teva

Ceprudirar BUnycry cepii Ne 2129

rtificate Ne 2129

3amoeHuUK / Client:

Batch Release Ce

Tesa VYkpaina / Teva Ukraine

Hasea npopy«ry

Product name

Cynoxpem, Kpem asiA 30BHIlUHLOTO 3aCTeCYBaHHA, 125
r, ¥y noainponineHosiii GaHouli 3 KowTponem neploro
BigKpUTTA

Sudocrem®, cream for external use, 125 g in
polypropylene pat with tamper-evident

Cuna allfakyusHicts

Strength/activity

1 r kpemy mMicTUTL: UMHKY OHeng, 15,29%, Gerzunosuil
crmpy 0,39 %, Bensunbensoar 1,02%, GeHaua yyHamaT
0,15% ' :

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

dopma BUMYCRY
Desage form

O cycnensia [ pozunk O rens X kpem O iHwe
1 Suspension O solution O Gel [ cream OOther

Po3amip YNaKoBKY Ta TAN YNAKOBKK
Package size and Package Type

16aHoua X125 [ drakou / bottle
lpotx125g [ +y6a / tube
& jHwe / other

Kpaina-imnoptep / Importing Country

Yupaina / Ukraine

Homep PeectpauiitHoro Moceiguends / Marketing UA/4451/01f01
authorization number

Homep cepil supobaura / Manuf, Batch Number 2000127166
Homep cepii ynakosadoro npogykty / Pack. Batch 161299

Number '

Homep cepii 3amosHuua / Client Batch Numbaer 161299

fara surotosnenys / Manufacturing date 15,09,2024
fAara ynakoekw / Packaging date 24,09.2024
Mpuaatauil go / Expiry date 30.09.2027

BupofBHuk Ad!
* HasBa
s  Aapeca

*  Homep ninewsii
*  Homep nocunaadHA Ha Eudra GMP a6o Homep
cepTugikaTy signosigHocTi GMP

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

BUpOBHHUK. LIMHKY CRCUOY
Manufacturer of Zinc Oxide

EsepUnHi Hepepnanpg B.B.,
MyreHeer 2, NL-6245 AB Elispen, Higepaavgu
NL/ API 21/ 2030695

EverZinc Nederland B.V.
Muggenweg 2, NL-6245 AB Eijsden, Netherlands
NL{ APJ 21/ 2030685

BupoBnnk Ad|
* Hassa
e  Anpeca

+  Homep niyeHsi
+ Homep nocraaHHA Ha Eudra GMVIP abo Homep
cepTugikaTty eignosigrocti GVIP

BupobHur 6eH3nnosoro cnupty, Genunbensoary,
Gensun UuHamaTy

Manufacturer of benzyl alcohol, benzyl benzoate, benzyl
cinnamate

Cumpaiss Al,

Myenendengwrpacce 1, Xinbgewaiim, D-37603,
XoneymisaeH Noeep Cakcori, HimeyuuHa

EFfCl GMP:2017
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APl manufacturing site

*  Name Symrise AG, Germany
*  Address Muehlenfeldstrasse 1, Hildescheim, D-37603,
*  Authorization number Holzminden Lower Saxany, Germany

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

AinbHuus, BiANoBigankHa 33 BUMPOBRULLTEO NPOAYKTY
in-bulk, naxysaHHg, KOHTPOJ’Ih AKOCTI Ta BUNYCK cepil:

¢ Hazea BanxaHpapma-TpoaH AT,
¢+ Appeca ByA. Kpaiipeuns, 1, TpoaH, 5600, Boarapia
¢ Homep nigensii BG/MIA-0437/14.05.2024

*  Homep nocundniia Ha Eudra GMP afio womep | BG/GMP/2022/ 219
cepTudixaty signosigHocyl GMP ’

Bulk manufacturing, packaging, testing and batch
release slte:

Balkanpharma-Troyan AD
« Name

1 Krayrechna str. Troyan, 5600 Bulgaria

. ii‘tf';z:fmion Cber BG/MIA-0437/14.05.2024
*  Eudra GMP reference number or certificate of BG/GMP/2022/219
GMP Compliance
Homepy cepilt Al / Batch Number of AP! {s) UuHry oKevg 5000030874
' - BeHannoeui cnupt/BednnGensoar/BeHsun u,MHamaT
4000026593
Zinc oxlde 5000030874
Benzyl alcohol/Benzyl benzoate/Benzyl cinnamate
4000026593
Poamip cepii / Batch size 11 616 ynakosok / 11 616 units
flocunakHa Ha Cepridiar aHasnisy Ceprtudikar ananiay 465579 sig 26.09.2024
Reference of Certificate of analysis Certificate of'analysis N2 465579 from 26,09,2024
Homepu rpadiunmx matepianie / Artwork reference . o
number .
+ Emuketia / Label 173981 _s1
MocunanHa Ka sigxunends (B pasi naasnocti) / ui / no. Clrax / yes

Deviation reference {where applicable)
Homentapi / Yroeu 2GepiranHa: npu Temnepatypi He Buwe 25°C, 36epirati ¥ miclax, HeOCTYRHNX ana aitei.
Comments/ Storage conditlans: at temperature not above 25°C, in ariginal packaging. Keep out of the reach and
sight of children.

Uum s nigTeepamyto, o HaBeaeHa Buie inpopmauia € aoctosipHolo Ta TouHow. L cepin npoaykry Gyna
BUFOTGBNEHA, BKAIOYHAIONH YIAKOBKY/MapKYBaHHA T8 KOHTPO/b AKOCTT Ha 3a3HaueHil Buule Bupobunuiil AinbHuyi
{-ax}, B noBHIA BignosighocT! 40 BuMor GMP, Wo BCTaHEBASHT MICLLEBUM PEMYIATORHWM opraHom Ta cieuvdikauif
Peecrpauiiiord nocsigveHHa kpainu-imnoprepa. TpoTokonn BupobHMUTEA, maxkyBaHHA | aHanisy cepii Gymo
RepesipeHo ¥ BU3HAHO TaKUMM, Wo Bignosigalots 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 found to be
in compliance with GMP,

YnosHoeaera ocoGa / Qualified Person: Petya Kancheva /'//'”7
Aara / Date: 26 SEP 2024
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Bipain voutponto akocti, Tponaw, Bonrapia
CEPTH®IKAT AHAMI3Y TA BIANOBIAROCTI

Npoayky: CyAOKpEM, Kpem OAA 30BHIHLOro 3actocysadHs 125 f, Yipaiua

NocuaadHa Ne: 0000000000032079732 Homep cepii 161299
Metom: : - TepmiH npraaTHocTi 30 sBepeckna 2027
Hara eupobHuuTEa: 19 BepecHs 2024
Cneuudikauin Ne: SDIRD07402 Homep ceptudikaty aHaniay 465579
LIMS
Jara aHanisy: 25 pepecHa 2024 PO3Mip YNaKosKK 1257
Na Tecm ’ Bonycrimi Kopmn PesynbtaTn
1. | Onuc Binnid romoreHHni kpem, Gez suanmmx | Bignosigae
AOMILLIOK i3 3aNaxom faeaHgu
2. | lpeHTudikanin
*  BeHsunoswit cnupt {BEPX) MosuTHBHA Binnoaigae
*  BenaunBenzoat {BEPX) MNozauTHBHA Bignosigae
e BeHawn unHamat (BEPX) No3uTHBHa Binnosigae
s HuHry Oueng, NoawnrtusHa Bignosigae
3, | BigHocHa ryetuHa 1,03-1,07 r/mn 1,05 r/mn
4, 1 KinbkKicHe BHzHaueHHA : :
*»  LluHKY oKCKHA 14,50-16,00 % m/m 15,10% mfm
s  BeHzunoBui cinpT 0,370-0,410 % m/m 0,395 % m/m
+  BenzunbeHaoar 0,960-1,060 % m/m 1,029 % m/fm
s BeHIWA UMHHAMAT 0,1425-0,1575 % m/m 0,1523 % m/m
5, | MikpofionoriuHa uncrova
*  3aranbHa RiAbKICTb aepobHUX 200 TecT He
Mikpoopranismis, {KYO/T, He Ginble Him) NPOBOIMBCA
*  3aranbHa KinkKICTE ApIKAKOBKX TA 20 Tect He
nniceHesux rpubie, (KYO/r, He Binbute Hix) npoBOAMBCH
¢ Ps.aeruginosa, 8lr BigcyTHi TecT He
NpoBoAYBCA
* St Aureus,B1lr BigcyTHi TecT He
NpoBOAUBCH
» EColi,elr BigcyTHi Tect He
nposoarBCs
e Salmonella, 8 101 BiacyTHi TecT He
NpOBOAMBCA
MNocunaHHA -
Meperasxyro: ........Biserka Vasileva Lara: 25,09,2024
Crapwumid gaxiseup siaainy
KoHTtpoato AKocri {miznwc) 25.09.2024
3atBepgKeHO: ........Petya Kancheva Aara; 26,09.2024

YnoeHoeamera ocoba

{nianuc) 26.09.2024

MigTEepAXeHo, WO AaHKI NPOAYKT BUpOBAEHo 3 goTpMmaHHAM Blmor GMP

26.09,2024

Homep 3BiTy 384191




