Merckle GmbH

Release confirmation

Country:
Customer:
Product:

Batch Finished Prod:
Primary packaging:
Merckle batch no.:
SAP no.:

Dosage form:
Active ingredient:
Storage advise:
Registration no.:
Released quantity:
License no:

Certificate of GMP:

Russian Fed.
Teva

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules

C56458

C56458

C56458

354246

Injection

Ambroxol Hydrochloride
Do not store above + 25<C
LP-#(001106)-(RG-RU)
38.575,000

Manuf. date: 03.2025
Expiry date: 03.2030
Pack size: 5

Batch size: 192.875

DE BW_01_MIA_2023_0121/DE BW_01_Merckle Weilee
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 - valid (Blaubeuren)

DE BW_01_GMP_2024_0078 - valid (Ulm)

DE BW_01_GMP_2023_0201 - valid (Blaubeuren-Weiler)

Product presentation
Packaging:

Sec. print batch:
Start packaging:
End packaging:
Label:

Folding box:

Leaflet:

Bulk manufacturer:

Packager:

QC site:

5 Injection / Glass Ampoule
C56458

07.04.2025

07.04.2025

358493.01-RU
S358492.01-RU
358491.02-RU

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

Merckle GmbH
Graf-Arco-StralRe 3
D-89079 Ulm
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Merckle GmbH

API manufacturer: Shilpa Pharma Lifesciences Limited
Deosugur Ind.Area Plot 1A&1AF,
584170-Raichur, Karnataka
India

Final releaser: MERCKLE GMBH
LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN
Germany

No major or critical deviation(s) have been registered that may influence the release of the batch.

| hereby certify that the above information is authentic and accurate.
This batch of product has been fabricated/manufactured, including
packaging and quality control in full compliance with the EAEU-GMP
requirements and with the specifications of the Marketing Authorisation.
The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

This batch is released for marketing.

Date/Time: 13.05.2025 / 15:36:53 CET
Approved by: Thomas Willi
Qualified Person
This document has been created electronically in the system with electronic signature.
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Merckle GmbH

Russian Fed.

Certificate of analysis

Manufacturing date

03.2025

Batch customer batch
C56458

Inspection lot

202504009569

Product ID specification

A025 A025-M-F20

Expiry date
03.2030

vendor batch

page 1/5

Version

01

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules

Tests

Specification

Result
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Certificate of analysis page 2/5
Manufacturing date Expiry date Version
03.2025 03.2030 01
Batch customer batch vendor batch
C56458
Inspection lot
202504009569
Product ID specification
A025 A025-M-F20
Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
Tests Specification Result
General and special
characteristics
description Clear solution from
colourless to slightly yellow complies
pH-value 43-53 5,0 pH
clarity and opalescence The solution should be clear
or stand comparison with
reference suspension | complies
visible particles In accordance to requirements:
SE20<=4.5
complies
Sub-visible particles
>=10 ym / container No more than 6000 particles
with the size of 10 um and
above/ampoule
9 particle
Sub-visible particles
>= 25 um / container No more than 600 particles
with the size of 25 um and
above / ampoule
1 particle
colouration The solution should be
colorless or stand comparison
with reference B8
complies
density 1.006 - 1.009 g/ml (at 20°C) 1,008 g/ml
extractable volume No less than the nominal
volume (2 ml) 2,0ml

Uniformity of
dosage form (MV)

Acceptance criterion (AV)

Merckle GmbH
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Certificate of analysis

Manufacturing date Expiry date
03.2025 03.2030
Batch customer batch vendor batch
C56458

Inspection lot

202504009569

Product ID specification

A025 A025-M-F20

page 3/5

Version

01

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules

Tests

Specification Result

for 10 ampoules is not
more than 15.0%, if AV is
more than 15.0%,
another 20 ampoules are
tested.
AV for 30 ampoules - not
more than 15.0%, the
content of active
substance in each
ampoule should be from
0.75Mto 1.25 M.
complies
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Manufacturing date

03.2025

C56458
Inspection lot

202504009569

Product ID specification

A025 A025-M-F20

Certificate of analysis

Expiry date
03.2030

Batch customer batch vendor batch

page 4/5

Version

01

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules

Tests

Specification

Result

Identity
Ambroxol-HCI (HPLC)

Ambroxol-HCI (UV-Vis)

chloride
(precipitation reaction)

The retention time of the

main peak in the chromatogram

of the test solution should
correspond to the retention
time of the Ambroxol
hydrochloride peak in the
chromatogram of the standard
solution

The absorption spectrum
recorded at the maximum of
the main peak in the
chromatogram of the test
solution should correspond to
the absorption spectrum taken
at the peak of the Ambroxol
hydrochloride in the
chromatogram of the standard
solution and exhibit
absorbance maximum in the
wavelength region from 190 to
400 nm.

The formation of a white
curdy precipitate

complies

complies

complies

Purity (HPLC)
any single impurity
total impurities

No more than 0.2%
No more than 0.5%

<0,10 %
<0,10 %

Merckle GmbH
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Certificate of analysis

Manufacturing date Expiry date
03.2025 03.2030
Batch customer batch vendor batch
C56458

Inspection lot

202504009569

Product ID specification

A025 A025-M-F20

page 5/5

Version

01

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules

Tests Specification Result
Content in one ampoule (2 ml)
ambroxol hydrochloride (HPLC) 15mg+5%

(14.25 - 15.75 mg) 15,13 mg
in percent 95-105 % 101 %

Biological safety test
Test for sterility

Test for bacterial endotoxins

The drug product should be
sterile complies
No more than 11.66 IU/mg <1,67 L.U./mg

The batch was found to comply with the product specification

Date/Time: 13.05.2025 / 15:36:53 CET
Approved by: Thomas Willi / Qualified Person
This document has been created electronically in the system with electronic signature.
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Merckle GmbH

Russian Fed.

CepTudomkar aHanmsa

[ata npon3BoacTea

03.2025

Cepusi Cepusi knueHTa
C56458

Homep KoHTpons

202504009569

npoaykta ID Cneundukaums
A025 A025-M-F20

CtpaHuua 1/5

lopeH oo Bepcus
03.2030 02

Cepvm nocTasLlMKa

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

5 (nayka KapToHHas)

AHanunsbl

Cneuudukauusn

PesynbTart

Merckle GmbH
Graf-Arco-Stralle 3
D-89079 Ulm




CepTtudmkar aHanusa

[arta nponsBoacTea lopeH oo
03.2025 03.2030
Cepus Cepwuis knveHTa
C56458

Homep koHTpons

202504009569

npogykta ID Cneundukauns
A025 A025-M-F20

CrtpaHuua 2/5

Bepcust

02

Cepusi nocTaBLUMKa

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules

AmMOpo6GeHe pacTBOp ANs BHYTPMBEHHOro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

5 (nayka KapToHHas)

AHanusbl Cneuudukauus PesynbTtat
O6uwue n cneuuncpunyeckme
XapaKTepucTUKm
OnucaHue lNpo3payHbii pacTBop OT

GecuBeTHOro 4O CBETIIOXKENTOro

uBeTa cooTBeTCTBYeT
pH 4,3-5,3 5,0 pH
Mpo3payHocTb PacTtBop gomxeH ObiTb

Npo3payHbIM UIn

BblOEpXXMBaTb CPaBHEHMWE

C 3TanoHom | COOTBETCTBYET
BMAMMbIE YacTULbl B cooTtBeTCTBUMM C

TpeboBaHus:

SE20<=4,5 COOTBETCTBYET
HEBUOUMBIE YacTuLbl
>= 10 MKM / KOHTEIHEpP

He 6onee 6000 yacTuy pa3amepom

10 MKM 1 BbILwe / amnyna

9 yactuy,

HEBUOUMbIE YacTuLbl
>= 25 MKM / KOHTENHep

He 6onee 600 4actuy pasmepom

25 MKkm 1 Bbiwe / amnyna

1 vyactuy,

LiBeTHOCTb PacTtBop aomnxeH bbiTb

GecuBETHBIM MIK

BblOEpKMBaTb CPaBHEHUE C

aTanoHom B8 cooTBeTCTBYeT
MnoTHOCTb 1,006 - 1,009 r/mn 1,008 r/mn

M3Bnekaembih 06beM
OpHopoaHOCTL A03UPOBaHUS

He meHee HomuHanbHOro obbema (2 mn) 2,0 mn
Kputepui npnemnemoctu (AV)
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CepTtudmkar aHanusa

[arta nponsBoacTea

03.2025

Cepus Cepwuis knveHTa
C56458

Homep koHTpons

202504009569

npogykta ID Cneundukauns
A025 A025-M-F20

CrtpaHnuua 3/5
lopeH po Bepcus
03.2030 02

Cepusi nocTaBLUMKa

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmMOpo6GeHe pacTBOp ANs BHYTPMBEHHOro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

5 (nayka KapToHHas)

AHanunsbl

Cneuundmkauymn

PesynbTtat

ansa 10 amnyn - He Gonee
15,0%, ecnu AV 6onee 15,0%,
TO TecTupytoT ewle 20 amnyn.
AV ana 30 amnyn - He Gonee
15,0%, cogepxaHune akTMBHOIO
BeLLeCcTBa B KaXaon amnyne
JommkHo cocTasnATb oT 0,75 M

COOTBETCTBYET

Merckle GmbH
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D-89079 Ulm




[arta nponsBoacTea

03.2025

C56458

Homep koHTpons
202504009569
npoaykta ID

CepTtudmkar aHanusa

Cepus Cepwuis knveHTa

CtpaHuua 4/5

lopeH po Bepcus
03.2030 02

Cepusi nocTaBLUMKa

Cneundukauns

A025 A025-M-F20

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmMOpo6GeHe pacTBOp ANs BHYTPMBEHHOro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

5 (nayka KapToHHas)

AHanunsbl

Cneuundmkauymn

PesynbTtat

NMoanuHHOCTBL
Amb6pokcona rugpoxnopug (B3XKX)

Ambpokcona rugpoxnopug (YO)

Xnopuvabl

Bpems yaepxmBaHnsi OCHOBHOIO
nMka Ha XxpomMaTorpamme
NCNbITYEMOro pacTBopa OOJKHO
COOTBETCTBOBaTb BPEMEHM
yOepXxunBaHus nmka ambpokcona
rmgpoxriopuaa Ha xpomaTorpamme
CTaHOapTHOro pacTeopa

CnekTp nornoweHuns,
3aperncTpupoBaHHbIn B
MaKCHMyMe OCHOBHOTO Mu1Ka

Ha xpomaTorpamme

NCMbITyEMOro pacTBopa,

OOIMKEH COOTBETCTBOBATb
CMEKTPY MOrfOLLEHUS], CHATOMY B
MakcMMyme nuka ambpokcona
rmapoxnopuaa Ha Xxpomatorpamme
CTaHOapTHOro pacTeopa U NMeTb
MakCMMyM MorfoLieHns B obnactm
AnviH BonH ot 190 go 400 Hm.
O6pasoBaHue benoro
TBOPOXXMUCTOrO ocajka.

COOTBETCTBYET

COOTBETCTBYET

COoOTBETCTBYET

PopacTBeHHble NpuMecH (BaXX)
nobas eaMHUYHasa NpUMech
CyMma npumecen

He 6onee 0,2%
He 6onee 0,5%

<0,10 %
<0,10 %

CopepxaHue B ogHou amnyne (2 mn)

ambpokcona rugpoxnopug (BOXKX)

B npoueHTax

15mMr+5%
(14.25 - 15.75 wr)
95-105 %

15,13 mr
101 %
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CepTtudmkar aHanusa

[arta nponsBoacTea

03.2025

Cepus Cepwuis knveHTa
C56458

Homep koHTpons

202504009569

npogykta ID Cneundukauns
A025 A025-M-F20

CrtpaHuua 5/5
lopeH po Bepcus
03.2030 02

Cepusi nocTaBLUMKa

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmMOpo6GeHe pacTBOp ANs BHYTPMBEHHOro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

5 (nayka KapToHHas)

AHanusbl Cneuudukauus PesynbTtat
Mukpobuonornyeckasa 4yncrora
TECT Ha CTEPUNbHOCTb JlekapcTBeHHbIN NpenapaTt AOIMKeH
CTEPUSIbHBIM cooTBeTCTBYeT
TecT Ha bakTepuanbHble 3HOOTOKCUHbI He 6onee 11,66 ME/mr
<1,67 EQ/mMr

Bbino onpepgerieHo, YTo gaHHasA cepusa COOTBETCTBYeT cnequmxauwu Ha NpoaykKT

[aHHbIA JOKYMEHT Obin co3aaH B 3/1IEKTPOHHOMN cucteme
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