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Honatok 29

2o ITopsaaKy IpPOBENEHHS €KCIEPTH3H
peecTpaniiiHux MaTepianis Ha JiKapchKi
3acobu, 1110 TOAAIOTECA Ha JePIKaBHY
peecTpariio (nepepeecTpariio), a TAKOX
EKCIIePTH3M MaTepialliB Mpo BHECSHHA
3MiH [0 peecTpaniiiHix Marepianis
IIPOTATOM Jii peecTpaniifHoro
IIOCBIAYCHHSA

(ynxt 4 poaginy IV)

3BIT
Npo JOKJIHIYHI JocninKenHs

1. Haspa mixapcekoro 3aco0y (3a
HasgBHOCTI - HOMep peecTpaliifHoro
NIOCBiAYeHH):

JIOPHAIPEHC, cnpeit mnga portosoi
OpoxKHUHU 1,5 Mr/mi, mo 30 mu y
HOJETUIIEHOBOMY KOHTelHepi 3
KPHIIKOIO Ta KOBIIAYKOM B KOMIUICKTI 3
NPHCTPOEM IS PO3IIIIIOBAaHHS y TIadIli 3

KapTOHY

1) Tan nikapcexoro 3acofy, 3a AKHM
poBoaMIaca abo IaHyeThCs PeEcTpallis

IiGopunHuit TikapchKuit 3acio

2) npoBedeHi OCHIJUKeHHS  Tak [

Hi A axwmo =i, 06rpynTyBaTH

Bimmosinzo mo mysxry 1.3. Posginy I Hakasy MO3 Yxpaian Ned26 3i sminamu T2

BIATIOBIOHO [0 CTATTI
JOKITIHIYHHX NOCTiKeHh He HaJaloThC.

10(3) Hupextusun 2001/83/€C, pe3ynpbTaTH BIACHHX

2. @apmakonoris:

1) nepuHHa GapMakonuHAMIKa

2) BropuHHa hapMakoaHHaMIKa

3) dapmMakosoris 6e3nexu

4) dbapmaxomuHaMiudi B3acMoIii

3. PapmakokiHeTHKA:

1) aHaITHYHI METOMMKH Ta 3BiTH IOXO
1X Banimamii

2) BCMOKTYBaHHS

3) posmomin

4) meTabomrizm

5) BUBeEeHHs

6) bapmakoKiHETHYHI B3aeMOil
(moxnipiumi)

7) inmi dbapMakoKiHeTHYH] ToCTiIKeHHS

4. ToxcukoJoris:

1) TokcHyHiCTS y pasi onHOPa3oBOro
BBEIEHHS

2) TOKCHYHICTS y pasi HOBTOPHUX
BBeJIEHb

3) reHOTOKCHYHICTB:
in vitro
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.in vivo (BKitouarouu JI0aTKOBY OIIHKY 3
TOKCHUKOKIHETHKH )

4) KaHIIEpOTeHHICTh: -

JIOBIOCTPOKOBI JIOCITIIPKEHHS -
KOPOTKOCTPOKOBI JAOCIIKEHHS
abo JIOCITiDKEHHSI cepeIHbOi TPUBAIOCTI

JIOJATKOBI JHOCIiIKEHHS -

5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHMI BIUIMB HA PO3BUTOK -
TIOTOMCTBA:!

BILTUB Ha (DePTUIIBHICTE | paHHiH
eMOpIOHAIBHHM PO3BUTOK

eMOPIOTOKCHYHICTh -

[IpeHaTajbHa 1 TOCTHATAIbHA
TOKCHYHICTB

JOCIIKEHHS, IPU SKUX TIpernapaT
YBOJIHUTBCS IOTOMCTBY (HECTATEBO3PILIUM
TBapuHaM) Ta/abo OLIHIOETHCS BijaneHa
JUist

6) MiclieBa IEPEHOCHMICTh -

7) IOaTKOBI HOCIIIKEHHS TOKCHYHOCTI: -

AHTUI€HHICThH (YTBOPEHHS aHTHTIJI) -

IMYHOTOKCHYHICTb -

JOCIIJDKEHHS MeXaHi3MiB il -

JIiKapCchKa 3aJIeKHICTh -

TOKCHYHICTh MeTa0OJTITIB -

TOKCHYHICTH JOMIIIIOK ~

1HILIE -

5. BUCHOBKH 1IO0 JOKTIHIYHOIO

YnosHOBaxeHa ocoba rpecTaBHUKA 3asiBHUKA ﬁ_}
/" (mizmuc)

Ipuna [Tonoxkaenko
(TLLB)
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BUBYCHHS
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Honatox 30

1o llopanxy IpoBeTeHHS eKCIIepTH3H
peECTpallifHAX MaTepianis Ha TiKapchki
3acobu, L0 MOJAIOTECS HA JEPIKABHY
peccTpaniio (IepepeecTpaniio), a Takox
eKCIIEPTH3H MaTepiaiB Ip0 BHECECHHS
3MiH [0 peecTpariiinx marepiais
IIPOTATOM Iii peecTpanifuoro
NOCBIAYUEHHS

(ysKT 4 pospimy IV)

3BIT
Ipo KJIiHiYHe BUNPOOYBaHHS

3

1. Hassa nikapcekoro 3acofy (3a|JIOPJI®EHC, cmpeit mis poToBOi
HajiBHOCTI ~ HOMep peecTpaliiiHoro | mopoxauar 1,5 Mr/mm, mo 30 mi y
IIOCBI{YE€HHS) IIOJIi ETUIICHOBOMY KOHTelHepl 3
KPHUIIKOI Ta KOBITAYKOM B KOMILIEKTI 3
TIPHCTPOEM I PO3IIUITIOBAHHS Y TIAYIli 3
KapTOHY ,
2. 3asBHUK T30B «IIpeacrapauirso BAYM OAPM
' I'MBX»
Cninsae YKpaiHCBKO-iCIIaHChKe
3. BupoGaui mignpreMcTBo ¥ dopMi ToBapucTBa 3

obMmexeHow BignosinanpricTo «Criepko
Ykpaina»

4. IlpoBeneni nocnimxenns: tak [ wi 4 axmo i, o6rpynrysaty

3rigHo 3 Hactanosoro CT-H MO3Y 42-7.4:2022 «Jlikapchki 3aco6u. JlocminkenHs
GioexBiBanenTHOCTI», Homatok II, pozmim «Jlikapceki 3acobum MicmeBoi il Ta
MICIEBOro 3acTOCyBaHHsA» JiKapcekuit 3aci6 JIOPII®EHC e thapMareBTHULO
CKBIBACHTHUM [0 OpHTiHAIBHOIO JHKAPCHKOTO 3acoby. Pesyibrat BiacHMX

KJIHIYHEX JOCIIDKEHD He HaTarOThCH.

1) tum nixapcekoro 3acofy, 3a SKuM
npoBoauaacs abo IIAHY€EThCS PeecTpariis

I'iGpuguuit nikapcekiii 3acio

5. IloBna Ha3Ba KJIIHI9HOTO
BUNPOOYBAaHHsI,  KOXOBAHMI  HOMep
KIIHIYHOrO BHIIpoGyBaHHs

6. ®aza KIiHITHOro BUOPOOYBaHHS

7. llepiom mpoBemeHHA KIIHIYHOTO
BHIIPOOYBaHHSA

8. Kpainu, ne mpoBomumocss KiiHiuHe
BUNIPOOYBaHHS

9. KibKicTh DOCIIKYBaHHAX

10. Mera Ta BYOpHMHHI Nim KiIiHiYHOTO
BUIPOOYBaHHS

11. Tuzaiin kninivHOro BUIpo6YyRaHHs.

12. OcHOBHI XpuTepii BKIIOYEHHS

13. Jocmimxypanuil Nikapchkuit 3acib,
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crocib 3acTocyBaHHs, CHiIa [ii

14. Tlpenapart nmopiBHsAHHSA, 1034, CIIOCIO
3aCTOCYBaHHS, CHJIA il

15. CynyTHs Teparris -

16. Kpurepii ominku epeKTUBHOCTI -

17. Kpurepii ominku 6e3nexu -

18. CrarnucTrydi MeToau -

19, Hemorpadiuni MOKa3HUKH
AOCHIKyBaHOT momynamii (craTh, BIK, -
paca, To1110)

20. PesynbTaTi eeKTUBHOCTI -

21. Pesynbsrath 6e3nexu -

22. BUCHOBOK (3aK/IHOueHHs ) -

YnoBHOBaxkeHa ocoba NpecTaBHUKA 3asBHUKA /%;
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(mianuc)

Ipuna IlonoxaeHko
(ILLB)
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