Mepkne T'mbX

CepTudmkar Ha Bbinyck cepum

Ctpana:
3akaauuk
Mpopaykr:

Homep cepuu rotosoro npogykra:

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

SAP Ne

Hata npoussoacTea:
Cpok rogHocTu:

Pasmep ynakoeku:
Pasmep cepuu
NekapcreenHas dopma:
AKTUBHOE BELECTBO:
Ycnosus xpaHeHus:
PerucrpaumnoHHbiii HOMep:
BbinyujeHHoe konuyecTtso
NuueHauns Ne:

Ceptucomkar GMP:

lMpeacrasnenve npogykra
Ynakoska:

Cepus Ha BTOpuuHOIt ynakoske:
Havano ynakogku:

OxkoH4yaHue ynakoeku:
STHKeTKa:

Mauka kapToHHas:
WHeTpykyus:

Mpowssogutens Ganka:

Ynakoswuk:

KoHTponk kavectsa:

Mpoussogutens

thapmavuesTuyeckoi cybeTaHyum:

Beinyckatowmii KOHTpOnb:

MEPKIJIE TMBX
I'PA®-APKO LLITPACCE 3
D-89079 VIIbM

Poccuiickas degepauyus

Teea

AmBpobene pacteop gns BHYTPMBEHHOr0O BBEAEHUA 15 Mr/2 Mn
2 mn Ne 5 amnynel

B60682

B60682

B60682

354246

05.2024

05.2029

5

196 380

PacTBOP AN BHYTPUBEHHOO BBEAEHWS

AmBpokcona ruapoxnopua

XpaHuTb npu Temneparype He sbilwe +25°C
JIM-Ne(0011 06)-(Pr-RU)

39276

DE_BW_01_MIA_2023_0121 /DE_BW_01_Mepkne Baiinep
DE_BW_D1_MIA_2023_0120/DE_BW_01_Mepxne Ynbm
DE__BW_O1_MIA_2022_0088/DE_BW_01_Mepkne BnaiBoiipen
DE_BW_01_GMP_2023 01 08_valid (Bnay6GoiipeH)
DE__BW_O1_GMP_2024__0078_valid (Ynbm)
DE_BW_01_GMP_2023__0201__valid (bnay6oipeH-Baiinep)

CreknsanHble amnynbl (5 wT.)
B60682

06.06.2024

07.06.2024

358493.01-RU

$358492.01-RU

358491.02-RU

MEPKIE rMBX

NIOABUI MEPKIIE LUTPACCE 3
89143-BITAYBOWPEH
lepmaHus

MEPKIE rMBX

NOABUI MEPKIIE LUTPACCE 3
89143-BNAYEOWPEH
lepmanus

MEPKINE NrMBX

FPA®-APKO LUTPACCE 3
89079-YIbM

lepmaHus

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

MEPKIE rMBX

NKOABUI MEPKJIE WUTPACCE 3
89143-BNIAYBOWPEH

lepmaHus

Crpanuna 1 u3 2
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Mepkne Trm6X

Mpu BbINYCKe AaHHOI NapTM He Bbino S@PErMCTPUPOBAHO CEPLESHBIX M KPUTUHECKUX OTKIIOHEH M.

Hactoswum noateepxaaio, uto BbilLeykasaHHas nHhopmauns JOCTOBEPHA M TOYHa.

HanHas naptus npogykra 6bina NPOU3BEAEHa, BKNIOYas YNakoBKy U KOHTPOMb KaYecTea B
COOTBETCTBUU C eBponenckumu GMP TpeBoBaHNsMM 1 B COOTBETCTBUM Co cneyudukayuein
PerucrpauuonHoro yAocTosepeHus. NponssoacTBo, ynakoBka 1 aHanms AaHHoi naptum Bbinu
npoBeaeH B cooTBeTCTBUM ¢ GMP.

HaHHas naptus sbinywena ans peanusauuu.

AATA/BPEMS: 25.06.2024/ 10:01:24 CET

OpobpeHo: Thomas Willi
YnonHomoyerHoe nuuo

[DakHbiii fokyMeHT Gbin cosnaH B 3MEKTPOHHOM BUAE B CUCTEME C 3NEKTPOHHOM NOAMUCHIO.

Digitally signed by Epeménox
s Onbra Hukonaesna
Mepesog sepen EPEMEHOK ol ...,

1.2.643.3.131.1.1=120C3233363830
33373335373338,
On b ra 1.2.643.100.3=120831373 13037363
132393436, givenName=0npbra
Hukonaesha, sn=Epeméno,
HukonaepHa e mismes

Date: 2024.08.15 16:30:53 +03'00°

MEPKIJIE TMBX
'PA®-APKO UITPACCE 3
D-89079 YJIbM Crpannua 2 u3 2
Merckle batch/item B60682/354246



Merckle GmbH

Release confirmation

Country: Russian Fed.
Customer: Teva

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

Batch Finished Prod: B60682 Manuf. date: 05.2024
Primary packaging: B60682 Expiry date: 05.2029
Merckle batch no.: B60682

SAP no.: 354246 Pack size: 5
Dosage form: Injection Batch size: 196.380
Active ingredient: Ambroxol Hydrochloride

Storage advise: Do not store above + 25C

Registration no.: LP-#(001106)-(RG-RU)

Released quantity: 39.276,000

License no: 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

Certificate of GMP: 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: 5 Injection / Glass Ampoule
Sec. print batch: B60682

Start packaging: 06.06.2024

End packaging: 07.06.2024

Label: 358493.01-RU

Folding box: S§358492.01-RU

Leaflet: 358491.02-RU

Bulk manufacturer: MERCKLE GMBH
LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN
Germany

Packager: MERCKLE GMBH
LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN
Germany

QC Site: MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM
Germany

Merckle GmbH
Graf-Arco-Strake 3

Merckle batch/item B60682/354246




Merckle GmbH

APl manufacturer: Shilpa Pharma Lifesciences Limited
Deosugur Ind.Area Plot 1A&1AP,
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.

I 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: 25.06.2024 / 10:01:24 CET
Approved by: Thomas Willi
Qualified Person
This document has been created electronically in the system with electronic signature.

Merckle GmbH
Graf-Arco-Straie 3
D-89079 Ulm Page 2 of 2

Merckle batch/item B60682/354246



Merckle GmbH

Russian Fed.

Ve
Ao

Manufacturing date
05.2024

Batch

B60682
Inspection lot
202404027377
Product ID

|i025

Certificate of analysis

customer batch

specification

A025-M-F20

Expiry date
05.2029

vendor batch

‘page 1/5

Version
03

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

Tests

Specification

Result

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




Certificate of analysis page 215
Manufacturing date Expiry date Version
05.2024 05.2029 03
Batch customer batch vendor batch
B60682
Inspection lot
202404027377
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
8 particle
Sub-visible particles
>= 25 uym/ container No more than 600 particles
with the size of 25 ym 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

Unifarmity of
dosage form (MV)

Acceptance criterion (AV)

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




| Certificate of analysis  page 5

Manufacturing date Expiry date Version
05.2024 05.2029 03
Batch customer batch vendor batch

B60682

Inspection lot

202404027377

Product ID specification

A025 A025-M-F20

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-Strafte 3
D-89079 Ulm




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

Manufacturing date

05.2024

B60682
Inspection Iot

202404027377

Product ID specification
LAOZS A025-M-F20

Certificate of analysis

Expiry date
05.2029

Batch customer batch vendor batch -

 page /5

Version

03

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
Graf-Arco-Strafte 3
D-89079 Uim




Certificate of analysis

Manufacturing date Expiry date
05.2024 05.2029
Batch customer batch vendor batch
B60682

Inspection lot

202404027377

Product ID specification
A025 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) 15mg+5%
(14.25 - 15.75 mg) 14,80 mg
in percent 95-105 % 99 %
Biological safety test
Test for sterility The drug product shpuld be
sterile complies
Test for bacterial endotoxins No more than 11.66 {U/mg < 1,67 lLU./mg
[77
Remarks: Version 03 replaces version 01 of 25.06.2024 /M rftz.Hj i ——
f . i f i 0 ermann |
Reason of replacement: correction of testing plan e 15, 08, 2024

The batch was found to comply with the product specification

Date/Time: 25.06.2024 /10:01:24 CET
Approved by: Thomas Willi / Qualified Person
This document has been created electronically in the system with electronic signature.

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



Merckle GmbH

Russian Fed.

Ambrobene solution for in
AmMGpobeHe pacTeop ans BH
5 (nayka kapToHHas)

Hara npoussoacTea
05.2024

Cepusn

B60682

Homep koHTpons
202404027377
npoaykra ID

wyzs

Ceptuchukar aHanusa

Cepua knuenTa

Cneumndukauus
A025-M-F20

Crpanuuya 15
logeH ao Bepcus
05.2029 04

Cepus nocTaswmka

j 15 mg/2ml 2 ml No.5 ampules
yTpuBeHHoro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

AHanuasl

Cneundukauun

Pesynbrar

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



Ambrobene solutio

AMGpobGeHe pacTBop ans BH
5 (nayka kapToHHas)

nforinj15m

[Hata npoussoacrea

05.2024

B60682
Homep koHTpons

202404027377

Cepus Cepus knueHTa

CepTtudukar aHanusa Crpanuya 2/5

lopeH ao Bepcun
05.2029 04

Cepwus nocraswuka

npoaykra ID Cneundukauyus
A025 A025-M-F20

g/2ml 2 ml No.5 ampules
yTpuBeHHoro BBegeHms, 15 mr/2 mn (amnyna) 2 mn x

AHanusbl Cneuudukauyus Pesynbrar
O6wue n cneunduyeckue
XapaKTepUuCTUKK
Onucanune Mpo3payHbIi pacTteop ot

GecuseTHoro ao ceernoxenToro

useta COOTBETCTBYET
pH 43-53 5,0 pH
Mpo3pauHocTb PactBop gomxeH 6biTh

npo3payHbim 1nu

BblAEPXWBATL CpaBHeHMe

C aTanoHom | cooTBeTCTBYET
BUAWMbBIE YacTULbI B cooTtBeTcTBMM C

TpeboBaHus:

SE20<=45 CooTBEeTCTBYET
HEBUAUMBIE YacTuLbl
>= 10 MKM / KOHTeliHep

He Gonee 6000 yacTuy pasmepom

10 MkM 1 BblWwe / amnyna

8 yactuy

HeBuauMeble YactTuubl
>= 25 MKM / KOHTElHep

He Gonee 600 vacTuy pasmepom

25 MKM U Bbiwe / amnyna

0 vactuy

LiseTHoCTb Pacteop gomkeH 6bits

BecuBeTHbIM UnK

BblAEPXKMBaTL CpaBHeHWe ¢

3aTanoHom B8 COOTBETCTBYET
MnoTHocTs 1,006 - 1,009 r/mn 1,008 r/mn

W3Bnekaemelit 06bem

O.QHODO.QHOCTb A031poBaHmA

He meHee HomuHanbHoro o6bema (2 mn) 2,0 mn

KpuTepwii npuemnemocty (AV)

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




Ambrobene solutio

AmMGpobGeHe pacTBop ans BH
5 (nayka kapToHHas)

CepTudukar aHanuza

Aata nponssoacrea

05.2024

Cepus Cepus knuenTa
B60682

Homep koHTpons

202404027377

npoaykra ID Cneundukayus
A025 A025-M-F20

C'rpaa_uga 3;5
loaeH ao Bepcua
05.2029 04

Cepwus nocraswuka

n for inj 15 mg/2ml 2 ml No.5 ampules
YTpuBeHHoro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

AHanussl

Cneuundumkauusn

Peaynbrar

Ana 10 amnyn - He Gonee
15,0%, ecnu AV Gonee 15,0%,
TO TECTUPYIOT ewe 20 amnyn.
AV ans 30 amnyn - He Gonee
15,0%, copepaHve akTuBHOro
BeluecTsa B Kaxaoi amnyne
AOMKHO CocTaBnsATh oT 0,75 M

COOTBETCTBYET

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




Hata npoussoacrea
05.2024

Cepus

B60682

Homep koHTpons

202404027377
npogykra ID

[ azs

Cepus knuenTa

Ceptudukar aHanusa Crpanmua 4/5

logeH no Bepcus
05.2029 04

Cepua nocraswiuka

Cneundukaums

A025-M-F20

Ambrobene solution for inj 156 mg/2ml 2 ml No.5 ampules
Amb6poGeHe pacTeop ans BHYTPpMBeHHOro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

5 (nayka kapToHHas)

AHanuasl

Cneundukaumn

Pesynbrar

MNoanuHHoOCTL
AmbBpokcona ruapoxnopua (BOXKX)

AmbBpokcona ruapoxnopug (Yo)

Xnopugbl

Bpems ynepxueaHus ocHoBHOro
nka Ha xpoMmaTtorpamme
UCnbITYeMOro pacTeopa A0MmKHO
COOTBETCTBOBATL BpemMeHu
YAEpXvBaHUA nuka amBpokcona
rmapoxnopraa Ha xpomartorpaMmme
CTaHAapTHOro pacTeopa

CnekTp nornowenus,
3aperncTpupoBaHHbIi B
MakCUMyMe OCHOBHOro nuka

Ha xpomaTorpamme

UCNbITYyeMoro pacTeopa,

AOIMKeH COOTBETCTBOBATL

CNEKTPY NOrnoLyeHus), CHATOMY B
Makcumyme nuka ambpokcona
rmapoxnopuaa Ha xpomatorpamme
CTaH4apTHOro pacteopa v UMeTh
MaKCUMym nornoweHus B o6nactu
ANKUH BOrH oT 190 go 400 Hm.
O6pasosanue 6enoro
TBOPOXWCTOro ocafka.

CooTBETCTBYET

COOTBETCTBYET

CooTBETCTBYET

PoacTeenHble npumecw (Baxx)
nwbas eauHNYHan npumecs
CyMmma npumecei

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

<0,10 %
<0,10 %

Copepxanue B ogHoii amnyne (2 mn)
ambBpokcona rvapoxnopug (B3XKX)

B NpoLeHTax

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

14,80 mr
99 %

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




Ambrobene solution for inj15m

CepTudukar aHanuza Crpanmua /5

Aata nponssogcrea
05.2024

Cepusa

B60682

Homep kontpons

202404027377
npoaykra ID

LAD25

g/2ml 2 ml No.5 ampules

logeH pgo Bepcun
05.2029 04

Cepua knuenTa Cepwua nocrasLymka

Cneundmkayus

A025-M-F20

AmMbpo6eHe PacTBop AnA BHyTpPUBEHHOro BBeneHus, 15 Mr/2 mn (amnyna) 2 mn x

5 (nauka kapToHHas)

AHanusbl Cneundukaums PesynbTtar
Mukpo6uonoruyeckas yucrora
TECT Ha CTEPUNBHOCTL TNekapcTsenHbIit npenapat gomker
CTEePUNbHBIM cooTBeTCTBYET
TecT Ha GakTepuarnbHble 9HAOTOKCMHbI  He Gonee 11,66 ME/mr
< 1,67 E3/mr

3amevaHue:

Version 04 replaces version 02 of 25.06.2024

Reason of replacement: correction of testing plan
Bbino onpeaeneno, yto AaHHaA cepusa cooTBeTCTBYeET cneundpukaumm Ha npoaykr
AaHHbIi QOKyMeHT Bbin CO30aH B 3NEKTPOHHON CUCTeMe

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




PEAEPAABHAR CAYXKEBA 110 HAA3OPY
B COEPE 3APABOOXPAHEHUA

FpaxaaHckuin odopoT cepwit, NapTUin NeKapcTBeHHbLIX cpencrs/ MHpopmaywma o BbIJaHHbIX Poc3apaBHag3opom pa3speweHnax

MyHobuonoruveckoro NnekapcTBeHHoro

KapToHHsie/ ~

(BTOpHuHAs/TPeTHURAS ynakoska))

Hlara srecenns 5 AHC Mpouseonmrens Oprannzauus, Homep Homep, nara
Pocazpan ot Toprosoe nanmesosanue (BBINY CKaroupi Crpana Ci O CTAIHAX Ny ACTBA Hopmathsaan nokymenrauns BLINYCTHBILAR B cepHH, paspetienns na
KOHTPOJIL) rpakaanckui obopor nApTHH HIn
Ambpobiene; pacteop ans Mepine I'm6X, Fepmanna (Tpoussonurens (rotosoit JIM)): Mepkae
5 mr/. ;
15.08.2024 N..___mmxhwa.oﬁa e aes el ¥ i v Teruaiss ﬂ.nﬂwh.. %ﬁﬂﬁﬁhﬂﬁ%ﬁwﬂg QM,HHMEQS ynaxosky)); JI-Ne(001106)-PI-RU}-281223 | 000 “Tena" B60682




