Homarox 29

Jo ITopanky npoBeaeHHs eKCIEPTH3H
peecTpalifiuX marepianis Ha Jikapenki
3aco0H, O NOAAIOTECH Ha AePHaBHy
peecTpariio (IepepeecTpailiin}, a TakoxK
eKCIIePTH3H MaTepianip po BHeceHHA

aMiH 2o peecTpalilinmx MaTepianin
IpoTAroM Aii peectpauiiioro noceiayeHHA
(myukT 4 po3ziny IV)

3BIT

Npo JOKJIIHIYHI JOC/IIKEeHHA

1. Hasga nixapchkoro 3aco0y (3a HAIBHOCTI -
HOMeEp peecTpalliifHoro MocBindeHHs):

[TAKJIITAKCEJI-AAP, xoHnenTpaT 412 po34nHy
ra indysiit, 6 mr/mi, o 5 ma (30 mr), ado 16,7 ma
(100 Mmr), ado 43,4 Mma (260 mr), a6o SO mux (300 Mr)
y paaxonax Ne 1 abo Nel0 , ado in bulk Ne 50

1) T nikapceKoro 3aco0y, 3a AKUM
nposoauacd aGo MIAHVETECH DECCTPAIIS

['eHepuYHM NiKapchKAMiT 3aci0, OAHOKOMIOHCHTHHEH

2) IpOBeNEH JOCIiHKeH S

Tax vV mi grmo Hi, oOIpYHTYBaTH

3rinmo 3 BuMoramd posainy III Tlopsaaky
IIPOBEJICHHA EKCIIEPTH3H peecTpauifiHux Marepianis
Ha JKapchKi 3aco0H, IO IMOAAIOTHECI HAa PEECTPALIio
(epepeecTpallilo), a TaKOXK EKCICPTH3H MaTepianin
PO BHECEHHS 3MIH [0 peecrpauifiHux Marepianis
mpoTAroM Al  peecTpamiifHOro  IOCBiqYeHHT,
satBepkeHoro Haxasom MO3 Vikpainu Ned60 mix
23.07.2015 Ta BixmoBizHO OO0 THNY IiKApPCHKOIO
3aco0y (reHepuaHui NiKapceKHi 3aci0);

- Bnacui nokniniumi ZOCHIJDKEHHS HE IIPOBOAUIHCH,
OCKIIBKH  JiKapchkud 3acid € TreHepukoM i3
JOBENEHOI0 (apMAalleBTHUHOK €KBIBWIEHTHICTIO IO
BINHOLIEHHIO 10 pe(epeHTHOro JIKApCHKOro 3acofy
TAXOL®, xoHOeHTpaT i po3uuHy g iBdysii,
6 mg/ml, (30 mr/5 mu; 100 Mr/16.7 mir; 300 Mr/50 mur)
y ¢umaxonax, Bristol Myers Squibb Pharmaceuticals
Ltd., CIITIA [(NDC 0015-3475-30 (30 mr/5 mm); NDC
0015-3476-30 (100 mr/16.7 mm);

NDC 0015-3479-11 (300 mr/50 mor)].

- Mo MatepianiB foche BKIFOYEHO MaTepiaii INOXO
migrsepxensst  (HapManeBTHYHOI €KBiBaJeHTHOCTI
TiKapCEKOTO 3aco0y, HIo PEECTPYETHCA,
pedepeETHOMY  nmikapchKoMy 3acoly, a  Takox
MOKNanHy HaykoBy Oibmiorpadito, mo MICTHTE BCi
aCIIEKTH OIIIHKH OC3IICKH, IOCHJIAHHS HA OIILN
BiNMOBINHOI JiTeparypu Ta Komii omyGiikoranoi
HAYKOBOI JIiTEpaTypH.

2. GapmaxoIoris:

1) nepeunHa dapmMakoguHAMIKA

JlirepaTypHi gani




2) BropuHHa (hapMaKkoIMHaMiKa

JliTepaTypHi Jani

3) dhapMaxonoris Gesnexn

JlitepaTypHi nani

4) papMaxoguHaMivHi B3aemonii

JlitepaTypHi nasui

2, dapMaKoKiHETHKa:

1) aHaniTHYH]I METONMKH Ta 3BiTH IOKO iX

2) BCMOKTYBaHHSA

JlirepaTypHi faHi

3) poznozin JliteparypHi maHi
4) MeTaboiizm JlitepatypHi naHi
5) BUBEIEHHA JlirepaTypri nani
6) dapmakokiHeTHuHi B3aemopil (mowninigni) JliTepaTypHi mani
7) iHmmi (hapMaKoKiHeTAHHI JOCHiKEeHH JliTepaTypHi naui
4, TOKCHKOJIOTiS:

1) TOKCHYHICTE ¥ pa3i OqHOPa30BOrO JlitepaTypHi faHi
2) TOKCHYHIiCTD Y pa3i MOBTOPHHX BBeZienb  [JliTepaTypHi HaHi
3) reHOTOKCHUHICTE: in vitro JiteparypHi naui

in vivo (BrIIOYal0UM NOJATKOBY OLIHKY 3

JliTepaTypHi gaHi

4) KaHIIEPOr€HHICTE: JliTepaTypHi DaHi
[TOBrOCTPOKOBI IOCTIIKEHHS JliTepaTypHi JaHi

KOPOTKOCTPOKOBI JOCTI/KSHHS

JliteparypHi JaHi

[moaTKOBI TOCTI MKEHHS

JlitepaTypHi naHi

BIIJIHB Hd DO3BHTOK MMOTOMCTBA.

5) penpoayKTHBEHA TOKCHYHICTS Ta TokcHuHuMitliTepaTypni nani

BIUIMB Ha (epTHILHICTE 1 paHHi#t JliteparypHi nani
eMOPIOTOKCHYHICTE JliTepaTypHi naHi
NpeHaTaabHa I TOCTHATANBHA TOKCHHHICTD JliTepatypHi nasi

NOCTiPKEHH, IIPH SKHX IIpernapaT YBOJHTHCH

JliTepaTypHi AaHi

6) MiclieBa IepeHOCHMICTD

JliteparypHi nani

7) mOMATKOBI HOCIIKEHHT TOKCHIHOCTI:

UliTeparypHi gaHi

AHTHTEHHICTE (YTBOPEHHS aHTHTLII)

JliTeparypHi naHi

IMyHOTOKCHYHICTE

JliTepaTypHi AaHi

rocnimxerHs MexaHisMiB Oif

JlitepaTypHi JIaHl

niKapchKa 3aleXHICTD

JlitepaTypHi naHi




TOKCHYHICTH MeTaboIiTiB

JliteparypHi gaHi

TOKCHYHICTE JOMIIIOK

JTitepatypHi naHi

iHIIEe

5. BUCHOBKH IIOJ0 TOKJIIHIYHOIO BHBYEHHS

3asBHuK (BIACHHK 2/ o
peecTpaniifHoro NocBi4eH ) | 4

Abbikiy,

"”x ”‘—--_._-_‘

x -
SAAR Ptm/

(nionuc)
yIIOBHOBa)XkeHa ocoba




Honarok 30

10 TlopsaxKy NpoBeNeHHA eKCHepTH3H
peecTpauiiiHBx Marepianie Ha JiKapcEki
3aco0H, IMO IOJAIOTECS HA ICPIKaBHY
peecTpaniio (IIepepeecTpalliio), a TakoXx
eKCIepTHU3H MATepialliB PO BHECEHH

3MiH JIO peecTpaliifHnx MaTepiajis
HPOTAroM Xii peecTpaniifHoro NoCBiTYeHHS
(nnynxT 4 posginy IV)

3BIT

npo KiinitHe BHNpoSyBaHHS

1. Haspa nixapcexoro 3aco0y (3a
HasRHOCTI - HOMep peecTpariiftHoro
MOCBITIEHHA)

[TAKJIITAKCEJI-AAP, KoHOenTpaT Jjis po39IMHY A1
indysiit, 6 mr/mu, mo 5 ma (30 mr), ado 16,7 max (100 mr),
260 43,4 M (260 mr), a0 50 ma (300 mr) y duaxonax
Ne 1 adbo NelQ, abo in bulk No 50

2. 3asaBHIK

AAP OAPMA @3-JIJIC, O6’ennani Apabebki EMiparn

3. Bupobuuxk

Benyc Pemenic, Jlimiten, Innia / Venus Remedies Limited,
Iumis

4. TIpoBefieH] JOCITITKEeHHS:

tax vV Hi  SKINO Hi, OBTPYHTYBATH

3rimuo 3 BUMoraMu po3ainy Il Ilopsaxy npoBefeHHS
eKCIIEpTA3H peccTpallifHuX Marepianie Ha Jikapchki
3aco0y, IO NOJAIOTECS Ha peecTpalliio (liepepeecTpariio),
a TaKOX EKCIEPTH3H MaTepialliB IIpo BHeCEHHs 3MiH JIO
peecTpaniiHEX MaTepialiB IpoTAroM Ail peecrpariitHoro
MOcBiAUeHHs, 3aTBepikeHoro Hakazom MO3 Vxpaiun
Ne460 Bix 23.07.2015 Ta BignoBigHO A0 THIY JTIKapCHKOro
3acoby (reHepuuHuil nikapcbKui 3acid) BrmacHI KIiHIYHI
BHUIIpOOYBaHHA HE IPOBOIMIIACH, OCKUIBKH JiKapChKHH
3acid € reHepMkKoM i3 IOBeAeHOIO (apManeBTHUHOK
EKBIBAIGHTHICTIO IO BiJHOIIEHHIO JA0 pedepeHTHOrO
nixaperKoro 3acoby TAXOL®, KOHIIGHTPAT Ul PO3YHHY
st ingys3ii, 6 mg/ml, (30 mr/5 mm; 100 mr/16.7 M,
306 mr/50 mn) y .¢naxkoHax, Bristol Myers Squibb
Pharmaceuticals Ltd.

Ho wMarepiamiB 70che BKIIOYWEHO MaTepialy MO0
uigrsepmxeHHs  (GapMalleBTHYHOI  eKBiBaJIeHTHOCTI
JKapCBKOI0 3aco0y, IO peecTpyerbed, pedepeHTHOMY
nikapcekoMy 3acoby TAXOL®, koHIEHTpaT AJs pO3UHHY
s ingysii, 6 mg/ml, (30 mr/5 mur; 100 Mr/16.7 m;
300 Mr/50 mi) y ¢naxonax, BupoGHumTea Bristol Myers
Squibb Pharmaceuticals Ltd., a Takox JoxnanHy HayKOBY
6ibmiorpadiro, Mo MICTHTE BCl acleKTH OUIHKH Oe3lexd
Ta eQeKTHBHOCTI, IIOCHNAHHA Ha OIJAL BiIIOBLMHOL




NiTepaTypH, 3 YpaxyBaHHAM lepei- Ta  IiciOA
peecTpamifHUX JochimxkeHp Ta Xomii ony6nikoBamoi
HAayKOBOI IiTepaTypH.

1) Tun nikapcbkoro 3aco0y, 3a AKHM
npoBoannacs ado IIaHyETbCA
peecTpanis

['enepranuii mxapchkuii 3aciG, 0fHOKOMIIOHEHTHHH

5. IloBHa Ha3Ba KIiHI{YHOrO
BHIIpOOYBaHHS, KOAOBAHHUIT HOMED
KTIIHIYHOTO BHIIPOOYBaHHA

JlitepatypHi nanmi

6. ®asa WIHIYHOro BUIIPOOYBaHHs

7. [lepion nmpoBeneHH A KiHiYHOrO 3 II0

BUIIPOOYBaHHS

8. Kpaiun, ne nposogunocs Kiiniuge | —

BHIPOOYBaHHS

9. KinpkicTh DOCTLIXYBaHAX 3aIjlJaHOBaHa: —
thakTHIHA: -

10. Mera Ta BTOpUHHI il KIiHIYHOTO
BUIIPOOYBaHHS

11. Muzaits kridigHOrO BUNIPOOYBaHHS

12. OcHoBHi KpuTeEpil BKIFOYeHHS

13. Jocnimxypasui mikapebkui 3acib,
cIoci0 3acTocyBaHHs, CHa Ail

14, TIpenapat nopiBHSAHHA, 1034,
CI10Ci0 3aCTOCYBAHHS, CHIIA ALl

15. CynyTas Tepanis

16. Kputepii oninku eheKTHBHOCTL

17. Kpurtepii oninku 6e3nexu

18. CratucTauni MeToau

19. JleMorpagiyHi DoKazHAKA
mocipKyRaHol nonysauii (crars, BiK,
[paca, TOIO)

20. Pesynsratn edeKTUBHOCTI




21. Pesynbratu Ge3nexu

22. BucHOBOK (3aKJIFOYCHHS)

(nionuc)
yIIOBHOBaXkeHa 0coba



