Hoznartok 29

1o TTopsjiky NpOBeAEHHs eKCIePTU3H
peecTpauiitHnx MatepiaiiB Ha NiKapceKi
3aco6H, IO MOJAIOTHCA Ha JIEPIKABHY
peectpauito (mepepeecTpalliio), a TAKOK
eKCMepTH3U MaTepianis Mpo BHECEHHS
3MiH 10 peecTpallifiHuX MaTepianis
TpoTsAroM Jil peectpauiiitoro
[IOCBiIueHHA

(uynkr 4 posgniny IV)

3BIT npo gokniHivHi pocaimxeH st

HOMEp peecTpaLliifiHoro rnocBiI4eHH):

1. Hassa nikapcekoro 3aco0y {32 HaAaBHOCT -

JIOTPOMBIH, Tabaerku, BKpUTI MIiBKOBOIO
ofonoHkoro, mo 500 Mr

(miocmin MikpoOHi30BaHMIH)

1) Tvn nikapcskoro 3acody, 3a AKHUM
NpoBoAHNAcs af0 TAHYETLCS peecTpallis

nikapchkuii 3acif, axuii Mae no6pe BUBYEHE MEIUYHE
3acTOCYBaHHSA

2) mpoBeAeHi JocimKeHHs
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Bignosigdo no pumor posxiny III Ilopaaky nposeaents
eKCIIePTH3H peecTpaliiiHux MaTepianiB Ha ikapchKi
3aco6H, 10 MOAAIOTRCS Ha JepiKaBHY peecTpaliio
(nepepeccTpallilo), 8 TAKOXK eKCIIEPTH3H MaTepiaiiB npo
BHECEHHS 3MiH 10 peecTpalliiiHuX MaTepialiB poTIroM
nii peecrpauiiiHoro nocsinuenHa (Haka3 Minictepersa
0XOpOHM 340poB’s Ykpainu Big 26.08.2005 Ne 426 [si
3MiHaMu, YMHHA penakuisn]) Ta ctarti 10a JJupexTuBH
2001/83/€C 3i 3MiHamMu, BIacHi JOKITiHIYHI
JOCHKEHHS He POBOIMIKCSA, PE3YNBTETH AOKTIHITHHX
IOCHIKEHB, 110 MicTATLCA ¥ Moayni 4, 6yno 3aMineHo
BiAMOBITHMMH JaHUMH OIMyONiKOBaHOI HAYKOBOT
niTepatypH.

O TaK AKILIO Hi, 00IpyHTYBaTH

2. dDapMakonoria:

1) nepsuHHa dpapMaKo JMHaMiKa

BiacHi JOKIiHIYHI ZOCHIIPKEHHS HE TPOBOIHIIHCS.

2) propuHHA (hapMakogUHaMixa

BracHi qoxniHiYHi JOCNiIKEeHHS HEe NPOBOAHIIUCE.

3} dbapmakonoris Oe3neku

BracHi JOKIHIYHI JOCTiHKEHHS He NPOBOIMIHCE.

4) dhapMaxoaMHaMiuHi B3aeMOT

Bnacui foxIiHiuHI foc/iKeHHS He IPOBOINIIUCE.

3. ®apMaKoKiHETHKA:

1) aHaniTHYHI METOANKY Ta 3BiTH WOAO X

Bnachi 1OKIIHIYHI OCTIIMKEHHSA HE IPOBOINIIHCE,

BaJjipauii _
2) BCMOKTYBaHH:I BuacHi JOKAIHIYHI AocifKeHH He IPOBOJUIHNCE.
3) po3noain Bnacui noxaigiyHi OCTIIKEHHA HE MPOBOAHIIHCE.

4) meTabomizm

BnacHi JOKIIHIYHI JOCHIIKEHHS He IPOBOIHIIUCE.




S) BUBEJIEHHS

BriacHi JOKJTiHIUHI JIOC/IIDKEHHS HE MPOBOANIIHCE.

6) papMaKoKiHETHYHI B3aEMOJIT
(MOKJiHIYHI)

BiacHi JOKTiHIUHI JOC/IKEHHS HE NMPOBOHIIHCE.

7) inwi hapMaKOKiHeTHYHi OC/IKEHHS

BiacHi ZOKIIHIYHI OCHIIMKEHHS HE MPOBOAUIHCE.

4. Tokcukosoris:

1) ToKCHYHICTh Y pasi 0AHOPa30BOT0O
BBE/ICHHSI

[Brachi fokiHiuHI 40C/IIKEHHS HE MPOBO/MIUCE.

2) TOKCMYHICTb Y pa3i NOBTOPHUX BBE/IEHD

BiacHi JOKTiHIYHI IOC/IPKEHHS HE POBOHIIMCS.

3) reHOTOKCHYHICTB:
in vitro

BnacHi JOKIIHIYHI 10CHIKEHHSA HE TIPOBO/IMIIUCE.

in vivo (BK/IK0Yal04uu J0IaTKOBY OLLIHKY 3
TOKCHKOKIHETHUKH)

BiacHi JOKIIHIYHI JOCTIKEHHS HE MPOBOAMIIHUCE.

4) KaHIEPOreHHICTh:

BiiacHi JOKJIIHIYHI JOCHIDKEHHS HE MPOBOAMIHCE.

UJIOBFOCTPOKOBI 10CI1PKEHHA

BrnacHi JOKIIHIYHI JOCHIPKEHHS HE MPOBOJAHIHCE.

KOPOTKOCTPOKOBI JOCIIDKEHHA
60 JIOCIIiJUKEHHS cepeiHbOT TPUBAIOCTI

BnacHi JOKAIHIYHI JOCHIDKEHHS He NPOBOJAHINCS.

J101aTKOBI }IOCJ’[i,IJ.)KeH HA

BnacHi foKAIHIUHI JOCJIIMKEHHSA HE MPOBOHIIUCE.

5) penpoyKTHBHA TOKCHYHICTh Ta
TOKCUYHUI BIJIUB HA PO3BMTOK MOTOMCTBA:

BracHi IOKIIHIYHI JOCIIKEHHSA HE MPOBOUIIHCE.

BIJIMB HA (PePTUIILHICTD | paHHi#H
emOpioHaJIbHHA PO3BUTOK

Bnacui JOKIiHIYHI JOCTIPKEHHS HE TPOBO/MIINCE.

eMOpiOTOKCHYHICTh

BriacHi JOKJIiHIYHI JOC/IPKEHHA HE MPOBOJANIIHUCE.

npeHarajibHa i NocTHaTajlbHa TOKCHUYHICTh

BnacHi JOKAIHIYHI JOCTIPKEHHS HE POBOJIMINCE.

I0CTI JDKeHHSA, TIPH SAKUX TIpernapar
YBOJMTHCS MOTOMCTBY (HECTATEBO3PIIMM

TRapUHaM) Ta/ab0 OLHIOEThCA BijUlajieHa Jis

BracHi JJOKAIHIYHI JOCHTIDKEHHS HE MPOBOJUINCD.

6) MiciieBa NepeHOCHMICTh

BnacHi JOKTIHIUHI JOCTIKEHHA He NPOBOJAMIHCE.

7) MOAATKOBI JOCIIPKEHHS TOKCHYHOCTI:

BnacHi JOKIIHIUHI JOCTIIKEHHS HE MTPOBOAUIIHCE.

AHTHUIEHHICT (YTBOPEHHS aHTHTIJ)

BaacHi J0K/IiHIUHI AOCHIPKEHHs HE MPOBOMIIUCE.

iMYHOTOKCHYHICTB

BnacHi JOKTiHIYHI JOCHIHKEHHS HE TPOBOIUIIHCE.

TOCTITAKEHHS MeXaHi3MiB ail

BnacHi JOKIIHIYHI JOCIIKEHHs HE IPOBOJIMINCE.

TiKapchKa 3a1eiHICTh

BiiacHi JOKIIHIYHI JOCHIIKEHHS HE MPOBOJIMIINCS.

TOKCHYHICTh MeTabO0JIITIB

BracHi A0KTIHIYHI AOCTIAKEHHS HE NPOBOAWIUC.

TOKCHUUYHICTH JOMILIOK

BnacHi AOKIIHIUHI AOC/IIKEHHS HE NPOBOJUIIHCh.

iHLIE

BnacHi JOKIIHIYHI JOCIPKEHHS HE MPOBOJWIIHC.

5. BUCHOBKHM 111010 JOKJIIHIYHOTO BUBYEHHH

BnacHi JOKJIIHIYHI JOCTIKEHHS HE MPOBOAMIIUCE.
Tlokniniuni nani onucaHo B ony6ikoBaHii HayKOBii
TiTeparypi.

3asBHMK (BJIACHUK
peecTpauiifHoOro moceigueHHs) /

(i amic)
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Homarox 30

Jo IMopsaaky NpoBeNeHHs eKCIIePTH3H
peecTpaluifHuX MaTepianiB Ha TIKapChKi
3aco0H, L0 NOJAIOTECA Ha ACPIKaBHY
peecTpalliio (NepepeecTpalliio), a TAKOK
eKCIIEPTH3H MaTepialliB Mpo BHECEHHA
3MiH JI0 peecTpallifHUX MaTepialis
npoTAroM Aii peecTpauiiHoro
MOCBiIYEHHSA

(myHkT 4 pospiny IV)

3BIT npo xiainiyHe BHNPOOYBaHHSA

1. Hasga nikapcekoro 3aco0y (3a
HAsABHOCTI — HOMep peecTpauiifHoro
NIOCBiqYEHHA)

HIOTPOMBIH, TabneTky, BKpHTi TITiBKOBOIO
obononxoro, o 500 Mr

(niocMmin MikpoHizOBaHMIA)

2. 3asuBHUK CTAJA Apumaiimitrens AT, Hiveuuuna
(STADA Arzneimittel AG, Germany)
3. Bupobrux supobruymeo,  nepeunHe  Ma  GMOPUHHE

narysans, KOHMPOTb AKOCMI, GURYCK cepiil:
JlaGopatopioc Cinda C.A., IcnaHis
(Laboratorios Cinfa S.A. Spain)

nepeuHHE MA BMOPUHHE NAKYBAHNS, KOHMPOb
aocmi:

JTa6opatopioc Cinda C.A., Icnanis
(Laboratorios Cinfa S.A. Spain)

gunyck cepiil:
CTAJA Apunuaiimitrens AI', Himeuuuna
(STADA Arzneimitte] AG, Germany)

4, TIpoeeneni JOCTimKEHHA:

oTak [Wui axmo i, 06rpyHTYBaTH:

BiamosigHo go sumor posainy III ITopaaky
TNPOBE/ICHHS eKCTIEPTH3HN peecTpalliiHuX
MaTepialnis Ha NikapchKi 3acobH, 110 MOAAIOTHCA
Ha JeprkaBHy peecTpalliio (nepepeecTpauilo), a
TaKOK €KCTIePTH3H MaTepialis MPo BHECEHHS 3MiH
0 peecrpalliiinux MaTepianis npoTarom Aii
peecTpaliifHOro rmocBigdeHHs (Haka3
MinicTepcTsa OXOpPOHH 30POB’s Y KpaiHK Bilt
26.08.2005 Ne 426 [3i sMiHamu, UMHHA pefaKuis])

rra crarTi 10a Jupexrusu 2001/83/€C 3i 3MiHamy,
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BAACHI KIIHIYH] XOCiPKEHHs He IIPOBOJHITUCH,
PEe3yNBTATH KIHIYHHX JOCIIIKEHB, 1O MICTATECA
y Monyni 5, 6yno 3aMiHeHO BiAOBIOHUMU
JaHHM¥ OT1y6I1iKOBaHOT HayKOBOT JliTepaTypH.

1} Tun nikapcekoro 3acody, 3a AKUM

npoBoaunacs ado naHyeTsca peecTpalis

nikapchbKui 3acid, akui Mae 106pe BUBYEHE
MEIMYHE 3aCTOCY BAHHH

5. [ToBHa Ha3Ba KIIHIYHOTO
BUNpoOYBaHHS, KOJOBAHUH HOMED
KJIiHIYHOTO BUNPOOYBaHHs

Bracuux gocnimxeHs He IPOBOANIIOCE,

6. (aza KJIiHiYHOTO BUIIPOOYBaHHA

BracHHX BocAi/KEHb HE IPOBOAMIIOCH.

7. I'lepion npoBeseHHs KIiHIYHOTO
BUNpo0yBaHHA

BnacHux JIOCIIiJl}KCHI: He NpOBOIHIIOCE.

8. Kpainu, me npoBoauiocs KiiHidne
BHIIpOOYBaHHS

BnacHux ,lIOCJ'Ii}l}KCHb HE MPOBOONIIOCE.

9. KisnbkicThb nocmimicyraHux

3aMaaHOBaHa:
(axTHyHa:

Bnacnux JIOCJ]i,lI}KCHb HE TIPOBORHIIOCE.

10. Meta Ta gropuHHi Uini kniniyHOrO
BUIIpoOYBaHHSA

BnacHuX JOCHiIXeHb HE IPOBOJUIIOCE.

11. Tusaity knidiyHoro BUnpobyBaHHs

BracHux pocnimkeHb He TIPOBOANHIIOCE.

12. OcroBHi KpuTepil BIIIOYEHHA

BracHuX J0CHiIKEHb HE TIPOBOAUIIOCE.

13. JocnimxysaHwuit Tikapchbkui 3aci6,
cnoci6 3acrocyBaHHs, cuna Iil

BracHux J0CTIIKeHb HE TPOBOAMIOCE.

14. lIpenapar nopiBHsHHA, 1034, CNIOCI6
3aCTOCYBaHHA, cuna Iil

Bracaux ocnifyeHs He IPOBOAMIOCE.

15, CynyTHa Tepanis

BuacHMX JocnigeHb He IPOBOJUIOCE.

16. KpuTepii oninku edekTHBHOCTI

BiacHHX JOCTiAKEHb HE TPOBOIUAOCE.

17. Kpurepii ouinku Gesneku

BlacHHMX JOCHiAKEHb He IPOBOJKIIOCE.




18. CraTUCcTHYHI METOIH

BriiacHUX J0OCIIPKEHb HE POBOMIIOCE.

19. lemorpadiuni nokasHukH
JIOCIiPKYBaHOT nomyJsiuii (cTars, BiK,
paca, ToL1O)

BnacHux pochijkeHsb He [MPOBOAHTIOCH.

20. Pesynbraty eheKTHBHOCTI

BJiacHUX JI0CTiPKeHb He MPOBOJMIIOCH.,

21. Pesynbraru Oe3nexu

BiiacHHX 10CTi/DKEHb HE MPOBOMIIOCE.

22. BUCHOBOK (3aKTIOYEHHS)

BnacHux foci/pkeHb He poBoanaock. KiiniuHi
nani onkcano B onyGuikoBaHiii HayKoBii
nireparypi.

3asBHUK (BIaCHHUK
peecTpaiiiiHoro noceiIueHHs) /




