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Ceprudikar Bunycky cepii Ne 1324
Batch Release Certificate No 1324

JamosHuk / Client

Tesa Yupaida / Teva Ukraine

Hassa npogykry

Product name

-

BIAKPUTTR
Sudocrem®, cream for external use, 250 g in
polypropylene pot with tamper-evident

CyAoKkpem, Kpem 418 30BHILUIHEOrD 3acyocysaHHs, 250
I, ¥ noainponineHoslH 6aouui 3 kouTponem nepuiorc

Cuna ailfakTuedicre

Strength/activity

0,15%

1 r xpemy micTHTb: LKHKY orcnp, 15,29%, GeHaunosuit
cmpT 0,39 %, Gensunbenzoar 1,02%, Gensun uMHamar

1 g of cream contains: zinc oxide 15,29%, benzyl alcohol
0,39 %, benzyl benzoate 1,02%, henzyl cinnamate 0,15%

$opma Bunycky
Dosage form

O cycriensin

£l poauuu O rens X kpem O i
0 Suspension [ solution O Gel ® cream O0Other

Paamip ynakosky ta tun YNAaKOBKKU
Package size and Package Type

16aHouKka x 250 r
1potx250 g El+y6a / tube

# inwe / other

L dnakon / bottle

Kpaina-imnaptep / Importing Country

Ykpaida / Ukraine

BupoSHuk Ad)

* Hazsa
* Appeca

*  Homep niyensii
ceptudikary signosiguacti GMP

APl manufacturing site
* Name
*  Address
* Autharization number

GMP Compliance

* Honiep nocunanns wa Eudra GMP aéo Homep

* Eudra GMP reference number or certificate of

Homep Peccrpayiiinoro Moceiguenns [ Marketing UA/4451/01/01
authorization number
Homep cepil supobruka / Manuf. Batch Number 2000114804
Hamep cepii ynakosayoro npogykty / Pack. Batch 155197
Number
Homep cepii samosnuka / Client Batch Number 155197
Aara surotossenun / Manufacturing date 20.05.2024
Aara ynakoeky / Packaging date 20.05.2024
Npuaateni go / Expiry date 31.05.2027
BupoBituK Litky oKenay

Manufacturer of Zine Oxide

EBepliuak i-le,qepnaﬁ,q B.B.,
MyreHser 2, NL-6245 AB Eiiapen, Higepnangn
NL/ API 21/ 2030695

EverZinc Nederland B.v.
Muggenweg 2, NL-6245 AB Eijsden, Netherlands
NL/ APl 21/ 2030695

BupoBruK Adf
* HasBa
*  Appeca

*  Homep niyensit

cepTudikary eigrosigHocti GMVP

. Homep_nocunauna Ha Eudra GMP aBo Homep

BupobHuk Bexdsunosoro cnupty, 6eHunGensoary,
GeHann umHaMaTy

cinnamate

Manufacturer of benzyl alcohol, benzyl benzoate, benzyl

Cumpaiis AF,

MyeneHdenpurpacce 1, Xiasgewatim, D-37603,
XoneumitaeH Jlosep Caicoi, Himeuuunna

EFfCl GMP:2017
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APl manufacturing site

*  Name Symrise AG, Germany
* Address . Muehlenfeldstrasse 1, Hildescheim, D-37603,
* Authorlzation number Holzminden Lower Saxony, Germany

*  Eudra GMP reference number or certificate of | EFfCl GMP:2017
GMP Compliance -

AinsHuun, signosigancya aa BHPOBHKUTBO NpogyKTy
in-bulk, nakyBaHusa, KonTpOAb AROCTI Ta BURNYCK cepii:

* Hasea Bankandapma-TpoaH AT,

¢ Apgpeca _ BYA. Kpaiipeuna, 1, TposH, 5600, Goarapia
*  Homep ninenst BG/MIA-0437/14.05.2024

L ]

Homep nocunating na Eudra GMP aGo HOMER | BG/GMP/2022/219
ceprudikary signosigHocri GMP

Bulk manufacturing, packaging, testing and batch

release site:
*  Name , Balkanpharma-Troyan AD
¢ Address 1 Krayrechna str. Troyan, 5600 Bulgaria
*  Authorization number BG/MIA-0437/14.05.2024

* Eudra GMP reference number or certificate of | BG/GMP/2022/219
GMP Compliance

Homepu cepiit A®I / Batch Number of AP| {s) HyHRY okcupg 5000028054
BeHaunosuii cninpt/| BerunbeHsoar/BeHanin umnamar
4000024407
Zinc oxide 5000028054
Benzyl alcohol/Benzy! benzoate/Benzyi cinnamate
i 4000024407
Poamip cepii / Batch size ) 5 760 ynakosok / 5 760 units
Mocunadns ba Ceprudikar ananizy Ceprudikar ananisy No 436997 Big 29.05.2024
Reference of Certificate of analysis Certificate of analysis Ne 436997 from 29.05.2024
Homepu rpadivtux marepianis / Artwork reference
humber
* Evukerka / Label - 70143 _s1
Mocknahua Ha Bigxmaenna (8 paai HasnsHocTi) / Xlwi / no Llrak / yes

Deviation reference {where applicable)

Romettapi / Ymosn sbepirabHa: npy Temneparypi He suwe 25°C. 36epirat ¥ MIiCLiAX, HEZOCTYNHUK Ana giveil.
Comments/ Storage conditions: at temperature not above 25°C, In original packaging. Keep out of the reach and
sight of children.

Lum A niaTsepamylo, o HaeegeHa Buue iHdopmalia e AOCTORIpHOIO T8 TOMHOK. LA cepia npogyxTy Gyna
BUrOTOBJIEHA, BHAIOYAOYK YNaKoBRY/MapRYBaHHA Ta KOHTPONL AKOCT] Ha 3a3HaUEHIH BUE BUPOBHMUIN giabHUL
{-ax), B nosuii Bi,qnosig!-mcri A0 Bumor GIVIP, o BetaHoBagHi MiCLeBUM PEryRATApHIM opravom Ta cneyudikaiii
Peectpauiiinoro nocsiguenns KpaiHu-imnoptepa. MpoTokony BHMPOBHMITBE, naxysanHHA i ananisy cepii Gyno
nepesipeHo K BU3HaHO TakumM, Wo Bianosigalote GMP.

t hereby confirm that the above information is authentic and accurate. This batch of product have bean
manufactured Including packaging/Labelling and quality contro| at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory authority and with the specifications in the Marketing
authorization of the country. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMmPp.

¥nosHesaxewa ocoba / Qualified Person: Desislava Petkova-lvanova

Dara / Date:

29 MAY 2024
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Biagin koHTponio akocti, Tposw, Bonrapia
CEPTUDIKAT AHANIZY TA BIAMOBIAHOCTI

Mpoaykr: Cysokpem, Kpem ANA 308HILUHBOrO 3acTOCYBaHHA 250 1, YKpaina
flacnnanHa Ne: 0000000000032079731 Homep cepii 155197
MeToa: - Tepmin npuaaTHoCT 31 TpapHa 2027
Hava supobumuTea: 20 TpasHa 2024
Crneumdirauia Ne: SDIR0O07402 Homep ceptidikaty 436997
aHanisy LIMS
faTa aHanisy: 29 TpaeHa 2024 Posmip ynakosku 250r
Ne Tecrn Bonyerumi Hopan Pesynetatn
1. | Onuc Binwit romorenHnit kpem, Ges BUAUMKX | Bignosigae
AOMIlLoK i3 3anaxom nasaHau
2, | lnentndirauis
s Bensuaoewii ciupt (BEPX) Mo3uteHa Bianosigae
*  bBeHsunBeHsoar (BEPX) MNoautneHa Bianosigae
* _ BeHaua uunamat (BEPX) floautneHa Bignoeinae
*  LUurxy Oxeng, MoautrsHa Bianosigae
3. | BigHocHa ryctuma 1,03-1,07 rfmn 1,04 rfmn
4. | KinbKicHe BM3HaveHHs
*  LluHry oreup, 14,50-16,00 % m/m 15,32 % m/m
*  BeHaunoeuii cnupt 0,370-0,410 % m/m 0,400 % m/m
¢ BeHswaBeHsoaT 0,960-1,060 % m/m 1,030 % m/m
*  BeHaun uuHHamart 0,1425-0,1575 % m/m 0,1526 % m/m
5. | MikpoBionoriuHa uncrora
*  3arancHa KiAbKicTb aepoBumux 200 TecT He
mikpooprauiamisg, (KYO/r, He npoBoanscA
Binblue win)
*  3aransHa KiAukicTs apimmkosmxTa | 20 TecT He
naicedesux rpubis, (KYO/T, He nporoguecs
Binbwe wiw)
* Ps aeruginosa, s 1r BipcyTHi Tecr e
NPoBOAUBCA
* St Aureus,sir BigcyThi TecT He
NpoBoAKBCA
s EColislr BiacyTHi TecT He
nposoguaca
* Salmonella, B 101 BiacyrHi TecT He
nNpoBoAMBCS
MocuaaHua - o .
Mepernsanyro: ........Aysel Alieva Hara: 29.05.2024
Crapuuii daxiseus Kourponio
Axocri (nignumc) 29.05.2024
3aTBepAeHa: ..........Desislava Petkova-lvanova Harva: 29.05.2024
YnoeHosa)eHa ocoba {nignuc) 29.05.2024

NiaveepareHo, Wo aaHni NPOAYRT BUPOBAEHO 2 AOTPUMAHHAM BUMOr GMP

29.05,2024 Homep 3BiTy 338972




