[TPUJTIOXEHUE Ne 6

k [IpaBuiiam peructparuu
Y DKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB
JUTSI MEIUIIMTHCKOTO MPUMEHEHUS

O©POPMA
JKCIIEPTHOIO 0TYETA 10 OL[EHKE Pe3YJIbTATOB JOKJIUHHUYECKUX
(HEeKJIMHHUYECKUX) HCCIeT0BAHNMI

(bopma)

SKCIIEPTHBLINA OTYET
0 OIIEHKE PE3yJIbTATOB JOKJIMHUYECKUX (HEKIMHUYECKUX) UCCIIEI0BAHUM

(HauMeHOBaHUE JICKAPCTBEHHOTO Mpenapara, ero JekapcTBeHHas (opma, J03UPOBKH)

DKcnepr:

Hauano npouenypsr:

Jlata Hactosiiero oryera:

OKoHYaTEeNbHbBIN CPOK JIJI1 KOMMEHTAPUEB:
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AJIMUHUCTPATHUBHAA NTHOOPMALIUA

NnenTrdukalioHHBIA HOMEpP 3asBKH Ha
perucTpaIumio:;

Toprosoe HAaNMEHOBAHUE
JIEKapCTBEHHOTO CPEJICTBA:

MexayHapoaHoe HEIMATEHTOBAHHOE
HAaNMEHOBAHHUE (MHH) 178105
OOIIETTPUHITOE HauMEHOBAaHHE

JENUCTBYIOIIETO BEIeCTBa (BEIIECTR):

3assBUTEIb:

3asBICHHBIC MOKA3aHUS K IMMPUMCHCHUIO:

dapmakorepaneBTuueckas rpynmna (ATX-
KOJ):

JlexapcTBeHHast popma U 103UPOBKa(-1):

MmeHa 3KCniepToB JOKJIaTINKa
(BHYTpEHHUH SKCHEPT W HE3aBUCHUMBIN
AKCHEPT):

KauectBo:

®.1.0:

Tenedon (daxc):

AJnpec 3EKTPOHHOM MTOYTHI:

JIOKITMHUYECKHUM:

®.N.0:

Tenedon (daxc):

AJpec 3JIEKTPOHHOM TOYTHI:

Knunnueckuit:

®.1.0:

Tenedon (daxc):

AJZlpec 3EKTPOHHOM MOYTHI:

CHHCcOK COKpaIleHU.
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OKCITEPTU3A JOKIIMHUYECKUX (HEKJIIMHNYECKMX) ACIIEKTOB
1. Beenenue.
1.1. Tun 3as1BKU U aCIEKThI pa3padOTKH.
1.2. AcniekThl HaaIeKaIeH 1abopaTopHO IPAKTHKH.
2. ®apmakosiorus (Mmoaynu 2.6.2 u 4.2.1).

Kparkoe onucanue.

KommMmenTapuii sxkcnepTa

du3nyecKo-XMMHYECKHUE CBOMCTBA.
CrpykTypa JEeHCTBYIOIIETO BEIIECTBA
(BCTaBUTH CTPYKTYPY)

[Tosio)keHHne paguOAKTUBHOU METKH
(cMOTpUTE CTPYKTYPY)

N3omepus

OTHOCHUTENbHAsT MOJIEKYJISIpHAs Macca
PactBOpuMOCTSH B BOZIE

[Tokasaresr KOHCTaHTHI HOHM3AIMH (PKa)
Koaddumuent pacripeneneHus
PacTtBopuMOCTb B OPTaHUYECKUX
PaCTBOPHUTEIISIX

CTaOnIBHOCTD

[Ipennonaraemas XupaabHOCTh U €€ 3PDHEKThI

KommMmenTapuii sxcniepTa

2.1. IlepBuunas hapmMakoIMHAMUKA.

KommeHTapuii skcriepra

2.2. Bropuunas ¢papmMakoIinHAMHKA.

KommMmenTapuii sxkcnepTa
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2.3. ®apMakosioruueckas 6€30MmacHOCTb.

KommeHTapuii 3xcriepra

2.4. ®apmakogHAMUYECKHE JIEKAPCTBEHHBIE B3aUMOICHCTBHSI.

KommMmenTapuii sxcnepTa

2.5. O0miee 3aki0UYeHUE IKCIEpTa Mo (apMaKoJIOTHH.

KommeHTapuii s3kcriepra




3. ®apmakokuneTnka (Moaynu 2.6.4 u 4.2.2).

q)apMaKOKI/IHCTI/ILIGCKI/IC HCCIICAOBaHUA.

KomMmenTapwuii 3xcniepra

3.1. MeTtopl Ucciie JOBaHUNA.

KommeHnTapuii 3xcriepra

3.2. AGcopOrusi.

[Ipumepnbie 00pa3iibl TAOUIL /I BHECEHUSI TAaHHBIX 10 a0COpOIUU:

Nnentudukanuonnsiii | Bumb N Ho3a [TyTs Croco0 ananmnsa Chax tmax AUC
HOMEP HCCIIEJOBAHUS (mr/kr) BBE/ICHUS

A

B

WnentudukaonHbiii | Buasn N Jo3za ITyts Crnioco0 aHanmm3za t%, el Vg Cl; F
HOMEP HCCIICIOBAHUS (Mr/kr) | BBeJCHHUS (%)
A

B

[Tpumeuanus a)

6)




KommeHnTapwuii 3xcriepra

3.3. Pacnipenenenue.

KomMenTapwuii 3xcniepra

3.4. MeTabosusm.

KommeHnTapuii 3xcriepra

3.5. BriBeaenue.

Buner N Hoza
(MT/KT)

Cnooco0 aHanuza

Moua
(% moza)

Kan
(% mo3za)

Kemup
(% no3a)

HeusmeneHHoOe
JIC (% noza)

Bpewms
(dac)

I+

I+

I+

+

+

I+

KommMmeHnTapumii sxcrniepra
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3.6. q)apMaKOKI/IHCTI/ILICCKI/IC JICKApPCTBCHHLIC B3aUMO/JICHCTBUSL.

KommeHnTapuii 3xcriepra

3.7. lpyrue papMakOKHHETUIECKHE UCCIICTOBAHUS.

KomMmenTapwuii 3xcniepra

3.8. O0mee 3akioUeHue FKcnepTa o hapMaKOKMHETHKE.




4. Toxcukonorus (Moaynu 2.6.6 u 4.3.3).

4.1. TOKCUYHOCTH IIpu OAHOKPATHOM BBCIACHUHU.

[Tpumep TabaUIIBI IS UCCIEOBAHUI TOKCUYHOCTH
MIPU OJTHOKPATHOM BBEJICHHMU:

Nnentuduxanu-
OHHBIH  HOMED
HCCIIEIOBaHUS

Buner/

o/
KOJIMYECTBO/
rpynmna

Jo3a/myte | Pacuetnass cmeprenmbHas —J03a
BBEJICHUS (HaOmromaeMasi ~ MaKCHMalIbHast
HECMepTeNbHasI 71032)

OcCHOBHEIE
pe3yabTaThl

KommMmenTapuii s3xcnepTa

4.2. TOKCUYHOCTH IIpYU MHOT'OKpPAaTHOM BBCIACHHU.

[Tpumep TabaUIIBI IS UCCIEIOBAHUI TOKCUYHOCTH
IIPU MHOTOKPATHOM BBEJICHUM:

Nnentudukanu-
OHHBIH  HOMED
HCCIIETOBaHUS

Buner/

o/
KOJIMYECTBO/
rpynmna

Jo3a/nyTh
BBEICHUS

[Tponosxku-
TCIBbHOCTb

NOEL/NOAEL
(Mr/KT/NIEHB)

OcCHOBHEIE
pe3yabTaThl

KommMmenTapuii sxcnepTa

TokcukokHMHETHKA.
[Tpumep TaOAUIBI C TAHHBIMU
TOKCUKOKHHCTHNYCCKUX I/ICCJ'ICI[OBaHI/If/'I:
Nnentndukany | Cyrounas mo3a AUC y )KUBOTHBIX JKusotHrle: UenoBek

-OHHBII HOMED
VCCIICJOBAHMUS

(xx/xx)

(Hrxa/mi)”

XXX

[ToBTOpHAS SKCIO3UTIUS

3 ?

3

g
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[Tpumeuanue: * {5 cpaBHEHHS KelaTeIbHO MCTOAb30BaTh 3HaueHuss AUC nis HecBsi3pIBaeMOu
JIOJU TIperiapara.

KommMmenTapuii sxcniepTa

MeXBUI0BOC CpaBHCHHUC.

[Tpumep TaOaUIIBI 171 CPAaBHEHHUS YKCIIO3UITMU B UCCIICTOBAHUSIX
Ha >KUBOTHBIX C DKCHO3UINEH B KIMHUYECKUX UCCIECIOBAHUAX:

Nnentudukanm- | CyrodHas go3a AUC y xxuBOTHBIX | Cax ty,
OHHBI HOMEp (Xx/xX) (Hr>x4/Mmi)
UCCIICAOBaHUS

3 Q 3 ? J ?

KommeHTapuii skcriepra

4.3. 'eHOTOKCUYHOCTbD.

[Tpumep Tabmuilbl 0030pa UCCIEOBaHU I TEHOTOKCUYHOCTH:

Bun nccinenosanunii/ CucreMa JUig aHajinsza Konnenrpanun/ Pe3ynbTaThl
UACHTU()UKAITMOHHBII Hana3oH [IOJIOKUTENBHBIE/
HOMEP/COOTBETCTBHUE KOHIICHTpAITHA/ OTpHUIIaTeIbHbIE/
HaJIeKaIen cHCcTEMA HEOTHO3HAYHEIE
nabopaTopHOH MeTaboar3ma
MPAKTUKE
['eHHBIe MyTaIK B IITAaMMBI CAJIbMOHEILIBI
OaKTepusx +/- S9
I'eHHbIe MyTaluu B KJIETKH SIMYHNUKA KUTaliCKOTO
KJIETKaX xomstaka (CHO-kietkn), +/- S9
MJIEKOITMTAFOIIIX HGPRT-nokyc, mumdonutsn

yeJI0BeKa
XpOMOCOMHBIE

MBIILIHY, MUKPOSIIEPHBII +/- 59

abepparuu in Vivo
TECT B KOCTHOM MO3T¢

KommMmenTapuii sxkcnepTa
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4.4. KaHueporeHHOCTb.
4.4.1. JlonrocpoyYHbI€ UCCIIEIOBAHUS.

HpI/IMep Ta6J'II/II_IBI C OIIMCAaHUEM IIPOBCACHHBIX
HCCclea0BaHuM KaHOCPOTCHHOT'O JICUCTBUSIL.

Wnentudukanu- | lo3a/ myts | Bo3aelictBue Buns/Yucino :KUBOTHBIX OcHOBHEIE
OHHBII sBeeaenus | (AUC) Pe3yabTAThI
HOMEp/COOTBET-
CTBHE
HaJIeXKaIen
nabopaTopHOH
NPaKTHUKE

[IpumMep TaOAUIBI C TAHHBIMU O PA3BUTUU OITyXOJIEH
B xone «MccaemoBanust XX»:

\ Jla"HBIE IO OIYXOJISIM | KoHnTpoas \ Huzskas nosa | Cpennsas nosa \ Bricokas no3a

CaMIiel
Camxku

KommMmenTapuii s3xcnepTa

4.4.2. KpaTkoCcpoUyHBIE B CPETHECPOUHBIE UCCIICTOBAHMUS.

KommeHTapuii skcriepra

4.4.3. Jlpyrue vucciie1oBaHusl.

KommMmenTapuii sxcniepTa
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45. P CIIPOAYKTHUBHASA U OHTOI'CHCTUYCCKAA TOKCHUYHOCTD.

[TpumMep TaOIUIBI C TAHHBIMU O MMPOBEJICHHBIX UCCIEAOBAHUAX:

By nccnenosanus/ Bunsr; [TyTs [Tepuon OCHOBHBIE NOAEL
WneHTnuKamoHHblid | KOMTUYECTB | BBEACHUS | BBeleHHUs | pedynbTarhl | (Mr/kr) u AUC
HOMEpP/ COOTBETCTBHE | O cCaMOK / | M J03a 03

HaJIexxaniei rpymma

nabopaTopHOH

MPAKTUKE

DepTUIBHOCTh CaMIIOB
DepTUIIBHOCTh CaMOK

DMOpropETANTBHOE Fo
pazBuTHE Fq
IIepuHaransHOE u

HOCTHATAJIbHOE

KommeHTapuii skcriepra

4.5.1. ®epTUIBLHOCTD U PaHHEE YIMOPUOHAIBLHOE Pa3BUTHE.

KommMmenTapuii sxcnepTa

4.5.2. DOmOprodeTarbHOE pa3BUTHE.

KommeHTapuii skcriepra

4.5.3. IIpeHaranpbHOE U IMOCTHATAJIbHOE PA3BUTHE, BKIOYAs MATEPUHCKYIO
(GyHKLHIO.

KommMmenTapuii s3xcnepTa

4.5.4. VccnenoBanusi, B KOTOPBIX IMpenapar BBOJUTCS HEMOJIOBO3PEIbIM
0c00sM U (WJIM) MPOBOAMUTCS AAJIbHEHINAs OLIEHKA €r0 Pa3BUTHSI.

KommMmenTapuii sxcniepTa

BBIBOI[BI B OTHOHICHUHN perOI[YKTI/IBHOI)'I TOKCHYHOCTH.
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4.6. MecTHas IEpEHOCHUMOCTb.

KommeHTapuii skcriepra

4.7. llpyrue ucciieoBaHusi TOKCUYHOCTH.

KommMmenTapuii s3xcniepTa

4.7.1. AHTUTEHHOCTb.

KommeHTapuii 3kcriepra

4.7.2. IMMYHOTOKCHUYHOCT.

KommMmenTapuii sxcnepTa

4.7.3. 3aBUCUMOCTbD.

KommeHTapuii skcriepra

4.7.4. MeTaOOIUTHI.

KommMmenTapuii s3xcnepTa

4.7.5. VccnenoBaHus mpuMeceH.

KomMmeHTapuii sxkcriepra
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4.7.6. Ipyrue uccienoBaHusl.

KommeHTapuii skcriepra

4.8. O6mIee 3aKIIIOUYCHHE 10 TOKCUKOJIOTHH SKCIIEpPTa 1O OIEHKE.
5. CIUCOK JIUTEPATYPHI.

6. [lepeyenn 3amedaHuii, BBIIBUTAEMBIX JKCIIEPTOM B paMKax MPOBEICHHOMN
AKCIICPTU3HL.

KPUTUYECKUE 3AMEYAHHMA

dapmakonorus.
PapMaKOKUHETHKA.

Toxkcukoorus.

[TPOYUE 3AMEYAHUA

dapmakonorus.
dapMaKOKUHETHKA.

Tokcukoorus.

PEKOMEHJIALIUU

/. PexoMeHlyeMble 3KCIIEPTOM YCIIOBHS, BBINOJHEHUE KOTOPBIX
HEOOXOIMMO  TOCJI€  TOJY4YEHHs  3aiBUTENIIEM  PErUCTPALMOHHOIO
YJAOCTOBEPEHUS M YTBEPKICHUSI OOIEed XapaKTEpPUCTUKHU JIEKApCTBEHHOIO
npenapara, HWHCTPYKIMM 1O MEIUIMHCKOMY TNPUMEHEHHIO (JIMCTKa-
BKJIAJIBIIIA) U AU3aliHa YIIAaKOBKH JIEKAPCTBEHHOIO Mpernapara.






