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MepeBoa C aHIMUACKOTO S3bika Ha PyCCKUIA A3bIK

NOroTIN KOMNAHWA CEPTWU®UKAT COOTBETCTBUA
Bepewsa Ne5 ot anpens 2020 Ha roTOBbIA NPOAYKT
3ameHseT

Bepcuio Ne4 o sxeaps 2020

Mpoaykt: FENTPAN 400mr - 5 ¢onakoHoe + Samnyn

Cepus rotoBoro npoaykTa CepuA nopoluka Cepus pacTsopuTens
Cepua Ne; CO146A C0146 229500A
[ara npowsBogcTBa: 06.2021 06.2021 04.2021
MopeH po: 05.2024 05.2024 09.2024
KonuuecTso ynakosok: 4087
C7paHa umnopta: Poccus Ceprvdhukar aHanuaa: 040000010559

Mpouasenexo: Buonomkuin Uranna Nadoparopus C.P.M. - Bva ©.Cepnepo, 2 - 20060 Macare (MI) - Wranusa
YnakosaHo: Buonomxvan Mranus NaGopatopua C.P.J1. —sua ®.Cepnepo, 2 - 20060 Macate (MI) — Utanusa
KoxTpons kadecTsa: Bronoaxvu Wranus NaGopatopus C.P.NN. - Ba ®.Cepnepo, 2 — 20060 Macate (MI) - Utanua

NiueH3us Ha Npon3BoACTBO Buonoaxuuu Utanus INa6opatopus C.P.J. — nnowaaxa Macate (MI): aM-67/2018

OTKNOHEHWs NPOM3OLIEWWE B NPOLIECCE NPOW3BOACTBA U YNaKoBKY: Oa O Hert
3abpakoska NPOM3OLWEALIAN B NPOUECCE NPOM3BOACTBA M YNAKOBKH: la O Her X

Mpumedanus: 15/09/2021

CEPTU®UKAT COOTBETCTBHA
Ha 2omoebiil npodykm

Hacmosujum nodmaepx0aro, Ymo ebIilieyKa3aHHas ungopMayus sensemcs nodnuKHOU U MOYHOU.
[avnas cepus npodykma npouseedexa, eKmIOYas ynakoeKy u KOHmponkL kaiecmea Ha npouzgodcmeenHol nnouwadke Macame (Munan - Mmanus)
Buonodwuyu Mmanus Mabopamopu3 C.P.J.  nonHoM coomeemecmeuu ¢ mpeGogaHusmu GMP u cneyudukayusmu, npedcmagneHHbIMU & Pe2ucmpayuoHHOM
focee.
3anucu no npouseodcmay, ynakoeke U nposedeHuro aHanula NpPoSepeHk! U NpusHaHe! coomeemcmeyrouumu GMP u PoccuickoMy HopmamugHoMy
[Hokymenmy Ne 11 N011968/02-201217, usMeHeHus NeNe1-4

Mpou3seeHHan Cepus BoinylueHa: Buonomkism Wranws Na6opatopus C.P.J1. — Bua ®.Cepnepo, 2 - 20060 Macate (MI) - Wtanus

QOueHka npoaykTa: ONOBPEHO OTKNOHEHO O
YnonHomodeHHoe nuuo ... baptapa bennowu ... pata 15/09/2021
(noanuey)

3T0T JOKyMEHT ABNRETCA COBCTBEHHOCTbH0 BrONOAXM4M MTanus NabopaTopus, W ero 3anpeiLeHo KoNupoBaTh, AAXE HACTU4HO, Be3 cneumansbHoro paspelenHs
pykoBoAcTBa




MepeBoa ¢ aHrNWACKOro A3bIKa Ha pYyCCKkuii s3bIK

NOroTvn KOMNAHWIAK
CEPTUDUKAT AHANU3A
MpoaykT: RMI3000672
FENTPAN nuochunu3npoBanHslit nopowok 400Mr B KOMNNekTe ¢ pacTsoputenem

Homep cepuu: C0146A
Homep cepuu knueHTa: H/n
[ara npouseogcTaa: 06/2021
Cpok rogHocTw: 05/2024
Homep aHanusa: 040000010559
Konuyectso ynakosok: 4087 wr.
MokasaTenu Hopmbl EauHuys! PesynbTarsl

MWH. M3MepeHus

MAKC.
OnucaHne BOCCTaHOBNERHOMO pacTeopa  [1poapayHbIit pacTeop oT Mpo3payHbIi U KenThik

BecugeTHOro 40 XenToro pacTeop
L{BeTHOCTL BOCCTAHOBMEHHOTO Or BecuseTHoOro o xenToro KenTolih (< Y4)
pacTeopa (<=Y4)
Bpewms pacteopenus 0 60 c 13
PH BoccraHoeneHHoro pactsopa 6,0 8, 7.2
BakTepuansHsle 3HAOTOKCHHBI 0 35 ES/ mn <35
Ynakoska COOTBETCTRYET COOTBETCTRYET

[lata Beinycka AnToHno Macyccuo Bapbapa Bennouu
Me+eaxep no KOHTPONk kadecTea YnonHoMoueHHoe nuuo

15 ceHTabps 2021

25 aBrycta 2021 - 09:15:25
YTBEPKAEHO

15 centabps 2021 — 14:44:07

YTBEpKAEHO



MepeBoa C aHrNUACKOro A3bika Ha PyCCKMA A3bIK

CEPTUOUKAT AHANIU3A

FEMTPAN nuodunianpoBaHHbIA Nopowok 400Mr B KOMMNEKTE C pacTBOPUTENEM

NOroTvn KOMNAHUA
MponyKT: RMI2000723
Homep cepuu: C0146
Homep cepuu nokynatens: He npumeHuMo
[lata npoussoacTea: 06.2021
CpoK roAHOCTH: 05.2024
Homep aHanuaa: 040000009609
OBbem napTiu: 55080 wr.

Mokasarenu HopMb! EAnHUpI PeaynbTaThl
MWH. MAKC. M3MepeHusn
OMUCAHWUE Nuodmnuzat 6e3 NOCTOPOHHMX Nuodunusat 6e3
BKIHONEHAA NOCTOPOHHHX
BKITKOMEHWA
UBET MpakTudecky Benblit Unv XenTosaTbIi [MpakTu4eckm benbli
NOAMMHHOCTE ADEMETWOHUH MOH (B3XX) MonoxutensHo MonoXUTENEHO
NOONMHHOCTb AQEMETUOHMH WOH (8,S-M30MEP), MonoxuTensHo [NonoXuTensHo
(BIKX)
NoANMHHOCTb MonoxuTensHO MonoxuTensHO
1,4-BYTAHOUCYIb®OHOBAA KUCIMOTA
HEBMOUMbIE BKIIOYEHNS PASMEPOM 210 MKM 0 6000  Kon-so/®nakod 36
HEBMOVMBIE BKNIOYEHKA PA3MEPOM 225 MKM 0 600  Kon-so/®nakoH 6
BWMOVMBIE BKNKOYEHWUA OrcyrcTsyioT OTeyTeTBYOT
BOJA (metog Kapna ®uwepa) 0,0 25 % 04
OOHOPOAHOCTh [103VIPOBAHWA (pacueTHo-8ecoBoi) Cootsetcrayet Tpebosatvam Esp.®. CoorteeTtcTByeT
Tpebosannam Esp.®.
COAEPXAHUE S,S-M30MEPA >=55 % 745
POACTBEHHBIE MPUMECH
AEHWH (ADN) 0,0 25 % 0,09
METWUNTUOAOEHO3WH (MTA) 00 2.5 % 043
S-ANEHO3UN-L-TOMOLMCTENH (SAH) 0.0 2,0 % < 0,05
E[MHAYHAA HEMOEHTUOULIMPOBAHHARA NPUMECH 0.0 02 % < 0,05
CYMMA HEWAEHTUOULMPOBAHHBIX NMPU MECEW 0,0 30 % < 0,05
CYMMA NPUMECEN 0,0 6.0 % 0,71
FOMOCEPWH 00 1,2 % 0,06
2-AMUHO-4-BYTUPONAKTOH 0,0 1.2 % 0,13
KONUYECTBEHHOE ONPEQENEHUE
AEMETUOHWH UOH 90 105 % 99,2
CTEPMNBHOCTb CrepunbHo CrepunsHo

[arta sbinycka

25 aBrycta 2021

Knapa Pattu

MeHemep no KOHTPOMK Ka4yecTea
05 asrycra 2021 — 18:48:57

Y1BEpXaeHo



NOroTUN KOMNAHWMK

Mpogyk:

Homep cepum:

Homep cepuwv nokynatens:

[ata nponssoacrea:
Cpok rogHocTH:
Homep aHanuaa:
Obvem naptvu;

EPTUOUKAT AHANIU3A

RM12900034

lMepeBoj ¢ aHrnUiACKoro A3bika Ha PYCCKWA R3bIK

NN3WNH PACTBOPUTEN 400mr , Ankopkok Wcnakus

229500A

He npumenumo
04/2021
09/2024
010000022516
55772 wr.

Moxasatenu Hopme! EnuHML b PesynbTats
MUWH. MAKC. MaMepeHus

ONUCAHWE Mpo3paqHbIi pacTeap Hes NOCTOPOHHMX Mpo3pa4Hbii pacTeop Bes
BKITIOYEHMH NOCTOPOHHNX BKNKYEHUA

LUIBETHOCTb PACTBOPA Ot becugeTHoro fo teeTno-KenToro COOTBETCTRYET

NOANMHHOCTE BIXX CootsetcTayer cTaHgapry Cootserctayet cTaHaapty

NPO3PAYHOCTL Mpo3payHblit MMpo3payHbii

LIBETHOCTb < GY5 <GY5

pH 9.6 11.0 10,2

BUOMMBIE BKMIOYEHWSA Otcyrerayior Oteyrerayior

HEBUOWMBIE BKITHOYEHWSA PASMEPOM 210 MKM 0 6000  Kon-so/®nakoH 91

HEBWMOWMBIE BKMKOYEHMSA PASMEPOM 225 MKM 0 600 Kor-so/®nakoH 1

M3BNEKAEMGIA OBBEM 50 53 Mn 5.1

KOMMYECTBEHHOE OMPENENEHUH L-NIM3NHA 90 110 % 99.0

CTEPUNBHOCTL CrepknbHo CrepuneHo

BAKTEPWATIBHBIE SHOOKCWHb! 0,00 0,09 E3/ mr <0,007

[lata Bbinycka
04 asrycra 2021

AnToHno Macyccuo

MeHemxep no KOHTpONK KayecTsa
24 wioHs 2021 - 08:54:51
YTBEpKIEHO



MepeBoA C aHrNUIACKOro A3bIKa HA PYCCKUK A3bIK

JIOrOTHIT KOMITAHUH ®AMAP

CEPTU®UKAT COOTBETCTBUA

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

Ko matepuana knuenta: 1118806

Cepus: 229500A

KonwuyecTso: 55772 wr.

[ara npoussogctsa: 12.04.2021

logeH no: 09.2024

Mcnonb3oBaHHble cepuu AQC:

Kog Onucaue Homep cepuu Homep cepuy nocTasLuka
010501263 | Nuauna moHoruapat 90216771 A2 (ABB) 2100123 6771201109
PE3VJBTATHI AHAJIM3A

MNOKASATESb HOPMbI PE3YNBTAT

OMNMUCAHKE Mpo3payHbIi pacTeop OT DEcLBETHOTO A0 COOTBETCTBYET
CBETNO-KENTOrO

LUBETHOCTb MAKC. GY5 COOTBETCTBYET

NPO3PAYHOCTL Mpo3payHblit COOTBETCTBYET

W3BNEKAEMbIV OB BEM 50-53mn 5,1 mn

NOANMHHOCTE NU3NHA Bpems yaepxvsaHia OCHOBHOMO nuka COOTBETCTBYET
COOTBETCTBYET CTaHAAPTHOMY PacTBopy

PH 96-110 10,2

KONWYECTBEHHOE OMPEAENEHUE 90,0-110,0% 99 %

CTEMNBHOCTL CrepunbHo COOTBETCTBYET

HEBUAWMGIE BKMKOYEHWA PASMEPOM =10 MKM 0 - 6000 91

HEBWOWMBIE BKNIOYEHUA PASMEPOM 225 MKM 0 - 600 1

BMOMMBIE BKNKOYEHWA COOTBETCTBYET COOTBETCTBYET

BAKTEPWUANBHBLIE 3HAOKCHHGI 0,0000 - 0,0900 E 3/mr <0,0073 E 3/mr

Otknonenus:  HET [X] OA[ ] (Bcnyyae CyWecTBEHHbIX OTKIOHEHU, KOTOPbIE MOTYT NOBMMATL Ha Ka4YeCTBO NPOAYKTa)

OnucaHue OTMETKN:
3ot npoaykT BN NpoTecTuposak B cooteetcTauM ¢ COM: GMP_QAM_01037-0070800766-00657

Jakntoyenue:

HaCTOALMM NOATBEPXAAEM, YTO BbILIEYKA3aHHAR CepUv MH(OPMaLs 10CTOBEPHA W NPaBunbHa. [laHHas cepus NpoaykTa bbina

NPOV3BE/eHa, BKIINas MPOLIECC YNaKoBKY M KOHTPONS Ka4YecTsa, B NOMHOM COOTBETCTBUM € TpeBoBaHAMI GMP nokarnkHOro perynaTtopHoro
OpraHa 1 B COOTBETCTBM CO CMIELMMMKALUsMU PEMUCTPALIMOHHONO 40CkE CTPaHbI MMNOPTa. 3anvci N0 NPOUIBOACTBY, YNAKOBKE W aHannsam
NPOBEPEHbI M NPU3HAHBI COOTBETCTBYIOWMMM Tpebosanuam GMP.
YnonHOMOYEHHOE NULID:

Famar HCS S.A.U. - Avenida Leganes 62-28923 — Alcorcon — Madrid — Spain www.famar-group.com

13 man 2021

noAnuch:

Nuuerans npoussogcTea 6481E/ GMP ceprudukar ES/026HVI/19






