Jlomarok 30

no IlopsaaKy mpoBeeHHAS eKCIIEPTU3H peecTpalliifHiX MaTepiaib
Ha JIKapChKi 3aCO0H, 10 MOJAIOTHCS Ha JIEPXKABHY PEECTPallilo
(mepepeecTpaniio), a TaKoxX

eKCIIEpTH3H MaTepialiB PO BHECEHHS 3MIH JIO PEECTPAIIAHHX
MarepialiB IpoTAroM Aii peecTpaliifHoro

rocsimuerns (ayHKT 4 po3nimy IV)

3BIT

npo KJIiHiYHe BHIPOOYBaHHSA

1. Hazga mikapcbkoro 3aco0y (3a
HAsIBHOCTI - HOMEp PEECTPAIiHHOTO
[TOCBITICHHS)

[NE®YPOKCHUMY kombi, MOPOIIOK AT PO3UUHY JUIA iH ekuik o 0,75
v GnakoHi; 1 driakoH 3 mopoiikoM Ta 1 amryna 3 posunHHKEKOM (Boaa s
iH'eKIil, PO3UMHHHUK AJIS NMApeHTEPATPHOrO 3acTOCyBaHHs, Mo 10 mu) y
Grictepi;1 Gnictep y madyui

2. 3agBHUK

[IpuBaTHE aKkmionepHe TOBapHCTBO «JlexximM-XapkiB», Ykpaina

3. Bupobuux

1. TlpuatHe axuioHepre  ToBapucTBO «JlexximM-XapkiB», VYKpaiHa
(BMPOGHULITBO Ta MEpPBUHHE IAKYBaHHSA PO3YMHHHKIB; BTOPHHHE
MaKyBaHHsI, KOHTPOJIb T4 BUITYCK Cepii FOTOBOTO J1iKapChKOro 3acoby).

2. Petonr ®apmacstorukan Ko., Jita., Kuraiickka Hapoauna Pecmy6iika
(BUpOOHHMUTBO Ta MEPBHHHE NAKyBaHHS MOPOIIKY ).

4. IIposeneHi JOCTIKEHHA:

Tak  HI

Krniniugi JocnimkeHHs HE MpPOBOJWIMCH (GipMOIO B 3B’A3Ky 3 THM, ILIO
3a3HAYEHHUI TpenapaT peecTpyeThes sk reHepuyHMi npenapar. Jlocke Ha
Lledypokcum KomOi CKIAZEThCA 3 B TOMY HMCII 3 MaTepiajiB JOCkE Bijy
BupoOHuKa uedasoniHy kommnaHii Petonr ®apmacerotukan Ko., JIta.,
Kuraiiceka Hapomna Pecry6iika Mae JOCTaTHI [aHi, B TOMY YMCIli OTJISIH
TPOBENEHUX BHIPOOYBaHb ped)epeHTHOro NpemnapaTy Ta iHII BiJKPHTI
my6aikawii Ipo OCHiIKEHHS, TaKOX PEe3oMe Ta JIITepaTypHi AaHi mpo
npenapat. Takox MaTepiand BKIIOYAIOTh 3BITH Ta PE3IOME Bijl HE3aNEKHHX
eKCIIEPTIB, AKI OL[IHIOBAIH MaTepialy 3asBHHMKA Ta BMpoOHMKa IlpuBaTHe
akuioHepHe ToBapucTBO «JlekxiM- Xapkie», YkpaiHa.

1) Tum mikapchKoro 3aco0y, 3a SKUM
poBoIUIacs ado IIaHyEThCA
peecTpanis

["enepruHwmit TikapchbKuii 3acid

5. IloBHA Ha3Ba KJIIHIYHOTO
BUIIPOOYBaHHS, KOZOBAaHUH HOMED
KJTIHIYHOTO BHIIPOOyBaHHS

6. ®asa KJIIHIYHOrO BUIIPOOYBaHHS

7. Ilepion npoBeneHHs KIiHIYHOTO
BHUIPOOYyBaHHS




8. Kpainu, ie TpoBoAWIOCS KIIiHIYHE
BHATIPOOYBaHHS

9. KinpKicTh JOCIIIKYBaHUX

3aIlJJaHOBaHA:
dbakTHuHA:

10. Mera Ta BTOpHHHI LI KITIHIYHOTO
BUIIPOOYBaHHS

11. JTu3aiin KIIHIYHOTO BUNIPOOYBaHHS

12. OcHoBHi KpuTepii BKIIOYEHHS

13. JocmimkyBanuii TlikapchbKui 3acio,
c110ci6 3acToCyBaHHS, CHIIa il

14. TIpenapat nopiBHAHHS, 1034, CIIOCIO
3aCTOCYBaHHs, CHa Aii

15. CymyTHs Teparris

16. Kputepii olliHKH e(eKTHBHOCTI

17. Kputepii oninku 6e3neKn

18. CraTHCcTHYHI METOTH

19. Temorpadivni HOKa3HUKU
NOCIIiHKYBaHOT HOMYJIAI] (CTaTh, BIK,
paca, TOIIO)

20. Pe3ynpTatu eeKTHBHOCTL

21. PesynbTatu 6e3nexu

22. BHCHOBOK (3aKJIIOYEHHS)

3asBHUK (BIACHHUK
PEECTPAIifHOrO ITOCBITYEHHS)

(I 1.B)




Jonarok 29

o TTopsiziky TPOBEAEHHS eKCIIEPTU3H PeeCTparliifHmx
MaTepianiB Ha JiKapebki 3acodu, 1110 MOAar0Thes Ha
meprkaBHy peccTpallito (IepepeecTpariito), a TaKoxK
eKCIIEPTH3H MaTepiaiiB Mpo BHECEHHS 3MiH J10
peecTpaIiifHHX MaTepianiB IPOTAroM Jii peecTpaliiitnoro
nocBiueHHs (MyHKT 4 posaury V)

3BIT
NPpo XOKJIiHIYHI JOCTIIZKeHHA

1. Ha3zpa nixapcrkoro 3aco0y (3a
HAsIBHOCTI - HOMED PEECTPaIliftHOTO
OCBITICHHS):

ME®YPOKCHM kombi, TOPOIIIOK JJIS PO3UMHY IUIS 1H €KITH 1O

0,75 r y dnakowni; 1 ¢pakoH 3 nopoImkoM Ta 1 amirysa 3 pO34uHHMKOM
(Bona s in'exid mo 10 mu), y Gnictepi; 1 6ictep y maymi.

1) Tun mikapcekoro 3acody, 3a SKHM
IpOBOAMIIACS ab0 IUIAHY€THCS
peecTpartist

["eneprynmii miKapchKUii 3aci6

2) IpoBeIeHI OCIiIKEHHS

TaK V Hi

Jlokiigiybi JOCHiIKeHHS He MPOBOMMWIKACE HipMOIO B 3B 43Ky 3 THM, IIO
3a3HaYEHHH Ipernapar peecTPYEThCS K TeHepUIHUH npenapar. Jlocke Ha
Ilebypokcum KOMOI CKIIAJEThCSA 3 B TOMY 9YHCHi 3 MaTepialliB 0ChE Bijl
BUpoOHHKa 1edypokcumy kommnanii Peronr ®apmacerotukan Ko., JIta.,
Kuraiiceka Haponna PecrmyOnika mae mocTaTHi HaHI, a caMe OIIIAIH
IPOBENEHUX BUIPOOYBaHb pedepeHTHOro mpemapary Ta iHINi BiJKpHTI
nyOiKalii Ipo JOCIIHKEHHS, TAKOX PEe3OMe Ta JIiTepaTypHi JaHi mpo
npemapar. TakoX MaTepiand BKIIOYAIOTh 3BITHM Ta pE3IOME Bif
HE3AICKHUX €KCIEPTIB, SKi OINHIOBAIM MaTepiaid 3asBHHKA Ta
BupoOHuMKa [IpuBaTHe akuionepHe ToBapucTBO «JlekximM-Xapkisy,
VYkpaina.

2. ®apmaKonoris:

1) nepBuHHa hapMaKoIUHAMIKA

2) BTopuHHA QapMaKoJMHaMIKa

3) dapmaxonoris 6e3nexu

4) papmakoarHAMIYHI B3a€EMOJIT

3. ®apMaKkOKiHETHKA:

1) aHANITHYHI METOJIVIKH Ta 3BITH
oo iX BasIimarii

2) BCMOKTYBaHHS




3) po3nomin

4) MeTaboIi3M

5) BUBEJIEHHA

6) papMaKOKiHETHYHI B3a€EMOMIL
(mOKMIHIYHI)

7) inmi papMaKoKiHETHYHI
TOCIT JOXKEHHS

4. TOKCUKOIIOTIA:

1) TOKCHYHICTH ¥ pas3i OAHOPa30BOr0O
BBEeJCHHS

2) TOKCHYHICTH y pa3i IOBTOPHMX
BBEJICHB

3) FeHOTOKCHYHICTB:
in vitro

in vivo (BKITFOYarO4M JOJATKOBY
OIIHKY 3 TOKCHKOKIHETHKH)

4) KaHIIEpPOTCHHICTB:

TOBIOCTPOKOBI AOCIIKEHHS

KOPOTKOCTPOKOBI JIOCIIIPKEHHS
abo0 MOCIIIKEHHS CepeTHBOL
TPHBAIOCTI

ITOJATKOBI TOCIIKEHHS

5) penpoayKTHBHA TOKCUYHICTE Ta
ITOKCHYHU BIJIMB HA PO3BUTOK
[IOTOMCTBA:

BILIUB Ha (ePTUIBHICTD 1 paHHIN
eMOpioHATTFHIH PO3BUTOK

eMOP10TOKCHYHICTD

MpeHaTaATbHA 1 TOCTHATAIbHA
TOKCHUYHICTH




TOCIIIIKEHHS, TIPY SIKUX IIperapaT
YBOJIUTHCS IIOTOMCTBY
(HecTaTeBO3piTUM TBapUHaM) Ta/abo
OLIHIOETHCS BIINANICHA Jisl

6) MicIieBa IEpEHOCHMICTD

7) DOJATKOBI TOCTIDKEHHS]
TOKCHYHOCTI:

AHTHUICHHICTDH (YTBOPEHHS aHTUTLN)

IMYHOTOKCHYHICTD

TOCTDKEHHS MEXaHI3MIB il

ITiKapCchbKa 3aJIe)KHICTh

TOKCHUYHICTE METa00 i TIB

TOKCAYHICTE JOMIIIIOK

iH1IEe

5. BucHOBKHY 010 JOKIIHIYHOTO
BUBYEHHS

3asgBHUK (BIACHUK
peecTpariifHoro mocBia4eHH)
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