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Batch Release Certificate N2 678

Client: Russia
Product name/ Strength/Potency: | Almagel oral suspension 10 ml x 10

Client product name: Anmarens 10 ml x 10 cycneHsusa gnsa npuema BHYTPb

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

Package size/ Package Type: 10 nakeTukos x 10 ml [J Bottle [] Tube
X Other

Importing Country: Russia

Marketing authorization number: M N012742/01
M N012742/01-031215

Manuf. Batch Number: 15N0518

Pack. Batch Number: 150518

Client Batch Number: 150518

Manufacturing date: 0518

Packaging date: 0518

Expiry date: 0520

APl manufacturing site: Manufacturer of Aluminum hydroxide gel

- Name SPI Pharma sas, France

= Address Chemin du Vallon du Maire, 13240 Septemes les Vallons, France
* Authorization number Manufacturer of Magnesium Hydroxide Paste
= Eudra GMP reference number

or certificate of GMP =P Phanma Ine, USA
Compliance 40 Cape Henlopen Drive Lewes, DE 19958-0481 USA

Bulk Manufacturing site:
Balkanpharma-Troyan AD

= Name
= Address 1. Krayrechna str. Troyan, 5600 Bulgaria
= Authorization number BG/MIA-0009 /13.02.2018
= Eudra GMP reference number BG/GMP/2016/083
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-0009 /13.02.2018
=  Eudra GMP reference number

BG/GMP/2016/083

or certificate of GMP
GMP-00204/17/BG

Compliance
Testing site:
= Name Balkanpharma-Troyan AD
* Address 1. Krayrechna str. Troyan, 5600 Bulgaria
= Authorization number BG/MIA-0009 /13.02.2018

= Eudra GMP reference number or

BG/GMP/2016/083
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certificate of GMP Compliance

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-0009 /13.02.2018
BG/GMP/2016/083

GMP-00204/17/BG

Batch Number of API (s)

Aluminum hydroxide gel 01T_201800071
Magnesium Hydroxide Paste 01T_101723022

Quantity shipped:

34 650 packages

Reference of Certificate of
analysis:

CoA Ne 656/14.06.2018

Artwork reference number:

applicable)

= PIL AAAJBB42
= Box AAAJ4447
= Aluminum foil AAAJ4436
Deviation reference (where X No [] Yes (see copy of deviation report)

3amopaxuBaThb!

Comments/ Storage conditions: B 3alyuleHHOM OT cBeTa MecTe, npu TemnepaType He Bbiwe 25°C. He

| 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:

Name/ Signature/ Position/
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Ceprudukat kavyecrBa Ne 656
(Ceprudukar 3a kagecTBo Ne 656)
(Certificate of quality Ne 656)

Iponykr: AIMATEJIB® 10 ma
(ITpoxyxkr: ALMAGEL® 10 ml
(Product: : ALMAGEL® 10 ml)

Cepusi  Ne: Pa3zmep cepun:
(Hall)pmneu Ne:) 150508 (Pa3MeI;; HapnapTH,uaTa:) 34650
(Batch Ne:) (Batch size:)
%}?;Ti MSTOTOBICHMSE | 052018 &Eﬁ?‘e“‘” | 3a650
HPOM3BOICTEO:) JIMPAHO KOJIMHYECTBO:)
(Mfg. Date :) (Loaded:)
T'onen no: 052020 MecTo HAa3HAYEHHUS Poccusi
(Exp. Date ) (Hpenga:;'HaquHe:) Pycus
(Destination:) Russia
Ilokazarenu Hopmpbli PesyabTar
(TTokazaremnn) (Hopmm) (Pe3yuntar)
(Tests) (Specifications) (Results)
1. Onucanue Cycnensusi Gesioro MJIH MOYTH 0eJioro UBeTa ¢ XapaKTepHBLIM | COOTBETCTBYCT
3anaxom JuMoHa. I[IpH XpaHeHHH Ha TIOBEPXHOCTH MOXKeT
00pa30BBLIBATLCS CJI0H Mpo3payHoii kuakocTH. Ilpu 3HepruyHoOM
B30aJ1THLIBAHHH FOMOTeHHOCTh CYCNEeH3HH BOCCTAaHABJIMBAETCS
(Cycriercust ¢ Gs1 M TIOYTH OsUT LIBAT C XapaKTePEeH MUPKC Ha JIMMOH.
Ilpu chbXpaHeHWE Ha TOBBPXHOCTTA MOXE la ce obpasysa crnoit | (oTrosaps)
(Onmcanue) Tpo3payHa Te4HOCT. [Ipy €HEpriYHo paskaliaHe XOMOTEHHOCTTa Ha
CyCIIEHCHSATA CE Bb3CTAHOBSBA)
(White or almost white suspension with specific lemon odour, which
(Appearance) during storage, exudes on the surface a layer of liquid and
homogeneity is restored at vigorous shaking.) (comply )
2. lopsiMHHOCTB
(UneHTHYHOCT)
(Identification)
e  AIOMHHHS FHIPOKCHI - KA4€CTBEHHAas! peaKLusi - Jlo?KeH BbINACTb CTYAEHHCTbIH 0CaA0K, PACTBOPHMBIA B COOTBETCTBYET
KHCJOTaX U HEPACTBOPHMbIi B F'HIPOKCHIE AMMOHHSI
(AJyMHHIEB XMIPOKCH - KQUECTBEHA PEAKLIVs) (TpsiOBa a ce 0bpazyBa xeneoOpazHa yTakika, pasTBOpHMa B (otroBaps)
KMCEJIMHW M HEPa3TBOPMMA B aMOHHEB XHMIPOKCHIL)
(Aluminum hydroxide - quality reaction) (Should be formed a gelatinous precipitate, soluble in acids, | (comply)
insoluble in ammonium hydroxide)
e MarHusi THAPOKCHA - Ka4eCTBeHHAasl peaKuusi - osizkeH BbIMacTh Gesblii 0cagaK COOTBETCTBYET
(MarHe3neB XUIPOKCHI - Ka4eCTBEHA PEAKLIMS) (Tpsi6Ba 1a ce 0bpasypa Osiia yTaiika) (oTroBaps)
(Magnesium hydroxide - quality reaction) (Should be formed a white precipitate) (comply)

Crp.lotr3
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Balkanpharma Troyan AD
a Teva company
1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

TMpoayxt: AJIMATEJIB® 10 mu / Tlponykt: ALMAGEL® 10 ml / Product: ALMAGEL® 10 ml
Cepust Ne: [ [Taptuznen Ne: / Batch Ne: 150518

Ilokazarenu Hopmbi PesyabTar
(IToxazaTemu) OpPMH) (Pe3yirar)
(Tests) (Specifications) (Results)
e Meruanaparuapokcutensoar, [lponuanapa-
rugpokcuden3oart, ByTina naparuapokcubenszoar
(Merun napaxunpokcudensoar, [Ipormn napa-
xunpokcubensoar, byt napaxunpokcrudeHsoar)
(Methyl parahydroxybenzoate, Propyl para-
hydroxybenzoate, Butyl parahydroxybenzoate)
- BOXKX - Bpemena yAepKUBAHUSA OCHOBHBIX NMHKOB Ha
XpomaTorpamme HCMBITYEeMOro pacTBopa JOJIZKHBI
COOTBETCTBOBAaTh BpeMeHaM YJep:KHBaHHS OCHOBHBIX MHKOB
Ha XpomaTorpamme CTaHJAapPTHOIO pacTBopa
MeTH/INaparuApoKcuGeH30aTa, NMPONUINaparuapoKcHteH30aTa | COOTBETCTBYET
U OyTHJImaparuapoxkcibeHsoara
(BETX) (Ha xpomarorpamara ¢ pa3TBopa 3a M3IMTBaHe, BpeMEeHaTa Ha 3aIbpyKaHe
Ha KOHCEpBAHTHTE TPsiOBa [1a CHOTBETCTBAT Ha BpPEMEHAaTa Ha 3aTbpiKaHe
Ha METHI MapaXMIpOKCHOEH30arT, MpOIWI MapaXxHApOKCHOEH30aT U
OyTHI MapaxuWIpOKCHOCH30aT Ha Xpomarorpamara C pasrtBopa 3a | (OTrosaps)
CpaBHEHHE)
(HPLC) (On the chromatogram with the test solution, the preservatives
retention times should comply with the retention times of methyl
parahydroxybenzoate, propyl parahydroxybenzoate and butyl | (comply)
parahydroxybenzoate on the chromatogram with reference
solution.)
3. pH Or 6,5 10 9,0
(pH) (Ot 6,5 10 9,0) 7.9
(pH) (from 6,5 t0 9,0)
4. IlnoTHOCTB Ot 1,04 no 1,17
(ITasTHOCT) (Ot 1,04 no 1,17) 1,12
(Density) (From 1,04 to 1,17)
5. KucsiotHo — HeliTpaiu3yloLiasi Coco0HOCTH He menee 26 ma 0,1 M pacrBopa XJOPHCTOBOJOPOAHOI
KHCJIOTBI
(Kucennnno — HeyTpanusupalia crocodHoCT) (He no-masnko ot 26 ml 0,1 M pa3TBOp Ha XJIOpOBOAOPOIHA KMCEMMHa) | 29
(Not less than 26 ml 0,1M solution of hydrochloric acid)
(Neutralization Capacity)
6. BsizkocTh Ot 50 oo 5 000 mITa.c
(Buckosurer) (Ot 50 10 5 000 mPa.s) 1260
(Viscosity) (From 50 to 5 000 mPa.s)
7. CenMMeHTALHOHHAS YCTOHYHBOCTL He nosixHo ObITH pacciiaiiBaHus B TeyeHHe 5 MHH COOTBETCTBYET
(CenuMeHTaLIMOHHA YCTOMYHUBOCT) (He TpsiBa na ce pa3ciosiBa B TEYECHHE Ha 5 MUHYTH) (otroBaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)
8. H3BaexaemMblii 00bem He menee 10 ma
(OGeM Ha CBIBPKUMOTO) (He no-manko ot 10 ml) 11
(Extractable volume) (Not less than 10 ml)
9. Cyadartsi He Gonee 1 mr/ r
(Cyndarn) (He noseue ot 1 mg/g) <1
(Sulphates) (Not more than 1 mg/g)
10. Xsopuast He Gosee 3 mr/ r
(Xnopuau) (He noseue ot 3 mg/g) <3
(Chlorides) (Not more than 3 mg/g)
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MpoaykTt: AJIMATEJIB® 10 mu / [Iponykt: ALMAGEL® 10 ml / Product: ALMAGEL® 10 ml
Cepus Ne: [ ITaptunen Ne: / Batch Ne: 150518

Ilokazarenu Hopwmbi PesyabTar
(TTokazaTemnw) (Hopmmu) (Pezyuirar)
(Tests) (Specifications) (Results)
11. KonuuecTBeHHOE ornpeaesieHHe:
(KonnuecteHo onpenenste)
(Assay of drug substances)
o  AJIOMHHHS OKCHI Ot 3,60 10 4,40 r/ 100 r
(ATyMHHHEB OKCHIT (Ot 3,60 no 4,40 g/ 100 g) 3,85
(Aluminium oxide (From 3,60 to 4,40 g/ 100 g)
e MarHusi OKCHI Or1,24 001,52 1/100
(Marue3ueB oxcun (Ot 1,24 10 1,52 g/ 100 g) 1,44
(Magnesium oxide (From 1,17 to 1,59 g/ 100 g)
e MertuanaparuapokcubeHszoar Ot 0,05 710 0,22 r/ 100 r
(MeTun napaxuapokcubeH30aT) (Ot 0,05 10 0,22 1/ 100 1) 0,20
(Methyl parahydroxybenzoate) (From 0,05 to 0,22 r/ 100 1)
e [lponuanaparuapokcuGeHsoar Ot 0,0150 mo 0,0275r/ 100 ¢
(TTporun napaxuapokcHOeH30aT) (Ot 0,0150 mo 0,0275 1/ 100 1) 0,0250
(Propyl parahydroxybenzoate) (From 0,0150 to 0,0275 /100 )
e bByruanaparuapokcuéenszoat Ot 0,0150 5o 0,0275r/ 100 r
(ByTun mapaxuapokcubensoar) (Ot 0,0150 mo 0,0275 r/ 100 1) 0,0243
(Butyl parahydroxybenzoate) (From 0,0150 to 0,0275 /100 1)
12. MukpoOuoJiorinyeckasi YHCTOTA
(Mukpo6HO0IOTHYHO KaueCTBO)
(Microbiological quality)
e OGuiee ync10 23podHBIX MHKpooprannsmos, KOE s 1 | He GoJsee 103
r (M)
(O6w1 6poit aepobHK Mukpooprannsmu, KOEB 1 g (He noseye ot 10 %) <10
(ml))
(Total aerobic microbial count, CFU per 1 g (ml) ) (Not more than 10 %)
e OOwee YHCII0 APOHOKEBBIX H MJIECHEBBIX MPHOOB, He 6ouiee 10 2
KOE B 1 (Mn)
(O6w1 Opoit mIeceH | APOKIN (He moseue ot 10 2) <10
(cymapno), KOE B 1 g (ml))
(Total combined yeast/ mould count, CFU per 1 g (Not more than 10 ?)
(ml)
e Escherichia coli B 1 r (vur) He nonyckarores OTCYCTBYET
(Escherichia coli B 1 g (ml)) (He ce nomyckar) (otcbeTBar)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

IIpoaykr coorBercTByeT TpeboBanusim HJI: IT N012742/01 - 031215 u usmenennsi Ne 1
(ITpomykTa otroBaps Ha uzuckeanusta Ha HI: TT N012742/01 - 031215 u uzmenenue Ne 1)

(The product meets the requirements of the ND: IT N012742/01 - 031215 and change Nel)

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

Jara: 14 maii 2018
(Date: 12 May 2018)

KBanuduuuposanHoe nuio S
(Qualified Person)
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