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ﬂEP}KJHKCﬂ&f}KBA YKPAIHU
AEPXABHA CIIVIKBA 3 JIKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPROTUKAMM Y KMIBCHKII OBJIACTI

npocnext Banepis JloGanorcrxoro, 51, m. Kuis, 03110, Ten/taxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon CJIPTIOY 37078774

BUCHOBOK
HPO SIKICTH BBE3EHOI0 B Yxpainy sikapesioro 3aco0y

01.07.2020 Ne 27721/20/10

HPAMINIEKC® XR

(maliMenysanus Jivapcsxoro 3aco0y 3rimo 3 peesTpanitimmm NOCBIAICHAAM)
TAbIETKH NPOIOHroBanol aif ro 0,75 mr, 1o 10 raéaerox ¥ Gaicrepi; mo 3 baicrepn y
KaAPTOoHHI nayni
(popma Bunycky, no3ysanna, BHA [IAKYBaHHA MiKapCcokoro 3acoby)

Homep peectpauiitioro nocninuenns UA/15481/01/01 CTpOK Ail peectpauiiinoro nocsinvenus 04.10,2021
Cepin nikapcskoro 3aco6y Ne ROII02 Kinbkicts Besenoro nikapcrkoro sacoby 6385

BupoGuuk JlaGopatopioc Hopmon, C.A., lenanis
{mafimenypanns BHPOGHHKA JiKaperkoro 3acoby, kpaina HOXOKENHS)

Breseno B Vipainuy Tosapucrno 3 o6mekenorn BiAnoBiaALHicTI0 "ACIHO VKPAIHA",
ineurt. kop: 42274733
(naitMenyBanng Ta kog 3a CIPIIOY fopHnr4HOT 0cofn a0 nipi3siue, in'a, no Gatexoni Piznanoy

0CobH - nianpuaesmus, i Micue NPOXKUDANNS T peecTPaniitml HOMEP oGNikOBOT KapTKH HaTHIKY
roxarxin abo cepis ta HOMED macnopra)

Hpotoxon pisyansnoro kourpomo sin 01.07.2020 » 1793/1.

3a  pesynetaramH  nepkasnoro KOHTDONIO  BCTAHOBNEHO, w0 mKapcekuil  3aci6  Bnezeno w VYxpainy 3
HOTPpHM %@%r{'mor SAKOHOMABCTEA MO0 3a6e3MCYEH A TKOCT] JKapchKHX 3acobip,
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Batch Release Certificate / Ceprudikar BunytenHor Cepil

Certificate of GMP Compliance /

Name of the Product: /
HalimeryBanHn npogyiTy
Bnicrepax

Strength / Potency: /
Cuna aii / AlrvsricTb:

Ceprudirar signosigHocTi GMP

PRAMIPEX XR, prolonged-release tablets 0.75 mg Ne3@ (10x3) in blisters /
MPAMINEKC® XR, TabneTiu NperncHrosaxel aii no 0,75 mr Ne30 (10x3) y

One prolonged-release tablet contains 0.75 mg of pramipexole
dihydrochloride monchydrate which is equivalent to 0.52 mg of

pramipexole /

1 Tabneria

NponoxroBaHot Jif MicTiiTb: 0,75 mr npaminekcony Auriapoxnopugy

MOHOFIApaTY, L0 eKsiBaneHTHO npaminexcony 0,52 wmr

Dosage Form: /
Jlixapcska thopma:

Paclage Size and Type:/
Tun ta Poawip Ynakopku:

Manufacturing Date; /

Hara supobLnyrea; 17.01.2020
Expiry Date: /

Tepwid npuaatHocT: 01.2023
Analytical certificate

code:/ CA-1-A-

[Kon ananituuroro
ceptudirary

Marketing Authorization Number: /
Howmep Peectpauiiinoro nocBigueHHs:

Name, Address and License Number
of Manufacturer, which is
Responsible for Batch Release: /
Halimenysanna , AnpecaTta Homep
Nuyeysit BupoBHuka, sicuii BUNyCiias
cepio B ofir;

Country of Qrigin: /
Kpaina-supoGHur: .
Importing Country: J
Crpasa ImnopTep:

Prolonged-
TaBneTiv npononrosanol Bifno 0,75 mr

PRMR0.52(PT)/08

release tablets 0.75 mg /

10 tablets in blister: 3 blistors in carton box /
10 rabnetok B Bnicrepi; 3 Gnicrepu y KSPTOMHINA mavLi

Batch Number Finished

Product: / ROHO2 :
Homep Cepil Motosoro Mpoaykry:
Batch size (in packs): / 6385
Poamip Cepii (s ynakoeiax):
Specification Code: /
Kon cneuudpirauii: E-1-A- ;

PRMR0.52(PT)/08

UA/15481/01/01

Laboratorios Normon, S.A.

Rondade Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain
No. 0330

TlaGoparopioc HopmoH, G.A.,.

Ponpa pe Bankpekappico, 8, Tpec Kanvoc, 28760, Maapug,
lenaria

Ne 0330

Spain ! lenania

Ukrainef Yipaina

Certification Statement: / 3assnenues o Cepruchurauy: f

I hereby certity

with the GMP requirements of the

that the above information is authentic and
manufactured, including packaging / labeling and quaiity control

accurate. This batch of product has been
at the ahove mentioned site (s} in full compllance

local Regulatory Authority and with the specifications in the Marketing

Authorlzation of the importing country or product specification file for Investigational Medicinal Products. The

batch processin g,
Linas nlaTeepnmy,

packaglng and analysis records Wete reviewed and found fo ho In compliance with GMP. /
Lo npuseneHa suule iHchopmauis ACCTORIPHO U TOYHOK,

HaHa cepin BUIOTOBNEHA, BKMOYalouwn

ynaKoeky / Mapkipoey | KOHTPOsL AKOCT], Ha BULleBKasAH(j AiNsHUL ¥ nonHif BiAnoslgRocTi 3 BUMOramy GMP nokanbHx

KonTponioloux  Oprawis, a  Tangx 3

signiosigHicts GMP.

Qualified Person Signature: /
Mignue ¥YnosHosaxeHoi Ocobu:

_;"__\‘} SR ]

Data of‘gﬁ;;ature: 1 Dara Mignucy

Rondea de Vatdeearrizo, 6

28760 Tres Cantos. Meadyid, Espaiia

Tel.: 91 806 52 40
Fax: 97 806 32 56

cneyutbikayismu Pescrpaqig;-_{g_lzo,- Hocse
gocnigxyaanoro hikapckkoro 3acoby. Mpotokann BupoBhiyTea, i

Alicla Govantes

12,March.2020

Ipaiku-imneprepa  abo Hocse
Tal: Anarniaj \@emn nepernsaHyT | BeraHosneHa
C-“""-.';_., B ~
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In the event of any discrepancles or doubt between English and Russlan fanguage vorsions, the N i
English language version shall prevail. I ¥ pasl Gypb-sxiux poaGiniocTed abo cymHisia Mix BepcisiMM aHMIRCHIOI0 Ta YEPATHCLIOID
MORAMI NEPEBaNGHY CANy Mae BEPClR aHIMIACLKO MOBGK,

Certificate of Analysis / Cepruchuiar Avarisy

Name of the Product; / PRAMIPEX XR, prolonged-release iablets 0.75 mg Ne30 (10x3) In btister’; /
HaimenysaHHs APOAYKTY: MPAMINEKC® XR, Tabnetu npanoHrosanct aii no 0,75 mr Nedn (10x3) a Gnicrepax

Batch Mumber Finished Product: / ROHa2 Batch size (in packs): / 6385
Homep Cepii Motoporo I IpoayKry: Posmip Cepii (B yhakoakax):
Expiry Date: / Tepmin npugdathocr: 01.2023 Wlanufacturing Date; / 17.01.2020

Hava supobiuirea:

Charactaristics/ Retjuirements / [ Result/
il@ir@mmg%wﬁah_ﬂ_jﬂmtw_liﬂm‘.______ ccwsmse Peaynbrar
Description / White or nearly white, cylindrical and biconvex | Complies /

Onuc tablets marked with 052 on one side /Binoro ato Bignoeigac

Maibke Ginoro KOMbOPY  UMAiMAPUUHE  abo Asoonykni
| _T1abnetiv 3 noaHaukowe «052» 3 ogHiel cTopory

Identification: / Mneimadivaiin | The refention time of the major peak of Pramipexole Complies/
HPLC / BEPY on the chromatogram of the Sample solution shoule Bignooipae

agree with the retention time of the major peak of
Pramipexole on the chromatogram of the Reference
Solution as obtalned as Assay.f Yac yrpumanis
OCHOBHOrO Miky npaminercony Ha Xpomarcrpami
BUNDOBYBAHOIO PO3UMHY MoamHeH criienagarti 3 yacom
YTPAMYBAHHS OCHOBHOIO riiky nipaminercony Ha
XpoMOTOprami puakUHy NOpiBHAHHS B ymMoBax
posefeHHs TecTy «Kinbkicue BU3HANEHHs »

UV or Diode Array "Y' abo The spectrum of the major peak of Pramipexole on
AloaHo-MaTpuHe AsTeltysanHa® | the chromatogram of the Sample solution should
agree with the spectrum of the major peal of
Pramipexole on the chromatogram of the Refarence
Solution as obtained as Assay [

CneiTp ccHoBHOrO niky npaminexkcony Ha XPOMOTOrpami
sunpoGosysanoro Po3uuMy nosuHer cnisnanath ia
CreKTpom ocHoBHoro ity npaminekcony ka
XPOMOTOrpami posuuHy NopisHsHHS & YMOBAaX
POBSAGHHA TecTy «KinsKiche BUSHaYeHHA»

—_— ] SAEHH —— ]
Assay [ Kinekicre B8U3HAYEHHA 85,0%-105,0%
Uiii'f‘b?mity of dosage units*-7 Complies / Bignosiaae L1 AV < 15,0 Complias /
OnHopigricTs gososatny Complies / Bignosigae L2: AV 5 25,0 Bignoeinae
SAUHULIL*
[ Loss of drying " Not moro than 6,0 % 7 ) T
Brpata 8 Maci npu BuCYLlyBaHHI™ | He Ginbwe 6,0 %
Dissolution 1 Poswmsmg " After3hours: 23~ 43 %] — R T
Hepea 3 rogurn 23 - 43 9
After 8 hours: 40- 60 Y% ! 57%
Hepes & rogui: 40 - 60 %
After 24 hours: NLT 75 %/ 91%
“Relatod Suboimms s —18Pe3 24 ronuan_He menwe 75 %{Q) 3
_Related Substances HPLC / Cynposiani nominim DEPX i e —
Impurity HMA ] lomiwea [TWA Not more than 0,5 %/ T e <QL/ <MaXd Kinbiicky
.| HeGinbwe 05% ] BusHauennn i
Any other singic Impurity / Byae | ot more than 0,5 %/ ; o [OL1<Mend
Alta orpema aomillka He Binbwe 0.5 % KinexicHoro
Total mpnrties T oo pmmsitastegab | BUsHAYeHhs
Total impurities / Cyma gomituox | Nof more than 2 %/ <QL/<Mexi
He Ginblie 2 % KinsKicHoro

e e | BH3HEYEHHS

Romdet cfe l"(f{ﬁ?{:;;r'r'[z.u, 6
28760 Fres Centoy, Medvid Espita
Yel: 91 806 52 40

Fav: 91 806 57 36

fov: 91 806 32 58 Dipto. Téenivo
WHAR IO e
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Certificate of Analysis / Cepru thukar Avanisy

Name of the Product: / PRAMIPEX XR, prolonged-release tablets 0.75 mg Ne30 (10x3) in blisters.!
FlaiimenysanHa npeaykty:  MPAMINEKC® XR, tabneTi nponokroaanol 4l no 0,75 mr Ne30 (1 0x3) s Gnicrepax

Batch Number Finished Product: / ROHo2 Batch size (.ip packs): / 6385

Homep Gepii Movosoro Mpogyxry: Poaulp Cepil (8 ynakoskax):

Explry Dats: / Tepmin NPYAATHOCTI: 01.2023 Manufacturing Data: / 17.01.2020
[ara supoBHuuTaa:

Characteristics/ Recuirements / Result /

Halimenyaatitn nokasHma Bumoru MKA __| Pesynetar

Microblological quallty™: 7 Man oSuonorudacras yucTora

Total aerobic microbial count Not more than 10° CFUIg/ Complies /
(TAMIC) / 3aransHe Yucno He Binblwe 103 KYO /1 Bianoeigae
aepoBHux Mipooprariamie( TAMG)

Total combined yeast / mould Not more than 102 CFU/g J Complies /
(TYMC) / 3aranbHe wncno He Sinbwe 102 KYO /1 Binnosigae
APIKIKOBUX Ta MNicoNeBMx rpubis

(TYMC)

E. Coli/ Absenceint g/ Complies /

@cherichia coli He gonyckasTben s 1 JkBinrtoalnae |

* — Tast conductad only at release, / BunpoSyvanna TPOBOAATE nkWe Npu Bunyciy

Released Date: ! [lara BhINycKa: 12.March.2020 - Signature: / Moanvce Stamp: / Mevars
Qualified Person f Allcia
YnonHomoyekHoe nuyo Govantes

) ~

@ NORMOM
N

TEC!-INICAL MANAGEMENTIQ.P.

Quaiified Person signature does not Include the verlfication of correct translation into Ukrainian, Ynooioaakena ocoba cooiy
nianucon He NIATBEPAXYE KOPEKTHICTS Nepexnazny vekery Ha yrpaiHcsky mosy,

In the svent of any discrepancies or doubt between English and Russian language verslons, the English language version shall

prevail. [ Y paaj Bygs-akux poabixHocTed abo CYMHIBID MK Bepeiamu AHNIACLKOK Ta yKpaiHKbKo0 MO8aMu nepesantiy cuny Mag Bepcia
HMACLKOID MO0,

Ronda de Faldecarrizo, 6

28760 {res Cantos, Mudvid, Lspaii
Tel.: 91 806 52 41)

Fax: 91 806 52 56

Fax: 91 806 52 58 Dplo. Téenico
wWWAR.Oron, ex
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