JIEPKABHA CJYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KMIBCHEKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.IKuis, 02099, Ten/daxc: (044) 363-06-50
IE-mail: dis. 1{0(7dls cov.ua, Ko €JPITOY 37078774

BUCHOBOK
PO SIKICTb BBE3EHOro B YKpaiHy JIKapcbKoro 3acody
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Mepkne F'moX

MIATBEPQKEHHA BUMYCKY

KpalHa:

3aMOBHUK:

poaykT:

Homep cepil:
{lepBrHHa ynakoBKa:
Homep cepil Mepkne:
CAll Homep:
NlikapcbKa dopma:
AKTUBHUMY iHrPEAIEHT:
Cuvna ain:

OavtHKUUA chunym ail:
Ymoswu 36epiradHa:

Homep peecTpauinHOro NocBiAYeHHA!
Po3mip cepil roTOBOro NPOSYKTY:

Homep niueHsil:

GMP ceptudikar:

NPE3EHTALIA NPOAYKTY

DopMa yNnakosKU:
BTop.ynakoBKa:

[To4aTOK NaKyBaHHA:
3aBeplleHHA NakyBaHHA:
KopobkKa:

[HCTPYKUIAT

BupobHUK cepii «in bulky:

MakyBanbHUK:

KoHTpoAb AKOCTI:

BiaAnNoBiganbHWM 33 BUTYCK:

Mepisie TMBX
pad-Apro-LUTpacce 3
D-89079 Yibm

YKpaiHa
Tesa

BICOMPO/ION-TEBA, tabnerku no 10 mr, Ne30 (3 6aict. x 10 Tabn.)

A66805D
A66805D
A66805D
275606

TabneTku

Biconponony dymapar

10
Mr

H e 3 6e pi raT‘M _ B Hu_lle +2 SDC |

UA/1728/01/02
107 110 ynakoBoK

DE_BW_01_MIA_ 2023 0057/ DE_BW_01_Merc
DE BW _01_MIA_2023_0056/ DE_BW_01_Merc
DE_ BW_01_MIA_2022_0088/ DE_BW_01_Merc
DE_BW_01_GMP_2023_0108 — gitoumnit (bnaybolipeH)
DE_BW_01_GMP_2023 0087 — gitounit (Baayboiipen, Bennep)
DE_BW_01_GMP_2023_0086 — aitouuit (Ynom)
DE_BW_01_GMP_2022_0090 = nonepeg#ii (Ynom)

K
K

K

Nata 8upobHULTBA! 08.2023
TepmiH NpUAaTHOCTI: 08.2026

Po3mip ynakoBKu: 30

e Weiler
e Ulm

e Blaubeuren

DE BW 01 _GMP_2022_0022 - nonepegHiit (bnaybolipeH, Bennep)
DE_BW_01_GMP_2021_0173 — nonepegHin (bnayboitpeH)

30 Tabnerok/bnictep

A66805D
24,08.2023
25.08.2023

$276924.07-UA

276926.04-UA

Mepkne M'mbX

Niogsir Mepkne Ltpacce 3
89143-bnaybowpeH, HimeudnHa
Mepkne TmbX
Fpag-Apko-Llrpacce 3
89079-Ynbem, HimeuuuHa

Mepkne TmbX
'pad-Apko-LUrpacce 3

89079-Ynbm, HimeuunHa
YHikem Naboparopis flimites

Mot Noe 99 MIAC apea

4021 16-MaxapatwTpa, lHain

Mepkne MmbX

Joasir Mepkne Wrpacce 3 NACL il g
89143-bsayboupeH, HimevdnHa y AU A

Crop.134
Mepkne cepia/Homep A66805D/275606



Mepkne TmbX

)'KOﬂ,HH)('BHHHHMX abo KPUTKUHHKX Biﬂ,XMﬂE’Hb, O MOXYTb BI/IKHYTH Hd 'BMHVCH:Cepi'I', HE-6VﬂO-3&p€€CTpOBaHO.

MliNCHUM A 3aTBEPOKYIO, WO HasedeHa Bulle HPOpMauua € CrPaBXHLO i TouyHOw0. La cepia npoaykTy byna suroTosnieHa,
BK/IIOHAIOUM NaKyBaHHA/MapKyBaHHS | KOHTPO/b AKOCTI Ha BULLLE BKa3aHii ainaHui (ainaHKax) B NOBHIN BiANOBIAHOCTI A0 BUMOT
GMP, BctraHoBneHumu €C, i B BianosigHocTi go cneuudikauin Toprosoi NiueHsii KpaiHu-ImnopTepa. NpOTOKONN BUPODHULTES,
nakyBaHHA | aHanisie cepii 6yNo po3rnAHyTo i BU3HaHO BiANOBIAHICTL 3 GMP. Lia cepia sunylleHa ons Toprisal.

flata/Mac: 01.09.2023/13:50:45
3atBepaeHo:  Dr. Martin Hoeynck, YnosHosaxeHa ocoba
Llet BOKYMEHT CTBOPEHMWI B €N1IEKTPOHHOMY BUINALI 3 €NEKTPOHHUM NiANUCOM:

Tpad-Apko-lTpacce 3
D-83079 Ynbm Crop. 234
Mepkne cepia/Homep A66805D/275606



Mepkne FTmbéX

Mepkne TmbX
Fpad-Apko-LiTpacce 3
D-89079 Ynbm

YrpaiHa
CEPTU®DIKAT AHANI3IB
[lata supobHuuTea TepmiH NpUBAaTHOCTI Bepcis
08.2023 08.2026 01
Cepis Cepisn 3amosHMKa  Cepis npoaasus
A66805D
KoHTpOAnbHa napTis
1202304027351
ID NpoayKTy Crneundikatin
BOC3 - BOC3-M-F25
BICONPOION-TEBA, vabnetku no 10 mr, N230 (3 6aicr. x 10 Tabn.)
BunpobyBaHHs Cneuundikauin Pesynbraru
3aranbHi Ta cneundivHi XapaKTepPUCTUKMK
e Onuc Bewesi i3 BKpanneHHAMW, Kpyrai, [ABOONYKAI
TabneTky, 3 TUcHeHHaM «10» Ta nidieo posnomy Ha | Bianosigae
e CepaHa maca O4HIiV CTOPOHI. 182,1 mr
8 BiACOTKax 180,0 mr£5% 101 %
e CTiMKiCTb 00 PO3AABNOBAHHA 95 ~105% 1 79H
e CTUpaHICTL 35-115H 0,0%
| =1 % e
iaeHTUdIKaUin
e bGiconponony remidymapary {BEPX) Yac yTpumyBaHHA BiINOBIAAE CTAaHAAPTY Binnosipace
e bGiconponony remidymapary (YP-Buauma CneKrTp signosifae cTaHapTy - Bionosigace
____ obpacTb) __ '
laeHTndiKaLuia bapBHUKIB HeperynapHe
e [BapBHUKK 3ani3a oKcMAy (KONbOpPOBa YepBoHe 3abapsneHHs: NO3nTUBHA BUNPOOYyBaHHA
| peakuis) __ |
| BunpobysaHHA Ha XimiuHy uncrory (BEPX) |
e [omiwka A; €sp. ¢. (BeHsunosmM cnupT) <0,3% <0,05%
e Jomiwka M, Pharmeuropa (PeHon) £0,2% <0,05%
o [lomiwka L; €Esp. . (Anbaerin) 1 £0,2% <0,05%
e Jomiwka P, Pharmeuropa (Biconponon- <0,2% <0,05%
KucnoTa) |
o [Jlomiwka H, Pharmeuropa <0,2% <0,05%
(FiapokcueTnnosnii edip) -
o [lomiwka K, €sp. ®.(Edip) <0,2% <0,05%
¢ Byab-AKa iHLWa OMILIKA <0,2% <0,05%
s 3aranbHi fOMiLIKK <Lo% Q0%
Bmicrt/Tabnerka
e biconponony remipymapaty (BEPX) 10,0 mr £ 5% 9,89 mr
- ysigcotkax 95 —~105% 199%
OAHOPIAHICTL A030BaHKUX oauHKub (OB)
e bGiconponony remipymapaty NosBuHHa Bignosinatn €sp. @, 2.9.40 Bianosipae,
(PamaHiBCbKa CneKkTpocKonis anbTepHatmea | L1 <15,0% AV | BEPX
BEPX) L2 makCHMmanbHO AONYCTUMKK fianasoH 25% |
NpUMHATHE 3HauerHH s (L1) <15,0% AV 1 2,9%
*  biconponony remipymaparty ToBuKHa BignosiagaTtk €sp. @.2.9.40 - HeperynsapHe
(BEPX) 1 <15,0% AV - BUNPODBYBaHHA
ez | L2 MaKCUMaNGHO AONYCTUMUIA AjariasoH 25% HeperynapHe
_NpuitHATHe 3HaverHs (L1) WA o NS0%A BUNpobysaHHA




[1aTa BUPOOHMLITBA
08.2023

Cepis

A66805D
KoHTponbHa naptia
202304027351

ID npoayKry

BOC3

CEPTUDIKAT AHAMIBIB

Cepis 3aMOBHUKA

TepmiH npraaTHoCTI Bepcis
08.2026 01
Cepis nponasus

Cneyundikalis
BOC3-M-F25

BICOMPONON-TEBA, tabnetku no 10 mr, N230 (3 6aicr. x 10 Tabn.)

' BunpobyBaHHA HA PO3YNHEHHSA
e FGiconponony remidymapary (BEPX)

Q = 70% vepes 30 xBUAUH,
OuiHka 3rigHo €8p. ©.2.9.3

99 %

BunpobysaHHA Ha BionoriyHy 6esneky
e MikpobionoriyHa 4McToTa
€sp. ¢. 2.6.12
€sp. ¢. 2.6.13

€sp. ¢.5.1.4

TYMC: £ 102 KYO/r

TAMC: €103 KYO/r

Bipnosigace

Cepis 6yna BM3HaHa BiANOBIAHOMK 4O cneungikauil.

[Oara/Mac: 01.09.2023 /13:50:45 ..
3aTBepaxeHo: Dr. Martin Hoeynck, YnosHoBaxkeHa ocoba

Lie# AOKYMEHT CTBOPEHWIA B @NEKTPOHHOMY BUI IR/ 3 €/1EKTPOHHAM

E.coli: BigcyTHa/r
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Mepkne MrmbX
pad-ApKko-lUTtpacce 3
D-89075 Ynem



