JEPKABHA CJIYKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU
Y JHIINPOIIETPOBCBHKIN OBJIACTI

Huinpo, nn.Cobopna,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp(@dls.gov.ua, Kon €JIPTIOV 37070665

BHUCHOBOK
Npo SIKICTb BBE3€HOT0 B YKpaiHy JIiKapcbKOro 3acody

01.04.2025 Ne 15215/25/04

JUPJTIOKAH®

(naliMeHyBaHHg Nikapcbkoro 3acofy 3TiAHO 3 peecTpalliiHUM MOCBIAYEHHAM)
po3uuH juIs indysii, 2 mr/mi no S0 ma y gaaxoni, no 1 ¢gnakony B KapToHHii ynakosui

((opma BUITYCKY, 103YBAHHS, BUJ [1aKyBaHHA JIKAPCLKOro 3acody)
Homep peectpaniitnoro nocsiggenns UA/S5970/01/01 crpoxk nif peectpauiitnoro nocsiguenns 01.01.2099
Cepis nikapeskoro sacoby Ne B715707 Kinbkicts BBE3€HOTO Nikapcbkoro 3acoby 10

Bupo6Huk (dapepa AmOya3, Opanuisg
{HaliMeHyBaHHA BHPOOHHKA NIKAPCHKOT0 3ac00y, KpalHa MOXOKCHHS)

BeeseHo B VipaiHy TosapucTBO 3 00MexeHO0 BiamosiganbuicTio ""Benta JITH'", inent.
kox: 21947206

(naitmenypanns ta xoa 3a CAPITOY opuangnotl ocobu abo npissuie, im's, no GaTbKoBi
(iznaHOT 0coOH - minnpHemus, i1 Miclie NPOMKMUBAHHS Ta peceTpauifumni HoMep obnikopol
KAPTKH NIATHHKA MoAaTkis abo cepis Ta HOMEp MacnopTa)

IpoTokosn BisyaneHoro xontposo six 27.03.2025 Ne (03-01/680/2.

3a pe3ynbTaTaMu JAepKABHOTO KOHTPOMO BCTAHOBIEHO, LIO Jikapcekuit 3acid BBeseHO B Ykpainy 3

JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA 100 3a0€3NEUEHHA AKOCTI JIIKapChKUX 3ac00iB.

T.B.0. HavanpHUKA JlepxaBHOL Ci1yXOU 3
JHKapChbKUX 3ac001B Ta KOHTPOJIIO 38
HApKOTHKaMH y JIHITponeTpoBChKIN
obnacri

Sua IPAT'AH

(nocamosa ocoba opraHy JEP:KABHOIO KOHTPOJIO) (mipec) (iniuianu Ta npisBue)




FAREVA
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FAREVA Amboise
ZI de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33) : 247237778
FAX (+33) : 247237980
Material Name: DIFLUCAN®
Material Code: 4996UKR
Lot Number: B715707
For information registered specification : 12RS06233(15-04-2009)
Date of Manufacture: 03-2022
Expiration Date: 02-2027
Testing Date (YYYY/MM/DD) : 2022/05/05 Batch size : 2229
Test Method Limit Result
Appearance Visual Clear, colorless solution free from visible particles, MEETS TEST
conforming to parenteral standards, in clear,
neutral glass vials
pH Ph. Eur 40t08.0 59
Extractable volume Ph. Eur The content of each vial is not less than the 51 ml
nominal volume, and not more than 110 per cent of
the nominal volume. (50 - 55ml).
Assay of Fluconazole (HPLC) TM-01-0091A The concentration of fluconazole in mg per mi 2,0 mg/ml
should be not less than 95% and not more than
105% of Label Claim. (1.9-2.1mg/ml).
Identification of Fluconazole HPLC TM-01-0091A Meets test requirements MEETS TEST
UK-51.881 (HPLC) TM-01-0091A Not more than 0.6% 0.2 %
UK-79.281 (HPLC) TM-01-0091A Not more than 0.3% 0,0 %
Other impurities (each)(HPLC) TM-01-0091A Not more than 0.1% 0,0 %
Total related impurities (HPLC) TM-01-0091A Not more than 1.5% 0,2 %
Particulate Ph. Eur Meets test requirements MEETS TEST

Contamination(sub-visible

Particles): part>=10um

Documentation is considered PROPRIETARY and is made available for business operations and review by and reg y agencies. Distribution to third parties without prior permission is prohibited.
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— AMBOISE ——
FAREVA Amboise

Z| de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33) 247237778
FAX (+33) : 247237980
Certificate of Analysis
Material Name: DIFLUCAN®
Material Code: 4996UKR
Lot Number: B715707
For information registered specification : 12RS06233(15-04-2009)
Date of Manufacture: 03-2022
Expiration Date: 02-2027
Testing Date (YYYY/MM/DD) : 2022/05/05 Batch size : 2229
Test Method Limit Result
Particulate Ph. Eur Meets test requirements MEETS TEST

Contamination(sub-visible

Particles): part>=25um

Bacterial endotoxins Ph. Eur 1.75 1U/ml maximum <0,25 IU/ml

Sterility Ph. Eur Meets test requirements MEETS TEST

Certificate of Quality:

Destination: Ukraine

FAREVA Amboise

Zone Industrielle, 29 route des industries,

37530 Poce-sur-Cisse, France

Note: The street address may be expressed as “Poce-sur-Cisse” or “Pocé-sur-Cisse” on the package, depending on the
expression issued in the Marketing Authorization for the country.

Manufacturing license n° M 17/091
GMP Certificate 2021/HPF/FR/158

Number of the registration certificate: UA/5970/01/01

Active Substance: Fluconazole
Product Strength: Fluconazole 2mg/ml

Dosage Form : solution for infusion 2mg/ml

Type and size of packaging : 50 ml in vial, 1 vial in a carton box.

Documentation is considered PROPRIETARY and is made available for business operations and review by and reg y agencies. Distribution to third parties without prior permission is prohibited.
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—————AMBORE ———————
FAREVA Amboise

Z| de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33) : 247237778
FAX (+33) : 247237980
Certificate of Analysis
Material Name: DIFLUCAN®
Material Code: 4996UKR
Lot Number: B715707
For information registered specification : 12RS06233(15-04-2009)
Date of Manufacture: 03-2022
Expiration Date: 02-2027
Testing Date (YYYY/MM/DD) : 2022/05/05 Batch size : 2229

Amount of the product in the batch is expressed as unit number of finished product packaged boxes for the batch.

Identification of Fluconazole HPTLC - limit Meets test requirements and Sodium Chloride Content - limit 0.81 to 0.99% W/V
sodium chloride. These tests are not performed routinely, meets when tested. If no results are listed on the CoA, testing was
not performed.

The number of the certificate is the combination of the lot number and the product code and an electronic signature is
validated according to US CGMP and EU GMP.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control in full compliance with the GMP requirements of the local Regulatory Authority and
with the specifications in the Marketing Authorisation of the importing country. The corresponding active ingredient was
manufactured in compliance with GMP. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. Any investigations, deviations and discrepancies have been approved.

This certificate was created by a validated system and is valid without manual signature.

QUALIFIED PERSON ASSESSMENT.

Electronic Signature: CAILLOUX Alicia Lot Release Local Timestamp: 29/06/2022 11:31:25
(DD/MMIYYYY)
Documentation is considered PROPRIETARY and is made available for business operations and review by and reg y agencies. Distribution to third parties without prior permission is prohibited.
Page 3 of 3

Siége social : FAREVA Amboise ZI de Pocé-sur-Cisse 37530  Pocé-sur-Cisse France -TélI(+33) :247237778 - Fax : 247237980 http://www.fareva.com I !! I ! E V l s ;

S.A.S. associé unique au capital de 100000 euros - 799995386 - RCS Bobigny - N°TVA: FR45799995386 Printed:  29/06/2022




®dapesa Ambyas

31 Moce-ctop-Cic

29 poyT fec IHaacTpic
37530 Moce-ciop-Cic

Ten.: (33) 2.47.23.77.78 [Tonepesns HazBa PapeBa AMGyas3 - [1daiizep Ili.[Jxi.Em.

dakc: (33) 2.47.23.79.80 [lepeknan
CepTudikar anamizy
Hassa npoaykry: Judrokan® [Ipu3HayenHsa: YKpaina
Koa npoaykry: 4996UKR
Cepis Ne: B715707
Cnegudikanis: 12RS06233(15-04-2009)
JlaTa BUpOGHULTBA: 03-2022
Tepmin npuaaTHOCTI: 02-2027
JlaTta npoBeeHHs gocaigxenHa: 05-05-2022 Po3mip cepii: 2229
Tecrn Mertop, Jonycrumi Mmexi PesynbTaTn
Omuc Bi3ya/bHO [Ipo3opuii 6e36apBHUI po34KH 63 BUAMMHUX YaCTHHOK, 0 |BiAnosigae BumoraM tecTy
BiJiNIOBiZIa€ BUMOraM CTaHZAAPTIB Jj0 apeHTePaJbHUX
PO34HHIB, y MPO30PHUX PJIAKOHAX 3 HEHTPAJILHOTO CKJIA
pH €O 4,0-8,0 59
06'eM, 1110 BUTATYETHCA €o BMmicT K0XHOTO QJIaKOHY Ma€ 6yTH He MeHIIe HOMiHaIbHOTO |51Mi
Ta He 6ibe Hix 110 % HoMiHaNIBHOTO 06'€My
(50-55m.1)
KinbkicHe BU3HA4Y€HHS TM-01-0091A  |1,9-2,1 mr/mn (95-105 % Bij 3isiBeHOT KiNbKOCTI) 2.0 Mr/ma
¢baykoHazosy (BEPX)
[nenTudikauis ¢paykonaszony |TM-01-0091A  |Bigmosizae BUMoram Tecty Bignosizae BumMoram Tecty
(BEPX)
UK-51.881 TM-01-0091A  |He Giabiue 0,6 % 0,20%
UK-79.281 TM-01-0091A  |He Giabiue 0,3 % 0.0%
[npuBinyanbHi HeBuaHaveHi  [TM-01-0091A  |ue 6inbure 0,1 % 0.0%
OMILIKH
3arajbHa KiJbKicTb gomimok |TM-01-0091A  |ne Ginbiwe 1,5 % 0,2%
MexaHi4Hi BK/IIOYEHHS: €d
- BUAMMI YaCTHHKU
> 10 mxM/daakoH Bixnosizae Bumoram €sp.Papmakonei Bignosifae BuMoram Tecty
> 25 mxM/daakoH Binnosizae BumMoram €sp.®apmaxomnei Bignosifae BuMoram Tecty
CTepuIbHICTh €0 Binnosizae BumMoram €sp.®apmaxomnei Bignosigae Bumoram Tecty
BakrepianbHi eHAOTOKCHHM  [ED <1,75MO/mn <0.25 MO/mn

Ceprudikar akocri

IIpu3HayYeHHd: YKpaiH

®dapesa Am6yas,

3oHe [npactpiane, 29 poyt gec [naacrpic, 37530 IMoce-ciop-Cic, Ppanuis

[TpumiTka: Ha3ea Bysuni Moxke GyTH 3a3HaveHa sk "Poce-sur-Cisse"” a6o "Pocé-sur-Cisse" Ha ynakoBIli, 3aJIeXKHO BiJj TOTO, SIK
3a3Ha4yeHO B pEECTPALifHOMY NOCBijueHH] KpaiHH.

Jliyensis Ha supobHuymeo: Ne M 17/091

Cepmugbikam GMP No: 2021/ HPF/FR/158

Peecmpauyiiine noceiduenHs: UA/5970/01/01

Jitova pevosuHa: GaykoHazo.
Kinvkicme: $aykoHazos 2Mr/Mi

Jlo3ysanHs: po3vuH 045 iHgy3ill

Tun ynakoeku: gpaakoH, 50ma
Po3mip ynakosku: 1 haakoH 8 kKapmoHHitl kopo6yi
KinbkicTb NpoAyKTY B cepil BUpaXKeHa YUCIOM FOTOBOTO MPOAYKTY, 1[0 3aaKOBAaHUN B KOPOOKH

InenTudikanis dsykanasosny BETILX - yimiTu: BiAnoBifae BUMoram TecTy ; Ta KiJibKicHUH BMicT HaTpito xnopuay - imitu:
Biz 0,81 1o 0,99% Hatpito xJ0puAy B CHiBBiZAHOLIEHH] Baru 0 06'eMy. Lli TecTH He BUKOHYIOTBCS PYTHHHO; BiAANOBiJal0Th
BUMOraM crenudikaniii mpu npoBesieHHi TecTyBaHHA. AK1o B cepTudikaTi aHaMi3y He BKa3aHi pe3y/IbTaTH 110 JaHOMY
TeCTYBaHHIO, Ile 03HAYaE, 10 BOHO HE NPOBOAUJIOCD.




dapesa Ambyas
3l MNoce-ctop-Cic
29 poyr gec Inpactpic

37530 Noce-ctop-Cic . . . - . .
03ITIITa€ThCA K BIIACHICTD Ta MPU3HAYCHUM UL Oi3HEC ornepaniy Ta Uit po3risiny CHprOGlTHI/[KaMPI KOMIIaH11 Ta peTYIATOPHIMH OpraHaMHu.

OKyMEHTALIS
Ter-fag 2'47'23'7})'78 Hananss Tperiii cTopoHi 6e3 momepeIHbOro 103B0ITy 3a00pOHEHO.
®akc: (33) 2.47.23.79.80 R P p FreehgpoRsR:



dapesa Ambyas

3l MNoce-ctop-Cic

29 poyr gec Inpactpic
37530 Moce-ciop-Cic

Ten.: (33) 247.23.77.78 [Tonepexus Haza ®apeBa AMGyas3 - [1daiizep Ili.[xi.Em.

dakc: (33) 2.47.23.79.80 [lepeknan
Ceptudikar aHamizy

Hassa npoaykry: Judarokan® [Ipu3HaveHHsa: YKpaina

Kog npoaykry: 4996UKR

Cepis Ne: B715707

Cnegudikanis: 12RS06233(15-04-2009)

JlaTa BUpOGHULTBA: 03-2022

Tepmin npuaaTHoCTI: 02-2027

JaTa npoBeaeHHd gocaimkeHas: 05-05-2022

Howmep ceptudikaTty Le koM6iHalis HoMepy cepii Ta KOAY NpoAyKTY. EekTpoHHU#H niagnuc BigBanifoBaHo BiAnosigHo fo EU
GMP Ta US CGMP. [IpoaykT BUroTOBJIEHO BiAn0BifHO A0 Aitouoi HBII Ta 3aTBeppkeHOro peecTpaLiiHOro AOCKHE.

[luM 3acBifuyto, 1110 HaBeeHa Bulle iHdopMallis € Z0CTOBIPHOIO i TO4HOI. L1s mapTis Gys1a BUroToB/IeHa (BK/I0Ya0YH CTaAil
NaKyBaHHA/MapKyBaHHA Ta KOHTPOJIIO AKOCTi) y NOBHi# BianoBigHocTi o BuMor HBII MicLieBUX pery/aTOpHUX OpraHiB Ta y
BifnoBiaHOCTI i3 cnenudikalieto, 3aTBepKeHOI0 Y KpaiHi Npu3HayeHHs. /liloya peyoBHHA Gy/1a BUTOTOBJIEHA i3
JotpuManHaAM BuMor HBII.

TexHosiorivyHMN Npoliec, NaKyBaHHS Ta 3BiT TECTyBaHHA OyJIM NeperysHyTi Ta BU3HAHI TAKMMH, L0 BiANOBial0Th BUMOraM
HBIL. Yci gocnimxeHHs, BijxuieHHs Ta po361KHOCTI MOT0OKEHO.

Lle#t cepTudikaT 6yB CTBOPEHUH BiBaiZJ0BAaHO0 CUCTEMOIO TA € JiHCHUM 6e3 Mminucy.

Ouinka ynoBHOBaXeHOI 0co6U

Enextponnuit nignuc: Kaitnokce Anicis, BigmitTka npo Bunyck cepii: 29-06-2022 11:31:25

JlokyMeHTaList pO3IVINAEThCA SK BIACHICTh Ta PH3HAYCHHIA UL Gi3HEC Olepallii Ta Ui po3IIsy CHiBpOOITHUKAMU KOMIIAHII Ta PEry/ISTOPHHMH OpraHaMH.
Hapanns tperiit cropoHi 6e3 momnepeHb0ro 038011y 3a00pOHEHO.
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