Honatok 30

1o [opsaxy mpoBeqeHHs eKCIepTH3H
peecTpaliifiHuX MaTepiaiiB Ha JIiKapehki
3aco0H, 110 MOJAKTHCS HA JICPKABHY
peecTparniio (epepeecTpartiio), a TAKokK
€KCIIEPTH3H MaTepialiB PO BHECCHHS

3MiH JI0 PecCTpaIliiHuX MaTepiaris
IIPOTATOM JIil peeCTPaLifHOTO MTOCBI TYEHHSI
(myHKT 4 po3miny IV)

3BIT

Npo KJIiHiYHe BHNPOOYBAHHSA

1. HasBa nikapcekoro 3aco0y (3a
HAsIBHOCTI - HOMEP peecTpaniiHoro
[TOCBITUEHHS)

Eninpo0, po3uwH mis in'exuii, 15 mr/1,5 mi, mo 1,5 M B
ammyni, mo 3 abo mo 5 ammyn y KOHTYpHiM 4apyHKOBii
YIOAKOBIi; 1O | KOHTYpHIH 4YapyHKOBiH yIakoBLi B
KapTOHHIN madii

2. 3asiBHUK

TosapucTBo 3 00MEXEHOIO Bi/INOBIfaIbHICTIO «ByTikoBa
(apmanepTiuna Kommanis «CamoTapic», Ykpaina

3. Bupobuuk

K.T. Pomdpapm Kommnani C.P.JI., Pymynia

4. [TpoBeneHi mocipKeHHS:

TakK \/ Hi SIKITIO Hi, OOIPYHTYBATH

3rijgHo 3 BUMoramu posziny 111 TTopsaxy nmpoBeaeHHs
€KCIEPTH3H peecTpaLifHUX MaTepialliB Ha JTiKapchKi
3aco0H, IO MOJAI0THCS HA PEECTPAILiio (epepeecTpailiio), a
TaK0XK eKCIEPTH3U MaTepialiB IO BHECCHHS 3MiH J10
peecTpauiiiHiX MaTepialiB MPOTATOM JIii peecTpaniiHoro
NOCBiIUeHHS, 3aTBepuKkeHoro Hakazom MO3 Vkpainu
Ne460 Big 23.07.2015 ta BiAMOBIAHO 10 THILY JIIKAPCHKOIO
3aco0y (reHepHuHUI JTiKapchKui 3aci0) BIAcHI KIIiHIYHI
BHIPOOYBaHHS HE IIPOBOMIIKCH, JI0 MaTepiaiB J0CkE
BKJIFOUEHO MaTepialii MO0 MiATBePKEHHS
(hapManeBTHYIHOT eKBiBaJIEHTHOCTI JIKAPCHKOTO 3ac00y, 110
peecTpyeThes, pepepeHTHOMY JliKapchKoMy 3aco0y, a
TaKOX JOKJIaJHy HayKkoBy Oi0Jriorpadito, 110 MiCTHTE BCi
ACIeKTH OIIHKH Oe3neku Ta eeKTHBHOCTI, MOCHIAHHS Ha
OIJISI BiTIOBITHOI JiTepaTypH, 3 ypaxyBaHHIM MEpE- Ta
ITicyIs peecTpallifHuX A0CHiDKeHb Ta KOl omy0/ikoBaHol
HayKOBOI JIiTepaTypH.

1) THD NiKapceKOro 3aco0y, 3a IKHM
poBoaMiIacs abo MIaHyeThCs
peecTpariis

['enepuaHuii nikapceKkuit 3acid, 0THOKOMIOHEH THHIA

5. [loBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBAHHA, KOJOBAHUH HOMED
KITIHIYHOTO BUIIPOOYBaHHS

Jlitepatypni nani




6. @a3a KIiHIYHOTO BUMPOOYBAHHS

7. Ilepion npoBeieHHs KIIHIYHOTO
BUIIPOOYBAHHS

110

8. Kpainwu, e npoBoauiocs KiiHigHe
BUIIPOOYBaHHS

9. KinbKicTh 1OCHiKyBaHHX

3ariaHOBaHA:
(baxkTHYHA:

10. Meta Ta BTOpHHHI i1l KJIIHIYHOTO
BUIIPOOYBaHHSA

11. Jln3aiin KaiHiIHOTO BUIIPOOYBAHHS

12. OcHOBHI KpuTepil BKIIOYECHHS

13. locnipxyBaHuit JlikapchKuii 3acio,
crioci6 3acTocyBaHHsl, CHiIa il

14. Ilpenapat nopiBHsHHS, 1034,
croci6 3acTocyBaHHs, CHIA il

15. CynyTus Teparis

o 16. Kpurepii oninku
eeKTHBHOCTI

17. Kpurepii ominku 6e3nexu

18. CraTuctiuni MeToau

19. Jlemorpadivni NOKa3HUKH
UTOCTILDKYBAHOT Oy JIALli (cTaTh, BiK,
paca, TOIIO)

20. PesyapTaTn eheKTHBHOCTI

21. PesyabTaTn Oe3mexkn

22. BUCHOBOK (3aK/IFOYEHHS)

3asBHHK (BJIACHHUK
pEECTpaLiifHOTO MOCBITYCHHS )




Jonarox 29

1o Ilopsanky npoBeneHHS eKCepTH3H
peecTpaniiiHuX MarepiaiB Ha TiKapcbKi
3aCO0H, 10 MOJAIOTECS HA JACPIKABHY
peecTpaniio (mepepeecTpaiiio), a TaKkox
€KCIIEPTH3M MaTepiajiiB PO BHECEHHS
3MIH JIO peecTpaliiiHiX MaTepiaiiB
IPOTATOM i1 peeCTPaIifHOrO MOCBIIYEHHS
(myHKT 4 pozainy 1V)

3BIT

PO AOKJIHIYHI JOCTiAKEHHN

1. Ha3pa nikapcekoro 3acody (3a HassBHOCTI -
HOMEDP PeECTPAIIHOTO TTOCBIT4EHHS):

Eninpo06, pozuun aus id'exmiid, 15 mr/1,5 ma, mo 1,5
MI B ammyni, mo 3 afo mo 5 aMmyn y KOHTYpHii
4apyHKOBIH yMaKOBIl; MO | KOHTYpHIA 4YapyHKOBIi
YIIaKOBI(l B KAPTOHHIH mayri

1) Tun mikapcekoro 3aco0y, 3a IKHM
NpPOBOAHIIACS a00 IJIAHYETBCS PEECTPALLis

| 'enepryHMH JliKapchKuil 3acid, 0OJHOKOMITIOHEHTHHM

2) poBeAeHi TOCTiKEHHS

Tak \ Hi KOO Hi, 0GIPYHTYBATH

3rinHo 3 Bumoramu posainy III TMopsaky nmpoBemeHHs
€KCIICPTH3H PEECTpPallifHUX MaTepialiB Ha JIKapChKi
3acobu, 10 NOJATECS  HA  PEECTpAIiio
(mepepeecTpallifo), a TaKoXK EKCICPTH3H MaTepialiB
PO BHECEHHS 3MIH [0 pEECTpallifHHUX Marepiasis
MPOTATOM it peecTpariiftHoro IIOCBIIYEHHS,
3atBepkeHoro Hakazom MO3 Vkpaium Ned60 Bin
23.07.2015 Ta BIiANOBIAHO O THIY JIKAPCHKOrO
3aco0y (reHepuuyHHWH JiKapchkuii 3aci0) BmacHi
JNOKJTIHIYHI JIOCII/DKEHHST HE IPOBOJWIACH, [0
MaTepiaZiB  JOChE€ BKIIOYEHO Marepiaiid  IoJ0
niaTBepmKeHHS  (apMaleBTHYHOI €KBIBAJIEHTHOCTI
JIKapChKOTO 3aco0y, 1o PEECTPYETHCH,
pedepeHTHOMY JiKapcekoMy 3aco0y, a TaKox
JIOKNaaHy HayKoBy OiOmiorpadiro, 1o MICTHTH BCi
ACTIeKTH OIIHKH Oe3meKkw, IIOCHJIAHHS Ha OISl
BIAMOBiAHOI JiTepaTypu Ta Komil OIyOJIiKOBaHOI
HaYKOBOI JIITEpaTypH.

2. dapmaxkoioris:

1) nepeuHHa papmakoHaMiKa

JliteparypHi naHi

2) BTOpuHHA (papMaKoJHHAMIKA

JliteparypHi xaHi

3) dapmakosoris Geznexu

JliteparypHi naHi

4) bapMakoIHHAMIYHI B3aeMOIi1

JliteparypHi nani

3. dapMaKkoOKiHETHKA:

1) aHAMITHYHI METOIMKH Ta 3BITH LIOJ0 1X

JlitepatypHi naHi




2) BCMOKTYBaHHS

JlitepaTypHi naHi

3) po3nomin

JliteparypHi naui

4) MeTabo1i3M

JlireparypHi gaui

5) BUBEEHHS

JlitepatypHi naui

6) hapMaKOKIHETHYHI B3aeMOJIiT (JIOKTiHiuHi)

JliteparypHi naui

7) iHmmi GapMaKOKiHETHYHI JOCIIIKEHHS

JlitepatypHi nami

4. TOKCUKOJIOIS:

1) TOKCHYHICTB ¥ pa3i 0JIHOPA30BOr0O
BBEIICHHS

JlirepatypHi naHi

2) TOKCHYHICTh y pa3i MOBTOPHHUX BBEJEHB

JlitepatypHi naHi

3) TeHOTOKCHYHICTE: in Vitro

JliTeparypHi naHi

in vivo (BIJIFOYAIOYH JIOJATKOBY OIIIHKY 3
TOKCHKOKIHETHKH )

JlireparypHi naHi

4) KaHIIEPOTCHHICTh:

ITOBIOCTPOKOBI JOCII IKEHHS

JliteparypHi naHi

KOPOTKOCTPOKOBI JIOCITI IDKEHHS

JliTeparypHi gasxi

TOIaTKOBI JOCIIHKEHHS

JliTeparypui gani

5) penpoyKTHBHA TOKCHUHICTEH Ta TOKCHYHHH
BIUIMB Ha PO3BHTOK IIOTOMCTBA!

Jliteparypui naui

BIUTHB Ha (epTUIILHICTE 1 paHHIA

JlitepatypHi naHi

eMOPIOTOKCHYHICTh

JlitepatypHi gaHi

[IpEeHATAIbHA 1 NOCTHATAIFHA TOKCHUHICTE

JliteparypHi naHi

IIOCJ'IiI[)KeHHH, IIPpHA AKHUX IpErapaTr YBOOHUTHCA

JliteparypHi nami

6) MicIieBa IEPEHOCUMICTh

JlitepatypHi aaHi

7) 10JIATKOBI JTOCITIJDKEHHS TOKCHYHOCTI:

AHTHTCHHICTH (YTBOPESHHS aHTHTL)

JlitepaTypHi jaHi

IMYHOTOKCHYHICTh

Jliteparypui nani

ImocimKeHHs MeXaHi3MiB il

JliTeparypHi faHi

JIIKapChKa 3aJIeKHICTh

JliteparypHi nani

TOKCHYHICTH MeTa0oJIITIB

JliTepatypui nani

TOKCHYHICTH JIOMIIIIOK

JlitepaTypHi naHi

1HITIE

JlireparypHi naHi




5. BHCHOBKH 111010 JIOKJIIHIYHOTO BHBUEHHS

3asBHUK (BIaCHUK
peecTpaniifnoro
MOCBIIYEHHS)




