Jonatok 29

1o Ilopsaxy npoBeieHHs eKCIePTH3H
peecTpaliiiiHuxX MarepiaiiB Ha JiKapchKi
3aco0u, 110 MOJAIOTECS Ha JICPIKABHY
peecTpallito (repepeecTpalliio), a Takox
EKCIICPTH3H MaTepiajiB MpO BHECCHHA
3MiH JI0 PeECTpaIiifHuX MaTepiaiB
NpOTAroM Aii peecrpariifnoro

MIOCBiIUECHHS
(nyHKT 4 po3miny IV)
3BIT
Npo AOKJIHIYHI JOCTIIXKEeHH
. |CKAWUIIIM (SKYPIME)
1. Ha3ga nikapchkoro 3aco0y (3a HasBHOCTI o
= : 7 |mopoImoK I po3unHy A iH’ €Ki
- HOMEP PEECTPALIHHOTO TOCBITYEHHS):
mo 1000 mr
1) THI JTKapchKOro 3acoby, 3a SKHM I'EHEPUYHHWI JIKAPCHKUI 3ACIB
MpOBOAMNACS a00 MITAHYETHCS PEECTPALLisS
2) mpoBeIeH1 JIOCIIIKeHHS TaK X Hi  SKIIO Hi, OOIPYHTYBaTH
BaacHi JIOKJTIHIYH1 JIOCITKEHHST HE

MPOBOAWINCH,  BPAaxOBYIOUM  3asBJICHMH  THII
mikapchkoro  3acoby, a caMe: IeHEepHYHHUH
nikapceKmii 3aci6. BimmosimHo no {A63ay oee’smuii
nionyuxkmy 2 nionynxkmy 1.3 nyukmy 1 po3zoiny 11l ¢
peoaxryii Haxas3y Minicmepcmea oxXoponu
300poe’s Ne 1528 ¢id 27.06.2019):

«UIsl TEeHEPHUKIB HE HAJAIOTHCS Pe3YJILTATH BJIACHHUX
TOKCHUKOJIOTTYHHX Ta dapmaxosoriyHux
BunpoOyBanb  abo  KIIHIYHUX  JIOCIIJKEHB.
Pezynsraru JOCHIKEHD 010eKBiBATIEHTHOCTI
IeHepUKIB/TIOpHIIB BKIKOYAOThCS y poszainr 5.2.1
Moayid 5». BinmosigHo po sumor Hactanosu CT-H
MO3VY 42-7.2:2018: «JlocmimxeHHs
010eKBIBAJICHTHOCTI, K IIpaBuJIo, HE €
HeOOX1IHUMH, SKIIO JIOCTJDKYBAHUI NiKapchKuit
3aci0 BBOJMTHCSA SIK BOJHUI BHYTPIIIHBOBEHHHH
PO3YHH, IO MICTUTh TaKy X aKTUBHY PEYOBHHY, II0
i 3aTBepDKCHUI Ha TaHWH yac JikapchKui 3acion». Y
3B°S3KYy 3 BHIIE3a3HAYCHHM, Y BIJITOBIJIHUX
po3jiiax  peecTpauiifHOro  J0ChE€  HAarOThC
NoCHIaHHs Ha pedepeHTHHI miKapchkui 3acib
MAXIPIME, powder for injection 1g, Bristol-Myers
Squibb S. r. L., Italy, a Takox mnpeacTaBIcHO OaHI
(apManeBTHYHOI  €KBIBAJIEHTHOCTI  3asBIIEHOI0
TKapchKOTo 3aco0y Ta pedepeHTHOro JiKapehbKOro
3aco0y.




2. ®apMmakosnoris:

BrnacHi qoKTiHIYHI JOCTIHKCHHS HE TPOBOIHIHCE

1) mepBuHHA apMaKoIuHAMIKa

BiacHi JOKJIIHIYHI JOCTIKEHHS! He TIPOBOIMIMCH

2) BTOpMHHA (apMakoJuHaMiKa

BiacHi JOKJIIHIYHI JOCIIKEHHS He IIPOBOAUIIMCH

3) dapmakosoris Oe3neku

BacHi mokmiHIuHI JOCHIKEHHS HE IIPOBOUIIUCH

4) hapmakoarHamMivHi B3acMoIil

BrracHi JOKIIHIUHI JOCAIKEHHS HE IPOBOAMIIUCH

3. ®apMaKoKiHETHKA!

1) aHaTiTHYHI METOIMKH Ta 3BITH IIOJI0 1X
BaTimAIil

BiacHi JOKIIHIYHI JOCTI/DKEHHS HE TTPOBO/IUINCH

2) BCMOKTYBaHHs

BracHi JOKTiHIYHI JOCTIIPKCHHS HE IIPOBOIMIINCH

3) po3moain

BiacHi JTOKTIHIYHI JOCIIKEHHS HE ITPOBOIMIMCH

4) meTabomi3zm

BacHi TOKTiHIYHI TOCTIKEHHS HE [IPOBOIMIIMCH

5) BUBCICHHS

Biiachi JOKIIHIYHI OCTIIPKEHHS HE IPOBOIHIIMCE

6) hapMaKOKiHETHYHI B3aeMOIii
(moxiHivHI)

BracHi JOKTIHIYHI JOCTIHKEHHS He IIPOBOIUIIACH

7) iHnn (papMakoKiHeTUYHI JOCTIKEHHS

BiiacHi JOKTiHIYHI JOCHI/PKESHHS HEe IIPOBOAMINCH

4. TOKCHKOIOTISA:

1) TOKCHYHICTE Y pa3i 0THOPa30BOTO
BBEJICHHS

BracHi ZOKIIHIYHI JOCHIKEHHS HE IPOBOIUIHCE

2) TOKCHYHICTE Y pa3l MOBTOPHUX BBEJACHB

BiiacHi JOKIIHIYHI JTOCTIKEHHS He IPOBO/IUIIHUCH

3) reHOTOKCHYHICTB:
in vitro

BracHi JOKTIHIYHI JOCTI/PKEHHS HE TPOBOIUIHCE

in vivo (BKJIFOYarOYH JIOJJATKOBY OIIHKY 3
TOKCHKOKIHETHKH)

BiacHi JOKIIHIYHI JOCHTIKEHHS HE IPOBOIHIINCE

4) KaHLEPOTeHHICTh:

BiacHi JIOKIiHIYHI JOCI/DKeHHS He TPOBOAHUIIUCH

TOBFOCTPOKOBI JIOCIIIXKCHHS

BriiacHi JOKIIHIYHI JOCHIPKEHHS HEe TPOBOININCH

KOPOTKOCTPOKOBI 10CTIDKEHHS
200 JOCIIKEHHS cepeIHbOI TPUBAIOCTI

BriacHi JOKIIHIYHI JOCHIKEHHs HE IIPOBOIHIIHUCE




: . BiracHi DOKIIIHIYHI JOCTIHKEHHS He 11
TOIATKOBI JOCIIJIIKEHHS o Heday ROBOIULITHES

. BracHi TOKITIHIYHI TOCIIIKCHHES HE ITPOBOIHITH
5) penpo/IyKTHBHA TOKCHYHICTB Ta . A = POBRITHE,

TOKCHYHHH BIIJIUB Ha PO3BHTOK IIOTOMCTRBA.

. - - BiracHi JOKIIHIYHI JOCIIKEHHS HE TTPOBOIMINCE
BIUIMB Ha (DEPTHIILHICTE i paHHil 2 HRGHIR S

eMOpIOHAIBHUI PO3BHTOK

. , BiiacHi DOKJIIHIYHI TOCTITKEHHS HE 11
eMOPIOTOKCHYHICTE A R R

; . BracHil TOKIiHIYHI JOCHIIKEHHS He IPOBOIHIINCH
[IPeHATalbHA 1 TOCTHATAIBHA TOKCHYHICTE 2 A & PO

. BiiacHi JOKTiHIYHI JOCTIIKEHHS HE TIPOBOIHIIHCH
TOCIIIJKEHH S, IPH SKHX TIperapar

VBOJMTHCS IOTOMCTBY (HECTATEBO3PLIHM
TBapuHaM) Ta/abo OIIHIOETHCS Bl IaIeHa
mist

. . BrnacHi TOKIIHIYHI JOCTIKEHHs He ITPOBOIMINCE
6) MiclleBa IEPEHOCHUMICTh

; 5 .. |BiacHi TOKJIIHIYHI JIOCIIHKEHHS HE TPOBOIHIIACE
7) MOaTKOBI TOCTIIKCHHS TOKCHYHOCTI:

5 ) BnacHi JOKIIHIYHI JOCTIKEHHS HE TTPOBOIUIIHCE
AHTHUTCHHICTH (YTBOPSHHS aHTHTLN)

’ ! BnacHi TOKIIHIYHI JOCTIKEHHS HE ITPOBOAMIINCE
IMyHOTOKCHYHICTE

) i BiacHi TOKIIHIYHI JOCIIKEHHA HE ITPOBOAMITUCE
TOCITiDKEHHS MeXaHi3MiB il

' . BacH1 TOKIIHIYHI JOCTIIKEHHA HE TPOBOIHIIUCE
JiKapchbKa 3aJIe)KHICTh

) . BiacH1 TOKIIHIYHI JOCTIHKEHH HE TPOBOIHIIHCE
TOKCHYHICTE MeTabOoJIITIB

; : BiacH1 TOKIIHIYHI TOCIIDKEHH HE ITPOBOIHIIHCH
TOKCHYHICTE JIOMIIIOK

BiiacHi JOK/IIHIYHI JOCIIDKEHHS HE TPOBOIMIUCE

1HIIIEe
5. BUCHOBKH 111010 JOKIIHIYHOIO BriacHi JOKTIHIYHI JOCHI/PKEHHS HE ITPOBOJIUIIHCE, 3
BMBUYCHHS OIJISIy HA 3asBJICHUH TUII JIlKapCLKOFO 3aco0y

(06rpyHTyBaHHsI H&IlaHO B

3asgBHHK (BIACHUK _
peecTpaniiHoro

MOCBIIYEHHS) ( i (l{lilml(g A
ipceka O.A.
(I.1.B)

{Tlopsidox donogneno nosum Hooamxom 29 3ziono 3 Haxasom Minicmepcmea oxopouu
300pos’s Ne 1528 ¢id 27.06.2019}




HonaTtok 30 j

10 TTopsaIKy TIPOBEIEHHS €KCIIEPTU3H
peecTpaniiHiX MaTepianiB Ha JTiKapcehKi
3ac00H, 110 MOIAF0THCS Ha JIEpKaBHY
peecTpariiio (TepepeecTpaiiiio), a TaKoxK
EKCIIEPTH3H MaTepialiB PO BHCCCHHS
3MIH JI0 peecTpalliifHiX MaTepialiB
IIPOTATOM JIil peecTpaniiHoro
MOCBIIUEHHS \

(myskT 4 po3ainy IV)
3BIT
npo KJiHiyHe BUNIPOOYyBaHHHA
: . |CKAHIIIM (SKYPIME)
1. Hazpa nmikapcekoro 3aco0y (3a HassBHOCTI o -
i . MOPOINOK /IS PO3YHHY A iH’ €Kil

- HOMep peecTpaliifHoro NoCBiYEHHs)

o 1000 mr
DL — Cenc Jladoparopic IIeT. JITA.

Sance Laboratories Pvt. Ltd.
a— Cenc Jlaboparopic IIsT. JITa.

Sance Laboratories Pvt. Ltd.

4. IIpoBeneni 10CTiHKEHHS !

TaK X Hi KOO Hi, OOIpyHTyBaTH

BrnacHi KJITHIYHI TOCIIIKEHHS HE
MPOBOJMINCH,  BPaxOBYKOYM  3asBICHHHM  THII
mikapcekoro  3aco0y, a came: TeHepHYHHI
nikapceeKuit 3aci0. Bimnosigno no {A463ay oee'amuil
nionyuxkmy 2 nionyukmy 1.3 nynxmy 1 posoiny Il ¢
peoaxyii Haxa3zy Minicmepcmea OXOPOHU
300poe's Ne 1528 ¢id 27.06.2019):

«OJIl  2eHepuKie He HAOamucs  pesyibmami
GNIACHUX MOKCUKOJLOZIYHUX Ma  (PapMakoI02iyHUX|
6Unpobyeans abo KIAIHIYHUX 00CI0JICEHD.
Pesynomamu  docniodcenv — bioexsisanenmuocmi
2enepurie/2iopudie exmodaiomocs y po3oin 5.2.1
MO0y I ».

Bionogiono oo eumoz Hacmanosu CT-H MO3Y 42-
7.2:2018: «JlocmijpkeHHss 010€KBiBAICHTHOCTI, $K
NPaBUIIO, HE € HEOOXiTHUMH, AKIIO JOCIiIKYBaHHA
mikapceekuif  3aci®  BBOAMTBCS K BOJHMH
BHYTPIIIHGOBEHHHI PO3YMH, IO MICTUTH TaKy X
AKTHBHY PEYOBHHY, IO 1 3aTBEp/DKEHUH HA TaHHH
yac  Jikapchkmii  3acid». Y 3B'A3Ky 3
BHIIIC3a3HAUEHUM, ¥ BIAMOBIOHMX  PO3JiNax
pECCTPaIifHOrO JTOChE HAJAIOTBCS IIOCHJIAHHS Ha

pedepenTHHIi TiKapchKuil 3aci0



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

a4 TakoX IIPeJCTABI€HO JaHi (dapMareBTHUHO]
€KBIBaJIEHTHOCTI 3asIBIICHOI0 JIKAapChKOro 3acody Ta
pedepeHTHOTO JiKapchKOTo 3ac00y.

1) Tun sikapcekoro 3acofy, 3a SKHM I'EHEPUYHWUI JIKAPCHKUI 3ACIB
[IPOBOIMIIACS a0 IUIAHYEThCS peecTpaltis

5. Ilosna na3pa KiiHIYHOrO BUIpoOyBaHHs, |BiacHi KiIiHIUHI JOC/IIKEHHS HE IIPOBOIMIIICE
KOJOBaHUH HOMEpP KIIiHIYHOTO

BHIIPOOYBaHHs
6. Daza KIHIYHOIO BHIIPOOYBaHHS BracHi KIHIYHI JOCIIJKEHHS HE POBO/IHIIHCEH
7. llepioa npoBeieHHs KITHIYHOTO 3 110
BUIIPOOYBaHHA 5 o ;

BracHi KITiHIYHI TOCTIIKEHHS HE TPOBOIHITICE
8. Kpainu, ae mpoBoAMIOCS KITiHIYHE BracHi KJIiHIYHI JOCIIJKEHHS HE MPOBOIMIIUCH
BUIPOOYBaHHS
9. KinbKicTh JOCHIKYBAHUX 3alIaHOBaHA:

(hakTH4HA:

BracHi KITIHIYHI TOCHIIKEHH He TPOBOIMIIHCH
10. Mera Ta BTOpHUHHI I KJIIHIYHOTO BiacHi KJIIHIYHI JOCTIJDKEHHs He IPOBOMIIMCH
BUIIPOOYBAHHS

. .. BracHi KIiHIYHI TOCTIDKEHHS HE IPOBOIMIIACH
11. JluzaiiH KJIiHIYHOrO BUNIPOOYBAHHSI

; BracHi KIIHIYHI TOCTIDKEHHS HE TPOBOIHIIUCH
12. OcHOBHI KpUTEPii BKIKOYECHHS

. . s BracHi KIiHIYHI JOCTIIKCHHS HE TIPOBOIHIIHCH
13. JocnikyBaHuii JikapchKu# 3acio,

criocib 3acTtocyBanus, cuia aii

. . Brnachi KNiHIYHI JOCDKCHHS HE IIPOBOIMINCE
14. Tlpeniapar nopiBHsSHHS, 1034, CIIOCiO

3aCTOCYBaHHSI, CHIA Jil

. BiiacHi KIIiHIYHI TOCTITKEHHS He TPOBOAUIUCH
15. Cynytas Teparis

T ; BracHi KTiHIYHI JOCITIKEHHS HE IIPOBO/IHIIACE
16. Kpurepii oriHk# e()eKTHBHOCTI

. o BracHi KIIHIYHI TOCTIDKEHHS HE IPOBOJMIIACE
17. Kpurepii oLlIHKH Oe3NeKku

. BracHi KIiHIYHI JOCTIIHKEHHS HE TPOBOJUIKCH
18. CraTucTHYHI METOIH




- BracHi KIiHIYHI JOCIKEHHS HE IPOBOJMIINCH
19. JlemorpadivHi TOKa3HUKH

10CII1/PKYBAHOT MOIYJISAIT (cTaTk, BiK, paca,
TOIIIO)

: BiacHi KiriHiyHi JOCTiDKEHHS He IPOBOIHIHCE
20. Pe3ynbTaTi €()eKTUBHOCTI AR P

BiiacHi KJIiHIYHI JOCTIIKEHHS HEe TPOBOIUINCE
21. PeaynbraTH Oesnexu

22. BUCHOBOK (3aKIIFOUYEHHS) BiracHi KJIHIYHI JIOCTIJUKEHHS HE TPOBOIMIINCE, 3
OTJISIY Ha 3asBJIEHHH THII JIIKApPCHKOro 3aco0y

(0OrpyHTYBaHHSI HAJAHO BHUIIIE).
o Tl

3agBHUK (BIACHHUK

2, : i1myc)
peecTpaniifHoro ocB1I4CHHA)

peeka O.A.
(. L B)

{Tlopsioox oonoeueno nosum Jooamxkom 30 3eiono 3 Haxazom Minicmepcemea oxoponu
300pos’a Ne 1528 6i0 27.06.2019}




