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JiKapebicuii sacios

Medicinal product:

Airoua pevosHua

Active ingredient:.
Pécerpaniitue noesiquennn:
Registration Certificate;

Jineusin na Bupodnuurno Ne:

Ceprudiiwar GV Nb:
Bupobuitk;

Anpeca pupodbuital
Manufacturcd by:
Address of maoufacfurer:

Ksum r‘léa[z‘/zcire Por. Lid.

CEPTUDIKAT SKOCTI
CERTIFICATE OF QUALITY

N ll Nv 11101‘(:23{}(312)1
MaraiDate ULU 2023

---lt:l.flzfﬂf}fEﬁ'{I‘i’@:'ﬁi’OP‘TE_(e:u}'*'.rmcii'i'ilii'ii*rﬁ;nb R AOBHINIMLOTO 3ACTOCYBAHNS 2-,—32-“/:1,-_!1:1-].00 i j’f""'rj"ﬁ'i;:

no 1 ryfi y xaprowsiit ynaxosmi)

DICLOSAFE® FORTE (emulsion g ael for extirnal use 2.32%,.100 g in tube, 1 tube in carton packing)
Aukrogenary gicrnasniny y nepepaxyegannina gariaodenar warpizo 20 M1

Diclofense Dicthylamine equivalent to Diclofenae sodivm 20 mg

N UA/16445/02/02 win 07.11.2018, repain aif pecerpaniiinoro mocsipmennn a0 07.11.2023
Ne UA/16445/02/02, 07 11,2018; Repistration Certificate valklity 61 17,11 2023
Raj/2354

042/2020/GMP

Kyceyss Xearxweep Hpv v, Tiegin

CH-289 (A), PIIKO Inpacrpiaa apea, Hovanii, I::mmm, Hivr Aasup (Paxacran), Inain
Kusum Ilealthcare Pvt Ltd, India

SP-289 (A), RIICO Industrial area, Cliopanki, Bhiwadi, Dist. Alwar (Rajastlian), India

Cepin: No 1002388 Poamip cepu,tﬁ(}ﬂﬂym Nara s 10/2023 Jliticnil no: 09/20258

Batch: Batch Size: DiM: Expiry date:
No [1a3sa noxkasunrio Basors PesynLTaTh
Name Index Requirenients _ AHAIIBIR
) - _ ‘ ) | Results of analyses |
I | Omie Binnil abo Maiiie Ginnil M'akplt oropiaHuit redn. Bywompae
Deseription White to off white color soft homogeneous gel | Complies
2| Iaenrndikanin |
QKoK Yac YTRUMYBAH OCHOBHOTO NIKY 1A xpmmmrphu ax JIOCALLKRYBAHOTO 1 | Biuiopinae
CTALIAPTHOTO, POFUMHIB, OTPUMANHN, B YMOBAX KIABKICHOIO BANEnTA,
NORBKCH CIURTA AT,
OYUNERIONOKCURIONY0N Hac yIpUMYBAHHS 0CHOBHOT'O TRY HA XPOMATOrpasaN Aocaixyranore 1 | Bumoninae
GTaHIapTHOro DOJUHHIB, OTPUMAHAN B YMOBAX KIALKICHOIY BHIHAVMCH,
S CTIOBMHCH CIIBIAJETH,
Identification (By HHPLC)
Diclofepac The retention time of the major peakin the chromalogram ol sampie Conmiplics:
“solution corresponds to that-of the major peak m the chromatogram of
standard solution as obtained under assay.
Butylated Hyvdioxy Toluene The retention time of the major- peak i the chromatogranm of samiple
| solution corresponds. to that of the major peak in the chromatogram of | Complies-
o | . ) . standard:solution as obtained unider ‘assay. ) B
3 | Maca paicty Ty0 Cepeana Maca samicty 10 T}-’G nopKna Sy He MEHILIC HOMiHaNEHOT, 100.1.r
Maca mncry KOsKHOT:Okpenof Ty 01 noBUHAA CTAHOBHTI HE MCHILC 0%
BIA HOMIHAABHOL MAch
Minimum Fill Average net content of 10 tubes is iiot.less than labeled amiount and net | 100.1 g
1. 1 . content of single container is not Jess than 90% of labeled amount, -~ 1
4 | pld Big 6.5 no 8,5 1 7.08
pH N 6.3loey _ . 768
3 | Baswicrs He sere 10 600 CI3 9)48'% CIT3
Viscosity NLT 10000 ¢ps 92483 ¢ps

JI U[u
bon rnrpumruw Tt
Koy /! UUK‘IHUT

dig
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Cusum Healthcare Fot. Led.

NKJOCEHD® GOPTE (emyaseiiinmit veas it 3085imb0r0 sacvoeybanus 2,32%, 10 100 1y 1y6i,
no 11y6i y kapronuiit ynaxonui)

DICLOSAFLE® FOF{T[*l (anuision gel for external use 2.32%, 100 g in tube, 1 tube in carton packing)

Jlikapenkii 3acios

Medicinal product:

Cepisn: Ne 1002388
Batcli:

¢ | Kinsgicne shzpauenun
QIO DR HCGR HENpPiIo

ONKAOGCHAK HAnpPHo:
OVIIARIOPORCHINONVOH

A ssay
Drclofcnfw Sodiinit

| Butluted Hydroxy Toluene

I Diclofenac Sodinm:

| Bundated Fvdroxy Toluene

Hn'#:’nwc{:}“ T
-Bin 19.00 wr/r o 21,00 mve
(95,0 % - 105,0 % suknoeraKy HaTPIo. BLL 3aMBNCHOT

KISRKOCT).

By 0,1800 e/t qo 0,2200 mr/r

(90.0 % - 1 10,0 % GyTnnrinpoRcHTONYOLY Bl 30a8ACHOT

KUIBKOCTT).

Ha mepsin nproamnocmi; ;

Bizn 19,00 mr/e00 21,00 mrfr )
(95,0 % <105,0 % muknodiesraky HaTpiio sig sassaenol
KEALRQCT),

Me mennre 0,1000 Mr/r
(He mese 50% Oy ruariapoKCHTONYONY BI 3a8B/¢110)
KIABXOCTL),

At releuse:

19.00mg/g to 21.00mg/le,

| (9:; 0% to 105.0% of label clainy of Diclofenac Sodium)

0.1800imig/ to 0.2200melg
(90.0% to 110.0 % of label claim Butylated Hydroxy Toluene)

| At shelf fife:
- 19.00mg/g to 21.00mg/g
(95.0% to 105 0% of label claing of Diclofenic Sodum)

NLT 0. 1000 mg/le

1 (NLT 50% of label claim Bul)lated Hydm\} Toluene)

19.76 mr/e

98.78%

1 0.1902 mefy
05.11%

19.70 myg/y

98.78%

0.1902 mg/
05.11%

7 | Cynposimisi qosimrsn

Refated Subitincos.

1 Total Impurities — NMT 1.0%

Hua gunyen:
Hosiuka A — pe Ginpue 0,2%;

TupusinyasHa JeizeuTndixosana Jomiuma ~ He dunwe
0:2%’:
Cyma gomimok - ne Ginptue 0,5%.

Hu meppin npudusnocnii

Jomimka A —ue dinsure 0,5%;

Imummyamﬂm aéigenTidikonana goMinka = ae Oiape 0,5%,
Cyn toningok — ue 6iznie 1,0%.

At reledse:;

mpurity A - NMT 0.2%
Individual Unknown Impirity ~
Total Impuritics — NMT (:.3%

NMT 0.2%

At shelf life:

Impurity A - NMT 0.5%.
Todividual Unknown Impueity — NMT 0.5%
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Kusum Healthcare Pot, Lid.

Shecapeniaii 3aci; NIKJOCEHD® QOPTE (extynscilinmii reas:aas 305HiMnboro 3acrocysanns 2:32%; 110100 1y yv6i, no 1
Ty6i y kapromndil ynagosui)
Medicinal product; DICLOSAYEY FORTE (emulsion gel for external use 2. 32%, 100 g in tube, T tube in carton packing)
Cepia: o 1002388
~ Batch: S— - L o
Mirnpodionorivia 'muun Saransa KIALKICTL aedo0ix Mikpooprawizmin (TAMC): we Biasue 10°
KYO/.
| Bdratibua KimbLKICTE Ipiuukopux 1 nmicenesnx rpubis (TYMC): e
Ginsie 10! KVO/ir.
Bincyraicrs Psendomonas.aeruginosa s 1 1 npenapary.
Bixeyrnicrs Staphylococeus aureus 3 1 v npenapary.
Microbiologleal purity® Total Aerobic Microbiil Count (TAMCY. NMT 102 CFU/g Not required
| “Total Combined Yeast & Mould Count (FYMC): NMT 10! CFl/g
Pseudowmonas aeruginesa: Should be absent/g
______ Staphylococeus.aureiss Should be ;lbse“qtfg o

* anmﬁ) BAHHII mn{poommrmmi YUCTOTH NPOBOANTLCSH A TICPILHX 3 copiii, rorin jus kool 10-1 cepli, abo 0L pdj HILPIK.
* Test of Microbiological purity will be puim:md on {irst 3 commersinl batches and thereatler on every 10" batch or once in a year whichever is
carlicr. - -

BUCHOBOK: Ceplis Ne 1002388 shiosizne sumoran MKS PTT Ne UA/16445/02/02
CONCLUSION: Batch Ne 1002388 complies with the requirements of MQC RC Na-UA/ 16445102102
“p&ﬁf"ﬁ
al )1 ) 2523
AHAJIS BUKOHAB N ) wolesi, ﬁc?a?aﬂ%v - nata @’ ) ’ ’/ a3
{(ANALYSED BY) (DATE)

Komewrapi: Heatae
Conmments: no

Bagna npo ceprrdiranio: «HcHm s13aCBiAMYI0; W0 HaBeiewa Brme findopmanis ¢ RocToriproi i Tounoro. Mt cepist
HPOAYKLIT GyJa BHIoToBACHA (BRAIOMAIONH YIAKOBKY / MAPKYBAaHH) L NPOBENSHQO KOHTPOIDL T SIROCTE RA BHICIrALaHOMy
A puencTri B nosHit BN 0BIAKMOCTES BRMOraMIL, 3AZHAMEHUME B MMHBIH nacratoni GMP, sareepaeniit Minictepersom
0X0POUR 3A0pOB' YRpath, | 3 BHMoramm peecT pnumuan Acche Kpatiy npuspavenns. HporTokoan BUPOGTHUILTBA,.
YRNAKOBKH Ta ananizip Gyny meperasgnyTiiBCraHOBICHO X gignosianicTs supmoraym GMPy.

“Certification statement: «On this T certify that the above-mcntionced information is true and accurate. This product batch was
produccd (including packaging./ labeling) and conducted for its quality control at the above- mentioned manufacturey
according to specified in the current GMP guidelines;, app-oved by the Ministry of Health of Ukvraine, and with the
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and an.ﬂlysls were
reviewed and determined for their compliance with the GWIP requirements», *

Kepisuuk rpyoH KORTPOIIO SKOCTH Vnopsopaieda  0coba,  wo  3aicHioc
Quality conirol group manager ceprudikan o cepi

- __ Qualified Person-certifying the bagul_r“,j -
IM's ta nipisgrine. } AR IM'St TA nIPI3BYLIE l St TS,
(N'dn'lc) ” (p t] tt 3 ,,Hﬁff*:ﬁ:::wh, (Nﬂl'ﬂ.b) F\ v \-C* -'---(:‘ !Wﬂg%q ' \\\:J\
fligrue /% ‘_,j _. b o ]/\ . b’HMJ’:‘-{,ﬁ"-\ [lintmc IE ' I.;.’ Ll 1";_.\.\;
Do PR - U IR P S | T 8 s Y o | M AU
.(Sign‘ﬂ}nb) . \\ ] (Slgnﬁtul L-) : l?l'l‘;: ) AR I] ’ ;:
Jara nizumcanis) ,:{UH,JMWJM Mara munHcani;s “‘**f“k'i:__r__:ﬁ_ 155

(Pute of signature) (Date of signature

JATiL»
e nm};mmuunﬁn
ROA 2007589+

""FQ 2‘*"f I o 'lwril

Kepistik rpynm KOHTOSRY SIKOCTL Meneiokep siutiny sadesneerns AKOCT

Kepis | S\ g
Quality contrel group manager e\ CEPTHOmKATR Quality Assurance proup manages
g orowd L
ﬂ-:::ﬂh*ft_;:ﬂ:_,f v T oL
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I‘ mail : info@kusum.com, Website www.kusumhealthcare.com
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