amsGparopit MagnoLIA IMporecrepon»

_  «YTBEPXIAIO»

81 HpeKTOp
Anxop bro»
wHues JI.I.
2022r.

HHCTPYKLIMA ITO ITPHMEHEHHIO
MeanuHHCKOro H3ACHA ANA AHATHOCTHKCH in vifro
«Hab6op pearenros aas kannbposxn «KannbpaToppi MagnoLIA Ilporectepon»,
no TY 21.20.23-597-98539446-2022»

1. HAZHAYEHHE

1.1. «<Habop pearentos ans xamubposku «KamnGpatops: MagnoLIA ITporecrepon», no TY 21.20.23-
597-98539446-2022» (nanee «Kammbparopm MagnoLIA Ilporecrepon») npemmasHaueH Ais KanHOpPOBKH
-(ycTanoBeHHS pedepeHTHRIX 3IHAYEHMY) AHANH3A NOpPH XKOMMYSCTBCHHOM ONPEACNCHHH NPOrecCTepoHa B
ChIBOPOTKE H MUIa3Mé KpOBH (HATpHeBad COJMb elApHHA, JMTHEBAas COMb remapuHa, kanuesas comb DJITA
(K29ATA, KiDZITA))' uenoBeka METONOM XEMHTIOMHHECIEHTHOTO MMMYHOGHANH3A HA NAPAMATHHTHRIX
MHKPOYACTHIIAX ¢ HCTIONML30BAHHEM aBTOMAaTHHECKOro aHanu3aTopa «MagnoLIA».

HaGop «Kanubparopnt MagnoLIA [IporecrepoH» NIpHMEHSETCA COBMECTHO € MCRHIHHCKHAMH
u3aesamama (nanee MH) «MagnoLIA IMporecrepon» u «Kontpomu MagnoLIA [MporectepoH». '

1.2. Kanfposka npu wucnomssopaunz MU  «KanubGparopst MagnoLIA TIporectepor» aomkHa
BBIOIONHATLCA ANA Kaxaoro kaprpumka «MagnoLIA Tlporectepony B cneayiomux caydasx:

-TpH 3anycke ceccHH Ha aHanmusatope «MagnoL]A» ¢ mcnonbsopaHuMeM kaprpuaxa «MagnoLIA
IIporecrepony, kamubpoBxa KOTOPOro paHee He MPOBOANNACD;

- oM pa3 B 7 guelf ans kaxporo xaprpumxa «MagnoLIA Tporecrepon»;

-mpu 3anycke ceccH® Ra anaimsarope «MagnoLIA» ¢ mcnonbzopanueM kapTpHmka «MagnoLIA
ITporecrepor», xamuGpoBka KOTOPOro mpocpoueHa (OT MoMeHTa mocneaue#i kanuGporkn npomto Gomee 7
mHel);

- ECTIH Pe3y/ILTAT aHATH3a XoTs 651 omHoro KorTpons n3 Habopa «Kontponn MagnoLIA IMporecrepon»’
BBIXOZIMT 32 MPEACAR! YCTAHOBICHHOTO AMAnNa3oHa.

'3xBHBANCHTHOCTL 06PA3LIOB CHBOPOTKH M MIA3MBl KPOBH UC/NIOBCKA, COACPAXAMICH AHTHKOAIYANRTH (HATPHCBAA COMb TEMApHHA,
AWTHEBAA CONb IenapuHa, kanvesas comb SJTA (K:/ITA, Ks3/ITA)), noarsepaiaeHa Ha 25 ofpasiax kaka0r0 BHAA AHTHKOATYAAHTA
C PASHBIMH KOHLUCHTPAUMAMH IPOTECTEPOHA B AHANMIE IPH HCNOUIE30BaHHK HaGopa «MagnoLIA TMporecrepony.

*Habop «Kontponr MagnoLIA ITporecTepon» NpeaHasHaveH AN HOATBEPRKACHAN WPABHALAOCTH KONHYECTBEHHOTO aHANM3A
NpOrecTEPOH2 B CHIBOPOTKE W IUIA3Me KpOBH YenoBexa «MagnoLIA INporectepon» Ba ananularope «MagnoLIA».

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA
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| 1.3. dyHKUMOHaNbHOE Ha3HayeHne MW «MagnoLIA [MporectepoH» Npu COBMECTHOM MPUMEHEHUMU C
| M «Kanunepatopbl MagnoLIA MporectepoH» n/vnu «KoHTponn MagnoLIA TporecTepoH» - KOIMYeCTBEHHOE
| onpezeneHve NporecTepoHa B CbIBOPOTKE U M/1a3Me KPOBM Ye/I0BEKA MPY OLEHKe (PYHKLMOHAIbHOT0 COCTOSAHNSA
YXENTOro Tena, Hab/AeHUN 3a NpoTeKaHeM 6epeMeHHOCTY.

1.4, ObnacTb NPUMeHeHNs Habopa - KMHWYeckas naboparopHas AMarHocTuKa.

1.5. Habop npefHasHayeH TOMbKO AJ1 AWMArHOCTWUKM in Vitro, 419 NpojeccroHa/IbHOTO NMPUMEHeHUs
MePCOHa/IOM, UMEIOLMM  KBA/IMPNKALMIO [0S BbINOSHEHUS AMAarHOCTUYECKMX WCCNefoBaHUA in vitro B
pesy/bTare cneyuanbHOro o6pasoBaHMs M 00yyeHus. KccrnefioBaHUS MOTYT BbINOMHATL CREUUaIUCTbl He
MO/I0Xe 18 fIeT € BbICLUMM U CPeSHUM MeAULLUHCKUM, 610N0rMYecKUM Unn UHbIM 0bpaszoBaHvem (Bpay KJ/14,
61onor, MeanLMHCKNIA TEXHOOT).

VccnefoBaHnA NpOBOAAT B K/IMHUKO-AMArHOCTUYECKUX flabopatopusax, 06/1aCTHBIX, FOPOACKUX WK
paioHHbK, rOCYAapCTBEHHbLIX UM YaCTHbIX 60/bHULAX 1 apyrux JIY.

1.6. Habop «Kann6partopbl MagnoLIA lMporecTepoH» He MMeeT NPOTUBOMNOKa3aHUA K NPUMEHEHWIO.

1.7. Habop npefHa3HayeH Ana 06cefoBaHUA B3POC/IOr0 HacenieHnsa 6e3 rpagaumm no nonynsumuoHHoMy
MpU3HaKy.

2. XAPAKTEPUCTUKA HABOPA

2.1. MpuHuMN pencTeus

Habop «Kanubpatopbl MagnoLIA TlporecTepoH» npeAacTaBnseT co60M KOMMNEKT M3  YeTbipex
KannbpaTopos.

KannbpoBka HabopoB «MagnoLIA [lporectepoH» OCYLLIECTBNSETCA NpW  MUCNoNb3oBaHUM MW
«Kanmbpatopbl MagnoLIA [MporectepoH» Mo [BYM YCTaHOBOYHbIM M ABYM MOATBEPXAAOLWMM TOYKaM W
OCHOBaHa Ha MeTOAe KOCBEHHbIX W3MepeHuidi (BOCMPOM3BOAMMAs KOMMOHEHTaMU Habopa BefMuMHa -
KOHLEHTpaLMs NporecTepoHa, Hr/M, HeMoCPeACTBEHHO U3MepsieMas Be/IMYMHA - CUMHa XEMUTIIOMUHECLIEHLMN,
BblpaXXeHHbI B RLU®, 0THOCUTENbHBIX CBETOBbIX eANHULAX).

AHam3 NpoBOANTCS Ha aBTOMaTNYecKoM aHanm3artope «MagnoLIA» (nponssogutens OO0 «KomnaHus
Ankop Bbuo», Poccus) B COOTBETCTBUM C MHCTPYKUMER K Habopy «MagnoLIA TporectepoH». 3HauyeHus
CUTHa/I0B XEMU/IIOMUHECLIEHLMN B KHOBETax, cofepxawmx Kanunbpartopbl 1 v 4, KCMonb3yrTCA B KayecTse
OMOpPHbIX (YCTAHOBOYHbIX) TOYeK. C MOMOLLBHO [aHHbIX TOYEK NPOUCXOAMT KOPPEKTMPOBKA KaMbpPOBOYHOIro
rpaguka, 3aKoAMPOBAHHONO B MamATy npubopa. M0 OTKOPPEKTUPOBaHHOMY KaMOpOBOYHOMY Fpagnky
onpefensieTcqd KOHUEeHTpaums nporectepoHa B AByX noAarsepxpatowmx Kammbparopax 2 n 3. COOTHOLUEHMe
KOHLIEHTpauuu, onpeaeneHHoN NprbopoM 1 yKa3aHHOW B nacropTe Habopa, CNY>XUT KpUTEPUEM /18 MPUHATUS
pe3ynbTaTa KaMbpoBKM MporpaMMHbIM 0becriedeHvem aHaimsatopa «MagnoLlA». Ha OCHOBe MpUHATOrO
KanMBbpOBOYHOIO rpafrika paccuMTbiBaeTCA KOHLEHTpauus MporecTepoHa B aHanM3MpyemblX obpasuax u
KOHTPO/IbHbIX MaTepuanax.

2.2. CocTaB 1 KoMneKTayus Habopa

B coctaB Habopa «Kannbpatopbl MagnoLIA MporectepoH» BXOAAT CeAytoLLIMe KOMMOHEHTbI:

- KannbposouyHas npob6a Nel Ha OCHOBE CbIBOPOTKM KPOBW, He Cofepkallas MporectepoH (To4Hoe
3HaYeHWe KOHLIEHTpaLmMKM NporecTepoHa yKasaHo B NacnopTe 1 3aK0AMpPOBaHO LUTPUX-KOAOM Ha KOpobke Habopa
peareHToB). XXngkocTb, 1,0 M1, 1 nnun 5 iakoHOB™, B 3aBUCUMOCTI OT BapuaHTa UcnonHeHus (cm. Tabnuyy 1),
MapKunpoBaHa «Kanmbpatop 1»;

- Ka/IbpoBoyHasA Npoba Ne2 Ha OCHOBe CbIBOPOTKM KPOBM, COAepXKaLlas NporectepoH (To4YHoOe 3HayeHne

Relative light units.

TabapuTHble pasmepbl nakoHa (4B): 16,25MM x 36MM; Kpbiwkuy (4B): 16,2MMx 12,5MM.
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3HLiEHTpaLyn NporecTepoHa B AmnanasoHe n3MepeHns ot Ofo 60 Hr/Mn ykas3aHo B MacrnopTe M 3aKOAMpPOBaHO
(wTpmnx-kogom Ha Kopobke Habopa peareHTOB). XXugkoctb, 0,5 mn, 1 uamM 5 (1lakoHOB™ B 3aBUCUMOCTU OT
BapviaHTa UCMoJIHeHus (cM. Tabnuuy 1), mapkupoBaHa «Kannépatop 2»;

- KambpoBoYHas npoba Ne3 Ha OCHOBE CbIBOPOTKM KPOBM, COAEpKaLLas NporecTepoH (TOYHOe 3HaYeHme
KOHLieHTpaLuymn nporecTepoHa B AuanasoHe n3Meperus ot 0 4o 60 Hr/mMn ykas3aHO B MacropTe 1 3aKOAVMpoBaHO
LUTPUX-KOAOM Ha KOpobKe Habopa peareHToB). >XuakocTb, 0,5 M, 1 wnn 5 uiakoHOB™ B 3aBUCMMOCTU OT
BapuaHTa ucnonHeHuns (cMm. Tabnuuy 1), mapkupoBaHa «KanuépaTop 3»;

- KanmbpoBoyHas npoba Ne4 Ha 0OCHOBe CbreopoTKM KPOBU, COAEpXKaLlas NporectepoH (ToOYHOe 3HaueHue
KOHLEeHTpaLmmn nporectepoHa B AuanasoHe n3mepeHuns ot 0 4o 60 Hr/mMn ykasaHO B nacnopTe M 3aKOAMPOBaHO
LUTPUX-KOLOM Ha KOpPOOKe Habopa peareHTOB). XXugkoctb, 1,0mn, | wav 5 ¢iakoHOB™ B 3aBMCMMOCTM OT
BapuaHTa UcnosHeHus (cm. Tabnuuy 1), mapkupoBaHa «KannépaTop 4».

Kaxaplin hiakoH, cogepxalumin Kanmépatops! 11 4, paccuntad Ha 10 onpefeneHnii npy nocTaHOBKe B
Aybnukartax. 3Tv KannbpoBoYHbIe NPOObI NpeaHa3HayeHbl 15 BOCCTaHOB/eHUS MacTep-KpMBOi Ha OCHOBaHU
HOMMWH&J/10B, MPUCBOEHHbIX AaHHON Cepum (N10TYy) KaIMbPOBOYHBIX NPO6 Npy MX aTTecTauuu.

Kaxxabii nakoH, cogepxxawnii Kanmépatopsbl 2 1 3, paccumTaH Ha 10 onpedeneHnini Npyu NocTaHOBKe B
MOHOMN/IMKaTax. ATW KambpaTopb! NpeAHasHaveHbl 418 BamgaLmm BOCCTaHOBIEHHOW MacTep-KpUBOiA.

Tabnuua 1
BapuaHT Ha3BaHWe KOMMOHeHTa
NCMNONHEHWs!, BHeLHMM BN KOMMOHEHTA Kann6parop 1 Kanm6parop 2 Kanmbpatop  Kannbpatop
KaT. Ne 3 4
[Mpo3payHan nnm myTHas
1020101 YXNIKOCTb OT 6eCLBETHOrO lwr lwr lwr lwr
[0 CBET/I0-KOPUYHEBOTO (1,0 mn) (0,5 mn) (0,5 mn) (1,0 mn)
LBeTa
[Mpo3payHas nam myTHas
1020105 YXUAKOCTb OT 6eCLBETHOIO Suwr St 5wt Swr
[l0 CBET/I0-KOPUYHEBOr0 (no 1,0 mn) (no 0,5 mn)- (no 0,5 mn) (no 1,0 mn)
LiBeTa

B komnsiekT noctaBku Habopa «Kanmbpatopbl MaSnoblA [MporecTepoH» BXOAAT: Habop peareHToB,
WHCTPYKLMA NO NPUMEHEHWIO, NACMopT.

2.3. TexHNYecKne xapakKTepucTuKu

KanmbpaTopbl, BX0AAlMe B COCTaB Habopa, aTTectoBaHbl Mpy nomowm Paboynx CcTaH4apToB
npeanpusatna (PCM). Ansa atrectayumn PCI npuMeHseTcs rpaBUMETPUYECKIA METOA ONpeaeneHns KonnmyecTea
MpOrecTepoHa.

TO4YHOe 3HaYeHMe KOHLEHTpauuy NporecTepoHa 3akoAMpPOBaHO B LTPUX-KOAe Ha BTOPUYHON YNakoBKe
peareHTa.

KomnoHeHTbl Habopa «Kanmbpatopbl Ma£noblA TlporectepoH» He SABAAKOTCA  KOHTPOJIbHBIMM
maTepvasiamy NpaBUbHOCTU N HE MOTYT NPUMEHATLCA 418 OLEHKM NPaBUIbHOCTY (3HAYEHNA aHAIMTUYECKOTO
CMELLIeHMS) pe3yibTaToB KIIMHUYECKMX N1ab0paTOPHbIX UCCeLOBaHWIA.

3. MEPbI MPEAOCTOPOXHOCTWU
3.1. TMoTeHUManbHbIA PUCK NPUMEHeHUs Habopa - Knacc 2a (cornacHo [lpukasy MwuHUCTepcTBa

*Komnpo/ibHbI MaTepuan ¢ NPUMUCaHHbIMU (METPOIOTMYECKU MPOC/IEXEHHbIMW), aTTeCTOBAHHbIMU (MOMYYEHHbLIMU B pe3y/bTaTe
CpaBHEHUS C 3Ta/IOHOM, KafiMbpaTopoM), yCTaHOB/IEHHbIMY (HAa OCHOBE MeX/1a60paTOPHOro KOHCEHCYCa C MPUMEHEHEM PedhepeHTHbIX
METOAMK W3MEPEHUS) 3HAYEHUSIMU  UCCMefyeMbIX KOMMOHEHTOB, TMpeAHa3HaYeHHbI [A1A OUeHKW MpaBWUIbHOCTM (3HAYEHUS
aHa/IMTMYECKOrO CMELLEHNST) Pe3y/ibTaToB KIMHUYECKMX N1a60PaTOPHbIX UCC/ef0BaHMUI COOTBETCTBYIOLLMX KOMIMOHEHTOB.
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oaBooxpaHeHusa PP NedH o1 06.06.2012 r.).
I 3.2. Bce KOMMOHEHTbI Habopa B UCMO0/b3YEMbIX KOHLEHTPALMAX ABAKOTCA HETOKCUYHBIMM.
I 3.3. Bo Bcex KOMMOHeHTax Habopa OTCYTCTBYIOT aHTUTENa K BUY 1,2, Bupycy renatuta C n HBsAQ.
3.4.Mpn pabote ¢ Habopom cnegyet cobnogate Tpe6osaHuss TOCT P 52905-2007 w

/ CaHlMuH 3.3686-21.

3.5. JonyckaTb K paboTe ¢ HA6OPOM TO/bKO CneLyanbHO 06yUeHHbIA NepcoHa.

3.6. Mepef Havanom paboTbl 03HAKOMUTLCS C UHCTPYKLMEN U NPUMEHSATH HA60P CTPOro MO Ha3HAYEHWIO.

3.7. MNpw paboTe ¢ Habopom cneayeT NCMOMb30BaThb CreLMaM3MpPoBaHHYO oaexay (MeaULMHCKNIA XanaTt
WM KOMOMHE3O0H, LIarnoyky) U CpeAcTBa WHAMBUAYANIbHOM 3awmThl (MacKy, 3allMTHbIE O4YKW, OAHOPa30Bble
Pe3VHOBbIE U/ NIACTUKOBbLIE NMepyaTKu, paspeLleHHble K MPUMEHEHNIO Ha TeppuTopun P®), T.K. MPOU3BOAHbIE
KpOBM, BXOAsLIMe B COCTaB Habopa, M mccnefyemble 06pasubl SBASOTCA MOTEHUMATILHO MHPUUMPOBAHHLIM
MaTepuasiom, CnocobHbIM A/IMTENbHOE BPeMS COXPaHsATb M NepefasaTb BO30YAMTENEN Pas/INYHbIX BUPYCHbIX
VH(EKLWIA.

3.8. BHMMaHue! B cocTaB KOMMOHEHTOB Habopa BXOAWUT KOHCEPBAHT B KOHLeHTpaummn MeHee 0,05%, 4To
ABNAeTca 6e30macHbIM A1 4enoBeka. [1pyM  MCMONb30BaHWM MO  HA3HAYeHUIO W COONIOLEHUU  Mep
NPeLOCTOPOXKHOCTM KOHTAKT C OpraHM3MOM 4YenoBeKa WCK/YeH. [py aBapuUHbIX CUTYyaumsx BO3MOXHO
pasgpakeHve KOXXu 1 CIN3UCTON 006010UKM a3 y YyBCTBUTE/bHBIX /ML, [py KOHTaKTe NPOMbITb MOPaXKeHHOoe
MECTO BOAONM M 06paTUTLCA 38 MEAULMHCKON MNOMOLLbHO.

3.9. Xumunyeckast nocyaa v 06opyaoBaHune, KOTOpPbIE MCMOMb3YHTCA B paboTe ¢ HAboOPOM, JO/MKHBI ObITb
COOTBETCTBYHLLMM 06pa3oM MapKMpoBaHbl U XPaHUTLCSA OTAEMbHO.

3.10. [Ans ob6paboTKM mocyfbl U 060pyA0BaHUSA PEKOMEHLYETCA MCMOMb30BaTh Ae3VH(pULMpyoLme
CPeLCTBa, M3roTOB/IEHHbIE HA OCHOBE TPETUYHBLIX aMUHOB, YETBEPTUYHbLIX aMMOHWMEBbLIX coeanHeHuniA (YAC) nm
CNUPTOB 1 paspeLLeHHble K MPUMEHEHNIO Ha TeppuTopun P®. Vicnosib3oBaHWe Ae3HPULMPYHOLLMX CPeACTB Ha
OCHOBE aKTMBHOIO KMC/OPOAa M X10opa BO3MOXKHO /MLLb Ha NPeLCTEPUIN3aLMOHHOM 3Tane C MocneaytoLLein
TEPMUYECKON CTepunmn3almei.

3.11. 3anpeLaeTtca npuem nuLK, UCMob30BaHWe KOCMETUYECKUX CPEACTB 1 KypPeHUe B MOMELLEeHUAX,
npegHasHavYeHHbIX 41 paboTbl C HABOPOM.

3.12. Y6upaTb W [e3UH(PUUMPOBATbL pa3nTble 06paslbl WM KOMMOHEHTbl Habopa, WUCMosb3ys
Le3nHpUUMpyroLL e cpeacTea B cooTeBeTcTBUN MY 287-113.

3.13. Ypanatb Heucnosb3oBaHHble peakTVBbl Habopa B COOTBETCTBMM C TpeboaHusimu CaHlMuH
2.1.3684- 21.

3.14. Tlocne wcnonb30BaHWA BCe KOMMOHEHTbI Habopa, 06paslbl, KOHTPONbHbIE MaTepuabl,
pacxogHble marepuanbl U Apyrve peareHTbl, KOTOpble KOHTaKTUMpOBa/IM C 0bpasuamy BO BpeMsi 06paboTKM,
XpaHeHUss N aHaim3a (B TOM 4ucrie; MnepyaTKu, HaKOHEYHUKM U T.4.) AO/DKHbl COBMpaTbCA OTAE/IbHO U
CTEPWIN30BaTLCA B aBTOK/aBe C MOCNefYHOLen yTuimsaunein B COOTBETCTBMM C TpebosaHMamu CanlMuH
2.1.3684- 21. BMeCTO aBTOK/aBMPOBaHMS OTXOAbl MOTYT 6bITb CTEPUIN30BaHbI AE3VHULMPYIOLWMM CPeACTBOM,
nocne yTUAU3NpoBaHbl B COOTBETCTBUN € TpeboBaHMaMM CaHlMnH 2.1.3684-21.

3.15. He ncnonb3oBatb HAbOP NO UCTEYEHUN CPOKA FOLHOCTU.

4. OBOPYAOBAHWNE W MATEPUANBI, HEOEXOAWMBbIE ANA NMPOBEAEHWA
AHAJTN3A

- «AHa/IN3aTOP aBTOMATUYECKUIA  UMMYHOXUMMWUYECKUIA  XEMUNIOMUHECLEHTHBIA  «Ma8noblA» ¢
npuHagiexxHoctamu no CHAB 421457.002 TY («Ma8noblA») (npoussoamTens OO0 «KomnaHua Ankop bro»,
Poccus, PY NoP3H 2019/9282);

- «Habop peareHTOB AN KO/IMYECTBEHHOrO  MMMYHOXEMW/IIOMUHECLIEHTHOrO  OrMpeaeneHus
nporectepoHa «MagnoLIA T[lporectepoH», no TY 21.20.23-596-98539446-2022» (npounssogntens OOO
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«omnaHua Ankop brnox, Poceus, Kat. Ne 1020001, 1020002);
| ~ «Habop peareHTOB A9 KOHTPONA kavecTBa aHanmsa «KoHTponn MagnoLIA TporectepoH», no TY
/n.20.23-598-98539446-2022» (npoussogutens OO0 «KomnaHusa Ankop buo», Poccus, kat. X» 1020201,
/K0 20205,1020210);
-BogHo-coneBoi  pacTBop [Ans  MPOMbIBKM  peakuMOHHbIX  KoBeT MagnoLIA  «Bydep WI»
(nponssoamTens OO0 «KomnaHus Ankop bro», Poccus, kat. X50000405);
- OTfenbHble XanaT, wanoyka, 00yBb M OLHOPa30Bble MepyaTKy, paspelleHHble K MPUMEHEHUI0 Ha

Y TeppuTtopumn P® (nnm cootseTcTBytowme FOCT P 52239-2004).

5. MPOBEAEHWVE MPOUEAYPbl KAJTMBEPOBKW

OnucaHHas B [aHHOW WHCTPYKUMM WHGOPMaUMs COLEPXMWT /Wb 06LWMe CBeAeHUs O MopsiaKe
npoBefeHns npoueaypbl KambpoBKM Ha aHanm3atope «MagnoLIAx». [nsa nonyyeHus aeTanbHON MHGopmauum
nepes HayasioM paboTbl 03HAKOMBTECH C PYKOBOZCTBOM M0 3KCM/yaTaummn aHanmsaTopa «MagnoLI1A».

5.1. NoAroTtoBKa peareHToB

5.1.1. BKNKOUMTb aBTOMATUYECKMIA aHann3aTop «MagnoLIA» cornacHo pyKoBOACTBY MO 3KCnyaTauuu.

5.1.2. Kanmbpatopbl roToBbl K UCMO/b30BaHWIO.

®nakoHbl ¢ KaimbpaTopammn HeO6X0AMMO BblAepXKaTb NPY KOMHATHOW TeMnepaType He MeHee 30 MUHYT
[0 Havana aHasIMTUYECKO Ceccum.

5.1.3. MNepemeLuaTb cofepxmMmoe hnakoHoB, n3beras neHoo6pasoBaHNsA. OTKPbITb (D1AKOHbI 1 MOMOXKUTb
KPbILLKM MEPEBEPHYTLIMI Ha CYyXYH NMOBEPXHOCTb.

5.1.4. Habop «Kannbpartopbl MagnoLIA lMporectepoH» pa3mecTUTb B LUTaTMBaX, NpegHa3HauYeHHbIX 415
Ka/IMbpaTopoB U KOHTPOSIEN.

5.1.5. Mepep 3arpy3Koi peareHToOB, HEO6XOAMMBIX A8 NPOBEEHUS aHa/I3a, B COOTBETCTBYHOLLME 6/1OKN
aHanmMsaTopa NpoBepUTL BCE PaCcTBOPLI Ha OTCYTCTBUE MY3bIPbKOB BO3AyXa. Y JanuUTb Ny3bIpbKWU A0 NPOBELEHNS
aHa/I13a Nerkum rnokKaymneaHmeM, He LONycKas neHoobpasoBaHuWs.

5.1.6. TMepen 3arpyskoii KapTpumka «MagnoLIA T[porectepoH», B 6M10K peareHTOB Heo6XoaMMo
npegBapuTesibHO  y6eanuThbCd, 4YTO MnapaMarHWTHble MUKPOYacTULbl HaxogaTcs B PecycneHavpoBaHHOM
COCTOSIHWW, @ Cama CyCreH3ns romoreHHa. Ecnm MukpouacTuubl He pecycnenampytotes, HE MCMONB3YNTE
HABOP n obpaTuTecb K MECTHOMY MpeACTaBUTENO npoussoauTens. [ns nonydveHws 60nee noapo6HON
MH(opMaLum 06paTUTeCh K UHCTPYKLUM NO NpuMeHeHuto Habopa «MagnoLIA TporectepoH».

5.1.7. 3arpy3uTb NOArOTOB/IEHHbIE peareHTbl Y NPUHALEXXHOCTN Ha 6opT aHasim3aTopa «MagnoLlA»
COr/lIaCHO PYKOBOZCTBY MO 3KCMayaTaumu.

5.1.8. 3arpy3uTb faHHble 0 peareHTax B NaMATb aBTOMaTMyeckKoro aHanmsaropa «MagnoLIA» cornacHo
PYKOBOZCTBY MO 3KCMN/yaTauuu.

5.2. KanubpoBka

AHanmzatop «MagnoLIA» MOXET OCYLIeCTBNATb KasMOPOBKY B OTAENbHO BbIAENEHHON ceccum nnm
OHOBPEMEHHO C 06pa3Lamn B paMKax OfHOW aHa/IMTUYeCcKon ceccuu. Mpolesypa KaMOpOBKM BbIMOHAETCS
npexze nobbIX Ha3HaYeHHbIX TECTOB HE3aBMCMMO OT MOMEHTa pa3MeLLeHns Habopa KaimbpaTopos Ha 6opTy.

BHUMAHWE!

KomnoHeHTbl Habopa «Kanmbpatopbl MagnoLIA TMporectepoH» He LO/HKHbI HaxoAuTbCA Ha 6opTy
npubopa 6onee 3 4acoB, CyMMapHO B [JeCATU CeccusX, HeobXOAUMO Y4uTbIBaTb 3TO MPU BbIMNOHEHUN
npoLeaypbl KaIMbpoBKM OAHOBPEMEHHO C 06pa3L,amMm B paMKax OAHOW aHa/IMTUYECKON ceccun. PeKoMeHayeTcs
BbIrPY)XaTb LUTATVBbI C Kaimbpatopamy Mo WUCTEYEHUM MWHUMAaIBHOTO BPEMEHW C MOMEHTa 3aBepLUeHWS
packarbIBaHNsA COLEPXMMOro BCeX (DIaKOHOB KanmbpaTopoB 1 KOHTPOSIEN.

Ana npefoTspalleHns ncnapeHns >XULKOCTU cpasy nocse UCrnonb3oBaHnsa (hiakoHbl HE06X04MMO
3aKpbITb KpbIWKaMW B COOTBETCTBUM C MX MapKMPOBKOW, NMOMECTUTb B YNakKoBKY NpeanpuaTus-
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6paropnt MagnoLIA ITporectepon»

mMoeuUmMenR 6 66pMUKANLHOM NONONCEHUU U 0becnewumb Xparnerue npu memnepamype om + 2 do + 8 °C
XONOOUNBHBIX KAMEPAX WAU 6 XO0J00UNbHUKAX, obecnequsaiouux pez1ameHmuposaHHbiil
meMnepamypHuli pescum.

5.2.1. [Ipn ycranoBke Ha GopT aHanu3aTopa, ANs Kaxaoit HoBo# cepuu (JloTa) Habopa «Kanmubparops!
MagnoLIA Ilporecrepon» He06X0AHMO NPOBECTH NPOLEAYPY PETHCTpaLMK KatH6poBouHOro Habopa.

Jlna atoro nepeiaute B MeHio KA/THEPOBKA.

B HuxHe# yacTH akpana HaxxmuTe kHonky PETHCTPALJHA HABOPOB.

B oTKphIBIIEMCS OKHE 3aNOJIHUTE JaHHBIC NYTEM CYHTHIBAHHS ABYMEPHOIO IITPHUX-KOAA CO BTOPHYHOMN
ynakoBkH (kopoOku) usenus, 160 BBeAMTE LHGPBI IITPHX-KOAA BPYUHYIO.

Jna coxpaHeHHs AaHHBIX O Habope, Haxwute kHonky [TPHUMEHHUTH (B cnyyae HeoOXOOHUMOCTH
NpOAO/DKUTL paboTy B AaHHOM OKHe) uin kHonky I OTOBO (ansa coxpaHéHHsA AaHHBIX M 3aKPBHITHA OKHA).

[Ipu Heo6xomAMMOCTH, BO3MOXKHO BHECEHHE JaHHBIX O HECKOJBKHX cepusx (norax) HabGopa
«Kanubpatopst MagnoLIA IIporecrepon».

$.2.2, 3arpy3ute mTaTuB ¢ HaGopoM KalHOpaTOpoB Ha 6OpT aHanH3aTOpa, CYHTAHTE LOTPHX-KOMAKI C
¢akoHOB 3arpyxeHHoro mratuBa myreM Haxatusa kHonku CYHUTATD LIHTPUX-KOJbI unu naestndnkanueit
¢J1aKOHOB BPYHHYIO.

5.2.3. BHecure kanubpoBKy B CNHCOK 3aja4, KOTOpBIE JO/DKHBI OBbITh BHIMOJHEHHI B JaHHOH
aHAMUTHYECKOMH CECCHH.

Jns 3toro nepefinute B MeHio OBPA3L]BI.

B neBoit yacTu 3xpaHa Boibepure kHonky JOBABUTH KAJTUBPOBKY.

B neBoM BepxHeM yTily OTKphIBIIErocs OKHa 6yner oTo6paxxeH CIHCOK TECTOB, JUIA KOTOPBIX MOXET ObITh
BBITIOJIHEHa Kanu6poBka. BeibepHTe U3 mpe/u10XkeHHOro CMHCKa HEOOXOMHMBIH TECT.

B npaBoM BepxHeM yriy GyayT moka3aHbl FOTOBBIE K 3anyCKy cepHH (10Thl) Habopa «Kanubpatopsl
MagnoLIA Ilporectepor». Y3 mpeacraBNeHHOro CITHCKAa BHIOGEPHTE HEOOXOAMMYIO CepHIO (JIOT) (HECKOJIBLKO
rOTOBBIX CepHii (n0TOB) 6ymeT oToOpaXkaThcs B NAHHOM CITHCKE, ecnH Ha Oopr mpubGopa ObuTO 3arpyxeHO
HECKOJIBKO CepHii (JIOTOB) KATHOpPOBOYHBIX HaGOPOB V1A OAHOTO TECTa).

Ina noGapinenns BoiOpaHHON KanMOpOBKHM K CIHMCKY 3ama4 Haxmute KHonky [JOBABHUTH (B cnydae
HEOOXOQMMOCTH MPORO/DKHTL paboTy B AaHHOM okHe) HAH KHonmky I'OTOBO (ansa coxpaHeHHs AaHHLIX M
3aKpLITHA OKHa).

5.2.4. 3anycTHTe aHAIHTHYECKYIO CECCHIO aBTOMaTH4YecKoro aHanu3aropa «MagnoLIA» cormacho
PYKOBOACTBY MO IKCILTyaTallHH.

§5.2.5. [IporpaMma nmpu6opa MO3BOJIAET aBTOMATHYECKH BBLIMOJHHTL BCE CTAaAWH aHaiHM3a A Habopa
«MagnoLIA Ilporecrepon» 6e3 BMelIaTeILCTBA N10JI30BATENS.

5.3. PeayabTaThl

Mo oxoHuanun aHamUTHYECKOH ceccun nepeitante B meHio KAJTUEPOBKA.

B neBo# yacTu 3kpaHa BbIGepHTe HEOOXOAHMBIA TECT H3 NPEUTOKEHHOrO CITHCKA.

3arem B BepxHeiil mpaBoit yacTH 3kpaHa BeiGepuTe HeoOX0auMYyI0 cepHIo (J1oT) KanubpoBoyHoro Habopa
JUIA 1aHHOTO TeCTa.

Huxe 6yner oto6paxena uudopmauns o seibpanHoit kannbposke:

- Ne mo nopsaxy;

- BJTMIHOCTH BHIOpaHHON KaTHOPOBKH;

- 1aTa MPOBECHUA aHaIIH3a;

- 3HaYeHHe aHaInTH4eckoro curnana s Kanubparopa 1;

- 3HaYEHHE aHATMTHYECKOro curiana s Kanmubparopa 4.

Jlns nonydyenus Gonee noapoGHoit MHpopMauuu o BhiOpanHOH KanHOpoBKE, HaXMHMTE KHOMKY
KAJIHEPOBOYHAA KPHUBAA.
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_¢Kmm6paropu MagnoLIA TIlporecrepon»
: B orxpuBiieMca oxne Syaer orobpaxeHa pacimpenHas nHopMmalms o kanabposxe:

- coobmenne 06 ycremHoM 3aBeplIeHHH KaauGpoBKy;

- AaTa KanAOpOBKH;

- CPOK rORHOCTH XannGpoBKY;

- uHpopMarma 0 KanmubGposouroM Halope (Tect, cepus (noT), HOMep HaGopa (Ne), CPOK TOMHOCTH
HaGopa);

- 3HAYCHHC aHAIHTAYCCKOro cHrHana ana KanuGparopa 1;

- 3HaUeHWe aHaTUTHYecKoro curHana ana Kanubparopa 4;

- 3HavYeHUe Konuentpaunn ;i Kanubparopa 2;

- 3HaYeHHE KOHUeHTpaunu ana Kamnbparopa 3.

- rpadHK ¢ HaHeCeHHMMH KAMHOPOBOUHRIMY KpHBRIMHA, CHHHM IYHKTHpOM oGo3Havaercs pedepencras
KanuGpoBOYHas KpHBad, 3aKOAMpOBaHHAA B NMaMATH NpuGopa; 3eiieHof cnnOmRON AuHHCH — NocTpoeHHAA
KaTnGpoBOYHAA KPHBAA, TOYKH Ha KOTOpo# COOTBETCTBYIOT KOHHEHTpalUMH nporectepoHa B KanmGparope 2
n KanuGparope 3.

6. TPAHCIIOPTHPOBAHHE H XPAHEHHE

6.1. TpaHcnopTHpOBaHHE Ha0OPOB CICAYST IPOHIBOAMTH BCEMH BHAAMHA KpHITOrO TPaHCIOPTA MPH
Temmneparype ot + 2 1o + 8 °C.

6.2. TpancmoprupoBanue n3geault mpe TeMmueparype ot + 2 Ao + 8 °C HOMKHO NPOH3BOAHTLCA B
EMKOCTAX MMM NpH MOMOUIM XONOMHILHEIX YCTAHOBOK, O0ECNEYMBAIOIHEX peraaMeHTHPOBAHHEIR
TeMNEpPaTyPHEIH peXuM.

6.3. JomyckaeTcs TpaHCTIOpPTHPOBAHKE HAGOPOB IpH TemmepaType Ao + 25 °C ne 6onee 15 cyTok, B TOM
aucne npu emneparype +37 °C ne Gonee 1 cyrok.

6.4. HaGophl, TpaHCMOpPTHPOBAHHKE ¢ HAPYINCHHEM TCMIICPATYPHOTO peXKHMA, NPHMEHCHHIO HE
noanexar.

6.5. Cpok rogsocTs HabopoBs — 12 MecAneB OT AaTH NPOH3BOACTEA. -,

6.6. XpancHre HaboOpoB MAODKHO NPOBONMTILCA B YMAKOBKE MNPEANPHATHA-HITOTOBUTSNIA [IpH
TeMIepaType ot + 2 A0 + 8 °C B TeucHHE BCET0 CPOKa FOAHOCTH B XONONHNLHEIX KAMEPAX HIH B XONONHIbHAKAX,
ofecne nBalOIEX PerlaMCHTHPOBAHHEIN TEMITCPaTyPHEIH peXkuM.

6.7. HaGophl ¢ MCTEXIINM CPOKOM FOAHOCTH IPHMEHEHHIO HE NOICKAT.

6.8.[Ipr npobHOM HCNONL30BAHMH KOMMOHEHTH HAa0Opa XpaHATCS B YNAKOBKE NpPEANpPHATHS-
M3TOTOBUTENA B BEPTHKAIBHOM ITONOKEHEH IIPA TeMmeparype oT + 2 1o + 8 °C B XONOAHNBHEIX KaMEpax HiH B
XONOMMNBHEKAX, 0GECICTMBAIOMMX PerlaMeHTHPOBAHHAIN TEMIEPATYPHEIN pexKIM, B TeHeHAE 1 Mecana co AHA
BCKpLITHA MepBH4HO# ynmakoBkH. KoMmoHeRTH He HOIDKHB HAXOMMTLCH Ha Gopty npubGopa Gonee 3 1acos,
CyMMapHO B AecaTH ceccusx. [Tocne remonb3oBaHna GaakoHbl HEOOXOAAMO HEMCIVICHHO 3aKPHITh KPbILIKAMH H
obecneunTs periaMeHTHPOBAHHLIN PEXHM XpaHEHHA.

7. TAPAHTHHHBIE OBSI3ATEJILCTBA
TapanTHitHbIH cpok roanocTH Habopa 12 Mecsuer oT AaTh npousBoacTBa. Habop mpennasradeH ang
ONHOKPATHOI'O NPHMEHEHHA H HE MOMICAKHT PEMOHTY H 00CI1yXHBAHHIO,
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KanubpaTtopbl MagnoLIA MporectepoH»

8. BE3OMACHAA YTUNN3ALNA

Mpn uncnonb3oBaHWM Habopa 06pasyroTcs O0TXoAbl KnaccoB A u b, KoTopble yTUAM3MPYOTCA
acooteeTcTBMM ¢ CaHlMnH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

Tabnuua 2
OTxofbl Knace
0rnacHocCTu
BTopuyHas (rpynnosas)
yNaKOBKa Kopobka 13 MOHOKapTOHa OTxogb!
JKcnnyaTaumoHHasa VHCTpYKLMA N0 NPUMEHEHMIO Knacca A
LOKyMeHTauus Macnopt
Bce KOMMNOHeHTLI Habopa, KOHTPO/IbHbIE MaTepuabl,
pacxofHble MaTepuasibl U peareHTbl, KOTopble
Lpyrvue KOMMNoHeHThbI
KOHTaKTMpoBa/n ¢ obpasuamu BO Bpemsi 06paboTKu, OTxomp
XpaHeHUa 1N aHanmsa
MepBUYHAA ynakoBKa ®nakoHbI, CoAepXKaBLUMe pacTBOPbI KambpaTopos knacea b
He ucnonb3oBaHHbIE
KOMMOHEHTbI C UCTEKLLNM ®nakoHbI, CofepXKallime pacTBOpbI KannmbpaTtopos

CPOKOM TOfIHOCTY

9. NTH®OPMALWA O NMPON3BOANTENE

Mo Bonpocam kavectBa MW «Habop peareHTOB A1 KanmbpoBku «Kanmbpatopbl MagnoLIA
MporecTtepoH», no TY 21.20.23-597-98539446-2022» obpaLuatsca B OO0 «KomnaHusa Ankop Brox» no agpecy:
192148, r. CaHkT-MeTepbypr, »XenesHo4opOXHbIM npocnekT, 4. 40, nut. A, Ten/takc: 8(812) 677-8779,

TenetoH «ropsyen MMHUM»: 8-800-234-37-79.

10. CUMBO/1bIl, UCTMOJIbSYEMBbBIE HA STUKETKAX

VD MeauumHcKoe u3genve s Cofep>X1Mmoro [oCTaTo4yHo A/1s
[MarHoCTMKK in vitro NnpoBeAeHNa N TeCcToB

REF Homep no katanory n OcTopox<Ho!

LOT Kopg naptum (Homep cepun) icnonb3oBaThb [0

oI/ 3roToBuTENb r Mpegen Temnepatypbl

(rr3 [arta n3rotosneHns Buonornyecknii puck

Ob6patnTech K MHCTPYKLUMK NO
O a NMPUMEHEHNIO

NHCTpyKuma paspaboTaHa B cooTBeTCTBMM C TY 21.20.23-597-98539446-2022.
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00O «KomnaHns Ankop brno»
r. CaHkT-lleTepbypr, XXene3HogopoXHblid np., a. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACITOPT Ne EOO3

Habop peareHTOB /159 Kannoposkn «Kannoépatopbl MagnoLIA NporectepoH»,
no TY 21.20.23-597-98539446-2022

Kat. Ne 1020101 Cepuna Ne EOO3  dopmupoBaHue Ne 1 Konmyectso 100 L.

HaumeHoBaHne BHewHwii BuAnM  HoMMHanbHOe Cepua CooraeTcrame
peareHTa (bopMa BbIMycKa 3HayeHwue, Hr/mn KomnnekTauns peareHTa KORTPOMMPYEMOTO
' napameTpa
CocTaB Habopa
Kannéparop 1 [Mpo3payHble 0 (110(*)“’;;1) EOX3 COOTBETCTBYET
UM MyTHbIE ,
Kanmbpatop 2 XWAKOCTK OT 3 (015q)nl/1|}1) EOO3 COOTBETCTBYET
6ecuBeTHOro Ao !
Kanubpartop 3 CBET/O- 10 1n. EOO3 COOTBETCTBYET
KOPWYHEBOr o (0.5 mn)
1 don.
Kannbépatop 4 LBeTa 60 (1,0 wn) EOO3 COOTBETCTBYET
Macnopt 1. : :
VHCTpYKUMSA NO NPUMEHEHWNIO 1. - -

MapaMeTpbl KOHTPOMA Ka4yecTBa

HavMeHOBaHWe KOHTPOMPYEMOro 3HaueHVe KOHTPOnMpye-

Hopma %
napametpa MOro napameTpa
AHaNNTUYECKUIA CUTHAN
Kannbpatopa 1, OTH. CBET, ef., He 800 000 COOTBETCTBYET
MeHee
COOTHOLLIEHWNE aHANTUTUYECKUX
CUTHa/10B Ka/imbpaTopoB Bl>B2>B3>B4 COOTBETCTBYET

OTK/IOHEHME KOHLEeHTpaLum
Kannéparopa 2 n Kannbéparopa 3 ot + 15 COOTBETCTBYET
HOMMWHaIbHOTO 3HAYEHWS!, MPOLLEHT
®nakoHbl 3 M1 13 NPO3pPayYHOro
cTekna (C 3aBMHYMBAIOLLMMICS
KPbILLKaMU). STUKETKM W3 NeHTbl COOTBETCTBYET
KNeeBoi Ha 6yMaXKHON O0CHOBe

YnakoBKa N MapK1poBKa

‘MaHHble aTTecTalun Npu COBMECTHOM Mcnonb3oBaHnn ¢ MU «MagnoLIA TporectepoH», cepua Ne EOC3
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Ifacnopt shinan «17» Mapra 2022 r.

Cpok rogaocTs Habopa a0 «17» mapra 2023 r.

Yenosua xpaHenns +2...4+8 °C

VYenoeua TpancnopTHpoBalua +2...+8 °C. Homyckaercs TpaHCIIOPTEPOBaHUE Habopa Npy TeMIepaType
10 +25 °C He Gonee 15 cyTok, B ToM qrcne npa Temneparype +37 °C ne onee 1 cyrok

TOJBKO AN1A MIMATHOCTYKH IN VITRO

Jina npodeccHoHANLHONO NPHMCHEHAS L

Habop cootsercrayer

TY 21.20.23-597-98539446-2022

PY Ne -

Bemoyunn 08T U.A. ITpoeepmn Kasapusiorh
%‘??7,‘;::5#
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OO0 «KomnaHua Ankop brno»
r. CaHKT-TeTepbypr, XXene3HoJopoXHbIn np., 4. 40, uT. A
TenedoH/dakc: (812) 677-87-79

MACTIOPT Ne E004
Habop peareHTOB A1 KanmbpoBky «Kannopatopbl MagnoLIA MporectepoH»,
no TY 21.20.23-597-98539446-2022

Kat. Ne 1020101 Cepwnsa Ne EO04 ®opmuposaHme Ne 1 Konudectso 100 L.

HavmeHoBaHve BHewHWin BuAN  HoMUHaIbHOE Cepusa CoorsercTaye
eareHTa (hopma BbIn (ﬁ(a 3HayeHue, Hr/mn KomnnekTauns earFéHTa KOHTPOZMPYEMOTO
P P y ’ P napametpa
CocTaB Habopa
Kanmnépatop 1 Mpo3payHble 0 (110%)1) E004 COOTBETCTBYET
NN MYTHbIe 1 o
Kanunbparop 2 XXNAKOCTU OT 3 05 Mh) E004 COOTBETCTBYET
6ecLBETHOIO A0 1 hn
Kanubparop 3 CBETNO- 10 05 Mh) E004 COOTBETCTBYET
KOPWYHEBOro idpn
Kanubparop 4 LBeTa 60 (1,0 mn) EO004 COOTBETCTBYET
MMacnopT 1wr. : :
VHCTpyKLMA N0 NPUMEHEHWIO 1w - -

MapaMeTpbl KOHTPO/ISA KayecTBa

HanMeHOBaHWe KOHTPONMPYEMOro 3HaueHue KOHTponupye-

Hopwma
napameTpa P MOro napameTpa*
AHa/IMTUYECKNIA CUTHA
Kannbpartopa 1, OTH. CBET, 4., He 800 000 COOTBETCTBYET
MeHee
COOTHOLLIEHNE aHASIUTUYECKNX Bl >B2>B3>B4 COOTBETCTBYET

CUrHa/10B KanmbpaTopos
OTK/IOHEHWE KOHLEeHTpauun
Kanmbpatopa 2 n Kanmbpartopa 3 oT + 15 COOTBETCTBYET
HOMWH&/IbHOIO 3HaYeHUs, MPOLLEHT
®nakoHbl 3 M/ U3 NPO3PayYHOro
CTeKk/a (C 3aBMHYMBAOLLNMUCS
KpbMrkamu). STUKETKA U3 NIEHTbI
KNeeBoil Ha 6yMaXXHO OCHOBE

YNaKoBKa 1 MapKMpoBKa COOTBETCTBYET

‘[laHHbIe aTTecTauun npyu COBMeCTHOM Kcnonb3oBaHnn ¢ MU «MagnoLIA lNporectepoH», cepim Ne E004
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ITacropr Brpian «21» Mapra 2022 .

Cpox rogmocs maopa 1o «21» MapTa 2023 r.

Venobra xpanenns +2...4+8 °C

YcnoBKa TpaHCTIOpTHPOBaHHA +2...+8 °C, lomyckaeTcs TpaHCnopTHpoBanue Habopa PH TeMneparype
10 +25 °C ne Gonee 15 cyTox, B TOM uncie npu Temnepatype +37 °C ue Sonee 1 cyTox

TOJNBKO AN IMATHOCTUKH IN VITRO

Jina npodecCHOHANRHOIO NPAMEHEHHA —

Habop cootpeTcTByeT

TV 21.20.23-597-98539446-2022

PY Ne I

Bunonaun 108T ULA. Ipopepun Kazapunoea



000 «KomnaHnsa Ankop brno»
r. CaHkT-IeTepbypr, XKenesHogopoXKHbI Np., 4. 40, 1T, A
TenedoH/dakc: (812) 677-87-79

MACIOPT Ne EOOS

Habop peareHTOB ans Kannoposkn «Kannopatopbl MagnoL 1A NporectepoH»,
no TY 21.20.23-597-98539446-2022

Kat. Ne 1020105 Cepua Ne EOC3 ®opmuposaHme Ne 1 Konmyectso 100 L.

HaumeHoBaHve BHewHWi Bugn  HoMuHanbHoe Cepwus Cootaetcrave
Komnnekrauus KOHTPONMPYEMOT0
peareHTa (hopma BbIMyCKa  3HauYeHue, Hr/M peareHTa napamerpa
CocTtaB Habopa
Kanunbparop 1 Mpo3payHble 0 (n 051q)g .|vm) EOO3 COOTBETCTBYET
NN MyTHbIE ’
Kanunbparop 2 XWAKOCTM OT 3 (noSOq?';ll\nn) EOX3 COOTBETCTBYET
6ecLBETHOrO A0 ’
Kannbéparop 3 CBET/O- 10 (noSO@.Mn) EOG3 COOTBETCTBYET
KOPUYHEBOro .
Kannbpatop 4 LBeTa 60 (nosl(p(? Mn) =00¢] COOTBETCTBYET
MacnopT 1wr. : :
WHCTpYKUMA N0 NPUMEHEHUIO 1w - -

MapaMeTpbl KOHTPONSA KayecTBa

HanmeHoBaHMe KOHTPOMPYeMOro 3HayeHne KOHTponunpye-

Hopwm
napameTpa opma MOro napameTtpa*
AHaNNTUYECKUIA CUTHAN
Kannbparopa 1, OTH. CBeT, ef., He 800 000 COOTBETCTBYET
MeHee
CoOTHOLLEHME aHaIUTUYECKUX B1>B2>B3>B4 COOTBETCTBYET

CUTrHANIOB KannbpaTopos
OTK/I0HEHWE KOHLeHTpauun
Kannépartopa 2 n Kanmbpatopa 3 ot + 15 COOTBETCTBYET
HOMWHa/IbHOTO 3HaYeHWs, NPOLEHT
dnakoHbl 3 M1 U3 MPO3PaYHOro
cTekna (C 3aBUHUYMBAOLLMMUCS
KpbILIKaMK). STUKETKN U3 NIEHTbI
KNeeBoi Ha 6yMaXKHOW OCHOBE

YnakoBKa 1 MapK1MpoBKa COOTBETCTBYET

*[lJaHHble aTTecTalMm Npy COBMECTHOM 1cnonb3oBaHun ¢ M «MagnoLIA lNporectepoH», cepus Ne EOO3
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Iacnopr Brinaa «17» Mapta 2022 1.

Cpox roarocT! HaGopa fio «17» Maprag 2023 r.

Yenosus xpanenus +2..,4+8 °C

VYenosus TpancmopTpoBanns +2...+8 °C. lomyckaeTes TPaRCIIOPTHPOBAHHE HAGOPa IPH TEMNEPATYPE
zo +25 °C ne Gonee 15 cyrox, B ToM anciae npu TeMneparype +37 °C ne 6osee 1 cytok

TOJIBKO 1A AMATHOCTUKM IN VITRO

Jna npodeccHORaMbHOrO MPUMEHEHHS e

HaGop cooTseTcTBYET Sy,

TVY 21.20.23-597-98539446-2022 / S/ “Komnamus’

PY Ne i

Brnoanun IOsr HLA. TTporepun Kasapnuoﬂa&{:é. Company
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000 «Komnanus Ankop buo»
r. Canxr-IlerepGypr, XKeneznoxopoxnslit np., 4. 40, mur. A
Tenedon/daxc: (812) 677-87-79

INACIIOPT Ne E004

HaGop pearenTos a1a kanubpopxu «KannGparops: MagnoLIA Ilporecrepon»,
no TV 21.20.23-597-98539446-2022

Kat. Ne 1020105 Cepusa Ne E004 ®opmuposanne Ne 1 Komuuecrso 100 mr.

CootsercTBHE
™ e | e o | Konnorns | ST | compomprer
CocTtaB Habopa
Kami6parop 1 Tpospaunsie 0 (uosltb(;l;m) E004 COOTBETCTBYET

HIIN MYTHEIC 2
KanuGparop 2 KAJKOCTH OT 3 (nosotpsn-mn) E004 COOTBETCTBYET
GecBeTHOTO 0 :
KamGpatop3 |  caemno- 10 @ So‘bs"‘m) E004 | cootaercrayer
KOPHYHEBOTO 05 :bn
Kambparop 4 LIBCTA 60 (0 1.0 M) E004 COOTBETCTBYET
Hacnopr 1 mT. - -
HneTpyKims 110 DpHMEHEHHRIO 1 wT. - -
IlapaMeTpbl KOHTPOJIS KAYECTBA
HauMenoBaHHE KORTPOJIHMPYEMOTO HobMa * | 3HaueHKe KOHTPOJIHPYE-
napaMeTpa P Mmoro mapamerpa*
AHanHTHYCCKHH CHTHAN
KamuGparopa 1, oTH. cBer. en1., BE 800 000 COOTBETCTBYET
MEHee
CooTHOmMEHAE AHANMHTHICCKEX Bl>B2> B3> B4 yer
CHIH&JIOB KaHOpaTopos EDOTRELE
OTxnoHeHne XOHUSHTPAIMH
KamuGpaTropa 2 1 Kammbparopa 3 ot +£15 COOTBETCTBYET
HOMHEANBLHOTO 3HAYEHNS, MPOMEHT
DakoHkl 3 MJT H3 MPO3PaHOro
CTekNa (¢ 3aBHHIHBAIOIMUMHACA -
YIAXOBKEA # MApKHpORE kp}.man(m). OTHKETKH H3 JICHTH TRy
Kneenolt Ha GymaxHo# OCHOBE

* [TaHHe aTTECTAIAY Y COBMECTHOM Henons3osammk ¢ M «MagnoLIA IMporectepony, cepus Ne E004
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ATacnopT BblgaH «21 »mapTa 2022 T.
Cpok rogHoctn Habopa fo «21» maotas 2023 T.
Ycnosusa xpaHeHns +2...+8 ®C
Ycnosus TpaHCnopTupoBaHus +2...+8 °C. [lonyckaeTcs TpaHCNOPTMPOBaHNe Habopa Npu Temnepartype
[0 +25 °C He 6onee 15 cyToK, B TOM Yncne npun temnepatype +37 °C He 6onee 1CyToK
TONIbKO ANA ANATHOCTUKUW IN VITRO
[ns npoeccroHaIbHOro NPUMeHeHNS
Habop cooTBeTCTBYET

____________ n X\
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