JEPYCTIKCITYKBA
JEPKABHA CJIVKBA 3 JIKAPCHKIX 3ACOEIR
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

E-mait: dls.kyiv@dis.gov.ua,https:/www.dls. gov.ua, Kog E€IPTIOY 370790

BUCHOBOK
HPO SIKICTh BBe3eHOro B YKpaiHy aikapcesKroro 3acoly

05.11.2020

MKJIOCEHO®

Y

; Byn. bepesnakiserka, 29, Kiig, 02098, Ten/Gake: (044) 550-23-55, Ten. (044) 55&-20—55

i)

Ne 60261/20/26

_ - (nalmerypavs fikapeskoro 3acoy 2riano 3 peectpaliinmm NIOCRInYEHHAM)
€My b CIHHMIT resTh Iy 30BRiMHBOrO 3acTOCyBaNHN 1,16 Ve, 1o 30 r y Ty6i,
' Kaproudid ynaxonui

mo 1 TyGiy

(shopma BumycKy, nosyRanms, B HeKysaHHg nikapcekora sacoby)
Hostep peecrpaxdﬁ_imm rtbcsin_qeﬂﬂs UA/16445/02/01 crpox gii peectpauifiroro nocsigvents 0
Cepia nixapckkoro 3acoby Ne 2002970 Kinzxicts BBeacsoro mikapeskoro saco6y 15

Bupobunk KYCYM XENTXKEP BT JITN, Iuxaisn

7.11.2023

(HaliMenyBanHa BUpPOBIHKE JTiKapCHKCro 3aco0y, kpaita noxox

ToBapuerno 3 0Gmexenon Bianosinansuicrio "I'aendga
lnenr. xon; 20075891

Bseaeno B Yipaiiy

KEHHS)

pm JITH",

(udkiMenynanns Ta kot 33 CIIPTIOY opuiLs4nol ocola aGo npiseuuie, im's, 1
ecoBu - nianpueMus, I Micue RpoxkueanHs T2 peecTpauitingii Homep oBiixo
noxaTkin abe cepis Ta homep nacnopra)

Mporoxon eiayansnoro konrpemo sin 13.10.2020 X 307172
Haﬁopa'm_puuﬁ anais akocri .nikapcwbro 3acofy 3nifcHenuit:

Ginia T "Lerrpansua nafoparopis 3 aHaJli3y sIKOCTi NiKapchKuX 3acobis | Mempuy
y-M.JIeBiB (M.JIbbiB, By Kymsnapkisceka,131)

0 6atbkosi dizHunol
0T KAPTKH MIATHHKA

of npomyrii"

S T R A

- (H2dMTITYBAHHA Ta MiCHE3HAXOMKCHEA faboparopii, uto nposena naSopaTopHut ananis axoc

BHCHOBOK IIOZO AKOCTI 1KAPCHKOTO 38C06Y, DRAANHMIE naGoparopiero in 02.11,2020 Ne 204
PeayneTatd #a60paTopHoro ananisy skocTi i KapeLkoro 3acoBy 3a miepeBipeHuMy okasmikaMy Bid
BUMOIaM METOLB KOHTPOMIO IKOCT (amanituao-nopMaTHBHOT nokymenTadil).

u

)

NORIZAIOTH

33 pelynLTATAMHM  [iEPHABHOTO  KOHTPOJO BCTAHORIEHO, INO Jdikapcekuld 3aci6 Beesewd n Ykpaluy 3

TBRMOI” 3AKOHOKABCTNA U040 3a0e3neteH s AKoCTi JHKAPCEKMX 3acobin,
7 /

Mukona XOJIOJEHKO

a&ff&m KOHTPOIIO)} (nianmc) (ininiany
i
i

T4 Opi3BHINE)
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JEPXITIKCIIY KBA
AEPAKABHA CIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By Bepesnakisceka, 29, Kuiz. 02098, ten ihaxe: (044) 550-23-55, Ten. (044) 550-20-35
E-mail: dis.kyivi@dis gov.ua htipsiwww.dis egv.ua, Koa €PTIOY 37079055

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKpaiily JAikapeoKoro 3acoby
12.11.2620 Ne 622077/20/2611
JEIOCEHD®

(Ha#MeHyBasHa NKapCLKONo 3ac06y rinHo 3 DESCYPALIAHKM TI0CBITUCHHAM)
eMyJIbCciiERi reik 1 30B8HINHLOro 3acTocysanns 1,16 %, o 30 Fy 1y0i, mo 1 1y6i y
KapToRHil yaarosul ‘

(fhopma SunyCKy. 203YBANHK, B NAKYBAHKA Nikapchk6ra sacoby)

Homep peectpauitinero nocsinuenns UA/16445/02/01 CTpok Ail peecypaiiifinore noceinuenns 07.11.2023

Cepia nixapcekoro 3acoby Ne 2002970 KifekicTh 88638010 NiKapicHKOT0 sacoby 18880
Bupodnnk KYCYM XEJNTXKEP IIBT JITH, baxix
{HaBMENYBARHE BUPOGHNKa MiKapChKoTO 3aco0y, KpaTHa TIOXOAKEHHR)
Beeseio 8 Yipainy Tosapuctno 3 o6mesxenocio sianopinamsuicrio "Tirendapm JTH",
igent. xox: 20075891 '

(nakiMenysanur Ta kol 38 CAPLIOY wprmiieal ocoby 260 MpissHIue, 154, 10 GATLEOB] diznarol
ocobu - mignpresus, ii Mictie NpmHKKaaKRA T8 péecTpanifiung HOMEp obnikoaol KAPTKY NARTHHKE
noaatkis a6o cepiih T2 HoMep nmacnopTa)

Nipotoxon sisyaasworo konrpomo siz 12.11,2020 ¥ 3624/4.

34 pesymbTaTaMM  ePKABHOTO KOHTPOMO  BCTHHOBACHO, 0 JKapCbkH)i 3acib BBe3tuo Ykpaity 3
AOTPHAMAHHSN 5#MOT 3aK0HOAABCTBA OO 3a6e3neYeHHA SKOCT! nikapchux 3acobis,

Haga eHux

(nucanosa ocol

Muxona XOTONEHKO

,(_'iHiuia!!H‘Ta‘r-ltJ‘[-aBﬁmt!)
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Kusum Healthcare Piot. L1

Jikapeeknit 3aci6: JIKJIQOCEADE
Medicinal preduct: DICLOSAFE®

Hilova peqosHua :

Active ingredicnt:
Pecerpauiline nocsingenus:
Registration Certificate;
Jiinenzist #a pupobuuyrEs No:
Ceprudixar GMP Ne:
Bupofnux:

Anpeca BHpoGHHKa:
Manufactured by:

Address of manufacturer:

Cepis: Na 2002970

Poamip cepii: 20000y n.

(@]

CEPTURIKAT AIKOCTI

CERTIFICATE OF QUALITY

AR, NeFG/1151/20
Hara/Date 21,09.2020

(emynseifiumii renas, aa5 30BHimHBbOrO 3acrocysanta 1,16%, no 30 r y 1y6i, no 1 Tybiy
Kapronuii ynaxkosni)
(emulsion gel for external use 1.16%, 30 g in tube, 1 tube in carton packing)

Huxnodenary giernaaminy y NepepaxysanHi Ha Anknodenax watpiie 10 mr
Diclofenae Diethylamine equivalént to Diclofenac sodiuin 10 mg

Nz UA/16445/02/01 sin 07.11.2018, TepMmiH i peccrpauiiinoro nocsimenss a0 07.11,2023
Ne UA/16445/02/01,  07.11.2018; Registration Certificate validity till 07.11.2023
Raj/2354

001/2018/GMP

Kyeym Xenrxkep Ist Jvz, Iuain

CII-289 (A), PIIKO Bunactpian apea, Yomauwi, Bxisagi, Hicr. Aasap (Pagsacran), Igis
Kusum Heslthcare Pyt Litd, India

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Hara pur.:09/2020 HiticanA no: 08/2022

Batch: Batch Size; D/M: Expiry date;
Ne Ha3isa nokasunxis Bumoru PesyanTaTi auanisis
Name [ndex Requirements Results of analyses
1 | Onuc -Binuk abo Malixe Ginull maxudi CAHOPIAHUH Fens, Biznosinae
Description White to off white color soft homogeneous gel Complies
2 | Inentudixauin
duraoghenax Hac  yTPHMyDasHE  OCHOBHOTO miky HL  Xpomarorpamux | Bimmosinge
AOCHIDKYPAHOTO | CTRUAPTHOTG poduniiB, OTPHMaHHX B ¥MOBax
KLIBKICHOTO BUSHBYEHHA, NIOBAHEH CRIBNAZATIL.
Gymnzidpoxcumonyon Yac  yTpumysauns  ocHoBHOIO niky uHa  xpom arorpamax | Binmopinae
3 ZOCTIKYBAHOTO | CTAHZAPTHOTO PO3YMEIB, OTPUMAHUX B ymoBax
KinsKicHoro BH3HAYEHH, TOBHHEN CNiBnanaTy,
Identification
Diclafenac The retention time of the major peak in the chromatogram of sample Complies
solution corresponds to that of the major peak in the chromatogram
of standard splution as obtained under assay.
Butylated Hydroxy Toluene The retention time of the major peak in the chromatogram of sample
solution corresponds to that of the major peak in the chromatogram | Complies
of standard solution as obtained under assay.
3 | Maca sMicty Ty6H Cepeana Maca smicty 10 1v6 nobwina Gy He Mexuie HoMiHANBHGE. | 30,271
Maca mMicty xoxmol okpemol TyGH NOBHHHA CTOHOBHTH HC MeHLe
90% Bix woMisianLiol Macy.
Minimum Fill Average net content of 10 tubes is not less than labeled amount and | 30.27g
met content of single container is not less than 90% of labeled
amount.
4 (pH Biz 6,510 8,5 822
pH 6.5108.5 8.22
5 | B'uskicts He merure 10 000 CII3 14262C113
Viscosity NLT 10000 cps 14262¢cps
6 | Kirbkicie Bushagennn Ha sunycse:
Ourtogenax nampiro Bix 9,50 mr/r 70 10,50 mr/v 9.961mr/r
(95,0 % - 105,0 % anxnodenaky HaTpilo Bix sassneHol kinskocti), 99.61%
Bymuazidpoxcumonyon Bia 0,1800 mr/r o 0,2200 Mr/r 0.191mr/r
(90,0 %-110,0% OyTuarinpokcHTONYONY Bia 3a8BNCHOT xinexoeri). | 95.50%
Page 1 of 3

Factory : $F 289 (A), RIICO [nd]. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph ;

91-1493-208232/33/34/35

Ematl : info@kusum.com, Website : www.kusumbealthcars.com

,’f’) X O VOEKS of 14O %%

Page 1/1




o]

Rusum Healthcare Pt Lid,

Jikapcbwuii 3aci6: JIKJIOCEWO® (emyancifinuli rexs 219 30BHIWHBOrY 3acTocysanun 1,16%, o 30 r y ry6i, no 1 1y6i ¥
KapTouuilt ynaxosgi)

Medicinal product: DICLOSAFE®  (emulsion gel for external use 1.16%, 30 gin tube, 1 tube in carton packing)

Cepia: Ne 2002970

Batch;

durnoghenax vampiro Ha mepnin npudamuocnss

Bin 9,50 mr/r a0 10,50 Mo/r

(95,0 % - 105,0 % auxnodenaxy HATpifo Bix 3asBieHOT
Kinbkocri).

Oymuneigpoxcumonyon
He menute 0,1000 mr/r

{He menwe 50% OyTunriapokchronyony six sasmaenoi
KinpKocTi).

Assay

Al refease;
Dicigfenac Sodium 9.50mg/g to 10.50mg/g 9.901mg/g
(95.0% to 105.0% of label claim of Diclofenac Sodium) 99.61%

Buwylated Hydroxy Toluene 0.1800mg/g to 0.2200mg/y 0.191mg/g
(90.0% to 110.0 % of label claim Butylated Hydroxy Toeluene) 95.50%

At shvelf life:
Diclofenac Sodium 9.50mg/g to 1 0.50mg/g
(95.0% to 105.0% of label claim of Diclofenac Sodium)

Butylated Hydroxy Toluene NLT 0.1000 mg/g

(NL'T 50% of label claim Butylated Hydroxy Toluene)
7 | Cynposiani goriurkm Ha annyex:

Homiunca A - re Ginsue 0,2%; He obuapywxeno
Inaweinyansha neinewrndixosana momiuxa — He Ginsme 0,2%; 0.051%

Cymg, JoMimox — ne Gime 0,5%. 0.051%

Ha mepain npudampocmi;

Hontintka A ~ re Sinsme 0,5%;

Inansizyansna HelneBTHKOBAKA AoMimKka — He 6inbwe 0,5%;
CyMa fomitok ~ ue Ginsie 1,0%,

Related Substances At refease;
Impurity A ~NMT 0.2% Not detected
Individual Unknown Impurity - NMT 0.2% 0.3 l;}f’
Total Impurities — NMT 0.5% 0.051%

At shelf life:

lmpurity A —NMT 0.5%

Individual Unknown Impurity — NMT 0.5%
Total Impurities — NMT 1.0%

8 | MikpoBionoriuna uscrora* 3aranpHa kinkkiors aepoGHHx Mikpooprasismis (TAMC): ne | <10 KOErr,
Gineure 102 KYO/T,
3araneHa kineKicrh APIKIKOBKX | MIiCCHERHX rpubis (TYMC): | <10 KQE/r
He Simsine 10 KYO/r,

Bincytricts Pseudononas aeruginosas | r npenapary. Bincytsi /v
Bineyrwicrs Staphiylococeus aureus s 1 ¢ Npenapary. Bizcyrui /v
Microbiological purity* Total Aerobic Microbial Count (TAMC); NMT 107 CFU/g <10 CFU/g
. Totzl Combined Yeast & Mould Count (TYMC): NMT 10! <10 CFU/g
CFU/g
Pseudomonas aeruginosa: Should be absent/g Absent/g
Staphylococcus aurens: Should be absent/g Absent/g

* BunpoGysansa MiKkpoGioNorvHol YHETOTH TIPOBOARTECA S nepmux 3 cepiif, noTiM 419 KowHGT 10- cepii, ado oxnu pa3 pa pik,
* Test of Microbiological purity will be performed on first 3 commercial batches and thereafter on every 10" batch or once in & year whichever is
earlier.

Page 2 of 3

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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Kusum Healthcare Por. L1

Jikapcekuii saci6: AIKAOCEH®®  (emyanelitunii reas aas sosmimnbsoro 3acrocypanss 1,16%, no 30 r y 1y6i, no 1 Ty6i y
KapTonRiit ynaxonui)

Medicinal product: DICLOSAFE®  (emulsion gel for external use 1.16%, 30 g in tube, I tube in carton packing)

Cepia: Ne 2002970

Batch:

BHCHOBOK: Cepis Me 2002970 Binnosinae sumoram MK PIT Ne UA/16445/02/01

CONCLUSION: Batch Ne 2002970 complies with the requirements of MQC RC Ne UA/16445/02/01
!,Vm

AHANE SO nata 65 Yo

ANALYSED BY X ATE
(Q Ry NP O BATE)

Komenrapi: Hemae
Comments: no

3assa mpo ceprudikanio: «Mificuum = 3aCBINYYI0, WO HaBeAeHA BHUIE indopmanin € gocToRipHO® | TouHOW. Os cepia
nponyxuif Gysna BHroToBNEHa (BRAIOYAI04H YUAROBKY / Mapkyeanug) i npoeneno KOHTPONS 1l AKOCTI Ha BUIEIranaHOMY
NiZNpHEMeTsi B noBHil BiTnoBinmoeTI 3 BIAMOraMH GMP, BCTaHOBNEHAMH MicHeBHM PETYJISATOPHUM OPTAHOM, 2 TAKOH
BimosiaHo o cmewndiramil, uio MicTiTLen B peccTpauilivomy goche Kpaiim iMnoprepa. [Iporoxonn BHPOOHUIITBa,
YDNAKOBKH T2 ananisis Gy, nepernsiuyTi i BeranoBsieno ix pianosiayicrs BEMoram GMPy,

Certification staiement’ «On this I certify, that the above mentioned information is true and accurate. This produet bateh was
produced (including packaging / labeling) and conducted for ifs quality control at the above mentioned manufacturer
according to all relevant GMP requirements, established by Local Health Authority, and according to the specification,
contained in the registration of the dossier importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy.

371’3‘5 Joo20 _
Kepisuuk rpytin kourponio sxocti Meuemxep sianiny 3afed
Quality control group manager ﬂ é a Quality Assurance group

Page 3 of 3

Factory : §P 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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«[ITENLGAPM *
s JEPKIUKCITY KBA
. JEPXKABHA CIIVIKBA 3 JUKAPCHKAX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHKAMMH y M. KHEBI
Byql. Bepesnawisceka, 29, Kuiz, 02098, Ten./pake: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov_.ua,hggis://wWw.dls.gov.ua; Koz €APIIOY 37079055

BHCHOBOK
Upo SIKiCTE BBe3eHOro B Ykpainy JiKapcbKroro 3acoby

28,12.2020 Ne 73130/20/26

JIKJIOCEI®O®

(Haﬁmenynaﬂnn nixapebkoro 3acofy 3rimHO 3 peccTpauiiny noceingeHRM) )
eMyJIbCiHHWIE Teb AU 3oBHIUHEOrD sacrocysanng 1,16%; no 30 ry 1y6i; no 1 TyOi Yy
KapTouyil ymakosni

(dropma sunyeKy, 103yBakHg, BrA NAKYBaHHS KaPCeKOro 3ac06y)

Homep peecvpdiiiitsoro noceizuerms UA/16445/02/01 ©Tpok Aji peeetpanifinoro nocsirenns 07.11.2023

Cepis nikaperxoro sacofy Ne 2003157 Kinsxders ssesenoro nixapeskoro sacoty 140
Bupofumx KYCYM XEJTXKEP BT JITA, Iunin
) (uéﬁmeﬂgx‘_;:augn BHpOOHIta niKapeakoro 3acoby, KpalHA TOXOKEHRA)
Beeseno b Vipainy Tosapucrso 3 ofmexenoio Bianosidansmicyw "Tnendapm JTI",
inest, kox: 20075891, . - - o :

(ﬁéﬁméayaﬁfwﬁ TA¥ g-aa_f:,,{lPifI@Y'}eb@wﬁbTo@ﬁu 260, g}piian‘pm;-e; M5, o Sm;mi ﬂ;isﬂqgéi
0co0# - ninnpuemi, TFaicue TIpoAHBaHIR TA PeECTpaiiul 1ok €p 00nik0s0T kapTRY HAaTHUKE
U ' ronaTkiE afo-copizTa HOMEp naciopTa)

IpoTokon BisyansHoro koHTpoNi Bix !_)7.12-2020(& 3365/14

- Haboparopuiti apanis axocri JIKApERKOre 38000y SaificHepKI

I "Lentpamsma JIabopaTODiA '3 AaHANTILY AKOCT TIKAPCHKHX 3ac06is i MEIHIHOT TIpoAyKIi"
_0.Kufs, nyn Kyapsncrxa 10r) ‘ - s

{ HaitMeHY BAHHA T4 MICUEAHENOAMEHNA neGopaTapil; - rposeia, raBopaTopHAit-araiis axocTi)

BuCHOBOK OLO AKQCTI pikdpchkoro 3acoly, Bupannii naboparopies in 24:12.2020 Ne3756
Pesyimitaty nafoparoproro ananizy skocri i XapcbKoro 3aco6y fé:g:_[xépeaiy M YoKasHEKaM) BIZOBIAAIOTE
BHMOTaM METOAiB KORTPOMIO AKOCT] {(ananiTidno-HopMaTBROT ROKyMeUTAYGI), :

3a  pesynsTaTamu RCPHABHOTY. _KOHIDOMIO BOTAHOEAEHO; tp  ixapepKuit 3aci6 BBESEHO B Vepatay 3
BOTPHMABHAM suMOr 3o Ganatohe e 2aberricuerns akacTi Akapcyrmx 3aco6is;

HasansHux Miixona XOJIOHEHKO

- (niingc) " (imiuiany ta npissmie)

(noea.zibéa 6é06a".opm

Page 1/1
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JEPXIKCITY KA
AEPIKABHA CIIYKBA 3 MIKAPCHEKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
By bepesuakinceka, 29, Kuis, 02098, Texr./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis kyiv@dis. gov.ua,https://www.dis.gov.ua, Kog €IIPIIOY 37079055

BHCHOBOK
Tpo SIKICTH BBe3eHOro B Ykpainy JUKapcbKkoro sacoby

06.01.2021 Ne 319/21/2611

JIKJIOCEN®®

(HaimenyBanns nikaporkoro 3aco5y 3rimo 3 peectpaniinum HOCBIAHCHHAM)
eMYJibCIHHRIA reJih UM 30BHINIHE 0o 3acrocysaunsn 1,16 %, mo 30 r Y 1y0i, mo 1 1y6i y
 KapToHHiH ynakosui

{opma eumrycky, nosysans, sun HakyBaHH JNiKapChKoro 3acoby)
Homep peecrpanittnoro nocsimaenns UA/16445/02/01 CTPOK Al peectpauiiinoro nocsimmonnn 07.11.2023
Cepia nixapckoro sacody Ne 2003157 Kinexicts Rreseroro mixapcrkoro sacofy 18560

Bupo6unxk KYCYM XEJITXKEP I[IBT JITH, Innis

(nafimenysanns sapoGunka nixapcrxoro 3acoGy, kpaia TIOXODKEHHR) -

Beesero B Vpainy Tosapucrso 3 06Mexenor BitnoBizansmicTIO "Tneadapm JITA",
inent. xox: 20075891

(nafivenysanns Ta koa 3a €/IPIIOY 1opuanInof ocobu abo mpissmne, iM's, 1o Garkosi dizagrol
©cobH - nignpueMns, T Micne npoxusanns Ta peecTpauifingi Homep ofnixonol KAPTHA [TNITHAKA
noparkis abo cepist Ta Homep MacopTa)

Ilpoveron Bisyanenoro kouTposnio six 06.01.2021 %2 9/7.

3a  pesynnraramMm jepxammoro KOHTPOMIO BCTAHOBNEHO, IO JiKAPCHKMM 3aci6 Bpeseno g Vipainy 3
AOTPHMAHHAM Brmor 3ako 020 3a0e3nedeHus AKOCTI NIKAPCHKMX 32COBIE,

M Murkona XOJIOJIEHKO

(I‘i:hﬁﬁc) (ininiams ta npissume)

Page 1/1




Kustern ﬁ'ea[f/zcczre Fot. Litd .

Jixapebkuit 3a¢i6: I[IKJIOCEﬁ(I’Q’
Medicinal product: DICLOSAFE®

Hitoaa pevosuua ! .
Active ingredient:

Peecrpauiiine nocBinueHnn:
Registration Certificate:
Jliuensin ua supoGunnTBo Ne:
Cepradikat GMP Ne:
Bupofruk:

Aapeca BHpobHUKa:
Manufactured by:

Address of manufacturer;

Poapr cepii: 2

5

CEPTH®IKAT SKOCTI

CERTIFICATE OF QUALITY
: AR, NeFG/1370/20
Harta/Date 05,11.2020

{emynbciiianii resib Ans 3oBHINBOrO sacTocynasnst 1,16%, no 30 v y Ty6i, no 1 1y6iy

KAPTOHHIH ymakosii)

(emulsion ge! for external use 1.16%, 30 g in tube, 1 tube in carton packing)
Hurnodenaxy piernaaminy y nepepaxysanni na anarnotenax satpite 10 mr

Diclofenac Diethylamine equivalent to Diclofenac sodium

10 mg

Nz UA/16445/02/01 Bix 07.11.2018, Tepmin aii peectpauifinoro nocsiguenns xo 07.11.2023

Ne UA/16445/02/01,
Raj/2354
001/2018/GMP
Kycym Xearxiep et Jita, Inagis

- 07.11.2018; Registration Certificate validity till 07.11,2023

CII-289 (A), PIIKO Innacrpian apea, Yonauxi, Bxisani, Jict. Aasap (Pagmacran), ngin

Kusum Healthcare Pyt Ltd, India

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Cepia: No 2003157 ] 0000yn. Jlara pur.:10/2020 Titicunti 5o; 09/2022
Batch: Batch Size: bM: Expiry date:
Me Ha3pa nokasHUKIB Bumorn Pesynbratu anaaisie.
Namne Index : Regquirements Results of analyses
1 | Onue Binni aSo maite Simsil M'arui omnopimHuif rens. Bianosinae
Description White to off white color soft homogeneous gel Complies
2 InenTudikanis : ; .
duxrogenax Yac  yTpHMypaHHR  OCHOBHOTO miky Ha XpoMarorpamax | Binmosinae
HOCIDKYBAHOIO | CTANIAPTHOIO POIYHHIB, OTPUMAHHK B yMOBAX
KiBKICHOTO BHIHAYEHES, ROBHNEH CIIBIANATH,
bymuneiopoxcumonyon Tac y-rmmynauém OCHOBHOrQ miKy Ha xpomatorpamax | Bizmosimae
HOCAIMXYBAHOLO §: CTAHABPTHOIO POSMMHIB, OTPHMAHMX B YMOBAaX
KiTBKICHOTO BY3HAYCHIS, TOBMHEH CIHBTIAATH,
Identification :
Diclofenac The retention time of the major peak in the chromatogram of sample Complies
solution corresponds to that of the major peak in the chromatogram
of standard solution as obtained under assay.
Butylated Hydroxy Toluene . The retention time of the major peak in the chromatogram of sample
¢ solution corresponds to that of the major peak in the chromatogram | Complies
. of standard solution as obtained under assay.
3 | Maca smicty Ty6H Cepennn maca smicTy 10 Ty6 noprmna 6YTH He MEHIE HOMIFATEHOT, | 30,72r
Maca sMicTy KoxHOT Okpemoi TyDH NIOBHHHA CTAHOBMTH HE MeHe
90% sin HominansHoT Mack,
Minimum Fill Average net cqntcflt of 10 tubes is not less than labeled amount and | 30.72g
net conient of single container is not less than 90% of labeled
amount. )
4 | pH Bix 6,5 no 8,5 6.87 .
pH 6.5108.5 : 6.87
5 | B'asxicrs He mewue 10 000 CIT3 19600CT13
Viscosity NLT L0000 ¢ps 19600cps
6 | KinbkicHe BH3HaYeHHS Ha eunycx: :
Quinogerar hampiro Bix 9,50 Mr/r no 10,50 Mr/v 10.117mr/T
(95,0 % - 105,0 % auxnodenaky Hatpiio pix 3asprenoi KinbxocTi). 101.17%
Symunziopoxcumonyon Bin 0,1800 mr/r mo 0,2200 mr/r 0.193mr/r
{90,0 % - 110,0 % GyTHirinpokcuToayony Bix sansresoi Kinexocti). | 96.50%
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Kusum f[ea[é‘/zcczre Pot. L1d.

Jirapeskuii sacib: JIKIOCEH®®
K4PTOHHIH ynakosui)
Medicinal product: DICLOSAFE®

Cepis: Ne 2003157 :
Batch: :

Ha mepmin npudamnocmi:

Bin 9,50 Mo/t o 10,50 mr/r

(95,0 %-105,0% BHKITOHEHAKY HATPHO Bin 3as8ewH0l
KinbKoCTi).

Suraegherax nampio

Bymunzidpokcumonyon :
He menme 0,1000 mi/r

(He Mentre 50% SyruarinpoxeuTonyony sin sagsrenor
kinpKocti).

Assay

At release: :
9.50mg/g to iO.SOmg/g
(95.0% to 105.0% of iabel claim of Diclofenac Sodium)

Diclofenac Sodium

Butylated Hydroxy Toluene 0.1800mg/g to O.2200mg/g

(90.0%1t0 110.0 % df label claim Butylated Hydroxy Toluene)

Al shelf life:
9.50mg/g to 10.50mg/g
(95.0% to 105.0% of label claim of Diclofenac Sodium)

Diclofenac Sodium

Butylated Hydroxy Toluene ' NLT 0.1000 mg/g

(emyabciitnuii reas ana soBuimELoro 3acroeysanys 1,16%, no 30 ry ty6i, no 1 TY6i y

—

(emulsion gel for external use 1.16%, 30 g in tube, 1 tube in carton packin
P 2,

10.117mg/g
101.17%

0.193mg/g
96.50%

(NLT 50% of label claim Butylated Hydroxy Toluene)

Hu sunycx: ;

Hominrxa A — we Ginpie 0,2%; ‘
Iransiayansua neinenrnbikosana noMimxa - xe Gixsme 0,2%:;
Cyma noMimox — He Gimsie 0,5%.

Ha mepmin nproamnocmi:

Homimka A ~ ne Glmme 0,5%;

Tugneinyansua HeimeHTHdiKOBARA AoMilTKE — He Ginswe 0,5%;
Cyma nomimox — He Ginbme 1,0%.

7 | Cynposigsi gemimen

Af release: 5

Impurity A - NMT 0.2%

Individual Unknown Impurity — NMT 0.2%
Total Impurities — NMT 6.5%

At shelf life: .

Impurity A — NMT 0.5%

Individual Unknows Impurity - NMT 0.5%
Total Impurities = NMT 1.0%

Related Substances

He o6Hapyxeno

HIIXE HEYTUTEIBASMOrO
npeneia

HIKE HEYIHTSIBASMOTQ
npeaena

Not detected
Below disregard limit
Below disregard limis

8 | MikpobGionorivua yuerora* 3arantua kinskicrs 2epobuux  Mikpoopranismis (TAMC): me | <10 KOE/r,
- Ginpme 102 K¥O/r. |
3aramera KinbideTs apixawonmx i ONiCEHEBHX Tpubin (TYMC): | <10 KOEfr
He Gineme 10! K¥O/r.
Biacyruicts Pseudomonas aeruginosa 8 1 r npenapary. Bincytsi /v
Bincyrricts Staphylococens aurens s 1 r npenapary. Bigeyrsi /r
Microbiological purity* Total Aerobic Microbial Count (TAMC): NMT 102 CFU/g <10 CFU/g
Total Combined Yeast & Mould Count (TYMC): NMT 10! <10 CFU/g
CFU/g :
Pseudomonas aeruginosa: Should be absent/g Absent/g
L Staphylococcus aureus: Should be absent/s Absent/g

carlier.

* BunpoSysania Mikpobionorianor HACTOTH TPOBOAMTECA MR Niepiux 3 cepil, MOTiM As KOAHOT 101 cepii, ato oyuH pas Ha pik.
* Test of Microbiological purity will be pecformed on first 3 commercial batches and thereafter on every 10t batch or once in a year whichever is
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:E/E’mam ffeal(/zcare Fort. Ltd

JlixapcepKuii 3aci6: ,IHI(‘JIOCE]?:IOI)@ (emynecifiunit rens gns 30BHimELOrO 3acTocysanns 1,16%, no 30 r y 1y6i, no 1 1y6i y
i KapTOHHIA ynaKosui)

Medicinal product: DICLOSAFE® (emulsion gel for external use 1.1 6%, 30 g in tube, 1 tube in carton packing)

Cepin: Ne 2003157 :

Batch:

BHCHOBOK:  Cepist No 2003157 * Binmosizae eumoram MK PIT No UA/16445/02/01

CONCLUSION: Batch No 2003157 : complies with the requirements of MQC RC Ne UA/16445/02/01
%\/‘d\m : ?

AHAJII3 BUKOHAB : IATA DXV Nvony

( YSED BY) : ‘\M),Q,ﬁ : (DATE)

Komenrapi: nemae
Comuments: no

3asBa mpo ceprabikatlio: «[Hiliciam 51 3acpinuyio, mo ‘HABEAEHA BHLIE ingopmania € gocromipHow i TouHoIo, s cepia
npogyruii 6y/1a BHroTOBIEHA (BK/II0OYAI0YH YH2KOBKY / MAPKYBAHHS) i NPOBEIEHO KOKTPOE I AKOCTI Ha BUIe3rafaHoOMy
HignpHemersi B nosui# pianosigmecti 3 BEMoramu GMP; BeTaHOBAECHHMH MiCHEBHM PEryNATOPHHM GPranOM, 4 TAKOXK
BianoBigHO a0 cnenndixanil, wo micrurees B peccipauiitnoMy [oche Kpainn imMuoprepa. Ilporokoesm supoGunuTsa,
YDaKOBKH T2 aHANI3IB 6yan nepernsnyTi i BCTAHOBJICHO IX BiNOBIAHICTL Bumoram GMPy,

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / labeling) and conducted for its quality contro! at the above mentioned manufacturer
according to all relevant GMP requirements, establisked by Local Health Authority, and according to the specification,
contained in the registration of the dossier importing: country, Records of manufacturing, packaging and analysis were
reviewed and determined for:their compliance with the GMP requirementss,

BCu%0

Kepisunk rpynu korTpommo AKOCTI
Quality control group Inanager,

A5 sk
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