3BIT

1po AoKIIHIYHI JocaiaskeHHA

1. Hazga sixapcekoro 3acody (3a
HasBHOCTI - HOMEp peecTpamiifHoro
[IOCBITYEHHS):

HaBEUIOHI‘®KiJIC
mikapcpKa opMa Ta Jo3yBaHHS:
copeii HazanpHui 0,025 %

1) Tun mixapceKoro 3aco0y, 3a IKHM
poBouIIacs abo IIaHyeThes

peecTparis

[10puaHMi TKapChKHi 3ac10

2) IpOBELEH] HOCIIKEHHS

TocTyIHa iHpopMallis).

3riZHO BHMOT MDKHAPOJHHX KEpiBHHITE T4 YKPAiHCBKOTO 3aKOHOJABCTBA IO JAHOTO THILY
[TiKapchKOro 3aco0y (riOpuuHuil) pe3yinbTaTi BIACHHX KIIHIYHHX JOCIIKEHbh HE BHMararoThCs
Ta IPEACTAaBICHI BIANOBINHEMH IaHHMH OIyONIiKOBaHOI HAyKOBOI JiTepaTypH (3araibHo

Tak O Hi I SKIIO Hi, OOIPYHTYBATH

2. @apMakooris:

1) nepeunHa QapmakoguHaMiKa

HE BAMAraeThCs Uil TiOpHIHOrO JIKapChKOIO 3aco0y
BIAMOBIIHO [0 BHMOI MIKHAPOOHHX KEPIBHUITB Ta
YKpaiHCEKOTO 3aKOHOJABCTBA

2) BTOpHHHA (papMaKoIHHaMIKa

He BHMAraeThCs JUIS TiOPHIHOrO JIKapChKOro 3acoby|
BINIOBITHO IO BHMOI MDKHAPOJHHX KEpPiBHHITE Ta)
YKpaTHCEKOTO 3aKOHOJABCTRA

3) dpapmaxonoris Gesnexn

e BHMAaraeThCs Ui TIOpHIHOIO JIiKapchKOTO 3acoly
BIAMOBITHO O BHMOI MDKHADOJHHX KEpPiBHHITE Ta
YKpaiHCBEKOT'0 3aKOHOJIABCTBA

4) dapmakouHamMivyHi B3acMOIiT

He BHMAaraeTsCsl JUIs TIOPHIHOTO JIKapCchKOTo 3acoly
BIJITOBIZIHO 10 BHMOT MIDKHAPOJHHX KEpIBHHITB Ta)

pra'iHcm{oro 3aKOHOJaBCTBA

3. ®apMaKoOKiHeTHKa:

1) aHamiTHYHI METOIHKH Ta 3BITH LIO0
X Bamimarii

He BHMAracThCs JUIA TiOpHIHOIO JKapchKOro 3acoly)
BIZAMOBIHO IO BHMOI MDKHApPOJHHX KEPIBHHITB T4
YKpaiHCBKOI'0 3aKOHO/aBCTRA

2) BCMOKTYBaHHS

He BHMAracThCs I TiOpHIHOrO JKapchKOro 3acoly
BIIIOBITHO [0 BHMOI MDKHAPOJHHX KEPIBHHITB Tal
YKpalHCBKOT0 3aKOHO/IaBCTRA

3) po3nomin

He BHMAracTbesl A TIOpHIHOTO JNiKapchKOro 3acoby
BIIOBIZHO O BHMOI MIDKHAPOJHHX KEPIBHHIITB Taj
YKpalHCHKOI'0 3aKOHOJIaBCTBA

4) MeTabouizm

HE BUMAra€Thesl JI TiOpHIHOTO JIKapchKOro 3acoly,
BIJITOBIZHO 10 BHMOI MDKHAPOJHHX KEPIBHMITB Ta)
YKpalHCHKOI'O 3aKOHO[ABCTBA

5) BUBEICHHS

He BEMAaracThCs Il IiOpHIHOro JKapchKOro 3acoly
BiIIIOBI/THO /10 BHMOT MiKHADOIHHUX KEPIBHHMIIB Tal
YKpalHCBKOT0 3aKOHOJABCTBA

6) papMakoKiHeTHYHI B3acMOii
(moxTiHiYHi)

He BUMAracThCsl JUIS TiIOPHIHOrO JKapchKoro 3acoby
BITOBITHO IO BHMOT MIXHAPOIHHX KEpIBHHITB Ta
YKpPaiHCBKOI0 3aKOHOIABCTBA

7) inuri papMakoKiHETHYH] JOCIIIIKEHHS [He BEMAraeThesl MU TiGPHIHOTO JIKapCHKOTo 3aco6y,

BIZLIOBIIHO IO BHMOT MDKHAPOIHHX KepiBHHm‘g Tal
YKPalHCHKOI0 3aKOHOIABCTRA




4. Toxcukooris:

1) TokCHYHICTE Y pa3i OAHOPA30BOTO
BBEICHHS

HE BHMAracThbCs A7 TiOPHIHOTO JIKapChKOTrO 3acoby
BIIIOBIZHO IO BHMOT MiXHAPOJHHX KepiBHUIITE T4
YKpalHCBKOTO 3aKOHOJIaBCTBA

2) TOKCHYHICTE ¥ pasi MOBTOPHHX
BBCIIEHE

He BHMaracThCs JUIA IIOPHIHOIO JIKapchKOro 3acofy
BIITIIOBITHO 1O BHMOI MIKHAPOJHHX KEPIBHHITB Ta
YKpalHCBKOIO 3aKOHOJaBCTBA

3) FeHOTOKCHYHICTH:
in vitro

HE BHMAraerhes JUId TiOpHOHOTO JIKapchKOro 3acoby
BIJIIOBIOHO X0 BHMOI MIKHADOJHHX KepiBHMITB Ta
YKpaiHCBKOI'0 3aKOHOJaBCTBA

in vivo (BKIIOYaIOYH JI0JATKOBY OIIiHKY 3
TOKCHKOKIHETHKH )

HE BHMAracThCsl JUIs TIOPHIHOIO JKapchKOro 3acofy
BiINOBIZHO JO0 BHMOT MIDKHAPOIHHX KEPiBHMIITB Ta
YKPaiHCHKOTO 3aKOHO/IAaBCTBA

4) KaHI|epOreHHiCTh:

JIOBIOCTPOKOBI JOCIII HKEHHS

HE BHMAracThCsl UL TiOpPHIHOrO JIKapChKOro 3acoly
BIJOBIZHO O BHMOI MDKHAPOJHHX KCPiBHHITR Ta
YKPaiHCHEKOTO 3aKOHOIaBCTBA

KOPOTKOCTPOKOBI JIOCHI/DKEHHS a60
ITOCTIIJKEHHS CepeHbOI TPHBANIOCTI

HE BHMAracThCs JUIA TIOPHIHOrO JIKapchKoro 3acoby
BIOBIZIHO 10 BHMOI MIXHAPOJHHX KEPiBHHITB Ta
YKpaiHCHKOr0 3aKOHONABCTBA

TOJIATKOBI JOCIIiKEHHS

HE BHMAracrbCs UL TiOPHIHOTO JIKApCHKOro 3acoby
BiIIIOBIZHO 0 BHMOT MIXHAPOJHHX KEPiBHHITB Ta
[YKpaiHCEKOT'O 3aKOHOIABCTBA

5) penpoIyKTHBHA TOKCHYHICT Ta
TOKCHYHHI BIIUB Ha PO3BUTOK
IIOTOMCTBA:

BILIHB Ha (DEepTHILHICTE 1 panmiit
eMOpIOHAIBHHMN PO3BHTOK

HE BHMAraeThesl UL TiGPHIHOTO JIKApChKOro 3aco6y
BI/INOBIZHO 10 BHMOI MDKHAPOJHHMX KEDiBHHITB T4
YKPaiHCHKOTO 3aKOHO/IABCTBA

eMOpIOTOKCHYHICTE

HE BHMAra€ThCs Il TiOPHIHOTO JIKapChKOro 3acoby
BIJIOBI/THO JI0 BHMOT MIXHAPOJHHX KEPiBHHIITB Ta
YKpaiHCBPKOTO 3aKOHO/IaBCTBA

[peHaTalbHa 1 IOCTHATAIEHA
TOKCHYHICTD

HE BUMAra€TbCs IJis IOpPHIHOTO JKapCEKOro 3acoly,
BIIIIOBITHO /IO BHMOI' MiXHAPOHHX KEpiBHUNTB Ta
YKpalHCBKOI'O 3aKOHO/IaBCTBA

MOCIIKEHHS, IIPH SKHX [peIapar
YBOJHTECS IIOTOMCTBY (HECTATEBO3PLINM
TBapHHaM) Ta/abo OLIHIOETHCS BianeHa
st

HE BUMAaraerhest I TiOpHIHOTO JIKapcEKOro 3acoby
Bi/IIOBi/IHO IO BHMOT MiXXKHAPOIHHX KepiBHHIITB T4l
YKpalHCEKOTO 3aKOHOIaBCTBA

6) MicleBa IepEeHOCHMICTD

HE BHMAra€ThCs I TiOPHIHOIO JIKapChKOro 3acoby|
BiIIIOBITHO IO BHMOI MiXHAapOIHHX KepiBHUITB Ta]
YKPalHCHKOI'O 3aKOHO/IaBCTBA

7) IOAaTKORBI JOCIiIKEHHS TOKCHYHOCTI:

AHTHIEHHICTh (YTBOPEHHS aHTUTIN)

HE BHMAraeTbCs IJIsA IiOPHIHOTO JKapChKOro 3acoby
BIMOBITHO /10 BHMOT MiXHAPOJHHX KEpiBHHITB T4
YKpPalHCBKOTO 3aKOHO/IaBCTBA

IMYHOTOKCHYHICTE

He BUMaracThCs MUl TiOPHIHOTO JIKapchKOro 3acofy
BiJIIOBITHO DO BHMOI MiXHApOJHHX KEPIBHHITBE Ta

YKpaTHCBKOFO 3aKOHOJaBCTBaA




OCJIIDKEHHS MEXaHI3MIB Jii

HE BUMAracTbCs JId IOPHIHOrO JKapchKOro 3acoby
BIJIIOBIHO 1O BHMOI MIKHAPOJHMX KEPiBHHITB T4
YKPaiHCHKOI'0 3aKOHO/JaBCTBA

MKapchKa 3aJIEXHICT

HE BUMAracTbCs A iOpPHIOHOrO JIKapCEKOro 3acody
BiIIIOBIZHO ZO BHMOI MiXKHAPOJHHX KEPiBHMITB Ta
YKpalHCBKOTO 3aKOHOIABCTBA

TOKCHYHICTE MeTabOoJIiTiB

He BHMAracTbCs MJA TiOPHIHOTO JiKapchKoro 3acofy
BI/ITIOBIZTHO 1O BHMOI' MiXHapOIHHX KEpiBHUITB Ta
YKPaiHCEKOTO 3aKOHOJIaBCTBA

TOKCHYHICTE JOMIilIIOK

[Ie BHMAraeThes Ui TiOpHIHOTO JIKapchKOro 3acoby
BI/INOBITHO 1O BHMOI' MiXKHApPOIHHX KEepiBHHIITB T4
YKpalHCHKOT'O 3aKOHOaBCTBA

[HIIE

HE BHMAraeThCs I TiOPHIHOIO JiKapchKOro 3acoly
BiJMOBITHO 110 BHMOT MDKHapOINHHX KEpPiBHHITB Ta
YKPaiHCBKOI'0 3aKOHOIaBCTBa

S. BuCHOBKH 1010 HOKJIIHIYHOTO
BHBYCHHS

BrifHO  BHMOI  MDKHAPOJHHX  KEpiBHHITB  Ta|
YKPalHCBKOTO ~ 3aKOHOZJaBCTBA [0 [JAHOTO THILY
ilikapceKoro 3acoby (riGpHmHMil) pe3yIbTaTH BIACHHX
KIIHIYHEX ~ JOCIiKEeHb HE BHMArarmTbCS Ta
MPEJICTABIICH] BiJIOBITHUME NaHUMM OMyOIIiKOBAHOI]
HayKoBOI  JITeparypH (3aransHO JIOCTYIIHA

1H(pOopMaIrin).

3asiBHEK (BIACHHK
peecTpaniifHoro

IIOCBITYCHHS)

2 Pl
Bis ey 57

¥ ALLE)



3BIT

PO KJIIHiYHe BHIPOOYBAHHA

1. Ha3ga nikapcekoro 3aco0y (3a
HagBHOCTI - HOMEp peecTpallifHoro
[TOCBITICHHS)

Hazanorr o Kic
mikapceka GopMa Ta JO3YBaHHS:

crpeif HazaneHu# 0,025 %

2. 3asBHUK

TOB «BAJIAPTIH ®APMA», Ykpaina

3. BupobGuuk

TOB «Mikpodapm», Ykpaina

4. ITpoBeieHi IOCTIKEHHS:

tax 0 gi [ axmo Hi, 06rpyHTYBaTH

JI3 peectpyeThes SK TiOpUAHEHE JIKapCHKHH Ipemapar.
dapmarieBTHYIHA €KBIBaJIICHTHICTE Y IIOPIBHAHHI 3
pedepeHTHIM IpenapaToM Hazugin® Cencurus,
cnpei HazaneHui 0,025 % nosenena y Momyini 3
pozain3.2.P.2.

DapMalleBTHYHA €KBiBaTIEHTHICTh IpenapariB

i ITBEpIXKYE:

-OTHAKOBHM SKICHMH 1 KUILKICHHH CKIIAN aKTUBHUX
pe4oBHH 000X npenapatis: 1 Mi Mictuts 0,025 Mr
OKCHMETAa30JIIHY TiZIPO XJIOPHILY;

-0JJHaKOBa JiKapchKa (GopMa Ta MUISX BBEJEHHS —
CIIpeii;

-OJIHAKOBUH AKICHHH i KITBbKiCHHH CKIaj 3 TOUKH 3apy
UTOIIOMDXHHX PEYOBHH (32 BUKIIIOYEHHIM OEH3aIKOHIIO
XJIOPUJTY T4 HATPIIO €IETaTy);

-0JIHAKOBI ITOKa3aHHS 0 3aCTOCYBaHHS.

1) Tun nikapcpKoro 3acoly, 3a AKHM
poBoaHIacs abo IIaHyeThCs

[peecTpanis

[10puaHui JTiKapcEKuii 3acib

5. IToBHa Ha3Ba KIHIYHOIO
BUIIPOOYBAHHS, KONOBaHHUIT HOMeEp
KJIIHIYHOTO BUIPOGYBaHHS

6. ®a3a KIIHIYHOr0 BUIpoOyBaHHSI

7. Ilepion mpoBeeHHs KIIHIYHOTO 3 1o

BHIIPOOYBaHHS

8. Kpainu, ne npoBomuinocs Kiigiuge =

BUIIPOOYBaHHS

9. KilbKicTh nOCTiIKyBanmX 3aIlIaHOBaHA; -
daxTHyHa:

10. Meta Ta RTOpHHHI Uil KIiHIYHOTO




BUIIPOOYBaHHSA

11. Jluzaiiy KIiHIYHOTO BHOpPOOYBaHHS -

12. OcHoBHI kpuTeEpii BKIIOYECHHL -

13. NocmimkyBaruii TiKapchKuit 3aci, =
c110¢16 3acTOCyBaHHS, CHIIA il

14. TIpemapar mopiBHAHHES, 1034, CIOCIO -
3aCTOCYBaHHS, CHIIA il

15. CynyTHs Tepamis -

16. Kpurepii onisku eexTHBHOCTI -

17. Kpurepii ominku 6esnexku -

18. CrarucTruni MeTonu =

19. Jlemorpadiyni mOKa3HHKH -
UTOCITIKYBaHOT IOMYJIAiT (CTaTh, BiK,
paca, ToIIo)

20. Pe3ynpTaTti eheKTHBHOCTI -

21. PesynsTaTu Gesnexu -

22. BucHOBOK (3aKIIFOYEHHS) -
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