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:

Certificate of GMP:

Russian Fed.
Teva

Efiopharm

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

X40756

X40756

X40756

29273

Oral Solution

Ambroxol Hydrochloride

Do not store above +25°C
P NO14731-02

72.950,000

Manuf. date: 09.2022
Expiry date: 09.2027
Pack size: 40

Batch size: 2.918.000

DE-BW_01_MIA_ 2022 0085/DE BW 01 Merckle Weiler
DE-BW_01_MIA_2022 0086/DE BW 01 Merckle Um
DE-BW_01_MIA_2022 0088/DE BW 01 Merckle Blaubeuren

DE BW 01 _GMP 2021 0173

- valid (Blaubeuren)

DE BW 01_GMP_ 2022 0090 - valid (Ulm)

DE BW 01 _GMP 2022 0022

Product presentation
Packaging:

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

Folding box:

Leaflet:

Bulk manufacturer:

Packager:

QcC Site:

- valid (Blaubeuren-Weiler)

40 Oral Solution / Glass Bottle
X40756

15.09.2022

17.09.2022

75265.12-RU

S$75276.12-RU

75279.10-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-Strale 3
D-89007 Um
QO-RST@teva.de
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Merckle batch/item X40756/29273



Merckle GmbH e
Teva generics system I‘atlophal’m

AP| manufacturer: Shilpa Pharma Lifesciences Limited
Deosugur Ind.Area Plot TA&TA'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.

QP confirm that from 20.07.2022 Shilpa Medicare Limited changed its name
to Shilpa Pharma Lifesciences Limited

Date/Time: 29.09.2022 / 12:17:39 CET
Approved by: Thomas Willi
Qualified Person
This document has been created electronically in the system with electronic signature.
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Russian Fed.

ratiopharm

Manufacturing date
09.2022

Batch

X40756
Inspection lot
202204029534
Product ID

A040

Certificate of analysis page 1/4

Expiry date Version
09.2027 01

customer batch vendor batch

A040-M-F25

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 40-50pH 4,42 pH
density 1.000 - 1.005 g/ml (at 20°C) 1,002 g/ml
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

Manufacturing date
09.2022

Batch

X407566
Inspection lot
202204029534
Product ID

A040

Certificate of analysis page 2/4

Expiry date Version
09 2027 01

customer batch vendor batch

A040-M-F25

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

Tests

Specification

Result

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

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

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
hydrochlioride in the
chromatogram of the standard
solution

The retention time of the
principal peak in the
chromatogram of the test
solution should correspond
to the retention time of the

complies

complies

complies

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




ratiopharm

Certificate of analysis

Manufacturing date

09.2022

Batch customer batch
X40756

Inspection lot

202204029534

Product ID specification
A040 AQ40-M-F25

Expiry date
09.2027

vendor batch

page 3/4

Version

01

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 D as HCI, Ph. Eur.
cis-ambroxol hydrochleride <=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%
any other single impurity <=02% <0,10 %
total other single impurities <=10% <0,10%
total all impurities <=15% <0,10%
Content /1 ml solution
ambroxol hydrochloride (HPLC)

7.50mg+5% 7,463 mg
in percent 95-105 % 100 %
potassium sorbate (HPLC) 1.00mg 10 % 0,99 g
in percent 90-110% 100 %

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




ratiopharm

Certificate of analysis page 4/4

Manufacturing date
08.2022

Batch customer batch
X40756
Inspection lot
202204029534
Product ID

AD40

Expiry date Version
09.2027 01
vendor batch

specification

A040-M-F25

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

Tests Specification Result
Biological safety test
microbiological purity
for oral use
Ph.Eur. 26.12/26.13 Ph. Eur. 5.1.4.
TAMC: <= 102 cfulg
TYMC: <= 10" cfulg
E.coli: absent/g complies
microbiological purity
inhalation use
Ph.Eur. 26.12/2.6.13 Ph. Eur. 5.1.4.
TAMC: <= 10? cfu/g
TYMC: <= 10" cfulg
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

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

Date/Time: 29.09.2022 /1 12:17:39 CET

?ﬁproved by: Thomas Willi/ Qualified Person
i

Merckle GmbH

Graf-Arco-Strafle 3

D-89079 Uim

QO-RST@teva.de




Russian Fed.

' CepTudpmkar aHanuaa

[Nlata nponssoacTea
09.2022

Cepun

X40756

Homep kouTpons
202204029534
npoaykra ID

A040

ratiopharm

Crpanuua 1/4

lopen ao BEPCUA
09.2027 02

Cepusn knuenTa Cepus nocraBwmka

Cneuudukauyms
AD40-M-F25

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1
AmBpobeHe [pacTBOp ANs npuema BHYTPb U UHranauuia, 7.5 mr/mn (pnakoH-
kanenbHuua) 40 mn x 1 + (MepHbIX cTakaH4yuk) X 1] x 1 (Nayka KapToHHas)

AHanu3bl Cneuudukayms Pe3aynkTtar
Obuwue u cneuncuyeckue
XapakTepUCTUKKN
Onucanne Mpo3payHbli BecyBeTHbIR pacTBop

6e3 3anaxa COOTBETCTBYET
pH 40-50 4,42 pH
MNoTHOCTL 1.000 - 1.005 r/mn 1,002 r/imn
Npo3pavHoCTb Mpenapar gomkek bbiTe

nNpo3paqHbim COOTBETCTBYET
LeeTHOCTb MNpenapaTt AonxeH BbITh

BecuseTHbIM UNK He

MHTEHCUBHEE 3TanoHHOro

pactsopa BY7 cooTseTCcTByeT

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




' Ceptuchukar aHanusa

[arta nponasoacTea

09.2022

X40756

Howmep koHTpons
202204029534
npoaykta ID

ratiopharm

Cepus Cepua KvenTa

Cneuudukauus

A040 A040-M-F25

CrpaHuua 2/4 |

loper ao BEPCHR
09.2027 02

Cepus nocrasuwyuxa

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1
AmOBpobeHe [pacTBOp ANA Npuema BHYTPb U UHranaumia, 7.5 mr/mn (nakou-
kanenbHuua) 40 mn x 1 + (MepHbIK cTakaHumk) x 1] x 1 (nayka KapToHHanA)

AHanuibl

Cneuudpukauusn

Pesaynbrar

MoanWHHOCTL
ambpokcona rugpoxnopua (TCX)

copbar kanusa (TCX)

ambpokcona ruapoxnopug (BOXKX)

copbar kanus (BAXX)

Xnobmabl

OcHoBHOE NATHO Ha
XPOMaTorpaMMe UCMNbITYEMOro
pacTeopa AOMKHO COOTBETCTBOBATL
no 3Ha4eHuio Rf, hopme u
VHTEHCWBHOCTW OKPACKW NATHY
AmBpokcona ruapoxnopwuaa Ha
Xpomarorpamme cTaHaapTHOro
pacTteopa 1.

OCHOBHOE NATHO Ha
XpoOMaTorpamme UCNbITYemMoro
pacTeopa AO/MKHO COOTBETCTBOBATL
no 3Haqenuo Rf, hopme v
WHTEHCUBHOCTM OKPAaCKM NATHY
Kanus copbata Ha xpomaTtorpamme
CTaHAapTHOro pacreopa 2.

Bpems yaepmusanus nuka
AmBpokcona ruapoxnopuaa Ha
XpOMaTorpamMmMe UCNbITYEMOro
pacTeopa A0MKHO COOTBETCTBOBATL
BPEMEHW YAEPKMBAHWUA NUKA
AmbBpokcona ruapoxnopuaa Ha
Xpomarorpamme cTaHAapTHOro
pacTeopa.

Bpems yaepxueanus nuka Kanvs
copbara Ha xpomartorpamme
UCMbITYEMOro pacTBopa A0MKHO
COOTBETCTBOBATL BPEMEHM
yAaepxusaHua nuka Kanuwa copbara
Ha XpomartorpaMmme CTaHAapTHOro
pacTsopa.

Ob6pasosarue benoro

COOTBETCTBYET

cooTBETCTBYET

cooTBETCTBYET

cooTBeTCTBYEeT

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



' CepTudpukat aHanusa

[aTa npouasoactea
09.2022

Cepun

X40756

Homep koHTpons
202204029534
npoaykra ID

A040

raﬁopharm

Crpanuua 3/4

lopeH ao Bepcus
09.2027 02

Cepua knueHTa Cepus nocTaswuka

Cneuudukauymus
A040-M-F25

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1
AmbBpobeHe [pacTBOp ANA NpueMa BHYTPb U MHransuuu, 7.5 mr/mn (dpnakok-
kKanenbHuya) 40 mn x 1 + (MepHbiA cTakaHymk) x 1] x 1 (nayka kapToHHas)

AHanusbl Crneuudmrauymn PeaynbTaT
TBOPOXWCTOrO OCaaka CoOTBETCTBYET
YucroTa (BIXKX)
Liuc-ambpokcona ruagpoxnopua <=0,5% <0,10 %
6,8-iubpom-3-TpaHc-4-
rMAPOKCHLIMKIOrEKCH-
1.,2,3 4-TeTparvapoxmnHasonusa
rmapoxnopug» <=1.0% <0,10 %
noban apyras eAuHUYHan NpUMech <=0,2% <0,10 %
CymMMa Apyrux eanHUYHbIX
npumecen <=10% <0,10 %
cymMma BCEeX NpUMECEn <=15% <0,10 %
KonuuecTBeHHoe onpeaenexue /
1 Mn pacrtBopa
ambBpokcona ruapoxnopug (BIXKX) 8 1 Mn npenapara 4ormkHo
COAEpPHKaTLCH:
750 mr £ 5% 7,463 mr
B NpoueHTax 95 - 105 % 100 %
copBar kanus (B3XX) 1.00 mr+ 10 % 0,996 r
B NpoLeHTax 90 - 110 % 100 %

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




faTta npoussoacTea

09.2022

X40756

Homep koHTpons
202204029534
npoaykra ID

ratiopharm

Ceptucukar aHanusa

Cepus Cepun knueHta

Foaen po
09.2027

Cneundukauyus

A040 A040-M-F25

Ctpanuua 4/4

BEPCURA

02

Cepus nocraswmka

Ambrobene Solution for internal use and inhalation 7,5 mg/ml 40 ml No.1
AmGpoGeHe [pacTBOp ANs NnpuemMa BHYTPb U MHransiuui, 7.5 mr/mn (dpnakou-
kanenbHuua) 40 mn x 1 + (MepHLIV cTakaH4mk) X 1] x 1 (nauka kapToHHasn)

AHanu3abl

Cneundmkauus

PeaynbTar

Mukpobuonoruyeckan yucrtora
Mukpobuonorudeckas uYucToTa
Esp. ®apm.2.6.12/2.6.13

Mukpoburonoruyeckas uyucrtota
Esp. ®apm.2.6.12/2.6.13

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

Esp. ®apm 5.1.4:

ANS UHranAUWOHHOIo Npuema
TAMC - He 6onee 10* KOE/r
TYMC - He Bonee 10" KOE/r
Staphylococcus aureus -
otcyTcTene 1r
Pseudomonas aeruginosa -
otcyrcTBue B 11

Bile-tolerant Gram-negative
bacteria — orcytcTBue 8 11

COOTBETCTBYET

cooTBETCTBYET

Bbino onpenenexo, YTo gaHHas cepus COOTBeTCTBYET cneunduKaumum Ha NPoayKT
HaHHbI fOKYMEHT Bbin co3naH B 3NEeKTPOHHOW CUCTEMEe

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




Mepkne T'M6X

TeBa PKEHEPUKC CUCTEM
Cep-rucpuxaT Ha BbINYCK cCepun

CrpaHa:
3akasuuk:

MpoaykT:

Cepws rotoBoro npoaykra:
MepBuyHan ynakoBka:
Cepusi Mepkne Ne:

SAP Ne:

IlekapctBeHHan dopma:
AKTUBHOE BELLEeCTBO:
Ycnosusi xpaHeHus:

Homep peructpauvoHHoro
YAOCTOBEPEHNSA:

BbinyLeHHoe Kon-Bo:

NuueHana Ne:

Ceptudurkar GMP:

OnucaHune npoaykuum:
YnakoBka:

Cepua Ha BTOPUYHOWN YNAaKOBKeE:

Havano ynakoBku:
OkoHuyaHue ynakoBku:
Mapkupoeka:
BropuyHasa ynakoeka:
MHCTpyKUMA:
MpownssoanTens 6anka:

YnakoeaHo:

Bbinyckarowwmin KOHTPOnb:

ratiopharm

Poccuiickas ®egepaums
Tera

AmbBpobeHe pacTBOp ANA NpMéMa BHYTPb M MHransauuia 7.5 mr/mn,

40 mn Ne1

X40756 Nata npoussoactea: 09.2022

X40756 [ata okoHyaHus cpoka rogHoctu: 09.2027
X40756 OBbém ynakoku: 40

29273 Ob6bem naptum: 2.918.000

pacTBop ANA nNpuema BHYTPb U UHransauui
AmBpokcona rugpoxnopua
XpaHuTb Npu TemnepaTtype He Bbile +25 C°

M N014731-02

72.950,000

DE_BW_01_MIA_2022_0085/DE_BW_01_Merckle Baiinep
DE_BW_01_MIA_2022_0086/DE_BW_01_Merckle Ynbm
DE_BW_01_MIA_2022_0088/DE_BW_01_Merckle Bnay6oiipeH

DE_BW_01_GMP_2021_0173 - pencTeytowmii (Bnay6oiipen)
DE_BW_01_GMP_2022_0090 - peiicTayrowmi (Ynom)

DE_BW_01_GMP_2022_0022 - peiicteytowmin (Bnayboipen-Baiinep)

40 mn pacTeop ANs npueMa BHYTPb WU MHIranauuin/CTeknaHHbI dnakoH
X40756

15.09.2022

17.09.2022

75265.12-RU
§75276.12-RU
75279.10-RU

MEPKNE MMBX
MPA®-APKO-LUTPACCE 3
89079-YNbM

[epmaHus

MEPKNE MMBX
MPA®-APKO-WUTPACCE 3
89079-YJIbM

[epmaHus

MEPKNE NMBX
MPA®-APKO-LUTPACCE 3
89079-YIIbM

"epmanus

Mepkne M'mM6X
Mpad-Apko-LUTpacce 3
D-89007 Ynbm
QO-RST@teva.de

Crtpanuua 1 13 2
Cepusa Mepkne X40756/29273



ratiopharm
Mepkne MTM6X ookt

TeBa O)KeHepUKC cucTem

Mpouseogutens AP| Shilpa Pharma Lifesciences Limited
Deosugur Ind. Area Plot
584170-Raichur, Karnataka
WNHuauna
Beinyckarowuit KOHTpPONb KayecTsa: Mepkne M'M6X
Jogsur Mepkne Ltpacce 3
89143 —bnay6oupeH
lepmaHusn
Mpw BbINyCke AaHHOA NapTum He GbINo 3apercTpUpPoBaHO CepPbE3HbIX U KPUTUYECKUX OTKITOHEHMUA.
HacTosimmM noaTBepxxaaio, YTo BbilieykasaHHas MH(POPMaUMsA AOCTOBEPHA U TOYHA.
,[]aHHaFI napTua npoaykra 6bina npou3eegeHa, Bknw4asa YNakKoBKY U KOHTPONb Ka4vecTBa B
COOTBETCTBUM C eBponenckumu GMP TpeGosaHusMK U B COOTBETCTBUM CO crieludukaLmeit
PeructpauuoHHoro ynoctosepenus. Mpon3BoACTBO, ynakoBka U aHanua JaHHoi napTum Gbinm
npoeegeHbl B cootBeTcTBMM ¢ GMP,
[aHHas napTua BbinyLLeHa Ana peanusauun.

QP nogTeepxaaer, uto ¢ 20.07.2022 HaumeHoBaHue Shilpa Medicare Limited usmeHero Ha Shilpa
Pharma Lifesciences Limited.

OATA/BPEMA: 29.09.2022/ 12:17:39 CET
OpobpeHo: Thomas Willi

YnonHoMo4eHHoe nuuo

3toT AOKYMEHT 6bIn co3paH B 3NeKTPOHHOM BuAe B CUCTEME C 3NEKTPOHHOW NOANUCHIO.

MepeBoa BepeH:

Na ta Iya Mopgnucaxo

undgposoi

noanuceio: Natalya
Kuya n ts g Kuyantseva

[lara: 2022.11.09
va 13:53:12 +03'00"

Mepkne MM6X
Ipadp-Apko-LUTpacce 3
D-89007 Ynbm
QO-RST@teva.de2
Crpanuuya 2 uz 2
Cepus Mepkne X40756/29273



«CBefleHnA o0 BBOJE B rpaxAaHCKuin odopoT B Poccuitckon degepaumm
NeKapCTBEHHbIX CPeACTB MO COCTOAHWUIO Ha 27.12.2022 17:06»

Ilara BHeceHHs B Ipoussoaurens Oprigioasyipes, Homep Homep, nata
z CpefieHHs 0 CTAIHAX HopmarupHaas BbINYCTHBLLIASA B
AHC Toproeoe HanmMenoBaHHe (BBINYCKAKOMIHI Crpana ik i Prdmttr ok cepHH, paspeleHHs
Pocagpasuansopa KOHTPOJIb) pOInoRCTS AR v P amﬂne.., NAPTHH na HJIII
Mepkne 'mOX, Tepmanus
AmOpobene; pacTBop s (TpousBoguTens (roTOBOH T NO14731/02-300920:
npHeMa BHYTpb H JId)); Mepkne I'mbX,
HHrassHA 7.5 mr/mn 1 lFepmanus Howe Mol 11
wt. (40 M) . (¥nakosmuk/cpacoBuuk (B i o
14.11.2022 I . Meprne I'm6X lepmanus " " Ham. Ne2 k T1 000 "Tesa" X40756 -
tnakon-kanensHunE (1), MEPBUYHYIO YIIAKOBKY));
NO014731/02-300920;
Nauku KapTOHHbe/ B Mepxkne I'mOX, lepmanus Wans, No3 T

KOMILIEKTE Co
CTAKAHUMKOM MEpHBIM

(¥ nakoemmx/chacoBumx
(BTOpHYHAS/TPeTHYHAS
yTaKoBKa))

NO014731/02-300920




