T (+ 359) 670 68 104 Balkanpharma Troyan AD
F (+ 359) 670 62 610 a Teva company

< : 1 Krayrechna Str.
trooperations@actavis.bg Troya)II'I 5600, Bulgaria

www.actavis.bg

Batch Release Certificate N2 1338

Client:

Russia

Product name/ Strength/Potency:

Almagel Neo oral suspension 10 mi x 10

Client product name:

Anmarens Heo, 10x10 ml cycneHaus ans npuema BHyTpb

Dosage form:

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

Package size/ Package Type:

10 x 10 mi [ Bottle [] Tube
[X] Other sachets

Importing Country:

Russia

Marketing authorization number:

M N013310/01
M N013310/01-260617

Manuf. Batch Number: 08N1119
Pack. Batch Number: 081119
Client Batch Number: 081119
Manufacturing date: 1119
Packaging date: 1119
Expiry date: 1121

API manufacturing site:

= Name

= Address

= Authorization number

= Eudra GMP reference number
or certificate of GMP
Compliance

Manufacturer of Aluminum hydroxide gel

SPI Pharma Inc.

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
GQXY-P2MY

Manufacturer of Simethicone emulsion (30 per cent)
DDP Specialty Electronic Materials US9, LLC

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

Bulk Manufacturing site:

= Name

= Address

= Authorization number

= Eudra GMP reference number

Balkanpharma-Troyan AD

1. Krayrechna str. Troyan, 5600 Bulgaria
BG/MIA-0115/05.08.2019
BG/GMP/2019/148

or certificate of GMP GMP-00204/17/BG
Compliance
Packaging site:
= Name Balkanpharma-Troyan AD
=  Address 1. Krayrechna str. Troyan, 5600 Bulgaria
= Authorization number BG/MIA-0115/05.08.2019
= Eudra GMP reference number BG/GMP/2019/148
or certificate of GMP
Compliance GMP-00204/17/BG
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Testing site:

= Name Balkanpharma-Troyan AD

= Address 1. Krayrechna str. Troyan, 5600 Bulgaria
= Authorization number BG/MIA-0115/05.08.2019

= Eudra GMP reference number or

certificate of GMP Compliance BG/GMP/2019/148

GMP-00204/17/BG

Batch release site:

= Name Balkanpharma-Troyan AD

= Address 1. Krayrechna str. Troyan, 5600 Bulgaria
or certificate of GMP e o
Compliance GMP-00204/17/BG

Batch Number of API (s) Aluminum hydroxide gel 02T_101902031

Magnesium Hydroxide Paste 01T_101923009
Simethicone emulsion (30 per cent) 01T_H033J7U012

Quantity shipped: 34 800 packages

Reference of Certificate of CoA Ne 1346/14.11.2019

analysis:

Artwork reference number:

= PIL AAAL1788

= Box AAAJ4475

= Aluminum foil AAAJ44T1

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

Comments/ Storage conditions: Mpu TemnepaType He Bbilwe 25°C. He 3amopaxusaTb!

| hereby confirm that the above information is authentic and accurate. This batch of product have 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 authorization of the country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

Date: f& NOV 7019

/9 /

) AA : C)L/¥,() vl N\~ _»( 4-)
Name/ Signature/ Position/
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Ceprudukar kayecrBa Ne 1346
(CepTuduxar 3a xagectBo Ne 1346)
(Certificate of quality Ne 1346)

IponyxT: AIMAT'EJIB® Heo cycnensusi, 10 mi
(ITponyxt: ALMAGEL® Heo cycniencusi, 10 ml
(Product: : ALMAGEL® Neo suspension, 10 ml)

Cepust Ne: 081119 Pa3mep cepuu: 34 800

(ITaptunen Ne) (Pa3smep Ha mapTunaTa )

(Batch No) (Batch size)

JlaTa M3roToB/IEHHS: 1119 OTrpy:xeHo: 34 800

([laTa Ha IPOM3BO/ICTBO) (ExcniemupaHo KOJHMYECTBO)

(Mfg. Date ) (Loaded)

Tonen nmo: 1121 MecTo Ha3HAYEHHS: Poccust

(Exp. Date) (ITpennazHaueHue) Pycus

(Destination) Russia

Ipoussonurens: bankandapma- Tposa AJL, Bonrapus, 5600 r. TposH, yi. ,,Kpaiipeuna”, 1

Ipowssomuren: bankandapma- TposH AJL, yi. ,.Kpaiipedna” Ne 1, Tpos 5600 Beirapus

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

Mecro anamusa: Bankandapma- Tposr AT, Borrapus, 5600 . TposH, ya. ,,Kpaiipeuna”, 1

Msicto Ha ananus: bankandapma- Tposu AL, yi. ,,Kpaiipeana” Ne 1, Tposta 5600 Buirapus

Testing site: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria
IoxazaTenu Hopmsi PesysbTar
(Toxazarem) (Hopmn) (Pesyurar)

(Tests) (Specifications) (Results)

1. Onucanue benasi uiu mouTtH Gesiasi CycrieH3usl, € 3aMaX0M anejibCHHA COOTBETCTBYET
(Omnucanwue) (Bstna v nouTH 6512 CyCIIEHCHS ¢ MUPHC Ha TIOPTOKAJ) (otromaps)
(Appearance) (White or almost white suspension with orange odour) (comply)

2. CequMeHTaLHOHHAS] YCTOHYMBOCTL He nonxHo 6bITH pacciauBaHusl B TeYeHHE 5 MHH COOTBETCTBYET
(CennmeHTanMOHHA YCTOMYHBOCT) (He Tpsi6Ba na ce pa3ciosiBa B TEYCHHE HA 5 MUHYTH) (oTroaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)

3. MoanuHHOCTH
(MnenTuuHoOCT)

(Identification)

° ANIOMHHHS THIPOKCHJ - Ka4eCTBeHHasi peakuusi| besblii ocagok COOTBETCTBYET
(AmyMHHHEB XHIPOKCHJ - KAYECTBEHA PEaKIIHs) (Bsna yraiika) (otroBaps)
(Aluminum hydroxide - quality reaction) (White precipitate) (comply)

e  MarHusi THAPOKCHA - Ka4eCTBEHHasl peaKLHsi Beaslii ocagox COOTBETCTBYET
(Marne3uneB XHIPOKCH] - KaueCTBEHA PeaKIus) (Bsna yraiika) (otroBaps)
(Magnesium hydroxide - quality reaction) (White precipitate) (comply)

e  CHMETHKOH (MOJMIMMETHIICHIOKCAH) - HK-cneKTp HCMBITYEMOro pacTBopa A0JIKEH COOTBETCTBOBATH
HK-cnextpodoTomeTpus HK-cnekTpy pacTBOpa cpaBHeHHsI B 00J1aCTIX ONTHYECKO COOTBETCTBYET

NPO3PavyHOCTH TOJIy0Jia
(CumeTHKOH (TTOTHIUMETHICHIOKCAH - (MudpagepBeHnaT aGCOPOLMOHEH CIEKTHD HA Pa3TBOPa 34 (otroBaps)
HY-cnexrpodoromerprs) M3IMTBAHE, TPsOBa 1a CHOTBETCTBA Ha CIIEKTHPA, MOJTYYEH C

pa3TBOpa 3a CPaBHEHHE Ha TOJYOIL.)
(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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trooperations@actavis.bg 1 Krayrechna Str.

Troyan 5600, Bulgaria
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Iponyxr: AJIMATEJIB® Heo cycnensust, 10 mui/ [Tponykr: ALMAGEL® Heo cycnencusi, 10 ml/ Product: ALMAGEL® Neo suspension, 10 ml

Cepus Ne: | ITaptuzen Ne: | Batch Ne: 081119

Toxa3zaresn Hopmbt PesyabTar
(Tlokazareny) (Hopmm) (Pesynrar)
(Tests) (Specifications) (Results)

e JDTHianaparuapokcubensoar, Ilponuanapa-
ruapokcubensoar - BOXKX

(Etun napaxunpoxcudensoar, [Ipomun napa-
xunpokcubenzoar - BETX)

(Ethyl parahydroxybenzoate, Propyl
parahydroxybenzoate - HPLC)

BpemeHa yaep:kHBaHHSI THKOB 3TH/INaparuapoKkcubeHzoara u
NponuInaparuipoxkcuteHsoara Ha XpoMaTorpamMme | COOTBETCTBYET
HCNBITYEMOro PacTBoOpa AOJKHBI COOTBETCTBOBATH BPeMeHaM
YAep:KHBAHHSI COOTBETCTBYIOLIMX MHMKOB Ha XpoMaTorpamme
CTAHAAPTHOrO PacTBopa

(Ha xpomarorpamara ¢ pa3TBopa 3a M3MHTBaHE, BpeMEHaTa Ha

NpONMINapaxuapokcubeH3oar TpsibBa Ja CHOTBETCTBAT Ha
BpEMEHaTa Ha 3albpKaHe Ha CHOTBETHHTE ITMKOBE Ha
XpoMarorpamara ¢ pa3TBopa 3a CPaBHEHHE)

(On the chromatogram with the test solution, retention times | (comply)
the ethyl parahydroxybenzoate and propyl parahydroxy-
should comply with the retention times of
preservatives on the chromatogram with reference solution.)

eTun napaxuapokcubeH3oar U | (otrosaps)

4. pH Ot 7,0 1o 8,6
(pH) (Ot 7,0 1o 8,6) 8.3
(pH) (from 7,0 to 8,6)

5. IlnoTHOCTH Ot 1,017 go 1,243
(TTreTHOCT) (Ot 1,017 no 1,243) 1,132
(Density) (From 1,017 to 1,243)

6. KucaoroHefiTpanusyiomas cnocoGHOCTb He menee 4,0 MOkB/ r
(KuCenMHHO - HeyTpanu3upala crocobHocT) (He no-masko ot 4,0 mEq/g) 4,7
(Acid-Neutralization capacity) (Not less than 4,0 mEq/ g)

7. Ba3kocTb Ot 1 000 10 6 000 mIla.c
(Buckosurer) (Ot 1 000 m0 6 000 mPa.s) 2 590
(Viscosity) (From 1 000 to 6 000 mPa.s)

8. O6bem coaepKHMOro ynakoBKH
(O6em Ha CHOBPKHUMOTO B €IHA ONAKOBKA)
(Volume of suspension per a pack)

He menee 10,0 mua
(He no-manko ot 10,0 ml) 10,5
(Not less than 10,0 ml)

9. KornyecTBeHHOe onpeaeJieHHe:
(KonuuecTBeHo onpenensue)
(Assay)

e  AJIIOMHHHS THIPOKCHIA
(ATyMUHHEB XUIPOKCHI)
(Aluminium hydroxide)

Ot 5,40 o 6,60 r/ 100 r
(Ot 5,40 10 6,60 g/ 100 g) 5,96
(From 5,40 to 6,60 g/ 100 g)

e MarHusi rHAPOKCHAA
(Marse3ueB XHIPOKCHUI)
(Magnesium hydroxide)

Ot 6,30 no 7,70 r/ 100 r
(Ot 6,30 mo 7,70 g/ 100 g) 7,15
(From 6,30 to 7,70 g/ 100 g)

o CHMeTHKOHA KaK MOJHAMMETHJICHIOKCAHA,
[-(CH,), SiO-].
(CuMETHKOH KaTO MOJHAMMETHUIICHIOKCAH,
[-(CH,), Si0-])
(Simethicone, as Polidimethylsiloxane,
[-(CH,), SiO-])

Ot 0,544 1o 0,736 r/ 100 r

(0T 0,544 110 0,736 g/ 100 g) 0,641

(From 0,544 to 0,736 g/ 100 g)
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Mponyxr: AJIMATEJIB® Heo cycnensusi, 10 mui/ ITponykr: ALMAGEL® Heo cycnencusi, 10 ml/ Product: ALMAGEL® Neo suspension, 10 ml

Cepus Ne: [ ITaptuzaen Ne: / Batch Ne: 081119

TlokasaTenu Hopmbi PesysnbTar
(TTokazarerm) (Hopmm) (Pesyurar)
(Tests) (Specifications) (Results)
e  DTHanaparuapoxcubeHsoara Ot 0,059 no 0,154 r/ 100 r
(Etun napaxunpoxcubeHnsoar) (ot 0,059 10 0,154 /100 T) 0,140
(Ethyl parahydroxybenzoate) (From 0,059 to 0,154 g/ 100 g)
e IIponuanaparuapokcubeHsoara Ot 0,025 1o 0,066 r/ 100 r
(ITponun napaxuapokcubeH3oar) (ot 0,025 mo 0,066 r/ 100 r)
(Propyl parahydroxybenzoate) (From 0,025 to 0,066 g/ 100 g) 0,060
10. MukpoGuoornyeckas YHCTOTA
(MHKpOOHOIOTHYHO Ka4€CTBO)
(Microbiological quality)
e O6uee yHcI0 29pobHBIX MHKpoopraHusmos, KOE 8 | He Goaee 10 °
1 r (vu)
(061 6poii aepobHu Mukpoopranmsmu, KOE B 1 g (He rioseue ot 10°?)
(ml)) <10
(Total aerobic microbial count, CFU per 1 g (ml) )
(Not more than 10 %)
e OO0wee YHCJIO APOHOKEBBIX U MIECHEBLIX TPHOOB, He 6osee 10 *
KOE B 1 1 (Mn)
(O61w Opoii ruIeCeH: U APOXKIN (He rioseue ot 10°2)
(cymapno), 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 (vu) He nonyckaroTcst 0TCYCTBYET
(Escherichia coli B 1 g (ml)) (He ce nomyckar) (otcheTBaT)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

IpoaykT cooTseTcTBYeT TpeGoBanuam HJI IT N013310/01-260617
(TIpomykra oTroBaps Ha uzuckBanusaTa Ha HJI IT N013310/01-260617)
(The product meets the requirements of the ND IT N013310/01-260617)

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

KsanuduimpoBaHHOe JIULO
(Qualified Person)

Hara: 14 Hoe. 2019
(Date: 14 Nov 2019)
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