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7o Ilopsiky npoBeieHHs eKcIIepTH3H
peecTpanifHuX MaTepiaiis Ha Jikapchki
3aco0mu, 1110 IOar0ThCS Ha Jep:KaBHY
peecTpatiio (epepeecTpalliro), a TAKOK
CKCIICPTH3H MaTepialliB PO BHECCHHS
3MiH 10 peecTpaniitnux matepianin
IPOTATOM Jii peectparniifnoro
MOCBIYEHHS

(myHKT 4 po3ainy IV)

3BIT

Npo KJiHiYHe BUNPOGYyBaHHS

1. Haspa nikapcekoro 3aco6y (3a HasiBHOCTI
- HOMEp PeecTpaliifHoro MOCBiUeHHs)

AEKAMEKC, po3uun aas in'exuiii 25 Mmr/m,
1o 2 MJI B amITyJii, o 5 amys y 6icrepi, mo 1
Baictepy B nmaumi

2. 3aABHUK

IIpuBaTHe akuioHepHe TOBapHCTBO
«JIexxim-Xapkis»

3. BupoGuuxk

[IpuBaTHe aKioHEpHE TOBAPHCTBO
«wIexxim-Xapkis»

4. IIposeneni qociipKeHns:

Utak @ u  skwo Hi, o6rpynTYBaTH

Briachi kniHi4HI IOCTIIKEHHS He POBOMIIKCS,
ockinbku JEKAMEKC, posunn nas in'exuiii
25mr/ma, o 2 MJI B aMmmysi € TeHEPHYHHM
niKkapchKHM 3aco6oM. Pedepenthuii mikapckuit
3aci6 — JIEKCAJITTH® IH’€EKT, 50 mr/2mu,
PO3YHH V1A iH’ €KIiii.

Hoxazom exsiBanentHocti JI3 JEKAMEKC,
PO3YHH  AJs in'exmiiit  25mr/ma ¢
apmanesTHYHA eKBiBaJEHTHICTE pedepeHTy,
OCKIJIbKH Tpenapar € JIKapchKHM 3aco6oM jis
MapeHTePaIbHOIO  3aCTOCYBAaHHS Y  BHIVIALI
BOJIHOTO PpO3YMHY, MICTHTH TaKy camy Jilody
PEHOBHHY 1 B Till caMilf MOJISIpHIiH KOHIIEHTpaIlii,
110 1 pedhepeHTHHIA IIpemnapar, i 3 TAKUMH CaMHMH
JIOTIOMIYKHUMH PEUOBHHAMH y TMOPIBHIOBAHHX 3
pe(EepeHTHIM IpenapaToM KOHLEHTPAIlisX.

1) Tvn nixapebkoro 3acofy, 3a AKMM
NpoBOAKIacs abo IIAHYETHCS peecTpariis

I"'eneprunmii mikapchKHii 3acio,
OJIHOKOMIIOHEHTHH I

5. IloBHa Ha3Ba KJIiHIYHOro BUMIPOOYBAHHS,
KOZIOBaHHH HOMEp KIIHIYHOTO
BUIIPOOYBaHHSI

6. ®aza KIHIYHOr0 BUIIPOOYBaHHS
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7. Ilepion npoBeeHH s KTiHiuHOrO
BHIIPOOYBaHHS

Ino

8. Kpaiuu, e nposomunocs kiinivne
BUIIPOOYyBaHHSA

9. Kinpkicts gocnimkyBanux

3aIlJIaHOBAHA:
(baxTryHa:

10. Meta ta BropunHi wini kiiHidHOrO
BUIIPOOYBaHHS

11. luzaiin xniigHOr0 BUIpoGyBaHHsS

12. OcHOBHI KpuTepii BKIIOUSHHS

13. locnimxyBanuii jlikapeskuii 3acio,
crocib 3acTocyBanus, cuia mii

14. Ilpenapar nopisusiHHs, 1032, crnoci6
3aCTOCYBaHHS, CHIA il

15. CynyTHs Tepanis

16. Kpurepii ominku epexTuBHOCTI

17. Kputepil ouinku Gesnexku

18. CraTtuctiuni Mmetoau

19. Jlemorpadivni mokasHuku
IOCITIKyBaHOI oMy il (cTaTh, Bik, paca,
TOLIIO)

20. PesynbraTu edpektuBHOCTI

21. Pesynsratu Oe3nexu

22. BUCHOBOK (3aKJTFOUEHHST)

3asBHUK (BJIaCHHK
peecTpaliiHOro moCBi[ueHHs)

I'onosa mpaBiinus

(mocana)
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no Iopsnxy npoBeneHHs eKCIIepTH3H
peecTpanifHuX MarepiaiiB Ha JikapchKki
3aco0u, IO [IOJAIOTECS HA IEPHKABHY
peecTparliio (IepepeecTpaliio), a Takox
CKCIICPTH3H MaTepialiB PO BHECEHHS
3MiH JI0 peecTparifHux Marepiaiip
IIPOTATOM Aii peecTpariiinoro

ITOCB1TYCHHS
(myHKT 4 posniny IV)
3BIT
PO AOKJIIHIYHI JoCTiMKeHHS
1. Hassa nikapcpkoro 3aco0y (3a HassHocTi | JTEKAMEKC, pPO3YHH hi & 51 in'exuii

- HOMEp PeeCTpaliiHOro nocBi9eHHs):

25 mr/ma, mo 2 Mi B ammyni, mo S5 ammysn y
micrepi, mo 1 Gaicrepy B maumi

1) Tun nikapchKOro 3aco0y, 3a AKUM

[enepuunnii nikapcbkuii 3aci6,

NpoBOAMIacs abo MIaHy€eThCs PEECTpallis | OAHOKOMIIOHCHTHHIA

2) IPOBEICHI JOCIi IKEHHSL Urak A Hi sxmo Hi, 06rpyHTYBaTH
Bnacui TokcukonoriuHi Ta  (apmaxonoriumi
BUIPOOYBaHHA HE [POBOMHIMCH, OCKIIBKH

AEKAMEKC, po3uun mis in'ekuiii 25 mr/mu,
IO 2 MJI B aMmIyji € TeHepUYHHM JIKApCHKHUM
3aco0oMm. Pedepentnuii nikapcekumit 3aci6 —
JAEKCAJITTH® IH’€KT, 50 mr/2ma, po3unH
IS iH’ eKniid.

Hokaszom ekpiBanentHocti JI3 JEKAMEKC,
PO3YHH i iH'eKknifi 25 Mr/mu € papmarieBTHYHA
€KBIBAJICHTHICTB pethepeHTy, OCKIIbKH IIpenapar €
MKapchKUM  3ac000M Ul IIAPEHTEPATLHOTO
3aCTOCYBaHHA Yy BHIVIAAI BOJHOLO pPO3YHHY,
MICTHTB TaKy caMmy Ail0uy pedyoBHHY i B Til camiii
MOJIApHIH KOHIEHTpanii, mo i pedepenTHnii
npenapar, i 3 TaKHMH CaMHMH JOIOMiXKHHMH
PEYOBHHAMH Y IIOPIBHIOBAHHX 3 peepeHTHUM
IIPENapaToM KOHIIEHTpaIlifX.

2. ®apMaxosoris:

1) nepBuHHA (papMakoaHHAMIKA

2) BTOpHHHA (hapMaKoaMHAMIKa

3) dapmaxosoris 6e3meku

4) bapmakouHaMiyHI B3aeMoIil
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3. ®apmakoKiHeTHKA:

1) aHamiTHYHI METOMKH Ta 3BiTH 11010 iX
BauTi aii

2) BCMOKTYBaHHs

3) pozmomin

4) metaboJizm

5) BUBeneHHSA

6) hapMakoKiHeTHUHI B3aeMOIiT
(moxiHiYHI)

7) iHmmi papMaKkOKiHETHYHI JOCITI IKSHHS

4. Toxcukonoris; —

1) ToxkcH4HICTh Y pa3i 0AHOPa30BOIo
BBE/ICHHA

2) TOKCHYHICTB y pa3i MOBTOPHHUX BBEJIEHD

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIFOYaIOUH TOJaTKOBY OIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTeHHICTh:

JIOBrOCTPOKOBI IOCITI JPKEH Hsl

KOPOTKOCTPOKOBI JIOCIIiIPKCHHS
abo JOCIIKEeHHSsI cepeIHBOT TPHBAIOCTI

TOJIATKOBI JIOCIIIIKEHHS

5) penpoAyKTHBHA TOKCHUHICTE Ta

TOKCHYHHI BIINIMB HA PO3BHTOK IIOTOMCTBA.

BILIMB Ha (DEPTUIBHICTE 1 paHHiH
eMOpioHANBEHMH PO3BHTOK

eMOpiOTOKCHYHICTE
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NpeHaTalbHa 1 [IOCTHATAbHA TOKCHYHICTE | —

NOCIIKEHHS, TIPH SIKHX [Iperapar -
YBOIUTLCS IIOTOMCTBY (HECTATEBO3PiJIHM
TBapHHaM) Ta/abo OLIHIETLC BiyianeHa
mis

6) MiclIeBa IIEPEHOCHMICTD -

7) momaTKOBI NOCIIMKEHHS TOKCHUHOCTI -

QHTHTEHHICTH (YTBOPEHHS aHTHTLI) -

IMYHOTOKCHYHICTE -

TOCITIJDKEHHS MEXaHI3MIB il -

TiKapchKa 3aJIeKHICTh -

TOKCHYHICTE MeTaGoJIiTIB -

TOKCHYHICTE JOMIIIOK =

HIIE _

5. BHCHOBKH 11010 IOKJTIHIYHOTO BUBYEHHS| —

3asBHUK (BJIACHUK

peecTpanifHoro mocBiaueHHS)

(mimmumc)
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I'onoBa npaBainus

(nmocana)



