AEPKABHA CJIYKBA 3 JIIKAPCBKI‘{[X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KUIBCBKIU OBJIACTI

npos. CeitinyHoi Haxii, 3, Mm.Kui, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOI0 B YKPaiHy JiKapchKoro 3acooy

29.11.2023 Ne 59331/23/10

AJIMAT'EJIbB® HEO

(HalMEHyBaHHA TIKAPCHKOro 3ac00y 3TIAHO 3 peecTpalliiiHAM MOCBITYEHHAM )
CyCHeH3isl VISl epopalbHOro 3acrocyBaHHs 0o 10 M y nakeTuky; no 20 nakeTukiBy
KAPTOHHIH mavii

(popma BHNYCKy, NO3YBaHHS, BH IAKYBAHHS JiKapCeKOTO 3acoby)
Homep peectpauiiinoro nocsimuenns UA/7938/01/01 crpox xii peecrpauiitnoro moceinuenns 01.01.2099
Cepis sikapcekoro 3aco6y Ne 143683 KinbkicTh BBE3€HOr0 Nikapchkoro 3acoby 8675

Bupo6HuK bankandapma-Tposu AT, Bonrapis
(HaliMEHYBaHHS BUPOOHHKA JIIKapCHKOTo 3aco0y, KpaiHa MOXOMKEHHS )

Breseno B Ykpainy TosapucrBo 3 00MekeHO10 BiTnoBigansHicTio "'"TeBa Ykpaina', inenr.
xox: 34770471

(natimenyBanHus Ta kof 3a €/[PTIOY 1opumuunoi oco6u abo npizpuiie, iM's, Mo 6aTeKOBI (pi3maHOL
ocobu - mianpuemnd, if MicLe IPOKUBAHHS Ta peecTpalliiinuii HoMep 06/1ikOBOT KAPTKH MIaTHUKA
1oaaTkiB alo cepis Ta HOMep macmnopra)

IIporokoux BizyansHoro kourposo Bia 29.11.2023 Ne 3791/2.

3a pesynbTaraMu JIEpKABHOIO KOHTPONIO BCTAHOBNIEHO, IIO JKapchKMil 3aci6 BBeseHo B YKpaiHy 3

AOTPHMAHHSM BuMOT 3aKOHOAABCTRA LIOA0 3a0e3neYeHHs AKOCTI JIiKapChbKMX 3ac00iB.

Bitaniii BOHJIAPEHKO

(iniuiany Ta npizBHILE)
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Ceprudikar sunycky cepit Ne 2370
Batch Release Certificate Ne 2370

3amoBHuUK [/ Client

Tesa YKpaiHa / Teva UA

Ha3sa NpoAYKTY, CUAAQ, AKTUBHICTD

Product name, Strength, Potency

Anmarenes Heo, cycnieHsia g4aa nepopanbHoro
3acrocysaHua 10 mn

680 mr /10 mn amomidito rigpoxcuay

790 mr/10 mn mardie rigpokenay

72 mr/10 mA AOAIAMMETUNCUNOKCAHY
Almagel Neo oral suspension 10 ml

680 mg/10 ml aluminium hydroxide

790 mg /10 ml magnesium hydroxide

72 mg/10 mil polydimethylsiloxane

Hazea NPoAYKTY 3aMOBHMKA
Client product name

Anmarens® Heo, cycnensia gna nepopanbHoro
3acrocysaxHHA 10 mn
Almagel® Neo, oral suspension 10 ml

dopma BUNYCKY
Dosage form

X cycnemsia [ cupon L rene O inwe
Suspension [] Syrup [0 Gel CIOther

Po3mip yNaKoBK# Ta TUN YRIAaKOBKK
Package size and Package Type

20 nakeTuKis X 10 mn [ dnakon / bottle
20 sachet x 10 ml [ ry6a / tube

B inwe / other

Kpaina-imnoptep / Importing Country

YKpaiHa / Ukraine

e  Homep nileHsii
¢ Homep nocunaHHn Ha Eudra GMP abo Homep
cepTudikarTy BignosigHocri GMP

API manufacturing site
* Name
* Address
* Authorization number

* Eudra GMP reference number or certificate of
GMP Compliance

Homep PeectpaniitHoro Nocsiguenns / Marketing UA/7938/01/01

authorization number |

Homep cepii supobuuka / Manuf, Batch Number 2000091970

Homep cepil ynaxkosaHoro npoaykry / Pack. Batch Number 143683

Homep cepii zamoeuuka / Client Batch Number 143683

farta surovosnends / Manufacturing date 20.10.2023

Aara ynakosku / Packaging date 22.10.2023

NMpraatuuia no / Expiry date 10.2025

Bupobunk AdI BupobHMK antominio rigpokcuay renio
+ Ha3ssa Manufacturer of Aluminum hydroxide gel
s Apnpeca

CHI ®apma, I

40 Kernn Xexnonen Apans fvroic, AAE 19958, CLLUA
X| SPl Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 19958,

USA
36CP- PP4X

BUpobHKK marnilo rigpoxcmay nacryu
Manufacturer of Magnesium Hydroxide Paste

Cltl ®apma, IHK

40 Kein XeHnoned Apais Jibioic, [1E 19958, CLUA
X| SPI Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 19958,

USA _
JYDQ-RER3

BUpOBHMK emynbceii cumeTukony (30%)

[Aae Kophisr KopnopekiuH

Xenckea lHgacTpis Marepianc Canr {XIMC), Hopc
MmeHep Poaa 1635, Xemnok, Miunran 48626, CLUA
FEI: 0001816403

Manufacturer of Simethicone emulsion (30%)

% c w //Page 1 of 2

Baaxkardapma-TpoaH AT, 5600 TpARW VO, s e 7, Q (670} 68 102, e-mail: trooperations®@teva.bg, www.teva.bg

O .t LTS /5 S 403 /7,-— |
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Dow Corning Corporation

Healthcare industries Materials Site (HIMS),North
Gleaner Road 1635, Hemlock, Michigan 48626, USA
FEL: 0001816403

AinbHuiA, BignosiganbHa 3a BUPOBHULLTBO NPOAYKTY in-

bulk, nakysaHHs, KOHTPONbL AKOCTI Ta BUNYCK cepii; Bankangapma-TposH AT,
e Haszsa sya. Kpaipeuna, 1, Tpoad, 5600, bonrapia
e Appeca BG/MIA-0346/15.12.2022
e Homep niyensii BG/GMP/2022/219

s Homep nocuaawnun Ha Eudra GMP ato Homep
ceprrdiraty sianosigHocTi GMP

Bulk manufacturing, packaging, testing and batch release Balkanpharma-Troyan AD
site: 1 Krayrechna str. Troyan, 5600 Bulgaria
e Name | BG/MIA-0346/15.12.2022

e Authorization number
¢« FEudra GMP reference number or certificate of GMP

Compliance
Homepu cepiit A®t / Batch Number of API {s) amominiwo rigpoxcuay renb 5000023827
maruito rigpokcunay nacra 5000022723
emynbeii cumeTkoHy (30%) 5000022452
Aluminum Hydroxide gel 5000023827
Magnesium Hydroxide Paste 5000022723
Simethicone emulsion (30%) 5000022452
Po3mip cepii / Batch size 8 675 ynakoBok / 8 675 boxes
NocunaHusa Ha Ceprrdikat aHanisy Ceptudikar aHanizy Ne 387959 sig 02.11.2023
Reference of Certificate of analysis Certificate of analysis Ne 387959 from 02.11.2023
Homepwu rpadiunux matepianie / Artwork reference number
» lucTpyKuis / PIL AAAN1437
e KopoOka / Box AAAN2066
¢ [lakeTur f Sachet AAAN2067
MocunadHHA Ha BiaxuaeHH: {8 pazi HaaBHocTl) / Deviation Xiui / no Erax / ves

reference {where applicable)

Komenrapi / Ymosu 36epiraunn; 36epiratu npu temneparypi He euwe 25°C. He samoporxysatu! 36epiratn y
HegocTynHOMY ana giteit micui!

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

LBum 7 niagveepaxyio, o HasegeHa Buule inpopmauin € gocrosipHoto Ta TouHow. L cepin npogyKkry 6yna
BUTOTOBAEHA, BK/IIONAIOUM YNIKOBKY/MAPKYBAHHA Ta KOHTPO/Ab AKOCTI Ha 3a3HaueHi# BULLe BUPoBHMUilR AinbHuLi (-
Ax), 8 NOBHIN BignoBigHOCTI 40 BUMOr GMP, tWo BCTAHOBAESHI MICLEBMM PETYNATOPHMM OpraHom Ta cneundixauin
PeecTpalliiHOro nocsigueHHa KpaiHwu-imnoptepa. MApoTOKoAM BuMpoGHMLTBE, NaxkyeaHHR i asanisy cepil 6yno
nepegipeHo W BUIHAHO TAKUMMN, O BigNoBiAaioTe GMP.

| 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
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Biaain koHTpomo AKocTi, TpoaH, bonrapia
CEPTHU®IKAT AHAN3Y TA BIANOBIAHOCTI

Mpoaykt: Anmarens® Heo, cycnensia, YgpaiHa

[TocunanHa Ne: 000000000001202547 Homep cepii 143683
MeTop: - TepmiH NpUAATHOCTI 31 »koBTHA 2025
fata BUpobHMUTBA: 20 koBTHA 2023
Cneyndikauia Ne: SDIR006402 Homep cepTtudikaty 387959
aHanisy LIMS
HaTta aHanisy: 30 xoeTHA 2023 Po3mip ynakoBKH 10 mn
No Tecrun Cneundikaui Pe3ynbtaTH
1. 30BHilLHINK BUrN/A, Cycnenasis Bianosigae
2. Konip binuit abo manKe 6innu Bignosinae
3. 3anax Anenbcuny Bignosigae
4. lneHTUDIKaLLif [ToBMHHa BignoBiaaTH
e  ANKOMIHIIO MAPOKCHA, binvn ocag Bipnosigae
e MarHito rigpokcua, Binn ocan BignoBigae
e [loaianmeTUunCUAOKCaH lHbpauepBOHUKH CNEKTP NOTANMHAHHA Bianosiaae

BHﬂpOﬁ\/Ba HCOTO PO3HUKY NOBUHEH

3biratvca 3 iHppadYepBOHUM CNEKTPOM
NOrAMHAHHA PO3YUHY NOPIBHAHHA

e ETunnaparigpokcnbeHsoar Ha xpomaTtorpami sunpobysaHoro Bianosigae
e [lponinnaparigpokcubensoar PO3YUHY YacC YTPUMYBaHHA Bianosiaae
eTunnaparigpokcrubensoarty 1a
nponianaparinpokcber3oarty NOBUHHI
BIANOBILATH HaCY YTPUMYBaHHA
BiANOBIAHUX KOHCEPBAHTIB Ha
XpoMaTorpami posHMHy nopisHAHHA

5. O6'em BMICTY YNAaKOBKM, M1 He meHwe 10 10,5 mn

6. pH Bin 7,0 go 8,6 8,3

7. BigHOCHA N'yCTUHA Bin 1,017 no 1,243 1,135

8. B’askictb, mlla.c Big 1 000 no 6 000 3359 mlla.c

9. KinbKicHe BU3HAUYEHHA AII0YNX PEYOBUH -
e  Amominio rigpokcna, r/100r Big 5,40 no 6,60 6,04 r/100r
e Marniw riapokeug, /100 r Big 6,30 no 7,70 6,91 r/100r
s  CUMETUKOH, AK Bin 0,544 no 0,736 0,663 r/100r

noniaumeTuncunokcan, r/100r

10. i KinbKicHe BU3HaYeHHS KOHCEepBaHTIB

e ETunnapariapokcubensoar, /1001 Bin 0,112 no 0,154 0,138 r/100r
e [lponinnaparippokcnbensoary, r/100 | Big 0,048 a0 0,066 | 0,060 r/100r
.
11. | KucnotoHenTpaniayda 34aTHICTb, He meHwe 4,0
MEKB/T
12. | MikpobionoriyHa 4yncroTa
e 3aranbHa KiNbKICTb aepobHux He 6inbwe 10 KYO/r

bakTtepiun, 8 T




¢ 3aranbHa KinbKicTo ApixaxosuxTa | He Binbwe 10 KYO/r < 10 KYO/r
naiceHeBuX rpnbis (cymapHo), B r

e Escherichia coli,B r He AonycKawTbeA BiacyThs

NocnaaHHAa —
MNepernanyro: ........Biserka Vasileva Bara: 30.10.2023
KepiBHUK Bigainy TecTtyBaHHA
rotToBol npoayKkuii (nignuc)  30.10.2023
3atBepaxeHo: ........ Petya Kancheva Hara: 02.11.2023

YnosHoBaxeHa ocoba  {nignuc) 02.11.2023

[NiaTBEPAKEHO, IO AaHWI NPOAYKT BUPOBAEHO 3 AOTPUMAHHAM BUMOT GMP

02.11.2023 Homep 3BiTy 258897




