Ostenfelder Strasse §1 - 61,

509320 Ennigerloh, Germany

Octendenaep ITpacce 31-61,

59320 Ennirepnox, Hivennma Rottendorf Pharma GmbH
Tel: +49 {2524) 268-0, Fax: +19 {2524) 268-100 Portennopd Mapsa Mo X

Certificate of Quality
Ceprudikat ssKocTi

Manufacturing Anihorisation number! Wosep sien il is nipabmiarse: E_NW_05_MIA_2023 0015

Product: MIRAPEX®ER, extended-release tablets 0,75mg

HNpenapar: MIPATIEKC® /L, Tabaetkn npoaonrosanoi aii no 0,75mr
Importing country/ Kpaina-imnoprep: Ukraine/Ykpaina

Country of Manufacture/ Kpaina-supoGunk: Germany/Himesmiia

Active ingredient/ Axtuanuit inrpenicnt: 0,750 mg pramipexole dibydrochloride monohydrate

0,750 Mr npadinexeony AuriipoxXaapIy MOHOMApaTy

.. Marketing Authorisation Mumber:LA/3432/02/02 Valid till: perennial
Percrpaiifine noceiaueHia; LIA3432/02/02 Jic no: GescTpokoBo

Type of the package: 10 tablets in a blister; 3 blisters in a carton box labelled in Ukramian language
Vnakorka: no 10 rabnetor v Baictepi; no 3 Gnictepn B kapTonnill kopobui 3 MapKyYBIHHAM YEPATHCREOK MOBOK)

Manufacturing and releasing site/ Rattendorf Pharma GmbH
Japoa-supobiuk Ta pianosizaamnit 3 Ostenfelder Strasse 51 — a1, 59320 Ennigerloh, Germany
Porrenaopd apma MabX

BIITYCH CEpil: _— 3
: P Ocrendennaep Wrpacee S1-61, 39320 Ennirepnox, Hisenunna

Primary and secondary packagmng and Rottendorf Pharma GmbH
labeling site’ Bupodime, Am Fleigendahl 3, 59320 Ennigerloh, Germany
BiIOBI AT R 10 HepRIE T2 Porrennop apua 'm6X

At thagiirenaane 3, 39320 Enwirepaox, Hiseuwnma
RTOPHINEG MIKYRINHR, MAPKYRIHHA:

Date of Manufacture/ Jata supobunurea: 20/1 172023
. Date of Expiry/ INpuygamdi 1o 112026

Batch size/ Poamip tup'r'l': 1740 packages / YITAROBKIL

__________ Sa—ssS s Sl e S

Certification statement:

| hereby certify that the information hereinabove is truge and correct. This product batch has been manufactured
(including packaging/labeling) and subjected to quality control at the site indicated abave in full compliance with the
GMP requirements, as published by the local regulator, as well as in accordance with the specifications given in the
registration dossier or marketing license of the manufacturer or imparter country, in cases where the product is imported,
ur in the Product Specification File for a study medicinal product. The manufacturing, packaging and test records have
been reviewed and confirmed as GMP-compliant.

Cainonrso npo ceprudikanino:

Llis 8 JacRIAUYI0, WO Hakeaena sime indopmauis ¢ aocToRiprok Ta Touneko. Lo cepito npoaykuii Gyo supobeno
{ BRI NAKY BAHIA MAPKYBAINGE ) T3 NPOBEACHD KOHTPONK i RKOCT HA EHILETATHENCHIN BN Y NOBRHIN
piAnoRLIHOCTI 3 istorasi GMP, BCTAHOBASHIMIL MICHUEBIM PErYASTOPHIM OPIAHOM, 3 TAKOK BLINOE]
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Octendenstep Wtpacee 51-61,

50320 Ennirepnox, Hiserrnuna
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Rottendor! Pharma GmbH

Porrewaopd dapsa MubX

Certificate of Quality

Ceprudikar skocti

Product: MIRAPEX®ER, extended-release tablets 0,75mg
Mpenapar: MIPAITEKC® 11, taGaersu npoaonrosanoi aif no 0,75vr

Bateh number/Homep cepiits 23IK0633

Test
Bunpoiiveanns

s i S

Appearance
Visual test

Joauimwii anrana
Bivvaannnii konrpoas.

Loss on dryving (Weghog)

Brpara B saci npm soncyarysaiiii
| TRy R
Identification
Inennndikanin
SND I CLIY oligud

chaomatography )

SKD 919 CL2Y (BEFX)

SND 19 CLIY (Lwgusl
chromasography)

SND 919 CL2Y imiryy

Active ingredient degradation
poayerm posEaay axTisnoer o
inmrpeTiciTs

Cropinka 217

Specification
Crewinikatis

White to off-white, round, biconvex,
bevel-edged tablets, one side debossed
with the BI company symbol and the
other side debossed with P2

Bini afo martse Gind, kpyrai, asoonyksi
TAfAETHH ¥ CHOUIEHUMIE KPAAMI, 3
BITABEHIM 3 0AH0ro Goky A0roTinemM
wosnanii «Blo, a 1 inworo Goky « «P2s
<= 10,0 %

== 10,0 %

The retention time of the active
ingredient in 3 chromatogram obtained
with the test solution must correspond 10
that obitained in the chromatogram of the
standard solution,

Yag yIpHMYBAHHE BKTHBHOTD
IHIPEAICHTE HA XPOMATOrpaMi
BINPoSYEaHOTD POIHIY Mar
BUINORIIATI HACY YIPHMYBAHHA 1
XPOMATOIPAMI CTANIAPTHOND POy
The UV of the nctive ingredient
spectrum obtained with the test solution
musl correspond (o that obtained with the
standard solution.

Ver-CneRTp AKTHEHOID IMFPERICHTE,
OTPHMAHNA NP nepesipul
BUAPOOYEIHOTO POTINHY, HOBNIEH
pianonizaTn Y d-CnesTpy, OTRHMEHOMY
T MEPERIPLT CTAMIAPTHOrD POrimhy

Test result
Peivasrar

Number of analysis/Homep anamisy: 4233143

conforms

EEAMORLTAC

6.4

L

conforms

BIANOBL

conforms

BIANORLAAE
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Ostenfelder Strasse 51 - 61,
59320 Ennigerloh, Germany
xctendenniep LTpacce 51-61,

59320 Eunirepnox, HiMeuwinga

Tel; +49 (23247 268-0, Fax: +49(2524) 268-100

Rotendor! Pharma GmbH

Porrenpopd Dapma ['mbX

Certificate of Quality
Ceprugikart axocri

Product: MIRAPEX®ER, extended-release tablets 0,75mg
IMpenapat: MIPATIEKC® T1J1, TabaeTku npoaourosanoi aii mo 0,75mr

Batch num hc:rIHn-m:p ce |1|'|

Test
Bunpodywania

product O D LOSDN {Ligusd
chaomatography)
npoayer CD 10503 (BEFX)

any unspecified degradation

prmlucl (L equed chirtom atographiyi
fivaL-AKi HERCTAHOBACH]
NPOAYKTIE POIIATY
{BEPX}
Total degradation (lgud
chromatography)
AL KULKICTE
NPAYKTIB POy
(BEFX)
Active ingredient content
KinnkicHe BH3HaScHnga
SND 919 CL2Y (Lagud
chromatography)
SND 1P CL2Y (BEPX)

Uniformity of dosage units
Content uniformity
SKND 919 CLYY

{Ligquid chromatagraphy i

CamopianicTh J0T0REHNY 010
Oumopiamicrs BaicTy
SND 219 CL2Y (BEPX)

Cropinka 317

hﬂ»&h

Specification
C nctll:qhmaum

== {4 %

= 0.4 %
=04 %

<= 04 %

= 1.0 %

==1,0%

05,0 - 1050 %%

of stated content

95,0 - 105,0 %

B ARSI KRR

Theory: 0.75 mg

Requirement A (n=10) = 15.0%
Reguirement B {n=30) < 15.0%

Mo individual value 15 less than 0.75 M

nor more than 1.25 M

M = reference value according to
Ph.Eur /USP/AP

Janeaeisdh maeicr: .75 mr

Bumora A (n= 10} = 15.0%
Bustora B (n= 20) = 15.0%
Hoake  IHAWBIIVANKHE  IHAMEHHR

no Capon. Maps
Anowi

Number of 'm:ﬂ;. sis/Homep ana m:q

ne
senie, ik 0.75M abo Giasine, M
1.25M
M o= cTaHREPTHHA NOKAIHIK BLATGRLIND
Mapm. CLLLA ¢ Dapa

Test result

-I""hH'-
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Pesvnsrar Chanmuns
0.0 %o
0.0 Y
(LK1 L
0.0 %o
0.0 5y
996 %
99 6 oy

acceptance value
il %o
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