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Foee 91 308 85 55 Batch Release Certificate / Ceprucpikat BunyLuetnoi 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 MPAMIMEKC® 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 Tabnertka NponoHrosaHol ail MicTUTR: 1,5 Mr npammexcony
aurigpoxnopuay mMoHorigpary, wo eksizaneHTHO npaminekcony 1,05 mr

Dosage Form:/ Prolonged-release tablets 1.5 mg /

Jlikapcbka dopma; Tabrerky nponoHrosaHol aii o 1, 5 mr

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

Tun ta Posmip Ynakosku: 10 TaﬁneTox B 6ricTepi; 3 6ricTepy 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'ynakoskax): 6332
Ana!ytica! certificate -code: / CAAA Speciﬂcatiop Gode: / EA-A-
Kop ananituatoro PRMR1.05(pTy10 KOA CriewumdikaLii; 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
HalimeHyBanHs , Agpeca Ta Homep Tabopatopioc HopmoH, C:A.,.
Jinuensii BupoBHuka, skuil Bunyckae Pouga ne‘Bansgekappico, 6, Tpec Kanrtoc, 28760, Manpua,
cepito B ofir: IcnaHis
Ne 0330
Country of Qrigin: /

KpaiHa-BupoBHUAK: Spain {lcnaris

Importing Country: / s .
Crpata IMnoprep: Ukrainel Ykpaina
Certification Statement: / Sanenenue 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 product 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 ApUBefiena auile HgopmMaLin € [OCTOBIPHOI U TouHow, [laHa cepis BUrOTOBMEHa, BKIIOYatoHM
YNaKoBKY. / MapKipoBRY | KOHTPONb m(ocm, Ha BuLLieBkasanii QineHULl y ionkil BipnoeigHocTi 3 BumMoramu GMP nokansHux
Kompomoroqnx OpraHis, a Takox a chedvicikatiamu Peechanonoro Docee Kpamm-xmnop'repa abo Jocke nocnmmysauoro
nikapebkoro aacoby. IpoTokonu BUPOBHILITEA, YNZKOBKK Ta aHaniaie Gyni iepernsnyTi | BoTanosneHa BinnosigHicTs GMP.

Qualified Person: / YrosHosaxena  Alicia Govantes Signature / Mignuc: J‘?}Xf“} ) =
ocoba: Sow—
plB i

Date of Signature: | Qataninnucy:  18.03.2024 ECHHICAL MARACELMEN IO 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 posbikHocTei a0 cyMHlais Mix BepciamMy aHrRificsKkoio T4 YKpATHCLKOI0: MOBaMA NEpeBaHY cuuny Mac sepcia
aHITIACHKOI0 MOBOIO.
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Name of the Product; /
HalimeHysanHa npoaykry:

PRAMIPEX XR

Certificate of Analysis / Ceprucpukar AHaniay

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

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

Characteristics/ Requirements/ Result/
HalimeHysanHs nokaskuka Bumorin MKA Peaynbrar
Description/ - White or nearly white, cylindrical and biconvex tablets Complies /
Onuc marked ‘with 105 on one side /Binoro.abo matike Ginoro Bignosizae

Konsopy Lunikapu4HE 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

OCHOBHOIrO NiKy Npaminekcony Ha xpoMmaTorpami

BUNPOBYBAHOI0. PO3YIHY NOBUHEH CriiBRagaT 3 yacom

YTPUMYBEHHA:OCHOBHOTO Niky Npaminexcony Ha

XPOMOTOprami posUHY NOPIBHAHHSA B yMOBaX NpoBeaeHHA

Tecty «KinbkicHe BiaHateHHA»
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
HeTexrysaHHs™ with the spectrim of the major peak of Pramipexole on

the chromatogram of the Reference Solution as

obtainedas Assay/ Cnektp OCHOBHOTG Tiky

npaminexcony Ha XpoMoTorpami BUNpoGoBYBaHOMC

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 fo3oBaRKX Comiplies / Bignosigae L2: AV £25.0 Bignosigae
ORVHNLE
Loss of drying Not'more than 6,0 %/ Not Performed /

Brpara B Maci npu
BUCYLLYBAHH**

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 rogunn He meHwe 75%
Related Substances HPLC 7 Cynposigni fomiiikin BEPX
Impurity HMA / Jowmitika 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 fiomiiok | Not more than 2 %/ 0.10%

He Bintwe 2 %
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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:aif no 1,5 mr Ne30-(10x3) y Gnicrepax

X1PX2 Batch size({in packs): / 6332

Batch Number Finished Product: / PoaMip Cepii (8 yriakoskax):

Homep Cepii ToTosoro Fpoaykry:

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

Characteristics/ Requirements:/ Result/

HalimeHyBaHHA nokasHuka Bunmorn MKA Pesynetar

Microbiological quality**: / MikpoGionoriuta _unctora™

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

(TAMC) | BaranbHe 41cno He Binutue 10°KYO / ¢ He nposoguiv

aepobriix Mikpoopratiamis (TAMC)

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

(TYNIC) [ 3aranbHe Yucrio He Ginblie 102 KY0 /T He nposogunu

OPDRIDKOBKX Ta NiceHeBuUX rpubia

{TYMC)

E. Colif Absence in1 g/ Not Performed /

Escherichia coli He gonyckaersea i1 He npomonunu

* — Test conducted only at-release. / BunpoOyBatH# NpoBOAATE MULIE 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 1pOBOAATE Ha NepLiuX TPLOX NpoMuenorux ceplsix Ta 1o
HaliveHLire Ha 1 cepil B pIk npw sunycky T8 npoTarom gocnijpkenna crabinbHocTi cepitt Ao saBeplIeHHR IX Tepzugynpwnamocﬂ

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

Date of Signature: / [JataNignucy: 18.03.2024

Qualified Person signature does not include the verification of correct translation into: Ukrainian. [ YnosHosaxeHa: ocoba csoim
nifnMcoM He NifTBEPKYE ROPEKTHICTE fEpeKnany TexCTY Ha YKpaTHCbRY Moy,

inthe event of any dlssrepancies of dotibt between Enghsh and Ukrainian language versions, the English language versiorn shall
prevail, 7Y pasi 6yas-arux poabixrocteraba cymisie MK Bepciamu aHritchkolo Ta YKpaiHKbKoIo MOBaMI TEpesaRHy. ciny fae



