Mepkne T'mbX

Ceptudpmkar Ha Bbinyck cepum

CrpaHa:
3akazuuk
MpoaykT:

Homep cepuu roToeoro npoaykTa:

Cepus (ykaszaHHas Ha ynakoBke):
Cepusa (Mepkne):

SAP Ne

[ata npoussopacTea:
Cpok rogHocTH:

Pasmep ynakosku:
Pasmep cepum
IlekapcTBeHHas copma:
AKTUBHOE BeL|ecTBo:
YcnoBua xpaHeHus:
PeructpauunoHHbiil Homep:
BbinyLeHHoe Konu4yecTso
JluueHauna Ne:

Ceptudukatr GMP:

MNMpencrasnexve npogykTa
YnakoBka:

Cepusi Ha BTOPUYHOW yNaKoBKe:
Havano ynakosku:

OxkoH4aHue ynakoBKu:
3TukeTka:

Mayka KapToHHas:
WHcTpykyus:

Mpounssogutens 6anka:

YnakoBLKK:

KOHTpOI’Ib KayecTea:

Mpoussogutens

chapmaLieBTUYECKON cyBcTaHumu:

Bbinyckaowmii KOHTpOnb:

MEPKIJIE TMBX
I'PA®-APKO IUTPACCE 3
D-89079 YJIbM

Poccuitckas depepauyus

TeBa

AmBpobeHe pacTeop AnA BHYTPUBEHHOTO BBeAeHWUs 15 Mr/2 mn
2 mn Ne 5 amnynbl

B60378

B60378

B60378

354246

05.2024

05.2029

5

193 440

pacTBOp ANA BHYTPUBEHHOTO BEEAEHUA

Ambpokcona rugpoxnopug

XpaHUTb Npy TeMnepaType He Bbilwe +25°C
JM-Neg(001106)-(Pr-RU)

38 688

DE_BW_01_MIA_2023_0121/DE_BW_01_Mepkne Baiinep
DE_BW_01_MIA_2023_0120/DE_BW_01_Mepkne Ynsm
DE_BW_01_MIA_2022_0088/DE_BW_01_Mepkne bnaiGoipex
DE_BW_01_GMP_2023_0108_valid (Bnay6omnpeH)
DE_BW_01_GMP_2024_0078_valid (Ynem)
DE_BW_01_GMP_2023_0201_valid (BnayGoipeH-Baiinep)

CreknsaHHble amnynbl (5 WwT.)
B60636

05.06.2024

05.06.2024

358493.01-RU

5358492.01-RU

358491.02-RU

MEPKIJIE TMBX

JNOABUI MEPKJIE LUTPACCE 3
89143-BENIAYEOWPEH
FepmaHus

MEPKIE rMBX

NKOABUI MEPKNE LWUTPACCE 3
89143-BIAYEOWPEH
epmaHun

MEPKIE rMBX

MPA®-APKO LUTPACCE 3
89079-YNbM

FepmaHus

Shilpa Pharma Lifesciences Limited
Deosugur Ind. Area Plot, 1A & 1A'P’,
584170-Raichur, Karnataka,
UHansa

MEPKIE MBX

noaBUIr MEPKNE LWUTPACCE 3
89143-BJIAYEOWPEH
FepmaHusa

Crpanuua 1 u3 2
Merckle batch/item B60378/354246



Mepkne 'mbX

Mpu BbINyCke AaHHOW NapTUK He BbINO 3aperncTPUPOBAHO CePLESHBLIX M KDUTUHECKNX OTKNOHEHMWI.

HacToswum noaTeEpXAal0, YTO BbilUEyKa3aHHas MHOPMaLWA AOCTOBEPHA U TOYHA.

HaHHas napTua npoaykTa Gbina NpousseaeHa, BKNOYAs YNakoBKy N KOHTPOMNb KA4YecTBa B
COOTBETCTBUM C eBponelickiumu GMP TpeGoBaHWAMM 1 B COOTBETCTBUM CO CrieumgmrKaLmuen
PeructpauuoHHoro yaoctoeepeHus. MPoM3BOACTBO, yNakoBKka W aHanua AaHHoi napTum Gbinu
nposeaeH B cooteeTcTBumM ¢ GMP.

[JaHHasa napTua BbinyLeHa ANa peanvaauuu.

OATA/BPEMA: 25.07.2024/ 10:48:48 CET

OpobpeHo: Thomas Willi
YnonHoMmo4yeHHoe nuuo

[aHHblit AOKYMEHT Bbin CO3AaH B 3NEKTPOHHOM BUAE B CUCTEME C 3NEKTPOHHOM NOANKUCHIO.

E p EMé H 0 K Digitally signed by Epeméxok
Onbra Hukonaesxa
DN:
O n b r a email=0lga.Eremenok@teva.ru,
1.2.643.3.131.1.1=120C323336383
033373335373338,
H 1.2.643.100.3=120B313731303736
M Kon ae B 3132393436, givenName=0nbra
Hukonaesna, sn=Epeméxok,

cn=Epeménok Onbra HukonaesHa
H a Date: 2024.08.26 17:01:20 +03'00"

Mepesog BepeH:

MEPKIJIE TMBEX
I'PA®-APKO LLITPACCE 3
D-89079 YJIbM Crpannua 2 u3 2
Merckle batch/item B60378/354246



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

B60378 Manuf. date: 05.2024
B60378 Expiry date: 05.2029
B60378

354246 Pack size: 5

Injection Batch size: 193.440

Ambroxol Hydrochloride

Do not store above + 25C

LP#(001106)-(RG-RU)

38.688,000

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
B60378

05.06.2024

05.06.2024

358493.01-RU
S$358492.01-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-Stralke 3
D-89079 Ulm

Page 1 of 2

Merckle batch/item B60378/354246



Merckle GmbH

APl manufacturer: Shilpa Pharma Lifesciences Limited
Deosugur Ind.Area Plot 1A&1A'P,
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 EU-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: 25.07.2024 / 10:48:48 CET
Approved by: Thomas Willi
Qualified Person
This document has been created electronically in the system with electronic signature.

Merckle GmbH
Graf-Arco-Stralle 3
D-89079 Ulm page 2 of 2
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Merckle GmbH

Russian Fed.

Certificate of analysis

Manufacturing date

05.2024

Batch customer batch
B60378

Inspection iot

202404027374

Product ID specification
A025 A025-M-F20

page1/s

Expiry date Version
05.2029 03

vendor batch

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

Tests

Specification

Result

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




Certificate of analysis . pageds
Manufacturing date Expiry date Version
05.2024 05.2029 03
Batch customer batch vendor batch
B60378
Inspection ot
202404027374
Product ID specification
A025 AD25-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<=45
complies
Sub-visible particles i
>= 10 ym / container No more than 6000 particles
with the size of 10 ym and
above/ampoule
10 particle
Sub-visible particles
»>= 25 um/ container No more than 600 particles
with the size of 25 um and
above / ampoule
0 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
Graf-Arco-Strafle 3
D-89079 Uim




Manufactiiring date

05.2024

B60378
Inspection lot

202404027374

Product ID specification
A025 A025-M-F20

page.‘ys G

Expiry date Version
05.2029 03

Batch customer batch vendor batch

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%, tha
content of active
substance in each .
ampoule should be from
0.75Mto 1.25 M.

complies

Merckle GmbH
Graf-Arco-Strafle 3
D-88079 Uim




Certificate of analysis

Manufacturing date

05.2024

Batch customer batch
B60378

Inspection lot

202404027374

Product ID specification
A025 A025-M-F20

Expiry date
05.2029

vendor batch

Version

03

Ambrobene solution for inj 15 mg/2ml 2 mI 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 refention
time of the Ambroxo!
hydrochloride peak in the
chromatogram of the standard

complies

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

H

Frr
L

The formation of a V\;ﬁite
curdy precipitate

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
Graf-Arco-Strafle 3
D-89079 Ulm




Certificate of analysis page 5/5
Manufacturing date Expiry date Version
05.2024 05.2029 03
Batch customer batch vendor batch
B60378
Inspection lot
202404027374
Product I
AD25 A025-M-F20
Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
Tests Specification Result
Content in one ampoule (2 ml)
ambroxol hydrochloride (HPLC) 15mgx5%
(14.25 - 15.75 mg) 14,54 mg
in percent 95-105 % 97 %
Biological safety test
Test for sterility The drug product should be
sterile complies
Test for bacterial endotoxins No more than 11.66 IU/mg < 1,67 I.LU./mg

Remarks: Version 03 replaces version 01 of 25.07.2024
Reason of replacement: correction of testing plan
The batch was found to comply with the product specification

Maritz Hermann 'S 08, 200

Quelified Person

Datel/Time: 25.07.2024 ] 10:48:48 CE1

Approved by: Thomas Willi / Qualified Person
This document has been created electronically in the system with electronic signature.

Merckle GmbH
Graf-Arco-Stralle 3
D-88079 Ulm




Merckle GmbH

Russian Fed.

Ceprudomkar aHanmsa

[lata npouseogcTea

05.2024

Cepusn Cepwun knueHTa
B60378

Homep koHTpons

202404027374

npoaykta ID Cneundmkaums
A025 A025-M-F20

o mmaus
lopeH po sepcus
052029 04

Cepus noctaswymka

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

Am6po6eHe pacTBOp ANs BHYTPMBEHHOrO BBEAGHMS,
5 (nauka kapToHHasn)

15 Mr/2 mn (amnyna) 2 mn x

AHanu3abl

Cneuundukauus

PesynbTtar

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




[ata npoussoacTea

05.2024

B60378
Homep koHTpons

202404027374

(Ceprndpuxar ananusa

Cepus Cepws knueHTa

lopeH po Bepcus
05.2029 04

Cepus nocTaBLimka

npoaykTa ID Cneuncukaums
A025 A025-M-F20

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AMbBpo6eHe pacTBOp ANA BHYTPMBEHHOro BBeAeHus, 15 Mr/2 mn (amnyna) 2 mn x

5 (nayka KapToHHasn)

AHanu3bl Cneuundukaumn PesynbTar
O6wwue u cneuundunyeckue
XapaKTepUCTUKN
Onucanue Mpo3payHbliA pacTsop oT

BecuBeTHOro 40 CBETNOXENTOoro

useta COOTBETCTBYET
pH 43-53 5,0 pH
Mpo3payHocTb Pacteop gomxeH 6biTb

npo3pavHbIM Unu

Bbl€PXMBATb CPaBHEHKUE

C 3TanoHoM | cooTBeTCTBYET
BUAUMbIE YacTuLb B cooTtBeTCTBUM C

TpeboBaHus:

SE20<=4,5 CcooTBeTCTBYET
HEBWAUMbBIE YacTuLbI
>= 10 MKM / KOHTEHEp

He 6onee 6000 yacTtuy pasmepom

10 MKM u BbiLwe / amnyna

10 vacTtuy

HeBMAWMbBIE YacTULb
>= 25 MKM / KOHTeiliHep

He 6onee 600 yacTuy paamepom

25 MKM ¥ Bbilwe / amnyna

0 vactuy

LieeTHOCTb Pacteop gomxeH GbiTe

6ecuseTHbIM UNK

BbI4EPKUBaTb CPaBHEHWE C

aTanoHom B8 COOTBETCTBYET
MnoTHoCcTbL 1,006 - 1,009 r/mn 1,008 r/mn

WN3enekaeMblit 06beEM
OpHopogHOCTL A03MPOBaHWSA

He meHee HoMuHanbHoro obbema (2 mn) 2,0 mn

KpuTepuit npuemnemoctu (AV)

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




 Ceprudukar anannsa

Nara nponasoactea MopeH Ao Bepcua
05.2024 05.2029 04
Cepun Cepua knueHTa Cepua nocraswymka
B60378

Homep koHTpons

202404027374

npoaykra ID Cneundukauma

A025 A025-M-F20

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmGpoGeHe pacTBOp ANsi BHYTPUBEHHOrO BBeaeHusn, 15 mr/2 mn (amnyna) 2 mn x
5 (nayka kapToHHasn)

AHanu3sbl Cneuudukaumus PesynbTar

ana 10 amnyn - He Bonee
15,0%, ecnn AV Gonee 15,0%,
TO TecTupytoT ewye 20 amnyn.
AV ans 30 amnyn - He Gonee
15,0%, copgepxaHve akTMBHOro
BelUecTBa B Kaxgoi amnyne
AonXHo coctaenaTb oT 0,75 M
[o 1,25 M.

COOTBETCTBYeT

Merckle GmbH
Graf-Arco-Strale 3
D-89079 Uim



‘Ceptudpukar aHanusa

[ara npoussoacrtea
05.2024

Cepus

B60378

Homep koHTpons
202404027374
npoaykta ID

A025

lopeH ao
05.2029

Cepus KnueHTa

Cneundukaums
A025-M-F20

Grpauuu:a_.?tls

Bepcus

04

Cepwus noctaswimka

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

AmGpo6eHe pacTBOp ANA BHYTPMBEHHOrO BBeAeHusi, 15 Mr/2 mn (amnyna) 2 mn x

5 (nayka KapTOHHasn)

AHanusbl

Cneuundmkaumns Pesynbrar

MoanuHHOCTL
Am6pokcona rugpoxnopug (BOXX)

Ambpokcona rugpoxnopug (YO)

Xnopuabl

Bpema yaepXvBaHus OCHOBHOrO
nUKa Ha XxpomaTtorpamme
UCNbITYEeMOro pacTeopa AOoMmKHO
COOTBETCTBOBATHL BPEMEHM
YAEPXUBaHMA Nuka ambBpokcona
rMapoxsiopuaa Ha xpomarorpamme
CTaHaapTHoro pacTteopa

CnekTp nornoLyexus,
3aperucTpupoBaHHbIiA B
MaKCMMyMe OCHOBHOTrO NukKa

Ha XxpomaTorpamme

UCNbITYEMOro pacTeopa,

[OMKeH COOTBETCTBOBATh
CNEeKTPY NOrNOLUEHWs, CHATOMY B
MakcuMmyme nuka ambpokcona
ruapoxnopuaa Ha xpomarorpamme
CTaHfapTHOro pacTeopa U UMeTb
MaKCUMYyM MNornoLleHun B obnacTy
AnvH BonH ot 190 ao 400 Hm.
O6pasosaHue 6enoro
TBOPOXWUCTOrO 0caaka.

CooTBETCTBYET

COOTBETCTBYET

CooTBETCTBYET

PoacreeHHble npumecH (B3axXX)
noban eauHUYHasn NnpuMech
CyMMa npumecei

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

<0,10 %
<0,10 %

CopnepxaHue B ogHoi amnyne (2 mn)
ambpokcona rugpoxnopug (BaXX)

B NpoueHTax

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

14,54 mr
97 %

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




[Nara npoussoactea lopeH po Bepcus
05.2024 05.2029 04
Cepusn Cepua knueHTa Cepua nocrasLymka
B60378

Homep koHTpons

202404027374

npoaykra ID Cneundukaums

A025 A025-M-F20

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmMGpobeHe pacTBOp Ansi BHYTPMBEHHOro BBeAeHUs, 15 Mr/2 mn (amnyna) 2 mn x
5 (nayka KapTOHHasn)

AHanussl Cneuundukauusn Pe3ynbrar
Mukpobuonoruyeckas yucrora
TECT Ha CTepUNbHOCTb NekapcTBeHHbIi npenapat AomkeH

CTEPUNbHLIM CoOTBETCTBYET

TecT Ha BakTepuanbHble 3HAOTOKCUHDI He 6onee 11,66 ME/mr
< 1,67 EQ/Mr

3amedaHue: Version 04 replaces version 02 of 25.07.2024

Reason of replacement: correction of testing plan
Bbino onpeneneHo, 4To AaHHan cepua COOTBETCTBYeT cneunuduKaLmm Ha npoAaykT
AaHHbIA foKymMeHT Gbin CO3AaH B 3NeKTPOHHOI CUCTeMe

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