NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULUAPCBHKOI KOH®EAEPALIII,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOINENCbBKOIO COKO3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs
mosaHa
Hassa*
1. CUMBACTAT simvastati | cumBactat | C10A | TabneTku, BKpUTI TOB «TeBa Ykpaina AT YropwmHa B.1.3.(x), Ib — 3a UA/17477/01/03
NH-TEBA n WH AO1 NiBKOBOIO YkpaiHa» dapmaLeBTUYHNIA OHOBJ/IEHHA peyenmom
060/10HKOH0, M0 80 Mr, 3aBog TeBa iHhopMmawii 3
no 10 Tabnetok y 6e3neku

6nictepi; no 3
6/1icTepuy y KapTOHHii
KopoobLi

nNiKapcbkoro
3acoby. BHeceHHs
OHOB/IEHOT
iHcpopmawuii 3
6e3neku
NiKapcbkoro
3acoby BifnoBigHO
0,0 BHYTPILHbLOT
iHdhopmauii
KoMnaHii, a came
COMPANY CORE
SAFETY
INFORMATION
No0.66/15/01/26
Simvastatin (Oral
formulations) Ha
nigctasi PRAC
PSUR
Assessment
Report for
simvastatin
(PSUSA/0000270
9/202504). 3miHn
BHOCATbCS B
po3ain IHCTPYKLiT
«B3aemopis 3
IHWMMK
niKkapcbknmu
3acob6amu Ta iHLWi
BWAN B3AEMOZI».
BeefeHHs 3MiH
NpOTArom 6-Tn
MicauiB nicns
3aTBEPAKEHHS.




Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa
npoyedypa

Bionycky

3a

peecmpayjitiHo2o
nocsioyeHHs1

UA/17477/01/01

CUMBACTAT
MH-TEBA

simvastati
n

cumBacTat
NH

C10A
A0l

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, No 20 wmr,
no 10 TabneTtok y
6nicTepi, no 3 abo no
10 6nicTepiB y Kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

AT
dapmaueBTUYHNMI
3aBop Tesa

YropLmHa

B.1.3.(x), IB —
OHOB/IEHHS
iHchopmauii 3
6e3nekun
nikapcbkoro
3aco6y. BHeceHHs
OHOB/IEHOT
iHchopmawii 3
6e3neku
nNiKapcbkoro
3acoby BifnoBigHO
[0 BHYTPILIHBLOT
iHchopmauii
KOMnMaHii, a came
COMPANY CORE
SAFETY
INFORMATION
No0.66/15/01/26
Simvastatin (Oral
formulations) Ha
nigctasi PRAC
PSUR
Assessment
Report for
simvastatin
(PSUSA/0000270
9/202504). 3MmiHn
BHOCSITbCS B
po3ain iHCTpyKLUii
«B3aemopis 3
IHWKMK
nikapcbknuMmn
3acobamu Ta iHuWi
BVAW B3AEMOLN».
BBegeHHs 3MiH
npoTArom 6-tn
micsuiB nicns
3aTBEPAKEHHS.

peyernmom

3a

UA/17477/01/02

CUMBACTAT
MH-TEBA

simvastati
n

cumBacTat
NH

C10A
A0l

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, MO 40 Mr,
no 10 TabneTtok y
6nictepi; no 3 abo no
10 6nictepiB y
KapTOHHIlA KopooLi

TOB «TeBa
YkpaiHa»

YKpaiHa

AT
dapmaueBTUYHMi
3aBof TeBa

YropumHa

B.1.3.(x), IB -
OHOBJ/IEHHSA
iH(hopMmauii 3
6e3neku
nNiKapcbkoro
3acoby. BHeceHHs
OHOB/IEHOT

iHpopmauii 3

peyenmom




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4osUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
6e3nekun

nikapcbkoro
3aco6by BiAnoBigHO
[0 BHYTPILLUHBOT
iHchopmauii
KoMnaHii, a came
COMPANY CORE
SAFETY
INFORMATION
No.66/15/01/26
Simvastatin (Oral
formulations) Ha
nigcrtasi PRAC
PSUR
Assessment
Report for
simvastatin
(PSUSA/0000270
9/202504). 3miHn
BHOCATbCA B
po34in iHCTPYKLi
«B3aemopis 3
iHWMK
niKkapcbknmu
3acob6amu Ta iHLWi
BUAN B3AEMOSM».
BBeneHHs 3MiH
NpPOTArom 6-1n
MicaiB nmicns
3aTBEPAKEHHS.




