JEPXJIIKCITYXBA
HEPKABHA CIYIXEA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJLIO 3A
HAPKOTHKAMMH ¥V KHIBCBKIN OBJIACTI

npocniext Banepis JloGanoscekoro, 51, M. Kuis, 03110, ten/daxce: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.cov.ua, Kox €PIIOV 37078774

BHCHOBOK
Ipo AIKICTEH BBE3eHOro B Ykpainy JikapenKkoro 3acoby

08.10.2020 Ne 42233/20/10

BECTIEO

(HaiiMenyBanns nikapcskoro 3acofy 3TifHO 3 peecTpamiitmm ToCBimeH M)
Tabuerkn 1o 24 mr o 10 Tadnerox y bJicrepi; o 6 Oaicrepie y kopobui

(thopma BHITyCKy, N03YBAHHA, BH NAKYBANHS MIKAPCLKOTO 3aco0y)

Homep peecrpaitinoro mocsimmenss UA/4059/01/03 erpox aif peecrpauiiisoro mocsimuerns 21.10.2020

Cepia nixapcskoro sacoby Ne 254020 Kinexicts BBE3€HOTO NiKapcwkoro zacoby 1920
BrpoGruxk bankan$apma-Ilymavus AT, Bonrapia
(naimenyBanns BHPOGHKKA JTikapeskoro 3acoly, kpaika MOXO/KEHHS )
Bresero B Yipainy Torapucrso 3 06Mexenoro Binnosinaasuictio "Tera Yxpaina", inenr.
xon: 34770471

(uaiimenyBanns ta ko 3a €/PIIOY IopsanIHol ocoby abo Opiseuie, iM's, o 6aTRkoR] (izwuno]
ocobu - mianpuemu, i Micue npoxcHBanng Ta peccrpaniuvi HOMep 00#ikoBOT KAPTKH MIaTHHMKE
mozarkis ao cepis Ta HOMep nacriopTa)
[porexon risyanbuoro xonrpomo sin 20.08.2020 N 2673/11.

Jlaboparopruit aHani3 sxocTi MikapceKkoro 3acoly 3aiiicieHnli;

ALl "Lientpansaa naGoparopis 3 agaimisy sxocti MiKapchKyX 3acobis 1 Meamanol npoaykiii”
_(mKuis, Byn.Kyupsseceka 10r)

(madtvenyBatis Ta MicuesHaxoMKkeHHs nabopatopii, mo nposena nabopaTopHui auanis sxkocti)

Bucrosok mozo skocTi Jikapeskoro 3acoby, nuxamui naGoparopiero six 29.09.2020 Ne 2763

Pesynprati naGoparopHoro amanisy sixocTi nikapcskoro 3aco0y 3a rmepesipeRUMH NOKa3HUKaMK BiAOBINAIOTE
BHMOTaM METOAIB KOHTPOJIO SIKOCT] {AHATITHIHO-HOPMATHBHOT JOKYMEHTALT).

3a pesynprataMB epKaBHOFO KOHTPONIO BCTAHOBJNEHO, INO mikapchbkuif 3aci6 Beesewo B Vipainy 3
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PaspeweHnue Ha Boinyck napTum Ne 3621

(Batch Release Certificate Ne3621 )

Knuew: | YepauHa
' (Cllent) | { Ukraine) B . B
| Crpana-umnoprep: Ykpauna
_ (Importing Country) (Ukraine)
- KnWeHcKoe HasBanMe BectiGo 24 mr rabneTin Ne60(Ns10x6)
npogykra: (Vestibo 24mg tablets Ne6O(Ne10x8))

_{Client product name)

Actavis Ha3saHue NpogykTa:
| {Actavis product name)

Becti6o 24 mr rabneTku NeGO(Ne10x6)
(Vestibo 24mg tablets Neg0(Ne10x8))

- AKTMBHbII MHTPeaMeHT
| (Active ingredient)

BerarucTun aurngpoxnopua 24 mr

{Betahistine dihydrochloride 24 mg)

MpouzB. Homep napruu:
{Manuf. Batch Number)

01D_2004078

(Client Batch Number)

| YNaKoBouHLIi Homep 254020
;_qap'mu:(Pack. Batch Number) e " =
Knuentckmit Homep naprum: 254020

| ®opma BeInycKa:

{Dosage form) ) X TabneTku (Tablets) O Kancyne (Capsules) O Apyrue (Cther)
ata narotosneHnn: - Cpoxk
(Manufacturing date) 04.2020 rogHoOCTH: 04.2023
. ) B | {Expiry date) . _
' Paamep ynakosku: 6 Gnucrepa x 10 vabn. Bun [Bnucrep O ByTuinka
| (Package size) | (6 blisters x 10 tabl) YNaKoBKK: (Biister)  (Bottle)
(Package OBank  O[fpyrwe
o ) o Type) _ (Buk) _ (Other)
. QTrpyKeHHO® KONKYecTBO: 21 831 ynokoBoK | MAINDAJAND | UA/4059/01/03
{(Quantity shipped) | 21 831 packs A j
Yuacrok npouasogcTea (] (AxTaswc, afipec, HOMep X Catalent Germany Schomdorf GmbH |
HepacdacosaHHOro nvLeHanm) Steinbelsstr.1- 2 !
| npenapara: [ (Actavis site, address, licence éi&nlfafch"md"”
(Site of bulk production) number7 0y | MiA: DE BW 01 MIA 2018 0118
Cert.of GMP:NL/H15/1003282

| 73614 LWopHgopdh, 'epmanun
| Ne nuuenaud:DE BW 01 MIA 2019 0118

Karanent [kepmann LopHaopd Mwbx,
UrenbedwTpacee 1-2,

NeGMP: NL/H15/1003282

YuacTok ynakosku/ KOHTpons
| KaYecTBal BbINyCKa
YKA3aHHOW cepum:

{Site of packaging/QC site/
 release mentioned batch)

YuacTnK ynakosxkwSite of

packaging/ Beinycka
YKazaHHOK cepuu! release
mentioned batch:
“Bankantpapma-flyniuya” AO,
2600, BynHuua,
yn.Camokosckoe wocce, 3,
Bonrapua Ne nuuyensuu:

| BG/MIA-0165

{Balkanpharma-Dupnitsa AD,
3, Samokovsko Shosse Str.,
Dupnitsa 2600, Bulgaria
MIA: BG/MIA-0165

[ KoHrponn kauecrea/QC site i
Catalent Germany Schomdorf GmbH |
Stelnbelsstr.1- 2

73614 Schorndorf

Germany

MIA: DE BW 01 MIA 2019 0118

CertLof GMP:NL/H15/1003282

X Karanent xepmanu LopHaopd Mwmbix,
LrenGeiwrrpacce 1-2,

73614 WopHaopdg, Mepmatun

Ne nuuensnm:DE BW 01 MIA 2019 0118
NeGMP: NL/H15/1003282

PesynbTathl ananuaa:

Cepruchukar kayectBa Ne 1893

ﬁ%? Lot 1 PEPE @f 2T 201

(Results of analysis) CoA Ne 1893
KomueHTapuu: | He XpaHuTL npu TeMnepatype mLiwe 25 C, N
(Comments) | (Do not store above 25 T) B
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1

A nogTeepKAaalo, HTO ykasaHHas napTus Geina BhinyLLeHa Ha PbIHOK KoMnaHweid bankaHpapma-AynHvya
AD, Bonrapus

(I hereby confirm that the above mentioned batch has been released to the market by Balkanpharma
Dupnitsa AD, Bulgaria ).

fl sanBnMA0, YTO NPpUREREHHAA BbILLE MHbOpPMEaLIMA ABNSIETCH MOSMMHHOM ¥ TOUHOR. 3Ta naptva Buina
M3roTORIIEHa, BKITKO4ARA YNAKOBKY W KOHTPOMb KA4ECTBA HA YKaSAHHOM BbILLE MOLLHOCTH, B NONHOM
cooTBeTCTBMK ¢ TpeboBaHusMIM Hapgnexalei Mpon3eoacTBEHHON MpakTuiu MectHoro

PErynupyloLLero opraxa u cneyugukaLum B PEMMCTPaLIMOHHOIO YAOCTOBEPEHMS CTPaHBI-MMIIOpTepa.

(I hereby declare that the above information is authentic and accurate. This batch has been
manufactured, including packaging and quality control at the abave mention site, in full compliance with
the GMP requirements of the local Regulatory Authority and with the specification In the Marketing
Autharisation of the importing country).

CBpabBoTka napTuu, AOKyMEHTUpPOBaHUE ynakoeku v aHanaa Gbiiv paceMOTPEHB! ¥ NPUSHAHBI, TO
COOTRETCTBYIOT ¢ TpeGosaHnaAmMM Haanexawei MpoussoacTBEHHON MpakTuku U TexHuueckoro
COImMalIeHus,

(The batch processing, packaging and analysis records were reviewed and found ta be in compliance
with GMP and Technical Agreement).

Beinivi 1 Kakne-nubo CyLIeCTBEHHLIE OTKIOHEHUS OT NPOV3IBOACTBEHHOIO NPOLECCa, YKa3aHHbIX B
TexHU4eCKOM COrnalueHn, KacalLMe KauecTBa NpOAYKTa U penusa:
Hert 0 a (cM. konuio AoKNaRa OTKIOHEHUS)

(Were there any significant deviations from the manufacturing process stated in the Technical
Agreement concerning product quality or release):
E No O Yes (see copy of deviation report)

Page 2 of 2




T (+359) 701 58 477
F (+359}) 701 58 555
dupoperations@actavis.com

Balkanpharma Dupnitsa AD
3 S8amokovsko Shosse Sir.
Dupnitsa 2600, Bulgaria
www.actavis.bg

CEPTM®UKAT KAMECTBA Ne 1893

(CERTIFICATE OF ANALYSIS No 1893 )

HazsaHue npogykra: Bectubo, 24 mr rabnetiu Ne 60 (Ne10x6)
Product: Vestibo 24 mg tablets Ne 60 {Ne10x6)

HCl)

_corresponding)

Homen cepun I 254020 5 Paamep cepumn ' 21 631 ynakoBok |
| (Batch Ne) N __| (Batch size) _ (21631packs) |
| Dara ?‘%pDMBBo,ﬂ,C‘I‘ﬂa 04.2020 ' OTrpy}KEHHOE KOMWYyecreo 21631 YN3aKoBOK |
(Mnf. date) é | | (Quantity shipped) | (21 631 packs)
? Cpou rogHocTu ! 6& 2023 ' Crpana umnoprep YupauHa
| (Exp. Date) ] _{Importing Country) (Ukraine)
§ Nokasartens kavecTsa Aonycrimbie Hopmbl " Pesynbrats "
- {Tests) - (Specifications) J ___ {Results)
1. BHewHuii Bug prmb:e, ABOAKOBLIYKALIE TabneTky (Snap— [ cooTseTcTByeT I
(Appearance) Tab) ¢ Aunueit paanoma Ha OAHOMH CTOpOHE !
(Circular, biconvex tablet (Snap-Tab), one face . (compliesJ
_ ; _with a score line} o N R
I 2. UseT ' Benwlit unu nouTw Genuiii nouTy 6eabiii
Color) (White or aimost white) | (almost white)
| 3. WerupaemocTts He Bonee 1,0% 0,2% |
(Fr:ablfsty) (Not more than 1.0 %) '
4. Pacnagaemocrs He 6onee 15 munyr | 4 muH
(Disintegration) (Not more than 15 min) | (Amin)
i 5. CpepgHan macca 359,1-396,9 Mr (HoMUHaNbHOE 3HaYeHue = 378 mr} | 378,7 mr
. (Average mass) o 1 {359.1-396.9 mg (nominal value = 378 mg)) (378,7 mg)
| 6 MNovepn B macce npu
abacvmhaamm He 6onee 3,5% " 1L,4%
(Lossondrying) _(Notmorethan35%) . |
7. Ucnbiraume Ha NOANMHHOCTL { Y®-cnekrpbl u BpeMeHa yaepMBaHuna | cooTsercTByeT |
| 6etarucruHa purnapoxnopraa COOTBETCTBYIOT j i
(Identification test for Betahistine 2 (UV-spectra and retention times are l (complies) I
i

8. Konmet:‘rsermae co,qepmamle
GetaructuHa gurnapoxnopuaa s
| Tabnetke

 (Content of Betahistine hydrochloride

| per tablet)

E
(22 8- 25.2 mg (nominal value = 24.0 mg)) ] (24,5 mg)
J
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T (+359) 701 58 477 Balkanpharma Dupnitsa AD

' " F (+359) 701 58 555 3 Samokovsko Shosse Str.
Aeravie dupoperations@actavis.com  Dupnitsa 2600, Bulgaria
PR Rl W 3 www.actavis.bg
| MNokasatens kavecTsa Aonycrumbie HOpmbl ; Pesynbratt

o Testsy | ~ (Spedifications) | (Results)
9. Conyrcrsyiouime npumecy u '
NMPOAYKTL PAa3AOWEHMA:
- 2-BMHUANUPUAMH (npumecs A, He 6onee 0,1% meHee LOG
| EBp.®.) |
- 6uc [2-(2-nupupun)-atun) He 6onee 0,3% | meHee LOQ
- MetunamuH (npumecs C, Eep.®.)
- APYrue conyTcTayiowme npumecw, He 6onee 0,2 % | meree LOQ
| HHAMBUAYAALHO ! g
- CYMMa Bcex npumeceii - He 6onee 1,0 % i meHee LOQ
! {By-products and degradation E
' products;
| - 2-vinylpyridine (Imp. A, Ph. Eur.) Not more than 0.1 %  (underL0Q)
- bis [2-(2-pyridyl)-ethyl] methylamine | Not more than 0.3 o | lunderLOQ)
 {Imp. C, Ph. Eur.)
| - other related substances, individual | Not more than 0.2 % | (underL0Q)
oumotal) ____ |Notmorethan10% ___ ffnderbOE
' 10. PacrBopeHue * He menee 80 % uepes 30 mu muH. 99 %
 (Dissolution*) ‘ ::3:;;!;‘;4; :,}::l i
' {Not less than 80% after 30 min) E (rrF:in 99 %) *

| {max. 104 %)

|
i

i |
f

\

e — - LI _]i —

f 11. VicnbiTanme na |

!

- MUKpOBUoNOrMyecKyio uucToTy *: !

. -TAMC f He 6onee 10° KOE/r | meHee 10

L -TYMC | He 6onee 10° KOE/r - MeHee 10

| -E.coli | OTcyrereyers 1t | oTcyTerByeT

f (Test for microbial contamination* f ‘:

- -TAMC - Not more than 10° CFU perg | (under 10)
-TYMC g Not more than 10° CFU per g  {under 10)
-Ecoli) | absentinig I | (absence)

| 12. OpHopoaHOCTL AO3UPOBaHHLIX | CoOTBETCTBYET TEKyLeMy H3gaHMIo Esp. . |

| eauHu,
L{Uniformity of dosage units)

* Heperynaphoe ucnsiranue
(*Not regular test)

,,,_gn_iign}pﬂeatg_cyrrent Ph. Eur.

Page 2 of 3




T T (+350) 701 58 477 Balkanpharma Dupnitsa AD

=R o F (+359) 701 58 555 3 Samokovsko Shosse Str.
el S Wy dupoperations@actavis.com  Dupnitsa 2600, Bulgaria

www.actavis.bg

3TUM Mbl NOATBEPHAAEM, YTO NPUBEAEHHAA Bbillte tepua npopykra 6biia u3rotoenea (sismouasn
YMaKoBKY/MapKknupoBKy) U NpoBeaeHHbINH HOHTPO/IL KA4ECTBA HA YKA3aHHOM NPOU3BOACTBEHHOM YYacTie B
NOHOM COOTEETCTBMM C TpeboBaHKAMK GMP, YCTaHOBAEHHBIMN MECTHBIM PErynaTopHbimM OPraHom, a TaKme
B COOTBETCTBMM CO cneyndmrauueit K PY Ha npenapar.

(We hereby declare that, the above mentioned batches were manufactured, packed, labelled and analysed in
compliance with the current European and GMP ruip;i{h,ﬁ?r the manufacture of medicinal products and in

accordance with the relevant marketing authoriz fegistration requirements).

A. Stoilkovg

(Y Ny AN £t -
MogrorosneH: ............... i U pava: 09 OF. 0
Prepared by ..o..ooooo...... o/ Date
¥/
‘;“ i m Y i;.
YnosHomoueHHoe 1Mo no KAUECTBY .o enens Aara: [ Ve
L)1 = Date:
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JEPXJIIKCITYXBA
HEPKABHA CIYIXEA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJLIO 3A
HAPKOTHKAMMH ¥V KHIBCBKIN OBJIACTI

npocniext Banepis JloGanoscekoro, 51, M. Kuis, 03110, ten/daxce: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.cov.ua, Kox €PIIOV 37078774

BHCHOBOK
Ipo AIKICTEH BBE3eHOro B Ykpainy JikapenKkoro 3acoby

08.10.2020 Ne 42233/20/10

BECTIEO

(HaiiMenyBanns nikapcskoro 3acofy 3TifHO 3 peecTpamiitmm ToCBimeH M)
Tabuerkn 1o 24 mr o 10 Tadnerox y bJicrepi; o 6 Oaicrepie y kopobui

(thopma BHITyCKy, N03YBAHHA, BH NAKYBANHS MIKAPCLKOTO 3aco0y)

Homep peecrpaitinoro mocsimmenss UA/4059/01/03 erpox aif peecrpauiiisoro mocsimuerns 21.10.2020

Cepia nixapcskoro sacoby Ne 254020 Kinexicts BBE3€HOTO NiKapcwkoro zacoby 1920
BrpoGruxk bankan$apma-Ilymavus AT, Bonrapia
(naimenyBanns BHPOGHKKA JTikapeskoro 3acoly, kpaika MOXO/KEHHS )
Bresero B Yipainy Torapucrso 3 06Mexenoro Binnosinaasuictio "Tera Yxpaina", inenr.
xon: 34770471

(uaiimenyBanns ta ko 3a €/PIIOY IopsanIHol ocoby abo Opiseuie, iM's, o 6aTRkoR] (izwuno]
ocobu - mianpuemu, i Micue npoxcHBanng Ta peccrpaniuvi HOMep 00#ikoBOT KAPTKH MIaTHHMKE
mozarkis ao cepis Ta HOMep nacriopTa)
[porexon risyanbuoro xonrpomo sin 20.08.2020 N 2673/11.

Jlaboparopruit aHani3 sxocTi MikapceKkoro 3acoly 3aiiicieHnli;

ALl "Lientpansaa naGoparopis 3 agaimisy sxocti MiKapchKyX 3acobis 1 Meamanol npoaykiii”
_(mKuis, Byn.Kyupsseceka 10r)

(madtvenyBatis Ta MicuesHaxoMKkeHHs nabopatopii, mo nposena nabopaTopHui auanis sxkocti)

Bucrosok mozo skocTi Jikapeskoro 3acoby, nuxamui naGoparopiero six 29.09.2020 Ne 2763

Pesynprati naGoparopHoro amanisy sixocTi nikapcskoro 3aco0y 3a rmepesipeRUMH NOKa3HUKaMK BiAOBINAIOTE
BHMOTaM METOAIB KOHTPOJIO SIKOCT] {AHATITHIHO-HOPMATHBHOT JOKYMEHTALT).

3a pesynprataMB epKaBHOFO KOHTPONIO BCTAHOBJNEHO, INO mikapchbkuif 3aci6 Beesewo B Vipainy 3
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PaspeweHnue Ha Boinyck napTum Ne 3621

(Batch Release Certificate Ne3621 )

Knuew: | YepauHa
' (Cllent) | { Ukraine) B . B
| Crpana-umnoprep: Ykpauna
_ (Importing Country) (Ukraine)
- KnWeHcKoe HasBanMe BectiGo 24 mr rabneTin Ne60(Ns10x6)
npogykra: (Vestibo 24mg tablets Ne6O(Ne10x8))

_{Client product name)

Actavis Ha3saHue NpogykTa:
| {Actavis product name)

Becti6o 24 mr rabneTku NeGO(Ne10x6)
(Vestibo 24mg tablets Neg0(Ne10x8))

- AKTMBHbII MHTPeaMeHT
| (Active ingredient)

BerarucTun aurngpoxnopua 24 mr

{Betahistine dihydrochloride 24 mg)

MpouzB. Homep napruu:
{Manuf. Batch Number)

01D_2004078

(Client Batch Number)

| YNaKoBouHLIi Homep 254020
;_qap'mu:(Pack. Batch Number) e " =
Knuentckmit Homep naprum: 254020

| ®opma BeInycKa:

{Dosage form) ) X TabneTku (Tablets) O Kancyne (Capsules) O Apyrue (Cther)
ata narotosneHnn: - Cpoxk
(Manufacturing date) 04.2020 rogHoOCTH: 04.2023
. ) B | {Expiry date) . _
' Paamep ynakosku: 6 Gnucrepa x 10 vabn. Bun [Bnucrep O ByTuinka
| (Package size) | (6 blisters x 10 tabl) YNaKoBKK: (Biister)  (Bottle)
(Package OBank  O[fpyrwe
o ) o Type) _ (Buk) _ (Other)
. QTrpyKeHHO® KONKYecTBO: 21 831 ynokoBoK | MAINDAJAND | UA/4059/01/03
{(Quantity shipped) | 21 831 packs A j
Yuacrok npouasogcTea (] (AxTaswc, afipec, HOMep X Catalent Germany Schomdorf GmbH |
HepacdacosaHHOro nvLeHanm) Steinbelsstr.1- 2 !
| npenapara: [ (Actavis site, address, licence éi&nlfafch"md"”
(Site of bulk production) number7 0y | MiA: DE BW 01 MIA 2018 0118
Cert.of GMP:NL/H15/1003282

| 73614 LWopHgopdh, 'epmanun
| Ne nuuenaud:DE BW 01 MIA 2019 0118

Karanent [kepmann LopHaopd Mwbx,
UrenbedwTpacee 1-2,

NeGMP: NL/H15/1003282

YuacTok ynakosku/ KOHTpons
| KaYecTBal BbINyCKa
YKA3aHHOW cepum:

{Site of packaging/QC site/
 release mentioned batch)

YuacTnK ynakosxkwSite of

packaging/ Beinycka
YKazaHHOK cepuu! release
mentioned batch:
“Bankantpapma-flyniuya” AO,
2600, BynHuua,
yn.Camokosckoe wocce, 3,
Bonrapua Ne nuuyensuu:

| BG/MIA-0165

{Balkanpharma-Dupnitsa AD,
3, Samokovsko Shosse Str.,
Dupnitsa 2600, Bulgaria
MIA: BG/MIA-0165

[ KoHrponn kauecrea/QC site i
Catalent Germany Schomdorf GmbH |
Stelnbelsstr.1- 2

73614 Schorndorf

Germany

MIA: DE BW 01 MIA 2019 0118

CertLof GMP:NL/H15/1003282

X Karanent xepmanu LopHaopd Mwmbix,
LrenGeiwrrpacce 1-2,

73614 WopHaopdg, Mepmatun

Ne nuuensnm:DE BW 01 MIA 2019 0118
NeGMP: NL/H15/1003282

PesynbTathl ananuaa:

Cepruchukar kayectBa Ne 1893

ﬁ%? Lot 1 PEPE @f 2T 201

(Results of analysis) CoA Ne 1893
KomueHTapuu: | He XpaHuTL npu TeMnepatype mLiwe 25 C, N
(Comments) | (Do not store above 25 T) B
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1

A nogTeepKAaalo, HTO ykasaHHas napTus Geina BhinyLLeHa Ha PbIHOK KoMnaHweid bankaHpapma-AynHvya
AD, Bonrapus

(I hereby confirm that the above mentioned batch has been released to the market by Balkanpharma
Dupnitsa AD, Bulgaria ).

fl sanBnMA0, YTO NPpUREREHHAA BbILLE MHbOpPMEaLIMA ABNSIETCH MOSMMHHOM ¥ TOUHOR. 3Ta naptva Buina
M3roTORIIEHa, BKITKO4ARA YNAKOBKY W KOHTPOMb KA4ECTBA HA YKaSAHHOM BbILLE MOLLHOCTH, B NONHOM
cooTBeTCTBMK ¢ TpeboBaHusMIM Hapgnexalei Mpon3eoacTBEHHON MpakTuiu MectHoro

PErynupyloLLero opraxa u cneyugukaLum B PEMMCTPaLIMOHHOIO YAOCTOBEPEHMS CTPaHBI-MMIIOpTepa.

(I hereby declare that the above information is authentic and accurate. This batch has been
manufactured, including packaging and quality control at the abave mention site, in full compliance with
the GMP requirements of the local Regulatory Authority and with the specification In the Marketing
Autharisation of the importing country).

CBpabBoTka napTuu, AOKyMEHTUpPOBaHUE ynakoeku v aHanaa Gbiiv paceMOTPEHB! ¥ NPUSHAHBI, TO
COOTRETCTBYIOT ¢ TpeGosaHnaAmMM Haanexawei MpoussoacTBEHHON MpakTuku U TexHuueckoro
COImMalIeHus,

(The batch processing, packaging and analysis records were reviewed and found ta be in compliance
with GMP and Technical Agreement).

Beinivi 1 Kakne-nubo CyLIeCTBEHHLIE OTKIOHEHUS OT NPOV3IBOACTBEHHOIO NPOLECCa, YKa3aHHbIX B
TexHU4eCKOM COrnalueHn, KacalLMe KauecTBa NpOAYKTa U penusa:
Hert 0 a (cM. konuio AoKNaRa OTKIOHEHUS)

(Were there any significant deviations from the manufacturing process stated in the Technical
Agreement concerning product quality or release):
E No O Yes (see copy of deviation report)
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CEPTM®UKAT KAMECTBA Ne 1893

(CERTIFICATE OF ANALYSIS No 1893 )

HazsaHue npogykra: Bectubo, 24 mr rabnetiu Ne 60 (Ne10x6)
Product: Vestibo 24 mg tablets Ne 60 {Ne10x6)

HCl)

_corresponding)

Homen cepun I 254020 5 Paamep cepumn ' 21 631 ynakoBok |
| (Batch Ne) N __| (Batch size) _ (21631packs) |
| Dara ?‘%pDMBBo,ﬂ,C‘I‘ﬂa 04.2020 ' OTrpy}KEHHOE KOMWYyecreo 21631 YN3aKoBOK |
(Mnf. date) é | | (Quantity shipped) | (21 631 packs)
? Cpou rogHocTu ! 6& 2023 ' Crpana umnoprep YupauHa
| (Exp. Date) ] _{Importing Country) (Ukraine)
§ Nokasartens kavecTsa Aonycrimbie Hopmbl " Pesynbrats "
- {Tests) - (Specifications) J ___ {Results)
1. BHewHuii Bug prmb:e, ABOAKOBLIYKALIE TabneTky (Snap— [ cooTseTcTByeT I
(Appearance) Tab) ¢ Aunueit paanoma Ha OAHOMH CTOpOHE !
(Circular, biconvex tablet (Snap-Tab), one face . (compliesJ
_ ; _with a score line} o N R
I 2. UseT ' Benwlit unu nouTw Genuiii nouTy 6eabiii
Color) (White or aimost white) | (almost white)
| 3. WerupaemocTts He Bonee 1,0% 0,2% |
(Fr:ablfsty) (Not more than 1.0 %) '
4. Pacnagaemocrs He 6onee 15 munyr | 4 muH
(Disintegration) (Not more than 15 min) | (Amin)
i 5. CpepgHan macca 359,1-396,9 Mr (HoMUHaNbHOE 3HaYeHue = 378 mr} | 378,7 mr
. (Average mass) o 1 {359.1-396.9 mg (nominal value = 378 mg)) (378,7 mg)
| 6 MNovepn B macce npu
abacvmhaamm He 6onee 3,5% " 1L,4%
(Lossondrying) _(Notmorethan35%) . |
7. Ucnbiraume Ha NOANMHHOCTL { Y®-cnekrpbl u BpeMeHa yaepMBaHuna | cooTsercTByeT |
| 6etarucruHa purnapoxnopraa COOTBETCTBYIOT j i
(Identification test for Betahistine 2 (UV-spectra and retention times are l (complies) I
i

8. Konmet:‘rsermae co,qepmamle
GetaructuHa gurnapoxnopuaa s
| Tabnetke

 (Content of Betahistine hydrochloride

| per tablet)

E
(22 8- 25.2 mg (nominal value = 24.0 mg)) ] (24,5 mg)
J
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| MNokasatens kavecTsa Aonycrumbie HOpmbl ; Pesynbratt

o Testsy | ~ (Spedifications) | (Results)
9. Conyrcrsyiouime npumecy u '
NMPOAYKTL PAa3AOWEHMA:
- 2-BMHUANUPUAMH (npumecs A, He 6onee 0,1% meHee LOG
| EBp.®.) |
- 6uc [2-(2-nupupun)-atun) He 6onee 0,3% | meHee LOQ
- MetunamuH (npumecs C, Eep.®.)
- APYrue conyTcTayiowme npumecw, He 6onee 0,2 % | meree LOQ
| HHAMBUAYAALHO ! g
- CYMMa Bcex npumeceii - He 6onee 1,0 % i meHee LOQ
! {By-products and degradation E
' products;
| - 2-vinylpyridine (Imp. A, Ph. Eur.) Not more than 0.1 %  (underL0Q)
- bis [2-(2-pyridyl)-ethyl] methylamine | Not more than 0.3 o | lunderLOQ)
 {Imp. C, Ph. Eur.)
| - other related substances, individual | Not more than 0.2 % | (underL0Q)
oumotal) ____ |Notmorethan10% ___ ffnderbOE
' 10. PacrBopeHue * He menee 80 % uepes 30 mu muH. 99 %
 (Dissolution*) ‘ ::3:;;!;‘;4; :,}::l i
' {Not less than 80% after 30 min) E (rrF:in 99 %) *

| {max. 104 %)

|
i

i |
f

\

e — - LI _]i —

f 11. VicnbiTanme na |

!

- MUKpOBUoNOrMyecKyio uucToTy *: !

. -TAMC f He 6onee 10° KOE/r | meHee 10

L -TYMC | He 6onee 10° KOE/r - MeHee 10

| -E.coli | OTcyrereyers 1t | oTcyTerByeT

f (Test for microbial contamination* f ‘:

- -TAMC - Not more than 10° CFU perg | (under 10)
-TYMC g Not more than 10° CFU per g  {under 10)
-Ecoli) | absentinig I | (absence)

| 12. OpHopoaHOCTL AO3UPOBaHHLIX | CoOTBETCTBYET TEKyLeMy H3gaHMIo Esp. . |

| eauHu,
L{Uniformity of dosage units)

* Heperynaphoe ucnsiranue
(*Not regular test)

,,,_gn_iign}pﬂeatg_cyrrent Ph. Eur.
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3TUM Mbl NOATBEPHAAEM, YTO NPUBEAEHHAA Bbillte tepua npopykra 6biia u3rotoenea (sismouasn
YMaKoBKY/MapKknupoBKy) U NpoBeaeHHbINH HOHTPO/IL KA4ECTBA HA YKA3aHHOM NPOU3BOACTBEHHOM YYacTie B
NOHOM COOTEETCTBMM C TpeboBaHKAMK GMP, YCTaHOBAEHHBIMN MECTHBIM PErynaTopHbimM OPraHom, a TaKme
B COOTBETCTBMM CO cneyndmrauueit K PY Ha npenapar.

(We hereby declare that, the above mentioned batches were manufactured, packed, labelled and analysed in
compliance with the current European and GMP ruip;i{h,ﬁ?r the manufacture of medicinal products and in

accordance with the relevant marketing authoriz fegistration requirements).

A. Stoilkovg

(Y Ny AN £t -
MogrorosneH: ............... i U pava: 09 OF. 0
Prepared by ..o..ooooo...... o/ Date
¥/
‘;“ i m Y i;.
YnosHomoueHHoe 1Mo no KAUECTBY .o enens Aara: [ Ve
L)1 = Date:
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