JNEPKABHA CJIVKEA 3 TTKAPCBKHX 3ACORBIB TA KOHTPOJIKO 3A
HAPKOTHKAMM ¥ KHIBCLKIH OBJIACTI

npog. Ceitniunof Hagil, 3, mXuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CAPIIOY 37078774

BUCHOBOK
PO AKICTb BBE3EHOI0 B YKpajHy JiKapchKoro 3acofy

26.10.2023 Ne 52265/23/10

JOCTAHEKC

{naiiMeHyRANAA NiKAPSEROTO 3acofy arikuo 3 peecTpaniitinum moepinuenHaAn)
TadueTkit o 0,5 Mr; mo 2 Tabaerky y dmaxoni; mo 1 duaaxony B kaprowuiii kopotui

(ipopma BUNYCKY, A03YBAHHA, BII TRKYBAHRA JIXADCLROTO 39000Y)

Hoatep peectpauiiinoro nocsigyenus UASS5194/01/01 crpox zii peecrpauiiinoro noceimuenns 01.01.2099

Cepia nixapesxoro sacoby Ne HC7711 Kinbricts 8BezeHoro aikapebroro 3acoby 2412
Bupofnik [Tpatizep frazia C.p.Jr., ITanis
(safiMetiyBanBa BIPofiRHKD TIKAPCRKOro 3acoby, KpaiHa NOXOLKENHA)
Baeseno 8 Vipainy Crinune ykpalHChbKO-eCTOHChKE NiZNMPHEMCTEBO ¥ HopMi TOBAPHCTEA
3 o0Meskeno00 BianoBigaasnicTo "Ontima-Oapm, ITI", jaenr. kox:
21642228

(saitsenysamsts To kox 3a EAPIIOY wepuaninol ocobit 6o apizeuue, iM', ne Sarskoni hizgkoi
ocabit - mignphesa, 1 Alicle HPoRHEBAHHY TA peeoTpaiiiinstl Hosep ofaIKORDT KAPTRI BAATHIEL
noAarkie 200 cepia Ta HoMep MactopTa)

Fporoken Bizyassnoro konrpoao sia 24.10.2023 N 3348/10.

32 peayabratamyl  IEpHABHOTO KOHTPONIQ BCTAHORAEHU, wj0 Jikapeskuil 3acid  Beeseno B Yepainy 2

AOTPHMAHHAM sunor 3akoHeOaBCTBA 1010 330¢3HCUCHHS AROCTE TIKAPCEKNX 3ac0biR,

Ipana HIAJIAMAP

{iritiany Ta n piaaHic)
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CERTIFICATE OF ANALYSIS

FO00138696

Pfizer Italia S.r.l.

Localita Marino del Tronto

63100 Ascoli Piceno (AP).

Tel. +39 0736 305.111 — Fax +39 0736 305,263 —www.pfizerit
Societa diretta e coordinata da Pfizer Inc.

Stabilimento di Ascoli Piceno

C}\

Pfizer Global Supply (PGS)

DOSTINEX 0.5MG TAB 1X2 GBTL UA

Description:

Batchn. HC7711
Mfr date JUN-2023
Exp date MAY-2025

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.

APPEARANCE
IDENTITY(TLC)

IDENTITY CABERGOLINE (HPLC)

TOTAL RELATED COMPOUNDS (HPLC)
CABERGOLINE ACID (HPLC)

N-OXIDE CABERGOLINE (HPLC)
RELATED COMPOUNDS,EACH UNKNOWN <=
0.3%

DISSOLUTION TEST IN 15
DISSOLUTION TEST IN 15' (MIN)
UNIFORMITY OF CONTENT (PH.EUR)
DISSOLUTION TEST IN 15' (MAX)
ASSAY CABERGOLINE (HPLC)

TAMC

TYMC

ESCHERICHIA COLI

U.M <-~—SPECIFICATION-——-> <---RESULT-—->
Same as description. COMPLIES
Rf of the sample matches EXACT
standard.
Same retention time as EXACT
cabergoline working standard.

% N.M.T. 1.5 0.3

%o N.M.T. 0.5 0.1

%o NM.T. 0.3 0.0
COMPLIES COMPLIES

Q% N.L.T. 75 COMPLIES

Q% ENTER VALUE 92
COMPLIES COMPLIES

Q% ENTER VALUE 100

mg/tbl 0.475 - 0,525 0.489

CFU/g 10exp3 0

CFU/g 10exp2 0

/g ABSENT ABSENT

The batch meets the current analytical specifications F 3070UA.

Registration certificate N°: UA/5194/01/01
Quantity released: 37,281 packs

DOSTINEX 0.5MG{CABERGOLINE 0.5MG TABLETS)

Q.0. RELEASED DATE:
31-JUL-2023 -

Quality Operation Product Assurance
Lot Dispositioned By
TIZIANA MECOZZI

vl % . Tiziana Mecozzi
£ " 01 Aug 2023 06:24:045-0400
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Capitale Sociale €1.000.000.000,00 i.v.

Part. [VA 01781570591

Cod. fisc. E Registro Imprese Latina 06954380157

R.E.A Latinan, 110637

Sede Legale — 04100 Latina — Via [sonzo, 71

Sede Amministrativa — 00188 Roma — Via Valbondione, 113

CoclUUD : R6blataa-Mee-4d3d-9f5-f98b95c34cc2




Pfizer Italia S.r.l, @ P 7er
Uffici e Stabilimento Ascoli Piceno

Via del Commercio, 2527 Localitd Marino del Tronto
63100 Ascoli Piceno (AP)
Tel. +39 G736 305.111 Fax +38 0736 305.263

MANUFACTURER’S BATCH CERTIFICATE
For Drug /Medicinal Products Exported to Countries under the Scope of a Mutual Recognition Agreement
(MRA) or PECA

Name of product
Dostinex®

Importing country
Ukraine

Number of registration certificate
UA/5194/01/01

Active substance and Strength/Potency
Cabergoline 0.5 mg

Daosage form
Tablet

Package size and type

Bottle * 2 tablets

Lot Number Quantity
HC7711 37,281packs

Date of Manufacture
JUN-2023

Expiry Date
MAY-2025

Name and address of manufacturer
Manufacturer/Packager/Quality Control;
Pfizer Italia S.r.l.

Localita Marino del Tronto - 63100
Ascoli Piceno (AP), Italy

Number of Manufacturing Licence
aM - 22/2023

Sede legale; 04100 Latina Via Isonzo, 71

Sede amministrativa: 00188 Rorna Via Valbondione, 113

Capitale socizle €500.000.000,00 i.v.

REA. di Latina n.110637

Partita IVA 01781570591

Cod. fiscale e Iscrizione al Registro Imprese di Latina n. 06954380157

>0cieta con socio unico soggetta alla direzione e coordinamento di PRzer Inc. www.nfizer.it

DocllID : aBeB46eS5-2d0a-4b28-be79-ebe58a327c15




12.

13.

14.

15,

16.

Pfizer italia S.r.l,

UfTici e Stabilimento Ascoli Piceno

Via del Commercio, 25/27 Localitd Marino del Tronto
63100 Ascoli Piceno (AP)

Tel. +39 0736 305.111 Fax +39 0736 305.263

Results of analysis
Attached is Certificate of Analysis

Comments
Storage condition: store below 25°C

Certification statement

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging\labeling and quality control at the Ascoli Piceno site in

full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

Name/title of person authorizing the batch release
Tiziana Mecozzi
Qualified Person

Signature of person authorizing the batch release

. Tiziana Mecozzi
01 Aug 2023 04:09:056-0400

REASON: | approve this document.

72383a48-2df6-47ad-8216-8Bcld7ef2dfea

7;'2/224'& ecozz/

Sede legale: 04100 Latina Via Isonzo, 71

Sede amministrativa: 00188 Roma Via Valbondione, 113
Capitale sociale €500.000.000,00 iv.

R.EA. di Latina n.110637

Partita IVA 01781570591

Cod. fiscaie e Iscrizione al Registro Imprese di Latina n. 06954380157
S0cieta con'socio Unico scggetta alla direzione e coordinamento di Pfizer inc.

DoclUID : aBeB46e5-2d9a-4b28-ba73-ebe58e327c15

www.pfizer.it




