AEPKABHA CJHYXBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI
npos. Hanit Ceitnwanod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BHCHOBOK
npo AKicTh BBE3CHOr0 B YKpainy JikapchbKoro 3acoly

04.09.2023 Ne 44909/23/26

y GAHIN'AH ;
(atiMeyysants pixapehkoro 3acoby sriang 3 pecerpaliinuM BoCHiANeHRAM)

Taﬁne'rxm, 1o 10 rabaerox y Gaicrepi; no 10 6icrepis y KAPTORHII yHaxopui
(dopma BynyCKy, AOSYBANES, BUA NAKYBRHHS JIKAPCEKOTO 3acoby)

Howmep peecrpanifinoro nocsinuenns UA/7260/01/01 crpox aii peecrpauiiinoro nocsiauenss HEOOMEKECHUH

Cepis nikapeskoro 3acoby Ne 1001481 KinsxicTs speserioro nixapeskoro saco6y 8638
Bupothuk KYCYM XENTXKEP BT ATA, Tupis

HafiMenyaatHa BUpoGHIKA AKapeLKoro 3acoly, KPaTHA MOXOAKCHAN)
p

Boeseno s Ykpalny Tosapuerno 3 o6mexenoro signosinaasnicrio "Taeadapm JTAY,
inenT, wou: 20075891

(naiivcHyBanHs Ta koa 3w CAPTIOY topuanunol ocobu abo npissuuse, im', no Sarpxoni lbuwmm
0000u ~ fianpuesag, it Micue pOXUBAHNA T2 pcccrpaummﬁ Homep oBAikoBOT KAPTKU NARTHHKE
noaatkin a6o cepin td Hamep TacnopTa)

TIporoxon isyansuoro kourpomo six 26.08.2023 Ne 2529/6.

3a  pesysbTaTaM#  NCPMABHOTO  KOHTPONO  BCTAHOBACHO, WO nikapebkuit  3aci6 meseo B Vkpainy 3

ﬂOTpﬂmaH}{ﬁ u«-""?, JOPR §awpa§\gzsa oo sabesnevenns akocti Aikapopknx sacobis.
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CEFHigH K&TIB

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Pl (7292258300, Fmail info@Kusum.com, Website: www kusumhealthcare.com

Alwapesiodi sacify PAHINAR
Medicinal prodoet: FANIGANY
Hiroud pedoniig

Agtive ingredients:

Pecovpaniiine nocpiauenng:
Registration Certifivate:
Hioewsi na supofungurso N
Cepradicar GMP Xu
Bupolum

Aapeea supofmika:

Manutivctured bys
Aihdresy of munufactore

Cepin: No H001481

Pedneip capif: 5000 yn

CIN No,: U65929DL1997PTCO85E780

CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

e 1ZIBEP230G03TY
Bater30.86.2023

Tabaeren, mo 10 vafgeron y Baterepd; wo 10 Baiorepis y kapreunill yuaxonui

tablefs, 10 tabletsin » blister; 10 blisters iy g carton package
HAPANLTAMONY 500 s,

auknodenary marpho 50 mp
Paracetamwol 500 myg,
Diclofenae 86divm S0 mg

N VALSTLOMOLAT, Bin 12,8417, sepmist alf peeerpanifinors noeninuennsn weobnmneru
X UAITZO0/01/01, from 12.04.17; Registration Certificare validity fs anlimited

2‘?/61 [2618
fHa0/2019/GMP
Kyeysw Reararep et Hra, bugin

Fluor X M-3, Tnaop Cnewen eenomix Royn, ein-l, Mhramuyp, Mo

Tipagen, Min 434774, bagin
Kusww Healtheare Pyt Lid

Pradesh, Fin 454774, India

Hars pue.: 0672023

r. Jxap, Magxes

© Plot Nu. M3, tndove Specint Economic Zope, Phase- Pithampur, Distt Dhar, Mudhya

Jigenuit oy 0542096

Bateh:No. Bafch Size: DIV BE:
N Hassa noxasinmy Busord Peayhnrar ananiiis
Nameindex Requivenmenty Resultof analyscs
1 Ownue Tabueriar kancyronoGaol Gopn. OPRIReROTY Koasopy 3 Gl | Blanosizae
BRPATCHRAN. ;
Description Uvange-coloured capsule shaped tablet with white Tmpregnation. Complics
2 {pewridhcania

Hapauemayos

Hukaothenmic nampin

AKaennidl soxis
Fdentification

Paracetamol

Diclofenae sodiunr

Sunseryellow

Yac  yrpmaysanus  pika papaueraMosy
L sunpoBysine 1A emanOGPIROEG POIUS
KIBLKICHOPO BHATEMCHHN, MAC CRIBIAIITH,

‘Idc Hpmmmm % RiER “Mmmpmmxw mrpno Hi \pomrm‘mxmx

YP-enestp qunpolyaneono o zauny DONRIEH MATH MIKCHYY 11
$82:4:3 uar,

In the cliromdgtogran olitatned In assgy oy, the retentipn tme of
principal peak in the fest salution coresponds to that of the retention
time of principal peak abained swith Standasd solution,

I the chromatograry eblained i as
principat peak in the fest solution corres
time of principal peak obtained with ‘\;mm ar (3 sofition,

(3
R o

1 Spechrum of1est solution should exhibit maxima ay %n I‘,(

Bigmosinae

Bignopiaae

Biagioigac

Corapiies

Comphies

3 Cepesun Maey
ANErage mass

a3 o JOKY MEHT
700 mxv'r’ % C

st

uE ;_\M"r

C-
Regd. Off.: D-1584, Okhla Indl. Area, Phase-], New Dely$!
Ph, +91-11-41005147, 40514919, 41010571, 4052 /.I* :
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UStein thcare Pt [

Plot Na M" Indm@ Special Economic Zone, Phase-11, Plthampux Distt. D}mx Madhva Pladesh 454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www. kusumhealthcare.com
CIN No.: Us5929DL1997PTCO85780

AR, K 1210FP230040378

4 Crupanices He Glmane I % 1 0.5%
Fyiability | Notmorethan 1% 1.5%
51 OQanppimiers ¥030Ba00K ' '
BAHHITE
Hapauemanon Bianonizac swaor Bianon

ALmiadeniar doppii 1 Bigmoniyge gamoran 1 Risnosinse

FA

Uniformity of Dosage units

Compiles to requirements Complics
l)zu’c) enac sodivm Lompiles (o requirements o Complies
& Postaanns He Gianire 15X 938 F3 cex

, ; 9 i 15 sec
Disintegration Nothore than 15 mi
T Poydasvabs

989 ~98%
99% = 99%

Hrmaodhenas wmmpln

Dissolution
Pa aniod Not less than 75 % (G of label claim for 45 min 98% - 98%
Biclofenac wa’m”? Kot fessthan 75 % (0 of label elabiy Tor =45 mm. GO UL9h
8 | Cymposizut gom b | deambodicnon—nie Ginare 0,1 % He pustsrent
4-girpodenon - At { o .1 % | He pumBacnn
dexpopaneranizig — ne Guswie 0,005 % He sussacho
Hosiuira A priicroenaxy - ne Simpine 0,2 % 1 He résiuneho
By peesria deliemdinosann gomira - ne Blapute 0.1 % 0.005 %
Cyma aovilior - fie Ginpuie 0.5 % 1O
Helated substances 4-aminG pheno! - NMT 0,1 % ot Detetted
| A-niteo phenpl = NMT 11 % Heat Detected

| d-ghloroacetonilide - NMT 0.003 % Mot Delected
Biclofenac hopurity A - NMT 0.2 % Not Datected
1 Any mikpoven impuri MT 0.1 % 0.005%

Toal Tonpurities - N 0.01%
9 Kinpgicie pusiiiienns
Hopoysmanon Ipw sasyery:
Aacaodbenar ranipio 95% — 105% » 98.1%
95% - 105% win sanmnenot gianxoor 99.8%

Ha repsin 0pragriocs
Q0% — 1 10% sy samnnentd ki
G0% - 1104 sin

ARROET
FAABHEHOT BITEROOTL.

Adrilease:
95% 1o 105% of labe] claim
Diclofenae sodium - 95% 1o 105% of label olaim

1 98.1%
99 8%

Alshel it
90% to 11096 of labal clatm
GO% tor 110% of Tabel claim

Regd Off.: D-1584, Okhla Indl. Area, Pha:;wl New Delhi-110020 (§
Ph, +91-11-41005147, 40514919, 41010571, 40527575




althcare Pet. [

Plot Ne. MQS, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhay, I\ii‘aﬁiiij;:a Pradesh-454774 (India),
Ph: 07292-258300, Froail: info@Kusum.com, Website: www kusumhealihcare.com
CIN No.r U65929DL1897PTCO85780

AR N IZUOFP23000379

Y| Mikpobioaoriang uuevera® %dmwm Sankicrs acppBruy sbpoopranisnis [TAMO) ue Binsmre | He suxorverses
105 Ky O *

Raraavan gignkicns aphnxkemis ta nateenepwx rpudin (TYMO): ne

Sianme WP KYOir

Bigeyraiers Escherichio coli w1y upenapary.

o o 5 " . _— , s Mot Applicable
Micrebiologic purily® Total aerobie microorzanisos (PAMO) - NMT 107 ¢ ot Applieable

Total Yeast & Mould Count (FYMC) ~NMT 162 ¢
Fscheriehiv eoli should be absent per 1 o

DAL mﬂ\pommuz i‘ili{)l HHLTOTY BPROBOAUTLCH JRG NICMuny 3 p U [ilsER e
# Microbial purity will be performed on first 3 commercial baiches thereafier

sk womenol HI-F ceptl, aboognn pas i pik
abovery 10% bateh or onee Ina year.

HOBOK:  Cepl Ne TO01481  pianorizac sumoray MES PIT Ne UA/7260/0101
CLUSTON: Batch Ne 1001481 complies with the requirements of MQCRE Ne UA/T260/01/0)

AHAJTS BHKOHAB ™| % s JIATA Qorst yors
(ANALYSED BY) (DATE)

Komenrapl gesae
Comiments: 1o

3assa 1po ceprifixaniiot «diftenuym 1 saceiiayios mo nasegena smpe Dubopaania ¢ aocvoripiose 1 rovpow. Un cepin
npoayrall 6yas BATORORTOHD (BRAIOMAIONA VIAKOERY [ MAPRYBANNN] | NPOBLILRO KOHTPOAE T HKOCTE HA BHIEsrafanomy
mpianpreyersi 3 nosnifl pianosinnocyi 3 BuMOraMY, 33MANCHEMN B il wacraneni GMDP, sarsepmresit Minicreperson
Gxoponn wpen's Ypaiun, 1 3 snMorame pectrpauifitoro aecpse wpalun npusumuenng. Hpovoroan supoSuingres,

yoaxonn ra anasizie Syom neperanuyTi f seragosaeno Tx slanopianicrs sumoran GMPs.

Certification statement: «On this T certify, that the above nientioned information is true and accurate, This product hatch was
produced {(hrcluding packagiug / Inbeling) and conducted for ity guality contrel at the above mentioned panufacturer
according to spetified in the curpent GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements-of the registration dossier of the destination country, Records of manufacturing, packaging and snalysis were

reviewed aud determined for their compliande with the GMP requivementsy.

KepiBpur rpyyis KORTPOID AK0eT] Yiospopmreny  ocbba, e aaiffcrioe
Quality control group manager cepTudixanin cepif
p—— Qualified Person cerifying the barch
I Ta npisgnine > Y
(Name) *}\”f”‘}\"@ WD R, Tw'siza npiznyie
igrmmce T o (Name) :
[Signaturé) g SO Minnuc ‘Q‘“j A
Hara mipnucamis “Zo\at \ gy, % {Signature)
{Date of signatare) Jeerd riumscany

{Date of signature):

Reg&(}ff . D- ‘1‘38}\ Okhla Indl, Avea, Phase-l, New Delhid] 20
Ph, +91-11-41005147, 40514919, 41010571, 4052758
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Kusum Healthcare Prt [t

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pr;desh—454774 (India)
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: U65929D1L1997PTC085780

’

Hikcapesicnii sacif: PAHITAH
Medicinal product: FANIGAN®
Hiioui peqopnnn:

CEPTHOPIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR. Ne : KPFP2200465
Jara /Date: 14,09.2022

Tabnerru, no 10 Tabnerox y Gnicrepi; no 10 Gricrepis y xapTouniit ynaxosui
tablets, 10 tablets in a blister; 10 blisters in a carton package

mapaneTaMosy 500 mr,

mnknofenary marpiio 50 mr
Active ingredients: Paracetamol 500 mg,

Diclofenac Sodium 50 mg

Peecrpaniiine nociguennsa:
Registration Certificate:
Jlinensin #Ha supoGanureo Ne;
Ceprudixary GMP No;
Bupo6unx:

Anpeca Bupofuuxa:

Manufactured by:
Address of manufacturer;

Ne UA/7260/01/01, sin 12.04.17, Tepmin gif peceTpaniifinoro nocsimsenns Heobmexennii
Ne UA/7260/01/01, from 12.04.17; Registration Certificate validity is unlimited
25/61/2018

040/2019/GMP

Kyeym Xenrxxep TisT Jita, Lupin

Inor Ne M-3, Xupop Cnewen Ixonomir 3oyu, eiia-11, Mivamnyp, Mier. Xxap, Maaxey
Ilpapein, Xin 454774, Ingin ‘

Kusum Healtheare Pyt Ltd

Plot No. M-3, Indore Special Ecanomic Zone, Phase-l, Pithampur, Distt, Dhar, Madhya
Pradesh, Pin 454774, India

Cepis: Ne 2006232 Poswmip cepii: 9000 yn. Hdara sur.: 08/2022 Aiicuuit po: 07/2025
Batch:No. Batch Size: D/M: D/E:
No Hassa noxasunxa Bumoru PesynpraTn ananizis
Name Index Requirements Result of analyses
1 Onue Tabnerky xancynonomitHaT hopMa, OPAMIKEROD KoNsopy 3 Ginumu | Binosinae
BKPATIICHHSMH,
Description Orange coloured capsule shaped tablet with white impregnation. Complies
2 Inenrudixanin
Hapayemanon Yac yTpumysanus nika nmapauetamony Ha Xpomarorpamax | Bifnosigae
sunpobysanozo Ta cmandapmuozo posunis, OTPHMAHHX B ymoOBax
KiAbKICHOTO BUSHAYEHHH, Mae CliBnanaTy.
Aurnopenax nampiio Yac yTpumysanus nixa guknodenaky watpiio Ha xpoMatorpamax | Binnosinae
8uUnpobysanozo Ta CMAaHOGPINNOZ0 PoIUURIG, OTPHUMAHHX B YMOBAX
KiNEKICHOTO BY3HAYEHHS, MAE CRIBIARATH.
AKosmuii 3axio Y®-cuexrp 61npobysanozo possuHy NOBHHEN MATH MAKCHMYM IpH L
48223 M. Binnoninae
Identification In the chronmtogram obtained in assay test, the retention time of i
Paracetamol principal peak in the test solution corresponds to that of the retention | COMpiLs
time of principal peak obtained with Standard solution,
. i In the chromatogram obtained in assay test, the retention time of .
Diclofenac soditm principal peak in the test solution corresponds to that of the retention | Complies
time of principal peak obtained with Standard solution.
Sunset yellow Spectrum ol test solution should exhibit maxima at 48243 nny. Lomphes
3 Cepeaita maca F00 2 9% 698 mr e
§ . ) bl Po0
Average mass 700mg+2% 698 o W~ ~o

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

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR. Ne KPFP2200465

Crupanicts
Friability

He Ginse | %
Not more than 1 %

0.4%
0.4%

OpHOPIAHICTL A030RARNX
ONBHUIE

Hapayemanton
Hurrogenar nampus

Uniformity of Dosage units
Paracetamol!

Binnopimae syumoram
Binnosinae suMoram

Compiles to requirements

Bianosinae
Bianosinae

Complies
Diclofenac sodivum Compiles to requirements Complies
Poznagauns He Ginsue 15 x8 06 XB 56 cex
Disintegration Not more than 15 min 06 min. 36 sec.
Pozunuenusn
Hapayemanson He mene 75% (Q) iz sannnenol xinskoeri 3a 45 xp 96% - 98%
Aurnogenarx nampiio He merre 75% (Q) Big 3asenenoi kixekocri 3a 45 xp

Dissolution

96% - 98%

Paracetamol Not less than 75 % (Q) of label ¢laim for 45 min 96% - 98%
Diclofenac sodium Not less than 75 % (Q)  of tabel claim for 45 min. 96% ~ 98%
Cynposigui gomimmcn 4-aminodienon — se 6inswe 0,1 % He Buasneno
4-girpohenon — e inswe 0,1 % He suasneno
4-xnopaneraninig ~ ue Ginsue 0,005 % He Busisneno
Tomimxa A nuxnodenary — e Sinse 0,2 % He Busisneno
Byns-axa weigenrudiosara somiwka — He Ginstue 0,1 % 0.01%
Cyma gomitrox — He Ginpie 0,5 % 0.01%
Related substances 4-amino phenol —~ NMT 0.1 % Not Detected
4-nitro phenol —~ NMT 0.1 % Not Detected
4-chloroacetonilide - NMT 0.005 % Not Detected
Diclofenac Impurity A — NMT 0.2 % Not Detected
Any unknown impurity — NMT 0.1 % 0.01% .
Total Impurities ~ NMT 0.5 % 0.01%
KinbricHe Bu3navenus
Hapayemanton ITpu sunycky:
Hurcnodernar nampio 95% — 105% iy 3asenenoi kinexocTi 98.52%
95% — 105% sin sassnenot xinsxocri 99.47%
Ha tepmin npunarsoct:
90% ~ 110% Bix 3aaBnenol kinsxocTi
90% — 110% Bix 3asBacnol KinsxocTi.
Assay At release;
Paracetamol 95% to 105% of label claim 98.52%
Diclofenac sodimmn 95% to 105% of label claim 99.47%

At shelf life:
90% to 110% of label claim
90% to 110% of label ¢claim

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575




Kusum Healthcare Pt lid.

Plot No. M-3, Indore Special Economic Zone, Phase-I1, Pithampﬁr, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: U65929D1.1997PTC085780

AR. No KPFP2200465

10 | MixpoGionoriyna yucroTa* 3aransna Kinpkicrs aepoBHiX Mikpoopraniamis (TAMC): He Ginsue
10° KYO/r;

3aransia kigskicTs ApixwKoRMX T2 Nnicenesnx rpubis (TYMCO): ne
Binvme 10% KYO/r;

Bincyrnicts Escherichia coli B 1 r npenapary.

He Bukonyerses

Microbiologic purity* Total aerobic microorganisms (TAMC) — NMT 10° CFUJ. Not Applicable
Total Yeast & Mould Count (TYMC) ~ NMT 102 CFU/g,
Escherichia coli should be absent per 1 g.

* Konrposs MukpoGioforinHoT MHCTOTH NPOBOAUTECA VIS REPIIHX 3 Cepilt, NOTIM A1 KOKHOT 10-1 cepii, abo oA pas Ha pik.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10% batch or once in a year.

BHCHOBOK:  Cepis Ne 2006232  minnorimae sumoram MICSI PTI Ne UA/7260/01/01
CONCLUSION: Batch Ne 2006232 complies with the requirements of MQC RC Ne UA/7260/01/01

Aol CupRenag
AHAJII3 BUKOHAB mata  J4199 weg
(ANALYSED BY) ‘E\? sqhell (DATE)

Komenrapi: nemae
Comments: no

3ansa npo ceprudirauiio: «JIifcHum 5 3acBixuylo, Mo HABeXeRA BHIIE indopmauin ¢ gocroripnowo i Tounoro. It ce
IpoayKRuii Gyaa BHrOTOBJEHA (BINIOMAIOYN YIAKOBKY / MapryBaHHa) [ NpoBeACHO KOHTPOADL if AKoCTi HA BHINE3FANAH:
nignpremcTsi B nogwii BIANOBIAHOCT 3 BUMOraMN, 323HANEHHMMU B YHHHIN HACTAHORI GMP, 3arsepmxeniiit Minicreper:
OXOpORN 3M0pOB'st Ykpaiud, i 3 BMMOramu peecrpauifinoro pocke xpainu npusnavenns. Ilporoxonn BapoSuui:
YIAKOBKH Ta 2HANI3IB Oyan neperasinyTi i BeranorIeHo iX signosiguicTs Bumoram GMPy.

Certification statement: «On this I certify, that the above mentioned information is true and aceurate. This product batch
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufact
aceording to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis v
reviewed and determined for their compliance with the GMP requirementsy.

KepipHUK rpyrin KOHTPOMO akocT VrnosHoBaxeHa ocofa, o 3gilicaioe
Quality contro] group manager ceprudixaiito cepil

. Qualified Person certifying the batch
Im'st Ta npizenme ‘}“\5 el oxm ) )
(Name) '\\ 4

Im's Ta npizen ‘ )
Minnue Qﬁ_\ (Name) ‘\Ljiwaﬂfu : M
(Signature) N\ Iiamac SEETN L
Hara nignucanns e (Signature) |6 gy S ConS
(Date of signature) Hara mignucanns ] NI 4196

(Date of signature)

a” A N\l
'1()}\"\'\'.}?.11'1111 \

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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JIEPKIIIKCITY KBA
JEPIKABHA CJIVIKBA 3 JIKAPCHKHAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

/ ByJ1. Bepesusikiebka, 29, Kuis, 02098, ren. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.uva,https://www.dls.gov.ua, Kon € IPTIOY 37079055

BHCHOBOK
Npo AKICTh BBE3eHOro B Y KkpaiHy JikapcbKoro 3acody

25,11.2022 _ Ne 50627/22/26

DAHIT'AH

(HaltMenyBaHHs NiKapchkoro 38co6y 3TiAHO 3 peeCTPaliifHIM HOCBIIMEH M)
TaGuerku, no 10 rabaerok y Guicrepi; no 10 Gaicrepis y kaprouniit ynaxosui

(dopma BuMyCKy, 03YBAHHS, BHIL NTAKYBARHS TIKAPCHKOTO 3ac06Y)
Howmep peecrpauiitnoro nocsimuenns UA/7260/01/01 crpox nif peectpaniitnoro nocsinuenns HEOOMeXKEHNH
Cepist nixapenbkoro sacoby Ne 2006232 KinbkicTb BBE3EHOTO Nlikapebkoro 3acoby 48

BupoGiuk Kycym Xemrrxxep [t Jlta, lunis

(HaitmeryBaHHs BHPOOHHKa JiKapehkoro 3acoBy, KpalHa NoXOIKeHHS)

Beesero B Vkpainy Tosapucrio 3 o6mesxeHolo Bixnosinansuicro "I'nendapm JTA",
inenT. xon: 20075891

(HaiimenyBanns Ta koft 3a €JIPTIOY 1opuaumuunoi 0cobu abo npiseuiie, iM's, N0 6aTHKOBI QisHHHOT
0co0u ~ nianpueMud, T MicLe NposkUBAHHA Ta peecTpatlifauil HoMep 06:1ikoBOT KaPTKM TUTATHHKA
noaarkis abo cepist Ta HOMeEp 1AcIopTa)

JaGopaTopruit anamiz sxocTi Jikapckkoro 3acoly 3ailicuennii:

®inia [IT "Lenrpansra mabopatopis 3 aHaisy sKocTi JKapehbkux 3aco6iB i Merdnol mpogyKii"
y M.JIbBiB (M.JIpBiB, By Kynbnapkiserka,131)

(HaliMeHy Bl TA MiCUE3HAX0KEHHA Ta60paTapil, mo npoBea naooparopnuu ‘aHAN3 AKOCTI)

BUCHOBOK 1010 SKOCT] JHKapcbKoro 3acoby, Bupatuit na6opatopiero sin 22.11.2022 Ne 581
PeaynsTaTy 1aGopartopHOro aHaiizy skocti JliKapehkoro 3acady 34 nepeBiperuMy okazHUKaMK BiIIOBIAA0TE
BUMOraM METOMIB KOHTPOMO AKOCTI (ARANITHHHO-HOPMATHBHOT JOKYMEHTALLT).

3a pe3yabTaTaMd  AEPHABHONO KOHTPONIO BCTAHOBJIEHO, 10 Jikapehkmif  3aciG  Beezeno B  Ykpainwy 3
OTPpHUMaHHua FAKOHOMABCTBA HIOHO 3a0e3neueHHs aKogTi ik
noTp sg%_‘?)ﬁ\(%ﬁfﬁili‘ aa IO 1 A

whitH g ‘9‘;'/ e

\§\ !
f“‘"‘"“m

fehkux 3ac00iB.

';()

Muxkona XOJIOJAEHKO

(ninrme) (ininianw Ta npissuuie)
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JEPHUIKCITYKBA
TEPKABHA C

JYIKBA 3 JIKAPCBKHX 3ACObBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHEBI
ByJI. BepesHaKiBCEKa, 29, Kuis, 02098, rei. (044) 295-26-85 Tel. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua hitps://www.dls.gov.ua, Kox €IPIIOY 37079055

BHCHOBOK
npo AKiCTH BBE3CHOI0 B Yxpainy JikapcrKoro 3acody

25.11.2022

Ne 52028/22/2611

OAHITAH

(HatiMeHyBanHs JIKAPCHKOTO 3ac06Y 3riHO 3 PEECTPaIHHAM 1T0CH
rabaericu, no 10 Ta0a€eTOK Y gaicrepi; no 10 Gaicrepin y KapToHHiil ynaKkosui
(hopma BHITYCKY, /03y BAHHA, BIJL TTAKY BAtHA stkapchkoro 3acoby)

inuenssiv)

Homep peecTpaniifHoro NOCBiMIeHHs UA/7260

/01/01 crpox mii peecTpanifnoro NOCBIAMEHHS HEOOMEIKEHUH
Cepis nixapcpkoro 3acoby Ne 2006232

KiNbKiCTh BBE3GHOTO JHKAPCBKOTO 3aC00y 8798
Kycym Xenrxkep bt JITAL, Tais

(uativesyBsauns BHPOGHMKE nikaperkoro 32c06y,

BupolbuuK

KpaiHa NOXOIKEHHS)
BreseHo B YKpaiHy

TosapucTBo 3 00MEKEHO10 BiMOBIAATBHICTIO "Taendapm JTa",
inenr. kom: 20075891

(maiMeHyBaHs T4 KOZ 32 €JIPTIOY ropuamiHol 0cobu aBo npizsiile, iv's, 110 Barsrosi
isuarol 0cobu = MiAIPHEMU, 11 Micue TpoXKUBAHHS Ta peecTpaniiHuii HoMep obGnixosol
KapTKW TUIATHIAKA OAATKIB 400 cepis TA HOMEp RACHOPTA)

3a pesyJLTATaMH  HEPHKaBHOTO KOHTPOIIO BCT

AHOBJEHO, IO TNikapcekuil 3acié BRE3CHO B Vipaigy 3
JOTPHMaHH I M_BAMOL 3aK0HO/IABCTEA 1010 3a6e3neder s AkoCTi i

KapChKhx 3ac001B.
HCOBIB T

,;l'\ #H ,,“,,A " ;

(nixoue)

Muxoia XOJIONEHKO

(iniuiany Ta npisBRLLE)




AEPKABHA CJIY )ICBA 3 JIKAPCHKUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMY y m. KUEBI
npos. Hanii Caivnuanol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €JIPTIOV 37079055

BHCHOBOK
Npo AKICTH BBE3CHOro B YKpalny Jikapeskoro sacody

04.01.2024 Ne 401/24/2611

DAHII'AH

(nativenysanHy nikapeskoro 3acoby-3rinHo 3 pecetpanifnmm noéschmmm)
TabaerkH, no 10 Tabaerox y 6xicrepi, mo 10 ﬁmc’repm y Kapronnii ynaxonm

(opma sunycky, RO3YRANHS, BN NAKYBAHESA JKaPCLKOTO 38C00Y)
Homep peccrpatiitioro nocsinvenns UA/7260/01/01 crpok aif peeetpauiiisioro nocsiauenns HeoGMeKeHUH
Cepia nixapcrroro.aacoby Ne 1002370 Kinbkicrs Bpesenoro nikapeskoro sacoby 8678

Bupobuuxk KYCYM XEJATXKEP TIBT JITH, Innis

(uakivenysanns BRpoSHHKa AiKapCLKOTO 30c00Y, KpaiHa HOXOIKEHHN)

Beezeno s Ypatuy Tosapuerno 3 obmexenoro sinnmosinansnicrio "Iendapm JITA",
inenT, xon; 20075891

(mnmeuynanux Taxoa 3a CAPTIOY :opmmuuos ocofn abo npispaie, iM'e, no Garskosi hizuyuor
0c0BH - nianpuemud, I Micue npokHBaNEA Ta peccTpauiingi Homep oBaikonol XapTRY HIATHUKE
aozavkie 2o cepis Ta poMep nacropTa)

Tiporokon sisyansuore xonrpomo sig 04.01.2024 x 9/4.

3a  pesynstataMu  NepiKABHOTG  KOHTPOMO BCTAHOBIGHO, WO JKApchkuB  3acib  Bmezeno B Vkpainy 3

AOTPHMAHHAM pumerdg QUOAABCTAA HONO sabesneuenna axocTi nikapesKux3acoGis,
SPGOBIE T4 £ /o
@S“ P SRRAR

Hauansuu Muxona XOJIOAEHKO

(iniuiann Ta npissuute)

(nocano
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Koa 20075891
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CEPTUGIKATIB

Plot No, M-3, Indore Special Econmmc Zone, Pha%e~ff thhampur Distt. Dhar, Madhya Pradesh-454774 (India)
- Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com

Jiwapesinil sacit: PAHINAHR
Medicinal product: FANIGAN®
Joal pessonmnn:

Active ingredients:

Peccypauiiine nocslpsions
Registration Certificate:
Jlinenais pa supobunnrae Nej
Ceprudikar GMP Ne:
Bupobnnx:

Anpeca supobunra:

Manufactied by
Address of manufacturar:

CIN No.: U65929DL1997PTCO85780

CEPTHUGRIKAT AKOCTI
CERTIFICATE OF QUALITY

AR Mo THIOFP23000731
Hara /Dater 28.10.2023

napaueTamony 500 wir,
nuxnodeuary sarpiio’ 50 mr
Paracétamol 500 mg,
Diclofenac Sodium 56 mg

Tabaerrn, no 10 rabaerer v Onicrepi; vo 189 Gaicrepis v wapromiil viuarosul
tablets, 10 tablefs in -« blister; 10 blisters in a carton package

No UAIT260/01/01, pin 12.04.17, Tepmiu aif precrpauiiinore noenipuenng neolimexennii
Ne UALT260/01/01, from '12,04.17; Registrativn Certificate validity is nnlimited
2516172018,

04072019/GM P

Kyeym Kespxrep Her v, Tuaia
Tasor No M-3, Inpep Crewen Teonosmic 3oys, @eia-I, Tivanaryp, Rier. Bxap, Mankss
Hpaneur, Hin 484774, Inpin
Kausuin Healtheare Pyt Lid
Plot No, M-3, Indore Special Economie Zone, Phase-I, Pithampur, Distt, Dhar, Madhya
Pradesh, Pin 4534774, India

Cepia: Np 10023720 Ponip eepil: 9000 yo. Aara sur: 09/2023 Hitenuit go: 08/2026
Batch: Mo, Bateh Sized D/ 73
M Hassa nokaznuks Bumora Pesyantats annaizie
Namwe Index Requiyements Result of analyses
f O Tabnern xaucynonoaibuol dopumis, opaiKesaro Koxsopy 3 Ginusn | Blxionixae
BRPATIRHRIN,
Description Orange coloured capsule shaped tablet with white inipregnation. Complies
2 | Baenmidiranin
flapayemanon Hae yrpuMmyBauds  pika  mapaustaMosy  Ha  xpomarorpamay | Bianosinae
sunpobyeanozd T8 eMAHdapniives posyuris, OIPHMBRUR B YMOBIX
. KITEKICHODD: BUsHade i, Mas Ciipnagary.
Husnapenas nampio Yac yr TRUMYRAH nika muxaogenary warplio Ha xpoMarorpasay | Bimuosinae
azmpoovsameo T8, CIRAROAPINGED. POSURRIS, OTPAMEHNR B yMoBI
KIBLRICHOTO BH3NANCHEA, MAE CinngaaTh,
Aot saxio YD-orerty gunpofysanoas posrmy TTOBRREH MATH MAKCHMYM U3 L
48243 1x Bintiopinae
if"e“{‘ﬁmi“;“ In the chromatogram obtained in assay test, the reteniton tmie of Comnli
aracelamo principal pexk in the wst solution conespomdsta that of the retentign | HOTPPHES.
timie of principal peak obtained with Standard solution.
- ) o the chromatogram obtained in assay test, the retention tme of | .
Diclafenac sodium principal péak in the test solution corresponds to that of the retention | Complies
tme of principal peak obtained with Standard solution,
Srrsef valtlow vy e
Sunsef yellow Spectrum of tmi solution should exhibitmaxima at 48243 = e okomplies
: WEHO K
3 | Cepeaun maca TO0 Mr 2 Y \'~\' ~

1 AVErage mass

700 mg & 2 v, >y e

v’i’a\
1t ]

” 1()}\\ STEH

Regd. Off.: D-1584, Okhla Indl. Aren, Phase 1, New Dell 210 65:(&1&.

Ph. +91-11-41005147, 40514919, 41010571, 4052

dlim M.
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Koisum

ealthcare Prt ltd.

«FJXE]’I@APM
JITI
memmbixauiﬁnnﬁ
K04 200758971

a1
\ CEPTHOIKATYS

Plot No. M-8, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.; 07292-258300, Email: info@Kusum.com, Website: www. kusumhealthcare.com

CIN No.: UsB929DL1997PTCO85780

AR, M I210FP23000731

4 | Crupanicrs Heé Giaswe | % 0.5%
- Friahility Notmore than 1% 0.5%
5 | OanopiguicTs Be30BaHEY ' ‘ S
GRAHME
THapagemanon Bianosixae pusioram Bignoninae
Huriodicnax nempag Bignosinae spvoraM Biznosizae
Tniformity of Dosage unifs .
Paracetamol | Compiles 1o requirements Complies
1 Diclofenae sodiunt_ Coinpilés to requirements - Coinplies
b Ponaganng He Giasme 15 xn 62 Xn 46 o8
‘ 02 min. 46 sec. .
Disintegrvation Not more thap 15 min
7 | Poisuuenss
§ Hapeyemanon He memine 75% () sig sanprenol kiinkeorisa 43 sa 99% - 100%
1 fhacasifenar sampiio He menme 73% () iy sanuens! xlopkoori 34 45 s 100% ~ 100%
Dissolution
1 Paracetamaol Notless than 75 %(Q) of Jabel claim for 45 min 99% « 100%
Diclofenac sodivm NotTess than 75 %(Q)  of label claim for 45 min, 100% - 100%
8 | Cynposizsi qomimey 4-muinodenon = ne Gizsiwe 0.1 % ' He prssieno
4pitpodenon. e Gamwe 0,1 % | He suspicno
4-xnopaneraninzia —we Simsme 0,005 % He paspneno
Hosipxa A muxnogenasy — ge Oinswe 0,2 % He sisprend
byns-axa neizentudironana Rominka - we Giavme 0,1 % 0.03%
Cynma noninox — we Glasine 8,3 % 4.1%
- Related snbstances 4-aming phenol— NMT 0.1 % NotDetected
4-nitro phenol - NMT 0.1 % Not Detected
{ohlorsacetonilide ~ NMT 0.005.% Not Detected
Dicloferiat Tmpurity A ~NMT 0.2 % Not Detected
Any unknown impurity ~ NMT 0.1 % 0:03 %
Total Impurities - NMT 8.5 % 0.1%
9 KiabKicHs BHIHAYCHIN ‘
Hopayemasion Hps sanyciy:
Alientichariax suanpio 95% ~ 105% Bix smpneHol kinsxocr 99.1%
95%~ 105% nix saanaeuol xinskoori 99.7%
Ha repuin npuiirHosy:
90%— 110% Bip saxpienc] kidskoor
90% ~ 110% siz sasbrenst kimskoort
Assay Af release:
Paracetanol 1 93% 1o 105% of label claim 99 1%
Dielofenoe spdinm 95% 1o 105% of label claim 99, 7%
Af shielf life:
90% 10 110% of fabe] claim
20% 10 110% of label claim

Regd. Off.: D-1584, O}{h}a Indl. Area, Phase-I, New Delhi~110020 (Indi:

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pﬁhampur Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: (07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: Ueb929DL1997PTCORS780

AR M 1216FP23000731
10 | Migpofionoriuas wgerora® Saraipiia KAEKIcTs acpobnux sixpoapramiamin {TAMOY: ne 8immne
P Y O/
Saraisug )insiets apbiskosry Ta anicehenny rprbis (TY MO we
Siasue 107 KV O

Bincymnicrs Escherichia coli & 1 1 npenapary,

He puxonyerses

Microbiologic purity® Totat acrabic microorganisms (TAMC) - NMT 10° CFU/a. | Not Asplicable
Total Yeast & Mould Count (TYMC) - NMT 10° CFli/a PeanpiEals

Fscherichia voli shonld be absent per 1 g.

* KONTPOIE MARPOSIOAOTTUROT MHCTOTI NPOBOARTECA J78 Nepims. 3 Cepiit, sorint uay xumuol 10 cepil, 460 omm pai via pik.
* Microbial purity will be performed an first 3 commercial hatchies therealter af every 10™ bateh or once in & year,

BUCHOBOK:  Cepin Ne 1002370 - winnesinae sumoram MIKH PIT Ne UA/7260/01/01
CONCLUSION: Bagch Me 1002370 complies with the requirements of MOC RC Mo UA/7260/01/01
hase

AHAMT BUKOHAE
{(ANALYSED BY) <

N SN R gy
mﬁ\\ﬁ%’y"& (DATE) R

Kowmesrapy: nemde
CO%ﬂlJ’HﬁX’]i‘Si Ny

3aasa npo ceprudixaniio: «Aifienpns 8 saceimayio; me Hapenesz sume indiopmanis € goeropipaee i Tounowo. ila cepis
ppoayKiil 6yha BRIOTORIEHS (BRINGURIONR YHAKOBRY / MapKyBansn) i nposeneno Konrpoan I sxoct na prudragatony
nignpuenersl 8 nosulil shanorignocyi 3 suMoraMy, 3n3usvenuMu 8- wuHill nacranosl GMP, sarsepioreniii Minicrepersonm
gxoponn 3popoB's Yxpaluy, | 3 pemoravy peccrpanilidors pocee wpainu npuspavenns. Hporowoan sapobunures,
VIAKOBKH T4 auanizie Gy meperiasuyri i seranosieno ix siosiinicrs simoram GMPy,

Certification statement; «On this 1 certify, that the above mentioned information is true and acenrate. This product bateh was
produced {including packaging / labeling) and conducted for it 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 registrution dessier of the destination country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy.

KepisHix rpyis KOHTPOIO FX0CTI Ynopnopakena ocoba, mwo  smilicHioe
uality control group manager ceprudixanio cepil

Qualified Person certifying the batch
In's e npiysunie

(Name) %1 g ;g Iv'stra niplss me
i Naie)
(‘uwnamre) ITimmac

Hara nlanucanss *‘3 b \‘"‘ (Signature)

{Date of signature}” Hara nimicanis

{Date of signatine,

Regd. Off.: D- 1584, Ok’hia Indl, Avea, Phase-1, New Delhi-1100% Page 3 of 3

Ph. +91-11-41005147, 40514919, 41010571, 40527575




HAEPXABHA CIYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHE€BI

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

BHCHOBOK
npo sAKicTL BBE3eHOro B YKpainy JikapcsKoro 3acoby
15.12.2023 Ne 64831/23/2611
DAHITAH

(HaliMeny Baing nixépcbxoro 38000y 3riH0 3 peecTpaifinum nocsinyeHusm)
rabaerxu; no 10 rabnerox y 6nicrepi; no 10 Gaicrepie y kapronniii ynakosui

(hopMa BHNYCKY, H03YBAHHS, BUI TIAKYBARHA NIKAPCHKOTO 32000Y)

Homep peecrpauitoro nocsimgenns UA/7260/01/01 crpoxk nil peectpanifinoro nocsizuenns HEOOMEXeHMi

Cepis nikapeskoro acoby Ne 1002288 Kinskicts BBe3eHOr0 sikapeskoro 3acoby 8688
Bupotsux KYCVYM XEJTXKEP IIBT JIT], Innis
(ualiveny sansg pupoBHuKa NIKAPCHKOTO aa6o0y, ®paing HoXoMKCHHA)
Bsesero B Ypainy Tosapucrno 3 o6mexenoro BignosixansnicTio "Tneadapm JTH",
inent. koa: 20075891

{nafmenyBanys T2 kon 38 €JPITOY 1opuanyoi 0cotu a6o npissuue, iM's, 110 Garkkoni GisuHnol
ocofu - nianpuemos, T Micue nposkHBanHs Ta pecerpauifuull noyep obnikopol KAPTKH MARTHHKA
nonnTkin 460 cepin Ta HOMED RACTIOPTE)

Iporokon Bisyansroro kourponio sin 15.12,2023 N2 3986/1.

3a  pesynnTATAMM HEPMABHOYO KOMTPOMO BCTaHOBAEHO, w0 nikapchkuit 3aci6  seeseno B Vxpainy 3
JAOTPHMAHHAM 5y

r 3aKOHONEBCTEA OO safeanedenns akocTi Aikapepkux 3acobis.

o~

Miyxona XQHO}IEHKO

(ininiann Ta npissuiue)

v 1

s
TOKY VEHTIB
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Hlot No, M-3, Indore Sw#
Ph.: 37292~ ""‘3 (JO, Emazi; 111%0@&11511:11 SO, Web%i’m* W T\ummhezdthm ©COMm
CIN Wo. UsB929D1 1997 P ICH85750

Jhrapcsuni zacif: PAHITAH
Medicinal product: FANIGAN®

Mol peyonmin

Artive inpredients:

Pecerpiaiiive notsiivenm

Hegi

ration Cerfificate:

Jinensis ua supobunorae N
Cupruhivay GMP N
Bupoebunr:

Agpeen papodnprca:

Manufactured by:
Address of miannufacturers

Cepin: Kb 1002288

CEPTHDIKAT JIKOCTI
CERTIFICATE OF QUALITY

AR 3y 1 A1OFPLIB0068

Towrn Mate: 18.10.2023
Tabneron, no 18 wabacrox vy Galerepiy no 10 Sadcrepin y wapronnill yoawonu
tablets, 10 tablefs in a blister; 10 blistersin @ carton package

HANAHCTANGAY 500wy
Angpohenary mitpio  Bare
Pavacetamol 504 myg,
Diclofenac Sodium a0 mg

G UAJTI60/ AT, nia 12.04,17, vepmin i pecorpauditaors notsinveninm seobusrenii
G YLAITI60/01/01, from: 12.04.17; Registeation Certificate walidity is anlimited
"m’ﬁi[lfilg
H40/72619/GMP
Kyeym Xesrowep Jlay en, Dnnla
Finor Ne M3, Innep Cremen Twonestin Joys, densth Hiveouyp, Slor Axap, Maaxos
Tipapem, FHin 454774, Tnain
Kusum Henltheare Pvi Ltd
Plot Mo, M-3, Indore Speciad Economic Fone, Phase-H, Pithanpur, Disit, B, Madhya
Pradesh, Pin 454774, India

Poanip cepif: 9000 yo. Hara pur. 08/2023 Jigtenit fos 0772026

Bateh:No, Bateh Sizes BiM: BE:
N THA3BA TIORGIMILA Binors Perymeraty ananizie |
Mame Index Reguiremionts Reyalt of analyses
{ Orge Tabaeron. kareysonoaionoT Qoo OpankeroTe Kersopy 5 Oumsnt | Bianesisae
BRPATLICH M,
Degeription Orange coToured capsule shaped tablel with white impregnation. Conplies
% Irewrndinaiia -
Hapagemesioa Yac  VOpHMYBABNE  iKD  DRPENETAMOIY  BE XPOMUTOUpPE Binmosiac
AUNPOTREIBOLO TR CMGHIOPIMIEG ROTIHST, STPEMANBR B YMO
KIABKICHOR0 BRGNS, Mae CHIBIEHATA,
Hunaodenax wampie Yac yrpumysamm nisa gdshodienary aatpilh ua Xpomatorpasax | Biznosiaac
gunpofyeaneee Ta enandapaiosg povuoty, GIPEMAEY B opsidkay
FALKICHOrO WIaMCID, srae crisnaaar,
Aogmdi 303 Vet sunpofiveanaso posury TORRTIER M Narenys tup o )
AR5 1w 1 ot frag
i‘iwhﬁmm’!“ fa fhe chromafogran oblained in assay test ihe relemtion tmie of | .
SR EIIIRG ¢ ey el ; ST S ooy
rarqeaiamt principal peak i the fest solotion comresponds 16 that of the refertion s
e of pringipal peacoblained with Standard splofion.
Pitgioh . In ihe ehromatogram ()’ntmmd in agsay dest the retestion tme of 1,
Dielufenae sodhnm principal peak i the € corre ‘sp«‘md s 1o that of the refention | SOMplies
Hine of principal peak <A\h(;}ii‘n,\, sith Standdard splon,
et velloyw e 5 ) T : ACH QRO i
Swmget yelloy Spectiam of wstsoluton should exbililt macima ar482-3 02 ﬁxftfi’@%
- ik < o, 25
3 Cepeang maca FO0 =2 % Ao L0 NG )
3 - £ 2 Ly z
\\LngL mass FO0 g ’ ’ "TOKY 1 FED %‘ Y.

Regd, Off: D158 !\ Oklla lnd Aim, ’im
Ph, +91-1

-4 10051

7, 40514919, 4
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Plot Na. M-3, Indore ¢

al Ecenomic Zone, Phase-11, Fitharpuor, Distt Dhar, Madhya Prades]v4

Pho 072922585300, Email info@Kusumacom, Website: www. kusumhealthearecom
CIN No. UsB929D1L1997 1085780
A, M 1210EPZ3000684
4 L”';‘;\;fpzmic‘ﬂf He Gine 1 % 0.4%
Eriabitity Nat more then 1 % - A%
§ | Onubigiicin oaanmnms o
DHRUHHUL
Hapanemanon Pinnioni 508 suMorsy
kAoherar nampun Biionigae nunoras
{iniformity of Dosage unile
Parocatamol Compiles o requirements :
] nge sodinm Compiles 1o requirements Complies
& | Posnmiapus He Ginrane 15y 06 X807 tox
. (6 nidi, O7 see.
 Dishiteoration Mot more than 13 min
¥ Povpinenns
Hapagemanon } vl sadnaenol kigbrocH 34 45 ¥ 3% = B9%
Jhecandionar somphe ) nin sasimaesel whkkoori 3045 xB | ‘}‘J‘}a- 99%
zsotution
Prracelpnet Mot Yess thary 75 96.(0) of label elabm for 45 nun 98% - 9%
Dictofenge sodivn Mot «i vanr 75 S5 () of label olaim ford5 min. B9%  99%
§ | Cywponhiss aomimie mure 0,1 % o et
,me Q H "fu He pag
II > 53
He
}{ K ﬂ/v)
t Aoaingo -~ e Bl QL_S Yo 3.1%
Rebated substanees d-minn phenob=NMT 0.1 % Not Detected
#nitro phenol - NMT 0.1 %% Not Detetted
dechloroacetomilide NMT 0.005 % Not Deteeted
Diclofonae Impurity A - NMT 0.2°9 - Wot Detecled
Auy uuknown impurite - NMT 0, 1 % 003 %
Total Tpurities ~ NMT 0.5 % | (L1%
9 Kinmprivee gusnagenng
Hapayemaaon Hypn punyery:
Ahngaoifrenax sumpin 959 — T3% wig saghrenot xasroerl D8.9%
Q5% TO5% nin samient] Kankeot DG 5%
Hormeprdy npmgaryees;
90% ?10% m RcHb e :umt m‘nmucr;
GOV~ 114 ! GAEAGAPM
Assay At release umnv;:égisllwmm E
PJ;"(?LTﬂmie, i3 9304 16 105! kg 20075891 48 gl
r()/ ) ‘!)Jﬂg S i
95% fes 105% 0 GEPTHOKATE /¢ YH.5%
At shelf [ife:
Q0% v 110% of Tabel elaim
Q8% 1o 1 10% o label claim

Regd. Off; D-1
Ph.

Page 2 6f 3




Kustim ltheare Prt (td.

Plot No. M-3, Indore ¢ ;7ecm1 Economic Zone, Phase-11, Pithampur, Distt, Dhar, }\hdh,m radesh-4547

( I.ndiia},
Ph.: (07292258300, %z.mm,ki. info@Kusum.com, Website: www kusumbealthcare.com
CIN No.: Usb929D L1997 PTCO8S780

. » . ) . A M 1210FP23000684
I8 | Mikpobivanoriasn suerera® Barnanna kinskieTs aepoGming wikpoopranizaiy CEAMCOCY we Sinwwe
- Mg f oy

Fle srsanyLTheR

Sntaiia REBRICTE 1
e 107 KYOiry

Bincyrnivey Escherichta coli n ¥ r ipondpary,

nRossX T riceseni rpndis (TYMOY: we
i

Mivrohiologhe purity™ Fotal merobic mictoorganisms (TAMC)~ NjT HF O
Total Yeast & Mould Covnt (TYMC)— NMT 107 CFU
Fseherichia coll shtould be absent per 1 g0

Not Applicable

*Konrpais 'xxmfm{:?m»m\‘fmo’f*mtwm DOBRCIHTHCS AR HEMENHN § cepii, moris aa wosiol 101 cepil, aBo vtn pas na pi
* Mierobia! murdty will be performedon fst 3 copimercial batches thereatier at every M baich or once It g vear,

BHCHOBOK:  Cepis Mo 1002288 sinnonisac spvoras MICT PUL M UAR260/01401
CONWCLUSION: Bateh Mo 1002288 complies with the reguirements of MOUC RC M UA/T260/01/01

'.,;i«ii()ib\%f\;”” o

(ANALYSED BY) L S

Koxerrapt: iemas
Comnents: ne

Sanga wpo cepradixanio: «Aieonmy v aresinayity g wasenens smoe hubepsandy € pocrosipuow | Tounme. Mg cepln
FpoYRIIT Gyaa BHIoTeRaena (BRUONAIWE YESROBKY / MADKYRAHUA) | HPOBEACHD KouTponh T k0o v BUIEIBANONY
pianpresrerst p vopuli pignosianedsi s srseramm, Sa3HANCHEMY B syuniit wacranonl CMP, sarpepmsenilt Minlorepersom
oxoponn opon’s Yepa¥en, 1 3 sovoraymy pecorpauiiuoro pocke xpatun upuopadenng. Ipovoreny pupoebulinras,
YHAKOBKE TA auaabie Syay neperunnyti i Beranosaeno Tx sianosiinicrs sumoran GMPy,

Certilfcation statement: «On this 1 certily, that the above mentivned information is frue and aecurate, This product batel was
produced (including packaging / labeling) and conducted for ity quulity control at the above mentioned manufacturer
aecording to specified i the current GMP gdidelines, approved by the Ministry of Health of Ukraive, and with the
requirenients of the registration dessicr of the destination country. Records of mastfaeturing, packaging and analysis were
revigwed and determined for theiy complinnee with the GMP requirementss,

Kepisrux rpyme €ETpomo Koot Vyuonuosaxena ovols,  wmo  saificno
Guality vontrol gronp manager ceprudikanir cepil

S Quatified Person certifying the bateh

< . !

Ia's Ta npizpyine
¥

{(Mame) bar's v npisanne,
[tigmme {(Name) ﬁ\; {{ ¢ \f
{Signuture) doavede LA

THpmnge
(
,Ha"ra m;mma}f 13

{Date of signature)

Hara pigrosoanms
{Date of sigpature)

4 A0 5
ﬂ,ﬂﬂ
CEPFROIATHS

Regd. Off.; D-1584, Okhla Indl. A rea, Phase-], New Delhi- 110020 (Tnd‘ia
Ph, +9111-41005147, 40514919, 41010571, 40527575




AEPXKABHA CIYXKEBA 3 JJIKAPCBKIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KUEBI
npog. Hanif Cmmmgox 3, 02099, ren, (044) 295-26-85
E-mail: dls, kyxv@dls gov ua, Kog €APTIOV 37079055

QHCHOBOK
PO AKICTHL BBE3EHOr0 B YKpaiHy JikapcbKoro 3acoby
15.12.2023 \ Ne 64833/23/2611
®AHITAH

(wabimenypanis 1iKapChkoro 3aC06Y IFAHO 3 PECCTPALIHIM HOCHILCHHRM)
TabJeTH; N0 10 rabaerox y 6inc'repx, no 10 6aicrepis y KaPTOHHI ynaxnnm ‘

(shopma BRIYCKY, A0IYBAHKA, BUA NAKYBARHS TXAPCHKOID 32C00Y)

Howmep peecrpauiiinore nocsizuenus UA/7260/01/01 crpok aif peecrpauiiinoro nocaimuenns HeoGMeKeHni

Cepis nixapebroro aacoby Ne 1002296 Kinskicts BBesenoro nikapeskoro sacody 8777
Bupobaux KYCYM XEJITXKEP IBT JIT]I, Tupais
(unfivenyBanHa BUpOGHIKA MiKAPCHKOre 3aco0y, KpaTHa TOXOIKCHNA)
Bseseno 8 Ykpainy Tosapuerso 3 o6mexenow sianosinanbuierio "Inendapm JTA",
inen, xom: 20075891

(saliMenyBanns Ta ¥on 3a CAPTIOY jopunusnol ocotu 460 npisaunte, iM's, no Garkkosi Pisnsnol
0¢o6u « pignpucmus, 1 Micue npoxypania Ta peccrpattitiund pomep obnikoRol KapTXy NIATHHKS
noAaTkis abo cepin Ta HOMEp nacnopIa)

Hporokon sisyansuoro xonrpomo sin 15.12.2023 M 3986/3.

38  PE3YNBTATAMH  JEPKABHOIO KOHTPOMO BCTAHOBAGHO, 10 Jjikapohkuit  3acii ssezedo B Vipaiwy 3
AOTPHMAHHAN KOHONABCTBRA WoA0 3abe3neuenns axolpl nikapebkux sacobis.

Mﬁxona XOJ‘IOJIEHKO

(initiany Ta npispniue)
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calthcare Prt. ltd.

Plot No. M-3, Indare 5 >pecial Heonomic zitme thé»ﬂ Pﬂi mﬂpm Distt. Dhar, f\iadh} a Pradesh-454774 (Endm}
Pha 07292-258300, BEmail: into@Kusum.com, Website: www. kusumhealthcaro.com

Jigaprsrull s DAMITAH
Medical product; FANIGANF
Jioul pegonig

Active ingredients:

Peeorpaniime nocshraeism
Reglstration Certificate:
JHuepats pa supotnuirrso K
Coprudsinar GV R
Bupodnug

Aapten pupebnunn

Muanulsctured by:
Addregs of manufaciurer:

CIN Moo Us5929D1.1997 PTCO85780

CEPTUHDIKAT AROCTI
CERTIFICATE OF QUALITY

AR Koz IZIOFPZ30007T04

Ao Dater T810,2023
Tafineriin, v W rabaeror y Galeveph; np 10 uderepis y kaprowuil yraronud
tablets, 16 tablets in 2 bleter; 14 blisters in 3 carton package

napHneTAMo Ty £00 mr,
pikhofenary Hatphio e
Paracetamed 500 me,
Biclelenas Sodhum 20 my

Fe UAMTLGROINE, sin 12,0417 vepmin 1l pecoypinifivore nocsiavents weobwaikenii
Me UALTZE0AL00, from 12.04.77; Registration Cortifivate yalidity is unlimited
DEETIGEE

B0 0EG NP

Byeyn Kegrrwep Ty S Tuald

Daoe X M-, Fapep Crenen Deononis Joye, @eiis-11, Hivannyp, Tier Jxap, Magxss
Pipagem, T 454774, Dy

Husuem Healtheare PoiLad

Plot Moo M3, Tndere Speciad Beonamic Zone, Phase-t], PHbampur, Dt Bhar, Maihya
Pradesh, Pin 484774, Ladia

Coptin Ny 1002296 Porsip cepti: 9000 yu. Havra gery 0912025 Jitenadt po: 0872026
Bateh: Mo, Batch Size: BN BEs
T T Hlasna vowasiien Biwrory Peaystati annabin

HName Index

Hequiremonts Fesult of analyses

1 Orine

- Desediption

HAETIN KaniCy aonoaibnol Gopid, Dpamremirg Konsopy s Sl | Biaso
oA,

Grrange polovred cipsule shaped wblet with white iropregnatiog. Cuoraplics

2 Fpewriginanin
Tlapayemanran

Auraadhear g

Aosi wavio

i Fdentification
Paracctaot

Plctyfonee soiliam

ygHhuw

Hae  ytpusyBamns  Rike  Haphuerasody  ha  xXpoMarerpasax | Bijosidar
QURPOBYRANOTO T SREHOEpIIcRe posemie, DTRUMANNK B yMORBIR
REILKICHOrO BISHAMCRIS, MAE CRIBUAIITN.

Hae yrpwsypmstn fixe apraedelany HaTPpho #a Xposarorpasvas | Bisnosigac
FUIPGGYSAROZO KB COICOIGRENIOZG pOSHIg, OTPIMARNYN 8 YMOBAY
FIHERICHETS BHTRANCHASL, MAS CIUBTALTTE.

VD-enertp awmpodveanoss posunry TORIBCH MATH MBKCHMYM upR . .
=% g ’ Bianoniza

In the ¢hromarogram obiahted it o (st t}“an retention time of
prineipal Lo the test salution < onds o that of the weation
tiine of principal peak obtained with Srandard salation,

Connplies

m e elwom «mwmm obtained i s
pring p al poak in the st salution comes
time of prinsipal ;ycdk

v odest, the refenton dime of | "
sponds to that of the retention | Comphes
trined with Staidard solution,

solution should exhibii maxima al 48223 nm, U‘“‘W””"’ B,

3 Ceprnis sen
Average mass

Bpechum t»i i
TOU 341 30 -
TO0m

:‘ 3 I ,‘
§K MEHTIB X

by
i

it
Battivi
Page Lofd »

i
/n 1AAY
g !




ltheare

it L.

P}c}i Neo. :E%/im’; Imicsz 68 ‘

pact

Ph. 0729

CIN No.: UsB929DL19971 TCO85780

leummmc Zome, Phase-11, Pzthcimpm, Distt, Dhar, Madhya Pmdosiwé*\é 74 (Inclia),
2-268300, Email: info@Kusum.com, Website: www kuswmhealthcare.com

AR M 1210 EP23060704

Related substances

fpod
HOpateTaL

— e Bidpine 0.1 %
- e Glabne 0,005 %
s A pneodenary - e Bigpue 0.2 %
YA B SR J Tihireuans @ - e Giasgie .1
- Cymia aesaimos ~ ue Ganne 0,5 %

£

- NMT 8.1 %

Jeamino phen

£
b

4 1 'n»igjanis"x"s He Slorme 1 % {.5%
Friability ; Nt mtore than 1% 0.5%

& | Onpwopianiers Ao OB
BHEHBI
Tapayemascos Biguopizae suMoran Biagosisas
Jhmavdienar mmpin Bianoniiae sumoren Bianosizae
U;ufm mity of Dosage unity

etmol Compiles o reguirements Complics

Diclofenar sodivn Compilesto chui;’m‘am,ﬁs Complics

6 Poznagauim He digrane 15 N {3 X8 26 ven

03 min, 20 sec

Dsintegration Nat o than 13 niin

7 PoypHenns i )
Hopoyemenos - e sresne 75%00) wia saapnenol ’ignroer] sadS us GG% - 99%
,?'Z:‘zx;z./;(,bg{f;zcz;c nempl Te weymie 78% (07 sin saspzenol wimovri z143 xp DA% - ‘)%
PHssolution

1 Paravetamet \ml 1 sm 73 %% (0] bl clatm for 45 min GOV 99%

Dielofende sodiam label elaim for 45 min 99% - 09%

8 Cynponiani goulmgs é‘s«:m.,yiz‘nixc}}x;xms; ~ e Blasmed 1%

He migpasino
He sisisieio
e puspiens
He widingeno
.03 %
0.1%

Not Detected

| Dielojenac \mi:mu

1 Q0%

A% 8l H3UuaBs 155E1411 }x!'Iizl\()Cﬂ

Ha repuin npua
GO%e - 1 1(3 )/ﬁ B 3
<10

SSLE30EIN

#OT Kibkoen
dHBROCT

Al releasge:
5% to HUS% of label claim
5% to {05%of label claim

AL she I" ik
5{3%4 HO% of fabel olaim
‘){“"l o 11H% of Talied claim

F-nitro phenel ~ NMT 0.1 % Net Detecied
J-chlovoacetonilide — NMT 0.005 % Mot Dewoted
Dielofoae Impurity A~ NMT 0.2 % - Not Detgeted
Anyuknowimpuriy ~ NMT 0.1 % .03 %
Total Tnpuaritics - WMT 0.5 % 0.1%

19 | Kianricwe sussanenas -

' - Hapagemauos Hpu mm)"' e

- hcaodhenar /mn;}zno asagnenod ximaroert 98 7%

50.3%

9R.7%
YEIV%

Regd, Off; D-158

Ph. +91-11-4

311“1{%1 Axea, Phase-[, N
FI00R147, 40514919, 41010571, 4052757
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lthecare Pet ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-11, i‘*‘:iﬂ'xasmpu;f Distt. Dhar, \'Tézdhya Pradesh-454774 {}n{iii‘a),

Ph.: 07292-258300, Email: nfo@Kusum.com, Website: www kusumbealthcare.com
CIN Mo, Uab929DL1897 P TC085780

) _ AR N T2LBFPLIG00T04
s mitpoopraiasin (TAMCOY: se-Glanme '

dere ag

1% | Mixpobioaoriung unorera® B mm Kia
] 1O WY O

He sriednyorses

Microbiclogic purity®

Mat Applicabile

Eseherichio vofi shonld be absent per 1 g,

xounol 10-7 eepty, 8

T pas Hapik.

BUCHOBOK:  Cepin M 1002296 sianoniiae simoran WHCH PIT Ne UAST260/01 /01 ,
CONCLUSION: Batch Mo 1002296 conplies with the requirements of MQUC RO N UA/TZ60/010]

AHAJIS BUKOHATFDY
(ANALYSED BY) { AH

[

& zﬂ;m»’* 3 SN

Kostedrapl: feiug
Commients: po

Zassn wpo copradicanin: «fessy u dacsiaayio, we wancredn pruie fudopmaiin € aocrosipaoo § vouneso. s cepin
ipopyruil yne BRTCTORIEHT (RIUDDRNGUR YRAK0ERY / maprysanwus) L aposenens RouTpoas W urovri Hd BRmeIransnony
gigupaercrsi 3 nosubit sigmosiuroorl 3 BEMOTRMED, JR3RGYLIHMT B Ml uacTanosi GMP, sarpepmxenil Minitrepernoy
OXOPONN 3Hopos's YRpatus, 1 3 BunMoraMu peoctpatifinore pocee wpatuy apsssawenus. Tiporvokoesn msupobunirsa,
VIARORKY Ta anaaizis Gy peperagnyrl | peranosaeun i siimosisuiers prworam GMP».

Certifieation statemeant: «On this Leertily, that the above mentioned information is true and accurate. This preduet hateh was
produced (including packaging ¢ labeling) and conducted for its quality control at the above mentioned manufacturer
according to specified b the curvent GMP puldelings, approved by the Mibistey of Health of Ukraine, and with the
requivements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis were
reviewed and determined for their complinnce with the GMP reguirenmentsy,

Kepinupg FpymT KOHIPOHID srocT Yonosnosaoxens  oceba, Mo auifcwee
Quality control group manager ceprifixatig cepil

Qualified Person certifying the batch

In's 14 nipleakme
{Mame)
I i "m He

/Ijz ¥ T
(Date-of signature}

nad
JOKYME HTIB

egd. OfF.: D-158A, Okhla Indl. Area, Phase-], New Delhi-110020 {Indiz
Ph. 491-11-41005147, 40514919, 41010571, 40527575




JEPKABHA CJIYIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

nipos. Hanil CBiTanm‘, 3, 02099, ren. (044) 295-26-85
E-miail: dls.kyiv@dls.gov.ua, Kox €PTIOY 37079055

BUCHOBOK
PO AKICTH BBE3€HOT0 B YKpaiHy JIIKapchKoro 3acody
08.04.2024 Ne 18444/24/26X1
DGAHIT'AH

(naiiMery Bt NIKAPCLKOTO 3800y JFIAHO 3 PeCCTpPaiifHam NOCICHIIM)
rabaern, no 10 rabnerox y 6aicrepi, no 10 daicrepis y kapronniii ynaxkopui

{bopyva BRNYCKY, HOIYBANNS, BHIL ITAKY BaRHA JiKapesKoro 3aco0y)

Homep peectpautiitiore nocsizuenns UA/7260/01/01 crpox aif peecipanifinoro noceinuenns HeoOMexeHuH

Cepia nixapcbkoro sacoby Ne 1002777 KinsKicTs BBEseHOTo Nixapcbkoro sacoby 8712
BupoGHuk KYCYM XENTXKEP BT JITH, Innis
(nadivenypaig BUpoSHHKA MxapehKOro 3acoly, kpaina MOXOAKEHIN).
Baeseno B Vkpainy TosapucTso 3 obmexenoro Binnosizansuicrio "Tieadapm JITI,
inenr. won: 20075891

(ualimenysanns Ta kot 33 €JIPTIOY 1opuuinot ocobn 260 npisunie, iM's, no Garsxont diznuuol
ocoby - nianpuesas, 1 Micus npoxasanis Ta peectpaniiuuil nomep obnixosoT kapTKH, NAATHEKD
noaTxis 260 cepin Ta HoMeEp NACHOpTA)

IpoToxon pisyansnoro Koutpomo six 08.04.2024 Ne 1210/1.

3a  pesynbrATAMU  JEPHEBHOINO  KOHYPORIO BCTAHOBACHO, 1O nikapeskuit  3aci6  mseseno v Ykpainy 3

JOTpHMAHH MO 3AKOHOARBCTEE BI040 3a063NeueRHA RKOCT] JIKAPCHKHX 3acobiB,
ABRGURIG Fs

ok 3R 4 -
wiBie :?"3‘/} /

Murona XOJIOJAEHKO

(inindany Ta npisprue)

)q.'\/(‘ HO IO B,
o I,
~

nad 9N\

v

. Y
TOKYMEHTIB ‘1‘\

°

Hav

i
—

R (l[l‘)



Kusum

[theare Pt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt, Dhar, Madhya Pradesh-454774 (Tndia),
Ph.: 07292-258300, Ymail: info@Kusum.com, Website: www kusumhealthcare.com

Jiwapeerai savis: PAHITAH
Medichwal product FANIGARN®
Hhoni peaosuny

Active ingredients:

Pecerpanifine nocsinvenns:
Registration Certifivates
Hinenzin ua pupotmumysg No:
Ceprudrirar GMP No:
Bipofnuw:

Anmpeen aupelunka:

Manufactured by:
Address of mamifacturer

Ceplse: My 1002777

Posmip eepii: 2000 yn,

CIN No.: U65929DL1997PTC085780

CEPTUGIKAT AKOCTI
CERTIFICATE OFOUALITY

A8 Ne 1 1210PP23069527
Jora Dater 29.12.2023
Tabaeren, so 10 tadineron v Guiereply no 10 Saderepin v wapronaid ynagontd

tabiets, 10 {ablets in 4 blister; 10 blisters in a warton package

AAPAHLTAMOHY 400 wr,
munopenaky patpito. 50 mr
Paracetamol 500 my,
Diclofenac Sodium S0 myg

W UAIT260/01/08, pin 12.04.17, vepuin ail pecorpaniiisnore socsindens neofiMenonui
RNe UAM260/0100%, from 12,04,17; Reglstration Cerdificnte validity 18 unlimited

/612048
440/2019/GMP
Kyeym Xearrtwep Tt Jn, Tagia

Haor Mo M-3, Tunop Creren Towonmie Joyir, Weita-T1, Wivamnivp, Jier, Jxap, Manzus

Hpaaew, i 454774, Tagin
Kusum Healtheave Pt Lid

Plot Mo. M3, Indere Special Economic Zone, Phase-1L, Pithampwr, Distt, Dhar, Madbya

Pradesh, Pin 454774, India

Hara purd 1172023

Aiftenuft go: 10/2026

Bateh:No. Batch Size: DM D
e Ha3pg nekasnurn Bamorn * PexysmnTaTh auaaizin
NameIndex Requirements Result of annlyyes
1 nue Tabierion kancyaonoaitHol HopMu, OPAEREBOTD KEILOPY 3 Slamau | Bianosiase
BEPATICHIMIE
Deseription Orange coloured capsule shaped Tablet with white impregnation, Complics
2 | lnentndixanis '
Hapoyempaion Hae  yipumybanss ke dapanerssony  #a xposarerpmvax | Binsoninae e
SUAPOAYEOHDZO. TH CHIHIUPIINGZO PUSTIMIG, -DTINANEN B yNOoNax 5 YEPALy 4
KLALRICHOS BHSHENCHNA, Mae CrHRITalaTy,
. . . ) ’ . L THEIDAD)
Harodhenax sampino Hac yrpumysanes ke amxuodeuaxy farpiio wa spomarorpasax | Biuionin ﬂ)'}*ﬂ» "
zézmpoéym’n‘fozo i1 Cm(lf{(}aplm{(}&? p.f),zw‘tmirs;, OIPHMAREN & FMURAY , laerviixati
KinpricHOYD BH3RANEHNS, ¢ cnibradaTh. : koa ;%;589
. i CEPTHAIKATI
Hosmicd saxio VAn-CaeKTp sURpoOYeaHass posiiny TOBIHCH Mol HAREHMYS Tpn — A
48743 11, Bignouigae T
AR243 M .[[.)718 pevety
ifolf‘fﬁ““Y“;“ In the chromatogram obtained in assay test, the refention time of |
Paracetamo prineipal peak in the test solution corresponds to fhatof the retention. Complies
1 time of principal peak obtained with Standard solution
Dot , In the chromatogram obtained in assay test, the retéution thne of e
Diclofenas sodium principal peak in the test solution corresponds to that of the retention | COMPHES__— =
tinie of principal peak obtained with $tundard solution. ozl
i : Ao n.ad 0”0
Sunset yetlow ' Speetrum of test solution should exhibit maxima at4825% nm, s e HTIR NP
3 | Cépessy raca 700 M %2 Y #Zrz; ape " \"’?
- 100 wio 3 (}/ S g T
Average mass 700 mig 2 % ;§ MM A rt M =]
1 - CAPy i,
) 5 OB/
Q ay i
i " N » V‘ . . Y * //
) X - 3 A ) cr By EY (PP
Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (Indi ‘\\'.‘\\,\//
KHPIOAO0048/A00001 1-000 Ph. #91-11-41005147, 40514919, 41010571, 40527575 géﬁ of 3




althcare Prt [

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pr&c‘i@sh%é%??é {India},
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealtheare.com

CIN No.: UbB9291DL.1997PTCO85780

AR Mo 1210FP23000027

4 | Crapadicves He Gine 1 % 0.4%
Frighility Not more than 1 % 4%

£ | Dapopinicrs Kososanuy
oRURIT
Hapayepasioy ‘Bianosinac susoran Binnonijac
Jlncahenar wampus Bingosiae syivora Bidnosinag
Uniformity of Dosage unity )
Paraeetamol Clompiles to requirements | Complies
Diclofonae sodium Compiles to requirenients Complies

& Posnpaaiin - He Biamie 15 x8 09X 47 cex

09 min. 47 see

Disintegration Motmore than 15 min

7 Poaunserns
Hapayenievon He sewmie 75% (Q) sl aasmenot kimsioer 36.45 xp 97% - 98%
Huraodendas nampiio He somine 75% (QF vl sasnnenol xiapsoer 38 45 xp Q8% - 98%
Dissetution
Paracetumol ot Tess then 75 % (Q} of label claim for 43 min 57%~ 98%
Biclofenac soclium Not less than 75 % {00 of label elainy for 43 min.- 989% - U8%

8 Cynpmsi;miamﬁmmf 4eavnodenos - ue flanme 6,1 % o puspiend
$-pirpodenon — ne Gigrue 5,1 % He paspaeng
d-sropaneraniaig —ne Siasie 0,005 % 1 He muanneno
Hombwxa A nucndenary —ue Glasine 0,2 % He suspieno
Bynp-axa yoipeinndirosana gowimxa - ne Glamage 0,1 % 0.02 %
Cysa sossdor - WeBiasue 0.5 % 0.03%

Related substances 4-nming phenol~NMT 0.1 % Not Detected
4-nitio phenst.- NMT 0.1 % Not Datected
d-chloroneetonilide— MM 0.003 % Nat Detected
Diclofenac Impurity A = NMT 0.2 % Not Detected
Any unknowndmpurity = NMT 0.1 % 0,00%

Total Impurities « NMT 0.3 % 0.03%
g Kinhkiens swmauenis - ‘ '
Hapayemasos Tipw sunyeky:
Hrnathenan pomiphio | 93% -~ 105% nin swsisaenod glskocs 97.0%
95% - 5% Rin sasnaenoy ’ibroen 98.7%
s T
Ha rephin ppriiatnoct: PAL
90% - 110% sl saapaenol ciaskoerl :
OB B4 veh apeat et anenns . f Y ,
| 0% - 110% wnin sagpacuol Rigsxoord 7S/ anenomws
Assay At release: |,u,eHni§b]iieI:ﬂﬁwﬁ
| Paracetame! 93% {0 105% of lubel claim xop 20075891 97.0%
Diclofenac sodivm 95% to 105%0f label claim - | 987%
At shelf Tife: ‘s
0% to 1 10% of label claim g o
L 90% to 110% of label claimn R
O Q
/ it .

/‘\

o7 VTR T TIB
TOKY MEFTTT

8/ \2
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Regd. Off.: D-158A, Okhla Indl. Area, Phase-l, New Delhi-110020 (I
Ph. +91-11-41005147, 40514919, 41910571, 40527575




usum flealthcare Prt (.

Plot No. M-3; Indore Special Ecoremic Zone, Phase-11, Pithampur, Distt. Dhar, Madhva 131*‘1&&3}1«454774 (India),
Ph.: 07292258300, Email: info@Kusum.com, Website: www kusumhealthcare, com

CIN No.: U65929D1.1997PTC085780

AR, R 1210FPI3008927

Microbislogic purity*

W | MirpoGionoriug unctota®

Baraseua Kimskicrs acpoGums Mixpoopranismis (TAMC): e Giabme
107 KY O

anbEa KimmRicrs :gpi;zr,ammmx vapaicogens rpafin (TYMO) ue
Shsuie 107 KYOir;
Bigeyruicrs Eschedielie ¢oli v L1 vipewapary,

Total herobic microorganisms (FAMC) ~ NMT 1P CFU/g.
Total Yeast & Mould Count (TYMC) = NMT 102 QF UL,
FEscherichiocoli-should be absentper 1 g

. He surxonyerscs

Not Applicable

% Korposts surxpoGioanorimol YHeToTH BPOBOARTECK i nepiunx 3 cepiit, notis aag komnot 10-¥ cepil, afo oaun pus napix.

* Microbial purity will be perforined on first 3 chmmereial batehesthereafteratdvery 10® bideh or once fn & yeur,

BUCHOBOK:  Cepin Ne 1002777 sinnosizac suvoram MK PIT Ne UAZ7260/01/01
CONCLUSION: Batch Ne 1002777 complies with the requirements of MQC RC.Ne UA/7260/01701

o

i D
AHAJI3 m&mm;&%’fﬁ\w&
(ANALYSED BY)

Komenrapl némae
Comments: no

(DATE)

3ageanpo ceprudiraniot «Aiennw w 3acsiiuylo, wo maseliiens prme ndopManin € KoCTOBIpHOW i rounow. Ma cepig
fpopy wiif fyaa BHVOTOBEHA (BRMOYAIONH YHAKOBKY [ MADKYESHNS) | HPOBLALHS ROUT PO, I wxoeri Ha BHDICITAHAHOMY
gipnpuemersi ¥ nosuiil signopiapoeri s puMoramu, JasuaceimMy B uanuil nacranon GVIP, sarpepiereniit Mindovepcrsom
axeponn 31epor'd ”S’Kpamw, i3 pumoramp -peccrpaiiiiners focse wpaluy ppusnavcuus. [poTtoxoan pupodmiursa,
yARoBKH TA-Auaxizis Syau meperannyriiseranosieno iv sinnosiyuicrs suvoram GMPy,

Certification statement: «On this I certily, fhat theabove mentioned information is true and aconrate. This product bateh was
produced (inctuding packaging / labeling) and conducted for its guality cantrol at the above mentioned manufacturer
according fo specified in the current GMY guidelines, approved by the Ministry of Health of Ukraine, and with the
requivements of the registration dossier of the destination couniry, Records ol manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy.

Kepigaux rpyru KORTPOMO HX0CTH
Quality control groupmanager

‘g ta mplimmne T 0> Ly

(Name) h W*‘“V‘ZQ N Ehsee Ty
Himmie ;\ o

(Signature) S

HaTa nignucansg
{Date of signature)

"f}x’\\\ 9. \2 G237y

Ynosnonaxena  ocoba, o saificHioe
cepridixaiio copil
Qualified Person certifying the baich

' T4 npissine

{(Name) 9
[izmic VQQ‘f Wgc’,?‘s’“ %{g

«TJIF}I@APM

e

e’””‘h"@ulmm,,,
(Signature) 1 }/ o K94 20075891
Hara nipnmcasng - G ol 2 YN CEquy;KAT,B
{Date of signature) - FC

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

KEP/QAQBN0487A00001 1-000




JNEPKABHA CJOYXKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haxii Ceitmaunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €[(PTIOY 37079055

BHUCHOBOK
Npo AKICTH BBE3EHOro B YKpaiuy JiKapchKoro 3aco0y
22.05.2024 Ne 26628/24/2611
OAHITAH

(walimenypanns NikapesKoro 3acoGy 3riaxo 3 peceTpalifHUM [OCRINMEHHAM)
rabaeriu; mo 10 TaGaerok y 6aicrepi; o 10 GiicTepis y KapTonHiil yIaKoBIi

(hopma BUITyCKY, JO3YBaHHA, BUI NaKYBAHHS HiKAPCHKOTo 3a¢00y)
Homep peecrpaniitoro mocsingenns UA/7260/01/01 crpox aii peectpani#inoro mocsixsenns HeoOMeXeHn i
Cepis nikapcsroro 3acofy Ne 1003345 KinskicTs BBE3EHOrO JIikapehKoro 3acoby 8732

BupoOHuk KYCYM XEJTXKEP BT JIT]L, Iunis

(naiiMeryBatis BUpOGHUKA MIKAPCEKOTO 3ac00y, KpalHa TIOXOIUKEHHS)

Baeszeno B Ypainy TopapucTBo 3 06MesKeH0I0 BiNOBiAAIBHICTIO "Taenpapm JITH",
inenT. kox: 20075891

(uaiiMenypanns Ta koi sa EPIIOY opuaryHoT ocofu abo npieuLle, im's, 110 GaTskoBl (iznyHol
0C06H - HiAMPHEMIS, Tl Micle NPOKMBAHAS Ta peectpauiiinui Homep 001iKoBOT KAPTKU MIATHUIK
nonatkis 460 cepis Ta HOMED TIACTIOPTA)

TIpoTokos Bisyansnoro koutposmo sin 22.05.2024 Ne 1812/2.

3a  pesysibTaTAMH JEPXKABHOIO KOHTPONIO BCTAHOBAEHO, WO  JiKAPCHKHUIi saciG BBeseHo B Ykpainy 3

g

AOTPHMAHHIM BAMOr 3aKOHOJABCTBA MO0 3a0e3reueHHs aKOCTpCme 3acobis.
%j Mimkona XOJIOJ[EHKO

HTPORIO) (niznuc) {(iniuianu Ta npisBHINE)
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T T 7y
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tnerradicandimi
oy 20075891
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o
CEPTUDIKATIE

Plot No. M-3, Indore Special Eeonomic Zone, Phase-1l, Pithampur, Distt. Dhar, Macﬁihﬁ Pi”éd@f;h«@@?% {"hfu;‘iiéf};
Ph.: 07292-258300, Email: info@K usum com, Website: www, kusmmhe"i hcare.com
CIM N LI65929D L1997 P TCO85780

CEPTHOIKAT SKOCT]
CERTIFICATE OF QUALITY

AL Ne s 1280FP24000208
Hara Mate: $1.03.2024

Hiapessonit 3acif PAMITAN Tabaerrn, w0 314 rabuerory Gaicropl; oo 10 Saicrepin ¥ gapronsil yusxonw
Wedicingl produet: FANIGAR® tahlets, 40 tablels in 2 blistery L0 blisters in g carton package
Jhondd pesownn: mapgneTavony 500 mr, '
: mucaopenary patphe Smr
Active ingredientst Parzestamol 508 mg,
Diclofensic Sodium 50-mg
Pecerpaniiise noesisenng: Ne UAIT266/01/01, sia 128417, depmin sif pecevpantitiore docsinyesan seobseneinit
Hegistration Certificate: Mo UAST260/0001, from 12.04.17; Registration Certilicate validity is dolimited
Hinesin a pupobunnrso Na 28012018
Ceprudrirar GMP N FO22019/GME
Bupofum Kyeym Kenvxwep Tior Jva, haada
Anpees sapobumen: Yraor Ko M3, Inpop Cnewren Troussin Joye, $ettzd] Wivasnyp, Jier. Jxap, Magos
{ipaneu, Ve 454774, Toin
Hlanufactured by ) Kusum Healtheare Pt Lid
Address of manufacturery Plot No. M3, Indore Special Economde Zone, Phase ], Pithampur, Distt. Dhar, Madhys

Pradesh, Pin 454774, Tadia

Ceplay Mo 1003343 Poysip cepii 9000 v Jura surs 0272024 JhHonuit por 8172027
Bateh:Mo, Bateh Size: Biv D/E:
htd Hasha worasnu k - Bumery ) Pesyseear auanizis
Mame dndex Reguivements Result of analyses

i Ohitnie k Tafimerion I«a;Lc;y;fumcv,aiﬁﬂmfk})csp?xm, cs)ae‘fu;a:éﬁé;;\} ronpapy 3 Stwvn | Binposinee
BEPBILHCTHIIMIY,
Dreseription Orange coloured capsule shaped-tabler with white lmpregnation, Camplics

bt b

Tnewradinanis

Hapayemaaton Yae  wrpuvyranid  alks  papaliotadbdy  BR xpoMarorpasdy | Biuiposime
ERpOSYeIoRe T Clmnndapmmu Posvaiis, GTPEMABUE B yMORaX

KIBBRICHOTO BU3RAMENAY, MAE oridnhiaaaii i

b thusaodbpaas wampiie Hae vIpHMYBAHHS gike phctofenary marpiny a xpodarorpavay | Bianoriiac

/ B B « i
HAPREVEAROZG TR RGNSy posnuile, OTPHMANER B YMOBEY
KABKICHOTO BURHANERINT, Mag ciRnaAaT,

AKessminit 20500 vl

SCRERTD-8UnpoGyeansy positny NOBRICH MOTH MAKCHMYS upy |
48243 1y Hlanoninae

identification In the chronmtogram obtiiged in

: test, the retention e of

3, 2 3] . . " P § iy Yo

Paraceiainol principal peak in the test solution cortesponds 1o that of the retention | Complies
tine of principal peak oblatned with Standued solution.

o B Iy the ehraomatagram obitaingd 4y assay s .

Dictoterae sodinm }“‘HUW peal in the e Ution cot fComplics
tine o pringipal peak oluaingd with Sta

% ¥ ')3' vH o gk i

Susel yelfow Spectrum of st soluton shonld exhibic makima s 482 o, Complie

3 | Cepeans wacn V 100 wr =2 % T 0,;@
Average mass LRI "“ s 70“1\;110

/:o lﬂh‘ m mnf.\\ \
it el

Regd, Off.: ‘i"}~158ﬁx Qkhla Indl A

5
(‘ll) ue
JrHgL

res, Phase-], New Dell
Q771 S147 40514919 41010571, 4057, /
KHPOANOINASA0000 11001 Ph. +91-11-41005147, 40514919, 41010571, 4052 @ Page 1 of 3
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HIEOAPM
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Igerrudianitinig

Kom 200;1“5891
CEPTUGIKATIE

Plot No. M-3, Indore Special Beonomic Zone, Phase-1, Piﬁmmpu r, Distt. Dhar, Madhya Pradesh-454774 {India),
Ph.: 07292-258300, Bmailr info@Kusumcom, Website: www kusumhealthcare.com
CIN No. Usb920DL1997PTCO85780
AR N 1210FP24080208
4 | Crepauicrs 1% | 64%
Friability : ?«fm mare than 1% 1 0.4%
5 OuopinuicTh F00RANEE
O EHLE
Hipayemaston Bizmopluie susorsy Biuosizag
Hursogrenar wenpus Bignosinas BisMoram Biunosi
Uniformity of Dosage units
Poyacetamol Compiles o reqiiterents Complies
Divlofenae mc:rmn Campiies to requirenioms Complies
5 Possanmpn He Sinpe- 15 xp 06 x8 36 cox
, 06 min36 see.
i Bishirtegration Mot more than 15 3min
7| Posduueniis
Hapayemansa He stesnme 73% (O sl saanienet xig 100% - 100%
Hinctodhdrne Hompin, He wiemne 73% (Q) six sasnuenol ks 99% « HHIY%
Disgolution
Paracetamod Not legs Hian 75 %40y of label clalm mr 45 115t 100% - 100%
Brivtofenae sedim Not fess than 73 % Q) of labelclaim Tor 43 min, 89% - 100%
5 Cyvpporiant goninike 4-¢ xmw@mm g - ne Blasme 0.1 % He sismieno
Aoyl pm{mm zmuw A } Ve He suspague
He suspneno
He suapneno
0,005 %
3 }\m BOMBLIOR - e Ghnnme 0,3 0.01%
Related substanecy danring ﬁﬁﬁmiﬂwﬁz\f,ﬂ; 0.1 % Net Detecied
dgiteo phenol-NMT 0.1 % Not Detevted
ssehloroncetontiide - NNIT 0,605 % Wt Betested
enac Dmprity A MT 0.2 % Nt Detected
Ay urknown ingpirily -2 31 % 0.005 %
Fotal Tmpurites = NMT0:3 % - 0.01%
9 Kinssiowe sulitgaeniin - o '
RIS Thpor singiye
cpencu sanpii - 93% - 105% sprenol Kbmhkoort 01.3%
95% — 103% %&;, sasmnennt Kiskocoti 06.2%
Ha repasin spuaasuocn:
90% -~ 110% sig sasnuened RiEROCH
GO% - 119% pigaasemenod sinnrocst,
Abrelgase:
A% e 105%of tabel claim 101.3%
95% 10 105% of fabel claim 100.2%
At shelf Jife: ZRCHOM |
0% to 110% of Tabel clgim oY 3
0% ta T1O% of Tabet claim s
JLOKY METET
" E af.l

J» 318 \/\/

KHPAOARQ00048PA 00001 1001
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Plot No. Mmk,, Imluw %}:@( mi Eeonomic Zone, Phase- i, Pz‘mampur Distt. | 1&1, Madhm Pradesh-454774 {Indlia),

Ph. 07292-258300, Bmail: info@Kusum.com, Website: www .kummmgaiti‘zmzc.,g,mn
CIN No: Uss920D1L1907PTCO85780

AR, N 1210FP24000208
U KIALKIET fepaoHi Mikpoopraniagis ( TAMCL ue Sissme | He BHKOHYETHCH

16 | Migpotienvrisua wierars®

sl Apliawenm T aicentrax rondin (TYMO) ne
e 107 KY O

Bigoyraleth Bscherichin coli % 1y npendpary.

Micrablologic pusity® Tolal acrobic mistoorganisms (FAMC) - NMT 16°
Total ¥east & Mould Count{TYMC) - NMT 167 £F
Eschericlia coli should beabsent per 1 g

Not Applicable

* Konmpons wnqmmom;rmzm; HHCTOTH TROBOAN Thed 1 m*pmm 3¢ Lomoris s gompol T0-Tcepil, oo omom pag 1a pik
= Microbial purity will bé perfarmed oo first 3 commercinl batchios thereaflor af every 1M satch or opce in a yoar,

BUCHOBOK:  Cepin M 1003345 plavonizae minvoras M PIT Ne UA/T260/01001
CONCLUSION: Bateh N 1005345 complies with the requirements of MQU RC }e UA/7260/01/01

Ll
AHAIN3 BHKOHAD
(ANALYSED BY)

Koseurspl: Hexmae

Comments) no

Zagna upo cepripiraubor «Mfcuwy v saesinwyo, wio nasegena suine Indwpyanis ¢ aoevenipaon 1 roupow. Us cepin
swponyilt Byan sarovopapnn (BRANMBIOYH YUAROBRY [ Maprynaung) } UPOBLLHE KOUTPOAE W osoori Ha Bumesraia oMy
mignpaeviersl B nosnii sigmoninuos] 3 BUMOTAMA, ISTAMEREME B unikil sacTawen] GMP, sareepmrenill Minicrepersom
gxopann spopos’s YVwpainw, |3 sunvorams peeerpaniiinore nocet mpafun ppussasenns. Hporoxoan supobannrsd,
YRAKOBEN Ta ananizie Syam neperaany | seranosaene iy shunosianicrs susioras GMPs,

Certification statement; «On this I eertify, that the above mentioned information Is frue 4nd acurate, This produet bateh was
produced {(including packaging / labeling) and vondueted for its quality contvel at the sbove mentioned mannfheturer
according to speeified i the current GMP guidelines, approved by the Ministry of Health of Ukraiue, and with the
requirements of the registration dossier of the destination counfry. Records of manufacturing, packaging aud anslysis were
reviewed and detevmined for thely complisne with the GMP requirementss,

Kepisirg rpyim soiuipimo sxoot Yuousonwkenn  ocofa,  wp apdflcoe
Quality contrel group managey ceprudikanio copil
Y Qualified Person rertifying the batch

{(Name} R ‘”’ In's ra s ’szmmma
Tiamme U™y 7™ {Name) \? ;'l
{Signatore) : ’%‘ S Thiannce < 4
Hata minnseanys ¢
{Date of sign

Hara vinpucanms
{Date of slgnatire)

p:

Regd. Off: D-158A, Okhla Indl, Area, Phase ], |
PIOAQGIOIRAARO00T 1-00] Ph. +91-11-41005147, 40514919, 4101

lew Delhi-11 10020 {India)

L0571, 40527575
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HEPYKABHA CIYXKBA 3 JUKAPCLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m, KNEBI

npow. Hait Cairnmanol, 3.02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APIIOY 37079055

BHMCHOBOK
Npo AKICTL BBEICHOro B YKpainy dikapeokoro sacody

17.05.2024 Ne'25837/24/26

DAHITAH
(Hadisienynaning Aikapenkore sucofy 3riann 3 peceTpanifiiis nochizeIns)
rabaerim, vo 10 rabaeror y Gaicrepi, no 10 Gaicrepin y wapronuiii ynakosui
(l])np.\lil BHINCRY L JHO3N IHIHR, W TTURY Baig ilil(ilpClrl(()l'() '.HlC()G'\')

Hosmep peectpauitinoro nocsianenns UA/7260/01/01 cvpok aif pecerpadifioro nocsiniernins neodNeKkenii
Cepis nikapenkoro sacody Ne 1003294 KinbicTh BBE3CHOTO AIRapCLROro sacaby 6

Brpotinig KYCYN XEJTXKEP BT JITH. Iunis

(adiseny banns sposINIKD ATKAPCHRM®Q SacOBY, KPATHY HONOTRCININ

Bocsero b Yrpatiny Tosupnerso 3 obyenenow sianosiaaasnicrio "Caeadapst JITQ",
inent. woj; 20075891
Quadiseeny a1 koa 3 CLPTIOY opraminol ocodn ado npitiue. iv'e. no Garuroui
hisrualocolin - gizmpuesnm, i1 Micie npoamanIc: Ta peecTpRili i iosep oGaikesuT
KINTRE IAQTHIKE NOAATRID 060 cepis T4 HoNMEp nacnopra)

Nporoion sisyansnoro konrpomo sin 23.04.2024 Ne 1354/2.
Jladoparoprisih amiiz sKOCTI NIRAPCHROIY 1acody TANCHEHTTR!
Binig JUT "Llewrpansiia mafoparopis 3 anaiisy socti AiKapesRaX 3aco0iB | MeiiiioT

npoAay st y sdlesis (selbsis, sya Kyannapkisenka,131)
(HafMeny BN o MicueInaxo e JabopaTopii. uo npases sdoparopingt wiiy sioeri)

Bricronor mono akocti nikapeskoro scody, sunannii saboparopicio sia 15.05.2024 N 97
Pesyapratin 1abopatopiioro ananisy sKkocTi AiKapeukoro 3aco0y 3a NCPEBiPEINMI HOKANHIKIMICBLITO B LTI0 T
BHATOFAM METOAIB KOWTPOMO AROCTI (MHAAITIMNO-NOPMATHINOT A0KYMCHTAUIT).

Jacid  pHeeHo o Vepamy 4

3a PE3YRLTATAMN  ACPKABBOTO  KOBTPOMO  BCTANOBNCHO, 110 Jlil((’![)CbKHr

AOTPUMAHH S Ylbimona)

/4/“‘(\.;3,’&0!5{5; T

a0y
R /—-\\‘.',)

CONOMABCTBI NI0:0 300e3ne ey AROCTI JITK (X 3acobin.

7

For=y \%
Flavani ,ﬁ) g, ” Muxona XOJIOJIEHKO
RUSOUPOO VB RSO0 08 AUDUOOR SR %3 D erer e et e e s
(nnuu.‘ni&@fé( 5a 0 l,,/‘;\'ilkil'(- Pesinig PO (1isune) Chindany cropi avinie)
i oL x /
\ /Z%

O 2

DIEHDAPS R . )
g, Sl e,
e MKy e il C A

Kop 2(107.’.)8:11 |
s

1
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JEPKABHA CJIIYIKBA 3 IKAPCBKHUX 3ACOBIB

TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hagil Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €PTIOY 37079055

BHCHOBOK
npo SIKicTh BBE3EHOro B YKpainy JikapchKoro 3acoby
23.05.2024 Ne 26787/24/2611
(DAHITAH

“(ualiveny sanig HIKAPCLKOro 3coby 3rinio 3 peecTpatiinui mocsintenHaM)
Tabaetky, o 10 Tadneroxk y 6aicrepi, no 10 Gaicrepis y kapTonsiil ynakosui
(thopma BUNYCKy, AO3YBAKHS, B NNKYBRUNS JHKAPCEKOTO 3ac00y)

Howmep peecrpauiinoro nocsiuenns UA/7260/01/01 erpox aii peectpauiiinoro nocsinenns HeoOMexeHu

Cepin nikapeskoro sacoby Ne 1003294 KinbkicTs BRe3eHoro mikapcskoro sacoby 8740

BrpoGuuxk KYCYM XENTXKEP IIBT JITH, Inxis

(nafMeHy BauHA. BHPOOHKKA NiKAPCLKOro 3acaby, KpaiHa OXOmKEHHA)

Bresewo » Ykpaiky Tosapuerso 3 66meskenolo sianosinansnicrio "Tendapm JTA",
T ' inenr, wop: 20075891
(nalnenysaniia Ta'xoa 30 €IPTIOY 1opraniol ocobu abo npi‘anumc,!im'a, no Sarwkont isuuHoT
0¢06y - ninnpacMis, Y1 Micue BPOXUBANHS TR peceTpauiinuii ioMep o6niKoBOT KAPTKU MAATHHKD
noaatkis aGo-cepis Ta HOMEP NacnopTa)

Iporokon sisyansiaro konrposio sin 23.05.2024 M 1824/2.

3a  peaynbraTamMy  LHePXKABHOFO  KOHTPOAO  BCTAHOBJEHO, LU0 sikapcekuii  3aci6  BeseHo B Ykpaidy 3

Mixona XOJIOJERKO

(intuinny Ta npissuue)

P 3
HTPOMO, S =
Tp ) s /\\\\’ -

4‘5/4”5" ¢
3 R eapy N
ik T
: )
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i~
].".
e

Vs apinangichs s
AL
<03 20075807 - .

An

-

Page 1/1




Kusum Healthcare Prt td,

«TNIE[®APM
ATl

lherTudixargiug

xoA 20075891
CEPTUDIKATIB

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumheallhcare.com

Jirapesknii 3acio: GANITAH
Medicinal product: FANJGAN"
Hitoni peuosymu:

Active ingredients:

Pecerpaniiine nocsiguens:
Registration Certificate:
JHuensin ua pupobunnrieo Ne:
Cepridivar GMP Ne:
Bupobunk:

Anpeca supobnuxa:

Manufactured by:
Address of manufacturer:

Clepisre-Ne 1003294

Pounmsip cepiit 9000 yo.

CIN No.: U65929D1.1997PTCO8578()

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

A RN L L210F124000198
Jlava tDate: 27.02.2024
Tabsaericn, uo 10 raacrow y Guicrepi; no 10 Gaicrepin y waproniiii ynaromui

tablets, 10 tablets in a blster; 10 blisters in a carton package

napaueramony 500 rry
auknotheuary uarpiio 50 mr
Paracetamol 500 mg,
Diclofenac Sodium 50 mg

Ne UA/7260/01/01, Bix 12.04.17, vepmin piY pecerpaniiiitoro noesiauenus neobarewenssii
Na UA/7260/01/01, from 12.04.17; Régistration Certificate validity is unlimited

251612018
040/2019/GMP
KCyeym Xeswrxwep Int JIva, Innisn

Flvor Ne M-3, Litop: Crieurest 1roiiopik 3031, eis-4; Lvaainy )y et Jxap, Manxus

Hpanew, Tlin 454774, Inpuin
IKusum Healtheare PviLid

Plot No. M-3, Indore Special Leasomic Zowe, Phase-TT, Pithampur. Disee Dhar, Madhya

Pradesh, Pin 454774, India

Bara sur.: 02/2024

Hitennit qoy 0172027

Hapayenaaiws

Hsiogeticic ampieg

Hac  yIpuMyBannsg  Hika  NAPALCTAMOAY WA NPOMATOFpaNMax
GUAPOBYSaNoE T CMAnGAPMIO20 P3G, OTPAMABN B YMOBAN
KUIBKICHOIO RM3HAMCIIA, MAE CLIBHRNATH.

Yac yrpuMyBanHs nika Uncoherary Batpiio Ha XpoMaTorpasaN

GURPOOVEANGEO T CIQAQPIMIOZ0. POIYUNIG, OTPHMARIX B YMORAN
KUILKICHOTO BH3HAYERANS, MAE CIIBOAKATIL

Y D-CNeRTY sunpndyeaio ) pos i TORHICH MATH MAKCIMYM 1p)
482:4:3 1M,

In the chromatogram obtained in assay test, the refention time of

Batch:No. Batch Size: D/M: DIE:
Ne Ha3na noxasimsia Busoru Pesyasrarn ananizis
Name ludex Requirements Result of analyses
1 Qmie Talaeriar kaneysonoiatHoT Gopss, oparesoro Koibopy 3 Giavu | Bixnonizae
BRPANNEHAMN,
Deseription Orange colowred capsule shaped tablet with white impregreition. Complics
2 IrenTidiranis

Binsionikae

Bigtoni rac

Biamosizae

principal peak in the test soltion corresponds (o that of the retention | COMPplies
time of principal peak obtained with Standard solution.
In the chromatogram obtained in assay test, the relention tinw of | .
principal peak in the test solution corresponds o that of the veicntion Camplies
tirne of principul peak obtained with Standard solution.
I oo Spectron of test solution stiould exhibii maxima a1 48243 i, Complies
3 Cepeng araca 700 M1k 2 % 700 My
Average mass 700 mg k2% 700 mp
Regd, Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
KHPZQALD00A87AB0001 100 Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website; www. kusumhesltheare.com

CIN No.: U65929DL.1997PTC085780

AR Ne

1Z10KP24000198

4 Crupanicrs He Gianume 1 % 0.3%
Friability Not more than | % 0.3%
5 Oanopianicru 1osoBaINx
OaHHKLA
Hapayemaaton Bimnonizac suyoram Binnopijac
Juxaobenax nampus Bianoninae sumoram Biznoninae
Unifarmity of Dosage units
Paracetamol Compiles o requirements Complics
Diclafenac sadium Compiles to requirements Complies ]
6 Posnaanuug He §ixpe 15 xn 10 X8 35 cex
HY min, 55 see.
Disintegration Natmore than 15 min
7 Posuunenns
Hapayemarioa He sene 75% (Q) nia 3aspacnol kinpxocri 3a43 xu 100% - 10:44%%
Huridodicuax nampiio He mentue 75% (Q) nizt susnaenot kinnkocri 3045 xn 98%- 102%
Dissolation
Paracetamol Not Jess than 75 % (Q) of Tabel claitw for 45 min 100% - 104%%
Diclofenac sodivom Natless than 75 % (Q)__of Jabel claim for 45 min. 98% - 102%
8 Cynposiani aenriwru 4-aminoeron — ne Gintwe 0,1 % He russicno
d-gitpodenon — ne Giusie 0,1 % ['le ritsmaeiio
d-xaopaneranisig - ne Gianue 0,005 % He snusgnneno
Hosthuxa A juucodenaxy = ne Giapie 0,2 % He rusiiteno
Byau-sra neinenrdironuia aominka — ye Giisuie 0,1 % 0.01 %
Cyna omiutox - e Giusue 0,5 % 0.01%%
Related substances deamino phenol ~ NMT 0.4 % Not Detedted
4-nitro phenol - NMT 0.1 % Not Detected
4-chloroacetonilide - NMT 0.005 % Not Detected
Diclofenae Impurity A = NMT 0.2 % Not Detected
Any unknown impurity -- NMT 0.1 % 0.01 %
Total Tmpurities -- NMT 0.5 % 0.01%
9 Kiaskicne ghsnarenis
Hapayemaxio: Tpw sinyceky:
Aurnodenae nampieo 95% — 105% 1si 20s81en0T Kinukocr
95% = F05% Bz qusmnenol Kiaskoeri
Ha repsin npruparnoct:
90% -~ 110% nig sassneno) kinukocri
90% - 110% nijansBnedal kidnkocr.
Assay Atrelease:
Paracetaniil 95% to 105% of labet ¢laim
Diclofenac soinm 95% to 105% of Tabel claim
Atshelf life:
0% to Y10% of Label claim
90% to 110% of label claim
3
b

Regd. Off.: D-158A, Okhla Indl. Area

KHP/QANOO0SR/A000011-001

, Phase-I, New Delhi-1
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum fealthcare Prt (id,

Plot No, M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumhealthcare.com

CIN No.: U65929D11997PTC0O85780

AR Ne 1210FP24000198
10 | Mixpehionorinna ynerora® Jagansna kiapkicrs aepoliux mikpoopranismin (TAMC): ne Gissume | He Biikonyerues
107 YO/,
Barannna KIABKICTE APBRAKORIK Ta nnicenenies rprdis (TYMC): ne
Ginnwe 104 KYOh;
Bineyriiers Escherichio coli a1 1 upenapary.

Microbiologic purity* Total acrobic microorganisms (FAMC) -~ NMT 10" CFU/g. Not A pslicable
Total Yeast & Mould Count (TYMC) - NMT 107 CF /g, falR BPIRIEIRIE

Escherichio cali should be vbsent-per { g,

# Kontpoan MurpoGidaoriunol uneTaTi npoBoIITECR At Iepuinx 3 cepill, notiM ans koxroi 10-i cepit, afo oaun pas 1ta pix.
* Miceobial purity will be performed on first 3 commereial batehes thereatier at every 10" bateh or once in a year,

BUCHOBOK:  Cepis Ne 1003294 mixroninac sumoran MICGH PITNe UA#7260/01/01
(',‘(')'j\‘C.l/l.JSI(')N: Batch Ne 1003294 complies with the requirecments of MQC RC Ne UA/7260/01/01

') N =
-~ l\? iy
AHAIN3 BHKOHAR JATA =4 f
(ANALYSED BY) (DATL)

KoMeHTapi: HeNaE
Comments: 1o

3asma npo cepTidiRaiting: ARCHIM 5 30CBHNYI0, WO HABeACHN BUNLe Inopyaitis ¢ AOCFOBIPHOIO § Tounoro. s cepis
HPOAYRWIT Gysa BHroTeniena (BKMOUAI0UN YRAKORKY / MADKYBANNS) | NPOBENEHO KOHTPOIh T sOCTT 1 BIILEIr ARINONMY
nyApREMCeTsi B OBt BIANOBIANOCTI 3 BHMOTaMI, 3a3nAUCHUMI B unBHii RacTanosi GMYP, saveepiuceniit Mivicrepernon
oxopost 3nopon’s Ywpaing, 13 siwmorasy pecerpaniiinore goene xpaiun npusiauesiss, pororony supobunaraa,
YIAKOBKI Ta ananidis Gyuw neperuanyti L sCranoBacuo Ix pianosiznicts sasoram GMPx.

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer
according fo specificd 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 manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GIVIP requirementsy.

Kepisik rpyrid KOHTPORK) AKOCT Ynorwogiokena  ocoda,  no sailichive
Quality control group manager ’ ceprudikaniio cepii i
"C“*‘\B ; Qualified Person certifying the batch :
IM' Ta npissnue _,;-‘K_,_Qu,x(ﬂig\\r\ S\'\ el G Q}q _ l : Ku(q_/(;«;(’.f;\f\
(Nanie) = [n's 12 npissHue RO AN RPN

Manne SN (Name) '\L -
(Signature) A :Q()’_ MMMMM Flinnie (fj L 5':»"’/ L

, i eV
Hara rianucanis oo o \4) &N (Signature) LTS ,\q/\‘lﬂv \
(Date of signature) o o \V\Q B J\ Hara nignucanin ~ /‘Q,'\k’

(Date of sighature)

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi»‘lfl 4
KHPAQAOO0048/A00001 1-001 Ph. +91-11-41005147, 40514919, 41010571, 40527575 \§ e 3 0f 3
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JAEPKABHA CIHYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOV 37079055

BHCHOBOK
07.08.2024

Opo AKiCTH BBe3eHOro B YKpaiHy Jikapcbroro 3acoly

Ne 4034372472611
DAHIT'AH

(maiiMenyBanna Nikapchroro 3acoby srixHo 3 peecTpalifHiIM NOCBIRUEHHAM)
tabJeTiu, no 10 Tadnerok y 6aicrepi, no 10 daicrepis y kapTonsnill ynaxosui

s
{dopma BHNYCKY, N03YBAHHA, BIL TaKyBaHHS NIKApChioro 3acofy)

Bupofuux

Howmep peecrpanittnoro nocsimuenns UA/7260/01/01 crpox mif peectpauitinoro nocsinuenns HeoOMeneHn#
Cepis nixapcskoro sacoby Ne 1003840

Kinsxicth spesenoro nikaperkoro sacoby 8782
KYCYM XEJITXKEP IIBT T, Ingis
BeeseHo B Ypainy

TosapucrTro 3 odmexenoro signmosinaannicrio "Inendapm JITA"
inent, kom: 20075891
b

(HaiimeHyBaHHg BUpOOHUKA JiKapCLKOro 3acofy, kpaina MOXOAKEeHHS)

apr
(nalimenysanus ta koa 3a CJPIIOY 1opuanyurot ocobs abo npissuine, iM's, 1o 6aTeioBi HizvtiHo]

9
coby - nianpueMus, If Miclie HpOXUBRAHEA Ta peccTpauifiiuil HoMep 06RiK0BOT KAPTIY NIATHYKA
nofarkis abo cepist Ta HoMep nacropra)
Hporoxon sisyannuero xonrpomo sin 07.08.2024 e 2699/2

3a pe3ynpTaTaMi  ACPHKABHOI'O  KOHTPOMO  BCTAHOBJCHO,

1o
JOTPHMAHHAM BUMOT 33aKOHONABCTBA MO0 3a0€3MEUEHHS AKOCT] };(mm LKuX 33C001B.

aikapepxuil  3acid  Bmeseno B Ykpaiwy s
e /’ff/
Hauansuuk & Muxona XOJIOJEHKO
(nocanopa beos ydgw*f S (ninawuc) (inigiany Ta npispuiie)
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Plot No. M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: (07292-258300, Bmail: inf@@.Kmum com, Welbisite: www . kusumhealthcarecom
CIN No.: UJ65929D1.1997PTCO85780

CEPTHRIKAT AKOCTI
CERTIFICATE QF QUALITY

AR R 1210FP24008472
Hara Date: 16.08.2024
Tataersn, no 18 vaduerox y Gaicrepi; no 18 fuicrepin v kapronnilt ynanosui
tablets, 10 {ablets in a blister; 10 blisters in a carton package

JHirapenkuit sacii: GARINAH
Medicinal product: FANIGAN®

Hiwui pewosunn: HAPRULTAMONY 500 mr,
. asxaodenary uarpho S0 wmr
Active ingredients: Paracetamol 400 mg,

Diclefenac Sodium 560 my

Ne DA/T260/01/01, sin 12,0417, vepuin xif pecorpagiiinoro mocsiggenun weoSvemenniy
b UA/T260/01/61, from 12.04,17; Registration Certificate validity is unlimited

Pecorpauiiine noesiguenum
Registration Certificate:

Hinensia ua supobuanreoe N 15/61/2018
Ceprudixar GMP Ne: 340/2089/GMP
Bupobuaw: Kyeyw Xearswep Hor Jira, lsain

Appeca supobuura: ooy Ne M-3, Tunop Crepres Ixonomin Joyn, ®eliz-1, HiTamnyp, Jicn. Exap, Magxea

fipanewn, Hin 454774, Inain
Manufactured by: Kusum Healtheare Pyt Lid
Address of manufacturer: Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Diste. Dhar, Madhya
Pradesh, Pin 454774, India

Cepin: Ne 1003840 Poamip cepil: 9000 v, Havn pur.: 04/2024 Hiftenuii go: 0372027
Batch:No. Batch Size: DV I O
Jé Haipa norainnKra Bumorn

Peyvanraty auanisis

Mame Index Result of analyses

Requirements

i Onue Tabnetky xancysonombnot Gopumy, epakesore roasapy 3 Ol | Bianosizee
BRPATLACH ML
Deseription Orange coloured capsule shaped tablet with white impregnation. Complies

y Enenwrndinawin
Hapayemanion Yae  yrpuMyBaHHg ke 0apauctamMony  Ha o XPOMATorpaMax
SURPODYBANOLO T4 CINGRAAPIMAOD POSHIKIG, DTPHMAHHN B YMOBAX
KINLKICHOTO RUZHAYCHES, MAC CHiBIANATH.

Bianowigae

Hwaodenar wampic Hac yrpumypanps mika ankiaodedaky waipiio wa xposarorpaMax | Bianopinae

SUNPOBYBAR020 T& COIAHOAPHINGLG POSUUNIS, OTPHMAHAX B YMOBAX
KiZPKICHOTO BUSHANCHNA, MAC CHIBITAAATH,

AKosiui saxio VD-Cretp unpodyeanoeo posduiy NOBHHEN MATH MAKCHMYM 11pH " :
48243 Bunosizac
L33 HM,

fdentifieation

In the chromatogram obtained in assay test, the retention time of
Paracetamol " =

principal peak in the test solution corresponds to that of the retention Complies
time of principa] peak obtained with Standard solution,

In the chromatogram obtained in assay test, the reteniion time of | ”
principal peak in the test solution corresponds to that of the retention | COMplies
time of prineipal peak obtained with Standard sohution.

Diclofenac sodivm

. y ) /‘:“. e
Sunset yellow Spectrum of test solution should exhibit maxima at 48243 nm. /%ﬁ‘—%ﬂ B/
3 | Cepeans maca 00 mr 2 7022 M S %6\
Average mass 0 mg =2 % :I(K(%\I\‘*& HTIB ",
« ( E
5’/
¢ S/

Regd. Off. D-158A, Okhla Indl. Area, Phase-I, New Delhi-1100
KHPIQANO0048/A000011-001 Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumbhealthcare.com
CIN No.: Us5929D11997PTCO85780

AR, Ne 1210FP24000472

4 | Crapauices He Ginpue 1 % 0.2%
Frigbility Not more than | % 0.2%
5 Uanopinsicts Au30BrHux
OANEANL

Hapayemanos Bigrroniine suMoras Bianosizae

Hunaahenax nampus Bianonizae pmorav Bianopiane
Uniformity of Dosage unifs

Paracetamol Compiles to requirements Complies
Diclafenae sodium Compiles to requirements Complics

& Posnanasus He Bimswe 15 xn 10x8 39 cex

10 min.59 sec.
Disintegration

2 Posupuennst
Hapoyeniavoa
Jlunsogbenar nampio

Mot more than 13 min

He smenute 75% () siz sansnenol kiasxoeri 3a 435 xa
He menine 75% (Q) ria sassaenol xiaproctri 3a 45 xn

99% - 131%
99% - 101%

Bissolution
Paracetamol
Diclofenac sodium

& Cynponizul gomimcy

Not less than 75 % (Q) of label clatm for 45 min
Not less than 75 % (Q)  of label claim for 43 min,
A-aminodienon - ue Siapie 8,1 %

A-girpodenon - pe Giapme 0,1 %
dexpopaveraniai - e Oianme 0,003 % He susmneno
Homimra A piocodenaxy - ae Oianwe 0,2 % He suangeno
Byap-sxa peizenmubirosana josinma - #e Simie 0,1 % 0.01%

Cyma goMitaox — ue Sinpme0,3 % 0.01%

99% - 101%
99% - 101%
He sussnenn
He saanneno

Related substances d4-gmino phenol - NMT 0.1 %
4-nitro phenol - NMT 0.1 %

4-chloroacetontiide — NMT 0.005 %

Not Detected
Not Detected
Not Detected

At shelf hife:
90% 10 110% of Jabel claim
90% to 110% of label claim

Diclofenac Impurity A - NMT 0,2 % Not Detected
Any urknown impurity - NMT 0.1 % 0.01%
Total Impurities - NMT 0.3 % 0.01%
$ Kinsricne susnauenus

Hapayemanton Ilpw sunyexy:

Huraohenar nampio 95% — 1039 pig saunnenof Kinpkocti 100.0%
95%, - 105% rix sassacnof ginskocr 99.9%
Ha repmin npuaariocs:
90% - 110% Bia sansaenol kispxoeri
90% - 110% wiz 3agsicnol KizbkocTi.

Assay Atrelease;

Paracetame! 95% 1o 105% of label claim

Diclofenac sodium 93% to 105% of label claim 100.0%

99.9%

Regd. Off.: D-1584A, Okhla Indl, Area, Phase-I, New Delhi-1
Ph, +91-11-471005147, 40514919, 41010571, 4052757

KHPQAGOU048/A000011-001

Page 2 of 3
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Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumbealthcare.com
CIN No.: U6592911.1997PTCO85780

AL N 1Z10FP24000472
10 | Mikpobioseriaua yuorera® Jarasbaa kiapkicrs aepolanx mixpoopragizvis (FAMCY: ne Gimiue | He paronyerses
1KY O/
Saransga giaekiors aphkpxosrs  najcenernx rpubdis (TYMC): ne
Ginpie 107 KV O/
Bincyruicrs Escherichia coli g 1 v nipenapary.

Microbiologic purity” Total aerobic microorganisms (TAMC) - NMT 10% CFUl/g
Total Yeast & Mould Coumt {TYMC) —~ NMT 10° CFU/g.
Escherichia colf should be absent per 1 p.

Not Applicable

# [owrposs MukpoBioAorimol HHeToTH HPOROANTLCH 414 Depuiix 3 cepiil, notiv s kool 10-1 cepil, alo oaun pas wa pik.
* Micrabial purity will be performed on first 3 conmmercial batches thereafler at every 10% bateh or once in a year.

BHUCHOBOK:  Cepis Ne 1003840 sianosinac sumoram MICT P Ne UA/7260/01/01
CONCLUSION: Batch Ne 1003840 complies with the requirements of MQC RC Mo UA/7260/01/01

AHAJIT3 BUKOHAB - &L«g JATA 1 6]oxT
(ANALYSED BY) ~ ~~ (DATE)

Komentapl: Hemae
Commenis: no

Zaspa npo ceprudivanio: «JHicuun a 3ackinvyie, o HaseseHa nume imdopmania ¢ Jocrosipnow 1 vouuow. a cepis
apoayruil yaa parorosgeda (BRIJOUAIOUN YHAKOBRY / MAPKYBABHS) | NPOBCICHO KONTPOIL U AKOCTI HA BRUICITANAHOMY
nipgnpuemersl B poppild signosiznocri 3 suporamy, sassadeunyy B wnusil nacranosi GMP, savsepaxeniit Misicreperson
oYopoHn 3p0pos's Yxpaiun, i 3 Busmoravg peéecrpanlinoro xocwe wpaiun upnspaqenns. Iporoxonu mupoSunursa,
yraropxn va anaiizie Syan neperasuyri i seranopaeno Ix sianosiguiers pumaram GMPa.

Certification statement: «On this I certily, that the above mentioned information is true and accurate, This prodnct bateh was
produced (including packagping / labeling) and conducted for its quality control at the above menlioned manufacturer
aceording 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 conntry, Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requivements»,

Kepisuug rpynn KOHTPOMO Kot Yooguosakena  ocofa, wmo  spificmos
Quality control group manager ceprudiraitiio cepil
<« . ) Qualified Person certifying the batch
3’2 ta opisne Tonde ! Ch e “ = ’ .
: ‘ . & { AU R
(Name) « Is's T gpisBHne 0 ROAMAA - —ﬁz ;
THinoue ; {Name) o
(Signat}xre} (. \;«; \ Ty k*\ Higrl;«1gt Y{
Jlara nianucanus e {Signature) ( ] ﬁ(ﬂ %
(Date of signature) glara nifu*gmam-m /j/"{ A
(Date of signature)
Regd. Off.: D-158A, Okhla Indl. Area, Phase-1, New Delhi-{
KHP/QA00048/A00001 1-001 Ph. +91-11-41005147, 40514919, 41010571, 405275 Page 3 of 3



 EP)KABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB
- TA KOHTPOJIO 3A HAPKOTUKAMHM y m. KH €BI1
: 1poB, Hapnit Ceitanunoi, 3, 02099, e (044) 295-26-85

E-mail: dis.kyiv@dls.gov.ua, Ko €IPTIOY 37079055

BHCHOBOK
npo sikiers BBE3EHOro B YKpainy JikapesKroro 3acolby

25.02.2025 B Ne 9318/25/26

GOAHITAH

(naliMenyBanns JiKapchKoro 3acoBy 3riHO 3 PECCTpauliiiim nOCRiAYCHIAM)
rabaerku, 1o 10 TaGaerox y 6nicrepi, no 10 Guaicrepis y kapTonniii ynakosui

(opra BiRYCKY, A03yBANIS, BUL TaKyBARHS JiKapcLkoro 3acofy)
Homep peecrpatiiiinoro nocnipuenus UA/7260/01/01 crpok nii peccrpauifinoro nocsindesns HeoOMexenuii
Cepis nikapeskoro 3acoGy Ne 1004980 KinbkicTs snesenoro sikapeskoro sacofy 60

l

BupoGuuk KYCYM XEJITXKEP TIBT JITJL, Innist

(nadimenynaing uupobunia aikapcukoro sacoly, kpaina FOXOUKCUISN)

Bpeseno 8 Vkpainy Tosapucro 3 00MEKEN 010 signosinagenicTio "Taeadapm JITUL"Y,
inent. won: 20075891

(alimenysains 1a koa 3a CAPTIOY ropuumunol ocoGu aGo npisprwe, in's, 10 Garukos Gisuunor
0COGH - IHANPUCMUS, I MICLE ApoRHRANHA Ta peccTpaiiiunil nomep 0GNIKOBOT KAPTKM NAATHHKA
noaarkis afo cepis Ta KOMEP NIACNOPTa)

Tporokon Bisyansuoro kowrpomo sin 27.01,2025 M 143/01 10-25/6.
JaGopaTopruit ananis skocti sikapeskoro 3acoly saifichenmi:

JUIT "Lienrpansaa 1aGopaTopis 3 aganizy sSKoCTi JiKapeLKHX 3ac0oBiB i MenHUHOT Npoay "
(m.Kuin, By Kynpssceska 10r M.Kuis, syn. Kyapsscora 8B Kuiscoka oGnacrs, ¢, Hosi [Terpisi,
sy Isana @panxa, 19)

(aliMeHy BaHHS TR MICUEIHAXODKCHTA saGoparopii, ulo nposena naBopaTopinii ananis axocri)

BieHOBOIK OO0 AKOCT] MKapehKoro 3acoBy, raannii sraGopaTopieio sin 24.02.2025 Ne 0223
PeaynbraTi naBopaTopHOro anajisy skocTi aikapcbroro 3acofy 3a nepesiperumMy NoKasnBKamy BiAMOBINAIOTEH
BUMOTAM METO/LIB KOHTPOINIO SXOCT (AHAMITHYHO-HOPMATHBHOT poxymenTauit).

&

3a  pesynbTaTaMi JEPKABHOTO  KOHTPOMO  BCTAHODJIEND, 11O nikapcuxdfi  3aci6  moeseno B Yipainy 3

X 3 . / .
AOTPHMAHHHM BHMOP 3aK01I0AABCTBA LLOUO jaGesnenenta sxocti nipdpohiux 3acobis.

Mukona XOJIOJEHKO

(ininiann va npiznsine)

Page 1/1




HEPKABHA CJHVYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHUEBI

npou. Haaii Ceitnuunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
PO SIKICTL BBE3EHOr0 B YKPATHY JiKapebKkoro 3acody

25.02.2025 Ne 933072572611

GAHITAH

{(naiimcHy Bamns nixapesroro 3acoly 3rinno 3 peecTpalliiinus nocniMeiis)

rabaericn, no 10 ragnerox y 6aicrepi, mo 10 Guicrepin y kapronniit yuaxosni
(popma BUITYCKY, A03YBANIIA, RUIL NIAKYBANIE AikapeLioro 3acoby) '

Homep peecrpauiiinoro noeninuemia UA/7260/01/01 crpok nif peecrpauiliioro nocsinvets HeoOMeXeH i
Cepis nikapebroro sacoSy Ne 1004980 Kisibkicts nsesesoro aikapebkoro sacoby 8790

BupoGrini KYCYM XENTXKEP TIBT JITH, Tuxis

(uaiimcnypatns bpoBIinKa Nikapeskoro 3acofy. kpaita NOXOIKCHIS)

Bpezeno o Yipainy TosapHerso 3 06MEKEH0I0 BINTOBIIANBHICTIO "Taendapm JITLY,
inenr. kou: 20075891

(rafivenynanis Ta ko 33 CAPTIOY jopumiinot ocobu aGO NPI3BIING, iM'st, 110 GarbKoni
Qrizmnnol ocobu - nmpreMis, T Micue npoxmBans ta pecerpauiitunii nosep oGnikonoi
KAPTEH PRATIHKD TOANTKIB a0 Cepin Ta HOMCp HacTiopTs)

MpoToros sizyanbiero kowrpomo sia 10,02.2025 X 325/01.10-25/4.

30 pesyanraramMu  ACPHKABIONO  KOHTPOMKO  BCTAHOBACHO, MO sikapewiiiil _aaciG  pnaescno B Ykpainy 3

llOTpliM QU HSIM BHMOI 32KOHOAABCTEA U0 3a0e3TICHeTHs) fcOCTE iKap

Herix 3acobis.
7%

thittps) pﬁ; '

lhenr, J[fﬂ))
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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumhealthcare.com

Hirapenruit sacio: PABITAH
Medicinal product: FANIGAN®
Jiwyi peqonnnn:

Active ingredients:

Pecerpauniitne nocsiguenns:
Registration Certificate:
Jinensis na pupodnunureo Ne:
Ceprudixar GMP No:
Bupodinac:

Anpeca sipobuni

Manufactured by:
Address of manufacturer:

CIN No.: U65929DL1997PTCO85780)

CEPTUDIKAT SAKOCTI
CERTIFICATE OF QUALITY

AR ANe

1210FP24001052

Aara /Dater 16.01.2025
Tabnerii, no 10 Tabnerox y Gaicrepi; no 10 6aicrepin y kapronniii ynaxosui

tablets, 10 tablets in a blister; 10 blisters in a carton package

napaueramony 500 mr,
Jmiogenaky spaypino 50 mr
Puaracetamol 500 mg,
Diclofenac Sodium 50 mg

Ne UA/T260/01/01, in 12.04.37, Tepmin Ail peecrpaniitnoro mocsimiennn neofnerennii
Ne UA/7260/01/01, from 12.04.17; Registration Certificate validity is unlinsited

25/61/2018
135/2024/GMP
Kyeyn Xearxwep ot Jlra, Juais.

TlnoT Ne M=3, Tngop Cuemen Teonomix 3oy, ®eis-H, Mivamnyp, Mier. [Axap,

Oypancus, Yin 454774, bupis
Kusum Healtheare Pvt Ltd

Maaxea

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Disti, Dbar, Madhya

Pradesh, Pin 454774, India

Cepisi: Ne 1004980 Poamip cepii: 8850 yu. Jara sur.: 10/2024 JUsicunii o 09/2027
Batch:No. Bateh Size: D/M: D/E:
Na Hazva noxaznixa Bunorn Pesyanrarn auanizis
Name Index Requirements Result of analyses
1 Onue Tabaerkn kancyaouoionor Qopay, opawkesora konropy 3 dimm | Bianosizae
BRPANHCITAA,
Deseription Orange coloured capsule shaped tablet with white impregnation. Complies
2 [renrmdixanin
{Tapayemanton Yac  yepmyBanns  mika  NMApaueTaMony  ma  xpomararpamax | Biuiosizae
SURPOGVEAROR0 T8 CIANAAPMIO20 PO3YNNIE, OTPHMANIX B YNOBAX
KHILKICHOFQ BH3RAMCHIIL, MA¢ CHIBNAITH,
Hinenoghenar nampiio Yac yrpuMypanug nika anxsodeHaky uarpiio na Xpomatorpaax | Bianowsizac
{fZHI[,?(Jl"‘)‘VG(IIIO("O T4 C’l)lal(()[l/?!)l?l()r?ﬂ [)()3’11(!4[3, 0‘rpn.\mnux B YMOBaX
KifILKICHOTO BHBRAUCINHY, MAC CHIBIAAATH,
HKosmuii saxio Y P-CHeKTp eunpofyeaio:o posuy NOBHREI MATH MAKCHMYN NPH , .
48243 um Bixnoninae
Ifl'*‘"“ﬁ“””;" In the chromatogram obtained in assay test. the retention tme of 1 r
Paracetamo principal peak in the test salution corresponds 1o that of the seiention Lomplics
time ol principal peak obtained with Standard solution.
Diclah . In the chromatogram obtained in assay test, the rewention time of | .
Diclofenac sodium principal peak in the st solution corresponds fo (hat of the retention Complies
time of principal penk obtained with Standard solution.
Stunsei yellow \‘.pcclmm of test solution should exhibit maxima ai 4823 nm, Carnplies
3 Cepeanst maca 700842 % 699 s
Averape mass 700 mg A2 Y% 699 mg

Regd. Off.:

KHPAIADBO048/A000011-003

4919, 41010571, 40527575

é/{%‘ (e P8R %/ .0 “5/”

Page 1/1

D-158A, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)
Ph. +91-11-41005147, 4051
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CEPTU®IKATIE

ULrl.“ “{'ﬁL
Plot No. M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya Prattested4774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www. kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP24001052

4 Crupanicrs He dinpme | % 0.5%
Triability Not more than 1 % 0.5%
5 OnuopiaHicTs JO30RANNX
OHHNIBUB

Hapayemanon
Jlukaothenax nampus

Uniformity of Dosage units

" Binnoninac suMoras

Binnonidae suMoras

Binonsijae
Bignoniae

Paracetamol Compiles to requirements Complics
Diclofenac sodium Compiles (o requirements Complies

6 Posnaganus He Giapwe 15 %8 06 XB 33 ccx

06 min.33 sec.

Disintegration Not more than 15 min

7 Posumienns
Hlapeayemasson te mMenme 75% (Q) ia sassiacHol Kinbrocri 3a 45 X 81% - 97%
Jhocrachenar nampiio te menuie 75% (Q) nig 3asusacrHof kinwkocri sa 45 X8 $1% - 98%
Dissolution
Paracetamol Not less than 75 % (Q) of fabel claim for 43 min 81% -~ 97%
Diclofenac sodinm Not Jess than 75 % (Q)  of label claim for 45 min. 81% - 98%

He suasaena
He susnacno
He susasieno
I{e pusBacno
HIAC HEYMRTLEBACMOTO
He ppanacuo

Cynpoginni gomimky d-anintodenon ~ ne Ginviue 0,1 %

d-nirpodenas - ne Ginsue 0,1 %

A-xaopaneraniaiz ~ ue Ginpme 0,005 %

Joatimka A juicaodenary - ve Giuniue 0.2 %

By as-sxa weiaenudikxosana gomimxa — ne Siasine 0,1 %
Cywma jomiiox — e Ginkine 0.5 %

Not Deteeted
Not Detected
Not Detected
Not Detected
Below disregard limit
Not Detected

Related substances 4-umino phenol - NMT 0.1 %

4-nitro phenol - NMT 0.1 %
A-chloroacetonilide - NMT 0.005 %
Diclofenac Impurity A =NMT 0.2 %
Any unknown impurity - NMT 0.1 %
Total apuritics — NMT 0.5 %

9 Kinnkicne sH3pawenis

Hapayemasion Ty Bunyexy:

Hurnotpenar nanipio 95% ~ 105% siz sasnncpol kinpkocti 96.6%
95% - 105% bia 3assiaenol Kinbrocti 99.9%

Ha repyin npuaaraoct:
90% ~ 110% wiz 3ansncnol KigbkocTi
90% — 110% pia 3asusenol Kigpkoct,

Assay At release:
Paracetamol! 95% 10 105% of Tabel claim
Diclofenac sodinm 93% 10 103% of Tabel claim 96.6%

99.9%
At shelf life:

90% 1w 110% of label claim
90% to 110% of label claim

Regd. Off.; D-158A, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)
KHPAQAGOO048/A000011-003 Ph. +91-11-41005147, 40514919, 41010571, 40527575

Page 2 0 3
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Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No.: U65929D1.1997PTC085780

AR, Ne 1210KP24001052
10 | Micpobionorivim gHerora aransun kbbkicrs aepudunx aikpooprauizmins (TAMCY): ne 6!.1l,mc < JOKY Ol
103 KYO/r;
ZaranLig KisLricTs Apinaonnx ta miicenenix rpudis (1YMC): ne | < 10KY O/
Ginpiie 104 KYO/r;

Bigeyruict, Escherichia coli v 1 r npenapaty. Bigcyrnictu/v
Microbiologic purity* Total acrobic microorganisms (TAMC) ~ NMT 10* CFU/g. <10 CFUfe

Total Yeast & Mould Count (TYMC) - NMT 10* CFU/g. <10 CFUl/g

Escherichia coli should be ahsentper I g. Absent/g

* JonTpans, MukpoGionerivHOT YHCTOTH POBCANTECS 198 DEPmMuX 3 copilf, morin st kownol 10-i n_qm AB0 iKY pas 1A PiK.
* Microbial purity will be performed on first 3 commereial batches thercafler at every 10™ batch or once in a year,

BUCHOBOK:  Cepia Ne 1004980  ninnosisac sumoram MIA PIT Ne UA/7260/01/0]
CONCLUSION: Batch Ne 1004980 complies with the reguirements of MQC RC Ne UA/7260/01/01

AHAJI3 BUKOHAR //LLS nata et vT
(ANALYSED BY) 7~ (DATE)

Komenrapi: nemac
Comments: no

3assa npo cepTudirauiio: «liiicnunm s 3aceigdyio, WO Hapelena vrwe indopmauis ¢ A0CTOBIPHOIO | TOUNOI. Lt cepis
HpoayRUIT Byna BHroTonaens {(BRAOYAI0N YHAKOBRY / MAPKYRANRA) i HPOBCICHO KONTPOAL T SIKOCTI HA BURICITALAHOMY
NEARPHEMETRI B NORNIH BIANOBIAKOCT] 3 BUMOraMK, 3a3BaucHuM B YunBii nactanosi GMP, sarsepuxenii Minicrepersom
oxoposd 3popon's Yrpainu, 1 3 puMoraMu peecrpauiiinoro poche wpainn npusuavenus. Ifportokoau BHPpOOHUUTEA,
YHAKROBKH Ta ananizis 6yan neperaanyri i peranonacno ix sipnoninnicrs susoranst GMP».

Certilication statement: «On this I eertify, that the above mentioned information is true and accurate. This product bateh was
produced (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 counfry, Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requircmentsy.

Kepivunk rpynit KORTPOIO 4KOCTi VrosHosaxewa ocoba, o saificnioc
Qualily control group manager cepTH(piraniio cepii

Qualified Person certifying

fv's ra npizsynie

[N
AN [ANY ~ p o N
‘U\.(dn)\,) [N S \-.3»‘\(.5\ \ai ey TAM'}J Ta npiseue
[lrme - LT (Name) )
(Signature) I’ \ Iinmie
Jata nigmicanns | . (Signaturc)

n

139K !
\G AL 102K Jara mianucanns

(Date of signature)

(Date of signature) -

Regd. Off.: D-158A, Okhla Indl, Area, Phase-1, New Delhi-110020 (India)
KIPQAG0018/A000011-003 Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page 3 of 3
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Ph.: 07292-258300, Emaili-info@Kusun.com,; Website: www kusumhealthcaie.com

dlisapeskuit 3aciv: PAHIIAL
Medivinal product: FANIGAN®
,-U,_ill)‘li peNBALEN:

Active ingredients:

Pecerpouiiine nocoigueinse:
Nepistration Certifiente:
Mineusin ua supolnnurse N
Cepridixar GRP Xa:
BsrpoGunsg:

Aapera unpolnmin:

Manufactured hy:
Address of manufaclurer:

Cepin: Ne 1004234

Possip cepiiz 2000 yn.

TIN No.: U65929DL1997PTC085780

CEPTHOIKAT SKOCTY
CERTITICATE QF QUALITY

AJU N 121AFPAI00R0T02
Jora fDases 10.07.2024
Tadneris, no 10 Tadnerex y Gnicrepi; mo 10 Saicrepin y kapromudi ynakesi

tiblets, 10 tablets in a blister; 10 Dljsters in a carton package

NApALLTANONY 500 mr,
avxnofenaxy warpiio 5 war
Parncelnmal Sh0 mg,
Diclolenac Sodism 50 mg

Ne UAT260/01/01, win 12,0417, Tepmin gif pecerpaniiinare nocaigvenita neadnessensii
XNt UASR260/01401, from 12,804,017 Registrotion Certificate validity is nnfinvited

25/63112018
070/2023/GNIP
ICyeynt Xesrrxwep Mov Jiva, Dmin

MaoT Ne M-3, Dijwp Coemen Ticonustice 3oyn, Oediz-11, Nitasnyp, Aler. ixap, Manxen

Tlpajeny, 1 454774, Inis
Kusum Healtheare Pyt Litd

Tlot No. M-3, Indore Specint Economie Zaonte, Pliase-11, Pithampur, Disil, Dhar, Madhys

Pradesh, Pin 454774, India

HAara sir.: 062024

Hitieunit no: 05,2027

Bafeh:Na, Batch Size: D/nI: DIE:
N Hussa norcaimng Bunors PetyabnTaTH aunanis
Name Index Regniremenis Result of analyses
1 Oz TaGaerkn smicyaoueaiGHoT upsin, opuiaevoro koanopy 3 Glunm | Hiamoninac
RKPANACHIAMIL
Deseripiion Orange coloured capsule shaped tablet with white impregnation. Complies
2 {avsrsadiieanist
Hapayemayor Yac yTpUMYRGHER R} BEpRMeTIMOdy  un Xpomatorpamax | Bianoniaae
QUAPLGYSARDCG TR CmMandapInZ e POSHNRIA, DIPHMIHIN B ¥MOBIN
REALKICHRIG DN Ienng, Mac Crinna T,
Hnravghenars nempin Yae wipHayRaitHs ke muguodenaky narpiio 0a xpomatorpasay | Bilbakiiae
auEPGHYAINGA0 TA CHIANAAPIIGEO POSHUNIG, UTRNMINNK 11 YAMOBAX
KIUALRICLIAND MI3NAUENIE, MAE CHHBIA 1.
s i
HRoumuii st Y-cnexTp aunpabyaandza Posea)’ OLENICH Mul 1 MOKSHMYM fpH ) .
482+3 um Bianoninae
[dentifieation In the chromslogram obtained in assay tesl, the retention time of ——
Paracetamal prineipal peak in the test solulion corresponds to that of the reteation | SYIMPIYS
time of pringipal peak nhained with Stndard solution.
L In the chromatogram obwised in assay lest, the reiention lime of Compli
Diclojenac sodiut principal peitk in the test solution corresponds to that of the relentipn [ SGMIPRES
time ol principal peak obtained with Stmdard solution.
Sunsct yellow Specirum of test solution should exhibit masing at 482+3 m, Complies .
3 Cleporun anen 700 nerr ek 2 % TOU A
AVerage pasy M mg=2% 700 mg

Page 1/1
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Kistim Healthcare Prt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt, Dhar, Madhya Pradesh-454774 (India),
Pl 07292-258300, Email: info@Kusum «com; Website: www. kusumhealthcare.com
CIN No:: U65529DL1997PTCO85780

AR No I210FP24000702

4 | Crupanicrs e Giskte 1 % 0.5%
Friability Not more (han | % 0.5%

5 Ounropianiere golonanix
AL
Hapayenuion Bianonizae mnoram Bianonizae
Aunnobenar nampust Bianasigac snMoras Bimnonizac

Unilormily of Dosuge unils

Paragetemol Compiles to requircments Complies
Iieinfenac sodivm Compiles to requirenmenis Complics
[ Poanagnin e Ginstoe 13 xu 10 XB 19 cex
H min. 10 see.
Disintegralian Not more than 15 min
ki Posarnenns
Hapgyemason He accinoe 75% (Q) nig saninerol xbiukocri an 45 xo Y% - 99%:
Jusaothenar nampio He nsenme 73% (Q) nin aassnenol klbroeri 3u 435 xn 2U% - 102%
Dissolution .
Paraceicmol Mot less than 75 % (Q) of Jubel claim for 43 min 97% - 99%%
Diclnofene sodinm Nol less thun 75 % (Q) __ ol label eluim for 43 min. 99% - 102%
8 Cymiponiani aaarimwn d-uminodenon — e Siimme 0.1 % He wisisieny
denprpoenos —~ ne Gixnvie 0.1 % 11t spsscio
d-xpapaneraninia ~ ue Ginktae 0,005 % e ausinenn
Josiutka A qusnodescy = e dinnwe 0,2 % Ite ananneno
Byaw-una neijcirndironaia Jomimea - ue Ginstue 0,1 % 0.00d%
Cymn aontitnon —ne Giane 0.5 % 0.01%
Rebated substances d-aming phenol - NMT 0.1 % Not Deteeled
4-nitro phenol - NMT 0.1 Y ) Naot Delecled
A-chioroacetonilide — NMT 0,005 % Not Dewected
Diclofenae Impurity A - NMT 0.2 % Wot Deteeted
Any unknown impurity ~ NMT 0.1 % 0.064%
Tatal Impurities - NMT 0.5 % 1%
4 ICianRicne BOTHEHES
Napayemasios [pu enayexy:
Husaoenar nampin 95% - 103% vig anapaciol xinbeocri 100.2%
955% = 105% sz snapnenol kinvkocri 100,1%

Ha tepuin npppiationey:
00% - 110% nin sannnenod xiaskoeri
90% — [10% vl 3nipaedi kintkoeTi,

Assay Al release:
Paracetompl 5% 10 103% ol label cliim
Diclofinoe sodium 95% 1o 105% of label claim 108,29
100.1%
At shelf Tife:

90% 10 110% ol label claim
50% 10 § 10% of label claim

Page 1/1
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Kusuom Healthcare Prt (.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (Indlia),
Ph.: 07292-258300, Email: iijfo@Ku‘suﬁl;coln, Website: www. kusumhealthcaré.com
CIN No.; U65929D1,1997PTC085780

AR, Ne 121017924000702
10 | MikpoBionariumi sueroTa* 3araanha KiALkicts.acpofnss Mikpoopranissio (TAMC)Y: 1e Ginswe | He suxonycres
10° KXY Ofry
Jnrwrsin KinLKICTL Dpismrosny 7o uniccnemt: (prbis (TYMC): ne
Ginwlue 10° KYOfy
Bigteyrnicts Eseherichia coli 3.1 r npenapary.

Micrabiologic parity* Total acfobie microoraanisms (TAMC) - NMT 10° CFU/, - I"'- bl
Total Yeast & Mould Count (TYMC) = NMT 102 CF U/ aEARplieable
Eseherichia eoli should be sbsent per 1 g.

7 o jronL MBIEPOGIANOTTLEOT SHICTATH IPORDIHTLCA 204 uepuiny 3 cepiil, noTiy ju kosino? 107 cepif, afa oani pux ua pik,
* Micrubinl purity will be performed on first 3 eommercinl buiches thereafler at every 10% batch or once in 4 year.

BUCHOBOK:  Cepis Ne 1004254 sisnosinge aumoray MK PTL R UA/7260/01/01
CONCLUSION: Batch Ne 1004254 complies with the requirements of MQC RC Ne UA/7260/11/01

AMATII3 BMKOHAB /-(A JATA o] a1f Wi
(ANALYSED BY) .~ .2 (DATE)

Knoscnrapi: nemac
Comments: no

Zazua mpo cepridivauio: «llilfemnm 9 1mesirayin, 1o navesena sulte BupopManin ¢ pocronipsuo i rounmo. Un cepis
npoayIRIEYT Gy RATOTEBACHS (BRAOVAIONHY YOARABKY / MApyBahui) § 1pOSEACID KOUTPOAL W AROCTE HA BIMNEICAIHOMY
nigupnenctai B ponniil pinnoninnocTi 3 BHMOTAME, INIWAUCHRMIL D uupnidi nacranoni GWP, sarreprereniit Minierepersom
oxoponn apopon's Ywpainm, § 3 nusoramn pecerpaaiiinore aoene wpaimn apmanasennst Iporoxvai BUPOTHBIT LA,
YUAKOBKN T ANAKIIIB Dyan neperasyTi i seranosieno ix pigimosianicrs pnatoram GMPa.

Cerlification statement: «On this | certify, that the above nientioned information is {rue and aceurate. This product bateh was
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufscturer
aceording to specified in the curvent GMP guidelines, approved by the Ministry of Health of Ulraing, and with the
requivements of the regisiration dessier of the desiination couniry. Records of manufacturing, packaging and unalysis svere
reviewed and detcrmined for their compliance with the GMP reguirementsn.

KeplaHuk (pyint KOTPOO ALOCT Yrosiopakena  ocola, o apiicwon
Quality control group manager cepymidirauio cepii
2x, Qualifted Person certifying the baich

In's Ta npisunme -h‘.‘?c e )
DoVl Snow .
(Name) X 2 onON TG In'n T2 npizvImg

Tlignne Ty {Name) i [?Qqﬂv ~ ﬂ&Q}.‘

(Sipnature) kﬁ"? gi:zmllc ; Vo JLW

Hara nianncanns s . ignature ] )

(Date of signaturc) v ™y v 1..\\ Jara ninnicauia Qﬂi{%m‘b\
[a"l' ’

{Date of signaiure} W
1%
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HEPKABHA CHYXEA 3 JIXAPCLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMHF vy m. KHIEBI
npos. Hanii Ceitanunot, 3, 02099, ren. (044) 295-26-85

E-mail: dls.kyiv@dls.gov.ua, IKog €HPITOY 37079055 ‘ .
BHCHOBOK
Opo siKicTsh BEezenoro B Ywpatny aikapenicoro 3acoby
15.10.2024 Nk 53817/24/2611
GAINITAH

{uaiiMenyuainis nikapebkero 3acoGy 3rinno 3 peceTpaltifniy nocHitenm)
Tabuerin; no 10 TaGaerow y 6aicrepi; no 10 Gnicrepin y xapronuiii ynaronui

{thopan BATTYCKY, JIOSYBaMtA, THAL NAKYBANKA Nikapckioro sncoly)
Houep peeerpaudiinoro nocninvenna UA/7260/01/01 crpox aii pecctpanifinoro nocsiguennn HeoOMenenui
Cepin nixapceioro sacofy Ne 1004254 Kinwxicrs naesenoro nikapcsioro sacoby 8820

BupoGnux KYCYM XENTXKEP IIBT JIT, Inais

(uafimenynani supobunks AiKApeLkoro 3ncoly, KPailia ROXOAKCIIIH)

Topapuerno 3 omentcHo10 BignopinganeLnicTIo "Taemhapm JITAY,
inerr. wom: 20075891

Bpeseno B Yirpaiuy

(sniftaeitysanns 10 goa 3o CAPFIQY opimsvinol ceoby aGo npissuue, in's, no Gavuconi dismitsol
OCOGH - (HARPUEMLLY, T MICUE HPOKKHBAITHA T PEECTpANiANK HoMep obnikonal KapTKH NRRTHHIG
noaarkin abo cepix Tit 1OMED NACADPTA)

Mpovosxon sizyansnoro konrpomo sin 15.10.2024 M 3574/7.

33 pe3YNLTATAMK  AEPAABHOTO KOWTPDAIO LCTAHOBACHO, o Aikapcvkuf  3Jaci®  uwpcieio B Yipainy 2

BOTPRMATIIISEM LicHx aacobis.

o_&f;mnc'ma weno 3adeaneaenn AKeCTi Aika

?)\
. ,,\
mjtmm 'fponio)

Murona XOJOJEHKO

(iniitinam Ta npisnnme)

I
@

i
KT f.m\ \“ 7
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JEPMKABHA CIYXBA 3 JIKAPCHKMX 3ACOBIB
TA KOHTPOIIO 3A HAPKOTHKAMH y m, KHEBI

nposr. Haxii Caimanunod, 3, 02099, Ten. (044) 295-26-85
BE-mail: dis.kyiv@dls.gov.ua, Kon COPIIOY 37079055

BHCHOBOKX
PO AKiCTL BBE3enore 5 Yiepainy Jikapenicoro sacoby
15.10.2024 Ne 5361212472611
DOAHITATL

{nafimenysanig fikapeLkore 3acoBy 3riano 3 peccTpalifHIM NOCBIMICIUITA)
rabnericn; o 10 Tabaerom y Gaicrepi; mo 10 Guicrepin y xapronniii yraxorni

(OpM BHRYCKY, AGSYIaHIS, BUIL FIAKYBAILT KIKAPCHKOT 3nc00y)
Houmep peectpatifinoro nocvinuenns UA/7260/01/01 crpox aif pecerpauifinoro nocainuenis neoOmMemeHnil
Cepin nixapenroro ancoby Me 1004255 Kinnkicrs onesenort fikapeuskoro sacaGy 8770

BrpoGunx KYCYM XENTXIKEP IIBT JIT/, Tnais

(1iiivenyoaiia papofiin sikapeniaro 3acofy, kpaina NOXOMKEIHR)

TorapueTno 3 06MeNeH010 BIANOBIANILHICTIO "Taendaps JITIL,

Bueaero B Yxpaiiy inenr. o 20075891

{nafinerynania o kon 31 CAPTIOY opuansitol ocolu aGo npiveuwe, iM'e, 1o Garekoni diawuiol
ueolH - nianpucaa, W aicne nponmmunm T2 peceTputifnmil noMep GONEXOROT KAPTICH MAATIHEE
fopaTin aGe cepin TR noMep nacnapTa)

Tpororon sisyansioro kouTpomo six 15.10.2024 X 3568/1.

3a pesynprataMi  ACRIKABHOTO  KOHTPOMIO BoTaHOBAERo, MG  Nixapcbxpd  3acid  pueseno 1 Vkpaiiy 3

ﬂOTpH‘W'l!IHSIM nm,lor.aaxouonancfm uroao safeaneyenis AKocTi nika

PRI
o /’-xpGO!"m ol ..,
Wk '4
o )_u\u i
&'\" 3\\

Muxona XONQQEHKO

(infiiann Ta npiammuc)

(nocrumun% goﬁ‘a opri}cﬁtp; 1oro, @olg]}wno)

\h’” g

—
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Plot No. M-3, Indore Special Economic Zone, Phase-Il, Pithampar, Distt. Dhar, Madhya Pradesh-454774 {India),
Ph.:.07292-258300, Email: info@Kusurrn.com, Website: www, kusumhealthcare.com

Hjrapesruit aacit: BAHITAH
Medicinal product: FANIGAN®
Himul pevtosyn:

Aetive ingredienls:

Percrpaniiine nacpinuennn:
Registeation Certificate:
Jinensin na supofnunuruo Ne:
Cepmsipirar GNP N
Bupofiom:

Anpeca supodusiea:

Manufnctured by:
Address of manufaciorer:

Cepin: Ne 1004255

Poswmip cepit: 9000 yu.

CIN No.: U55929D1L1997PTC085780

CEPTHDIKAT JKOCTI
CERTIFICATE OF QUALITY

AJLNE D IZINPP24000703 '
FarniDate: 10.07.2024
Tabagrien, uo 19 Tatneraie y Gaicrepi; no 10 Goigregiv ¥ xaprounii ynakosui

tablets, 10 1abletsin a blister; 10 hiisters in a carton package

NAPANCTANGNY 300 M7,
nmienopenascy nTpiio 50 ar
FParacelimol 500 my,
Diclolenae Sodium S0 mg

Ne LAI7260/01/01, win 32,0417, Tepatin aif pecerpaniiinoero neceiauentn neofimewennii
Nz UA7260/01/01, Trom 12,04.17; Repisteation Certificate validity is unlimited

25/6172018
070/2023/GMF
Kyeym Xesvxsep o Jiva, Tania

Haor N3 M-3, Ingop Coenten Drononix Joyn, tbedia-11, THrasmyp, Lier. flxap, Maaxua

Mpagent, Nin 454774, Inpin
Kusum Healtheare Pyt Lid

Plot No. M-3, Indure Specint Econmnie Zone, Phase-1, Fithampur, Bistt, Dhar, Madhya

Pradesh, Pin 434774, Indix

Jara nnr: 06/2024

Iissconndd pos 0542027

Bateh:No. Baitch Size: D/M: IME:
N Hatan moxasminsa Banors Posyaueath nianisin
Name Tndex Requivements Result of analyses
1 Dnue TaGaeyxn kancynonoaiduoel diopsin, opaumenoro kom.opy 3 Gimnn | Bianorizae
BEPANBCIHAMI,
Description Orange eolowred eapsnle shaped tablet with while impregnation. Complies
2| Tnewrmpixania ]
Hapayemazios HMag  yTpuMmynanies  nika  napaneramoay o xpomarorpasox | Biznonilac
QRUPOGYUAROCY TA CHGROGMIIUEY PORMNNTS, OTMIMAIINY § yMOURK
KEILICHOIY BUIUUAICIING, MUC CIHUILRUI.
Hurroghenar nampin Hne yrpusiymanie nika auxnodenary matpi ma xposarorpastay | Rianoniaac
] AUIPAGYRANOAD T CINAROGINRNAN POTuNiD, BTPUMANNK R YMOHIX
RiALKICHOFG BIINANCIA. MAC CRisnaaaTh,
e .
Hawareds yorxid Y-CREKT Gunpofyaannre poungy ROBIICI MATI MAKCHMYR I ) )
48243 un. Biannninar
TD‘]"'”“““““‘;“ In the chromatogram obivined in assay tesl, (he retention time of i
drdcetanty prinipal peak in the (est solation corresponds to that of the retention | Somplics
time of principal peak abiained with Standard solmion,
o . In the chromatogrant obiained i assay test, the relension time of o I
Diclofenac sodium principal peak in the test solution corresponds Lo that of e relention | COMPICS
lime aF principal peak obtained with Standard solutian,
| Seser yeltiw Spectrum of test solution shauld exhibil maxing al 4823 . _Complics
3 | Cepeans sraca Homrz2% 700 s
Average mass e =2% 700 mg,

Page 1/1
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s ffealz‘ézam Pt {td.

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt, Dhar, Madhya Pracdesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No,: U65929D1.1997PTC085780

AR e 12T0FP2400070%

4 { Crupaniers Lle Ginvwe 1'% 0.1%

Frinbility Mot more thin 1 % 0.4% ]
A QmuapinnicTs aolonnirx

oaRnINLL

Hapwiemaron Binnoninae siatoras Bianoniane

Hupavghenax nampus Bimuemi@e BIMoram Bimnonigice

Unifermity of Dosage units

Paracetamal Compiles lu requireiments Complics
. Dicigfonae sodfum Conmpiles 0 requireragiig Complics
1 Pasnagannn He Dinwe (5 su 06 xi 43 cox
06 min.43 see,
_ . Disintegrntion Not more il E3 min
7 Passmenna
Hapoayemauoa e memae 75% (Q) i sananenol ginkkocTi 90 45 xn 96% - 98%:
Huraodbenar nempio He menme 75% (Q) wia saapacnol kinnkocil 30 45 xp D% - V%
Diszolution
Paracetamol Mot Jess than 75 % (Q) of kabel claim for 43 min 96% - 98%
Dieloferune sodiym Mot less than 75 % (Q) o label claim for 45 min. 4% - Y%~
8 | Cynposixni pemiwss d-masinodienon - e Gimne 0,1 % He muaoneso
A-nivpospenion - ne Ginvwe 0,1 % e pugpncno
Jespopuaeraniai — ne Giawne 0,003 % He pip:cuo
Homimka A muxnahenary — ne dixnne 6,2 % He sassieno
Byun-sxa ncinenmupikanana gominme - sie Simauae 0,1 % 0,0]%
Cya a0aMimok — ue Gignie 4,3 % nO1%
Relafed substances d-aming phenol ~ NMT 0.1 % Not Detected
d-nitre phenol - NMT (.1 % Not Deteeted
declilorpace wnilide = NM'1 0,005 % Not Deleeted
Diclplenac Impurity A - NMT 0.2 % Not Detecred
Any unknown impurity - NMT 0.1 % 0.01%
Totul Impurities - NMT 0.5 %4 0.01%
9 Kinneeiene suanmenns
Hapaemanion Npat sunyexy:
Alurandhanay nampin 95% ~ 103% pia 3amsnenol winsroer 150.4%
93% - 105% uin snaienoi sipnkocti 100.0%
Tt repsin BpaTHOCT:
90% - 110% nin 2anpnenoi kigsroeri
90% ~ 110% pig soonmenot o],
Assay Al release;
Paracetamol N5% 10 105% of label claim
Diclafene: sodim U5% o 105% ol label claim MLY%

1{HL.0%
Ag shell lile:

00% to 110%, ol label elaim
90% to 110% ol lahe] claim

Page 1/1
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Plot No. M-3, Indore Special Economic Zone, Phase-TJ, I’ithémpur, Distt. Dhar, Madhya Pradesh-454774 {India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthicare.com
CIN No.: U65929DL1997PTCO85780

AR N 1210FP24000703

10 | MirpoGicnarivim aneroTa® artnnim KinsricTh acpoBix dixpoopramiamis (TAMC): e Gimatte | Me punonyernes
107 KYO/r;

3aramana wipnkicTs Aphyzrropnx Ta nujeencnay ipiGis (TYMC): ne
Gintme 10% KV O/ ’

Biacyruicin Escherichia colf 8°1 ¢ npenapary.

Mierahislogic puriiy* Tatal acrobic micrarpaisms (TAMC) - NMT 10° CFU/g.
Tatal Yeast & Mould Counl (TYMC) -~ NMT 10 CFU/,
Escherichia coli should be absent per 1 g

Not Applicahle

* Kosmpons Mukpefionorinioel iietoTn nporeanTLes gra nepuinx 3 cepifi, notist An8 kool 107 cepii, ao ot pas ua pir,
* Microhinl purity will be performed on first 3 commercinl batehes tergaler ul every |1 hatch or once in A year.

BHCHOBOIK:  Cepin Ne 1004255 ninoninac sussoran MICT PTT MNe UA/7260/01/01
CONCLIUSION: Batch Ne 1004255 complies with the requirements of WMQC RC MNe UA/T260/01701

ALAJI3 BHKOHAD H,_/L DATA o o124
(ANALYSED B\')-//J (DATE)

KonenTapi: pemac
Comments: no

Suapa npo ceptndikanito: «liifcrny 7 amcsinuyio, o uaseAcka sune indopsanis ¢ goctosipnow i Tounon. Un eepin
npoayruil Gy BHTOTOBACIR (MRAOMAI0HE YIRKDBRY / MAPKYBanna) i nposeaenn ourpons i akoeTi iy nnnearananomy
mignpuesersi b nonniil sinuosianecri 3 susramy, 33U CIIMN B YREHiT nacTanons] GMP, saTeepaxeniil Minicrepersom

oxoponn 3faepes's Ywpaiun, i 3 unmoarasn pecorpauiiinnro pocsc wpatuu npianavenns. Tlpororonw supoGmnrsa,
ynaronun ta apanisis Gysm pepernnnyri i noranosaeno ix pinnopinnicrs snsoras Gy,

Certification statement: «On this 1 certify, that the ahove menfioned information is tree and accurate. This product bateh was
produced (including packaging 7 laheling) and conducled for its guality conirol at jhe above mentioned manufacturer
according [o specified in the currenl GMP guidelines, approved by the Ministry of Health of Ulraine, and with the
requirements of the vegistration dossier of the destination ¢country. Records of manufaciuring, packaging and analysis were
reviewed and determined for their compliance with e GV requirementsy.

Kepisnox rpyns xonpomo scoeii
Quality control group manager

I’ T ppisssne " h‘__) Srnie @
{(Name) \ “Medy Shaxmag
[tiamic c;"--l) .

(Signature) 4 C...

* AL s h N
Hara niznucanis A R A

(Dale of signalure)

Page 1/1

YoosHonmieda  ocoa,  wo  3niitenioc
cepraipiranin cepil
Qualilied Person certifying the batch

In'a ra npisenme Cl@;vﬂ (,QA
{Name) oo :
Tlipnnc {\} PN
(Signature) ¢

L)NMU

Ilara nignvcanua i oM
(Date of signature} \7/[4?"




JNEPIKABHA CIYXBA 3 JHKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI
npos. Haaii Ceiranasoi, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IAPIIOY 37079055

BUCHOBOK
NpPo SIKICT BRE3CHOT0 B YRPaTHy JIKapCLKOro 3a¢00y

17.05.2024 Nu 25845724126

DOAHITAH
(HATIMCHY B ATRAPCHROTO 3co0Y 3rizo 3 peecrpantifings nacsiaienong
rabserky, 1o 10 radueror y faicrepi, no 10 6aicrepin y Kapronniil ynakonui
(ropsta MIIYEKY, 03V RS, R DAKYBAHEA AIKAPCLROre 3aco0y) '

Howmep peectpatifuioro nocsizsenns UA/7260/01/01 crpox ait peectpauiiinoro nocsintieria eodmemen i

Cepin nikapesroro sacoby Ne 1003354 Kinukicts snesenoro aikapenkoro sacoby 60
Bimpobinm KYCVYM XEJTXKEP BT JITI, lnais

(Hafistciynanug BHpodiKa AiKapehLKoro 3aco0y. kpaina naXoARCHIH)

Bueseno g Ykpainy Tosapicerno 1 06MEREN0I0 BIANOBIANILIICTIO "Caeadraps JITH',
incir, won: 20075891
(Hafistenymma Ta ko w CAPIOY Jopraol ocod abo npismiie, i e Garnkoni
(OT 0COEH - HEAAPICSRAL T AHCUE NPOAHINIE TA petd pattiiinmii nosep obaikonot
KAPTRH AAATHITKA NOANTKIB 200 Cepist TA HOMEP NACKOPTA)

FEPOTOR0N BI3YANBIOFO KOWTPOIIO Rif 23.04.2024 N2 1354/10.
Jlabhopataprini anaais sxoeri aikapeiroro 36cody Laificne i
Winia JUT "Llentpanbia naBoparopis 3 ananisy AkocTi JKapChKHX 3aco01B 1 MEAHUHOL

npoayk il y seJlenis (mJlbsis, pya.Kymbnapxisenbka,131)
(MABMCHY BRI TA MICUCIHANOLREHHR naGopaTopii, 110 TposeAR NATGOPATOPHMT Ananil axoCTi)

Biienonok GRS AR0CTT Siikapeskoro jacody, wnaamnil saboparopicio bia 17.05.2024 No 105
PeyyApTATH AUBOPATOPHOrO ALY AKOCTI AIKAPCHKOrD 3aC00Y 3 NEPEHIPCHHMH NOKAHITKANT BIANOBINATOTL

BIMOras METOAIB KOUTPOMIO HKOCTT (ANAATTHYHO-HOPMATHRHOT nokysmentani.

39 PEIVIBTATAMI  ACPIRABIOFD  KOTITPO/IO  BeranouaeHo, e mikapenkinil Jacif weeelio B YRpatiny 3

MOL AAKOHOAANCTRA 1040 TaBesneteng AKOCTE AIKaPCIEIN 3co0iR.

e

Muicosa XOJNOOEHKO

(ninnie) (i i npimne)

/& ee 7 OSE S

Rt {/LlO(
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JIEPYKABHA CJYIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

nipos. Hapii Citnnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 370790535

BUCHOBOK
Npo SIKicTh BBE3EHOr0 B YKpaiHy Jikapcekoro 3acody
22.05.2024 Ne 26632/24/2611
GAHIT'AH

(MaHMeHyBatRs TiKapesKoro 3acoBy 3rinHo 3 peecTpaniitnyM NOCRIAHEHHAM)
ra6neTu; no 10 Tagnerox y Gaicrepi; no 10 Gaicrepis y kapronuiii ynakosui

(dopma numycky, 103y BanHs, BUL NaKyBaHHA nixapchKoro 3acoby)
Homep peectpauiitiioro noceizuents UA/7260/01/01 crpox aif peecTpaLiitHOro nocsirdenta HeoOMeKeHHH
Cepis nixapcbkoro 3acoby Ne 1003354 KiNsKicTs BBE3EHOTO JTikapchKoro 3acoby 8820

BupoGHUK KYCYM XEJITXKEP IIBT JITJL, Inais

(HaiMeHyBaHHS BUPOGHHIKA NIKAPCLKOTO 3ac06y, kpaiHa OXOKEHHS)

Bucsero B Ykpainy TopapucTBO 3 00MEKEHOI0 pinnosinansricTio "Tneadapm JITH",
inen. kox: 20075891

(1atimenynanns Ta ko 3a APTIOY jopuantHol ocabu abo npissuine, iM's, no 6aTbkoBi Gisnunol
0cobu - nianpuemMus, i Micue NpoNUBaHKA Ta peecrpauiithuit Homep 0621iKkoBOT KAPTKY TUIATHUKA
ronaTkis abo cepis Ta HOMEp NacnopTa)

IIpoToKON BisyanbHOro KOHTPOIO Bl 22.05.2024 N 1812/6.

3@ pesynbTaTAMM  JAEPKABHOrO  KOHTPOMO  BCTAHOBMCHO, 1O nikapewkuii  3aci6  speseno B Yipainy 3

JAOTPUMAHHAM BMUMOT 3aKOHOAABCTBA LIONI0 sabesneucHis 1KkocTi JKApChKUX 3ac00iB.

Muxona XOJIOJAEHKO

(nimnuc) (iniuianv Ta npizpuic)

ey DAPA
. JI bg
A gigy
Kop 2007
. Ang
(,EI’TM(J)IKATIB

‘Ul'imn‘]

5891
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Kusum %z’mzr};mm Pyt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com

Jtiapesenii aneio: GARITAR
Medicinnl product: FANIGAN”

CIN No.: U65929D1L.1997PTC085780

CEPTUDIKAT SKOCTI
CERTIFICATE OF QUALITY

AR Nz 1210F 24000244
Jlarn ite: 08.03.2024
Tagaeries, na 10 rabacror y Guicrepiyno 10 Gaierepin y rAPTONRINK ynavosi
tablets, 10 tablets in a blister; 10 blisters in a carton package

Ilitoui peonpnu:
Active ingredients:

Pecerpauifine nocsiatenis:
Registration Certilicate:
JHivensist 1o BUPOSHHIT IO Net
Ceprudirar GMP Ne:
Bupodunw:

Aapeca BHPOHHHKAL

Manufactuied by:
Address of manufacturer:

Cepist: No 1003354

Poamip cepiiz 9000 yn.

napaueramoiy 500 mr,
aurnoenary warpite 50w
Paracetamaol 500 mg,
Diclofenae Sodium 30 myg

No UAZ260/00/0%, i 12,0417, Tepatin gif peeerpaniiiinoro no
No UA/T260/01/03, from 12.04.17; Registration Certificate vali
2516112018

0140/2019/GMP

ICyeynn Nearxiep Tuv ki, Luisis

[gor N M-3, Injop Creusedt Ixotiomin 3oy @eia-T1; it
Hpagew, Fin 454774, hgis

Kusum Healtheare Pvi Lid

Ciiueig g HeoGaeKenui
dity is unlimited

wypy Aier, Jxap, Manxusi

Plot Ko, M-3, Indore Special Eeonomic Zone, Phage-11, Pithampur, Distt. Dhav, Madhya

Pradesh, Pin 454774, India

Mara nur.: 0272024

Aty ot 01/2027

Batch:No, Bateh Size: D/M: D/E:
Ne Hazsa poxasunKa Bunorn PeayanTaTn ananisis
Name Index Requirements Result of analyses
1 Onne TaGieTy KalcyA0N0I10T POPML, OPANZKEBOTO KOALOPY 3 Gimanin | Biswoniac
BRPALASHIBIM,
Description Orange coloured capsule shaped tablet with ihite impregnation. Complies
2 Tnentudiranin
apayemastox Unc  yrpusivmanig THKA RApMIETaMOny  fa XPOMATOrpaMax RBiaponizac
l?ll”ﬂ()(i)r'{i(llﬂ)é’() U (,'HI(IH()(I])I)VHlJ.’;'() ]J()ff“ll()l‘l'{:‘7 D'l‘pHM(lNi‘lX 3 YMORAX
RUILKICHORO RITIHANCHI, MAE CIEBRAAATIL
Auicaveenarx nampiio Uae yrpustysanss 1MKA Ankaogeirary HATpIto Ha Xpomatorpamax Bizmoniae
QuRpOBYGaNOZ0 T CIMAIIAPIIIOo POTNIS, OTPIMBHHX B YMOBUX o
}\'illl;l\'iCl'lO]'O BAAHOUCHIL, Mol CHIBNANATH,
HKosmint 2uxid Y D-CHEwi] Guuppdysaitoao pozuiy VORIICH MATIMARCHAYM 11 4 o
48253 ny o Risniend Bue ﬁw
Identification stined i on i a0 g
N HICAl In-the chionsitogram oblained in dssidy (est, the vewention Uy w ‘N%w
Paracetamol principal peak in the st sohtion corresponds to that of the vetci g 0Tl ,2211‘8
time-ol principal peak obtained with Standard solution. - oA
’ o \
. i T thie ¢hiomatogram ohiained in- assay tesl, {he refention time O
Diclofanac soditin principal peak in the test solution correspouds to that of the feteniion o
time af principal peak obtained with Standard solution. *
. vl . . 555 . . % oS
o .‘_Sf” fyedow . Speetram of test solution should exhibit maxima at 4823 nm, Cuiriplies
3 | Cepeansaaca 700 a2 99 700 sy
Average mass 00 mp = 2% 700 ma

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)

KITPAQAONO048/A000011-001

Ph. +91-11-47005147, 40514919, 41010571, 40527575

Page 1/1
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CEPTHOIKATIE

Plot No, M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 017292-258300, Email: info@Kusum.com, Website: www. kusumhealthcare.com

CIN No.: U65929D1.1997PTCO85780

AR N 12101P24000244

4 Crupauicth He Giapnre 1 % 0.6%
Eriability Not more than 1 % B 0.6%
5 | Ouuopimiicrs qoronaunx
01N
Tapayemaniod Bianoniane BuMorav Biznosinae
Jukaoghenar namypas BIAIOBNC HRMOLAN Bianonigae
Uitiformity of Dosage niits
Paracetamol Compiles o regquirements Complies
Diclofenac sodium Compiles o requircments Complies
0 Pozmamannn He Ginnnie 15 X8 07 x 39 cex
07 min.39 sec.
Disintegration Not morc than 15 win
7 Posuunenns
Hapayemanioi He sermte 75% (Q) nigsasmnieBoi kinkocti 30 45 X1 96% ~ 98%
Auaomhenar nampiio He veinge 75% (Q) six rasnienol kinnocri 3a43-x8 95% - 97%
Dissolution
Paracetamol Not less thain 75 % Q) ¢ Tabel claim for 43 min 96% ~ 98%
Diclefenae sodinm Not less than 75 % (Q)  of i for 45 min. 95% ~97%
S Cyuponinni qumimicn A-aniiroienon - ne-oimane 0, He nusinneno
d-nitpodenon = e Giavtme 0,1 % He nnsngeuo
d-xaopuueranizi - ne Glavme 0,003 % Ie muanneto
Jlosimka A jmxaodenaxy - e Giiniie 0,2 % He pussieno
Byk-sika neienraivondim qomina - ie Giapnie 0,1 % 1,005 %
Cyma aoMintok - ue Ginpoe 1,5 Y 0.01%
Related substances A-arino phenol - NMT 0.1 % Not Detecled
4-nitro phenel ~NMT 0.1 % Not Detected
4-chloroacetonilide = NMT0.003 % Not Deteeted
Diclofenac Jmpurity A~ NMT 0.2 % NotDetected
Any unknown impurity = NMT 0.1 % 0.005. %
Tatal Tmpuritics - NMT 0.5 % 0.01%
9 Kinpicicne BI3nauesHn
Hapagemasiox [Tpn nunycry:
Juraodienar nampin: Q5% - 105% #iaUmaszeoT Kisnkocr 100.2%
035% - 105% ni saaBaenol Kiskocti
Fa repain uphaarnoeTs:
00% - 110% rin sanpaciol kKiaskoeri
90% — 1108 pix 2asracyol KEABKOCT,
Assuy Alrelease:
I -Paracetanio! 959% 1o 103% of Tabel ¢laim
Diclofenac sodium 95% 10 103% o f label ¢laim
Atshelllife:
90% to 1 10% of tabel claim
90% to 1 T0% of label claiv

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

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumbealthcare.com
CIN No.: Ua592910L1997PTC0O85780

AR 1210FP24000244
10 | MixpoGiosorinma unerora® | Barannua kiankicns acpobuix stikpooprauizmis (TAMC): ne Ginete | He BURORYETHCS
107 KYOh,
BAFANLIA KLTLRICT S APIEORIN Ta I cerernX Tpiiin (TYMC) e
Giupwe 107 KY O/
Bineyyiticrs Escherichia-coli v 1 npenapmy.

Microhiologic purity® “Tolal aerobic microotgariisms (FAMC) - NMT l,():‘ CrU/e. Not Applicable
Total Yeast & Mould Count (TYMC) = NMT 107 CFU/g. Not.Applicabie
Escherichia coli should be absent per 1 g.

# KOHTPOAL MHKPOGIOAOTTHHOT HHCTOTH NPOBOANTLCS 1A NEPIIHX 3 cepiil, noriv i xokuol 10-Tcepii, a6 0L pa3 Ha PIK.
# Microbial purity will be performed on first 3 commiercial batehes thereafier at cvery 10" batch oronce in a year,

BHCHOBOI:  Cepin No 1003354 sinnoninac suaoray MIKSE PIT Ne UA/T260/01/01
CONCI/,USION: Batch Ne 1003354 complies with the requirements of MQC RC Ne UA/7260/01/01

K
P

pl A .
AUAINS BHKOHAB JATA 0@ Ul\% 1-*~1
(ANALYSED BY) _ (DATE)

Kovenrapi: nemae
Comments: no

Jussa npo ceprndixaiiio: «IHEHHM 51 IRCHATYI0, U0 ABecIA BUIRe gapMain € XCTOBIPHOIN 1 TeUIoio: Thst eepise
UPOAYKUT ByJa BHTOTOBAERA (BRUIOUAIGI YHAROBRY / Mapiysanist) LIPOBEAEHO KOUTPOAL 1T sTROCTT 1 BRHLCITaAIHoMY
minupreMeTsi B nonHil BIOBIAHOCTT 3 BHMOTAMY, 3A3RAUCHINE B 41T wacranosi GMDP, saTsepaxeniii Minicrepersom
oxopony JA0POR'T Ykpaiin, § 3 BHMOramm peccrpaniinoro jocke Rpai npussapenns. TIperokens srpoSuruTsa,
ynaxosin Ta ananizis Gyau HepErasRYTi | BeTanoBAeHo IX BiANeBiAIcTL BHMOTAN GMP»,

Certification statenent: «On this I eertity, that the above mentioned information is true and accurate. This product batelr was
produced (including packaging / Jabeling) and conducted for its. quality control at the above mentioned manufacturer
according to specified ip the currend GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination country, Records of manufacturing, packaging and analysis werce
reviewed and determined for their compliance with the GMP requirements».

Kepiseuk rpyim KORTPOIne aroc, Viosnoraikelia  ocoda,  uw  3uiicHioe
Quality conlrol group manager . cepmidikauito cepii

Qualified Person certifying the batch
fa's Ta pissnie ]

"y - <
(Name) Tarts ra npisuiiue ¢ ,5/(3&5,1\,«..«/_\ k_&,,LLi,ﬁﬁ.’<-'»n»
ITiamie (Name) £
(Signature) Thimce i //( ,le_///
JIaTa nAnHCanTs (Signature) ) 3 /?//\.wwl—\
(Nate of signature) Jlaramiuncanns i ‘y(),Q;OZ '

(Date of signature)

Regd. Qff.: D-158A, Okhla Indl Area, Phase-I, New Delhi-110020 (India)

RITPAIAG004$7AN00011-001 Ph, +91-11 41005147, 40514919, 4101 Or:)r/'l, 40527575 Page 3 of 3
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NEPIKABHA CIYIKBA 3 JIKAPCBKUX 3ACOBIB
TA XOHTPOIIO 3A HAPKXOTUKAMMUW v m. KHEBI

npon.. Hagii Ceitimunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kop €APTIOY 37079055

BHACHOBOK
Opo uKicThs BBESeHOro B Yipainy sirapesicoro 3a coby
15.10.2024 Ne 53816/24/2611
GAHTAH

(1afiMeHY DARHA NikapetkoTe sacoly 3rinuo 3 pecerpauiiinm nocnmuunmu)
pabneren; no 10 Tabaerox y Gaicrepi; o 10 Gaictepin y wapronniii ynarxosui

(qropMa nunyexy, JOYRBLIA, B NOKYBAHNA MKUPCLKOrD 30c00y)
Homep pecerpanitinoro nocsinuenns UA/7260/01/01 ctpok nif peccrpanitinoro nocsinienns HeotMenteHHH
Cepin nixapesxoro sacoBy Ne 1004247 inekicTs noeicnoro fHkapekroro sacody §722

BrpofrAK KYCYM XEITXKEP OBT JITH, funis

(uniiMerynaia supobikkn nikupcuicoro sacody, kpaina noxomxcmm)

Topapuerso 3 06MeKeN010 BIANOBIAATLIICTIO '"]‘nem[mpm JITar,
imen. won: 20075891

(unﬁmnynauun 7o xo4 3¢ CAPTIOVY iopaanunol acaGh 160 npianHoie, 1M', No Gaveloni fHasuHoT
ocofH - nianpuesas, i Micue NPORHRLHII T pecerpauifiiyii nosmep oGnikonoT XApTKH NASTIKKA
£ noprKin 6o Cepis & 11OMEp NACHIOPTA)

Baszeno B Yipainy

Ja peaynbTaTani nepmunnom KOHTPOMIO. DCTAHOBAEHD, 01O .nih'a'pcbxuﬁ 3aci6. moeseno B Yipaigy 3
JOTPHMALIHST &3.,:3 xHx 3acois,

Hasiansuu Murona XOJIOAEHKO

{nocopon '306 oprs _j,m.p.jlqnnor ﬂo_g : m' i z {ipiniam ra apizmnie)

-
2
3
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Kusum Healthcare Prt ld.
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CEPTHMIKATI

Plot No. M-3, Indore Special Economic Zone, Phase-1l, Pithampur, Distt, Dhar, Madhya Pradesh-454774 (India),
Th.: 07292-258300, Emaili infé@Kusum.com, Website: www.kusumhealthcare.com

“dlirnpenruii ancifi: GAIITAH
‘Medicinal prognet: FANIGAN®
Aioud pevvonin:

Active ingredients:

Pecerpamiitue nocrinuantin
Registration Certifsente:
Jineisis wa nupoduuuise Ne:
Ceprodhinar GMP N
Bupobium::

Anpres sipofinsiat

Manlactured by:
Address el manufacturer;

Cepis: No 1004247

Touaip cepil: 9000 yn.

CIN No.: U65929DL1997PTC085780

 CEPTHOIKAT SAKOCTY
CERTIFICATE OF QUALITY

A AE 212108 P21000703
s fDade: 10,07.2024
Tadpetri, 5010 Fabaeraw y Gaicrepi; neo 10 Gaicvepis y wapionuiii ynavoesul

1ablets, 10 tableis in a blisters 10 bilstevs in n carlon puckage

napaILTIAMOLY 5002ty
auraohenaky narpig S0 mr
Paracetamol 500 mg,
Diclofenac Sodinm Sl mg

. Ne UA/1260/0 1701, win 12.04.17, vepati 1iT precrpmsifinoro uocuintenns meobuemenni
No UASTZ60/01/01, Trom  12.04.17; Registration Cerfificate validity ts unlimited

251612018
070/2023/G P
Kyeys Xesrxueep nr Hra, lngin

1Ty Ne pM-3; Innop Cnewen Iconomii oy, ®efis-11, I‘Ii"f:mn)‘|).1[it:‘r. Anap, Misis

Npapews, Mo 454774, luain
ICusum Healtheare Pyt Led

Plot No. M-3, Indore Special Econamic Zone, Phase-11, Pithampur, Distt, Dhar, Madhys

Fradesh, Pin 454774, Indis

o nisr,s 0672024

Jliicamil zror 0572027

BatehtNo. Batch Size: DIV D/
N Hazea noxaannra Busorn Peayau ©iTi mimaizie
MName Index Requivements Result of analyses
1 Onie Talrerky kancyronomiGnol dopan, epatrenoro kenwopy 3 G | Bianoizie
RRPATINCHEAME.
Nescription Orange catoured capsule shaped tabhet willl white impregnation. Complics
2 Inenradisatis -
Hapmemedson tac yrpumyRamls  unhm  napauetaMony  na xposarorpasas | Biunosiiec
ynApRGYRanare Th CANSAPIINGD PUIIIG, OTPIMMEN & YMORIN
l(iJlbliiUllOTD DILAIANCTING, Mae Cl'lil!ﬂll]lﬂ'l'll-
Fliiadihen swainpie Yae yrpixemon ise ouinadenary naTRO i xpesidiomana | Biamouizae
RUUPOBYAMINZG T8 eMandapnioce pointic. GTRHNAINY B YaOEIN
HiALKICHOTO BIS3NAMCHHE, MIE CHEBIRLGILH,
BT I %7 g . : - . s
Rugnenir 2exid Yb-CICKTR Gpolysavey posiine ORHICTE MATIE AHRCHN ¥ T N
1 48243 Binnoniaac
Identifieation In the chromatogram. obfained in assay dest, the reteation 1ime of P
Paracetamol principal peak in e test solution corresponds 10 WAt vl the relention emplhes
time of principal peak obtained with Standard solwion.
S " JIn the chromatogram obtained in assay tes), the retention time of Comutt
Dielafesae sodiun principal peok in the test salution corresponds (o that of the retention | “OMPHES
{ime of principal peak obtained with Standard solution. o
| Bnsetaetlow, Spectrum ol test soluliviy should exhibit muxima ag 18253 nor,
3 Clepesust paca F ek 2 %
Average mass Formp £ 2%

Page 1/1
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Kosum Healthcare Pot. lid

Plot No, M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292:258300, Email: info@Kusiim.com, Website: www.kusumhealtheare.com
CIN No.: U65929DL1957PTCO85780

AR, N 1210FP24000701

4 | CrapanicTs He Ginvine | % 0.4%
Friahility Not moie thah-] % 0.4%
5 | Onnopinniers gozopunny
_ LT TTTTIRN _
" Alapayentasion Bignosioue BHMOras | Bianonizac ‘
Suwadronar uampun Bianorine nnmoran ‘Binnonizue

Uniformity of Dosage units

Paracetomot Compiles o réguirements Complies
. Biclofenac sodiuni Cornpiles 14 requirements i ioisie o) - Complies
[} Poanasannn He Gintwe 15 xn 11 XB 45 cex
11 mind3 see.
. Disintegration Mot more than [5 min
7 PoasvinciHs
Alapayemanion He sienne 75% (Q) win snesenof kinnxoceti 3a 45 xn Y6% - Y7%
Hucradienas nampin He smemme 73% (Q) s saganenol miankoer 30 43 xB 0% - V6%
Dissohution
Paracatenmid ‘Not |ess than 75 % (@} of label claim for 43 min V&Y% - 9T%
| Piclafenae sodinm - Not less thun 75 % (Q) _of Ishel claim for 45 min: Y4% - 6%
] Cynpoiiani aonimen 4-aninadicizon — e Ginmne 0,1 % 0.01%
A-yirpmdenour = ne Giapine 0.1 %4 He spanneio
J-xnopageTiiinga — e Gimane 0,005 % e npstinesto
Hoariwsn A gucavienacy — e Gintne 0,2 % Ie mnanei
Byitn-nxa neivenvsupiconang gosminmg - ug Gifine 0.1 % 0.01%
Cyva aoMiimok — ne Ginuie 0,5 % 0.01%
Related substances { 4~amino phenol - NMT 0.1 % 0.01%
4-nitre phenol - NMT 0.1 9% Not Deteeted
d-chloroacetonilide - NMT 0.605 % Nat Detected
Diclafenae Impurity A — NMT 0.2 % ot Detected
Ay unknown impurity ~ NMT 0.1-% 0.01%
Total Impurities - NMT 0.5 % 0.01%
9 Kinsiicne vpanauensn
Hlaparemasion [1pu minyery:
Huerodenar nampin 93% = 105% nizx zaqrnened giaswocri 100.3%
95% — 105% oix annacunt sinLkocri 09.8%

112 Tepmine npIATTRYET;
QO = 1 10% Ria suERRCHOT KinbrOCH
90% — 1 10% skt spsanenol kixnkoe i,

Assay Atrelease:
Puracctuiiol 95% to 1137 of tabel claim
BDiclaferac soditmi- 93% 10 105% of tabel claint 100 3%.
99.8%
AL shelf life:

Y% o 110% of Tabel cliim
G0% 1o 110% ol label claim
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Plot No. M-3, Indore Special Ecohomic Zone, Phase:11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (india),
Ph.: 07292-258300, Email: info@Kusum.com, Website: wwiv. kusumhealthcare.com

CIN No.: U5929D11997PTC085780

AR NET12T0FP24000701

10 | Mikpofionering unerera®

Microbiologie purity*

Juranpn gissiders aepoGmix vixpoopranisain {TAMCY: ne Ginstue
103 1KY O/r;

Fardmuua kinbRicTs ApiAKOIIE TA nifcenenx 1pusis (TYMC): ne-
Sinuwe 100 KYOIr;,

Bineyrnicrs, Escherichia cali n-1 r npenapary.

“Folal ncfobic mieroarganisms (TAKMC) - NMT 10° CFU/g.
Total Yeast & Mould Comnt {TYMC) =NMT 10? CFU/g,
Eseherichin coli should be absent per g,

He enkonyeToes

Mot Applicahlé

# KonTpois MHEpeGionoriMHoT wierent upopbrTaes AR Nepiux 3 cepift, noviM ars xemiol 10-1 eepil, nbo omvn pad na pik.
# Microbial purity witl he perfornied on frst 3 commercial batches therealter at every 0™ batch or unce in o year.

BHCHOBOK:  Cepin No 1004247

nianouizac misroras M PIT.Ne UAS7260/01/01

CONCLUSION: Batch Mo 1004247 complies wilh the requirements of MQC RC MNe TJA/7260/01/0)

AHAHBBHKOHABdf//f
{ANALYSED BY) “‘)

Komentapi: tiemat
Comments: no

Janea npo cepTndiraidio: wllificnny s aneoinuyo, we ninegena puule mbopnanis £ gocrosipineto I rounoio: Ln cepin
mpoayrull Syan nuroronsens (BRMOIAION N YNAROBKY / MAPKYBRAININY | NPOREAID XONTRONL. T AK0CT] KA BRLEITATIIONY
nianpuesverni e nonnift sinnosianoeri 3 s, 333EAUCHIMH B unnuist wacranoni GMP, sarsepameniii Minierepersont
vxopol 3gapon'st Yipaiuu, i 3 BUMOUAMH PECCTPANINOTe JI0CLE KPATHH NPH3HAMCHAN. IMpovoeruny BHPOGHIIITE,

JIATA {0 ] o1f psiy

(DATE)

ynukonKy Ta-aRaAnitie Gyan neperianyri i seranonaeno Is inuosbuiicTs Ruatnrast GVITa.

Certifivation statement: «Ow this T certify; that {he above mentjoned informaiion is true and geeurate. This prodiict bateh was
produced {including packaging / labeling) dnd conducted for its quality control at the above mentioned manuiacinrer
according 1o specified in the curresit GMP puidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of (he destination country. Records of manufactering, packaping and analysis were

reviewed and determined for their compliaance with ihe GMDP requiremeniss.

Kepisnu rpymi kenrpomo agoeTi
Quality control group manager

flisanc
(Sigunatuie)

Hara ninnseania
(Date of signature)

VioRHosadieis  ocoly, o
ceprrpikaniio cepii

aniiicinoe

Qualificd Person cenifying the batch

Tw'y ra apizinme < ; i £
(Naimce) Q—U\é—%@:‘f\ &“f}&\‘{‘“\@\ [at's va npizpume

Jlara ianHcanyuy

{Date ol signature) ALk

page 1/1
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JEPKABHA CHVIXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KHEBI

npos. Hanil Ceimnusiof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon CHPIIOY 37079055

BUCHOBOK
npo suKicTL BBe3enoro B Yrpainy jikapesroro sacody
13.03.2025 Ne 129221252611
DAHITAH

(nativenyBaiin TiKapehRoro 3acoly Srigno 3 peecr PN HOCHT RUETHIN )
Tabuerien; 10 10 Tabnerox y Gaictepi; no 10 Haicrepis y xapr oHHiii ynalcosul

((hopma BEAYCKY, HO3YBAHHS, BUI NAKYBAHHAS NKApCsKOre 3acoby)

Howmep peecrpauiiinoro noesimienns UA/7260/01/01 erpox aif peecrpanifinoro nocsigsenti neolMexeHuH

Cepin nikapeskoro sacoby Ne 1004981 KinskieTs BBE3EHOO AiKApchKoro sacoby 8734
Bupobuuk KYCYM XEJITXKEP BT JITT], Tunis

(nai’mcuynaﬁnz pHpolHUKa ATKapeLKOTO 33COBY, kpaina NOXOIBRCHR)

ToBapueTno 3 00MEKCHOIO BIHOBIIAIBHICTIO "Tacadapm JTAY,
inewr, ko 20075891

Baeseno B Yrpainy

(nmmuwuamm ta Kozt 32 EIPTTOY ropuamnsol ocobh 460 apizarie, M, no Barsroni (isuaiol
0epBi ~ HiAIpreMIlE, T Micue TPORUBAIE TA PEECT pruifhnai nopep oGaikoBol kAPTHA MAFTHIKA
GOAATIEE a00 COpieTa HOMED HACTIOPTA)

Mpotoicon pisyaubioro kourponio rig 13.03 2025 M 8037/01.10-25/2.

<

30 pesyinTaraMp  JICPKABHOTO  KOHTPONIO  BETAHOBASHO, O sixapepkpii  paci@  msegeno B Yipaly 3

AOTRAMAHHIM suMor 3JaK0R0JABCTER HIOAO zaGeanesenig AkoeTi AikgELhaN 3acebin.

Muxona XOJIOHAEHKO

fxce,,,ggﬁiﬁmc) " (inidianm ta npize s}
K,
Kog 20, 07 L‘é““”n P
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CEPTUDIKATIB

Plot No. M-3, Indore Special Economic Zone, Phase-1], Pithampur, Dlstt ’Dhm Madhya Pr adesh-454774 ( [ncha)
Ph.: 07292-258300, Email: info@Kusum.com, Website: www., kusumheaithca}e com

JHxapesnit sacit: DABITAH
Medicinal product: FANIGAN®
Hijoui pesormns

Active ingredients:

Pecerpauiitite mocsigueuns:
Registration Certifieate;
Hnensis wa supoebumyrsoe N
Cepradirar GMP Ne:
anm’@mm:

Anpeca BUPOBIAKAL

Manufactured by:
Address of mahufacturer:

CIN No.: U65929D1,1997PTC085780

CEPTUDIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR Ne 1 1210FP24001065

Hara /Dater 16.01.2095
Tabseriw, no 10 taaeror y duderepis no 10 Saierepin y waprouuiit yoaronul
tablets, 10 tablets ina blister; 10 blistersin a carfon package

HAPAHETAMOTY 500wy
anxnodienaky natpiro 30 mr
Paracetamol 500 mg,
Diclofenac Sodinm 50 mg

Xe UAS/7260/01/01, win 12.04.17, repmig &if pecerpaniitnere pocsienng neodremenni
Mo UAJT260/01/01, from 12.04.17; Registration Certificate validity is unlimited
25/61/2018

1352024/GN P

Kycys Xearxicep et Hin, Digin

Tl No WE-3, Tn aop Cnewen Ikonomin Joyn, Geiis-1ll, Mramyp, Aicr, xap, Manxus
ITpaném, Thits 4547, Tuxin

Kusum Healthenre Pyt Lid

Plot Mo. ¥-3, Indore Special Economic Zone, Phase-11, Pithampur, Bistt. Dhar, Madhya
Pradesh, Pin 454774, Indin

Cepis: N 1004981 Poanip cepii §794 Hara sur.: 1072024 Aiftenndt no: 09/2027
Batch:No, Bateh Size: D/M: BIE:
Mo Hassa nmagasumg Bumory Peayabrary ananizis
Name Index Requirements Result of analyses
3 Orrie Tuteny wapcysonoaiBue! gops, opawxenorg cmjummpy 1 Ol | Bianosinar
FTE FM
Description corlonred capsule shaped tablel with white impregnation, Complies
2 Ineurnthinanis
Huapenpemasion Yat  yrpusysaiog  nikd  BApANETEMOAY DR XpoMararpasax | Bidvosiaae
BUHGGY 20 D CHlaGaRITHORD. pOsamiie, OTPHMEIHE B YMOBAX
RiABKICHOTD BRINAYEH IS, MaE cniBiaiaTi.
4 Ahucroghenar nampho Hag vapiiviveaeng niva ankaodonaky Harpio ua xpomarorpasax | Bianbnizac
' GHAPOIYSAHOZ0 T CIARdQEMReZD POSHIRIG, OTPIMAARY B YMUBAN
TR KICHO D BHIBAYSIIS, MAC CRIBRARATH,
HKogmudi saxio Y drenertp suipoysanoeo posuiiy HOFHHCH MATH MAKCHMYM DI o
48253 W Binnopiaae
I}“L”m”“““m I the chyomatogram oblained In assay test, the retention time of | o
Paracetamot principal peak inthe fest solution eorresponds to that of the retention | Complies
inwe of principal peak-oblained with Standard soluten.
, ) i the chromatogram obitained fn assay 16t the weténtion tme of |
Py g ¥ . . iy e P o B < . 5 s v
Diclofenag sodiin priveipal peak in the test solution corresponds 1o (hat of the refention | Complies
timie ofprincipal peak abtained with Standard solution.
Sunget yellow Smuum of west sotution should exhibit yaxima at 43243 am. P T
g " o Tr
3 Cepeiun sach - 7 : A R N
Average nrass S JLB98 me
B . 2 ARy
ﬁ/i/ TOKYSE TS
<
ML E 3 [ \ M
Regd. Off D 1‘38A Okhla lndl Area, Phas&l New Delhx % 020 ([nc a
F9T1 -4 / 919 75
KHPAOABDH08/A G001 1-003 H 1 110051 }/ ‘I‘O 1 1 )1) 1]0 0‘77 9/ e




althcare Pet [

Plot No. M-3, Indore Spegiai Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: U65929D1.1997PTC085780
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Uniformity of Dosage units

Paraceteanal Compliles to requirenmients Complics
Diclofenae sodion Compiles 1w requirements o Comnligs
6 Posnananus He Oiape 15 X ) 06 xm 32

06 min. 32 sec.

) Disintesiation Notmare than 13 min
7 Pasunnenns ‘
Hapayemason He memme 75% (Q) vl sanpaeno’ gigpxoeri 3943 %n 96% - 99%
Hwaadiesiar 1ompiio He wenme 73% (Q) pia sanmuenof ginpkocrt 36 45 xu G6% - 99%
Dissolution
¥ Not less thant 75 % (Qr of label claim for 45 miji 96% - 99%:
Notless than 75 % Q) of label ¢laim for 45 miy. 1 96% - 99%
8 Cytipopianiaomipkn d-adrimodenon - 1o Gianme 1 % | He pugmacso
‘ Jerppodenos - me Slanme 01 % | He nusmneng

dexgopaneraniaig — e Giapioe 0,005 % He spaiena
S A ppaode e .2 9% Fle puanacha
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Related suhstances .1 9% Nt Detected
WMT D % ‘tected

ontfide — NMT 0.005 % NotDéteoled

* Fpurite A — NMT 0.2 % Not Deteeted

vimknown imparity — NMT 0.1 % Belew disregard limil
Total Impuritics— N1 (.3 % Not Detected
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10 | MigpoSionorivng gucrota?

Microbislogic purity”

| Sarankia kiaebriersaepofuux mikpoapragdsyhs (TAMC): ue Slmc
103 KY O

Baranbua ciapkieTs Apixprosnxra nricenerx Tpudis (TYMCY: we
Binpine 107 KV.O#r;
Biacyruictsy Lscherichiv coli b | v npenapary.

: Total aerobie microorganisms (TAMC)— N8MT 10° CFU/g,
Total Yeast & Mould Count (TYMC) ~ NMT 102 CFU/g.
Eschyrichia coli should be absent per | g.

He BHKOHYETHCS

Not Applicable

* Microbial purity will be performed on first 3 cormmercial batches thereafter al every 10 batch or ance in a year,

BHCIHOBOK:  Cepis No 1004981
CONCLUSION: Batch XNe 1004981

AHAJIS BUKOHAR //Lj
(ANALYSED BY) =~

Komewrapl: nemae
Conumenty: da

pianoBizac suaoras MK PIT Me UA/7260/01/01
complies with the requirements of MQC RC Ne UAT260101/01

JIATA

(DATE)

U SepInes. 3 ecpif, oy s wosaol 1041 cepil, aBo oz pag na plk,

el vens

Sastea npo cepribivanhor «Jliieunn s saesiinyio, IO MaseaeHa sue inpopsauis © geeroBipiow 1 Tounore. g ceplg
HPOAPKE Byad Buroronaena (BRIIGUAOTN YIAROBRY / MAPRYBAamus) | HPOBCXCHO KORTPOAL ¥ sxocr] Ha BHINCITAAAHOMY
nirpEemerni B 00pRil BIATOBIANOCTI 3 BUMOrAMH, 3A3NAUCHITNN B O BTHEIE HaeTanosi GMP, sarsepuaeniit Minicreperzom
oxopon 3uopos's Yrpalug, 1 3 BUMOraMH peecTpanfiinore aocke Rpaimn npusavends, Hporoxoa Bupodnuntha,
yHagosry ra ananisin Syaw neperamityri 1 seranongeno ix pianopiaicrs sumoram GMPy,

Certifieation statement: «On this 1 cerfily, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / labeling) and conducted for ity quality contrel at the above mentioned manufacturer
according to specified in the carrent GMP guidelines, dpproved by the Ministry of Health of Ukraine, and with the
requirements of tre registration dossier of the destination country. Records of manufacturing, packaging aud analysis were
reviewed and deterntined for their compliance with the GMP réquirementsy,

Keplauuic rpyrin KOWIPOIIO AKOCT
Quality control group manager

Iv's e Bpi2evC
{Nane)

MHanuc
(Signatnre)

Jlara ptanucanna
{Date of signature)

Ynapnondacerna ocoba, o
ceprudixauin cepil
Qualified Person certifyiy

Tat'ss v nipizRHIE
{Name) £ .
isiue ;KO\{ e
{Signature)

Harra nipnwucanug
(Bate of signature)
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