Mepkne Mex

MATBEPOXKEHHA BUNYCKY

Kpaina:
3aMOBHMUK:

Mpoaykr:

Homep cepii:
MepBuHHa ynakoska:
Mepkne Homep cepit:
CAN Homep:
Nikapcbka dopma:
AKTWBHI IHrpepieHTH:
Cuna gji:

OauHui cunn aji;
Ymosu 36epiranns:
Homep peectpaujiithoro
NOCBIAYEHHA;

Posmip cepii rorosoro npoAyKTY:

Homep niuensii:

GMP ceptudixar:

MPE3EHTALLIA APOAYKTY

Nakysanmnsa:

Homep cepiii Ha BTOpP.YN.
MNoyaToK nakysaHwHa:
3asepuieHHa nakysaHHa:
Ynakoeka:

IHCTpYKUA:

Tyba:

BUpoBHuK cepii “in bulk”:

MNakysanbuuk:

KoHTtpons akocri:

BUpoBHUK akTHBHOT
PEYOBWHM:

Mepine TmoX
Mpag-Apko-Llitpacce 3
D-89007-Yabm

YKpaiHa
Tesa

Onden® dopre rNAPOFEND, rens 2%, 100 r Nel, (1 ry6a x 100 r)

B65157 Hata supobnuurea;
B65157 Crpok npupaTHoCTI:
B65157

347697 Posmip ynakosku:

l'enb ans 30BHilUHBOrO 3aCTOCYBaHHA
Auknogenary dietunamin

23.2

mr/r

He notpebye cneujanbhmx ymoB 36epiranus

UA/19922/01/01

15.090,000 ynakoeok
DE_BW_01_MIA_2023_0121/ DE_BW_01_Merckle Weiler
DE_BW_01_MIA_2023_0120/ DE_BW_01_Merckle Ul
DE_BW_Ol_MIA_2022_0088/ DE_BW_01_Merckle Blaubeuren

DE_BW_01_GMP_2023 0108 - Aitounii (Bnayboiipen)

08.2024
08.2026

100

DE_BW_OI_GMP_2023_0201 — Alounit (BnayBoiipen, paiio Belinep)

DE_BW_Ol_GMPh2024HOO78 = Aitounit (Yaom)
DE_BW_Ol_GMPk2023_0202 — nonepegHii (Yaem)

DE_BW_01_GMP_2023 0087 - AonepeaHii (BnayBoiiper, pation Befinep)

DE_BW_01_GMP_2021_0173 — nonepegHiil (BrayGolipen)

100 lene ana 30BHIWHBOMO 3acTocysaHHna /M’aka Ty6a
B65157

08.08.2024

08.08.2024

5349110.01-uA

348136.01-UA

363257.01-UA

Mepkne Frm6X
Mpag-Apko-Ltpacce 3
89079-Ynim,

Himeuyuna

Mepkne rmbX
lpag-Apko-Lirpacce 3
89079-Ynbm,

HimeudunHa

Mepxrne MmbX
Moad-Apro-Ulrpacce 3
89079-Ynbm,

Himeuyumnna

Amoni Opranike NBT Nra, IH-Bani
Mot Ne322/4, 40 Weg Epea, I1.4,
396195-Bani, l'ypxapar,

IHaia

Crop.133

cepin/Homep B65157/ 347697
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Mepkne TmBX

Bignosinaneuuii 3a eunyck:  Meprne Fm6x
M'pad-Apwo-LUTpacce 3
89079-Ynem,
HimeyuuHa

HoaHux cepiiosHmnx abo KpUTUUHNX BIAXNAEHD, AKT MOMKYTb BIAWHYTH Ha BUnyck cepii, He Byno sapeectposako,

Aanum s 3aTBepgMyo, WO HaBeAeHa Buue iHbOpMaLLA € CNPaBRHLOK | TOUHOIO. Lia cepis npoaykTy Byna Burotosnexa,
BRAOYGIOUN NaRYBaHHA/ MapKyBaKHHA | KOHTPO/Ib AKCCTI Ha BMLLE BKa3aHil ginAHU {Binavkax) B noewiii BiANOBigHOCTI A0
Bumor GMP, sctaHoBteHMmMU EC, i B BiANOBIAHOCTI Jo cneuudikawii Toprosoi niyensii Kpaihu-imneprepa. MNpotokonu
BUPOBHULUTBA, NaKkyBaHHA | aHanizis cepii 6yno po3raHyTo i BM3HaHO BianosigHicTL 4o GMP.

Us cepia sunyuwena ana npoaay.

Aata/Nac: 23.08.2024 / 06:47:20 CET
3atsepmuero:  Thomas Willi
YnosHoBaMeHa ocoba
Lei noKyMeHT cTBopeHni & ENEKTPOHHOMY BUINAAI 3 eNeKTPOHHUM Nignucom,

LY
erudpined
mﬂﬁl 3“77G4? ! P

Meprne TmBEX
I'pad-Apko-LUtpacce 3

D-89078 Ynem CTOp. 233
cepia/Homep B65157 / 347697




Mepkae MmbX

Ykpaina

CEPTUDIKAT AHANIZY

Aara BupobHULTBa CTpok npuaaTHocTi
08.2024 08.2026

Cepin Cepia 3amMOBHMKa
B65157

KoHTponbHa napria

202404025854

ID nposykTa Cneundikallin
DoLC DOLC-M-F13

Bepcin
01
Cepia npopasuA

Onden® dopre MNAPOTEAND, rens 2 %, 100 r Ne1 (1 ry6a x 100 r)

Bunpobyeanns Cneundikayin Peaynbtati
3aranbHi Ta cneundiuni XaAPaKTEPUCTUKMU
*  30BHIWHIA BUrnag, OpHopignuit kKpemonogiGHUN rens Big 6inoro o Bianosinae
maiime Binoro konbopy.
¢ pH 6.8-7.8pH 7,25 pH
*  B'RaKicTb Mp#u Wwanakocti 3cysy 3%1/¢
18000 - 30000 mMa.c 27040 mila.c
laenTndikauin
*  Jurnodenak gietnnamin (YEPX) Hac yrpumyBanHa BiAnosigae crangapty Bianosinae
*  [ivknodeHak gietnamin {(yo-ama) CnekTp signosigae cTaHAapTy Bigniosigae
*  ByTuarigpokcuTonyon (YEPX) Hac yrpumysaHHs Bignosigae craHaapTy Bignosinae
XimiuHa umcrora (YEPX)
*  Homiwka A, Cap. dapm.
1—(2,6-,a,wxnopod)eHin)—1,3-,u,Mri,u,po-2H-iH,u,on—2-0H £0,2% <0,10%
*  byab-aka iHwa gomiwka <0,2% <0,10%
*  Cyma gomiwor £0,5% <0,10%
KinbkicHuit Bmict va 1 r resio
*  fuknodenak gietunamin {YEPX) 22,04 -24,36 mr 22,92 wr
¥ BiacoTKax 95.0~105.0 % (sig zansnenof KinerocTi) 98,8 %
*  bymuarigpokcntonyon {YEPX) 0,18 -0,22 mr 0,20 mr
Y BiACOTKax 90.0 ~ 110.0 % (Big 2aneneHo] KinbKoCT) 100,0%
bionoriuna Besneka
Mikpob6ionoriyna unerora €8p. Gapm. 5.1.4
€sp. bapm. 2.6.12 TAMC: <102 KYO/r
€ep. dapm. 2.6.13 TYMC: < 10% KYO/r
S. aureus: sincyTHA B T
L P. aeruginosa: BigcyTHa g 1 Bianosinae

Cepia 6yna BM3HaHa Ak TaKa, Wo signosigae cneundikayii MROAYKTY

Oara/Mac: 23.08.2024 / 06:47:20 CET
3aTeepmkeHo:  Thomas Willj
YnoeHoearkeHa ocoba

He# nokymeHT cTeopeanmii s ENEKTPOHHOMY BUrNALI 3 @EKTPOHHMM Nignucom.

Mepkne MmBX
I'pad-Apko-Lrpacce 3
D-89007-Yabm
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