Batch Release Certific
Certificate of GMP Compl

NORMON

ate / Ceprucikar BunyulenHoi Cepii
fance / Ceptudpikar BignoBigHocTi GMP

Name of the Product: /
Haimenysanns npoayxTy

Strength / Potency: /
Cuna pii / AKTWBHICTb:

Dosage Form: /
Mikapcbka dopma;

Package Size and Type: /
Tun ta Posmip Ynakosku:

Manufacturing Date: /

Hava BupoGuuursa:;

Expiry Date: /

Tepmin apugarHocTi:
Analytical certificate code; /
Koa avanituuHoro

ceprudpixary

PRAMIPEX XR, prolonged-

release tablets 1.5 mg Ne30 (10x3) in blisters !

MPAMINEKC® XR, TabneTku nponokrorano; 4it no 1,5 mr Ne30 (10x3) y
6ricrepax

One prolonged-reiease tablet contains 1.5 mg of pramipexole
dihydrochioride monohydrate which is equivalent to 1.05 mg of
pramipexole /

1 Tabrietka NPONOHroBakol 4if MicTiTs: 1,8 mr npaminexcony
Avrigpoxnopuay MOHOTIAPATY, 1o ekBisaneHTHo npaminexcony 1,05 wr
Prolonged-release tablets 1.5 mg /

TaBnerku NponoHrosaHol Aii no 1, 5 mr

10 tablets in blister; 3 blisters in carton hoy /
10 Tabnerok B Bricrepi; 3 Bnicrepu y KapToRHii nayyi

Batch Number Finished Product: f

Marketing Authorization Number; /

Homep Peecrpauiiinoro noceigyeHHs:

Name, Address an

of Manufacturer, which is

Responsible for Batch Release; /

, Adpeca Ta Homep
fvyensii BupoGHuxa, sikui BMNYCKaE

HaliMenysanng
cepito B oBir:
Country of Origin: /
Kpaita-supoBuuk:
Importing Country: /
Cipana IMnoprep:

Certification Sta

requirements of the focal Regulatory Authorlty and with the specifications in the

d License Number

tement: / 3asenen
I hereby certify that the above information

8010172020 Homep Cepii MoTosoro Mpoaykry: R0X92
Batch size (in packs): /
01/2023 Poamip Cepii (B ynakoekax): 2200
CA-1-A- Specification_Ccde: / E-1-A-
PRMR1 O5(PT)  Kog cneyudhikayir: PRMR1.05( PT)
09 09
UA/15481/01/02

Lahoratorios Normon, S.A.

Ronda de Valdecarrizo, B, Tres Cantos, 28760, Madrid, Spain
No. 0330

JlaGoparopiac Hopwmon, CA, .

Ponpa ge Banbﬂexappico, 6, Tpec Kanroc, 28780, Mapnpug,
lenania

Ne 0330

Spain / Icnania

Ukraine/ Yipaina

e o CepTuchukayun:

is authentic and accurate. This batch of product has been manufactured,

i in full compliance with the GMP
Marketing Authorization of the

importing country or product specification file for Investigationa| Medicinal Products. The batch processing,

packaging and analysis records wers reviewed and found to be in compliance with GMP, /

Livm nigraepaxyto,
YNAKOBKy / Mapkiposky i
KoHTpontowouux Cpratiis,

nikapcexoro 3acoby. Mpovokony BupobHuyTea,

Qualified Person Signature; /
Minnuc YnosHosaeHoT Ocobu:

Date of Signature: / Bara Nianuey

In the event of any discrepancies or doubt betwean English and Russian language versions, th
prevail. { ¥ pasj Byab-akux poabixkHocTei abo

aHrNIfChKo0 MoBOD,

@(Q,ﬂf v L35/

Alicia Govantes /

08/04/2020

guage version shall
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W
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CyMHigiB Mix Bepciamu aHIMIACEKOI0 Ta Ykpaitchroio

(’/
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@ NORMON
Certificate of Analysis / Ceprucbukar AHanizy

Name of the Product: / PRAMIPEX XR, prolonged-release tablets 1.5 mg Ne30 {10x3) in blisters /
HaiiMenysanns APOAYKTY: NPAMITIEKC® XR, TaBnetku NPONOHroBaHoi AT no 1,5 Mr Ne3o (10x3) y Gni%Tepax
320

Batch Number Finished Product: / R0X92 Batch size (in packs): /
Homep Cepif Motosoro Mpoaykry: FPoamip Cepif (s yrnakoskax):
Expiry Date: / Tepmin npuaaTHocTi: 0172023 Manufacturing Date: f 30/01/2020
Aara BupoBHuLTEa:

| Characteristics/ Requirements / Resuit/
HaliMenysanua noxkaanuka Bumoru MKA PeayneTar
Description / White or nearly white, cylindrical and biconvex tahlets Complies /
Onuc marked with 105 on one side IBinoro ato matixe Giroro Bianosigae

KOMbopy  uunivgpuyHi  abo Asaonykni  Tabnetkm 3
NO3HaYK0K « 105 3 ofHiel cropomy

Identification: / WMaertudbikauin | The retention time of the major peak of Pramipexole on Complies
HPLC / BEPX the chromatogram of the Sample selution should agree | Bignosigae
with the retention time of the major peak of
Pramipexole on the chromatogram of the Reference
Solution as obtained as Assay./ Yac yTpumants
OCHOBHOrO niky NpamMinekcony Ha XpoMaTtorpami
BUNPOBYBAHOIO PO3UMHY NOBUHEH cnisnagaTy 3 yacom
YTPUMYBAHHS OCHOBHOrO Miky npaminekcony Ha
XPOMOTOpraMi poayuHy NopisHsHHA B YMOBax npoeefeHKs
TecTy «KinbKicHe BUIHAYOHHS»

UV or Diode Array *IYh ao The spectrum of the major peak of Pramipexole on the
RIOfHO-MaTpUYHe chromatogram of the Sample solution shouid agree
AeTeKTyBaHHA" with the spectrum of the major peak of Pramipeaxole on

the chromatogram of the Reference Solution as
obtained as Assay / Cnextp ocHoBMoro niky
npaminekcony Ha XpoMoTorpami BURpoGosyeaKaro

PO34UHY NoBUHEH chiBnaaTh ja CNeK¥POM OCHOBHOrO Miky
fpaminekcony Ha XpoMoTorpami PO3YUHY NopisHsHKA B

YMOBax nposefeHHn TekeTy «KinbkicHe auanaveHnay
Assay / Kinekiche BU3HAUYGHHA 95,0%-105,0% 101.6%
Uniformity of dosage unijts*; / Complies / Bignoeigae L1:AV = 15,0 Complies /
OnHepigHicTs fo308aHUK Complias / Bianosigae L2: AV < 25,0 Bignoeigae
OAMHKLL?
Loss of drying **/ Not more than 6,0 %/ Not Performed / He
Brpara B maci npu He Ginswe 6,0 % NPOBOLUNA
BUCYLLYBaHKI** )
Dissolution/ Posyuxenns After 3 hours: 23 ~43 % 32 %

Yepes 3 ragunu: 23 — 43 %

After 3 hours: 40— 60 % I 55%
Hepes 8 roauH: 40 — 60 %

After 24 hours: NLT 75 %/ . 89 %
Yepes 24 ronunu He MeHiLe 75 %

Related Substances HPLG ! CynposigHi Aomitwkn BEPX

Impurity HMA ! Domitwga HMA Not more than 0,5 %! <QL / <Mexi KinbKicHoro
He Ginkiue 0,5 % BU3HAYEHHA

Any other single impurity / Not more than 0,5 %/ =z~ SQL J <Mexq kinkricroro

EyAb sika okpemMa HGMillka He 6inslue 0,5 % -' s Bl3HaYeHHs

Total im purities/Cyma fgomMituok | Not more than 2 %/

He 6Binblue 2 %
Ronda de Valdecarrizo. &
28760 Tres Cantos, Madrid Espaiia
Tel.: 97 806 52 40
Fax: 91 806 52 56
Fax: 91 806 52 58 Dpio. Técnico
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NORMON

Certificate of Analysis / Ceptudukar AHanizy

Name of the Product: i PRAMIPEX XR, Prolonged-release tablets 1.5 mg Ne30 (10x3) In blisters /
Haitmenysannn NpoayKTy: NMPAMIMNEKC® XR, raBnetku NPORGHIOBAHOI Aif no 1,5 mr Ne30 (10x3) y BnicTepax
3200

Batch Number Finished Product: / RoXxg2 Batch size (in packs): /

Homep Cepii I' oTosoro MpogykTy: Poamip Cepii (B ynakoekax):

Expiry Date: / Tepmin npuaaTHocTi: 01/2023 Manufasturing Date: / 30/01/2020
Hata BUPOBHULTBA:

Characteristics/ Requirements / Resuit /

Halimerysanug NOKa3HWKa Bumoru MKA Peaynerar

Microbiological g uality**: | MikpoGionariqaa HYUCTOTa*™:
Total aerobic microbial count Not more than 107 CFuig/
(TAMC) / 3aransHe yncno He Binswe 103 Kyo / r

aepobHux MiKpOOprakismia (TAMC)

Not Performed / He
nposoaunu

Total combined Yeast / mouid

Not more than 1p2 CFUig/
(TYMC) / 3aransne Yyncno

Not Performed / He
He Binbwe 102 Kyo /¢

npoBogunu
Apiaxosux Ta nriceHesux rpubis

{TYMC)

E.Coli} Not Performed / He

Absence in 1 gl
e

Escherichia colj He fonyckaeroes s 1 r

nposogunu

* — Test conducted only at releasa./ Bunpobypanug NpeBOARTL NWe npn BUNycKy

** — Test conducted in the first thrge manufactured industriaj batches and minimum in 1 batch per year at roleaso and jn the on-
going stabllity study batches until the end of the shelf.life./ Bunpobysanung NpoBoAATLE Ha epuux Tprox Npomucnosux cepiax ta
WoHanMeHue 1 1 Cepii 8 pik npw BHNYCKY Ta ApoTsrom Aochigxennn crabinbHocyi Cepiil A0 3aBepuieHis i Tepminy NpuaaTtHocTi.

Released Date: ! Nata seinycka: 08/04/2020 Signature: / MNoanuece Stamp: / Nevary,

Qualified Person / Alicia Govantes LN R,
YnonHomouennos niyo ’ S s

o ) NORMON

TECHNICAL MANAGEMENT!O P

Qualified Porson slgnature does not include the verification of correct translation into Ukrainian, / YroeHoBameHs ocoBa caoim
nignucom He ni,qmep,qx{ye KODEKTHICTL nepexnagy TEKCTY Ha Ykpainchky MoBY.

In the evont of any discrepanciss o doubt betwaen English and Russian language versions, the English language version shaii
Prevail. / Y paaj Byab-akux poabixHocTen abo CYMHiBiB MiX¢ BEPCIAMY aHrrilichroi Ta YkpaiHCLKoI0 MoBamMuy nepenaxy cuny mae Bepcin
aHITIRCLKOI0 MOBOID,

Ronde de Valdecarrizo, 6

28760 Tres Cantos, Madrid, Espafia
Tel.: 91 806 52 40

Fax: 91 806 52 56

Fax: 91 806 52 58 Dpto. Téenico
WAW.HOrROR. 05
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AEPHIIIKCIIYKBA VKPATHU
AEPKABHA CIIYIKBA 3 .JIII{APCI;KI:IX BACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Vv KHIBCBKIN OBJIACTI

npocnexT Banepin Jloﬁaﬂoucmcoro, 51, M. Kuis, 031 10, ren/dake: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €TPT1IOV 37078774

BUCHOBOK _
npo SIKICTH BBe3CHOro 1 Ykpainy JiKapesKoro 3acoly

06.08.2020 Ne 27722/20/10

(opma punycxy, nosysaimy, mua HALYBAHHA HiKAPCLKOrO 3ac0Gy)
Howmep peecrpauiiitoro nocsinuenus UA/15481/01/02 CTPOK Aii peectpaniisoro mocsiguenms 04.10.2021
Cepin sikapebkoro sacoby Ne ROX92 Kinekicrs npesenoro nikapeskoro sacoGy 3200

Bupofaux HaﬁopaTopioc Hopmon, C.A., Icnauis
(malimenysanmy BUpoGuuKa nixapeLkore 3acoly, kpaiua NOXORHCCHIIS)

Beesero B Vipaiuy Tosapucrso 3 00MeKeno0 BiANOBiRaNLHicTIO "ACIHO YKPATHA",
inenT. xon: 42274733

lionaTkis abo cepis ta HOMED 1tacriopra)
ITporokon Bisyannnore xonrpomo six 06.08.2020 n 179372,

Taboparopuuit apais SIKOCTI Tixaperkoro 3200y 3xitichenuii:

AT "Hentpansua naboparopis 3 AHATI3ZY AKOCT] JUKAPCHKUX 32c06is | MeIuYHOT npoaykii”
(M. Kuig, BYINLKynpsascera 10r)
(maiisenysanny ta MiCLC3IaXoKE NS naboparopii, mo nposcna naGoparopmuit awa iz AxocTi}

Bucnosoi mono axocri TKAPCLKOro 3aco6y, Buiaumi nabopatopicio piz 04.08.2020 No 2354

Pesynvrarn Jaboparopuoro ananisy sxocri Jixapcskoro 3acoby 3a NEPEBIPEBUMY TOKA3HUKAM Y Binosigawrs
BHMOYamM METOLIB KOnTpOmo AKOCT] (aﬁaﬂi'rwmo-nopma-mm;o'f AoxymenTauiy),

32 pesynstaramu Jg[KaBHOro KOHTpONIO BCTAHOBNEHO, IO JHKapcekuit  3acif BBC3CHO 1 Vipainy 3
AOTPHMAHHEIM. BHMOT 32KOHONABCTBA 1010 3aGeznevenns sxocti mika PCBKHX 3acobip.

e a7 o

b

f l. A
: = w
A j 0 Omexciit COJIOP AL

€0 iamicy

I

5



http://www.tcpdf.org

