Hikapenrii saein:

Medicinal produet:

Airaua peyopina :

Acfive ingredient:
Pecerpauiitng rucshirenna:
Registeation Certificate:

Aimensis wa pupebanurnn N

Ceprudinar GMDP Np:
Bupobi

Anpeca nupoluircs:
Mapufactured by:
Address of manafacturer:

Cepis. o 1003178

Poxsip cepiv: 12000y,

Rustum Healthcare Por. [ ,

CEPTHRIKAT SIKOCTY
CLRTIFICATE OF QUALITY'

AR A

MEJOCEHD® DOPTE (¢
FY6i e 1ry8t v waproumiit ¥
50 g in tube,
Huratodenary afernaasiny ¥ Hepepaxyzaguim asknodenar uavpie 20°mr
Dielofenae Dicthylamine equivalent o Diclofenac sadinm 2 ng
- N UA/16445/02/02 via 17.07.2023, repmin aif pecerpaniiinorg o
N UAN6445102/02, 17.0°7.2023; Registration Certificate vaiidity is unlimited
Rajli2354 .
003/2023/GMP
Kyeym Xearyxop flnr Jira, Inpin
CI1-289 (A), PIKO Mascrpias apes,
Wusum Healiheare Pyt Ydd, Ingdia
SP-289 (A), RHCO I'ndustrial'nrea,. Chopanki, Bhilwadi,

Hara vnr.:02/2024

1110FG24900259
Haxa / Date 24.02,2024

mysascHinn i veds aan 30siimnnoro racrocysanmn 2,32%, ma §0 r y

RAKOBN}

DICLOSAFE® FORTE (emilsion gel for externn] use 2,32 %,

I tube in carton packing)

OCBIAYTEH N oot CHRenn

Yongnst, Exivaai, Tier, Aapa P (Pagpmacran), Tjia

Dist. Alwar (Rajasthan); India
Jiticruit no: 0172026

Batch: Batch Size: D/M: Expity date:
W Toxasmtkn arocyi Baysrory PesyanTamn
Tests Requirements ananiziy
. ) Resulis
1 Qune Bl alo matiwe Gimi MUAKMT O Hopi o rean. Bigrosinae
Desceription White to off while color soft homogene_gus gel Complies
2 | Inewrudivanin ;
dcrodienen: YJac  yipumyranua  ecnoouord nmiky  ua Xpomurorpamux | Biarosigae
HOCHRYRAtor | CHANADPTROTG POIMIIE, OYPIMABKX & YMoBax
Ki'.’lhliiCIlt)l'D BHIHIUENUN, FORMUMNEH CRIBMaaAATIe.
aymurafdporenmonon Yac  yrpsayramus  ocwopnore niky  wa  xpomaTorpamax Bianenijae
AOCULLIYRANOIT | CTAFAPTHONG PO3YINIB, OTpMMAMMX R YMoBax
REABKISHOIO BUSHOMCHHN, TI0BIREY CRIRNAAATH.
Tdentification {By HP{C)
Diclofenac ‘The reteation time of the magor peak in the chromatogram of sample Complies
solution corresponds (o that of the major pesk in the chromatogram af
standaid solution as vbtained under assay,
Bulylated Hydrosy Toluene The reiention time of the mjor peak in the chromalogram of sample Complies
solution correspoids to that of the major peak in the clromatogram of
_ - Standard sotution as gbmined under assay.
3| Maca pmiery ryin Cepeans saca emicry 10 Ty6 nonunna Syt we MEHLIE HOMINATLIOT, | 30,65 r
Maca BMiCTY ROMHOT OKREMOT TYOH NORUELR cTaraniTn He meHmg
90% win noMinamenol mack,
Minimun Fill Average net content of 10 whes is not less than labeled amount and 5063
i net content of singie container is not less than 30% of labeled amount.
4 | pH Bin 6.5 no 8,3 ©E7.90
pH 6.510 8.5 7.90
5 | B'aagicrn He memue 10 600 CIT3 §03026 113
Yiscasity NLT 10060 cps 195026 cps

Kiasniene suawavenng
duraoghenax wetmpio

Symuieidposenmenvoq

QUERORRAK yeImpito

AN idpokcinmoayen

Ha eunyer:

Bt 19,00 safr 2w 23,00 savdr

(95,0 % - 165,0 % ARKADGERAKY HATRIIO LY 3a9mm0R0T wifnLKeen).
Bia 0,1800 mefr a0 0,2260 i

(90,0 % - 1160 % GyTuiriaporentoayony BIL senAGHOT KibROGTI).
Hu mepatit wpndumioenti:

B12 19,00 asrfr 20 21,00 »cir

{95,0% - 105,0% Aanaodienary narpiro bia sasmmncnof wiapxacri).

e serwe 0,1000 s
(1Te Menms 50% SyTUNIAPOKCHTOAYLaY Bz sasnaeno] wighioeTi).

Faclory : $P 289 (A), RIICO

Ind). Area, Chopanki, Bhiw

adi, Diste. Abwar, Rajasthan (India), Ph -
Bl : nfe@@kusum.com,

Websie www.kusumbealthcare.com
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Koisum fz’ea{f/zare Fot, Ltd.

Jikapeoicnii ancig: BIRNOCERD® POPTE (enysncifinitlt réan ans 2onnitmyore 3acvocynamn 2,32%, no 50 r y
Ty0i, 7o 1 vy6i ¥ xaprouniii yitaRoni)
Medicinal prioduct: DICLOSAFE® FORTE (entulsion gel for external use 2.33%, 504 i tube, Ltube in cartun packing)
Cepis: Ne 1603178
Baich: i
6 ) Assay At rolease: r
Diclofenae Sodium F.00mg 10 21.00malg 20.63 mpfg
(93.0% to 105.0% of bubel claim of Diclofenac Sodium) | 103.13%
Butylared Hydroxy Toluene 0.1800mg/g 10 0.2200mgg ) ‘ 0.1977 mg/fe
(90.0% 1o 110.0°%4 of label clpitn Btylated Hyidroxy 08.86%
Toluene)
Diclafenac Sodium AT shelf Iife:

19,00ma/e 10 21.00mgfe

(950% 10 105.0% of label claim of Diclofenac Sodium)
Butylated Hydroxy Tolwene
NLT 0.1000 ma/g

ENLT 50% of fahel claim Buryjated Rydroxy Toluene)

7 | Cynpoainui morsnrcn Ha ennyer:
Howmiwra A ~ ve Girture 0,2%; e nianaeHo
Isinyansna ncimunu])iﬁonana AoMiwra — ke Giapme Fuaue neecxi ii'nopysas-nm
0.2%;
Cyma gomirox — ue Sinme 0,5%. Huncue Mt irnopysamua

Ha wepaiin npudmmnocei:

Homiwxa A — e Gisgge 0.5%;

Inpusinyassua veige HTAdIKOBIARE QoM bilka — ue Binsme
0,5%;

Related Substanges Cyma aoviraog - ve Simpure 1.0%.

At refease:

Imtpurity A — NMT 0.2%, Naot Detecied
Individual Unknown Iinpurigy — NMT 0.2% Below disrepard Jimit
Total Impurities ~ NMT 0.5% Below disrogard limin
At shelf life:

Impurity A ~ NMT 0.5%

Individual Unknown Tmpurity - NMT 0.5%

Lotal Tmpurities - NMT 1.0%

8 | MirpoSivaorienn nrcinra® Jaranena KLIKICTE aepoGmLy Mikppopramisuis (TAMC);
e Siapwe 10° KYO/i,

Sarampia xinnkiers  apiwosronny i TCEMERIR il
(FYMC), ne 8inume 10 KY O/,

Bireyriicts Psendomanas WErHgMOSA B 1 T TIPCADATY.,
Biacyruicrs Staphylococcus qurens s 1 r npesapary,

Microbiological purity* " [ Towat Aerobic Microbial Count (TAMC): NMT 10° CFU/Z | Not required
Total Combined Yeast & Mould Count (TYMCY: NMT 10!
CEl/e

Preudomanas aerugingsa: Should be absent/y J

1 Staphylococens gureus: Should be absent/s
* BampaGyrasua MIKPOH0AGPIMEST aneTarn BPDBOAITREA JU0A NepiikX 3 cepifi, noTiM 283 Kool [0-f cepil, 460 o2 pas a pik,

¥ Test of Microbiotogical pusity will be performed on first 3 commmercial batches and thereafter on every (0% batch oronce in a ¥ear whichever is
earfier,

BHCHOBOK: Cepin Nx 1003178 sianozinac suporan MK PIT Ne UA/16445/02/02

CONCLUSION: Batch M 1003178 complies with the requirements of MQC RC Mo UA/16445/02/02

~ -
%. ok m’,‘}fgaw K cely ! “
AHATI3 BUKOHAD %T IATA _94-1pp. | 2,020

(ANALYSED ) _ (DATE)
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Factory : SP 289 (A), RIICO Indl, Area, Chopanki, Bhiwadi, Disit, Alwar, Rajasthan (Iudia), Ph: %‘)l-,[493-298232533/34/35
Email : il]fﬁ@ku.‘il'llllfom, Website : wiww.kusumbealtheare.com
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drapeerui acif: Mﬁ!‘:{{"fo ng’é‘l%{ré&%{:ﬁmﬁb :z.rm'mnn:uéﬁﬁ3‘acrocynauuﬂ 232% A6 50 ry

Ty8, ue L 1y6i v xapronnii yousrosni) ) )
Medieinal product: DICLOSAFE® FORTE (emulsion gel For external use 2,32%, 50 ¢ fn tube, 1 tupe in carton packing)
Cepin: MNe 1003578
Batcls:

Komentapi: nesae

Comments: po

3agna ppa cepradirayio: «JHicom o 3acniltayio, mo masencHa BHine indopaduin € Bec¥eripHOMm I Tovitgio. Il ecpis
Tpoay kil Gyna BRIOTOBAeNA (RK oA YRAROEKY / MapKYBaHH=) | nposeaeno Kourpoas if axocti na
BHMEIrSARHOMY WMIPUeMersl B nosmil BULOBIO0CTE 3 BINIOTAMMN, 3AI0AYCHEME B TN tacranosl GMDP,
saTsepirenid Minicrepersom oxoponn 3repoB's Yxpaiks, | 2 _umorany PLECTPALIHHOTD JOCh e KPpafun RpN3UAIEHIR,
Hperoxoas BHPOGHIUTER, YHAKOBKY Ta ananizip Byau nepernanyrii seranosneno ix Biargsianicrs susoram GM P,

Cerlification statement: «On thjs Lcertify that the above-mentioned information is true and accurate. This product batch
was produced (including packaging / lab eling} and conducted for its quality control at the above-mentioned
manufacturer according {o specified fn the current GMP guidelines, approved by thie Ministry of Health of Ukraine,
and with the requirements uf the registratiun dossier of the destination counfry, Récords of manufacturing, packaging
and analysis were reviewed and determined for their complinnice with the GMP roquirementsy.

Kepibrax rpynn xowrponie axocri YuosHoeskend  ocoba, wmo oo
Quality control groap manager ceprhdikaito cepii )
Qualified Person certifyin
I'n 12 npisnywe In'sr T2 1pizprme
{Namc) (Name) g ' k?é_g;
[Tauue Hignue
‘(Signafure) {Signature)

Hata nianncanns
{Date of signature)

HAara nianucarkg
(Drate of signature)
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Factory : SP 289 (A}, RIICO Indl. Ared, Chopanki, Bhiwadi, ist. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
LEmail : infoi@kusum.com, Website : www.kusmmnhealtheare.com
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