JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHUIBCBHKIN OBJACTI

ripos. CBITIH4HOT Hanii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
npo siKicTh BBE3€HOI'0 B YKpaiHy JlikapchbKoro 3aco0y

12.11.2024 Ne 57450/24/10

IIPAMINEKC®XR
(HaitMeHyBaHHs! IKapCbKOTo 3acoBy 3riaHo 3 peccTpauifnnM MOCBIMEHHAM)
Ta6aeTKA NPOJIOHroBanoi Al no 1,5 mr; no 10 TabseTor y Gaicrepi; mo 3 GaicTepn 'y
KAPTOHHIH navui
(popma BunycKy, A03yBatHA, BUL aKyBalHs JiKapehKoro 3ac00y)

HoMmep peccTpailifioro nocBiueHns UA/15481/01/02 crpox aii peecrpattiiHoro nocsimuenns 01.01.2099
Cepis nikapebkoro 3acofy Ne X55U3 KCibKicTh BBE3EHONO JliKapehKOTo 3ac00Y 2228

BupoGHnK JlaGoparopioc HopmoH, C.A., lcnanis
(vatiMeHyBaHHs BUPOGHIKA SHKapeLKoro 3aco0y, kpaiHa HOXOJUKEHHST)

Baeseto B Yipaily TosapucTBO 3 0GMEKEHOI0 BiANOBiAANLHICTIO "ACIHO YKPAIHA",
inenr. won: 42274733

(HaiiMenyBaHHs Ta KO/ 38 CJPTIOY topuanutol ocobu ao npizsuile, iM'a, 1o Garbiconi (iznuHoi
0co6H - nATPHEMLU, i MiCLIE TIPOXKHBANHA Ta peccrpauifiniii Homep 06iK0BOT KAPTKH IIATHIKA
frozatkis abo cepis Ta HOMEP nacropTa)

TpoToKoJ Bi3yaabHOT0 KOHTPOIO sin 06.11.2024 Ne 3424/3.

3a  pesysibTaTaMi  AEPKABHOTO KOHTPOJIO ~ BCTAHOBJEHO, IO nikapChK1H saci6  meezeno B Ykpaiwy 3

JAOTPUMAHHSIM sumor 3aKOHOMABCTBA 11010 3a0e3MneUCHIs sKoCTi JiKapehkuX 3aco0iB.

JYPAY
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o \',\‘“M“" Kp F " . 4 4
o %7, Bixrop CTE®KIBCHKHH

Hauvannby
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LABORATORIOS NORMON S.A,

Batch Release Certificate / Ceprudikat BunyuieHwoi Cepii
Certificate of GMP Compliance / Ceprudhixar signosigHocti GMP

Name of the Product: / PRAMIPEX XR, prolonged-release tablets 1.5 mg Ne30 (10x3) in blisters /
Hatimenysanua npoaykry MPAMINEKC® XR, TabneTiu Nponoxresaxor Aii no 1.5 mr Ne30 (10x3) y Bricrepax
Strength / Potency: / One prolonged-release tablet contains 1.5 my of pramipexole dihydrochloride
Cuna ait / AKTUBHICTL: monohydrate which is equivalent to 1.5 myg of pramipexole /

1 rabnieTka nponoHrosaHol git mictiTe: 1.5 mr npaminexcony aurigpoxnopuay
MOHOTIAPaTY, WO eKBIRANEHTHO npaminekcony 1.5 mr

Dosage Form: / Prolonged-release tablets 1.5 mg/

Nikapcsra hopma: Tabnietku nponoHrosaHol Aii no 1.5 wmr

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

Tun ta Posmip Ynakosku: 10 rabnievox s 6nictepi; 3 Gnictepu y kapTouuii navy

Manufacturing Date: / Batch Number Finished Product: /

” i
Hata supobHulrsa: 27.05.2024 Homep Cepii Motosoro Mpoayxry: X65U3
Expiry Date: / Batch size (in packs): /
Tepmid npugaTHocTi: 08.2027 Poamip Cepii (s yrnakoskax): &228
Analytical certificate code: / CA-1-A- Specification Code: / E-1-A-
Kog awnanituuroro ceprudikaty PRMR1.05(PT)/10 Koa cneuwdpixauii: PRMR1.05(PT)/11
Marketing Authorization Number: /
Homep Peecrpayitinoro NOCBIYEHMA: UAI15481/01/02
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
Haiimenysanus , Anpeca ra Homep Nuuensii NaGopatopioc Hopmown, C.A.,.
BupobHuka, st smnycrae cepiio 8 obir: Porpa ne Banwaekappico, 6, Tpec Kanroc, 28760, Maapua, Icnaris

Ne 0330

Country of Origin: /
Kpaita-snpoBuu:
Importing Country: /
Crpana Imnoprep:

Spain / lcnawis

Ukraine! Yepaina

Certification Statement: / 3assnenue o CepTruchmkaumn:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quality control at the above mentioned site (s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP, /

Lium ninTeepmkyio, wo npusenena BULLe iHchopmaLlisi € [OCTOBIPHOI 1 TOUYHOIO, fana cepin surotosnena, sxmouaioun YNAKOBKY /
MapKIPOBKY | KOHTPOSL AKOCTI, Ha BULLEBKA3aHII AinbHWLY Y nonHif BIANOBIAHOCTI 3 BUMOramu GMP foKanbHIX KonTpormoouux
Opratig, a Takox ai cneumdikauismn Peectpationoro Jocse kpaiku-imnoprepa abo [locke AOCHILKYBAHOIO NikapckKoro 3acofy,
MpoToxonu BupoGHuyTBEa, YNaKosKu Ta aHanizis 6ynu nepernstiyTi | BocTaHoBnexHa signosigHicts GMP,

Qualified Person Signature: / Alicia Govantes
Mignue YnosHoakeHo! Ocobu:

Place for wet stamp
Date of Signature: / [lata [Mignvcy 24th July 2024

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall prevail. / Y pasi Oyas-akmx posbikHocTen abo CYMHIBIB MiX BEPCIamMY aHrnifcLKOD Ta YEPATHCLKOIO MOBaMY
AEPeBAXKHY CUIY MaE BEPCIN aHrNifCLKOI0 MOBOIC.




LABORATORIOS NORMON 8.A.

Certificate of Analysis / CepTndnkar Axaniay

Name of the Product: /
HafimeryBaHHa NpoAyKTy:

PRAMIPEX XR, prolonged-release tablets 1.5 mg N230 (10x3) in blisters /
MPAMIMNEKC® XR, TabnaTku nponoxrosaxol ait no 1.5 mr Ne30 (10x3) s Bnicrepax

Uepes 24 rogniu He mexwe 75 %(Q)

Batch Number Finished Product: / X58U3 Batch size (in packs): / 2228
Homep Cepii loTosoro MpoayKry: Posmip Cepil (B ynakoexax):
Expiry Date: / Tepmin npuaarHocTi: 05.2027 Manufacturing Date: / 27.05.2024
Hata supobHuTea: »

Characteristics/ Requirements / Result/
HaimeryBarHa nokasruka Bumoru MKA Peaynbrar
Description/ White or nearly white, cylindrical and biconvex Complies /
Onue tablets marked with 105 on one side /Binoro a6o Bignosinae

maike GIroro Konbopy LMniHAphHH aBo aBoonykri

TaBneTky 3 MosHauKolo «105» 3 OpHIET CTOPOHU
ldentification: | VipeHTudikauia The retention time of the major peak of Pramipexole Complies/
HPLC / BEPX on the chromatogram of the Sample solution should Bignosinae

agree with the retention time of the major peak of

Pramipexole on the chromatogram of the Reference

Solution as obtained as Assay. / Hac yrpuMaHss

OCHOBHOTO MKy NPaMINEKCony Ha xpomarorpami

BUMNPOBYBAHOO PO3UVHY NOBUHEH CriBNagaTi 3 4acom

YTpUMYBAaHHA OCHOBHOTO Niky npaminexcony Ha

XPOMOTOPrami Po3UUHY MOPIBHAHHS B yMOBEX

nposefeHHA TecTy «KiflbKiCHe BUHaYEHHAN
UV or Diode Array */Ydh afo The spectrum of the major peak of Pramipexole on Complies /
gionHo-maTpudne getektysanus® | the chromatogram of the Sample solution should Binnosinae

agree with the spectrum of the major peak of

Pramipexole on the chromatogram of the Reference

Solution as obtained as Assay /

CrexTp OCHORHOIO Fliky NPaMinekcosy Ha XpomoTorpami

BUNPOBOBYBAHOTO POAUMHY NOBUHEH CriBNapaty i3

CNEKTPOM OCHOBHOTO fiky Npaminekcony Ha

XPOMOTOTPaMi PO3UNHY NOPIBHAHHA 8 YMOBaX

NPoBeAeHHSs TEKCTY «KinbiicHe BUSHAYEHHRAY
Assay / KinbkicHe BiUgHavUeHHS: 95,0%-105,0% 98.7 %
Uniformity of dosage units*: / Complies / Bignosinae L1: AV < 15,0 Complies /
QaHopiaHICTE A030BAHNX Complies / Bignosigae L2: AV £ 25,0 Bignoginae
OAMHULL"
L.oss of drying **/ Not more than 6,0 % / Not Performed/
Brpara & maci npu eucywysanni®* | He Binbwe 8,0 % He nposogunu
Dissolution / Po3uuHeHHs After 3 hours: 23 43 %/ 31 %

Yepes 3 roguHn: 23 - 43 %

After 8 hours: 40-60 % / 52 %

Uepes 8 roaun: 40 — 80 %

After 24 hours: NLT 75 %/ 84 %

Related Substances HPLC !/ Cynposigui gomiwikn BEPX

Impurity HMA / Qomiwika HMA

Not more than 0,5 %/

<QL [ <Mexd KinskicHoro

He Ginbwe 0,5 % BU3HAYEHHS
Any other single impurity / Byar | Not more than 0,5 %/ <QL. / <Mexi kinexicHoro
ska OKPEMa [OMILLKE He Ginbwe 0,5 % BUIHAYEHHA
Total impurities / Cyma aomiwok | Not more than 2 %! <QIL. / <Mexi KinbKicHOTO
He Binbe 2 % BU3HAYEHHA

8537 r\){()g{) )
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LABORATORIOS NORMON S.A,

Certificate of Analysis / Cepmudbvkar Ananisy

Name of the Product: / PRAMIPEX XR, prolonged-release tablets 1.5 mg N30 (10x3) in blisters /
Haimenysanns npoaykry:  [IPAMINEKC® XR, tabneti nponoxrosanol aji no 1.5 mr Ne30 (10x3) s bnictepax

Batch Number Finished Product: / X55U3 Batch size {in packs): / 2228
Homep Cepii loTosoro INpoaykry: Poamip Cepii (B ynakoskax):
Expiry Date: / Tepmin npuaaTHocTi: 05.2027 Manufacturing Date: / 27.05.2024

[ata supobuuursea;

Characteristics/ Requirements / Result/

HalmeryBsaHHA nokasHuka Bumor MKA Pesynbrar

Microbiological quality**: / Mukpobionorivna uncrora™":

Total aerobic microbial count Not more than 10° CFuUig / Not Performed/

(TAMC) / 3aransHe ynueno He Binbwe 10° KYO /1 He nposogunu

aepobrux mMikpoopranizmis(TAMC)

Total combined yeast / mould Not more than 10% CFU/g / Not Performed/

{TYMC) / 3aransHe yucno He Binbwe 102 KYO /¢ He nposogusv

OPDKAKOBKX Ta Nsiceresux rpudis

(TYMC)

E. Coli/ Absencein1g/ Not Performed!/
| Escherichia coli He gonyckaetecap 11 He nposogunm

* — Test conducted only at release. / BunpoBysaria npoBofsats nviLe Apu BUrycKy

" — Test conducted in the first three manufactured industrial batches and minimum in 1 batch per year at release and in
the on-going stability study batches until the end of the shelf-life. / BunpoBysanHs npoBogsTs Ha NEPLIMK TPLOX NPONMMCIIOBUX
cepinx Ta Wo HalimeHwe Ha 1 cepil B pik npu BUNYCKY Ta NPOTATOM AOCAIPKERH CTaBiNLHOCT! cepili N0 3aBepLIeHHs iX TEpMiHY
npuAaTHOCTI.

Released Date: / [lata sunycky: 24™ July 2024 Signature: ! Mignuc Stamp: /
[Tevarxa

Qualified Person / YnosHosawena ocoba: Alicia Govantes

Date of Signature: / Jata Nignucy: 24" July 2024

Qualified Person signature does not include the verification of correct translation into Ukrainian. / YnosHoszaxeHa ocoba
CBOIM MIANWUCOM He NIATBEPANYE KOPEKTHICTL NEPEKNAy TEKCTY Ha YKpPaiHCbRy MOBY.

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall prevail. / ¥ paai 6yge-sinx poabikrioctei abo cymrisis MK Bepciamu aHrmincsxal0 Ta YKPATHKBKOW MOBaMM
NEPEBEKHY CUNY MAE BEPCIA aHrNINCLKOI0 MOBOID.




@ NORMON

Ronda de Valdecarrizo, 6

28760 Tres Ceantos. Madrid, Espafia

Tel.: 91 806 52 40 . . : -

Foes 91 308 85 55 Batch Release Certificate / Ceprucpikat BunyLyetnoi Cepii

Fax: 91 806 52 38 Dpro. Técnico - Certificate of GMP Compliance / Ceptudikar signosigHocti GMP

wwwL.nornon.es
Name of the Product: / PRAMIPEX XR, prolonged-release tablets 1.5 mg Na30 (10x3) in blisters /
HalimeryeanHs npoaykTy MPAMIMNEKC® XR, Tabnetku nporioHrosaHol Al no 1,5 mr Ne30 (10x3) y

Bnicrepax
Strength / Potency: / One prolonged-release tablet contains 1.5 mg of pramipexole
Cunagit / AktvsHicTb: dihydrochloride monohydrate which is equivalent to 1.05 mg of
pramipexole /

1 Tabnerka nponoHrosaHol ail MicTUTR: 1,5 Mr npammexcony
aurigpoxnopuay mMoHorigpary, wo eksizaneHTHo npaminekcony 1,05 mr

Dosage Form:/ Prolonged-release tablets 1.5 mg /

Tlikapcbka dopma; Tabnerky nponoHrosaHol aii o 1, 5 mr

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

Tun ta Poswmip Ynakosku: 10 TaﬁneTox B 6ricTepi; 3 6riicTepy y KapTOHHIA naxui

Manufacturing Date: / Batch Number Finished Product: /

Hara Bupobruyrea: 09/02/2024 Homep Cepn FoToBOMO MpoayKkTy: X1Px2
Expiry Dafe: / Batch size (in packs): I’
Tepmid npyaatHocTi: 0zi2027 Poawmip Cepil (8'ynakoBkax): G342
Ana!ytica! certificate code: / CAAA Speciﬂcatiop Code: / E ALk
Kop ananitiatoro PRMR1.05(pTy10 KOA CrieumdikaLii; PRMR1.05(PT)/11
cepTudikary:
Marketing Authorization Number: J
Homep PeecTpaliiiiHoro noceigueHHs: ‘UAI15481101/02
Name, Address and License Number  Laboratorios Normon; S.A.
of Manufacturer; which is Ronda de: Valdecarnzo, 6, Tres Cantos; 28760, Madrid, Spain
Responsible for Batch Release: / No. 0330
HalimeHysanHs , Agpeca Ta Homep TabopaTopioc HopmoH, C:A.,.
JNnuensit BupoBHuka, skuil Bunyckae Pouga ne‘Bansgekappico, 6, Tpec Kanrtoc, 28760, Manpua,
cepito B ofir: IcnaHis
Ne 0330
Country of Qrigin: /

KpaiHa-BupoBHUAK: Spain {lcnarin

Importing Country: / o y
Crpata IMnoprep: Ukraine! Ykpaida
Certification Statement: / Sanenenune o Ceprucburaynm:

I hereby certify that the above information Is authentic and accurate. This batch of product has been manufactured,
including packaging / labeimg and quality control at'the above mentioned site (s) in full compliance with the GMP
requirements- of the local Regulatory Authority and 'with the: specifications in the Marketing Authorization of the
importing country or produict specification file for lnvestlgatlonal Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in eompliance with. GMP. /

Uwm niaTeeppxyio, Wo ApUBefieHa auile HgopmMaLin € [OCTOBIPHOI U TouHow, [aHa cepis BUrOTOBMEHa, BKIIoYatoHm
YNaKoBKY. / MapKipoBRY i KOHTPONb m(ocm, Ha BuLLieBkasanii QineHULl y ionkil BipnoeigHocTi 3 BumMoramu GMP nokansHux
Kompomoroqnx OpraHis, a Takox a chetvicikatiamu Peechanonoro Docee Kpamm-xmnop'repa abo Jocke nocnmmysauoro
nixapebkoro aacoby. IpoTokonu BUPOBHILITES, YNZKOBKK Ta aHaniaie 6yni iepernsnyTi | BeTanosneHa BinnosigHicTs GMP.

Qualified Person: / YriosHosax¥ena  Alicia Govantes Signature / Mignuc: J‘?}Xf“} ) =
ocoBa: Sow—
plB i

Date of Signature: | Dataninnucy:  18.03.2024 ECHHICAL MARACELENIG R

in the'event of any discrepancies or doubt between Engllsh and Ukrainian langtiage versions, the English language version shall
prevatl { Y paai GyAL-sKix posbikHocTel 860 cyMHlais Mix BepciamMy aHrRificsKoi0 T4 YKpATHCLKOI0: MOBaMIA NEpeBaHY cuuny Mac sepcia
HITHIACHKOI0 MOBOIO.

B oo So572 < 2wt



(&) NORMON

Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madrid. Espafia

Tel.: 91 806 52 40
Fax: 91 80652 56
Fax: 91 806 52 58 Dpto. Técnico
WIW.HOFON. 5

Name of the Product; /
HalimeHysanHa npoaykry:

PRAMIPEX XR

Certificate of Analysis / Ceprucpurar AHanisy

; R, prolonged-release tablets 1.5 mg Ne30 (10x3) in blisters /
NMPAMINEKC® XR, Tabnetky nporioHrosanol it no 1,5 mr Ne30 {10x3).y Gricrepax

Batch Number Finished Product:/  X1PX2 Batch size (in packs):/ 6332
Homep Cepii 'oTogoro MpoaykTy: Poamip Cepii{s ynakoexax):
Expiry Date: / Tepmin npisgatsocti: 0212027 Manufacturing Date: / 0810212024
Para supobunirsa:

Characteristics/ Requirements/ Result/
HalimeHysanHs nokastuka Bumorin MKA Peaynbrar
Description/ - White or'nearly white, cylindrical and biconvex tablets Complies /
Onuc marked ‘with 105 on one side /Einoro abo maiike Ginoro Bignosizae

Konsopy LuniHapu4HE abo Asoony ki TabieTky 3 NO3HAYKGH0

«105» 3'onHier cTopohu
Identification: / pentudikalin | The retention time of the major peak of Pramipexole on | Complies /
HPLC / BEPX ' “the chromatogram of the Samiple solution sHould agree | BignoBigae

with the retention time of the major peak of

Pramipexole on the chromatogram of the Refererice

Solution as obtained as Assay./ Yac ytpumanus

OCHOBHOrO NiKy NpamMinekcony Ha xpoMaTorpami

BUNPOBYBAHOIO. PO3YIHY NOBUHEH CriiBRagaT 3 yacom

YTPUMYBEHHA OCHOBHOTO Niky Npaminexcony Ha

XPOMOTOprami posuHY NOPIBHAHHSA B yMOBaX NpoBeaeHHA

Tecty «KinbkicHe BiaHaleHHA»
UV or Diode Array */Ydh-abo The spectrum of the major peak of Pramipexole onthe | Complies/
AlogHo-MaTpuuHe chromatogram of the Sample solution should agree Bignosinae
HeTexTysaHHs™ with the spectrim of the major peak of Pramipexole on

the chromatogram of the Reference Solution as

obtainedas Assay/ Cnektp OCHOBHOTG Tiky

Apaminexcony Ha XpoMoTorpami BUNpoGoByBaHOMO

PO3YMHY MOBUHEH CriBnaaaTy i3 criekTpoM OCHOBHOMO niky

NpamineKkcony Ha XPoMOTOTPaMi PO34UHY NOPIBHSHHS B

yMOBax RPOBeAEHHS TekCTY «KinkkicHe BUSHAUSHHAY
Assay / KinbKicHe suaHaveHHs 95,0%-105,0% 99.7 %
Uniformity of dosage units*: / Complies / Bignosigae L1: AV 515,0 Complies /
OfHopigHicTs fo30BaRKX Comiplies / Bignosigae L2: AV £25.0 Bignosigae
ORUHNLE
Loss of drying Not'more than 6,0 %/ Not Performed /

Brpara B mMaci npu
BUCYLLYBAHHI**

He Ginbtie 6,0 %

He nposogynu

Dissolution / PoaunHeHHs After3 hours: 23 —43.%./ 30 %
Yepes 3 rogunu; 23 - 43 %
After 8 hours: 40~ 60 % / 51 %
Yepes 8 rogiH: 4060 %
After 24 hours: NLT 75 %/ ; 83%
Yepea 24 roguun He meHwe 75%
Related Substances HPLC 7 Cynposigni fomiiikin BEPX
Impurity HMA / Jomitika HVA | Notmore than 0,5 %/ 0.10%
He Binblie 0.5 %
Any other single-impurity | Not more than 0,5 %/ <QL /<Mexi KinskicHoro
Bynb sika okpema gomillika He 6insle 0,5 % BUSHAYEHHS
Total impurities/Cyma fiomiiox | Not more than 2 %/ 0.10%

He Binbwe 2 %




NORMON
NN s

Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madrid, Esparia
Tel: 91 806 5240

Fax: 91 806 52 56

Fax: 91.806 52 58 Dpto. Técnico
WAL HOPON.es

Certificate of Analysis / Ceprudmkar Ananizy

Name of the Product: / PRAMIPEX XR, prolonged-release tablets 1.5 mg Ne30 (10x3) in blisters /
HalimeHyBanHs npogykty;  MPAMINEKC® XR TAGNeTKy NPonoHroeaxoi At no 1,5 mr Ne30-(10x3) y Gnicrepax

X1PX2 Batch size{in packs): / 6332

Batch Number Finished Product: / PoaMip Cepif (8 yriaKoskax):

Homep Cepii ToTosoro Fponyxry:

Expiry Date:  TepmiH npypatHocTi: 0212027 Manufacturing Date: / 09/02/2024
Bara BupobHuLTBa:

Characteristics/ Requirements:/ Result/

HalimeHyBanHsa nokasHuka Bunmorn MKA Pesynetar

Microbiological quality**: / MikpoGionoriuta _unctora™

Total aerobic microbial count Not more than 10° CFUIg / Not Performed /

(TAMC) ! BaranbHe 4ucno He Binutue 10° KYO / ¢ He nposoguiv

aepobrix Mikpoopratiamis (TAMC)

Total combined yeast/ mould Not more than 102 CFU/g / Not Performed /

(TYNIC) [ 3aranbHe Yucrio He Ginbwe 102 KYO /T He nposogunu

OPDRIDKOBKX Ta NiceHeBuX rpvbia

{TYMC)

E. Colif Absence in1 g/ Not Performed /

Escherichia coli He gonyckaerseca it He nposonunu

* — Test conducted only at-release. / BunpoOyBatHA NpoBOAATE MWLLIE NPYU BUHYCKY

- Test conducted in the first three manufactured industrial batches and minimtm in 1 batch per year at release and in the on-
gomg stability study batches until the end of the shelf-life, / Bunpobysaurs pOBOAATL Ha NEpLIuX TPLOX NpoMUenorux ceplsx Ta 1o
HaliveHLie Ha 1 cepil B pIk npw sunycky T8 npoTarom gocnijprenns crabinbHocTi cepitt Ao saBeplIerHR IX Tepzugynpwnamocﬂ

Released Date: / [lata sunycky: 18.03.2024 , Signature; / Tlignuc b
Qualified Person / YnosrosaxeHa ocoba  Alicia Govantes . TECHG e
7 =Y SOMSICAL MANAGENENTIOE

Date of Signature: / [JlataNignucy: 18.03.2024

Qualified Person signature does not include the verification of correct translation into: Ukrainian. [ YnosHosaxeHa: oco6a csoim
nifnMcoM He NifTBEPKYE ROPEKTHICT NEpeKnagy TexCTy Ha YKpaTHCbRY MoBy,

inthe event of any dlssrepancies of douibt between Enghsh and Ukrainian language versions, the English language version shall
prevail, 7Y pasi 6yas-arux poabixsocterabo cymisie MK Bepciamu anritchkolo Ta YKpaiHKbKoIo MOBaMI TepesaRHy. ciny fae



#

NEPKABHA CJIYVKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCHKIN OBJIACTI

npos. Ceitnuynoi Hanii, 3, m.Knis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BACHOBOK
0o SIKiCTh BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody
03.06.2024 Ne 26366/24/10
ITPAMIINEKC® XR

(ualiMeHyBaHHs JliKapcLKOro 3aco0y 3TiIHO 3 peecTpaLiiHiIM OCBIMIEHHAM)
Ta6JIeTKA IPOJOHroBaHoi il o 1,5 mr; mo 10 Tadxerox y 6aicrepi; mo 3 Gaicrepn y
KAPTOHHIM mavui

((popma BHITYCKY, HO3YBaHHS, BUA AKYBaHHS JiKapCHKOTO 3acoby)
Homep peecrpaniitzoro nocsinuerns UA/15481/01/02 crpox nif peectpauiitnoro noceinuenns 01.01.2099
Cepis nixapcexoro 3acofy Ne X1PX2 KinexicTs BBE3€6HOTO JiKapcekoro 3acoby 2972

Bupo6HUK Jlaboparopioc Hopmon, C.A., Icanis
(uaiiMenyBsanus BUpoOHHKa JiKapcbkoro 3acofy, KpalHa MOXOKECHHA)

Baeseno B Vpainy TosapucTso 3 0GMexeHoI0 BigNOBigaALHicTIO "ACIHO
YKPAIHA", inent. xon: 42274733

(naitmenyBanus Ta kog 3a €APIIOY ropumuanoi ocobu abo npissume, iM'a, Mo 6aTbKOBI
Ghisnunol oco6u - mignpHemus, 11 MicHe IPOXKHBAHHA Ta PeeCTpaiiiHHA HoMep o6IiKoBOT
KapTKH IUTaTHHKA [OAATKIB a00 cepis Ta HoMep macnopra)

IIpoTokon BizyansHore xoutpomo ix 27.05.2024 Ne 1494/4.

3a pesympTaTaMM [EPKABHOIO KOHTPOMIO BCTAHOBIEHO, [0 JHKapceKHil 3aci6 BmeseHo B VYkpaiHy 3

JOTPUMAHMHAM BHUMOr 3aKOHOAABCTEA M0N0 320€3MEUEHHS AKOCTI ikapChKUX 3ac00iB.

Qnura EPEOMEHKO
(it aphinine)




LABORATORIOS NORMON S.A.

Name of the Product: /
Hativerysanna npogyiry

Strength / Potency: /
Cuna gii { AxrusnicTs:

Dosage Form: {
Nikapceka dopma:

Package Size and Type: /
Tun Ta Poamip Ynakoeku:

Manufacturing Date: /
Hata svpoBuuuTea;
Expiry Date: /

Tepmid npuaarHocTi:

Analytical certificate code: /
Koa aHanituuHoro ceprudikaTy

NORMON

Batch Release Certificate / Cepruchixat Bunytuennor Cepif
Certificate of GMP Compiliance / Cepruchikar BianosisHocTi GMP

PRAMIPEX XR, prolonged-release tablets 1.5 g N230 {10x3) in blisters_ !
NMPAMINEKC® XR, TabneTkv nponoHrosato’ aff 1o 1.5 mMr Ne30 (10x3) y BricTepax

One prolonged-release tablet contains 1.5 mg of pramipexole dihydrochloride
monohydrate which is equivalent to 1.5 mg of pramipexole /

1 TabneTxa nponoHroBarol Al MicTuTb: 1.5 Mr npaminekcony Aurigpoxsopuay
MOHOrIfpaTy, Wo eKksiBaneHTHO npaminekcony 1.5 mr

Prolonged-release tablets 1.5 mg f
TabneTiu npoRoHrosaHof 4fi no 1.5 mr

10 tablets in blister; 3 blisters in carton hox /
10 vabretok B Grictepi; 3 Gnictepu Y KapTOHHIA nayLi

Bateh Number Finished Product; /

Marketing Authorization Number: /

Homep Pecctpauiiioro nocaiguenns:

Name, Address and License Number of
Manufacturer, which is Responsible for

Batch Release; /

Ha@menysannn , Agpeca 12 Homep Nuuenair
BupoBrvka, akwii sunyckae cepiio B obir:

Country of Origin: /
Kpaita-supoGru:
Importing Country: /
Crpana Imnoprep:

27.05.2024 Homep Cepii Morosoro MNpoayury: e
Baftch size (in packs): /
U5:202¢ Poamip Cepii (8 ynaxkoskax): 3847
CA-1-A- Specification Code: / E-1-A-
PRMR1.05(PT)40  Koa cnewmdikauir: PRMR1.05(PT)/1
UAHM5481/01/02

Laboratorios Normon, S.A.

Ronda de Valdecarrizo, 8, Tres Cantos, 28760, Madrid, Spain
No. 0330

NaGopatopioc Hopmon, C.A.,.

Ponga fe Banbgexappico, 6, Tpec Kaxtoc, 28760, Maapug, lcnania
Ne 0330

Spain / lcnania

Ukraine/! Yepaina

Certification Statement: { 3aneneune o Ceprudurayuu;

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quality control at the above mentioned site (s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country ot product specification file for Investigational Medicinal Products, The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP, f

Linm nigreepamyio, wo nprBeAcHa aullie iHgIOPMaLLR € A0CTOBIPHOIO U TOYHOIK. Hana cepis BurotoeneHa, akniovaigus YnaKoeky /
MaprIPoaKY | KOHTPONL AKocT], Ha Bullleskasaniit AinbHML y nonkif eignosintocti BiMoramu GMP nokanbhux KonTpomiowounx
Opranis, a Takox 3i cneuudikavismy Peecrpauionoro Jocke KpaiHk-imnoprepa abo Qocke AOCHiZKYBaHOTO Nikapekioro 3acoby,
MpoTokonu BUPOBHUUTE], YRakoBKK Ta aHanizig 6ynu nepernanyTi | BetanoBReHa BignosigHicTe GMP.

Qualified Person Signature: /

David Carrivick
Nignie YnosHoaamekoi Ocobu: ' r - : ' Ty

i-*. i .
ol bmen P T

Place for\.yetstafnp . 8% % 5
Date of Signature: / flata Mipnucy 29th July 2024 T e

In the event of any discrepancies or doubt hetween English and Ukrainian language versions, the English language
version shall prevail. / ¥ paai SyAb-skux posbixHocTeR abo cymuisis M BepeinMu aHrnificsioIs Ta YKpalHCLEOI0 MoBaMI
NEePeRaHy CUNY Mmae Bepcis aHrNICLKOI0 MOBOIO,

TSATEEl
\gadie,va
28700

Lia,
ST R S ity § ST




LABORATORIOS NORMON 5.A.

NORMON

Certificate of Analysis / Cepruchukar Anarisy

Name of the Produet: /

Halimenybanns npopywry:  lMPAMI

PRAMIPEX XR, prolonged

-release tablets 1.5 mg Ne30 (10x3) in blisters /

MEKC® XR, Tabnetiy nponoHrosanol 4ji no 1.5 mr Ne30 (1 0x3) B Gricrepax

Batch Number Finished Product: / X551 Batch size (in packs): / 3857
Homep Cepii FoTosore Mpegywry: Posmip Cepii (B ynakoskax):
Expiry Date: f Tepmin npuAaTHoCTI: 05.2027 Manufacturing Date: / 27.05.2024
farta BupobHuLTEA:

Characteristics/ Requirements / Resuit/
HaliveHysanHa nokaaHuka Bumoru MKA PesynTar
Description / White or nearly white, cylindrical and biconvex Complies /
Onue tablets marked with 105 on one side /Ginoro afo Bianoeipae

Malie Biroro koneopy UMitiHApUUH abo Asoonyini

TABREeTKN 3 NO3HAYKOI0 «105» 3 OAHIET cYoponn
Identification: / Wnentudikanin The retention time of the major peak of Pramipexole Complies /
HPLC / BEPX on the chromatogram of the Sample solution should Bianosigae

agree with the retention time of the major peak of

Pramipexole on the chromatogram of the Reference

Solution as obtained as Assay. / Yac yTpumanns

OCHOBHOTO Niky npaminekcony Ha Xpomarorpami

BYNPOBYBAHOrG pO3YUHY NOBNHEH crisnagaTM 3 yacom

YTRUMYBAHHS OCHOBHOrO niky npaminexcony Ha

XpoMmotoprami pO3'IHY RoPIBHAHHS B YMOBax

NPOBEAEHHA TecTy «KinbKiche BuaHayeHHan
UV or Diode Array *¥th abo The spectrum of the major peak of Pramipexole on Complies /
nioaxo-marpuune AETeKTYBarHA* | the chromatogram of the Sample solution should Blanosigae

agree with the spectrum of the major peak of

Pramipexole on the chromatogram of the Reference

Solution as obtained as Assay [

Cnexrp ocHosHoro niky npaminexcony Ha XpoemoTorpami

BUnpoGoaysaHoro POSYUHY noBuHeH cnisnagatu ia

CNEXTPOM OCHOBHOIO MKy npamirekcony va

XPOMOTOrpami posunHy nopieHsHHs B yMoBay

TIpOBEASHHA TekeTy «KinbiticHe BUIHAYEHHSY
Assay / KinbkicHe Bushauenng 95,0%-105,0% 97.4%
Uniformity of dosage units*; / Complies / Bignosigae L1: AV < 1 50 Compilies /
OnHopiAHICTL Ko30BaHNK Complies / Bianosinae L2: AV = 25,0 Binnosinae
OAMHNLIL™
Loss of drying =+ Not more than 6,0 %/ Not Perfarmed/
Brpata B maci npu BUCYWYBaHKT™ | Me Ginblue 6,0 % He npoeoannu
Dissolution f Poadunents After 3 howrs: 23 43 %/ 30 %

Yepes 3 rogunn: 23 — 43 %

After 8 hours: 40— 60 % / 48 %

Yepes 8 rogun: 40 —60 %

After 24 hours: NLT 75 %/ 81%

Yepea 24 roaunu He menwe 75 % (C)

Related Substances HPLC { Cynposigki nomikm BEPX

Impurity HMA 7 Homituka HMA

Not more than 0,55/

<QL / <Mexi kinbiicHoro

He Ginswe 2 %

He Ginbuwe 0.5 % BHSHaYEHHA
Any other single impurity / Byab | Not more than 0,5 %/ <QL / <Mexd dinekichoro
AKa oupema gomixa He Ginblue 0,5 % BH3HaYeHH:A
Totai impurities f Cyma Aomiwok | Not more than 2 %/ <QL [ <Mesti kinbKickoro

BU3RaveHHsn




LABORATORIOS NORMON S.A. NORRMON

Certificate of Analysis / Ceprudmar Ananiay

Name of the Product: / PRAMIPEX XR, prolonged-release tablets 1.5 mg Na230 (10x3} in blisters_l
Hafmerysanka npoaykry: MPAMINEKC® XR, TaBneTkn nponcHrosaHo! Al no 1.5 mr Ne30 (10x3) B BnicTepax

Batch Number Finished Product: / X55V11 Batch size (in packs): / 3957
Homep Cepii loTosoro NMpogyxry: Poamip Cepii (8 ynakoskax):
Expiry Date: / Tepmin npuaarHocti; 05.2027 Manufacturing Date: / 27.05.2024

Hata supobruyrea:

Characteristics/ Requirements / Result /
HaiimeHyBaHHsA noxaaHuka BuMarn MKH Peaynerar
Microbiological guality*: MukpoBionoriuna ucToTa™:

Total aerebic microbial count Not more than 107 CFUIg Not Performed/f
(TAMC) ! 3aranbHe uncrio He Binkwe 108 KYO /1 He nposopunu
aepobHux mikpoopraniamia(T, AMC)

Total combined yeast / mould Not more than 102 CFUfg / Not Performed/
(TYMC) / 3aranbHe uncno He Ginbwe 102 KYO /r He npoeogynu
OPBROKOBUX Ta nniceHesux rpuGin

{TYMC)

E. Colif Absenceinig/ Not Performed/
Escherichia coli He nonycxaetbea s i r He nposoaunu

* — Test conducted only at release, / BunpoGysarus npoeogats nue npy BUNycKy
** — Test conducted in the first three manufactured industrial batches and minimum in 1 batch per year at release and in
the on-geing stability study batches until the end of the shelf-life. / BunpoBysanus IPOBOAATL Ha NEPLIMX TPLOX NPOMUCNOBIX

Cepinx Ta Wwo HaliveHle Ha | cepil B plt npu BUNyCKy Ta npotarom pocnigkedHa crabinsHooTi cepiil Ao 3aBepLIeHHS TX TepPMinyY
npuaarTHocTi,

Released Date: / [lara BUNYycky: 29 July 2024 Signature; / Mignuc Stamp: /
Mevartka

Qualified Person / Ynosnoeamena ocoba: David Carrivick L ’ ’

Date of Signature: / Jara Mianmcy: 290 July 2024

Qualified Person signature does not include the verlification of correct translation into Ukrainian, / YnosHoBaxewa ocoba
CBOIM nignycom He nigreepmiye KOPEKTHICTL nepexknany Tercty Ha YRpaiHChKky MOBY,

In the event of any discrepancies or doubt hetween English and Ukrainian language versions, the English language
version shall prevail. / ¥ pagl ByAb-RKMX poabbrHocTed aBo cymHIBIE Mixk BepelaMM armificLKo0 Ta y¥palHKkbKoIo MoBamy
A@peBaNty cuny mMae sepels aHrniiickrolc mMoBoIo,




AEPIKABHA CJIYXKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCHLKIA OBJIACTI

npos. Ceitiuynoi Hagii, 3, m.Kuis, 02099, Tei/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IIPTIOV 37078774

BHCHOBOK
Npo sKicTh BBeseHoro B Yipainy JIKAPCLKOro 3acofy

24.12.2024 Ne 66854/24/10

INPAMIIIEKC® XR

(uaitvenypamun Nixapeskoro 3aco0y 3rinHo 3 pecerpauiiinum nocBiAYcHIAN)
TabJIeTKY OPONOHTOBAHGT il Mo 1,5 mr o 10 rabnerox Y Garicrepi; o 3 Gaierepu Y KapTronmiit
naqj

(dopma sumycrcy, nozynanm, sy TaKYBAHA JKAPCLKOTO 3ac06Y)
Howmep peecrpauifinoro nocsipuenns UA/15481/01/02 cTpok Al peectpaniiitoro noceigvenns 01.01.2099
Cepin nikapcbroro saco6y Ne XS5V Kinexicts ssesenoro nikapeskoro sacody 1680

BupoBuuk JlaBopatopioc Hopmon, C.A., Ienanis

(naifstenysants BupoBimixa nixapeLkoro 3acefy, Kpaiia HOXOAHCHHA)

Boeaeno B Vkpainy Tosapnerso 3 06Mexenoro BigmoBizaaLRicTIo "ACIHO YKPATHA",
inenr. op: 42274733

(walimenynanns ta kon 30 CHPTIOY ropuam=iof 0co6i aGo npizBitee, iM', no Garskon] (izirmel
ocobu - nianpueMus, i Micne NpORBAlAA Ta peccrpauiiinuii noMep obnikonot KapTky mnathHika
nozarkia abo cepis a HOMEp [ACTIOpTA)

[lporoxon sisyasenoro wonrpomo six 20.12.2024 Ne 4002/12.

3a  pesynsratamMm  aepwabhoro KOHTPOMO  BCTAHOBNEHO, WO Jjixapewkuil 3aci6  BeeaeHo p Yrpainy 3
AOTPHMAHHIM BHMOr 3aKOHOAABCTEA o0 3a6e3nieyeRHs SKOCT MikapesKix 3acobis.

Omsra EPLOMEHKO

{niznuc) {ininiam Ta npisanime)
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