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T (+ 359) 670 68 104 Balkanpharma Troyan AD

F (+ 359) 670 62 610 a Teva company

trooperations@actavis.bg 1 Krayrechna Str.
Troyan 5600, Bulgaria
www.actavis.bg

Cepruduxar kadecrBa Ne 221
(Ceprudukar 3a xagecto Ne 221)
(Certificate of quality Ne 221)

Hpoayxr: AJIMATEJIB® A 170 mua
(TIpomykt: ALMAGEL® A 170 ml
(Product: : ALMAGEL® A 170 ml)

Cepus Ne:

(TTaptunen Ne:) 110320

(Batch Ne:)

Jlara u3roTroBjieHHUs:
(lata Ha 032020

IIPOM3BOJICTRO:)
(Mfg. Date )

Tonen xo:
(Exp. Date :) 03/2022

Pasmep cepun:

(Pa3Mep Ha napTHaTa:) 27 510
(Batch size:)

OTrpyxeHo:

(Excreaupano komuuectso:) | 27 510
(Loaded:)

Mecto HazHAYEHHS Poccus
(TTpenmasHadenye:) Pycust
(Destination:) Russia

INpomsBoaurens: bankandapma- Tpos ALl Bonrapus, 5600 r. Tposs, yi. ,,Kpaiipeuna”, 1
IMpousBoauren: Bankandapma- Tposu AJL, yi. ,,Kpaiipeuna” Ne 1, Tposi 5600 Brarapus
Manufacturer: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria

Mecro anammsa: bankangapma- TposH AJl, Bonrapus, 5600 r. TposH, yi. ,,Kpaiipeuna”, 1
Msicro na ananms: Bankandapma- Tposin AJL yi. ,,Kpaiipeuna” Ne 1, Tposir 5600 Beirapust
Testing site: Balkanpharma-Troyan AD 1. Krayrechna str. Troyan, 5600 Bulgaria

Hoxa3zaresnu Hopmsi Pe3yabTar
(IToxazaTemmi) (Hopmmu) (Pesyurrar)
(Tests) (Specifications) (Results)
1. Onucanue Cycnenzust Geqoro wWiM mno4yTH Oesioro [Bera, ¢
XapaKTepHbIM 3amaxoM JuMoHa. IIpH XpaHeHHHM Ha
MOBEPXHOCTH  MOMET BBbIASISATHCS  CJOH  MNpPO3payHoit
skuaKkocTd. [Ipu 3HepruYHOM B30AJTHIBAHHH COJEPHKHMOTO
(h1aKoHA rOMOreHHOCTh CYCIIeH3HH BOCCTAHABJIHBAECTCS COOTBETCTBYET
(Onmcanue) (Cycnencus ¢ Os1 WIM TOYTH OSUT IBSAT C XapaKTEPeH MHUPHC
Ha JUMOH. [Ipu chXpaHeHHEe Ha TOBBPXHOCTTA MOXE Ia ce
obpa3yBa cnod Tpo3padHa TEYHOCT. [Ipu EHEepPruyHO
pasknaniane Ha (lakoHa XOMOTEHHOCTTa Ha CYCIICHCHATA Ce
BB3CTAHOBSIBA) (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. lHoa/IMHHOCTD
(UnenTuunoct)
(Identification)
°  AJIIOMHHHSI THIPOKCHJ - KQueCTBEeHHasl PeaKiusi - Jlosi3keH BBINACTh CTYAEHHUCThIN 0CaJ0K, PACTBOPHMbIN B
KHCJI0TaX M HepaCTBOPUMbIii B THAPOKCHIE aMMOHHS COOTBETCTBYET
(AnyMMHHEB XHIPOKCHI - KAYECTBEHA PEAKLIS) (Tpsi6Ba na ce 0bpazyBa xeneodpaszHa yraiika, pa3TBOpHMA B
KHCEIMHU U HEPa3TBOPHMA B Pa3TBOP Ha aMOHSIK) (otroBaps)
(Aluminum hydroxide - quality reaction) (Should be formed a gelatinous precipitate, soluble in acids,
insoluble in ammonia solution) (comply)

e MarHusi THAPOKCH/ - KQ4eCTBEHHAsl peaKuusi - JoJsikeH BbINacTh Oesblii 0cagok COOTBETCTBYET
(MarHe3ueB XHIPOKCH - Ka4eCTBEHA PEeaKIIks) (TpsbBa a ce oOpasyBa Osiia yraiika) (otrosaps)
(Magnesium hydroxide - quality reaction) (Should be formed a white precipitate) (comply)

o bBeH3okauH
(Ben3oxanH)

(Benzocaine)
- Ka4eCTBEHHAasl peaKLusi - O6pasyeTcsi opaHKeBO-KPaCHBI 0Ca0K COOTBETCTBYET
(xavecTBeHa peaKIys) (O6pasyBa ce oparxeBo - YepBEHA yTaliKa) (otroBaps)
(quality reaction) (Should be formed a orange-red precipitate) (comply)
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Ipoaykt: AJIMAT'EJIb A 170 mu/ Iponykt: ALMAGEL A 170 ml/ Product: ALMAGEL A 170 ml
Cepust Ne: [ ITaptunen Ne: [ Batch Ne: 110320

Tloxazarenu Hopmsi PesyabsTar
(IToxazaremnm) (Hopmm) - (Pe3yunrar)
(Tests) (Specifications) (Results)
e beH3okauH
(BensokauH)
(Benzocaine)

-BIXKX - Bpemsi yaepKMBaHHsSI OCHOBHOIO NMKa Ha XpomMaTorpamme
HCMBITYeMOr0 pPacTBOpPa [JOJIKHO COOTBETCTBOBAaTh BPEMeEHH
yaep:KHBaHHsl MHKa OeH30KaWHa Ha XpoMaTorpaMMe pacTBopa
[Jist iaeHTH(uKauuu 6eH3oKkauHa
(Bpemero Ha 3anbpykane Ha Benzocaine B pa3sTBopa 3a M3MUTBAaHeE TpsiOBa 1a

(BETX) CHOTBETCTBA Ha BpeMeTo Ha 3amppkaHe B CpaBHUTENEH pasTBOp 3a
WISHTHYHOCT 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 Merunnaparuapoxcutensoar, Ilponuanapa-
ruapoxcubeHsoar, Byrui naparuapoxcubensoar
(Metun napaxunpokcudenzoar, [Ipomnw napa-
xuzapokcubenzoar, ByTun napaxunpokcubeH3oar)
(Methyl parahydroxybenzoate, Propyl para-
hydroxybenzoate, Butyl parahydroxybenzoate)
- BIKX - Bpemena yaep:kHBaHHsI OCHOBHBIX MHKOB Ha XpoMaTorpaMme
HCMBLITYEMOr0 PAcTBOpPa HOJKHBI COOTBETCTBOBATH BpeMeHaM
yaepKHUBaHHSI NMUKOB MeTHJINaparuapokcubeH3oaTa,
nponuinaparuapokcubeHzoata u OyTHJAnmaparuapoxcudeHsoara
Ha XpoMaTorpaMmMe CTAaHJAPTHOI0 PacTBoOpa cOOTBETCTBYET
(BETX) (Ha xpomarorpamara IoJly4eHa ¢ pa3TBOpa 3a M3IIMTBaHE, BpEMEHAaTa Ha
3ambp)kaHe Ha KOHCEPBAHTHTE TPsiOBa Ja CHOTBETCTBAT HAa BPEMEHATA Ha
3aIbpIKaHe Ha Mertun [apaxyuIPOKCHOCH30aT, TIpormn
MapaxuIpOKCUOCH30aT U Bytun TIapaxUIPOKCHOEH30aT Ha
(HPLC) XpoMarorpamara ¢ pasTBopa 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) 7,6
(pH) (from 6,5 to 9,0)

4. IInoTHOCTL Ot 1,04 no 1,17
(IlrpTHOCT) (Ot 1,04 no 1,17) 1,13
(Density) (From 1,04 to 1,17)

5. KuciioTHo — HefiTpajausyrwuasi cnoco6HoOCTh He menee 26 ma 0,1 M pacTBopa XJIOPHCTOBOAOPOAHOH KHCJIOTHI
(KucenuHHO — HeyTpalIM3HUpalia CrocoGHOCT) (He mo-manko ot 26 ml 0,1M pa3TBop Ha XJIOPOBOAOPOAHA KHCETHHA) 30
(Neutralization Capacity) (Not less than 26 ml 0,1M solution of hydrochloric acid)

6. BsizkocTh Ot 50 o 5 000 mIIa.c
(Buckosurer) (Ot 50 no 5 000 mPa.s) 3050
(Viscosity) (From 50 to 5 000 mPa.s)

7. CenMeHTALIHOHHAS YCTOHYHBOCTD He nosixHO GbITH pacc/iaiiBaHusi B TedeHHe 5 MHH COOTBETCTBYET
(CenuMeHTalMOHHA YCTOHYHUBOCT) (He tpsi6Ba 1a ce pa3ciosiBa B TEUCHHUE HA 5 MHHYTH) (oTroBaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)

8. H3Biekaemblii 00beM He menee 170 ma

(Homunanen o6em) (He no-masko ot 170 ml) 172

(Nominal volume) (Not less than 170 ml)

9. Cyadatsr He 6osiee 1 mr/ r

(Cyndarn) (He moseue ot 1 mg/g ) <1
(Sulphates) (Not more than 1 mg/g)
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HponyxTt: AJIMATEJIB A 170 mui/ [Tpoxykt: ALMAGEL A 170 ml/ Product: ALMAGEL A 170 ml

Cepus Ne: [ ITaptunen Ne: / Batch Ne: 110320

Iloxa3zarenu (III{OPMB; l(’lgzynyra;'
OKa3aTCIId ; OpMH €3yJIrat
& (Tests) ) (Speciﬁpcations) (Re}s,ults)
10. Xnopuasi He 6osee 3 mr/ r
(Xnopunwu) (He moseue ot 3 mg/g) <3
(Chlorides) (Not more than 3 mg/g)
11. KosinuecTBeHHOE OnpeeJieHHe:
(KosmuecTBEHO ONpenersHe)
(Assay of drug substances)
ANOMHHHS THAPOKCHL
(8 nepecuere Ha ALO,) Ot 3,60 10 4,40 r/ 100 r 3,70
(Aymurvies xunpoxcun (karo Al O,)) (Ot 3,60 no 4,40 g/ 100 g)
(Aluminium hydroxide (as Al O.)) (From 3,60 to 4,40 g/ 100 g)
Maruus ruapokcus (B nepecyere Ha MgO) Or1,24001,52r/100 1
(Marnesues xunpokcun (xkaro MgO)) (Ot 1,24 10 1,52 g/ 100 g) 1,40
(Magnesium hydroxide (as MgO)) (From 1,24 t0 1,52 g/ 100 g)
Bensokaun Ot 1,80 102,20 r/ 100 r
(Benzokaun) (Ot 1,80 10 2,20 g/ 100 g) 2,06
(Benzocaine) (From 1,80 to 2,20 g/ 100 g)
MeTuianaparuapokcioeHnsoar Ot 0,05 n0 0,22 r/ 100 r
(Metun napaxunpoKCHOeH30aT) (Ot 0,05 10 0,22 r/ 100 1) 0,20
(Methyl parahydroxybenzoate) (From 0,05 to 0,22 r/ 100 1)
IponuanaparuapoxkcudeHzoat Ot 0,0150 mo 0,0275r/ 100 r
(TIpomun mapaxuapoKcUOEH30aT) (Ot 0,0150 mo 0,0275 r/ 100 1) 0,0252
(Propyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 r)
ByrunnaparuapokcuGeHsoar Ot 0,0150 mo 0,0275 /100 ¢
(ByTtun mapaxuapokcuOeH30aT) (Ot 0,0150 o 0,0275 r/ 100 r) 0,0253
(Butyl parahydroxybenzoate) (From 0,0150 to 0,0275 r/ 100 r)
12. Mukpo6uoJioruyeckasi Y4MCTOTA
(MuKpOOHOIOTHYHO Ka4€CTBO)
(Microbiological quality)
Ob1ee 4HCI0 a3pOOHBIX MHKPOOPTaHH3MOB, He Goaee 10 °
KOE B 11 (™M)
(061 6poit aepobHu Mukpoopranmsmu, KOEB 1 g | (He noseue ot 10 %) <10
(ml))
(Total aerobic microbial count, CFU per 1 g(ml) ) | (Not more than 10 ?)
OG1wiee YHCII0 APOAGKEBBIX U IUIeCHeBbIX rpubos, | He Gosee 10 2
KOE B 11 (M)
(061 Gpoii mIeceH: U APOKIA (He moseue ot 10 2) <10
(cymapHo), KOE B 1 g (ml))
(Total combined yeast/ mould count, CFU per 1 g | (Not more than 10?2
(ml))
Escherichia coli B 1 r (v) He nonyckarorcs OTCYCTBYET
(Escherichia coli B 1 g (ml)) (He ce gomyckar) (otcberBar)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

Iponyxt coorBercTByeT TpeGoBanusm HJI: I N012741/01 - 300517, usm Nel, Ne3
(TTponmyxTa otroBapst Ha w3nckBanusaTa Ha HII; IT N012741/01 - 300517, usm Nel, Ne3)
(The product meets the requirements of the ND: IT N012741/01 — 300517, var Ne1, Ne3)

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

KBanu(uIMpOBAHHOE JUIIO ..\
(Qualified Person)

\g! (Date 19 March 2020)
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