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JEPJKABHA CJIIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM Y KHIBCBKIHN OBJIACTI

npos. CeiTyinunoi Haxif, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JPIIOY 37078774

BUCHOBOK
Mpo AKICTb BBE3€HOr0 B YKPaiHy JIikapcbKoOro 3acody

29.11.2023 Ne 59330/23/10

AJIMAT'EJIB® HEO

(HaliMeHyBaHHs JiKapchKoro 3acoly 3riaHo 3 peecTpallifHIM NOCBIA4EHHAM)
cycneHsist AJIA nepopabHoro sacrocyBans no 170 mn y nonierunendrasariomy (pjaaKoHi;

10 1 ¢prakoHy pa3oM 3 MipHOIO JIOKKOI0 B KAPTOHHI#H navui

(hopMa BUITYCKY, 103YBaHHA, BU/ ITaKyBaHHS JIikapChKoro 3acofy)
Homep peecrpauiitnoro nocsiguenns UA/7938/01/01 crpox aif peecrpaniitnoro nocsiguenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 143851 Kinbkicts BBE3eHOro nikapebkoro 3acoby 21882

BupoGHuK banxangapma-Tposu AT, boarapis

(HaliMeHyBaHHa BUPOOHHKa JiKapcbkoro 3aco0y, KpaiHa NoXoXKeHH)

BeeseHo B YkpaiHy Tosapucreo 3 00MexeH 010 BianoBiganpHicTio "Tesa Ykpaina", inenr.
xox: 34770471

(HatiMenyBauHs Ta koz 3a EPITIOY ropuauuHoi oco0u abo npiseuiLe, iM'd, 1o 6aTbkoBI (i3nuuHOI
0coBH - rianpueMLs, i Miclie IPOKUBAHHS Ta peecTpalifinuii HoMep 00/1iKOBOT KapTKH MIaTHUKA
MnoAaTKiB abo cepis Ta HOMEp nacrnopra)

Iporoxoa BisyansHoro konrposo sin 29.11.2023 Ne 3791/1.

3a pesynabTaTAMH JEPHaBHOrO KOHTPOJIO BCTAHOBJIEHO, 110 Jikapchkuil 3aci6 BBeseHo B VYkpalhy 3
JOTPHMAHHSM BHMOT 3aKOHOJABCTBA ILOA0 3a0€3MeYeHHs AKOCTi JIIKapChKUX 3aco0iB.

Biramit BOI?‘E[HAP FHKO

(iritiasnH T RPIIRHILS)




Ceprudikar sunycky cepii Ne 2340
Batch Release Certificate N2 2340

‘3amoBHUK / Client

Tesa Ykpaina / Teva UA

Hassa NPoAYKTY, CUNS, aKTUBHICTD

Product name, Strength, Potency

Anmarenk Heo, cycneusia gna nepopasibHoro

3acTocysaHHA 170 mn

340 mr /5 mn amominito rigpokeuay

395 mr/5 ma marsio rigpoxkcray

36 mr/5-mn nonigumetnncunokcanyAlmagel Neo oral
suspension 170 mi

340 mg/5 ml aluminium hydroxide

395 mg /S ml magnesium hydroxide

36 mg/5 ml polydimethylisiloxane

Ha3Ba NPOAYKTY 3aMOBHUKA
Client product name

Anmarens® Heo, cycneHsia ans nepopanbuoro
3acrocysaHnyAa 170 ma
Almagel® Neo, oral suspens:on 170 ml

Qopma BUNYCKY
Dosage form

[X] cycnensia [ cupon Ll rens [l e
X} Suspension [ Syrup [J Gel OOther

PO3MIpP YNakoBKy Ta TMN YNAaKOBKY
Package size and Package Type

| 1 dnakor x 170 mn | X dnakon /
1. bottle x 170 ml bottle
Ty6a / tube

KpaiHa-imnoprep / Importmg Country

im.ue_[ other
Yrpaina / Ukraine

Homep Peectpauiiinoro Mocsigvenus / Marketing UA/7938/01/01

authorization number | o
Homep cepii Bupo6uuka / Manuf, Batch Number 200092274

Homep cepil ynakosarore npoaykry / Pack. Batch N umber | 143851

Homep cepil 3amosumka / Client Batch Number 143851

Aara surotosnenns f Manufacturing date 22.10.2023 )
[Aara ynakosku / Packaging date 23.10.2023
Mpuaathnit no / Expiry date | 10.2025

Bupobumuk AdI
o Hazsa
e Anpeca

o Homep nineHsii
* Homep nocunanHa Ha Eudra GMP abo Homep
ceprudikaty signosiarocti GMP

APl manufacturing site
* Name
* Address
* Authorization number
* Eudra GMP reference number or certificate of
GMP Compliance

BupobHUK antomiHito rigpokenay reato
Manufacturer of Aluminum hydroxide gel

Cri ®apma, IHK

40 Kein Xewnonen Apans Nivioic, 4E

X 19958, CLUA

36CP- PP4X

SPI Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 12958,
USA

36CP- PP4X

BUpOGHUKR marHiio riapoxkcnay nacrm
Manufacturer of Magnesium Hydroxide Paste

Cril dapma CAC

845 lWemin gro BannoH gro Mapi, 13240
X Centemec ne BannoHc, $panHuin
21VIPPOOSHFRO1

SPI Pharma SAS

845 Chemin du Vallon du Maire, 13240

Septemes les Vallons, France
21MPPOOSHFR(O1

BupobHUK emynbceii cumeturouy (30%)

[las KopHinr KoprnopewH

Xenckea Ingacrpiz Marepianc Cair (XIMC), Hopc
rnexep Poag 1635, Xemnok, Miuvrad 48626, CLUA
FEL: 0001816403

Manufacturer of Simethicone emulsion (30%)

Dow Corning Corporation

.gs age‘! of 2

bankandapua Tposd AL, 5800 TP | (s i TA I O < {(670) 68 102, E-mail trcoperations@leva.bg, www.iava.bg
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Healthcare Industries Materials Site (HIMS),North

Gleaner Road 1635, Hemlock, Michigan 48626, USA
FEI 0001816403

bulk, nakyBaHHA, KOHTPONL AKOCTI Ta BUNYCK cepil:
e Hassea
e Apapeca
¢«  Homep niyeHsii
o Homep nocunanHs Ha Eudra GMP abo Homep
ceprudikaTty signosiguocti GMP
Butk manufacturing, packaging, testing and batch release
site:Name
o Address
o Authorization number
e Eudra GMP reference number or certificate of
GMP Compliance

AinbHuua, Bignosiaanbka 3a BUPOBHMLITBO NPoAYKTY in-

Bankandapma-TposH AT,
Bys. KpaitpeuHa, 1, Tpoan, 5600, boarapis
BG/MIA-0346/15.12,2022

BG/GMP/2022/219
previous BG/GMP/2022/199

Balkanpharma-Troyan AD

1 Krayrechna str. Troyan, 5600 Bulgaria
BG/MIA-0346/15.12.2022
BG/GMP/2022/219

previous BG/GMP/2022/199

Homepwu cepint Adl / Batch Number of API (s)

anoMiHilo rigpoKcuay renb 5000023827; 5000023999
MarHito rigpoxeugy nacra 5000023868

emMmynbeii cumeTukony (30%) 5000023490

Aluminum Hydroxide gel 5000023827; 5000023999
Magnesium Hydroxide Paste 5000023868
Simethicone emulsion (30%) 5000023490

Po3mip cepil / Batch size

| 21 882 ynaxosok / 21 882 hoxes

MocuianHa Ha Ceprudikart aHanisy
Reference of Certificate of analysis

CeptudikaT ananizy Ne 388709 sig 31.10,2023

| Certificate of analysis Ne 388709 from 31.10.2023

Homepw rpadiuHmnx martepianis / Artwork reference
number

reference (where applicable)

@ iﬂcfpy'uuig / PIL AAAN1497
e Kopobxa/ Box AAAN2068
* _®naxoH / Bottle AAAMBZ35
[focunaHHa Ha Blp,xmneHHﬂ (B pa3| HasasHocri) / Deviation [X]Hi /'n,_o Clrak / yes

KomeHTtapi / Ymosu 36epiranus: 36epirath npu Temnepawpl He Bulne 25°C, 36eplram V HEAOCTYNHOMY gNA pite!t
micuilHe 3amopoxysarn!

Comments/ Storage conditions: Store at temperature not above 25°C. Keep out of the reach and saght of children! Do
not freeze!

Livm A nigrBepiKyio, WO HaBegeHa Bulle iHdopmalia € 0CToBipHOK Ta TouHoW, La cepis npopykry Gyna
BUrOTOBAGHA, BR/IOMAKUU YNAKOBKY/MaPKYBAHHA Ta KOHTPONbL AKOCTI Ha 3a3HaueHii BuLLe BUROBHMUIN pinbHMLI
{-ax)}, B nosHi BignosiaHocti go sBumor GMP, WO BCTaHOBAEGHT MICLLEBAM PEryAATOPHUM opraHom Ta cneundikayii
PeectpayiiHoro noceigMeHHs Kpailhiu-imnoprepa. lMpoTtokonu Bmpoﬁnumaa, NakysaHHR i auamsy cepu 6yno
nepesipeHo ¥ BU3HAHO Takumu, uio Bignosigatots GMP.

| L 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

YnosHoBa)eHna ocoba / Qualified Person: Penka Milanova
Dara / Date. |

\-.\._ oy ‘\Page 2 Of 2 "
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Biaain koHtTpoaw sKocri, TposH, bosarapis
CEPTUDIKAT AHAMZY TA BIANOBIAHOCTI

Npoaykt: Anmarens® Heo, cycneHsia, YKpaiHa

[TocunaHHA Ne; 000000000001202545 Homep cepil 143851
MeToa,: - TepmiH NnpuaaTHOCTI 31 »o8THA 2025
[ata BUpobHMLTBa: 22 »KoBTHA 2023
Cneynodikauia Ne: SDIR006402 Homep ceptudikaTy 388709
aHani3y LIMS
fara aHanisy: 30 »oBTHA 2023 PO3mip ynakoBKu 170 mn
No Tectn Crnieyndikaui Pe3ynbTatu
1. 30BHIWHIW BUrNAL CycneHsis Bianosigae
2. Konip Binnn abo mainxke 6innn Bignosinae
3, 3anax AnesibCUHY BianoBigae
4, laeHTUOIKaUiA [TOBMHHA BiANOBIiA4ATH
e ANOMIHIO rigpoKena binnn ocapg, Bipnosipae
o MarHit rigpokcmg binny ocan Bigrosinae
e JlonigumeTuncunoKcaH IHPPaYEPBOHMM CNEKTP NOrIMHAHHSA Bignosinae
BMNPOOYBaHOro Po34ynHy NOBUHEH
3biraTncs 3 iHOpayepBOHUM CNEKTPOM
NOrIMHaHHA PO3YUHY NOPIBHAHHA
e EtunnaparigpokcubeHsoar Ha xpomatorpami sunpobysaHoro Bipnosigae
e [lponinnaparigpokcubersoar PO3UYUHY YaC YTPUMYBaAHHA
eTunnaparigpokcubeHsoary Ta
nponinnaparigpokcnbeHsoarty NOBUHHI
BIANOBIAATU YaCy YTPUMYBaHHA
BiANOBIAHMX KOHCEPBAHTIB Ha
XxpomaTtorpami po34yuHy NopiBHAHHA
5. O6’em BMiCTY yriakoBKu, mn He meHwe 170,0 174,0 mn
6. pH Big 7,0 o 8,6 8,2
7. BiaHOCHa ryctuHa Big 1,017 po 1,243 1,138
8. B'askicTb, mlla.c Bin 1 000 ao 6 000 2979 mla.c
S,

KinbKicHe BU3Ha4YeHHA LiloYuX pe4oBUH

e AnomiHito rigpokcug, r/100 r

Bia 5,40 no 6,60

5,99 r/100r

e Marnito rigpokena, r/100 r

Bin 6,30 no 7,70

6,90 r/100r

¢ CHUMETHKOH, AK Bin 0,544 no 0,736 0,646 r/100r
nonigumeTuacunoKkcad, r/100r
10. | KinbKicHe BU3HaA4YeHHA KOHCEPBAHTIB
e ETunnapariapokcubensoar, r/100r Bin 0,112 po 0,154 0,139 r/100r
e [lponinnaparigpokcmnbeHsoary, r/100 | Big 0,048 po 0,066 0,060 r/100r

r

11. | KncnotoHenTpanisytoua 3sgaTHicTb,

MEKB/T

He meHwe 4,0

T Ao TN/
. " ‘

*

o\

12. | MikpobionoriyHa YncroTa

bakTepin, BT

e 3ara/ibHa KiNbKicTb aepobHUX

He 6inbwe 10% KYO/r
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3aranbHa KiNbKIiCTb APDKOMOBUX Ta
nniceHeBux rpubis (cymapHo), B r

He 6inbwe 10 KYO/r

< 10 KYO/r

Escherichia coli, B 1

He aonycKalTbeA

BigcyTHA

NocnnaHHA —

Mepernaunyro: ......... Biserka Vasileva
RepiBHUK BIAAINY TECTYBAHHA

roToBOI NpoayKuii (nignuc)

3aTBEepAYKEHO: ......... Penka Milanova

YnoBHOBaeHa ocoba

Aata: 30,10.2023

30.10.2023

Nara: 31.10.2023

(nianuc)

31.10.2023

NigTsepaXeHo, Wo AaHW NPOAYKT BUpobaeHo 3 goTpuMaHHAM Bumor GMP

31.10.2023

Homep 38iTy 258153




