Honarok 29

10 ITopsaky mpoBe/leHHs eKCIIEPTH3H
peecTpaliifiHux MaTepialiB Ha JIKapChKi
3aco0H, 1110 MOAAITHCS Ha AEPiKABHY
peecTpaniio (IepepeecTpariiio), a TaKox
€KCIIepTH3H MaTepiailiB IPO BHECEHHS

3MiH JI0 peecTpaliifHux MaTepianin
IpPOTATrOM il peecTpaniifHoro mocBiaueHHS
(nyHkT 4 po3uiny IV)

3BIT

Npo AOKJIHIYHI A0CaizKeHHS

HOMEp PeecTpanifHOro MOCBIIYEHH):

1. Haspa nikapcekoro 3aco0y (3a HasBHOCTI -

Coupt meauunuii 70 %, pozuun 70 %, no 100 ma y
¢aakonax cKIsTHUX abo moJimepHux, mo 100 My
fGaHKax CKJISHHUX a0o moJjiMepHux, mo 1.1y
¢1akonax a6o KaHicTpax nmojgiMepHux, o 5., 10 a
y KaHicTpax mojiMepHHX, 3asasHuk: TOB
«YkpaiHcbKka papManeBTHYHA KOMIaHisg»,
Vkpaina, Bupoonuk: [IpAT «bBioaix», Ykpaina

1) Tan nikapcekoro 3acoby, 3a AKMM
poBoriIacs abo ITaHYEThCS peecTpanis

nikapeekuit 3aci6, o BUPOOISETHCS 3TiIHO i3
3aTBEPPKCHHUM IIPOIIHCOM

2) mpoBeJieHi JOCIIKeHHS

tak \ Hi sKmo Hi, OGTPYHTYBATH

3rigso 3 Bumoramu [lopsaxky npoBeneHHs €KCIEPTH3H
peecTpalifiHuX MaTepianiB Ha JIKapchbKi 3aco0H, IO
NOAIOTHCS HA peecTparliio (TepepeecTpalliio), a TaKoX
EKCIIEPTU3M MaTepialiB  [pO BHECEHHA 3MiH JIO
peecTpamifHIX MaTepialiB IPOTATOM Iii
peecTpaniiHoro IIOCBiTYEHHS, 3aTBEPIKEHOTO
Hakazom MO3 Vkpaiau Ne 460 Bim 23.07.2015 Ta
BiZIOBIZIHO IO THITY JIiIKAPCHKOTO 3aco0y (MiKapChKui
3aci®, Mo BHPOOJSETHCS 3TITHO 13 3aTBEPIKEHHUM
[pPONKCOM) BJIACHI JOKJIHIYHI JOCHI/DKEHHS He
POBO/IMJIACE, JTITEPATYPHI JiaHi He Haal0ThCA.

2. ®apmakooris:

1) nepBuHHA apMaKoaHHAMIKa

He napatoThes

2) BTOprHHA (hapMaKoIHHAMIKa

He nHamaroTbecs

3) hapmakosorisi Ge3neKu

He mamarothcs

4) hapMakoMHAMIYHI B3a€EMOIIT

He manmatotscs

3. dapmMaKoKiHETHKA:

1) aHamiTHYHI METOHUKH Ta 3BITU OO iX
paJTi ALl

He nanarothes

2) BCMOKTYBaHHS

He magarotbcs

3) po3mozin

He naparoTnes




5 He HanmaroTbCs
4) MeTaboi3M

He HanmaroThca
5) BUBEICHHS

, ; . . .. |He HapaioTbcs
6) hapMaKoKiHeTHUHi B3aeMOJii (IOKITiHI4Hi)

. : . . He manmaroTbes
7) inui dapMakoKiHETHYHI JOCIIDKCHHA

4. TOKCHKOJIIOTIA:

, . He HagaroThcs
1) TOKCHYHICTH Y pa3l OJIHOPa3OBOr0

’ : He HaparoThCs
2) TOKCHYHICTB Y pa3l HIOBTOPHUX BBEJIEHb

. - He naparoTbes
3) reHOTOKCHYHICTD: 1N VItro

o . He mamarothes
in vivo (BKJIIO4Yar049H JOJATKOBY OLIIHKY 3

TOKCHKOKiHETHKH)

4) KaHIIEpOT€HHICTh:

. : He HagaroThCH
JTOBrOCTPOKOBI JOCIIDKECHHS

" : He HamaroThed
KOPOTKOCTPOKOB1 JTOCIIDKEHHS

. ; He napatoTeca
10/1aTKOBI TOCHIHKEHHS

5) penpoAyKTUBHA TOKCHYHICTh Td TOKCHYHHI
BILUIMB Ha PO3BHTOK IOTOMCTBA!

: . s He mamatotses
BILTHB Ha QEpTHIILHICTE 1 paHHIN

eMOpioHAIBEHIN PO3BHTOK

4 . He nanatorses
eMOpIOTOKCHYHICTh

. ) He maparoThes
peHaTaIbHA 1 NOCTHATAIbHA TOKCHYHICTH

" He HagmaroThcs
UTOCITIIKEHHS, IPH SIKHX Iperapar YBOAUTHCS

IOTOMCTBY (HECTATEBO3PIIHM TBAPHHAM)
Ta/a60 OLIHIOETHCS Bi/UTANEHA JTis

; . He HajaroTecs
6) mMiciieBa IEPEHOCHUMICTh

7) IONATKOBI JAOCIIIKEHHS TOKCHIHOCTi:

. . He napatornes
AHTHIEHHICTH (YTBOPEHHS aHTHUTLI)

! ; He zagarorbes
IMyHOTOKCHYHICTb

: oS He nagamoTecsa
mociKEHHS MEXaHi3MIB i

: ; He HamaroThCsA
TiKapchKa 3aJ1e)KHICTD

; e He magarorees
TOKCHYHICTH META0O0IIITIB

. . He HamaoTees
TOKCHYHICTH JIOMIIIIOK

e He nanamoTecs




5. BiCHOBKH 11010 JOKTIHIYHOTO BUBYECHHS |—

>
3agBHUK (BIIACHHK (\b Q}p /1/ :
Vi L) /
peecTpaniifHoro xQ '
\J i NG,

MTOCBITYECHHS)

TOB «Ykpainceka GhapMaieBTUIHa KOMIIaHis»

I'.B.CunziHcbKa
(TL. 1. B)




Jlonarox 30

no Ilopsaky IpoBeEHHS EKCIEPTH3H
peecTpauiifHuX MaTepiaiiB Ha JTiKapchKi
3aco0H, IO NMOAAIOTHCS HA ACPIKABHY
peecTpariio (TIepepeecTpariiioo), a TaKoxK
eKCIIepTH3H MaTepialiB PO BHECEHHS

3MIH [0 peecTpauifHux MaTepialis
IIPOTATOM Jii peecTpaniifHOro mocBigueHHs
(myHKT 4 po3ainy 1V)

3BIT

Npo KJIiHiYHe BHNIPOOYBaHHSA

1. Haspa nikapcekoro 3aco0y (3a
HasBHOCTI - HOMEpP peecTpalliiiHoro
MIOCBiTYCHHS )

Croupt mexuannii 70 %, po3unn 70 %, no 100 ma y
(prakoHax CKISTHHEX a00 mojimMepHux, mo 100 ma y
GaHKax cKJISIHHX 200 moJimepHux, no 1 1y ¢paaxonax
200 KaHicTpax moJiMepHUX, o S i, 10 1y kanicrpax
MoJIiMepHHX

TOB «VYkpaiuceka hapManeBTHUYHAa KOMIIaHis», YKpaina

2. 3assBHUK
3. BupoOHHKH [IpAT «bionix», Ykpaina
4. [IpoBeaeHi JOCTIIKEHHS: tak \ Hi  SKIIO Hi, OBIPYHTYBaTH

3rigso 3 BuMoramu [TopsiiKy IPOBEAECHHS €KCIEPTU3H
peecTpariifHuX MaTepialiB Ha JlikapchKi 3aco0u, 1o
OAI0THECS HA PeecTpalito (IepepeecTpaiio), a TaKoX
eKCIIEPTU3H MaTepialiB IPO BHECEHHs 3MiH JI0
peecTpalifiHiX MaTepiatiB MPOTAroM JIii peecTpaiiHoro
ocBiuenHs, 3arBepkeHoro Hakazom MO3 Ykpainu
Ne460 Bix 23.07.2015 Ta BiANOBIAHO O THITY JiKapCHKOTO
3aco0y (ikapcekuit 3acif, 110 BUPOOISAETHCS 3T1/IHO 13
3aTBEP/DKEHUM IIPONKCOM) BJIACHI KITiHIUHI BUIPOOYBaHHA
He IPOBOJIMIINCH, JITEPaTYPHI JaHi He HaAaloThCs.

1) Tun nikapcbkoro 3acody, 3a IKUM
npoBoauiacs abo MIaHy€eTbCs
peecTparist

TiKapchKHi 3aci0, 10 BUPOOIAETHCS 3T1THO 13
3aTBEPKEHHUM IIPOIIHCOM

5. [loBHa Ha3Ba KJIIHIYHOIO
BUIIPOOYBaHHSI, KOJOBaHHI HOMED
KJIHIYHOTO BHIIPOOYBaHHS

He mamarotescs

6. ®aza KIiHIYHOrO BHIIPOOYBaHHS

7. Ilepioa npoBeAeHHS KIIHIYHOIO
BUIIPOOYBaHHS

8. Kpainwm, ne mpoBoAMIOCs KIiHIIHE
BUIIPOOYBAHHS




9. KinbKiCTh HOCHI Ky BAHAX

3alljiaHoBaHa. —
(hakTHYHA: —

10. MeTa Ta BTOPUHHI LTI KJIIHIYHOTO
BUIIPOOYBaHHA

11. JTu3aiiH KIiHIYHOrO BHNIPOOYBaHHsA

12. OcHOBHI KpUTepil BKIOYEHHS

13. locmimkyBaHuii JrikapchKHi 3aci0,
croci6 3acTocyBaHHs1, CHIA il

14. Ipenapat nOpiBHSAHHS, 1034,
croci6 3acTocyBaHHS, cHIa Oii

15. CynyTHs Teparmis

16. Kpurepii oninki eeKTHBHOCTI

17. Kpurepii oninku 6e3nexu

18. CraTucTHyHi METOIH

19. lemorpadivHi NOKa3HUKH
nocipKyBaHoT Moy Isnii (CTaTh, BiK,
paca, ToLIO)

20. Pesynbrartd eeKTHBHOCTI

21. PesynesraTtn O6e3mexu

22. BUCHOBOK (3aK/TIOUCHHS)

3asBHUK (BIACHHK
peecTpalifHoro MoCBiTYeHH)

sk

V (migmac) . &=
HOBHOBa)KHHH H[{ CTaBHHK

TOB «YxkpaiHceka cbapMaueBanHa KOMI'[a.Hlﬂ»- '

I'.B.Cu/3iHCBEKA
(1. 1. B.)




