Jonarok 29

1o TTopsinKy IPOBEICHHS €KCIEPTH3N
peecTpanifHIX MaTepiaiiB Ha JiKapChKi
3aco0u, MO MOJAIOTHCS Ha IepKaBHY
peectpaliio (IlepepeecTpaniio), a TaKoX
€KCIICpTH3H MaTepialliB PO BHECEHHS
3MiH 0 peecTpanifHuX MaTepiaiB
MIPOTSATOM JIii peecTpaiiiiHoro
ITOCBITYCHHSA

(myskr 4 pozainy IV)

3BIT
PO AOKJiHIYHI TOCTIAKEHHS

KE®IIM (KEFPIME)

1. Ha3Ba nikapchkoro 3aco0y (3a HasiBHOCTI
- HOMEP PeECTpaniifHoro MOCBIYCHHS):

1) Tam JTiKapChKOro 3aco0y, 3a KM I'EHEPHYHA JIKAPCHKHIA 3ACIB
IpOBOIMIACS a00 DIAHYETHCS peecTpaiis

2) IpOBECHI OCTIKCHHS TaK X Hi KO Hi, 0OIpyHTYBaTH

BiacHi JIOKJIHI9H1 JOCIIIDKEHH He|
IOPOBOMWIACH, BpAaxOBYIOYM  3afBICHUHA  THII
jmikapcekoro 3aco0y, a came: TIeHEpHJHMIA
mixapcekuif 3aci6. BimmoigHo mo {463ay Oee'amuil
nionyuxkmy 2 nionyuxkmy 1.3 nyuxmy 1 posoiny IlI ¢
peoaxryii Haxa3zy Minicmepcmea OXOpOHY|
300pos’n Ne 1528 6i0 27.06.2019):

«UI TCHEPUKIB HE HAJAIOTHCS PE3YIBTATH BIACHHX|
TOKCHKOJIOTT9HHX Ta dhapmakoIorigHIX
punpoOyBanp  a00  KIHIYHEX  JOCIiIKCHB.
Pesyneratd  JOCILIKCHB 010€KBIBAICHTHOCTI
reHEpHKIB/TIOpHIIB BKIEOYAOTECA y po3gir S5.2.1
Moyt S». Bimnosizao mo sumor Hacranosu CT-H
MO3Y 42-7.2:2018: «JocmimKkeHHs]
0i0eKBIBAJICHTHOCTI,  SIK TIPaBHIIO, He €
HEOOXiHMMM, SKIIO NOCHIDKYBAaHHMH JIIKapCHKHHA
3aci0 BBOJMTHCSA SK BOIHMI BHYTPIIIHHOBCHHHH
PO349EH, IO MICTHTH TaKy K aKTHBHY PCYOBHHY, 10|
i 3aTBep/DKEHMIA Ha JaHMi Jac JTiKapchkuii 3aci6». V|
3B’A3Ky 3 BHINC3a3HAYCHHM, Y BIJIIOBITHAX
po3miiax ~ peecTpamifHOro  JOChE  HANAIOTHCH]
HOCHIAaHHS Ha pedepeHTHMI IiKapchkuii 3acib
MAXIPIME, powder for injection 1g, Bristol-Myers
Squibb S. r. L., Italy, a Takox npencraeleHO AaHi
dapManeBTHIHOI  €KBIBAICHTHOCTI  3asdBIICHOTO
niKapcEKOro 3aco0y Ta pedepeHTHOTO JIKapChKOIO
3aco0y.

2. dapMaKoJIoris: BiacHi JOKIIHIYHI XOCTIJKEHHS HE IPOBOAUIIMCE




1) nepeuHHa papMaxo UHAMIKA

Biracui noKIHIYHI JOCTIPKEHHS HE IIPOBOJHINCE

2) BTOpHHHA (hapMaKoIMHAMIKa

BiracHi DOKTHIYH] JOCTIIKEHHS HE IPOBOIUINCE

3) papmakosoris 6e3meKn

Bracui JOKTIHIYHI JOCIIKEHHS HE IIPOBOIUINCH

4) dapmakoamHaMidHi B3aeMOAIT

BiracHi ZJOKMIHIYHI JOCIIIKESHHAS HE IPOBOJUIUCH

3. @apMaKOKiHETHKA:

1) aHaNITHIHI METOIMKH Ta 3BITH MO0 iX
Bayimamii

BiacHi ZOKMIHIYHI JOCTIPKSHHS He MPOBOIAIMCEH

2) BCMOKTYBaHHS

B1acHi AOKIHIIHI AOCTIPKEHHS HE IIPOBOIIINCH

3) po3moain

Brachi JOXIHIYHI JOCTIHKEH s He TPOBONINCH

4) MeTaboIi3M

Bnacai noxIiHigHI JOCIHKESHAS HE TPOBOAINCH

5) BUBEJCHHS

BracH] JOKIHITHI JOCHIKSHHS He IPOBOIMIIACH

6) GapMakOKiHETHIHI B3a€MOZII
(moxJmiHIvIHL)

BracHi NOKIHIYHI JOCTDKEHHS HE IPOBOJUIINCE

7) innm dpapMakOKiHETHIHI JOCTKEHHS

BiiacHi JOXIHIYHI JOCHDKEHHS He IPOBOJAINCH

4. ToKCHKOIIOrif:

1) TOKCHGHICTB y pa3i OJHOPa30BOro
BBEJICHHS

BracHi NOXIHITHI JOCTiHKEHHS He IPOBOIUINCH

2) TOKCHYHICTH y pa3i IOBTOPHAX BBEICHD

BnacHi JOKIIHIYHI JOCHIKEHAS HE OPOBOIHIHCH

3) FeHOTOKCHIHICTh:
in vitro

BracHi JOKIiHIYHI JOCHKEHHS HE IPOBOJHIIHCE

in vivo (BKJIFOYAI09H JOJATKOBY OIIBKY 3
OKCHKOKIHETHKH)

BiacHi ZOKTIHIYHI JOCIi/PKeHHS He POBOIHIINCEH

4) KaHIIEpOT€HHICTh:

BacHi JOXIIHIYHI AOCTIHKESHAS HE IIPOBOIAIUCH

IOBrOCTPOKOBI JOCIIIDKECHHS

Bnacui 1oXIiHIYHI JOCTiHKeHHs HE IPOBOININCE

KOPOTKOCTPOKOBI JJOCTI/DKEHHA
260 JOCIIDKEHHS CEpeIHbOi TPHBAIOCTI

BnacHi JOKJIIHIYHI NOCIIIPKEHHS HE IIPOBOMIINCH

10 aTKOB1 HOCIIHKSHHS

BracHi ZOKIHIYHI JOCTIIXECHHS HE IIPOBOIMIIUCH




. Brnacni JoKIiHIYHI JOCTIIPKEHHS He MPOBOIHINUCH
5) penponyKTUBHA TOKCHYHICTB Ta P

TOKCHYHWM BIUTMB HA PO3BHUTOK IIOTOMCTBA:

] ] . BracHi MOKJIIHIYHI JOCHHKEHHS HE IIPOBOIMIINCH
BILTHB Ha GEPTHIBHICTE 1 paHHii P

eMOpiOHATHHUN PO3BHTOK

) . BracHi NOKTiHIYH] JOCIIHKEHHI HE IIPOBOJHINCE
eMOpPiOTOKCHYHICTD P

; . BrnacHi ZoKTiHIYHI JOCHIKEHHS He ITPOBOIHITHCH
[IpeHaTalbHa 1 HOCTHATAIbHA TOKCHIHICT p

. Brachi HokniHiuHI TOCIIIKEHHES He IPOBOIMIINCDH
MOCJI/KSHHS, IPH SIKUX Ipenapar po

YBOJHUTHCSA MOTOMCTBY (HECTAaTEBO3PLIMM
TBapUHAaM) Ta/ab0 OIIHIOETECA BLIIAJICHA
st

] . BiacHi JOKIiHIYHI JOCTIDKEHHSA He TPOBOIUIIHACH
6) MiclieBa IEPEHOCUMICTh P

i . . |BnacHi goximiHigHi JOCTIDKEHI He OIPOBOIAIACH
7) IOAATKOBI JOCIIIKEHH TOKCHIHOCTI: P

. i BiacHi gOXIiHIYHI JOCTIMKSHAS He IIPOBOMIINICEH
AHTHICHHICTH (YTBOPCHHS aHTHTLI) o po

I OTOKCHIHICTS Biracui TOXIIiHITHI JOCHIPKEHHES HE IIPOBOIMIACH

. e e e BiacHi JOXIiHIYHI TOCTiIPKEHHS HE IIPOBOIIWIACH
TOCITIJDKEHHS MEXaHi3MiB il P

. . BiacHi moxIiHIYHI JOCTIHKeHHAS] HE HIPOBOIHINCH
UTiKapchKa 3aJIeKHICTD a po

. PR BiacHi JOKJIIHITHI JOCTIHKeHHSA HE IPOBOJYUINCE
TOKCUYIHICTH METaOOJIITIB a A

BiacHi JOKTIHIYHI JOCTI/PKSHHS He IPOBOAVIIMCH

TOKCHYHICTE JIOMIIIOK
A BiacHi JOKIIHIYHI JOCTIHKSHHS HE IPOBOIVIACDH
5. BHCHOBKHM IIOJ0 AOKIIHITHOTO Bracui JOKIIiHIWHI KOCIIKEHHS He IPOBOAMINACE, 3
BUBYCHHS OrIsy Ha 3asBICHHH THII JTIKAPCHKOT'O 3ac00y

(0OrpyHTYBaHHA Hanaﬁwe).
3asBHUK (BIACHHK ' NOA M\ /_;_;./ L

o . EE W .
peecTpaniifHoro D= _,4// —7 ==
TTOCB1TICHHS) | ¥ [ |75 (mimic)
\ 7+ Tlipceka O.A.
(ILLB)

{Ilopsadox Oonoeneno noeum JJooamxom 29 32iono 3 Haxasom Minicmepcmea oxopouu
300poe'a Ne 1528 8id 27.06.2019)




Honarox 30

1o Ilopsiaky IpoBeieHHS eKCIePTH3H
peecTpauifiHux MaTepianiB Ha JKapchKi
3aco0H, IO OJAIOTHCSA HA IEPHKABHY
peecTpairiro (IIepepeecTpario), a TAaKoX
EKCIICPTH3H MaTepiajiB Ipo BHECEHHS
3MIH JIO peECTpaliifHAX MaTepialiB
MPOTATOM Jii peecTpauiHoro

DOCBITIEHHSN
(nysxT 4 poszaury IV)
3BIT
Nnpo KJIiHiYHe BHNPOOYBaHAS
1. Hassa mikapchKoro 3aco0y (3a HassBHOCTI ED (KEREIME)
- HOMEP PeECTPAIifHOTO IOCBIIICHHS)
D BasBHEK Cenc Jladoparopic IIeT. JITA.
Sance Laboratories Pvt. Ltd.
3. BupoGimx Cenc JIadopaTopic IIsT. JITA.
Sance Laboratories Pvt. Ltd.
4. TIpoBeneH1 XOCIKSHHS: TaKk X Hi SIKOIO Hi, OOTPYHTYBATH
Brnacui Ky gl FOCHIIDKEHHASN HE

OPOBOMWIACH, BpAaxoBYIOUM  3asABICHHH  THIY
JKapcekoro 3aco0y, a came: TIeHepHYHWUidl
sixapceKmii 3aci0. BimmosinHo o {463ay dee'amuil
nionynuxmy 2 nionyuxmy 1.3 nynkmy 1 po3oiny II 6
pedaxryii Haxasy Miuicmepcmea OXOPOHU
300poe's Ne 1528 eid 27.06.2019}:

«ONIA 2eHEepUKi@ He HA0QIoMbCA  pesyromamu,
GACHUX MOKCUKONO2IYHUX mMaA DAapMAaKONOZiYHUX,
eunpobyeanv  abo  KIUHIYHUX  OOCRIONCEHb.
Pezynomamu  Oocniddcenv  GioexeieaneHmHocni
2enepuxie/zibpudie exmouaromocs 'y po3oin 5.2.1
MO0YNA ).

Bionogiono 0o eumoz Hacmanosu CT-H MO3Y 42-
7.2:2018: «Jlocmimkenns 0i0eKBiBaJIEHTHOCTI, SK|
MPaBHJIO, HE € HEOOXITHUMH, SKINO JOCIIKYBaHUIA
JIKapCBKAH  3aci0  BBOAMTBCA  SIK  BOJHHH
BHYTPIITHBOBEHHHH PO3YMH, MO MICTHTh TaKy X
aKTHBHY PEYOBHHY, IO 1 3aTBEpP/DKEHUH Ha JaHWM
gac  Jikapcbkmii  3acib». Y  3B’E3Ky 3
BHIIE3a3HAYCHUM, Y BIINIOBITHAX  pO3Aiiax
pPeECTpamiifHOro JOChE HAHAIOTHCS TOCHIAHHA Ha
pedepeHTHUI NiKapchKHii 3aci6




MAXIPIME, powder for injection 1g,
Bristol-Myers Squibb S. r. L., Italy.

a TaKoX IPENCTaBIeHO MdaHl (apMaleBTHYHO]
eKBiBAJIEHTHOCTI 3asBJICHOTO JIIKAPCHKOTO 3aco0y Ta
pedepeHTHOTO JIiKapchKoro 3aco0y.

1) Tun JikapceKoro 3acoby, 3a AKAM TEHEPUYHHAI JIKAPCHKHMA 3ACIG
pOBOIIIIACS 200 ILTaHy€ETHCS PEECTPaIlis

5. TIorHa Ha3Ba KIIHIYHOro BHNpoOYBands, [BiiacHi KIiHIYHI JOCIIIKEHHS HE IPOBOIUIACH
KOZOBaHMi HOMep KIIHIIHOTO

BANIPOOYBaHHS
6. ®a3a KIiHIYHOro BHIPOOYBaHHS BiacHi KIIHIYHI JOCTIKEHHS HE IPOBOIUINCE
7. Ilepion mpoBeAeHHS KIiHIIHOTO 3 o
BAIIPOOYBaHHS e e e . ]
yB Biachi KIiHIYHI JOCTIPKEHHS He IIPOBOAMIIACH

8. Kpainwu, e mpoBomIocs KIiHIIHE BiiacHi KIiHI4HI JOCHIPKESHAS He IPOBOIILIHCH
BUIPOOYBaHHSA
9. KUIbKICTh JOCTIIHKYBaHAX 3aILIAHOBAHA:

(hakTHIHA:

BiracHi XIIiHIYHI JOCTI/PKSHHA HE IPOBOIUIINCH
10. MeTa Ta BTOpHHHI O KJIIHIIHOTO Bnacui KIiHIYHI JOCTIHKEHHS HE IPOBOIMUINCH
BHIIPOOYBaHHS

. . . BiacHi KIiHIYHI JOCHIIDKEHHS HE IPOBOIIIACH
11. JIuzaiig KIIHIYHOrOo BUIPOOYBaHHS . P

. ... BiacHi KIiHIYHI JOCHiIDKEHHS HE IIPOBOIIIMCH
12. OCHOBHI KpUTepii BKIFOYCHHS . P

] E = = BiacH] KIiHI9HI JOCHIDKeHHS He MPOBOIMIINCH
13. JlochipKyBaHu# JTiKapChKUi 3acid, A P

crioci6 3acToCyBaHHS, CHUIA JIii

. . [BiacHl KIiHI9HI JOCTIHKEHHS HE NPOBOAMIINCE
14. IIpemapar NOpiBHAHHS, 71033, COCIO 4 P

3aCTOCYBaHHS, CHJIA Jiil

. CHI KJIHIYHI JOCTIKEHHS HEe IIPOBOIHIIH
15. CynyTas Teparis Brna AOCTILJOK POBOJIUIIACE

. . BiacHI KIiHI9HI JOCHDKEHHS He IPOBOIMIIHCH
16. Kpurepii oninku edeKTHBHOCTI A DeRo

. BiiacHl KIHIYHI JOCTIIKEHHA HE IPOBOJMIINCH
17. Kpurepii omiku 6e3nexn A0S POaE




] BracHI KIIHIYHI JOCTIDKEHHS HE IPOBOIMIIHCH
18. CrarucTryni METOTH a x P

.. BrnacHl KiigiuHl JOCHHKEHHSI HE IIPOBOIMIINCH
19. Jlemorpadiusi TOKa3HUKHI Ao P

NOCIIiIKYBaHO]I MOITYJIALii (CTaTh, BiK, paca,
TOIIO)

) BiacHi KIiHIYHI JOCIHKEHHI HE IIPOBOFLIINCH
20. Pesynbrard epeKTUBHOCTI ASEES P

IBnacH] xrigiugl JOCTIDKEHHSI He IPOBOAIIHACH
21. Pesynprarn 6e3nexu ASSER p

22. BHCHOBOK (3aKIIIO9CHHS) BnacHi KiTiHIYHI JOCIIPKEHHs! HE JPOBOMMIIICE, 3
OIJISLY Ha 3asBIICHUIl THII JIKgpPCEKOro 3aco0y

3asBHUK (BIaCHHAK Y5 :
PEECTPALIHOTO IOCBITICHHN) 0% Y. Ihpcmca O.A.
. % I| ' (L1B)

{Ilopsidox OOnOGHEHO HOBUM ,ZZodammM 3 0 32iono 3 Haxasom Minicmepcmea oxoponu
300poe's Ne 1528 eio 27.06.2019} :




