Merckle GmbH =
Teva generics system ratIOpharm

Release confirmation

Country: Russian Fed.

Customer: Teva

Product: Ambrobene tabs 30 mg No.20

Batch Finished Prod: X185468B Manuf. date: 09.2021
Primary packaging: X185468 Expiry date: 09.2026
Merckle batch no.: X185468

SAP no.: 24511 Pack size: 20
Dosage form: Tablets Batch size: 3.448.600
Active ingredient: Ambroxol Hydrochloride

Storage advise: Do not store above +25°C

Registration no.: P NO14731/01

Released quantity: 71.110,000

License no: DE_BW_ 01 MIA 2020 0069/DE BW 01 Merckle

GMP certificate: DE_BW _01_GMP_2020 0151 - valid (Blaubeuren)

DE_BW 01_GMP_2021_0077 - valid (Blaubeuren-Weiler)
DE_BW 01 _GMP 2020 0154 - valid {Ulm)

Product presentation

Packaging: 20 Tablets / Blister
Sec. print batch: X185468B

Start packaging: 05.11.2021

End packaging: 05.11.2021

Folding box: $24727.10-RU
Leaflet: 24634.08-RU

Bulk manufacturer: MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN
Germany

Packager: MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM
Germany

Qc Site: MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM
Germany
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Merckle GmbH -
Teva generics system ratlophal‘m

APl manufacturer: Shilpa Medicare Limited (Deosugur)
Deosugur Ind.Area Plot TA&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.

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: 23.11.2021 / 15:00:59 CET
Approved by: Claudia Gensbuegel
Qualified Person
This document has been created electronically in the system with electronic signature.
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ratiopharm

Certificate of analysis page 113
Russian Fed. Manufacturing date Expiry date Version
09.2021 09.2026 01
Batch customer batch vendor batch
X18546B
Inspection lot
202104033481
Product ID specification
A026 A026-M-F27
Ambrobene tabs 30 mg No.20
Tests Specification Resuit
General and special
characteristics
description White, round, biconvex
tablets with break score
on one side complies
average mass 2400mg+5% 243,7 mg
Identification
ambroxol hydrochloride (HPLC) The retention time of the
principal peak in the
chromatogram of the test
solution should correspond
to the retention time of
the ambroxol peak in
the chromatogram of
standard solution 1 complies
ambroxol hydrochloride
(UV-Vis) Ultraviolet absorption spectra
of the test and standard solutions
should have absorption maxima
at the same wavelengths complies
chloride
(precipitation reaction) Formulation of a white,
curdy precipitate complies

Merckle GmbH
Graf-Arco-Strafte 3
D-89079 Ulm
QO-RST@teva de



_Qi'atiopharm

Certificate of analysis . pagez3

Manufacturing date Expiry date Version
09.2021 09.2026 01
Baltch customer batch vendor batch
X185468
Inspection lot
202104033481
Product ID specification
A026 A026-M-F27
Ambrobene tabs 30 mg No.20
Tests Specification Resulit
Purity (HPLC)
Impurity D, Ph. Eur.
cis-ambroxol hydrochloride <=02% <0,10 %
Impurity B, Ph.Eur. as HCI
trans-4-(6,8-dibromo-
1.4-dihydroguinazolin-3(2H)-yl)
cyclohexanol <=02% <0,10%
6.8-dibromo-3-trans-4-hydroxy-
cyclohexyl-3.4-dihydro
chinazolin HCI <=02% <0,10 %
any other impurity <=02% <0,10 %
sum of other impurities <=0.5% <0,10%
Content / tablet
ambroxol hydrochloride
(UV-Vis)
300mg+5%
(28.5-31.5mg) 29,71 mg
Uniformity of dosage
units (CU)
ambroxol hydrochloride (UV-Vis) The acceptance value (AV) for
10 tablets should be no more
than 15,0%, if AV is more
than 15.0% the test is
conducted on 20 more tablets.
AV for 30 tablets should
be no more than 15.0%,
the content of the active
substance in each tablet
should be from 0.75 M to
1.25 M. complies

Merckle GmbH
Graf-Arco-Strafie 3
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ratiopharm

[

Certificate of analysis page 3/3
Manufacturing date Expiry date Version
09.2021 09.2026 01
Batch customer batch vendor batch

X18546B

Inspection lot

202104033481

Product ID specification
A026 A026-M-F27

Ambrobene tabs 30 mg No.20

Tests Specification Result

Dissolution test

ambroxol hydrochlonde (UV-Vis) >=80 % (Q)
after 30 minutes
Evaluation according

Ph.Eur. 2.9.3 97 %
Biological safety test
microbiological purity
Ph. Eur. 26.12
Ph. Eur. 2.6.13 Ph. Eur. 5.1.4.

TAMC: <= 10° cfulg
TYMC: <= 10? cfulg
E.coli: absent/g complies

The batch was found to comply with the product specification

Date/Time: 23.11.2021715:00:59 CET
Approved by: Claudia Gensbuegel / Qualified Person
This document has been created electronically in the system with electronic signature.
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Russian Fed

Ambrobene tabs 30 mg No.20

Lata nponasoacrea
08.2021

Cepun

X185468

Homep koHTpons
202104033481
npoayxta ID

AD26

ratiopharm

' CepTudhukar aHanuaa

Cepus knuexta

Crpanuua 1/3

lopex no BEpCUA
09.2026 02

Cepwus nocrasiuuka

Cneundukayus

AQ026-M-F27

AmBpobene Tabnetku, 30 mr (6nuctep) 10 x 2 (nauka KapToHHas)

AHanwuab! Cneuudukayua Pesynbrar
OBwwue 1 cneyucuyeckue
XapaKTepUCTUKH
Onwucanue Kpyrnble ABOSKOBLINYKNbIE TaBNeTKK

Benoro useTa, ¢ pasgennuTenbHoil

PUCKOW Ha OAHOW CTOROHE COOTBETCTBYET
CpeanHan macca 2400mMr+5% 2437 mr
MNoanuHHoCTL
ambpokcona rugpoxnopua (B3XX) Bpemn yaepxusaHus 0CHOBHOrO

nvKka Ha xpomaTorpamme

UCNbITYEMOro pacTBopa AOMKHO

COOTBETCTBOBATL BPEMEHM

yaAepXvuBaHusa nuka amBpokcona

Ha Xxpomarorpamme CTaHAapTHoro

pacTeopa 1 cooTBeTCTBYeT
amBpokcona ruapoxnopua
(YO) YNbTpathuoneToskle cnekTpbl

NOrNOWEHNA UCNLITYEMOro 1

CTaHAapPTHOrO PacTBOPOB B

oBnactu ot 220 Hm oo 400 Hm

AOMXHLI UMETE MAKCUMYMbl

NOrNOWEHUA NPW OAHUX W Tex

e ANvHax BonH COOTBETCTBYET
Xnopwabl O6paacaanwne Genoro

TBOPOXWCTOrO ocaaka COOTBETCTBYET
Merckie GmbH
Graf-Arco-Strae 3
D-89079 Ulm

QO-RST@teva.de




Ambrobene tabs 30 mg No.20

ratiopharm

HAara npouwasoacTea
09.2021

Cepus

X185468B

Homep xoxTpons
202104033481
npoayxTa ID

A026

Ceprudpukar aHanmsa

Cepus knuewTa

Crpanuua 2/3

lopen po Bepcus
09.2026 02
Cepua nocTaBLMKa

Cneuncukaums
A026-M-F27

AmBpobere Tabnetku, 30 mr (6nucrtep) 10 x 2 (nauka KapTOHHas)

AHanuasl Cneundukauus PeaynuraTt
MocTopoxHue npumecu (BIXKX)
uuc-ambpokcona ruapoxnopuaa
(npumecs D, Ph.Eur.) <=02% <0,10 %
XWHA30MWHa ruapoxnopuas
(npumeckb B, Ph Eur) <=0,2 % <0,10 %
AUrnapoxvHasonuHa ruapoxnopuaa <=02% <0,170 %
eAUHUYHON HeuaEHTUMDULMPOBaHHOR
npumMecu <=0,2 % <0,10 %
CYMMbI HEUAEHTUDUUUPOBAHHbBIX
npumecei <=0,5% <0,10%
KonuyectBenHoe onpenesnexunel Tabnertka
ambpokcona rugpoxnopua (YO) 300Mr+£5%

(oT 28,5 mr oo 31,5 mr)

amBpokcona ruapoxnopuaa A0MKHO

coaepxartecs B 1 Tabnetke 29,71 mr
OnHopoaHoCTL A03MpOBaHMA
amBpokcona ruapoxnopua (Yo) Kputepuin npuemnemoctu (AV)

Ans 10 TabneTok gonxeH BbiTe

He Bonee 15,0 %, ecnu AV

Bonee 15,0 %,

NPOBOASAT UCNbITAHWE ewe

Ha 20 TabneTkax.

AV ans 30 TabneTok gonxeH BbiTe

He Bonee 15,0 %, cogepxaxve

NEenCTBYOWEero BewecTsa s

Kaxaon TabneTke gonxHo BbiTh

ot0,75Mpo 1,25 M cooTBeTCTByeT

Merckie GmbH
Graf-Arco-Stralle 3
D-88079 Uim
QO-RST@teva de




Ambrobene tabs 30 mg No.20

‘Ceprudpukar aHanusa

ratiopharm

Crpanuya 3/3

Hata npouasoacTaa
098.2021

Cepus

X18546B

Homep koHTpons
202104033481
npeaykra 1D

A026

Cepua knneHTa

lopex ao BEpCus
09.2026 02

Cepwun noctaswwka

Cneyudhukauus
AD26-M-F27

AmBpobeHe TabneTtku, 30 Mr (6nuctep) 10 x 2 (nauka kapToHHas)

Ananuibi Cneuudpuraumn PesyneTar
PacTBopenue
ambpokcona ruppoxnopug (YO) He meHee 80 % (Q)
Yepea 30 muH
COOTBETCTBUM C
Ph.Eur. 2.9.3. 97 %
Mukpo6uonoruueckan uucrora
MukpoBuonorvnueckas yuctota
Esp.®apm. 26.12
Esp.®apm. 2.6.13 Eep. ®apm.5.1.4:
ObLee Yicno aspobHbIx
MuKkpoopraHuamos (TAMC) -
He Gonee 10° KOE/r:
OBuwee 41cno ApoXoKeBbLIX U
nnecHesbix rpubos (TYMC) -
He Bonee 10* KOE/r;
Ortcytcreuwe Escherichia
colis1r COOTBETCTBYET

Bbino onpenenexo, 4To naHHasn cepus COOTBETCTBYET CneuudMKkayni Ha NpoayKT
fanHei nokyMeHT 6Lin cozgaH B ANEeKTPOHHOW cUcTeme

Merckle GmbH
Graf-Arco-Strafle 3
D-89079 Uim
QO-RST@teva de




Mepkne TmbX

TeBa pyeHepuKc cuctem

ratiopharm

CepTudukar Ha Bbinyck cepum

CrpaHa:

3akasuuk

MpoaykT:

Homep cepum roToBoro npogykra:

Cepusa (yka3aHHas Ha nepBU4HON
ynakoBke):
Cepwus (Mepkne):

SAP Ne

NekapcTteeHHas opma:
AKTUBHOE BELLECTBO:
YcnoBus xpaHeHus:
PervcTpaunoHHbiit Homep:
BbinyLieHHoe konmyecTso
NuueHana Ne:
Ceptuchukat GMP:

MNpencrasnenve npogykra
Ynakoeka :

Cepusa HaneyaTaHHas Ha ynakoBke:
Havano ynakosku:

OkoHYaHWe ynakoBeku:

Mayka kapToHHas:

WHcTpykuums:

Mpounseoaurtens Ganka:

YnakosLumK:

KoHTponb KavecTea:

MEPKIJIE TMEX
PAD-APKO ILITPACCE 3
89007-VIIbM
QO-RST@teva.de

Poccuiickas depepaums

Teea

AmBpobeHe Tabnetku 30 mr Ne 20

X18546B [Hata npowaeoacTea: 09.2021

X18546B [lata okoH4aHua cpoka rogHocTu: 09.2026

X18546B
24511 O6ném ynakosku: 20
TabneTtku O6bém naptum: 3.448.600

AmBpokcona rugpoxnopua

XpaHWuTb Npu TemnepaType He Bbile +25°C
MN014731/01

71.110,000
DE_BW_01_MIA_2020_0069/DE_BW_01_Mepkne
DE_BW_01_GMP_2020_0151_valid (Bnay6oipeH)
DE_BW_01_GMP_2021_0077_valid (Enay6oipeH-
Bainep)

DE_BW_01_GMP_2020_0154_valid (Ynbm)

20 TabneTok/6nucTep
X18546B

05.11.2021
05.11.2021
S24727.10-RU

24634.08-RU

MEPKNE r'MBX

NKOABUM MEPKNE LUTPACCE 3
89143-BNTAYBEOMPEH
epmaHuns

MEPKIE TMBX
MPA®-APKO LUTPACCE 3
89079-YNIbM

Mepmanus

MEPKNE TMBX
MPA®-APKO LUTPACCE 3
89079-YNbM

Mepmanusn

Crp.1/2

Merckle batch/item X18546B/24511



Mepkne I'mb6X
Tesa fHEHEPUKC CUCTEM ratiopharm

MpownasoguTens LWunna Meaukap Numutes(Deosugur)

chapmaLeBTUYECKON CyBCTaHLMK: Deosugur Industrial Area, 584170-Raichur, Karnataka,
India

Bbinyckarowmii KOHTponk: MEPKINE MMBX

TOOBUI MEPKINE WWTPACCE 3
89143-BJIAYEOWPEH
FepmaHus

Mpw BhINyCKe AaHHOM NApPTUK He GbINO 3aperucTpUpoBaHo CepbE3HbIX M KPUTUYECKMX OTKITOHEHWIA, KOTOpLIE MOTyT
NOBMAWATL Ha BbINYCK NapTUW.

HacToswum nogTeepxaato, 4To BbileykasdaHHas MHOPMaLMA 4OCTOBEPHA U TOYHA.

[anHan naptus npogykTa 6bina npouseegeHa, BKAYas YNakoBKy M KOHTPONb Ka4yecTsa B COOTBETCTBUM C
esponenckumu GMP TpeboBaHusaMU W B COOTBETCTBUM CO cneuundukaumnen PerncTpaumoHHOro ya0cToBEpEHIs.
lMpon3aBoacTBO, yNakoBKka v aHanua 4okyMeHTaumm napTun Gbinv NpoBeaeHsl B cooTeeTcTeMM ¢ GMP.,

HAanHas napTus sbinywena ans peanuaauuu.

OATA/BPEMA: 23.11.2021 /15:00:59 CET

Opo6peno: Claudia Gensbuegel
YnonHomo4YeHHoe nuLo

3T0T AOKYMEHT 6biN CO34aH B 3NEKTPOHHOM BWAE B CUCTEME C 3NEKTPOHHOW NOANWUCHID.

Mepesog BepeH:

Natalya uapomen

NOANKCHIO:

Kuya nt Natalya

Kuyantseva

Seva MHara: 2021.12.17

14:00:25 +03'00"

Crp.2/2

MEPKIJIE TMBX
I'PAD-APKO ILITPACCE 3
89007-YJIbM
QO-RST(@teva.de
Merckle batch/item X185468/24511



«CBefieHnA 0 BBOAE B rpaXfaHCKmii 060poT B POCCUMIICKOI denepaunmn NeKapCTBEHHbIX
CpefcTs NO COCTOAHUIO Ha 23.12.2021 14:14»

Oprannsaumus,

JaTa BHeceHus B Mpoussoaurens Homep Homep, nara
Toprosoe Hopmaruenas BbIIYCTHBLIAA B
AHC AiRE oRa (BBIMYCKAKMIHE Crpana Caenenns o cTagHax NPOH3BOACTEA G G M. CepPHH, pa3spemenns
Poc3gpasnanzopa KOHTPOJIb) sBogor NaApTHH na HUII
Mepkie I'm6X, Tepmars
Kiiboaie: (Vnakosmug/dacosmuk (B MEPBUUHYIO TIN014731/01-220720;
EQ_M.;.: .:.v ur 10 ynakoeky)); Mepkne I'm6X, epmanust Ham, Nel k IT
17.12.2021 - Mepgne 'M6X Ilepmanns (¥nakopummk/hacoBmuk NO14731/01-220720; Hsm. 000 "Tesa" X18546B

wt., 6mHcTeps (2),
MaYKH KapToHHbIe/ ~

(BTOpHUHAS/TPETHYHAS YIIAKOBKA));
Mepkie I'm6X, I'epmanns
(Mpowussogutesns (rotooit JIM))

Ne2 g IT
NO14731/01-220720




