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Jikapesrni zacit: NIKIOCERG®

Medieinal product: DICLOSAFE®
Hisawa pesnnun :

Active ingredient;
Pecerpauiitine noeaigremt:
tegistration Certificate:
Jlinemwist na BupoSunree Noy
Ceprudinir GMP Ny
Bupofunx:

Appeca prpobina:
Manofactured by;

Address of muantfactorer:

Cepis: Ne 1002674

Poanip cepii: §600ym.
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CEPTHDIKATIS

CEPTURIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR N 1110FG23001485
Tivra / Date 04,01,2024

{esyaneiiiunii rens s sosniwnyore sacTocypaunit 1,56%, no 100 ry y6l, wo 1 Ty6i y
KapToumiil yascosii} )

{emulsion gel for exicrnal use 1.16%, 100 g in tube, T iube in curton packing)
Amerohenany aievaaantiny v nepepaxysamid va JHKAOHenAR natpie 10 s
Diclofenae Dicthylaming equivalent td Diclofenac sodium Himg

N UAS16445/02/01 in 17.07.2023, vepsin Aif pecorpauifinoro BOCBIL eI H Heohareeiii
Ne UAAGH45/02/01, 17.07.2023; Regiseration Cerdificate validity is yunlimited
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Kycyy Xeavxwep Har Jiva, Tuain

CIT-289 {A), PHKO Tnaacrpiza apea, Yo, Byiuami, Tier, Axuap {(Pazacran), Inais
Kusum Healtheare Py Lid, Tnckin )
SP-289 {A); RIICO Endustrial area, Chopani, Bhiwadi, Dist, Alway (Rajasthan), Tndia

Mata z0r.:11/2023 Aiicandt po: 1042025

Bateh; Batch Size D/M: Expiry date:
X Hexainnrs axoer) Buarorn PeayavraTu
Tests Requirements HIEL T
Results
I | Oane Binpii n6o satere Giauit sF 1] 000010 1A e, Bianorinac
Beseription White 10 off while color soft homageneous gei Comyplies
2| Jaenvudisanis
ouicropenar Hac  yrpuaysanMa  ockoBnaro nixy  wa  xpomarorpamax | Binnomimae
ROCALLKRYBANOrO 1 cTanmapTIore POIURIN, OIPHAGHEN B YRORDX '
KIFBRIGHOIO BIIHAMCINGL, TIOBMRCH CiBNAm:1s,
SYmueidpaxcrnionyen Uac  yypuMysanks  ocHopworo wiky Ha  xpomarorpamax Binnosizac
ADCAILHYBAOTO | CTANAPTAOTO POTI B, OTRIMAHHX B YMORAX
KIALKICHOTO BIssHaents. NOBHYON coinnajiari.
Tdentification .
Diclofenac ‘The reteation tinse of the major, peak in the chromatogram of spmple Complies
solution corresponds to that of e njor peak in the chromatogram of
standird sohutien as obtained under assuy.
Brivlated Hydroxy Toluene The retention fime of the swjor peak in the chromategram of sample
sotution correspends (o that of the wmajor peak:in the chromategram pf Complies
standard salution as obtajned wnder assny.
3| Maes Bmicry Ty6n Cepejiig waca mMicry 10 190 nosmm GyTi ve Meme ominansiol, | 1065 ¢
Maca svicty rosknof OKRPCMOT TY3H TIOBHHEA CTAMOBHTI He Meinme
6% Biy HoMiRBALHOTE Mack,
Mipimdm Filt Averagenet content of [ tubes is not Jess than fabeled amonnt and | 100:5 g
nef content of single contaimer is ot less than 96% of Jabeled asount.
4 | pH Biz 6,5 10 8,5 7.60
pll 6.5108.5 7.60
5 | B'sikicrs He serine 10 000 CIT3 07015 CiI3
Viscosjty NLT 16000 ¢ps 67015 ¢ps
6 | Kisvricne snuaneng Ha sunyei:
durnopenar neunpiy 312 9,50 si/r mo 10,50 MEfr 9.97 mr/r
(93,0 % - 105,0 % apxrodenaxy HATPI0 Bix sansmenol kinvkocr), 99.68%
Gymwnzidporcumonyon Bia 0,1800 secér qo 02200 aavy Q19 meir
(90.0%-110,0% GyTUAMAPORCHTOAYORY Bix TansaeHol KIABKOCTI), 93.39%
Ha mepuin npusainemi
SurTOhenaxr wampho Bia 8,30 Mr/r 70 10,50 Mt/r
(95,0 % - 105,0 % nuxnodrenaky HATPhE BiM JABACHOT KidbioeTi),
He miemne 01000 arie
Symuneidporcumonyon {He wene 50% Synrrinpoxgn ORY0AY BIA 30AB2H01 KillbkoeTi). ]
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Medicinal product: DICLOSAFE®  (emulsion gel for externgl use L16%, 100 g in tube, 1 tube in carton packing)

Cepin: N2 1002674

Batch:
Assay At release;
Diclofenae Sodtum 9.50malg 10 10.50mglg $.97 mg/g
(95.0% 16 105.0% of label dlwim of Diclofenac Seodium) 99.68%
Buyiated Hydroxy Toluwene 0.1800mgfg to 0.2200mp/g ) 0.19 mp/fy
{90.0% to 10 0 % of fabel claim Buatylated Hydroxy Toluene) 93.39%
‘ Al shelf fife;
Diclofenae Sodium 9.50mg/g to 10.50mp/g
{85.0% 16 105.0% of labé! claim of Diddofenac Sodium)-
Batplated Hydroxy Tolugne NLT 0.3000 mg/z :
| NLT 30% of label claiin Butylated Hydroxy Toluene}
7 | Cymposinni 1oatinki I qunyen:
Homiuwiga A—ne Gineie 0,2%: He saisaeio
Ingusinyanena uci:\en'rmbikonn_na AoMings — Be Sinpure 0,2%: 0.157%
Cyaa noviimox ~ ye Siasme 0,5%, 0157%
Ha mapmin npudamuocini:
Homitika A — e Ginnpe 0,5%;
Tnsmsinyaaesa weinewridikosana xoniumxa — ne Siisme 0,5%:
Cysia mosiraw — pe Ginpiie 1,6%.
Related Substances Af rélease:
Impurity A ~ NMT.0.2% Not Detected
Individual Unknown fmapurity - NMT .29 2.157%
Total Impurilies - NMT 0.5% 0.157%
At shelf life:
Impurity A — NMT 0.5%
Individial Unknown Impurity — NMT 0.5,
Tatal Impuritics - NMT 1.0%
§ | MikpoGioaorivig awcrora 3aramma KiapkicTs aepoGmix Mikpoopraxizsia (1AM ve Giisnre
102 KY O/, )
; Sarwna kiawcien, apiKmRosHx § nidcenesm rpubie {TYMC): ne
Ginvine 1¢) KYO/T,
Biacyntictn Pyendomonas aeruginosa n | v npenapary,
Bizcymicry Staphylococcus durens s | ¢ TEpEnapaiy.
Micrabiolpgical purity* Total Aerobic Microbial Count {TAME): NMT 102 CFUly Not required
Total Combingd Yeast & Moild Comni (TYMC): NMT 10' CFU/g
Pseudomonas aeruginesa; Should be absentie
L Stapiylococens apreus: Should be absent/a

* BunpoGyBanus MixpoGiombriol wuctos UPOROAITLEA sl nepuIkX 3 cepifi, moTin A98 kosmHoT 10 cepil, abo eann paz na pin.
* Test of Microbiolngical purity will be performed on first 3 commercial batches and thereafier on every 10%batch or once'in a yedr whichever is
eartier.

BHUCHOBOK; Cepia Na 1602674 nianosinac miaorap MICS PIT Ne UA/16445/02/01

CONCLUSION: Balch Ne 1002674 complies with the requirements of MQC RC Mo UA/16445/02/01

- T
ATIAITS BHKOLAL U 1PV AATA Olotpey

(ANALYSED BY) &M&‘\W]h ;\M%Q (DATE)

Homeurapi: newac
Comments; no
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Keiseisn f[ea[z‘/zare Tt Ltd .

Jiraperwuii sacit: AAKNOCE{G® (emyanciitinii reas i sonirinmnore sncvoeypanua 1,16%, no 100 r y vyfi, no 1 1y6iy
- waprenniit yraxooni)

Medicinal product: DICLOSAFE®  {emuision gel for external use 1.16%, 100 g in tube; 1 tube in.carfon packing)

Cepin: Ne 1002674

Batch:.

3ansz npo ceprrdirauio: «HAicrn 5 3RCBIAYYI0, N0 HABCAENR BIIIE idopyanin € goerosiprom i Teunow, la cepin
IPORYKUIT Gy5a BHTOTOBRCHA (BRINOYRIONK YHAKOBKY { MADKYBAHHS) | BpoBedcHo KORTDOAB )T HKOLTE WA BHIe3TaKaL oMY
nigpueyerei B nopwili sianomimkoeti 3 BUHMOFAMH, JAIMANCHAMN B ans¥ill uaertamoni GMP, INTBEDAK el
Minicrepersom oxeponn 3nopos'a Vipainu, i 3 sumoramu peecTpaniiinioro goche xpainn apuinauennn. poatoroms
BHDOOHMIITDA, YUAKOBICH TH Rirabin Gyam Teperusmiy T i Beranopieno Ix sianosianicres byvoram GM P,

Certification statement: «On this | certify that the above-mentionad information is truc and accurate. This product batch
was produced {including packaging / Iabieling) and conducted far its quality control at the above-mentioned manuvfacturer
aceording to specified in the durrent 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 yeviewed and determined for their eomplinnce with the GMP requirements,

KEPIBnUE rpynH KoHTROMO AR0CT] Ynomonamens  ocofa, MmO sailfcinos
Quality control group managey ceprriranilo cepii
Qualificd Person cerlifying the bhaich,
In'n 8 npiasnue Im'a va npizpisie
Namge . : - —
e Nvelmn R iy
(Signature) o ‘t_a,._.»(,es; (Signature)
Hara nianncarnn 1"‘

a}T}Df ] [ TS Aara maneanmna

{Date of signature) {Date of signature)

Za
5o

e
ks

Yo
~-'a~f_‘i_‘)*9/,///

e

Page 3 of 3

Factory ; 8P 289 (A), RICO Indl. Area, Chopanki, Bhiwadi, Iisit. Alwar, Rajasthan (India), Ph H91-1493-298232/33/34/35

Einail ; info@kusum.com, Website - www.kusumhealthears.com

Page 1/1




