3BIT

PO AOKJIIHIYHI JOCTiIKeHHS

1. Haspa nikapcekoro 3acofy (3a

[IOCBITYCHHS):

HAsABHOCTI - HOMED PEeECTpaliifHOro

Panina®, KoHIEHTpAT JUIg OpajibHOTO po3urHy 20 Mr/Mi

(cepmpaniny 2iopoxaopuo)

NpoBoauiaca abo IIaHyeTbes
peecTparis

1) TMII NIKAPCBHKOro 3ac00y, 3a SKUM

['enepuanuii mixapcpKuit 3aci6

2) IIPOBENEH] HOCTIIKSHHS

grax Xlui SKIIO Hi, OOIpyHTYBaTH

Panina®, xommentpar 11 opamsHOro posumay 20 Mr/mi,
BupobuunTea AT «®apMaky € reHepudYHHM TiKapChKHM
3acobomM 1o pedeperTtroro npenapary Zoloft® concentrate
for oral solution 20 mg/ml, BnacHWK peecTpaniiinoro
noceiguenHs Viatris Specialty LLC.

Bigmosizao nmo crarri 10(1) Hupextusu 2001/83 €C (3
BHECEHHMHM monpaBkamu) Ta Hakxazy MO3 Vkpainu Bin
23.07.2015 p. Ne460 (31 3mimamm) Bing 3asBHMKA He
BHMAra€TbCsd IPOBEIEHHSA BIACHUX TOKCHKOIOIIYHHMX Ta
dbapmaxonoriunux BHNPOOYyBaHb, a HATAIOTECS Pe3yIBTATH
NOKTIHIYHMX JOCTIIDKEHb ped)epeHTHOro Ipenapaty, sKi
BUKJIaJ€H] Y BIANOBIAHUX PO3MiNax peecTpalifiHoro J0Che.

2. ®apmakooris:

1) nepBuHHA hapmakoauHaMika

2) BTOpHHHA apMakoguHAMiKa

3) dhapmaxooris be3mexu

4) bapmaxoguHamivHi B3acMoil

HoKmiHI4H] JOCTIIKEHHS HE IPOBOIAIIKCE

3. ®apMakoKiHeTHKA:

1) anamiTHYHI METOIHKY Ta 3BIiTH
WOHO IX Bayrimamii

HoxminivH] JOCTiIKEeHHS HE IPOBOUIHNCH

2) BCMOKTYBaHHS

3) posmomin

4) merabonizm

JIOKMiHIYH] TOCHiIKEHHS HE IPOBOIUIINCE




S) BUBEJIEHHS

6) hapMaKOKIHETHYHI B3aEMOIil
(mOKTIHIYHI)

7) 1H11 papMaKOKIHETHYHI
TOCTIIKEHHS

4. TOKCUKOJIOTIS;

1) TOKCHYHICTE ¥ pasi
OIHOPa30BOr0O BBEIECHHS

JIOKTiHIYHI JOCIIKEHHS HE IPOBOIMIKUCH

2) TOKCHYHICTB y pa3i IIOBTOPHUX
BBEIICHD

JlokniHI9HI JOCNIKEHHS HE IPOBOIMIIHCE

3) reHOTOKCHYHICTE:
in vitro

In Vivo (BKJIFOYAOYH J0JaTKOBY
OLIIHKY 3 TOKCHKOKIHETHKH)

JIOKIiHIYHI DOCII/IKEHHS He ITPOBOIHIIHCE

4) KaHEPOreHHICTh:

TOBIOCTPOKOBI NOCIIIKEHHS

KOPOTKOCTPOKOBI JOCI/PKEHHS
ab0 DOCIIUKEHHS CepenHbOl
TPHUBAJIOCTI

MONATKOB] NOCILIKEHHS

JloKTiHIYHI NOCHIIPKEHHS HE IPOBOJUIINCE

5) penponyKTHBHA TOKCHYHICTE Ta
TOKCHYHHM BILIHB Ha PO3BHUTOK
NOTOMCTBA:

BIITMB Ha QEPTUILHICTE 1 paHHii
eMOpIOHATBEHHI PO3BHTOK

eMOPIOTOKCHYHICTE

TpeHaTanbHa 1 IOCTHATAIBHA
TOKCHYHICTE

JloxniHIYHI OOCIIIKEHHS HE IPOBOIFIIHCE

IOCITIKEHHS, IPH SKUX [IpenapaT
YBOIUTECS TIOTOMCTBY
(HECTATEBO3PLIHM TBAPHHAM)
Ta/abo OLIHIOETHCA Biamanena xis

JloKMiHIYHI JOCTiIKEHHS HE TTPOBOIUITUCE




6) MicLieBa IEPEHOCUMICTE JoKkniHiYHI NOCHIPKEeHHS HE IPOBOJHIACE

7) MONATKOBI JOCIiIKEHHS TOKCHYHOCTI:

AHTUIE€HHICTDH (YTBOPEHHS AHTHUTIN)

IMyHOTOKCHYHICTE

IOCTIHKEeHHS MeXaHi3MIB aii

TTiKapchKa 3aIEeXKHICTE JIOKTIHIYHI JOCNI/PKEHHS HE MIPOBOIMINCE

TOKCHYHICTE METalOJIITiB

TOKCHYHICTE JOMILIOK

1HLIE

5. BHCHOBKY OO JOKTIHIYHOTO .. .
JIOKTiHI4HI JOCTIIKEHHS HE NPOBOIMIKCE

BHBYECHHS

3asBHUK

(B1acHUK

2z 72
IIOCBIYEHHS) -

£ (II.LB.)
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