3BIT

Npo KJiHIYHe BUNPOOYBaHHS

l. Hasga  snikapcekoro  3aco®y  (3a | KOPJIATTH, poszumn mns indysiii 42 mr/ma mo
HAsBHOCTI — HOMep peecTpaniitnoro | 100 mu y s, no 1 msimmi y maumni
IIOCBI/TYEHHS )

2. 3asBHUK lIpuBatHe aknioHepHe ToBapucTBo «lHpy3is»

3. Bupobunk

IIpuBatHe akuioHepHe ToBapucTBO «IHDY3isn»

4. [TpoBeneHi T0CTiKEHHS

Hi.

Bignopinno 10 Bumor «Ilopsaky mnpoBeaeHHs
CKCICPTH3M  peecTpalliifHuX  marepialiB  Ha
JKapehKi 3aco0M, L0 MOJAIOTHCS HA JIEPKaBHY
peecTpanio  (mepepeecTpainip), a  TaKOXK
CKCIIEPTH3M MaTepialiB PO BHECEHHS 3MiH 0
peecTpalifiHMX ~ MarepialmiB  TpoTAroM il
peeCTpalifHOrO TOCBITYEHHS», 3aTBEPIKEHOrO
Hakaszom MO3 Ne 460 Bix 23 st 2015 poky (3i
3MIHAMH)  TEHEpUYHHWIl  JiKapchkmii  3aci®
nepeadavae, 0 peecTpalliiiie [J0ChE MICTHTH
IIOCHJIAaHHS Ha peecTpalidHy iHdopMallio, 1o
MICTHTBCS Y JI0Ch€ Ha pedepeHTHHII mpemapar, 3a
YMOBH JIOBEIEHHs 1IX eKBiBaIeHTHOCTI. Jlis
FeHEPHKIB HE HAJAIOTBCH pPEe3YJIbTATH BJIACHHX
TOKCHKOJIOTTYHHX Ta (hapmMaxoJIOTiYHHX
BUIIPOOYBaHb 200 KIIHIYHUX JOCTI/KEHD.
Pedepentuuii nikapcbkuil 3acid Mae moBeacHY
e(eKTHBHICTh Ta Oe3neKy, [0 MiATBEPIKYEThCS
YHUCIICHHUMH JOCII/DKEHHSM, OnyOJIiKOBaHHMH B
HayKOBHX JDKEpeliax.

1) Tum  Jikapcbkoro 3aco0y, 3a SIKHM
NPOBOAMJIACS a00 MIAHYETHCS PEECTpallis

['enepuunuii nikapcokuii 3acid

5. IloBHa Ha3Ba KJIHIYHOTO
BUIIPOOYBaHHS, KOJ/IOBAaHH I HOMEp
JIIHIYHOIO BUIIPOOYBaHHs

Bnacnl kniHIYHI JOCHI/DKEHHS HE MPOBOIKIIKCEH 1
HE IUTAHYIOThCS.

6. @asza KJIIHIYHOTO BHIIPOOYBaHHS

7. llepion IPOBEICHHS KJTIHIYHOTO | 3 o

BUIIPOOYBaHHS

8. Kpainu, 1e mnpoBomwmocs KiiHidHEe | —

BHUITPOOYBAHHS

9. KinpkicTh DOCTimKyBaHHX 3aIjaHoBaHa:
(akTHyHa:

10. Mera Ta BTOpHHHI Wijdi KIiHIYHOTO
BUIIPOOYBAHHS

11. Jluzaiid K1iHI9YHOrO BHIIPOOYBaHHS

12. OcHOBHI KpUTEpii BKIOUEHHS

13. Nocni/pkyBanuii  JlikapchKuii  3acio,

criocib 3actocyBaHHs, CHIIA JiT

14. [Ipenapatr mnopiBHSHHA, J103a, CIOCIO
3aCTOCYBaHHS, CHJIA il

15. CynyTHs Teparis

16. KpuTepii OliHKH eQeKTHBHOCTI




17. Kpurepii oninku 6e3neku

18. Craructuuni MeToau

NOKa3HHUKH
(ctarh, BIK,

19. Jlemorpadiuni
JOCIII/PKYBAHOT  [TOMYJISIIIiT
paca, Touo)

20. PesynbraTu edextnBHOCTI

21. PesyabraTu Oe3nexu

s DAY

22. BUCHOBOK (3aKJIIOUEHHS )

1 ﬁ{:‘

Brnacui xiini

3asBHHUK
(BJIACHHMK PEECTPALIifHOTO MOCBIAYEHHS)

i7pKeHES He TPOBOIHITHCE.
o
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3BIT

Npo AOKJIIHIYHI A0CII/IKEeHHS

1. Hasa mikapcekoro 3acoby (3a
HasBHOCTI -— HOMEp peecTpariifHoro
MOCBIJUEHHS):

KOPIAI'TH, posuun mnsg indyzid 42 mr/mu mo
100 Mt y s, mo 1 mustoini y nadig

1) Tunm mikapceKoro 3acoly, 3a KM
NpOBO/IHIIACS aD0 TUIAHYETHCS peecTparis

["enepuunuii nikapcebkuii 3aciod

2) mpoBeJIeH] JOCIIIKEHHS

Hi.

Binnosinso 1o Bumor «llopsoxy mnpoBenenus
eKCIIepPTH3XW  peecTpalliifHUX  Marepiaiie  Ha
JiKapchKi 3aco0M, 10 MOJAIOTHCS Ha JICPIKABHY
peecTpariito (nepepeecTpaliro), a TaKOXK
EKCIIePTH3M MartepiagiB Mpo BHECEHHS 3MiH 10
peecTpaliifHuX  MarepiagiB  [pOTAroM [l
peecTpallifHOro  MOCBIYEHHs», 3aTBEPIKEHOIO
HakazoM MO3 Ne 460 gix 23 aunusa 2015 poxy (3i
3IMIHAMH) reHepHYHUH TiKapChKHi 3acid
nepeadavae, IO peecTpauiifHE [10Che MICTHTH
IOCHJIAaHHS Ha peecTpauiifny iHdopmanio, o
MICTHTBCS Yy JOChE€ Ha pedepeHTHHI mpenapar, 3a

YMOBH JOBEJCHHS 1X eKBiBaJleHTHOCTI. Jlist
FeHePUKIB HE HA/JAIOTBCH PE3YJIbTATH BIACHHX
TOKCHKOJIOTTYHHX Ta (bapMako;10riYHUx

BUITPOOYBaHb 200 KJIIHIYHUX TOCTIDKEHb.
PedepenTHuii nmikapchKHil 3acid Mae IOBEOCHY
e(heKTUBHICTL Ta Oe3meKy, L0 IiATBEPIKYEThCS
YUCIACHHUMH JOCIIDKEHHAM, ONMyONiKOBaHUMH B
HAYKOBHX JKepenax.

2. dapMakoJioris:

BuiacHi IOKJTIHIYHI 10C/1IKEHHS HE IPOBOINIIHCE.

1) nepBuHHa hapMakoIHHAMIKA

2) BTOpHHHA (hapMaKoHHAMIKa

3) ¢papmakosoris 6e3nekn

4) hapMakoHHAMIYHI B3aEMOJIIT

3. GapMakoOKiHETHKA:

BracHi JOKIIHIYHI TOCTIIKEHHS HE MPOBOIHIIHCE.

1) anaaiTH4YHi METOQHKH Ta 3BITH LIOHO IX
BasTimaril

2) BCMOKTYBaHHS

3) po3moin

4) metadoni3zm

5) BUBeIEHHS

6) (hapMakOKiHETHYHI B3a€MO/I11

(JToKITiHIYHI)

7) inmii hapMaKoKiHETHUHI JOCTIKEeHHS

4. ToxcuKONOris:

BracHi 10KJIIHIYHI JOCTDKEHHS HE [IPOBO/IUIIHCE.

1) TOKCHYHICTH Yy pa3si
BBEIECHHS

OJJHOPa30BOI'o

2) TOKCHYHICTH y pa3i HOBTOPHHX BBEICHB

3) reHOTOKCHYHICTD: in Vitro

in vivo (BKIIOYAIOYH 101aTKOBY OIIIHKY 3
TOKCHKOKIHCTHKH)




4) KaHIIEPOTEHHICTh:

JIOBIOCTPOKOBI JOCITI/KEHHS

KOPOTKOCTPOKOBI  JIOCTi/KEHHST  ado
JOCJIJZKEHHS CePe/IHbOT TPHBAJIOCTI

JIOJTATKORB] JTOCTIKEHHS

5) penpoayKTHBHa  TOKCHYHICTH  Ta
TOKCHYHMH  BIUIMB  HAa  PO3BHTOK
MOTOMCTRBA:

BIUINB Ha  (epTWIBHICTH 1  paHHIl
eMOpioHaJIBHHH PO3BUTOK

eMOPIOTOKCHYHICTE

IpeHaTallbHa 1 MOCTHATAIILHA TOKCHYHICTB

JOCIKEHHS, IpH  sSKUX  [Ipenapar
YBOJMTBCS TOTOMCTBY (HECTaTEBO3PLIAM
TBapHHaM) Ta/ado OIIHIOETHCH BijajaeHa
st

6) MiclieBa [IepEHOCUMICTh

7) IOAATKOBI JOCIiIMKEHHS] TOKCHUHOCTI:

AHTHI'CHHICTH (YTBOPEHHS aHTHTLI)

IMYHOTOKCHYHICTh

IOCHIDKEHHS MEXaHi3MiB JIil

JiKapehka 3a/IeKHICTh

TOKCHYHICTH META0OIIITIB

TOKCHYHICTH JOMIIIIOK

1H1mIe

5. BHCHOBKH 100  JIOKJIIHIYHOIO
BHBYEHHS

3asBHUK
(BIACHHUK PEECTPAIIfHOTO MOCBITYCHHS )
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