Jlonatok 29

10 Topsanky npoBeseHHS eKCIEpPTH3H
peecTpaliiiHuX MaTepiasiB Ha JiKapchKi
3aCO0H, 1110 ITOJAIOTHCSA HA JIEPIKABHY
peecTpanio (mepepeecTpaniio), a TakoxK
eKCIEePTH3H MaTepialliB PO BHECCHHA
3MIH JI0 peecTpaliiiHiX MaTepiaiip
IPOTATOM Jlii peecTpamiiinoro
TOCBITYEHHS

(nyHkT 4 po3ainy [V)

3BIT

PO JOKTIHIYHI JOCITI/DKEHHS

1. Haspa nikapcekoro 3acody (3a
HassBHOCTI - HOMEP peeCTpariiHoro
MOCBITUCHHS )

[O®OJI, pozunn juist in’exuiin 10 mr/vi

1) Tvn nikapebKoro 3acody, 3a AKMM
MPOBO/IMJIACH 400 IUIAHYETBLCS peecTpallis

["eHepyuHUH (OJHOKOMITOHEHTHHIA)

2) npoBeIeH1 JOCIIiKEHHS

TaK HI SKIIO Hi, OOIPYHTYBaTH

Ki1iH14HI BUITPOOYBaHHS H € MPOBOINIHCEH, OCKIIBKH
TIKapebKuH 3acid, MO MOJAaeThbes Ha JIEPIKABHY
peectpanito - IO®OJL, po3uun is id’exkmin 10
MI/MJI € TEeHEpHYHHM  JIKAPChKHM  3aco00M,
Jikapebka  Qopma - posumH s iHQY3i#,
pedepenTHuit mikapcekuii  3aci6  —  Morphing
Sulphate Injection, 10 mg/ml, peectpauiiine moche
KOO0  MICTHTh [OCHIAHHS Ha peecTpaliiiny
iHopmaLio pedepeHTHOro JiKapchbKoro 3acody,
30kpeMa  Ha iHpopmailiro npo Oesneky Ta
edexTHBHiCTE. BianosigHo a0 nojoxkens JogaTky
[I HacranoBu «Jlikapceki 3acobu. JlocmimxeHHs
010€KBIBAJIEGHTHOCTI», JIOCJTIIKEHHS
0l10eKBIBAJIEHTHOCTI, SIK MIPaBHJIO, HE €
HEOOXITHHUMH, SKIIO IOCTIIKYBAHUN JIIKApCHKHI
3aci0 BBOAWTBCH SK BOAHHI BHYTPILIHbOBEHHHIM
PO3YMH, L0 MICTHTH TaKy X aKTHBHY PEYOBUHY, LIO
1 3arTBep/uKeHMH Ha JaHui dYac pedepeHTHHH
JiKapcbKui 3acio.

2. ®apmakosioris:

1) nepsuHHa papmakognHAMIKa

2) BTOpuHHA (apMakoguHaMiKa

3) dapmakosorisa Oe3nexu

4) papmaxoauHaMiyvHi B3acMO il

3. @apmMakoKiHETHKA:

1) aHaniTHYHI METOAMKH Ta 3BITH IIO0 X
BaTiIaIli

2) BCMOKTYBaHHS

3) po3noain




4) meTado1i3M

5) BUBEICHHS

6) dapmakokineTHuHi B3aemMoil
(TOKTiHIYHI)

7) 11111 hapMaKOKiHETHYHI J10C T KEHHS

4. Tokcukomoris:

1) TOKCHYHICTB y pasi 0IHOPa30BOTO
BBEICHHS

2) TOKCHYHICTB Y pa3i HOBTOPHUX BBEICHD

3) reHOTOKCHYHICTh:
invitro

iNVivo (BKJIIOYAIOUH JOJATKOBY OLIHKY 3
TOKCUKOKIHETHKH )

4) KaHLEPOTeHHICTh:

JIOBIOCTPOKOBI JOCITIKCHHS

KOPOTKOCTPOKOBI JIOCIIKEHHS
a00 JOCIIDKEHHA CePeaHbOT TPHBAIOCTI

J101ATKOBI JOCIIIKEeHHS

S) penpoayKTUBHA TOKCHYHICTh Ta
TOKCHYHHIH BIJIHB HA PO3BUTOK MMOTOMCTBA:

BIUTMB Ha (DePTHIILHICTD 1 PaHHIH
eMOpIOHATBHUN PO3BUTOK

eMOPIOTOKCHYHICTD

[peHaTajbHA 1 MOCTHATATBHA TOKCHYHICTE

TOCITI/KEHHS, IPU SIKUX TIperapar
VBOJIMTBCS IOTOMCTBY (HECTATEBO3PLIUM
TBapHHAaM) Ta/abo OLIHIOETHCS BilasicHa
nist

6) MiclieBa MEPEHOCHMICTD

7) IOAATKOBI JOCIIIIPKEHHSA TOKCHYHOCTI:

AHTHUI€HHICTD (YTBOPEHHS aHTHTL)

IMYHOTOKCHYHICTh

TOCIIIKEHHS MEXaHI3MIB il

JTiKapchKa 3aIeKHICTD

TOKCHYHICTH MeTa00JIITIB

TOKCHYHICTE JOMIIIIOK

1H111Ee

5. BHCHOBKH OO JOKITIHIYHOTO ( \
BHUBYCHHA




Honarok 30

no Ilopanky mnpoBeaeHHS eKCHEPTH3H
peecTpauifHuX MartepiandiB Ha JKapChKi
3ac00M, IO MOJAIOTHCS HA JIEPHKABHY
peecTpaniio (mepepeecTpariin), a TaKkokK
€KCIIEPTH3H MaTepialiB [P0 BHECEHHS
3MIH [0 peecTpanifiHMX Martepiaiis
IPOTATOM it peecTpauiitHoro
OCBi{4EHHSI

(myHKT 4 po3ainy IV)

3BIT

Npo KJIiHiYHe BHOPOOYBAHHS

1. Ha3ga nikapcbkoro 3acody
(3a HasIBHOCTI - HOMEP peecTpaliifHoro
MOCBITYCHHS )

HO®O0JL, po3unH pas in’ekniii, 10 Mmr/mui,
no 1 My B ammyni CKJIAHIA, MO 5 aMIyJ B 4apyHKOBii
YIIaKoBIli, MO 2 4YapyHKOBI yIaKOBKH B KOpOOI1i 3 KApTOHY

2. 3asgBHUK

TOB «lOpis-®apm»

3. Bupobuuk

MAKAPTIC  JIABOPATOPI3  JIIMITE]] A
MAPTIHJIAJI ©APMA / MACARTHYS
LABORATORIES LIMITED T\A MARTINDALE
PHARMA

4. IlpoBeseHi 1OCIiIKEHHSL:

TaKk Hi SKIIO Hi, 00IPyHTYBaTH

BigmoeinHo nmo posainy I, myskty 1.3 Tlopsaky
MPOBE/ICHHs €KCIEPTH3H peecTpallifHuX MaTepiaiiB Ha
JaiKapebki  3aco0M, 10 INOJAKTHCS HAa  JIepXKaBHY
peecTpalito (lepepeecTpaiinn), a TaKoX eKCIepTH3H
MaTepiaTiB PO BHECEHHsA 3MIH 10 peecTpaliitHux
MatepiatiB mpOTSAroM il peecTpanifHOro MmoCBigYeHHS
[Haka3 MiHicTepcTBa OXOPOHM 3JI0pOB’St YKpaiHW Bij
26.08.2005 Ne 426 (31 3MmiHaMH, 4YMHHA peAaxiis)]
3afBHHKOM HE HAJalOThCs  pe3y/bTaTH  BIACHHX
KJIIHIYHUX J0CHi/pKeHb. B peectpariiiHomy Joche
MICTATBCS JeTAIbHI IOCUIIAHHS Ha JITepaTypHi JuKepela
pe3ysbTaTiB KIHIYHUX JOCHIKEeHb NpernapariB, L0
MICTATH [il04y peYOBHHY MOpdiHy cyibdar.

1) THn niKapchKOro 3acody, 3a IKUM
NPOBO/MIIACH 200 IUIAHY€ThCS
peecTpanis

["enepuunuii mixapcbkui 3acid, OAHOKOMIIOHEHTHUH

5. IloBHa Ha3Ba KJIIHIYMHOTO
BHMPOOYBaHH:, KOJIOBAHUI HOMED
KJIHIYHOTO BUIIPOOYBaHHS

6. ®aza KIHIYHOTO BUITPOOYBaHHS




7. Ilepioj npoBeacHHS KIIHIYHOTO 3 no -

BUITPOOYBaHHA

8. Kpainu, e npoBotuiocs KiliHidHe =

BUNIPOOYBaHH

9. KinbKicTh OCIIKY BAHHX 3all/laHOBaHa: —
(akTuyHa: -

10. Meta Ta BTOpHHHI LT KIIHIYHOTO
BUNIPOOYBaHHA

11. JInzaiin KJIiHIYHOTO BHIIPOOYBaHHS

12. OcHOBHI KpUTEpil BKIOYCHHS

13. JlocnikyBanuii likapebKuii 3acio,
crnocid 3acTocyBaHHs, cHIa il

14. IIpenapar nopiBHsHHA, 1034,
crnoci® 3acTocyBaHHs, CHIA il

15. CynyTHs Tepamis

16. Kpurepii ominku edekTuBHOCTI

17. Kpurepii oninku Oe3nexu

18. CrarucTH4yHi MeTOaH

19. lemorpadiuHi moka3HUKH
JOCITIIXKYBaHOI MONMYJIALT (CTaTh, BIK,
paca, Touio)

20. PesynbTati epeKTHBHOCTI

21. PesynbraTu Oe3nexu

22. BUCHOBOK (3aKJIIOYCHHS)

3asBHUK (BJIACHHK
peecTpaliiHOTO MOCBITYEHH)

e R L
Ta B3a€MOJIiT 3 PeryIATOPHUMH OpPraHaMH
TOB «lOpist-Dapm»

Autina TTPOCSTHUK
(IL1.B.)




