Honatox 30

no Iopsaxy npoBeaeHHs eKCIIEPTH3H
peecTpallifHIX MarepialliB Ha JTiKapchKi
3ac00H, IO IOIAIOThCS HA JIEPIKABHY
peecTpaliiio (mepepeecTpaniio), a TaKoxK
EKCIIEPTH3H MaTepialiB PO BHECEHHS
3MiH JI0 peecTpauiiiHix MaTepiaiis
IIPOTATOM i1 peecTpaniifHoro
MIOCBI/TYEHHS

(nmyHKT 4 po3giny IV)

3BIT

Ipo KJIiHIYHE BUIPOOYBAHHS

1. Ha3spa mixapcekor 03aco0y (3a HasBHOCTI
- HOMED PeeCTpalifHOrO IOCBIYEeHH)

Pominonr, po34ns s in’exuii 7,5 Mr/mi

2. 3adBHHK

TOB «Opis-papm», Ykpaina

3. Bupobuuk

4. IlpoBesieHi mocmimKkenus:

TOB «Opis-bapm», Yrpaina
TaK HI  SKIIO Hi, OOIPYHTYBaTH

Kininiuni BUIPOOYBaHHS HE TPOBOIAUIIHCH, OCKLTBKH
MKapehKMi  3aci6, IO MOJAEThCA HA JepiKaBHY
peectpaunito — PominoHr poszuuH i in’ekuiit 7.5

MI/MJI, € TEHEPHYHUM JHKApCHKHM  3aco00M,
jlikapceka GopMa -  pO3YMH  Id  iH €Ki,
pedepenTHuii nikapcekmii  3aci6 — NAROPIN,

solution for injection 7,5 mg/ml, peecrpaniiine
JI0ChE€ AKOTO MICTHTh MOCHJIAHHS Ha peecTpaiiiiny
inopmario pedepeHTHOro ITiKapcHKOro 3acoby,
30KkpeMa Ha iHdopMmalilo 1npo Oesmeky T4
ebextuBHicTh. Binmosinuo mo monoxens Jomatky
Il HacranoBu «Jlikapceki 3acoGu. JlociiukeHHs
010€KBIBaJIEHTHOCTI», JIOCITII3KEHHS
010eKBiBaJICHTHOCTI, SIK MIPaBHIIO, HE €
HEOOXIHMMH, SAKIO JOCIi/PKYBaHHH JiKapchKuii
3aci0 BBOIUTBCA SK BOJHHI BHYTPIIIHEOBEHHHI
PO3YHH, 1[0 MiCTHTE TaKy ) aKTHBHY PEUOBHHY, 1[0
1 3arBep/UKeHHH Ha [JaHul wac pedepeHTHHIT
JiKapchKmit 3acio.

1) Tvn mikapceKOro 3acoly, 3a AKHM
IpOoBOAMIACSA ad0 IUIAHYETHCS peecTpallis

[ 'eneprunuii (0JHOKOMIIOHEHTHHH )

5. lloBHa Ha3Ba KIIIHIYHOTO BHIIPOOYBaHHS, |-

KOJOBaHUI HOMep KIIHIYHOTO
BUIIPOOYBaHHS

6. @a3a KJIIHIYHOrO BUIPOOYBAHHS

7. Ilepioa mpoBeieHHS KJIIHIYHOTO
BUIIPOOYBaHHS

8. Kpaiuwu, Jie npoBoauiocs KiliHiuHe
BHIIPOOYBaHHSA

9. KinpkicTs qocmipKyBanux

3dIlJIaHOBaHa.: -

(axTHyHA:-




10. Mera Ta BTOpHHHI 11iJ1i KIIHIYHOTO -
BHIIPOOYBaHHs

11. Jlusaiin kIiHIYHOrO BHIPOOYBaHHS -

12. OcHOBHI KpHTepii BKIIIOYEHHS -

13. MocnimkyBaHuii TiKapchKuiis acio, -
croci® 3acTocyBaHHs, cHia Jii

14. Tlpenapar nmopiBHAHHH, 1034, CIIOCIO -
3aCTOCYBaHHS, CHIa Jiii

15. CynyTHs Teparis -

16. Kputepii oninku eQeKTuBHOCTI -

17. Kpurepii oninkube3neku -

18. CratucTruni metoau -

19. Jlemorpadiuti mokasHUKH -
J10CII1DKYBaHOI onysuii (ctars, Bik, paca,
TOIIIO)

20. PesynbraTu eheKTHBHOCTI -

21. Pesynbraru Oe3nexn - /

22. BuCHOBOK (3aKJIFOUEHHS) o 0 /

['onoBuuil paxisenn 3 \
peryJsiTOpHUX NPOEKTIB

TOB «lOpis-Papm»



Honarok 29

no [lopsky npoBejieHHS eKCIIEPTH3H
peecTpanifHuX MaTepialiiB Ha TKapChKi
3aco0u, [0 TTOAAIOTHCS Ha JACPIKABHY
peecTpaiiito (epepeecTpaitiio), a TaKox
CKCIIEPTH3H MaTeplaiB PO BHECCHHS
3MIH JI0 peeCcTpaliifHuX MaTepiaiiB
OPOTSTOM Jii peecTpariiiHoro
IIOCBITYEHHS

(myHKT 4 posainy V)

3BIT

PO JIOKJIIHIYHI JOCTi TKEHHS

1. Ha3Ba nikapcekoro 3aco0y (3a
HasIBHOCTI - HOMEP peecTpariiHoro
MOCBITUCHHSA):

PominoHr, po3uuH st 16’ €Ki 7,5 Mr/mi

1) Tun sikapcsKoro 3acody, 3a IKHM
pOBOHIIACS 200 ITAHYETHCS peecTpais

['enepuunuit (0JTHOKOMIOHEHTHHIA)

2) IpOBEIEH] JOCITI/KEHHS

Tak Hi SIKIIO Hi, OOIpyHTYBaTH
KuinivyHi BUIPOOYBaHHS H € MPOBOJIMIINCH, OCKIIBKH
JiKapchKUil 3acid, [0 MOJa€ThCsl HA JEpKaBHY

peecTpauito - Poninonr, pozuun s in’ekmiii 7,5

MI/MI € TeHepHYHHM JIKapChKHM  3acoboM,
nikapcbka (Qopma -  po3umH s iHeKmii,
pedepeHTHHI Jikapchkuit  3acid — NAROPIN,

solution for injection 7,5 mg/ml, peectpariiine
JIOChE SKOTO MICTUTbH IOCHJIAHHS Ha PEECTpalliiiHy
inopmanio pedepentHoro mikapcekoro 3acody,
30KkpeMa Ha iHQopmamito 1po Oesneky Ta
eexTHBHICTE. Binmosinuo no nonoxkens Jlogatky
Il HacranoBu «Jlikapceki 3acobu. JlocmimkeHHS
0i0EKBiBaJIEHTHOCTI», IOCTIKEHHSA
0i0eKBIBAJICHTHOCTI, SIK NPaBUIIo, HE €
HEOOXIIHMMH, SIKIIO JIOCII/DKYBAHUH IiKapChLKHi
3aci® BBOAMTBCS SK BOJHHH BHYTPIIIHBOBEHHHI
PO34YHUH, IO MICTHTh TaKy  aKTHBHY PEUOBHHY, IO
1 3aTBep/UKCHMH Ha JaHuii 4Yac pedepeHTHH
JiKapchKHii 3acio.

2. ®apmaxoioris:

1) nepeuHHa papMakonHHaMiKa

2) BTOpUHHA (papmakoIHHAMiKa

3) dapmakomoris 6e3neku

4) papmakouHaMiYHI B3aeMoii

3. dapmakoKiHETHKA:

1) aHaTITUYHI METOIMKH Ta 3BITH 1010 TX
BaUTi Al

2) BCMOKTYBaHHS

3) po3nozin




4) metadoJtizm

5) BUBEJICHHS

6) bapMakoKiHETHYHI B3aeMOIii
(moKITiHIYHI)

7) iHIII (hapMaKOKIHETHYHI AOCIiDKEHHS

4. TokcHKOIOTIS:

1) TokCHYHICTD ¥ pa3i 0IHOPa30BOrO
BBEICHHS

2) TOKCHYHICTE y pa3i MOBTOPHHX BBEICHD

3) FeHOTOKCHYHICTD:
invitro

InVivo (BKJTIOYAIOYH JIOJATKOBY OIIHKY 3
TOKCUKOKIHETHKH )

4) KaHLIEpOTEHHICTh:

TOBrOCTPOKOBI AOCIIJUKEHHS

KOPOTKOCTPOKOBI JTOCITIIIKEHHS
00 OCITI/HKEHHS CePeqHbOT TPHBATIOCTI

MOJIATKOBI JOCHIIKEHHS

5) penpoayKTHBHA TOKCHYHICTH Ta
TOKCHYHHIA BIUIMB HA PO3BHTOK MIOTOMCTBA:

BILUIMB Ha (DePTHIIBHICTD | paHHIN
eMOpiOHaJIBHHI PO3BUTOK

eMOPIOTOKCHYHICTE

npeHaTaanai MOCTHATAIbHA TOKCHYHICTD

NOCIIIPKEHHS, TIPU SIKUX TIperapar
YBOJIUTHCS IOTOMCTBY (HECTATEBO3PLIMM
TBapHHaM) Ta/ab0 OLIHIOETHCA BijfalieHa
ms

6) micrieBa epeHOCHMICTE

7) MOMaTKOBI AOCTIKEHHS TOKCHYHOCTI:

AHTUTE€HHICTH (YTBOPEHHS aHTHTIN)

IMYHOTOKCHYHICTB

TOCITIDKEHHS MEeXaHi3MiB /il

JIIKapChKa 3aJIeKHICTh

TOKCUYHICTE MeTAOOTITIR

TOKCUYHICTE JIOMILIOK

1H11IE

BUBYCHHA
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