MEPENIK
NIKAPCbKUX 3ACOBIB LLOAO0 AKUX 3ABEPLUEHO PO3IMNAA PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA 3MIH A0
PEECTPALINHUX MATEPIAJIIB NPOTAroOM Aji PEECTPALINHOMO NOCBIAYEHHSA HA NNIKAPCbKI 3ACOBW, AKI
3APEECTPOBAHI KOMNETEHTHUMW OPFAHAMU CNOJTYYEHUX LUTATIB AMEPUKW, LUBEWUAPCBKOI KOH®EAEPALL,
ANOHII, ABCTPAJII, KAHAAW, NIKAPCbK/X 3ACOBIB, L0 3A LLEHTPAJTI3OBAHOI NPOLEAYPOKO 3APEECTPOBAHI
KOMMNETEHTHMM OPFAHOM EBPOMNENCBLKOIO COKO3Y

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, BIionycKy peecmpayjitiHo2o
3acoby ynakoskKa) nocsi04YeHHs1
1. BAPFATE®® | kancynu m'siki no 100 wmr; BepiHrep HimeyunHa BUPOBHUK, LLLO HimeuunHa CTucnuii onmc 3MiH: 3MiHM LWOA0 3a peyenmom UA/16651/01/01
no 10 kancyn M'akux B IHrenbxanm BignoBigae 3a BMNYyCK 6e3neKkun y iIHCTPYKLIT 415 MeANYHOrO
anomiHieBomy 6nicTepi, IHTEpHeLHN cepii: BepiHrep 3acTocyBaHHs y po3aini «Cnocio
no 6 a6o 12 6nictepiB y m6X IHrenbxaiim ®apma 3aCTOCYBaHHS Ta [031» Ta KOPOTKiiA
KapPTOHHI Kopo6Lyi v6X i Ko. KI, XapakTepucTuLi nikapcbkoro 3acoby
HimeuumnHa; y po3ginax «[lo3n Ta cnocié
BUPOGHMLTBO, 3acTocyBaHHs» Ta «CneujiasbHi
ynakoBKa Ta KOHTPO/1b 3axoam 6e3nekn Npu NOBOAKEHHI 3
AkocTi kancyn in bulk HEBMKOPUCTaHNM NiKapCbKUM
(Hepo3sdpacosaHoi 3acobom abo Bigxogamu
NpoAyKUii NikapcbKoro nNikapcbKoro 3acoby».
3acoby): KataneHt «Update of sections 4.2 & 6.6 of the
HimeyunHa E6epbax SmPC in order to include an
vm6X, HimeuunHa,; improved method of administration
nepBuHHe (6nictepwn) and handling of the capsules,
Ta BTOPUHHE respectively. This update is based
nakyBaHHs (KOpPobku), on post-marketing experience».
MapKyBaHHs
(nepBuHHOrO Ta
BTOPUHHOIO

nakyBaHHs) Ta
KOHTPO/b SIKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaim
dapma 'm6X i Ko. K,
HimeuumnHa;
anbTepHaTUBHI
OinbHULI ons
BTOPWHHOTO
nakyBaHHA Ta
MapKyBaHHS:
Papm/lor dapma
NopyxicTik TM6X,
HimeuuunHa,;
LLireremaHH
JTboHdbepnakyHreH
yHA JloricTiwep




Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka cpopma,
yrnakoska)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsioyeHHs

Cepsic e. K.,
HimeuuunHa;
aNlbTepHaTVBHI
na6opartopii gns
NpOBeAEHHSI
KOHTPO/O SIKOCTI (3a
BUIK/TIOYEHHSIM
Mikpob6ionoriyHol
uncToTn): A eHg Em
LTabTect MM6X
(Nabopartopis
KOHTPO/I0 AKOCTi Ta
TeCcTyBaHHS
cTabinbHocTi),
HimeuunHa; HysicaH
M6X, HimeuunHa;
aNbTepHaTUBHI
nab6opartopii ans
NpoBefEeHHs
KOHTPOJIO AKOCTi 3a
MOKa3HUKOM
MikpobiosnoriyHa
ynctorta: Clrc
IHCTUTYT PpeseHiyc
M6X, HimeuunHa;
Na6op NC CE eHg Ko.
KI, HimeyunHa

BAPIATE®®

Kancynm m siki no 150 mr
no 10 kancyn M'akux y
anomiHieBomy 6nicTepi,
no 6 6nictepis y
KapTOHHi KopooLyi

BepiHrep
IHrenbxaim
IHTEpHEeLHN
6X

HimeuunHa

BUPOBHUK, LLLO
BiANoBigae 3a BMUNycK
cepii: BepiHrep
IHrenbxaiim ®apma
v6X i Ko. KI,
HimeyumnHa;
BMPOGHMLTBO,
ynakoBka Ta KOHTpO/lb
AkocTi kancyn in bulk
(Hepo3sdpacosaHoi
NpoAyKUii nikapcbKoro
3acoby): KataneHt
HimeyunHa E6epbax
'm6X, HimeuunHa;
nepBuHHe (6nictepwn)
Ta BTOPVHHE
nakyBaHHs (KOpPobku),
MapKyBaHHs
(nepBuHHOrO Ta
BTOPVHHOIO
nakyBaHHs) Ta
KOHTPO/Tb SKOCTI

HimeuunHa

CTucnuii onmc 3MiH: 3MiHM LWoA0
6e3nekun y IHCTPYKLIT 4719 MeANYHOro
3acTocyBaHHs y po3aini «Cnocio
3aCTOCyBaHHSA Ta [031» Ta KOpOoTKiii
XapaxkTepucTuLi Nikapcbkoro 3acoby
y po3ginax «[lo3n Ta cnocié
3acTocyBaHHs» Ta «CneujiasbHi
3axoau 6esneky Npy NOBOMKEHHI 3
HEBUKOPUCTaHUM NiKapCbKUM
3aco6oM abo Bigxoaamu
nNikapcbKoro 3acoby».
«Update of sections 4.2 & 6.6 of the
SmPC in order to include an
improved method of administration
and handling of the capsules,
respectively. This update is based
on post-marketing experience».

3a peyenmom

UA/16651/01/02
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nikapcbKoro 3acoby:
BepiHrep IHrenbxaim
dapma 'm6X i Ko. KI,
HimeuuunHa;
aNbTepHaTUBHI
OinbHUUI oNs
BTOPUHHOTO
nakyBaHHs Ta
MapKyBaHHs:
dapm/lor dapma
NopxicTik FTM6X,
HimeuumnHa;
LteremaHH
JNboHdepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuuunHa;
aNlbTepHaTVBHI
na6opartopii gns
npoBefeHHs
KOHTPO/O SIKOCTI (3a
BUIK/TIOYEHHSIM
Mikpob6ionoriyHoi
uncToTn): A eHg Em
LTabTect MM6X
(Nabopatopis
KOHTPO/I0 AKOCTi Ta
TeCcTyBaHHS
cTabinbHocTi),
HimeuunHa; HysicaH
M6X, HimeuunHa;
aNbTepHaTUBHI
nab6opartopii ans
NpoBefEeHHs
KOHTPOJIO AKOCTI 3a
MOKa3HUKOM
MikpobiosnoriyHa
ynctota: Clrc
IHCTUTYT PpeseHiyc
M6X, HimeuunHa;

Na6op NC CE eHg Ko.

KI', HimeyumHa

NnoTEN

Kpanni o4Hi, cycneHsis,
0,5%/0,3%, no 5 mny
nnsawuyi 3
KpanenbHuueto, no 1
NAALWL 3 KpanesbHULEe
Y KapTOHHIli Kopoobui

TOB «BAYLU
XEJIC»

YkpaiHa

Bupo6bHuuTBO
nNiKapcbKoro 3acooby,
nakyBaHHs,
MapKyBaHHs1,
MiXonepavjinHuii
KOHTPO/b,
aHaNiTUYHUIA,

CnonyueHi WTatu
AMepuKu

3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHWX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO
cucTemy papmakoHarnggy, 3miHa

3a peyenmom

UA/18426/01/01




BTOPVHHE MaKyBaHHS:
LIC/1 BepiHr AT,
LlBeiiuapis

3aKyrnoproBaHHs (h1akoHIB MapKu
West 1241 PH 4104/04 ta West
4541 PH 4104/40 Buny4aeTtbes
BignoBigHa iHhopmavis y posginax
3.2.P.2.3., 3.2.P.7 moaynsa 3.

Ne Ha3ssa Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 (nikapcbka cpopma, BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
MiKpo6ionoriyHuiA YNOBHOBaXeHOT 0cobw,
KOHTPOb NiKapCbKoro BiANOBiAa/IbHOT 3a 34iICHEHHS
3acoby Ta hapMakoHarnsay; KOHTakTHOI 0cobu
eKCUVMNIEHTIB, 3 (hapmakoHarnsay 3asiBHuKa s
JocnipKeHHs 3AilicCHeHHA hapMakoHarnsgy B
CTabiNbHOCTI. YKpaiHi, SIKLLO BOHa BigMiHHA Bif
BignoBiganbHuii 3a YNOBHOBaXeHOT 0cobw,
Bunyck cepii N13: bayL BiNOBiAa/IbHOT 3a 34iiCHEHHS
eHp Jlom6 hapmakoHarnagy (Bkiovarum
IHKOpnopeliTes, KOHTaKTHI AaHi) Ta/abo 3MiHn y
CrionyyeHi Wrtatn po3MilLieHHi MacTep-thaiina cucremm
AMepuKuy; chapmakoHarniagy) - 3miHa
AnbTepHaTuBHa YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
AiNbHWLA, Ha siKili BiANOBIAaIbHOI 3a thapmakoHarnsg,
NpPOBOAATLCSA [Litova pepakuis: JleBnubkuii KOpiii
aHauTiTUYHWA, Bacunbosuu. MponoHoBaHa
MiKpOG6iOIoriYHMiA pefakuis: bapmiHa MaHHa
KOHTPO/Ib Ta OnekcaHApiBHa. 3MiHa KOHTaKTHUX
[OCTiIKEHHA [aHnx ynoBHOBaXeHoi ocobu,
cTabinbHocTi: bayL BiAANOBIAabHOI 3a thapmakoHarnsg,
eHp Jlom6 3MiHa Homepa MacTep-tainna
IHkopropeiiTes, cuctemu chapmakoHarnsgy
CnonyuyeHi LWtatn
AMepUKM;
Crepunizauis
KOMMOHEHTIB
ynakoBku: lcomegikc
OnepenmnHs, IHK.,
CnonyyeHi LWtatn
Amepurkun
4, NPUBIAXKEH po3uunH ans iHdysii 100 LICN bepiHr Al Lseiiapis BMPOBHULITBO LLiBeiiuapis B.Il.r.2. B)Il, AkicTb - JaHOO 3MiHOIO 3a peyenmom UA/18357/01/01
mr/mn (10 %), no 25 mn, Hepo3cacosaHol NpPoBOAMTLCA 3aMiHa Habopy AN
50 mn, 100 mn, 200 mn, npoayKuii, NnepBrHHe aHanizy BU3HAYEHHS aHTUTIN 80
a6o 400 mny nakyBaHHs NOBEPXHEBOro aHTUreHy renatuty B,
dhnakoHax, no 1 (acenTnyHe B KiHL,eBOMY MPOAYKTI.
dh1aKkoHy B KapPTOHHIl HanoBHEHHS), 3arBepmkeHo: Habip ans aHanisy
KopooLi KOHTPO/b AKOCTI, BUpPOGHMLTBA KOMMaHii DiaSorin.
BUNYCK cepil: MponoHoBaHo: Habip A41s aHanisy
LIC/1 BepiHr AT, BMPOGHMLTBA kKOMNaHii Bio-Rad.
LLiBeiuapis; B.IL.r".1 x)Ib - Y 3B'A3Ky 3
nepBUHHE NakyBaHHS NPUNUHEHHAM BUKOPUCTaHHSA
(mapkyBaHHs), iHpy3iiHMX Npobok ans




