VDELPHARWM
O RLEARNS

CepTuduKaT aHanU3a U COOTBETCTBUA

OpneaH, PPAHUMA S, AseHio ae Koncup 45071 Opnean Cepenc 2 ®paHuuma - Tesedon +33 (0)2 38 69 81 00 - dakc +33 (02 38 63 36 29
Homep AvueHsuu Ha npowaeoactao: M 19/224 Homep GMP ceptudurara: 2019/HPF/FR/326  CrpaHa npoussoauTens: ®paHumAa

Mpoaykr: 8798004 HaumeHoBaHue npoaykra:  Mukpomawc S max 12 Crpana umnoprep: Poceus

Hatpua naypuncynedoauerar 70 % 12.9 mr/mn; Hatpua uMtpaT 90.00 mr/ma;
Deiicteyiowme Bewectsa;  pacrsop Copburoaa 70 % 893 mr/mn

JNlekapcreeHHan dopma: PacTBOP ANA PEKTANLHOIO BBEABHMA Homep per. yaocrosepenua: 1 N011146/01

Pasmep U TMN ynaKkoBKM: Tyba 5 mn

O6bem cepuu! 6120 ed. BHytpexumii Homep: OV2190A  Homep cepum gng notpebutens: V2150R
Aara
npon3sogcTea: 29/06/21 QBata ynakoexu: 30/06/21 Cpox rogroctn:  05/2026

XrMmu1yeckuii KOHTpoNb NeaWanusa: ORA2112309  Tex. aHanua: TC-0134 Bepecua: 17  Cratyc ofpasua: PaspeweHo
KommeHTapumu KOHTpOAA KavecTsa:

Ucnbitanua TpeboBaHuAa cneyudrKaLum 1 npeaenst Pe3ynbTaThbl

Onucanue Onanectupyiollas BA3KAA MUAKOCTb Coore.

UperHocts HecugeTHbII Coots.

Konuu, onpegenenve copbMHOBAA KUCAOTA 0.90 = 1.10 mt/mn 0.96 mr/mn CooTe.

Koanu. onpeaenenune HaTpua uMTpata 85 — 95 mr/mn 91 mMr/mn Coors.

Koaunu, onpegenexve Hatpun

naypuacynsdoauerara 8.4 -9.6 mr/ma 8.6  mr/mn CooTs.

Konuu.onpegeneqne Copbutona 580 — 680 mr/mn 617  mr/mn Coore.
Bpemsa yaepxusakua obpasua cooreertcrayer

MoAMMHHOCTL COPBMHOBOW KMCNOTLI BPEMEHU YAEPHUBAHWUA CTAHAAPTa Coors.

NnotHocTs npu 20° C 1.25-1.31r/mn 1.28 r/mn Coots.

MNoAAMHHOCTD HATPKA UMTRaTa MosABNeHME COOTBETCTBYIOWETO OKPaLLMBaH WS Coots.

NOAAWHHOCTL HaTPKUA naypuacynabdoauetaTa  oABAEHWE COOTBETCTBYIOLLErO OKpaLIMBAHKUA Coote.
BpemA yaepinBanua obpazua cooTBETCTBYET

NoanMHHOCTE copbuToMa BPEMEHUW YAEPHUBAHUA CTaHAAPTA Coors,

pHnpu 20°C 6.0-7.5 6.7 Coots.

M3snekaembiil obrvem He meHee HOMWHANBLHOTO CooTs.

Mugpobronornyecknii

KOHTpO/b Neanaamaa: ORA2112310 Tex. aHanua: TC-0134 Bepcua: 17 CraTyc obpasua: Paapetuexo

KommeHTapr KOHTPONA KavecTsa:

WUcnbiTaHna Tpeboeanua cneyudgmraLMn u npegens PeayabTathl
O6wee 4Acno aspobHbIX BakTepuit <2000 KOE/mn 0 KOE/mn CooTB.
O6uee yucno rpnbos v gpoxei <200 KOE/mn 0 KOE/mn Coors.
Pewenne OKK Meneaxep OKK, aata u nognuce Pewenne OOK YNoAHOMOYEHHOR MU0, AaTa M NOANUCH
Qbpazed, 08/07/2021 CapTHOMUMPOBEHD 12/07/2021
COOTBETCTBYET KARINE Dujardin P.BACHELERIE

HacToawWwmMm s NOATEEPMAAI0 UTO BIUENPUBEACHHAA MHDOPMALVMA SOCTABEPHAA M TOUHAA, JaHHaA Cepua NPOAYKTA GbiNa M3rOTOBAEHA,
BIAIIOYAA YINIKOBHY/MADKKPOBKY, M NROKOHTPOAMPOBAHA B MOAHOM COOTBETCTBMM ¢ NPaBuAaMU GMP NOKANLHOMO PErYARTODHOIO OPraHa u o
CELUMDUKAUMAMMY, YHAZAHHLIMM B HOEMATUBHON AOKYMEHTALLMM CTP3HLI MMNOPTEPS, UAK CO ChelinbuKaLmel Ha ucenesyemoe
NEHapCTBEHHOE CPeACTBO. 33RKICH NO NPOU3BOACTBY, YNAKOBKE U KOKTPOAID CepUk BbiM NPOBEPEHL! Y NPUSHaHLI ROAHOCTLI
COOTBETCTBYIOWMMY GMP.

Haneuarano: 08/07/21 1/1




Ce pTM¢MKaT aHann3a n COOTBETCTBUA
Opnean, @PAHUMA 5, AseHio ae Koxcup 45071 OpneaH Cegenc 2 $paduma - TenedoH +33 (0)2 38 69 81 0C - dawc +33{0)2 38 63 36 29
Homep AMLEHIuK Ha NPOY3BoACTBO: M 19/224 Homep GMP ceprudurara: 2019/HPF/FR/326  Crpana npoussaautens: OpaHuma

MNpogykr: 8798004 HaummeHoBaHue npogykra: MuKponakc 5max 12 CtpaHa mmnoptep: Poccus

Hatpua naypuncyavdoauetat 70 % 12.9 mr/ma; Hatpua umrrtpat 90.00 mr/ma;
Aelictaylowme Bewectsa:  pacteop Copbutona 70 % 893 mr/ma

JlexkapcreerHan Gopma: PacTeOp ANA pEKTanbHOTO BBEAEHWUA Homep per. yaoctosepenma: [ NO11146/01

Pasmep » TMN ynakoski:  TyBa 5 ma

Ofbem cepuu: 28872 en. BuytpeHHuii Homep: 0V2190C  Homep cepuu gns notpeburens: V2190R
Aarta

NPou380ACTBA; 29/06/21 Aaraynakoskn: 01/07/21 Cpok rogHoctu:  05/2026
XWUMHUECKUIA KOHTPONb No aHaaw3a: ORA2112364 Tex.aHanu3: TC-0134 Bepcua: 17 Crarycobpasua: PaspeweHo

KommeHTapui KOHTPOAA KayecTBa:

Hcnbitanma TpebosaHua creyudmKaluvt u Nnpegensl Pesynbrathbl
Onwcanue Onanecumpyowan BasKan MUAKOCTh CooTs.
LigeTHOCT GecugerHbif CooTs.
Konuu, onpegeneHue copbrHOBas KUCAoTa 0.90 - 1.10 mr/mn 0.96 mr/mn COOTE.
Konud. onpeaeneHue HaTpMA UATPaTa 85— 95 mr/mn 91 pr/mna Coorte.
Konwuu. onpegeneHune HaTpua
naypuncynedoalerara 8.4 -9.6 mr/mn 8.6 /M Coote.
Konuy,onpeaenenne Copburona 580 — 680 mr/mn 617  mrfmn Coots.
Bpema yaepmusaHua 06pasua cooreercreyer
NogAMHHOCTL COPOYHOBOI KUCAOTLI BPEMEHW YAEPMUBAHWA CTaH4apTa Coora.
NnotHoctb npwn 20° C 1.25-1.31r/mn 1.28 r/mn CooTs.
MoAAMHHOCTL HATPHUA LMTPaTa MoABAGHWE COOTRETCTBYIOWEND OKPAILMBAHWA Coorts.
MNoAAUHHOCTb HaTpuAa naypuacynsdoauetata [OABNAEHWE COOTBETCTBYIOWETD OKPALLINBAHWA CooTs.
Bpems yaepxusaHuA obpasua cooTeeTcrayeT
MoAMHHOCTE copBuToAa BpEMEHU YABDKUBAHWUA CTAHAAPTA CooTs.
pHnpu 20°C 6.0-7.5 6.7 Coots.
W3snekaemblii 00bem He meHee HOMMHANLHOTO Coora.
Mukpobuonoruueckmii
KOHTROANL No aWanmsa: ORA2112365 . Tex.awanma: TC-0134 Bepcua: 17 Cratyc ofpasua: Pazpeweno
KOMMEHTBPMH KOHTPONA Kayecrsa:
HecnbiTaHuna TpebosaHua cneunduKaliun 1 npegensl Peaynbratsl
O6uee yueno aapobHbix BakTepui <2000 KOE/mn 0 KOE/mn CooTB.
Obuee yncno rpuboBs 1 apoHKen < 200 KOE/mn 0 HOE/mn Coorts.
PeweHue OKK Meneasxep OKK, aata 1 nognvcs PeweHne OOK YNonHOMOYeHHOR AMLO, A3Ta YU NOANUCH
12/07/2021 12/07/2021
Opasey, 107/ CepTudmumposaHo 107/
COOTBETCTBYET KARINE Dujardin P.BACHELERIE

HaCTOAWMM A NOATBEPHAZIO YTO BLILENPUBEACHHAA MHAOPMALMA AOCTOBEPHAA U TOXHAA. [aHHAA CEPUA NPOAYKTa Obita MIrOTOBAEHA,
BHAIOMAA YNAKOBKY/MAPKUPOBKY, ¥ NPOKOHTPONMPOBAHE 8 NOAHCM COOTBETCTEMM € npasuaamk GMP NOKaNbHOM PErYAATOPHOTO OpraHa u o
CneuUGMKAUMAMY, YKA3aHHLIMY B HOPMATUEHO ADKYMEHTaLMM CTPaHbl MMNOPTEPA, AW CO Cneundrraumedt Ha nccaeayemae
NEKAPCTBEHHOE CPEACTBO. 3aNMCH NO NPOUIBOACTSY, YIAKOBKE M KOHYPOAIO cepuu GbinM NPOBEDEHLI M NPHUIHAHLI NOAHOCTHIO
COOTBETCTBYOWMMU GMP,
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