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Jonarok 30

’ no Iopsiaky mpoBegenns excreprusu

, peecTpauiiiHux Matepianis Ha JIKapChKi J

| 3ac00H, 10 MOJar0ThCS Ha ACpiKaBHy |

[ PEECTpALliio (epepeecTpariio), a Takox ﬁ

| eKCTIepTH3H MaTepialliB po BHECSHHs

ﬁ 3MIH JI0 peeCTpalliiHuX MarTepianip |

| MPOTSAroM JIii peecrpariiinoro [
IIOCBIAYEHHS

(ynxr 4 po3 ainy IV)

e

3BIT

1po KJiHiYHe BHNIPOOYBaHHS

HOMED peecTpauiiftHoro noceiueHHs:)

1. Hasga nikapcbkoro 3aco6y (3a masszocti -

DostieBa KHCA0TAa AcTpa, TAbIeTKH 10 5 Mr

2. 3asBHUK

TOB «ACTPAD®APM», Vkpaina

3. Bupo6uux

TOB «-ACTPA®APM», Ykpaina

4. IIpoBeneni nocimxeHns:

TaKk  Hl  SKIIO Hi, OOIpyHTYBATH

Mannii  jikapebkunii 3aci6  BignocuThes 110 aodpe
BHBYEHHX JIIKAPCHLKUX 3ac06iB, TOMY BJiacHi KiiHidmi
JAOCTIIZKeHHS He POBOHIACD.

1) Tun nikapeekoro 3acoby, 3a kUM
IPOBOIHIACs ab0 IIIAHYEThCS peecTpargis

/lo0pe BuBYennii JikapebKHii 3acid

5. IloBHa Ha3Ba KiiHIYHOTO BHIIPOOYBaHHsI,
KOJIOBaHHH HOMEP KJIIHIYHOTO
BHIIPOOYBaHHS

He 3acrocoByerbest 118 anoro JIKapCHKOro 3aco0y

6. ®aza KJIiHIYHOro BUNpO6yBaHHs

He 3acrocosyerses st nanoro nikapeskoro 3aco0y

7. Ilepios npoBeIeHHs KIIHIYHOrO
BHIIPOOYBaHHS

8. Kpainu, ne nposoamnocs kiiniune
BUIIPOOYBaHHS

He 3actocoByerses st qanoro JKapchKOro 3acoby

9. KinsKicts pocmiuKyBanux

3allaHOBaHa:
tbakrtuyHa:

10. Mera Ta BropuHHi i KIiHiYHOrO
BUIIPOOYBaHHSA

He 3actocosyerbes uis nanoro nikapeskoro 3acoby




11. Muzaiin kniniunoro BAnpoGyBaHHs

He 3acTtocoByeThest UIs JaHOTO JIKApCHKOTro 3aco0y

12. OcHoBHI KpuTepii BKTIOYeHHS

He 3acrocoByeTsest st 1aHoro nikapesKoro 3aco0y

13. TocnimxyBaumii ikaperkuii 3aci6,
crocib 3acTocyBaHHs, cuia il

He 3actocoByerhbes juis 1aHOTO JIKapchKoro 3aco0y

14. Ilpenapar nopiBHsHHS, 1034, CI0CIO
3aCTOCYBaHHS, CHJIa Jiii

He 3actocosyerbes ama nanoro nikapeskoro 3aco6y

15. Cynyrust Teparis

He 3actocoByerbes 1u1s manoro sikapcebkoro 3aco6y

16. Kputepii ouinku edekTuBHOCT

He 3actocosyernes 11 nanoro ikapeskoro 3aco6y

17. Kputepii oninku Gesnexu

He 3acTocoByeTnest Ju1s JaHOTO JHKapehKOTro 3aco0y

18. Craructiuni Mmetoau

He 3acrocoByerses s nanoro jikapebkoro 3aco0y

19. lemorpadiyni mokasHUKH
[IOCIT KYBAHO1 IO ISLiT (cTaTh, Bk, paca,
TOLIIO)

He 3acTocoByerbest unst 1aHOTO JIKAPCHKOTO 3ac00y

20. Pesynbrarn e eKTHBHOCTI

He 3acTocoByeThes JUIs 1aHOTO JIKAPCHKOro 3aco0y

21. Pesynbraru Gesneku

He 3actocoByeTbes [UIsl JIaHOTO JIKapCHKOro 3acoby

22. BUCHOBOK (3aKJIFOYEHHS)

MHanuii  nikapcekuii  3aci6 BimHOCHTBECE 10  J06pe
BHBYEHHX JIIKAPCHKHX 3acobiB, [0 o3Hayae, M0
MEIHYHE 3aCTOCYBAHHS MII0Y01 PEYOBHHH, IO BXOJHThH
J10 CKJIazly JKapchKoro 3acofy, 1o0pe BUBYEHE, BU3HAHI
il e(peKTHBHICTL Ta 3a/IOBINBHHUI CTYNiHL Ges3neku (Lo

MiTBEPIKEHO JOKTaTHUMH 610morpaditHIMH
IMOCHIAHHSAMH Ha  omyOiikoBaHi  gami OO
miclspeccTpallifiHuX, eMiAeMIONONYHNX  JOCHiKEHb

NEpIIOro  CHCTEMATHYHOTO i JIOKYMEHTOBAHOIO
B YKpaiHi.

Takum uuHOM, NpOBeACHHS KIIHIYHMX MOCTIKEHD UM

BHMAaraeTbes, BIATIOBIIHO, IPOBEIEHO HE OyII0.

TOLO) 1 MHUHYJIO He MeHme 10 pokiB Bix MomeHty

3aCTOCYBAaHHs JIiFOY0] PEUOBHHH SIK JIKapchKoro 3acoby

IHIIHUX JOCJIIKEHD M0 JA0BEJACHHIO eKBIBAJIEHTHOCTI HE

3agaBHHUK (BIACHHK
PEECTPALIIHHOrO MOCBIT4EHHS)

alHid = kh"
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Jlogatok 29

110 [TopsaKy mpoBeieHHS eKCIepTH3H
peecTpanifnyux Marepiaiis Ha JiKapchKi
3aco0u, 110 MOJAKOTHCS HA JIEPIKABHY
peecTpallilo (nepepeecTpaiiio), a TaKoxK
EKCIEePTH3H MaTepialliB PO BHECEHHS
3MiH JI0 peecTpauifiHuX MaTepiaiis
IPOTATOM JIii peecTpauiiiHoro
[OCBLTYCHHS

(myskr 4 pozainy IV)

3BIT
Npo AOKJIHIYHI Joc/ilKeHHsS

1. Ha3Ba nikapcekoro 3aco0y (3a HasgBHOCT -  |[DosrieBa Kue10Ta Actpa, TabJeTKH mo 5 mMr
HOMED peecTpaLiiHOro MOCBiTYeHH S ):

1) Tun nikapeekoro 3aco0y, 3a IKUM Jlikapcbkuii 3acio 3 100pe BUBYEHHM MeIHYIHHM
poBOAMIIACH a00 MIAHYETBCS peecTpallis 3aCTOCYBAHHSIM
2) mpoBeIeHI JOCIKEHHS TaK Hi SKIO Hi, 00IrpyHTYBATH

Jlanuii JikapebKuii 3acid BitHOCHTHCS 10 D00pe
BHBYEHHX JIIKAPCHKHX 32c00iB, TOMY JOKIIHIYHI
J0CJTi’KEHHS] He IPOBO/IHJIACK.

. He 3acrocoByeTbes A1 1aHOTO JIKapchKoro 3aco0y
2. ®apMmakoJiorisi:

; He 3acTocoByeThCs 17151 1aHOTO NIKapChKOro 3acoby
1) nepBunHa papmakouHaMika

' He 3acTocoByeThes 15 JaHOTO JIKApPCHKOro 3aco0y
2) BTOpuHHA (hapMaKoIiHaMiKa

. He 3acTocoByeTbes U151 1TaHOTO JIKApCHKOro 3aco0y
3) dapmakoJioris Oe3nexku

- He 3acTocoByeThest 1711 JAHOTO JTIKAPCHKOTO 3ac00y
4) hapMakoIMHaMIuHI B3aeMoIil

3. GapMaKoKiHETHKA:

: ’ . . He 3acTocoByeThbes U1 1TaHOTO JIIKAPCHKOro 3ac00y
1) ananmiTHYHI METOAMKH Ta 3BITH 1010 IX

Basigaril

He 3acTocoByeTnest [UIst 1aHOTO JIIKAPChKOro 3ac00y
2) BCMOKTYBaHHsI

4 He 3acrocoByeThest 1I1st JaHOTO JIIKApChKOro 3aco0y
3) po3mnojiia

- He 3acTocoBYeTBCS [UIst 1aHOTO JIIKAPCHKOro 3aco0y
4) metabommizm




S) BUBEJIEHHS

He 3acrocosyerbes juist 1aHOTO JiKapehKoro 3acofy

0) papmaxoxiHeTH4HI B3a€MO i1 (0K HiuHi)

He 3actocosyerbes 11 ganoro JiikapebKoro 3aco0y

7) i hapMakoKIHETHYHI JOCITI XK S HHS

He 3acrocoByeTnes 1 1aHOTO JTiKapchKoro 3acody

4. Toxkcukonoris:

1) ToKCHUHICTB y pa3i 0JHOPA30BOro BBEAEHHS

He 3actocoByeTnest 17151 JaHOrO JHKAPCHKOro 3acoby

2) TOKCHYHICTB Y pa3i MOBTOPHHUX BBEIEHD

He 3acTocoByeThCs JUIs TAHOTO JIKAPCHLKOro 3ac06y

3) FEHOTOKCHYHICTB:
in vitro

He 3acTocoByeTbest u1st JaHOTO JlIKApCBKOTo 3ac00y

in vivo (BKJTIOYAIOYH J0aTKOBY OLIHKY 3
TOKCUKOKIHETHKH )

He 3acTocoByeThCs /Ul IaHOTO JIIKApPChKOro 3aco0y

4) KaHIIePOreHHICTh:

He 3acToCcOBy€eTBCS I JAHOTO JIIKApChKOro 3aco0y

JIOBIOCTPOKOBI JOCITi IKEHHS

He 3acTocoByeThest U151 1aHOTO JTIKapChKOro 3aco0y

KOPOTKOCTPOKOBI JOCTI JIDKEHHS
a0o JOCIIKeHHs cepeIHbOl TPHBAIOCTI

He 3acTocoByeThes U1si JaHOTO JKapCHKOro 3acoby

TOJATKOBI JOCIIKEHHS

He 3acTocoByeTbes U1 1aHOTO JTIKApChKOro 3aco0y

5) penpoyKTHBHA TOKCHYHICTh T TOKCHYHHE
BILUIMB Ha PO3BUTOK IIOTOMCTBA:

He 3acTocoByeThes /U1 1aHOTO JTIKapChKOro 3acody

BILIUB Ha (hEPTHIBHICTD i paHHii
eMOploHaIbHHI PO3BUTOK

He 3acTocoByeThCs [UIst 1aHOTO JIIKAPCHKOTo 3ac00y

eMOpIOTOKCHYHICTD

He 3acTocoByeThCS AJIs 1aHOTO JIIKAPCHKOTo 3ac00y

[IpeHaTaIbHa 1 [I0CTHATAIbHA TOKCHYHICT

He 3acrocoByeTbes [yist 1aHOTO JIIKapChKOTo 3aco0y

[TOCIIIZIPKEHHS, TP SIKHUX [Iperapar yBOAHTHCS
[NOTOMCTBY (HECTATEBO3PLIMM TBApUHAM )
Ta/a00 OIHIOETHCS Bij1ajieHa Jis

He 3acTocoByeTbest U1 1aHOTO JTKapchKOro 3aco0y

6) MicLieBa MEPEHOCHMICTh

He 3acrocoByeTbes 151 1aHOTO JIIKAPCHKOTo 3aco0y

7) DOAATKOBI JOCIKEHHS TOKCHYHOCTI:

He 3acTocoByeThCs A1 1aHOTO JHKAPCHKOTO 3aco0y

AHTHUTCHHICTE (YTBOPEHHS aHTHUTL)

He 3acTocoByeThCS 111 TAHOTO JIKAPCHKOro 3acoly




IMYHOTOKCHYHICTb

He 3acTocoByeThest U1 TaHOTO JIKAPCHKOTO 3ac00y

JTOCIIJDKEHHS MEXaHi3MIB il

He 3actocoByeTnes s 1aHOro JTiKapeskoro 3acody

TMiKapehLKa 3aJ13KHICTh

He 3acTocoByeTbes 11t 1aHOTO J1IKapehKOro 3aco0y

TOKCHYHICTE MeTaboJiTIB

He 3acTocoByeTbes st AaHOTO JIKAPCHKOTo 3aco0y

TOKCHYHICTE JOMILIIOK

He 3acTocoByeTbes 1Is1 1aHOTO JHKApPCHKOro 3acoby

LHIIIEe

He 3acTocoByeTbest 1715t TAHOTO JIIKAPCHKOTO 3aC06y

5. BUCHOBKH 111010 JJOKJIIHIYHOTO BUBYEHHSI

[Ipenapar @onieBa kucnora Acrpa, TabIeTKH 0 5 Mr,
BIZIHOCHTBCS 10 JIIKapCHKHX 3ac00iB 3 106pe BUBYCHHM
MeJIMYHHUM 3aCTOCYBAHHAM, TOMY BHKOPHCTOBYHOTHCS
Gibmorpadivni Ta omybaikoBaHi HaykoBi maHi, i He
BUMAara€TnCsAd MPOBENEHHS BIACHHX  JIOKJIHIUYHHX
JOCIIKEHb IPH PEECTpaltii.

3asABHUK (BIACHUK
peecrpaliiiHoro

IIOCBITYECHHS )




