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Batch Release Certificate Ne 312
Client: Russia
Product name/ Strength/Potency: | Almagel A oral suspension 10 ml x 10
Client product name: Anmarens A 10 ml x 10 cycneHsus ons npuema BHYTpb
Dosage form: X Suspension [ Syrup [ Gel [] Other:
Package size/ Package Type: 10 nakeTmkos x 10 ml [ Bottle [] Tube
[ other
Importing Country: Russia
Marketing authorization number: M N012741/01
M N012741/01-300517
Manuf. Batch Number: 16N0318
Pack. Batch Number: 160318
Client Batch Number: 160318
Manufacturing date: 0318
Packaging date: 0318
Expiry date: 0320
APl manufacturing site: Manufacturer of Aluminum hydroxide gel
= Name SPI Pharma Inc., USA
= Address 40 Cape Henlopen Drive Lewes, DE 19958-0481 USA

= Authorization number : .
» Eudra GMP reference number Manufacturer of Magnesium Hydroxide Paste

or certificate of GMP SPI Pharma Inc., USA
Compliance 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

Bulk Manufacturing site:
Balkanpharma-Troyan AD

* Name
» Address 1. Krayrechna str. Troyan, 5600 Bulgaria
= Authorization number BG/MIA-0008 /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
* ‘Autharizanon nUmber BG/MIA-0009 /13.02.2018

= Eudra GMP reference number
or certificate of GMP
Compliance

BG/GMP/2016/083
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-0009 /13.02.2018

= Eudra GMP reference number or

certificate of GMP Compliance BG/GMP/2016/083

GMP-00204/17/BG

Batch release 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 certificate of GMP BG/GMP/2016/083

| GMP-00204/17/BG

Compliance

Batch Number of API (s) Aluminum hydroxide gel 01T_101702039
Magnesium Hydroxide Paste 017_101723021
Benzocaine 017_C0011705008

Quantity shipped: 16 586 packages

Reference of Certificate of CoA Ne 314/28.03.2018

analysis:

Artwork reference number:

= PIL AAAJBB3T

= Box AAAJ4455

= Aluminum foil AAAJ4449

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

applicable)

Comments/ Storage conditions: Mpu TemnepaType He Boiwe 25°C. He 3amopaxusats!

| 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.
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Cepruduxar kadecTBa Ne 314
(Ceprndukar 3a kadecrso Ne 314)
(Certificate of quality Ne 314)

Mponykt: ATMATEJIB® A 10 ma
(Mpoayxr: ALMAGEL® A 10ml
(Product: : ALMAGEL® A 10 ml)

Cepus Ne: 160318 Pasmep cepun: 16 586
(TTapTHznen Ne:) (Pasmep Ha napTHiara:)
(Batch Ne:) (Batch size:)
Jara W3roToBNeHHs: Orrpy#xeHo:
(Mara Ha ) 032018 (Excriemmpario konuuectso:) | 16586
TMpPOHU3BOICTBO:
(Mfg, Date - (Loaded:)
Topen fo: 032020 MecTo Ha3HAYEHHHA Poccusn
(Exp. Date :) (TIpennasHayeHHe:) Pycus ,
(Destination:) Russia ;
IloxazaTenun Hopmsl Pezyabrar
(TloxkazaTenu) (Hopmu) (Pesyuirar)
(Tests) (Specifications) (Results)
1. Onucanune Cycnexsusi  Genoro  waW  moytw  Genore  uBera, ¢
XapakTepHbiM  3anaxom JumoHa. [lpuw  XpaHeHHWM Ha
MOBEPXHOCTH  MOKeT  BLLIENATHCH  C10H  Npo3pauHoi
scuakoctH. [Ipn Hepriynom B306anThIBAHHI FOMOMEHHOCTH
CYCIIEH3WH BOCCTAHABIHBACTCH COOTBETCTBYET
(Onucarme) (Cycniexcus ¢ 687 MAK NOYTH OA1 LUBAT C XapakTEPEeH MHPHC
Ha NMMOH. TIpH chXpaHeHHE Ha MOBBPXHOCTTa MOKC Aa C&
obpasysa cnoii npospayHa TedyHOCT. [IpH  eHEPrH4HO
paskilallaie XOMOTEHHOCTTa Ha CYCMIEHCHATA CE Bh3CTAHORABA)
(Appearance) (White or almost white suspension with specific lemon odour, | (oTrosaps)
which during storage, exudes on the surface a layer of liquid and
homogeneity is restored at vigorous shaking.) (comply )
2. [MoanwvHHOCTE
(MnenmirnocT)
(Identification)
s ATIOMHHHS THAPOKCH] - KAYeCTBeHHAsi PeaKums - JloKeH BBINACTL CTYAEHHUCTHIH 0CAN0K, PACTBOPHMbIH B
KHCTOTAX W HepACTBOPHMEII B THAPOKCHAE AMMOHHSA COOTBETCTBYET
(AfyMHHMEB XHIPOKCHI - KAUECTBEHA PeaKiing ) (Tpsibea na ce oOpa3ysa eneobpa3Ha yTaiKa, pasTBOPHMA B
KHMCEJ/IMHH 1 HEpPa3TBOPMMA B PA3TROP Ha aMOHSK) (oTrosaps)
(Aluminum hydroxide - quality reaction) (Should be formed a gelatinous precipitate, soluble in acids,
P insoluble in ammonia solution) {comply)
e MarHHs rHIpoOKCHI - KA4eCTBeHHAN PeaKuHa - NonweH BoINacTs Genblii ocanor COOTBETCTBYET
(Marnesnes XHAPOKCHI - Ka4ECTBEHA PEaKLIMA ) (Tps6Ba na ce oOpasysa Oa1a yTakka) (oTrosaps)
__{Magnesium hydroxide - quality reaction) (Should be formed a white precipitate) | fcomply)
*» bensoxkauu
(beHz0KaKH)
(Benzocaine)
- Ka4eCTBEHHAS pearKuuns - OGpa3yeTcs OpaHKeBO-KPACHDLIH 0CaT0K COOTBETCTBYET
(xa4yecTBeHa peaxLms) (OBpasysa ce opaibreBo - YepBEHA yTaHKa) (oTroBaps)
(qualityreaction) | (Shouldbeformedaorange-redprecipitate) [ (cemply)
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Ipoaykr: AJIMATEJD A 10 ma/ lpoaykr: ALMAGEL A 10 ml/ Product: ALMAGEL A 10 ml
Cepusa Ne: / [Taptunen Ne: [ Batch Ne: 160318

(Sulphates)

(Not more than 1 mg/g)

Iloka3zaTenn Hopmbl PesyasTar
(TTokazatenu) (Hopmn) (Pezyuntar)
(Tests) (Specifications) (Results)
¢ beH3okauH
(benzokanH)
(Benzocaine)
- BO/KX - Bpems yIepHHBaHHS OCHOBHOTO NMHKA Ha XpoMaTorpamme
HCMBLITYEMOrO pacTBOpPa HOAAHO COOTBETCTBOBATH BPEMEHH
yaepxuBaHWa nNuKa OeH3oKaHHa HAa XpomMaTorpamMme pacTeopa
ans HaeHTHOHKauHH GeH3oKanHa
(Bpemero Ha 3amspxanc Ha Benzocaine B pasTaopa 3a w3miTsatie Tpabea fa
(BETX) CHOTBETCTBA HAa BPEMETO Ha 3ambpiaHc B CpasHMTENeH pasTBOP 3a
waeHTHuIIoCT 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
S o reference solution) | o
e Meruanaparuapokcutensoar, [Iponuanapa-
ruapokenbensoar, ByTiua naparuapoxcubensoar
(MeTtun napaxuapoxcudensoar, [pormina napa-
xuapokenbensoar, ByTin napaxuapokcubensoar)
(Methy! parahydroxybenzoate, Propyl para-
hydroxybenzoate, Butyl parahydroxybenzoate)
- BIKX - Bpemena yaepHBAHHA OCHOBHBIX MHKOB HA XpOMaTOTpamMMe
HCTIBLITYEMOr0 PACTBOPA OOTHBI COOTBETCTBOBATL BPEMEHAM
YAEPAHBAHUS MHKOB MeTHAnaparuapokcibenzoaTa,
nponuanaparuapokcfensoata W GyTuanaparuapoxcufensoara
Ha XpOMATOrpaMMe CTAHAPTHOTO PACTBOPa COOTBETCTRYET
(BETX) (Ha xpomarorpavara rnofyscHa ¢ pa3rBopa 3a W3IHTRAHC, BPEMEHATa Ha
3ATLPAAHE HA KOHCCPBAHTHTE TPAOBA Jla CHOTBCTCTBAT HA BPEMEHATA Ha
3abPHKAHE Ha Mern napaxuapokcubeH3oar, TMpormn
niapax|apokcubeH30aT u  Bymn napax1apokcubeHsoar Ha
(HPLC) XpOMATOTpaMara ¢ pasTBOpa 3a CpaBHEHHE) ‘
(On the chromatogram with the test solution, the preservatives L
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 6,5109,0
(pH) (Ot 6,5 10 9,0) 8.1
(pH) (from 6,5 to 5,0)
4, TlnoTHOCTL Ot 1,04 no 1,17
(TasTHOCT) (Or 1,04 no 1,17) 1,14
(Density) (From 1,04 to 1,17)
5. KucioTHo — HediTpanusywuas cnocobHocTs He menee 26 ma 0,1 M pacrBopa XJ10pHCTOBOAOPOAHOA KHUCIO0TSI
(KucenuHuo — HeyTpaausMpalua cnocobHocT) (He no-mamko ot 26 ml 0,1 M pa3sTsop Ha XNOPOBOLOPOIHE KHCENHHAY 29
(Neutralization Capacity) {(Not less than 26 ml 0,1M solution of hydrochloric acid)
6. BsakocTe OT1 50 5o 5 000 mIla.c
(BuckosureT) (Ot 50 g0 5 000 mPa.s) 2 340
(Viscosity) (From 50 to 5 000 mPa.s)
7. CeaMeHTAUMOHHAA YCTOHYHBOCTL He nomxHo 6biTh pacenaiiBanns B TedeHHe 5 MuH COOTBETCTBYET
(CeanMeHTaUMOHHE YCTOHYHBOCT) (He Tps®Bsa 1a ce pa3ciosBa B TEYCHUE Ha 5 MHHYTH) (oTrosaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)
8. H3snexaemsliit 06bem He menee 10 ma
(Homunanen obew) (He no-manko ot 10 ml) 10
(Nominal volume) (Not less than 10 ml)
9. Cyadate: He Goaee 1 mrfr
(Cyadatu) (He noseue ot I mglg ) <1
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Mpoaykr: ATMATEB A 10 ma/ Npomykt: ALMAGEL A 10 ml/ Product: ALMAGEL A 10 ml
Cepus Ne: [ [Taptuaen Ne: [ Batch Ne: 160318

Hokazarenu Hopmsl PesynabTaTt
(TTokazaTenu) (Hopmu) (PezyrmraT)
(Tests) (Specifications) (Results)
10. Xnopuab! He Gonee 3 mr/r
(Xnopuau) (He noeeue ot 3 mg/g) <3
(Chlorides) (Not more than 3 mg/g)
11. Konn4ecTBeHHOE OMpeieieHne:
(KonuuecTBeHo onpeaensHe)
(Assay of drug substances)
e ANOMHHHA FTHAPOKCHA
(e nepecuere na ALO)) 073,60 104,40r/100r 3,99
(Anmymummes xipokenn (xato AL Q) (Or 3,60 104,40 g/ 100 g)
___(Aluminium hydroxide (as Al,O,) (From 3,60t0 4,40g/100g) - N } -
¢ Maruusa ruapokcua (B nepecuere na MgO) 0Orl1,241001,52 /100
(Marnesues xunpokcua (xaro MgO) (011,24 20 1,52 g/ 100 g) 1,39
~ (Magnesium hydroxide (as MgO) (From 1,24 to 1,52 g/ 100 g) o -
e beH3okaHH 071,80 10 2,20 r/ 100 r
(BenzokauH) (O 1,80 00 2,20 g/ 100 g) 2,04
_ (Benzocaine) (From 1,80 to 2,20 g/ 100 g)
e  Meruanaparuapoxcubensoar Or 0,05 000,227/ 100 r
(MeTHa napaxuapokcudeHaoar) (Ot 0.05 70 0,22 1/ 100 1) 0,20
(Methyl parahydroxybenzoate) (From 0,05 to 0,22 r/ 100 r) B " o
¢ Tlponuanaparinapoxkcubensoar Ot 0,0150 no 0,0275 r/ 100 r
(ITpomun napaxuapokcnbensoar) (Ot 0,0150 10 0,0275 r/ 100 r) 0,0251
___(Propyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 1) N
* bByrtuanaparuapoxkcubeHsoar 07 0,0150 30 0,0275 ¢/ 100 1
(ByTHa napaxuapokcHbensoar) (Ot 0,0150 zo 0,0275 r/ 100 1) 0,0243
(Butyl parahydroxybenzoate) (From 0,0150 to 0,0275 /100 1)
12. MukpoGHonoruyeckas 4HcToTa
(MuKpoGHOIOTHYHO Ka4ecTBO)
(Microbiological quality) B o B
¢ Odwee yHeno a3podHBIX MHKPOOPraHH3MOB, He Gonee 10°
KOE 81 r(mn)
(06w 6poii aepobum muxpoopranmsvi, KOEs 1 g | (He noseye o1 10°) <10
(ml))
0 erobic microbial count, CFU per 1 g (ml) ) | (Not more than 10°)
¢ Ofulee YHCTO ApOATKeBBIX H NecHeBbIX rpubos, | He Goaee 10
KOE B 1 r(mn)
(OBwL bpo¥ nece W APOKIH (He noseye ot 10°7%) <10
(eymapno), KOE B 1 g (ml))
(Total combined yeast/ mould count, CFU per I g | (Not more than 10 %)
- (mb) o B I
¢ Escherichia colis 1 r (ma) He nonyckarwTes O0TCYCTBYET
(Escherichia coli 8 1 g (ml)) (He ce nomyckar) {oTcheTBAT)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

Ipoayxr coorBercTBYeT TpeGoBanusam HI: TT N012741/01 - 300517
(IMponykra otrosaps Ha W3ucksanusaTa Ha HIT: [T N012741/01 - 300517)
(The product meets the requirements of the ND: [1 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

KBaTMdHUMPOBAHHOE NHLIO .5 ....
(Qualified Person)

Yy =& Er e

Hara: 28 mapr 2018
(Date: 28 March 2018)
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