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[Nara npowssoacTea

01.2022

X25089

Homep koHTpons
202204001498
npoayxra (D

Cepun Cepua knuewra

loneH po Bepcun
01.2027 02

Cepua nocTaBlumKa

Cneuwdukauus
AD25 A025-M-F16

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmbBpobeHe pacTBOp ANA BHYTPUBEHHOro BBeAeHuUA, 15 mMr/2 mn (amnyna) 2 mn x

5 (nayka KapToHHaR)

AHanu3bl Cneuncpukaums PesynbTar
Obwue 1 cneunduyeckue
XapaxkTepUcTHKN
Onucanve MpoapayHblin pacTeop oT

GecLiBeTHOro 40 CRETNOXENTOrO

userta cooTBeTCTBYET
BUAMMBIE YaCTULb! B coorseTtcTBMM C

TpeboBaHus:

SE20 <= 4,5 COOTBETCTBYET
HEBUAUMBIE YACTUUbI C Pa3Mepom
10 mkm v Goneelamnyna He Gonee 6000 yacTuy 9 vyacTtuny
HEBUAUMbBIE YaCTULbl C Pa3Mepom
25 MkM 1 Bonee/amnyna He Bonee 600 vacTuy Q0 vyactuuy
pH 43-53pH 5,0 pH
nnoTHocTk (20°C) 1,006 - 1,009 r/mn 1,008 r/mn
W3Bsnekaemsblit o6bem HomuHaneHbIi 06bem NLT (2 mn) 2,1 wmn
OpHopoAHOCTL A03WMPOBAHMA Kputepuit npuemnemoctu (AV)

ansa 10 amnyn — He Gonee 15,0%,

ecnu AV Bonee 15,0 %, npoeogsT

ucnbiTaHue ewe Ha 20 amnynax.

AV ana 30 amnyn — He Gonee 15,0%:

coAepXaHve akTUBHOro BellecTea

B K2XO0W amnyne A0MKHO BbiTh

o7 0,75M no 1,25M. CoOoTBETCTBYET
LiseTHoCTD Pacrsop aomueH BbiTb

BecuBeTHbIM UK

BbIAEPHKVBATL CPABHEHKE C

atanoHom B8 COOTBETCTBYET
MpospadrocTs PacTtsop aonxeH BbiTb

NPO3paYHbIM UK

BbIAEPKUBATE CPAaBHEHME

C atanoxom | COOTBETCTBYET

Merckle GmbH
Graf-Arco-Strale 3
D-89079 UIm
QO-RST@teva.de
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Cepun Cepun knuexTa
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Crpanuua 2/2 |

Fopen po BEPCHA
01.2027 02

Cepwa nocTasLyuka

Cneundurauus
AD25 A025-M-F16

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmbBpobeHe pacTBOp ANA BHYTPUBEHHOro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

5 (nayka KapTOHHanA)

AHanuibl Crneundukayus PesynbTtar
MognuHHoCTb
AmBpokcona ruapoxnopun (BOXX) Bpems yaepXUBaHUSA OCHOBHOMO

nvKa Ha XxpoMarorpamme

UCMBITYEMOro pacTBopa 4OMKHO

COOTBETCTBOBATHL BPEMEHU

yaepxusaHna nuka ambpokcona

rMAPOXNOpKAa Ha XxpomaTorpaMmme

CTaHnapTHOro pacreopa COOTBETCTBYET
AmBpokcona ruppoxnopua (TCX) QOcHogHan 3oHa agcopbumnn

(NATHO) Ha xpomarcrpamme

UCNbITYEMOro pacTeopa AOrKHE

COOTBETCTBOBATE NO BENuYUHe Rf,

WUHTEHCMBHOCTH NOrNOWEHUSA U

pasmepy OCHOBHOR 30He aacopbuuu

(NATHY) Ha xpomaTorpamme

CTaHAapTHOro pacreopa COOTBETCTBYET
Xnopuibl Nossnenne Genoro

TBOPOXUCTOrO 0caaxKa COOTBETCTBYET
PoacreeHHble NPUMECH (BIXX)
niobas egrHUYHaRA NpUMeCh He Gonee 0,2% < 0,10 %
CymMma npumecen He Gonee 0,5% <0,10 %
ConepxaHue
ambBpokcona ruppoxnopua (BaXX) 15Mr+5%

(14.25 - 15.75 wmr) 14,95 mr
B NpoueHTax 95 - 105 % 100 %
MukpoBuonoruyeckas 4McToTa
TECT Ha CTePUNbHOCTL LomKeH BbiTe cTEpUneH COOTBETCTBYET
BakrepvantHble 3HAOTOKCUHbI
ADC: AmBpokcona ruapoxnopui < 1,67 ES/mr

He bonee 11,66 E3/mr

Bbino onpeaeneHo, YTo AaHHAA CEPUA COOTBETCTBYET CneuvwduKaunm Ha npoayKT
[aHHbif JOKYMEHT Db CO3AaH B 3NEKTPOHHON CHCTeme

Merckle GmbH
Grat-Arco-Strafte 3
D-89079 Uim
QO-RST@teva.de




Mepkne TM6X
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TeBa [PKEHEPUKC CUCTEM ratiopharm

CepTudmnkaTt Ha BbiNyck cepumn

CrpaHa: Poccus

3akas4uk Teea

MpoaykT: Am6poGere pacTBOp ANA BHYTPUBEHHOro BEeAeHUA 15
Mmr/2 mn 2 mn Ne5 amnyn

Homep cepwu roToBOro npoaykTa: X25089

Cepws (ykasaHHas Ha ynakoBske): X25089

Cepus (Mepkne): X25089

SAP Ne 25461

[lata npou3BoacTBa: 01.2022

Cpok rogHocTm: 01.2027

Pa3smep ynakosku: 5

Paamep cepuu 199 370

NekapcTBeHHana dopma:

pacTBOp ANA BHYTPUBEHHOro BBeAeHWA

AKTUBHOE BELLEeCTBO:

AmBpokcona ruapoxnopua

YCNoBWUA XpaHeHws:

XpaHWTb Npu TemnepaType He Bbile +25°C

PerncrpauuoHHbliA Homep:

M N014731/03

BbinyLLieHHOEe KONWYEecTBO

39 874 000

Nuuensna Ne:

DE_BW_01_MIA_2021_0119/DE_BW_01_Mepkne
Benep
DE_BW_01_MIA_2021_0120/DE_BW_01_Mepkne Ynbm
DE_BW_01_MIA_2021_0121/DE_BW_01_Mepkne
Bnayboipex

CepTtucukar GMP:

DE_BW_01_GMP_2021_0173_valid (Bnay6onpeH)
DE_BW_01_GMP_2021_0174_valid (Ynbm)
DE_BW_01_GMP_2021_0175_valid ((Bnay6oiipeH
Benep)

[NpepcTaenexve npoaykra

YnakoBka :

CTeknsHHbIe aMmnynki (5 wT.)

Homep cepuu Ha ynakogke: X25089
Havano ynakoBku: 02.02.2022
OKoH4YaHWe ynakoBKu: 02.02.2022
ITUKeTKa: 56819.06-RU

Ma4vka kapToHHas:

256321.03-RU

WHcTpykyms:

25415.09-RU

Mpouassogutens Ganka:

MEPKIJIE TMBX

NKOOBUTI MEPKIE LUTPACCE 3
89143-BNTAYBOWPEH
lepmanus

YnakoBLMK:

MEPKINE T'MBX

NOABUT MEPKIE WTPACCE 3
89143-BJTAYEOWPEH
epmaHus

KOHTpOﬂb KayecTBa:

MEPKJIE TMBX
FPA®-APKO LUTPACCE 3
89079-YJIbM

epmaHus

MEPKJIE 'MBX
I'PA®-APKO LITPACCE 3
89007-YJIbM
QO-RST@teva.de

Merckle batch/item X25089/25461




Crp.1/2

MpowasogunTens Wunna Meawkap Numutea(Deosugur)

chapmalieBTMYECKO cyBeTaHumm: Deosugur Industrial Area, 584170 Raichur, Karnataka,
India

BbinyckatoLmin KOHTpONb! MEPKIE TMBX

noABUI MEPKIIE LUTPACCE 3
89143-B/TAYBOWPEH
lepmaHusa

HuKakux 3HaUUTENBHBIX MM KPUTUHECKUX OTKIIOHEHWA, KOTOPBIE MOTYT NOBNWUATE Ha BbINYCK CEPUN, He
3aperncTpupoBaHo.

HacTosLMM NoATBEPXAAID, YTO YKa3aHHasA Bbile nHopMaLuwms BepHa. [laHHas cepus npoaykTa Boina
npousseneHa, BKNOYas YNakoBKy W KOHTPOSb Ka4eCTBa B NOMHOM COOTBETCTBUM C TpebosaHuamMn GMP 1
cneundukaumy. 3anvicu o NPoW3BOACTBE, YNaKkoBKe W aHanu3e aHHOW Cepun COOTBETCTBYHT
TpeboBaHnam GMP.

[laHHas cepusa fonylleHa ANA peanuaaluu.

15.02.2022/ 09:48:24 IModnuce
YnonHomo4eHHoe nuuo
Moputs Xepmanu

O I g a Noanucano

MNepesog BepeH undporci

noanuceio: Olga

E @I FEremenok

Nara:
2022.03.21

enolk isso aww

Jlannbiil JokyMeHT GBUT CO3/1aH B MEKTPOHHOM CHCTEME H TIOAMHCaH 31eKTPOHHOH MOANHKCEHIO.

Crp.2/2

MEPKJIE TMBX
I'PA®-APKO IIITPACCE 3
89007-YJIbM
QO-RST@teva.de
Merckle batch/item X25089/25461




