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BUCHOBOK
PO SIKICTH BBE3¢HOr0 B YKpaiHy JHIKAPCEKOro 3a¢o0y
03.02.2023. Ne 51250/23/10
_AMBPOKCOJI-TEBA

{HaHMEH}?BEHHH FHRAPCHROTC 38000y 3rifing 3 peecTpatiiismm HDCEEEIHEHHH%{)
cupon, 15 mr/5 mur;no 100 mur y daaxoni; no 1 $aaxory pasom i3 MIpHIM CTAKAHIEKOM y
KopobGui.

(rp{;pma EHH}’CK}’, RO3YBRaHHS, BUA THAKYBaHHS HII{apEbK{}F{} aamﬁy}
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Cepig nikapeskoro zaceby No X42826 Kinsxicts BBesenoro iikapeskoro sacody 29372
BipobHnK - Mepkie I'moX, Hiveuuyura: . |
{HaliMeryBatHy BHp{}ﬁHHK& HiKEpEbKBI‘E} aacﬂﬁy, Kpama mmﬁmﬂmz)
Bseseno B Vxpainy ToBapHCTBO 3 60MEKEHOI0 BiTNOBIIATBHICTIO -"‘*Téﬁﬁ_'?k‘p'a‘i‘ﬁa" "
iment. kox: 34770471

{HaliMeryRatHg T2 Ko4 34 €APIIOY E{Epﬂ,ﬂﬁq}i{}i ocobu ado. ﬁg}manuﬁa M, IO ﬁaTzﬂcDBi
Pizwrarol ocobit - manpremus, 1 Micte TpoKURatEg Ta peecrpaniifeni #oMep ofaixoroi
KapTKyt TIATHHRA TOAATKIR A00 cepis Ta HoMep maciopra):

Hporokoa ssyanbroro xourponio six 30,11.2022 M 3174/6.
JlaGoparepauit aHani3 SKOCTLIIKAPCEKOro 3&006}«* 3midCHEHI:
AT “HBH’F}‘)&I{LH& nabopaTopis 3 aHaNi3y FKOCTI MKAPCHKIX 3aCOBIB I MENUIHOT nponyruil”

(m.Kuis, By Kyapsascexa 10T m.Kuis; syn. Kynpasceka $B Kuiecska obmacts, ¢. Hosi
. Herpisui, Byn. Inana Opanka, 19)

(HaliMeHyBaHEA Ta MICIE3HAXOKEHHS, HHﬁDp&T{EpH o Hpeaena ﬂaﬁ{spa'mpﬂmi AHANS. ﬂmc“rl)

Bucnosok mofo 1kocTi sikapeskoro 3acoby, sraanutt mafoparopiero rin 19.01.2023 No 0074

PesynrraTi nabopaTopHOro aHANI3Y AKOCT] NiKapCEKOTO 3ac¢obY 52 nepeBipeimu noxazuukamy BIHOBIZAIOTE
BHMOTAM METOAIR KOHTPOJIO AKOCTI (aHANITHYHO-HOPMATHEHOT NOKYMEHTAIHT):
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Mepkne MbX
TeBa AXEeHepUKe cucTem

CepTrdikar BUNYyCKY cepil

KpaiHa:

- 3aMOBHHUK:.
[MpoayKT:

Homep cepir:
TMepBWHHA ynakoBka:
Mepkne Homep cepii:
'CAMN HOmep:
JikapcbKka dpopma:
AKTUBHUI iHrpenieHT:
‘Cwna Aii;

YmoBu 36epiratHA;

Homep peectpauifiHoro noceigueHHa:
Po3mip cepii rotoBoro. npoayxty:

Homep niueHsis:

GMP ceprindikar:

DOPME YAIKBEKNA?
BTropuxHa ynakoska:
-FlovaToK ynakosku:.
‘3aBepileHHs yrMaKoBKK!

ETuxeTka

Kopobka:

lHCTpyKWiA:

BupobHuk cepii “in bulk”, )
NaKkyBa/bHKUK, KOHTPOAb AKOCTI:

BUPOOHMK aKTUBHOF PRUQBUHM:

BignosigankHiil 3a BURyCK:

AaHHWUM A RATBEPAKYIO, WO NOAAHA BUILE iHpO pmaLia € AocToBiPHE Ta TOYHA. LaHa
'YNAKOBKY/MapKyBsaHHA, | npoBeeHuil KOHTPONb AKOCTI HA BKa3aHik supobuKYii gin
€C, a Takow y BignosigHocTi 40 cneuneikauii oo PI ke - g _¢ Ha npenapar.
"PO3FAARHYTI | BU3HAHI TaKMMMK, wo BI,EI,HUEI‘,D,E!GTI: f :

AaHa cepia sunyweHa ans Npoaamwy.

Meprne TMBX
[pad-Apko-ltpécee 3
‘D-89007 Ynem

by 1632

£a

ratio harm

Vrpaina

Tega

AMBPOKCOA-TEBA, ciupor ; 15 Mt/5 m
X42826

X42826

X42826

283448

Cupon

10.2022
10.2027

Jata BlpobHuyUTBa:.
TepMiH npMaaTHOCTI:

100

PO3MIp ynaKkosku:

AmbpoKrcony rigpoxnopua

3 mr/mn

He notpebyeé cneuianbHnxX ymos 36epiratHs

UA/1853/02/01

29.372,000 ynakoBoK

DE_BW_01_MIA_2022_0085/ DE_BW 01 Merckle Weiler
DE_BW_01_MIA_2022_0086/ DE_BW 01 Merckle Ulm
DE_BW_01_MIA_2022_0088/ DE_BW 01_Merckle Blaubetren
DE_BW_01_GMP_2021_0173 - ajtoumii {(Bnay6olipen)
DE_BW_01_GMP_2022_0022 — nitounii (Bnay6oiipen, palioH Beilnep)
DE_BW_01_GMP_2022_0090 — gitoumii (Yabm)
DE_BW_01_GMP_2021_0174 — nonepegHiti (Y1om)
DE_BW_01_GMP_2019_0052 — nonepeaniit (¥ bM)
DE_BW_01_GMP_2021_0077 — nonepeaHiii (Bnayboipen)

100 cupon /CrnsHa MAAWKE
X42826

'17.10.2022

'17.10.2022

288739.03-UA
$288741.05-UA
288740.03-UA

Meprne T'mbX
Mpad-Apko-LUTpacce 3.
89079-¥nbm, HimeuunHa

Wunna dapma Naiidcaenc Nimiten
Aeocryp lHa. Apea Naor 1A11A'P
584170-Pavuyp, KapHaraka, lHain

Mepkne FTmb6X

Jwasur Mepkne lUTpacce 3
-89143-bnraybonpen, Himeuyynka

Crop. 133

cepia/hRonMep X42826 /283448

G 5 00 200




ratiopharm

YO nigrsepaye, 1o 3 20.07.2022 Wnnna Megikea ftimitea 3minuna Haasey
romnaHil Lvnna ®apma NatdcaeHc Nimiteq,

Bepcia 02 3amiHioe sepciio 01 8ia 07.11.2022.
[pVYrHa 3amidn; KoperysaHHA CA

fara/ Yac: 07.11.2022 / 07:32:10
3ateepaxeno: Thomas Willi, YnosHosa)eHa 0coba

HOKYMEHT CTBOPEHO B €/1EKTPOHHOMY BUIAS 43 - @NEKTPOHHUM NIATINCOM..

Meprne MmEX
I'pad-Apko-WTtpacce 3
0-89079 Ynbm
QO-RST@teva.de

Crp.. 2133




YkpaiHa

- AMBPOKCON-TEBA, cupon, 15.mr/5 mn

ratio

harm

CEPTU®IKAT AHANI3IB

aTta eupobHuULiTBA Tepmik NpUAaaTHOCTI
10.2022 10.2027

Cepis Cepia 3aMOBHMKa
X42826

KOHTpOALHA NapTiA

202204031131 ‘Cneundikaijn

ID npoaykTy AQ24 AD24-M-F26

Bepcia
02
Cepis npopasus

Cneumdikauin

Tectm PeaynbTats!
3aranbHi 1a cneuudivni napameTpwu

»  Onuc lposopui, beabapsHuit abo xoBTYBaTUiA posunH 3 | Bignosizae

MaSIMHOBUM apOMaTOM

® . 3HaYEHHA pH 2,8—-4,0 pH 3,10 pH

¢ [ycruHa 1,143 —1,153 r/mn (npu 20°C) 1,148r/mn

'+ 3abapsieHHn < B8 Bianosigae

| I,ﬁ,emnd:inauin R

*  Ambpokcona rigpoxnopng (BEPX) Hac yTpumyBarHa sianosigac cTaHaapTy Bianosinaes

* Ambpoxcona rigpoxnopug (TLUX) 3Ha4eHHn Rf signesiaae ctaHpapty Bianosigae

+  Xnopnaw (Peakujn 0camKeHHs) Bintvik ocaa: No3nTUBHA Bignoeipae

| Bunpo6ysanus Ha ynctoty (BEPX)
* Huc-ambpokcona rigpoxnopup, <0,5% < 0,10 %
* 6,8-anbpom-3-TpaHc-4-rigpoKcu-
UMKrnorekcun-1,2,3,4-
TeTPariapoXiHazoniny rigpoxAopug =05% 0,12 %

*  byap-axa iHWa gomiwka <0,2 % 0,11 %

¢«  Cyma iHWKX AOMIWOK <0,5% 0,11 %

¢ 3arasnbHi AOMIWKK <1,0% 0,23%
Bmict/5 mn poaunuy i

*  Ambpokcony rigpoxnopug (BEPX) 15,0 mrz 5% 14,78 mr

Y BigcoTKax 95-105% 99 %

Miﬂpoﬁinnoriuna YUCTOTA
€ep. Papm. 2.6.12/2.6.13 [ToBMHHO signoeigaty €sp. ®dapm. 5.1.4 Bianosipae

Mpumirkn: Bepcin 02 3aminioe sepcio 01 sig 07.11.2022

fpynHa 3aminK:. A0AaBAHHA TEMAPaTYPU AN Tecry «[ycTuHa»,
Cepis byna BU3HaHa sk Tara, W0 Bignosiaae crieymndikauii npoayKTy

Aata/Mac: 07.11.2022 / 07:32:10

3atBepgkeHo: Thomas Willi, YnoBHOBaskeHa ocoba
HOKYMEHT CTBOPEHO B €NEKTPOHHOMY BUIAA4] 3 eNeKTPOHHWUM NiANMCOM.

Mepkne MbX
pad-Apxo-llTpacce 3
D-89079 YAbm
QO-RST@teva,de

Crp.3m3 3




