AEPKABHA CJIVIKEA 3 JIIKA-PCI—:KI:_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCBKIHA OBJACTI
npos. Caitanusnol Hanid, 3, s.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
npo AKICTE BBe3eHOro B YKpainy JikapcLKoro sacody

08.02.2024 it 3984/24/10

MIPAITEKC®

(HaiiseryBanis xikapcexore 3acofy 3riana 3 peccrpauiitanM nocriaGcuig)
TaGxerkn no 1 mr; no 10 Tadaerok y Gricrepi; o 3 GaicTepn B kapTouniii Kopoodii

(thopata BHILYCKY, 1OTYBANHA, B NAKYBANHA HKAPCRKGTO 3ac0BY)

Honep pecerpaniiinoro nocgipuenns UA/3432/01/02 crpox aji peecrpaniiinoro nocniguesus 01.01.2009

Cepisg nixapeskero sacofy Ne 303876 KinnkicTs Boetenare aikapeskoro sacoby 14
Brpotnuxk Bepinrep Inreasxaiim @apma I'v6X i Ko. KT, HimMeuwina
(z1afiMeHYBaHNA BUPODIIKR MMKAPCLROro 3000y, KpaiHa MOX0TACHHER)
Breseno B Vipaiuy Crifble yKpalHChKRO-CTONCHKE NIANPHEMCTRO ¥ GOpPMi TOBAPIHCTBA
3 obMexenoo pignosigageiicTo "Onrista-Dapny, AT, ineur. xoa:
21642228

(raitsenypanis T4 Ko 3a CAPHOY ropuananef ocodit afo npiasimnue, iM'a, no Gatokopi gnsngrel
OLODH « miAIpHEMIE, T MiCHe NPOANBARNS Ta peccTpaniiinnit HoMep 06IKOROT KAPTEH NIATHIKD
noJarkis abo ¢epia T2 HoMep nacitopra}

Hporoxos Bisyaswuoro korrpomo sia 07.02.2024 5= 0280/8.

31 pe3yALTATAMIT HCPAABHOTO KOHTPOMO BCTAHOBNCHO, IMO JUKAPCHKIGT 3aci6  Beeacno =B YEpainy 3

AOTPHMAHNHIM sHvor 3ak0H0AaBCTEA W00 306e3euenna sxocT! HiKapepkix 320618,
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Binger Strasse 173, 35216

Boehringer
Ingelheim am Rhein, Germany ll II IHgElhElm
e S Lt Boehringer Ingelheim Pharma GmbH & Co. KG
Inreabxaiiy va Pedini, HiMeuunna
Tel: +49 (6132} 77-0. Fax: +49(6132) 77 2326 Bepinrep lureasxaiis ®apma I'mbX 1 Ko, KT

Certificate of Quality
Ceprudikar sakocri

Manulacturing Authorisation number Hosep aiuensit va anpoinuuras: E_RP_01_MIA_2023_0002

Product: MIRAPEX®, tablets 1.0 mg
IMpenapat: MIPATIEKC®, tabaerku no 1.0 mr

Importing country/ Kpalua-imnoprep: Ukraine/Yxpaina
Country of Manufacture/ Kpaina-snpodunk: Germany/HimewynHa

Active ingredient/ Axtnsuuii inrpegient: | mg pramipexole dihydrochloride monohydrate
| Mr npaminexcony JHriapoxnopnay MoHOrApaTy

Marketing Authorisation Number: UA/3432/01/02 Valid till: perennial
PeecTpauiiine noceiguenna: LUA3432/01/02 Hie no: descTpoKORD

Twpe of the package: 10 tablets in a blister; 3 blisters in a carton box labelled in Ukrainian language
Ynaknm\:ﬂ no 10 Tabnerok v umn.rc:pl no 3 ﬁ’llc‘inh‘ B8 lcapmu;-nn KUP'U'DI]_E T MAPKYBAHHAM YEPATHCRKOKY MOBRDID

Batch number/Hosep cepii: 303876
Date of Manufacture/IlaTa BipofHHUTER: (7/03/2023
Date of Expirv/ TTpuaaramii go: 03/2026

Batch size/Poamip cepii: 864 packages / vNaKosKH

T P— P =

Certification statement:

I hereby certify that the information hereinabove is true and correct. This product baitch has been manufactured
{including packaging/labeling) and subjected 1o quality control at the site indicated above 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 importer country, in cases where the product
is imported, or in the Product Specification File for a study medicinal product. The manufacturing, packaging and
test records have been reviewed and confirmed as GMP-compliant.

Ceitonrso npo ceprindikamim:

Ll 5 saceiguyio, ulo Hasegena siule iHopmaiis € qocToBipHoo Ta TogHow. Lo cepiro npoaykuii 6yno
BHpoGAeHO { BEMIOYA0YI nax}'nalmamapx}raaum] Ta MpOBEIEHO m:-rrpma 'l'i"slm-.Ti Ha BHIlle3azHaueHiR QibHULI

BignosiaHo 10 cneundirauiil, wp G r;k Spauiiinomy gocee alo Toprcrmﬁ miueHsit RpﬂJHu BHPODHHEKS
s b b

fgrehy. aﬁu ¥ DOCHE cncumbmaun‘i Ha mpenapar uia

CO0Q-371105-V13
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Binger Strasse 173, 55216
Ingelheim am Rhein, Germany

Binrep llrpacce 173, 55216

~\ Boehringer
1||l| Ingelheim

Boehringer Ingelheim Pharma GmbH & Co. KG

lhreaexaiis Ha Pefui, Himeuunna

Tel: +49 (6132} 77-0. Fax: +49 (6132} 77 2326 Bepiurep lurensxaiiv @apsa I'vbX i Ko, KI

Certificate of Quality
CeprudikaTt ssKocTi

Product: MIRAPEX®, tablets 1.0 mg
[Mpenapar: MIPAIIEKC®, Tadaerkn no 1.0 mr

Number of analysis/Homep ananizy: 3619317

Test Specification Test result Unit
Bunpobysanus Creundpixantin Pesynerar OaonHMuUs
Description (visual test Flai. round, white tablets with bevelled conforins
edges and markings. One face P9/ deep
breakline /PY, other face Boehringer
Ingelbeim Company symbaol / breakline /
Boehringer Ingelheim Company symbol
Toswimnii Buran (ome) Eini. kpyrni, nnocki Tabnetsw i BiAmoRiTac
{Bi Sy ThIMT TeCT) CROIIEHINMH KPAAMM T MapKYRAHHAM:
P9 / ramboka DiKiA posaomy P93
oanore GoRY. NOTOTHI KoMIaHil
Gepinrep lurensxafisa / nivia posnomy /
noroTHn kRoMnaHil bepinrep Inrencxadism
1 IHIIOrD DoKY
Odour forganaleptic test) Almost imperceptible conforms
Banax (oprancaentiannd reeti MAHAE HEBIIMYTHHIT BinnoRizas
Desintegration time jrechaical west) <= 15 min 21212121212 min
Yac POIMAAY (TexmiaHnh TeeT) <= |5 %8 A2 ¥B
Microbiological quality®*
Mixpodionoriyna YHeToTa **
Total aerobic microbial
count (TAMC) /g not more than 10° CFU <10 CFU/g
JaraibHe Qe aepobun
miwpoopranizyis (TAMC) T
poop : 4 <10 K¥Oir

we Gineure 10° KY0O

Total combined
Yeasts/Moulds count

(TYMC) /g Not more than 10° g <10 CFU/g
Jaraanne mean
NPIHTROBHY | naicenernx rpubin 1\
ne Ginewe 102 KYO <10 K¥O'r

(TYMC)/r

Specified micro-organisms:
Escherichia coli/ g

Mot detectable

Ok pemi Boan
MIKPOOpPramizaie:

Escherichia cali / r HE BMABNEHO

HE BIITHAYACTLER

Standard test PhEvr AUSPAF (hammomzed ) Yinase swaanes Cep o dapa S aps CHIA O Dapu Hnewu (rageaoniosadsil semo)

Cropiaka 236 COQ-371105-V13




Binger Strasse 173, 55216 Boehringer

Ingelheim am Rhein, Germany ||||| IHgElhEIl’ﬂ
BiTep-HITpaece 33,5530 Boehringer Ingelheim Pharma GmbH & Co. KG
Iurensxaiiv Ha Pedini. Himeuunna

Tel: +49 (6132) 77-0. Fax: +49 (6132) 77 2326 Bepinirep Inrensxaitv ®apya 'mdX i Ko, KT

Certificate of Quality
Ceprudikar sikoeri

Product: MIRAPEX®, tablets 1.0 mg
Mpenapar: MIPATIEKC®, Tabaerku no 1.0 mr

Batch number/Homep cepii: 303876 Number of analysis/Homep ananizv: 3619317
Test Specification Test result Uinit
Bunpobysanus Crewnipikanis Peaynerar Oannnys
Water content <= 4.5 % 3.2 T,

{bramperametrec Ko Fischer tmtion)

BaicT o (Guneposerprme topvkams - <= 4,5 % 3.2 U
3a Kapmowm e pas)
Identity
Tnenrudicauin
SND 919 CL2Y The uncorrected retention time of the conforms

active ingredient obtained with the test
solution must correspond to that
obtained with the standard solution.
SND 919 CL2Y (BEPX) Heckopiroraninh S4ac vIpHMYyBAHHA - RLANOBLIAC
AKTHRIOTO INrPedienTa, OTPRMAnHR ¥
BHIPOGYRAHOMY POIUNHI, MaE
BIINOBINATH HECKOPHIOBAHOMY Yacy
YTRPHMY BAHNHA, OTPHMAHOMY B POTHHH]
NOPIRHARKE
SND 919 CL2Y The UV spectrun obtained with the test conforms
solution must correspond to that
obtained with the standard solution.
SND 919 CL2Y (BEPY) Yib-cnexTp, oTpimanni 3 BLANOBIAAS
BHNPODYEAHHM POIHITHOM, Mac
mianorigaty Yd-cnekTpy, oTpHMaHoMy
E POIMHHIL MOPIBHAHHA

{Lagund chromatography )

{ Liguid chromatography)

Active ingredient decomposition
Possiamanns aKTHBHOTO
iHrpegicnTa v - .
t than 0.048 %o, equivalent ==0.010 o
828 BS (Liguid chromatography) =
SND 919 CL2Y, mo He Gineme 0.048% eRBIBATEHTHO <=0.010

poiknagacThen ao BI-11 828 BS 0.033 %0 BI-1l 828 BS -
{BEFX)
SND 919 CL2Y. degraded to  not more than 0.13%. equivalent to 0.1%
BI-11 820 BS of BI-11 820 BS <=0.10 %
(Ligued chromatography b
Shid 919 CL2Y, mio He Ginpioe 0.13% expiganenTio O, [ %
PO3KAAAACTHCR 10 Bl-11 820 BS <=0.10 %
BI-11 820 BS (BEPX) ”
SND 919 CL2Y. degraded to  not more than 0.13%
/ <), 10 o

BI-11 786 BS 0. 196 of BI-11 784 B9 4
{Ligusd chromaegraphy )

Cropinka3 af













