3BIT
Npo KJIiHiYHe BHNPOOyBaHHA

1. Ha3Ba nikapcbkoro 3aco0y (3a HasBHOCTI| [HOTIpanon, Tabnerku, 500 mr

- HOMEP PEECTPALIHHOTO ITOCBITUCHHS)

2. 3asBHHK ITAT HBII «bopariecekuiit XP3»
3. BupobHuxk ITAT HBIL «bopmarisebkuii XD3»
4. ITpoBeaeH1 NOCTIKEHHS: O TaK I HI KO Hi, O0IpyHTYBaTH

Bigmosinno no Bumor [lopsaky mpoBemeHHS €KCIEPTH3M pPEECTpalliiHUX MarepialiB Ha
NiKapchKi 3aco0M, II0 MOJAIOThCS HA JEpXKaBHY peecTpalliio (IepepeecTpamiio), a TaKoxK
eKCIIepTH3H MaTepiaiiB PO BHECEHHs 3MiH JI0 peecTpaliMHUX MarepialiB NpOTAroM nii
peecTpaniiiHoro mocBiIYeHHS 3aTBepkeHHM Hakazom MiHicTepcTBa OXOPOHH 370POB'S
VYipainu 26.08.2005 Ne 426 (y penakuii Hakasy MiHicTepcTBa OXOPOHH 310pOB's YKpaiHu Bif
23.07.2015 Ne 460), nmikapcbkuii 3aci® 3 moOpe BHBUCHHM MEIMYHHUM 3aCTOCYBAHHAM HE

noTpedye NPOBEAEHHS BIACHUX KIIHIYHHUX JIOCIIKEHB.

1) tun mikapcekoro 3aco0y, 3a SKHM| JTiKapchbkuil 3aci® 3 1o0pe BHBUCHHM MEIMYHHM

poBoMIIACS a00 IUIAHYETHCS PEECTPALlisl | 3aCTOCYBAHHIM

5. IloBHa Ha3Ba KiiHIYHOTO BHIPOOYBaHHS,| J{oCTiKEHHS HE IPOBOIHIIHCA.

KOJIOBaHMIA HOMeEp K/IIHIYHOTrO
BUIIPOOYBaHHs
6. @aza KIiHIYHOrO BHIIPOOYBaHHS JocnimkeHHs He IPOBOIHUITHCS.

7. Ilepiom  mpoBemeHHS  KIiHIYHOrO| JlOCHiKEHHS HE IPOBOHIIHCS.

BUIIPOOYBaHHs

8. Kpainu, ne mnpoBoaunocs kiiHiune JoCIiIKeHHS He IPOBOIHIIHCS.

BUIIPOOYBaHHS

9. KinpkicTh DOCTIIKYBAaHUX JlocImiPKeHHs. He TPOBOIAITHCS.

10. Mera T1a BTOpHMHHI WUTI KIiHiYHOTrO| JloCHiIXKEHHS HE TPOBOIHIIUCS.

BUIIPOOYBaHHs
11. JTu3aifH KIiHIYHOTO BHIIPOOYBaHHS JocniKeHHs He IPOBOIMIHCSL.
12. OcHOBHI KpuUTepii BKIIOYECHHS JlocnipKeHHs He IIPOBOAMIIHCA.

13. [HocnimxyBanuii Jikapcbkuit 3aci0,| JlociKeHHs He TIPOBOIMIIUCS.

crioci® 3acTocyBaHHs, cHIIa Iil ‘




14. Ilpenapar mOpiBHAHHA, 1033, CIOCIO

3aCTOCYBaHHS, CHIa Iii

JlocnipKeHHS He IIPOBOIHITHCS.

15. CynyTHs Tepamis

ﬂOCJIiI()I{eHHH HE IIPOBOJIHIINACAH,

16. Kputepii omiHky e(eKTHBHOCTI

JIoCHiKEHHS HE ITPOBOIMIIACS.

17. Kpurepii oninku 6e3nexu

JocnimxeHHs He IPOBOIUITHCS.

18. CrarucTiuHl METOOH

JocniKkeHHs He IPOBOAUINCS.

19, Jemorpadiuni TIOKAa3HUKH
JOCIIKYBAHOT 1Oyl (cTaTh, BIK, paca,

TOIIIO)

JocnikenHs He MPOBOIUIHCS.

20. Pesynbratu edexTHBHOCTI

HOCJ’IL[[}KGHHH HEC ITPOBOOUITHCH.

21. PesynbraTu Ge3nexu

)_-[OCJIiI[}KeHHH HE ITPpOBOIHUIIHCA.

22. BUCHOBOK (3aKJIIOYEHHS )

I[OC.]'IiJI}KeHHH HE ITPpOBOIHIIHCA.

3agBHUK (BJIACHUK

peecTparifHOro MOCB1AYEHHS)

';(ni,unuc)

Alaciunuk M.O.

Razor 258 (ILLB)



3BiT

Npo AOKJiHIMHI 0CTiTZKEHHS

1. Hazpa nikapcrekoro 3aco0y
(3a HasIBHOCTI - HOMEP

PEECTPALlIHHOrO MOCBIIYCHHS):

Inonpanosn, tabnetku, 500 mr

1) Tun nikapcekoro 3acody, 3a
SAKHM [IPOBOHIACs abo

TUIAHYETBCSI PEECTPALIIS

nmiKapchKuii 3aci0 3 100pe BUBUEHHUM MEIHYHHM 3aCTOCYBAaHHAM

2) IpOBEACHI JOCII IKEeHHS

O

TaK ] Hi

SIKIIIO «Hi», 0OrpyHTYBATH

JOKJIIHIYHHX JTOC/IIUKEHE.

3ac00HM, II0 IMOJAIOTHECS HA JEP)KaBHY peecTpalifo (mepepeecTpailiro), a TaKoX eKCIepTH3H
MaTepiajgiB Mpo BHECEHHSA 3MiH OO pEECTpallifiHHX MaTepialiB HpOTAroM il peecTpauiifHoro
MMOCBiAUeHHs 3arBep/keHHM Hakazom MinicTepcTBa 0XOpoHH 310poB's Ykpainu 26.08.2005
Ne 426 (y pemaxuii Haka3y MiHicTepcTBa OXOpoHHM 340poB's YKpainu Big 23.07.2015 Ne 460),

nikapceKui 3acib 3 100pe BUBUEHHM MEIHYHHM 3aCTOCYBAaHHAM He NOTpeOye NpOBEIeHHs BIIaCHUX

Binnosiano mo Bumor Ilopsaky NpoBeJeHHs €KCIEPTH3H PEECTPallifHuX Marepianis Ha JIKapCbKi |

2. ®apMakoJIoris:

1) nepBuHHa (hapMakoIHHAMIKa

JlocmiKeHHs He TTIPOBOAMITHCS

2) BTOpHHHA (hapMaKoIHHaAMIKa

JlocmiKeHHS He IPOBOAUIIHCS

3) dhapmakosoris 6e3nexu

I[OCJ’Ii)I}KeHHH HE IPOBOOHIIHCAH

4) bapmakoguHaMiuHiI B3aeMoIil

I[O CJ'Ii,H}KeHHH HC ITPOBOOHJIHCSI

3. ®apMakoKiHEeTHKA:

1) aHATITHYHI METOIMKH Ta 3BiTH II0JI0 1X
Bajigamil

)IOCIIi)I)KeHHﬂ HE IIPOBOJHUIIHCA

2) BCMOKTYBaHHs

OCJ'Ei,I[}KeHHH HE IIPOBOJUIHCS

3) po3moin

JlocnipKkeHHs He IPOBOIHITHCS

4) MeraboJti3m

JlocImiIKeHHS He IPOBOIHITHCS

S5) BHBEICHHS

JIoCIIiJKEeHHs. He ITPOBOAHITHCA

6) hapMakoKiHeTHYHI B3a€MO/Til
(moxminivHi)

JloCIiIKeHHS He IIPOBOIUIUCS

7) iHmIi hapMaKOKiHETHYIHI JOCITIHKEHHS

OCJTIDKEHHS He IIPOBOIUITHCS

4. TokcUKOJIOTIA:

1) TOKCHYHICTB ¥ pa3i 0IHOPa30BOTO
BBEJICHHS

JIOCiIKeHHS HE [TPOBOIHIIHCH

2) TOKCHYHICTD y pa3i TIOBTOPHUX BBEACHE

JlocTiDKeHHS He TIPOBOIHIIHCH

3) reHOTOKCHYHICTE:

in vitro

JlocniKeH s He IPOBOAMIIHCS

in vivo (BKITIOYAIOYH JOJATKOBY OL[HKY 3

TOKCHKOKIHCTHKH )

(HOCHiﬂ,H{eHHH HE IIPOBOJHINCAH




4) KaHIIEPOTeHHICTB: JlociDKEHHS He TPOBOIHIIUCS

NOBTOCTPOKOBI TOCITiJUKEHHS OCITiKEeHHSI He TIPOBOIMITHCS

KOPOTKOCTPOKOBI JOCIiIKEHHS ab0 JlociiKeHHS He IPOBOAMIIHCS
NOCJILIKEHHS CePeIHbOT TPHBAIOCTI

NOJATKOBI JOCIIKEHHSI JlocnimKeHHS He IPOBOAMIIHACS

5) pempoayKTHBHA TOKCHYHICTD Ta JlocmiIKeH S HE TIPOBO IHITHACH
TOKCHYHHH BIUTHB HA PO3BUTOK

IMOTOMCTBA:

BIUTHB Ha (pepTHIIBHICTD i paHHiit Jlocmi ke HHS He IPOBOIHIIHCS
eMOpiOHaJIEHHH PO3BUTOK

eMOpIOTOKCHYHICTE JlocipKeHHSL He IPOBOIHIIHCS

[IpCHaTaJIEHA 1 OCTHATAIbHA TOKCH‘-IHiCTLHOCJIiJl}KGHHH HE ITPOBOOHJIHCSH

MOCIIKEHHS, IIPU SIKKX Ipernapar JlociKeHHS He TIPOBOAMITHCS
YBOJMUTHCS IIOTOMCTBY (HECTAaTeBO3PLIHM
TBapuHaM) Ta/abo OILIHIOETHCA BifylaneHa
s

6) MiclLieBa epeHOCHMICTh JlocnipKeHHs. He IPOBOIMIIHCS

7) IONATKOBI JOCHIIKEHHS TOKCHYHOCTL: JOCIiPKEHHS He TIPOBOIMAIHCS

AHTHTEHHICTH (YTBOPEHHS aHTHTIN) JlocImipKeHHs He IPOBOAMIIHCS 3
IMyHOTOKCHYHICTb OCJIL/UKEHHS HE TIPOBOIHIIHCS B
OCJIDKCHHS MEXaHi3MiB Jiil OCJIPKEHHSI HE TTPOBOIMITHCS - _‘
JTIKapchKa 3aJIeKHICTh OCJI/PKEHH HE ITPOBOIMIIHCS -
TOKCHYHICTH MeTaboJIiTiB OCJIIKEHHS HE [TPOBOIUIIHCH ;
TOKCHYHICTb IOMIILIIOK OCIIKEHHSI HE TIPOBOIMIIHCS
iHme |
5. BUCHOBKH 1010 TOKJIIHIYHOTO OCJI/IKEHHS He MPOBOJIUIIHCS :
BUBUCHHS fl

3asBHUK (BIaCHHUK PEECTPALiitHOro

IIOCBIYEHHS) (mizmac)

[Maciuauk M.D.

(IL. 1. B.)



