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Ao llopsiaky npoBejieHHs ekcrepTH3m
peecTpauiiinux maTepianis Ha nikapebki
3aCO0M, L0 MOJIAIOTLCS HA 1ePKaBHY
peecTpailiio (nepepeecTpaiiro), a TaKoxK
EKCMEePTH3H MaTepialliB npo BHECEHHs
3MiH /10 peecTpauiiinix matepiaiis
nporarom Aii peecrpauiiHoro
nocBiueHHs (nyHkt 4 posainy IV)

3BIT

Npo JOKIIHIYHI A0C/aiKeHHs

1. Hasea nikapcbkoro 3aco0y (3a HasiBHOCT -
HOMEp peecTpallifiHOro MoCBiueHH):

DOPUCTAII

Kparuli opajibHi, po3uuH, 1 mr/ma

1) Tun sikapebkoro 3acofy, 3a SKUM
MpOBOAMIACH a00 MAAHYETHLCS peecTpallis

['eHepuuHuMii nikapcbKui 3aci6

2) npoBeaeHi J10CiKeHHS

Tak Hi_ AKLIO Hi, O6IpyHTYBATH
Qbipynmyeannsn.

[Ipenapar Bianoeinae BU3HAYCHHIO FreHEPHUYHOTO
niKapcekoro 3acoly BiAnoBiAHO 10 Bumor posainy I11
[lopsiaky npoBeaeHHs eKcrnepTu3n peecTpaLiiHux
martepianiB Ha Jlikapchki 3ac00H, 10 M0a0ThLCs HA
AepKaBHy peeCTpaLLito (fepepeecTpaitiio), a TaKoxK
EKCMEePTU3H MaTepialiB Npo BHECEHHS 3MiH 10
peecTpauiiiHuX MaTepialiB poTAroM Ail peectpauiiHoro
MnocBia4eHHsA (Hakaz MinictepcTBa 0XOPOHH 310poB™s
Ykpainu Bijg 26.08.2005 No 426 (i3 3MiHamMu, uMHHA
penaxuis) Ta crarti 10.1 J{upexktusu 2001/83/€C,
OCKIiJIbKH Ma€ TOH camuii AKICHUMH Ta KiNbKICHUI ckiaz
3a JII0YMMHM peUyOBMHAMM, 110 i pedepeHTHHI
npenapar npenapat Fenistil® 1 mg/ml oral drops
solution, Ty camy nikapcbky (opmy, 110 i
pedepeHTHHIT penapar, TOMY BJACHI TOKIiHIUHi
JIOCI/IZKEHHS HE BUMAaraloThCs.

2. ®apmakosoris:

1) nepsunHa apmakouHaMika

2) BTOpHHHA (hapMaKkoMHaMiKa

3) ¢apmakosnoris 6e3neku

4) papmakoamHamiuHi B3aeMoil




3. ®apmakoKiHeTHKa:

1) aHaNITUYHI METOAMKH T4 3BITH L1010 iX
Banigaif

2) BCMOKTYBaHHS

3) po3noain

4) meTadonizm

5) BUBeEHHS

6) (apmakoKiHETHYHI B3aeMOIT (1OKIiHIYHI)

7) iHwwi hapMakoKiHETHYHI J0CiKEHHS!

4. TokcukoJoris:

1) TOKCHYHICTB Yy pa3i 0AHOPA30BOIO
BBEICHHSI

2) TOKCHYHICTDb Y pa3i OBTOPHUX BBEICHb

3) FeHOTOKCHYHICT:
in vitro

In Vivo (BKJIKOYAOUYM J0JaTKOBY OLLIHKY 3
TOKCUKOKIHETHKH)

4) KaHLLEPOT€HHICTh:

JJOBIOCTPOKORBI 10C/i IIKEHHS

KOPOTKOCTPOKOBI 0CIIi PKEHHS
a0 J0C/IiKEHHS cepeHbOT TPUBAJIOCTI

10JAaTKOBI JOC/IAKEHHS

5) penpoayKTHBHA TOKCUYHICTb Ta TOKCUYHUA
BIJIMB HA PO3BUTOK MOTOMCTBA!

BIUIMB HA (PEPTUIILHICTE | paHHIH
eMOpioHAIbHUIA PO3BUTOK




eMOPIOTOKCHYHICTh

[IpeHarajibHa I NOCTHATAILHA TOKCHUHICTh

10C/IJIKEHHS, PU AKUX TIPENApar yBOUThCS
MOTOMCTBY (HECTATEBO3PIIUM TBAPHHAM)
Ta/ab0 OUIHIOETLCA BigaaneHa s

6) MicLieBa MEPEHOCHMICTD

7) 10JAaTKOBI JOC/IPKEHHS TOKCUYHOCTI:

AHTUIEHHICTh (YTBOPEHHS aHTHTI)

IMYHOTOKCHYHICTh

OCTIPKEHHS MeXaHi3MiB il

J1iKapchKa 3a1ekHICTb

TOKCHMYHICTL META00ITIB

TOKCUUYHICTb AOMILLIOK

iH1IE

5. BUCHOBKH 11010 JOKJIIHIYHOIO BUBYEHHS

3asBHUK (BJACHHUK
peectpauiitHoro

TIOCBIJUEHHS )

(o
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Ao IMopsaky 1npoBeaeHHs eKcnepTH3u
peecTpauiiHnX MaTepiatie Ha JikapebKi
3aCO0M, WO NOAAKOTLES HA JIEPIKABHY
peecTpauito (MepepeecTpalito), a Takox
EKCTICPTH3H MaTepiaiiB po BHECEHHS!
3MIH JI0 peecTpauiiiHuxX Matepianis
NIPOTATOM [T peecTpalliiiHoro
MOCBIAYEHHS (MyHKT 4 posainy V)

3BIT

Npo KJIiHIYHe BUNPOOYBAHHA

I. Hazea nikapebkoro 3acoby (3a HasBHOCTI -
HOMEP peecTpauifiHOro NnoceiguyeHHs)

®OPHCTAIL,
KparnJii opasibHi, po34uH, | Mr/ma

2. 3agBHUK

I'menmapk dapmacbloTHKATS ¢.p.o.,
Yecreka PecriyGrika

3. BupoOHuk

MIDAPM C.IT.A., Itanis

o

. Iposeaeni nocnimskeHHs:

TaKk  Hi  AKWO Hi, OOrpyHTYBAaTH
Oobrpyumyeanns;

[Mpenapar ®OPUCTAJT Biarnosigae BH3HAYEHHIO
FeHEPUYHOTO JliKapchbKkoro 3aco0y BiAMOBIAHO 10
sumor pozainy I opaaky nposeaenns exkcriepTusu
peecTpauifiHuX mMaTepianiB Ha JIiKapchbki 3aco0H, O
MOJAIOTBCH Ha IEPAABHY PEECTpaLlifo
(mepepeecTpallilo), a TAKOK eKCIePTH3H MaTepiaiis
MPO BHECEHHA 3MiH 10 peecTpauifHiX MaTepialnis
poTAroM Jii peecTpauiiHoro noceigyeHHs (Hakas
MiHicTepcTBa OXOPOHM 310pOB’st YkpaiHu Bij
26.08.2005 Ne 426 (i3 3MiHamMM, YHHHA peaakilig) Ta
crarri 10.1 Jupextuen 2001/83/€C, ockinbku mae Toi
caMUii AKICHWI Ta KINBKICHUIA cKNaj 3a TiFouYUMHK
pevoBHHaMH, 110 i pedepenTHMIT npenapat Fenistil®
1 mg/ml oral drops solution, Ty camy nikapcbky
dopmy, 1o i pedepeHTHUI Tpenapar Ta BiANOBIae
THM 7K€ BUMOTaM LLOAO AKOCTI, TOMY BIacHi KJIiHIuHI
JOCTIKEHHS He BUMAratoThes.

JemoncTpatlis Ge3nekn Ta epeKTHBHOCTI TeHEPUIHOTO
nikapebkoro 3acody @OPHUCTAIJT GasyeThbes Ha OCHOBI
JOCTYTTHUX JaHUX HAYKOBOT TiTepaTypH.




1) Tvm sikapebkoro 3acody, 3a SKUM
NpoBo//iacs ado MiaHyeTbes peecTpallis

["enepuunmii Tikapcekuii 3acio

5. IToBHa Ha3Ba KJiHIYHOrO BUNPOOYBaHHS,
KOJI0BaHWUH HOMEP KAIHIYHOTO BUITPOOYBaHHS

6. Maza KAIHIYHOTO BUIPOOYBAHHSA

7. Tlepion npoBeneHHs KIiHIYHOrO 3 no

BUMPOOYBaHHS

8. Kpainu, 1e npoBoauiocs KiiHiuHe —

BUIIPOOYBaHHS

9. KinpkicTs gocmimkysanmux 3arjlaHoBaHa:
thakTHyHa;

10. MeTa Ta BTOpHHHI WiNi KAIHIYHOTO
BHIIPOOYBAHHS

I'l. Mu3aiin kaiHivHOTO BUNPOOYBaHHs

12. OcHOBHI KpUTEpIT BKIKOYEHHS

13. ocaimkyBanuii mikapebkuit 3aci6, crnociod
3aCTOCYBaHHA, CHJIa il

14. IlpenapaT nopiBHsAHHA, 1034, CrOCIO
3aCTOCYBAHHS, CHa i

15. CynyTHs Tepartis

16. Kpurepii ouinkn edekTHBHOCTI

17. Kpurepii ouinkn 6e3neku

18. CtarucTHYHiI MeTOaH

19. lemorpadiuHi MOKa3HUKH A0CIIKYBaHOT
Moryauii (cTaTh, BiK, paca, TOUIO)

20. Pesynabrati edeKTUBHOCTI

21. Pezyabratu Oe3neku




22. BHCHOBOK (3aKroMeHHS ) —

3asBHUK (BIaCHUK
peecTpaiiifHoOro NoceiayeHHs)




