 AEPKABHA CIVKBA 3JIKAPCBKHX 3ACOBIB .

~ TAKOHTPOJIO3A HAPKOTHKAMHy . KHEBL

By, Bepernnxincska, 29, Kuis, 02098, resn. (044) 295:26-85 re. (044) 2052682 L

E-'ﬁja'_il_:-dls;kyiv_@dis;gf}v,u&;_'l{'éf_;g CAPIIOY 37079055 Tl

| BUCHOBOK
.. NIpO SKICTH BBE3CHOTO B YKpainy AKAPCLKOro 3acoby 0 .

o oo JTAPRBOA o

(HOMMCHYBAHNS STKADELKOIY JaC0DY 31010 3 PECCTPRUHTHIM nOCBIANCIAM )

TadseTH 4o § 3ir5 1o 10 Tabuetok y Gaicrepi; uo 3 GaticTeps B KapTOMI yiaKoBui
(1hopsa BHAOYCRY, J00y BINIA, B nuuy;mmm-slitcsi;:féi.xura_gag:{ﬁy}

Homep pecerpatiiinoro fiocsi auenin UA/15432/01/02 crpox it PeECTpaUifinGro nacsvenna HeodMexesni
Cepis nikapeskoro sacody Ne SKZ1109 KinpicTh be3eHoro mikapesikoro sacody 8§85

BupoGiyk Casr Papyacstotuxa-livnacrpis S Innis o
(HORMLHYB2HNE BAPOOHRKD NIRIPCLROO 2uctiy, RPATHA HOXOINCHHA)

Baeseio 8 Yxpainy Tosapuerso 3. olimexenow signosinaasnicrio "Pantakei
_Dapmackiotikaie Yrpaina', izent. kon: 38265984 o
(RiiMeHyBaung ra koA 3a €APNOY ophanunot scodu abo npisauiie, is's, no 6arskos] griznuiiol
0000 - TANPHEMIULA, 1T MICILC NPOMHBLH HY Ta peECTPaiiinil HoMep 00hik0BOT KEDTKY HATH KA
TOAATKIB 800 Cepid Ta Bosep macnopra)

HpoToron sizyatenere wonwrpoamio pia 24.03.2023 M 816/11.

1aGopat opHMIL AHAATS HXGCTI ATKAPCLKROTO 3200y 3RIHCHEHNI:

Jlepxasna saykoBo-1ociiana HadOPATOPIS 3 KOHTPOINO HKOCT] i IKAPCHKHX 33¢0061H ne_pmamsfg"
YCTAROBH "JHCTHTYT rpoMaiichkoro 310pos's iM. Q.M. Mapacena HAMH Vxpaian" (M.Kuis,

_byadlonvapenka 50) _
(HAHMLHYBIHIR T MU BRSNS JRBOPITOPIL e NPpoRcAA Maboparopiotit arasis akocti)

Bicnosux 10020 AK0CTi AiRapenkora sacoy, Bistaunil nadoparopie nix 25:04.2023 No 819 ..
Pesvanrars 1adopaTopiioro anasizy akoeTi nixapcbkors 1acofy 3a BEPCBIPCHIMH HONG3HHEAMI BLATIUBLAAIOTH
BHMOTAM METOAIB KOHTPOAW AKOCTE (ananitTwuio-HopsiThano HOKYMEHTALT).

3 POIFALTATANA  HePARABHOTG  KOHTPOMO  BCTAHORJIEHD, 1O JHRAPCHRHI JuciG. mméeHO B VEpaihy 3

AOTPAMAHHIIM. 50T 3aK0H0IIBCTE (Moo Jadeineyenid Y ROCTH AIKAPCHKHY Facobis.

Ioali SANBOPHMX.

ot gy Ll T Y b

(iRitaom Ta npizasuse)




CISUN Cypeeh-No214, Hinwiuca M20, Cabr. lumi, Ipin, Basa I, 11

| Can g 'ﬁhtacbm*{rmn_n lanacrpis Sira /
Sun Pharmaceutical Indpstries Ltg .

o+
1

PIARMA.

__Kpaina/ Country: VKPATHA / UKRAINE o

Cy _ _ ‘ Dasa [, Dliivapla, .- o
{ Cineracon = 396230, Y. T, Hanpa | Harap Xaoeni, lugiis /oo e o

TR T
R L
LI
R B
. '

. Kourpoan sxocri/ |-
. Quality Control |

] Silvassa-396 230, U.T. of Dadra & Nagar Haveli, India

PR
il
it iome

" [ Hatrenyomma T v —
- | :Product .:-Parkizﬂt,,_;igb_iptg Twg ..

L Hama gupabimupea/ .

Cura oit: | Tabnerka '_a._&ic'mrsﬂpaminexé;ma ,-guriﬂ{jﬁmupxﬂa -

MOHOTiZpaT. | Mr o
.| Strength: | l&hlﬂfbﬁtﬂfaiﬂs_i}f"&iﬁiplexﬂl.Di}]&dgﬁch[gridg_
_monchydrate | mg S .

Hpwoariit 0o/
Exp.Date 5087024 v

| Pozmip u nun naxpegiia: o 10 tabnetor s Griictep, no 3 Gnicrepas
-KapTOHHIR ynakosy, Lo LT S

7| Relesse Date -+ 07:00:2022

T
.
. R
o LT
P

- .-t LI I
= e "ol N -
b e v

Packing size and type': 10 tablets invblister;'3 blisters in a‘carton .- <.
Cepin M/Batch No. ™ 1 SKZI1169 .

Lasusp cepit / Batch size 1 5333 ynakoaow/ packs

| Kpaing aupoBHYK |-

CA. %/ AR No. - T/T] G723

o Ii‘:'ipcﬁmm-,fﬁ;{&mgférﬁé‘f;}fer: «Can Gapmacriotuxan IupacTpis Aoy
1 "oun Pharmaceutical Iridustriss Lig”

Adpeca/dddress : Cypueri Ne2 4, Ainarxa Ne20, Cavr,lwan. Epis, dasa It
finapia, Cifiesacea -.-,-'-3962'30,.&'5*'”!*.-,[[&&;}& | Harap Xageni, Tugis /

survey No. 214, #lot'No. 20, Govt.indl Area, Phase I, Piparia, 8ilvassa - |

396230, U.T. of Dadra & Nagar Haveli, {ndia

anl

] Country-manufacturer : ligin 7 tndia’
| Bupobituya Allfenzia /
| Manufacturing licence. : NF/24

Peecmpayiiing noceiduenns /

Registratianﬁgeﬂi ficate No. . : UM 15432/0 [f{ﬁ;‘»i

062/2022/GMP

I3 l'luﬁasuﬁu:f_’lﬁe#t&

Pesvantars / R‘esult&;

Creundirauin / Specifiention

i, | Onuc/
Description Dinoro konsopy, 3. Gackow, rranwi o onde}
CTOPOHH 1 3 PHCKOIO Ha (Wi CTOpoHi. /

White to off white, oval flat faccd bevel edpe,
| tablels plain on one side and scored.on other
1 sidas,

Orantui, unockl Tabneten §imore abo Maivice

OsaneHi, mnocki tabnevkn sig Sitoro o
-Maibke Sinorg KONILOPY, 3 thackow, Tranki 3
OBHIET CTOPOHI | 3 prickotd Ha. imiii crapodi/ |
White 16 off white, oval flat faced bevel edge, |
tablets plain on one side and scored on other |-
stde,

2, fﬁeﬂmdzi&ﬁu'iﬁ'-i' T

2.1 Mac yrpuMasHE oCHOBIOrD nika Ha
XpoMarorpamax \
CTAHNIPTHOrO  posusnin, OTPHMAHKX  1ipn.
KIBLKICHOMY sstnpobypanni enisnanac, / |
‘The retention time of the ‘major peak in the
{ chromatograms of the test and Standard
solutions obtained for ASSAY are the same.

Identification

BinpeSynanors i

| chromatograms of the ftest and standard

2.1 Yac.yrpumania OCHORHOTO Hika .
'.;'(pﬁﬁ'a?;)'ﬁpamax._aunpoﬁyaa;;pm ™o
CTRHABPTHOrD POIUKHKis, OTpUManuX api
KinskicHoMy BuzHaveHKI, NOBUHYG
cnispamard./ o e
‘The retention time-of the. major peak in the |

-solutions obtained for ASSAY should match,

| 2.2 Bignosizac snsioran. |

Yd-enexmp NOrHANH 225-300 1
Meets the requirement. o
‘The UV spectrum is 225-3000n.

| -Preparation:  corrésponds 0 that in the
|chromatogram of the Standard preparation, as |

2.2 YO-eHeKTpH OCHOBHOMD Mika 8 ofsacri sig |
225um a0 300 ma Ha xpoMatorpammax. |
BHApOOYBaHOro Ta. CTaMApTHOrD po3tsis,
OTPUMEHHX nNph’ KIABKICHOMY : BHIHBUEHH] |
ATOBHHHI Sitignagaty. / | |

The UV spectrum in the range of 225-300nm of
-major peak in the chromatogram of the Sample

-obtained in the Assay.

P}._: _..

“Cepemiamaca | 1558w lmg

Average weight

T T60 mr £5 %

(sin 152 wir 10 168 mr) /
160mg £ 5%

J:{fom 152 mg to {68 me),

4. 'Dﬂaniﬁﬁi cTE Eiaéfi
/ Uniformity of
weight

Miﬂih{j’Mf an_’fmum 3. 5204 -
Makeimysi / Maximum ~ +'5.22 %

| He Ginewe 2-x Tabnerok mowyts mati |
| BUXIICHAA Bin cepenusol Mack Oiabwse, Hiw

Ha L 5%; T w0nna 3 TaBReToK ve mopmHIA Maty |
BLAXKNEHHA BIR cepefbol Macy, Binkure Hin

Ha £10%, / Not more than 2 unity. of the'
‘f—.\ individual woights deviate from the averpge.
i weight by ‘more than + $%.-and none unit

A . .,_.r' ;"'4
T ATIRRGL I
|L_ -

et

n..'.F =

i deviates by more than + 10%,.

O
o, GRZBBERS A/

—

o Ceprwpikarananba/]| .



Can Qapwacuiorunan lugaerpia Ja /.

| Sun Pharmaceutical Industries Ltd =
1 Cypeed N2 (4, Jinauia Ne20, Mast. Ingn. Opia, drara I, MHnapia, -
“Cintsacea ~ 396230, V.T. Hadpa | Harap Xaseni, lnaia / & ST
Survey No. 214, Plot No. 20, Govt. Indl.Area, Phasé 11, Piparia, - -

. Kpalia / Country ; VKP,

Amﬁf UKRAINE Sl

~ - Kogrpom, akocri/ |

Cepresdivar anaaiza/ |
Certificate of Analysis |

e Quality Control [ -

| Silvasss-396 230, U.T. of Dadra & Nagar Haveli, India

CTﬁﬁfH!{ﬁf'?age 2ofd |

Ha:‘iuenj}aﬁmm B pl{isaﬂ,:mﬁﬁmiﬂi, rio | mr

Eroduct : Parkizol, tablets, 1. mg -

| Mfe, Date

e

,Hmn;a_:ﬁzfpaé}humma/ o

C e | Cung 0l mﬁ'qugagmicrm_aﬁpaminéxmna-giir;ﬁpgmepmﬂ.
- | Strength I tablet contains Pramipexol Dihydrochloride -

monohydrate | mg

_ _i09202 - .
Mpudaruuit dog- o

. L
ST L
I . S
et T
T o .
e Tl

] Loanip u mun ngrpsainey: n:qr"l{) Tabn e%ﬁ:;s 8 Gnictepi ,j--tld 3 Gnicrepan
| xaprouuid yrakosr, B | o

ﬂﬂfﬂﬂﬂifmmcapff/ RO
~ | Releasg Date:

| Packing size and type * 10 tablets in blister, 3 blistersin a cartor -

Cepin Mo/ Batch No.. 5 SKZT109

I CaA M/ AR No V32

Pazmsp cepii / Bateh size : 5333 ynakooor packs

| Kpatwa gupobrui J

“Sun Pharmaceutical Industries Ltd"™

Bupobnu /Manufactyrer: «Cas Qapaacsiorixan [HgacTpis Jitan

| Adpeca/dildress t Cypseit Ne2[4, Rinsuxa Ne20, Uapr.van.Epia, daza 1,
| Minapia, Cinesacca~396230, V.T. Haupa i Harap Kaseni, Tunia / |

Survey No. 214, Plot-No. 20, ‘GavtIndlArca, Phase 11, Piparia, Silvassa
1396230, U.T. of Dadea & Nagar Haveli, [ndia .

B Bupobuuya piyensia /

Courstry-manufacturer : Tnala / I'ndi'ah_

Manufacturing licence, : NH/2¢

| Peecmpaytine nocaionenng /

"1 Cepmutdhixam GIMP/ GMP Coref

062/202%GMP

N | Magazuug / Tﬂsts

Registration certificate No. 1 UA/15432/0 1702

PesynotaTn / Resulls

Crneuitivauist / Specification

5. Pozqi;ﬂ'emm /
‘Dissolution

Minimys 7 Minimum
Maxcumyn / Maximum
Cepenne/ Average

1 98 %
: 100%
4100 %

He meriue 75 % (Q) sin 367 BneHoT KiTbROCT]
npaMingxcons RUriApOXNOpVIna MaHariapata
poluuuzeTsCH 3a 30 XpHAKKE, / :

Not less than 75%(Q) of the tabeled armount of
Pramipexol Dilydrochloride monohydrate -is
dissolved in 30 ninutes.

0. | Qawopianicts Cepenue /Average
AO308aHKX
OAHHHUG /
Uniformity of
-dosage inits

Acceptance Valus

987%

puitvansie sneno

. 24

Bignosinae ah‘ﬁa:‘am_usm 905>7
Meets the requirement USPi< 905>

B Cynmi.qnmhﬁﬁ#?

Aan qunyera / Rglease :

Related Subs!anpﬁs

BOL

Hosfititra C- tt,eﬁ_inbumﬂé%#'

Imperity € ~ not more than §,50% -

0.068 %

| inansinyansia RoMilka « we Ginbie 0,5%, /
1 Highest unknown im_purity < not more than
1 0.50%. .

Makcumanera HeinenTudikosana

LXEIE

.

Cyma nomittok - ne Sinvwe 2,0%. 7
Total impurities - not more than 2.0%.

LR mepniny npudamuocmi ) For shoif life :

BQL

Hominika C - e Ginbiue 1,09% /
[mpurity C - nol more than 1,0%,

0.068 %

1.0,5%, . -

Makcumancua neineirudicosana
HnnsigyanpHa 2oMitka - e Ginprue ¢.3% /
Highest unknown impurity - not more than

T0.121 %

Cyma somiwox - ite Gineue 3,0%./
_Total impurities - not more than 3,0%.
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|

Can Dapmacsiorakan buaerpis ra 7 -
Sun Phavmaceutical Industries Ltd |
Cypsel N2 14, Himntixa N0, aar. by |
Cinsgacea - 396230, V.T. Hasipa i Harap Xaneni, | Hais/.
| Survey No. 214, Plot No. 20, Gowt. Indi. Area, Phase'Il, Piparia,

. Spis, Gasa 1, Hmapia ] e

S Iimifp'g;:h KoL A A
oo Quallty Cantrol |

- Ceprudivar snanla /
Cerﬁﬁca!ejﬁ_r Analysis

-Silvassa«396 230, U.T. of Dadra & Naga; Haveli, India’

Cropinua / Page 3 of 4 |

. "_Hbfi’ueny&czﬁ}rm.-:_ Hﬁ_};al&o&{;mﬁﬁﬁﬂﬁ% ne Imr
Product .Enrk'i'ztil,f.tablatsi_.1:;ﬁg o

o ga&:&i'ﬁ};paﬁﬁmﬁur}m’ .
G | MEZ Date .

Cua it | vabneria MicTiers, Ulpamitickcona AdripoxnopHma .

MoHOriApaT | mr e R
Strength : 1 tablet cotitains Pramipexol Ditydrochlaride

monohydrate | mg- - . SR

Exp.Date: - - 08[2{)34 S

| Pozmip 1 mn nakyezmm: no 10 Tabnerok s Grictep [, no 3 Gnicrepas .

- :

KBPTOHHIf ynakoslf, - L
Packing size and typs 1 10 tablets in biister, 3 blisters.

Release Date . -+ 07-0ct-2022

| ,_ Yp | inacarton.
Cepin M/ Batch No, :1SKZ1i09 |

CA-M7ARNo.: TATTH3

| o Pazvsp cepit / Batch size ; 3333 ynakosow/ paéks; )

Kpatua gupotinu | |

V' Bupoinux fidanufactirer «Cak (DapmacsioTiran

*Sun Pharmaceutical industries Lid* _
Adpeca/dddress ; Cypoer No214, Ainsuka Ne20, a
Hioapia, Cineracca ~ 396230, V.T. fanps i Harap Xaseni, [nqix / |
Survey No. 214, Plot No. 20, Govt.indl.Area, Phase [, Piparia, Silvassa -
396230, U.T, of Dadra & Nagar Haveli, ndia |

'Ii{ﬁac‘miz ran

" Bupobnuua niyenzin /-

st.lumr.Epis, Dasa I,

Qﬁunt_rye'manUFaﬂﬁzrér_:.lﬂﬁilﬁj r‘!ndm

Manufacturing licence.’; NE/2§

| Peccmpaniiine nocgioguenus /

e epmugﬁ;gam CGMP/ GMP Cer;yf .

| 062/2022/GMp

| Registration certiﬁcarg No. +UA/15432/01/02

| M | Horazumicy _-'_i‘.;;&_sts

Cretsdiicauin / §

K Peyysurarir / Results
8. | Kinngicne -
BHIHAM eI

- Assay

0.978 Mr /- mg
97.8%

|in tablet (95,0 - 103

1q pecification

Ana eitnyera / Release » o |
Bix 095mr ng 1,05%p Hpaminiexcona |.

AMFiApOXIOpHIR, 'MOHOTIAipaTa 8. 7a6rery

(95,0 «108,0 % sz 2as BNCHOT KUBKOETI). / Not |

less than 0,95 mg' and not mors than +,05 me

.of Pramipexol Dihydrochloride: monohydrate
0% of the labeled amount) |

0.978 mr/ mg
97.8 %

Aaa mepsiiny

I Limgof

| Iabeled;amuunt}._.

npudarmnotmi / For shelf life : |
Bim 09mr gm0 11 wmr TPaMinerRcona
- AHFIIPOXNOPHAA MOHOripaTa B Tabneruj
(90,0-110,0 % it 3as8nen07 KINBKOCTI), /

| Not less. than 0,9 mg and not more than
Pramipexol  "Dihydrochloride
monohydrate in tablet (90,0-110,0 % of the |

MixpoGionoriuna,
HHCTOTS /

| | < KYO/r;/CFU/ g,
Microbial limit test. |

i Total serobic ¢ount - ot more thag 103 CFU/
: g'

KinLKicTs. aépgﬁuﬂx.
(TAMC) - we 6inbwe 10° |

Jaraibha,
‘Mikpooprauizmis
KYO/ir/

<10 KYOfr: / CFU / g

3arapua Kinbkicrs Aphioiesyx Ta ._HIEEEHHBHX
| reudin (TYMC) - we Ginswe 10t KYQir/

Total combined molds and yeasts counit + not
_more than 10 CFU / g, ; -

B iacyTHi / Absent

T He Ronyckaeteen Escherichia coll s 3l
(Apenapara,/ e
| Absence of Escherichia calj per | g.

oy L) .
Gl M o ey .
PMAGLICTTR AL
o N LA SRR A5

aenTabalien o

r

HRLo e




-_ h Cautba{}mcbloﬂum I[ﬁﬁﬁ;ﬁiﬁiﬁ '.*"‘_
RN Sun Pharmaceutical Industries Ltd
SUN ‘Cypacit Ne214, linanka No20, Uast. Iign, Opin, daza

» HAHMJF_-

| Ginesacce— 396230, ¥.T. Janpa tHarap Xaseni; tigia/. e
| Survey No. 214, Plot Ne. 20, Qovt. Indl. Area, Phase [1, Piprig;. -

- Kpaiua / Country : VKPATHA / UKRAINE
| | b Kosrpons axoceri /

.. Quality Coutro!

. Cepridlxar ananiza /|

. Certificate of Analysis |

[, Minapia,

= _Stlvassa-396 230, U.T. of Dadra & Nagar Haveli, {ndi

a

. Hatisrewysannn ; Mapxion, ?mﬁnemm_nb | mr -

0

Product 5 Parkizal, fablets. | mg -

o Aama gupobwuymea/ .~ - T o n
o M_f'g. .Bﬂ_{ﬁ- '

MoHorigpat lwmr. L
Strength:: | tablet vostaing Pramipexol Dihydrochloride
‘monohydrate | mg .

Cuna O | Tabnerxa MicTaTs Ipaminekcona au rinpoxacpuag

Mpudammut 00/~ e T
| Exp. Date +08/2024 -~ - -

"

[ keprounifynakosul; - -

Poantip u mun naxysanns: no 10 abrerok 8 baicrepi, 1o 3 HaicTepa 8

_ ﬂaﬂé&ﬁh{z}m&.céﬁﬁ‘f e
| Release Date . 2 07-0at:2022. 0 .

- (Racking size aod type; 10 tablets in blister, 3 blistersinacartor ||
L Cepin Mo/ Batch No, -+ SKZI109 5 L

| Passsp cepit / Baschrsize ; 5333 ynakosok/ packs

| Rpaina onpobuux | -

Rupobmii /Man ufact

“Sun Pharmaceutical Industries Ltd”

[Tinapia, C‘insfsaCcaw396230, Y. T. Qagpa'i Harap Xaseni, Ingig
Survey No, 214, Plot No. 20, Govt.Indl.Area, Phase {l, Piparia,
1296230, ULT, of Dadra & Nagar Haveli, India

cturer; «Can apmactiotrran | HABCTPI3 JiTan

Adpeca/dddress : Cypseit Na214, Hinsuka No20, Canv g Epis, Gaza (1,

[ Bupobrusa niyensin7

Manufacturing licence: : NH/26
f
Silvassa «. |

‘| Peecmpayiine nocsiovenisn /

| Registration certificate No. : UA/I3432/01/02

1.06272022/GMp

Copudivan GHPT GHP Coraf———

3ansa npo cepripinauico ;

BHMOoram GMP,

Ueclaration about certificatigns

| Lnm e ninvaepmryeio, WO 3a3tvavens srue idopmatss € AOGTOBIpHOIO | toutioio, Cepin Syna BHIOTOBACHA (BRmiotiarous |
NAKYBAHHA { MapKyBaitis) | nporeseno KOHTPORE Tt AKOCT] HA BHLLE3A3aueHOMY 3380/ ¥ OBHIN BiANOBIREQCT] 3 Bmoramu |
| GMP, a tako:x signosinso o cnedn@iralit, wo Micrirrsca 8 MICH NIKAPCHKOro 38008y /10 peceTpallifHoOro mocsinsents No
1 UA/15432/01/02, Fasucu BHPOOHKULITBA, NaKyBaHis Ta KOHTPOMIO AROCT!. bynu npoeipeni i acranomnsuo BigroBinnicTs

Here by [ testify reffability and accuracy of the above iﬁf’ﬁﬁﬁﬂti;&ﬁ. Tli_is*ﬁht%.‘«h of produict wa"m'a'n'urgcturea‘ -(I':_;cluding
packaging / _{abelling),.ﬁnd its quality was controlled at the above stated site'in full aceordance with the GMP and in compliance
with specifications contajned in methods of drug quality control for Registration Certificale No, UA/15432/01/02; Batch |

*BOL ~ Below Quantification Limir/ Huoexe xistinia CUIHAYEIHNS

-manufacturing, packagine and analysis records (protocals) were reviewed snd 'Cﬂmfﬁl.iancg with OMP was proved.

| 3anepeso fAuthorized By ¢
Haspusen./ Executive - Quality
Kymap Taganu / Kumar Thadani
Harta / Date : |

1 .

E w2

Rl i, SRR

ARYBAKCT VRN
LT R R LR RSN LU TP |

woirpye TET W
S LY

i ateausnt /=

| Country-manyfactirer : liiais / mdia |

CA P67 AR No. T/ T23 Ry



