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Nizeni pevonanu;

Aclive ingredients:

o

T

Kissum Hoaltheare Lot L.

CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

Aura Male:04,12.2023

Medicinal product: FANIGANS. FAST g£¢h, 30 g in u laminated fube, T fube in'a carfon package
Hkaodenary AleTHaaminy ¥ aepepaxysanil 12 Aukaohenak aweplo 10 M1
Melvany 0w '
MeTuncazidzasty 100 srg
ot ananet 30 mr
Diclofenne diethylaming equivaleni Diclofenac sodiam 10 mg;
Mentha) S0 mg;
Methyl salicylate 100 nig;
Linseed sl 30 mg

Peicrpuuiiine nocoigwen s

Registration Certificate;

JHinensisr na wupoSimuyrue No:

Ceprudrienr GMP Ne:
BitpoBiiarc; -

Anpeca spoduinss:
Manufactercd.by:
Adidress of manufaciurer:

e UAFT665/01101, in 15122016, vepmbss uii peccTpamiftitoro uoceivrenus: wecGmeren
M UA/TG65/01/01 o 15,42:2016, Registration Certifiedtevalidity i unlimited
Raji2354

4212020/GMP

Kycym Xeprxiep Var Jya, Tnpln

AENQ AP

Kop 20675557

HIGR

AR, N TIHFG2I001367

i

CIL-2B9 (A), BHKO lunacrpias apea, Yowaach, Biinai, Ji e Ansap (Pagpwactan), Lupin

Kusum Healtheare Pyt Lid, India: ) )
SP-289 (A), RNICQ Indugtrial aren, Chopanid, Bhiwadi, Dist. Alwar (Rajasthan), India

Cepin; Ne 1002439 Poaniip cepin: 4000 0yn, Hata sur; 1042023 Hidenuit gor 09/2025
Batch: Batch Size: DIM: ) Expiry date:
N Tlokaannks aKoevi B“'ngpn! Pesynevirn ananhin
WName Intex ) Requiremicnts Result of anabyses-
ol Onuc ) QnHopinngit reas Sitarn KOmbOpY B XBpakTepHuy 3aiaxon. Binmpninag
Description - White uniform el with charseteristiv: ogéur Complies

T | lngvrudixaniz

Identification

Jurnohenags gieranamiy,

Hae  yTpAmysawrs riky Auknodionaky. piermassiny Ha  xpomarorpasi Bianoninac,
- BOCHmKYEARCIO pesauny  Mae Bigiosigarit HACY  yTIPHMYBBHRL Miky.
AHEHOfeHAKY AleTunaMiny  ma XPOMITOTROME  CradfnpTHAOrO po3uiy,
UTPUNTEOID B YMOBAX KINBRICHOrO-BNSHANEHHS,.

MeTurcanimtiar, .
Use yrpmmysmesr miky MCTRAECARITHEAT 313 XpOMITOrpRM; - NOCH] gatyRaHOrD Binnosizac
posHHY Mac BITNOBIAAYH MaCY YIPUMYBAHHA NiKY  MeTHtamiumT ua
XpoMarorpasi ¢TAHAAPTHOTO "po3umy, OTpitMAHOIC B yMoBax Kisibkicraro
BHIHATENNS, )

Bismocnit siac STPHAMYBARIA DKy MCHTOAY Ha XPOMAYarpami AocTifsysasnore Bianoninae,
'PA3HRNY Mac BiRNOBINATH BigHtCtoMY MAcy ¥TPHAMYBaNHS

TIKY. MeHTRAY Ja xposatorpami crampapTHoro PORGHHY, OTPHMaHOrD 1 ¥MOBEX
KiILKICHOTO BRANAMCHIES.,

U~TIHOARFHOBR KiltnoTn,

Yag  yipumysams  nixy  oeniHonenosof KHCAOTH  Ha  Xpomavorpasi | Bimnosinae
IOChLTICYBaROro posunmy Mac BLANGRInAri BiAHOGHEMY HACY yTpHMyBaHIE
HIKY 0= NEHOACROBOY KNOHTH Ha XpoMarorpass CrapIapTRONG POty RHY,
OTPHMAHOTO B YMOBIX KiybKicHoro Wiifnadenns, ) i
Criitpr-Bepsunopnit . R
e yTpustysamia mixy cnipTy Geusitonore ra NPOMATOrDUME JoCHIDKysanoro | Biamosinac
pOsLIHY Mag BifioBinaTy BiAHOCHONY Wacy Yrpumysats '
BATORIAROTO niky Ha Xpoyiarorpand GTAHAARTHOTG PO3UISIY, OTPHMAROTD B:
YMUBAX KULLKICHOTO BH3HATEHLLS,

Diclofenac diethvlaming

Retention time of Diclofenas dicthyloming peak jn chromutograrns of sample | Complies
preparation and standard preparation obtained in “Assay” should correspond,

Melhyl Salicylate :
Retenfion time of Mehyl salicylaie “peak in thromatograms of sample | Complies
preparation snd standisd proparation obtained in *Assay™ shoukd comespond,
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Mikapessin 3aci6: CAHICAH® GACT
Medicinal produgh FANIGAN® FA SF

‘Cepin: Ni 1092439
Bitch;

O

Kustum Healthcare Por. [14

gel, 30 2 in & faminated Tube, § $ube in a carton package

rean o 30 J'y.:laasin(una::iii TYEE no LryGi y gapronniit yuaKkonuj

Menthol
"The relative retention time of Menthiol peak-iiv the chroatograni of the sample Complies
Prepanition cotrespands 10 that in the chromatogram of ihe gtandard preparation
as oblained in the assuy.
‘g-Linolenic acid
Retention time of u-linolenia acid penk in chromatograms oF sample preparation | Complics
and stondaid preparatian obtained in “Assay™ should cofréspond.,
Benzyl aloohof _ )
Retention time of Benzy! alcohal In chromatagrarms of sirnple cormresgionds to Complics
) retesition time obtained in chromatoprams ofstandard in “Assay”
3 [pH 6,5-80 ' 7.48
pH 65-9.0 7.49
4 | Maca miicty Ty6n He merme vontingzmsof Biagoginge
Mintmum Hit Not less than nominal Complies
& | Cyuposinui nosinxn He Gissige 0,5 % Amrodenaky goMimnar A 0:013%
He Ginpnee 0,5 % Gynn-gxai iruroY nomitaKe; 0.023%
He Ginpre 1,0 % cymm gomimox. 0,036%
Reatéd substances. Impurity A of Diclofenac-dicthylaniine; Not morg then 0.5 % 0.013%
Any other Single impurity: Not more than 0,5 %. 0.023%
Totul limpuiitiss; Notmere than 1.0 % ¢:036%
¢ {1 Kinskicre sranavenng mciodenay JieTHIaN i, .
Aia suiycxy:
L1102~ 1,276 r & 100 r oo 117304100
(93-110 % wix aasmseniora micry) 101.12%

Assay

L mepming npudanwoimi:
1,044 5~ 1,276 ¥ 3 106 r remo ]
(50,0 % - 110,0 % win sansmeroro BMicry).

Metnicaninnpar.
8,0 r— 11,5 16 100 F reno
{80,0 % -1 15,0 % ein saunnenoro BMIETY),

Curtpr Geysimonii,

g sunyery:

090~ ;18 100 r rema

(90,0 % - 110 % nin sassircuoro BiicTy).,
Aag mepsviny npudamuacmi:

085 r—1,)5%% 100 rrena

(85.0% - 113.% nix 3aaencuora BMICTY).

Diclofenac disthvlamine
Release:
1;102 g — 1,276 g per 100 g of ‘gel

AAEAPARPM
JIT Ik

spenTidivaniiimgi.
xop 2007559%
in

10.69.+/100 ¢
106.36%

Lal r{190
101.03%

LIT3 oo g

Factory : SP 289 (A), RIICG ind], Aréa, Chopanki, Bhiwadi, Distt,
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(95-110 % of labeled anmouny) 101.12%
Shelf fife: CEPTAOIKATIE
bOddg - 1,276 per 190 g of get
(90.0% - 110.0 % of Jabeled &moBi)
Mothil saticylote R 7
9.0p-11.5g per 106 g of gel. 10.69 g/100 g
(900 % - 115.0 % of fabeled amount) 106.86%
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Kusum Healthcare Por. L1 :

Jlikapers 3acit: PAHHTAH® GACT-
Medicinal product; FANIGAN® FAST

Cepin: o 1002439
Bately:

rean w0 30 ¥ aaminopaidii TYGi; e 1 n:ﬁ'i ¥y naprmmi_i‘f Yuakowyi
gel, 30 g'in 2 laminsted tube, 1 tube in & car{on package

‘Benzy! Atcohol

-Reledse:

Microtiotogical puiity

Bincyrniers, Sraphylococens anreyy B 1 v upenapaty,
‘Blacymsiers Preudomonas aerigingsa s | 1 upehapaty.

Total acrobic microoyganisms (TAMC) - NMT 162 CF Ulg.
Tatat Yenst & Mould Count (TYMC) - NMT 16! CFU/g,
Siaphylocacenut gisreris should be sbsent per'l i,
Pseudomongs aeruginossashould be ahsent per.l.g.

0.2 g-1.1 g ‘per 100 g'of get 1.0) g/ 100 ¢
(50.0% - 110,0% of Inbeled amount) 101.03%
Shelflife:
0,835~ 1,15 gper 160.g of gel
(5.0 %'~ 115.0% of fabeled amount)
7| Kimsxiche spsimavenns 450375 rp 100 T vemo 4.87 1100
MenTgy. {90:11% % einsammnerroro BaticTy) 97.37%
Assay of Menthol 4.5 -5.75. 2 per 100 g ufigel 4.878/100 g
(20-113.% of Inbeled amount) 99.37%
8§ | Kinpxicre mnananenny Or LOS.rn0 L9531 ¢ nsenenonol kicroni 3 100 rremo, LAY v/i00r
L-NIBOREHOBOT KICACTH
Assay of a-linolenicacid | 1058795 g a-linofenic acid per 100.¢ of gal 141 /100 ¢
8 | Mixpobionorivna wroreTs | Jarantig KIRLKIOTH 2¢poGHitx MiKpOGPTaHIzMin {TAMCY; ue Gispme 1P KYOfi | <10 KYOHr
Jaransua KibRicTs ApbKIKOBIX TA TNICeHeRIN rpaGia (TYMCY: re finuwe i
10" KYOr 1t ) <10 KYOmr

Bizeyraiets 5)r-
Bigcymiticrs 51r

<10 CFU/g
<10 CFU/g
Absentper { g

_Absentper1 g

BHCHOBOK: Cepis Ne 1002439

CONCLUSION: Bateh Me 1002439

slanosifae Bumoram: MICH Ne UA/7665/01/01

- W
oV i b Vol

Factory : SP 289 (A),

somplies with the reguirements of MQC RCNeUA/S T665/01/01

39

AHAJIIS BHKOHADR

, 1aTA 04 Hiquwow
(ANALYSED BY) '

(DATE)
Koneurapi; nemae

Comments: no

dadea.rpo cepridixaniio; «dificnnnt 1 3ACBIANYID, MO HABCAEHA Bize indopmaiis € aceroplpraio i tounow, s cepin
npoiyxiii Gyaa BuroTonaesd (Bxaoya0un ynaxosky / Mapiynanng) i HPOBEACH T KOBTPOIE 1 ikocTi Ha
'm’l,g;eﬁa;:auomy'nm_ﬁpncmcT'ai B NOBRAI BigroBighocyi 3 BAMOUAMU, 3330 a%el HMI B qHNE waeTawosi GM P,
saTBepeniit Minicreperaom OXOpoHH 3M0p0k’s Yipatun, i 7 BuMoramn peecTpauiiinoro xoree xpalun npUIHANeHHA,
Iporoxoan BHPOGHYUTEA, yOAKOBKR Ta anaaizin Gymu nepernanyri i ngamw_lgmj;;g;iO'i'x BiXmoBinnicrs Bumoram GMPy,

IV ®ARM
AT]is
laurarmtsixauf;‘mnﬁ
%04 20075501
fin]
CEPYMWRaTE
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Kustum Healtheare Tot, Lid.

Aiwapesknii saci6! GAHUTARY GACT reat 10 30 v ¥ auminosanddi ty6i; no L 1y6i y.xapronnds yragosui
Medicinal product: FANIGAN® FAST gel; 30 ¢ in a laminated tube, 1 tabe ina carton package

Cepis: Mo 1052439

Balcle

Cerlification statement; «Op this | cextify that the above-mentioned fiformation is frucang accurdte, This product batch
was profuced (fucluding packaging/ labeling) and conducted for its quatity cofitrol at'thie.above-inentioned manufacturer
according to speeified in the curfent GMP guidelines, approved by the Ministry of Health of Ukrafne, and with the
requirements of the regisiration dossier of-the destination country. Records of manufacturing, packaging.and analysis
were reviewed and defermined for their complance with the GMP fequirementsy.

‘Keplsuwi-rpymir xouTpdiie akocri YHoBHOBEREHA  0cofla, Mo 3piiiciice
Quality control group manager peprudicaniior cepif

’ ' ' Qualified Person certifying the baich.
In'st 1o ipizenimge ] In'st Ta rapiappuitg
{Name) N'm : (Name) &} - K
[lignuc ‘ ITianne
{Signature) + e 2l (Signature)
Hara niucantis, | ‘ 04 )124202 2 Hata ikmpcaimd_ ] 3
(Date 0f signature) A {Date of signaturey A : "f" -
-Kepisunx rpynu xonrpemo siocti Meneuzep siaainy sa6e3 \)E,_)tféﬁg_:ﬁ&cﬂ
‘Quality contrdl gidup manager Quality Agsurarice group manager
Kepisyur rpynisr konpome. skoeri Menezxep sisniny 306e3neqens akocTi
Quality control group manager Quality Assurance group manager
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