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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

AR, N HIOFG24000737
Jata Mate: 17.06.2024

Jlikapenenii 3aci6: OAHATAH® DACT rest 50 100 ry naminonaniii +y6i; wo U ryGi y kaprouniii ynarowui
Medicinal product: FANIGAN® FAST ael, 100 ¢ in 2 laminated tube, 1 tube in a carton package
Hitoai pewosnnn: ukaohenaxy Alernaaminy y siepepaxynanni wa awrsopenai narpiro 10 mr;
MenToRy S0 mr;
MeTHaCATIRANATY 100 atr;
ot Asuanol 30 mr
Active ingredients: Diclofenac dicthylamine equivalent to Biclofenac sodiumn 10 myg;
Meathol 50 mg;
Methyl salicylate 100 mg;
Linsced oil 30 mg
Pecerpauiitne nocplgaennn: N UA/7665/01/01 win 22.04.2024, repmin il pecerpauilinoro soesiauenns:
neoGnescen it
Registration Certificaie: Ne UAJT665/01/01 or 22.04,2024, Registration Certificate validity is unlimited
Jlinensis ua supoGnwwrso No; Ruj/2354
Cepriudircar GMP Ne: 042/2024/GMY
BupoGuni: Kyeym Xearxwep Hpr Jkva, Lnpin
Aapeca supofunia: CI1-289 (A), PIIKO Iupdcrpian apea, Yonamgi, Bxisani, Jict, Ansap (Pagwacrau),
Tunin
Manufactured by: Kusum Healthcure Pvt Ltd, India
Address of manufacturer: SP-289 (A), RIICO Industrial arca, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan);
India
Cepis: Ne 1604074 Poawmip cepii:12000yn. Mara nar.:06/2024 Midicnuit no: 05/2026
Batch: Batch Size: DIM: Expiry date:
Ne Noxasznmcn ncocrti Bumorn PesyantaTn anauizin
Nume index Requirements Resalt of analyses
1| Onuc Ounopiuinii res GLIOrG KOILOPY 3 XapaKTepiiuM 3a1axoM. Bianosigac
Description White uniform gel with characteristic odour Complies
2 | Tpentudixauis Iinctohenaka pgiernamis.

Yac yrpumysanna niky aukiaodenaxy pietmaamiy Ha  xpowmarorpami | Bimnoninac
JOCHIDKYBAHOTO  POIUHHY MAE  BIATIOBIAATH  HACY  YTPUMYBAHHA 1KY
aukacenaky  METHIAMIKY MR XPOMATOrpAMi  CTAHZAAPTHOIO  PO3YUBY,
GTPHMAHOI0 B YMOBAX KINLKICHOTO DU3HANEHHS.

Mernneaniumnar.

Yac yrpuMysanns fiky meTHacasiumnar Ha Npomatorpami gocnigacyranoro | Bianovimac
POIMKIY Mac BILNOBIRATH UaCY YIPUMYBAUHA fiky  MeTWICAMiUIAaT Ha
XPOMATOFPaMi CTAIIPTHONG POBMMHY, OTPHMAHOCG B YMOBAX Kifibkicioro
BH3HAUCHHSI.

Menron.

Bianochuil yac yrpuMyBanns uiky MeHroay na XpoMaTorpaMi pocnimpiynatioro | Bianosiac
POZYRHY MAE RIANORIAT BIZLIOCHOMY BACY YTPHAYBAHNS

iKY MERTOAY Ha XPOMATOrpaMi CTaapTHOTO PO3YUHY, OTPUMAHOTO B YMOBAX
KIIBKICHOrO BH3HAYCHAA.

C-iHOACHOBA KHCHOTA,

Yac  yrpuMyBsHNA  DiKY  G-NHONCHOBO]  KMCHOTH  HA  XPOMATOrpami Binroninae
ACCILDKYBANHOIO PO3UMHY MAE BUINOBIAATH BIANOCHOMY HaLY YIPUMYRHIHA
niKy C-NE0ALHOBOT KHCNOTYH Hd XPOMATONPaMi CTAHAAPTHOTO PO3YWHY,
OTPHMAHOTY B YMOBAX KiILKICHOI'O BH3HAMCHHS.

Crinpt SeH3nIoR1H. o
Uac yIpumMyRasnst 1iky criupry Gen3nionoro Ha XpOMATOTpaMi OCALIKY RAHOTO Bianouninae
PO3UMIY MaC BIATOBILATH BIAHOCHOMY MaCcy YTPHMYBannA

BIATOBIZNIOTO 11iKY 112 XPOMATOrPaMi CTAHAIPTHOND POIUHIY, OTPIMAIOTO B
YMOBAX KiIbKICHOIO BU3HAMEHI.

Identification Diclofenac dicthylaimine .
Retention time of Diclofenac diethylamine pesk in chromatograms of sample Complics
preparation and standard preparation obtained in “Assay” should correspond.
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Jixapeokuli 3acié: PAHHTAH® ®ACT
Medicinal product: FANIGAN® FAST

Cepist; No 1004074
Batch:

gel, 100 g in a laminated tube, I tube in a carton package
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2 Methyl Saticylate
Retention time of Methyl salicylate peak in chromatograms of sample | Complies
preparation and standard preparation obtained in “Assay” should
correspond.
Menthol Complies
The relative retention time of Menthol peak in the chromatogram of the
sample preparation corsesponds to that in the chromatogram of the standard
preparation as obtained in the assay.
a-Linolenic acid Complies
Retention time of a-linolenic acid peak in chromatograms of sample
preparation and standard preparation obtained in “Assay” shoutd
correspond. Complies
Benzyl alcohol
Retention time of Benzyl alcohol in chromatograms of sample corresponds
to retention time obtained in chromatograms of standard in **Assay”
3 | pH 6,5—-8,0 7.30
pH 6,5-8,0 7.30
4 | Maca suicTy Ty0H He menure HoMinanskol Bianosijgae
Minimum fill Not fess than nominal Complies
5 | Cyuposinni gominmx He 6innnre 0,5 % raarodenaky JoMimen A, 0.121%
He Ginnwe 0,5 % Gyas-skol i0f noMiviku; 0.090%
He Ginvuse 1,0 % cymi AOMIIOK. 0.211%
Related substances Impurity A of Diclofenac dicthylamine: Not more than 0.5 % 0.121%
Any other Single impurity: Not more than 0.5 % 0.090%
Total Impurities: Not more than 1.0 % 0.211%

6 | Kinnxicue BusHayenlis

Assay

Hunodienar gieTHnamin.

Mna sunycexy:

1,102 0~ 1,276 113 100 r reqio

(95110 % Bin 3aTBAEHONO BMICTY)

Has mepyiny npuoamuocmi:

1,044 r— 1,276 rg 100 r resto

(90,0 % - 110,0 % Bia saspienoro sMicry).

Mernicaninuniar.
9.0r-11,5r1100rremo
(90,0 % - 15,0 % nijl 3a9RACHOTO BAICTY),

Crnpr Geuspiosuit,

Hnsa aunyexy:

0,9r-1,1rs 100rremno

(90,0 % - 110 % nijx 3aannenoro naticry).
Hun mepsiny npudammocmi:
0,85r-1,15r8 100 r remo

(85,0 % « 1135 % siasassnchore nMicry).

Diclofenac diethylamine

Release:

1,102 g~ 1,276 g per 100 g of gel
(95-110 % of labeled amount)

Shelf life:

1.044 g~ 1, 276 g per 100 g of gel
(90.0 % - 110.0 % of' Jabeled amount)

Methy! salicylate
9.0g-11.5g per 100 g of gel
(90.0 % - 115.0 % of labeled amount)

1.170 v/100 ¢
100.9%

10.6 v/100 ¢
106.4%

1.04 r/100 ¢
104.1%

1,170 g/100 g

100.9%
10.6 /100 g
106.4%
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Kusum Healthcare Pot, Ltd. \o)\""" b

Jixapebknit 3acif: CAHHTAH® OACT veas 1o 100 1y aamivosasiil 1voi; wo 1 vy6i y kapronniit yuakonui
Medicinal product: FANIGAN® FAST gel, 100 g in a baninated tube, 1 tube in a carton package
Cepis: Ne 1004074
Baich:
Benzyl Alcohol
Release: 1.04 g/100 g
0.9g-1.1g per100 g of gel 104.1%
(90.0% - 110.0% of labefed amount)
Shelf life:

0,85 g~ 1,15 g per 100 g of gel
(85.0 % - 115.0 % of labeled amount)

7 | KinscicHe pussavyerns 4,5r-57518 100 ¥ remo 5.73¢0/100 ¢
MEHTONY (90-115 % nin saxsnenoro amicry) 114.5%
Assay of Menthol 4.595-575 g per 100 g of gel 5.73g/100 g

(90-115 % of labeled amount) 114.5%
$ | Kinukicue BU3IHauCHHA Big 1.05 © 20 1.95 v «- nivonenopoi xircnoy s 100+ remo. 1.35¢/100 ¢

Q-N{HONCHOBOT KUCTOTH

Assay of a-linolenic acid 1.05 g~ 1.95 g a-linolenic.acid per 100 g of el 1.35 /100 g
9 | Mikpo6ionoriuua unctora | 3arampa KibKicTs acpoGHix Mikpoopranismis (TAMC): ne Ginswe 10*KYO/A. | <10 KYO/r
Saransha Kinpkicts ApikLKoBAX Ta micenesnx rpubis (TYMC): ue Ginbwe <10 KYO/r
10! KYO/r.
Biacyrnicts Staphylococcus aureus v 1 r ipenapary. BigcyThicTs /v
Bificymicts Psewdomaonas aerugifiosa n 1 v npenapary, Bineytuicts /v
Total acrobic microorganisms (TAMC) — NMT 102 CFU/p. <10 CFU/g
Microbiological purity Total Yeast & Moutd Count (TYMC) — NMT 10' CFU/g. <10 CFU/g
Staphylococcus anrens should be absentper 1 g, Absent / g
Pseudomonas aeruginossa should be absent per 1 g, Absent/ g
BHUCHOBOK:  Cepis Ne 1004074 pinnosinae sumoram MICS Ne UA/7665/01/01
CONCLUSION: Batch Ne 1004074 complies with the requirements o' MQC RC Ne UA/7663/01/01
s,

, P ATSHAEAY
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AHAJI3 BUKOHAB JIATA \ﬁ-lw\ [ty
(ANALYSED BY) (DATF)

Komenrapi: nemae
Comments: no

3assa npo cepTudiranii: «lifcnuM a 3acsinuyro, uo Hageaena BiuLe o pManin € rocrosipuoto i Tousoto, Ua cepist
npeaykuii 6y1a BHroToBAeNA (BRAOHANONH YNAKOBKY / MADPKYBAuNs) i Mponexeno wonTpois it smcoeri ua
BUIHCIFANAHOMY MIANPHEMCTRI B TOBHIH BiMIOBIAHOCTI 3 BHMOIAME, 3a3HAYMCHEMA B quHIRI wactanosi GMP,
sarpepmkenii MinicrepeTsom oxopouy 310poB's YKpainu, i 3 BuMOramMy peccTpauifinoro ocwe xpain upusnauenis,
1TporoKcoan BHPOGHHITEA, YRAKOBICH TA ananisis Oyin nepernsnyTi i BeTanonsgeno ix pignosianiers numorav GMP».

Certification statement: «On this 1 certify that the above-mentioned information is frue and accurate. This product batch
was produced (including packaging / labeling) and conducted for its quality control at the above-mentioned manufacturer
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis
were reviewed and determined for their compliance with the GMP requirements»,
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Mikapceurnii 3acié: ®AHATAH® GACT
Medicinal product: FANIGAN® FAST
Cepig: Ne 1004074

Ratch:

KepiBHRK PPYNH KOHTPOMIO AKOCT
Quality control group manager

Im'st ta npizByILe
(Name)

Hingnue
(Signature)

Jarta nignyvcanns
(Date of signature)

KepinHuic FpyYITH KOHTPOMO AxocTi
Quality control group manager
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reaw go 100 T y naminosaniii 1y6i; no 1 tybi y xapronuiit ynaxosui
gel, 100 g in a laminated tube, 1 tube in a carton package

Yrosnoswkena  ocoly, mwo  saificmoc
ceprudiranilo cepii

Qualified Person certifying the batch.

IM's e npisyie -
(Name)

Minouc
(Signature)

Jara nigmucanis
(Date of signature)

0
Menepkep Biaginy sabeancuenns sioe:
Quality Assurance group manager
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