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Binger Strasse 173, 55216 ™\ Boehringer
Ingelheim am Rhein, Germany ]ml Ingelheim

Binrep Ilitpacce 173, 55216 Boehringer Ingelhetm Pharma GmbH & Co KG
Iurenexaiim na Pesta, HiMeuauna

Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Inrensxativ Gapma I'ubX i Ko, KT
Certificate of Quality
Cepradikar axocri
Manufacturing Authorisation number/ Homep xinensii na supobnumyao: DE_RP_01_MIA_2019_0025

Product: MIRAPEX®ER, extended-release tablets 0,375mg
HOpenapar: MIPAITEKC®II, TabneTkn nposonrosanol ail mo
0,375mr

Importing countty/ Kpaina~mmnoprep; Ukraine/Yxpaina

Country of Manufacture/ Kpai‘aa—aupoﬁmf Germany/HimMeaqura

Active ingredient/ Axruenmif incpenierr 0.375 mg pramipexole dihydrochloride monohydrate
0.375 mr npaminexcoly WAriAPOXIOPHIY MOHOTIAPATY

Marketihg Authorisation Number: UA/3432/02/01 Valid till: perennial

Peccrpauidtne nocsimuennn:  UA/3432/02/01 Aie g0: Geacrpoxono

Type of the package: 10 tablets in a blister; 3 blisters in a carton box labelled 1 Ukrainian langunage
VYrnaxoska: no 10 rabrerok y Gnicrepi; no 3 6ricrepn B kapTonHii ¥opobni 3 MapKyBaRHAM YKpalHChKOK MOBOIO

Batch number/Homep cepil: 006278

Date of Manufacture/Tlata eupoGurLiTea:  03.09.2020

Date of Expiry/ Tlpanatend xo: 09 2023

Batch size/Poawmip cepit: 3120 packages / ynaxosky

Certification statenment:

I hereby oertify that all manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Anthorization of the

destination country.

Celzouyso mpo cepradixaniio;

Lhav mparsepmxyro, wo Bei erami pupoGENLTEE KaHol cepif roToROro NPONYKTY BEKOHAH] ¥ NOBHIN BIANOBIHOCT]
#o Bumor GMP €C, a Taxox y BiiNORIZAHOCT] 10 BRMOT PECCTPRIiNHOro NOCBIqIeH S KpaHU-IMIOPTEPa.
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Binger Strasse 173, 55216
Ingelheim am Rhein, Germany
Binrep IItpacce 173, 55216

Inrensxaitm na Pediii, HiMeuunsa
Tel' +49 (6132) 77-0, Fax, +49 (6132) 77 2326

IV Ingelheim
Boehringer Ingelheim Pharma GmbH & Co. KG

| ‘m \ Boehringer

Bepinrep Inrentxaiis Gapya I'v6X i Ko, KT

- Certificate of Quality
Cepragikar saxocti

Product: MIRAPEX®ER, extended-release tablets 0,375mg
Ipenapar: MIPATIEKC®IJ, TaeTkn nposonrosano aif o 0,375mr

Batch number/Homep cepil: 005273 Number of analysis/Homep ananizy: 3546167
Teat Specification Test result Unit,
BunpoGyearas Cnenudixanis Pesymerar Omunnns
Appearance
Visual test White to off-white, round, biconvex, conforms
bevel-edged tablets, one side debossed
with the BI company symbol and the
other side debossed wath "P1"
3osuimAil BHYAAD -
Bisyansnuhi KoHTpo/IN Bini abo maibke 611, kpyrai, gpoonyxm BinnoBizae
TAGNETKH 31 CKOWICHIME KPRAMHM, 3 ’
BHNIARNEHHEM 3 OfHOTO BOKY NOTOTHIIOM
komnzxfi «Bly, 8 3 inmoro Soxy - «P1y
Loss on drying <=10,0 % 7.6 %
(Weighmg)
Brpara B Maci py eRcymrysauui <= 10,0% 7.6 %
{sptmyBauuz)
Identification
Inenrirdirards
SND 919 CL2Y The retention time of the active conforms
Laqud chromatograpiy) mgredient in & chromatogram obtained
with the test solution must correspond to
thet obtained 1o the ¢hromatogram of the
standard solution.
SND 919 CL2Y (BEPX) ‘iac YTPUMYBAHHS SKTHBHOIO Hiznorinae
IRTpoAieHTA HA XPOMATOTPAM]
BHOPOGYBAHOro POIINHY MAE
BiZOBIMETH 4aCy YTPUMYBAHHA Ha
XPOMATOrpaMi CTRHIEPTHOIO POSYMHY
SND 919 CL2Y The UV spectrum of the active conforms
(Ligu:d chromatography) mgredient obtained with the test solution
must correspond to that obtained with the
standard solution.
SND 919 CL2Y (BEFPX) VY-cnexTp axTREHOrO IHrpoxicHTa, BIANOBINaE
OTpHMadR npH neperipii
pUOpo0YBRHOTO PO3UHHY, OBAHER
siznopinary Y@-cuexrpy, orpumanomy
TpM REPERIpIY CTARAAPTHOIC POIRHY
Active ingredient degradation
IIpoayxTa posnajy RKTHBHOID
inrpegicHTa
C0OQ-303205-V10
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Certificate of Quality
Cepradixar sxocri

Product: MIRAPEX®ER, extended-release tablets 0,375mg

IIpenapar: MIPAITERC®IIN, TabxéTka npoaonrosanol ail no 0,375mr

Batch number/Homep cepii: 006278

Bepinrep Inreasxaiv Oapma 'M6X { Ko. KT

Number of analysis/Homep ananisy: 3546767

Cropinka3 3 7
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Test Specification Testresult Unit
Banpobysauus Crexmdixauis Pesynsrar Onursug
product CD 10503 <=0,4% <=0.1 %.
(Laguid chrematography)
npoxyicr CD 10503 (BEPX) <=0,4% <={.] %
any unspecified degradation <=0,4% <=0,1 %
product (Liqud chromatography)
Gymu-sii HeBeTanosaCH <=04% <=0,1 %
NPOAYKTH POINARY
{BEPX)
Total degradation <=1,0% <=0.1 %
(Laquid chromstography)
3AraaLBEA KitbkicTs <= 1,0% <=0,1 9%
npoxykris poanaxy (BEPX)
Active ingredient content
Kinekicne suinauenss
SND 919 CL2Y 95.0 - 105.0 % of stated content 97,9 %
{Liquid chrematograpty)
SND 919 CL2Y (BEPX) 95.0 - 105.0 % sur22eznenci xuixocn 97.9 %
Uniformity of dosage units Content  Theory, 0375 mg
uniformity Requirement A (n=10) < 15.0%
SND 919 CL2Y Requirement B (n=30) <15.0% acceptance value:
(L sequid chromatography) Ne individual value is less than 0.75 M 4,0 A
nor more than 1.25 M
M = reference value according to
Ph Eur/USPOP |
OpnnopianicTs Ao30BAEAX ORMHKIE 3aganene suavenns. 0.375 mr
Onuopinmicrs BMieTY Bmmora A (n=10) < 15.0%
SND 919 CL2Y (BEPX) Bumora B (h=38)<15.0%
Homme impEBiRyantHe 3HEUCHER H€  puliMaibHE WHCHO
mennre, mix 6.75M 260 Gumie, mix 40 o
1.25M
M = ¢ranpapTHUA HOKASHUK. BIANGELIHO
7o €spon. Qapn. [ Papm CHIA / Papm.
Anonit
‘Dissolution {(Liquid chromatography
{Ph Bur JUSP/IP))
COQ-303205-V10
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Binger Strasse 173, 55216 2\ Boehringer
Ingelheim am Rhein, Germany lml Inge]heim
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TarensxadiM Ha Peftii, HiMeyanna
Tel: +49(6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Inrensxativ ®apma I'm6X { Ko. KI'

- Certificate of Quality
Ceprudircar gKocTi

Product: MIRAPEX®ER, extended-xelease tablets 0,375mg
IIpenapar: MIPAIZEKC®II, Tabrerxa npoonresanol ail no 0,375mr

Batch number/Hontep cepil 006278 Number of analysis/Homep anamay: 3546167

Test Specificatton Test result Unit

BunpoGysagas. Crneundirania Pesynvrar Opurnns
at2 hours- {2-32% single values.

"21/26/25/25/25/24 %

at 9 hours: 42 - 62 % single values:
51/57/57458/58/54 %

single values:

at 24 hours: >/~ 70 % ;
84/89/89/89/90/84 %

Level | (n=6)

No individual value lies outside each of
the stated ranpes and no mdividual vahie
is less than the stated amount at the final
tost time,

Level 2 (=6)

The average valué {av) of the 12 units
(Level 142) hes within each of the stated
ranges and 1s not less than the stated
amount at the final test time, none.is

> 10% of labelled content outside each of
the stated ranges; and none 15 > 10% of
labelled content below the stated amount
at the final test time

Level 3 (n=12)

The av of the 24 units (Level 1+2+3} lies
within each of the stated ranges, and is
not Jess than the stated amount at the
final test time: not more than 2 of the 24
umits are > 10% of ldbelled content
putside each of the stated ranges; not
more than 2 units are > 10% of labelled
content below the stated amount at the
final test time; and none is > 20% of
labelled content outside each of the

stated ranges or > 20% of labelled
_contetit below the stated amount
at the final test time.
Pozunnenns
(BEPX (€spon. ®apu /Dapy. CLIA/Dapm.
Smonn))

C!ropiaxa 437 COQ‘303205-V1 Q
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Certificate of Quali‘ty
Cepradgixar axocti

Product: MIRAPEX®ER, extended-release tablets 0,375mg
Hpenapar: MIPAITEKC®IIJ, Tabierxkn npononrosasol aif o 0,375mr

Batch namber/Homep cepli: 006278

Bepinrep Inrenexafin ®apma I'MoX 1 Ko, KI'

Number of analysis’/Homep ananisy: 3545167

Test
BunpoGysanna

Specification
Creundixania

Test result
PesynsTar

Unit
Onunnns

Cropitika 537

uepes 2 ron: 12-32 %

yepes Yrop. i 42~ 62 %

qepea 24 you.: >/= 10%

Pipens 1 (n=6)

KonHe sERMBINYANBEHE SHEMCHEA He
BAXOZNTH 34 KOXHY 3 3a4BICHNX MOX T2
HOHUHC IHRMBIHyANbHE JSHAYCHHA KHe
MOHIIE, HIK SAYBJIEHS KUIBKICTS IMin wac
OCTATOYHOrO 1eCTy

Pisean 2 (n=6)

Ceperpe suauenns 12 omuuans {piseHs
1+2) 3sHaxomuTeed B KOXHIE 3
JAMANCHAX MUK Ta He MCHImE, HixX
32ABJeAs XIEXICTS MiZ ¥ac OCTATUYRArO
TECTY, XOUHE SHAYCHHA HE MOKe
BUXONMIR 33 KOKHY 3 3QMBACHAX MEX
Oimw, Hbx ®a 10% Bia, sageIeHoi
kinexoori; momHEe 3madeHHs He Moke
ByTh KA BIN SaRICHOT XinsxocTs nig
HaC OCTATOYHOTD Tecry GLTLIN, MLk Ha
10%.

‘OKpeM] SHAYCRHT

21426/25/25/25124

OKpemi 3HaueH s :
51/57/57/58/58/54

ORPEM] 3RAYCHHS:
84/89/89/89/90/84

%

%

COQ-303205-V10
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Turensxaiim pa Pethun, HiMerunra
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Certiﬁééte of Quality
CeprrdikaT AK0CTI

Product: MIRAPEX®ER, extended-release tablets 0,375mg
Ipenapar: MIPATIEKC®IL, tabaeTKn HpoJonropanol ail o 0,375mr

Batch number/Homep cepii: 006273 Numbér of analysis/Homep aranisy” 3546167

Test Specification Test result Unzt

BunpoGysanHs Cinermébixanis Pesynprar OnuEsna
» . Pinensb‘v(n-!zjy - ‘

Cepenite anaverHs 24 oppHAIL (piBeHs
1+2+3) 3HaXxomMTECR B KOEHUE 3
Ja4BEHAX MeA TA HE MCHIIS, Hix
3aguneRa KITLKICTE TN Yac OCTATOYHOro
Tecry, He Ombme 2-X 3 24 OAWHHIB
MOXYTh BUXONMTH 32 KOXHY 3
sggRnenux Mex Ginsig, Hix Ha 10% Bin
gaxanenoi KinskoeTi; Be Sinbme 2-X 3 24
.OAMEMUS MOXyT» OyT HmEue BiR
3pgBnEHOt  KUIBKOCTI nig qac
OCTATOMROTY. TecTy Gimpin, Hik #a 10%,
KOHHE IHAGCHHA RE MOXKE BHXORHIH 38
KOXKHY 3 JeABHCHAX MeX Gimbi, Hiz Ha
20% BIA SasBAEHOl XUILKOCTI, JXORHE
3paueRAR HE MOXKE GymM HuKue BiA
SaBIEHOL KUTEKOCT min 7ac
QCTATOYROTO TecTy Ginsw, Hix Ha 20%.
Microbiological quality*
MikpoGionorisxa yneToTa *
Total seroble microbial
count (TAMC) / g (Standard test - TIOL TROTC than 10° CFU not analyzed
Ph.Ew /USF/JP) N routine test
3srannae YUCIe aePUGHIX
mixpoopranismis /r ] )
HepyTaHHIA TECT He Gins, nbg 10° KYO e aBANTI0BAHO
‘Total combined
Yeasts/Moulds count
{(TYMC) / g (Stendard test Not more than 10* CFU not analyzed
Ph.Eur /USPAP) No routne test
Jaransae YpeA0
ApiActEoBEX § IUHCEHEBHX

rPHGIB / T wepynuzmd reer #e Ginsin, Bix 10* KYO B¢ aHATI3OBARD

Escherichia coli / g (Standard
not analyzed

test Ph.Eur/USPAP) Noroutme test  Not detectable

Cropinka 637 COQ-303205-V10
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Certificate of Quality
__Ceprudixar axoeti_

Product: MIRAPEX®ER, extended-release tablets 0,375mg
Ipenapat: MIPAITEKC®IIJ, Tabaerkw npoaonrosanol mil mo 0,375mr

Batch number/Homep cepilt  gog278 Number of analysis/Homep dnamsy: 3546167
Test Speclﬁqaﬁon Test result Unnt
Bunpobysauna Creumdikania Pesynrar OnHHALA
Escherlehia coli /x ’ ' .
HEpYTHIENRH TeCT HE BUABACHO He aHANIZOBAHO
‘Remarksfpumitra:

*Microbiological quality is not a routine test. Complies 1f tested.
* TecT #e e pyTHHEAM. [Ti4 7a¢ aRanIsy DOBHHEH BiANOBiLaTH cetdixanil,

Result/Pesynsrat: released/ TPHAATHO: 15. Jan, 2021 A
(reledse date)/(naTa pUmycKy) -
r‘ Boehringer
[ ﬂl Ingelheim
Dr. Werrar Faatehringer ingatheim Phanms GribH & Co KG

Date of signature (CoQ)/ Jara manncanns (CA):
15 Jan 202
Qualified Person/ YnossoBakena ocoba: Qualifien Person/
COQ-303205-V10
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JIEPXJIIKCIIY)XKBA
AEP)KABHA CJIIYI)KBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KHiBCBKIA OBJIACTI

npocnext Banepis Jlo6anosckkoro, 51, m. Kuis, 03110, Ten/dake: (044) 363-06-30
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo AKICTb BBE3EHOro B YKpaiHy JiKapchbKoro 3acoby

11.03.2021 Ne 9153/21/10

MIPAIIEKC®IL]

(HaMMeHYBaHHS JTiKaPCLKOTO 3aC00Y 3riIHO 3 peecTpaliiHHM MOCBITUCHHAM )
Tab.1eTKH, PO/I0HroBaHoi Aif, mo 0,375 mr mo 10 Taéierok y Ouricrepi, mo 3 6icTepH B
KAPTOHHIH KopoOIIi

((hopma BHTIyCKY, 103YBAHHSA, BHI 1aKyBaHHS TiKAPCHKOTO 3acofy)

Homep peectpauiiiroro nocsimaenns [JA/3432/02/01 ctpok ii peectpauiittoro nocimuenns 01.01.2099

Cepis mikapcekoro 3acoby Ne 006278 Kinskicts BBe3eHOro Nikapcskoro sacoy 240
BHpOGHHK Bepinrep Inrensxaiiv ®apma 'mM6X i Ko. KI', Himeyuuna
(HalMeHyBaHHS BUPOOHHMKA J1iKapCBKOro 3acoby. KpaiHa NOXOmKeHH )
BeeseHo B VikpaiHy CrinbHe yKpaiHCLK0-eCTOHChKE MINPHEMCTBO Y GopMi TOBapHCTBa
3 o0MmesxxeHol0 BitnoBinaabHicTIo ''OnTiMa-Dapm, JITA'", inent. kox:
21642228

(HaHmeHyBanHA Ta kol 3a €/IPTIOV 1opuauunoi oco6u abo npissuue. imM'a. o 6atbkosi dizuunoi
0COGH - MiANPHEMLIA, ii MiCLIe NPOKHBAHHA Ta PEECTPALIMHHHA HOMep 061iKOBOT KAPTKH MIaTHHKA
noaarkie abo cepis Ta HOMep nacnopra)

IpoTokon BisyannHoro koutpomo Bia 02.03.2021 Ne 0547/5.

3a pesyibTATaMH [EPKABHOrO KOHTPONIO BCTAHOBJIEHO, [0 JIKAPCHKHMH 3aci6 BBE3eHO B Vipainy 3

AOTPHMAHHSAM BHMOT 3aKOHOJIABCTBA 1010 3a0€e3nedeHHs AKOCTi TiKapchKHUX 3ac00iB.

i
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