Honatok 29

1o ITopsaky IpoBeEeHHS EKCIIEPTU3H
peecTpaliiiHuX MaTepialliB Ha JIiKapChKi
3aco0H, IO OJIAIOTHCS Ha JIEPIKABHY
peecTpailito (epepeecTpaniro), a TAKOK
€KCIIEPTU3U MaTePiaiiB PO BHECCHHS
3MiH JI0 PEECTpAliiHUX MaTepialliB
IPOTIroM Jii peecTpariiifHoro
NIOCBITUEHHS

(nyukt 4 po3ainy IV)

3BIT

NPo AOKJiHIYHI AOCTIKEeHHS

1. Hassa nikapchkoro 3acoby (3a HasiBHOCTI
- HOMEp PEECTPAIlifHOTO NTOCBIIYEHHS):

TOPHIJI PT, po3uun aas in'exuiii 5 mr/mu no
4 ma B ammyai, no 5 ammyn y OmicTepi,
o 1 Giicrepy B madri '

1) Tun nikapcbKoro 3aco0y, 3a AKUM
IpOBOAMIACS a00 IUIAHYETHCS PeeCTpanis

[enepuyHmii Tikapchkuit 3acio,
OJTHOKOMIIOHCHTHHIH

[Ipouenypa: AepXaBHa PpeeCTpallis I IHIIOKO
Ha3Bow Jikapcekoro 3aco0y TOPHIA PT,
PO3YMH [UIf iH'eKuiil 5 Mr/MJ mo 4 Mul B amimy.ii,
no 5 ammyn y Gmicrepi, mo 1 6xicTepy B madmi
(mepsuHHa peectpaiis mix Haspowo Topacemin,
PO3YHH Ui iH’€Kuiif 5 Mr/mi1 no 4 MJl B amMny i,
1o 5 ammyn y 6mictepi, mo 1 Grictepy B madui).

2) mpoBeeHi HOCTIHKEHHA

U rak A Hl sxmo Hi, 06TpyHTYBaTH

Nani wmoxmymo Hamani y ¢opmi Orisgy
JOKITIHIYHUX JaHMX Y 3B’SA3Ky 3 THM, IO
MaTepianyd peecTpaliifHoro A0Che Ha JIKApChKUH
3aci6  TOPHIJA PI, po3umH pia in'exkuid
5 mMr/ma mo 4 M B amMmyJi, o 5 ammyin y
6micrepi, mo 1 Omicrepy B Hadmi [OJAHO Ha
JEPKABHY PpeecTpallilo OJHMM M THM CaMUM
3aBHMKOM TIJI IHIIOK HA3BOIO IIKAPCHKOTO
3aco6y Topacemin, po3umH Aag  iH’ €Ki
5 Mr/Ma no 4 MJ1 B aMIyJii, IO € TEHEPUKOM 110
pedepeHTHOTO TKapCHKOTO 3acoby
TPUDOAC® 20 AMIIVJIMA, posyuH A
in' excariii, 20 Mr/4 Mi 110 4 MJI B aMIy .

2. ®apMaKoIIoTis:

1) mepuHHa GpapMako IHAMIKa

2) BTOpuHHA (hapMaKoIMHAMIKa




3) hapmakororist 6e3mexu

4) hapmaxogrHAMi4Hi B3a€MOAII

3. ®apMaKOKIHETHKA:

1) anamiTHYHI METOVKH Ta 3BiTH LIOO iX
BAUTi TAITiT

2) BCMOKTYBaHHSA

3) po3moain

4) metabomizM

5) BUBEICHHS

6) hbapMaKoKiHETHYHI B3a€MOJIIL
(mOKTiHIYHi)

7) innm GpapMaKOKiHETHYHI JOCIIIKEHHS

4. TOKCHUKOIIOTIA: —

1) TOKCHYHICTH y pa3i OAHOPA30BOTO
BBEJICHHSA

2) TOKCHUHICTB ¥ pa3i IOBTOPHUX BBEJICHB

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKJIIOYaKOYH OJATKOBY OIIHKY 3
TOKCUKOKIHETHKH )

4) KaHIIepOT€HHICTE:

JIOBLOCTPOKOBI TOCIIIXKEHHS

KOPOTKOCTPOKOBI JOCIILIKEHHS
a60 JOCIiKEHHS CepeNHBOl TPHBAIOCTI

NOIATKOBI JOCIiIKEHHS

5) penpoayKTHBHA TOKCHYHICTE Ta
'TOKCHYHHMI BIUTHB HA PO3BUTOK ITIOTOMCTBA:




BIUIUB Ha (epTUIIBHICTE 1 paHHIH -
eMOpiOHATPHUN PO3BUTOK

eMOpPiIOTOKCHYIHICTh -

MpeHaTajabHa i TOCTHATAJIbHA TOKCHUHICTH —_

IOCIIIKEHHS, IPH AKUX Ipenapart —
YBOIUTHCS MOTOMCTBY (HECTaTEBO3PLINM
TBapHHaM) Ta/ab0 OLIHIOETHCS BiAaJleHa
st

6) MiciieBa IepeHOCHUMICTh -

7) 10JaTKOBI JOCHIIKEHHS TOKCHIHOCTI: -

AHTHTEHHICTH (YTBOPEHHS aHTHUTL) -

IMyHOTOKCHYHICTH -

MOCHIKEHHSI MEXaHI3MIB Til —

TiKapchKa 3aJIEKHICTD —

TOKCHYHICTH META0OIITIB =

TOKCHUYHICTE JOMIIIIOK -

iHI1IE -

5. BucHOBKH IIOAO HOKIIIHIYHOTO BUBYCHHS | —

3asBHUK (BIACHHUK
peecTpartifiHoTro
MOCBiTYECHHS)

(L1 5.

I['onoBa npasjaiHHA

(nmocana)



Jonatok 30

1o TopsAnky mpoBeNeHHs eKCIIEPTU3H
peecTpalliiHuX MaTepialiB Ha JiKapChKl
3ac00H, 0 [MOIAIOTHCS Ha AEPKABHY
peecTpallito (IepepeecTpallito), a TakoxK
€KCIIEPTH3H MaTepialiB PO BHECEHHS
3MiH JI0 peecTpailifiHuX MaTepiaiB
IPOTATOM Jii peecTpaiiifHoro
MIOCBITYEHHS

(nyHkT 4 po3niny IV)

3BIT

npo KJiHiYHe BUNIPOOyBaHHS

1. Hassa nikapcekoro 3aco0y (3a
HASBHOCTI -~ HOMEP peecTparifHoro
MOCBIIYCHHS )

TOPHIJI PT", po3uuHs mis in'exmiil S mr/mu no 4 mi B
amMmyJIi, 1o 5 ammyn y 6iicrepi,
mo 1 Gricrepy B mautii

2. 3asiBHUK

IIpuBaTHe aKLioHEpHE TOBAPHCTBO
«JIexxiM-XapkiB»

3. BupoGHMK

TlpuBaTHe aKLiOHEpHE TOBAPHCTBO
«JIexxim-XapkiB»

4. TIposeneHi JOCHiIKEHH:

OTtak M ul sgxkmo Hi, oOOIPyHTYBaTH

Jani Moxyno Hagari y dopmi Orismy KIHIYHEX JaHUX Y
3B’A3Ky 3 THM, L0 Marepialid PeecTpalifHOro 10ChE Ha
nikapcekuit 3aci6 TOPHIJ PI', posumnm s iH'exuiif
5 Mr/mut mo 4 MJ1 B aMmyJIi, o 5 ammyn y 6mictepi, o 1
GricTepy B TAYI IIOJAHO Ha IEPXKaBHY PEECTPALIIIO0 OHUM
¥ TMM caMuM 3aSBHHKOM IIiJ{ IHIIIOKO HA3BOIO JIIKAPCHKOTO

3acoby Topacemin, PO34HH A in’ exnin
5 mr/Mma nmo 4 mMa B aMmyJi, IO € TCHEPUKOM JIO
pedepeHTHOrO JIKapChKOTO 3acoby

TPUDPAC® 20 AMIIYJIH, po3unH Ajs in'exuid, 20
MI/4 MJI TI0 4 MJI B aMITyJIi.

1) Tun Jixapcbkoro 3acofy, 3a
AKMM TIPOBOAMIACA a00 INaHyEThCA
peecTpartis

["eHepruHmi JTiKapChKHit 3a¢i6, 0THOKOMIIOHEHTHHH

ITponemypa: AepiKaBHa peecTpailis I IHIIOK Ha3BOIO
nixapcekoro 3acoby TOPHI PT', po3unn ans in'exuiii S
Mr/MJ mo 4 MJI B ammyJii, o 5 ammyn y Gmictepi, mo 1
GuicTepy B mhadmi (MEPBUHHA pEECTpallis MiA HAa3BOKO
TPUDPAC® 20 AMIIYJIH, pozunH nis in'ekuiid, 20
MI/4 Mz 110 4 MJT B aMITyJIi).

5. IToBHa Ha3Ba KIiHIYHOTO
BUIIPOOYBaHHs, KOJOBaHUM HOMEP
KITIHIYHOTO BUIIPOOYBaHHS

6. ®asa KIiHIYHOTO BUIIPOOYBAHHS

7. lepion mpoBeAeHHs KIIHIYHOIO
BUIIPOOYBaHHS

110




8. Kpainu, ae mpoBOoaMIIOCS
KJIiHIYHE BUIpOOyBaHHS

9. KinbKicTh HOCHTIIKYBaHUX

3alUIaHOBAHA:
¢baxTnyHa:

10. Meta Ta BTOpHHHI I
KIiHIYHOr0 BUIPOOYBaHHS

11. JIuzaii KIiHIYHOTO
BUIIpOOyBaHHS

12. OcHOBHI KpUTEPii BKIIOYECHHS

13. MocnimKyBaH## JTiKapChbKHIH
3aci0, crocib 3acTocyBaHHS, cHla
it

14. IIpenapat nmopiBHAHHS, 71034,
CcII0ci6 3acTOCYBaHHS, CUIA il

15. CynyTHs Teparmis

16. Kputepil ominku eheKTHBHOCTI

17. Kputepii ominku 6e3mnexu

18. Cratuctuydi MeTOIH

19. lemorpadiuni MOKa3HUKA
IOCIT Ky BaHOT IOy ALl (CTaTh,
BIK, paca, TOIIO)

20. PesynpraTu eeKTHBHOCTI

21. Pesynbratu 6e3nexu

22. BHCHOBOK (3aKIIOYECHHS)

3asBHUK (BJIACHUK
peecTpariitHoro
TIOCBITYEHHS)

(mipgnue)

{ixos JIMaTpo IMHTPOBHY

(IL L B)

I'onoBa npaBaiHHsA

(mocana)



