Baank xomnanii

CepTHhikaT BiANOBIIHOCTI

[Mocunanus aas: Ykpaina ceprudikar sikocti # D537264
IMpoayxkr: BIPEAJI® , TaONeTKH BKPHTI MIiBKOBOK 0bos0HKow 300 Mmr,

30 rabierok y dnakoHi; 1 gprakoH B KapTOHHI KopoOLi

Homep cepii Hepo3dacoBaHoro npoaykry: D537264
Homep cepii roroBoro npoaykry: 10008325
Jdata BHpoOHHUTBA: 22 rpynHa 2022
JaTa 3aKkiH4eHHS TepMiHY NPHIATHOCTI: 12.2027

Homepn no3uuifi KOMIOHEHTIB YNaKOBKH:

KomnoHeHT Homep xoMnonenra
Viread Ukraine GAP Carton 10151103
Viread Ukraine GAP Label 10151002
Viread Ukraine GAP PI 10152105

KinbKkicTh 3an1akoBaHOro ToBapy:

KinepkicTe Ynakosok 2500

linean CaifeH3uc NiATBEpIXYeE, IO HaBeJeHAa BHINE iH(pOpMaLis € JOCTOBIPHOK Ta TOYHOM. Lla
naprisi NpojiyKTy Gylia BUTOTOBJIEHA, BK/IIOYAIOYH IAKyBAHHA/MAPKYBAaHHA Ta KOHTPOb AKOCTI Y
MOBHii BignosinHocTi 3 BuMoramu GMP MiclieBoro peryJisTopHOro oprady Ta crneludikaliiMHi B
peecTpaliifHOMy MOCBigYeHHI KpalHH-iMropTepa. 3amuch npo o0poOKy mMapTii, MakyBaHHA Ta
aHami3iB Oy/IH MepernsHyTI Ta BUSBICHO, 1O BOHU Bianosigaots GMP.

/mignucaHo/ Clodagh Bennett 16 ciyng 2025
ITipnuc Im’s Jlata
YnosuosaxeHna Ocoda

[inean Caiiencns Aienena HOC




Brnauk komnanuu

Tisneaa Caiiencus Aitenena HOC
CEPTH®IKAT SIKOCTI Ne D537264
IIPOTPAMA JOCTYIIY-YKPATHA

Hata : 19.09.2023
Ipoaykr: BIPEAJI®, ta6aerku, BKpuTi |[daTa BHpoOHHUTEA: 22.12.2022

IJIIBKOBOK 000/JI0HKO10, 110
300 mr Ne30 y prakonax

JaTa 3aKiHYeHHS CTPOKY

Cepis: D537264 NpHAATHOCTI: 12.2027 |
JuBHTHCH cepTHdikaT |
Cneuundikauis Ne: | GSPEC-022-98 Posmip cepii: | BianosiaHocTi, HajaHHI
JUUISL KiTbKOCTI yNIAKOBOK
Homep ‘
Homep pesisii: 01 | PeecTpauiiinoro ceinoutsa | UA/8274/01/01 ‘

BIPEA/I®, TabaeTku, BKPHTI I1iBKOBOI0 06o0HK010, 1o 300 mr Ne30 y parakonax

Hasea BupoGuuxa: ['inean Caitencus Aiienenn FOC

- IepBHHHA YIAKOBKA

- BTOPHHHA YNaKOBKa, KOHTPOJIb cepiii

- BUITYCK cepiit

Anpeca: 1JIA Bisnec i Texnonomxi [Tapk, Kappirroxinn, Ko.Kopk, Ipaanzis
Jliuensia Ha BupoOHMUTBO HoMep: M00589/00001

Haszea Bupotuuka: Takena ['M6X

- BUpOOHHLTBO

Anpeca: Takena I'M6X Berpifeererre Opaniendypr, Jlenitmrpacce 70-98, 16515 OpanienGypr,
HimeuunHa

Jliuensis Ha BupoOHuuTBo Homep: DE_BB_01_MIA_2020_0030

AKTHBHI pe4OBHHH:
1 TabneTka micTuTh: 300 Mr TeHOOBIpY AM30MPOKCHITY hymapaTy, WO €KBIBANTEHTHO 245 mr
TeHO(ORBIPY THIOMPOKCHITY

Jlani npo peecTpauiio:
Peectpauiiine ceifourso: UA/8274/01/01

GMP Ceprudikarn:
I'inean Caitercus Aitenena FOC Ceptudikar Homep: 30705/MS589
Takena I'm6X Ceprudikar Homep: DE_BB_01_GMP_2020_0040




brank komnanuu

HajlimenyBanus Bumoru MeToaiB KoHTpoOIIO fiKocTi (cnenudikawis) PesyasTaTn ananisis
napamMerpy
Onuc Tabnerku, BKpUTI NAIBKOBOK 00O0NOHKOW, Gioro KoJbOpY, BiAMOBiIa€E
(Bi3yanpHO) muraanenonioHol Gpopmu, 3 ticHeHHaM «GILEAD» i «4331» Ha
OJIHIH CTOpOHI
InenTudikauin Yac yTpuMyBaHHA ocHOBHOTO mika Tabnerok TDF nosunen
-BEPX CriBNAajaTH 3 TAKHM K€ YaCOM YTPUMYBaHHS CTAHIAPTHOTO BiAMoerinae
(BHyTp.crieuudikawis) 3paska TeHooripa DF
Y@ cnextp pozunny Tabnerok TDF, posuunenux & 0,01 N HCI
NOBUHEH cMiBMagaTd 3 Y@ cnekTpoM CTAHZApTy, L0 MICTHTH RiZMOBIizNAE
-Y®-Merton TeHodorip DF, o1HakoBo BUMipsHOTO
(BHYTp.cneuudikartis)
KiabkicHe Bu3Hauenns Bin 96,0% i no 105,0% Bin 3asBneHoro emicty ans TeHo(oBipy 101.3 %
(BHYTp.crieumdikartis, IH30MPOKCHIY hyMapaTy
BEPX)
Bmict nomimox Cyma nomiwok He 6inbue 3,0% B T.u. 0.6 %
(BHyTp.cneundikawuis,
BEPX) He 6inbire 1,5% - mono-POC PMPA 0.56 %
He Ginbiue 0,75% - DEC-POC PMPA He Bussneno
He Oinbine 0,65% koxHol 3 iPr-POC PMPA 0.06 %

abo nPOC-POC PMPA
He 6insuie 0,45% - koskHoi 3 MOC-POC PMPA

He BussneHo
He Buseneno

abo oumepa Cnin
He Oinbwe 0,35% Me-POC PMPA He Busigneno
He Ginbie 0,25% cymiwi qumepa Cnin
abo IPC-3miwanoro Tpumepa He Busrneno
e 6ineure 0,20% koxHoi 3 Oyas-sKoi iHWOT He creundikoranoi Binnoginae
JOMILIKH

OaHopigHicTs BMicTY Tabnerkn TDF einnoeinarore Bumoram @apm. CIIA Ta €ap. BidMoBinae

(Papm.CHIA<905>, @apm. 171 OJHOPITHOCTI BMIiCTY

€ep.Dapm.2.9.40,

BHYTp.crneuudikauis, YD)

PozunHenns He menee 80% (Q) uepes 30 xs. BiOmosinae

(Papm.CLIA<T711>,

HyTp.cneuudikauia, V)

Bmict Boan He 6ineme 3,5% 2.6%

(Papm.CIIA<921>,

€pp.Papm.2.5.12, meTox

Kapna diwepa)

Mikpo6ioaoriuna 3aranbHa KiJIbKiCTE aepOGHUX MIKpOOPTaHi3MIB: BianoBinae

YHCTOTA He Ginpe 500 KYO/r

(Papm.CIIA<61>,<62>
Ta €Bp.Papm.5.1.4,2.6.12,
2.6.13)

3aranpHa KiNbKICTh APIKIKOBHX | niiceHernx rpubis: He Ginbiue
100 KYO/r

Bincyrnicts Salmonella s 10 r

Bincytnicts Escerichia colis 1 r

BucHopok:

Cepis Biagnosigae
cneundgiranii

Bunyck cepii

K] TAK
X|TAK

Im’si:

A niaTBepaAKy10, o JaHi € BIPHHMH i MPOAYKT 3aTBepIKeH I

Cian Moroney

YnosHoBaxeHa ocoba Niamh Maher

Jdara: 19.09.2023

Mignuce 19.09.2023

Itamn komnanil




) GILEAD

Creoting Possible

Certificate of Conformance

Reference to: Ukraine Certificate of Quality # D537264

Product: VIREAD?® film-coated tablets 300 mg, 30 tablets in a bottle;
1 bottle in a carton box

Britestock Lot Number: D537264
Secondary Lot Number: 10008325
Manufacture Date: 22.Dec.2022
Expiry Date: 12.2027

Packaging Component Item Numbers:

Item Part Number
Viread Ukraine GAP Carton 10151103
Viread Ukraine GAP Label 10151002
Viread Ukraine GAP PI 10152105
Quantity of Goods Packed:
| Number of Packs | 2500 B

Gilead Sciences certifies 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 batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

(s Qoph Aonrath \6 fan 2e?s
Signature < Print Name Date

Qualified Person
Gilead Sciences Ireland UC

Clodagh Benneit

Gilead Sciences Ireland UC 2,
o . s . g ‘Q’*Q v L
IDA Business & Technology Park, Carrigtohill, Co. Cark, T35 DP77, Ireland a'%i{me 3 *‘@ »
L * anaumna R

Tal: +352 (0)21 43 25500 | www.gilead.com
Registered in Ireland 259755
Diroctors: D. Cadogan, C. Lang, B A. valimer [USA), R. Kelly {USA}, K. Rice {USA), 1. Comiskey {USA)
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Advancing Therapeutics,
Improving Lives.

Gilead Sciences Ireland UC
CERTIFICATE OF QUALITY Ne D537264
ACCESS PROGRAM - UKRAINE

Date: 19.09.2023

PRODUCT: Viread® film-coated MANUFACTURE | 22.12.2022
tablets 300 mg Ne 30 in DATE:
bottles
LOT NUMBER: D537264 EXPIRATION 12.2027
DATE:
SPECIFICATION GSPEC-022-98 BATCH Refer to Certificate of
NUMBER: QUANTITY: Conformance attached for number
of packs
REVISION NUMBER: | 01 REGISTRATION UA/8274/01/01
NUMBER:

VIREAD® film-coated tablets 300 mg Ne 30 in bottles

Name site: Gilead Sciences Ireland UC

- primary packaging

- secondary packaging — batch control

- batch release

Address: IDA Business and Technology Park, Carrigtohill, Co. Cork, Ireland
Manufacturing Licence Number: M00589/00001

Name site: Takeda GmbH

- manufacturing

Address: Takeda GmbH Betriebsstatte Oranienburg, Lehnitzstrasse 70-98, 16515, Oranienburg, Germany
Manufacturing Licence Number: DE_BB_01_MIA 2020 0030

Active ingredients:
1 tablet contains: Tenofovir Disoproxil Fumarate — 300 mg, which is equivalent to 245 mg of Tenofovir
Disoproxil.

Registration Status:
Registration Certificate No: UA/8274/01/01

Certificates of GMP Compliance:
Gilead Sciences Ireland UC Certificate number: 30705/ M589
Takeda GmbH Certificate number: DE_BB_01_GMP_2020_0040

Gilead Sciences lreland UC

o
{ Ou\.:s& N U o
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Directors. David Cadogan, Taiyin Yang (USA), Ruth Gould, Padraig Clancy, Niall Barrstt, Diane Wilfong (USA)
VA SEr Doad



¥J GILEAD

Advancing Therapeutics.
Improving Lives

Name of parameters Requirements of Quality control methods The results of
(specification) analysis
Appearance White film-coated tablets, almond-shaped, debossed complies
(Visual Assessment) with “GILEAD” and “4331” on one side.
Identity
-HPLC The retention time of the main peak of TDF Tablets is complies
(In-house specification) consistent with that of the tenofovir DF reference standard

The UV spectrum of a solution of TDF Tablets dissolved

-UV-method in 0.01 N HCL is consistent with the standard

(In-house specification) containing tenofovir DF, similarly measured complies

Assay From 96.0% to 105.0% of the label claim tenofovir 101.3%

(In-house specification, disoproxil fumarate

HELC)

Impurity and degradation

product content: Not more than a total of 3.0% impurities with 0.6%

(In-house specification,

HPLC) NMT 1.50% of mono-POC PMPA 0.56%
NMT 0.75% of DEC-POC PMPA Not Detected
NMT 0.65% each of iPr-POC PMPA 0.06%
or nPOC-POC PMPA Not Detected
NMT 0.45% each of MOC-POC PMPA Not Detected
or Dimer Trace
NMT 0.35% Me-POC PMPA Not Detected
NMT 0.25% Mixed Dimer Trace
or IPC-Mixed Trimer Not Detected
NMT 0.20% each of any unspecified impurity Complies

Content uniformity TDF Tablets meet the USP and Ph. Eur. Requirements complies

(USP<905>, Ph.Eur.2.9.40, in- for content uniformity

house specification, UV)

Dissolution Not less than 80% (Q) at 30 minutes complies

(USP <711>, In-house

specification, UV)
Water content Not more than 3.5% 2.6%

(USP<921>, Ph.Eur.2.5.12,
Karl Fisher method)

Microbiological quality Total aerobic count: 500cfu/g complies
(USP <61>, <62> and Ph. Eur Total count yeasts and molds combined: 100cfu/g
5.1.4,2:6.12, 2:6.13) Absence of Salmonella in 10 g
- Absence Escherichiacoliinl g
Conclusion:
Batch confirms specification E YES D NO
Batch release @ YES D NO
I confirm the data are correct and the nroduct anoroved
Name: ‘-”‘“"HM"Nj pate: 1. 5EF 2023
Qualified person &“»KWLM Signature.. \N SE.C 2023
ROLAMK A RER

Lompany.stamn, -

INA Business & Technology Park, Carrigtohill, Co. Cork, Ireland

9 353 ( 2 ¢ » Fax: + 353 (0)21 482 5518 » www.gllead.com
Tel: + 353 (0)21 482 5500 ax 353 (0)21 482 5518 + wv lead.com P(&he G2 or 0
Registered in Ireland 259755 ‘ Y b, TR
Directors: David Cadogan, Talyin Yang (USA), Ruth Gould, Padraig Clancy, Niall Barretl, Diane Willong (USA}
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JEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KUIBCBHKINA OBJIACTI

npoe. Ceitauynoi Hami, 3, M.Kuig, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPI1OY 37078774

BUCHOBOK
Npo SAKICTH BBE3€HOI0 B YKpaiHy JiKapcbKoro 3acody

24.07.2025 Ne 32944/25/10

BIPEA/I®

(HaifiMeHyBaHHA NiKapcbkoro 3acoby 3rilHo 3 peecTpauliffHHM MOCBITYEHHAM)
Ta0JIeTKH, BRKPHTI 111iBKOBO10 000.10HK010, 110 300 Mr; 110 30 Taduerok y duiakonax; no 1
(. 1aKOHY B KAPTOHHiH KopoOui

(hopma BHITYCKY, 103yBaHHA, BHI AKYBAHHA JIIKapChKOro 3acody)
Homep peectpauiiinoro nocsiguenns UA/8274/01/01 crpox i peectpariiinoro nocaiguenns 01.01.2099
Cepis nikapenkoro 3aco6y Ne 10008325 Kinskicte BBe3eHOro Nikapcskoro sacody 2500

Bupobuuk ["ineag Caitencns Adienen FOC, Ipnangis

(HafiMeHyBaHHA BHPOOHHKA JIKapcbKkoro 3acofy, KpaiHa NnoXoKeHHs)

Baeseno B Vipainy TosapucTso 3 odmexxenor BinnosiganenicTio "JIEJIBTA
ME/JIIKEJI", inent. xox: 39448817

(naiiMenyBaHHA Ta ko 3a €/IPTIOVY 1opuauyusoi oco6n abo npizeuie, iM'a, mo GaTeKoBi diznuHOl
ocobu - niampueMus, i Miclie MPOXUBAHHA Ta peecTpauiifHuii HomMep 061iKOBOT KAPTKH NIATHHKA
nozaatkis abo cepis Ta HoMep nacnopta)

Mpotokoa rizyaaeuoro kourpomo rin 24.07.2025 Ne 2116/1.

3a  pe3yabTaTaMM  JICPKABHOIO KOHTPOJIIO  BCTAHOBJICHO, 110 JliKapcekuii  3aci®  Beeseno B Ykpainy 3

JOTPHUMAHHAM BuMOr 3aKOHOIABCTBA MO0 3a0€3MEUEHHA AKOCTI NiKapchbKuUX 3ac00iB.
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