Mepkne 'mbX

CepTucmkaTt Ha BbINyCK cepumn

CTpaHa: Poccuinckan ®egepaums
3akasymk Teea
MpoaykT: AmBpobeHe pacTeop AnNs BHYTPUBEHHOTO BBEAeHUA 15 Mr/2 mn

2 mn Ne § amnynel

Homep cepuu roToBoro npoaykra: B55176
Cepus (yka3zaHHas Ha ynakoBKe): B55176
Cepua (Mepkne): B55176
SAP Ne 354246
[aTta npousBoacTea: 03.2024
CpoK rogHoCTHU: 03.2029
Paamep ynakoBku: 5

Pa3mep cepum 201 195

NekapcTBeHHan opma:

pacTBOp ANS BHYTPUBEHHOMO BEEAEHWS

AKTMBHOE BeLLecTBO:

AmbBpokcona rugpoxnopug

YCnoBuA XpaHeHWs:

XpaHuTb Npy TeMnepartype He Bblwe +25°C

PernctpaunoHHbIA HOMEp:

NM-Ne(001106)-(PT-RU)

BbinyLieHHoe KONU4ecTBo

40 239

NnueHann Ne:

DE_BW_01_MIA_2023_0121/DE_BW_01_Mepkrie Baiinep
DE_BW_01_MIA_2023_0120/DE_BW_01_Mepkrie Ynbm
DE_BW_01_MIA_2022_0088/DE_BW_01_Mepkne BraiiboiipeH

Ceptudpukar GMP:

DE_BW_01_GMP_2023_0108_valid (BnaybonpeH)
DE_BW_01_GMP_2023_0202_valid (Ynbm)
DE_BW_01_GMP_2023 0201_valid (Enay6oitpeH-Baitnep)

MNpeacTasnexHune npoaykra

YnakoBka:

CreknsaHHble amnynbl (5 wr.)

Cepusi Ha BTOPWUYHOW YNaKOBKE: B55176
Hayvano ynakoBku: 13.03.2024
OKOHYaHWE YNaKoBKM: 13.03.2024

ITUKETKA: 358493.01-RU
[Nayka KapToHHasA: S358492.01-RU
WNHCTpYKUMS: 358491.02-RU

MNpouseogutens 6anka:

MEPKIE TMBX

NOABUI MEPKIE WUTPACCE 3
89143-BJTAYEOMPEH

epmanus

YNaKkoBLYUK:

MEPKINE MMBX

NIOABUI MEPKNE WUTPACCE 3
89143-BENIAYEOWNPEH

epmanusn

KoHTpontk kauyecTsa:

MEPKIE T'MBX
MPA®-APKO WUTPACCE 3
89079-YIIbM

FepmaHus

Mpouseogutens

hapmaLeBTUHECKON CyGCTaHLMK:

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

Mugus

Bbinyckaowmia KOHTponb:

MEPKJIE TMBX

noaBUr MEPKNE WTPACCE 3
89143-BE/IAYEOWNPEH

lepmaHua

MEPKJIE TMBEX
I'PAD-APKO LLITPACCE 3
D-89079 YJIbM

Crpannua 1 n3 2
Merckle batch/item B55176/354246




Mepkne T'mbX

Mpw BBINyCKE AGHHOW NApTUK He GbINO 3apEricCTPUPOBAHO CEPbE3HBLIX U KPUTUYECKUX OTKNOHEHMIA.

HacToswwmum noaTeepxgalo, YTo BbilLeykasaHHas MH(hOPMaLMs JOCTOBEPHA U TOYHA.

NaHHas napTua npoaykTa Gbina Npou3BeAeHa, BKNIOYAs YNaKkoBKY U KOHTPOMb KayecTsa B
COOTBETCTBUM C eBponeiickumu GMP TpeGoBaHuAMM 1 B COOTBETCTBMM CO cneumndukaLmeit
PerucTpauuoHHoro yaoctosepeHms. Mpon3BoACTEO, ynakoska U aHanu3 fJaHHOW NapTum Bbinu
npoeejeH B cooteetcTenM ¢ GMP.

[llaHHas napTus BbINyLEHa ANA peanvu3aLmi.

AATA/BPEMA: 03.04.2024/ 10:09:44 CET

Opo6peHo: Thomas Willi
YnonHOMO4YeHHoe Nnuo

[anHbIin AOKyMeHT Bbin co3gaH B SNEKTPOHHOM BMAE B CUCTEME C INEKTPOHHON NOANUCHIO.

Mepesop Beper:  KanmncTpaTtoBa O et
1.2643.3.131.1.1=120C373630333039373133333332,
1.2643.100.3=12083132343835363639343839, givenName=Hpuna

£ S ~
WpuHa OneroBHa  crmsmmmas—="

MEPKIJIE TMBX
I'PA®-APKO IITPACCE 3
D-89079 YJIbM Crpanuua 2 u3 2
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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

B55176

B55176

B55176

354246

Injection

Ambroxol Hydrochloride
Do not store above + 25T
LP-#(001106)-(RG-RU)
40.239,000

Manuf. date: 03.2024
Expiry date: 03.2029
Pack size: 5

Batch size: 201.195

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_2023_0202 - 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
B55176

13.03.2024

13.03.2024

358493.01-RU
S358492.01-RU
358491.02-RU

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
8914 3-BLAUBEUREN

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

Merckle GmbH
Graf-Arco-Strafe 3
D-89079 Ulm
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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: 03.04.2024 / 10:09:44 CET
Approved by: Thomas Willi
Qualified Person
This document has been created electronically in the system with electronic signature.

Merckle GmbH
Graf-Arco-Strale 3

D-89079 Ulm Page 2 of 2

Merckle batch/item B55176/354246



Merckle GmbH

Russian Fed.

Manufacturing date

03.2024

Batch customer batch
B55176

Inspection lot

202404008405

Product ID specification
A025 A025-M-F18

Expiry date Version
03.2029 01
vendor batch

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

Tests

Specification

Result

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




Certificate of analysis _page2s
Manufacturing date Expiry date Version
03.2024 03.2029 01
Batch customer batch vendor batch
B55176
Inspection lot
202404008405
Product ID specification
A025 A025-M-F18
Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
Tests Specification Resulit
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
>= 10 ym / container No more than 6000 particles
with the size of 10 ym and
above/ampoule
5 particle
Sub-visible particles
>= 25 um / container No more than 600 particles
with the size of 25 pm 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) 20ml

Uniformity of
dosage form (MV)

Acceptance criterion (AV)

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




Certificate of analysis

Manufacturing date Expiry date
03.2024 03.2029
Batch customer batch vendor batch
B55176

Inspection lot

202404008405

Product ID specification

A025 A025-M-F18

paye 35

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

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




Manufacturing date

03.2024

B55176
Inspection lot

202404008405

Product ID specification
A025 A025-M-F18

Certificate of analysis ~ pegews

Expiry date Version
03.2029 01

Batch customer batch vendor batch

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
crystalline precipitate

complies

complies

complies

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




Certificate of analysis

Manufacturing date Expiry date
03.2024 03.2029
Batch customer batch vendor batch
B55176

Inspection lot

202404008405

Product ID specification

A025 A025-M-F18

page 5/5

Version

01

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

Tests Specification Result
Purity (HPLC)
any single impurity No more than 0.2% <0,10 %
total impurities No more than 0.5% <0,10 %
Content in one ampule (2 ml)
ambroxol hydrochloride (HPLC) 15MG £5%

(14.25 - 15.75 mg) 14,94 mg
in percent 95-105% 100 %

Biological safety test
Test for sterility

Test for bacterial endotoxins

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

The batch was found to comply with the product specification

Date/Time: 03.04.2024710:09:44 CET
Aﬁproved by: Thomas Willi/ Qualified Person
This document has been created electronically in the system with electronic signature.

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




Merckle GmbH

Russian Fed.

CepTudmkar ananusa

[ara npouseogcrea

03.2024

Cepus Cepus knueHTa
B55176

Homep koHTpons

202404008405

npoaykra ID Cneundmkaumn
A025 A025-M-F18

Crpannya 1?5
lopeH no Bepcua
03.2029 03

Cepws nocTasLmka

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

AmMbpob6eHe pacTBo
5 (nauka kapTOHHasn)

P Ans BHYTPUBEHHOro BBegeHus, 15 Mr/2 mn (amnyna) 2 mn x

AHanuabl

Cneundukauun

PesynbTar

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




Ceptudmkar ananusa

[ara npon3eoacrtea lopeH oo
03.2024 03.2029
Cepua Cepus knueHTa
B55176

Homep koHTpons

202404008405

npoaykta ID Cneundpuxaums
A025 A025-M-F18

:_ECrpanuua-ZIS'_

Bepcus

03

Cepus noctaBwmka

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

AMbBpob6eHe pacTBOp ANA BHYTPUMBEHHOro BBeAeHus, 15 Mr/2 mn (amnyna) 2 mn x

5 (nayka KapTOHHas)

AHanu3bl Cneuudukaums Pesynbrat
O6wwme u cneuncpuyeckme
XapaKTepUCTUKW
Onwucaxune Mpo3payHbiil pacTBop OT

GecuBeTHOro 40 CBETNOXENTOro

useta COOTBETCTBYET
pH 43-53 5,0pH
Mpo3payHocTb PacTteop gonxeH BbiTe

npo3payHbiM Unu

BblAEPXUBaTbL CpaBHeHue

c atanoHom | COOTBETCTBYET
BUAMMBIE YacTULbI B cooTBeTCcTBUM C

TpeboraHus:

SE20<=4,5 COOTBETCTBYET
HEBWAMMbIE YacTuLbl
>= 10 MKM / KOHTEWHEP

He 6onee 6000 yacTuy pasmepom

10 MKm 1 BbILe / amnyna

5 vyacTtuy

HEBWOMMbIE YaCTULbI
>= 25 MKM / KOHTENHEpP

He 6onee 600 YacTuy pasmepom

25 Mkm v Beile / amnyna

0 vactuy

LiseTHOCTL Pacteop gonxeH BbiTb

6ecuBeTHbIM UnNK

BblAEepXVBaTb CPaBHEHWE C

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

M3Bnekaemblih o6bem
OpHopogHoCcTb A03MPOBaHUA

He meHee HoMUHanbHoro obbema (2 mn) 2,0 mn
Kputepuit npuemnemoctu (AV)

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




[lara npousBoacTea lopeH go Bepcus
03.2024 03.2029 03
Cepun Cepua knueHTa Cepus nocTaBwmka
B55176

Homep koHTpons

202404008405

npoaykra ID Cneundukauma

A025 A025-M-F18

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
Am6pobeHe pacTBOp ANsA BHYTpMBEHHOro BBeaeHuA, 15 Mr/2 mn (amnyna) 2 mn x
5 (nauyka kapToHHas)

AHanu3sbl Cneuudukauun PesynbTtar

Ans 10 amnyn - He Bonee
15,0%, ecnu AV Gonee 15,0%,
TO TecTupytoT ewe 20 amnyn.
AV ansa 30 amnyn - He Bonee
15,0%, cogepxaHue akTMBHOro
BELLEeCTBa B Ka¥aoit amnyne
AOMKHO cocTaensaTe oT 0,75 M
0o 1,25 M.

cooTBeTCTBYET

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



[ara npoussoacTea

03.2024

B55176

Homep koHTpona
202404008405
npoaykra ID

CepTtudmkar aHanusa

Cepus Cepus knueHTa

Crpanuua 4/5

lopeH o Bepcua
03.2029 03

Cepwus noctaswmka

Cneuundukaums
A025 A025-M-F18

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

5 (nauka kapToHHas)

AHanuabl

Cneuudukaumsa

PesynbTtar

MoanuHHOCTL
Ambpokcona ruapoxnopug (BIXX)

Awmbpokcona rugpoxnopug (YO)

Xnopuabl

Bpems yaepxuBaHus OCHOBHOIO
M1Ka Ha Xxpomarorpamme
WCNbITYEMOTO PacTeopa AOMKHO
COOTBETCTBOBATL BPpeMeHW
yAepxuBaHusa nuka ambpokcona
rMApPOXIopuaa Ha xpomatorpamme
CTaH[apTHOro pacteopa

CnekTp nornowleHus
3aperncTpMpoBaHHbliA B MakcuMyme
OCHOBHOTO NUKa B
XpOMaTtorpamme UCnbITYEMOro
[OMXEH COOTBETCTBOBATH
CNeKTpY NOrnoLeHns, CHATOMY
Ha nuke ambpokcona
ruppoxnopuaa B
XpomaTorpamme CTaH4apTHOro
pacTeopa 1 UMeTb

MaKCMMYM NOrnoLeHns B

B obnacTtu anuH BonH ot 190 oo
400 HMm.

O6pa3soeaHue 6enoro
KpUCTannuyeckoro ocagka

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

PoacrteeHHble npumecH (Baxx)
nobas eanHNYHanA NpUMech
CymMma npumecen

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

<0,10 %
<0,10 %

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




[Nara npouasoacTea

03.2024

B55176

Homep koHTpons
202404008405
npoaykta ID

Ceptudukar aHanusa

Cepus Cepwus knueHTa

 Crpanwua §/5

lopeH o Bepcua
03.2029 03

Cepwus nocTasLymKa

Cneuudukaumus
A025 A025-M-F18

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
Am6po6eHe pacTBOp ANA BHYTPUBEHHOro BBeAeHus, 15 Mr/2 mn (amnyna) 2 mn x

5 (nayka kapToHHas)

AHanusbl Cneuundmkaumna PesynbTar
Copnepxanue B ogHoi amnyne (2 mn)
ambpokcona rugpoxnopug (BIXKX) 155mMr+5%

(14.25 - 15.75 mr) 14,94 mr
B NpoLeHTax 95-105 % 100 %
Mukpobuonoruyeckasa Yucrora
TEeCT Ha CTEPUINbHOCTb NekapcTBeHHbIN Npenapar JomkeH

BbiTb CTEpH COOTBETCTBYET
TecT Ha BakTepuanbHble 3HAOTOKCUHBI  He Gonee 11,66 ME/mr

<1,67 EQ/mr

3amMmevaHue:

Version 03 replaces version 02 of 03.04.2024
Reason of replacement: correction of Russian testing plan

Bbino onpeneneHo, 4To AaHHas CePUsl COOTBETCTBYET cneuuduKaLmm Ha NpoayKT
AanHbii fOKyMeHT Gbin Co3aaH B 3N1IeKTPOHHOW CUCTEME

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