HEPXKIIIKCITY XKBA
JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. KiniB, 03110, Tem/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
Nnpo SAKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKoro 3acody
30.06.2022 Ne 24376/22/10
ANMATEJB®A

(HaliMeHyBaHHA TTiKapcHKOTO 3acoY 3TiHO 3 peecTpaliliEIIM NOCRITYEHHAM)
CyclleH3is opajabHa, mo 10 Ma y makeTHKY; o 20 nakeTHKIB ¥ KAPTOHHIA ma4ii

{thopMa BUNYCKY, JOIYBAMIESA, BILT HAKYBAHEA MiKAPCLKOIO 3ac00y)
Howmep peectpaniitnoro nocsiquenas UA/0879/01/01 crpoxk aii peectpaniitzore nocsiguenns 01.01.2099
Cepis nikapcexore sacody Ne 117377 KimbkicTp BBe3eHOTC MiKapchkoro zacoby 8575

BupoGHIK bankandapma-Tposu AT, bonrapig

{HaiiMeHYBaHHA BIIPOOHIIKA IiKAPCEKOTO 3ac00Y, KpalHa IoX0KeHHA)

BBeseHo B YKpaiHy ToBapHcTBO 3 00Me:keHO0I0 BinmoBigaabHicTIo "Tepa Ykpaina",
imenT. koa: 34770471

(HaltveHyRaHEA Ta ko 2a €JAPIIOY opliaEel ocodll ado Mpizpnme, iM'A, 0o DaTEKOBL
izirEei ocodIl - NiTOpIeMId, il Miclle MPMKIBAHHA TA peccTpaltiiianil Homep obmikoBoi
KAPTKII IIMATHIIKA TOJATKIR ad0 cepid Ta HOMep OacmopTa}

IIpoToxon BizyanbHoro konTpomio sig 29.06.2022 Ne 1525/2.

3a pe3yNbTaTAMH JEPKABHOTO KOHTPONK: BCTAHOBIEHO, IO JIKAapchKHi 3acid BBeseHO B VYipaimy 3

JAOTPHMAHHAM BHMOT 338K0HOJABCTBA LICIC 3a0e3NeUeHHS SKOCT] MKAPChKIX 3ac00is.

% 3y6apesa H. B.

{migmnc) (ininianu Ta npissnuLe)
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Ceptudikar sBunycky cepii Ne 339
Batch Release Certificate Ne 339

3amosHuk f Client

Teea Yxpaina f Teva UA

HasBa npoayKTy, cMNa, aKTUBHICT

Product name, Strength, Potency

Anmarenb A, cycneHsia opanbHa 10 mn
436 mr/10 ma aniemiHie okeuay

150 mr/10 ma marHilo okcuay

218 mr/10 mn GeH3oKaiHY

Almagel A oral suspension 10 ml

436 mg / 10 ml aluminium oxide

150 mg / 10 mi magnesium oxide

218 mg / 10 ml benzocaine

Ha3Ba npogyKTy 3aMOBHHKA
Client product name

Anmarene® A, cycnensia opaneHa 10 mn
Almagel® A oral suspension 10 ml

dopma BUNYCKY
Dosage form

] cycnensia [ cvpen O rens O iHwe
Suspension O Syrup O Get OOther

Po3amip yNaKOBHM Ta TUN YNAKOBKH
Package size and Package Type

20 nakeTtuiis x 10 mn O ¢nakon / battle
20 sachets x 10 ml O ry6a / tube
X] iHwe / other

Kpaira-imnoptep / Importing Country

YrpaiHa / Ukraine

Homep Peectpauiiinoro Moceiguenna / Marketing UAf0879/01/01
authorization number

Homep cepii supoBuuka / Manuf. Batch Number 2000045944
Homep cepii ynakosaHoro npoaykry / Pack. Batch 117377
Number

Homep cepil 3amosumrka / Client Batch Number 117377

Jata eurotoBaenHs f Manufacturing date 18.04.2022
fata ynakoeku / Packaging date 19.04.2022
MpwaatHuin go / Expiry date 04,2024

BupoSuuk AdI
¢ Hazpa
¢ Aapeca

¢ Homep niuensii
¢  Homep nocunanHa Ha Eudra GMP abo Homep
ceprtidikaTy gignoeigHocri GMP

APl manufacturing site
*  Name
¢ Address
*  Authorization number

*  Eudra GMP reference number or certificate of
GMP Compliance

BupoSHUK anomiHio rigpokcuay rea
Manufacturer of Aluminum hydroxide gel

CNl dapma, WK

40 Keitn XeHnoneHx fpaiie Moioic, AE 19958, CLUA
SDYH- W39Q

SPI Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 19958, USA
9DYH- W39Q

=

Bipo6HMK marHio rigpokcnay nactu
Manufacturer of Magnesium Hydroxide Paste

Chl dapma, IHK

40 Keiin Xennoned Apais Neloic, AE 19958, CLUA
FNNT-KK238

SPl Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 19958, USA
FNNT-KK28

>

BipoBHuK BeH3oKaiHy
Manufacturer of Benzocaine

Yaruxoy Cannaiir @apmacoiorukan Ko, ATH. No.216
KOnnas Bect Poag, beHHio TayH, KcuHBen Jucrpuir,
HaHuwmoy, NposiHuia Awadrcy, 213134 Hurtaii
20160124

1520191104

Changzhou Sunlight Pharmaceutical Co., Lid.

MNo.216 Yunnan West Road, Benniu Town, Xinbei District,
Changzhou City, Jiangsu Province, 213134 China
20160124

J520181104
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AinbHuyA, sianoeinanbHa 33 BMpoBHMUTED NPOAYKTY
in-bulk, nakyeaHHA, KOHTPOAL AKOCTI TA BUNYCK Cepil:
* Hassa bankaHpapma-Tpoan AT,
*» Aapeca Byn. KpaipeuHa, 1, TposH, 5600, bonrapia
¢ Homep niyeHsii BG/MIA-0281/08.12.2021
*  Homep nocunanHA Ha Eudra GMP abo Homep BG/GMP/2022/199
cepTugikary eignosiaHocti GMP nonepepHiii BG/GMP/2019/148
Bulk manufacturing, packaging, testing and batch
refease site:
e Name Batkanpharma-Troyan AD
e Address 1 Krayrechna str. Troyan, 5600 Bulgaria
s Authorization number BG/MIA-0281/08.12.2021
s Eudra GMP reference number or certificate of BG/GMP/2022/199
GMP Compliance previous BG/GMP/2019/148
Homepw cepiit A®l / Batch Number of APl {s) anomiHito rigpokenay rens 5000014419
mMarHi rigpokcuay nacta 5000014290
6Genzokain 5000013508
Aluminum Hydroxide gel 5000014419
Magnesium Hydroxide Paste 5000014290
Benzocaine 5000013508
Po3mip cepii / Batch size 8 575 ynakosok / 8 575 hoxes
NocunadHA Ha CepTudikaT aHanisy Ceptudikar ananisy Ne 289066 sia 05.05.2022
Reference of Certificate of analysis Certificate of analysis No 289066 from 05.05.2022
Homepu rpadiuHmux maTepianie / Artwork reference
number
e [HCTpYKuia / PIL AAANL500
» Kopobuxa / Box AAANZ2101
»  Naxeruk / Sachet AAAN2102
MocunanHA Ha BigxmunenHa (B pasi HaasHocTi) / B<Imi / no CIrax / yes
Deviation reference {where applicable)

Komenrapi / Ymosn 36epiravun: npm temneparypi He smwe 25°C. He samopoxysatn! 36epirati y micyax,
HeAOCTYNHWX 408 aitei.

Comments/ Storage conditions: at temperature not above 25°C, in original packaging. Bo not freezel Keep out of
the reach and sight of children.

Lum A nigTeepakyre, ni0 HaeegeHa Buwe iH$opmauia € aoctosipHow Ta TouHoto. Lia cepisa npogykty Gyna
BUTOTOBNEHA, BHKAIOMAOMM YMAKOBKY/MapPHYBAHHA Ta KOHTPONb AKOCTI Ha 3a3HAveHid BuWe BUPOGHMUIA
ainbHuni (-ax), B noBHiit BignosigHocTi Ao Bumor GMP, o BCTaHOBAEHI MICLIEBUM PEryAATOPHMUM OPFaHOM Ta
cneumdirayiii PeectpauifiHoro noceig4eHHA KpaiHu-imnoptepa. MpoTokean sMpobHMUTBA, NAKYBaHHA i aHaRizy
cepii 6yno nepeeipeHo M BU3HAHO TAKUMM, WO Bignosigaote GMP,

I 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.

Dara / Date:

05 May 2022
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CeptudikaT aHanisy Ne 289066
Certificate of analysis N2 289066

MpoaykT: Anmarenp® A, cycnexsia opanbHa 10 mn
Product: Almagel® A, oral suspension 10 ml

Cwnag AnOMiNI rigpokengy reab 4,36 r /10 mn y nepepaxysadni Ha anominio okeng 436 mr/10
mn, Mardilo rigposcugy nacta 700 mr /10 mn y nepepaXyBaHHi Ha MarHio okeva 150 mr/10
mn, Bensokainy 218 mr/10 ma

Compositicn {Aluminum hydroxide gel 4,36 g/10 ml, equivalent to aluminium oxide 436 mg/10 m),
Magnesium hydroxide paste 700 mg/10 ml, equivalent to magnesium oxide 150 mg/10 ml,
Benzocaine 218 mg/10 ml}

Tvn yNakosKkM NakeTuku 3 HaraTowaposoi Gponbrm
Package Type Sachets of multilayer foil

Homep PeectpauiiiHoro Moceiguenda / Marketing authorization number: UA/0879/01/01

Cepin Ne / Batch Ne: 117377 Po3mip cepii / Batch size: 8 575

Aava surotoeneHHA f Manufaciuring date: 18.04.2022 BigeaHrameno f Loaded: 8 575

ApugatHuii a0 / Expiry date: 04,2024 Micuye npuaHauenHa [ Destination:
Ykpaina / Ukraine

Kpaina snpobrruyrea: Bankanpapma-Tpoad AT, Byn. Kpaipeuua, 1, Tpoau, 5600, Bonrapina, niyeHsia sig
08.12.2021 Ne BG/MIA-0281

Manufacturing country : Balkanpharma-Troyan AD, 1. Krayrechna str., Troyan, 5600 Bulgaria, ML: 08.12.2021

Ne BG/MIA-0281

Homep nocwnaHKua va Eudra GMP abo Homep

cepmudikarty BignosigHocti GMP / GMP certificate or BG/GMP/2022/199, nonepegHiii BG/GMP/2019/148
EudraGMP reference numbers

Tectu nposepeHi signoeigHo AHZ ao PeccrpauiiHoro noceiguedss - UAS0879/01/01
The tests have been performed as per AND to Marketing authorization - UA/0879/01/01

Ne Tectn / Tests Cneuudikauii / Specifications Pezynbraty /
Results
1. Onuc - Bi3yanbHoO Cycnemsia Ginoro alo maiike 6inoro | Bignosigae

xonwopy. Tlpwn 36epiraHHi Ha noeepxHi
MOME BUAUIMTUCA Wap NPo30poi pigutm,
Mpu eHeprilnomy 360BTYBaHHI BMICTY

dnakona FOMOrEHHICTh cycneHzii
BigAHOBMOETLCA.
Appearance - visually White or almost white suspension, which | Complies

during storage, exudes on the surface a
layer of liquid and homogeneity is
restored at vigorous shaking of the hottle.

2. CrabinbHicTe cycneHsii - siayanbHo NosvHHa BignosigaT Bignosigae
Stability of suspension — visually Must comply Complies

3. BigHOCtHA NYCTHMH3 — MIKHOMETPHUYHWHA Bia 1,017 ao 1,243 1,146
metopn
Relative density - pycnometrically From 1,017 to 1,243 1,146

4. 06'em BMICTY YNAKOBKH, MA He meHwe 10 10,5
Volume of suspension per a pack, ml Mot less than 10 10,5
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5. pH—-€sp. ®. 2.2.3 Bin 6,5 5o 9,0 8,0
pH - Ph.Eur. 2.2.3 From 6,5 to 9,0 8,0
6. B’a3KicTh, MAa.c — BiCKOIMMETPUUHMIA Big 50 ao 5 000 2585
Viscosity, mPa.s - viscosimetric From 50 to 5 Q00 2585
7. | laentTudirauia / Identification
e ARIOMIHIN NoswuHHa BianosigaTn Bignoeigae
Aluminum Must comply Complies
o  Maruii MoBwuHHa BignoBigaTh Bianoeinae
Magnesium Must comply Complies
e bBen3oKaiH MoBuHHa BipnoBiAaTH Bignosipae
Benzocaine Must comply Complies
* HKoHcepeautm MNosuHHa BigNOBiAaTH Bignoeigae
Preservatives Must comply Complies
8. | Cynbdatu, % - €8p. $. 2.4.13 He Ginbwe 0,1 <0,1
Sulphates, % - Ph.Eur.2.4.13 Not mere than 0,1 <0,1
9. Xnopugm, % - €ep. P, 2.4.4 He 6inbwe 0,3 <0,3
Chlorides, % - Ph.Eur.2.4.4 Not more than 0,3 <0,3
10. | KinbHicHe BU3HAvYEHHA a/IOMIHII0 OKcHay, Big 3,60 oo 4,40 4,06
/100 r
Assay of aluminum oxide, g/100 g From 3,60 to 4,40 4,06
11. | KifbKicHe BU3HAYURHHA MArHiD OKCUAY, Big 1,24 po 1,52 L4l
rflOO r ¥
Assay of magnesium oxide, g/100 g From 1,24 to 1,52 1,41
12. | KinbKicHe BM3HauyeHHA GeH3oKaidy, rf100r Bia 1,80 g0 2,20 2,05
Assay of benzocaine, g/100 g From 1,80 to 2,20 2,05
13. | KinbKicHe BU3Ha4eHHA KoHcepsaHTis — BEPX, €sp. ®. 2.2.29 / Assay of Preservatives - HPLC, Ph.Eur. 2.2.29
s Metwnnaparigpoxkcubensoary, r/100 r Big 0,128 po 0,22 0,20
Methyl parahydroxybenzoate, g/ 100 g From 0,18 to 0,22 0,20
¢ [ponianaparigpokcubenzoary, r/100r Big 0,0225 o 0,0275 0,0251
Propyl parahydroxybenzoate, g/100g From 0,0225 to 0,0275 0,0251
+ bByTunnapariapoRcubensoary, rf100 r Big 0,0225 po 0,0275 0,0238
Butyl parahydroxybenzoate , g/ 100 g) From 0,0225 t0 0,0275 0,0238
14. | KwcnoToHeATpanizyoua 34aTtHicrb, 1 r, mn He menwe 26 32
HCl {0,1 monb/n) - TMTPUMETPUUHMKIA
Acid - neutralization capacity for 1 g, ml HCI Not less than 26 32

(0,1 mol/1} - titration
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15,

Mikpo6ionoriuna yncrora - €ep. P, 2.6.12, 2.6.13 / Micrabiological purity - Ph.Eur. 2.6.12, 2.6.13

*  3aranbHa KinbKicTb aepobHnx He 6inbwe 10° KYO/r <10 KYO/r
MiKpOOpraHiamie, B r
Total aerobic micrabial count per g Not more than 102 CFU/g <10 CFU/g

¢ 3aranbHa KiNbKIcTh APKAMOBMAX TA He Ginbute 10" KYO/r <10 KYO/r
nnaiceHesux rpmubis, B r
{Total combined yeast/ moulds count, Not more than 101 CFU/g <10 CFU/g
per g)

s Escherichiacoli,er He ponyckaioTben BigcyTHs
Escherichia coli, perg Not allowed Absent

MpoayKT Bignosigae eumoram AHA. / The product meets the requirements of the AND.

Uum A nigreepmmyio, Wo HagegeHa suwe iHgopmalia € AOCTOBIpHOI Ta TouHow. Lla cepis npogykty Gyna
BATOTOBNEHA, BKAOUYAKYM YNAKOBKY/MapKYBAHHA Ta KOHTPOAL AKOCTI HAa 3a3HaveHiit BUle BMPOGHUIIB AinbhIyi
(-Ax}, 8 noeHii BignosigHocti ao Bumar GMP, WO BCTRHOBASHT MICLEEUM PeryNATOPHUM opraHom Ta cneuugikallin
PeccrpauiiiHoro nocsiguedna wa npenapar. MpoTokonu BUpoGHULTBA, NaKyBaHHA i aHanizy cepil Gyno nepesipeHo

W BU3HAHO TaKMMU, WO BignoeigaeTe GMP.

| hereby certify that the above information is authentic and accurate. This batch of product has 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 importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

\_/_‘/"

B

YnosHosameHa ocoba / Qualified Person: Gergana Stefanova  * t*m;._\_

Aara / Date: 05 MAY 2022
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CepTtudikat Bunycky cepii Ne 987
Batch Release Certificate Ne 987

3amosHuk / Client

Tesa YKpaina / Teva UA

HasBa NpoAyKTY, CUNa, akTUBHICTb

Product name, Strength, Potency

Anmarenb A, cycneHsia opanbHa 10 mn
436 mr/10 mn anomiHio okcuay

150 mr/10 mn marHiro oKcuagy

218 mr/10 mn 6enzoKaiHy

Almagel A oral suspension 10 ml

436 mg / 10 ml aluminium oxide

150 mg / 10 ml magnesium oxide

218 mg/ 10 ml benzocaine

Hazea NpoAyKTY 3aMOBHUKA
Client product name

Anmarenb® A, cycnensia opanbHa 10 mn
Almagel® A oral suspension 10 ml

dopma BUNYCKY
Dosage form

X cycnensia O cvupon O rens O inwe
X1 Suspension O Syrup O Gel OOther

Po3mip yNakoBKM Ta TUN YNAKOBKKU
Package size and Package Type

20 nakeTtukis x 10 mn O dnakon / bottle
20 sachets x 10 ml O ry6a / tube
Xl iHwe / other

KpaiHa-imnoprep / Importing Country

VYkpaina / Ukraine

Homep PeectpauiviHoro MoceiguenHs / Marketing UA/0879/01/01
authorization number

Homep cepii BupobHurka / Manuf. Batch Number 20N1021
Homep cepii ynakoBaHoro npoaykry / Pack. Batch 201021
Number

Homep cepii 3amoBHuKa / Client Batch Number 201021

Darta suroroBnedHsa [ Manufacturing date 08.10.2021
Data ynakoBku / Packaging date 09.10.2021
MpuaaTtHuii ao / Expiry date 10.2023

Bupobuuk AdI

HasBa

Appeca

Homep niyeHsii

Homep nocunaHHa Ha Eudra GMP a6o Homep
ceptudikaTy BignosigHocti GMP

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

BupobHuMK anlomiHilo rigpokcuay renio
Manufacturer of Aluminum hydroxide gel

Cnl ®apma, IHK

40 Keiin XennoneH [ paie Jbtoic, AE 19958, CLLA
9DYH- W39Q

SPI Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 19958, USA
9DYH-W39Q

x

Bupo6HMK MmarHito rigpokcmay nactm
Manufacturer of Magnesium Hydroxide Paste

Cni ®apma

LWemin ato BannoH gto Mapi, 13240

CenTtemec ne BannoHc, ®paHuia

SPI Pharma

Chemin du Vallon du Maire, 13240 Septemes les
Vallons, France

x

BupobHuk 6eH3zoKkaiHy
Manufacturer of Benzocaine

Yanuroy Cannaint ®apmacsrotukan Ko., ITA. No.216
HOHHaH Bect Poapg, BeHHIO Tayﬂ, KcuHb6en Ouctpumir,
YaHuKoy, NpoBiHLiA ﬂmnul;f 2y 1‘131:-: Hutaii
20160124 / N\
J520191104 -
Changzhou Sunlight F’ .-.Iﬂ’TIBCEUtICdi 'Cony btk
No.216 Yunnan West/ F?crav’"*f'r”ﬁu Town, X
Changzhou City, JIar‘FrJ.:U i‘-"rc.*'dl"lr‘srf2‘w1ﬁ% é
20160124 |\ . 5 |
JS20191104 NEN <1847 5

\i'l District,

a
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JEPXKINKCITYXBA
JNEPXKABHA CJIYVKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KMIBCHKIN OBJIACTI

npocrniekT Banepis Jlo6anoecekoro, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.cov.ua, Kon €/IPTIOY 37078774

BHUCHOBOK
Npo SAKICTH BBE3€HOr0 B Y KpaiHy JiKapcbKoro 3acody

16.11.2021 Ne 65882/21/10

AJIMATEJIb®A

(waiiMeHyBaHHS NiKapChKOTO 32c00Y 3TiAHO 3 peecTPalUifHAM NOCBIT4EHHAM)
cycnensis opajabHa, no 10 ma y nakeruxy; mo 20 nakeTukiB y KapTOHHIA maqmi

(popma BHNYCKY, HO3YBAHHS, BHA NAKYBAaHHA NiKapchKoro 3acoby)
Homep peectpauiinoro nocsizuenns UA/0879/01/01 crpox aii peectpauiittoro nocsizuenns 01.01.2099
Cepis nikapebkoro 3aco6y Ne 201021 KinekicTh BBe3¢HOTO mikapchkoro 3acoby 8715

Bupo6muk Banxaudapma-Tposa AT, Bonrapis

(HaliMeHyBaHHs BUPOOHHKE MIKAPCBKOTo 3aco0y, KpaiHa MOXoKEHH)

Baesero B Vipainy TosapucTBo 3 00MekeH010 BianosinansHicTIo "Tesa Ykpaina', inenr.
xon: 34770471

(naiimMenyBanns Ta koa 3a €J[PTIOY 1opuanyrol ocobu abo npissuile, iM'4, no 6aTkkoBi (iznuHOT
ocobu - nignpuemis, ii Micle NpoXHBaHIS Ta peecTpaiiinnii HoMep 0bMiKOBOT KAPTKY TIATHHKA
nonarkis aGo cepis Ta HOMEP MacnopTa)

IMporokon eizyansHoro koutTpoaio six 05.11.2021 Ne 3992/2.

3a pesyisTaTaMM [EpIKABHONO KOHTPONIO BCTAHOBNEHO, 1O JiKapchkuif 3aci6 BBeseHo B Vkpainy 3
JOTPUMAHHSM BuMOr 3aKOHOAABCTBA OO0 3abezneveHHs SIKOCTI JliKapchKUX 3aco0iB.

3ac ry'n H‘?ﬂs ﬁa;rreu}fﬁﬁmcﬁ,,sl
I[epmayl CJiyp!gﬁH ngapc BKHX 3aco0iB : 3y6apesa H. B.
Ta Komrg m@a J-Iﬁ,px mKaMH y KuiBchpKii ‘//f/

06 tc‘ﬁ\

‘?Qcanﬁ% M{Qgiepxg‘{umm KOHTPOIO) (niamuc) (iniuiany Ta npissHLIE)
‘:'3?" * “f\{\q\ ’ .-
:;:_H uise \fl,{]

g

\
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15| Mikpo6ionoriuna uncrora — €sp. ®. 2.6.12. 2.6.13 / Microbiological purity - Ph.Eur. 2.6.12, 2.6.13

®  3aranbHa KinbKicTb aepobHUx He 6inbue 10° KYO/r <10 KYO/r
MikpoopraHiamie, B r
Total aerobic microbial count per g Not more than 102 CFU/g <10 CFU/g

e  3arasbHa KiNbKiCTb OPiKAMKOBUX Ta He 6inbwe 10" KYO/r <10 KYO/r
nniceHeBux rpubie, B r
(Total combined yeast/ moulds count, Not more than 101 CFU/g <10CFU/g
per g)

e Escherichiacoli,Br He gonyckaiotbca BigcyTHA
Escherichia coli, perg Not allowed Absent

MpoaykT Bignosigaae sBumoram AHA. / The product meets the requirements of the AND.

Lum a niateepaxyio, wo HaBegeHa Buuwe iHpopmauis € AOCTOBIPHOIO Ta TouHol. Lia cepis npogykty 6yna
BMUIOTOB/IEHA, BK/IOYAOYM YNaKOBKY/MapKyBaHHA Ta KOHTPO/Ib AKOCTI HA 3a3HauYeHii Bule BMPOBHWYIN AinbHUUI
(-ax), B noBHiiA BignosigHocTi 40 BUMor GMP, Wo BCTaHOB/IGHI MICLLEBUM PErynATOPHMM OpraHom Ta cneuudikauii
PeectpauiitHoro nocsigueHHa Ha npenapart. NpoTtokonn BMpo6GHULTEA, NakyBaHHA | aHanizy cepii 6yno nepesipeHo
¥ BU3IHAHO TaKMMM, WO BignosiaaoTse GMP.

| hereby certify that the above information is authentic and accurate. This batch of product has 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 importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

YnosHoBsameHa ocoba / Qualified Person: Penka Milanova--"?

Aara / Date:
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5. | pH-€Bp. ®. 2.2.3 Bia 6,5 10 9,0 8,0
pH-Ph.Eur. 2.2.3 From 6,5 to 9,0 8,0
6. B’sa3kicTb, mlMa.c — Bicko3uMeTpU4HUA Big 50 go 5 000 2 809
Viscosity, mPa.s - viscosimetric From 50 to 5 000 2809
7 laenTudikauina / Identification
®  AnomiHin MNoBuHHa BignosigaTn Bignosipae
Aluminum Must comply Complies
e Marnin MoBwWHHa BigNOBIAaTH Bignosipae
Magnesium Must comply Complies
e bBeH30KaiH MoeuHHa BignosigaTn Bignosigae
Benzocaine Must comply Complies
e HKoHcepBaHTH MoswuHHa BignosigaTn Bignosipae
Preservatives Must comply Complies
8. Cynbdatn, % - €sp. ®. 2.4.13 He 6inbwe 0,1 <0,1
Sulphates, % - Ph.Eur.2.4.13 Not more than 0,1 <0,1
9. Xnopuau, % - €ep. . 2.4.4 He 6inbe 0,3 <0,3
Chlorides, % - Ph.Eur.2.4.4 Not more than 0,3 <0,3
10. | KinbKicHe BM3HAYeHHA anMiHilo okcuay, Bip 3,60 go 4,40 4,06
r/100 r
Assay of aluminum oxide, g/100 g From 3,60 to 4,40 4,06
11. | KinbKicHe BU3HaYeHHA MarHilo oKcugy, Big 1,24 po 1,52
1,42
r/100r
Assay of magnesium oxide, g/100 g From 1,24 to 1,52 1,42
12. | KinbKicHe Bu3HayeHHsa 6eH3okaiHy, r/100 r Bin 1,80 po 2,20 2,05
Assay of benzocaine, g/100 g From 1,80to 2,20 2,05
13. | KinbKicHe BU3HauYeHHA KOHcepBaHTiB — BEPX, €Eep. ®. 2.2.29 / Assay of Preservatives - HPLC, Ph.Eur. 2.2.29
* Metuanaparigpokcubensoary, r/100 r Bin 0,18 no 0,22 0,20
Methyl parahydroxybenzoate, g/ 100 g From 0,18 to 0,22 0,20
e [poninnaparigpokcubensoaty, r/100r Big 0,0225 po 0,0275 0,0246
Propyl parahydroxybenzoate, g/100g From 0,0225 to 0,0275
e bBytunnaparigpokcmubensoary, r/100 r Big 0,0225 po 0,0275
Butyl parahydroxybenzoate , g/ 100 g) From 0,0225 to 0,0275
14. | KncnotoHenTpanisyo4ya 3aarHicte, 1 r, Mma He meHwe 26

HCI (0,1 monb/A) - TUTPHUMETPUUHKIA

Acid - neutralization capacity for 1 g, ml HCl
(0,1 mol/l) - titration

Not less than 26
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Ceptudikar aHanisy Ne 985
Certificate of analysis Ne 985

MpoaykT: Anmarens® A, cycneHsia opanbHa 10 mn
Product: Almagel® A, oral suspension 10 ml

Cknag

mn, beHzoKainy 218 mr/10 mn
Composition

Benzocaine 218 mg/10 ml)

AnomiHilo rigpokcuay rens 4,36 r /10 mn y nepepaxysaHHi Ha anlomiHito okeung, 436 mr/10
mn, MarHilo rigpokcuay nacta 700 mr /10 mn y nepepaxysaHHi Ha marHito okeug 150 mr/10

(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 ml,

Tun ynakoexku
Package Type

Sachets of multilayer foil

MaxkeTukn 3 GaraTowapoeoi ponbru

Homep PeectpauiitHoro MoceiguyenHa / Marketing authorization number: UA/0879/01/01

Cepia Ne / Batch Ne: 201021

Poamip cepii / Batch size: 8 715

[Oara surotosnenHa / Manufacturing date: 08.10.2021

BigsaHTaxeHo [/ Loaded: 8 715

MpupaTtHuia po [/ Expiry date: 10.2023

Micue npusHaueHHa / Destination:
YkpaiHa / Ukraine

KpaiHa eupobuuyrea: Bankandapma-Tposu AT, eyn. Kpailipeuna, 1, TpoaHn, 5600, Eonrapisa, niuensis sig

28.07.2021 N2 BG/MIA-0256

Manufacturing country : Balkanpharma - Troyan AD, 1. Krayrechna str., Troyan, 5600 Bulgaria, ML: 28.07.2021,

Ne BG/MIA-0256

Homep nocunaHHa Ha Eudra GMP a6o Homep
ceptudikaty BignosigHocti GMP / GMP certificate or
EudraGMP reference numbers

BG/GMP/2019/148

Tectr npoBepeHi BignosigHo AH/ oo PeecTpauiinHoro noceigyeHHs - UA/0879/01/01
The tests have been performed as per AND to Marketing authorization - UA/0879/01/01

Neo Tectn [ Tests Cneuudikauii / Specifications PesynbTtat /
Results
1 Onwuc - BisyanbHO Cycnensia 6Ginoro abo maike 6inoro | Bignosigae
Konbopy. Mpu 36epiraHHi Ha noBepxHi
MOXe BUAINUTMCA Wap Npo3opoi piguHK.
Npwu eHepriiHomy 360BTyBaHHi BmicTy
dnaxkoHa rOMOreHHICTb cycneHsii
BigHOBAKETLCA.
Appearance - visually White or almost white suspension, which | Complies
during storage, exudes on the surface a
layer of liquid and homogeneity is
restored at vigorous shaking of the bottle.
7. CrabinbHicTb cycneHsii - BiayanbHo MNoBuHHa BignoBigaTn Bignosigae
Stability of suspension — visually Must comply | Complies
3 BigHocHa ryctMHa — nikHOMeTpUYHUA Big 1,017 po 1,243
meTop,
Relative density - pycnometrically From 1,017 to 1,243 |
/
4. | OB6’em BmicTy ynakosku, mn He meHwe 10 ol -

Volume of suspension per a pack, ml

Not less than 10
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AinbHKuA, BignoBiganbHa 32 BUPODHULTBO NPOAYKTY
in-bulk, nakysaHHA, KOHTPO/Ib AKOCTI Ta BUNYCK cepii:
e Hassa BankaHdapma-TposH AT,
e Apnpeca ByAn. KpaipeuHa, 1, TposaH, 5600, bonrapis
e  Homep niyeHsii BG/MIA-0256/28.07.2021
¢ Homep nocunanHAa Ha Eudra GMP abo Homep BG/GMP/2019/148
ceptudikary BignosigHocti GMP
Bulk manufacturing, packaging, testing and batch
release site:
e Name
e Address Balkanpharma-Troyan AD
e Authorization number 1 Krayrechna str. Troyan, 5600 Bulgaria
e  Eudra GMP reference number or certificate of | BG/MIA-0256/28.07.2021
GMP Compliance BG/GMP/2019/148
Homepwu cepiit A®I / Batch Number of API (s) anominito rigpokcuay rens 02T7_102102027
MarHiw rigpokcuay nacra 01T_202000253
6enHzokaiH 01T_C0012105001
Aluminum Hydroxide gel 02T_102102027
Magnesium Hydroxide Paste 01T_202000253
Benzocaine 01T_C0012105001
Po3smip cepii / Batch size 8 715 ynaxkosok / 8 715 boxes
MocunaHua Ha CepTudikar aHanizy Ceptudikar ananiay Ne 985 sig 22.10.2021
Reference of Certificate of analysis Certificate of analysis Ne 985 from 22.10.2021
Homepwu rpadiununx matepianis / Artwork reference
number
e [HcTpyKuia / PIL AAAN1500
e HKopobka/Box AAAN2101
e [MMaketwk / Sachet AAAN2102
MocrnaHHA Ha BigxuneHHa (B pasi HaaBHoCTI) / XHi / no Orak / yes
Deviation reference (where applicable)

KomeHTtapi / YmoBsu 36epiraHHa: npu Temnepatypi He Buwge 25°C. He 3amopokyeaTu! 36epiratv y micuax,
HeZloCTYNMHUX ANA AiTei.

Comments/ Storage conditions: at temperature not above 25°C, in original packaging. Do not freeze! Keep out of
the reach and sight of children.

Uum a nigrsepgKylo, Wo HaBegeHa sBuuwe iHopmauia € gocrosipHol Ta TouHolo. Lia cepia npogykty 6yna
BUIOTOBNEHA, BKAOUAKUM YNAKOBKY/MapKyBaHHA Ta KOHTPONb AKOCTI Ha 3a3HaueHiii Buwe BUpoGHMuINA
ainbHuui (-Ax), B8 noeHik BignosigHocTi o Bumor GMP, WO BCTaHOBAEHI MICLEBUM PEryisTOPHMM OpPraHom Ta
cneyudikauiii PeectpayiiiHoro nocBigueHHA KpaiHu-imnopTepa. MpoTokonu BUpoBHULTBA, NAKYBAHHA i aHanisy
cepii 6yno nepesipeHo 1 BU3HAHO TaKMMM, WO BignosiaawTe 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.

A
YnosHoBa)eHa ocoba / Qualified Person: Penka Milanova_
Oara / Date:

M
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