Honarox 29
1o Topanxy npoBeJieHHA eKCcnepTH3N
peecrpaniiHux Marepianis Ha
JiKapchKi
3aco0M, MO TIOAAIOTECS Ha ASPIKABHY
peecTpariito {nepepeecTpanio), a
TakOX eKCTIEPTH3HN MaTepialis npo
BHECEHHA 3MiH 0 peecTpauiiinmx
MarepiaiiB poTarom il
peecTpauiifHoro NoceiqyeHHs
(mysxr 4 posaimy VII)

3BIT

PO JOKJIIHIYHI JOCTiTKeHHS

1. Ha3pa nikapcekoro 3aco6y (3a HasBHOCTI
- HOMEP peeCTpariifHoro mOCBiAYEHH):

DenidyT 500

Kancyan teepai mo S00 mr

1) Tvm nixapesKoro 3acofy, 3a AKAM
NpoBOIHIacH abo IIaHyETRCS PeecTpalris

I'enepuvnnii Jikapcenknii 3aci6

2) mpoBeNeH] JOCIiTKESHHS

Tak O Hi @ $KMO Hi, 00IPYHTYBATH

3rigmo mymkty 1.3. posminy III Hakazy MO3Y
Ne 426 Bin 26.08.05 p. (3i sminamn):

«.. AIA TEHEPHKIB He HAJAIOTHCH Pe3YALTATH
BJIACHHX TOKCHKOJIONIYHHX Ta (apMaKoJIOriYHHX
BHIIPOOYBAHSE ...».

2. apMakonoris:

1) nepruHHA papMakoguHaMiKa

Haui He HajaIOTHCA, OCKLIBLKH BIAcHi BHIPOGYBaHHA
HE NIPOBOMMIHCA (OU8. H. 2) npogedeni OOCRIOHCEHHN

— oOIpyHmyeanus)

2) BTOpPHHEA (hapMaKoquEaMika

JlaHi He HalAIOThCH, OCKLIBEKH BIACHI BHIIPOOYBaHHS
He IPOBOITHIMCS (Ous. n. 2) nposederi 00CrioNcernA

— obIpynmyeanns)

3) dapmaxonoris Gesnexn

Hani He HamAIOTECA, OCKINBKH BiIacHi BUIIPOOYBaHH:
HE IIPOBOIMITMCS (OuUS. n. 2) npogedeni 00CriONCeHHA

— obOrpynmyeans)

4) papmaxomuHamigHi B3aemonil

JlaHi He HaZAIOTECS, OCKINBKH BIIACHI BHIIPOOYBaHHS
He MPOBOARUIHCA (OU8. N. 2) nposedeni OOCRIONCeH A
— 0bIpYHMYBaHHA)

3. ®apMaKoKiHeTHKA:

1) aHAMITHYHI METOIMKH Ta 3BITH IOAO 1X
BaJTiganii

Jani He HamArOTECA, OCKLIEKA BIACHI BUNpoOGyBaHHs
He TIPOBOAMIMCS (Ous. n. 2) npogederi OocrioNiceH

— 061pyHmysanns)
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2) BCMOKTYBaHHS Hani He HajatOTHCA, OCKUIBKY BIacHi BANpPOGyBaHHA
HE NIPOBOAMIIMCS (Qus. n. 2) npogedeni Oocrioscenns
— obpyHmyeans)

3) poamozain Jaui ne HaparoThCA, OCKINEKH BhacHi BENIpoGyBaHHS

He IPOBOJUIHCS (0ug. n. 2) nposedeni docnidsicenna
— obrpynmyeanns)

4) meTabomnizM

JaHi He HANAIOTHCA, OCKIMBKY RIIaCH] BUIIPoOyRaHHA
He IPOBOAMIINCH (Ou6. n. 2) npogedeni OoCcniodicennn
— o6GrpyHmyeanns)

5) BuBeeHHS

Jaui He HamAOTHCA, OCKINBKY BIAcHI BRIIPOOYBaHHA
He MPOBOJIMIINCA (Oug. h. 2) nposedeni docriocenus

— obrpynmysanns)

6) dapMakokiHeTHYH] B3aeMoOIil
(moxminiqmi)

JlaHi He HANAIOTECH, OCKUIBKE BiIacHi BUNPOGYBaHH
He IIPOBOIMIHCA (Ous. n. 2) npoeedeni Qocnidxncenns

— 0b1pyHMY8anHS)

7) imi apMaxokineTHuHi AOCHIIKEHAN

Jlani He HajlAIOTRCA, OCKLUIBKHA BIacHI BUIIPoOyBaHHA
He IPOBOJIIMCH (Ou6. n. 2) npoeederi docrioxcenus
— 0BIpYHMY6anHA)

4, ToxcHKONOTiA:

1) TokcHHicTS ¥ pasi oqHopazoBoro
BREJICHHN

Jlani He HagarOTHCA, OCKUIEKH BIIACH] BHIIpoOGyBaHHL
He [IPOBOJHIMCH (Ous. n. 2) npoeederi 0ocrioicerns
— obrpynmyeanis)

2) TOKCHYRICTE ¥ pasi IOBTOPHUX BBEJIEHE

JlaHi He HanA¥OTHCA, OCKLUIBKH BIACHI BHIIPOOYBaHHs:
He MPoBOIMIHCA (Qug. n. 2) npoeedeni QocnioNceRns

— obrpynmyeann)

3) reHOTOKCHYHICTS:
in vitro

JlaHi He HaNArOTECA, OCKLIBEKH BlacHi BUNpoGyBanHA
HE NPOBOZMIINCA (Ous. n. 2) npogederi O0CchiONCeHHs
— obrpynmyeannsn)

in vivo (BKITIOYAK0YM AOAATKOBY OIIHKY 3
TOKCHKOKIHETHKH)

Jlami He HamaroThCs, OCKLUILKHA BAaCHi BHIIpoOYBaHHS
He IPOBOAUTIHCA (Oug. n. 2) nposedeni 0oCriONceH

— obpynmyeanns)

4) KaHIEPOTEHHICTE:

Jani He HAJAOTHCA, OCKIBKM BIACH] BANPOOYBaHHA
He IIPOBOHMIHCA (Oug. n. 2) nposedeni OOCHIONCEHHS

— OBIPYHMYBARH5A)

JOBIOCTPOKOBI JOCIiIKEeHHA

Jlani He HafAIOTECA, OCKiNBKA BiacHi BUIpoOyBanHs
He TIPOBOAWIHUCS (0U6. n. 2) npagedeni OOCRIONCEHH
—- 00Tpyumyeants)




: KOPOTKOCTPOKORI HOCIIHKEHEA
a0 JoCKiKeHHS CepelHBOT TPHBANOCTI

HlaHi He HaAIOTRCS, OCKLTEKY BIACH] BHIPOGYBaHHS
HE OPOBONMIHMCH (Ou6. h. 2) nposedeni OoCaioNcenHs
— obrpynmyeanns)

IONATKOR] JOCIimKeHHs

JaHi He HANAOTLCH, OCKLUILKY BIACHI BUNPOGYBAHHS
He TIPOBONHUIIHCS (OuUG. M. 2) npogederi QoCHioNncenns

— 00IDYHMYBaHHA)

5) PENpOXYKTHBHA TOKCHYHICTE Ta
TOKCHYHMH BILTHB Ha PO3BHTOK IIOTOMCTBA!

Jani He HANAIOTECSA, OCKIILKH BlIacHi BHOpoGyBaHHs
He IPOBONKIINCH (Ous. n. 2) nposedeni docridxcentsn

— obipynmyeanna)

BIUIHB Ha QePTHIBHICTS i panHii

JaHi He HaNAlOTHCSA, OCKITLKY BIACHi BHIPOGYBaHHs

eMOpioHanbHU po3BATOK He IPOBOIMIINCH (Ous. n. 2) nposedeni O0CAIONCEHHA
— oOIpyHmysansn)
eMOpioTOKCHYHICTE Hani He HafArOTHCSA, OCKINBKA BIACKI BUTIpoGyBaHHS

He [IPOBOIHIIMCA (Oue. n. 2) nposederi docnidicenHs
— obrpynmyeanns)

NIpCHATAIILHA 1 IOCTHATANBPHA TOKCHIHICTE

Hani e HagaroTheA, OCKIIEKYA BIACH] BUIpOGYBAaHHS
He IPOBOIMIMCS (Ous. n. 2) npogedeni docridacenns
— obrpynmyeanns)

MOCHI/HKEHHS, IPH AKHX IIpenapar
YBOIHTECS IIOTOMCTRY (HeCTaTeBO3pimM
TBapHHaM) Ta/a00 OLIHIOETHCA Bifnanena
Tist

Jlani He HaNAIOTECH, OCKLIEKH BIacHi BUIpoGyBaHHAS
He IPOBOTUICH (Oug. n. 2) npoeedeni docaidaicens
- obTpPYHMYBanHs,)

6) MicrieBa mepeHOCHMICTE

Hani He HaNAIOTECA, OCKIMBKH BIacHi BHNIPOOYBaHHA
He IPOBOTUIHCA (0ug. n. 2) nposedeni QocaioxncenHs

— ODIPYHMYBANHA)

7) JonaTKOBL ZOCIIHKEHHA TOKCHYHOCTI:

Jani He HaNAIOTHECA, OCKINBKH BIIACHI BUNPOoOyBaHHS
He IIpOBOARIMCS {Ou6. 1. 2) nposedeni docridncenHn
— obrpynmysarnns)

AHTHICHHICTS (YTBOPEHHS QHTHTIN)

Jani He HanaroThCA, OCKLUTEKH BIIACHi BUOpoOyBaHHS
He TIPOBOMHIMCH (0u8. . 2) nposedeni O0ChiONcenHA
— 0OTpyHMY6anHs)

IMYHOTOKCHYHICTE

Jlani He HaZAIOTHCSA, OCKUIBKY BIaCcHi BUIpoGyBaHHS
He IPOBOAMIHNCS (Ous. n. 2) nposedeni Oocriodicentn

— 06IpyHmMYeanns)

JOOCIKEHHA MeXaHi3MiB mii

JaHi He HamAOTECS, OCKLUIBKA BNacHi BHMpoOyBaHHs
HE MPOBOAMIMCS (Ou. n. 2) npogedeni Oocrioxncens
— oGrpyHmyeanns)




JKapchKa 3aJIeKHICTh

Jlani He HAAIOTHCS, OCKLIBKY BIACHi BHIpOGyBaHHS
HE NPOBOIMIIHCS (OUS. n. 2) npogedeni OoCnioNcenHs
— obrpynmyeanns)

TOKCHYHICTH METabOIIITIB

Jlaui He HAJAIOTHCSA, OCKIIbKM BIAcHi BUIIPOGYBaHHS
HE IPOBOAHKIIMCA (OU6. n. 2) npoeedeni OocnioxnceHHs
— obipynmyeanns)

TOKCHYHICTH JIOMIIIIOK

Jlani He HAZAIOTLCA, OCKLIBKH BIIaCHI BHIPOGYBaHHS
He IIPOBOIMIINCA (Ou6. n. 2) nposedeni OocnioxicenHs
— obrpynmysannsn)

iHIe

Jani He HaAIOTHCA, OCKIIbKH BIACHI BUNIPOGYBaHHS
HE NPOBOMMIIHCS (Ous. n. 2) npogedeni 0ocnioncenHs
— obrpynmysanns)

5. BUCHOBKHM 1010 IOKITIHIYHOTO BHBYEHHS

JaHi He HaIAIOTBCS, OCKIIBKH BIACHI BHIPOGYBAHEHS
HE MPOBOIHIIHCA (Ous. n. 2) nposedeni 0ocnioxicenus
— obipynmyeannsn)

3asBHHUK (Bnacnq;ciy ¢ \ :
peecmaniﬁnorgfnqdpiﬁqenﬂgg %

v v




Honatok 30

1o IlopamKy NpoBeleHHs eKCIIEPTH3H
peecTpaniiinux MaTepianis Ha
nixapceKi 3aco0H, Mo NoJa10TECS Ha
JepaBHY peecTpailiio
(nepepeecTpaliio), a Takoxk

eKCIIEPTH3H MaTepiaNniB PO BHECEHHA

aMiH 10 peecTpauiiinmux MaTepiaiis
nporaroM Ail peecTpaniiiHoro
nocBimaeHnA (IMyHxT 4 posniny VII)

3BIT

Ipo Kininiyae BUNPOOYBaHHH

1. HazBa nikapcekoro 3acofy (3a HaIBHOCTI -
HOMED peeCTpaliiHoro TOCBi[IeHHS)

®enibyT S00

Kancyam Teepai no 500 mr

2. 3asBHUK ToBapHacTBO 3 00MexeH0I0 BIINOBINANLHICTIO
«PapManecBTHIHA KOMIaHia «3xopos's»
3. Bapobauk TORAPHCTBO 3 00OMEKEHOIO BIINOBINANLAICTIO

«PapManeBTHIHA KOMIAaHIA «3xopoB's»

4. IIpoBesieHi AOCIiKEHHS:

TaK O Hi@ #AKIO Hi, 00IPYHTYBATH

BioexiBaneHTHICTL 0BeTEeHA 3a HpOLEIypo:o|
|6ioBeiieep Ha mincrasi BCK

1) Tn nikapceKoro 3acoby, 3a AKEM
IpoBOXANAcK ab0 IUIAHYETHCA peecTpalis

TenHepanmii JikapceKui 3acid

5. IloBHa Ha3Ba KiiHi9HOTO BANpOOYRaHHA,  |Heszacmocoene
KOJIOBaHM# HOMep KIiHiYHOTO BHIpOOyBaHHAS

6. da3a kiiridHOrO BANPOOYBAHHA Hezacmocosne
7. Ilepiox npoBeAeHEHS KIiHIiTHOIO Hesacmocosne
BEIPOOYBaHHA

8. Kpainu, re npoBomunocs KiiHidae Heszacmocoene
BANpOOYBaHHA

9. KinpKicTb JOCIiKYBaHHEX Hesacmocosre
10. Mera Ta BropuHHi oIl KIiHiYHOrO Hezacmocoéne

BHNIpoOYBaHHA




. 11. Jluzaifn krinivHOrO BENpOoGyBaHHS Hesacmocoene
12. OcHoBHI KpHTEpii BKIOYEHHS Hesacmocoene
13. NocnimxyBanuit JI'iKaPCI:KKﬁ 3acib, crioci6 |Hesacmocosne
3aCTOCYBaHH#A, CHJIa il
14. TIpenapar nopinmnx, J103a, crocib Hezacmocosne
3aCTOCYBaHHS, CHJIa Jii
15. Cynytus Tepanis Hezacmocoene
16. Kpurepii oninku edexruBHOCTI Hesacmocogne
17. Kpurepii ouinku 6e3nexu Hesacmocogne
18. CratucTiuni MeTomu Hezacmocoene
19. Jlemorpadiuni noxasauku gocmimkysanoi |Hesacmocosue
nomynAuii (cTars, BiK, paca, TOIIO)

20. Pesynbrars eeKTHBHOCTI He3zacmocosne
21. Pesynsraru Ge3nexu Hezacmocoene
22. BHCHOBOK (3aK/TFOYEHHS) Hesacmocoene

P

]

3asBHHK (BTaCHHK




