NEPHKABHA CITY)KBA 3 JIKAPCHKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIM OBJACTI

npos, Ceitananoi Hanii, 3, m.Kuis, 02099, tex/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/JPITOV 37078774

BHCHOBOK
IO SIKICTh BBE3CHOI0 B YKPaiHy JIKapCchKoro 3acody

10.10.2023 Ne 49236/23/10

AITHKJIOBIP BEJAYTIO

(HaiiMeHYBaHNA NiKApChROTO 3acoby ArinHo 2 peccTpanifiHEM ROCBIYEHIIM)
KpeM AJIst 30BHIMIHLOTO 3acTocyBaHHs 5%, Ho 5Ty 1y6i; no 1 Ty0i B KapToHHiii naqni

(dopMa BHAYCKY, A03YBAHHA, BHI RAXYBAHHS HiKapehkoro sacoby)

Howmep peectpauiiinoro noceiguenss UJA/14085/01/01 crpox aif peccrpaniitnoro nocsiguenna 01.01:2099

Cepia nixapceroro 3acofy Ne 23216083 KimkicTs Baesenoro nixkapesxoro sacoby 10000
Brpobuux benyrio, miku Ta KOCMETHKA, A.4., XOpBatis
(HafiMenyBanHg BipoOHIKa MiKapcekoTo 3acoby, Kpaida NOXOmEeHHA)
Breleno B YkpaiHy Crinpae yKpaiHCbKo-€CTOHCEKE BXNPAEMCTEO Y GopMi TOBapHCTEA
3 ofmemkeno10 Bianosiaanbrictio YOnrisa-Mapm, JITH", igenr. xoa:
21642228

(malivMeryBanns Ta wof 3a €JIPNIOY opamrarei ocols abo npissure, inm's, no GaThkes! gHIsHOL
ocobH ~ mipnpremus, if Micite NPOXHBAHKA T2 peccTpaLiHHmil HoMep 06AIKOROT KaPTHK TIATHIKS
MoAaTKLB ab0 cepig Ta HoMep nacnopIa)

Hporowres sisyanssoro xowrpomo sin 05.10.2023 » 3154/2,

3a pesynpTATAME NEPKABHOTO KOHTPOMIO BCTAHOBNEHO, 1Mo mikapeskuii saci(  BeeseHo B Vepainy 3

ACTPHMAHHAM erMor 3aKoHOJABCTEA HIOAC 3abeane e Hd AKOCT] nikaperkHx 3acobia,

_ Tpuua TIATIAMAP

T (iHimaHHTanpnnﬁme] -




@ BELUPO rhormaceuticats and cosmetics. Inc., QUALITY CONTROL DEPARTMENT
BUUIUT KOHTPOJIH) HKOCTT

Ulica Danica 5, 48 000 Koprivnica, Croatia
Benyno, KK Ta KOCMETHES, JLIL,
sya. Janiua 5, 48000 Konpusroiia, Xopearis

BATCH CERTIFICATE
CEPTU®IKAT SIKOCTI CEPII

Product name: ACICLOVIR BELUPO, Manufacturing date: 08.2023
cream for external use 5 %, 5 g in tube Nel
in box
HaiistenynanHa npoaysTy: ALIHKIOBIP GENYTIO, Hara supobHnuTEa: 08.2023
KPeM JUIE 30RRIINILOro sacrocysanng 5 %o,
no 5 ry 1yhi; no | vvii 5 saprosHi maww
Batch No: 23216083 Expire date: 08.2025
Cepin Ne: 23216083 Mproarimi qo: 082025
Quantity: 19.236 pesa'S g Cropinka | 32
Kinexiers: 19236 yn. no 5S¢
Marketing Authorization in Ukraine: UA/I40850 1701, unlimited
Peecrpauiiine noceimacnna 8 Y xpaini: UA/14085/01/01, aie Secrpokoso
Conclusion of confirmation GMP; Ne 497/2023/C-1001 from 07.09.2023
Bucnonox niareepuscnnd cepradikara GMP: Ne 497/2023/C- 1001 sip 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16
HMinenzis na supobunureo: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
Bupobune: benyno, nikM Ta KOCMETHED, JLIL, XOpBaTid
Manufacturing site; Ulica Danica 5, 48 000 Koprivnica, Croatia
Apnpeca supodunirea; gyn, flaniua 5, 48000 Konpuenus, XopeaTia
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BHMOI'H PE3YJILTATH
APPEARANCE White homogenous cream without mechanical impuritics, Complies
OIHC Binuit rosaremmedi kpest 603 MEXanigHig BRIKOHENL Bianosinae
AVERAGE FILLING MASS USP <755> minimum fill Sig
Complies
CEPEAHA MACA IMICTY | USP <755 miniMansic nanosHcHiss 53T
TTAKYIHEKA Bianosiaac
pH 4,5-7.5 6.7
IDENTIFICATION OF ACYCLOVIR The retemion time of the main peak in the chromatogram Complies
(HPLC) obtained with the sample solution corresponds to the retention
time of the aciclovir peak in the chromatogram obtained with
standard solution.
LIEHTHOIKALLA ALIHKIOBIPA Hae yrpusyiaius oCHoBHOM NIKD HA XPOMITOITas Bigmoninar
(BEXX) BHIPOGYBANOID POTYHIY MAC BIANOBLIATI SACY YTPHAMYBANH
Miky AUSKAOBIPY 113 XPOMATOrPaMi CTANIAPTHOTS PO,
GUANINE Mot more than | % of the declared content of aciclovir 0,134 %
'Y AHIH He Ginsire 1% pin sasnnenol KINLKOCT] Susmoniipa
CONTENT OF ACYCLOVIR, | g of the cream must contain 50 mg® 5 % aciclovir 49,91 my/'g
ik?ﬁEIELﬁPﬁith“EHl{ﬁ | r wpesy momnees Mictir S0 me = 5 % aunknosipa 4{';9";1;"’;:
MICROBIOLOGICAL PURITY TAMC: 107 cfu/g <10
= TYMC: 10" clu'g <1l)
Staphwlococous aureus in | g: absence Absence
Psendomonas aeruginosa in | g absence Absence
TAMC: 10 KOET <0
TYMC: 10' KOLA =0
Staphylococcus aurens v | r: sineymiif Biacyniie
Psendomonas aernginosa n | r: sincyTniii Bigcyrnii
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Ulica Danica 5, 48 000 Koprivnica, Croatia . -
Benyno, niky Ta KOCMETHKA, L1, BULIU KOHTPOJIO AKOCTI
syn. Janiua 5, 45000 Konpusruus, Xopearis

l@ BE I.upu Pharmaccuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT

BATCH CERTIFICATE
CEPTU®MIKAT AKOCTI CEPII

Product name: ACICLOVIR BELUPO, Manufacturing date: (18,2023
cream for external use § %, 5 g in tube Nel
in box

Halimenysanna npoaysry: ALHKJIOBIP BENYIIO, Jara supoduyursa; 08.2023

KPeM LIS 30BHILLNBOD 3acTOCYRanuA 5 Yo,
no 51y Ty6i; no | 1y0i B kaprounii navui
Batch No: 23216083 Expire date: 08.2025
Cepin Ne: 23216083 Mpuaarimii no: 08.2025
Cropinka 232

Conclusion: | hereby eertify that the above information is authentic and accurate. This batch of product 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 in the Marketing Authorization of the importing country. The batch record was reviewed and found 1o be in
compliance with GMP.

Bucronox: L niaTecpasyeato, Mo BHLICEKEIaNA indopMaLia ¢ actosiprow | Tounon. Jana cepia npoysTy Gyma sapobnen,
BENKMIAIOUH YTIAKOBKY, MapKyBAHHA TA NCPCHIPKY SKOCTE, | BHOYILCHA Ha BHLICBKIEIHOMY BUpOSHINIOMY MOTLTARMNKY B 0BT
pianopianocti 3 nimorasn GMP ra sopsasi enewsdikanii PECCTRAMITINGTD nocRiAueHIs kpainy ivnoprepa. [poToxan wa cepio
Gye neperipenuit i Buanannii sianosiuim susoras GhP.

Qualified Person:
[. Kaléié, M. Sc.Spec.
Y nosnosamena ocoba:

L. EKanunu, Mp.cu.cney
Date:  18.09.2023
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