Honarox 29 ‘I

no IMopsiiky MpoBe/IeHHS eKCIepTH3H
peecTpaliiHuX MaTepialiB Ha JIKapChKi
3aco0H, IO T0/IAI0ThCS HA JCPIKABHY
peecTpalliio (IepepeecTpariiioo), a Takox
CKCIIEPTH3H MaTepialiB PO BHECECHHs
3MiH I0 peecTpaliiiHux Matepianis
IPOTArOM [Iil peecTpamiifioro |
IOCB1IYEHHS ‘

1. Ha3pa nikapcekoro 3aco0y (3a HasBHOCTI

(yHKT 4 po3miny IV)
3BIT
PO JOKJIIHIYHI JOCHizKeHHA
IYJbHET"
(PULCET®)

- HOMEp peecTpaniifHoro mocBi[4eHHs):

[OPOIIOK Jio(iTi3oBaAHUIT 151 POZUHHY /115
in’exniii 40 mr

1) Tun nikapcbKkoro 3acofy, 3a siKHM
MPOBO/IMIACS a0 MIAHYEThCS peecTparlis

I'EHEPUYHUM JIIKAPCHKHII 3ACIB

2) npoBeIeH] JOCTiIKEHHs

TaK X Hi  SKIIO Hi, OOTPYHTYBaTH

Bnacui JIOKJIIHIYHI JOCIDKSHHS HE
[IpPOBOOMIIMChb,  BpPaxOBYIOUH  3asiBJICHHM  THII
JKapchKoro  3acoby, a came: TreHepHYHMi
miKapceKkuii 3aci6. Bignosiano no {A63ay des'smuil
nionynxmy 2 nionyuxmy 1.3 nynukmy 1 posoiny 111 6
peoaxyii Haxazy Minicmepemea 0X0poHU
300poe’a Ne 1528 ¢io 27.06.2019):

JUISL I‘eHepI/IKiB HE HaJarOTBCA PE3YyJIbTAaTH BJIACHHUX

TOKCHKOJIOTTYHHX Ta (hapmaxomoriyHux
BUnIpoOyBaHe  ab0  KIIHIYHHUX  JOCHIJKEHb.
Pesynbratu JIOCITIIKEHB 010eKBiBaJICHTHOCTI

TeHEPUKIB/TIOPHIIB BKIIOYAKOTHCA y po3min 5.2.1
MoIyJst S». Bignosiguo no sumMor Hacranoru CT-H
MO3Y 42-7.2:2018: «JlocmmxeHus
Dil0eKBiBaJIEHTHOCTI, K NpaBUIIO, He €
HCOOXIZIHMMH, SKIIO JOCIIDKYBaHHH JiiKapchKuii
3aci0 BBOJMTBCA SK BOJHMI BHYTPIlIHBOBEHHHIT
PO3YMH, 110 MICTUTE TaKy 3K aKTHBHY PEYOBHHY, IO
1 3aTBep/KEHHMIT Ha JaHUH Yac JikapchKui 3acioy. V
3B’A3KY 3 BHINE3a3HAYCHHUM, Y BiJIIOBITHHX
pO3JiaX  pPeECTpamiiHOrO  JOChE  HAJAKTHCS
IIOCHJIaHHS Ha peepeHTHHH Iikapchkuii 3acib, a)
TAKOK  TPEACTaBIe€HO  JaHi  (apMaleBTHYHOI]
€KBIBAJICHTHOCTI 3asBJICHOTO JIIKAPCHKOro 3acoby Ta
pehepeHTHOro TiKapchKOro 3acody.

2. ®apmaxomoris:

BiiacHi JOKIIHIYHI JOCTIKEHHS HE IPOBOUINCE




1) nepsuHHA (hapMaKoIHHAMIKA

BracHi JOKIIHIYHI JOC/IJKEHHS He IIPOBOIM/IUCH

2) BropHHHA (apMaKoHHaAMIKa

BracHi JIOKTiHIUHI TOC/IIKEHHS He IPOBOIHIIICH

3) dapmakonoris Ge3nexku

BriacHi JOKIIHIUHI JOCTIIKEHHS He IIPOBOIHINCE

4) papmaxogHHAMIYHI B3a€MOJIi]

BriacHi JOKJIIHIYHI HOCIIIKEHHS He IIPOBOIHIINCH

3. dapMakoKiHETHKA:

1) aHaTiTHYHI METOUKH Ta 3BITH OO IX
BaIi gaLii

BracHi JOKIIHIYHI JTOCTIHKSHHS HE IIPOBOHIIHCE

2) BCMOKTYBaHHS

BiacHi JOKIIIHIYHI JOCIKEHHS HE IIPOBO/IMIIMCE

3) posmoin

BracHi qOKIiHIYH] JOCTIJDKEHHS HE TIPOBO/IUINCH

4) metaboizm

BrnacHi JOKIIHIYHI JOCHIKEHHS HE IPOBOIHIIUCE

5) BUBeICHHSA

BracHi JOKIiHIYHI JOCIIKEHHS] He IIPOBO/IMIIUCH

6) hapMaKOKiHETHYHI B3aEMOJIIT
(JTOKJTIHIYHI)

BracHi JOKIiHIYHI TOCIKEHHS HE IPOBOAHIIHCE

7) inmi gapMakoKiHCTHYHI JOCIIKEHHS

BriacHi JOKJIIHIYHI JOCTIKEHHS HE TIPOBOIMIIMCE

4. TOKCHKOIOTIS:

1) TOKCHYHICTB Y pa3i 0JTHOPa30BOI0
BBCIICHHS

BiacHi JOKIIIHIYHI TOCIIIPKEHHS He IPOBOIHIIHCE

2) TOKCHYHICTh Y pa3i IOBTOPHUX BBEICHD

BiacHi JOKJIHIYHI JOCTIIKEHHS HE TPOBOJIUIIHCE

3) reHOTOKCHYHICTD:
in vitro

BriacHi JOKIIIHIYHI JOCIJPKEHHS HEe TIPOBOIUIIHCH

in vivo (BKIIKOYalO4H TOJATKOBY OLIIHKY 3
TOKCHKOKIHETHKH)

BrnacHi JOKIIIHIYHI JOCIIJKEHHS He IPOBOIHINCDH

4) KaHIIepOTreHHICTh!

BracHi JOKIIHIYHI JOCIIDKEHHS HE TTPOBOAMIINCH

JIOBrOCTPOKOBI JOC/IJPKEHHS

BiacHi JOKJIHIYHI JOCHIIKEHHS HE IPOBO/IMIIHCE

KOPOTKOCTPOKOBI JOCIiIPKEHHS
abo JIOCTIKEHHS cepeIHbOT TPHBAIOCT]

BiiacHi JOKIIIHIYHI JOCIIJKEHHS He IPOBOIUIIICH

10/1aTKOBI JTOCIIKEHHS

BitacHi JOKIIIHIYHI JOCTKEHHS HE IIPOBOIHINCH




. Briachi JoKIiHIYHI JOCIIIKEHIS He IIPOBOAHIHCE
5) penpoayKTHBHA TOKCHYHICTE Ta

TOKCHYHHH BIIJIHB Ha PO3BHTOK IIOTOMCTBA.:

v S b Brachi qoxninivHi nocniukeHHs He TPOBOAMIINCE
BILIMB Ha (EPTUIBHICTD 1 paHHii

eMOpioHaIbHUIA PO3BHTOK

) y BiacHi JIOKJIHIYHI JOCTIKEHHs He MPOBONIIACE
eMOpIOTOKCHYHICTE

: . Bracui noxniniuHi JoCTi/PKEHHS He TPOBOIMITICE
[[peHaTabHa 1 IOCTHATAIbHA TOKCHUYHICTh

: BiiacH1 JIOKIIHIYHI JOCIDKEHHS HE TPOBOIUIIHCE
JIOCTIJKEHHS, TIPH SKUX [IPerapaT

YBOJUTBCS IIOTOMCTBY (HECTaTEBO3PIIHM
TBapHHAM) Ta/ab0 OIIHIOETHCS BignajieHa
st

y ! BriacHi JOKJIiHIYHI JOCTIIKEHHS He TPOBOIIINCE
6) MicLIeBa IIePeHOCUMICTE

! ; . Biiacni TOKITiHIYHI TOCTIIDKEHHS HE NPOBOIMIHCE
7) IOOATKOBI JIOCIIJIPKEHHS TOKCUYHOCTI:

. ; BiiacHi JOKNIHIYHI TOCTIKCHHS HE TPOBOANINCE
AHTHTCHHICTH (YTBOPEHHS aHTHUTLI)

: : Brachi 1oKIiHIYHI JOCTIIKEHHS He TPOBOIMITHCE
IMYHOTOKCHYHICTE

. T BiiacHi TOKIJIHIYHI JOCTIKSHHS He TIPOBOIIHNCE
JTOCJIIIDKEHHS. MEXaHI3MIB 1ii

; : BiacHi TOKIiHIYHI JOCIDKEHHS HE IPOBOIHIIACE
TiKapchKa 3aIeKHICTh

. puis BliacHi JOKIiHIYHI JIOCIIKEHHS HE TTPOBOIHIIHCE
TOKCHYHICTE METabOoMiTIR

. . BiiacHi oKmiHIYHI JOCHIDKEHHS HE IPOBOIHIINCE
TOKCHYHICTB JOMIIIIOK

. Biiacui TOKMIHIYHI JOCHIHKEHHS HEe IPOBOAMIHCE

5. BHCHOBKH 1010 JOKITIHIYHOrO BUBYEHHS BacHi JOKIIHIYHI TOCIiKEHHS He TIPOBOIMIINCE, 3
OTJISAZY Ha 3asSBIICHUM THII nixapcr;goro 3aco0y

(0OIpyHTYBaHHS HAIAHO BHUILEY:
2

-

3asBHHK (BJIACHHK o

peecTpaniiinoro >
HOCBITYEHHS) { ‘J{(Ihllrme)’
—Tlipceka O.A.
(Il 1. B.)

{Iopsidoxk  donoeneno mnoeum Hoodamxom 29 seiono 3 Haxazom Minicmepcmea  oxoponu
300poe'st Ne 1528 gio 27.06.2019}




JlomaTok 30

1o Iopsaaky mpoBeIeH s eKCIePTH3H
peecTpanifHiX MaTepiaiiB Ha JiKapebki
3aco0u, 10 MOAAOTHCS Ha JIEPKABHY |
peecTpariio (mepepeccTpanii), a Takox
eKCIICPTH3H MaTepiasIiB PO BHECCHHSI
3MiH JI0 peecTpaliifHuX MaTepiatiB
HPOTSIrOM Jii peccTpaniitHoro

1. Ha3Ba nikapebkoro 3acoQy (3a HassBHOCTI

MOCBiqUEeHHS
(myHKT 4 pozainy IV)
3BIT
Npo KJiHIYHe BUIIPOOYBaHHs
HYJIBHEI@
(PULCET")

- HOMep peecTpaliifHoOro MoCBIYeHHS)

nopomoxk JiopimizoBaHMil M PO3UMHY /LIS
in’ exniii 40 Mr

Ho6en Imau Canai e Timxaper A.Ill,

2. 3asgBHHUK
Typeuyunna
Nobel Ilac Sanayii ve Ticaret A.S., Turkey
3. BupoGHuK HobGen Inau Camnai Be Timxaper A.IL,

TypeyunHa

Nobel Ilac Sanayii ve Ticaret A.S., Turkey

4. IIporesieHi goCTiKEHHS:

X Tak  HI  SAKIIO Hi, OOTPYHTYRATH

[Iporomunmchk mocmiKeHHsA 3 0i0CKBIBaIEHTHOCTI,
BPaXOBYIOUH 3asBICHUIl THII JTiKapchKOro 3acoly, a
caMme: TCHEepPUYHMH Nikapcbkuii 3aci6. Bigmorimxo
no {A6zay oes'smuit nionynkmy 2 nionynxmy 1.3
nynkmy 1 pozoiny Il 6 peoarxyii Haxasy
Minicmepcmea oxopornu 300pog'a Ne 1528 gio

27.06.2019}:

JUISL TCHEPUKIB HE HANAIOThCs Pe3yIbTaTH BIACHHX
TOKCHKOJIOTTYHUX Ta (hapMaKoIOriyHuX
BUIIPOOYBaHb abo KIIHIYHUX  JOCIIIKEHD.
Pesyneratu IOCIIIKEHD 010€KBIBAJIEHTHOCTI
TreHEPHKIB/TIOPU/IIB BKIIOYAIOTECS vy po3ain 5.2.1
Moxayns S». Bignmosiguo no sumor Hacranosu CT-H
MO3YVY 42-7.2:2018: «JlocmiKeHHsS
Ol0€KBIBWICHTHOCTI,  SK  NpaBWJo, HE €
HEOOX1IHUMH, SIKINO JOCTIJKYBAHMH IIKapChbKUH
3aci® BBOIOMTBHCS SIK BOJHUWI BHYTpPILIHbOBEHHMIt
PO3YHH, 110 MICTHTE TaKy K aKTHBHY PEYOBHHY, 1110
1 3aTBep KeHnit Ha nanuit yac nikapeekuii 3acion. ¥
3B’S3KY 3 BHINC3a3HAYCHHUM, ¥ BIJIIOBIJTHUX
po3jijiax  peccTpaiiifHOro  J0Che  HAJIAIOThLCS
noculaHHd Ha pedepeHTHHH ikapcekuil 3acid, a




TaKOXK npeacrapieHo JlaH1

pedepenTroro miKkapeskoro 3acody.

1) tin nikapepkoro 3acoGy, 3a sk

MPOBOJIUIACS abO NIaHY€ETBCA peecTpartis

I'EHEPUYHUN JIIKAPCHKHIA 3ACIE

KOIOBAHHI HOMEp KJIiHIYHOTO
BHIIPOOYBaHHs

5. Ilosua HasBa KiiHiuHOrO BUNPOOYBaHHs,

Brachi kniniyni nocmiokenns me IIPOBOJIHIIUCE

6. ®aza wiiniyHOTO BUIIPOOYBaHHsI

Briachi kniHiuni tocmimKkenns me IIPOBOTHIIHCE

7. Ilepion nposenenus kiiniunoro
BHIIPOOYBaHHs

Brachi kniniuni gocmimxenns me IPOBOTHIINCE

8. Kpainu, e nposomunocs xminiune
BUIIPOOYBaHHSA

Buacni kniniuni nociimkenns ne IIPOBOJUIIMCE

9. KinpkicTs JOCIIJDKYBAHHX

BriacHi KTiHiuHI f0cTi ke RS He IIPOBOJIHJIHCH

10. Meta ta BropunHi uini kiinigsoro
BUIIPOOYBaHHSH

BliacHi KiiniuHI nocTiIKeHES He TIPOBOIUITHCE

1. luzaiin kninivsoro BUIIPOOyBaHHS

Binkpure, paHIoMi3oBaHe,
ITBOXIIEPiO/IHE, JIBOETAITHE,
NOCTIJUKEHHS IS OL[IHKH OloekBiBaneHTHOCTI/

12. OcHoBHI KpuTepii BKMIOYeHHS

BiacHi kiminiuni 1ocmimkeHEs He MIPOBOIUITHCE

13. ocniukysanmii nikapeskumit 3acio,
cioci6 3acTocyBaHHsI, cuia i

Buiacui kniniuni gocimxenns me MIPOBOIHIINCE

14. Ilpenapar nopisHsHHs, J103a, crocio
3aCTOCYBaHHS, CHJIA dil

Bracui kiiniuHI 1oCTipKeH S He MIPOBO/THIIHCH

15. CynytHs Tepanis

BiiacHi KIHIYHI [OCTiIDKEHHS He [IPOBOJIHIINCE

16. Kputepii ouinku edexrusmocti

BiacHi kiminiuRI qocmimkeHs He LPOBOJIHIINCE

17. Kpurepii ominku 6e3mexn

Bracni kininiuni qocmimkenns me IIPOBOJMIIHCE

18. Craricruani meroau

Bracui kininigni ocmiprenns me IIPOBOIHIIHCE

19. Jlemorpadiuni moxasaukn

TOL0)

JI0CTLKYBAHOT ITOMyastii (cTars, BiK, paca,

Bracui kniniugi gociimkeHas He MPOBOIHIIUCH

dapmanesTHunoj]
€KBIBAJIEHTHOCTI 3asIBIICHOTO JIKapChKOro 3acoby Ta

0/IHOZI030BE,
IepexpecHe




' BuiacHi xniniuni noctimkenns ge i OBOJIHJIHCE
20. Pesynbratu edexrupnocti AR POBOX

BliacHi xminivni nocnimxenns e o OBOIHJIACE
21. Pesyneratu 6esnekn A oS

Brachi noxninivbi gocmimkenus me MIPOBOJIMITHCE, 3
OTJIAZY Ha 3asBJE€HHH THI JiKapchKOro 3acoby Ta
miKapchKy Gpopmy (OOIpYHTYBaHHS HajaHO BHIIIE).

N4

3asBHHUK (BIACHHK . o
peecTpanifiHoro moceiaueHs) g 4
/ / \(‘ﬁiﬂnnc)

" Ilipceka O.A.
(IL1.B.)

22. BucHoBOK (3aKro4eHHs)

{IIopsioox donoeueno nosum Hooamkom 30 32iono 3 Harazom Minicmepcmea oxoponu
300poe’a Ne 1528 gio 27.06.2019)




