3BiT npo pokainiuni JOCTiNKeHHS

1. HasBa nikapcekoro 3aco6y (3a massrocT] — TOIIEKC, Tabnerkn, BKpuTi mIiBKOBOIO
- HOMEp peecTpaniifHoro nocsigyeHns): - 06o0HKO¥0, 110 10 Mr; 20 Mr
- 1) Tun nixapcekoro 3acoGy, 3a sxum ICHEePHYHMI JTiKapchKHif 3aci6

poBOAHTIacs abo IIaHyeThCs peecTparis

2) mpoBeIeH] TOCTi KeHHS 0 | Tak Hi SIKIIO Hi,
o0IpyHTYBaTH

- Jnd reHepHYHEX TiKApCHKUX 3aCOGIR He BHMAara€TbCs IPOBEACHHS BIACHHX TOKCHKOJIOIIYHUX Ta
- bapmaxoJIoriuHuX TOKTIHIYHHX NOCITimKeHD,

- 2. ®apmakonoris:

1) nepBunHa hapmakoguHamika -
2) B’I“OpHHH& (i)apmaKOHHHaﬁiKa -
3) dapmakooris Gesmexn -
| ;1)..¢.)apma1<011HHaM.qui B3a€MOIIT -
3. éapMaﬁéKiHefHKa:

1) ananitTiHuHi MeTO THKH Ta 3BiTH OO 1X -
BaUTimarii

- 2) BCMOKTYBaHHS -
3) posmozin -
4) meraboiizm -
5) BUBEIEHHS -

6) GapmakokineTnuHi B3aemo il (noxuiniymi)

7) inmi papmakoKiHeTHYHI T0CITimKeHH S -

4. TokcHKONOTIs:

1) ToKCHYHICTE Y pasi oMHOPa30BOro BBEICHHs
2) TOKCHYHICTB ¥ pasi MOBTOPHHX BBEICHD -

3) FeHOTOKCHYHICTE; -
in vitro



in vivo (BKIIIOYarO9H JOJATKOBY OLiHKY
3 TOKCHKOKIHETHKH )

4) KaHIIEPOTeHHICTh:
- JIOBrOCTPOKOBI JOCHTIKEHHS

KOPOTKOCTPOKOBI TOCIII»KEeHHs a60
JOCIIJUKEHHS CepeIHLOT TPHBAIOCTI

J01aTKOBI ,I[OCJIi,EDKeHHH

5) penponyKTHBHA TOKCHYHICTh Ta TOKCHYHMIL
BILJIMB Ha PO3BUTOK ITOTOMCTBA!

BILIHMB Ha (DePTUNBHICTE i paHHii
eMOpiOHATBHEN PO3BHTOK

eMOpPIOTOKCHYHICTH
- TIpeHaTallbHa 1 IOCTHATAIbHA TOKCHYHICTD

IOCIIIKEHHS, IPH SKHUX [IPErapar YBOIUThCS
MIOTOMCTBY (HECTaTEBO3PilIMM TBApUHAM)
Ta/ab0 ONIHIOEThCS BiIaieHa fist

6) MicIieBa IIEPEHOCHMICTD

7) BOOAaTKOBI JOCITiIKEHHS TOKCHYHOCTI:
AHTHI€HHICTE (YTBOPEHHS aHTUTLN)
IMYHOTOKCHYHICTE

JOCTI/KEHHS MeXaHi3MiB Jiii

JIiKépCbKa 3aIEIKHICTD

TOKCHYHICTH MeTaboIIiTiB

' TOKCHYHICTB JIOMIIIIOK

iHIIIE

5. BUCHOBKHY 1010 HOK/TIHIYHOIO BUBYEHHS

3agBHUK (BIACHHUK peecTpaliiinoro
IIOCBiTYCHHS)

I'enepansanit z[HpeKTép' {
TOB HB® «MIKPOXIM»\
I. B. ITorpoMcekuit '\ Z”

b




3Bit Nel mpo kainiuHe BUNpoGyBaHHs

1. Hazga nikapcskoro 3aco6y TOIIEKC, tabneTkyn, BKpUTi IITiBKOBOIO 0GOIOHKOIO
(3a HasBHOCTI — HOMEp 1o 10 mr; 20 Mr
peectpaniifHoro mociguenns)

3

2. 3asBHHK TOB HB® «MIKPOXIM»
3. BupoGHuk TOB HB® «MIKPOXIM»
4. TIpoBeneHi mociimKxeHHS: 0 TaK Hi AKIIO Hi,

o0IpyHTYBaTH

3rimno Hakazy MO3 Vkpainu No 1528 sig 27.06.2019 IIpo 3arBepmxenns 3Min
7o ITopsinKy TpOBENEHHs SKCIEPTH3H PeECTPaIifHuX MarepiajiB Ha JIiKapceKi 3aco0H, 1o
IIO/IAIOTECS HA NEPIKABHY PEECTPANiio (MEpEepeecTpalliio), a TakoX EeKCIEpTH3H MaTepiaiis
PO BHECEHHS 3MIH IO peecTparliffHuX MaTepiais mpoTsrom mii peecTpariifHoro mocsiquenHs
3aTBEPIUKEHOrO HakasoM MiHicTepeTBa OXOpOoHH 30poB’s Ykpainu Bix 26 ceprus 2005 pPOKy
Ne 426, sapeectpoBammm y Minictepersi roctumii Ykpainm 19 BepecHs 2005 poky 3a
Ne 1069/11349 (y pemakuii nakasy MinicTepcTBa OXOPOHH 30POB’S Yxpaiuu Bix 23 munms
2015 poxy Ne 460)

ML TKAapChKuX 3aco0iB y TBepAMX M030BaHHX (OPMaX CHCTEMHOI Jii 3 HeraifHmm
BUBUIBHEHHSIM JUI OPaJbHOTO 3aCTOCYBAHHS 3aCTOCOBYETHCS nporenypa OioBeiiBep Ha
mizcrasi BCK. ocnimkenns GioekBiBaneHTHOCTI in vitro oGMexKyIOTECs BHCOKOPO3YHHHHUMH
AlIOYMMH PEYOBMHAMH 3 Bijomowo abcopbuiero y |momwHM, mo He MaroTh BY3BKOTO

TEPAIeBTHYHOTO 1HJEKCY.
' IIpeniapar TOITEKC, Ta6nerku, BKPUTI ILTiBKOBOIO 0GOMOHKOI0, o 10 Mr Bimmosinac
3a3HAYCHUM BUIIE BUMOTaM,

3a pesyibTaTaM IODIBHAIBHAX JOCIIDKEHb PO3YMHEHHS in Vitro 6yno xoBexeno
MaKCHMaJIBHy TOAIOHICTE PoisiB po3uMHEHHS JOCIIIKYBaHOTO i pedhepeHTHOro JHKapChKUX
3aco0iB y Beix cepemosumax (pH 1,2, pH 4,5, pH 6,8), mo € mifcraBoo s BigMoBH Bix
IIPOBEACHHS JOCIIKEHE 010€KBIBAJIGHTHOCTI in Vivo.

Taxum umHOM, Gyina 1oBeeHa 6i0CKBIBATEHTHICTE MisK pedEepeHTHHM Ta TeHEePHYHHM
JI3 Ha mingcTaBi KoMmekcHOI ominkm GiopapMaleBTHYHHMX BIACTHBOCTEH i pe3yIbTaTiB
JOCIIXKEHb KIHETHKY PO3UMHEHHS in Vitro B pamMkax nponemypu Gioseitep Ha mincrasi BCK.

1) T ikapcpKoro 3acofy, 3a SKHM ~ TeHepHYHMI JTiKapChKUH 3aci6
IpOBOMIIACS ab0 IIaHYEThCs

peecTparis

5. IloBHa Ha3Ba KJiHIYHOIO -
BHIIPOOYBaHHS, KOJTOBaHHH HOMED
KITIHIYHOTO BHIPOOYBaHHS

6. @asa KIiHIYHOrO BUIPOOYBaHHS -
7. Ilepion npoReneHHs KIIHIYHOTO -

BHIIPOOYBaHHS

8. Kpainm, e mpoBoauiocs KiiHiuHe -
BUIIPOOYBaHHS



9. KinpkicTs gocmimkyBanux

10. Mera Ta BropunHi mini
KJIIHIYHOTO BUIPOGYBaHHS

11. Tuzaita kinigidHOTO
' BUIpOoOyBaHHS

12. OcHOBHI KpuTeEpii BKIIOYEHHS

13. NocmimxyBanuit nikapceKuit
3acib, croci6 3acrocysanHs, cua il

- 14, IIpenapaT nopiBHaHHS, 103,
croci6 3acTocyBaHHs, cHia il

15. CynyTHs Tepamis

16. Kputepii ouinku epekTUBHOCTI
17. Kpurepii ouinku Gesnexn

18. Craructuuni Metou

19. ,ﬁeﬁorpad)iqﬂi IIOKa3HHUKH
JOCIIiKYBAHOT IIOMYJIsANil (CTaTh, BiK,
paca, ToImo)

20. Pesyneratu edpekTuBHOCTI

21. Pesynbraru Ge3nexku

22. BHCHOBOK (3aKJTIOUEHHS)

3ag4BHUK (BIaCHHUK peecTpaliiifHoro
[IOCB1TUEHHS)

3aIlIaHOBaHA: -
baxrryna: -

I'enepanbHuii THpeKTOp
TOB HB® «MIKPOXIM»
I. b. ITorpomMceknii




3BiT Ne2 npo kainiyHe BUNpoGyBaHHs

1. HasBa mikapcekoro 3aco6y - TOIEKC, TabneTky, BKPUTI IUTIBKOBOIO 0GOJIOHKOIO,
(3a HasIBHOCTI — HOMEp o 10 mMr; 20 Mr
peecTpaniifnoro nocigyeHns)

2. 3asBHHK TOB HB® «MIKPOXIM»
3. BupoGHuk TOB HB® «MIKPOXIM>»
4. TIpoBeneHi HOCITiIKEHHS; 0 TaK Hi SKIIO Hi,

O0IPYHTYBaTH

3riqno Hakasy MO3 Vkpainu Ne 1528 Big 27.06.2019 ITpo 3arBepipkeHHS 3MiH
7o [lopsiiky TpOBENEHHS! €KCIIEPTH3H peecTpariiHuX MaTepianiB Ha JIikapceki 3acofH, 110
[ONIAI0TECs  Ha ICPXKABHY PEECTpalliio (IepepeecTpaliio), a TAKOXK EKCHEpTH3M MaTepiaiis
PO BHECEHHS 3MiH JI0 PeeCTpaniifHuX MaTepiatiB IpoTAroM mii peecTpalifHOTO MOCBiYeHHS
3aTBEPIPKEHOTO HakasoM MinicTepcTa 0XOpoHH 310poB’st Ykpainu Bix 26 cepmmst 2005 POKY

© 426, 3apeectpoBanuM y MiHicTepcTsi rocTuuii Ykpaimm 19 Bepecus 2005 poky 3a
Ne 1069/11349 (y pemaxuii Hakasy MinictepcTBa oxopoHH 30poB’st YKpaiuu Bij 23 mUnHS
2015 poxy Ne 460)

AJisl JTiKapChKUX 3aco0iB y TBEPAHX 030BaHHX (hopMax CHCTEMHOI Mii 3 HeraiHUM
BHBUIBHCHHSAM IIUI1 OPAJIbHOIO 3aCTOCYBAHHS 3aCTOCOBYETHCS npouenypa OioseiiBep Ha
mincrai BCK. Jocmimkenns GioexsiBanenTHOCTI in vitro 0OMEKYIOTECSI BHCOKOPO3UHHHEMHU
JUIOUAMH PEYOBMHAMH 3 BiJIOMOIO abcopOIiiero y JIOQUHM, IO HE MAarOTh BY3BKOT'O
TepareBTHYHOTO 1HIEKCY.

Ipenapar TOIIEKC, Ta6ieTkn, BKPATI IUIiBKOBOIO 060IOHKOIO, 110 20 MT BimmoBimae
3a3HAa4YEHUM BHUIIIE BUMOTAM.

3a pesyibraTaMH IOPIBHAIBHEX JOC/IDKEHh PO3YHHEHHS in Vitro Oymo momeneno
MaKCHMaNEHY IO/[I0HICTE IPOdiiB Po3TMHEHHS AOCIIIKYBAHOTO i pedepeHTHOro TKapChKUX
3aco0iB y Beix cepegosuiax (pH 1,2, pH 4,5, pH 6,8), mo € mizcTaroio jyis BIIMOBH BiJ[
IIPOBEACHHS JOCTIIKEHE 610€KBIBAJIGHTHOCTI in vVivo. :

Taxum unnOM, Gyna noBeneHa GioekBiBaleHTHICTL Mix pedepeHTHHM Ta TeHEPUYHHM
JI3 ma mincraBi xomiutexcHOi ominku GiohapManeBTHYHHX BIACTHROCTEH i pe3yJbTaTiB
AOCIIIKEHb KIHETMKH PO3YHHEHHS in vitro B paMKax mpomenypu OioseiiBep Ha mincrasi BCK.

1) THI niKapchKOTO 3ac00y, 3a SIKAM ~ TeHEPUUHHMI JIKapChKHii 3aci6
MPOBOAUIACH 200 IIAHYETRCS
peecTparnis

5. IToBHa Ha3Ba KiiHiYHOrO -
BHIIPOOYBaHHS, KOJOBaHUN HOMED
KJIIHI9HOTO BHIIPOOYBaHHs

6. ®aza KkIiHIYHOrO BUNPOOYBaHHSA -

7. llepion npoBeIeHHS KITIHIYHOTO -
BHIIPOOYBaHHS

8. Kpainu, fe mpoBoamiocsd KiniHigHe -
BUIIPOOYBaHHS



9. KinbKicTh JOCIIIKYBaHHX

10. Meta Ta BTOpHHHI 1ini
KJIIHIYHOTO BAIIPOOYBaHHs

11. [usaita kiIiHidHOrO
BUIIPOOyBaHHs

12. OcHoBHI KpuTepii BKIIOYEHHS

13. NocnimxyBanuii nikapeskuit
3acib, croci6 3acTocyBanns, cuna mii

14. TIpenapar nopiBHAHHS, /1034,
Cc1oci0 3acTocyBaHHsl, CHIIA Jiii

15. CynyTHs Teparis

16. Kpurepil orinku eq)exTnﬁHOCTi
17. KpuTepii owinku Ge3mnexu

18. Cratuctiuni Metomu

19. I[éMorpaQ)qui [IOKa3HHUKH
JOCIIIKYBaHOT IOy sAMii (CTaTh, BiK,
paca, TOII0)

20. Pe3ynprati e()eKTHBHOCTI

21. Peaynpratu Gesnexu

22. BUCHOBOK (3aK/IIOUEHHS)

- 3agBHHK (BIACHHUK PEECTpaLiiiHOTOo
IIOCBiTUEHHS)

3aIUIaHOBaHa: -
bakTHuna: -

I'eHepabHUN THPEKTOP
TOB HB® «MIKPOXIM»
I. b. ITorpoMchkmii




