3BIT

Npo KJIiHiYHe BUIIPOOYBaHHS

1. Hasra nixapcexoro 3aco0y (3a
HasBHOCTI - HOMep
peecTpaniifHoTo MOCBITYeHHA)

Jlisinat, po3uns JUIs i1’ ekuiif, 1 Mr/mmn

(Ecyunosa cine 2,6-0laminozexcanogoi xuciomu)

2. 3asBHUK

AT «®PapMmak»

3. BupobHuk

AT «®apmak»

4. TipoBesieHi JOCTIHKEHHS:

TAK  HI SKIIQ Hi, 0OTPYRATYBATH

JlisimaT, posuun s in’ekuilt, | mMr/mia, BapobaunTea AT
«®apMak» € TIeHepHYHMM JIIKapCEKHM 3aco00M 10
pedeperTHOrO npenapary L-Ni3wHy ecnMHAT, po3duMH AN
iw’exknit, 1 wMr/mn, BepoOHunTBa Xommanii ITAO
«Tamuudapm», Vkpaina: Mae Takuif caMmuil saxicHmit i
KiJBKiCHMIM cKiIan, 2x 1 pedepeHTHHIT Jikapcbkuil 3acid; 1 €
BOJIHMM PO3YHHOM [N BHYTPIITHLOBEHHOTO 3aCTOCYBaHHA,
AK i pedheperTHr#M NTikapchkuit 3aci0.

V sigmosignocti no Hacranosu CT-H MO3YVY 42-7.4:2022
«Jlikapceki 3acobu. JochmimxeHHs OioeKrRiBaneHTHOCTI»
mociimxeHHa 610eKBIBaNEHTHOCTI He € HEOOXiHIMH, AKILO
HOCHHDKYBaHMil jiikapebkuil 3aci® BBOJHTECA SK BOJHMH
BHYTPIIIHFOBEHHHN PO3YUH, MO MICTHTbL TaKy X aKTHBHY
PEYOBHHY, IO 1 3aTBepIxeHUH Ha Nauwil yac JiKapchKHH
zacic  (Homarox II  «Bumorm 40  JOCIiMKEHH:S
Ol0eKBIBAJIGHTHOCTI PI3HUX INiKapcbKUX (OpM», PpO3Iin
«IlapenTepanbHi po34UHEY).

1) Tumt nikapebkoro 3acody, 3a
KM MpOBOAMIACA abo
TUIAHYETHCS peecTparis

[enepuqnuii rikapchkui 3acid

5. Iloeya Ha3pa KIIiHiYHOTO
BUNpoOyBaHHS, KOJOBAHUI HOMED
KITiHiYHOTO BUIIPOOyBaHHA

Kotinigni BunpoOyBaHHs He IPOBOAMIINCH

6. Masza KITiHIYHOTO
BUIIPOOYBAHHA

7. [lepion nipoBeieHHS KNiHIYHOTO
BUIIpOOYBaHHI

8. Kpaiuu, e mpoBouiocs

KIIiHIYHE BHTIpOOYyBaHHS




9. KifbKiCcTh JOCIIIKYBaHUX

3arjlaHoBaHa:
(akTHyHa:

10. Meta ta BropuHHIi 1ii
KJIIHIYHOTO BUITPOOYBaHHA

11. JIuzaiin KJIiHI4HOTO
BUIIPOOYBaHHs

12. OcHOBHI KpHUTEpil BKIIOUEHHS

13. docimkyBanuii niKapchKuii
3aci0, crocib 3acTocyBaHHs, CHIlA
i

14. [Ipenapat nopiBHAHHS, 1034,
crioci0 3acTocyBaHHs, cuia Jii

15. CynyTHs Tepanis

16. Kputepii ouiHku
edexTHBHOCTI

17. Kputepii oninku 6e3nexu

18. CraTucTHYHI METOIH

19. lemorpadiyni noKazHUKH
TTOCITIIKYBAHOT MOMYJIALIT (CTaTh,
BIK, paca, TOIO)

20. Pesysbratu eekTHBHOCTI

21. Pesynbratn Ge3neku

22. BUCHOBOK (3aK/JIHOYEHH:)

Kniniuni BunpoGyBanHs He NPOBOAMIHCH

3asiBHUK (BJIACHUK
peecTpaniifHoro nocBiJueHHS)




3BIT
Npo AOKJIiHIUHI JOCTiIKEH ST

1. Hazga nixapcekoro 3acody (3a
HAfZBHOCTI - HOMEp peecTpaniiiHoro
[IOCBITYEHH )

Jlizinar, posums qng iv’ekiit, 1 Mr/mi

(Ecyunoea cine 2, 6-0laminozexcanosoi xuciomu)

1) Tr1 J1iKapcbKoro 3acody, 3a SIKUM
rpoBouIaca abo IIaHyeThCH
peecTpariis

[enepuunnit Nikapebkuit 3acid

|2) npoBefeH] NOCTIIKEHHA

tak 00 HI AKIIO Hi, O0IrpyHTYBaTH

Jlizimar, posumH mus iHekiiii, 1 Mr/mua, BEpoGHUITBA
AT «®apmak» € TeHepHYHHM IKapCBKUM 3aco0oM [0
pedepeHTHOTO NiKapebkoro 3acoly L-mi3HHY ecliHHAT,
po3uMH g im’exuid, 1 MI/mi, BHpoOHPOTBA KOMIaHIl
IMTAO «Tammudapm», YKpaina.

Bimnosigno mo crarri 10.1 Jdupextusu 2001/83 €C (3
BHeceHHMH monpakami) Ta Hakazy MO3 Vkpainu Ne426
Big 26.08.2005 (miroua pepakilis) Bij 3asBHUKA He
BHMAracThes IPOBEJICHHA BIIACHMX TOKCHKOJIOTIYHHX Ta
thapmMaronorivHuX BUNpoOYBans, 4 HalaloTLCA pe3yILTaTh
JOKITIHIYHHX JOCITIPKEHb pedieperTHOro IIpenapary, fAKi
BHKJIaJICH] Y BIAMOBIIHHX po3IlIax peecrpanifHoro Jocke.

2. GapMaxoIoris:

1) nepeuHHA (hapMaKoIUHAMIKA

2) BTOpUHHA QapMakoIuHaAMIKa

3) dapMmakonoris Gezmexn

4) papMakoguHaMidHi B3aeMOIIT

JIOKTiHIYMHI JOCTIIKEHHA HE IPOBOIUIINCE

3. QapMakoKiHeTHKA:

1) aHANITHYHI METOOHKY Ta 3BiTH
MOJO 1X Bamimarii

2) BCMOKTYBaHHS

3) posnoain

4) metaborizmM

S5) BUBEICHHS

JoxniHigHi KoCTiHKEHHS He IPOBOAMIHCE




6) hapMaKoKiHETHYHI B3aeMOXil
(moxuiHiuHi)

7) inmi dapmakokiHeTHYH]
MOCTIiIOKEHHS

Joxniniyni gocmipkeHHS He TPOBOAMIIHCH

4. Toxcuxomoris:

1) TOKCHUHICTE ¥ pasi
OAHOPA30BOTO BBEIEHHS

2) TOKCHYHICTE Y pa3i IIOBTOPHHX
BBCICHD

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKIIOYa04M JONATKOBY
OLIHKY 3 TOKCHKOKiHETHKH)

JloKIiHIgHI JoCTIDKEHHS HE IPOBOIUIIHCH

4) KxaHIepOreHHICTB!

JOBrOCTPOKOBL JOCHIKEHHSA

KOPOTKOCTPOKOBI JOCIIiIMKECHHS
abo JoCHiHKeHHs cepeqHbO01
TPUBANOCTI

HoNaTKOR] DOCHiMKe T

Hoxniniuni gocnimKeHHA He IPOBOIHUIHCE

5) peIpoAyKTHBHA TOKCHYHICTE Ta
TOKCHYHHI BIUIHB Ha PO3BUTOK
[I0TOMCTBA:

BIUTHB Ha (QepTHIBHICTE i paHHilk
eMOpioHaNbHUH POIBATOK

eMOpioTOKCHIHICTE

npeHaTalbHa 1 OCTHATAIBHA
TOKCHYHICTD

MOCITIDKEHHS, TIPY AKUX IIpenapat
YBOIUTHCH IOTOMCTBY
(HecTaTeBO3PUNIM TBAPHHAM )
Ta/abo OLiHIOETECS BiTaeHa Ois

Jlokminiuni gocmimKeHHs He TPOBOAUIHCE

6) MiclieBa IIEPEHOCUMICTD

JIokniHiYHI JOCHiKEHHA HE IPOBOAKIIHCE




7) MOJATKOBI JOCIIIMKEHHSA
TOKCHYHOCTI;

AHTUTEHHICTH (YTBOPEHHS aHTHUTLN)

IMyHOTOKCHYHICTB

TOCTIHKEHHS MEXaHI3MIB il L. )
JloxniHiuHi T0oCTiIKEHHS He TIPOBOIUIIHACE

TiKapchKa 3aJIeXKHICTh

TOKCHYHICTE METabOIITIB

TOKCHYHICTh JOMIIIOK

1HIIIE

5. BUCHOBKH 11010 TOKJIIHIYHOTO e .
JlokmiHivHi KoCTiIKeHHS He TIPOBOIHIIHCE

BHBUCHHS
3asBHUK (__/’ﬂ o
(BacHUK o

peecTpaiiifHoro ;ﬂ M inw
TIOCBiTYEHHS) ’; (R4 L




