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Jlonarok 29 ‘
1o [opsaky nposejieHHs eKCliepTh3n |
peecTpamifinuX Marepiaiip Ha TiKapeeki |
3aco0H, 1110 T10/JIAI0THCS Ha JIEPKABHY
peecTpaltiio (IlepepeecTpariiio), a Takox
CKCIICPTHU3H MaTepialiB Ipo BHECEHHs
3MIH JI0 peecTpalliiinux Marepiaiis
LIPOTATOM JUli peecTpaniiinoro
IOCBLUCH IS

(yHKT 4 po3ainy IV)

3BIT

PO AOKJIIHIYHI JOCTIZKeHHS

1. Haspa iixapcpkoro 3aco0y (3a HasiBHOCTI -
HOMCP peccTpalifHOTO OCBIYeHHS):

Maruneutic, TadJ1eTKH, BKPUTI ILIIBKOBOI0 060I0HKOI0

1) Tun J1ikapcEKOTO 3ac00y, 3a AKHM
[IPOBO/IMIIACS aDO0 MIIAHYETHCS peecTparlis

JlikapcnbKuii 3aci0 3 100pe BUBYEHHM MeIHYHHM
3aCTOCYBAHHAM

2) IIPOBEJICHI JIOCIIJDKEHHS

TaK Hi SKIIO Hi, OOTpYHTYBATH

3rizno 3 Hakazom MO3 Vkpainm Ne 426 Bin
26.08.2005 p. (3i 3mimamMm) THND peecTpaiiinoY
dopmMu Ha JikapebKuii 3acié 3 j00pe BHBYEHHM
MEIHYHHUM 3aCTOCYBAHHAM IHepeadavae, mo jiloua
PEY0BHHA JIKAPCLKOI0 3200y 3 J00pe BUBYECHHUMH Y
pamkax C€C rTa/abo VYkpaiuu TepaneBTHYHHMH
BJACTHBOCTAMH npHHaiiMui nporsarom 10 pokis
MaJjia BH3HaHY e¢(eKTHBHICTH Ta NPHIHATHHI
piBenn 0e31ekn y Oyab-sIKHX JIKapcbKUX (popmax. Y
TaAKOMY BHIIA/IKY pe3yJbLTATH JOKJTIHIYHUX
JI0CI/IKeHb, SIKi MiCTATBCS MOIYJI peccrpauniiinoro
J10ChE, 3aMIiHIOIOTH BiAIOBIAHUMH JAHUMHU
omydJikoBaHoT HAYKOBOT Jireparypu
(zaraasnogocTynHa indopmais).

Januii Jgikapeskuii  3acid  BigHocHThCST 10 JI00pe
BHBYCHHUX JIKAapCbKHX 3aco0iB, ToMy jIOKJiHIYHI
}IOCJIiIDKCHHﬂ HE NpoBoaANJIACh.

2. DapMakoIoris:

He 3acTocoByeThCS JIUISL IAHOT'O JIIKAPCHKOTO 3ac00y

1) nepsunna papmMakoMHaMiKa

He 3acTocoByeThest JUIst JJAaHOTO JIIKAPCHKOTO 3aC00y

2) BropunHa (apMaxkoiMHaMiKa

He 3acTocoByeThest JUIs TaHOTO JIIKAPCHKOro 3aco0y

3) dapmakosioris Ge3teku

He 3acTocoBy€ThCS U1 TaHOTO JIIKAPCHLKOTO 3ac00y




4) papmako iuHamMivni B3aeMo il

He 3acrocoByersest Juist JaHOTO JiikapehKoro 3acoby

3. ®apmakokiHeTHKa:

1) aHaIiTHYHI MCTOIMKH Ta 3BiTH MO0 1X
BaIiIamil

He 3acrocoryeTnes [uist 1aHoro JikapesKkoro 3acoby

2) BCMOKTYBaHHSI

He 3acTOCOBYETLCS IS JIAHOTO JIKAPCHKOIo 3ac00y

3) poznojiin

Ile 3acTocoByeThCs JUIst TAHOTO JIHKAPCHKOI0 3ac00y

4) meTabdoJ1izm

He 3acTocoByeThest ISt TaHOTO JIIKApCHKOTo 3ac00y

5) BUBejICHHS

He 3acrocoByernest uist 1anoro jiikapeskoro 3acofy

6) papmaxokineTHyHi B3aeMoil (JIOKIiHiYHi)

He 3acTocoByeThest Julsl JAHOTO JIKAPCHKOIo 3aco0y

7) inmi papMakoKiHETHYHI JIOCII JKEHHS

Ie 3acTOCOBYETBCS ISl JAHOTO JIIKAPCHKOTO 3aC00y

4. Toxcukomnoris:

1) TOKCHYHICTH y pa3i 0JIHOPA30BOT0 BBEJICHHS

He 3aCTOCOBYETLCH JUIA JaHOI'O IIiKapCBKOI'O 33006}’

2) TOKCHYHICTH y pa3i IIOBTOPHUX BBEJIEH

He 3acTocoByeThes JUIst JIAHOTO JIIKAPCHKOTO 3aC00Y

3) 'eHOTOKCHYHICTE:
in vitro

He 3acTocoByeTbCs JUIsL IAHOT'O JIIKAPCHKOTO 3aC00y

in vivo (BKIIOYAIOUH J10/IATKOBY OIIHKY 3
TOKCHKOKIHCTHKH )

Ie 3acTocoByeThCs JUIs JIAHOTO JIIKAPCHKOTO 3aC00y

4) KaHIEepOreHHICTh:

He 3aCTOCOBYETBCH JIJIsA JIaHOTI'O IIiKapCI:KOFO 3aco6y

JIOBIOCTPOKOBI JIOCIILJPKEHHSI

He 3acrocoByeThes JUIs JIAHOTO JIIKAPCHKOTO 3ac00y

KOPOTKOCTPOKOBI JIOCIIJKCHHS
a0o0 JIOCIIJIKEHHS Cepe/ITHBOI TPHBAJIOCTI

He 3acTocoByerbest JUIs1 JIaHOTO JIIKAPCHKOTO 3ac00y

110JIaTKOBI JIOCIIJDKEHHSI

He 3acTocoByeTheCs JUIS JIAHOI'O JIKAPCHKOI0 3ac00y

5) peUpoOlyKTHBHA TOKCHIHICTD Ta TOKCHYHMH
BIIJIMB Ha PO3BUTOK IMOTOMCTBA:

He 3acrocoByernes Ui 1aHOr0 JIIKAPChKOTO 3ac00y

BILUIMB HA (DEPTUIILHICTD 1 panHii
eMOpioHaJILHUIT PO3BUTOK

He 3acrocoByeThes JUIs IaHOTO JIIKaPCHKOTO 3ac00y




eMOPIOTOKCHYHICTL

He 3acTocoByeThCS JUIsl TAHOTO JIIKAPCHKOTO 3ac00y

l[IpcHaTalibHa 1 IIOCTHATAILHA TOKCHYIICTE

He 3acTocoByeThes JuIst JAHOTO JIKAPCHKOTO 3ac00y

JIOCITIDKCHHSA, IIPH KX 1IPENapaT YBOIHTHCS
[OTOMCTBY (HECTaTCBO3PIIMM TBAPHHAM )
Ta/ado OIIHIOEThCS BijylaieHa s

He 3acTocoByeThest uist 1aHOTO JIKapehKOro 3acoly

6) MicIieBa IIepeHOCHMICTh

He 3acTOCOBYETLCS JUISL JIAHOT'O JIIKAPCHKOIO 3200y

7) JI0JIATKOBI JIOCII/PKEHHS TOKCHYHOCTI:

He 3acTocoByeTBCS JUIsl JIAHOTO JIKAPCHKOI0 3ac00y

AHTUICHHICTD (YTBOPEHHS anTHTil)

He 3acTocoByeThCs JUIst JIAHOTO JIIKAPCHKOTO 3aC00y

IMYHOTOKCHYHICTE

He 3acTocoBy€eTBCS JUIS JIAHOI'O JIIKAPCHKOTO 3ac00y

JIOCIIDKCHIIS MeXaHI3MIB JTiT

He 3acTocoByeTbes IS JIAHOT'O JIIKAPCHKOTO 3aC00y

JTIKapehKa 3aIeKHICTE

IHe 3acTocoByeTbCs JUIs JIAHOT'O JIIKAPCHKOTO 3ac00y

TOKCHYHICTH METaDOIIiTIB

He 3acTocoByeThCs JUIsl IAHOTO JIIKAPCHKOTO 3ac00y

TOKCHYHICTD JIOMIIOK

He 3acrocoByeThest JUIs JIAHOTO JIIKAPCHKOT0 3ac00y

irie

He 3acTocoByeThCst JUsl TAHOTO JIIKApCHKOIo 3ac00y

5. BUCHOBKH 111010 JIOKJIIHIYHOTO BUBYCHHS

IIpeniapar Maruesic, TabIeTKH, BKPHUTI IJIiBKOBOIO
000JIOHKOIO, BIJIHOCHTBCS 10 JIKApPCHKHX 3acobiB 3
JI00pe BHUBYCHMM ME/UYHUM 3aCTOCYBAHHSM, TOMY
BHKOPHCTOBYIOThCS Oi0iiorpadiuni ta onybiikosami
HayKOBI JIaHi, 1 HE BUMAraeThCsi IPOBEJICHHS BJIACHHX
JIOKJIHIYHUX JIOCIJDKEHB IIPH peecTpartii.

3asBHUK (BIACHUK
peecTpanifnoro

1IOCBI/TYCHHS)




Jomarok 30

70 Tlopsiiky mpoBeieHHs €KCIIEPTH3H
peecTpanifiHiX MaTepialiB Ha JIIKAPChKi
3aco0H, IO MOJAIOTHCS Ha JICPKaBHY
peecTpaliio (IepepeecTpariio), a TAaKokK
EKCIePTH3H MaTepialliB PO BHECCHHH
3MiH JI0 peECTPaIliifHAX MaTepiaiiB
IIPOTATOM Jii peecTpaniiHoro
MOCBI{YEHHS

(myHkT 4 po3ainy [V)

|

3BIT

npo KiiHiYHe BHIPOOYBAHHS

1. Ha3ga nikapcbkoro 3aco0y (3a HasiBHOCTI
- HOMEpP PEECTPALIHOTO MTOCB1TYEHHS)

Marmse.ric, Tad/1eTKH, BKPHTI ILTIBKOBOI0 000JI0HK010

2. 3asBHHK

TOB «<ACTPA®APM», Ykpaina

3. Bupobnuk

TOB «ACTPA®APM», Vkpaina

4. IIpoBeneni focniKeHHs:

-

TaK AKINO Hi, OOTpyHTYBaTH

Manuii gikapepkmii 3aci0 BiaHocuThe: 10 n06pe
BHBYEHHX JIKAPCHKHX 32¢00iB, TOMY BJacHi Kuinigmi
JIOCTiIKeHHS He MPOBOANIACK.

1) Tun nikapceKoro 3aco0y, 3a IKUM
NpoBOAMIIACA 200 TIIAHYEThCA PeECTpaNis

JlikapebKkmii 3a¢i0 3 700pe BUBYEHHM MeIHYHAM
3aCTOCYBAHHAM

5. IloBHa Ha3Ba KIIHIYHOTO BUNIPOOYBAHHS,
KOJOBaHHH HOMep KJIIHIYHOrO
BUIIPOOYBaHHS

He 3acTocoByeThes 1S IAHOTO JTKAPCHKOTO 3ac00y

6. Masa KITHIYHOTO BHIIPOOYBaHHS

He 3acTocoByeThCs A7 JTAaHOTO JTIKAPCHKOTO 3ac00y

7. Ilepion npoBeeHHs KIIHIYHOTO
BUITPOOYBaHHA

8. Kpainu, ne npoBoaunocs kiiHiuHe
BHIIPOOYBaHHS

He 3actocoByeThes JUlst TAaHOTO JIIKAPCHKOIO 3aC00y

9. KinbKicTh JOCTIKYBaHUX

3arIaHOBaHa:
(hakTHYIHA:

10. MeTa Ta BTOpHHHI 11l KIIHIYHOTO
BUIIPOOYBaHHA

He 3acTocoByeThCA U1 JAaHOTO JIKAPCHKOTO 3ac00y




11. Jlnzaiin kiriHi4YHOrO BUNpoOyBaHHA

He 3acTocoByeThCd A1 JAHOTO JKAPCHKOTo 3aco0y

12. OcHOBHI KpHTEPIi BKIFOYEHHS

He 3acTocoBy€eThCs UISL JAHOTO JIIKAPCHKOro 3aco0y

13. ocnimxyBannii TikapchbKuii 3acio,
crioci0 3acTocyBaHHsM, CHIIA il

He 3acTocoByeThCS JUIS IAHOTO JIIKAPCHKOro 3aco0y

14. Ilpenapar nopiBHAHHA, 1034, CIOCIO
3acTOCYBaHHs, CHJIa il

He 3acTocoByeThbest [Uisi IaHOTO JIKapchKOTo 3aco0y

15. Cynytas Tepanis

He 3acTocoByeThes 1718 JaHOTO JTIKapChKOro 3acoly

16. Kputepii oninku edeKTHBHOCTI

He 3acTocoByeThCs JIIs IaHOTO JIIKAPCHKOro 3aco0y

17. Kpurepii oninku 6e3mexn

He 3acTocoByeThCs 1718 TaHOTO JTIKapChKOTo 3aco0y

18. CraTucTiuHi METOIH

He 3acTocoByeThes A71s TAaHOTO JTKAPCHKOTo 3aco0y

19. Jlemorpadiuni nokazHuKH
JTOCITi Ky BaHOT NOMYJIANii (cTaTh, BiK, paca,
TOILO )

He 3acTocoByeThCs U1 TAaHOTO JTIKApChKOTO 3aco0y

20. PesynbTaT eeKTHBHOCTI

He 3acTocoByeThCs 4718 TAHOTO JTKapChKOTo 3aco0y

21. PesynbraTu Ge3mexn

He 3aCTOCOBYETBCA IJIA JaHOTO J'[iKapCLKOFO ’3&CO6Y

22. BHCHOBOK (3aKJIFOUEHHS)

Januii nikapcekui 3acid BITHOCHTECS 10 Jgo0pe
BHBYEHHX JIIKapChKHX 3acoliB, IO oO3Ha4ae, MmO
MEJIMYHE 3aCTOCYBAHHS /0901 PEYOBHHH, IO BXOAHTH
JI0 CKJIajly JlikapeeKkoro 3aco0y, moOpe BUBUEHE, BH3HAHI
il edexTHBHICTH Ta 3aJ0BUIbHHIL CTYHiHE Oe3mexkn (1o

H1ATBEP/DKEHO JOKJIaTHAMH 616miorpadiunnmu
NOCHWJAaHHAMH  Ha  ONyOJIKOBaHI  [JaHi  mIOAO
HIiCNApEeECTpaifHuX, eNieMIONIOTIYHMX  JIOCTiDKEHb

Tomo) i MuHyno He MeHme 10 pokiB Biji MOMEHTY
OepIioro  CHCTEMarHyHoro i JOKYMEHTOBAHOTO
3aCTOCYBaHHS Ji104901 PEYOBHHH SIK JIKAPCHKOro 3acoly B
Vkpaini.

Taxum 4EHOM, NpOBEIEHHS KIHIYHHX OCII/DKEHb 4YH
IHIMHUX JOCTIJPKEHE IO JIOBEJEHHIO €KBIBAJIEHTHOCTI HE

BHMAraeThCsl, Bi/INOBITHO, IPOBEJIEHO He 0yJI0.

3asaBHHK (BIIACHHK
peecTpaniiHOro MOCBITYEHHA)




