MENARINI
von Heyden

CEPTU®UKAT KAYECTBA
Mpopykr : Fmnbomer®
Ne matepuana: 01471350
Ne cepuu: 08057
Ne ceprudmkara: 30000199912
PerucTpaloHHoe yaoctoBepeHue: Ne UA/7166/01/01 Crp.1us2
CrpaHa npousBoauTens: lepmaHus
Pasmep cepuu: 28106 ynakoBok
lata nsrotoBnexus: 10/2020
Cpok rogHOCTM: 10/2023
[ara aHanuaa: 27.10.2020
JlekapcrBeHHan ¢hopma: TabneTiu, NOKpPLITHIE NNEHOYHOH
060rouKoiA

AosupoBka/Copnepxanue:

Bug un pa3Mep ynakoBKu:

Paspewetmne Ha BbINyCK cepun BbIaHo
KOMnaHueit:

1 TabneTka copgepxuT: 400 Mr MeTopMuHa
ruapoxnopuaa u 2,5 mr rnmbenknamuaa

20 TabneTok B 6nuctepe, no 2 Gnucrepa B
KapToHHOM KOpoGke ¢ MapKUpOBKOI Ha

YKpauHCKOM f3blKe

MeHaputu — doH Xelinen 'm6X, Jleitnuurep wrpace 7 — 13,
01097 [peaneH, Mepmanus

& (Ul g{/) vpcry Coas

Ne nuueHaun: DE_SN_01_MIA_2015_0031/ No.18/Az.:L24-5117/23
Napamerp En. TpeboBanus Pesynerar
Bxewnuit sug Benoro nnu noytu 6enoro Lseta, kpyrbie, Cooteetcreyer

ABOSIKOBLINYKMble, NOKPbIThIE NNEHOYHON

oBorioukoil TabneTku ¢ pasgenuTensHoR

nnHKEi4 C OZHOW CTOPOHbI.

Ha cTopone, He copepxattied

paspenuTensHoW NMHWK, HaHECEHO TUCHEHUE

«2.5», Ha NONYKPYIrbix NOMOBUHAX C Apyroia

CTOPOHb! HaHeCeHO TUCHeHne «B» u «1».
OnHxopoaHocTb eanHMy
AO3UPOBaHUA
- MeTtdopmuu (oTknoHeHne maccel) Cootsetcreyet Ph. Eur. 2.9.40. Cootsevcrsyer
- nuBexknamua (oaHOpogHOCTS Coorsetcieyer Ph. Eur. 2.9.40. CootseTcrByer
coAepxaHus)
Pacniagaemocrs* MUHYTHI <30 10
MNoTtepu npu cylwke % <4 1
Mnentudmnkauus metdopmusa
HCI
BOXX: spemsi yaepxusaHus FNonoxurenbHo Cooreercreyer
BOXX: Yo-AMA NonoxutensHo Cootsercrayer
Wpentudukauus rnnbesknamMnga
BOXX: Bpems yaepxmsaHus NonoxutensHo Coorsetcreyer
BOXX: Yo-AMA MonoxuTensHo CootBercTayer

Menarini - Von Heyden GmbH « Sitz Dresden « Amtsgericht Dresden HRB 24293 «
Geschafisttihrer: Dr. Francesen Nuzzolo. Dr. Pasquale Scordino. Piero Batacehi
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CEPTU®UKAT KAYECTBA
Mpoaykr : Fnubomet®
Ne marepuana: 01471350
Ne cepuu: 08057
Ne ceptudpukara: 30000199912
Hara usrotoBnexus: 10/2020 C1p.2us 2
Cpok rogHOCTH: 10/2023
Mapametp En. Tpe6oBaHus PesynbTtar
KonuyectseHHoe copepxanue Mr /rabn. 380 - 420 400
merchopmuHa HCI (95 - 105 %)
KonuuectseHHoe copepxaHue Mr /rabn. 2,375 -2,625 2.521
rnubeHknamMuaa (95 - 105 %)
PacTBopeHne MeTchopmuHa ruapoxnopuaa % 2 75 (Q) 3a 45 MuHyT Cootsercrayet
Pacreopexue rnubeHknamuna % 2 75 (Q) 3a 45 MunyT Cooteetcreyer
PoacteeHHble coeauHeHus
- Fnubenknamuaa cynsgonamug % 05 0.13
- Iobas poacTeeHHasn npumecs % 50,20 0.07; < 0.05
rnubeHKNamuaa HeycTaHOBNEHHOIM NPPOALI
- Beero poacTeeHHbIX npumeceii % <10 0.2
rmubeHknamuaa
- UuaHoryanuaun % <0,02 < 0.01
- NoBasn poacTBeHHan npuMech MeThopMmuHa % <0,10 < 0.05

HEYCTaHOBSIEHHOW NpUpoaL!
- Beero poacTeeHHbIX npumecei MeThopMuHa % <0,50 <0.05

Mukpobuonoruyeckas uncrora®

TAMC KOE/ r <10° He onpegensnocs
TYMC KOE/ ¢ s 10? He onpepaensinocs
E. Coli OtcyrcByerB 1T He onpegensanock
(*) Tect 06bIYHO He BbINONHAETCS npy Beinycke. OH NPOBOAUTCA NO OAHOWN naptuu us 10 unu exerogHo.
Ceptudukar:

A HacTOALMM 3aBepsio, YTO MH(OPMaLWUA, U3NOXEHHasA BbilLE, ABNAGTCH TOYHONR 4 AocrosepHoi. Mpouecc npoussoacTea
AaHHOR cCepumu NPOAYKTa, BKMIOYas ynakosKy/MapkupoBKy U KOHTPONb KauecTsa, Guin OCYLLI@CTBNEH B NOMIHOM COOTBETCTBUM C

uccnepoBanmit. OTHETLI O NPON3BOACTEE, YNAKOBKE U AHANUTUYECKUX UcnbITakuAX cepuu Sbinu npoaHanuanposaHsl u
NPU3HaHbLI YA0BNETBOPAIOWMMY CTaHAapTam GMP,

3

MENARIN! - Von Heyden GmbH

Romy Berger I -
YnonHomoheHHoe nuuo Leipziger Sr. d7 13 25/11/2020
Menarini - Won Heyden GmbH 01097 Dresden

Menarini - Von Heyden GmbH + Sitz Dresden » Anifsgericht Dresden HRB 24295 »
Geschatlsfithrer: Dr. Francesco Nuzzolo, Dr, Pasquale Scordino, Piero Batacehi
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JEPAJIKCIIYIEbA
AEPJKABHA CJIIYXKBA 3 IKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKIHN OBJIACTI

npocnekt Banepia Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B YKPpaiHY JIiIkapchbKOro 3acody

21.01.2021 Ne 683/21/10

T'NIBOMETE

(HaliMeHyBaHRs JTikapchkOro 3aco6y 3riTHO 3 peeeTpaLifiHEM NOCBiTIEHHAM)
Ta0JIeTKH, BKPHUTI ILIIBKOBOIO 000,10HK010 10 20 TadaeTok y Gaicrepi; mo 2 Gicrepn y
KapPTOHHiN KopoOui

(dbopma BHITYCKY, 103YBaHHS, BUI AKyBallks JiKapCHKOro 3aco6y)

HoMep peecrpaniitroro nocsixgenns UA/7166/01/01 crpox mii peectpauifinoro nocsirderns 01.01.2099

Cepis sikapcbkoro 3aco6y Ne 08057 e KinpkicTs BBe3eHOr0 Nikapcbkoro 3acoby 3456
BupoGauk Menapini-®ou Xeiinen 'm6X, Himeuunna
(HaltMeHyBaHHA BUpOGHHUKa Ktixapcekoro 3acoly, Kpaina MOXOJKEHHS)
BBeseHo B VkpaiHy CoibHe yKpaiHChK0-eCTOHCBEC HiINPHEMCTBO Y (opMi ToBapHcTBa
3 o0Mmeskeno10 BiznoBinaabHicTIo "OnriMa-®apm, JITH", ixent. kon:
21642228 -

(naiimedyBanns Ta xoz 3a €[IPTIOY ropuantinoi oco6u a6o mpissume, iM's, 0o GaTbKoBi (diznunoi
oco6u - mianpremu, ii Micue NPOKHBANHS Ta peecTpaLii Ml HoMep 06MTiKOBOT KAPTKHM IUIATHHKA
nozarkis abo cepis Ta HoMep nacropra)

IpoTokoa BisyansHoro xonrposo Bix 21.01.2021 N 0054/15.

3a pesynbTaTaMM 1EpXAaBHOrO KOHTPOJIO BCTRHOBJIEHO, LIO JiKapchkuit 3aci6 BBe3eHO B Vxpainy 3
AOTPHMAHHAM BAMOT 3aKOHOARBCTBA 10O 3a0e3neteHHs AKCCTi IKapchKUX 3aco6iB.
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IIponykr:

Ne marepiany:

Ne cepii:

Ne ceprndikary:
PeecTpaniiine nocsinuenns:
Kpaina-BupoGuuk:
Po3mip cepii:

JlaTa BUrOTOBJIEHHS:
Tepmin npunarHocri:
Jenb ananizy:
Jlikapcbka dopma:
HosyBanns/Bmicr:

Bun i po3mip ymakoskn:

Ho3Bin Ha BUnyck cepii BugaHo
KOMIIaHi€Io:
Ne apinensii:

MENARINI
von Heyden

CEPTU®IKAT SAKOCTI

I'niGomer®
01471350
08060
30000199930
UA/7166/01/01
Himeuyunna
29517 ynakoBok
10/2020
10/2023
27.10.2020
TabneTky, BKPUTI IWIIBKOBOIO 060JI0HKOIO

1 Tabnetka Mictute: 400 Mr MeTdopMiHy riapoxmopuay i 2,5 Mr raibeHKnaminy
20 Tabnetok y GmicTepi; no 2 6icTepu B KapTOHHi# KOPO6Li 3 MapKyBaHHAM

YKpaiHCBKOIO MOBOIO

Crop. 132

Menapini — ®on Xeiines I'm6X, Jleinuirep mrpace 7 — 13,

01097 Ipesnen, Himeuynna
DE_SN_01_MIA_2015_0031/No.18/Az.:L24-5117/23

Iapamerp On. Bumorn PesyabTar
3oBHimmHii BUrIn Binoro a6o maibxe 6inoro xonsopy, kpyr, Binnosinae

JBOOMYKJ, BKPUTI ILTIBKOBOIO 060JI0HKOI0

TabNIETKH 3 PO3AIIOBOIO NiHi€I0 3 OHIET

CTOPOHH.

Ha ctoponi, mo se Mictuts posainosoi miwii,

HaHECEHO THCHCHHA «2.5», Ha HAIIBOKPYIJINX

HOJIOBMHAX 3 iHINOT CTOPOHH HAaHECEHO

THCHEHHA «B» 1 «1».
OnnopiaxicTs 1030BaHNX
OAMHUIB
- Metdopmin (BigxuneHHs macu) Bignmosinae Ph. Eur. 2.9.40 Bignosinae
- Inibenxnamin (omHopianicTs Bianosinae Ph. Eur. 2.9.40 Binnosinae
BMiCTY)
Posnananus* xBu- <30 6

JIMHH

Btpartu npu cyminsni % <4 1
InenTndixania Merpopminy
HCI
BEPX: yac yrpumyBanns IozutueHO Biamoeinae
BEPX: YO-IM]JT ITo3urusHO Bianosinae
InenTudikanis raiGenkaaminy
BEPX: yac yrpumyBanns Tlo3uruBHO Binnosinae
BEPX: YO-JIM]] ITosuTusHO Bianosinae
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MENARINI
von Heyden

CEPTU®IKAT SIKOCTI
IIponykr: I'niGomeT®
Ne maTepiany: 01471350
Ne cepii: 08060
Ne ceprudikary: 30000199930
JlaTa BUroTOBNEHHA: 10/2020 Crop.232
Tepmin npuaaTHocri: 10/2023
Ilapamerp On. Bumornu PesyabTar
Kinbkichuii BmicT Mr/ 380 -420 403
merdopminy HCI Tabn.  (95-105 %)
KinbkicHuii BMicT mr/ 2,375 -2,625 2.530
riaibeHKaaminy Tabn. (95— 105 %)
Pozunnenns merdopminy % =75 (Q) 3a 45 xBunun Bianosinae
rigpox;iopuay
Po3unnenns raibenkaaminy % > 75 (Q) 3a 45 xBunuH Binnosigae
Cnopinneni cnonyku
- I'nibenxnaminy cynsgponamin % <0,5 0.12
- Byns-sika ciopinneHa nomimka % <0,20 <0.05
IiGeHKIaMily HEBCTaHOBIEHOT
NpHpOIH
- Beworo cnopigsennx  jomimox % <10 0.12
rnibeHknaminy
- Iianoryauiaua % <0,02 <0.01
- Bynp-axa cniopinnena nomimxa % <0,10 <0.05
MET(POPMIHY HEBCTAHOBIEHOI
HpHpOaM
- Beboro cnopiasennx nominiox % <0,50 <0.05
MeThopMiHy
MikpoGionoriuna yncrora*
TAMC KYOor <103 <10
TYMC KYOr <10° <10
E. coli Bincytnse 1 r Bianosinae

(*) Tecr 3a3BHyaili He BHKOHYETHCS TIpu BUTYCKY. Bis npoBommThCa Mo oamil naprii 3 10 a6o HIOPOKY.

Ceprundixar:

A uaM 3acBinuyio, wo indopManis, sukianeHa BHLIE, € TOYHOK i focToBipHOIO. [Ipouec BUPOGHHLTBA maHOL cepii
TIPOAYKTY, BIJIOYAIOYM yNaKyBaHHA/MapKyBaHHA i KOHTPONb SKOCTI, Oyno snificheHo B TOBHIN BiamoBimHocTi 3
BuMoramu GMP, 3atBepkeHnMH MicrieBUMHU OpraHaMM KOHTPOIIO, i Creuu®ikalisMu peecTpanifiHoro nocsinueHHs
KpaiHu-iMnoprepa, a6o BUMOramu cneundikauil 1M NMPOAYKTIB, NpU3HAYEHMX nMIA JocHiKeHHs. 3BiTH 1mozn0
BUPOGHMI[TBA, YIaKyBaHHA Ta aHATITHYHHX BUNpOOYBaHb cepii Gyno npoaHami3oBaHO i BH3HAHO TaKMMH, 110
BiANoBifaTH cranaapram GMP.,

Powmi Beprep
YnosHoBaxeHa ocoba  (miammc) 25/11/2020
Menarini — Von Heyden GmbH

IlITamn: Menapini — ®@ou Xeiinen I'm6X, Jleiinuirep mrpace 7 - 13, 01097 Jipesnen.




Npoaykr :
Ne maTtepuana:
Ne cepum:

Ne ceprudmkara:
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CEPTU®UKAT KAYECTBA

PeructpauonHoe ygocrosepenue:

CtpaHa npoussoauTtens:
Pasmep cepun:

fara usrorosnenus:
Cpok rogHocTh:

Barta avanuza:

NekapcTeenHan ¢opma:
ﬂoaupoaxalCo.qepxcaHue:

Buna u pasmep ynakosku:

Paspemeuue Ha BbINyck cepum BbInaHo

MMmubomeT®
01471350
08060
30000199930

Ne UA/7166/01/01

lepmanus

29517 ynakosok

10/2020
10/2023
27.10.2020

MENARINI
von Heyden

Tabnetku, NnokpLITLIE NAEHOYHOIK

oBonoukoit

1 Tabnevka cogiepxut: 400 mr mMeTdopmuHa
rApoxnopuaa 1 2,5 mr rnubeHknamuga
20 rabnevok B 6nuctepe, no 2 6nucrepas

KapTOHHO! KOpOGKe C MapkMpoBKOI Ha
YKPanHCKOM AA3bike .
nnex MM6X, Neiinuurep wypace 7 - 13,

Meuapuhu — doH Xe

Cvp. 1u32

KOMnaHueit: 01097 Dpespen, Mepmans
Ne nunenauu; DE_SN_01_MIA_2015_0031/ No.18/Az.:1 24-5117/23
napaiae'rp En. TpeboBanus Peaynuyar
BHewHuit Bug Benoro unu noytu 6enoro usera, kpyrnwie, Coorsetcreyer
ABOSAKOBLINYKNbIG, NOKPLITLIE NNEHOYHOMR
obonoukoit TabneTku ¢ paspenurtensHoi
NUHUER € 0AHOM CTOPOHBL.
Ha ctopose, He coaepxaiyei
PAALNUTENLHOR NYHNK, HaHECEHO TUCHEeHWe
2.5, Ha NONYKPYrALIX NONOBUHEX C Apyroi
CTOpOHbI HAHECEHO TUCHeHMe «B» u «1».
ORHopoaHoCTL eanHMy
Ao3upoBaHuna
- Metchopmun (oTknonenue Maccbl) Coovaercrayer Ph. Eur, 2.9.40. Coorsercreyer
- MnuGenknamup (on+opoaHocTs Cootsercreyer Ph. Eur. 2.9.40. Coorsercrayer
copiepkaHunn)
Pacnapaemoctu* MUHYTHI S 30 6
Novepu npu cyiuke % <4 1
WpeHTtudurkayun MercdopMmuHa
HCI
BIXX: Bpems yaepxvsanus NonoxurenbHo Coorsercrayer
BIXX: Yo-AMA MonoxutensHo Cooreercrayer
Wneutudukayun rmubexknaMuga
BIXX: spems yaepxusanus Monoxurensho Cooreercrayer
BIXX: Yo-AMA MonoxurensHo CootBercrayer

Menarini- Von Heyden GmbH « Siiz Dresden « Amusgericht Dresd
GeschifisRihrer: Dr. Francesco Nuzzolo, Dr. P

en HRB 24295 «

asquale Scording, Piero Batacchi




MENARINI
von Heyden
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CEPTUO®UKAT KAYECTBA
Mpoaykr : rmubomeT®
Ne matepuana: 01471350
Ne cepum: 08060
Ne ceprudukara: 30000199930
[Aarta usrorosnexnusn: 10/2020 Ctp.2un32
Cpok rogHoCcTHM: 10/2023
MapameTp En. TpebGoBaHus Pesynbrar
KonuuectBeHHOe conepxanue mrfrabn. 380 - 420 403
metcdopmuHa HCI (95 - 105 %)
KonuuecteeHHoe conepxatue Mmr/frabn. 2,375-2,625 2.530
rmubeHknaMuaa (95- 105 %)
PactsopeHue meTcdopmuHa ruapoxnopuaa % 275 (Q) 3a 45 MuHyT CootseTcTByer
PacreopeHue rmubeHknammuaa % 275 (Q) 3a 45 MuHyT CoorseTcreyer
PoacrteeHHble coeauHeHns
- Fnnbenknamnaa cynbdoHamun, % 05 0.12
- io6an poacreeHHan npumecs % $0,20 <0.05
rubeHknamMuna HeyCTaHOBNEHHON NPUPOALI )
- Beero poacreeHHbix npuMeceit % <10 0.12
rnubenknammaa
- Linanoryanuauh % 0,02 <0.01
- Nio6as poacTBeHHas npumecs MeTdhopmuHa % <0,10 <0.05

HeyCTaHOB/IEHHOR Npupoabl
- Beero poacreeHHbix npumecein MeTchopmuHa % <0,50 <0.05

Muxpo6uonoruyeckas yucrora*

TAMC KOE/r s10° <10
TYMC KOE/r s 10? <10
E. Coli Orcytcayers 1 r CooTsetcrayer

(*) Tect 0BbiuHO He BLINOMHAETCA NPY BbiMycke. OH NPOBOAWTCA NO 0AHON napTtum U3 10 unu exeroano.
Cepruduxar:

1 HACTOALUM 33BEPRIO, UTO UHPOPMALINA, UINOKBHHARA BLILLE, ABNAETCS TOYHON U AocTosepHoii. Mpouecc npouseoacTea
AaHHO# cepun NPOAYKTa, BKNIOYAR YNaKoBKY/MapKMPOBKY W KOHTPOAb Ka4ecTsa, Gbln OCYWeCTBNEH B NONHOM COOTBETCTBUN C
TpeGosaHuaMu GMP, yTBepKAEGHHLIMU MECTHbBIMMU KOHTPONUPYIOLMMN OpraHamu, ¥ CheLMUKaLUAMY PErMCTPALIMOHHOrO
YROCTOBEPEHUR UMNOPTUPYIOLLER CTPaHL!, Unk TpeBosanuAMM cneuuduaLumu Ans NPOAYKTOB, NPeAHa3HAYSHHLIX ANA
uccnenosaHuii. OTYeTE! 0 NPOUIBOACTEE, YNAKOBKE U aHANWTHYECKMX UCILITAHNAX cepun Obinn NPOaHaNU3NPOBaHL W
NPUHaHbLI YA0BNETBOPAIOWMMU CTaHAapTam GMP,

/t ‘ MENARINI - Von Heyden GmbH
Romy Berger Leipziger Str. 7-13
YnonHoMgueHHoOe nuuyo 01097 Dresden : 25/11/2020

Menarini -Mon Heyden GmbH

Menarini - Von Heyden GmbH + Sitz Dresden » Amisgericht Dresden HRB 24295 «
Geschifisfuhrer: Dr. Francesco Nuzzolo, Dr. Pasquale Scordino. Picro Batacchi




AEPXJIIKCITY)XXBA
AEP)KABHA CJIY)XXFBA 3 JIIKAPCI)KI/!X 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMMH Y KMIBCBhKIN OBJIACTI

npocniekT Banepis Jlo6anoecrkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3¢HOro B YKpainy JiKapcLKoro 3acoby

24.03.2021 Ne 12724/21/10

INIIBOMET®

(nafiMeHyBaHHS NiKapchkOro 3aco0y 3riHo 3 peecTpauiifHum TIOCBiNYEHHAM)
TalJIeTKH, BKPUTi IIIBKOBOI0 060.10HK010 110 20 Ta6.1eToK y Gaicrepi; mo 2 Gaicrepu y
KapToHHiii kopolui

(dopma Bumycky, no3yBaHHs, Bua NaKyBaHHS JIIKapCLKOTo 3acoby)

Howmep peectpauititoro nocsizuenns UA/7166/01/01 crpox aii peectpauiitroro nocsiguenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 08060 KinbkicTb BBE3EHOTO JTiKapcrkoro 3acoby 1728
Bupo6Huk Menapini-®on Xetinen 'm6X, HiMeuwuuna
(aliMeHyBaHHS BHPOGHHKA TKapCcLKOro 3aco0y, KpaiHa TIOXOKEHHS )
BaeaeHo B Vkpainy ChinbHe ykpaincnko-ecroncbke nianpuemcrso y dpopmi ToBapucTBa
3 06MeskeHo010 BixnoBiganLHicTIO "Onriva-®apm, JITI", inenr. kox:
21642228

(uafiveHyBaHus Ta Ko 32 CJIPITOY IOPUIHYHOT 0co6H 260 npissuie, iM'a, 10 GaTbKOBI ¢izuunoi
0coGH - miAnpHeMIy, 1T MiclLie POKUBAHHS Ta PeecTpauiiinuit Homep 061ikoBoT KapTKH MNaTHHKA
nonartxis abo cepis Ta HoMep nacnopra)

IIpoToxon Bisyanbuoro KOHTpOJll'O sin 18.03.2021 N2 0781/12.

3a pesynbTaTaMH JepKABHOrO KOHTPONIO BCTAHOBJICHO, IO JIKapChKMil 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHONABCTBA OO 3a6e3neucH s AKocTi JiKapCLKUX 3aco6iB.
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IMENARINI
yon Heyden

CEPTU®IKAT AKOCTI
IIpoayxr: T'niooMeT®
Ne marepiany: 01471350
Ne cepii: 08091
Ne ceprudikary: 30000202010
Peecrpaniiine mocsinueHnd: UA/7166/01/01 Crop. 132
Kpaina-BHpoOHHUK: Himeuunna
Po3mip cepii: 24696 ynakoBOK
JlaTa BUTOTOBJICHHA: 12/2020
Tepmin mpUAATHOCTI: 12/2023
Hara ananizy: 18.01.2021
Jlikapcbka dopma: TabneTKu, BKPHUTI IUTIBKOBOIO 0OOTIOHKOIO
Josysannsi/BmicT: 1 Tabnerka MicTiTh: 400 Mr MeTQOPMiHY TiAPOXIOPHAY 1 2,5 MT ITibeHKIaMify
Bupn i po3mip ynakoBku: 20 Tabnerok y 6mictepi; mo 2 GricTepH B KapTOHHIH KOPOOIL 3 MAPKYBaHHAM

YKpaiHCBKOIO MOBOIO
Jo3Bis Ha BUNYCK cepii BHAaHO Menapini — ®on Xeitnen 'M6X, Jletimiirep mrpace 7 — 13,

KOMIIaHi€lo0: 01097 Ipesnen, Himeyunna

Ne ninensii: DE SN 01 MIA 2015_0031/No.18/Az.:.1.24-5117/23

Ilapamerp On. Bumoru Pe3yabTar
3oBuiniHii BUTIAAN Binoro a6o Mmaiixe 6i10ro KoJIb0py, KpyTii, Binnosinae

JBOOIIYKJIi, BKPHTI INIIBKOBOIO 0G0JIOHKOIO
TabIIETKH 3 PO3IIIOBOIO JIiHI€IO 3 OfHi€l
CTOPOHH.
Ha cTopoHi, 1110 He MiCTHTh PO3/A1I0BO] TiHil,
HAHECEHO TUCHEHHS «2.5», Ha HaNliBOKPYITTHX
IIOJIOBMHAX 3 1HIIIOT CTOPOHH HAHECEHO
THCHEHHS «B» 1 «1».

OnHopigHicTh 7030BaHUX

OAMHHIb
- MerdopmiH (BigXHWICHHS MacH) Bignosinae Ph. Eur. 2.9.40 Bignoginae
- I'niGenxnamin (ogHOPiAHICTE Binnosinae Ph. Eur. 2.9.40 Bignosinae
BMICTY)
Posnananns* xBu- <30 6

JIMHH
Brparu npu cyniHHI % <4 1
InenTudikaunia MmeTdopminy
HCI
BEPX: uac yrpuMyBaHHA TTo3uTHBHO Binnosinae
BEPX: YO-IM{ ITo3uTuBHO Bignosinae
InenTudikania raideHkaaminy
BEPX: yac yrpuMyBaHHs ITo3utusHO Biamnosinae
BEPX: YO-IIM/] ITo3UTHUBHO Biamnosigae

o Qv 1297 (43 ool Aors O



MENARINI
von Heyden

CEPTUDIKAT SAKOCTI
Hpoaykr: I'nicomeT®
Ne marepiany: 01471350
Ne cepii: 08091
Ne ceprudikary: 30000202010
JlaTa BUTOTOBJICHHA: 12/2020 Crop. 232
TepMin npugaTHOCTI: 12/2023
Ilapametp On. Bumoru Pe3yabTar
KinbkicHnii BMicT mr/tabn. 380 —420 409
metdopminy HCI (95 - 105 %)
KiabkicHuii BMicT mr/rabm. 2,375 -2,625 2.510
riaibeHkaamMiny (95 - 105 %)
PosunneHHs MeTdopMiny % > 75 (Q) 3a 45 xBuIuH Biamosinae
rinpoxiopuny
Po3unHeHHs riai6eHKIaMiny % > 75 (Q) 3a 45 xBUIHMH Binnosinae
CnopiaHeni cionyku
- TniGenknaminy cynbhoHamin % <0,5 0.26
- Byne-sika criopifaeHa goMimxa % <0,20 <0.05
rOeHKIaMily HEBCTaHOBIIEHOL
IPHPOIH
- Bcproro crniopiiHEHUX JTOMILIOK % <10 0.26
rmibeHKIaMiny
- IiaHoryaHiguH % <0,02 <0.01
- Bynp-sika cropiiHeHa JOMIIIKa % <0,10 <0.05
MeTdOopMiHy HEBCTaHOBJICHOT
NPUPOIH
- Bcroro criopiiHEHUX JOMIIIOK % <0,50 <0.05
MeTdopMiHy
Mixpo6ionoriyna yncrora*
TAMC Kyoxr  <10° He BuzHauanocs
TYMC KYOr <102 He BusHauanocs
E. coli BigcyrHsBlr He BusHayamocs
(*) Tect 3a3BH4ail HE BUKOHYETHCS TIPU BUMYCKy. BiH IpoBoANThCs 10 0AHiH mapTii 3 10 abo 1mopoxy.
Ceprudixar:

S npM 3acBigdyro, mo iHpopMallis, BUKIAJeHa BUIIE, € TOYHONO i mocToBipHOo. ITporec BUpoOHHMITBA HaHOI cepii
NPOJYKTY, BKIIOYAIOUM YINAKyBaHHA/MAapKyBaHHs i KOHIPOJNb fKOCTi, Oyio 3zilficHeHO B NOBHIH BiANOBiAHOCTI 3
sumoramu GMP, 3aTBep/PKEHHMH MICIEBHMH OpPraHaMH KOHTPOJIO, i cHerHdikaliAMH PeecTpalifHOro MOCBiMICHHS
Kpainu-iMroprepa, abo BuMoramu creuuikauii Ui OPOAYKTIB, NPH3HAYCHMX JJIA JOCHI[DKEHHA. 3BiTH IIOJO
BUPOOHHMI[TBA, YNAKYBaHHS Ta aHANTHYHAX BHUIPOOYBaHb cepil Oyno NpoaHali30BaHO 1 BH3HAHO TAKUMH, IO
BianosinaoTe crangapraM GMP.

Powmi Beprep
VroBHOBaxkeHa ocoba  (miAnuc) 09/03/2021
Menarini — Von Heyden GmbH

IlIramm: Menapini — ®on Xeiinen ['M6X, Jlefinmirep mrpace 7 — 13, 01097 pesnen.




MENARINI
von Heyden

CEPTUOUKAT KAYECTBA
MpoaykT : MmuomeT®
Ne matepnana: 01471350
Ne cepuu: 08091
Ne cepTucpukarta: 30000202010
PermctpaunoHHoOe yaocToOBepeHne: Ne UA/7166/01/01 Crp.1u32
CTpaHa npoUsBOAUTENb: Fepmanusn
Pasmep cepuu: 24696 ynakoBok
[lara uaroToBneHus: 1212020
Cpok ropHocT!: 12/2023
Hdara avanuaa: 18.01.2021
NekapcTBeHHan chopma: TabneTku, NOKPbITbIE NNEHOYHON
o6onoykoi

HosupoBka/ConepxaHnue:

Bup n pasmep ynakoBKu:

PaspeuleHne Ha BbiNyCK Ceprn BblgaHo
KOMNAaHNEen:

1 Tabnetka coaepxuT: 400 Mr meTdopMuHa
ruapoxnopunga u 2,5 mr rmubeHxnammaa

20 Tabnetok B 6nucrepe, no 2 6nuctepa B
KapTOHHOW KopobKke C MapKupoBKO Ha

YKDaMHCKOM A3blke

MeHapunn — ®oH XeiaeH MTMBX, Jleanuurep wrpace 7 — 13,
01097 OpesaeH, Nepmanus

Ne nuueHann: DE_SN_01_MIA_2015_0031/ No.18/Az.:.L 24-5117/23
NapameTp En. TpeGoBanusn PesynbTar
BHewHwiA Bua Benoro unu noyty 6enoro WBeTa, Kpyribie, CooTtBeTcTBYET
ABOSKKOBLINYKIbIE, NOKPbITHIE NITEHOYHOR
obonoukoit Tabnerky ¢ pasaenurenbHomn
JIMHUEMN C OAHOW CTOPOHD.
Ha ctopoHe, He copepxalyen
pasAenuTensHO NUHUM, HBHECEHO TUCHEHNE
«2.5», Ha NONYKPYIIkIX NONOBUHAX C APYFon
CTOPOHbI HAHECEHO TUCHEHNE «B» 1 «1».
OAHOPOAHOCTL eAMHMLL
A03UpoBaHUus
- MeTchopMuH (OTKNOHEHNE Macchl) CooteetcrayeT Ph. Eur. 2.9.40. CooTBeTCTRYET
- FnubeHknamug, (0AHOPOAHOCTL CootseTctayeT Ph. Eur. 2.9.40. CooTeeTcTBYET
conepxaHus)
Pacnapaemoctb* MUHYTHl S 30 6
Morepu npu cyLuke % <4 1
WUnentudukauyusa metdopmuHa
HCI
B3XKX: BpemMa yaAepKUBAHNA MNonoxwutensHo CooTBeTCTBYET
B3OXX: Yo-AMA FlonoxuTenbHo CooTBeTCTBYET
Waentucmkauus rmmbeHknamuga
B3OXX: BpeMs yaepXuBaHua MonoxuTensHo CooTBeTCcTBYET
BOWX: Yo-OMA MonoxurenbHo CootBercTByeT

Stenarin - Y on Hevden GmbH » Sty Diosden » Amtsgericht Diosden TR 24203
oo chabistoinetr T Diassesne aesole D Pagiale Seendime Prere Bataceln




MENARINI
von Heyden

MENARINI

CEPTU®UKAT KAYECTBA
MNMpoayxkr : FmuoomeT®
Ne matepuana: 01471350
Ne cepun. 08091
Ne ceptudmkara: 30000202010
DaTta u3rotoBneHun: 12/2020 Cip.2us2
Cpox rogHOCTH: 12/2023
MapameTp En. TpeboBaHus PesynbTat
KonuuecTeeHHOe coaepxaHue mr frabn. 380 - 420 409
metdropmuna HCI (95 - 105 %)
KonunyecTBeHHOE cogepxaHue wr /rabn. 2,375-2,625 2.510
rmubexrknamuaa (95 - 105 %)
PacTeopeHue MeTdopMmuHa ruapoxnopuaa % 2 75 (Q) 32 45 MmunyT CooTBeTCTBYET
PacTsopeHue rnubeHknammaa % 2 75 (Q) 3a 45 MuHyT CooTBETCTBYET
PoacTBeHHbie COeAMHEHUA
- MuGeHknaMuaa cyrbgoHamma % <05 0.26
- NMioGas poacTeeHHan npuMech % 0,20 <0.05
rvBeHKnaMmMaa HEYCTAHOBNEHHOW NPUPOAR!
- Bcero poACTBEHHbIX npUMecei % <1,0 0.26
rnubeHKknamMnaa
- LinaHoryaHuguH % <0,02 < '0.01
- MiGan poacTeeHHan npuMech MeTopMuHa % =0,10 <0.05

HeycTaHOBNEHHOW nNpupoabl
- Bcero poacTaeHHbIX NpuMecei meTthopMuHa % <0,50 <0.05

Mukpo6Uuonoruyeckas Yncrora*

TAMGC KOE/ r <10° He onpeaensnocs
TYMC KOE/r s10° He onpeaensnoch
E. Coli OrcytceyerB 1r He onpegensnock
(*) TecT 06bIMHO HE BLINOMHAETCA NPU Bhinycke. OH NPOBOANTCA NO OAHOMN NapTUK 13 10 NNK eXeroaHo.
Ceprudukar:

A HacTOALLMM 3aBEPSIO, YTO UHPOPMALIMA, UNOXKEHHARA Bhillle, ABNASTCA TOYHON U focToBEpHO. MNpouecc nNpon3BoacTea
AQHHON Cepun NPOAYKTa, BKNIOYAS YIAKoBKy/MapKUpOBKY M KOHTPOSIb KauecTea, Gbin OCYLUeCTBNEH B NOMHOM COOTBETCTBUM C
Tpebosannamn GMP, yTBepXAEeHHLIMU MECTHBLIMI KOHTPONUPYIOLWMMI OpraHamm, u cneludrkauusiMi perucTpaLnoHHoro
YAOCTOBEPEHUA MMNOPTUPYIOLURH CTPaHL!, unu TpeGoBaHUAMY cneLutukaumMm Ans NPOAYKTOB, NPeAHa3HaueHHbIX ANA
nccneaosaHuit, OTYeTH! O NPOU3BOACTBE, YNAKOBKE ¥ aHAUTUHECKNX UCTIBITAHIAX cepuk BbINTM NPOaHaNM3NpPoBaHb! U
npuaHaHb! YAOBNETBOPAKLNMY CTaHAapTam GMP.

ﬂ MENARINI - Von Heyden GmbH

‘ Leipziger Str. 7-13

Romy Bprger 01097 Dresden

YnonHgmoueHHoe nuyo 09/03/2021

Menarini - Von Heyden GmbH

Menarim - Von Heyden GmbH ¢ Siz Diesden « Amitaeericht Diesden THRE 24295 «
Greshatistulises D1 ratecseo Nuzzolas D Prsguade scordime, Prero Batacch




HEPAIIIKCITYKBA
AEPKABHA CIIYKBA 3 JIIKAPCI)KI;/'IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUTBCBHKIIi OBJIACTI

npocnext Banepis Jlo6anoscskoro, 51, m, Kuis, 03110, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ug_l Kox €IPTIOV 37078774

BUCHOBOK
NPO AKICTh BBE3EHOro B Yxkpainy Jgikapcebkoro 3aco0y

22.06.2021 Ne 32802/21/10

I''IIBOMET®

(naliMenyBauns nikapcekoro 3acoCy 3rinno 3 peectpaviiinmm HOCBiTYEHHAM)
Tab.IeTKHA, BKPHTI ILIIBKOBOIO 060.10HK0I0 no 20 Taénerok y Oaicrepi; mo 2 Oxicrepu y
KapTOoHRHIH Kopob6i

(dopma Bumycky, AO3YBAHHS, BU/I 1AKYBAHHS JHKApCHKOTO 3acoby)

Howmep peectpauiiitoro nocsizaerns UA/7166/01/01 CTpOK Aif peectpaniiinoro nocsimaenns 01.01.2099
Cepist nikapcekoro 3aco6y Ne 08091 Kinskicts BBesenoro mikapesxoro 3acoby 1944

Bupo6ank Menapini-®ou Xetizen I'm6X, Himequuna

(natiMenysanns BHpOGHUKA Aikapcrxoro 3acoby, xpaina TIOXO[KEHHS)

BreseHo B Vipainy Crninbne ykpainchko-ecroncn ke nixnpuemerso y gopmi TOBAPHCTBA

3 00MesKeH0I0 BignoBinaabHicT0 "Onrima-®apm, JIT", izenr. Kox:
21642228

(nadhveHyBaHHES Ta KOJ 32 €APTIOY wpumm4HOT 0coby abo npi3Buie, iM's, 1o 6aTbKoBI diznunoi
0co6u - minnpuemns, i Micue TIPOXKMBAHHA Ta peecTpauifHui HoMep 061ikoBOT KapTKH IIATHAKA
Hojarkis abo cepis ra HOMED Nactopra)

Hpotoxon sisyansnoro xoutpomo six 10.06.2021 Ne 1997/15.

3a  pesympratamMm  zepxasHOro KOHTPOMIO  BCTAHORJIEHO,

O JKapChKMH 3aci6 BBeseno m Vkpainy 3
AOTPHMAHHAM Bumor 3aKOHOZABCTBA OO0 3a0e3nedenus

KOCTi MKapchKHX 3acoBiB.

@ Onexciit COJIOJIPAI
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