3BIT

Npo AOKJiHIYHI JOCTiAKEHHA

1. Ha3Ba nikapcbkoro 3acody (3a
HasIBHOCTI - HOMEpP peecTpaliiitnoro
[MOCRITUEHHS):

@repric, po3uns i iHdysiH, 0,3 mr/ma

(emapaBoH)

1) TN nikapceKoro 3aco0y, 3a AKHM
poBoIKNacs abo MIaHyEThCs
peecTpartis

I'enepuunuii Tikapchkuit 3acid

2) npoOBeJIeH] TOCIIiIKEeHHS

tak 0  mi SKINO Hi, OOIPYHTYBaTH

®nepric, pozuuH s iHQy3ii, 0,3 Mr/mn, Bupoduunrsa AT
«®apmak» € TEHEpHYHHM JIKapchbKUM 3acoboMm  Ji0
pedepenTHoro Jgikapcekoro 3acody PajikaBa, po3uuH 17s
iHdys3ii 30 mr/100 mu, BupobuunTBa «Mitcybimi Tanabe
®apma Kopnopeiinmy, SAnonis.

Bimnosinno mo crarri 10.1 Jupextusu 2001/83 €C (3
BHECceHMMH mnonpaBkamu) Ta Hakazy MO3 Ykpaiuu Ne426
Bix 26.08.2005 (miroua pepakiis) Bin 3asgBHHUKA HE
BHMAracThCsl IPOBEJICHHS BJIACHHUX TOKCHKOJIOTIYHHX Ta
(hapMaKoJI0riYHUX BUIIPOOYBaHb, 8 HAAKTHCA PE3yIIbTAaTH
JNOKJIIHIYHUX IOCTI/DKEHs ped)epeHTHOro Mpernapary, [Ki
BHKJIaJCHI Y BIIIOBIAHUX po3/1iNax peecTpalifHOro JOChE.

2. Gapmakosioris:

1) nepBuHHA papMakoJUHAMIKA

2) BTOpHHHA (hapMaKoIUHAMIKa

3) bapmakosoris Oesnexu

4) hapmakoauHamMiuHi B3aeMoil

JIoKmiHIYHI JOCTIKEHHS He TTPOBOIHIINCE

3. dapmaKkoKiHeTHKa:

1) aHaMiTHYHI METOJMKY Ta 3BITH
1110/10 X Basigauii

2) BCMOKTYBaHHs

3) po3nonin

4) metabommizm

5) BUBEICHHS

JIoKTiHIYHI OCTIKEHHS He TPOBOIHIIHCE




6) hapMakoKiHeTHYHI B3aeMOIil
(MOKTIHIYHI)

7) 111 (hapMaKOKIHETHYHI
ITOCITIIKEHHS

JlokmiHIYHI OCTIIKEHHS HE TPOBOIHIHCH

4. TOKCHKOJIOTISA:

1) TokcHYHICTE y pasi
0JIHOPa30BOTr0 BBEICHHS

2) TOKCHYHICTB Y pa3l HOBTOPHHX
BBE/IEHB

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKJIFOYAKOUU JIOJIATKOBY
OLIIHKY 3 TOKCHKOKIHETHKH)

4) KaHIIepPOTEeHHICTH!

JIOBIOCTPOKOBI JIOCiKEHHS

KOPOTKOCTPOKOBI AOCIIIKEHHS
a00 JTOCIIKEHHA CepeaHbOT
TPHUBAJIOCTI

JIOKJTiHIYHI DOCTIIKEHHS HE MPOBOAHIINCH

101aTKOBI JIOCJIiJUKEHHS

JIOKTiHIYHI TOCTIKEHHS HE TIPOBOIHIINCE

5) penpoayKTHBHA TOKCHYIHICTD Ta TOKCHYHUH BIUIMB HA PO3BUTOK IIOTOMCTBA:

BILTHB Ha (DepTHIIBHICTE | paHHIH
eMOpioHaTLHIH PO3BUTOK

eMOPIOTOKCHYHICTD

NpeHaTaIbHa i IocTHATATLHA
TOKCHYHICTH

TOCITIKEHHS, TIPH SAKHUX Ipenapar
VBOJMUTHCSH MOTOMCTBY
(HecTaTeBO3PUINM TBApPHHAM)
Ta/ab0 OLIHIOETHCS BinaaneHa Jis

JIOKITiHIYHI JOCTIKEHHS HE IPOBOMIINCE

6) MicIieBa [IepeHOCHMICTh

JToKTiHIYHI JOCTiKeHHs He TIPOBOIHIIHCE

7) DOJATKOBI AOCIIJKEHHS
TOKCHYHOCTI:

JloxmiHIYHI TOCIIDKEHHS He TIPOBOIUIINCEH




AHTHTEHHICTH (yTBOPEHHS aHTHTLN)

JIOKJTiHIYHI JOCIITKEHHS HE TIPOBOMIIHCH

IMYHOTOKCHYHICTh

ITOCII/DKEHHS MEXaHI3MIB il

niKapchKa 3aIeKHiCTh

TOKCHUYHICTH MeTabOoMiTIB

TOKCUYHICTD JOMIIIOK

1HIITE

JIOKJIiHIUHI JOCITIIKEHHS HE ITPOBOIIIACE

5. BUCHOBKH 1100 JOKIIHIYHOTO
BUBYEHHS

JIOKIIHIYHI JOCIDKCHHS HE [TPOBO/MIIUCE

3asBHUK (BIACHUK
peecTpanifHOro MOCBiUeHHS)
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3BIT

Npo KJIHIYHe BUNIPOOYyBaHHS

1. Hazpa nmikapcekoro 3acoby (3a
HasBHOCTI - HOMEP

Ouepric, po3unH s iHY3iit, 0,3 Mr/mi

peecTpanifHOro NOCBiUeHHS ) (enapaBoH)
2. 3asiBHUK AT «®apmax», Ykpaina
3. BupoGuuk AT «Dapmaxy», Ykpaina

4. IIpoBeneHi HoCTiKEHHS !

tak O Hi SKIIO Hi, 0OIpyHTYBaTH

Daepric, pozuun i iHQy3ii, 0,3 mr/mi, BupodHunTBa AT
«DapmMak» € TEeHEpHYHMM JIKapChKHUM 3acoboM [0
pedepentHoro npenapaty Paxikasa, pozunn ms indys3iii, 30
mr/100 mm, BupoOHHuTBa «Mitcybimi Tanabe ®apma
Kopnopetimuy, fnonis: BiH Mae Takui caMuil SKICHHH 1
KibKiCHUI cKian, sk i pedepeHTHHI Mikapchbkuil 3aci6; i e
BOJIHUM PO34YMHOM Ul BHYTPIIIHBOBEHHOTO 3aCTOCYBaHHH,
K 1 peepeHTHUH JlikapchKHii 3aci0.

3rigo 3 Bumoramu Hacranoeu CT-H MO3VY 42-7.3:2020
«Jlikapceki 3acobm. JlocmimKeHHS
«IocHimKeHHs Oi0eKBIBAIECHTHOCTI,
HEOOXITHUMH,
BBOJAMUTHCS SIK

010€KBiBaJICHTHOCT1»
K TpaBHIIO, He €
SKIIO JOCHIUKYBAaHHH JliKapehkuit  3acid
BOJIHMH BHYTPIIHBOBEHHMH pO3YHH, IO
MICTHTh TaKy K aKTHBHY PEYOBHMHY, LIO i 3aTBEPIKCHHUH Ha
TaHMH 4yac nikapcekuil 3aci® (pedepeHTHHET NiKapChbKHH
3aci0)»  (Mopmaroxk I «Bumorm 1mo  mocmimkeHHs
Ol0eKBIBAJIEHTHOCTI  Pi3HMX JKapchKuX (GOpM», pO3JIiT
«ITapenTepanmbHi pO3UHHAY).

1) Tan nikapeskoro 3acofy, 3a
SIKUM [1POBOAMIIACS abo
[LIaHYETLCS peccTpalis

['enepuunuii nikapcbkuii 3aci6

5. IloBHa Ha3Ba KJIiHIYHOrO
BUIIPOOYBaHHA, KOJOBaHUH HOMEP
K/IIHIYHOTO BHIIPOOYBaHHS

Kniniuni BunpoOyBaHHs HE TPOBOIHIIHCE

6. Maza KIHIYHOTO
BUNIPOOYBaHHS

7. Ilepion mpoBeneHHs KIiHIYHOTO
BUIIPOOYBaHHS

8. Kpainu, ne npoBoaunocs
KJIiHIYHEe BUIPOOYBaHHS

9. KiJIbKICTB IOCITIDKYBaHHX

10. MeTa Ta BTOpHHHI 11iTi

KJIIHIYHOTO BUIIPOOYBaHHS




11, JIu3aiin KIiHI9HOTO
BUIIPOOYBaHHS

12. OcHoBHI KpuTEpil BKIIOYEHHS

13. JlocnimxyBaHuii mKapceKuii
3acib, crmocib 3acTocyBaHHs, cuila
i

14. Ilpenapat nopiBHsHHS, 1034,
criocib 3actocyBaHHsl, cuia il

15. Cynytas Teparmis

16. Kputepii ominku
e(eKTHBHOCTI

17. Kpurepii oiinku Ge3nexu

18. CtaTucTiuni MeTOOH

19. lemorpadiusi noka3HUKH
JIOCIT1KYBAHOT MOMYJIAI] (CTaTh,
BiK, paca, TOLIO0)

20. PesynpTatu edekTUBHOCTI

21. Peaynbratn Oe3nexu

22. BUCHOBOK (3aK/IFOYEHHS )

Kuiniuni BUmpoOyBaHHS HE TIPOBOJIMIHCE
= ]

3asgBHHK (BIACHUK
peecTpariiftHoro MOCBIAUYSHHS)
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