JNEPKABHA CJAYIKBA 3 JTIKAPCbKHX 3ACObIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHEBI

npon. Haaii Cairnmunoi, 3, 02099, re. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €JIPITOY 37079055

BUCHOBOK
Npo SIKiCTH BBE3eHOro B YKpainy JiKapchLKoro 3acoby

31.12.2024 Ne 71461/24/26

BIPAKCA
(nadiMciyBar1is RiKapehkoro sacody SFLAHO 3 peecTpauifiinM nocRinueriism)
Tabaerks, BKPUTI IJBKOBOIO 060JI0HKOIO, 110 250 mr, mo 7 Tabaerox y Giicrepi, no 3
Gaicrepn B KAPTOHHIN navui
((popma BrITYCKY, HO3YBaAHIIA, BH/L DAKY DAl siikapcLKOro 3acoby)

Homep peecTpauiiiioro nocsiAueHHs UA/16000/01/02 crpox mil peccTpauifitoro nocsiaueHHs HeoOMeXeHH I
Cepis nikapebkoro sacoby Ne 410766 KinbKicTb BBE3EHOrO Aikapcbkoro sacoby 4485

BupoGHuk dapmallac C.A., ['peuist KL

(naiiMenynanus supobuuKa JiKapebroro 3ac00y, Kpailia 10XOKCHHS)

BeeseHo B Ykpaity AKIIOHEPHE TOBAPHUCTBO "OAPMAK", inenr. kox: 00481198

(HalMCeHY BARIA TR KO 38 CLIPIIOY iopuumunol ocobu abo npisnue, iM's, 10 Gatbkosi (hisuinol
0cOBHM - miAnprEMI, TT MiCie HPORUBAIIS Ta peecrpautiiingi omMep 06niKoBOT KapTKH MaTHKa
foarkis abo cepis Ta HOMEp NAcnopTa)

IPOTOKON Bi3yaNbLHOIO KOHTPOJIIO Bt 31.12.2024 Ne 4508/4.

3a pesyjapraramMp  JEpHKABHOrO KOHTPOMO  BCTZHOBJIEHO, 11O nikapcbkui  3acih  BBE3CHO B Ypainy 3
AOTPAMAHHHM B0

COHOABCTBA LOAO 3a6e3neHenta AKOCTi IKAPCLKHX 3ac00is.

Muxona XOJIOAEHKO

KOHTPONIO) (ninnuc) (imiuianm Ta NpisBrILC)

HauaipHuk

(nocanosa 0co6a-o







Jlororan xomriarit «<I>apmaﬂ.ac C.A»

CEPTU®IKAT SAKOCTI Ne 987

Hassa npoayxry

BIPAKCA

Jlixapchka Gopma Ta 03y BaHus

Tabnerky, Bxputi m1iBKOBOIO 000I0HKO0, 250 MD

Ynaxkoeka

KapToHHi} nayni

Ne 21 (7x3): Ilo 7 rabnerox y Omictepi; mo 3

Py

Guicrepu v

Hitoua pegoBuHa

DamIHKIOBIP

Howmep cepii

410766 (Heposdacosana raptis Ne 41495)

KinbkicTs BUITyLIeHOT NpoayKiii

4485 ynakosox

Kpaina-supobHuK

['peuis

Ha3pa Ta MicUe3HaX0DKeHs BUpOOHIKa

®apwaliac C.A,

28 Byn. Oxrospiy 1, Aria Bapsapa 12351, Adisu-I"penis

HoMep peecTpauiiHOro IoCBiA4EHHA 0000015574/22/1
Howmep ceptudixkaty GMP 21575/14-03-2022
Jlata supodHuLITRA 17.09.2024
Jlata 3axinyueHHs TEPMIHY OPHIATHOCTI 09.2026
Jara aranisy 29.10.2024
Hoyep peectpautifinoro mocsimuenus B Ykpaini UA/16000/01/02
TlokasHuRy Coeundikanii Pe3yabrath
Omnc Tabnerku 6inoro xonpopy, sxpuri Iuiskosow | Bianosiagae
0BOOHKOO, KPYTITi, ABOOTYKI 3 PHCKOK 3 OXHOTO
OOKY, 31 CKOUICHAMH KpasMH.
[renTudixauis Ha xpomatorpami BunpoGOBYBaHOro pPO3WMHY Hac | Bimmosinae
BEPX YTPHMYBaHHS OCHOBHOrO MKy Mae CIiBNamaTd 3
qacoM yTPUMYBAHHA TiKY Ha XPOMaTorpami posynHy
[OPIBHSIHHS.
Y& VnwsTpadionerosuit CIEKTP nornuHanHa | Binnosijae
GamMuukiosipy, OTpuMaHufi 3  BUAPOGOBYBAHOTO
posumdy B mamasoni Bin 400 v o 190 mm,
DOBMHEH CHiBMAXaTH 3 COEKTPOM  TIOITIMHAHHS
(haMUIMKIOBIPY, OTPUMAHOTO 3 POYYHHY MOPIBHIHASL.
Cepenus Maca 348,50 mr+ 5,0% (331,07-365,93 mr) 3489 mr

Posnaganns (Ph. Eur. 2.9.1)

He Ginpure 30 xsunuy y somi npu temnepatypi 37
°C

17,15 xBunuH

Crifikicts TabIeToK no | 80-180 H 140 H
possaemoanns (Ph. Eur. 2.9.8)

BMmicT Boau He 6utbuie 2,5 % 1,3 %
Kinnxicne suspavenss (BEPX) Bin 95 % no 105 % Bij 3aABJIEHOTO BMICTY 100,7 %

Posuunenns (Ph. Eur. 2.9.3)

Q = 80 % uepes 30 xz.

Binmosizae Sl
CepenHe: 98,7 %
Min.: 95,3 %

Cyripoinui nomimxy':

- foMiiuka A; He 6insize 0,2% 0,06 %
- nomimxa E; He 6innire 0,2% HB

- OKpema HesizoMa HOMIIIKa; He 6insine 0,13% HiI

- CyMa IOMILIOK He 6inpme 1,0% 0,10 %
OnsopifmicTs oIMEMLE A03yBanHs | AV <15.0 (L) signosinno no Ph. Eur. 2.9.40 2,3 %

(Ph. Eur. 2.9.40)

OnuopiAHICTD BMICTY Aio4oi
pedosiky y nonopuHui Tabnerku (Ph.
Eur. 2.9.6)

He OGinpme onmiel immmsimyamsHol Mmacu 30
HaniBTabneTox BUXOHUTh 3a Mexi Bix 85% no 115%
Bij cepemHbOT Macy, 1 JkoaHa IHAMBIyanbHA Maca He

Binswe 15%: 0
Binpme 25%: 0
Cepenne: 1754 mr

BHXOIHUTS 32 Mexi BiT 75% no 125% six cepeannol | Min: 169.1 mr
MacH. Maxc: 183.1 mr
Inentudixanis  Gappuuka: TuTaHy | [losnruBHa XiMiuHa peaxiis '

aloxenx (E 171)

Tosurusua

"’j,\f/(‘: A, f \,f/,y/// ,

AL XD |




Jlorotun xomnanii «®apmallac C.A»

Mikpobionoriuna wucrota’

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

Eur. 2.6.13)

- TAMC He Ginbe 10° KYO/1 r OKVO/Lr
-TYMC He 6imsure 102 KYO/1 ¢ OKYO/I1r

- Escherichia coli BincyTHicts BifcyTHICTh

P HIT: He riosinoMasteTsest (U1 OKPEMUX HEBiIOMUX 1 BiIOMUX JOMINTIOK HIDKHC nopory peectpauii - 0,05%).

HB: He susBsicHO (B77 OKPEMUN HEBIMOMEX i BIIOMEX HOMILIOK HIDKYE MEX] BUSBICHHS - 0,0024% nns gesizmoMux i
0,0031% ms gizomux nominzox A, E).

Host cymn aomiwok: BpaxoByioTses BCi HOMIIIKH, 11O EPEBHITYIOTH MEXY KUILbKICHOTO BU3HAYEHHA (0,02% mnst oxpenmux
HeRiROMUX N0MIILOK | 0.04% miist Bigomux pomimox A, E).

Cymapne nofose criowusauss (CAC - 1500 mr).

? BunpoGysanHs Ha MikpoGionoriuuy YHCTOTY MPOBOINATE [IPM BHITYCKY LIOHaHMeHIe onHiel cepil Ha pix abo xoxuoi 10-i
cepli, 3aneiKHO BiA MAKCHMATBHO! 4acTOTH. BrnpoSyBanns na MikpoGionoritsy YnCTOTY Rif Yac BUBMEHHS CTAOiIbHOCT
TPOBGLITE BIAMOBIAHO 10 MpoToKoiy crabinsrocti (TAMC, TYMC).

Tpeuis, 29/10/2024

YnosuopaxeHa ocoda KepiBHMK BIAAUTY KOHTPOJIS SKOCT
/mipnucano/ [nipnumcano/
(YO Hixi Kyuykoy (Niki Koutsoukou) (Kepizanx BKS Epi Moui)

3aspa npe ceprudiranio:

Lisv 5 3acBifuyro, 1o HapeneHa BuLIC iRPOPMAIT € TOCTOBIPHOK Ta TOHHOIO. Lo cepito npoayxuii Syio Bupobiero
(BKMOYAXOUKH NAKYBAHHA/MAPKYBAHHS) T& IPOBEUCHO KOHTpONb 11 AKOCTI Ha BWINE333HAUEHIH AinbHMUI V NOBHIN
signopianocti 3 Bumoramu GMP, BCTAHOBISHHMY MICUEBHM PCryATOPHMM OPrafoMm, a TakOX BIANOBIAHO 10
crienmgixauill, WO MiCTITLCH Yy peecTpalifiHOMY [OCHE. Ilporokoan BupoOuuuTBa, MaKyBaHHA Ta aHAmi3B 6y70

NeperisikyToO Ta BCTaHOBJCHO BianosianicTs GMP.
Cepiio 3aTBEPAKCHO T2 BHOYINEHO,




QUALITY CERTIFICATE MNe 987

Product name

VIRAXA

Pharmaceutical form and dosage

Film-coated tablets, 250 mg

Packaging

No 21 (7x3): 7 tablets in a blister; 3 blisters in the carton box

Active ingredients

Famciclovir

Batch number

410766 (Bulk Lot No 41493)

Quantity released

4485 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 29.10.2024

Marketineg Authorisation number in Ukraine | UA/16000/01/02

Tests Specifications Results
Appearance White, round biconvex, film-coated tablets, Conforms
scored in one side with beveled edges.
{dentification:
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 fameiclovir in the sample solution Conforms
should conforms to that of standard in a
range of 400-190 nm.
Average weight 348.50 mg + 5.0% (331.07-365.93 mg) 3489 mg
Disintegration Not more than 30 minutes in water at 37 °C. 17.15 minutes
(EP2.9.1)
Resistance to crushing 80 - 180N 140 N
(EP 2.9.8)
Water content NMT 2.5 % 1.3%
Assay (HPLC) 95 ~ 105 % of label claim 100.7 %

Dissolution
(EP 2.9.3)

Q = 80 % in 30 min.

Conforms S!
Mean: 98.7 %
Min: 953 %

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 %
Uniformity of dosage units AV <15.0 (L)) in accordance with EP 2.9.40 23%
(EP 2,9.40)

Uniformity of content in a half of NMT 1 individual mass of 30 half tablets is MT 15%: 0

tablet
(EP 2.9.6)

outside the limits of 85% to 115% of the. -
average mass and no individual mass is
outside the limits of 75% to 125% of the
average mass. ‘

.

MT 25%: 0
Mean: 1754 mg
© Min: 169.1 mg
Max: 183.1 mg

Identification for colouring agent:
titanium dioxide (E 171)

Positive chemical reaction

Positive




Microbiological quaity *
(EP5.1.4, EP2.6.12, EP2.6.13)

- TAMC Not more than 10° CFU/1 ¢ 0CFU/A ¢
-TYMC ] Not more than 10° CFU/1 g 0CFU/l ¢
- Escherichia coli Absence Absence

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

NI>: 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 stabil

protocol {TAMC, TYMCO).
Greece, 29/10/2024

Qualified Person, Q.C. Manager

— ey, ya oy

e =
{QP Niki Koutsoukou) (QCM En Motsi)

Certification statement:

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 reviewad and
found to be in compliance with GMP.

The bateh is approved and released.
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