Jonatok 29

1o Ilopsiky npoBeieHHA eKCIEPTH3H
peecTpaliifHuX MaTepialiB Ha JiKapchKi
3aco0H, 1110 MOJAIOTHCS HA JAEeP)KaBHY
peectpalliio (repepeecTpaiitoo), a TAKOX
eKCIIEePTHU3H MaTepialliB PO BHECEHHS
3MIH /IO peecTpaiifHiX MarepiasiB
MPOTSATOM [Iil PeeCTpaLiiftHOro
MOCBITYEHHS

(myHkT 4 po3aury IV)

3BIT NPO TOKJIIHIYHI ZOCTiIKEHHSs

IMMAHKAJIOP®,

1. Hazga nixapcekoro 3aco0y (3a :
p y ( TadaeTkn mumy4i mo 200 mr

HAsIBHOCTI - HOMEP peecTpariiifHoro
OCBITYEHHS )

1) Tin JiKapceKoro 3acody, 3a sKUM I'enepuunnii JikapcbKuii 3acid
npoBoArIacs abo MIaHy€eThCs PeecTpaLis

2) npoBeIeH1 JOCITIIKeHHS O TaK V HI SIKIIO Hi, OOIpyHTYBaTH

IN-ameTH € MOXigHUM IfcTeiHy. BiH 3acTocoByeThCs siIK MyKOJITHUHMH 3acid 11 3HHMXKEHHS
B’SI3KOCTI CJIM30BHX BHIUIEHb. ICHYE HHM3Ka JOCII/DKEHb, OCTYIHUX Y BUTBHOMY JOCTYTII, IO
MiATBEPKYIOTH JIOKIIHIYHY uacTHHy. HaykoBi JjaHi A7si HEpOpPaJBHOIO 3acTOCYBaHHS
ALICTHJILUCTEIHY HE BHSBILSIIOTH OCOOIHBOT HeQe3meKH B J0CII/PKeHHIX Ha TBApUHAX HA OCHOBI
3BHYAHUX J0CIiKeHb KaHIIEPOreHHOCTI, TeHOTOKCHYHOCTI Ta JOCHIi/DKeHb (epTHIIFHOCTI Hal
TBApPUHAX.

3rigno Hakazy MO?3 Bix 26.08.2005 Ne 426 (B penaxuii Hakasy MO3 Bizx 23.07.2015 Ne 460) nns
reHepUYHHUX JTIKAPCBKUX 3ac0o0iB pe3ysbTaTH BIACHHX JOKIIHIYHHX JOCHI/DKEHb MOXYTh HE
HAaJaBaTHCS. TaKkdM YHMHOM, JKOJHHX JOJATKOBHX JIOKJIIHIYHHUX JOCIIKEHb 3asBHHKOM 3
TiKapChKHM 3aC000M, 1110 PO3ITIAIAETHCS, HE IIPOBOIHIIOCE.

2. ®apmaxomoris:

1) nepeuHHa papmakoHaMiKa He 3acTocoByeThCs
2) BTOpHHHA (hapMaKoIMHaAMIKa He 3acTtocoByeThCs
3) dapmakouiorisi Ge3nexu He 3acTocoBye€ThCS
4) hapmaxoguHaMiuHi B3aeMoii He 3acTocoByeThCA

3. @apmakoKiHEeTHKA:

1) aHaTiTHUHI METOIUKHM Ta 3BITH 110710 iX [He 3acTocoryerbes
Bati1amii




2) BCMOKTYBaHHS

He 3acTocoBy€eTBCS

3) po3nojin

He 3acTocoByeThCS

4) meTadoIi3M

He 3aCTOCOBYETHCH

5) BUBEIEHHS

He 3acTocoByeThCS

6) hapmakokiHeTHYH] B3a€MOI1
(TOKJTiHIYHI)

He 3acTocoByeThed

7) inmri (hapMaKoKiHeTHYHI JOCIIKEHHA

He 3acTocoByeThCs

4. ToxcukoJioris:

1) TOKCHYHICTB y pa3i 0JJHOPa30BOro
BBE/ICHHS

He 3acTocoBY€ThCA

2) TOKCHYHICTE V pa3i MOBTOPHHUX BBE/JICHb

He 3acTocoByeThCs

3) reHOTOKCHYHICTB:

He 3aCTOCOBYETHCHA

in vitro

He 3acTtocoByeThCs

in vivo (BKJIIOYAIOYH JOJATKOBY OIHKY 3
TOKCUKOKIHETHKH )

He 3acTtocoByeThes

4) KaHIEPOTreHHICTh:

He 3acTOCOBYETHCS

JTOBI'OCTPOKOBI JIOCIIKEHHS

He 3acTocoByeThCS

KOPOTKOCTPOKOBI JOCIILIKEHHS
ab0 OCIiKEHHS CepeHbOT TPHBAIOCTI

He 3actocoBy€eThCH

MOIATKOBI JIOCIIJPKEHHS

He 3acTocoByeThed

5) penpoayKTHBHA TOKCHYHICTD Ta
TOKCHMYHHH BILUIMB HA PO3BHTOK
MOTOMCTBA:

He 3acTocoByeThes

BILIUB Ha epTUIIBHICTD 1 paHHiH
emOpioHanbHUN PO3BUTOK

He 3actocoByeThes

eMOPIOTOKCHYHICTD

He 3acTocoByeThCH

NpeHaTabHa 1 MOCTHATAILHA TOKCHYHICTh

He 3acTocoByeTheA




JIOCITPKEHHS, IPH SIKHX TIperapat
YBOJAUTHCS IIOTOMCTBY (HECTATEBO3PLIMM
TBApHHaM) Ta/ado OLIHIOETHCS BijganeHa
st

He 3acTocoByeThCs

6) MiclleBa MEPEHOCHMICTh

He 3acTocoByeThCs

7) IOAATKOBI JOCITIIPKEHHSI TOKCHYHOCTI:

He 3aCTOCOBYETBCA

AHTUI'€HHICTD (YTBOPEHHS aHTHTLIT)

He 3aCTOCOBYETBCA

IMYHOTOKCHYHICTh

He 3aCTOCOBYETBCA

TOCHIDKEHHS MEXAHI3MIB i1

He 3aCTOCOBYETBCA

TiKapchKa 3a1eXHICTh

He 3acrocoByeTbes

TOKCHYHICTh MeTa00ITIB

He 3acTocoByeThCs

TOKCHYHICTE JOMIIIIOK

He 3acTocoByeThes

iH1Ie

He 3aCTOCOBYECTLCA

5. BHCHOBKH 1010 JOKIIHIYHOTO
BUBUYECHHS

BiIoBiIHO /10 THIY MOAaHOT 3adBH (FeHEPHYHHH
iKapchKuit 3acib) HaJ/IaHHA JI0/JaTKOBHX
MOKJIIHIYHHX JOCIIKEHL HE BUMAracThes.

[cHy€e HW3Ka JOCIi[KeHb, JOCTYIIHHX Yy BLUIBHOMY
JIOCTYII, MO MiATBEPUKYIOTh JOKIIHIYHY 4YacTHHY.
HaykoBi JiaHi Juisi NepopajlbHOTO 3acTOCYBaHH:
AIETUIIMCTEIHY  HE  BHABISIOTE  0COOIHMBOI]
HeOe3MeKn B JAOC/TIDKEHHAX Ha TBAPHHAX HA OCHOBI
3BHYATHUX JIOCII/DKEHB KaHIIEPOTe€HHOCTI,
eHOTOKCUYHOCTI Ta JIOCTI/DKeHp (PepTHILHOCTI HA|
TBAPHHAX.

3agBHHK (BIACHHK
peecTpaliiiHOro MocBiT4eHHA)




Jlonatok 30

10 TlopsiiKy npoBe/ICHHS €KCIEPTH3H
peecTpaliiiHHX MaTepiamiB Ha JIiKapChKI
3ac00H, 110 MOJAIOTHCS Ha ICPIKaBHY
peecTpailito (MepepeecTpaltiio), a TaKoxK
eKCIIePTH3M MATepialiB PO BHECEHHS
3MiH /10 peecTpalifHuX MaTepiaiib
IPOTSITOM JIii peecTpauiiHoro
MOCBITUEHHSA

(nyuxT 4 pozainy IV)

3BiT npo KJiHiYHe BUNPOOYBAHHS

MAHKAJIOP®,

1. Hazga nikapcbkoro 3aco0y (3a HassBHOCTI- ;
p y( rabaerkd muny4i no 200 mr

HOMEp peeCTpaliifHOrO OCBITYEHHS)

2. 3asBHUK TOB «I'neadapm JITd», Ykpaina
3. Bupobduuk Kycym Xearxkep It JITa, Inaisa
4. ITpoBejieH1 1OCTIIKEHHS: O Tak VHI KO Hi, OOIPyHTYBaTH

[Mankanop”, TabneTky mmnydi 1o 200 M € BOJHAM PO3UHHOM [l OPAIBHOTO 3aCTOCY BAHHS Ha
uac pHUifoMy Ta MIiCTHTB TaKy camy Jii0uy PedOBHHY B Tilf caMili KOHIIEHTPALli], € TAKOIO CaMOIO
ltikapchKoIO (POPMOIO Ta Mae Taky caMmy TePANeBTHUHY 0, K pehepeHTHHI JikapebKiii 3acid.
3rifHO0 BHMOr MIOZO HOCTi/UKeHHS GioeksiBameHTHOCTI sikapcbkux 3acobis (CT-H MO3 42-
7.4:2022): «SIKIo MoCHipKyBaHMM JTIKapchKHi 3acid € BOJHMM PO3YMHOM JUI OPalbHOIO
3aCTOCYBAHHsA Ha 4ac MPHIOMY Ta MICTHTB Iil0dy PEUOBHHY B TaKii ke, sK i y pedepeHTHOro
JliKapehbKoro 3acofy, KOHIIEHTpallii, 10CIi ke HHs G10eKBIBaJICHTHOCT] MOKE Oy TH BIZAXHIICHE).

1) THII TiKapchbKOTo 3aco0y, 3a AKUM I'enepuunuii JikapebKui 3acid
poBouiacs abo MIaHYEThCs peccTpalis

5. IloBHa Ha3Ba KIiHiyHOrO BUnpoOyBanus,  |He 3acTocoByeThest
KOJIOBAHUH HOMEP KJIIHIYHOTO BULIPOOYBaHHsI

6. ®aza KIiHIYHOTO BUIIPOOYBAHHS He 3acToCcOBY€ETBCS
7. Tlepio mpoBeICHHS KIIHIYHOIO He 3acTocOBY€TLCS
BUMPOOYBaAHHA

8. Kpainu, e mpoBOIMIIOCS KITiHIUHE He 3acTocoByeTbest
BUIPOOYBAHHS

0. KimbKiCTh TOCTIIKY BAHUX He 3acTocoByeThCs
10. Mera Ta BTOpHHHI 1111 KJIIHIYHOTO He 3acTtocoByeThes

BUIIPOOYBaHHS




11. Jlu3aitn KJaiHiYHOTO BHIIPOOYBaHHS

He 3acTOCOBYETBCA

12. OcHoBHI KpHTEPIT BKIIOYEHHS

He 3acTOCOBYETRCS

13. locnipkyBanuii nikapcbkuii 3aci6, cnocid
3aCTOCYBaHHS, CHia Al

He 3acTocoBy€Thes

14. Ipenapar nopiBHsHHS, 1034, C1OCI0
3aCTOCYBaHHS, CHIIA i1

He 3acTOCOBY€TBCS

15. CynyTHs Teparis

He 3acTOCOBY€TBCS

16. Kputepii oninkn eeKTHBHOCTI

He 3acTOCOBYETBCS

17. Kputepii oninku 0e3neku

He 3acrocoBy€eThCs

18. CrarucTHYHI METOIH

He 3acTocoBy€eThCS

19. JTemorpaciusi OKa3HUKH J0CIi Ky BaHOT
nomyisii (cTaTh, Bik, paca, TOIIO)

He 3acTocoBy€ThCS

20. PesynbraTu e(heKTHBHOCTI

He 3acTtocoByeThCs

21. Pesynbrat Oe3neku

He 3acTOCOBYETHCSH

22. BUCHOBOK (3aKJIHOUYCHHS)

[laukanop®, Tabnerkn mumydi mo 200 mr e
BOJTHUM PO3YHMHOM JUISt OpaIbHOTO
3aCTOCYBAaHHS HA Yac IPHIOMY Ta MICTHTh
nilouy pedoBMHY B Takiif ke, AK 1y
pedepeHTHOrO JIIKApCHKOTO 3aco0y,
KOHIIEHTpallii, TAKAM YHHOM 3riHO BHMOT
CT-H MO3 42-7.4:2022 najaHHs JOJAaTKOBHX
KJIIHIYHEX JOCI1/DKCHD HE BHMAra€Thes.

7

3asiBHHK (BJIACHHK

peecTpauiiiHOro MoCBiI4eHNs)

9/9 o
womjy




