IMPABUTEJIBCTBO POCCHUIMCKON ®EJEPAIINA
ITIOCTAHOBJIEHHUE

oT 29 okTsa6ps 2018 r. Ne 1283

MOCKBA

O BHecenun usmenennii B [IpaBuia popmupoBanns nepeuden

JIEKApCTBEHHbIX NPEeNapaToB 1Jis MeHUHHCKOr0 NpMMeHeHHUs

U MUHHMAJILHOTO ACCOPTHMEHTA JIEKAPCTBEHHbIX NPenapaTos,
HeoOXO0AMMBIX JIf OKA3aHUS MeJIHIHHCKOH NMOMOLIH

IIpaButenbcTBO Poccuiickoi Penepauui 10O CTAHOBJA A €T ¢

YTBepauTh mNpuiaraeMmble U3MeHeHUs, KoTopble BHocATcs B IlpaBuna
dbopMUpoBaHus TepeYHed JEeKapCTBEHHBIX HpenapaToB Uil MEAULMHCKOTro
NPUMEHEHUss U MHUHHMAJIBHOIO aCCOPTUMEHTa JIEKApPCTBEHHBIX IIpenaparos,
HEOOXOMMMBIX JJii OKa3aHWs MEIMLUMHCKOW TIOMOUIH, YTBEP)KIEHHBIE
nocraHoBieHueM IlpaButensctBa Poccuiickoit @®enepaimu oT 28 aBrycra
2014r. Ne 871 "O6 ytBepxnenuu IlpaBun dQopmupoBaHus MepedHei
JIeKapCTBEHHBIX MPEenapaToB Isi MEAUIIMHCKOIO NPUMEHEHUS! I MUHUMANIBHOTO
ACCOPTHUMEHTA JIEKQpPCTBEHHBIX [MpPENaparoB, HEOOXOAUMBIX JUIS OKa3aHHS

meguuuHcko — momoum"  (CoOpanme — 3akoHomatenbcTBa  Poccuiickoit
®enepanuu, 2014, Ne 36, ct. 4855; 2017, Ne 25, ct. 3691).

Ilpencenarens [paBUTENESEPY

Poccuiickoit ®enepa J.MenBenes
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YTBEPXJIEHBI

nocraHoBjieHueM I IlpaBuTenscTBa
Pocculickoii ®enepauumn
oT 29 okts6psa 2018 r. Ne 1283

U3IMEHEHMUA,

koropble BHOcsTCs B IlpaBuna ¢popmupoBanus nepeuHei
JIEKapPCTBEHHBIX MPeNnapaToB 1Jis1 MeIHIIHHCKOr0 NPpUMEeHEeHHU s
M MHHHMAJILHOTO ACCOPTHMEHTA JIeKaPCTBEHHbIX MPeNnapaTos,
HeO0OXOAMMBIX U1l OKa3aHHA MEJUIHHCKOH MOMOILIH

1. B myHkre 2:

a) abzall MepBbId TOCHE CJIOB "CTaHAApTOB MEIUUMHCKONW NOMOUIH"
JIOTIONIHUTH CJIOBaMU ", PE3YyJbTaTOB KJIMHUYECKOW anpobaldud MeTOA0B
npodUIaKTUKH, TMArHOCTUKY, IE€YEHUS U peabunutanuu’;

0) B moamyHkre "0" cinoBa "3a0oneBaHud, CHHAPOMOB" 3aMCHHTH
CJIOBaMH ''MIPU OKa3aHUU MEIMIIMHCKON MOMOILH B ciiy4dae 3a0oieBaHui";

B) MOAMYHKT "T" NMPU3HATh YTPATUBLIUM CHUJTY.

2. [IyHKT 6 JOMOJHUTH MOJMYHKTOM "K" CEdYIOLIETO COePKaHuUs:

") Npe/CcTaBlicHUe HAay4yHO OOOCHOBaHHOW pEKOMEHAAIMH TJaBHOTO
BHEIUTATHOTO crenraiucta MuHUCTEpCTBa 3ApaBooXpaHeHus Poccuiickoit
®enepauuu (nanee - rjaaBHbIA 3KCNEPT) MO pe3ysbTaTaM MPOBOJUMBIX B paMKax
aHaTOMO-TEpaneBTUYECKO-XUMHUYECKOW  IpYNmbl  a”HaiuM3a  HHOOpMaUUH
O  CpaBHUTENBHOW  KJIMHUYECKOH  S(DGPEeKTUBHOCTH W 0€30MacHOCTH
JIEKapCTBEHHOIO Mpernapara, OLIEHKM JKOHOMUYECKHUX [MOCJICACTBHM ero
NPUMEHEHUS M HU3Y4YeHHUS [IONOJHUTEIBHBIX MOCIEACTBUH MpPHUMEHECHHUS
JeKapCTBEHHOrO Mpernapara (Janee - KOMIUIEKCHas OLIeHKa).".

3. JIomoIHUTE myHKTaMU 6' i 67 CIEAYIOIEro CONepIKaHus:

"6'. JlekapcTBeHHBIE Npenapathl MOIIEKAT HCKIIOYCHHIO W3 HepedHeil
1 MUHUMAJIBHOTO acCOPTUMEHTA, €CNM B TeueHue 6 MecsIeB Mmociie BKIYeHUs
JIEKapCTBEHHOTO Mpernapara B I[EpeuYeHb BAXHEHIIMX JIeKapCTBEHHBIX
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[IpernaparoB He 3aperucTpUpoBaHa IpeebHas OTHyCKHas LieHa NpPOU3BOJUTENS
Ha JIeKapCTBEHHBIH mpernapar.

6°.B mepednd W MHHEMAIBHEIH  ACCOPTHMEHT  BKIIOYAIOTCS
OTHOKOMIIOHEHTHEIE  JIeKapCTBeHHBle  mpemnapaThl. KomOMHHpOBaHHBIE
JIEKapCTBEHHBIE Ipermaparhl BKIIOYAIOTCS B IIEPEYHHM B CIy4ae, €ClH
[0 pe3ylbTaTaM KOMIUIEKCHOM OLEHKHM JOKa3aHO WX IPEUMYyIEeCTBO
B NPUMEHEHHH W CTOHUMOCTH IO CPaBHEHUI0 C OJHOKOMIOHEHTHBIMHU
JIEKapCTBEHHBIMH IIpernapaTaMH.

[Ipu BKIIOYeHWH KOMOWHMPOBAHHBIX JIEKAPCTBEHHBIX IIperapaToB
B TEpPEeYHU U MUHUMAIBHBIA acCOPTHUMEHT OOHOBPEMEHHO BKJIHOYAIOTCSA BCE
3aperucTpupoBaHHble B Poccumiickoii @Pegepanuuy  OJHOKOMIIOHEHTHEIE
JeKapCTBEHHbIE IIpenapathl, U3 KOTOPBIX COCTOUT Takasi KOMOWHanu4.".

4. B nyHkTe 11:

a) B ab3a1e nepBoM:

ciosa "MuHucrepcTBa ¢puHancoB Poccuiickoi denepanuy,” UCKIIOYNATE;

cioBa "@denepalbHOro areHTCTBAa Hay4YHBIX OpraHM3audil’ 3aMEeHUTh
cnoBamMu "MuHHCTepCTBA Haykum HM Beicmiero obpasoBanusi Poccuiickoit
®epepauun’;

6) ab3a1f BTOpO# U3JI0KUThH B CIEAYIOIIEH peNaKIIiu:

"Ha  3acemaHmM  KOMHCCHM  DOpPHCYTCTBYXOT  IpM  HAJIAYHH
MIpeABAPUTENILHOTO OOpaIieHuss B MHUCBEMEHHOM ¢opMe B aapec KOMMCCHH,
ITOCTYIMBIIETO HE Mo37Hee 4eM 32 5 pabounx IHEH 10 OHSA COOTBETCTBYIOILETO
3acellaHds KOMHCCHH, IPEACTaBHTENs CyOBhekTa obOpallleHus JIeKapCTBEHHBIX
cpenctB M (WIM)  OOIIECTBEHHOTO  OOBENWHEHUS,  OCYIIECTBISIOLIETO
IOesITeNHHOCTE B cdepax 3ApaBOOXpaHEHHs, oOpalleHus JieKapCTBEHHBIX
CPEACTB M 3allUTHI IIpaB TpaKJaH B 3TUX cdepax (Hanee - 3adBUTEINb), a TAKOKe
TIpeACTaBUTENHN UHBIX QeepalbHBIX OPraHOB UCIIOJHUTEILHOM BlIacTH. ",

5. AG3an nepBbIi myHKTa 13 U3JI0KUTE B CNEAYIOIIEN peAaKInu:

"13. 3asBUTens HampaBigeT He nosgHee 10-ro yucia mepBoro Mecsua
KBapTajlia B KOMHCCHIO CIEAYIOIIUE MPEeNNOXKEHUS B JIEKTPOHHOM BHJIE
MIOCPENCTBOM MHGOPMAaITMOHHO-KOMMYHHKAIIMOHHBIX TEXHOJIOTUH
C IPWJIOXEHUEM B JJIGKTPOHHOM BHJI€ COOTBETCTBYIOIIMX JOKYMEHTOB
U CBeJeHUI:".

6. IIyukt 14 npuzHaTh yTpaTUBLIAM CHITY.

7. AG3arl nepBbIi MyHKTa 15 U370KUTH B CIEAYIOMEN peaaKLUu:

"15. Komuccuss B TedeHwe 7 paboyumx [OHEH €O JHS IOCTYILICHUS
OpeNoKeHUH, yKasaHHBIX B myHKTe 13 Hactosumx [lpaBun (nmanee -
IIpeJIOXKEHNE ), OPTaHU3yET MPOBeACHHE X JOKYMEHTAIBHON 3KCIIEPTU3EL.".
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8. B myHnkre 16:

a) HOANYHKT "a" JOMOJHUTH CIOBaMM ", B TOM YHCJIe HEBO3MOXHOCTh MX
OTKPBITB;

0) nmoAmyHKT "0" MpU3HATH YTPATHUBIINUM CUILY;

B) HOMMYHKT "T" U3JIOXKUTH B CIIEAYIOIIEH peIaKIIHN:

"I') npe/cTaBleHUe B TE€YeHHE OJHOTO KaJeHIapHOro Toja AOKyMEHTOB
U CBENEHHUM, MO KOTOPHIM KOMHCCHEH B TEKyLIEM TIOJy OBLIO BBIHECEHO
pemieHre o6 OTKa3e BO BKJIIOUEHUH (MCKIIOYEHUH) JeKapCTBEeHHOIO IperapaTa
B II€pEYHH, MHUHUMAIBHBIA acCOPTUMEHT WIM B OTHOIIEHUH KOTOPBIX
OCYILECTBIISIETCS ~ KOMIUIEKCHas  OIIeHKa, 3a  HCKIIOYEHHWEM  ciydas,
IIpefyCMOTPEHHOro MyHKToM 9' HacTosmx [IpaBu;".

9. IlyHKT 17 M3J10KUTH B CIENYIOIIEN peIaKiyu:

"17.1lpyn OTKJIIOHEHUM NpPEAJIOKEHUS OT NAIBHEHIIEro PacCMOTPEHMS
KOMHCCHUEH 3aKkIIO4eHMe II0 pe3yibTaTaM [JOKYMEHTAIBHOM OSKCIIepPTH3bI
HaIIpaBJISIeTCs 3aBUTEIIO MOCPEACTBOM MHPOPMAIIMOHHO-KOMMYHHUKAIHOHHBIX
TEXHOJIOTUH B CPOK, He IpeBhIIaomuil 3 pabounx nHe# co IHS ero BRIHECEHUSI.

HopabotaHHOe  3asBUTENEM  NpPEUIOKEHHWEe €  YCTpaHEHHBIMH
3aMeYaHMsIMH, YKa3aHHBIMH B 3aKJIIOYEHHM 10 pe3yiNbTaTaM JOKyMeHTalbHOU
SKCIIEPTU3bI, MOXET OBITH MOBTOPHO HAINPAaBIEHO B KOMHUCCHIO IIOCPEICTBOM
UH(OPMAIMOHHO-KOMMYHHUKAIIMOHHBIX TeXHOJOrui He mo3nHee 10 paboumx
OHEH CO JHS TMONy4YeHHs 3aKIIOUeHHs IO pe3yjbTaTaM JOKyMeHTaIbHOM
3KCIIEPTU3EL.".

10. B nymnkre 19 cnosa "panpHedlieMy paccMOTPEHHIO KOMHUCCHEH"
3aMEHHUTH CJIOBaMM 'TIPOBEJIEHUIO KOMILUIEKCHOM OLIEHKH".

11. ITyskT 20 U3JI0KHATH B CIEAYIOLIEH pelaKLINu:

"20. Komuccus B Cpok, He HpeBBILAIOLUMN 2 pabouux AHEH co IHA
BBIHECEHUS IOJIOXKUTEIBHOTO 3aKIIYeHHs 10 pe3ysibTaTaM JOKyMeHTaJIbHOU
DKCHEPTU3El B OTHOIICHWM JIEKapCTBEHHBIX NPENapaToB, MPENaraeMbIX IS
BKIIOYeHHsT  (MCKIIOYEHHMs) B  IEPeYHH, HANpaBlIseT  [PelIoKeHHs
C  IpeJOCTaBIEHMEM  JIOCTYMa K  HX  JJEeKTPOHHBIM  BEpCUSIM
C TIpUJIaraeMbIMU JOKYMEHTAMH ¥ CBEJICHUSIMHU TIOCPEICTBOM UHGOPMAIHOHHO-
KOMMYHHUKAIIMOHHBIX TEXHOJIOTMH:

a) B (denepanbHOe TOCyAapcTBeHHOE O/KeTHoe ydpexnaeHue "LleHTp
OKCIIEPTM3Bl M KOHTPOJSA KadecTBa MeAMLMHCKON nomomm" MunmucrepcTBa
3npaBooxpaHenust Poccumiickoit ®eneparmu (nanee - LleHTp skcnepTusbl)
NN TIpOBeJIeHUS]  aHajuu3a  MeTOJ0JIOTHYecKOro  KadecTBa  KIMHUKO-
SKOHOMMYECKUX HCCIENOBaHMH JIEKApPCTBEHHBIX IpEernapaToB M HCCIIEIOBAHUU
C WKCIONB30BaHWEM aHajW3a BIUSHUS Ha OIOKETHl OMOKETHOH CHCTEMBI
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Poccuiickoit @eneparuu (nanee - 6101KeT) B COOTBETCTBHH ¢ TpeOOBaHHUAMH K
METOJONIOTHYECKOMY  KadeCTBY  KIJIMHUKO-dKOHOMHYECKHX  HCCIEJOBAaHUN
JIEKapCTBEHHOIO IIpenapara W HCCIENOBAaHMUA C HCIOJIB30BAaHAEM aHAIN3a
BIUSAHNA Ha OIOXeThI OroKeTHOU cucTeMbl Poccuiickoit @enepanyiy, KOTOphle
TpHBeIeHE B HprioxeHnd Ne 5', a Taike M H3ydYeHHS JOTOTHHTETHHBIX
IIOCJIEZICTBMMA NPUMEHEHHUs JICKAPCTBEHHOTO IpenapaTa Ha OCHOBAaHWHM ILKAJIbI
KOJMYECTBEHHON OLEHKW MJOMOJHUTENbHBIX JaHHBIX O JIEKAPCTBEHHOM
penapare, HOPeAYCMOTPEHHOM MHTerpalbHBIMM HIKalaM{ KOMILIEKCHOU
OLICHKY JIEKapCTBEHHOI'O IIpernapara, KOTopble MIpUBeIeHH! B IpriioxeHuu Ne 6;

6) B mpodmibHYI0 deepalbHyI0 T'OCYIapCTBEHHYIO 00pa3oBaTeIbHYIO
OpraHU3aInI BBICIIIETO o0pazoBaHUs (MEOUIITHCKOTO U (un)
dapmaneBTruyeckoro) M (WIM)  JONOJHHTEIBHOTO  MPOQECCHOHANIBHOIO
00pa3zoBaHMsi, OCYIIECTBIISIFOIIYI0O B Ka4decTBE YCTABHOI'O BHJA JEATEIBHOCTH
Hay4YHO-HCCIIeI0BaTeNbCKYIO JeSTeNIbHOCTh, JHOO B MEIHULIMHCKYH) H (MIH)
(hapMareBTUIECKyIO Hay4IHYIO OpraHHu3aluio, ITOIBEJIOMCTBEHHYO
MunucrepcTBy 3apaBooxpanenus Pocculickoit @enepaunu Wi MUHUCTEDPCTBY
HayK{ U BbIcIIero oOpasoBanms Poccuiickoit @enepanuu (najiee - 3KCIepTHAs
OpraHM3alys), I8 IpOoBeJeHUs aHaiu3a UHQOpMallud O CpPaBHUTEIBHON
KIHHIYecKod 3 dekTuBHOCTH M 0e30MacHOCTH JIeKapCTBEHHOro IIpernapara,
OLICHKA 53KOHOMMYECKHX IIOCIEJCTBUH ero MNpHMEHEHHss Ha OCHOBE
MHTEIPaJIbHBIX LIKAJ, KOTOPhIE IPUBEAECHBI B IpMIoXKeHHH Ne 6.".

12. ITyskT 22 U310XUTH B CIeAYyIOIeH peqakIiiu:

"22. KoMmnekcHas  olleHKa  HpoBoauTcs  LIeHTpoM  3KCIIEpPTU3BI
M DJKCIEpPTHBIMH oOpraHm3ainusmMu B TedeHue 30 pabouux pHEH co [HA
IIOJIYYEHUSA OT KOMUCCHUH NPEIJIOKECHUSA. " ‘

13. B myHkTe 23 cnoBo "3KkcnepTu3bl" 3aMEHUTE CIOBaMHU "KOMILIEKCHOU
oneHku'.

14. ITyHKTHI 24 - 26 U37I0XUTH B CIAEAYIOUIEH pelaKuu:

"24. IIpoBeicHHE KOMIUIEKCHON OLIGHKH NPEICTaBICHHBIX 3asBUTEIEM
KIMHUKO-9KOHOMHMYECKUX  HCCJIEJOBaHWU  JIEKapCTBEHHOrO  IIperapara
¥ 000CHOBAaHHOCTHU MONYYEHHBIX IIPY MX MPOBEJAECHNN KIMHUKO-3KOHOMUYECKUX
XapaKTEPUCTHK, 00y CIIOBIIMBAFOIIIX nejgecoobpa3HOCTh - BKJIFOYEHHUS
(MCKITIOYEHHS) JIEKAPCTBEHHOIO MperapaTa B IepeYHH, OCYILECTBIAETCS B TOM
qucie Ha  OCHOBaHWM  pacyeTa  CTOMMOCTH rOJIOBOTO Kypca
Tepamud OpeAllaraeMbIM  JIEKAPCTBEHHBIM IIperaparoM IO CPaBHEHMIO
C JIeKapCTBEHHBIMM IIpeliaparamMy, BKIIOYEHHBIMH B IIEpEYHH, HCXOLd
W3  pacyeTHOM  IeHBl, TPEACTABISIOMENd  CTAaTUCTUYECKYID  MEIMaHy
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3aperuCTPUPOBAHHBIX B YCTAHOBIGHHOM IOPSIKE LEH COOTBETCTBYIOIIMX
JIeKapCTBEHHBIX IpenapaToB (IIpH HATUYUH).

IIpu OTCYTCTBMH 3aperMCTPHUPOBAHHBIX B YCTAHOBJIEHHOM IOPSIKE LIEH
Ha JIEKapCTBEHHblEe IpenapaThl CpaBHEHHWE M OLEHKa OCYIIECTBISIOTCS
B OTHOIIEHUW DACUETHBIX I[€H Ha 3aKylaeMble JeKapCTBEHHbIE IIperapaTsl
B COOTBETCTBUHU C JJAHHBIMH 3JIEKTPOHHBIX ILIOIIAJ0K, Ha KOTOPBIX IPOBOJSTCS
JJIEKTPOHHBIE ayKLMOHBI MO 3aKyIllke JIEKapCTBEHHBIX IIpenapaTtoB IS
roCyJapCTBeHHBIX M MYHHULUIIATBHBIX HYXI. I[Ipu 3TOM pacueTHas IieHa Ha
JeKapCTBEHHble MpemnapaThl MPeACcTaBiseT CTAaTUCTUYECKYyI0 MeIWaHy IeH
(bakTHUeCKUX 3aKylIOK Ha BOCIPOW3BeJeHHEIE JIeKapCTBEHHEIE MpenapaThl (IpH
HAJIA4UH ). '

ITpu OLIeHKE JOTIOTHUTEIBHBIX IIOCJIEICTBUN TIPUMEHEHHUS
JeKapCTBEHHOI'O IperiapaTa TakKXe OCYIISCTBISIeTCS aHalIM3  JaHHBIX
O TOCYJIapCTBEHHOM perucTpanuu, aHalu3 OOpallleHUs JIeKapCTBEHHOTO
nperapara, npearaeMoro JijIs BKIIOUeHUs (HCKIII0UEeHNs) B IEPEUHH, a TaKKe
JIEKapCTBEHHBIX IIpenaparoB, BKIIOYEHHBIX B IIEPEYHH U  HMEIONUX
aHaJOTMYHBle BHOCHMMBIM  JIeKQpCTBEHHBIM IpenaparaMm IIOKa3aHUs K
Ha3HAUE€HWIO B  paMKax COOTBETCTBYIOIIMX  aHAaTOMO-TEpaleBTHUYECKO-
XUMUYECKUX TPYIIIL.

B umemsx monydeHus HeOOXOIWMOH JOMOJIHHUTENHHOW WHGOpMAIuu
M YTOYHEHWs IIPEeJCTABIIEHHBIX B IPEIJIOKEHUM CBEeJCHMI NpU MNpPOBEIESHUU
KOMITJIEKCHOH OIIEHKU OCYIIECTBIISIETCS MOWCK MH(OPMAIMU O JeKapCTBEHHOM
nmpenapare, B TOM YHCJIE€ O KIMHWUYECKUX M (MJIM) KIMHHUKO-3KOHOMUYECKUX
HCCIIeIOBAHUSX JIEKAPCTBEHHOTO IIpermaparta. [Ipu STOM K 3aKIIOYEHUSM,
yVKa3aHHBIM B NyHKTe 25 Hacrosmux [lpaBui, npunararorcs MOJTHOTEKCTOBBIE
myOIUKalMy TaKUX UCCIIEOBaHMM.

25.1lo pesynpraTaM KOMIUIEKCHOW OLEHKM OJKCIEPTHAs OpraHu3alysd
u  lleHTp  dKCHEpTU3Bl  COCTaBIAIOT  COOTBETCTBEHHO  3aKIIOYCHHUE
o pe3yjibTaTaM aHagu3a HWHQOpPMAaIMd O CPaBHUTENBHON KIMHUYECKOU
> dekTUBHOCTY ¥ 0e30IacHOCTH JIGKapCTBEHHOrO IIpernapara, OLEeHKHU
SKOHOMHYECKHX TMOCIECNCTBHH ero IprMeHeHHs 10 (opMme COIIacHO
npuinoxeHuto Ne 7 1 3akimroduesue o pesyibTaTaM aHallu3a METOI0JI0THYECKOTO
KauecTBa KIMHHKO-3KOHOMUYECKUX HCCIeIOBaHMM JIEKapCTBEHHOTO Ipernapara
M UCCIENOBaHUWI C WCIIOJB30BAHUEM aHallM3a BIMSAHUS Ha OIOKeTH
OromxeTHoit cucreMbl Poccutickoit  ®enepanuu, a Takke U3ydeHUS
NOTIOJHUTENBHBIX TOCJIENCTBUA MNPHUMEHEHHUs JIEeKapCTBEHHOTO IIperapara
o ¢opme corimacHo NpuiIoxeHHto Ne 8 (manee - 3akIIOUEHUS HO pe3yJIbTaTaM
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KOMIUIGKCHOM OLIEHKM) M TPEACTAaBIAIOT HX B KOMHUCCHIO IIOCPEICTBOM
MH(GOPMAaIIMOHHO-KOMMYHHUKALMOHHBIX TEXHOJIOTHIA.

26. IIlpepyioxxeHue, B TOM 4YHCJIE TMpUIaraeMble K HeEMY IOKYMEHTBI
M CBEIEHMS, a TaKXKe 3aKIIOUEeHMs [0 pe3yjbTaraM KOMILUIEKCHOM OIIEHKH
B TeueHHe 2 paboumx AHEH co IHS WX MONYyYeHHS HarpaBIISIOTCA KOMHCCHEH
IOCPEACTBOM HMH(GOPMAallMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJOTMI TJIaBHOMY
JKCIEPTY C y4eToM NpoduUis ero AesSTeIbHOCTH IJS IIOATOTOBKH II0 3TOMY
IPEMIOKEHUIO [IPEYCMOTPEHHON MOAMYyHKTOM "X" IIyHKTa 6 HaCTOSIIMX
IIpaBun Hay4HO 0OOCHOBaHHOM PEKOMEHAAINH O BKIOUYeHUH (00 UCKITIOUeHUH,
OTKa3e BO BKJIIOUEHHUH) JEKAPCTBEHHOrO Ipenapara B MEePedHH JeKapCTBEHHBIX
IIpenapaToB IS MEIHWIIMHCKOrO NPHUMEHEHHUS U MHUHUMAJIbHBIA acCOPTHUMEHT
JeKapCTBEHHBIX TIIpernapaToB, HEOOXOJMMEIX JUISI OKa3aHUS MEIUIIMHCKOH
nomouy, o ¢opMme coracHO npuwioxeHuto Ne9 (mamee - HaydHO
obocHOBaHHAas pekoMeHaanus)." .

15. JIoIONHUTE TyHKTOM 26' CIIEIYIOILUErO CONICPKaHM:

"26'. TIpst hOPMHPOBAHHHM MUHHMAIBHOTO acCOPTUMEHTa KOMHCCHUS B
CPOK, He MpeBHIIAONINHA 2 paboyux OHel cO IHS BRIHECEHUS MOJIOXKHUTEIEHOTO
3aKJIIOYEHHS] 10 pe3ysbTaraM JOKYMEHTAJIbHON BSKCHIEPTH3bl, IOCPEICTBOM
NH(OPMAIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTHI HaIpaBlsSeT IpeaioKeHHe
He MEHee 4eM 2 INIaBHBIM dKcHepTaM C yUeTOM Mpoduis UX AesiTeTbHOCTHU. " .

16. AG3a1r nepBhHI IMyHKTa 27 U3NI0XKUTH B CIEAYIOIIEH pelaKIuu:

"27.I'maBHbIM 3KcnepT B TedeHue 10 paboumx qHeEN co IHS HOMy4YeHHUS
JOKYMEHTOB, YyKa3aHHBIX B IIyHKTax26 # 26'  macrosux Ilpasumn,
IpeICcTaBisieT B KOMHUCCHUIO B 3JIEKTPOHHOM BHIE HaydHO OOOCHOBaHHYIO
peKoMeHaanuto.".

17. IlynkT 28 HU3710KUTH B CIEAYIOLIEN peIaKIIiH:

"28. Ilpy HecorylacHM IMOJHOCTHIO WJIM YaCTHYHO C 3aKIIOYEHHUSAMHU II0
pe3yibpTaTaM KOMIUIEKCHOM OLIEHKH TJIaBHBIA O3KCIepT TOTOBUT HAydHO
O0OCHOBaHHYI0 PpPEKOMEHJAIMI0, B KOTOPOH yKa3blBaeT 3aMedaHus C
JETATU3UPOBAaHHEIM OOOCHOBaHHEM M CCBUIKAMHM Ha ITyOIWKanWu O JaHHBIX
KITMHUYECKUX HCCIENOBaHUNM JIEKapCTBEHHOIo IIpernapara U (WiIH) JaHHBIX
MOHHUTOPHUHTA ero 3PGheKTUBHOCTH U Oe30TIacCHOCTH Ha TeppuTopun Poccuiickoit
Oepnepanuu U (Win) 3a pyOexoM, a Takke AaHHBIX KIMHUKO-3KOHOMHYECKUX
HCCIeOBAaHUNA U pacdeToB, OOOCHOBBIBAIOIIMX €ro BBIBOJBI, C IIPHIIOKEHUEM
STUX MyOIUKaIi.".

18. ITynxTe! 29 u 30 nprU3HATh YTPATUBILIVMHU CHUITY.

19. IlynkTsl 31 - 33 U3M0XKUTE B CIEAYIOLIEH pelaKIuu:

"31. 3acemaHus KOMUCCHM NPOBOAATCSA A0 10-TO 4yuciia BTOPOro Mecsia
KBapTaJla, CJIeIyIOLIero 3a KBapTajoM, B KOTOPOM MPECTaBIeHO IpeaIoKEHHUE.
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[lpy »TOM Ha OJHOM 3acelaHMM KOMHUCCHHM paccMmaTpuBaeTcsi He Oojee
15 nexapcTBEHHBIX NIPENapaToB.

PerieHus mo npeayioKeHUsIM NIPUHUMAIOTCS Ha 3acelaHusiX KOMUCCHH B
COOTBETCTBHHM C JIMCTaMH TOJOCOBAaHUS YIEHOB KOMHUCCHH, COAEPXKALIMMH
pe3yabTaThl KOMIUICKCHOW OLEHKH, € Y4eTOM Hay4yHO OOOCHOBaHHOU
peKOMeHIaluu TIiaBHOTO JdKchepra. [lpm 3ToM HayuHo oOocHOBaHHas
peKoMeHalusl IJ1aBHOTO 3KCIEPTa MPEICTABISETCS WIEHAMH KOMUCCHHU.

32.Ha  3acemaHve  KOMHCCHM  NPUITIALIAIOTCS  MpPEACTaBUTEIN
[lenTpa 3xcnepTU3bl U B LENSIX HAyYHOrO ONIIOHUPOBaHUS MpeNCTaBUTENH
3KCIEePTHOM OpraHU3alH.

33. Madopmanus o xozie U pe3ynbTarax pacCMOTPEHUs MpelsIoKeHus, a
TaKk)ke O MeCTe, JlaTeé M BpPEMEHM 3ace/laHus KOMHCCUU pa3Mellaercs 3a
7 pabouux OHEH 10 COOTBETCTBYIOIIEro 3acelaHHs Ha opULMANbHOM CaiTe B
cetu "HMuTepHer".

WMudopmanss o0 TNPHHATBIX Ha 3acefJaHMM KOMHCCHU  pEIIeHHSX
pasMelaeTcst Ha ohuUIUanbEHOM caiite B ceTH "MHTepHeT" B TeueHue 5 pabounx
JIHEH mocsie MpoBeAeHUS 3aceJaHusl KOMUCCHM.".

20. B ab3aue BTopoM myHKTa 34:

a) mocje CcJOB "DKCHEPTHOM OpraHM3aludHd’  JOMOJIHUTH  CJIOBaMH
"u LlenTpa skcnepTussl";

0) CT0BO "IKCIEPTU3BI" 3aMEHUTH CJIOBAMH 'KOMILIEKCHOW OLIEHKHU'.

21. B nynkre 35 crmosa "15 nHeit" 3ameHuTH coBamu 10 pabouux nuei"”.

22.B nynkre 36 cnoBa "®degepajibHbIM  areHTCTBOM  HAy4HBIX
opraHuzainui’ 3aMEHHUTHh CcJioBaMHM 'MHHHMCTEPCTBOM HAyKM M  BBICHIETO
obpazoBanus Pocculickoit ®enepaunn”.

23. B npunoxxenuu Ne 1 k ykazanusim [IpaBunam:

a) MOANYHKT 3.3 mocjie CIOB "NO MPUMEHEHUIO' JONOJHUTH CIIOBaMHU
"c ykazaHHeM Koja MeXayHapoAHOW CTaTUCTUYECKOW KkiiaccubUKaluu
Oone3Hel 1 npobJieM, CBsI3aHHBIX CO 3[J0POBBEM"”;

0) moanyHKT 3.7 mocie CIOB '"JNEKapCTBEHHOTO IpernapaTa’ NOMOJHHUTH
cnoBaMu ", ipenycMoTpeHHble [lepedyHeM HaMeHOBaHUH JIEKapCTBEHHBIX (opM
JeKapCTBEHHBIX NpenapaToB AN MEIUIMHCKOTO MPUMEHEHHUs, YTBEPKISHHBIM
MunucrepctBoM 3apaBooxpaHenus Poccuiickoit @enepauuu’;

B) CHOCKY YE€TBEpPTYIO [IONOJIHUTH CJIOBaMH 'H IIPU TOCYAapCTBEHHOH
pPETUCTpAIIMK HE MOXKET IPEeBBIILIATh TaKylo LeHy" .

24. B npunoxxenun Ne 2 k ykazaHHbIM IIpaBunam:
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a) MOAOYHKT 2.3 mocjie CJIOB "MO NPUMEHEHHIO' IONOJHUTH CJIOBaMHU
"c ykazaHMeM Koja MexxayHapogHOU CTaTHCTHUYECKOM KitaccupuKauuu
OoJsie3Hel u npobJieM, CBSI3aHHBIX CO 30POBbEM";

0) moAnmyHKT 2.6 mocne cioB "JI€KapCTBEHHOro mpenapaTta’ JONOJHUTH
cnoBamu ", mpenycMoTpeHHble [ lepeuHeM HauMEHOBaHU JieKapCTBEHHBIX (GOpM
JIeKapCTBEHHBIX MperapaToB A MEAULUHCKOTO NpUMEHEHHs, YTBEPKASHHBIM
MunucrepctBoM 3apaBooxpaneHus Poccuiickoit Penepanun’.

25. Ionnynkt 3.3 npunoxeHust Ne 3 x ykazauHbsiM [IpaBunam mocrse cioB
"0 NpUMEHEHUIO" OMOJIHUThE CIO0BaMHU ''C yKa3aHHEM Koja MexxayHapoIHOH
CTATUCTHYECKON Kiaccubukauuu Oojie3He U npobsieM, CBS3aHHBIX CO
310pOBBEM".

26. B npunoxenuu Ne 5 k ykazanHbeiM [IpaBunam:

a) MOAMYHKT 5.1 AOMOJIHUTH CJOBaMU ", B TOM YHCJIE HEBO3MOXHOCTH
UX OTKPHITH";

0) MOAMYHKT 5.2 MPU3HATH YTPATUBLINM CHUILY;

B) MOAIYHKT 5.4 U3JI0KUTH B CIEAYIOUIEN PEAAKIIUN:

"5.4. npeAcTaBieHUe B TEUYEHHE OJIHOTO rojla JOKYMEHTOB H CBEJICHUH,
110 KOTOPBIM KOMMCCHEN B TeKyllleM rofy ObUIO BbIHECEHO pelieHUe 00 OTKaze
BKIIFOUEHHUs (MCKJIIOUEHUS) B TEPEYHH, MUHUMAIbHBI acCOPTHUMEHT WIH B
OTHOILIEHUH KOTOPBIX OCYIIECTBISETCS KOMILIEKCHAs! OLIEHKA, 32 UCKIIIOUCHHEM
clydasi, mpeaycMOTpeHHoro myHkToM 9' Ilpapunm ¢opMupoBaHHs nepedHeil
JIEKapCTBEHHBIX MpenapaToB sl MEIUIIMHCKOTO NPUMEHEHHUS] K MUHUMAJIbHOTO
acCOpTUMEHTa JIEKapCTBEHHBIX IIpenaparoB, HEOOXOAWMBIX i OKa3aHHUs
MEIUIMHCKOM [OMOIIM, YTBEPXKAEHHBIX TocTaHoBiIeHHeM [IpaButenscTBa
Poccuiickoit ®enepaumu ot 28 aBrycra 2014 r. Ne 871;";

r)B nognyHkTe 6.1  crnoBo  "skcnepTH3y"' — 3aMEHHTh  CJIOBaMH
"KOMILIEKCHYIO OLICHKY .

27. JIOTIONHUTB NPUIOKEHUEM 5! CIIEIYIOIUETO COIEPIKAHUSL:

3891467



"TIPUJIOXKEHUE Ne 5!

K IIpaBunam dpopmMupoBaHus repeyHent
JeKapCTBEHHBIX IpenapaToB
IJI MEIUITUHCKOTO IIPUMEHEHUS
1 MUHUMAJILHOI'O aCCOPTUMEHTA
JIeKapCTBEHHBIX IPenaparoB,
HEOOXOIHUMBIX IS OKa3aHUsA
MeIUIUHCKON ITOMOIIU

TPEBOBAHHNA

K MEeTOA0JOTH4eCKOMY KAa4eCTBY KJIHHHKO-IKOHOMHYECKUX HCCJIeIOBAaHHH
JIEKapPCTBEHHOI0 NIpenapara H uccJieJOBaHHH ¢ HCIOIb30BaHHEM aHAJIN3a
BJIHSIHUS HA OIOA’KeThl OI0M:KeTHOM cucTeMbl Poccniickoii @exepannu

1. MeTogosoruueckoe KaueCcTBO KIMHUKO-3KOHOMUYECKUX HCCIIETOBAaHUM
JIEeKapCTBEHHBIX IMpelnapaToB M aHaIW3a BIMSHUS Ha OODKETHl O0KEeTHOU
cuctrempl Poccuiickoit ®enepannu (manee - OromKker) IpU3HaeTCA
YIOBJIETBOPUTEIBHEIM IPH COOITIOIEHUH OJHOBPEMEHHO TPEOOBaHHIM:

a) YKa3aHHBIX B IIYHKTE 2, - ISl KIMHUKO-3KOHOMHUYECKUX UCCIEeI0BaHUN
1 aHaJIM3a BIUSHUA Ha OFOKET;

0) ykazaHHBIX B  MYHKTe 3, - I  KJIMHUKO-3KOHOMHYECKUX
HUCCIIeJOBaHUM;

B) YKa3aHHBIX B ITyHKTE 4, - I aHa/I3a BIUSHMS Ha OFOIKET.

2.B mensx ocymiecTBieHHs TPeOOBaHMM K KIMHHKO-3KOHOMHYECKUM
WCCIIEIOBAHNUSIM ¥ aHaM3y BIUSHHS Ha Oro/keT HeoOXoauMmo cobOiofeHue
CIEOYIOILMX YCIOBUIM:

a) MpeICTaBIEHUE PE3YJIbTaTOB OT€UECTBEHHBIX UCCIIeJOBAaHUN;

0) COOTBETCTBUE IMOKa3aHuH K IIPUMEHEHUIO [IpeIaracMoro
JEKapCTBEHHOro  IIpemapara, [0  KOTOPBIM  IIPOBOJMIIACH  KIMHHKO-
DKOHOMHUUYECKAasl OIleHKa ¢ AaHalIUu3 BIUMIHHAS Ha OIO/KET, HNOKa3aHUsIM,
colepXamyMMcsi B HHCTPYKIMH 1O  MEIMIMHCKOMY  IIpUMEHEHHIO
JeKapCTBEHHOIO IIpenapara, a TakXe B ClIydae HAIMYMUS HECKOJIBKUX [TOKa3aHUN
K TNPUMEHEHUIO - IMpPEeACTaBIEHHWE pe3YyJbTaTOB KIWHUKO-3KOHOMHUYECKUX
HCCIIeJOBAHMM M aHaIN3a BIMSHMSA Ha OIOKET IO BCEeM IMOKa3aHWsIM 00 1o
MIOKa3aHUsAM  IIpu  3a00JIeBaHMIX,  XapaKTepUsymroluxcs  HauOonblIen
3a00J1€BaeMOCTbI0, CMEPTHOCTBIO ¥ HHBAJIMANU3ALIUCH;
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B) IpeJICTaBlIeHHE pacyeTa 3aTpaT Ha OCHOBAaHWUHW IICHBl HE HIDKE LECHBI,
IUTAaHUPYEMOH K TOCYJAapCTBEHHOM perucrpanuy, a B cllydae €cld LEeHa
Ha IpelnjaraeMblil JIeKapCTBEHHBIN IpemapaT Yy)Ke 3aperucTpupoBaHa -
Ha OCHOBaHWM IpEJeNbHOM OTHYCKHOM IIeHBI IMPOUW3BOAMUTENS C YUETOM
Han0aBOK, yCTaHOBJIEHHBIX 3aKOHOaTenbcTBOM Poccuiickoit denepanuy;

I') OCYLIECTBIEHHE pacyeTa NPSIMBIX MEAULIMHCKUX 3aTpaT HCXOns
U3 CpeJHHX HOPMAaTHBOB (MHAHCOBBIX 3aTpaT Ha eAWHHLY o0bema
MEIVLAHCKOA IMOMOIIM, YCTAaHOBJIEHHBIX IPOTPaMMON IoCyAapCTBEHHBIX
rapaHTHi OecIjiaTHOrO OKa3aHWsl TCpaXJaHaM MEOUIIMHCKOH  IIOMOIIHX
Ha O4YepeHOH T'OJl ¥ IIIAHOBLIHM MepHo;

N) yKazaHue B oOTdeTe (CTaThe), MNPEACTaBIEHHOM B COOTBETCTBUH
¢ moamyHkToM 5.2 mpwioxenuss Ne 1 x IlpaBunam ¢opmupoBanus nepedHen
JeKapCTBEHHBIX TIPenapaToB ISl MEJULUHCKOTO NPUMEHEHHUSI 1 MUHUMAJILHOIO
ACCOPTHMEHTa JIEKapCTBEHHBIX IpenapaToB, HEOOXONUMBIX M OKa3aHWs
MEIVULIMHCKOM TIOMOILIHM, YTBEPXJEHHBIM TIO0CTaHOBIeHUEM IlpaBHTENbCTBA
Poccuiickoit ®enepaunu ot 28 aBrycra 2014 r. Ne 871 (manee - Ilpasuina),
CCBUIOK Ha HWCITOJIb30BaHHBIE MCTOYHUKYU MHGOpMAUM i KaXAO0ro 3HAYEHUs
noKazarejiel, a TaKxKe MpUBeIeHNe METOIUKH pacuera;

€) pe/icTaBIeHNe pH IIPOBEJICHNH KJIMHAKO-3KOHOMUYECKUX
UCCIEeNIOBAaHWM W aHalu3a BIUSHAS Ha OMOKEeT C  HCHOJIB30BAaHUEM
METOJIOB MaTeMaTHYeCKOTO MOJAETMPOBaHUsA B COCTaBe oOT4deTa (CTaTbH),
MIpEJICTaBICHHOr0 B cooTBeTcTBUM ¢ mpunoxenueM Ne 1 k IlpasBunam, unm
B NPUIIOKEHHY K HEMY MaTE€MaTUYeCKOW MOJeH, aalTUPOBaHHOM K CHCTEME
OTE€UECTBEHHOT'O 3[IPAaBOOXPaHEHUsI, C ONUCAHWEM METOIUKU MOJEIUPOBAaHMUS,
BKJIIOYArOIeH omucanue CTPYKTYPBl MOJEIH, OCHOBHBIX JOIMYIIEHHH MOJIEIH C
UX OOOCHOBaHHEM, KIIOUEBHIX IapaMeTpoB Ui pacueToB, MCTOYHHKOB
MHMOPMAITMK O 3HAYEHUSX KIIOUEBBIX I1apaMeTpOB WINM MPUBEACHUE METOLUKH
pacderTa.

3.B nensx ocymecTBieHuss TpeOOBaHUU K KITMHHKO-9KOHOMUYECKHM
HCCIIEOBaHMUSAM HEOOXOIUMO COOIIO/IEHNE CIeAyIONX YCIOBUIA:

a) IpM  HAJWYAU 10 pe3ysibTaTaM KJIMHUYECKUX  HUCCIIEJOBaHUi
CTaTUCTHYECKH 3HAYMMBIX Pa3Iudui 110 3 (HeKTUBHOCTH U (MIH) 6e30MacHOCTH
MEXIy MpeniaraeMbIM JeKapCTBEHHBIM IPenapaToM U MpenaparoM CpaBHEHHs
UCIIONIB3YIOTCS METOIBl COOTHOIIEHWsS 3aTpaT U 3(PQHEKTUBHOCTH HIIH
COOTHOIIIEHHUS 3aTpaT ¥ IIONE3HOCTH (IpU OTCYTCTBHM II0 pe3yIbTaTaM
KIMHAYECKMX  HCCIEeNOBaHMMA  CTaTHCTHMYECKM  3HAYMMBIX  Pa3iIHYMid
mo sbdextuBHOCTH M (M)  O€30MaCHOCTH  MEXAYy  IpeaaracéMbIM
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JIeKapCTBEHHBIM [pENapaToM M IpernapaToM CPaBHEHUS HCIOIB3YETCS METO/]
MHUHUMH3ALUH 3aTPaT);

0) B kauecTBe Ipemapara CpaBHEHHs WCIONb3YETCs JIEKAPCTBEHHBIM
npernapar (Ipenaparbl), BKJIIOYEHHBbIH B NepeueHb XU3HEHHO HeOoOXOIUMBIX
M BOKHEUIIMX JICKAPCTBEHHBIX MPENaparoB AJI1 MEAMIIMHCKOrO MPUMEHEHUS
(manee - mepevyeHb) W MPUMEHSIOIIMHCA B TeKylled TpaKTHKe JeUeHHUs
MAalMEeHTOB MO TEM )K€ IOKa3aHWUsIM U B TaKOi K€ KIMHUYECKOW CUTYalluH,
YTO W IpeJyiaraeMbli JJeKapcTBEeHHBIH Mpenapar (CpaBHeHUE ¢ JICKapCTBEHHBIMU
npernaparaMy, He BKJIFOUEHHBIMU B MepeyeHb, JOMyCKaeTCs MPU OTCYTCTBHH B
nepevyHe anbTepHATHB s CcpaBHeHUs). ONTUManbHON albTepPHATUBOH IS
CpaBHeHH sBIsieTCs HauOosee 3PeKTUBHBINA U3 JIEKApCTBEHHBIX Mpernaparos,
BKJTIOYEHHBIX B [IEPEUYEHB U UCHIOJIB3YIOIIUXCS 110 TEM K€ TIOKa3aHHSIM U B TaKOH
K€ KIIMHUYEeCKOM CHUTyaluu, UYTO U MpeajaraeMblil JIeKapCTBEHHbBIH Ipemapar.
[Ipy HaMUYUM HECKONBKUX JIEKApCTBEHHBIX [MpernapaToB C OJWHAKOBOM
3¢ (GEeKTUBHOCTHIO ONTHUMAJIBHON allbTEPHATUBOU AJI CPABHEHMsl SIBISIETCS TOT
M3 HHUX, KOTOPBIA XapaKTEepU3yeTcsl HaWMEHbLIEH CTOMMOCTBIO 3a IepUoj
JIedeHuUs;

B) IPOM3BOIUTCS  BBIOOp  KpuTepueB  OHEHKH  3Gh(EKTUBHOCTH
JIEeKapCTBEHHOIO IIpenapaTa, HCIOJb30BAHHBIX MPU NPOBEAEHHH KIMHHUKO-
IKOHOMHYECKOIO HCCIIEIOBaHHs Ha OCHOBAaHUM pe3ylbTaTOB KIMHUYECKUX
HCCIIeZIOBaHUM, NpPEICTaBIEHHBIX B  COOTBETCTBYIOIIEM  MPEIOKEHHH,
yka3aHHoM B tyHKTe 13 Ilpasui;

I) IpU ONMCAHUM Pe3yJIbTATOB UCCIENOBAHUS OTACILHO YKa3bIBAIOTCS:

3aTpaThl Ha [peajlaracéMblii JIEKapCTBEHHBIA Ipenapar M Ipenapar
(mpenapaTsl) CpPaBHEHHUS],

Npyrye OpsiMble METMUMHCKHE 3aTPaThl (€CIIH PACCUUTHIBATIUCH);

npsiMble HEMEAUIIMHCKUE 3aTPaThl (€CIIM PAaCCUNUTHIBAIUCE);

HernpsiMble (KOCBEHHBIE) 3aTpaThl (€CIIH pacCUUTHIBAIIUCE);

1) pe3yJIbTaT aHajdu3a MUHUMHU3aUM{ 3aTpar NpeACTaBIsIeTCS B BUIE
pa3HMLIBl B 3aTparax, OOYCJIOBIEHHBIX [PUMEHEHHEM [peslaraeMoro
JIeKapCTBEHHOT'O IIpenapara 1 mpenapaTa cpaBHEeHHS],

€) pe3y/ibTaT aHajlMu3a COOTHOLUEHHUs 3aTpaThl W 3(P(PEKTUBHOCTH
NpeCTaBIsSeTCs B CIyqasix:

eciy IIpeAjlaraeMblil  JIEKapCTBEHHBI Mpemapar  XapaKTeph3yeTcs
Oompuieit 3 PEKTUBHOCTHIO U OONbIIEH CTOUMOCTBIO, YeM TIpernapaT CpaBHEHUS
(B BHUAE COOTHOILEHHH "3aTpaThl WIM 3(POEKTUBHOCTH" IS IIpeaiaraeMoro
JIeKapCcTBEHHOTrO Ipernapara M npernapaTta CpaBHeHUsI M TIOKa3aTellsl pupalieHus
3bGheKTUBHOCTH  3arpaT (MHKPEMEHTHOTO IIOKazaTedss  '3aTpaThl WM
3¢ dexTUBHOCTE");
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eclid IpeniaraeMblif  JICKQpCTBEHHBIH IIpernapaT XapaKTepHU3yeTcs
6omnpieit 3¢ PeKTHBHOCTHIO U MEHBIIEH CTOMMOCTEIO, YeM IIpenapar CpaBHEHHUA
(B BHIE pasHHIBI B 3arparaXx W pasHUIBl B 3(QGdEKTUBHOCTH TaKUX
JIEKapCTBEHHBIX IIPENapaToB);

K) IPOBOJUTCS aHAM3 YYBCTBUTEIBHOCTH pe3ylbTaTOB pacdyeToB
K HM3MEHEHHSM OCHOBHBIX HMCXOAHBIX [apaMeTpoB  MOJENH, TaKUM
KaKk IEeHbl Ha JIeKapCTBeHHble IIpenapaThl M IIOKa3aTeld KIWHUYECKON
3¢ PeKTUBHOCTH.

4. B gensx ocyllecTBieHus] TpeOOBaHUM K aHANU3y BIUSHUSA Ha OHOKET
HeoOX0IUMO COOIIOeHHE CIeAYIOIINX YCIOBHIA:

a) pacyeThl HE YYHUTHIBAIOT IIPAMEBIE HEMEIUIIMHCKHE U HENpSMBIE
(KOCBeHHbIe) 3aTpaThl (IIPH OIMCAHWHM pPe3yJIbTaTOB OT/AEIbHO YKa3BhIBAIOTCA
3aTpaThl Ha JIEKAPCTBEHHYIO TEPAITHUIO);

0) OoNTUMAaNBHEIA BPEMEHHON IIEPHOJ aHAIM3a BIMSHHMA Ha OrOKET
COCTaBlIsieT He Oonee 5 eT, mpu 3TOM OTAEJBHO YKa3bIBAIOTCS pe3yibTaThl
pacyeToB 3a 1-i roji nprMeHeHUs JIeKapCTBEeHHOT0 Iperapara;

B) XapakTEpPUCTHKH U UHCJIEHHOCTh IeJIeBOH MOIyJsIUU INalUeHTOB,
KOTOPBIM IIperosiaraeTcsl MpUMEHEHHE IpeiaraeéMoro JieKapCTBeHHOIo
Ipernapara onpeeieHEl;

r) pe3yJibTaT  aHauW3a BIMSHUA Ha  OIO/DKET  IPeNCTaBIsIeTCS
B BUJE pasHUILl B TMPSIMBIX MEIULUMHCKUX 3aTparax MexXHay TeKylei
IIpakTUKON JeKkapcTBeHHOM Tepanuu (06e3 ydeTa BKIIOYEHMS B IIEepeqeHb
[IpeAlaraeMoro JeKapCTBEHHOTO IIperapaTa) X OXHIAaEMOM IpaKTHUKOU
(c yueToM BKIFOUEHUS B MepeYeHb IIpeiaraeMoro JeKapCcTBEHHOIO Mpenapara)
3a yKa3aHHBII BpeMeHHOU NepHoI;

1) aHaJIN3 YyBCTBUTEIBHOCTH pE3yNbTaTOB pAacUeTOB K H3MEHEHUSIM
OCHOBHBIX UCXOJHBIX [TapaMeTPOB MOJIENH, TAKIM KaK I[eHbl Ha JIeKapCTBeHHbIE
IIpenaparhl ¥ YUCIEHHOCTH IIeJIeBON MOMYJISIIIUY MallUeHTOB, IpoBeIeH.".

28. IIpunoxenue Ne 6 k ykasaHHbIM [IpaBunam u3I0XUTH B ClenyromIen
peaKIuu:
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"TIPUJIOJKEHUE Ne 6
k [paBunam dhopmupoBanus nepedHei
JIEKAPCTBEHHBIX MpernapaToB
JUTs1 MEAULIMHCKOTO NTPUMEHEHUSI
Y MUHMMAaJIbHOI'O aCCOPTUMEHTA
JIEKapCTBEHHBIX NPENapaToB, HEOOXOIUMbBIX
IUTs1 OKa3aHWsl MEAULIMHCKON MMOMOILH
(B pelakiuy MOCTaHOBJICHUS

IIpaButensctBa Poccuiickoil ®enepaunu
ot 29 oxTs10ps 2018 r. Ne 1283)

NHTET'PAJIBHBIE HIKAJIbBI

KOMILJIEKCHOI OlleHKH JIeKaPpCTBEHHOIr0 npenapara

[I1kana olieHKM ypOBHEN OKA3aTEIBHOCTH PE3YJIbTAaTOB KIMHUYECKUX
. 1
UCCIIETOBAHMH JIEKAPCTBEHHBIX [IpeNapaToB

YpoBeHb [Hxana
XapakTepucTHKa UCCIIEIOBaHUN JIOKa3aTeNbHOCTH OLIEHKH
pE3yJIBTAaTOB (6ans10B)
Cucremarudeckre 00630pbl U MeTa-aHATU3bI I 10
PannoMu3poBaHHbBIE CIENBIE KIIMHUYECKHE II 9
UCCIIEIOBAHMS
PaH1oMM3UpOBaHHEIE OTKPBITHIE KITMHIYECKHE I 8
UCCIIEIOBaHUS
CereBoll MeTa-aHanu3 (B TOM YHCIIE HETIPSAMBIE I 7
CPAaBHEHUSI U CMELIAHHBIE CPABHEHHS)
KoroptHble uccnenoBanus v 6
Hccnenoanus "citydaii-kOHTpOIb" A% 5
Onucanue ciiyyaeB U CEpUU CllydaeB VI 4
MHeHue 3KCnepToB VII 3

Ikana onieHKH ypoBHeH yOeaUTeNbHOCTH A0Ka3aTeIbCTR
o 2
KIIMHUYECKUX UCCIIeJOBaHUM JIEKaPCTBEHHBIX NPEnapaToB

YpoBeHb [lkana
ybeauTeNbHOCTH XapakTepuCTHKa [ToKa3aress OLICHKH
JI0Ka3aTe/IbCTB (6aynnos)
A JOKa3aTeNIbCTBa yOe IUTENbHBL: 3

UMEIOTCS BECKHE JI0KA3aTeNbCTBA NIPEJ1araéMoro
yTBEepXACHUS
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YpoBeHsb IIxana

yOeIuTeTbHOCTH XapakTepHcTHKa [T0Ka3aTes OLIEHKH

JI0Ka3aTe/IbCTB (banmnos)
B OTHOCHUTENbHAS YOeAUTENBHOCTh JOKa3aTeIbCTR! 2

MMEIOTCS JOCTAaTOYHbIE J0Ka3aTeIbCTBA B IIOJH3Y TOTO,
yTOOBI PEKOMEHIOBATH MPENIOKCHHEIHM JTeKapCTBEHHBIN
npenapar UL BKIIFOYSHHS (HCKITIOYEHHS) B
COOTBETCTBYIOUIMH MEPEeYEHB JIEKAPCTBEHHBIX NIPENIapaToB
(u3 mepeyHs)

C JOCTAaTOYHBIX JOKa3aTelIbCTB HET: 1
HMEIOIUXCS JOKA3aTe/IbCTB HeJOCTATOUHO IS
BBIHECCHHSI PEKOMEHIAIINH, HO PEKOMEHIAUN MOTYT
OBITH JAHBI C YUETOM HHBIX OOCTOSTENLCTB

I/IHTer‘paHBHaﬂ KOJIMYCCTBCHHAA OIICHKa KadeCTBA KIIMHHYCCKOI'0 UCCIICOOBaHUA
JICKapCTBCHHOTIO MMpCIiapara

YpoBeHs
YposeHn 6 eI; S O6mas oneHka
XapaKkTepuCTHKa UCCIEIOBaHUS nokasaTenb- | O HCCIEIOBaHHS
HOCTH JJ0Ka3a-
HOCTH JaHHBIX (6annoB)
TETHCTB
CucremaTtrueckuil 0630p [ A OIIpeleNnseTCs KaK
PaHIOMHU3UPOBAHHBIX KIIMHUYECKUX ITPOM3BEACHUE
HCCNIeIOBAaHUM M METa-aHaju3 OLIEHKH
¢ HU3KOM® wIH cpenneir’ KCCIIEOBaHUS
BEPOSTHOCTHIO OMIMOOK (6annoB) ypoBHS
JIOKa3aTENbHOCTH
PasaoMusnpoBaHHbIe KINHIYECKHE II A
.5 JAHHBIX U OIICHKH
UCCIIEIOBAHUS C HU3KOU~ HITH
.4 HCCNEOBAHUS
cpelHEH BEpPOSITHOCTHIO OITHOO0K
(6amnoB) ypoBHSA
CereBoii MeTa-aHanu3 (B TOM YUCIIC I11 A yOeIUTENEHOCTH
HEIpsAMBIE CPAaBHEHUS M CMELIaHHEIC OKA3aTEIbCTB
CpaBHEHUs) ¢ HU3KOM® win cpenmeit’
BEPOSTHOCTHIO OMIUOOK
KoropTHEIe HCcleOBAHUS ¢ HU3KOH v B
VU CpeiHelt’ BepOsSTHOCTBIO OmUGOK
HccnenoBanus "cirydali-KoHTpOAs" © \Y% B
HU3KOK® HitH cpenHeﬁ4 BEPOSITHOCTBIO
omubOoK
Onucanue ciy4aes, Cepuii caydaen VI C
MHuenue 3KkcnepToB VII C
Hccnenoranus modoro musaiina ¢ I C
BHICOKO# BEPOSTHOCTHIO OLIHGOK’ I C
(HH3KOTO0 METOJUYECKOTO KadeCcTBa) m C

28080988.doc
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Yposern
YpoBeHb 6ep - Obmas oneHka
XapaKTepHCcTHKa UCCIEIOBAHUS nokazates- | ) ooh HCCJIeIOBaHUsA
HOCTH JI0Ka3a-
HOCTH JJaHHBIX (6amoB)
TEIbCTB
v C
v C
VI C
vl C

Wroroas vuHTerpaipHas KOJMIECTBEHHAS OLCHKA KaueCTBa KIIMHUYIECKOTO HCCIEI0BAHHUS
JIEKapCTBEHHOrO Mpenapara:
He MeHee 18 - i peKoMeHalNy K BKITIOYEHHUIO JIEKapCTBEHHOTO IIpenapaTa;

He MeHee 12 - 1 pekoMeH Ay K BKIIIOYEHHIO U1 OpgaHHOro JeKapCTBEHHOTO IipernapaTa.

KomnugectBennas OILI€CHKa S(b(beKTPIBHOCTI/I INPUMEHCHUS JJICKAPCTBECHHOTI'O

npenapara B paMKax KJIHHUYECKHX HUCCIeJOBaHUM

OuneHka cTeneHu JOCTHIXCHU S

JlocTmxeHue 1eaeBoro

HanmMenoBanue L[EJIEBOT'0 pe3yJIbTaTa ¢ y4eTOM pe3ynpTaTa C y4eTOM Ixana
KpUTEPHUS OLIEHKI IPEUMYIIECTBa [0 CPABHEHHUIO OpEeHMYIIEeCTBa Iepel | OLIEHKU
3G HEKTUBHOCTH ¢ Tepanuel npenaparamu Tepanuei npenapartamu | (0aioB)
CpaBHEHUS cpaBHeHUs (IPOLEHTOB)
Hampumep, TIOJTHOCTBIO IOCTHUTHYT IIEIEeBO 100 10
KpUTEPHiL: pe3yibTaT (BEICOKAs
CHIDKEHUE YPOBHS 3P eKTUBHOCTD)
apTepHAIBLHOTO . > 90 9
JABMEHHS 10 YaCTUYHO JOCTUTHYT L€JIEBOH
LEJIEBOTO 3HAYEHUS p;?g’HBTaT (CpC,Z[)HS[SI >80 8
3¢ bexTHBHOCTD
70 7
> 60 6
> 50 5
>40 4
>30 3
>20 2
>10 1
HE JOCTUTHYT LIECIEBOH 0 0

Hroro

28080988.doc

pe3ynpTaT (HU3Kas
3¢ ($HEKTUBHOCTD HITH
OTCYTCTBHE 3 (PEKTUBHOCTH)

cpenuss olleHKa 3)HEKTHBHOCTH (OTHOIIEHUE CYMMB] OaJIJIOB 11O
K2XIOMY KpUTEPHIO 3PPEKTUBHOCTH K KOJIMYECTBY KPUTEPHUEB)
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KonnuecTBeHHas olleHKa 0e30macHOCTH IMPpAMCHCHHUA JIEKAPCTBECHHOTO

Impernapara B paMKax KIIMHHYECKHUX HCCIEIOBaHUA

Uucno coydaeB

Onenxa ypoBHs 6€3011aCHOCTH . . Onenxka Becopoit
JIEKapCTBEHHOTO Npenapara MOOUHBIX NEHCTBHH (6anion) K03 unuesT
(IpOLIEHTOB)

[To6ounble gecTBUS 0 0 0
OTCYTCTBYIOT
ITo6ounkIC nefcTBUS JIETKOM >10 -1 0,25
CTEIIEeHH > 20 -1

> 30 -1

> 40 -2

> 50 -2

> 60 -3

>70 -3

>80 -3

>90 -4

100 -4
ITo6ounbie gefcTBUS CpegHER >10 -2 0,5
CTEIIEHH > 20 )

>30 -3

> 40 -3

>50 -4

> 60 -4

>70 -5

>80 -5

>90 -6

100 -6
[ToGouHksle gefcTBUS TOXEIOH >10 -4 1
CTEIICHHM - COCTOSHUS, > 20 -4
IIPOJIJIEBAOIINE HAXOXKICHHE > 30 _5
[MalMeHTda B CTallOHApe UK ; 40 s
IIpeICTaBISAIONINE YrPo3y JJIs =
KUZHI > 50 -6

> 60 -6

> 70 -7

>80 -8

> 90 -9

100 -10

28080988.doc
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Onenka ypoBHs 6e3011acHOCTH
JIeKapCcTBEHHOTIO IIpenapara

Yucno cryyaen
IOOOYHBIX NeHCTBHIHA
(IpolieHTOB)

Ormenka
(bannos)

Becogoit
K03 punueHT

WUtoro

OlleHKa ypoBHS 6e30MacHOCTH (CyMMa IIPOU3BEINCHUH
CPeIHHUX OaUIoB 10 KAKIOMY YPOBHIO 0€30aCHOCTH
JIEKapCTBEHHOTO TperapaTa H COOTBETCTBYIOIIETO

BECOBOTO K03 duiuenTa)

KomnuyecTReHHAas OLEHKA JOMOJIHUTEIHLHON TepaHeBTquCKOﬁ LICHHOCTH
JICKApCTBECHHOI'O IIpeIiapara

HanmenoBanue xpurepus
JOIIOJIHUTEILHON

PesynbTaT oieHKH

HlIxana onesku

TEPANEeBTHUECKON [IEHHOCTH (banm)
1. Kparuocts npuema COKpallleHHe KpaTHOCTH IpueMa +2
COXpaHEHHUE KPaTHOCTH IpHeMa 0
yBEJIMUEHHE KPaTHOCTH IIpueMa -2
2. HoBrlif MeXaHU3M ACHCTBUS HMEET KIMHHYECKHE IPEUMYIIECTRA +2
HE UMeeT KIIMHUYECKHUX IPEUMYIIECTB 0

I1Ixana olleHKH CTOMMOCTH Kypca (rojia) ieueHus JeKapCTBEHHBIM IIpernapaToM

[Mkana
Ilpouent
Pe3ynbraT olieHKH OLIEHKU
OTKJIOHEHUS
(6amn)
1. CrouMMOCTh Kypca WIH FOI0BOI0 JIeYeHUS 6onee 20 +2
npeaaraéMbIM JIEKApCTBEHHEBIM IpernapaToM or 10 10 20 +1
HIKe, YeM CTOMMOCTD JIEYEHUS TIpernapaToM
CpaBHEHHS
2. CrouMOCTb Kypca UJI¥ TOAOBOTO JIEUEeHUS 1o 10 0
mpearaeMbIM JIEKapCTBEHHBIM IIpenapaToM
COIIOCTaBHUMa CO CTOMMOCTBIO JIEUeHHS
[penapaToM CpaBHEHMS
3. CTouMOCTh Kypca WM I'OJIOBOTO JeYeHUs ot 10 mo 20 -1
IIpe/iaraéMbIM JIEKapCTBEHHBIM IIPenapaToM Goxee 20 2

BBIIIC, 9EM CTOUMOCTD JICHCHHUA IIpeIIapaToM

CpaBHCHH

28080988.doc
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. 14
IIxana KTHHUKO-3KOHOMUYECKOM OLEHKH JICKapCTBEHHOTI'O IIpeiiapara

HIxana
[IpoueHT
Pesynprar oLieHKu OLIEHKH
OTKJIOHEHHUS
(6ar)
1.  Kiuandeckas 3¢p¢peKXTUBHOCTH NPeAIaracéMoro 6onee 60 +10
JIeKapCTBEHHOTO IIpenapaTta CTaTUCTUIECKH
P h penap 8 ot 40 mo 60 +9
3HAYMMO BBIIlIe  KIMHUYECKOMH
3} HeKTUBHOCTH TIpenapara CpaBHEHHUS, IIPH ot 20 mo 40 +8
3TOM IPUMEHEHHE JIEKapCTBEHHOTO NIPENapata o1 10 o 20 +7
XapaKTepHU3yeTcs MEHbIINMH 3aTpaTaMy, 4YeM
IpHUMEHeHue NIpenapara CpaBHEHUA
2. KiuHudeckas 9 (peKTUBHOCTD IIPe1aracMoro mo 10 +6
JIEKapCTBEHHOTI'0 IperapaTa CTaTUCTHYECKA
1 o
3HAYMMO BhIIIE  KIMHUYECKOI
3(bPeKTHUBHOCTH TIpenapaTa CpaBHeHUs, IpU
3TOM IIpIMEHEHHEe JIeKapCTBEHHOTO IIpenapaTa
XapaKTepU3yeTcs HeCyleCTBEHHBIMHU
pa3IU4MsAMU C 3aTpaTaMM Ha IPUMEHEHHE
Ipernapara CpaBHEHHUS
3. Kuunaudeckas 3QQeKTUBHOCTS IIpeIaraeMoro - -
JIeKapCTBEHHOTO Iperapara COnocTaBuMa
KJIMHAYECKOH 3(pdEeKTUBHOCTH IIpernapaTa
CpaBHEHUS (CTaTUCTUYECKH 3HAUMMBIE
11
pasiIuyus OTCYTCTBYIOT )
3.1. npHMeHeHHe JEKapCTBEHHOTO IIpernapara 6omee 60 +8
XapaKkTepu3yeTcs MEHbIIMMU 3aTpaTaMu
Partepusy patami, ot 40 10 60 +6
yeM IIpUMeHeHUe NpernapaTa CpaBHeHUs
ot 20 o 40 +4
or 10 go 20 +2
3.2. IIpUMeHEeHUeE JICKapCTBEHHOIO Ipenapara 1o 10 0
XapaKTepU3yeTcsl HeCYIECTBEHHBIMU
pasINuUsIMU C 3aTpaTaMH Ha IIpUMEHEHHE
npernapara CpaBHEHUS '
3.3. nIpuUMEHeHHe IeKapCTBEHHOI0 mpenapara ot 10 no 20 -2
XapakTepu3yercs OOJIBIIMMY 3aTpaTaMH, YeM
PaKTepU3y p ’ ot 20 1o 40 -4
IIpUMEHEHNUe IIpenapara CpaBHeHUs
ot 40 o 60 -6
6onee 60 -8

28080988.doc
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[Ipouent

Pe3synbrar onieHku
OTKJIOHEHHUSI

[IIxamna
OLICHKH

(6amwn)

4.1.

4.2.

4.3.

3891467

Knunnyeckas 3(1)(1)CKTI/IBHOCTI> npeajixaracMoro JJICKapCTBEHHOI'O

10 .
npernapara CTaTUCTUYECKH 3HAYUMO BBILIE = KITMHUYECKOU
3¢ deKTUBHOCTY Tpernapara CpaBHEHHUs, IPH 3TOM IIPUMEHEHHE

JIEKapCTBEHHOIO MpenapaTa XapakTepu3yeTcsi OONbIIUMHU 3aTPaTaMH,

1
YCM IIPUMCHEHHUC TIpCIIapaTa CpaBHCHUA

MHKPEMEHTHBIN [IOKa3aTelb "3aTpaThl WU 6omee 60

3¢ beKTUBHOCTE" IS IPEATIaraeMoro ot 40 110 60

JIEKapCTBEHHOT0 Mpenapara HUxe, ueM

MHKPEMEHTHBIN OKa3aTeNb "3aTpaThl UK ot 20 mo 40
"

st dexTUBHOCTL" Npenapara CpaBHEHUS ot 10 10 20

WHKPEMEHTHBIU [ToKa3aTelb "3aTpaThl no 10

WK 3P GHEeKTUBHOCTE" MpeajiaraeéMoro
JIeKapCTBEHHOIO Mpenapara ConocTaBUM

C HUHKPEMEHTHBIM [10Ka3aTelieM "3aTpaThl WIH
3¢ (exTUBHOCTD" Ipenaparta CpaBHEHHs

VHKPEMEHTHBIA MOKa3aTelb "3aTpaThl WK 6omnee 60
3¢ QeKTUBHOCTH" MpeIaraeMoro

b pen ot 40 110 60
JIEKapCTBEHHOI'O IIpenapaTa BEIIIe
MHKPEMEHTHOTO MoKa3aTess ""3aTpaTsl UK ot 20 o 40

n
3¢ ¢deKkTUBHOCT" Mpenapara CpaBHEHHS ot 10 10 20
Knunnueckas 3¢ppeKTUBHOCTH NpeaaracMoro 6onee 60
JIeKapCTBEHHOTI'O IpernapaTa CTaTUCTUYECKU
p peliap . ot 40 o 60

3HaYMMO HIKE  KIIMHUYECKOH
5} GEKTHBHOCTH NpenapaTa CpaBHEHHUs, IIpH ot 20 no 40

3TOM IIPUMCHEHHE JICKAPCTBCHHOI'O IIpeIiapara oT 10 hio) 20
XapaKTCpHU3yeTCa MCHBILIMMH 3aTpaTaMu, YEM
NPpUMCEHEHHUE MpeiiapaTta CpaBHCHUA

Knuuunueckas 3¢p¢deKTUBHOCTS peiaraeMoro Jo 10
JIEeKapCTBEHHOTO Mpernapara CTaTUCTUIECKU

3HAYHMO HIKe' KIIMHUYECKO

3¢ (heKTUBHOCTH Tpenapara CpaBHEHHS,

[IpY 9TOM 3aTpaThl Ha IPUMEHEHHE

JIEKapCTBEHHOIO TIpenapara XapakTepUu3yIoTcs
HeCYUIeCTBEHHBIMU Pa3UIHsIMHU

+9
+8
+7
+6
+5

+1
+2
+3
+4

+1

-1
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llIkana
[Ipouent
Pe3ynprar olleHKH OLIEHKHU
OTKJIOHEHUS
(6amm)
[0 CPaBHEHHIO C 3aTpaTaMy Ha Ipenapar
CpaBHEHUs
7.  Knuawndeckas 3pGEKTUBHOCTH MpeIaraeMoro ot 10 mo 20 -4
JIEKapCTBEHHOTO IpenapaTa CTaTUCTUYECKH
p penap . ot 20 1o 40 -5
3HA4YMMO HIXKE ~ KIMHUYIECKON
5} (hEeKTUBHOCTH Mpenapara CpaBHEHUS, ot 40 1o 60 -6
MPH 3TOM PUMEHEHHE JIEKAPCTBEHHOTO 6ouee 60 7

npenapara Xxapakrepusyercs OONbIIMMU
3aTpaTaMH 110 CPaBHEHHUIO C 3aTpaTaMu
Ha MpenapaT CpaBHEHUs

IlIxana oLEeHKU BIHSHUS JIEKAPCTBEHHOTO Mpernapara Ha OroKeThl OI0IKETHOM
cucteMsl Poccuiickoit CI)ene:pauI/H/I14

Ixana
[Tpouent
Pe3ynprat oueHKH OLIEHKH
OTKJIOHEHUS
(0amn)
1. TlpumeHeHue npeaIara€Moro JeKapCcTBEHHOIO 6osee 60 +8
nperapaTa NpUuBOIUT II3< CHIDKEHHMIO NMPSMBIX oT 40 110 60 +6
MEIULIMHCKUX 3aTpaT
ot 20 1o 40 +4
ot 10 o 20 +2
2. llpuMeHeHHe npeanaraeMoro JIEKapCTBEHHOIO o 10 +1
npenapara NpUBOIUT K HECYILIECTBEHHOMY
M3MEHEHHUIO MPSMBIX MEIHIHHCKIX 3aTpaT
3. Ilpumenenue npennaraeMoro JIEKapCTBEHHOIO ot 10 go 20 0
npenapara npuBOJUT ]I3< YBEJIMUEHUIO NPSMBIX ot 20 110 40 -1
MEIULIMHCKHUX 3aTpaT
ot 40 no 60 -2
6onee 60 -4

3891467
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[IIxana KOMUYECTBEHHOHN OLIEHKH JIOTIOJHUTENBHBIX TaHHBIX
0 IEKapCTBEHHOM Ipernapare

Hlkana
Kpurepun oneHku PesynbTaT onleHKH OLICHKH
(Oann)
Heo6xoauMOCTE IpUMEHEHUS na +2
JIEKapCTBEHHOTIO ITpenapara Jyisl JuarHoc- HeT 0
THKH, TPODUIAKTUKY, IEUCHUS UIH
peabUIuTaluy IPYU OKa3aHUM
MeIULIUHCKON TOMOIIIH B CiIy4ae
3a00JIeBaHMH U COCTOSTHUH,
npeobagaroIux B CTPYKTYpe
3a60JIeBaEMOCTH ¥ CMEPTHOCTH I'pakIaH
Poccuiickoit Penepanuy, Ha OCHOBaHUU
JAHHBIX TOCYIapCTBEHHOIO
CTATUCTUIECKOTO HAOIOJEHUS
Hanwaue 3aperucTpupoBaHHBIX na +1
B Poccuiickoit ®enepanun HeT 0
BOCIIPOM3BEIEHHBIX JIEKAPCTBEHHBIX
[IpernapaToB
Hanuuue nexapcTBEHHOTO IIperiapara HeT 0
B [IepeYHE CTPATErH4eCKH 3HAUUMBIX na +1

JIeKapCTBEHHBIX CPEJCTB, IPOU3BOIACTBO
KOTOPBIX JOJDKHO OBITH 00ecredeHo Ha
TeppuTopuu Poccutickoit denepatumy,
YTBEPKAEHHOM pPacHOpsDKEHUEM
[TpaButensctBa Poccuiickoit Oenepannu
ot 6 uronnst 2010 r. Ne 1141-p

Hanuune nekapcTBeHHOIO IIpenapara HET 0

B MEPEYHSAX JIEKAPCTBEHHBIX IPENapaToB, na +1
(buHAHCHPYEMBIX 3a CHET CPE/ICTB

OromKeToB cy0BeKkTOB Poccuiickoit

Oenepanuu

Hanmuuue mpousBocTBa (JIOKaIM3aIus) HeT 0
JIeKapCTBEHHOTIO IIperapara Ha BTOPHHYHAS YIIAKOBKA +1

tepputopun Poccutickoit ®enepanun ¥ (WUIH) BBIITyCKAOLIHI

KOHTPOJIb Ka4€CTBa ~ Aa

28080988.doc
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Kpurepuu oueHku

Pe3ynbTart onieHKH

Ixana
OLIEHKH

(6amn)

28080988.doc

BTOpPUYHAS yIIAKOBKA
Y (WJIHN) BBIITY CKAOIIIMIA
KOHTPOJb KadecTBa Ipu
HaIUYHH 3aKJIFOUEHHOTO
cHenuajJbHOTO
WHBECTHUIIMOHHOTO
KOHTpaKTa,
peaoNararIero
co3znmanue B Poccuiickoit
®epepanuu
[POU3BOACTBA FOTOBOM
JIeKapCTBEHHON HOpPMEL,
BKJIFOYAs IPOU3BOACTRO
bapMalieBTUIeCKO
cyOcTtanumy, - 1a

NepBUYHAs ¥ BTOPHUIHAS
yIIaKOBKa,
BBIITY CKAIOIIU T
KOHTPOJIb Ka4ecTBa - Ja

IIiepBUYHAS U BTOPUYHAS
YIaKOBKa,
BBIIIYCKAOLIUI
KOHTPOJIb Ka4eCcTBa Ipu
HAJTMYMH 3aKJIFOYEHHOTO
CIIEIMAJIEHOTO
WHBECTUIIMOHHOTO
KOHTpaKTa,
MpeAnoIararoero
co3nanue B Poccuiickoit
Oenepanyu
IIPOU3BOJCTBA FOTOBOM
JeKapCcTBeHHON (HOPMBI,
BKJIIOYas IIPOU3BOJICTBO
tdhapmMarieBTHUECKOM
cybcTanuum, - 1a

+2

+2

+3
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KpI/ITepI/II/I OLICHKU

Pesynbrar oueHku

IIxana
OIIEHKH

(6ast)

28080988.doc

BCE CTaJuH
TIPOU3BO/ICTBA, BKIIOYAs
TIPOU3BOJICTBO TOTOBOM
JIeKapCTBEHHON (POPMEI

(6e3 mpou3BoOICTBA
(hapmaleBTUIECKOMI
cyOCTaHIMN), - 1a

BCE CTaIUU
IIPOU3BOJICTBA, BKIIIOYAs
MIPOU3BOJICTBO TOTOBOM
JIeKapCTBEHHOH hOPMBI

(6e3 mpou3BoOICTBA
dhapmanieBTUYECKOMN
cyOcTaHLUN), IpU
HaJUYUU 3aKIF0YEHHOTO
CHENUAIBHOTO
HMHBECTUIIOHHOTO
KOHTPAaKTa,
IIpeANOoIararero
cosnanne B Poccuiickoit
®denepanyu
NPOU3BOACTBA TOTOBOM
JIEKapCTBEHHOHU (OPMBL,
BKJTIOYas POU3BOICTBO
tbapManeBTUYECKOU
cybcTaHnyy, - 1a

BCE CTaIHH
MIPOU3BOJACTBA, BKITIOYAS
IIPOU3BOJACTBO TOTOBOM
JeKapCTBEeHHON (HhOpPMEI
Y IIPOU3BOZICTBO
bapmaneBTUYECKOM
cybcranuuy, - na

+4

+5

+7
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IIxamna

Kpurepuu oneHku PesynpTar onenku OIIEHK!U
(6as1)

HToroas oneHKa MpOoYrX MAHHEIX 110 MIPEIIoKeHUI0 (He MeHee +2 s
pPEeKOMEH IAllNH K BKJIFOUSHHUIO AJIsE OpPaHHOT0 JIEKapCTBEHHOTO IIpenapara;
He MeHee +4 NI peKOMEHIAINH K BKIIIOUCHHIO OCTAIBHBIX JIEKapCTBEHHBIX
IIpenaparoB C Y4eTOM 0aJlJIOB, BEICTABICHHBIX TJIABHBIM BHEIITATHBIM
cnienmaarucToM MuHHCTEPCTBA 3ipaBooxpaHenus Poccuiickoit Menepaiuu
B myHKTe 10 HaydHO 000CHOBAHHBIX PEKOMEH AN, TPUBeAeHHBIX

B pwiioxeHu Ne 9 k IIpaBunam ¢popMupoBanus nepeyuHel eKapCcTBEHHbIX
IperaparoB I MEAUNUHCKOTO IPUMEHEHUS 1 MHHUMAJIHHOTO aCCOPTHMEHTA
JIeKapCTBEHHBIX MIPENapaToB, HEOOXOAUMBIX JJIS OKa3aHUs MEIULIMHCKON
NOMOLUTH, YTBEP X AeHHBIM IocTaHoBeHueM [IpaBurensctBa Poccuiickoit
®Oenepanuu oT 28 aBrycrta 2014 r. Ne 871).

! VpoBeHb NOKA3aTENBHOCTH DE3yNBTATOB KIMHUYECKHX MCCIENOBAHHH IIPUMEHSETCS i
dbopManpHOU OLEHKH KayecTBa OTAEIHHOIO KIMHHYECKOTO HMCCIENOBAaHMUS JIEKapCTBEHHOIO
npenapara. KIMHMYECKHX HCCIEIOBaHUH OJHOTO JIEKapCTBEHHOIO IIpernapaTra MOXKET OBITh
HECKOJIbKO, U YPOBHHM HX JOKa3aTeNbHOCTH B 33aBHCHMOCTH OT Au3aifHa KIMHHYECKOTrO
HCCIIEOBAHMS MOT'YT OBITh Pa3/IMdHBIL.
2 VpoBeHb YGEIHTEIBHOCTH IOKa3aTeNbCTB ((GEKTHBHOCTH JIEKAPCTBEHHBIX IPETIapaToB
IpUMEHSETCS NPY OLEHKE COBOKYIIHOCTH MCCIEIOBAaHUN OJHOTO H TOTO XKE JIEKApCTBEHHOIO
npenapara. OcymecTBisercss 06001IeHre TaHHBIX 00 YPOBHAX JOKA3aTEIbHOCTU OTAEIBHBIX
HCCIIENOBaHUM PAa3IMYHOrO KayecTBa U IIPHCBAUBACTCS OAUH U3 3 ypoBHEH yOeIUTEeIbHOCTH.
? Hu3kas BepOSTHOCTb OMMGOK IPHUCBAMBAETCH CHCTEMATHUECKHM 0030paM HIH MeTa-
aHaAJIN3aM NpH COOMIONEHIH OTHOBPEMEHHO CIEIYIOMKX YCIOBUH!

IIOWCK U 0TOOP paboT BBHIIOJHEH ABYMS MK OoJlee UCCIIe0BATENAMU;

I TIOMCKA JIMTepaTypbl HCHONB30BAJUCH KaK MHMHHMYM 2 3IEKTPOHHBIE
oubnuorpaduueckue 6a3bl JaHHBIX;

IpeacTaBieHa WHQOpMAmUs O KOJMYECTBE BKIIIOUEHHBIX M HCKIIOYEHHBIX paboT
C yKa3aHUEM [IPUYHMH UCKITIOUEHHUS;

IpeJCTaBJIeHA XapaKTepUCTUKA BKIIIOYEHHBIX UCCIEIOBAHUM.
* Cpenmsis BEPOSITHOCTDH OIMMOOK NPUCBAUBAETCS MCCIIENOBAHUAM MHOO0Or0o Iu3aiHa B Cllydae
OTCYTCTBHS HH(OpMAIMK MIH HEJOCTATOYHOCTH HHGOpPMAIMM N0 OJHOMY uiu Ooiee
YCJIOBUSIM OLICHKU BEPOSITHOCTH BO3HHUKHOBEHUS OIIHOOK.
Huskas BepOATHOCTh OLIMGOK pAHJOMH3MPOBAHHBIM KIMHHYECKHM HCCIIEIOBAHMAM
[IPACBAaNBaeTCs NP COOMIOAEHUN OTHOBPEMEHHO CIEAYIOMINX YCIOBHM:

paHIOMHU3AIMS INPOBOJAMIACH HA OCHOBE CIy4alHOM IOCIenoBaTeNbHOCTH YHCEI,
IeHEpUPYEMOR KOMIIBIOTEPOM;

"ocneryieHue" OBIIO 3asBICHO WM OTCYTCTBHE "OCHEIUIEHHS" HE MOTJIO IOBIUATH HA
>pdexr BMmemarenbcTBa (€CIM H3y4aeMBIH B HCCIENOBAaHMM IE€PBHYHBIM KpPUTEpHH
3G bEKTUBHOCTH UK HE€30IaCHOCTH ABISIICA 00BEKTHBHBIM);
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JIOJISL TIAIMEHTOB, BBIOBIBIIMX M3 MCCIENOBaHMS, cOCTaBHyIa MeHee 20 MpOLIEHTOB N
U3yvaycs aHajIu3 BPEMEHHU J0 COOBbITUS (Hampumep, olIas BBDKMBAEMOCTh, BBDKHBAEMOCTD
6e3 mporpecCUpOBaHHus U Jp.);

MpEICTABJICHbl pPe3yNbTaThl 10 BCEM 3aIUIAHUPOBAHHBIM IJISl H3YYEHHS KPHUTEpPHSIM
s dexTuBHOCTH U HE30MaCHOCTH.

Huzkas BeposSITHOCTH OLUTMOOK CETEBBIX META-aHAJIM30B (B TOM YUCJIC HENPSAMBIX CPaBHEHHH
W CMENIAHHBIX CPaBHEHUH) MPHUCBAWBAETCS HpPU COOJIIONEHUN ONHOBPEMEHHO CIIENYIOINUX
YCIIOBHH:

B CETEBOM MeTa-aHallu3 (B TOM YHCIE HENMPSAMOE CpPaBHEHUE M CMELIAHHOE CpAaBHEHHE)
BKJIIOYEHBI TOJIBKO PaHIOMH3UPOBAHHbIE KIWHUYECKHUE HCCIICJOBAHUS WM METa-aHATM3bI
PaHIOMH3UPOBAHHbBIX KIIMHUYECKUX UCCIIEJOBAHUH;

XapaKTEPUCTUKU MOMYJISIHMA, BMEIIATENBCTB U OOIIEr0 KOHTPOJIS COMOCTABUMBI;

npeacTaBieHo rpaduyeckoe Wik TabJIMUHOE ONMCAHUE CETH 10Ka3aTelIbCTB;

NpuBEEHbl PE3yNbTaTbl OTAEIbHBIX HCCIECNAOBAaHMM, BKIIOYEHHBIX B CETEBOW MeTa-
aHaJu3 (B TOM YHCIIE HETPSIMOE CPaBHEHHE U CMEIIAHHOE CPaBHEHUE).

"Huskass BepoATHOCTh OWMOOK KOTOPTHBIM  HCCIENOBAHHAM IPHCBAHBACTCS  IIPH
COOJIIOZICHUY OZJHOBPEMEHHO CIIEIYIOLIUX YCIOBHM:

KOropTa SIBJIIETCS PEIPE3CHTaTUBHON 10 OTHOLICHUIO K U3Y4aeMOH MOMyJIsALMY;

H3y4aeMble KOTOPTHI OTOOpaHb! M3 OJHOU M TOH ke MOMYJISINY;

MOJTBEPXKIEHO OTCYTCTBHE HHTEPECYIOIETO KpUTEpHs OIPQPEKTHBHOCTH  HIIA
0e30MacHOCTH B HaYase UCCIeIOBAHNUS;

Kputepun 3pdexTuBHOCTH MK 6€30M1aCHOCTH OIICHUBAIMCH C IIOMOUIBIO HE3aBHCHMOM
OIIEHKH (B TOM YHCJE C OCJEIJICHHEM) MM HCTOJL30BAINCH CBEJEHUs O MalnMeHTax us 6as
JAHHBIX (PETHCTPOB).
® Huskas BEPOSITHOCTh OIIMOOK HCCIICAOBAHHUAM ''Cly4yal-KOHTPOJb' MPHCBAaMBaeTCA IMpPU
COOJIIOZICHHUH OJTHOBPEMEHHO CIIEYIOLIHNX YCIOBHM:

rpynna "ciay4daeB” ABISeTCA pelpe3eHTATHBHOM;

rpymnmna "KOHTpoJei" oTOupanack U3 TOH K€ MOMYJISALHM, YTO H Ipymnna "ciydaes';

MOJATBEP)KACHO OTCYTCTBHE HHTEPECYIOIEro KpUTepus 3GQPEKTHBHOCTH  HIIH
6€30M1acCHOCTH B Ha4aJie UCCIIeIOBAHMUS;

kputepun 3pPeKTHBHOCTH WK 0€30I1aCHOCTH OICHUBAIMCEH C IIOMOUIBIO HE3aBUCHMOMR
OIIEHKH (B TOM YHUCJIE C OCJCIUICHUEM) WM HCIOJIb30BAINCH CBEICHUS O MalleHTax u3 6as
JIAaHHBIX (PErHCTPOB).

Bricokas BeposSTHOCTh OHUOOK HCCIe0BaHUIM JTH000r0 Av3aiiHa NpUCBaUBaeTCs B Cilydae
HecoOMoIEHUs OJHOTO WIH 00Jiee yCIOBUH OIIEHKH BEPOSITHOCTH BOSHHUKHOBEHHUS OLUMOOK.

" TIpu omenke craTMcTHUECKON 3HAYMMOCTH pasiuuuii B 3bMEKTHBHOCTH IOBEPUTEBHBIN
UHTEpBa]I He BKoudaeT | (IS OTHOCHTENBHOTO PHCKA, OTHOUICHUS INAHCOB, OTHOIICHHS
yrpo3) u (WiM) nokasareib cTaTucTudeckoit 3HaunmMoctu P<0,05.

Ipu oreHKe CTaTHCTHYECKOH 3HAUMMOCTH Pa3Nu4udil B 3((PEKTUBHOCTH JOBEPUTEIIbHBIN
WHTEepBaT BKIOYaeT 1 (isi OTHOCUTENBHOTO PUCKA, OTHOLICHHUS IIAHCOB, OTHOLIEHUS YTPO3)
U (MJIH) TI0Ka3aTeNbh CTAaTUCTHYECKOH 3HaunMoctu P>0,05.
2B cuayuae ecnu mpemnaraeMblif JIeKapCTBEHHBIH I[IpenapaT He HMEET aHATOTHYHBIX
JeKapCTBEHHBIX TPENApaToB B MepeyHsX (IpeacTaniseT coOOi HOBbIM MOAXOM K JIEUEHUIO),
WHKPEMEHTHBIN II0Ka3aTesb "3aTpaTbl WIH 3(PQEeKTUBHOCTh' AN HEro CpaBHUBAETCA C
WHKpPEMEHTHBIM IOKa3aTenaeM "3aTpaThl WM  3(GGEeKTUBHOCTR" Ui JIEKapCTBEHHBIX
MPenaparoB, BKIIOYEHHBIX B MEpPeYHU U NPUMEHSIONMXCS MpH 3abojeBaHUAX U3 TOTO XKe
Kiacca MexIyHapo/IHOM CTaTUCTHYECKOH Kiaccudukaiuu 00s1e3Heil 1 npobieM, CBI3aHHBIX
CO 3/IOPOBBEM.

CpaBHHBAIOTCS UHKPEMEHTHBIE MOKa3aTelu "3arparbl WK 3((EKTUBHOCTE", pacCUMTaHHBIE
Ha OIHMHAKOBBIA KJIMHUYECKHH 3G ¢EeKT (TOCTHXEHHE BBI3JOPOBICHHUS, PEMHUCCHH, TOJ
COXPaHEHHOM KHU3HH, [OJ] COXpPAHEHHOH KaueCTBEHHOM XKU3HHU U 1Ip.).
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1 3arparbi, cBs3aHHBIE C NPONECCOM OKA3aHMSL MEIMIMHCKON INOMOIM  (3aTpathl
Ha JIeKapCTBEHHBIE IpernapaTbl, MEIUIUHCKUE M3ICTHs, MCIUIMHCKHE  YCIIyTH,
nabopaToOpHble W WHCTPYMEHTAJbHbIE METOAbl HCCIEOBAaHUSA, pPACXOIHBIE MaTepHalbl,
coJiepKaHHe TMAalieHTa B MEIUIMHCKOM OpraHW3allud WM MEAUIIMHCKHE YCIYTH Ha JIOMY,
T})aHCHOpTI/IpOBKy CaHWTapHBIM TPAHCIIOPTOM H JIp.).

'* MitoroBasi omeHKa [0 pe3ysnbTaTaM OLEHKH SKOHOMHYECKHX MOCIEACTBHHA [PHMEHEHUs
JIEKapCTBEHHOro Mpenapara (He MeHee 6 OauioB XOTA Obl IO OJHOMY W3 3asBIECHHBIX
NOKa3aHu#) A1 PEKOMEHJAIMK K BIUTIOYEHHIO, MPH 3TOM OBl MO WIKaIe KIXHHKO-
DKOHOMHYECKOH OIIEHKH JIEKapCTBEHHOro IpemapaTa U UIKaJie OLCHKH  BIMSHHS
JeKapcTBEHHOro Mpenapara Ha OwokeThl Oro/ukeTHOH cucTembl Poccuiickoit ®eneparun
(manee - 6r0pxeT) cyMMupytoTcs. OlieHKa CTOUMOCTH Kypcea (Tofia) JeueHus JIeKapCTBEHHBIM
IpenapaToM He BIUSET Ha UTOTOBYIO OICHKY.

B chaydae mpeAcTaBieHMS 3asBUTENIEM PE3YJIBTATOB HECKOJBKHX  KIMHHKO-
JKOHOMHYECKHX HCCIENOBaHUI B paMKax OJHOIO INOKa3aHUS Ui ONpENeSICHHS HTOTOBOMH
OLIEHKH BBIOMpaeTcs UcCiIeloBaHue, Habpapiiiee HAMOOBIIUHN HasLI.

B ciaywyae mnpeicTaBieHUs 3asBHTEIEM PpE3YJbTATOB HECKOJIBKUX HCCIICIOBAHUMN
BIUSHUS Ha OIO/DKET B paMkax OJHOTO TOKa3aHWs [UIst ONpEeNeNeHUs UTOTOBOM OLICHKH
BbIOMpaeTcs HcclieioBaHue, Habpagliee HanOOIbIINK Oa.

B cnydae mpencraBiieHus 3asBHUTENEM  PE3YJIbTaTOB  HECKOJBKHUX  KJIIHHHKO-
SKOHOMHYECKHX HCCJIECIOBAHUU 1O pa3HBIM MOKAa3aHUAM HTOTOBas OIEHKA OCYIIECTBIISACTCS
O KaXXIOMY 3asIBJICHHOMY [TOKa3aHMIO.

B crnyuae mnpeAcTaBieHMs 3asBHTENEM pPE3YJIbTATOB HECKOJBKHX HCCIIEIOBAHUMI
BIIMSIHUS Ha OFOJKET IO Pa3HBIM MOKa3aHUSM UTOrOBasi OI[EHKA OCYIHECTBIIACTCS HO KaXKIOMY

3asBJICHHOMY IIOKa3aHHIo. .

29. B npunoxenuu Ne 7 x ykazanasim I Ipapuniam:

a) B HaUMEHOBAaHHWU CJOBa '"MPOBENEHHUs OKCIEPTHU3bl IpeJIOKEHUS
O BKJIIOYeHMM (UCKIIOYEHHUHU) JIEKApCTBEHHOTO TpernapaTa B IepeYyHH
JEKapCTBEHHBIX IIpenaparoB" 3aMeHUTh CJIOBaMHU "aHaliM3a WHQpOPMaIHU
O  CpaBHHUTENBHOH  KIMHUYecKOW 3¢deKkTuBHOCTH H  0€30MacHOCTH
JeKapCTBEHHOTO mpenapara, OLEHKA SKOHOMHYECKMX TOCHeJCTBUH ero
IPUMEHEHUS "

0) MyHKT 6 U3NI0XKUTH B CIICAYIONIEH pelaKiuu:

"6. Pe3ynpTaThl OLIEHKM JSKOHOMHWYECKUX TMOCJEICTBUI MMPUMEHEHHS
JleKapCTBEHHOTO Mpenapara:

6.1. pacuer croMMocTH Kypca (roma) JiedeHUs — IpeJyIaraeMbIM
JIEKapCTBEHHBIM IIPENapaToM 10 CPAaBHEHHUIO C JIEKAPCTBEHHBIMU MpenapaTaMu,
BKJIIOUCHHBIMHM B TMEPEYHH, YKa3aHHBle B MyHKTe 1.1 Hacrosiiero mOKymeHTa,
U TOPUMEHSIONIMMHUCA 1O TeM JKe TIIO0Ka3aHWUsAM, UTO W MpeJlaracMblii
JIEKapCTBEHHBIN Mpenapar:
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IMokazanune
kon Me -
( >1<,z£y CTOMMOCTH CroumocTb
MexnayHa- HapOOHOH
. roi0BOro roaoBOro OueHka
poaHoe CTaTUCTHYECKOM ;
Kypca, Kypca, (6annos) ans
HenareHto- | JlekapcTBeH- | KiaccHgHKalUK
N yKa3aHHas B paccudTaHHas | [penIaraeMoro
BaHHOE Hasa dopma GonesHeit n N
NpeAJI0KEHHH IKCMEPTHOM JieKapCcTBEeH-
HaUMeHOBa- npo0Giem, .
3asABUTENEM opraHusaildeii | Horo npernapara
HHUe CBSI3aHHBIX o o
(pybaen) (pyGneii)
CO 3/I0POBbEM,
pacuundpoBka)

6.2. pe3yibTaThl KIMHUKO-DKOHOMHYECKOW OIICHKHM W OLICHKH BIIHSHUS
Ha Oro/pKeThl Oro/pkeTHON cucTemsl Poccuiickoit ®enepanuu (nanee - 6r10mKeT)
JeKapCcTBEHHOTO Ipenaparta Mo KaXJoMy IIOKa3aHWI0 ¢ YyKa3aHHEM Koja
MexnyHapoaHOH cTaTUCTUYECKOW Kiaccuukaumu OoJie3He u mpodieMm,
CBSI3aHHBIX CO 3/I0POBBEM, pacCIIH(PpPOBKa:

KanHUKO-9KOHOMHYECKOE UCCIIEI0OBAHNE

(aHaK3 BIUAHUS HA OIOMIKET)

PesynbTat onenku

Ouenka (6ayuioB)

Kinanko-3x0HOMHYECKOE UCCIEN0BAHNIE

Amnanu3 BIUSHHSA Ha OI0MKeT

HroroBas oneHka o pe3yyibraraM OLEHKH JKOHOMHYECKUX NMOCIEICTBHMA
NpUMEHEeHHs JIEKapCTBEHHOTO IIpernapara o noka3aHuo';

B) NYHKTHI 7, 9 1 10 uCKIItOUUTH.

30. Jlononuuth npuiioxeHusiMu Ne 8 1 9 crieryroniero coaep xaHus:
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"ITPUJIOXXEHUE Ne 8

K [IpaBuinam ¢popmupoBaHus nepeyHeit
JIEKapCTBEHHBIX MPernapaToB
JUTSE MEIMLIMHCKOTO TIPUMEHEHUS
¥ MAHHMMANBHOTO acCCOpPTUMEHTa
JIeKapCTBEHHBIX ITPernapaTos,
HEOOXOIMMBIX IS OKa3aHUs
MEJMLMHCKON TTOMOIIU

(popma)

B Komuccuro MuHuCTEpCTBA 3[ipaBOOXPAHEHUS
Poccutickoit ®enepaunu

JAKJIOYEHMUE

Mo pe3yJIbTATAM aHAJIH3a METOJ0JI0rH4YeCKOro Ka4ecTBa KJIHHHKO-
IKOHOMHMYECKHX HCC/IeJOBAHNMH JIeKAaPCTBEHHOTr 0 nmpenapara
M HCCJIe0OBAHHUIA ¢ HCIOJIb30BAHHEM aHAJIN3A BJIHSHUA HA O101KeThI
o1o0keTHOM cHcTembl Poceuiickoii Penepanun, a TakxKe U3yYeHHUst
JOTIOJTHHTEJIbHBIX MOCJeACTBHI IPUMeHeHH sl JIEKAPCTBEHHOI'0 penapara

1. Hacrostiee 3aknodeHne KacaeTcsi MaTepUaioB, MIPeICTaBIEeHHBIX:

a) ISl BKIIIOYEHUS JIEKapPCTBEHHOTO TIpenapara B ClAeAyIoue epeyHu:

nepedeHb JKU3HEHHO HEOOXOAMMBIX U BaXXHEHUIIUX JIEKapCTBEHHBIX
penapaTtoB i MEAMLMHCKOrO NpHUMEHEeHUs (Jajee - MepeueHb )XU3HEHHO
HEOOXOIUMBIX U BXXHEHUIHX JIEKAPCTBEHHBIX IIPENapaToB);

IIepeueHb  JIEKapCTBEHHBIX  MpernapaToB, IpeJHa3HAYeHHbIX IS
obecreyeHus Juil, OONBHBEIX reModunueil, MyKOBUCUUIO30M, TUNOMU3APHBIM
HaHu3MOM, Oosiesnpto [omle, 37M0KaueCTBEHHBIMH HOBOOOpPa30BaHUSIMHU
TUMQOUIHON, KPOBETBOPHOM W pPOIACTBEHHBIX MM TKaHEH, pacCesHHBIM
CKJIEpO30M, a TaKXke JIMI NOcie TpaHCIUIAaHTAllMM OpraHoB WU (WJIM) TKaHeu
(manee - mepedeHb JOPOTOCTOSIIINX JEKAPCTBEHHBIX [IPENapaToB);

nepedeHb JIEKapCTBEHHbIX NMpenaparoB Ul MEAMUUHCKOTO MPUMEHEHMUs,
B TOM YHKCJIe JIEKQpCTBEHHBIX MpernaparoB s MEAMLMHCKOTO MpPUMEHEHWs,
Ha3HAYaeMBIX TI0 PEIICHUI0 BpaueOHBIX KOMUCCUH MEAULMHCKUX OpraHu3alfi
(manee - mepevyeHb JEKAPCTBEHHBIX NMpenaparoB [UIsi oOecredeHus OTAENbHBIX
KaTeropui rpax/ax);

0) JUIsl MCKIIIOYEHHUS JIEKApCTBEHHOIO Ipernapara U3 repedHsl )XKM3HEHHO
HEOOXOOUMBIX M  BaXHEUIIMX JIEKAPCTBEHHBIX  IpernaparoB, MepedHs
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JIOPOTOCTOSIIIIAX JIEKAPCTBEHHBIX MpenaparoB W IEepeyYHsl JIEeKapCTBEHHBIX
nperapaToB JJisi oOecnedeHus: OTAETIbHBIX KaTeropuil rpaxk/iaH.

2. Undopmauysi 00 OCYIIECTBIASIOIIKWX PACCMOTPEHHE MaTepHasoB
COTpYIHUKaX (efepanbHOr0 TOCYJapCTBEHHOTO OIOXKETHOTO yuUpexkJaeHHs
"lLlenTp oSKcHepTH3bl M KOHTPOJISI KayecTBa MEIULMHCKOW TMoMOIu"
MunucrepcrBa 3apaBooxpaHeHusi Poccuiickoit ®enepauuu (nanee - LleHTtp
JKCIIEPTHU3bI) BKIIFOYAET B cebsl:

a) paMUIUI0, UM, OTYECTBO COTPYAHHUKA, €r0 JOJKHOCTB;

0) anpec LlenTpa sxcnepTu3bl, TenedoH (paxc), 3NeKTPOHHYIO MOYTY.

3. Undopmanus o rekapcTBEHHOM Mpenapare BKIIOYAET B ce0s:

a) HaUMEHOBaHUE, B TOM YHCIIE:

MEXAYHapOJHOE HEMAaTEHTOBAaHHOE HAUMEHOBAHUE;

B ClOydyae  OTCYTCTBUS  MEXIYHApOOHOLO  HEMAaTCHTOBAHHOT'O
HaWMEHOBAaHMUS - PYNIIMPOBOYHOE HAMMEHOBAHUE;

B ClIydae  OTCYTCTBUS  MEXIYHApPOOHOrO  HEMaTCHTOBAaHHOT'O
WJIM TPYNITUPOBOYHOTO HAUMEHOBAaHUH - XUMHUUYECKOEe HaHMEHOBAHUE;

B Cllydae OTCYTCTBHUS YKa3aHHBIX HAUMEHOBaHMH - TOPromoe
HaUMEHOBaHUE,;
0) Koz aHaTOMO-TEPaANeBTUYECKO-XUMUYECKOM KiaccuduKauu

JIEKapCTBEHHOTO Mpernapara;

B) Ipe[jiaraeMble K BKJIIOYEHUIO WM HCKIIOYEHHIO JIEKapCTBEHHBIE
GbOopMBI  3aperMCTPUPOBAHHOrO JIEKAPCTBEHHOTO Tpernapara (HeoOXOoauMO
MIEPEYUCIIUTD ),

r) UHGOPMALIMIO O BOCIIPOU3BENCHHBIX JIEKAPCTBEHHBIX IpernapaTrax
(npu HaNTUYKUU);

) vHQOpMallMI0O O  JIGKApCTBEHHBIX  Mpenaparax,  BKIIOYEHHBIX
B TIepeyeHb JKU3HEHHO HEOOXOAUMBIX ¥ BaXXHEHUIMX JIeKapCTBEHHBIX
MpermapaToB, B paMKax COOTBETCTBYIOIIMX  AaHATOMO-TepaleBTHYECKO-
XUMHYECKHX TPYIII, a TAaKXKe O JIEKApCTBEHHBIX Ipernaparax ¢ aHaJIOIHYHBIMH
MOKa3aHUSIMH K PUMEHEHHUIO.

4. PesynbTarbl  OLUEHKM  METOJOJOTHMYECKOrO0  KayecTBa  KIMHHKO-
9KOHOMHYECKHX MCCIEAOBaHUU M HCCIENOBaHUM C UCIOJB30BAaHHEM aHaju3a
BIIMSIHUS Ha OrokeThl OrokeTHOM cucTeMbl Poccuiickoit denepanuu (nanee -
OI0JI)KET) BKIIOYAIOT:

a) pe3yNbTaThl  OLEHKH  METOJOJIOTMYECKOr0o  KayecTBa  KIMHHUKO-
SKOHOMHYECKOT0 UCCIIEOBaHMUs, KOTOPBIE 3aNOJHIOTCS MO clieaytoweit hopme
Ha KaXJloe NoKa3zaHUe K IMIPUMEHEHHIO:
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Kpurepuii

OneHka COOTBETCTBUS
TpeOOBaHUIM
(cooTBETCTBYET WK
HE COOTBETCTBYET)

ObocHOBaHIE
pe3yJbTaTOB OLIEHKU
METO0JIOTHYECKOT0

KayecTBa

1. IlpencrasieHs
Pe3YIBTAThI
OTE4YEeCTBEHHOTO
HcciieJoBaHus (aBTop,
Ha3BaHUE, UICTOYHUK
myOmuKaimm, rom)

2. PaccmaTtpuBaemsble
NOKa3aHUs
K IPUMEHEHUIO

3. Bribop npemnapara
CpaBHEHUs

4. MeTton KIWMHHKO-
SKOHOMMYECKOTO
YICCIIEOBAHMU -
COOTHOIICHUS 3aTpaT
a3 dhexTHBHOCTH,
COOTHOIIICHUS 3aTpar 1
IIOJIE3HOCTH,
MUHUMH3AIUS 3aTpaT

5. Bribop xpurepuen
OLIeHKH 3P (HEKTUBHOCTH

6. llena Ha 1eKapCTBEHHBIN
mpernapar

7.  Pacuet npsMbIX
MEOUIMHCKUX 3aTpaT

8. Omwucaunue
MaTeMaTHIECKOH MOIENH
(TIp¥ HATTYVIN )

9. IlpencraBnenue 3aTpar
IIPY OTHCaHUU
pe3ynbpTaToB

10. IlIpencrasinenue
pe3yNbTaToOB
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Kpurepnii

OrneHKa COOTBETCTBUS
TpeOoBaHUIM
(COOTBETCTBYET WU
HE COOTBETCTBYET)

Ob6ocHoBanne
PE3YJILTaTOB OLIEHKHU
METOIOIOTHYECKOrO

KayecTBa

11. Awnamus
4yBCTBUTEIHLHOCTU

12. Ccpliku Ha
HCIIONBb30BaHHbIE

UCTOYHHUKHU I/IH(bOpMaHI/II/I

BriBog (MeToAOIOTHYECKOE
KauecTBO KIMHUKO-

SKOHOMHUYECCKHUX I/ICCHGI[OBaHHI;'I
H aHaJIn3a BIHUAHHUA Ha 6IOlI}KeT

YIOBIIETBOPUTEIBHOE UITH
HEyJOBJIETBOPUTEIILHOE)

0) pe3yibTaThl OIEHKHA METOJOJOTHYEeCKOro KadecTBa HCClael0BaHuil
C HCIIONB30BaHUEM aHaju3a BIUSHUA Ha OOKET, KOTOphIE 3arlOIHAIOTCS

o caeayroiled Gopme Ha Kaxoe IoKa3aHue K IPUMEHEHHUIO:

Kpurepnit

OrieHKa COOTBETCTBUS
TpeOGOBaHUSIM
(COOTBeTCTBYET MU
HE COOTBETCTBYET)

O06ocHOBaHue
pe3yIbTaTOB OLIEHKU
METOJ0JIOTHYECKOTO

KavecTBa

1. [IlpencraBieHsr
PE3YIBTATHI
OTEeYEeCTBEHHOIO

HcclieioBanus (aBTOP,

Ha3BaHHe, HCTOYHUK
MyOIMKaly#, Fox)

2. PaccmatpuBaemblie

MMoKasaHud K IIpUMCHCHHUTIO

3. Ilena Ha JiekapCTBEHHBIN

Ipemnapar

4. Pacuer npsamseix
MEIULUHCKUX 3aTpaT
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OueHka COOTBETCTBUSA O0ocHOBaHUE
. TpeOOBAHUAM e3VJIbTATOB OLIEHKHU
Kpurepnit p pesy
(COOTBETCTBYET WM | METONOJIOTHYECKOTO
HE COOTBETCTBYET) KayecTBa

5. Onucanue
MaTeMaTHYeCKOH MOAeTH
(Ip¥ HATMYKK)

6. IlpencraBneHue npsMbIX
MEIULIMHCKUX 3aTpaT MpH
OTIMCaHUH Pe3yJIbTaToOB

7. DBpemeHHOH! ropu30oHT

XapaKTepUCTUKH U
YUCJIEHHOCTD LIEJIEeBOM
MOMYJISIIUYU TAUEHTOB

9. IlpencraBnenue
pe3yNbTaToOB

10. Ananus
YYBCTBUTEIHHOCTH

11. Ccpuiku HaA
HUCIIOJIL30OBAaHHBIE
UCTOYHUKHU MHPOpMaIUU

BrIiBO (METOMOTOTHYECKOE
Ka4yeCTBO KIIMHHUKO-
SKOHOMHYECKHX UCCIIeTOBaHUIM
Y aHAJIM3a BIMSHUS Ha OI0HKET
yIOBJIETBOPUTENHHOE HITH
HEYIOBJIETBOPUTENBHOE)

5. Pe3ysibTarsl M3y4yeHUs [OMOJHHUTENBHBIX MOCAEACTBUM MNpUMEHEHUS
JIEKapCTBEHHOIO MIpernapaTta BKIIIOYatoT B ceOs:

a) CBEJICHUS! O TFOCYJapCTBEHHOW perucTpauuu, oOpauleHuu, obbemax
rOCyIapCTBEHHBIX 3aKylNOK TMpearacMoro JEKapcTBEHHOro IIpernapara, a
TaK)X€ JIEKApCTBEHHBIX IMpenapaToB, BKIIOYEHHBIX B II€peUYeHb >XM3HEHHO
HEOOXOIMMBIX M BAXHEHIIMX JIEKAPCTBEHHBIX MpenapaToB, B paMKax
COOTBETCTBYIOIIMX AaHATOMO-TEPANEBTUUECKO-XUMHUYECKIUX TPYNI, HMEIOIIIX
aHaJNOTMYHbIE [TOKA3aHUs, TI0 clleaytoniei Gopme:
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Homep Obbembl
PETHCTPALIMOHHOIO rocyJapCTBEHHBIX
yaocToBepeHus (ans 3aKYIOK 3a
BKJIIOYAEMOT0 WUITH NpeALIeCTBYIOLLHIA
UCKJTHOYaEMOTr 0 O0palueHue KaJleHJapHbIH rog
JIEKapCTBEHHOT O NIaKOBKH) 32
Mexnay- P Cpok v )
npenapara) wiu N nepuoa He
HapoHOe JeHCTBUS
Jlekap- KOJTHUECTBO MEHEE OHOTO
HEMaTeHTo- perucrpa-
CTBEHHas PerucTpallHOHHBIX KaJIeHJapHOFO
BaHHOE N LIMOHHOTO
tdopma yAOCTOBEPEHHH u1s roxa, -
Hanme- yIOCTOBE-
JIeKapCTBEHHBIX NpeLecTBYIO- .
HOBaHHE peHus yNakoBoOK | pyOneii
Trpenaparoe, uiero noaave
BIJIFOUEHHBIX B epeyeHb npeanoKeHus

’)KM3HEHHO HEOOXOIUMBIX
U BaXKHEHILINX
NeKapCTBEHHbIX
npenaparos

©) pe3ynbTaThl OKCHEPTH3Bl MPOYMX MJAHHBIX IO JIEKApCTBEHHOMY
npernaparty o cienymolei gopme:

OueHka

Kpurepun oueHkn (6a10B)

Heob6xonuMocTs NpUMEHEHUS JIEKapCTBEHHOTO Mpernapara Jist
IUarHOCTUKHU, IPOGUIAKTUKH, JICUSHHS WK peaOuIUTALAN [Py
OKa3aHMU MEOULIMHCKON MOMOIM B CiIy4ae 3aboJieBaHui U
COCTOSIHUH, peobiiafaloux B CTPYKType 3a00J1€eBa€MOCTH U
CMEpTHOCTH rpaxxaaH Poccuiickoii @enepanuu, Ha OCHOBaHUHU
JIAHHBIX FOCYIApCTBEHHOI'0 CTATUCTUYECKOTO HAOII0ICHUS

Hanwuue 3apeructpupoBansbix B Poccuiickoit @enepanuu
BOCITPOU3BEIEHHBIX JIEKAPCTBEHHBIX [IPEIIapaToOB

Hanuuue nexkapcTBEHHOIO Npenapara B IepevyHe CTpaTeruiecku
3HaYMMBIX JIEKapCTBEHHBIX CPEACTB, IPOU3BOIACTBO KOTOPHIX
JIOJDKHO OBITH 0OecIieueHo Ha Tepputopun Poccuiickoit
Qenepanuu, yTBEPKICHHOM pacnopsbkeHueM [ IpaBurenscTaa
Poccuiickoit ®enepanyu ot 6 utons 2010 r. Ne 1141-p

Hannune nexkapcTBEHHOrO npernapara B mepeyHsx
JeKapCTBEHHBIX MpenapaToB, GUHAHCUPYEMBIX 3a CUeT CPEICTB
6romxeToB cyorekToB Poccuiickoit ®deneparyu

Hanuuue npousBoacTBa (JIOKaTU3aLMK) JIEKAPCTBEHHOTO
npenapara Ha Tepputopun Poccuiickoit ®enepannu

Htoronas onieHka MpoYUX JaHHBIX 110 IPEATOXKEHHIO
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B) CBEJIEHUSI O pPEKOMEHIAUMSIX WHOCTPAHHBIX AareHTCTB IO OICHKE
MEIULIMHCKUX  TEXHONOTMH O  Ies1eco00pa3HOCTH  [OCYJapCTBEHHOIO
(brHaHCUPOBaHUS B WHOCTPAHHOM rocy1apcTBe npeajgaraeMoro
JIEKapCTBEHHOTO Mpernapara 1o cienyromei popme:

IToxazanue Pexomenpanuu HHOCTpaHHBIX aIr€eHTCTB I10 OLCHKEC
K IpHMEHCHHUIO MEIULHUHCKHUX T€XHOJIOIHH

6. CBeneHuss Ui TOATOTOBKU MPEMJIOKEHHH MO0  HCKIIOYEHHIO
JIeKapCTBEHHBIX IpenapaToB U3 YKa3aHHbIX B MOANYHKTe "0" myHKTa I
HACTOSIIIEr0 3aKJIIOUEHHUS] MepeyHed B paMKaX COOTBETCTBYIOIIMX aHATOMO-
TEepareBTUUECKO-XUMHUUECKUX TPYNN M JIEKapCTBEHHBIX NPErapaToB, UMEIOIINX
aHAJIOTHYHbIE [TOKA3aHUs, a TAK)KE MPEJJIOKEHUS 110 KOPPEKLIMY HauMEeHOBaHUH
JIEKapCTBEHHBIX IMpenapaTtoB M HAaUMEHOBAHWHA JIeKapCTBEHHBIX  (Qopm
JIEKapCTBEHHBIX MpenapaToB B COOTBETCTBUM C TOCYJapCTBEHHBIM PEECTPOM
JIEKapCTBEHHBIX CPEACTB 10 clenyoel hopme:

CaeneHus Il IOATOTOBKHA
HpeﬂHO)KCHI/Iﬁ IO UCKITIOYCHUIO

MexayHaponHoe OTteuecTBEHHBIN JIeKapCTBEHHBIX MpENaparos, a
HenateHTOBaH- | JlekapcTBeH- WIH TaKOKE MPENJIOKEHUS 110 KOPPEKIIUH
HOE Hast hopma MHOCTPaHHBIH HaMEHOBaHUH JIEKApCTBEHHBIX
HalMEHOBaHUE IPOU3BOJUTEND [IpenapaToB ¥ HAMMEHOBaHUM

JIEKapCTBEHHBIX HopM
JIEKapCTBEHHBIX IPETapaToB

7.Tlonnucn W pacuudpoBka MoAmuceidl  coTpyaHukoB lleHTtpa
HKCMEPTU3bl, OCYLIECTBISIOMIMX OLEHKY METOJOJIOTHYECKOro  KadecTBa
KJIMHAKO-3KOHOMUYECKUX MCCIIeOBAaHUN W MCCIIEeIOBAaHUM C HCIONb30BaHHEM
aHaJIM3a BIMSHUS HA OIOKET:

(¢.n.0. corpyannka LleHTpa skcnepTu3bl, HOAMUCH)

(pyxoBoautesns Llentpa sxcneptussl, $.4.0., NOANUCH)

Jlata
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ITPMJIOXXEHHME Ne 9

k [IpaBnnam ¢popMupoBaHus repedHen
JIeKapCTBEHHBIX MpenapaToB
IUTSE MeIMIUHCKOTO IIPUMEHEHUS
¥ MUHUMAJILHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaTos,
HeoOXOIUMBIX I OKa3aHUsI
MEIUIIMHCKON TOMOILA

(bopma)

Hayqno 000CHOBaHHAS PECKOMEHAANUA O BKIAIOYCHUH (06 HCKJ/IIOYCHNN,
oTKa3e BO BK.)'[IO‘-IeHI/IH) JIEKAPCTBEHHOTO NIpenapara B IEpe4YHU
JIEKAPCTBEHHBIX NNpenapaToB AJd MEAHIIHHCKOI0O IPpUMEHECHHUSA

4 MHHHUMAJIbHbIH ACCOPTHMCEHT JICKAPCTBEHHBIX IIpenapartros,
HCOﬁXOlII/IMbIX JJIS1 OKA3aHUS MeAUHHHCKOH NOMOIIHU )

1. HaumeBOBaHMe  JeKapCTBEHHOro  Ipemnapata  (MEXIyHapoIHOE
HEIaTeHTOBAaHHOE, IPYIITHPOBOYHOE WIH XUMUIECKOE)
2. JlexapcTBeHHast popMa JeKapCTBEHHOTO IIperapara

3. HacTosmuil OKyMEHT KacaeTcs MaTepruajioB, IIPeICTaBICHHBIX:

a) JUIs BKJIIOYEHHUs JIEKapCTBEHHOI'O IIpernapara:

B IepeueHb JXKU3HEHHO HEOOXOIMMBIX M BaXKHEMIINX JIEKapCTBEHHBIX
NPenapaToB JUii MEIUIMHCKOTO IPUMEHEHHUS ([ajee - MepevyeHb BaKHeMImX
JIEKapCTBEHHBIX [IPENIapaToB);

B IlepeyeHb JICKApCTBEHHBIX [IPEaparToB, IpeAHa3HA4YEeHHBIX IS
obecniedyeHrs nul, OOTBHBIX remoduaueil, MyKOBHUCIIMIO030M, TUIOPHU3APHEIM
HaHU3MOM, Oone3Hpro [omre, 370Ka4eCTBEHHBIMH HOBOOOPa30BaHUSIMHU

TUMOOUTHOMN, KPOBETBOPHOM )51 POJCTBEHHBIX UM TKaHeH,
pacCessHHBIM CKJIEpO30M, a TakXe JUI[ I[I0clle TpaHCIUIaHTalluM OpraHoB
u (mwm) TkaHed (maiiee - TepeyeHb JOPOTOCTOSIIIMX JEKAPCTBEHHBIX
IIpenapaToB);

B IepedyeHb JIEKAPCTBEHHBIX IIpemapaToB I MEIUIMHCKOTO
OpPUMEHEHHS, B TOM YHCJIe JIEKApCTBEHHBIX MPEnapaToB [ MEAUIMHCKOro
NpUMeHeHHs, Ha3HAYaeMBbIX 10 PENICHHIO BpadyeOHBIX KOMUCCUR MEIUIHHCKUX
OpraHu3alui (anee - MepeveHb JeKApCTBEHHBIX IMPEIapaToB A1 o0ecneueHUs
OTHEIBHBIX KaTerOpHUi rpak/iaH);

B MHHUMAaNbHBIM  acCOPTUMEHT  JIEKapCTBEHHBIX  IIPENapaToB,
HeOOXOIUMBIX AJIl OKa3aHUs MeIMIIMHCKOW MOMOIIM (Jajee - MUHUMAIbHBIHA
aCCOPTHUMEHT);
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0) 11 UCKJIIOYEHUS JIEKAPCTBEHHOIO Mpenapara:

U3 MEpPEeYHs] >KU3HEHHO HEOOXOAMMBIX U BaXXKHEHIIMX JIEKapCTBEHHBIX
[penaparos;

13 MEPEYHsI 10POroCTOALLMX JIEKAPCTBEHHBIX MPENnapaToB,;

U3 MepeyvHs JIEKapCTBEHHBIX MpernapaTtoB Jig OOecIieYeHUs] OTACTbHBIX
KaTeropuil rpakJaH;

13 MUHAMAaJIBHOTO aCCOPTUMEHTA.

4. 3asiBIeHHbIE NOKa3aHUs ISl IPUMEHEHHUS JIEKapCTBEHHOTO IIpenapara.

5. O0paiieHue JIeKapCTBEHHOTO TIperapara Ha phIHKE W HaJIH4YUe
MIPOH3BOJCTBA (JIOKanM3alMH) JIEKQpCTBEHHOTO TMpemapara B Poccuiickoi
®enepalvy, BKIHOYas:

a) BpeMs BbIBOJIA JIEKAPCTBEHHOTO TMpernapara Ha pbIHOK B MUpE;

6) rocynapcTBeHHYyI0 peructpauuio B Poccuiickoit ®enepanmu;

B) HAJIUYME€  MPOU3BOJACTBA  BOCIPOU3BEAECHHBIX  JICKAPCTBEHHBIX
npenaparos.

6. AHalloTHYHBIe JIEKapCTBEHHBlE NpenapaTtel B paMKaXx aHaTOMO-
TEepaneBTUYECKO-XUMHUECKUX TIPYII, & TakXe Ha OCHOBaHWM IOKa3aHW
'K TPUMEHEHUIO, CTAHJAPTOB MEOULMHCKOW TMOMOIIM W  KIMHUYECKHUX
pekoMeHJauui (MPOTOKOJIOB JIEYeHUs])) M HaJW4ue BOCIPOU3BEIEHHBIX
JIeKapCTBEHHBIX MpenapaToB (B TOM YUCIIE POCCUMCKUX).

7. Kparkas CpaBHUTEJIbHAS XapaKTepUcTUKa 3¢ HEeKTHBHOCTH
1 0e30IacCHOCTH JIEKapCTBEHHOIrO Ipernapara, a TakXe OCOOEHHOCTH
KIIMHAYECKOT0 TMpPUMEHEHHUs JIEKapCTBEHHOTO IIpernapara B CpPaBHCHHH
C aHajioraMd (KJIMHMYECKHE TIpyNnbl NalUeHTOB, BKIIOYas BO3PACTHBIE
0COOEHHOCTH U IpoduiIs GE30MaCHOCTH U JIp.) C YKa3aHHEM HTOTOBOM OLEHKU
IO pe3ynbTaTaM KOMIUIEKCHOH OLIeHKH (0aJloB).

8. Kpatkoe  KJIMHUKO-DKOHOMMYECKOE  CpaBHEHHE  IIpeiiaraeMoro
JIeKapcTBEHHOI0 IMpemnaparta ¢ aHajoraMd (CTOMMOCTh JIEKapCTBEHHOTO
npenapara 4 Kypca Je4eHHs IO 3asBJIEHHBIM IOKa3aHHSIM, CpaBHEHHUE 3aTpar
CHUCTeMBbl 3IpAaBOOXpPaHEHMS M 1p.) C YKa3aHHeM WTOrOBOM  OLEHKH
O pe3yJIbTaTaM KOMILJIEKCHOHM OLeHKH (6ainoB).

9. Pe3ynbpraThl METONOJOTHYECKOrO KadecTBa KIMHUKO-3KOHOMHYECKUX
UCCNEIOBAHUN M HCCIIEJOBaHUM C HCHOJIb30BAHHEM aHajau3a BIUSHUS
Ha OrojkeThl OrokeTHOW cuctembl Poccuiickoih ®@epepaniid ¢ yKa3aHHEM
UTOTOBOM OLIEHKH IO pe3yJibTaTaM KOMIUIEKCHOU OLleHKH (0aslioB).

10. LlenecooOpa3HOCTh BKIIIOUEHHUS B YKA3aHHBIE B yHKTE 3 HACTOSIIETO
JOKYMEHTa MEpEeYHHU JIeKapCTBEHHOIro Ipemnaparta (B CBA3M C HaJU4YUMeM B
KIUHUYECKHX PEKOMEHAAMAX (MpOTOKOJaX JIeYeHHs)) W CTaHAapTax
MEIUIIMHCKOM TIIOMOIM II0 COOTBETCTBYIOIIUM [OKa3aHUSIM) C YYETOM
PEKOMEHYEMOM YacTOThI PEOCTABJIEHUS 110 cleayrollei gopme:
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lkana
Kpurepun otieHkH Pe3ynpTar OLlEHKH | OIICHKH
(6asutoB)

LlenecooOpa3HOCTh BKIIOUEHHS (HATUYHE 0,8 u BbIlIE +3
JIEKapCTBEHHOT'O IIpenapara B CTaHAapTax 0,6 -0,8 +2
MEJUIUHCKON TIOMOILIN) C YHETOM 0,4-0,6 +1
PEKOMEHIYEMOM YaCTOThI IIPeAOCTaBIICHUs 0,2-04 +0,5

ke 0,2 +0,2
I{enecoobpa3HOCTh BKIIIOUEHUS (HAIUUHE na +2
JIEKapCTBEHHOTO Npenapara B KITMHUYECKUX
peKoMeHJaluaX (IpOTOKOoNaxX JIeYEeHHUs) HET 0

11. 3ameyannss r7IaBHOTO BHEWITATHOIO cHenuanucra MUHHCTEPCTBA
3npaBooxpaHeHuss Poccuiickot ®enepanuu K pesynbTaTaM KOMIUIEKCHOMH
OLICHKH (TIpY HAJIMYUH). ’

12. UtoroBele Oajulbl C Y4e€TOM pe3YyJbTATOB KOMIUICKCHOH OIIEHKH
U B COOTBETCTBUH ¢ IMyHKTamu 10 1 11 Hacrosiiero fokymMeHTa.

13. KpaTkuii BBIBOJ O 1Le/1€cO00pa3HOCTH BKIIOYEHUS (HMCKITIOUEHHUS)
JIEKapCTBEHHOIO TIIpernapara B NEPeYHU U MHUHUMAIBHBIH acCOPTHMEHT,
yKa3aHHbI€ B IIYHKTE 3 HACTOSALIEr0 JOKyMEHTA.

14. IlpennoxeHus 1o LeaecooOpa3HOCTH HCKIIOUYEHHS JIEKApCTBEHHOIO
mperiapata U3 IepeyHell ¥ MHUHMMaJIbHOTO acCOpPTHUMEHTa, YyKa3aHHBIX B
NyHKTE 3 HACTOSIIIEro [I0KYMEHTa, B paMKaX COOTBETCTBYIOLIMX aHATOMO-
TepaneBTUYECKO-XUMHUUECKUX IPYIIL, B TOM YHCIIE IeKapCTBEHHBIX IIpenaparos,
UMEIOILMX aHAJIOTHYHBIE TIOKa3aHUs K PUMEHEHHUIO.

NOANUCH U paciinpoBKa NOAMUCH nata

* Pexomenmauuy  GOpMHPYIOTCS C YYETOM 3aKIIOYEHHH 10 pe3ysibTaTaM aHajIM3a
METOHOJIOTUYECKOTO  KayecTBa KJIMHUKO-3KOHOMMYECKHX HCCIENOBAaHUH M  aHaIM3a
UHpOpPMallMd O CPaBHUTENBHOM KJIMHHYECKOH 3(h¢eKTHBHOCTH H  0e30MacHOCTH
JIEKapCTBEHHOTO Tperiapara, OHEHKM 3KOHOMHYECKUX TOCNEICTBUH ero npUMeHEHUs,
U3y4deHHs JONOJHHUTENBHBIX IOCIAECACTBUH MpHMEHEHHS JIeKapCTBEHHOrO Ipernapara,
npuBeleHHbIX B npuijoxeHusix Ne7 u 8 «k llpaBunam ¢opmupoBanus mnepeunei
JEeKapCTBEHHBIX IIpEeNaparoB A MEJULUUHCKOTO [PHUMEHEHUS W  MHHUMAJIBHOTO
acCCOPTHMEHTa JIEKapCTBEHHBIX MpenapaToB, HEOOXOMUMBIX JUIS OKa3zaHWs MeEAMLUHCKON

MIOMOLIA, YTBEP)KIACHHBIM nocTtaHoBieHueM IlpaBurensctBa Pocculickoit ®enepanun
ot 28 aBrycra 2014 r. Ne 871.".
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