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CEPTWUOUKAT COOTBETCTBUA

Reci Pl’\ arm Ha roTOBBbIN NPOAYKT

Bepcusa N5 ot anpensa 2020
3ameHseT
Bepcuio Ne4 ot siHBaps 2020

MpoayxT: FTEMTPAN 400mr - 5 dnakowos + 5 amnyn

Cepwa rotosoro NpofyKTa Cepusa nopowka Cepus pacTBOpUTens
Cepun Ne: AB4P0123 AB007045 194020A
[lata npoussogcTea: 07.2020 07.2020 03.2020
lopeH po: 06.2023 06.2023 08.2023
Konuyectao ynakosok: 9152
CTpaHa umnopTa: Poccus CepTudmkat aHanuaa: 040000030460

MpowasepeHo: Bronomxmimn Wranua Nabopatopus C.P.J1. — sua @.Cepnepo, 2 - 20060 Macare (M) - Uranus
YnakosaHo: Buonomxvuv Mranus NlaGopatopua C.P.J1. — sua @.Cepnepo, 2 — 20060 Macate (MI) - Vranus
KokTponb kavecTsa: Buonoaxwam Wranus NaGopatopus C.P.M. — eua .Cepnepo, 2 - 20060 Macate (MI) - Utanus

TNuueHans Ha npou3aoncTeo Bronomwnn Wranun NaGopatopus C.P.JN. - nnowagka Macate (MI): aM-67/2018

OTKNOHEHUA NPOM3oLIEALLIME B NPOLECCE NPOM3BOACTBA W YNAKOBKM. la Her O
3abpakoska NPOM3OLIEALAR B NPOLIECCE NPOUIBOACTBA UMK YNaKOBKK: fa O Her
Mpumeyanus: WHumpenT (125/2020)

CEPTH®UKAT COOTBETCTBHA

Ha 20moesIl npodykm
Hacmosujum nodmeepxdato, YMo ebiweykasaHHas UHGopmayus sensemes nodnunHol u movyHou.
[axHas cepus npodykma npouseedexa, ekm0vYas ynakoeky U KOHMpOns kayecmea Ha npouzeodcmeenHou nnowadke Macame (Munaw — Mmanus)
Buonodwuyu Mmanus flabopamopu3 C.P.J1. 6 nonHom coomeemcmeuu ¢ mpeGoganusmu GMP u cneyugpukayusmu, npedcmasneHHsIMU 8 Pe2ucmpayuoHHOM
Hocke.
3anucu no npouseodcmey, ynakoeke u npogedeHUKD aHanu3a NPoeepeHk! U NPU3HaHL! CoomeemcmaylouuMu GMP u Poccuiickomy HopmamugHomy
Loxymenmy Ne [1 N011968/02-201217, uamerenus NeNe1-4

Mpou3seaeHHas cepua BeinyleHa: Buonomxwayu Wranus Nabopatopus C.P.J1. - Bua ®,Cepnepo, 2 ~ 20060 Macate (MI) — Wranua

OueHra npoaykTa: OAOBPEHO X OTKNOHEHO O

YRONHOMOHYEHHOE ML ..o nara 17/09/2020
(noanwcs)

370T AOKYMEHT ABNRETCA COBCTBEHHOCTbI0 Brtonomwun Mranua Nlabopatopus, # ero 3anpetieHo KoMMpOBaTS, AZXE HACTHHHO, 6ea cneymanbHoro paspelleHus
pykos0ACTea




Buonoawuyn Uranus Nlabopatopus CPN OdMe  NPOMIBOACTBEHHAR NNOLYAAKA 3aPerMCTpHPOBaH

A I—]’ Kownaxis ¢ akMoHepHsIM kankTanom 3,000,000 € &D.Ce;?;gu. 2- 20060 Macare (MI) -
KomnaHus noguuHseTCS pyk W KOODAWHMDYETCR Ten.+39 02 950046.1 - chaxe +3802 2154
Re Cl P a rm KOMNaHwew Pécuq:apu CI;YAOWJCTBF G |r1f0’(:§2pec‘bllnalla,mn?k www bilitalia com
Homep nvueHsun MI 01233340467 -REA M 1353528 P.valT10215010157 - C.F. 01233940467
CEPTU®UKAT AHANM3A
Hara:
14.08.2020
Homep wimnenTa:
20024
KnueHT:
OBBOTT NOOXKUCTWKC B.B.
MpoaykT: FEMTPAI nuothunvanpoBaHHBIA NOPOLIOK
400mr B KOMNNEKTE C pacTBopUTENEM
Koa: OAOOHEPTRAL400
Cepus: AB4P0123 Konuyectso: 9152 yn.
[ara npounssogcTea: 07.2020 lopgeH po: 06.2023
Homep aHanuaa: 040000030460 [arta onoBpexus: 14.09.2020

Natinan cepus Bbina NpoTECTMPOBaHa B COOTBETCTBIAN C ASACTBYIOLLMM W3AaHneM anpekTussl EC GMP

[Moka3satenu EauHuLel Pesynbtarsl Hopmbl
M3MepeHUs MWH. MAKC.,
Onucanmre BOCCTAHOBNEHHOTO pacTeopa Mpo3pauHblid U KENTbIA  Mpo3payHbIi pacTBOp OT GECLBETHOrD
pacTeop [0 XenToro
LseTHoCTb BOCCTAHOBMEHHOTO pacTeopa Kentbiit (< Y4) Ot BecuyseTHoro ao xenToro (<= Y4)
PH BoccTaHoBneHHoro pacteopa 7,396 6,0 8,0
Bpems pacrtsopexus c 16 0 60
BakTepuanbHble SHAOTOKCUHb E3/ mn <35 0 35
Ynakoska COOTBETCTBYET COOTBETCTBYET
MpoaykT cooTBETCTBYET (noanucs) MeHexep no KOHTPONKO KayecTsa



Bi Wranva Nlaboparopus CPJ1 Ocbrc W NPOK3IBOACTBEHHAR NNOWAAKA 33PErCTDHPOBAHA

- KomnaHus ¢ axuoHepHbin kanuTanom 3.000.000 € @ .Cepnepo, 2- 20060 Macare (MI)
Re C l a rm KomnaHis Noa4MHAETCH DYKOBOACTEY ¥ KOOPAWHHPYETCR Ten.+39 02 950046.1 - qakc +3902 95762154
P koMmnanuei Pecudapm CnA info@pec.bilitalia com - www.bilitalia com
Howep nuueraw Mi 01233640467 — REA. M 1353528 P.lva IT10215010157 - C.F. 01233940467
CEPTUOUKAT AHATIN3A
Hara:
11.09.2020
Homep knueHTa:
20024
KnueHT:
SBBOTT NOOXWUCTUKC B.B.

MpopykT: FENTPAN nothMnnavpoBaHHbIM NOPOLLOK

400mr B KOMNNeKTe C pacTBOPUTENEM
Koa: SA015ADE400RU-NF
Cepus: AB007045 Konuyectso: 54817 yn.
[ara npousBoacTBa: 07.2020 lopex po: 06.2023
Homep aHanuaa: 040000029792 Data opobpeHus: 31.08.2020

[laHHan cepus Bbina NPOTECTUPOBAHA B COOTBETCTBUM C AEACTBYIOWMM M3aaHuem gupektuesl EC GMP.

Mokasatenu EanHuubl PeaynbTarthbl Hopmbl

U3MepeHus MWH. MAKC.
OMNMUCAHUE Nuodmnusar Nuodmnuaar
LBETHOCTb MpakTudeckn benbii [MpakTryecky Hensin
NOANWMHHOCTb ALEMETMOHWH MOH (BIXX) MonoxutensHo [MonoxutensHo
NOAMMHHOCTE ANEMETUOHUH WUOH (S,S-U30MEP), (BIXX) MonoxuTensHo MonoxuTensHo
NOANMHHOCTL MNonoxutensHo MonoxurensHo
1,4-BYTAHOUCYNEOOHOBASA KMCNOTA
HEBUOMMBIE BKNHOYEHMA PASMEPOM 210 MKM Kon-so/®Pnakon 152 0 6000
HEBMOWMBIE BKNKOYEHUA PASMEPOM 225 MKM Kon-so/®nakoH 9 0 600
BUAWMBIE BKNKOYEHWA OrcytetayoT OrcyTeTByroT
BO[IA (meToa Kapna duwepa) % 0,7 0,0 25
O[IHOPOHOCTL JO3UPOBAHMA (pac4eTHo-BECOBONA) CootseTcTByeT CootsetcTeyeT TpebosaHuam Eep.d.

TpebosaHuam Esp.d.

COLOEPYAHME S,S-M30MEPA % 71 >=55
POJCTBEHHbIE NPUMECK
AJIEHWH (ADN) % 0,14 0,0 25
METWUNTUOANEHO3WH (MTA) % 0,55 0,0 25
S-ANEHO3WN-L-FTOMOLMCTEWH (SAH) % 0,06 0,0 2,0
EAMHWYHASR HEMOAEHTUOULMPOBAHHARA NPUMECH % <0,05 0,0 0,2
CYMMA HEWMOEHTU®ULMPOBAHHBIX MPUMECEW % <0,05 0,0 3,0
CYMMA NMPUMECEWN % 1,02 0,0 6,0
FOMOCEPWH % 0,05 0,0 1,2
2-AMUHO-4-BYTHUPONAKTOH % 0,22 0,0 1,2
KONUYECTBEHHOE ONPEAENEHKWE
ALEMETUOHWH MOH % 99 90 105
CTEPUNBHOCTL CrepunbHo CrepunbHO

MpoAyKT COOTBETCTBYET {nognuce) MeHeaxep No KOHTPONK KauecTea



— Buonoamusn Vitanus JlaGopatopus CPJ1 OhHc W NPOMIBOACTBEHHAR NNOLLANKA 3aDErMCTPHPOBAHA
i h ﬁg:::::: ok :::onm"f.}mﬂ:f : ?ieg: 839250?21? i imfsb’;()m 95762154
Re Cl P arm KoMnaHKeh Pgwdwapu C'::'A S R inEfc;@pec hilllalia-co:—a\:\m bilitalia com
Howmep nuuexana M1 01233840467 - R.E.A. MI 1353528 P.va IT10215010157 - C.F. 01233940467
CEPTUOUKAT AHATIN3A
Harta:
11.09.2020
Homep knueHTa:
KnueHT:
Mpogaykr: NN3H PACTBOPWTENb 400mr , AnkopkoH
Wcnauusa
Kopn: SSA015LYS400SV/ABB
Cepus: 194020A KonuvectBo: 54674 yn.
[ata nponseogcTea: 03.2020 MopeH go: 08.2023
Homep aHanusa: 010000048885 Data opobpenna: 17.07.2020

[laHHan cepus Obina NPOTECTUPOBAHA B COOTBETCTBMM C AEHCTBYIOWMM N3gaHuem avpextuesl EC GMP.

Moka3satenu EguHuubl PesynsTaTtsl Hopmbi

M3MepeHus MUH. MAKC.
OMUCAHKE lpoapayHbii pacTsop [Mpo3payHbliA pacTeop
LUBETHOCTb PACTBOPA COOTBETCTBYET BecUBeTHLIM UMK CBETNO-KENTbIbIA
NOANMHHOCTE B3XX JKBABANEHTHO 3aB/NEHHOMY 3KBUBANEHTHO 33BNEHHOMY
MPO3PAYHOCTb [MpoapayHeli [MpoapayHsii
LIBETHOCTb <GY5 <GY5
pH 10.1 96 1.0
BUOMMBIE BKMKOYEHNA Orcyreraytor Orcyretayiat
HEBWOWMBIE BKNHOYEHWA PASMEPOM =10 MKM Kon-go/®nakoH 93 0 6000
HEBMOWMbIE BKNHOYEHWA PAIMEPOM 225 MKM Kon-so/®nakoH 1 0 600
W3BNEKAEMBIV OB BEM Mmn 51 50 53
KONWYECTBEHHOE ONPEAENEHWH L-NMM3WUHA % 100 90 110
CTEPHNBHOCTL CrepunsHo CrepunsHo
BAKTEPWUANBHBIE SHOOKCUHbI E3/ wr <0,0073 0,00 0,09

MpoayxT cooTBETCTBYET (nonucs) MeHeaxep no KOHTPOMK kadyecTsa



a FAMAR

CEPTU®UKAT COOTBETCTBUA

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

Kop matepuana knuenta: 1118806

Cepus: 194020A Konuuectso: 54674 wr.

[ata npouseogcTea; 23.03.2020 lopeH go: 08.2023

Mcnonb3osaHHble cepun ADC:

Kog Onucanue Homep cepuu Homep cepuu noctaBuimka
10501263 | Nuanna moHorugpat 90216771 A2 (ABB) 2000364 6771191006
PE3YJIbTATbBI AHAJIU3A

MOKA3ATENb HOPMeI PE3YNLTAT

OMNCAHKWE [Mpo3payHbli pacTeop oT becuseTHoro Ao COOTBETCTBYET
CBETNO-KENToro

LIBETHOCTb MAKC. GY5 COOTBETCTBYET

MPO3PAYHOCTb Mpo3payHblit COOTBETCTBYET

W3BNEKAEMbIV OBBEM 50-53mn 5,1 mn

NOANIMHHOCTE NTU3MHA Bpemn ynepxuBaH1s OCHOBHOIO NWKa CooTBETCTBYET
COOTBETCTBYET CTaHAAPTHOMY PACcTBOPY

PH 9,6-11,0 10,1

KONWYECTBEHHOE OMNMPEAENEHWE 90,0-110,0 % 100 %

CTEMNBHOCTb CrepunsHo COOTBETCTBYET

HEBUOWMGIE BKNKOYEHWA PABMEPOM 210 MKM 0 -6000 93

HEBUOWMBIE BKNKOYEHWA PASMEPOM 225 MKM 0 -600 1

BUAMMBIE BKIMKOYEHWA COOTBETCTBYET COOTBETCTBYET

BAKTEPUANBHBLIE 3HAOKCUHbI 0,0000 - 0,0900 E 3/mr <0,0073 E 3/mr

OtknoHenust:  HET [X]

OA[ ] (B cny4ae CywecTBEHHBIX OTKIOHEHWIA, KOTOPbIE MOTYT NOBAWATL Ha Ka4ecTBO NpoayKTa)

Onucanue oTMETKM:

3ToT npogyxT BN NpoTecTupoBaH B cooteeTcTBMM ¢ COM: GMP_QAM_01037-0070800766-00657

JakntoyeHve;

HacToswum noaTBepXaAaeM, YTo BhilLeyKkasaHHan cepuy uHGopMaLWsa A0CTOBEPHA M NpaBunkHa. [laHHas cepus npodykTa beina
NPOV3BEAEHA, BKMKYAR NPOLIECC YNAKOBKU U KOHTPOSS KA4ECTBa, B NONHOM COOTBETCTBIMW ¢ TpeBosaHuamMu GMP nokanbHoro perynstopHoro
OpraHa v B COOTBETCTBIW CO CNELMMUKALMAMM PEMVCTPALUMOHHOM AOCHE CTPaHbI MMNOpTa. 3anvck no NPOU3BOACTBY, YNAKOBKE M aHanuiam
NPOBEPEHbI M NPU3HAHBI COOTBETCTBYHOWWMM TpebosaHuam GMP.

YNonHoMOYEHHOE NnLO; noanuch:
Famar HCS S.A.U. — Avenida Leganes 62-28923 — Alcorcon — Madrid — Spain www.famar-group.com

TueHsus npoussopctea 6481E/ GMP ceprudmkar ES/026HVI9






