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CERTIFICATE OF QUALITY

AR N LTOFG24000646
JtveniDnte 29:05,2024
MLCNIOCERD® b PTE {eayameifinl remn jum saniiminorg merocynani 2,32%, no {0 ry
wy il oy p RApeosnni yniwo) )
DICLOSAVES FORTE (emulsion gel for external nse 2.32%, 100 gin tube, § tube in carton pcking)
Earnodenawy dierumnaing y nepepaxyaanmi na usvdenar wrrpie 20 mr
Dicivfenae Diethylsmine eqtivalent ip Diclolenne sedium 20 mg
N UAMTGE4S102702 grin 22.04.2024, veparin pif pecerpiiing e secnimiennn ticoGemngi
Ne LA/16445/02/02, 22.04.2024; Registration Certificute validity fs walimi(ea
Rajf2354
04212024/ G MY
Kycym Xemwmkep Mier v, Tuain
C1-283 (A), PUKO buaacrpian apen, Yomaud, Bxisagi, licr, Anan m{Pagieran), Tunin
Kusum Tealthemre PvtL1d, India
S$1-289 (A), RIICO Tndustrial aren, Chapanki, Bhiwadi, Dist, Alwir {Rajasthan), India

Cepin: Ne 1003380 Puanip cepit: 12000y, Hara snr.:05/2024 Hiflesli go; 0442026

Baich: Buich Size: D/M: Expiry date:

N oAt groer] Buaorn PesyasraTn ananizin

Tests Reguirements Resulis
I | Ome Bimii afio Malike S srasi oRHopit ren, Binnonigac

Description White 1o ofY while coloy soft homogeiieous gel Complies

2} Inewrmibivanin
hirodienar Hae  yrpissyanan ochionnoro  piky Sposararpasax | Bisronigae

Gpunuzidposcunson

Identifieation {By I1PLC)
Diclofenac '

Buiylated ydroxy Yoluene

Aocaistynanore | CIAARPTIOND peasimis, oTpismms p Yo
Kittnkicnom mtanery, VOUIHEN eniByasgg,

Hae  yrpinysarma SCHORHOrD  nixy  uy sposarorpasax | Ripnopinme
noemEynanore j CYARARPYINONG poTaittin, OtpHsmmy 1 yMODAX
Kinbricae MIIHDNCLI, COBBHCH Cisia,

The retention time of the major peak in the chromatogram ol Complics
sumple soludon corresponds to that of die ntjur peak in the
chromatogram of standsrd solution as obtained under LA

The refention time of the major peak in the chromatogrom of
sample solution corresponds to Uy of the major peak in the Complics
chromatogram of slandar solwtion as ohiained under agsav.

3 -‘.\:l:'tt‘:'l nMtery wylin

Minjurum Fiil

Cepemnn  wacy wsicry 10 1yG ponmmm YR Be Memwe | 1006 ¢
oML T,

Maca nuicty kozmol OXPEMDT ryGr NORKIG CIANOBITH HE Mele
$0% win noisnuel Mac,

Average nel content of 10 (whes is not less than labe)ed amount and | 100.6 g
et content of single container is nol less han 96% of labeled

wount,
4 | plI Bin6iaods 7.68
pli 6585 7.68
5 | B'mxicrs e memne 10 000 CIT3 84321 €113
Yiscosity NLT 10000 ¢y 84521 eps
6 | Kinnricuc smsuasenin Fn sunyen:
Mtrahenas nampho Bix 19,00 mrér 30 21,00 srsie 20.70 sl
O5.0%-105,0% Juneradennsy navpito mix atnnenol kinnkoeri). | 103.52%
6y:mm.'r)paxcnm:m_vwr B0, 1800 sav/r pio 0,2360 wp/r 0.1957 ot
(90,0 %-110,0% ﬁ,\-nuu'iﬂpu::curosl_\'ml,\- wixaantenet 97.83%
winnoeri).

ORI naping

r?)'mlL’f-"i()/i{:h‘c'll.rm}.fl')-'a.'l

Ha mepsin upudomnocmi
B 19,00 seir 20 20 100 s
(95,0 % - HIS.0 0 ATKABBENARY MATHIG DI k0T Kinwencri).

e sieinme ¢, 1000 an i
{Fle menme 500 OymurigpoRetronvos ¥ UL B AR HT KinRoe ).
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Hixapewraii 3acif; JIKTOCEHWE hGPTE {eatyanciiinnii rean jurst sostimnboro TCTOCYN AT 25
Medicinal praduel;
Cepia: N21003880
Batci;

i

",

TYOi, o 1 Tviy kapranndii yuaneni)
DICLOSAFE® FORTE (emalsion gel for external use 2.2%,

«LAEHGAPA
HThn
l,-;cmn@:fxaumunﬁ
xop 20055891

o J00 1y

100 g in tube, 1 tube in earton packing)

Assay
Diciafenac Sodium

Hurvlated Hyroxy Totuene

Diclofenac Sodinm

Buwylated Flydraxy Toluens

Al refenyer
19.0thmg/z 10 21.00mglg
(95.0% 1@ 105.0% ol label clpim of Diclofenac Sodium)

0.180tmglg to 0.2200mgp/
(90.0% 10 110.0 % ol label cluim Bukylated Hydroxy
Toluene)

ede shelf tife:
19.00mgfe 21.00mgsy
{(95.0% 10 105.0% of labe] claim ol Dictofenac Sodium)

NLT 01000 mg/g
(NLT 503 of label claim Butylated Hydroxy Toluenc)

Cynponinni noaiiursy

Reduted Substanees

20.70 mpfg
103.52%

0.1957 mg/g
U7.83%

I sunyen:

Homitma A < ye Sinnme 0,2%;

Iiminyaniig neipenvidikonusn Aoainnea - nie Gimue
0,2%,

Cyamn 20Miwos - ¢ Ginshie ,3%.

Hr mepin upudamioe:

Rosiune A ~ e Ginpue 0,5%:;

Inaupinyaania neinenenizonnin nosimg - ne Gizstiee
0.5%:

CyMa aoMituok — ie Ginnnge 1,0%.

At release:

Impurity A — NvIT 0,29

Indsvidual Unknown Impurity - NMT 0.2%
Tatal tmpuritics — NMT 0.5%

At shelf life:

Impurity A = NMT 0.5%

Imlividuil Unknuwn Impurity - NMT 0.5%%
Total Impuritics — NMT 1.0%

He mmsneno
Flesssae saesi frnopynannm

Missrsie seixi irnopyiron

Not Detecied
Below disregard |imit
Below disregard 1imit

MirpoGionoritin wicrora JaranLna kimskicrs acpolinnx sikpoopranisyia (YAMC): ne | <10 KYO#r,
Gisire 102 ICYOrr, '
3aramana simnkicr, APERLROBIX | dHieencous mpubin | <10 KYOfe
(TYMC): e Ginnure 10V KYO/-
Bincyviicrs Prewdamonns aeriightosa v 1 r npenapary. Bincyrwi fr
Bineyruier, Stuphylocoeeus aurens v | r nperapary. Bineyrni ir
Mierobiological purigy* Total Acrobic Micrabial Connt (TPAMO): N 102 CFlg <10 CFUp
: Total Combined Yenst & Moutd Count {TYMC): NMT 101 <1t CFUfe
Cruy
Pseudomonas veruginosa; Should be abseni/p Absent/g
Staphviacocens auraus: Should be absenl/p Absent/p

* BunpoGysains MIKPOGIORGrMYOT tHeT oM HPOBOANTRER Juts nepins 3 cepiii, noris AR BaNcrIoT 10-7 cepif, ado o MY 1A Pl
* Test of Microbiological prity will be performed on first 3 comuercial batches and thereatter on every 109 buich or unce in o year whichever is
carlicr.

BUCHOROK: Cepin NeiQ03880 BizmoBiaue suvoram MICS PIT Ne UAN 6445102702

CONCLUSION:
Vi

) “‘S’ \I“ -
LAY e A e SN T baYe

AHAINZ BHMKOHAR
(ANALYSED BY)

Batch Mel 003880 complles with the requirements o MQC RC Ne UA/16345/02/02

':':.\""“‘L\\

aata 1eslias
(DATE) -

Woseurapi: uemag
Commenls: no
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CEPTHOIKATIR

AIKBOCER®® QOPTE (emyanciiitonii e non sosninmnery ueroeysnng 2,32%, uo 1001y

TYGE Do T uyei y kaptenniii YIAKODIE)

Medicinal product:
Cepis: X21003880

DICLOSAFE® FORTE (emulsion el for external use 2,.32%, 100 gin tube, I tube fn earton packing)

3assza npo cepridrraniro: wiifienna s zacuipayo, wo naneacens Buine isopmanis € goeTonipuoma i rounoro. Llst cepise.
NpoAYIIT Gyna uroTonneny (memoumoun YRRROURY [ maprynanssy) | TIPOBLALB 0 KONTROAL i1 scocTi 1 BHULE3CAAAHOMY
mpnpHesterei B noRni sinnositnocri 3 BEMOLAMI, J3UNTLNNALS B MuINiii 13 v anon] CMP, 3areepuwcenii Miunicreperson
0xopony znopos's Yrpain, i 3 pumoran: pecerpaniiinors oese cpaiig npssaagenns, Hpotokenn BRpoGuIrnTEa,
YONKOBEY TR auaaiin Gyin HepernayTi i serioraene iy nigmonimricrs Bumoran G Py,

Certification statement: «On this { certify that the above-mentioned information is true and aceurate. This product baich was
produced (including packaglng / Iabeling) and condueted for its quality control af the above-mentioned manufacturer
acearding to speeified in the enrrent GMP Buidelines, approved by the Ministry of Health of Ukraine, and with {he

requirements of the registration dossier of the destination coutry, Records of manufacturing, paclaging and Analysis were
reviewed and determined foy theis compliance with the GMP requiremenisy.

Kepinnk rpynn KOHTRONO sioeT]
Quality control group managet

A - Sl
A,

O5foeq | 2024

Ia'n Ta npisnime
(Name}

Miaune
(Signaturc)

Aera miakncanny
(Date of signature)

Kepisang rpyimm ROWTPOMO Axoeri
Quality cantrol 2roup manager

Factory : §P 289 (A), RICO Indl, Area, Chopanki, Bhiwadi, Disi|,
) ; infogkusum.com, Website :
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Cepriixaniio eepii
Qualified Person certifying 1l

Fificiioe

In'n 1 upissroe £

(Name) ﬂ L CHASCS

Himme UALITY
{Signature) ASSURANCE

Hara mannconman ) %
(Date of sipnature) 0 &
& -e?,%”—{m a3

Meutemrep ninainy sabeancuemnt moet
Quality Assurance group manager
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