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((popma BrITYCKY

Howmep peecTpauiiinoro nocsimsenus UA/T 6000/01/03 crpox aii peCCTpauLifnoro NOCRIMCHHA eoBMedxeHuit
Cepis nikapcbkoro sacoby Ne 410804 KinbKicTh BBE3EHOFO 1IKAPCHIOTO saco0y 3328

BupoGHHK dapmallac C.A., Ipeis

(nafimenysaiius pUPODIIMKA KpaiHa TIOXQFKEHTIS)
PUCTBO "PAPMAK", inerrr, Koi: 00481198
Tutanoi ocobu ato npissuiie, iML, 10 Garbrosi (izaunol
s Ta peeeTpattiiiii Hosep OOUIKOBOT KAPTICH IATIMKE
omMep racnopTa)
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TlpoToiko Bi3yanLHOo KOUTPOJIIO Bl 23.01.2025 N 150/01.10-25/6.
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Jlorotun kommanil «Dapmallac C.A.)
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CEPTHDIKAT SAKOCTI Ne 1028

Hassa mpomyxTy

BIPAKCA

Jlikapcbka bopMa Ta JIO3yBaHHs

TabneTky, BKpUTI NTiBKOBOIO 000JI0HK00, SO0 MI

Vraxoska

KapTOHHIN mayni

Ne 14 (7x2): Tlo 7 Tabnerox y Guictepi; mo 2 Onictepu y-

Hixoga peuoBusa

DaMIUKIOBIp

Howmep cepii

410804 (Heposdacoranra maprig Ne 41523)

KinpxicTs Bunymerol npogykui

3328 ymakoBOK

Kpaina-supodHux

I'penist

Hazpa Ta MiCUE3HaXOMKEHHA BUPOOHUKA

Papwmallac C.A,

ByI. 28 OxtoBpiy, 6yn. 1, Aria Bappapa 12351, Adinu, I'penis

Homep peecTpattifiHoro mocBigYeHHS 0000015574/22/1
Homep ceprudikary GMP 21575/14-03-2022
Jata BupobHunTRa 17.09.2024
JaTa 3axiHyeHHs TepMiHy IpHIaTHOCTI 09.2026
Hara ananizy 30.10.2024
Howmep peectpanifinoro nocsigyenss B Vipaiai UA/16000/01/03
ToxasHBKHI Coeungirkanii Pesynerati
Oruc Tabnerkut 6inmoro koasopy, BKpuTi ImiBkoBow | Bignosinae
0BO0JIOHKOI0, OBallbHI, HBOOMYKIL 3 PUCKOIO 3 060X
6oxiB.
Inentudikanis Ha xpomarorpami BHIpoGOBYBaHOTO pO3YHHY dac | Bipmopimae
BEPX YIPHMYBaEHs] OCHOBHOTO MKy Mae cliBmamaTty 3
4acoM YTPHMYBAHHS MKy Ha XpOMAaTOrpami po3dusy
TIODIBHSRHEA.
Vo VaprpadioneroBuii CTIEKTP HornuHanHs | Binnorinae
GamMimKnosipy, oTpuMaHui 3 BUNpoGOBYBaHOIO
posuuHy B miamasomi Bix 400 mmM o 190 mMm,
MOBMHEH CIBNAgaTH 3 CIHEKTPOM MOFIHHAHES
(aMLMKIOBIPY, OTPUMAHOrO 3 PO3UYMHY TOPIBHSIHHS.
Cepenus Maca 697,00 mr + 5,0% (662,15-731,85 mr) 699,5 Mr
Posnapasns (Ph. Eur. 2.9.1) He 6imsmre 30 xewiuH y Boni npu Temuepartypi 37 | 19,22 xeunux
°C.
CriltxicTs TabNeToK o | 180-340 H 230H
poznasirorans (Ph. Eur, 2.9.8)
Bumict sonu He Ginpine 2,5 % 1.5 %
Kinsxicue susnagenss (BEPX) Bin 95 % no 1035 % Bin 3asBiIeHOTO BMICTY 101,4 %

Poszuyunenss (Ph. Eur. 2.9.3)

Q = 80 % gepes 30 xz.

Binmoginae S1
Cepenre: 101,3 %
Min.: 98,9 %

Cynposigni qomimxw’:

- JOMiTKa A; He 6inpme 0,2% 0,06 %
- nomimka E; He 6inpure 0,2% HB

- OKpeMa HeRiOMa JOMIILKa; He 6Ginpme 0,13% HII

- CyMma JOMILIOK He 6inpue 1,0% 0,10 %
Onropinricts onuewup gosyeanus | AV <15.0 (L) sinmosinno no Ph. Eur. 2.9.40 2,6 %

(Ph. Eur. 2.9.40)

OnuopinHicTs BMicTy nirogoi
PEYOBUHY Y TIONOBUHII Tabnetky (Ph.
Eur. 2.9.6)

He Ginbiue

onpiei immuBigyameHoi Mmacm 30
HaniBrabneTox BUXOMITEH 3a Mexi Bix 85% no 115%
BiJl cepenHBO1 MacH, 1 JKOAHa IHUBINyalibHa Maca He
BHXOJUTH 3a Mexi Bin 75% 1o 125% Bin cepenHbol

Binsrue 15%: 0
Binpme 25%: 0
Cepenne: 351,3 Mr
Min: 344,2 Mr

Macwu. oo Maxc: 358,4 mr
Inenrudixauis OGapsumka: TuTaHy | [losuThBHa XiMiuHa peakiis - To3uTnpHA
nmioxeng (E 171) S e
. A
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Jorotum xomnauii «Dapmallac C.A»

Mixpo6ionoriuna uucrora?

(Ph. BEur. 5.1.4, Ph. Eur. 2.6.12, Ph.

Fur. 2:6.13)

- TAMC He 6inpme 103 KVO/1 ¢ 0KVO/ir
- TYMC He Ginpe 102 KYO/1 r OKYO/1r
- Escherichia coli BipcyrHicTn Bigcyrsi

UHIT: He roBiaomMiseThest (JUls OKPEMHX HEBIMOMMX i BIZOMUX ZOMIIIOK HIDKYe nopory peecrpauii - 0,05%).

HB: He sussieno (A1 OKPEMHX HERIHOMEX | BIIOMUX TOMIIIOK HMKYE MEXi BHSRICHHS - 0,0024% st Hesijlomux i
0,0031% mu1a simomux gomimox A, E).

st Cymu AOMIIIOK: BpaxoByIOThCS Boi HOMILUKH, 1O TIEPEBMIIYIOTh MEXY KiNbKiCHOTO BU3HAYCHHA 0,02% st oxpeMux
yesinoMux zoMimox i 0,04% g BinoMux Jominiok A, E).

Cymapue no6ose cnoxnsanus (CIHC - 1500 mr).

2 BympoByBanHs Ba MikpoGionoriusy YHCTOTY IPOROATH MPH BUIYCKY LIOHANMEHIIC ojiies cepii Ha pik aGo koxuof 10-1
cepii, 3anexuo Bif MakcumanpHoi yacToTy. BunpoCysanis Ha MikpoGioNOriuHy YHCTOTY Mifl ac BUBHEHHs CTA0UILHOCTI
nposoasTh BixoBiAHO o nporokony crabimpocti (TAMC, TYMC).

[penis, 30.10.2024

VnosHOBaxeHa 0cofa KepiBrux Biaisy KOHTPONA AKOCT
/mipmpcano/ mipmucano/
(YO Hixi Kyuyxoy (Niki Koutsoukou) (Kepinuux BKS Epi Moui)

3assa upo ceprudiraniio:

kM 51 3acBizuylo, MO HapeneHa Buile iHQopMmatis € AOCTOBIpHOIO Ta TOuROK. Lo cepito mpomyxuil 6yro BEPOOHISHO
(BKITIOMAIOUM TTAKyBAHHS/MAPKYBAHIS) Ta MPOBEAEHO KOHTpoms ii socti Ha priesasHavenil aimpupud y rnosuiil
pigmosizmoeTi 2 BuMoramu GMP, BCTAHOBJICHMMHM MICHEBUM PCTYISITOPHMM OpraZoM, & TaKox pignosimuo [0
crieundikanii, mo micTaTsci y peectpauiifinomy pocke. IlpoToxonn pupoSuuyTBa, NakyBaHHMA Ta amanizis Oyno
EpPeryisiHyTO T2 BCTAHOBJICHO BUIIIOBIIH-HCTB GMP.

Cepito 3aTBepIKEHO T2 BUTYLIEHO.
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QUALITY CERTIFICATE Ne 1028

Product name

VIRAXA

Pharmaceutical form and dosage

Film-coated tablets, 500 mg

Packaging

No 14 (7x2): 7 tablets in a blister; 2 blisters in the carton box

Active ingredients

Famciclovir

Batch number

410804 (Bulk Lot No 41523)

Quantity released

3328 packs

Country of manufacture Greece
Name and location of manufacturer PharmaPath SA

1, 28 Octovriou str., 12351, Ag. Varvara, Athens-Greece

Manufacturing authorisation number 0000015574/22/1

GMP certificate number 21575/14-03-2022

Manufacturing date 17.09.2024

Exp. date 09.2026

Date of analysis 30.10.2024

Marketing Authorisation number in Ukraine | UA/16000/01/03

Tesis Specifications Results

Appearance White, oval, biconvex, film-coated tablets, Conforms
scored on both sides.

Identification:

HPLC The retention time of the primary peak Conforms
appearing in the chromatogram of the test
solution conforms to that of the standard
solution.

uv Amax of famciclovir in the sample solution Conforms

|.should conforms to that of standard in a.

range of 400-190 nm.

Average weight 697.00 mg + 5.0% (662.15-731.85 mg) 699.5 mg

IszmtegTauon Not more than 30 minutes in water at 37 °C, 19.22 minutes
(EP 2.9.1)

Resistance to crushing 180 - 340N

(EP 2.9.8) 230N
Water content | NMT25% 1.5 %
Assay (HPLC) 95 - 105 % of label claim 101.4 %
Dissolution Q =80 % in 30 min. Conforms S1
(EP 2.9.3) Mean: 101.3%

Min: 98.9%

Related substances!:

- impurity A; NMT 0.2 % 0.06%

- impurity E: NMT 0.2 % ND

- individual unknown impurity; NMT0.13 % NR

- total impurities NMT 1.0 % 0.10 %
é‘;fggﬁg) of dosage units AV £15.0 (L) in accordance with EP 2.9.40 2.6 %
Uniformity of content in a half of NMT 1 individual mass of 30 half tablets is MT 15%: 0
tablet outside the limits of 85% to 115%%0f the MT 25%: 0

(EP 2.9.6)

average mass and no"individu}a&“massd? ,
outside the limiis of "75%"t0f’f2594>‘/Qﬁ’{he
average mass. o

Mean: 351.3 mg
Min: 344.2 mg
Max: 358.4 mg

Identification for colouring agent:
titanium dioxide (E 171)

‘,]C//' R T
Positive chemical reactich C//

Positive
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Microbiological quaity *
(EP5.14,EP2.6.12, EP2.6.13)
- TAMC

-TYMC

- Escherichia coli

Not more than 10° CFU/1
Not more than 10? CFU/1
Absence

g ac

0 CFUN
0 CFU/
Absence

a
&
g

INR: Not reported (For Individual unknown and known impurities below reporting threshold-0.05%).

ND: Not detected (For Individual unknown and known impurities below Limit of Detection-0.0024% for
unknown and 0.0031% for known impurities A, E).
For the total impurities: All impurities above Limit of Quantitation are included (0.02% for individual
unknown impurities and 0.04% for known impurities A, E).

Total Daily Intake (TDI-1500 mg).

*Microbial testing is performed at release on at least one batch per year or every 10th batch whichever is
the highest frequency. Microbiological testing during stability study is performed according to stability

protocol (TAMC, TYMO).
Greece, 30/10/2024

Qualified Persop™ .
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{QP Niki Koutsoukou)

Certification statement:

Q.C. Manager

(QCM En Motsi)

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 mentioned site_in full
compliance with the GMP requirements of the local regulatory authority and with the specifications
in the registration dossier. The batch processing, packaging and analysis records were reviewed and

found to be in compliance with GMP.
~The batch is approved-and released.
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