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CERTIFICATE OF ANALYSIS

cepin Nt FGO36

CEPTH®IKAT AHAMIZY
Certificate No. / Ceprapinay No: | F200020377
Prodnct name: FLAMIDASE GEL
Hazsa uponysuil: PIAMMUIE3 TEN DL
Pharmaceutical form: gel
Jivapesxs hopma: refb
Strength/potency: 11,6 mg (10 mg)/100 mg/50 mg
_Cuna aiffaxrusuicrs: 11,5 Mr (10 sV 100 Me/50 Mr
Type and size of packaging: 100 g in laminate tube; 1 tube in cardboard pack
Bua § posmip yagonku: 10 100 v B saminosantit Tv6h: no 1 Ty6i B kaprouniil xopoGui
1 g of gel contain: Diclofenae diethylamine 11,6 mg {equivalent to diclofenac sodium 10 mg), methyl
Active substances: salicylate 100 mg, levomenthol 50 mg
Hisoui pevorunn: 1 r remo sictums: knodienar gietamin 11,6 Mr (exsinanentso mxnodenaxy sarpin 10 Mr),
merwicanimwiat 100 Mr, nesomerrron 50 mr
Manufacturer: Encube Ethicals Private Limited
Bupofuun: Enk’106 Erixans Upalisir Jisiren
Address: Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardol, Ponda, Goa ~403 400, India
Anpeca: HAineevns Ne C-1, Mapxaiim Topacpian Eeredtr, Magixaitv, Hocr Mapaon, Tionna, Toa — 403 404,
Tnzis
Registration certificate: Valid upto: Unlimited term
Peccrpaniiine nocsbtueun; UA/12794/01/01 Aidicue por Heotmexesuit
License No. / Jlinensin Na: 361
Batch N2 Date of manufacture Expiry date Batch size (packs)
Cepin N Jara supobunicrag Tepmin npuparitocri Po3mip cepii (ynax.)
FGO36 10/2020 092022 10000
Index name Acceptable limits (by MQC) Result
Haiimenysaunn noxamuKa Jonyernmi meni (3a MKSD) Peayavrar
Description White soft mass jn tubes lies / Biznosi
Onnc Bina m*sxa Maca B rybax Complies / Binnosinac
Identification / Inentndikauin
Retention time of Diclofenac peak in the chromatograms of test
Dicloferac and standard solutions must comply.
Texnopeuac Yac yrpuMyBasBs MKy HOCIODEHAKY Ha XPOMATOrPaMax Complies / Bignosigae
BHIIPOGOBYBAHOTO T4 CTAHAAPTHONO PORYHHIB NOBMHHO
pignosigary,
Retention time of Methyl Salicylat peak in the chromatograms
Miethyl saicylate of test and standard §olutmns must comply. o ]
Merancanisnar Yac yTpUMyBaHHy HiKy MeTHacaniwiaTy H8 XpOMATOrpaMax Complies / Bizmoninac
BUNPOGOBYBAHOTD T4 CTRHAAPTHOrD POIYHHIB HOBUHHO
Bigrosi Ao,
Retention time of Mentho! peak in the chromatograms of test
Levomenthol and standard solutions must comply. Complics / Bi A
JleBomenTon Yac yrpHMyBaHHA HKY MEHTONY HE XPOMATONPaMax Omplies / Bianobizae
BHIpOGOBYRAHOED TR CTRHASPTHOND POTUNHIR IORHHHED
Retention time of Benzyl Alcohol peak in the chromatograms
of test and standard solutions must comply
2?:3: glefghuzlon - Yac yTpuMyRansg niky coupry GeH3HI080r0 Ha Complies / Binnoninae
XPOMATOrpaMax BUOPOGOBYRAHOTO T& CTAHAPTHOTO POFIUHIB
TIOBMHHO BiAnosinans
Retention time of lsopropyl Alcoho! peak in the chromatograms
of test and standard solations must comply
m’g’mm —_— Yac yrpumyBarns niky isonponinosoro cuupry Ha Complies / Bignoninac
XPOMATOrpamax mnpoﬁusynaaom T8 CTAHJAPTHORO POITHHIB
TIOBHHAO BIZANORIATYE,
Awmgﬁxma{wnxbmsh&ﬁmtbekxmm
. Mass content of each tube toust ba it feast %09 of the nominal,
.m::‘ﬁgw Cepeia M BMicty I{Inﬁmmmﬁjrmmmmm%m 101 f
Maca saicTy ROl Ty0H DOBEIE cRnAmmt se o
HOMIHATEHOL
FLAMIDASE GEL, gel 100 g in tube Nel batch Ne ¥GO036 laf32

Encube Ethicals Pvt. Ltd.

Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E), Mumbai - 400069 !NDiA
P:+91-22-6228-8000

Factory : Plot No. C-1, Madkaim Industnal Estate, Madkaim, Post ; Mardol, Ponda, Goa 403 404-INDIA
P:+91-0832-6618600

R&D Center:- 24, Steelmade !ndustnal Estate, Marol Village, Andheri {E), Mumbai - 400 059-INDIA
P:+91-022-62647000

W : www.encubeethicals.com

CIN No.: U24230MH1995PTC092485




. Encube

DIAMIAES TEJIb, renw no 100 r y Ty6i Nt - eepia N FGO36
pH ‘ | 40-75 ] 7.3
Assay / Kinpkicne BH3nagenus
Diclofenac diethylumine equivalent to diclofenac sodium / Jmaodenaxy nietananin exsibaierTHo gurnodenaky Harpio 1%
At batch release 0.9500 — 1.0500% (m / m) (95-105% of label claim)
Ha moMent sunycky 0.9500 — 1.0500%a(m/m) (95-105% sin 3asmnenol kinskoeri) 1.0059 % (m/m)
Shelf life 0.9000~ 1.1000% (m / m) (90-110% of label claim) ’ % (v/n)
Iporarom repatiny npaasvuocti 0.9000 — 1. 1000%8(minm) (90-110% in sasesenol lasxocri)
Methyl salicylate 9.0-11.0% (m / m) {50-110% of label claim) 10335 % (m/m)
Mmmﬁlwm 9.0-11.0% (m/m) (90-110% six sansnepol kinsxocti) i % (M)
Levomenthol 4.5-5.3% (m / m) (80-110% of label claim) 5037 % (m!m)
Jlesomenton 4.5-5.5%(m/n) (90-110% nin sananesol ximeocr) ) % (m/M)
Benzy! alcohol 0.9-1.1% (m / m) (90-110% of label claim} 1.0267 % (m/m)
Cripr Genmunonsii 0.9-1.1% (a/m} (90-110% nin sananenof kimxocri) . o {miM)
Isopropy] alcohol No more than %.()% 33 %
Crmpr izonponinopnit He Ginsiue 4.0%
Related substances / Cynponiani somimxn
Any single impurity / Bys-sxa ofuswiua nouinska
At batch release No more than 0.5 %
Ha moment sunyery He Ginswe 0.5 % }Blml;ggi
Shelf life No more than 1.5 % BHBHECHHA
porsros vepminy npwiarnocri He Ginmswe 1.5 %
Total of impurities / Cyma nomimox
At batch relense No more than 1.0%
Ha MomenT Bunyexy He Ginnwe 1.0% 01 %
Shelf life No more than 3.0% -
Tiporares Tepainy npunariocri He Gimsie 3.0%
Microbiological test / MixpoGioaoriuna sncrora
Total aerobic microbial count No more than 100/g Less than 10/g
Jaranvua KibkicTs acpoluux Migpooprauiavin | He Glasme 100/ Memue 10/p
The total number of yeast and mold fungi
L s il No more than 10/g Less than 10/g
ma KinbKICTb APDKAKOBMX | MAICHABHX He Gumsme 10/ Menme 10/
Not allowedper 1 g X
Siaphylococous aureus He nonyexaerses B 1T npenapary Absent/ Bizcymi
. Not allowedperl g s ,
Pseudomonas aeruginosa He siomyckaeTsea 1 T npenapary Absent/ Biacyrui
CONCLUSION / BHCHOBOK
The tests implemented in-accordance with MOC the manufacturer that approved by MoH of Ukraine.
In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.
I'hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and quality
control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification avaiiable in
registration dossier.
The batch processing, packaging and analysis records were reviewed - found to be in compliante with GMP.,
BunpoGysauny nposeneni sianosizno 1o MK supoBusrka sarsepiokenot MO3 Vipainu,
3riano BHCHOBKY HIDKYEDINTIMCAHOTO, BHILEBKAIAHAH 3PA30K Mae CTAHAAPTHI NOXEINMKY RKOCT], nepentaueni MICH.
Ilum x 3acBinuyto, Wo Hasezena Buile IHPOPMALIN € NOCTOBIPHOX Ta TouH0W0, [io cepito npoayRuif Gyno BupoGicHo (BKMOHAITH NAKYBARHX MADKYBAHIA)
T8 xourpons Ii AxocTi Ha Bumesmmanesift snpoGHMMil Rimumui nposefeMo y nosdilt BiAMoBiZHOCK 3 muMoram GMP, BCranoBNeHUMM MICUGBIM
PEryARTOPHNM OPraKoM, 2 YAKOK BIANO0BiAHO A0 cremudixanil, o MICTHTECH B peectpailinomy 1ocne.
Hpororomm supoSauurras, nakysanig 18 snamizis Gyan neperasuyti < BCrRHOBACHO Biginonianicrs GMP,

Name
Hpizeume Sacheen Desai

Position of persen authorizing the batch release
Tlocana ocolu, AKa BHAAIA A03BLT HA BHNYCK Cepil Manager QA

Signature of persen authorizing the batch release
Iiannc ocobu, ska g K038 HA BUNYCK cepil

Date of signature
Jara nignncaunsn
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JIEPKIIKCIY XA
JEPKABHA CJOYKBA 3 JIKAPCBKHX 3ACO

By:1. bepesHaKinChKa,
E-mail: dls.kyivi@dls.gov.ual

BUCHOBOK

1po AKicTHL BBe3eHOro B YKpainy NiKapcbKoro 3aco0y

13.01.2021

OJIAMUIE3 TEJIb

BIB
TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI

20, Kuis, 02098, ten./pakc: (044) 550-23-55, ren. (044) 55¢-20-55
wips:/www.dls.gov.ua, Ko €APTIOY 370790

b3

Ne 768/21/26

(walimenysarg sikapeskoro sacoby 3riauo 3 PEECTPALIFHIM NOCBIMEHHAM)

reb 1o 100 r B aaminosauiit Ty6i; no 1 1y6i B KapTonHiil kopoby

M

3

DOPMA BRITYCKY, A03YRAHIS. BHI RKYBalHS JKAPCLKOTO 3ac0by)
¥ YK 3

Howmep peccrpauiitioro nocsinsenns UA/12794/01/01 erpo aif peectpauifinoro nocsigdenns H eoOMexeHnH

Cepis aikapeskoro sacoby Ne FGU36

BupoGHuk Eux'to6 Erixans [paiisit Jimiren, Inzisg

KinsKicTh BBEICHONO NiKapesKoro 3acoby 72

(Hativenysanas srpoGumma Jikapesroro 3acoly, kpaina noxoy HOHAR)

Baezexo B Yrpainy

inenT. koa: 24377666

Tosapucrso 3 ofmexenoro Bianosinaapnicrio "OPT'A

HOCIH JTA",

(natienysasing 18 koA 3a CPTIOY woprammol ocodu abo npissuie, M5,

Mporokoa Bisyassnoro konrpoato sia 11.12.2020 X 3926/1.

JlaGoparopruit ananiz AKOCT] AIKapCbKoro 3acofy saificHe i

JlepskaBHa HAYKOBO-A0C 1iHa 1aopaTopis 3 KOHTPOMIO AKOCT] JKAPCHKHX 3aco0bix

yeranon "[HCTHTYT rPOMaCEKOro 310pos's iM. O.M. Mapseesa HAMH Vkpainu
sys.[Tonyapenka 50)

no Garekoni Gizmmol

oealit - pianpuemis, 1f Micue NPORHBAHHS Ta pecCTPALIRHIA BOMED oGikdrol KAPTKE HINTHAKE

roasTRis abo cepls Ta HoMep nacopra)

Jepxasroi
' (M.Knis,

(uakiMenysanus 18 Micliesnaxorkenns safoparopil, we vposesa naboparophult anaais AR
BHCHOBOK LUOAO AKOCTI AiKapebkoro 3acoby, siaanwli naGopatopicio six 11.01.2021 Ne 34

Pesymerath 1aGopaTopHOro aHanily SkoCTi NiKapChroro 3acody 3a FEPERIPEHHMH OKAIRHKAME B
BUMOraM METOJIB KOHTPOIIIO AKOCTI (aHATITHIHO-HOPMATHBHOT I0KYMeHTANIT).

3a  pesynbTaTaMp  ACPKABHOIO  KOHTPOMO  BCTAHOBJIGHO, LU0 mixapeokufl _3acib  BBe3g

JOTPHMAHHAM BHMOT JAKOHOAIECTEA LIOAO 3aDeaTTed CHHS akoCTLASKAPCHRIMk 33008
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Havansuuk Mukosia
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oBiIawThL

Ho B Yxpainy 3

XOJOAEHKO

{nocasona ocolia

{iniudanu 1o nphasume)
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