Jlonarox 30

1o Ilopsaxy NpoBeeHHs eKCIePTH3H
peecTpaliiHuX MaTepiajiB Ha JKapchKi
3acobm, 10 MOJAI0TECS Ha JICPXKaBHY
peecTpariio (mepepeecTpaniio), a TAK0X
eKCIIEpPTH3H MaTepiaiB IpO BHECCHHS
3MIH JI0 PEECTpAIIHHAX MaTepialiB
IPOTATOM il peecTparifHoro
IOCBITUEeHHS

(myskT 4 po3aury 1V)

3BIT

npo KJiHiYHe BUIPOOYBaHHS

1. Ha3Ba nikapcekoro 3aco0y (3a HasBHOCTI
- HOMEp peeCTpaliifHOro OCBITIeHHS)

OOPI'EHIIIM — 1000
(FORGENPIME - 1000)

MOPOMIOK JJISI PO3YHHY A iH’ eKuiii
mo 1000 mr

2. 3a9BHHK

[Cenc JIaboparopic IIeT. JITA.

Sance Laboratories Pvt. Ltd.

3. BupoOHuk

Cenc Jla6opaTopic IIeT. JTI.

Sance Laboratories Pvt. Ltd.

4. ITpoBeieHi HOCIiHKEHHS:

TaKk XHI  AKWO Hi, OOIpyYHTYBaTH

Bnacui KJIIHI4H] JIOCITIDKEHHS HE
IPOBOJMINCH, BPAaXOBYIOYHM  3asBICHHH  THI
JmiKapcekoro 3acoly, a caMme: TeHEepHIHHH
mikapchkui 3aci6. BinmosinHo 1o {A63ay Oes'smuil
nionynkmy 2 nionynkmy 1.3 nynxmy 1 poszoiny 111 &
peoaxyii Haxkasy Minicmepcmea 0XOpPOHY,
300pos's Ne 1528 6i0 27.06.2019}:

«ONA  2eHepuxié He HAOQIOMbCA  pPe3yNbmamu
BNACHUX MOKCUKONO2IYHUX MA  (PaApMAKONOSTUHUX
gunpobyeano  abo  KIIHIYHUX  OOCHIONCEeHb.
Pesynomamu  Oocnidoicenv  GioexgiganeHmHocmi
2enepuxie/2iopudie exmoyaiomecs y po3oin 5.2.1
Mooyns 5.

Bionogiono oo sumoz Hacmanoseu CT-H MO3Y 42-
7.2:2018: «MocmimkeHHs Oi0EKBIBAIGHTHOCTI, K
NPaBHJIO, HE € HEOOXITHHMH, SKIIO JIOCIIDKYBaHHH
JKapchKUH  3acid0  BBOOHUTBCA K  BOJHHIA
BHYTPIITHROBEHHHH PO3YHH, IO MICTHTh TaKy X
aKTHBHY PEYOBHHY, IO 1 3aTBEpPKCHHH Ha JaHMi
yac  JKapcekMi  3acib». Y 3B’A3Ky 3
BHINE3a3HAYEHUM, Y BIINOBIAHUX  pO3/iiax
PEECTpAIlifHOr0 T0ChE€ HANAIOTHCS ITOCHIAHHS HA




pedepentHuii  yikapcekuii  3aci6  MAXIPIME,
powder for injection 1g, Bristol-Myers Squibb S. r.
L., Ttaly. a TakoX NOpPEACTAaBICHO /IaHi
(papMameBTHYHOT  €KBIBAJICHTHOCTI  3asBJICHOTIO
JTKapchKOro 3aco0y Ta pedepeHTHOro JiKapchKOro
3aco0y.

1) T TiKapceKoro 3acoly, 3a IKHM
npoBoanIacs abo MIaHyeThCs peecTpanisa

IT'EHEPUYHUN JIIKAPCHBKHNM 3ACIB

KOJIOBAHUI1 HOMEp KJIiHI4HOTIO
BHIIPOOYBaHHSI

5. IloBHa Ha3Ba KJIIHIYHOTIO BHIIPOOYBaHHS,

BiacHi KIHIYHI TOCTIIHKEHHA HE IPOBOIUIHCH

6. ®aza KITHIYHOrO BUIIPOOYBAHHS

[BracHi KiHIYHI TOCHIIKEHHS He IIPOBOIMIIACE

7. Iepiox npoBe/ieHHs KIIIHIYHOTO
BUIIPOOYBaHHS

3 10

BrnacHi KiHiYHI JOCTIIKESHH HE IPOBOIHIINCH

8. Kpainm, 1€ mpoBOIHIIOCS KIIIHIYHE
BUIIPOOYBaHHS

BracHi KJIiHIYHI JOCTIKSHHS HE IPOBOIHIIACEH

9. KimbKiCTh IOCTI IKYBaHUX

BarUIaHoOBaHa:
(akTHUHA:

BiiacHI KJIiHIYHI JOCIIPKCHHS HE IIPOBO/IIINCH

10. Mera Ta BTOpHHHI T KIIHIYHOTO
BHIIPOOYBaHHS

[BrracHi KiIiHIYHI JOCIIHKEHHS He IIPOBOJHINCEH

11. Jlu3aifH KJIiHIYHOTO BHIIPOOYBaHHM

BracHi KIiHIYHI JOCTIIHKEHHSA HE IPOBOJHIINCH

12. OcHOBHI KpHTepil BKIIOYCHHS

BracHi KIiHIYHI JOCIIIKESHHS He IPOBOAMIINCH

13. Hocnimxyeanuii JikapchKHii 3acio,
crrocib 3acTocyBaHHS, CHIA dil

BacHi KIIiHIYHI JOCTIKEHHS HE IPOBOIMINCH

14. TIpenapat mopiBHAHHA, 1034, CIIOCIO
3aCTOCYBaHHSI, CHJIA Jii

BracHi KIiHIYHI JOCTIKEHHS HE IPOBOIMWINCH

15. CynyTus Tepartist

BriacHi KJIIHIYHI JOCIIKCHHS HE IPOBOIUIIHICE

16. KpuTepii oninku epeKTHBHOCTI

BracHi KIiHIYHI JOCTIKEHHS HE IPOBOIAINCE

17. Kpurepii oninku 6e3mexn

BracHi KIiHIYHI JOCITIHKEHHS HE IPOBOIAIHCH

18. CraTucTHYHI METOIU

BracHi KIiHIYHI JOCTIDKEHHS HE IPOBOJMIIUCH




i Biachi KiiHiYHI JOCHIPKEHHS HE TIPOBOIHINCE
19. lemorpadiusi MoKa3HUKH Fanoa

ocIIipKYBaHOl oIyl (CTaTh, BIK, paca,
TOIIIO)

: BiracHi KiHIYHI JOCTITKEHHS HE IPOBOIHIUCH
20. PesynbraT edpekTUBHOCTI

BracHi KIiHIYHI JOCHIIHKEHHS HE IIPOBOMINCH
21. Pesynpratu O6e3nexn P

22. BHCHOBOK (3aKJIIOUSHHST) BnacHi KTiHi4H1 JOCIKEHHS HE IIPOBOIUIINCE, 3
OrIsily Ha 3asiBIICHUH THIT JIIKapChKOTo 3ac0o0y

(o6rpynrsnsaﬂmI @%W
Ao ‘

3asBHUK (BIACHUK
PEECTpaNifHOrO TTOCBITYEHHS)

{Tlopsdox Oonosneno nosum Jlooamxom 30 32idno 3 HakaéOM ->Muicmepcmea OXOpOHU
300poe'a Ne 1528 6id 27.06.2019}




JlonaTok 29

1o llopsaxy mpoBeaeHHS eKCICPTH3H
peecTpaliiiHuX MaTepiaiiB Ha JIKapChKi
3aco0M, 110 MOJAIOTHECS Ha JeP)KaBHY
peecTpaniio (IepepeecTpariio), a TakoxK
eKCIIePTH3H MaTepiaJiiB PO BHECEHHS
3MiH 10 PEECTPAIHEX MaTepialiB
IPOTATOM il peecTpaiifHoro
IIOCBITYEHHS

(myHKT 4 posainy 1V)

3BIT
PO JOKJIIHIYHI JOCTIIKeHH

®OPT'EHIIIM - 1000
(FORGENPIME - 1000)

MOPOLIOK JUIS PO3YHHY A iH’ exkmiit

1. Ha3zga nixapcekoro 3aco0y (3a HassBHOCTI
- HOMEp peecTpaliifHoro NOCB1TYCHHA):

o 1000 mr
1) Tun miKapcHKOro 3acoly, 3a IKUM I'EHEPUYHUI JIIKAPCHKHM 3ACIB
[IPOBOIMIIACS 200 IUIAHYETHCS peecTpalis
2) nmpoBeeH1 JOCITIIKSHHS TaK X Hi SKIIO Hi, OOIPyHTYBaTH

Brachi IOKJTIHIYHI JOCIIJPKEHHS HE
IPOBOJMINCE, BPAaxOBYKOYM  3asBICHUH  THII
mikapcekoro  3acofy, a caMme: TeHEepUYHHH
nikapcekuii 3aci6. BinmoBimuo mo {A63ay Oee’amuil
nionynkmy 2 nionynxkmy 1.3 nyuxkmy 1 posoiny III g
peoaryii Haxasy Minicmepcmea OXOPOHU,
300pog's Ne 1528 6io 27.06.2019):

«IJIST TCHEPHKIB HE HAJAIOTHCS PE3yIbTAaTH BIACHHX
TOKCHKOJIOTTYHUX Ta (hapMaKoJIOTiTHAX
BUIIPOOYBaHb abo KIIHIYHAX JOCJIiDKEHb.
PesyneraTu JOCIIKEHb 010eKBIBaJICHTHOCTI
reHepHUKIiB/TiOpuIiE BKIIOYArOTECS y poszainr 5.2.1
moayis 5». Bignoeigso 1o Bumor Hacranosu CT-H
MO3Y 42-7.2:2018: «JlocmmKeHHS
OloekBiBaJIGHTHOCTI, K  IpaBHIO, HE €
HEOOXIJHUMH, SKIIO JOCIIJDKYBAHHM JIiKapCHKHIA
3aci0 BBOAHUTHCA SIK BOJHHMHA BHYTPIIIHBOBCHHHI
PO3YHH, IIO MICTHTH TaKy K aKTHBHY PEUYOBHHY, IO
i 3aTBepKeHMIT Ha JaHWH Jac JKapchbKHi 3acio». ¥
3B’S3Ky 3 BHINIC3a3HAYCHUM, Y BiIMOBiTHEX
pO3diiax  peecTpauifHOro  JOChE  HANAKOTHCH
IIOCHJIAHHA Ha pedepeHTHHil Jikapcekuii 3acid
MAXIPIME, powder for injection 1g, Bristol-Myers
Squibb S. r. L., Italy, a Takoxx mpeacraBieHo JaHi
(apManeBTHYHOI  EKBIBAIEHTHOCTI  3asBJIEHOTO
JKapceKOro 3aco0y Ta pedepeHTHOro JIiKapechKOro
3aco0y.




2. Mapmakooris:

BracHi JOKIIHIUHI JOCIIIKEHHS HE IIPOBOIMIIACH

1) neppuHHA papMakoHAMIKA

BiiacHi JOKIIHIYHI JOCHIPKEHHS HE TIPOBOHIIUCE

2) BropuHHA (hapMaKoIHHAMIKA

BracHi JOKIIHIYHI TOCTIIKEHHS HE IIPOBOIUINCH

3) dapmaxoiiorist Oesnexu

BiacHi TOKIIHIYHI TOCTIIKEHHS HE IIPOBOIHIINCE

4) papmaxoauHaMIYHi B3aeMOIii

BiacHi TOKIiHIYHI TOCTIKEHAA HE IPOBOIUINCE

3. ®apMaKkOKIHETHKA:

1) aHamiTHYHI METOAMKH Ta 3BITH IIOAO 1X
BaUTiamii

BracHi JOKJTIHIYHI JOCTIIHKEHHS HE IPOBOJHINCH

2) BCMOKTYBaHHS

Biacui JOKIiHIYHI JOCIKEHHS He IPOBOIMIINCE

3) po3momin

Biacui MOKIMHIYHI JOCTIKEHHS HE IIPOBOIIIHCE

4) meTabonizm

BiacHi JOKIIHIYHI TOCTIIKEHHA HE TPOBOIHIINCE

5) BUBEICHHSA

BracHi ZOKIIHIYHI JOCTIIHKEHHS HE IPOBOIHIIUCH

6) hapMakoKiHETHYHI B3aEMOIiT
(moKTiHIYHI)

BiiacHi JOKIiHIYHI IOCTIKEHHS HE MMPOBOIHIIACH

7) iHmi hapMaKOKiHETHYHI JOCIIIKEHHS

BracHi JOKJIIHIYHI JTOCHI/PKEHHS He IIPOBOIUINCH

4. TOKCHKOJIOTIS:

1) TOKCHYHICTB Y pa3i 0HOPa30BOTO
BBEICHHS

BracHi JOKITiHIYHI JOCTIIHKEHHS HE IPOBOIMIHCH

2) TOKCHYHICT Y pa3i IOBTOPHUX BBEJIEHb

BiiacHi TOKITiHIYHI TOCTIDKEHHS HE IIPOROIMIHCE

3) TeHOTOKCHYHICTB:
in vitro

BracHi JOKIIHIYHI JOCTIKEHHS HE IPOBOIIIIHCE

in vivo (BKJIIOYAIOYH JIOJIATKOBY OIUIHKY 3
TOKCHKOKIHETHKH )

BracHi JOKTIHIYHI JOCTIJPKEHHS He IIPOBOMINCE

4) KaHIIePOTCHHICTD:

BracHi JOKIIHIYHI JOCIPKEHHS He IIPOBOIUIIUCH

MOBrOCTPOKOBI HOCTIIKEHHS

BracHi ZOKIIHIYHI JOCTI/PKEHHS HE IPOBOIHIINCH

KOPOTKOCTPOKORI1 JIOCJIIPKEHHS
ab0 MOCIIIKCHHS CepeIHbOI TPHBAJIOCTI

BracHi JOKTHIYHI JOCIPKEHHS He IPOBOIIHCE




; . BacHi JOKTiHIYHI JOCIIKEHHS HE IPOBO/IHINCH
TOZIaTKOBI JOCIIDKEHHS

; BiiacH1 TOKIIHIYHI JOCIIJPKEHHSI HE IIPOBO/IMIINCH
5) pelpoAyKTUBHA TOKCHYHICTH Ta

TOKCHYIHHIH BIUIHB HA PO3BHTOK IIOTOMCTEBA:

oyl o e BnacHi OKIiHIYHI TOCTIIKSHHS He TPOBOMIHCH
BIIJINB Ha d)epTPIHBHlCTB 1 paHHlH

eMOpioHaNBHHN PO3BUTOK

) ) BrnacHi JOKJIIHIYHI JOCII/PKEHHS HE IPOBOJIMIIHCE
eMOPIOTOKCHIHICTE

. ; BrnacHi JOKIIHIYHI JOCTIKEHHS HE IPOBOIUIHCE
[IpeHaTajIbHa 1 MOCTHATAIbHA TOKCHYHICTE

. BracHi JOKIIHIYHI JOCIIPKEHHS He IPOBOIUINCE
UITOCITI/DKSHHS, TIPH SIKHUX TIperapat

VBOJHTEHCS ITOTOMCTBY (HECTATCBO3PLIHM
TBapHHAM) Ta/ad0 OMIHIOETELCS BilganieHa
st

) ) Bnachi moxmiHIYHI JOCTiMXEHHS HE IPOBOIUIINCE
6) MicIieBa IEPEHOCUMICTE p

; : .. |BrmacHi IOKIIHIYHI JOCIKEHHS He TPOBOIHIINCE
7) IODATKOBI JOCII)KeHHSI TOKCHYIHOCTI:

. : BiiacHi TOKJIiHIYHI JOCHIPKEHHS HE IIPOBOIMIIACH
AHTHI€HHICTE (YTBOPEHHS aHTHTLI)

: . BiiacH1 TOKIIHIYHI JOCHIPKeHHS He IIPOBOIHIINCE
IMyHOTOKCHYHICTE

] S BitacH] JOKIIHIYHI JOCTIDKEHHS HE IIPOBOIHIHCE
MOCHiHKEHHSI MEXaHI3MIB JIil P

: ¢ BiacHi JOKIiHIYHI JOCTIIKEHHA HE IIPOBOIMIHCH
ITiKapchKa 3aJIe)KHICTh P

) .. BiacHi OKIiHIYHI JOCTIIKEHHEA HE IIPOBOIMINCE
TOKCHYHICTH MeTabO0IIITIB A A POBOIE

BrracHi TOKIiHIYHI JOCTIHKEHHS HE TPOBOIMIHCEH

TOKCHYHICTE JOMIIIIOK

e BiracHi JOKTiHIYHI OCTIIKCHHS HE IPOBOIHINACH
5. BHCHOBKH IIOIO OOKJIIHIYHOTO BracHi TOKIIHIYHI JOCTIMKSHHS HE MPOBOIHIINCH, 3
[BHBYCHHS 11IKapCchEKOro 3aco0y

T : 0 BHIE).

3asBHHK (BIACHHK
peecTpariitHoro
IIOCBITYEHHS)

{Ilopsioox Oonosneno Hosum Jooamxom 29 32i5;5 3 Haxazom Minicmepemea oxopowu
300pos’a Ne 1528 ¢io 27.06.2019}




