Mepune MmbX

MIATBEPKEHHA BUITYCKY

Kpaina;

3amOBHMK;

MNpoayxr:

Homep capii:
MepsuHHa ynakoexa:
Homep cepii Meprae:
CAM Homep:
Nixapceka popma:
AKTVBHWIE iHrpepienT;
Cuna pii:

OanHuus cuanm aji;
Ymoeu 36epiranna:

Homep peectpauilinoro NoCBiAYeHHA:
Poamip cepii rotosore NROAYKTY:

Homep niuensii;

GMP ceprudikar:

MPE3EHTALLIA NPOAYKTY
®opma ynarosrm:
Brop.ynakoexa:

NouaTok nakyeakua:
3aseplieHds na RYBEHHA:
Kopobka:

IHEeTpYKYiA;

Bupo§auk cepli «in bulks:

NakysanbHuk:

KoHTponb skoct:

BupoBruku agTusHol PEHOBHHM:

BignosigannHuii sa BUNYCK;

Mepkne MmbX
Fpag-Apxo-Wrpacce 3
D-82079 Ynpm

YHpaiva
Tesa

5

bICONPONOA-TEBA, Tabnetiy no 10 mr, N230 (3 6aicr. x 10 Tabn.}

B59370A

B59370A

B59370A

275606

TabneTkm

bicorponony dymapar

10

mr

He sbepiratn suuge +25°C
UA/1728/01/02
143.620,000 ynakosok
DE_BW_01_MIA_2023 D121/ DE_BW 01_Merckle Weijler
DE_BW_01_MIA_2023_0120/ DE_BW_01_Merckle Ulm
DE_BW_01_M!A_2022_0088/ DE_BW 01_Merckle Blaubeuren
DE_BW_01_GMP_2023 0108 — Allounii (BaayGoliper)

Hata supobHnurea:
TepmiH NprmgaTHOCTI:

PO3MIp ynakosku:

DE_BW_01_GMP_2023 0201 — Aitounii (BrayGoiipen, Belnep)

DE_BW_01_GMP_2024 0078 - AioUnii (Yanm)
DE_BW_01_GMP_2023 0202 - nonepesHii (Yabm)

04.2024
04.2027

30

DE_BW_Ol_GMP_2023_O{)87 ~ nenepeani (Brayboiipen, Belinep)

DE;BW_OI_GMP_2021_0173 — nonepeaHiit (Brayboiipen)

30 Tabnetok/Baictep

B59370A
16.05.2024

23.05.2024
$276924.07-UA

276326.05-UA

Mepkne F6X

/hoasir Mepkne Wrpacce 3
83143-bnayboiipen, Himeuwyuha
Mepkne F'mbx
Mpad-Apro-Lrpacce 3
89079-Ynum, Hinmeuvmnna
Mepkne F'mex
Tpad-Apko-Ulrpacce 3
8907%-Yrum, Himewuuna
Moexc Katanana CJ1 EC-Py6i
Cesap Mapriveani 1 BploHer 12 A
08191-Py6i, lcnanin

YHikem flabopatopis Nimiten
Maor Ne 89 MIAC apea

4021 16-MaxapaLqua, IHain
Meprre I'm6X

Nioasir Mepkae Wrpacce 3
89143-Snay60ﬁpe»—!, Himeyuuna

Crop.134

Mepkne cepia/Homep B59370A/275606
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Meprnre TmaX

HOAHNX 3HAYHMX 360 KPUTUYHKX BIAXMAGHD, LIO MOXKYTS BIUIMHYTA Ha BUNYCK cepii, He Byno 38APEECTPOBAHO.

Aifichum 7 sarsepoxyio, WO HasefeHa BMlle IRpopmaums & CNPaBmHbow | ToyHow. La cepin npoaykry bGyna sWroTosneHa,
BKAIOYAKYW NaKkyBaHHA/ MapKyBatHg | ROHTPONL AKOCTI Ha BULILe BKa3aHiH Ainanui (ninarkax) s noswin BiANOBIAHOCTI A0 BUMOr
GMP, scTaHoBAeHMMK EC, | 8 BIANOBIAHOCTI a0 creundikaliit Toprosoi Nigensii KpaiHn-imnoprepa. MpoTtokonu BMpobHWUTBa,
NaxysaHHR | ananisie cepii Gyno PO3MNAHYTO | BU3HAHO BiANDBIAHICTS 3 GMP. L cepis Bunyiuena aas Toprigai.

Bepcin 02 3aminine sepciic 01 Big 03.06.2024
MpuurHa 3aminm ; KopuryBarina CA.

Jdara/Mac; 03.06.2024 / 13:53:05
3arsepamero:  Cynthia Maehnert, YnosHoBameHa oco6a
Lell cokymenT CTBOPEHKIA B EN1EKTPOHHOMY BUIIR A 3 /EKTPOHHMM nignucom.

Mtianuc : Dr. Martin Hoynck, YnosHosamena ocoba 17.06.2024

diwmrfring
4770871

R, Ipastw
%, xoad

Mepkne TmBX
Mpad-Apko-llTpacce 3
D-89079 Yabm Crop. 234

Mepkne cepia/Homep B59370A/275606




Mepxnae Ma6X
Ykpaina

CEPTUDIKAT AHANIZIB

Hata Bupobruurea TepmiH npuaaTHoCT Bepcin
04.2024 04.2027 02
Cepin Cepis samoBHMKa  Cepia npoAaasLs
B59370A
KoHtponbHa napria
202404015697
ID npoaykry Cneumndikauia
BOC3 BOC3-M-F25
BICONPOAOA-TEBA, ra6netku no 10 mr, N230 (3 baicr. x 10 Ta6n.)
Bunpobysanun Creungikauia Pesynbratu —‘
3aranbhi ta cneyndiuni X3PAKTEPUCTUKHU
¢ Onuc bexesi i3 BAPaNAeHHAMY,  Kpyrni, AaBoonyrai
TabnNeTkU, 3 TUCHEHHAM «10» Ta NIHIE0 po3nomy Ha Bignosinae
0AHIA CTOpOHI,
*  CepaHs maca 180,0 mr+59% 180,4 rar
B BigcoTkax 95 - 105% 100 %
*  CTifiRicTb A0 po3nasmiosanHs 35-115H 85H
*  CTupanicTs £1% 0,0%

lnernTtudikauin
*  Giconponony remidymapaty (BEPX)
* bBiconponony remibymapary (Yd-Bugmma
obnacts)

laenTnikauia 6aperukie
*  bapBHUKM 3ani3a oKcHAy (KoAbopoBa
peakyis}

Hac yTpumyBaHHA Bianosigae CTaHAzpTY
CrekTp Binnosinae cTaHaapTy

Bianosizae
Bionosinae

Bunpobysanus na XimiuHy unctory {BEPX)
¢ [flomiwka A; €8p. ©. (BeHsunosui cnupT)
¢ [Jomiwka M, Pharmeuropa (Penon)
* lomiwkaL; Esp. o, {Anbgerin)
*  [Homiwkg P, Pharmeuropa (Biconponon-
Rucnota)
*  Jomiwka H, Pharmeuropa
{TiapoxkeneTnnoeni edip)
*  [fomiuka K, €ap, D.(Edip)
*  bByab-Aka iHwa pomiwka
*  3ara/IbHi NOMILKM
Bmict/rabnetka
*  Biconponony remigymapary (BEPX)
Y BiACOTKax

<0,3%
<0,2%
<0,2%
<0,2%

<0,2%
<0,2%

£0,2%
<1,0%

10,0 mr+ 5%
895 -105%

Hepsore 3abapsaexHs: No3MTHBHA

I

Bignoeinae

<0,05%
<0,05%
<0,05%
<(,05%

<0,05%
<0,05%

<0,05%
<0,05%

Onnropignricte nozosanux OAuHuYbL {OB)
. Biconpononyremid}ymapaw
{Pamarischka CnekTpockonis)
anbTepHatuea (BEPX)
NPUAHATHE 3HaYeH HA (L1)

Bunpobyeanuna Ha PO3YUHEHHSA
* biconponony remidrymapary (BEPX)

BunpobysakHa Ha Gioneriuny Besnexy

* MikpobBlonoriuna ymerora _]

NoBnHHa Bignosinati €esp. ©, 2.9.40

Binnceinae,

L1<15,0% Av BEPX
L2 makcumaneHo gonycrummii hianasoH 25,0%

< 15,0% AV 7.7%
Q =70% vepes 30 xBUAKH, 100 %

OujHxa zrigHo Esp. @, 2.9.3

€ap. ©.5.1.4

Meprne MabX
I'pad-Apko-LUtpacce 3
D-89079 Yabm




[ CEPTUGIKAT AHANIZIB
fata supobrmuTea
04.2024

Cepia

BS9370A

KoHTposbHa napria
202404015697

ID npoaykry

| Boc3

TepmiH npugaTHocTi Bepcis

04.2027 02

Cepis samosHvka  Cepin npoaasua

Cneundrikais
BOC3-M-F25

BICOMPONON-TEBA, Tabnetku no 10 mr, N230 (3 6nict. x 10 1a6n.)

€Bp. ©. 2.6.12
€ap. @, 2.6.13

TAMC: < 103 KYO/r
TYMC: < 10 K¥Q/r
E.coli: sigeymHa/r

MpumiTkir: Bepcia 02 saminioe sepcio 01 sin 03.06.2024
[TPUYMHE 3aMIHM : KOPMrYSaHHRA NMAGHY TeCTYBaHHA

Cepia Byna su3kana ax TaKa, Wo Bignosigae cneundinauyi.

fdata/Mac: 03.06.2024 /13:53:05

Bianosigae

3atsepamero:  Cynthia Mahnert / ¥nosHosasmena ocoba

Uelt nokymenT creopenuit s ENEKTPORHOMY BUIAA/] 3 @NeKTPOHHMM nignucom.

Mepine TmbX
Mpag-Apro-litpacce 3
D-89079 Ynum

Dr. Martin Hoynck 17.06.2024
YnosHosarkeHa ocofa (nignwc)
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HEPKABHA CJIYIKEBA 3 JUKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIT OBJIACTY

npos. Ceitnuunor Hagii, 3, m.Kuis, 02099, ren/thaxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
po AKicTh BBE3eHOro B Yipainy NiKapceKoro 3acoby

18.10.2024 Ne 52499/24/10

BICOIIPOJIOJI-TEBA

(natiMeHyRaH MXapchXoro 3aco0y 3rixHo 3 pecerparutiinumM nocRiguenHAM)
Tabserku 1o 10 mr, mo 10 Tadnerox y GuicTepi; mo 3 6aicrepu B Kopobui

(thopma summycky, xosysanuus, sun TIAKYRaHI JiKapCLKOIo 3acofy)
Honep peecrpauiiinoro noceimuenns UA/1728/01/02 CTpoK Aif peccrpauiitioro noceiguernna 01.01.2099
Cepin nikapebxoro sacofy Ne BS9370A Kimxiers Beeserioro nikaperxoro saco6y 143610

BupoBuk Mepkne I'm6X, Himeuyuna
(1raftvenysanns BHpoGuuKa RIKapCRKOro 3acofy, Kpalka ROXomkeHH)

Bseseno » Yipainy Tosapuerso 3 06mexenoo Binnosiganenicrio "Tera Yxpaiaa", igenr,
ron: 34770471

(natinerrynans Ta xom 3a CIPTIOY 1oprHOT ocoGu abo mpizamie, ia's, 0o GaTekon! thizsanor
ocobu - mianpueMu, it sicue npoxusanns Ta pecerpauiiinuii HoMep obnixosoi KapTK{ fuarniKs
noparkin abo cepit Ta momep NacHopTa)

poroxos sisyansunoro xenrposmo sin 15.10.2024 N 3125/7.

3a  pesynstaramu HCPXKABHOrO  KOHIPONIO BCTAHOBNEGHO, Wi nixapcekuii  3aci6  Buezeng B Yxpainy 3
AOTPHMAHHAM BuMOr 3aKOHOLABCTRA MWORO 3abesnievenns axocti nikapeskux 3aco6in.
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