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:

ratiopharm

Russian Fed.

Teva

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules

X37219 Manuf. date: 07.2022
X37219 Expiry date: 07.2027
X37219

25461 Pack size: 5

Injection Batch size: 163.795

Ambroxol Hydrochloride

Do not store above +25°C

P N014731-03

30.759,000
DE-BW_01_MIA_2022_0009/DE_BW_01 Merckle Weiler
DE-BW_O1_MIA_2022 0010/DE_BW 01 Merckle Ulm
DE-BW_01_MIA_2021_0121/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 - valid (Blaubeuren-Weiler)

Product presentation
Packaging:

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

Folding box:

Leaflet:

Bulk manufacturer:

Packager:

QC Site:

S Injection / Glass Ampoule
X37219

21.07.2022

21.07.2022

56819.06-RU
$256321.03-RU
25415.09-RU

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

Merckle GmbH
Graf-Arco-StraRe 3
D-82007 Ulm
QO-RST@teva.de
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Merckle GmbH

Teva generics system ratiOEharm

APl manutacturer: 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.

| 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: 17.08.2022 / 06:58:45 CET
Approved by: Thomas Willi
Qualified Person
This document has been created electronically in the system with electronic signature.
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ratiopharm

Certificate of analysis page 112
Russian Fed. Manufacturing date Expiry date Version
07.2022 07.2027 01
Batch customer batch vendor batch
X37219
Inspection lot
202204021586
Product ID
AD25 A025-M-F16
Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
Tests Specification Resuit
General and special
characteristics
description Clear solution from colurless
to slightly yellow complies
visible particles In accordance with
requirements:
SE20<=45 complies
not visible particles
>= 10 um / box <= 6000 particles 33 particle
not visible particles
>= 25 um / box <= 600 particles 1 particle
pH-value 4,3-53pH 5,0 pH
density (20°C) 1,006 - 1,009 g/ml 1,008 g/ml
extractable volume NLT nominal volume (2 ml) 20mi
Uniformity of
dosage form (MV) Acceptance criterion (AV)
for 10 ampoules is
NMT 15.0%, if AV is more
than 15.0%, another
20 ampoules are tested.
AV for 30 ampoules #
NMT 15.0%, the content of
active substance in each
ampoule should be from
0.76Mto1.25 M. complies
colouration The solution should be
colourless or stand
comparison with reference B8 complies
clarity and opalescence The solution should be clear
or stand comparison with
reference suspension | complies

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




ratiopharm

Certificate of analysis page 212

Manufacturing date Expiry date Version
07.2022 07.2027 01
Batch customer batch vendor batch

X37219

Inspection lot

202204021586

Product ID specification

A025 A025-M-F 16

Ambrobene solution for inj 15 mg/2ml 2 mI No.5 ampules

Tests Specification Result

Identification
ambroxol hydrochloride (HPLC) The retention time of the
main peak in the chromatogram
of the test solution should
correspond to the retention
time of the Ambroxol
hydrochloride peak in the
chromatogram of the standard
solution complies
ambroxol hydrochloride (TLC) On the chromatogram of test
solution, a spot should
occur with Rf complying
to Rf of ambroxol spot on
the chromatogram of

referene solution complies
chloride
(precipitation reaction) The formation of a white

curdy precipitate complies
Purity (HPLC)
any single impurity NMT 0.2 % <0,10 %
total impurities NMT 0.5 % <0,10 %
Content
ambroxol hydrochloride (HPLC) 15MG 5%

(14.25 - 15.75 mg) 15,01 mg
in percent 95-105% 100 %

Biological safety test
sterility test Should be sterile complies
bacterial endotoxins
API:Ambroxol-HC|
<= 11.66 .U./mg < 1,67 1.U./mg

The batch was found to comply with the product specification

ate/Time: .08. :58:45 CET
Approved by: Thomas Willi / Qualified Person o
Tgrs document has been created electronically in the system with electronic signature,

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



Russian Fed.

' CepTudpukar aHanuza

Nava npoussopcrea
07.2022

Cepun

X37219

Homep koHTpona
202204021586
npoaykta ID

A025

ratiopharm

Cepus knuenTa

loaew ao
07.2027 02

Cepun nocrasuwmka

Cneuundukauns
A025-M-F16

Ambrobene solution for inj 15 mg/2mi 2 ml No.5 ampules

AmGpobeHe pacTeop ans BH
5 (nayka kapToHHas)

yTpuBeHHoro BBeaeHus, 15 mr/2 mn (amnyna) 2 mn x

AHanu3abl Cneuudmkaums Pesaynbrar
O6wme u cneuncuyeckue
XapaKkTepucTUKK
Onucakxve Mpo3apauHelit pacTeop ot

BecuseTHOro A0 CBETNOXENToro

usera cooTBETCTBYET
BUANMbBIE YECTULbI B cootBeTCTBUMM C

TpeboBaHus:

SE20<=45 cooTeeTcTayeT
HEBUAUMbIE YacTuLbl C pa3mepom
10 mkm v Bonee/amnyna He Bonee 6000 yacTuy 33 wactuy
HEBUAUMbIE YacTULb! C pasmepom
25 mkm 1 Boneel/amnyna He Bonee 600 vacTuy 1 yactuy
pH 43-53pH 50pH
NNOTHOCTL (20°C) 1,006 - 1,009 r/imn 1,008 rimn
M3Bnekaembin 06bem HomuHanehbin 06vem NLT (2 mn) 2.0mn
OaHoponHoCTL ao3npoBaHus Kputepuin npuemnemocty (AV)

Ans 10 amnyn — He Gonee 15,0%,

ecnu AV Gonee 15,0 %, nposoasT

“cnbiTaHne ewle Ha 20 amnynax.

AV ana 30 amnyn — He Gonee 15,0%:

COAEPKaHWE aKTUBHOIO BELLECTBA

B KaXA01 amnyne fOMKHO BbiTe

o7 0,75M ao 1,25M. COCTBETCTBYET
LiBeTHoCTh Pacteop fgonxe 6biTh

BecuBeTHLIM unu

BbIAEPKUBATE CPaBHEHME C

aTanorom B8 CooTBETCTBYET
MpoapauHocTb PacTsop gonxeH BbiTe

NPO3paqHbIM unK-

BbIEPXKWUBATL CPaBHEHWe

C aTanoHom | cooTeBeTcTByeT

Merckle GmbH
Graf-Arco-Stralte 3
D-89079 Ulm
QO-RST@teva de
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' CepTudpukar aHanuaa

Aara npoussopcrea
07.2022

Cepwus

X37219

Homep kowTpons
202204021586
npoaykTa ID

AD25

ratiophérm

Cepws knuenta

logex ao
07.2027 02

Cepun nocraswmka

Cneuudurayus
A025-M-F16

Ambrobene solution for inj 15 mg/2ml 2 ml No.5 ampules
AmbBpobene pacTsop ans BHYTPUBEHHOIro BBeaeHun, 15 mr/2 mn (amnyna) 2 mn x

5 (nayka kapToHHas)

AHanusbl Cneuudmkaumns Pesynbrar
MoanuuHocTe
AmBpokcona ruapoxnopug (B3XX) Bpems ynepxusanua ocHoBHOro

nuKa Ha xpoMaTtorpamme

WCNBITYEMOro pacTeopa A0MXHO

COOTBETCTBOBATL BpemMeHu

yAepx1BaHua nuka ambpokcona

MMAPOXNopuAa Ha Xxpomarorpamme

CTaHaapTHOro pacrsopa coQTeeTcTRYEeT
AmBpokcona ruapoxnopug (TCX) OcHosHan 30Ha agcopbunm

(NATHO) Ha Xxpomatorpamme

UCNbITYEMOro pacTeopa [oNXHa

COOTBETCTBOBATL NO BenuuuHe Rf,

MHTEHCUBHOCTW NOrNOLWEHUs u

pasmepy OCHOBHOW 30He aacopbuuu

(nATHy) Ha xpomaTorpamme

CTaHAapTHoro pacTeopa COOTBETCTBYET
Xnopuasl MNosenexue Genoro

TBOPOXUCTOrO 0capka COQTBETCTBYET
PoacteeHHblie npumecu (Bamx)
nioban efuHUIHAA npuMech He Gonee 0,2% <010 %
CymmMa npumecedn He Gonee 0,5% <0,10 %
Conepxanue
amBpokcona regpoxnopun (BIXX) 15Mr+5%

(14.25-15.75 mr) 15,01 mr
B NpoLeHTax 95-105 % 100 %
Mukpobuonoruyeckas umnctora
TECT Ha CTEPUBHOCTL AonxeH BuiTh CTEpuneH cooTBeTCcTRYEeT
BakTepuancHeie aHAOTOKCUHbI
ADC: AmBpokcona ruapoxnopua He Gonee 11,66 EQ/mr < 1,67 E3/mr

Buino onpeaenexo, YTo gavHas ce

[aHHbik noKymMeHT 6bin co3aaH 8 INEKTPOHHOWM CUCTEMe

PHsi COOTBETCTBYET cneunduKaumm Ha NpoayKT

Merckle GmbH
Graf-Arco-Stralke 3
D-89079 Uim
QO-RST@teva.de
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Mepkne T'm6X

TeBa grkeHepuKc cuctem ratiopharm
Ceprudmkar Ha BbINyck cepum

CrpaHa: Poccwiickan degepaumns

3aKkasumk Tesa

MpogyxT: AmBpobeHe pacTBop Ansi BHYTPUBEHHOMO BBegeHus 15 mr/2 mn

2 mn Ne5 amnyn

Homep cepum roTosoro npogykTa: X37219

Cepus (ykasaHHasi Ha ynakoske): X37219
Cepus (Mepkne): X37219
SAP Ne 25461
ara Npou3BoACTBa: 07.2022
Cpok rogHocTw: 07.2027
Pasmep ynakosku: 5
Pa3mep cepuu 153.795
NekapctBeHHas dopma: PacTeop ANs BHYTPUBEHHOIO BBEAEHUA
AKTUBHOE BeLLecTBo: AmBpokcona rugpoxnopua
YcnoBusi XxpaHeHus:: XpaHuTb Npu TemMnepaTtype He Bbilwe +25°C
PerucrpayunonHblit Homep: 1 N014731/03
BbinyLieHHoe konuyecTso 30.759,000
JInuensus Ne: DE“BW_01_MIA_2022_0009/DE_BW__01_Mepxne Baitnep

DE_BW_01_MIA_2022_0010/DE_BW_01_Mepxne Ynsm
DE_BW_O1_MIA_2021_O121IDE_BW_01_MepKne
Bnainboipen

Ceptucukatr GMP: DE_BW_01_GMP_2021_0173_valid (Bnayboitpen)
DE_BW_01_GMP_2022_0090_valid (Ynsm)
DE_BW_01_GMP_2022_0022_valid (EnayGoiipet-Baiinep)

MNpeacraBneHve npoaykTa

YnakoBka : CreknaHHble amnynel (5 wr.)
Cepusa Ha BTOPUYHOIA ynakoske: X37219

Hayano ynakosku: 21.07.2022

OKoH4YaHMWe ynakoBKu: 21.07.2022

JTHKeTKa: 56819.06-RU

Mavka kapToHHas: S256321.03-RU
WHcTpykyus: 25415.09-RU
MpoussoguTens 6Ganka: MEPKINE TMBX

JIIOABWUIT MEPKIE LWUTPACCE 3
89143-BITAYEOWPEH
"epmaHus

YnakosLymk: MEPKINE TMBX

JIIOABWUI MEPKINE WTPACCE 3
89143-BJIAYEOWUPEH
"epmaHusn

KoHTponb kauecTea: MEPKIE MBX
FPA®-APKO LUTPACCE 3
89079-YIIbM

Cepmanuns

MEPKIJIE IMBX
I'PA®-APKO IIITPACCE 3
D-89007 YJIbM
QO-RST@teva.de
Merckle batch/item X37219/25461




TeBa AXKeHepUKC cucTem ratiopharm

Crp.1/2

Mpoussogutens Wunna Megukap NMumuten (Deosugur) T
hapmaveBTUYECKOI CyBCTaHLMK: Deosugur Industrial Area Plot, 584170-Raichur,
Karnataka, India (UHgus)

BbinyckaloLwmi KoHTponb: MEPKIJIE TMBEX

MOABUIM MEPKINE WUTPACCE 3
89143-BITAYBEOWPEH

epmaHus

Mpu BbINycke AaHHON NapTUM He Bbino 3aperncTpupoBaHo CepbE3HbIX U KPUTUYECKUX OTKIOHEHMIA
HacToswwum nogreepiaato, uto BbilleykasaHHas WHGopMaLusa oCTOBEpHA U TOYHA.

HaHHas naptus npogykra Gbina npounsseaeHa, BKnioYas ynakoBKy U KOHTPONb KayecTsa B
COOTBETCTBUM C eBponeickumn GMP TpeGoBaHMAMY 1 B COOTBETCTBIN CO cneuundukaymein
PeructpauuorHoro yaocTtoeepeHus. lMpon3BOACTBO, ynakoska v aHanua aaHHow napTum Beinm
npoeeneH B cooTBeTcTBUU ¢ GMP.

HAaHHas naptus BbinyweHa ans peanusauuu.

OATA/BPEMSA: 17.08.2022/ 06:58:45 CET

OpobpeHo: Thomas Willi
YnonHomoyeHHoe nuLo

flaHHbiA 4OKYMEHT Gkin CO3aaH B ANEKTPOHHOM BIIE B CUCTEME C ANEKTPOHHOM MOANMCHIO.

MNepeson BepeH:

MNoanwcavo

Natalya Tt

Kuyants e e
fara: 2022.09.23

eva 10:36:57 +03'00'

Cp22

MEPKJIE TIMBX
['PAD®-APKO LITPACCE 3
D-89007 YJIbM

QO-RST@teva.de
Merckle batch/item X37219/25461



EPAABHAR CAVXBA T10 HAA30PY

B COEPE 3APABOOXPAHEHMS

«CBefeHnA o BBOJeE B rpaxAaHCcKuit obopoT B Poccuiickoin depepatiuu
JIEKapCTBEHHBLIX CPeACTB N0 COCTOAHMIO Ha 27.09.2022 19:10»

wr. (2 mo), amnyne (5),

NaYKH KapToHHBIE/ ~

[T N014731/03-100720; Hsm. Ne4 k
I1N014731/03-100720

IlaTa BHecenun B T Iponssogurens Ceepnennst 0 Oprn ’ Homep Homep, nara
oprosoe BBINYCTHBIIAA B
AHC (BBITYCKAIOMIHA Crpana CTaaHAX HopmaruBHas qokymenTanus CepHH, paspemieHus
HaHMEHOBaHHe IPaXNAHCKHIA
Pocanpasnagsopa KOHTPOJIb) NMPOH3BOACTBA oBopor NapTHH ua HJIII
Am6Gpobene; pacTBop [T N014731/03-100720; Ham. Nel
UL BHY TPHBEHHOIO Meisscie TRliX I1NO14731/03-100720; Ham. Ne2 x
26.09.2022 BBefienus 15 mr/2 ma 1 Mepkne I'm6X Tepmanuns —..aﬁ-“ﬁuxnxh ? [TNO014731/03-100720; Ham. Ne3 k | QOO "Tesa" X37219




