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WHCTPYKLIMA ITO ITPUMEHEHUIO
Meannunckoro H3ASARS 418 AHATHOCTHKA in vitro
«HaGop pearerros ana kaanbposxu «KannGpaToput MagnoLIA Kopruaon»,
no TY 21.20.23-600-98539446-2022»

1. HASHAYEHUE

1.1, «<Habop pearerros nns xambpopxn «KameGpatopsr MagnoLIA Koprason», no TY 21.20.23-600-
98539446-2022» (manee «Kanubparopst MagnoLIA Kopruzon») npexsassadeH And  XanrHGpoBKE
(ycTanoBIeHHS pedepeHTHRIX 3HaveHnif) aHaNN3a NPH KONHYECTBEHHOM ONpEne/icHHH KOPTH30/A B CHIBOPOTXS
H WiasM¢ KPOBH (HaTpHeBas CONb renapnHa, AHTHEBas coib renapuHa, kanmesas conb JATA (KeOATA,
K33/ITA))! uenonexa METONOM XCMUTIOMAHCCIICHTHOIO AMMYHOSHANH3A HA NAPAMATHATHEIX MHKPOHACTHIAX
¢ HCTIO/IB30BAHROM ABTOMATHIECKOro aHa/mu3aropa «<MagnoLIA»,

Habop «KamuGparops MagnoLIA Kopruion» IpHEMCHSCTCS COBMECTHO ¢ MCARNMECKAME H3AC/HAMH
(manee MH) «MagnoLIA Koptuson» u «Korrtpom MagnoLIA Koprasomy.

1.2, Kanr6popxa npu ucnonssopanan MH «Kanu6paropu MagnoL1A Kopraion» 2omxaa BHNONASTECA
ans xaxporo kaprpumxa «MagnolIA Koprason» B cieayiomux cyvasx:

-NIpu 3anyCKe ceccHu Ha amammiaTrope «MagnoLlA» ¢ memomssoBammen xaprpumxa «MagnoLIA
Koprison», kamGpoBxa KOTOPOro paHee HE MPOBOMKNACH;

- O/H pas B 7 qHelt ang xaxzoro kaprpamxa «MagnoLIA Koprasony;

- TIpH 3amycke ceccHR Ha ananmmsarope «MagnoLIA» ¢ mcmomssonammeM Kaptpupxa «MagnoLIA
Kopruson», xkannGpoBka KoToporo npocpoyena (or MoMeHTa nocaemct xanuGposkn nmpomsio Gonee 7 muei);

- eC/A pe3yNLTAT aHANH3A XOoTK Gt ommoro Kontpons w3 naGopa «Kontpomt MagnoLIA Kopruson»?
BEIXOZ(HT 32 NMPeACHH YCTAHOBICHHONO AHANA30HA,

13xauBaNeHTHOCTS OOPAINOB CLIBOPOTXH M MNA3MM KPOBH YCNOBSKA, COAcpaamel RHTHROATYNSHTH (HATPMCBAN CONL FETADHNA,
NHTHEPAS COAb renapHEn, kanuesas cob IATA (K:IATA, Ks9/ATA)), noareepancts Ha 25 06pa3tiaX KaKAOTO BAAR AHTHKOATY/INETA
© PASHMMHE KOHICHTPAUHAME XOPTHIONAS B AHANIE NPH Hcnonksosaxnn Habopa «MagnoL1A Koprirson».

Hatop «Kontpon MagnoLIA Koprison» npensasiatuer ANS NOATECPRACHHE MPABLIMHOCTH KOANYECTRCHHOND AHAINSA ROPTHIONS
B CHBOPOTKE X LTAIME KPOBU uenodexa «MagnoLIA Kopruson» na asamusarope «MagnoLIA».
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Canmbparopbl MagnoLIA KopTuson»

1.3. ®yHKLUMOHaNbHOE HasHavyeHne MIN «MagnoLlA KopTr3on» npu COBMECTHOM MNpuMeHeHun ¢ MU
«Kannépartopbl  MagnoLIA Koptuzon» wu/mnun  «KoHTponn MagnoLIA KopTuson» -  KOJMYeCTBEHHOe
OnpefesieHne KOPTM30/M1a B CbIBOPOTKE W Mia3Me KPOBW Ye/lOBEKA NP OLEHKe (PYHKLMOHMPOBaHUA CUCTEMbI
rmnoTanamyc-runoums-kopa HagnoyeyHMKoB (AMarHoctmka cuHgpoma KywnHra, 6onesHn ALamMcoHa) u npu
MOHWUTOPUHIE BAUAHUA Tepanuu.

1.4. O6nacTb NpUMeHeHNs Habopa - KMHUYecKas abopaTtopHas AMarHoCTuKa.

1.5. Habop npefHasHayeH TOMbKO A4/ AMArHOCTMKM in Vitro, ans npoeccMoHasIbHOro NpYMeHeHUs
NepcoHa/IOM, UMEIOLWMM  KBA/IMUKALMIO [ANS BbLUOAHEHWUS AMArHOCTUYECKUX WUCCNeaoBaHWin in vitro B
pe3ynbTaTte CrneuuanbHOro obpasoBaHus M 00yyeHus. MccnefoBaHUA MOTYT BbTO/IHATL CMEUMaUCTbl He
MOJIOXKe 18 f1eT C BbICLUMM W CPeAHUM MeSULMHCKAM, 61M0M0rMyeckumM nnm nHbIM obpasosaHnem (Bpay K/,
6uonor, MeanUMHCKNIA TEXHONOT).

ccnepnoBaHna NpoBOAAT B KNMHUKO-AMArHOCTUYECKMX NabopaTopusx, 061acTHbIX, TOPOACKUX WK
PaoHHbBIX, FOCYAaPCTBEHHbIX WM YaCTHbIX 60MbHULAX 1 apyrux JITY.

1.6. Habop «KannbpaTtopbl MagnoLIA KopTu3on» He MMeeT NPOTMBONOKa3aHWUiA K MPUMEHEHUIO.

1.7. Habop npegHasHayeH [An1a o6cnefoBaHMs  BCeX TPYnn  HaceneHus 6e3  rpagauum Mo
Aemorpadguyeckomy unv nonynsaunoHHOMY NpU3HaKy.

2. XAPAKTEPUCTUKA HABOPA

2.1. MpuHumMn gencTems

Habop «Kanmnbpatopbl MagnoLIA KopTuszon» npeactaBnsieTr cob60OM  KOMMNEKT U3 YeTblpex
KanmbpaTopos.

Kannbposka HabopoB «MagnoLIA KopTuson» OCyWecTBAseTcd Mpu  Mcnonb3oBaHun MU
«Kanmbpatopbl MagnoLIA KopTr3o/» No ABYM YCTaHOBOYHbIM W IBYM NOATBEPXKAAOLLMM TOYKaM 1 OCHOBaHa
Ha MeTOZe KOCBEHHbIX M3MepeHWii (BOCMPOM3BOAMMAs KOMMOHEHTaMy Habopa BefMuMHa - KOHLEHTpauums
KOpTW30Na, MKI/f/1, HENOCPEACTBEHHO M3MepseMas BeNMUMHaA - CUTHAT XEMUIFOMUHECLIEHLIMW, BbIPXKEHHbIN B
KEW”, 0THOCUTE/NbHBIX CBETOBLIX eAUHMLAX).

AHaniM3 NpoBoAMTCA Ha aBTOMaTMYeCKOM aHanm3aTope «MagnoLIA» (nponssogutens OO0 «KomnaHms
Ankop bro», Poccus) B COOTBETCTBUM C MHCTPYKUMEN K Habopy «MagnoLIA KopTu3on». 3HauyeHns CMrHanos
XeMU/TIOMWHECLIEHUMN B KroBeTax, cofepxalumx Kannbpatopbl 1 u 4, MCNOMb3YHOTCA B KayeCTBE OMOPHbIX
(ycTaHOBOYHbIX) TOYeK. C MOMOLLBH0 JaHHbIX TOYEK MPOMUCXOAUT KOPPEKTMPOBKA KaMOpOBOYHOIO rpafuka,
3aKOAMPOBAHHOIO B MamATn npubopa. 1o OTKOPPEeKTMPOBaHHOMY KaJIMOPOBOYHOMY TpaguKy Onpenensercs
KOHLEHTpaums KopTusona B ABYyX noateepxxpatowmx Kanmopatopax 2 u 3. COOTHOLIEHME KOHLEHTpauumu,
onpeAeneHHon NPMOOPOM M yKasaHHOW B MacropTe Habopa, CAY>XUT KpUTepuem NS NPUHATUSA pesy/ibTaTa
KaIMOGPOBKM MporpammHbIM 06ecrieyeHmem aHanmnsaTopa «MagnoLlA». Ha 0CHOBe NPUHATOrO KasiMbpoBOYHOIO
rpagmka paccUnTbIBAETCS KOHLEHTPpALUMSA KOPTM30/1a B aHa/IM3MPYyeMblX 06pasLiax U KOHTPO/IbHbIX MaTepuanax.

2.2. CocTaB 1 KoMMeicTauns Habopa

B cocTas Habopa «KannbpaTtopbl MagnoLIA KopTuson» BXOAAT CNeayroLimMe KOMMOHEHTbI:

- KannbpoBoyHas npoba Nel Ha OCHOBe BOHO-CO/IEBOr0 PacTBOpa, He COAepXKallas KopTu3on (ToYHoe
3HaYeHMe KOHLEHTpaLMmn KopTM30/1a yKaszaHo B NacnopTe M 3aKO4MPOBaHO LUTPUX-KOLOM Ha KOpobke Habopa
peareHToB). XXugkoctb, 0,6 mn, 1 nnun 5 hnakoHOB”, B 3aBMCUMOCTM OT BapuaHTa UcnosiHeHns (cMm. Tabnuuy 1)
MapkupoBaHa «Kannbpatop 1»,

- KannbpoBoyHas npoba Ne2 Ha OCHOBe BOJHO-CO/IEBOrO pacTBopa, cofepkalias KopTu3on (To4YHoe
3HaYeHVe KOHLEHTpauMn KopTu3osa B AuanasoHe nmepeHus oT 0 go 63,4 MKr/4n ykasaHo B nacropte

"Relative light units.

TabapuTHble pasmepbl hnakoHa (B): 16,25MM X 36MM; Kpbiwku (AB); 16,2mmx 12,5mMm.
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\3aKO[MPOBAHO LUTPUX-KOLOM Ha Kopobke Habopa peareHToB). XXupakoctb, 0,3 mn, 1 mam 5 ¢nakoHOB™ B
3aBMCMMOCTI OT BapuaHTa UcronHeHus (cM. Tabnuuy 1), MapkrposaHa «Kannépatop 2»;

- Ka/IMbpoBoyHasa npoba Ne3 Ha OCHOBe BOAHO-CO/IEBOTO PacTBOpa, COAep’Kalias KopTu3os (TOYHOe
3HaYeHMe KOHLEHTpauum KopTu3ona B Amana3oHe usmepeHus ot O go 63,4 MKr/on ykasaHo B macnopre u
3aKOAMPOBaHO LUTPMX-KOAOM Ha Kopobke Habopa peareHToB). XXuakocTb, 0,3 mn, 1 mam 5 dnakoHoB™ B
3aBMCMMOCTU OT BapuaHTa UcnosiHeHus (cm. Tabnuuy 1), mapkuposaHa «Kannbpatop 3»;

- Ka/ImbpoBoyHass npoba Ned Ha OCHOBe BOAHO-COMIEBOr0 PacTBOpa, COAepKalias KopTu3osn (TOYHoe
3HayeHMe KOHLEHTpaLMM KOpTM3ona B AuanasoHe mamepeHus ot 0 Ao 63,4 MKr/4n ykasaHo B nacropTte K
3aKOAMPOBAHO LUTPUX-KOAOM Ha Kopobke Habopa peareHToB). XXugkocTb, 0,6 Mn, 1 unn 5 duiakoHOB™ B
3aBMCUMOCTY OT BapuaHTa UcrnonHeHus (cM. Tabnuyy 1), MapkmpoBaHa «Kanmopartop 4».

Kaxxablii nakoH, cogepxawmii Kanmépatopbl 11 4, paccunTtaH Ha 10 onpeaeneHnin npy nocTaHOBKE B
ay6nvkaTax. 3T KannmbpoBOUHbIe NPO6LI NpeAHa3HaueHbl 418 BOCCTaHOBNEHNsS MacTep-KprBOi Ha OCHOBaHWU
HOMWHa/I0B, MPUCBOEHHBIX AaHHOM cepum (I0TY) KaIMBPOBOYHbIX NPO6 MpY UX aTTecTauuu.

Kaxaplin hnakoH, cogepxxalumini Kanmbpatopbl 2 u 3, paccumMTtad Ha 10 onpeaeneHuii Npy NocTaHOBKE B
MOHOMN/IMKaTax. 3TN KambpaTopbl NpeAHa3HaueHbl 415 BangaLmMm BOCCTaHOBIEHHON MacTep-KpUBOIA.

Tabnmua 1
BapuaHT Ha3BaHve KOMMOHEHTa
McnszlH([e\Em, BHeLHWIA BUA KOMNOHeHTa Kanubpatop 1 Kanu6parop 2 KanmgpaTop KanmipaTop
1010101 Bpi?;q:ﬁ GecupeTHOND Lur L Lur Lur
A 4 (0,6 mn) (0,3 mn) (0,3 mn) (0,6 mn)
[0 XXeNTOoro upeta
[Npo3payHas nnm MyTHas 5 W 5 Wt 5 Wt 5wt

1010105 YKWAKOCTb OT 6eCLBETHOrO

110 ENTOro UBeTa (no 0,6 mn) (no 0,3 mn) (no 0,3 mn) (no 0,6 mn)

B komnnekT nocTtaBkn Habopa «Kanmbpatopbl MagnoLIA KopTuson» BXoAAT: Habop peareHToB,
WNHCTPYKLWSA MO NPUMEHEHNIO, NacropT.

2.3. TexHUYecKne xapakKTepucTnku

Kannbpatopbl, BXogsulMe B COCTaB Habopa, aTTecToBaHbl MpU nomMowm Pabounx CTaHAapToB
npegnpusatna (PCM). Ansa attectayuy PCI npyMeHsieTCs rpaBUMETPUYECKUIA METOZ ONpeAeneHns KonmyecTsa
KopTun3ona.

TO4YHOe 3HayeHMe KOHLEHTpaLMM KOpTU30Ma 3aKOAMPOBAHO B LUTPUX-KOAE HA BTOPUYHON YMnakoBKe
peareHTa.

KomnoHeHTbl Habopa «Kanmbpatopbl MagnoLIA KopTu3o/1» He ABASKOTCA KOHTPO/IbHLIMU MaTepuaiaMm
NpaBUIbHOCTU™ U HE MOTYT MPUMEHATLCA NS OLEHKWN MPaBUIbHOCTU (3HAYEHUS aHASIMTUYECKOTO CMELLEHNA)
pe3yNbTaToB KIMHUYECKUX N1ab0paTOPHbIX UCCeL0BaHWIA.

3. MEPbI MPEOOCTOPOXHOCTWU

3.1. MoTeHUManbHbI PUCK MPUMEHEHMs Habopa - Knacc 2a (cornacHo [Mpukasy MwuHUCTepcTBa
3apaBooxpaHeHns P® NedH ot 06.06.2012 r.).

3.2. Bce KOMMOHEHTbI Habopa B UCMOJb3yeMbIX KOHLEHTPaUUAX ABNAKTCA HETOKCUYHBIMU.

AKOHTPOMbHbIA MaTepuan ¢ NpUNNCaHHbIMU (METPONOTrMYECKM MPOCNEXEHHbIMU), aTTECTOBAHHLIMW (MOAYYEHHbIMWU B pe3ynbTaTe
CpaBHEHWSA C 3Ta/IOHOM, KannbpaTtopom), yCTaHOB/IEHHbIMMW (Ha OCHOBE MeX/1abopaTOpPHOro KOHCeHCyca ¢ npuMeHeHneM pe(|)epeHTHbIX
METOAMK W3MEPEHNs) 3HAYEHUAMMU WCCNefYeMbIX KOMMOHEHTOB, MpeAHa3HaYeHHbIA [NA OUEHKU MNpaBUAbHOCTM (3HAYEHWUS
aHa/IMTNYECKOTO CMELLEHNS) Pe3ynbTaToB KIMHNYECKUX N1ab0paToOPHbIX UCCNeA0BaHMA COOTBETCTBYOLWNX KOMMOHEHTOB.
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Kanun6patopbl MagnoLIA KopTuson»

/ 3.3.Mpn pabote c Habopom cneayetr cobnogatb TpeboBaHns [OCT P 58105-2007 wu
/caHlMnH 3.3686-21.

/ 3.4. fonyckaTb K paboTe ¢ HAGOPOM TOJIbKO CrieLnanbHO 06YYEHHbIA MepcoHan.
/ 3.5. Mepep Havanom paboTbl 03HAKOMUTLCA C MHCTPYKLMENA M NPUMEHATL HABOP CTPOrO MO HA3HAYEHWIO.
I 3.6. Mpu paboTe ¢ HabopoM crieyeT UCMO/b30BaTh CreLMaIN3nNpPoBaHHY0 oaexay (MeanUMHCKNIA XanaT

[ v KOMOMHE3OH, LWanoyky) U CpeacTBa UHAMBUAYANIbHON 3alimTbl (Macky, 3aliMTHble OYKW, O4HOPA30Bble
PE3VHOBbIE UM NNACTUKOBbIE MepYaTKK, paspeLleHHbIe K MPUMEHEHWUIO Ha TeppuTopun P®), T.K. NPOM3BOAHbIE
KpOBM, BXOAfLLIME B COCTaB Habopa, U uccnegyemble 06pasupbl ABAAKOTCA MOTEHUMIBHO MHPULMPOBAHHBIM
maTepuaniom, CnocobHbIM ANUTENbHOE BPEMS COXPaHsATb W NepedaBaTb BO3GYAMTENEN Pas/INYHbIX BUPYCHbIX
VH(EKLWA.

3.7. BHMMaHue! B cocTaB KOMMOHEHTOB Habopa BXOAWUT KOHCEPBAHT B KOHLUEHTpaumm meHee 0,05%, uTo
ABNAETCA 6e30nacHbMM  Ans  YenoBeka. [py  MCMOMb30BaHMM MO Ha3HAYeHWO W COBMOAEHUN  Mep
NPeLOCTOPOXKHOCTM KOHTaKT C OPraHM3MOM 4YenoBeka MCK/HYeH. Mpy aBapuidHbIX CUTYauusx BO3MOXHO
pasgpakeHye KOXXu 1 CIM3UCTON 060104KM rNa3 y YyBCTBUTENbHBIX UL, Py KOHTaKTe MPOMbITb NOPaXXeHHOE
MECTO BOJO M 06paTUTLCA 3a MEAVNLMHCKON NOMOLLbHO.

3.8. Xvimunyeckas nocyga n o6opyaosaHue, KOTopble UCNOMb3YHTCA B paboTe ¢ HAbopOM, JO/MKHbI ObITb
COOTBETCTBYHOLLMM 06pa30M MapKMpOoBaHbl U XPaHUTLCS OTAESbHO.

3.9. Ana 06paboTkn nocyfbl U 060py[OBaHWUSA PEKOMEHAYETCA WCMONb30BaTh Ae3nHMULMPYoLLmne
CpefcTBa, U3roTOB/IEHHbIE HA OCHOBE TPETUUHBIX aMUHOB, YETBEPTUYHLIX aMMOHMEBbLIX coefuHeHuniA (HAC) nnm
CNUPTOB N paspeLLeHHbIe K MPUMEHEHUIO Ha TeppuTopumn PD. cnonb3oBaHne Ae3vHULMPYIOLWUX CPEACTB Ha
OCHOBE aKTWMBHOIO KMCMIOPOAA M X/10pa BO3MOXHO /MWL Ha NPeLCTEPUIM3ALMOHHOM 3Tane ¢ nocneaytoLlen
TEePMUYECKOI CTepunmsaLmeil.

3.10. 3anpeLlaeTca npvemM MNULLKX, UCMOb30BaHME KOCMETUYECKUX CPEACTB U KYpPeHVe B NOMELLIEHUAX,
npefgHasHaueHHbIX 419 paboTbl ¢ HABOPOM.

3.11. Y6upatb M [e3vHpUUMPOBaTh pas3nTble 00pasubl WM KOMMOHEHTbl Habopa, WCMOo/b3ys
Ae3nHpMUMpyoLLme cpeacTsa B cooTBeTCcTBUM MY 287-113.

3.12. Ypandtb HeUCrnosb3oBaHHble peakTuBbl Habopa B COOTBETCTBUM C TpebosaHusamu CaHluH
2.1.3684- 21.

3.13. Tlocne wncnonb3oBaHWA BCEe KOMMOHEHTbI Habopa, 06pasupbl, KOHTPO/IbHble MaTepuasbl,
pacxofHble martepuabl U LpYrue peareHTbl, KOTOPble KOHTAKTUPOBa/IM C 06pasuamy BO Bpems 06paboTKu,
XpaHeHVs WM aHaim3a (B TOM YWC/e: MepyaTky, HAKOHEYHUKW W T.4.) LO/MKHbI COO6MPaTbCA OTAEIbHO U
CTEepUNN30BaTbCA B aBTOK/MaBe C MOC/eAYHOLLE yTunmsaumein B coOTBeTCTBUM C TpeboBaHuaMM CaHlMuH
2.1.3684- 21. BMecTo aBTOK/1aBMPOBaHWNA OTX0Ab! MOTYT ObITb CTEPUIN30BaHbI Ae3UHPULMPYIOLMM CPeACTBOM,
rocne yTUnn3npoBaHbl B COOTBETCTBMU C TpeboBaHUAMM CaHlunH 2.1.3684-21.

3.14. He ncnonb3oBatb Habop MO UCTEYEHUN CPOKA FOLHOCTU.

4. OBOPYOJOBAHUME N MATEPUABI, HEOBEXOAWMBIE ANA NMPOBEAEHNA
AHANN3A

- «AHa/IM3aTOP aBTOMATUYECKUA  UMMYHOXMMUYECKUA  XEMUTIOMUHECLEHTHbIN  «MagnoLIA» ¢
npuHagnexxHoctamu no CHAB 421457.002 TY («MagnoLI1A») (npoussoguTtens OO0 «KomnaHus Anikop brox,
Poccus. PY NeP3H 2019/9282);

- «Habop peareHTOB 4151 KOMMYECTBEHHOr0 MMMYHOXEMUITIOMUHECLLEHTHOIO OMpejeneHns KopTusona
«MagnoLIA Koptuzon», no TY 21.20.23-599-98539446-2022» (npoussogutens OO0 «KomnaHug AnkKop
Buo», Poccua, kat. Ne 1010001, 1010002);
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- «Habop pearcHTOB WA KOHTpons kauecrsa amamusa «Kourtpoam MagnoLIA Kopmazon», no TY
21.20.23-601-98539446-2022» (npoussomurens 000 «Kommamus Amxop Buow», Poccus, xar. Ne 1010201,
1010205, 1010210);

- BomHO-COneBo#t pacTBOp ZNS NPOMBIBKH peakmHOHREIX KioBeT MagnoLIA «Bydep Win
(mporspomurens 000 «Komnauus Anxop Bro», Poccas, xat. Ne0000405);

- OraembHbie Xanar, WaNouka, oysk ¥ OAROPA3OBhIC NEPYATKH, PAIPEIICHHEIC K MPHMEE
TeppuTopEE PO (am coorsercrayiomme [OCT P 52239-2004).

Ilpu neobxooumocmu! Bomso-conesollt pacrBop ana passeacHus ofpasnos MagnoLIA «/JumoenT
1» (mpom3sozmrens OO0 «Komnanus Anxop Bro», Poccus, kar. Ne 0000301 xaprpumu nim xar. Ne 0001001
dnaxon). .

3. INPOBEJEHHE IMPOLEAYPhI KATUBPOBKH

OnucanHad B JAHHON HHCTPYKUME WHQOpMALHA COACPXHT NHIIL ofmue CBEACHHA O IOPAAKE
NpoBe/ieHAs nponeAypsl KanuGposku Ha anammsarope «MagnoLIA». Jina monyvyenns aetansHolt nEGopManan
nepen HaTANToM paboThl 03HAKOMBTECH C PYKOBOACTBOM IO SKCILTyaralry anamsatopa «MagnoLIA».

§.1. NoaroToska peareuTos

$.1.1. BxmounTs asToOMaTHYecKu#t auanusaTop «MagnoLIA» cornacHo pyxOBOACTBY IO IKCILTYaTAIHH.

$.1.2. KaymGpaTops! rOTOBK K HCNIONE30BAHHIO.

Pnaxons! ¢ karGpaTopaM HCOGXOAHMO BHACPXATE NPH KOMHATHOH TeMueparype Be McHee 30 MuBYT
2O Havana aHATATHYCCKON ceccrm.

§.1.3. Ilepememars coacpxamoe $rakoHOB, H3beras neHooOpazopanus, OTKPHITE ¢aKOHE H NOJOXKHTD
KPHINKKR NEPEBEPHYTHIME HA CYXYIO MOBEPXHOCTS.

$.1.4. Habop «KamaGparoput MagnoLIA Kopruson» pasMecTHTs B INTATHBAX, NPEAHAIRAYCHABIX 1IN
KamOpaTopoB ¥ KOHTponel.

§.1.5. Ilepen sarpyskolt peareHTOB, HeOOXOAHMBIX I NPOBCACHHA AHAIH3A, B COOTBETCTBYIOMHE GI0KH
aHAIH3ATOPA MPOBEPHTH BCE PACTBOPH HAa OTCYTCTBHE MY3HPHKOB BOAYXa. Y AANMTE NY3RPHKH IO TPOBESICHAS
RHAIH3A JICTXHM NOKaYHBAHUEM, He IOIYCKas neHoo6pasoBanns.

8.1.6. Tleper sarpyskoif kaprpuaxa «MagnoLIA Kopruson» B Gnox pearcHTOB HE0OGX0ZHMMO
NpCABAPHTENRHO YOEOHTHCH, YTO NApAMATHWTHRIE MHKPOUACTHIL! HAXORATCS B PECYCNCHAMPOBAHHOM
COCTOSHHE, & caMa CyCTeH3HS roMorenna. Ecin MExposacTHin ne pecycnengapylores, HE HCTOJIb3VHTE
HABOP u o6paTATech K MECTHOMY MpEACTABHTENMIO MpoM3soauTens. Jing momydenus Gonee noxpoGuolt
HH}opMaIEH 0OpaTHTECH K MHCTPYKIEH 10 NpuMcHeEMIO Habopa «MagnoLIA Kopruson».

5.1.7. 3arpysuTe NOATOTOBICHHHE PearcHTH B NPHHANICAHOCTE Ha Gopr anamsaropa «MagnoLIA»
COTNIACHO PYKOBOACTBY MO 2KCILTYaTAlMH.

5.1.8. 3arpy3uTs AaHHEIE O pEareHTax B NaMATH ABTOMATHYCCKOro aranusaropa «MagnoLIA» cornmacuo
PYKOROACTBY NO 2KCILTYATAIHH,

5.2. Kaanbposxa

Anamsarop «MagnoLIA» mMoxer ocymecTBIaTh KanuGpoBKYy B OTACHBHO BEICNCHHON CECCHE MM
ORHOBPEMEHHO ¢ ofpalnaMu B paMKax omHol anamaTHUecKoit ceccmn. [Iponeaypa KAHOPOBKH BHINOMHICTCS
npexAe MoOKX HAIHAYSHHLIX TECTOB HE3ABACHMO OT MOMEHTA pajMemenna Halopa xanubparopos na Gopry.

BHAMAHHME!

Komnonenru nabopa «Kamabparopst MagnoLIA Kopruaon» re fomKHE! HaxoaaTeca Ha Gopry mpaGopa
Gonee 3 9acoB, CYMMapHO B JICCRTH CECCHAX, HeOOXOAMMO YUMTHIBATH 3TO NPH BHIOJIHCHHH NPONCAYPH
KATHGPOBKH OMHOBPEMEHHO ¢ 06pasiaMH B PAMKAX OJHOM aHANMHTHYECKOH CeCCHH, PEKOMEHAYETCA BHTPYXATh
IITATHBH ¢ KATRGPATOpAME N0 HCTEYCHHM MHHHMANBHOTO BPEMCHH ¢ MOMCHTZ 3aBEPINCHHSA PACKANRIBARHA
COAEPXUMOTO BeeX (IakoHOB KanuGparopoB H KOHTPORCH.

PHHIO HA
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6paropst MagnoLIA Kopruson»

Ans npedomspauienun ucnapenus xcudxocmu cpasy nocie ucnobI0O6aHUR PaaxkoHm Keobxodumo
JGKPOIMD KPHIIKAMU 6 COOMEEMCMeuU C UX MAPKUPOSKOU, noMecmumb 6 ynaxko6Ky npeonpusmus-
U320Mmosumens 6 6EpMUKATLHOM NONONCEHUU U obecneuums xpanenue npu memnepamype om + 2 oo + 8 °C
6 XONOOUNBHBIX KAMEPAX WIU 6 XONOOUNBHUKAX, 006ecneuusaromiux peznamMermuposanrslii
meMnepamypHrsiil pesicum.

5.2.1. Ilpn ycranoBke Ha GopT aHanIH3aTOpa, JUIA Kakmo#t HOBON cepuu (nota) HaGopa «Kamubparopm
MagnoLIA Koptr3on» Heo6X0RHMO IPOBECTH MPOLEAYPY PErHCTPaLHA KaTHOPOBOYHOro HaGopa.

Jns 3toro nepefinure B Menio KATHEPOBKA.

B mmxHelt yacT 3xpana Haxmure kHonky PETHCTPALHA HABOPOB.

B OTKpERIBINEMCS OKHE 3aII0JIHHTE JaHHLIE ITyTeM CUMTHIBAHHA JBYMEPHOrO ITTPHX-KOJA CO BTOPHIHOMN
ynakoBKH (kopoOku) u3genus, 160 BBeauTe HHGPHI IITPHX-KOAA BPYUYHYIO.

Jns coxpaHeHHs NaHHLIX o HaGope, Haxmure kHonky [IPHUMEHHTH (B cinydae HeoOXOOMMOCTH
HPOJOJDKATH paboTy B JaHHOM OKHe) WK KHonKy J'OTOBO (s coxpaHeHHs NaHHBIX H 3aKPHITHR OKHA).

IIpy HeoOXOAMMOCTH, BO3MOXHO BHECEHME [aHHBIX O HECKOJNbKMX cepuax (norax) Habopa
«Kaymbpatops: MagnoLIA Koptuson».

5.2.2. 3arpy3ure mrTatHB ¢ HaGopoM xamibparopoB Ha Gopr anamn3aTopa, cuHTaliTe WITPUX-KOAR! C
($1aKOHOB 3arpyxeHHOro ImTaTHBa myTeM HaxaTus kuonkd CHUTATD IUTPUX-KO/bI nmv unenradukanueit
¢$1akOHOB BPYUHYIO.

5.2.3. Buecure KamuOGpoBKY B CIHCOK 3ajja4, KOTOpbie JO/DKHB! OLITh BBIIOJHEHH B JaHHOR
aHAIMTHYECKOH CECCHH.

Jnsa sroro nepeiiagure B MeHio ObPA3LIBI.

B nesoit gyactu sxpaHna BeiGepure kuonky JOSABHTH KAJIHEPOBKY.

B neBoM BepXHeM YTy OTKpHIBIIErocs OkHa GyeT 0To6paXeH CITHCOK TECTOB, [Vl KOTOPBIX MOXET OHITh
BHINOJIHEHA KaIHOpoBKa. BuiGepuTe H3 NpeyIokeHHOro CITHCKa HeoOXOMMEL TeCT.

B npasom Bepxnem yrimy GyayT mokasaHBl FOTOBBIE K 3amycKy cepuH (JoTnl) Habopa «KamuGpaTopht
MagnoLIA Koptuson». M3 npeacraBiieHHOro crmucka BbIGepHTE HEOOXOMMMYIO CepHIO (J10T) (HECKONBKO
roToBBIX cepuit (jloToB) Gymer oTobpaxkaTsca B JAHHOM CIHMCKe, eciiH Ha Gopr mpuGopa Obuto 3arpyxeHO
HECKOJIBKO cepHit (I0TOB) KaMOPOBOYHEIX HAGOPOB UIA OJTHOrO TECTA).

Jina no6asnenns BuGpaHHOM XamMGpoBKHM K CIIMCKY 3a4a4 Haxmute KHONKY JJOBABHTD (B ciyudae
HeoGXOOQMMOCTH NMPOAO/KHTh paboTy B JaHHOM OkHe) WM KHonmKy J'OTOBO (ans coxpaHEHHA NaHHBIX H
3aKPLITHS OKHa).

5.2.4, 3amycTHTe AHAIMTHYECKYIO CECCHIO aBTOMAaTHYecKoro anamm3atopa «MagnoLIA» cormacHo
PYKOBOACTBY IO 3KCILTyaTallHH.

5.2.5. INporpaMma npuGopa IMO3BONIAET aBTOMATHYECKH BBITOJHHTH BCE CTAMMH aHamu3a Uil Habopa
«MagnoLIA Koptu3on» Ge3 BMeIIaTe/IbCTBA MOJIB30BATEIA.

5.3. PeayanTaTnt

ITo oxoHuaHHM aHAMATHYECKOM ceccun nepetiaute B MeHI0o KAJTHEPOBKA.

B neBoii yacTu 3xpana BriGepuTe HEOOXOMMMBIN TECT U3 NPEUIONKEHHOTO CIHCKA.

3areM B BepxHell npaBo#t 9acTH 9KpaHa BEIGepUTe He0GX0MHMYIO cepHio (110T) kannbposouroro Habopa
JUIA TQHHOT'O TECTa.

Huxe Gyaer oro6paxena HHpopMauus o BuibpaHHoO# xkambpoBke:

- Ne o nopsaxy;

- BAIMAHOCTH BRIOpaHHO! KatHOpOBKH;

- aTa MPOBEJICHHA aHAIH3a;

- 3HaUeHHE aHAJIMTHYecKoro cHraana s Kanubparopa 1;

- 3HaYeHHe aHAIMTHYecKoro curHana ansg Kanubparopa 4.

6
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rnKannepatopbl MagnoLIA KopTuson»

[ns nonyyeHms 6Gonee noapo6HOV WHMOPMaUMM O BblOPaHHON KanMbpoBKE, HAXMUTE KHOMKY
LW/TMBEPOBOYHAA KP/BAS.

B oTKpbLULLIEMCS OKHe 6yAeT 0TObpaXkeHa pacluMpeHHas MHPOPMaLKMs O Ka/IMOPOBKE;

- C006L1EeHME 06 YCreLHOM 3aBepLLEHNN KannbpoBKU;

- laTa Ka/IMbpoBKu;

- CPOK FOHOCTY Ka/IMOGPOBKY;

- MIH(hopmaums 0 KasmbpoBOYHOM Habope (TecT, cepus (oT), Homep Habopa (N2), CpOK FOAHOCTM
Habopa);

- 3HaYeHVe aHaIMTUYeCKoro curHana gna Kannbparopa 1;

- 3HaYeHVe aHaJIMTUYECKOro curHana ana Kanmbpartopa 4,

- 3HaYeHVe KOHUeHTpaumn ona Kanvéparopa 2;

- 3HaYeHVe KOHUeHTpauumn ana Kanmbparopa 3.

- rpaMK C HAHECEHHbIMN KasIMOPOBOYHBIMM KPUBLIMA. CUHUM MYHKTUPOM 0603HaYaeTcs pedepeHcHas
KannmbpoBoYHas KpvBas, 3aKOAMPOBaHHas B MamaTu Npubopa; 3e/1eHOV CNAOWHON NIMHMER - NOCTPOeHHas
KannbpoBoYHas KpvBas, TOYKM Ha KOTOPOM COOTBETCTBYIOT KOHLEHTpauuu kKoptusona B Kanmbpatope 2
n Kannéparope 3.

6. TPAHCIMOPTUPOBAHWVE N XPAHEHWNE

6.1. TpaHcnopTMpoBaHWe HabopoB CrefyeT NPOU3BOAMTL BCEMU BUAAMU KPbITOrO TpaHCropTa npu
Temneparype ot + 2 go + 8 °C.

6.2. TpaHCnoOpTMPOBaHWE M3AeNnin nNpu Temnepatype oT + 2 Ao + 8 ®C AO/MKHO MPOM3BOAMTLCSA B
eMKOCTAX WM Mpyu  MOMOLLM  XOMOAWSbHBIX  YCTaHOBOK, 06GecrneymBalOLMX  pernameHTUPOBaHHbIN
TeMnepaTypHbI PEXnM.

6.3. [jonyckaeTcs TpaHCNOPTUPOBaHMe HabopoB Npu Temnepatype Ao + 25 °C He 6onee 15 CyTOK, B TOM
yucne npu Temnepatype +37 ®C He 601ee 1 CyTOK.

6.4. Habopbl, TpPaHCMOPTMPOBAHHbIE C HapYyLUEHUEM TeMMNepPaTypHOro pexuma, MPUMEHEHUIO He
MoA/1exar.

6.5. CpoK rogHocTv Habopos - 12 MecsLeB OT AaTbl NPON3BOACTBA.

6.6. XpaHeHVe HabopoB [O/HKHO NPOBOAMTLCA B YMAKOBKe MNPeAnpuUATUA-U3rOTOBUTENS  NpU
Temneparype oT + 2 4o + 8 ®CB TeYeHVe BCero Cpoka rofHOCTH B X0N0AWNbHBLIX Kamepax Un B XONOANIbHUKAX,
06ecneymBaroLLMX pernaMeHTUPOBaHHbIV TEMMEPATYPHbIN PEXMUM.

6.7. Habopbl C MCTEKLIMM CPOKOM FOAHOCTU NMPUMEHEHUIO He NOANEXaT.

6.8. Mpy [gpo6HOM MCMOMb30BAHUM KOMMOHEHTbI Habopa XpaHATCA B YMAaKOBKe Mpesnpuatus-
N3roTOBUTENS B BEPTUKa/IbHOM MOMIOXKEHMM NpU TemnepaType oT + 2 4o + 8 °C B X0N04UNbHBLIX KaMepax uiu B
X0N04NNbHMKAX, 06ecneynBatoLLMX pernaMeHTMPOBaHHbIN TeMNepaTypHbIi PeXXnM, B TedeHne 1 mecsLa co AHS
BCKPbLITUA NePBUYHON YNnakoBKW. KOMMOHEHTbI He [JO/MKHbI HaxoAuTbCA Ha GopTy npubopa 6onee 3 4acos,
CYMMapHO B [iecATH ceccusx. locne nenosib3oBaHnsa akoHbl HEOOXO0AMMO HEMELIEHHO 3aKPbITh KPbILLKaMU 1
06ecneynTb pernaMeHTUPOBaHHbIN PEXUM XPaHEHMS.

7. TAPAHTUMNHBIE OBA3ATE/IbCTBA
"apaHTUIAHBLIA CPOK FOAHOCTU Habopa 12 MecsueB OT faTbl NPoM3BOACTBA. Habop npepHasHayeH Ans
OAHOKPATHOr0 NPUMEHEHNS N He NOLNEXMNT PEMOHTY 1 06CY)XXMBAHMIO.

8. BE3OMACHAA ¥YTUNN3ALUNA

Mpn uncnonb3oBaHUKM Habopa 006pasytoTcs 0TXoAbl KnaccoB A u B, KOTOpble YTWUIM3MPYHOTCS
B cooTBeTCTBMU € CaHlMunH 2.1.3684-21 n MY 287-113 (Tabnuua 2).
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16patopbl MagnoLIA KopTuson»

' OTxopabl
Bropuuras (rpynnosas) Kopobka 13 MOHOKapTOHa
yrnakoBKa
SKcnnyarauyoHHas VIHCTPYKLMSA NO NMPYMEHEHNIO
LOKYMeHTauus Macnopt
Bce KOMNOHEHTBI Habopa, KOHTPO/bHbIE MaTepuaibl,
pacxofHble MaTepuasibl U peareHTbl, KOTopble
[pyrvie KOMNOHeHT!
KOHTaKTMpOBa/in ¢ obpasLamy BO Bpems 06paboTKu,
XpaHeHUs Un aHamn3a
MepBMYHas ynakoBKa P nakoHbI, CoLlepXKaBLUVe pacTBOPbLI KambpaTopos
He vcnonb3oBaHHbIe
KOMMOHEHTbI C UCTEKLLNM ®n1akoHbI, CoAepXKaLLye pacTBOPbI KannbpaTopoB

CPOKOM rogHocCT1

9. NHPOPMALWA O NMPON3BOANTENE

Tabnmua 2
Knacc
0nacHoCTM

OTxofb!
Knacca A

OTxopapl
Knacca b

Mo Bonpocam kadectBa M «Habop peareHToB A4/ Kannbposku «Kannbépatopbl MagnoLIA KopTtuzon,
no TY 21.20.23-600-98539446-2022» obpawarbca B OO0 «KomnaHua Ankop buo» no agpecy: 192148, r.
CaHkT-IMeTepbypr, XKenesHoaopoXHbIV NPocnekT, 4. 40, nuT. A, Ten/takc: 8(812) 677-8779, TenethoH «ropsyeit

NMHUM»: 8-800-234-37-79.

10. CUMBO/1bl, UCTMOJIb3SYEMBbBIE HA STUKETKAX

VD MeauLumHCcKoe usgenue gns V CopepXnmoro AocTaTouHO AN
[AMarHoCTUKM in vitro npoBeAeHMA N TeCTOB
REF Howmep no katanory A OcTopoxHo!

Koz naptum (Homep cepuvn) cnonb3oBathb 0

3rotoBuTenb J_ MNpenen Temnepatypebl

O6paTUTECh K UHCTPYKLIMM MO

M JlaTa n3rotoBsneHus Bronornyeckuii puck

NMPUMEHEHNIO

WHCTpyKuma paspaboTaHa B cooTBeTCcTBUM ¢ TY 21.20.23-600-98539446-2022.
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000 «Kommauua Ankop Buo» -
r. Cauxr-IlerepOypr, Xenesnonopoxusiit np., x. 40, mur. A
Tenedon/pakc: (812) 677-87-79

MACIHOPT Ne E003

Ha6op pearenTos ana xaanb6popku «KanaGpaTopsl MagnoLIA Koprr3on»,
no TY 21.20.23-600-98539446-2022

Kat, No 1010101 Cepma Ne EQ03 ®opmuposanme Ne 1 Komrgectso 100 mr.

HomumaneHoe Coorsercrane
Hamvenopanne | Bacmmuit sug n Cepnsa
3HAYECHHC, Kommexraims KORTPOJHPYEMOTO
pearesTa ¢opmMa BEITYCKA KT/ pearcHTa oy
Coctas HaGopa
Kamu6parop 1 0 (01 qu' ) E003 COOTBETCTRYET
Tipo3spaunbie l, ML
KamatSparop 2 HIIH MYTHBIE 0,634 © 3(1”" E003 COOTBETCTBYET
XHJIKOCTH OT f M)
KammGparop 3 | Gecusernoro xo 6,34 0 3‘1’"' E003 COOTBETCTBYCT
MEITOrO HBETa ( 1’ q:m)
J1.
Kamu6parop 4 63,4 (0,6 M) EQ03 COOTBETCTBYET
Iacniopr 1 . - -
HBECTpYKIHA N0 MPHMEHEHHIO 1 mT. - -
IlapaMeTpbl KOHTPOJIA K&UECcTBA
HamMeRoBaHEE KOHTPOIHPYEMOTO Hopma 3HageHHE KOHTPONHpYe-
napaMeTpa P Moro napamerpa*
AnanmaTuyeckult curHan
Kam6Gparopa 1, otH. cBeT. ea., He 800 000 COOTBETCTBYET
MeHee
CooTHollIeHREe QHATHTHUESCKAX
CHTHAOB KATEGDATODOB Bl1>B2>B3>B4 COOTBETCTBYET
OrwIoHeRHe KOHICHTPAEK
KamuGparopa 2 u KanuGparopa 3 ot * 30 COOTBETCTBYET
HOMMHAILHOTO 3HAYCHHA, IPONEHT
OnaxoHH 3 MJ1 H3 TPO3PAYHOTO
cTeKna (¢ 3ABHHIMBAKOMAMUCS
¥ maxonia # MapKHPOBKA KPEIIKAME), JTHKCTKY M3 JICHTH cooTaeTeIRYeT
Kieesoli Ha GyMakHOH OCHOBE
*/latHEIe ATTCCTAIMH IPH COBMECTHOM Henosb3obanun ¢ MU «MagnoLIA Kopruz ua Ne E003
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IMacnopr Beigan «25» Mas 2022 1.

Cpok rogHocTH HaGopa 0 «25» Mas 2023 1.

Ycnosus xpanenus +2...+8 °C

VYcnosus Tpaucnopruposanus +2...+8 °C. Jlomyckaercs TpaHcnopTHpoBanne Habopa npH Temneparype
10 +25 °C ne 6onee 15 cytok, B ToM uncie mpu Temnepatype +37 °C He Gonee 1 cyTok

TOJIBKO U1 IMATHOCTHUKMU IN VITRO

JUisa npodeccHoHaNBEHOrO NPHMEHEHHUA

Hab6op cootBeTcTBYET

TV 21.20.23-600-98539446-2022

PY Ne

Brmomuun Cynopruna O.B. IMposepun Kazapunosa
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000 «KomnaHusa Ankop brno»

r. CaHKT-lleTepbypr, XXene3HogopoXxHbIi np., A. 40, nut. A

TenedoH/hakc: (812) 677-87-79

MACTITIOPT Ne EO004

Habop peareHToB A1 Kannbposku «Kannbpatopbl MagnoLIA KopTuson»,

no TY 21.20.23-600-98539446-2022

Kat, No 1010101 Cepua Ne EO04 ®opmumpoBaHme Ne 1 Konunyectso 100 L.

Haumenosakme  BHeLIHUV BUA 1 th:;:i::;: > Komnnekraums Cepws KoigogﬁaTCTeBl\:lgro
peareHTa (hopma Bblnycka ’ 4 peareHTa Ponvpy
MKr/n napameTpa
CocTtaB Habopa
Kanunbparop 1 0 (016(*33)1) E004 COOTBETCTBYET
Mpo3payHble 1 n
Kannbpatop 2 NN MyTHbIe 0,634 03 Mh) EO004 COOTBETCTBYET
XXNOKOCTU OT 1 o
Kanmbpatop 3 6ecLBeTHOro o 6,34 03 Mh) E004 COOTBETCTBYET
XenToro upeta 1
Kanmbpatop 4 63,4 (0, 6cp|\j:|)1) E004 COOTBETCTBYET
MMacnopt 1w -
WHCTpYKUMA NO NPUMEHEHWNIO 1wr. - -

[MapamMeTpbl KOHTPONSA KayecTBa
HanmeHoBaHWe KOHTPOIMpyemMoro

Hopma
napameTpa
AHaNNTUYECKMIA CUTHAN
Kanmnbparopa |, OTH. CBeT, ef., He 800 000
MeHee
COOTHOLLIEHWE aHANIMTUYECKINX B1>B2>B3>B4

CUTHa/10B Ka/imbpaTopos
OTK/OHeHWe KOHUEeHTpauum
Kannépatopa 2 n Kannbpatopa 3 ot +30
HOMWHa/IbHOIO 3HaYeHWS, MPOLEHT
®nakoHbl 3 M1 U3 MPO3PaYHOro
cTekna (C 3aBMHYMBAIOLLMMUCS
KpbILIKaMK). TUKETKN U3 NEHTbI
KNeeBoi Ha 6yMaXKHON OCHOBE

YnaKoBKa 1 MapKMpoBKa

3Ha4yeHVe KOHTpoNnpye-

MOro napameTpa*

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

*[JaHHble aTTecTalum npy COBMECTHOM 1CMo/b3oBaHUM ¢ M «Ma8noblA KopTtuson», cepua”g§ 004

Lonms
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Tacmopr BeLgaR «15» miona 2022 r.

Cpox ronnocTa HaGopa o «15» HioHs 2023 r.

¥Ycnosus xpasenns +2...48 °C

Yenosua TpancnopTeposanng +2...4+8 °C. Jomyckaercs TpaHcnopTRpoBanAe Habopa MPH TENTICPATYPE
10 +25 °C ne Gonee 15 cyTokK, B TOM 4nchne npH reMuepatype +37 °C me Gonee 1 cyrox

TONBKO N1 IMATHOCTUKH IN VITRO

Jina npodeccHonATBLHONO MPEMCECHRS

HaGop cooTBeTCTRYST

TV 21.20.23-600-98539446-2022

PY Ne

Bamomuun Cynopruma O.B. Ipoeepun KazapuHosa
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000 «KomnaHusa Ankop brno»
r. CaHkT-IeTepbypr, XKenesHogopoXKHbI np,, 4. 40, nuT. A
TenedoH/daxc: (812) 677-87-79

MACTITOPT Ne EOQO3

Habop peareHTOB Ana Kannoposkn «Kannbpatopbl MagnoLIA KopTunson»,
no TY 21.20.23-600-98539446-2022

KaT. Ne 1010105 Cepua Ne EOO3 ®opmmpoBaHue Ne 1 Konunyectso 100 .

HanmmeHoBaHWe  BHelHWI BUA, 1 HommHanbHoe Cepus Coorsercraine
3HayeHue, KomnnekTauus KOHTPONMPYEMOro
peareHTa (hopma BblIMycka peareHTa
MKr/n napameTpa
CocTtaB Habopa
Kanunéparop 1 0 5 pn. EOC3 COOTBETCTBYET
(no 0,6 mn)
Npo3payHble 5 din
Kanmbpatop 2 NN MYTHbIE 0,634 (10 0.3 .Mﬂ) EOC3 COOTBETCTBYET
XWULKOCTK OT 5 (,pn
Kanmbpatop 3~ 6ecLBeTHOro o 6,34 (N0 0,3 Mn) =00¢] COOTBETCTBYET
XKenToro Lgerta 5 (’bﬂ
Kanunbpatop 4 63,4 (0 0.6 M) =0 0¢] COOTBETCTBYET
Macnopt 1wr.
WHCTpYKUMA N0 NPUMEHEHNIO 1wr.

MapamMeTpbl KOHTPONSA KayecTBa

HanmeHoBaHVe KOHTPOIMPYEMOrO

3Ha4yeHVe KOHTpoNnpye-

Hopma %

napameTpa MOro napameTpa
AHaNUTUYECKNIA CUTHAS
Kannbpatopa 1, OTH. CBeT, ea., He 800 000 COOTBETCTBYET
MeHee
g;ﬂ:ﬂ%gim?ﬂ g;:gggg:ecmx B1>B2>B3>B4 COOTBETCTBYET
OTK/I0OHeHVEe KOHUeHTpauun
Kannbpatopa 2 n Kannbpatopa 3 ot +30 COOTBETCTBYET
HOMWHA/ILHOTO 3HAYEHWA, NPOLIEHT

dnakoHbl 3 M1 13 MPO3PaYHOro

YNakoBKa 1 MapKMpoBKa CTeKna (C 3aBUHMBAIOLIMMINCA COOTBETCTBYET

KPbILLKaMW). DTUKETKM W3 NIEHTbI

KNeeBoli Ha 6yMaXKHOI 0CHOBE

*[laHHble aTTecTayumn Npu COBMeCTHOM MUCNoNb30BaHUK ¢ MU «MagnoLIA KopTuson»
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ITacnopr Beiaan «25» Man 2022 r.

Cpox roanoctu HaGopa fio «25» maa 2023 r.

Ycnopus xpanenns +2...+8 °C

Ycnosua Tpascnoptposanns +2...+8 °C. lomyckaercs TpancnopTHpoBaHBe Habopa P TEMIEpaType
10 +25 °C ne Gonee 15 cyrok, B ToM uncne npy Temneparype +37 °C ne Gonee 1 cyTok

TOJIBKO JINA MUArHOCTUKMU IN VITRO

Zns npodeccRoRaTEHOIC OpHMEeHeHAS ——

e N
Habop cooTseTcTBYET VARRE-ONN
TY 21.20.23-600-98539446-2022 Komnams\a\
PY Ne E
Bumomaan Cynopruna O.B. ITposepun Kazapunosa
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00O «KomnaHns Ankop bro»
r. CaHkT-lleTepbypr, XXene3HogopoXxHblid np., A. 40, nut. A
TenedoH/dakc: (812) 677-87-79

MACIOPT N EO004

Habop peareHTOB Ang Kannéposkun «Kanubpatopbl MagnoLlIA KopTnson»,
no TY 21.20.23-600-98539446-2022

Kat. Ne 1010105 Cepusa Ne EO04 ®opmuposaHne Ne 1 Konndectso 100 L.

o HomuHanbHoe CootBeTcTBUE
HanmeroBavie  BHeLLIHMV BIA 3HaYeHuUe, Komnnekrauus Cepus KOHTPO/IMPYEMOro
peareHTa (hopma BblIMycka peareHTa
MKr/gn napameTpa
CocTaB Habopa
Kannépatop 1 0 S (pn. E004 COOTBETCTBYET
(no 0,6 mn)
[Mpo3payHble 5
Kannbéparop 2 NN MyTHble 0,634 (M0 0.3 Mn) E004 COOTBETCTBYET
YXUIOKOCTW OT 5 c}Jn
Kannépatop 3  6ecuBeTHOro ao 6,34 (10 0.3 'Mn) E004 COOTBETCTBYET
XKenToro upeta 5 don
Kannbpatop 4 63,4 (10 0,6 M) E004 COOTBETCTBYET
Macnopt 1wr.
VHCTpyKLMA N0 NPUMEHEHNIO 1.

MapaMeTpbl KOHTPONA KayecTBa

HavmeHoBaHVe KOHTPO/IMPYEMOro 3HauyeHue KOHTpO/Inpye-

Hopwma
napameTpa MOro napameTpa*
AHIMTUYECKNIA CUTHAN
Kannbpartopa 1, OTH. CBeT, ef., He 800 000 COOTBETCTBYET
MeHee

OTKNOHEHWE KOHLEHTpauun
Kannbpatopa 2 n Kannbépatopa 3 oT +30 COOTBETCTBYET
HOMWHa/IbHOI0 3HaYeHMs, NPOLEHT
®nakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBMHYMBAKOLLUMUCA
KpbMnkKamu). STUKETKW U3 NIEHTI
KneeBoW Ha 6yMaXXHOW OCHOBE

YnaKoBKa 1 MapKupoBKa COOTBETCTBYET

~laHHble aTTecTauuy Npyu COBMECTHOM ucnons3oBaHu ¢ MU «MagnoLIA KopTtuson», cepus Ne E004

«0nnd
fEHtPAMbHbLIA
000* KOM PHA«
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IMacnopr Beinan «15» uioHsa 2022 r.

Cpok roaHocTn Habopa 10 «15» uions 2023 r.

Ycnopus xpaHenus +2...+8 °C

Ycnosus TpancnioptupoBanus +2...+8 °C. Jlomyckaercs TpaHcnopTHpoBanue Habopa npH TeMneparype
10 +25 °C ne Gonee 15 cyTok, B ToM uncie npH Temneparype +37 °C He Gonee 1 cyrok

TOJILKO JUIA JUATHOCTHUKH IN VITRO

Jina npodecCHORAIBHOTO MPHMEHEHHA —_—

Hab6op coorsercTBYyeT

TV 21.20.23-600-98539446-2022

PY Ne

Brmomuun Cyaoprusa O.B. Ipoeepnn Kazapunosa

& 000 LIUPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
Cp.2m32




HFOLUMTQﬂmﬂyMEDOBaHO, CKpenneHo nevyaTtHo

(. )nncth
["eHepa/ibHbIN
000 «Ko Bro»
lMonbiHUEB
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