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o TMopsiaKy NpOBEICHHS eKCIEPTH3M PeECTpalliHIX
MaTepianik Ha JIKapchKi 3ac00M, 1110 TOAAIOTHCA HA JIEPiKaBHY
Epeem‘paui}o (nepepeecTpalliio), a TAKOMC |
;ﬁ!KCl’IepTHBI/l MarepiajiB Npo BHECEHHS 3MiH J10 peecTpauidiHuX '
MaTepialiB MPOTATOM Iii peecTpaLiiiHoro 5
|
|

moceimyeHHs (myHKkT 4 posainy 1V) -
| — J

3BIT
PO AOKJIIHIYHI JOCTIZKEeHHS

1. Hazsa mixapcekoro 3aco0y (3a
HassBHOCTI - HOMEp peecTpaiifHoro
[HOCBITYEHHS):

Pemetrexed/ITemerpexcen

nioginizar Ui IPUroTYBaHHS PO3YUHY Juls 1HGy3ii
1o 100 Mr y ¢nakosi;

in bulk: 60 ¢naxoniB y kopoOi.

1) Tan dikapchbkoro 3acoly, 3a SKHM
IPOBOJIHIIAcH a0 IIaHYEThCA
peecTpartis

["enepuyHuii miKapceKuii 3acid

2) IpoBeIeH] TOCTITKESHHS

TaK

|-t-

JIoKmiHIUH] JOCTIHKEHHS HE POBO/IAIUCE (PIPMOIO B 3B°SI3KY 3 THM,
1110 3a3Ha4YeHuil npenapaT peecTpyEeThes K I'eHEpPUYHHI Ipenapart.
Jlocke CKIIaZIeThest B TOMY YHCII 3 MAaTepialliB OCHE Bl BAPOOHHKA
xomnaHii [[3au6cy Xansco @apmackrotukan ['pyn Ko., JItn, Kuraii
Ta Mae JOCTaTHI JaHi, a caMe, OTJIAAH MPOBEJCHUX BHIIPOOYBaHb
pedepenTHOrO mnpenapary Ta iHOG BigkpuTi nyOuikarii mpo
JIOCTIJI’KEHHS], TaKOXk pe3loMe Ta JIiTepaTypHi JaHi mpo mpemapar.
Takosx Marepialii BKIIOYAIOTh OIJIJIH Ta PE3IOME BiJl HE3aAICKHUX
€KCIIEPTIB, K1 OLIHIOBAIM MaTepiald BiJ 3asSBHHKA Ta BHPOOHHKA
ITpuBaTHe akitionepHe ToBapHCTBO «JIexxim- Xapkin», Ykpaiua.

2. @apMakooris:

1) mepBuHHA hapMakoIHHAMIKA

2) BTOprHHA (papMakoJuHaMiKa

3) dapmakomoris Oe3mnexu

4) hapmaxoauHaAMIYHI B3aeMO/IIT

3. dapMakoKiHETHKA:

1) aHAITHYHI METOIMKH Ta 3BITH
11010 X Bastimarii

2) BCMOKTYBaHHSI

3) po3noiin




4) metadosmism

S) BUBEICHHS

6) bapMakoKiHETHYHI B3acMOil
(JIoKITiHIYHI)

7) iHmmi dpapMakoKiHeTHYHI
ITOCTIIDKEHHS

4. TOKCHKOIOTIA:

1) TOKCHYHICTE Y pa3i 0JIHOPa30BOro
BBCICHHSA

2) TOKCHYHICTE Y pa3i IOBTOPHHX
BBE/ICHD

3) reHOTOKCHYHICTD:
in vitro

in vivo (BKJIFOYAIOYH J0JaTKOBY
OIIIHKY 3 TOKCHKOKIHETHKH )

4) KaHIIePOTEHHICTh:

JTOBFOCTPOKOBI AOCIIVKEHHS

KOPOTKOCTPOKOBI JIOCHII)KEHHS
abo0 JIOCTiKEeHHS cepeaTHBol
TPHBATIOCTI

IT0IATKOBI JIOCILIKEHHS

5) penpoLyKTHBHA TOKCHYHICTD Ta
TOKCHYHHI BIUIHB HA PO3BHTOK
MOTOMCTBA:

BIUIUB Ha (PePTUIIBHICTE 1 paHHIH
eMOpiOHaJIbHUI PO3BHTOK

eMOPIOTOKCHYHICTh

NpeHaTaIbHA 1 TOCTHATATBEHA
TOKCHYHICTE

UTOCITIZDKEHHS, TIPH SIKHX [Tpenapar
[YBOJIUTLCSI [IOTOMCTBY




(HecTaTeBO3PLIMM TBapuHam) Ta/abo
OIIIHIOETECS BIIIaIeHa Jist

6) MicIIeBa TTEPEHOCHMICTh

7) DOIATKOBI JOCII/DKEHHS
TOKCHYHOCTI:

AHTHIEHHICTH (YTBOPCHHS QHTHTLN)

IMYHOTOKCHYHICTL

MOCITIKEeHHS] MEXaH13MIB JiiT

ITiKapchKa 3a1eKHICTh

TOKCHYHICTh META0OIIITIB

TOKCHYHICTE JIOMIIIOK

HIIIE

5. BUCHOBKY 11010 JOKJIIHIYHOTO
BHBUCHHS

3agBHHK (BIACHUK
peecTpanifHoro MOCBiTUSHHS)

(m)mHG)

Kyspminnx A.M. i
(T 1. B)
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1o INopsanky npoBeeHHS eKCIePTH3H peecTpalliiHEX MaTepianis Ha
JliKapchKi 3ac00H, 1110 MOJAIOTHCS Ha JACPKaBHY PEECTpPALIiko
nepepeccTpaLilo), a TaKoK

€KCIIepTU31 MaTepialliB PO BHECEHHs 3MiH [0 peecTpaiiifHux
MaTepiasie MPOTAroM Ail peecTpariiiHoro

nocBigyeHHs (myHkT 4 pozainy V)

3BIT
PO KJIiHiYHe BHIIPOOYBaHHS

1. Hasra nikapcekoro 3aco0y (3a
HAasIBHOCTI - HOMEP peecTpamiifnoro
[MOCBITUCHHS )

Pemetrexed/IlemeTpexcen

miodinizat 11 IPUrOTYBaHHS PO3YHHY JUIst iH(Y3ii
1o 100 mr y dnaxoni;

in bulk: 60 ¢akoHnie y kopoOiii.

2. 3asgBHHUK

[IpusBaTHe aknionepue toBapucrso «Jlexkxivm-XapkiB», Ykpaina

3. Bupobuuk

Jiangsu Hansoh Pharmaceutical Group Co., Ltd., China/

[[3aabcy Xanbco @apmacsiorukan Ipyn Ko., JIta., Kuraii

4. ITpoBeneHi JOCTIIKEHHS:

TaKk Hi

1) Tn slikapeskoro 3aco0y, 3a SKHM
MPOBOIMIIACS 200 TIAHYETHCS
peecTpartis

["enepuynmii nikapcrKuii 3acid

5. [loBHa HA3Ba KIIHIYHOTO
BHITPOOYBAHHS, KOJIOBAHHNA HOMEp
KJIIHIYHOTO BHIIPOOYBaHHS

6. ®aza KIIHIYHOTO BUIPOOYBaHHS

7. Ilepion nmpoBeJieHHs KJIIIHIYHOTO
BHUIIPOOYBaHHS

8. Kpainu, 1e mpoBoauIocs KilHIYHe
BUNIPOOYBaHHS

9. KiibKicTh TOCII/KY BAHUX

10. MeTa Ta BropuHHI 1111
KJIIHIYHOI'O BUIIPOOYBAaHHS

11. Jluzaifd KIiHI9HOTO
BUNIPOOYBaHHS

12. OcHOBHI KpHTEPi] BKIIOYESHHS




13. JlocipKyBaHUiH JTiKapehKui
aci, crocid 3acTocyBaHHS, CHa Jil

14. Ilpenapat nopiBHAHHS, /1034,
crioci6 3acTocyBaHHsl, cuna il

15. CynmyTns Tepais

16. Kputepii omiHku edeKTHBHOCTI

17. Kputepii ominku Oe3neku

18. CraTucTHYHI METOIH

19. Jlemorpadiusi nokazHUKH
ImocTipKyBaHol oIy Al (CTaTh,
BIK, paca, TOLIO)

20. Pesynbprati e)eKTHBHOCTI

21. PesynpTaT Oe3nekH

22. BHCHOBOK (3aKJIFOYEHHS)

3asBHUK (BJIACHUK

T Ao

peceTpaniifHoro MoCBIAYeHHS ) (mimmie) ="

Kvy3pminnx A.M.
(. 1. B.)




