AEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMN ¥ KHIBCHKIV OBJIACTI

npos. Caitanynol Hanil, 3, M.Kuis, 02099, ten/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.va, Kog €APIIOY 37078774

BHCHOBOK
MO SAKICTE BBE3eHOro B YKpainy JikapceKoro 3acofy

13.03.2025 Ne 10478/25/10

ATAKJIOBIP BEJIYIIO, xpem i# 30BHIMIHLOTO

(mafiMenynariz AKaperROro 3acaby Ariano 3 peceTpAiiHIM DOCBIAEH M)
3acrocysanus 3%, mo 2 r y vyfi; mo 1 rvéi B kapTouniii nayui

{thopma BHMYCKY, AO3YBAHHA, BH;I NAKYRAHHA JiKapcLkoro sacoby)

Hosep peccrpauifinoro nocsinuents UA/14085/01/01 crpox zif peectpaniitsore nociasenus 01.01.2099

Cepin nixapchkoro 3acaby Ne 24923034 Kinnkiers nsezeroro nikapeskoro sacody 3000
BupoBHnk "benyno, JIKH Ta KoCMeTHKa, I.4.", X0pBaria
i (maiiMenysanng rupofruka MikapcsKOro 3acoBy, xpalia moxomkeana)
BaeseHo B Yipaiy CrinpHe yKpalHcpKo-eCTOHCbKe RIANPHEMCTEO 'Y $opMmi ToBapucTBa
3 obGmemeroro Bignosiganenictio "Ontima-Papst, JITI, inent. xoa:
21642228

(HaitmenyBamg ta kog 32 €APIIOY topuamaHol ocobu abo npizsnie, in'e, no Gatsropi diamutol
ocofii - nianpuennsa, Ti Micne NpoXHBARHA-TA peccTpaiiiiuil HoMep OOMTIKOEDT KADTIH MAATHNES
rogaTkie afo cepig Ta Homep nacnopra)

ITpoToxan eisyanbaore kosTpomo sig 05.03.2025 Ne 0667/1.

3a pesynpraTaMi  AEpPKABHOTO KOHTPONIO BCTAHOBACHO, 1IN0 hikapchkuil 3acib BBesewo B Yxpainy 3
JOTPHMAHHAM BHMOT 3aKOHOZABCTRA MO0 3a6eaneueHns AKocTi IiKapchKEX 3ac06ip.

Omsra €PLOMEHKO

(imivdamt T4 npizmnne).




E Egg ? ﬁ Pharmaccuticals and cosmetics, Tne., QUALITY CONTROL DEPARTMENT
Ulica Danica S, 48 000 Koprivnica, Croatia
BCJ‘I)’]'I(), JKH Ta KOCMCTHKA, JLL,

gy Jauina 3, 48000 Konprsrine. Xopraris

BT KOHTPOMIO AKOCT

BATCH CERTIFICATE
CEPTHMIKAT AKOCTI CEPII

Product name: ACICLOVIR BELUPO, Manufacturing date: 03.2024
cream for external use 5 %, 2 g in tube Nel
in box

HaliMCHYRIHHS NPOAYKTY: ATIHKJTOBIP BENYITO, Jlara BupobHUITBA! 03.2024
KPCM JPisi 30BHIIIBOTO 3aCTOCYBAHHUA 5 %.
no 2 vy rydizno 1 ryGi g KAPTOHHTI e

Batch No 24923034 Expire date: 02.2020
Cepis Ne: 24923034 Ipratimii Ao 02.2020
Quantity: 29909 pes a2 g Cropiuka 132

Kinpkictn: 20909 yi.uo 2 v

Cyia giifarrusiicTy: 1 1 kpesty MiCTHTL 50 M1 ALUICIOBIPY

Strength of action/activity: 1 g of cream contains 50 mg of acyclovir
Marketing Authorization in Ulraine: UA/14085/01/01, unlimited
Peccerpaniiiie 1ocsiMenta s Yipaii: UA/14085/01/01, nic 6e3eTpoKoeBo
Conclusion of confirmation GMP: No 497/2023/C-1001 from 07.09.2023
BHCHOROK MHrsepuke s ceprudikara GMP: No 497/2023/C-1001 8is 07.09.2023
Manu facturing authorization: Ne381-1 0-05/162-17-16

THriessia na supofumrso: Ne3g1-] 0-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics. Tne., Croatia
BupoOuuk: beayno, JsikH 14 KOCMCTHKA, A, Xopnaris

Manufacturing site: Ulica Danica 3, 48 000 Kopriviica, Croatia

Ajlpeca BHPODHHIBAT BY/1. Hawnina S, 48000 Konpusuuis, Kopsaria

PARAMETERS REQUIREMENTS RESULTS

HAPAMETPH BHMOT'H PEZYJILTATH
APPEARANCE White homogenous cream without mechanical impurities. Complies
OImC Binuil roMorer it ke 6e3 MEXNHINHHK BITHOTeHD Bijnosiaac
AVERAGE FILLING MASS USP <755> minimum {ill 22g

Complies

CEPEIHA MACA BMICTY | USP <755> MiniMutb1e HanoBieHHs 22r
NAKYHKA Bianosiaac
pH 4.5-7,5 6,06
IDENTIFICATION OFF ACYCLOVIR The retention time of the main peak in the chromatogram Complics
(HPLO) obtained with the sample solution carresponds to the retention

time of the aciclovir peak in the chromatogram obtained with
standard solution.

[AEHTHOIKALLS ALIHKTOBIPA Uac yrpHMyBiLEis OCHOBHOTO [1iKa Hil XpoMaTorpami Bianosiaae
(BEPX) BHTIPOOYBAHOIO PO3UIHY Mak BUTOBLETH UaCy YIPHMYBAHHA

THKY QIHKAOBIPY HA XPOMATOTPAM] CTAHIAP THOTO PO HIY.

GUANINE Kot more than | % of the declared content of acictovir 0,164 4

I'YAHIH He Binuiue 1% iz samsienol kinLkacTi ANUKIOBIpA

CONTENT OF ACYCLOVIR | ¢ of the eream must contain 50 med 5 6 aciclovir 49,67 mg/g

JYT 21O . [/ AUR 2 e F; " 9.6 "r( "

I/:%El)%lc(igl?;ﬁ}“ IERHA | © KpeMy NOBHHCH MICTHTH 50 M 3 % arukaoBipa 4()9’37% h}:)‘

MICROBIOLOGICAL PURITY TAMC: 10F cfu/g <10
TYMC: 10" clulg <10
Staphylococeus aurens in 1 g absence Absence

MIKPOBIOIOTTHHA YHCTOTA Psendomonas aeruginosa in 1 g absence Absence
TAMC:10° KYO/r <10
TYMC: 10! KYO/r <0
Staphvlococeus aureus 3171 siacyTHii Biacyruii
Prendomonas aernginosa 1 1 BLACYTRI BixcyrHii

e Mowgo @r;p 280245 ,@E/
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Eiig pﬁ Pharmaccuticals and cosmetics. Ine., QUALITY CONTROL DEPARTMENT
Ulica Danica S, 48 000 Koprivnicy, Croatig i R R
Benyno, sikira koevernra, 1, BIZAILT KOHTPOIIO SKOCT!

sy laniua §, 48000 Konpusmin, Xopraris

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPILi

Product name: ACICLOVIR BELUPO, Manufacturing date: (03.2024
cream for external use § %, 2 ¢ in tube Nel
in hox
Haitvenysanss nponykry: ALIMKITOBIP BEJIVITO, Hara supoSusnrsa: 03.2024
KPEM U1l 30BHIIHBOTIO 30CTOCYBAHMS S %),
no 2y 1y6iz o 1 1y6i s kaprowwiit nayrg
Batch No: 24923034 Expire date: 02.2026
Cepin No: 24923034 Ipraaremii ao; 02.2026
Cropinka 232

Conclusion: [ herehy certify that the above information is authentic and accurate. This batch of praduct has been produced, including
packaging, labeling and quality control. and released at the above mentioned site in full compliance with the GMP requirements and
with the specifications fir the Marcketing Authorization of the importing country. The batch record was reviewed and found o be in
compliance with GMP,

Brenonow: Lism sacsimyio, o nanesena B ifcpopManin ¢ gocTomipnon i tounoo. Lt cepist npoaysry Gyaa supofinena,
BIOIOUQIOIT HAKYBOHIA, MAPKYBaum Ta KOHIPOIL AKOCTL | SHOYUIeH R BEITEIA3HOentil AL i1 Y nosuii siwosianoecri qo
sinor GMP 1a cuenupiraniii, sasnavcumy ¥ peectpaniiinomy nocsimenni Kpaiun-isinoprepa. 3anue npo eepiio 8yao nepesipeno |
BCTAHOBIACHO, 110 BoHa BIANOBIae BiMoram GMD,

Qualified Person;

1. Kal¢ié, M.Se.Spec.
¥rosrosaxkena ocofa:
LKanuiu, mp.etienen
Date:  15.04.2024
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