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HHCTPYKLIW I10 ITPUMEHEHUIO
MeanuuBcKoro H3NeTHS Mg ZHATHOCTHKH In vitro
«HaGop peareaTos ans kanubponxu «KammGpaTopu MagnoLIA Tapeor/io0ysuny,
nmo TY 21.20.23-538-98539446-2020»

1. HA3ZHAYEHHE

11, «Habop pearentos anm kxamm6poskm «KamGparops MagnoLIA TapeornoGymun», no TY
21.20.23-538-98539446-2020» (mantee «KanuGparopst MagnoLIA THpeornoOyaun») NpeAHAHAYCH LA
KamOpoBKM  (YCTAHOBJICHHA pedepeHTHLHX 3HagYCHRll) aHATW3a NpPH KOJHYECTBCHHOM OINPEACICHHH
npeornoGymana (TT) B CHBOPOTKE M IUIa3Me KpOBH (NHTHEBas colb remapuHa, kamesad cons SATA
(K23ATA, K:D/ITA))! uenoBexa METOHOM XCMHIOMHHECHEHTHOTO HMMYHOAHANH3A Ha MAPAMATHHTHBIX
MHKPOYACTHIAX ¢ MCMIOB30OBAHMEM ABTOMATHYECKOrO aHamn3aTopa «MagnoLIA»,

Habop «KamuGparopri MagnoLIA Tapeornofy/MeE» DpPHMCHACTCS COBMECTHO ¢ MCMIHHCKHMH
maenuamy (aanee MH) «MagnoLIA tupeorno6ymu» u «Kontrpom «MagnoLIA tupeornoGymsn».

1.2, Kamabporka nmpr ncnomssopanud MU «KamuGparops MagnoLIA TupeornofyauH» A0omKHa
BRIIOTHATHCA JUIA KaXROr0 KapTpubxa «MagnoLJA THpeornoSymHH» B CEAYIOIHEX CIydasx:

-TIpH 3amycke CECCHMH Ha aHammatope «MagnoLIA» ¢ mcnonbloBaHueM Kaprpwoika «MagnoLIA
THpeOrIoGyMHH», KAMMGPOBKa KOTOPOro paHee HE MPOBOHIACE;

- Ofi¥H pa3 B 7 gHelt A xaxgoro KaprpHmka «MagnoLIA TapeornoSyaun»;

-NIpH 3anycke ceccHH Ba aHamsarope «MagnoLIA» ¢ mcnonbsoBanmeM Kaptpumka «MagnoLIA
THpeOrnoGynuu», KanuGpoBKka KOTOPOro npocpodeHa (0T MOMEHTa mocneaneli xkambporku npomno Gonee 7
nucit);

-€CIIM  pe3ymbTaT aHanmda xoTs O ommoro Komrpoma u3 HaGopa «Kontponm MagnoLIA
THPEOTNOOYTHEY? BEIXOANT 3a TIPEC/IN YCTRHOBJICHHOrO IHAIA30HA,

IOKBHBANCHTHOCTE OGPAINOB CHBOPOTKM M MAAIMM KPOBM WCMOBCKA, COACPRANICH aHTHKOATY/AHTH (AMTHEBAN COMb remapuwa,
zamaesan comp JATA (KGOATA, KsDATA)), moarsepxaena #a 25 ofpajmax kamaoro BHAR AHTHKOATYNRHTS C PEIHBIMK
xouncHTpaipaaMi TT' 8 ananuse npH ucnonsiosanuy Habopa «MagnoLIA THpeornoGynus».

?Habop «KokTponu MagnoLIA THpeornoSyAnH» NpeARasHaues ANs NOATBEPX/CEEN NPABHISHOCTH RONUYECToeRHOrO ananisa TT 3
CMBOPOTKE H IUIAIME KPOBH Seriosexa «MagnoLIA TupeornoGynnn» va asanwusarope «MagnoLIA»,

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALMI MEAHLMHCKWX H3OENHI
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/ 13.  ®yHKUMOHanbHOe Ha3HayeHMe MW «MagnoLIA TupeornobynuH» npu  COBMECTHOM
/ npumeHenun ¢ MW «Kanunbpatopbl «MagnoLIA Tupeornobynumu» wu/mnm «KoHtponn «MagnoLIA

/ Tmpeorno6ynMH» - KO/In4eCTBeEHHOE onpeaeneHune Tmpeorno6yn|/|Ha B CbIBOPOTKE M M1a3Me KPOBU YeST0BEKaA

Mpy AnarHoCcTUKe 3a60/1eBaHNN TUPEOUAHOT0 NPOUIA U MOHUTOPUHTE (DYHKLMW WUTOBUAHOW XKenesbl.

1.4. O6nacTb NpvMeHeHNs Habopa - KAMHWYeckas nabopaTtopHas fuarHoCTuKa.

1.5. Hab6op npegHasHayeH TONbKO ANf AMArHOCTUKM IN Vitro™ gns npodeccroHanbHOro NpuMeHeHUs
MepcoHasoM, MMEWLWMM KBaMPuUKaLU L1 BbTOMIHEHUS [AWArHOCTUYECKUX MccnefoBaHuid in Vitro B
pe3ynbTate cneuunanbHOro obpasoBaHus U 00y4veHus. ViccrefoBaHWUA MOTYT BbINOJMHATb CReunanucTbl He
MOJI0Xe 18 NeT C BbICLIUM W CPeAHUM MEeAULMHCKUM, 6MONOrMYeCcKUM UAnM MHbIM obpasoBaHuem (Bpay KA/,
oronor, MegMLMNHCKUIA TEXHONOT).

WccnegoBaHus npoBOAAT B KAMHUKO-AMArHOCTUYeCKUX flabopatopuax, 06/1aCTHbIX, TOPOACKMX WK
paiOHHbIX, FOCYAAPCTBEHHbLIX WM YacTHbIX 60nbHMLAX U gpyrux JIMY.

1.6. Habop «Kanubpatopbl MagnoLIA TupeornobynuH» He WMeeT NPOTMBOMNOKa3aHUN K
NPUMEHEHNIO.

1.7. Habop npepHasHayeH Ana ob6cnefoBaHMs  BCeX TPynn  HaceneHws 6e3  rpagauymy o
Aemorpagmyeckomy Uam nonynsuuoHHOMY MPU3HaKY.

2. XAPAKTEPNCTUKA HABOPA

2.1.  TpuHUMN geiAcTBUSA

Habop «Kanu6patopbl MagnoLIA TupeornobynnH» npeactaBnseT co60i KOMMNEKT W3 YeTbipex
KannbpaTopos.

Kannbposka HabopoB «MagnoLIA TupeornobynuMH» oOCyulecTBAseTca nNpu ucnonb3oBaHum MU
«Kanubpatopbl MagnoLIA TupeornobynmH» no ABYM YCTaHOBOYHbIM ¥ ABYM MOATBEPXAAKOWMUM TOYKaM W
OCHOBaHa Ha MeTofe KOCBEHHbIX W3MepeHWii (BOCNPOM3BOAMMAs KOMMOHeHTaMu Habopa BenuyumHa -
KOHUeHTpauua TI, Hr/MA, HenocpeAcTBEHHO W3MepsiemMas BeNUYMHA - CUTHaN XEeMUTKMWUHeCLeHLun,
BblpaXXeHHbI B RLU”, 0THOCUTE/IbHbIX CBETOBbIX €AUHMLIAX).

AHann3 npoBOAMTCA Ha aBTOMaTW4YecKoM aHanus3atope «MagnoLIA» (npoussogutens OOO
«KomnaHuna Ankop Bno», Poccns) B COOTBETCTBMM C MHCTPYKUME K Habopy «MagnoLIA TupeornobynuH».
3HayeHVsa CMUTHANOB XEMUIOMUHECLEHL MM B KIOBETax, cojepxawmx Kanubpatopsl 1 v 4, nCnonb3yloTca B
KayecTBe OMOPHbIX (YCTAHOBOYHbLIX) TOYeK. C MOMOLbK [AAHHbIX TOYEK MPOUCXOAUT KOPPEKTMPOBKA
KannbpoBOYHOro  rpaduka, 3aKoAMPOBAHHOro B  MamMAaTM  npubopa. [1o  OTKOPPEKTUPOBAHHOMY
KannbpoBOYHOMY rpaduKky onpegensercs KoHueHTpauua TI B aByx noatsepxpatowmnx Kanmépatopax 2 u 3.
COOTHOLLEHMNE KOHLEeHTpaunn, onpeseneHHon npnbopom 1 yKasaHHO B nacnopTe Habopa, CNYyXUT KpUTeprem
ANA NPUHATUA pe3ynbTaTa KannbpoBKM NporpammHbiM obecnedyeHnem aHanusatopa «MagnoLIA». Ha ocHoBe
MPUHATOrO KanMbpOBOYHOIO rpauka paccuMTbiBaeTCA KOHUeHTpauua TI B aHanusuMpyemblx obpasuax u
KOHTPO/IbHbIX MaTepuanax.

2.2. CocTaB U KOMNeKTayuma

B cocTtaB Habopa «Kannbpatopbl MagnoLIA TnupeornobynuH» BXoAAT creayroLne KOMNOHEHTbI:

- KannbpoBoyHas npoba Nel Ha OCHOBe BOAHO-CONEBOr0 pacTtBopa, He cogepxkawas TI 4yenoseka
(ToyHOe 3HauyeHVe KOHLUeHTpauuy TT yka3aHO B macrnopTe M 3aKO4MPOBAHO LWITPUX-KOAOM Ha KOpobke Habopa
peareHToB). >Xugkoctb, 1,0 Mn, 1 munu 5 dnakoHoB"” (cMm. Tabnuuy 1), mapkupoBaHa «Kanmnépatop 1»;

* KanmbposoyHas nNpoba Ne2 Ha OCHOBEe BOAHO-COMIEBOr0 pacTeopa, cogepxawas TI yenoseka (TOUHOe
3HayeHWe KoHuUeHTpauun TI B AnanasoHe n3mepeHus ot 0 fo 500 Hr/mn yKasaHO B macrnopTe v 3aKoAupoBaHO

"Relative light units.

AabapuTHble pasMepb! hnakoHa (B): 16,25Mm X 36MM; KpbIwkK (AB): 16,2MMx12,5MM.
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Gparoprel MagnoLIA tapeornoGymim»

HX-KOZOM Ha KopoGke maGopa pearemtos). Xuaxocts, 0,5 Ma, 1 wm 5 ¢nakonos* (cm. Tabmuuy 1),
uapxuposaia «KamuGpatop 2»;

- xanuGporoyHag mpoba Ne3 Ha OCHORE BOAHO-CONEBONO pacTsopa, cofepxamas T yenosexa (ToYHOE
sHaueHHe XoHnexTpaiHK TI" B AuanasoHe HaMepeHus ot 0 g0 500 Hr/Ma yxa3aHO B NacnopTe H 3aKOAHPOBAHO
IITPHX-KOAOM Ha Kopobke maGopa pearentos). Xmakocts, 0,51, 1 unu 5 ¢naxonos* (cm. Tabmuuy 1),
mapxapobana «KamuGparop 3»;

- xamabposounas mpoGa Ned Ha OCHOBE BOJHO-COJICBOTO PacTBopa, coaepxkatias TI uesopexa (ToUHOS
IHAYCHHC XOHUEHTpanun TI° B gHanasoHe uaMepenua ot O no 500 Hr/mMn yxa3aHo B NaclopTe H 3aKOAMPOBaHO
INTPUX-KOZAOM Ha KopoOke Rabopa pearenTos). Kuaxocts, 1,0 M, 1 wm 5 dmaxonos* (cm. Tabmuny 1),
mapxupopaHa «Kambparop 4».

Kaxaeiti pnaxon, cogepxamuit KamzGparops 1 u 4, paccantan Ha 10 onpesencHnii npd NOCTaHOBKE B
AyOnmxaTaX. OTH KanEGpoBouHEe Npo0H NpeAHA3HA4CHBl JUIA BOCCTAHOBICHMA Mactep-kpnpolt Ha
OCHOBAHWH HOMHHANOB, IPACBOCHHBIX JAHHON CEpHH (J10TYy) KarrGpoBOIHbIX Mol MPH HX ATTECTALMH.

Kaxagiit ¢pnaxon, conepxammit KanuGparops 2 1 3, paccanran Ha 10 onpenencuuil NpH NOCTAHOBKE B
MOHOIUTHKATaX. ITH KamuOpaTophl peAHA3HAYCHRI IS BAMAANNA BOCCTAHOBICHHOH Mactep-kpusoii.

Tabmana 1
Bapuant HajBaHHe KOMIOHEHTA
::nx e;; Be o OHERT® | Kannbparop | | KanuGparop 2 | Kamu6parop 3 | KamuGpatop 4

IIpospaunax nan MyTHAA 1 { ! A
1290101 | mmaxocts ot GecupeTHOro T, T, [T, LT,

TIpospasinag wim MyTHas 5 T $ e P S o
1290105 | xuaKocTH OT HecuBETHONO ' . . .

A0 XEJITOrO [BeTa (mo 1,0 nx) (mo 0,5 mn) (mo 0,5 mn) (no 1,0 M)

B xommiekT nocraeks Babopa «KamuGparopst MagnoLIA Tupeorrofymmu» BXoasT: HaGop peareHTos,
HHCTPYKIIHA [0 MPUMEHEHHIO, aclopT.

23. Texnrveckne XAPAKTEPHCTHKH

Kamubpatope, Bxomsmue B cocTaB Habopa, aTTecTOBaHB NO MeXZyHADORHO NPH3HAHHOMY
pedepencHoMy Marepuany «Human thyroglobulin (Tg) (mass concentration)» npoussoacrsa IRC, xox BCR 457,

Tounoe 3HaMeHNE KOHNERTpauA TI 3aKOAMPOBAHO B IITPHX-KOJE Ha BTOPHYHON YNAKOBKE PCarcHTa.,

Komnouents! mHabopa «KanaGparops: MagnoLIA TrpeornoOymua» HE SBIAIOTCA  KOHTPOJNLHBIME
MATCPHANAMH NPABHIBHOCTH® H HE MOIYT NPHMCHATHCA MUIA ONCHKM IPABWIBHOCTH (3HAYCHHA
SHANMTHYECKOTO CMEIIEHNR) PE3YNLTATOB KIMHNYECKHX Ta60paTOpHRIX HeCHea0BaHNIH.

3. MEPH IIPEAOCTOPOXHOCTH
3.1, [loreHuuaneHedi puck npmveneHns HaGopa — knacc 2a (cornacHo ITpukasy MHHHCTEpCTBa
3ApaBooxpanenus PO Nedu or 06.06.2012 1.).

3.2. Bce komMnoHeHTH Habopa B HCNONK3YCMAIX KOHIICHTPAIIHAX ABAAIOTCH HETOKCHUHBIMH.
3.3. Bo Bcex KommomenTax HaGopa OTCyTCTBYIoT amTHTena X BUY 1,2, Bupycy remarura C M
HBsAg.

SKoutponsubilt MaTepHan ¢ NPUNNCAHHLIME (METPONOFHYECKH MPOCICKEHHHIMH), ATTECTORAHHEIME (NONYHCHRLIMHA 8 Pe3YIIbTaTe
CPABHCHHS ¢ IJTANOHOM, KAMOGPATOPOM), YCTAHOMICHHMIMH (HA OCHOBC MexnaGopaToOpHOIO KOHCEHCYC2 C NPHMCHCHHEM
PODSPEHTHRIX METOAMK M3MEpeHHS) IHAYCHHAMH HCCIEHYCMBIX KOMTIOHSHTOB, MpeAmadHAYCHHBIM ANA OLCHKH NMPABAMIBHOCTH
(3HAYCHHA ABATUTHYECKOrO CMCTICHHNA) PE3YNLTATOR KIRHHUIECKHX Na6OPATOPHEIX HOCKEAOBAHAH COOTBETCTBYIOIMHX KOMIIOHEHTOB.
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6paropn MagnoLIA TupeornoGymin»

34. Ilpu pabore ¢ HaGopom ciemyer coGmoxmats TpeSopanns ['OCT P 52905-2007 m CanlluH
3.3686-21.

3.8. Jlonyckars k pabote ¢ HaGopoM TONLKO cnenKHanbHO 00Y4eHHEL NepcoHa.

36. [Tlepen navanom paGOTH O3HAKOMHMTLCA ¢ MHCTpYKUMell W NpHMEHAT: Habop CTPOro IO
Ha3HAYCHUIO.

3.7. Ilpu pabore ¢ HAGOPOM HCOOME3OBATH CTICHHAIHIHPOBAHHYIO OJACKIY (MEAUIMHCKIAIN XANAT AR
kOMOMHE30H, MANOYKY) H CPSACTBA HHAMBHAYANbLHON 3amuMTal (MacKky, 3aUHTHHIE OYKH, OAHOPA3OBEHES
PE3HHOBHIC HJIH IUIACTHKOBBIC IEPIATXH, PaspellieHHEIE K NPAMEHERHIO Ha TeppuTopun P@), T.K. NPOH3BOAHEIC
KPOBH, EXOJAITHC B COCTAB Habopa, H HcCReAyeMue ofpasliil SBIIOTCS NOTCHIMAILHO HEGHIHPOBAHHBIM
MATEPHATIOM, CIIOCOOHEIM JUTHTEIFHOE BpeMA COXPAHATS M NepenasaTh Bo3OyARTeNeH PAlTAYHEIX BHPYCHBIX
HEdexmmi.

38. Bummmanmue! B cocTaB xoMnoHeHRTOB Ha(opa BXOAAT CONAHAA KHCIOTA B KoHuUcHTpawmH 0,05 %
H KOHCEPBAHT B KoHneRTpauuu Mexee 0,05 %, uro senserca GesonacHLIM it uenoreka. IIpn Acnonb30BaHHH
N0 HA3HAYCHHIO H COGMORCHHE MEP MPEJICCTOPOKHOCTH KOHTAKT C OPrAHMIMOM 4enoBeka HckmodeH. Ilpn
aBapUHHEIX CHTYAITAAX BO3MMKHO PasApaXeHHe KOXH ¥ CIHaHCTON 0GONOUKH IMa3 y JyBRCTBHTENBHBIX JIHI,
IIpu xoHTaXTE MPOMBITH HOPAKCHHOS MECTO BOAOH H 00parHTLCA 32 MEAMIHHCKON MOMOIIBIO.

39. Xumuveckas nocyfa H oGopyaoBaHHe, KOTOPHE HCHONB3YIOTCA B pabote ¢ HaGopoM, AONKHE
GLITE COOTBETCTBYIOIMM 06pa3oM MAPKHPOBAHEI H XPAHHTLCS OTACABHO.

3.10. Jlnx obpaborku mocyasl H OGOPYAOBARHA PEKOMEHAYETCS HCIONB3OBATH Ae3HHHIMpyIOmuEe
CPEJICTBA, AINOTOR/ICHHEIC HA OCHOBE TPETHIHBIX AMHHOB, YETBEPTHYHLIX aMMOHMeBBIX coexmuennt (UAC)
HIH COHPTOBR H paspemicHHEC K NPAMEHEHMIO Ha TeppuropRH P®. Hcnonssosamue ne3suHUUHpyOmmX
CPEACTB HAa OCHOBE AKTHMBHOIO KHCNIOpOZAa H XJIOpA BOIMOXHO JIHIUL HA NPEACTCPHNHIALHOHHOM 3TaNe, ¢
NocHeAYIOmeHR TepMuyeckoll cTepumu3anued.

3.11. 3anpemaercs npHeM NKINH, HCNOMB30BAHHE KOCMETHIGCKHX CPEACTB M KYPECHHE B MOMCIICHHUAX,
NpeAHa3HAYeHHBIX ANg pabGoTsl ¢ HabopoM.

3.12. YO6upaTs B Ae3MEGMIMPOBAT: pasNuThie OOpasme! WIH KOMIIOHEHTH Hafopa, HCMONB3y4d
Ae3uHGUIEpPYIOmue CPpeACTBA B COOTBeTCTEHE MY 287-113.

3.13. VYmanarh HEHCNONE3OBAHABIE PeakTHBE HaGopa B coorBercTBHM ¢ Tpebosanmamu CanlluH
2.1.3684-21. .

3.14. Tlocme HCHONBL3OBAHMA BCC KOMIOHSHTH Halopa, o6pasubl, KOHTPOJNBHbIC MAaTEPHANLL,
PacXofHEIC MATEPHANH H APYTHE PEarcHTH, KOTOphle KOHTAKTHpOBATH ¢ ofpaitiaMu BO BpeMsi 00paGoOTKH,
XpAHCHES WM AHATH3A (B TOM 9HC/e: NEPYaTKH, HAKOHEUHWKH H TJ.) JOMKHH COOMpPATECA OTACILHO H
CTCPU/TM30BATECA B ABTOKIABE ¢ NocneAyiomeli yrmmmsamueli B coorBercTeHH ¢ TpeGopdunamu CanllnH
2.1.3684-21. BMmecTo aBTOKIABHPOBAHAS OTXOAW MOrYT OHTH CTepHAM3OBAHM Ae3HHGMUUpYIOmMM
CPEACTBOM, NIOCJIe YTHIH3HPOBAKK B COOTBETCTRUH ¢ TpebopanuaMu CanlIuH 2.1.3684-21.

3.15. He mcnoms308ath HaGop N0 UCTEYEHHH CPOKA TOTHOCTH.

4. OBOPYIOBAHME H MATEPHAJIBI, HEOBXOJAVUMBIE JIA ITPOBEAEHHS
AHAJIN3A

- (AHANTM3aTOp ABTOMATHYCCKHN HMMYHOXHMAYECKHH XeMmmoMuHecHeHTHRE «MagnoLIA» ¢
npuHAnnexHocTAME no CHAB 421457.002 TV («MagnoLIA») (mpoussomurems OO0 «KoMnanra Amnkop
Buox», Poccus, PY NeP3H 2019/9282);

-«Habop peareHTOB Jnd  KONHYECTBCHHOTO HMMYHOXEMHIOMHHECUCHTHOIO  ONPEACHCHUA
THpeornoGynuna «MagnoLIA Tupeorno6ymun», no TY 21.20.23-538-98539446-2020» (npoussomurens 000
«Komnanna Anxop Buo», Poccrs, kat. Ne 1290001, 1290002);
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6paropst MagnoLIA THpeornoGynas»

- «<Ha6Gop peareHTOB mns KOHTposs KadectBa aHanu3a «KoHTpomn MagnoLIA TupeornoGymun»
(mpouspommrens OO0 «Komnanus Ankop Buo», Poccus, kat Ne 1290201, 1290205, 1290210);

- Boano-coneBolt pacTBOp U1 NPOMBIBKH peakUMOHHBIX KioBeT «Bydep W1» (Poccus, npou3BoAMTEND
000 «Komnanus Ankop Buoy, kat. Ne0000405);

- OtnenbHbie Xanart, WAnoyka, o0yBb M OJHOpA3OBhIE NEPYATKH, paspellCHHblE K MPUMEHEHHIO Ha
TeppuTopHH PO (1 coorBercTBytommue 'OCT P 52239-2004).

5. TTPOBEJEHME ITPOLEAYPbI KAJIUBPOBKH

OnucaxHas B JaHHON MHCTPYKIHMH UH(POpMaLMA COREPKHUT 00IIHe TpeGOBaHHA O MOPAAKE NMPOBEACHUS
npouenyps KamubpoBku Ha aHamm3atope «MagnoLIA». IIns monyueHus aeransHoit MHpOpMalUMHM nepen
HayaiioM paboThl 03HAKOMBTECH C PYKOBOJACTBOM IO KCIUTyaTallMy aHanu3aropa «MagnoLIAy.

S.1. IloaroToBKa peareHToB

S.1.1. Bxmouure aBroMaTHuyeckuit aHanm3atop «MagnoLlAy» corsacHo pyKOBOACTBY IO
3KCILTyaTaUumH.

5.1.2, Kanu6paTopsl roTOBBI K HCIONb30BAHHIO.

®nakoHbl ¢ KatuOpaTopaMH HeoOXOAMMO BhIACPXKAaTh NMPH KOMHATHOW Temnepatype He MeHee 30
MHHYT JI0 Hadala aHAIHTHYECKO# CECCHH.

5.1.3. Tlepememars conepxumoe ¢naxoHoB, u3Geras neHooGpasoBaHHA. OTKPHITH (MakoHB! H
TNIOJIOKHTH KPBIWKH NIepeBEPHYTHIMH Ha CYXYIO NOBEPXHOCTD.

S.1.4. Habop «Kamubpatopet  MagnoLIA  TupeornoOymuH»  pa3MECTHTh B  INTaTHBAX,
NpeHa3HaYCHHBIX Ul KATHOpaTopoB H KOHTpOJEH.

S.1.5. Tlepen 3arpyskoif peareHTOB, HEOOXOMHMBIX Ui MpPOBENEHHs aHaIH3a, B COOTBETCTBYIOLIME
6noku aHayNM3aTOpa NPOBEPHTH BCE PAcTBOPbl HA OTCYTCTBHE MY3bIPbKOB BO3AYyXa. YIATHTb NMy3bLIPbKH 10
NpOBENCHHS aHAMK3a JIETKHM NOKaYHBaHUEM, HE IOMycKas NeHooOpa3oBaHus.

5.1.6. Tlepen 3arpyskoi kaprpumxa «MagnoLIA Ttupeornobynun» B 610k peareHTOB HEO6X0AHMO
npeJBapUTENbHO YOEAWTHCS, HYTO MapaMarHUTHbIE MHKPOYACTHIBI HAXOAATCA B PECYCHEHAHPOBAHHOM
COCTOSHMH, a caMa CycleH3ns romorenHa. Ecnu MuxposacTuusl He pecycnenaupyiorcs, HE UCIOJIB3YATE
HABOP u ofparHTecs Kk MeCTHOMY MNpeAaCTaBHTeNIO mpou3BoauTens. Jns monyuyenus Gonee moapoGHoH
nHpopMauuK obpaTUTECh K HHCTPYKLIMH 10 MpHMeHeHHIo Habopa «MagnoLIA THpeorno6yauH».

5.1.7. 3arpysurte NOArOTOBNCHHBIC peareHTH H MPHHAJIEXKHOCTH Ha GopT aHamm3aropa «MagnoLIA»
COTJIaCHO PYKOBOICTBY IO JKCILIyaTallHH.

5.1.8. 3arpysure pmaHHble O peareHTax B INaMATh aBTOMAaTH4YecKoro axamusaropa «MagnoLIA»
COTrJIaCHO PYKOBOJCTBY I10 9KCILTyaTaLHH. :

5.2. Kaaubposka

Ananuzatop «MagnoLIA» Moxer ocymecTBIATh KATHOPOBKY B OTHENBHO BbIICICHHOR CECCHH HITH
OIHOBPEMEHHO ¢ 00Opa3uaMu B paMKax OfHOM aHanuTHuecko# ceccuu. Ipoleaypa kanmMOPOBKH BBIONHAETCA
npexze NoObIX Ha3HaYEHHBIX TECTOB HE3aBUCHMO OT MOMEHTa pa3MellleHHs Habopa kantHGparopoB Ha 6opTy.

BHHUMAHME!

KoMnonents! Habopa «KanuGparopsr MagnoLIA tHpeornoGynuH» He HOMKHB!I HaXOAHTLCA Ha 6opTy
npubopa Gonee 2,5 yacoB, CyMMapHO B JECATH CECCHAX, HEOOXOAMMO YYHTBIBaTb 3TO NpPH BHITOJIHEHHH
npouexyphl KanuOpoBKH OJHOBpeMEHHO C oOpasilaMM B paMKax OJHOM aHAIMTHYECKOH CECCHH.
PekoMeHayeTCs BHINpYXaTh INTAaTHBBI C KamnOpaTopaMy MO MCTEYEHHH MHHHMAJILHOIO BPEMEHH C MOMEHTA
3aBepUIEHHA pacKaNbIBaHHsA COREPKUMOro Beex (IakoHOB KanMOpaTopoB H KOHTPOJIEI.

Ana npedomepauenun ucnapeHun 3cudKocmu cpasy nocie ucnonb3oeanus (raKoHsi Heobxooumo
3aKpsIMb KPHIUWKAMU 6 COOMEemcmeuu ¢ UX MAapKupoeKol, nomecmums 6 YRGKOEKY Npeonpuamus-

U320MOGUMENR 6 6EPMUKAILHOM nNONoOYceHuu u obecnevumb XxpaHeHnue npu memnepamype
5
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Topsl MagnoLIA tupeornobymia»

+200+8°C ¢ XxXONOOUABHBIX KaMEpaX UAR &  XONOOURGHUKAX,  obecnesusarouiux
AMERMUPOSAHHIT MEMNEPAMYDHBIE DEHCUM.
S.2.1. ITpu ycraroske Ha GopT aHann3aTOpa, NS Kaknoi HoBo# cepun (mora) HaGopa «KamaGparopst
MagnoLIA TepeornoGymin» HeoGX0AUMO MIPOBECTH NPOLCAYPY PErHCTpaltHH KAUTHOpOBOUHOTO Habopa.
Jina aroro nepetinure B MeHio KAJTHEPOBKA.
B mmsnelt yacTi 3xpana BaxmuTe kaonky PETHCTPALIHA HABOPOB.
B OoTKpHIBIIEMCS OKHE 3aNO/HHTE JAHHKE  NYTeM CUMTHIBAHHA JBYMCPHOTO IUTPAX-KOA8 CO
BTOpHIHOH ynakoBxu (xopoGku) usgenus, mbo sBeeauTe uHGPE! IITPUX-KOAA BPYUKYIO.
Jna coxpaHeHns AaHHRIX O HaGope, maxmure kxHonky [TPHMEHUTH (B cnydae HeoOXOAMMOCTH
OPOROXATE paboTy B JAHHOM OkHe) unH kHonky J OTOBO (ang coXpaHCHKS TAHHBIX U 3aKPHTHS OKHA),
Ilpr HCOOXOAMMOCTH, BO3MOXHO BHECEHHES JAAHHBIX O HECKONMBKHX cepHax (norax) HaGopa
«Kama6paropst MagnoLIA tupeornoGynus».
$.2.2. 3arpysure mraTEB ¢ EaGopoM KanMGpaTopoB Ha GOpT aHANM3ATOPA, CIHTAKTC LOTPHX-KOABI C
¢naxoHOB 3arpyxeHHOro mrathpa nyreM Haxatns k#onkd CUHMTATD IUTPHUX-KOAbl mm
nacHTHpHKanuel GnaxoHOB BPYUHYIO.
‘ - 8§2.3. Buecure XamubpoBKy B CHHCOK 3a7a9, KOTOphle AOMKHE ObITh BHLINONHEHH B AanROH
aHATHTHYCCKON CecCHR.

Jna sroro nepelimate B Menio OBPA3IAL.

B nesoit vactn 2xpana sxibepure knonky JOBABUTS KAJTHEPOBKY.

B neroM BepXHeM YTJIy OTKpHIBINCrocs OKHa GyzerT oToOpaxkeH CUHCOK TECTOB, IS KOTOPEIX MOXKET
OwITh BEIDONHCHa KAHGpoeKa. BeiGepute H3 NpemoxeRHOro cnmacka HeoGxomumet rect (Tg).

B npasoM BepxueM yry OyAYT IOKa3aHEl MOTOBHIE K 3aIycKy cepdd (noTel) Habopa «KamGparopht
MagnoLIA TupeornoGynun» A4 BLIOpaHHOro Tecra. M3 mpecTaBIeHHOro CHcka BHIOEpHTE HEOOXOMMMYIO
cepmio (n01) (HECKONBKO TOTOBRIX cepui (noToB) Oyzer oTobpaxarscs B AAHHOM CIMCke, ecnd Ha fopr
nprGopa GEUIO 3aTpyKeHo HeCcKONEKO cepril (10ToB) XMHGPOBOYHEIX HAGOPOB UIA OXHOTO TECTA).

Jns noGasnenrs BEIOpaHROH KaMMOPOBKHM K CHMCKY 3amad Hakmute KHonky JOBABHTD (p cmyaae
Heo0X0MMOCTH NPOAOJDKUTh paboTy B AanHOM okHe) wnM KHOonky JOTOBO (ans coXpaHeHHs AaHHHIX H
3aKPHITHA OKHa).

5.2.4. 3anmycruTe aHANHTHYCCKYIO CECCHIO aBTOMATHIECCKoro amammsaropa «MagnoLIA» cornacho
PYKOBOACTBY 110 SKCILTyaTalHH.

5.2.5. Tporpamma npubopa NO3BONAET ABTOMATHYECKH BEIIONHHTE BCE CTANAH aHANH3A MIA Habopa
«MagnoLIA Tapeorno6ymny Ge3 BMemaTeNLCTBA MONL3OBATENA.

53. PesymTaThl

5.3.1, Ilo oxkoHuaHME aHAMATHYECKOM ceccuu nepeitanTe B Menro KAJTHEPOBKA.

B nesoif gacTi 3xpaHa BpGepute Beobxoaumunt TecT (Tg) 13 NpeNOXKEHHOTO CITACKA.

3areM B BepXHelt npaBoif IACTH SKpaHa BHOEpATe ReoGXOMHMYIO ceprio (ToT) xamnbposotHoro Habopa
JUI3 JAHROrO TecTa.

Hmxe Gyzner orobpaxcena madopmanua o BrGpannoit xkaymbpozke:

- N& o nopaaxy;

- BAIMAHOCTH BRIOpaRHOH KATHOPOBKH;

- AaTa MPOBLJICHHA aHAIN3A,

- 3HAYCHAC AHAIHTAYECKOro curHana ang KaymGparopa 1;

- 3HAYCHWE AHATHTHIECKOro CHrHana s Kambparopa 4.

Ina nonyuenus Gonee noapobmolt uubopmanum o BuOpanHoli kamubpoBke, HAKMHTE KHOMKY
KAJTHBPOBOYHAA KPHBAA.

6
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6paropsl MagnoLIA THpeornoGynuH»

B oTkpeiBmeMcs oxne 6ynet orobpaxxeHa pacinMpeHHas HHpopMauus o KatuGpoBke:

- coobmeHne 06 ycnemHoM 3aBepmIeHHH KanuGpoBKH;

- naTa KaTHOpOBKH;

- CPOK FOHOCTH KaTHOpOBKH;

- HHpopmaiHio o KambpoBouHoM HaGope (Tect, cepus(yoT), HoMep HaGopa (Ne), CpOK TOAHOCTH
Habopa);

- 3Ha4YeHHe aHATHTHYeCKoro curHana Juin KanuGparopa 1;

- 3HaYCHHE aHATHTHYeckoro cHruana ;i Kambparopa 4;

- 3HaYeHHe KOHIeHTpauuH s Kammbparopa 2;

- 3HaYeHHe KOHUeHTpauuH s Kambparopa 3.

- rpaduK ¢ HaHECEHHBIMH KaTMOPOBOYHBIMA KpHBLIMH. CHHHM NYHKTHpOM 0603Havaercs pedepeHcHas
KaTHOpOBOYHas KpHBas, 3aKOAMpOBaHHas B NaMATH NpuOopa, 3eacHON CILIOWHON JHHHEN — NMOCTPOeHHas
KamHOpOBOYHas KpHBasd, TOYKH Ha Hell cooTBeTcTBYIOT KOHLeHTpaluk TI° B Kanubparope 2 u Kanu6parope 3.

6. TPAHCHIOPTHPOBAHME U XPAHEHHE

6.1. TpancnoprupoBanue HaGopoB ciexyeT NMPOH3BOAMTH BCEMH BHIAaMH KpBITOrO TpaHCNOpTa NpH
TeMneparype ot + 2 10 + 8 °C.

6.2. TpancnoptupoBanne usneauit npu Temneparype or + 2 1o + 8 °C AO/DKHO NMPOM3BOAMTECA B
€MKOCTAX HJH TNpH TIOMOIIM XOJOMHJIBHBIX YCTaHOBOK, OOecneYHBalOIIMX PperiaMeHTHpOBaHHBIA
TEMIIEPAaTYPHBI peXXHM.

6.3. JlonyckaeTcs TpaHcnopTupoBaHHe HabopoB mpu Temneparype jao + 25 °C He 6Gonee 15 cytok, B
TOM 4ucIie npu TeMneparype + 37 °C He Gornee 1 cyTok.

6.4. HaGopsl, TpaHCnOpTHpOBaHHbIE C HApYIIEHHEM TEMIIEPATYPHOrOo pEXHMA, [PHMEHEHHIO He
nojIexar.

6.5S. Cpok roaHoctd HabopoB — 12 MecsLEeB OT AaThl NPOH3BOACTBA.

6.6. XpaHenne HabOpOB JOMKHO TMPOBOJAMTECA B YNAKOBKE MNpEeANPHATHA-H3TOTOBHTENS IpH
Temneparype oT + 2 no + 8 °C B TedeHHE BCEro cpoka TrOJHOCTH B XOJOMHJIBHLIX Kamepax HIH B
XOJNOJHJIBHHKAX, 00ECTIEYNBAIOMIMX PerlaMEHTHPOBaHHBIA TEMIIEPaTYPHBIA PeXHM.

6.7. HaGophi ¢ HcTEeKIIAM CPOKOM FOAHOCTH IIPHMEHEHHUIO He MOJUIexkaT.

6.8. Ilpu npo6HOM HCHONBL3OBAaHHH KOMIOHEHThl HaGopa XpaHATCA B YNAaKOBKE IPEANpPHATHSA-
H3rOTOBHTEJIA B BEPTHKAILHOM IIONI0XKCHHH MPH TeMuepatype oT + 2 10 + 8 °C B XONOAWNBLHBIX KaMepaxX HIH B
XOJIOMWILHHKAX, 00ecle HBalOIMX PErlaMeHTHPOBAHHLIH TeMIepaTypHbIif pexHM, B T€YeHHe 1 Mecsua co
ZHS BCKPHITHS NEpBHYHOM ynakoBkH. KOMNOHEHTH He NOJDKHEI HaxoAMThca Ha Gopry npubopa Gonee 2,5
4acoB, CyMMapHO B JecATH ceccuax. [locne Hcrmonb3oBaHus ¢(rakoHbl HEOOXOAMMO HEMEUIEHHO 3aKphITh
KpbIIKaMH M 06eCNeYnTs periaMeHTHPOBAHHbIH PEXHM XpaHEHHUS.

7. TAPAHTHHHBIE OBA3ATEJILCTBA
lapanTHiiHEIA cpoK rogHOCTH HaGopa 12 MecsueB oT AaTel npon3BoacTBa. Habop nmpeaHasHaveH Lt
OAHOKPATHOTO IPHMEHEHHS M HE NOUIEXKHT PEMOHTY H 06CTyXHBaRHIO.
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[ann6paTopbl MagnoLIA TupeornobynmnH»

8. BESOMNACHAA ¥YTU/TINSALUNA

Mpn wucnonb3oBaHnn Habopa o6pas3yroTca 0TXoAbl KnaccoB A u b, KoTopble YTUIM3NPYHOTCA
B cooTBeTcTBUM € CaHlMuH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

Tabnuua 2
OT1xofabl Knacc
onacHocTu
BTopuuHasa (rpynnosas)
yNIaKoBKa Kopobka 13 MOHOKapTOHa OTxoab!
3kcnnyarayoHHas WNHCTpYKLMSA MO NPUMEHEHUNIO Knacca A
AOKYMeHTauus MacnopT
Bce KOMNOHeHTbI Ha6opa, KOHTPO/IbHbIE MaTepuansl,
pacxofHble MaTepuasbl N PeareHTbl, KOTOpble
Jpyrne KOMNOHEHThI
KOHTaKTUpoBanu ¢ obpasuamu Bo Bpems 06paboTKu,
XpaHeHns Uam aHannsa OTX0Ab!
MMepBMYHaEA ynakoBka ®1aKoHbI, COfepXaBLUMe pacTBOPbI KannmbpaTopos knacea b
He ncnonb3oBaHHbIE
KOMMOHEHTbI C UCTEKLINM ®1akoHbl, cofepxKalyne pacTBOpbl KanmbpaTopos

CPOKOM rogHoCTH

0. NHPOPMALINA O NMPOUN3BOONTEJIE

Mo Bonpocam KavectBa MW «Habop peareHTOB ANna KannbpoBku «Kanubpatopbl MagnoLIA
TMpeornobynuH», no TY 21.20.23-538-98539446-2020» ob6pawaTtbcd B OO0 «Komnanua Ankop Bruo» no
agpecy: 192148, r. CaHkT-IeTepbypr, XXenesHo40pOoXHbIA npocnekT, 4. 40, nut. A, Ten/cakc: 8(812) 677-
8779, TenethoH «ropsayein nmMHun»: 8-800-234-37-79.

10. CMMBO/Ibl, NCIMNOJNIb3YEMbIE HA STUKETKAX

MeguumnHcKoe nsgenune ana CofepXX1MMOoro 4ocTatoyHo Ans
VD OMarHoCcTUKM in vitro V npoBeAeHnsa N TeCcToB
REF Howmep no karanory A OcTopoxHo!
LOT Kog naptun (Homep cepum) Wcnonb3oBatb Ao
DA WN3rotoButensb ) Mpegen TemnepaTypbl
c3 [laTa N3roToBfieHuns Buonorunuyeckuii puck

O6paTnTech K MHCTPYKLMM MO
[1a NPUMEHEHMIO

MHcTpyKuuma paspaboTtaHa B cooTBeTcTBUMU ¢ TY 21.20.23-538-98539446-2020.
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00O «KomnaHua Ankop bro»
r. CaHkT-INeTepbypr, XXenesHogopoXHbIn np., 4. 40, T, A
TenedoH/hakc: (812) 611-HO-19

MACITTIOPT Ne EO05

Habop peareHTOB ana Kannbposkn «Kannopatopbl MagnoLIA
TUpeornodyvH», no TY 21.20.23-538-98539446-2020

Kat. Ne 1290101 Cepus Ne EO05 dopmuposaHme Ne 1 Konnyectso 100 L.

- CootBeTcTBrE
HavmeHoBaHVe BHelwHW BUA N HoMUHasIbHOe Cepua
Komnnekrauys KOHTPO/IMPYEMOro
peareHTa (bopma Bbinycka  3HaueHue, Hr/Mn peareHTa napaveTpa
CocTaB Habopa
KanGparop 1 0 ak E005 COOTBETCTBYET
Mpo3payHble Win (1.0 M)
Kasmepatop 2 sziﬁ o 25 (6?’1 Mn) E005 COOTBETCTBYET
Kannépatop 3 GecLipeTHOro o 100 (6 5(*)” Mn) E005 COOTBETCTBYET
YKEeNToro Lgeta ’

Kannbparop 4 500 (11 ?”MH) E005 COOTBETCTBYET
[MacnopT - 1 LT, - -
VIHCTpyKUWs no ) L T )
MPUMEHEHNIO ' i

MapameTpbl KOHTPOASA KavecTBa

HaviMeHOBaHWe KOHTPOIMPYEMOTO 3HayeHme KOHTPOMPYEMOro

Hopma
napameTpa P rapaveTpa*™
AHMTNYECKUIA CUrHaN
Kanmbpartopa 4, OTH. CBET, efl., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLIEHVIE aHANIUTUYECKUX
B[<B:<B3<Bxs COOTBETCTBYET

CUrHasoB KanmopaTopoB

OTK/MOHeHWe KOHLIeHTpaLmn
Kannbpatopa 2 n Kanméparopa 3 ot +20 COOTBETCTBYET
HOMVH&/IbHOT0 3HaYeHVs, NPOLIEHT

®1akoHbI 3 M1 M3 NPO3PaYHOro
cTek/1a (C 3aBMHYMBAOLLMIMICA

YnakoBKa 1 MapK1pOBKa KDBILLIKAMIA). DTUKETKIA 13 IeHTbI COOTBETCTBYET
KrneeBoli Ha 6yMaXKHOI OCHOBE
"[aHHble aTTecTayumn Npyu COBMeCTHOM Mcnosb3oBaHum ¢ MU «MagnoLIA Tupe 0oE005

YOH9 u
PELPATBEb A/
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[Tacnopt BBIIAH «23» nekabpa 2021 r.
Cpox rognocti Habopa Jio «23» nexabps 2022 r.
Ycnosus xpaHenus +2...+8 °C

VYcnosus TpancmoptpoBanns +2..+8 °C.  Jlonmyckaercs TpaHCnopTHposaHWe Habopa

Temnepatype 10 +25 °C He Gonee 15 cyTok, B ToM uncie npH temneparype +37 °C ne 6onee 1 cyTox
TOJIBKO 11 AMATHOCTHUKHU IN VITRO
Jna npodeccHoHaMBbHOrO MPHMEHEHHSA /,:,f,.;élc_‘.mﬁ-' oY

a0, \b“); ™
Ha6op coorsetcTByeT % Kortiars ez,
TV 21.20.23-538-98539446-2020 _PrropBuo” 13
o\ ARKer Bio !
PY Ne — \. \Company”
Brimonmsun [TpoBepnn Kazapurosa H. A.\\__‘ N Lt
& 000 LPMH (&7 INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR RU

npu

Cmp.2m32 »

“\7



000 «KomnaHusa Ankop brno»
r. CaHkT-leTepbypr, XXene3HogopoXxHbIi np., 4. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACITOPT Ne EO05

Habop peareHToB AN Kanimopokn «Kannoépatopbl MagnoLIA
TupeornobynuH», no TY 21.20.23-538-98539446-2020

KaT. No 1290105 Cepua Ne EO05S dopmumposaHmne Ne 1 Konnyectso 100 L.

o CootBeTCTBYE
HavveHoBaHve BHewHun Bua M HomuHanbHoe KoMMeKTaLVS Cepud KOHTDOMMDYENOTO
peareHTa (hopma BbIMyCKa  3HaYeHve, Hr/Mn peareHTa
napameTpa
CocTaB Habopa
5w
Kanmbpartop 1 0 E005 COOTBETCTBYET
baTop [Mpo3pauHble Wi (Mo 1.0 mn)
Kambparop 2 MyTHbIE 25 5(%1 ' E005 COOTBETCTBYET
KUIKOCTU OT (”05 q)n 1)
Kanmépatop 3 OecLBeTHOro A0 100 (o 0,5.|v|n) E005 COOTBETCTBYET
YXeNToro ugeTa 5
Kanmbpartop 4 500 (10 1.0 M) E005 COOTBETCTBYET
lMacnopT - 1 LT, - -
VIHCTpyKUMa no ) L i )

MPUMEHEHUNIO
MapameTpbl KOHTPONS Ka4vecTBa

HanMeHOBaHMEe KOHTPOMPYEMOTO 3HaueHMe KOHTPO/IMPYEMOro

Hopma

napamMeTpa napaveTpa*
AHAUTNYECKUIA CUrHaN
Kanubparopa 4, OTH. CBET, ea., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLIEHNE aHAIUTUYECKNX B. < Br< Bs< B COOTBETCTBYET

CUrHasIoB KanmbpaTopos
OTK/IOHEHME KOHLEHTpaLmn
Kanmbpatopa 2 n Kanmbparopa 3 ot £20 COOTBETCTBYET
HOMVH&/IbHOrO 3HaYeHUs, MPOLEHT

®1akoHbI 3 M1 13 MPO3payHOro
CTek/1a (C 3aBUHYMBAIOLLMMCS

COOTBETCTBYET
¥/NaKoBKa 1 MapkupoBka KPbILLKaMK). STUKETKN U3 NIEHT Y
K/neeBoin Ha 6yMaXKHOI OCHOBE
*[laHHble aTTecTauum nNpm COBMECTHOM Mcnonb3oBaHun ¢ MU «MaEnoblA Tupeorno” E005

A"KomnaHus'

X

FEHEPA/BYbLIN

000*« KOM AHH ADCH
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Crp. 1usz?2



Iacnopr Buytan «23» fexaGpa 2021 1.
Cpox rosocTa Habopa 2o «23» nekabps 2022 r.

VYenosua xpanerns +2...48 °C

Yenosus  TpancnoprepoBanms  +2,.+8 °C, Jlomyckaerca TpaHCHOpTHpOBaHWe HaGopa mnpm
Temnepatype A0 +235 °C me Gonee 15 cyTok, B ToM uncinie npa TeMneparype +37 °C we Gonee 1 cyTox

TOJILKO U1 NUATHOCTHKH IN VITRO

Jing mpothecCHOHANEAOTO HPHMCHEHHS

Ha6op coorsercTBYeT

TV 21.20.23-538-98539446-2020

PY Ne -

Bamomun Ipoeepun Kasapuuosa H. A.

“aYrneredt.
L
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000 «Kommnanus Anxop buo»
r. Cankr-IIerepGypr, XKenesnonopoxusiii np., A. 40, ut. A
Tenedon/pakc: (812) 677-87-79

IIACIIOPT N E006

Ha6op pearentoB s kanubposkn «KanuGparopst MagnoLIA
THpeoraobyanan», mo TY 21.20.23-538-98539446-2020

Kar. Ne 1290101 Cepus Ne E006 ®opmupoBanne Ne 1 Konnaecrso 100 .

Haumewosanne | Buewnult sugn | Homunamsmoe K Cepus Comm:em
pearenTa ¢opma Beinycka | 3HaueHHe, HI/MI OMILICKTALIAR pearenTa KOHTPOAHPYEMO
napaMeTpa
CocraB HaGopa
1 ¢n.
Kanu§ 1 0 E006 COOTBCTCTE!
pIre Tpospatisie WiK (1,0 mn) yer
KanuGparop 2 MyTHBIS 25 (‘; ;]m ) E006 COOTBETCTBYET
HKWAKOCTH OT 2
Kanu6parop 3 GecupetHoro no 100 ((: ?“u'n) E006 COOTBETCTBYET
l l’qm
KamuGparop 4 500 (1,0 ) E006 COOTBETCTBYET
Tlacnopr - 1 wr.
Hacrpyxuna no . {1z, . .
MPHMEHEHMIO
HOPQMOIPH KOHTPOJIR KavyecTBa
HaumeHoBaHHE KORTPONHPYEMOTO Hobma 3HavueHue KOHTPOTHPYEMOro
napaMeTpa i napamerpa*
Ananuraaecknli curnan
KannGparopa 4, oTH. cBeT. €A, He 200 000 COOTBETCTBYET
MeHee
cComnoou:eme AHATMTHYECKHX By<By<Bs< B, cootBeTCTRYeT
OTxnoncHue XOHLCHTPaLHK .
KamuGparopa 2 u KanuGparopa 3 or 20 COOTBETCTBYET
HOMUHALHOTO 3HAMCHWUA, NPOLCHT
OnaxoHs 3 M H3 NPOIPAYHOTO
Vnaxoexa u KD crexns (¢ 3aBMHYMBAIOUIMMHUCS
MApKHpO KPHILUKAMH). DTHKSTKH H3 NEHTH cootseTCTRYCT
xneesolt Ha OymaxHolt ocHoBe
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IMacniopr srinan «24» nexaGpg 2021 r.
Cpok rofHocTd HaGopa o «24» nexaGps 2022 1.

Ycnosus xpanenns +2...+8 °C
Venosux tpamcnoprupopanms  +2..48 °C.  Jlomyckaercs TpaHcnopTupoBauMe HaGopa mpu

TeMneparype Ao +25 °C ne Gonee 15 cyTok, B ToM wHcie npu Temneparype +37 °C ne Gonee 1 cyTox

TOJIBKO I AUATHOCTHKH IN VITRO
Jns npoeccROHANEHONO NPAMEHCHAS

Hafop cooteercTByeT
TV 21.20.23-538-98539446-2020 F&f ArvopBuo”

PY Ne
Brmonsaun IMposepun Kazapunosa H. A}
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000 «KomnaHua Ankop brox»
r. CaHKT-TeTepbypr, XXene3HogopoXHbIi np., A, 40, nut. A
TeneoH/dakc: (812) 677-87-79

MACITTIOPT Ne EO006

Habop peareHTOB AN KannmopoBku «Kannoépatopbl MagnoLIA
TupeornobynuH», no TY 21.20.23-538-98539446-2020

Kat. Ne 1290105 Cepus Ne EO06 ®opmumposaHme Ne 1 Konndectso 100 L.

< CootBeTcTBME
HavmveHoBaHMe BHeLH1M B 1 HomMuHabHoe Cepus
Komnnekrauys KOHTPOMPYEMOro
peareHTa (hopmMa BbINycka  3HaueHwve, Hr/mn peareHTa napavieTpa
CocTaB Habopa
Kanmbpatop 1 0 S E006 COOTBETCTBYET
Mpo3payHble Wi (Mo 1.0 M)
Kaméparop 2 MYTHbIC 25 (n05(§bg.|v|n) E006 COOTBETCTBYET
XNOKOCTW OT '
KanmGpatop3 ~ GECLIBETHOIO A0 100 (n058bg'mn) E006 cooTBETCTRYET
YXeNToro upeta :
Kannbpartop 4 500 M 05 f*?'Mn) E006 COOTBETCTBYET
[Macnopt - 1 LT - -
WHCTpyKUWs no ) ur ) )
NPYMEHEHNIO '

MapameTpbl KOHTPONS KayecTBa

HavmeHoBaHVie KOHTPO/IMPYEMOTO 3HaueHe KOHTPO/IMPYEMOro

Hopma

napameTpa napaveTpa*
AHANUTUNYECKNT CUrHa
Kanubpatopa 4, OTH. CBET, ef., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLEHVE aHATUTUYECKMX Bi<B, B3<B: COOTBETCTRYET

CUIHa/10B KanmbpaTopoB
OTK/IOHEHWE KOHLEHTpaLMm
Kanmnbpartopa 2 1 Kanmbparopa 3 ot £20 COOTBETCTBYET
HOMVH&/TbHOrO 3HaYeHWs, NMPOLIEHT

P1akoHbI 3 M1 13 MPO3PaYHoro
cTek/a (C 3aBMHUMBAOLLMMIACS
KPbILLKaMK). STUKETKU U3 IEHTI
KMeeBoi Ha GYMaXKHOI OCHOBE

YNakoBKa 1 MapK/poBKa COOTBETCTBYET

*[laHHble aTTecTauum NpyM COBMECTHOM MCMonb3oBaHMM ¢ MU «MagnoLIAJngeeoEilQ6ynuH», cepmsa NeE006
""yHoiw, "
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Ctp. 1un32



J IMacnopr ssiaan «24» aekabpa 202] r,

| Cpox rousocra naopa fo «24» aekalips 2022 .
/ Ycnoens xpanenns +2...48 °C

Venoeus  Tpancnopraposanns  +2.+8 °C.  Jlomyckaercs Tpascnopraposadme HaGopa npu
mepa‘rype no +25 °C ne Gonee 15 cyrok, B ToM amcie npH Temneparype +37 °C ne 6onee 1 cyTox

TOJIBKO 1A RMATHOCTHUKMU IN VITRO
JUns npodecCHOHANEHOTO TPAMEHEHIS

HaGop cooTeercTBYeET
TV 21.20.23-538-98539446-2020
PY Ne

Brinoymmn TIposepun Kazapunosa H. A.
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MNpowmTo*NpOHYMepoBaHO, CKPEnIeHO NeyaTbo

bIHLIEB
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