T (+ 359) 670 68 104 Balkanpharma Troyan AD

F (+ 359) 670 62 610 a Teva company

: ) 1 Krayrechna Str.
trooperations@actavis.bg Troya)rl'u 5600, Bulgaria

www.actavis.bg

Batch Release Certificate Ne 479

Client:

Russia

Product name/ Strength/Potency:

Almagel Neo oral suspension 170 ml

Client product name:

Anmarens Heo 170 ml cycneH3us ons npuema BHyTpb

Dosage form:

X Suspension []Syrup []Gel [] Other:

Package size/ Package Type:

1 bottle x 170 ml X Bottle [] Tube
[ other

Importing Country:

Russia

Marketing authorization number:

M N013310/01
M N013310/01-260617

Manuf. Batch Number: 06N0520

Pack. Batch Number: 060520

Client Batch Number: 060520

Manufacturing date: 052020

Packaging date: 052020

Expiry date: 05/2022

API manufacturing site: Manufacturer of Aluminum hydroxide gel
= Name SPI Pharma Inc.

= Address

= Authorization number
= Eudra GMP reference number or
certificate of GMP Compliance

40 Cape Henlopen Drive Lewes, DE 19958-0481 USA
QPEA- 9GCR

Manufacturer of Magnesium Hydroxide Paste
SPI Pharma Inc.
40 Cape Henlopen Drive Lewes, DE 19958-0481 USA

Manufacturer of Simethicone emulsion (30 per cent)

DOW CORNING CORPORATION

Healthcare Industries Materials Site (HIMS),North Gleaner Road
1635, Hemlock, Michigan 48626, USA

Bulk Manufacturing site:

= Name

= Address

= Authorization number

= Eudra GMP reference number or
certificate of GMP Compliance

Balkanpharma-Troyan AD

1. Krayrechna str. Troyan, 5600 Bulgaria
BG/MIA-0153/07.04.2020
BG/GMP/2019/148

GMP-00204/17/BG

Packaging site:

= Name

= Address

= Authorization number

=  Eudra GMP reference number or
certificate of GMP Compliance

Balkanpharma-Troyan AD

1. Krayrechna str. Troyan, 5600 Bulgaria
BG/MIA-0153/07.04.2020
BG/GMP/2019/148

GMP-00204/17/BG
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Testing site:

= Name

= Address

= Authorization number

= Eudra GMP reference number or
certificate of GMP Compliance

Balkanpharma-Troyan AD

1. Krayrechna str. Troyan, 5600 Bulgaria
BG/MIA-0153/07.04.2020
BG/GMP/2019/148

GMP-00204/17/BG

Batch release site:

= Name

= Address

= Authorization number

= Eudra GMP reference number or
certificate of GMP Compliance

Balkanpharma-Troyan AD

1. Krayrechna str. Troyan, 5600 Bulgaria
BG/MIA-0153/07.04.2020
BG/GMP/2019/148

GMP-00204/17/BG

Batch Number of API (s)

Aluminum hydroxide gel
01T_102002002

Magnesium Hydroxide Paste
01T_101923014

Simethicone emulsion (30 per cent) 03T_H033J9P007

Quantity shipped:

22 144 packages

Reference of Certificate of analysis:

CoA Ne 480/26.05.2020

Artwork reference number:

applicable)

= PIL AAAL6390

= Box AAAK9271

= Label AAAK9275

Deviation reference (where X No [] Yes (see copy of deviation report)

HEeOOCTYNHOM Ans AeTen mecte!

Comments/ Storage conditions: MNpu Temnepatype He Bbliwe 25°C. He 3amopaxusats! XpaHuTb B

Balkanpharma Troyan AD

Troyan 5600, Bulgaria

This batch of product has been manufactured, including packaging/labelling and quality control at the
above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and
with the specifications in the Marketing Authorisation of the importing country or product specification file
for Investigational Medicinal Products. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

Date: 7 6 MAY 20720

Name/ Signature/ Position/
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trooperations@actavis.bg

CepTudukar xkadecrBa Ne 480
(Cepruduxar 3a xagectso Ne 480)
(Certificate of quality Ne 480)

IpoayxT: AJIMAT'EJIB® Heo cycnensusi, 170 mi
(ITpomyxt: ALMAGEL?® Heo cycnencusi, 170 ml
(Product: : ALMAGEL® Neo suspension, 170 ml)

Balkanpharma Troyan AD
a Teva company

1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

Cepusi Ne: 060520 Pasmep cepuu: 20 144

(ITapTunen Ne) (Pazmep Ha maprtuzpara )

(Batch Ne) (Batch size)

JlaTa H3roTOBJIEHHMSI: 052020 OTrpy:xeHo: 22 144

([laTa Ha TPOM3BOICTBO) (ExcrienmpaHo KOJHYECTBO)

(Mfg. Date ) (Loaded)

Togen no: 05/2022 MecTo Ha3HaYeHHUs: Poceust

(Exp. Date) (ITpenna3HaueHue) Pycus

(Destination) Russia

ITpoussomutens: bankandapma- TposH AJl, Bosrapust, 5600 r. Tpos, yi. ,,Kpatipeura”, 1

IIpoussomuren: Bankangapma- Tposi AL, yi. ,.Kpaifpeura” Ne 1, Tposir 5600 Buirapus

Manufacturer: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria

Mecro anamisa: Bankandapma- Tposa AL, Bonrapus, 5600 r. Tposs, yi1. ,,Kpaiipeuna”, 1

Msicro Ha avanms: bankandapma- Tposia AJL, yi. ,Kpaiipeuna” Ne 1, Tpos 5600 Buirapus

Testing site: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria
Ilokaszaresnn Hopwmbi PesyabTar
(Ioxazarenm) (Hopmu) (Pesyxrar)

(Tests) (Specifications) (Results)

1. Onucanue Benast uiu noytu Geiasi CyCreH3Msl, ¢ 3aMIaX0M aneJbCHHA COOTBETCTBYET
(Onucanue) (Bsina mmi TouTH Gsi1a CYCIICHCHS C MUDPKC Ha [IOPTOKAI) (otroBaps)
(Appearance) (White or almost white suspension with orange odour) (comply)

2. CelHMEHTALIMOHHAS YCTOHYHBOCTD He nomkHO ObITH paccjanBaHMs B Te4eHHE 5 MHH COOTBETCTBYET
(CennMeHTaIOHHA YCTORYHMBOCT) (He Tps6Ba na ce pasciiosiBa B TCUCHHE Ha 5 MUHYTH) (oTroBaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)

3. loaniuHHOCTH
(Mzentuunocr)

(Identification)

©  AIOMHHHS THIPOKCHUI - Ka4eCTBeHHAasl peakuusi| beaslii ocagok COOTBETCTBYET
(AmyMMHHEB XHUIPOKCH] - KA4YECTBEHA PEAKIIHS) (Bsna yratika) (otrosaps)
(Aluminum hydroxide - quality reaction) (White precipitate) (comply)

e Maruus rHIPOKCH/ - Ka4eCTBeHHAsi PeaKuus Beasrii ocagox COOTBETCTBYET
(MarHe3ueB XUIPOKCHT - KaYECTBEHA PEAKIIMS) (Bsina yratika) (otroBaps)
(Magnesium hydroxide - quality reaction) (White precipitate) (comply)

e CumeTnKoH (NOJHIUMETHIICHIOKCAH) - HK-cnexTp HCMBITYeMOro pacTBopa A0JDKEH COOTBETCTBOBATE
HUK-cnekTpodoromeTpus HK-cnexTpy pacTBopa cpaBHeHHsl B 00J1aCTAX ONTHYECKOH COOTBETCTBYET

NPO3pa4yHOCTH TOJIY0Ja
(CumeTHKOH (MONMANMETHIICUIIOKCAH - (MudpayepseHusT aGCOPOLMOHEH CIIEKThD Ha Pa3TBOpa 3a (oTroBaps)
HY-cnekrpodoromerpus) H3IMTBAHE, TPAOBa Ja ChOTBETCTBA HA CIICKTHPA, MOIYYEH C

Pa3TBOpa 32 CPAaBHEHHE HA TOJIYOIL.)
(Simethicone (polidimethylsiloxane - (The infrared absorption spectrum obtained with the test (comply)
Infrared spectrophotometry) solution is similar to that of the toluol reference solution
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T (+ 359) 670 68 104
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trooperations@actavis.bg

Balkanpharma Troyan AD
a Teva company

1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

Ipoaykr: AJIMATEJIB® Heo cycnensus, 170 ma/ ITpoxykt: ALMAGEL® Heo cycnencusi, 170 ml/ Product: ALMAGEL® Neo suspension, 170 ml

Cepus No: | ITaptuzen Ne: / Batch Ne: 060520

IToka3arenu Hopms! PesyibTar
(IToxazarerm) (Hopmu) (Pesyrar)
(Tests) (Specifications) (Results)
e 3Ortuanaparugpoxcubensoart, [Iponuanapa- BpemeHa yaepKHBAHUSI [HKOB ITHJINaparuapokcubeH3zoara u
ruapokcubensoar - B7KX MpoNHJINaparuapokcuéeH3oara Ha XpOMAaTorpamMMe | COOTBETCTBYET
HCILITYeMOr0 pacTBOpa AOJKHBLI COOTBETCTBOBATH BpPeMeHaM
YAepKHBaHHsI COOTBETCTBYIOIMX NMHKOB Ha XpPOMAaTOrpamMme
CTAHAAPTHOI0 pacTBopa
(Etun napaxunpoxcubensoar, [Ipomnun napa- (Ha xpomartorpamara ¢ pa3TBOpa 3a W3IMTBaHE, BpeMEHATa Ha
xuznpokcubensoar - BETX) 3abpKaHe Ha €T napaxuapoKCUOeH30aT 4 | (oTroBaps)
NIPONMIINAPaXUIPOKCHOEH30aT TpsiOBa Ja CHOTBETCTBAT Ha
BpEMEHaTa Ha 3albp)KaHE€ Ha CBHOTBETHUTE TIHKOBE Ha
(Ethyl parahydroxybenzoate, Propyl XpoMaTorpaMaTa ¢ pa3TBOpa 3a CpaBHEHHE)
parahydroxybenzoate - HPLC) (On the chromatogram with the test solution, retention times | (comply)
the ethyl parahydroxybenzoate and propyl parahydroxy-
benzoate should comply with the retention times of
preservatives on the chromatogram with reference solution.)
4. pH Or7,0108,6 '
(pH) (Ot 7,0 10 8,6) 8,3
(pH) (from 7,0 to 8,6)
S. IlnoTHOCTH Ot 1,017 go 1,243
(TlrsTHOCT) (Ot 1,017 mo 1,243) 1,128
(Density) (From 1,017 to 1,243)
6. KucioToHeliTpasiusyomasi cnoco6HoCTh He menee 4,0 MIkB/ r
(KucenHHO - HeyTpanusupaia Crioco6HOCT) (He no-manko ot 4,0 mEq/g) 4,6
(Acid-Neutralization capacity) (Not less than 4,0 mEq/ g)
7. BsizkocTh Ot 1 000 a0 6 000 mIa.c
(Buckosurer) (Ot 1 000 10 6 000 mPa.s) 3000
(Viscosity) (From 1 000 to 6 000 mPa.s)
8. O0BbeM coaepKHMOro yNaKoBKH He menee 170,0 ma
(O6eM Ha ChIBPKUMOTO B €1HA OTNAKOBKA) (He no-masnko ot 170,0 ml) 172,0
(Volume of suspension per a pack) (Not less than 170,0 ml)
9. KosinyecTBeHHOE onpeaeJieHue:
(KomiyecTBeHO ompenensue)
(Assay)
e AJIIOMHHHSI THIPOKCHAA Ot 5,40 o 6,60 r/ 100 r
(AJTyMHHHEB XUAPOKCH) (Or 5,40 10 6,60 g/ 100 g) 5,88
(Aluminium hydroxide) (From 5,40 to 6,60 g/ 100 g)
e Maruusi THAPOKCHAA OT 6,30 oo 7,70 r/ 100 r
(Marue3ueB XHUIPOKCHI) (Ot 6,30 10 7,70 g/ 100 g) 6,98
(Magnesium hydroxide) (From 6,30 to 7,70 g/ 100 g)
e CHMeTHKOHA KaK MOJIMAMMETHJICHIOKCAHA,
[-(CH,), SiO-], Ot 0,544 1o 0,736 r/ 100 r
(CHuMeTHKOH KaTo MOJIMIUMETHICUIOKCAH,
[-(CH,), SiO-]) (Ot 0,544 10 0,736 g/ 100 g) 0,612
(Simethicone, as Polidimethylsiloxane,
[-(CH). SiO-]) (From 0,544 t0 0,736 g/ 100 g)
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Ipoayxt: AJIMATEJIB® Heo cycnensusi, 170 mu1/ Ilpoxykr: ALMAGEL® Heo cycnencus, 170 ml/ Product: ALMAGEL® Neo suspension, 170 ml

Cepusi Ne: | INaprunen Ne: / Batch Ne: 060520

Tlokasatenu Hopmsi PesyabTar
(TToxazaremnu) (Hopmm) (Pesyurar)
(Tests) _ (Specifications) (Results)
e  DrTuanaparuapokcuben3oara Ot 0,059 50 0,154 r/ 100 ¢
(ETun napaxuapokcubensoar) (ot 0,059 1o 0,154 r/ 100 1) 0,137
(Ethyl parahydroxybenzoate) (From 0,059 to 0,154 g/ 100 g)
e IlponuanaparuapokcuGenszoara Ot 0,025 50 0,066 r/ 100 r
(TTpormn nmapaxunpokcubeH30ar) (ot 0,025 mo 0,066 r/ 100 r)
(Propyl parahydroxybenzoate) (From 0,025 to 0,066 g/ 100 g) 0,060
10. Mukpo6Hoioruyeckasi YuCToTa
(MuUKPOOHOTOrHYHO Ka4eCTBO)
(Microbiological quality)
e Ob6uiee unciio a3poGHbIX MUKpoopranusmos, KOE B | He Gosee 10 3
1r(m)
(O6m Gpott aepobru Mukpoopranusmu, KOE B 1 g (He roseue ot 10°%)
(ml)) e,
(Total aerobic microbial count, CFU per 1 g (ml) )
(Not more than 10 %)
e Ooduee YyHCI0 APO%OKEBBIX U IJIECHEBBLIX FPUOOB, He Gouiee 10 *
KOE B 1 r (M)
(O6w 6poii rIeceH! U APOKIH (He rosee ot 10°?)
(cymapro), KOE B 1 g (ml)) <10
(Total combined yeast/ mould count, CFU per 1 g
(ml))
(Not more than 10 %)
e Escherichia coli B 1 r (M) He nonyckarortces OTCyCTBYeT
(Escherichia coli 8 1 g (ml)) (He ce nomyckar) (otcweTBaT)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

IpoayxT coorsercTByeT TpeGoBanusiv HJI IT N013310/01-260617, uam Ne 1, Ne 2
(Ilponykra otrosaps Ha usuckeanusita Ha HJ] IT1 N013310/01-260617, u3m Nel, Ne 2)
(The product meets the requirements of the ND IT N013310/01-260617, var Ne 1, Ne 2)

We hereby declare that the above mentioned batch is manufactured, packed, labeled and analyzed in compliance with the GMP-rules for
medicinal products and in accordance with Marketing Authorization

p

/

KeanuduimposanHoe 1uio \,;;
(Qualified Person)

/
SR /s ao «.7

Hara: 26 maii 2020
(Date: 26 May 2020)
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