VAL

JNEPKIIKCIYKBA
JEPIKABHA CJIVIKBA 3 JHIKAPCBKHX 3ACOBIB TA KOHTPOJLIO 3A
HAPKOTHUKAMMU ¥V KHIBCHKIA OBJACTI

npocrext Banepis Jlobanoecwrore, 51, v, Kuie, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.cov.ua, Kon CJAPTIOY 37078774

BUCHOBOK
npo sixicrs Beezenoro B Yxpainy Jikapeskore sacoly

21.12.2020 Ne 63628/20/16

AJIMATEJB®
{HaliMeHyBatus JiKapchkoro 3acoGy 3rilHO 3 PLECTPAUIdHNM TOCRIYEHHAM)
cvenensis opansHa mo 10 Ma v nakernxy; no 20 nakeTukip y KapToHHIA Kopobui
{dopMa BUIYCKY, JO3yBANHSA, BIJL NAKYBAHHs Jikapeekoro 3acofy)

Howmep peectpauiiisoro nocsinensa UA/3264/01/01 crpox nii peectpanifinoro nocsimwenss 01.01.2099
Cepis nixapeskoro saco6y Ne 011020 Kiaskicts sBeseHoro nikapeskoro sacofy 17325

BupofHux Bankangapma-Tposs AT, Bonrapis
(HaHvenynania BHpOSHUKA iKApCLKOre 3acoby, KpaiHa MOXOAKEHHA)

Baeseno B Ypainy TosapucTso 3 00mMeRenoro rigmopizansuicrio "Teea Yrpaina', inent.
wom: 34770471
{naiimenysanna ta ko1 3a €JPIOY wopuauunol ocobd abo upizsuue, iv's, no Garnkopi pizkanol
0cofi - nianpUeMLy, i MiCe MPOKMBAHKS Ta peccTpaliiinui HoMep 00AiKOBOT KADTKH IIATHAKA
noxatkis abo cepis Ta HOMep nacropTa)

TipoToke: Bizyanssoro koutpomo sia 23.11.2020 N 4065/4.

JIaGopaTopruil ananis gkooTi Aikaperkoro 3acody 3aidcHenuil:

NI “[{enTpaisHa TaBOpaTOpis 3 AHAI3Y SKOCT JTiKApCHKHX 3ac00iB i MEAHHOI TpoayKi”
(m.Kuis, syn.Kyapsecexa 10r)

(HafiMenyBANAA TR MiCLC3HAXOAeHHS NafopaTopil, Wo nposena KalopaTopruk ananis gxocti)
BucHOBOK IIOMO AXOCTI JTiKApChKOTo 3acoby, Buanmii maboparopiero sin 18.12.2020 Ne 3679

PesynbraTh nabopaTopHOTo aHamisy akocti Aikapehkoro 3acoly 3a nepesipeHUMH NokasEuKaMy BiANOBINAIOTE
BHMOIaM METO/LIB KOHTPOJIEO AKOCT] (aHANITHIHO-HOPMATHBHOT JOKYMEeRTAUiI).

32 pesyIbTAaTaMH JEPKABHOTO KOHTPOMIO BCTAHOBIEHO, IO nikapcekdit  3aci6  Beeseno B VEpaiRy 3

JOTPHAM AT SEMpiMOT 3aK0HOAABCTEA OO 3afesneuenns AKOCT NikapebkhX 3acobis.
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" Orexciii COTIOJIPAT

+ {injjiiany Ta npisenuie)
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3acTynumK HagansEEka Ciyx6n AN

(nocagony ocoba OPTEHY /AEPIKABIOr0 KOHTPOIIO)
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[Bankandapma-TposH AO, kKomnanua Tesa,
yA. , Kpalipeuna" Ne 1, Tpoax 5600 bonrapusn]

CeptuduKar Bbinycka cepuu Ne 1027

3aKa3uuK;

TeBa YKpauHa

o,

MpoayKT, cuna AencTBuA:

Afmaresb, cycnensusa opanbHaa 10 mn
436 mr/10 mMmn AMOMUHWIA OKCUAA, refb
150 mr/10 mn Mardui okcuaa, nacra

HazgaHue npoaykra:

Anmarens®, cycnensus opansnan 10 mn

Dopma BbINycKa:

cycnensua [ cupen U rens O apyroe

Pasmep 1 TMN yNaKkoBKM:

20 nakeTukoB x 10 mn

CrpaHa-umnoprep: YkpaunHa
Homep PY: UA/3264/01/01

Homep cepuu Npou3BoaUTeNR: 01N1020

Homep cepun (ynakoBaHbld NPOAYKT): 011020

Homep cepvu 3aKka3umka: 011020 |
JaTa u3roToBAeHNA: 04.10.2020

[aTta ynakoBKu: 17.10.2020 ]
Cpok rogHocTw: 10.2022 - |

Mpou3BoAUTENb ARWCTBYIOWENO BEWECTBa
HaszsaHue

Anpec

Homep nnueH3uu

Homep ceptupurarta GMP

Mpou3BOAUTENL B/HIOMUHUA rwp‘ﬁa}(cm,qa rens
CMK dapma WHK.,

40 Kane Xennonew flpatis flesec, [IE 19958-
0481 CLUA

QPEA-9GCR

MpousBoaMTENb AENCTBYIOWErO BEUECTBa
HazsaHue

Anpec

Homep nuueH3un

Homep ceptudurata GMP

MpoM3BoAUTE AL MArHUIA TMAPCKCUAE NACThI
CNyY dapma Wnk.,

40 Kane XeHnnonex [lpaie fleeec, [IE 19958-
0481 CLUA

FNNT-KK28

HassaHue

Anpec

Homep nuueH3uu

Homep ceprugurata GMP

Y4acToK Npou3Bo/cTBa HeposdacosaHHoro npenapaTta:

bankandapma-TpoaH AO,

5600, TposaH, yn. Kpaiipeuna, 1, bonrapua
BG/MIA-0164/27.05.2020
029/2020/GMP

YYacToK yNaKosKkK npenapara:
HazsaHue

Agpec

Homep nnueHsvu
_Homep cepTudnkata GMP

BankaHdapma-TposH AC,

5600, TposaH, yn. KpaipeuHa, 1, boarapus
BG/MIA-0164/27.05.2020
029/2020/GMP

Y4YacToOK KOHTROAA Ka4ecTsa:
HazsaHwe

Anpec

Homep AnueH3nm

Homep ceptudnkata GMP

bankaHdapma-Tpoad AQ,

5600, TposH, ya. Kpalipeuna, 1, bonrapus
BG/MIA-0164/27.05.2020
029/2020/GMP

HasBaHue

Appec

Homep nnueHsuu

Homep ceptudurara GMP

Y4acToK, OTBETCTBEHHbIN 3a BbINYCK CEPUH.

BankaHdapma-TposH AC,

5600, TposH, ya. KpalipeuHa, 1, bonrapua
BG/MIA-0164/27.05.2020
029/2020/GMP

Homepa cepuin AOU:

aniloMuHUA tMapokckaa rens 02T_102002019
017_102002020
marHuit ruapokeuaa nacta —01T_101923010

Pasmep cepuu roTOBOTO NPOAYKTa!

17 325 ynakoBOK

PesynbTaThl aHanu3a:

| Ceptuduxar ananusa Ne 1007 or 21.10.2020 /7 ]
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Mpaduueckue paboTbi: MHCTpyKUMA AAALSS51

Kopobka AAAL9946

JTUKeTKa AAALSS45
Cebinka oTKNCHEHUS (rae npumeHumo) Xlner Upa
YCnoBMA xpaHeHus: npu Temneparype He sbiwe 25°C, B OpUrMHanbHOW ynakoske. He

3amopaxusaTtb! XpaHuTb B HEAOCTYNHOM A8 AETEN mecTe,

3aABAeHne 0 cepTudUKauuu:

A 3a5BAAI0, YTO NpWBELEHHAaA Bblle UHOOPMALMA SBNASETCA NOJJIMHHOW U TOYHOW. 373 naptua bBbina
M3rOTOBAEHE, BKNKOUAR YNAKOBKY U KOHTPO/Ib KEYECTBA HA YKA3aHHOM Bblle NPOU3BOACTBEHHOM yYacTKe (-
ax), B MOJIHOM COOTBETCTBUU ¢ TpeboBaHuamu GMP MecTHOrO pery/iupyiollero opraHa u cneyuouKkauum s
PerncrpayMoHHOM YA0CTOBEPEH WK CTPaHbl-umnopTepa. [poTOKoAbl NPOU3BOACTBA, YNAaKOBKW U KOHTPOAA
KayecTsa BbinM paccMOTPEHbI M NPU3HAHbI COOTBETCTBYIOWMMU TpebosaHuam GMP.

YNonAHOMOYEHHOE MU0 Nno Kavecrtsy: / G. Stefanova, nodnuce/

HAata noanwncm: 21.10.2020
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T (+ 359) 67068 104
F (+ 359) 67062 610
trocperations@actavis.bg

Balkanpharma Troyan AD
a Teva company

1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

CEPMN KAYECTBA CEPH NEKAPCTBEHHOTIO CPEACTBA Ne 1007
Certificate of Analysis No 1007

Hponykt: AJIMATEJIB®, cycnenzust opansuan 10 s
{Product: : ALMAGEL®, oral suspension 10 ml)

Cocrag:
MIf10 s

(Composition}
ml)

AJTIOMHHMS THAPOKCHA refib 4,36 10 mut, B nicpecyeTe HA aMOMIHISA OKCIL 436 mr
/10 v, Marnus rugpoxeng nacta 700 ar/10 mu1, B nepeeueTe Ha Marsus okewy 150

{Aluminum hydroxide gel 4,36 g/10 ml, equivalent to aluminium oxide 436 mg/10 ml,
Magnesium hydroxide paste 700 mg/10 ml, equivalent to magnesium oxide 150 mg/10

Tun ynaxoBxir:
(Package Type)

Sashets of multilayer foil
(TTakeTHky 13 MHOTOCHOINNHO Gonbru)

No perncTpanioHHOro yiroerosepenis: N UAJ3264/01/01

(Registration Certificate Ne UA/3264/01/G1)

Cepnsa  Ne:

(Batch Ne:) 011020
JlaTta u3roToBiaeHnsL:

(Mfg. Date 1) 04.10.2020
Tonen po: 10.2022

{Exp. Date 1)

Pasznep cepum:

(Batch size:) 17325
Orrpysxeno:

(Loaded:) 17325
MecTo HazHadeHnn Yrpanna
{Destination:) Ukraine

Crpana - npowssonacTsa: bankaxdapma-Tpoan AO, yir. , Kpaiipeana” Ne 1, Tposik 5600 Bonrapus, nnuensns: ML:

27.05.2020 Ne BG/MIA-0164

Manufacturing country : Balkanpharma — Troyan AD, 1. Krayrechna str., Troyan, 5600 Bulgaria, ML: 27.05.2020 Ne

BG/MIA-0164

GMP ceptudmKaT Mam cColnKa Ha
EudraGMP/ GMP certificate or
EudraGMP reference numbers

029/2020/GMP

Hcnbrranns nposejenst cornacio AHJ & PerucrpannonnomMy ynocrosepennio - UA/3264/01/01

{The lests have been performed as per AND to Registration certificate - UA/3264/01/01)

Ne NOKA3ATE/N
5 TESTS

XAPAKTEPHCTHUKKM W CTAHOAPTDI
CHARACTERISTICS AND STANDARDS

PE3Y/IbTAT
RESULTS

1. Onycarnme

{Appearance)

CycneHsua ©Genoro wWau noudtM Henoro
useta, [lpM XpaHeHWM Ha MOBEPXHOCTH
MOMET BblIAENATLCA CJ/IOK  NpPO3payHoM
WUAKOCTH, MNpu IHEPrUUHOM
B36anThiBaHUKM cofepwumMoro  GakoHa
rOMOFEeHHOCTb CycneH3uu
BOCCTaHaB/iMBaeTCcA,

{White or almost white suspension, which
during storage, exudes on the surface a
layer of liguid and homogeneity is restored
at vigorous shaking of the bottle.}

COOTBETCTBYET

{comply)

2. | CtabunbHOCTE CYCNeH3MH
(Stability of suspension)

He gonkHa paccnavBaThCA B Teuekue 3
MWHYT

(No stratification is observed for not less
than 5 minutes)

cooTBETCTBYET
{comply)

3. MMnotHocTe
(Density})

Ot 1,04 no 1,17
(From 1,04 to 1,17)

4, Ob6bem CoAepKMMOrao YINakoBKH, MN
(Volume of suspension per a pack, ml)

He menee 10
(Not less than 10)

Page 1 of 3




T {+ 358) 67068 104 Balkanpharma Trayan AD
F (+ 359) 67062610 a Teva company
trooperations@actavis.bg 1 Krayrechna Str.
Troyan 5600, Bulgaria
www, actavis.bg

Ne NOKA3ATENH XAPAKTEPHUCTHUKM M CTAHAAPTDI PE3YNIBTAT
) TESTS CHARACTERISTICS AND STANDARDS RESULTS
l 5. |pH 076,570 9,0 8,1
: {pH) (From 6,5 to 9,0)
6. BaskocTs, mlla.c OT1 50 po 5 000
(Viscosity, mPa.s) (From 50 to 5 000) 1810 |
7 MoannHHoCTE

(Identification)

*  ANKOMMHUH JomKHO COOTRETCTBOBATL COOTBETCTBYET

. (Aluminum) i (Tocomply with the tests) (comply) ,

= MaruuM JoMKHO COOTBETCTBOBATL COOTBETCTBYET

(Magresium) . (Tocomply with the tests) | (comply)

*  MeTunnaparupgpoxrcubeHioar, JomxHo cooTBeTCTBORATH COOTBETCTBYET
MpanunanaprupgpoxckbeH3oaT M {To comply with the tests) {comply)
6yTunnaparuaporcubensoar
(Methyl parahydroxybenzoate, propyl
parahydroxybenzoate and butyl
parahydroxybenzoate)

8. | Cyndartsbi, % He Bonee 0,1
(Sulphates, %} {Not more than 0,1) < 0,1
9. | Xnopuget, % He Gonee 0,3
(Chiorides, %) {Not more than 0,3) < 0,3
10. | KonMyecTeeHHoe onpegeneHue gedcTeyOLMX BellecTn
(Assay of drug substances)
10.1 | AmomuHMA okeug, r/100 r Ot 3,60 po 4,40
(Aluminum oxide, g/100C g) (From 3,60 to 4,40) 4,01
10.2 | Maruus okeug, /100 Ot 1,24 go 1,52
(Magnesium oxide, g/100 g) (From 1,24 to 1,52) 1,41
11 KonuuecTeeHHoe onpefeneHUe KOHCEPBAHTOB
(Assay of preservatives)
11.1 | = MetnnnaparmapoxrcubeHsoar 010,18 g0 0,221/ 100 r
{Methyl parahydroxybenzoate) (From 0,18 t0 0,22 r/ 100 1) 0,20
1 11.2 | # ﬂpm[|1571;1;17[;:71}‘}mpni\"cnéellmﬂT O70,0225 10 0,0275 ¢/ 100 r
{Propyl parahydroxybenzoate) {From 0,0225 10 0,0275 1/ 100 1) 0,0241
11.3 | = Byrinnaparsapoxcufensoar Or 0,0225 no 0,0275 v/ 100 r
{Butyl parahydroxybenzoate) (From 0,0225 to 0,0275 v/ 100 1) 00,0239 J

Page 2 of 3




T (+ 359)670 68 104 Balkanpharma Troyan AD

F (+ 359) 67062 610 a Teva company

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

12, KuCAOTOHEHTPANMIUPYIOWas CnocobHOCTL, 11

npenapata, ma 0,1 mons/n HCI He meHee 26
(Acid - neutralization capacity calculated for 31
1 g of the drug, ml of 0,1 mol/l HCl (Not less than 26)

13. | MukpoBuonormMyeckas YyMcToTa
{Microbial contamination)

*  Ofwee 4neno a3podusix He 6onee 10°KOE/r

MAKPOOPranu3nMos, B I 5 <10

. (Total aerobic microbial count per g) e than 10° CFU/g)

= 06iee YMCIIO0 NIECeHM M APOoNGHEH e 10"KOE/r
(cymmapHo) B <10
. (Total combined yeast/ mould count, per g) | (Not more than 10"CFU/g) S
* Escherichiacolisr He gonyckatotca OTCYCTRBYET
*  {(Escherichia coli, per g) {Not allowed) (absent)

lipoaykT cooTrercrByer Tpebonannam AHJL

(The product meets the requirements of the AND).

DTHM 7 NOATBEPIKAAIO, UTO NpHBEACHHAS BhILIE HHOPMALNA ECTL LOCTOBEpPHAs W TOUHAN, DT CepHs NPOMYKLN
Obina  wiroToBsieHa (BKJHOYAN YNAKOBKY/MAPKHPOBKY) 1 MPOBCICHBIA KONTPOMh KAa4ecTBA Ha yKa3allioM
NPOH3BOUACTBEHHOM  YUACTKE B NOJHOM COOTBETCTBHM ¢ Tpebosaduamn GMP, ycTaHOBACHHBIMH MECTHHIM
PCIYTHTOPHBIM  OPTAHOM, a4 TaK Ke B COOTBETCTBHM co creltutburaumel « PY na npenapar. TIpoTokois!
NPOUIBOACTBE, YIIAKOBKH H aHATN308 §b1I0 NEPECMOTPEHB! 1 YCTAHOBICHO COOTBETCTEIE TpeGoBakam GMP,

I hereby certify that the above information is authentic and accurate. This batch of product has becn
manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing

Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP.

KeanuduunponanHoe nuuo ...

Hara: 21 oxr. 2020
{Qualified Person)

(Date: 21 Oct. 2020)
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