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Honarox 30

no lopanky npoBeleHHA EKCIEPTHIH
peecTpaniifHiX MaTepialiie Ha JIKapehKi
3aco0H, 110 NOAAIOTECA HA JEp/KaBHY
peecTpaniio (nepepeecTpaitiin), a Takox
EKCNEPTH3H MaTepialliB Npo BHECEHH
3MIH 10 pEECTpalliiHHX MaTepiaiin
NPOTATOM [Jii peecTpaliiiHoro
MOCELMEHHSA

(myHKT 4 posmny IV)

3BIT

Npo KJIIHIMHEe BHIIPOOYBAHHS

1. Hazpa nikapcekoro 3acofy (3a
HAsBHOCT] - HOMEp peccTpaniiiHoro
MOCRITMEHHA)

CunypiT®
Jlikapceka dopMma Ta Do3yBaHHS:
CITpeH HasanbHHH, JozoBaHHH, 50 MK/ 103y

2. 3asABHHK

TOB «BAJIAPTIH ®APMA», Ykpaina

3. Bupobmnk

TopaprcTRo 3 0OMEKEHOW BIAMOBIIATBHICTIO
«Mikpodapm», Yipaina

4) npoBeAeH] 10CTIKCHHS

TAK O Hi l SKIIO Hi, O0TPYHTYBATH

13 peecTpyeThed Ak ridpuanmii nikapckKHi npenapar.
MapMalleBTHYHA eKBIBAIEHTHICTE ¥ NOPIEHAHHI 3
epepenTuum npenaparom Hazonexc®, crpeit
HazaneHIH, go3osannii 50 Mrr/ozy Ta HazoHekc®
CHHYC, cripeii HasanbHulH, JozoBaHHi 50 Mkr/no3y
noeejieHa Y Moy 3 ponin 3.2.P.2, @apmanesTiyna
CKBIBANIEHTHICTE [IPeNaparie miaTeepye:

—OHAKOBHH HKICHMHA TA KINBKICHHA CEIA AKTHEHHX

euoBHH 00X mpenapatie: 1 go2a mictuts 50 Mrr/ o3y
Emme*ra’muy (hypoary MoHOryipaty (MIKpOHIZ0BaHOTO)
V KiJIBKOCTI eKBiBaIeHTHIH 50 MKT MOMeTa30HY
(hpypoary (bezsogHOro);

-0IHAKORA MKapeeka GopMa Ta miax BReIeHHA-
CIIpci HazaubHHH J1030BAHHI;

-OHAKOBHI AKICHHIT | KIMBKICHHH cKIad 3 TOYKH 30Dy
TOMOMIXKHHX PEHOBHH (33 BHKIIOYEHHAM 3aMiHH
monicopbary 80 na nonicopbat 20);

OTHAKORI TIOKA3AHHA JI1A FACTOCYBAHHA.

1) THn mikapceKOTO 3aco0y, 33 AKHM
npoBoaiIacs abo IaHyeThCH
peecTparis

['1OpuanHmii TikapesKnii 3acid
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5. Tlopna nassa KIiHIMHOTO
BHNPOOYBAHHIA, KOIOBaHHH HOMEp
[KITHIMHOTO BHITPOOYBaHHA

6. @aza KIiHIYHOTO BHOPOOYBAHHA

7. llepion npogeeHHs KIHIYHOTO
[EHnpoOyBaHHA

mo

&. Kpaiau, ne npoBoauaoca KiliHiYHe
[BHIIPOGYBAHHS

9. KinekicTE JOCTiAKYBAHHX

3aIIaHORAHA:
thakTH4HA:

10. MeTa Ta BTOPHHHI 1T KNHIYHOTO
[BunpoGyBanHs

11. Jluzaiia KNiHIYHOTO BUNIPOOYEBAHHSA

12. OcHoBHI KpUTepil BKIIOYEHHA

13. ocaipkyBanuii aikapesKuii 3acio,
crnioci® 3acTocyBaHHA, CHia Jui

14. TlpenapaT mopiBHARHA, J03a, Cr0cid
3ACTOCYBAHHSA, CHIA il

15. CynyTHa Tepania

16. Kputepii oninku e(ekTHBHOCTI

17. Kpurepii ouinks Gesnexu

18. CTaTHeTHYHI METOH

19. Jlemorpadiuni nokazHuKy
nocnimKyBaHol momyauil (crare, BiK.
fpaca, ToIo)

20. PesynbTati eheKTHBHOCTI

21. PesyneraTu Geanexn

22. BHCHOBOK (3aKJIFOYEHHA)

3aspHHK (BIACHHK

peecTpariitHoro NOCBi4eHHS )

by



Jonarok 29

1o [opaaky npoBejieHHs eKCIePTHIM
peccTpanifinux Marepianis Ha JHKapChKi
2acobu, 1110 NOAAKTLCH HA JIEPKABHY
peecTpaiiio (nepepeccTpartito), a TaKo#x
EKCIIEPTH3IN MaTepialiiB PO BHECCHHA
3MIH J10 peecTpaliiinix Marepianis
NPOTATOM Ji1 peccTpatifiHoro
MOCBLIYEHHA

(nynkT 4 pozaiay IV)

3BIT

Npo JOKAIHIYHI fochiTKeHHs

1. Hazea nikapcekoro 3acoby (3a
HAABHOCTI - HOMED peecTpaniiinoro
MOCEIYeHHS ):

Cunypit®
Jlikapceka dopma Ta 103VBAHHA;
cripeii HazanbHHUi, 1030BaHMi. 50 MK/ 103y

1) THI niKapcsKOTO 3acoly, 38 AKHM
nposoaunaca abo MIaHyeTbes
peccTparis

[iGpuanuii nikapeskuii 3acid

2) npoBejieH] I0CTi/IKCHHS

noctynsa indopmaris)

TAK O Hi I AKIIO Hi, 0OTPYHTYBATH

3riiHO BUMOT MIKHAPOJAHHX KepiBHHITB T4 YKPAlHCBKOTO 3aKOHOABCTRA 10 IAHOTO THITY
TiKapchKoro 3acofy (ridpuaHuil) pe3ynbTaTH BIacHHX KIIHIMHHX J0CTIKEHb HE BUMAraoThes
Ta MpeNcTARIeH] BIANOBIHHME JaHHMHE ony0NiKoBaHOT HAYKOBOT TiTEpaTypH 3araibHoO

2. DapMakonori;

1) nepeuuna (apMaKoIHHaMIKa

He suMaractbed 18 riOpHIHOTO TIKAPCRKOTO 3ac00y
BIAMOBITHO JI0 BUMOT MIKHAPOIHHX KEPIBHHIITE Ta
VEPaTHCHKOIO 3aKOHO/IaBCTRA

2) gTopHHHEA (hapMaKoIHHAMIKA

He BuMaracTses [Utd ridpHaHOTO JiKapesKoro 3acody
BIJUMOBIAHO JI0 BHMOT MIKHAPOIHHX KEPIBHHIITE T4
VEPaTHCBKOTO 3aKOHOIABCTRA

3) hapMakonoris Hesnexu

He pumaraeThes 175 riOpHIHOTO JTIKapChKOTo 3acoby
BiIMOBIIHO 10 BAMOT MIZKHAPOIHHX KEPIBHHITE Ta
VEPaiHCEKOT0 3aK0OHOIaBCTBa

4) apMakoaHHaMIUHI B3aeMoii

He pumaraetses s ridpHIHOro mikapesKore 3acody
BiZNOBIAHO 0 BHMOI MIMHAPOIHHX KepIBHHITE Ta
KPaiHCBLKOTO 3aKOHOIABCTBa

3. dapMaKkoKiHETHEA:

1) aHaniTHYHI METOIHKH Ta 3BITH 1110710
X Basimanii

He BuMaracTses 118 ridpiIHOro JKApeeKoro 3acody
BiIMOBI/IHO JI0 BHMOT MIBKHAPOHHX KEePIBHHUTE Ta
YKpPaiHCBKOIo 33K0HO/1aBCTRa

2) BCMOKTYBaHHA

He BumMaraeTses JUis TiOPHAHOTO TIKAPCLKOT0 3ac00y
BiANOBIAHO 10 BHMOT MIXHAPOIHHX KEPIBHHUTE Ta
'KPaTHCBKOTO 3aKOHO/1aBCTBa




3) posnouin

He Bumaraerscs 108 ridpHAHOTO MIKAPCHKOTO 3ac00y
BiZIIIOBIIHO 10 BHMOT MIXKHAPOIHHX KePIBHHITE Ta
VEPATHCRKOTO 3aK0OHOOABCTREA

4) meTaboniam

He BuMaraeTses 201 ribpuaHoro JMkapesKoro 3acody
BIZTIOBIIHO J0 BHMOT MUKHAPOIHHX KePIBHHIITE Ta
YEPATHCBEOTD 3AK0HOIABCTEA

3) BUBECHHA

He pumaracTees 11 ribpuasoro aikapebKoro sacody
BIJUTOBIIHO 10 BHMOT MIKHAPOIHHX KEPIBHHIITE Ta
YEPAIHCLKOTO 3aK0HOIaBCTREA

6) rapMakoKIHETHYH] B3aeMo il
(moxminigni)

He sumaracrses juis NOpHAHOTO TIKAPCEKOTO 3acoby
BIIIOBIHO JI0 BUMOT MUKHAPOIHHX KepiBHHIITE Ta
VEPATHCRKOTD 3aKOHOIABCTRA

7) iHmi hapMaKoKiHETHYHI JOCTiKEHHS

He Bumaraerbes 118 ribpuaHoro Jikapebkoro 3acody
BIJITIORIZTHO /10 BHMOT MUMHAPOIHAX KEPIRHUIITE Ta
[VKPaiHCEKOTO 3aKOHOIARCTRA

4. Toxcukonoria:

1) TOKCHYHICTE ¥ pa3i 0JIHOPA3oBOI0
BECTCHHA

He BuMmaraeTees 114 ribpHiHOTO JiKapehKoro 3acoby
BITIOBIIHO 10 BHMOT MIMKHAPOIHHX KepiBHHIITE Ta
VEpalHCEKOTO 3aK0HOIaBCTRA

2) TOKCHYHICTE ¥ pazi NOBTOPHHUX
BBEICHE

He guMaracTeea A4 ribpuaHoro JiKapckKoro sacoby
BIJMTOBIIHO JI0 BHMOT MIZKHAPOJHHX KEPIBHHILTE Ta
YVEPATHCRKOIO 3aKOHOJaBCTRA

13) reHOTOKCHYHICTE:
fin vitro

He Bumaraetscs A8 TiOpHIHOTO NiKAPCEKOTo 3ac00y
BIZINOBLIHO 10 BHMOT MIKHAPOAHHX KEPIBHUIITE Ta
YEPAIHCHKOTO 3aKOHOIaRCTRA

in Vivo (BKIIOUYAKOYH I0JaTKOBY OLIHKY 3
TOKCHEOKIHETHKH )

He sumaraersea 1ns ridpraHOro MKapeeKoro 3acoby
BIJIIOBIAHO 10 BHMOT MUMHAPOIHHX KEPIBHHIITE T4
VKPATHCEKOTO 3aKOHO/IABCTRA

4) KaHI1lepOTreHHICTE:

NIOBrOCTPOKORBI JTOCTIUKEHHA

He BuMaraeTses 118 ribpH/IHOro JHKapesKoro 3acody
BiIIOBIZIHO 0 BHMOT MiZKHAPOHUX KEePIBHHIITE Ta
VKPAlHCBKOTO 3aKOHO/1aBCTBA

KOPOTKOCTPOKOBI JOCITIIACHHS
00 JOCTITHEHHA CEPEIHBOT TPHBANOCT]

He BuMaraeTses 171 FiGPHAHOTO JNIKApChKOro 3acoby
BIATOBITHO 10 BHMOT MIDKHAPOJHHX KePIBHHUTE Ta
YKPaTHCBKOTO 3aKOHO1aBCTBa

MOMATKOR] JOCHiIKeHHA

He umMaraeTses yis ribpHgHOIo Iikapebkoro 3acody
BUINOBITHO 10 BUMOT MUIKHAPOIHHX KEPIBHHIITE T
'KpalHCBKOTO 3aKOHO/IaBCTRA

5) penpoayKTHEHA TOKCHYHICTE Ta TOKCHYHHI BILTHE Ha POSEHTOK IMTOTOMCTEA.

BIUTHB Ha (DepTHIBHICTE 1 panHii
eMOplOHANEHAT PO3BHTOK

He suMaraeTbed I8 ribpHIHOTO TiKapceKOro sacoby
BIAMOBLIHO 10 BHMOT MIKHAPOJIHHX KEPIBHHLTE Ta
YKPATHCBKOIO 3aKOHOIABCTBA

eMOpPIOTOKCHYHICTE

He puMaraeTses Ui ribpHIHOTO NiKapesKoro 3aco0y
BLIMOBIIHO 10 BHMOT MI¥KHAPOJIHWX KEPIBHHITE Ta
VEPATHCHKOTO 3aKOHO/IARCTRA

NpeHaTAlLHA i mocTHaTANTRHA

He paMaraeThes Ui ridpHiHOTO JiKapesKoro 3acoly
BiIMOBIIHO 10 BHMOT MIAKHAPOIHHX KEePIBHUIITE Ta




TOKCHYHICTE

VKPATHCEKOTD 3aKOHOIARCTRA

TOCTIKEHHA, TPH SKHX [IPErapar
VEBOAHTECH NOTOMCTBY (HeCTaTeBO3PIIHM
TRApHHAM) Ta/abo oIiHIOETECA BifjaieHa
mia

He suMaracTecd JUif TIOpHIHOTO JIKAPCHKOID 3acoby
BiAMORIIHO 10 BUMOT MIKHApOJHHX KePiBHHITB Ta
VEPATHCBKOTO 3aKOHO/IABCTBA

6) MICILICBa MIePeHOCHMICTE

He pumaraerses ais ribpHIHOIO JiKapesKOTo 3aco0y
[BIIITOBIIHO 10 BHMOT MUKHAPOIHHY KepPIBHUITE Ta
VEPATHCHKOT'O 3aKOHOIABCTRA

7) I0AaTKOB] I0CH/KEHHS TOKCHYHOCTI:

AHTHTEHHICTE (VTBOPEHHS aHTHTLN)

He BumaraeTses JUis TiOpHAHOTO NIKAPCEKOTO 3ac00y
BIIMOBIIHO 10 BUMOT MIAKHaPOJHHX KEPiBHHIITE Ta
VEPaTHCBKOTO 3aKOHOIABCTRA

IMYHOTOKCHYHICTE

He uMaracTses 14 riGpiaHoro MikapesKoro 3acody
BILANOBITHO 0 BHMOT MIKHAPOIHHX KEPIBHHIITE Ta
VKPaiHCRKOTO 3aK0HOTaBCTRA

mocT e A MEXAHIZMIB il

He BuMaraeThes 218 riOpuIHOro iKapebKoro 3acofy
BiAIIOBIIHO 10 BHMOI MIZKHAPOIHHX KepIBHUIITE Ta
VKpalHCBEKOTO 2aK0HOIaBCTRA

NiKapchka 3a1eKHICTE

He Bumaraerbes 18 riOpHIHOTO TIKapehKoTo 3ac00y
[BIAMOBIAHO A0 BUMOT MUKHAPOIHHX KEPIBHULTB Ta
VKPaTHCLKOTO 3aKOHO/IABCTRA

TOKCHYHICTE MeTabomiTie

He sumaraeTses 1718 FIGPHIHOTO JHKapChKOTo 3acody
BIAMOBIIHO 10 BHMOI MIKHAPOJIHUX KEPIBHHIITE T4
VEPATHCBKOTO 3aKOHOIABCTEA

TOKCHYHICTE JI0M 10K

He uMaracThes 171 TidpHIHOT0 HKapechKoro 3acody
RiZNOBIHO 0 BHMOT MIFKHAPOAHHX KEPIBHHLTE Ta
VKPATHCBKOr'0 3aKOHOJaBCTRA

1HIE

He Bumaraerbes s r‘iﬁpﬁmmm JKApPCHEKOTO 3acody
rElJH'IOBl,J;HEI 710 BAMOT” MIZKHAPO/IHHUX KepIBHUITE Ta
YKPaTHCBKOTO 3aKOHO1aBCTEA

5. BHCHOBKH L1010 TOKTHIYHOro
BHBYCHHA

3rijHO BHMOT MIKHAPOHHX KCPIBHHITE Ta
VEpaiHCBKOTO 3aK0HOIABCTRA JI0 JAHOTO THITY
nikapceKkoro 3aco0y (ribpuaHMii) pe3yabTaTi BIacHHX
KNIHIYHHX 0CTIKeHE He BHMAraloThes Ta
MpecTaBIeH] BIINOBITHHMH JAHHMH onyOiKoBaHoT
HAYKOBOI JTITEpaTypH (3araibHo J0CTYIHA
inopmartis)

3aARHMK (BIACHUK
peecTpaniiiHoro
NOCBITYEHHS)
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