax 2 n 3. COOTHOLIEHNE KOHLEHTpaLUmnu,
onpegesieHHOW NpPUOOPOM M yKa3aHHOW B macrnopTte Habopa, CAY>XWUT KpUTepuem LA NPUHATUA pe3ynbTarta
KannbpoBKM nporpaMMHbIM ob6ecneyeHnemM aHanmnsatopa «MagnoLIA». Ha 0CHOBe NPUHATOro KaiMbpoBOYHOTO
rpajmka paccuMTbiBaeTCA KOHUeHTpauua aHTureHa CA 125 B aHanusnpyembix 06pasulax U KOHTPO/bHbIX
maTepuanax.

2.2. CocTaB M KoMNneKTayumnsa Habopa

B coctaB Habopa «Kanubpatopsl MagnoLIA CA 125» BXOAAT Clefytoume KOMMOHEHTbI:

- KannbpoBo4yHasa npoba Nel Ha OCHOBE BOJHO-CONEBOr0 pacTeopa, He cogepxauas CA 125 (TouHoe
3HayeHne KoHueHTpauum CA 125 yka3aHO B MacnopTe M 3aKOAMPOBAaHO LITPUX-KOLOM Ha Kopobke Habopa
peareHToB). XXnakocTtb, 0,5 ma, 1 unum 5 ¢nakoHoB™®, B 3aBUCUMOCTW OT BapuaHTa ucnonHeHus (cm. Tabnuuy 1)
mMapkunposaHa «KanubpaTtop 1»;

-KannbposoyHas npoba Ne2 Ha OCHOBe BOAHO-CONEBOr0 pacTeopa, cogepxawas CA 125 (To4yHoe
3HauyeHne KoHuUeHTpauum CA 125 B paumanasoHe umamepeHuss oT 0 go 4000 Ea/mn ykasaHO B nacnopte U

"Relative light units.

m/\[abapuTHble pasmepbl nakoHa (AB): 16,25MM X 36MM; KpbIwkn (AB): 16,2MMx 12,5MM.
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OAMPOBaHO IUTPHX-KOXOM Ha Kopobke Habopa pearentoB). XXuaxocts, 0,25 mn, 1 unu 5 ¢naxonos* B
33BHCMMOCTH OT BapHaHTa HcnoyiHeHHUs (cM. Tabnuuy 1), mapkupoBana «Kanubparop 2»;

- kanubposounas npob6a Ne3 Ha OCHOBe BOAHO-COJEBOro pacTBopa, coaepxamas CA 125 (todnoe
sHauyeHHe KoHueHTpauuun CA 125 B nuanasone usMepenus ot 0 mo 4000 Ex/mn ykazaHo B macmopre M
3aKOJIMPOBAHO LUTPHX-KOAOM Ha kopobke HaGopa pearenTtoB). Xuakocts, 0,25 M, 1 unu 5 ¢nakonos* B
3aBHCHMOCTH OT BapHaHTa UcnoniHenus (cM. Tabnuuy 1), mapkupoana «Kanubparop 3 »;

- kKanubpoBouHas nmpoba Ne4 Ha ocHOBe BOJHO-COJIEBOrO pacTBopa, coiepxawas CA 125 (tounoe
3HayeHHe koHueHTpauuun CA 125 B auanasoHe u3Mmepenus ot 0 mo 4000 Ex/mn ykasaHo B macnopre H
3aKOJMPOBAHO IUTPHX-KOJOM Ha KopoGke Habopa peareHTtoB). XXuakoctb, 0,5 mMa, 1 unu 5 ¢nakoHos* B
3aBHCHMOCTH OT BapHaHTa UcTiofHeHHus (cM. Tabauuy 1), mapkupoBana «Kanubparop 4».

Kaxapiii ¢pnaxoH, conepxainuit Kanubparops! 1 u 4, paccuntan Ha 10 onpeaeneHuii NpH NOCTaHOBKE B
nybnukarax. OTH KanH6poBoUYHbie MPoOLI MpeJHa3HAYEHBI JUIA BOCCTAaHOBIEHH MacTep-KpHBO# Ha OCHOBaHHH
HOMHHAJIOB, IPUCBOEHHBIX JAHHOW CEpHH (JI0TY) KaHOpOBOYHBIX MpO6 MpPH HX aTTECTaUMH.

Kaxnprit piakon, conepxamnit Kannbparops! 2 u 3, paccuuran Ha 10 onpenesneHui NpH NOCTaHOBKE B
MOHOILUIHKaTax. ITH KanubpaToph! peHa3HaueHb! U BATHAALHH BOCCTaHOBJIEHHOH MacTep-kpHBoOii.

Tabauua 1
Bapuaur Haspanue KOMITOHEHTa
Hcr:::;ﬂ?:m, BHewHu#t B KOMIIOHEHTa Kamu6parop 1 | Kannbpatop 2 Kamdgparop Kanuiparop
I
1210101 | xaxaers or Gecupertoro | wr. ! wr. L wr. ! wr.
(0,5 mi) (0,25 mn) (0,25 mn) (0,5 mi)
10 JKEJITOTO 11BETa
IT
1210105 xm?&?;?:: gg:u:ey::::o S wr. 5 W, 5 WT. S .
(no 0,5 mn) (mo 0,25 Mn) | (mo 0,25 mut) | (mo 0,5 ma)
JI0 JKEJITOTO LIBETA

B xommnekt nocraBku Habopa «Kamubparopst MagnoLIA CA 125» BxomaT: Habop peareHToB,
HHCTPYKIHS 10 NPUMEHEHHIO, 11acmopT.

2.3. TexnuueckHe XapaKTePHCTHKH

KanuGpartopsl, Bxoasiue B cocTaB HaGopa, aTTeCTOBaHB! MPH HCMONb30BaHUHM PabGoynx craHaapToB
npeanpuatus (PCIT). ns arrecraunn PCII npuMeHseTcsa BHYTPEHHAA METOLNKA NPEANPUATHS.

Tounoe 3HaueHHe KOHUEHTpauuu aHTHreHa CA 125 3akoaupoBaHO B IUTPHX-KOAE HA BTOPHYHOM
yNaKOBKE peareHTa.

Komnonents Habopa «KanuGparopsl MagnoLIA CA 125» He ABNAI0TCA KOHTPOJILHBIMH MaTepHalaMH
NPaBUIBHOCTH® M HE MOTYT NPHUMEHSATHCA VIS OLEHKHM MPaBHILHOCTH (3HAYEHHA aHAIMTHYECKOTO CMELLEHHS)
Pe3yNbTAaTOB KIIMHHYECKUX JIAGOPAaTOPHLIX HCCIEA0OBaHHH.

3. MEPBI IPEAOCTOPOXHOCTH

3.1. [ToTeHuManbHelli pHcK NpUMeHeHHs Habopa — kmacc 26 (cornmacHo [lpukasy MuHucTEpCTBa
3apaBooxpaHeHus PO Nedn ot 06.06.2012 r.).

3.2. Bce koMnoHeHThI Habopa B MCNOJIB3YEMBIX KOHUEHTPAUHAX ABASIOTCA HETOKCHYHBIMH.

33.Ilpu pabore c HaGopom crmeayer cobmonarh TpeGosanus I'OCT P 52905-2007 wu
CanlluH 3.3686-21.

SKOHTPONLHEI/l MaTepHan ¢ NMPHUNHCAHHLIMM (METPOJOTHYECKH NPOCNEKEHHBIMH), aTTECTOBAHHLIMH (MONYYEHHBIMU B PE3ynbTaTe
CPaBHEHHA C ITANIOHOM, KATHGPAaTOPOM), YCTAHOBIEHHBIMH (HA OCHOBE MEXJTa60PaTOPHOTO KOHCEHCYCa C PHMEHEHHEM PeEpPEeHTHBIX
METOAMK H3MEPEHHA) 3HAYCHHAMH MCCNETYeMBIX KOMMOHEHTOB, [PEAHA3HAYCHHBIA M4 OUEHKH MNPaBUILHOCTH (IHAYEHHA
AHATHTHYECKOTO CMELIEHMS) PE3yILTATOB KNMHMYECKHX Na60paTOPHLIX HCCIEA0BAHHHA COOTBETCTBYIOLIHX KOMIIOHEHTOB.
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3.4. Tonyckats k paboTte ¢ HabOpOM TONBKO CeHANLHO 00YUEHHBIH MepcoHal.

3.5. Ilepen nauaioM paboThl 03HAKOMHTLCA C HHCTPYKLIHEH H NPUMEHATE HAOOP CTPOro 110 Ha3HA4YEHHIO.

3.6. [1pu pabote c HabopoM cnexyeT HCIONb30BaTh CIEHATH3HPOBAHHYIO OIEXAY (MEAMLIMHCKHI XanaT
HIH KOMOMHE30H, 11anoyky) H CpeACTBA WHAMBHAYAIBHON 3alMThl (MacKy, 3alIMTHbIE OYKH, OJHOPa30BblE
pe3MHOBBIE MM TIACTHKOBLIE MIEpYaTKH, pa3pelleHHbIE K TPUMEHEHHIO Ha TeppuTOopHH P®D), T.K. Npon3BOAHBIE
KPOBH, BXOJsIIME B cocTaB Habopa, M HcclenyeMble 0Opa3lbl ABJIAIOTCA MOTEHUHANBHO HHQHUHPOBAHHBIM
MaTepHaIOM, CIOCOOHBIM JUIHTENBHOE BpeMs COXPaHATh M NepeaaBaTh BO3OYAMTENEH pa3IHYHBIX BHPYCHBIX
HHpEKUHUH.

3.7. Bunmanue! B coctaB KOMIIOHEHTOB HaGopa BXOOAT CONAHAA KMCIOTa B KoHUeHTpauuu 0,05 % u
KOHCepBaHT B KOHUeHTpauuu MeHee 0,05 %, uto sBnserca 6e3onacHeM uia yenoseka. [Ipu ucnone3osauu no
Ha3HAYCHHIO M COOJIIOAEHHH MEp MPEeNOCTOPOXHOCTH KOHTAKT C OpPraHM3MOM uesoBeka HckmoueH. Ilpu
aBapMHHBIX CHTYALUAX BO3MOXHO pa3pakeHHUE KOXH H CIIH3UCTON 000JI0YKH r/1a3 y HyBCTBHTENBHBIX JIHLL. [Ipn
KOHTAaKTe MPOMBITh NOPaKEHHOE MECTO BOJOH H 06paTHTBCA 32 MEAHLIMHCKONA MOMOLIBIO.

3.8. XuMuuyeckas nocyzaa u o6opyaoBaHue, KOTOpbIE HCIIONBL3YIOTCA B paboTe ¢ HabopoMm, 10MKHBI ObITH
COOTBETCTBYIOLIMM 06pa3oM MapKHpPOBaHEI H XPaHHTBCS OTAEIIBHO.

3.9. Ina o6paboTku mocyasl W oGOpyHOBaHHS PEKOMEHIYETCS MCMOJB30BATh JACIHHOHLMPYIOLIME
CPEeZCTBa, H3rOTOBJICHHBIE HA OCHOBE TPETHYHBIX AMHHOB, YETBEPTHYHBIX aMMOHHEBBIX coennHeHuH (HAC) unu
CIIUPTOB W pa3pelleHHble K IPUMEHEHHIO Ha TeppuTopuu PO. Mcnonb3oBanue Ae3MHGUUMPYIOLKX CPEACTB Ha
OCHOBE aKTHBHOTO KMCJIOpPOAa M XJIOpa BO3MOXHO JIMIIb HAa NPEACTEPHIIH3AMOHHOM 3Tane ¢ nociaeaywoluei
TEPMHYECKON CTEPHIIH3AIHEH.

3.10. 3anpeuaeTcs npueM MHIIH, HCMONL30BAHHE KOCMETHYECKHX CPEJICTB U KYPEHHE B NIOMELUCHHSAX,
npeAHa3HauYeHHBIX 1A paboThl ¢ HabopoM.

3.11. VY6uparh ¥ ae3uHUUMpOBAaTH pasnanThle 0Opaslbl HIM KOMIOHEHTHl Habopa, HCMONB3YA
Je3uHuuupyoue cpeacTsa B coorsercTBud MY 287-113.

3.12. YnanaTe HeMCNOB30BaHHbIE peakTHBHI HabGopa B cooTBeTcTBHM C TpeboBanuamu CaulluH
2.1.3684-21.

3.13. Ilocne HCONB3OBaHHA BCE KOMMOHEHTh Habopa, o6pasilbl, KOHTPOJIbHBIE MaTepHabl,
pacXoHble MaTepHalbl M APYTHE PeareHTbl, KOTOpble KOHTAKTHPOBaTH ¢ 06pasuamu BO BpeMs 00paGOTKH,
XPaHEHHMs WM aHamu3a (B TOM 4YMCJe: MEpYaTKH, HAKOHEYHHKH M T.1.) JOJDKHBI COOMpaThCs OTHENBHO H
CTEpHIIH30BATECA B aBTOKJIABe C MOCNEAYIOLIeH yTHAM3aUMeRd B cooTBeTCTBHHM ¢ TpeboBanusamu CaullnH
2.1.3684-21. BMecTo aBTOK/IaBHPOBAHKS OTXO/bl MOTYT OBITh CTEPHIIM30BaHbI 1E3HHPULHPYIOLIHM CPEACTBOM,
NocJie YTHAH3HPOBaHbl B COOTBETCTBHH ¢ TpeGoBaHuaMu CanlluH 2.1.3684-21.

3.14. He ucnonp3oBath HaGOp MO HCTEYEHHH CPOKA FOAHOCTH.

4. OBOPYJOBAHUE W MATEPHAJIbI, HEOBXOAUMBIE JJIs1 TIPOBEJEHUA

AHAJIM3A

- (AHANM3aTOp AaBTOMATHYECKMA HMMMYHOXHMMYECKHH XEeMHIIOMHHECHeHTHbH «MagnoLIA» ¢
npunamiexHocTamu no CHAB 421457.002 TY («<MagnoLIA ») (mpoussoautens OO0 «Komnanus Ankop buo»,
Poccus, PY NeP3H 2019/9282);

- «Habop peareHTOB [/I1 KONMHYECTBEHHOr0O HMMYHOXEMHUIIIOMMHECLICHTHOrO ONpEICNCHHA aHTHICHA
CA 125 «MagnoLIA CA 125», o TY 21.20.23-630-98539446-2022» (npoussoautens OO0 «Komnanus Ankop

Buo», Poccus, kat. Ne 1210001, 1210005);
- «Ha6op pearenToB a8 KOHTpo/IA KadecTBa aHann3a «Koxtponn MagnoLIA CA 125», no TY 21.20.23-

632-98539446-2022» (npoussoautens OO0 «Komnauus Ankop Buo», Poccus, xar. Ne 1210201, 1210205,
1210210);
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- Bonxo-coneBoit pacTBOp M1s mNpPOMBIBKH peakUMOHHBIX kioBeT MagnoLIA «Bygep Wl»
(npousBoautens OO0 «Komnanus Anxop Buo», Poccus, kat. Ne0000405);

- OtmenbHble Xanat, wamnoyka, oOyBb M ORHOpPa3OBble NEpYaTKH, paspeuleHHble K MPHUMEHEHHIO Ha
TeppuTOpUH P® (M cootBetcTBytomme FOCT P 52239-2004).

S. NPOBEJAEHHUE IMMPOLEAYPBI KAJIUBPOBKH

OnucaHHas B JaHHOK HHCTPYKUMHM WHQOpMauMs COAEPXKHUT JHlIb oOlMe cBeleHHs O MNOpAAKE
NPOBEACHHUA NpoLEeAYpbl KATHOPOBKH Ha aHanu3atope «MagnoLIA». [nsg nony4yeHus aetanbHoi HHGOpMaLHH
nepej HayanoM paboTsl 03HAKOMBTECH C PYKOBOJACTBOM IO IKCILTyaTalMu aHanu3atopa «MagnoLIA».

5.1. IloaroToBka peareHToB

5.1.1. BxmounTs aBTOMaTH4eCKH# aHanmu3aTop «MagnoLIA» cornmacHo pykoBOACTBY MO 3KCIUTyaTallHH.

5.1.2. Kanubpatopbl roToBbI K HCIIOJIL30BAHHIO.

®nakoHb! ¢ kanubpaTopaMu He0OXOIMMO BbIAEPKATh IIPH KOMHATHO# TeMnepaType He MeHee 30 MHHYT
JI0 HavyaJjla aHATMTHYECKOH CECCHH.

5.1.3. Ilepemewnars conepxuMoe ¢pnakoHoB, H3beras neHoobpasoBaHus. OTKPLITH (IaKOHBI U ONOXKUTh
KPbILIKH ITePEBEPHYTHIMH Ha CYXYIO NTOBEPXHOCTD.

5.1.4. Habop «Kanubpatopst MagnoLIA CA 125» pa3MecTHTh B IITaTHBAaX, NpeAHa3HAYE€HHBIX IS
KanubpaTopoB U KOHTpOJIEH.

5.1.5. Tlepen 3arpy3koii peareHTOB, HeOOXOAMMBIX JUIsl POBEACHUS aHAIM3a, B COOTBETCTBYIOIIHE OIOKH
aHaJM3aTopa MPOBEPHTH BCE PaCTBOPBI HA OTCYTCTBHE My3bIPHKOB BO3yXa. Y JAJIHTh MYy3bIPLKH A0 NMPOBEAECHHA
aHaJIM3a JIETKUM MTOKaYHBaHHEM, He JoNyckas eHoo6pa3oBaHuA.

5.1.6. Ilepen s3arpyskoit kaptpumka «MagnoLIA CA 125» B 6nok peareHTOB Heo6XoaMMO
NpeABapUTENBHO YOEAHTBCA, YTO MMApaMarHUTHBIC MHMKPOYACTHIBI HAXOIATCS B PECYCNEHAHPOBAHHOM
COCTOSHMH, a caMa CyCIleH3Hus roMorenHa. Ecin MukpouacTuibl He pecycnenaupytores, HE VICTIOJIb3YHMTE
HABOP u o6paTuTech X MECTHOMY INpeicCTaBHTeMO npoussomutens. Jina momydenus 6Gonee noapobHoi
uHpopMaluu o6paTHTECh K HHCTPYKLIMH MO NpuMeHeHHIo Habopa «MagnoLIA CA 125».

5.1.7. 3arpy3uTh MOArOTOB/ICHHBIE PEareHTh H MPUHAIEKHOCTH Ha GopT aHanu3atopa «MagnoLIA»
COTJIaCHO PYKOBOJCTBY MO 3KCIUIyaTaLUH.

5.1.8. 3arpy3uTh JaHHBIE O peareHTax B MamMsaTh aBTOMaTH4Yeckoro aHantu3aropa «MagnoLIA» cornacHo
PYKOBOJCTBY NO 3KCIUTyaTalHH.

5.2. KaanbGposka

Ananuzatop «MagnoLIA» MoXeT OCyHIECTBIATh KATHOPOBKY B OTHC/IbHO BBIICJIEHHOH CECCHH HIIH
OZIHOBpEMEHHO ¢ ofpa3uamu B paMKax OJHOl aHanuTH4ecKoli ceccuu. IIpolienypa KaMOPOBKH BHINONHSETCH
npex/e MobbIX Ha3HAYEHHBIX TECTOB HE3ABUCHMO OT MOMEHTa pa3MellieHHs Habopa kann6paTopos Ha GopTy.

BHUMAHME!

KommnoHnenTs! Habopa «Kanu6paropst MagnoLIA CA 125» He no/mkHBI HaxoaMThCA Ha 60pTy nmpubopa
Gonee 3 4acoB, CyMMapHO B JIECATH CECCHAX, HEOOXOAMMO YUHTHIBaTh 3TO MPH BBINOJIHEHHH MpPOLERYpbI
KaMGPOBKH OAHOBPEMEHHO ¢ o6pa3LiaMH B paMKax OfHOH aHaTUTHYECKOH cecCHH. PexoMeHyeTCs BbIrpyXaTh
IUTAaTHBLI C KanuOpaTopaMH MO MCTEYEHHH MHHHMAJIBHOIO BPEMEHH C MOMEHTA 3aBEpILUCHHS pacKanbIBaHHA
COJIEPXKHMOTO BCEX (IaKOHOB KATHOPAaTOPOB U KOHTPOJIEH.

JIna npedomepaiieHus ucnapeHua HcuoKocmu cpasy nocae UCRonb306aHUR (PAAKOHbI HeobX00uUMO
3aKpbImMb KPblKAMU 6@ COOMEemcmeuu ¢ Ux MAapKupoeKoil, nomMecmumb 6 ynaKoéKy npeonpusmus-
U320MO6UMENR 6 6ePMUKATLHOM NONONCEHUU U obecnenums Xparnenue npu memnepamype om + 2 0o + 8 °C
6 XONOOUNBHBIX KAMEpax UAU 6 XONOOWIbHUKGX, 0becnedusaiouiux peznameHmuposanHbii
memnepamypHbli pescum.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Kamb6paropst MagnoLIA CA 125»
/

/ S.2.1. Ilpu yctaHoBKe Ha GopT aHayM3aTOpa, IS KaXKAOH HOBOI cepum (JioTa) HaGopa «Kanubparopsl
MagnoLIA CA 125» HeobxoaHMO IPOBECTH NpoLEeNyPy PEruCTpauuH kamubpoBoyHoro Habopa.

Hns atoro nepeiante B MeHio KA/THEPOBKA.

B HuxHel yacTH 3xpaHa HaxxMuTe kHonky PETHCTPALIHA HABOPOB.

B oTkpbIBLIEMCS OKHE 3aMOJIHMTE JaHHbIE ITYTEM CUHTBIBAHUS JBYMEPHOTO LUTPHX-KOJa CO BTOPHYHOI
ynakoBKH (KOpOOKH) u3aenus, 160 BBeANUTE LIH(PhI LITPHX-KOJA BPYUHYIO.

Jlna coxpaHeHHs RaHHBIX o Habope, Haxxmute kHonky ITPHMEHHTH (B cnyyae Heo6XOOMMOCTH
NPOJO/KHTL paboTy B JaHHOM OoKHe) WM KHONKY /' OTOBQO (ans coxpaHeHHs JaHHBIX U 3aKPBITHA OKHa).

[Ipn HeoOXOAMMOCTH, BO3MOXHO BHECEHHE JMaHHBIX O HECKOJbKHX cepusxX (notax) Habopa
«Kanubpatopst MagnoLLIA CA 125».

5.2.2. 3arpy3ute wtaTHB ¢ HabGopoM KaiuGpaTopoB Ha GOpPT aHaIM3aTOpa, CUMTAlTE IITPUX-KOABI C
¢1akoHOB 3arpyxeHHoro mratuBa nyreM Haxatus kHonku CHUTATD IUTPUX-KObI unu unentudukanuen
($1aKOHOB BPYYHYIO.

5.2.3. BHecute KanuMOpoBKY B CIHCOK 3ajJa4, KOTOpble HO/KHBI ObIThb BBINIOJHEHbI B JaHHOH
aHAJIMTHYECKOI CECCHH.

s aroro nepetiaure B MeHio O5PA3L[bBI.

B neBoit wactu 3xpaHa Boibepure kHonky JOBABHUTH KAJIUBPOBKY.

B neBoM BepXHeM yrily OTKpBIBLIErocs OKHa GyieT 0ToGpaskeH CIHCOK TECTOB, Ul KOTOPBIX MOXET OBITh
BbINMONMHEHa kaubposka. BeibepuTe U3 npenoxeHHOro cnyucka Heo6XxoMMbIi TECT.

B npaBoM BepxHeM yriy OyayT mokasaHbl FOTOBBIE K 3amycKy cepuH (10Tel) Habopa «Kanubparopsl
MagnoLIA CA 125». U3 npexacraBnesHoro cnucka BoibepuTe HEOOXOAHMYIO CEPHIO (JI0T) (HECKOJIBKO FOTOBBIX
cepuit (JlotoB) Oyaer oToGpaxkaThcsi B JaHHOM CIIUCKe, eciH Ha 60pT npubopa Obl10 3arpyeHO HECKOJILKO
cepuit (JJoTOB) KaTMOPOBOYHEIX HAOOPOB VI OHOTO TECTA).

Ilns nobGasnenus BeIOpaHHOH KaIMOPOBKM K CIHMCKY 3afay Haxxmute kHonky JOBABHTD (B cnyvae
HeoOXOAMMOCTH NPOJO/DKHTL paboTy B HaHHOM oOkHe) MM kHonky J'OTOBO (ans cOXpaHEHHS JAHHBIX H
3aKpbITUS OKHA).

5.2.4. 3anycTHTe AHAIMTHYECKYIO CECCHIO aBTOMaTHueckoro aHanusatopa «MagnoLIA» cornacho
PYKOBOACTBY 110 3KCIUTyaTallHH.

5.2.5. IporpamMma nmpuGopa MO3BONIAET aBTOMATHYECKH BBIMONHUTL BCE CTAAMH aHalIM3a 11 Habopa
«MagnoLIA CA 125» 6e3 BMemaTensCcTBa MOIb30BATENS.

5.3. PesyabTaThl

Mo oxoHuYaHHK aHAITHTHYECKOI ceccuH nepeliaute B MeHio KA/THBPOBKA.

B neBo#t yacTu 3xpaHa BbiGepuTe HEOOXOMUMBIH TECT U3 NPEAJIOKEHHOrO CIHUCKA.

3artem B BepXHeil paBoii YacTH KpaHa BrIOEpHTE HEOOXOAUMYIO CepHIO (JIOT) KaHOpoBoyHOro Habopa
JU1S 1aHHOTO TecTa.

Huxe 6ynet orobpaxeHa HHpopmManus o BoiopaHHOH KanuOpoBke:

- Ne no nopsaaky;

- BAIHAHOCTH BbIOPaHHO# KanHOPOBKH;

- laTa NpOBEICHUSA aHAJIH3a;

- 3HaYeHHEe aHATHTHYEeCKoro curuana s Kanmubparopa 1;

- 3HaYEHHE aHATUTHYECKoro curHana s Kannbparopa 4.

Jina nonyuenus Gonee noapoGHo#t uHbopMauumu o BbiOpaHHOH KanMOpoOBKe, HaXMHTE KHOIKY
KAJTHBPOBOYHAA KPUBAA.

B orxpeiBeMcs okHe 6yaeT oTofpakeHa paclIMpeHHas HHpoOpMaLHs 0 KUTHOPOBKe:
- coob1IeHne 00 YCTEITHOM 3aBepLICHHH KanTHOPOBKH;
- JaTta KaTMOpOBKH;

6
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ambpatopst MagnoLLIA CA 125»

/ = CPOK TOOJHOCTH xannﬁpom(n;

! - uHdopmManus o katubpoBouHoM Habope (TecT, cepus (y0oT), HoMep HabGopa (No), cpok roaHOCTH
/uaGopa); .
/ - 3Ha4YE€HHE AaHATUTHYECKOro curiana juis Kanubparopa 1;
- 3HA4YEHHUE AaHATUTHYECKOro curHana juis Kanubparopa 4;
/ - 3HaYeHHe KoHUeHTpauuu A Kaninbparopa 2;

- 3HaYeHHe KoHUeHTpauuu ana Kanubparopa 3.

- rpadMK ¢ HaHECEHHBIMM KanTHOpOBOYHBIMH KpUBLIMH. CHHUM NYHKTHpOM 0603Ha4aeTcs pedepeHcHas
kanubpoBoYHas KpHBas, 3aKOJHUpOBaHHAs B NMaMATH NpHOOpa; 3eneHOH CIUIOIHONW JIMHUEH — MOCTPOCHHas
KaIMOpOBOYHasA KpHBasi, TOYKH Ha KOTOPOI COOTBETCTBYIOT KOHIeHTpauuu anTtureHa CA 125 B Kanubparope 2
u KanuGparope 3.

6. TPAHCIIOPTUPOBAHUE U XPAHEHHUE

6.1. TpancnoprupoBanue HaboOpOB clieyeT NMPOM3BOAMTL BCEMH BHJIAaMH KpPBITOrO TPaHCMNOPTa MpH
Temmnepatype ot + 2 no + 8 °C.

6.2. TpaHcnopTHpoBaHue H3genuii npu TeMnepatrype ot + 2 go + 8 °C A0/MKHO NMPOU3BOIMTHCH B
€MKOCTAX MAM TNpH TOMOUIM XOJOAWIBHBIX YCTaHOBOK, OOecledHBalOIIMX pPErjJaMEeHTHPOBAHHBIN
TEMIIEpaTYPHBIH PEXHM.

6.3. lonyckaeTcs TpaHCNOPTHPOBaHHe HabopoB npu TeMnepatype 1o + 25 °C He 6onee 15 cyTok, B TOM
yucne npu teMmnepatrype +37 °C He Gosee 1 cyTok.

6.4. Habopbl, TpaHCIOpPTHpPOBaHHbIE C HapylIEHHEM TEMIEPaTypHOro peXHMa, NPHMEHEHHIO He
nojJiexar.

6.5. Cpox roqHocTi Habopos — 18 MecsLeB OT JaTbl MPOH3BOACTBA.

6.6. XpaHeHHe HaGOpOB [OKHO IPOBOAMTHECA B YNAKOBKE IMPEANPHATHA-H3TOTOBHTENA TpPH
Temmneparype oT + 2 o + 8 °C B TeueHHe BCEro Cpoka roqHOCTH B XOJIOAHJIBHBIX KaMEpaX HIIH B XOJIOAHIbHHKAX,
ofecreynBalOIMX perlaMeHTHPOBAHHBIN TeMNEPaTYPHBIR PEXHM.

6.7. Habopbl ¢ HCTEKIIUM CPOKOM FOJJHOCTH ITPHUMEHEHHIO HE NMOJIEXKAT.

6.8. [Ipn apo6HOM HCMONB3OBAaHHH KOMIIOHEHTBHI Habopa XpaHATCA B YMAaKOBKE TNpEeANPUATHS-
M3TOTOBHTENS B BEPTHKAILHOM MOJIOXKEHUM NpH TeMnepatype oT + 2 1o + 8 °C B X0J0AH/IBHBIX KaMepax Ui B
XOJIOMHIILHHKAX, 00ECMeYHBaIOLINX PerIaMEHTUPOBAHHLIH TEMIIEpaTyPHBIH PeXHM, B TeUeHHE 6 MeCALEB €O
JIHS BCKPLITHS TIEPBUYHOlM ynakoBkH. KOMNOHEHTHI He IOMKHBI HAXOANTHCS Ha 60opTy npubopa Gosee 3 yacos,
CyMMapHo B aecsaTH ceccusx. [Tocne ucnonszoBanus ¢pnakoHbs! HEOOXOAUMO HEMEIEHHO 3aKPhITh KPBILIKaMH U
o0ecne4yuTh periaMeHTHPOBaHHbBIA PEXHM XPaHEHHS.

7. TAPAHTUHHBIE OBSI3ATEJIbCTBA
TapanTHitHBIA CpoK rogHocTH HaGopa 18 MecsueB oT aaThl npou3sBoAcTa. Habop mpennasHauen ans
OJHOKPATHOTO MPUMEHEHHS U He NOJUICKHT PEMOHTY H 00CTyXHBaHHIO.

8. BE3OIIACHAS YTHUIN3ALIUSA

[Ipu wucnonb3oBaHuH HaGopa o6pa3yloTcs oTXomel kinaccoB A d b, KkoTopele yTHIH3MpYIOTCA
B cootBeTcTBHH ¢ CanlluH 2.1.3684-21 u MY 287-113 (Tabnuua 2).
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iﬂuﬁpampm MagnoL]A CA 125»

~ Tabsnuua 2
' Knacc
‘ / OTtxonp!
OMacHOCTH
Bropuunas nnoBas
‘ P (rpy ) Kopo6xa u3 MOHOKapTOHa
/ yTIaKOBKa OTxoas!
OKcIyaTalHOHHas HHcTpykuus no npuMeHEHHIO Knacca A
JOKYMEHTalus [Tacnopr
Bce xoMnoHeHTs Habopa, KOHTPOJILHBIE MaTepHAJTbI,
PacxoaHbIE MaTepHANIbI U peareHThl, KOTOpble
Jpyrue KOMNOHEHTBI
KOHTaKTHpOBaJIK ¢ oOpa3iiaMu BO BpeMs 06paboTkH, OTxombl
XpaHEHHs WK aHaIu3a maccg B
[lepBuunas ynakoBka ®nakoHbl, COAEepKaBILHE pacTBOPbI KanubpaTopos
He ucnons3zoBanHbIe
KOMITOHEHTbI C HCTEKILINM ®nakoHsl, cofiepiKallie pacTBOphI KaubpaTopos
CPOKOM FOAHOCTH

9. THOOPMAILIMA O ITIPON3BOJAUTEJIE

[To Bonpocam kauectBa MU «Ha6op pearentoB ans kanmubposku «Kanubparopet MagnoLIA CA 125»,
no TY 21.20.23-631-98539446-2022» o6pamatecs B OO0 «Komnanus Ankop buo» mo aapecy: 192148, r.
Cankr-ITetep6ypr, XenesHoaopoxHsiii npocnexT, 1. 40, 1uT. A, Ten/dakc: 8(812) 677-8779, renedon «ropaueh
avnun»: 8-800-234-37-79.

10. CUMBOJIbI, UCITOJIb3YEMBIE HA 3THKETKAX

MeaunuHckoe u3zenue 1d

COIICP)KHMOI'O ROCTATOYHO 1A

IMArHOCTHKH in vitro

IMPOBECACHHA N TECTOB

Homep no karasnory

OcTtopoxHo!

Kona naptuu (Homep cepun)

HUcnonas3oBarh A0

HUsrotoBuTens

[Tpenen TeMneparypsl

JlaTa H3roToB/IeHUS

8P| K1 [>| <

Bronornyeckuit puck

BRI EEE

OObpaTHTeCh K HHCTPYKIIMH IO
NPUMEHEHHIO

8
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NPOWNUTONPOHYMEPOBAHO, CK] NNEHO MeYaTbio
(_ )yaumct: A
reHepanbHbI [UpeKTop

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



00O «KomnaHusa Ankop bro»
r. CaHkT-IeTepbypr, XKenesHoaopoXKHbIN Np., 4. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACITTIOPT Ne EO04

Habop peareHTOB ana Kannbposkn «Kannopatopbl MagnoLIA CA 125,
no TY 21.20.23-631-98539446-2022

Kat. Ne 1210101 Cepua Ne EO04  dopmmpoBaHue Ne 1 Konmyectso 100 L.

. HoMmuHanbHoe CooTBeTCcTBUE
HanmeHoBaHMe BHewHUN BUA U Cepus
3HauyeHue, KomnnekTayms KOHTPOIMPYEMOTr0
peareHTa (hopma BbInycka peareHTa
Ea/mn napameTpa
CocTtaB Habopa
Kanné6patop 1 0 (015(*)3;1) E004 COOTBETCTBYET
Mpo3payHble 1’qon
Kannbparop 2 U MYTHbIE 400 (0,25 M'n) E004 COOTBETCTBYET
XUAKOCTU OT ’ on
Kannébpatop 3  6ecuBeTHOro go 1000 (© 125 IV'IJ'I) E004 COOTBETCTBYET
XKeNToro yseta ’l on
' E004 COOTBETCTBYET
Kannbparop 4 2000 (0.5 wn) y
MacnopTt 1 WT.
WNHCTpYKLMA NO NPUMEHEHMNIO 1 WT. -

MapameTpbl KOHTPO/IS KayecTBa

HanmMmeHoBaHMe KOHTPOIMPYEMOTO 3HayeHNe KOHTpompye-

Hopma N
napamertpa MOro napametpa
AHaNUTUYECKNIA curHan
Kannbpatopa 4, OTH. CBeT, efl., He 200 000 COOTBETCTBYET
MeHee
COOTHOLUEHME aHA/IMTUYECKNX Bi < B2 < B3 < Ba COOTBETCTBYET

CUTHaNoB KanmbpaTopos
OTKNOHEHWE KOHLEeHTpauuu
Kanub6patopa 2 n Kanubpatopa 3 o1 + 15 COOTBETCTBYET
HOMWHaNbHOIO 3HAYEHUA, NMPOLEHT

®nakoHbl 3 MJ1 M3 MPO3PAYHOro
CTek/a (C 3aBUHYMBAKOLLMMUCS
KpblLKamMn). DTUKETKN U3 NIEHTbI
KNneeBol Ha 6yMa)KHO OCHOBe

YnakoBKa 1 MapKnMpoBKa COOTBETCTBYET

*[laHHble aTTecTaLun Npy COBMECTHOM ncnosb3osaHum ¢ MU «MagnoLIA CA 125», cepus Ne EQO4.
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MacnopT BblgaH «23» aBrycrta 2022 r.

CpoK rogHocTn Habopa ao «23» aBrycrta 2023 r.

Ycnosua xpaHeHus +2,..+8 °C

Ycnosus TpaHcnopTupoBaHus +2,..+8 °C. [lonyckaeTca TpaHCNopTUpoBaHue Habopa npu Temnepartype
o +25 °C He 6onee 15 cyTOK, B TOM yucne npu temnepatype +37 °C He 6onee 1cyTokK

TONbKO Anda gNATHOCTUKW IN VITRO

[ns npogeccnoHabHOIo NPUMEHeHNS

Habop cooTBeTCcTBYET

TY 21.20.23-631-98539446-2022

PY Ne

BoinonHun AyweHbknHa A.l. Mposepun Kasap
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00O «KomnaHua Ankop bro»
r. CaHKT-eTepbypr, XXenesHoaopoXKHbIW Np., 4. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACITIOPT Ne EO005

Habop peareHToB Ans Kannoposkn «Kanunépartopbl MagnoLIA CA 125»,
no TY 21.20.23-631-98539446-2022

Kart. Ne 1210101 Cepus Ne EO05 PopmuposaHmne Ne 1 Konmyectso 100 L.

o HomMmuHansHoe CooTtBeTCcTBME
HanmeHoBaHMe BHelwHWA BUA U Cepus
3HaueHwue, KomnnekTtauns KOHTPO/IMpPYyemMoro
peareHta (hopMa BbInyckKa peareHTa
Ea/mn napametpa
CocTtaB Habopa
Kanunbpatop 1 0 (015(103;1) E005 COOTBETCTBYET
Mpo3payHble 1 on
Kanunbparop 2 NN MYTHble 400 (0,25 IV'I}'I) E005 COOTBETCTBYET
XNAKOCTK OT ' on
Kann6patop 3  6ecuBeTHOro o 1000 © 125 Mn) E005 COOTBETCTBYET
XeNnToro uBseta ’1 on
) COOTBETCTBYET
Kanné6patop 4 2000 (0.5 mn) E005 y
MacnopT 1 WT.
WHCTpYKUMA NO NPUMEHEHNIO 1 LWT. : -

MapameTpbl KOHTPOS KayecTBa

HavmMeHOBaHMe KOHTPOIMPYEMOFO 3HauyeHne KOHTponmpye-

napametpa Hopwa MOro napamerpa*
AHaNNTUYeCKWUA CUrHan
Kann6partopa 4, OTH. CBeT, ef., He 200 000 COOTBETCTBYeT
MeHee
COOTHOLLEHMNE aHANUTUYECKNX Bi < B2 < B3 < Ba CooTBETCTRYET

CUTHanoB Kannbpatopos
OTK/IOHEHME KOHLEeHTpayuu
Kannb6patopa 2 n Kannbpatopa 3 oT + 15 COOTBETCTBYET
HOMWHaNbHOTO 3HaYeHUS, NPOLEHT

®nakoHbl 3 M1 U3 NPO3PAYHOro
cTekna (C 3aBUHYMBAKOLLLUMUCS
KpblLLUKamK). QTUKETKN U3 NEHTI
KneeBol Ha 6yMaXKHO OCHOBe

YnakoBKa U MapKuUpoBKa COOTBETCTBYET

m"/[laHHble aTTecTaymy npyv COBMECTHOM mcnonsb3osaHunm ¢ MU «MagnoLIA CA 125», cepua Ne E00S.
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[Macnopr BEiRaH «25» aBrycra 2022 1.

Cpox roanocT Habopa 1o «25» deppana 2024 r.

Yenosua xpaHesua +2...+8 °C

Yenosna Tpascniopraposanus +2...+8 °C. Jlonyckaercs TpaHCIOPTRpOBaHKE Habopa NpH TeMnepatype
no +25 °C ne 6onee 15 cyTok, B ToM uucne npu TeMnepatype +37 °C He Gonee 1 cyTok

TOJIBKO JUIs1 TUATHOCTUKH IN VITRO

Jina npodeccroBaNILHOIO MpUMEHEHHS -

HaGop cooTBeTcTRYET

TV 21.20.23-631-98539446-2022

PY Ne

Bemonnun Rymwenskuna Al IMpoeepun Kasap
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OO0 «KomnaHua Ankop bro»
r. CaHkT-IeTepbypr, YKenesHogopoXKHbIW np., 4. 40, uT. A
TenedoH/dakc: (812) 677-87-79

MACITIOPT Ne E004
Habop peareHToB 4191 Kannoposkn «Kanmnbpatopbl MagnoLIA CA 125»,
no TY 21.20.23-631-98539446-2022

KaT. Ne 1210105 Cepua Ne E004 dopmumpoBaHmne Ne 1 Konnyectso 100 L.

o HomunHanbHoe CooTBeTCcTBME
HavmeHoBaHue BHeWHUW BUA U Cepus
3HayeHue, Komnnekrauus KOHTPO/IMpyemoro
peareHTa (hopMma BblnyckKa peareHTa
Ea/mn napameTpa
CocTtaB Habopa
Kannépatop 1 0 (noSO(%nnmn) E004 COOTBETCTBYET
Mpo3payHble 5 c’bn
' COOTBETCTBYET
Kanun6partop 2 NN MYTHbIE 400 (10 0,25 mn) E004 y
XUAKOCTU OT 5 b
Kannb6patop 3  6ecuBeTHOro Ao 1000 (10 0,25 mn) E004 COOTBETCTBYET
XXEenToro useta 5
) COOTBETCTBYET
Kannbpartop 4 2000 (10 0.5 mn) E004 y
Macnopt 1w,
VHCTpYKUMA MO NPUMEHEHUID 1w,

MapameTpbl KOHTPOIS KayecTBa

HavMeHOBaHWe KOHTPOMPYEMOTO 3HaueHne KOHTponupye-

napameTpa Hopwma MOro napameTpa*
AHanNTUYeCKWiA CUrHan
Kannbpartopa 4, OTH. CBeT, efl., He 200 000 COOTBETCTBYeT
MeHee
COOTHOLLEHME aHANIMTUYECKUX Bi < Br < B3 < Ba cooTBETCTBYET
CUrHano0B KannbpaTtopos
OTKNOHEHVE KOHLEeHTpauuu
Kannbépartopa 2 n Kanubpartopa 3 ot + 15 COOTBETCTBYET

HOMMWHANbHOIO 3HAYeHUs, NPOLEHT

®nakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBUHYMBAKOLLLUMUCS

KpbILLUKamMK). TUKETKN U3 NEHTbI
KNeeBoW Ha ByMa)KHO OCHOBE

YnakoBKa U MapKMpOBKa COOTBETCTBYET

m/laHHble aTTecTauum Npu COBMECTHOM ncnonb3oBaHun ¢ M «MagnoLIA CA 125», cepus Ne EQ0A4.

HOnmna

[ eHepanbHbIi A

000*komnaHus A
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TMacnopt BrigaH «23» aBrycra 2022 r.

Cpok roasocTi HaGopa 1o «23» asrycra 2023 r.
Yenosust xpanennus +2...+8 °C

Ycnosus tpancnioprupoBanng +2...48 °C. Jlonyckaercs TpaHcnopTuposaue Habopa npu TeMmepartype
no +25 °C ne Gonee 15 cyTok, B TOM “mcie npH TeMnepatype +37 °C e Gonee 1 cyTok

TOJIBKO JJIs1 TUATHOCTHUKH IN VITRO

Hna npodeccHOHANBHOTO NPUMEHERAA ot

HaGop cooTeeTcTBYET v '/‘C'“—“\”;"c, 1
TY 21.20.23-631-98539446-2022 /s Kornamus N,
PY Ne .

Bemoymmn Jymenskuna AT IMposepun Kasapauobg
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00O «KomnaHua Ankop bro»
r. CaHkT-IeTepbypr, XKenesHogopoXKHbIN Np., 4. 40, uT. A
TeneoH/akc: (812) 677-87-79

MACITTOPT Ne EO05

Habop peareHToB A1 Kanubposku «Kannopatopbl MagnoLIA CA 125,
no TY 21.20.23-631-98539446-2022

Kat. Noe 1210105 Cepua Ne EO0S dopmmposaHue Ne 1 Konmyectso 100 L.

o HomunHanbHoe CooTtBeTcTBME
HanmeHoBaHMe BHeWwHUN BUA U Cepusa
3HayeHwue, KomnnekTauus KOHTPONNPYyeMOro
peareHTa (hopmMa BbIMyckKa peareHTa
En/mn napametpa
CocTtaB Habopa
Kann6partop 1 0 (noSOCt;nlmn) E005 COOTBETCTBYET
Mpo3payHbie 5 f'bﬂ
' E COOTBETCTBYET
Kanunbépatop 2 NN MyTHblE 400 (N0 0,25 mn) 005 y
XWUAKOCTK OT 5
Kannbpatop 3 ~ 6ecuBeTHOro Ao 1000 (no 0,25.|v|n) E005 COOTBETCTBYET
Xenrtoro uBeTa 5
' COOTBETCTBYET
Kannb6patop 4 2000 (0 05 M) E005 y
MacnopT 1w, -
VHCTPYKUMA MO NPUMEHEHUIO 1wr. -

MapameTpbl KOHTPO/ISE KauyecTBa

HaumeHoBaHVe KOHTPOSIMPYEMOTO 3HauyeHne KOHTponupye-

napameTpa Hopma MOro napameTpa*
AHanNTUYeCcKWii curHan
Kanuépartopa 4, OTH. CBeT, ef., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLEHME aHANNTNYECKNX Bi < Br < B3 < Bs COOTBETCTBYET

CUTHaNoB Kannbépatopos
OTKNOHEHWE KOHLUEHTpaLUm
Kannbpatopa 2 n Kannépatopa 3 ot + 15 COOTBETCTBYET
HOMMWHANbHOTO 3HAYEHWA, NPOLEHT
®nakoHbl 3 M/1 U3 MPO3PaYHOro
cTekna (C 3aBUHYMBaKOLLMMUCA
KpbILWKaMn). STUKETKU U3 NEHTHI
KneeBoi Ha 6yMaXKHOI OCHOBE

YnakoBKa 1 MapKMpoBKa COOTBETCTBYET

*[aHHble aTTECTALMN NPU COBMECTHOM mcnonb3osaHnm ¢ MU «MagnoLIA CA 125», cepus Ne E00S.
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MacnopT BbigaH «25» asrycra 2022 .

Cpok rogHocTn Habopa Ao «25» (eBpana 2024 r.

Ycnosusa xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTuposaHus +2...+8 °C. [lonyckaeTca TpaHCNoOpTMpPOBaHMe Habopa npu Temnepartype
Lo +25 °C He 60onee 15 cyToOK, B TOM 4yucnie npu Temnepatype +37 °C He 6onee 1cyTokK

TONbKO And ANATHOCTUKW 1IN VITRO

[ns npogeccnoHanbHOro NPUMEHEHNA

Habop cooTBeTCTBYET

TY 21,20.23-631-98539446-2022 /'l ] "KomnaHnus
PY Ne /, 0l Ankop Buo"
BoinonHun AyweHbknHa Al MpoBepun KaszapuHoMm
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NpoLnT,0, MPOHYMEPOBAHO, CK] LWIEHO NevaTblo
( ) mc-:
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