Jonarok 29

10 llopsanxy npoBeeHHs eKCIIePTH3H
peecTparifHux MarepialliB Ha JIiKapChKi
3aco0H, 1110 [T0JIAI0THCS Ha JICPXKABHY
peecTpaliiio (repepeecTpariiio), a TaKoX
CKCICPTHU3M MaTepiaiiB IIpo BHECCHHS
3MIH JIO peecTpalliiHuX Marepiaiis
IPOTSTOM JIii peecTpariifuoro
IIOCBITYCHHS

(myHKT 4 po3miny IV)

3BIT

PO JOKJIIHIYHI I0CTI/IZKeHH

1. Haspa sikapcekoro 3aco0y (3a HassBHOCTI -

HOMEP PEECTPAIIHOIO ITOCBITUCHH):

Actpalle®,

IIOPOIIOK /ISl 0PAJLHOro po3uuny mo 600 mr

1) Tun TikapchKoro 3aco0y, 3a AKUM
[IpOBOIMIACS ad0 IIAaHY€ThCS PeecTpartis

Liopuannii JikapebKuii 3acid

2) IpOBEICHI JOCTIJDKCHHS

TaK Hi SIKINIO Hi, OOIPYyHTYBATH

Jlanmnii Jikapcbkuii 3acid BiTHOCHTBCSI 10 TIOpHIHIX
JIIKapChbKHX 3ac00iB, TOMY JOKJ/IIHIYHI J0CTIZKeHHS He
POBOININCE.

2. @apmMakotoris:

He 3acTocoByeThes U1 JAHOTO JIIKApChKOTo 3aco0y

1) nepBunHa dapmakoMHaMiKa

He 3acTocoByeThCs U1 JaHOTO JIIKApCHKOTo 3aco0y

2) BTOpuHHA (hapMaKoIHHaMiKa

He 3acTocoBy€eThCsI JIIs TaHOTO JIIKAPCHKOTO 3aco0y

3) dbapmakonoris 6e3nexu

He 3aCTOCOBYETRCA IJIA 1aHOI'0 J]iKapCBKOFO 3ac06y

4) (hapmakoIMHAMIUHI B3a€EMOJIIT

He 3aCTOCOBYETHCS IJ15 JIaHOI'O nixapcr;xoro 3?:1006)/

3. ®apMaKoKiHETHKA:

1) aHANMITHYHI METOJMKH Ta 3BITH 1100 1X
BaJI a1l

He 3actocoByeTrbest jiJist JIAHOTO JIKapChKOTo 3aco0y

2) BCMOKTYBaHHs

He 3aCTOCOBYCTLCS I 1aHOT'O nixapcmcoro 33006}7

3) posmoain

He 3acTocoBy€eThCS TS TAHOTO JIIKAPCHKOTO 3ac00y

4) merabosnizm

He 3acTocoBYeTHCS A1 JAHOTO JIIKAPCHKOIo 3aco0y




5) BUBeICHHS

He 3acToCcOBYETELCS JUIs TAaHOTO JIIKAPCHKOTO 3ac00y

6) hapmaxokineTnuni B3acmomii (JoKIiHivHi)

He 3acTocoBy€ThCS JUUIs JAaHOTO JIIKAPCHKOTo 3aco0y

7) inmi hapMakoKiHETHYHI JOCIIIKEHHS

He 3acTocoByeThes JUIsl JAaHOTO JIIKApChKOTo 3aco0y

4. Toxcukouoris:

1) TOKCHYHICTB Y pa3i 0JJHOPA30BOr0O
BBCJICHHS

He 3acTocoByeThes JUIsl JJAHOTO JIKAPCHKOTo 3ac0o0y

2) TOKCUYHICTD y pa3i IOBTOPHUX BBEJIEHD

He 3acTocoByeThCs T TAHOTO JIKApCHKOT0 3ac00y

3) TEHOTOKCHYHICTE:
in vitro

He 3acTocoByeThCs JUIsl JAHOTO JIIKAPCHKOTO 3aC00y

in vivo (BKJIIOYA0UH J0IaTKOBY OIIIHKY 3
TOKCHKOKIHCTHKH)

He 3acTocoByeThes I JaHOTO JIIKAPCHKOTO 3ac00y

4) KaHIlepOI'eHHICTh:

He 3aCTOCOBYETLCA JUUIA JaHOT'O JIiKapCBKOFO sacoﬁy

JTIOBIOCTPOKOBI JIOCIIIJPKCHHSA

He 3aCTOCOBYCTRCHA I JaHOro JIiKapCLKOFO 3a006y

KOPOTKOCTPOKORI JIOCII1JKEHHS
ab0 J10CIIJPKEHHS CepeTHBOT TPHBAIOCTI

He 3acTOCOBYETBCS JIUIS JAHOTO JIHKAPChKOTO 3ac00y

1T0JIATKOBI JIOCIJDKCHHA

He 3acTocoByeThCs JUIsl JAHOIO JIKApChLKOro 3acoly

5) penpoiyKTHBHA TOKCHYHICTE Ta TOKCHYHUN
BIIJIMB HAa PO3BUTOK MMOTOMCTRA:

He 3actocoByeThes JUIsl JAHOTO JIIKApChKOro 3acoly

RIIMB Ha (hepTHIIBHICTE 1 paHHiit
eMOplOHAIEHUIT PO3BHTOK

He 3aCTOCOBYETRCH JIJIA JaHOT'O J'IiKapCbKOI"O 3a006y

eMOPIOTOKCHYHICTD

He 3acTocoByeThCst JUIsl JAHOTO JIKAPCHEKOT0 3aco0y

IIpCHAaTalIbHa i mocTHATAIBHA TOKCHYHICTE

He 3acToCOBY€ETHCS JUISL JTAHOTO JIIKAPCHKOTO 3ac00y

TOCITIDKEHHS, TIPH SIKUX TIperiapar YBOUThCS
ITOTOMCTBY (HECTATEBO3PIIMM TBAPHHAM )
Ta/ab0 OIHIOETHLCS BlIUTaeHa ais

He 3acTOCOBYETRCSA UL TAHOTO JTIKAPCHKOTO 3ac00y

6) MicIieBa IEPEHOCHMICTh

He 3acTocoBY€TBCS JUISl JIAHOT'O JIIKAPCHKOTO 3ac00y

7) MOJIATKOBI JIOCIIJDKEHHS TOKCHYHOCTI:

He 3acToCOBYETBCS JUISL TAHOTO JIKAPChKOro 3acody




: . He 3acTOCOBYETHCS JUIS JAHOTO JTIKAPCHKOTO 3ac00y
AHTUICHHICTD (YTBOPEHHS aHTHTII)

@ . He 3aCTOCOBYETLCA I TaHOT'O JIiKapCBKOI‘O 3aco6y
IMYHOTOKCHYHICTE

: e He 3aCTOCOBYETHCH T TaHOT'O niKapcmcom 3&006y
JIOCIIJDKEHHA MCXaH13MI1B 111

i . He 3acTocoByeThes JUIs JAHOTO JIKAPCBKOTo 3aco0y
JI1KapchKa 3a1eKHICTh

’ n He 3acTocoByeThCS VI JAHOTO JIIKAPCHKOTO 3ac00y
TOKCHYHICTE MeTabOoIITIR

3 g He 3aCTOCOBYETBHCA JUIA 1aHOI'0 nixapcr»xcoro 33006}’
TOKCHYIHICTE JOMIIIOK

o He 3acrocoByerbest Jiis JIAHOTO JIIKAPCHKOT0 3ac00y

o s He 3acTocoBy€eThCS JUIsl JAHOTO JIIKApChKOTo 3aco0y
5. BUCHOBKH 1110/10 JIOKJIIHIYHOTO BUBYCHHS

yxpaibg

3asiBHUK (BJIACHHUK
peecTpallifioro
HIOCBITUCHTIS)

\':.4
(

I'enepaubuuii jupeTop Jykamesuny ILIO.
(Il 1. B.)




1 Homarox 30
J1o [lopsiaky mpoBeieH s CKCIICPTH3H
peecTpaIiifHuX MaTepiaiiB Ha JIKapChKi
3aco0u, 10 MOJIAFOTKCS HA JIEPKABHY
peecTpaliiio (epepeecTpariiioo), a TakoxK
CKCIICPTU3H MaTepialiiB PO BHECEHHS
3MIH J0 peecTpaliifHux MaTepiaiis
IIPOTSITOM Jiii peecTpariifnoro
MOCBITYEHHS

(myHKT 4 po3ainy IV)

3BIT

PO KJIiHIYHEe BHIIPOOYBAHHSA

1. Ha3Ba nixapcekoro 3aco0y (3a HasiBHOCT -
HOMEP PeeCTpanifHOTO MOCBIIUCHHS)

Actpalle®,

HOPOINOK VISl OPAJbHOT0 po34yuHy mo 600 mr

2. SasBHHK

TOB «<ACTPAD®APM», Ykpaina

3. Bupobuuxk

TOB «<ACTPA®APM», Ykpaina

4. [IpoBeneni JOCTIKCHHS:

Tak Hi  SKIIO Hi, OOIPYHTYBaTH

Janmii Jgikapebkuil 3acid BiHOCHTBCA 10 TiOpHIHHX
JIKAPCHLKHX 32c00iB Y ¢opMi MOPOIMKY /ISl 0PATBHOIO
pPO3YNHY, TOMY BJACHI KJIHIYHI JOCHITKeHHA He
NPOBO/IHIHCE.

1) Tan nixapeskoro 3aco0y, 3a AKUM
1poBoIMIIacs abo IIAHYETHCS PeECTpartis

I'i6 puaHumii JikapebKkuii 3acid

5. IloBHa Ha3Ba KJIIIHIYHOIO BHIIPOOYBaHHS,
KOJIOBAHUH HOMEDP KJIIHIYHOTO
BUIIPOOYBaHHA

He 3aCTOCOBYETHCH IJIs1 TAHOTO JIiKapCI:KOI‘O 33006y

6. @aza KJIHIYHOTO BUIIPOOYBAHHS

He 3acTocoByeThest JUIst JJAHOTO JIIKAPCBKOTO0 3ac00y

7. 1lepioj poBejIeHHs KIIHIYHOTO
BUIIPOOYBaHHS

8. Kpainu, jie npoBOIIOCS KIITHIYHE
BUIIPOOYBaHHS

He 3acToCOBYETLCS TSI TAHOTO JIIKAPCHKOI0 3ac00y

9. KuIbKICTD JOC/IKYBAHUX

3allJJaHOBAHA:
(akTHIHA:




10. Meta Ta BropuHHi 111l KJIIHIYHOTO
BUIIPOOYBaHHS

He 3acTOCOBYETELCS ISl JAHOTO JIIKAPCHKOro 3aco0y

11. Jlu3zaiin kininigHOro BUIPOOYBaHHS

e 3acTocoBy€eTECS [T TAHOTO JIIKAPCBKOTO 3ac00y

12. OcunoBHi KpuTepii BKIIOYCHHS

He 3acTocoByeThC JUIs JIAHOT'O JIKapChbKOro 3acody

13. Jlocni/uKy Banmii JlikapchKuii 3acio,
croci6 3acTocyBaHHs, cHiIa Jiii

He 3acTocoByeThes JUIst JAHOTO JIIKApPChKOro 3aco0y

14. TIpenapat nopiBHSHHS, /1034, cIOCIO
3aCTOCYBaHHS, cria Jii

He 3acTocoBy€ThCS JIUIs1 TAaHOTO JIKAPCHKOT0 3ac00y

15. CynyTHs Teparris

He 3acTocoByerhest Juist JaHOT'O JIKapChKOIo 3acoly

16. Kpurepii oninku edekTHBHOCTI

He 3acrocoByeThest [Uist JAHOTO JIIKAPCHKOTO 3ac00y

17. Kpurepii oninku Oe3rexku

He 3aCTOCOBYETLCA 1A JaHOTO JIiKapCI:KOFO 3&006)/

18. Craructudi METOIH

He 3aCTOCOBYETLCA HJIsI TaHOTO nircapcmcoro 33.006y

19. lemorpadivni NoKa3HUKH
JI0CII1JIKYBAHOI IOy Is1ii (cTarh, BiK, paca,
TOIIIO)

He 3acrocoByeThCst JUlst JTAHOTO JIIKAPCHKOTO 3ac00y

20. Pesynbratu eexTuBHOCTI

He 3acrocoByeThbest JUIst JIaHOTO JIIKAPCBKOTo 3aco0y

21. PesynbraTtu Oe3mexu

He 3acTocoBy€eThCS VIS JIAHOTO JIIKAPCHKOTO 3ac00y

22. BHCHOBOK (3aKJIFOUCHHS )

He 3acTocoByeThCs ISt IAHOTO JTIKApCEKOTo 3aco0y

3asBHUK (BIACHHUK
peecTpaniinoro MocBiIueHHs )

(I. 1. B)




