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CEPTHOIKATIR

CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

AR N THIGF 24000731
ot /Bate: 18.06.2024

dfikapesknii 3acid: CAHNITANS QACT rems w0 30 ¢y i osandll Ty (i wo 1ySty caprennii ynaxonut
Medicinal product: FANIGAN® FAST geh 30 g ii o laminated tube, 1 tube in 1 earton pachkage
Al pesonir ARENofenaRy FeTRAANIRY ¥ HOPCpAXyOAAT 1E AHKACRLIAR natpiv 14 ar;
AR Y 340 mir;
MUFBIEAAIENHTY TH0 ey
onit abunnoi 30 anr
Active ingredients: Diclotenac dicthylamive equivalent (o Diclofenac sodinm 10 mg;
enthol 50 myg;
Methylsalicylate 100 my;
Linseed oil I mg

Veeerpaniiine nocsixyenns;
Registration Cerrificate:
JHacnsin ua supodinTeo No:
Cepradimar GMP N
Bapabme:

Anpees irpobuuna:
Munufaetiived by

Address of munulacturér:

Na UAJT665/01/01 iz 22042024, Tepmin 27 pecerpanifinore puchizue uepGriewennii
Ne UASTGES/03/01 oT 22.04.2024, Registiation Certificate validity is unfimited

Raji2354

042/2024/GMP

Kycym Xewrsrep Hsr Jov, Tnnin

CTI-289 {A), PG Inaacy piaa apea, Yonanwi, Bxivaal, i
Kusum Healtheare Pyt Lfd, India

SP-289 (A), RTICO Industciad ared, Clogandd, Bhivadh, Dist, Ahvay (Raj asthan), Ingdia

Aasap (Puemcornar), Fnais

Cupin: No 18684071 Posarip, eopii: 0400y, Hara rur. 11572024 Jdenuii sor 6402026
Butch: Batch Size: XM Expiry dute:
Y Hoimtimen akoeri Buworn T Pesyasrarn anagigin
Name bdey Requivements Resall ol nnabyses
1 Ortsec Qzutopiminni renn Giaero KONBOPY 3 XapaxFepriing 3aMuxos. Bianositac
4 Pescription White mnifarn gel with chavacteristic odour Complics
3

2| Bennnicauis

ldenhiteaton

Arrsohennsa tien naniy,
Uac  yrpmaysanng  nixy AKA0henaRy  Adeqhnainy  Ha xpoaarerpasii | Rianoeiac
AOCARDRYBIHDIT  PO3WIY  Mac  Bimnosizary WACY Y IPHMYBAHIA IRy
avgAVdeNakY  dicruaMity na XPOMATOIPAMT  CTAMAAPRTIOND oIy,
OTPUMEHOTO B YMOBAX KINLKICHOTO BIANRSCs,

Merreaminanar,

Uac yrpmmypamis uiky sevugcasinmnr i RPOMNIOTPant Jocaipkypanora | Bimoninae
PUSIHIY  MUC BIMLOBIASI 9UCY  YIPHAYBRIIIN TRY  MeTILGAMUNAAT na
APOMATOrPAML CTAUAAPTHOID POTHNNY, OTPIMANOre 1 YMOBAX  KiibKicHoro
PBHRNCHIE,

Menroa,

Blwoctnit uze yrpisysanns HIKY MOHI0SY 83 XpOMATOrpami AVCHILRYRMOre | Bianosinag
POBMHHY M BIROBIATIN BigHOCHOMY acy VIPUMYBANHA

i'ih(y .\IQHI'D.‘K}" Hd XPOM{(’]T\I‘})EL\“ C'I'Ellljlap'lllul't) pU‘i‘lIIll}-‘, OTPIMARONY i YAORAN
EINBRICHOID BIIRAYCHEY.

U-fiHgACHORA KHCnoTA,

e YTPUMYBAHNA  HIKY  c-ninonenonol EHCHOTI  wd Xposaiorpaa | Bisosizae
AOLIABRYHAUONO POIIANY Ma€ BiAROBI AT BIAHOCHOMY ALY YIPHAYB I
IERY GoIIHOSCHOBE KRENGT I 11 XPOMAIOIPAMI CTUIEPTHOID POIHINY,
UTEHMANOIG B YMOBAX KINBKICHORO B s aeinsy,

Coupr Gewsunoapii. ]
Hae yTpusynaiua tiky cringty Gersnuehoro s XpOMRYOTpaMi focaikynanora | Binoninac
PUSUHILY MEC RIAIOBIIRTH B0CHOMY nacy VIPIMY BT

BLATOBIMIOro NiKY Ha XpoMaTaIpasi CTALAAPTACTO POSHIEY, YIPIAMAHero 1
YMOBAX KITLKICHOTY Blnauenis,

Diglofonne dicthylaming ) )
Retention time of Diclofenas dicthylamine peak in chromatograms of sample | Complics
preparation and standaed preparation oblnined in *Assay” should correspond.

Methyl Salicvinie R
Relention time o Methyl salicylate peak in chromalograms of sample | Complies
preparation and standard preparation obleined in “Assay” should correspond.
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Aiwapessuii 3acil: PAHHIALR OACT veas 1o 30 1y ansniwosani rvei; o 1 1yBi y muprmrgii yurkonni

Medicinal produce: FANIGAN® FAST 2el, 30 g in a laminated (ube, § tube in z carlon package
Cepin: Ne (104471
_Pajeh: § -
Menthol

The relative retention time of Mentho! peak in the chromaiogram of (he sumple | Complies
reparation eqrresponds {o that in {he chromalogram of the standard preparation
as oblained in the assay.

w-Lamalenie acid

Retention time of w-linojenic aeid peak in chromatograms of sample preparation | Complics
aud standard preparatiog ebtained in “Assay® should correspond.

‘ Benzyl alcohot
i Retention time of Benzyl aleohal in chromatograms of sample corvesponds o Complies
P e reiention time obtained i chromategrams of standard in .
3 fpll 6,5-8.0 ek
5 phi 65-80 132
{ 4] Mucn uniery 1y Fle Mennte Boanaasoi Bijwnsizac
| Minimum {1 Not less than nomina i) Complies ]
5 Cyviponiant nosrimkn e diapwe 0,5 % Ankaoicrary noMimx A’ ) T 0.106% -
He 8iapmre 0,3 % Gyan-nkoi imoi Josiig; 0.078%
He Gianme. 1,0 % cvmu tomimox, 0.184%
Related substances impurity A of Dicleferac dicthylanine: Not marg than 0.3 % 0.106%
Any other Single fmpurity: Not more thay 0.5 % Q.078%
e Total lmpurities; Not more than 1.0 % D184% o
6 | Kiubkicae misnaveny Heenodenax sicrnmmmin, -
Hax sinveiy:
1192 r— 1276 v 5 190 v 1o 1169,
(95-110 % sig sansacnoro pMic1y) 100.75%

Hos mepsiny swdomuacni:

LO0dd v 1,276 18 100 ¢ remo

(90,0 %~ 110,0 % wia sasnicuoro Baticy).
900 =15 v w00 ¢ remo 10.61 r
(90,0 % - 113,0 % Big sausnenore RMICTY), HG.05%

(90,0 % - 110 % vy sanpacioro BMICTY). .04
Alas mepating npudamuocin- 04,0694
G85 ¢ 1,15 01 108 ¢ peay
(830%-115% BHUSAIBACHOTO Ratic 1Y),
Agsay Diglotenac diethylaming

Release:

LH2e- 1,276 g per 100 g of get 1169 .
{95-110 % of labeied amotint) 100.78%
Shelf tife:

V.04 g 1, 276 g per 100 ool pet
(900 % - 1110 % of tabeled ameunt)

Mathyl subicylate
9.0g- 115 g per 100 g of pol 10.61 g
0.0 % - 1350 % ol labeled amaun) _106.15%
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CEPTHdIATIS

Jdmapeprnii ameit; @ATHIVAIT QACT renn ue 307 y cenminananiii ty6i; mo §ryGi ¥ waprauniit ynaxonns
Medicina product: FANIGAN® FAST gel, 30 g i 4 laminated fube, | tube in 2 earton pachkige
Cenia N 1DiHUTF
Tatch:
Benzvl Aleoho)
Releiye:
0.94-1.1 g per 100 g of gél j.d g
{90.0% - 110.0% of Isbeied amounty 10:4.09%
Shelf life:

0,85 g~ 115 g per 100 & ol gel
(B5.0 % - 115.0 % of labeled amount)

T Risukicne manaceeinn 4,5 r—575r 5100 rfeaia
MEHTRAY {90-115 % pin sassaenore suicty) H34%
Assay of Menthol 4.5g~3.75 g per 100 g of gel
(¥0-113 % of labeled ampunt) . I R
8 | Kissricie misiaienna Ot 105 r a0 1.95 1 a- sifonenonol kncaeri p 100 1 e, L3dy

ﬂ-.’li]]OJICHOM(}T KHCAQTE

Assay ol w-linotenic acid | 105 g-1.95 g ainolenic acid per 100 ¢ ol get 134
¢ | Mikpobionorivas vucrera | 3arannna 1mbriein aepodiax Mikpoopranismie (TAMG): we Gigrme 100 KV (he, | <10 09O
3arasnna Kinbld e1e APIRAAOBIX Ta ICeleRt rpaGin (TYMO): e Gianue

10F KYO/ 1. = YO
Bincyriicrs Staphylococcus airens n | ¢ npenapary, Bipeyruicin/r
Biagyruicrs Prendormonas avruginosa k| T npenapay. Blacyraicinde
¢ Total acrobic microorganisms {TAMC) — NMT 10°% CRU g, <10 CFg
Microbinlogical purity § Tatal Yeast & Mould Count (TYMG) - MMT 10! CFUL <10 CFlia
! Staphylococous awrens should be absent per i Absent /g
R o i Peudnmonas aerugingssa should be absent per 1 p. Absent /g
BHCHOROK:  Cepia Ne 1004071 siutoninas piseraan MES Ne UA/T663/01/01
CONCLUSION: Batch Ne 1004071 coinplies with the requirements of MQU RC Na UA/F66301/01
Mt

i Bl

VY2 d g S\!"}f)\ SidaVg e 1
ABAJNZ RIKOHAT Jara L %J““L\" Uy
(ANALYSED BY) (DATE)

Konmerrrapi: nevac

Comments: no

Juasn 1epo cepridiraniio: «iitenust st 3acsiAuyo, MO aBCACHA BHOLE inopmanin e xoctopipuow i reunar. [n cepin
npeaysnil Gyaz surorenmens (Braeumo Ynacosry /saprysanumg) i NPaBeleHo KONTRONL ¥ AKeCTE ip
BHUICITARIROATY Mianprenersi B nonuid BIREOBIARGCED 3 BHMOramuy, 3a5aveniivg & utipiil nacranosi GMP,

savBeprsienii Mivicrepernom exoponn popos'st Yrpaiun, i 3 BuMorasy PECCTRAGTHOTG ADCLE KPATIH BPHIN A e,
Ttpotoxoaw supobnnuraa, FUAKOBRH T4 alaisis Syan repernanyTi { BeTanosaens ix sinopigniers susaoran GnPy,
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Kusum Healthcare Por. [

i
CEPTU®IKATIG

kze) e
, Ying owd
dikapenendi 3aeio: PAHMTAN? GACT  renw ae 30 ¢ ¥ Aastiuonini vyGi o §ryGi y kapronniii yuaionn; \\\“-g: QE?‘,,J
Medieinad produce FANIGAN® FAST ged, 30 ¢ in w laminated tube, 1 lube in 2 carton packaye
Cepis. Ne 1407 (
Banedy;

Certification statement: «Ow this I certify that the above-mentioned infornafion ig frue and avcurate. This product bateh
was produced (including packaging / labeling) and conducted for its quality control ai the ahove-mentioned manafaciurer
aecardiug to specified i the eurrent GMP guidelines, approved by the Ministry of Health of Ularaine, and with the
requirements of the repistration dossier of {he destination country: Records of manulacturing, packaging and analysis
were reviewed smd delermined for their complinnie with the GMP requirements»,

Kepiesmine rpytin ROUTPOMNG skecri Ynowopamena  ocofia, wo  aaifcmioc
Cualigy contral aroup manager cepripixauio cepii
Qualified Person certifying the baich

Iat'st 12 npisnn e by ro npissmie

(Name) i~ ]"\”‘p{,ﬂ,& @Q& o (Name) (:-/S)

iz Tlizpmic

{Signature} L&i‘b {(Signmure)
Jara sinueang 5 HMora nigmucanny

. ) 2 P
(Date of signature) J Dé/ ro2 5’; (Date of signature)
Kepisnuk rpynn kawrponto axocri Mengumep sinziny safemevenny scocs)
Quality conlre! group manager Quality Assurance group manager
Kepintins 1pyie Romspaine axoeH Meregxep sigainy saBeancuciug sxoer
Quality control group manager Quality Assurance Lroup manager

Page No. 4 o' 4

Factovy : SP 289 (A), RHCOO Indl, Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), P : +9] -1493- 2082303334435
Bmuil @ info@kusum.cem, Website ; www. knsumbealtheare.com

Page 1/1




AEPKABHA CHYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMY y s KHMEBR]

npos. Hani¥ Cni"rm‘mno'f, 3, 02099, ten, (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Kop EPTIOY 317076055

BUCHOBOK
PO SKICThL BBE3eHOr0 B YKpainy JHKAPELKOro 32c06y

20.09.2024 Ne 48581/24/24

DAHHTAH® OACT

(HaHMENYBANHS AIRAPCLKOTO 3acoBy 3rinno 3 peeeTpanifnHM TOCHIAERRAM)
reab; 10 30 1y sastinosanii 1y6i; no 1 Ty6i y kapTouuiit ynaxosui

{dopara vinycwy, nozynami, s NAKYBaHHA AIKAPCHKOro Jacoby)
Homep peectpanitinoro noceiasenns UA/7665/01/01 CTPOK AT peecTpaniinorn nockinuenns HeOBMeReEH Wi
Cepia aixapcexoro sacofy Ne 1004071 KinbxicTs soesenoro pixapcukora sacoby 96

BrpoGuuy Kyeym Xearxxep sy Jita, Ingis
(uafvenysunns sHpoGHnka AikapeLxore yacoly, kpaiHa NONCAKEIE)

Topapuerro 3 06mexeno1 BixnosinanpicTo "Taeudraps JITH",

inent. kon: 20075891

(nalmenysauns Ta kon 3a CAPTIOY OpHANNA0T 00BN abe nipispmike, iM's, no Gatkkosi QisviioT

0coBu - nianpuerun, ¥ Micle MPOXUERHNA Ta PeecTpaiTingi nomep 6BNikoBeT KapTEN NAATHEKD
nofaTxie abo cepix Ta HOMCP nacnopTa)

Breseno 8 Vipaluy

Mpotoken Bisyansnere kontpomn sin 26.07,2024 Ne 2504/6.
Nabopatoprnit anania akocr Aixapesroro sacofy 3nifcHenn:
AT "Uewrpansna naGoparopis a aHanisy axocti nixapobiux 3acoSis i Mennaiod 1 pony it

(M.Kuin, By), Kynpsechka 10r M.Knlis, syn. Kynpasceia 8B IKnischra obiiacts, ¢, Hosi Ietpinui,
By 1sana ®pauxka, 19)

(HafMeyRAN IS TA MiCUEINAX O NCH 1A nuboparopii, mo nposcna 1aBopaTePHMR anats skocr)

BicHOBOK 1040 AKOCT NiKAPCRKORG 3ucoBy, maismil naboparopiee sin | 8.09.2024 Ne 1840
Peaynerats naboparoproro aHanisy sKocTi fikapeskoro sacoby aa nepeBipennMl nokaszivkany BImosina e
BUMOI'AM METOIIB KOHTPOJTIO AKOCTI (aHanivnuno-HopmaTumiof AOKYMEHTalLIT).

33 peaynbTaTAMI  NEPRABHOIG KOHTPOMBO  BCTAHCBAEHO, WO Rikapebiwdi  taci soeswic o Yipainy 3

AOTDHMAHHAM By {OHOQABCTDA I0AS 3a0e3NeYCHRA AkogTiAikapchrnx sacobie,

3;\(}0510 Ta &
YT e
)

P Ty

- |
_Ia\}

Mukosa XOJTIOIEHKO

(ninnse} (iniuiann Ta Bpiseine)

'I:)
PRSI TR R

a7, 20075581
Jng
CEFTHUIA i
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HEPKABHA CHVIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHCBI

upos. Hangii Critnuunoy, 3, 02099, ren, (044) 295-26-85
E-mail: dis.lyivi@dis.gov.ua, Kon CHPIIOY 37079055

BHCHOBOK
Npo AKICTL BBe3enoro B Yipainy jgikapenroro 3a¢00y
20.09.2024 Ne 48584/24/2611
PAHHTAH® PACT

{rakinery panus nixapcnkoro 3acoGy sriano 3 PEECTPALLIARMM TTOCBIAYEINs1A)
reab; no 30 vy gramidosauiii Ty6i; 0o 1 1y6i y waproumiii ynakosui
Vv {hopaa prnycky, Xo3YBaKIE, B MAKYBANHA Aikapcekorg 3acoly)

Howmep peectpanifinoro nocsinuenia UA/7665/01/01 etpok ait peecrpauiiinore nocsiamein HeoBMekeH i
Cepia nikapcbkore sacoby M 1004071 KinpricTs sresenoro nikapesrora sacofy 38016

BrpoGnk Kyeym Xenrxxep Her Jita, Inaia

(nafivetysanng sBUpoGHHKA NiKapChiore sacoly, KpalHa RoXGKena )

TonapueTno 3 06mexkenolo BlurosinanLnicrio “"Fiepdapym JITRY,

Beeze Yrpal
He b gty inewr, won: 200075891

(nakimenysanua 1a xon za CAPIIOY HOpHIHOT 0c0Gi b0 npisnre, iv'a, no Baruroni qizkanoy
ocolu - nianpresig, il Micle TpowHRaHHg T Peect paiisni Homep obnikoroT xapTice 1taTHLRD
NOAATKIB 880 Cepist Ta HOMEp NnaciiopTa)

HpoTtowon sizyaneioro kourposo nig 20.09.2024 Ne 3046/4,

38 pe3YRLTATAMM  AEPAEBHOID  KONTPOMO BCTAHOBAEHO, (IO HkapeLkHi 3aci6  wseseno B Vepainy 3
AOTPHMANHIIM BuMOr 38K01H02ABCTHA 10RO 3268318 EnES 5

Cri nixapcbkux 3acoGin.

ot 13
C;"’:*‘*'b""'\ WH 3 pe

Maxona XOJIOJIEHKO

(ninrue) (Iniiane ra npizsnue)

S

He

«LIE DARAY
LY
[T AR P
ROA 20079z
ikl
CEPTHIATI
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Kusus fealthcare Pot. Lid.

CEPTHMOIKAT SKOCTL
CERTIFICATE OF QUALITY

S

AR N ITIOFGZICH SIS
Slara /Date: 26.12.2024

Hinapenscuii ancit; GAHHTANR GACT vean wo 30 ¢y aamienanili rydi; no 11yl y xaprennii yuakonui
Muaedicinal product; FANIGANT TAST gel, 30y in il laminated tube, 1 tube in a carton package
i perossn rsaogeieary afernasainy ¥ sepepaxyasnni na imcaehemak warpio 10 o
MEETOIY 50 ar;
METHACATIENTY 160 wiry
it annanoj 30y
Active Ingredients: Diclofenac diethylaming equivalent tn Diclofenie sodigm 10 mi;
Meuthol 50 mg;
Methyl salieylate 100 myg;
Linseed oil 3 mg
Pecorpaiiine vocsizaenu Mo UASIG65/01/0 T pin 22.04.2024, vepatin uit peecrpaiiilinorn noesigmenmns: neaGuemennii
Registration Certificate: N UAST665/01/01 vr22.04.2024, Registration Cerfilicaie validity is unlimited
Jlinensis aa syrpodnauzeo N Raji2354
Cepridiicar GMP Ny OR5/2025/GMP
Brpoitean: Kycys Xearxsep oy Tra, Tads
Agpees sy podnnwa; CIL-28Y (A), PITKO Tisacrpiag apes, Honwast, Byivai, er. Aanap (Pazameran), Iuain
Manulactured by: Kuswm Iealtheare Pvt Ltd, Fndia
Address of manufctorer: Si-289 (A), RILCO Industrial aréa, Chapanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepim Mo 1085246 Poeavip cepit:38208 yn. Nara wiera11/2024 Aitienui jo: 1072026
Batch: Batch Sizg: 1/M: Expiry date:
e TLowassney nrocyi Brsien PesyaneaTs anasiza
Name Index Requirements Result of analvaes
T | Onue OAROPIZINE rean GLA0r0 §0-ThOPY 3 XUPAKTEPHIN 3MANOM. Binvosizae
Description White uniform gel with churacteristic odour Complies
2 | Bwenrndinaniy JuEdodenara aicrnzanin,

Hat  YIpOMYRMTS  niky  Aukaofenaky AieTunaainy  pa Xpostarerpani | Bianosizac
MCKYRAUOLG  pOIINY  Mac  wizmoBisaTin HACY  WIpuMyBaM  aiky
MEAOPEBARY  JHECTINGMINY 04 XPOMATOrPAOMI  CEAILAADTUONG puozainy,
OTPEMABOT B YMOBIX KINLKICIOrD sH3paiemss,

Mueniacagiy g,

Hac VEPUMYBALHLD LERY MSTOICHAIBMAT Ha NPOMATOIPAMI FOCALLRYEAIOrD | Biianoesidane
POTUTEY  Mat RONADTI wACy YYPOMYBANHA WKY  MeTuacashuiiar g
XPOMATOFPAMT CLUMDTHOND PUSIURY, OTPHMANOIG B YMOBIX KiMn&ICUDIO
BHSTIRMCHTIA,

Menon.

BT qac yIpusyBaNnIA 1KY MOHLOY (1 XPOSIATOrRas TOCHiRysinoro | Bimmoriae
PUSTIITY MAE BLATORIRITI FLIGOCIOMY SACY YEPHAY B

EHRY MCHTOAY 1L NPOMATONM] CTIHAIPTHOYG posvuny, OTPHMATOIY B YAMOBAN

KINRKICHOTO RIS HIICNLIN.

Hac  yrpumysanss vy c-ipoxcnosal  KICIOTH HA spodatorpasd | Blautorigae
ANCHLERFRALOIG POIIIIY MAC BN BIAROCLIOMY MACY YTRINMYEHIA
FBEY Lo HHOIEN0ROT KDCAD 1T 15 XPOMATOrPaN] CraAApTROTO aanHy.
DIPUMAIOLG B YMOBAX KIALKICHOrO BrHEHeHnY,

Conpr. derrnuosii,

: ¥ CHpY GUIALIDRONO Ui XPOMITOUPAs o] masniors | Bikonize
PUTTIRY MAC BEAHORITATH WHOCHOMY MHICY YTPIsynanig

BLATORIIONO MY I RpOSaTorpast CRILIDT O POy, GIPIManoto
VMDBIX KERRICTOEO RI0ANC1Hs

Wlentitivation Ticlofens

ity
Retention time ol Dicofnac dicthvlamine peak in chromatograns of sample | Comphies
preparation and standund preparation abtiined i "Assay” shoukl copespond

Conggiey

time ol Methel salicylae peak i chromaograms of sample
[, prepuration and stamdard preparadion vbiained i Assay™ should correspond, i

AP 2R A RNCO In

rea, Chop

ki, Bhievadi, Dise K Tiiara, Rajasthan dndiay, Pho -91- 149200
frkususteom, Webstic Dwwaw kusumiealthearc com
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Ksusnn Healthcare Pot. Lid

CEPTHANKATIG

Hivapeniuii saei@: QATTHTAN® ©ACT reat no 30 ry aastiiosauiii o6l uo Lry6iy caprenil yitaenai
Medicinal produci: FANIGAN® FAST gel, 30 g in s laminated tube, 1 tube in 2 carlon package
Copis: X 1005246
o Baek S
Menthal
The yelative retention time of Menthol peak in the chromatogram of e sample Campliey
preparation correspends 1o thal in the chromatogram of the standard preparalion
as obtained in the assay,
-l anofenic cid
Retention time of g-linolenic acid peak in ehromatograms o I'sample preparation | Complies
and standard preparation oltained in “Assay™ should cor respond.
Benzyl aleghol
Retention tine of Benzy! alcohol jn thromaiograms of sample casresponds to Complies .
o _ __ | retention tim€ pblained in chromatograms of standard in “Assay” -
3 fpH 6,3--8.0 .41
ptl 65— 8.0 7.1
4| Maca pricTy 16, e senme noMinanniol Bimosizae
Misinpm (il Nol less than nominal Complies
5 1 Cynposizini aosinkn He Ginnwe 0,5 % JUTKAOPCHAKY AOMILEE A° He wnasnens
Te Ginswe 0,5 % Sy aL-uxol Inwei Jomings; 0.013%
He fiamue 1,0 % cynm aovitox. 0.013%
Related substances Impurity A of Diclofenac dicthvbamine: Not more than 0.5 % Nut Detected
Any ather Single impurity; Nol more than 0.5 % 0.013%
i Towal Impurities: Not mere than 1.0 % - 0.013%
6 | ikt senavcmnsg nxADhenae AeTiaa i,
5 Han sunyeie:
L2 ¢ = 1,276 1 0 100 v resino 1.1533r
[93-1 10 %4 i zansoenoro BAMICTY) V9 43%
Ad mepatiny nprdamuccn:
L4 0 — 1,276 ru 100 v remio
(90,0 %%~ 110,0 %% uia sagnacuoro paic T¥).
| Merineasinm:.
0011 5re 100 remn Hl6ir
(903 % - 115.0 % i saumaenory rAHCIY). 116,344
Conpr Geinaaopuil,
A ¢ GHmeRy:
i 0.9 - 1.1 ru 100 rrenwo
‘ (90,0 %% - 110 % six asuaenorn HACTY), 103 ¢
Aan mepiind npdanocini; 103.04%,
885 - 1,15 r 4 100 ¢ reas
(33,0 % - 113 % niztznsmucioro BMiCTY)
Assay Diclafenae divthvinmine
Release:
LIO2 g3 276 4 per 100 p of gul V033 n
(35-110 % o1 laheled amouny M43,
Shelf fife:
: 1134 1. 2762 per 108 g of ex!
k (DL 30 - 10,0 of Libeled o
i iy samgme

Pave No, 2 ol 4

3AUICED Indh Avea, Chopanki, Bhiwads, Dist. Khairihe G, :
i ougkasuitemn, Webshio D wwse kosumthenbilosre com
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Jirapenwnit wacid: CAMTNTAR® GACT vess o 30 1y msinosaniii 1y8i; 1o T iy kapronniii AR BB
Medicinal product: FANIGANF FAST gel, 30 gin g laminated tube, 1 iube in a cartos patlaape
Cepiz: XN 1005246

Baich: .
Benvl Alenhgl
Relaase:
0.90-1.1 g per 100 g of pal 103 ¢
(90.0% - 110.0% ol labeied amwwunt) 103.04%
Shelf fife:
G.85 5~ 1,13 ¢ per 100 g ol gel
(85.0 % - 1150 % of laheled Aot ]
7 | Kiasxicae ssuziavenms ST -375105 100 0 remo
MCHTOAY (96-113 % wig sass2en0r BMICTY) 111.5%
Assay of Menthol 4:5 8- 375 ¢ per 100 g of get
(90-115 % of labeled pnusun) 111.5%
8 | Kinsxicne snznavuem Or 103 r 210 1.95 r a- mionciono? xtcorit 100 rremo. .66 ¢
Q-NIRUAEHOROT KMEFOTH '
Assay ol u-linolenic acid 1.05 g - 1.95 g a-linolenic acid per 100 g of el B LoGy
2| Mikpofleaorimua micToTs | 3aransim KUmEieTn 2epodine sirpoopranizsin (TAMCY: ne Giasure 102 KYOm, | <10 KYO/=
FArae KEHLKICTY SPBKIGEORIN T2 [ITCCHORHY rpudis (TYMC): ue Sizsore
10} IVO/ <10 K¥Dsr
Biaeyrnicrn Staphvlacoccus aurens b1 v pertapary. Bizcymicrair
Biacynicrs Psevdamonas aernginosa w | ULy, Binevrmicrs/r
Total uerolic microorpanisms (T AMC) - NMT 107 CIrire. <10 CFU/y
Micrubiofogical purity Tonal Yeast & Mould Comt {TYMC) — NMT 10 CFuia, <14 CFUrg
Stiphitocacens aurens should be absent per g Absentlg
Lo L i Lrevidomangs aeruginessa shoutd be absent per | [ Absewiflg
BUCHOBOK:  Cepis Mo 1465246 sinoniaae siaoras MICH Ne UASTGGS/0170]
CONCLUSION: Ratch Ne 1065246 complies with the requirements of MOC REC Ne UA/7665/01701

e s
AMAIT BHEOHA " ('j;vx\ AV
(ANALYSED BY)

_gtuﬁon”\

Y JATA_ T y1 ]y pref™
Lrvid* MATE)

ICosenrapi: nexag
Commenis: ne

Busna apo ceprudinaio: «Lifierna g FACRZMY 0, M0 B3R C1eHA Bl fndopatatdsr ¢ qocrosipuots i Townom, L cepin
URRAYEIL Gyan sHrovoRirena (sBrmnaenn ynaxonky / MAPKYRIHGN) [ UpoBeieno KONTROAL 1T SIK0CTi Na
BHIEIEARDIOMY Rlanpresers g oaresniil sianonimocr 3 susarn, Jasuadennsin w Al racranosi GNP,
sarsepkeiil Mivicrepernox axoposn A0pes’s Vepaisn, i 1 gaMorasm PECCTPALIITHOID Hoche KPaTHe npataenas.
Hporerin supodmincrsa, VIRAKOBKRN Ta anniizin Gyau neperamuyti § seranonaenn ix Bignosi;aio s susoram GNPy,

Jage No. 3ot 4

sthay (adiay, Ph s -5
nhealtheare.com
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Jlkapemaoniy et DATHIAIT® GACT  reanno3tr Y aaatinasaaii 103 no 1 oy0iy saprounii yeswonid

Medicind product: FANIGANY PAST gel, 30 ¢ in g lemiinated tabe, 1 tube in a carton pactage

Uepin: No 10403246
Baleh:

Certification statement; «On this | certify that the above mentioned information js true and accurate, This product bateh
was produced (irchuding packaging / labeling) and conducted for ifs quality control at the above-mentioned manufacturer
aceording te specified fn fhe current GMP guidelines, approved by the Ministry of Health of Ukraive, and with the
requiventoats 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»,

Kepisnui rpyns keurpomo sixoerd
Quality conwrol group manager

Tat's 1o iplanmine

Gl Ninasy levmar

{Signature) @ N
; :
Jara nianicauns

{Date of signature)

Wepinnmsic rpy i konrposie sroeth
Quatity conirob group munager

Kepionmm ppyun konrpoa gkocyi
Qualily conlral group mananger

CSIUISO AT RGO Lsdl Aren, Chepadd, Bhiwadi, Dise. Khan

n.eom, Websih

bm
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Vuoropaneia  ocoda, mo  saliciioe.
cepTHdikanio cepit

Qualified Person ceriilying the batch.

Int'st ta ripiapriie

(Name) - e
Tiannc /@ 3
(Signature) =

Nara nimycanmy
{Date of signature)

Menexaep sixainy safiesnencrng axoct
Quality Assurance group manager
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AEPIKABHA CIOYXKEBA 3 TIKAPCLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMMU y m, KMEBI

npos. Haail Coitanunol, 3, 02099, ven. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Koa €JIPITOY 37679055

BHUCHOBOK
Npo stkieTs BBe3euoro B Yrpalily nikapesioro sacofy

19.02.2025 ' N 7846/25/26

DAHHTATI® OACT

(naiisenynani nikapenkoro 3acoly Hmo 1 peoepaniiiin. nocniRuEIHa)
rens no 30 ry aaminoesaniii 17y6is no 1 vy6i y weapronniii ynaonui

(ihopMn sunycky, Ao3ybainnl, MU HAKYIANIN ATKAPELKOro aacoBy)
Howmep peecrpauiiinoro nocsinnenin UA/TH65/01/01 crpoi nit pecerpaniiinoro nocsinuenns 11co6Meennii
Cepia nirapenxore sacofy Ne 1005246 Kinegictn nuesenoro nikapeskoro sacody 96

BupoGnuk Kyeym Xearxicep [pr v, Innis

(majimenynarn nnpoGuvka nikapeiLroro ancoly, rpaitia NOXOARCHUHA)

Boezeno o Yipaily Tonapuerno 3 ofmencennoro pipnosigansuicrio "Ciendapar JITH",
inerrr. won: 20075891

(aifaeynarng ra kon 3a CJPTNOY wpiananal ocoGit afio npiamunte, in'e, 10 GaTbkoni
drizemnoi ocofss - nianpuesi, 7T siicie wposisanng ta pecerpaniihsiit noxep ofnigonoi
RAPTHH TR NRAXTEIN 350 CCPisl Ta NoMep nacnopyra)

MpoTorcon siayasniroro ronrpomo uin 30,01,2025 36 173/01,10-25/4.

JlaGuparopiuii aHanis axocti Nikapenrkoro sacody waificneindi:

JlaGoparopin 3 kouTpomo scocTi nivapcekux 3acodin TOBR “JIOBPOBY T-JHKMJIAB" (M. Kuis,
sy, Honropou-Cisepebka, 6y.3, Henarnosi upumiineiing 92)

{(nafimesyaanns Ta MicuenaxoRenn MGupatopii, 1Mo nponeIn ANGoPITOPIHIT NANIZ JKOCTI)

Buenonox mono axocTi nikapesiory sacoby, nupannii saGoparopicio ain 17.02.2025 Ne 164-25
Pesyniprari naboparopHoro ananisy sxocri tikapenkoro sacoSy 3a nepenipenninn NokasHukaMy BIANIOBILAI0TD
BHUMOraN METOAID KOHTPOAIO AKOCTI (ANARITIIO-HOPMATHBHOT AOKYMCHTALLT).

3a  peayaALTATAMH  [EKABHOTO  KONTPOMIO BETANORNCHO, 110 Nixapceknit 3acif noczeno B Yepainy 3
.ot .
BOTPRUMANIISIM nuaor 3akoi0AancTsa WoAo 2a6e3neeHs SROCTIHIRAPCHIHX sacobin.

7
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REPIKABHA CHYIEA 3 HIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMY y wt, KIEBI

apog. Haxii Cofrannnot, 3, 02009, ren. (044) 295-26-85
E-mail: dis.kyiv@ddls.pov.ua, Koa CIPIIOY 37079055

BHCHOBOK 7
NPO AIKICTH BBEICHOrO B Yxepainy sixapenxoro 3acoby

17.042025 o No 19396/25/2611

DARUCAH® GACT

(lim‘imcuyun‘ﬂm’ nixapeLoIo 3ncoly srifuio 3 peccrpaniinmg imcnimtemmm) .
rens 10 30 ry aasminosaniti TyBi; o 1 Ty6i y eaprowniit ynaronui

{hopwe ennyery, ACIYRANNA, BHL NAKYBIHNA ATKAPELROre 3acaGy)

Homep peectpauifinoro nocsinvenns UA/T665/01/01 eTpok il peecrpauiiinoro nochiaucins HeoBMeseH 1T

Cepis nixapesoro 3acoGy e 1005246 Kirﬂl'-»l-\'i(:'l‘b BREICHOIO Mixapebkoro sacoby 38112
BupoGini Kyeyw Xenrswep Tur Jlen, binis

(mailvenymnmg nnpoGuige axapesxore 3acoly, ipaira HOXOJUKCHE)

Breseno s Yipainy Tosapncrio 3 06ueaceno0 Bipnonizanuicro "Taephapy JITA",
inenr. ko 20075891 ¢ '

(imdiseeysmurs ra co a0 CRAPHIOY 1opanIeT ocpbi aGo npiasne, ivn, 0o Garblcny: -
Hiaemal acobi - HENpLEAHW, 1T aicue nposcn nanns 1a peceTpaniiimii nosep 06t noi
) ' RAPTRH IRTHNKD noaxreis aGo cepin a HOMED CAN pTE)

Npovowon sisyasunore eniveposso vin 17.04.2025 3 1280/01.10-25/4.

ROHIDGAIG - BCTARORAGHO, 10 nikapehxmit  sucid BREICND B Yepainy 3
1colin.

3a peaymoraras GG
wil g 0
¥ 4

JARCroa wonw sabeancuenns akocri AIRAPCLRHN A

Mitkoma XCIOEHKD

(ininivstr ra npisnmine
1

LOH PO}
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