3BIT

Npo KJIiHiYHe BUNIPOOYBAHHS

1. Ha3Ba mikapcekoro 3aco0y (3a
HasIBHOCTI - HOMEp
peecTpalifHoro MocBiTIeHH )

Tepninpecun-®apmak, pozuns s in’exiii, 0,17 Mr/ma

(mepninpecun)

2. 3asiBHUK

AT «®apmak»

3. BupoOuuk

AT «Dapmak»

4. IlpoBeaeni gocaiKeHHs:

Orak Xlui SIKIIO Hi, OOIPYHTYBaTH

Januii nmikapchkudl 3aci® po3pobisBes Ak riOpuaHMM
mikapceeKkuit 3acib 1o pedepertHoro npenapary Glypressin
(I'ninpecuH), NOPOLIOK IS PO3YMHY AN 1H eKuiid nmo 1 mi
BupoOHHITBa hipmu «Ferring GmbH. », Himeuunna.

V signosigrocti go Hacramosu CT-H MO3VY 42-7.3:2020
«Jlikapceki  3acobu. [locmimkenns GioeKBiBaJICHTHOCTI»
JIOCJIIJDKEHHS O10€KBIBAJIEHTHOCTI HE € HEOOXIIHHMH, SKIIO
JIOCITI/DKYBAHHH JIIKapChKHE 3aci0 BBOJUTBCS SK BOJHHIM
BHYTPIIIHBOBEHHHUH PO3YMH, 10 MICTHTh TaKy )X aKTUBHY
pEeUOBHHY, IIO i 3aTBEP/UKEHHH HA JaHWH yac JIKapChKHi
3aci6  (Jlomaroxk Il  «Bumorm g0  AOCHIIKEHHA
0i0eKBIBAJIEHTHOCTI PI3HHX JKapchbkux (opm», po3aia
«[TapeHTepanbHi POYHHUY).

1) tum nikapcsKoro 3aco0y, 3a
SIKUM IIpoBoaMIIacs abo
[UIaHYEThCS PEECTparlis

I'iopumnuit nikapcekuit 3acid

5. IloBHa Ha3Ba KIJIHIYHOTO
BHIIPOOYBaHHs, KOJOBAHUH HOMEp
KJIIHIYHOTO BUIIPOOYBaHHS

KiiHi4H1 BUIIpoOyBaHHS HE IPOBOIHIIHCE

6. ®asa KIHIYHOTO
BUITPOOYBaHHA

Kriniyni BunpoOyBaHHA HE POBOIUIHCE

7. Tepion npoBeieHHS KIIHIYHOTO
BUNPOOYBAHHA

8. Kpaiunu, e nposoaunocs
KJIiHIYHE BUITPOOYBaHHA

Kniniyni BunpoOyBaHHs HE IPOBOIUIIHUCH

9. KinpKicThb T0OCTiIKyBaHUX

Kuriniyni BunpoOyBaHHs HE IPOBOAUIIHCE

10. MeTa Ta BTOpHHHI LI
KJIIHIYHOTO BUIIPOOYBaHHs

Kniniuni BUIpoOyBaHHS HE IPOBOIHIIHCE




11, JIu3zaiis KIiHIYHOTO
BUNIPOOYBAHHSA

Kniniuni BunpoOyBaHHS He IPOBOAMITHCE

12. OcHOBHI KpuTepii BKIIOYCHHS

Kuninigni BunipoOyBaHHs HE IPOBOIHIIHCE

13. ocmimkyBanuii TiKkapceKuii
3aci0, crocib 3acTocyBaHHs, CHa
it

Kuninivni BunpoOyBaHHs HE IPOBOJUIIICE

14. Ilpenapat nopiBHAHHA, 1034,
criocib 3acTocyBaHHS, cHIa JIii

Kuniniuni BunpoOyBanHs He TPOBOIHINCE

15. CynyTHa Teparis

Kniniuni BunpoOyBaHHs HE TPOBOIHIUCH

16. Kputepii ominku
edexTUBHOCTI

KniniuHi BUNpoOyBaHHs He IPOBOIHIUCH

17. Kputepii oninku Ge3nexu

Kitinivni BUnpoOyBaHHA HE MPOBOIMIHCH

18. CraTucTHYHI METOIH

Kniniyni BunpoOyBaHHs HE IPOBOIMIINCE

19. llemorpadiui moKa3HUKH
OCIILKYBAHOT oy auii (craTs,
BiK, paca, TOWIO)

Kuniniuxi BunpoOyBaHHs He IIPOBOAMIACE

20. PesynbTartu edexTHBHOCTI

Kninivni BunpoOyBaHHs He TPOBOJHIIHCE

21. PesynbTatu Oe3neku

Kuniniuai BunmpobypaHHs He IIPOBOIHIHCH

22. BUCHOBOK (3aK/IIOUEHHS)

Kniniyni BunpoOyBaHHs He IPOBOJUIHCE

3agBHUK (BIIACHUK
peecTpanifHoro MoCBiI4eHHs)
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3BIT
JMOKJIIHIYHI JOCHIAKEHHHA

1. Ha3Ba mikapcbkoro 3acody (3a
HAssBHOCTI - HOMEp peecTpariifHoro
MMOCBITYCHHA):

Tepiinpecun-®apmax, po3uuH 1 il exnit, 0,17 mr/mn

(mepninpecun)

1) Tun JikapceKoro 3acoly, 3a SKHM
poBoaHIacsS abo IIaHYETHCS
peecTpalis

[iOpwuHuit Tikapcekuii 3acid

2) IpoBeCHI JOCIiAKEHHS

Otak Xlui SIKIIO Hi, OOIPYHTYBATH

Tanuit mikapcekud 3aci® po3pobmsiBes sK  TiOpHIHHM
nikapceKuii 3aci6 1o pedepentroro npemnapary Glypressin
(T minpecuH), IOPOLIOK IS PO3YHHY JUIs iH €Kil mo 1 M
supoOuunTRa Qipmu «Ferring GmbH. », Himeuauna.

Bignosigao po crarti 10.1 dupextusum 2001/83 €C (3
BHeCeHUMH monpaskamu) Ta Hakasy MO3 Vkpainu Bin
23.07.2015 p. Ned60 (31 3MiHaMH) BiI 3asdBHHKa HE
BUMAracThCsl IIPOBEIEHHS BIACHUX TOKCHKOJIOTIUYHHMX Ta
(hapmakonoriuHux BUIPoOyBaHb, 4 HAAKTECA PE3yIbTATH
JNOKTIHIYHUX NOCIiKeHb pedepeHTHOTO Mpenapary, ki
BHKJIaJIeH] Y BIIMOBITHUX PO3MiIax peecTpaLiifHoro 10Che.

2. ®apmakoioris:

1) nepBuHHa dapMakoMHAMiKa

2) BTOpHHHA (hapMaKoIHHaMiKa

3) hapmaxonoris Ge3nexu

JToKITiHIYHI 1OCTiIKEHHS He TIPOBOJUIIACE

4) hapmakoguHAMi4HI B3a€MOJIT

3. ®apMaKoKiHETHKA:

1) aHAITUYHI METOIMKH Ta 3BITH
MO0 IX BasTigauii

2) BCMOKTYBaHHs

3) posmoin

JTOKITIHIYHI JIOCTIKEHHS HE TIPOBOAMIIMCH

4) metaboizm

S) BUBEICHHS




6) hapMaKkoKiHETHYHI B3aeMOIT
(moxITiHIYHi)

7) iamri hapMakoKiHETHYHI
MOCIIJKEHHS

4. TOKCUKOJIOTIS:

1) ToxcuuHICTS y pasi
0/JJHOPA30BOI'0 BBEJIECHHS

2) TOKCHYHICTH Y pa3i IIOBTOPHHX
BBEICHb

JIOKTiHIUHI TOCITIKEHHS HE IPOBOIHIIUCE

3) FeHOTOKCHYHICTB:
in vitro

in Vivo (BKJIFOYAIOYH JTOJAaTKOBY
OLIHKY 3 TOKCHKOKIHETHKH)

JloxmiHivHI TOCTIKEHHS HE TPOBOIHIIMCH

4) KaHIIEPOTEHHICTE:

ITOBrOCTPOKOBI JIOCIIPKEHHS

KOPOTKOCTPOKOBI JIOCIIJPKCHHS
ab0 JIOoCIiKeHHS cepeIHbOT
TPHUBAIOCTI

JToxniHivHI TOCTIHKEHHS He IIPOBOAUIIHCE

IOIaTKOBI AOCIHIUKEHHSA

5) penpoAyKTHBHA TOKCHYHICTD Ta
TOKCHYHUII BIJTUB HA PO3BUTOK
[IOTOMCTBA!

BILTHB Ha (epTHIBHICTE 1 paHHii
eMOpioHaIBEHUH PO3BUTOK

eMOPIOTOKCHYHICTh

JToKTiHIYHI TOCIIIKEHHS HE TPOBOIUIIHCH

MpeHaTaTbHA 1 TOCTHATAIBHA
TOKCHYHICTD

TOCITIPKEHHS, TIPH SIKKX Tperapar
VBOIAUTHCS IMIOTOMCTBY
(HecTaTeBO3PLIMM TBApHUHAM )
Ta/a00 OLIHIOETHCS BiananeHa s

6) MicIieBa epeHOCHMICTh

JToxTiHi4HI JOCITiPKEeHHS HE IIPOBOIMIIMCE




7) IOJATKOBI TOCTIIKEHHS
TOKCHYHOCTI:

AHTHTCHHICT (YTBOPEHHS QHTUTIN)

IMYHOTOKCHYHICTD

MOCIiIKEHHS MeXaHi3MiB ail

JIoKITiHIYHI TOCITIPKEHHS He IIPOBOIUINCE

JTKapChKa 3aJIeXHICTh

TOKCHUYHICTHL META0O0IITIB

TOKCHYHICTH JOMIIIOK

WENi

5. BUCHOBKH 11010 JOKIIHIYHOTO
BUBYCHHS

J{OKJIIHIYHI 1OCIIJDKEHHS HE TIPOBOIMIINCE
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