Honarok 29 :

10 Iopsaaxy npoBeeHHS EKCIIEPTH3H
peecTpalifHiuX MaTepialiB Ha JiKapchKi
3aco0H, IO MOJAIOTECS HA JAEPIKABHY
peecTpariio (lepepeecTpaniio), a Takox
EKCIIEPTHU3H MaTepialiB PO BHECEHHS
3MiH JI0 peecTpauifHuX MaTepialip
IIPOTATOM Aii peecTpamiiiHoro
IIOCBiTYEHHS

(myHKT 4 pozgimy IV)

3BIT

PO JOKJIHIYHI JocaiKeHHs

1. Ha3Ba mikapcekoro 3aco6y (3a HassBHOCTI
- HOMEp PEECTPALifHOr0 MOCBiA9eHH):

TOKCOPYBILIMH-MIII

1) Tun nikapcekoro 3acoby, 3a AKAM
IpoBOAMIIacs abo IUIAHYETHCS peecTpallis

I'EHEPUYHHHN JIKAPCHKHM 3ACIB

2) mpoBeneHi NOCITiHKEHHS

TaK Hi sKWIO Hi, OOTpYHTYBaTH

OcKiIbKH JiKapcbKHii 3aci0
JOKCOPYBIITUH-MIJII, posunn nas

i’ exmiii, 2 mr/mor; o 5 mur (10 mr) a6o 25 mu
(50 mr) y duraxoni, iBiasie co60i0
BHYTPIlIHbOBEHHY iH’€KIIiI0 reHepHYHY
pedepenTHOMY JiKapchLKOMY 3ac00y
ADRIAMYCIN, solution for injection 10 mg/5
mL, 50 mg/25 mL (Pfizer Limited), BnacHi
NOKJIHIYHI J0CiIKeHHs He ITPOBOIHIIHCS.

2. @apmakooris:

1) nepBunHa (hapMakogHHAMIKa

2) BTOpHHHA (papMakoquHaMiKa

3) papmaxomoris Ge3nexu

4) hapmakogMHAMiYHi B3aeMoIil

3. GapMakoKiHeTHKa:

1) aHATITHYHI METOIUKH Ta 3BITH OO iX
BaJIimamii

2) BCMOKTYBaHHS

3) posmomin

4) metabonizm

5) BUBeJIeHHS

6) hapMaKOKiHETHYHI B3aEMOJIi1
(noKiHIYHI)

7) iHmi hapMaKOKiHeTHYHI JOCIIi IKEHHA

4. Toxcukomoris:

1) TOKCHYHICTB y pa3i 0HOPa30BOTO
BBEICHHS

2) TOKCUYHICTH Y pa3i IOBTOPHHUX BBE/IEHH

3) reHOTOKCHYHICTB:




in vitro

in vivo (BKIIIOYAIOYH HOJATKOBY OIHKY 3 | —
TOKCUKOKIHETHKH )

4) KaHIIEpOTeHHICTE: —

TOBIOCTPOKOBI JOCIIi IPKEHHS —

KOPOTKOCTPOKOBI JOCITi IDKEHHS —
abo JI0CIikeHHS CepeqHBOI TPHBAIOCTI

TOJATKOB1 JOCIi JUKeHHS —

5) penpOIYKTHBHA TOKCHYHICTH Ta —
TOKCHYHMM BIUIMB Ha PO3BHTOK IIOTOMCTBA:

BILIMB Ha EepPTHIILHICTE 1 paHHil —
eMOpIOHAIBHHIA PO3BHTOK

eMOpIOTOKCHYHICTE —

[IpeHaTalIbHA 1 IOCTHATAIbHA TOKCHYHICTE |—

IOCTIiKEHHS, IIPH SKHUX IIperapar —
YBOIHTECS IIOTOMCTBY (HECTAaTEBO3PLINM
TBapHHaM) Ta/abo OLiHIOETHCS BilnaneHa
Tist

6) MicIIeBa IIEPEHOCHMICTE —

7) IOATKOBI JOCI)KEHHS] TOKCHYHOCTI;, |—

AHTHTEHHICTh (YTBOPEHHS AHTHTLII) —

IMyHOTOKCHYHICTB —

TOCJTIDKEHHI MEXaHI3MiB il L

JMiKapchKa 3aIEXKHICTh —

TOKCHYHICTh META0O0JIITIB L

TOKCHYHICTE JOMIIIOK —

iHIIEe =
5. BUCHOBKY 1IOJ0 AOKTIHIYHOTO —
BHBYEHHS P
3asMBHHUK (BIACHHK W
peecTpaniifnoro :
IIOCBiTYEHH) (mimrmc)

€pmornrHa OJIéHa JIMuTpiBHA
{IL 1.B.)



Honarok 30

1o TTopsinky IpoBeZeHHS eKCIIEePTH3H
peecTpaniifHaxX MaTepianis Ha JIKapChbKi
3aco0H, IO IOJAIOTECA Ha AEPKaBHY
peecTpariio (IepepeecTpaliiio), a Takox
€KCIIEPTHU3H MaTepialiB PO BHECEHHS
3MIH JI0 peecTpauifiHux Marepiamis
IIPOTATOM JIii peecTpariiHoro
IIOCBiAYEHHS

(myBKT 4 po3niny IV)

3BIT

npo KJIiHiYHe BUNpoOyBaHHs

1. Ha3Ba nixapcekoro 3aco6y (3a HasBHOCTI
- HOMEp peECTpaliifHOro MOCBIIUYEHHS)

JTOKCOPYBIITNMH-M1LJII

2. 3asiBHHK

Miui Xenckepe JlimiTen

3. BupoOruk

Benyc Pemenic Jlimiten, Ingia

4. [IpoBeneni nOCIiHKEHHS:

TaK Hi  SKIIO Hi, 00IpyHTYBaTH

OckinbKH JiKapcbKHii 3aci0
JOKCOPYBIIIHUH-MIJII, po3unn aas in’ ekmiii,
2 mr/mut; mo 5 mut (10 mr) a6o 25 mu (50 mr) y
daaxoni, siBjsie c00010 BHYTPIIHbOBEHHY
iH’€K1iI0 reHepHYHY pedepeHTHOMY
Jikapcskomy 3aco0y ADRIAMYCIN, solution
for injection 10 mg/5 mL, 50 mg/25 mL (Pfizer
Limited), Biachi kaiHiYHI T0CTiKeHHA He
NPOBOIHJIHCS.

1) Tan nikapcbKoro 3aco0y, 3a KM
npoBoIHIacs abo MIIAHYEThCS PEECTPaIlis

TEHEPUYHUN JIIKAPCHKHI 3ACIB

5. [loBHa Ha3Ba KIIHIYHOTO BHIIPOOYBaHHS,
KOJIOBaHHM HOMEP KIIIHIYHOTO
BUIIPOOYBaHHS

6. ®a3a KIHIYHOTO BHNIPOOyBaHHA

7. Ilepion mpoBeieHHS KIIHIYHOTO
BUIIPOOYBaHHA

8. Kpainu, ne mpoBoaunocs KiIiHiuHe
BUIIPOOYBaHHS

9. KibKiCTB HOCITIKYBaHHX

3aIIaHOBaHa: —
(akTH4HA: —

10. Mera Ta BTOpUHHI 01 KJIIHIYHOrO
BUIIPOOYBaHHs

11. JIuzaitd KIiHIYHOrO BHIIPOOYBaHHS

12. OcHOBHI KpHTepii BKIIOYSHHS

13. JocnimxyBaHuit ikapchKui 3acio,
criocid 3acTocyBaHHs, CHIIA il

14. IIpenapat nopiBHAHHA, 1034, CIIOCIO
3aCTOCYBaHHS, CHJIa Jii




15. CynyTtus tepamis s

16. Kpurepii oninku edexTiuBHOCTI —

17. Kpurepii oninku 6e3nexu —

18. CraTtucTHYHI MeToaH —

19. Jlemorpadiuni okazHHKH —
II0CIIiKYBaHOT OISl (CTaTh, Bik, paca,
TOIIO)

20. Pesynpratu edekTHBHOCTI —

21. Pesynbratu Ge3nexu —

22. BHCHOBOK (3aKJIFOUeHHS) — )

3asBHUK (BTACHHK %

PeecTpanifHOro MOCBIqUESHH) ‘
(mimmmuc)

E€pmomuHa Onena JIMutpisua
(Il.1.B.)



