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F (+ 359) 670 62 610 A Teva company

) 4 : 1 Krayrechna Str.
trooperations@actavis.bg Troya¥1 5600, Bulgaria

www.actavis.bg

Batch Release Certificate Ne 1255

Client:

Russia

Product name/ Strength/Potency:

Almagel A oral suspension

Client product name:

Anmarens A 170 ml cycneHsusi Ana npuema BHYTPb

Dosage form:

Xl Suspension []Syrup [ Gel []Other:

Package size/ Package Type:

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

Importing Country:

Russia

Marketing authorization number:

M N012741/01
M N012741/01-300517

Manuf. Batch Number: 21N1019
Pack. Batch Number: 211019
Client Batch Number: 211019
Manufacturing date: 102019
Packaging date: 102019
Expiry date: 10/2021
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

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

Manufacturer of Benzocaine

Changzhou Sunlight Pharmaceutical Co., Ltd.

No.216 Yunnan West Road, Benniu Town, Xinbei District,
Changzhou City, Jiangsu Province, 213134 China
20160124

JS20191104

Bulk Manufacturing 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
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

= 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

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-0115/05.08.2019
BG/GMP/2019/148

GMP-00204/17/BG

Batch Number of API (s)

Aluminum hydroxide gel 01T_101902026

02T_101902025
Magnesium Hydroxide Paste 01T_101923007
Benzocaine 01T_C0011905008

Quantity shipped: 27 433 packages

Reference of Certificate of analysis: | CoA Ne 1247/29.10.2019

Artwork reference number:

= PIL AAAL2912

= Box AAAKB8994

= Label AAAK8996

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

Comments/ Storage conditions: Mpu Temnepatype He Bbille 25°C. He samopaxuBsatb!

| 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: A5 (,/(,{; 1618

/9 ; [«6(,\ 78 4/% Vi~ /ﬁ(/‘

BF

Name/ Signature/ Position/
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Cepruduxatr kadecta Ne 1247
(Cepruduxar 3a kadectBo Ne 1247)
(Certificate of quality Ne 1247)

Ipoaykr: AIMATEJIB® A 170 ma
(Tpomyxt: ALMAGEL® A 170 ml
(Product: : ALMAGEL® A 170 ml)

Cepus Ne: Pasmep cepumn:
(TTaptunen Ne:) 211019 (Pasmep Ha mapTUaaTa:) 27433
(Batch Ne:) (Batch size:)
JlaTa H3roTOBJICHHS: OtrpyxeHo:
([ara Ha ) 102019 (ExcriequpaHo KOJHYECTBO:) 27433
MPOW3BOJICTBO:
(Mfg. Date - (Loaded:)
T'oaen no: 10 MecTo Ha3HAYEHHSA Poccus
/2021
(Exp. Date 3) (TIpenHa3Ha4eHUeE:) Pycus
(Destination:) Russia
Iloxazarenu Hopwmsbl PesyabTart
(TTokazaTemnu) (Hopmm) (Pe3yirrar)
(Tests) (Specifications) (Results)
1. Onucanue Cycnensust Geqgoro wmaum moyrdw Oengoro uBera, ¢
XapaKTepHbIM 3amaxom JuMoHa. IIpu XpaHeHWHM Ha
MOBEPXHOCTH  MOXKET BBIIEIATHCA  CJI0H  MNPO3payHoi
sxuakocTH. TIpH 3Hepru4YHOM B3GANTHIBAHMH COAEPHKHMOrO
(J1aKOHA rOMOTeHHOCTh CYCIEH3HH BOCCTAHAB/INBAETCS COOTBETCTBYET
(Ormcanue) (Cycriencust ¢ 651 Wil MOYTH O UBAT C XapaKTepPeH MHUPHC
Ha nuMOH. [Ipu CbXpaHEHHE Ha MOBBPXHOCTTAa MOXE Ha Ce
obpasypa Cnod mpospayHa TedyHOCT. [Ipu  EHEPrHYHO
paskiamade Ha (aKoHa XOMOTEHHOCTTA Ha CYCIICHCHSATA CE
BB3CTAHOBSBA) (otroBaps)
(Appearance) (White or almost white suspension with specific lemon odour,
which during storage, exudes on the surface a layer of liquid and
homogeneity is restored at vigorous shaking of the bottle.) (comply )
2. lloAJIMHHOCTDL
(VUmeHTH4HOCT)
(Identification)
e  AJIIOMHHHSI THIPOKCH] - KA4eCTBEeHHasl PeaKiiusi - JlonskeH BLINACTL CTYAEHHCTHIH 0Ca0K, pACTBOPHMbIii B
KHCJIOTAaX M HEPACTBOPHMBIil B THAPOKCHIE aMMOHHSI COOTBETCTBYET
(AMyMHHHEB XUIPOKCHT - KaUECTBEHA PEAKLIVA) (TpsiOBa ma ce 06pasyBa »eneoOpasHa yTaiika, pasTBopuMa B
KMCEJIMHH 1 HEPA3TBOPKMMA B PA3TBOP Ha aMOHSK) (otroBaps)
(Aluminum hydroxide - quality reaction) (Should be formed a gelatinous precipitate, soluble in acids,
insoluble in ammonia solution) (comply)

e Maruus ruAPOKCH] - KA4eCTBEHHAasl peaKIus - oJiskeH BbINAcTh Geblii 0cagok COOTBETCTBYET
(Marse31eB X|IPOKCHI - Ka9eCTBEHA PEAKIIHs) (Tpsi6Ba na ce 0Opasysa Osi1a yTaika) (oTroBaps)
(Magnesium hydroxide - quality reaction) (Should be formed a white precipitate) (comply)

o bensokauH
(BeH3oxauH)

(Benzocaine)
- Ka4YeCcTBEHHAsl peaKLus - OGpa3yeTcsi OpaH;KeBO-KPaCHbIA 0CaA0K COOTBETCTBYET
(xauecTBeHa pEeaKIys) (OGpasyBa ce OparKeBO - YEpBEHA yTalKka) (otroBaps)
(quality reaction) (Should be formed a orange-red precipitate) (comply)
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Mpoaykt: AJIMATEJIB A 170 ma/ Tlponyxt: ALMAGEL A 170 ml/ Product: ALMAGEL A 170 ml
Cepus Ne: [ [Taptunen Ne: / Batch Ne: 211019

Tloxa3zarenn Hopmsl PesyabsTar
(TToxazaresn) (Hopmn) (PezynaTar)
(Tests) (Specifications) (Results)
e bBen3okauH
(BenzokauH)
(Benzocaine)

- BIXKX - Bpemsi ynep:KMBaHHsi OCHOBHOIO MHKa Ha XpoMaTorpamme
HCIBITYEMOr0 pPacTBopa [JOJIKHO COOTBETCTBOBATH BpeMEHH
yAepkUBaHHs TMHKa GeH30KaHHA HA XPOMATOrpaMme pacTBOpa
nas uaeHTuurannn 6eH30KanHa
(BpeMero Ha 3abpkaHe Ha Benzocaine B pasTBOpa 3a U3MUTBAHE TpsiOBa 1a

(BETX) CHOTBETCTBA Ha BpeEMETO Ha 3amppkaHe B CpaBHHMTENCH pasTBOp 3a
WIeHTHYHOCT Ha Benzocaine)

(Retention time corresponding to Benzocaine in the chromatogram
(HPLC) obtained with the test solution should comply with the retention
time corresponding to that in the chromatogram obtained with the
reference solution)
e Mertuanaparnapoxcutensoar, IIponuinapa-
ruapokcubensoar, ByTun naparuapoxkcubensoar
(Mertwn napaxunpokcubensoar, [Tporw napa-
XUIPOKCHOEH30aT, ByTHII apaxuIpoKCHOEH30aT)
(Methyl parahydroxybenzoate, Propyl para-
hydroxybenzoate, Butyl parahydroxybenzoate)
- BOXKX - BpemeHa yaep/KMBaHHsi OCHOBHBIX NMHMKOB Ha XpomaTorpamme
HCTIBITYEMOr0 PAacTBOPa AOJKHEI COOTBETCTBOBATH BpeMeHaM
yAep:KUBaHUS NHUKOB MeTHJnaparuapoxkciudensoara,
nponuinaparuapokcuGensoaTa M OyTHinaparuapoKcuGen3oara
Ha XpoMaTorpaMMe CTaHAapTHOrO pacTBopa COOTBETCTBYET
(BETX) (Ha xpomarorpamara ToJydeHa ¢ pa3TBOpa 3a M3IHUTBAHE, BPEMEHATa Ha
3aTbpiKaHe HA KOHCEPBAHTUTE TPsOBA Jia CHOTBETCTBAT HA BPEMEHATA Ha
33IbpKaHe Ha Mertun TMapaxuIpOKCHOEH30aT, Ipormin
TNapaxuIpoKcUOeH30aT U Bytun NapaxiIPOKCHOEH30aT Ha
(HPLC) XpOMATOrpamara C pa3TBopa 3a CPaBHEHHE)
(On the chromatogram with the test solution, the preservatives (otrosaps)
retention times should comply with the retention times of Methyl
parahydroxybenzoate, Propyl parahydroxybenzoate and Butyl
parahydroxybenzoate on the chromatogram with reference solution.) (comply)
3. pH Ot 6,5 10 9,0
(pH) (Ot 6,5 10 9,0) 8,1
(pH) (from 6,5 to 9,0)

4. IInoTHOCTH Ot 1,04 no 1,17
(TlasTHOCT) (Ot 1,04 10 1,17) 1,14
(Density) (From 1,04 to 1,17)

5. Kuc/10THO — HelTpajiu3ylmas cnocodHocTs He menee 26 ma 0,1 M pacrBopa XJIOPHCTOBOAOPOXHOIH
(KHCeMMHHO — HeyTpaIu3upalla CocoGHOCT) KHCJIOTBI 32
(Neutralization Capacity) (He mo-masko ot 26 ml 0,1M pasTBop Ha XJIOPOBOIOPO/IHA KHCEHA)

(Not less than 26 ml 0,1M solution of hydrochloric acid)

6. BsizkocThb Ot 50 mo 5 000 mIla.c
(Bucko3zurer) (Ot 50 no 5 000 mPa.s) 2310
(Viscosity) (From 50 to 5 000 mPa.s)

7. CenMeHTaLHOHHAS] YCTOHYHUBOCTH He nomxHO ObITh pacciaiiBaHusl B TedeHHe 5 MUH COOTBETCTBYET
(CenuMeHTaMOHHA YCTOWYHUBOCT) (He Tpsi6Ba 1a ce pasclosiBa B TCUCHHUE HA 5 MUHYTH) (otroBaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)

8. U3spaekaeMmslii 00beM He menee 170 ma

(HomunaneH o6em) (He mo-maiko ot 170 ml) 172

(Nominal volume) (Not less than 170 ml)

9. Cyndarsl He Gosiee 1 mr/ r

(Cyndarn) (He moege ot 1 mg/g ) <1
(Sulphates) (Not more than 1 mg/g)
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Tpoaykr: AJIMATEJID A 170 ma/ ITpoaykt: ALMAGEL A 170 ml/ Product: ALMAGEL A 170 ml

Cepus Ne: [ Tlaptizne Ne: / Batch Ne: 211019

Iloxazarenn HopMbi PesyabTar
(TToxazaremnu) (Hopmn) (Pe3yurar)
(Tests) (Specifications) (Results)
10. Xnopuasl He Gonee 3 mr/ r )
(Xnopunm) (He noseue ot 3 mg/g) <3
(Chlorides) (Not more than 3 mg/g)
11. KosinyecTBeHHOE OMpeaesieHue:
(KoNM4eCTBEHO OMpEIENIsHE)
(Assay of drug substances)
e  AJIIOMHHHS THAPOKCHI
(8 mepecuere Ha ALO)) Ot 3,60 xo 4,40 r/ 100 r 4,05
(Asmymunnes xunpokcus (xkaro Al O,)) (Ot 3,60 o 4,40 g/ 100 g)
(Aluminium hydroxide (as Al O,)) (From 3,60 to 4,40 g/ 100 g)
e Marnus runpokcus (B nepecyere Ha MgO) Or 1,24 00 1,52/ 100 r
(Marnesues xunpokcus (xato MgO)) (Ot 1,24 10 1,52 g/ 100 g) 1,39
(Magnesium hydroxide (as MgO)) (From 1,24 to 1,52 g/ 100 g)
e bBen3okauH Or 1,80 10 2,20 r/ 100 r
(BeH3okauH) (Or 1,80 no 2,20 g/ 100 g) 1,98
(Benzocaine) (From 1,80 to 2,20 g/ 100 g)
e Meruanaparuapokcubenzoar Ot 0,05 70 0,221/ 100 T
(MeTwu mapaxuapokcubeH3oar) (Ot 0,05 10 0,22 r/ 100 r) 0,20
(Methyl parahydroxybenzoate) (From 0,05 to 0,22 r/ 100 )
e [IponuanaparuapoxkcubeHsoar Ot 0,0150 no 0,0275 r/ 100 r
(TIpomwi mapaxuapoKCHOEH30aT) (Ot 0,0150 mo 0,0275 r/ 100 r) 0,0238
(Propyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 r)
e ByruanaparuapoxkcubexsoaT Ot 0,0150 g0 0,0275 r/ 100 r
(ByTH1 mapaxuapOKCHOeH30aT) (Ot 0,0150 mo 0,0275 r/ 100 r) 0,0237
(Butyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 r)
12. MukpoGuosori4yeckasi YMcToTa
(MuKpOGHONIOTHYHO KauyeCTBO)
(Microbiological quality)
e  OGuiee YKCI0 23POGHBIX MHKPOOPraHHU3MOB, He 6osee 10 °
KOE B 1 r (M)
(06 6poii acpobru Mukpooprasmsvy, KOEs 1 g | (He noseye ot 10°) <10
(ml))
(Total aerobic microbial count, CFU per 1 g (ml) ) | (Not more than 10?)
o OOIee YHCIO JPOACKEBbIX U MIecHeBbIX rpubos, | He Goaee 10 *
KOE B 1 r (M)
(0061w 6poii mIeceHH U APOXKIU (He moBeue ot 10 %) <10
(cymapro), KOE B 1 g (ml))
(Total combined yeast/ mould count, CFU per 1 g | (Not more than 10?)
(mb)
e Escherichia coli B 1 r (mu) He nonyckarorcst OTCYCTBYET
(Escherichia coli B 1 g (ml)) (He ce nomyckar) (otcnerBar)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

Ipoaykr coorsercrByeT TpeGoBanusav HJI: TI N012741/01 - 300517
(TTpomykTa oTroBaps Ha uskcksanusiTa Ha HIT: ITN012741/01 - 300517)
(The product meets the requirements of the ND: IT N012741/01 — 300517)

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

0 g,
KBanu(puIMPOBAHHOE AL ..... //"‘ "‘(/(’ g
(Qualified Person)

Hara: 29 okT. 2019
(Date: 29 Oct. 2019)
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