Jlojarok 29

no [lopsanky npoBeneHHs eKCIEPTU3H
peecTpauiiinuX MaTepianiB Ha JiKapChKi
3aco0u, 1110 MOIAITHCS Ha AEPKABHY
peecTpallito (mepepeecTpariro), a TaKoxX
SKCTICPTH3H MaTepiajiB PO BHECEHHS

3MIH J10 peecTpauiifHuX Marepiasie
HPOTATrOM i1 peecTpaliiiHOro NoCBiAUYeHHs
(nynxT 4 posniny IV)

3BIT

PO AOKTiHIYHI JoCHiKeHHA

1. Ha3pa nikapcekoro 3aco0y (3a HassBHOCTI -
HOMEp peecTpaliiiHOTO MOCBIAUSHHS):

Mika(yHI'iH, HOPOLIOK Ul KOHLIEHTPATY JUIS PO3YUHY
1 iHdy3iit no 50 mr a6o 100 mr, no 1 duakony 3
[OPOLIKOM Y KapTOHHI1ii KOpooOii

1) Tun nikapckKoro 3acody, 3a AKHM
NPOBOIHIACS a00 TUTAHYETRCA PEECTpaltis

["enepuyHHMii JliKapcbKuii 3aci0, 0ITHOKOMIIOHEHTHUIA

2) npoBeJieH1 A0CHiKEHHS

\ Hi

3rigno 3 Bumoramu posainy Il [Mopsaky nposenenns
eKCIIePTU3H peecTpaliiiHuX MarepianiB Ha JIIKAPCHKI
3aco0H,  WLIO NOJAK0THCS Ha  peecTpariio
(mepepeecTpanip), a TaKOXK EKCIEPTH3U MaTepiaiis
PO BHECEHHA 3MIiH [0 pEECTpalliHiHUX MaTepiaiin
NpoTAroM  Jii  peecTpamiifHOro  MOCBigYEHHS,
sarBepakeHoro Hakazom MO3 Vikpainun Ned60 Bizx
23.07.2015 Ta BIAMOBIAHO 10 THIY NIKapChKOIo 3aco0y
(reHepHUHHH JiKapchkuil 3aci®) BIacHi JOKIIHIYHI
JOCIII)KEHHS HE MPOBOJWINCH, 10 MAaTepialliB JOCHE

TaK AKIIO HI. OOIPYHTYBATH

BKJIIOYEHO  MaTepiaJii  LOA0  HIATBEPIKCHHS
(apmaleBTHUHOI  €KBIBAJCHTHOCTI  JIIKAPCHKOTO
3aco0y, 110 peecTpyeThes, pedepenTHOMY

TIKapcLKOMY 3aco0y, a Tak0X JOKIaJHY HAYKOBY
Oi0miorpadiro, 10 MICTHTH BCl ACHEKTH OLIHKH
Oe3meKH, MOCHIaHH Ha OrJIs/ BIANOBIAHOT TiTEpaTypH
Ta Korii ony0;11KOBaHOT HAYKOBOT JIiTepaTypH.

2. GapmakoIoris:

1) nepBrHHA apMakoIHHAMIKA

JliteparypHi JlaHi

2) BTOpHHHA (papMaKoAHHAMIKA

JliTepaTypHi gaHi

3) papmaxooris Ge3nekn

UlitepatypHi gaxi

4) (hapmakoIHHAMIMHI B3AEMO/TIT

JliTepaTypni nani

3. ®apMaKoOKiHETHKA:

1) aHaMTHYHI METOAMKHM Ta 3RITH IIOA0 iX
BasTianmii

2) BCMOKTYBAHH#

JliTepaTypHi 1aHi




3) po3mozin

JliTepatypHi gaHi

4) MeTadoIi3M

JliTeparypHi gaHi

5) BUBCJIECHHA

JliTepaTypHi aaHi

0) papmakokiHeTHUHI B3aeMOii (TOKIiHIYHI)

JlitepatypHi AaHi

7) inmni papMakoKIHeTHYHI J0CIIIKEHHS

JliTeparypHi 1aH1

4. Toxkcukomoris:

1) TOKCHYHICTB Y pa3i OJHOPA30BOTO
BREJICHHS

JlitepatypHi gaHi

2) TOKCHYHICTE Y pa3i MOBTOPHHX BBE/ICHE

JliTeparypHi gaHi

3) reHOTOKCHYHICTE:

JliTepaTypHi gaHi

1n vitro

in Vivo (BKIIOYAIOYH JOJATKOBY OL[IHKY 3
TOKCHKOKIHETHKH)

Jlireparypni jaHi

4) KaHLIEPOTE€HHICTh:

JlitepatypHi gaHi

TOBTOCTPOKORI JAOCTIKEHHS

JliTepaTypHi gaHi

KOPOTKOCTPOKOBI1 IOCHIJUKEHHSA

JlitepaTypHi JaHi

TOJATKORI JIOCITIKEHHS

JliTepaTypHi naHi

5) penpoyKTHRHA TOKCHYHICTE Ta TOKCHYHHH
BIUIMB HA PO3BHTOK IIOTOMCTBA!

JliteparypHi gani

BIUTHR Ha (ePTHIIBHICTh 1 paHHIH
eMOpiOHANBHUIT PO3BUTOK

JliteparypHi gaHi

eMOPIOTOKCHYHICTD

JlitepaTypHi JaHi

[IpCHATA/IbHA 1 MOCTHATAILHA TOKCHYHICTh

JlitepaTypHi 1aHi

ITOCITIKEHHS, TIPH SIKHX MPEnapaT YBOJAUTHCS
IIOTOMCTBY (HECTATEBO3PIJIMM TBAPHHAM)
Ta/ab0 OLIHIOETHCH BIaIeHa a1

JliteparypHi aaHi

6) MiclieBa NepeHOCHMICTh

JliteparypHni 1aHi

7) 1OMATKOB] JOCIIIKEHHS TOKCUYHOCTI:

JliTepaTypHi aaHi

AHTHUTCHHICTH (YTBOPEHHS aHTHTIN)

JliteparypHi JaHi

IMYHOTOKCHYHICTD

JliTepaTypHi J1aH1

TOCIIKEeH s MEXaHI3MiB i1

Jliteparypui aani

TiKapchbKa 3a1eKHICTh

JliTeparypHi jaH1

TOKCUYHICTE METadO0IITIB

JlitepatypHi faHi




TOKCHYHICTH JOMIIIIOK JTiteparypHi jaHi

1HIIC

5. BUCHOBKHM 111010 JOKIIHIYHOI'O BUBYEHHSA |—

3asBHHUK (BIIACHUK
peecTpauiiHoro

MOCBiTYEHHS) L‘E(mrmﬂ/ W’V
~BoBk A.l., MeHEIKED 3 peecTpa CBK 3aco0iB TOB «Per®apmy

(L1.E}=




Jonarox 30

no [opsaaxky npoeeieHHs eKCepTH3H
peccTpauiiiHuX MaTepiamiB Ha JIKapchKi
3aco0u, 110 MOIAIOTHCS HA JEePKaBHY
peecTpaiio (epepeecTpaniio), a TaKoxK
€KCIEPTHU3H MAaTEPIaIiB PO BHECEHHA
3MIH JI0 peecTpaliitHiX MaTepianis

MPOTATOM i peecTparifioro mocBiT4eHHs

(myHKT 4 po3ainy IV)

3BIT

Npo KJIiHiYHe BUNIPOOYBaHHS

1. Ha3Ba nikapchkoro 3acooy (3a
HAABHOCTI - HOMEp peeCTpaliifHOro
[MOCBITYEHH)

Mika(yHI1H, HOPOLIOK /U KOHUEHTPATY U1 PO3YUHY I
iH(y31it mo S0 mr ado 100 mr, mo 1 ¢uiakoHy 3 MOPOIIKOM Y
KapTOHHIIT KOpoOIi

2. 3asBHHK

Tosapucteo 3 0OMexeHow BianoiaaneHicTIO «POKET-
OAPM», Ykpaina

3. BupoOunk

TOB «®apmines», Jlarsis

4. [IpoBeneHi JOCTIIKSHHS:

tak  V mi AKIIO Hi, 00IPYHTYBATH

3riaxo 3 Bumoramu posainy III [lopsaxy nposenenns
EKCIIEPTH3H peecTpalliiHUX MaTeplaIiB Ha JIIKapChKi
3aco0H, 1110 MOJAKTHCA HA PEECTPALIIO (MTepepeecTpartiv),
a TAaKOK EKCIIEPTU3M MaTepialiB PO BHECEHHS 3MiH 110
peecTpaliiiHiX MaTepialiB MPOTATOM Jii peecTpaiitHoro
nmocsiguenHs, 3ateepmkenoro Hakazom MO3 Ykpainu
Ne460 Bix 23.07.2015 Ta BiAMOBIAHO A0 THIY JTiKAPCHKOTO
3aco0y (reHepuYHHIl JIIKapChKuil 3aci0) BIacH1 KIIHIYHI
BUIIPOOYBAHHA HE IPOBOIMINCE, 10 MaTepialiB J0CkE
BKJIIOUEHO MaTepiasii 1010 HATBEPIKEHHS
(hapMaLeBTHYHOT €KBIBAJIEHTHOCTI JIIKAPCHKOI'0 3aco0y, 110
PeeCTPYyEThCs, peepeHTHOMY JIIKAPCHKOMY 3aco0y, a
TAKOX JOKIAAHY HayKOBY 0i0miorpadito, 1110 MICTUTB BCi
ACMEeKTH OLIHKH Oe3meku Ta e()eKTHBHOCTI, MOCHIAHHA HA
OTUIAJ BIAMOBIAHOI TITEPATYpH, 3 YpPaXyBaHHAM Iepe- Ta
Iic/s peecTpaLiifHUX J0CIIIKEeHb Ta KOMii omny01ikoBaHo1
HAyKOBOI JIITEPATYPH.

1) Tun nikapceKoro 3acody, 3a SKHM
MpoBoAUIAcs adbo MIaHYEThCs
peecTpais

['enepuunuii ikapcbkuii 3acid, 0JHOKOMIIOHEHTHHIH

5. [loBHa Ha3Ba KIiHIYHOrO
BUNIPOOYBAHH:A, KOAOBAaHHH HOMED
KJTIHIYHOTO BHIIPOOYBAHHS

JliteparypHi JaH1

6. ®a3a KIIHIYHOTO BUIPOOYBAHHSA




7. [lepiox npoBeaeHHS KIIHIYHOTO 3

Ino

BUITPOOYBaHHs

8. Kpainn, ne npoBoaunocs kiiHiune | —
BUIIPOOYBAHHS

9. KinpKICTh TOCTIIKYBaHUX 3aMIaHOBaHA:
bakTruHa:

10. Meta Ta BTOpUHHI L1 KJIIHIYHOTO | —
BHIIPOOYBaHHS

11. Inzaiin k1iHiYHOrO BUIIPOOYBAHHS| —

12. OcHOBHI KpUTEpIi BKIIOYCHHS -

13. TocnigkyBaHuii liKapcbKuid 3acid,| —
crocid 3acTocyBaHHs, cuia Ail

14. Tlpenapat nopiBHsIHHA, /1034, -
criocid 3acTocyBRaHHA, cuia il

15. CynyrHa tepamnis -

16. Kputepii oLiHKH ¢(heKTHBHOCTI -

17. Kpurepii oiHkH Oe3neKu =

18. CrarucTHYHI METOIN =

19. lemorpadiuni nokazsHHUKH -
[10CIIIIKYBAHOT MONYJISIIT (CTaTh, BIK,
paca, TOlLILO)

20. PesynbraT eheKTHBHOCTI -

21. PesynbTaTi 6e3nexku

22. BUCHOBOK (3aK/IHOUEHHS )

3asBHUK (BJIACHUK
peecTpauiitHoro nocBiA4EHHs)

«Per®apm»
(I1. 1. b.)




