Honarok 29
Io IlopanKy IpOBSAEHHSA EKCIIEPTHIH
peecTpauiifHix MaTepialis Ha
JiKapcehKi
3ac0o0H, 110 IOJAKOTECA Ha JepKABHY
peecTpatiilo (TiepepeecTpallilo), a
TAKOXK eKCTISPTH3H Marepialis npo
BHECEHHA 3MiH JI0 peecTpauiiHmx
MaTepiaiB nPOTATOM Ail
peecTparlifiHoro MOCRiTYCHHA
(myHkT 4 posniny VII)

3BIT

Ipo JOKJIHIYHI JocHiIKeHHA

1. Hasma nikapceKoro 3aco0y (3a HassBHOCTI
- HOMEp PEECTPaNifHoro IOCBiT9eHH):

DeniGyr 250

xancyan Teepai mno 250 Mr

1) THm sixapceKoro 3acoby, 3a AKAM
TpoBoAKIacs abo IUTAHy€ETHCS PEECTpALlin

TenepruHmii JikapcnKnAii 3acié

2) mpoBeJieH] JOCTiKEeH

tak O Hi ¥ sxmo Hi, 00rpyETYBaTH

3rizao mymxry 1.3. posmimy III Hakazyy MO3Y
Ne 426 Big 26.08.05 p. (3i sminamn):

.. 9 TeHepHKIB He HANAIOTLCH Pe3YILTATH
BJIACHAX TOKCHKOJIOrIYHAX Ta (GapMaKoIoridTHux
BHOpPOGYBAHE ...

2. ®apMmaxornoris:

1) nepuHHA apMaKoTEHAMIKA

Jlani He HANAOTLCS, OCKUIBKH BIACHI BEIPOOYBaHHS
He TIPOBOIMIIHCS (Ou6. N. 2) nposedeHi GoCHiONCERHA

— 0OIpYHMYBaHHA)

2) propuuHa dapMakoTHHAMIKa

Jlani He HANAIOTHCSA, OCKLIBKH BIIACHI BUIPOOYBaHHA
HE NPOBOMUIMCS (Ou6. n. 2) npogederi 00CIHIOICERHA
— obtpynmysanus)

3) papmaronoris Gesmexu

TlaHi HE HATAIOTHCA, OCKLIBKHA BIAcH] BUIPOOYBaHHA
He TIPOBOJUITHCS (Qu6. M. 2) npogedeHi 00CHiOMNCeRHS

— oBIpYHMY8aHH:)

4) papMaxomEHEaMiTHI B3aeMOil

Tani He HANAKOTECA, OCKIILKH BliacHi BANPOGyBaHHS
He IPOBOJMITACA (Oug. n. 2) npoesedeni 00ChiOCeRHA
— 0bTpyHmMy8anH)

3. dapMaKOKiHETHKA:

1) ananiTHYHi METOLMKHA Ta 3BITH IOAO iX
pamiganii

Jlani He HANAIOTLCS, OCKLIBKH BIIACH] BHIpOOYBaHHS
He TIPOBOTIIHACS (Ous. n. 2) npoeedeni O0cniodncerH
— OBIpyHMYBaHHSA)




2) BCMOKTYBaHHA

Jlasi He Ha/IaIOThCS, OCKITEKE BITaCHi BUIIpOOyBaHHI
He IPOBOJWIMCS (Que. . 2) nposedeni 0ocrioncenHs
— obrpynmysanns)

3) pozmozin

JlaHi He HamaKOThCH, OCKINBKHM BIacHI BEIpoGyBaHHs
HE IIPOBOIMIHCS (Oue. 1. 2) npogedeni docnidxHcenHs
— 0bIpyRmMY8anHs)

4) MeTaboiam

JlaHi He Ha#AlOTECA, OCKLIBKM BIACHI BHIPOGyBAHES
He IIPOBOJTATMCA (OU8. K. 2) hpoeedeni docnioncents

— 06IpYHMY8AHHA)

5) BHBEJICHHS

JlaHi He HamaloTECA, OCKLIBKK BIACH] BHIPOGYBaHHS
He IPOBOIHIMCA (OUS. N. 2) nposeoeri 00CRIONCeHNs
— 0bpyHmyeanHs)

6) dapMaxokineTH4HI B3aEMOZT
(moxotiHiHi)

JlaHi He HaJAIOTECA, OCKUIBKK BIAcHI BUNIpoGyBaHHA
HE NPOBOIUINCH (Ous. n. 2) npogedeni 00CAIONCeHHA
—- 0BIpYRMYSanHs)

7) inmi dapMaxokiHeTHUHI KOCTiHKEHHS

Hani He HamAIOTHCA, OCKINBEKH BIIACHI BHITpOOyBaHHA
HE IIPOROAUIINCH (Ou6. n. ) npogedeni GOCRIONCERNA
— obrpynmyesansn)

4, ToxcHuKoIIOris:

1) ToxcHuHiCTS ¥ pasi omHOpasoBorO
BBEJICHHSA

.|Hani He HanatoThCs, OCKIIEKE BIacHI BUIIPOOYyBaHHs

HE IPOBOIUITACH (QUS. N. 2) npoeederi OOCHIONCERHA
— 0bTpyHmysanns)

2) TOKCHYHICTE Y pa3i IOBTOPHHX BBEIICHD

JaHi e HAKAIOTECH, OCKUIBKE RIacHi BUpoOyBaHHA
He NpOBOIUNHCH (Oue. n. 2) nposec)em 00CHIONCeHHA

— 06anz3anuﬂ)

3) PfeHOTOKCHUHICTE:
in vitro

JiaHi He HaZlaloThCs, OCKIJIBKH BJIAacHi BHIIPOOYBaHHA
HE NIPOBOJTHIIACA (Oue. n. 2) npogedeHi aoc.maofceunﬂ
— oﬁzpyymysamm)

in vivo (BKIIOYAXOUH TONATKOBY OLIHKY 3
TOKCHKOKiHETHKH)

Haui He HagAYOTHCA, OCKIILKHA BIACHI BHIIPOOYBaHHA
He IIPORONUNINCA (Oue. n. 2) nposedeni 0ocrioxcenns
— ofpyHmysarns)

4) xaHTIEPOTE€HHICTS!

Jlani He HaJAIOTHCA, OCKIJIBKH BIIACHI BHIIPOOYBaHHS
He npoBogunncs (Oue. n. 2) npogeoeni 00CRiONCeH A
— obIpynmysanns)

JIOBTOCTPOKOBI JJOCIi JpKEHHA

Jlani He HaJIalOTHCA, OCKINILKA BIIacHi BUNpoOyBaHHA
He MIPOBOIUIMCA (Ous. n. 2) nposederi 00cRiONCeHHS
— obipyrmysanns)




KOPOTKOCTPOKOBi HOCIi e HHEA
a00 NOCTiKEHHS Cepenbol TpUBANOCT

Jlani He HaXAIOTECA, OCKINBKA BIAcH BHIPOGYBaHHS
HE NPOBOMMIINCA (Ous. n. 2) npoeedeni docrioscennn
— 00TpyHmMy8sanus)

IOJATKOB1 JOCHKeHHST

Jlaui He HANAIOTECA, OCKINBLKA BIAacHi BHIPOGYBaHHS
HE IPOBOMHIIHCA (OUS. 1. 2) nposedeni docridxcennsn
— obtpyumyesanns)

5) penpoIyKTHBHA TOKCHYUHICTE Ta
TOKCHYHHH BIUIMB Ha PO3BHTOK IIOTOMCTEA:

Jlaxi He HANAIOTECA, OCKINBKE BIACH] BHIIPOGYBAHHS
HE NPOBOAWIMCH (Ous. n. 2) nposedeni 0ocnioxcenns
— obIpynmysanns)

BIUTUB Ha QEepTHIBHICTS i paHAii
eMOpioHANMBEHUM POIBHTOK

Jlani He HaAIOTECA, OCKINBKH RIIACH] BEIIPOGYBaHHs
He NPOBOIHITHCA (Ous. n. 2) npoeederi 0ochioxcenns
— obrpyrmyeanns)

eMOpioToKCHIHICTE

Jlasi He HaJAl0TRCA, OCKIIBKY BiIacHi BEIIpoGyBaHHS
He IIPOBOJKIIMCS (Ous. n. 2) nposedeni OocriONcerH s
— 001pyHmyeans)

NpeHaTalbHA i MOCTHATANEHA TOKCHYHICTE

Jlani He HamaroTHCH, OCKINLKA BIACHI BATIPOGYBaHHA
He TIPOBOXMIINCS (Ous. n. 2) npoeedeni JoCRiONceH A

— 0OIPYHIMYSaHHS)

JOCIIDKEHHS, IPA AKAX Hpernapar
YBOZHUTBCS IOTOMCTBY {HECTATCBO3PLIMM
TBapHHAaM) T2/abo onimoeThCs BigmaneHa
Tist

Hani He HazArOTHCA, OCKINBKM BIIACH] BHIIpoGYBaHHA
He IPOBOMMIIMCA (0us. n. 2) nposederi docrioxicenus

- oGipynmyeanns)

6) Micriepa nepeHOCHMICTD

Jani Re HafArOTEES, OCKUILKE BIACHi BUNPoGyBaHHS
He [IPOBOTHINCH (OU8. n. 2) nposedeni 00CniOdiceHHA
— obIpyHMYy8anHs)

7) MOAATKOBI XOCTIMKEHHS TOKCHIHOCTI:

Jani He HAJAIOTECS, OCKIIBKH BIacHi BUIIPOOYBaHHS
He NPOBOAMIHCA (Ous. n. 2) npoeedeni docridicenns
— obIpynmysannsn)

AHTHI'CHHICTH (YTBOPEHHS AHTHTLI)

Jaxi He HANAIOTHCA, OCKINIEKY BIIACHI BANPOGYBaHHA
He NPOBOJKIIMCA (Oug. n. 2) npogedeni docnioxicennn
— OBIpYHMYEAHHA)

IMYHOTOKCHUHICTE

Hani He HaparoThes, OCKINBKY BIIACHI BHNIPOGyBaHHS
He TIPOBOJMIIMCS (Oug. . 2) npogedeni OocaioiceHHA
— obipynmyeans)

OOCTiJUKEHHS MeXaHi3MiB Jii

|Mlaxi 5e' HaAYOTRCA, OCKUIBKH BIacHi BHIPOOYBaHHS

He IPOBOIHMITHCA (Ous. n. 2) npoeedeni docnioxicenns
— 0bTpyHmMY6anNs)




JTKapchKa 3aJIeKHICTE

Jani ve HayaroTHCA, OCKIIBKY BIACH] BEIPOOGYBaHHS
HE NPOBOLMIHCH (Ous. n. 2) npoeedeni 00cionceHns
-~— OBIpYHMYBAHHA)

TOKCHYHICTh METa0OMITIB

Hani ge HazaroThes, OCKIIBKH BIIAacHi BUIPOOYBaHHS
HE NPOBOIMMINCA (Ous. n. 2) npoeedeni 00cnioNHceHns
— 06IpyHmMYBGHHA)

TOKCHYHICTE JOMILIOK

Jawi e Ha/IA¥OTHCS, OCKLIBKY BJIACHI BAIIPOOYBaHHS
He MPOBOJKINCA (0U6. n. 2) npogedeHi 00CHIONCeHHA
— obipyumyeans)

iHIIE

Jlani He HaNAOTHCA, OCKUIBKH BJIACHI BHIPOOYBaHHS
HE NIPOBOJIRITACH (Ou6. n. 2) npoeedeni 00CniONCeHHA
— obrpynmyeanms)

5. BUCHOBKH OO0 JOKTIHIYHOTO BHBYCHHS

Jlani He HaNArOTHCH, OCKUIBKM BNACHI BUMpOOYBaHHS
He NPOBOIHITECA (Ou6. n. 2) nposedeni 00CniONCeHHA

— ob1pyHmyearns) 3
A ﬂ

3asBHUK (BIACHHK 2 L e T AN

peecTpanifHoro nocnigﬁéag#j} B N\




Hoxarox 30

1o IlopAnky npoBeneHHs excHepTH3H
PpeecTpauifHUX MaTepianis Ha
JiKapchKi 3aco6H, 10 IIOAAI0THCA Ha
JepxxaBHY peecTpalliio
(mepepeecTpaniio), a Taxox
eKCHEPTH3H MaTepiatiB npo BHeceHHs
3MiH 10 peecTparliiiamx mMarepianis
MPOTATOM Jii peecTpaniiinoro
noceiagenna (MyHKT 4 poaniry VI

3BIT

Mpo KJIiHIYHe BUOpoGyBaHHsn

1. Ha3pa nikapcskoro 3aco6y-(3a HASBHOCT - ®enibyr 250
HOMep pe€cTpamifHoro oCBiAdeHHs)
Kancyad TBepai mo 250 mr

2. 3agBHUK ToBapHcTBO 3 06MEKEHOIO nimmninam,nicm
«PapManeBTHYIHA KOMIOaHin «310poB'a»

3. Bupobuux TosapueTBO 3 06MexeHO0I0 BiqMOBITAMLHICTIO
J«DapManeBTHYHA KOMIaHi# «370pos'

4. IIpoBeneHi AoCiKeHHAS: 1ak 0 B 1 sxmo Hi, 00rpyHTYBAaTH

BioexisanenTHiCTL [g0BeTeHa 33 NPONEYPOIo
OioneiiBep Ha mincrasi BCK

1) Tun nikapcrKoro 3acofy, 3a SKHM l'enepuganmnii JikapchKaH 3aci6
npoBogrIacs abo NIaHyeThCA peccTpania

5. IloBHa Ha3Ba KIiHIYHOTO BHITPOGYBaHH, Hezacmocosue
KOZOBaHMI HOMEP KIiHITHOTO BHNPOOYBaHHA

6. ®asa kniHiYHOrQ BUNpOGyBaHHs Hesacmocogne
{7. Ilepiox npoBeAEHH KIIHIYHOTO Heszacmocogne

BHIIPOOYBaHHS _ i

8. Kpainu, ne npoBomunocs kminigae Hezacmocoene

BHNIpoOyRaHHS

9. KineKicTs JOCIIKyBaHHX Hezacmocosne

10. MeTa Ta BropHHHi Iini KTiHivHOrO Hesacmocoene

BHNIPOOYBaHHS




11. Muzaitn xiinigHOro BENIpo6yBanHs Hesacmocoene
12. OcHOBHI KpuTepii BKIIOYEHHS Hesacmocoene
13. locnimkypanuit ikapcekmii 3aci6, croci6 |Hesacmocoene
3aCTOCYBaHHS, CHJIA il

14. Tlpenapar IIOpiBH.S{HHﬂ, J03a, cnocib Heszacmocosne
3aCTOCYBaHHsA, CHJIA il

15. CynyTHs Teparnis Hezacmocoene
16. Kpurepii ouinku edextuBHOCTI Hezacmocosne
17. Kpmep.i'l' omiHKH Oe3nexu He3sacmocoene
18. CrarucTiyni Metoau He3zacmocogne
19. lemorpadiuni noxasuuxu gocmimiysanoi |Hezacmocosne
HOIyJIALii (cTarh, BiK, paca, TOIIO)

20. Pesynbrar eeKTHBHOCTI Hesacmocoene
21. Pesynsratu Gesnexu Hezacmocosne
22. BUCHOBOK (3aK/IIOYEHHs) He3sacmocoene

3asBHHEK (BIaCHHK
peectpauiiinoro nocaimgegk,g\)




