Jlonatok 29

1o Tlopsaaxky IpoBeIeHHs eKCrepTH3H
peecTpaniiHuxX MaTepianiB Ha TKapchKi
3aco0H, 110 NOIAFOTECS Ha JEPXKABHY
peecTpariio (IepepeecTpaliiio), a TakoxK
EKCTIEPTU3H MATEPIaiB PO BHECEHHS
3MiH JI0 peecTpaniifHux Marepiaiis
IIPOTATOM JIii peecTpariifHoro
IIOCBITYEHHS

(myHKT 4 posniny IV)

3BIT

Npo JOKJIIHIYHI J0CTiAKeHHSI

1. HasBa nikapcbkoro 3aco0y (3a HasIBHOCTI -
HOMEP peecTpalifHOro MOCBIAYeHHS):

JIHHE30JIA-HOBO®APM, posunn  jis
indysii, 2 mr/ma no 300 ma y nakeri; mo 1
NAKETY B NAKETI 3 MeTAII30BAHHM MOKPHTTAM

1) Tun nixapcbkoro 3acofy, 3a AKHM
MpoBOIMIIACS aD0 MJIAHYETHCS peecTparis

I'enepuunuii gikapcobkuii 3acio

2) IIpOBeJIeH] JOCIiIKEHHS

Tak  VHI KO Hi, 0o0IpyHTyBaTu

Jixapcvrkui  3aci6  JIIHE30JI[J]-HOBO®APM,
po3uun ons ingysiti, 2 me/mn no 300 mn y naxemi;
no 1 nakemy 6 nakemi 3 Memaniz06aHuM
HOKpUMMAM — (hapMayeemuyHo  exeisaneHmHull
opueinanonomy JI3 3HBOKC, pozuun oas inghysii,
2 wmmn; no 300 mn 6 cucmemi Ons
BHYMPIWHb06EHN020 66edennsa; no 1 cucmemi 6
ynakoeyi 3 naminoeanoi gonveu, Ilgatizep Iux.,
CLA/ @peseniyc Kabi Hopze AC, Hopeezis,
OCKIIbKU Micmums 0OHY 1 my 2iC camy KilbKicme
0it0407 | OONOMIDICHUX PeHO8UH 6 0OHIU T Mmill camill
NMKapeeKiil  opmi,  Mae  aHANOIYHUL  ULLSX
66e0eHNs (Mpu YboMy OllOYY PevoeuHy 6 CKIAdi
aikapcokoz2o  3acoby nayienm ompumye y
PO34UHEHOMY 6U2/A0T).

Pesynemamu OoxniniyHux Oocniodicens 3amineno
6I0NOGIOHUMU  OaHUMU  ONYONIKOBAHOT HAYKOBOI
Jaimepamypu npo docnidoicenns
dapmaxokinemuxi, Gapmakoounamiry,
moxcuyHocmi NiHe301iody.

Jikapcoki 3acobu, wo micmame aine30ni0, Marome
006e0eHy epexmusHicmb ma NPULHAMHUL PiceHb
be3nexu.

2. ®apMakosioris:

1) mepBuHHa GapMakogHHaMiKa




2) BropuHHa hapMakoIHHaMiKa

3) dpapmakouioris Ge3nexu

4) papmakoguHaMiuHi B3aeMoIil

3. dapMakoKiHeTHKA:

1) aHaJIITHYHI METOMKH Ta 3BITH MIOJO iX
BaUTi 1alii

2) BCMOKTYBaHHS

3) po3mnoin

4) meTabonizm

S) BUBEJCHHS

60) apMakokiHETHYHI B3aeMOIIl (HOKIiHIYmHi)

7) iH11i (papMaKOKiHETHYHI JOCITIIKEHHS

4. ToxcHKoIOTIA:

1) TOKCHYHICTE y pa3i 0AHOPA30BOTO BBEICHHS

2) TOKCHYHICTD y pa3i MOBTOPHHX BBEIECHb

3) FeHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYAIOYH J0JATKOBY OIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTCHHICTE:

NIOBIOCTPOKOBI JIOCTIIIKEHHS

KOPOTKOCTPOKOBI TOCTILIMKEHHS
a00 JOCTIKEHHS CepeIHbOI TPHBAIOCTI

TOIaTKOBI JOCIIIHKEHHS

5) penpoiyKTHBHA TOKCHYHICTh Td TOKCHYHHIA
BILUTHB HA PO3BHTOK II0TOMCTBA:

BIUIMB HAa (DepPTUIBLHICTE i paHHii
eMOpPIOHATIBHHA PO3BHTOK




eMOPIOTOKCHYHICTE

[peHaTalbHa 1 II0CTHATAILHA TOKCHYHICTE

0CITIKEHHS, IIPH SIKUX MPenapaT YBOAHThCS
MOTOMCTBY (HECTATE€BO3PINIUM TBapHHAM) Ta/abo
OLIHIOETHCA BifIaena Jis

6) MicIieBa IIEPEHOCHMICTh

7) MOJATKOBI JOCTiKEeHHS TOKCHYHOCTI:

AHTHTCHHICTh (YTBOPEHHS aHTHTLII)

IMYHOTOKCHUHICTE

TTOCITIHKEHHS MEXAaHI3MIB il

JTiKapChKa 3aJIe)KHICTh

TOKCHYHICTEL MeTaOOIITIR

TOKCHYHICTH JOMIIIOK

1HIIe

5. BHCHOBKH 11010 JIOKJIIHIYHOTO BUBUYECHHS

3agaBHHUK (BJIIACHHK
peecTpaiiifHOro MOCBi IYeHHS)

Tosapucrso 3 00MexeHOI0
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Jomaroxk 30

1o Tlopsky poOBeIEHHS eKCIEPTH3H
peecTpaniiHUX MaTepialiB Ha JIKapChKi
3aco0H, 10 MOJJAIOTECS Ha IEPIKaBHY
peecTpalliro (ImepepeecTpairiio), a TaKoX
€KCIEPTHU3U MaTepiaiiB PO BHECEHHS
3MiH JI0 peecTpallifHuX MaTepiajiB
MIPOTSATOM il peecTpaliifHoro
TIOCBITYEHHS

(myHKT 4 pozniny IV)

3BIT

PO KJIiHIYHEe BUIPOOYBaHHS

1. Ha3Ba mikapeskoro 3aco0y (3a
HasBHOCTI - HOMEP peecTpaniiinoro
MOCBITYCHHS )

JIIHE3OJ/II/I-HOBO®APM, pO34HH IS
indysiit, 2 mr/ma mo 300 ma y makeri; mo 1
NAKeTy B MAaKeTi 3 MeTaJi30BaHAM NOKPHTTIAM

2. 3asiBHUK

ToapucrBo 3 o00MeKeHOW BiINOBiAAJBLHICTIO
¢ipma "Hopodapm-biocuures", Ykpaina

3. BupoOuuk

ToBapucTBO 3 00MEKEHOW BiINOBiZAIBHICTIO
¢pipma "Hopodapm-biocuures", Ykpaina

4. Tlposeneni qOCHTiPKEHHS:

rak  V Hi SKIIO Hi, OOIPYHTYBATH

Jixapcoxuti  3aci6  JITHE3OJIJ[-HOBO®APM,
po3zyun ons inghysit, 2 me/mn no 300 mn y nakemi; no
1 naxemy e naxemi 3 Memanizo6anHuM ROKPUMIMAM
papmayesmuuno exeieanenmuuil opueinancromy JI3
3HBOKC, pozuun oas inghysiu, 2 me/ma; no 300 mn 6
cucmemi Onsi GHYMPIUHLOBEHHO20 68edeHHs, no 1
cucmemi 6 ynaxkosyi 3 aaminosanoi ghonveu,
Hdpaiizep Inx., CLLA/ @peseniyc Kabi Hopee AC,
Hopeezid, ockintbku micmums 00HY [ my 2c camy
KilbKiCMb OiloYoi 1 OONOMIICHUX PEYOGUH 6 OOHII |
miti camiti 1ikapcekil opmi, Mae ananoivHull winax
geedenns (npu yvomy Oilo4y peyoGuHy 6 CKIaodi
aixapevkozo  3acoby nayienm  ompumye 'y
PO3YUHEHOMY 6U2NADT).

Pezynemamu  kainiynux  eunpobysanv  3amiHeHO
8I0N0GIOHUMU  OaHuMU  ONYONIKOBAHOI  HAYKOBOT
aAimepamypu npo KATHIYHI Q0CHIONCeHHS
papmaroxinemuxu, Gapmarodunamiru,
eexmusnocmi ma 6esnexu nineszonioy. Jlikapceki
3acobu, wo micmame NiHe301i0, MaOMb 008edeHy
eexmusHicms ma nPUtiHAMHUL pieeHb Ge3nexil.

1) Tan nikapepKoro 3aco0y, 3a AKAM
NpoBoOIMIacs abo MiIaHyeThes
peecTpartis

I'enepununuii nikapcbKuii 3acio




5. IloBHa Ha3Ba KIIHIYHOTO
BHIIPOOYBaHHS, KOJIOBaHUH HOMEP
KITIHIYHOTO BHIIPOOYBaHHS

6. ®aza KIIHIYHOTO BUIIPOOYBAHHS

7. Ilepiox npoBeieHHs KJIIHIYHOTO
BHUIIPOOYBaHHS

110

8. Kpainu, ne mpoBoaumocs KiiHiyHe
BUTIPOOYBAHHS

9. KinbKicTh AOCTIIKYBAaHUX

3arjiaHoBaHa;
dakTuyHa:

10. MeTa Ta BTOpHHHI L1 KIiHIYHOTO
BUIIPOOYBaHHA

11. Jlu3aiis KIiHIYHOTO BUIIPOOYBaHHS

12. OcHOBHI KpHTEPiT BKITIOUCHHS

13. JocnimkyBanuit TikapchKuii 3acid,
cnoci0 3acTocyBaHHS, CHIA il

14. Tlpenapar nopiBHIHHS, 1034,
crocid 3acTocyBaHHs, CHIA il

15. CynytHs Tepamis

16. Kpurepii olliHKH e(peKTHBHOCTI

17. Kpurepii ouinku Oe3neku

18. Craructiuni MeToau

19. lemorpadiuni moxkasHUKH
OCIIPKYBaHOI nomyJsiiii (cTark, BiK,
paca, TOIIO)

20. PesynbpraTn eeKTUBHOCTI

21. PesynsraTn Oe3nexu

22. BUCHOBOK (3aKJTIOYEHHS)

el T

3asBHHUK (BJIaCHHUK
peecTpaLiifHOro MOCBITUEHHS )

= / (mianuc)

TosapucTBO 3 00MeEKEN 010 Banepiii [IEPEPBA
BinnoBizanbHicTio dipma «Hosodapm- / (ILLB.)
biocunres», Ykpaina



