Mepkne I'mbX

CepTudukar Ha BbINyCcK cepum

CrpaHa: Poccuiickas ®egepauyus

3akazymnk Tesa

MpoaykT: AmBpobeHe pacTBOp ANA BHYTPUBEHHOrO BBeAeHUA 15 Mr/2 mn
2 mn Ne 5 amnynel

Homep cepuv roToBoro NpoaykTa: B55304

Cepwus (yKka3aHHana Ha ynakoBke): B55304

Cepus (Mepkne): B55304

SAP Ne 354246

[lata npou3BogcTea: 03.2024

CpoK rogHoCTH: 03.2029

Pa3amep ynakoBKu: 5

Paamep cepumn 198 725

INekapcTBeHHan dopma:

pacTBop AN BHYTPUBEHHOrO BBEAEHWUS

AKTWBHOE BeLLecTBO:

AmBpokcona ruapoxnopug

YCNOBUA XpaHEeHUA:

XpaHuTb Npy TemnepaType He Boiwe +25°C

PerncrpaumnoHHbIi HOMep:

NN-Ne(001106)-(PT-RU)

BbinyLwieHHoe KoNu4ecTeo

39745

NueHana Ne:

DE_BW_01_MIA_2023_0121/DE_BW_01_Mepkne Baiinep
DE_BW_01_MIA_2023_0120/DE_BW_01_Mepkne ¥Ynem
DE_BW_01_MIA_2022_0088/DE_BW_01_Mepkne BnaiboipeH

Ceptudmkat GMP:

DE_BW_01_GMP_2023_0108_valid (Bnay6oiipeH)
DE_BW_01_GMP_2023_0202_valid (¥Ynbm)
DE_BW_01_GMP_2023 0201 _valid (Bnaybowpex-Baiinep)

[pegcTasneHve npogykra

YnakoBka:

CreknsiHHbie amnynbl (5 WwT.)

Cepus Ha BTOPUYHOW YNaKOBKE: B55304
Havano ynakoBku: 14.03.2024
OKoH4YaHue ynakoBKW: 14.03.2024

JTUKeTKa:

358493.01-RU

Mayka KapTOHHAaA:

$358492.01-RU

NHCTpyKUMA:

358491.02-RU

MpouseoguTens 6anka:

MEPKIE TMBX

noaBuUr MEPKNE WTPACCE 3
89143-BJIAYEONPEH
epmaHusa

YnakoBLUKK:

MEPKIJIE TMBX

noaBUI MEPKINE WTPACCE 3
89143-BNIAYEONPEH
[epmaHus

KoHTponb KayecTea:

MEPKNE MMBX
PA®-APKO WUTPACCE 3
89079-YINbM

lepmanusa

MpoussoauTens
dapmauesTMyeckoin cybecTaHuum:

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

WHgusa

BbinyckaloLwmii KOHTPOnNb:

MEPKIE MMBX

noaBuUr MEPKNE WWTPACCE 3
89143-B/IAYEOWPEH
repmaHusa

MEPKIJIE ITMBX
I'PA®-APKO IUTPACCE 3
D-89079 YJIbM
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Mepkne I'm6X

Mpw BeiNycke AaHHOM NapTUK He BbINo 3aperucTPUPOBaHO CepbE3HbIX U KPUTUYECKNX OTKIMOHEHWUIA.

Hacrosiwmm noaTeepxaato, YTo BellueykaszaHHas MHOPMAaLMs JOCTOBEPHA 1 TOuHA.

AanHasn napTus npogykTa Bbina NponaseaeHa, BKNOYas yNakosky 1 KOHTPONb KauecTsa B
COOTBETCTBMM C esponeiickumu GMP TpeGoBaHUAMM 1 B COOTBETCTBUM CO cneLmduKaLmeil
PerucTtpauvonHoro yaoctosepeHusi. Mpon3BoacTeo, ynakoska v aHanua aaHHow napTum Bbinu
nposegeH B cooTeeTcTeun ¢ GMP.

[HaHHasn napTus BbinylieHa A4ns peanuaauuu.

OATA/BPEMA: 28.03.2024/ 08:42:25 CET

OpobpeHo: Thomas Willi
YnonHomo4eHHoe nuuo

[aHHbIi AOKYMEHT Bbin cO3AaH B 3NEKTPOHHOM BUAE B CUCTEME C ANEKTPOHHOM NOAMKUCHIO.

nepeaoﬂ Bepe H: Digitally signed by KanucTpatosa Hpssa Onerossa

KanucrpatoBa gy A

1.2.643.100.3=12083132343835 363639343839,
S—

NpuHa OneroBHa oo

Date: 2024.05.13 134043 +03'00°

MEPKJIE TMBEX
I'PA®-APKO ILITPACCE 3
D-89079 VJIbM Crpannua 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

B55304

B55304

B55304

354246

Injection

Ambroxol Hydrochloride
Do not store above + 25T
LP+#(001106)-(RG-RU)
39.745,000

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

Batch size: 198.725

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 (Uim)
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
B55304

14.03.2024

14.03.2024

358493.01-RU
S358492.01-RU
358491.02-RU

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

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

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

Final releaser: MERCKLE GMBH
LUDWIG MERCKLE STRASSE 3
8914 3-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: 28.03.2024 / 08:42:25 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

Merckle batch/item B55304/354246



Merckle GmbH

Russian Fed.

Certificate of analysis

Manufacturing date

03.2024

Batch customer batch
B55304

Inspection lot

202404008656

Product ID specification
A025 A025-M-F18

~ page1/5
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
B55304
Inspection lot
202404008656
Product ID specification
A025 A025-M-F18
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
>= 10 pm / container No more than 6000 particles
with the size of 10 um and
above/ampoule
3 particle
Sub-visible particles
>= 25 ym / 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-Strale 3
D-89079 Ulm




Certificate of analysis

Manufacturing date

03.2024

Batch customer batch
B55304

Inspection lot

202404008656

Product ID specification
A025 A025-M-F18

 page 35

Expiry date Version
03.2029 01
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%, the
content of active
substance in each
ampoule should be from
0.75Mto1.25 M.

complies

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



Certificate of analysis

Manufacturing date Expiry date Version
03.2024 03.2029 01
Batch customer batch vendor batch

B55304

Inspection lot

202404008656

Product ID specification

A025 A025-M-F18

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

Tests Specification Result
Identity
Ambroxol-HCI (HPLC) 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 complies
Ambroxol-HCI (UV-Vis) 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.
complies
chloride
(precipitation reaction) The formation of a white
crystalline precipitate
complies
Merckle GmbH

Graf-Arco-StraRe 3
D-89079 Ulm



Certificate of analysis

Manufacturing date Expiry date
03.2024 03.2029
Batch customer batch vendor batch
B55304

Inspection lot

202404008656

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) 14,97 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

DatelTime: 28.03.2024708:42:25 CET
Aﬁproved 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




Merckle GmbH

CepTudmkar aHanm3a = crpanmua s
Russian Fed. [Nata nponssoacTea FoneH po Bepcus
03.2024 03.2029 03

Cepus Cepus knueHTa Cepua nocraBLumka

B55304

Homep koHTpons

202404008656

npoaykta ID Cneunchukaums

A025 A025-M-F18

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

AmBpo6eHe pacTBOp ANs BHYTPUBEHHOrO BBeAeHus:, 15 mr/2 mn (amnyna) 2 mn x
§ (nayka kapToHHas)

AHanuabl Cneuudmkaumn Pesynbrar

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



'CepTudbukar aHanusa

DNata npoussoactea ~ lopeHx o
03.2024 : 03.2029
Cepua Cepua KnueHTa
B55304

Homep koHTpons

202404008656

npoaykra ID Cneundmkaumns
A025 A025-M-F18

Crpaxuua 2/5

Bepcua

03

Cepus nocraswuka

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

AMbpobeHe pacTBOp ANA BHYTPUMBEHHOro BeeaeHusi, 15 Mr/2 mn (amnyna) 2 mn x

5 (nayka KapTOHHas)

AHanusbl Cneundukauus Pesynbrar
O6wume n cneunduyeckune
XapaKTepUCTUKK
OnucaHue Mpo3payHblil pacTeop oT

BecLBEeTHOro 40 CBETMNOXENTOro

ugeTa COOTBETCTBYET
pH 43-53 5,0 pH
[NpospayHocTb PacTBop gomkeH bbiTb

Npo3padHbIM UK

BblilepXUBaTb CPaBHEHUE

C 3TanoHom | COOTBETCTBYET
BMAWMbIE YacTULbI B cootBeTcTBUM C

TpeboraHus:

SE20 <=4,5 COOTBETCTBYET
HeBUAUMbIE YacTuLbI
>= 10 MKM / KOHTEnHEp

He 6onee 6000 4actuy pasmepom

10 MkM # BblWwe / amnyna

3 yacTuy,

HeBWaWMbIE YacTULibI
>= 25 MKM / KOHTEHep

He 6onee 600 4acTuy paamepom

25 MKM ¥ Bbile / amnyna

0 yactuy

LiBeTHoCTb Pacteop gomxeH 6biTb

BecLBeTHLIM Unu

BblAEPXKMBATL CpaBHEHUE C

3TanoHom B8 COOTBETCTBYET
[MnoTHoCTL 1,006 - 1,009 r/mn 1,008 r/mn

MN3enekaembih 06bem
OpgHopoaHoCTh 403UpOBaHMs

He meHee HomMuHanbHoro o6vema (2 mn) 2,0 mn
KpuTtepun npuemnemoctn (AV)

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




CepTudmkar aHanmsa  crpamwua s

[ata npousBoacTea logeH po Bepcus
03.2024 03.2029 03
Cepun Cepus knueHTa Cepus nocraewmka
B55304

Homep koHTpons

202404008656

npoaykra ID Cneuundukauma

A025 A025-M-F18

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

5 (nayka KapTOHHas)

AHanuasl

Cneuucukaums Pesynbtar

ana 10 amnyn - He Gonee
15,0%, ecnu AV 6onee 15,0%,
To TecTupyioT elye 20 amnyn.
AV gns 30 amnyn - He Bonee
15,0%, cogep>xaHne akTUBHOrO
BellecTBa B Kaxaoii amnyne
[omkHO coctaenaTek ot 0,75 M
Ao 1,25 M.

cooTBeTCTBYyeT

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



CepTtudumkar aHanumsa Crpanuua 4/

[ata npoussoacTea lopeH ao Bepcus
03.2024 03.2029 03
Cepuna Cepws KnueHTa Cepwa nocrasLumka
B55304

Homep koHTpons

202404008656

npoaykra ID Cneumndcurkaums

A025 A025-M-F18

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmM6po6eHe pacTBOp ANA BHYTPMBEHHOro BBeAeHusi, 15 Mr/2 mn (amnyna) 2 mn x
5 (nayka KapTOHHasn)

AHanu3bl Cneuudukauus Pesynbrar
MoanuHHOCTL
AmBpokcona rugpoxnopug (BOXX) Bpems yaepXvBaHus OCHOBHOIMO

nuKa Ha xpomarorpamme

UCNbITYEMOro pacTsopa A0MKHO
COOTBETCTBOBaTb BPEMEHHM
yaepxvBaHus nuka ambpokcona
rMapoxnopuaa Ha xpomarorpamme
cTaHAapTHOro pacTeopa COOTBETCTBYET

AmBpokcona rugpoxnopug (Y®)
CnekTp nornoweHus
3aperncTpvpoBaHHbI B Makcumyme
OCHOBHOTO NUKa B
XpOMaTtorpamme UcnbITyemoro
[OMKeH COOTBETCTBOBATL
CneKTpy NOrNOLWEHUs, CHATOMY
Ha nuke ambpokcona
rugpoxnopuaa B
XpoMaTtorpamme cTaHfapTHOro
pacTBopa 1 MMeTb
MaKCUMYyM NOrnoLeHusn B
B obnacTu AnvH BonH ot 190 oo

400 HM.
COOTBETCTBYET
Xnopugbl OBpasosaHue Genoro
KpUCTannuyeckoro ocagka
’ COOTBETCTBYET
PoactBeHHble npumecH (Baxx)
nobas eauHUYHAn NpUMeCh He 6onee 0,2% <0,10 %
cyMma npumecei He Gonee 0,5% <0,10 %

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



[ata npoussoacTea

03.2024

B55304

Homep koHTpons
202404008656
npoaykta ID

Ceptudhukar aHanusa

Cepusi Cepus knueHTa

~ Crpannua §/5

logex ao Bepcua
03.2029 03

Cepwus nocrasiimka

Cneuuncmkaums
A025 A025-M-F18

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmbpobeHe pacTBop AnA BHYTpUBEHHOro BBeAeHus, 15 mr/2 mn (amnyna) 2 mn x

5 (nayka kapTOHHasn)

AHanuabl Cneuudpukaumn PesynbTar
Copaepxanue B ofHOK amnyne (2 mn)
ambBpokcona ruapoxnopug (BIXX) 15mMr+5%

(14.25 - 15.75 mr) 14,97 mr
B NpoLEeHTax 95-105% 100 %
Mukpobuonoruyeckan yucrora
TeCT Ha CTepWUNbHOCTb INekapcTeeHHbIl NpenapaT gonxeH

BbITh CTEpPM COOTBETCTBYET
TecT Ha BakTepuanbHble 3HOA0TOKCUHbI He Gonee 11,66 ME/mr

< 1,67 EQ/mr

3amevaHue:

Version 03 replaces version 02 of 28.03.2024
Reason of replacement: correction of Russian testing plan

Bbino onpeaeneHo, YTo AaHHas CepuA COOTBETCTBYeT cneuudukaumMm Ha NPoaykKT
[aHHblit foKyMeHT Gbin co3aaH B 3NeKTPOHHOMW CUCTeMe

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