Jlopatok 29

10 opsaky npoBejieHHs eKCIIepTH3H
peecTpaliiHuX MaTepiaiiB Ha JIIKapChKi
3ac00M, 110 1OJIAI0THCS HA IePIKaBHY
peecTpaniio (epepeecTpalliio), a Takox
eKCIepPTU3H MaTepiajliB 11po BHECEHHS
3MIH JI0 peecTpalliifHuX MaTtepiaiip
IPOTATOM JIi1 peecTpaltiiHoro
OCBITYCHHS

(myHxT 4 pozainy [V)

3BIT

NPpo AOKJIIHIYHI JOCTiAZKeH ST

1. Hazga nikapcekoro 3aco0y (3a HagBHOCTI
- HOMEp PeeCTPaIliHHOrO MOCBIUCHHS):

HEPEIIIM, mpopomoxk Aast pPO3YHHY /LIS
in’exmiii o 1,0 r

1) T nikapebkoro 3acoly, 3a AKHUM
npoBOAMIACS ad0 MIAHYETBCS peecTparis

['enepuunuit ikapceKuit 3acio,
OJIHOKOMIIOL ICHTHHH

2) npoBe/IeH1 JOCIKEHHSI

_lTak HI KO Hi, OOIpYHTYBATH

Bnacui TokcukosnoriuHi ta ¢apmakosorivmi
JIOCIIJPKEHHSI  He  [POBOJMIINCS,  OCKIJIbKH
HE®EIIIM, mopomok aisi po3vYHHY LIS
in’exmiii mo 1,0 r, € reHepHYHHUM JIKAPCHKHM
zacoboM. Pedepentnuii  nikapcekuii  3acid
MAXIPIME, powder for solution for injection,
1.0g.

Joxazom exsiBaienTHocti JI3 HEM®EITIM,
NOPOINOK /KIst po3unny s in’exuiii mo 1,0 r e
(apMaleBTHYHA  CKBIBAJICHTHICTL  peepeHTy,
OCKIJIBKM TIpenapar € JKapchbKuMm 3acoboM s
NapeHTePAIbHOIO  3acTOCyBaHHs Y  BHIVISLL
MOPOLIKY JUTSE PO3YHHY JUIS 1H €KUIH. MICTHTD TaKky
caMmy JiI04y peuoBMHY 1 B Till camiii MOsipHIii
KOHLEHTpaIll, o 1 pedepeHTHUI npenapar, i 3
TAKHMH CAMHMH JIOIIOMDKHHMH pEUOBHHAMH Y
MOPIBHIOBAHHX 3 pe(epeHTHUM  IIperapaToM
KOHIICHTpAIisX.

2. @dapmMakosoris:

1) nepeuHHa (hapMaKoIMHaMIKa

2) BTOpHHHA (papMaKoMHaMiKa

3) dpapmaxoJoris Ge3nexku

4) papmakoHAMIYHI B3aeMOIIl




3. dapmakoKiHeTHKA:

1) aHAJTITHYHI METOJAMKH Ta 3BITH LI10J10 1X
Bautiaanii

2) BCMOKTYBaHHs

3) po3noain

4) metabonizm

S5) BUBEJICHHS

6) GapMakOKiHETHYHI B3aeMOJIIT
(moxTiHiYuHI)

7) i GpapMakoKiHETHYH] JOCTIHKEHHS

4. Tokcukomoris: —

1) TOKCUUHICTB Y pa3i 0JIHOPA30BOrO
BBCJIICHHSA

2) TOKCHUYHICTD Y pasi MOBTOPHHX BBEICHb

3) FeHOTOKCHYHICTh:
in vitro

in vivo (BKJIIOYAKOUHU JIOJATKOBY OLLIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOr'€HHICTD:

OBIOCTPOKOBI JTOCITKEHHs

KOPOTKOCTPOKOBI JIOCIIi/PKEHHS
260 J10CIiPKEH S CepeIHbOT TPHBAIOCTI

):IO,H‘B.TKOBi JIOCIIJIKEHHS

5) pernpoayKTHBHA TOKCHUHICTD Ta
TOKCUUHHIH BIJIMB Ha PO3BUTOK MOTOMCTBA:

BIUIMB 1A (PEePTUIILHICTE | PaHHIH
eMOpiOHATBHHIIT PO3BHTOK

eMOpIOTOKCHYUHICTh




[peHatajbHa 1 IOCTHATAIILHA TOKCHYHICTh

NOC/TI/DKEHHS, TIPU SKUX [iperapar
YBOJIUTHCS IIOTOMCTBY (HECTATEBO3PLIHM
TBapHHaM) Ta/abo OLIHIOETHCS BijUlalleHa
st

6) MiclleBa MePEHOCHMICTh

7) 101aTKOBI JIOC/IJPKEHHS TOKCHYHOCTI

AHTUI'€HHICTH (YTBOPEHHS aHTHTIN)

IMYHOTOKCHYHICTD

NOCIIHKEHHS. MEXaHI3MIB Jil

JTKapchKa 3aJIeKHICTD

TOKCHYHICTL MeTa00ITIB

TOKCUUYHICTE JIOMIIIOK

1HIe

5. BHCHOBKH 1110/10 ,HOKHiHi‘-IHOI'O BUBYCHHA

3asBHUK (BJIACHHUK

peecTpallifHOro MOCBIYEHHS)

(minrnuce) P

ntpo KOJIECHIKOB

(I. 1. B.)

I'os10Ba npaBiHHA

(mocana)




Jloagatok 30

no [opsanky nposeeHHs eKClepTH3H
peecTpaliifHuX MaTepiaiiB Ha JIiKapehKi
3acO0H, 1O MOJAKTHCS Ha JIEPKABHY
peecTpariio (repepeecTpalii). a Takox
EKCIIEPTU3M MaTepialiB Ipo BHECCHHS
3MIH JI0 peecTpaliiiHux Marepiaiin
[POTArOM JIiT peecTpauiifHoro
MOCB1TUCHHSI

(nyukr 4 pozuiny I'V)

3BIT

Npo KJiHiYHe BHNIPOOYBaHHS

1. Hazpa nikapcbkoro 3aco0y (3a HasBHOCTI -
HOMEP peecTpaliiHOro MocBI4eHH)

HE®EIIM, mopouok AJs po3uimy Juis
i’ exuiii mo 1,0 r

2. 3asgBHHUK

[IpuBaTHe akuionepHe TOBAPHCTBO
«JIexxim-Xapkis»

3. BupoOuuk

Peronr @apmackroruxad Ko., JIti. / Reyoung
Pharmaceutical Co., Ltd.

4. TpoBeaeH1 A0CIIIKEHHS:

lrak M ui SIKILO Hi, OOTPYHTYBaTH

BuiacHi kiiiHI4HI BUIIPOOYBaHHs HE [IPOBOIHIIHCH,
ockinbki IHEMEITIM, nopomok st po3unHy
s il exuiii mo 1,0 1 € reHepuuHUM JIIKapChKIM
3acob0M. PedepenTuuii  nikapehkuii  3acid -
MAXIPIME, powder for solution for injection,
1.0g.

Jlokazom exsiBanentaocti  JI3  HE®EIM,
MOPOMOK JUIst po3unny s in’exuiii mo 1,0 r ¢
(apMarieBTHYHA CKBIBAJICHTHICTH pedepenty.
OCKIJIBKH IIperapar € JIKapchbKuM 3acobom juis
MapeHTepalbHOrO  3aCTOCYBAHHS Y  BHIVISUI
MOPOIIKY UL PO3UHHY sl iH’eKlill, MICTHTh
Taky caMy Jilo4y pedoBHHY 1 B Tiii camii
MONApHIN  KommeHrpauii, 1o 1 pedepenTHHi
mpenapar, i 3 TAKHMH CaMHMH JIOHOMIKHHMH
PEUOBHHAMH Y [OPIBHIOBAHHX 3 pe()epeHTHHM
[IperapaToM KOHIEHTPaIifX.

1) Til JiiKapchbKoro 3acody, 3a AKHM
poBO(IACcs abo IUIAHYETLCS peccTpallis

Tenepuunmii Jikapebkuii 3acio.
OJIHOKOMITOHEHTHH

5. TloBHa HA3Ba KIIHIYHOIO BUIIPOOYBAHHSI,
KOJIOBaHUH HOMEP KJIIHIYHOTO
BUIPOOYBaHHA

6. Masa KAIHIYHOTO BUNIPOOyBaHHsd




7. Ilepion npoBe/IeHHA KIIHITHOTO 3 1o
BUIIPOOYBaHHS

8. Kpaiuu, Jie npoBoAHIOCS KIIiHIUHE -
BUIIPOOYBaHs

9. KinpkicTs gociimKyBanux 3aIuUlaHoBaHa:
(hakTHUHA:

10. Mera Ta BTOpHHHI T[T KITIHIYHOIO -
BHIIPOOYBAHHS

11. Jlnzaitn kHivHOrO BUNpoOyBans =

12. OcHOBHI KpuTEPiT BKIKOYEHHS =

13. locnimxkyBaHul jikapchbKuii 3aci0, -
criocid 3acTocyBaHHs, cuaa il

14. Tlpenapar nopiBHsHHS, 1034, ciocid -
3aCTOCYBAHHS, CHIIa JiT

15. CynyThs Tepaitis -

16. Kpurepii olinku epeKTHBHOCTI -

17. Kputepii orinku Oe3nexu -

18. CrarucTiHydi METOIH =

19. Jlemorpadiumi mOKa3HUKH
JOCIIPKYBaHOT Hotynduii (cTath, BIK, paca,
TOLIO)

20. PesynbraTi e(heKTHRHOCTI -

21. PesynbraTn Ge3nexu -

22. BUCHOBOK (3aKJIOYEHHS) -

(ninnuc) /
utpo KOJIECHIKOB

3asgBHUK (BIIACHHUK

peECTpaIliifHoOro MOCBI(YEHHS)
(. 1.B.)

["o/10Ba npaB/iHus

(rocaJjaa)



