MEPKABHA CJIYKBA 3 JIIKAPCLKHUX 3ACQE'{B TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCBHLKIN OBJIACTI

npos. Ceitnuunoi Haaii, 3, a.Kuis, 02099, Ten/axe: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox CAPITOY 37078774

BHUCHOBOK
PO SIKICTHL BBE3¢HOTO B Ykpainy gikapcnkoro 3acoly
16.07.2024 Ne 34410/24/10
NPAMHIEKC®XR

{nalivenysaing Jikapeskoro 32C0BY 3riZNG 3 peecTpaniiimg DOCBIAMEHHAM)
Tab/eTRY NpoaoHToBaHol jif To 0,75 mr; o 10 Tabnerox y GuticTepi; o 3 ficrepu y
KapTouHii nayui

{(dopma Bunycky, 1osyBang, B MKy BAHNA JixapeskoTs 3acoby)
Howmep peectpaniiinoro nocrinuenna UA/15481/01/01 CTPOK il peectpauiiiioro nocsixgenns 01.01.2099
Cepia nikapeskoro sacoby Ne XOPV1 KinpkicTs BBe3enoro mixapenkoro sacoby 4083

Brpofiunk Jlaboparopioc Hopmon, C.A., Ienanis

{ualimenysauus BrpoBHIKa SUKAPCLKOTO 3ac0y, Kpaina IIOX0JKCHHS )

Bseseno n Viepainy Toraprcrso 3 o6mexernow BixnoBizaLHicTIo "ACIHO
YKPAIHA", izenr. xon: 42274733

(HalimenyBaHum Ta Ko 3a CHPTIOY wopuarinoi 0codn abo NPI3BHING, (M'A, N0 SaTbkOBI
Gizmisof ocobu - nianpremuns, it micue NPOAHBANKS 74 peecTpaniiianii Homep obnikonoi
KAPTKY [ATHHKA 00IATKEB alo copis Ta HoMch nacropra)

Hporokoa sisyansnoro xourponio six 09.07.2024 Ne 1983/5.

3a  pesyaeTaramu ACPEABHOTO  KOHTPONIO  BCTAHOBAGHD, 00 NiKapewkuil  3acif  Bpesenc s Yrpaiuy 3

AOTPHMaHHAM pevor 32KOHOAABCTE: INOAO 3a0e3NeYeHMN FEOCTI AIKAPCHKHX 3aC06iR.

Bikrop CTEDKIBCLKHI

{initiazg ta npispsne)
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Rouda de Vaidecarrizo, 6

28760 Tres Cantos. Madvid. Espaitg
Tel: 91 806 32 40

Fax: 91 36 52 36

Fax: 91 866 52 58 Dpto, Fécnleo
YA ORI N, g8

Batch Release Certificate / Ceprudikat Bunyuenmor Cepii
Certificate of GMP Compliance / Ceptudixar BignogigHocti GMP

Name of the Product; / PRAMIPEX XR, prolonged-releass tablets 0.75 mg N230 {10x3) in blisters /
HaitMeHyaamnn npoayKTY MPAMINEKC® XR, tabneriy nponoHrosanol 4it no 4,75 mr Ne30 {10x3) y

BnicTepax
Strength / Potency: / One prolonged-release tahlot contains 0.75 myg of pramipexole
Cuna pil / AkrearioTs: dihydrochloride monchydrate which is equivalent to 0.52 myg of

pramipexole /
1 rabnetxa npononroaamol AH MicTure: 0,75 mar npaminexcony Anrigpoxnopugy
MOHOriApaTy, o exBisanexTHO npaminekcony 0,52 mr

Dosage Form: / Prolonged-release tablets 0.75 my/

Nlirapcora popma; Tabnetku nponoHropariol Ao 0,75 wr

Package Size and Type:/ 10 tablets in blister; 3 blisters in carton box /

Tun Ta Poamip Ynakomm: 10 rabnevok B 6nicrepi; 3 BricTepu v kapToHHil nasyi
Manufacturing Date: / Batch Number Finished Product: /

Bara supoBunirea: 23.01.2024 Homep Cepii Motoeoro Mponyxry: X0EV1
Expiry Date: / Batch size (in packs): /

Tepmin npuaaTHocti: ot.2027 Poamip Cepif (s yranasKax): 4083
Analytical certificate code: / CA-1-A- Specification Code: / £1-A.
Koa asanituuHoro cepruthitary (;RMRG'SZ{PT)’ Kopn cnauudikagin: PRMRO.52(PTY 10
Marieting Authorization Number- /

Homep Peecrpauiinore FOCBIAMEHHsT: UAM5481/01/01

Name, Address and License Number of Laboratorios Normon, S.A.
Manufacturer, which is Responsible for Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain

Batch Release: / No. 0330

Hatimenysasnmg | Agpeca Ta Homep Naboparopioe Hopmo, CA.,.

Nuyewaii BupoBuuka, sk BUnNyckae Poxpa ge Banwgexappico, 8, Tpec Kantoe, 28760, Magpun, fenawia
cepiw B obir; Na 0330

Country of Origin: /
Kpatha-snpobuuk:
Importing Country: /
Crpana Imnoprep:

Spain ! lcnarin

Ukraine/ Yxpaina

Certification Statement: ! Janenenue o Cepruduraimy:
L hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quality control af the above mentioned site (s) in full comptiance with the GMP
requirements of the local Regutatory Authority and with the specifications in the Marketing Authorization of the
importing country or product specification file for Investigational Medicinal Products. The batch protessing,
packaging and analysis records were reviewed and found to be in compliance with GMP, 7
Hiam ARTEEPAMYID, o puseheHa suile indopmayin e AOCTOBIPHOIO M ToqHOW. fana Cepis BICTOBREHa, BRITQUAIOUN
ynakoswy f Mapkiposxy i KOHTPONL AKOCTH, Ha BULIeBRaIAHIH BinbHWL ¥ nondi BianosigHoeTi 2 sBuMoramMy GMEP NOKANEHWX
KoHTpOomowumny Opranis, a Taxox ai cneyuginayismm Peecrpauionoro Hocke KpaiHu-IMnopTepa ado Jocke AOCAIPRYBaHOMO
FHKAPCHKOTO 3acoby. FpoToxons BHPOSHULTRA, YRakoBKy T8 aHanisls Sy nepemsHyTi | BoTaRoanena gignosinHiots GMP,
Qualified Person Signature: f Alicla Govantes L
Tlianue Ynoarosameno! Ocodu: R

Place for wet starp
Date of Signature: / flara Minnucy 05™ April 2024 T

tn the event of any discrepancies or doubt between English and Ukrainjan language versions, the English language version shal)
LI A ) —- Ll -5 NN Fom i 1 ™
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@g’:—@ NORMON

Ronder de Valdecarvizo, 6

28760 Tres Cantos. Madvid Lspaiia

Tel: 91 306 52 40

Fux: 97 806 52 36

Fa: 91 506 32 58 Dpeo. Teenico Certificate of Analysis / Ceprucukar Anartiay

e SF the Product: / PRAMIPEX XR, prolonged-release tablets 0,75 mg Ne30 {10x3) In blisters /

Hafimenysarmun apoaykTy: APAMINIEKC® XR, Tabneriy NPONCHIOBaHOT 4if 1o 0,75 mr Ne3n (10x3} B Gricrepax
4083

Bateh Number Finished Product:f  Xopvi Batch size (in packs): {
Howmep Cepit Morosoro FMpogywry: Paamin Cepir (p yraKoskax);
Expiry Date: / Tepmin npugarsocT: 01.2027 Manufacturing Date: / 23.01.2024
Hara supebunyraa
Characteristics/ Requirements | Result/
| dalimesysanns nokasiuka MOMMKA . Pesymrar
Dascription / White or nearly white, cylindrical and biconvex tablots Gompiles /
Ormc marked with 052 on one side fBlnoro afio matwe Binorg Bipnosigag

Ronkopy  uunikapwudi  abo ABoonykni  TabheTkn 3
RO3HBYKOW «052» 3 oauier CTOPOHK

identification; / Maettudikayin The retention time of the major peak of Pramipexole Complies /
HPLC 1 BEPX on the chromatogram of the Sample solution shouid Bianosinae
agree with the retention time of the major peak of
Pramipexole on the chromatogram of the Reference
Solution as obtained as Assay. | Yac yTpumans
QCHOBHOTO nixy npaninekcony Ha Xpomartorpanmi
BANDOBYBANDIG DOSUMKY NOBMHEH CIHBNAAATH 3 Yacom
YTRUMYSBEHHS OCHOBHOFG Miky Apaminekcony Ha
XPOMOTOPrami POUMHY NOPIBHAHHS B YROBEX

nNpoBeneHHs Tecty «Kinskicye 8UIHAYEHHA»

UV or Diode Array Y abo The spectrum of the major peak of Pramipexofe on
AICAHO-MITPUYRE Aaetexrysanha® | the chromatogram of the Sample solution should Complies /
agree with the spectrum of the major peak of Binnosinae

Pramipexole on the chromatogram of the Reference
Selution as obtained ag Assay /

Cnexrp ocHosrorg niky NpaMiASRCoNY Ha XpOMOTOTpAMi
BUNDOGOBYBEHOIO PO3YUHY NoBMHEN chiBnanarTy is
CHEKTHOM OCHOBROID Miky NPaminercoeny va
XPOMOTOTEMI POSHIHY NODIBHARHS & ymosax
Dpaseneqns Texcry eKinexicue BU3HauRHHA?

Assay / Kinckiche BYIHAUCHHA 96.0%-105,0% - 100.4 %
W’E"&B’éé’ée units™: / Complies / Bignozinae L1 AV=i55 | Complies;

OgHopinHicTs 3030BaHMX Complies / Bianosigae L2: AV < 250 Bignceigae

OLUHULL™

Loss of drying =f | Not mare than 6,0 % Not Performed]

Brpara s maci T30 BUCY LY BAHH* He Gintuwe 6,0 % He nposopunm

Dissolution / Posuunchns | Afior 3 hours; 25 - 43% 7 334

Yepea 3 roaniy: 23 - 43 %

After & hours: 4060 % ¢ 55 %
HYepes 8 roguk: 40 - 80 %

After 24 hours: NLT 75 %/ 87 %

_tepes 24 rogvin_He menwe 75 %(Q d

OBIAHT nomiwky BEPK

Related Substances HPLC 7 Cyn

impurity HMA7 Jlomitka HWA Not more than 0.5 %/ ST <QL./ <Mexi Kinbiichore
He Binswe 0,5 % e BUshadeHh
Any ether single impurity / Byae | Not mare than 0.5 %/ <QL / <Mexi kinskicioro

KE OKpEMA JoMidka He Binbwe 0,5 % e 1 BY3RAYUSHHS
Total impurities / Cyma gomiok | Not more than 2 %/ <QL ! <Mewi rinukicHoro




Ronda de Voldecarrizo, 6

28760 Tres Cantos. Madrid Espetiia

Tel: 9F 806 52 401

Fav: 91 806 32 34 ces . .
e 1 805 52 38 Dpro. Técnico Certificate of Analysis / Cepruchuxar Ananisy

WYWW RGIINOn ex

Name of the Product: / PRAMIPEX XR, prolongad-release tablets 0.75 my Ned0 (4 Ox3} in blisters §
FaimMBHyBaHHR NpoayKTY: NPAMINEKC® XR, tabneTsy NRONOHIOBAHO! A 70 0,75 Mr Ne30 (10x3) s Gnicrepax

Batch Number Finished Product: / XoPV1 Batch size {in packs) / 4083
Homep Cepi MoTtoasarg Apogykry: FPoamip Cepii {s yrakosxax),
Expiry Date: / Tepumin NEMEEETHOCT 01.2027 Manufacturing Date: / 23.01.2024

Hara supoBhuyrea:

Characteristics/ Requirements / Result/
HalimenyganHa noxasHuka Bumors MKA Pesyrmtar
Microbiological Quality™: { MuxpoBionoriana wactota ™

Total aerobic microbial count Not more than 107 CFuUig/ Not Performed/
{TAMC)  3arankHe unene He Binelue 102 KYQ /7 He aposogmma
2ep0brny Mixpoopraniamia(TAMC)

Total combined yeast f mould Not more than 102 CFUyy Not Performed/
{TYMC) / SaranbHe uicno He Binbwe 102 KYQ /¢ He nposaaunu
Bpbraxosux ta nricenesux rputia

{TYMCy

E. Cofi/ Absencein g/ Not Performed/
Escherichia coli He gonyerasTeca s 1 ¢ He npoaoannm

* — Test conducted only at relgase. / Bunpobyaaimn NPOBOAATL MW NI BITYCRY

** — Test conducted in the first three manufactured industrial batches and minimam in { batch per year at release and in the on-
going stabitity study batchos until the end of the shelf.life. / Bunpobysaums nposoaats Ha ELUIAX TPLOX NPOMUCNOBUX Ceplax Ta wo
Hatimese Ha 1 cepif 8 pir FIpW BUNYCKY T8 NDOTAFOM AOCHIMREHHS CTabineHOCT Cepiil A0 3aBeplleHHs X TERMIHY npuAaTHOCTI.

Released Date: / Dara unycry: 14™ March 2024 Signature: / Iianng _ Si'amp: /

MaugTra
Qualified Person / YnosHosaxana ccofiar Alicia Govantes s

Bate of Signature: / [lata fligrscy: 059 April 2024

Qualified Person signature does not include the verification of correct translation into Ukrainian, / ¥YnosHosaxena ocoba CBOM
nNiAMCoM He AIFTEERAMYE KOPEKTHICT ASREKNARY TEUCTY HA YHDETHCERY MaOBY.

In the evont of any discrepancies or doubt between English and Ukrainian language versions, the English language version shali
prevail. I Y paai Gyas-sxx posbiknocTeit 260 cymuinie mbe BepCiAY BHIMIACLROID Ta YRDATHILKOW MOBEMW NEPEBIKHY ClNy Mae sepcis
BHFRIACEKGK) MOBOK),




