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Jlonmarok 29

no opsiaxy 1pose/ieHHs eKCIIEPTH3H ‘

peecTpaliifHux Marepiaiis Ha JiKapcoki

3aco0Hu, 110 110J[aI0THCS HA JICPIKABHY
peecTpaniio (liepepeccTpariio), a Takox
CKCIICPTH3H MarepialliB 11po BHCCCHHS
3MiH JI0 peecTpanifinmx MaTepiaiis
IPOTSAIOM JIi1 peccTpaliifnoro
HOCBIIYCHHS

(iykT 4 po3iny IV) |

3BIT

PO JOKJIIHIYHI JOCHIKEeHH

1. Ha3zBa nixapcekoro 3aco0y (3a HasBHOCTI -
HOMEP PecCTPaLifHOTO MOCBITUCHHS ):

COHHIKC®, rab/ierku, BKpUTI 000J10HK010,
o 15 mr

1) TH11 JikapehKoro 3aco0y, 3a SKUM
IPOBO/IMIIacst abo IITANy€EThCS peecTpartist

I'enepuunmii JikapcesKuii 3acio

2) LIpOBEJICH] JOCIIJKCHHA

.

TaK 1l SIKINO Hi, 0OTPYHTYBATH

Buracui poxaigidni o/ GKEHHA HE HAJAI0ThCH,
OCKIJIBKH JIaHMii JIIKApChKUIi 3a¢i0 BIAHOCHThCH /10
reHepuYHuX JIKapChLKUX 32¢00iB.

2. Mapmakosiorisi:

1) nepsunHna papmako,iMHaMiKa

e 3acTOCOBYETHCS JUIsE IAHOTO JIIKAPCHKOro 3acoby

2) BTOpHHHA (papMaKoMHAMIKA

He 3acTocoByeThest JUlsl JIAHOTO JIIKAPChKOro 3aco0y

3) dapmaxosorist Geznexn

e 3acTOCOBYETRCS /UIsl JIAHOTO JIIKAPCLKOI'O 3ac00y

4) hapmakoMHaMIYHI B3a€EMOJIIT

He 3acTocoBy€eTBCS ISl JaHOIO JIIKAPCHKOIo 3ac00y

3. dapmakoKineTHKA:

1) aHaTITHYHI METOJIMKH Ta 3BITH II10J10 1X
BaJiamii

He 3acTocoBy€eThCs JUIS JIAHOTO JIIKAPCHKOTO 3ac00y

2) BCMOKTYBaHHS

He 3acTocoByeThest JUIst JIAHOTO JIIKapCLKOro 3aco0y

3) po3moIiT

I1e 3acrocoByeThes JUIS JIAHOTO JIKApPCBKOT0 3ac00y

4) metabomizm

e 3acTOCOBYCTBCS VIS JIAHOTO JIIKAPCHKOTO 3aC00y

5) BUBCACHHS

He 3acTOCOBYETBCS JUISL JIAHOTO JIIKAPCHKOI'O 3ac00y




6) bapmakokineTnuni B3aemoyii (oxriniumni)

He 3acTocoByeThCS JIUIs JIAHOTO JIIKAPCHKOTO 3ac00y

7) in1mi apMakoKiHeTHUHi JIOCIIJpKeH S

He 3acTocoByeThest ISt JIAHOTO JIIKAPCHEKOTO 3aC00y

4. TOKCHKOIIOTIA:

1) TokCHYHICTB Y pa3i 0JIHOPA30BOI0 BREJIEHHS

He 3acTocoByeThest JIUIs JIAHOT'O JIIKAPCHKOIO 3ac00y

2) TOKCHYHICTD y pa3i HOBTOPHHX BBEJICHD

He 3acrocoByerbest juist JIaHOTO JIIKApPChKOTO 3ac00y

3) reHOTOKCHYHICTE:
in vitro

[1e 3acTocoByeThCs JUIs JIAHOTO JIIKAPCHKOTO 3ac00y

in vivo (BK/IIOYAIOUH JI0/IaTKOBY OILIHKY 3
TOKCHKOKIHCTHKH )

He 3acTocoBy€TBCSI sl TAHOTO JIIKAPCHLKOTO 3ac00y

4) KaHIICPOI CHHICTD:

JIOBIOCTPOKOBI JIOCIIJPKCHHS

He 3aCTOCOBYETLCA JIA JIaHOoI'o JliKapCLKOI“O 3aco6y

KOPOTKOCTPOKOBI JIOCIIJKCIH S
a0 JIOCIIIKCHHS Cepe/IHBOT TPHBAIOCTI

He 3acrocoByerbest juist JIaHOTO JIIKApPCHKOI'o 3aco0y

J10JIATKOBI JOCIIJKCHHS

He 34CTOCOBYETHCA s JIallor'o HiKapCbKOFO 3aco6y

S) pelpOYKTHBHA TOKCUYHICTh Ta TOKCUYHUHA
BIUIMB Ha PO3BUTOK IIOTOMCTBA!

He 3actocoByeThest JUIS JIAHOI0 JIKAPCLKOro 3acody

BILIMB Ha (DePTHILHICTE 1 panHii
eMOpioHAJILHHUIT PO3BHTOK

[1e 3acTOCOBY€ETHCS JUISI JIAHOT'O JIIKAPCHKOTO 3acody

eMOPIOTOKCHYHICTD

He 3acToCOBYETHCS JUISL JIaHOTO JIIKAPCHKOT0O 3ac00y

lpCHaTaJlbHa 1 IIOCTHATAJILHA TOKCHYHICTh

He 3acTocoBy€eThCs JUIs JIAHOTO JIIKAPCHKOTO 3ac00y

JTOCITIJDKCHIS, TIPH SKUX 1IPeIapaTr yBOJAUTLCS
IIOTOMCTBY (HECTATEBO3PLIMM TBAPUHAM )
Ta/abo OIIHIOETHCS BlJUIAJICHA JTisI

He 3acTocoBy€eThCS JUIS JIAHOTO JIKAPCHKOTO 3ac00y

6) MiciieBa ICPEHOCUMICTD

He 3acTocoByeThCst JUIs JIAHOTO JIIKAPCHLKOTO 3ac00y

7) J10JIATKOBI JIOCIIJDKCHIS TOKCUYIIOCTL:

Ie 3acTOCOBYETHCS JUISL JIAHOI'O JIIKAPCHKOTO 3aco0y

AHTHICHHICTH (YTBOPSHHS aHTHTLI)

He 3acTOCOBYEThCS IS JIAHOI'O JIIKAPCBLKOIo 3aco0y

IMYHOTOKCHYHICTh

He 3acTOCOBYETBCS JUIS JIAHOTO JITKAPCHKOTo 3ac00y




JIOCIIDKEHHST MEXaHI3MIB JIiT e 3acTocoBy€eThCS JUIS 1aHOTO JTIKAPCHKOTO 3aco0y

JlKapchKa 3aJIeKHICT He 3acrocoByeThes JUIs JIAHOI'O JIIKAPCHKOI'O 3ac00y
TOKCHYHICTL METabOJTITIR He 3acToCOBY€ETHCS JUIS JIAHOTO JIIKAPCHKOI'0 3aC00y
TOKCHYHICTE JJOMIIIOK e 3acTOCOBYETBCS JUIS JIAHOI'O JIIKAPCHKOTO 3aco0y
1HIIC He 3acTocoByCTBCS JUIS JIAHOTO JIIKAPCHLKOIO 3ac00y

5. Bucnorku 111010 Jloxstiniugoro BuBdeHns  |He 3acTocoByeThCs JUIS JIAHOTO JHKAPCLKOIo 3aco0y
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710 Tlopsjiky IPOBEICHHS CKCIICPTH3H
peecTpaniiHux MarepialiB Ha JIKapCehKi

Jlonarox 30

peecTpaltiio (IIepepeceTpariio), a Takox |

|
3aco0H, 110 IOJIAI0THCS HA JCPIKABHY
\

CKCLICPTU3M MaTepiaiB 11po BHECCHHS
3MiH JIO peecTpallifHAX MaTepialliB
IIPOTATOM JIii peecTpaniifHoro
HIOCBI/TYCHHS |

(rynxr 4 posjiiy IV)

3BIT

PO KJiHIYHE BHIIPOOYBaAHHSA

1. Ha3ga nmikapcpkoro 3aco0y (3a HasBHOCTI
- HOMEpP pecCTpariHHOro 1OCBI[YCHHS)

1mo 15 mr

COHHIKC®, TadiaeTkn, BKpUTi 000/I0HK010,

2. 3asgBHAK

TOB «cACTPA®APM», Ykpaina

3. Bupobuuxk

TOB «cACTPA®APM», Ykpaina

4. IIpoBeeni TOCIHKCHHS:

TaKk  Hi  SKIIO Hi, OOIPYHTYBATH

bioekBiBajienTHicTs  JIOBEAEHO 34
dioseiiBep na nincrasi bCK.

HPOIE/IYPOIO

1) THi1 JiKapehKOro 3acody, 3a sIKUM
LPOBOIHIIACS ab0 IUIAHYETHCS PeecTpartist

I"enepuunmii JikapcebKuii 3acio

5. llosra na3sa KIHHIYHOIO BULPOOYBAHHS,
KOJIOBAHUH HOMEP KJIIHIYHOIO
BHIIPOOY BaHHS

6. Maza KIHIYHOIO BUIIPOOYBAHHS

7. 1lepio)( mpoBeICHHS KIIHIYHOTO 3 110

BUIIPOOYBaHHS

8. Kpainu, jie HIpoBOIMIIOCH KJHHIYIE

BHITPOOYBAHHSI

9. KUIBKICTB JIOCIT/DKY BAHUX 3aljlaHOBaHa:
(daxkTuyHa:

10. MeTa Ta BTOpUHHI LI KJIIHIYHOIO
BUIIPOOYBaHHS

11. Jlu3aiin KIiHIYHOTO BULIPOOYBaHHs




12. OcnoBHi KpuTepii BKIIOUSHHS

13. JlocmijpKyBanuii JikapehKHii 3acio,
c110ci0 3acTOCYBaHHs, CHIA JiiT

14. IIpenapar nmopiBHsiHs, JI03a, Clocio
3acTOCYBaHHs, cuia Jiii

15. Cynyras Tepartis

16. Kpurepii oninku eQexTuBHOCTI

17. Kpurepii omninku Oesnieku

18. CratucTHyni METO (A

19. Jlemorpadiuni nokazHuku
JIOCIIJKYBAHOT 1IOIIYJIsiiiiil (cTaTh, BiK, paca,
TOIIO)

20. PesynbraTi eeKTHBHOCT1

21. Pesynbrarn Oeslieku

22. BUCHOBOK (3aK/IIOYEHHS)
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3asBHUK (BIACHHK
PEECTPALIIHOTO TTOCBITICHHS)




