3BIT

Npo KJiHiYHe BUNPOOYBaHHHA

1. Hasea  mikapcekoro  3acoby  (3a | MEJIB/IIH, posunn mns in’exuidt 100 mr/mm mo
HasiBHOCTI — HOMep peecTpauiiinoro | 5 i y ¢uaxkonax cxasHux, mo 10 ¢naxonis
[IOCB1AYEeHHA) CKJISHHX Y NayIli

2. 3asBHUK ITpuBatHe akuioHepHe ToBapucTBO «IHPY3ig»

3. Bupobunk IIpuBatHe akmioHepHe TOBAPHCTBO «IHy3is»

4. TlpoBesieH1 TOCTIIKEHHSL:

Hi. Bijmosigao no sumor «llopsiiky nposeneHHs

EKCIIEPTH3M  PEEeCcTpalliiiHuX  MaTepialiB  Ha
JmiKapchbKi 3aco0u, L0 I0JAI0ThCs Ha JEpiKaBHY
peectpanio  (mepepeectpailiio), a  TaKOX

EKCIICPTH3H MaTepialiB PO BHECEHHS 3MIH JI0
peecTpamiiHUX ~ MaTepiamiB  IpoTAroM  Jui
peecTpaliiHoro  IMOCBIMYEHHS,  3aTBEPIKEHOIO
nakazoM MO3 Bin 26 cepnas 2005 p. Ne 426 (y
penmakmii Hakazy MO3 Bim 23 munHs 2015 poky
Ne 460 ta makasy MO3 Bix 27 yepsus 2019 poky
No1528)» TCHEPHIHHIT TiKapChKHI 3acid
nepejidayae, IO peecTpaliifHe J0Chbe MICTUTB
IMOCHJIAHHS Ha peecTpalliiiHy 1H(opMaIi, 110
MICTHTBCSL Y JAOChE Ha pedepeHTHHI npenapar, 3a
YMOBH JIOBeJIeHHS 1X ekBiBajeHTHocTi. Jlns
reHEpHKIB HEe HaJArThCs pe3yJbTaTH BIACHUX
TOKCHKOJIOTITHUX Ta (hapMaKOIOTIYHHX
BUIIPOOYBaHb a00 KJITHIYHUX JOCIIIKEHb.

1) Tun  Jlikapcekoro 3aco0y, 3a  SKHUM
npoBo iMnacs ado IJIaHyEThCs PeecTpartis

["'eHepuuHwMii Tikapcbkui 3aci0

3. ITosHa Ha3Ba KIIHIYHOTO
BHUIIPOOYBaHHS, KOJIOBAHU I HOMeEp
KJIIHIYHOTO BUITPOOYBaHHS

Bnachi kniHiYHI AOCTIKEHHS HE MPOBOIHIHMCH 1
He TUIAHYIOTHCS.

6. dasa KIIHIYHOrO BUIPOOYBaHHS

7. llepion MIPOBEICHHS KIIHIYHOTO | 3 o

BUTNIPOOYBaHHS

8. Kpaiuu, e mnpoBoauiocs KIIHIYHE | —

BUNIPOOYBaHHs

9. KinbKicTh JOCHIIKYBaHHX 3arUiaHoBaHa:
dakTuyHa:

10. Mera Ta BTOPHHHI I KIHIYHOTO
BUIIPOOYBaHHA

11. JIuzaiid KIHIYHOTO BHIPOOYBaHHS

12. OCHOBHI KpHUTEPIiT BKIIOYCHHSA

13. JlocmipKkyBanuit  JiKapebKuii
crocib 3acTocyBaHHd, CHIA il

3acio,

14. [IpenmapaT TOpPIBHAHHA, 1034, CIIOCIO
3aCTOCYBaHHA, CHIIA il

15. CynyTHs Teparris

16. Kputepii o1iHku e(heKTHBHOCTI

17. Kpurepii oninku 6e3nexn

18. CraTucTHuHl METOOH

19. Ilemorpadiusi TOKA3HUKH




JoCTiKyBaHol momyisnii  (craTh, BIK,
paca., TOII0)

20. PesynpTaTé e)eKTHBHOCTI

21. Pesynbratu Oe3nexku

22. BHCHOBOK (3aKJIFOYEHHs )

Biracui kimiHiYHI JIOCTIIKEHHS HE IPOBOUIIHCE.

3assBHUK
(BIIACHHK peccTpallifHOrO MOCBITYEHHS)

/( M1 AMHC)
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3BIT

PO AOKJIHIYHI J0CTIIKEHHS

1. Haszea mikapcekoro 3acoby (3a
HASBHOCTI —— HOMEp peecTpaliiifHoro
IIOCBITYEHHS):

MEJIBJIH, pozumn juis in’exiiin 100 mr/min 1o
5 mn y ¢nakonax ckiusHEX, 1o 10 ¢dmakoHiB
CKJISTHUX Y I1avLii

1) Tunm Jikapcekoro 3aco0y, 3a SKUM
npoBoauacs ado MIAHY€EThCs peecTpaltis

[enepuynuii IikapchKuii 3acid

2) mpoBeIeH] T0CHi/PKeHHS

Hi.
BignoeimHo mo Bumor «llopsnky mnpoBeacHHs
CKCIIEPTH3H  PEECTpalliiHMX  MarepiajiB  Ha

JTiKapchKi 3aco0M, INO MOJAIOTHCS HA JIEPKABHY
peecTpartiro (mepepeecTpallito), a TAKOK
eKCIIepTH3H MaTepiaiiB IIPpO0 BHECEHHS 3MIH [0
peecTpalifiHuX MmarepiaiiB  npotsrom il
peecTpaliiHOro  MOCBi/IYEHHS,  3aTBEP/HKEHOIO
Hakazom MO3 Bim 26 cepmuas 2005 p. Ne 426 (y
penakiii waxazy MO3 Big 23 munus 2015 poxy
Ne 460 ta nakazy MO3 Big 27 uepsus 2019 poky
Nel528)»  reHepHuHHH mKapcekuit  3acid
nepenbavae, IO peecTpalliiiHe JIOCKE MICTHTh
IIOCHJIAaHHS Ha peecTpauiiny iHopMmaliio, o
MICTHTBCS Y JIOCh€ Ha pepepeHTHMI Ipenapar, 3a

YMOBH JIOBeJIeHHS iX ekBiBameHTHOCTi. Jlns
TCHEPHKIE HE HAJAThCA PEe3yJIbTaTH BIIACHHX
TOKCHKOJIOTTYHHX Ta dapmMakoIoriYHIX

BUIPOOYBaHb a00 KIIHIYHUX JIOCII/IKEHb.

2. ®apMakooris:

BracHi OKIIHIYHI JOCTIHKEHHS HE IPOBOIHITHCE.

1) mepBuHHA hapMako HHAMIKA

2) BTOpuHHA (papMaKoIMHAMIKa

3) dpapmaxonoris Ge3nekn

4) papmaxoauHaMIiuHI B3aeMOil

3. ®apMaKOKIHETHKA!

BriacHi 1OKIiHIYHI IOCII/PKEHHS HE ITPOBOIHIIHCh.

1) aHaJIITHYHI METOJIMKH Ta 3BITH IIOJ0 iX
BaJIianii

2) BCMOKTYBaHHs

3) po3nozin

4) meTabotizm

S) BUREJICHHS

6) bapmakoKiHETHYH1 B3aeMOJIIT

(JTOKITIHIYHI)

7) iHmn GapMakOKIHETHYHI JIOCIIJDKEHHS

4, TOKCHKOIIOTIH:

BracHi JOKIIHIYHI JOCI/PKEHHS HE ITPOBOJIHIIHCE.

1) TOKCHYHICTH Yy pa3l OJHOPa30BOTO
BBEJIEHHS

2) TOKCHYHICTH Y pasi IOBTOPHUX BBEJICHb

3) reHOTOKCHYHICTE: In Vitro

in vivo (BKJIFOUAKOUH JI0JIATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTeHHICTE:

JIOBFOCTPOKOBI JIOCIKEHHS




KOPOTKOCTPOKOBI  J0CTiDKeHHs — abo

JOCIIPKEHHS CePeAHBOI TPHBAIOCTI

JI0JIATKOB1 JOCIIIKEHH

5) penpoayKTHBHa TOKCHYHICTH Ta | —
TOKCHYIHUH BIUIMB  Ha  PO3BHTOK
IMOTOMCTBA:

BOJMB Ha (EPTHUIBHICTL 1 paHHINd | —

eMOpioHAILHUH PO3BHTOK

eMOPIOTOKCHYHICTE

IPEHATANbHA | TOCTHATAIBHA TOKCHYHICTD

JIOCTIDKCHHS, IPH  SKHX  [perapar
YBOJMTBCS IIOTOMCTBY (HECTAaTEBO3PLINM
TBapHHaM) Ta/abo OIIHIOETHCA BiTaicHa
i

6) MicIieBa NepeHOCUMICTh

7) noIAaTKOBI AOCTIKEHHS! TOKCHYHOCTI:

AHTHI'€HHICTh (YTBOPEHHS aHTHTL)

IMYHOTOKCHYHICTE

IOCHIKEHHS MEXaHI3MIB mil

JIKapChKa 3aJIeKHICTh

TOKCHYHICTL META0OITITIB

TOKCHYHICTD JIOMIIIIOK

1HI1IE

5. BucuoBk:
BHBYEHHS

IIOJI0  JOKJIHIYHOTO

Bracui JOKIHIYHI JOCIIKEHHS HE TPOBO/IUIHCE.

3asBHHK
(BIACHHUK PEECTPaIlifHOTO MOCBITYEHHS)

i

(miupite)
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