Honarox 29 |

1o Iopsaxy npoBeeHHs eKClIepTH3U
peecTpaliiHuX MaTepiaiiB Ha JTiKapehbKi
3aco0u, 110 NMOJAIOTECS Ha JIEPIKaBHY |
peecTpanio (mepepeecTpariio), a Takox
€KCIEPTH3H MaTepialiB PO BHECEHHS
3MIH JI0 peccTpariiHux MaTepiamis |
MPOTATOM il peecTpariifHoro |
IIOCBITYEHHS

(myHKT 4 pozainy IV)

3BIT

Npo JOKJIIHIYHI J0CTIAKEHHA

1. Hasga nikapcpkoro 3aco0y (3a HasgBHOCTI
- HOMEP peecTpaliifHOro MOCBiqUeHHs):

MYJIbMOKEM
(PULMOCEM)

1) T mKapepKoro 3acoly, 3a AKUM
MPOBOAKIIACA a00 IIIAHY€ETLCS PeecTpalis

TEHEPUYHUN JIIKAPCHKHH 3ACIB

2) mpoBeIeHI JOCIIKEHHS

Tak X Hi fKIIO Hi, 00TpyHTYBaTH

Brachi TOKIIHIYHI JOCTIIKEHHS He
IPOBOJUINCE,  BpPaXOBYKOUH  3adBlIEHHH  THII
JKapchKOro  3aco0y, a came: TeHEpPHUHHI
nikapeeKuit 3aci6. Binmosiauo mo {A63ay des'smuii
nionynkmy 2 nionynxmy 1.3 nyuxmy 1 posoiny III ¢
pedaryii Harxaszy Minicmepcmea 0XOpPOHU
300pos's Ne 1528 6io 27.06.2019}:

«OJIs 2EHEPUKIG He HAOAIOMbCs Pe3YIbmamu 61AcHUX,
MOKCUKOJIO2TYHUX ma papmaroao2iunux
eunpobysars abo KAinidnux — Qocriodcens.
Pesynomamu  Odocniooicens  Gioexgisarenmuocmi
eenepuxie/2iopudie exmovalomocs y posdin 3.2.1
Mooy Sy,

Bionoeiono oo eumoe Hacmanoeu CT-H MO3Y 42-
7.2:2018: «locnimkenHs OioeKBIBaI€HTHOCTI, SK
MPaBUIO, HE € HEOOXITHUMH, SIKIIO JOCIIKYBaHHH
NIKapchKUH  3acid  BBOAMTBCA 8K BOJHHIA
BHYTPINIHBOBCHHUH PO3YHH, L0 MICTHTH TaKy X
aKTHBHY PEYOBUHY, IO 1 3aTBEp/DKEHHMH HA JaHHH
yac  JiKapcekui  3acid». YV 3B’m3ky 3
BHIIE3a3HAUYEHHM, Y BIAIIOBIIHAX  po3jiiiax
peecTpaliifHoro A0Che HAJAIOTHCS IOCHIAHHS Ha
pedepenTHuit nikapebkuii 3aci6 ALIMTA®,
Iyophilisate for solution for infusion 500 mg,

Eli Lilly Nederland B.V., a takox npeacraBieHo
naHi (GapManeBTHYHOI CKBIBAJIEHTHOCTI 3asABICHOTO
JIKapepKOro 3aco0y Ta ped)epeHTHOro IHKapChKOro
3aco0y.




2. ®dapmakoioris:

BiiacHi ZOKTiHIYHI 1OCIIKEHHS HE TIPOBOJIMIIUCH

1) nepBuHHa (papMakoJHMHAMIKa

BriacHi JOKIIHIYHI JOCTI/KEHHS HE IPOBOIMIIHCE

2) BTOpUHHA (apMakoHHaMiKa

BracHi DOKITIHIYHI JOCIIIPKEHHA HE TIPOBOHIIHCH

3) papmaxornoris Gesnexu

Brachi TOK/IIHIYHI J0CIDKEHHS HE TIPOBO/IMIINCH

4) dapmaxouHaMiuni B3aeMoii

Bracni JOKITIHIYHI TOCTIKEHHA He TIPOBOTUIINCE

3. ®apMaKoKiHeTHKA:

1) aHaMITHYHI METOHKH Ta 3BiTH IIOJI0 1X
BaUTimanii

BracHi JOKIIHIYHI JOCITI/PKEHHS HE IPOBO/IHIIHCE

2) BCMOKTYBaHHS

Briachi TOKTIHIYHI JOCTIIKEHHS HE TPOBOTHIINCE

3) po3nojin

Brnachi noxmiHIUHI JOCITIIPKEHHS HE TIPOBOIMIIACE

4) MeTabourizm

Bracui ZOKIIHIYHI JOCIIKEHHS HE TIPOBOIHITHCEH

5) BUBeIEHHS

BracHi JOKIIHIYHI JOCTIKEHHS HE POBO/THIIHCE

6) papmakokiHeTHYHI B3acMOIiT
(roxmiHI4HI)

BracHi JOKTIHIYHI JOCTIDKEHHS HE IPOBOIHIINCE

7) iumi GapMaKOKiHETHYHI JOCTiIKCHHS

Bracui ZOKIIHIYHI JOCITIKEHHS He IPOBOIHIIACEH

4. Toxcukooris:

1) TOKCHYHICTB y pa3i 0HOPA30BOI0
BBC/ICHHS

Brachi TOKTIHIYHI JOCTIDKEHHS HE IPOBO/IHIINCEH

2) TOKCHYHICTB Y pa3i IOBTOPHUX BBEJIEHb

BiiacH1 TOKTIHIYHI JOCTIPKEHHS HE TIPOBOAMIIUCE

3) FeHOTOKCHYHICTD:
in vitro

Biiacni TOKTIHIYHI JOCITIKCHHS HE TPOBOAMINCE

N vivo (BKJIIOYAIOUH TOJATKOBY OI[HKY 3
TOKCUKOKIHETHUKH )

BacHi JOKTiHIYHI JOCTI/PKEHHS HE IPOBOAMIINCH

4) KaHILIepOI'eHHICTh:

BracHi TOKTiHIYHI JOCTI/PKEHHS HE IPOBOIMIHCE

TOBFOCTPOKOBI JIOCIIIKEHHS

BracHi TOKTIHIYHI JIOCITI/PKEHHS HE IPOBOIUIIACE

KOPOTKOCTPOKOBI JIOCHIIIKEHHS
abo0 JOCIIKEHHs CepeIHbOT TPHBATIOCTI

BracHi JOKJIIHIYHI JOCHIKEHHS HE IPOBO/IMINACH




110JIATKOB] TOCIIIKEeHHS

BilacH1 JOKIIHIYHI TOCTIKEHHS HE TIPOBOIHIIHCE

5) penpoiyKTHBHA TOKCHYHICTE Ta
TOKCUYHMH BIUIMB Ha PO3BUTOK MOTOMCTBA!

BitacHl JOKTIHIYHI JOCHTIPKCHHS HEe IPOBOIHIINCH

BILIMB Ha (epTUIBHICTS 1 paHHii
eMOpiOHATEHHAIT PO3BHTOK

BracHi MOKIIHIYHI JOCHIIPKCHHS HE IPOBOJIMIIUCH

eMOpPIOTOKCHYHICTh

BiiacHi JOKIIHIYHI JOCTIKEHHS HE IPOBOIHIIHCE

NpeHaTajbHa i IOCTHATAThHA TOKCHYHICTE

BiacHi JOKTIHIYHI JOCTIPKEHHS HE TPOBOAMIHCE

JIOCIIJKEHHS, IIPU SIKHX Iperapar
YBOJIUTHCS TIOTOMCTBY (HECTAaTEBO3PIIAM
TBapHHaM) Ta/ad0 OLIHIOETHCS BlIAlIEHa
i

BiacHi JIOKJIiHIYHI TOCTIKEHHS HEe TPOBOIMIIHCE

6) MicIeBa IEPeHOCHMICTh

BracHi TOKTIHIYHI JOCTI/PKCHHS HE MPOBOIMINCEH

7) MOJATKOBI JOCHTI/PKEHHS TOKCUYHOCTI:

BrracHi JOKTIHIYHI JOCIPKEHHS HE TPOBOIAINCH

AQHTUTCHHICTD (YTBOPEHHS aHTHTLI)

BracHi JOKTIHIYHI JOCHI/PKEHHSI He IPOBOIWINCE

IMYHOTOKCHYHICTD

BriacHi JOKTIHIYHI JIOCII/PKEHHS HE IPOBOAUIHCE

TTOCIIKCHHA MEXaH13MIB il

BiiacHi JOKTIHIYHI JOCTIHKEHHS HE IPOBOANIIHCE

TiKapchKa 3aIeiHICTh

BiiacHi JOKTIHIYHI JOCII/PKEHHSI HE IPOBOINUINCEH

TOKCHYHICTE MeTa0OJIITIB

BracHl JOKTIHIYHI JOCIIIPKCHHS HE IPOBOIMINCH

TOKCHYHICTH JOMIIIIOK

BacHi JOKTIHIYHI JOCTI/HKEHHS HE MPOBOININCE

iHIIIe

BracHi JOKTIHIYHI JOCHIIPKEHHS HE IPOBO/HIINCH

5. BHCHOBKH 111010 JOKJTIHIYHOTO
BHBYCHHA

Brnachi noxminivygi mocii
OTJLANlY HA-3aABACHUH T
(06rp;gﬁig§@§r_@\& :

Hsl HE IIPOBO/IHIIHCE, 3
1KapChKOro 3acoby

£

3asiBHUK (BJIACHHUK
peecTpaniiHoro

IIOCBITYCHHS)

300poe’a Ne 1528 gio 27.06.2019}




Honarok 30

1o Ilopsiiky npoBe/ieHHS €KCIIEPTH3H
peecTpaniiiHuX MaTepiaiiB Ha JIKapChKi
3ac00H, 10 HOJAI0ThCS Ha JIEPKABHY
peecTpaiiio (mepepeecTpallito), a TAKoX
EKCTIEPTHU3H MaTepiaiiB PO BHECCHHS
3MIH JI0 peecTpallifiHuX MaTepialis
NPOTATOM il peecTpallifiHoro

1. Hasga nikapcekoro 3aco0y (3a

IIOCBIIUEeHHS
(nyHKT 4 po3niny IV)
3BIT
Ipo KJIiHIYHe BHNPOOYBaHHS
IIYJIbMOKEM
(PULMOCEM)

HassBHOCTI - HOMEP PeeCTpaliiHOro
OCB1TYEHHS)

2. 3aIBHHK

Emcure Pharmaceuticals Ltd./

Emkyp ®@apmacbroTikaic JIta.

3. BupoOHuxk

Emcure Pharmaceuticals Ltd/

Emxyp ®@apmacsioTikaic JITx

4. IIpoBeneHi qOCITiHKEHHS:

TaKk XHI  AKIO Hi, OOIpyHTYBATH

BnacHi KimiHIYHI JOCTI/PKEHHS HE IPOBOIMIUCE,
BpPaxOBYIOUHM 3asBJIEHHIl THII JiKapcbKoro 3acoOy, a
came: TeHepHYHHH JiKapchKuii 3acib. BiamomigHo mo
{A63ay Oeg'smuil nionynkmy 2 nionyuxmy 1.3 nynxmy)|
1 poszoiny III e peoaxyii Haxazy Minicmepcmea
oxoporu 300pos’a Ne 1528 gio 27.06.2019}:

«OJIsl 2eHepUKi6 He HAOAIMbCS Pe3VIbMAamy 61ACHUX
MOKCUKONOZIYHUX MA (PAPMAKONO2IYHUX GUNPOBYEAHD
abo kniniynux oocniodicenv. Pesynomamu 0ocniodiceHb
bioexeieanenmuocmi 2enepuxie/2ibpuois
grOHaIomsbes y po30in 5.2.1 mooyns 5».

Bionosiono 0o eumoz Hacmanosu CT-H MO3Y 42-
7.2:2018: «JlocnimkeHHss O0iOEKBiBaJEHTHOCTI, SIK
MpaBHIIO, HE € HEOOXIMHHMH, SKINO IOCIIPKYBaHHUI
JmiKapchKHi  3aci0  BBOOMTHCA ~— SK  BOJHHIA
BHYTpINTHHOBEHHHH pPO3YMH, IO MICTHTH TaKy XK
aKTHBHY Pe4YOBHHY, IO 1 3aTBep/KeHUI Ha JIaHWH Jac
JMKapchKHM 3acib». Y 3B’SM3Ky 3 BHINE3a3HAYCHHUM, Y
BIAMOBIMHUX  PO3JiIaX  peecTpaliifHoro  JI0ChE
HaJalOThCS IIOCHJIAHHS Ha pedepeHTHHI IiKapchKMit
3aci6 ALIMTA®, lyophilisate for solution for
infusion 500 mg, Eli Lilly Nederland B.V., a Takox
IpeICTaBIeHO JaHi (apMareBTHYHOI €KBIBAJICHTHOCTI

3aABIICHOTO HiKapCBKOI‘O 3aco6y Ta pe(bepeHTHoro



JIKapCchKOro 3acoy.

1) Tun nikapcpKoro 3aco0y, 3a IKHM
[1poBOAMIIacs abo IIaHY€EThCS
peecTpartis

I'EHEPUYHUM JIIKAPCHLKHI 3ACIB

5. IloBHa Ha3Ba KIIHIYHOTO
BUIPOOYBaHHs, KOJOBAHUH HOMED
KIIIHIYHOTO BUIIPOOYBaHHS

BrnacHi KiniHivHI ZOCITIDKEHHS HE IPOBOIHIACH

6. ®a3za KNIHIYHOIO BHIIPOOYBaHHS

BrnacHi KiiHIYHI JOCITIDKEHHS HE MPOBOIMIACH

7. Ilepion mpoBeIeHHs KIHITHOTO
BUIIPOOYBaHHSI

3 1o

BracHi KIiHIYHI TOCHIKEHHSI He ITPOBOIMIHCE

8. Kpainu, e mpoBOIHIIOCS KITiHIUHE
BUIIPOOYBaHHS

BracHi KiniHIUHI TOCTIIKEHHS HE IPOBOIHIIHCH

9. KiJIBKICTB 1OCIIDKYBAHUX

3ariaHOBaHA:
tbaxTuuna:

BrnacHi KITiHIYHI JOCTIIKEHHS HEe IPOBOIMIINCH

10. Mera Ta BTOPHHHI IIiJIi KTIHIYHOTO
BUIIPOOYBaHHS

BrnacHi KIiHIYHI TOCTIIKEHHS HE IIPOBOIUIIHCE

11. Iu3aiig KIiHIYHOTO BHOPOOYBAHHS

BrnacHi KIiHIUHI TOCTIIKEHHS He IIPOBOIHIIHCE

12. OcHOBHI KpHTEpil BKIIOUCHHS

BinacHi KJIiHIYHI JOCTIHKEHHS HE TIPOBOIHIHCE

13. locnimkyBaHu# JIiKapchKHi 3aci0,
croci0 3acTocyBaHHsI, CHIa il

BuacHi KIIiHIYHI TOCTIPKEHHS. HE IIPOBOIHIHCH

14. Ilpenapar nopiBHSHHS, /1034, CIIOCIO
3aCTOCYBAHHSI, CHJIA A1l

BracHI KIiHIYHI JOCTIKEHHS HE IPOBOIMIHCE

15. CynmyTHs Tepanis

BiacHi KIiHiYHI TOCTiKeHHS HEe TPOBOIHIIHCE

16. Kpurepii oninku e)eKTHBHOCTL

BracHi KIiHiYHI JOCITHKeHHS He TPOBOIMINCE

17. Kpurepii oninku 6e3nexu

BiiacHi KJIiHIYHI JOCTI/DKEHHS HE IPOBOIMIHCE

18. CratucTryni MeToau

BnacHi KIiHIYHI JOCIIKEHHS He IPOBOIMINCE

19. lemorpadiusi moxkasHUKH
TOCITLKYBAHOI OMyYJISAIil (CTaTh, BIK,
paca, TOmIO)

BracHi KIIHIYHI JOCIIDKEHHS He IIPOBOUIIHCH

20. Pe3ynbraTn eheKTHBHOCTI

BiiacHi KIiHIYHI JOCIIDKSHHS HE IIPOBOIHIIACE




Brachi kiiHiYH]l OCTiDKEHHS HE IIPOBOIHIINCE
21. PesynpraTu Gesnexu Ll BURS

22. BUCHOBOK (3aK/II0YeHHS) BiacHi KIIiHIYHI JOCIIDKEHHS HE NPOBOIHIINCE, 3
OTTISITY Ha 3asIBJICHHI THII JHKAPCHEKOTO 3ac00y
(oOrpyHTyBaHHS HagaHO EUINE).

2
3asBHHUK (BJIACHHK // VI
peecTpanifHoOro MOCBIIMEeHHS ) C\
(mignuc)
ipceka O.A.
- (IL.1.B)

{IIopsivox Oonosneno nosum Jooamxom 30 sziono 3 Haxasom Minicmepcmea oxoponu
300poe'a Ne 1528 ¢id 27.06.2019}




