NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMNETEHTHAMW OPFAHAMW CNONYYEHUX WUTATIB AMEPUKW, LUBENLAPCBHKOI KOH®EAEPALLT, AMNOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1 NOTEN Kpansi 04Hi, cycneHsis, TOB «BAYLU YKkpaiHa Brvpo6HMUTBO CronyuyeHi 3MiHu | Tuny: 3MiHun Wwopao 3a UA/18426/01/01
0,5%/0,3%, no 5 mn y XENC» nikapcbkoro 3acoby, LWtatn 6e3nekn/eheKTUBHOCTI Ta peyenmom
NAAWLi 3 KpanenbHULEro, nakyBaHHs, MapKyBaHHs, AmMepuKn thapmakoHarnsgy. BeefeHHs
no 1 naswui 3 MiXXonepauinHmii ab0 3MiHM A0 y3arasibHeHNx
KpanenbHuuero y KOHTPO/b, @aHA/TITUYHWA, JaHux rnpo cuctemy
KapTOHHIA Kopoobui MiKpOGiONOrivHMIA thapmakoHarnsay (BBefeHHs
KOHTPO/b /iKaPCLKOTO y3araslbHeHNX AaHux npo
3acoby Ta eKCLMNIEHTIB, cuctemMy chapmakoHarnsay,
LOCniMKeHHR 3MiHa YNOBHOBaXeHOI 0cobw,
CTabiNbHOCTI. BiNOBiAaNbHOI 3a 3iliCHEHHS
BignoBiganbHuii 3a thapmakoHarnsaay; KOHTaKTHOI
BUMYyCK cepii /13: bayLwu 0co6m 3 thapmakoHarnsgy
eHg Jlomb 3asBHUKA A1 34iNCHEHHS
IHKOpnopeviTea, thapmakoHarnsgy B YkpaiHi,
CnonyuyeHi WTatu AKLLO BOHA BiAMiHHA Bif,
Amepuku; YNOBHOBaXEHOI 0cobu,
AnbTepHaTuBHa BiANOBiAaNbHOI 3a 3iliCHEHHS
AiNbHWULSA, Ha SIKIR thapmakoHarnsagy (Bkiyaroum
npoBoASATbLCSA KOHTaKTHI faHi) Ta/abo 3MiHN y
aHaniTU4HUi, PO3MilLleHHi MacTep-thaiina
MiKpOGioNorivHMi cuctemMu dpapmakoHarnagy)
KOHTPO/b Ta (B.1.8. (a),IAHN), 3miHa
JOcCnioKeHHA YMOBHOBaXEHOT 0Co6YU
ctabinbHocTi: Bayw eHp, 3asBHUKa, BiANOBIAa/IbHOI 3a
Jlom6 IHKopnopeiiTes, thapmakoHarnsg.
CnonyuyeHi WTatu [Oitova pepakuisn: bapmiHa MaHHa
Amepuikn; CTepunizadis OnekcaHgpiBHa.
KOMMOHEHTIB YNaKOBKM: MponoHoBaHa peaakuisi:
Icomepikc OnepeiLmnHs, [pokoneHko IpyHa MukonaisHa.
IHK., CnonyuyeHi LWtatu 3MiHa KOHTaKTHUX AaHnX
Amepukmn yMNoBHOB&aXeHOT 0cobu
3asBHUKa, BiANOBIAa/IbHOI 3a
dhapmakoHarnsg,
2, CIBIHKBO TabneTku, BKPUTI Mdpaiizep CLWA Mdpainzep HimeyunHa B.I.f.1.b.1 IB - Stability of FP - 3a UA/19698/01/01
NAiBKOBOK 060/IOHKOI0, N0 Eiy.Ci.Ii. MeHeKYypUHT Extension of the shelf life of the peyenmom




Ne
n/n

Hassa
JliKapcbKo20
3acoby

®opma sunycky (/ikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

50 mr; no 7 TabneTok,
BKPUTUX MJ/TIBKOBOHO
0600HKO0, Y 6nicTepi, No
4 6nicTepun y KapTOHHINA
Kopobui

KopnopeiiwH

Ooiuneng M6X

finished product - As packaged
for sale (supported by real time
data), To extend the shelf-life of
the finished product as
packaged for sale from 3 to 4
years when stored at “This
medicinal product does not
require any special storage
conditions.”
3MiHN BHECeHO [0 IHCTPYKU;i
0N MeVYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby A0 po3giny
«TepMmiH NpuaaTHOCTI».
3MiHM BHeceHo A0 MeTogis
KOHTPOJII0 SIKOCTi Y po34in
«TepMiH NPUAATHOCTI».
BBefileHHs1 3MiH NpOTArom 9-Tn
MicALIB Nicns 3aTBepaXKEHHS.
C.l.z IB - Changes
(Safety/Efficacy) of Human and
Veterinary Medicinal Products -
Other variation, To update
section 4.8 of the SmPC to
correct two transcriptional
errors:
- In the "Infections" subsection:
change from 2.46 to 2.48.

- In the "Lymphopenia"
subsection: change from 0 to
0.05.
3MiHN BHECEHO A0 iHCTPYKU,i
0151 MEAVYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby A0 po3giny
«[Mo6iYHI peakuii».
BBefeHHs 3MiH npoTarom 9-n
MicsLIB NicNs 3aTBEPAXXEHHS.

CIBIHKBO

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOLO, N0
100 mr; no 7 TabneTok,
BKPUTMX M/TIBKOBOIO
060M10HKOI0, Y 6iicTepi, No
4 abo no 13 6nicTepiB y
KapTOHHI Kopo6Li

Mcpaiizep
Env.Ci.Mi.
KopnopeiwH

CLUA

Mdpaiizep
MeHtoheKkyypuHr
[oiuneng M6X

HimeuunHa

B.Il.f.1.b.1 IB - Stability of FP -
Extension of the shelf life of the
finished product - As packaged
for sale (supported by real time
data), To extend the shelf-life of
the finished product as
packaged for sale from 3 to 4
years when stored at “This
medicinal product does not

3a
peyernmom

UA/19698/01/02




Ne
n/n

Hassa
JliKapcbKo20

®opma sunycky (/ikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby

require any special storage
conditions.”
3MiHM BHECEHO [0 iHCTPYKU;T
ANs MenyHOro 3aCToCyBaHHS
nikapcbkoro 3acoby A0 po3giny
«TepMmiH NpuaaTHOCTI».
3MiHM BHECEHO A0 MeToaiB
KOHTPOJII0 SIKOCTi Y pO34in
«TepMiH NpUAATHOCTI».
BBefieHHs 3MiH NpOTArom 9-1n
MiCALiB NicNa 3aTBEPIXEHHS.
C.l.z IB - Changes
(Safety/Efficacy) of Human and
Veterinary Medicinal Products -
Other variation, To update
section 4.8 of the SmPC to
correct two transcriptional
errors:
- In the "Infections" subsection:
change from 2.46 to 2.48.

- In the "Lymphopenia"
subsection: change from 0 to
0.05.
3MiHN BHECEHO A0 iIHCTPYKU,i
ANA MenyHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3giny
«[Mo6iYHI peakuii».
BBefileHHs1 3MiH NpPOTArom 9-Tn
MiCALIB NiC/1a 3aTBEPKEHHS.

CIBIHKBO

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO, NO
200 mr; no 7 TabneTok,
BKPUTMX MNiBKOBOHO
060/10HKOI0, Y 6/iicTepi, No
4 a6o no 13 6nicTepiB y
KapTOHHI Kopo6Li

Mdoaiizep
Eiiy.Ci.Mi.
KopnopeiwH

CUWA

Mdpaiizep
MeHeKkUypuHr
[oinuneng MreX

HimeuunHa

B.1l.f.1.b.1 IB - Stability of FP -
Extension of the shelf life of the
finished product - As packaged
for sale (supported by real time
data), To extend the shelf-life of
the finished product as
packaged for sale from 3 to 4
years when stored at “This
medicinal product does not
require any special storage
conditions.”
3MiHM BHECEHO [0 IHCTPYKU;i
AN MEANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3giny
«TepMiH NpuaaTHOCTI».
3MiHM BHeceHo A0 MeTogis

3a
beyenmom

UA/19698/01/03




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

KOHTPOJIIO SIKOCTi Y po34in
«TepMiH NpUAATHOCTI».
BBefeHHs 3MiH npoTarom 9-n
MicALIB Nicns 3aTBepKEHHS.
C.l.z IB - Changes
(Safety/Efficacy) of Human and
Veterinary Medicinal Products -
Other variation, To update
section 4.8 of the SmPC to
correct two transcriptional
errors:

- In the "Infections" subsection:
change from 2.46 to 2.48.

- In the "Lymphopenia"
subsection: change from 0 to
0.05.
3MiHM BHECeHO [0 iHCTPYKU;i
ONA MenyHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3giny
«[M06IUHI peakwii».
BBeeHHs 3MiH npoTaromM 9-n
MiCALiB NiC/1A 3aTBEPKEHHS.




