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1. HAJHAYEHHE

1.1. «Ha6op pearenTon s kamubposku «Kanubparopst MagnoLIA oGwpmit [ICA», no TY 21.20.23-613-
98539446-2022» (manee «KamuGparopst MagnoLIA ofumit I[ICA») npennasHaueH A KanuGpOBKM
(ycTaHOBNeHHS pedepeHTHHIX 3HAYEHMit) aHANMM3a MPH KOMHMYSCTBCHHOM OMpeAeNcHMH ofLIero mpocTar-
cneunugeckoro anturera (aanee [ICA) B coiBOpoTke B MnasMe KpoBH (JINTHEBas COJMb NeNapHHA, KajiMeBas
conb DATA (K29ATA, KiDITA))' venoseka METOROM XEMHIIOMHAHECHEHTHOrO HMMMYHOaHalu3a Ha
MapaMarHUTHBIX MHKPOYACTHALAX ¢ ACTIONb30BAHHEM aBTOMATHMNEckoro aHanu3aTopa «MagnoL1Ay.

Ha6op «Kanu6parops: MagnoLIA o6muii [TCA » npHMEHACTCA COBMECTHO ¢ MEAMIIMHCKUMH H3ICIMAMH
(manee MU) «MagnoLIA o6mpuii [TCA» u «Konrpom MagnoLIA o6ummit TICA».

1.2, KanuGposka npu wucnonssosanmn MU «KamGparoput MagnoLIA obmmit [ICA» aomkua
BEIIOJHATHCA A KaxXIoro kapTpumka «MagnoLIA o6mumii [ICA» B cnefylomux cayyasx:

- IPH 3a11yCKe CECCHN Ha aHanusarope «MagnoLIA» ¢ ncnone3oBanueM kapTpuiika «MagnoLIA obuai
[ICA», xanubpoBKa KOTOPOTO paHee HE NTPOBOANIACD;

- ofMH pa3 B 7 mHel ana kaxzaoro kaprpumka «MagnoLIA obmwii [ICA»;

- NIPH 3aMycKe CecCHA Ha arann3arope «MagnoLIA» ¢ mcnons3oBaHueM kapTpumxa «MagnoLIA o6muii
TICA», kaa6poBKa KOTOpOro MpocpotieHa (OT MOMEHTA noclieHel kanubposki npomuio Sonee 7 aAneit);

- €CIIA PE3YNBTAT aHANM3a XOTA 651 oaRoro KorTpons u3 nabopa «Kontponn MagnoLIA o6mmii [ICA»?
BBIXOZHT 32 NIPeAEIH YCTAHOBACHHOTO JHANA30Ha.

UIXBUBANEHTHOCT: OGPAILIOB CHIBOPOTKM M TUIA3MbBi KPOBH YENOBEKA, coAepxkauiell aHTUKOAryNAHTH (MTHEBAA COMb TenapHua,
xannesan cons DATA (K:9ATA, K:DAATA)), noarsepknaena Ha 25 obpasiuax KakAOro BRAA SHTHKOATYJSHTA C PasHbIMH
xoHuenTpawamu [ICA p ananuse npy HcnonkioBaHRK HaGopa «MagnoLIA oGuii TICA».,

2Habop «Kontponn MagnoLIA ofwm#t [TCA» npeaxassayer 1K NOATBEPAACHHA NPABHALHOCTH KONHYECTREHHOrO ananisa [ICA s
CHIBOPOTKE M INa3Me KpoBH wenoseka «MagnoLIA o6uwmii [ICA» Ha ananusatope «MagnoLIA».

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKWX H3ENHIA
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1.3. OynkuuonanbHoe HasHaueHne MU «MagnoLIA o6wnit [ICA» npu coBMeCTHOM npuMeHeHHH ¢ MU
Kann6patopel MagnoLIA o6mwmit TICA» w/unn «Koutponu MagnoLIA o6umit TICA» — KonuuecTBEHHOE
npeaeneHne KOHUEHTpaluu obuiero npocrar-cneHgpuyecKoro aHTUreHa Npu JAHarHOCTHKE H MOHHUTODHHIE

saboseBaHu MpeacTaTenbHOMN XKeNe3bl.

1.4. Obnacts npuMeHeHns Habopa — KIIMHHYecKas TabopaTopHas JMarHOCTHKA.

1.5. Habop npeaHasHayeH TOJBKO JUIA AMArHOCTHKM in vitro, ans npodecCHOHaNLHOrO NMpUMEHEHHs
NEPCOHAIOM, HMMEIOIIMM KBAIHGHUKALHMIO A BHIMOJHEHHWA IMAarHOCTHYECKHX MCCNIEOBaHUHR in vitro B
pe3yabTaTe cneuHaibHoro obpazoBaHHs M o0y4yeHus. MccnenoBaHHs MOTYT BBINOJNHATH CNELHATHCTBI HE
MoJjioxe 18 JieT ¢ BBICIIMM H CpeJHUM MEIUUMHCKHM, OHONOrH4ecKHM MM HHBIM oOpasoBanuem (Bpau KJI/I,
61onor, MEAMLIMHCKHHA TEXHOJIOT).

Hccnenosanus MpoBOAAT B KIMHHKO-AHArHOCTHYECKHX JabopaTopHAX, 0ONAcTHBIX, FOPOACKHX HIIH
palOHHBIX, FOCYAAapPCTBEHHAIX HIIH YaCTHBIX 6onbHUuUax 1 apyrux JITTY.

1.6. Ha6op «Kaimu6patopst MagnoLIA o6umit [ICA» He HMeeT NPOTHBONOKA3AHHIH K MPUMEHECHHIO.

1.7. HaGop mnpenHa3HaueH 11 oOCiefOBaHHA HaceNeHHS MYXCKOro moja yoGoro Bospacta 6e3
rpajaluy 1o nonyasuHOHHOMY NPH3HAKY.

2. XAPAKTEPUCTHUKA HABOPA

2.1, [Ipunuun geicTBusA

Ha6op «Kambpatopsl MagnoLIA o6umit [ICA» npexacraBnaser cobof KOMIUIEKT H3 YeTBIpEX
Kanub6paropos.

Kanmubpoka HaGopoB «MagnoLIA o6wmit TICA» ocymecTBasercs npu ucnons3oBanun MU
«KannGparoper MagnoLIA o6um#t [ICA» no AByM YCTaHOBOYHBIM M JBYM MOATBEPXKIAIOIIHM TOYKaM H
OCHOBAaHA HAa METOJ€ KOCBEHHBIX H3MepeHHil (BOCNpOM3BOAMMAsA KOMMNOHEHTaMH Habopa BelHYMHA —
KoHUeHTpauus [ICA, Hr/MJ, HENOCPEeACTBEHHO H3MepseMas BElMYMHA — CHCHAl XEMHJIIOMHHECLEHLHH,
BBIpQXXECHHBIN B RLU3, 0THOCHTENILHBIX CBETOBBIX €MHHIIAX).

AHaTH3 NPOBOJAMTCA Ha aBTOMaTH4eCKOM aHanu3atope «MagnoLIA» (npoussoautens OO0 «Komnauus
Anxop Buo», Poccus) B cooTBeTCTBMH ¢ MHHCTpYKUHeit k HaGopy «MagnoLIA o6umit IICA». 3HaueHus CHrHaIOB
XEMHIIOMHHECLIEHIIMH B KIOBeTax, coaepxammx Kamubpatopsl 1 u 4, HCNONB3YIOTCA B KaueCTBE OMOPHBIX
(YCTaHOBOYHBIX) Touek. C NMOMOIIBIO JaHHBIX TOYEK MPOMCXOAMT KOPPEKTHPOBKA kanubpoBoyHoro rpaduxa,
3aKO/IMPOBAHHOrO B mamsTH npubopa. [lo oTKOppeKTHpOBaHHOMY Kann6GpoBouHOMY rpauky onpeaensercs
koHueHTpauus [ICA B 1Byx noarsepxpatoiux KamuGparopax 2 u 3. COOTHOWIECHHE KOHLEHTpALMH,
onpeneneHHoN NpuOOpPoM M ykasaHHOH B macnopte Habopa, CNYXHMT KPMUTEPHEM IUIS NMPHHATHA pe3yiabTara
KaTuGpPOBKH NpOrpaMMHBIM obecriedeneM aHanusaropa «MagnoLIA». Ha ocHoBe IpHHSATOr0 KaTHOpOBOYHOTO
rpaduka paccunTeiBaetcs KoHUueHTpauns IICA B ananu3upyeMbix oOpa3uax ¥ KOHTPOJIBHBIX MaTepHaax.

2.2. CocTaB H KOMIIeKTauus Habopa

B coctas Habopa «Kanu6paropsl MagnoLIA o6muit IICA» BXoasaT cienyrouue KOMNOHEHTBI:

- xanubpoBounas npo6a Nel Ha OCHOBE BOAHO-CONEBOro pacTBopa, He coaepxamas [ICA (TouyHoe
3naueHne KoHueHTpauun IICA ykasaHo B macrnopre M 3aKOAMPOBAHO WITPHX-KOJZOM Ha kopobke HaGopa
pearenToB). XKunkocts, 1,0 Ma, 1 uin 5 ¢naxonos*, B 3aBUCHMOCTH OT BapHaHTa HCONHEHUs (cM. Tabnuwy 1)
MmapkupoBaHa «Kanu6parop 1»;

- kanu6poBouHas npo6a Ne2 Ha OCHOBE BOJHO-COJIEBOro pacTBopa, coaepxaiias [ICA (Tounoe 3HaueHHe
koHuentpauun [ICA B ananasoHe usmepeHus ot O no 100 Hr/mMn ykasaHo B nacmopre M 3aKOAHPOBaHO

3Relative light units.

‘I'aGapuTHble pasmepsi dnakona (JIB): 16,25Mm x 36Mm; kpuiiky (JIB): 16,2mMx12,5MM.
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HX-KOJIOM Ha kopoOke HaGopa pearenToB). XXuaxoctb, 0,5 M1, 1 unu 5 ¢naxonos* B 3aBucuMOCTH OT
HaHTa HCMOJIHEHHUsA (CM. Tabnuny 1), mapkuposana «Kanubparop 2»;

- kanubpoBoyHas npoba Ne3 Ha ocHOBe BOZHO-COJIEBOTO pacTBopa, coaepxaiias [ICA (TouHoe 3HaueHHe
ronueHTpauuu [ICA B nmanasone usmepenus ot 0 go 100 Hr/mMn ykasaHo B nacmopTe M 3aKOAMPOBAHO
NTPHX-KOAOM Ha kopoOke Habopa pearentoB). XXuakocts, 0,5 Ma, 1 unu 5 d)naxonon“ B 3aBHCHMOCTH OT
BapHaHTa HcrosHeHus (cM. Tabauny 1), Mapkuposana «Kanubparop 3»;

- kanubpoBoyHas npoda Ne4 Ha OCHOBE BOJJHO-COJIEBOTO pacTBopa, coaepkauas [ICA (TouHoe 3HaueHue
xonueHTpauuu [1ICA B nuanasone usmepenus ot 0 mo 100 Hr/MyM yka3aHoO B macmopre M 3aKOAHPOBAHO
WITPUX-KOAOM Ha Kopobke Habopa peareHToB). JXuakocts, 1,0 Ma, 1 unan 5 ¢nakonos' B 3aBucuMocTH oT
BapHaHTa ucnonHenus (cM. Tabmuuy 1), MapkupoBana «KanuGparop 4».

Kaxnpiit pnakon, conepxaimuit Kanu6parops! 1 u 4, paccuntan Ha 10 onpenesneHuit npu noctaHoBKe B
Aybauxarax. DTH KaTHOpoBOYHbIE MPOOLI PEAHA3HAYEHBI JUIA BOCCTAHOBIEHHA MacTep-KpHBO# Ha OCHOBaHHH
HOMMHAJIOB, IPUCBOEHHBIX JAHHON CEpUH (J10TY) KATHOPOBOYHBIX NMPOO NpPH HX aTTECTALHH.

Kaxnwiit pnaxon, conepxamuit Kanubparopst 2 u 3, paccunran Ha 10 onpeneseHUi NpH NOCTaHOBKE B
MOHOIUTHKaTax. TH KaMOpaTops! NpeiHa3HAYEHB! JUIS BATHAALIMH BOCCTAHOBJICHHOH MacTep-kpHBoii.

Tabnuua 1
Bapuaut Ha3sBanne koMnoHeHTa
UCTIONHEHUA, | BHemHuA BUA KOMIIOHEHTa Kanu6patop | | Kanu6patop 2 Kanu6parop | Kamubparop
KaT. Ne 3 4
I
1170101 | satacoets ot Gecunensioro ! wr. ! . | wr. I wr.
(1,0 mn) (0,5 mn) (0,5 mm) (1,0 Mn)
JI0 KENTOro 1BETa
1170105 3&11‘21‘2“3? ecmertioro 5 - > LT > . > .
(o 1,0 mn) (no 0,5 mx) (no 0,5 mi) (no 1,0 mn)
JI0 JKENTOro 11BETa

B kommekT nocraBku Habopa «KanuGpatopsi MagnoLIA o6muit I[ICA» Bxoaat: Habop peareHToB,
MHCTPYKUMS 110 NPHMEHEHHIO, NacnopT.

2.3. TexHHUeCKHE XapAKTEPHCTHKH

Kanu6paropsl, Bxoasuue B cocTa Habopa, aTrecToBaHsl 1o MexayHnapoxHoMy cranaapty BO3 no [ICA
(xon NIBSC: 17/100).

Tounoe 3HaueHue koHueHTpauuu [ICA 3akoAHpPOBaHO B LITPUX-KOIE Ha BTOPHYHOM YIIaKOBKE peareHTa.

KommnoHenthi Habopa «KamnbGparoppt MagnoLIA o6wmit TICA» He SABAAOTCA KOHTPOJILHBIMH
MaTepHaNaMH NPaBUIBHOCTH® M HE MOTYT [IPUMEHSTHCS /U OLEHKH NPaBHIBHOCTH (3HAYCHHS aHATTHTHYECKOTO
CMELLEHHS) Pe3yIbTaTOB KIIMHHYECKUX TaGOPaTOPHBIX HCCIIEOBAHHIA.

3. MEPBI IPEJOCTOPOXKHOCTH

3.1. [NoTteHunanbHeIi PUCK NpUMEHeHHsa HabGopa — knacc 26 (cormacHo Ilpukasy MuuucrepcTsa
3apaBooxpaHeHus P® Nedn ot 06.06.2012 1.).

3.2. Bce koMmoHEeHTHI HA0Opa B HCNONB3yEMbIX KOHLEHTPAUMAX ABIAIOTCH HCTOKCHYHBIMH.

3.3.0lpu pabore ¢ HaGopoM cneayer cobmoparb TpeGosanus I'OCT P 52905-2007 wu
CanlluH 3.3686-21.

3.4. Jonyckats k paboTe ¢ Ha6OpOM TOJILKO cneHanbHO 00yYEHHBIH nepcoHalt.

SKOHTPONLHLIA MaTepHal ¢ MPUMUCAHHBIMH (METPONOTHYECKH MPOCNEKEHHBIMH), aTTECTOBAHHLIMU (MONY4EHHBIMH B pe3ynbTate
CPaBHEHHA C ITANIOHOM, KATUGPAaTOPOM), YCTAHOBNEHHBLIMHU (Ha OCHOBE MEX1aG0PAaTOPHOTO KOHCEHCYCa C NPUMEHEHHEM PEEPEHTHBIX
METONHK MW3MEPEHHA) 3HAUCHUAMM MCCEAYEMbIX KOMIOHEHTOB, NPEIHA3HAYCHHBIA ANA OLEHKH MPABUALHOCTH (3HAYEHHMA
AHATUTHYECKOTO CMEILLEHHR) PE3ybTATOB KNIHHUYECKHX TaGOpaTOPHBIX HCCIIE0BAHKI COOTBETCTBYIOUMX KOMMOHEHTOB.
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3.5. [lepen nayanom paboTsl 03HAKOMHUTHCA C UHCTPYKLHEH H NPUMEHATH HabOp CTPOro MO Ha3HAYEHHUIO.

3.6. I1pu paboTe c HaGopoM creslyeT HCNONB30BATh CIELHATH3HPOBAHHYIO OAEXAY (MEAUUMHCKHI XanaT
KOMOHHE30H, IIANOYKy) H CPeACTBa HHAMBHAYATbHOMN 3alMThl (MacKy, 3alllMTHbIE OYKH, OJHOPA30BhHIE
HHOBbIE HJIH NJIaCTHKOBBIE NEPYATKH, pa3pellIcHHble K TPUMEHEHHIO Ha TeppuTopHH PD), T.K. Npon3BOAHBIE
IpOBH, BXOJAILKE B cocTaB Habopa, U MccieayeMble 0Opasubl SABIAIOTCA MOTEHUMAILHO HMHQHIMPOBAHHBIM
MaTepHAIOM, CNOCOOHBIM JUIMTEIbHOE BpEMS COXPaHATh M NepefaBaTh BO30OyAHTeNeH pa3TMuHBIX BHPYCHBIX
HHexuui.

3.7. Buumanue! B coctaB koMIoHeHTOB Habopa BXonsAT consHas Kuciora B KoHueHTpauuu 0,05 % u
KOHcepBaHT B koHUeHTpauuu MeHee 0,05 %, yto sBnserca 6e3onacHeM Ui yenoseka. [Ipu ucnons3osanuu no
Ha3HaYeHHI0O H COOJIIONEHHH Mep NPEeJOCTOPOXKHOCTH KOHTaKT C OpraHM3MOM denoBeka MckmodeH. [Ipu
aBapHHBIX CHTYaLHAX BO3MOXHO pa3ipaXKeHHE KOXKH M CITM3UCTOH 00010UKH a3 y yyBCTBHTENbHBIX JHL. [Ipy
KOHTAKTe NMPOMBITh IOPAKEHHOE MECTO BOAOH ¥ 00paTUThCA 3a MEAMIIMHCKOH NOMOLIBIO.

3.8. Xumnueckas nocysaa u o6opyaoBaHue, KOTOpbIE HCMONBL3YIOTCA B paboTe ¢ HaGopoM, TOMKHBI GBITh
COOTBETCTBYIOLIMM 00pa3oM MapKUpPOBaHb!I U XPaHHTLCSA OTAEIBHO.

3.9. Ina o6paGorku mocyasl W 0BGOpYHOBaHHA PEKOMEHIYETCS HCMONB30BaTh HAe3WH(ULHPYIOLIHE
CpeaCTBa, H3TOTOBJIEHHbIE Ha OCHOBE TPETHYHBIX aMHHOB, YETBEPTHUHBIX aMMOHHEBBIX coeanHeHu (HAC) unu
CIIUPTOB H pa3pellieHHbIE K TPUMEHEHHUIO Ha TeppuTopuH P®. HcnonbloBanue Ae3HHOHLHPYIOWHKX CPEACTB Ha
OCHOBE aKTMBHOTO KHMCJIOpOJa M XJIopa BO3MOXHO JIMIIbL Ha NPEACTEPHIH3ALMOHHOM 3Tane ¢ nocaeayroumei
TepMHYECKOH CTepHIIH3aLHEN.

3.10. 3anpemaercs MpHeM MHILH, HCTIONB30BaHHE KOCMETHYECKHX CPEACTB H KYPEHHE B NTOMEIUEHHAX,
npeaHa3HauYeHHBIX Juis paboTel ¢ HaGopoMm.

3.11. V6upars ¥ ne3MHPUUMPOBATh pa3nuThie OOpa3Lbl MM KOMIIOHEHThl Habopa, HCHONB3YA
Je3uHPHUUMpYIOLHE CpelcTBa B cCooTBeTcTBHH MY 287-113.

3.12. VYnanaTh HEMCNoONb3OBaHHBIE peakTHBHI Habopa B cooTBercTBUM C TpeGopanuamu CaunlluH
2.1.3684-21.

3.13. Tlocne Hcnonp30BaHHS BCE KOMIOHEHTH HabGopa, o00pasibl, KOHTPOJIBHBIE MaTEpHAIbI,
pacXo/IHele MaTepUaIbl M APYTHE peareHThbl, KOTOpble KOHTaKTHpoBamH ¢ obpasuamu BO Bpems oOpaboTKH,
XpaHEHHs WIH aHaiu3a (B TOM YHC/E: MEepyaTKH, HaKOHEYHHKH M T.A.) JODKHBl COOMpaThCs OTAEIBHO H
CTEPHIIM30BATECA B ABTOKJABE C MOCTEAylouledl yTunusauue#t B cooTBeTcTBHH ¢ TpeGosanusmu CanlluH
2.1.3684-21. BMecTO aBTOKJIaBHUPOBAHUA OTXOABI MOT'YT OBITh CTEPHIIM30BaHbI AC3HHPUIIUPYIOILMM CPEACTBOM,
nocje yTHIH3UPOBaHbl B COOTBETCTBHH ¢ TpeGoBanuamu CanlluH 2.1.3684-21.

3.14. He ucnons3oBaTh HaboOp MO HCTEYEHHHU CPOKA FOAHOCTH.

4. OBOPYJOBAHHME W MATEPHAJIbI, HEOBXOAUMBIE [UIA IIPOBEAEHHUSA
AHAJIM3A

- (AHQIM3aTOp aBTOMAaTHYECKMA MMMYHOXMMMYECKHH XEMHJIIOMHHECUEHTHBIH «MagnoLIA» ¢
npunamnexxsHoctamu no CHAB 421457.002 TY («<MagnoLIA») (npoussoautens OO0 «Komnauus Asnkop buo»,
Poccus, PY NeP3H 2019/9282),

- «<Habop peareHTOB /il KOJHYECTBEHHOr0 HMMYHOXEMMIIIOMHHECLUEHTHOIO ONpefeNneHus obuiero
npoctar-cnenuduyueckoro aHtureHa «MagnoLIA ob6umit TICA», no TY 21.20.23-612-98539446-2022»
(npoussoautens OO0 «Komnanus Ankop Broy, Poccus, xar. Ne 1170001, 1170005);

- «Ha6op pearenToB 1ns KOHTpoJs KadecTBa aHanu3a «Kontponun MagnoLIA obuwmit [ICA», no TY
21.20.23-614-98539446-2022» (npoussoautens OO0 «Komnanus Ankop Buo», Poccns, xat. Ne 1170201,
1170205, 1170210);

- BoxHo-cONeBOM  pacTBOp JUIA MpPOMBIBKH pEakUMOHHBIX kioBeT MagnoLIA «Bypep Wl»
(npoussoantens 000 «Komnanus Ankop Buo», Poceus, xar. Ne0000405);
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- OtaenpHble xanat, manoyka, o0yBb M OJHOPa3OBHIE MEPYATKH, pa3pellieHHble K IPUMEHEHHIO Ha
HTOopHH PO (1im cootBetcTBytomue TOCT P 52239-2004).

S. INPOBEJAEHHME ITPOLIEAYPHI KAJIUBPOBKH

OnucanHHas B JaHHOH MHCTPYKUMH HHQOpMalMs COAEPXHT NHIIL OOLIME CBEAEHMA O MOpsAIKe
NPOBENIEHHs MPOLIEAYPL! KanMOpoBKH Ha aHann3aTope «MagnoLIAy. [lns nmonyyeHus AeTalbHOK HHpOpMaLHK
nepe HauyauoM paboThl 03HAKOMBTECH C PYKOBOACTBOM N0 3KCIUTyaTallMu aHanu3aTopa «MagnoLIAy.

5.1. IloaroToBka peareHTOB

S.1.1. Bxmounts aBTOMaTHYeCKHH aHanu3aTop «MagnoLIA» cornacHo pyKoBOACTBY IO 3KCILTyaTallHH.

S.1.2. Kan6patopbl rOTOBBI K HCNIOIB30BAHHIO.

®nakoHbl ¢ KaTHOpaTopaMH HEOOXOAMMO BhLAEPXKATh PH KOMHATHOM Temieparype He MeHee 30 MHHYT
JI0 HayaJla aHATHTHYECKOMN CEeCCHH.

5.1.3. [lepemears conepxxumoe ¢Gr1akoHOB, H3beras neHooOpa3oBaHusa. OTKPBITH (JIAKOHBI H TOJNIOXKHTh
KpBILIKH NEPEeBEPHYTHIMH Ha CYXYIO MOBEPXHOCTD.

5.1.4, Habop «Kamu6paroper MagnoLIA o6muii [ICA» pazMecTHTh B LUTAaTHBAX, NPeAHA3HAYEHHBIX U1
KaHOpaTopoB U KOHTpOJEH.

5.1.5. Ilepen 3arpy3koii peareHTOB, HEOOXOAHUMBIX [UIA NPOBEIEHNA aHAIN3a, B COOTBETCTBYIOLIHE 6JIOKH
aHa/M3aTopa NMPOBEPHTH BCE pacTBOPH! HAa OTCYTCTBHE NMYy3bIPbKOB BO3yXa. Y JAUTh My3bIPbKHU 10 IPOBENCHHS
aHaJIH3a JIeTKMM NOKauYHBaHHEM, He AonycKas NeHooOpa3oBaHusl.

5.1.6. Ilepen 3arpysko#t kaprpumka «MagnoLIA o6umit IICA» B 6Gnok peareHToB HEOOXOAUMO
NpeJBapHTENIbHO YOEANWTbLCA, YTO NapaMarHUTHbIE MHMKPOYACTHIIBI HAXOAATCA B PeCYCNIEHAMPOBAHHOM
COCTOSHHHM, a caMa CyCIleH3us roMorenHa. Eciiu MukpouacTHis! He pecycnenaupyiorces, HE HUCIIOJIb3YUTE
HABOP 1 oOpaTHTech K MECTHOMY Mpe[CTaBHTeNo npoussoautens. Jlns monydyenus Gonee noapoGHOH
MHpopMaLHK 06paTHTECh K HHCTPYKUHH 1O NpuMeHeHH!Io Habopa «MagnoLIA o6umit [ICA».

5.1.7. 3arpy3uTh MOArOTOBNEHHBIE PEareHThl H MPUHAIUIEXKHOCTH Ha 6opr aHanmu3aTtopa «MagnoLIA»
COIJIaCHO PYKOBOJCTBY 110 3KCIITyaTaLlMH.

5.1.8. 3arpy3uTh HaHHbIE O peareHTax B MamMsTh aBTOMaTHYECKOro aHanusaropa «MagnoLIA» cornacHo
PYKOBOACTBY IO 3KCIUTyaTallMH.

5.2. Kaanbposka

Ananusarop «MagnoLIA» MOXeT OCyIeCTBNAATh KaIMOPOBKY B OTAENIBLHO BLIAEJIEHHOW CECCHH HIIH
OIHOBPEMEHHO ¢ 06pa3suaMu B paMKax OJHOMN aHanuTH4ecKoi ceccuu. IIponenypa kamHOPOBKH BHIMOMHAETCS
npexnae MoGBIX Ha3HAYEHHBIX TECTOB HE3aBHCHMO OT MOMEHTa pa3MelleHus Habopa kanuGpaTopoB Ha GopTy.

BHHUMAHMUE!

Komnonentsl Hab6opa «Kanu6paropst MagnoLIA o6wmit [ICA» He JOMKHBI HaXOAWTbCA Ha GOpTy
npubopa Gomee 3 4acoB, CyMMapHO B JE€CATH CECCHAX, HEOOXOMMMO YYHTHIBATH 3TO MpPH BBINOJIHEHUH
npoueayphbl Kanu6poBKH OJHOBPEMEHHO C 0Opa3LamMy B paMKax OIHO# aHATMTHYECKOH ceccuH. PekoMeHayercs
BHIFPYXaTh LITAaTHBLI C KaluOpaTopaMH MO MCTEYEHHH MHHHMAIBLHOTO BPEMEHH C MOMEHTa 3aBEpLUCHHSA
pacKanbIBaHHA COAEPXKMMOro BceX (1akoHOB KATHOpaTOpPOB H KOHTPOJIEH.

JIna npedomepauieHua ucnapenus HeudKocmu cpasy nocie Ucnonb3o6anun aakoHsl Heobxooumo
3aKpbIMb KPblIKAMU 6 COOMEEMCMEUN C UX MAPKUPOBKO, nomecmums 6 YRAKOSKYy NpeOnpuUAmuA-
U320MOBUMENA 6 6EPMUKANBHOM NONONCEHUU U 06ecneuums XpaneHue npu memnepamype om + 2 0o + 8 °C
6 XONOOWNbHBIX KaMepax WAU 6 XON0OUNbHUKAX, 06ecnequeanumux pe21amMeHmuposantsli
memnepamypHbiil pejcum.

5.2.1. [Tpu ycTaHOBKe Ha GOpT aHATM3ATOPa, A KAXOH HOBOM cepuu (n0Ta) HaGopa «Kamubparopsl
MagnoLIA o6umit [ICA» He06GX0AMMO NPOBECTH MPOLEAYPY PETHCTPALIHK KalH6pOBOYHOro Habopa.

Jlna storo nepeitaute B MeHto KAJIMBPOBKA.
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népartopbl MagnoLIA o6wmin MCA»

/B HWxHel yacTun akpaHa HaxmuTte kHonky PEIMMCTPALMA HABOPOB.
/B OTKpPbIBLUEMCS OKHE 3an0/HUTE AaHHble MyTeM CYUTbIBAHUSA ABYMEPHOIO LWITPUX-KOAA CO BTOPUYHOIA
faBKU (KOPO6KKW) nsgenus, Nn6o BeeAnTe UNGPbI WITPUX-KOAA BPYUHYIO.

[nsa coxpaHeHus faHHbIX 0 Habope, Haxmute kHonky MNPUMEHWTbL (B cnyvae Heo6XxoammocTu

{hogomxnTb paboTy B faHHOM oKHe) unmn w{onky FOTOBO (ans coxpaHeHWs AaHHbIX U 3aKPbITUS OKHA).
/ Mpn HeobXOAMMOCTW, BO3MOXHO BHECEHWE [aHHbIX O HECKONbKMX cepusax (notax) Habopa
J «Kanu6patopbl MagnoLIA o6wwmit MCA»,

5.2.2. 3arpy3uTe WwTatMB Cc HabopoM KanmbpaTopoB Ha GOPT aHanm3aTopa, cumTanTe LWTPUX-KOAbI C
(hNaKOHOB 3arpy>XeHHOro wWTatea NyTeM HaxaTus KHonkn CHUATATD WUTPNX-KOAbI nan ngeHtndukaunein
(h1aKOHOB BPYYHYIO.

5.2.3. BHecuTe KanmbpoBKY B CMNMUCOK 3afay, KOTOpble AO/MKHbI ObiTb BbIMO/HEHbI B [AaHHOW
aHaNIMTUYECKON ceccuu.

[Ansa atoro nepeingnte B meHto OBPA3LIbI.

B neBoi1 yactu akpaHa Bbl6epute KHONKY JOBAB/TH KAJIMBPOBKY.

B neBoM BEpXHEM YI/ly OTKPbIBLLEr0CA OKHa OyieT 0TO6paXKeH CNUCOK TeCTOB, AN KOTOPbIX MOXET ObITb
BbIMO/HEHA KannbpoBka. Bbibepute 13 NpefnoXXeHHOro CrnmMcKa Heo6XoAUMBbIN TeCT.

B npaBom BepxHem yrny 6yAyT nokasaHbl rOTOBble K 3anycky cepun (n0Tbl) Habopa «Kanubpatopbl
MagnoLIA o6uwunit MCA». N3 npefcTaBNeHHOro Cnucka BblbepnTe HEO6XoaMMyo ceputo (N10T) (HECKObKO
roToBbIX cepuii (n0oTOB) OyaeT oTO6paXkaTbCs B AaHHOM CMWCKe, ecin Ha 60pT npubopa ObINO 3arpyxXeHo
HECKONbKO cepwuid (N10TOB) KannbpoBOYHbIX HAGOPOB ANA O4HOrO TecTa).

Ana pob6aBneHns BbiGpaHHOW KanMbpOBKM K cnucKy 3agay HaxmuTte kHonky JOBABWTb (B cnyuae
Heo6X0AMMOCT MPOAO/MXMTL paboTy B gaHHOM OkKHe) unu kHonky TOTOBO (ansa coxpaHeHUs AaHHbIX U
3aKpbITUA OKHA).

5.2.4. 3anycTuTe aHaIMTUYeCKYH CecCU0 aBTOMATMYecKoro aHanmsatopa «MagnoLIA» cornacHo
PYKOBOZCTBY MO 3KCnayatauuu.

5.2.5. Mporpamma npubopa No3BoNAeT aBTOMATUYECKM BbINOSHUTL BCE CTaAuW aHanu3a gna Habopa
«MagnoLIA o6wuit MCA» 6e3 BMelLaTe/IbcTBa NONb30BaTENS.

5.3. Pe3ynbTaTthl

Mo OKOH4YaHMKM aHanuTu4eckoi ceccun nepeiigute B MeHto KAJIMBPOBKA.

B neBoin yactu akpaHa BbibepuTe HEO6XOAUMbIV TECT U3 MPEAS0XEHHOTO CNNCKa.

3aTem B BepXHeil NpaBoil YaCTK 3KpaHa BbibepnTe HEOO6X0aMMYHO ceputo (10T) KannbpoBOYHOro Habopa
AN5 [aHHOTO TecTa.

Hwxe 6yfet oTobpaxkeHa MH(opMaLms o0 BbIOGpaHHON KannbpoBKe:

- Ne no nopsaaky;

- Ba/IMAHOCTb BbIOPAHHOW KannbpoBKu;

- faTa NpoBefeHNsA aHanunsa;

- 3HaYeHWe aHaNUTUYeCKOro curHana ana Kannéparopa 1;

- 3HaYeHMe aHanuTU4eckKoro curHana ana Kanvbparopa 4.

Ons nonydyeHuss 6onee noapo6HON WHMDOpMaLMM O BblGpaHHOW KanubpoBKE, HaXXMUTE KHOMKY
KAJIMBEPOBOYHAA KPUBAS.

B oTKpbIBLIEMCA OKHe ByfeT oTobpaXKkeHa paclunpeHHas nHpopmaLma o KannopoBKe:

- coobueHre 06 ycnewHoM 3aBepLleHnn KannbpoBKu;

- faTa KanmbpoBKY;

- CPOK FOAHOCTY KambpoBKU;

- UH(hopMaLMsa 0 KannmbpoBOoYHOM Habope (TecT, cepus (noT), HoMmep Ha6opa (Ne), CpOK rogHOCTU
Habopa);

6

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



T

~umbpatopbl MagnoLIA o6wuii NCA»

- 3HaYeHMe aHaNIMTUYecKoro curHana gns Kanubpartopa 1,

- 3Ha4YeHWe aHaNMTUYeCcKoro curHana ans Kanméparopa 4;

- 3HaYeHne KoHLUeHTpauun ana Kannbpatopa.2;

- 3HayeHne KoHueHTpauun ana Kannbpartopa 3.

- rpauK ¢ HaHECEHHbIMU KaIMOPOBOUYHLIMU KPUBbLIMU. CUHUM MYHKTUPOM 0603HavaeTcs pedepeHcHas
LWMOGPOBOYHAs KpuBas, 3aKoAMpoBaHHas B namaTyu npubopa; 3eN1eHON CNAOWHON NWHWER - NOCTPOEHHas
KannmbpoBoYHas KpuBasi, TOYKM Ha KOTOPOW COOTBETCTBYIOT KOHUeHTpauuu [MCA B Kanubpatope 2
n Kanuépatope 3.

6. TPAHCIMOPTUPOBAHWVE N XPAHEHUNE

6.1. TpaHcrnopTupoBaHue HabopoB crefyeT MPOM3BOAUTL BCEMW BUAAMM KPbITOrO TpaHCrnopTa npu
TemnepaTtype ot + 2 go + 8 °C.

6.2. TpaHcnopTUpOBaHWe M3Aennii npu TemnepaType oT + 2 A0 + 8 °C A0/MKHO MPOU3BOAUTLCA B
eMKOCTAX WA  NpU  MOMOWM  XONOAU/bHLIX  YCTAaHOBOK, 06ecneynBalOlnX pernameHTUPOBaHHbIN
TemMnepaTypHbIli PEXMM.

6.3. lonyckaeTca TpaHCNoOpPTUPOBaHWe HabopoB Npu TemnepaType Ao + 25 °C He 60nee 15 CyTOK, B TOM
ynucne npu Temnepatype +37 °C He 60nee 1cyToKk.

6.4. Habopbl, TpaHCNOPTUPOBaHHbIE C HapyLlEHWEM TeMNepaTypHOro pexuma, MPUMEHEHUID He
nogsexar.

6.5. CpoK rogHocTV HabopoB - 12 mecsLeB OT AaThl NPON3BOACTBA.

6.6. XpaHeHVe HabopOB [O/MKHO MNPOBOAMTLCA B YMNaKOBKE MPeAnpuUATUSA-U3rOTOBUTENA  MpK
Temnepartype oT + 2 o + 8 °C B TeUeHMe BCEro CpoKa rof4HOCTU B XOI04W/bHbIX KaMepax Uiu B X0N04UNbHUKAX,
obecneynBarLLNX pernaMeHTUPOBaHHbIN TeMMepaTypPHbIA PEXUM.

6.7. Habopbl C UCTEKLIMM CPOKOM FOAHOCTN NPUMEHEHUIO He NOANEeXar.

6.8. Mpn Apo6HOM WCNOMbL30BAHUW KOMMOHEHTbI Habopa XpaHATCS B YMNaKOBKe Mpeanpusatus-
N3roTOBUTENS B BEPTUKA/IbHOM MOMOXEHUN NP TemnepaType oT + 2 fo + 8 °C B X0/104M/bHbIX Kamepax uiu B
X0NoAMNbHUKax, 06ecrneymBatoLMx pernameHTUPOBaHHbI TeMMepPaTYpPHbIA peXxxuMm, B TeyeHne 1 Mecaua co AHA
BCKPbITUA MEPBUYHOM yNakoBKU. KOMMNOHEHTblI He LO/MKHbI HaXOAWTbCA Ha 60opTy npubopa 6onee 3 4yacos,
CYMMapHO B fecsiTu ceccuax. INocne ncrnonb3oBaHUsA PaakoHbl HEO6XOAUMO HEMEANEHHO 3aKPbITh KPbILLKaMU U
06ecneynTb pernaMeHTUPOBaHHbIN PEXUM XPaHEHNS.

7. TAPAHTUMNHBIE OBA3ATE/IbCTBA

apaHTWiIAHbIA CPOK rofHOCTU Habopa 12 mecsueB OT gaTbl NpousBoAcTBa. Habop npefHasHauyeH Ans
OAHOKPATHOr0 NPMMEHEHMUS N HE NOANEXUT PEMOHTY 1 06CNYXKUBAHMIO.
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8. BESOIMNACHAA YTUTN3AUNA
Mpn wncnonb3oBaHUM Habopa o6pa3yloTcs 0TX0Abl KnaccoB A u b,
;00TBeTCTBUM ¢ CaHlMnH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

KOTOpble YTUNU3UPYOTCS

Tabnuua 2
Knacc
OTxopabl
1 onacHocTu
BTopuyHas (rpynnosas
P (rpy ) Kopo6ka n3 MOHOKapToHa
ynakoBKa OTXofbl
JKcnnyataunoHHas VHCTpYKUNA NO NPUMEHEHUIO Knacca A
AOKYyMeHTauus Macnopt
Bce KOMMNOHeHTbI Habopa, KOHTPO/IbHbIE MaTepuansl,
pacxofHble MaTepuanbl U peareHTbl, KOTOpPbIe
Apyrvne KOMNOHEHTbI
KOHTaKTMpOBan ¢ o6pasuaMu BO Bpems 06paboTKum, OTX0mb!
XPaHeHWs NN aHanmnsa Knaccg 5
MepBMYHas ynakoBKa ®nakoHbI, cofepXKaBLLUne pacTBOPblI KaimbpaTopos

He ncnosib30BaHHbIE
KOMMOHEHTbI C UCTEKLLINM
CPOKOM TO4HOCTH

9. NTH®OPMALMA O NMPOU3BOAUNTEJIE

®1aKOoHbI, COfiepXKalliue pacTBOPbI KanmbpaTopos

Mo Bonpocam KavectBa MW «Habop peareHTOB Ansi KannbpoBku «KanmbpaTopbl MagnoLIA o6uwwnii
MCA», no TY 21.20,23-613-98539446-2022» obpaLliatbcad B OO0 «KomnaHua Ankop bro» no agpecy: 192148,
r. CaHkT-MeTepbypr, XXenesHoaopoXHbiin npocnekT, 4. 40, nut. A, Ten/takc: 8(812) 677-8779, TenedoH

«ropsiyeit nMHMm»: 8-800-234-37-79.

10. CMMBO/J1bI, NCMOJIb3YEMbBIE HA 3TUKETKAX

MeanUUHCKOe n3genne ans
IVD OVNarHoCTUKM in vitro V
REF Howmep no katanory n

Kopg naptuun (Homep cepun) )
M i M3rotosuTenb ¢

[arta nsrotossieHns

O6paTuTech K MHCTPYKLUK MO
NPYMEHEHUIO

5 &

CoaepXnmoro foCcTaTo4vHO AN14
npoBefeHns N TecToB

OcTOpOXKHO!

Mcnonb3oBaTh A0

Mpenen TemnepaTypsl

Brnonornyeckunii pmuck

WHCTpyKuma paspaboTaHa B cooTBeTCTBUMN € TY 21.20.23-613-98539446-2022.
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yauncTtA?
"eHepanb
000 < Bno»
MonblHUEB

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



000 «KomnaHua Ankop bro»
r. CaHkT-TeTepbypr, XKene3HogopoXxHblit np., A. 40, nut. A
TenedoH/dakc: (812) 677-87-79

MACITOPT Ne BOC3

Habop peareHToB Ana Kannbposkn «Kanunbpatopbl MagnoLIA obwunin NMCA»,
no TY 21.20.23-613-98539446-2022

Kat. Ne 1170101 Cepua Ne EOO3 ®opmumpoBaHmne Ne 1 Konnyectso 100 wwr.

o CooTBeTCcTBME
HanmMmeHoBaHMe BHeLwHWUW BUA U HomunHanbHoe Cepus
KomnnekTtaymsa KOHTPONIMpyemoro
peareHTa (hopma BbiNyCKa 3HayeHue, Hr/Mn peareHTa
napamerpa
CocTtaB Habopa
Kann6patop 1 0 (110(*)'3}1) EOQ3 COOTBETCTBYeT
Mpo3payHble nnm 1 b
Kanuépartop 2 MYTHbIe 5 0,5 Mh) EOC3 COOTBETCTBYET
YXMAKOCTN OT 1
Kann6patop 3 becLBeTHOrO A0 25 (pn. EQCO3 COOTBETCTBYET
KENTOro LjBeTa (0i5dJMn)
n.
Kannbpartop 4 50 (1,0 mn) EOO3 COOTBETCTBYET
MacnopTt 1 wr.
VIHCTPYKUMA NO NPUMEHEHUNIO 1wr.

MapaMeTpbl KOHTPO/ISI KauecTBa

HanmmeHOBaHVE KOHTPOIMPYEMOTO 3HaueHne KOHTponmpye-

Hopma *
napametpa MOro napametpa
AHanMTNYecKunii curHan
Kannbpatopa 4, OTH. CBET, efl., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLEHNE aHANNTUYECKUX B] < Br” B3< Bs COOTBETCTBYET

CMIHaNoB KannmopaTopos
OTKNOHEHWEe KOHUEeHTpaLum
Kanunbpartopa 2 n Kannbparopa 3 ot + 10 COOTBETCTBYET
HOMMWHA/NIbHOTO 3HaYeHUs, NPOLEHT

®akoHbl 3 M1 U3 MPO3pPaYHOro
CTek/a (C 3aBMHYMBAKOLLMMUCA
KpblLKamMn). STUKETKN U3 NEHTHI
KneeBoi Ha 6yMaXKHO OCHOBE

YnakoBKa U MapKMpoOBKa COOTBETCTBYET

*[laHHble aTTecTaLum Npyu COBMECTHOM ucnonb3oBaHun ¢ M «MagnoLIA obwumin MCA», cepus Ne EOO3

«0NnNa BE
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MacnopT BblgaH «17» ntoHs 2022 .
CpoK rogHocTn Habopa A0 «17» uoHsa 2023 T.

Ycnosusa xpaHeHusa +2...+8 °C
YcnoBua TpaHcnopTupoBaHua +2...+8 °C. [lonyckaeTca TpaHCNopTMpoBaHMe Habopa npu Temnepartype

no +25 °C He 6onee 15 cyToK, B TOM uncne npu Temnepatype +37 °C He 6onee 1cyTokK
TONBbKO Ana ANATHOCTUKN IN VITRO

[na npodeccnoHanbHOro NpUMeHeHNs

Habop cooTBeTCTBYET

TY 21.20.23-613-98539446-2022 ' Ko/nnaHwus \%'?\\/

PY Ne Nnkop buo”
"Alkor Bio

BoinonHun AyweHbknHa A. T Mposepun KasapuHos™M; Company'

Ltd.
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OO0 «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, XXene3HoaopoXxHbIin np., A. 40, nut. A
TenehoH/hakc: (812) 677-87-79

MACIIOPT Ne EO04

Habop peareHToB Ans KanmbpoBkn «Kannopatopbl MagnoLIA obwunin NMCA»,
no TY 21.20.23-613-98539446-2022

Kat. Ne 1170101 Cepua Ne EO04 PopmumposaHme Ne 1 Konnyectso 100 L.

o CootBeTtcTBUE
HanMeHoBaHMe BHelWlHUN BUA U HomuHanbHoe Cepus
Komnnektauns KOHTPO/IMpYemoro
peareHTa (hopma Bbinycka 3HavyeHue, Hr/Mn peareHTa
napameTpa
CocTtaB Habopa
Kanuépatop 1 0 (110(*)3;1) E004 COOTBETCTBYET
Mpo3payHble U iqon
Kannépatop 2 MyTHblE 5 (0,5 Mh) E004 COOTBETCTBYET
YXXWAKOCTW OT 1 dn
Kanu6partop 3 becLiBeTHOro 0 25 ' E004 COOTBETCTBYET
KENTOoro LseTa (Oi5q)'\"”)
n.
E004 COOTBETCTBYET
Kanunbpatop 4 50 (1,0 mn) 00 y
MacnopT 1wr. . -
VIHCTPYKUMSA NO MPUMEHEHUIO 1wr.

MapamMeTpbl KOHTPONS Ka4vecTBa

HavmeHoBaHMe KOHTPOMPYEMOTO 3HaueHne KOHTponupye-

Hopma *
napameTpa MOro napameTpa
AHanNUTUYECKUIA CUTHaN
Kanubpatopa 4, OTH. CBeT, ef,, He 200 000 COOTBETCTBYeT

MeHee
COOTHOLLEeHNE aHANUTUYECKKX

Bi <Br<B3<Bs COOTBETCTBYET
CUTHaNoB Kasmbparopos
OTK/IOHEHMEe KOHLEeHTpaLuu
Kanunbpatopa 2 n Kanubpatopa 3 o1 + 10 COOTBETCTBYET

HOMWHaNbLHOFO 3HAYeHNS, MPOLEHT
®nakoHbl 3 M/1 N3 MPO3PAYHOr0
cTekna (c 3aBMHYMBAKOLLMMUCA
KpblLLUKamK). TUKETKN U3 NEHTBI
KfeeBOi Ha 6yMaXHOW OCHOBe

YnakoBKa 1 MapKupoBKa COOTBETCTBYET

*[laHHble aTTecTauMm Npyv COBMECTHOM Mcnonb3oBaHun ¢ M «MagnoLIA o6uwunii MCA», cepusi No E004

K1 B
TEHEPA/NbHbLIA  AWPE

000 * komnAHMA A
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[acnopt Brigan «20» wions 2022 1.
Cpoxk roaHocTd Habopa o «20» mions 2023 r.

. Ycnoeusa xpanenns +2...48 °C
Yenonna tpancnopTuposanus +2...+8 °C. lonyckaercs TpancnopTuposanue Habopa npu Temnepatype
a0 +25 °C e 6onee 15 cyrox, B ToM uncie npu Temneparype +37 °C ue 6onee 1 cyTok
TOJILKO JUIA AUATHOCTUKH IN VITRO
JIina npodecCHOHANLHOTO IPHMEHEHHS S
Ha6op cootsercTByeT R
TV 21.20.23-613-98539446-2022
PY Ne

Bemonaun Jymenskana A, I Ilposepun Kazapurosg H
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00O «KomnaHua Ankop bro»
r. CaHkT-IeTepbypr, XKenesHoAopoXHbIN Np., 4. 40, T, A
Tenedon/dakc: (812) 677-87-79

MACITTOPT Ne EOO3

Habop peareHToB Ana Kannbposku «Kanubpatopbl MagnoL 1A o6wmnii NMCA»,
no TY 21.20.23-613-98539446-2022

Kart. Ne 1170105 Cepus Ne EOO3  dopmuposaHmne Ne 1 Konmyectso 100 LT,

o CooTBeTCTBUE
HanmeHoBaHMe BHewHUN Bug u HomMuHanbHoe Cepus
KomnnekTtauuns KOHTPOMPYEMOro
peareHTa (hopma BbiNyCKa 3HaueHue, Hr/MN peareHTa
napametpa
CocTtaB Habopa
5 ¢n.
Kanu6patop 1 0 (no 1,0 mn) EOG3 COOTBETCTBYET
MpospayHble un 5 .
Kanuépartop 2 MyTHble 5 (10 0,5 mn) EOQC3 COOTBETCTBYET
XXUAKOCTU OT 5
Kanubépatop 3 becLipeTHOrO 0 25 ' EOG3 COOTBETCTBYET
KENTOro LjBeTa (o O('bS M)
S gn.
COOTBETCTBYET
Kannépartop 4 50 (no 1,0 mn) EOC3 y
MacnopT 1w, - -
VHCTpYyKLUMA MO NPUMEHEHUIO 1wr.

Mapa neTpbl KOHTPONS Ka4yecTBa

HaumMeHoBaHWe KOHTPOMPYEMOTO 3HauyeHne KOHTponupye-

Hopwma

napamerpa MOro napamertpa*
AHanNTUYeCKWUin curHan
Kanubpartopa 4, OTH. CBeT, ef., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLEHME aHANMUTUYECKNX B1<B,<B3<Bs cooTBETCTBYET

CUrHaf0B KanubpaTopos
OTK/IOHEHME KOHLEHTpaLmm
Kanubpartopa 2 n Kanubpartopa 3 ot + 10 COOTBETCTBYET
HOMWHANIbHOTO 3HAYEHUSA, NPOLLEHT

®nakoHbl 3 M1 U3 NPO3PaAYHOro
cTekna (C 3aBMHYMBAKOLLMMUCA
KpbIWKamn). STUKETKN U3 NIEHTbI
KneeBoWi Ha 6YMaXXHOW OCHOBe

YnakoBKa N MapKUpoBKa COOTBETCTBYET

*[laHHble aTTecTauum NpyM COBMECTHOM Mcnonb3oBaHun ¢ MU «MagnoLIA o6wwuint MCA», cepus Ne EOO3

NnNa B
| bHEPA/TBHBI
o 0o 0o «KOMNAHINA
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MacnopT BblgaH «17» ntoHsA 2022 T.
CpoK rogHocTK Habopa A0 «17» utoHsa 2023 .

Ycnosua xpaHeHusa +2...+8 °C
Ycnosus TpaHcnopTuposaHus +2...+8 °C. [lonyckaeTca TpaHCNOpTMpOBaHue Habopa npu Temnepartype

o +25 °C He 6onee 15 cyToK, B TOM yucne npu Temnepatype +37 °C He 60nee 1 cyTokK
TONBbKO Ana ANArHOCTUKK IN VITRO
[ns npogeccnoHanbHOro NPUMEHeHNS

Habop cooTBeTCcTBYET
TY 21.20.23-613-98539446-2022

PY Ne

BoeinonHun AyweHbkuHa A. T. Mposepun KasapuHosaNe ~ oTpany
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00O «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, >KenesHogopoXKHbIW Np., 4. 40, iT. A
TenetoH/dakc: (812) 677-87-79

MACTIOPT Ne EOCO4

Habop peareHTOB Ans KannbpoBku «Kanunbpatopbl MagnoLIA obwuin MCA»,
no TY 21.20.23-613-98539446-2022

Kat. Ne 1170105 Cepua Ne E004 ®dopmuposaHme Ne 1 Konnyectso 100 L.

o CooTBeTcTBUE
HaumeHoBaHve BHewHun sugn  HomuHanbHoe Cepus
Komnnekrauyms KOHTPO/INPYEMOTO
peareHTa thopma BbIMycKa 3Ha4YeHue, Hr/Mn peareHTa
napameTpa
CocTaB Habopa
5 .
Kannépatop 1 0 (no 1,0 mn) E004 COOTBETCTBYET
Mpo3payHble nnm 5 dn.
Kannépatop 2 MyTHblE 5 (0 0,5 mn) EQ004 COOTBETCTBYET
XMUAKOCTK OT 5
Kannépartop 3 becLiBeTHOro A0 25 ' EO04 COOTBETCTBYET
KENTOoro LgeTa (no 0&)5 M)
S n.
Kannbpartop 4 50 (no 1.0 mn) E004 COOTBeTCTBYeT
MacnopT 1wr.
VIHCTPYKLUMA NO NPUMEHEHUNIO 1wr.

MapameTpbl KOHTPONSI KauecTBa

HaumMmeHoBaHWe KOHTPONMPYEMOTO 3HaueHne KOHTponupye-

Hopma *
napametpa MOTr0 napameTpa
AHaNNTUYECKNIA CUTHaN
Kanubpatopa 4, OTH. CBeT, efl., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLEHME aHATMTUYECKNX
Bi<B2<B3<B14 COOTBETCTBYET

CUTHaNoB KanmbpaTopos
OTK/IOHEHWE KOHLEHTpauum
Kanunbpartopa 2 n Kannbparopa 3 ot *+ 10 COOTBETCTBYET
HOMWHA/IbHOTO 3HAYeHWS, NPOLEHT

®naKoHbl 3 MA U3 NPO3PAYHOro
cTekna (c 3aBMHYUBAKOLLUMUCA
KpblLWKamn). STUKETKMN U3 NIEHTbI
KneeBoW Ha 6YMaXXHOW OCHOBe

YnakoBKa U MapKnpoBKa COOTBETCTBYET

*[laHHble aTTecTauuy Npu COBMECTHOM Mcnonb3oBaHun ¢ M «MagnoLIA o6wwnin MCA», cepus Ne E004

Hors
reHepanbHbIA Alip

OOONKtii~nAHUH Al

Crp. 1us2



MacnopT BblgaH «20» noHa 2022 T.
Cpok rogHocTu Habopa Ao «20» noHsa 2023 T.

Ycnosusa xpaHeHuns +2...+8 °C
YcnoBua TpaHcnopTMpoBaHua +2...+8 °C. [lonyckaeTcsa TpaHCNnopTMpoBaHue Habopa npu Temnepartype

0o +25 °C He 6onee 15 cyToK, B TOM yucne npu temnepatype +37 °C He 6onee 1cyToK
TONBKO ANna ANATHOCTUKIN IN VITRO
[na npogeccrnoHanbHOro NPUMeEHeHUA

Ha6op cooTBeTCTBYET
TY 21.20.23-613-98539446-2022
PYNe

BoinonHun AyweHbknHa A. T, Mposepunn KasapnHOB.
'K
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