P - Homatox ’ib

10 l'[opamcy NIPOBE/IEHHS CKCTIEPTH3H peecTpariiHuX MaTeplamB Ha JIiKapchKi 3aco0wm,
L0 NOJIAFOTECA Ha IEpKaBHy PeecTpallio (lepepeecTpaiiio), a TAKOX eKCIIEPTH3M MaTepiain
PO BHECEHHS 3MiH JI0 peeCTpallifHAX MaTepiaiiB NpoTIroM Jii peecTpamiifHoOro nocei ueHHs
(nyskt 4 pozniny IV)

3BiT npo kiainiyHe BHNPoOYBaHHA

1. Haspa nikapcrkoro 3aco0y (3a HasBHOCTI - Homep | Caninap®, po3unH Ais 30BHIIHLOT0

PEECTPaNifHOTO ITOCBI {4EHHS) 3acTocyBaHHs, 0,2 Mr/mi

2. 3a9BHHK IIpAT «®apmanestuuna dipma «lapHuisy,
Ykpaina

3. BupoOHuk IIpAT «®apmanertiuna dipma « JJapHUIL»,
VYkpaina

2) npoBeneHi JOCHTi KEHHS: OTak MW HI  SKIIO Hi, OOTpYHTYBATH

Lle mixapcekuii 3aci6 3 no6pe BUBYEHHM MEJMYHHM 3aCTOCYBaHHAM ([il0Ya PEYOBHHA TiKapchKOTO
3aco0y 3 moOpe BMBYECHMMH y paMKax €Bpomeiicbkoro corosy Ta/abo VkpaiHu TepaneBTHYHHMH
BIIACTHBOCTAMM IpHHaiiMHI mpoTsaroM 10 pokiB Mana BH3HaHY e(EKTHBHICTH Ta NPHUMHATHHN piBeHDb
Gesnexu y Oymp-skux mikapcekux ¢popmax). Bianosizao mo Bamor posainy 111 ITopsaaxy mposeneHHS
eKCIIEPTH3H PeecTpaliifiHuX MaTepiatiB Ha TiKapchki 3aco0H, 10 MOAAIOTHCS Ha JEepKaBHY PEECTPAIiio
(mepepeecTpalliio), a TaKoX eKCIEPTU3H MaTepialliB PO BHECEHHS 3MiH [0 peecTpalliifHuX MaTepiamip
IPOTATOM Jii peecTpaniiiHoro mocsigdeHHs (Haka3s MiHicTepcTBa OXOpOHH 370pOB’S YKpaiHM Bif
26.08.2005 Ne 426 [3i 3mMiHamu, uiHHA pepaxuis]) ta crarti 10.a Jupextusu 2001/83/€C nposeneHHs
BJIACHMX KIIHIYHMX JOCIiDKEHD JUIs TAKOIO THITY JIIKAPCHKOTO 3ac00y HE BUMAraeThes.

1) Tan nikapckKkoro 3acofy, 3a SKEM MPOBOAMIIACH Jlixapchkuii 3acib 3 1oOpe BUBYEHHM MEAHYHEM
abo mIaHy€eThCs peecTpaliis 3aCTOCYBaHHIM

5. IloBHa Ha3Ba KIiHi9YHOrO BUNPOOYBaHHS,
KOJIOBaHHI HOMep KJIiHIYHOr0 BUIIPOOYBaHHI

6. @a3a xiIiHIgYHOrO BUIIPOOYBaHHS —

7. Ilepios NpoBeaeHHS KIIHIYHOTO BUIIPOOYBaHHS —

8. Kpainu, e npoBoauIocs KiiiHiuHe BUIIPOOYBaHHs —

9. KinpkicThb TOCIIIKYBaHHX —

10. MeTa Ta BTOpHHHI LiiJi KJIiHIYHOr0 BUIPOOYBaHHS —

11. Nu3aiin xniHiYHOrO BHNPOOYBaHHS —

12. OcHOBHI KpHTepii BKIIOYEHHS —_—

13. MocnimkyBanuii mikapceKuii 3aci6, croci6
3aCTOCYBaHHA, CHJIA il

14. TIpemapat nmopiBHAHHA, 1034, CIIOCi0O
3aCTOCYBaHHA, CHIIA il

15. CymyTHs Tepanis ~—

16. Kpurepii oninku edexruBHoCTi —

17. Kpurepii oninku Ge3nexu —

18. CratucTuyHi MeTooH —

19. lemorpadivHi TOKa3HUKH AOCIIHKYBaHOI
1oyl (cTarsk, BiK, paca, TOIIO)

20. PesynbraTi eexTHBHOCTI _

21. PesynbTaTi 6e3nexn 48 @MHA o] 2\ e

22. BUCHOBOK (3aKJIIOUEHHS) i \%‘;\\ —

JIMpeKTOp 3 peryIsITOPpHUX NMUTaHb
IIpAT «®apmanertuuna dipma «JapHuiy

Topryn O. I1.
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e JoR#ton29 -
no Iopaaxy npeBeIeHHS eKCTIEPTH3H PEECTPaLliiHUX MaTepiaiB Ha JTIKApCEKi:3aco0H, -

IO NOJAKOTHCSA Ha JIEPXKaBHY peecTpaLiio (epepeecTpaiio), a TakoXk eKCIepTH3H MaTepianis

NP0 BHECEHHs 3MiH JI0 peecTpalliifHiX MaTepiaiBe NpoTAroM Aii peecTpaliiiHoro mocBiqyeHHs

(mynxT 4 posginy IV)

3BiT npo AOKJiHIYHI JocaimKeHHS

1. Ha3sBa nixapcekoro 3aco6y (3a HassHocTi - | Caninap®, pozunn a1s 30BHIMALOroO 3acToCyBaHAS,
HOMED peecTpaniifHoOro moceiTyeHH): 0,2 Mmr/ma

1) TN nikapckKoro 3aco0y, 3a AKAM Jlikapcekuii 3aci6 3 1o6pe BUBYEHNM MEAUIHEM
IPOBOAMIAcs ab0 IIaHYEThCS PEECTpaIlis 3aCTOCYBaHHIM

2) npoBeneHi DOCTiKEHHS OTtak MW HI KOO Hi, 00IpYHTYBaTH

Ile nmixapcekwii 3aci6 3 JoOpe BHBYCHHM MEIHYHMM 3aCTOCYBAaHHSAM ([il0Ya PEYOBHHA JHKAPCHKOTO
3aco0y 3 mobpe BHBUEHHMH y paMkax €Bpomeiichkoro coo3y Ta/abo YkpaiHu TepaneBTHIHHMH
BJIACTHBOCTAMH NpHHAHMHI nmpoTaroM 10 pokiB Mana BH3HaHY eeKTHUBHICTL Ta NPHUHATHHH piBEeHB
6e3nexu y 6ymp-saxux mikapchkux ¢opmax). Bimmosigno no sumor posainy I IMopsaky npoBeaeHHS
CKCIIEPTH3H peecTpaliHHMX MaTepianiB Ha JiKapchKi 3ac00H, IO MOAAIOTRCA Ha JepkKaBHY PEECTpamio
(mepepeecTpaniio), a TAKOXX eKCIIEPTH3H MaTepialiB PO BHECEHHS 3MiH JI0 PeecTpalifiHuX MaTepiais
IpOTAToM Jil peecTpaniifHoro mocBimyeHHs (Haka3 MinicTepcTBa OXOpPOHH 340pOB’S YKpaiHm Bif
26.08.2005 Ne 426 [3i 3minamu, unHHa pepakiin]) Ta crarri 10.a Jupextusu 2001/83/€C nposeneHns
BJIACHHX JOKITIHIYHUX JOCIHiKEHb ISl TAKOTO THITY JIKAPCHKOro 3ac00y HE BUMATacThCs.

2. @apmaxonoris: —

1) nepeunna papmaxkoguHaAMiKa =5

2) BTOpHHHA (apMakoMHAMIKA s

3) dapmakosoria 6ezmexu —

4) dpapMakoaMHaMiYHI B3aEMOIIT —

3. ®apMaKOKiHEeTHKa:

1) aHamiTHYHI METOIMKHM Ta 3BITH 100 iX
Bautimartii

2) BCMOKTYBaHHSA —

3) posmozin —

4) meTaboiizm —

5) BUBeIeHHS —

6) hapMakoKiHETHYHI B3aeMOJil (TOKIiHIdHi) —

7) iami hapMaKoKiHETHYHI JOCIiKeHHS —

4. TOKCHUKOJIOTIS:

1) TokcH9HICTB Y pasi OQHOPa30BOro
BBEJICHHS

2) TOKCHYHICTb y pa3i HOBTOPHHUX BBEZIEHb ot

3) reHOTOKCHYHICTE: —

in vitro i

in vivo (BKJIFOYAIOYH JOAATKOBY OI[IHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOT€HHICTE: =

JIOBrOCTPOKOBI JOCIIiKEHHS —

KOPOTKOCTPOKOBI JIOCIIi JUKEHHS
abo mocmiKeHHs cepeIHBOI TPHBANOCTI




JOJATKOBI HOCTIKEHHA

5) penpoAyKTHBHA TOKCHIHICTE T2 TOKCHYHHH
BIUTHB Ha PO3BHTOK IIOTOMCTBa:

BIUIMB Ha ()epTHIHHICTS i paHHii
eMOpioHaNBHHUH PO3BHTOK

eMOpPIOTOKCHYHICTE

NpeHaTaTbHA i MOCTHATATBHA TOKCHYHICTE

IOCIiKEHHS, IPH SKHUX Npenapar YBOAUTHCS
IIOTOMCTBY (HECTATEBO3PLIMM TBapHHAM)
Ta/abo OLIHIOETHCA BiManeHa His

6) MiclieBa IepeHOCHMICTE

7) DOmATKOBi HOCTIHKEHHS TOKCHIHOCTI:

AHTHTEHHICTH (YTBOPEHHS aHTUTL)

iMyHOTOKCHYHICTE

JOCTJKEHHS MeXaHi3MiB il

TKapChKa 3aIeXHiCTh

TOKCHYHICTH META0OJITIB

TOKCHUYHICTH JOMIIIIOK

iHIme

5. BucHOBKY IMOAO JOKJTIHIYHOIO BUBYEHHS

JIMpeKTOop 3 peryiasaTOpHHUX NMUTaHb
IIpAT «®PapmanerTuuHa dipma «lapHu
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Toprysn O. IL




