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Crnucox cokpamieHuii 1 0003HAYeHU I

VEN — npunauieskuocth JIC K KaTeropuu yKU3HEHHON BAXKHOCTH

e Kareropuss V (Vital) — xusnenno neodxojaumble JIC, ncnosb3yemMmble JUlsl CHACCHHs
U TIOJUIEPKAHMS JKIU3HH (HATIPUMEP, HHCYIMHBL, TOPMOHBI, aHTHOHOTHKH, '
AHTHKOATYJISIHTHI U JIP.);

e Kareropus E (Essential) — neobOxomumsie JIC ¢ jgokazaHHoi 3((PEeKTUBHOCTHIO
1 6€30MaCHOCTHIO, HCIONb3YEMBIE B COOTBETCTBHH C MPOTOKOJAMH M CTaH[apTaMu
OKa3aHUs CIICLUAIU3UPOBAHHON U BEICOKOTEXHOJIOMMUHOM MeIUIMHCKOL
MOMOLIH;

e Kareropus N (Non-essential) — Bropocrenennsie JIC, B ToM uMciie JOpOrocTosiiue, ¢
HET0OKa3aHHOH A(PPEKTUBHOCTEHIO, TIPUMEHSIEMBIE TI0 CUMIITOMATUYECKUM TOKA3aHUSIM,
HE BXOJSIIIME B TIPOTOKOJLI M CTaHIApPThl OKa3aHWs CHEUAJIU3UPOBAHHON U

BBICOKOTEXHOJIOTHUHOU MEIULIMHCKOM MTOMOIIIH.



IMopagoxk Bkmoyenus Hoporo JIC B ®JIC

B ciyuae Heobxomumoctu BritoueHust Hosoro JIC B @JIC MHMIMATOPOM BKIIOUEHUS

JIOJZKHA OBITH IHOAT'OTOBJICHA 3asiBKa.

['maBHOMY Bpauy

YHUBEPCUTETCKON KJIMHHUKH

OI'BY «<HMHUIL] um. B. A. Anmazosay
Munzpasa Poccnn

JI.A. OBYUMHHHUKOBY

3asgska ga sBroyenue JIC 8 GBJIC

1. Hudopmauus o 3asBuTtele:

a.
b.
€.
d.

HaumenoBanue mojipa3aeneHus-3asBUTENs
OTBETCTBEHHOE JIUIIO, TOKHOCTh
Tenedon st cBsizu

DAeKTpOHHAs [ToYTa

2. HMudopmarnus o 1eKkapCTBEHHOM IIpenapare:

a. HamMeHnoBaHue JleKapCTBEHHOIO IIperapara:

b. MexayHapo/iHOe HEIATeHTOBAHHOE HAUMEHOBAHUE MU TPYIIIIOBOE

c. Kox AHATOMO-TEPANEeBTHUECKO-XUMHUUECKOH KIaccuUKALNN JIEKAPCTBEHHOTO
npenapara

d. 3asBiaeHHbple  MOKa3aHUS K TPUMCHEHHIO JIEKAPCTBEHHOIO Ipenapara COTJIacHo
HHCTPYKIHH 110 TPUMEHEHHUIO (TIEPEeUHCIINTD)

e. [ocymapcTBeHHasi peructpaius JeKapcTBeHHOro mnpernapara B Poccuiickoit @eepanyn:
nata (Y4.MM.ITIT)

f. JlaaHble O TMPOM3BOJCTBE JEKapCTBEHHOro mpenapara B Poccuiickoi ®enepanun (mpu
HAJIMYUN)

g. Ilpennaraemple K BKJIIOYEHMIO JICKAPCTBEHHBIC (POPMBI  3apErHCTPUPOBAHHOIO
JIEKapCTBEHHOTO Mpernapara (epeunciIuTh)

h. CaeleHHsT O BOCIPOUM3BEICHHBIX JEKApPCTBEHHbBIX Ipernaparax (Ipy HAJIMYHUN)

3. CBeieHus H JaHHBIC O JICKAPCTBCHHOM IMpernapare, npejaraeMom Juisl Biodenus B GJIC:

a. Hayuno oOocHOBaHHBIC JaHHBIE O HEOOXOJMMOCTH M OOOCHOBAHHOCTH IPHUMEHEHHS
JEKApCTBEHHOrO — rpernapara Ui JAMarHOCTHKH, NPOQUIAKTHKM, JI€YEHHs WU
peadbmmraiuy 3a00JIeBaHUM, CHHAPOMOB M COCTOSHHII, Mpeodiajalomyx B CTPYKTYpe
3aboneBaemoctt U cmeprHoctn HMMUII;

b. Hamuuue Hay4HO 000CHOBaHHBIX JIAHHBIX 0 KITMHUYECKHX u
(dapMaKodIKOHOMUUECKUX MPEUMYIIECTBAX MPUMEHEHHUs JIEKapCTBEHHOrO Ipenapara, I10
CPaBHEHHIO C IpernapaTaMy, yike BkioueHHbME B DJIC;

¢. Hajwmuwe mnayuno o0OcHOBaHHOW wuH(pOpMALMK O [OpeumyliecTBax M (uiam) o0
OCOOEHHOCTSIX MEXaHmM3Ma JACHCTBUS JIEKAPCTBEHHOIO Ipenapara 0 CPaBHEHHIO C
aHajioramMu, B Tom uucie Bxojsummu B GJIC:

d. BocrpeboBannocts (norpedHocTh) JexaperBeHHoro rpenapara B HMILL  Bkiouas

DIHACMHUOJIIOTHYUCCKHUE  JTaHHLIC (HpI’I H‘dJ'III‘IHH) - JaHHBIC  IIO '3216OJ'ICB'dCMOCTId,
CMCPTHOCTH, HHBAJIMJHOCTH B OTHOILICHHWH 3&6OH€B8HI/ISI, CHUHApOMA WJIM COCTOSIHUS, J1Jisd
JAUArdHoCTHKH, I'IpO(l)HJ]ZIKTI/IKH, JICHUEHHsT HIJIN ]_)CZ’I6I/IJ’II/I’I'8.LLI«IH KOTOPBLIX IoKasaH

J'IGK’deTBGHI*IbIﬁ Ipenapar;



Knunnueckne JTaHHbIE - TIepeueHb KIMHHYECKHX HCCeA0BaHUN (YKa3bIBAIOTCH
ABTOPbL, HAHMEHOBAHME. JIM3AMH UCCIICJOBAHUS, KOJUYECTBO MMALHEHTOB, BKJIIOYEHHBIX
B HCCJIEJOBAHHE, IE€PHOJ HAOMIOJACHH, IOKA3aHHE K MEIMUMHCKOMY IPUMEHEHHIO
JICKapCTBEHHOr'0 Mperapara, KOTOpoe — H3Y4Jajoch B HCCIHEIOBAHHU. - KPUTEPHUH
OLIEHKH s pexruBHocTH (0€30MACHOCTH), JIEKapCTBEHHBIE nperiaparsl, G
KOTOPBIMH ~ CPaBHHUBAJICS MpejiaracMblii JIEKApCTBEHHBIH mpenapar (Ipu  HaJIUYHH),
1aned0-KOHTPOJIb WK OTCYTCTBUE JICUCHUS, Pe3yJIbTaThl HCCICIOBAHUSI C -YKazaHHEM
KOJIMUECTBEHHBIX JAaHHBIX,  3AKJIOUCHHE, CIHCOK JIMTEparypbl [0 CXEMe: aBTop,
HAaUMEHOBAHME HCCIIEIOBaHMs,  BBIXOJHBIE  gaHHble. [lo Kaxaomy KIHMHUYECKOMY
HCCIIEJIOBAHUIO YKA3bIBAETCSI YPOBEHD JIOKA3aTeILHOCTH dPPEKTHBHOCTH JIEKAPCTBEHHOTO

npenapara; .
JlauHple 0  KIMHHUKO-PKOHOMHYECKHX  ((papMakodIKOHOMUUCCKHX) XapaKTCPUCTHKAX
JIEKApPCTBEHHOTO ~ Tperapara -  [EepPeYeHb M CCHUIKM Ha HCCIIe0BaHuUE, JE3aitH

HCCJICNOBaHU (peTpocneKTnBHoe, IIPOCIEKTUBHOEC, MO,B,GJ'[I/IpOBaHHG), BHUJI aHaJiu3a,
CBCACHUS O JICKAPCTBCHHLIX Mperaparax, KOTOPLIC HCHOJBL30BAJIUCL JUISL  CPaBHCHUS
C nmpeajara€MbIM  JICKaAPCTBECHHBIM IIPCIIapaToM, 3aTparbl, KOTOPBLIC YUYHUTHLIBAJIUCH B
HCCJIC/IOBaHUM, W KOJIMYCECTBCHHBIC 3HAYCHHS 3aTpaTr B p}’GHﬂX, B(I)Q)GI(THBHOCTI)
CpaBHMBAaEMbIX JICKAPCTBCHHLIX IIpCrapaTroB (KpHTepI/II/I OLCHKH 3(1)(1)€I(THBHOCTH nu
KOJIMYECCTBCHHDBIC SHHLIGHI/ISI), pe3yJabTaThl HCCIICAOBAHUS, CITHCOK JIATeparypbl -
ABTOpP, HAWUMEHOBAHHNE UCCIICAOBAHHS, BLIXOIHbBIC }_'[aHHble);

4. JlaHHBIC O CTOMMOCTH U II€HE JIEKAPCTBEHHOTI'O Mpernapara:
a. CTouMOCTh OJIHOTO Kypca JICYSHHS JIEKAPCTBEHHBIM TIpernapaToM
b. CTOMMOCTH JICUEHHUs JIEKAPCTBEHHBIM MPENapaToM B TEUEHHE OHOTO JTHS
5. Jlauusle o 0€30MacCHOCTH JICKAPCTBEHHOTO MperapaTa
6. Jlanuble, mpe/icTaBICHHBIC 3asIBUTENIEM B MHHITHATHBHOM MOPSIIIKE
7. llpu BKIIIOYEHUH JAHHOU MMO3UIIMH MPEIIaraeTcsi HCKIOUNTD:
a.
[Moxamucek 3asiBUTEIS / /

Hara




IMopsigox uexmrouenus JC uz ®JIC

OcHoBaHueM ,I[Jl.ﬂ nckmouenus: JIC "1/13 DJIC moxer cntyncmb BblfIBJ'lGHHaﬁl-' B IIporecce
npumenennst JIC uHpopmanns o €ro HeJOCTaTOYHON KIHHUYCCKOU YpPEeKTUBHOCTH W/MITH
HeOIaronpusATHOM Hpoduie 6E30MacHOCTH.

C nenwto ucxmrouenus JIC w3z @JIC nnunmatopom aojkHa OBITH MMOJATOTOBICHA 3asiBKA

(cM. mpuitaraeMelit popmylisip-o0pasen).

I'naBHOMY Bpauy

VYHUBEPCHTETCKON KIIMHUKH

OI'BY «HMUII um. B. A. Anmazosay
Munsapasa Poccun

JI.A. OBYUHHHHKOBY

Zasaska Ha uckiawyenue JIC uz OJIC

[Tpoury uckmounth npenapar (MHH, toprosoe manmenosanue JIC. npousBoautens) uz ®JIC
B CBSI3U C IOSIBJICHUEM HH(POPMAIMH O €ro HeJ0CTaTOYHOH KIMHUYecKOH >((eKTHBHOCTH W/Min

HeOmaronpusiTHOM Ipoduie 6e30rnacHOCTH (IIPeICTaBUTh KOHKPETHYIO HH(OPMALHUIO).

HaumenoBaHue 1oapas/ieieHus
3aHuMaeMast J10JDKHOCTE .0, Gamuinus

Jlara
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LOIXE3Y |Pykcommimud 1ad. 13 ur nepeticHn pol Ouxonor v Jloporectoit
£ CTAUHOHAD
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o = Muoronpadutinnntii A
LOIXE2Y |Jenparunnd AnC -4 e nepecHb pod Onroaoris HoporocToit
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aasTepuatisa npieued(iextusnoctit apyrix HIBIL boace
GC30MACCH N0 CPABHCHINIO C KCTOPOKIKOM.
- p— 9, i
MO2AX 10| Kasipopa p-p J/;l‘xp_\mu. npint. cnipr. 10% gk Muoronpotasistit OBuumii N MCCTHOPALIPAKMONICE CPEACTBO. CTHMYIMPY OIS
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