JEPKABHA CJIYIKBA 3 JUKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIA OBJACTI

mpos. Ceitanusoi Haxil, 3, m.Kuie, 02099, rei/daxc: (044) 363-06-50
E-mail: dls.ko(@dis.gov.ua, Koa €APTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3eHOro B YKpainy JikapcbKoro 3acody
03.09.2024 Ne 42780/24/10
BETACEPK®

A2

(uziiMenypanis fiKapcsKoro 3acofy 3TigHO 3 PEECTPAUIEHUM NMOCBITYEHHAAM)
tadsaerkit mo 24 mr: mo 20 Tabaerok v Omicrepi, 1o 1 6iictepy y KapTouniil ynaxesui

{hopyMa BHAYCKY, A03YBAHHS, BRI MAKYBANHA JIKAPCLKOFO 3acoby)
Howmep peectpauiiioro nocsizuenns UA/0489/01/03 crpox aii peectpaniiinoro roceinuesus 01.01.2099
Cepin mikapeskoro zacoby Ne 727608 Kinexicrs BBE3€HOTC Mikapcskoro 3acoby 100

BupoGuuk Maitnan JTIabopartopiz CAC, @panrtia

(HaiiMeHyBaHiE BHPOOHHKA JHKapCesRoro 3acofy, kpalHa IIOXOMKCHA)

Beeieno B Yrpainy CniJbHe YRpaiHCLK0-eCTOHCbKE NiANPHEMCTRO Y dopmi
TOBAPHCTEA 3 00MeskeHow Binnopinansnictio "OnrimMa-Dapm,
JITH", inenr. kom: 21642228

{Haitmenyeanns Ta xox 3a CAPIIOY ropugiumof ocobn abo mpizeiiue, im'a, no Saterori
(piznrof ocobu - nignpiemis, i Micue npowitBalug T peectpaniiiingii nomep obnikopol
KapTKH IIATHEKA roatkis abo cepis Ta HoMep macnopTa)

IIpoTokon Bizyambioero kontpomo eix 27.08.2024 Ne 2542/1.

3a pesylhTaraMH JIEPKABHOFO KOHTPOJIO BCTAHOBNEHO, MO fAikapehxui 3acib Beezeno B Ykpainy 38
JOTPHMAHHSIM BHMOT 3AKOHOIABCTBA LI0A0 3a0e3neYeHHS AKOCTI TKaPCEKUX 3acobis.
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RARNIN0H3IFA9RS 1.0, CURRENT

Mylan Laboratories SAS/ Maiinan NabopaTopiz CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatilion-
sur-Chalaronne, France /Pyt ae BensBinb, Jibho i
Menap, 01400, WaTwioH-Clop-lilanapod, ®pandyis
Certificate of analysis/Ceprudikar ananisy

Rifpetived

L L

Betaserc 24mg 1x20 tab UA - Material 200540522

BeTtacepk 24mr 1x20 a6 UA - MaTepiam400540522

r
— Batch [27%%__ _ 1

e nmmEE S .-

T e o W g

: . F
bt b2 L ;- Cepia J2750 -}

1. Name of product/ Haaea npogykry BETASERC®/BEETACEPK®
2. Country of the manufacturer/ Kpaiva supo6HuK France/®panyjin
a. Registration certificate number in Ukraine/ Homep UA/0489/04/03

PEECTPaLIAHOro NOCBIAYEHHA B YKpaiHi

4. | Strength/ Cuna gair

24 mg betahistine dihydrochloride/
24 mr BetaricTuHy aurigpoxnopugy

5. Pharmaceutical form/ Nixapceka chopma

Tablets 24mg [ TadneTku 24mr

Size and type of the package/ Poamip i Tun

20 tablets in blister; per 1 blister in carton box/ 20

6. TabneTok e GnicTepi; no 1 GnicTepy B KapTOHHIR
ynaKoBky :
ynakosui

2 | Batch number/ Homep cepii nL27008, =

" | Batch size / Poamip cepll 229900 packs/fyn
8 Date of manufacture/ flata srpoBHuTea %.Q4,20%ﬂ ——

" | Date of batch release / fata sunycky cepii 108.07 5024 "“s
g Expiry date/ [lata 3akiHdenHs Tepminy s e s k] S

NPUOATHOCTI

£03.2027 . _

10. | Name, address and manufaciuring license
numbers far all sites responsible for
manufacturing process and quality control/
Hasea, anpeca Ta Homepw nileHsii Ha
BUPOBHUILITBO AhA BCIX BUPOBHUKIE,
BIANCBIAANLHMX 38 BUPOBHWY Wi npouec i
KOHTROIMB SKOCTI

Mylan Laboratories SAS, Route de Belleville, Lieu dit
Maillard, 01400, Chatillon-sur-Chalaronne, France /
Mawnan NaGopartopis CAC, PyT ge Benseink, Moo ai
Menap, 01400, WaTtuitoH-clop-lanapoH, Gparuia

Manufacturing Autherization / Niuenzis Ha
BUpOGHKLTBO: 2022 294 1 2

11. | Resuits of analysis/ Peaynstati ananiay

See table below/ [luB. TaBnunuio Hkue

Results of analysis/ Peaynstatu aHanisy

Effective Date (EST) : p1.)ah20m4t

Print Date (EST) : 88-Jul-2024

Parameter tested Acceptance limits Resuits
KoHTponsoBaHWiA napametp Honyctrumi mexi Peaynbtatm
Appearance/ 3oBHiWHIA BUrmMsAA Round, biconvex, scored, white to | Complies /
almost white tablet with bevelled | Bignosigae
edges and the inscription 289" on
either side of the score on one
tablet-side. The diameter is about
10 mm and the tablet weight is
about 375 mg. /
Kpyrni, aeconyxni, ginumi, Gini
abo matxe Gini TabneTiut 3i
CKCLUHWMW Kpanamu, 3 OfHOMO
BoKy 3 HACIUKOI | MapkyBaHHAM
«289» no obuaea Goku Big %;
sacivry, JiameTtp Snnssko 10 £
MM i aara tabneTikn Gnuabko 375 @
Ml E
Identification / laeHmudpirkauia E
- Retention time (HPLC) Yac yrpumysaHHs Complies / Bignoeinae Complies / 2
(BEPX) Bianoeinae 2
- UV spectrum / Y& cnexTp Complies / Bignosinae Complies / =
Binnoeigae E
Purity / YneToTa
Degradation products (HPLC} / Mpogykru gerpapauii
(BERX) Tertiary amine trihydrochloride/ TpeTumhwi NMT 0,2 %2/ He Ginkwe 0,2 %2
amin Tpurigpoxnopua?
- 2~vinylpyridine hydrochloride / NMT 0,1 %2/ He Binbwe 0,1 %7 | [<0.1 [
2-BiHiNNipuavH rigpoxnopunn
- Unspecified, each / HesctaHosneHi, koxHuii NMT 0,2 %2/ He Ginblie 0,2 %2 | [<0.1 |
- Sum/Cyma NMT 0,7 %2/ He 6inswe 0.7 %2 | <61 ]

PU-CU/ v 2002 AR 308 My 5/%/




RORMOGOS TIN5

1.0, CURRENT

Mylan Laboratories SAS/ Malinan NabopaTtopis CAC
Route de Belleville, Lieu dit Maillard, [}140(_}[ Chatillen-

sur-Chalaronne, France /

PyT ae benssine,

BMO 4

Menap, 01400, WaTniAcH-Ctop-LLlanapoH, Gpanuis
Certificate of analysis/CepTugikar ananisy

Kffpetived
Pagoelor, |2

P oo e o o

727608

g T |

| il ]

727608
L2

AL U

Content / Bmict

L T .

- Betanistine dinydrochloride (HPLC) / 22,8 - 25.2 mghablet / 243 .
. ) MriTabnetka
BeTarictuny aurinpoxnopusg (BEPX)
Uniformity of dosage units / OgHopiaricTe go3oBaHmx Complies with requirements of Complies /
OMHKULB USP<905> or Ph. Eur. 2.9.40 / Binnosinae

- method “"Content uniformity” / meton «OpgHopigHicTe

Bignosigae sumoram
PCLWA<G05> abo E¢ 2.9.40

BMICTY»
Average tablet weight (n=20) / Cepeats maca TabneTkn | 356 — 394 mgimr 378 T
(n=20) m—_———
Dissolution (USP<711>), in pH 6.8, apparatus 2, 50 rpm, | Q=80% Complies /
30 minutes / PoauutenHs (SCLUA <711>, npu pH 6.8, Binnosipae
anapar 2, 50 06./xe., 30 xBunuH)
Microbiological Quality® / MikpoGionoriiha umctora’ Complies with Ph.Eur. 5.1.4 Not tested / He
{non-agueous preparations for | TecTysanocs
oral use) / Bignosinas €® 5.1.4 | or/afg

-TAMC (total aerobic microbial count), , Ph.Eur. 2.6.12/
3aranbHe WMeno aepobHuxX mikpoopraHiamis, €4 2.6.12
-TYMC (total combined yeasts/moulds count), Ph.Eur.
2.6.12 / 3aranbHe YUCNo APNGIKERUX Ta MIICEHEBIX
fpubis, €P 2.6.12

-Escharichia coli, Ph.Eur. 2.6.13/ €¢ 2.6.13

{(He BOAHI nikapchki 3acobu ans
OpaneHoro 3acToCyBaHHA):

S103CFU/g / 103 KYO/Ir

<102 CFU/g / 102KYOIr

Absent/g / BigcyTha/r

DAbsent/g/

BigcyThsa/r

! Tertiary amine trihydrochloride = N-methgl-bis- beta(2-pyridyl)sthyllamine triha/drochloride, at release not

routinely tested. the requirement is covered

y Abbott with the’ relevant test an

rug substance / TpeTUHHUIA

amix Tpurigpoxnopug, =N-meTun-Bic-[GeTa(2-nipngun)etin]amiy TPUTIAPCXNOPKA, HE BUZHAYAETHCA PYTUHHO
Nph BrNyCKy . BUMOra 3alieanevyeTben kKoMnaHie AGBOTT npu BIANOBIAHOMY TECTYBAHHI [il040T PEYOBMHM.

? Percentage of the label ctaim of betahistine dihydrochloride. / BiacoTok Big 3a3naueHol Ha eTUKeTUI KiNbKkoCH

SeTarictHy gurinpoxnopuay.

? Tested one out of twenty batches (or at least one batch

ABanuATH cepiit (abo uioHakmeHLe 1 cepia Ha pik) Ans roToROro NpoAYKTY.

per year) on finished product / TectyeTsena Ha onHii i3

Effective Date (EST) : ga-Jah-20my

Print Date (EST) : 83-Jul-2024

Marie Hosta

Printed by :




RUBXIB003709925
Mylan Laboratories SAS/ Mainan flaGopatopiz CAC

1.0, CURRENT Effpriived

Pageicr. |3

Route de Belleville, Lieu dit Maillard, 01400, Chatillon-

sur-Chalaronne, France /PyT ne benbBink, Jbio aj
Menap, 01400, IllatuioH-Gop-lUanapon, Opaduis

Certificate of analysis/CeprudikaT ananisy
Betaserc 24mg 1x20 tab UA - Material 400540522

rw—wmq
1 727608
: — Batch == = = ~ =1

e,

iM?’ZT"ES'.'}P.'

PR

- Cepis

12. | Comments/ KomeuTapi Destination countries: Ukraine
KpaiHu-imnopTepu: Yrpaina
13. | Certification statement/ | hereby certify that the above information is authentic and accurate. This
Jassa npo ceptudikalljio batch of product has been manufactured (including packaging/labeling
and quality control} at the above-mentioned site(s) in fuil 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. / Liym NIATBEPAXKYIO, WO
BULLEBMKNa/eHa IHhopMauin € aaTeHTHYHO | BipHow, Lo cepio
npenapary B1PoBNeHo (BKMOYAKHK NaKyBaHHA/MADKYBAHHS T& KOHTPOSh
AKOCTI} BUILEBKa3aHUM BUPOBHUKOM Y NOBHIRA BiANOBIAHOCTI 2 BUMOramu
GMP nokankHOro perynaTopHOro oprauy i 3 3aTBepIkeHUMHU
cneuugpikailiamm 2rigHo a PeecTpauiiHum noceiguentsm kpaiiu-
iMropTepa. NokymenTauilo Woao enpoBHUUTEE cepii, MAKYBaHHA i
TeCTYBaHuA NepesipeHo, i BCTaHoBNeHo 1T sianosigHicTs Bumoram GMP.
14. | Name and position & title of P Suniane JOMAIN. - 0 o = m;
person authorizing the batch | & Tiacq person / YNoBHOBaxeHa ocoba
release/ IM'Aa Ta nocapa
ocobu, BignoBigansHoT 3a
BUMYCK cepii
15. | Signature of person e m e g nally signed oy Lavrizre. §
authorizing the batch release/ | iLauriane Jomain- maintisaesis g
Nianuc ocobu, BinnosinaneHol | EM549335 Eg;-’ééo“'m‘” 08:55:25 ;
13 Bunyck cepii Bom s e o mew e e me
16, | Date of signature/ [lata NN T —
nanucy 121.07.2024 o ml

Affiliale template version V.07 / Bepcis wabnony napreepa V.07

Effective Date (EST) : pa-Juh20mg

Print Date (EST) : p3-Jul-2024

Printed by : Marie Hosta




JEPKABHA CIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KHIBCBKIN OBJIACTI

npos. Ceitnuusol Hanil, 3, m.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
PO AKICTH BBE3eHOr0 B YKpaiHy JiKapchKoro sacody

18.12.2024 Ne 65850/24/10

BETACEPK®

(HaliMEHYBaHHA MiXapCHKOr0 3208y 3TiAHO 3 peecTpalliiiauM nocsifde M)
rtaGuerky no 24 Mr: mo 20 TaGaerox y Gaicrepi, no 1 Guicrepy y KapTouHiil ynaxosui

(diopMa BUTIyCKY, A03YBAHHA, B, IaKkyBAHHA AikapcsKOro sacoby)

Howmep peectpanifinoro nocsizuenns UA/0489/01/03 crpox aii peccrpanitinoro nocsinuernna 01.01.2099

Cepix mikapcskoro 3acoby Ne 728459 Kinsxicts BBeseHoro nikapeskoro 3acofy 200
Bupobuk Maiinan JlaGoparopiz CAC, ®panuis
(ualiMeHyBaHHA BRpOOHHK] JHKapekKoro sacofy, kpaila HOXomxeHNR)
Breseno B Yxpainy Criabne yKpaiHCbK0-eCTOHChKe MANPHEMCTBO Y (OpMi TOBApHCTBA
3 oGmesxeHo10 BignosigaanuicTio "OnTima-®apy, JTA", inenr, kox:
21642228

(HafivMenysanEs T8 Kox 32 €HAPIIOY wpmmrdsoi ocobu abo npizsume, iM'a, no atbxosi disnunol
0co6H - TimpHemis, T MICUE IPOXMBARHA T peecTpalliiiaui HoMep 06MIXOBOT KAPTRY MIATHHKA
nmonaTkis 200 cepls Ta HOMEp NacnopTa)

IIpoTokon sisyaasnore xourpoaro sig 10.12.2024 Ne 3942/1.

3a pesylbTAaTaMy JEPRABHOTO KOHTPONIO BCTAHOBICHO, WO Jixapcekuit 3acib Bmeseno B Yxpainy 3

JOTPHUMAHHSIM BHMOT 33K0HO/IABCTBA OO 3a06e3 ey enHs axocTi aikapeskux zacobis.

Onsra €PEOMEHKO

{iminiany T npispime)

OO KOHTPOMO)




FORM-003101225

Mylan Laboratories SAS/ Maiinat flaGopartopiz CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatfllon-
sur-Chalaronne, France /PyT fie Benbgine, JIbHO fi
Menap, 01400, 1UaTuion-clop-LLianapoH, ®paHuia

Certificate of analysis/Ceptudikar ananiasy

2.0, CURRENT

Effective

[oaass —

28459

Betaserc 24mg 1x20 tab UA — Material 1400540522 ' Batch 724%%_ _ _ 3

L

i~ Cepin fassss_ " "7

1. | Name of product/ Hasea npoayxry BETASERC®/EETACEPK®
2. | Country of the manufacturer/ Kpafda snpoBhmk France/®paHuis
3, Registration certificate number in Ukraine/ Homep UA/0489/01/03

peecTpaLifiHore noceigyeHHa B YpaiHi

4. | Strength/ Cuna qaii

24 mg betahistine dihydrochloridef
24 Mr BeTaricTury Aurigpoxnopuay

Pharmaceutical form/ NMikapcexa dopma

Tablets 24mg / Tabnertku 24mr

Size and type of the package/ Poamip i Tun

20 tablets in blister; per 1 blister in carton box/ 20

6. Tabnetok B GriicTepi; no 1 Gricrepy B KapToHHi
YNaKoBsKu ynakosy___
- | Batch number/ Homep cepit r7._2_£ii5_9_.__._l
" | Bateh size / Poamip cepil M24p00 packsiyn.
8 Date of manufacture/ Jata empoBHuLTea I.é} EDZZ : : : |
" | Date of batch release / Oata sunycky cepii 176702024 — "1
Expiry date/ [laTa sakinyeHHA Tepmiy G it
9. NPMAATHOCTI 1962027 R |

10. | Name, address and manufacturing license
numbers for all sites responsible for
manufacturing process and quality control/
Hasea, agpeca ta Homepw nillensii Ha
BMPOBHMLTBO gnA BCiX BUPOBHUKB,
BiANGCEIAaNLHNX 33 BUPOBHUYNE NpoLlec |
KOHTONb SIKOCTI

Mylan Labaratories SAS, Route de Belleville, Lieu dit
Maillard, 01400, Chatillon-sur-Chalaronne, France /
Mannan Nlabopavopis CAC, Pyt fe Benbsins, Jsito ai
Menap, 01400, WaruicH-ciop-llanapok, PpaHLia

Manufacturing Authorization / INiteHais na
BUpOBHUUTBO: 2022 294 1 2

11. | Results of analysis/ Peaynbraty aHanisy

See table below/ Aue. Tabnuuw Huxye

Resulis of analysis/ P

e3ynbLTaTv aHanizy

Parameter tested Acceptance [imits Resulis
KonTponbogauuii napamerp Honyetnmi Mexi PezynwTaTtu
Appearance/ 30BHIWHIR BUrRAA Round, biconvex, scored, white to [ Complies /
almost white tablet with bevelled | Bignosigae
edges and the inscription "289" on
either side of the score on one
tablet-side. The diameter is about
10 mm and the tablet weight is
about 375 mg. /
Kpyrni, geoonykni, ainumi, Gini
aGo maliwe Gini TaBneTry si
CKOLUEHUMU KpasaMK, 2 OJHOMo
BOKY 3 HaCIYKOIO | MapKyBaHHAM
«289» no oBuaga Goky sig
Hacidkn, OiameTp Gnuabko 10
MM i Bara TabneTkn Bnusexo 375
M.
Identification / |nexnTudikavis
- Retention ftime (HPLCY Uac yipumysaHHs Complies / Bignosinae Complies /
(BEPX) Binnoeipae
- UV egpectrum / Yo crektp Complies / Bignosigas Complies /
Bignosigae
Purity / YuctoTta
Degradation products (HPLC) / Ipeaykty aerpapadi
(BEPX) Tertiary amine trihydrochloride’ TpeTurHuWi NMT 0,2 %2/ He Ginbiue 0,2 %2
amiH Tpurippoxnopug’
- 2-vinylpyridine hydrochloride / NMT 0,1 %?/ He Ginbwe 0,1 %2 |
2-gidinnipuamH rigpoxnepug
- Unspecified, each / HescTaHoBNEHI, KOXHWIA NMT 0,2 %? / He Ginblue 0,2 %2
- Sum/Cyma NMT 0,7 %2 / he Binbue 0,7 %2 |[<0.1 |

By .o $OOD

A

06 1. 2%

Effective Date (EST) : (4-Jan-2024

Print Date (EST) : 04-Nov-2024

Printed by : Sabine Laurent

7




FORM-003101225

2.0, CURRENT

Mylan Laboratories SAS MaiinaH JlaGopatopis CAC
Route de Belleville, Lieu dit Matllard, 0,14001,I Chatillon-

sur-Chalaronne, France /Pyt ne Benbsinb,

bIO Al

Menap, 01400, Watiion-crop-LWanapoH, ®paHuis
Certificate of analysis/Ceptudikar ananisy
1400540529 : —Batch Mg — 7~ °

Effective
Page/cT. |2

i S |

Frossm o m_—-— b H —-— o eem wme
Betacepk 24mr 1x20 Ta6 UA - Marepiam400540522 ¢~ Cepia = = P
Content / Bmict _—— - = -
- Betahistine dihydrochloride (HPLC) / e te5e2 npnahlct] N
Berarictnhy gurinpoxnopua (BEPX)
Uniformity of dosage units f OgHepiaHicTk fo30BaRHMX Complies with requirements of | Complies /
oguHULL USP<805> or Ph. Eur, 2.2.40/ | Bignosigae

- method “Content uniformity” / meTog «QatopigHicTs
BMICTY»

Binnoeigae BUMoram
GCUIA<805> abo Ed 2.9.40

Average tablet weight (n=20) / CepegHa Maca Tabnetin
{n=20)

356 — 394 mg/mr

I??‘%_ B - |

Dissolution (USP<711=>), in pH 6.8, apparatus 2, 50 rpm,
30 minutes / PosuuHerHa (PCLUA <711>, npu pH 6,8,
anapat 2, 50 06./xe., 30 xBunvn)

Q=80%

Complies /
Bignoeigae

Microbiological Quality? / MixpoGionoriHHa ureyoTa®

Complies with Ph.Eur. 5.1.4
{non-aqueocus preparations for
oral use) / Bignoeinae €& 5.1.4
{+e BOAHI NiKapckki sacobn gns
OpPanLHOro 3acTOCYBaHHA);!

Nof tested / He
TecTysanoch

orfabo

— e N R

-TAMC (total aerobic microbial count), , Ph.Eur. 2.6.12/ | <103 CFU/g /<103 KYOIr D | ]
3aranksHe Yucne aepofHux Mikpoopravismis, €¢ 2.6.12 -
-TYMC (total combined yeasts/moulds count), Ph.Eur. <102 CFU/g/ =102 KYOIr [':[ 1 I
2.6.12 / 3aranbHe YMCno ApiKIEKEeBUX Ta NNICEHEBUX i g
rpubis, €4 2.6.12 i D

-Escherichia coli, Ph.Eur. 2.6.13/ €& 2.6.13 Absent/g / BiacyTHs/r Bm’:f::ﬂf}trfg /

' Tertiary amine trihydrochloride = N-methyl-bis- beta(2-pyridyl)ethyllamine trihgdrochloride, at release not

routinely ‘tested, the requirement is covered by Abbott with the’ relevant tesf on

rug substance / TpeTWHHWA

amiH Tpurigpoxnopua =N-meTtun-Gic-[Bera(2-nipyannleTyn]amiy TPUTAPOXNOPKA, HE BUIHAYAETLCS PYTUHHO
npy BUNYCKY , BUMOTa 3aBe3neqyeTbesa komnatiel AGBOTT npu BiGNoBiAHOMY TECTYBaHHI AitoyoT PEYOBKHW.

2 Percentage of the label claim of betahistine dihydrochleride. f BincoTok Bif 3asHaveHol Ha eTukeTyi KinkkocTi

BetaricTuhy gurigpoxnopuay.
3 Tested one out of twenty batches (or at least one batc

AranuaTv cepii (abo WoHanmeHwwe 1 cepisi Ha pik) ANA FOTOBOIO NPOAYKTY.

h per year) on finished product / Tectyetsca Ha ogHif is

LEffective Date (EST) ¢ g4.Jan-2024

Print Date (EST) : 04-Nov-2024

Printed by : Sabine Laurent




FORM-003101225
Mylan Laboratories SAS/ Malinad NlaBopavopia CAC

Effective
Page/cr. |3

2.0, CURRENT

Route de Belleville, Lieu dit Maillard, 01400, Chatillon-

sur-Ch

alaronne, France /

PYT Ae berlbeink, JIbio i

Menap, 01400, THatunon-crop-WanapoH, ®paHuia

Certificate of analysis/Ceprudikar aHanisy

. (7opass.
| — Batch = & e = =}

Frogase

'~ Cepin S50 _ _

12. | Comments/ KomeHTapi Destination countries: Ukraine
Kpainu-imnopTtepu: Ykpaina
13. ( Certification statement/ | hereby cerfify that the above information is authentic and accurate. This
3anBea npo cepTudikallio batch of product has been manufactured {including packaging/labeling
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. / Lium nigTeepmxyio, Wo
BULLleBUKNaAeHa iHopmalin e asTeHTHYHOL [ BipHOW. Lo ceplio
npenapary eMpobnexo (siTiouaouy nakyBaHHA/MapKYBaHHS Ta KOHTPOTb
FIKOCTI) BMILEGRKA3AHWM BUPOGHUKOM Y NOBHIA BionoBinHOGTI 3 BUMAramu
GMP nokanbHOro perynaTopHOro opraHy i 2 3aTeepmKeHuMK
crieyndikauiamm arigHo 3 PeccrpaliifiHium NOCBIAYEHHAM KpaiHu-
iMropTepa. flokymeHTauiio WoAo BUPOBHWLTEA cepii, rakysaHHA i
TecTyBaHHA nepesipeHo, i Beradosneko 1T pignosigHicTs sBuMoram GMP.
14. | Name and position & title of IRomain NALLET —i
PEr=on autponzmg the batch Qualified person / ¥nosHosaxeHa ocoba
release/ Im'a Ta Nnocana
ocobt, BignosigankLHo sa
BUNYCK cepil
15. | Signature of person Do vimi s o [font: Digitally signed by Romain. 1
authorizing the hatch release/ |R0ma'n Na”et“- N::Iet-iiSQ%SSI y I
Mignvc ocoBu, BignoBinankHoi |M54655 1 E;:?;;ozq'"‘zm“&ss 1
3a BUNYycK cepii e e e ———
16. | Date of signature/ Aata

nignucy

T20112024" 7 7 "1

Affiliate template version V.07 / Bepcin wabnoHy napTHepa V.07

Effcetive Date (EST) : 04-Jan-2024

Print Date (EST) : 04-Nov-2024

Printed by : Sabine Laurent




JEPKABHA CJIYIKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIFO 3A
HAPKOTHKAMM Y KHUIBCBKIH OBJACTI

apos. Caitnwunoi Hazil, 3, m.Kuig, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPITOY 37078774

BHCHOBOK
NPO AKICTL BBE3EHOro B YKpaliy JHKapCeLKore 3acody

21.11.2024 Ne 59551/24/10

BETACEPK®

{nafistenysauna aikaperkoro saco8y 3riano a peecTpaniiiHim nocsiguenmm)
TadsieTkn 1o 24 mr; o 20 Tadaerok y 6aicrepi, no 1 GaicTepy y kaprouuiii YIAKOBI

(dopaa mumycky, Ro3yBAHIA, B/ IIKYBAHHA AIRAPCEKOTD 30c06Y)

Hosep pecerpauifisoro nocsimuenns UA/0489/01/03 crpok nii peccrpauiiindro noceizverns 01.01,2099

Cepin nixapcskoro sacofy M 729009 Kinskiets BBesenoro gikapeskoro sacoby 900
BrpoBHuk Maiinan JlaGoparopiz CAC, Opanuiis
{HeiiMenysamin supoSunka nikapesroro sacofy, kpaina TOXCREHHR)
Baeseno B Yxpainy Cninbie ykpaiHCLKO-eCTOHChKE MIANPHEMCTBO ¥ dopMi ToBapHCTRa
3 obmeskenoro Bixnosigaabuicrio "Ourimva-Papn, AT, inenr. ko
21642228

{uafisertypanng 1a kog 12 €IPIIOY 10puauusol ocobu afb npizenme, is's, no BaTexoei disnyuoi
ocofi - mianpaemts, if micne npoxapannd Ta peecTpaniiiani HoMep oBiRORAT KAPTKY MAATHIKA
ROAATKIB alo cepix Ta HoMep MicNopTa)

Ilpovoron Bisyasnsuoero xontpoamw sig 14.11.2024 Ne 3547/1.

3a  peaynbTaTami AEPKABHOLD KOHTPOSIO BCTAHOBNEHO, N0 JHiKApchKHil 3a0i6  BBEeHo 8 Yxpainy 3
AOTPHMAHHAM BiMOT 3AKOHOJABCTEA ILOAO 3a6E37IEYEHHSA SKOCT] NiKAPChRIX 3acodis,

r’% - Oubra EPBOMEHKO

firiee) f_:iIll'!.}.il!'.m_!'?‘l‘ﬂ':ll'p'i’iﬁilllié)'..




FORM-003101225 2.0, CURRENT Effective

Mylan Laboratories SAS/ Maiinan MaGopaTopiz CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, Frange /PyT ge benbBink, Jlsne gi
Menap, 01400, WaTturoH-Ciop-LLlanapoH, ®paHuis

Certificate of analysis/CepTuchikat aHanizy

r
Betaserc 24mg 1x20 tab UA — Material 1400540522+~ Batch JJ2_ . _ 4

e m == — oo

P ittt . . P == me mm
BeTacepk 24mr 1x20 Ta6 UA - Matepiani400540522 - Cepin 20000 3
o
1. Name of product/ Hasea npoaykTy BETASERC®/BETACEPK® E
2, Country of the manufacturer/ Kpaida supobruk France/®paHuia =
3 Reglstrahlo“n cernflcatf_a number in Ukr:a[nef Homep UA/0489/01/03 o
peecTpayUiiHoro NocBigYeHHsA B YKpaiHi )
i Strenath/ Cuna il 24 mg betahistine dihydrochloride/ =
) 9 A 24 Mr BeTaricTuHy avrigpoxnopyay 2
5. | Pharmaceutical form/ Nikapckka gopma Tablets 24mg / TaGneTku 24mr %
. oo 20 tablets in blister; per 1 blister in carton box/ 20 Z
6. Size and type of the package/ Posmip i Tun TaGneTok a GnicTepi; no 1 BricTepy B KApTOHHIRA R
YNaKoBKiu . £
yakosui 2
7 | Batch number/ Homep cepii pL22003. ., -
" | Batch size / Poamip cepii 12000 o . packsiyn.
8 Date of manufacture/ JaTa aupoBHuuTaa I.,QT.202.4 N |
" | Date of batch release / Oarta sunycky cepii 130.09.2024 — "'E
Expiry date/ [ata 3akiH4eHHs TepMminy T e ——
9. NPUAATHOCT 1062027 .. o ok 2
10. | Name, address and manufacturing license Mylan Laboratories SAS, Route de Belleville, Lieu dit 3
numbers for all sites responsible for Maillard, 01400, Chatillon-sur-Chalaronne, France / ]
manufacturing process and quality control/ Mawnax NaGopatopis CAC, PyT fe Berbsine, Ibio ai <
Hasga, agpeca Ta HOMepK AiLIeH3IR Ha Menap, 01400, WaTtuion-ciop-LUanapox, ®paHuia =
BUPOBHWLTBO NS RCIX BUPOBHMKIE, i
BiANOBIAANLHMX 3a BUPOGHWUMA ApoLec i Manufacturing Authorization / Niuexais Ha &
KOHTPONE AKOCTI BUpOBHWUUTRO: 2022 294 1 2 =
11. | Results of analysis/ Peaynetatu ananisy See table below/ [Ivs. TaBruuto HWKYe §
<
Resulits of analysis/ PeayntTaTu ananisy §
Parameter tested Acceptance limits Results P
KontponsoBaHui napamerp fonyctumi mexi Pesynertatw
Appearance/ 308HIWHIA BUrNRA Round, biconvex, scored, white to | Complies /

almost white tablet with bevelled | Bianosinae
edges and the inscription “289" on
either side of the score on one
tablet-side. The diameter is about
10 mm and the tablet weight is
about 375 mg. /

Kpyrni, Asocnykni, ginuei, Gini
abo mamke Gini TabneTky ai
CKOLLEHWMU KPAAMM, 3 OQHOTo
Goky 3 HaciYkoto | MapKyBaHHAM
«289%» no obraea Gokn Big
Haciukn. Jiametp Grivabke 10
MM | Bara TabneTtkn Bnmseko 375

Printed by : Sabine Laurent

Mr,
tdentification / laeHTudikais
- Retention tme (HPLCY Yac yrpumyeanHs | Complies / Bianosigae Complies /
(BEPX) Bianceinae
- UV spectrum / YO cnektp Complies / Bianosizae Complies /
Bianceigae
Purity / YucToTa
Degradation products (HPLC) / MpoayxTv aerpanauii
(BEF-)X) Tertiary amine trihydrochloride!/ TpeTuHHMUA NMT 0,2 %2 / He Binbwe 0,2 %2 | [<0
amiH Tpurigpoxnopua’
- 2-vinylpyridine hydrochloride / NMT 0,1 %2/ He Ginblue 0,1 %2 -
2-BiHiNnipWAWH rigpoxnopug
- Unspecified, each / HeecTaHoBReHI, KoXHUI NMT 0,2 %2 / He Ginkle 0,2 %?
- Sum/Cyma NMT 0.7 %2/ He Ginswe 0,7 %2 | [<0.1 ]

By pn SAESS

07 11 24 A




FORM-003101225 2.0, CURRENT Effective
Mylan Laboratories $SAS/ Matnan flaGopatopis CAC ,
Route de Belleville, Lieu dit Maillard, 01400, Chatillon- Page/er. |2
sur-Chalaronne, France /Pyt ge bembBins, fbo A
Menap, 01400, Watnion-Gop-LlanapoH, dparyis

Certificate of analysis/CepTudikar ananiay

Betaserc 24mg 1x20 tab UA — Material 1400540522 1 — Bateh g = ™ =
Betacepk 24mr 1x20 Ta6 UA - Matepiami400540522 = Cepin Toeoes
Content / BmicT —n mm o om
- Betahistine dinydrochloride (HPLC) / 22,825 2.mgftablet 1243 _ o ]
. . Mr/TabneTka
BeTtaricTiHy purinpoxnopug (BEPX)
Uniformity of dosage units / OgHopigHicTs Ao30BaHMX Complies with requirements of | Complies /
oAMHNUL USP<905> or Ph. Eur. 2.9.40/ | Bignosigae
- method “Content uniformity” / MmeToa «OaHopigHicTh Bignogigae Bumoram
BMICTY» PCLUA<Q05> abo € 2.9.40
Average tablet weight (n=20) / CepeaHs maca Tabneti | 356 — 394 mg/mr éﬁm T
{n=20) = e
Dissolution (USP<711>), in pH 6.8, apparatus 2, 50 rpm, | Q=80% Complies /
30 minutes / PosunHerHsa (OCLUA <711>, npu pH 6,8, Bignoeinae
anapat 2, 50 o6./xe., 30 xB1nuK)
Microbiclogical Quality® / MikpoBionoriuna uncroTa? Complies with Ph.Eur. 5.1.4 Not tested / He
{(non-aqueous preparations for | rectymanocs
oral use) / Bignosinae €P 5.1.4 | or/a6o
(He BogHi nikapcbki sacobu gns
OpanLHOro 3acTocyBaHHA);
-TAMC (total aerobic microbial count), , Ph.Eur. 2.6.12/ | £103CFU/g/ 102 KYOIr E:Ilm "
3aranbHe Jucrno aepobHnx mikpoopranismie, € 2.6,12 e e —-——
-TYMC (total combined yeasts/moulds count), Ph.Eur. =102 CFU/fg / =102 KYQir E]; |
2.6.12 / 3aarankHe YMCNo OpixoKesux Ta NRiceHesunx R e ikl
rpwbie, €4 2.6.12 m
-Escherichia coli, Ph.Eur. 2.6.13/ € 2.6.13 Absent/g / BigcymHsair - Absent/g /
BigcyTHa/r

" Tertiary amine trihydrochloride = N-methgl-bis- beta(2-pyridyljethyllamine trihydrochloride, at release not
routinely tested. the requirement is covered by Abbott with the relevant test on rug substance / TpeTuHHMA

amiH Tpuriapoxnopua =N-metun-Gic-[Geta(2-nipuavn)eTvn]amin TPUIOPOXNOPIL, HE BUSHAYAETHCH PYTUHHO
Npi BAMYCKY , BUMOra 3aBesneuyeThea KomnaHielo AGGATT Npu BignosigHOMY TecTyRaHHI Ailoyoi PevoBMHA,

2 Percentage of the label claim of betahistine dihydrochloride. / BincoTok sin 3asHaueHol Ha eTUKeTUi KiNbKocTi
GeTaricTwHy aurigpoxnopuay.

3 Tested one out of twenty batches (or at least one batch per year) on finished product / TecTyeTbca Ha 0aHIR i3
ABAAUATY cepiit (abo wioHaiiMmerile 1 cepisa Ha pix) ANA roTOBOrC NPOAYKTY.

Effective Date (EST) : g4.Jan-2024

Print Date (EST) : 01-Oct-2024

Printed by : Sabine Laurent




FORM-003101225 2.0, CURRENT Effective
Mylan Laboeratories SAS/ MaitnaH faBoparopiz CAC Page/cr. |3
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, France /PyT fe BeibBink, JIbt0 ai
Menap, 01400, Watuiion-Ciop-LllanapoH, Gpanuis
Certificate of analysis/CeprudikaT aHanisy P L —
------------- 720009

| ~Batch =" e e

porm e e

- Cepin VE0_

12. | Comments/ KomeHTapi Destination countries; Ukraine
KpaiHu-imncptepu: YrpaiHa
13. | Certification statement/ | hereby certify that the above information is authentic and accurate. This
3anBa npo cepTucbikaLlio batch of product has been manufactured (including packaging/labeling
and guality control) at the above-mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the
spacifications 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. / Lium niaTeepoxyo, two
BULeBMKNagera iHbopMauUis & aBTEHTUYHOIC | BipHato. Liio cepito
npenapaty BUpobneHo (BKNKYAKYM NaKyBaHHA/MAPKYBaHHS Ta KOHTPOMb
AIKOCTI} BULLeBKasaHuM BMPOGHUKOM ¥ NOBHIM BignosigHOCT 3 BUMOramy
GMP nokaneHoro perynatopHoro opraHy i 3 saTeepaeHuMn
cneLmcbikauiamn 3riZHO 3 PeecTpaLifHAM NOCRIAEHHAM KpaTHU-
iMnopTepa. flokymeHTalilo Wogo BUpoSHULTBa cepil, NaKyBaHHA |
TECTYBAHHA NepeBipeHo, | BCTAHOBNEHO i1 BIANOBIAHICTE BuMoranm GMP.
14. | Name and positicn & tille of Felfick BERT o _1
person authorizing the batch | & iia ey person / YnosHoBaxeHa ocofia
release/ Im'a Ta nocapa
ocobuy, BiarnosigancHoi 3a
BUNyck cepil
15. | Signature of person TR A e e il
au%horizing thpe batch releases | \Elrick Bert- 'é'é?iﬁ'é’?&%;?d by ]
Mianve ocobu, BignosigansHoT IM 550099 Date: 2024.10.08 09:13:02
3a Bunyck cepii b e an —ROL e
16. | Date of signature/ flata

nignuey

Affiliate template version V.07 / Bepcis wabnowy napTtHepa V.07

Effective Date (EST) : g4-Jan-2024

Print Date (EST) : 01-Qct-2024

Printed by : Sabine Laurent




JEPKABHA CJIYAKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU ¥ KHIBCBKIN OBJIACTI

mpos. Ceitmigsol Hanil, 3, m.Kuis, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BACHOBOK
Npo SIKICTH BBE3EHOT0 B YKpaiuy JiKapehbKoro 3ac00y

28.11.2024 Ne 61000/24/10

BETACEPK®

2.

{HaiTMENYBaMILT NKAPCLKOTo 3acofy 3rigHo 3 peccTpaniHHIM NOCRiAYeHHAM)
rabaeTicH o 24 mr: mo 20 Taénerox y Gaicrepi, mo 1 Gicrepy y Kaprouuiii ynaxosni

(thopMa BHNYCKY, KO3YBAHHA, BUI NIAKYBAHH TIKAPCEKOTO 3acoby)

Howmep peecpaniiinoro nocsimsenns UA/0489/01/03 crpox aii peectpauiiinoro nocainteHna 01.01.2099

Cepis nixapcskoro 3acoby Ne 729010 Kinbkicts BBe3eHoro mixapeskoro 3acoby 300
Bupofumk Maiinan Jla6oparopis CAC, Opannis
(Haiimenypanss supobHHKa Tikapchroro 3acofy, kpaina HOXOKCHES)
Baeseno B Vipainy Crisbsie yRpainchLKo-eCTOHChKE MIMPHEMCTBO Y hopMi TOBapHCTEA
3 gGMexxenomo Bignosigaasnictio "Onrima-®apm, JITI", ixenr. won:
21642228

(waiiMenyBanng Ta Kox 3a €PIIOY ropumranoi ocofu abo npissiime, iM'g, o GaTeEoB] dH3MUHOT
ocofH - TAGPHENMIS, T Micle TPOXHBAHHA T2 peccrpauiiinnil noMep ofmixoBol kapTKH mIaTHIKR
nopartxis afo cepia Ta HoMep nuciopTa}

IpoTokoa sizyaasnoro xonrpomo sia 21.11.2024 Na 3645/1.

332 pesynpTATAMM JIE[IKABHOTO. KOHTPONKI BCTAHOBASHO, LHO Jikapcwkiii  3aci6 BBeseHo B YEpalHy 3

JOTPHMAHHSM BHMOT 32KOHOZABCTRA IOAO 3afeanedeHHs AKOCTI MKapCLKUX 3aco0in,

 Onsra EPLOMEHKO

nmrrponm) oy (it ta ipissimey.




FORM-003101225

2.0, CURRENT Effective

Mylan Laboratories SAS/ Maiinan flaGopatapiz CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-

sur-Chalaronne, France /PyT pe benbsinb, flbio g
Menap, 01400, Watnaon-ciop-LUanapoH, ®paHLia

Certificate of analysis/CepTudikar aHanisy
Betaserc 24mg 1x20 tab UA — Material 400540522

r
— Batch 27200 | |

L LI T g,

' . P
- Copin Z10_

peecTpaliftHoro noceigyeHHs B YkpaiHi

1. Name of product! Hazea npogyxrty BETASERC®/BETACEPK®
2. Country of the manufacturer/ Kpaina eMpoGHmK France/®panuis
3 Registration cerlificate number in Ukraine/ Homep UA/0489/01/03

4, Strength/ Cuna nif

24 mg betahistine dihydrochloride/
24 wmr GeTaricTuHy gurigpoxnopuny

5. | Pharmaceutical form/ Nikapckka dhopma

Tablets 24mg / TaBnetku 24mr

Size and type of the package/ Poamip i Tun

20 tablets in blister; per 1 blister in carton box/ 20

NpKAaTHOCTI

6. YNAKOBKN TaﬁJ'IETO‘K B Gnictepi; no 1 Bnictepy B KAPTOHHIRA
yrakomui
7 | Bateh number/ Homep cepii 1 [T =
" | Bateh size / Poamip cepii w15800 . o packsiyn.
5 Date of manufacture/ lata sMpoBuuiTea I..Q7.202.4 R |
" | Date of batch release / Qarta Bunycky cepil 127.09.5020 "'E
9 Expiry date/ [laTa 3akiHyeHHA TepMiHy i’ i S e, e
) 1062027 . — . |

10. | Name, address and manufacturing license
numbers for all sites respeonsible for
manufacturing process and quality control/
Haspa, agpeca Ta HOMepwM niLeHsii Ha
BUPOBHWULITBO Ars BCiX BMPOBHMKIB,
BIANOBIfANLHWX 38 BUPOBHWIUA npoyec
KOHTPONb AKOCTI

Mylan Laboratories SAS, Route de Belleville, Lieu dit
Maillard, 01400, Chatillon-sur-Chalaronne, France /
MainaH NaGopatopis CAC, PyT e Benosine, fbio A
Menap, 01400, WaTtuiioH-clop-LtianapoH, ®panLis

Manufacturing Authorization / NiueHain Ha
BUPOBHWLTBO: 2022 294 1 2

11. | Results of analysis/ Peaynstatv ananisy

See table below/ due. Tabnuuw Hkye

Results of analysis/ P

e3yNnLTaTU aHaniay

Parameter tested Acceptance limits Results
KoutponeoBaHuii napameTp donycrumi mexi Peayneratu
Appearance/ 30BHitUHIA BArNsL, Round, biconvex, scored, white to | Complies /
almost white tablet with bevelled | Bignoeigae
edges and the inscription “289” on
either side of the score an one
tablet-side. The diameter is about
10 mm and the tablet weight is
about 375 mg. /
Kpyrni, geoonrykni, ginumi, Gini
abo maixke 6ini TabneTku ai
CKOLLIGHWMM KpasiMK, 3 COHOO
GOKY 3 HACIYKOIO | MapKYBAHHAM
«289» no ofmaea Gokw Big
Haciuku. liameTp 6nvseko 10
MM | Bara TabneTkn 6nuskko 375
M
Identification / lgenmudpikauis
- Retention time (HPLC) Yac yrpumysanms | Complies / Bianosigae Compilies /
(BEPX) Bionosinae
- UV spectrum / Y& cnekrp Complies / Bignosigae Complies /
Binroeinae
Purity / YuctoTa
Degradation products (HPLC) / Mpoayxtu aerpagadii
(BEEX) Tertiary amine trihydrechloride/ TpeTunHuii NMT 0,2 %2 / He Ginbwe 0,2 %2 | [<0.1
aMin Tpurigpoxnopna!
- 2-vinylpyridine hydrochloride / NMT 0,1 %2/ ne Ginblie 0,1 %2 |
2-BIHINNipWAWH rigpoxnopua
- Unspecified, each / HeBcTaHoBneH|, KOXHWA NMT 0,2 %2/ He Binbwe 0,2 %2
- Sum/Cyma NMT 0,7 %2 / ve Ginbwe 0,7 %2 | [<0.1 |

B X rer JAATE fz/f 23 Iy ﬂ

Effective Date (EST) : g4-Jan-2024

30-Sep-2024

Print Date (EST)

Printed by : Sabine Laurent




FORM-003101225

2.0, CURRENT

Mylan Laboratories SAS/ Maiinan Jlabopatopis CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, France /PyT ge BenbBinb, /1610 hifl
Menap, 01400, WaTtnioH-ctop-LUanapoH, ®paHuis

Certificate of analysis/Ceptudhikar ananiay

Effective
Pageicr. |2

. N ey e 1 — r O S e
Betaserc 24mg 1x20 tab UA - Material 1400540522 & — Batch 0t
BeTacepk 24Mr 1x20 Ta6 UA - MaTepiani400540522 1~ Cepis s
Content / BmicT - — o —
- Betahistine dihydrochloride (HPLC) / 22,8 - 25,2 moftablet / 2 P
; ; mr/TabneTra
beTaricTuHy aurigpoxnopud (BEPX)
Uniformity of dosage units / OgHopianicTs 4o30BaHNMX Complies with requirements of  j Complies/
OAMHWUE USP<905> or Ph, Eur. 2.8.40/ Bignoeinae

- method “Content uniformity” / metog «OnHopigHicTs
BMICTY»

Bignoeigae BriMoram
PCLIA<Q05> abo £€¢ 2.9.40

Average tablet weight (n=20) / Cepesna maca Tatnetku
{n=20)

356 — 394 mg/mr

1378 i

Dissolution (USP<711>), in pH 6.8, apparatus 2, 50 rpm,
30 minutes / PoavuHeHHA (OCLUA <711>, npu pH 6.8,
anapat 2, 50 06./xe., 30 xBunuH)

Q=80%

Complies /
Bignoeinae

Microbiclogical Quality® / MikpoGionoriuma yuctoTad

-TAMC (total asrobic microbial count), , Ph.Eur. 2.6.12 /
3arancHe YMGno aepobHux Mikpoopradiamis, €¢ 2.6,12
-TYMC (total combined yeasts/moulds count), Ph.Eur.
2.6.12 [ saransbHe YMCcno Op¥MKEBUX Ta NNiceHeBUx

rpubis, € 2.6.12
-Escherichia coli, Ph.Eur, 2.6.13/ €0 2.6.13

Complies with Ph.Eur. 5.1.4
(non-aqueocus preparations for
oral use) / Bignosinae €& 5,1.4
(He BOAHI Nikapebki 3acobu gnA
OpankLHOro 3acTOCYBaHHAY:

<103 CFU/g / =10° KYOIr

=102 CFU/g / =107 KYOIr

Absent/g / BigcyTHar

Not tested / He
TecTysanoch
or/abo

] Absent/g /
BigcyTthalr

! Tertiary amine trihydrochloride =
routinely tested. the requirement is covered

N-methyl-bis-[beta({2-pyridyl)ethyllamine trihydrochloride, at release not

y Abbott with the relevant test on drug substance / TpeTuHHUIA

amiH Tpurigpoxnopug, =N-meTtun-Gic-[6etal2-nipnann)eTr|amiH TPUTILOOXNOPUS, HE BISHAYAETLCS PYTUHHO
AIpW BUNYCKY , BUMOra 3abe3neqyeTbea komnatielo AGGGTT Npu BIGNOBIGHOMY TeCTyBaHHI ailouoi pE40BUHMN.

2 Percentage of the label claim of betahistine dihydrochleride. / BigcoTtok Bif aasvaseHol Ha eTukeTUI KinbkocTi

BeTaricTuHy Aurigpoxnopuny.

¥ Tested one out of twenty batches (or at least one batch per year) on finished product / TecTyeThes Ha oyl is
asafuATK cepil (abo WoHaiiMeHle 1 cepia Ha pik) ANa roToROrO MROAYKTY.

Effective Date (EST) : (4-Jan-2024

Print Date (EST) : 30-Sep-2024

Printed by : Sabine Laurent




FORM-003101225
Mylan Laboratories SAS/ Mawnan NTa6oparopia CAC

Effective
Pagefcr. |3

2.0, CURRENT

Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, France /PyT ge Benibeink, o gi
Menap, 01400, WaTuiion-Clop-LUanapcH, PpaHLis

Certificate of analysis/CepTudpikaT aHaniay
Betaserc 24mg 1x20 tab UA — Material 400540522

[ o ———
728010
' — Batch ==

—— |
[P

r?29010

B e e e s

i- Cepist

12, [ Comments/ KomenTapi Destination countries: Ukraine
KpaiHu-iMnoprepu: Ykpaina
13. | Certification statement/ I hereby certify that the above information is authentic and accurate. This
3anBa npo cepTudikallito batch of product has been manufactured (including packaging/labeling
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. / Lium nigreepmxkyto, 1110
BULLEBUKNA/IeHa IHhOpMaLia € aBTEHTUYHOIC | BipHoio. Lo cepilo
npenapaTy BAPOo6IIEHO {BKNIOYADMM NaKyRAHHA/MAPKYBAHHA Ta KOHTPOMb
AKOCTI) BULWEBKa3aHUM BMPOBHUMKGM Y NOBHIA BIANOBIQHOCTI 3 BUMOFaMM
GMP nokansHore perynsiTopHOre opraHy i 3 sarsepakeHuMu
cneuueikaisiMmi srigHo 3 PeecTpatlifHum noceigHeHHam Kpaiim-
iMnopTepa. JoxymeHTauile WoAO BUPoBHULTEA cepil, nakyBaHHs |
TeCTYBaHHs NepesipeHo, | BCTAHOBASHE 1Y BIANOBIAHICTL Bumoram GMP.
14. | Name and position & title of TElick BERT oo~ _‘
person authorizing the batch Qualified person / YnosHoBaxeHa ocoba
release/ Im's Ta nocana
ocobu, BianosinancHoT 3a
BUNYCK cepil
15. | Signature of person T o T S e T
au%horizing thpe batch releases | IEIrick Bert- Mtooga T ek Bert:
Mianuc ocobu, sinnosigantHoi | IM550099 e conAIbaR a0
34 BUNYyCK cepil b v e e =
16. | Date of signature/ NlaTa

aignicy

e e - --u-_’
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