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Batch Release Certificate N2 394

Client:

Russia

Product name/ Strength/Potency:

Almagel oral suspension 10 ml x 10

Client product name:

Anmarens 10 ml x 10 cycneH3usa ansa npuema BHyTpb

Dosage form:

X Suspension []Syrup [ Gel []Other:

Package size/ Package Type:

10 nakeTukoB X 10 ml | [ Bottle [ Tube [X] Other

Importing Country:

Russia

Marketing authorization number:

M N012742/01
M N012742/01-031215

Manuf. Batch Number: 03N0420
Pack. Batch Number: 030420
Client Batch Number: 030420
Manufacturing date: 042020
Packaging date: 042020
Expiry date: 04/2022
API manufacturing site: Manufacturer of Aluminum hydroxide gel
SPI Pharma Inc.
* Name 40 Cape Henlopen Drive Lewes, DE 19958-0481 USA
= Address

= Authorization number

= Eudra GMP reference number
or certificate of GMP
Compliance

QPEA- 9GCR

Manufacturer of Magnesium Hydroxide Paste

SPI Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 19958-0481 USA
GQXY-P2MY

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-0115/05.08.2019
BG/GMP/2019/148

GMP-00204/17/BG

Packaging site:

= Name

= Address

= Authorization number

=  Eudra GMP reference number
or certificate of GMP

Balkanpharma-Troyan AD

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

GMP-00204/17/BG

Compliance
Testing site:
= Name Balkanpharma-Troyan AD
= Address 1. Krayrechna str. Troyan, 5600 Bulgaria

= Authorization number

= Eudra GMP reference number or

certificate of GMP Compliance

BG/MIA-0115/05.08.2019
BG/GMP/2019/148
GMP-00204/17/BG
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Batch release site:

= Name Balkanpharma-Troyan AD
. ﬁddhfess . 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
Batch Number of API (s) Aluminum hydroxide gel 02T_101902042
Magnesium Hydroxide Paste 01T_101923015
Quantity shipped: 34 125 packages
Reference of Certificate of CoA Ne 379/04.05.2020
analysis:
Artwork reference number:
= PIL AAALB593
= Box AAAKS9040
= Aluminum foil AAAKO042
Deviation reference (where X No ] Yes (see copy of deviation report)
applicable)

Comments/ Storage conditions: XpaHuTb npu Temnepatype He Bbiwe 25°C. He 3amopakuBatb! XpaHuTb
B HEJOCTYMHOM Ansi getei mecte!

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.

0L MAY 7070
Date: S
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CepTtuduxart kayectsa Ne 379
(Cepruduxar 3a kadectBo Ne 379)
(Certificate of quality Ne 379)

Ipoaykt: AJIMATEJIB® 10 ma
(TIpomyxt: ALMAGEL® 10 ml
(Product: : ALMAGEL® 10 ml)

Cepust  Ne:

(TTaptunmen Ne:) 036420

(Batch Ne:)

JlaTa H3roToBJICHHSN:

(Jlata Ha 042020

TIPOU3BOJICTBO:)
(Mfg. Date :)

Toxen go:

(Exp. Date :) gapbs

Pa3smep cepun:

(Pasmep Ha napTuiara:) 34125
(Batch size:)

Orrpyxeno: 34125
(ExcrienvpaHo KOJHYECTRO:)

(Loaded:)

MecTto Ha3HaYeHHS Poccus
(ITpexHasHa4YeHME:) Pycus
(Destination:) Russia

Tpomssomutens: bankandapma- Tposu AJl, Bonrapus, 5600 . TpostH, yi1. ,,Kpaiipeana”, 1
Ipomsomuren: Bankanpapma- Tposa AL, yn. ,,Kpatipeasa” Ne 1, TpostH 5600 bbarapus
Manufacturer: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria

Mecto anamsa: bankandapma- Tposa AJL, Bonrapwus, 5600 . TposH, yi1. ,,Kpaipeuna”, 1
MsicTo Ha anam3: bankanapma- Tpos AL, yi. ,,Kpaiipeqna” Ne 1, Tpostr 5600 Bairapus
Testing site: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria

IlokazaTean Hopmbl Pesyabtar
(TTokazatenm) (Hopmmu) (Pesyirrar)
(Tests) (Specifications) (Results)
1. Onucanue Cycrensusi 6eioro WIM MoYTH Gesioro LBeTa ¢ XapaKTepHBIM | COOTBETCTBYCT
3amaxoM JIMMOHA. IIpd XpaHeHHM Ha TIOBEPXHOCTH MOXeT
06pa30BLIBATLCS CIIOH MPO3PayuHOi KHAKOCTH. IIpH JHepruiHoM
B306AJITHIBAHHH TOMOTEHHOCTh CyClIeH3HH BOCCTAHABJIHBAETCH
(Cycriecust ¢ Gsit MU TIOYTH OsUT UBST C XapaKTePeH MUPHC Ha JIMMOH.
Tlpi ChXpaHeHHe Ha MOBBPXHOCTTA MOXe 1a Ce o0pasysa croi (otroaps)
(Ormmuicanve) 1IpO3padHa Te4HOCT. [IpH HEPru¥HO pasKIIalllaHe XOMOIeHHOCTTa Ha
CYCIIEHCHSITA CE BE3CTaHOBSIBA)
(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. [opinHHOCTH
(MnenTiaHOCT)
(Identification)
o  ANIOMMHHS THAPOKCH - Ka4eCTBEeHHasi peaKiusi - JloakeH BBINACTD CTYAEHHCTDIH 0C/IOK, PACTBOPHMBIH B COOTBETCTBYET
KHCJIOTAX M HEPaCTBOPHUMBIH B rHAPOKCHIE AMMOHHS
(AmyMHHMEB XMIPOKCHI - Ka4ECTBEHA PEaKLws) (TpsibBa na ce 06pasyBa xeneobpasHa yTaiika, pasTBOpHMa B (otroBaps)
KHCEIIMHY U HEPa3TBOPHMA B aMOHHEB XHIPOKCHI)
(Aluminum hydroxide - quality reaction) (Should be formed a gelatinous precipitate, soluble in acids, | (comply)
insoluble in ammonium hydroxide)

Crp.1lotr3
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Tpoayser: AIMATEJb® 10w / Tiponykr: ALMAGEL® 10 ml / ProdgUZAL ulgane
Cepus Ne: [ Hapr%ﬁgﬁ\‘?@? P NSD30420
(lll_loxasaTenu Hopmbl Pesyabrar
OKasare.
(L ests)m) ( Spggi?ﬁgg%ns) (Fl%?é)s/ﬁrftg)
e Marnusi THAPOKCH] - Ka4eCTBEHHAsl peaKuusi - JoyizKeH BbINACTL Geiblii 0cagak COOTBETCTBYET
(Marne3neB XHIPOKCHUT - Ka4eCTBEHA PEaKIIHis) (Tpsi6Ba na ce o6pazya Osa yraiika) (otroBaps)
(Magnesium hydroxide - quality reaction) (Should be formed a white precipitate) (comply)
e  Metuanaparuapokcubensoar, [Iponuanapa-
ruapokcubensoar, ByTun naparuapokcubeHsoar
(Merun napaxunpoxcubensoar, [Ipomn napa-
XUIPOKCUOEH30aT, ByTHIT MapaxuapokcUOeH30aT)
(Methyl parahydroxybenzoate, Propyl para-
hydroxybenzoate, Butyl parahydroxybenzoate)
-B3XKX - Bpemena  ygepKMBaHHMsi  OCHOBHBIX  NHKOB  Ha
XpomMaTorpamMmme UCTILITYEMOT0 pacTBopa JOJIZKHBI
COOTBETCTBOBATL BpPEMeHAM YAep:KHBAHHS OCHOBHBIX MHKOB
Ha XpoMaTorpamMmme CTaHAAPTHOIO pacTBopa
MeTHANnaparuapokcruéeH3oaTa, MPONUINaparuipoKcubensoaTa | COOTBETCTBYeT
u OyTuanaparuapokcubeH3oaTa
(BETX) (Ha xpomarorpamara ¢ pasTBopa 3a W3IUTBAHE, BpEMEHATa Ha 3aIbpKaHe
Ha KOHCEPBAHTHUTE TPsIOBA /Ta CHOTBETCTBAT HA BPEMEHATA Ha 3aIbpyKaHe
HAa METHJI MapaxHIPOKCHOCH30aT, IPOMMI IapaxHAPOKCHOEH30aT H
GyTiI TapaxmIpOKCHOEH30aT Ha Xpomarorpavara C pasteopa 3a | (OTroBapst)
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 Ot 6,5 710 9,0
(pH) (Ot 6,5 1o 9,0) 8,0
(pH) (from 6,5 to 9,0)
4. TIlnoTHOCTH Or 1,04 no 1,17
(TTneTHOCT) (Ot 1,04 1m0 1,17) 1,12
(Density) (From 1,04 to 1,17)
5. KucjoTHO — HefiTpaausywouas cnoco6HoOCTb He menee 26 ma 0,1 M pacTBopa XJOPHCTOBOJOPOAHOM
KHCJIOTHI
(KucenuHHO — HEyTpaM3upalia Croco6HOCT) (He no-mainko ot 26 ml 0,1M pa3TBop Ha XJI0pOBOAOPOIHA kucemiHa) | 30
(Not less than 26 ml 0,1M solution of hydrochloric acid)
(Neutralization Capacity)
6. BsiskocTh Ot 50 mo 5 000 mITa.c
(Buckosurer) (Ot 50 o 5 000 mPa.s) 1320
(Viscosity) (From 50 to 5 000 mPa.s)
7. CeaiMeHTaLHOHHAS YCTOHYHBOCTD He monkHo ObITH pacciaiiBaHusi B TedeHHe S MHH COOTBETCTBYET
(CenumeHTalMOHHA YCTOHYHUBOCT) (He Tpsi6Ba a ce pa3ciosiBa B TEUCHUE HAa 5 MUHYTH) (oTroBaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)
8. U3Byekaembiii 00bem He menee 10 ma
(O6eM Ha ChIBPKUMOTO) (He no-masko ot 10 ml) 11
(Extractable volume) (Not less than 10 ml)
9. Cyadarsl He GoJiee 1 mr/ r
(Cyndaru) (He moBeue ot 1 mg/g) <1
(Sulphates) (Not more than 1 mg/g)
10. Xopuasbl He Gosiee 3 mr/ r
(Xnopuau) (He moseue ot 3 mg/g) <3
(Chlorides) (Not more than 3 mg/g)

Crp.2o0tr3
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Iponykt: AJIMATEJIB® 10 ma / ITpoxykt: ALMAGEL® 10 ml / Product: ALMAGEL

Cepusi Ne: [ TTaptuznes Ne: / Batch Ne: 030420

Tloka3zarenn Hopmbl PesyabTar
(TToxazaTemnn) (Hopwmn) (Pezyirrar)
(Tests) (Specifications) (Results)
11. Kosim4ecTBeHHOE OMpeaeJieHHe:
(KonmyecTBEHO ONpeeIsiHE)
(Assay of drug substances)
e AJNIOMHHHSA OKCHJ Or 3,60 o 4,40 r/ 100 r
(AyMUHMEB OKCUL (Ot 3,60 no 4,40 g/ 100 g) 3,88
(Aluminium oxide (From 3,60 to 4,40 g/ 100 g)
e MarHusi OKCHJ OTr 1,24 10 1,52 /100 r
(Marse3ueB okcuz (Ot 1,24 no 1,52 g/ 100 g) 1,40
___________ (Magnesium oxide (From 1,17 to 1,59 g/ 100 g)
e MetuanaparuapoxcubeHsoar O1 0,05 100,22/ 100 ¢
(Metun napaxuapoKCHOEH30aT) (Ot 0,05 10 0,22 r/ 100 1) 0,20
(Methyl parahydroxybenzoate) (From 0,05 to 0,22 r/ 100 1)
e [IponuanaparuapokcubeHsoar Ot 0,0150 g0 0,0275r/ 100 r
(TIporun nmapaxuapokcHOEH30aT) (Ot 0,0150 mo 0,0275 r/ 100 1) 0,0247
(Propyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 1)
e ByruanaparugpoxcubeHzoaT Ot 0,0150 o 0,0275 r/ 100 ¢
(Bytun napaxuapokcrubeH30ar) (Ot 0,0150 no 0,0275 1/ 100 r) 0,0241
(Butyl parahydroxybenzoate) (From 0,0150 to 0,0275r/ 100 1)
12. Mukpo6Hoaoruyeckasi YUCTOTA
(MukpoOHOIOrHYHO Ka4eCTBO)
(Microbiological quality)
e Oo6uiee yncI0 a3pobHbIX MuKpoopranuzmos, KOE B 1 | He Goaee 10 *
r (M)
(O6m 6poii aepobuu Mukpoopranmsmu, KOEB 1 g (He noseue ot 10 %) <10
(ml))
(Total aerobic microbial count, CFU per 1 g (ml) ) (Not more than 10 %)
e OOfwIee YHCIIO0 APOKEBBIX U MJIECHEBBIX IPHOOB, He 6ouee 10 *
KOE B 1 r (M)
(006w 6poit mteceHu U APOXKAN (He noseue ot 10 ?) <10
(cymapno), KOE B 1 g (ml))
(Total combined yeast/ mould count, CFU per 1 g (Not more than 10 2)
(ml))
e Escherichia coli B 1 r (M) He ponyckarorcs 0TCYCTBYET
(Escherichia coli B 1 g (ml)) (He ce nomyckar) (otcheTBar)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

Ipoxykr cooTBercTByeT TpedoBanuam HJI: IT N012742/01 - 031215 n usmenenns Ne 1-5

(TIpomykTa otroBapst Ha usucksanusTa Ha HJI: IT N012742/01 - 031215 u usmenenue Ne 1-5)

(The product meets the requirements of the ND: IT N012742/01 - 031215 and change Ne 1-5)

We hereby declare that the above mentioned batch is manufactured, packed, labeled and analyzed in
compliance with the GMP—rulps)for medicinal products and in accordance with Marketing Authorization
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(Qualified Person)

Hara: 04 maii 2020
(Date: 04 May 2020)
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