Jonatox 29

1o Topsaxy mpoBeIeHHS eKCHEPTH3H PeeECTpallifHiX MaTepialliB Ha JiKapchKi 3acobHu,
IO TIOJIAIOTHCS Ha Jep)KaBHY PeecTparliro (IepepeecTpartito),
a TAKOX eKCIIEPTH3H MaTepialiB MPo BHECEHHS 3MiH JO peeCTpallifHUX MaTepialiB

MIPOTSITOM Jii peecTpaliifHOro IOCBiIUYCHHS
(mysKT 4 poznixy IV)

3BIT

PO JOKJiHIYHI JOC/IIIKEHHSA

1. Ha3ra sikapcpkoro 3acoby (3a
HasBHOCTI - HOMED peecTpalliitHoro
[IOCBITUCHHS):

30JITA

1) Tum Jikapcekoro 3acoby, 3a SKUM
mpoBoAwIIacs abo ILIAHYETHCS PEECTPaLList

['eHepruHuUitl Tikapchbkui 3aci0

2) IpOBEACHI MOCIiIKEHHS

TaK Hi SKINO Hi, 0OTpyHTYBaTH

['enepruHuit Mikapchkuii 3aci0 — JikapchbKuii 3acid,
SKAH Ma€ Takui caMuil KiTBKICHHH Ta SKiCHHUH
CKJIan HIIOYMX PEUOBHH 1 TaKy caMmy JiKapceKy
bopmy, mo ¥ pedepeHTHHI npemapar, Ta YU
B3a€EMO3aMIHHICTE 3 pedEepeHTHUM IMpenapaToMm
OBEIEHA HA HiICTABI BIAIOBIAHUX HOCHIIKEHE.

JIJig reHepUKiB HE HANAIOTHCS PE3yJIbTATH BIACHHX
TOKCHKOJIOTIYHUX Ta (bapMakoJIoTiYHUX
BunpobyBans (3rixHo 3 HakazoM MO3 VYkpainu Bix
26.08.2005 Ne 426 (y pemaxmii Hakasy MO3
Vipainu Bixg 23.07.2015 Ne 460) Ta Jlupextuoro
2001/83/€C).

2. @apMakoJoris:

1) neprunHa papmakogHAMIKA

He magacTecsa

2) BTOpHHHa QapMaKoIUHaMiKa

He nHagmacthes

3) dapmakosoris 6e3mexu

He nagacTscd

4) bapmakoarHaAMITHI B3a€MOTIT

He magacTeca

3. ®apMakoKiHETHKA!

1) aHAMITHYHI METOIUKH Ta 3BITH IIOAO iX
BaJTimarii

He HamaeThes

2) BCMOKTYBaHHS

He nagactecs




3) po3moin

He HagaeTbCsa

4) meTaboJizmMm

He nagacTncs

5) BUBEJICHHS

He nHamaeTtbes

6) dapmakokiHeTHUHI B3aeMOZIT
(moxiHiyHi)

He manmaeTecs

7) iHmri papMakoKiHETUYHI JOCITiKEHHS

He vHamaeThbca

4. TOKCHKONOTIA:

1) TOKCHYHICTB Y pa3i OITHOPa30OBOTO
BBEIICHHS

He namaeTbca

2) TOKCHYHICTH Y pa3i IOBTOPHUX BBEIECHD

He HamaeTbca

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIFOYAI0O9H JOJATKOBY OIIHKY 3
TOKCHKOKIHETHKH )

He nHapaeTbcsa

4) KaHIIEPOTCHHICTh:

NOBTOCTPOKOBI JIOCITIIXKEHHS

KOPOTKOCTPOKOBI JOCIIiJDKEHHS
ab0 TOCITiIKSHHS CEPEIHBOT TPUBATIOCTI

TOIATKOBI JOCIIKCHHS

He HamaeTses

5) penpooyKTHBHA TOKCUYHICTh Ta
[TOKCUYHU} BILUIUB HA PO3BUTOK
[IOTOMCTBA:

BIUIMB HA (QEPTHIIBHICTD i paHHiM
eMOpioHaNBHUI pO3BUTOK

eMOPIOTOKCHIHICTD

npcHaTajlbHa i TocTHATATRPHA TOKCHYHICTE

MOCIiJPKEHHS, IPY IKAX Ipenapar
YBOAUTECS IIOTOMCTBY (HECTAaTEBO3PLIUM

He namaeTbesa




TBaprHaM) Ta/abo OIiHIOETHCS BijfalieHa
mist

6) MicIieBa IePEHOCHMICTh He HagaeThes

7) momaTKOBi AOCTiPKeHHs TOKCHYIHOCTL: |He HamaeThes

AHTUTCHHICTD (YTBOPEHHS aHTHUTIN)

iIMyHOTOKCHYHICTB

MOCHIIKEHHS MeXaHi3MiB i

TiKapChKa 3aJICKHICT

TOKCHUYHICTH MeTab0IIiTIB

TOKCHUYHICTE JOMIIIOK

|[imme

5. BUCHOBKM 10O IOKIIHIYHOTO J11s TeHEPUKIB HE HAIAIOTHCS PE3YJIBTAaTH BIACHUX
BHBYCHHS TOKCHKOJIOTITHUX Ta (hapMaKoJIOTTYHUX
BHIIpOOYBaHkb (3rigHo 3 HakazoM MO3 Ykpainu Bifg
26.08.2005 Ne 426 (y penaxmii Hakazsy MO3
Yxpainu Big 23.07.2015 Ne 460) ta JlupekTUBOIO
2001/83/€C).

dapmakouHaMiKa, bapMaKOKiHETHKa Ta
TOKCUKOJIOTi4HI BJIACTHBOCTL  30JIEIPOHOBOI
KUCIOTH Ho0pe Bimomi. OCKINBKE 30JI€IpOHOBA
KUCTIOTa € IIHPOKO BUKOPHCTOBYBAHOIO IIFOUOIO
PEHOBHHOIO 13 NO3UTHUBHHUM Ipodinem Oe3mexu Ta
edheXTUBHOCTI, 3asBHUK He Hajgae JONATKOBHX
MOKIIHIYHAX JOCIi/OKEHB; IIOJANBII JTOKIIHIYHI
MOCHiDKeHHST He TOTPiOHi.
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Honarok 30

1o [Topsiaky mpoBeeHHs eKCIIEpTH3M peecTpalliifHuX MaTepialliB Ha Jikapchki 3acobm,
110 [TOAIOThHCS Ha Jep)KaBHY peecTpalio (IepepeecTpartiio),
4 TAKOXK EKCIIEPTH3H MATEPIaIiB TPO BHECEHHS 3MiH JI0 PeECTpalifHUX MaTepialliB

IPOTATOM il peecTpaIiifHoro IOCBiTYeHHS
(myskT 4 posniny IV)

3BIT

npo KJaiHiYyHe BUNPOOyBaHHS

1. Ha3gra nikapcbkoro 3aco0y (3a HasiBHOCTI
- HOMED PEECTPalifHOTO MOCBITYCHHS)

30JITA

2. 3agBHUK

Awmaxca JIT]I, Benuka bpuranis

3. Bupobuuk

Omnxo Imag Canai Be Timxaper A L., Typeyunna

4. [IpoBeneHi TOCIiHKEeHHS:

TaKk Hi  SKIIO Hi, OOIpyHTyBaTl

["enepuyHMit JTikapchbKUi 3aci6 — mikapchkuii 3aciod,
KW Mae Takuii caMWi KiJNbKiCHUI Ta sIKiCHUM
CKJIaJ JIOYHX PEYOBHH 1 TaKky camy JIKapChKy
dopMmy, o ¥ pedepeHTHUH Nnpemapar, Ta YHs
B3a€EMO3aMiHHICTE 3 pedepeHTHUM IperapaToM
JIOBENIEHA Ha MifCTAaBl BIOIOBIAHUX JOCTIMKEHE.

Jlnist reHEepUKIB He HAAAIOTHCS PE3yNbTATH BIACHUX
KIIHIYHAX JociijkeHp (3rigHo 3 Hakazom MO3
VYxpainu Big 26.08.2005 Ne 426 (y penakiii Hakazy
MO3 Vkpaiam Big 23.07.2015 Ne 460) Ta
Hupexrusoro 2001/83/€C).

1) Tum mikapckkoro 3aco0y, 3a SKUM
mpoBogMIIacs abo IIAaHYETHCS PeECTpallis

["eHeprUHMI JTiKapchKUi 3aci6

5. IloBHa Ha3Ba KJIIHIYHOI'O BUIIPOOYBaHHH,
KOJIOBaHUH HOMEP KIIIHIYHOTO
BUIIPOOYBaHHS

He mamaernscs

6. ®aza KIHIYHOTO BUNIPOOYBaHHS

He Hagaerbes

7. llepion npoBeieHHS KIIHIYHOTO
BUIIPOOYBaHHS

He samaeTscs

8. Kpainu, ne mpoBoauIocs KIIiHIYHE
BUIIPOOYBaHHS

He nagacTned

9. KinpKicTh AOCIIIKyBaHUX

He mamaetncsa




10. MeTa Ta BTOPHHHI T KIIHIYHOTO
BHAIIPOOYBaHHS

He HapgaeTbes

11. [uzaiie KIiHIYHOTO BAIPOOYBaHHS

He BamaeTses

12. OcHOBHI KpuTepil BKIIOUSHHS

He HamaeTses

13. JocnimxyBaHui TikapchKuit 3acib,
CIOCiO 3aCTOCYBaHHSI, CHIIA JIii

He namgaetnesa

14. IIpenapat MOpiBHAHHSI, 1032, CIIOCiO
3aCTOCYBaHHS, CHIA Aii

He HagacTeca

15. CymyTHs Teparis

He namaeTrca

16. Kpurepii ominku eheKTHBHOCTI

He nHamaeTbea

17. Kpurepii ouinku 6e3nexu

He namactheda

18. CratucTHyHi METOOU

He HamaeTbesa

19. lemorpadiuHi OKa3HUKH
TOCITIIKYBaHOT MOyl (CTaTh, BiK,
paca, TOIIO)

He HamaeTbed

20. Pe3ynpTaTh €(eKTHBHOCTI

He mHamaeTees

21. PesynpTaT 6e3nexu

He HamacThes

22. BucHOBOK (3aKITIOYEHHS)

Jl11st TCHEPHKIB HE HANAIOTHCS PE3YJIBTATH BIACHUX
KIIHIYHUX JOCHimkeHb (3rimHo 3 Hakazom MO3
Vkpaian Big 26.08.2005 Ne 426 (y pemakuii Hakasy
MO3 Vxpaiam Big 23.07.2015 Ne 460) Ta
Jlupexrusoto 2001/83/€C).

Kninigai mpodink 301eIpoHOBOT KUCIOTH J00pe
pimomuii. OCKINBKH 30JICIPOHOBA KHCJIOTa €
[IAPOKO BHKOPUCTOBYBAHOIO [IFOUOI0 PEYOBHHOKO
i3 mosuTHBHMM  mpodimem  Oe3mekw  Ta
e()eKTHBHOCTI, 3asIBHHK HE HaJae HOJATKOBUX
KTHIYHAX ~ OOCHIIOKEHb, IOJaNbINi  KIiHIYHI
MOCITIIFKeHHs He TTOTPibHI.

3asBHUK (BJIACHUK
PEECTPAIIIMHOTO TOCBITICHH)
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