Meprne MabX
MATBEPAMEHHA BUNYCKY

Hpaina:

3aMOBHMK:

Npogykr:

Homep cepif:
flepsUHHa ynakosKa:
Mepkne Homep cepii:
CAN Homep:
fikapceka ¢opma:
AKTWBHUMIA iHrpegieHT;
Cuna gaii:

OauHuua cunu gii:
YmoBUM 36epiraHHa;

Homep peectpauifinoro MOCBIAYEHHA:

Posmip cepii roTosoro APOAYKTY:
Homep niyensif;

GMP cepTrdikar:

NPEIEHTALIA NPOAYKTY

Dopma ynarkosku:

BropuHHa ynakoeka HOMmep cepil:

MouaTok nakysaHhs;
3akiHUeRHA NakyBaHHA:
EThreTka

Ynakoeka:

IHCTpYRUiA:

BrpoBHUK cepii «in bulks:

MakysanbHuk:

KoHTpons akocri:

BNpoBHMK akTMEHOT PEeYOBMHK:

BiarosiaanbHuii 3a sunyek:

HogHnx cepiiosnux aba KPUTAYHUX BigXHUARHD,
Aarum A sateepawmylo, wo HaBeAEHa BUwe

BW3RAHO BiANoBigHICTE 3 GMP.

Ll cepin sunyuwena ANg TOpriBAi.

YKpaiHa
Teea

Pucnepngon-Teea, opaneHuii posuuH, 1mr/ma; Nel (I ¢naron x 30 mn)

B59814

B59814

B59814

364998
QpanbHWA po3yuH
Pucnepupon

1

mrfamn

Harta supobHuiTea:

TepmiH npuaaTHocTi:

Posmip ynakosku:

He noTpefye creujaneHnx ymos 3bepiraHHg

UA/13379/01/01
922 ynakosku

DE_BW_01 MIA_2023_0121/ DE_BW_01_Merckle Weiler
DE_BW 01_MIA_2023 0120/ DE_BW 01 Merckle Ulm
DE_BW_Ol_MIA_2022h0088/ DE_BW_01_Merckle Blaubeuren
DE_BW_01_GMP_2023_0108 - ailouuis {Bnay6Goitpen)
DE_BW_01_GMP_2023_0201 — gjtouuii (BnayBoiipen, Belinep)

DE_BW_01_GMP_2024_0078 — pjtounii (Ynem)

DE_BW_01 GMP_2023_0202 — nonepegHii (Ynom}
DE_BW_01_GMP_2023 0087 - nonepeaHiv (bnayGolipen, Belinep)
DE_BW_01_GMP_2021 G173 — nonepedHii {Brayolipen)

30 OpantHWA poaunK /Crnana Naswka

B59814
01.G7.2024
01.07.2024

331562.01-UA

$331964.01-UA

331963.01-UA

Mepkne Maox
Fpad-Apxo-Wrpacce 3
89079-Ynem, Himeuumnna

Mepkne MabXx
Mpad-Apko-tlitpacce 3
89079-¥nbm, Himeydnna

Mepkae Tm6X
Ipad-Apro-Urpacce 3
89079-Ynem, Himeuuuia
AxyBinant ®apmosa Nimiteg

No. 18, 56, 57 & 58, KIAZG IHgacTpl
571302- HangwaHryr, KapHataka, IHais
Meprne [mEX

Mo gsir Mepine Wrpacce 3
89143-bnayBolipen, Himeyuuna

Tpancdapm Nogsuctiv TMEBX
Hikonayc-Orro-Ulltpacee 16
89079-Ynbm, HiMeuunHa

AKI MOMYTb MATH BNAKB Ha BUNYCK cepil, He By/1o 3apeecTpoBano.

IHpOPMAUKA € cnpaskHbOIO Ta ToWHOL. Ua cepin npogykty 6yna 8MpobreHa,
NakyBaHHA/MapKysaHHa Ta KOHTPOAL AKOCTI HAa BUIWLE BHazaHil Ainanui {ainsuxax) B noskii BIANOBIAHOCTI AC BUMOT GMP,
slanoeigHocTi 4o cneumdivawi Toprosoi niueqsif

/5

05.2024

05.2029
30

BKAOYaKYKM

BCTaHeeAeHWX EC, Ta B
KpaiHu-imnoprepa. MNpotokonu BKPOBHULTBA NaKyBaHHA Ta aHasizis cepil 6yno posrnanyTe Ta

Meprne TmbX
Mpad-Apko-iLTpacce 3
D-89079 ¥Ynem

Iy i 1564 th oo 10 1y /A

c.1l32

Mepkne cepin/vomep B59814 /364998

1




Meprne TmEx

Bepcin 2 ceprudixaty 3aminne sepcivo 1 8in 09.07.2024
NpudmHa nosTopHore nignMcanHa CeRTAGIKATY: KOPUIYBAHHA HA2BU npoaykry Morietz Hermann {niannc)
¥nosHosameHa ocoBa 11.07.2024

HAata/Mac:  09.07.2024 /07:53:19 CET
3aTsepamedo: Thomas Willi
YnosHoBameHa ocoba

dokymenT sateepmkeno s ENSKTROHHOMY BUFAALA] 3 @NEKTPOHHMM Mignncom

Ainguintah
4770471
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Meprna TmEX
I'pad-Apko-Wrpacce 3
D-89079 Yabm




Mepxne MmbX

YKpaina

PucnepuaoH-Tesa, opansHuii posumn, 1mr/mn; Nel {1 gpnakon x 30 mn)

CEPTU®DIKAT AHAIZIB

AaTta supobHuuTea
05.2024

Cepisr

B59814
KoHTpoAsHa napria
202404016530

1D npopyKTa

ROB4

Cepia 3amoBHKKa

TepmiH npugaTHocT
05.2029
Cepia npogaeuA

Cneuudirauin
ROB4-M-F15

Bepcia
02

Tectu Cneuudrirauyis Pesynbrati
BaraneHi Ta cneundiuni xapakrepUcTUKM
*  Onuc Npo3opa GesbapsHa piguHa, 6e3 BUAUMUX Bipnosipae
BR/OYEHL
*  3HadeHHA pH 2,5-3,5 pH 3,10 pH
*  MposopicTs | onanecueHLis < @TasoHHa cycneHsis | Bianosinae
*  KonboposicTb <B9 pr,noaip,ae
. : Bionosigae
*  MidimanbHuit 0b'em HanogHenHA MoemHHo Bignosigaty
*  OaHopigHicTe macu eigmipanoi 4031 Bignosinae
(Eap. dapm. 2.9.27) NosuHHe BiANOBIAATH
laeHtngikayis
*  PucnepmaoH (BEPX) Yac yTpumyeaHHa signosigae cTaHAapTyY Bignosigae
*  PucnepngpH (TUIX) 3Havyenna Rf signosigae crangapry Bianoeinae
*  BeHsoiiHa k1cnota (BEPX) Hac yTprmyBaHHA Bignosigae craHaapTy Bignosinae
Tect Ha YMCTOTY prcnepuaony (BEPX)
*  OKpema gcmillka £0,2% <(,10 %
& 3aranoHi Aomitikm <0,6 % <0,10 %
Bmict/1 mn posunny
¢ PucnepupoH (BEPX) 1,0mr£5% 0,971 mr
Y gigcoTkax 95-105% 97 %
*  beHsoiHa kucnota (BEPX) 1L,0mr£10% 0,972 mr
Y siacoTrax W-110% 97 %
Bunpobysanna Ha Gioaoriuny 6ezneky
*  Mikpebionoriyna wmeToTa Cep. ®apm. 5.1.4 Bianosinae
€ep.Papm.2.6.12/2.6.13

Npvmitkn: Bepein 2 ceprudikary saminne Bepcito 1 sig 09.07.2024
lNpuuura NoBTOPHOIG NignueaHHs CepTMRIKATY: KOPUIYBAHHA NAAHY TECTYBAHHA

Cepin Oyna BM3HaHa einnosigHow cneuurdikadii.

Merietz Hermann {nigmnuc)
Ynoe#oBaxeHa ocoba 11.07.

HBata/Mac:  09.07.2024 /07:53:19 CET
3atsepaKeno: Thomas Willi
YnNoBHOBaMeHa ocoba

Llefi noRyMeHT cTBOpeHUit B ENEKTPOHHOMY BUINALI 3 @AEKTPOHHUM NianHcom
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Mepkne TmeX
Ipag-Apko-LWrpacee 3
D-89079 ¥Yabm




