PRARIAES MENk, rent no 100 ry wy5i cepin N2 4Dz27

CERTIFICATE OF ANALYSIS
CEPTU®GIKAT AHANIZY N F240005782

Product name / Haagg poR yRyii: Jr FLAMIDASE GEL ¢ ONAMIHES FENGL

Pharmaceutical form / flikapewka thopma: { gal /rens

Slrongihn’potency.f Cuna giltakTusHicrs: {' 11,6 mg (10 mgy; 100 mg; 50 mg ! 1.6 My (10 mr); 100 aa 50 ar

T —_— =

Type and size of packaging 100 g in laminale lubo; 1 tube in cardboard pack )

Bia i posmip ynaxoams'{ ne 100_r_a’:.1auinoaa§iﬁ Ty6i, no_lgﬁ_i_alc_aﬂgmiiﬁfpo_ﬁgrir

"1 of gel contain: Diciofanas. dieth
Active subslances / Livowi pevosmuy: il r1nclhyl salicylate 100 mg; fevomen

I renig Mictuts: Buknothenay Algrunamin | £,6 Mr {expiganentro Anknodenaxy Hatpin 10 ary,
I
j MeTuncaniyunar 100 ur; NEBOMEHTON 50 1

ylamioe 11,6 m

Manufacturer / BupoGHux; ,_Encuhe Ethicals Private Limited ! EHK'1o6 Evikans Mpaieir fimiten

Plot No, G- 1, Madkaim Industrial Estate, Madkaim, Pogt Mardol, Ponda, Gog - 403‘400. India
Address / Agpeca. A

iNbHiLA NeG - 1, Magraiim Inaactpian Ecreiit, tAaaraim, Nocr Mapgon, Rouga, Foa - 403
404, Ingin

Registration certificale: , U i Valid upto ’ o N
Pecctpauiite noceigueuy. . UA12784/01101 : Oitcne go: | Unlimited term £ nooBmesconnp
License No. 7 Niyensin e L 361 7 7

Balch Ne 7 Cepia Ne. [ 4pza7 Date of manufacture / flara . 08/2024
BHBOBHULTDG: I .

Batch sizg / Poauip cepii: 9792 packs!rynax. Expiry date ! Topuin npuaatTHoct: : ‘OBIZU--Zﬁi .
!_..__._. il A _.’ | iuleiah

T e -— . —_—
Test ' Accaplable criteria {at batch roaliza} Result
Haﬁmeuyuauuﬂ NoOKasH1Ka PUYepll npuikaryocri {Ha BHNycK) ' Peaynerar
Descrption ¢ Qnue While soft mass in tubes f Girta m'ska Maca a tyBax ;. Complies (Banoaigac)

Identification 7 l,qeumcpiuauiﬂ 7 7

Retention timg o

F diclofenac pogk in the chro

Mmatograms of test

Diclofenac and standard solutiqns musi comply | ] ] .
Aurnadamax Mac YTPUMYBaHHa Hiky AUKrIogheHaky Ha ¥poMmarorpamay . Complies {(Bianosigac)
Binpobosysaroro PoIYHHY | po3vury nopianmimg Mac
cnisnagaty
Retenlion time of mathyl saiicylate peak in the chromatagrams of
Methyt saticyiare test and standarg solutians mus comply f . ‘
Merwncanignnar Yac yrpumyaanun iy Meruncaniunnary na XpoMatorpamax Compligs {Bianosiac)
- aunpobosysanorg PO3UMHY | poauuny nopisHAHKA ag :
cnianagaTi
—— —_— — e
Retenlion tine of levormentiol peak in the chromatograms of test !
Levomenthol ¢ and standard solutio‘ns must comply , _ .
- Nesomernton Yac YTPUAMYBAHHA hiky NesoMenTony Ha ApOMaTorpamax . Complies (Bianoginac)
BuNpobosyeanore PO3UMHY | posudny ROPIBHAMMA Mag .
chisnagary :

Retention time of benzy! alcohol peak in the chrematograme of

test and standard solulions must comply

Hac yrpumyaans fiky enupry SeHannosoro na Xpomartorpamax Compligs (Bianonigac)

BunpoSosysanorg PO3YMHY | posuiny nopieHAHHA mag :

chisnagary ,
——»_F___—__ﬁ_—-__..__,___,__ —

Retention time of Bopropy aleahol peak in the chrematograms of

tesl and standarg solutions must camply !

Uac YTPHMYBaHHA hiky Izonponinosore CNUPTY Ha Complies {Bianoemac)

xpomarorpamax BUNPoBonysaHore Po3usiky 1 posuuny

TOPIBHAKHA Mag eniznagary

Benzyi alcohel
Cnupt Benzvnosnii

Isopropmd alcohol
Crupr i30npoNinosus;

- T —— ..
FLAMIDASE GEL, gel 100 g in tube batch ¢ 4Dz27

1ofts 2

Encube Ethicals Pvt. Ltd.

Registered Office : 803, & Wing. HDIL Kaledonia. Sahar Road, Andheri (E), Mumbai - 400069 - INDIA
P:+91-22-6228-8000

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

R&D Center:- 24, Steelmade industrial Estate, Maral Viliage. Andheri {E), Mumbai - 400 05%9-INDIA
P:+91-022-62447000

i) o
W www.encubeethicals.com CIN No.: U24230MH1995PTCO92485 Afﬁﬂj/éf/
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SOAMAES TENb, renwb no 100 ¢ y Tyl cepin N2 4DZ27

The mnrmum fitwoight of the tuba / MiHitaanbHe HanoBKerHA TG )
Not ess than 90 g / He memwe 90+

B ' Complies (Bianoainac)
Av&ageﬁ!v.e’aglﬂ i Cope,q,_rt;am HINOBHEHHA Wotless than 100g ¢ Ho memue 100+ e _ 1.0! 9'_(1 )

pH _ 14.0-75 o 71

~rdveduat &l woight { eavsiayanbHa mMaca HanoBHEHHA

Assay ! Kinokicna Bmanauomns

Dxiofenac dieiht,damine equivalent to delofenac )
sodum 1% 0.9500 ~ 1 0500% {mm} (35 = 105% of labal clairn) 0 9967 %(wvm) ot
Rurnodenary gietsnamin CKBIBRfIEHTHO 0.9500 - 1.0500% (m/n) {95 — 105% BiJ 3anApneHol KinukocTi)
ANKnotheHaky watpio 1% ) ] o - )
Mdlhyl salicylle 9.0 - 11.0% (mvm) (90 - 110% of label claim) 04 fratrmy 10 .
Meruncaniynnar 2.0~ 11,0% () (90 - 110% Bif 2aneneHo; KinbKocTi) 10131 %tnvm) (2b(mi)
Lovomeriot 4.5~ 5.5% (mim) (90 - 110% of fabe] claim) o Sota
Nesomenton 4.5 - 5.5%(wm) (90 - 110% Big 3anrnnerol KinbxocTi) 5 179 %(mim) ()
Benzyl alcohgl 0.9-11% (mym) (90 ~ 110% of laba!l chaimy) o o
Cnupr Gensungsm 09~ 1.1% (/) (90 — 110% sia Jasenenol xinokrocTi) 10083 %(nvm) (%
Isapromyt aicohol No more than 4.0% 310
CnupT i30nponinosni He Ginbwe 4.0% ,
. e ———— e — —— . -
Related substancos / CynpoeigHi gomitixu ) )
Any indwidual mpurity No more than 0.5 % Below LOD
Byab - mka iHAWRIAYaAbHA goMiwka Ha Binbwe 0.5 % . Hiwde Mot snaHaveHRA
- Tolal of tmpuritios No mora than 1.0% ' Balew LOD
Cyma goniwox He Ginowoe 1.0% Hitwue mex auaxauarms

Microbiological test / MikpoBlonotiuaa unerora

Total acrobic microbial count (TAMC) ! 3aranbua kinwkicty aepoBHIX Mikpoopratiamin {TAMC)

T"No more than 102 CFUlg 1 Ho Binbwe 107Kyl <10 CFUIY (RYO! 1)

No more than 10" CFU/g / He Binvwe 10" K¥Oir ! <10CFufg (KyO! 1)
1 Not aliowad per 1g 1Mo gonyexacrien Hamsmicrs 815 i -y
Srnphyfocofcus aurerus o lmpenapary C o Absenl (BiacyTwi)
- . i Not allowod per 1 9/ He sonyckacroes naspicts slr .
Pseudomonas seruginose ! npenapary Atsenl (BiacyT)
CONGLUSION / BUGHOBOK

The tests are performed in accordance wilh MQGC of the manulacturer that approvad by MoH of Ukraine.
In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQGC.
I hereby certfy that Ihe above information |g authentic and accurate. This batch of product has been manuiactired, including
packagingabeling and qualty contral 2t the above — menlioned site in full compliance with the GMP requiremaents of the local Regutatary
Authoity and with the specificalion available in registralion dossier. Praeduction, packaging and anaiysis prelocols were toviewed and QMR
compliance was conlirmad.
BitnpoByaann npoesefeni pianosigHe o MKA BrpobHika, ue 3aTHEpAXEH] Hakasom MOS3 Yxpainy
Jrigno 83ICHOBKY HIKUeniAnucanoro, BULLEBRA3BRNA Jpazoxk mac CTaHAARTHI NOKaIHUKY aKkocTi, nepegBaveni MKA

1, Wo HasefeHa Buye inthopmayin e AoctoripHO Ta TouHow. Ui copinn npogykuil Syno supoGnero [4:30) T 3
RaXyBAHHAMANRYBAHNA) T KORTPONL 11 AXOCT! M3 BUWeIDIHAYGHIR BUPOGHUYIR finbuayi NPOBEACHO ¥ NOBHIA BianosigHocT 3 augran G,
BCTAHCRNOMKMY Micyaaum PRIYNATORHUM OpPraqom, a rakox signosigHo Ao cnewmdixai, wWo mictursca 8 peccrpayiltiory focue Aporaxonpu
BupebuuyTea, nakynamHn Ta ananisis Gynu nepernanyti - BeTanosnono signoeigHicTe GMP

e ———e - —
—_FPeison, _aulhorizing the balch release / OcoBa, slanoetnanuia aa sunycx ceph

I R N

i Amol Londe ' L Sr.Manager-QA j o} anichy ;
Hame ! Alpmanme %'W. Ature / Mgmie T Oete /Hms T
3y
FLAMIDASE GEL, gel 100 g in tube batch N 4DZ27 . QUALITY f:‘\l' 2ofia2
ASSUARINCE =)
DEPT. ]

Encube Ethicals Pvt. Ltd,

Registered Office : 803, 3 Wing. HDIL Kaledonia, Sahar Road, Andheri {E), Mumbai - 400069 -INDIA
P:+91-22-6228-8000

Factory : Piot No. C-1. Madkaim Industrial Estate, Madkaim, Past : Mardol, Ponda. Goa - 403 404 -INDIA
P:491.0832- 6618600

RE&ED Center- 24, Steelinacde Industrial Estate, Maral Village, Andheri (E), Mumbai - 400 059-INDIA
P:+91.022-42647000

W www.encubeethicals.com CIN No.: U24230MH1995PTCO92485




