ratiopharm

Ceprvduikar ananu3a g

Russian Fed.

RNara npouasoscrea
08.2020

W21453

Homep koxTpons
202004032241
npoaykra ID

Cepus Cepus knuenra

loaex po BepCuUR
08.2025 02

Cepwus nocraBwmka

Cneuncukayus
AD40 AD40-M-F22

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1

AmbpobeHe [pacTeop ans npyvemMa BHYTPb W UHrans
epPHbIW cTakaHuKk) x 1] x 1 (nayka KapToHHasn)

kKanenbHuua) 40 Mn x 1 + (m

uun, 7.5 mr/mn (cpnako-

Ananuasl Crneuundpukayun Pesynbrar
O6uwme u cneyndmyeckue
XapakTepucTHUKKM
Onucanue Mpospaunsiii BecuseTHbIi pacTsop

6es sanaxa cooTBeTCcTBYEeT
pH 40-50 4,41 pH
NAOTHOCTL 1.000 - 1.005 r/mn (npu 20°C) 1,002 r/mn
TecT Ha noAnNUHHOCTL
amBpokcona ruapexnopug (TCX) Rf sHaueHue, hopma u

MHTEHCUBHOCTL COOTBETCTBYET

cTaHaapty COOTBETCTBYET
copbar kanua (TCX) Rf sHauenve, copma u

VHTEHCWBHOCTb COOTBETCTBYET

cTaHaapTty CoOTBETCTBYET
amBpokcona ruapoxnopug (BOMX) Bpems yaepxueaug

COOTBETCTBYET

CTaHaapTy cpaBHeHus cooTeeTcTBYeT
copBar kanus (BIXX) Bpems yaepxuearus

COOTBETCTBYET

CTaHAapTy cpasHeHus cooTBeTCTBRyeT
xnopua
(peakuwus ocaxgeHun) benbiit 0Cafok: noNoXUTENbHO cooTBeTCTBYET

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




ratiopharm

| CepTudpmkar aHanusa Crpanuua 2/3
Data npoussoacrea loaeH ao Bepcus
08.2020 08.2025 02

Cepus Cepus knuenta Cepun nacTaswmka
W21453

Homep kouTpona

202004032241

npoaykra ID Cneuncukayus

AD4Q AD40-M-F22

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1
Ambpobene [pacTBop ans npuema BHYTPb ¥ uHransuuu, 7.5 mr/mn (dpnakos-
KanensHuya) 40 mn x 1 + (MepHbIi cTakaH4uK) x 1] x 1 (nayka kapToHHasn)

AHanu3as! Cneuundbmukaumn Pesynerar

PopacraexHbie npumecu

Am6pokcona ruapoxnopua (B3XX)

Mpumecs D xak HCI, Eap . ®apm.

Unc-amBpokcona ruapoxnopua <=05% <0,10 %
Mpumeck B kak HCI, Esp.dapm.

8,8-nubpom-3-TpaHc-4-ruapokenumk

norekcun-1,2,3 4-teTparuapoxvHas

ONUHa rMapoxXnopug <=1.0% <0,10 %
3-(4-rnppokcuyuknorexkcun)s, 8-

AuBpom-3,4-AurnapoxuHasonuHa

rnapoxnopua <=05% <0,10 %
Mobas apyras npumecs <=02 % 0,12 %
CyMMa Npouux npumecei <=10% 0,12 %
Cymma npumecei <=15% 0,12 %

KonuuecTeeHHoe onpenenexue /
1 mn pacreopa

amBpokcona ruapoxnopua (BAXX) 750mMr+5%

oT 7.125 mr go 7.875 wmr 7,461 mr
B NpoueHTax 956-105 % 99 %
copbar kanua (B3MX) 1.00mr+10%

(o1 0.90 Mr 4o 1.10 mr) 0,997 mr
B NpOUeHTax 90-110 % 100 %

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



ratiopharm

Nara npouasoactaa

08.2020

W21453

Homep koHTpons
202004032241
npoaykta ID

CepTudmkar aHanuaa

Cepun Cepus knueHta

Crpatuua 3/3

lopex ao BEpCHA
08.2025 02

Cepwus nocTasumka

Cneuudukayma

AD40 A040-M-F22

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1
Amb6pobeHe [pacTBop Ans npuema BHYTPbL W UHransuui, 7.5 mr/mn (pnakon-
KanenbHuua) 40 Mn x 1 + (MEpHbIN CTaKaHYMK) X 1] x 1 (nayka kapToHHan)

AHanuabi Cneundmkauus Pesynbtar
Mukpobuonoruyeckas yucrora
Mukpobuonoruyeckas ywcrorta
Esp. ®apm.2.6.12/2.6.13 Esp.®apm. 5.1.4:

OKAM (TAMC): <= 1000 KOE / r

Oo4avnr (TYMC): <= 100 KOE / r

E.Coli: otcytcTayer /1 COOTBETCTBYET
MukpoBbuonoruveckas yucToTa
Eep. ®apm.2.6.12/26.13 EBp. ®apm.5.1.4;

ANA UHransUWoHHoro npuema

TAMC - He Gonee 102 KOE/r

TYMC - He Gonee 10" KOE/r

Staphylococcus aureus -

oTcytcTeue 1r

Pseudomonas aeruginosa

otcyTcTBMe B 11

Bile-tolerant Gram-negative

bacteria — otcytcTBUE B 1T COOTBETCTBYET

Bbino onpeaenexo, utTo gaHHas CepuA COOTBETCTBYET cneunduKaumuy Ha NPoAYKT
Oannbiit fokymeHT Bbin co3gaH B 3NEeKTPOHHOMW CUCcTemMe

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




Mepkne 'm6X

TeBa mKeHepuKc cuctem
Ceprud)uxar Ha BbINYCK Cepum

Crpana:
3akasuuk:

MpoaykT:

Cepus rotosoro npogykra:
MepsuyHan ynakoska:
Cepua Mepkne Ne:

SAP Ne:

TlekapcTeeHHas dopma:
AKTUBHOE BELYecTBo:
Yenosusa xpaHeHus:
Homep perucrpaunonHoro

YAOCTOBEPEHUS:
BbinyweHHoe kon-so:

NuueHauna Ne:

Ceptudmkat GMP:

Onucanve npogykumu:
Ynakoska:

Havano ynakosku:
OkoH4YaHue ynakoBku:
Mapkupogka:
BropuyHas ynakoeka:
WMHcTpykuus:
MNpoussogutens 6anka:

¥YnakosaHo:

Bbinyckarowui KOHTpons:

Mepkne rm6X
Mpadh-Apko-LUTtpacce 3
D-89007 Ynbm
QO-RST@teva.de

ratiopharm

Poccusa

Tesa

AmGpobeHe pacteop ans NpHéma BHYTPbL M MHransauun 7.5 mrimn,
40m| Ne1

W21453 Hata npouasoacrtea: 08.2020

W21453 [ata okoH4aHuA cpoka rogHocTv: 08.2025
W21453 O6bém ynakosku: 40

29273 O6vem naptum: 1 956 000

PacTeop Ans npuéma BHyTpb
AmBpokcona ruapoxnopug

XpaHuTb Npu TemnepaType He Bbiwe +25 C°

M N014731-02

48900

DE_BW_01_MIA_2017_0024/DE_BW_01_Mercle
DE_BW_01_GMP_2017_1060 - AeicTBylowui (BnayGoiipeH)
DE_BW_01_GMP_2018_0069 — AencTeytowmii (BnayGoipen-Beinep)
DE_BW_01_GMP_2019_0052 - aeicTayoLuuii (Ynbm)

40 Mn pacTBOpa AMs NPUEMa BHYTPL/CTEKNAHHBI cnakoH

21.09.2020

23.09.2020

75265.11-RU
§75276.11-RU
75279.08-RU

MEPKJIE TrMBX
MPA®-APKO-LUTPACCE 3
89079-Y1bM

lepmaHus

MEPKINE rMBX
FPA®-APKO-LUTPACCE 3
89079-YNbM

Fepmanus

MEPKINE MMBX
PA®-APKO-LUTPACCE 3
89079-YNIbM

Fepmanus

Crpanuua 1 m3 2
Cepusa Mepkne W21453/29273




ratiopharm

Mepkne Mm6X

TeBa gxeHepukc cuctem

MpowussoguTens API Wunna Meawkap Jlumuteg (Deosugur)
Deosugur Inrustrial Area
584170-Raichur, Karnataka
NHana

®UHANbLHbINA BLIMYCKAIOLNA KOHTPOIL: Mepxkne Mm6X
Topsur Mepkne LUTtpacce 3
89143 —Bnay6uiopeH
lepmaHus

Mpw BLINyCke AaHHOM NapTUM He BbIno 3apPErMcTpUpoBaHO CEPbE3HbLIX N KPUTUHECKUX OTKITOHEHWIA.

HacToswum noateepxaalo, uto sbileykasaHHas MHbOpMaLs JOCTOBEPHa M TOYHA.

HanHas naptua npoaykTa Bbina nponsseqeHa, BkMOYas YNaKoBKYy U KOHTPO/b KayecTea B

COOTBETCTBUM C eBponeickumn GMP TpeGoBaHUAMU U B COOTBETCTBUM CO cneuvdukaymein

PeructpauuoHHoro yaoctosepenus. MponsBoacTeo, ynakoBka n aHanus fasHol NnapTum 6ein

npoeeneH B cooTBeTcTBun ¢ GMP.

HaHHas napTus BoinyleHa Ans peanuaauuu.

Moanucek
YnonHomoueHHoe nuuo

12.10.2020

MepeBog Bepen

SVEtlanaSO Digitally signed by

svetlana soloveva@tev

loveva@te ppemeem

cn=svetlana soloveva@

va pha rm-c tevapharm.com
om 105617 10700

Mepkne MmBX
Mpadp-Apko-LUTpacce 3
D-89007 ¥Ynem
QO-RST@teva.de2

CTpanuua 2 us 2
Gepua-Mepkre-W21453/29273




Merckle GmbH

Teva generics system

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:

GMP certificate:

Russian Fed.
Teva

-r'étiopharm

Ambrobene Solution for internal use and inhalation 7.5 mg/ml 40 ml No.1

W21453

W21453

W21453

29273

QOral Solution

Ambroxol Hydrochloride

Do not store above +25°C
P N0O14731-02

48.900,000

Manuf. date: 08.2020
Expiry date: 08.2025
Pack size: 40

Batch size: 1.956.000

DE_BW 01_MIA_2020_ 0069/DE_BW_01_Merckle

DE BW_01 GMP 2017 1060 -
DE BwW_01 GMP 2018 0069 -
DE_BW 01 GMP 2019_0052 -

valid (Blaubeuren)
valid (Blaubeuren-Weiler)
valid (Ulm)

Product presentation
Packaging:

Sec. print batch:
Start packaging:
End packaging:
Label:

Folding box:
Leafiet:

Bulk manufacturer:

Packager:

QcC site:

40 Oral Solution / Glass Bottle
wW21453

21.09.2020

23.09.2020

75265.12-RU

$75276.11-RU

75279.08-RU

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

Merckle GmbH
Graf-Arco-Strafle 3
D-89007 Ulm
QO-RST@teva.de

Page 1 of 2
Merckle batch/item W21453/29273



Merckle GmbH =
Teva generics system ratlopharm

API manufacturer: Shilpa Medicare Limited (Deosugur)
Deosugur Ind.Area Plot TA&1TA"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.

Dr. Michael Dolker L

12 10. B0 Goaimied Person

Merckle GmbH

Graf-Arco-StraBe 3

D-89007 Ulm Page 2 of 2
QO-RST@teva.de Merckle batch/item W21453/29273
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Manufacturing date
08.2020

Batch

W21453
Inspection lot
202004032241
Product ID

LAozao

 Certificate of analysis page 112

Expiry date Version
08.2025 01

customer batch vendor batch

A040-M-F22

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1

Tests Specification Resuit
General and special
characteristics
description Clear, colourless, odourless

solution complies
pH-value 4.0-50pH 4,41 pH
density 1.000 - 1.005 g/mi (at 20°C) 1,002 g/mi
Identity
ambroxol hydrochloride (TLC) Rf-value, shape and intensity

corresponds to reference complies
potassium sorbate (TLC) Rf-value, shape and intensity

corresponds to reference complies
ambroxol hydrochloride (HPLC) Retention time corresponds

to reference complies
potassium sorbate (HPLC) Retention time corresponds

to reference complies
chloride
(precipitation reaction) White precipitate:

Positive complies
Test of chemical purity
Ambroxol-hydrochloride (HPLC)
Impurity D as HCI, Ph. Eur.
cis-ambroxol hydrochloride <=05% <0,10 %
Impurity B as HCI, Ph. Eur.
6,8—Dibromo-3-trans-4-hydroxy-
cyclohexyl-1,2,3, 4-tetra-
hydrochinazolin-HCL <=10% <0,10 %
3-(4-Hydroxycyclohexyl)-6,8-
dibromo-3,4-dihydro-
chinazolin-HCI <=05% <0,10 %
any other impurity <=02% 012 %
sum of other impurities <=1.0% 0,12 %
total impurities <=15% 012 %

Merckle GmbH
Graf-Arco-Stralie 3
D-89078 Ulm
QO-RST@teva.de
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ratiopharm

08.2020

Batch

W21453
Inspection lot
202004032241
Product ID

AQ40

customer batch

 Certificate of analysis

Manufacturing date

Expiry date
08.2025
vendor batch

specification

A040-M-F22

page 212

Version
01

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 mi No.1

Tests Specification Result
Content /1 ml solution
ambroxol hydrochicride (HPLC)

7.50mg+5%

from 7.125 mg to 7.875 mg) 7,461 mg
in percent 95-105 % 99 %
potassium sorbate (HPLC) 1.00mg + 10 %

(from 0.90 mg to 1.10 mg) 0,997 mg
In percent 90 -110 % 100 %
Biological safety test
microbiological purity
for oral use
Ph.Eur. 26.12/2.6.13 Ph. Eur. 5.1.4.

TAMC: <= 10? cfu/g

TYMC: <= 10" cfu/g

E.coli: absent/g complies
microbiological purity
inhalation use
Ph.Eur. 2.6.12/2.6.13 Ph. Eur. 5.1.4.

TAMC: <= 102 cfu/g

TYMC: <= 10" cfu/g

S. aureus:  absent/g

P. aeruginosa absent/g

Bile-tolerante gram-

negative bac: absent/g complies

The batch was found to comply with the product specification

Merckle GmbH
Graf-Arco-Straflie 3
D-88079 Uim
QO-RST@teva.de

Dr. Michael Dolker
12 1. 01

T
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