teva

Ceprudurar xkayecrsa Ne 1211
(Cepruduxar 3a kauectso Ne 1211)
(Certificate of quality Ne 1211)

Mponyxr: AIMATEJIB® 170 Mt cycnensus ais npiueMa BHYTPb
(IMponyxt: ALMAGEL® 170 ml oral suspension
(Product: : ALMAGEL® 170 ml oral suspension)

Cepusi  Ne:
(Maptunen Ne:)
(Batch Ne:)
Jdara u3roToBJIeHHA: 122020
([laTa Ha
NPOU3BOMICTRO:)
(Mfg. Date )
T'onen mo:
(Exp. Date :) 122022

021220

Pazmep cepum: 28292
(Pazmep Ha nmaprigara:)

(Batch size:)

Orrpy:keno: 28 292
(ExcrieupaHo KOTHYECTBO:)

(Loaded:)

MecTo HazHAYEHHHA Poccus
(IMpennazHavenue:) Pycus
(Destination:) Russia

ITponsponutens: Bankandapma- Tposu AJl, Bonrapus, 5600 r. Tposiu, yu. ., Kpaitpeuna™, 1
Tpouseoauten: Bankandapma- Tposn AL yn. , Kpaiipeana™ Ne 1, Tposn 5600 Buarapus
Manufacturer: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria

Mecto ananusa: bankandapma- Tposu AJL, Borrapus, 5600 r. Tposn, yn. , Kpaitpeuna™, 1
Mscro Ha ananu3: Bankandapya- Tposin AJL, yi. ,,Kpaiipeuna” No 1, Tposin 5600 Bunrapusa
Testing site: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria

TMoxazarean Hop»br Pesynbrar
(Tlokazatenu) (Hopmu) (Peayrrar)
(Tests) (Specifications) (Results)
1. Onucanne Cycnensun Ges10ro win nouTi 6e/10ro HBETA ¢ XaPAKTEPHBLIM COOTBETCTBYET
3anaxom Jnmoua. [Ipi xpanenin 1a n10BepXHOCTH MOMKeT
BBIIENATHCS 106 Npo3paunoil Knakocri. [Ipi onepriynom
830ANTEIBAHHN FOMOMEHHOCTE CYCHCH3IHN BOCCTAHABINBACTCH,
(Cycnescus ¢ 6an WK MOYTH Oa1 UBAT € XapakTepeH MHPHUC Ha
numoH. [Tpu chXxpakeHue Ha NMOBLPXHOCTTA MOKe a ce ofpasysa crod | (oTrosaps)
(Ormcanne) npospauua Tednect, [Ipy eHepruMHo paskiailiane Ha (rakona
XOMOT'€HHOCTTa Ha CYCIEHCHATA ce B'hZCTEiHOﬂﬂBa)
(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 of the bottle.) (comply )
2. Toasnunnocts - Honsen BBINACTH CTYACHUCTRII 0CAIOK, PACTBOPHMBIIT B
(MaenTnuHocT) KHGIOTAX 11 HEPACTBOPHMBIIl B IMIPOKCIAE AMMOHNA
(Identification) (Tpsbpa na ce ofpasysa xeneobpaina yraiika, pasTBOPHMa B KMCEHHH
®  AMIOMIHNS FHAPOKCH - KAYCCTBENNAA PEAKUHS | ¥ HEPA3TBOPHMA B AMOHHED XHIPOKCHI) COOTBETCTBYET
(Should be formed a gelatinous precipitate, soluble in acids, insoluble
(AyMUHMEB XMIPOKCHI - KAYECTBEHA PeaKiua) in ammonium hydroxide) (otrosaps)
(Aluminum hydroxide - quality reaction) (comply)
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Cepna Ne: [ [Taprunen Ne: [ Batch No: 021220

MoxazaTenn Hopwer PesyneTar
(Toxasaren) (Hopam) (Pesysnrat)
(Tests) (Specifications) (Results) & &
*  Maruus rugpoKcia - Ka4ecTBCHHAS PCAKLIA - Jloszken soinacte Geantii ocagak COOTBETCTBYET
(Marne3nes XHAPOKCH - Ka4ECTBEHA PEAKLIHS) (TpabBa na ce obpa3ysa 6ana yraiika) (otrosaps)
(Magnesium hydroxide - guality reaction) (Should be formed a white precipitate) (comply)
*  Meruanaparuapoxcniensoar, [Iponmanapa- - Bpemena yucﬁ,lmumum OCHOBHBIX  TMHKOB  Ha
riapoxenbensoar, Byrun naparapoxkenGensoar XpoMaTorpaMMe  HCABITYEMOr0  PacTBOpa  J0JKHBI
(Mernn napaxuapoxcubensoat, [Tpormu napa- COOTBETCTBOBATE  BpPEMCHAM  YICPKHBAHNS  TIHKOB
xuapokcudensoar, byt napaxunpoxcidenzoar) MeTnanaparnapoxkenfiedioara,
(Methyl parahydroxybenzoate, Propyl para- nponnanaparuapokenGensoara
hydroxybenzoate, Butyl parahydroxybenzoate) Gyruanaparnapoxkcuben3oara Ha XpOMAaTOrpaMMe | cOOTBETCTBYET
- BOUWKX CTAHAApPTHOrO pacroopa
(Ha xpomarorpamara ¢ pasTBOpa 3a M3NWTBAHE, BPEMEHATa Ha
JaNLpKaHe Ha  KOHCEpPBaHTHTe TpabBa 1a CLOTBETCTBAT Ha
BPEMCHATA Ha 3AbPIKAHE HA METHII NapaxHapokcubensoar, nponut
napaxunpokchbersoar  u GyTun  mapaxuzgpokcubensoar  Ha | (oTrosaps)
XPOMATOrpaMara ¢ pasTBopa 3a CpaBHEeHHE)
(BETX) (On the chromatogram with the test solution, the preservatives
retention times should comply with the retention times of
methyl parahydroxybenzoate, propyl parahydroxybenzoate | (comply)
and butyl parahydroxybenzoate on the chromatogram with
reference solution.)
(HPLC)
3. pH O716,5109,0
(pH) (071 6,5 10 9,0) 8,0
(pH) (from 6,5 to 9,0)
4. [aoTHoCcTh Or 1,04 no 1,17
(ITnsTHOCT) (Ot 1,04 no 1,17) 112
(Density) (From 1,04 to 1,17)
5. Kneaorno — ueiirpanusyomas cnocobuocrs He menee 26 ma 0,1 M pacrsopa XJa0pHCTOBOIOPOIHOI
KHCT0ThHI
(KHcenMHHO — HeyTpaM3Hpalla crnocobHocT) (He mo-manxo ot 26 ml 0,IM pastBop Ha xnoposogoponHa | 31
(Neutralization Capacity) KHCENTHHA)
(Not less than 26 ml 0,1M solution of hydrochloric acid)
6. Baskocrn Ot 50 a0 5 000 mlla.c
(Buckosurer) (Ot 50 mo 5 000 mPa.s) 1640
(Viscosity) (From 50 to 5 000 mPa.s)
7. CeanMenTALNOHHAA YCTOHUHBOCTH He no/kio 0bITL pacwianBanis B Tedenne 5 Mun COOTBETCTBYCT
(CenMMeHTALHOHHE YCTORYHBOCT) (He tpatsa aa ce paicnossa B TEYEHHE HA 5 MUHYTH) (otrosaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)
8. Hapnexkaemblii 00bem He mence 170 ma
(Obem Ha CbABPIKUMOTO) (He mo-manxa ot 170 ml) 174
(Extractable volume) (Not less than 170 ml)
9. Cyndarwt He 6onee 1 mr/r
(Cyndaru) (He nmoseue ot 1 mg/g ) <1
(Sulphates) (Not more than 1 mg/g)
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Cepun Ne: | [apruaen Ne: / Batch Ne 021220

[okazaTean Hopme! PeayanTar
(TTokasaresn) (Hopmn) (Pesyarar)
(Tests) {Specifications) (Results)
10. Xnopuast He 6onee 3 mr/r
(Xnopuau) (He noseue ot 3 mg/g) <3
(Chlorides) (Not more than 3 mg/g)
11. Koanuecreennoe onpeaeacHue:
(KonuuecTeeHo onpejensne) Ot 3,60 10 4,40/ 100 1
(Assay of drug substances) (Ot 3,60 no 4,40 g/ 100 g)
ANIOMIHIS OKCH/ (From 3,60 to 4,40 g/ 100 g) 4,01
(ANyMHHHEB OKCHJ)
(Aluminium oxide)
Marnns okeng Or 1,24 5o 1,52 1/ 100 r
(Maruesues okcHI) (011,24 10 1,52 g/ 100 g) 1,41
(Magnesium oxide) (From 1,17 to 1,59 g/ 100 g)
MertuanaparaapokcuGen3oar 071 0,05700,22r1/100 r
(Metun napaxuapokcubensoar) (OT 0,05 10 0,22 r/ 100 T) 0,20
(Methyl parahydroxybenzoate) (From 0,05 to 0,22 r/ 100 1)
IMponuanaparnapoxcnbensoat O 0,0150 70 0,0275 r/ 100 r
(Tponun napaxuapokcubensoar) (Ot 0,0150 0 0,0275 r/ 100 1) 0,0248
(Propyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 r)
Byruanaparnjpokcubensoar | 07 0,0150 10 0,0275 r/ 100 T
(ByTtun napaxuapokcubensoar) (Ot 0,0150 1o 0,0275 r/ 100 1) 0,0249
(Butyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 r)
12. MukpoGuonoruyeckas 4ncroTa
(MHKpPOOHONIOrHYHO Ka4ecTBO)
(Microbiological quality)
Ofuree uneno a3pobubix Mukpoopranimos, KOE e 1 He Gonee 102
r (o)
(0611 Gpoit aepofum Mukpoopranusmu, KOE B 1 g (ml) (He nmoseue ot 10°7) =10
(Total aerobic microbial count, CFU per 1 g (ml) ) (Not more than 10 %)
Of1utce 10 APOACKEBBIX i niiecHeBbIx rpubos, KOE | He Gosee 101
B 1r (M)
(OB Gpoit 1eceHH K APOXKIH (He noseue ot 10 1%) <10
(cymapuo), KOE & 1 g (ml))
(Total combined yeast/ mould count, CFU per 1 g(ml)) (Not more than 10 ) o
Escherichia coli b 1 r (ma1) He nonyckaores OTCYCTBYET
(Escherichia coli B 1 g (ml)) (He ce nomyckar) (oTeheTRaT)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

MpoaykT cooTsercreyer Tpebosanuam HJL: I1 N012742/01 - 031215 1 u3menenns Nel-6
(TTpomykTa oTroBaps Ha usuckeanuata Ha HJT: [T N012742/01 - 031215 1 uamenenue Nel-6)
(The product meets the requirements of the ND: [T N012742/01 - 031215 and change Nel-6)
We hereby declare that the above mentioned batch is manufactured, packed, labeled and analyzed in
compliance with the GMP-rule§/Tor medicinal products and in zaﬁ:co;giance\with Marketing Authorization
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