Ceprudixar akocri cepii nikapcnkoro 3acody
Batch Certificate for a medicinal product

Haltmenysanna npoxyxuiy

ABEPTH/, po3unH 119 0PATLHOr( 3acTOCYBanHs 8 Mr/mi o 60 ma y KouTeiinepi Ne 1 pasom

AVERTID, oral solution 8 mg/m of 60 ml in container No. | with a dosing syringe in a carton box

Name of product 3 TO3YNOYUM IUMpUIEM Y KapToHHi# nayvui
AxTunnul invpenienv: BeraricTuuy anrinpoxopsa 8 mr/sun
| Active ingredient Betahistine dihydrochloride 8 mg/mi

Homep peccTpauiitioro moceixdenns
Marketing authorization number

UA/10912/01/01

Homep cepll 19418 | NaTa snpolinBuTas: 04.2024
Batch number Date of manufacture

Poamip cepil 15791 ynaxosok daTa 3akindeHnn cTPOKY NPHASTHOCTI: 04.2027
Batch size boxes Expiry date

[lepxasa-BHPoGHUK Icnagin

Importing country {Spain

HaliMeByRaHBS, MiCNEPOITAMYBAHKA JINLHKNI N0 BHPOGHHUTEY T4
KOHTPOJIEO AKkoeTi / Name, address of a manufacturing site and a quality

PECI®WAPM MMAPETC, CJLID)., ey, Pamon i Kaxant, 2, 08150 ITapere aen Bannee,
(Bapcenona), Ienanis

9. |Mapkyeanus

[control site Recipharm Parcty, $.L.U., C/ Ramon y Cajal, 2, 08150 Parets del Valles, {Barcciona), Spain |
Howmep minen3ft 6420 ot 01.07.201% CeprudicaT eianosignocri GMP NCF2135081CAT a0 31.12.2024 (*)
| Authorization number of Certificate of GMP Compliance __tin
PesyanTaT ananizis y ianesinuocyi ao saarpepxentx MeToais KonTpoTm sxocTi
Results of analyses sccording to the approved Methods of quality control
No. Nokainuk Bumorn MKA PesynsTarn
Tests Requirements of MQC Results
1. |Onmsc Mposnpa Gesfiapena piawna 3l cnewuditnuM 3aNaX0M, IONYCKAETLEH Bianosinae
Appearance EpETYEETHE BiITIHOK Corresponds
2. |Luewvwdixauin fdentification
2.1. |BeraricTHHY AUriAPOXIOPDA 36ir Hacy yTpumyBaHHA NiKIB 1A XPOMATOrPAMAX CTAHAAPTHOTO TA Bianopiaace
Betahistine dihydrochloride AocA{KYBAROFO PO3UHHIA Cormesponds
Correspondence of retention times of the peaks in the chromatograms of the
|standard and test solutions
2.2. |Xmopnan Xapakrepua peakuld Ha x10paan Bignoeizae
Chlorides Characteristic reaction of chlorides Corresponds
23, |MermapaGen 36ir 4acy yTpEMYBAHHR NIKIB HA XPOMETITPAMAX CTAHARPTAONO T Biaooeinae
Methylparaben LOCRILKYBRHOED POITHHIB Corresponds
Correspondence of retention times of the peaks in the chromatograms of the
standard and test solutions
24, |NponinnapaGens 36ir uacy yrppMyBasHa Nikis Ha YPOMATOTPAMAX CTAHIRPTHOMD T Bianosiaae
Propylparaben 0CHUTAXYBANONO POIYHMIE Comesponds
Cormrespondence of retention times of the peaks in the chromatograms of the
standard and test solutions
3 e 25-35 2.6
4, |D&em amicTy KonTellnepy 58 -62 ma 62 mu
Volume in containey ml ml
5.  |CyoyTHi pomiwnkn He finbme 0,1 % nomimkn A 0.0%
Related substances | Impurity A: not more than 0.1 %
He Binvane 2 % xomimwn C 0%
Impurity C: not more than 2 %
He binbwe 0,2% Gyae Aol inmel AoMILAKK 0.0%
| Any other impurity: not more than 0.2 %
He binbme 2% cymn inmex romimox <1%
Total rest impurities: not more than 2 %
6. |[MixpoSionuvrisas wucrora Microbiological pusity
3aransHa xiLTexicTe aepobip He Gloeme 10 KYO/Mmn < 10 KYO/mr
Total acrobic microbial count Not more than 10* CFU/ml CFU/ mi
Jaranuda rinekicTs aplxmwis Ta| He Gineme 10" KYO/mn < 10 K¥YO/mr
njiceHennx rpudis Not more than 10* CFU/ml CFUf ml
Total combined yeasts/moulds count
E.coli Bincyrniers B 1 mn Bipeyvui
Absentin 1 ml Absent
B [Mumodenemnomrucion /A iy Tpa enrycky/at release Ipu sGepiraunifat storage
BeTaricTHHY anriapoxmopun 7.6 — 8.4 mr/mr (SMr/sn £ 5%) 7,2 - B8 mr/sta (8Bmr/mu + 10%)
Betahistime dihydrochloride mg/m! mg/ml mg/m!  mg/mil 8.0 mr/mn
mg/ml
MeTHanapaben 1,08 — 1,32 mr/mn 1,08 - 1,32 mr/mn
Methylparaben mg/ml mg/ml 1.18 Mr/mMn
IponianapaGen 0,36 - 0,44 Mr/mn 0,36 — 0,44 mr/mn
Propylparaben mg/ml mg/ml
8. |Maxyeshun Bianosiano no MICH
Packagin According to the MOC

Biamosiano a0 MKHA
According to the MOQC

Labeling




Komenrapi: 36iepiram™ npa Temnepatypl ke Bume 25°C.
Comments do not store at above 25°C.

{*}  This is the cument license number for Recipharm Parets S.L.U in the Ukraine

Ium = 3aceizuyo, N0 naBereHa BHINE iNgopmanin ¢ gocToripnom i Toynow. Xana tepin mpoayxuit Gy smpolinena, BIIOUAKYK NAKYRANNN | MADKYBARNA, i
MpoBEACAO KOHTPOML SECOCTI HA DUINe3AIAAMENiH JinbHHLT B nonxiit BignoslanocTi 3 BAMoTams GMP, ski BeTanomneni MicuepHM PEryINTOPHHM OPraHOM, A
TaKoX ¥ lancsinaceri 3 coenndixaniumy, ki 3naxonaTecs 8 pecerpaulitwomy aocke. Mporoxoan papobunuTea, NAKYBAHKRA T2 ananizie Gyan nepernsmyri i
BCTAROBNeHo BinnosinnicTs GMP.

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging and labeling, and quality control
at the above mentioned site in full compliance with the GMP requitements of the local Regulatory Authority and with the specifications in the registration dossier. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Jaxmovenun; Aaunii npogyxr pianosinae yoim KpuTepigm sxocti,
Conclusion This product corresponds to all Quality criteria
¥nonaosaxena ocolia Herminia Amo MaTa nianAcansn ‘fﬁ ?{ ZaZC,
Ql.lallﬁﬂd Person (chaminis, im"sx / full name) Date of gignﬂure

nag
TOKY MEHTIB




Ceprudlar axocti cepil nixcapesicoro 1acoby
Batch Certificate for a medicinal product

UaRuexyaanns apasyslt ABEPTHI, posunn ans 0pankioro 3acrocysanis 8 mr/mn no 60 ma y xourvetinepl Nb 1 pazom
avme of prodic 3 AO3YIOURM WINpHUEM Y KapTOHHIA nawnl
AVERTID, oral solution 8 mg/m! of 60 ml in contaimer No

Axtasand inrpenionr: Beraricrany aariapoxnopea 8 mriu
[Active ingredient Beushistine dihydrochloride § mg/ml
Hosep peccrpauiinei o nocalavenss
Marketing suthorization number vAnm12e1m
Homep ceplt 20061 Java supobunuTtea: 062025
Batch number Date of manufacture_
Posmip cepit 15984 ynaxosox /laTa xaxdnwenna crpoxy mpuaatwocyi: 06 2028
Batch sizo boxes Expiry date
lepaxasa-supobanx lenanin

g country ISpain

Hallwenysanss, nicueporramysanss ainanni no supoSanarey T
xoaTposw sxocyl / Name, address of a manufacturing site and a quality

{Gapcenona), cnanis

PECI®APM NAPETC, C.LIO., sya. Panon | Kaxaxs, 2, 03150 Mapeve aea Bavec,

contro] site Recipharm Parcts, S.L.U.. C/ Ramon v Caial. 2, 08150 Parets de! Vadles, (Barcelona).
Spaim
Howep niveasil 6420 o 01.07.2019 Cepradixar sianosiamocri GMP NCF/2538001/CAT 20 22.04.2027 (*)
Authorization number of Certificate of GMP Compliance tin
PesyssTars ananhis y sianosianoeri 2o :aveepuxenax Mevoaie KONTPOSLIO RKOCTS
Results of analyses according 10 the approved Methods of quality control
No Noxxmex Busmoru MKA Peryacramm
Tests Requirements of MQC Results _
I. [Oame Nporaps Gerxbapens plasns 3i cueundiunnm 3anaxom, PONYCKACTREN Blanosiaace
Appesrance wosvysatall aiarinox Corresponds
Clear. colorless liqu idwilham‘fwodour,uﬂlowishn_ngg’ is admitied taste
2. fldentification
21. |Beraricruny anriapexsopma 36ir wacy yypuwynauns nixis 52 XpoMATOrpAMAT CTANARPTHOrD T2 Bismoniaac
Betahistine dilyydrochloride AocAlEYnREOr® POYeMNia Cosresponds
Correspondence of reteation times of the peaks in the chromatograms of the
standard and test solutions
22. |Xnopamm XapaxTepas peaxtin na xnopuas Blamosizac
Chilorides Characteristic reaction of chiorides Comesponds
23. [MerusnapaGen 36ir wacy yTpamysanus nixis Ra XPOMATOIPEMAY ETRRASPTHOIO T2 Blanosizac
Methylparaben nocnixxysaworo pozunais Corresponds
Correspondence of retention times of the peaks in the chromstograms of the
standard and test solutions
24. |Mpoulmapsfen 30ir qacy yrpumynanng nixis na xpomaTorpasax CTRRAAPTROIC TR Bianosirsc
Propyiparsben L20C3UDXYBANOTO POINNNID Corresponds
Comspondumoftduﬂiontimofﬂnpﬂksinmcdmogmmoﬁhe
standard and test solutions
3 [pH 25-35 27
4 |Of cx mxicTy xonTelinepy 58-62 ma €0 un
Volume in container ml ml
5 |Cynyrul noimxn He Glmume 0,1 % aoadisnsen A 0.0%
Relsted substances Impurity A: not more than 0.1 %
He Simume 2 % nosimun C 0%
Imy C: not more than 2 %
He Giasme 0,2% Gyas nxcel imarof xostimxu 0.1%
Any other impurity: not more than 0.2 %
He Ginume 2% cysen inmwx somimox <1%
Total rest impurities: not more than 2 %
6. [MixpoGionorivma wwecrora Microbiological purity _
3aramsa sincicrs sepobis He 6lnume 10 KYOMa <10 KYO/ur
Total serobic microbial coont Not more than 10" CFU/m| CFW/ ml
Janmas xasden apbeaxis ™ He 6lmame 10' KYOhan <10 KYO/Mr
nicenesnx rpatGis Not more than 10' CFU/m1 CFU/ mi
Total combined yeasts/moulds count
E-coli Blacyruicrs a | un Biacyrsi
5 Absentin | ml _Absent
Kin Nemun /Assay Mpn sanycxy/st release Tlpa epiraunt/at storage
Bcnrirruuynr'hpunpu 76 - 84 mr/ma (Bar/mn & 5%) 72 - 8.8 mr/an (Burfun & 10%)
Betahistine dihydrochloride mg/ml  mg/ml mg/ml  mg/mi
Menumspeten 188 - 1,32 ur/ma 108-1,32 mriva
Methylparsben mg/mi mg/ml
Mpoaisxapaben 0,36 — 044 nrian 0,36 - 0,44 wr/un
Propylparsben mg/mi mg/mi
8 lluy-_am Biamoniano no MR
According to the MQC
9 [Mspxysauns Bizmosiano a0 MKR
Labeli According to the MOQC




Kossesrapi: I0epiraTe apu resmecparypl ve sume 25°C.
Comments 4o next store st above 25°C.

(*) This is the current license mmber for Reciphaem Parots. S.L.U.

lll!umdnmmnmuuhmmtmﬁpulmmmunﬁlwnmnnlmm asxysauss | mapxysanna, |
mmMnMMMMlMM:-meMPJdmmm.mmum-
Taweox y slaneaizmoct! ¥ encundlcaniavn, sui maressnnen o peccrpanifinouy socac. (lpsTowan supalumuTan, SaxyReNEN ™ anasiils Gyan seperannyvi |
scraneascne slancalasicrs GMP.
lmmoummnmmhum-cm.mmumhmmmqmuuluuumm
-mmmuhmwmmummdmmwwxyummwf\auomhuwumum
mmmuMMMMMMMNhWWGMﬁ

Sacaovemnem: JAawuh npagyxr slanoslssc yoin xpurepism sxectl.
Conclusion This product correspoads 1o afl Quality criteria
7 i 2. bug . D5
¥Ynossssamens ecola Hava snlaswcanns

Em?-lag
Qualificd Person A frar i /l...m.--) Date of signatare

page. 2/2




Ceprudlar axocti cepil nixcapesicoro 1acoby
Batch Certificate for a medicinal product

UaRuexyaanns apasyslt ABEPTHI, posunn ans 0pankioro 3acrocysanis 8 mr/mn no 60 ma y xourvetinepl Nb 1 pazom
avme of prodic 3 AO3YIOURM WINpHUEM Y KapTOHHIA nawnl
AVERTID, oral solution 8 mg/m! of 60 ml in contaimer No

Axtasand inrpenionr: Beraricrany aariapoxnopea 8 mriu
[Active ingredient Beushistine dihydrochloride § mg/ml
Hosep peccrpauiinei o nocalavenss
Marketing suthorization number vAnm12e1m
Homep ceplt 20061 Java supobunuTtea: 062025
Batch number Date of manufacture_
Posmip cepit 15984 ynaxosox /laTa xaxdnwenna crpoxy mpuaatwocyi: 06 2028
Batch sizo boxes Expiry date
lepaxasa-supobanx lenanin

g country ISpain

Hallwenysanss, nicueporramysanss ainanni no supoSanarey T
xoaTposw sxocyl / Name, address of a manufacturing site and a quality

{Gapcenona), cnanis

PECI®APM NAPETC, C.LIO., sya. Panon | Kaxaxs, 2, 03150 Mapeve aea Bavec,

contro] site Recipharm Parcts, S.L.U.. C/ Ramon v Caial. 2, 08150 Parets de! Vadles, (Barcelona).
Spaim
Howep niveasil 6420 o 01.07.2019 Cepradixar sianosiamocri GMP NCF/2538001/CAT 20 22.04.2027 (*)
Authorization number of Certificate of GMP Compliance tin
PesyssTars ananhis y sianosianoeri 2o :aveepuxenax Mevoaie KONTPOSLIO RKOCTS
Results of analyses according 10 the approved Methods of quality control
No Noxxmex Busmoru MKA Peryacramm
Tests Requirements of MQC Results _
I. [Oame Nporaps Gerxbapens plasns 3i cueundiunnm 3anaxom, PONYCKACTREN Blanosiaace
Appesrance wosvysatall aiarinox Corresponds
Clear. colorless liqu idwilham‘fwodour,uﬂlowishn_ngg’ is admitied taste
2. fldentification
21. |Beraricruny anriapexsopma 36ir wacy yypuwynauns nixis 52 XpoMATOrpAMAT CTANARPTHOrD T2 Bismoniaac
Betahistine dilyydrochloride AocAlEYnREOr® POYeMNia Cosresponds
Correspondence of reteation times of the peaks in the chromatograms of the
standard and test solutions
22. |Xnopamm XapaxTepas peaxtin na xnopuas Blamosizac
Chilorides Characteristic reaction of chiorides Comesponds
23. [MerusnapaGen 36ir wacy yTpamysanus nixis Ra XPOMATOIPEMAY ETRRASPTHOIO T2 Blanosizac
Methylparaben nocnixxysaworo pozunais Corresponds
Correspondence of retention times of the peaks in the chromstograms of the
standard and test solutions
24. |Mpoulmapsfen 30ir qacy yrpumynanng nixis na xpomaTorpasax CTRRAAPTROIC TR Bianosirsc
Propyiparsben L20C3UDXYBANOTO POINNNID Corresponds
Comspondumoftduﬂiontimofﬂnpﬂksinmcdmogmmoﬁhe
standard and test solutions
3 [pH 25-35 27
4 |Of cx mxicTy xonTelinepy 58-62 ma €0 un
Volume in container ml ml
5 |Cynyrul noimxn He Glmume 0,1 % aoadisnsen A 0.0%
Relsted substances Impurity A: not more than 0.1 %
He Simume 2 % nosimun C 0%
Imy C: not more than 2 %
He Giasme 0,2% Gyas nxcel imarof xostimxu 0.1%
Any other impurity: not more than 0.2 %
He Ginume 2% cysen inmwx somimox <1%
Total rest impurities: not more than 2 %
6. [MixpoGionorivma wwecrora Microbiological purity _
3aramsa sincicrs sepobis He 6lnume 10 KYOMa <10 KYO/ur
Total serobic microbial coont Not more than 10" CFU/m| CFW/ ml
Janmas xasden apbeaxis ™ He 6lmame 10' KYOhan <10 KYO/Mr
nicenesnx rpatGis Not more than 10' CFU/m1 CFU/ mi
Total combined yeasts/moulds count
E-coli Blacyruicrs a | un Biacyrsi
5 Absentin | ml _Absent
Kin Nemun /Assay Mpn sanycxy/st release Tlpa epiraunt/at storage
erirruuynr'hpunpu 76 - 84 mr/ma (Bar/mn & 5%) 72 - 8.8 mr/an (Burfun & 10%)
Betahistine diydrochloride mg/ml  mg/ml mg/ml mg/mi 80 wrhan
Menumspeten 188 - 1,32 ur/ma 1,08 - 1,32 mr/un oa_
Methylparaben mg/mi mg/ml L9 mr/un
Tpoaianspalien 0.36 - 044 nrhwa 0,36 - 0,44 wrfus
Propylparsben mg/mi mg/ml €39 wrny
§  [Maxysamm Biamoniano no MKA
According to the MQC
9 [Mspxysauns Bizmosiano a0 MKR
Labeli According to the MOQC
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Appesrance wosvysatall aiarinox Corresponds
Clear. colorless liqu idwilham‘fwodour,uﬂlowishn_ngg’ is admitied taste
2. fldentification
21. |Beraricruny anriapexsopma 36ir wacy yypuwynauns nixis 52 XpoMATOrpAMAT CTANARPTHOrD T2 Bismoniaac
Betahistine dilyydrochloride AocAlEYnREOr® POYeMNia Cosresponds
Correspondence of reteation times of the peaks in the chromatograms of the
standard and test solutions
22. |Xnopamm XapaxTepas peaxtin na xnopuas Blamosizac
Chilorides Characteristic reaction of chiorides Comesponds
23. [MerusnapaGen 36ir wacy yTpamysanus nixis Ra XPOMATOIPEMAY ETRRASPTHOIO T2 Blanosizac
Methylparaben nocnixxysaworo pozunais Corresponds
Correspondence of retention times of the peaks in the chromstograms of the
standard and test solutions
24. |Mpoulmapsfen 30ir qacy yrpumynanng nixis na xpomaTorpasax CTRRAAPTROIC TR Bianosirsc
Propyiparsben L20C3UDXYBANOTO POINNNID Corresponds
Comspondumoftduﬂiontimofﬂnpﬂksinmcdmogmmoﬁhe
standard and test solutions
3 [pH 25-35 27
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Volume in container ml ml
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Total rest impurities: not more than 2 %
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nicenesnx rpatGis Not more than 10' CFU/m1 CFU/ mi
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Menumspeten 188 - 1,32 ur/ma 108-1,32 mriva
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Mpoaisxapaben 0,36 — 044 nrian 0,36 - 0,44 wr/un
Propylparsben mg/mi mg/mi
8 lluy-_am Biamoniano no MR
According to the MQC
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Volume in container ml ml
5 |Cynyrul noimxn He Glmume 0,1 % aoadisnsen A 0.0%
Relsted substances Impurity A: not more than 0.1 %
He Simume 2 % nosimun C 0%
Imy C: not more than 2 %
He Giasme 0,2% Gyas nxcel imarof xostimxu 0.1%
Any other impurity: not more than 0.2 %
He Ginume 2% cysen inmwx somimox <1%
Total rest impurities: not more than 2 %
6. [MixpoGionorivma wwecrora Microbiological purity _
3aramsa sincicrs sepobis He 6lnume 10 KYOMa <10 KYO/ur
Total serobic microbial coont Not more than 10" CFU/m| CFW/ ml
Janmas xasden apbeaxis ™ He 6lmame 10' KYOhan <10 KYO/Mr
nicenesnx rpatGis Not more than 10' CFU/m1 CFU/ mi
Total combined yeasts/moulds count
E-coli Blacyruicrs a | un Biacyrsi
5 Absentin | ml _Absent
Kin Nemun /Assay Mpn sanycxy/st release Tlpa epiraunt/at storage
Bcnrirruuynr'hpunpu 76 - 84 mr/ma (Bar/mn & 5%) 72 - 8.8 mr/an (Burfun & 10%)
Betahistine dihydrochloride mg/ml  mg/ml mg/ml  mg/mi
Menumspeten 188 - 1,32 ur/ma 108-1,32 mriva
Methylparsben mg/mi mg/ml
Mpoaisxapaben 0,36 — 044 nrian 0,36 - 0,44 wr/un
Propylparsben mg/mi mg/mi
8 lluy-_am Biamoniano no MR
According to the MQC
9 [Mspxysauns Bizmosiano a0 MKR
Labeli According to the MOQC




Kossesrapi: I0epiraTe apu resmecparypl ve sume 25°C.
Comments 4o next store st above 25°C.

(*) This is the current license mmber for Reciphaem Parots. S.L.U.

lll!umdnmmnmuuhmmtmﬁpulmmmunﬁlwnmnnlmm asxysauss | mapxysanna, |
mmMnMMMMlMM:-meMPJdmmm.mmum-
Taweox y slaneaizmoct! ¥ encundlcaniavn, sui maressnnen o peccrpanifinouy socac. (lpsTowan supalumuTan, SaxyReNEN ™ anasiils Gyan seperannyvi |
scraneascne slancalasicrs GMP.
lmmoummnmmhum-cm.mmumhmmmqmuuluuumm
-mmmuhmwmmummdmmwwxyummwf\auomhuwumum
mmmuMMMMMMMNhWWGMﬁ

Sacaovemnem: JAawuh npagyxr slanoslssc yoin xpurepism sxectl.
Conclusion This product correspoads 1o afl Quality criteria
7 i 2. bug . D5
¥Ynossssamens ecola Hava snlaswcanns

Em?-lag
Qualificd Person A frar i /l...m.--) Date of signatare
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Ceprugivar akocri cepii aikapeskora sacofy
Batch Certificate for a medicinal product

;}““””}Y“z""? spoaykuil ABEPTHJ, posunu nan opanehore sactocyBauns 8 Mr/m. 1o 60 ma y Koutefnepi Ne | pamw]
ome of product 3 03YIOUHM NPHUEM Y KapTOHNIN nayyl 1
AVERTID, oral solution § mg/ml of 60 m in contamer No. | with a dosing syringe 11 a carton box
Axtunauil inrpeaicwr: heraricruny aunrlapoxaopua 8 mrisu
Active ingredient Betahistine dibydrochloride 8 mg/ml
Hoxmep pecerpaulifinoro nocelavenns
Ma:kc’:ing mﬁwion number uano9n2101/01
Homep cepit 20951 Alara BupoGunurng: 03.2026
Baich number Date of manufacture
Paxuip cepir 15800 ynaxonox Hlata sakinaenng crpoxy npuastnocri: 03.2029
|Batch size boxes Expiry date
Hdep poluur lemanis
{Imponting country Spain
Hattmenynanun, MicuepoITRInyBAHHS AL LU D BUpoGHIUTBY Ta MEPIBEJI ®APMA NAPETC, C.1.10., 8y Pamon i Kaxas, 2, 08150 Tiaperc aen
KOnTpomo aioeri / Name, address of a manufacturing site and a quality Basee, (bapeenona), [ensuia
control site Meribel Pharma Parets, S.L.U., C/ Ramon y Cajal. 2, 08150 Parets del Valies, (Barcelona),
Spain
Howep niuensit 6420 o7 01.87.2019 Ceprudlar sinnosianocri GMP INCF/ZSJM)OI/CAT A0 22.04.2027 (*)
Authorization number of Cenificate of GMP Compliance ull
Pesyavratn anaahis y signoniauocti ao 3aTacpawenux Metoais xonvpomo skocri
Results of analyses according to the approved Methods of quality controt
No. Moxanux Bumoru MKS Pesyantarn
Tests Requi of MQC Results
L. |Onue ITpo3opa Ge36apens pianna 3i cneundiunim 3anaxom, 100yCKACTLEH Bianoslaac
Appearance WOBTYBaTH Biarinox Corresponds
Clear, coloriess liquid with a specific odour; a yellowish linge is admitted taste
2. lneuruginauis Adentification
21 Bevaricruny auriapoxsnopna 36ir uncy yrpumysanus nixis ng XPOMATOrPAMAX CTRHAAPTHOIO TR Bianosizac
Betahistine dihydrochloride A0CKY BANOTO pO3unKiB Corresponds
Correspondence of retention times of the peaks in the chromatograms of the
standard and test solutions
22, {Xnopuan Xapaxrepaa peaxuin na X0pHAK Bianosiasc
Chlorides Characteristic reaction of chlorides Corresponds
2.3 IMerwanapaben 36ir wacy y1pumysaKus nikis na XPOMATOrPaMAX CTAHARPTHON T2 Bianosinac
Methylparaben A0CALAKYBAHOTO posuKKiB Corresponds
Correspondence of retention times of the peaks in the chromatograms of the
standard and test solutions
2.4, HIponisnapaGen 36ir wacy yrpusiysanug nikis na XPOMITOrpamMax CTaHASPTHOTO T2 Bianosinac
Propylparaben A0CALDKYBAHOrO PO3Y KNI Corresponds
Correspandence of retention times of the peaks in the chromatograms of the
standard and test solutions
3 [pH 25-35 2.7
4. |O6’cm smicTy xonTeduepy 58 - 62 ma 61 Ma
Volume in container m mi ]
5. 1Cynyri nomimsxu He 6invwe 0,1 % aomiukn A 0.0%
Related substances Impurity A: not more than 0.1 %
He Siasme 2 % aomiuscy C %
Impurity C: not more than 2 %
He Ginnwe 0,2% Gyan sicoY inwoY nosiwky 0.0%
Any other impurity: not more than 0.2 %
He Ginnwe 2% cymu inmmy gosiatok 0%
Total rest impuritics. not more than 2 %
6. [MixpoGionoriuns witcrors Microbiologicsl purity
3araasua xiankicrs acpoSie . He 6iaswe 10° KYO/ma <10 KYO/mr
Total acrobic microbial count Not more than 10° CFU/mi CFU/ m!
3aranuna xinexicr, apixusis 1a He 6ianuie 10' KYO/ma <10KYO/mr
naicenesux rpubis Not more than 10! CFU/mi CFU/ mi
Total combined yeasts/moulds count
E.coli Bincyriicte B 1 M Biacyrni
Absent in 1 mi Absent
7. |Kinewicue sutnauenns /Assay TTpw sunycky/at release Npu 36epiranni/at storage
Betaricruuy auriapoxnopua 7,6 — 8,4 Mr/ma (8mrimn + 5%) 7.2 - 8.8 mr/vin (8mr/ma £ 10%)
Betahistine dihydrochloride mg/ml mg/m| mg/ml mg/mi 8.0 mrimn
meg/mj
MeTunnapaben 1,08 — 1,32 Mr/ma 108 - 1,32 mr/ua
Mecthylparaben mg/mi mg/mi 1.20 wir/va
mg/mi
Nponianapaben 0,36 - 0,44 Mr/ma 0,36 - 0,44 ss/mn
Propylparaben mg/mi mg/mi IMA
1
8. [Flaxkymanng Bianosinno a0 MKS F3 S 9\
Packaging According to the MOC £y ! 2
9. |Mapxysanns : Bianosiano a0 MKS 5{5?51/ <[ o, Blancka@ v |
L Labeling According to the MQC 2f 2! Z)
7, /
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Komeurapi: 36epiraru npy Temnepatypl ne sume 28°C.
Comments do not store at above 25°C

{*)  Thiss the current license number for Menbel Pharma Parets S 1.1

Unse & 3acelauyio, uio naseacna suuie ingopsmeniv ¢ ocronipnoio i townosw. dane cepis npoaysuit Gy.1a nupodaend, BxmoNI00s naKyBaHnR | MApPKyBINNR, |
AIPORCACHO KONTPOAL RKOCTI 3 BHINEIIMECHIR ALaLauui B nownifi pianosianocti 3 musorasn GMP, axi seranomien! sictentn peryiRTopRIN OPrENOM, &
Taxox y slanosianocti il cocuuixauizmu, axi 3HAX029THEE B peccTpauitinony nocuc. FIpoToKoIH BHPOBNRNITE, NaKyRants T2 anwthin Hyn neperaruyTii
seTanoBaeHo sianonianicrs GMP,

I hereby certify that the above information is suthentic ang accuraie This batch of product has been manufactured, including packaging and labeling, and quality control
at the above ioned site in full compliance with the GMP requirements of the Jocal Regulatory Authonity and with the specifications n the registration dossicr The
batch processing, packaging and analysis records were resiewed and found 1o be in compliance with GMP

3amw3¢»un: HAawuft npoaysr sianopiaac yciv xpurepins akoeri, ‘ ,
Conclusion This product corresponds to all Quality criteria w /
v 2
?owf

¥nosnosawens ocols Francese Paradell Java nianucanna }3 47 2026
Qualified Person (danuma, tn'x / full name) uanue / signature) Date of signature
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