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Ceprndikar Bunycky cepii Ne 246
Batch Release Certificate N0 246

- [ . S

Tesa Yipaina / Teva Ui&fa._in_e

Ha3ea npoayxry

Product name

CyAoKpem, Kpem Z1R 30BHILIHbOTO 3aCTOCYBAHHSA, 60 F,
Y noninponinenasik 6aroutyi 3 KOMTponem nepwiorg.

| BigkpuITa |
| Sudocrem®, crearti for external use, 60 g in
‘| polypropylene pot with tamper-evident

Cuna gii/akTusricTb

1 r kpemy MICTUTB: WHKY OKChA 15;29%, 6enaﬁnuauﬁ -
cnmpT 0,39 %, 6enannbensoar 1,02%, 6eHsin uuHamar
0,15%.

Dosage form

Strength/activity 1 g of cream contains: zinc oxide 15,29%, benzyl alcohol
o 0,33 %, benzyl benzoate 1,02%, benzyl cinnamate 0,15%
DOpMa BUNYCKY Ll cyenenaia  O'poauny O rens [X] kpem O THwe

[ Suspension O solution O Gel X cream [JOther

Po3mip ynakoBKu Ta TMN YNAKOBKM
Package size and Package Type

1 Bariovxa X 60 1 L1 naron / bottle
1potx60 g O 1y6a / tube
] inwe./ other

KpaiHa-im nb'p"rep / Importing -Countryﬁ

| Yrpaina {Ukréina |

¢ Appeca

¢ Homep niyensii

*  Homep nocunaxua ua Eudra GMP abo Homep
ceprudikaty sianosigHocti GMP

APE manufacturing site
* Name
* Address R
* . Authorization n‘um'b" il
*  Eudra GMP refereng? dugnbsr or ¢

/

Homep Peccrpauilinoro NMocsiguenHs / Marketing UA/4451/01/01
authorization number )
Homep cepii Bupo6Huka / Manuf. Batch Number 2000101671
Homep cepii ynakosanoro npogyxry / Pack. Batch 148820
Number | |
Homep cepli 3amoBruka / Client Batch Number 148820
| Rava Burotoenents / Manufacturing date 24.01.2024
Aara ynakoeku / Packaging date | 26.01.2024
NpuaaTHnii go / Expiry date 01.2027
| BUPOBHMK LUHKY OKCHAY
- Manufacturer of Zinc Oxide
| Bupobunk Ad!
¢ Haasa

EBepliuHk HepepnaHg B.B.,

Myrenger 2, NL-6245 AB Eitagen, Higepaanam

NL/ APl 21/ 2030695

EverZing Nederland B.V:
Muggenweg 2, N1:6245 AB Eijsden, Netherlands.
Ni/AP1 21/ 2030695

GMP Compliance §;

Bupobumk Adl
* Hazea
s  Aapeca

s Homep niensii
* Homep nocunannia Ha Eudra GMP a6o somep
ceprudikary slgnosigHocri GMP

OeH3nn yuHamary
Manufacturer of benzyl alcohol, benzyl benzoate, benzyl
¢cinnamate

Cumpains Al, |
Myenendenmurpacce 1, Xinvaewaiim, D-37603,
Xonbumingex Nosep Cakconl, Himeyunna

EFfCI GMP:2017
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AP! manufacturing site
* Name
* Address
* Authorization number

*  Eudra GMP reference number or certificate of

GMP Compliance

Symrise AG,

Muehlenfeldstrasse 1, Hildescheim, D-37603,
Holzminden Lower Saxony, Germany
EFfCt GMP:2017

| BinbHnug, signosiganbHa 3a BUpoGHMUTEO NpORYKTY

in-bulk, nakysaHHn, KOHTpOAB AKOCT] T2 'annycu' cepii:

| e Ha3ma

*  Aapeca

* Homep aiyensit

¢  Homep nocunanus Ha Eudra GMP a60 Homep
ceprudinary sipnosigrocti GVIP

| Bulk manufacturing, packaging, testing and batch
release site:

- bankaH¢$apma-Tpoau AT,

- Byn. Kpalipeuna, 1, Tposn, 5600, Gonrapis

BG/MIA-0346/15.12.2022
BG/GMP/2022/219

Balkaripharma-Troyan AD

¢ Name i o
e  Address 1 Krayrechna str. '!'rt:ryair'hr 5600 Bulgaria.
e Authorization humber . BG/MIA-0346/15,12.2022
* Eudra GMP reference number or certificate of | BG/GMP/2022/219
___GMP Compliance L
Homepu cepiit A®I / Batch Number of API (s) UuHKy oKkcng 5000025656

beu3linosuit cnupr/beHnnbenzoat/BaHana uuHamar
4000021698
Zinc oxide 5000025656

Benzyl alcohol/Benzyl benzoate/Benzyl cinfarmate
4000021698

Poamip Eépl‘l‘. / Batch size

24 768 ynakosok / 24 768 units

Mocunanuna wa Ceprndikar aHanisy
Reference of Certificate of analysis

Ceptudikar aaniay Ne 408447 sip 06.02.2024
Certificate of analysis Ne 408447 from 06.02.2024

Homepwu rpadiunux marvepianie / Artwork reference
number

. Emnerua / Label 170141 st

flocunaHun Ha BigxunenHn (B pasl Haserocrl) /
Deviation reference (where applicable)

XlHi / no Orak / yes

Komeutapi / YMoBu 36epiraHHa: npu Temnepatypi He Buue 25°C. 36epirati y Micuax, HeloCTYNHUX ANA giTeit.
Comments/ Storage conditions: at temperature not above 25°C, in ariginal packaging. Keep out of the reach and
sight of children.

Unm A nigTeepamyio, o HasegeHa suue iHpopmauin ¢ gocrosipHow va TouHow. Usa cepis npoaykry 6yna
BUrOTOBAIGHA, BKAIOMAIOMM YNAKOBRY/MAapKYBAHHSA Ta KOHTPOAb AKOCTI HA 3a3HaueH]d ByuLe BUPOOHUUIK AinbHMui
{-ax), 8 noswiiA BignoBlgHOCT] Ao BUMOr GMP, Wwo sctaHoBnewi mictiesum PErynavopH1Wm opradom ra cnetnginauii

| PeectpauiiHoro nocsigyeHHa KkpaiHu-imnoprepa. Mpotokony BupoGHWYTBa, nakyBarHsa | awanisy cepii 6yno

| nepesipeno u Bu3HaHO TakumK, Wwo BignoBiaaloTs 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 ske(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 pracessing, packaging and analysis records were reviewed and found to be

‘in compliance with GMP SRIHA & P -
. 7" | ""& NIES
-YnosHosaeHa acoba / ;::h e OF A ova ‘w
324

Bara/Date: 06 FEB

a 1% 35 (670) 68 102, e-mall: trooperations BT
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Biagin xouTponio axocri, TposaH, Gonrapis
CEPTUDIKAT AHANI3Y TA BIANOBIAHOCTI

NpoaykT: Cygoxpem, Kpem Ana 30BHILWHLOrO 3aCTOCyBaHHA 60 r, YKpaiHa
MocunaHHa Ne: 0000000000032079733 Homep cepii 148820
Metoga,: - TepMmiH npuAaTHOCTI 31 ciyna 2027
faTta BupobunuTea: 24 ciuua 2024
Cneuudikauin Ne: SDIR007402 Homep ceptudikary 408477
aHasisy LIMS
AaTa ananisy: 31 ciuna 2024 PO3mip ynakoBKHU 60r
No Tectn Aonycrnmi Hopmnu PesynbTtatu
1. | Onuc Binvn romorenHuid Kpem, 6e3 suanmux | Bignosinae
AOMIILOK i3 3anaxom sasaHan
2. | lpentudikauia
* beHaunosui cnupt (BEPX) Mo3nTHBHA Bignosinae
¢  beHaunbenaoar (BEPX) [Mo3uTBHA Bianosinae
¢  beH3ua UnHamaT (BEPX) MNo3nTneHa Bignoeigae
e UnHky OKenp, NosnrusHa Bianoginae
3. | BigHocHa rycTuHa 1,03-1,07 r/mn 1,04 r/mn
4, | KinbkicHe Bu3HavyeHHA | '
o  LKHKY oKcua 14,50-16,00 % m/m 15,03 % m/m
*  bBeH3unoBui cnupt 0,370-0,410 % m/m 0,404 % m/m
* bBeHannbeHsoar 0,960-1,060 % m/m 1,027 % m/m
| *  beH3nn unHHamar 0,1425-0,1575 % m/m 0,1530 % m/m
5. | Mikpobionoriuna uncroTa
¢ 3arafibHa KiNbKicTb aepobHUx 200 Tect He
mikpoopraHismise, {(KYO/r, He BMMaracThCA
Binblue Hix) | .
¢ 3aranbHa KinbKicTb Apikmxosmx 1a | 20 TecT He
naiceHesmx rpubis; (KYO/r, He BUMAraEeTbCA
__6inbwe Hix) . | d
* Ps, aeruginosa,B1r BiacyTHi Tecrt He
BMMaraeTbca
e St.Aureus,B1r BigcyTHi Tect He
| 8UMaracTbCA
e E Coli,sir BiacyTHi TecT He
BUMara€ersCA
¢ Salmonella, e 10T ' BiacyTHi TecT He '
BUMaraeTbeca
NMocunaHHA -

NeperasnyTo: .........Biserka Vasileva, Aysel Alieva AaTa: 31.01.2024
Crapwui paxieeub KOHTPOAO
AKOCTI | (nigrivic) 31.01.2024
3aTBeppiHeHo: ......... Gergana Stefanova Dara: 06.02.2024
) * hw,  YroBHOsaweHa ocoba (nignuc) 06.02:2024

N " 1* > _..'ﬁ._"‘*. HEeHo, lll.O_,El,'aHHﬁ I'Ibﬁ.ﬂ.YHT BHDDGHEHU'JF{DTDMMHHHH'M BAMBE GMP
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