Merckle GmbH -
Teva generics system I'atlopharm

Release confirmation

Country: Russian Fed.

Customer: Teva

Product: Ambrobene tabs 30 mg No.20

Batch Finished Prod: X18546A Manuf. date: 09.2021
Primary packaging: X18546A Expiry date: 09.2026
Merckle batch no.: X18546A

SAP no.: 24511 Pack size: 20
Dosage form: Tablets Batch size: 4.917.400
Active ingredient: Ambroxol Hydrochloride

Storage advise: Do not store above +25°C

Registration no.: P NO14731/01

Released quantity: 73.800,000

License no: DE-BW _01_MIA_2021_0119/DE_BW 01 Merckle Weiler

DE-BW 01 _MIA 2021 0120/DE BW 01 _Merckle Ulm

DE- BW 01 MIA 2021 O121IDE BW 01 Merckfe Blaubeuren
Certificate of GMP: DE_BW_OTAGMP_2021_0173 valid (Blaubeuren)

DE BW_01_GMP 2021 0174 - valid (Ulm)

DE BW 01_GMP_2021_0175 - valid (Blaubeuren-Weiler)

Product presentation

Packaging: 20 Tablets / Blister
Sec. print batch: X18546A

Start packaging: 29.10.2021

End packaging: 29.10.2021
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

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

Merckle GmbH
Graf-Arco-Strale 3
D-89007 Ulm
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Merckle GmbH

Teva generics system l'atiOEhal'm

APl manufacturer: Shilpa Medicare Limited (Deosugur)
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.

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: 02.03.2022 / 13:05:12 CET
Approved by: Kristin Rottmann
Qualified Person
This document has been created electronically in the system with electronic signature.
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ratiopharm

Certificate of analysis page 13
Russian Fed. Manufacturing date Expiry date Version
09.2021 09.2026 01
Batch customer batch vendor batch
X18546A
Inspection lot
202104033415
Product ID specification
AD26 A026-M-F27
Ambrobene tabs 30 mg No.20
Tests Specification Result
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)

ambroxol hydrochloride
(UV-Vis)

chloride
(precipitation reaction)

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
Ultraviolet absorption spectra

of the test and standard solutions
should have absorption maxima
at the same wavelengths complies
Formulation of a white,

curdy precipitate complies

Mercklie GmbH
Graf-Arco-Stralte 3
D-89079 Uim
QO-RST@leva de




ratiopharm

Certificate of analysis page 23
Manufacturing date Expiry date Version
09.2021 09.2026 01
Batch customer batch vendor batch
X18546A
Inspection lot
202104033415
Product ID specification
A026 A026-M-F27

Ambrobene tabs 30 mg No.20

Tests Specification Result

Purity (HPLC)

Impurity D, Ph. Eur.

cis-ambroxol hydrochloride <=0.2% <0,10 %

Impurity B, Ph.Eur. as HCI |

trans-4-(6,8-dibromo-

1,4-dihydroquinazolin-3(2H)-yl)

cyclohexanol <=02% <010%

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 <=05% <0,10 %

Content / tablet
ambroxol hydrochloride
(UV-Vis)

30.0mg+5%
(28.5 - 31.5 mg) 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
1.25M. complies

Merckie GmbH
Graf-Arco-StraBe 3
D-89079 Uim
QO-RST@teva.de




Ambrobene tabs 30 mg No.20

ratiopharm

Certificate of analysis page 3

Expiry date Version
09.2026 01
vendor batch

Manufacturing date
09.2021

Batch customer batch
X18546A
Inspection lot
202104033415
Product 1D

A026

specification
A026-M-F27

Tests

Specification Result

Dissolution test
ambroxol hydrochloride (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. 26.13 Ph. Eur. 5.1.4.

TAMC: <= 10° cfulg
TYMC: <= 107 cfulg

E.coli: absent/g not routinely tested

The batch was found to comply with the product specification

Aa e |m§:b
rove .
This docume

.03. :05: T
Kristin Rottmann / Qualified Person

s document has been created electronically in the system with electronic signature.

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



Russian Fed.

Ambrobene tabs 30 mg No.20
AmBpo6Gene Tabnetku, 30 mr (6nucrep) 10 x 2 (nauka KapTOHHas)

[lara npouasoacraa

09.2021

X18546A
Homep koHTpons
202104033415
npoaykra iD

Cepus Cepus knuenta

Cneyugukayus
A026 A026-M-F27

ratiogharm

CepTudmkar aHanmaa

 Croamma 113

Mpaex go BEpCus
09.2026 02

Cepws noctasiuka

AHanusbl Cneuudmkauusn Pesynbrar
Obuive n cneundmueckue
XapaKTepuCTHKy
Onucanune Kpyrnbie ABOAKOBbLINYKNbIe TabneTku

6enoro UBeTa, C pazaenuTenbHON

PUCKOIR Ha OAHON CTOPOHE cooTBeTcTBYeT
CpepHsa macca 2400 mMr+5% 243,7 mr
MognuHHoCcThL
ambpokcona ruppoxnopua (BIXX) Bpems yaepxuwBaHus OCHOBHOIO

nuka Ha xpomarorpamme

UCNbITYEMOro PacTBOpa 4OMKHO

COOTBETCTBOBATL BPEMEHM

yAepxusaHua nuka ambpokcona

Ha XxpomaTorpamme CTaHQapTHOro

pacteopa 1 COOTBETCTBYET
ambpokcona rugpoxnopus
(Yo) YnbTpauoneTosble CnekTpb!

NOrNOLWEHNS NCTIbITYEMOrO W

CTaHAAapTHOro PacTBOPOE B

obnacty oT 220 Hm 40 400 HMm

LOMKHB UMETH MaKCUMYMbI

NOrNOLEHWS NPX OOHUX W TEX

We ANMHaX BOSH CoOTBETCTBYET
Xnopwabl O6paaosaxue Benoro

TBOPOXMCTOrO OCanka COOTBETCTRYET
Merckle GmbH
Graf-Arco-Stralie 3
D-89079 Ulm

QO-RST@teva.de



Ambrobene tabs 30 mg No.20

Nara npowasoacTea
09.2021

Cepus

X18546A

Homep kouTpons
202104033415
npoaykra ID

A026

ratiopﬁa_rm

 Ceprudbuxar aHanusa
Cepus knuenta

Cneuudukayus
A026-M-F27

Crpannua 2/3

lopex Ao BEPCHA
09.2026 02

Cepwr nocrasumka

AmbGpobeHe TabneTtku, 30 Mr (6nuctep) 10 x 2 (nayka KApTOHHas)

AHanu3abi Crneundukauus Peaynbrar
MocTopounke npumecu (BIWX)
unc-ambpokcona ruapoxnopuaa
(npumeck D, Ph.Eur.) <=0,2% < 0,10 %
XMHA30NWHa rugpoxnopuaa
(npumece B, Ph.Eur.) <=0,2% <0,10 %
AWrnapoXuHasonuHa rngpoxnopuaa <=0,2% <0,10%
EANHWYHON HenaeHTMUUMPOBaHHOM
npumecu <=0,2% <0,10 %
CYMMbl HEMAEHTUPULNPOBEHHbIX
npumece <=0,5% <0,10 %
KonwuuecteeHHoe onpeaenexue/ tabnerka
amGpokcona rugpoxnopua (Yd) 300mMr+5%

(or 28,5 mr go 31,5 mr)

ambBpoKcona rmapoxXnopuaa AoNKHO

cojepxatbcs B 1 TabneTke 29,71 mr
OavopoaHOCTL JO3KPOBAHUA
ambBpokcona rugpoxnopua (Yo) Kputepuin npuemnemoctu (AV)

ana 10 Tabnetok gormkeH BbiTe

He Gonee 15,0 %, ecnu AV

Bonee 15,0 %,

NPOBOAST UCNbiTaHue elle

Ha 20 TabneTkax.

AV ans 30 Tabnetok gonxex BuiTs

He Bonee 15,0 %, conepxanue

OEeWCTBYIOLero BelecTsa e

Kaxaow TabneTke JOMKHO BbiTh

or0,75M o 1,256 M COOTBETCTBYeT

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



ratiopharm

' Ceprudpukar aHanusa  Croawma 33

Hata npouasoacTea lopeH go Bepcus
09.2021 09.2026 02
Cepusn Cepua knnexta Cepus nocTasiumka
X18546A
Homep koutpons
202104033415
npoayxra ID Crneundmkayna
A026 A026-M-F27

Ambrobene tabs 30 mg No.20

Ambpobene Tabnetiu, 30 mMr (6nuctep) 10 x 2 (nauka KapToHHas)

AHanusbl Cneundukauus Peaynbrat

PacTBopexue

ambpokcona ruppoxnopug (Y®)

He menee 80 % (Q)
yepes 30 MuH
COOTBETCTBUM C

Ph.Eur. 2.9.3. 97 %

Mukpobuonoruyeckas yucrora
MuxpoBuonoruyeckas yucrota
Eep.®apm. 2.6.12

Esp.®apm. 2.6.13

Esp. ®apm.5.1.4:

O6uyee yncno aspobHbIx
muKpoopraiuamoe (TAMC) —
He Bonee 10° KOE/r;

O6bulee YMCno JpPOXOKEBLIX W
nnecHeeblx rpnéos (TYMC) -
He Gonee 102 KOE/T;
Orcyrcreue Escherichia
colis1r

Buino onpeaeneno, 4To AaKHHan CePWA COOTBETCTBYET CNeuMdUKaLMK Ha NPOAYKT
HaHHbii foKyMeHT Bbin CO3AaH B 3NEKTPOHHON CHCTEME

He TECTUPYETCR PYyTUHHO

Merckie GmbH
Graf-Arco-Stralke 3
D-89079 Uim
QO-RST@teva.de




«CBegeHna o BBOAE B rpaXaaHCcKuin 06opoT B Poccuinckoin degepaunn neKapcTBeHHbIX
CpencTe no coctoAHuIo Ha 07.04.2022 12:59»

Oprauusanus,

Jlara BHecenns B T Mpoussoaurens . Homep Homep, nata
AHC opronoe (BBIMIYCKaromu#t Crpana Caefienns 0 cTaQHAX NPOH3BOACTBA s e 7 g CepHH, Pa3penmiecHus
Pocanpasnamopa HAHMEHOBAHHE KomTpaxs) JOKYMEHTalMs rPAKIAHCKHE naprEm wa FUITT
obopot
Mepkne 'mM6X, lepmanuns
AuBpobene; (Vnakosmur/cacosmyk (B nepeHunyio TTN014731/01-220720; H3m.
.d.m:n._.x: wm i i0 ynakoeky)); Meprae I'm6X, lepmarus Nel & I1 N0O14731/01-220720;
31.03.2022 N Meprie 'm6X I'epmanus (VY makoeumk/acosmmk Ham. Ne2 k 1 000 "Tepa" X18546A -

wt., 6aHcTeps (2),
MaykH KapTOHHble/ ~

(BTOPHYHAS/TPETHYHAS YITAKOBKA));
Mepkae ['mOX, lepmanus
(TMpowmseomuTes (rotosoii JId))

NO14731/01-220720; Ham.
Ned x T1 NO14731/01-220720




