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1o [Mopsanky npoBeaeHHs eKCIepTH3H
peecTpauliiHuX MaTepianiB Ha JiKapchKi 3aco0u,
[0 MOJAITHLCS HA JIEPKABHY PEECTPALii0
(mepepeecTpaniio), a TAKOXK EKCIEPTH3H MaTepiaTiB
PO BHECEHHs 3MIH 10 peccTpauiiiHiX MaTepiasis
IPOTArOM il peecTpaLiiHOro nocBiI4eHHs

(myHKT 4 po3ainy V)

3BIT

PO TOKITIHIYHI T0CHizKeHHA

1. Ha3Ba nikapcrkoro 3acody (3a HasBHOCTI -
HOMEp PeeCTPaLliiHOIO MOCBIIYEHHS):

Tenixam, niodinisar ana pozunny s in’exkuii, 20 mr
y (nakoni, 1o 1 ¢uakony ta 1 ammyini 3 2 ma
PO34YHHHIKA (BOJA 1714 1H €KIIIil) B KAPTOHHIH mayii

1) Tun nikapcekoro 3acofy, 3a SKHM
[IPOBOIUIIACA a00 MIAHYETHCS PEECTpaLlis

[ enepuynuii nikapceKuii 3aci6, 01HOKOMIIOHEHTHHI

2) NpORe/IEH1 TOCITIIKEHHS

V' mi

3riguo 3 Bumoramu posainy Il TTopsaky nporenenus
eKCNEePTH3H peecTpalliiiHuX MarepianiB Ha JIIKapchKi
3aco0H, 1110 NOJAlOTECS  HAa  PEECTpaLiio
(nepepeecTpalio), a TaKOXK EKCMEPTH3H MaTepiaiis
Mpo BHECCHHs 3MIH 0 PEECTpAaIiiiHHX MaTepiasin
MPOTArOM i peecTpamiiiHOro  MOCBIYEHHS,
sarBep/keHoro Hakasom MO3 Vkpainu Ned60 Bin
23.07.2015 Ta BiANOBIAHO 0 THILY JIIKAPCHKOIO 3aC00Y
(reHepHUHHI JiKapchbKHil 3aci0) BiACHI JIOKJIHIYHI
AOCIIKEHHA HE MPOBOAHIINCH, /[0 MaTepialliB J0ChE

TakK SIKLLO Hi, OOTPYHTYBATH

BKJIIOYEHO  MarepialM W00  MiJATBEP/UKEHHS
(papmanieBTHYHOI ~ EKBIBAJIGHTHOCTI  JIIKAPCHKOIO
3aco0y, 110 peecTpyeThes, pedepeHTHOMY

JKapcbKOMY 3aco0y, a TaKOXK JIOKJIAIHY HayKOBY
Oidmiorpadito, 10 MICTHTE BCI ACMEKTH OLIHKH
Oesnexu, NOCHJIaHHA Ha OIS BIAMOBIAHOT JIiTepaTypH
Ta Konii ony0:;1iKoBaHOT HAYKOBOT JiTepaTypH.

2. dapmakomnoris:

1) nepBunna papmakoHHaMiKa

JlirepaTypHi JaHi

2) BTOpHHHA (papMaKOIHHAMIKA

JlirepaTypHi naHi

3) ¢apmakosoris 6e3neku

JlireparypHi 1ani

4) papmakonuHaMivHi B3aeMoii

JlirepaTypHi aaHi

3. @apMaKkOKIHETHKA:

1) anaMITHYHI METOAMKH Ta 3BITH LIO0 1X
BasTigaLit

2) BCMOKTYBaHHS

Jliteparypui JaHi

3) po3nojin

JTitepaTypHi 1aHi

4) metabonizm

JlitepaTypHi 1aHi

5) BUBEIEHHS

JliteparypHi 1aHi




6) dapmakokineTHUHI B3acMoOaii
(1OKJIIHIYHI)

UTiteparypHi 1aui

7) inwi papMaKoKiHETHUHI 10CITIIKEHHs

Jliteparypni gani

4. Toxcukomnoris:

I) TOKCHYHICTD y pa3i 04HOPA30BOIrO
BBEJICHHS

JliTepaTypHi naui

2) TOKCHUHICTB y pa3i MOBTOPHUX BBEICHb

JlirepatypHi aani

3) FreHOTOKCHYHICTE: in Vitro

JlirepaTypHi naHi

in vivo (BKIOYaoun J0ZIaTKOBY OLIHKY 3
TOKCHKOKIHETHKH)

Jlitepatypui aaHi

4) KAaHLIEPOTEHHICTE:

JlirepatypHi nani

[IOBFOCTPOKOBI 1OCITIKEHHS

Jlirepatypui nani

KOPOTKOCTPOKORBI JIOCIIIJUKSHHS
a00 JI0CII/DKEHHS CepeIHbOl TPUBAJIOCTI

JlitepatypHi aaHi

10JATKOBI JOCTIKEHHS

Jlireparypui 1aui

5) penpoayKTHBHA TOKCHYHICTD Ta
TOKCHYHHII BIVIHB Ha PO3BUTOK MOTOMCTBA:

JlitepatypHi gaHi

BIUIUB Ha (DEPTUIBHICTD 1 paHHIi
eMOpioHAILHHIA PO3BUTOK

JliTeparypui 1aui

cMOPIOTOKCHYHICTB

JliTepaTypHi naHi

NpeHaTaTIbHA 1 MOCTHATAIbHA TOKCHYHICTh

JlirepatypHi naui

TOCITIIKEHHS, MIPH SIKHX [Ipernapar
YBOIHTBCS ITOTOMCTBY (HECTATEBO3PIITHM
TBapHHAaM) Ta/ado OLIHIOETLCS BiAaadeHa mis

JliTepatypni aani

6) MicLIeBa ITEPEHOCHMICTh

JliteparypHi j1aHi

7) 10ATKOBI JIOCIIZKEHHS TOKCHYHOCTI:

JliteparypHi jiaHi

AHTHT€HHICTH (YTBOPEHHS aHTHTII)

JlitepatypHi JaHi

IMYHOTOKCHYHICTE

JlitepatypHi nani

TTOCTIKEHHS MeXaHI3MIB il

JliteparypHi a1aHi

ITiKapchKa 3a1eKHICTh

Jlitepatypui 1aHi

TOKCHYHICTE META00ITIB

JliteparypHi 1aHi

TOKCHYHICTH JOMILLIOK

JliteparypHi gaui

iHI1e

5. BHCHOBKH 1010 JIOKJIIHIYHOIO BUBYEHHS

3asgBHUK (BIACHHK
peecTpauiitnoro

(Trirme)
_Horrans O.b., menekep 3 peectpaiii TOB « PETDAPM»
(IL 1. B.)

MOCBITYEHH )
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70 TMopanky npoBeneHHs ekcriepTisy
peecTpaLiiiHIX MaTepialiB Ha JIIKapChKi
3aC00M. 110 NOJAITHCA Ha JAePKABHY
peccTpalito (nepepeecTpalir), a TaKoxK
CKCIIEPTHU3H MaTeplaliB IIpO BHECEHHA

3MIH JIO peecTpauiiiHnX MaTepiasis
MPOTATOM /111 peeCTPaliiiHOTO MOCBIAUYCHHS
(nyHKT 4 po3ainy V)

3BIT

PO KJiHIYHEe BUNPOOYBAHHSA

1. HasBa nikapcbkoro 3acody (3a
HAABHOCTI - HOMEp peecTpauiiiHoro
[OCBITUCHHS)

Tenikam, niodinizar Juig po3unHy A7 i ekuiii, 20 Mry
(pnakoni, o 1 dmakony Ta 1 ammysi 3 2 Ml pO3YHHHHKA
(Boja 715 1H'€KIii) B KapTOHHIH mavwi

2. 3agBHUK

TOB «TPIBECTAP ®APM», Pecny6nika Mosnosa

3. BupoOHuk

AH®APM XEJIJIAC C.A., I'peuis

4. [IpoBeneHi AoCiKEeHHS:

tak  \ Hi AKILIO Hi, 0OrpYHTYBATH

3riaH0 3 Bumoramu posainy 11 IMopsiaky nmpoBencHus
EKCIePTH3H PeecTpaIiiiHiX MaTepianiB Ha JTIKapChKi
3ac00H, 1110 [10JAI0THCS Ha PEECTPALLilo (MepepeecTpaLiio),
a TaKOK EKCIIePTH3H MaTepiasiiB PO BHECEHH 3MIH 10
peecTpauiifHiUX MaTepialiB MpoTAroM il peecTpaiiiiHoro
NoCBIAYeHHs, 3aTBepaxkeHoro Hakasom MO3 Vkpainu
Ne460 g1 23.07.2015 Ta BIAMOBIAHO 10 THIY JIIKAPCHKOrO
3aco0y (reHepu4HMil IIKapCchKUil 3aci0) BIacHI KJIIHIYHI
BUIIPOOYBAHHS HE IPOBOAMIINCH, 10 MATEPIaIiB JOCLE
BKJTIOYEHO MaTepiain 11010 MiATBEPIKEHHA
(hapMaLEeBTHYHOT €KBIBAJICHTHOCTI JIKAPCHKOI0 3ac00y, 1[0
peecTpyeThes, pedpepeHTHOMY JTIKapchKOMY 3aco0y, a
TaKOX JT0KJIa1HY HayKoBY Oi0miorpadito, 1o MiCTUTE BCi
aCIIEKTH OLIHKH 0e3MeKkH Ta epeKTUBHOCTI, [IOCHIAHHS Ha
OIJIAA BIAIOBLAHOL JliTEpaTypy, 3 ypaxyBaHHAM [epe/l- Ta
MicJisA peeCTpaLiiiHUX NOC/IiAkKEeHb Ta KOIIii 01y61iKoBaHoT
HayKOBOI JiTepaTypu.

1) THn nikapcekoro 3aco0y, 3a sKHUM
npoBouIacs ado NniaaHyeTbes
peectpauis

['enepuuHuii nikapchbkHii 3acid, 01HOKOMIOHEHTHHUI

5. IloBHa Ha3Ba KIIHIYHOIO
BUIIPOOYBAHHS, KOJIOBAaHUI HOMED
KIIHIYHOTO BUIPOOYBAHHS

JlitepatypHi 1aHi

6. daza KNiHIYHOTO BUITPOOYBAHHS

7. Tlepion mpoBeeHHs! KITHIYHOTO
BUNPOOYBAHHSA




8. Kpainu, ne nposoauiocs kininiuge | —

BUIIPOOYBAHHA

9. KinbKicTh 10CHIAKYBaHHX

3allaHoBaHa:  —
(pakTHUHA: =

10. Meta Ta BTOpHHHI Wiai KTiHIYHOrO | —

BUIPOOYBaHHS

11. Jusaiin kniniggoro BunpoOysanis| —

12. OcHoBHI KpHTEpii BKIIOYEHHS

13. JocnimkyBanuii nikapcekuii 3acib,| —

C110¢10 3acTocyBaHHs, cuiia il

14. IIpenapat nopiBHAHHA, /1034,
crocid 3acTocyBaHHsA, CHIa aii

15. CynyTHsa Tepamis

@ 16. Kpurepii ouiHku
eeKTHRHOCTI

17. Kputepii ouinku 6e3nekn

18. CrarucTHYH] METOIH

19. lemorpadiuni nokasHUKH

1OCIITKYBaHOT monynsAuii (CTaTk, BiK,

paca, TOLI0)

20. Pesynbratn epekTuBHOCTI

21. Pesynbratu Oe3nexn

22. BUCHOBOK (3aK/II0YEHHS)

3asBHUK (BJIACHHK
peecTpauiiiHoro noceiAueHHs)

(minme)

Hosrane O.B., menemxkep 3 peecrpauii TOB «PET®APM»

(IL. I. b.)




