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Batch Release Certificate Ne 389

Client:

Russia

Product name/ Strength/Potency:

Almagel oral suspension 170 mi

Client product name:

Anmarens 170 ml cycnenaus agns npueMa BHYTPb

Dosage form: X] Suspension []Syrup []Gel []Other
Package size/ Package Type: 1 bottle x 170 ml Bottle [ ] Tube
[] other

importing Country:

Russia

Marketing authorization number:

M N012742/01
M N012742/01-031215

Manuf. Batch Number: 08N0420
Pack. Batch Number: 080420
Client Batch Number: 080420
Manufacturing date: 042020
Packagi‘”ng date: 042020
Expiry date: 04/2022

APl manufacturing site:

= Name

= Address

s Authorization number

s 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

Bulk Manufacturing site:

= Name

= Address

= Authorization number

s 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

Compliance GMP-00204/17/BG
Testing site:
= Name Balkanpharma-Troyan AD
= Address

= Authorization number
s Eudra GMP reference number or
certificate of GMP Campliance

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

GMP-00204/17/BG
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T (+ 359) 670 68 104 Balkanpharma Troyan AD

F (+ 359) 670 52 810 a Teva company

. ; 1 Krayrechna Str.
trooperations@actavis.bg Troya{w 5600, Bulgaria

www.actavis.bg

Batch release site:

« Name

= Address

= Authorization number

= Eudra GMP reference number
or certificate of GMP
Compliance

Balkanpharma-Troyan AD

1. Krayrechna str. Troyan, 5800 Bulgaria
BG/MIA-0115/05.08.2019
BG/GMP/2019/148

GMP-00204/17/BG

Batch Number of API (s)

Aluminum hydroxide gel 03T_101802041
Magnesium Hydroxide Paste 017_101923015

Quantity shipped:

27 468 packages

Reference of Certificate of
analysis:

CoA Ne 383/04.05.2020

Artwork reference number:

applicable)

= PIL AAALB592
= Box AAAKO038
= |abel AAAKS039
Deviation reference (where No [ Yes (see copy of deviation report)

Comments/ Storage conditions: Mpn Temnepatype He sbiwe 25°C. He 3aMopaxusate!

This batch of product has been manufactured, including packaging/labeliing 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.
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Date: » ZARANE :
G Sekguove S QP N

Nahe/ Signatdre/ Position/
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Balkanpharma Troyan AD
T Ny qxv:

Cepruduxar kayectBa Ne 383
(CepTudukar 3a kauecTBo Ne 383)
(Certificate of quality Ne 383)

Mpoayxr: AIMATIEJB® 170 mur cyenensus st npHeMa BHYTPb
(TIpoayxkr: ALMAGEL® 170 ml oral suspension
(Product: : ALMAGEL® 170 ml oral suspension)

C:epim Ne: ) 080420 Pasmep cepuu: 27 468

(TTapTnaen Ne:) (Pa3Mep Ha mapTHaaTa:)

(Batch Ne:) (Batch size:)

JaTa n3roroBaedus: 042020 OTrpykeHo: 27 468

(Mara na (Excriemmparno KOaH4ecTso:)

[POH3BOACTBRO:) (Loaded:)

(Mfg. Date 1)

Tonen no: MecTo HazHAYEeHHS Poccus

(Exp. Date ) 04/2022 (TMpenHa3zHaveHue:) Pycus
(Destination:) Russia

Tponssomrens: Bankandapma- Tposu AL Bonrapua. 5600 r. Tposn, yo. , Kpaiipeuna”, 1
Tpouseomren: bankandapsma- Tposu AL yir. , Kpaiipeuna” No 1, Tposu 5600 buirapus
Manufacturer: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria

Mecro anannsa: barkandapma- Tposan AJL, bonrapus, 5600 r. Tposw, yn. , Kpaipeana”, 1
Msero Ha asanns: bamkandapma- Tpoan AL yi. , Kpaiipeuna” Ne 1, Tpoan 5600 Buarapus
Testing site: Balkanpharma-Troyan AD 1. Krayrechna str. Trovan, 5600 Bulgaria

Hoxazarenn Hopmut PeayaeTar
(Tokazaresnn) (Hopax) (Pesynrar)
{Tests) (Specifications) (Results)

1. Ouncanne Cyenenzus Ge10r0 win nmouTH 6e10ro HBETA ¢ XAPAKTEPHBIM COOTBETCTBYET

sanaxom Jusiona. [Ipu XpaneHny Ha NOBEPXHOCTH MOKET
06pa3oBLIBATLES ¢10i npo3pasHoii wuakocTH. [lpu snepriynom
B30ATLIBANNY COACPKHMOIO (IIAKOHA TOMOICHHOCTE CYCTTeHINH
BOCCTAHABIHBACTCA

(Cycnencna ¢ 621 Wiy noyTy G411 LBAT © XapakTepeH MUPHC Ha (oTTOBaps)
(Onucanmc) aumoiL TTpy ChXpaHEHHE Ha TOBLPXHOCTTA MOXKE [1a ce 0bpasysa ciioi
npozpauna TeuHocT. [Tpi eHeprivyHoO paskialnane Ha gaakoxa
XOMOTEHHOCTTA Ha CYCINEHCHATA C8 I!L\'SCI‘HHOB’IBG)

(Appearance) (White or almost white suspension with specific lemon odour, which
) during storage, exudes on the surface a layer of liquid and (comply )
homogeneity is restored at vigorous shaking of the bottle.)

2. Hopanuuoern
(MnenTiynoct)

(Identification)

*  AJOMUHHS FHAPOKCH/ - KAYECTBEHHAR peakuus | - Joen BLImacTs CryJenHCTLI 0Ca0K, PACTBOPHMBII B COOTBETCTBYET
KHUIOTAX H HEPACTBOPHMBIH B IHAPOKCHIC AMMOHNS
(Tpabsa 1a ce o6pa3ysa skencoGpasiia yTalika, pasTBOPHMA B KHCEMHHA | (0TroBaps)
W HEPA3TBOPHMA B AMOHHCE NHIIPOKCH.L)
(Should be formed a gelatinous precipitate, soluble in acids, insoluble | (comply)
in ammonium hydroxide)

(AJTVMMHHEB XHAPOKCHT - KAYECTREHA PCaKImM)

(Aluminum hydroxide - quality reaction)

Cmp.lor3




T (+ 359) 670 68 104
F (+ 359) 670 62 610

{
frooperaticns@actavis.bg

Balkanpharma Troyan AD
a Teva company
1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

[poaykr: ATMATE/Ib® 170 ma [ Mpoayst: ALMAGEL® 170 ml / Product: ALMAGEL® 170 ml
Cepus Ne: / [Maprunes Ne: [ Batch Ne: 080420

(Chlorides)

(Not more than 3 mg/g)

Iorazarenn Hopmui Pesyabrar
(Toxasaresnn) (Hopmn) (Pesysrar)
{Tests) (Specifications) (Results)

s Maruusi MEZIPOKCHI - KAUECTBCHHAS PEARIMA - Moamen srinacth Gentii ocajak COOTBETCTBYET
(MarHesues XHIPOKCHI - KAYECTBEHA PEaKLusA) (TpsGea na ce obpazysa bana yraiika) (oTrosaps)
(Magnesium hydroxide - quality reacti (Should be formed a white precipitate) (comply) N

= Merd .-:uapanmﬁdwcf[ﬁémﬂat ﬁp“o p - ‘ '
riiporendensoar, Bymw naparmiapokenden3oar
(Merun napaxuaporenbensoar, [Tpormia napa-
xHapoken6ensoar, ByTun napaxunpoxcuberzoar)

(Methyl parahydroxybenzoate, Propyl para-
hydroxybenzoate, Butyl parahydroxybenzoate)
- BOAKX - Bpesena YAepHHBAHHA 0CHOBHBIX NHKOB Ha
xpoMarorpame HCALITYEMOTO pacTROpa JOTAHBI
COOTBETCTBOBATL BpeMeHaAM yﬂCp}ﬁ'HBﬂlllﬁf OCHOBHBIX MHKOB
Ha Xpomarorpamme CTAHJAPTHOIO pacrsopa
.m:‘nmuapam;lpmccuﬁcmnara, r|pnnl:."lnaparuapoxcuﬁenmam COOTBETCTBYET
W GyTuanaparuapoxcnfenszoara
(BETX) (la xpomarorpamara ¢ pa3TBOPA 3a M3IMTBANE, BPCMCHATA HA
34 TLpEAHS HA KOHCEPBAHTHIT 'l'pEGBEI 114 ChOTBCTCTRAT HA BpC.\iCHm
Ha Jabp/KaHe Ha MCTH UaPH.XHﬂpOKCHSCIBOElT, TTPOTIHJT
napaxuapoxenGensoar M OyTa  mapaxmapokcubeHsoar  Ha | (orrosaps)
XPOMATOTPAMATA ¢ PASTBOPA 3@ CPABHCHHE)
(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 10 9,0
(pH) (Ot 6,5 10 9.0) 7,9
(pH) (from 6,5 to 9,0)
4. Maoruocrs O71 1,04 a0 1,17
(MasTHOCT) (Ot 1,04 10 1,17) 112
(Density) (From 1,04 to 1,17)
5. Kuesromno — mefiTpa/iM3yomas cnocoduocrs He menee 26 ma 0,1 M pacrsopa XJ0pHCTOBOA0POAHOI
KHCA0TBI
(Kucenannno — HeyrpatHsupama crnocodnocr) (He no-manko ot 26 ml 0,1M pasTBop Ha X/IOPOBOIOPOIHA KHENHHA) | 31
(Neutralization Capacity) (Not less than 26 ml 0,1M solution of hydrochloric acid)
6. Bsiakoetrn Or 50 5o 5 000 mlla.c
(Bucko3HTET) (Ot 50 no 5 000 mPa.s) 1400
(Viscosity) (From 50 to 5 000 mPa.s)
7. Ceanventaunonnas VeToliunBoCcTh He nomano 6uims paceiaiiBanis B TeHcHue 5 MiH COOTBETCTBYET
(Ceanmenraunonua ycToi4HBocT) (He TpsdBa 1a ce pascnospa B TCHCHIE HA 5 MHHYTH) (oTropaps)
(Stability of suspension) (No stratification is abserved for not less than 5 minutes) (comply)
8. H3pacraembpiii o0beMm He mence 170 ma
(OBem Ha ChITBPRHMOTO) (He no-manko ot 170 ml) 174
(Extractable volume) {(Not less than 170 ml)
9. Cyaparni He Goaee 1 M/
(Cvadarn) (He moseuc ot 1 mg/g ) <1
(Sulphates) (Not more than 1 mg/g)

10, Xoropuawt He Hosee 3 mr/ 1
(Xuopumi) (He noseue ot 3 mg/g) <3

Crp. 2013




Balkanpharma Troyan AD
0 a Teva company

1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

Mpoaykr: ATTMADIEJIL® 170 ma [ Lpoaykt: ALMAGEL® 170 ml / Product: ALMAGEL® 170 ml

Cepust N [ Taptuaen Ne: / Batch Ne 080420

Hoxazarénu Hopmel Peaynurar
(TTokazaTer) (Hopus) (Pesysrrar)
(Tests) (Specifications) (Results)
11. Koasuec TBEHHOE ONPEACTICHHE;
{KoamuecTseno onpenenane)
(Assay of drug substances)
= AJIOMUHHA OKCHI OT 3,60 10 4,40 v/ 100 v
(AJTYMHHHEB OKCH) (Ot 3,60 20 4,40 g/ 100 g) 3,97
_ (Aluminium oxide) {From 3,60 to 4,40 g/ 100 g)
e Maruus orcix ‘ | or 1,24_".-:1;1 1,52r/ 1001
(Maruesues okcu1) (Ot 1,24 o 1,52 g/ 100 g) 1,39
(Mdgnesium oxide) (From 1,17 to 1,59 g/ 100 g)
¢  MernanaparuapoxkcnbensoaT 070,05 700,227/ 100
(MeTHa napaxuIpoKkecHden30ar) (Ot 0,05 100,22 1/ 100 1) 0,20
__ (Methyl parahydroxybenzoate) (From 0,05 100,22 7/ 100 1)
¢ [lponuanapariaporcudensoar O 0,0150 a0 0,0275 r/ 100 v
(TMponun napaxuaporcnden3oar) (O 0,0150 20 0,0275 1/ 100 1) 10,0254
(Propy! parahydroxybenzoate) (From 0,0150t0 0,0275r/ 1001) o
+  DGyrnanaparsapoxcubenzoar O7 0,0150 20 0,02751/100 T S
(ByTun napaxuapoxcubensoar) (Ot 0,0150 no 0,0275 v/ 100 1) 0,0255
(Butyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 1)
12. Murpobuo/oruteckas YHCTOTA
(MHUEPOGHONOTHYHO KAUECTRO)
(Microbiological quality)
e Ofiuee YHeT0 HPoBHBIX Mukpoopranmvon, KOE s | He Goree 10°
1r(a)
{061_|1 @poit acpofnn suxpoopranmsi, KOE 8 1 g (ml)) | (He nosese or 10 ) <10
(Total aerobic microbial count, CFU per 1 g (ml) )
B R (Not more than 107)
o Ofuice YHCI0 APOATKEBLIX i IVIECHEBBIX TPHOOB, He Goaee 107
KOE s 1 r(»n)
(OO Opoi NIECEHH H IPOKIH (He noseve or 107) <10
(cymapio). KOE 5 1 g (ml))
(Total combined yeast/ mould count, CFU per 1 g (Not more than 109
‘‘‘‘‘‘ (mb)) | Lisoionssnunnl SN
e Escherichia colir 1 r (M) He j1onyckares OTCYCTBYET
{Escherichia coli B | g{ml)) (He ce nomyckar) (oresersar)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

Tpoaykr coorsercrByer Tpedosannam HJL: I1 N012742/
(Ipoaykra oTroBaps Ha w3nckeanusTa Ha HJT: [T N012742/01 - 031215 u uzmenenne No

01 - 031215 u usMeHeHHs Ne 1-5

1-5)

(The product meets the requirements of the ND: I1 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-rules for medicinal products and in accordance with Marketing Authorization

<X

KeanudunpoBaHHOR THIO
(Qualified Person)

~ JMara: 04 maii 2020
“~~{Date: 04 May 2020)

L Cmp.3013




