Jonartok 29

a0 [Mopanky npoeeHHs ekcrepTsn
peecTpauiiiHuX MaTepialiB Ha JTiKapchKi 3aco0m,
IO MOIA0TECS HA JICPKABHY PEECTPALIit0
(mepepeecTpauiro), a Takok SKCIIEPTH3N MaTepiamis
TIPO BHECEHHs 3MIH JI0 peecTpaLiiiHuX MaTepiallis
pPOTAroM Ail peecTpaiiiiHoro NocBiqYeHHs

(nyHkT 4 po3ainy IV)

3BIT

Npo JOKIiHIYHI K0CTiKeHHA

HOMED peeCcTpaLiifHOrO MOCBIAUEHHA):

I. Hasga nikapcekoro 3acody (3a HasBHOCTI -

AHCLHET®  CIIPEM, cnpeii ama  porosoi
NopoxkHUHM, 1,5 mr/mm, mo 30 mn y ¢uakoni 3
103YI0UOI0 [IOMIIOI0 T4 KOBHAYKOM, 1o | (uiakony 3
HACAJKOK-PO3MHJIIOBAYEM Y KAPTOHHII mauii

[) Tun sikapcekoro 3acofy, 3a AKHM
NPOBOIMIIACH 400 MIAHYEThCSA PEECTpallis

['10puannit nikapebKuii 3acid, 01HOKOMITOHEHTHHH

2) MpoBeIeH1 NOCIiKEH S

tak  \ Hi AKILO Hi, O0IPYHTVBATH

3riano 3 Bumoranmu posainy II1 Mopsaaky nposenerHs
CKCMEPTH3H PEECTPAliiHUX MaTepialiB Ha JliKapchKi
3aco0H, 1o M0IAI0THCS Ha  peccTpaiiino
(IIepepeecTpauiio), a TaKOXK eKCIEePTH3H MarepiaiiB
Npo BHECCHHsA 3MIH 10 peecTpauiiiHHUX Marepiais
NpOTArOM Al peecTpauiiHOro  MOCBiAYEHHH.
3aTBepkeHoro Hakasom MO3 Vkpainn Ne460 Bin
23.07.2015 Ta BIAMOBIAHO 10 THITY TiKAPCHKOT0 3aC08Y
(ridpuanuit  mikapcbKuil  3aci6) BiacHi TOKMiHIYHI
AOCIHIIKEHHA HE IIPOBOJANIIICE, 10 MaTepialiB 10Che
BKJIIOYCHO ~ MaTepiaiu  IM0J0  MiATBEpIKEHHS
(papmanerTHUHOT  eKBiBANEHTHOCTI  NiKapcLKOro
3aco0y, 110 pEECTPYEThCH, pedepeHTHOMY
JIKapcbKoMy 3aco0y, a TaKOXK JOKIAIHY HAayKOBY
Oidmiorpaito, 1O MICTUTHL BCi acmekTH OLHHKH
Oesreku, MoCHIaHHs Ha OrJIsL BIMOBI HOT TiTepaTypn
Ta KOMii ony01iKOBaHOT HAYKOBOT JiTepaTypH.

2. ®apmakoJoris:

1) nepeunna apMakoHHanMiKa

Jlireparypui nani

2) BTOpHHHA (papMakoIHHaMiKa

JlirepatypHi 1ani

3) hapmakosoris 0e3neku

JliteparypHi 1aui

4) dbapmakoauHaMiuHi B3aeMouii

JlitepatypHi 1ani

3. dapmMakoOKIHETHKA:

|) aHamITHUHI METOIHKH Ta 3BITH 1010 iX
Basiaanii

2) BCMOKTYBAHHS

JTiteparypui 1ani

3) po3nozin

JliTeparypui nani

) MeTadoi3M

Jlireparypui gani

S) BUBEICHHA

JlitepaTypHi nani




6) hapmakokiHeTHYHI B3aeMOAIT
(JOKNiHIYHI)

JliteparypHi Jani

7) iHW (papMAKOKIHETHYHI J10CTi/ KECHHS

JlirepatypHi aani

4. TokcuKoOIOris:

1) TokcHuHICTb ¥ pasi 0xHOPa30BOro
BBE/1CHH

JliteparypHi naui

2) TOKCHUHICTB y pa3i MOBTOPHHX BBEIEHb

JliTepaTypHi jaHi

3) FCHOTOKCHYHICTD: in Vitro

JlitepaTypHi 1aHi

in Vivo (BKJIOYAIOUH J0JATKOBY OLIHKY 3
TOKCHKOKIHETHKI )

Jlitepatypui naui

4) KaHLIEPOTeHHICTE:

JlitepaTypHi nami

[1OBIOCTPOKOBI JIOC/IIKEHHS

JlireparypHi nani

KOPOTKOCTPOKOBI A0CITIJUKEHHS
A00 NOCIKEHHS cepejHbol TPHBAIOCTI

Jlitepatypui a1aui

TOATKOB1 JOCIIAKEHHA

JlitepaTypui nani

5) penpoayKTHBHA TOKCHYHICTD Ta
TOKCHYHHIT BIUIMB HA PO3BHTOK MOTOMCTBA:

JlitepaTypHi naui

BILINB Ha (PEPTHIBHICTD 1 paHHii
eMOpPiOHA/IbHHIT PO3BHTOK

JliTepaTypHi aaHi

EMOpIOTOKCHYHICTh

JlirepaTypHi naHi

[peHaTaabHa | IOCTHATAIbHA TOKCHYHICTD

JlitepaTypHi nani

TOCITIKEHHS, TPH AKHX npernapar
YBOJAHTBCA MOTOMCTBY (HECTATEBO3PIIHM
TBapHHaM) Ta/ad0 OLIHIOETLCS BiAaaneHa is

TiteparypHi 1ani

6) MiclieBa NepeHOCHMICTh

JliTepatypHi 1aHi

7) NTOJTATKORI JOCHIAKEHHS TOKCHYHOCTI:

JliTepaTypHi 1aHi

AHTHICHHICTh (YTBOPEHHS aHTHTIII)

JliteparypHi jaHi

IMYHOTOKCHYHICTh

JlitepatypHi 1aHi

JTOCTIJDKEHHS MEeXaHI3MIB il

JliteparypHi 1aHi

TiKapehKa 3aeKHICTE

JliteparypHi 1aHi

TOKCHYHICTE MeTadOMITIR

JlireparypHi 1ani

TOKCHYHICTE JOMILIOK

JTiteparypni gani

1HIIIE

5. BucHoskn 1010 JOK.I‘IiHi‘-iHOFO BHBYCHHA

3asgBHUK (BIACHHK
peecTpauiiiHoro

(riammc)
Hoerans O.B., menemkep 3 peectpauii TOB «PETDOAPM»
(IL..I..B.)

MOCBIAUCHH)




Homarok 30

1o Iopsaaky npoBeaeHHsA eKCnepTH3H
peecTpauiifnux Marepiaiis Ha TiKapchKi
3aC00H, 110 MOJAIOTHCS HA JIePKABHY
peecTpauiio ([epepeecTpariio), a TakoxK
CKCIIEPTH3H MATEplaliB NP0 BHECEHHS

3MiH J10 peecTpauiiiHuX Marepiais
MPOTATOM JUii PeECTPALIIIHOTO MOCBiAUEHHS
(mynkr 4 poszainy V)

3BIT

Npo KJIiHiYHe BUNPOOYBAHHSA

1. Haspa nikapcbkoro 3acody (3a
HAsABHOCTI - HOMEp peecTpawuiiiHoro
[IOCBITYCHHS )

AHILHET" CTIPEH, cnpeii ast potoBoi nopoxunu, 1,5
Mr/MIT, 110 30 M1y h1akoHi 3 103y104010 HOMIIOH Ta
KOBMAuKOM, 110 | (p1akoHy 3 HacaIKOK-PO3MHITIOBAYEM Y
KApTOHHIN mayvili

2. 3aABHUK

CIA «IHDAPMA Tpeiizninr», Jlateiiichka PecniyGika

3. BupoOHuk

JIABOPATOPIYM CAHITATIC, C.JI., Icnanis

4. Tpoeeaeni qocnigxkeHHs:

Tak  \ Hi SKIIO Hi, OOrpYHTYRATH

3riano 3 umoramu posainy I11 Topsaky npoBeaents
SKCMePTH3H PEECTPaLliTHIX MaTepialiB Ha JiKapchKi
3ac00H, 1O MOJIAK0THCA HA PEECTPALiKo (IIepepeecTpaliio),
a TAKOK €KCMEPTH3H MaTepialiB Mpo BHECEHHS 3MiH /10
peecTpauiiinux Matepiaiis MpOTAroM /i peecTpaniiiHoro
MOCBiueHHs, 3aTBepIkenoro Hakasom MO3 Vkpainn
Ne460 iz 23.07.2015 Ta BignoBigHO 10 THITY JTIKapChKOro
3ac00y (ribpuaHuii TiKapchKuii 3aci6) BAacHi KIIHIYHI
BHIIPOOYBaHHA HE IPOBOJMIINCE, 110 MATEPIasliB JOCHE
BKJIIOYEHO MaTepiajy 1010 MiATBEPIKEHHS
(hapmaneBTHIHOT eKkBiBaNEHTHOCTI JIiKAPCHKOTO 3ac00y, 110
peecTpyeThes, pedpepeHTHOMY JiKapcsKoMy 3aco0y, a
TAKOK TOKJIaJHYy HayKOBY 010iiorpadito, mo MicTHTb BCi
aCIeKTH OUIHKH Oe3nekH Ta e(peKTHUBHOCTI, IOCHIAHHA HA
OIJIsA/ BIAMOBIHOI TITEPAaTyPH, 3 YPaxyBaHHAM Nepe/l- Ta
MICJIs peecTPaLiiiHiX T0CTiIKEHb Ta KOIIii OnyO0IIKOBaHO1
HayKOBOI JIITEPATYpPH.

1) Tun JikapceKOTo 3ac00y, 32 AKHM
MPOBOAUIACS adO0 IIAHYETHCS
peecTpaiiis

[ 10puAHHIT JIIKapchKUIT 3aci0, 0IHOKOMITOHEHTHHIA

5. IloBHa Ha3Ba KJIiHIYHOrO
BUIIPOOYBAHHSA, KOJOBAHUIT HOMEP
KIIIHIYHOr0 BUIIPOOYBaHHs

JlitepatypHi naHi

6. ®asa KNiHIYHOro BUNPOOYBaHHS

7. Ilepiox nposeenns KaiHIUHOTO
BUITPOOYBAHHSA




8. Kpainu, ne nposoauiocs kiigiune | —
BHIIPOOYBaHHs

9. KinbkicTs gocniakyBannx 3allaHoBaHa:
(paxTHuHAa: -

10. Meta Ta BTOpHHHI uini KniniyHoro| —
BUIIPOOYBAHHS

11. Tuzaitn kaiHi9HOro BUNpoGyBanHs| —

12. OcHoBHI KpuTepii BKIIOYCHHS -

13. MocninkyBanuii nikapebkuii 3aci6,| —
crocid 3actocyBanHs, cuiaa ail

14. IIpenapar nopiBHsHHS, 1034, -
C110¢10 3acTOCYBaHHs, cHIa Iii

15. CynyTHsa Tepanis -

g 16. Kpurepii ominku -
eeKTHBHOCTI

17. Kpurepii ouinku 6e3mexu -

18. CraTucTuyHi MeTo M =

19. lemorpagiuHi mokasHuku -
10CIILIKYBAHOT HOMYJISILii (CTaTh, BiK,
paca, TOLIO)

20. PesyapTaT eh)eKTHBHOCTI -

21. Pesynpratu 6e3nekn -

22. BHCHOBOK (3aK/IOYeHH:1) -

2

3as8BHUK (BIIACHUK /
peecTpauiiiHoro nMocBiI4eHHs ) Y/
(Tmirmc)
Hosrane O.b., menekep 3 peectpauii TOB «PET®APM»
(Il 1, B.)




