Jlojtlatok 29

710 Topsiaxy IpoBeIcHHS CKCIIEPTH3H
peecTpaniifHiuX MaTepialiB Ha JIKapChKi
3aco0H, 1110 110/IAI0THCA Ha JICPIKABHY
peecrpartito (HepepeecTpartiio), a Takox
EKCIIEPTHU3M MarepialiB PO BHECCHHS
3MIH JI0 peecTpalliiHux Marepiaiin
LPOTAIOM Jiii peecTpaliiftHoro
IOCB1/[YECHHS

(yukt 4 posminy IV)

Npo JOKJIIHIYHI I0CTIiZKEHHs

1. Ha3pa sikapepkoro 3aco0y (3a
HasBHOCTI - HOMEP peecTpariiiiioro
OCBITUCHHS):

Kerojiexca,

I'DaHyJIM JUIS 0PAJILHOIO PO3YHHY, 110 25 MT

1) a1 JiKapebKOro 3acoby, 3a SKUM
IPOBO/IHIIACS a0 ITAaHYCThCs
peecTpaltis

I'enepuanmii JikapcbKuii 3acid

2) IpOBEJICHI JIOCITIJKCHHS

TaK

SIKIIO Hi, OOTPYHTYBATH

Jlanuii JrikapcebKuit 3acid BIUIHOCHTBCS 10
reHepHYHuX JiKapchbKHX 3ac00iB, TOMY
JIOKJIHIYHI JIOCUKCHHS He IIPOBO/IHIACE.

2. ®apMakoJioris:

He 3acTocoByeThes JUIS JIAHOTO JIIKAPCBLKOTO 3aC00y

1) mepBunna dpapmakoMHaMika

He 3acrocoByeThest JUIS JIAaHOI'O JIKAPCHKOI0 3ac00y

2) Bropunia gapmMako/iMHamika

He 3acTocoByeThCst 1UIs1 TAHOTO JIIKAPCHKOTo 3ac00y

3) papmaxosoris Gesnexu

He 3acTocoByeThCs IS JITAHOT'O JIIKAPCHKOIO 3ac00y

4) hapmakouHaMiYHi B3aeMOIil

He 3acrocoByeThest JUIs TAHOTO JIIKAPCHKOTo 3aco0y

3. ®apMakoKiHEeTHKA:

1) aHayliTHYHI METOJIMKH Ta 3BITH 11010
ix Basianii

He 3acTocoByeThes U1 TaHOTO JIIKAPCHKOro 3ac00y

2) BCMOKTYBaHHsI

e 3acTocoBycTBCS JUIS JIAHOTO JIIKAPCHKOTO 3aC00y

3) po3moiin

[1e 3acTocoByeThCS JUIst JIAHOTO JIIKAPCHKOTO 3ac00y

4) meTadoirizm

He 3acTocoBy€eThCS UL IAHOTO JIIKAPCHEKOT0o 3ac00y




5) BuUBejIEHHS

He 3acTocoByeThbCs JUls JIaHOTO JIIKAPCHKOTO 3ac00y

6) GapmakokineTHuni B3aeMo,1ii
(JroxumiHivIi)

e 3acTocoByeThCs JUIsL JIAHOTO JIIKAPCHKOTO 3aC00y

7) iHmi papMakoKiHETHYHI J1OCIIJKCHHS

Ie 3acTocoBycTbCs IS JIAHOTO JIIKAPCHKOTO 3ac00y

4. Toxcukonoris:

1) ToxcH4HICTH ¥ pasi 0aHOPA30BOTO
BBEJICHIS

He 3acTocoByeThCS JIUIS TAHOTO JIIKAPCHKOT0 3ac00y

2) TOKCHYHICTB y pa3i IIOBTOPHUX
BBEJICHD

He 3acrocoByeThes JUIs 1aHOTO JIIKAPCHKOTo 3ac00y

3) reHOTOKCHYHICTD:
in vitro

He 3acrocoByeThest U1 TaHOTO JIIKAPCHKOro 3aco0y

in vivo (BKJIIOYAIOYH JIOJIATKOBY OI[HKY 3
TOKCHKOKIHETHKH )

Ie 3acrocoByeThest JUIs JIAHOTO JIIKAPCHKOTO 3ac00y

4) KaHIepPOreHHICTh:

He 3acrocoByeThes J1U1s TaHOTO JIIKApPCLKOTo 3aco0y

JIOBIOCTPOKOBI JIOCITIJKCHHSI

He 3acTocoByeThes JUIs JIAHOTO JIKAPCHKOro 3aco0y

KOPOTKOCTPOKORBI JTOCIIIZKCHHS
200 JIOCIIJIKEHHS CePeIHBOT TPHBAJIOCTI

e 3acrocoByeThCs JUIsL JIaHOTO JIIKAPCHKOTO 3ac00y

710JIaTKOB1 JOCIII/PKEHHS

e 3acTocoByeThes JUIst JIaHOTO JIIKAPCHKOTO 3aC00y

5) pelpoIyKTUBHA TOKCUYHICTH Ta
TOKCHYHHH BIUIMB Ha PO3BUTOK
[IOTOMCTBA:

e 3acTocoByeThCS ISl JIAHOT'O JIIKAPCHKOTO 3aC00y

BIUIMB Ha (DCPTHIILHICTE 1 paHHIH
eMOpIOHAIEHUI PO3BUTOK

e 3acrocoBycTbCs JUIst JIAHOI'O JIIKAPCHKOTO 3aC00y

eMOpIOTOKCHYHICTE

IHe 3acTocoByeThes JUIst JIaHOTO JIIKAPCHKOTO 3ac00y

peHarajibHa i mocTHaTajlbHa
TOKCUYHICTE

I1e 3acTocoByeTBCS JUIS JIaHOTO JIIKAPCHKOI0 3ac00y

JIOCIIDKCHHS, TIPU SKHX IIpeliapar
YBOIHMTBCS IOTOMCTBY (HECTATEBO3PLIMM
TBapuHaMm) Ta/abo OIIHIOETHCS BijyIalicHa
st

[1c 3acTocoByeTLCS JUIS JIAHOTO JIIKAPCHKOTO 3ac00y




. : He 3acrocoByerhest JUIst JIaHOTO JIIKapChKOro 3aco0y
6) MicLieBa lIepeHOCUMICTh

) . . |He 3acTocoByeThCs JUIsl JIAHOTO JIIKAPCHKOTO 3ac00y
7) J1I0JIATKOBI JIOCIIJDKCHHS TOKCHIHOCTI:

: . He 3actocoByeThest JUIst JIaHOTO JIKAPCHKOTo 3ac00y
AHTUTCHHICTE (YTBOPCHHS aHTHTINI)

. . He 3acTocoByeThCs JUIsL JI@HOT0 JIIKapChKoro 3acody
IMYHOTOKCHYHICTh

‘ ; s i e He 3acrocoByeThes JUist JIAHOTO JIIKapehKoro 3acody
JI0CIIJDKEHHS. MeXaHI3MIB JIif

. : He 3acrocoByerbes Juist JIAHOTO JIIKAPCHKOTO 3aco0y
JIIKapChKa 3aJICKHICTD

. .. He 3acTocoByeThes JUIS JIAHOTO JIIKAPCHKOTO 3aco0y
TOKCHYHICTE MCTabOoIITIB -

: . He 3acrocoByeThes JUIS JIAHOTO JIIKAPCHKOTO 3ac00y
TOKCHYHICTE JIOMIIIOK

— He 3acTocoByeThest JUIs JaHOTO JIKAPCHKOTOo 3aco0y

s He 3acTocoByeThes JUTS TAHOTO JIIKApChKOTO 3ac00y
5. BHCHOBKH 111010 JIOKJIIHIYHOTO

BHUBYCHHA

3asBHHUK (BJIACHHK
peecTpariinoro

IOCBi{UCHHS) AN 1354 j;(;g‘/
Fcucpa.ll'g"i : pek j!l)IKaIIlCBH‘I 11. 10.
." L H 'P/’T))




Jonarok 30
1o Lopsky mpoBecHIIS CKCIICPTH3H
peccTpalifHux MarepiaiiB Ha JIIKapehKi
3aco0H, 10 110J[AI0THCS Ha JICPKABHY
pecerpariio (epepeecTpariio), a TaKoxK
EKCIIEPTU3H MaTepialiB PO BHCCEHHS

| 3MiIH JI0 peecTpallifiHuX MarepialiB
' LPOTAIOM Jiil peecTpamiifHoro
HOCBIJ[YCHHS
| (irynkr 4 posziny 1V)

3BIT

PO KJIiHIYHEe BUIPOOYyBaHHs

1. Hazga nikapcekoro 3aco0y (3a
HAsBHOCTI - HOMEP peecTpaIriiiftHoro
IOCBITUCHHS )

Kerojexca,

I'PAHYJIH JUIH OPAJIBHOI0 PO3YHHY, 110 25 Mr

2. 3asBHUK

TOB «-ACTPA®APM», Ykpaina

3. Bupobuuxk

TOB «ACTPA®APM», Ykpaina

4. I1poBeieni TOCIIKCHHSA:

TaKk  Hi  SKIIO Hi, OOIPyHTYBATH

Jlanuii  Jjikapenbkuii  3acid  BimmocHThes 10
reHepHYHHX JIKAPCHKHX 3ac00iB Y opMi IopomKy
JUIS OPAJIBHOI'0 PO34YHHY, TOMY BJIACHI KJIIHIYHI
JLOCJIIKCHHS HE IIPOBO/IN/IACK.

1) tun yikapeskoro 3aco0y, 3a SKUM
IIPORO;(MIIACS AD0 TUIAHYETHCS
peecTpaltist

I'enepuuanuii Jiikapebnkuii 3acio

5. lloBHa nHa3sa KJIiHIYHOIO
BUIIPOOYBaHHs, KOJIOBAaHHIT HOMEP
KJIHIYHOI0 BUIPOOYBAHHSsI

He 3acrocoByeTnest Juist JaHOTO JIIKAPCBKOTO 3ac00y

6. ®aza KIHIYIOro BUIIPOOYBaHHS

He 3acrocoByeThest JUIst JJaHOTO JIIKApPCLKOTO 3aco0y




7. Ilepiojt ipoBe/ICHHS KIHIYHOTO
BUIIPOOYBaHHS

110

8. Kpainu, jie 1poBo;iIocs KIiHIYHe
BULIPOOYBaHHs

He 3acTocoByeThCs JUIS JJAHOT'O JIIKApPCHKOTo 3aco0y

9. KUIBKICTB JIOCIJKYBAHHX

3aIIaHOBaHa:
(hakTHUHA:

10. Mera Ta BTOpHHIIi 1L
KITIHIYHOr0 BUIIPOOYBaHHS

He 3acTocoByeThCst JUISL JIAHOTO JIIKAPCHKOI'0 3aC00y

11. JIuzaiin KIIHIYHOTO
BHIIPOOYBaHHS

He 3acTocoByeThCs JIUIS JIAHOTO JIiIKAPCHKOI'0 3ac00y

12. OcHORBHI KpUTEPIT BKIFOYCHH

e 3acTocoBy€EThCS JUIS JIAHOI'O JIKAPCHKOTO 3ac00y

13. JlocnipkyBaHuii JIIKapChbKHIA
3aci0, crocid 3acTocyBanHs, CHia Jil

He 3acrocoByeThes juist JJAHOTO JHKapChLKOro 3aco0y

14. Ilpenapat mopiBHSHHS, J103a,
ciiocid 3acrocyBanHs, cuiIa Jil

He 3acTocoByeThCsI JUIsI TAHOTO JIIKAPCHKOT'0 3ac00y

15. Cyuyrust Teparris

He 3acTocoByeThCs JUISL JIAHOTO JIIKAPCHKOTO 3ac00y

16. Kpurepii o1iHk# eeKTHBHOCTI

e 3acToCOBYETHCS JUIS IAHOTO JIIKAPCHKOTO 3ac00y

17. Kpurepii ominku 6e31eku

He 3acTocoBy€ThCsI [UIst TAHOTO JIIKAPCHKOT0 3aco0y

18. Craructnuni MeTo 1

He 3dCTOCOBYETLCA JUIA JJaHOT'O JIiI{apCBKOI‘O 3&006y

19. Jlemorpadiumni mokasuuku

JIOCIIJKYBAHOT 1TOITYJISIIT (CTaTk, BiK,

paca, ToIIo)

e 3acTocoByeThCS JUIsl TAHOTO JIIKApChKOro 3acody

20. PesysbraT e(heKTHBHOCTI

He 3acTocoByeThCs JUTS JIAHOTO JIIKAPCHKOTO 3ac00y

21. PesynpraTn 6¢31cKku

e 3acTocoBy€eTRCS JUIS JIAaHOTO JIIKAPCHKOTO 3aC00y

22. BUCHOBOK (3aK/IFOYCHHS)

Ie 3aCTOCOBYCTLCH 1A JIaHOI'O JIiKapCBKOI‘O 3&006)/
ey
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