Jomarox 30
i 1o [lopsiky 11poBeieHHS eKCIIePTH3H
1 peecTpariifHIX MaTepialiB Ha JIIKapChKi
3aco0H, 1110 [I0JIAI0TECA Ha JIePIKaBHY

\ EKCIIEPTHU3U MarepialiB PO BHECEHHS
3MiH JI0 peccTpaliifHux MaTepiains
IPOTATOM Jiil peecTpaliiHoro
IIOCBIIYEHHS

3BIT

Npo KJiHiYHe BUNIPOGYBaHHS

peecTpariio (epepeecTpario), a Takox |

(uyHKT 4 posainy IV) ‘

1. Ha3ga nikapcbkoro 3aco0y (3a HassBHOCTI -
HOMED pEECTPaLiHHOIO IOCBIIYEHHS)

Paminpuia Acrtpa, Tabnerkn mo 5 mr; 10 mr

2. 3aaBHHK

TOB «ACTPADAPM», Ykpaina

3. BupobOuux

TOB «-ACTPAD®APM», Ykpaina

4. IIpoBejieHi qociipkeHHs:

.

TaK ) §

SKIO Hi, OOIPYHTYBATH

bioexBiBajIeHTHICTH 10BE/IEHO 32 IPOLETYPOIO
dioeiisep Ha nincerasi bCK.

1) Tn niKkapchkoro 3aco0y, 3a SKHM
[IpOBOIHJIacs a0 IUIaHYEThCA PEECTpallis

I"enepuyHMii JikapcbKuii 3acio

5. IToBHa Ha3Ba KIIHIYHOrO BUIIPOOYBaHHs,
KOJIOBAaHUH HOMEp KIIHIYHOIO
BUITPOOYBaHIS

6. @aza KIHIYHOTO BUIIPOOYBaHHs

7. llepioj npoBejieHHs KIIHIYHOTO 3 o

BUIIPOOYBAHHS

8. Kpainu, jic npoBoimIocs KIIHITHE

BUIIPOOYBaHHSI

9. KUIbKICTE JIOCIJEKY BaHUX 3aIulaHoBaHa:
(akTHyHAa;

10. Mera Ta BTOpUHHI U KIHIYHOTO
BUIIPOOYBaHHS

11. JIu3aiin KIiHIYHOTO BUIIPOOYBaHHS




12. OcHoBHI KpuTEpil BKIIOYEHHS

13. JlocmipKyBaHUH JliKapchKuii 3acio,
criocib 3acTocyBaHHs, cHIIa JIil

14. TIpenapart 1opiBHSHHS, /1034, CIIOCIO
3aCTOCYBaHHS, Cuiia Jiil

15. CynyTHs teparmis

16. Kpurepii ominku edekTHBHOCTI

17. Kpurepii orinku Oe3nexu

18. CrarucTiyni MeTOH

19. Jlemorpadiumi MoOKa3HHKH
ITOCIT Ky BaHol 1oyl (crare, Bik, paca,
TOIIIO)

20. PesysibraTit epeKTHBHOCTI

21. Pesynbsratu OGesrexu

22. BUCHOBOK (3aKJIFOUYEHHS)

3asBHUK

(BJIACHHK peecTpaliifHOro MogR

(miznuc)

yiuuuii xapexrop Masro JYKAINIEBAY

(I.1.B.)




3BIT

Jlosatok 29

1o [opsiaky mipoBe/ICHHS CKCIICPTH3H
peccTpanifHux MaTepiaiiB Ha J1KapCehKi
3aco0u, 110 [MOAAIOTHCS Ha JIEPIKABHY
peecTpallito (IepepeecTpaiio), a TakoxK
EKCIIEPTH3M MaTepiajiiB PO BHECEHHS
3MIH JI0 peecTpariifnux MaTepiaiis
HPOTATOM JIiT peecTpaniinoro
MOCBITYCHHS

(mynkr 4 posuiny 1V)

NPo JAOKJIIHIYHI JOCTIKEHHS

1. Ha3Ba nixapcekoro 3aco0y (3a HassBHOCTI -

HOMCP peecTpalllitHOTO OCBITUCHHS):

Paminpui Acrpa, tabuerkn no S mr; 10 mr

1) THII IiKapchKOTO 3ac00y, 3a IKUM
[IPOBO,(MIIACS a00 ITAHYCThCS PEECTpAIis

I'enepuynuii Jikapebkuii 3acid

2) IPOBEICHI JTOCII/KEHHS

TaK Hi SIKINO HI, OOTPYHTYBaTH

Janmii JikapchKuii 3acid BiIHOCHTHCH /10 TeHePHIHHX
JiKapchbKHX 3ac00iB, TOMY JOKJIiHIKA He
IPOBO/INJIACE.

2. ®apmakoJoris:

1) nepsunna (papmMakoMHaMiKa

He 3acTocoBy€THCS /IS IAHOTO JIIKAPCHKOTO 3ac00y

2) BropuHHa apmMako/IMHaMika

He 3acToCOBY€ETHCS VISl JTAHOTO JIIKAPCHKOTO 3ac00y

3) hapmakoJioris Oe3neKu

He 3acToCOBY€ETRCS JUISL TAHOTO JIIKAPCHKOT0 3ac00y

4) dhapMakoMHAMIYHI B3aEMOJIT

He 3acTocoBy€eTBCS /IS IaHOTO JIIKapChKOIo 3aco0y

3. ®apMaKoKIHETHKA:

1) aHaMITHYHI METOJIMKH Ta 3BITH OO iX
BasTiHaIl

He 3acTocoByeTbes U1 1aHOT'O JIIKAPCBKOTO 3ac00y

2) BCMOKTYBaHHSI

He 3acTocoBy€eThCS VISt JIAHOTO JIIKAPCHKOTO 3ac00y

3) po310;1ii

He 3aCTOCOBYCTLCH JIJIA JaHOTO HiKapCI:.I{Ol"O 3&006)/

4) metadbomizm

He 3aCTOCOBYCTLCH JUJIA JIaHOI0 HiKapCI:KOFO 3ac06y

5) BUBCICHHS

He 3acToCOBY€ETHCS JUIS JIAHOTO JIIKAPCHKOTO 3ac00y




6) papmMaxoKineTHYHI B3aeMOJIiT (HOKIIinivHi)

He 3acTocoByeThes JUis JIAHOTO JIIKAPCHKOIO 3aC00y

7) 1111 papMakoKiHETHYHI JOCITI/KEHHS

e 3acTocoByeThCS JUISL JIAHOTO JIIKAPCHKOTO 3aC00Y

4. ToxcukoJoris:

1) TOKCHYHICTD Y pa3i 0JIHOPA30BOTO BBEJCHHS

IHe 3acTocoByeThCS IS IAHOT'O JIIKAPCHKOTO 3aC00y

2) TOKCHYHICTH y Pa3i MOBTOPHUX BBEICHD

He 3acTocoByeThes fuist 1aHoro JIkapesKoro 3acody

3) reHOTOKCHYHICTD:
in vitro

He 3acTocoByeThest Julst 1IaHOTO JTIKApehKOro 3aco0y

in vivo (BKJIIOYAI0YH JI0/IaTKOBY OLIHKY 3
TOKCHKOKIHETHKH)

He 3acTocoByeThest JUIsl 1aHOTO JIIKAPCHKOTO 3ac00y

4) KaHIIEPOTCHHICTh:

JIOBIOCTPOKOBI JIOCIILIKCHHSI

He 3acTocoBy€eTRLCS /IS 1aHOTO JIKAPCHLKOIo 3ac00y

KOPOTKOCTPOKOBI JTOCITJDKEHHSI
abo JIOCIIKCHHS CePe/IHBOT TPHBAIIOCTI

He 3acTocoByeThCst J1Isl JAaHOTO JIKAPCHKOro 3aco0y

I[OL[aTKOBi jIOCJIi,H}KCHHH

He 3acTocoByeThCs JUJIsl JAHOTO JIIKAPCHKOTO 3ac00y

5) penpoayKTHBHA TOKCHYHICTE Ta TOKCHIHUI
BILIHB Ha PO3BUTOK IOTOMCTBA:

He 3acToCOBYETBCS ISl TAHOTO JIIKAPCHEKOTO 3ac00y

BIUIMB Ha (DEPTHJILHICTD 1 panHii
eMOpPIOHAILHHHA PO3BHTOK

He 3acrocoByeThest J1Is JJAHOTO JIIKAPCBEKOTo 3aco0y

eMOpIOTOKCHYHICTE

He 3aCTOCOBYETLCA I 1aHOT O HiKapCBKOFO 3&006)/

lIpeHaTa/IbHa 1 IOCTHATAJIbHA TOKCHYHICTh

He 3acTOoCOBYETBCS JITIs1 JAHOTO JIIKAPCHKOTO 3aco0y

JTOCIIIZIZKEHHS, 1IPH SIKUX [IpeliapaT yBOJAUTECS
[I0OTOMCTBY (HECTATCBO3PLIUM TBAPUHAM )
Ta/a00 OLIHIOETHLCS Binanena Jiis

He 3aCTOCOBYCETBCA JIJIA JaHOTO nixapcmcoro 33.006)/

6) MiclieBa IepeHOCHMICTh

e 3acTocoByeThCs IS JAHOTO JIIKAPCHKOT0O 3aco0y

7) 1OTaTKOBI1 JOCIIJKCHHS TOKCHYHOCTI:

He 3acTocoByeThCs JUIst JAHOT'O JIIKAPCHKOIO 3ac00y

AHTUICHHICTL (YTBOPEHHS aHTHTLI)

He 3actocoByeThest JUIst JaHOTO JIIKAPCBKOTO 3ac00y

IMYHOTOKCHYHICTb

He 3aCTOCOBYETHCA JIJIA JIAHOT'O JIiKapCbI{OI‘O 3ac06y




JTOCITI/DKCH I MEXaHI3MIB il

He 3aCTOCOBYETHCS U1 JaHOI'O HiKapCBKOTO 33C06y

JIIKapchKa 3aJICkKHICTh

He 3acTOCOBYETBCS JUISI TAHOTO JIIKAPCHKOT0 3aC00Y

TOKCHYHICTH MCTaOOJIITIB

He 3aCTOCOBYETHCH JIJIsL JaHOI'O JIiKapCLKOTO 3aco6y

TOKCHYHICTE JJOMIIIOK

He 3acTocoryeThes JUIst TAHOTO JIIKAPCHKOTO 3ac00y

inme

He 3acToCOBYETBCS JUIs 1AHOTO JIKAPCHKOTO 3aC00y

5. BHCHOBKH W00 JIOKIIIHIYHOTO BHBYCHIIS

He 3acrocoByeThes 1S JIAHOI'O JILKAPCHKOTO 3ac00y

3asBHUK (BJIACHHK
peecTpariiHoro
IIOCBIJ[YEHHS)




