. Bseseno s Vepaiuy | R

RN ,z[a’rpﬂma HHHM BUMOr 3&:{0110,&&5{3’?3& [1[(}}:‘{{3 eaﬁeaneqem{s{ HKOCTI nmapcmmx 3&{:0615

33 peayﬂﬂra’ramn ﬁep}xaﬂnom I{Gmizsmm{} EGT&HOBHEH{}

,Z[EP)KABHA CJIY}KEA 3 .JHKAPCI}KI/IX EACOEIB TA I{()HTPQJHO 3A S
SRR  HAPKOTUKAMU ¥V KHIBCBKH{I OBJIACTI

ﬁpOB CEiTHHQHQI HH,I{H 3, m.Karis; 02099, Tenf(}:»az{c (044) 363 -06- 50
RERTN D—ma; ko@d . gov ud, I{o,zz Q,QPHC}E"’ 37078?’?4

BI/ICHOB OK

| Hp{} STKICTh: Bﬂeaem}m B Yﬂpalﬁy ﬂmap{:bm}m 3aca6y R
11 03 7-924 S B ISR ;N' 9513{24/10:1.7.'ff_-ff.ffi

""" AIIETI/IJIIIHCTEIH-TEB&
(HHHMEH}’HHHHH ﬁil(ﬂp{}b!{ﬁ?{} sacofy.
'raﬁ.fzeTmH mwunyyi go 600 mr,

3TLIHO 3. ?EEGT{JHHEE:{HHW[ nocazzzqemmw}

o 10 rabaerok y Ty6i; o 1 TY6i y kaproumiit H{}E()ﬁlii
{d}ﬂpma BHEYCKY, Iiﬂﬁ}"BHHHFI BUZR nalcyﬁa;zm TIKAPCHKOTO 333{35}0 |

Hmzep pE‘:EZC’i"pﬂHiHH{}F(} nocmzzqeﬂmr UA,/ l 8609f 01/ (}1 chpox gritt ;}em’rpaﬂmﬂom HGEB],[{‘IEHHE 16 03 2026

e Cepzﬁ mfcapeamm 33»:396y Nﬁ BSZOS#A """" U KinERieTs BEEICHOTG

BﬁpﬂﬁHHK S '_'_-_'Mepm& r MGX Hmet{%ﬂa

| (nam{e:—i}fﬂa}mﬂ BHpUGHHK& m;capcarcﬁra Bacaﬁyj Kpaina ﬁ{}\{}ﬂ}KGHHH)

o T{)Bapm‘mo 3 {}ﬁmemezmm m,annmgaﬂmnc*rm
C xon: 34770471 i

o {Hanmmyzsamm Ta KO 3a. CZ{?}?QV Iﬂpﬂﬂﬁqﬂm {}mﬁn 36{) Hpianume ', o 5&?5}{0131 (bmitﬂim
o ocobun - n;gnpuemm, 1 Miche ‘BPOKNUBHIHA Ta. peee‘g}aummﬁi HOMED {iﬁﬁiK{JBUl z{ap’r}m TUTETHHRA
SRR . HODETKIB 860 cepm Ta HOMEP H&LH{}}JT a)

”Teﬂﬂ Ympama” mem

o :_- Hpﬁmmﬂ B;:syanﬁﬂar{} Kﬂﬂ?i}ﬂ.}lﬂ} BI},I, GS 03 2324 Nﬂ 8351/7

o mﬁap%mn 3&{;16 BEeBaHo Yﬂpam}? 3

BIKTz}p CTE@KIBCEK I/H/I

{ IHHH‘}JIH T8 npmnmﬁe}

{mmmﬂ‘_ "




Mepkne TmBX
NIATBEPAHEHHA BUNYCKY

KpafHa:

3aMOBHMK;

[MpoayKT:

Homep cepii:.
[MepBUHHA YyNAaKOBKA:
MepKkne HoOmep cepils’
CAIl Homep:
JlikapceKa popma:
AKTUBHUM iHrpeaieHT:
Cuna aii:

OanHWUA crnan aii:
YmoBu 3bepiraHHa:

Homep peecTpaliMHOMO NOCBIAYe HHA:

Po3mip cepii roToBOrO. NPOAYKTY:
Homep niueHsir:

GMP ceptudikar:

NPE3EHTALIA IPOAYKTY

7~

Yipaina

Tesa

Auetunuucrein-Teea, TabneTky wunyui no 600 mr, Nel10 {1 +yba X 10 taba.)
B52084A | NaTa BUPCBHMLTEE; 01.2024
‘B52084A TepmiH npvAaaTHOCTI: 01.2026
B52084A

314401 Po3mip ynakoeBxuK: 10

Tabnetku Wwnnyui

aueTuaALKrcTeiH

600

Mr

He Buwe 25°C

UA/18605/01/01

30.924,000 ynakosox

DE_BW_01_MIA_2023_0121/ DE_BW: 01._Merckle Weiler
DE_BW_01_MIA_2023_0120/ DE_BW_01_Merckle Ulm

DE_BW_01 MIA_2022_0088/ DE_BW_01_Merckle Blaubeuren
DE_BW_01_GMP_2023_0108 — ajiounit (BrayGoipen) -
DE_BW_01_GMP_2023_0201 - girounit (Baaybolipen, paiioH Béﬁhé’p}
DE_BW_01_GMP_2023_0202 — gitouuin (Yabm)
DE_BW_01_GMP_2023_0086 — nonepeaniii (Yabm) N
DE_BW_01_GMP_2023_0087 ~ nonepeaHiit (bray6oiipeH, paion. Beinep)
DE_BW_01_GMP_2021_0173 - nonepeaHii (BaayboiipeH)

opma ynakoBKH: 10 wunyuux Tabnetokr/ TBepaa Tyba
Brop.ynakoska: B52084A

[lOMaToOK NaKkyRaHHA: 29.01.2024

3aBepLlUEeHHA NaKyBaHHA: 30.01.2024

Kopo6Ka: $341814.01-UA.

IHCTpyKLLiA:. 341818.01-UA

‘Tyba: 341807.01-UA

Bupobumk cepii «in bulks:

[MaKyBafAbHUK:

KoHTpons axocTi:

BUPOBHMK aKTUBROI peiOBUHY: |

‘BianosigansHuiv 3a BUNYCK cepiis

Mepkne TMBX
Nwoasir Mepkne Witpacce 3

89143-bnayboipeH, Himeudnra
‘Meprne FmbX

Mo asir Mepkne UWrtpacce 3

89143-bnayboitpen, Himeuumda
Mepkne FTwbX
pad-Apxo-lUTtpacce 3
89079-Ynum, Himeyumnra
dapmazenns TmbX  Himi-Pay6ninr
Byn. Pocenxeimep 43

83064-Paybniur, Himeyunna

Mepkne FmbX
Tpad-Apro-LUTpacce 3

89079-Ynem, HimeuunHa

HogHux cephoshux abo KPUTUSHUX BIAXMAEHD,. AKT MOKYT ma-m“anma 8 Ha BMNYCK. Cepii, He YN0 3apeECTPOBAHO. .

flaHMm A 3aTBEPAMKYIO, WO HaseaeHa BULe IHPOPMaLs € JOCTOBIPHOK Ta TOUHOH. Ua cepia Npo k]

EHH 3
;rr

¥ Faraf 7 l:!'.. = a’ BH”I‘OHEI‘D"‘IM
‘NaryBaHHA/MapKYBaHHA Ta KOHTPOAb AKOCTI HA BULE BKa3aHIM AinsHU (HinaHKax) B NOBHIi sianosjf .g-- o ,n,D BUMOT Bl tTaHGBﬂEHH}{'

-

‘€C, Ta B 8IANOBIAHOCTI 40 cneumndikauii ToproBol AiugHsii KpaiHk-imnopTepa. MpoToRoAx ampoﬁH
PO3MAHYTO Ta BU3HAHD BigNOBIAHICTL 3 GMP.

Lis cepis BunyweHa anna toprieni,

AaTta/Mac:  08.02.2024 / 10:06:42 CET
3atBepameHo: Cynthia Maehnert, YnoeHoBaeva ocoba

:{

'y
™
a
G;

giB cepil Gyno

Lient gokymeHT cTBOPEHMIA B @NeKTPOHHOMY BUIAAAI 3 @NeKTPOHHNM NihsEom.

: Mepkne TMbBX
pad-Apko-lLiTpacce 3
D-88079 Yabm

fle cepm/Homep B52084A / 314401

ﬁmw
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Mepkne TmbX

CEPTUDIKAT AHAJHIZY
HdaTta empobHumuTea TepmiH nprAATHOCTI Bepcis
01.2024 01.2026 01
Cepis Cepia 3amMOBHKKA Cepia npopnasus
B52084A
KOHTpOABHA Naptis
202404003601
ID npogykTa CrigumdikaLis
ADQ157 ~ AQ0157-M-FO5
Aletuanucreid-Tesa, TabAaeTiu wunydi no 600 mr, 10 (1 Ty6a X 10 tabn.)
BunpobysaHHna | Cneuundikauis Pe3synbratu
3arasnbHi Ta cneumndiuHi sBracTMBoCTi
WUNyurx TabneTok
*  0OnuC bina abo 3nerka xoBTYBaTa, KPYrNa, naacka 3 obox BOKiB, wunyda
Tabnetka, bes ainii PO3N0OMY | 3 3aMaxXOmM AMMOHA. Binnoeipac
& piameTp TabneTku 20,0 mm 1 0,4mm 20,2 mm
& BucoTa TabneTku 4,5 mm £ 0,3 mm 4,7 mm
«  cepenHn maca 2000 mr+ 5% 1991 mr
s yBiacoTkax | 95,0-105,0 % 99,5 %
O4HOPIAHICTE A030BaHMX OANMHKLLD
(PBM) fToBuHHa Bignosigatn €ep. ¢. 2.9.40
L1<15,0% AV
12 MaKCUMankHO AonycTUMKUi aianaion 25,0 % Biznosigae
®  NPUAHATHE 3HavYeHHsn (L1) < 15,0 % AV 1,2%
BTpaTta macu npy BUCyWYyBaHHI £0,7 % (m/m) 0,16 % (m/m)
Yac po3napaHHA £ 5xB 8200 mnBOoAM Npu 15-25 °C 3 x8
3aranbHiTa cneuundivHi BhaCTMBOCTI
PO3UYUHY
® OnWC Mpo30pui, 3AerKa KOBTYBaTHMH PO3UYMH 3.3aMaX0om AMMOHA Bianosipae
*  3HayeHHa pH 3,5-4,5pH 4,16 pH
lgeHTudikanin
e aueTvuauncTeid {BEPX) Hac yTpUMmyBaHHA BiANOBIgae CTaHZARTY Bignoeinae
® auetuauuereid (Yd-Bun.) CnekTp BignoBinae cTaHgapTy Bianosinae
BunpobyearHsa Ha unuctory (BEPX)
o pomiwxa C, Cep.Papm. <0,5% < 0,10 %
s pomiwka D, Cap.dapm. £0,5% <0,10 %
¢ Byab-aKa iHla gAOMiLIKa 2£02% <0,10 %
*  Cyma IHWUX AOMILLOK <0,5% <0,10%
* _ 3arajibHi AOMIlLIKN <1,2% ) | =010%
3anuwKoBuK po3urMHHKMK (IX)
®  i30NPONMACBUM CNVPT < 5000 ppm He TeCTYETLCA
DYTHUHHO
Bmict/wumnyua tabnetka
* aueTmaumcTeid (BEPX) 600,0 mr+5% 598,7 mr
* VY BiaCoTKax 35-105% 100 %
BunpobysaHHA Ha Bionoriuny 6eznexy
*  MikpobionoriuHa ymMcToTa Epp.Papm. 5.1.4. He TeCTYETbCA
Eep.dapm. 2.6.12 TAMC: £ 10° KYO/r o - “‘pETH PYTUHHO
€sp.®apm. 2:6.13 TYMC: £ 10% KYQ/r R R T,
E.Coli: BiacyTHa/r

Cepia 6yna BM3HaHa BignosiaHow cneyudikadlyi.

Jata/Mac:  08.02.2024 / 10:06:242 CET

‘3atsepgedo: Cynthia Maehnert, YnoBHoBaXeHa 0coba
Llett 4OKYMEHT CTBOPEH U 8 ENEKTPOHHOMY BUTAAAI 3 @NEKTPOHHWM RIANMUCOM

“Mepkne TMbX
pad-Apro-UlTpacce 3

D-89079 ¥abm Mepkne cepis/Homep B52084A /314401




