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UHCTPYKLMA 10 ITPUMEHEHMIO
MeHIEHCKOro H3AEIHA [UI AHATHOCTHKH in vifro
«Ha6op pearenTos aisn kaau6posxn «KanuGparops MagnoLIA AMI'»,
no TV 21.20.23-671-98539446-2023»

1. HABHAYEHHME

1.1. «Habop pearentos mns xamGposkn «KamGparopst MagnoLIA AMI'», mo TV 21 20.23-671-
98539446-2023» (nanee «KammGparops: MagnoLIA AMI'») npeanasaten Wit Kanubposka (YCTAROBICHHA
pedepeHTHBIX 3HauCHAN) aHANH3A IPH KONIMYSCTBEHHOM ONPE/ICIEHAN aHTUMIOIICPORA rOpMOHa (manee AMI)
B CHIBODOTKS U Ila3Me KPOBH (JHTHEBad COMb remapuHa)' ueNoBeKa METOXOM XEMHITIOMHHECUEHTHOTO
MMMYHOQHANN3a HA N&PaMarHHTHRIX MHKPOYaCTHIaX C HCHOJNb30BAHACM ABTOMATHYECKOro aHATH3aTopa
«MagnoLIA».

Habop «Kamubparopst MagnoLIA AMI™» npumeHseTca COBMECTHO ¢ METHIIHHCKUMH H3ACTHAMH (manee
MH) «MagnoLIA AMI'» & «Kontpomu MagnoLIA AMI'».

1.2. Kanu6poska npu ncnonssosanuk MU «KamiGpatopst MagnoL.IA AMI™» fomKHa BEMONHATECH JUIA
Kaxaoroe KapTpumka «MagnoLIA AMI'» B cieayIounx cydadx:

- IIPH 3anycKe CecCHM Ha ananu3aTope «Magnol.IA» ¢ UCTIONBE30BARNEM KAPTPHAKA «MagnoLIA AMI',
KanuOpoBKa KOTOPOI'o paHee HE NMPOBOAHIACK;

- ofHH pa3 B 7 auelt Jyu kaxaoro kapTpuaka «MagnoLIA AMI™;

- TIpY 3anycke CECCHH Ha anann3arope «MagnoLIA» ¢ ACIOE30BaHHEM KapTpH/Dka «MagnoLIA AMTI'»,
KaTEGPOBKA KOTOPOTO PocpoyeHa (0T MOMEHTa NoC/eAHe  KanHGPOBKH IPOIILTO Gonee 7 mueit);

- €C/IH pe3y bTaT ananm3a xots 6s1 oanoro Koutpons u3 nHabopa «KoHTposH MagnoLIA AMI'»? BeixoanT
3a TIPEAEIb! YCTAHORICHHOrO {Uana3oHa.

1.3, OynkunonansHoe Hasnauenne MU «MagnoLIA AMI» mpH COBMECTHOM NPUMEHEHHH C MH
«KamuGpatopst MagnoLIA AMT» wumu «Kontporn MagnoLIA AMI'» — XOJMYECTBEHHOS ONMPEACICHUC
KOHIEHTPALHA AHTHMIOJIEPOBA FOPMOHA B CBIBOPOTKE H NJTa3Me KPOBH JE/IOBEKA NPH OlCHKE TECTHKYNAPHOH
(yHKUHH H OBAPHANLHOIO Pe3epBa NIPH THAPHOCTUKE NATONOTHH PENPOXYKTABHOHN CHCTEMDL.

I KBUBANEHTHOCT: OGPAILOB CHBOPOTXH W MNAIMBI KPOBW YENOBEKA, COACPXKAMICH aHTAKORTYNAHTH {nmTHeBas conb renapHHa),
NOATBEPXAEHA Ha 25 ofpa3uax Kaxaoro BHAA aHTHKOAryNAHTE ¢ PAa3HLIMH KOHLCHTPAlHAMH AMT B ananuie MpH HCNONEIOBAHKHY
nabopa «MagnoL1A AMD».

" 2Habop «KoHTpoau MagnéLlA AMD» npesHasnaqen AAs NOATBEMEACHWA NPABMILHOCTH KONWMECTBEHHOrO AHANMIA AMI =
CHIBODOTKE M TIa3Me KpoBH yenoseka «MagnoLIA AMT'» ha anamiaTope «MagnoLIA».
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1.4. O6nacTb NnpuMeHeHns Habopa - KAMHU4YecKas nabopaTtopHas AMarHOCTMKa.

1.5. Habop npefHa3HayeH TOMbKO ANS AMATFHOCTUKK in Vitro, And nNpoeccuoHanbHOro MpPUMEHEHMNS
NepcoHasioM, WUMEKLWNM KBanM@uUKaun ANS BbINONHEHUS AWArHOCTUYECKUX WCCNeAoBaHMIA in vitro B
pesynbTate CreunanbHOro obpasosaHusa U 06y4yeHus. MccnefoBaHUA MOTYT BbIMOJIHATH CMNELMANUCTbI He
MON0Xe 18 neT ¢ BbICLIMM U CPegHUM MeAULUHCKMM, GUONOrMYecKUM MAn UHbIM obpasosaHunem (Bpady K4,
6uonor, MeANLUHCKNIA TEXHONOT).

WccnepgoBaHns NpoBOAAT B K/AMHUKO-AMArHOCTUYECKUX nabopatopusax, 06/1aCcTHbIX, FOPOACKUX WU
PalOHHbIX, FOCYLaPCTBEHHbIX UM YaCTHbIX 60nbHMUaX U gpyrux JIMY.

1.6. Ha6op «Kanun6patopbl MagnoLIA AMT » He MeeT NPOTUBOMNOKA3aHN K MPUMEHEHWIO.

1.7. Ha6op «Kann6paTtopbl MagnoLIA AMI » npegHa3Ha4yeH ans 06¢cnefoBaHNs BCexX rpynn HaceneHms
n60ro sospacTa 6e3 rpagaymu rno gemorpaguyeckomy nam NonynsuMoHHOMY NpPU3HaKY.

2. XAPAKTEPUCTUKA HABOPA

2.1. MpwuHunn gelicTensa

Hab6op «Kanubpatopbl MagnoLIA AMT» npefcTaBnsieT cO60/ KOMNNEKT U3 YETbIPeX KambpaTopos.

Kannbposka HabopoB «MagnoLIA AMTI » ocyuiecTBnsetca npu mcrnonb3osaHum MU «Kanubpartopsl
MagnoLIA AMTI» no ABYM YCTaHOBOYHbIM W [ABYM MOATBEPXAAKOLWMM TOYKaM W OCHOBaHa Ha MeToAe
KOEeBEHHbIX U3MepeHUin (BOCNPOM3BOAMMAs KOMMOHEHTaMn Habopa BefinuMHa - KOHUeHTpauus AMI, Hr/mn,
HernocpefCcTBEHHO U3MepsieMas BeMYMHA - CUFHaN XEeMUIKOMUHECUEHUWUW, BblpaXeHHbIi B RLUA,
OTHOCUTENbHbIX CBETOBbIX eANHNLAX).

AHanun3 npoBOAUTCA Ha aBTOMaTn4eckom aHanusatope «MagnoLIA» (npoussoantens OO0 «KomnaHus
Ankop Buo», Poccus) B COOTBETCTBUM C MHCTPYKUMeRn K Habopy «MagnoLIA AMI». 3HayeHMs CUTHanoB
XEMWUTIOMUHECLEHUUN B KIOBeTax, cofepxawmx Kanubpatopbl | v 4, NCNONb3YKOTCA B KayeCcTBe OMOPHbIX
(ycTaHOBOYHbIX) TOYeK. C NOMOLLbIO AAHHBIX TOYEeK MPOUCXOAUT KOPPEKTUPOBKa KanmbpoBOYHOro rpaguka,
3aKO4MPOBAHHOIO B NamaTu npubopa. Mo OTKOPPeKTMPOBAHHOMY KanMbpoBOUYHOMY rpaduky onpegensercs
KOHUeHTpauma AMI B AByX nogTeepxjalowmx Kanunbpatopax 2 u 3. COOTHOWEHME KOHLEHTpaLmu,
onpegeneHHoOn NpubOPOM M yKasaHHO B macnopTe Habopa, CNYXWUT KpUTepuem ANS NPUHATUA pe3ynbTarta
KannbpoBKM NporpaMmMHbIM obecrneyeHnem aHanmnsaropa «MagnoLIA». Ha 0CHOBe NMPUHATOrO KafimbpoBOYHOIO
rpayuka paccumTbiBaeTcq KoOHUeHTpauns AMI B aHann3npyembix obpasuax ¥ KOHTPOJIbHbIX MaTepuanax.

2.2. CocTaB Habopa M KOMMIEKT NOCTaBKM

B cocTaB Habopa peareHTOB BXOAAT C/IefyIOLLNE KOMMOHEHTbI:

- KanmbpoBoyHasa npoba Nel Ha OCHOBe BOAHO-CONEBOr0 pacTeopa, He cogepxawas AMI (TouHoe
3HayeHMe KoHUeHTpauun AMI ykasaHO B nacrnopTe M 3aKO4MPOBAHO LUITPUX-KOLOM Ha KopobKe Habopa
peareHTOB). Xugkoctb, 1,0 ma, | nan 5 hrakoHOB™*, B 3aBUCMMOCTM OT BapuaHTa UCNONHeHUs (cM. Tabnuuy 1)
mapkuposaHa «Kanunbpatop |»;

- KannbposoyHaa npoba Ne2 Ha 0CHOBe BOAHO-CONEBOr0 pacTBopa, cogepxauiad AMI (TOYHOe 3HayYeHue
KOHUeHTpaunun AMI B AunanasoHe u3mepeHus oT 0 [0 24 Hr/MN yKa3aHO B MNacnopte U 3aKO4MPOBAHO
LWITPUX-KOLOM Ha Kopobke Habopa peareHToB). XXugkocTb, 0,5 mna, | nam 5 ¢nakoHoB** B 3aBUCUMOCTM OT
BapmaHTa UcrnosiHeHna (cMm. Tabnuuyy 1), mapkupoBaHa «Kanmbpatop 2»;

- KanmbposoyHas npoba X«3 Ha OCHOBe BOAHO-CO/IEBOr0 pacTBopa, cogepxawas AMI (TouHoe 3HaveHue
KOHUeHTpauun AMI B AmanasoHe usmepeHms oT 0 A0 24 Hr/mMi ykasaHO B MNacnopte M 3aKOAMPOBaHO
W TPUX-KOJOM Ha KOpobke Habopa peareHToB). XuakocTb, 0,5 mna, | nam 5 ¢nakoHOB** B 3aBUCUMOCTM OT
BapmaHTa ucrnosHeHumsa (cMm. Tabnuuy 1), mapkupoBaHa «Kanuépatop 3»;

ARelative light units.

“FabapuTHble pasmepbl (pnakoHa (AB): 16,25Mm x 36MM; KpblwkKn (AB): 16,2MMXx 12,5MM.
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- KannbposoyHasa npoba Ne4 Ha OCHOBe BOAHO-CO/IEBOr0 pacTBopa, cogepxawias AMI (TOUHOe 3HayYeHue
KOHueHTpauun AMI B gmanasoHe wusmepeHusa oT O A0 24 Hr/M/ ykKasaHO B MacrnopTe W 3aKo4MpOBaHO
WTPUX-KOAOM Ha Kopobke Habopa peareHToB). XuakocTb, 1,0 mMn, 1 unm 5 (pnakoHOB" B 3aBUCMMOCTU OT
BapmMaHTa UcnofHeHmsa (cMm. Tabnuuy 1), mapkmpoBaHa «Kannbpatop 4».

B KOMNaeKT NnocTaBKy BXOAAT: HA60P peareHToB, MHCTPYKLMA MO MPUMEHEHUIO, NacnoprT.

Kaxablii hnakoH, cogepxawmnin Kanmépatopbl 1u 4, paccumTtaH Ha 10 onpefeneHunii npyM noctaHOBKe B
ay6nmkatax. 3T KanmbpoBOYHbIe NPO6bI NpegHa3HaYvYeHbl AN BOCCTaHOBNEHNS MacTep-KpMBOWM Ha OCHOBaHMWM
HOMWHANO0B, NPUCBOEHHbIX AaHHON cepun (N0TY) KaIMBPOBOYUYHbLIX NPO6 NpPK UX aTTecTauuw.

Kaxgblin hnakoH, cogepxawmii Kanmbpatopsl 2 1 3, paccumTtaH Ha 10 onpefeneHUin npn noctaHOBKe B
MOHONANKaTax. 3TN Kanubpatopbl NpefHa3HaveHbl 415 BaiMaLuy BOCCTAHOBNEHHONW MacTep-KpuBOW.

Tabnuua 1
BapuaHT HasBaHVe KOMMOHEHTaA
NCNONHEHUS, BHewWwHWA BUA KOMNOHEHTA
A Kannépatop 1 Kanubpatop 2 Kamubparop  Kanuoparop

Kat. Ne 3 4

MMpo3payHas unm MyTHas
1590101 )KVIF,)U,KOpCTb oT GeCU,BeyTHOFO L. L. L, Luwr.

(1,0 mn) (0,5 mn) (0,5 mn) (1,0 mn)
[,0 XenToro ugeta
fpospasHas umm MyTHas 5 wr. 5 wr. S WT. S LWrT.

1590105 XWUAKOCTb OT 6ecLBeTHOro

110 XENTOro LBeTa (no 1,0 mn) (no 0,5 mn) (no 0,5 mn) (no 1,0 mn)

2.3. TexHunYeCKUe XapakKTePUCTUKMN

Kannbpatopbl, BXOAALME B COCTaB Habopa, aTTeCTOBaHbl N0 BHYTPEHHeN MeTOAMKe NpeanpuaTus npu
ncnonb3oBaHuy Pabounx ctaHgaptos npegnpuatus (PCI).

TOYHOe 3HayYeHne KOHUeHTpaumm AMT 3aKoANPOBaHO B LUTPUX-KOAeE Ha BTOPMYHOIA yrakoBKe peareHTa.

KomnoHeHTbl Habopa «Kanu6patopbl MagnoLIA AMTI » He ABNAKOTCA KOHTPOSbHbIMW MaTepuanamu
NpaBUIbHOCTU™ N He MOTYT NMPUMEHATLCA AN1A OLEHKN NpaBUIbHOCTU (3HAYEHUA aHAIMTUYECKOro CMeLLeHuNs)
pe3ynbTaToB KAMHUYECKMX NabopaTopHbIX UCCnefoBaHUA.

3. MEPbI MPEAOCTOPOXHOCTMW

3.1. MoTeHUMaNbHbIA PUCK NPUMeEHeHUA Habopa - Knacc 2a (cornacHo [lpukasy MwuHUCTepcTBa
3apaBooxpaHeHnsi PO NedH o1 06.06.2012 r.).

3.2. Bce KOMMOHEHTbI Habopa B UCMOMb3YeMbIX KOHLEHTPALMAX ABMAKOTCA HETOKCUUYHbBIMU.

3.3. MNpw paboTte ¢ Habopom crefyet cobnogare Tpe6osaHua TOCT P 52905-2007 n CaHlunH 3.3686-
21

3.4. fonyckaTb K paboTe ¢ HA60POM TO/IbKO CreLmanbHo 06yYeHHbI nepcoHan.

3.5. Mepes HayanoM paboTbl 03HAKOMUTLCA C UHCTPYKUWEN N NPUMEHATb HA60P CTPOro MO Ha3HAYEHMIO.

3.6. Mpwu paboTe c HaboOpOM cnefyeT MCNO/b30BaTh CMELMaNM3NPOBaHHYIO 0gexay (MeaULUHCKMIA XanaT
WM KOMOMHE30H, LWanoyky) U cpefcTBa MHAMBUAYaNbHOM 3aWMTbl (MacKy, 3alWuTHbIE OYKM, O4HOPa30Bble
pe3nHOBbIe WX NNACTMKOBbIE NepyaTku, paspelleHHble K MPUMeHEHNIO Ha TeppuTopumn P®), T.K. NPpON3BOAHbIE
KpOBW, BXOfAsWMe B COCTaB Habopa, W uccnegyemble 06pasubl ABAAKOTCA NOTEHLUANbHO WMHHPULUPOBAHHbLIM
maTepuanom, cnocobHbIM A/NTENbHOE BPEMSA COXPaHATb W MepefasBaTb BO3OyauTenell pasiniHbIX BUPYCHbIX
NH(EKLNA.

AKOHTPONbHbIA MaTepuan ¢ NPUAMCAHHLIMU (METPONOTUYECKN MPOCAEXEHHbIMU), aTTEeCTOBAaHHbLIMU (MOAYYEHHbIMW B pe3y/bTaTe
CPaBHEHMS C3TaNoOHOM, Kann6paTopoMm), yCTaHOBNEHHbIMU (HA OCHOBE MeX/1abopaTOPHOTr0 KOHCEHCYCa C MPUMEHEHUEM pedepeHTHbIX
METOAWK W3MEepeHWs) 3HAYEHWAMU WCCefyeMblX KOMMOHEHTOB, MpeAHAa3HAYeHHbI AN OLEHKU MpPaBUAbBHOCTM (3HAYeHus
aHaNIMTUYECKOTO CMeLLeHUsA) pe3ybTaToOB KAUHUYECKNX N1abOPaTOPHbIX UCCe40BaHMIA COOTBETCTBYHO L UX KOMMOHEHTOB.
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3.7. BHumaHue! B cocTaB KOMMNOHEHTOB Habopa BXOAAT cOoNsAHaa KMcnoTa B KOHUeHTpauun 0,05 % u
KOHCEPBAHT B KOHUEHTpauun meHee 0,05 %, uTo aBnseTca 6e30nacHbIM A9 YenoBeka. Mpu ncnonb3oBaHUK Mo
Ha3Ha4YeHU0 N CO6MOAEHUN Mep NPeAoCTOPOXHOCTU KOHTAKT C OpPraHM3mMOM YenoBeKa WCK/YeH. [pu
aBapuiiHbIX CUTYaLMAX BO3MOXHO pa3fpaXeHne KOXU 1 CIM3NCTON 060/104KI a3y YyBCTBUTENbHbIX Anl,. Mpu
KOHTaKTe NPOMbITb NOPaXXeHHOe MeCTO BOAOW U 06paTUTLCA 32 MeAULMHCKON NOMOLLbIO.

3.8. Xumunueckas nocyga n 060pyaoBaHue, KOTOpble UCMOMb3YHOTCSA B paboTe ¢ HAGOPOM, A0/MKHbI ObITh
COOTBETCTBYHOLMM 06pa30M MapKMpPOBaHbl Y XPaHUTbLCA OTAE/NbHO.

3.9. Ana 06paboTkn nocyfbl M 060pyAOBaHWA PEKOMeHAyeTCs MCNOMb30BaTb [fe3nHpMLMpYoLme
CpeAcTBa, U3roTOB/IEHHbIE HA OCHOBE TPETUYHbIX aMUHOB, YeTBEPTUYHbLIX aMMOHMEBbLIX coeguHeHunii (HAC) nnm
CNUPTOB Y pa3peLleHHble K MTPUMEHEHUIO Ha TeppuTopumn PP. icnonb3oBaHme Ae3nHPULUPYIOLWMX CPeLCTB Ha
OCHOBE aKTMBHOIO KMCNOPOAa W X/0pa BO3MOXHO /UL HA MPeACTEPUIN3ALMOHHOM 3Tane C NocnefyroLLel
TEPMUYECKON CTepunnsaymen.

3.10. 3anpewjaetca npuem NULM, NCMONb30BAHNE KOCMETUYECKNX CPEACTB U KYPEHUe B NOMELLEHUAX,
npefHasHayeHHbIX 414 paboTbl ¢ HA6opOM.

3.11. Y6wupatb ¥ pAe3nHUUMPOBaTbL pasnuTblie 06pasybl UM KOMMOHEHTbl Habopa, WCMNOMb3yS
Ae3snHpuuupytoLime cpeicTsa B COOTBeTCTBMM MY 287-113.

3.12. YpaniTb Hencnonb30BaHHbIE PeaKkTWBbI Habopa B COOTBETCTBMM C TpeboBaHuaAmMM CaHlMuH
2.1.3684- 21.

3.13. TMMocne wucnonb3oBaHMS BCe KOMMOHEHTblI Habopa, o06pasybl, KOHTPO/bHbIE MaTepuasbl,
pacxofHble maTepuanbl U Apyrue peareHTbl, KOTOPble KOHTaKTUpoBanu c obpasuamu BO BpeMs 06paboTKw,
XpaHeHus unn aHanusa (B TOM 4uCne: MnepyaTku, HAKOHEYHUKM W T.4.) AO/DKHbI cO6UpaTbCA OTAENbHO U
CTEPMNN30BATLCA B aBTOK/aBe C Mocnegyrowei ytunumsaumeidr B COOTBETCTBUM € TpeboBaHuAamM CaHlluH
2.1.3684- 21. BMecTO aBTOK/1IaBMPOBaHMA OTX0Abl MOTYT 6bITb CTEPU/IN30BAHbI Ae3UHDULNPYIOWMM CPeACTBOM,
nocne yTUAn3npoBaHbl B COOTBETCTBUM ¢ TpeboBaHuaMM CaHlMuH 2.1.3684-21.

3.14. He ncnonb3oBaTb HAbOP MO UCTEYEHUW CPOKA FOAHOCTH.

4. OBOPYAOBAHVNE W MATEPUANDBI, HEOBXOAMMBIE ANA TMPOBELEF
AHAJTN3A

- «/AHanM3aTop aBTOMATMYECKUIA UMMYHOXMMUYECKUIA XEMUNKOMUHECUEHTHbIA «MagnoLIA» ¢
npuHagnexHoctamu no CHAB 421457.002 TY («MagnoLI1A») (nponssogutens OO0 «KomnaHusa Ankop Brno»,
Poccus, PY NeP3H 2019/9282);

- «Habop peareHTOB  ANA  KO/NUYECTBEHHOI0  MMMYHOXEMWUKOMWHECLEHTHOIO  OMNpejeneHuns
aHTUMtnnepoBa ropmoHa AMIT «MagnoLIA AMI», no TY 21.20.23-670-98539446-2023» (npon3sBoanTeNb
000 «KomnaHus Ankop buox», Poccus, kat. Ne 1590001, 1590002);

- «Habop peareHToB A/15 KOHTPO/A KayecTBa aHanm3a «KoHTponn MagnoLIA AMI», no TY 21.20.23-
672-98539446-2023» (npoussogutens OO0 «KomnaHua Ankop buo», Poccua, kaT. Ne 1590201, 1590205);

-BoagHo-coneBoOin pacTtBOp [ANA MNPOMbIBKM  peakuMOHHbIX KoBeT MagnoLIA «bydep W1»
(npounssogutens OO0 «KomnaHua Ankop bruo», Poccus, kat. Ne0000405);

- OThenbHble Xanat, Wwano4yka, obyBb M O4HOPa30Bble NepyaTKW, paspelleHHble K NMPUMEHEHUIO Ha
Tepputopun P® (nnm cooteetcTeytowme FOCT P 52239-2004);

Mpu HeobxoammocTun! BoAaHO-CONEBOM pacTBOp ANa pasBedeHUs o6pa3uoB MagnoLIA «AuntoeHT
1» (npounssogutens OO0 «KomnaHua Ankop Buo», Poccus, kat. Ne 0000301 KapTpuaxX mnm kat. Ne 0001001
(hNakoH).
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5. NMPOBEAEHWE NPOLUEAYPbl KANNBPOBKW

OnucaHHass B AaHHOW WHCTPYKUMM MHGMOpMaUMs COLEPXMUT NUWb 06Wue CBeAeHWS O nopsigke
npoBefeHMs Npoueaypbl KanubpoBkM Ha aHanusaTope «MagnoLIA». [na nonyyeHns getanbHoli MHGopMaymm
nepes HayasoMm paboTbl 03HAKOMbTECh C PYKOBOACTBOM MO 3KCNayatauun aHanusartopa «MagnoLIlA».

5.1. MoAroToBKa peareHToB

5.1.1. BkntounTb aBTOMaTn4eckmnii aHannsatop «MagnoLIA» cornacHO pyKoBOACTBY MO 3KCMayaTayuu.

5.1.2. KannbpaTopbl roTOBbl K UCMNONb30BAHUIO.

®1akoHbI ¢ KaninbpaTtopamm HeO6XOANMO BbiAepXKaTb NP KOMHATHON TemnepaType He MeHee 30 MUHYT
[0 Ha4vana aHaIMTUYECKOW Ceccum.

5.1.3. Mepemewatb cogep>xxnmoe piakoHoB, n3berad neHoobpasoBaHUA. OTKPbITb (PIAKOHbI U MONOXKUTb
KPbILW KW NEPEBEPHYTBIMU Ha CYXYH NMOBEPXHOCTb.

5.1.4. Habop «Kanubpatopbl MagnoLIA AMI» pa3mMecTuUTb B LlWITaTMBaxX, MpeAHa3HaYeHHbIX ANA
KanmbpatopoB 1 KOHTPOENA.

5.1.5. Mepep 3arpy3Koi peareHToB, HEOOXOAMMbIX 415 NPOBEAEHMNSA aHann3a, B COOTBETCTBYOLWME 6NOKK
aHann3artopa NPoOBEPUTb BCE PacTBOPbI HA OTCYTCTBME MY3bIPbKOB BO3AYyXa. Y 4annTb Ny3bIpbKW A0 MPOBeAeHNUS
aHanusa fIerkum nokavymMBaHuWeM, He onyckas neHoobpasoBaHus.

5.1.6. Mepep 3arpyskoit kapTpugxa «MagnoLIA AMT » B 6/10K peareHTOB HE06X04MMO NpeaBapuTe/IbHO
y6eaAnTbCsA, UYTO MapaMarHUTHble MUKpPOYacTMLbl HaxXoAATCA B PecycrneHAMpoBaHHOM COCTOAHMM, a cama
CYCMEeH3Ns romoreHHa. Ecnm MukpouacTuubl He pecycneHaupytotcs, HE WCMONb3YWTE HABOP u
obpatnTecb K MeCTHOMY MpeAcTaBUTeNto npoussBoauTend. Ana nonydveHus 6onee nofpoOHON MHGopMaLmm
obpatnTecb K MHCTPYKLMK NO NpUMeHeHNto Habopa «MagnoLIA AMT ».

5.1.7. 3arpy3nTb MOArOTOB/IEHHbIE peareHTbl U MPUHAANEXHOCTU Ha 60pT aHanu3aTopa «MagnoLIA»
COrnacHoO pPyKOBOACTBY MO 3KcCnayaTauuu.

5.1.8. 3arpy3nTb flaHHble 0 peareHTax B NamATb aBTOMaTMUYeCcKoro aHanunsartopa «MagnoLIA» corfacHo
PYKOBOZCTBY MO 3KCMyaTayum.

5.2. Kannbposka

AHanuszatop «MagnoLlA» MOXeT OCyLecTBNATb KanMbpoBKY B OTAENbHO BbIAENEHHON Ceccuu Wu
OLHOBpPEMEHHO C obpasyamu B paMKax OAHOM aHanUTU4YecKol ceccun. MNpoueaypa KannbpoBKY BbINONHAETCA
npexkge MobblX Ha3HaYeHHbIX TECTOB HE3aBMCMMO OT MOMEHTa pa3melleHns Habopa KannbpaTopos Ha 6opTy.

BHUMAHWE!

KomnoHeHTbl Habopa «Kanubpatopbl MagnoLIA AMTI » He LOMKHBI HaxoauMTbCcs Ha 6opTy npubopa
6onee 3 4yacoB, CymMMapHO B [eCATM ceccuaX, HeO6XO4MMO YuMUTbIBaTb 3TO MPU BbINOSIHEHUWU MPOLEAYPbI
KannbpoBKM OAHOBPEMEHHO C 06pasuamMu B paMKax OfHON aHaNUTUUYECKOWN ceccun. PeKOMeHAyeTCa BbIrpyXaTb
WTaTUBbI C KanmbpaTtopamm NO UCTEYEHUN MUHMMANbHOTO BPEMEHW C MOMEHTA 3aBEpPLUEHMA pacKanbliBaHUS
COLEPXUMOro BceX (PIaKOHOB KannbpaTopoB U KOHTPONEN.

Ans npegoTBpalleHns ucnapeHus >XMAKOCTU cpasy nocie UCnonb3oBaHna paakoHbl HEOOXOANMO
3aKpblTb KpblWKaMy B COOTBETCTBUM C UX MApKMPOBKOW, MNOMECTWTb B yNnakKoBKY NpeanpuaTus-
M3rOTOBMWTENSA B BEPTUKAILHOM MONOXKEHUN M 06ECNeYnTb XpaHeHne npyu TemnepaType o/ +2 o + 8 °C
B XONOAMUNbHbIX Kamepax WAXW B  XONOAUNbHMKAX, o0b6ecneymBalOWMX pernameHTUPOBaHHbI
TemnepaTypHbIVi PEXKUM.

5.2.1. Mpu ycTaHOBKe Ha 60PT aHanu3aTopa, ANS KaXXAoW HOBOWM cepumn (noTa) Habopa «Kannbpa
MagnoLIA AMT» Heo6Xx04AMMO NPOBECTM MPOLEAYPY perncrpaunn KkanmbpoBoyHoOro Habopa.

[ns atoro nepeinaute B meHto KAJIMBPOBKA.

B HMXHEN yacTh sKpaHa HaxxmuTe KHonky PETMCTPALNA HABOPOB.

B OTKpbIBLUEMCS OKHEe 3anofIHATE faHHble NYTEM CUUTbIBAHUS 4BYMEPHOrO WTPUX-KOAA CO BTOPUYHON
ynakoBKM (KOpobKu) nsgenns, nubo seeguTe LnMMpbl WTPUX-KOAA BPYUHYIO.
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«Kannbpatopbl MagnoLIA AMTI »

[Ona coxpaHeHMA faHHbIX 0 Habope, Haxmute KHonky MPUMEHWTL (B cnyvyae Heob6XO04MMOCTM
NPOAOMKNTL PaboTy B LJaHHOM OKHe) unu KHonky TOTOBO (15 coOXpaHeHUs AaHHbIX U 3aKPbITUS OKHA).

Mpn Heo6XOAMMOCTU, BO3MOXHO BHECEHME [aHHbIX O HECKONIbKUX cepusax (notax) Habopa
«Kanuopatopbl MagnoLIA AMT »,

5.2.2. 3arpy3uTe wTaTMB C HabOPOM KanmbpaToOpoB Ha 6OPT aHanmM3aTopa, CuMTaliTe LWITPUX-KOAbl C
(hNaKOHOB 3arpy>XeHHOro WTaTMBa NyTeM HaxaTns kHonkn CUNTATDL LUTPUX-KOAbl nnn naeHTugmkaumnen
(h/1aKOHOB BPY4HYIO.

5.2.3. BHecuTe KannbpoBKYy B CMUCOK 3afay, KOTOpble [AO/MKHbI ObiTb BbIMOAHEHbI B [JaHHOM
aHa/IMTUYECKOI ceccum.

[ns atoro nepeingute B MeHio OBPA3LLbI.

B neBoi yactn skpaHa BbloepuTe KHonky JOBABUTH KAJTMBEPOBKY.

B neBOM BepXHEM Yr/y OTKPbIBLUErOCA OKHa OyeT 0TOO6paXKeH CNMUCOK TeCTOB, A4/151 KOTOPbIX MOXET ObITb
BbINOJIHEHA KanMbpoBKa. BbibepuTe 13 NpeasoXXeHHOro cnucka He06XoAMMbINA TecT.

B npaBom BepxHeM yrny OyfyT nokasaHbl FOTOBble K 3anycKy cepumn (n0Tbl) Habopa «KanmbpaTtopsl
MagnoLIA AMT». N3 npefcTaBNeHHOro cnucka Bblbepute HeOOXOANUMYIO ceputo (N10T) (HECKONbKO FOTOBbIX
cepuii (noToB) 6yaeT oTobpaxaTbCA B AaHHOM CMMCKe, ecnv Ha 60pT npubopa 6bl0 3arpy>KeHo HEeckonbKo
cepwuii (NOTOB) KaNMHGPOBOYHbLIX HAOOPOB A8 O4HOIO TECTa).

[Ons po6aBneHns BblOpaHHOW KanMbBpPOBKM K CNUCKY 3afady Haxmute kKHonky JOBABWTL (B cnydvae
HEOO6XOAUMOCTN MPOAO/MKUTL PaboTy B AaHHOM OKHe) unuM KHonky TOTOBO (ansa coxpaHeHus faHHbIX W
3aKpPbITUSA OKHa).

5.2.4. 3anycTuTe aHaNUTWYECKYl CecCcuM0 aBTOMaTMYeCcKoro aHanmsatopa «MagnoLlA» coriacHo
PYKOBOZCTBY MO 3KCNayatauum.

5.2.5. Mporpamma npubopa No3BONSET aBTOMaTMYECKW BbIMONHWUTbL BCe CTaguM aHanumsa gns Habopa
«MagnoLIA AMT » 6e3 BMeLlaTenbCTBa NOb30BaTENA.

5.3. PesynbTathl

Mo OKOHYaHUN aHanMTUYeCKoi ceccun nepeinante B MeHo KAJTMBPOBKA.

B neBoi yacTu akpaHa Bbl6epuTe HEOOXOAMMbIN TECT U3 NPEAN0XKEHHOIO CnuckKa.

3aTeM B BEpXHei NpaBoi 4acTu aKpaHa BbibepnTe HEOOXOANMYIO Cepuio (N10T) KaNMBGPOBOYHOTO Habopa
415 [AHHOTO TecTa.

Hwxe 6yaeT oTobpaxkeHa nH(opmaLms 0 BblbpaHHOW KannbpoBKe:

- Ne no nopsgky;

- Ba/IMAHOCTb BbI6GPaHHON KaIMOPOBKY;

- flaTa NpOoBeAeHNA aHann3a,;

- 3HaYeHne aHanMTUYecKoro curHana gnsa Kanvéparopa 1;

- 3HaYeHMe aHaNMTMYeCKoro curHana ans Kannbparopa 4.

Ona nonydyeHuss 6onee noApo6HOM WHMDOPMaUMM O BbIOPAHHON KanMOPOBKE, HAXMUTE KHOMKY
KANTNBPOBO NHAA KPUBAA.

B oTKpbIBLIEMCA OKHe O6yfeT 0ToO6paXkeHa pacllpeHHas nHpopmMauns 0 KanmopoBKe:

- coobleHne 06 ycnewHOM 3aBepLUEeHUN KaMbpoBKUY;

- laTa KanmbpoBKMu;

- CPOK rO4HOCTY KanmbpoBKU;

- MH(hopMauma o KanmbpoBoYHOM Habope (TecT, cepusi (noT), HoMep Habopa (Ne), CpoK roAHoOCTU
Habopa);

- 3HaYeHMe aHaNMTUYEeCKOoro curHana ana Kannbparopa 1,

- 3HaYeHMe aHaNMTUYeCcKOro curHana ana Kanuépartopa 4;

- 3HayeHue KOHUeHTpauun ans Kanubpartopa 2;
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f «Kanmbparopsl MagnoLIA AMI™»

- 3HaYeHue KoOHUeHTpauuun ana Kanubpartopa 3.

- rpaMK C HAHECEHHbIMW KannbpOBOYHLIMU KPpUBbLIMU. CUHUM NMYHKTUPOM 0603HaYaeTcsa pedepeHcHas
KanmbpoBoyHas Kpueas, 3aKOAMPOBaHHas B NMamAaTW npubopa; 3eN1eHON CNAOWHON NMHMEN - MOCTPOEHHas
KanmbpoBoYyHas KpuBas, TOYKM Ha KOTOPOA COOTBETCTBYKT KOHUeHTpauum AMI B Kanubpatope 2 u
Kanunbpatope 3.

6. TPAHCNOPTNPOBAHWE N XPAHEHWNE

6.1. TpaHcnopTupoBaHue HabopoB criefyeT NMpPOWM3BOAUTL BCEMW BMAAMMW KpPbITOro TpaHcrmopTa npu
TemnepaType ot + 2 go + 8 °C.

6.2. TpaHcnopTupoBaHWe u3genuii npu Temnepatype oT + 2 go + 8 °C [O/MKHO NPOU3BOAUTLCH B
eMKOCTAX WAM  NpU  NOMOWM  XONOLWNbHbLIX YCTAHOBOK, 06ecneyMBalOLMX pernaMeHTUPOBaHHbI
TeMnepaTypHbIA PeXxunm.

6.3. JjonyckaeTcs TpaHCNOpTUPOBaHWe HabopoB Npu TemnepaTtype Ao + 25 °C He 6onee 15 CyTOK, B TOM
ynucne npu Temnepatype +37 ®C He 60nee 1 CyTOK.

6.4. Habopbl, TpaHCMOPTMPOBAHHbIE C HapyLlleHWemM TeMNepaTypHOro pexuma, NPUMEHEHUIO He
nognexar.

6.5. CpoK rogHocTn Habopos - 12 mecsALueB OT AaTbl MPOU3BOACTBA.

6.6. XpaHeHne HabopoB [O/MKHO MNPOBOAWUTHLCS B YMakoBKe MNpPeAnpuUATUS-U3rOTOBUTENA Npu
TemnepaTtype oT + 2 o + 8 °C B TeUeHMe BCEro CpOKa rofHOCTM B XONOL4U/bHbIX KaMepax uUiv B X0N04UNbHUKaX,
obecneymnBaroLW X pernaMeHTUPOBaHHbI TEMMEPATYPHbIA PEXUM.

6.7. Habopbl ¢ NCTEKLINM CPOKOM FOAHOCTU MPUMEHEHUIO HEe MOANeXaT.

6.8. Mpn Opo6HOM WCMONb30BaHUW KOMMOHEHTbI Habopa XpaHATCA B YMNakOBKE MNpefnpuaTus-
N3roTOBUTENS B BEPTUKANIbHOM MOJIOXKEHUN NMpK TeMnepatype oT + 2 4o + 8 ®C B X0/I04U/bHbIX KaMepax uan B
X0N0AWUNbHMKaX, 06ecneymBatoLLMX pernaMeHTMPOBaHHbI TeMnepaTypHbI PeXxum, B TeueHne 1 mecsaua co gHA
BCKPbITUA MEepPBUYHON YNakoBKWM. KOMMOHEHTbI He AOMXKHbl Haxo4uTbCcs Ha 60pTy npubopa 60nee 3 4acos,
CYMMapHO B filecaTun ceccusax. Mocne ncnonb3oBaHns GaakoHbl HEO6X04MMO HEMeAIEHHO 3aKPbITh KPbILKaMn 1
obecneynTb pernamMeHTUPOBAHHbINA PEXUM XpaHEHWS.

7. TAPAHTUMNHBIE OBA3ATE/NILCTBA
FapaHTUIiHbIA CPOK rogHoCcTM Habopa 12 mecsAueB OT gaTbl Npou3BoAcTBa. Habop npefHasHayeH ans
OfHOKPATHOrO MPUMEHEHMNA N HE NOANEXNT PEMOHTY M 06CYXUBAHUIO.

8. BE3OMACHAA YTUNN3ALWNA
Mpn wncnonb3oBaHUM Habopa 06pasyoTca O0TX0Abl KnaccoB A M b, KoTopble yTUAN3MPYHOTCS
B cooTBeTcTBUM ¢ CaHlMuH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

Tabnuua 2
Knacc
OTxopabl
onacHocTu
BTopuyHas (rpynnosas
P (rpy ) Kopo6ka n3 MoHOKapToHa
yrnakoBka OTxogabl
KcnnyarayMoHHas VHCTPYKLMA NO NPUMEHEHUIO Knacca A
JOKyMeHTaLua Macnopt
Bce KoMMOHeHTbI Habopa, KOHTPOJIbHbIE MaTepuarbl,
acxofHble maTepuanbl N peareHTbl, KOTOpbIe
Lpyrve KOMMOHEHTbI P A P P P OT1xofbl
KOHTaKTupoBanu ¢ obpaslamu Bo Bpems 06paboTKu, Knacea

XPaHeHWst UK aHanu3a
MepBrYHas ynakoBKa ®nakoHbl, cofiepXKasLUne pacTBoOpbl KamGpaTopos
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‘«Kannéparopbl MagnoLIA AMI™»

He ncnonb30BaHHbIE
KOMMOHEHTbl C UCTEKL UM dnakoHbl, cogepxalyue pacTBopbl KanubpaTopos
CPOKOM FOAHOCTH

9. NH®POPMALUWNA O MPON3IBOANTENE

Mo Bonpocam KavyectBa MU «Habop peareHToB Ana Kannbposkun «Kanunbpatopsbl MagnoLIA AMTI », no
TY 21.20.23-671-98539446-2023» ob6pawiateca B8 OO0 «Komnanua Ankop brno» no agpecy: 192148, r. CaHKT-
MeTepbypr, >XenesHoaopoOXHbIV npocnekT, A. 40, nuT. A, Ten/dakc: 8(812) 677-8779, TenedoH «ropsyei
NNHNn»: 8-800-234-37-79.

10. CUMBONbI, NCMNONBb3YEMbBIE HA STUKETKAX

IVD
REF

LOT

mJ

era

03

MeguumnHcKoe nsgenve ans V Cofiep>XXMMOro f0CTatouyHo Ans
AMarHoCTMKK in vitro npoBejeHNsa N TeCTOB
Homep no katanory A OcTopoxHo!
Kog naptum (Homep cepun) Wcnonb3oBath A0
N3roToButens Mpenen TemnepaTypsbl
[lata n3rotoeneHus Buonorunyeckuii puck

O6paTnTech K MHCTPYKLUM MO
NMPUMeEHEHNIO

NHCcTpyKuma paspaboTaHa B cooTBeTCcTBMU ¢ TY 21.20.23-671-98539446-2023.
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000 «Komnanua Ankop buo»

r. Cankr-TlerepGypr, XKene3noaopoxusiit np., A. 40, mt. A
Tenedon/paxc: (812) 677-87-79

MMACIIOPT N E003

HaGop pearenToB ana kanubposxn «Kamn6parops: MagnoLIA AMI',
no TV 21.20.23-671-98539446-2023

Kat. Ne 1590101 Cepusa Ne E003 ®opmupopanue Ne 1 Komruectso 100 wr.

Hanmenosanne | Buemmnit Buniu | HomaAnansHoe e P — Cepnx xoi{m::m
peareHTa dopMa BRITyCKa | 3HAYCHHE, HI/MIT pearexsra TapaMeTDa
KoMiiekT NOCTaBKH
Kamua6parop 1 [Tpo3paqHsle 0 1 da. (1,0 M) EQ03 COOTBETCTBYET
Kanubparop 2 HJIH MYTHbGIC 1 1 . (0,5 M) E003 COOTBETCTBYET
KanuGparop 3 Gzénnxocm or 6 1 d. (0,5 mn) E003 COOTBETCTRYET
I{BETHOTO JIO
Kanubparop4 | Lomoro 12 1 dm. (1,0 M) E003 COOTBETCTBYET
ITacaopt 1 mrr. - -
WUBCTPYKIHA MO NPUMEHEHHIO 1 mT. - -
IapaMeTpbl KOHTPOJIA KaUeCcTBA
HaumeHOBaRHE KOHTPONMHPYEMOTO Hopma 3uayeHue KOHTPOJINpYe-
napamMeTpa MOT0 mapaMeTpa*
AHanmuTHYECKNI CUrHAT
KanuGpatopa 4, OTH. CBeT. €A1., He 200 000 COOTBCTCTBYET
MeHee
COOTHOLICHNE AaHATATAYECKHX By <By<B3< B ercTByer
CHFHANOB KanubpaTopoB
OTKROHEHHE KOHIEHTPALHK
Kamu6paropa 2 1 Kamibparopa 3 oT +20 COOTBETCTBYET
HOMHHANHLHOIO 3HAYCHUSA, NPOLIEHT
®naxkoHkEl 3 M U3 BPO3PAuHOro
VnakoBKa M MapKHPOBKa Kgrexna (cn?ﬁ?&?:m:::u COOTBETCTBYET
Kieenoit Ha GyMaxHOH OCHOBE

* laHHbIe ATTECTAUMMA NIPH COBMECTHOM MCTIONE30BaHHK ¢ MY «MagnoLIA AMTI'», cepus Ne E003.
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[ata nsrotosneHuns Habopa «16» mapta 2023 .

Cpok rogHocTtun Habopa fo «16» mapTta 2024 .

Ycnosua xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTMposaHusa +2...+8 °C. [lonyckaeTca TpaHCNopTuposaHue Habopa npu TemnepaType
[0 +25 °C He 6onee 15 cyToK, B TOM yucne npu temnepatype +37 °C He 60nee 1 cyToK

TONMBbKO AnA ANATHOCTUKN 1IN VITRO

[ns npotheccMoHanbHOro NPUMEHeHNS

Habop cooTBeTCTBYET

TY 21.20.23-671-98539446-2023

PY Ne

BoinonHun AyweHbKuHa A.l'.

L
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000 «Kommnanus Ankop buo»
r. Cauxkr-IletepOypr, Xene3Hoa0poxHEIH mp., A. 40, nuT. A
Tenedpon/dakc: (812) 677-87-79

MACIIOPT Ne E004

HaGop pearenros ana kaauGposkn «KaanGparops MagnoLIA AMIN»,
no TY 21.20.23-671-98539446-2023

Kar. Ne 1590101 Cepusa Ne E004 ®@opmuposanne Ne 1 Komuuectso 100 w.

HanmeHosanne | Baemunit unn | HoMruansHOe K Cepus CoorsetcTauie
peareHTa ¢opMa BhIMycKa | 3HaueHHe, HI/MJT oMIIIekTanus peareHTa KOHTPONHPYEMOTO
napaMeTpa
KoMnjieKT noCTaBKH
KanuGparop 1 IIpospaunsie 0 1 . (1,0 aa) E004 COOTBETCTBYET
KanuGparop 2 HJIH MYTHBIC 1 1 pa. (0,5 mn) E004 COOTBETCTBYET
Kanubparop 3 G:tunxoc'm oT 6 1 ¢n. (0.5 M) E004 COOTBETCTBYET
CL(BETHOTO IO
KannGparop4 | . —ro mBeTa 12 1 ¢, (1,0 M) E004 COOTBETCTBYET
ITacnmopt 1 mT. - -
HuacTpyxiing o INpHMEHEHHIO 1 wr. - -
IMapameTpbl KOHTPOJIA KA1eCTBA
HanmeHoBaHNe KORTPOIUPYEMOTO Hopwma 3HaueHuE KOHTPONHpYe-
napamMeTpa P MOro napamerpa*
AHATHTHYECKHH CHrHal
KanuGparopa 4, OTH. CBeT. €11., HE 200 000 COOTBETCTBYET
MCHES
CooTHollleHHe aHATHTHYSCKHX By <B;<B3<Bs COOTRETCTBYET
CHUTrHATOB KrHOpaTopoB
OTKIIOHEHNE KOHUCHTPAIHN
KanuGparopa 2 n Kanubparopa 3 ot =20 COOTBETCTBYET
HOMHUHAIBHOIO 3HAYCHUS, NPOUEHT
DaKOHbI 3 MJI U3 NPO3PAUYHOIoO
YnakoBka ¥ MapKHpOBKa CTEKNA (C SADUHTHBAOIIMHC COOTBETCTBYET
KPHIUKAMH), JTHKETKH U3 JIEHTH
KneeBoii Ha GYMaKHOH OCHOBE

* JlaHHEIe aTTECTAUWH NIPH COBMECTHOM Hcmonb3osannk ¢ MU «MagnoLIA AMTI», cepua Ne E004,
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[ata nsrotosneHmsa Habopa «21» mapta 2023 T.

Cpok rogHocTtun Habopa Ao «21» mapta 2024 r.

Ycnosus xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTuposaHusa +2...+8 °C. [lonyckaeTca TpaHCNOpTUpOBaHUe Habopa npu Temneparype
o +25 °C He 6onee 15 cyToK, B TOM yucne npu temnepatype +37 °C He 60onee 1cyToK

TONIbKO ANA ANATHOCTUKW IN VITRO

[na npogeccnoHanbHOro NpUMeHeHus

Ha6op cooTBeTCTBYET /’/ s \, -
TY 21.20.23-671-98539446-2023 s (e
Py Ne N AN Y
\ | I/‘"“‘(" :'({.:'\) .‘_:”
BbinonHun AyweHbknHa A.T. [Tposepun Ka3apﬁuiosa_ H:Apany" C,,"‘
SNG4
HOIn
|EAAPAHb
000 +OMAVDKNHO» '
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000 «Komnanus Ankop buo»
r. Canxt-IlerepOypr, XKene3HoAOpOXHEIA np., A. 40, muT. A
Tenedpon/daxc: (812) 677-87-79

HACHOPT Ne E003
HaGop pearenToB aias kaauGpoBrn «KaauGparopst MagnoLIA AMD»,

no TV 21.20.23-671-98539446-2023

Kart. Ne 1590105 Cepus Ne E003  Popmuposanue Ne 1 Komuectso 100 .

HaumeHosaHwe | Bremnuii Buau | HomumansHoe Konn Cepus xom;:ro
peareHTa (opMa BRIMyCKa | 3HAMCHHE, HIYMI KTl peareHTa napameTpa
KoMniaexT nocraBkH
KanuGpatop 1| 0 ) (bn;{(nn)o L0 E003 COOTBETCTRYET
fipoapaHEte 5 ¢a. (no0 0,5
Kanu6parop 2 WIN MYTHBEIE 1 'MH) ’ EQO03 COOTBETCTBYET
KHAKOCTH OT 5 ¢n. (m0 0,5
Kanu6parop 3 | Gecusersoro ao 6 i) ’ E003 COOTBETCTBYET
KeJITOro UBETa 5o (@0 1,0
Kanabparop 4 12 ;m) ’ E003 COOTBETCTBYET
ITacnopt 1 1o, - -
WHCTpYKIHE MO NPHMEHEHHUIO 1 T, - -
ITapaMeTpnl KOHTPOJISA Ka4€CTBA
HauMeHOBaHUE KOHTPOIUPYEMOTO Hopwa 3aaueHne KOHTPONHPYE-
napaMeTpa MOro napamerpa*
ARaJuTHYECKHt CUrHan
Kanu6paropa 4, oTH. cBerT. e11., HE 200 000 COOTBETCTBYET
MEHeEe
CooTHolIeHHE AHATHTHYCCKUX B, < By <Bs<By COOTBETCTRYET
CHI'HANOB KamubpaTopos
OTKnOHeHMe KOHLCHTPAHM
Kanu6paropa 2 n Kamu6paropa 3 ot +20 COOTBETCTBYCT
HOMUHATLHOTO 3HAYEHMS, IPOLEHT
®nakoHs1 3 M B3 OPO3PAYHOTO
VaxoBKa 4 MapKHpPOBKa ch“;?n;z?ﬁf:::ﬂ?m COOTBETCTBYET
Kneenoit Ha OyMaxHOH OCHOBE

* JlaHHEIE aTTECTALHAM NPA COBMECTHOM Henonb3osannu ¢ MU «MagnoLIA AMI™, cepus Ne E003.
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[aTa nsrotoneHuns Habopa «16» mapTa 2023 T.

Cpok rogHocTun Habopa Ao «16» mapta 2024 .

Ycnosus xpaHeHus +2...+8 °C

Ycnosusa TpaHcnopTMpoBaHus +2...+8 °C. [lonyckaeTcs TpaHCNopTUpoBaHue Habopa npy TemnepaType
o +25 °C He 6onee 15 cyTok, B TOM yucne npu temnepatype +37 °C He 6onee 1cyTokK

TONbKO AnAd ANATHOCTUKW IN VITRO

[ns npoeccnoHanbHOro NpUMeHeHns

Ha6op cootBetcTBYeT e

TY 21.20.23-671-98539446-2023

PY Ne Ar.yop Buo"
e \ ’AikorBio
BbinonHun AyweHsbkuHa Al Mposepun KasapuHosa H,Ar>rnpany™ /
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000 «Komnauua Anxop buo»

r. Canxt-Tletep6ypr, XKenesnogopoxusiit nip., A. 40, mur. A
Tenedon/paxc: (812) 677-87-79

INACIIOPT N E004

HaGop pearenvos aas kaan6posku «KannGparopst MagnoLIA AMD»,
no TY 21.20.23-671-98539446-2023

Kar. Ne 1590105 Cepusa Ne E004 ®opmuporanue Ne 1 Komugectso 100 mir.

Hanmenopanue | Brenmuii sanu | HomunanbHoe Kommne Cepus Kocnﬁ?ngfy?::m
pearenTa dopma BeIIycKa | 3HAUCHHE, HI/MI Kratis pearcHTa DApaMeTpa
KoMILTEKT NOCTABKH
Kamubparop 1 0 5 (lm;‘g]n)o 1,0 E004 COOTBETCTBYET
Mpospamsie 5 on. (10 0,5
KanuGparop 2 WIH MYTHLIE 1 ;cn) ’ E004 COOTBETCTBYET
MnooTH oF 5 on. (10 0,5
Kanubparop 3 | GecuseTHOro no 6 ‘m) ’ EQ04 COOTBETCTBYET
MEATOTO IBETA Son. (a0 1,0
KamGparop 4 12 .M;;o ’ E004 COOTBETCTBYET
Tlacropt 1 mt, - -
HHCTPYKLMA 1O IPUMEHSHHIO 1wt - -
IMapameTpbl KOHTPOJIA Ka4eCTBA
HauMeHnoBaHWE KOHTPOIHPYEMOTO Hobwma 3HaueHAE KOHTPOIHpYe-
napaMeTpa P MOro mapamerpa*
AHIMTHYCCKHY CHIrHAN
Kanu6paropa 4, OTH. CBET. €11, HE 200 000 COOTBETCTBYET
MeHee
CoOOTHOLUCHNE AHATHTHYECKHX B,<B2<B3<Bs TBYeT
CHIHAJIOB KanuOpaTopos COOTRETC
OTKIOHEHHE KOHLICHTpalH
KanuGpartopa 2 u KanuGparopa 3 or + 20 COOTBETCTBYET
HOMHMHAIBHOIO 3HAYCHNA, TPOLEHT
@1aKoHKl 3 MJI 3 IIPO3PAYHOTO
cTekia (C 3aBHHYHBAIOMMMHCH
VYIaKOBKa H MAPKUPOBKA KpLIIKaMH). DTHKETKH W3 TEHTE COOTBETCTBYET
KneeBoit Ka SymMakHo#t OCHOBE

* JlaHHBIE ATTCCTAIIHN NPH COBMECTHOM Hemons3oBannA ¢ MU «MagnoLIA AMI'», cepus Ne E004.
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f [aTa n3rotosneHns Habopa «21» mapTa 2023 T.
CpokK rogHocTun Habopa Ao «21» mapta 2024 r.
Ycnosusa xpaHeHusa +2...+8 °C
Ycnosusa TpaHcnopTuposaHus +2...+8 °C. [lonyckaeTca TpaHCNopTUpoBaHue Habopa npu TemnepaType
[0 +25 °C He 6onee 15 cyToK, B TOM unucne npu temnepatype +37 °C He 6onee 1cyTokK
TONbKO ANnA ANATHOCTUKW IN VITRO
[na npotheccroHanbHOro NPUMeHeHs
Ha6op cooTBETCTBYET =
TY 21.20.23-671-98539446-2023 ol

o/ KomnaHuayY”"A
PY Ne Nr.kop bno" W
"AlkorBio
BbinonHun AylweHsknHa A.T. Mposepnn KasapnHowH.AoTtpany*
04+
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NpoWwunTo POHYMEPOBAHO, CKPEM/IEHO MeuaThbio
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