NEPKABHA CJIYXBA 3 JJIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIiBCHKIA OBJIACTI

npoB. CeitnuuHoi Hanii, 3, M.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
NPO SAKICTh BBE3€HOI'0 B Y KPaiHY JIIKAPCHKOIo0 3ac00y

30.07.2025 Ne 31010/25/10

EK3U®IH

(HaiiMeHyBaHHS JIIKAPCHKOTO 3ac00y 3TiTHO 3 peecTpaliiHUM MOCBITUYCHHSIM)
TabaeTku no 250 mr, no 7 tadjerok y 0Jicrepi, mo 2 6Jicrepu B KAPTOHHiH KOpPoO1Li

(hopma BUIyCKy, TO3yBaHHS, BUJ IIaKyBaHHs JIKapChKOTo 3aco6y)
Howmep peectpaniiinoro nocsiguenns UA/1678/02/01 crpoxk nii peectpamiitnoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 055A002 Kinbkicts BBe3eHOTO Jikapebkoro 3aco6y 3300

Bupo6uuk OJIC Jlimiten, [nnis

(naliMeHyBaHHS BHPOOHHUKA JIIKAPCHKOTO 3ac00y, KpaiHa IIOXO/UKEHHS)

BBeseno B Ykpainy ToBapucTBo 3 00MexeH010 BinnosinaabHicTio "p. Penai ¢
JlabopaTopi3', inenr. kox: 37560808

(naiiMenyBaHHs Ta koj 3a €/IPTIOVY ropuanydHoi ocobu abo mpi3BHIE, iM's, T0 6aThKOBI (Pi3UIHOT
0co0H - HiIIPHEMIIS, il MiCIie IPOXKUBAHHS Ta peeCTpaliiHui HoMep 00JIIKOBOI KapTKH ITATHUKA
MoJaTKiB abo cepist Ta HOMEp IacropTa)

Iporokoa BizyansHoro koutpomo Bix 30.06.2025 Ne 1995/2.
JlaGopaTopHUii aHai3 IKOCTI JIIKApChKOTO 3ac00y 3M1HCHEHHA:

Jlaboparopist papmakoneitnoro anamizy JAI1 "Ykpaincekuit HaykoBuii (hapmMakoneHHUid EHTP
SIKOCTI JTIKapchKuX 3ac00iB" (M. XapkiB, ByJ1. ACTpoHOMIYHA, 33)

(HaliMeHyBaHHS Ta MiCIIe3HaXO0/DKEHHS JJabopaTopii, 10 IpoBelia TadopaTOPHUH aHaIII3 SIKOCTI)

BHCHOBOK IM0JI0 AKOCTI JliKapchkoro 3acoby, Bunanuil maGopatopiero ix 30.07.2025 Ne 718/71525

Pe3ysbTaTi 1a60paTopHOTo aHANi3y SKOCTI JIIKapchKOro 3acoby 3a MepeBipeHMMH MokasHuKaMK BiJIIIOBIIal0Th
BUMOTaM METOJIIB KOHTPOITIO SKOCTI (aHATITHYHO-HOPMAaTHBHOT TOKYMEHTAIII1).

3a pe3ynbTaTaMu JIep)KaBHOTO KOHTPOJIIO BCTAHOBJIEHO, IO JIKapChKUi 3acid BBe3eHO B YKpaiHy 3

JAOTPHUMAHHSAM BuMOr 3aKOHOABCTBA OO 3a0€3MeYeHH SKOCTI TIKapChbKUX 3aC00iB.
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FDC Limited

MANUFACTURES & EXPORTERS OF FOODS, DRUGS & CHEMICALS
FACTORY: L-56 & L-57, Phase 1I-D, Verna Industrial Estate. Verna - 403 722 Salcete, Goa, India

CERTIFICATE OF QUALITY
CEPTHPIKAT AKOCTI

Tel.: 0832-2783882 / 83, Fax: 0832-2783684

Page /Crop. 137

oduct: EXIFINE, tablets 250 mg Ne (7x2) in blisters
poayxT: EK3U®IH tabaerkn, 250 mr Ne (7x2) y Gaicrepax
1 tablet contains terbinafine hydrochloride equivalent to 250
g terbinafine
1 TabaeTka micTurs Tepbinadiny rizpoxaopuay
KBiBaJeHTHO Tepbinadiny 250 mr

Enuntry of manufacturer: India
paina supobunurea: Inain

[Batch / Cepis Ne: 055A002

[Batch Quantity / Posmip cepii: 7143 boxes / kopoGok

Analytical Report / Anaaituannii ssit Ne: 40000279666

[Date of Analysis / ata ananizy: 01/02/2025

{Date of Manufacture / lata BupoGunursa: 01/2025

[Date of Expiry / Tepmin npuaarnocri: 12/2027

[Registration certificate / Peccrpauiiine nocsituenns
(No: UA/1678/02/01

Valid till / Tepmin ail: unlimited / neobmexennii

Order of MOH No: 7 dated: 02.01.2019 / Hakas MO3 Yxpainu Ne 7 gix 02.01.2019

Size and type of the package / Posmip Ta Tun NAaKyBAHHA:

tablets in blister; 2 blisters in carton box labelling in
krainian and English languages /

o 7 rabaerox y Gaicrepi; no 2 Gaicrepn B kapronmiii KopoGui
MAPKYBAHHAM YKPATHCHKOIO TAa AHTIHCHKOI0 MOBAMHI

Name, address and numbers of the licenses of manufacture
and quality control / HalimenyBanns, axpeca ta nomep
Lrinensii BupoGunKa T4 KONTPOIIO IKOCTI:

C Limited
56/57, Phase 11-D, Verna Industrial Estate, Verna, Salcette,
a —403 722, India, License Ne 461
JIC JlimiTen
-56/57, @eiis II-/1, Bepua Inaacrpian Icreiit, Bepna, Cascer,
oa —403 722, Inain, Jiuensia Ne 461

No./|Name of the parameter / Result/ Permitted limits /
Ne Hassa nokasunka Pesyabtar Honyerumi nopmn
1. | Description/ Onuc White, oval  shaped, | White to off white, oval shaped, biconvex, tablets, plain on both
biconvex, tablets plain on | sides. / Opansi Asoonykni Tabnetkw, sia 6inoro o maiike Ginoro
both sides / Osamsui | KosbOpy, rnanesski 3 060x Gokis.
Asoonykni Tabnerku,
Ginoro konbopy, rnaneHsKi
3 0box Ookis
2. | Identification/ Complies / Bianosinae The chromatogram of the assay preparation obtained as direct in the
InenTudikauis: assay exhibits major peaks for Terbinafine the retention time of
which corresponds to the exhibited in the chromatogram of the
standard preparation. / Yac yTtpumamuns nikis TepGinadiny Ha
Xpomatorpamax BHMpOOYBaHOro i CTAHAAPTHOrO  POIUMHIB,
OTPHMAHHX T1i/1 Yac KiIbKICHOrO BH3HAYEHHS, M€ CHIBNAAATH.
3. | Average weight/ 499.9 mg / mr 490.0 mg — 510.0 mg (500.0 mg + 2.0 %) / 490,0 mr — 510,0 Mr

Remarks: The product confirms to above specifications

Ipumirkae: [poaykr Bianosinae BumesasnaueHif
creundikauii

Opinion: APPROVED
Bucuosoxk: IMoromxeno

Name and position of person responsible for analysis / Im’s Ta
nocaaa 0co0u, AKa BiANOBIATbLHA 32 POBEICHHA AHANI3Y:
Jeevan Narvekar / [Ixisan Hapgexap

Manager of Quality Control / Menemkep koutpoio sikoeri

P

e'the batch release / Im’s
i

Name and position of person authorizi
Ta nocana ocobu, axad :

VER ATy,
by

Madhavi K ienkap
Manager RMenenxep sabesneuenns
SAIKOCTi

Sign & Date / Mianuc/Mava: 7 —7 ., [0 47
T

CORPORATE OFFICE

REGD. OFFICE

: 142 - 48, 8. V. Road, Jogeshwari (W), Mumbai - 400%
Tel.: 022-30719100-399 / 26782653 / 56 / 26780652

¢ Plot No.: B-8, MIDC Industriaf Area, Waluj, Aurangabad - 431 1

Tel.: 0240-2554 407 / 2554 967 Fax: 0240-2554 299



FDC Limited

MANUFACTURES & EXPORTERS OF FOODS, DRUGS & CHEMICALS
FACTORY: L-56 & L-57, Phase lI-D, Vemna Industrial Estate. Verna - 403 722, Salcete, Goa, India

Tel.: 0832-2783882 / 83, Fax: 0832-2783884

Page /Crop. 237
roduct: EXIFINE, tablets 250 mg Ne (7x2) in blisters ountry of manufacturer: India
poaykr: EK3H®IH Tabaerkn, 250 mr N (7x2) y Gaicrepax [Kpaina BupoGuuuTea: Inais
tablet contains terbinafine hydrochloride equivalent to 250
g terbinafine
Tabaerka micrurs TepGinadiny riapoxsopuay
KBiBAJIeHTHO TepGinadiny 250 mr
[Batch / Cepisi No: 055A002 [Batch Quantity / Posmip cepil: 7143 boxes / kopoGox
Analytical Report / Anagituanmnii ssit Ne: 40000279666 [Date of Analysis/ Tata ananizy: 01/02/2025
[Date of Manufacture / lata supoGunursa: 01/2025 [Date of Expiry / Tepmin npuaarHocri: 12/2027
ﬁ:gistratlon certificate / Peecrpaniiine nocsinuenns Valid till / Tepmiu aii: unlimited / neobmemxennii
: UA/1678/02/01

|Order of MOH No: 7 dated: 02.01.2019 / Hakas MO3 Yxpaiun Ne 7 in 02.01.2019

Size and type of the package / Posmip Ta Tun naxkysanns: tablets in blister; 2 blisters in carton box labelling in
krainian and English languages /
o 7 aGaerok y Gaicrepi; no 2 Gaicrepn B kapronmiii kopoGui
MapKYBAHHAM YKPATHCLKOI0 TA aHIiiChK0I0 MOBAMH

Name, address and numbers of the licenses of manufacture C Limited
and quality control / HaiimenyBanns, agpeca ta HOMep 56/57, Phase I1-D, Verna Industrial Estate, Verna, Salcette,
LTinensii BupoGHiKa Ta KOHTPOIO SIKOCTI: a — 403 722, India, License Ne 461

J1C Jdimiten

-56/57, eiis I1-/1, Bepua Inaacrpian Icreiit, Bepua, Cancer,
oa —403 722, Inpmin, Jinensia Ne 461

Cepenus maca (500,0 mr = 2,0 %)
4. | Uniformity of Weight/ | Complies/Bianosinac Not more than two of the individual weight (determined on 20
OnHopinxicTs Macu tablets) deviate from the average weight by more than = 5.0 % and

no tablet shall deviate by more than £10.0 %. / Ipu 3Baxcynanm 20
TabneTok He Ginbmie 2-X 3 HHX MOXYTh MaTH BiAXHICHHS Bia
cepeanboi macu Ginbine Hik Ha + 5.0 % Ta womHa 3 HHX He
MOBHHHA MAaTH BiIXMJICHHA Bi cepeaHboi MacH, Ginbwe Hik Ha

+10,0 %.

5. | Uniformity of dosage Li=19 Acceptance value: 15 for L1 / Yucno npuitustaocti: 15 ana L1;
units (By weight Acceptance value: 25 for L2 / Yncno npuitustrocti: 25 ans L2
variation method) /

Onuopinxicts
J030BaHUX OMHHLIL
(po3paxyHKOBO-BAroBuii
MeTOJ1)

Remarks: The product confirms to above specifications Opinion: APPROVED

Mpumirtkae: [poaykT Bianosizae sumesasnaveniit Bucnorok: IMoroaxeno

cneundikanii

Name and position of person responsible for analysis / Im'sTa | Name and position of pcrson authorizi 21 ¢ batch release / Im's

nocaja ocobu, fka BLANOBIIATLHA 32 NIPOBEICKHA aHANI3Y: Ta nocaaa oco6u, Akg :l

Jeevan Narvekar / [lxisan Hapsexap Madhavi Ku njsites {vfanienxcap

Manager of Quality Control / Menexxep xouTposio skocti Menerxep 3abesneuenns

Y
Sign & Date / Mianne/Jlara: L2—5 g1
&

CORPORATE OFFICE : 142 - 48, S. V. Road, Jogeshwari (W), Mumbai - 400% s
Tel.: 022-30719100-399 / 26782653 / 56 / 267680652 e St WS DPLCO03176
REGD. OFFICE : Plot No.: B-8, MIDC Industrial Area, Waluj, Aurangabad - 431 136, INDIA
Tel.: 0240-2554 407 / 2554 967 Fax: 0240-2554 299
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FDC Limited

MANUFACTURES & EXPORTERS OF FOODS, DRUGS & CHEMICALS
FACTORY: L-56 & L-57, Phase 1I-D, Verna Industrial Estate, Verna - 403 722, Salcete. Goa. India
Tel.: 0832-2783882 / 83, Fax: 0832-2783884

CERTIFICATE OF QUALITY
CEPTUPIKAT AKOCTI
Page/Crop.337
roduct: EXIFINE, tablets 250 mg Ne (7x2) in blisters Eountry of manufacturer: India
poaykt: EK3U®IH Tabnerkn, 250 mr Ne (7x2) y Gaicrepax [Kpafua BupoGunursa: Inais
1 tablet contains terbinafine hydrochloride equivalent to 250
g terbinafine
Tabaerka micTuth Tepbinadiny riapoxaopuay
KkBiBasientTHo Tepbinadiny 250 mr
[Batch / Cepis Ne: 055A002 atch Quantity / Posmip cepii: 7143 boxes / kopoGok
Analytical Report / Ananitnunnii 3sir Ne: 40000279666 [Date of Analysis / lata anagizy: 01/02/2025
ate of Manufacture / lata supobunurea: 01/2025 [Date of Expiry / Tepmin npuaatnocri: 12/2027
egistration certificate / Peccrpauiiine nocsinuenns Valid till / Tepmin aii: unlimited / neoGmenennii
: UA/1678/02/01

[Order of MOH No: 7 dated: 02.01.2019 / Hakas MO3 Ykpaiuu Ne 7 Big 02.01.2019
Size and type of the package / Poamip Ta THn nakysauns: tablets in blister; 2 blisters in carton box labelling in
krainian and English languages /

0 7 rabaerok y Gaicrepi; no 2 Gaicrepu B kaproumiii kopoGui
MAPKYBAHHAM YKPaTHCLKOI0 TA AHTJIIICHK0I0 MOBAMH

Name, address and numbers of the licenses of manufacture C Limited
|and quality control / Halimenysanus, aapeca Ta nomep 56/57, Phase I1-D, Verna Industrial Estate, Verna, Salcette,
inensii BupoGunka Ta KORTPOIIO AKOCTI: a—403 722, India, License Ne 461

JIC JlimiTen

-56/57, ®eii3 11-/1, Bepua lunacrpian Iereitr, Bepua, Cancer,
oa —403 722, Inais, Jiuensis Ne 461

6. | Friability / Crupanicts | 0.10 % (w/w/ M/Mm) Not more than 1.0 % (w/w) / He 6insue 1,0 % (M/m)
7. | Disintegration/ 02 min / x8. 24 sec / cek. Not more than 10 minutes / He Ginbue 10 xsuiun
Poznapanus
8. | Lossondrying/ 1.73 % (w/w / m/m) Not more than 5.0 % (w/w) / He 6inbiue 5,0 % (M/m)
Brpara B maci npu
BHCYLUYBaHHI
9. | Dissolution (UV)/ 98.3 % Not less than 85 % (Q=80%) of the stated amount of Terbinafine is
Posunnenns (Y@) dissolved within 60 minutes. If the result does not meet the

requirements of level Si continue the analysis with additional
dosage units to level S, /He menwe nix 85 % (Q=80%) sin
sassaenoi KinbkocTi TepGinadiny posumHsersca 3a 60 XBHIHH.
SIKio pesynbTat He BiANOBiNac BUMOTaM piBHA Si MPOJOBKYIOTH
aHaTi3 3 10aTKOBHMH OTHHHLIMH J03YBaHb /10 PiBHA S,

10. | Related substances

Remarks: The product confirms to above specifications Opinion: APPROVED
Mpumirkae: [poaykT Bianosigae sumesasHagenii Bucnosok: [Moroxeno
crieundikauii

h '_!batch release / Im's
3 i
ieHKap

Name and position of person responsible for analysis / Im's ta | Name and position of pcrson authorm L
nocana ocobu, ska BiANOBINAILHA 33 NPOBEICHHA AHATIZY: 103R0

Jeevan Narvekar / /Ixisan Hapsekap

Manager of Quality Control / Menekep KOHTpo.110 sKOCTi

D
Sign & Date / [Tianuc//lara: ﬁf/}“’g—ﬁ? /3 a5
(L "

CORPORATE OFFICE : 142 - 48, S. V. Road, Jogeshwari (W), Mumbai - 40008
Tel.: 022-30719100-399 / 26782653 / 56 / 26780652 WY kgas

REGD. OFFICE : Plot No.: B-8, MIDC Industrial Area, Waluj, Aurangabad - 431 T3¢
Tel.: 0240-2554 407 / 2554 967 Fax: 0240-2554 299

toloviacns”



FDC Limited

MANUFACTURES & EXPORTERS OF FOODS, DRUGS & CHEMICALS
FACTORY: L-56 & L-57, Phase 1I-D, Verna Industrial Estate, Verna - 403 722 Salcete. Goa, india
Tel.: 0832-2783882 / 83, Fax: 0832-2783884

CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTI

Page/Crop. 437

roduct: EXIFINE, tablets 250 mg Ne (7x2) in blisters gountry of manufacturer: India

poaykr: EK3U®IH rabaern, 250 mr Ne (7x2) y Gaicrepax [Kpaina BupobunuTea: Ingis

tablet contains terbinafine hydrochloride equivalent to 250

g terbinafine
1 rabaerka micturs TepGinadiny rizpoxtopuay

KBiBaJsienTHO TepGinadiny 250 mr
[Batch / Cepis Ne: 055A002 {Batch Quantity / Poamip cepii: 7143 boxes / kopoGok
Analytical Report / Ananituannii 3sit Ne: 40000279666 [Date of Analysis / lata anamizy: 01/02/2025
[Date of Manufacture / lata Bupo6unursa: 01/2025 [Date of Expiry / Tepmin npuaatHocri: 12/2027
[Registration certificate / Peccrpauiiine nocsinuenns alid till / Tepmin ail: unlimited / neoGmexennii
INe: UA/1678/02/01

{Order of MOH No: 7 dated: 02.01.2019 / Haxas MO3 Ykpaiun Ne 7 sia 02.01.2019

Size and type of the package / Posmip Ta Tun nakysanns: tablets in blister; 2 blisters in carton box labelling in
krainian and English languages /

0 7 rabaerok y Gaicrepi; no 2 Gaicrepn B kaprousiii KopoGui
MAPKYBAHHAM YKPaiHCHKOI0 T4 ANTIiChKOI0 MOBaMH

Name, address and numbers of the licenses of manufacture C Limited
{and quality control / Haiimenysanus, anpeca ta HOMEp 56/57, Phase II-D, Verna Industrial Estate, Verna, Salcette,
Grinensii BHpoGHUKA TA KOHTPOIIO IKOCTI: a—403 722, India, License Na 461

JC Jlimiten

-56/57, ®eiis 11-/1, Bepna Inuaacrpian Iereiir, Bepua, Cancer,
oa —403 722, Inais, JTinensin Ne 461

(HPLC) / CynyTHi
aomitku (BEPX)
a. Impurity A/ 0.00 % Not more than 0.10 % / He Giaswe 0,10 %
a. Jlomimka A
b. Impurity B / 0.00 % Not more than 0.10 % / He Giaswe 0,10 %
6. Jlomimka B
c. Impurity C/ 0.01% Not more than 0.10 % / He 6iaswe 0,10 %
B. Jomimga C
d. Impurity D / 0.00 % Not more than 0.10 % / He Ginsiue 0,10 %
r. Jfomimka D
¢. Unknown impurity/ | 0.03 % Not more than 0.10 % / He 6insue 0,10 %
1. Hesinoma nomimka
f. Total impurities / 0.09 % Not more than 0.30 % / He Ginsue 0,30 %
e. Cyma noMitmok

11. | Assay of Terbinafine in | 246.504 mg / Mr (98.6 %) 237.5 mg to 262.5 mg of Terbinafine per tablet (95.0 % to 105.0 %

Remarks: The product confirms to above specifications Opinion: APPROVED

INpumirkae: [poaykr sianosizae Bumesasnavenii Bucnosok: lMoroaxeno

cneundikaii

Name and position of person responsible for analysis / Im’a Ta | Name and position of person authorizing the batch release / Im’s
nocana ocobu, fka BiANOBIAA/IbHA 3a POBEAEHHS AHANIZY: Ta nocana ocoGH, AKg Joan cEpii:

ajienkap
RieHeaxep 3abesnevenns

Jeevan Narvekar / Ixisan Hapsexap Madhavi Kunkofiendeiry 0%
Manager of Quality Control / Meneaxep KOHTPOJIIO IKOCTI 3 3ake,
i )
Sign & Date / [Tinnuc//lara: ] ,71-1;-;% /} A
AL

CORPORATE OFFICE : 142 - 48, S. V. Road, Jogeshwari (W), Mumbai - 4000R3 %
Tel.; 022-30719100-399 / 26782653 / 56 / 26780652 W

REGD. OFFICE : Plot No.: B-8, MIDC Industrial Area, Waluj, Aurangabad - 437 T8 TNDIA
Tel.: 0240-2554 407 / 2554 967 Fax: 0240-2554 299



FDC Limited

MANUFACTURES & EXPORTERS OF FOODS, DRUGS & CHEMICALS
FACTORY: L-56 & L-57, Phase II-D, Verna Industrial Estate, Verna - 403 722. Salcete. Goa, India

Tel.: 0832-2783882 / 83, Fax: 0832-2783884

oduct: EXIFINE, tablets 250 mg Ne (7x2) in blisters ountry of manufacturer: India
poaykt: EK3U®IH Tabaerin, 250 mr N (7x2) y 6aicrepax [Kpaina upoSuniursa: Inais

1 tablet contains terbinafine hydrochloride equivalent to 250

|mg terbinafine

1 TabaeTka micTuts TepGinadiny riapoxaopuay

exBiBanenTHo repbinadiny 250 mr

Page / Crop. 517

[Batch / Cepin No: 055A002 [Batch Quantity / Posmip cepii: 7143 boxes / kopoGox

Analytical Report / Ananituunnii ssit Ne: 40000279666 [Date of Analysis / lata ananizy: 01/02/2025

Date of Manufacture / lata supoGunursa: 01/2025 [Date of Expiry / Tepmin npuaarnocri: 12/2027
egistration certificate / Peccrpauiiine nocixuenus Valid till / Tepmin aii: unlimited / neobmexenuii

No: UA/1678/02/01

Order of MOH No: 7 dated: 02.01.2019 / Hakas MO3 Ykpaiuu N 7 pin 02.01.2019

Size and type of the package / Posmip Ta THN naKysanus: tablets in blister; 2 blisters in carton box labelling in
krainian and English languages /

0 7 rabaerok y Gaicrepi; no 2 6aicrepn B kapTouniit kopoOui
MAPKYBAHHAM YKPATHCHKOI0 TA AHITICHKO0I0 MOBAMHE

Name, address and numbers of the licenses of manufacture C Limited
|and quality control / Haiimenysanus, anpeca Ta HoMep 56/57, Phase 11-D, Verna Industrial Estate, Verna, Salcette,
L1inensii BupoGHIKa T KOHTPOK AKOCTI: a —403 722, India, License Ne 461

JIC JimiTen

-56/57, eiis I1-/I, Bepua Ingactpian Ieveiit, Bepua, Cancer,
o0a —403 722, luain, Jiuensin Ne 461

a tablet (HPLC) / of label claim)

KinskicHe Bu3HaueHHs 237,5 mr no 262,5 mr tepGinadiny B Tabnerui (95,0 % - 105,0 %
Tepbinadiny B BiJl 3a8BEHOT KIIbKOCTI)

Tabaerui (BEPX)
12. | Microbial purity /
MixkpoGionoriuna
4HCTOTA

A. Microbial Complies / Bignoginae Not more than 10° CFU/g / He Ginbme ik 10° KYO/r.
enumeration tests /
Busnauenns uncna
Mikpooprauizmis
a) Total aerobic
microbial count /
3aranbHa KinbKicTs

aepoOHIX

Remarks: The product confirms to above specifications Opinion: APPROVED
Mpumirkae: Mpoaykr Bianosinae sumesasHaveHiit Bucuosok: IMoroxxeno
cneundikauii
Name and position of person responsible for analysis/ Im’s ta | Name and position of person authorizing
nocaa ocobu, Aka BiANOBiIa/ILHA 33 IPOBEIEHHA aHANIZY: KSIORRONT A BHD
Jeevan Narvekar / /lxisan Hapsexap A
Manager of Quality Control / Meneaaep KOHTPO.110 SIKOCTi

the batch release / Im's
il

gapi Ky ienxap

; Rienemxep sabesnevennn

1~
Sign & Date / I'Iinnnc/}}am;/,@;fﬁq Sty
T

CORPORATE OFFICE : 142 -48, S. V. Road, Jogeshwari (W), Mumbai - 40 ",-_ -, Py TR G
Tel.: 022-30719100-399 / 26782653 / 56 / 26780652 RN Wogws EFOPLC003176

REGD. OFFICE : Plot No.: B-8, MIDC Industrial Area, Waluj, Aurangabad - 431 136,
Tel.: 0240-2554 407 / 2554 967 Fax: 0240-2554 299
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FDC Limited

MANUFACTURES & EXPORTERS OF FOODS, DRUGS & CHEMICALS
FACTORY: L-56 & L-57, Phase II-D, Verna Industrial Estate. Verna - 403 722 Saicete, Goa, India
Tel.; 0B32-2783882 / 83, Fax: 0832-2783884

CERTIFICATE OF OUALITY
CEPTH®RIKAT AKOCTI
Page /Crop. 637
roduct: EXIFINE, tablets 250 mg Ne (7x2) in blisters ountry of manufacturer: India

poaykr: EK3U®IH Tabaericn, 250 mr Ne (7x2) y Gaicrepax [Kpaina supoGunursa: Inais
1 tablet contains terbinafine hydrochloride equivalent to 250
Img terbinafine
1 TaGaerka micTurs Tepbinadginy riapoxnopuay
lexsisanenTno Tepbinadiny 250 mr

[Batch / Cepis No: 055A002 [Batch Quantity / Posmip cepil: 7143 boxes / kopoGox

Analytical Report / Anaairnuunii 3sit Ne: 40000279666 [Date of Analysis / lata ananizy: 01/02/2025

[Date of Manufacture / lata supoGunursa: 01/2025 IDate of Expiry / Tepmin npuaatuocri: 12/2027

[Registration certificate / Peccrpauiiine nocpinuenus Valid till / Tepmin aii: unlimited / neobmexennii

INe: UA/1678/02/01

Order of MOH No: 7 dated: 02.01.2019 / Haxka3 MO3 Yxkpaiuu Ne 7 sin 02.01.2019

Size and type of the package / Poamip Ta THn nakysaHHs: tablets in blister; 2 blisters in carton box labelling in
krainian and English languages /

0 7 Tabaerok y Gaicrepi; mo 2 Gaicrepn B kapTouuiii kopoGui
MAPKYBAHHAM YKPATHCHKOI0 TA AHIIIHICHKOI0 MOBAMH

Name, address and numbers of the licenses of manufacture DC Limited

and quality control / Halimenysanus, agpeca ta Homep 56/57, Phase I1-D, Verna Industrial Estate, Verna, Salcette,
rinensii BUpoGHIKa TA KOHTPOJIIO AKOCTI: a —403 722, India, License Ne 461
JIC Jlimiten

-56/57, ®eiis I1- /1, Bepua Inaacrpian Icreiir, Bepua, Cancer,
oa — 403 722, Inpin, Jiuensin Ne 461

MiKpoopraHiamis
(TAMC)

b) Total combined Complies / Binnosinae Not more than 102 CFU/g / He 6inbwe nix 10 KYO/r.
yeasts and moulds
count / 3aransua
KiNBKiCTh APIKKOBHX
i uricHsBux rpubis
(TYMC)

B. Tests for specific
microorganisms /
BunpoOysanns Ha
OKpemi BHAK
Mikpoprasismis

¢). Escherichia coli Complies / Bianosinae Absentin | g/ BiacythiB 1 1.

Remarks: The product confirms to above specifications Opinion: APPROVED
IMpumitkae: ITpoaykT Bianosinae Bume3a3zHaveHii Bucuosok: lMoromxxkeno
cneupdikauii

Name and position of person responsible for analysis / IM’s Ta | Name and position of pcrson authonzl g lln; batch release / Im’s
nocaza ocobu, SKa Bi/NOBINANbHA 33 NPOBEACHHSA AHANIZY: KA IAIR!

Jeevan Narvekar / Jlxisan Hapsexap

Manager of Quality Control / Menexep KOHTPOII0 IKOCTI

Sign & Date / [Tianuc//lata: - (}:1,‘,7:77 Jast

CORPORATE OFFICE : 14? 48, 5. V. Road, Jogeshwaf {W M!}mh'ﬁ 411:3 !

REGD. OFFICE : Plot No.: B-8, MIDC Industrial /—\rea,'."\!ﬁiuyAurangai}ad—43 taliners
Tel.: 0240-2554 407 | 2554 967 Fax: 0240-2554 299



FDC Limited

MANUFACTURES & EXPORTERS OF FOODS, DRUGS & CHEMICALS
FACTORY: L-56 & L-57, Phase 1I-D, Verna Industrial Estate, Verna - 403 722 SBalcete, Goa, India
Tel.: 0832-2783882 / 83, Fax: 0B32-2783884

CERTIFICATE OF OUALITY
CEPTH®RIKAT AKOCTI

uct: EXIFINE, tablets 250 mg Ne (7x2) in blisters Eountry of manufacturer: India
poaykt: EK3U®IH tabaericn, 250 mr Ne (7x2) y Gaicrepax [Kpaina supobunursa: Iuais
tablet contains terbinafine hydrochloride equivalent to 250
terbinafine
Tabaerka micruTe Tepbinadiny rigpoxaopuay
KBisajsenTHo TepGinadiny 250 mr

Page / Crop. 737

[Batch / Cepin No: 055A002 [Batch Quantity / Posmip cepil: 7143 boxes / kopoGok
Analytical Report / Anaairiannii it Ne: 40000279666 [Date of Analysis / lata anaaisy: 01/02/2025

{Date of Manufacture / lata supoGunursa: 01/2025 [Date of Expiry / Tepmin npuaarnocti: 12/2027
[Registration certificate / Peccrpauiiine nocpizuenns Valid till / Tepmin aii: unlimited / neofmexennii

INe: UA/1678/02/01

|{Order of MOH No: 7 dated: 02.01.2019 / Hakas MO3 Ykpaiuu Ne 7 8in 02.01.2019

Size and type of the package / Poamip Ta Tun nakysausus: tablets in blister; 2 blisters in carton box labelling in
krainian and English languages /
o 7 Tabaerok y Gaicrepi; no 2 6aicrepn B kapTonHiit kopobui
MAPKYBAHHSM YKPATHCLKOI0 TA AHTIICEK0I0 MOBAMH

Name, address and numbers of the licenses of manufacture C Limited
and quality control / HalimenyBanus, anpeca ra Homep 56/57, Phase I1-D, Verna Industrial Estate, Verna, Salcette,
minens3il BHPOGHHKA TAa KOHTPOJIIO IKOCTi: a — 403 722, India, License Ne 461

JIC JlimiTen

-56/57, ®eit3 I1-]1, Bepna Inaacrpian Icreiit, Bepna, Cancer,
oa —403 722, Iuais, Jinensia Ne 461

Declaration of certification: I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country
or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

Aexnapauisi npo ceprudixauio: Lium 3acsinuyio, wo suieBukianena indopmauis cnpasxkua i Tousa, Lix cepis npoaykry Gyna
BHTOTOBJIEHA, BKIIOYAIOUH YNIAKOBKY/MapKyBaHHA Ta mepesipKy AKOCTi Ha BHILE 3rajaHomy caiiti (ax) y nosiii Bianosigsocti 3
sumoramu GMP micuesoro Perysstoproro opramy i sianosiamo o cneumdikauiil, wo mictatscs B peecTpauifinomy nocke /
Toprosii aiuensii kpaiu-iMnoprepa abo y nocke cneumdikauii npoaYKTY WIS AOCHIHKYBAHKX nikapcbkHx 3acobis. JloKyMeHTH ro
06pobui, ynaxosui Ta ananisy Gysu neperiaHyTi Ta BCTAHOBIEHO BinosiaHicrs GMP,

Remarks: The product confirms to above specifications Opinion: APPROVED
MpumiTkae: [Ipoaykr Bianosinae pumesasnaveHiii Bucnosok: [Morogxeno
crneundixkauii

Name and position of person responsible for analysis / Im’s Ta
nocaja ocobH, AKa BiANOBINANIbHA 32 NPOBEAEHHA AHANI3Y:
Jeevan Narvekar / xisan Hapsexap

Manager of Quality Control / Menemxep KOHTPOII0 IKOCTi

e batch release / Im’st
TH

ajaieHKap

p 3abe3nevenns

R 0, 3
Sign & Date / Tliamue/flarayfh——r- . 4 547
é’/ [T

CORPORATE OFFICE : 142 - 48, S. V. Road, Jogeshwari (W), Mumbai - 40003
Tel.: 022-30719100-399 / 26782653 / 56 / 26780652 ¥

REGD. OFFICE : Plot No.: B-8, MIDC Industrial Area, Waluj, Aurangabad - 437 TN
Tel.: 0240-2554 407 / 2554 967 Fax: 0240-2554 299

falnireay
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