epmucpixam na cepito
02279248

Cwvna pji/aKTUBHICTb: 10 mr Poamip/Tvin naKyBaHHA: 30 kancyn (M'skux) B NMBX
ViaTepian N2 10198671 pnictepax
Homep cepii: B9238B01 [laTa BUNYCKY: 16 cepnHsa 2022 p.

[laTta BUpoOHULTBA: 07 yepsHa 2022 p.

TepmiH I'Ipl/lplaTHOCTiZ yepseHb 2025 p.
KpaiHa-imnopTep: YKpaiHa Peectpauiite noceigyeHHa: UA/2865/ 01/02

NakyBaHHA:

KetenenT Oxepmani E6ep6ax TMoX, Nammensdaxeplutpacce 2, 69412 E6bepbax, Himey4nHa
NMiuexsis Ha BupobuuuTeo Ne: DE_BW_01_MIA_2021_0136

FudraGMP ceptudikar Ne:  DE_BW_01_GMP_2021_0068

CeprndiKoBaHi KOMMOHEHTH |
10195241 POAKKYTAH KANCYJIX (M'AKI) MO 10 MP

[MapTisa N: B9238

KeTeneHT MxepmaHi EGepbax Mm6X, Flammvensbaxepiutpacce 2, 69412 E6epGax, Hiveyuunra

Miuensia Ha BupoBHuuTeo Ne: DE_BW_01_MIA_2021_0136
EudraGMP ceptudikatr Ne:  DE_BW_01_GMP_2021_0068

Llum 3acBigyyl0 OOCTOBIPHICTb | TOYHICTb BULLEeBMKNageHol iHdopmauii. Lia napTis npoayKuli
B/FOTOBMEHA, BKIOYAuM NPOLEC MaKyBaHHA/MapKyBaHHA — Ta  KOHTPOJIO AKOCTI Ha
BlLLEe3a3HAYEHVX AiNIbHULAX, Y MOBHIN BiANOBIAHOCTI 3 BUMOraMu GMP micueBoro PerynAaTopHOro
oprady Ta y BiAnoBiAHOCTI A0 cneundikauin Ceipoursa npo PEECTPaLLto Y KpaiHI-IM noptepi. g
yac nepesipKy AaHnX CTOCOBHO NPOLIECY BV DOGHMLTBA, MaKyBaHHA Ta aHani3y napTii BCTaHOBJIEHA
BiOMOBIOHICTb LMX AaHux Hopmam GMP. Bunyck cepil GyB 3MiMCHEHWI OPMANYHOI 0C0B0I0
d.Xodbdmanu-TIa Pow Al, BiagykrwTpacce 395, 4051 Basenb, LUsenuapia, JliLeHsia Ha
8PO6GHNLTBO N2 511265

Esther Reber
MeHemkep 3 nUTaHb 3a6esne4eHHs AKOCT!

€BPOTENCbKMM Hacom

dapmaLleBTUUHWI BIAOIN Ten.: +41-61-
CH-4070 basenb dake: +41-61-688




RaTaneHT KOH®IIEHLIIHO

CeptudikaTt aHaniay
KetenenTt xkepmaHi E6epbax Mm6X M.0.6. 1243 69402 EbGepbax, HasBa [DOAVKTY ROA 10 MG CAPS. TYP HE-NI EX-CAT,
HIMEYYNHA fasBd NPoAyKTY Genisys No. 10195241 (ISOLATOR)
N2 rnpoayKry 2752.B.K.

o) qu:) CbMaHH-ﬂFI Pow JTA Popma fo3yBaHHS M'sKi Kancynu

o PN T SR TR ¥ P PR T N2 BLUpOOY KIEHTA 107199241
Site Manager — External Quality Small Molecules  gepcin cneundixauii 00000004
Europe Solid Dosage Popma 3 oBan
Mina Gerard (Kachloul)/ 6yauHok 683/ KimHaTa Cepia A000028552-01
3A102 3aMOBJIEHHs KIiEHTa 7000338063
4070 BA3EJIb Cepis Ans 3aMOBHUKa B9238

LLI Bel71 Ll.apiﬂ KaTaneHt 3amoBieHHA N2 A000028552

[lata BUpOGHULTEA 07 uepBHs 2022 POKY

Martepian N2 3aaBneHi Pe3ynbtar Meton TecTy
BJIACTUBOCTI

TecT

nuc
(bopwma: 3 osan BIAMOBIAAE BIAMOBIOAE
Konip: KopyiHEeBO-4ePBOHUMN, BifnoBinae BiAMoBinae (
Henpo3opun 1534 - 000
Binoutoxk: ROA 10 ROA 10
YopHuin: ROA 10
BmicT kancynu: TeMHO-X0BTa BionoBifae BinnoBinae
ofHopioHa cycneHsis
Mexi: n=10; oiHa Karncyna |
CepepHi poamipu Karncynm 2PS 1460/ NCM
HosxuHa MiHiMyMm: 8.3 Mmm / 9.8 MM
HiameTp Makcumym: 10.7 Mm
MiHIMyM: 5.3 MM / 7.1 MM
MaKCcumMym: 7.7 MM

5

Mexi: n=10; oaHa Kancyna
CepenHsa maca HanoBHeHHA / OgHopigHICTL Macu, Maca RPS2000
HAMoOBHEHHA, BMICT Kancynum MmeHwe Hbk 300 mr

CepenHsa maca HarnoBHEHHS .
162.0 mr

LlinboBWIN NMOKasHUK: 164 Mmr MiHiMym: 157.4 mr / )
Makcumym: 170.5 mMr
[ianasoH y BincoTkax: 96.0 -

104.0%

lnenmdikauis RPS 3125 /TLLX

10118799 (for Isolator)
Mexi: n=1; 3MiLLIaHN :
) = 80 % vepes 60xs NEOP—

%\ Bifnosifae BiAnosifae

" Bipnosigae BiArnoBiaae

MaKCUMyMm

noeigomnAeTecAYy % 109 %

Anpeca KereneHT [xepmaHi EGepbax M'MOX

KeteneHT hkepmani E6epbax I'moX M.0.b. Micue sHaxomxeHHs: Ebepbax [laTta OpyKy:

69402 E6epbax,l1.0.b. 1243 Peectp: A" Manxaum XPb 713739 30 yepsHs 2022

69412 Ebepbax, MammensbaxepLiTpacce 2 MeHepanbHi MeHemkepu: Lutz Deitinghoff, Dr. Steven

T +49 6271 945 0/ ¢ +49 6271 945 3700 Fasman, Dr. Aristippos Gennadios Cropitka 1 3 4
Fonoea koHcynsTauinHoi paau: Dr. Karl Redl '
|neHTudikaLiiHuin Homep MOB: DE202278367




KeTeneHT [hkepmani E6epbax Mm6X 1.0.5. 1243 69402 EGepbax,
HIMEYYMHA

. XopdpmanH-J1s Pow JiTa

Site Manager — External Quality Small Molecules
Europe Solid Dosage a
Mina Gerard (Kachloul)/ 6yanHok 683/ KiMHaTa
3A102

4070 BA3EJIb

lliBenuapis

CepenHe

Mexi: n=6; oaHa Kancyna
IlpenTndikawin/ aHanis

I30TpeTuHoiHy Genisys No
10113799 (for Isolator)

AHanis

[ianasoH y BincoTKax: 99.0 -
105.0%

Meski: n=2: amiLlaHuii 3pasok 3 3
Kancyn -
MpoaykT1 po3namy
(peaynbTaT NoBiLOMIAETLCA, AKLIO >
0,149%, 3 OLHUM 3HAKOM MiCNiA KOMW; B
iHwomy Bunanky </= 0,1%

TpeTuHOIH
Ro 22-6595
Ro 22-8357
Ro 22-4596
HeneumndikosaHuin NOT
BinHocHWUI vyac yrpumaHHA ( 2
3aKu nicna komu) pesynbraty %
HeneundikoBanuin Ne2
BinHOCHWI Yac yTpumaHHsA ( 2
3aKy nicna Komu) pesynbraty %
HeneuudikoBanuit N°3
BinHOCHMIA Yac yTpuMaHHsa ( 2
3aKu MicrnA Kom1) pesynbTar y %%
HecrnieuudikoBaHwit, ycboro
Cyma BCIX
Mexi: n=2; amiluaHuii 3pasoK 3 3
Kancyn

KeteneHT bkepmani EGepbax M'moX 11.0.b.
69402 E6epbax,[1.0.b. 1243

69412 Eb6epbax, MammMensbaxepuitpacce 2
T +49 6271 945 0 / ® +49 6271 945 3700

Ne npoayKty
dopma 003yBaHHSA
Ne BpoOy KnieHTa

Jlata BUpoBGHULTBA

Binnosinae

1258 MiHiMym: 9.50 Mr /
viakcumym: 10.50 mr

He binblue HiX 1.0%
He Binblie HixK 1.0%
He Oinbwe HK 1.0%
He Oinbiue HiK 1.0%
NnoBIOOMJIAETLCA

He Oinblie HK 0.2%

NOBILOMJISAETHCA
He GinbLue Hix 0.2%

MoBIOOMJIAETLCH
He bifiblie HiK 0.20%0

He Ginblle HX 1.0%
He Oinblue HbK 1.9%

KOH®IOEHLIAHO

CepTudikat aHaniay
ROA 10 MG CAPS. TYP HE-NI EX-CAT,
Genisys No. 10195241 (ISOLATOR)
2752.B.K.
M’ aKi Kancynu
10195241
Bepcia cneuudikauii 00000004
dopma 3 oBa
Cepin - A000028552-01

7000338063

Hassa NpoayKTy

3aMOBJIEHHA KieHTa

Cepist AN 3aMOBHUKA B9238

KaTaneHT 3amoBfieHHs N¢  A000028552

07 4yepBHA 2022 POKY

100%

Bipnosinae

RPS 3116/ BEPX

Appeca ' KeteneHT [xepm
MicLie sHaxomxeHHs1: Ebepbax

Peectp: A" Manxaiim XPb 713739

FeHepanbHi MeHemxepu: Lutz Deitinghoff, Dr. Steven
Fasman, Dr. Aristippos Gennadios

aHi EGepbax [M6X

Hara npywy:

CtopiHKa 2 3 4

lonosa koHcynbTauiiHoi pagu: Dr. Karl Redl

~ |genTudikauiiinnit Homep NAB: DE 202 278 367




KaTaneHT KOH®IAEHLINHO

CepTudikaT aHanisy

KeTteneHT [pkepmaHi E6epbax MTmoX 1.0.b. 1243 69402 EbGepbax, Ha3Ba HDOMIVKTY ROA 10 MG CAPS. TYP HE-NI EX-CAT,
HIMEYYUHA a3Bd NPOAYKLY Genisys No. 10195241 (ISOLATOR)
N2 npoayKry 2752.B.K.
. Xodf)dDMaHH-ﬂﬂ POLu J'IT.L'I. opMma A0SyBarHS M'siki kancyi
. N2 BupobYy KIllEHTA 10195241
y Small Molecules Bepcia crieumdikatii 00000004
Europe Solid Dosage dopva 3 oBan
Mina Gerard (Kachloul)/ 6yanHok 683/ KimHaTa Cepia A000028552-01
3A102 3amoBneHHA KnieHTa 7000338063
4070 BA3EJ1b Cepin Ans 3aMOBHWKa B9238

Lsen Liap I KartaneHt samoBsieHHa N A000028552

[laTa BUpoGHULTBA 07 yepBHs 2022 POKY

OpHopiaHicTb AO30BaAHNX OAVHULL RPS 3117/ BEPX

MokasHvik npuitHaTHocTi (M) NOBIDOMNAETLCA Y % 4,3 %

KinbKicTb 0aUHULb NOBIAOMJIAETLCA 10
3rigHo BUMOr EBponeichbKoi BiAMnoBigae BiAMNoBigae
dapmvakoneei, Papmakoneei CLLUA
Ta AnoHii, OAHOPIOHICTE BMICTY
Mexi: n=10; ogHa Kancyna
Mikpoo6ionoriyHa 4YncToTa, SP-0025
3rigHo Esponericbkoi Mapmaxkonel pna -
HeBOOHUX nepopanbHux npenapartis Il 5.1.4
3arasibHa KinbKicTb He Ginblue Hix 1000  He
aepoOHVIX MIKPOOPraHiamiB KYO/r NpOBOAUNOCH
(TAMC) | |

3ararnbHa KiJIbKICTb He binblue Hixk 100 He
OPDKOMXKOBYX Ta MJICHABUX KYO/r IPOBOAMIIOC
rpnbis (TYMC)
Ewepwuxia koni BiOCYTHI/T e

' MpPOBOAWIIOCH

3OBHILLIHFI na6opaTop|ﬂ
[Txenita Al
[ammenbbaxepLuTpacce 2
69412 Ebepbax, Hiviey4nHa
Nivensia: GELITA_Z001_19

KomeHTapl:
Liym cepTUdiKaToM MiATBEPAXKYETLCA BIAMOBIAHICTL Cepll 3 3aTBEPAKEHOI0 crieyu@ikaLleto.

BkasaHa cepia Bianosigae BuMmoram.

Aﬂpeca e e nmepMaHl E6ep6ax e

KeTteneHT bxepmani E6epbax M'mbX 1.0.b. Micue sHaxomKeHHs: Ebepbax
69402 Eb6epbax,1.0.b. 1243 Peectp: Al" MaHxaiim XPB 713739
69412 E6epbax, MammenbbaxepluTpacce 2 [eHepanbHi MeHemkepu: Lutz Deitinghg

T +49 6271 945 0/ d +49 6271 945 3700 Fasman, Dr. Anstlppos Gennadios
[fonosa KOHch'IbTaLI,IVIHOl paau: Dr. K

|nenTudikauiiinii Homep MNAB: DE 202 . P e A




CepTudikat aHaniay
KetenenT kepmari E6epbax MM6X M1.0.5. 1243 69402 Eb6epbax, HAsga DOMVIR ROA 10 MG CAPS. TYP HE-NI EX-CAT,
HIMEYYMHA a3Ba NMPOAYKTY Genisys No. 10195241 (ISOLATOR)
N2 npoayKry 2752 .B.K.

®. XohpmaH H-J1s Pow JiT4 (Popma A03yBaHHA IM'AIKI Kancysn
S'.’[ YE or — External Quality Small Me |' les N2 BUpo0y KIIEHTA 10195241
Site Manager — EX ernal Quality Small Molecules  pepcia creundiatiii 00000004
Europe Solid Dosage | | dopma 3oBan
Mina Gerard (Kachloul)/ 6yanHok 683/ KimHaTa Cepin A000028552-01
3A102 3aMOBJIEHHA KIliEHTa 7000338063
4070 BA3EJIb Cepis i1 3aMOBHMKa B9238

LU BC 17‘ Lia p lﬂ KaTaneHTt 3amoByieHHa N¢  A0000 28552

[ara BpobHuLTBA 07 4yepBHA 2022 POKY

[ Ketenent [xepmani E6epbax ['moX OPUONYHNA NMPaBOHACTYMHUK konuwHboro R.P.Scherer |
GmBH & Co.KG. Mu nigTeepmxyemo, Lo BCI MPOAYKTU NPOAOBXYHTb BVIpO6ﬂFITVICFI Ha TOMY |
camoMy OO'eKTI Ta Hemae XOOHUX aMiH IS MPOAYKLUil, npouecis, MeToAlB TeCTyBaHHA, |

crieurdikaLivi, TUNIB yNaKoBKM, AKOCTI NpoAyLi, BUMyCKy Ta aApeca 3anMLLAalTbCA HE3MIHHUMMW.

BunyteHo o 13:52 30.06.2022 poKy

[pnuc
16 cepnHs 2022 Dr. Benjamin Baur

—DocuSigned by:

Signer Name: Dmitriy Titov
Signing Reason: | approve this document
Signing Time: 26-Oct-2022 | 1:20:27 PM CEST
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ALnpeca KeTeneHTt

KeTeneHT Dxepmati E6epbax MmoX 1.0.b. MicLie sHaxomkeHHs:: Ebepbax Hata apyKy:

69402 EGepbax,1.0.b. 1243 PeecTp: A’ Manxaim XPb 713739 N 30 YepBHs 2022

69412 E6epbax, Mlammernbbaxeplutpacce 2 eHeparbHi MeHemxepu: Lutz Deitinghoff, Dr. Steven

T +49 6271 945 0 / & +49 6271 945 3700 Fasman, Dr. Aristippos Gennadios CropiHka 4 3 4
lonosa KoHcynbTauiriHot pagu: Dr. Karl Redl

 |genTudikauiiitmii Homep MAB: DE 202 278 367




comudicam
02279

POAKKYTAH® K

TGV MO 10 M Ne30

Matepian Ne: 10198671
Homep cepii: B9238B01 [1aTa BUMYCKY:. 19 cepnHa 2022 p.

KinbKicTb: 6109 yn.

TOB «Pow YkpaiHa»

M. XMenbHULbKUK, YKpalHa
Homep 3amMOBJIEHHA:
PeecTpadiiHe NMocBIAYEHHA: UA/2865/01/02

Homep noctayaHHa: 1210389580
9500016479 [1aTa 3aMOBJIEHHA: 16 ntoToro 2022 p.

[LopaTKy 10 LbOTO ALOKYMEHTa:

CepTudikar aHanisy: (4cropiww)

Stefan Schiumpf

KepiBHWK BiAaiy JIOTICTUKM Ta TOProBux O nepauin

Lleit LOKYMEHT CTBOPEHMIA B ENIEKTPOHHNIA CrIOCit Ta AificHuii Ges nianvcy.

Bepcisn: 20 ®. Xodpdmanu-Jia Pow Jita, dapmaLleBTUYHNIA BiAIT Ten.. +41-61-688-11-11
CH-4070 baseib dake: +41-61-688-80-20




TTEPYITIKCITYKBA
[A CIYIKEA 3 JITKAPCHKIX 3ACOBIB TA KOHTPO
HAPKOTHK Y KHIBCHKI OBJIACTI

mpocrekT Banepis Jlo6aHoBepkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €[IPTIOY 37078774

BUCHOBOKR

Homep peecrpamiiizoro nocsimaerts UA/2865/01/02 crpox aii peecTpariitoro moceimuenng 06.02.2025

KiymbKicTh BBE3€HOro Jixaperkoro 3acoty 6109

Cepis sixapcrkoro 3acoby Ne B9238B01

BrpoGHHK - ®. Xodpdmann-JIs Porn Jltz, Hisedmapis =~ I _

(HaiiMeHyBaHHS BUPOOHMKA JTiKapChKOTo 3ac00y, KpaiHa moxo, CHHS)

BBeseHo B YKpaiHy ToBapucTBo 3 00MeskeHo0 BinnositansricTio '"POII YKP HA"
_iment. xom: 36691549 0000000 000000 _ |

(HaliMeHYBaHHA Ta KOX 34 € JIPTIOY ropuanunoi oco6u abo NpI3BUILE, imM'st, 110 6aThKOB1 (PI3UYHOI
0cO0H - miANpHeMILs, ii MiClle TPOKUBAHHA Ta PEECTPALIMHAI HOME 0011KOBOT KapTKU IJIATHUKA
nojarkiz abo cepis Ta HOMEp NacIopTa)

IIpOTOKOJI Bi3yaIbHOr0 KOHTPOJIIO Bil 08.11.2022 N2 2818/4.

AOTPHUMAHHAM BrMOT 3aKOHOIABCTBA MO0 3 A6 e3IIeTEeHEST SIKOCT] JIKApCHKIX 3acobiB.
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