MepeBoa C aHINMIACKOro A3blka Ha PYCCKUI A3bIK

NOroTun KOMNAHUK CEPTUOUKAT COOTBETCTBUA
Bepcus Ne 6 ot gekabps 2021 Ha roTOBbI NPOAYKT
3ameHsieT

Bepcuto Ne 5 ot anpens 2020

MpogykT: FENTPAN 400mr - 5 donakoHoB + 5 amnyn

Cepwus roToBoro npogykra Cepus nopoluka Cepus pacTBoputens
Cepusi Ne: D0002B D0002 244260A
[lata npou3sBoacTBa: 01.2022 01.2022 10.2021
lopeH po: 12.2024 12.2024 03.2025
Konmnyectso ynakosok: 459
Crpana umnopra: Poccus CepTudpmkart aHanmsa: 040000015171

MpownsseaeHo: bruonomknin Utanns Nabopatopus C.P.J. — Bua ®.Cepnepo, 2 — 20060 Macate (M) - Utanus
YnakosaHo: bronomkmum Utanus Nlabopatopus C.P.J1. - Bua ®.Cepnepo, 2 — 20060 Macate (MI) — Utanus
KoHTponb kauvecTsa: buonomxuan tanus Nabopatopua C.P.J1. — Bua ®.Cepnepo, 2 — 20060 Macate (M) - Utanus

NuueHsus Ha npoussoacTBo buonomkuun Vtanus Nabopatopus C.P.J1. — nnowapka Macate (MI): aM-67/2018

OTKMOHEHWst NPoU3OLLEALLNE B NPOLIECCE MPOM3BOACTBA W YNaKOBKY: fJa O Her

3abpakoBka npouaoLueLIas B NpoLecce NPON3BOACTBA UMK YNaKOBKM: fJa O Her
Mpumevanms: 18/02/2022

CEPTU®UKAT COOTBETCTBUA
Ha 20moebit npodykm

Hacmosiujum nodmeepxdaro, 4mo ebiweyka3aHHasi UHGhopMayusi sensiemcs NOOUHHOU U MOYHOU.
[HaHHas cepusi npodykma npouseedeHa, eK/rOYasi yNakoeKy U KOHMPO/b Kayecmea Ha npoussodcmeeHHol niowadke Macame (MunaH - Wmanus)
Buonodxuyu Umanus Jlabopamopus C.P.J1. e nonHom coomeemcmeuu ¢ mpebosaHusimu GMP u cneyudgpukayusimu, npedcmaenieHHbIMU 8 Pe2ucmpayuoHHOM
Hocee.
3anucu no npoussodcmey, ynakoeke u npoeedeHUI0 aHanu3a nNpoeepeHbl U npu3HaHbl coomeemcmeyrowumu GMP u Poccutickomy HopmamueHomy
Hokymenmy Ne I1 N011968/02-201217, usmeHeHusi NeNe1-6

Mpow3seaeHHas cepus BoinyLLeHa: buonomkuumn Uranus Nabopatopus C.P.J1. — Bua ¢.Cepnepo, 2 — 20060 Macate (MI) - Utanus

OueHka npoaykTa: OJIOBPEHO OTKNOHEHO O
YnonHomoueHHoe nuuo ... bapbapa bennohu ............ pata 18/02/2022
(nopnucy)

atot [OKYMEHT ABNAeTCA cobcTBeHHOCTLI0 Brionomkmumn Utanus J'IaﬁopaTopma, W €ro 3anpeLleHo KonMpoBaTb, AaxXe YaCTU4HO, Bes cneunanbHOro paspeLueHns
pykoBoAcTBa




MepeBoa C aHINMIACKOro A3blka Ha PYCCKUI A3bIK

NOrOTUMN KOMMAHWMM
CEPTU®UKAT AHAITU3A
MpoaykT: RMI3000672
FENTPAI nuodunusnpoBaHHbIn nopotwok 400Mr B KOMNNIEKTe ¢ pacTBOpUTENEM
Homep cepum: D0002B
Homep cepuu knueHTa: H/n
[lata npousBoacTea: 01/2022
Cpok rogHocTm: 12/2024
Homep aHanwusa:; 040000015171
KonnyecTteo ynakoBok: 459 wr.
lNokasaTenu Hopwbl EanHnypl PesynbTathl
MUH. N3MEPEHUS
MAKC.
OnucaHune BoCCTaHOBNEHHOrO pacTBopa  [1po3payHblil pacTBop [Mpo3payHbIin pacTeop
LIBETHOCTb BOCCTAHOBMEHHOMO Ot BecuBeTHOro [0 XenToro Kentbinn (< Y4)
pacTopa (<=Y4)
Bpems pactBopeHus 0 60 c 16
PH BoccTaHOBNEHHOMO pacTeopa 6,0 8,0 7,2
bakTepuanbHble 3HAOTOKCHHDI 0 35 ES/ mn <35
YnakoBka COOTBETCTBYET COOTBETCTBYET
[ara Bbinycka AHTOHNO Maccycuno Bapbapa bennoHu

MeHemKep NO KOHTPOMIO KayecTsa YNonHOMOYeHHOe ULo
16 cpeBpans 2022 - 14:06:23 17 dpepans 2022 - 15:54:08
YTBEpXKaeHO YTBEpXKOEHO

17 (hespans 2022



CEPTU®UKAT AHAIIU3A

IENTPAJT nnogunuanpoBaHHbIn nopoLlok 400Mr B KOMNNeEKTe C pacTBOPUTESIEM

JIOrOTUN KOMMNAHAW
MpoaykT: RMI2000723
Homep cepuu: D0002
Homep cepuu nokynatens: He NpUMEHNMo
[lata npoussoacTea: 01.2022
CpOK rogHoCTY: 12.2024
Howmep aHanusa: 040000013957
O6bem naptim: 54443 wr.

MepeBoa C aHINMIACKOro A3blka Ha PYCCKUI A3bIK

Mokasatenu HopMbi Eannnupl PesynbTathl
MWH. MAKC. U3MepeHus
OMUCAHME Nnocpmnmaat 6e3 NoCTOPOHHUX Benbin nnocunusat
BKITIOYEHNN ©e3 NoCTOPOHHMX

BKIIOYEHWA

LBET MpakTuyeckn BGenbiin unm xenTosaTbIi MpakTuyeckn Genbin

MOOJIMHHOCTb ADEMETUOHWH UOH (B3XX) MonoxuTensHo lMonoxuTensHo

NOAIMHHOCTb ABEMETUOHWH NOH (S,S-30MEP), MonoxutensHo MonoxutensHo

(BOXX)

NOANMMHHOCTb [onoxuTensHo MonoxutensHo

1,4-BYTAHOUCYNb®OHOBAA KUCNOTA

HEBWOMMBIE BKNIOYEHMA PASMEPOM 210 MKM 0 6000  Kom-o/®rnakoH 108

HEBWOMMBIE BKNIOYEHMA PASMEPOM 225 MKM 0 600  Kon-so/®nakoH 6

BWOMMbIE BKNIOYEHWUA OrcyTcTBytOT OrcyTcTBytoT

BOOA (metop Kapna ®uwepa) 0,0 25 % 0,7

OOHOPOOHOCTb O3NPOBAHWA (pacyeTHO-BECOBON) CootBeTtcTByeT TpeboBaHusm Esp.d. CootBeTcTBYET
TpebosaHusm Esp.d.

COOEPXAHWE S,S-M30MEPA >=55 % 72,1

POLOCTBEHHbIE NMPUMECHK

AEHWH (ADN) 0,0 25 % 0,13

METUINTUOALEHOS3MH (MTA) 0,0 25 % 0,34

S-AJIEHO3MN-L-FTOMOLNCTENH (SAH) 0,0 2,0 % < 0,05

EAVHWYHAA HEMOEHTNONLNPOBAHHAA NMPUMECH 0,0 0,2 % < 0,05

CYMMA HEUAEHTUOULIMPOBAHHBIX MPUMECEN 0,0 3,0 % < 0,05

CYMMA NMPUMECEWN 0,0 6,0 % 0,69

FOMOCEPWH 0,0 1,2 % 0,05

2-AMWHO-4-BYTUPONAKTOH 0,0 1,2 % 0,17

KONMMYECTBEHHOE OMNPEAENEHUE

AJEMETUOHMH MOH 90 105 % 98,9

CTEPUIIBHOCTb CrepunbHo CrepunbHo

[ara Bbinycka AHTOHMOMaccycuo

15 (pespans 2022

MeHexep no KOHTPONIO Ka4ecTBa
15 cpespans 2022 - 11:01:34

YTBEPXAEHO



MepeBoa C aHINMIACKOro A3blka Ha PYCCKUI A3bIK

JIOrOTUM KOMIMAHN
CEPTUDUKAT AHATIU3A
MMpoaykT: RM12900034
NN3NH PACTBOPUTEJIb 400mr , AnkopkoH Mcnanus

Homep cepuu: 244260A

Homep cepun nokynatens: He npumeHumo

[ara nponsBoacTsa: 10/2021

Cpok rogHocTm: 03/2025

Howmep aHanusa: 010000031825

Obbem naptuu: 52384 wr.
Moka3atenu HopMbi Eannnupl PesynbTathl

MWH. MAKC. “3MepeHus
OMUCAHME Mpo3payHblit pacTBop 6e3 NOCTOPOHHMX Mpo3payHblit pacTeop 6e3
BKITHOYEHMI NOCTOPOHHMX BKIOYEHMIA

LIBETHOCTb PACTBOPA Ot BecLBETHOrO 10 CBETNO-XENTOrO COOTBETCTBYET
MOANMMHHOCTb BOXX CooTBETCTBYET CTaHAAPTY CoOTBETCTBYET CTaHAapTy
MPO3PAYHOCTb Mpo3payHbii Mpo3payHbIi
LUBETHOCTb <GY5 <GY5
pH 9.6 11.0 10,2
BNOVMbIE BKITKOYEHNA OtcytcTtBYHOT OtcytcTBYIOT
HEBWOMMBIE BKNKOYEHWA PASMEPOM =10 MKM 0 6000  Kom-so/®rakoH 77
HEBWOMMBIE BKNKOYEHWA PASMEPOM =25 MKM 0 600  Kon-Bo/®nakoH 1
M3BMEKAEMbIV OB BEM 5,0 53 M 5,1
KONMMYECTBEHHOE OMPEAENEHWH L-IM3NHA 90 110 % 99,0
CTEPUNBHOCTb CrepunbHo CrepunbHo
BAKTEPWAJIbHBIE SHOOKCUHbI 0,00 0,09 EQ/ mr <0,007

[ara Bbinycka
15 dpespans 2022

AHTOHMO Macyccno

MeHemkep No KOHTPOIO Ka4ecTea
11 sHBaps 2022 — 16:49:23
YTBEPXAEHO



MepeBoa C aHINMIACKOro A3blka Ha PYCCKUI A3bIK

JIOI'OTHUII KOMITAHUU ®AMAP

CEPTU®UKAT COOTBETCTBUA

05502532 L-n3uH 68,48mr/mn Smn.amnynsl. Bank L-T(RU)N

Kog matepuana knuenTa: 1118806

Cepus: 244260A Konunuectso: 52384 wr.

[ara nponssoactsa: 13.10.2021 logeH po: 03.2025

Mcnonb3oBaHHble cepun AQC:

Kog Onucanue Homep cepum Homep cepum nocTaBLvka
010501263 | JnsuHa moHormgpat 90216771 A2 (ABB) 2100412 6771210407
PE3YJIBTATBHI AHAJIU3A

MOKASATEIb HOPMbI PE3YNbTAT

ONMUCAHWE IMpo3payHbIin pacTBop 0T 6ecLBETHOrO Ao COOTBETCTBYET
CBETNO-KENTOro

LUBETHOCTb MAKC. GY5 COOTBETCTBYET

MPO3PAYHOCTb [Mpo3payHbin COOTBETCTBYET

U3BNEKAEMbIA OB BEM 5,0-5,3 mn 51 mn

NOANMHHOCTb NMU3NHA Bpemst yaepxmBaHus OCHOBHOTO Nuka COOTBETCTBYET
COOTBETCTBYET CTaHAAPTHOMY pacTBopy

PH 96-11,0 10,2

KONMYECTBEHHOE OMNMPEJENEHNE 90,0-110,0 % 99 %

CTEUNBHOCTB CrepunbHo COOTBETCTBYET

HEBMOUMbIE BKNKOYEHNA PASMEPOM =10 MKM 0 - 6000 77

HEBUIOMMBIE BKNKOYEHWA PASMEPOM 225 MKM 0 - 600 1

B/OVMbIE BKITKOYEHWA COOTBETCTBYET COOTBETCTBYET

BAKTEPUANbHBIE S3HOOKCUHbI 0,0000 - 0,0900 E 3/mr <0,0073 E 3/wmr

Otknonenus:  HET [X]

OA[ ] (B cnyyae CyweCTBEHHbIX OTKITOHEHWI, KOTOPbIE MOTYT NOBAMSATH HA KAYECTBO NPOAYKTa)

OnncaHve oTMeTKu:
O10T NpoAykT bbin npotecTupoBaH B cooteeTcTBUM ¢ COM: GMP_QAM_01037-0070800766-00657
3akntoueHve:
Hacroswum noaTepxaaeM, 4To BblileykadaHHas cepumn nHopmaLms JOCTOBEpHa U NpaBunbHa. [laHHas cepus npoaykTa bbina
npon3BeaeHa, BKIOYas NpOLLECC YNaKkoBKW W KOHTPONS KaYecTBa, B NOMHOM COOTBETCTBUM ¢ TpeboBaHusamMn GMP nokanbHOro perynsTopHoro
opraHa 1 B COOTBETCTBIM CO CrieLmdnKaLmaM1 PErMCTPaLMOHHOTO JOCE CTPaHbl UMMopTa. 3anucy No NPOW3BOACTBY, YNAKOBKeE M aHanuaam
NpOBEPEHbI U NMPU3HaHbI COOTBETCTBYIOLLMMM TpeboBaHusam GMP.
YNonHOMOYEeHHOE NUL: noanuch:

23 Hosbps 2021
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