TTEP’KABHA CJIVIKBA 3 JIIKAPCBKHIX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMU Y KUIBCBKINA OBJIACTI

npos. Ceitnuunoi Hanii, 3, M.Kuie, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
Npo AKICTH BBE3EHOT0 B YKpaiHy JIiKapcbKoro 3acody

25.03.2024 Ne 5256/24/10

EK3UPIH

(HaliMcHYBaHHS JTIKapChKOTo 3ac00y 3rifHO 3 peecTpauiiiuM MOCBIAYEHHAM)
ta6aericn no 250 mMr no 7 Taéxerok y 6aicrepi; mo 2 GuicTepn B KapToHHIH KopoGwi

(hopMma BHTTYCKY, FO3yBAHHA, BHI MAKYBAHKS NIKapcHKoro 3aco0y)
Homep peectpauiitroro mocsinuenns UA/1678/02/01 crpox aii peectpauiittoro mocsipuesns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 053 K021 KinskicTs BBe3eHoro nikapeskoro sacoby 400

Bupobuuk ®J1C Jlimiren, Innis

(HaitMeHyBaHHs BUPOBHIIKa JikapchKoTo 3aco0y, kpaida HOXODKCHHS)

Bsesero B Ykpainy ToBapucTeo 3 06Meskenoxo Bixmosigansuicrio " Ip. Pepni'c
Jladoparopis", inent. kox: 37560808

(HaitMeHyBaHHs Ta kox 3a €JIPTIOY iopuanuroi ocoGu abo mpissulLe, iM's, 110 GaThKoBi (hizuHHOT
0co6H - IiMmpHeMs, Ti Miclle TPoXHBaHH Ta peecTpaliliiuit HomMep 061iKOBOT KAPTKH NJIATHAKA
rofaTkis abo cepist Ta HOMep TacopTa)

Tiporokoa Bisyansuoro konrpomo sin 15.02.2024 Ne 0063/3.

JlaGopaTopuuii anatis AKocTi NikapchkoTo 3acoby sAiHCHeHNH:

IIIT "IentpansHa mabopaTopis 3 aHalli3y AKOCTI JiKapChKUX 3aco0iB i Megmurol npoxykuii"
(m.Kuis, Byn. Kynpasceka 10r m.Kuis, Byn. Kynpssceka 8B Knisceka obnacts, c. Hogi Iletpisui,
syin. Isana ®dpanka, 19)

(naitMeHyBaHHS Ta Micile3HaxoUKeHHs JlaGopaTopii, 1o MpoBesa nabopaTopuuii ananis sKoCTi)

BUCHOBOK W00 SKOCT] JTikapchKoro 3acoBy, Branmii naGopatopieio sin 19.03.2024 Ne 0539

PesynbTaTi 1a60opaTOPHOTO aHANi3y AKOCTI NiKapehKkoro 3acoby 3a nepeBipeHMH TTOKa3HHKaMU BignosigawTh
BYMOTaM METOJIIB KOHTPOITIO AKOCTI (aHaNiTHUHO-HOPMATHBHOT OKYMEHTALLT).

3a  pesynbTataMu  JEPXKABHOTO KOHTPONKO  BCTAHOBNCHO, IO nikapcekuil  3aci6  BBeseno B Ykpainy 3

JOTPUMAHHAM BHMOT 3aKOHOAABCTRA 00 3a6e3reHeHHs AKOCTI JiKapehbkuX 3acobiB.

yKPay &
g /g (©.54  Bixrop CTEGKIBCHKHH

(AT (inidany ta nprisyue)



IEPJKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

nipos. Critiuunoi Haxii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BHUCHOBOK
Npo sAKiCTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acofy
17.04.2024 Ne 19672/24/1011
EK3H®IH

(HalfMEHYBAHNA JTiKapchkoro 3acofy 3TiANO 3 PCECTPALTHUM TTOCBIAMEHHIM)
taGaerku mo 250 mr no 7 taduaerok y GJicrepi; 110 2 Gicrepu B KapTOHHIA kKopooui

(dopma BHTTYCKY, KO3YBAHHS, BU/ IAKyBAHHS TiKapchkoro 3acoby)
Howmep peectpaniitroro nocsimuenas UA/1678/02/01 crpox aii peccrpauiitnoro nocsinuenns 01.01.2099
Cepis mikapcskoro 3aco6y Ne 053K 021 Kinexicts BBE3cHOrO Tikapebkoro 3acoby 2900

Bupobuuk OJIC Jlimiten, Tnnis

(HaiiMenyBanHa BUPOBRHMKa JiKapcHKoro 3acofy, kpaiHa OXOKCHHS)

Baeseno B Yipainy TosapucTro 3 odMexenoro BixnorinansricTio "Jp. Penni'c
JlaGopaTopiz", inent. kon: 37560808

(naiimMenyBanns Ta kox 32 EJIPTIOY 1opuansroi ocobu abo rpiseume, imM's, no GaTbkosi disHHHoi
ocobu - ignpyemid, ii Miclle IpoxuBanHs Ta peecTpalliiinuit HoMep 00MiKOBOT KapTKH NIATHHKA
ToAaTKiB abo cepis Ta HOMeEp 1TacTopTa)

Tporoxo sizyansnoro konrposio six 16.04.2024 Ne 1047/3.

3a  pesyNbTATAMH JIEPKABHOTO KOHTPOJIO BCTAHOBNEHO, MO Jikapchkui 3aci6  BBeseHo B Vipainy 3

AOTPUMAHHSAM BHMOI 3aKOHORABCTBA ILIOJO 3aBe3reueHHs AKOCTI TIKapChKUX 3aco6iB.
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2 -0, Verna Indus
- 0832-2783882 1 2783683 Fax: 0839. STE3884

Factory: L-56/ f 53:33

strial Estate, Verna, Goa - 403 722, INDIA

Certificate

of Analysis

CERTIFICATE OF QUALITY

CEPTH®IKAT SIKOCTI

Page / Crop. 137

Product: EXIFINE, tablets 250 mg Ne (7x2) in blisters
[poxyer: EK3IU®IH radaericn, 250 ar N (7x2) y Gnicrepax
1 tablet contains terbinafine bydrochloride equivalent to 250
nig terbinafine

L rabaerka sicrnys repSinaginy riapoxsopuny
exinagentio repbinadiny 250 mr

Country of manufacturer: India
Kpaina supobuunrsa: Ingis

Bateh / Cepin Ne: 053K021

Batch Quantity / Posmip cepii: 7142 boxes / KOpodor

Analytical Report / Auanitaanmii 3sit Ne: 40000238478

Date of Analysis / llara ananisy: 15/12/2023

Date of Manufactore / Kara supobunnrea: 11/2023

Date of Expiry / Tepsmin mpupatnocri: 10/2026

Registration certificate / Pecerpaniiine nocsinuenns
No: UA/1678/02/01

Valid till / Tepmin aii: unlimited / neotyesxenii

Order of MOH No: 7 dated: 02.01.2019 / Haraz MO3 Yipainn Ne 7 iz 02.01,2019

Size and type of the package / Posarip ra tun NAKYBAHHSE

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

no 7 rafueror y Gaicrepi; no 2 Guicrepn B wapToHuii Kopodiui
3 MAPKYBRIHIM YRPATHCLKOIO T2 aHrdilicLROI0 MOBAMY

Name, address and numbers of the licenses of manufacture
and quality control / Hafatenynanns, agpeea ta HOMCP
tensii BHPoGHIKA Ta KOXTPOIIO StROCT:

FDC Limited

[~56/57, Phase 11-D, Verna Industrial Estate, Verna, Salcette,
Goa — 403 722, India, License M G()/DRUGSMG

DIC Jlimiten

JI-56/57, Weiiz -1, Bepna Inaacrpian lereiir, Bepua, Caacer,
Loz ~ 403 722, Tuuist, Jinensis Ne GO/DRUGS/46]

Bisoro KONBOPY, rHaneHBK
3 060x Boxir

No./|Name of the parameter / Result / Permitted lmits /
Na Hasna noxazuuka Pesyawrar HJouyerumi mopmu
1. | Description/ Onne White,  oval  shaped, | White to off white. oval \hdpnd biconvex, tablets, plain on both
' biconvex, tablets plain on | sides. / Ovambui aBoonyini Tauericn, pin Giioro 10 Maibie Ginoro
both  sides /  Osamsui | xoawopy, miagesski 3 060X Gokis.,
ABOOIIYKS1 rabseri,

]

I[dentification /

laenTudixauis:

Complies / Biznorinac

The chromatogram of the assay preparation obtained as direct in the
assay exhibits major peaks for Terbinafine the retention time of
which corresponds to the exhibited in the chromatogram of the
standard preparation. / Yac yrpnmanus nixip repiuadiny ma
APOMATOTPAMAX  BHIPOOYBAHOIO |  CTAHAApTHOO  POSHIHIB,
OTPHMAHHX 031 *AC KIILKICIOTO BUSHAMCHHS, Mae CHiRMAATIL.

3. 1 Average weight /

500.7 mg / mr

490.0 mg ~ 510.0 mg (500.0 ing + 2.0 %) / 490,0 mr — S10,0 »r

enenpixani

Remarks: The product confirms to above specifications
Tipunirkae: Mpoaykr signosizae sumesnspnavenii

Opinion: APPROVED
Bucnosox: Horomweno

Name and position of person responsible for analysis / In’s Ta
nocaia 0codn, JKa BIATORIAATLHA 32 NPOBE/ICHIS anasizy:
Jeevan Narvekar / Jpwisan Haprerap .

Manager of Quality Control / I\Ieue»u\ip&c/mmmnm fKkoeTi

Name and position of person authorizing the batch release / Tnt s
Ta NOCAA 0CODH, AKa JO3BONMIA BUITYCK cepii:

Madhavi Kunkalienkar / Manxasi Kynkanicuiap

Manager of Quality Assurance / Menciep ;aocmc'lcmm
STROCTI P

'A\‘

Sign & Date / Tigmac/ara: 19/01/2024 /]

Sign & Date / [Tijmme/ara: 19/01/2024 E\;@;w;“:}'

A

/

Hamr

(g 328

Hegd, Office | 3-8, M.

DCh

wlustrial Area Waluj, 431

136, Dist. Aurangabad, State v




Factory: L-56/57, Phase II-D, Verna Industrial Estate, Yerna, Goa - 403 722, INDIA

<

Tel.: 0832-2783882/ 2783683 Fax: 0832-2783884

Certificate of Analysis

CERTIFICATE OF QUALITY

CEPTHDIKAT SAKOCTI

Page/Crop. 337

Product: EXIFINE, tablets 250 mg Ne (7x2) in blisters
Hponyxr: EK3UMIH radacrin, 250 mr Ne (7x2) ¥ buicrepax Kpaina supoSuunrsa: bunia
1 tablet contains terbinafine hydrochloride equivalent to 250
myg terbinafine
U rabierka micrum repGinadiny rizpoxnopuay
cBiBAICHTHO TEpOinadiny 250 mr

Country of manufacturer: India

Batch / Cepin Ne: 053K 021

Batch Quantity / Posmip cepii: 7142 boxes / Kopoloxr

Analytieal Report / Awasirnumnmii anit Nt 40000238478

Date of Analysis / Jlava ananisy: 15/12/2023

Date of Manufacture / Jlara supo6unurea: 11/2023

Date of Expiry / Tepmin upujgarsocti: 10/2026

WNas U

Registration certificate / Pecerpaniitne nocriguenns
JA/1678/02/01

Valid till / Tepmin aii: unlimited / neodmescenui

Order of MOH No: 7 dated: 02.01.2019 / Hakxas MO3 Yiepainu Ne 7 sig 02.01.2019

Size and type of the package / Possip ta ran narysawns:

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

no 7 vabaerox y Gaicrepi; no 2 Gaicrepy B Kapronuiii kopofiui
3 MAPKYBAHHAM YRPATHCHKOI0 TA anriiiich kO MOBAMI

Name, address and numbers of the licenses of manufacture
and quality control / Haliratenynanns, ajipeca ra womep
Aiesii BHPOGIIKA T KOUTPOSIIO AKROCT:

FDC Limited

L-56/57, Phase IT1-D, Verna Industrial Estate, Verna, Salcette,
Goa 403722, India, License N GO/DRUGS/461

D JIC Jimiren

W1-56/57, deits L-J1, Bepra Tngaerpian ereitr, Bepua, Caacer,
Toa — 403 722, Inaia, Jdinenszis Ne GO/DRUGS/46]

0.

Friability / Crapanicrn

0.15 % (whw / wmfan)

Not more than 1.0 % (w/w) / He 6inpiue 1.0 % (/M)

Disintegration /
Posmananus

02 min / xB. 35 see / cex.

Not more than 10 minutes / He Gianiue 10 xiinn

Loss on drying /
Brpara B maci npu
BUCYIIYBAHHI

1.81 % (whw / mim)

Not more than 5.0 % (w/w) / He Giabiue 5.0 % (w/x)

Dissolution (UV)/
Posunnennn (V)

99.7 %

Not less than 85 % (Q=80%) of the stated amount of Terbinafine is
dissolved within 60 minutes. If the result does not meet the
requirements of level S: continue the analysis with additional
dosage units to Jevel S5 / He memme pix 85 % (Q=80%) nin
3AABICHOT KIABKOCTI Tepbinadiny podumiserses 3a 60 XBiu.
AKWO pesynrTaT He BlANOBiLAC BUMOram pisus S IPOAORKYIOTE
anzmiz 3 JOJATKOBUMM OXHHHIISIMH AO3YRANDL J0 })iBl'lﬂ Sa.

10,

Related substances

Remarks: The product confirms 1o above specifications
Hpumirikae: Upogyxr sianosinge mnnesasuaucuiii
cHedikamy

Opinion: APPROVED
Bucnosor: Iloroxeno

Name and position of person responsible for analysis / In’s ta | Name and position of person authorizing the batch release 7 M5

rocasa 0cobu, sKa BIANORIAIbLHA 33 TPOBEACHIA alaltizy:

Jeevan Narvekar / Iixisau Hapsewap

Manager of Quality Control / I\fIcue,rx;Kep//uwpomo socti) Manager of Quality Assurance / Meunenacep :mﬁe'sucqcuus: X
[

T4 nocana ocofi, SKa NO3BOIIUIA BRITYCK cepii:
Madhavi Kunkalienkar / Majxasi Kyukamienkap

ArocTi

TPAERY

Sign & Date / ITinmo/[lara: 19/01/2024 77~

™

—

- i

\
Sign & Date / Mg/ Hartar 19/01/2024 ‘V’(“wv/

e
ZAT I A

Regd. Office 1 8-8, M.LD.C. Indusirial Area Waldj. 431 136, Dist. Aurangabad. State ‘Maharashira, INDIA.

e,
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Factory: L-56/57

i

, Phase
i

-0 Verna Industrial Estate, Verna, Goa - 403 722,

A
A

INDH

Tel: 0832-2783882 / 2783883 Fax: 0832-2763884

Certificate

of Analysis

CERTIFICATE OF QUALITY

CEPTH®IKAT AKOCTI

Page/ Crop, 537

Product: EXIFINE, tablets 250 mg No (7x2) in blisters
lpoayxr: EXIM®IH vadaericu, 250 arr Na (7x2) y Gaicrepax
I tablet contains terbinafine hydrochloride equivalent to 250
mg terbinafine

1 rafuterka micTurs Tepbinadiny riapoxsopuyy
exsisagcnro repbinadiny 250 mr

Country of manufacturer: India
Kpaina supobunursa; luuis

Batch / Cepin Ne: 0531021

Bateh Quantity / Posmip cepii: 7142 boxes / KopoGox

Analytical Report / Anamituanmit seiv Ne: 40000238478

Date of Analysis / Jara anaizy: 15/12/2023

Date of Manufacture / lara nupoGuumrea: 11/2023

Date of Expiry / Tepmin npugarnocri: 10/2026

Registration certificate / Pecerpauiiine mocsigien s
Ne: UA/1G67802/01

Valid till / Tepmin ail: unlimited / ncoGyeswenui

Order of MOH No: 7 dated: 02.01.2019 / Haxas MO3 Yrpaiun Ne 7 Bix 02.01.2019

Size and type of the package / Poamip Ta Tun nacysanus:

7 tablets in blister; 2 blisters in carton box labelling in
Ukrainian and English languages / ’

1o 7 rafaerox y Guicrepi; no 2 Garictepn B kaproniii kopodui
3 MAPRYBANNIM YRPATHCLKOIO T4 AHFALICLKOI0 MOBAMMN

Name, address and numbers of the licenses of manufacture
and quality control / Haitsenynanmusi, ajpeca ra HoMep
Jinensii Bupo6unka ra KOHTPOJAIO STROCT:

FDC Limited

1.-56/57, Phase 11-D, Verna Industrial Estate, Verna, Salcette,
Goa - 403 722, India, License Ne G DRUGS/461

DIC JistiTen

JI-56/57, deiiz 11-]1, Bepna Iugacrpiax Iereiir, Bepua, Caucer,

Uoa - 403 722, Innis, Jlinensis Ne GO/DRUGS/461

a tablet (HPLC) /
KinnkicHe sragavers
TepOinadiny s
Tabuerui (BEPX)

of label claim)
2375 mr 10 262.5 mr repGinadiny 8 Tabreni (95.0 % - 1050 %
BLA 38ABJICHOT KifibKkoCT1)

Microbial purity /
MixpoGionoriuma
YHCTOTA

A. Microbial
enumeration tests /
Busnauesis unena
MIKPOOPIaHI3Min
1) Total aerobic
microbial count /
3araanHa KiLKieTh
acpoduux

Complies / Binmoniac

Not more than 10° CFU/g / He Sinbwe mis 10° KYO/L

Remarks: The product confirms to above specifications
Mpumirrae: Mposykr pignosizae simmesasuagcnii
crnenudiKkaiii

Opinion: APPROVED
Bucnonox: Toro;seno

Name and position of person responsible for analysis/ In'st 12
nocaaa ocoiu, AKa BINOBINATLHA 32 TIPORCCHIL avanisy:
Jeevan Narvekar / Juxisan Hapsekap

Manager of Quality Control / Menemrep ro/n}jpo:uo ARo0CTI

7

/

Name and position of person authorizing the batch release / Tnt's
Ta 10Ca/@ 0CO0H, ska HO3BOIUINA BUITYCK cepil:

Madhavi Kunkalienkar / Magxani Kyuxamienxkap
Manager of Quality Assurance / Mexn cRep sabesneuenis
SIROCT ﬁ g e

Sign & Date / Tliprme/dara: 19/01/2024 - f'f’

; /)
v

\ AR PR
Sign & Date / Miprme/Tata: 19/01/zo2<;_/,§\'J’§§NM‘3‘,,M-—-
AR

oot
EACIRE

20 B-8, MLD.CL industrial Area Wa

fuj, 4

2
31

136, Dist. Aurangabad, State [




DO LIMITE

Factory: L-bb/57, Phase 11D, Vema Industrial Estate, Verna, Goa - 403 722, IND
Tel: Q832-2783882 1 2783883 Fax: 0832-2783884

Certificate of Analysis

"

£
%

CERTIFICATE OF QUALITY
CEPTHDIKAT SAKOCTI

Page/ Crop. 737

Product: EXIFINE, tablets 250 mg Ne (7x2) in blisters Country of manufacturer: India
[poaywr: EK3IMMIH Tabaerksn, 250 mr Ne (7x2) y daicrepax |[Kpaina supobuuursa;s Tugin

I tablet contains terbinafine hydrochloride equivalent to 250
mg terbinafine

I rabaerka micruts Tepdinadginy rigpoxaopuiy
expipanenrno repbinaginy 250 mr

Batch / Cepist No: 053K 021 Batch Quantity / Poamip cepii: 7142 boxes / kopobow
Analytical Report / Awasiivaonuii ssiv Ne: 40000238478 Date of Analysis / Jlara amaizy: 15/12/2023

Date of Manufacture / Jara supofmnnrsa: 11/2023 Date of Expiry / Tepmin npuparnocri: 10/2026
Registration certificate / Pecerpaniiive noesigyenns Falid i1l / Tepmin gif: unlimited / neoGaencenuit

INe: UA/1678/02/01
Order of MOH No: 7 dated: 02.01.2019 / Haras MO3 Yrpaiun Ne 7 sin 02.01.2019

Size and type of the package / Poamip ra tan nakysanust: |7 tablets in blister; 2 blisters in carton box labelling in
Ukrainian and English languages /

1o 7 Tabaerox y 6nicrepi; no 2 Guadcrepn B kaprouniii kopodui
3 MAPKYBAHHAM YRPATHCLKOK Ta aurniiicLrRo10 pMosamMn
Name, address and numbers of the licenses of manufacture [FDC Limited

and quality control / Haitzyrenysanust, ajpeca va Honep 1.-56/57, Phase I1-D, Verna Industrial Estate, Verna, Salcette,
sHigensii BrpofHIKa Ta KOHTPOIIO SKOCTI: Goa ~ 403 722, India, License Noe GO/DRUGS/M461
BOJIC JimiTen

J1-56/57, Meits -1, Bepua Tuaacrpias Ieveir, Bepna, Caacer,
Toa — 403 722, Iupis, dinensiss No GO/DRUGS/461

Declaration of certification: | 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,

Hewaapauist npo ceprudianito: Hin sacsinuylo, 1o pHinesHoagera ingopmanis cnpapxust 1 rouxa. Lt cepis npoaykry Gy
BATOTOBACHA, BKIAQUAIOUN VITAKOBKY/MAPKYBANHS T4 HEPEBIPKY SKOCT HA BUILE 3rajuuonMy cafti (ax) y nosuiil pianosiurocti 3
prumoramu GMP micuesoro Peryasropmoro oprany i sinnopiamo xo cnenndixanii, mo Mictirscs B peccrpamiiinoMy 1ocse /
Toprowiil siuensit kpaiun-iMuoprepa afio y jioche cnenrGirail 1POAYKTY IS LOCADKYRAHNX MKApChKix 3acodin. Joxymelrry rno
obpobui. yuakopid ta ananizy Oyin neperssuyti 1a peranonieno sianosigaicr, GMP,

Remarks: The product confirms to above specifications Opinion: APPROVED
[Mpumiveae: Vponyxr Bianosigac Buesaznagcnii Bicnorox: Ioroameno
criermgikanii
Name and position of person responsible for analysis / Is’ s ra | Name and position of person authorizing the batch release / Tnt'st

nocaxa ocolu, Aka BLATIOBLIAILAA 30 NPOBCACHUS s1anizy: Ta 11ocajia 0codH, HKa J03BOJIHNA BUITYCK cepil:
Jeevan Narvekar / Jaisan Happerap Madhavi Kunkalienkar / Maxxasi Kyuxaaienxap
Manager of Quality Control / Meneasep sdirrpomo siwoeri| Manager of Quality Assurance / Meuekep sadesnedenun
e AKOCT] \ R FUT 2
Sign & Date / Mippne/ara: 19/01/2024 ?7 Sign & Date / 1Tipnuc/Hara: 19/01/2024 {\c.’?(’\“'/\/\,w‘&\"):ﬂ =
. 77 B M~
/ o
/
iy

fapr e s

Al Arma Wally, 431 136, 1




