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1o Ilopsaaky npoBeeHHS eKCIIEPTH3H
peccTpaliiiHuX MaTepiaiB Ha JTiKapchKi 3acobu,
L0 TOJAKTHCA HA ACPKABHY PEECTPALLi0
(nepepeecTpailiro), a TAKOK SKCIEPTH3H MaTepiaIik
1IPO BHECEHHS 3MIH JI0 peecTpaliifHuX MaTepiaiis
HPOTSITOM A1l PEECTPALIIITHOIO MOCBIIUeHHS

(nyHKT 4 po3ainy [V)

3BIT

PO TOKJIIHIMHI JOCTiZKeHH

1. Hasga nikapcekoro 3aco0y (3a HasBHOCTI -
HOMEp peecTpaliiiHOro MOCBiAYEHHs ):

MIKAJIIO® POM®APM, niodinizar mis
NPUIOTYBAaHHS KOHLEHTPATY Ul IPUIOTYBAHHS
po3uuny 1A Hpys3ii no 50 mr ado 100 mr, o 1
(y1akoHY B KapTOHHIH mayii

1) Tun nikapeskoro 3aco0y, 3a SKUM
NpoBoOAMIacsa ado MIaHYETLCS peecTpaLtis

['eHepuuHHI JIIKapChKHUii 3ac10, 0IHOKOMITOHEHTHUN

2) mpoBeACHI JOCIIKEHHs

\ i

3rigHo 3 Bumoramu posaity Il Tlopsaaky nposenenus
eKCMEPTH3H peeCTpallifHiX MaTepialiB Ha JTiKapChKi
3aco0u, 1110 MOJal0ThCs Ha  peecTpalir
(mepepeecTpaniio), a TaKOX EKCIEPTH3H MaTepianis
PO BHECEHHsA 3MIH [0 peecTpaliiiHuX MaTepiaiis
OpoTAroM  Aii  peecTpauiiHOTO  MOCBIAYEHHS,
3aTBepkeHoro Haxazom MO3 Vkpainu Ned60 Bin
23.07.2015 Ta BiANOBIIHO JIO THITY JIIKAPCHKOTO 3aC00y
(reHepu4HHMI JIKAapChbKMH 3aci0) BJIACHI JOKIIIHIYHI
JOC/1JIKEHHS HE NPOBOAMINCE, 10 MaTepialiB JOChE

TaK AKILIO Hi, OOIPpYHTYBATH

BKJIKOYEHO  MarepiaJii  1I0A0  MiATBEPIKCHHA
(GapmaneBTHYHOT  EKBIBAJIEHTHOCTI  JIKApCBKOTrO
3aco0y, 110 peecTpyeThes, pedepeHTHOMY

JTIKapchbKOMY 3aco0y, a TaKoK IOKJIAAHY HAyKOBY
010miorpadiro, 10 MICTUTH BCi aCHEKTH OIHKH
Oe3mnexu, MOCHIIAHHS Ha OTJIS BiZIMORITHOT MiTEpaTypu
Ta Komii ory011KOBaHOT HAYKOBOT JTiTepaTypH.

2. ®dapmakosoris:

1) nepBuHHa hapmMakoIHHAMIKA

JliteparypHi j1aHi

2) BTOpUHHA (JapMaKkoIMHAMIKA

JliTepaTypHi 1aHi

3) papmaxosoris 6e3nexu

JliTepaTypHi aaHi

4) hapmMakoaMHAMIYHI B3aEMOIT

JliTepatypHi aaHi

3. dapMaKOKIHETHKA:

1) aHaTiTHYHI METOIMKH Ta 3BITH LIOJIO0 1X
BaJT1gar1

2) BCMOKTYBaHHA

JliTepaTypHi 1aHi

3) po3nojin

JliTepaTypHi naHi

4) MeTaboI1i3m

JliTepaTypHi jJaHi

5) BUBEEHHS

JliTeparypHi 1aHi




6) hapmakokiHeTHYHI B3aeMOii
(J10KJIIHIYHI)

Ulitepatypui nani

7) 1au1 (hapMaKOKIHETHYHI IOCITiIKEHHS

JlitepatypHi nani

4. Toxcuxonoris:

1) TOKCHYHICTB y pa3i 0JHOPA30BOI0
BBCICHHA

JliTeparypui gaui

2) TOKCHYHICTB y Pa3i MOBTOPHUX BBE/IEHB

JlirepaTyphi jaHi

3) TEeHOTOKCHYHICTR: 1N Vitro

JliTepaTypHi aaHi

in vivo (BKITI0YAI04H J10JATKOBY OL[HKY 3
TOKCHKOKIHETHKH )

JliteparypHi naHi

4) KaHLIEPOTeHHICTh:

JlitepaTypHi 1aHi

JIOBIOCTPOKOBI 10CIIIKEHHSI

JlirepatypHi naHi

KOPOTKOCTPOKOBI JOCII/KEHHS
200 ITOCITIIKEHHSI CepeHbO1 TPUBAIOCTI

Jliteparypui gani

10/1aTKOB1 MOCHIIKEHH

JliteparypHi 1aHi

S) penpoAyKTHBHA TOKCHYHICTE Ta
TOKCHYHMI{ BIUIMB Ha PO3BHTOK IOTOMCTBA:

JliteparypHhi gaHi

BILIHB Ha (DepTHIILHICTH 1 paHHii
eMOpioHANILHUI PO3BHTOK

JliTepaTypHi 1aHi

eMOPIOTOKCHYHICTD

Jlitepatypui gani

[IPCHATAJIbHA 1 moCcTHATaIbHA TOKCUYHICTh

JlitepaTypHi naHi

TOCITIUKEHHS, TPH AKHX [Ipernapar
YBOJIUTHCS TIOTOMCTBY (HECTATEBO3PIITHM
TBapHHaM) Ta/ad0 OLIHIOCTHCA BijIaJIeHA [is

JlitepatypHi nami

6) MicLIeBa TEPEHOCHMICTh

JlitepaTypHi gaHi

7) 1OAATKOBI JOCHIAKEHHS TOKCUYHOCTI:

JlirepatypHi naHi

AHTHI€HHICTh (YTBOPEHHS aHTHTII)

JlitepatypHi gani

IMYHOTOKCHYHICTh

JlitepatypHi aani

TOCHIIAEHHS MEXAHI3MIB mil

JliTeparypHi j1aHi

ITiKapchKa 3a1eKHICTh

JliTepatypHi JaHi

TOKCHYHICTE MeTa0O0JTITIB

JliTeparypHi jJaHi

TOKCHYHICTE JOMILIOK

JliTepaTypHi naHi

iHIIE

5. BUCHOBKH 11010 JOKJIIHIYHOIO BUBYEHHS

3aABHHK (BIACHHUK
peecTpauiiiHoro
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10 IMopanky mpoBeaeHHs eKCepTH3H
peecTpaliiinux MarepiaaiB Ha JKApChKi
3aco0H, 110 NOAAKTHLCS HA ICPKABHY
peecTpaliio (nepepeecTparii), a TaKoxK
EKCIIEPTH3H MaTepialiB PO BHECCHHs

3MIH JI0 peecTpaliiiHux Marepianis
NPOTATOM Aii peecTpanifHoOro nocBiueHHs
(mynkt 4 posainy V)

3BIT

Npo KJAiHiYHe BUNPOOYBaHHS

1. Haspa nikapcekoro 3aco0y (3a
HAsBHOCTI1 - HOMEp peecTpariiinoro
MOCBIYEHHS)

MIKAJIIO® POM®APM, nmiodinizar ais IpuroTyBaHHs
KOHLIEHTPATY /U NPUTOTYBAHHS PO3YHHY A iH(DY3iil M0
50 mr ado 100 mr, no | ¢gmakony B kKapTOHHIH nayri

2. 3agBHUK

EnEnCi Pomdapm Komnani [xopkus, Tpysisa

3. BupoOHuk

K.T. Pomdapm Komnani C.P.JI., PymyHis

4. [TpoBeeHi qOCTiKEHHS:

tak N Hi SIKIIO Hi, 0OIpYHTYBATH

3rigno 3 Bumoramu posiny 1 Tlopsaky nposenenns
CKCIEePTH3N PeECTpaIliiHUX MaTepiasiB Ha TIKapChKi
3aco0H, 1110 I0/1AI0ThCs HA PEECTPALLiI0 (IIepepeecTparlio),
a TAKOX €KCIEPTH3H MaTepialiB PO BHECEHHS 3MiH J10
peecTpariifHuX MaTepialiis [POTAroM il peecTpaliiHoro
noceiuenHs, 3ateepkeHoro Hakazom MO3 Vkpainu
Ne460 Bix 23.07.2015 Ta BiANOBIIHO 0 THITY JIIKAPCHKOTO
3aco0y (reHepuuHHii JlikapchbKuil 3aci0) BIACHI KIIHIYHI
BUIIPOOYBaHHA HE IPOBOINIINCH, /10 MATEPIAIIB I0CHE
BKJIIOUEHO MaTepiajy 11010 MiATRePIKEHHS
(hapmaneBTHYHOT eKBIBAIIEHTHOCTI JIIKAPCHKOT0 3ac00y, 110
peecTpyeThes, pepepeHTHOMY JTiKapcbKoMy 3aco0y, a
TaKOK JI0KJIaJHy HayKoBY Oibniorpadiro, 110 MiCTUTh BCi
acIIeKTH OLIHKM Oe3leKku Ta e)eKTUBHOCTI, I0CHIAHHS Ha
Orysiy| BIANOBIAHOL JIITEPATYPH, 3 ypaxyBaHHAM Iepea- Ta
MicJisd peecTpaliifHUX J0CIAKEHb Ta Korlii ony0iiKoBaHOT
HAyKORBOT JIiTEpaTypH.

1) Tum mikapchKoro 3acody, 3a AKHM
poBoMIacs ado NJIaHyeThCS
peecTpariis

['eHepHuHUIT TIKApChKUIT 3aCi0, OHOKOMIIOHEHTHHIT

5. TloBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBAHHA, KOJIOBAHHIT HOMED
KJI1HIYHOTO BUIIPOOYBAaHHA

Jliteparypui 1aui

6. ®aza KIHIYHOTO RUMPOOYRAHHS

7. Iepioa MpoBeACHHS KIIHIYHOTO
BHITPOOYBAHHS




8. Kpainu, e npoBouiocs KiliHiuHe
BUMPOOYBaHHS

9. KinbKICTh JOCTITKYBAaHHX

(hakTHuHA:

3allJlaHOBaHaA.

10. Meta Ta BTOpHHHI i1 KIIHIYHOTO
BUIIPOOYBaHHS

11. JIn3aiin KIiHIYHOrO BUIIPOOYBAHHS

12. OcHoBHI KpUTepii BKIIOUCHHS

13. HocninxyBaHHii NiKapcbKui 3acio,
cr10¢10 3acToCyBaHHsA, CHia il

14. Ilpenapat nopiBHAHHSA, 1034,
cr1ocid 3acTOCYBaHHA, CHIIa il

15. CynyTHs Tepanis

2 16. Kpurepii oliHku
e(peKTHBHOCTI

17. Kputepii ouinku 6e3nexku

18. CratHcTHYHI METOIH

19. lemorpadiyHi NOKa3HUKH
OCILIKYBAHOT MOonynsAuii (CTaTh, BiK,
paca, Tol110)

20. Pe3ynbpTaTn e(h)eKTHBHOCTIL

21. PesynbTatu 6e3nexku

22. BUCHOBOK (3aKIIHOUEHHS)

3agBHUK (BJIIACHHK
peecTpauiiiHoro nocBiAYeHHs )
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