teva

CepTtudikar sBunycky cepii Ne 442
Batch Release Certificate Ne 442

3amosHumK / Client

Tesa Ykpaina / Teva Ukraine

Hassa npoaykry

Product name

CynoKpem, Kpem ANA 30BHILHBOrO 3acTOCYBaHHA, 125
r, ¥ nosinponinexoBii 6anouli 3 KOHTPONEM flepworo
BiAKPUTTA

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

Cuna paiifakrmsHicrs

1 r KpemMy MICTHTb: LMHKY OKchg, 15,29%, GeHaunoBmix
cnupt 0,39 %, 6eHannbenaoar 1,02%, 6aH3un ywHamat
0,15%

Strength/activity 1 g of cream contains: zine oxide 15,29%, benzyl alcohol
0,39 %, benzyl benzoate 1,02%, benzyl cinnamate 0,15%
dopma BUNYCRY Ocycnensia O poaumnd O renv Xl kpem O ivewe
Dosage form O Suspension O solution O Gel X cream OOther
Poamip yNnakoBKM Ta TMN YNAKOBKK 1 Ganouxa x 125 r I dnaron / bottle
Package size and Package Type lpotx125 g 0 ryba / tube

B3 iHwe / other

Kpaina-imnopTep / Importing Country

Yipaina / Ukraine

Homep PeecrpauiitHoro Noceiguennn / Marketing UAf4451/01/01
authorization number

Homep cepii eupobuuka / Manuf. Batch Number 2000103374
Homep cepii ynakosaHnoro npogykry / Pack. Batch 149514
Number

Homep cepil 3amoBHuka f Client Batch Number 149514

BDara enroroenenna / Manufacturing date 03.02.2024
Jara ynakosku / Packaging date 05.02.2024
Npuaathuii ao / Expiry date 28.02.2027

BupofHuk Adl
¢ Hazsa
* Appeca
*  Homep niyensii
+  Homep nocunanHa Ha Eudra GMP abo Homep
cepTudikary signosigHocti GMP

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

BMpOOHUK UMHKY OKCURY
Manufacturer of Zinc Oxide

EpepLivHk Hepepnang B.B.,
Myrenser 2, NL-6245 AB EitageH, Higepnanau
NL/ AP121/ 2030695

Bupobumk Ad|
e Hasea
* Agpeca

s  Homep ninexali
»  Homep nocunanua Ha Eudra GMP abo Homep
ceptudikaty eianoeigrocti GMP

Cumpaifa AT,

Myenendengwrpacce 1, Xinogewaitm, D-37603,
Xonbyminged floeep Cakconi, HimeuunHa

EFfCl GMP: 2017
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teva

APl manufacturing site

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

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

AinbHuua, BignosiaanbHa 33 BUPOGHULTBO NPOAYKTY
in-bulk, nakysaHHs, KoHTPOAL AKOCTI Ta BUNYCK cepli:

e HasBa Bankanpapma-Tpoax AT,

s Appeca eyn. Kpaiipewna, 1, Tpoax, 5600, Boarapin
s  Homep niuensiv BG/MIA-0346/15.12.2022

¢ Homep nocunanHa Wa Eudra GMP abo HoMep | BG/GMP/2022/219

cepTudikarty signosigwocti GMP

Bulk manufacturing, packaging, testing and batch
release site:

¢ Name Balkanpharma-Trayan AD

o Addross 1 Krayrechna str. Troyan, 5600 Bulgaria
e Authorization number BG/MIA-0346/15.12.2022
L ]

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

Homepwu cepiii AdI / Batch Number of API (s) UuHky oxcua 5000025883
BeH3unoeui cnpt/bednnbensoat/BeHsun uMHamar
4000022662
Zinc oxide 5000025883
Benzyl alcohol/Benzyl benzoate/Benzyl cinnamate
4000022662
Poamip cepii / Batch size 11 520 ynaxosok / 11 520 units
MocunaHHA Ha CeptudikaT aHanlay CepTudikar aHanisy N2 411195 pig 21.02.2024
Reference of Certificate of analysis Certificate of analysis Ne 411195 from 21.02.2024
Homepu rpadiukmx marepianis / Artwork reference
number
e  ETtukerxa / Label 70142 _s1
MocMAaHHA Ha BigxMneHHAa (e pasi HanBHoOCTI) / &Xlwi / no Orak / yes

Deviation reference {where applicable)
KomeHTapl / Ymosu 36epiransa: npu Temnepatypi ve euwe 25°C. 36epiratv y micyax, HEAOCTYNHWUX Ana aireii.
Comments/ Storage conditions: at temperature not above 25°C, in original packaging. Keep out of the reach and
sight of children.

AATOPHUM OPraHom T1a cneumdinayidi
PeecTpauyiiiHoro noceigyeHsa kpainm-imnoprey a, NaKkyBaHHA i aHaniay cepli 6yno
nepesipeHo U BUIHAHO TAKWMY, WO BlANOCBIAAIG
| hereby confirm that the above information is ayithe k
manufactured including packaging/Labelling and' ua ty control at the‘ah‘qv mentioned site(s) in full compliance
with the GMP requirements of the local Regulatorpglth ority pq.g:lwmj,bft\he/ pecifications in the Marketing
authorization of the country. The batch processing, KA n,g pnd an ) is records were reviewed and found to be

in compliance with GMP.

T y
YnoeHoBaxeHa ocoba / Qualified Person: Gergana Stefanova dfa%{&{(

Rava/Date: 94 rEg 2024

,,,,,,,,,,,,,,,,
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Biaain koHTpoAlo aAKkocTi, TposaH, Boarapin
CEPTUGIKAT AHANIZY TA BIANOBIAHOCTI
MNpoaykr: CyAoKpem, Kpem AAA 30BHILWHLOrO 3acTOCYBaHHA 125 r, YKpaiHa

MNocunaHHa Ne: 0000000000032075732 Homep cepii 145514
Metoga; - TepmiH npMAaTHOCTI 28 moTtoro 2027
Aarta eupoBbHMUTEA: 03 nwotoro 2024
Cneuuxdikauin Ne: SDIROOD7402 Homep ceptudikaty aHanisy 411195

LIMS
fata aHanizy: 15 nwToro 2024 Po3Mip YNaKoBKH 1251
Ne Tecn AonycTumi Hopmu PeaynbTatu
1. | Onuc BinvMK romoreHHWH Kpem, Bea smgummx | Bignogeigae

AOMILLOK i3 3anaxom NaBaHaM

2. | laeHmdinauia

& BeH3unoeuid cnupT {BEPX) MosuTMEHA Bianogigae
s  BeHsunbBeHzoar {BEPX} MosuTMEHA Bignogigae
& BeHsun umHamar (BEPX) MosuTMEHA Bignogigae
&  LunHKry Oxkcug MosuTMEHA Bignogeigae
3. | BigHocHa ryctuHa 1,03-1,07 r/mn 1,04 r/mn
4. KinbiicHe BH3HAYEHHA
s LlMHKy oKcug, 14,50-16,00 % m/m 15,05 % m/m
s BeHzMnoBMWI cnupT 0,370-0,410 % m/m 0,402 % m/m
®  BeHsunbenzoar 0,960-1,060 % m/m 1,016 % mfm
s BeHsun UMHHamat 0,1425-0,1575 % m/m 0,1508 % m/m
5. MikpofionoriuHa yucrora
®  3aranbHa KinbKicTb aepobHMX 200 TecT He
mikpoopraHismie, (K¥O/r, He Binble Hix) nNpoBOAUECA
®  3aranbHa KinbKiCTb APiHOMKOBMX Ta 20 TecT He
naiceHesux rpubis, (KYO/T, He GinbLie Hiw) nNpoBOAUECA
®  Ps aeruginosa,slr BincyTHi TecT He
npoBOAHECA
s St Aureus,Blr BincyTHi TecT He
npoBOaHECA
s E.Colislr BigcyTHi TecT He
npoBOaHECA
s  Salmonella,s 10T BigcyTHi TecT He
npoBOAHECA
NocunaHHA -
MepernsHyTo: ......... Biserka Vasileva Jara: 15.02.2024
KepiBHMWHK Bigainy TectyBaHHA {nignuc) 15.02.2024

roToBOI NpoAyKLUiT
3aTeepaeHo: ......... Gergana Stefanova Aara: 21.02.2024
YNoBHOBaeHa ocoba {niannc)
MigrsepaxeHo, Wo AaHWA NpoAYKT BMpoBAeHo 3 A0TPUMAHHAM BUM

21.02.2024



AEPIKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHIBCBHKIA OBJIACTI

npos. CsiTnnuHoi Hanii, 3, Mm.Kuis, 02099, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOV 37078774

BHUCHOBOK
MPpo AKICTb BBE3EHOI0 B YKpaiHy JIIKapcbKoro 3aco0y

25.03.2024 Ne 12550/24/10

CYAOKPEM
(HaiiMeHyBaHHs JiKapcbKoro 3aco0y 3riiHo 3 peecTPaLlifHAM NOCBIAUEHHM)
KpeM JIsl 30BHIWUHBOTO 3aCTOCYBaHHs, 1o 125 r y nojinponijieHoBiit 6aHouli 3 KOHTPOJEM
NEepUIoro BiAKpUTTH
(popma BunycKy, 103yBaHHs!, BUA NAKyBAHHS JiKapchLKoro 3acoby)

Howmep peccrpauiitnoro nocsiguenus UA/4451/01/01 crpox aif peecrpauiiinoro nocsinuenns 01.01.2099

Cepist nikapebkoro sacoby Ne 149513 Kinskicts BBE3eHoro nikapeskoro zacody 11280
Bunpo6uux bankandapma-Tposu AT, Bonrapis
(HaliMenyBanHs BUPoGHIKa TIKapChKOro 3acofy, kpaiHa MOXoKeHHS )
Baeseno B Vicpaiiy ToBapucrBo 3 06MerxeHor0 BianosinanbuicTio "TeBa Yipaina', inenr.
won: 34770471

(naitvenysarts Ta koa 3a €APITOY topuanunoi ocoOu aGo npizsuiue, iM's, no 6arbkosi Gisnunol
ocobu - niarpuemL, il Micte NpoXkuBaHHs Ta peectpauiiinnit Homep 06iKoBOT KapTKH IIATHHKA
nojarkis abo cepist Ta HOMEp IacnopTa)

IMporokos BisyansHoroe kourpoio six 25.03.2024 Ne 0580/5.

3a  pesysnbTaTaMu  JCPKaBHOIO KOMTPOJIIO  BCTAHOBJIGHO, WO Jlikapcekui 3aci®  BeezeHo B YipalHy 3
AOTPUMAHHSAM BuMOT 3aKOHONABCTBA 1100 3a0e3neueHHs KoCTi TikapcskuX 3acobis.
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Ceprudikar sunycky cepii Ne 417
Batch Release Certificate No 417

3amosHuk / Client

Tesa Ykpaina / Teva Ukraine

Ha3sa npoayxry

Product name

CygoKpem, Kpem /15 30BHIWHBLOTO 3aCcTOCYBaHHs, 125
r, Y nosinponineHosii 6aHoULi 3 KOHTPOsIeM NepuIoro
BigKpuTTA

Sudocrem®, cream for external use, 125 gin
polypropylene pot with tamper-evident

Cuna pii/akrveHictb

Strength/activity

1 r Kpemy MICTUTb: LUHKY OKeung 15,29%, GeHannosui
cnupTt 0,39 %, 6Gensnunbensoar 1,02%, 6eHann umramar
0,15%

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

Popma sunycky
Dosage form

O cycnenszia [ pozumn O ress X kpem [ inwe
[1 Suspension [J solution [dGel [XIcream ClOther

Poamip yNakoBKY Ta TUH YN3KOBKYU
Package size and Package Type

1 6anouka x125r [ dnanon / bottle
lpotx125¢g Ll ry6a / tube
X ihwe / other

Kpaina-imnoprep / Importing Country

Yxpaina / Ukraine

Homep Peccrpauiiinoro Moceiguenun / Marketing UA/4451/01/01
authorization number

Homep cepil supobruka / Manuf. Batch Number 2000103373
Homep cepil ynakosaHnoro npogykry / Pack. Batch 149513
Number

Homep cepil 3amosHuka / Client Batch Number 149513

[fara surotoenennn / Manufacturing date 03.02.2024
MAarta ynakosku / Packaging date 05.02.2024
NMpugarinii ao / Expiry date 28.02,2027

Bupobruk AdI
* Hassa
s Appeca

¢ Homep niuensii
¢ Homep nocunants Ha Eudra GMP abo Howiep
ceprudikary signosighocri GMP

APl manufacturing site

BUpobHUK LUHKY OKCHIY
Manufacturer of Zinc Oxide

Eseplinnk Hepgepnanpg 6.8,
Myrenser 2, NL-6245 AB Eitsgen, Hinepnangn
NL/ AP121/ 2030695

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

*  Name
¢ Address
s Authorizationj
*  Eudra GMP rgide sy of
GMP Compli
Bupobrur Adl
o Hazsa
o  Apgpeca

¢ Homep niyeHsil
e  Homep nocusaHrA Ha Eudra GMP abo Hovep
ceprudikary BignosigHocti GMP

Bupo6Huk 6exaunoeoro cnmpry, 6ennunberzoary,
HeHaun yuHamary

Manufacturer of benzyl alcohol, benzyl benzoate, benzyl
cinnamate

Cumpais AT,

Myenendenpwrpacce 1, Xinogetuaim, D-37603,
Xonbuminaen Nosep Cakconi, Himeuuuna

EFfCI GMP:2017

Page 1of 2
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APl manufacturing site

° Name Symrise AG, Germany
¢ Address Muehlenfeldstrasse 1, Hildescheim, D-37603,
° Authorization number Holzminden Lower Saxony, Germany

©  Eudra GMP reference numberor certificate of | EFFCI GMP:2017
GMP Compliance

AinoHuys, signosigansHa 33 BUPOGHULITBO NPOAYKTY
in-bulk, nakysanHs, KOHTPOAL AKOCTI T BUNYCK cepil:

¢ Hazga Bankaudapma-Tposu AT,
¢  Appeca Byn. Kpaitpeuna, 1, Tpoan, 5600, Bonrapia
e Homep aigeHsii - | BG/MIA-0346/15.12.2022

° Homep nocunanns Ha Eudra GMP abo romep BG/GMP/2022/219
cepTudikary signosigrocti GMP

Butk manufacturing, packaging, testing and batch

release site:
e  Name Balkanpharma-Troyan AD
e Address 1 Krayrechna str. Troyan, 5600 Bulgaria

o Authorization number BG/MIA-0346/15.12.2022

o Fudra GMP reference number or certificate of | BG/GMP/2022/219
GMP Compliance

Homepwu cepiit A®I / Batch Number of API {s) LUuHry oxcup 5000025882; 5000025383
Bexaunosuit cnnpt/Benunberzoar/BeHsun yuramar
4000022662

Zinc oxide 5000025882, 5000025883
Benzyl alcohol/Benzyl benzoate/Benzyl cinnamate

4000022662

Poamip cepii / Batchsize 11 280 yniakosok / 11 280 units
Nocnnatnsa Ha Ceprudikar aHaniay Ceprudirar aHaniay N2 411193 Big 20.02.2024
Reference of Certificate of analysis Certificate of analysis N2 411193 from 20.02.2024
Homepu rpacdiunux marepianis / Artwork reference
number

e Evurerka / Label 70142_s1
MNocunaxHa Ha BigxunenHs (8 pasi HassHoCT) / &ui / no [Chrax / yes

Deviation reference (where applicable)

Komenrapi / Ymoeu 36epiranus: npy remnepartypi He suiye 25°C. 36epirat y micuax, HeBOCTYIHUX 81 AiTel.
Comments/ Storage conditions: at temperature not above 25°C, in original packaging. Keep out of the reach and
sight of children.

Uum s nigreepkyio; U0 HaBeseHa BUALWLE HOOPMaLin ¢ ZocToBipHOW Ta TouHD. La cepia npopykty 6yna
BUTOTOB/IEHA, BKKOUAIOUM YITAaKOBKY/MapHYEaHHA T2 KOKTPOJIb AKOCTI HA 3a3HayeHRil BuLLe BUPOGHUUIN AinbHuui
{-ax), B noBHii signoBigHoCcT L0 BUMOr GIVIP, 140 BCTAHOBEHI MiCLLEBUM PeryIATOpHUM opradom ta cneundirauii
PeecrpauitHoro nocsigueHHs Kpainu-imnoprepa. Mpotokony BupobHMYTBa, nakysadHa | aWanisy cepii 6yno
nepeBipeHo W BM3HAHO TakuMy, Wo Bignosigalote 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.

YrosHoBaeHa ocoba /

Hara / Date: e

Bankakbapma-TpoaH AT, 5600 TponH Mos Svahe wvngiteva b




;{%{ Y i'v 01 4
evwd
Bianin koutponto akocri, TpoaH, bonrapia
CEPTUOIKAT AHANI3Y TA BIANOBIZHOCTI

[TpoaykT:. CyaoKkpem, Kpem AnA 308HILHBOTO 3aCTOCYBaHHA 125 r, YKpaiHa

MNocunanHa Ne: 0000000000032079732 Homep cepii 149513
Mertoa: - Tepmin npuagaTHoCTi 28 nrotoro 2027
fara BupobruyTBa: 03 notoro 2024
Crneyundirauia Ne: SDIR007402 Homep cepTudikaty aHanisy 411193

LIMS
[ara aHanisy: 15 moTtoro 2024 Po3mip ynakosku 125r
Ne Tectn Jonycrumi Hopmu Pesynbratn
1. | Onuc Binuii romoreHHuit kpem, Hes suaumux | Bignosigae

AOMILLIOK i3 3aMaxom nasaHam

2. IaeHTudikayin

*  bBeHsunosuK cnupt (BEPX) Mo3uTusHa Bignosigae
e bBeHsunbensoart (BEPX) No3utnsHa Bignosigae
e bBeHsun umHamar (BEPX) MosnTueHa Bignosigae
. UunHry Okcug, NosuTtusHa Bignosigae
3. | BigHocHa ryctuHa 1,03-1,07 r/mn 1,04 r/mn
4. | KinbkicHe BU3HaYeHHA
e LIMHKY oKcng 14,50-16,00 % m/m 15,18 % m/m
. BeH3ua0BuiA cninpT 0,370-0,410 % m/m 0,404 % m/m
e  beH3unbeHsoar 0,960-1,060 % m/m 1,017 % m/m
. BeH3un yuHHamar 0,1425-0,1575 % m/m 0,1507 % m/m
5. | Mikpob6ionoriuxa ynucrora
e 3aranbHa KinbKicTb aepobHmx 200 Tect He
MikpoopraHiamis, {(KYO/r, He 6inblue Hixk) nposoameca
e 3aranbHa KiNbKICTb APIKAKOBUX TA 20 TecT He
naicenesux rpubis, (KYO/r, He Binblue Hix) nposoguecs
e  Ps. aeruginosa, 8 1lr BiacyTHi TecT He
npoBoAUBCA
e St Aureus,Blr BiacyTHi TecT He
NMpoBoAUBCA
. E.Coli,B1lr BiacyTHi TecT He
npoBoAMBCA
e Salmonella,8 101 BipcyTHi TecTHe
npoBOAMBCA
NocunaxHs -
Nepernanyro: ........ Biserka Vasileva [ara: 15.02.2024
KepisHuK Bigainy TectysanHa (nignuc) 15.02.2024
roTosoi npoayKLuil
3aTBEPAKEHD: ......... Gergana Stefanova Aara: 20.02.2024
YnoesHoBsaeHa ocoba (nianuc) 20.02.2024

NigTaepaKeHo, WO AaHKit NpoAYKT BUPOBAEeHO 3 AOTPUMaHHAM Bumor GMP

20.02.2024 Homep 38iTy 298760




CepTudikat Bunycry cepil Ne 2628
Batch Release Certificate Ne 2628

3amosHuUK / Client

Teka Yrpaida / Teva Ukraine

Hassa npoayKry

Product name

Cypokpem, Kpem 8011 30BHIWHBOTO 3acTOCYBaHHsA, 125
r, y hoainponinexosiid GaHauyi 2 KOHTPOEm nepluoro
BiAKpUTTA

Sudocrem®, cream for external use, 125gin
polypropylene pot with tamper-evident

Cuna gilfakrusdicTs

Strength/activity

1 r Kpemy MICTHTh: LMHKY OKCH A 15,29%, BeHamnosuii
cnupt 0,39 %, BeHzunbenzoar 1,02%, 6eHsun ywHamar
0,15%

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

dopma BUNYCKY
Dosage form

O cycnenaia O posumn O rens X wpem O inwe
1 Suspension B solution O Gel B creamn OOther

Po3mip yNakoBKK T2 TUN yNaKoBRU
Package size and Package Type

1 6aHouka x 125 r [1 énaxon / bottle
lpotx125 g [ vy6a / tube
=l iHwe / other

Kpaina-imnoprep / Importing Country

Yupaina / Ukraine

Homep Peecrpauiiinoro Moceiguenns / Marketing va/fa4asifoijoi
authorization number

Homep cepil Bupo6Hrka / Manuf. Batch Number 2000135295
Homep cepii ynakosaHoro npoaykty / Pack, Batch 165245
Number

Homep cepii zameeHuka f Client Batch Number 165245

Aata surotoeaenHa / Manufacturing date 27.11.2024
Harta ynakoekn / Packaging date 28.11.2024
MpraaTHw9iA go / Expiry date 30.11.2027

BrpoGHKK Ad
¢ Hassa
o Apapeca

*  Homep niyeusii
e  Homep nocunaduna va Eudra GMP abo Homep
ceptudikaty signosigHocti GMP

APl manufacturing site
* Name
*  Address
* Authorization number

* Eudra GMP reference number or certificate of
GMP Compliance

BHPOGHUK LYUHKY OHCHAOY
Manufacturer of Zinc Oxide

EsepluHk Hegepnavg B.B.,
Myrenser 2, NL-6245 AB Elizgen, Higepaanpu
ML/ API 24/ 2052378

EverZinc Nederland B.V.
Muggenweg 2, NL-6245 AB Eijsden, Netherlands
NL/ APl 24/ 2052378

BupobHUK Al
¢ Hassa
*  Appeca

e  Homep AiyeHsii
o Homep nocunaHHa Ha Eudra GMP a6o Homep
ceprndikaTy BignosigHocti GVP

BupoGHuK Genzuacsore cnupry, GennnbeHsoarty,
GeH3un uMHamary

Manufacturer of benzy! alcohol, benzyl benzoate, benzyl
cinnamate

Cumapaiis AT,

Myenengengwrpacce 1, Xinbastuaiin, D-37603,
XonwuminaeH flosep Cakconi, HimeuunHa

EFfCI GM#P:2017

Page 1 of 2
Banrandapma-Tpoax AT, 5600 Tpoan, Byn, Kpalipeusa, 1, Tea: +359 (670) 68 102, e-mail: trooperations@teva.bg, www.teva.bg
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APl manufacturing site

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

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

Aineunua, Bignosigansna 2a BUpoGHULTEO NPogyRTY
in-bulk, nakysanns, KOHTPOAE AKacTl Ta BUNyCK cepit:

© Haaea Bankaundapma-TposaH AT,
° Appeca sy/1. Kpaiipeuns, 1, TposaH, 5600, Bosarapia
¢  Homep fiyeHsit BG/MIA-0437/14.05.2024

°  Homep nocunaHHa Ha Eudra GMP afo Homep | BG/GMP/2022/219
ceprudikary sigrnosigHocti GMP

Bulk manufacturing, packaging, testing and batch

release site: Balkanpharma-Troyan AD
¢ Name 1 Krayrechna str. Troyan, 5600 Bulgaria
: //:S‘tjf:zlsr?zation number A/ IR 4105.2024
e Eudra GMP reference number or certificate of BE/CNIR/2022/218
GMP Compliance
Homepu cepiii Adl / Batch Number of API {s) LluxKky okcny 5000032514
BeH3nnoeni cnupt/Besunbenaoat/BeHsna uuHamar
4000028402
Zinc oxide 5000032514
Benzy! alcohol/Benzyl benzoate/Benzyl cinnamate
4000028402
Pozmip capii / Batch size 11 616 ynaxosok / 11 616 units
MocunanHAa Ha Ceptudikar aHaniay CeptudinaT aHanisy 483238 sig 11.12.2024
Reference of Certificate of analysis Certificate of analysis Ne 483238 from 11,12.2024
Homepw rpadiynix mataepianie / Artwork reference
number
*  EtnKerKa / Label 173981_s1
flocunalHa Ha sigkunerHs {B pasi HassHocTi) / Xlui / no Orak / yes

Deviation reference (where applicable)

Komewntapl / Ymosw 36epiratina: npu Temneparypi He Buwe 25°C. 36epiraty y micuax, HeZOCTYNHMX AnA pite.
Comments/ Storage conditlons: at temperature not above 25°C, in original packaging. Keep out of the reach and
sight of children.

Uum 5 nigTeepiyio, 1o HaBefeHa Bulle iHPOpPMaLIR € AOCTOBIDHOI Ta TOUHOH. Us cepia npoaykty Gyna
BUrOTOB/IEHE, BK/IHUAI0OYM YIAKOBKY/ MapKYBHHA T2 HOHTPOAL AKOCTI HA 3a3uaueHili Buwe BupoBuMYil AinbHuui
{-nx}, 8 noBHIi BignoBigHOCTI AD BUMOr GMP, o BCTAHOB/IEHT MiCL{@B UM PETYAATOPHUM OpraHom Ta crieuvdiralyii
PeecrpauiiiHoro nocsiguenHa xpailu-imnoprepa. MpoTokonn supoBruiTEa, nakysaHHA | aHanisy cepli Gyao
nepesipeHo 1 BUZHAHO TakuMK, Wo BignosigaoTs GMP.

| 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.
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YnosHoBa}eHa ocoba / Qualified Person: Gergana Stefanova
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Bipgin KoHTpoANio AKocTi, TpoaH, boarapin
CEPTUDIKAT AHAMI3Y TA BIANOBIAHOCTI

MpoayKT: Cyaokpem, Kpem Ans 30BHILHL0r0 3acTocyBaHua 125 r, Ykpaiua

MocunanHa Ne:

0000000000032079732 Homep cepil

165245

Metoa:

- Tepmid npygarHocT

30 nucTonapa 2027

Oava supobHuLTEa:

27 nuctonaga 2024

Cneundikayin No; SDIRDD7402 Homep ceptndikaTty aHanisy 483238
LIMS
Java ananisy: 06 rpyaHa 2024 Poamip ynakosxy 1251
Ne Tectn Honycrumi Hopmu Pesynbraru
1, | Onuc Biawnia romoreHnwid Kpem, Ges supumux | Bignosigae
AoMIWOK 13 3anaxom nasaHay
2. | IgeHntudicatia
*  BeHsunoBuMi cnupT {(BEPX) Mo3uTneHa Bianosinae
*  BeHawnBeHzoar (BEPX) MozuTueHa Bignosinae
»  BeHswn uvMHamar (BEPX) MNosnTMeHa Bignosinae
s Llunry Oreug, Mo3uTreHa Bianosinae
3, | BigHocHa rycriHa 1,03-1,07 r/mn 1,05 ¢/mn

q, KinbricHe BM3HauYeHHs

*  UnHRY ORCHA

14,50-16,00 % m/m

15,23% m/m

*  BeH3WN0BMI CIMPT 0,370-0,410 % m/m 0,402 % mfm
*  bBeHsunbeHsoar 0,960-1,060 % m/m 1,027 % mfm
e BeHsWn yMHHamar 0,1425-0,1575 % m/m 0,1525 % m/m
5. | Mikpo6ioncriuHa Yucrora
*  3aranwHa Kinbkicri aepoBHux 200 Tecr He
mikpoopradismie, {(KYO/T, He Blabwe Hixk) posoAUBEA
*  3aranbHa KiAbKICTE ARIKOAKOBKX Ta 20 TecT He
naiceHesnx rpubis, (KYO/T, He Ginblue Hix} nposoAUBCA
e  Ps.aeruginosa,elr BiacyThi TecT He
NpoBOANBCA
* 5t Aureus,Bl1r BiacyTri Tect He
NpOBOAWBER
e ECol,alr BiacyTHi TecT He
npoeoauscH
*  Salmonella,s 101 BiacytHi TecT He
nNpeBogUBCA
MocwunaHuga -
MNeperaanyro: .........Biserka Vasileva Aara; 06.12.2024
Crapwwuii daxiseup sigginy
KoHTpoato akocti (nianuc) 06.12.2024
3aTBeparKeHo: ........Gergana Stefanova Hdara; 11,12.2024

YnosHosameHa ocoba

MNiareepgieHo, WO AaHWE NPOAYKT BUPOGACHO 3 AOTPUMaHHAM BUMOr GMP

11,12.2024

{rignuc) 11.,12,2024

Homep 3Bity 416806
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AEPIKABHA CJIVIKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KMIBCBHKIN OBJIACTI

npos. Ceitarynol Hanil, 3, M. Kuie, 02099, ren/daxce: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOVY 37078774

B CHOBOK
0po AKICTH BBE3EHOI0 B YKPAaiHy MiKapchKoro 3aco0y

01.01.2025 Nt 69238/25/10

CYJTOKPEM

(safivenypakms Aikapcbkoro 3acoby 3rifHO 3 peecTpauilinu NOCBIGeHEIM)
KpeM Jisl 30BHIINEOr0 3acTOCyBaHHs Mo 125 r y moainponinenosiii 6amouni 3 xoHTposem
epPLIOro BiAKPHTTS
(i(bopma BHRAYCKY, MO3YBANHY, BHA HAKYBAHS XAPCEKOrO 32c06Y)

Homep peectpauiitroro nocsimmenns UA/4451/01/01 crpox aii peecrpauiiinoro nocsisuenns 01.01.2099
Cepist stixapeskoro sacofy Ne 165245 Kinpxicrs BBe3eHOr0 Aikapeskoro sacoby 11604

BupoGHuK bankangapma-Tposu AT, Bonrapis
(naiiverysants BupofiniKa nixapeskoro 3acoBy, Kpalka NOXO/UKEHH:)

Bgeseno 5 Yxpainy TosapucTBo 3 06MexeH010 BinnosinansaicTio "Tesa Yicpaina", inenr.
wom: 34770471
(naiivenypanna ra xog 3a EAPIIOY opanuutor ocodn abo npissime, iM'a, o GaTskoR znunol

0co6H - NANPHEMUA, Tt MICIe NPOXKHBAHHA TA PCECTPALNITHNI HoMep 0BAIKOBOT KAPTKH MHATHYKA
nojaTkis abo cepia Ta HoMep nacnopTa}

IIpoTokoen sisyansioro xonrpomo sig 27.12.2024 Ne 4146/4.

3a  pesynsTaTaMH  NEPHABHOTO KOHTPONIO BCTALIOBNEHO, WO JiKapchkmil 3acif  BBeseHo B Vipaigy 3
HOTPHMAHKNAM puMor 3ax0HOZABCTEA MOAO 3a6e3nede s AKOCT Jixapchbkux 3acobin,

/g- CQJ/ Biktop CTEDKIBChKHH
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