e :‘.(anuﬁpa'ropm MagnoLIA ceoGomnas BXI'a»

«YTBEPXIAIO»

' BIif IApexTOp
" nxop Bruo»
wmues LT,
2023 r.

WHCTPYKIMA 11O ITIPUIMEHEHUIO
MeaQunmuHCKOro H3JeJHA AJA AHATHOCTHKH in vitro
«HaGop pearenTos ans kaaubposkn «KannGpaTopp: MagnoLIA csooanas BXT'a»,
no TY 21.20.23-659-98539446-2023»

1. HASHAYEHHE

1.1. «Ha6op pearenTos ans kanrbposku «KanuGparope: MagnoLIA cao6onuas BXTa», mo TY 21.20.23-
659-98539446-2023» (nanee «Kamubparopst MagnoLIA csoGoanas PXI'u») npeanassaueH jns KATHOpOBKY
(ycraHoBNCHMA ped)epeHTHHIX 3HAUCHWH) aHANW3A NPA KONWYCCTBCHHOM OMpeleNeHMH cpoboaHOH
B-cy6heHHHIB XOPHOHHYECKOTO FOHANOTPONHHA deNoBexa (nance csoGonmoli PXI4) B CHIBOPOTKE KPOBH
YENOBEKA METOJOM XEeMHMIOMMHECHEHTHOrO HMMYHOQHANH3a HA IAPAMArHUTHRIX MHKPOYacTHIaX ¢
HCTIONB30BAHHEM ABTOMATHYECKOro aHanA3aTopa «MagnoLIA»,

Ha6op «KamuGparopr: MagnoLIA ceoGoanax PXI'a» npEMEHSETCA COBMECTHO ¢ MERUIMHCKHMA
nmapenuamn (nanee MU) «MagnoLIA csoBoanas PXTa» i «Kontpomz MagnoLIA csoSonnas SXTI™a».

1.2. Kanrbposxa npu ucnoms3osanna MU «KamuGparoper MagnoLIA csobozuas BXTu» momxHa
BLIMONHATECS A1 KaxXA0ro Kaprpuka «MagnoLIA ceobonuas BXIMa» B creaytommx cirygax:

- IpH 3amycke ceccWH Ha aManusatope «MagnoLIA» ¢ HcnonssomanmeM xaprpumxa «MagnoLIA
cBoboanas PXIuy», kamuGpoBKa KOTOPOro paHee He NIPOBOJHIACK;

- oA pa3 B 7 guelt g kaxaoro kapTpumka «MagnoLIA ceoGoxnas BXTu»;

-OpH 3anycke CECCHM Ha amamsarope «MagnoLIAy» ¢ ucmomssoBaHneM Kaprpuaka «MagnoLIA
cBoGoanas BXIa», xamubposka KOTOpOro mpocpoueHa (0T MOMEHTA Nocie/AHelH kanmnGposknu npomuo Goxee 7
naeH);

- €CM Pe3yNbTaT aHAMM3a XoTA 6ul oanoro Konrpons us HaGopa «Koutpomm MagnoLIA csoSoasan
BXTu»! BEIXOZRT 32 MpeeNsl YCTAHORICHHOIO AMANA30HA.

1.3. dyuxumonansHoe Hasnauenue MU «MagnoLIA coGommas BXI™3» mpy COBMECTHOM MPHMEHCHAN
¢ MU «Kam6paropsr MagnoLIA cpoGoauas BXTa» w/mm «Kontpomu MagnoLIA csoGozmas PXTu» -
KOJMYECTBEHHOE OnpeaenaeHnHe cBoGoaHo# PB-cyOneMHMUE XOPHOHMYECKOro rOHAZOTPONHEA “ENOBEKA B
CHIBOPOTKE KpOBH NAIMEHTOB NPH MOHHTODHHIC COCTOSHHS DEOpOAYKTHBHOH CHCTEMEI 4YeJNOBEKAa M
NIPEHAaTATBHOM CKPHHMHETE.

1.4. O6nacTs mpuMeHenns HaGopa — KIMEKIECKas NabopaTopHas AMArHOCTHKA.

Hubop «Kourpons MagnoLIA croGoanax PXT'u» npeanasiaueH AnNS NOATBCPXKACHHA NPABHALHOCTH KONWYCCTRCHHOTO SHAMHIA
cBoGosHol BXT4 B CLIBOPOTKE KPORH uenoBeka «MagnoLIA ceoGomuas PXTa» Ha ananusatope «MagnoLIA».
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1.5. Habop npeanasHadyeH TONBKO JUIA AHATHOCTHKM In vitro, Ans npodeccHOHANLHOTO NPHMCHEHHS
NEPCOHAIOM, MMCIOIIMM KBAMM(HKAOMIO I BHIOJNHEHMA AWATHOCTHYECKHX MCCICHOBAHMMA in vitro B
pesyneTaTe cneudanbHoro ofpaszopamns ¥ oOyueHmsa. HUccrenoBanMa MOTYT BHIIONHSATH CHCOHATHCTHL HE
mMonoxe 18 yier ¢ BEICIIAM H CpeIHAM MEAHIMHCKAM, OHONOTHYECKHM KM MHEIM oOpaszopamueM (epay KJIJI,
Gnosor, MeAMIEHCKHI TEXHONOT).

Hecenenosarusa NpPOBOJAT B KIMHUKO-AHATHOCTHYECKUX NabopaTopusx, O0MacTHBIX, TOPOACKHX HIH
paftOHHEBIX, FOCYAAPCTBCHHEIX HAM YaCTHRIX Oonbauuax # apyrax JITY,

1.6. Ha6op «KamuGparops: MagnoLIA ceoGonnas BXI'a» He BMECT NPOTHBONOKA3AHHAN K NPHMEHCEHIO.

1.7. Habop «KamaGparops: MagnoLIA croGoanas XTI u» npeHaszHavieH Ang o6cIeAOBAHNA BCEX IPYNIT
HaceNneHua Moboro Bo3pacTa 6e3 rpafaiuy mo AeMorpadHUeCKOMY UM NONYNAIMOHHOMY OPH3HAKY.

2. XAPAKTEPHCTHKA HABOPA

2.1. ITpunuwn aeficraun

HaGop «KanmuGpatoper MagnoLIA csoGopmas PXIMa» upeacrasnger cofolf KOMINEKT M3 YeThIpeX
KanHOpaTopos,

KamnGposka wabopor «MagnoLIA cBoGommas PXT'a» ocymecrsnsercs mpu ucnonssopanan MU
«KaymGpatopr MagnoLIA ceoGoanas BXI™» no AByM YCTRHOBOTHEIM H ABYM NOATBEPXKAAIOIEM TOUKAM M
OCHOBaHA Ha MCTOAC KOCBCHHBIX H3MCPCHHMH (BOCHpPOM3IBOAMMAA KOMMOHEHTaMH Hablopa BesHYHHA —
KOHUeHTpamma cBobomuol PXI[w, HI/MA, HENOCPSACTBCHHO H3MCpACMaA BOJIMUMHA — CHTHAI
XEMHIIOMHHECLCHIMH, BEIpakeHHbIH B RLU?, OTHOCHTE/bHBIX CBETOBBIX CIMHUIIAX).

AHanu3 IpoBOAKTCA HAa aBTOMaTHIeckoM aranu3arope «MagnoLIA» (nporssogarens Q00 «Komnanns
Anxop Buo», Poccus) B cooTBercTBuM ¢ MHCTpyKnueli K HaGopy «MagnoLIA cBoGomwas BXI'u». 3nauenus
CHTHANOB XeMUIOMMHECHCHIHH B KioBeTax, cofepxamax KammGparopet 1 u 4, HCIONB3YIOTCA B KaJeCcTBe
OMOPHLIX (YCTAHOBOYHEIX) TOYeK, C MOMOINEI0 AAHHEIX TOYEK NPOUCXOAMT KOPPEKTHPOBKA KUTHOPOBOYHOTO
rpaduka, 3aKogHpOBaHHOro B naMaTH mpuGopa. Ilo OTKOPPEKTHPOBAHHOMY KANMHMOPOBOUHOMY rpadEKy
onpesieNIeTcs KOHneHTpanua ceoboauol BXTIM B aByx noaTsepxaatonmx Kannbparopax 2 1 3. CooTHOmERACE
KOHIICHTpAIHH, onpe/ie/icHHOH NpuGopoM M yKasaHHO# B macnopTe Habopa, CIYXHT KpHTEpREM A/ IPHHATAL
pe3ynpTara KanMOpoBRKM mporpaMMHeIM obecmeuenueM amHanusaropa «MagnoLIA». Ha ocmoee mpmHsTOrO
KanuGpOBOMHOTO IpadHka pacCYATHIBAETCS KOHUEHTpauMa choGoauoi fXI'u B anamusupyeMbix obpasnax o
KOHTPO/IbHBIX MaTepHanax.

2.2. Cocras HaGopa H KOMILIEKT NOCTABKH

B coctaB Habopa peareHTOB BXOJAT CICAYIONMIHE KOMIIOHCHTEL:

- kanuGpopouras npoba Nel Ha OCHOBE BOAHO-CONEBOTO PacTBOpa, He cofepkamas ceoGoauyio PXI'a
(TognOe 3RaueHHe KOHUCHTpauun ceoboxmoi PXI 3 yKa3aHO B MACHOPTE H 3AKOAHPOBAHO IHTPHX-KOZAOM HA
xopobke HaGopa pearenTon). JKuakocts, 1,0 M, 1 Hmm 5 GpNakoHOB’, B 3ABACHMOCTH OT BAPHAHTA HCTIONHERASN
(cM. Tabmuny 1) mapxmposana «Kamabparop 1»;

- kamu6poBoyHat npofa Ne2 Ha OCHOBE BOAHO-CONIEBOrO PacTeOpa, coAepxkamas cpobomayio PXI'y
(TouHoe 3HavYeHWE KOHUCHTpauuu ceoGomnoi BXTy B Auanazose wiMepenns ot 0 a0 200 ur/mn ykxasano B
NacTopTe H 3aKOIMPOBAHO MTPHX-KOZOM Ha KopoGke HaGopa pearentos). JKuaxocts, 0,5 mx, 1 wim 5 drakoHos®
B 3BHCUMOCTH OT BapHaHTa ucrmonHerns (cM. Tabmmry 1), mapkuposana «KanuGparop 2»;

- kanu6posounan npo6a Ne3 Ha OCHOBE BOIHO-COJICBOTO PAcTBOpa, coAepxamai cBobommyio PXTu
(TouHOE 3HaueHME KOHUEHTpaluu croboamoit PXI'a B granmazoHe uamepenns or 0 go 200 ur/mn ykasaHo B
TNacTOpTe H 3aKOUPOBAHO LITPHX-KOAOM Ha kKopobke HaGopa pearenToB). XKraxocts, 0,5 M, 1 wm 5 dnaxonon®

Relative light units.

IlaGaprTHbie pamepb: dnakona (JIB): 16,25mM x 36mm; kpaimci (IIB): 16,2MM% 12,5MM.
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B 38BHCHMOCTH OT BapHaHTa HCoMHeHus (cM. TaGmuwy 1), Mapxuposana «KamGparop 3»;
- kambpoBouHas npoGa Ned Ha OCHOBE BOJHO-CONEBOTO PAacTBOpa, conepxamas ceoSomuyo PXTy
(TouHoe 3HaueHWE KOHNECHTpamK cBoSonHoli XTIy B aManasome maMepeHna ot 0 xo 200 Hr/Mn yKa3aHo B
nacnopTe ¥ 3aK0MPOBAHO MWTPHUX-KOA0M Ha Kopobke HaGopa pearentos). Xumxocts, 1,0 M, 1 wm S duakonos?
B 3aBHCHMOCTH OT BapHanTa AcnonHenna (oM. Tabmay 1), Mapxuponana «KanuGparop 4».

B KOMILIEKT NocTaBKK BXOAAT: HaGOP peareHTOB, HECTPYKLHS N0 NPUMEHEHMIO, ACNIOPT.

Kaxnziit dnaxon, conepxaumit KamuGparopm 1 1 4, paccunran Ha 10 onpeneneHnii npH NOCTAHOBKE B
AyGmukarax. T4 KAMHOPOBOUHEIE MPobh! MpeAHasHAYCHR! /UM BOCCTAHORJIEHHA MacTep-KpHBOH Ha OCHOBAaHMH
HOMUHAJIOB, IPACBOSHHEIX AAHHOR cepry (JIOTY) KATHGPOBOUHEIX MPOG NPH HX ATTECTALMA.

Kaxuiit pnaxon, conepamuit Kanubparops: 2 u 3, paccuuras Ha 10 onpegencHuit npa NocTaHOBKE B
MOHOIUIRKATAX. ITH KaMUGPaTOph! MpeHA3HAYCHE )14 BATAAIMY BOCCTAHOBNEHHON Macrep-kpuBoil.

Tabnana I
Bapuant Haspanue KOMIIOHEHTa
ncnxc::lﬁm, BHémnnﬁ BHJ KOMIIOHEHTA | 1. 6parop 1 | Kam6parop 2 I(a:mgpamp meipa'rop
TIpospauHas wnm MyTRas
1 ., 1 orr., 1 mr. 1 mr.
1380101 HHIAKOCTH OT GECI{BETHOTO
710 KETTOTo (1,0 mn) (0,5 mn) (0,5 mn) (1,0 Mn)
ITpo3paynas umm MyTHas 5
. S m. 5 wr. 5 wr.
1380105 WHAKOCTH OT OecmBeTHOTO it
110 JKEITOTO IBETA (no 1,0 ai1) (mo 0,5 M) (mo 0,5wMn) | (mo 1,0 mn)

2.3. Texaudeckue XApAKTEPHCTAKH

Kanubpatops, Bxomsmme B coctaB Halopa, aTTecToBaHml no MexayHapoaHoMy pedepeHCHOMY
npenapary «IRP Chorionic Gonadotrophin Beta Subunit, Human, For Immunoassay» npon3soacrsa NIBSC,
xox 75/551.

Tounoe 3HaveHMe kxoHneHTpamun cBoGoaHOH PXI'y 3akomEpPOBAHO B INTPHX-KOAEC HA BTOPUYHOM
YaKOBKE pearcHra.

Komnonentol HaGopa «KammGparopsr MagnoLIA ceoGoanas BXTu» He SBAIOTCA KOHTPONBHBIMH
MaTepHaNaMH NPABHIBHOCTH' B HE MOTYT NPUMEHATHCA JUIA OLEHKH IIPABHIBHOCTH (3HAYCHHSA AHATHTHYECKOTO
CMEIICHUA) Pe3yIHTATOR KIMHWYECKHMX aGOPAaTOPHBIX MCCIeAOBaHHIN.

3. MEPHI ITPEXOCTOPOXXHOCTH

3.1, IlorennuaneHbif pucKk NpHMeHEHRHs Habopa — kKnace 26 (cornmacmo ITpmkasy Mummcrepcrsa
sapasooxpaHeHAN P® Nedn ot 06.06.2012 r.).

3.2. Bee xoMmoRenTs Habopa B HCITONB3YEMEIX KOHICHTPALMAX AB/ISIOTCA HETOKCHYHBIMM.

33.Ilpn pabore ¢ HaGopoM cnepyer cobmomats TpeGopamma T'OCT P 52905-2007 =
CanlluH 3.3686-21.

3.4. Jlonyckats x paGoTte ¢ HAGOPOM TONBKO CHELHANBHO OGyUCHHBIN nepcoHal.

3.5. Ilepen HauanoM paGOTH! 03HAKOMHTHCS ¢ HHCTPYKLHEH H IPHMEHATE HaGOop CTPOro N0 HA3HAYCHHIO.

3.6. IIpu paGoTe ¢ HabopoM ceAyeT KCOOIE30BATH CNCIUAHARPOBAHHYIO ONSKAY (MEARLMHCKAN Xanar
HIH KOMGHHE30H, IIANOYKY) H CPeACTBAa UHAMBHAYANHHON 3AIMMTHI (MACKY, 3alIMTHBIE OYKH, OJHOPA3OBHIE
PE3MHOBEIC MJIH IUTACTHKOBLIC NIePUaTKH, PaspeIIeHHBIE K MPHMEHEHHIO Ha TeppuTopuH PO), T.K. Mpou3BOOHLIE

‘KOHTPONEHEIR MaTepuan ¢ NPHNUCAHHBIMUA (METPONOFHYECKH MPOC/IENKEHHBIMN), ATTECTOBAHHBLIMA (NOTYYCHHLIMH B PEIYNLTATE
CPABHEHHA € ITANOHOM, XUTHEPATOPON), YCTAHOBIEHHIMH (HA OCHOBE MEKNAGOPATOPHOTO KOHCEHCYCA C NPHMCHOHHEM PEhEpEHTHRIX
METOJMK W3MEPEHEA) 3JHANCHHAMH WCCICRYSMBIX KOMNOHEHTOB, NPEARAHAMCHHEIM MNA OUCHKH NPABWILHOCTH (3HAUCHHA
BHAUTHYECKOIC CMEILIEHRAN) Pe3yIIETATOB KWIMHAYECKNX Aa00paTOPHLIX HCCNCROBAHHA COOTBETCTBYIOLUMX KOMIIOKCHTOB. 3

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



ambparoper MagnoLIA coGoanas PXTIa»

KpOBH, BXOIAAIME B COCTaB Habopa, B HccaeayeMble o6pasupl SBIMIOTCA NOTCHIHANLHO MHGHITPOBAHHEIM
MBTEPHANIOM, CITOCOOHEIM ANMTENLHOE BPEMA COXPaHATL H NMEpeAaBaTh BO3GyAHTENEH pasMMYHBIX BUPYCHBIX
HHeKuui.

3.7. Buumanue! B cocTas XOMIOHEHTOB HaGopa BXOAAT CONAHAA KHCIOTa B KoHneHTpauu 0,05 % u
KOHCEpBaHT B KoHUEHTpanun Menee 0,05 %, yro apngercs GesonacHsM ik genoseka. [Ipa Henons3oBaHuy 1o
Ha3HAYEHHIO H COOMONCHHM MEp NPEeAOCTOPOKHOCTH KOHTAKT C OPTaHM3MOM 4eNoBeKa MCKmoueH. Ilpu
ABAPHAHBIX CHTYAIMAX BO3MOKHO Pa3aApaeHNe KOXKH M CITH3HCTOR 0GONIOYKH I71a3 Y UYBCTBUTENLHEIX . [Tpy
KOHTAKTe IIPOMRITH NOPAKCHHOE MECTO BOIOK H 0OpaTUTECS 38 MEAHIMHCKOY MOMOIIBIO.

3.8. Xumuueckas nocyaa # 0G0py/OBaHRE, KOTOPEE ACIONB3YIOTCA B paGoTe ¢ HaGOpOM, AOHKHEL OLITh
COOTBETCTBYIONUMM 08pa3oM MapKHPOBAHH I XPAHHTHECHA OTACIBHO.

3.9. Jina obpaborku nocyRel ¥ 0OGOPYAOBaHHA DPEKOMEHAYETCS MCTONEL30BATH ACIHHPHUHpYIOMME
CPEACTBRA, HITOTOBJICHHEIC HA OCHOBE TPCTHYHEIX AMHHOB, YeTBEPTHYHBLIX aMMOHHEBLIX coeauHenult (HAC) umu
CNEPTOB M pa3pelIcHYEIC K NPAMEHEHRIC Ha TepprTopud PO. Henonbzosarue aesnnpuuupyiommx CpeacTs Ha
OCHOBE aKTMBHOIO KHCHIOPONA H XJIOpa BO3MOKHO JHING Ha NpPEICTEPHIN?AHONHOM 3Tane ¢ nocueayomeit
TepMHUYECKOH cTepumu3anueii.

3.10. 3anpemaercs NpHEM IMINH, HCTIOAB30BAHNE KOCMETHIECKHX ePEACTB H KyPEHHE B NOMEIECHUAX,
npeHa3HAYCHHBIX UIA paboTH ¢ HabOpOM.

3.11. VYOupars ®m Ae3MHQHUMPOBATL pasiAuThIe OOPa3Mbl WIH KOMOOHCHTH Habopa, HCHmONL3Yyd
Ie3rHPHUMpYIOmKE CPEACTBA B COOTBETCTBMH MY 287-113.

3.12. VYpanars HCHCNONE30BAHHEIE PEAKTHMBL Habopa B cooTBeTcTBHM ¢ TpeGoBamumamu CaunlluH
2.1.3684-21.

3.13. Ilocne HCNONB30BaHHA BCE KOMIIOHEHTH Habopa, o0pasibl, KOHTPONBHHIE MATEPHANEL
PacXOHBIe METEPHANE H APYTHE PeareHTHl, KOTOphle KOHTAKTHpOBAMH ¢ ofpa3sitamH Bo Bpema o0paGoTku,
XPaHCHHA HJIM aHamm3a (B TOM 9WC/Ne: MEPYaTKH, HAKOHCYHUKH M T.JA.) JOMKHH COGHpaTsea OTHCNBHO H
CTePHJIM30BATECA B aBTOKJABE ¢ TocHeAyiomeH yrwmianued B coorBercTBHM ¢ TpeOopammamu CanlluH
2.1.3684-21. BMecTO aBTOKIABHPOBAHHA OTXOAK! MOTYT GRITH CTEPWIH3OBAHE! AC3HHOHLHPYIOMHMM CPEACTBOM,
MOC/e YTHIH3HPOBAHEI B COOTBETCTBUH ¢ TpeGopanuamy CanlTuH 2.1.3684-21.

3.14. He ucnons3oBaTh HAGOP N0 HCTEUCHHH CPOKA NOXHOCTH.,

4. OBOPYAOBAHHE H MATEPHAJIbI, HEOBXOAUMLBIE JAJd ITPOBEAEHMSA
AHAJIN3A

- (AHIH3aTOp aBTOMATHUYCCKMH HMMYHOXMMAYECKHH XCMHWIIOMHHECHeHTHEt «MagnoLIA» ¢
npuraiexrocTamMu o CHAB 421457.002 TY («MagnoLIA») (mpouzsoautens 000 «Komnanus Anxop Buoy,
Poccra, PY NeP3H 2019/9282);

- «Habop peareHToB A1 KOMHYECTBEHHOIO MMMYHOXEMH/TIOMMHECIIEHTHOrO ONpeneneHus cpoboauol
B-cyOBeAMHALB! XOpHOHAYECKOrO FOHAROTPONHHA qenoBeka «MagnoLIA cpoGomuas PXTu», mo TV 21.20.23-
658-98539446-2023 » (npoussoaurens 000 «Komnanus Ankop Buoy, Poccus, xar. Ne 1380001, 1380005);

- «Habop peareHTOB JUIS KOHTPONS kavecTsa aHanmu3a «Koutpoau MagnoLIA csoGoanas $XI'a», mo TY
21.20.23-660-98539446-2023» (npoussomuren 000 «Kommanus Ankop Buo», Poccus, xar. Ne 1380201,
1380205, 1380210);

- BonHo-comeBoi#f pacTBOp 1A NPOMBIBKH peakuMOHHBIX KioBeT MagnoLIA «bBydpep Wl»
(npoussomurens OO0 «Komnanus Ankop buo», Poccna, xar. Ne0000405);

- OtnenbHble xanar, manovka, oOyBb H OHOpA30Bhle MEPUATKH, PAspeIICHHBIC K MPHMEHEHUIO Ha
Teppuropun PO (unu cootercTaytomue ['OCT P 52239-2004);

IIpu neobxodumocmu! Bopno-coneBo#t pacTBop And passeacHus obpasuos MagnoLIA «/lumioeHT
1» (mpouzsogutens OO0 «Kommanns Anxop Buoy, Poccus, xat. Ne 0000301 kaprprmk una kar. Ne 0001001
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pnaxon).

5. TNTIPOBEAEHHME ITPOLIEAYPHI KAJIHBPOBKH

OnucauHad B AQHHOM MHCTPYKIMM HMHGOpMAIMA COACPXHT NHWEL OOUIME CBEACHHA O HOpAAKe
IPOBEACHHUS TIpoleayph! KanuGposku Ha aHanm3aTope «MagnoLIA». Jina nomydenns aetanbHol unGopManmu
nepea Ha9aloM paGoTH 03HAKOMBTECH ¢ PYKOBOACTBOM IO 3KCIUTyaTaluy ananusaropa «MagnoLIA».

5.1. Iloaroroska pearenron

5.1.1. BxmousTs asTOMaTHueCKHi aHamu3aTop «MagnoLLA» cOrnacHo pykoBOACTBY IO 3KCIUIYATAUHH,

5.1.2. Kanu6paTops roTOBH! K HCTIO/IB30BAHHMIO.

®dnaxoHs! ¢ KanubpaTopaMH HeoGX0AMMO BRIICPKATL PN KOMHATHO TeMiiepaType He MeHee 30 MUHYT
0 HaYasna aHaMHTHYCCKOH CeCCHH.

5.1.3. Tlepememats conepxuMoe hakoHoB, u3beras neHooGpazoBaaud. OTKPHITE $NAKOHE! H NOMOXKHTD
KPBILIKA NEPEBEPHYTHIMA Ha CYXYIO IIOBEPXHOCTS.

5.1.4. HaGop «KanuGparopsl MagnoLIA ceoboaras PXTu» pasMECTHTS B IITATHBAX, MPeAHA3HAYEHHEIX
V11 KaTEOpaTopoB 1 KOHTpONEH.

5.1.5. Tlepen 3arpy3xoil peareHTOB, ReOGXOXAMEIX IUIA IPOBCICHHS AHANN3A, B COOTBETCTBYIOMME 6I0KH
AHAIM3ATOpPA POBEPHTD BCE PACTBOPHI HA OTCYTCTRHE MY3LIPHKOB BO3AYXA. Y RATUTH MY3EIPEKH /10 MPOBEACHAS
aHATH3a JIETKUM OKaYHBAHAEM, HE ONYyCKad NEHOOOpa3opanus.

5.1.6. Ilepen sarpyskolt Kaprpaska «MagnoLIA coGopnas BXTu» B Gnokx pearentoB HeoGXomumo
NpeBAPHTENbHO YOCAMTHCA, YTO NAapaMarHHTHRIC MHKPOYACTHI(El HAXONATCA B PECYCHEHIUPOBAHHOM
COCTOAHWH, & caMa CyCTieH3Hs roMorenna. Ecmu MuxpouacTuib He pecycnenupytores, HE UCTTOJIB3YHTE
HABOP 1 ofpatdTech K MeCTHOMY MpEACTABHTEMO OpomssoauTens. Jlnx monydenus Gomee noapobHOH
uHopmarmu o6paTATecs K MHCTPYKIHH N0 NpHMeHeHHIo Rabopa «MagnoLIA ceoboxnan PXTa».

§.1.7. 3arpy3uTs NOATOTOB/ICHHBIE PEAreHTH! H MPHHALNCKHOCTH Ha Gopr anamusaropa «MagnoLIA»
COTJIaCHO PYKOBOZACTBY IO JKCIUTyaTallHE.

5.1.8. 3arpy3uTs JaHHKIC O PEATEHTaX B NIAMATH ABTOMATHYECKOro aHam3aropa «MagnoLIA» cornacuo
PYKOBOJCTBY IO KCIHITyaTal[HH.

5.2. KanuGponka

Anamsarop «MagnoLIA» MoxeT ocymecTBNsTh KaNHOPOBKY B OTAENBHO BLIACICHHOH CECCHH HIH
OMHOBPEMEHHO ¢ 00pasnaMK B paMkax ofHofi anannTHaeckol cecchn. IIponenypa xaTrOpoBKH BERIIONHACTCA
npexe MOOEX HAIHAYESHHEIX TECTOB HE3aBHCHMO OT MOMEHTA pasMelneHna HaGopa KamGpaTopop Ha GopTy.

BHHMAHHE!

KomnonenTs Habopa «Kanubpatoprt MagnoLIA csoboamnan XTI u» He AOIKHEI HaXOAMTHCA Ha Gopry
npuGopa Gonee 3 uacoB, CyMMapHO B JECATH CECCHAX, HEOOXOAMMO YYMTHIBATE 3TO NpPH BHIIOJHEHHH
poLEAYPH KAMHOPOBKH OHOBPEMEHHO ¢ 00pa3TiaMy B paMKax OfHOM aHRIHTHICCKOH ceccrn. PekoMeHyeTcs
BEITPY)RATh INTATHBH ¢ KaMHOpaTopaMd MO HCTCYCHHM MHHHMATLHOrO BPEMEHH C MOMCHTa 3aBCPHICHHA
pacKanbIBaHus COAEPEKHMOTO BeeX (ITaKOHOB KaNHOpaToOpoB ¥ KOHTpONe.

JARR npedomspaenun ucnapenun IcuoKocmu cpasy ROCAe UCRORVIOSARUR (PRAKOHM HeobXo0uMo
3AKPHIMb KPWUKAMU 8 COOMEEMCIMENU C UX MAPKUPOSKOIl, NOMECMUmb & YNAKOSKY NPEOMPUAMUR-
U320MOBUMENR @ GEPMUKANBHOM RONONCEHUN U obecnesumb Xpanenue npu memnepamype om+2 oo + 8 °C
8 XOROOMAGHMX KAMEPAX UAU 6 XONOOUALHUKAX, OBECHEHUSAIOIGUX  PENAMEHPUPOCAHIIG
memnepamypstit pexncum.

5.2.1, [Ipu ycranoske Ha Gopr aHamasaTopa, A4 Kaxaol Horolt cepuu (nota) Habopa «Kanu6paToph!
MagnoLIA ceoGommas BXTa» Heo6X0ANMO IPOBECTH MPOLEAYPY pPerucTpaiy xambposouHoro Habopa.

Jna sroro nepeiimure B MeE0 KAJTHBEPOBKA.

B Hmxueli uacTd skpana Haxmare kKaonky PEIHCTPAIIHA HABOPOB.
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Lami6patoprr MagnoLLIA csoGonnas BXTa»

B oTKpHIBIIEMCS OKHE 3AIIOJIHKTE JaHHEIC TYTeM CUHTHBAHNS ABYMEPHOIO IITPUX-KOAA CO BTOPHUHOMR
ynaxkoskH (kopoOku) miaenas, miGo BBexuTe NHGPH IITPAX-KOAA BPYUHYIO,

Ana coxpaHcHus AaHHBIX O Halope, HaxmmtTe kHonxky JIPHMEHHTH (B cimygae HeoOXomAMOCTH
NpOAOIKATS paboTy B JanAOM okHe) wim xHonky I OTOBO (ana coxpaHeHHS NAHHBIX M 3aKPLITHA OKHA).

Ilpp HeO6XOAMMOCTH, BO3MOXHO BHECCHHC JAHHEIX O HECKOJNBKAX cepHax (norax) HaGopa
«Kanubparopal MagnoLIA ceoboanas BXIu».

5.2.2. 3arpy3ure nrratuB ¢ HaopoM KamHGpaTopoB Ha GOpPT aHANHM3ATOpa, CUMTAlTe INTPHUX-KOAM C
¢maKkoHOB 3arpyXeHHOTO INTaTHRA NyTeM HakaTHa KHonkd CUUTATD LUTPUX-KObI unn unearuduxanueit
¢$IaKOHOB BPYUHYIO.

5.2.3. Brecure xanmbpoBKy B CIHMCOK 3aXa4, KOTOpble JOMKHE! GHITh BHITONHEHH B XAHHOM
AHATHTHYCCKOH CECCHHU.

Jlnst aroro nepeiiaare B Merio OBPA3LA.

B neBoit wactn 3xpana Bubepure kHonky JOBABUTH KAJTHBPOBKY.

B NeBOM BEPXHEM YTy OTKPHIBLICTOCA OKHA GyACT 0TOOPAXKEH CIIMCOK TECTOB, A KOTOPHIX MOXET OBITh
BEIMOTHCHA KAMHOpoBKa. BOcpHTE H3 NPEUTORKEHAOIO CIIACKA HEOOXOMMMELA TECT.

B npaBoM BepxHeM yrily OyIayT MOK43aHM TOTOBBIC K 3alycKy cepun (oThl) Habopa «Kambpatopu
MagnoLIA ceoboanas BXI"a». Y3 npeacTaBicHAOro crcka BHOepUTe HCOOXOMMMYIO cepriO (JIOT) (HECKOBKO
TOTOBBIX cepHif (JioToB) Gyzer oroOpaxkaTics B JaHHOM CIIHCKe, eclid Ha Gopr mpmuGopa Gbulo 3arpyxeHo
HECKOJBbKO cepuif (10ToB) kamMOPOBOYHLIX HaGOPOB MM OZTHOTO TECTa).

Jna noGannerus seibpannoft kanuGpOBKE K COMCKY 3amad HaxmaTe KHomxy JOBABHUTH (B cnydae
HEOOXOAMMOCTH NPOAOGMKHTL paboTy B JaHHOM OKHe) wm KHonky JOTOBO (s coxpaHeHHS MaHHRIX H
3aKPLITHA OKHa).

§.2.4. 3anycTHTe aHANMTHYMECKYIO CECCHMIO aBTOMaTHYecKoro aHammsaropa «MagnoLIA» cornacho
PYKOBOACTRY IO 3KCILTyaTalluH,

§.2.5. IlporpaMMa mpuGopa mO3BONSET aBTOMATHYECKM BHIIONHHThL BCe CTaAMHU aHanmu3a jns HabGopa
«MagnoLIA cBoboanas XTI 'u» Ge3 BMemaTeNLCTBA NONB3OBATEINA.

5.3. PesyanTatsl

Ilo oxoHYaHUM aHAMUTHYECKOH ceccru nepeitnute B Menio KAJTHEPOBKA.

B neBoit yacTH dKpaHa BEIGepATE HEOOXOAUMBIH TECT H3 TIPSVIOAKCHHOTO CITHCKA.

3areM B BepxHeii mpaBoif 9acTH 2KxpaHa BEIOepuTe HEOOXOAHUMYIO CepmIo (J10T) KannGpoBOUHOrQ Habopa
AUIA AAHHOTO TECTa.

Huxe 6yzer oTobpakena HRpopManus o BEIOpaHHOH kamOpoBKe:

- Ne nio nopazxy;

- BAIAOHOCTH BHIOpannoi kamOpoBKy;

- AATA POBEACHUA aHAIA3a;

- 3Ha4YeHHe aHATHTHYecKoro curaana ans Kamubparopa 1;

- 3HaUYeHUEe aHANHTHIECKOro curaana i Kambparopa 4.

Hdna nonyuenua Gonee noppobuoit nEpopMmammM o BOpaREO#f KanMOpOBKE, HAKMHUTE KHOMKY
KAJTHEPOBOYHAN KPHBAA.

B otkpremBmeMcs okee Gyzer oTofpaxeHa paclinperHas KEGopManmd o kanuGpopke:

- coo0menue 06 YCIEmHOM 3aBEPIICHHH KaTHOPOBKH;

- flaTa kanuOpoBKH;

- CPOK N'ORHOCTH KanuGpoBKy;

- unopManus o KamuGporowmoM HaGope (Tect, cepusa (nioT), Homep Habopa (Ne), CpOK TOAHOCTH
Habopa);

- 3HAYECHHe aHANMTUYECKOro curaana Jua KanmGparopa 1;
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{anubparopst MagnoLIA csoGomnas BXTu»

- 3HaYeHHE aHATHTAYECKOTO curHaa s KaymGparopa 4;

- 3HavYeHne KoHieHTpawuy ana Kamibparopa 2;

- 3HaYeHHE KoRUeHTpatun mia Kanubparopa 3.

- rpad MK ¢ HAHECEHHBIMA KATHOPOBOYHBIMYE KpUBBIMH. CHHHM NYHKTHPOM 00603HAYacTCA pedepencHad
kanuGpoBOYHAY KPHBas, 3aKOAMPOBAHHAA B MaMaTH npubopa; 3eneHod CIIOIHOH JMHACH — NOCTPOCHHAA
KATMGPOBOYHAA KPHBad, TOYKH Ha KOTOPOR COOTBETCTBYIOT KOHIIEHTpamiH cBoboamoit BXI™s 8 Kanubparope 2
# KaymGparope 3.

6. TPAHCIIOPTHPOBAHHE H XPAHEHHE

6.1. TpancnoprupoBaHre HabOpOB CleNyeT NMPOH3BOJHTH BCEMH BUJaMM KPHITOrO TPAaHCTIOPTA IIPH
TeMneparype ot -+ 2 10 + 8§ °C.

6.2. TparcnoprupoBanue w3ne/mil mpu Temnepatrype ot + 2 fo + 8 °C ROMXHO MPOM3BOAHTECS B
eMKOCTAX WJIH NPH NOMOIM XONONUNRHEIX YCTAHOBOK, OGCCHEMHBAIONMX —pPerfaMEHTHPOBAHHBIH
TeMnepaTypHLIH PeKRHM.

6.3. Jlonyckaerca TpaHcnopTHpoBanwe HaGopos npy TeMmnepatype a0 + 25 °C ne Gonee 15 cyTOK, B TOM
yucie opu Temneparype +37 °C ne Gonee 1 cyTok.

6.4. HaGophl, TpaHCNOPTHPOBAHHBIC C HAPYIICHHCM TEMIICPATYPHOrO pPEXHMA, NPHMCHCHHIO HE
NOJUICKAT.

6.5. Cpok roanocTn HabopoB — 12 MecANEE OT JATH NPOHU3BOACTRA.

6.6. Xpaneune HaGOpPOB JO/KHO TNPOBOZMTLCE B  YNAKOBKE NIPEANPHATHA-HITOTOBUTENA TIPH
TeMnepatype oT +2 10 + 8 °C B TeUCHHE BCEro CPOKA FORHOCTH B XOJOMIEHBIX KAMEpax AJIH B XONOAUNIEHHKAX,
o0ecneunBaloNINX periaMeHTHPOBAHHBIN TEMIIEPATYPHEIH PEXHM.

6.7. Haboph! ¢ HCTEKINAM CPOKOM IOAHOCTH NPUMCHEHMIO HE OAMEXKaAT.

6.8. IIpa apoGHOM HCTONE30BAHMH KOMIIOHEHTH HaGopa XpaHATCA B YNAKOBKC NPEANPHATHR-
H3FOTOBHTEA B BEPTHKAIBHOM MNOJIOKSHHH NIPH Temneparype oT + 2 fo + 8 °C B XONOJMILHLIX KAMEPaX HIH B
XONOAHABHUKAX, 05ECTIETHBAIOIAX PeraMEHTHPOBAHHBIH TEMIIEPATYPHEIH pexmM, B TeUeHHe | Mecana co JHA
BCKpBITHS mepBHuHOl YNMaKoBKH. KOMNOHEHTE! He NMODKHLI HaxoMuTLCE Ha Gopry mpuGopa Gonee 3 wacos,
cymMapHo B Aecatu ceccusx. [Tocne nenonb3oBamns GAakoHH HeOOX0/MMO HEMEIUICHHO 3AKPLITH KPRINKaMH H
ofecneuuTh peraMeHTHPOBAHHBIH PSKHM XPaHCHHUA.

7. TAPAHTHHHBIE OBSI3ATEJLCTBA
TapauTHitHLLE CPOK rogEOCTH Habopa 12 Mecanes OT AATH [TPOH3BOACTBA. HaGop npeanasHadeH s
OHOKPATHOIO MPUMEHEHHS K HE TOUICHKAT PEMOHTY H 00CTyKHBaHHUIO.

8. BE3OTIACHAS YTHJIM3AIIUA
Mpr wucnomsiosasMk HaGopa o6pasyloTcA OTXOAM KiaccoB A H B, KoTophie YTHIM3HpYIOTCA
B cooTrercTBuH ¢ CanlTuH 2.1.3684-21 1 MY 287-113 (TaGnuna 2).

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



LanuGparoprr MagnoLIA ceoGonras BXTu»

Ta6nuua 2
Knacc
Orxom: OTIACHOCTH
Bropuunas (rpynnosas)
YIIAKOBKA Kopobka U3 MOHOKapTOHA Orxomst
OxennyaTanuonHas HHCTpYKIHS 110 NPHMEHEHHIO Knacea A
JOKYMCHTALHS . ITacnopr
Bce xoMnoHeRTH Habopa, KOHTPOAbHLIE MATEPHAITEL,
PacXoHbIC MATEPHANL! H PeareHTEl, KOTOPHIE

Hpyrae XOMIOHCHTE KOHTAKTHPOBAIH ¢ o0pasuaMu 2o Bpems obpaborku,
XpaHeHNs HJIM aHAJIH3a Otxoam
IlepBranas ynmakoBka ®OnaKoHK, COACPIKABIINE PACTBOPH KaHOpaTopoB knacca B

He ucnons3obaHHbIe
KOMIIOHEHTHI C HCTEKITAM ®akoHH, COaepRKAIHE PacTBOPH! KATEGpaTopoB
CPOKOM TOHHOCTH

9. HH®OPMAIMA O HPOU3IBOJAHUTEIIE

Tlo sonpocam kauectsa MU «HaGop pearentor s xanuGposxy «KamaGparopst MagnoLIA ceoSoamas
BXTu», mo TV 21.20.23-659-98539446-2023» o6pamarscs 8 000 «Komnarnms Anxop Buo» no agpecy: 192148,

r. Cauxr-TlerepOypr, Jenesnopopoxubiii mpocnekt, A. 40, nut. A, Tew/pakc: 8(812) 677-8779, Tenedon

«ropayelt muaumy: 8-800-234-37-79.

10. CUMBOJIBIL, HCITOJB3YEMBIE HA STHKETKAX

o Memuuanckoe m3aenHe Ans ConepxHMOro JOCTaTOYHO V1A

A4 IMACHOCTHKH in vitro W MPOBEACHHS N TECTOB

[REH HoMep 1o KaTanory A Octopoxuo!

fLoT Kox naptan (HoMep cephH) E Hcnons3osats 10

o HaroTosnTens _}— TIpenen TeMnepaTypsl

ﬁ JlaTa H3roTOBJICHHS & Buonorugecknit puck
OGpaTuTecs X HHCTPYKIIHH 1O

I:E OpHMEHEHHIO

Hncrpyxuus paspaGoraua B coorsercrauu ¢ TV 21.20.23-659-98539446-2023.
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000 «Komnanusa Anxop buo»
r. Cauxr-TletepGypr, XKene3noA0poXKHbI 11p., A. 40, muT. A
Tenedon/paxc: (812) 677-87-79

NACIIOPT N E003

HaGop pearenTos ansa xanubposkn «KamuGparopul MagnoLIA cBoGoAHaN
BXTu», mo TY 21.20.23-659-98539446-2023

Kar. Ne 1380101 Cepus Ne E003 ®opmuposarue Ne 1 Komugecrso 100 mr.

Haumenopanue | Buemnmii Baau | HoMmuRansHoe Kommne Cepus xomt::::ro
peareHTa Jopma BRIycKa | 3HAUCHHE, HT/MI Kranus peareHTa HapameTpa
KoMniekT NoCTABKHA
Kambparop | | Tlpospaunsie 0 1 ¢ (1,0 mn) EQ03 COOTBETCTRYET
KanuGparop 2 HJTH MYTHEIE 10 1 ¢n. (0,5 Mn) E003 COOTBETCTBYET
Kamubparop 3 &n:imlﬁkocm oT 25 1 dn. (0,5 Mn) E003 COOTRETCTBYET
€THOIO JI0
Kanubparop4 | Lo oro BeTa 100 1 ¢ (1,0 ) E003 COOTBETCTBYET
[Tacnopt 1 mT. - -
HHCcTpyKUMA 10 NPHMEHEHHIO 1 mT. - -
ITapamMeTpsl KOHTPOJIA Ka4yecTBA
HanMeHOBaHHe KOHTPOJIHPYEMOIo Hopma 3HaueHne KOHTPOIHpPYE-
napamerpa MOT0 napamerpa*
AHaTUTHYCCKHIt CHIHAN
Kanubparopa 4, oTH. cBeT. €1I., He 200 0600 COOTBETCTBYET
MEHee
CoOoTHOLIEHNE AHATHTHYECKHX B, <By<B3<Bs ver
CUTHAIOB KanubpaTopos COOTBETCTE
OTKNOHEHHE KOHICHTPAUHH
Kamu6patopa 2 u Kanu6paropa 3 ot + 20 COOTBETCTBYET
HOMHHANBHOIO 3HAYEHHA, TPOUCHT
dnakoHE! 3 M1 H3 TPO3PAYHOIO
V1I8K0BKA H MaDKHPOBKA cTexna (C 3aBHHIHBAIOLIUMHC c yer
KPHIIKAMH), DTUKETKH H3 JICHTHI
KneeBolt Ha GymMaxkHOH OCHOBE

*JlaHHEIC ATTECTAIMM NPH COBMECTHOM HCTIONB3oBaHKM ¢ MU «MagnoLIA ceoSomnas PXIu», cepus Ne

E003.
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[aTa n3rotoBneHus Habopa «17» mapta 2023 n
CpoK rogHocTun Habopa Ao «17» mapta 2024 r.
Ycnosus xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTMpoBaHua +2...+8 °C. JlonyckaeTcsa TpaHCNoOpTUpOBaHue Habopa npu Temnepartype
no +25 °C He 6onee 15 cyToK, B TOM yucne npu temnepatype +37 °C He 60nee 1 cyToK

TONIbKO ANnA AUATHOCTUKW IN VITRO

[na npoheccnoHanbHOro NPUMeHeHNs n
Habop cooTBeTCTBYET

TY 21.20.23-659-98539446-2023 /II"KomnaHwna

PY No [J.>kop buo"
yc'\ 'Alkor Bio
BuinonHun AyweHbknHa A.T. Mposepun KasapnHosa H.Apany”

000.KO«nANnnnKoy*«*
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000 «Kommnanusa Asnkop bruo»

r. Canxt-Tlerep6ypr, XenesHoaopoxHeIi 0op., A. 40, AT, A
Tenedon/paxc: (812) 677-87-79

IMMACIIOPT Ne E004

HaGop pearenTos ans kaauGposkn «KansuGpaTops MagnoLIA cBoboanas
BXI'a», mo TY 21.20.23-659-98539446-2023

Kat. Ne 1380101 Cepus Ne E004 ®opmupoanue Ne 1 Komaecrso 100 wmr.

HauMmenopanue | Breurnuii Bugn | HomuusantHoe Cepusa Coorsetcrsiic
pearenTa ¢opma BeIMycKa | 3HAYEHHE, HT/MIT Kommexratms pearcHTa KOHTPOMIUPYEMOTO
napaMeTpa
KoMnjeKkT noCTABKH
KanuGparop 1 Hpospaumeie 0 1 &n. (1,0 M) E004 COOTBETCTBYET
KanuGparop 2 WIH MYTHBIC 10 1 dn. (0,5 M) E004 COOTBETCTBYET
Kanubpatop 3 Gxunxocm oT 25 1 ¢. (0,5 mMn) E004 COOTBETCTBYET
€CILBETHOIO JIO
Kamubpatop 4 | .o nBeta 100 1 . (1,0 mon) E004 COOTBETCTBYET
Ilacnopr 1 mT. - -
WHCTPYKIHS IO NPHMEHEHHIO 1 miT. - -
IMapaMeTphbi KOHTPOJISI KAYECTBA
HauMeHoBaHWE KOHTPOIUPYEMOTO Hopma 3HayeHHe KOHTPOJIHpYe-
napameTpa MOro napamerpa®

AHaJIUTHIECKHH CHIHAN
KanuGpatopa 4, OTH. CBET. ¢/, HE 200 000 COOTBETCTBYET
MeHee

COOTHOIICHHE AHATATHYECKHX
CHTHANIOB KAHGPaTOpOB Bi<B2<Bs<Ba COOTBETCTRYCT
OTKNoHEHNE KOHIICHTPallMH

Kanu6partopa 2 u KanmuGparopa 3 or + 20 COOTBETCTBYET
HOMMHANLHOTO 3HAYMEHNS, IPOLUEHT

@nakoHK 3 MJI U3 NPO3PAYHOrO
YnakoBka # MAPKHPOBKa& K;rem (c ;?naﬂnml;au;:;nm COOTBETCTBYET
K1eepolt Ha 6ymaxHoi# OCHOBE

*JlanHLle aTTECTALMM NPH COBMECTHOM Hcmonssosanuy ¢ MH «MagnoLIA ceo6oanas PXT'a», cepus Ne
EQ04.
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[aTa nsrotoneHuns Habopa «20» mapTa 2023 T.
Cpok rogHocTun Habopa o «20» mapTta 2024 .
Ycnosua xpaHeHusa +2...+8 °C

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

TONMbKO And ANATHOCTUKMW IN VITRO
/ [ns npoeccCMoHanbHOro NPUMEHEHNA
Ha6op cooTBeTCcTBYET S
TY 21.20.23-659-98539446-2023
PY Neo

(V)

BoinonHun AyweHbkuHa Al Mposepun KasapuHosa H;Apany”

[TE/EP)
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000 «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, XXene3HoAopoXHbIv np., A. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACITTOPT Ne EOGS

Habop peareHToB gna Kannbposkn «Kannbpatopbl MagnoLIA cBobogHas
pXTu», no TY 21.20.23-659-98539446-2023

Kat. Ne 1380105 Cepua Ne EOO3 ®PopmumposaHme Ne 1 Konnyectso 100 L.

HavmeHoBaHne BHewHWi BUA 1 HomunHanbHoE KOMMIeKTaLLMS Cepus CoorsetcTaue
peareHTa (hopma BbINyCKa 3Ha4YeHue, Hr/Mn d H peareHTa KOHTPONMPYEMOTO
napametpa
KoMnnekT nocTtaBKu
Kanunépatop 1 0 ° (pﬂ.MS]r;o 10 EOO3 COOTBETCTBYET
lMpo3payHble 5 . (Mo 0,5
Kanuné6patop 2 NN MYTHbIE 10 M) EQQO3 COOTBETCTBYET
XULKoCTK OT 5 05
Kanubpatop 3  6ecuBeTHOro ao 25 (n. (no 0, EOO3 COOTBETCTBYET
XEenToro ugeta . M) 10
Kanub6patop 4 100 d)ﬂ.M%I;O ' EOC3 COOTBETCTBYET
MacnopT 1wr.
MHCTpPYKUMA MO NPUMEHEHUIO 1wr.

MapamMeTpbl KOHTPO/SA KadecTBa

HanmMmeHoBaHMe KOHTPOMIMPYEMOTO 3HaueHne KOHTponupye-

Hopwma .
napameTpa MOro rnapameTpa
AHaNUTUYECKUIA cUrHan
Kanubpartopa 4, OTH. CBeT, ef., He 200 000 COOTBETCTBYET
MeHee
CooTHOLWEHWEe aHAIMTUYECKNX
Bl<B2<B3<B4 COOTBETCTBYET

CUTHa/I0B KanmbpaTtopos
OTKNOHEHVE KOHLEHTpaLun
Kannbpatopa 2 u Kannbpartopa 3 oT +20 COOTBETCTBYeT
HOMMWHA/IbHOTO 3HAYEHUS, MPOLLEHT
®nakoHbl 3 M1 13 NPO3PAYHOro
cTek/na (C 3aBUHYMBaAOLLLMMUCA
KpbIWKaMN). DTUKETKU U3 IEHTbI
KneeBOi Ha 6yMaXKHOW OCHOBe

YnakoBKa ¥ MapKMpoBKa COOTBETCTBYET

*[laHHble aTTecTayMm npu COBMECTHOM ucnosb3oBaHun ¢ MU «MagnoLIA ceobogHas pXTu», cepusa Ne
EOQS.
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[aTa n3rotoBneHuns Habopa «17» mapTta 2023 .

Cpok rogHocTn Habopa A0 «17» mapTta 2024 .

Ycnosusa xpaHeHus +2...+8 °C

Ycnosua TpaHcnopTupoBaHus +2...+8 °C. [lonyckaeTca TpaHCNoOpTUpoBaHue Habopa npu TemnepaType
no +25 °C He 60nee 15 cyTOK, B TOM 4mncne npu temnepatype +37 °C He 60/ee 1CyTOK

TONbKO AnAa AUATHOCTUKN IN VITRO

[nsa npoeccnoHanbHOro NPpUMeHeHMs

Habop cooTBeTcTBYET —_ A"
I TY 21.20.23-659-98539446-2023 KomnaHum
PY Ne Bro”
ur\ ‘AikorBio
BbinonHun AyleHsbkuHa Al lMooseonn KaszaonHosa H.florr!pany”
ptniof
ftHtP*
LIBKOY*»>
000
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/ 000 «Komnanus Ankop buo»

Tenedon/dakc: (812) 677-87-79
IMIACIIOPT Ne E004

Ha6op pearentos ajs kaau6poskn «Kaan6paropel MagnoLIA cBoGoanas
BXTu», mo TY 21.20.23-659-98539446-2023

r. Cankr-IleTepOypr, XenesHoxopoxHsbIi mp., 1. 40, nuT. A

Kar. Ne 1380105 Cepus Ne E004 ®opmupopanue Ne 1 Konnyectso 100 wiT.

HaumeHosanue | BHewnnii Bunu | HoMunanbHoe Cepus Coorserctane
KoMnnexranus KOHTPOJIMPYEMOT0
peareHTa ¢opMa BeIycKa | 3HAYEHHE, HI/MIT peareHTa
napaMeTpa
KoMNIeKT NoCTaBKH
Kanu6parop 1 0 > (bn;d(nn)o L0 E004 COOTBETCTBYET
[Tpo3spaynbie 5 on. (10 0,5
Kanu6patop 2 WM MYTHBIE 10 ’Mn) ’ E004 COOTBETCTBYET
XHIKOCTH OT S n. (10 0,5
Kanu6patop 3 | 6ecuseTHoro io 25 ) ’ E004 COOTBETCTBYET
XeJITOro 1BeTa 5 . (no 1,0
Kanu6parop 4 100 M) ’ E004 COOTBETCTBYET
[Tacnopt 1 mrT. - -
MHCTpyKIHs NO TPUMEHEHHIO 1 wT. - -

IMapaMeTpbl KOHTPOJISA KA4€CTBA

HauMeHOBaHHE KOHTPOIHPYEMOTO Hopwma 3HaueHHe KOHTPOJIHpYeE-
napameTpa Moro napamerpa*

AHQTUTHYECKUH CHTHAT
KanuGparopa 4, OTH. CBET. €X., HE 200 000 COOTBETCTBYET
MeHee
CoOTHOLIEHHE aHATHTHYECKHUX By <By<B3<Ba COOTBETCTRYET
CHTHAJIOB KaIMO6paTopoB
OTK/IOHEHHE KOHLIEHTPalluK
Kanu6paropa 2 u Kanubparopa 3 ot +20 COOTBETCTBYET
HOMHHAIBHOTO 3HAYEHHUS, TPOLIEHT

dnakoHBI 3 MJT H3 IPO3PaYHOro

CTekJa (C 3aBHHYHBAOIHUMHCA
VYnakoBka U MapKHpPOBKa COOTBETCTBYET

KpbIIIKaMU). DTHKETKH U3 JIEHTHI
KJeeBoi Ha OyMa)KHOH OCHOBE

* laHHblE aTTECTAallM¥ NpH COBMECTHOM HcmonssoBanuu ¢ MU «MagnoLIA cBobonuas BXTu», cepusa Ne

E004.
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[ata nsrotoeneHns Habopa «20» mapTta 2023 .

Cpok rogHocTu Habopa 8o «20» mapTta 2024 .

Ycnosusa xpaHeHus +2...+8 °C

YcnoBua TpaHcnopTupoBaHus +2...+S °C. [lonyckaeTca TpaHCNOPTUPOBaHUe Habopa npu Temnepartype
0o +25 °C He 6onee 15 cyToK, B TOM 4yuc/ie npu TemnepaType +37 °C He 60nee 1 cyToOK

TONBbKO Ana ANATHOCTUKNW IN VITRO

[nsa npotheccMoHanbHOro NPUMeHeHNS

- Ha6op cooTBeTcTBYET A

I TY 21.20.23-659-98539446-2023 Aly*KomnaHus
pyXo . Ivl Ankop
BbinonHun AyleHbkuHa A.l. Mposepun KasapuHos*«AoTpany
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MpownTor NPOHYyMepoBaHo, ckj M/IEHO MeyaTbio
["eHepancHbI

000 «Ko
JNIbIHLEB
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