Jonarok 29

10 Iopanxky npoeeeHHs eKCrepTH3H
peecTpaliiiHuX MaTepiasiB Ha JIKapChKi 3ac00H,
1[0 TIO/JAI0TECH Ha JIePKaBHY PeECTpPaLiio
(mepepeecTpaniio), a TAKOXK eKCIEPTH3H MaTepiain
PO BHECEHHA 3MIH 10 peecTpauiiiHuX Marepiajin
NPOTATOM Aii peecTpaLiiHOTO MOCBIAYEHHs

(myHKT 4 po3ainy IV)

3BIT

PO AOKIiHIYHI T0C/Ti/KeHHA

1. Ha3sa nikapcekoro 3aco0y (3a HasBHOCTI -
HOMEp peecTpaliiiHOrO OCBIqYEHHS):

ITIKJIOIITHK, xpanuti ouni, po3uus, 0,5 Mr/mi,
110 10 Ma y dutakoni 3 npoOKor-KpanelisHHIIEIO Ta
KapTOHHIi mayri

1) Tum mikapcekoro 3aco0y, 3a AKHM
[IPOBOAMIIACS a00 IUIAHYETHCS PEECTpaLlis

['10puaHHii iKapchbKUii 3aci0, 0JHOKOMIOHEHTHHIH

2) npoBeaeH1 JOCTIIKEHHS

\ i

3rizno 3 Bumoramu posziny Il Topsaky nposenenns
€KCIIEPTU3H PEeECTpaLliiHUX MaTepialiB Ha JIKapCHKI
3aco0u, 10 H0/IAK0ThCA Ha peecTpanio
(mepepeecTpalito), a TaKoXK EKCIEPTH3H MaTepialis
Mpo BHECEHHS 3MiH JI0 PEECTpalliiiHuX MaTepiani
MpOTATOM Al PeeCcTpaliifHOTO  MOCBIAYCHHS,
sarBepakenoro Hakazom MO3 Vkpainn Ne460 Bijn
23.07.2015 Ta BiAIOBIAHO J10 THILY JIIKAPCHKOTO 3aC00Y
(ridpuaHuii mikapcbkuil 3aci6) BmacHi gOKIiHiuHi
JOCHI/PKEHHS HE MPOBOAWIHCE, 0 MarepiaiiB Joche

TaK AKIILO0 Hi, 00IpYHTYBATH

BKIIIOYEHO  MaTepiald  MIOA0  MNiATBepKEHHs
(papManeBTHYHOI ~ EKBIBAJICHTHOCTI  JIKAPCHKOIO
3aco0y, 110 peecTpyeThcs, pedepeHTHOMY

MKapchKOMY 3aco0y, a TAaKOXK JOKIJHY HAYKOBY
Oidmiorpadito, MO MICTHTE BCI aACMEKTH OLIHKH
Oe3nexH, MOCHIaHHs Ha OIS/ BIANOBIIHOT JTiTEpaTypH
Ta KOMII ony0:11KOBaHOT HAYKOBOI JIiTEpaTypH.

2. ®apmakosioris:

1) nepBunHa dapMako uHAMIKa

JliTepaTypHi nami

2) BTOpHHHA (papMaKoIWHAMIKA

JlirepaTypHi gaHi

3) dbapmakonoris 6e3rnexu

JliTepatypHi 1aHi

4) hapmakorHaMIYMHI B3aeMOIi

JlitepatypHi jaHi

3. @apMaKOKIHETHKA:

1) aHamITHYHI METOAMKH Ta 3BITH 11010 X
Basiganii

2) BCMOKTYBaHHA

JlitepatypHi j1aHi

3) po3moain

JlitepaTypHi nami

4) MeTadoIIi3M

JliTeparypHi nani

5) BUBEICHHS

JlitepaTypHi naHi




6) (papMakOKIHETHYHI B3aeMOJIiT
(1OKTIIHIYHI)

JliTeparypHi aaHi

7) innn papMakoKiHETHYHI JOCIIPKEHHS

Jlitepatypui gani

4. TokcUKOIOrs:

1) TOKCHYHICTB y pa3i OJHOPA30BOTO
BBE/ICHHS

JliTeparypHi gaHi

2) TOKCHYHICTB y Pa3i MOBTOPHUX BBEIEHb

JlirepatypHi naHi

3) rEeHOTOKCHYHICTE: 1N Vitro

JTlirepatypHi naHi

in vivo (BKJIIOYAIO4N J0JATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

JliTeparypHi aaHi

4) KaHLIEPOTEHHICTE:

JlirepatypHi 1aHi

NIOBrOCTPOKOB1 JIOCIIIKEHHA

Jlireparypui 1ani

KOPOTKOCTPOKOBI TOCIIi[KEHHS
a00 NOCHiIKEeHHS CepeIHbOT TPHBAJIOCTI

JlitepatypHi 1ani

10JaTKOB1 JOCIIIUKEHHA

Jlireparypui xani

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHI{ BIUIMB HA PO3BHTOK IOTOMCTBA!

JliTeparypHi gaHi

BIUIUB Ha (PePTHIILHICTD 1 paHHIH
eMOPIOHAIBLHNN DO3BUTOK

JlirepatypHi 1aHi

eMOpPIOTOKCHYHICTh

JlirepatypHi 1ani

[Ip€HaTajlbHa 1 IOCTHATAIBHA TOKCHYHICTD

JliteparypHi aaHi

VTOCITIIKEHHS, TIPH AKUX [Iperapar
VBO/IUTBCH MOTOMCTBY (HECTATEBO3PLTHM
TBAPUHAM ) T4/a00 OIIHIOETECS BIAIANEHA JIis

JliTeparypHi naHi

0) MiCLIEBa NEPEHOCHMICTh

JliTepatypHi nani

7) TOMATKOBI JOCHIAKEHHS TOKCHYHOCTI:

JliteparypHi jaHi

AHTHT€HHICTH (YTBOPEHHS AHTHTLI)

JliTeparypHi 1aHi

IMYHOTOKCHYHICTD

JliTeparypui gaui

TTOCHIIKEHHA MEeXaHi3MiB ail

JliTeparypHi 1aHi

ITIKapchKa 3a1eKHICTD

JliTeparypHi aaHi

TOKCHYHICTE META00ITIR

JliTeparypHi aaHi

TOKCHYHICTE JOMIIIOK

JliTeparypHi aaHi

IHILIE

5. BHCHOBKH I[0/10 TOKJIHIYHOTO BUBYEHHA

4

Y
3asBHUK (BJIIACHUK //(/

peecTpaniiinoro (rfiftfue)
MOCBITYEHHS) Jloerans O.b., kepiBHUK Meanunoro aenapramenty TOB «PMKI™»
(I. I. B.)




Joxarok 30

no Ilopsaxy npoBeneHHs eKCnepTH3H
peecTpaliiiHuX MaTepiaiiB Ha MiKapchKi
3ac00H, 110 M0/AK0ThCS HA IEPIKABHY
peecTpaliio (IepepeecTpariio), a TAKOK
EKCIIEPTH31 MaTepialiB Npo BHECCHHS

3MIH JI0 peecTpaliiiHiuX MaTepiasie
MPOTArOM i1 peecTpaIlifHOrO MOCBIAUYEHHS
(myHKT 4 po3ainy IV)

3BIT

Npo KIiHIYHe BUNIPOOYBAHHS

1. Haspa nikapcekoro 3acody (3a
HasBHOCTI - HOMEp peecTpaiiiiHoro
MOCBITUYCHHS)

ITIKJIOIITHK, kpamii o4sni, po3uus, 0,5 Mr/mi,
110 10 M1 y drakoHi 3 npoOKO0-KpaneasHUIEO Ta
KapTOHHIH nayili

2. 3asgBHUK

EnEnCi Pomdpapm Komnani Jxopmkus, I'pysis

3. BupoOnuk

K.T. Pompapm Kommani C.P.JI., Pymynis

4. ITpoBe/eH1 TOCTi KEHHS:

tak  \ Hi SIKIO HI, 00IPYHTYRBATH

3riano 3 BuMoramu posainy Il IMopsaky nporenenus
EKCIEPTH3H peecTpaliifHuX MaTepiasiB Ha JTIKapChKi
3ac00H, 1110 [OIAK0THCS HA PEECTpalliio (IepepeecTpariro),
a TAKOK EKCIePTH3H MaTepiamiB MPO BHECEHHS 3MiH /10
peecTpaniifHuX MaTepiaiiB NpoTAroM Iii peecTpaniiinoro
MOCBiA4YeHHs, 3aTBep/uKeHoro Hakazsom MO3 Vkpainu
Ne460 Big 23.07.2015 Ta BiANOBIAHO A0 THITY TIKapCHKOTO
3aco0y (ribpuaHuii Jikapchbkuii 3aci0) BiacHi KiiHIuHI
BUIPOOYBaHHA HE IPOBOIMIINCH, /10 MATEPIaliB J0CHE
BKJTFOUEHO MaTepiaiy MOo/10 NiATBEPIIKEHHS
(hapMaLIeBTHYHOT €KBIBAJIEHTHOCTI JIIKAPCHLKOTO 3aC00Y, 110
peecTpyeThes, pepepeHTHOMY JliKapchKoMYy 3aco0y, a
TaKOK I0KJIaJHy HayKoBy 0i0aiorpadiro, 110 MiCTUTE BCi
aCIEKTH OLIHKH Oe3eKkH Ta e()eKTHBHOCTI, IIOCHIAHHS Ha
OIJISI/L BIANIOBIAHOL JIITEpAaTypH, 3 ypaxyBaHHAM Iepea- Ta
Mic/s peecTpauiitHUX NOCIiIKeHb Ta KoIii omyOikoBanol
HAayKOBOI JTiTEpaTypu.

1) TN nikapceKoro 3aco0y, 3a AKHM
nposoaunacs adbo MiaHyeTbes
peecTparis

['1OpuaHuil TiKapchKuii 3acid, 0JHOKOMIOHEHTHHI

5. IloBHa Ha3Ba KIIHIYHOTO
BUNPOOYBaHHsA, KOAOBAaHUI HOMED
KJIIHIYHOT'O BUIIPOOYBAHHS

UliTeparypui aamui

6. dasa kKNHIYHOTO BHMPOOYBaHHS

7. Ilepios npoBeACHHSA KIIHIYHOTO
BUIIPOOYBaHHS




8. Kpaiuu, 1e npoBouiocs KiiHiuHe
BUITPOOYBAHHS

9. KUIbKICTE JOCHIIKYBAHHX

3aTIaHOBaHa:
(pakTHYHA:

10. MeTa Ta BTOpHHHI i) KJIIHIYHOTO
BUIIPOOYBaHHS

11. Jnzaiin K1iHIYHOTO BUIIPOOYBAHHS

12. OcHoBHI KpUTEPii BKIOYEHHS

13. JJocniaxyBaHuii JlikapcbKuii 3acio,
crocid 3acTocyBaHHs, cuaa il

14. [Ipenapar nopiBHAHHA, /1034,
crocib 3acTocyBaHHs, cuaa il

15. CynyTHa Tepamis

16. Kputepii ouinku eeKTHBHOCTI

17. Kpurepii oninku 6e3nexn

18. CratHcTHYHI METOOH

19. Iemorpadivyai noKa3sHHKH
TOCTIKYBAHOT MOMYJIALil (CTaTh, BiK,
paca, TOLLO)

20. Pe3ynbsTaTh eheKTHBHOCTI

21. Pesynbratu Oe3neku

22. BUCHOBOK (3aKIHOYCHH)

3asgBHHK (BJIACHHK
peecTpaniiHOrO MOCBITYSHH:)

(1 iﬁ'nflc)

Jlosrans O.5.., kepiBHHK Meau4HOro aemnapramedty TOB
«PMKT'»
(II. I. B.)




