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CERTIFICATE OF QUALITY
AR, Ne 1110FC23000664
' JaraiDate 06.07.2023

JIKITOCEH®2 DOPTE (emyancisiunit rens gan zonn fwmpore sacTocynanns 2,32%, 10 30 ry Ty6i,
mo 1 vydl'y. kaprouniit ynakenni)

DICLOSAYE® FORTE (emulsion gel for external us¢2.32%, 30°g in tube, 1 fube incarton packing)
Aukaodeiiaky aienisiatiny Y nepepaxysiiini ua pssropenax narpiie 20 mr

Diclofenac Picthylamine cquivalent fo Diclofenac sodfum 20 mg -
N UAJI6445/02/02 nip 87.11.2018, Tepain ait peecTpaniitniors nocpixtennn xo 07.11.2023

Na UA/16445/02/02, 07.11.2018; Registration Certificate validity till 07.11,2023

Jiuensis ua pppobunurso Ne:  Raji2354
Ceprudixar GMP Ni:. 0422020/GMP
BupoGrns: Kycym Xearawep [pr Jyg; Inpin _
‘Appeca sapofunka: CII-289 (A), PIKO Ingactpina apea, Yonauxi, Bxisaai, Ajer. Adsap (Paxxacra), Tupin
Marnufactired by: Kusium Healtheare Pyt Lid, Indi ' | ‘
" Address ofmanufactures: SP-289 (A); RIICO Industrialares, Chopanki, Bhiwadi, Dist. Alwar {Rajasthan), India -
Cepia: Ne 2008230 ‘Poahip cepit:20000yn. Hara pur 20672023 Hisicpit no: 05/2025
. Bsitch: | Batch Size: | /M ~ Expiry date: | |
Ne Tlaxazunsw axoct- Bumorn Peayasraryy
Name Index Requirements Ruanizis.
Results of analyses
1 | .Omue Binsit a6o Mainxe GLuit M'EXUIT oqHOpPIAHRL feab, Binnonigae '
[ Deseription | White to off white color soft. homogeneous el Complies
2 | Isewrudixamis
Ourroenax Yac  YIPHMYDAaRHZ  OCHOBHOIO  T1i Ky Ha  xpomarorpamax | Biznopinae
AOCHIAKYBAHOTO § CTAHAAPTHOrO POIUHEIE, OTPHNALNY B YMOBAX
- KEMLKICHOTO BH3NAMEHHA, TOBHICH CHTBNANATH,
GymuizidpoKcumonyos Uac  yTpuMyBaHAS  QCHOBHONO Riky Ha XpoMarorpamax | Bignosigae
JIOCHIJDKYBAHOTO | CTAHJAPTHOTO POZUMHIB, OTPUMAHIX B YMOBAX
| - KifApXICHOrO BUINAYEHEA, NOBUHEH CIIBIIALATH.
Identification (By HPLC) | '
Diclofenac  The retentian time of the major peak in the chromatogram of sample: | Complies-
solution cosresponds 1o that of the major, peak in the-chromatogram of
| standard solution as obtained under assay.
" Butylated Qydroxy Toluene | The retention time-of the major ‘peak i the chrmnamgram of sampie
solution corresponds to that. of the major penk it the shromatogram of Complies
standard solution as pbtained under assay,
3 | Maca nyiery ryou | Cepemin Maca BMicTy 10°Ty6 oBUHRA GyTH He MEHING HOMIHANLHOL | 30.03
' - Maca BMICTY KOXHO! OKpeMol TY6H NOBHLAA CTAHOBUTH He MEHIIIE
90% sin HoMisansiol Macs.
..-M_ihim_um FilE | Average net content of 10 tubes is not less than labeled amount and | 30.03 f
. _|_net content of single container is not léss than 90% of labeled amount,
4 | pH Bia 6,5 no 8,5 | - o - | 801
pi | .65t 83 . e : &)
5 | B'mkicth | Hememue 10 000 CI13 ' | 81562 CIT3
Viscosity NLT 10000 cps 81562 ¢cps
6 | Kipexiene nnsgzvenns 1 Hu sunyer: | . | |
Quxaothenax nampin Bix 19,00 wr/r a0 21,00 M/ 20,49 mr/r
: (95,0 % - 105,0 % mixnofienaky uarpiio sig 358 nenoi KipskocTi). | 102.43%
ﬁwnunaz'f}pam?wﬂaﬂym- Bia 0,1800Mr/r 5o 0,2200 Mmrfe 0.1939 mrfr
(90,0 % - 110,0% ﬁfrsmri!xpukc_nmnygny Bif 3aRBNEHOT KINEKOCT). .
- Ha mepyin npudupinocmi:
guxnoghenai Hampio " Bin 19,00 mr/r ao 21,00 Mo/t |
{95,0 % + 103,0 % muxnodrenaxy HaTPiiO Bl 3anBienol J/iexocH).

Facfory : SP.289 (A), R1ICO Ind). Area, Chopanki, Bhiwadi; Distt. Alwar, Rajasthan (India), Ph : NN & *' AT
Emaji ; info@kusum.com, Website ; www.kusumbhealthcare.com 0.1
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Kustm fféa[t/zre Jot. Lid.

Jixapepknit 3aci6:
3 1o 1 vy0i y xaprouniit ynakopni)
Medicinal product: '
Cepis: No 2008230
Batch: "

MKIOCEHND® DOPTE (emynnciitunif resin ann 30BHININLOTO 3acT0cyBasAA 2,32%, 1o 30 T y Ty6i,

'DICLOSAFE® FORTE (emulsion gel for-external use 2.32%, 30 g in tube, 1 tube in-earton packing)

' He menms 0,1000 mrfe

- Symunzidpoxcumonyon ) |
(He'merue 50% Gyrunrinpokcnronynay i sasenenoi xinpkocri),

I Assay At release: |
Diclafenae Sodivm - 19.00mg/g to 21 00mglg | 20.49.mple
(95.0% 1o 105.0% of label clains of Diclofende Sodium) 102,43%
Butylared Hydroxy Talwene 0.1800mg/g to 0.2200mg/g 0.1939 mg/g
- {90.0% to 110.0.% of label claim Butylated Hydroxy Toluene) 96.95%
At shelf fife: ’
- Diclofenac Sodium 18.00mg/g fo 21.00mg/g .
(95.0% 1o 105.0% of label claim of Diclofenac Sodium)
Butviated Hydroxy Toluene ] NLT 0,1000 mg/g. _
' i (NLT 50% of label ¢]aim Butylated Hydroxy Toluene)
7 | Cynposiani ominikn | Ha sunpcx: o ,
Hominira A — pe-Ginswe 0,2%; He obuapymeno
| lnpoBinyamna veinénrudikossua  nosminka - ue Gianwe 0,2%; HIUKE
Cyma foMimox — He Sinsare 0,5%. HEYIITHIBEEMOTO
| Hd-mépatin npusanuocnti: npesena
1 Jomimxa A — ne Simpwe 0,5%; _ HIKE
-hpinyaneua neigentidikosaya goMimxa - ne Ginbwe 0,5%: HEYYITEIBAEMOTD
| Cyma Somimox — ne Hinse 1,0%. npeiena

At relegse:
Impunty A —NMT 0.2%
{ Individugl Unknown Impurity — NMT 0.2%
1 Total Impurities — NMT 0.5%

Atshelf fife:
Tmpurity & —NMT 0.5% |
| liadividual Unknown Imipiisy — NMT 0.5%
Total Impurities — NMT 1.0%.

Related Substances

Naot detected
Below disregard limijt
Below disregard limit

 3@rankia wifkKicTs depobrux Mikpoopranismis (TAMC): ne Ginsige
16V KY O,

- Jarayena KixeKiCTs APIKMKOBMX I TAiCeneRNN rpuGin (TYMC}: we
Ginpure 107 KY O/,

- Biacyricrs Pseudomonas, aeruginosae 1 t npenapary.

Bin¢yruicn Staphylococeus avreus & 1 v npenapary.

& | Mikpofionorisna yncToTa

Microbfological puri't_'}?* - Total lﬁ;ﬁrt}ﬁic Mi_r:mbi'alfauni (TAMO); NMT 10° CFU/g e
Total Combined Yeast & Mould Count (TYMC): NMT 10! CFU/
Pseudomonas aeruginpsq: Should be absent/g '

Staphylotoccus dureus: Should be absent/g

Not required

¥ BunpoSygawns MIKpOBIONOriHOT MPCTOTH IPOSONHTEH 1K Nepunrx 3 ceplit, hoTiM ANy xoxuol 10-1 cepif, abo oaum pas wa pik.

* Test of Microbiolegical purity will be performed on first 3 commerciat batches and thereafter on every 10" batch oronce in a year whichever, is

earlier,

BUCHOBOK: Cepist Ne 2008230 Biancsinae sumMoram MK PIT Ne UA/16445/02/02
CONCLUSION: Batch Ne 2008230 complies with the requirements of MQC RC Ne UA/16445/02/02
AMANIZ BUKOHAR | DATA

cnaLysep iy St Nowkid o

Factory : SP 289 (A), RIICO Indi. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : \&
Email ; info@kusum.com, Website : www.kusumhealthcare.com = ¥
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Rusum tealthcare Pot, [id. s

Jlixapenxuii sacid; JIK JIGCEFIII!@ GOPTE (emynsciifnuil reap 188 3oenimunore 3acTocynaimy 2,32%, no 30 ¢ y Ty#i,
| no 1 1y6i y wapronuiii ynaroenni) ‘ |

‘Medicinal product: DICLOSAFE® FORTE (emylsion gel for external use 2.32%, 30 ¢ in fube, 1 tube in carfon packing)
Cepin: Ne 2008230 '
Batch:
Kosmenrapi: nemae
Comments: ne k

Jaspa npo :@p‘-.rmbixauiinz «Lidtenny s 3acsinayio, uo RABSJENA BRIL indropmanis ¢ A0CTOBIpHOO i TOMHOIO, Ia epis
(ipoaykuil 6y1a BHEOTOBMEN 2 (BRAIOTAIONH YRARORKY / mapkyBaunn) i nposenene konTpors 1t axocti np BHICIrANAROMY

nznpREemeTRi B-noBHIH BignesiaHocTi 3 BuEMoraMy; 3a3nAYEHAMY B TiaRii xacrarori GMP, 3aTRCpGKeMiii Minibrepcfmum
oxoponH tenos’s Yxpaini, iz BUMOTAMIL pecctpauiiinoro nocwe Kpatun npuinavenuq. (foroxonu supolunurTea,
YHAKOBKH T2 aHanizis Oyanu neperasinyTi i BéTafopseno X pignosianicrs BEMoOTaM GM Py,

Certification statement: «On fhis T certify that the above-mentioned information is frue.and accurate, This product batch was
produced (hicluding packaging / labeling) #and.conducted forits quality control at the above-mentioned manufaciuver
according to specified in the current GMP guidelines, appioved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination country. Records of. manufactiring; packaging and analysis were
reviewed and determined for their compliance with the GMP requirements». '

KepiBr#k rpyny xouTpomo skoeti YnosuoBaxeHa ocoba, M0 3gidcHIbe
Quality control group managex- cepThdikaniio cepii
‘ Qualified Person certifying the batch, |
IM's Ta-mpizsue EL_SI : - In'st T2 NpisBRLIE i ST
(Name) 1 6€ |5 1243 (Name) < )'\93/ S,
[Tirnnc SN ‘ Hinnuc | : : .
z ~ YE e HAR I A O
{Signature). @‘rJ ‘-D- &) he {Stgnature) QuaiTy }L :
. T . iy % : Ealad Ben PO AT Y o -
Hata niandcantis Harta mignicanis i ASIinailE 19
at - . t = . _ et L . i L
{(Date of signature) _ (Date of signature) o o A5
T e g . . Rt “"":vci‘
Kepishuzy rpynu KoHTpomo skoe Menenxep gigniay aaGesneyucnns o iy i
Quiality contro! group manager Quality Assurance group manager
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Factory : SP 289 (A), RIICO Ind), Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-208232/33/34/35
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npos. Hanii Ceimmaanoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kox CIPTIOY 37079055 A
koA 20075891

BUCHOBOK
PO SIKICTH BBE3EHOr0 B YKpalHy JIKapcbKOro 3acody
11.08.2023 Ne 40960/23/26
TMKJIOCEN®® ®OPTE

(H_éiﬁmeﬁyﬁaunﬂ nixapcbkoro 3acoby 3rijiHo 3 peecTpalliiiHiM NOCBIRICHHAM)
eMYJILCIHHMNA relb U 30BHIIIHbOro 3acTocyBanns 2,32 % no 30 ry Ty6i, mo 1 Ty6iy
KAPTOHHIA YIIAKOBI

(opma Bunycky, NO3yBaHHA, BUL NTAKYBAHHA NIKAPCHKOrO 3ac06Yy)

Homep peectpauiiinoro noceinuenns UA/16445/02/02 crpox nii peecrpauiiinoro mocsinuenns 07.11.2023

Cepis nikapcskoro 3aco6y Ne 2008230 KinbkicTs BBe3€HOTO Mikapchkoro 3acoby 16992
Bupo6numx KYCYM XEJNTXKEP IIBT JITI, Inmis
(naiiMenypaits BUpoGHKKa Nikapchkoro 3aco0y, KkpaiHa MOXOMKEHH)
BpeseHo B Yxpaity Tosapucrpo 3 o6mexenoro sinnosigaasnictio "Tnendapm JITH",
inenT. xcox: 20075891

(naviMeHysanHa Ta koA 3a €JIPTIOY opuanysol ocoby abo npissuue, imM's, 1o 6aTEKOBI
(pizranol ocobu - ninnpuemus, I Micue NPOXUBAIKS Ta peecTpauiiuuil HoMep 061iKoBOI
KapTKW NNiaTHHKa noAarkis abo cepis Ta HoMep nacropTa)

IpoTtokos BisyanbHoro koutpomo ein 21.07.2023 Ne 2065/3.
JIaboparopHnii ananis sxocTi JiKapchKoro 3acoly 3iHCHEHMI:

Ouns 11 "Llentpanera naboparopis 3 aHanisy sSKoCTi NiKapchbkux 3acobiB 1 MeauyuHoT
npojykuii” y M.JIsBiB (M.JIsBiB, Byn. Kynsnapxisceka,131)

(HaiiMeHyBaHHA Ta MiCUE3HAXOKEHHs 1abopaTopii, 1o nposena naboparopnui aHami3 SKocTi)

BrcHoBOK 1mwoa0 axocTi nikapcskoro 3acofy, Buaanuii aGoparopiero sin 10.08.2023 Ne 129

Pesynbratu naboparoproro anganisy sxocti Jikapcexoro 3acofy 3a nepesipeH¥MH Noka3HUkaMy BiANIOBIAAIOTH
BUMOTraM METOJIB KOHTPOJIO AKOCTI (aHANITHYHO-HOPMATHBHOT IOKYMEHTaLliT).

3a pesyiasTaTaMUd AEPKARHOTO KOHTPOJIO BCTaHOBJIEHO, 11O Jikapcekyii  3aci®6 BpeseHo B Vkpainy 3

AOTPHMAaHHAM BuMOTr 3aKOHOJABCTBA 11010 3a6e3MneYenns AKOCTi ikapchbKuX 3acobiB.

Muxona XOJIOJEHKO

e L e o R T I B - S S N L B . 2

(nocanosa ocoba opraHy ACpPXaBHOI0 KORTPOIIO) NILANTPRSS ; (iniuiany ta npi3ByIIe)

ML.II.




