TEKJIAPAIIMSI O COOTBETCTBHHA

JEKJIAPAHT, [IPHHAMAIOLMH JEKJAPAITAIO O COOTBETCTBHH

000 "3660mm Jlabopamopus"

Ceedenus o pezucmpayuu op2anusaytiu: MexcpauoHHa UHCHeKYuA DedepanvHon Harozoeot caysuchvr Ne 46 no
> Mocxee 23.01.2007, OTPH 1077746154859, dama npuceoenus OI'PH 23.01.2007.

Adpec: 125171, 2. Mockea, Jlenunzpaockoe wocce, . 16 A, cmp. 1. Tenegon/parc8(493)258-42-80/81

B nuye: Ienepanouuiii dupexmop Kapmauesa E.O.

Joeepennoe auyo: Muponosuy A.H., dogepenrocmp Ne36-2019/EPD om 24.01.2019%e.

3AABJSIET, YTO
nexapemaenwoe cpedcmeo: Ienmpan auogurusam 012 npusomoeenus pacmeopa 08 GHYMPUBEHHOZ0 U

eHympumblueuHozo eedenus 400 me, gnaxonsl 760 Mz (5), € Komnaekme ¢ pacmeopumenex-L-1usuna pacmeop 5 M,

| amnyasr (5), ynaxkosku A4elK06bIe KOHMYPHbIE RAACMUKOSEIE (1), nauxu xkapmonnsie, PY Ne I1 N011968/02 om
28.02.2011 (dama samenwi PY 26.04.2018) ewidaro 366omm JIsGopamopus Im6X, cepusn AB809072/A (nuog-m cepus
AB809072, p-nv cepus 1591924), napmus 5019 ynaxogox, 200en 0o 31.08.2021, npouseodcmea Buonodacuyu Hmanus
JlaGopamopus C.P.JI., Hmanus, Biologici Italia Laboratories S.R.L., Via Filippo Serpero 2, 20060 Masate (M) , ltaly
k00 OKIIZ2 21.20.10.114, xod TH B3 3004900002, xowmpaxm Ne 01-2012 APO om 01.03.2012, unsotic Ne
456104840 om 19.06.2019

COOTBETCTBYET TPEBOBAHHUAM
I1 N011968/02-201217 uzm. Ne 1-2

JEKJIAPAIIMS [IPMHATA HA OCHOBAHMHA
npomoxon ucneimanuti Ne 9326n om 22.07.2019 HJI 000 HL] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21DJI40

JIATA IPUHATUSA TEKJIAPAIIAY 26.07.2019

1.0

NEREPAIRIENCTBATEILHAAO 31.08,2021
E (36t , MupoHoers A.H.
eeRiapaimn )3 HOW

CBEI[;L/HI/I}I O PETUCTPAIIUHA

OPI'AH I10 CEPTH®HKAIIHNH, 3APETMCTPHPOBABIIHMA JEKJIAPAIIMIO

POCC RU.0001.11®M15 OPTAH 10 CEPTH®HKALIHH ITPOAVKI[HHA OFII[ECTBO C

O PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)XHOH LEHTP KOHTPOJIA KA9ECTBA',

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepkoea, 0. 4, am. 5, nom. I, kom. 1., adpec opeana no
cepmucpuxayuu: 143581, Mocxkoeckas obracmb, Hempunckuii pation, dep. Jlewxogo, 0. 248, cmp. 1, men..
(495)640-96-69, (495)787-92-78 6eb-caiim: oyxK.pe.

JEKJIAPA VLG COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU JI-IT. ®M15.4.19877/19
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e CEPTU®UKAT COOTBETCTBMA
Reci P h arm Ha rOTOBBIV MPOAYKT
Bepcus Ne1 oT woks 2019
3ameHser
Bepcuio Ne ot

Mpogykr: FENTPAN 400mr - 5 hnakonos + 5 amnyn

Cepus Na: ABBOSOTZIA QDL Ne: 1043290
[llava npow3soacrea; 09/2018 Togex no: 08/2021
KonuecTeo ynaxosok: 5061 Cepruchusar asanwaa: 040000025028

Crpana wmnopra: Poccus

Mpouaeenexo: Buonomiwdu Wranus Nabopatopus C.P.J1. - sua ®.Cepnepo, 2 - 20060 Macare (M) - Wranus
YnarxosaHo: Buonogmusn Wranua Naboparopua C.P.NN. — sua ©.Cepnepo, 2 — 20060 Macare (M) - Mranus
Koxrpone kaqectsa; Bronomkean Uranua Naboparopus C.P.JT. - sva @.Cepnepo, 2 — 20060 Macare (MI) - WUranua
Jinuensun Ha nporssoacTso Buonogxuun Mranus Nabopatopus C.PJ1. - nnowagxa Macare (MI): aM-18/2018

OTKnOHEHHA NPOW3OLLSALUME B NPOLECCE NPOMIBOACTBA W YNAKOBKM: da O Her

3abpakoska NpOMIOLLIELLAR B NPOLECCE NPOM3BOACTEA KNM YNEKORKM, fa O Het &
Mprmedanus: He npumennmo 13/06/19

CEPTUOMKAT COOTBETCTBHA

Ha 2omoebill npodyxm
Hacmosujusm nodmeepidarn, Ymo esRuey a3aHKas UHOPMaYUS Rensemcs NoANUNHOD U MoYHOl.

Haunas cepus npodyxma npouzeedena, 811I0YaA YNakoBKY U KOKMPONb Kavecmea Ha npouasodemeenol nnoladke Macame (Munan — Mmanus)
buonodwuyu Hmanus Nabopamapuz C.P.J1. 8 nonxosm coomeememeuu ¢ mpebosanusmy GMP u cneyugbuxayuu, npedcmagneHyod € pezucmpaLuoRHOM

hnuc;l no npouszecdcmey, ynaxoeke U nposedeHUld aHANU3A NPOSePeHi! U NPU3RAHEI coomaememeayiowumy GMP,

[pouaseneHHan cepua Bwinywexa: Bronomiun HMrannsa Mabopatopus C.PJT. — sua ®.Cepnepo, 2 - 20060 Macare (M) - Uranus

Ouexka npoaykTa: OOOBPEHO = OTKNOHEHO O

YNONHOMOMEHHOE MMLD ................ . pava 13/06/2019

(noammcs)

70T ROKYMEHT AB/AETCH COOCTBEHHOCTLI BHONOMMMYY MTanus J1abopaTopns, i ero 3anpelieHo KoNUPoBaTh, AAKE YACTHYHO, 083 CIELMANEHOTD Pa3peLIeHIs
KO




= & Viranwa Ntabopatopka CP1l Ochic # np BeHNER MIOWALKE 52
. |.| wcmmw“mwm:mmm €yerca :e?. a“a“é‘%é&“f ?1—‘;': jgt’)z 95762154
Re c l P a rm i Pecadapn C,I,'IA inft;@pccbilhalill.:om ~www bilitalia.com
Homep nmyensun M| 01233940467 -~ R.EA MI 1353528 Pva [T10215010157 - CF. 01233940467
Aara:
13.06.20.19
Homep xnueHTa:
20024
KnueHT:
3BBEOTT NOMDKUCTUKC B.B.
Mpoayxr: TENTPAN nuoduniM3poBaHHbIA NOPOLIOK
400mr B KOMNMEKTE C pacTsopuTenem
Koa: OAQOHEPTRAL400
Cepun: ABS80S072/A Konuuecteo: 5061 yn.
[lata nponsBogcTea; 09.2018 logen go: 08.2021
Homep aHanu3aa: 040000025028 [lata ogoGpenns: 12.06.2019

[anras cepus Gbina NPOTECTUPOBaHA B COOTBETCTBUM C AGHCTBYIOLLMM U3naHuem aupektussl EC GMP

Mokasarens Eputnla Peaynetar Hopmb!
U3MEPEHWA MWH. MAKC.

OnucaHme BOCCTaHOBMEHHOrO pacTeopa [po3apayHeii pacTeop [po3apa4Hbil pacTeop
LigeTHOCTL pacTBopa <Y4 BecuBeTHbIM Uk XenTbiil (<= Y4)
PH BocCTaHOBNEHHOrO pacTeopa 6,831 6,0 8.0
BakTepuancHble SHAOTOKCUHbI E3/mn <35 0 35
Ynakoeka COOTBETCTBYET cooTBETCTBYET

MponykT cooTBeTCTBYET (noanuce) Menemkep no KOHTPONIO KavecTea




a— Ei Wranus Naboparopws CPN Odhic W NPORIBORCTBEHHAR RNOLIALKA J3PErMCTPHPOSEA
; h sl s it T a3 03 500481 - b 38023576216
Reci P arm sounakueh Pecaapu Cra info@pec bilitalia com - www.biltalia.com
Homep niyename M 01233940467 - R EA W 1353528 Piva IT10215010157 - C.F. 01233940467
Data: -
13.06.20.19
Homep knueHTa:
20024
Knuenr:
SBBOTT NOMKUCTUKC B.B.
Mpoayxr: FENTPAS nuogrnuapoBaHHbIA NOPOLLOK
400Mr B KOMNNEKTE C PACTBOPUTENEM
Kon: OAOOHEPTRAL400
Cepus: AB809072 Konuuecrso: 56000 yn.
[arva npoussoacTea: 08.2018 lopew fno: 08.2021
Homep aHanusa: 830000000361 [Dlara ogoBpenus: 12.06.2019

[laHHas cepua Bbina NpOTECTUPOBAHE B COOTBETCTRUM C JEACTRYIOLUMM M3LaHWeM aupexTuss EC GMP.

Tecr EnuHuua Peaynerar Hopmbl no cneuudukalmm
M3MEePEeHHA MWH. MAKC.
ONUCAHUE INnodonusar Nuotmnusar
LBETHOCTb MpakTideck benbin Mpaktudecku Genblit
MNonoxwurensko NonoxuTensHo

MOANMHHOCT ABEMETUOHKH UOH (BIXX)

NOUWHHOCTs ADEMETAOHWMH UOH (S,S-M30MER), (BIXX)
NOANMMHHOCTE MonoxwutensHo MonoxdTensHo

1,4-BYTAHOUCYNE®OHOBAA KMCMOTA

Nonoxwrensko MonoxurensHo

HEBALMMBIE BKTIOUEHMS PASMEPOM 210 MKM el ’ 20
HEBWVMBIE BKTIOUEHMS PASMEPOM 225 MKWONAKOH | o eo/onaion 15 ’ -
BUAMMBIE BKTIOYEHMSUACTULLb! e . !
% 07 0 25
BOJA (weron Kapna ®uwepa) 5
OIHOPOIH 103P Wi r " Course'r:::'er CooteetcTeyer TpeboBaHuam
COMEPKAHME S,S-UBOMEPA e e =
POACTBEHHbIE NPYUMECHK
ADIEHUH (ADN) % 0,19 o5
METUNTUOANIEHO3MH (MTA) * - 32
% 047 0,0
S-ATIEHO3MIN-L-TOMOLIMCTEMH (SAH) 20
EMMHIMHAS HEMOEHTUOVLIMPOBAHHAR MPYIMECH * e ol
CYMMA HEWAEHTUOMLIMPOBAHHBIX TPUMECEN » SHE 4
CYMMA NPUMECEN ¥ e gg
FOMOCEPMH * il Eg
2-AMMHO4-BYTUPOTAKTOH % i 2
KOMVYECTBEHHOE ONPEAENEHVE X ex ol
AZEMETHOHIH MOH
CTEPUMLHOCT CH N

MpoaykT cooTeeTCTRYET {noanucs) MeHempxep no KOHTPONIO KayecTea



g B Viranus TlaGoparopws CPI a5 pHp
Knummmt::pmnmlmmﬂé Oepmm 2- 20060 Macare ()
Reci arm KDOMNaHIS NOMUHASTCH PYROBOACTBY ¥ K00DAMHADYETCS Ten+38 02 950046.1 - (hanc +3502 95762154
F somnaqmek Pecudiapu CnA info@pec bilitalia.com — www.bilitalia com
Howep nayesana Mi 01 233040467 - R.EA MI 1353528 P.iva IT10215010157 = CF. 01233040467
Hara:
13.06.20.19
Howmep knuenTa:
KnuenT:
MpogyxT: JIM3VH PACTBOPUTENb 400Mmr
Kon: SSAD15LYS400SV/ABB
Cepua: 159192A KonuuectBo: 26654 yn.
[ara npon3sopcTea: 03.2019 logew go: 08.2022
Homep aHanusa: 890000000357 Data opobpenus: 12.06.2019
p
[lanHan cepun Gbina NpoTECTMPOBEHA B COOTBETCTBIM C AGICTBYHOLMM 3faHnem gupexthabl EC GMP.
lMokasarens Enunnya Pesynbrar Hopmbi
U3MepeHus MWH. MAKC.
OMACAHVWE Tipo3payHLIi pacTeop TIpO3padHsIA pacTaop
LBETHOCTS PACTBOPA COOTBETCTBYET BecuyBeTHIA WK CBETNO-MENTbIbIA
NOMWMHHOCTS BIKX 3KBUBANEHTHO 3ABNEHHOMY 3HBUBANEHTHO 33BNEHHOMY
MPOSPAYHOCTS Pontizeenst eandi
LBETHOCTb <GY5 <GY5
5 102 98 1.0
BAGMMBIE BKIIOUEHHUS S OrayeTmor
HEBWAMMBIE BKITIOHEHVSA PASMEPOM 210 MKM pioRen 15 . 6000
HEBUQUMBIE BKTHOUEHVA PASMEPOM 225 MKM Kon-sofonasos 1 ¢ 0
W3BNEKAEMbIi OBBEM el 51 50 53
KOMUYECTBEHHOE OMPEAENEHVH L-NM3MHA * 100 % 110
CTEPUNBHOCTE Crepunbho Crepunbho
BAKTEPUAMNBHBIE SHAOKCKHBI ES/ mr <0,07 0,00 0,08
MpogyKT cooTBeTCTBYET (noanwcs) MeHemxep no KOHTPOSIO Ka4YeCTBa




= FAMAR

CEPTU®UKAT COOTBETCTBHA

05502532 L-Tkaun 68,48mrimn Smin.amnynbl. Bank L-T(RU)N

Kop mateprana xmenta: 1118806

Cepun: 159192A Konwdectso; 26654 wr.

[Hara.npowasogciea: 13.03.2019 lopex no: 08.2022

Hcnonb3osaHHbie cepun APC,

Kop Onvicanue Homep cepim Homep cepuv nocTaewmKa
10501263 | Juanua moHorwgpat 90216771 A2 {ABB) 1900592 6771181006
PE3YJBTATHI AHAJIH3A
MOKA3ATENb HOPMb PE3YBbTAT
ONUCAHWE Mpospa4xbil pacTeop oT BecligeTHOro o cooTeeTCTBYET
_ CBETMO-XENTOro
LIBETHOCTb MAKC. GY5 COOTBEICTBYET
MPO3PAYHOCTL lMpo3paqHbii COOTBETCTBYET
#3BNEKAEMBIN OBLEM 50-53mn 5,1 mn
NOAMMHHOCTL NA3WUHA Bpema yoep#uBaHWA 0CHOBHOTO Nk COOTBETCTBYET
COOTBETCTBYET CTEHAAPTHOMY PacTBOpY par i
PH _ 96-110 10,2
KONWYECTBEHHOE CNPEAENEHWE 90.0~110,0% 100,0 %
CTEMNBHOCTL _ CrepunsHo COOTBETCTRYET
HEBAOVMBIE BKNIOYEHWSA PASMEPOM 210 MKM 0 -6000 128
HEBVAWMBIE BKNIOYEHUA PASMEPOM 225 MKM 0600 1
BUAVMBIE BKNKOHEHWA COOTBETCTBYET COOTBETCTBYET
BAKTEPWAITEHBLIE 3HOOKCUHLI 0,0000 - 0,0800 E 3fwur < 0,0700 E Simr
Omnowesna:  HET [X] JA[ ] {8 ciy4ae cyiecTBeHHbIX OTKIIOHEHWT, KOTOPbIE MOTYT MOBMMATL Ha KaYECTED NDOAYKTA)
OnucaHue OTMETKU:

3107 NpoayKT Bbin npoTecTMpoBaH B cooTeeTcTBUM ¢ COM: GMP._QAM_0075

3akmouerue:

HacTosLLMM NOATBEPKAAEM, HTO BbllLSYKasaHHan CepyM HHAOPMALWMA A0CTOBEPHA W NpasunkHa. farHan cepua npoaykTa Brina
NpOu3BEAEHa, BKNIYas NPOLIECC YNaKOSKN M KOHTROMA KAYecTea, B MOMHOM COOTBETCTBUM C TpeBosaHusmi GMP NoKansHoro perynsTopHore
OpraHa v B COOTBETCTBUM CO CeUMMUKaLIMAMY PETUCTPALIVOKHOMD. AOCKE CTPaHL! MMNOPTA. 3arcy No NPOMIBOACTRY, YNAKOBKe K aHANMIAM
MPOBEPEHLI M NPK3HAHLI COOTBETCTRYIOWMMY TpeGoraHnay GMP.

YnonHoMoYeHHOoE NLQ: ROANKCE:



