JEKJIAPALIMSI O COOTBETCTBHHA

JIEKJIAPAHT, NIPUHUMAIOLIMIA JEKJIAPALIHIO O COOTBETCTBHH

000 "Tesa" i

Csedenws 0 pezucmpayuu opeanusayuu: Mexcpationnas utcnextyua dedepansroill nanozosot cayaichvl Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739033024, dama npuceoenii OI'PH 01.08.2002.

Aopec: 115054, 2. Mocxsa, ya. Banosas, 0. 35, Tenegpon: 8 (495) 644-22-34.

B nuye: lenepanviozo dupekmopa Opuk Powie

Josepennoe nuyo: Maxcumosa J1.A., dogepenrocms 7-932 om 14.04.2019

3AABJIAET, YTO

nexapcmeenioe cpedcmeo: Amazens Heo cycnen3us O npuemda sHymph 10 an, naxemuxu (10), nauku
xapmonvie, PY Ne IT N013310/01 om 18.09.2009 (dama samenrt PY 26.06.2017), cepus 060719, napmus
34577 ynaxogox, 200en 0o 01.07.2021, npoussodcmea Banxangpapma - Tposn All, Bonzapus, 5600, 2. Tpos,
yn. Kpatipeuna, 1 koo OKIT/J2 21.20.10.112, koo TH B3/ 3004900002, xonmpaxm Ne 71 om 01.09.2016,
uneotic Ne 2520019351 om 06.08.2019

COOTBETCTBYET TPEBOBAHUSAM

I1N013310/01-260617

JIEKJIAPALIAS IPHHSATA HA OCHOBAHUH ;

npomoxon uchbimanuii Ne 38191 om 14. 08.2019 ﬂaﬁopamopubu‘}' yenmp 000 "JKK OHL", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC BG.@M15.C83844 om 15.08.2019

JIATA NIPUHATHSA JEKJIAPALIAH 20.08.2019

i

4 o l Maxcumona JLA.
[IOAITHCH ‘ ®.H.0

CBEJEHHSA O PEFIJICTPAIII/H/I

OPTAH IO CEPTU®HUKAIIUH, 3APET HCTPHPOBABM UM JEKJIAPALIUIO

POCC RU.0001.11®M15 OPI: AH 110 CEPTHO®HKALIHH ITPOJYKLHH OBLECTBO C

OrPAHUYEHHOFH OTBETCTBEHHOCTbBIO "OKPYKHOH LIEH TP KOHTPOJISI KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, naw. 1, kom. 1., aopec opzand no

cepmucpuxayuu: 143581, Mockoscxas obnacmy, Hempunckuii pation, oep. Jlewikoso, 0. 248, cmp. 1, men..

(495)640-96-69, (495)787-92-78 eeG-caiim: OYKK. pp. !

JEKJIAPALLHA OCO_O:I'BETCTBHH 3APECMCTPUPOBAHA A POCC RU J-BG. dM15.A4.21351/19

JIATA PETMCTPALLIAH 20.08.2019 f ;
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JloroTun T (+359) 670 68 104 AJpec KoMNaHus
d, (+359) 670 62610 BeG-cafT
e-mail
Cepruduiar sainycka ceprn Ne 828
Kimert Poccus

Hassanue npenapara

Asmvarens Heo cycriensus s mpueMa BHyTpn 10 M1 x 10

Hassaune nipenapara

Amvarens Heo 10 x 10 mn cycneH3us JULA MpUeMa BHYTPb

JlexkapcTaeHHas dopma Cycnensus
THI YIaKOBKH, 00beM 10 x 10 mn
CrpaHa Ha3HaqeHus Poccust
PervcTpauHoHHOE YI0CTOREpEHHE TIN013310/01
B TINO013310/01-260617
Homep npoH3BOJACTBEHHOI cepHu 06N0719
Homep cephH Ha yNakoBke 060719
Homep cepus 3aKa3qnka 060719

JlaTa MPOM3BOACTBA 0719

Jlara mpoH3BOACTBA, YKa3aHHAd Ha yIIAKOBKe 0719

CpOK roJIHOCTH 0721

[poussomutens ADC
HaspaHne
Homep GMP

AMOMHHHS FHPOKCHI rellb

CITH Papma nuk, CILLA

2515692

Marnus riIpoKcHj nacra

CITH dapma muk, CLLIA

2515692

OMynscHA CHMETHKOHA

U Cretmanty Dnektpormk Marepuatc F0C9, 000, CHIA

TIpou3ssogurens ua-Ganka

Bankangapma-Tpoan AJl yn. Kpaitpeuna 1, 5600, bonrapus
BG/MIA-0071/30.10.2018

BG/GMP/2019/148

GMP-00204/17/BG

VIakoBLUHK

Bankandapma-Tpoan Al yn. Kpaiipeuna 1, 5600, bonrapus
BG/MIA-0071/30.10.2018

BG/GMP/2019/148

GMP-00204/17/BG

MecTo NpoBe/ieHHs aHaH3a

Bankandgapma-Tposu AJl yn. Kpaitpeuna 1, 5600, bonrapus
BG/MIA-0071/30.10.2018

BG/GMP/2019/148

GMP-00204/17/BG

CaiiT BBIMYCKAIOLIEro KOHTPOJUA Ka4uecTBa

Bankandapma-Tpoan AJl yn. Kpatipeana 1, 5600, Borrapus
BG/MIA-0071/30.10.2018

BG/GMP/2019/148

GMP-00204/17/BG

KonnyecTBo NOCTaBJIAEMBIX YITAKOBOK

34 577 ynakosoK

PeaynbTaTel aHANM3a

Cepruukar anamaza Ne 831 or 26/07/2019

KomMmenTapun:

Venosus xpanerns: cM. HIT

HacToA M 3aABIAeM, YTO BLIIEYKa3aHHAas MHAOPMAIIHS SBIACTCA TtounHHHOI 1 ToHOIt. DTa cepus Guula NPOH3BE/ICHA,
BKITIIOYAs YIIAKOBKY M KOHTPOJTh Ka4ecTBa Ha YKa3aHHOM BbIIIE caifTe, B OJTHOM COOTRETCTBHH ¢ TpeGopanmamu GMP u
crietmdukalmm, 3amich NpoW3BOACTBEHHOrO MPOLECCa CEPHH (BKITIOUAN YIIAKOBKY H KOHTPOIb KauecTsa) OBUTH PACCMOTPEHE H
MpH3HAHEL B cooTReTCTBHH TpeGoBamam GMP.

VnonHomo4deHHoe (0TBETCTREHHOE) JIHLIO KOHTPOJIA KauecTpa:

Jara: 26/07/2019

Tloanuce TToanuce

Iewats

Dighally signed by Diga Parkhomenko
DH: de=Corp, demTeva, ousGlabal
ousCilents, oumRU, 0usMOS, ouwUSH,

Olga
Parkhomenko e on Pucknomaoactaa com

Date: 2019.08.12 13:24:10 +03'00°



Ceprudukar kauecrsa Ne 831
(Ceprudmrar 3a kauecteo Ne 831)
(Certificate of quality Ne 831)

Hponykr: AIMATEJIB® Heo cycneusns, 10 ma
(TMpoaykt: ALMAGEL? Heo cycnencust, 10 ml)
(Product: : ALMAGEL® Neo suspension, 10 mi)

Cepus No: Pasmep cepuu:
(TTapruaen Ne) 060719 (Pasmep H4 TIapTHIaTa ) 34577
(Batch Ne) (Batch size)
ATa U3COTOBJICHHS Orrpyxeno:
E aTa Ha NPOMUIBOIACTRO) 0719 EE[(C%YEHHPMO xonuuecTeo) | 4 577
Mg, Date ) Loaded)
Tonen go: 0721 MecTo HAZHAUESHHAN: Poccus
(Exp. Date) ([MpeanasHadeHue) Pyveus
(Destination) Russia
TTokazaTenn Hopmbl PesyasTaT
(TTokasareit) (Hopmu) (Pesyurrar)
(Tests) (Spcciﬁpcations) (Results)

1. Onucanue Bejas wan noyTh Genast cycnens s, ¢ 3anaxoM aneibcyHa COOTBETCTRYET
(Ormicanie) (Bsna uim noyTH Gana CyCneHcHs ¢ MHpUC Ha TOpTOKAN) (orrosaps)
(Appearance) (White or almost white suspension with orange odour) (comply)

2. CeanMeHTALHOHHAN YCTOHYHBOCTE He nonHo GbITh paccianBanHus B TedeHue 5 MiH COOTBETCTBYET
(Cennnestaunonna YCTONYHBOCT) {He tpadsa na ce pasc/onsa b TCHCIHE Ha 5 MHHYTH) (oTrosaps)
(Stability of suspension) (No stratification is observed for not less than 5 minutes) (comply)

3. TloAaHHHOCTE
(UnerTnruioeT)

(Tdentification)
o AJIOMHHHS MIPOKCHA - KAYECTBENNAN PeaKkuis Beawiit ocaaok COOTBETCTBYET
(AJTyMWHHER XHAPOKCH - KAVECTBEH PEAKLUTA) (Bsna yraitka) (oTrosaps)
___ (Aluminum hydroxide - guality reaction) | (White precipitate) (comply)
o MArHHa rHAPOKCHI - KAUECTBEHHAA PEARIlHA Beawtit ocafor COOTBETCIBYET
(Marne3ues XHAPOKCHE - KAUCCTBEHA PEaKIAR) (Bsina yraiika) (orrosaps)
__(Magnesium hydroxide - quality reaction) | (White precipitate) _ (comply)
s Chmeruros (MOTHANMETIICHADKCAH) - Hugpakpachbiit abcopSunonibIii CHEKT) HCABITYEMOTO
HK-cnexTpodoromeTpsns PACTROPA. A0JFEH COBNAAATL € TAKOBLIM PACTBOPA COOTBETCTBYET
cpaBHEHIs
(CumeTHRON (0IHAHMETHICHI0RCAI - (Mndpagepaennst abcopOUHOREH CNISKTBP € pa3TBOPa 33
HY-criekTpoGoToMeTpHA) yanirTsane, Tpaboa 1a ChOTBETCTSA Ha TO3H C pasTROPA 31 (otrosaps)
cpasleHNE)
(Simethicone (polidimethylsiloxane - (The infrared absorption spectrum obtained with the test
_Infrared spectrophotometry) solution is similar to that of the reference solution) | (comply) |
e Diuanaparuapokcudensoar, Mponnanapa- Ha xpomatorpamse WCMBITYEMOrQ  pacTBOpa  BpemeHa
ruipokcubenzoar - BIKX yaepaHBAHAS  ITHINAPArMApoKcHOeH3oaTa M NpOTHA-
naparHapoRcHiensoaTa A0TKHB COOTBETCTBOBATE
BpEMeHAM YACPAHBAHIIN COOTBETCTRY LY KOHCEPBAHTOR
Ha XpoMaTorpamme pacTnopu cpaBHenus COOTBETCTBYCT
(ETun napaxmapoxcubeuoar, lponua napa- (Ha xpomarorpaMara ¢ pasTsopa 3a WINWTRAHE, BPSMCEHATA
xuapokcudensoar - BETX) Ba 3aIbpEaHe  Ha  CTHI NAPAXHAPOKCHOEHI0AT ¥
NPONHANAPAXIAPOKCHOERIOAT Tpadpa An CLOTBETCTBAT HA
BpEMCHATA HA 30TBPAANC HA CHOTBETHWTE [MKOBE HA
XPOMETOIPAMATA C PA3TBOPA 30 CPABIieHike) (otropaps)
(Ethyl parahydroxybenzoate, Propyl (On the chromatogram with the test solution, the retention
parahydroxybenzoate - HPLC) times of ethyl parahydroxybenzoate  and propyl
parahydroxybenzaate should comply with the retention times
of preservatives on the chromatogram with reference | (comply)
solution)

4, pH Ot 7,0 1o 8,6
(pH) (01 7,0 10 8,6) 8,4
(pH) (from 7.0 to 8.6)

Crp.lor2




IMpoayeT: AJIMALESTR* Heo cycnensns, 10 maf Mpoaywr: ALMAGEL? Heo cyenencus, 10 mY/

676 08 104
10 62 810
ations@actavis.bg

Troyan 360C. Bulgarsa
www.aclavis.bu

Product: ALMAGEL® Neo suspension, 10 ml
Cepus Ne: | Maprisnes Ne: / Bawch Ne:060719

Hokazatenn Hopmb! Pesyaprar
(TTokasareny) (Hopmw) (Pesyurrar)
(Tests) (Specifications) {Results)
5. [lnoTHocTs O7 1,017 20 1,243
(ManrroceT) (Or 1,017 no 1,243) 1,125
(Density) {(From 1.017 to 1,243)
6. Kucaoroneftpannsylomas cnocobuocrs He menee 4,0 38/ 1
(KHCETHIHO - HEeYTPAIHIMPAILa CHocodHoCT) (He no-wnko ot 4,0 mEg/g) 4,4
(Acid-Neutralization capacity) (Not less than 4.0 mEqg/ g)
7. Ba3KkoeTh Ot 1 000 10 6 000 miTa.c 2220
(BHcrosuTeT) (Or 1 000 no 6 000 mPa.s)
{Viscosity) (From | 000 to 6 000 mPa.s)
8, O6bem COARPARIIMOTO YITAKOBKH He menee 10,0 ma
(OBesm Ha CRABPHKHAOTD B CIHA ONAKODKA) (He no-saako or 10,0 ml) 10,0
(Volume of suspension per a pack) (Not less than 10,0 ml)
9. KoanuecTBeHH0e OnpejiesieHie:
(KonmuuecTseHo onpeaetnne)
(Assay)
¢ AMOMIHIA THAPOKCHAY Ot 5,40 a0 6,60 r/ 100 v
(ANYMHHHEB XUIPOKCHI) (OT 5.40 710 6,60 g/ 100 g) 6,21
(Aluminium hydroxide) | (From 5,40 10 6.60 g/ 100 g)
o Maruusi FHAPOKCHIAA Or 6,30 10 7,70 1/ 100 1
(Marresnen X11IpoKCIL) (016,30 10 7,70 g/ 100 g) 7,02.
(Magnesium hydroxide) (From 6,30 to 7.70 g/ 100 g) o
¢ CHMCTHKOHA KK DOAHAAMETHATHIORCAHA,
[-{CH)), SiO-], O 0,544 20 0,736 r/ 100 r
(CusernkoN KaTo NONHAHMETHACHTOKCHN,
(-(CH), SiO-])) (Or 0,544 10 0,736 g/ 100 g) 0,653
(Simethicone, as Polidimethylsiloxane,
__HeH)rsioq) (From 0,544 to 0,736 g/ 100 g)
s DJruanaparnapexcuiensoaTa O71 0,059 40 0,154 r/ 100 r
{Etin napaxuapokcugensoar) (o1 0,059 20 0,154 r/ 100 r} 0,137
(Ethyl parahydroxybenzoate) (From 0,059 to 0,154 g/100g)
o Tlponuanaparuapoxcafiensoara O1 0,025 a0 0,066 rf 100 r
([Iporman napaxuapoxkendensoar) (o1 0,025 n0 0,066 v/ 100 r) 0,058
(Propvl parahydroxybenzoate) (From 0,025 to 0,066 g/ 100 g)
10. Mukpobionoruyveckas UHcTOTa
(MWKpOBHOMOrHYHO KAUECTRO)
(Microbiological quality)
o Obuee yincio a3pobinrx mukpoopraniason, KOE s | He Goaee 10°
1 r(ma)
(OB6w Gpoit acpodii Mpukpoopranmnvm, KOE s | g (He noseve ot 10 %) <10
(ml))
~_{Total aerobic microbial count, CFU per | g (nl) ) (Not more than 10%)
e Ofiuice 4HCI0 OPOAEHbIX 11 IIECHEBbIX TprboB, He Gonee 10*
KOE B I r(ma)
{611 Gpoft nIeCeHA 1 APOHILIL (He noseye ot 1079) <10
(eymapno), KOEn 1 g (ml))
(Total combined yeast/ mould count, CFU perl g (Not more than 10 %)
D) . —
o [Escherichia coli 8 1 r (M) He nonyckawnTtes OTCYCTBYET
(Escherichia coliz 1 g (ml)) (He ce aomyekar) (oTenersar)
(Escherichia coli per 1 g (ml)) (Not allowed) (absent)

MNpoaykr coorsererayer Tpebosanuam HJLIT NO13310/01-260617
(TIpoayxTa otrosaps Ha w3icksunista ua HIT T N013310/01-260617)
(The product meets the requiremnents of the ND 1T N013310/01-260617)

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

Ksanu(pmumposannoe L0 !_L\’_‘}:h e vi k Lo /

(Qualified Person)

Jara: 26 wons 2019
(Date: 26 July 2019)

Crp. 2012



