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Flot No. M-3, Tndore Special Economic Zone, Ph
Ph.: 07292-258300, Email:

Hicapeswnit sacie: JIKAOTOR®
Medieinal product; DICLOTOL®
Hirou pevopunn
Active ingrelient;
Pecerpastibine OCBI/Y CHin
Registration Certiticate:
Jitenais in BHpLBithuTEE No:
Ceprudiner GMP Ne:
Brpoluni:
Anpeca BapoGimy;

Munufactured by:
Address of wmanufactnrer;

Cepistz Mo 1002717
Bateh:No.
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Unifortity ol dosage unit

Poavnueiiy

Dissolution Not
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Assay

KI"!P:’OA;’G{)UO%.’A#)O()OI 1-000

Posmip cepit; 12000 YIF,
Batch Size:

sollivn a3 obtained under assay,
Ler+59 (8.95r~1.05 .

) !:Og&..)"_’/u{O.ng
AV=L, ne LI=13.0

AVZLI, wWhere Li=is5.0
He menme 80 ‘)g (Q} mix 3
(CraHhCLNOY 24 15 XBUIHH,

lesg
(CratICLNG,) dissolved 11 15 minates.
Hpu stinyery: "

95,00 - 105,90 mrsr

95,00 % - 105,00 % Bij Resmae
Han mepaiin Y RO O
90,00 -1 10,00 xir/r

20,00 % - 110,00

Fintsl produey:
93.00 - 105.00 map/g
93.00 % - 105.00 % of labe| claimr

Sheff Iife:

98.00 = F10.00 ma/g

90.60 % - 110,00 %, of labe! claim
T I RDC claim

Regd. Off. D~158.A, Okhla Indl. Area, Ph
Ph. +971-7 1-41005147, 40514919

ase-II, Pithampur, Distt, Dhar, Madhya Pradesh-454774 (India),

i'ufc'(é)Kuslmu:om,= Website; www.Kuswuinhealthcaro.com

CIN No. U65929DL1997PTC085780
CEPTHDIKAT SKOCTY

CERTIFICATE OF QUALITY

AR N 1210123600899
Aara iDater 15.12,2023

B RUpTonmiil ymacenni )

i carton package)

(rpanyan 106 me,no i rp cawe; io 20 eange
{granules 100 mg, 1 g in sachet, 20 sachets in
auexnodenaxy 10,0 ane
acecléfenac. 160.9 mg
Ne UA/12364/02/01 Big 16.05.2022, Teparin 1Y peeeTpanisinorg neesigaenn; 16.05.2024 PoRy
N UA/IZBGW{)ZM!, from 16.05.2022; Registration Certificate valid 1in: 16.05.2027
25/61/2018
(40/2019/Gv p
Kyeyn chrx:cep P Mg, Tunin
Fror No M-3, lugop Criemen Ironomin Joyn, deis-IJ, iTivamny
Upanewm, Nin 454774, Inpin '
Kusum Healtheave Pyt Ltd
Plot No. M-3, Indore Specinl Econgmic Zang,
Pradesh, Piy 454774, hadin

Py e Jixap, Majgxes

Phase-H, Pithampnr, Distr. Dhar, Madhya

Hara war.: 11/2023 Ridteauii no: 1072025
bB/M: D/E:

e e

Bumorn

Pesyuvrary ananisin
— Tests . Requirements - . Resultsy
Gig Binaro afio sufime Bizoio KOALORY Fpapya, Blarosizae
Description _ White 10 off white grannles. ) . . | Cump]ics_ﬁ_m_u
Hennabicamiy Yac YIPHMYBRUEA  Tijkcy auckiofenary  ma XPOMaTOrpami Maneeigac

Aoeniakysaiioro Posuiny simrosigae wacy YIpuMyBAm nixy o

NPOMETOIDAMT  craugapriorg posany, orpusanoro p ynonax

KinLKicHoro MIsnICHn .
Identification

The retention time of the Aceclofenac peak in the chromatogram of Complics

fest selution is concordant o it in

the chromatogram af standard
—————

. .

~1.05 ¢

Bisnoninae

Complics

e e e
ARAEH0PO BMICTY m.!.ch',fm(jmuzmy

than 80 % QY of label  claim ol Aceclofenge

——

102.84 suvr

Ure nuicry 102,84 %

% 8iu sasenenorg BAHiCTy

102,84 mgrg
102,84 94,

ase-I, New Delhi-110020 {India)
, 41010571, 4527575
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Plot Nu. M-3, Indore Special Economic Zone, Phage-II, Pithampur, Distt, Dhar, Madhya Pradesh-45¢774 (India),
Ph.: 07292-258300), Entail: info@Kusum.com, Website; www.kusumheaithcarevcom
CIN Nao,: U65929DL‘1997PTCO85780

Tipu rf;m.;-'cxy:

HAominzxa A: se Ginpure 0,5 %;

HaliGinuura neigenmdiconann ROMilKa; ne Ghmye 0,2 %;
Cyma gominon: ne Ginbme 1,5 %

Sud mepariay npndasiocmi:

HoMinika A e Ginee 0,8 %,

Haii6insma Hciﬂmrrmbizconmfa AOMIIKA He Ginyiye 0,2 %:
Cyma a0Mimok: ne Ginpwe L5 %

Hixue mexi nnssavesns
0. I‘%)
0.1%

Finish product:

Impurity A: NMT 0.5 9;

Max. unknowni impurity: NMT 0,2 Yo

Totl impurities; NMT] .5 %

Shelf life:

Impurity A: NMT 0.8 Y%;

Max. unknown impurily: NMT 0.2 Yo,

Tolal impusities: NMT1,5 9 o
Jaramnaa kimxicrs AePOGHHX MIKPOOPrawiamin {TAMC) 1re 6janme
YQom ‘ _

Baramsua xinexicrs, APDKIKORAN Ta mEceneRK rpuGin (TYMC) nie Ginpue
1P KY O,

Bincyrnicey Escherigliia colig Iy penajiry.

Relted substances

Below disregard limi
3.1%

0.1%

g

MikpoGioaoriym
aeToTy

Total aerobic microbigl caunt (TAMC): NM 107 CFL)/p.
Tolal comhined yeasts/mouids gount {TYMCY: NMT 192 CFii/g.
- ii'_sc!zeriglu‘rr coff absentper | p,

L T e o e : T 100 v o
* Buipotyranay MikpoBioiorine] wrerorn FPOBOANTLES JUIT HepUINX 3 CEpif. DoTi A4 wooaroi 10-7 cepiv, atio oni Pai na pi.
* Microhial Purity will be performed gn firse F commercial batches thereatler at every 10% bateh OF Lnce in a yeéay.

Mierobiclogica) purity®

BHCHOBOK: Cepis Me 1002717 BLAOBINAE BHMOIM MK PIT Mo UA/12364/02/01
CONCLUSION: Batch Mo 1002717 complics with the requirements of MQC RC Ne UA/I2364/02/01
AT PRy it

AHAJI3 BUKOHAR - HATA ¢, L
(ANALYSED BY) ﬁ e (DATE)

i
VE
Komentapi: nemae
Commeids: no

3aava npo cepridikaniio: «Riicnnn g 3acBinuym, mo UABCNECI G BHIge inopamanis e Aocroeipneio i tounero, st cepis
TpoayKuit Gyaa  suroromnens (Brtovs1pgn ynarosry / MAPKYDAINA) | TPEBENCND  KouTpONE T HAK0CTI na
BHC3raManony nianprcsersi g woBniH Bianosiynocri 3 BHMOFAME, 303MAYCHTMY B MHHNIR nacranop; GMP,
INTBLEP e HEf Minicrepersom oxopeun  sgopoer's Yapainp, | 3 BHMOTa NI PECCTpanifinore. poepe Kpai
npsatenns, Mpovoxouy BUDODHMITED, yRakoBKH TA auanizis Gyan fiepernsny i i Beranosseny iy Rignosiguiery,

BrMOrast GM Py,

Certification siatement: «On this | certify, that the abgve mentioned information is true and aceurate, This product
batch was produced (including patkaging / labeling) and conducted for irs quality controi at the ahyye nenfioncd
manufactyrer wccording to specified in the cuirrent GMP guidelines, approved by the Ministry of Hemlth of Ukraine,
and with fhe requirenients of the vegistration dossier of the destination country. Records of manufaciuring, packaging
and analysis were reviewed and defermined for thejr compliance with the GMP requiremen sy,

Regd. Off.: D-158A, Okhla Indi. Area, Phase-I, New Delhi-110020 (India)
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Kepisiy TPYNH koHTpomo sxocri
Quality contrpl group marager

I's 1 npissnme

(Name) (g 11y, L[Ik‘-—{\
Miamuc ]
(Signature) \:\L_,-—""'
Aera nimcaning TE 4200
(Date of signature)

Kepisynx rpYnn kourpomo skocti
Quality contrg! group manager

Plot No, M-3, Indore Special Economic Zone, Phase-
Ph.: 07292-258300, Email: ; nfo@Kusu
CIN No.: U6592911,

Regd. Off.; D-1584
RHPAAD00048/A00001 1.000  Ph. +91 -11-41005147, 40514

. Okhda Ind}. Avrea, Phase-f, New Delhij

919, 41010571, 40527575 Page 3ar3

U, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
m.com, Website: www.ku,sumhealthcare.com
1997 PTCO85780

AR, Ne: 121 0FP23000890

YnosroBanena ocoba, 1o ARCHIDE
cepmuhixaniio cepiy

Qualified Person certifying the batch.

Ist'n va npiseunge

(Name) 3 I NEA A}M
Hinane L {"?KLF/;), g:t,\fa.
(Signature) R ) JJL: ; ;
Hera minnkcanug . Q, /[,}i\c j 443 r?}
{Date of signature) - ﬁn
Menemicep Binniny subeancuenng TKOCT]
Quality Assurance group manager

-110020 (India)




