Honarok 29

J0 ITopsanky npoBe/ieHHs eKCIepTH3H
peecTpauifHuX MaTepialiB Ha Nikapchki
3aco0H, 110 NOJAKTLCS Ha AePKaBHY
peecTpallito (nepepeecTpaltiio), a TaKoK
€KCIIEPTHU3H MaTepiaiiB Mpo BHECECHHA
3MiH [0 peecTpauiiinix Matepiaiis
npotAroM Aii peecrpauiiinoro
MOCBiJUeHHs

(nyHkT 4 posniny IV)

3BIT

NPo JOKJTIHIYHI Z0CTiKeHHA

1. HasBa sikapcbkoro 3aco0y (3a
HasBHOCTI - HOMEp peecTpaniiHoro
MOCBITUEHHS):

Iperadanin-dapuung, kancyan mo 300 mr

1) THI JTiKapCHKOTO 3ac00y, 3a SIKHM
npoBoIIacs ado IUIAHYETLCS peecTpaltis

['enepuunuii nikapcrkuii 3acid

2) IpoBeJICH] JOCITIIKEHHS

[] rax Hi SKIIO Hi, OOTPyHTYBaTH
Obzpynmyeanns:. lle TeHepHYHUH JliKapChKuii
3aci0. BignosimHo no Bumor posaity Il IMopsaxy
IIPOBEICHHSA €KCIIEPTU3H peecTpaiiiHux
MaTepialiB Ha JIIKapchKi 3aco0H, 0 MOAaI0THCS Ha
JIep KaBHY peecTpanito (IepepeecTpariio), a Takox
eKCIIepPTU3H MaTepialliB PO BHECEHHS 3MiH 0
peecTpaniiHuX ~— MarepiaiB  OpoTATOM il
peecTpauiifHoro nocpiguenns (Haka3z MinicrepcTea
OXOpoHH 3710poB’s Ykpainu Bix 26.08.2005 Ne 426
(31 3MmiHamM, uyMHHa penakmis) Tta crarri 10.1
Hupextusn 2001/83/€C nokiiHiuHI TOCTIHKEHHS
He BUMAaratoThCsl.

2. dapmakosoris:

1) nepunHa (apMakoHHAMIKA

2) BToprHHa (papMakoJuHaMiKa

3) bapmakoioria 6e3nexu

4) dhapmakoMHaMivHi B3aeMOIil

3. ®apmMaKOKiHETHKA!

1) aHATITHYHI METOAMKH Ta 3BITH LIOA0 1X
BaJtiganii

2) BCMOKTYBaHHS

3) po3noin

4) metabomizm

S) BUBEICHHS

6) papMakoKiHeTHYHI B3aEMOIil
(JroxITiHiYHi)

7) iHmi hapMaKOKiHETHYHI TOCTiIKEHHS

4. Toxcuxonoris:




1) TOKCHYHICTB ¥ pa3i OAHOPA30BOTO
BBE/ICHHS ]

2) TOKCHYHICTB ¥ pa3i IOBTOPHHX BBE/ICHb

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKITIOUAIOYH JOJATKOBY OILHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOTEHHICTh:

JTOBIOCTPOKOBI JIOCJI1PKESHHS

KOPOTKOCTPOKOBI JOCIIIMKEHHS
abo0 JOCITIKEHHsI cepeIHbOI TPHBAJIOCTI

,I[O,HaTKOBi JlOCJIiJ_'[}KCHHS

5) penpolyKTHBHA TOKCHYHICTh Ta
TOKCHYHHI BIUIUB HAa PO3BHTOK
TIOTOMCTBA!

BILUIMB Ha (epTUIBHICTE 1 paHHIH
eMOpioHaJIbHUI PO3BUTOK

eMOpPIOTOKCHYHICTh

NpeHaTaibHa i IOCTHATATbHA TOKCHYHICTh

OCITI/DKEHHS, TIPH SKUX TIpernapaT
YBOJHTHCS MOTOMCTBY (HECTATEBO3PLIHM
TBapHHaM) Ta/abo OLIHIOETHCA BilaJICHA
st

6) MiClIeBa IIEPEHOCHMICTh

7) mOAAaTKOBI IOCIIIKEHHS TOKCHYHOCTI:

AHTHTEHHICTh (YTBOPEHHS aHTHTLN)

iIMyHOTOKCHYHICTh

TIOCITIDKEHHS MEXaHI3MIB ail

TiKapchKa 3aJIe)KHICTh

TOKCHYHICTH MeTabOIIITIB

TOKCHYHICTH JOMILIOK

1HIIE

5. BHCHOBKH 11010 JIOKIIHIYHOTI'O
BHUBYCHHS

3assBHUK (BJIACHHK
peecTpariiifHoro

MIOCBITYEHHS)

S
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1o IMopsaaky NpoBeJeHHs eKCIePTH3H
peecTpauiiiHiX MarepiajiB Ha JKapChKi
3aco0Mu, 110 MOJAOThCS HA AEPIKABHY
peecTpallilo (nepepeecTpatilo), a TAKOX
eKCIepTH3H MaTepianiB PO BHECEHHS
3MiH JI0 peecTpauliifHuX MaTepianis
NPOTArOM Jlii peecTpaliifHoro
MOCBiUeHHS

(nynkT 4 posniny [V)

3BIT
Nnpo KJiHiYHe BHNIPOOYBAHHHA

1. Ha3ga nikapcbKoro
3aco0y (3a HassBHOCTI -
HOMED PEECTPAILiHHOTO

Ipera6anin-dapanng, kancyan no 300 mr

MMOCBITYCHHS)
2. 3asBHHUK [IpAT «®apmauestuyna dipma «Japaumsay
3. Bupobuuk [IpAT «®apmanestruna Qipma «JlapHuis»

4. ITpoBeeHi TOCTIKEHHS:

[] rax Hi KO Hi, 00IpyHTYBaTH

Obzpynmyeanns: lle reHepuyHMil JiKapchKuil 3acid, Ui SKOToO
OioekBiBaJIEHTHICTE pedepeHTHOMY JiKapchkoMmy 3acoly (Jlipuka,
karcyau o 300 mr) Oyso goBeaeHo 3a nponeayporo Oioseisep, a
HOPIBHSJIBHE JOCHIPKEeHHS. Oi0OCTYIHOCTI HE BHMAraeTbes
3rigHo HactaHoBH CT-H MO3Y 42-7.2:2018 «Jlikapcbki 3aco0u.
HocnipkeHHs 010eKBIBaJIEHTHOCTI », KepiBHUIITBA]
CPMP/EWP/QWP/1401/98 Rev.1/Corr**  «KepiBHHIITBO 3
JOCTiKeHb OloekBiBaneHTHOCTI», posairy III ta Jlomatky 18
ITopsaaxy nmpoBeleHHs eKCHEPTH3H peecTpariifHuX MarepialiB Haj
mikapebki 3aco0M, MO IMOJAKOTHhCS Ha JIEPXKABHY PEECTPALlio
(mepepeecTpalliio), a TAKOXK EKCIIEPTH3H MaTepialiB Mpo BHECEHHS
3MIH JI0 peecTpalifiHUX MaTepialiB MPOTATOM il peecTpalliiHOro
II0CBi4eHHs (Haka3z MiHicrepcTBa 0XOpOHH 3710pOB’ s YKpaiHu Bif
26.08.2005 Ne 426 [31 3MiHaMu, YHHHA peJaKiis]).

1) Tin nikapcsKoro 3acody,
3a IKUM IIpoBoMIacsa abo
NIaHY€E€TLCS peecTpailis

I'enepuunuii nikapcekuit 3acio

5. IToBHa Ha3Ba KIIHIYHOIO
BUIPOOYBaHHS, KOIOBaHUH
HOMep KJIiHIYHOTrO
BUNIPOOYBaHHA

6. ®aza xainigaoro
BUNPOOYBaHH

7. Ilepion npoBeneHHs
KJIIHIYHOTO BUIIPOOYBaHHS

8. Kpainu, ne npoBoausiocs
KJTiHi9He BUNIPOOYBaHHS

9. KinbkicTs
TOCITi JKYBAaHUX




10. Meta Ta BTOpUEHI 11i1i
KITIHIYHOTO BUIIPOOYBaHHS

11. Jlu3zaiid KiIiHiYHOTO
BHIIPOOYBaHHS

12. OcHoBHi KpHTEpii
BKJIIOYEHHS

13. JlocnikyBaHmH
TikapceKuil 3acib, crnoci6
3aCTOCYBaHHs, CHJIa Jil

14. TIlpenapat nopiBHAHHS,
103a, crocid 3acTocyBaHHS,
cuia nii

15. CymyTHs Tepamis

16. Kpurepii oninku
e(heKTUBHOCTI

17. Kpurepii oninku
Oesnexn

18. CrarucTiudi MeToau

19. Jlemorpadiuni
MOKA3HUKH JTOCTIDKYBaHOT
nomyJsii (cTarTk, BiK, paca
TOIIIO)

20. Pe3ynpTaTi OLIHKA
e(eKTHBHOCTI

21. Pe3ynbpTaTi OLiHKH
Oe3nexu

22. BucHoBOK
(3aKITFOYEHHS)

S ARA DR TR
3asiBHUK (BJIACHHUK P e ‘é)-liffq N,
PEECTpAIiifHOTO MTOCBiTUEHHS) ¥ e\




