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no Ilopsanky nporeneHHs ekcepTH3H
peecTpaniifHUX MaTepiaiis Ha JIKApChKi
3aco0H, L0 [10JAXTECA HA ACPKABHY
peecTpanilo (epepeecTpail), a TAK0xK
eKCIIePTHU3H MaTeplalliB PO BHECEHHS
3MIH J0 peecTpaliHHHUX MaTepiaiB
IPOTArOM Jiil peecTpamiiiHoro
MMOCBIYEHHH

(nmyHkr 4 pozainy 1V)

3BIT

PO JOKMIHIYHI J0caizKeHH

I. Hassa nixapcekoro 3aco0y (3a
HAABHOCTI - HOMEP peccTpaliiHoro
MOCBIAYCHHSN):

AKIMBA, xpanni ousi, po3uun 1 mr/mi

1) Tun nikapewkoro 3acoly, 3a AKUM
NpoBoAKJIACS 200 IJIAHYETHCS peecTpailis

ribpuaHuii JTikapceKuii 3acio

2) npoBeneHi ToCHiKeHHs

TaK Hi_ sAKLO HI, OOTpYHTYBaTH

3rinHo no Iopsaky MpoBeIeHHS eKCIIEPTU3H
peecTpanifiHuX MaTepiatiB Ha JTiKapceki 3ac00H, 110
IIOJIAIOTECS Ha JIEPHKABHY PEECTPaLilo ([epepeecTpaliiio),
a TAKOXK EKCIIEPTH3H MATEPIaliB PO BHECEHHS 3MIH JI0
peecTpaliifHuX MaTepiajiB IPOTAroM il peecTpaniiiHoro
[I0CBiIYEHHS, 3aTBEP/XKEHOr0 HakasoM MinicTepeTRa
OXOpOHH 3/10pOB’s YKpainu Bix 26 ceprast 2005 poky

Ne 426, zapeectporanoro y Miwictepersi rocTumii
Ykpainu 19 Bepecus 2005 poky 3a Ne 1069/11349 (si
3MIiHAMM) 115 TiOPHAHUX JIiKapCRKUX 3aCOBIB, 3
JKapceKoI0 (POPMOI0 «KpArTi O49Hi, pO3YHHY, 32 YMOBH
JIOBE/IEHHS EKBIBAJIGHTHOCTI 3 BIAMOBIAHUM pe)epeHTHHM
JKapCLKMM 3ac000M, HA/IaHHsI pe3yNbTaTiB BIACHHX
TOKCHKOJIOTIYHHUX Ta (papMaKoIoOriYHUX BUIIPOOYBAaHb HE €
HEOOXIIHUMH.,

2. dapmMakonoris:

1) neppuHHa (apmMakoauHaMika

2) BropuHHa hapMakoguHaAMIKa

3) dapmaxoiiorist 6esnexn

4) papmakoguHAMIYHI B3aEMOIIT

3. PapmMaKoKiHETHKA:

| ) aHATITHYHI METOIMKH Ta 3BiTH 11010 TX
BaJli1arl

2) BCMOKTYBaHHS

3) posnoain

4) meTabomnizm

5) BuBeeHHA




6) dhapMakokiHeTHYHI B3aeMOAii
(JIOKITIHIUHI)

7) inmi papMaKkOKIHETHYHI JOCHIJIXKEeHHS

4. Toxkcukonoris:

1) TOKCHYHICTE y pasi 0AHOPA30BOro
BBCJICHHS

2) TOKCHYHICTH ¥ pa3l MOBTOPHUX BBEJACHD

3) FeHOTOKCUYHICTE:
in vitro

N vivo (BKIIOUAIOUYH JOAATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

4) KaHUEPOreHHICTh:

JIOBTOCTPOKOBI JOCIIKEHHS

KOPOTKOCTPOKOBI JIOCTI/KEHHsI
abo NoCTiPKeHHS cepeJHBOI TPHBAIOCTI

JIOJATKOBI JTOCIDKEHHS

5) penpo/lyKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIIJIMB Ha PO3BHTOK
IOTOMCTBA:!

BIJIMB Ha (DEePTHUILHICTE 1 paHHIi
eMOPIOHAILHHIT PO3BUTOK

eMOPIOTOKCHYHICTE

PEHATAIbHA 1 NOCTHATAIBHA TOKCHYHICTD

JOCII/PKEHHSI, IIPH SIKUX TIperapar
YBOAHTBCS IIOTOMCTBY (HECTATEBO3PIINM
TBAPHHAM) Ta/ab0 OLIHIOETLCA Bigaanena
Jlist

6) MicIleBa NCPCHOCUMICTE

7) IOAATKOBI JOCHIJKEHHS TOKCHIHOCTI:

AHTUICHHICTL (YTBOPEHHS AHTHTII)

IMYHOTOKCHYHICTD

JOCITIKCHHS MEXaHI3MIB il

JIIKAPChKa 3aJICKHICTh

TOKCHYHICTE METabOJITIB

TOKCHYHICTD JOMIIIOK

1HIUE

5. BUCHOBKM 11070 JOKJIIHIYHOIO
BHUBUCHHS

3asiBHUK (BJIACHHK

peecTpaniiHoro
MOCBITUECHH)

I'onora npem’raBHMuTBa L[emﬂ"a Mepuiken [Tpomoymnz AT

denotosa JI. B~
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1o [opsiaky mpoBeaeHHs eKCIIepTH3H
peecTpaliifHUX MaTepiajiB Ha JiKapCchKi
3aco0M, 110 MOIAIOTHECSA HA JEPIKABHY
peecTpalliio (mepepeecTpariio), a Takox
EKCIEPTH3H MaTepiaiiB PO BHECEHHA
3MiH J10 peecTpalniiiHux MaTepiasis
IPOTATOM Aii peecTpauiifHoro
MOCBIUEHHS

(myHkT 4 posniny 1V)

% 4

3BIT
Npo KaiHiYHe BUNPoOyBAHHS
1. Ha3sBa nikapcbkoro 3aco0y (3a AKIMBA, kpanui ouni, po3uus 1 Mr/mi
HAsSBHOCTI - HOMEp peecTpariiHoro
IIOCBIJIUCHHS)
2. 3asBHUK Hensra Meniken [Tpomoymms AIY, Otenbaxracce 26, [{ropux
CH-8001, [Ieeiiuapis
3. BupoOnuk BAJIKAH®APMA-PA3I'PALl A1, Byn. Anpincko BacraHie
68, Pasrpan 7200, Bonrapis
4. [1poBeneHi AOCIHKEHHS: TaK Hi SKIIO Hi, OOTPYHTYBATH

3rigno no IMopsaaky MpoBeIeHHs EKCIEPTH3H PEECTPALiHHNX
MarepiaiiB Ha JIKapCchki 3aco0H, 1O MOJa0TEC Ha
JIep’KaBHY peecTpauiio (mepepeecTpailito), a Takox
CKCTICPTH3M MaTCpialiB MPo BHECCHHS 3MiH JI0
peecTpaliiiHIX MaTepialiB MPOTATOM il peecTpariifHoro
TNOCBI4YEHH, 3aTBEP/HKEHOro Haka3oM MinictepcTBa
OXOpOHH 370p0B’s YKpainu Big 26 cepnusa 2005 poky

Ne 426, sapeectpoBanoro y Minicrepersi roctuiil Yrpainu
19 Bepecns 2005 poxy 3a Ne 1069/11349 (31 3minamu) s
riOpHAHUX JIIKAPCBKHUX 3ac00iB, 3 TIKapCEKOI0 HOpMOIO
«KpaILIi O4Hi, PO3YMHY, 38 YMOBH JOBEICHHA
CKBIBAJICHTHOCTI 3 BIIMOBITHUM pe(hepCHTHUM JTIKAPCEKUM
3ac000M, HAJaHHs PE3YNILTATIB BIACHUX KIIIHIYHHX
BUINIPOOYBaHB HE € HEOOXITHUMH.

1) Tir gikapeskoro 3aco0y, 3a AKHM riOpuaHMI JTIKapChKUi 3aci0
MpoBOAIIACS ad0 MIAHYEThCS
peecTparis

5. lloBHa Ha3Ba KJIIHIYHOIO -
BUNPOOYBAHHs, KOIOBAHHH HOMED
KJIIHIYHOI'0 BUIIPOOYBaHHs

6. @aza KIIHIYHOTO BUTIPOOYBaHHS -

7. Ilepion npoBEACHHSI KIHIYHOTO -
BUIPOOYBAHHS

8. Kpainu, n1e npoBoauiiocs KiiHiyHe | -
BHIIPOOYBAHHS

9. KinbKICTh AOCTIKYBAHHX -




10. Mera ta BTOpHHHI LiNi KJIIHIYHOTO
BUIIPOOYBAHH

11. Jlnzaiin iiHiYHOro BUIPOOYBaHHsI

12. OCHOBHI KpUTepii BKIIIOUEHHS

13. JocmimxyBanuii mikapebkuii 3acio,
crnioci6 3acrocyBaHus, cuna il

14. [IpenapaT nopiBHAHHS, /1034,
crocid 3acTocyBaHHsI, CHIa il

15. CynyTHs Tepanis

16. Kpurepii oliHKH e(heKTHBHOCTI

17. Kputepii oninku 6e3nexku

18. CraTHCTUYHI MCTOOU

19. lemorpadiuni mokasHUKH
JOCIIKYBAHOT Oyl (CcTaTh, BiK,
paca, To110)

20. Pezynbraty edexruBHOCTI

21. Pesynbraru Oesnexkn

22. BUCHOBOK (3aKJIIOYEHH)

3asBHUK (BJACHUK
peectpaliiinoro HOCBIH‘{GHH}IP‘ [ W
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