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1o Iopsaaky npoBeneHHs eKCIIepTH3H
peecTpanifHuX MaTepialiB Ha ITiKapchKi
3aco0H, IO MOJAIOTHCS Ha AeP/KaBHY
peecTpalliio (MepepeecTpartiro), a TaKoxK
EKCIEPTH3H MaTepialiB PO BHECEHHS
3MIH JI0 peecTpalifHuX Marepiaiis
IIPOTAI'OM i1 peecTpaIliifHoro
ITOCBiAYEHHS

(myHKT 4 posainy IV)

3BIT

Npo JOKJIIHIYHI JOCTI/KeHHS

1. Hazga siikapcekoro 3aco0y (3a
HAsSBHOCTI - HOMEp peecTpaniiHoro
MOCBITUCHHS):

®
Heocunyc
mixapcbka opma Ta 103yBaHHS:
crpeit HazanbHMid, no3zoBanuit 0,05 %

1) I nmikapceKoro 3acofy, 3a IKHM
IpoBOAMIIAcs ado IIaHYETBCS
peecTparist

I i0pu st TiKapChKHii 3acio

2) IpoBe/IeH] TOCITIIKCHHS

3riZIHO BUMOT MIDKHAPOJHMX KePiBHUITB Ta YKPAiHCHKOIO 3aKOHOABCTBA 10 JAHOTO THITY
NiKapchKOro 3aco0y (riOpHIHMIA) Pe3yIbTaTH BIACHUX NOKTIHIYHHX TOCTiKeHb He
BHMAaraloThCsl Ta NPEJICTABIICH] BIIMOBIIHUMY JJAaHUMH OITyOJIiKOBAaHOI HAYKOBOI JIiTepaTypH

(3aranpHO ocTymHA iHGOpMAITis).

Tak [JHI Iﬂlcmo Hi, OOIPyHTYBaTH

2. ®apMakooris:

1) mepsunHa (apMaKxoHHAMIKA

HE BHMaractbcs A8 TiOpPHAHOrO MKapchKoro 3acoQy
BI/INOBIZIHO /10 BHMOT MiXHAPOJHHX KEPIBHHITB Ta
YKpalHCBEKOTO 3aKOHOIABCTBA

2) BToprHHA (hapMaKoIHHAMIKA

HE BHMAaracrThbes JUls riOpHUIHOTO JIKapChKOro 3aco0y
BIIIIOBIZHO JI0 BHMOT MDKHAPOOHUX KEPIBHHITB Tal
YKPaiHCBKOTO 3aKOHONABCTBA

3) dpapmaxosnoris 6e3mekn

HE BHMAaracthCs Ul IOPUIHOrO JTiKapchKOTo 3acoly
BIIIOBIOHO JO BHMOI' MDKHAPOTHHX KEPIBHHIITB Ta
YKPaiHCBKOTO 3aKOHOJTABCTBA

4) papmakouHaMiyHi B3aeMoIii

HE BHMAara€ThbCs JUIf T1OPHIHOrO JKapchKOTO 3acoly
BIAMOBIHO JI0O BHMOI' MDKHApOIHHMX KEPIBHMITB T4l
YKPalHChKOI'0 3aKOHO/IAaBCTBA

3. ®apmakoKiHeTHKA:

1) aHaiTHYHI METOAMKH Ta 3BITH 1010
ix Baminamii

HE BHMAaracThcsl Ui TiOpUIHOTO JIIKapChKOro 3aco0y
BIIOBIZHO JI0 BUMOT MIDKHApPOJHUX KEpPiBHHITB Ta
YKPaiHChKOTO 3aKOHOIaBCTBA

2) BCMOKTYBAaHHSI

He BMMaracTbes Uil MOPUIHOTO JIKApCHKOro 3acody
BIZNOBIZIHO /70 BHMOT MDKHAPOJHHX KEPiBHMITB T4
YKPalHChKOI'0 3aKOHOIaBCTBA

3) po3mojin

He BHMaraeTbcs A TIOPHAHOrO JIKApchbKOro 3acoby
BIJIOBIHO [0 BHMOI MDKHAPOJHHX KEPIBHHUUITB Ta
YKPaiHCHKOTO 3aKOHOIABCTRA

4) meTaboutizm

He BHMaracThesl I TOpUAHOTO JIKapChKOro 3acody
BIIIIOBIHO JI0 BUMOI MDKHAPOJHHX KEPiBHHIITB Ta
VKPaiHChKOTO 3aKOHOIaBCTBA
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5) BHBeIEHHS

HE BUMAaraeThes AJs TiOPHAHOIO JIKapChKoro 3acoly
BiZITOBITHO 10 BHMOI MDKHAPOJHHX KEPIBHUITB Ta|
YKPaiHCBKOTO 3aKOHOIABCTBA

0) bapMaKOKIHETHYHI B3aeMO i1
(NOXJI1HIYHI)

HC BHMaracThbes 1A TOPHIHOTO JIIKapchKOTo 3acofy
BINMOBITHO 1O BUMOT MIKHAPOJHWMX KEPIBHULTB Ta
YKPalHCBEKOT'O 3aKOHO/IABCTBA

7) iamm hapMakoKiHEeTHYHI JOCTIIKEHHS

HE BHMAaracThCs U TiOPHIHOIO JIIKApCBKOTO 3acoby
BIJIIOBITHO JI0 BHMOI MDKHAPOIHHX KEPIiBHHIITB Ta
YKPaiHCBKOI'O 3aKOHO/IaBCTBA

4. TOKCHKOJIOTIS:

1) TOKCHYHICTB y pasi 0JTHOPa30BOr0
BBC/ICHHS

HE BHMAaraeThes s riOpUIHOrO JIIKapchKOTo 3acoby
BIITMOBI/THO JO BHMOT MDKHAPOJHHX KEPiBHHIITB Ta
YKPalHCHKOT'O 3aKOHO1aBCTBA

2) TOKCHYHICTB Y pa3i IOBTOPHHX
BBCIICHD

HEe BHMAaracTbCs Ul T1OpHAHOTIO JIKAPCHKOTO
3aco0y  BIANOBIJHO [0 BHMOT  MiKHAPOIHHX
KepIBHHIITE T4 YKPaiHCHKOTO 3aKOHO/IaBCTBA

3) reHOTOKCHYHICTE:
in vitro

HE BHMAaraeTbcs Ul riOpHIHOrO JIKapchKOro 3acoby
BIANIOBIIHO 10 BHMOI MIKHAPOJIHHX KEPIBHHITB T4l
YKpalHCHKOTO 3aKOHO/IABCTBA

in vivo (BKJIFOYAKOYH TOJATKOBY OIIHKY 3
TOKCMKOKIHETHKH )

HE BUMAraeThbCs A7 TIOpUIHOTO NIKapehKOro 3acoly
BIINOBIAHO 10 BHMOT MDKHAPOJHHUX KEpPiBHMUITB Ta
YKPaiHCHKOTO 3aKOHOAABCTBA

4) KaHIEPOTEHHICTh:

TOBrOCTPOKOBI JOCIIJKEHHS

HE BHMaraeThes Ui riOpUAHOTO JIIKapChKOro 3acody
BIJNIOBIZIHO 10 BHMOT MIKHApPOJHHX KEpIBHHITB Ta
YKPaiHCHKOTO 3aKOHO/IABCTBA

KOPOTKOCTPOKOBI JIOCIKEHHS 200
TOCIII/IKEHHS Cepe/IHbOT TPHBAJIOCTI

HE BUMAaraeThes JUisd riOpHOHOTO MKapchKoro 3acoly
BIZIMOBIZHO JI0 BHMOT MDKHAPOIHHX KEPIBHHIITB Ta
YKpaiHCHKOTO 3aKOHOaBCTBa

110JIATKOB1 JOCIIKEHHS

He BHMAaracThCs Ul TIOPHIHOTO JIKAPCHKOTO 3acoby
BIIMOBIAHO IO BHMOI MDKHAPOIHHUX KEPIBHHITB Ta
YKpPaiHCBKOI'0 3aKOHO/IaBCTBA

5) penpoAyKTHBHA TOKCUYHICTE Ta
TOKCHYHHH BILIMB HA PO3BUTOK
OTOMCTBA:

BILIMB Ha (PEPTUIIBHICTE i paHHIH
eMOpiOHATBHHUIT PO3BUTOK

HE BHMaracTbes Ui TiOpUIHOTO JIKAapChKOro 3acody
BiJIMOBIZHO JI0 BUMOT MIKHAPOJHHX KEpPiBHHITB Ta
YKPalHChKOTO 3aKOHOJIaBCTBA

eMOpIOTOKCHYHICTE

HE BHMAaracTbes Il TIOPUIHOIO JIKapCchKOTo 3acody
BIATIOBIIHO 10 BHMOI MDKHAPOIHHUX KEPIBHHUUTB Tal
YKpaiHChKOro 3aKOHOIAaBCTBA

NpeHaTaibHa 1 IOCTHATANbHA
TOKCHYHICTb

HE BHMAraeThes A7 TIOpUIHOTO JKapehKoro 3acoly
BIZNIOBIIHO 10 BHMOT MDKHAPOJHHX KEPIBHHITB Ta|
YKPaiHCBKOTO 3aKOHO/IABCTBA

JIOCJIIPKEHHS, TIPH SKAX Tperapar yBo-
M THCS IIOTOMCTBY (HECTAaTeBO3PLINM
TBapHHAaM) Ta/ab0 OIIHIOETHCA Bigmanena
st

HE BUMaracTbes Ui TiOpHAHOIO JIKapchKoro 3acoly
BI/INOBIZIHO 10 BHMOT MDKHAPOIHUX KEPiBHHITB Ta
YKPaTHCHKOT'O 3aKOHO/1aBCTBA

0) MicrieBa epPEeHOCHMICTh

HC BUMaracThCs I TIOPHIHOTO JKApChKOTo 3acofy
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BIMOBIZHO 10 BHMOI MIKHAPOJHHMX KEPIBHUITB T4
YKPaTHCBKOTO 3aKOHOIABCTBA

7) MOJIATKOB1 JOCTIDKCHH TOKCHYHOCTI,

AHTUTE€HHICTH (YTBOPEHHS aHTHTLN)

e BHMAaracThCs JUIs TOPHIHOTO TKapchKoro 3acody
BIJIOBITHO 10 BHMOI MIKHapOJHUX KEPIBHHUTB Ta
YKpaiHCBKOT'O 3aKOHOJaBCTBA

IMYHOTOKCHYHICTh

He BHUMaraeTbesl Ul OPHIHOIO JIKapchbKOTo 3acoby
BIZMOBIIHO JI0 BHMOI MIKHAPOAHHX KEPIBHHITB Tal
YKpalHChKOTO 3aKOHO/IaBCTBA

TTOCIIIKEHHS MEXAHI3MIB il

He BHMaraeTbecs [UIA TIOPHIHOTO JIKApChKOTO 3acoly
BIZANOBITHO 10 BHMOI MIKHAPOJHHMX KEPIiBHHITB T4
YKpPaiHCBKOT0 3aKOHO/IABCTRA

JlIKapCchKa 3aJIeKHICTh

HE BHMAraeThbesl U TiOPUIHOIO JiKapchKOro 3acofy
BUINOBIAHO 70 BHMOT MDKHAPO/HHMX KEPIBHHLTB Ta
YKPalHCHKOTO 3aKOHOJABCTBA

TOKCHYHICTH META0OIITIB

HE BHMaraeThes Ui riOpUIHOrO JTiKapchKoro 3acoby
BIIUIOBITHO JI0 BHMOI MiXXHAPOJHHX KEPiBHHIITB Ta
YKPalHCHKOI'0 3aKOHO/IAaBCTBA

TOKCHYHICTE JOMIIIOK

HE BUMAracThesl I TiOpHIHOTO JIIKapChKOro 3aco0y
BIZMOBITHO IO BHMOI MIKHAPOJHHX KEPIBHHLTB T4
YKpPaiHCBKOr0 3aKOHO/IaBCTBA

1HIIIE

HE BUMAracThesl s TiOpHIHOrO JiKapchKoro 3acody
BIJINOBIZHO 70 BHMOI MiKHAPO/HHX KEPIBHHLTB Ta
YKPalHCBKOT'0 3aKOHO/IaBCTRA

5. BHCHOBKH IIIOZI0 JOKJIIHIYHOTO
BHBUYEHHS

3riHO  BHMOT  MDKHAPOJHHMX  KEPIBHMITB  Ta
YKPalHCPKOTO  3aKOHOJABCTBA JI0 JaHOrO  THILY
IIKapchKOTro 3aco0y (TiOpuaHMIA) pe3yIbTaTH BIACHHX
JIOCTT/DKEHs HE BHMAralOThCsl Ta  IIPeACTaBJIeHi
BIINOBIIHAMH ~ JAaHUMH  ONyONIKOBaHOI  HayKoOBOi

miTepaTypH (3aratbHo A0CTYHA iH(OpMAallis).

3agBHUK (BIACHHUK
peecTpaliifHoro
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Jo ITopsiiky npoReIeHHS eKCePTH3H
peecTpaliiiHuX MaTepiaiiB Ha JiKapChKi
3aco0u, 110 MOJAI0ThCA Ha ACPKaBHY
peecTpartiio (epepeccTpaliio), a Takox
EKCIEPTU3M MaTepialliB PO BHECEHHS
3MIH JIO PEECTPAIIITHAX MaTepiatiB
IIPOTATOM Jii peecTpaniifHoro
IIOCBIJTYEHHS

(myHKT 4 po3miny IV)

3BIT

Npo KJiHiYHe BUNPOOYBaHHS

1. Hasga nikapcekoro 3aco0y (3a
HassBHOCTI - HOMEp PeECTpaIiiHoro
[IOCBTUEHHSI)

HeocMHyc®
mKkapceka hopMa Ta J03yBaHHs:
crpeil HazanbHui, jo3oBanuil 0,05 %

2. 3asBHUK

TOB «BAJIAPTIH ®APMAY, Ykpaina

3. BupoOnuk

TOB «Mixpodapm», Yipaina

4. [IpoBeneH1 HOCTIIKSHHS:

TaK I HI O SKIIO Hi, OOIPyHTYBATH

JI3 peecTpyeThest sik ribpuIHMIT TiKapChKuHit penapar.
@apMarleBTHYHA €KBIBAJEHTHICT, Yy MOPIBHAHHI 3
pedepeHTHUM — TIpemapaToM Hazon®, cnopeii
HazaneHui 0,05%, moBeneHa HACTYITHHM:
-OJHAKOBHH SAKICHMH 1 KUILKICHHI CKJIaJ aKTHBHOI
MiH0Y0]  PEYOBMHH (OKCHMETA30JIHY —TiIpOXIOPHIY
KINBKiCTh y BogHOMY po3undi 0,05 r ma 100 r);
-OQHAKOBUH SKICHHH 1 KIJIBKICHHN CKJIaj) 3 TOYKH
30py NOIOMIDKHUX PEUOBHH (32 BHKIIIOUEHHSIM HATPIIO
rizpodocdary JIoJeKariIpary Ta Kamilo
nurigpodocdary);

-IIEHTHYHICTL JI03M, IO JIOCTABJILETLCA (Maca
OJIHI€T J1031);

-OJIHAKOBHUii IIIIAX BBEICHHS;

-0/IHAKOBI IIOKa3aHHs JI0 3aCTOCYBAHHSI.

1) Tin nikapebKoro 3acody, 3a SKHM
pOBOIMIIAcs ab0 MIaHyeThes
peecTpanis

['10putHnit rikapebkuii 3aci6

5. IloBHa Ha3Ba KJIIIHIYHOTO
BHUIIPOOYBAHHA, KOJOBAHUH HOMEp
KTIHIYHOT'O BUIIPOOYBaHHS

0. @a3a KJIHIYHOTO BUIPOOYBaHHS

7. Ilepion npoBeneHHSA KITHIYHOIO
BUNIPOOYBaHHS




8. Kpaiumn, 1e npoeouiocs KiiHiuHe
BUIIPOOYBaHHS

9. KinpKicTh TOCTIDKYBAHHX

3anaaHoBaHa:
(akTHyHa:

10. MeTa T2 BTOPMHHI L1 KITIHIYHOTO
BUNIPOOYBAHHS

11. Jlnzaifs KTiHIYHOTO BUIIPOOYBAHHS

12. OcHOBHI KpHUTEPii BKIIOYEHHS

13. MocnimkyBaHuil JTiKapchbKuii 3acio,
croci6 3acToCyBaHHs, cHiia JIil

14. Ilpenapar nopiBHAHHS, 1034, CIIOCiO
2aCTOCYBaHHS, CHIIA il

15. CynyTHs Tepanis

16. Kpurepii oniHku eheKTHBHOCTI

17. Kpurepii ouinku 6e3nexku

18. CTatHcTHYHI MeTOIH

19. Jlemorpadiyni NoKa3HUKH
OCITIKYBAHOT TONYJISIT (CTaTh, BiK,
paca, TOIIO)

20. Pesynpratn eheKTHBHOCTI

21. PeaynpraTn Oesnexu

22. BHCHOBOK (3aKJIHOYEHHS)

3asiBHUK (BIACHHUK
peecTpaliiiHoro moCBiTueHH )




