3BIT PO AOKIIHIYHI A0OCIiIKEHHS

1. Haspa nikapcbkoro 3acofy (3a HassBHOCTI — OMEITPOTEKT, nopouok jijist po3unHy
HOMEp peecTpallifHOTrO MOCBIUEHHS ): s in’exniii mo 40 mr., 1 duakoH 3

MOPOLIKOM B KOMILIEKTI 3 OJIHOKO aMITYJIOK
PO3YHHHHKA B MMavili

1) Tun nikaperkoro 3acody, 3a AKuM NpoBouacs | eHepuuHHMIl TiKapchKHil 3aci6 3riaHO 3

abo IUIaHYEThCA peecTparlis nyHkToM 1 (migmynkrom 1.3) posainy 11
Hopsaxy nakazy MO3 Ykpainu Big 23
sunHs 2015 poky Ne 460,

2) IpOBEJIEH] J10C/Ii IIKEHHS o TAK | of | Hi SKIIIO Hi,
oOrpyHTYBaTH

Obrpynrysanns: Lle renepuynuii mikapeskuit 3aci6. Bianosiano 1o sumor posainy III Hopsaky
NPOBE/ICHHS €KCIEPTH3H PeECTpalliifHUX MaTtepiadiB Ha JTIKapchKi 3aco0M, 1O MOJAIOThCS HA
AepIKaBHY peecTpalliio (IepepeecTpaliio), a TakoK eKCIepTH3H MaTepiaiB npo BHECEHHS 3MiH
10 peecTpalliftHuX MaTepiatiB MpoTAroM Aii peecTpaniiiHoro nocsinuenns (Hakas MinicrepeTa
OXOpOHH 3710p0oB’ s YKpainu Bix 26.08.2005 No 426 [3i sminamu, yuHHa penakuis]) a crarri 10.1
Hupextusu 2001/83/€C nokninivyHi TOCTIIKEHHS HE BUMArarOThCS.

2. ®apmakosnoris: -
1) nepBuHHa (papMakoIuHAMIKA -
2) BTOpHHHA (hapmakoTHHAMIKA -
3) dbapmakonoris Oe3neku -
4) papmakoauHaMiuHi B3aeMOii -
3. dapMakoKiHETHKA:

1) aHamiTHYHI METOIMKH Ta 3BITH L1010 1X -
BaTi Al

2) BCMOKTYBaHHS -
3) po3noain "

4) meTabosmizM -



5) BUBeIeHHS

6) papMakokiHeTHUHI B3aeMOIT (JOK/TiHIYHI)

7) iHmIi hapMakoKiHETHYHI JTOC/TI IKEHHS

4. ToxcukoJioris;

1) TOKCHYHICTh ¥ pa3i 0JHOPA30BOrO BBEICHHS

2) TOKCHYHICTD y pa3i MOBTOPHHUX BBEICHB

3) TeHOTOKCHYHICTB:
in vitro

in vivo (BK/IIOYAIOUH J0JATKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) KaHIEPOTEHHICTD:

JOBTOCTPOKOBI JOCITI/KEHHS

KOPOTKOCTPOKOBI AOCTIIKESHHS 200 JOC/iZKEHHS
CepeIHBOT TPHBAIOCTI

JOJATKOB] JOCITIKEeHHAS

5) penpoaAyKTHBHA TOKCHYHICTh T4 TOKCHYHHUIA
BIUIMB Ha PO3BUTOK IIOTOMCTBA:

BILTUB Ha (ePTUIILHICTD 1 paHHil eMOpioHaIbHHMI
PO3BHTOK

eMOPIOTOKCHYHICTh

NpeHaTaIbHA 1 MOCTHATAJIBHA TOKCHYHICTD

NOCIIIPKEHHS, IPH SKHUX [Pernapar YBOAUTLCS
NOTOMCTBY (HECTAaTeBO3PIIMM TBAPHHAM ) Ta/abo
OLIHIOCTLCA BiaaaneHa mis



6) micLeBa IePEeHOCHMICTh

7) 101aTKOBI JOCIIMKCHHSA TOKCHYHOCTI:

AHTHUTE€HHICTh (YTBOPEHHS aHTHTIJ)

IMYHOTOKCHYHICTh

JIOCIIKEHHS MEXaHI3MIB il

TiKapchKa 3a/IekKHICTh

TOKCHYHICTh META0OJTITIB

TOKCHYHICTH JOMIIIOK

1HIIIE

5. BUCHOBKH 111010 JOKJTIHIYHOTO BHBUCHHS

[IpencraBuuk
3adBHHKa

(BIacHUKa
peecTpauiiHoro
IIOCBITYCHHS )




3BIT 1Ipo KitiniuHe BUNPOGYBaHHs

1. Ha3ga nikapcekoro 3acoly OMEIIPOTEKT, nopowuiok s PO3YUHY IS

(3a HasiBHOCTI — HOMep peecTpauiiiHoro JAH’exuiit 110 40 mr, 1 dnaxon 3 nopowkom B

MOCBII4EHHs) KOMIUIEKTI 3 OTHOIO aMITyJI0K PO3YHHHMKA B

nayui
2. 3asaBHUK Mictpan  Kenitan MenemxMent Jlimiren,
AHnrnis
3. Bupobuuk BupoGuuurso rotosoi nikapeskoi (bopmu,

NECPBUHHA Ta BTOPHHHA yNIAKOBKA, KOHTPOJIb
cepii, BUITyCK cepil:
AH®APM XEJIJIAC C.A., I'penis

4. TlpoBeaeni nocimkenus: Tak 4 Hi KO Hi, OOrpyHTYBaTH
[) Tn nikapeekoro 3acoby, 3a skum, I'enepuunuii nikapewkuii 3aci6 3rignos NYHKTOM
NpoBOMTIacs abo NIaHyeTbCA peecTpaltis I (mianynkrom 1.3) possiny 111 ITopsinky Hakasy

MO3 Vkpainu Bia 23 nunus 2015 poky Ne 460.

O6rpynrysanus: Lle reHepuunmii miKapehkuii 3aci6. BianopigHo 10 BumMor posniny III ITopsiaky
MIPOBCIICHHA CKCNEPTH3N peecTpauiiHuX MarepianiB Ha Jikapchki 3aC00M, O MOJAKTHLCS Ha
JICpIKaBHY PEECTpaliio (nepepeectpauiio), a Takoxk CKCMEPTU3M MaTEpialiB PO BHECEHHS 3MiH
10 peeCTpalifHkX MaTepianis npoTsrom aii peecTpauiiHoro nocsiauenns (Hakas MiHictepcrra
OXOpOHH 3710poB’s Vikpaiuu Big 26.08.2005 Ne 426 [3i 3Minamu, yuHHa penaknis]) Ta crarti
10.1 Jupexktusu 2001/83/€C kniniuni NOCHIUKEHHS HE BMMAraioThes. OMEITPOTEKT,
MOPOLIOK U1 po3uMHy 171 in’exuil no 40 mMr Bupo6HuiTBa Anfarm Hellas S.A noaioHuii 10
iHHOBauiliHOro mpenapaty LOSEC® 40 MTF, TOPOLIOK JJIi PO3YMHY 1N iH ekuiii mo 40 mr
BUpOOHHMLTBA AstraZeneca AE, skuii NPUCYTHIH Ha pHHKY €BpONEHCHKOro Coro3y nonan 10
pokis. ObuzaBa npoaykTH ACMOHCTPYIOTh OIHAaKOBI Npodisii Gesnekn Ta epekTHBHOCTI, MalOTE
O/IHAaKOBI [10Ka3aHH$I 10 3aCTOCYBaHHS,

5. IMoBHa HazBa kainiuHOrO BUIPOOYBaHHs,
KOZIOBaHWH HOMEP KJTiHIYHOrO BUNPOGYBaHHS

6. ®asa kiiniuHOro BUNPOGyBaHHs -

7. Iepion nposeneHHs KIiHIYHOTO -
BHIIPOOYBaHHs

8. Kpainu, e npopomuiocs kniniyne -
BUMPOOyBaHHs

9. Kinbkicts nocnimkyBanux -

10. MeTa Ta BTOpHHHI Lini KaiHiuHOrO -
BUIIPOOYBaHHs

11. Tu3aiin KiinivHoro BHNPOOYBaHHs -

12. OcHOBHI KpuTepil BKIIOYEHHS -

13. JlocnimxyBannii JiKapchbKHii 3acib, cnocio
3acToCyBaHHA, CUIA Ail .



10. MeTa ta BTOpHHHI 1iJ1i KNiHIYHOrO -
BUNIPOOYBaHHs

11. JTu3aiin kiisiuHOro BUnpo6ysaHHs -
12. OcHOBHI KpuTepii BKIIOYEHHS -

13. Jlocniaxkysanmii nikapcekuii 3aci6, cnoci6
3aCTOCYBaHHH, cuia Jii

14. Tlpenapat nopiBHsHHS, J103a, crioci6 -
3aCTOCYBaHHA, cuna Jil

15. CynyTHs Tepanis

16. Kputepii oninku eeKTUBHOCTI -
17. Kputepii ouinku 6e3nexu -
18. CraTuctryni MeToau -

19. Jlemorpadivni nokasHUKH JOCIiKyBaHOT
nonynAuii (crartb, Bik, paca, ToLLO)

20. Pe3ynbrat eeKTUBHOCTI -
21. PesyabTtatu 6e3neku . -
22. BUCHOBOK (3aK/II04EHHST)

IpencraBuuk
3asBHHKA
(BacHHKaA

peecTpauiiHoro
MOCBI/T4YEHHS)




