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

Ambrobene Solution for internal use and inhalation 7, &

X14057

X14057

X14057

29273

Oral Solution

Ambroxol Hydrochloride

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

73.670,000

ratiopharm

mg/ml 40 ml No.1

Manuf. date: 08.2021
Expiry date: 08.2026
Pack size: 40

Batch size: 2.946.800

DE_BW_01_MIA_2020_0069/DE_BW 01 Merckle

DE_BW_01_GMP 2020 0151
DE_BW_01_GMP 2021 0077

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

DE BW 01_GMP 2020 0154 - valid (Uim)

Product presentation
Packaging:

Start packaging:
End packaging:
Label:

Folding box:

Leaflet:

Bulk manufacturer:

Packager:

QcC Site:

40 Oral Solution / Glass Bottle
12.08.2021

13.08.2021

75265.12-RU

§75276.12-RU

75279.09-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
892079-ULM

Germany

Merckle GmbH
Graf-Arco-StralRe 3
D-89007 Uim
QO0-RST@teva.de
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Merckle batch/item X14057/29273



Merckle GmbH -
Teva generics system ratlopharm

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

| 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: 15.09.2021 / 08:37:32 CET
Approved by: Thomas Willi
Qualified Person
This document has been created electronically in the system with electronic signature.

Merckie GmbH
Grat-Arco-Strale 3
D-89007 Uim Page 2 of 2
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Russian Fed.

?atibpharm

Manufacturing date
08.2021

Batch

X14057
Inspection lot
202104022524
Product ID

A040

T:ertiﬁ&ate of ana ly Sis page /4

Expiry date Version
08.2026 01

customer batch vendor batch

specification
A040-M-F23

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

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

solution complies
pH-value 4.0-5.0pH 4,43 pH
density 1.000 - 1.005 g/mi (at 20°C) 1,002 g/mi
clarity <= reference suspension | complies
colouration Solution should be colourless

or not more intensive than the

reference solution BY7 complies
Merckle GmbH
Graf-Arco-Stralle 3
D-89079 Uim

QO-RST@teva.de




ratiopharm

Certificate of analysis page 2/4

Manufacturing date Expiry date Version
08.2021 08.2026 01
Batch customer batch vendor batch

X14057

Inspection lot

202104022524

Product ID specification

AD40 A040-M-F23

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

Tests

Specification Resuit

Identification
ambroxol hydrochloride (TLC)

potassium sorbate (TLC)

ambroxol hydrochloride (HPLC)

potassium sorbate (HPLC)

The principal spot in the
chromatogram of the test
solution should correspond

in terms of the Rf value,
shape and colour intensity

to the spot of ambroxol
hydrochloride in the
chromatogram of standard
solution 1 complies
The principal spot in the
chromatogram of the test
solution should correspond

in terms of the Rf value,
shape and colour intensity

to the spot of potassium
sorbate in the chromatogram
of standard solution 2 complies
The retention time of the
principal peak in the
chromatogram of the test
solution should correspond

to the retention time of

the peak of ambroxol
hydrochloride in the
chromatogram of the standard
solution complies
The retention time of the
principal peak in the
chromatogram of the test
solution should correspond

to the retention time of the

Merckle GmbH
Graf-Arco-Strafe 3
D-89079 Um
QO-RST@teva.de



ratiopharm

Certificate of analysis page 3/4

Expiry date Version
08.2026 01
vendor batch

Manufacturing date

08.2021

Batch customer batch
X14057

Inspection lot

202104022524

Product ID specification
AD40 A040-M-F23

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

Tests Specification Result

peak of potassium sorbate

in the chromatogram of the

standard solution complies
chloride
(precipitation reaction) Formation of a white

curdy precipitate complies
Purity (HPLC)
Impurity O 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 <=05% <0,10 %
any other single impurity <=02% <0,10 %
total other single impurities <=0.5% <0,10 %
total all impurities <=15% <0,10 %
Content/ 1 ml solution

- ambroxol hydrochloride (HPLC)

7.50mg+5% 7,540 mg
in percent 95-105 % 101 %
potassium sorbate (HPLC) 1.00mg+ 10 % 1,003 g
in percent 90-110% 100 %

Merckie GmbH
Graf-Arco-Strafe 3
D-89079 UlIm
QO-RST@teva de
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ratiophar

Manufacturing date
08.2021

X14057

Inspection lot

202104022524

Product ID specification

Certificate of analysis page 44

Expiry date Version
08.2026 01

Batch customer batch vendor batch

A040 AD40-M-F23

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

Tests Specification Result
Biological safety test
microbiological purity
for oral use
Ph.Eur. 2.6.12/2.6.13 Ph. Eur. 5.1.4.
TAMC: <= 102 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: <= 107 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

ate/Time:

.2021/08:37:32CET

Aﬁproved by: Thomas Willi / Qualified Person
This document has been created electronically in the system with electronic signature.

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




ratiopharm

CepTudMKaT aHaNU3a  crpamma e

r

Russian Fed. Hata npowssoactsa Moaen ao sepcus

08.2021 08.2026 02
Cepun Cepun knuenxTa Cepus noctaswmka
X14057

Howmep koHTpons

202104022524

npogyxkra ID Cneyucprrauyus

A040 AD40-M-F23

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 m! No.1
AmBpobene [pacTeop ans npuema BHYTPb M uHranauum, 7.5 mrimn (cbnakou-
KanensHuua) 40 mn x 1 + (MepHbIN CTakaH4uk) x 1] x 1 (nayka KapToHHan)

AHanuabl Cneuudbukauus Peaynerar
OBuwwme v cneuncbuyeckue
XapaKkTepucTUKy
Onucanue MNpospaynbin BecuseTHb!R pacTteop

6e3 3anaxa COOTBETCTBYET
pH 40-50 4,43 pH
MnoTHoCTs 1.000 - 1.005 r/mn 1,002 r/mn
Npo3paYHoCTb Mpenapat ponxeH BbiTe

npo3pasqHbiM cooTBETCTBYET
LiseTHocTh Mpenapar fgonxex BbiTh

BeCcUBETHLIM UNK He
MHTEHCWBHEE 3TaNOHHOro
pacrsopa BY7 COOTBETCTBYET

Merckle GmbH
Graf-Arco-Straie 3
D-88079 Ulm
QO-RST@teva de



ratiopharm

HAata npounasoacTea

08.2021

X14057

Homep koHTpons
202104022524
npoaykra ID

' CepTudpukar aHanusa

Cepus Cepws knuenTa

Crpanuuya 2/4

lopex po Bepcua
08.2026 02

Cepwn nocraswmka

Cneuutbrrayus
AD40 AD40-M-F23

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1
Amb6pobGene [pacTBop ans npuema BHYTPL U uHransuum, 7.5 mr/imn (cbnaxos-
KanenbHuua) 40 Mn x 1 + (MepHbIi cTakaH4uk) x 1] x 1 (nauka kapToHHasn)

AHanu3abl

Cneuudukaums

Pesynbrat

MoanuHHocTL
ambpokcona rugpoxnopug (TCX)

copbar kanus (TCX)

ambpokcona ruapoxnopus (BEMXX)

copbar kanusa (BIXX)

nasHoe mecTo B
Xpomarorpamma npofbl
PELLEHWEe AOMKHO COOTBETCTBOBATL
no sHaveHno Rf,

dOopMa ¥ UHTEHCMBHOCTb LBETA
Ha MecTo amBpoxcona
ruapoxnopua e

XpoMatorpamma ctaHnapTa
pewennve 1

OcHoBHbiE NATHA Ha
XpPOMaTOrpamme vcnbITyemoro
pacTsopa A0NXHb
COOTBETCTBOBATL NO 3HAYEH MO
Rf, dbopme u uHTeHcusHOCTY
OKpacku naTHam amBpokcona
rMapoxnopvaa Ha
XpomarorpaMme CTaHaapTHOro
pacTteopa | v kanua copbara Ha
XpOMaTrorpamme CTaHaapToOHOM
pacTtsopa 2

Bpemena yaepxusatinsg
OCHOBHOIO NWKa Ha
XpomaTorpamme UcnsITyemoro
pacTsopa AOMKHEI COOTBETCTBOBATL
BPEMEHEM YACPXKNBAHWUA NUKOE
ambpokcona ruapoxnopuaa Ha
Xpomartorpamme CTaHgapTHOro
pacTaopa.

OcHoBHbIE NATHA Ha
XpOMaTorpamme UcnbITyemoro
pacTsopa AOMKHLI COOTBETCTBOBATL

COOTBETCTBYET

COOTBETCTBYET

cooTBETCTBYET

Merckie GmbH
Graf-Arco-Stralte 3
D-8907S Uim
O0-RST@teva.de




Dara npowisoacTea

08.2021

X14057

Homep xouTponsa
202104022524
npogykra 1D

ratiopharm

CepTtudukaT aHanuaa

Cepun Cepwus knueHTa

Crpanunua 3/4

logex ao BEpCUA
08.2026 02

Cepua nocTaslyuka

Cneundukauun

AD40 AD40-M-F23

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 mi No.1
AmbBpo6GeHe [pacTBop ANs NpUemMa BHYTPbL W MHransauuii, 7.5 Mr/imn (chnako-
kanensHuua) 40 mn x 1 + (MepHbIK cTakaHuunk) x 1] x 1 (nayka kapToHHas)

AHanusb! Cneuudpukauun Pesynerar

no 3xadenwnio Rf, chopme u

MHTEHCWBHOCTYW OKPACKM NATHAM

ambpokcona rugpoxnopuga Ha

Xpomatorpamme CTaHAapTHOro

pactsopa 1 v kanus copbata Ha

XpoMaTtorpamme CTaHgapTHOro

pactBopa 2 (COOTBETCTBEHHO). COOTBETCTBYET
Xnopuabi Obpaaosanue Genoro

TBOPOXWCTOrO 0cagka cooTeeTcTByeT
YucroTa (BIXX)
Lunc-amBpokcona rugpoxnopug <=0,5% <0,10 %
6.8-[iubpom-3-Tpanc-4-
rMAapoOKCHUMKNOrekcunn-
1,2,3 4-TeTparuapoxuHasonuHa
ruapoxnopug» <=05% <0,10%
nobas Apyras eAnHUYHaER NPUMECH <=0,2% <0,10 %
CyMMa SPYrinX eAnHNNHbIX
npumecen <=0,6% <0,10 %
cyMma BCex npumecein <=15% <0,10 %
KonuyecTBeHHoe onpegenenue |
1 mMn pacTBopa
ambpokcona ruapoxnopua (BaOXMX) 8 1 Mn npenapara QOMNKHO

COAEPKaTLCA:

7,50 mr £ 5% 7,540 mr
B NpoUeHTax 95-105 % 101 %
copbar kanus (BAXX) 1.00 mr £ 10 % 1,003 r
B NPOUEHTax 90-110 % 100 %

Merckie GmbH
Graf-Arco-Stralle 2
D-89079 Uim
QO-RST@teva de




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

+—

' Ceprudomukar aHanuaa

ratiopharm

Crpanuya 4/4

Nara npoussoacrea Foaew po BEPCUA

08.2021 08.2026 02

X14057

Homep xonTpons
202104022524
npoaykta ID

AD4
| 0

Cepus Cepusa knuenta

Cepuns nocraswmka

Cneundukaums
A040-M-F23

AmBpobene [pacTBop Ans npuema BHYTPL U UHranaumiA, 7.5 mrivMn (chnakoH-
kanenbHuua) 40 mn x 1 + (MepHbIi ctakaHuuk) x 1] x 1 (nauka KapTOHHan)

AHanuasl

Cneuuchukauus

Pesynerar

Mukpobuonoruyeckan yucrora
MukpoBuonornyeckas yucrota
Esp. ®apm 2.6.12/26.13

MukpoBuonoruueckas uyucrtota
EBp. ®apm.2.6 12/26.13

Esp.®apm. 5.1.4:
(TAMC): <= 102 KOE / r
(TYMC): <= 10" KOE / r
E.Coli: oTcytetayet / 1

Esp. ®apm.5.1.4:

ANS MHranaUMoHHoro npuema
TAMC ~ ne Bonee 10? KOE/r
TYMC - ne Gonee 10" KOE/r
Staphylococcus aureus —
oTtcytcTeue 1r
Pseudomonas aeruginosa —
oTcytcTBME B 1T

Bile-tolerant Gram-negative
bacteria - oTcyTcTRME B 1T

cooTBETCTBYET

cooTBeTcTByeT

Bbino onpeaenewo, 4To faHKan Cepus COOTBETCTBYET Cneunthukaumn Ha NnpoaykT
AanHeii gokymenT 6bin cosaan 8 3MEKTPOHHON CUCTEME

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




Mepkne M'm6X

TeBa mpKeHepukc cuctem
Ceprudmkar na suinyck cepun

Crpaha:
3akaauuk:

MpopykT:

Cepwus roToBoro npogykra:
MNepsuyHas ynakoeka:
Cepus Mepkne Ne:

SAP Ne;

JlekapcTBeHHas copma:
AKTMBHOE BellecTBo:

YcnoBusa xpaHeHus:

Homep peructpauuonHoro
YAOCTOBEPEHWA:

BeinyweHHoe kon-go:

TNuueHauns Ne:

CepTtudpukar GMP:

Onucanve npogykuuu:
Ynakoska:

Havano ynakosku:
OkoH4aHue ynakoBku:
MapkupoBka:
BropuuHas ynakoska:
WHCTpyKums:
Mpownssogutens Ganka:

YnakoeaHo:

Bbinyckalowmin KoHTpons:

ratiopharm

Poccus
Tesa

AmbpobeHe pacTeop aAnsa npuéma BHYTPb U MHranauun 7.5 mr/imn,
40 mn Ne1

X14057 [Oata npouasogcrea: 08.2021

X14057  [aTa okoH4aHus cpoka rogHocTy: 08.2026
X14057 O6bém ynakosku: 40

29273 O6vem naptuu: 2,946,800

pacTeop AN Npuema BHyTPb U UHranauui
Ambpokcona rugpoxnopug,

XpaHuTb Npu TemnepaTtype He Bbilue +25 C°

M N014731-02

73.670.000

DE_BW_01_MIA_2020_0069/DE_BW_01_Mercle
DE_BW_01_GMP_2020_0151 - AeWCTBYOLWKIA (BnayBoitpeH)
DE_BW_01_GMP_2021_0077 — AeilcTByoLWmi (Bnayboiipen-Beiinep)
DE_BW_01_GMP_2020_0154 - AencTayowmit (Ynsm)

40 mn pacTeOp Ans npuema BHYTPb U WHranAUnA/CTEKNAHHBIN nakoH

12.08.2021

13.08.2021

75265.12-RU
§75276.12-RU
75279.09-RU

MEPKINE NMBX
MPA®-APKO-LUTPACCE 3
89079-Y/IbM

lepmaHua

MEPKIE rMBX
MPA®-APKO-LUTPACCE 3
89079-YIIbM

lepmaHus

MEPKIE MMBX
MPA®-APKO-LUTPACCE 3
89079-YIbM

lepmaHus

Mepikne MmM6X
padh-Apko-LUTtpacce 3
D-89007 Ynbm
QO-RST@teva.de

Crpanuua 1 m3 2
Cepus Mepikne X14057/29273



Mepkne M'm6X

TeBa pxeHepukc cuctem

MpouseoguTens API

Beinyckarowuit koHTpons kavecTsa:

ratiopharm

Wnnna Meawnkap Numutes, (Deosugur)
Deosugur Inrustrial Area
584170-Raichur, Karnataka

Mugus

Mepkne M6 X

Moasur Mepkne Ltpacce 3

89143 —-BnaybutopeH

lepmanus

Mpu BbINYCKe AaHHON NapTUM He Gbino 3aperncTprupoBaHO CEPLEIHBIX U KPUTUHECKMX OTKNOHEHMWIA.
HacToswwmm noateepxaato, yto BblleykazaHHas MHhopMaums JOCTOBEPHA U TOYHA.

HaHHas naptus npogykTa 6bina npon3sejeHa, Bkniovas ynakoBKy U KOHTPONb Ka4yecTea B
COOTBETCTBUM C eBponenckumn GMP Tpe6oBaHMSMU 1 B COOTBETCTEBUM CO cneundukalmein
PeructpayvoHHoro YAoOCTOBepeHus. Npon3BoACTBO, yNakoBKa W aHanu3 AaHHON napTtum 6ein

npoeeaeH B cooTBeTcTBuM ¢ GMP.
HAanHas naptus BeinyweHa ans peanusayun.

Moanwuck
YnonHomoueHHoe nuLo
Tomac Bunnu

15.09.2021/08:37:32

HokymeHT cosziaH B aMeKTPOHHOI CUCTeMe 1 noanucaH 3NEeKTPOHHO| NOAMNUCHID

OI a Moanwncaxo
MepeBop BepeH g undposon
nognuceto: Olga
Eremeno [mee
k [Hata: 2021.10.18

14:14:09 +03'00'

Mepkne Mm6X
Ipac-Apko-Lirpacce 3
D-89007 Ynem
QO-RST@teva.de2

Crpanuua 2 ua 2
Cepus Mepkne X14057 /29273
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