JIEPIKABHA CJTYIKBA 3 JIKAPCBKIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
npos. Hanii Caitiuuiof, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox CAPTIOY 37079055

BUCHOBOK _
PO sIKiCTH BBE3eHOro B YKpaiHy JikapehKoro 3aco0y

29.02.2024 Ne 10172/24/26
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(HdHMGH}’BdHHH Jmc'lpcmcoro sacoﬁy 3FIAHO 3 pccupaumanm llocnmwcmmmj
Kancyau Teepai mo 75 mr; no 14 xanceya y Gaicrepi; mo 2 oJucrepu y KAPTOHHIH YHAKOBL

((]mpma BUMYCKY, NI03YBAHHS, BHIL TIAKY BAHHS JIIKAPCLKOTO 3dcofy)
Homep peectpaniiinoro nocsiguennn UA/16350/0 1/02 crpox uii peectpanilinoro noceinuenus HEOOMENKEHIH

Cepis nikapobkoro sacoby Ne 1002867 Kinpkicts BBe3eHOro nixapebkoro zacody 16960

Bupobrui KYCYM XEJI TXKEP IIBT JIT/, It

(hadnenyBayis BHPoGHIKA JiKapcsKoro 3acody, Kpama nom;mcmm)

Baeseno 8 Yipainy TosapucTno 3 o6Mexenono sixnosixansuicro "Tinendapm JTH",
Cipent. xom: 20075891

(HATIMEHY BAHHS TA KO 3a C}IP]‘IOY IOpH)lH‘lIID] 0coOu ’160 anSBmme iM'st, 110 6&1‘1:1{031
(izmuniol ocobu = nianpuemus, Ti Miche NIPOMUBAHHA Td peecTPaLlliiinii Homep o61ikoBO1
KapTXy IIaTHUKA noparkis abo cepis ta HOMEp rmacnopra)

Mporokosa Bisyansuoro konrposo sin 16.02.2024 Ne 504/3.
JlaBopaTopnuil anais sKocTi Jikapcbroro 3acoby 3MACHERNIT:

Gimis JIT "HCH Tpanbua nabopATOPis 3 AHATIY SKOCTI TIKAPCHKIX 3ac00iB I MEAUYHOT

_npoayxiii" y m.JIpBis (M.JIbBiB, By, Kynbrapkisebka,131)
(HaliMeHyBaHHs Ta MIcLE3uaxo)pxerHs naboparopii, wo nposesa m60p'1 m]mun aHais mcocn)

BHCHOBOK OO AKOCTI 1iKapchbkoro 3acoly, Buuanuit nabopatopieto sin 27.02.2024 Ne 11
Peaynwrary JabopaTopHoro aHalidy sKoCTl NiKapChbKoro 3aco0y 3a nepesipeHumMu noxasHukaMi BIAIMOBLIAKOTH
BUMOTaM METOJIIB KOHTPOMIO SKOCTI (aHANITHYHO-HOPMATHRHOT JOKYMEHTALIT).

3a  pegyabraramy  LCPKaBrOoro  KOHTPOMO  BCTAHOBJICHO, HIO JIKAPCHKUN 34Ci6 BRE3EHO B Y'Kpai‘ill‘y* 3

JOTPHMAHHAM BUMOT 3aKOHOJABCTBA LLOA0 3a0e3MeUeH s AKOCTI NIKAPCHKHX 3ac0018.
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CEPTHPIKAT SIKOCTI

CERTIFICATE OF QUALITY

AR. Ne 1110F6G24000043
~ Jlara 7 Date 24.01.2024

Jligapeniciii 3acio: 30HIK (kaneym teepai no 75 mr, no-14 caneya y Gaicrepi; it’ﬁ'Z'ﬁ';rtif’rt;"pii Y ®kapromiii ynaxonuj)
Medicinal product: ZONIK® (hard capsules 75 mg, 14 mpquh.a ave in a blister; 2 blisters wre in a carton puckage)
Jiroua peuosunal IperaGaniny 75 My
Avtive ingredient: Prepabalin 75 myg
Pecerpaniiine nocsijiucun: e UA/16350/01/02 nig 08.06.2023, vepatin AiV pecerpaniitnovosroesingenns ucobaemenii
Registration Certificate: No UA/I6350/01/02, 08.06.2023; Registration Certificate validity is unlimited
Jincensin ua snpodunurso Ne:  Raj2354
Ceprudivay GMP N 003/2023/GMP
Bupolnuk: Kyeya Xearswep Hor s, Inais
ARpecn srposHHKa: CI1-299 (A), PHKO nanacrpian apea, Yowanki, Bxisani, Jicr. AnBa p (Pagaiae ran), Dl
Manufactared by: Kusum Healtheare Pvt Ltd, India |
Address of manufacturer: §P-289 (A), RIYCO Industrial area, Chiopanki, Bhiwadi, Dist. Alwar {Rajasthan), India
Cepia: No- 1002867 Poamip cepii: 17857y, Mara wur, 12/2023 Jlittcumii jo0 11/2025

_Batche . BalehSize: LM e Tixpiry date:
N© Hazna yora3unKa | T Bisorn Peayanrari,
Name Index Requirements HERIEIS
| e . - | Resultof analyses |
1 | Oune Toepui xenaTWHoRi Kancyal posmipod Ned 3 xopnycom va kpuwkoio | Bianosinac
Jisore wonsopy, W0 MiCTATH mopomox’ pix 0inoro R0 aaiwe oinoro
KONEOPY
Deseription | Hard gelatin size ‘4" capsule, with white cap and white body containing | Complics
v whiletooff white powder, N -
2 Iucmm]nmum Lac yrpuMypants GCHORMOPO nucy 1 \pmmmrpa\n f,a_ocnmm)namlo i | Bianosigac

CTAAAPTHOIO PO3URRIL, OTPHMATKN B YMORAX KIMBEKICHOIO RiHayenis
(OBIHEN CIIBHalaTH

Identification | The retention time-of ihe major peak in the chromatogram of sample i Cowplics
solution corresponids to that of the major peak in the chromatogram of
standard solution as obtained under assay.

A - » - ; - P - r —

3 | Cepeans yacn sagery | 1500+ 5 % (14?,3 i 1575 M7) 150.3 mr
Kaneyau
| Netfilbweight 1 150mg = 3':'/1 (142 mg o h? ‘img) 150.5 mg
4 | Posmagawis He Gianwe 30 Xpui 8 x8 10 cex
i Disintegration Time. | Not more than 30minutes 18 mun 1O see -
S | Onmopianicrn AVl e Li=15,0 | Bijoniaae

BO3IOEBAMEN OB L

Uniformily  of Dosage | AV<LI, where L1=15.0 Lonplies
| Unirs e ) e e e .
6 Pn3*1mreum He mesine 80 % (Q) 3a 30 xsrmm 97.09% - 107 88%
Dissolution | Notless than 80 % (Q) i 30 minwtes 97.09%~ 107.88%
7 | Kinpkicne sysnagenns IIpn qignyeny: |
71.3 mr— 78,8 sy | kancyn 7230 Mmr
(95,0 % ~ 103,0 % nperaGaniuy ia saupienoi KinbkocoTi) 90:4%

Ha uepatin upm)mﬂmmnf'
67.5 Mr=B82.3 a0y L xancyni
(90 0% - 110.0 % nperabauiiy BIUSASBACHOT KBibROCTT)

Assay At relense: .
' 71.3 mg to 78.8 mgper 1 capsulé 1 7230 mg
B 95.0% 1o 103.0% pregabalin of label ¢laim | 96.4%
e e Atsh C’U(‘ hj-(} |

67.5 mg 1o 82.5 mg per 1 capsule
90.0% 10 110.0% p:cgmbdlin of label g:llqlnn'_____ﬂ__

Rh s B g e ek g ¢ ey B L. s i ke b s 8 ¢ e g K PP YT sy )

0 (4 *‘ 6 Indl Area, Chopanki, Bhiwadi, Distl. Alwar, Rajasthan (India), Ph 1 +91-1493-298232/33/34/35.
¢  Emaiiliin u@kuwm.wm, Website : www.kusumhealthcare.com
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Hirapesenil sacit: 30HIK (kaneyan repai wo 75 vy o 14 kan cyn y Baicrepi; no 2 Gaicrepn y wapronnili-ynaxosui)
Medicinal prtiduct:-'Z()Nll‘{'}f‘" (hard capsulés 75 mg, 14 capsules arcein.a blister; 2 blisters arc in a cavion package)
-Cepiﬁ' No 1002867
8 (“) upunmu: AOMT B Jaxrant poMixa - ne Giiniue 0,2%; He sustisiiciio
Inuupijyamua neigenridikosana qomiuka — we Guinie 0,2%; | Himode memxd irsopysanits
Cyma noMimok— ve Giapae 1,0% Hipikue Mexci irnopysanss
Related Substance | Lactam impurity: NMT 0.2% Not étected
{ Individual unknown impurity; NMT 0.2% Below disregard lyimit
- — Total impurities: NMT 1.0% o _qBf&l_{m-‘_-'(lisrcgard']imil
9 ‘meof‘mu INUIES Jarannua Kiniders vepoGuILY MIKPOV P MR (”l AMC) e C1 HLE 10‘ < |0 IKYQfr
qiCTora YO

- 3araapHa KUILKICTh APIKDKOBMX 1 IUHICCHORMY mudin (TYMO): ue | <10 KYOni
Oinpute 107 KY O/,

Escherichia coli: giacy i/ 1 Biacyrniers v
Microbiclogical Purity™ | Total Aerobic Microbial Count (TAMC): Nat more than 10° CFU/g; | <10 CTU/g.
Tatal Combined Yeasts/Moulds Count (TYMC): Not more than 10° |
CFU/g; | <10 ClU/g
Escherichia cofi-absengperl e | Absent/e .

o Kon*rptrn, m;1~.1}<.1{'m!1m PYHOT YHCTOTH UPOBOSTE AN TICPLIAN-3 cepiii, 1OTIM 403 KoK uoi 10 {,upu 460 OHUH pﬂ:a D PIK.
* Microbial purity will be performed on first-3 commercial batches thereafler at every 10" batch or onee-in a year,

BHCHOROIK: Cepin Ne10023867 piztoriae gusorast MICH PI Ne UA/ZEG3IS50/0 1/ 02

C.) CONCLUSION: Batch Ne1002867 complies with the requirements of MQC RC No UA/16350/01/02
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AHAJIZ BUKOHAR HATA e-tlon Y]
(ANALYSED BY) (DATE)

Konerrapi: nemac
Conuents: no

Zanpa npo cepradixanio: «lilicamn st 3acBiauyio, 16 HABSAEHA BHINE i 'i]i'o'l'}'rs'-mu'is‘r-' ¢ ocToripiow i tosaor. s cepis
POy Ky 6y1a BHEOTOBACHA (BRAKOYAIOYH YHAKOBKY Inmpmmtmﬂ) f IIPOBEACHO KOHTPOJID 1) SIKOCTI U)
Bmue"smmumw mmlpnamom: g posuiit BIANOBIANOCT 3 BEMOraMy, $ATHAYCHHME B WUl wactanosi GMP,

3aTpepikeniit Minlerepersom oxoponu 3gopos's Yicpaii, i 3 BUMOramy pecerpaniiinoro Aoche KPATHI HPUIBATCHHS.
Tlpororwonn BHpoGMHITBA, YNAKOBKN TA 4HA aizts 6yra neperysiyTi i seTanonacno iX sinnonipuicTs BuMoras GMPy,

Certification statenient: «On this I certify that the above-mentioned information is true and aceurate; "I“'lii'isfp'rn'duct'b‘a‘tclj“
was piroduced (including packaging/ labeling) and conducted for its quality conirol at the above-mentioned
manufactures according to specified in-the current GMP guidelines; approved by the Ministry of Health of Ukraine, and
with the requirements of the vegistration dossier of the destination country. Records of manunfacturing, packaging and
analysis were reviewed and determined for their compliance with the GMP requir enientsy»,

KepiBuyK rpyrti KOHTPOMo AK0CT - Vioruopaxkenra ocoda, o s,ali'ifrtimo-c_'ciep'nir]ﬁiﬂmi'i{:l
Quality control group manager cepll

P Qualified Person certifying the,
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