3BIT
PO XOKMHIYHI KoCigxKeHHs

1. Hazra nixapcbkoro 3aco0y (3a Harnip® [lyo, taboerku, BKDHTI ILTIBKOBOKX 0B0NOHKOIW0,
HAsBHOCTI - HOMEp peecTpaniitsoro | mo 5/850 mr Ta mo 5/ 1000 mr
NOCBIYEHHS):

(Oanaznignosun amopduuii, Mempopminy 2iopoxnopud)

1) Tan nikapcekoro 3ac00y, 3a sxuM| [eHeprranuit JIKapCHKHUH 3aci6. BaraToKOMIOHeHTHY.
[IpOBOAMIIACH ab0 MIaHyeThCs

[peecTpanis

2) IIpOBeEH] TOCITIKeHHS Orax Hi SKIIO Hi, O0TpyHTYBaTH

Hanuit nixkapcekuii 3aci6 PO3pobIABCS AK reHepHdHMi
JTIKapCeKui 3acif 1o pedeperTHOrO Npenapary Kcirgyo
(Xigduo®), Tabnerxy, BKPUTI IUTIBKOBOKO 060JI0HKOI0, TI0
5/850 Mr Ta 5/1000 mr, BracHuk PIT Acrtpa3enexa AB,
[Bernis.

Biamosigao mo crarti 10.1 Hupextusu 2001/83 €C (3
BHCCCHHMMM TonpaBkammu) Ta Hakazsy MO3 Vxpaisu Bix
23.07.2015 p. Ne460 (motouna penaxmis) BiJ 3a9BHHKA He
BUMATa€TECs MPOBEAEHHS BIACHUX TOKCHKOMOTIYHEX T4
dbapmakomoriganx BUIIPOOYBaHb, a  HANAOTHCH
PE3YIbTaTH MOKTIHIYHMX JOCTIIKEeHb pedbepeHTHOrO
penapaty, Aki BHKNAZeHi y BiZmOBimHHX po3ainax
PEECTpaniitHOrO JoCkhe,

2. ®apmakosoris:

1) nepeunEa hapmaxomaamixa

2) BTOpHHHA apmakomuHAMIKa

Hoxniniuni nocnimkenss me MIPOBOIUIIUCE
3) dapmaxomoris Gesmexy

4) dapmakonuuamivmni B3aeMOIiT

3. dapmakokineTnKa:

1) anamitiani Merouxy Ta 3piTH
L1010 1X Baminanii

2) BCMOKTYBaHHs

3) poznomin Z[O JHIYHI JOCIKEHHS He ITPOBOJHIIHCE

4) MeTabomism

5) BUBeIeHHS




6) dapMakoKiHETHYHI B3acMOIii
(moxmiHigHI)

7) 15111 papmMaKoKiHeTHYHi
IOCITI IKEHHS

JloxniHIYHI JOCIDKEHHS HE IPOBOIUINCE

4. ToKCHKOIOTIS:

1) ToxcuuHICTE y pasi
OJHOPa30BOTO BBEJICHHS

2) TOKCHYHICTB ¥ pa3i MOBTOPHHX
BBEIEHb

3) TeHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYaIouH JIOJaTKOBY
OLIHKY 3 TOKCHKOKIHETHKH)

4) KaHIEPOreHHICTE:

TOBrOCTPOKOBI JJOCII I)KEHHS

KOPOTKOCTPOKOBI JOCTIKEHH S
abo JocTimKeHHs cepeIHboi
TPUBAIOCTI

IOJATKOBI JOCTIMKEHES

S5) pPenpoAyKTHBHA TOKCHYHICTE Ta
TOKCHYHHHY BIIJIMB Ha PO3BHTOK
[IOTOMCTBA!

BILTUE Ha QEPTHIIBHICTG i paHHik
eMOPIOHATBHIN PO3BHTOK

eMOPIOTOKCHYHICTE

PEHATANbHA 1 TOCTHATAIbHA
TOKCHYHICTD

TIOCTIIKEHHS, TIPY SIKUX IIpenapar
VBOIMTHCSA IIOTOMCTBY
(HecTaTeBO3pinUM TBapHHAM)
Ta/abo OUiHIOETECS BimaneHa mis

JIOKITiHIYHI NOCTIIKEHHS He TPOBOMIHICEH

6) MicLieBa NEpEHOCHMICTE

JIoKIiHI9HI JOCTIIKEHHS He IPOBOIUIHCE




7) IOMATKOBI JOCIIIKEHHS
TOKCHYHOCTI:

AHTUIEHHICTE (YTBOPEHHS aHTHTIN)

IMYHOTOKCHYHICTE

TOCITIDKEHHS MEXaHi3MiB Jil

IMKapchKa 3aIeKHiCTh

TOKCHYHICTH MeTaboIiTiB

TOKCHYHICTE JOMIIITOK

iHme

HoxmiHivH] JOCTiIKEeH s He IPOBOIKIUCE

5. BHCHOBKH MO0 MOKITIHIYHOrO
BHBYEHHS

JoKniHiuH] ZOCTINKEHHS He TPOBOMIHCE

3asgBHHK
(BmacHuk
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