3BIT

Npo AOKJIIHIYHI JOCIiPKeHHS

1. Hassa nixapcekoro 3aco6y (3a
HAsIBHOCTI - HOMEp peecTpaniiHoro
TIOCBI/TUEHHS )

TTPAVT®, posunn mns iHpy3iH, 10 Mr/Mn

(maparneTamoJr)

1) Tun nikapebkoro 3acoby, 3a AKUM
[TpoBoIuIacs abo ITaHYEThCs
peecTpartis

['enepuunuit nikapcekuit 3acio

2) IpOBEIEH] AOCITiHKEHHS

tak O  wi SKINO Hi, 0OIpyHTYBATH

[paiin®, posuun ang imdy3ii, 10 mr/vn, BupobuunTsa AT
«@apMak» € TeHepHYHHM IIKApPCBKHM 3ac000M 110
pedepentHoro mpemnapary [lepdanran, po3uuH I
indysii, 10 mr/mn, Bpicron Maitepe Cxsi66 Kommani,
CLIA.

Bignosigo no crarri 10.1 Hdupextusu 2001/83 €C (3
BHECEHMMH mnorpaBkamu) Ta Hakazy MO3 Vkpainu Ned26
Big 26.08.2005 (mirowa penmakitisg) Big 3agBHHKA He
BUMara€TbCsl MPOBENCHHS BIACHUX TOKCHKOJIOITYHHX Ta
(apmakoIOriYHHX BUTIPOOYBaHb, & HAAIOTHCA PE3YIILTATH
JIOKTIHIYHHUX JOCIHI/KEHb ped)epeHTHOro Ipernapary, sKi
BUKJIAJICHI Y BIAIIOBITHUX PO3/LIaX PEECTPAIlifHOTO J0CKE.

2. Gapmaxoioris:

1) nepBuHHa QapMakoIuHaMiKa

2) BTOpHHHA (papMakoMHaMiKa

3) dbapmakosoris Ge3neku

4) dhapMakoUHaMIYHi B3aeMOIi1

JIOKJTIHIYHI JOCII/DKEHHS HE [IPOBOIMUIIKCH

3. GapMaKkoKiHeTHKa:

1) ananiTH4HI METOMKH Ta 3BITH
oo X Basnigami

2) BCMOKTYBaHHS

3) po3momin

4) MeTabomizM

5) BUBEJICHHSA

6) dapmaxokiHeTHIHI B3aEMO/IIT
(mOKTIHIYHI)

JIOKTIHIYHI TOCIIKEHHS HE TTPOBOJAUITUCH




7) inmi papmakokineTHyHi
JIOCTI/KEHHS

JlOKITiHIUHI JOCTII)KEHHS He POBOIMIIHCE

4, ToxkcukoJoris;

1) ToxcuuHicTE y pasi
OJHOPA30BOTO BBEACHHS

2) TOKCHYHICTB Y pa3i HOBTOPHUX
BBE/ICHb

3) TeHOTOKCHYHICTD:
in vitro

in vivo (BKITIOYAI0YH J0JaTKOBY
OLIIHKY 3 TOKCHKOKIHETHKH )

4) KaHIEPOT€HHICTB:

NOBFOCTPOKOBI JIOCIT IPKEHHS

KOPOTKOCTPOKOBI TOCIIKCHHS
a00 IOCHITKEHHS CepeIHbOT
TPUBAIOCTI

JIOKTIHIYHI TOCTIKEHHS He TPOBOIH/IHCE

MOJNATKOBI JOCIIDKEHHS

JIOKMiHIYHI JOCTI/PKEHHS HE TIPOBO/IHIIHCEH

5) PEIIPOOYKTHBHA TOKCHYHICTh Ta TOKCHYHHH BITJIUB Ha PO3BUTOK IIOTOMCTBA.

BILJTHB Ha (PePTUIILHICTE 1 paHHiH
eMOpIOHAIbHUH PO3BHUTOK

eMOPIOTOKCHYHICTE

[IpeHaTalbHa 1 TOCTHATAIbHA
TOKCHYHICTh

OCITIIKEHHS, IPH SKUX [Iperapar
YBOJIUTBCS IIOTOMCTBY
(HecTaTeBO3PLIMM TBApHUHAM)
Ta/abo OIIHIOETHCS BijytaieHa mis

JIOKJTIHIYHI TOCTIKEHHS HE TTPOBOIMITHCH

6) MiClLIeBa IEPEHOCUMICTD

JlokmiHI4HI T0CHiKeHHS He TPOBOIH/IHNCE

7) AOJATKOBI JOCIIKEHHS
TOKCHYHOCTI:

JIOKJIIHIYHI JOCTITKEeHHS He TIPOBOIUIIHCH

AHTUTEHHICTh (YTBOPEHHS aHTHTIN)

JIOKITiHIYHI JOC/TIJIKEHHS HEe TPOBOIUIHUCE




IMyHOTOKCHYHICTD

TOC/IIJUKEHHS MEXaHI3MIB i1

TiKapchbKa 3aIeKHICTh

JIOKITIHIYHI JOCTIKEHHS HE TIPOBOIHIIHCE
TOKCHYHICTL METa0OJIITIR

TOKCUYHICTD JOMIIIOK

1H1IIE

5. BHCHOBKH 11010 JOKJIIHIYHOTO

JIOKTIHIUHI TOCTIIKEHHS He TPOBOAHIIHCE
BHBUYCHHS

3asBHUK (BIIACHUK et / ~

peecTpalifHOIO IOCBITUEHHS ) = / )
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3BIT

Npo KJIiHiYHe BUNIPOOYBaHHS

1. Hassa nikapcekoro 3aco0y (3a
HasgBHOCTI - HOMED
peeCTpaIitHoro MOCBiTYeHHS )

ITPAWT®, posunn mia indysiit, 10 Mr/m
(mapareTamon)

2. 3agBHHK

AT «Dapmaky, Ykpaina

3. Bupobuuk

AT «®apmaky, Ykpaina

4. [IpoBeaeni nocmimKeHH:

tak [ i AKIIO HI, 00IPyHTYBAaTH

Tpaitn®, posunn a1s indysiit, 10 mr/ma, BupoGHuITRa AT
«®apMak» € TEeHepUYHHM JIKapChKUM  3acoboM 10
pedepentHoro npenapary [lepdanran, pozunn mus indysii,
10 mr/mi, bpicron Maiiepc CxBiod Kommani, CIIIA: BiH Mae
TaKui caMuil AKiCHUH 1 KiNbKICHHH ckiaf, SK 1 peQepeHTHHI
JmiKapcekdit  3aci®; 1 € BOJHHM  PO3YMHOM IS
BHYTPIIIHBOBEHHOIO 3aCTOCYBaHHA, SK 1 pedepeHTHHi
JmiKapceKuii 3acio.

3riano 3 BumoramMu Hactanosu CT-H MO3Y 42-7.3:2020
«Jlikapepki  3acobu. [ocmimkeHHss Ol0€KBIBAIEHTHOCTIY
«IOCHIKeHHA Ol0EKBIBAJICHTHOCTI, K MpPaBHiIo, HE €
HEOOXIIHMMH, SKIIO JOCHiIKYBAaHHH JikapchKuil 3acid
BBOIUTHECS SK BOJHWUN BHYTPIIIHBOBEHHUH PpO3YMH, IO
MICTHTB TAaKy K aKTHBHY PEYOBHHY, IO 1 3aTBEp/UKEHHI Ha
JaHul yac Jjikapchbkuil 3aci® (pedepeHTHHH MiKapchKMit
3aci0)»  (Homarox II  «Bumorm po  mocnmimKeHHS
0i0eKBIBATEHTHOCTI pI3HHX JIKApChKUX (opM», PoO3ain
«ITapentepajibHi pO3YHHHY).

1) Tun nikapenkoro 3acody, 3a
STKUM MPOBOAMIAcs abo
[UIAHYEThCS PEECTpallis

["'eHepuuHuil mTiKapceKui 3aci6

5. I[loBna naszea KiidiyHoro
BHIIPOOYBaHHS, KOJIOBaHHH HOMEP
KJTIHIYHOTO BEUIIPOOYBaHHS

6. @aza KIiHIYHOTO
BUIIPOOYBaHHS

7. Ilepiox npoBe/IeHHS KJIIHIYHOTO
BUIIPOOYBaHHS

8. Kpainu, ae nposoauiocs
KJIHIYHE BUIIPOOYBaHHSI

9. KifbKicThb TOCIIIKYBAaHHX

10. Mera Ta BropuHHI I[i1i
KJITHIYHOTO BHIIPOOYBaHHSs

11. JIn3aiH KIiHIYHOTO
BUIIPOOYBaHHS

12. OcHOBHI KpHUTEPil BKIIOYCHHS

13. JlocnipkyBaHuit TiKapchbKUH
3acib, crrocib 3acTocyBaHHsA, CHIIA
bty




14. Ilpenapar nopisHsHEA, 1034,
crocib 3acTocyBaHHs, CHTa il

15. CynyTHs Teparis

16. Kpurepii ominku
e(peKTHBHOCTI

17. Kpurepii ominku Ge3nexu

18. CraTuctiyni MeToou

19. lemorpadivyHi moKazHHKH
NOCITIDKYBAHOI IOyl (CTaTh,
BIK, paca, TOLIO)

20. Pe3ynbratu edekTHBHOCTI

21. Pesynbraru Ge3nexu

22. BUCHOBOK (3aKITIOUCHHS )

KuiniuHi BUIIpOOYBaHHS HE IPOBO/IHIIHCE

3asBHUK (BIACHHK
peecTpatifHoOro MOCBiTYeHHS)
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