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Kusum Healtheare Puor, L1d.

CEPTHUMIKAT SIKOCTI
CERTIFICATE OF QUALITY

AL A TTTOFG24U01H078
Heuva £ Pate 20,04.2024

Jlikapenzuii sacii: 301110 (wancysan reepi ne 25 pry nn 1 waneyn y Gaiccepd; o 2 Gaderepie y wapronndii ynakonii}
Mudicinal prodocf: ZOMIKY (lard capsules 25 myg, 14 capsules are in o blister; 2 Blisters arce in 2 earton package}
At penonnna: Hperabaniay 23 mr
Active ingredicent: Pregabalin 25 mg
Peeerpaniiine nocninyeinn: No UAST9326/01/01 nix 22.0:4.2024, vepatin aiil pecetpaniiinoro nocuianemim: 47.07.2027 poxy
Registration Certifieafe: Ne UANIS26/01/01, 22.4.2024; Registration Cevtilicate valid till: (17.07.2027
<ligewsin ua pupofinunrooe No: Rnji2354
Ceprnpikay GMP Ne; H1222024/GMP
BurpnGiane: [Cyeynt Neavsnep Hor b, Inain
Aapreer pirpotinga: CI1-28% (A}, PIKO Inancrping apea, Yonnuwt, byinaa, Lics. Assap (Poiskacran), nin
Manvfactured by: Kusum Healtheare vt Ltd, India .
Adldress of manufacturer: SP-289 (A}, RIICO Industrial area, Chopanki, Bhiwadi, Dist. Albwar {(Rajasthan), Tndis
Cepin: No 1004521 Posnip cepiiz 1785Tyn. Jara s 0772024 Aiftennii no; 0672026
Balch: Batch Size: DIM: Expiry date:
Mo 11a3m noKA3ERD Buaoris LetyneriaTn andnizis
Naume Dlex Requirements Result of analyses
1 | Oune Tpepai weaxtmiom kancymt possiipom Ned 3 wopuycom Ta kpmusomo | Biurosinac
Ginore koILOPY, WO MicTaTh Napombex nif Ginoroe Ao wmaiike Gikoro
KONLLIpY
Deseription tlard gelatin size *4" capsude, wills white cap and white budy contamning | Complics
white 10 of [ white powder.
2 | Ltewrsdrircanin Hac yrpusynanna aCiosHAre Niky U2 sposarorpasi supodynanore i | Bumoninae

CTRAAPTHOrO pu‘uumiu, ONNERSUHEIN 18 ¥MOBAN KinhkiCHure
SIRAMCHHA NOVHLICH ClisnanaTi

Identifivation ‘The retention time of the major peak in the chromatagram of sample
solution corresponds 1o Wl of the major peak in the chromatogram ol Complics
- standard solution 35 oblained vler assay. o .
3| Cepeamt amachy svicry S0 %5 Y% (47,5 Mr = 52,5 M) 30.8 mwr
RALCYIH
Net [iH weight S0 mgx 5% (17,5 mg 1o 52,5 mg) 308 mg
4 | Pomunanunn e Gimane 30 xepms SanS5eek
Disiutegralion Tine Mot more then 30 minules - Jmin Fysee
5 | Qunopignicin AV=LE ge [L1=15,0) Biamme, e

FRIORITNN QLML

Unilormity of Duosage | AVSLL where L1=15.0 Complies
L. | Ais ! SIS S
1 Pensistanenin He sieusie B0 %5 (Q) 40 15 xeunnn V9.05% - 104.24%
Dissolution Not lesy than 80 % (Q) in 15 minutes 99.05% - [01.24%
7 | Kinngicne uinsitenun 23,8 xr— 26,3 nry | xeicyai
(95,0 % - 105,0 % nperadaning il 30590CHOT KEALKOCT) 24.6 ar
98 0%
Assay 23,8 mp 10 26,3 mg per 1 capsule Wome
95.0% 1o 105.0% pregabalin of label claim 98.6%
8 | Cyvnposiani gomioiris Huxram josira — ne Smine 0,2%; e muomncon
Tnansiayasuna neizeurndixonsna gomivira - oe Giasue 0.2%; Thsnsne yend b stapy wom
CyMa noximiok — ue Ginsuie 1.0% T ligie MK irpapyammn
Related Substatee Laciam impurity: MMT 0.2% Nt Deterted
Endividual unknown impurity: MNaT (02% Below disregard hinit

Lotal impuritics: NMT 1.0% B Belonw disregard limn
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Factory . SP 289 (A), RIICO Tndl. Area, Chopanki, Biiwadi, 1%si Alwar, Rajasthan (India), Ph: +91.1493-298232/33:34735
Email @ mfo@ikusum.com, Website : wwswv kusumhealiheare.com
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Jiapeniii sacit: JOITK
Medicinat produet; ZONIK®
Cepin: Ne 1004521

Crenpeyan ruepai no 25 arsy wo 14 ganpeya y Gaicsepi; o 2 Gaicrepl ¥ kap o it yoasanni)
(havd capsules 25 my, B4 eapsules are ina blister; 2 hlisters are in a carton package)

Iach:
9 | Mikpobiooriaimm Surasuig KiLKICTH aepoBuny aikpoopranizvin (TAMOCY - we Gisnine 19°
SRCTOa® KYOfr,
Jaraswma kisuxiers Aphisokonns i naicenennx rpGin (TYMCY: ne Slanwe
102 KY O

Escherichio coli: niacy il

Total Acrubic Microbial Count {TANC): Mot more than 10* CFU/fg,
Total Combined YeassAvoulds Count (TYMC): Noi more than 10* CFU:
Excherichia coli ghsemt per b g

Microlivlogical Purily® Mot requiresd

* Kangons mixpolionorimiod TICTOTH NPOROANTS MU tepiix 3 cepifl, noriy wan xoiwnei |0 cepil aGo oxnn pas i pir.
* Micrebinl purity will be peeformed on first 3 commercial batehes thereafter al every 100 bateh or anee in a yeor

BHCIIOBOK: Cepin Ne 1004521 winmoniaac nuyoran MICH PIT Mo A 9520/01/0)
CONCLUSION: Buteh No 1004521 complies with the requirements of MQC RC Ne UA/19526/01/01
\;.'t TR,

mﬁ‘r&m

iy Ll Y <, S?\t{\ 3 \’—l~€-¥c.,. Sy

ANAJIGE BHKOIAL
(ANALYSED BY)

JIATA_ L ale¥ el
(DATE)

[Comewrapt: nevae
Commenis: no

Fanwa npo ceprudinanite: «lificnm g 3aceinuyo, me uasexens swwe infopyanis ¢ Aocronipuoio i veuwnmo. Lin cepin
oY KIE Syasn nuroTorgens (BRINOTAIM YaORICoBKY / MAPKYBARKR) | DPOBeACilo KOTPONL T AKUCT] 1
NSLLE31IANNTNOMY NIABPREMCTRI B N0BiR DIAMeBIANOCE 3 BRAOIMIL, JasNaennans B il nacranoni GMP,
saTpepawenii Minicrepernom oxeponu sgopoen'st Yipainm, {3 BUMOrams pecclpaniiiinore goche kpailiy npMInatenus,
Tiporoions supoldniut sa, ynakoencn va anasaizin Gyso weperssoryi i seranonaeno ¥ sianosinuicn, snxorayn GM Py,

Certificalion statement: «On this T eertify that the above-mentioned information is truc and accurate. This product batch
was prodoced (including packaging / labeling) and condueted for its quality control af the above-mentioned manufacturer
according to specificd in the enrrent GMP puidelines, approved by ihie Ministry of Health of Ulieaine, iand with the
requirements of the registration dossier of the destination country, Records of manufacturing, packaging and analysis
were revigwed and determined for their compliance with e GMP requirements».
Ynonuoparena ocoda, n Miiictene
cepTudixadino cepif

Qualilicd Person cerlifying thelaich

Kepistoug cpyitt kontpomo akocTi
Quatily control group manager

[a'n T npinrnne

{MName) (/f.} z (Name) /L 5)
[Tianme é_’l[uo Hiuene
(Signanre) (Signalure)

Jla pianvcanna
(Date of signatuse)

[Cepisuni rpyun KOREPOINY AKacti
Quadity condral group mansger

Al

20|08

200\

Iar'st ra npispuiee

Jlora uinm i
{Dae ol signature)

Meneoieep Biiny 1a0e3eIeHng SKocTi
Quality Assurance group manager
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Factory @ SP 289 (A), RIICO Tndl. Area, Chopanki, Bhiwadi, 12istl. Alwar, Ragasthan (India), Ph: +91-1493-298232/33/34:35
Bmail : infog@kusum.com, Websiie : www kusumnbenlibeare.com
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JAEPHABHA CIOYXEA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTIIKAMHM y m. KMEBI

tipos. Haaii Ceitauunod, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Koy CAPIIOY 37079055

BHCHOBOK

npo SKicTL BBe3eHoro B Ykpainy nixapenicoro 3acoby

23.10.2024 Ne 535706/24/26

JOHIIC
{HafiMenynanis nivapenkoro 30coly rinno 3 peceTpaEinmn nocnifnznaM)
wcaneysn Toepad no 25 mr; no 14 reancya y Gaicrepi; o 2 Gaierepy B xaprounii ynaxonni
' {(roprsa sHnyCKY, AC3YDAILA, DHIL NAKYBAHHA NiKAPCLKOr Jacoby)

Homep peectpauifivoro noesiauenns UA/19526/01/01 crpor aif pecerpauiitnoro nocinnenns 07.07.2027
Cepin aixapeskore 3acoby Ne 1004521 Kinwxicrs noezenoro niraperiroro acofy 180

BupoButix KYCVM XEITXKEP IIBT JTL, Ingis

(untinenysania mipoGimka Aikapewioro 3acoBy, Kpaila noxomxeHI}

Boeaenio o Vikpaily Tosapucrso 3 obmenenoro sinnosigansuicro "Cueadaps JITA",
inenT. 1con: 20075891
(uaitveryBATIE Ta koi 3a EAPTI0Y jopsmnol ocoGu ado upiznimie, in's, no Garukeni hizmaei

0coBH - niANpPHEMIR, T Micue NPOAHDANNEA Ta peecTpanilittinil nosep Gaikonot KapTEn ANATHMKD
poaaTkin abo cepin TH HOMEP NACNOPTH)

Tpovoicon sisynasnore woutponio sin 24,09.2024 M 3178721,
JNaBoparopuuit ananis axoeri pikapowkoro ancofy anificneindi:

JIT "Lenrpansia naGoparopis 3 ananizy sxocti nikapenkux aacoBin | Meamiol npoayknii”
(. Kuie, syn. Kynpascska 10r m.Inis, syn. Kyapsscnxa 813 Kuinchka abnacTs, ¢. Honi Ierpisit,
pyiL. |sana Ppauxa, 19)

{naftMesty BRI T3 MiclueIhaxo/Kenua nnGopaTopil, wo Tpesca naboparopiini AIEWIS Aeoeyi)

BHCHOBOK LIOAO AKOCT] JiKAPELXOrD 3acoby, Dunankil naGopatopicto six 22.10.2024 No 2099
PesysbraTy 1aGopaTopHoD alkniay KocTi Aikapceskoro 3acoby 5a NepeRipeHIMy NOKA3RIKIME BIANOBIAAIYTE
BUMOraM METORIB KOHTPOMO AKOCT! (AHANITHMIO-HOPMATUBHOT MOKYMEHTAUIT).

3a  pesynrTATAME  JICPMA@BHOTO  KOKTPONG  BCTRHOLAGHO, MO nikapcbkuit  3aci6  speseno n Yepainy 3
JOTPHMaHH NN cOHONABCTRA 1MOA0 3ade3ne eHin sKocT nixﬂpcr;;\{)? aacobis.
e

fors

Hauaii Mueurona XOJNOJEHKO
{nocaao .?1 }7 j ‘(Hp',{‘pi?ﬁ“ ) (iesiniauus Ta npianine)

’
lnl:-umflu:m.i.'u.-uu’-

04 20 s, 80y
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JEPCABHA CHYXKBA 3 JIKAPCHKHX 3ACOLIB
TA KOHTPOJIO 3A HAPKOTHKAMM vy m. KHEBI

npos. Hanil Coimnuanai, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@d!s.gov.ua, Kox €IIPIIOY 37079055

BUCHOBOK
npo sikieTs BBesenoro B Ypainy Jixaperroro sacoby

11.11.2024 Ne 59799/24/26T1

J0HIK
(HatiMesysmnin TikEpeLkoro 3icoBy ariue 3 peecrpauiitinmg TIOCHISEHHAM)
wancy TBepi 1o 25mr, e 14 xaneys y 6aierepi, no 2 Gricrepn y rapToHUiiH ynaxosni
{ropMe BREMYCKY, NO3YBAHT, DHA NAKYBAINS HKAPCLKOIO 32c00Y)

Howmep peectpawiinoro nocninaeina UA/19526/01/01 crpok nif peecrpaniiinioro noceizuenia 07.07.2027

Cepis nikapeskoro saco6y Ne 1004521 KinbkicTs npesenora sikapesicoro sacofy 16630

Bupodnuk KYCYM XENTXKEP IIBT JIT/L, Inais

(uailenysanna pupoBitika Nikapeskoro 3acoly, kpaina ROXOOKEHN)

= TonapHeTBO 3 00MENKeH0I0 pinosigansnicro "Coexdapm ITA",
Breseno s Yipainy
imenr. xopz 20075891
(tiafipeHyRARITA T3 KO/ 38 CJIPTIOV 1opianuuod ocobie abo npiapwine, iy, 1o Garukoni qizHanol

aeoly - mAnpreMI, 1T Micue npomKELaINs T8 pccc'rpauliinnﬁ HOMEP OBNIKOBOT KAPTRIE NJIATIHKA
nonarkin AGo cepis T HOMEP NACNOPTA)

Fipotoion pisyansuoro wonrpomio six 11.1 1.2024 3 3921/5.

3a  pesyaLTATAMH  REPIKABIOTO  KOMTPOMO  EBCTANOBACHO, IO nixapeskuit  sacif  mneseso m o Yipaiwy 3

DOTPHMATTHAM BiM M},BZH(OHQ‘QQ‘BCTBH 1Mono 3afesnenenns sKocTi nikapeskux sacobis,

) ﬂcc:m;,
_J,(\c. "j\"\

> ‘.w\:l‘u,. 5
AR D
& 3 “"—-...

B.o. Ha‘iajlbil{ﬁr l‘ ¢ ,,;

-n'1|

1,q

/7]  Bicrop MAXHOBELD

I Aol FEE ) r
(nocaaonn ocu{‘ﬁ“ priany dcp)xqru;:f)x‘o KOk -rﬁu:,x)(;) (mianme) (initiann Tz npispwne)
Sl

\

e R B T TR LA
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JEPYKABHA CJIYKBA 3 JIKAPCbKUX 3ACObLIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KNEB]

npon. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kop €IPTIOY 37079055

BUCHOBOK
npo aKicTs Boesenoro B Ypaiiy JikapebKoro 3ac00y

23,10.2024 Ne 55707/24/26

30HIK

(HaRMeryBalRA Tikapcsroro 3acofy 3riano 3 peceTpauiiinM nocaiueHiam)

KALCYJIN TBepui no 25 Mrj no 14 xancya y 6aicrepi; mo 2 GJicrepu b KkapTonuiii ynakopui
(hopma BunyCKY, RO3YBaHHA, BHA NAKY BANA nixapchLrOro sacoby)

Homep peecTpauifiioro nocsiaieHHs UA/19526/01701 crpox ait peecTpauiitioro nocsiaueHis 07.07.2027

Cepis nixapesxoro 3acofy Ne 1004522 KinbkicTs paesenoro gikapeskoro sacofy 180
BupobHuk KYCYM XEJITXKEP IIBT JITH, nais

(nafimenyBaniis BHPOGHUKA BiKAPCLKOIO 3ac0By, KPATHA 1TOXOJUKEHHN)

Bueieno B Ykpainy TonapHCTBO 3 00MEKEHOIO pignopigansnicTio 'nendapm JIT",
imen. won: 20075891

(saiimciypatias Ta koA 3a EAPTIOY Topuaniof ocobu abo npiasuine, v's, 1o Garproni (isuunof
ocolu - nianpuemi, i Micne NpONKUBANKA T peecTpauiHuuit romep o0niKOBOT KAPTKH MAATHHIER
noaricis aGo cepis Ta NOMEP Nacropra)

T1poToKoN Bi3yasbHOTO KONTPOIO Bil 24.09.2024 M 3178/22.
JlaBopaTopHui auanis sxocTi niKapehKoro 3acoBy saifichenni:

JIT1 "Llentpanpha nabopatopis 3 ananisy SKOCTI JIIKAPCHKMX 3aCoBIB | MEHUHOT npoy T
(m.Kuie, ryn. Kynpsseska 10r m.Kuis, By, Kynpsseoka 8B Kuincoka obsacth, ¢. Housi llerpisui,
sy Isana Ppanka, 19)

(MaliMCHYBARHA T2 MICLCINAXOMNCHIS naGopatopii, o nponena 1aGopaTopini anais sikoeri)

BHCHOBOK LOK0 AKOCTI likapebicoro 3acoby, Bapanit nafoparopicio in 22.10.2024 Ne 2103
PeayabTath 1abOpaTOPHOro anauisy arocti nikapcbkoro 3acoby 3a nepeBsipeHnMH 1IoKa3HKami BIITOBIAAIOTH
BHMOIaM METORIB KOHTPOSMO AKOCTI (aHaNITHUHO-HOPMATHBHOT n[okymenTauii).

3u  pesyabTaTamMu  ACPKABHOTO KOHTPOMO  BCTapoBacHo,  Wo pikapepiciii  3acib  sueacno 8 Yipaiy 3
: e ) .
JOTPHMAHHAM pumor 33KOHOABCTRA WONO 3a0e3neteHHs ﬂKOCTI/JJy}»ChKHX 3acobis.
iy s

Mutcosna XONOJEHKO

(ininiaam ta npi3nHINe)

CEPYen
\ [Z I(l)/;\_,l m
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JEPIKABHA CIYKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Cpitnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon C€JPTIOY 37079055

BUCHOBOK

Npo AKICTH BBE3EHOTO B Yxpainy AiKapchKoro 3aco0y

11.11.2024 Ne 59800/24/2611

30HIK

(HaltmenyBanis NKapchKora 3acoCy 3riaio 3 peecTpauiitiuM ROCHIAMESHHIIM)
KAancyJM Teepil 1no 25mr, o 14 xancys y gaicrepi, o 2 Guicrepy y KaproHuii ynaxosui

((popMB BHIYCKY, A03yBaHHs, BHA naky patis ikapchkoro 3acoby)
HoMep peecTpauiiiHoro nocsijenti UA/19526/01/01 crpox aii peecrpauilinoro nocsinuerma 07.07.2027
Cepis nikapebkoro 3acofy Ne 1004522 KinsicTs BRE3EHOTO J1ikapebkoro 3acoby 16920

BupoGuni KYCYM XEJNTXKEP ITBT NTH, Innis

(1aiiMery BOHRA nupobituKa NiKapeLkoro 3acoBy, kpaina [HOXOJLKCHHS)

Topapucrso 3 0OMEmEeHOX0 pinuoBinagLUicTIO "Tnepdapm Jra,
ienT. Ko 20075891

(najiMenynauis Ta K04 32 CIPIIOY ropuanunol ocobH abo npi3BUHIC, M, 110 Garhxoni (isuunol
0coGH - NiATPHEMUA, i MICILE NPORHBANIIA T4 peecTpanifnui HoMep oBniKoBoY KAPTKH NISTHHKA
yojiaTkin aGo cepis 'ra HOMEP FACTOPTa)

Baeseno 3 Ykpaiy

T1pOTOKOJ BI3yATLHOI0 KOHTPOSIIO pin 11,11.2024 Ne 392 1/6.

3a  pesynbTaTaMu  ACPIKABHOTO KOWTpOJIIO  BCTAHOBJICHO, L0 sikapcpkuit  3aci6  mmeseno B Vipaigy 3

JIOTpHMaIllU’lM BUMOT 3aKOHOAABCTBA OO0 jaBesnedenis AKocTi HiKapChkhx 3acobin.

Bixrop MAXHOBEIIb

(ripnuc) (iniuiang 12 npiaBrILe)
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Kusum Healthcare Tvt. Lid.

Mivapenwit sacit: 3OBIK
Medicinal product; ZONIK®
i pesosina

Active ingredient:
Pecerpaniitue nocsiguennis
Registration Certilicate:
JHnessin sa supohumnrso Ne
Ceprspicar GMP Na:
BaupoGunw:

Aapeea papodiina:
NManufactured by:

Address of manufacturer:

Cepis: Ne 1004522

Ponnp cepils 17857yu

CEPTHPIKAT SIKOCTI
CERTIFICATE OF QUALITY

«l

e

ea 20075591

e
CEPTHOIATR

VEADAPY
N

DI

AJC A THHOFG24001 080

Jbvra / Date 20008,

2024

(eancyase rsepii no 25 mr, ne 14 aneyn y Garicrepi; no 2 Gaicrepn y kaprownii yuarkosi)

(hard capsules 25 my, 14 capsules are in a blister; 2 blisters ave ina
Iperabastiny 25 ar
Pregabalin 25 my

carton package)

Ne UAJ19526/01/01 nin 22.04,2024, repatin aii pecerpaniiinoro noenianenus: 07.07.2027 poxy

Ne
Raj/2354
042/2024/GMP

Kycyar Xewrxxep Hur Ay, Tunis

UA/19526/01/01, 22.4.2024; Registration Certilicate valid till: 07.

07.2027

CI1-289 (A), PHKO Inaacrpian apea, Houanki, Bxinaji, Jlicr. Anpap (Paokacran), hiis

Kusum Healtheare Pyt Lud, India

SP-289 (A), RHCO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Tarn wir207/2024

Juficnuii fo. D62026

Batch: Bateh Size: D/t Lxpiry dater
No T1a380 BORAIBUKD Bunory Peayan i ik isie
B Name Index Requirements b Resultofanalyses
! Oune TREPAT MEHATHHORT KanCyaH pasMipos Ned 3 KOPIYGOM TA KPHILKOIO Bizow
Giuore koALOPY, N0 MicTTh nupowex wia Ginoro 4o smaitiae Gisoro
KOJALOPY
Deseription Hard pelatin size ‘4’ capsule, with white cap and white hody containing | Complies
white to off whitc powder, I
21 Inewedieanis Uae yrpristyRatits CHOBHOFO MIKY HA XPOMATOrPAMI $H1IPoGY R0 i | Biawosinae
CTAMMAPTHOIO  POSMHIIE,  VIPHMARIN B YMOBAX KINBRICHOE)
REGHAMCHNS FOBUIICH GBI
Tdentification The refention time of the major peak in the chromatogram of sample
solulion corresponds to that of the major peak in the clromiatogram of Comphes
standard solution as oblained under assay. o o
3 Cepejuns Maca BysicTy SO ME S Y% (47,5 s 52,5 M) 49.7 wn
Keyan
Net fill weight SO mg k5% (47,5 mg 1o 32,5 my)
4| Potmagans e Gianne 30 xmnp
Disintegration Time Not morc than 30 minules 5 min 28 see
5 | Oawopinicrn, AVzLI, e =150 Bisnonii
AOIOBAHEN OHNIND
: Uniformity  of Dosage | AVsL1 where L1=15.0 Comphics
o] LS R "
6 Posnnenng ¢ 80 % (Q)aa 15 xnin - 1037
- Dissolution Not Tess thin 80 % (Q) in 15 minutes 98 58% - 103 70%
7 | Kiawkicne smsuaseinn 23,8 - 26,3 ary | kancyni
(95,0 % - 103.0 % niperaGanity ni 3ussuenoi Kinnkoci) 243 e
97.0%
Assay 23,8 mg 1o 26,3 my per 1 capsule 24 3 my
95.0% 1o 105.0% pregabalin of fabel elaim 910t
b Cynposini oatimni JlawTas AoMitnia - e diasime 0,2%:; Fle wussvno

Redated Substance

,

D422y a 1A BCLCHTIROBIIN SOMIUIK -~ HE Ginsnte 0,2%;
Cysa sionimox - we Ginsiue 1.0%

Lactam impurity: NMT 0.2%
Individual unknown impurity: NMT 0.2%
NMT 0%

Flitsoie e o 1HOpYR
[l \ea 1 i nopye

Nut Delected
Below dharenard linnt

Factory : SP 282 (A), RIICO Indt Avcea, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Pho =91 1493 2923078

Email © infogikusum.com, Website 1 www kusumhealtheare.com
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Kusum Healthcare Pot. Lid . S\

s
CEPTU®IKATIG

Jlikapenwnii sacif: JOHIK (aneyson TREpAE 10 285 M7, 10 1 ancyi y Gaicrepi; o 2 daicrepi y RAProHii )‘n:n:unui\:—-"-:fn‘;:"
Medicinal product: ZONIK? (hard capsules 25 mg, 14 capsules are in o blister; 2 blisters are ina carton package)
Cepist: Ne 1004522
Ratch:
9 | Migpodioserivun Farannia kLmKicTh acpoonuy sixpoopranizsis (TAMC) - ne Ginpure 10°
anerora® KYOh

Bariibig KE6KiCT, ApinGuRoBnN i naicencsnx rpubin (IYMO): ne Giasuie
107 KV O/,
LEscherchia coli: wipneyvoile

Alicrobiological Purity® Total Acrohic Microbial Count (TAMC): Not more than 10° CFU/: Not required
Total Combined Yeasts/Moulds Count (TYMC): Not more than 10° CFU/e:
lscherichia coli absent per L g

© ool MikpOGIOMOTIHOT WICTOTIH HPOBOITL s niepwx 3 cepiit, notin aaa koxmof 10 cepii 080 oMM paz i pik
# Microbial purity will be performed on first 3 commercial baiches thereafter at every 10% batch or once in @ year.

BHCHOBOK: Cepis Ne 1004522 pignonigac nisiorant MICH PIT Ne LUA/19526/01/01
CONCLUSION: Batch Ne 1004522 complics with the requirements of MQC RC N UA/19526/01/01
AVEN W
LTI
bAV L pe SO sy S\L("Q Veoa

AHAJIS BMKOMAR JATA S
(ANALYSED 3Y) (DATE

Kosmenrapiz nemac
Comments: no

Sastsa 1po cephinpikaiiio: «Liicmun s 3acsinyio, M0 BAaBEALHR BRI inhopmauin ¢ poerosipuoio i rounore. s cepin
NPOAYICHIT YA BHTOTOBHCHA (BITIOTAIOUH YIAKOBICY / MAPKYBANIS] | IPOBCACHO KOHTPOIS JIRIINUGERTH!
BHULEIFAZAOMY HUIIPHEVOTDI B OB BIANOBINOCTI 3 BHMOIAME, SASHAYCIHINI B it HACTANOR] GIMP,
sarrepineniit Minicrepernos oxoponn 3popon's Yicpainm, i3 BaMorami peecrpaiiizoro Aoehe Kpaiin PR eHI.
TTpoToKR0NN BUPOSHUIITEA, YIAKOBICH TA auaaizis Gy mu neperiusuyri i RUraHOBIERO iX signosinicrs sustoram GVIP»,

Certification statement: «On this 1 certify that the abave-mentioned information is true and accurate, This product hatch
was praduced (including packaging / labeling) and conducted for its quality control at the above-mentioned manufacturer
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination country. Records of manutacturing, packaging and analysis
were reviewed and determined for their compliance with the GMP requirements»,

Kepiutiii ey KOITpOIo #KoCTi Ynosropaxena 0cofd. ino aiienoc
Quality conlrol group managey cepridikaiiio cepii
Qualified Person certifying the batch..
Ia'st T npizsRe IM's T2 npissHIE "(\\;\’ IV ISN
oy 4 . A ]
(Name) /[q . ;F A/ (Name) . YT
5 e L N\ o
I'Bauine Xl I'Hae (_,/— () f \ 7H Y\“
(Signature) 4 (Signature) L NG
Jlata nizsucan i 7\25 {".-3 Jlara nianneans Ve ol
. A b 4 o~
(Late of signature) ey (Date of signature) ' ,/,r??/\i(«b/
. PH e RTINS/
. 3 <A o\
20 ] 0g ] z){)’z,l..l \\/j MNict ‘L'.\‘ P
Kepitigg rpyiin g0mrposio skoer MeneaRep BRIy 30w e ko
Quality control proup manager Quality Assurapce group manager
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Factory : §P 289 (A), RICO Indl. Area, Chopanki, Bhiwadi, Disti. Alwar, Rajnsthan (India), Ph AOL-1493. 208237033/
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NEPKABHA CJIYKBA 3 JIIKAPCHLKUX 3ACQBI.B
T A KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI
npos. Hanii Caitanunol, 3, 02099, Ten. (044)29&26-8_5__.

E-mail: dis.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
npo AKIiCTH BBE3CHOIO B Vxpainy JlikapcbKoro 3aco0y

01.09.2025 Ne 43177/25/26

30HIK
(HafiMeHy BAHIS NIKAPCHROIO 3ac00y 3P0 3 pccé'rpzmiﬁlmm OCRLAMCHIAM)
KanecyJan TBEPAi o 25 mr; no 14 kancyn y Gaictepis 110 2 Haicrepu B Kapron uiit ynaxosit
' (hopaa BHITYCKY, A03Y BAHIS, BHA FAKY BRI STRAPCHKOFO 3ac00y)

Homep pecorpallifiioro noCBiueH s UA/19526/01/01 crpox aii peccrpaliifisoro nocsinuenna 07.07.2027
Cepin nixapcwkoro 3acody Ne 1006306 KinbkicTh BBE3CHOTO Nikapchkoro 3acoby 15468

Bupobtink KYCYM XEJTXKEP BT JITA, [ris

(uanmenyBains BUPOBIHMKA AIKAPCHKOTO sacofy. kpaina NONQIUKEHIS)

Breseno B Ykpainy ToBapHucTB0o 3 06MEKEI 010 BinmoOBigANBLHICTIO "Taendapm JITHY,
inent. xox: 20075891

(naiMey BaHHRA TA KO 33 CIPTIOY topnanunol ocou aio npisUuLe. M. 1o BarhKoni
dizuunoi ocobu - ninpuemus. T MiCie NPpORHBAIHA T peecrpaliiiuii nomep obsikoBol
KAPTRH TLIATIHKD NONTKIB (0 cepist Ta HoMEp taciapTa)

TpoToKos BI3yaNLHOTO KOHTPOJTIO Bt 07.08.2025 N 2888/01.10-25/1.
JlaGoparophuii anamia AKoCTi nixapcbkoro 3acofy 3nificHeHn:

T "Lesrpansia raGoparopis 3 ayalizy AKoCTi JKAPChKUX 3ac06is 1 Memuunol npolyKuii"
(m.Kuie, Byn. Kyapssceka 101 m.Kuis, Byn. Kyupsncsia 8B Kuipcbka oBnacT, ¢. Hosi
Tetpisuj, Byn. Izana ®pauxa, 19) :

(HAUMEHY BALHS T4 MICUC3HAXOKEHHS naboparopii, mo nposeni naBoparopHuil ananis axoeri)

BUCHOBOK 1RO AKOCTI iKapChKOro 3acoBy, Buganki saboparopicio sin 28.08.2025 Ne 1326

PesynbTath NaBopaToPHOTo aHAII3Y AKOCTI NIKAPCHKOIo 3aco0y 3a nepesipeHMHU NOKasHHKaMil BIANOBIAAIOTH
BUMOFaM METOMIB KOHTPONO AKOCTI (aHaiTHUHO- HOPMATHBHOT nokyMeHraui).

34 pesysnTataMu  JIepKaBHOro  KOHTPONKo BCTAHOBAGHO, Q@  nikapchbkni sacid  Beeseno 8 Ykpaiuy 3
JOTPHMAHHIAM BIMOT 3aKOHONABCTEA LLOAO sabesneucHua mcoc?ni}gcwnx 1acobis,
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CEPTHOIKATIR

Kusum Healthcare Fuot, Lid .

CEPTHERIKAT AROCTI
CERTIFICATE OF QUALITY

AN THHOFG2300R044
Jlrra/ Date 23,06.2025
Aikapevicudt sacit: 3OHIK {xaneya tsepal wo 23 at, uae 14 ganeya y frderepiona 2 §aicrepis y vapronuiil ywomsi)
Medicinal product: ZONIKY (hard capsules 25 myg, 14 capsules nee in a bfister; 2 blisters ave in w carton package)
Aitova peaosioa: Iperatuniny 25 s
Active ingredients Pregabalin 25 mg
Pecevpaniiine moesigicinsg Nie UA/L9826/01/01 5in 22.04.2024, repain ail pecorpaniiisoro woesizaennn: §7.07.2027 poxy
Registration Certiticate: No UIA/I9826/01/01, 22,4.2024; Registvation Cevtificate valid till: 07.07.2027
Jgensin na pupoSunnrsn N Rajl2354
Cepripiar GMP Na: 0052025/ GM P
Bupabis: Kyeysr Xewrxuep Hur Jlva, Tnadst
Aapeca snpodnowa: CH-289 (A), PUKO Tuancrpian apes, Wowanci, Bxivaad, Ao Aasap Paamacran), Tnain
Maunufuctured by: Kusum Yealtheare Pyt Lid, India
Address of nuanufacturer: SP-289 (A), RILCO Industrial ares, Chopanki, Bhiwudi, Dist. Alwar (Rijasthan), Tndia
Cepig: No 1006306 Poysip cepii: 15468 yn. Hava mie 0412025 Jlitfeinis o 03/2027
Butch: . Bateh Size; LN Lxpiry dhite:
No Hiaspa mownnm Bitarorn Yesyapuivnny aneanisis
Namg Index Requircuents Result of analyses
1 Onne Tuepil acaamioni gancyinr papsipost Xed g gopryeost 1a xpruxow | Bianosinac
GIA0I0 XOULOPY, Ul MiTTRTL BOpoRIok Big Ginoro Lo safixe §iaoro
ROALOPY
Deseription Fard gelatin size 4" capsule. with white cap and white body containing | Complies
white t off white powder.
2| Lnesrradirnmis Yae YIpIayRamis oCHosIOre DKy Ha XpoMarorpai snupodyranore i | Bianosiue
CTARMAPTHOTO  POSTUINB,  OTPUMAWIX B VMOBAX  RIABKICROTO
BIBRAMCINN AOBHHEH COTRRRNALHL
[dentification The retention time of the wmajor peak in the chromatogram of sample
sotution corresponds 1o that of the major peak in the chromatogram off Complics
R standard sohition as obtained under assay,
3§ Cepeanst aaca pai 30 .2 3 % (47,5 mr- 52,5 1) S wmr
A CYIN
Net {ill weight 30 mg & 5% (47,5 myg to 525 mg) S10 mg
41 Posnananns e Gismmpe 30 srummy 3 xp 34 cok
) Disintegration Tioe Not mare than 30 minutes b dminddsee
5 1 Qumeopinuiers AV ae LE=15,0 Bixoost
AOIORANIX QUL
Thaiforntity  of  Dosage | AVSLL where L1=150 Complies
UIIS e e e e
6 1 Posunucuny #le serme 80 % (Q) 50 13 xunimy 97, 71% - 105.00%
Dissolution iNot less than 80 % (Q) in 15 minuies 97 1% - 105.06%
7 1 Khaskicwe susuaaensn 23,8 a0 20,3z v | kaneyai
(5.0 % - 1050 Yo nperafaainy b sagsacol kiasroeri) 24,7
98,7%
Assay om0 26,3 mg per 1 capsule 24.7 mg
1 95.0% 1o 103.0% pregabalin of Tabel elaim 48.7%
§ 1 Cynposiapi ansriwry Jascrans nosimia - e Giapme 0,2%: e suspneno
I iayaania Reienndinonana foainna - ne Slanme 0,256, Tsue sewd rnopysamm
Cyssa qosipios - vie Oizsme 1.0% He uspnene
Refated Substance Lactans imparity: NMT 0,2% Not Detected
Individual ankaown impuritys NMT 5.2% Belove disregard Hdt
Total impu NMT 1.0% - & NotDetected
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Factory @ SP 289 (A), RICO Indl. Area, Chopanki, Bhiwadi, Distt, Khairthal-Tijara, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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N
Jiwnpenrait sacit: JOHIN {kaneyan viepai #o 25 s, no 14 caneya v Gaievepi; swo 2 Gaicrepy ¥ kapronniii ynukosii)
Medicinal product: ZONIK? (hard capsules 25 my, 14 capsules are in o blister; 2 blisters are in a carton package)
Cepis: Me 1006366
Baich. S .
9 MirpaGiosorivsa Foraapn KUULKICTR 12poliix. Mikpoopranizsin (FAMC) < he dimae 108
aueTeTat KyO/h,
Faraghua KEALKICTH APECORORES | imicenenux rpndin (1YMO): e fiwme | < 10 KO
162 KV O
Escherichia coli: siacy aifr Riacyrnicrs /v
Microbilogical Purity®* | Total Aerobkic Microbitd Count (PAMC): Not wore than 10° CF
Total Combined YeastsMoulds Count (TYMO): Not inore than 107 ¢
Esclerichic coli absent per | g I f\bbunl/,ﬂ _—

% J\ompo b .\m\[mmo HOUTHHOT WICTOVH mmm)yum, suag nepi 3 cepiit, noris 2z xompof 10 cepif a0 o pas 1 plic,
Microbial purity will be performed on {irst 3 commercial batches therealter alevery 10% bateh or once i d year,

BHCHOBOK: Cepia Ne 1006306 piznosizae suaorav MICA PIT Ne UIA/19526/01/01
CONCLUSION: Batch Ne 1006306 complies with the requivements of MQC RC Mo DA/19526/01/01

i

\ 1\3\\‘\\1\\\\ »A\s&\m}a S
J\K\h\(\\\\\\(\)\ N \ %l AN

ANAJIE BUKOHAB 3
(ANALYSED BY) (DATE

Kontenrapi: nemac
Commenis: no

Jauna npo ceprndiraio: «/Iifeann v sacsiniylo, o raserea srme indiopmauis ¢ goerosipuoo i rounoo. s cepisn
upuyrRuil Gyda BHrOTORNC IR (BRIIOMAIOUR YHARCBKY / saprysannst) i uposencno kourpeas if smeoeri ga
RILCSEALAROMY MigUpHeMerni B noBRil BiAmoBiAMOCTI 3 BUMOTraME, 3a3HAMCHRMY B wiunuli wactanosi GMP,
snraepurenii MinierepeTsos oXopoX 3R0poR’s YWpaiuy, § 3 suMoraMu pecctpaifnore J0Che KPaTHI NPUIHATCAEL,
[IpoTokoan BupoSHHETEY, YRAKOBIH Ta ananisie Syau repermumy i i seranosaeio ix sinosiicrs sumorass GMPy,

Certification statement: «On this I certify that the above-mentioned information is true and accurate. This product batch
was produeed (including packaging / Yabeling) and conducted for its quality control at the above-mentioned manufacturer
aecording to specified in the current GMY guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the vegistration dossier of the destination country. Records of manufacturing, packaging and analysis
were reviewed and determined for their compliance with the GMP requirementsy.

Kepistisk spyns kOUTRomo axocyi Vuosronamwena  ocolly, o aiiicnoe
Quality confrot group manager ceprudirantito cepii

Qualificd Person certifying the lmtch

TM's Ta npispnie y A Int's v npiansue
(Name) ”W&aﬁw (Name) &\@v

[Tianme - Hinse =
(Signaiure) fp § (Signatuwre) B | QUALITY 155
Jara nigmscann { Q,%r/(,ﬂ Jlara nigticayg TR »SQ\U’.NC{;

(Date of signatarey T . (Date of signuture)
}Oé [ 2025

Keplpink rpynn, soBTPoao sxaeti Meneioxep wigtiny sabesnedenna skoet
Quality control group manager Quality Assurancs group manager
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Factory : $P 289 (A), RICO Indl. Area, Chopanki, Bhiwadi, Distt. Khairthal-Tijara, Rajasthan (India), Ph @ +91-1493-298232/ 33134735
Email ; mﬁ)(q;kusmn.mm, Website : www.kuswnhealthcare.com
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