npo AKicTH BBE3eHOoro B YKpainy i ikapesroro3acoly

25.09.2025 Ne 48434/25/26

IIPUTAH
(Halmeitypaniis nikapeukoro zacofy 3rinns 3 pecetpau 11N NOCBIAEHTSM)
TableTkH no 1,0 MT, 110 10 TaéneToi y Guicrepi, no 3 Gaicrepn y KapToHnii ymmonm
(dopma: BHMYCKY, MO3YBAHHS, BHI TAKYBAHAA ‘nikapebkoro 3aco6y) '

Homep peecrpauifinoro nocsinienta UA/18620/01/02 crpox aif peectpauitinoro. noceinuenus 16.03.2026
Cepis nixapeskoro sacoby Ne 1007014 Kinskicts BRe3eroro nikapeskoro 3acofy 1300

Bupothnk KYCYM XEJTXKEP IIBT JITJL, Innis

(atmcnysanis supoSHIKa NiKaPCLKOro 3acoby, kpaiHa noXomKetHs )

Baeseno 8 ¥ patiy Tosapucrso 3 o6Mexenoro signosinanvuicrio ""Ciueadapnm JITH",
inent. kon: 20075891

(naitveryBanns Ta kox 38 CAPIIOY 10psanunoi.ocobu 460 npisniule, iM's, No Garuiosi
izuunol 0colH - nignpuemus, il Micie IPEARUBAYHA Ta peceTpaltiiini nomep oBnikosol
RAPTKY naruka nonarkin a6o cepis ta HoMep nacropra)
Npovtokoa sisyansuore konwtposio sig 02,09.2025 Ne 3127/01.10-25/3.

JlaBopaTopruit ananis sxocti nikapcrkoro 3acoBy aniiicnenuit:

JAIT "Lenrpansua naGopatopis 3 asanisy axocTi Jiikapehkux 3acobis i menuunol npoxyxuii”
(M.Kuis, Bysn. Kyapasceka 10r M:Kuis, syn. Kynpascexa 8B Kuincexa o6nacts; ¢. Hosi

I]erpuam By, [sana Ppanxa, 19)

o {riafmenysaiiig T micuestaxomkenis saboparopii, wo nponena KabopaTOPIKE apanii SKOCTH)

BRCHOBOK WOKO AKOCTI Alkapeskoro 3acoby, nuaaiuii naGoparopiero sin 19.09.2025 Ne 135

Pesysntarn naboparopuoro awanisy sxocti nikapcskoro 3acofy 3a nepesipeHMH HoXasHHKaMu BIXITOBIAAI0TS
BHMOran. METOLIB KOHTPOMO AKOCT (AHANITHHHO-HOPMATHBHOT MOKYMCHTALLT),

3a peayasratamis HEPAABHOFO  KOMTPOIO BCTAHOBNEHO, IO Jikapchkmii 3aci6 mmescno B Vkpainy 3
NOTPHMANHAM by aBCTBA UIORO 3afie3neueHHs SKoCTi AikaperkHX 3acobis.
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Kusum Healthcare Prt (td.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesi454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www .kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

CEPTUGIKAT SAKOCTI
CERTIFICATE OF QUALITY

Jigapessuii sacid: TIPHTAR
Medicinal product: PIRITAN®
Hitous peuosuua:

Active ingredients
Peecrpauiiine noesigennis:
Registration Certificate:
Jigenais na pupodrunTae Ne:
Ceprudiicar GMP Ne:
Bupobnme:

Agpeca pupodunra:

Manufactured by:

Address of manuftacturer:

Cepist: No 1007014
Batch: 1007014

AR N 1210FP25000446
Hara /Date: 10.07.2025

radaeriy wo 1,0 mr, no 10 tabaeror y Saicrepi; no 3 Guicrepa y wapromuiit ynakosud
fablets, 1.0 mg, 10 tablets in a blisters 3 Blisters are in a carfon paclage
ITpasinercony auriapoxsopuny sonoriapar 1,0 s, o signosizac 0,7 r npasinercony

Pramipexole dihydrochloride monohydrate 1.0 mg equivalent to Pramipexole 0.7

Ne UA/18620/01/02 iz 16.03.2021, repmit aif peecrpauifinoro moesipieuns no 16.03.2026
Ne UA/18620/01/02 uin 16.03.2021, Registration Certificate validity till 16.03.2026

25/61/2018
135/2024/GMP
Kycyst Xesrxrep It Jra, nais

ITaor Nz M-3, Inptop Creuten Ixononic 3oy, ®eis-1L, Tivamuyp, Ticr. Axap, Mazxna Hpajgew, Tin

454774, Iupin
Kusum Healthcare Pyt Ltd

Plot No. M-3, Indere Special Economic Zoue, Phase-I1, Pithampur, Distt, Dhar, Madhya Pradesh,

Pin 454774, India

Posmip cepilt 1300 yn.
Batch Size: 1300 pack

Hara sur.: 04/2025
D/ML: 0472025

Hifennit no: 03/2028
D/E: 03/2028

Ne orastnry sikoeTi Bumoru Pesynurary
Tests Requirements ananisis
Results
i Onuce Kpyrai asoswiyra rabiersn pig Giioro Jjo Maibwe Gluoro wonwopy si Biunoninae
CKOUIGIUME KPAAAE 3 rAHGOKOI0 STHIEI0 POBNONMY 3 0/are GOKY Ta INAK0Io
noBEpNICIO 3 inmoro Goky.
Description White 1o off while color, round shape, bevelled edge, biconvex tablet with | Complies
deep breakline on one side and plain on other side,
2 Lenvndianin npamineiccony Uac yrpuMynatia niky npaMiexcony Ha Xpusarorpami jocuiukysaworo | Bignoninae
veron BEPX posMiiny  RinUOBIac  wacy  YrpuMysags YKy  paMinexcony  ug
XPOMATOIPAMI CTAULAPTHOIO PO3UNAY; OTPHMANOTO B yMOBAX KiMBRIGHOIO
BHINATCHITH.
Complies
Identification of Pramipexote (by | The retention time of the Pramipexole peak in the chromatogram of sample
HPLC) solution corresponds t that of the Pramipexole peak in the chromatogram of’
. standard solution as obtdined under assay.
3 Cepensna maca 240,0 Mp 7,5 % (222,0 My~ 258,0 Mr) 245.7 My
Average Weight 240.0 mg = 7.5 % (222.0 mg--258.0 mg) 245.7 mg
4 Poznananus He Ginsine 15 xgann 02 x5 29 cex
Disintegration Not more than 15 minutes 02 min 29 sec
5 Crupanicrs He Ginne 1,0 % 0.3 %
Friability Not moie than 1,0 % 0.3 %
6 Ouuopiagicrs smicty glrouer Bim 85 % o 115 % nijt cepeannor syicry 90% -- 99%
peHoBHHH
Uniformity of Content 85 % 1o 113 % of the average content 0% -- 99%
7 P o3 HHeHHST He wmenme 75 % (Q) npaditeccony autiapoxiopuay  sonoriapary | 102% - 102%
Criot NS -2HCHTO i saamtenoro avicry sa (3 iy
Dissotution
Not less than 75% (Q) of Pramipexole dihydrochloride monohydraie 102% -- 102%
CioliN3S:2HCI 1120 is dissolved in 15 minuies

Regd. Off.. D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575

KHP/QA/000048/A000G011-004
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LKusum Healthcare Prt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.corn, Website: www kusumhealthcare.com.
CIN No.: U65929D1.1997PTC085780

AR, Mo 1210FP25000446

8 | Kiasricne susnadensn 0,9300- 1,0500 srfraGaeri npaminekeony aHriapoxaopuay soporiapary | 0.9742 e
Creli7N3S - 2HCH H20
(95,0 % - 105,0 %) 97.4 %
Assay 0.9300 0 10300 mg /Tublet of Pramipexole dihydrachloride monohydrate | 0.9742 mg
CroHi7NaS-2HCI 1120
(95.0%- 105.0%) 974 %
9 Cynposiani gostitnci By sucd neinenrndiconana jaoiunka -- ne Ginnime 0,35 Y%; 0.169%
Cyna poMimor — e flanine 1,5 % 0.169%
Related substances Any Individual Unknown impurity: NMT 0.33% whwv 0.169%
Total Tmpurities : NMT 1.5 % w/w 0.169%
10 | Mirpotiosorinua sscroTa® | Baransna kinskicrs aepodunx sixpoopravismis (TAMC): ne Ginowe 10 | e BHROUYETHCSH
KYO/r.
Saraanna kinncrs Apiiekosrx i niicenesux rpudis (I'YMC): ne dimue
1P KYOh
Microbiclogical puvity* Bixcyruicrs Escherichia coli 1 v npenapary,
Total acrobic microorganisms (TAMC) ~ NMT 10* CFU/g. .
Total Yeast & Mould Coun (“IEYM'('_‘:) T 107 CFUlg. Wat Apphisabls
Escherichia coli should be absent per 1 g

* Tecr BUKONYETLON M5 Nepus 3 cepild, noTiM s Kool 10 cepil abo omn pas Ha pik.
# Microbial purity will be performed on fivst 3 commercial batches thereafter at every 10" batch or once in a year.

BHCHOBOK: Cepis M 1007014 sinnoninae Busioran MICSTPIT Ne UA/18620/01/02

CONCLUSION:  Batch Ne 1007014 complies with the requirements of MQC RC Ne UA/18620/01/02

I
AHAIN3 BI'IK(')l’-l'/\l'iﬂ,,/"//ir’\ JATA _Le| ol 2y
(ANALYSED BY)® .~ (DATE)

Komewrapi: nemae
Commeents: no

Jasisa npo cepindiraiiio: «Miftennn s 3acBingylo, mo masegena sHike fudopmaunis ¢ agocroBipiolo i TOYROLO, st cepis
ppogyruii Oyad BHroTOBSeHA (BRMIOYAIOMH Yyuawkdmky / maprysamus) I oponegeno wonrpons I siRoCT] Ha
BHUICIIAZANOMY NianpHesMersi B mopuifi BUNMOBIANOCTI 3 BHMOraMu, 3A3UAMEHHMN B wMuuili nacranosi GMP,
swrpepKcuiii MinicTepeTBom 0Xoponu 3i0pon's Yrpainy, | 3 BHAOTaMH PEeCTALIHAOr0 A0Che Rpain Mpusnavenns.
TpaToKoam REPOTIHUTEA, YHAROBKH T4 ananisin Gyt neperasnuyTi | neranosseno ix BIATOBIARICTL BAMOraM GMP».

Certification statement: «On this ¥ certify, fhat the above nientioned information is true and accurate. This product bateh
was produced (including packaging / labeling) and conducted for ifs qualify contrel at the above mentioned
manufacturer according to specified in the curvent GMP guidelines, approved by the Miuistry of [ealth of Ukraing, and
with the requivements of the registration dossier of the destination country. Records of manufacturing, packaging and
analysis were reviewed and determined for their compliance with the GMP requirementsy.

Regd. Off.: D-158A, Okhla Indl. Area, Phase-], New Delhi-110020 (India)
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Page 1/1



Kusum Healthcare Prt ltd
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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (Indxa),
Ph.: 07292-258300, Email; info@Kusum.com, Website: www . kusumhealthcare.com.
CIN No.: U65929DI1.1997PTC085780

KepiBHMK FPYIH KOHTPOAK AK0OCTI
Quality control group manager

Im'st Ta npissoue %

(Name) va\ Wy

Ffinnuc
(Signature)
Jara nipnucadus

(Date of signature)

\210 Y g’

AR, Ne; 1210FP25000446

Vrossosarkena  ocoba, wo  snilicHioe
ceprudixauiro cepil
Qualified Person certifying the batch

[m'st Ta npizeiLue

(Name) /AT .
Ilinnue ole:
(Signature)

Jata nianucanys
(Date of signaturc)

Regd. Off.: D-158A, Okhla Indl. Area, Phase-], New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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