teva

CepTudikar Bunycky cepii Ne 2035
Batch Release Certificate Ne 2035

3amoBHuk [ Client

Tesa Ykpaina [ Teva Ukraine

Hassa npopykry

Product name

Cynokpem, kpem A7 30BHILIHLOrG 3acToCyBaHHA, 60 r,
¥ NoninponineHosiit GaHouli 3 KorTponem Nepuoro
BigKpuKTIA

Sudocrem®, cream for external use, 60 g in
polypropylene pot with tamper-evident

Cuna piifaktmeHicTe

Strength/activity

1r kpeny micTut: LuHity oxeup 15,29%, GensunoBmii
cnupt 0,39 %, 6enzmnbenzoar 1,02%, Gensua yuHamat
0,15%

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

dopma sunycry
Dosage form

D cycnensia [ poswwn O renw X kpem O inwe
0 Suspension O solution Ol Gel @ cream OOther

Poamip ynakoBky Ta TMn YNaKoBKKU
Package size and Package Type

18aHoukax 60T I dnakon / bottle
Ipotxs0g 3 ryba / tube
B inwe / other

Kpaina-imnoptep / Importing Country

¥rpaiua / Ukraine

Homep Peecrpauiiinoro Mocsiguenus / Marketing UA/4451/01/01
authorization number

Homep cepii supoBHuka f Manuf. Batch Number 2000125729
Homep cepii ynakosaHoro npoaykty / Pack. Batch 160440
Number

Homep cepil samoBuuka / Client Batch Number 160440

Harta BuroToBaenHs / Manufacturing date 03.09.2024
fara ynaxosku / Packaging date 05.09.2024
Npuaatauil ao / Expiry date 09.2027

BupobHuk AdI
¢ Hasma
*  Apjpeca

*  Homep niuensif
¢ Homep nocunauns na Eudra GMP abo Homep
cepmndikaty sigrnosigHocTi GMP

APl manufacturing site
* Name
¢ Address
*  Authorization number
*  Eudra GMP reference number or certificate of
GMP Compliance

Bupo6HUK LUHKRY orenay
Manufacturer of Zinc Oxide

Eeeplinnk Hegeprang B.B.,
MyreHser 2, NL-6245 AB Eiisgen, Higepnanau
NL/ API 21/ 2030695

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

Bupobunk Al
* Haszsa
*  Appeca

*  Homep aiyenaii
¢ Homep nocunanua Ha Eudra GMVIP aBo Homep
cepTudikaTy BignosigHocTi GMP

Bupobuk GeHaunororo cnupty, 6eHusnGensoary,
BeH3un uuHamary

Manufacturer of benzyl aicahol, benzyl benzoate, benzyl
cinnamate

Cuvmpaiia AT,

Myenendenawrpacce 1, Xinbaewaiim, D-37603,
Xoneumingen Hoeep Cakcowi, HimeuunHa

EFfCl GMP:2017
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AP1 manufacturing site
* Name
* Address
* Authorization number
*  tudra GMP reference number or certificate of
GMP Compliance

Symrise AG,

Muehlenfeldstrasse 1, Hildescheim, D-37603,
Holzminden Lower Saxony, Germany

EFfCI GMP:2017

AinbHrys, signosigansHa 3a BUMPOBHWLTBO NpoayKTy
in-bulk, nakysannn, koHTponb AKkocr Ta BUMYCK cepii:
® Hazma
*  Appeca
¢ Homep niueusiy
¢ Homep nocunanna Ha Eudra GMP abo Homep
cepTudikary signosigHocti GMP

Bulk manufacturing, packaging, testing and batch
release site:
*  Name
*  Address
*  Authorization number
* Eudra GMP referance number or certificate of
GMP Compliance

Bankaudapma-Tpoasx AT,

By, Kpalipeuna, 1, Tpoaw, 5600, Boarapin
BG/MIA-0437/14.05.2024
BG/GMP/2022/219

Balkanpharma-Troyan AD

1 Krayrechna str. Troyan, 5600 Bulgaria
BG/MiA-0437/14.05.2024
BG/GMP/2022/219

Homepw cepiin A®| / Batch Number of API (s)

HuHry okeng 5000030691; 5000030692
Bexsunoenit cnupt/Benunberzoat/Genaun yMHamar
4000026593

Zinc oxide 5000030691: 5000030692
Benzyl alcohol/Benzyl benzoate/Benzyl cinnamate
4000026593

Pozmip cepii / Batch size

23 808 ynakosok / 23 308 units

Mocnnanng Ka Ceptudikar ananiay
Reference of Certificate ofanalysis

Ceprudirat awanisy Ne 461175 sip, 11.09.2024
Certificate ofanalysis Ne 461175 from 11,09.2024

Homepu rpadiuumux martepianis / Artwork reference
number

*  Etnxerka/ Lahel

151278 s1

Mocunauya Ha sigxuaenns (B pasi nansHocri) /
Deviation reference {where applicable)

Bhi / no Clrax / yes

sight of children,

PeecTpauiiiioro noceinuenHs

in compliance with GMP

Komewrapi / Ymoenu 36epiraunn; npu Temneparypi He Buwie 25°C, 36epirat ¥ MICLAX, HEAOCTYIHMK 4N1A AiTeit.
Comments/ Storage conditions: at temperature not above 25°C, in original packaging. Keep out of the reach and

Hum a nigreepaimyio, wo HaseaeHa buwe indopmauin € JOCTOBIPHOD Ta TOMHGIO. Ua cepin npogykry Gyna
BUrOTOBAGHS, BKAIOYAOYY YNaKOBKY/MapKYBaHHA Ta HOHTPGAL AKOCTI Ha 3a3HavYeH i BiuLLe BUPOSHMY AiABHULI
{-Ax), 8 NOBHi# BigNOBi AHOCT A0 Bumor GMP, wo scradosneni micuesum PETYAATORHAM OpraHom 1a cneuudinalii
Hpainu-imnoprepa. Mporokonu BupobHULTBA,
Nepesipero 1 BU3HAHO TaKUMK, o BiAnoBifawTL GMP,

I hereby confirm that the above information is authentic and accurate. This batch of product have been
manufactured including packaging/Labelling and quality control 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 focnd to be

nagysaHHA i aHanisy cepii 6yno

e -

¥YnoeHoBamena ocoba / Qualified Person: Petya Kancheva /"7

HAara/ Date;

12 SEP 1024
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Biaain kontpomo akocri, Tpoaw, Bonrapia
CEPTU®DIKAT AHARIZY TA BIANOBIAHOCTI

NpoaykT: Cymokpem, Kpem A4 20BHILUHbOTO 3acTocyBaHHA 6O T, YKpaiHa

NocunaHHa Ne:

0000000000032079733

Homep cepii

160440

MeTtoa: - Tepmin npuaaTHocrti 30 BepecHa 2027
AaTa BUpoBHuLTEa: 03 BepecHa 2024
Cneumndirauia Ne: SDHROD7402 Homep ceprudirary 461175
2Hanizy LIMS
Hata ananiay: 11 sepecHs 2024 Posmip ynakosku 60r
Ne Tectn Aonyctumi Hopmu Pesyabtaru
1. | Onuc Binuit romorenHmii kpem, Ges suamumux | Bignosigae
AOMIWOK i3 3anaxom naeaHau
2. | lgenTndikauin
¢ beHsunosuit cnmpr (BEPX) flosuTHBHA Bianosigae
* bensunBensoar (BEPX) Mo3uTUBHa Bignosigae
¢ __ BeHann unkamar (BEPX) MNosutBHa Binnosiaae
* UuHRy Okcup MNo3nTueHa Binnosinae
3. | BigHocHa ryctuHa 1,03-1,07 r/mn 1,04 r/man
4. | KinekicHe BU3HaveHHA
¢ LnHKY okcug, 14,50-16,00 % m/m 15,27 % m/m
*  bBensunosuit cnupt 0,370-0,410 % m/m 0,399 % m/m
*  BeHsunBeHzoar 0,960-1,060 % m/m 1,028 % m/m
*  BeH3uA unHHamaT 0,1425-0,1575 % m/m 0,1517 % m/m
5. | Mikpo6ionoriyHa uncrora
*  3arajbHa KinbKicTb aepobHux 200 TecT He
MiKpoopraHismis, (KYO/r, He BMMaracTbea
Ginble Hixn)
*  3araibHa KinbKicTb ApimaprosuxTa | 20 Tect He
naiceHesux rpubis, {KYO/T, he BMMaEracTbecA
Binblwe Hix)
* Ps.aeruginosa, g 1r BincyTHi Tect He
BUmaraeTeca
* St Aureus,glr BiacyTHi Tect He
. BUMAraeTben
* EColi,slr BiacyThi TecT He
BMMaraeTbca
L *  Saimonella, B 10T BigcyTHi TecT He
BUMaraetbea |
Nocunauuna -
Nepernanyro: ......... Aysel Alieva Aata: 11.09.2024
Crapwnii daxiseub 3 KoHTPOA AkoCT {(nignue) 11.09.2024
. % TngisBuiRaT
3atsepmKeHo: ......... Petya Kancheva Aara: 11.09.2024 m“u"RGd?-;m?‘i g
S, o
YnoBHOBameHa ocoba (nignnc) 11.09.2024 : 5
Niatsepamero, Wo Aanui npogykt BUPODAEHO 3 AOTPUMAHHAM BUMOT GMP
11.09.2024 Homep 38ity 378210




