. 1OBPOBOILHAA CEPTHOUEALMA HPOIVRIIIL
§; B CUCTEME I[OBP()BOJILHOF{ CEPTHOUKALINU «CTAHJIAPT KAYECTBA - CH GHPb»
H Ne POCC RU.32232.04CW0 ot 10.04.2020 1.

e CEPTUDUKAT COOTBETCTEUS

ayecTea

No POCC IT.9M10.C12459 - 04CI0

Cpox peficTBug ¢ 28.05.2020 mo

| OPTAH IO CEPTUDHEKAIINM
| POCC RU.000.1TDMIO OPI'AH 110 CEPTH®HKALHH OBIECTBO C OFPAHHYEHHOH
L OTBETCTBEHHOCTBIO "CHEHPCKIIT LEHTP JIEKTAPHPOBAHHA H CEPTHOHEAUI".
? I adpec opeanwsayuu . 630007, Poccuiiexas Dedepayus, Hosocuduperan obnacme, 2. Hoaocubuper,
| vr Kossgywuemuneckan, 0. 35 aghuc 344, men/ake (383) 209-02-34, hipJiscds-nsk.rw

|

OPOAYKLIMA

. 1 Herapemeentioe cpedemeo: Jocnniiexc, mabnemru 0.5 w2 8 wii., hrakons: meMrozo cmesia kon e 034-2014

i (1, nuukn KapHIOHHBE, (KITEC-2008) (OKIEL2).
PV AR JINOIZOOS/GT om 19.11.2007 (dama savenv 30.07.2018), auidaiy Tepaiizep Hux, CLUA. 21.20.10.172

L cepus DF7 149, napmus 10080 ynakogox, 2odei 0o 31.08.2021 , Korimpaxm Ne 31718 PY om
H 19042018, uneotic N 4-31/18PY om 09.04.2020

|| COOTBETCTBYET TPEBOBAHMAM HOPMATUBHBIX ACKYMEHTOB
[T NOE3905/01-070814, uim. 1-6 Kod 4 Hoda
3004%6’{75}2”

. HU3TOTOBUTEAL
; Hpaiep Hmanus C.pa., Marino del Tronto, 63100 Asenli Piceno, Ntaly
i cmipane. matun

"\ CEPTHOUKAT BbIAAH
Q00 "hyraes.py”,
HHH 5262220877 . Aopec : 603089, o. Huncuuit Hoszopod, ya. Pritunckan,ogpue 58. Teieghon: 8(831) 282-38-60

HA OCHOBAHUWU

npomorkon uensmanl Ne 1036.20 om 28.05.2020 #1000 "CuBGUPCKUL Yeump QeRIAPUpOGanIR 1 Ceprimepur i,
ammecmam akxpeoumanuu RA.RU.21Q1S om 06.03.2015 2., cepmughuxam ananisa npoussooumeis 10.12.2019

H).B. Cenesnena

E.H. Aeronwuua
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OnucaHue npenapara: AOCTUHEKC 0,5 mr, 8 tabneTtok Bo ¢dnakoHe, RU/WB
Koa npogykuuu: FO00125141

Homep cepuu: DF7149

Hata npouseogcrea: 09/2019

£ata ucteyeHnn cpoka roagHoCTM: 08/2021

CTpaHa Ha3HayeHwus: RU/WB

MCINO/b3YEMAA NPOAYKLMNA B ®OPME UH BAJIK:
OnucaHue: KABEPTO/INH 0,5 mr, 8 Tabnetok 80 pnakoHe
| Koa npoaykuum B popme uu Bank: H000204701

Homep cepuu: CW2001

Hactoawwm noaTeepxaao, 4T0 NPOU3BOACTEO, YNaKOBKa M KOHTPO/Ib Ka4yecTBa AaHHOMW cepum
OCYWECTBAANNCL B COOTBETCTBUM C TpeboBaHuAMM Hagnemauwien NMPON3BOACTBEHHOW NpakTKKM (GMP),
cornacHo pyrkosoactey EC no Hagnemauwen nponssoacTBeHHOMN NPaKTUKe NeKapCTBEHHbIX NPenapaTos,
€ MCNONb30BAHNEM TEKYLLUX NPOUIBOACTBEHHbBIX MHCTPYKLMIA 1 MHCTPYKUWIA NO NpoBeaeHMIO
UCNbITaHUMA.

AOKYMEeHTaLMA NPOUECCOB NPOMU3BOACTBA, YNAKOBKM M UCNBITAHUA ABAAETCA NonHOW u Bbina
npoaHanuiMpoBaHa M 0a06peHa.

B npouecce NpoussoACTBa, YNaKoBKM U KOHTPONA KAYECTBA OTMEHANOCH:
(X) OTcyTCTBUE OTKNOHEHMM, CNOCOBHLIX OKa3aTh BAMAHME Ha BbINYCK NPOAYKLUMK.

() OTKNOHEHMA, CNOCOBHbIE OKa3aTk BAUAHUE Ha BbIMYCK NPOAYKLMMK, KOTOPbIE Bbinn
MPOAHanU3npoBaHbl M 0406peHbI COTNACHO YCTAHOBNEHHOM npoueaype no OTKAOHEHUAM.

( ) AononHuTenbHan 3HaYMMaR MHDOPMaLMA KacaTesIbHO KayecTsa NpoAYKUMM NPUAAraeTca.

Cepua npenapara COOTBETCTBYET COrNacoBaHHbIM cneyndrKaumMam u Moxet BbiTb BbinyweHa ANa
npogamu.

Ascoli Piceno, 10/ aek / 2019 Noanuce:

MoANKCb YNONHOMOYEHHOrO NKLa:

_,::m Slampato & parire d %ﬂ*’ i Database? NSEHICIDEPROD Bhber. com:1 521 fpemapro. piest.com
Dot dx <SYS>




Pfizer Italia S.r.l.
Localita Marino del Tronto
63100 Ascoli Piceno (AP).

3asog, Ascoli Piceno

Ten. +39 0736 305.111 — ®aKc +39 0736 305.263 - www.pfizer.it
O6uiectBo nog ynpasneHuem u KOOPAMHAUMeH KoMnaHuu Pfizer Inc.

Pfizer Global Supply (PGS)

CEPTUDUKAT AHANIU3A

FO00125141
LOCTHUHEKC 0,5 mr, 8 TabneTok so ¢nakoHe, RU/WB
Homep cepuu: DF7149

Alara npoussoacTea: Centabpn 2019r.
£AaTa ucTeyeHWA CpoKa rogHoCTH: asrycr 2021r.

OnucaHue:

Benbie nnockue npogoAroBaThie TabneTkn, C Mapk1poBKoi «PU», paigenerHble HACEYKOW, C OAHOW CTOPOHDI, W C
MapKUPOBKOH «700», C KOPOTKUMM HaCEUKAMMU CBEPXY M CHWU3Y YUCNA, C APYTOW CTOPOHBI.

NOKA3ATENU EQ.U3M. HOPMBbI
BHewHun Bug AHaNOrMYHO ONUCaAHUIO

NoanuHHoOCTL (TCX) Rf ucneityemoro pacrsopa
COOTBETCTBYET CTaHAAPTY

NOANMHHOCTb, KABEPTONKMH TOYHO COOTBETCTBYET

(BIMX)

OBULEE COOEPHAHWE % HE BONEE 1,5

NPUMECEN (BIMX)

KWUC/IOTA KABEPTOIMHA % HE BOSIEE 0,5

(BIMKX)

KABEPTO/IMHA H-OKCUA % HE BONMEE 0,3

(BIMX)

HEONPEAENEHHbBIE NPUMECH COOTBETCTBYET

<=0,3%

PACTBOPEHME, 15 MWUH Q% HE MEHEE 75

OAHOPOAHOCTb A03UPOBAHUA COOTBETCBYET

(PH.EUR)

KONMMYECTBEHHOE COAEPHAHUE mr/Tabn 0,475 -0,525

KABEPTO/IUH (B3MKX)

OBUWEE KONKMYECTBO KOE/r HE BOAEE 2000

A3POBHbIX BAKTEPWUIA

OBLWEE KOMMMYECTBO TPUEOB  KOE/r HE BOJIEE 200

ESCHERICHIA COLI /r OTCYTCTBYET

PE3Y/IbATbI
COOTBETCBYET

TOYHO COOTBETCBYET
TOYHO COOTBETCTBYET
0,2

0,0

0,0

COOTBETCTBYET

COOTBETCTBYET
COOTBETCTBYET

0,521

0

0
OTCYTCTBYET

MpoayHT, BBINYWEHHLIA ANA Poccuiickoli Pepepalunu, Ero ynakoska 1 MEPKUPOBKa COOTBETCTBYIOT NONOKEHUAM

HOPMaTUBHOM AOKymeHTauMmu Ne M N013905/01-070814

Cepua COOTBETCTBYET TeKyLUEH aHANMTUYECKOMN cneunduKaumm.
JATA BbINYCKA OTAENOM OBECMEYEHMA KAYECTBA:

10 pexabpsa 2019r.

QOara: 12 pekabpa 2019r,

Oraen obecnevennn KavyecTsa
Pewenwue no naptuu:

VITTORIA MANCINI

f‘.”-z_i.z;‘ | of }
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Product description DOSTINEX 0.5mg TAB 1x8 BTL RUWB
Product code F000125141

Batch number DF7149

Date of manufacturing 09/2019

Expiry date 08/2021

Destination Country RUWB

USED BULK PRODUCT:

CABERGOLINA 0,5MGXBCPR FL ANON

Description
Bulk code H000204701
Batch number Cw2001

| hereby certify that this batch has been manufactured, packed and tested under GMP conditions
in accordance with EC Guide to Good Manufacturing Practices for Medicinal Products, using
current Manufacturing Instructions and Test Instructions.

The documentation of the manufacturing and packaging process and testing is complete and has
been reviewed and approved.

During the course of manufacturing, packaging and testing there were:
( ) No deviations that may influence the release of the Products.

) Deviations which may influence the release of the Product. These have been
reviewed and approved in accordance with an established deviation procedure.

( ) Additional relevant information regarding the quality of Product is attached.

The Product batch conforms with the agreed specifications and can be released for sale.

Plizer atig .00
PGM Asdob Plant
Wittorig Mangin’

AUAHY Gigera

Ascoli Piceno, ___ /o / Signature:

QP Signature: | '

5 _ Identificativo CERTIFICATE_OF_COMPLIANCE, versione. 1.1
S (OETEET Stampalo a partire da: ReportingService
Stampato da: <SYS> Qualified Parson




Pfizer ltalia S.r.1.

Localita Marino del Tronto

63100 Ascoli Piceno (AP).

Tel. +39 0736 305,111 - Fax +39 0736 303.263
Societa diretta ¢ coordinata da Pfizer Inc.
Stabilimento di Ascoli Piceno

www . pliZeriy

Pfizer Global Supply (PGS)
CERTIFICATE OF ANALYSIS

FOO0125141

DOSTINEX 0.5MG TAB 1X8 BTL RU/WB
Batch n. CF7149
Mfr date SEP-2019
Exp date AUG-2021

Description:
White, flat, oblong, with engraving "PU" divided by a score on one side; engraving "700" and light score above
and below the central "0" on other side.

€ meeeeeeeaiiooo- TEST----=sucooccooat > U.M <---SPECIFICATION----> <---RESULT--->
APPEARANCE Same as description. COMPLIES
IDENTITY(TLC) Rf of the sample matches EXACT
standard.
IDENTITY CABERGOLINE (HPLC) EXACT EXACT
TOTAL RELATED COMPOUNDS (HPLC) Y N.M.T 1§ 0.2
CABERGOLINE ACID (HPLC) % N.M.T.0.5 0.0
N-OXIDE CABERGOLINE (HPLC) Yo N.M.T. 03 0.0
RELATED COMPOUNDS,EACH UNKNOWN <= COMPLIES COMPLIES
0.3%
DISSOLUTION TEST IN 15 Q% N LTS COMPLIES
UNIFORMITY OF CONTENT (PH.EUR) COMPLIES COMPLIES
ASSAY CABERGOLINE (HPLC) mg/tbl 0.475 - 0.525 0.521
TAMC CFU/g  N.M.T. 2000 0
TYMC CEU/g  NM.T. 200 0
ESCHERICHIA COLI g ABSENT ABSENT

The product released for Russian Federation and its packaging and labeling comply with the provisions of the Normative

documentation Ne [1 NO13905/01-070814

The batch meets the current analytical specifications.

Q.0. RELEASED DATE:
10-DEC-2019

Date: 12-DEC-2019 Approved by

Ao F

s : "

Quality Operation Product Assurance

wy

St o

Lot Dispositioned By
VITTORIA MANCINI

“Pfizer italia S.rl
Tiviana Mecozzi

Laboratory Operations Manage”
Ascoli Pieeno Plant

- Pfizer italia S.r.l.
PGS Ascoli Plant

Michela Giordani
Tuality Operations

Approved by

Capitale Socale € 1000000 000,00 1 v

Pan IVA 01781570591

Cod. fisc. E Registro Imprese Lating 06954380157

REA Latinan 110637

Sede Legale - 04100 Latina - Via lsonzo, 71

Sede Ammimistrativa - 00188 Romu - Via Valbondione, 113
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