40

AEPIKABHA CJIYIKBA 3 JHIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKIN OBJIACTI

npoB. Ceitnnunoi Hapii, 3, M. Kuie, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog EAPIIOVY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOT0 B YKpalHy JikapchKoro 3acoly

21.02.2024 ' Ne 6205/24/10

BETACEPK®

(HaliMesyBaHHS MIXKapCHKOTO 32C00Y 3rifHO 3 pecCTPALIHHEM NOCEI TIeHHAM)

tabaerkn no 16 Mr: no 15 TaGnerox y Gaicrepi, mo 2 GuicTepn B KapToHHili ynakosni
(hopma BuNyCKY, 103YBAHHA, BEI TaKyBaHHA JIKapceKOro 3acoby) .

Homep peectpauiiirnoro nocsimuenns UA/0489/01/02 cipok aif peecrpauiiinoro noceinvensd 01.01,2099

Cepix nikapcekore 3aceby Ne 724640 Kinskicts BBE3€6HOTO Nikapcrkore 3acoby 2900
Bupobuux Maiinan Jlaboparopiz CAC, @panuia
(ualivenyBarns BupoGHIKa nikapckkoro 3acody, kpaiHa HOXOJIH{CHH)I)
Breaero B Yipainy CrnijibHe YKpaiHCHKO0-eCTOHChKE MINPHEMCTRO ¥ hopMi ToBapHCcTBa
3 o6MexxkeHoI0 BianoBigaaericrio "Onrima-Papm, JITHA", inenr. xon:
21642228

(uaﬂmenysaﬂﬂﬁ a ko 3a €APIIOV topumramoT ocobu abo nplsnnme, im'g, o Garoxosi disnunoi
ocobu - mianpuemus, i Micne NIpOKHBAHHA TA peec"rpaumumx HOoMep o0nikorol KApTKY NAATHIKA
1opaTkis abo cepis Ta HOMep nacmopTa)

Iporokon sizsyaasuore kenrpouo six 20.02.2024 Ne 0127/1.

3a pesynBTaTAMM JEPKABHOrC KOHIPOJUO BCTAHOBNEHO, 10 Aikapeekuit 3acif EHeeseHo B VYxpaimy 3
JOTPHMAHHAM BUMOT 32KOHOABCTEA OG0 3abesnedeHHs AKOCT] NiKapeBKEX 3acobiB.

Auita KITOEBA

(ininiand T npismie)




RBRNHG69504218 2.0, CURRENT EFFECTIVE Oé/

Mylan Laboratories SAS/ Maiinan Jlabopatopia CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, France /Pyt ne benbeink, fibio i
Menap, 01400, lLatwitor-Ciop-LanapoH, OpaHuig

Certificate of analysis/ CepTudikar aHaniay 5 i o g
Betaserc 16mg 2x15 tab UA - Material 400540434 ~ Batch 2 _ . _ 3

L g

— - v

Beracepk 16Mr 2x15 Ta6 UA - MaTepian 400540284 i- Cepis 57_2540"

e —_— ey

ag]
g
o
9
1. Name of product/ Hasaa NPOAYKTY BETASERC®/EETACEPK® 2
2. Country of the manufacturer/ KpaiHa enpoBHuk France/®panyis i
Registration certificate number in Ukraine/ Homep =
3 peecTpaujitHoro noceigYeHHs B YkpaiHi UA/0489/01/02 @
16 mg betahistine dihydrochloride/ >
4. | Strength/ Cuna g 16 mr GeTaricTudy auriapoxnopuay g
5. Pharmaceutical form/ Nikapcoka dopma Tablets 16mg / Tabnertkn 16mr @
. o 15 tablets in biister; per 2 biisters in carton box/ 15 =
6. S;i::&type of the package/ Posmip i Tun Tabnertok B Gnictepi; no 2 Gnictepu B kapToHHii £
y ynaKoaLj =
2 | Batch number/ Homep cepii l'7_24§50____,
" | Batch size / Poamip cepii F135s0 — 1 packs/yn
8 Date of manufacture/ Hara Bupo6Huurea '27-2.022 e i e |
| Date of batch release / flata sunycky cepii 1177112023 ~ 7
Expiry date/ Bata 3axkiHqenHs TEPMiHY - o - -
2 npuaaTHocTi '9_6.@2_@ A §
10. | Name, address and manufacturing license Mylan Laboratories SAS, Route de Bellevilie, Lieu dit "3
numbers for all sites responsible for Maillard, 01400, Chatillon-sur-Chalaronne, France / 2
manufacturing process and quality controlf Marinan flaGopaTtopis CAC, PyT fe Benbsims, Mo 4j 1‘1
Hasea, agpeca ra Homepu nideHzili Ha Menap, 01400, LLiaTuitoH-crop-lUanapoH, PpaHuis .
BUPOSHUITEO ANA BCix BUpOGHKKIB, =
BIANOBIfaNLHMX 32 BUpoBHUIMIE npouec i Manufacturing Authorization !/ NiueHaia Ha 4]
KOHTROMb AKOCT] BUPOGHULITBO: 2022 284 1 2 E
11. | Results of analysis/ PeaynbraTn aHanisy See tabie below/ fus. TabmiLo HUxmue 2
=
Results of analysis/ PeaynbTatn aHanisy =

Parameter tested Acceptance limits Results

KonTponwosanui napamertp BonycTumi mexi PeaynbTatu

Appearance/ 30BHilWHIl BUrMsg Round, biconvex, scored, white to Complies /
almost white tablet with bevelled Bignosigae

edges and the inscription "267” an
either side of the score on one tablet-
side. Diameter is about 8.5 mm and
the weight is about 250 mg./

Kpyrni, asoonyxkni, Ainmi, Bini abo
Make 6ini TabneTku ai ckoLeHuMA
Kpasmu, 3 ofHore Goky 3 Haciukowo |

MapKyBaHHAM «267» no 0Buasa Bokn '%‘
Bi& HacivkW. [liameTp Bnuasko 8.5 mmi g
Bara 6nussko 250 mr. g
Identification / lAgHTUiKauis g
- Retention time (HPLC)/ Mac YTpumysanus | Complies / Bignosigae Complies / ;
(BEPX) Bianosinae 2
- UV spectrum / Yo cnektp Complies / Bignosigae Complies / g
. 1 Bignosifnae iy
Purity / YvcToTa _-g
Degradation products {HPLC) / Mpoayxru Aerpaaayii s_;
(BEPX) Tertiary amine trihydrochloride/ TpeTuHHuii NMT 0.2 %2/ He Ginbie 0,2 %2 [ffy™ = =~ = &
amis Tpuriapoxnopug! r"0—1"-"-~""-_m""
- 2-vinylpyridine hydrochloride / NMT 0,1 %2/ He Ginbwe 0,1 %2 | sl o —m -
2-BiHinnipuany riapoxnopua e
- Unspecified, each / HeecTanoeneri, koxrHui NMT 0,2 %2 / He Ginbwe 0,2 %2 rf_O-J_ = nd e .__,I
- Sum/ Cyma NMT 0,7 %2 / He Ginbwe 0,7%2 |T. 01" ™= =1

Paarid 50307 psonset




REBBMO669501318

Mylan Laboratories SAS/ Maiina
Route de Belleville, Lieu dit Mail
sur-Chalaronne, France /Pyt

2.0, CURRENT

H JTabopaTtopiz CAC
lard, 01400, Chatillon-

Ae benbsine, fibio ai

Menap, 01400, UJaTMHOH-crop—LUanapOH, PpanHyis

Certificate of analysis/

Betaserc 16mg 2x15 tab UA — Material 1400540484

Ceprtudpikar ananisy

i~ Batch

1~ Cepist Ly

EFFECTIVE
Page/cr. |2

[ = = =
;

24640

a-——l—u—-l

- e aw ay

— -]

Content / BmicT
- Betahistine dihydrochloride (HPLC) /
BerarictuHy gurigpoxnopua {BEPX)

15,2 —~ 16,8 mg/tablet /
mriTabneTky

-TAMC (total aerobic microbial count), Ph.Eur. 2.6.12/
3araneHe Yncno aepobHUX Mikpoopranismie, €¢ 2.6.12

Uniformity of dosage units / OaHopigHicTs AcaoBaHNx Complies with requirements of Complies /

OQMHULIB USP<905> or Ph. Eur. 2.9.40 / Bignosinae

- method “Content uniformity” / metopg «O gHopigHicTs Bignosiaae sumoram

BMICTY» ®CLIA<905> abo €0 2.9.40

Average tablet weight (n=20) / Cepeans mMaca Tabretinl | 235 — 265 mg/mr 51 1

(n=20) [ s il

Dissolution (USP<711>), in PH 6.8, apparatus 2, 50 rpm, | Q=80% Complies /

30 minutes / PoauuHeHHs (®CLWA <711>, npu pH 6,8, Bignoeigae

anapart 2, 50 06 /xg., 30 XBWUITUH)

Microbiological Quality? / Mikpo6ionoriuHa uucToTad Complies with Ph.Eur. 5.1.4 Not tested / He
{non-aqueous preparations for TECTYRANOCh
oral use) / Bignoeigae € 5.1.4 or/abo

(He BoLHI Nikapchki 3acofn ans
OpanLHOro 3acTocyBaHHs):

5103 CFU/g / =103 KYOIr

-TYMC {total combined yeasts/moulds count), Ph.Eur. 1~ -="=

2.6.12 / 3aranbHe YMENo APIKIKEBMX T2 NNICEHeBIX $102CFU/g / <102KYO/r D_ PP

phbie, €0 2.6.12

-Escherichia coli, Ph.Eur. 2.6.13/ €6 2.6.13 Absent/g / BigcyTHsir [] %t?sentfg ;
iacyTHA/T

A

! Tertiary amine trihydrochidride =
foutinely tested. , the requirement is covered by Abbott wi

BUMyCky . BUMOra 3abe3nedyeTbcs koMnanicio AGGoTT npwu

h the rélevarit
TpUriapoxnopug =N-Memn—ﬁic—[6e1‘a(2-nipw,qmn)eTnn]aMiH TpUrigpoxno

N—methyl—bis—[beta{Z- yridyi)ethyi{amine trihydrochloride, at release not
est on drug substance/ TpeTuHHWit amiH

puA, He BUIHAYaETLCA PYTUHHO Npu
BIAMNOBIAHOMY TecTyBaHHi Aitovof peHoBUHM.

2 Percentage of the label claim of betahistine dihydrochloride, / BigcoTok Big 3aanadeHol Ha ETUKETL KinbKocTi

BeTaricTuHy aun riapoxnopuay.

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

ABAALATU cepiit (abo WwoHaliMmeHLwe 1 cepia Ha piK) ansl roToBoro MpOAYKTY.

per year) on finished product / TecTyeThca Ha ogHii i3

Effective Date (EST) : 18-Dec-2023

Print Date (EST) : 19-Dec-2023

Printed by : HarditnBta Araujo



ROGRMO0069501918
Mylan Laboratories SAS/ Maiinan flaGopaTopis CAC

EFFECTIVE
Page/cT. |3

2.0, CURRENT

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

sur-Chalaronne, France

/PYT Be BenbBine, J1bio gi

Menap, 01400, WatnioH-Ciop-LilanapoH, ®panLis

Certificate of analysis/ CepTtudikar aHaniay
Betaserc 16mg 2x15 tab UA — Material

Beracepk 16mr 2x15 Ta6 UA - MaTepian 400540434

400540484

L o e

l-—--——--

i~ Batch 720
, el

- Cepist Fompo ™ — = ™

LSS S —— o = = )

12. | Comments/ KomeHTapi Destination countries: Ukraine
KpaiHu-imnoptepu: YkpaiHa
13. | Certification staternent/ I'hereby certify that the above information is authentic and aceurate. This
3anBa npo ceprvdikalio 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. / Uwm nigteepmxyio, wpo
BULLGBMKITAAEHEA HADOPMALIA € aBTEHTUMHOIG | BipHoto. Llio cepio
npenapaty BupobneHo {(BKhioYaym naKyBaHHA/MAapKyBaHHs Ta KOHTRONE
AKOCTI) BUILEBKA3aHUM BUDPOBHMKOM Y MOBHIA BiANOBIAHOCTI 3 BUMOramu
GMP  nokaneHoro PErynATOPHOrC  Oprany | 3  3aTeepmKeHNMM
cnelndikalismMm - arigHo 3 PeectpaliiHuM  noceiguyeHHAM KparMm-
imnoptepa. [lokyMeHTauilo Wwoao BUpPOOHWUTBA cepii, nakyBaHHA |
TeCTyBaHHA nepesipeHo, | BCTaHOBMEHO i BignosigHicTb BUMOram GMP.
14. | Name and position & title of [oo = o o o = - —
person authorizing the batch RomainNALLET _ _
release/ Im's Ta nocaga oco6u, | Qualified person / YnosHoBaxeHa ocoba
BiAnosiganLHoi 3a BUNYCK
cepi
15. | Signature of persan st syt B2 DREMETL e e
augtlhorizing tf?e batch release/ f Romain Nallet- Nagl;;:-lmsfa’;srby fomal I
Mianuc ocobu, signoeiaanbHoi | M546551 o I
3a BUNycK cepil TR e mm M mm = e e = e —
16. | Date of signature/ lata

nignuey

M1822033" = 7 7

Affiliate template version V.07 / Bepcia wabnoHy naptHepa V.07

Affiliate template Approval Date : 29-Jul-

23 / [lata aateepgeHHN wabnoHy naptHepa: 29-MNun-23

Effective Date (FEST) : 19.Dec-2023

Print Date (EST) : 19-Dec-2023

Printed by : MaridirioBa Araujo
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Document Name : FORM-003101218

Title : Bilingual COA UA 400540484 (1082107)

Version : 2.0, CURRENT

Status : Effective

2.0, CURRENT

Electronic Signature

EFFECTIVE

Cindy Dalessio 14-Dec-2023 QA Approval
10:20:36

Celine Reynaud 14-Dec-2023 Final QA Approval
10:30:45

Effective Date (EST) : 19-Dec-2023

Print Date (EST) : 19-Dec-2023

Printed by : MarsitoBta Araujo



JEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KMIBCBKIN OBJIACTI

npos. Ceitanunof Haaii, 3, M. Kuis, 02099, ren/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/(PIIOY 37078774

BHCHOBOK
Hpo fAKICTH BBE3eHOr0 B YKpaiHy JikapcbKoro 3acofy
22.05.2024 : No 24544/24/10
BETACEPK®

{HafiMeHyBaHHA HKAPCHKOra 3aco0y 3TiAKO 3 PECCTPRNIHHEM MOCB TICHEAN)
taGaeTku o 16 mr: e 15 TadueTok y daicTepi, 1o 2 GiicTepH B KapTOHHIA yIiakoBii

({popmMa BHOYCKY, JO3YBAHHA, BIA NRKYBAHHA Jixapceskory sacoly)
Homep peecrpaiifinoro mocsingenns UA/0489/01/02 crpox zii peectpaniiinoro noceizuenss 01.01.2099
Cepis nixapcbkoro sacofy Ne 725091 KinbKicTb BBe3eHOrO nikapeskoro sacoGy 100

Bupofuuk Maiinau Jlabopatopiz CAC, Ppaunis

(naiiMenysanus BEPCOHHKA MIKAPCLKOTO 2dc0dy, KPAiua HOXOLKEHH)

Breseno B Yipaiiy Cuinphe yRpaiHCLKO-eCTOHChKe NIANPHEMCTBO ¥ Gopmi
TOBAPHCTERA 3 06MekeHo10 BiamoBinaasHicTIo " OnTivMa-Papm,
JITI", imen. koa: 21642228 '

(maiimenysanns ta kon 3a CAPTIOY opuzanusoi 0cd6i abo npizsuiue, im's, no 6a1bKOBI
Gizigaol ocobu - riianpuemuy, i Micie TpoxiBaHHS Ta peccTpauiitni Honep 08aikopoi
KapTKH IVIATHHEA NOMATKIR 200 cepid ¥a HoMep IaciopTa)

Mporoxon sizyanshoroe xonrpome ein 15.05.2024 N 1367/1.

3a -peiyibTaTAMM JEPHABHOTO KOHTPOMIO BCTAHOBNEGHO, WD Jikapcekuil 3aci® BBescHo B Yxpainy 3

AOTPUMAHHSIM s1MOT 3AKOHOAABCTES Bl0A0 3a0e30eueHHs IKOCT] nikapesKix 3acobis.

y%PaAFS
B TAKOH Y 4

S An i *4&@
Hauansilfix %\% %,
eSS i %,

Qa opglﬂgacpx Eﬂ;ﬁ%m
\AOKYMERTIR | &
i

W ek P -
HTPOTIO) — (GG ; {iniuiany Ta npiansime)

48



FORM-003101218 2.0, CURRENT Effective

Mylan Laboratories SAS/ Maitnay JaGopartopia CAC
Route de Belleville, Liew dit Maillard, 01400, Chatillon-
sur-Chalaronne, France /Pyt ae beribine, JIbio fi
Menap, 01400, WaTuioH-Clop-LanapeoH, Gpanuin

R g

— Batch. % _ _

Beracepk 16mr 2x15 Ta6 UA - Matepian 1400540484 i- Cepin Frason — ™ 7 7]
1. Name of product/ Haasa npoayxry BETASERC®/EETACEPK®
2. | Country of the manufacturer/ Kpaina BupoShuk France/®paHuin
3 Registration certificate number in Ukraine/ Homep UA/0489/01/02

pPeecTpagiiHoro nocsigveHHA B Yxpaiti

4. | Strength/ Cvina ail

16 mg betahistine dihydrochloride/
18 Mr BeTaricTuHy gurinpoxnopuay

5. Pharmaceutical form/ Nikapceka dopma

Tablets 16mg / TabneTtky 16Mr

Size and type of the package/ Posmip i Tun

15 tablets in blister; per 2 blisters in carton box/ 15

6. YNEKORKM T86]‘I8T0ll( 8 6nicTepi; no 2 Bnictepu 8 KAPTOHHINA
yMakosti

, | Batch number/ Homep cepii ‘ZZ—EQ.?K. -1

" | Batch size / Poamip cepii 3900 packsfyn
g | Date of manufacture/ lata BupobHuTea 11.2023 _

" | Date of batch release / lata sunycky cepii 108012004 — T

Expiry date/ [jata sakiHueHHs Tepminy o=

2 npuaaTHoCT i 10.2028 i

10. | Name, address and manufacturing license
numbers for all sites responsible for
manufacturing process and quality controi/
Hasea, agpeca 1a HOMepW RiLEH3IR Ha
BUpCBHULTBO ANA BCIX BUPOGHMKIB,
BIANOBIAANELHIX 38 BUROBHUMLIA Npotiec i
KOHTPROMb SKOCTI

Mylan Laboratories SAS, Route de Belleville, Lieu dit
Maillard, 01400, Chatillon-sur-Chalaronne, France /
Maiinamn flabopatopis CAC, PyT ge Benweink, Jbio g
Menap, 01400, UWatuior-ciop-lilanapon, ®paruis

Manufacturing Authorization / [fiuexsis Ha
BMpoBHWUUTRO; 2022 284 1 2

11, | Results of analysis/ PeaynbTaTit aHaniay

See table below/ [ua. TabruLiio Huxkye

Results of analysis/ PesynsTaTtun aHaniay

Parameter tested Acceptance limits Results
KoMTponLoBasiui Napamesn donyctumi mexki PesynLTatu
Appearance/ 3GBHILHM BUNAL Round, biconvex, scored, white to Complies /
: almost white tablet with bevelled Bianoeinae
G edgas and the inscription “267” on
either side of the score on one tablet-
side. Diameter is about 8.5 mm and
the weight is about 250 mg. /
Kpyrni, peconyxmi, ainumi, Bini ato
malixe Bini Tabnetxy 3i ckowenrMn
Kpaamu, 3 ogHoro Boky 3 Haciukoo i
MapKyBaHHAM «267» no obuasa Bokn
Bip Hacluky. QiameTp 6nnasko 8,5 Mm i
para 6rmsbko 250 mr.
Identification / |gexHTnikaLjis
- Retention time (HPLC)Y Yac yrpumysaums | Complies/ Binnosigae Complies /
{BEPX)} Binnosigae
- UV spectrum / Y& cnektp Complies / Bianosigae Complies /
{ Bipnoeinae
Purity / YUncrora
Degradation products (HPLC) / MpogykTu gerpapaui
(BEZX) Tertiary amine irihydrochloride !/ Tpethnuuii RNMT 0,2 %? / ne Binbwe 0.2 %* [fgq™ ™ ™ ~ 1
amiH tpurinpoxnopus’ g,:‘(..}.......'1''''.._'""..."'“"....—._-%,E
- 2-vinvlpyridine hydrochicride / BMT 0,1 %2/ ne Ginbwe 0,1 %2 | == = o= = -
2-BiHINMIPUAWH Hapoxssphg e
- Unspacified, esch / Hasoradornati, Koxmiii NMT 0,2 %2 / He Binbwe 0,2 %2 r,f,,,o-,‘]_ - ;
- Sum/ Cyma NMT 0,7 %2/ ne Binbwie 0,7 %2 |Fegy™ ™ ™ ~ 1

é,y 24 b DOEA.

A

09 D5 AY

Effective Date (EST) : 14-Dec-2023

Print Date (EST) : 09-Jan-2024

Printed by ;: Carcline De Araujo




FORM-003101218

2,0, CURRENT

Mylan Laboratories SAS/ Maiinau Nabopartopiz CAC
Route de Belleville, Lieu dit Maillard, 01400 Chatillon-

sur-Chalaronne, France /PyT sie Beribains, f1biio ai

Menap, 01400, UaTuioH-Clop-
Certificate of analysis/ Ce

Betaserc 16mg 2x15 tab UA — Mate

betacepk 16mr 2x15 tab UA - Mate

WanapeoH, ®paHuia
pTudbikar aHanisy

Effective
Pageicer. |2

____________ \ ey
rial 0040284 - Batoh P T T
Pian 400540434 - Cepin fum ~ T 7 7

Content/ Bmict
- Betahistine dihydrochloride (HPLC)/
BeraricTvHy gurigpoxnopug (BEPX)

16,2 — 16,8 mg/tablet /
Mr/TabneTky

Med — — 7

o T mmm

Uniformity of desage units / OgHopigHicTs goaosanmx
0AuHKLb

- method “Content uniformity” / meTon «OaHopigHicTs
BMICTY »

Complies with requirements of
USP<805> or Ph. Eur. 2.9.40 /
Bianosigae sumoram
PCLIA<S05> abo €D 2.9.40

Complies /
Bignoeinae

Average tablet weight (n=20} / CepefHs maca TabnaTku
(n=20)

235 - 265 mg/mr

Bag — T T T

Dissofution (USP<711>), in pH 6.8, apparatus 2, 50 pm, | Q=80% Complies /

30 minutes / PosuunenHs (OCLUA <711>, npu pH 6,8, Bignosinae

anapar 2, 50 06./xa., 30 xaunuH)

Microbiological Quality? f MikpoBionoriuna uncToTa® Complies with Ph.Eur. 5.1.4 Not tested / He
(non-aqueous preparations for TecTyBanoch
oral use) / Bignosinae €¢ 5.1.4 or/abg

~TAMC (total asrobic microbial count), Ph.Eur. 2.6.12 /

{He BoaHi Nikapcoki 3acobu gns
OpPanbHOre 3aCTOCYBAHHAY:

<103 <103 H
aaranbHe Yueno agpobHux mixpoopraniamie, €4 2.6.12 19HEFLgri= 0ROl D_ i s e s ]
-TYMC (total combined yeasts/moulds count), Ph.Eur. I
2.6.12 / 3aranbHe YACAO APIKIPKEBUX Ta NIliCEHEBNX <102CFU/g / s10°KYOrr I:I— s m i |
rputie, € 2.6.12
-Escherichia coli, Ph.Eur. 2.6.13/ €0 2.6.13 Absent/g / BigeyTHa/r ] AB*?SG”UQ ;
inCYTHA/T

' Tertiary amine trihydrochloride = Nﬁmethyl-bis-[betaSZ-
routinely tested. , the requirement is covered by Abbott with
Tpurigpoxropug =N-meTun-Gic-[Beta(2-nipuavnjetun]amid

2 Percentage of the label claim of betahistine dih
BetaricTuHy gurinpoxnopuay.

? Tested one out of twenty batches (or at least one batch
ABagUATH cepifi (abo WoHalimeHine 1 cepis Ha pik)

Fyridyl)ethyl]amine trihydrochloride, at release not
he relevant test on drug substance/ TpeTuHHUMA amiH

TPUFIAPOXIOPUA, HE BASHAMAETLES PYTUHHO NPy
BURYCKY . BUMOra 3abe3neqyeThea Komnanielo AGBoTT npu BIANOBIAHOMY TeCcTyBaHHI AiKMOT pPEYCBUHK,

ydrochloride. / BiacoTok Big 3asHadeHol Ha @ThKeTU KinbkocTi

per year} on finished product / Tectyetecs Ha ogHif ia
ANA rOTOBOIO RPOAYKTY.

Effective Date (EST) : 14-Dec-2023

Print Date (EST) : 09-Jan-2024

Printed by : Caroline De Araujo




FORM-003101218
Mylan Laboratories SAS/ Malinan Nabopartopia CAC

Effective
Paga/or. |3

2,0, CURRENT

Route de Belleville, Lieu dit Maiflard, 01400, Chatillon-
sur-Chalaronne, France /PyT e berlbBinb, J1bio gi
Menap, 01400, tlatuioH-Clop-LianapoH, ®pawuis

Certificate of analysis/ CepTudpikar ananiay
Betaserc 16mg 2x15 tab UA - Material

Beracepk 16mr 2x15 Tab UA - MaTtepian'400540484

S p— R e g

400540484

ab0o404a4 it o, i

Lemams e e =

12. | Comments/ KomeHTapi Destination countries: Ukraine
Kpaidu-imnopTepw: Ykpaina
13. | Certification statement/ [ hereby certify that the above information is authentic and accurate. This
3asea npo cepTudixauiio batch of preduct 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, / Etum NiaTBERIXYX, WO
BULLEBUKNaaeHa incopmalia € apTeHTUuHow i sipHow. Lo cepib
npenaparty BUPOBNSHO {BXMIOHAIHMM NAKYBAHKA/MAPKYBAHHA T2 KOHTROIb
AKOCTI) BULISBKA3aHUM BUPOBHUKOM Y NOBHIRA BiANOBIAHOCTI 3 BUMOraMK
GMP  nokansHore  perynaTopHoro  opraHy | 3 3aTBep/IKeHMMU
cneyudrikauismMn  3rigHo 3 PeecTpauiiHiM  nocBiguenHAM  KpaiHu-
iMnoprepa. [OokymeHTalik wodo BupoBHUUTBA  Cepii, NakyBaHHs |
TeCTyBaHHA NepesipeHo, | BcTaHoBNeHo 1T BignosiauicTs BUuMoram GMP.
14. | Name and position & title of [ETaTR = = P et U weme
person authorizing the batch ELRIGKBERT L o e o o o
release/ IM'a Ta nocaga ccoby, | Qualified person / YnoerosaweHa ocoba
BIANOBIOANLHOT 38 BUMYCK
cepil
15. | Signature of person [ iy el o B e W B
authorizing the batch release/ 1 Elrick Bert- Msso0ss i
Nignue ocobu, BignosinansHol IM550099 e
3a BUNYCK cepii - E e = e = — o - s -
16. Qate of signature/ ara [ToTomi — = =1
nigrnucy i L ED e G e

Affiliate template version V.07 / Bepcis wabnony napTHepa V.07

Affiliate template Approval Date : 29-Jul-23 / faTa 3aTeepaxeHHs LiabroHy naptHepa: 28-Nun-23

Effective Date (EST) : 14-Dec-2023

Print Date (EST) : 09-Jan-2024

Printed by : Caroline De Araujo




JTEPKABHA CJIYIKBA 3 JHKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAME V KHUIBCBKIY OBJIACTI

upos. Ceirnuumoi Haa, 3, mKasis, 02099, ren/(axc: (044) 576-40-41
E-mail: ds.ko@dls.gov.ua, Kog €4PIIOY 37078774

BUCHOBOK
1po AKicTs BBE3eHOr0 B YKpainy JiKapenroero 3acody

30.12.2024 Ne 68060/24/10

BETACEPK®
(naftvenyBanHa Hikapcskoro 3acaBy arigxe 3 peceTpauiiii ROCRITUEHHSN)
rabaerici o 16 mr: no 15 TaGaerok y Saicrepi, no 2 Gaicrepu B kaproukiii ynakosui
(chopma BHIYCKY, AOIYRIHHA, B GKYBAHRA nixapchKore 3acedy)

Howmep peectpauiiioro noceinuennz UA/0489/0 1/02 crpox il peectpanifinoro nocsigserns 01.01.2099

Cepin aixapcrroro sacoby Ne 728127 KinskicTs eesenoro mikapeskoro 3acofy 100
BiipaOayik Maitnan Jlaboparopiz CAC, ®panniz
(safiMenysanns BIpoGHIKa Nikapeskoro 3acoby, kpaika MOXCIKCHHR)
BseseHo B Yxpainy CriasHe yKpaiHChK0-eCTOHCKE MANPHENCTBO Y Gopni ToBapHCTBA
3 ofMezienorn eignosinaasnicTio " OnTiva-Dapm, JTHA", inent. o
21642228

(uaiiMenypanns T2 kog 3a EJPTIOY topianunoi ocobn ato npiseyLte, ix's, 1o faterosi dizmmol
ocobn ~ ninpuesus, i Micte NposkWBAHKES Ta peecTpaniimiii HoMep ob;kOROT KAPTKIL NAATHIHA
fonaTkis aBo cepid Ta HoMEp nacmopTa)

MporoKrot Bi3yAABHOT0 KONTPOII BiJ 25,12.2024 x: 4099/1.

3a. pezynbTarasmu  EPAABHOTO KOHTPOMIO BCTAHOBICHO, (LU0 nikapebknil  3acié  peeseno B Ypdiny 3
Z[OTpHMaI-IHHM BHMOT 3aKOHOAABCTRA NI0A0 3a6e3neueHHA AKOCTI AKAPCBRIX 3acobis.

(7o,  Bixtop CTEGKIBCBKMH
—W (iniuiany Ta npizsimne)




RGRM0403 0056218 3.0, CURRENT Bffpetived

Mylan Laboratories SAS/ Maiina Nlabopatopis CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, France /PyT fie benbBinb, JIbHO Ai
Menap, 01400, Laturon-Ciop-LLianapoH, ®paHulis

Certificate of analysis/ CepTudikar aHanisy ¢
Betaserc 16mg 2x15 tab UA — Material 1400540484  — Batch/®'7.. .. .. |

W mEs e wwe w

R - ML IR SMEND RaE 56

Betacepk 16mr 2x15 Ta6 UA - MaTepian 460540484 - Cepisiirzsizr

L N

Effective Date (EST) : ¢3.Rely-2824

Print Date (EST) : 08-Bot-2024

1. | Name of product/ Hassa npogykTy BETASERC®/EETACEPK®
2. | Country of the manufacturer/ KpaiHa BUpoBruK France/®paHuis
Registration certificate number in Ukraine/ Homep
5. peecTpauiiHoro noceigyeHHs B YkpaiHi UAI4E3/01/02
4. Strength/ Cuna aii 16 mg betal}lstlne dlhy'drochlorlde/
16 Mr BetaricTuHy aurigpoxaopuay
5: Pharmaceutical form/ Jlikapceka copma Tablets 16mg / Tabnetku 16mr
. i g 15 tablets in blister; per 2 blisters in carton box/ 15
6. leg:and 1ype bl the: paciagel Foauip: Fin TabneTok B 6nicTepi; no 2 GnicTepu 8 KAPTOHHIN
yNakoBKu ;
ynakosui
- | Batch number/ Homep cepii L2B12L o o
" | Batch size / Poamip cepif 11950, packs/yn,
g | Date of manufacture/ laa supoGHuLiTea V06,2024
" | Date of batch release / [lata sunycky cepil 107.10,2024 Ty
Expiry date/ [laTta 3akiHYeHHs TepMiHy -
9 | npngarHocri 1052027 . .1
10. | Name, address and manufacturing license Mylan Laboratories SAS, Route de Belleville, Lieu dit
numbers for all sites responsible for Maillard, 01400, Chatillon-sur-Chalaronne, France /
manufacturing process and quality control/ MalinaH Ilabopatopis CAC, Pyt ge benbsinb, JTsiio gi
HasBa, agpeca Ta HoMepu RiLeHsil Ha Menap, 01400, LLaTuitoH-clop-LLUanapoH, ®paHLis
BUPOGHULITBO ANs BCIX BUPOGHMKIB,
BiANOBIAaNbHWX 32 BUPOBHUYMIA npouec i Manufacturing Authorization / NiueHsis Ha
KOHTPOmb AKOCTI BUpoBHULTBO: 2022 294 1 2
11. | Results of analysis/ PesynsTatu aHanisy See table below/ Ave. TabnuLo Huxye
Results of analysis/ PeaynbraTtu aHarnisy
Parameter tested Acceptance limits Results
KoHTponbosaHuw napamerp HdonycTumMi Mexi Pesynbrtatu
Appearance/ 30BHiLWHIN BArAAS Round, biconvex, scored, white to Complies /

almost white tablet with bevelled Bianosiaae
edges and the inscription “267" on
either side of the score on one tablet-
side. Diameter is about 8.5 mm and
the weight is about 250 mg. /

Kpyrni, agoonyksi, ginumi, 6ini abo
Maitxe 6ini TabneTku 3i ckoweHUMK
KpasimMy, 3 04HOro BOKy 3 Haciukoko i
MapkyBaHHsM «267» no obugea 6oku
Big Hacivku, OiameTp 6nuaesko 8,5 MM i
Bara 6rumasko 250 Mr.

Identification / lpenTudikain

- Retention time (HPLC)/ Yac yrpumysanHs | Complies / Bianosinae Complies /
(BEPX) Bignosinae

- UV spectrum / YO cnekrp Complies / Bignosigae Complies /
. | Bignosigae

Purity / Yucrota
Degradation products (HPLC) / Mpogyktu gerpagauii

(BEPX) Tertiary amine trihydrochloride’/ TpeTuHHui NMT 0,2 %2 / He GinbLue 0,2 %? :5 ”;1 W; ”; "’; ”:“E

amiH Tpurigpoxnopus’ L o0 B 1

- 2-vinylpyridine hydrochloride / NMT 0,1 %2/ He 6inblue 0,1 %2 | tow b o we wwe s
2-BiHINMNIpWAKH rigpoxnopua gexi . s ) mes g

- Unspecified, each / HeBcTaHOBNEH, KOXHUIA NMT 0,2 %2 / He 6inble 0,2 %2 |,<0.1 . .. .. .1

- Sum/Cyma NMT 0,7 %2 / ve Ginbwe 0,7 %? :55’3' ’1‘ '”:w ’“’; ":;8

Printed by : Bbiedibstaent




RBRMO603006218

3.0, CURRENT

Mylan Laboratories SAS/ Maitnan Jla6oparopiz CAC

Route de Belleville, Lieu dit Maillard, 01400

Chatillon-

sur-Chalaronne, France /Pyt nie besibinb, Jibho ai
Menap, 01400, LWaTuioH-Clop-LLianapoH, OpaHuis

Certificate of analysis/ CepTudikar ananisy
Betaserc 16mg 2x15 tab UA — Material 1400540484

Beracepk 16Mr 2x15 Ta6 UA - Marepian

HIE IR, A
| g e

400540484
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Pageler. |2

e -
o ey

- - ]

Content / BmicT
- Betahistine dihydrochloride (HPLC)/
BeraricTuHy avriapoxnopua (BEPX)

15,2 ~ 16,8 mg/tablet /
mr/rabneTky

N WD BNR MR VR KSR

L

w

Uniformity of dosage units / OgHopigHicTb A0308aHWX
OAVHULE

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

Complies with requirements of
USP<905> or Ph. Eur. 2.9.40 /
Biarosinae BuMoram
PCLIA<905> abo €¢ 2.9.40

Complies /
Bianosigae

Average tablet weight (n=20) / CepeaHs mMaca Tabnetku
(n=20)

235 - 265 mg/mr

TR o

249 |

Dissolution (USP<711>), in pH 6.8, apparatus 2, 50 rpm,
30 minutes / PosuuteHHs (SCLUA <711>, npu pH 6,8,
anapar 2, 50 06./x8., 30 XBUNKWH)

Q=80%

Complies /
Bianosigae

Microbiological Quality® / MikpoBionoriyda yucroTa’

~-TAMC (total aerobic microbial count), Ph.Eur. 2.6.12 /
saranbHe 4Yucno aepobHUx mikpoopraHismie, €¢ 2.6.12
-TYMC (total combined yeasts/moulds count), Ph.Eur.
2.6.12 / 3aranbHe Yucno ApbKIKEBUX Ta MiiceHeBux

rpuGis, € 2.6.12
-Escherichia coli, Ph.Eur. 2.6.13/ € 2.6.13

Complies with Ph.Eur. 5.1.4
(non-aqueous preparations for
oral use) / Bignosinae € 5.1.4
(He BoAHi nikapchkki sacobu gns
opanbHOroc 3acTOCYBaHHS):

<108 CFU/g / <103 KYOIr

<102CFU/g / s102KYO/r

Absent/g / BigcyTHs/r

Not tested / He
TecTyBanoch
or/abo

LU R R

wows  ewm wew e e

i i

Lo
]

Absent/g /
Bigcyths/r

! Tertiary amine trihydrochloride = N-methyl-bis-[betag
routinely tested. , the requirement is covered by Abbott wi

BetarictuHy gurigpoxnopuay.

2-pyridyl)ethyl

amine trihydrochloride, at release not

h the relevant]test on'drug substance/ TpeTUHHMIA amiH
Tpurigpoxnopua =N-meTun-Gic-[6eTta(2-nipugun)eTunjamiy TPUFAPOXNOPUA, HE BUHAYAETLEA PYTUHHO Npi
BUMYCKY , BUMOra 3abesneuyeTbcs KoMnaHielo AGGOTT Npu BIAMNOBIAHOMY TeCTYBaHHI AiloUoT peqoBuHM.

2 Percentage of the label claim of betahistine dihydrochloride. / BifcoTok Big 3a3HaueHOi Ha eTUKETU KiNbKOCTi

® Tested one out of twenty batches (or at least one batch per year) on finished product / TecTyeTbcs Ha oawiit i3
ABaauaTK cepiit (abo WwoHaliverwwe 1 cepia Ha pik) Ans rOTOBOro NPOAYKTY.

Effective Date (EST) : ¢3-Reh-2824

Print Date (EST) : 08-Not-2024

Printed by : Bhiedibstaent
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Mylan Laboratories SAS/ Maitnan Jla6oparopis CAC

3.0, CURRENT Rffprtived

Pageler. |3

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

sur-Chalaronne, France /Pyt ne benbsinb,

b0 Ji

Menap, 01400, ilaTunon-Crop-LUanapoH, ®paHuid

Certificate of analysis/ CepTudcikar aHanisy
Betaserc 16mg 2x15 tab UA — Material 1400540484
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— Batch 728127
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12. | Comments/ KomeHTapi Destination countries: Ukraine
KpaiHu-imnoprepu: YkpaiHa
13. | Certification statement/ | hereby certify that the above information is authentic and accurate. This
3asBa npo cepTudikadilo 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. / Lum niaTsepmxyio, wWwo
BULLEBUKNaZeHa iHdopmalis € asTeHTUYHOW | BipHoto. Liio cepito
npenapary BupobneHo (BkMoYyaoyy NakyBaHHsS/MapKyBaHHA Ta KOHTPOIb
| AKoCTi) BULLEBKa3aHUM BUPOGHUKOM Yy NOBHIlA BIAMOBIAHOCTI 3 BUMOramu
GMP  nokanbHOro perynaTopHOro opraHy i 3 3aTBepmKeHuMu
|| cneundpikauismu  srigHo 3 PeecTpaliiHUM  NOCBIAYEHHSIM  KpaTHU-
iMropTepa. [okyMeHTauilo wozo BUpoBHULTBA cepii, nakyBaHHA |
TECTyBaHHSs rnepesipeHo, | BCTaHoBNEeHO i BignosigHicTs Bumoram GMP.
14. | Name and position & title of T T I I L G ——
person authorizing the batch Lomain NALLET o
release/ Im's Ta nocana ocobu, | Qualified person / YnoBHoBaxeHa ocoba
Bi4NOBIAANbLHOI 3a BUMYCK
cepii
15. | Signature of person AT T G ML R T ne e o s e
augthorizing the batch release/ | | Romain Nallet- Fachseecor foman :
Mianuc oco6u, signosigansHoi | | M546551 et
3a BUNycK cepii e
16. | Date of signature/ Jata ~ - -

nignucy

Yo wwst R WS

04172094 "

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

Effective Date (EST) : g3-Rey-2024

Print Date (EST) : 08-Not-2824

Printed by : Blbiadioateent
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