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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024) [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex... Hata coxparenus: 28.08.2024

NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALIMA

NOCTAHOBIEHUE
oT 28 aBrycta 2014 r. N 871

Ob YTBEPXOEHUU NMPABUI
®OPMUPOBAHUA NEPEYHEN NNEKAPCTBEHHbIX MPEMAPATOB
anAa MEAUUUMHCKOro nPMUMEHEHUA U MUHUMAJIBHOIO ACCOPTUMEHTA
NEKAPCTBEHHbIX NMPEMAPATOB, HEOBXOOUMbIX OJ114 OKA3AHUA
MEOWULMHCKOWN NOMOLLX

CrucoK M3MEHSIOMUX TOKYMEHTOB
(B pen. ITocranosnennii [IpaButenscrBa PO ot 12.06.2017 N 700,
o1 29.10.2018 N 1283, or 20.11.2018 N 1390, ot 05.06.2020 N 829,
or 12.08.2020 N 1212, ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

IIpaBurenscTBO Poccuiickoit denepanyiv NOCTaHOBIISAET:
(8B pen. ITocranosnenuii [IpaBurensctea PO ot 12.06.2017 N 700, ot 25.07.2024 N 1009)

1. YrBepauts npunaraemsle [IpaBuna ¢popmMupoBaHus nepedHell JEeKapCTBEHHBIX MPENapaToB Jis
MEIULHUHCKOTO TNPUMEHEHUS M MHWHUMAJIbHOIO AaCCOPTUMEHTA JIEKapCTBEHHBIX  IIPENaparos,
HEO0OXOIUMBIX JJIsl OKa3aHUSI MEAUIIMHCKON TTOMOIIIH.

2. MunucrepctBy 3apaBooxpaneHus Poccuiickoit denepannn yTBepaUTh MOJOKEHUE O KOMUCCUU
MunucrtepctBa  3apaBooxpaHeHust — Poccuiickoit  @exeparnuu 1no  QOPMHUPOBAHUIO  IEpeyHEH
JIEKAPCTBEHHBIX IIPENApaToB Ul MEIULIMHCKOTO IPUMEHEHUS U MUHHUMAIBHOIO acCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX ISl OKa3aHUS MEAMIIMHCKON IMOMOILHM, U COCTaB yKa3aHHOU
KOMMCCHH.

3. YcranoButh, uro B 2014 roay npeasiokeHuss Mo (pOPMUPOBAHUIO MEPEUYHEN JIEKapCTBEHHBIX
IIpEenapaToB Uil MEOUIMHCKOTO IPUMEHEHHS W MHMHHMMAJIBHOIO AaCCOPTUMEHTA JIEKapCTBEHHBIX
MIpernapaToB, HEOOXOIMMBIX U1 OKa3aHWs MEIWLMHCKON IOMOIIM, HAmpaBlAOTCS B MHHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit @enepanyu B opsIKe, MpeaycMoTpeHHOM [IpaBuiiaMu, yTBepKI€HHBIMU
HACTOSIIUM MOCTaHOBJIEHUEM, 110 15 cenTsa6ps 2014 r.

4. ITyuxt 4 nocranosnenus IlpaButensctBa Poccuiickoit @enepanuu ot 29 oktsadps 2010 r. N 865
"O rocyaapCTBEHHOM pPEryJIMPOBaHUM II€H Ha JICKAPCTBEHHBIE MpenapaThbl, BKIIOUYEHHBIE B MEPEUYCHBb
KU3HEHHO HEOOXOMUMBIX M BaXHEWIIWX JeKapcTBeHHbIX mpemapaToB" (CoOpaHue 3aKOHOAATEIhCTBA
Poccutiickoit @enepamun, 2010, N 45, cr. 5851; 2012, N 37, ct. 5002) mocne cnoB "MuHHCTEpCTBOM
SKOHOMHUYECKOro pa3Butusi Poccuiickoit @enepanun” n1onoaHuTh cioBamu ", MUHUCTEPCTBOM Tpyla U
conuanbHou 3amuThl Poccuiickoit @eaepanuu, MUHUCTEPCTBOM PETMOHANIBHOTO pa3BUTHUSI Poccuiickoii
Oenepannn, dOenepanbHO aHTUMOHOMNOIBHON cy>k00ii, DenepanbHOil Cciryk00# Mo Haa30py B cdepe
3aIUTHl TpaB TOTpeOuTenel W Onaromoiyuus denoBeka, dDenepalbHBIM areHTCTBOM HAayYHBIX
opranusanuii’.

5. MunuctepcTBy 3apaBooxpaHeHusi Poccuiickoit denepanuu naBaTh pa3zbICHEHUS O MOPSAKE
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

IIPUMEHECHUA HpaBI/IH, YTBCPKACHHBIX HACTOAIIHUM ITOCTAHOBJICHUCM.

[Ipencenarens [IpaBuTenbcTBa
Poccniickoit ®enepanuu
JA.ME/IBEJIEB

YTBEpKACHBI

nocranoByieHneM [IpaBurenscTBa
Poccuiickoit @enepanuu

ot 28 aBrycra 2014 r. N 871

NMPABUIIA
®OPMUPOBAHUA NEPEYHEN NEKAPCTBEHHbIX MPEMAPATOB
ana MEgQULMHCKOIro nPUMEHEHUA U MUHUMAJIBHOIO ACCOPTUMEHTA
NEKAPCTBEHHbIX NMPENAPATOB, HEOBXOOUMbIX A1 OKASAHUA
MEQWULIMHCKOW NOMOLLIN

CHHCOK M3MEHSIOLINX JOKYMEHTOB
(B pen. [Tocranosnenuii [IpaBurensctea PO ot 12.06.2017 N 700,
01 29.10.2018 N 1283, ot 20.11.2018 N 1390, ot 05.06.2020 N 829,
ot 12.08.2020 N 1212, ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

1. Hacrosiue [IpaBuna ycTaHaBIMBAIOT MOPSAAOK (POPMUPOBAHUS:

a) NnepeuHsa IKU3HCHHO HGO6XOI[I/IMI)IX H BaXHCHIIHUX JICKAPCTBCHHEBIX IIpErapaTroB  JJIA
MCIUITUHCKOT'O IPUMCHCHUS (L[anee - IEpCUCHb BaYKHEHUIITUX JICKApCTBCHHBIX npenapaTOB);

0) mepeyHs JIEKapCTBEHHBIX NPENaparoB, MpEIHA3HAYCHHBIX MJisi oOecrieueHus JHI, OOJIbHBIX
reModuineil, MyKOBHCIUI030M, TUNO(U3apHBIM HAHU3MOM, Oose3Hbto ['omie, 370KayecCTBEHHBIMHU
HOBOOOpa30BaHUAMHU JTUM(POUIHON, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCeSHHBIM CKJIEPO30M,
TFEMOJIMTHKO-YPEMUYECKUM  CHHJIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HAdajioM,
Mykononucaxapugosom I, II u VI tunos, amnactrnueckoli aHeMHEN HEYTOYHEHHOM, HACIEICTBEHHBIM
neduuutom pakropos II (pudpunorena), VII (mabunbnoro), X (Crroapra - [Ipayspa), a Takke JIuIl mocie
TpaHCIUIAaHTAllMM OpraHoB M (WIM) TKaHeW (lajee - MepeyeHb JOPOTOCTOALIUX JIEKapCTBEHHBIX
IIPENapaToB);

(B pen. [Tocranosnennii [IpaButensctBa P@ ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

B) yTpatui cuily. - [locranosnenne IIpaBurensctBa PO ot 03.12.2020 N 2021;

I) MHUHHUMAaJbHOTO aCCOPTUMEHTa JIEKAPCTBEHHBIX IPENapaTroB, HEOOXOAMMBIX JUISl OKa3aHHUs
MEIUIIMHCKON MTOMOLIH (Jajlee - MUHUMAJIbHBIM aCCOPTUMEHT).

2. TlepedyeHp BaXHEWIIWX JICKAPCTBEHHBIX TMpenapaTtoB (GOPMHUPYETCS W3 JIEKAPCTBEHHBIX
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

MpernapaToB JJisi MEIUIIMHCKOTO MPUMEHEHHUsI (J1ajiee - JIeKapCTBEHHbIE Iperaparbl) 0 MK yHAPOIHBIM
HENAaTEHTOBAaHHbIM HAMMEHOBAHMSIM JTHX JIEKAPCTBEHHBIX IpenaparoB (IIpM OTCYTCTBUU TaKHX
HAaUMEHOBAHUM - MO TPYNINHUPOBOYHBIM WIM XMUMHUYECKUM HAMMEHOBAHUSAM), B TOM UHCJIE C Y4YETOM
CTaHJApTOB METUIIMHCKON MOMOIIM, PE3yJIbTAaTOB KIMHUYECKOH ampoOalu METON0B NpPOQHIAKTUKH,
JTUArHOCTHUKH, JICYCHUS U peabuiuTally U KIMHUYECKUX PEeKOMEHAAlN, ¢ yKa3aHHeM crocoda u (Uin)
IIyTHU BBEJIEHUS JIEKAPCTBEHHOI'O IIpernapara, a TAaKKe€ OCHOBHOI'O 3JIEMEHTA WJIU JIONOJIHUTEIBHOTO
AJIEMEHTA JIEKapCTBEHHBIX (POpM, B TOM 4YHCIie TUIA BBICBOOOXKIEHHS JCHCTBYIOLIETO BellecTBa (IIpH
HaJIMYUK), OTBEYAIOIUX OJHOBPEMEHHO CIIEYIOIIUM KPUTEPUSIM:

a) JICKapCTBEHHBIN Tpenapar 3aperucTpUpoBaH B YCTAaHOBIEHHOM TMopsake B Poccuiickoii
®denepauuu;

0) JeKapCTBEHHBIM Ipenapar MPUMEHSETCS C IEJIbI0 JHArHOCTUKH, MPOPUIAKTUKH, JICUYCHUS H
peaduIuTAIK TPU OKa3aHUU METUITMHCKOW TIOMOIIH B cliydae 3a00JICBaHUIA M COCTOSIHUH, B TOM YHCIIC
npeoOyagaronux B CTPYKType 3aboneBaemoctu B Poccuiickoit ®denepanuu, a Takxke 3a0o0jeBaHUM,
MPEACTABIISIONINX OMACHOCTD ISl OKPYKAIOLIUX;

B) JIGKapCTBEHHbIM  mpemapaT  oOdajgaeT  JOKa3aHHbIMU  KIMHUYECKUMH, M (WJIH)
KIIMHUKO-?KOHOMHYECKHMHU TPEUMYIIECTBAMH, U (WIM) OCOOCHHOCTSMU MEXaHWU3Ma JeHCTBUs, U (WIIN)
OosblIel 6€30aCHOCTBIO MPU TUArHOCTUKE, TPOPHIAKTUKE, JIEUCHUN UM PeaduIuTaluu 3a00eBaHUH,
CHUH/IPOMOB M COCTOSIHUM IO CpPaBHEHHUIO C JPYTMMH JIEKapCTBEHHBIMHM IIpernaparaMy IMpU JICUEHUU
OIIpeJIeIEHHOT0 3a00JIeBaHUs WM COCTOSHUS.

(. 2 B pea. [locranoBnenus IIpaBurenscrBa P® ot 25.07.2024 N 1009)

3. IlepedyeHb OOPOTOCTOAILIMX JEKAPCTBEHHBIX IpPenapaTtoB (OPMHUPYETCS MO MEXITyHApOIHBIM
HENAaTEeHTOBAaHHbIM HAWMEHOBAHMSIM JTHX JIEKAPCTBEHHBIX MpenaparoB (IIpU OTCYTCTBUM TaKUX
HaMEHOBaHMH - MO TPYNIUPOBOYHBIM MM XMMHUYECKMM HAaMMEHOBaHHMSIM) B Ipenenax o0beMOB
OIOPKETHBIX ACCUTHOBAaHUM, NPEIyCMOTPEHHBIX B (efepaabHOM OIJKETe Ha COOTBETCTBYIOIIMN
(UHAHCOBBIA TOA M IUIAHOBBIM MEPHOJ, M3 JIEKAPCTBEHHBIX IPEMNapaToB, OTBEYAIOUIMX CJETYIOIUM
KpUTEPUSIM:

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 12.06.2017 N 700)

a) JIGKapCTBEHHBIM TMpernapaT 3aperucTpUpoBaH B YCTAaHOBJICHHOM TMopsake B Poccuiickoit
Oenepanny;

0) JexapCTBEHHBIH MpenapaTr BXOJUT B IEPEUEHb BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

B) JICKApCTBEHHBIN Mpenapar UMEeT MPEUMYIIECTBO MO CPABHEHHMIO C JPYTUMU JIEKAPCTBEHHBIMHU
npenaparamMy Py JICUEHUHU JIUI, OOJBHBIX TeMOopuiIneld, MyKOBHUCIIHI030M, TUIO(U3apHBIM HaHU3MOM,
6ome3ubto ['o11e, 310Kka4ecTBEHHBIMU HOBOOOpa30BaHUSAMU JIUM(OUTHON, KPOBETBOPHOM U POJCTBEHHBIX
UM TKaHEH, paCCeSHHBIM CKJIEPO30M, F€MOJIUTUKO-YPEMHUUYECKUM CHHIPOMOM, FOHOIIECKHUM aPTPUTOM C
CHUCTEMHBIM HauyajaoM, Mykonosmcaxapuao3om I, I u VI tunos, annmactuueckoi aHeMued HEYyTOUHEHHOM,
HacyencTBeHHBIM AeduumtoM ¢aktopoB Il (pubpunorena), VII (madbunsroro), X (Crioapra - [Ipayspa),
a TaKoKe JIUI] MOCJIe TPAHCIITIAHTAIIMK OPTaHOB U (WJTN) TKaHEH.

(B pen. [Tocranosnennii [IpaButensctBa P@ ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

3(1) Bkirouenue JICKAPCTBCHHOT'O IpeliapaTa B TMTCEPCUCHb MAOPOroCTOAIINX JICKAPCTBCHHBIX
npernapaTroB U IIpU HCO6X0,£[I/IMOCTI/I HUCKIIIOYCHHUE U3 HETO B COOTBECTCTBHUHU C ITOJIOXKCHHAMH HACTOAIIUX
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

[TpaBun anbTEpHATUBHOTO JICKAPCTBEHHOT'O ITIperapaTa He J0JDKHO NMPHBOAUTH K YBEIMYEHHIO 00BHEMOB
OIOJDKETHBIX ACCUTHOBAaHUH, MNPEIyCMOTPEHHBIX B (QenepaabHOM OMOKeTe Ha COOTBETCTBYIOIIUI
(bMHAHCOBBIN IO/ U TVIAHOBBIHN MEPUO/T.

(m. 3(1) BBenen [locranosnenuem IIpaBurenscrBa PO ot 12.06.2017 N 700)

4. YTpatun cuny. - [locranosnenue [IpaButensctBa PO ot 25.07.2024 N 1009.

5. MuHUMaNbHBIA aCCOPTUMEHT (POPMHUPYETCS Ul Pa3IMYHBIX BUJOB ANTEUHBIX OpraHU3aLUN U
UHJVBUAYAIbHBIX MPEANPUHUMATEICH 110 MEXKIYHApOJHBIM HENAaTCHTOBAaHHBIM HAUMEHOBAHHAM
JIEKapCTBEHHBIX IIpenaparoB (IIpM OTCYTCTBUM TAaKUX HAMMEHOBAHUM - 10 TPYNIMPOBOYHBIM WIIU
XMMUYECKMM HaMMEHOBAaHMSIM) U3 JICKApPCTBEHHBIX IPENaparoB A MEIULMHCKOIO IPUMEHEHMS,
OTBEYAIOUIUX CIEAYIOIINM KPUTEPUAIM:

a) JICKapCTBEHHBIH Tpenapar 3aperucTpUpoBaH B YCTAaHOBIEHHOM Topsake B Poccuiickoit
®denepauuu;

0) JeKkapCTBEHHBIH MpenapaTt BXOJUT B MEPEUYCHb BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

B) JIEKapCTBEHHBIM IpemnapaTr, Haxondluiics B oOpaiieHun Ha Teppuropun Poccuiickoii
@Denepanyy, UMEET HE MEHEE 2 COOTBETCTBYIOIIMX €My II0 MEXIyHapOJAHOMY HENAaTEHTOBAHHOMY
HAaUMEHOBAHMIO JIMOO 3aMEHSIOUIEMY TaKO€ HAaMMEHOBAHHME TIPYNIHPOBOYHOMY WIM XUMHUYECKOMY
HaMMEHOBAHMIO BOCIPOM3BEIEHHBIX MM OMOAaHATOTOBBIX (O0MOI0I00HBIX) JIEKAPCTBEHHBIX ITPENapaToB B
aHAJIOTMYHBIX JIEKAPCTBEHHBIX (hOpPMAaxX U J03UPOBKAX, IPOU3BOJIUMBIX JBYMsI U 00Jiee IPOU3BOIUTENSIMU
(32 MCKIIOUEHHEM JIEKapCTBEHHBIX IpEnapaToB, MPOU3BOJAUMBIX €IWHCTBEHHBIM OTEYECTBECHHBIM
MIPOU3BOTUTEIIEM);

(8B pen. IlocranoBnenus Ilpasutenscrea PO ot 03.12.2020 N 2021)

I') JIEKapCTBEHHBIN MIpernapaT COrJIacHO JIaHHBIM 00 00beMax Mpojax Ha (papMalieBTUYECKOM PBIHKE
Poccuiickoit ®enepanuu BocTpeOOBaH CHCTEMON 3paBOOXpPAHEHHS U HACEIIEHHEM B TEUYEHHE BCEro
KaJICHJJapHOTI'0 roja.

6. JlekapcTBeHHblE IIpenaparbl MCKIOYAIOTCA U3 TEPEeYHs BaXKHEUIIUX JIEKAPCTBEHHBIX
[IpenapaToB, MEPEUHs JOPOrOCTOSIINX JEKaPCTBEHHBIX MPEnaparoB (fajee - MepeyHn) U MUHUMAIbHOTO
ACCOPTHUMEHTA M0 PEIIEHHUI0 KOMHUCCHH, YKa3aHHOM B nyHKTe 8 Hacrosumx [IpaBuin, npu nmepecmortpe
MEpCUHA BaXKHEUIITNX JICKAPCTBCHHLBIX ITPEHIapaToOB MO MPEATOKCHUAM MI/IHI/ICTepCTBa 3ApaBOOXPaHCHHUA
Poccuiickoit ®enepany, TIaBHOTO BHEMITATHOTO clelHalucTa MUHHUCTEPCTBA 3/IpaBOOXpaHEHUs
Poccuiickoit @enepannn (janee - TJIaBHBIA AKCIEPT) U CyOBEKTa OOpaIieHus JIEKapCTBEHHBIX CPEICTB
(manee - 3asBUTENB) C MPUIIOKEHUEM JOKYMEHTOB M CBEJIEHUM, MOATBEPKIAIOIINX HATMYUE OJHOTO U3
CIIEYIOIINX CITyYaes:

Ipe/CTaBlIeHHe HAay4YHO OOOCHOBAaHHON pPEKOMEHJALMU TJIABHOTO JKCIEpTa, MPEIyCMOTPEHHOM
NMyHKTOM 26 Hacrosamux IIpaBwi, mnpum BKIIOYEHHMM B NEPEYHH TEPANEBTUYECKH AHAIOTMYHOIO
JIEKAPCTBEHHOI'O npenapara, o0Jaaroero JIOKa3aHHBIMU KJIINHUYECKUMU, u (nmm)
KJIMHUKO-PKOHOMHUYECKHUMH MPEUMYIIECTBAMHU, U (MJIM) OCOOEHHOCTSAMM MeXaHU3Ma JeWcTBUs (najnee -
TEPANEeBTUYECKN aHAJIOTUYHBIN JIEKAPCTBEHHBIM IIpenapar), a TakKe B CIydae, €CIM BKJIIOYEHHBII B
IIEPEYHM JIEKAPCTBEHHBIN ITpenapar He IPUMEHSIETCS B CYIECTBYIOIINX CXeMaxX Tepanuu;

MNpeaACTaBJICHHUC NPOU3BOJUTCIICM JICKAPCTBCHHOI'O CPCACTBA 0o ACPIKATCIIEM WJIM BJIACIBLCM
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

PETUCTPALIMOHHOTO  yIOCTOBEPEHMs JICKapCTBEHHOI'O Ipernapara MpeaioKeHuss 00 HCKIIOYeHUH
JIEKapCTBEHHOTO MpEIapara u3 NEPEYHEN MPHU MOSABIEHUHA CBEICHUIN O TOKCUYHOCTH WM HEXEIATEIbHbIX
peaKkuusx MNpu NpUMEHEHUH JIEKApCTBEHHOTO Mpenapara 1 HaTM4uu 000CHOBAHUS TaKOT'O UCKIIIOUECHMUS,

IIPUOCTAHOBIICHUE IIPUMEHEHUS JIEKAPCTBEHHOr O Ipenapara B Poccuiickon ®enepannu;
OTMEHa roCyJIapCTBEHHON perucTpauuu (perucTpainun) JeKapcTBEHHOI 0 penapara;

IpeKpaleHre MPOU3BOACTBA JIGKAPCTBEHHOrO Iperapara Ju0o ero mocTaBoK B Poccuiickyio
@denepannio, OTCYTCTBHE B TEYEHHE II€PUOJA, MPEBBIIIAIOLIEIO OJIWH KaJeHIapHbId Troj, BBOJA
JICKapCTBCHHOTO TperapaTa B TpaxkIaHCKuil 000poT B Poccuiickoit deaepanuu M OTCYTCTBHE OCTATKOB
JIEKapCTBEHHOTO npemnapaTa B Poccuiickoit @enepannu;

UCKJIIOYEHHE JIEKapCTBEHHOI'O Mpenapara U3 MepedHsl BaKHEHIIMX JIEKApCTBEHHBIX MPENaparoB -
JUIs TIEpeYHs JOPOTOCTOSIIUX JIEKApPCTBEHHBIX IPENapaToB U MUMHUMAJIBHOTO aCCOPTUMEHTA.

TepMuH "cyObeKT 0OpalieHus JIEKapCTBEHHBIX CPEACTB" HCIoNb3yeTcs B HacToAmux [IpaBunax B
3Ha4eHuH, ycTaHoBieHHOM DenepabHbiM 3akoHOM "OO6 00paleHuy JeKapCTBEHHBIX CPECTB".

JlekapcTBEHHBII Tpernapar MOAJISKUT UCKITIOYCHHUIO U3 TIEPEYHeH 1 MUHUMAJILHOT'O aCCOPTUMEHTA B
COOTBETCTBUH C HACTOSIIUM ITYHKTOM M MyHKTOM 6(1) Hactosimux [IpaBui npu HACTYIUICHUH OJHOTO H3
YKa3aHHBIX B JAaHHBIX MYHKTax CJIy4acB B OTHOIICHUH BCEX DKBUBAJICHTHBIX JIGKAPCTBEHHBIX (hopm
TaKOr'o JIGKapCTBEHHOTO Tperapara.

(. 6 B pen. [Tocranosnenus [paBurenscTBa PO ot 25.07.2024 N 1009)

6(1). JlekapcTBeHHBIE mTpemaparbl MOAJEKAT HUCKIIOYCHHIO W3 TMepeuyHed M MHUHUMAIbHOTO
ACCOPTUMEHTA, €CJIM B TeUeHHe 6 MecsleB IOCIie BKIIOUEHHS JIEKAPCTBEHHOTO Tpernaparta B MepeueHb
BOXHEHIIUX JIEKAPCTBEHHBIX TMpENaparoB HE 3aperucTpupoBaHa MpefelibHas OTIYCKHAas IeHa
MIPOU3BOIUTEIIS HA JICKAPCTBEHHBIN TTpermapar.

(m. 6(1) BBenen [locranoBnennem [IpaButensctBa PO ot 29.10.2018 N 1283)

6(2). B nepeyHu 1 MUHUMAaJbHBIM aCCOPTUMEHT BKJIIOYAIOTCSI OJIHOKOMIIOHEHTHBIE JIEKAPCTBEHHbBIE
npemnaparsl. KoMOMHUpOBaHHBIE JIEKApCTBEHHbIE MIPENapaThl BKIKOYAIOTCS B EPEYHHU B CIIydae, €Clld 10
pe3ysbTaTtaM OLEHKHU, POBEIEHHON B COOTBETCTBUM ¢ NoAMyHKTOM "0" myHkTa 19 Hactosmmux IIpasui,
JIOKa3aHO MX IPEUMYIIECTBO B NPUMEHEHMH M CTOMMOCTH II0 CPaBHEHHIO C OJAHOKOMIIOHEHTHBIMH
JIEKapCTBEHHBIMU MpernapaTaMu.

(B pen. [Tocranornenuii [IpaBurensctBa PO ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

[Ipu BK/IIOYEHHH KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX IPENapaTOB B MEPEYHU U MHUHUMAJIbHBIN
ACCOPTUMEHT OJHOBPEMEHHO BKIIIOUAIOTCS BCE 3apeructpupoBaHHble B Pocculickoir denepanuu
OJIHOKOMITIOHEHTHbIE JIEKApCTBEHHBIE MTpernapaThl, U3 KOTOPBIX COCTOUT Takas KOMOMHAIIMSL.

Eciu xorss ©Obl OAMH KOMIIOHEHT KOMOMHHMPOBAaHHOTO JIEKAPCTBEHHOTO TMpemnapara He
3apeTUCTPUPOBAH U HE oOparraeTcs Ha Tepputopun Poccuiickoit denepannun Kak OJHOKOMIOHEHTHBIN
JIEKAapCTBEHHBIA TMpenapar, Mpyd BKIIOYEHUHM B MEPEYHH U MUHUMAIbHBIA aCCOPTUMEHT TaKOro
KOMOWHHMPOBAHHOTO JICKAPCTBEHHOTO TMpernapaTta HE TMPUMEHSIIOTCS TIOJIOKEHUsT ab3aia TepBOro
HACTOSIIET0 MyHKTA.

(a63arn BBeneH [loctanosnenuem I[paBurensctBa PD ot 03.12.2020 N 2021)
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

(. 6(2) BBenen [locranoBnenuem IlpaBurenscrBa PO ot 29.10.2018 N 1283)
6(3). Yrpatun cuny. - [Tocranosnenue [IpaButensctBa PO ot 25.07.2024 N 1009.

7. IlepedyeHb BaxXHEWIIMX JIEKAPCTBEHHBIX IpenapaToB (GopMUPYETCs U IepecMaTpUBACTCS HE PExe
oIHOro pasa B roa. IlepeueHb JOpOrocTOAIMX JEKAPCTBEHHBIX IPENapaTOB M MHHMMAJIbHBIN
acCOPTUMEHT (OPMHUPYIOTCS HE PEXe OJJHOTO pasa B 3 roza.

(B pen. [locranosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)

8. dopmupoBaHUE NEpeYHEd W MUHUMAJIBHOI'O aCCOPTHMEHTa OCYLIECTBISETCS 00pa30BaHHOMN
MunucrepcTBOM 31paBooxpanenusi Poccuiickoit denepannu komuccuei o GopMUpoOBaHUIO TepedHeit
JIEKapCTBEHHBIX IPENapaToB U MUHUMAJIBHOTO aCCOPTUMEHTA (J1aj1ee - KOMUCCHS).

(. 8 B pea. [locranoBnenus IlpaBurenscrea P® ot 12.06.2017 N 700)

9. BHeceHue W3MEHEHHMI B TIEPEYHHM U MUHUMAIBHBI aCCOPTUMEHT OCYIIECTBISETCS B
COOTBETCTBHUH C MOJOKEHUSAMHU HacTosiux [IpaBui.
(. 9 B pen. [locranornenus IIpaBurensctea PD ot 12.06.2017 N 700)

9(1). OmepartuBHOE BHECEHHWE W3MEHEHHWHW B TMEPEYHH U MHUHUMAIBHBIA ACCOPTUMEHT
OCYIIECTBIISIETCS B COOTBETCTBUU C MOJOKEHUSIMH HacTOSMX [IpaBui Ha OCHOBaHUM U B CPOK, KOTOPBIE
YCTAaHOBJIEHBI ~ COOTBETCTBYIOIIMM  mopyuyeHueM IIpaButenscrBa  Poccumiickoit  ®Pepepanyu 0
PaccCMOTPEHUH KOMUCCHEH MPETIOKEHUI O BKIIIOUEHUH (00 UCKITIOUEHUH ) JIEKAPCTBEHHBIX MPENapaToB B
MEPEYHN U MUHUMAJIbHBIA aCCOPTUMEHT.

(m. 9(1) BBenen [locranoBnennem [IpaButenscrea PO ot 12.06.2017 N 700)

9(2). OnepatrBHOE BHECEHHE B MEPEUEHb BAXXKHEHUINMX JIEKAPCTBEHHBIX MPENapaToB U3MEHEHUH B
YaCTH BKJIFOUEHUS JIEKAPCTBEHHBIX MPENapaToB, BO3MOKHBIX K HA3HAUYEHUIO M IPUMEHEHHIO /IS JIeUeHUs
1 1poUIaKTUKU 3a00JeBaHU, MPEACTaBISIONIMX OMACHOCTb JUIsl OKPY’KAIOLIUX, MPETyCMOTPEHHBIX
METOJIMYECKUMH pPEKOMEHJanusaMu MuHucTepcTBa 31paBooxpaHeHust Pocculickonn @enepauuu, B
YCIIOBUSX 4Ype3BbIYANHONW cHUTyalluM W (WJIM) NPU BO3HUKHOBEHHH YIPO3bl PACIPOCTPAHEHMSI TaKUX
3a00JeBaHUN, OCYLIECTBIsIETCS MO TNpeAcTaBieHnto MuHucTepcTBa 0€3 NpUMEHEHHs IOJIO0XKEHUH,
yCTaHOBIIEHHBIX ITyHKTaMu 13 - 35 HacTosmmx [IpaBur.

IIpencraBinennbie MuHUCTEPCTBOM 31paBooxpaHeHust Poccuiickonn denepanuu NpeayiokReHUus 10
BHECCHHUIO YKA3aHHBIX M3MEHEHMH B TEPEYCHb BAXKHEHIIMX JICKAPCTBEHHBIX IMPENapaToB IMOJIekKAT
OMEepPaTUBHOMY PACCMOTPEHHUIO Ha 3acelaHMM KOMHUCCHUU C ydacTHeM HpejcTaBuTelied MuHucrepcrBa
3npaBooxpaHeHus Poccuiickoit @enepann, MUHHACTEPCTBAa TPOMBIIUIEHHOCTH U TOProBiu Poccuiickoi
Oenepannn, DegepanbHON CIYKOBI O HAI30pYy B cdepe 3apaBooxpaHeHus, DenepalbHON CIIyKObI O
Hag30py B cdepe 3ammThl MpaB moTpedureneit u Omaromonyumsi ueioBeka u  DenepanbHOU
AHTHUMOHOTIOJFHOU CITY>KOBI, SIBIISIOIIUXCS YIeHaMH KoMuccuu. Ha 3acenanre KOMUCCUU MPUTIAMIAIOTCS
IJIaBHBIA DKCIEPT, a TakKe MNpPeJCTaBUTENIb MPOU3BOJUTENS JIEKAPCTBEHHOrO IIpernapara B IENSIX
PacCMOTPEHHMS U COTJIacOBaHUs LIEHbI Ha JIEKAPCTBEHHBIN MpernapaT, KOTOPYIO MPOU3BOAUTEIND ILIIAHUPYET
3aperucCTpUpPOBATh.

(m. 9(2) BBenen [locranoBnennem [IpaButenberBa PO ot 12.08.2020 N 1212)

10. Opraau3aniMOHHO-TEXHUYECKOE OOECTICUeHHE JESITEIIPHOCTH KOMHCCHH  OCYIIECTBIISET
MunucrepcTBo 3apaBooxpanenus Pocculickon denepanuu.
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

11. B cocraB koMHCCHMM BXOIAT MpelcTaBuTen MHUHHUCTEPCTBA 3ApaBooxpaHeHus Poccuiickoii
®enepauny, MuHucTEepcTBa NMPOMBILIIEHHOCTH U ToproBiu Pocculickon ®Penepannu, Munucrepcrsa
TpyJa W COIHANIBbHOW 3ammThl Poccuiickoit Denepannu, denepanbHOil CIIy)Obl MO HaI30py B cdepe
3npaBooxpaHeHus, PenepanbHOl cayxkObl MO Haa30py B cdepe 3alUThl IpaB NOTpeOUTENeH u
OJ1aromnory4us YEJI0BEeKa, denepanbHON AHTUMOHOIIOJIbHON CITykOBI, denepaibHOrO
ME/IUKO-OMOIOTHYECKOT0 areHTCTBa, MMHHUCTEpCTBAa HAyKH M BbIcIIero oOpas3oBanusi Poccuiickoit
Oenepannu, UHBIX (enepaabHbIX OPraHOB HCIIOJHUTEIBHONM BJIACTH M HCHOJHUTENBHBIX OPraHoB
cyonrekToB Poccuiickoit @enmepanmu B cdepe OXpaHBI 370pOBBS, 00pa30BATEIBHBIX OpTaHU3AMUN
BBICILIET0 O0pa30BaHMsI, peaju3yIoUINX 00pa3oBaTelbHbIE MPOrpaMMbl MEIUIIMHCKOTO OOpa3oBaHUs U
(dapMarieBTHUECKOr0 00pa3oBaHUsA, MOJIBEAOMCTBEHHBIX (e/epalbHbIM OpraHaM HCIOJHUTEIbHOM
BIIACTH, a TaKXe MEAMIMHCKUX, (PapMaleBTUYECKHMX M HAY4YHBIX OpraHH3aIuii, MO0JBEJOMCTBEHHBIX
denepanbHBIM  OpraHaM  HWCIOJHHUTENBHOM  BIACTH (32 HMCKIIOYCHHEM TaKUX  OpraHU3alui,
OCYIIECTBISIOLINX KOMIUJICKCHYIO OLIEHKY B COOTBETCTBHH € IMyHKTOM 19 HacTosamux [IpaBun).

Ha 3acemanum koMuccuu MPUCYTCTBYIOT IPU HAJIWYUMM IPEIBAPUTEIBLHOrO OOpallleHus B
IIUCHbMEHHON (hopMe B aJpec KOMUCCHM, MOCTYIUBIIErO0 HE MO3JHEE 4eM 3a 5 pabouux AHEH 10 THS
COOTBETCTBYIOILIETO  3ac€laHMsl KOMHUCCUM, MPEACTABUTENb  3asBUTENs, MPEJACTABUTENN  BCEX
IIPOM3BOIUTEINICH JIEKapCTBEHHBIX IpernaparoB U (WJIM) BIaJesblibl (Iep)KaTelld) perucTpaldioOHHBIX
YAOCTOBEPEHUHN B paMKaxX MEXIyHapOJHbIX HEIaTEHTOBAHHBIX HaWMEHOBAHHM, KOTOpBIE MPEAIaraloTcs
K pacCMOTPEHHIO, MPEACTaBUTENb OOILECTBEHHOTO OOBEJUHEHUS, OCYIIECTBISIONIErO NESITEIbHOCTh B
cdepax 31paBOOXpaHEHHsI, O0PALICHHUS JIEKAPCTBEHHBIX CPEICTB M 3aIUTHI MIPaB TpaKAaH B 3TUX cepax,
a TakXe MNpPEJCTaBUTENM HMHBIX (elepabHbIX OPraHOB HCIOJIHMTENIBHOM BIACTM M HUCIOJHUTEIBHBIX
opraHoB cy0bekToB Poccuiickoit denepanuu B cepe OXpaHbl 310pOBbs, NPEACTABUTENN KOTOPBIX HE
BXOJSIT B COCTaB KOMUCCHH.

(m. 11 B pen. Ilocranosnenus [Ipasutenscta PO ot 25.07.2024 N 1009)

12. 3acenaHuss KOMHCCHM TpPaHCIUPYIOTCS Ha  oQHUIMaIbHOM caidiTe MUHUCTEpPCTBa
3npaBooxpaHeHus Poccuiickoit ®enepanuu B MHQOPMAIMOHHO-TEJIEKOMMYHUKAIIMOHHOW  CETH
"NnTepHer" (nanee - opunmansHelii cait B cetu "MHTepHeT").

13. 3asButeny HampaBisieT He mo3aHee 10-ro uymcia mepBOro Mecsia KBapTaja B KOMHUCCHIO
CIIEAIOIINE TMPEJUIOKEHUSI B 3JIEKTPOHHOM BHJE MOCPEACTBOM HH(POPMALMOHHO-KOMMYHHUKAIMOHHBIX
TEXHOJIOTUH C MPUII0KEHHUEM B FIIEKTPOHHOM BHUJIE COOTBETCTBYIOIINX JOKYMEHTOB M CBEICHUH:

(8B pen. IlocranoBnenus IlpaButenscrBa PO ot 29.10.2018 N 1283)

a) IpPeUIOKEHUE O BKJIIOYEHHM JIEKapCTBEHHOIO Ipernapara B IEPeYHU MO (OopMe COIIACHO
npwioxenuto N 1;

0) mpenso’keHue O BKIIIOUEHUHU JIEKApPCTBEHHOTO Ipernapara B MUHUMAIbHBIA acCOPTUMEHT IO
¢dopme cormnacHo nmpuisioxkeHuto N 2;

B) TIPEIJIOKEHHE 00 HMCKIIOYEHUHU JICKapCTBEHHOTO Tpemnapara W3 mepedHerd mo ¢GopmMe COTiiacHO
npuiokenuto N 3;

T) TIpeIIOKEHNE 00 MCKITFOYEHHUH JIEKAPCTBEHHOTO TperapaTa u3 MUHUMAIHHOTO aCCOPTUMEHTA T10
¢dbopme cormmacHo npunoxeHuto N 4.

14. Ytpatun cuiy. - [loctanosnenune [IpaBurensctBa PO ot 29.10.2018 N 1283.
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

15. Komuccuss B Teuenue 4 pabouux JHEH CO AHS TOCTYIUICHUS MPEUIOKEHUN, YKA3aHHBIX B
nyHkre 13 Hactosmux [IpaBun (nanee - mpeioKeHUE), OPraHU3yeT MPOBEICHUE UX JOKYMEHTAIbHOU

IKCIIEPTH3BL.
(B pen. [Tocranosnenuit [IpaButenscrBa PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

[Ipy nHOKyMEHTANBHOM SKCHEepTHU3e IMpOoBepseTcs Haaexamee OQOopMIICHHE MPEAJIOKEHUS B
COOTBETCTBUH C HAcTOSIIMMU lIpaBuiaMu, MoiHOTA U TOCTOBEPHOCTH HPEACTABICHHOW WH(POPMAIUU O
JIEKApPCTBEHHBIX Ipernaparax, B TOM YHCIE€ €€ COOTBETCTBUE CBEICHUSAM, COJACpNKAUUMCA B
TOCYJapCTBEHHOM peecTpe JICKapCTBEHHBIX CpPEACTB, IO pe3yibTaTaM KOTOpPOH odopmiseTcs
3aKioueHne 1o ¢opme cormacHo npuioxkeHuto N 5 (majee - 3akiIlOYeHHE [0 pe3yJibTaTaM
JOKYMEHTaJIbHON IKCIEPTU3HI).

16. IlpenyiokeHne OTKIOHSETCS OT AaJIbHEHIIIET0 PAaCCMOTPEHHUS MIPU:

a) HeHauIeXKaneM o(popMIICHUH TIPEIJIOKEHHS M TIPUIIaraeéMbIX K HEMY JIOKYMEHTOB M CBEJICHHIA, a
TaKKe HAINYMU B MPEJICTABICHHBIX 3JICKTPOHHBIX (aiijlaX MOBpEXAeHUH, HE MO3BOJISIOLIMX paclo3HaTh
€ro COJCpIKaHue;

6) IpeACTaBJICHUN JOKYMCHTOB U CBG,Z[CHPIIZ B HCIIOJITHOM O6’beMC;

B) MPE/ICTaBICHUM IPEIJIOKEHHUS B TE€UEHUE 6 MECSLEB IOCIE JaThl €ro MOAAYU MPU BHIHECEHUU
KoMHccuel pereHust 00 0TKa3e BO BKIIOUEHHUH (B MCKIFOUYEHUH) JIEKAPCTBEHHOTO IpenapaTa B NEpeyHU
(U3 mnepeuHel), MUHUMAIbHBIH ACCOPTUMEHT (M3 MHUHUMAJIBHOIO AaCCOPTUMEHTa) B paMKax
MEX/YHapOJAHOTO HEMAaTeHTOBAaHHOI'O HAMMEHOBAHMs JIEKapCTBEHHOIrO Ipernapara (Ipu OTCYTCTBUHU
TaKkOro HAWMEHOBAHMS - B paMKax TIPYNINHUPOBOYHOIO WM XUMHYECKOIO HAMMEHOBAaHHWA), 3a
UCKJIIOYEHUEM CITydaeB, perycMoTpeHHbIX yHKTaMu 9(1) u 9(2) nacrosmmx [Tpasu;

F) MpEaACTaBJICHUU MPCAJIOKCHUSA B TCUCHUC 6 MCCALICB ITIOCJIC AaThl €TI0 IMoJa4du IPU BBIHECCCHUH
KOMHCCHEMN peHICHUS O BKIIFOUCHUH JICKAPCTBCHHOTO IIpC€I1iapara B IICPCUCHDb Ba)KHEHIIINX JICKApCTBCHHBIX
npemnapaTroB B paMKax MEKAYHAPOJHOI'0O HCIIATCHTOBAHHOI'O HAMMCHOBAHUSA JICKAPCTBCHHOT'O ITpEIiapara
(HpI/I OTCYTCTBUH TaKOI'0 HAWMCHOBAHHUA - B pPaMKax TIpPYHNIIUPOBOYHOIO HWJIW XHMHUUYCCKOI'O
HaI/IMeHOBaHI/ISI) - I JICKAPpCTBCHHBLIX IMIPCIaparoB, NpcajiaraCMbIX K BKIIOYCHHIO B IICPCUCHDb
A0OPOTrOCTOAINHNX JICKAPCTBCHHBIX IIPLCIIAPATOB,

1) IPeICTaBICHUH HEJOCTOBEPHON MIIM NCKAKEHHOW NH(OpMaLINK;

€) MPEeACTaBIECHUH NPEUIOKEHNS B TEUEHHE 6 MECSIIEB MOCIE JAaThl €r0 MOBTOPHOI'O OTKJIOHEHUS 110
pe3ysbTaTtaM J0KyMEHTaIbHOM SKCIIEPTU3HI.
(m. 16 B pen. [Tocranosnenus IIpaBurenscrea PO ot 25.07.2024 N 1009)

17. Ilpn OTKIOHEHUM MPEMIOKEHUS OT AAIBHEMIIEr0 PaCCMOTPEHHS] KOMHMCCHEN 3aKIIOUEHHE IO
pe3yabTaTam JOKYMEHTAJIbHOU JKCIIEPTU3BI HallpaBJIsAeTCs 3asIBUTEIIIO IIOCPEICTBOM
MH(OPMALIMOHHO-KOMMYHHKAIIMOHHBIX TEXHOJIOTUN B CPOK, HE MpEBBIIAIONINKN 3 pabouyux AHEN co AHS
€r0 BBIHECEHU.

JlopaboTaHHoe 3asBUTENIEM MPEAJIOKEHHWE C YCTPAaHEHHBIMH 3aMEUYaHUSIMH, YKa3aHHbIMU B
3aKJIIOYEHUU TI0 pe3yjbTaTaM JIOKYMEHTAJIbHOW AKCHEepPTH3bl, MOXKET OBITh MOBTOPHO HANpAaBJIECHO B
KOMUCCHIO MOCPEJICTBOM HH(POPMAIIMOHHO-KOMMYHHUKALMOHHBIX TeXHOJOrui He mo3aHee 10 paboumx
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

,Z[Hefl CO JHA IMOJIYYCHHS 3aKJIIOYCHUSA 110 PE3yJIbTaTaM HOKYMCHTaHBHOﬁ OKCIICPTU3EI.

Komuccust B Cpok, He NPEBBIMIAIONMN 2 pabodnx THEH €O JHS MOCTYIUICHHS I0paOOTaHHOTO
3asBUTENIEM MPEJIOKEHUs, OpPraHU3yeT MPOBEJCHUE TMOBTOPHON JTOKYMEHTAJIBHOM 3KCHEPTHU3BI.
[Ipennoxkenus, B OTHOLIEHMH KOTOPBIX II0 peE3yJibTaTaM JOKYMEHTAJIbHOW 3KCIEPTU3bl BBIHECEHO
3aKJIIOYEHHE C 3aMEUYaHUsSIMH O HECOOTBETCTBUHM YCTAaHOBJIEHHBIM TpeOOBAHUSIM, OTKIJIOHSIOTCS OT
JAJIbHEHIIEr0 pacCMOTPEHUS KOMHCCHEM C HaIpaBJIEHUEM COOTBETCTBYIOIIEIO YBEJOMJICHUS Ha
3JIEKTPOHHYIO MOYTY 3asBUTENIA, aAPEC KOTOPOU yKa3aH B IIPEII0KECHHUH.

(a63ar BBeneH [locranornenuem [IpaBurenscrea PO ot 25.07.2024 N 1009)
(n. 17 B pen. [Tocranosnenus [IpaButensctBa PO ot 29.10.2018 N 1283)

18. Uudopmanmsi 0 MOCTyNMHUBIIMX B aJApeC KOMHCCHUHU TPEAJIOKCHUSX, B TOM YHCJIC MPOIICAIINX
JOKYMEHTaIbHYIO0 IKCHEPTU3Y, pa3Meliaercsa Ha ouiuansHoM caiite B cetu "HHTepHer" B TeueHue 3
pabovmXx JHEH MOCIIe 3aBEPIICHUS JOKYMEHTAIbHON YKCIIEPTHU3HI.

(B pen. ITocranornenus IIpaButenscTBa PO ot 25.07.2024 N 1009)

19. Ilo pe3ynbraraM IOKyMEHTAJbHOM SKCIEPTHU3bl B OTHOLIEHUM JIEKAPCTBEHHBIX IPENaparos,
[peAJIaraéMbIX IJI BKIIOUEHHs B IIEPEYHU, 32 MCKIIOYEHUEM IPEJIOKEHUM, B OTHOLIEHUU KOTOPBIX
BBIHECEHO 3aKJIIOYEHHE C 3aMEYaHHUAMHU O HECOOTBETCTBHUHM YCTAaHOBJIEHHBIM TpeOOBaHMSIM,
OCYLLIECTBIIAETCA KOMILIEKCHAs OLICHKA, BKIIFOYAIOLIAs CJIELYIOLIUE JTAllbl:

a) mpoBezieHne (enepaTbHbIM TOCYIapCTBEHHBIM OIOKETHBIM yupexaeHneM "LleHTp sxcnepTussi
M KOHTPOJS KauecTBa MeEAMIMHCKONW momomu" MuHHcTepcTBa 31apaBooxpaHeHus Poccuiickoii
@enepaun (manee -  lleHTp  3KcmepTu3bl) — aHalIM3a  METOJOJIOTMUECKOTO  KadyecTBa
KIIMHUKO-DKOHOMHYECKUX  HMCCIIEJOBAaHMM  JIEKAPCTBEHHBIX  IPENaparoB W  HUCCIEIOBaHUM  C
WCIIOIb30BaHUEM aHAJIN3a BIMSHUS Ha OI0/KETHI Or0KETHOM cucTeMbl Poccuiickoit @enepanuu (nanee -
aHaJIM3 METOAOJIOTMYECKOr0 KayecTBa) B COOTBETCTBHUM C TPEOOBAHUAMHU K METOIO0JIOIMYECKOMY
KauecTBY KIMHUKO-DKOHOMHUYECKHUX HCCIIEI0BaHUM JIEKapCTBEHHOI'O IpenapaTta W HCCIEAOBAHUN C
UCIOJb30BAHUEM aHalu3a BIMSIHHUA Ha OOJpKeThl OropKeTHOM cucteMbl Poccuiickoit dexpepanuu,
KOTOpBI€ MpuBeAeHbI B npuioxeHuu N 5(1);

6) mnposeneHue LleHTpOM SKCHEPTU3bl KIMHUKO-?KOHOMHUYECKON OIIEHKH JIEKAPCTBEHHOTO
npernapaTa, OLICHKM BIMSHMS JIEKAPCTBEHHOIO IIpernapara Ha OroJKeThl OIOPKETHOM CcHUCTEeMBI
Poccuiickoii denepanuy, KOJIMYECTBEHHOM OLICHKHA JONOJIHUTENBHBIX JAHHBIX O JIEKAPCTBEHHOM
Ipenapare Ha OCHOBE MHTEIPAJIbHBIX IIKAJI, KOTOPHIE IPUBEACHBI B PUIIOKEHUH N O;

B) MpoBeJAeHHE O00pa30BaTENIbHBIMU OPTraHU3AIMSMHM BBICIIETO 00pa30BaHMS, pPEATU3YIOLIMMU
oOpa3oBaTenbHble MPOrpaMMbl MEIUIIMHCKOTO oOpa3oBaHus U (apMaleBTUUECKOT0 00pa30BaHUs,
MIOABEIOMCTBEHHBIMU MUHKCTEPCTBY 3ApaBooxpaHeHus Pocculickonn denepanuu wim MHUHUCTEPCTBY
HayKu M BeIcuiero oOpasoBanusi Poccuiickoit ®denepanuu, MeAMIMHCKUMH, (papManeBTHYECKUMHU,
Hay4YHBIMH OpraHU3ALUAMH, IIOJBEIOMCTBEHHBIMU MuUHUCTEPCTBY 3apaBooxpaHeHus Poccuiickon
Oenepann UM MHUHHCTEPCTBY HayKu U BbIciiero oOpasoBanusi Poccuiickoit ®enepauuu (manee -
SKCHEepTHasl OpraHM3alus), aHajlu3a KOJMYECTBEHHOM OLEHKH 3()(EKTUBHOCTH MPUMEHEHUS
JIEKAPCTBEHHOI'0 Ipenapara B paMKaxX KIMHUYECKHX MCCIEIOBAHUM, KOJIMYECTBEHHOM OLEHKH
0€30MacHOCTH TPUMEHEHHUsl JIEKAPCTBEHHOTO MpenapaTa B pPaMKax KIMHUYECKUX HCCIEJI0BaHMMA Ha
OCHOBE MHTETPAJIbHBIX LKA, KOTOPBIE IPUBEIEHBI B TPHIIOKEHUU N 6.

(m. 19 B pen. [Tocranosnenus IIpaBurenscrea PO ot 25.07.2024 N 1009)
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

19(1). Komuccus B CpoK, HE MPEBBIMIAIOMNNA 2 pabovnX JHEH CO JHS BBIHECCHHS 3aKIIOYCHHS 110
pe3ysbTaTaM JOKYMEHTaJIbHOW 3KCIIEPTH3bl B OTHOUIEHMM JIEKAPCTBEHHBIX IIPENApaToB, MPEAaraéMbIX
JUIS BKJIIOYEHHUS B TEPEYHM, 3a HCKIIOUEHUEM IMPENJIOKEHUH, B OTHOLIEHUU KOTOPBIX BBIHECEHO
3aKJIOYCHHE C 3aMEYaHHUSMH O HECOOTBETCTBHM YCTAHOBJIEHHBIM TpeOOBaHUSM, HAaIpaBIseT
MIPEIJIOKEHUS C MPEJOCTABICHUEM JIOCTYIIA K UX DJIEKTPOHHBIM BEPCUSM C MIPUIIAaraéMbIMH TIOKYMEHTaMH
U CBEJIEHUSAMHU JUIsl IPOBEICHMS aHaIW3a B COOTBETCTBUM C IOANYHKTOM "a" myHkTa 19 Hacrosmmx
[IpaBun B LleHTp sKcmepTU3bl C HaNpaBICHHEM COOTBETCTBYIOLIETO YBEJAOMIICHHS HA 3JICKTPOHHYIO
IIOUTY 3asIBUTEISL, a[Jpec KOTOPOU yKa3aH B IIPEJIOKEHHUHU.

LlenTp SKCnepTH3bl B CPOK, HE NpeBbIIAIMK 15 pabouumx gHEH CO AHSA TMOCTYIUICHHS
MIPEJIOKEHUS, OCYILECTBISET aHajlu3 METOAOJOIMYECKOro KauyecTBa, IO pe3ysibTaTaM KOTOpOro
COCTaBJISIET 3aKitoueHue mo opme cornacHo npuioxkeHuto N § (majee - 3aKIOYeHHE MO pe3ybTaTam
aHaJlu3a METOJIOJIOTMUECKOT0 KadyecTBa) M MPEACTABISAET €ro B KOMHCCHIO, KOTOpas HalpaBiseT
COOTBETCTBYIOIIIEE YBEIOMIICHHE 3aIBUTEIIO HA SJIEKTPOHHYIO TOYTY.

(m. 19(1) BBenen Ilocranosnenuem IlpaBurenscrea PO ot 25.07.2024 N 1009)

19(2). Komuccust B CpoK, He MPEBBIIIAIONINI OJTHOTO Pa0OUero JHS CO JHS MOTYYSHHS 3aKITI0YCHHS
I10 pe3ysbTaTaM aHaJli3a METO/I0JIOTMYECKOT0 KauecTBa:

B CIy4yac YCTAHOBJICHHS B 3aKJIIOUEHUM IO pe3yJIbTaTaM aHaJIW3a METOHOJOTMYECKOro KadecTBa
BBICOKOI'O YPOBHS METOJOJOTHYECKOIO0 KadyecTBa OJHOIO0 M3 MPEICTaBICHHBIX B IPEIJIOKEHUU
KJIMHUKO-?KOHOMHMYECKHX MCCIEOBAHUN JICKApCTBEHHOrO Mpemnapara M (WIHM) HCCIEAOBAaHUM ¢
WCIIOB30BAaHUEM aHallM3a BIMSHUS Ha OIOKEThl OrojkeTHOM cuctembl Poccuiickoit deneparuu
HaIpaBJIET NPEJIOKEHHUE C MTPENOCTABICHNUEM JIOCTYIIA K €0 IEKTPOHHBIM BEPCUSIM C IPUIIAra€MbIMU
JOKYMEHTaMHU M CBEIACHMSIMM Ul IPOBEICHUS OLIEHKHM B COOTBETCTBUU C MOANYHKTOM "O" myHkrta 19
Hactoamux IIpaBun B LleHTp sKkcnepTussl M U1 MPOBEACHMS aHAJIW3a U OLEHKH B COOTBETCTBHHU C
noanyHkrom "B" myHkTta 19 Hacrosmumx IlpaBui - B AKCHEPTHYIO OpraHM3alMioO C HAalpaBiIeHHEM
COOTBETCTBYIOILIETO YBEAOMJIEHUS Ha DJIEKTPOHHYIK IIOYTY 3asBUTENS, agpec KOTOpOH YyKa3aH B
MIPeI0KEHUH;

B CJly4ae YCTAHOBJICHHS B 3aKJIOUEHUU MO pe3yjbTaTaM aHaju3a METOJIOJIOTMYECKOTO KadecTBa
CPEIHETO WM HHU3KOTO YPOBHS METOAOJOTUYECKOr0 KauecTBa OJHOTO0 W3 TMPEACTaBICHHBIX B
MPEITIOKEHUN  KIMHUKO-DKOHOMUYECKUX  HUCCIECOBAHMUN JIGKQPCTBEHHOTO TIpemapaTta u  (WJH)
HUCCIIEIOBAHUN C MCHOJb30BAaHHUEM aHaliu3a BIAMSHHUSA Ha OIOMKETHI OMOKETHOW cucTeMbl Poccuiickoi
denepauuy yBEAOMIIAET 3asBUTENS MOCPEACTBOM HAIMPABIECHUS COOTBETCTBYIOUIETO YBEIOMJIEHUS Ha
AJIEKTPOHHYIO TIOUTY, apec KOTOPOH yKa3aH B MPEJIOKEHUH, O BOBMOXXHOCTH JOPAOOTKHU MPEIOKEHUS
B YaCTH KJIMHHKO-DKOHOMHYECKUX UCCIICJIOBAHHUI JIEKAPCTBEHHOTO Mpemnapara v (W) UCCIEeTOBaHUH C
WCIIOIH30BaHUEM aHAJIM3a BIMSHUS Ha OI0/KETHI OF0KETHOM cucTeMbl Poccuiickoit denepanuu (nanee -
YBEJIOMJICHHE O BO3MOXXHOCTHU JOPAOOTKH MPEIIOKECHHUS).

3asBUTENH, B CPOK, HE MpeBBIMIAOMUNA 3 pabouyux gHEH CO JHS TOMYyYeHUs] YBEIOMIICHHS O
BO3MOXXHOCTH JIOPaOOTKH TMPEJIOKEHUS, YBEIOMIISIET KOMHUCCHIO B DJIGKTPOHHOM BHJE 00 OTKa3e B
OpabOTKe TPENJIOKECHUs] WM O HaMEpPeHWH €ro J0pabOTKM B YacTH KIMHUKO-DKOHOMHYECKUX
MCCIIEIOBAaHHM JIEKaPCTBEHHOTO Mpemnapara u (WIn) UCCIeA0BaHUN C UCMONB30BAaHNEM aHANN3a BIIMSHHUS
Ha OI0/KETHI 00 KeTHOM cucTembl Poccuiickoit deneparum.

(m. 19(2) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 25.07.2024 N 1009)

19(3). Komuccuss B CpoK, HE TPEBBIMIAIONINN OJHOTO pabodero JHS CO JHS TIONyYCHHS

www.consultant.ru CrpaHuua 11 us 75
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=481691&date=28.08.2024&dst=100053&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=481691&date=28.08.2024&dst=100056&field=134

MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

HaIpPaBJIEHHOTO 3asiBUTENIEM B COOTBETCTBUH ¢ ab3arieM 4eTBepThiM NyHKTa 19(2) nacrosmux [IpaBun
yBeIIOMJICHHS 00 O0TKa3e B JOPa0OTKE MPEIIOKEHUS UM CO JHS UCTEUECHHUS CPOKa, yKa3aHHOTo B ab3ale
BTOpOM IyHKTa 19(4) HacTtostmmx [TpaBu:

a) B cllyyae YCTAHOBJICHHUS B 3aKJIIOUEHUHU IO pe3yJbTaTaM aHajIn3a METOJ0JOTMYECKOro KauecTBa
CPEIHETO YPOBHS METOJIOJIOTHYECKOTO KayecTBa OJIHOTO M3 TPEACTABICHHBIX B MPEIIOKEHUU
KIIMHUKO-KOHOMHUYECKUX HCCICAOBAaHUM JICKAPCTBEHHOTO Tpenapara u (WiIu) HCCIENOBAaHUNA C
WCIIOIb30BAaHUEM aHaju3a BIUSHUS Ha OrOKEeThl OromKeTHOW cucteMbl Poccuiickoit denepannu (3a
UCKITIOUEHHEM Op(aHHBIX JICKAPCTBEHHBIX MPEMapaToOB) HAMPABISCT MPEIJIOKCHHUE C MPEAOCTaBICHHEM
JIOCTYIIa K €0 AJIEKTPOHHBIM BEPCHUSM C MPUJIaraéMbIMU JOKYMEHTAMHU W CBEJICHUSMH JIJIS POBEACHUS
OLIGHKH B COOTBETCTBUHU C MOANYHKTOM "0" myHkTa 19 Hacrosmux IIpaBun B LleHTp skcnepTusbl U Juis
MPOBEJICHUSI aHAJIM3a U OIIEHKU B COOTBETCTBUHU ¢ MoAnyHKTOM "B" myHkTa 19 Hacrosmux IlpaBun - B
AKCIEPTHYIO OPTaHHU3alIMI0 C HAIIPABICHUEM COOTBETCTBYIOIIETO YBEJOMIICHHUSI Ha 3JICKTPOHHYIO MOUTY
3asiBUTEIS, IpeC KOTOPOH yKa3aH B MPEJIOKEHUU;

0) B ciydae yCTaHOBJICHMS B 3aKJIFOUCHHUH IO pe3yJbTaTaM aHaJIn3a METO0JIOTHYECKOTO KauecTBa
CpPEeHEr0 WM HHU3KOTO YPOBHS METOJOJIOTUYECKOr0 KayecTBa OJIHOTO U3 MPEJCTaBICHHBIX B
MPEAJIOKEHUN  KIIMHUKO-DKOHOMUYECKUX  MCCIICIOBAHUN  JICKAPCTBEHHOTrO Tmpenapara W (WIN)
HCCIEN0BAHUN C HCIOJIL30BAHHEM aHa/IM3a BIMSHHUSA Ha OIOMKETHI OMOHKETHOM cHCTeMBI Poccuiickoi
@denepanii B OTHOIICHWH OpQaHHBIX JICKAPCTBEHHBIX TNIPENapaToB HAMpaBIseT MPEIIOKEHUE C
MIPEIOCTABIIEHUEM JIOCTYTA K €0 3JIEKTPOHHBIM BEPCUSM C MpUTAraéMbIMH JOKYMEHTaAMH U CBEACHUSIMU
JUISL IPOBEJICHUS] OLIEHKH B COOTBETCTBUM € MOJIMYHKTOM "0" myHkta 19 Hactosimux IlpaBun B LleHTp
SKCMEpPTU3bl U JJIsl MPOBENCHMS aHAIM3a W OLEHKH B COOTBETCTBMM C NOANMYHKTOM 'B" myHkTta 19
Hactosiux [IpaBui - B 9KCHEPTHYIO OpraHU3AIMIO C HAMPABIEHUEM COOTBETCTBYIOIIETO YBEIOMIICHUS
Ha 3JIEKTPOHHYIO MOYTY 3asiBUTENS, aIpeC KOTOPOU yKa3aH B IPEAJI0KEHHH;

B) B CJIy4ae YCTAaHOBJICHUS B 3aKJIIOUEHHUH TI0 Pe3ysIbTaTaM aHaJM3a METOJIOJIOTHIECKOTO KayecTBa
HU3KOTO YPOBHS METOJOJOTMYECKOr0 KauecTBa OJHOTO U3 TMPEACTaBICHHBIX B MPEIIOKCHHH
KIIMHUKO-DKOHOMHUYECKMX WCCIICJIOBAaHWIA JICKAPCTBEHHOTO TIperapara W (W) HCCICIOBAaHUN C
WCIONIb30BaHHWEM aHaln3a BIUSHUS Ha OIO/DKEThl Oro/pkeTHOH cuctembl Poccuiickoit deneparnuu (3a
HCKITIOUEHUEM OpQaHHBIX JIGKAPCTBEHHBIX MPEMapaToB) OTKJIOHSET NPEIONKEHHE OT JabHEHIIEro
PaccMOTpEHHsI C HAMpaBJICHHEM COOTBETCTBYIOIIETO YBEIOMIICHHUS Ha DJIEKTPOHHYIO MOUTY 3asBHUTEIS,
aZpec KOTOPOU yKa3aH B MPEIJI0KEHUU.

(m. 19(3) BBeneH Ilocranosnenuem IlpaBurensctBa PO ot 25.07.2024 N 1009)

19(4). Komuccuss B CpOK, HE TMPEBBIMIAIONINN OJHOTO pabovero IHS CO JHA TOJydEHUs
HAIPaBJICHHOI'O 3asIBUTEJIEM B COOTBETCTBUM € ab3alieM 4eTBepThIM IyHKTa 19(2) Hacrosmmx IIpaBun
YBEIOMJICHHS O HAMEPEHUHU JOPabOTKU MPEIOKEHHSI, HAIIPABIIAET MPEJIOKEHHUE 3asiBUTEIIO.

CpOK IlOpa6OTKI/I NpCAJIOKCHUSA HE MOXKCET HNPCBBLIINIATH 30 pa60‘-II/IX JHEH co JHsA MOJIyUCHUA
3aABUTCIIEM YBEIOMIICHUA O BO3BMOXKXHOCTHU JIOpa6OTKI/I MNpCaAIOXKCHUS.

Komuccust B cpok, He NpeBBIMIAONMN 2 pabodnx THEH co JHS MOCTYIJICHHS I0pabOTaHHOTO
3asBUTEJIEM NPEJI0OKEHNS, HAIIPABJISAET MPEIIOKEHUE C IPEAOCTABIEHUEM JOCTYIIA K €r0 dJIEKTPOHHBIM
BEPCUSAM C IIPUIIAraéMbIMHU JOKYMEHTAMHM M CBEIACHUSMHU JUIS IIPOBEICHMS aHAIW3a B COOTBETCTBUH C
noanyHkToM "a" myHkra 19 Hacrosmux IlpaBun B LleHTp SKcmepTu3bl ¢ HalpaBlIEHUEM
COOTBETCTBYIOIIECTO YBEIOMJICHMS Ha DJJICKTPOHHYIO IIOYTY 3asBUTENA, aApec KOTOPOM YyKa3aH B

IpECaAI0XKCHUU.
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

LleHTp SKCnepTH3bl B CPOK, HE TMpeBbIMAIMMN 15 pabouux gHEH CO AHS TMOCTYIUICHHS
IIPEIOKEHUS, MOBTOPHO OCYILIECTBIIET AHAIM3 METOAOJOTMYECKOI0 KauyecTBa, I0 pe3yibTaTaM
KOTOpPOTO COCTaBIIsieT 3aKioueHue 1o (opme coryiacHo mpuiokeHuo N 8 U mpeacTaBisieT €ro B
KOMUCCHIO C HAaIIPABJIEHUEM COOTBETCTBYIOILEIO YBEAOMIIEHHUS Ha 3JIEKTPOHHYIO [IOUTY 3asBUTENSL, aipec
KOTOPO# yKa3aH B MPEAIOKEHUH.

(n. 19(4) BBeneH Ilocranosnenuem Ilpasurenscrea PO ot 25.07.2024 N 1009)

19(5). Komuccust B Cpok, HE IPEBBIMIAIOIINA OJJTHOTO PabOYero JHS CO JIHS MOJYyYCHUS 3aKITFOYCHHS
M0 pe3yibTaTaM aHaln3a METOJOJOTHYECKOr0 Ka4eCTBa B COOTBETCTBHH C a03alleM YeTBEPTHIM MyHKTA
19(4) nacrosmux ITpaBut:

a) B Cclly4ae YCTaHOBJICHUS B 3aKJIOUEHHUHU IO pe3yJbTaTaM aHajln3a METOAOJOTUYECKOr0 KayecTBa
CPEHET0 WU BBICOKOTO YPOBHS METOJOJOTUYECKOT0 KauyecTBa OJHOTO U3 MPEICTABICHHBIX B
MPEAJIOKEHUN  KIMHUKO-DKOHOMUYECKUX  MCCIICIOBAHUN  JICKAPCTBEHHOTro Tmpemapara W (Win)
HCCIEI0BAHUN C HCIOJIL30BAHUMEM aHA/IM3a BIMSHMSA Ha OIOMKETHl OIOKETHOH cHucTeMbl Poccuiickoi
Oenepanun (3a UCKIIOYCHUEM Op(AHHBIX JIEKAPCTBEHHBIX IPENapaToB) HANpPaBISET MPEIJI0KEHUE C
MIPEIOCTABICEHUEM JIOCTYTA K €0 3JIEKTPOHHBIM BEPCUSIM C TPUIIaraeéMbIMH JOKYMEHTaMH U CBEACHHUSIMHU
JUISL IPOBEJICHUS] OLIEHKH B COOTBETCTBHM € MOAMYHKTOM "0" myHkra 19 Hactosimux IlpaBun B LleHTp
SKCHEPTU3bl W JJIsl TMPOBEACHUS aHajdu3a U OIEHKHM B COOTBETCTBMM C MOAMYHKTOM '"B" myHkTta 19
Hacrosiux [IpaBui - B 9KCHEPTHYIO OPraHU3AIMIO C HANPABJICHUEM COOTBETCTBYIOIIETO yBEIOMIICHUS
Ha 3JIEKTPOHHYIO MOUTY 3asiBUTENS, aipeC KOTOPOH yKa3aH B MPEIOKECHUN;

0) B ciay4yae yCTAaHOBJICHHs B 3aKJIFOUYEHHH IO Pe3ysIbTaTaM aHaJIu3a METOJ0JOTMYECKOro KayecTna
BBICOKOTO, HWJIM CpPEJHEro, WM HHU3KOIO0 YpPOBHSA METOLOJIOTMYECKOIO KayecTBa OAHOIO U3
MIPEACTABJICHHBIX B MPEUIOKEHNUN KIMHUKO-DKOHOMHUYECKUX HUCCIEIOBAaHUM JIEKAPCTBEHHOIO IIpenapara
U (MIM) HUCCIEeNOBaHMHM C MCIIONB30BAaHMEM aHajM3a BIUSHHUS Ha OMOJUKEThl OOKETHOM CHCTEMBbI
Poccuiickoit @enepanii B OTHOLIEHUWH Op(aHHBIX JIEKAPCTBEHHBIX IpErnapaToB HampaBiseT
MPEMIOKEHUE C IMPEAOCTaBICHUEM JOCTYIIa K €ro DJIEKTPOHHBIM BEPCHUAM C IPUIAraeMbIMU
JOKYMEHTaMHU M CBEICHMSIMM Ul IPOBEICHUS OLIEHKHM B COOTBETCTBUU C MOANYHKTOM "O" myHkrta 19
Hacrosmux IlpaBun B LleHTp SKcnepTU3bl U UIA MPOBEACHUS AHAINM3a U OLICHKA B COOTBETCTBUM C
noanyHkrom "B" myHkTta 19 Hacrosmumx IlpaBui - B AKCHEPTHYIO OpraHM3alMio C HalpaBiIeHHEM
COOTBETCTBYIOLIETO YBEIOMIJICHHS Ha DJJICKTPOHHYIO IIOYTY 3asBUTENA, aApec KOTOPOM yKa3aH B
MIPEAJIOKEHUY;

B) B Clly4ae YCTaHOBJIEHUS B 3aKJIFOUCHUM IO pe3yJibTaTaM aHaJli3a METO/0JIOTHYECKOTO KauyecTBa
HHA3KOTO YPOBHS METOAOJOTHMYECKOr0 KayecTBa OJHOTO W3 NPEACTABICHHBIX B IPEIJIOKEHUN
KJIMHUKO-?PKOHOMMYECKHX HCCIEJOBAHUN JIEKapCTBEHHOTO TMpemapara W (WIHM) HCCIEAOBAaHUM C
WCIIONb30BAaHUEM aHajn3a BIUSHUS Ha OrO/HKEThl Oro/pKeTHOU cucteMbl Poccmiickoit deneparuu (3a
UCKJIIOYeHHEM Op(aHHBIX JICKApPCTBEHHBIX MPENapaToB) OTKIOHSET NpPEJIOKEHHE OT JalbHEeHIero
PacCMOTpPEHMS C HAIpPaBJIECHUEM COOTBETCTBYIOIIETO YBEIOMIICHHS HA AJIEKTPOHHYIO ITOYTY 3asBUTEI,
aZpec KOTOPOU yKa3aH B IIPEIIIOKECHUH.

(. 19(5) BBeneH Ilocranosnenuem IlpaBurensctea PO ot 25.07.2024 N 1009)

20. 3asBUTENb B CITy4ae HECOTJIAcHs C 3aKJIFOUEHHEM O Pe3yJIbTaTaM aHaln3a METOJ0JIOTMYECKOro
KadecTBa BIIPaBE B CPOK, HE MPEBBIMIAIONMNNA 3 pabounx JHEH CO JTHS MOJTYyYEHHUS TaKOTO 3aKJIIOYCHUS,
MPEICTaBUTh B KOMHUCCHIO IHCHMEHHOE OOpalleHHe C TMPUWIOKEHHEM JOKYMEHTOB U CBEICHH,
00OCHOBBIBAIOLINX HECOTJIACHE C 3aKIIOYEHHEM I10 pe3ybTaTaM aHaJIN3a METO/I0JI0TMUYECKOro KauyecTna.
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

Pemenne o panpHeWlIeM pacCMOTPEHUU MPEIJIOKEHUsSI NMPUHUMAETCS Ha OYEPEJHOM 3aceIaHUH
KOMHCCHUH, IIO PE3yJibTaTaM KOTOpOfI KOMHCCHUA YBCAOMIIACT 3adBUTCIIA NMOCPCACTBOM HAIPABJICHUS
COOTBETCTBYIOILIETO YBEAOMJICHHUSI Ha 3JIEKTPOHHYIO IOUTY, aJlpec KOTOPOH yKazaH B MPEJIOKEHUH, 00
OJIHOM M3 CJIEYIOIIMX PELICHU:

O HalpaBJICHUU NPEUIOKEHUS] C MPEJOCTAaBICHHUEM [OCTyla K €ro 3JIEKTPOHHBIM BEPCHSIM C
IIpUjlaraéMbIMU JJOKYMEHTAMHU U CBEIECHUSMHU JUISl IPOBEJEHUS OLIEHKU B COOTBETCTBHM C IOAIYHKTOM
"6" mynkTta 19 nHactosmmx IlpaBun B LleHTp SKcmepTw3bl W IJIi TIPOBEICHUS aHAIW3a M OIEHKH B
COOTBETCTBHHM C MOANYHKTOM "B" myHkTa 19 HacTosmmx [IpaBui - B 3KCIEPTHYIO OPraHU3alNIo;

00 OTKJIOHEHMH NPEJIOKEHHs OT AallbHEHIIero pacCMOTPEHHsS B clydyae HEMOATBEPKIACHUS
TIO3UIINH, TIPEJCTABICHHOM 3asBUTENIEM B 00OpallleHNH, YKa3aHHOM B ab3alie IepBOM HACTOAIIETO IMyHKTAa.
(. 20 B pen. ITocranosnenns [IpaButensctBa PO ot 25.07.2024 N 1009)

20(1). Komuccust B wensiX MONY4YEHMsI MO3ULIMKM OPraHOB IOCYJAPCTBEHHOM BIIACTH CYOBEKTOB
Poccuiickoit denepanyu B cepe 0XpaHbl 30POBbs 10 MPEUIOKEHUSAM O BKIIOUEHHUH JIEKAPCTBEHHBIX
[IpenapaToB B MEpPEUYEHb BAXKHEHIIMX JIEKAPCTBEHHBIX IPENAapaToB, HANPABICHHBIM HAa KOMIUIEKCHYIO
OLICHKY B COOTBETCTBHUH ¢ ab3aieM BTOphIM MyHKTa 19(2), moamynkrom "a" mynkra 19(3), moamyHKTOM
"a" mynkra 19(5) nacrosmmx IlpaBun, HampaBiser 3ampoc B OpraHbl T'OCYJapCTBEHHOH BIJIaCTH

cyonekToB Poccuiickoit denepanuu B chepe oXpaHbl 310pPOBbA.

[Ipu npencraBieHUMM NO3UIMM, YKa3aHHOM B a03alle NEPBOM HACTOSILErO ITyHKTa, OpPraHbl
rocy/apcTBeHHON BiacTH cyObekToB Poccuiickoit denepanuu B chepe oXpaHbl 310pOBbS YKa3bIBAIOT
CIIEYIOIINE CBEACHMUS:

o0Iiee KOJMYECTBO MAlMEHTOB OTAETHHO MO KaKIOMY MOKa3aHUIO, YKa3aHHOMY B MHCTPYKIIUU TIO
MEIUIIMHCKOMY MTPUMEHEHHUIO JICKAPCTBEHHOTO Mperapara;

CBCIACHUSA O JICKAPCTBCHHLIX IIPCIIApaTax, KOTOPBIC MOJYHYAOT IMAlIUCHTHI B CY6’LCKT6 Poccuiickoit
CDCI[epaIII/II/I, C YKa3aHUEM KOJMYCCTBA MAUCHTOB, MTOJYYAOIINUX TCPAIIUIO,

KOJIMYCCTBO IIAIIMCHTOB B Cy'6’beKTe Poccuiickoit q)enepaum/l, HYXIAaronuxcsa B obecneueHUH
npeajaracMbiM K BKIIIOYCHHIO B TICPCYHU JICKAPCTBCHHBIM IIPCMapaToM I10 KaXXIAOMY IIOKAa3aHUIO,
YKa3aHHOMY B HHCTPYKIIUHU 10O MCAUTTHUHCKOMY IIPUMCEHCHUIO JICKAPCTBCHHOTI'O IIpCIIapara,

MO3UIIMSI TJIABHOTO BHEIITATHOTO cHenuaimucta cyobekta Poccuiickoit denepanmuui ¢ ydyeTom
npoduiis ero JeATeNbHOCTH O IeJIeCOO0Pa3HOCTH BKJIIOUEHHS JIEKAPCTBEHHOTO TIperapara B
COOTBETCTBYIOIIMI MEPEYEHb, B TOM YHCIIE CBEJICHHsS O IPAKTUKE NPUMEHEHHUS JIEKapCTBEHHOTO
npemnapara B cyobekTe Poccuiickoit @denepanuu (Mpu HATUYHH);

CpeIHEB3BEIlIEHHAs I1I€Ha EJMHMIBI JIEKapCTBEHHOro mpemnapara (yka3aHHas B  €JUHOM
CTPYKTYpPUPOBAaHHOM  CIIPABOYHHMKE-KATaJOre JIEKAPCTBEHHBIX IIPEMapaToB s  MEAUIIMHCKOTO
MIPUMEHEHHUSI), CII0’KUBILIASICS HA MOMEHT (POPMUPOBAHUS MO3ULMH (ITPU HATHYUUN);

00BeM 3aKYIIOK JICKapCTBCHHOTI'O IIpCIIapara 3a Hpe[[H_ICCTBy'IOH_[I/Iﬁ roa (HpI/I HaJ'II/I‘{I/II/I);

W3MEHEHUEe Harpy3ku Ha OrokeT cyOwekta Poccuiickoit denmeparuu B ciiydae BKIIOUCHHS
JIEKapCTBEHHOT'O IIpenapara B IEepeYeHb BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB C yYETOM KOJUYECTBA
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

nalueHToB B cyobekte Poccuiickoit denepanuu, Hy KJarOIIKUXCs B TEPAMK YKa3aHHBIM JIEKapCTBEHHBIM
IpernapaToM, 1 MO3UIMH TTIABHOT'O BHEILITATHOTO clieruanucTa cyobekra Poccuiickoit deneparum;

WHBIE CBEJICHHS TI0 JIEKAPCTBEHHOMY Ipenapary (Ipu He0OXOJUMOCTH).
(m. 20(1) BBeneH Ilocranosnenuem Ilpasurenscrea PO ot 25.07.2024 N 1009)

21. IlepeueHb OSKCHEpPTHBIX OpraHu3alUil yTBepkIaeTcs MHHHMCTEPCTBOM 3PaBOOXPAHEHUS
Poccuiickoii @enepanuu u pa3meniaercs Ha opuIHUaIbHOM caiiTe B cetu "MHTepHeT".

22. KomMruiekcHasi OIieHKa B COOTBETCTBUU ¢ moanyHkTaMu "0" u "B" myHkta 19 Hactosimmx [IpaBun
ocyuiectBisieTcs: LleHTpoM sKkcnepTH3bl M SKCIEPTHBIMU OpraHU3alUsIMHU B TedeHue 15 pabouux aHeu co
JTHS TIOJTYYEHHS] OT KOMUCCHUHU TTPEITIOKEHUS.

(m. 22 B pen. Ilocranosnenus [IpaBurenscta PO ot 25.07.2024 N 1009)

nn

23. Jlnsg mpoBeleHUST KOMILJICKCHOH OIEHKHM B COOTBETCTBHM C TOAMyHKTOM "B" myHKTa 19
Hactosmux [IpaBuil sKcnepTHas OpraHW3alMs CO37aeT HKCHEPTHYI0 KOMHCCHIO M3 CIIEHUAINCTOB C
BBICIITM MEIHMIIMHCKUM, (papMaleBTUYECKUM HIIH OUOJIOTUIECKAM 00pa30BaHUEM C MPEHUMYIIECTBEHHBIM
Y4aCcTHEM CIICIIHAIUCTOB, MMEIONTUX BHICIIICE MEIUIIMHCKOE U (hapMalleBTUIecCKoe 00pa3oBaHue.

(8B pen. ITocranosnenuii [IpaBurenscrea PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

24. IIpu npoBeAEHUN OLEHKU B COOTBETCTBUM C MOANYHKTOM "O" myHkTa 19 Hactodmux IIpaBun
OCYILECTBIISICTCS B TOM UHUCIIE pacyeT CTOMMOCTH Kypca (roJia) JIedeHUs NpeiiaraéMbIM JIeKapCTBEHHBIM
[pernapaToM I0 CPAaBHEHMIO C TEpPalleBTUYECKH aHAJOTMYHBIMU JIEKAPCTBEHHBIMHU IIperapaTami,
BKJIFOYEHHBIMH B [IEPEYHU, UCXOS U3 CIEAYIOUINX JAHHBIX:

npejesibHasi OTIYCKHAs 1I€Ha JICKapCTBEHHOTO Ipernapara, KOTOPYI0 MPOU3BOJIUTENh TUIAHUPYET
3aperucTpUpOBaTh WU MEPEPETUCTPUPOBATH B COOTBETCTBUH cO cTaTheil 61 denepanbHoro 3akoHa "O06
oOpaleHuu JIEKapCTBEHHBIX CPEACTRB",;

pacyeTHas 11€Ha, COOTBETCTBYIOIIAS CPEIHEN W3 3apETUCTPUPOBAHHBIX B YCTAHOBIEHHOM MOPSIKE
MPEACIIbHBIX OTIYCKHBIX 1EH MPOU3BOAMTENEH HAa COOTBETCTBYIOIIME JICKAPCTBEHHBIE MpernapaThl (s
TepaneBTHUECKHU aHAJOTHYHBIX JIEKAPCTBEHHBIX MPENapaTroB), HAXOMAAIIUECS B TPAXKIAHCKOM 000pOTE B
TE€UEHHUE TOJIa, MPEIIIECCTBYIONIEr0 ro/1y MOIaYd PEAT0KECHHUS;

peXUM JO3UPOBAHMS JICKAPCTBEHHBIX IIPENapaToB B COOTBETCTBUUM C€ HWHCTPYKLUEH IO
MEIUIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHBIX IIPENapaToB WM KIMHUYECKHMHM PEKOMEHIALUAMH W
CTaHJapTaMH MEIUIMHCKON momomu (B ciydae, ecid MH(OpMaIus O NMPOJODKUTEIBHOCTH JICUYEHUS
OTCYTCTBYET B MHCTPYKIIUU 10 IPUMEHEHHIO JIEKapCTBEHHOTO Mpernapara).

[Ipy OTCYTCTBMM 3aperMCTPUPOBAHHBIX B YCTAaHOBJIEHHOM TMOpSJKE I[I€H Ha TeparneBTUYECKU
aHAJIOTHYHBIC JIGKAPCTBEHHBIC IIperaparhl KOMIUIEKCHAs OIEHKA OCYIIECTBISIETCS B OTHOIICHUH
pacyeTHbIX LIEH Ha 3aKyIaeMble JIEKAPCTBEHHBIE Mpenaparbl B COOTBETCTBUU ¢ MH(pOpMAIMend o HeHax
JIEKApCTBEHHBIX IPETapaToB, COACPIKAIINXCS B PEECTpe KOHTPAKTOB, 3aKIIFOYCHHBIX 3aKa3unkamu. [lpu
TOM pacyeTHas IIeHa Ha JIEKApCTBEHHBIE IIpenapaTbl COOTBETCTBYET CPEIHEB3BEIICHHOW IIeHE
(hakTUYECKUX 3aKyMOK Ha BOCIPOU3BEACHHBIE WJIM OHOaHAJIOroBble (OHMOMOIOOHBIE) JIEKapCTBEHHbBIE
npemnapatsl (mpu Hamu4uu). [Ipu OTCYTCTBUU BOCIPOU3BEIECHHBIX MJIM OMOAHATIOTOBBIX (OMOMOAOOHBIX)
JICKApCTBEHHBIX TIperapaToB pacueTHas IIeHa Ha JIEKapCTBEHHBIC IIperapaTtbhl COOTBETCTBYET
CpeIHEB3BEIICHHOH IIeHEe (PaKTHUECKUX 3aKYIOK OpUTHHAIBHBIX JIEKAPCTBEHHBIX MPETapaToB.
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(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

[lpy Hanuuuu 3aperuCTPUPOBAHHBIX B YCTAHOBICHHOM NOPSAKE I[EH Ha TEparneBTHYECKU
aHAJIOTHYHBIC JICKAPCTBEHHBIC Iperaparbl OLEHKAa CTOMMOCTH TOJIOBOTO Kypca Tepanmud B Clydae
paccCMOTpPEHHs BKIIIOUEHHS IPEAJaraeMoro JEKapCTBEHHOTO Ipernapara B MEPeueHb JOPOTOCTOSIIMX
JICKApCTBEHHBIX IPENapaToB OCYIIECTBISETCS B OTHOIICHWH pAcCUYeTHBIX I[I€H Ha 3aKylnaeMmble
JIeKapCTBEHHbIC MNpenapaTtbhl B COOTBETCTBHUHM ¢ HMH(OpMalMed O IeHaX JIEKapCTBEHHBIX IPENapaTos,
COJZICPIKALINXCS B PEECTpe KOHTPAKTOB, 3aKIIOUCHHBIX 3aKka3umkamu. [Ipu 3TOM pacueTHas IeHa Ha
JICKapCTBEHHBIC IpErapaThl COOTBETCTBYET CpPEJHEB3BEIICHHOH IeHe (aKTUYeCKUX 3aKylNoK Ha
BOCIIPOM3BE/ICHHBIE MM OHMOaHaioroBele (OMOMOAOOHbIE) JEKApCTBEHHbIE IMpenaparbl (IpH HATHYUH).
[Tpu oTcyTCTBHM BOCIIPOM3BEACHHBIX MM OMOAHAIOTOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IPEMapaToB
pacueTHas LieHa Ha JICKApCTBEHHBIEC MpernapaTbl COOTBETCTBYET CPEIHEB3BEUICHHOM IIeHE (PaKTHUYECKHX
3aKyIOK OPUTHHAIIBHBIX JIEKAPCTBEHHBIX MIPENapaToB.

HpI/I OLCHKE AOIOJHHUTCIBbHBIX HOCJIG[[CTBI/Iﬁ IMPUMCHCHUA JICKAPCTBCHHOI'O IIpCriapara TaKXe
OCYHICCTBIIAACTCA aHAJIN3 NAHHBIX O l"OCY,I[&pCTBGHHOfI perucTrpanuu, aHajin3 O6paH_[eHI/I${ JICKAPCTBCHHOT'O
mnpemnapara, npcajraracMoro majiisd BKIOUCHHUA B IICPCUHH, a TaAKKC TCPAICBTUUCCKH AHAJIOTMYHBIX
JICKaAPCTBCHHLIX ITPCIIapaTOB, BKIIIOYCHHBIX B IICPCYHMH.

B nensx nmonmyyeHus He0OXOIMMON JTOTIOTHUTENFHONW HH()OPMAIIMK U YTOYHEHUS MPEICTaBICHHBIX
B IIPEJUI0KEHUU CBEICHUI MPU MPOBEIEHUN KOMIUIEKCHOM OLIEHKH OCYILECTBIIAETCS MMOUCK HH(POPMALIUU
O JIEKapCTBEHHBIX Tperaparax B paMKax MpeajJaraeMoro K BKIIOYCHHIO MEXIYHAPOIHOTO
HEMaTeHTOBAaHHOIO HAMMEHOBaHMA (IpU OTCYTCTBMM TAaKOr0O HAaMMEHOBAaHUS - B  paMKax
IPYNIAPOBOYHOTO WM XHMHUYECKOIO HAWMEHOBAaHHWS), B TOM YHCIE O KIMHAYECKHX H (WIN)
KJIMHUKO-?PKOHOMHMYECKHX HCCIIEOBAaHUAX JIEKapCTBEHHBIX MpenapatoB. [Ipm 3TOM K 3aKIIOYEHHUSM,
yKa3aHHBIM B TyHKTe 25 Hacrosmux [IpaBui, MpuiararoTcs MOJHOTEKCTOBBIE ITyOJMKAIlMH TaKUX
HUCCIeJOBaHUH.
(. 24 B pen. Ilocranosnenus [IpaButenscta PO ot 25.07.2024 N 1009)

25. Ilo pe3ynpTaTaM KOMILIEKCHOM OLIEHKM 3KCIEPTHAs OpraHU3alys COCTaBIAET 3aKJIIOUEHUE IO
pe3yabpTaTaM aHajanu3a MHPOPMAIUM O CPABHUTEIHHON KIMHUYECKON 3((EKTUBHOCTH U 0E€30MacHOCTH
JIEKapCTBEHHOT 0 Ipemnapara 1no ¢opme cornacHo npuioxenuto N 7, LleHTp sKCHepTH3bl COCTaBISET
3aKJIIOYEHHE [0 pe3yJbTaTaM OLEHKH 3KOHOMHYECKHX IIOCJIEICTBUN NPUMEHEHHS JIEKapCTBEHHOTO
npenapara, U3y4eHus: JOMOJHUTENbHBIX MMOCIEACTBUI TPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara, a Takxke
OLICHKM CTOMMOCTH TOJOBOIO Kypca TEpanuu MpelaraéMbIM JIEKAPCTBEHHBIM IpPENapaTroM 1o
CPaBHEHHUIO C TEpPaNeBTHMUYECKH AaHAJOTUYHBIMU JIEKAPCTBEHHBIMU IIpernapaTtaMy, BKIIOUYEHHBIMU B
nepeyHy, no ¢opme corjgacHo npuiiokeHuo N 8(1) u mpeAcTaBisioT UX B KOMHCCHIO C HAlpaBICHUEM
COOTBETCTBYIOILIETO YBEAOMJIEHUS Ha DJEKTPOHHYIO IIOYTY 3asBUTENS, agpec KOTOpOHl YyKa3aH B
MIPeI0KEHUH.

(m. 25 B pen. [Tocranornenus [IpaButensctBa PO ot 25.07.2024 N 1009)

26. IlpennoxeHue, B TOM 4YHUCJIE MpWIaraéMble K HEMY JOKYMEHTbl W CBEICHHUS, a TakKkKe
3aKJIFOUEHUS M0 Pe3yJbTaTaM KOMILUIEKCHOH OLIEHKH B TeueHue 2 padouyux JHEH CO JHS MX MONydeHUs
HaIpaBJISIOTCS KOMHCCHEW C TMPEJOCTABICHUEM JOCTYIa K SJEKTPOHHBIM BEPCHUSIM TPEIJIOKEHUS C
MIpUJIaraéMbIMU JOKYMEHTAMHU M CBEJCHHSIMH TJIABHOMY JKCHEPTY C YUETOM MPOQUIIS €ro AesTEIbHOCTH
JUIS TIOATOTOBKH TIO JTOMY TIPEIJIOKCHHIO HAydYHO OOOCHOBAaHHOW PEKOMEHAAIIMH O BKIIOYEHUU
JIEKapCTBEHHOTO TMpernapaTa B IEPeYHN M MUHUMAJIbHBIM aCCOPTUMEHT 0 (JOPME COTIIACHO MPUIIOKEHHUTIO
N 9 (manee - HayyHO 0OOOCHOBaHHAsI PEKOMEHIAITH ).

(m. 26 B pen. [Tocranosnenus IIpaBurenscrBa PO ot 25.07.2024 N 1009)
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

26(1). Ilpm ¢opMupoBaHMM MHHUMAIBHOTO AaCCOPTHMEHTa, a TaKXKe IPH IOCTYIUICHHH
MPEUIOKEHUS 00 UCKIIFOUEHUH JICKApCTBEHHOT'O Mpernapara u3 nepevyHeil 1 MUHIMAaJIbHOTO aCCOPTUMEHTA
KOMHCCHS B CPOK, HE TPEBBIIAIOIINI 2 pabounXx IHEH CO JHS BBIHECEHHS 3aKIIOYCHUS MO pe3yIbTaTaM
JOKYMEHTAJIbHOM SKCIEPTU3bl, 32 MCKIIOYCHUEM IMPEIUIOKEHUH, B OTHOLICHHHM KOTOPBIX BBIHECEHO
3aKJIIOYCHHE C 3aMEYaHUSIMH O HECOOTBETCTBHM YCTAHOBIICHHBIM TpPEOOBaHMSAM, HAIpPaBIISIET
NpPEUIOKEHHE C TPEAOCTaBICHHEM JIOCTyla K €ro SJEKTPOHHBIM BEPCHUSM C IpHIaracMbIMU
JIOKyMEHTaMH M CBEICHUSMH HE MEHEe YeM JBYM TIJIaBHBIM OKCIIEpTaM C ydeToM mnpodums ux
JESTeIbHOCTH C HANPaBICHHEM COOTBETCTBYIOLIETO YBEIOMJICHHMS Ha 3JEKTPOHHYIO IMOUTY 3asBUTEI,
azipec KOTOpOil yKa3aH B IPEIOKEHHH.

(m. 26(1) B pexn. Ilocranosnenus Ilpasurenscta PO ot 25.07.2024 N 1009)

27. I'maBHbIN 3KcniepT B TedeHue 10 pabouux nHEW co THS MOTy4YeHUsS JOKYMEHTOB, YKa3aHHBIX B
nyHktax 26 u 26(1) Hacrosmux I[IpaBwii, mpeacTaBiseT B KOMUCCHIO B 3JICKTPOHHOM BH/C HAYYHO
000CHOBaHHYIO PEKOMEHIAIIHIO.

[Tpr mOATOTOBKE HAYYHO OOOCHOBAaHHBIX PEKOMEHIANMN TJIABHBIC 3KCIEPTHI B IEISAX MOJYICHHUS
JOTIOJTHUTEIBHON HH(OpMaIiK 0 0€30IaCHOCTH, KauecTBe U 3(P(PEKTUBHOCTH B paMKaX MPeiaraeMoro K
BKJIFOUCHUIO  MEKIYHAPOJIHOTO HENMATCHTOBAHHOTO HAMMEHOBaHUS (IIPH  OTCYTCTBHHM  TaKOTO
HAaMMCHOBAHHS - B paMKaxX TPYHNIHPOBOYHOTO WIM XMMHUYECKOTO HAUMCHOBAHHS) MOTYT HAIpaBJISATh
3ampockl B MPO(EeCcCCHOHAIBHBIE HEKOMMEpPYECKHE OpraHHW3allid, CO3/1aBaeMble MEIUIIMHCKHUMH
paboTHHKaMHU U (hapMaleBTHYCCKUMHU PaOOTHHUKAMMU.

['nmaBHBIE SKCIEPTHI MPH TOATOTOBKE HAYYHO OOOCHOBAaHHBIX PEKOMEHIANWN JAETAar0T BBIBOJ O
11€J1eCO00Pa3HOCTH UCKIIIOUEHUS JIEKapCTBEHHBIX NpernapaToB U3 MEpedyHel B Cilydae, eClid CTOMMOCTb
Mpe/UIaraeMoro K pacCMOTPEHHIO JIEKAPCTBEHHOTO TIpenapaTa HIDKE CTOMMOCTH TEpaneBTHUECKU
aHAJIOTMYHOTO JIEKAPCTBEHHOTO Mpernapara 3a Kypc Teparnui, BKIIOUEHHOTO B IIEPEUHH, NPH BKIIOYEHUU
AIbTEPHATHBHBIX JICKAPCTBEHHBIX MPENapaToB, OOJAaNAIOMIMX JIOKAa3aHHBIMH KIMHUYECKUMH, W (WIIN)
KJIMHUKO-?KOHOMUYECKHMHU NPEUMYIIECTBAaMH, U (WIM) OCOOCHHOCTSAMU MeXaHU3Ma JelcTBus, U (Win)
OonpIielt 0€30MaCHOCTHIO MPU TMArHOCTHKE, MPOPUIAKTUKE, JICYCHUH WU peaduIuTaiuy 3a00JIeBaHHM,
CHHJIPOMOB U COCTOSIHMH, a TAK)K€ B CIIy4ae, €CIIM BKIIOYCHHBIN B MEPEYHH JIEKAPCTBEHHBIN MpernapaT He
MPUMEHSETCS B CYIIECTBYIOIINX CXEMaX TePaIHH.

(m. 27 B pen. ITocranosnenus IIpaBurenscrea PO ot 25.07.2024 N 1009)

28. Ilpu Hecoriacuu TMOJHOCTHIO MJIM YaCTHYHO C 3aKIIOYCHUSMH SKCIEPTHOW OpraHM3aluu U
(umm) IlenTpa sKCHEpTU3bl TJIABHBIM 3KCIEPT TOTOBUT HAay4YHO OOOCHOBAaHHYIO PEKOMEHJAlMIo, B
KOTOPOH YKa3bIBaeT 3aMEUaHHs C JCTATM3HMPOBAHHBIM OOOCHOBAaHMEM W CCBHUIKAMH Ha ITyOJIUKAI[UH O
JAHHBIX KJIMHUYECKHX HCCIIEeOBaHMN JIEKapCTBEHHOTO Npemnapara U (WJIM) JaHHBIX MOHMTOpPUHTA €ro
s dexTuBHOCTH U Oe30macHOCTH Ha TeppuTopun Poccuiickoit denepaunu u (i) 3a pyoexoM, a TakxKe
JTAHHBIX KJIWHUKO-KOHOMHUYECKUX HCCIEIOBaHUM M pacyeToB, OOOCHOBBIBAIOLIMX €ro BBIBOABI, C
MIPUIIOKESHNUEM ITUX ITyOIUKaIni.

(B pen. [Tocranosnennii [IpaButenscrBa PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

28(1). 3asBuTenp B ciydae HECOIJIACHs C pe3yjbTaTaMH KOMIUIEKCHOW OIICHKM W HAy4YHO
000CHOBAaHHOUM pEKOMEHJIAIMEell TIaBHOTO JKCIepTa BIpaBe HE MO3JHEe 4eM 3a 5 pabouux JHEeH 10
3acCJaHrd KOMHCCHUMN MPEACTABUTH B KOMUCCHUIO B 3JICKTPOHHOM BHAC AOIMOJHUTCIBHBIC HTOKYMCHTBI U
CBEACHHUS MO TPEIOKEHHIO (KIMHUYECKHE HCCIEJOBaHUs, HOBOE IIEHOBOE TIPEUIOKECHHUE,
MOATBCPKACHHOEC pPE3yJIbTaTaMU  KIIMHUKO-3KOHOMHNYECKUX I/ICCJ'Ie)IOBaHI/Iﬁ u HCCJ’I@}IOBaHI/Iﬁ C
WCIOJIb30BAaHUEM aHallu3a BIMSHHUS Ha OmKeT, 0e3 HM3MEHEHHil, HO C YyYeTOM HOBOW IIE€HBI, C
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

IIPEJCTaBICHUEM COOTBETCTBYIOIMX MoJiesel ¢ pacueTamu). KoMuccust HanpapisieT Takoe MpeJylokKeHne
C IpPEIOCTaBIEHUEM JOCTyla K €ro 53JEKTPOHHBIM BEpPCHSIM C IpWJIAraéMbIMU JOKYMEHTaMU U
CBEICHUSIMM U1 IIOBTOPHOI'O IPOBEIEHHUS JTaloOB KOMIUJIEKCHOM OLIEHKHM, HPeayCMOTPEHHBIX
noanyHkramu "0" wm "B" mnynkra 19 nHacrosmmx IlpaBwii, ¢ HampaBlIEHHEM COOTBETCTBYIOIIETO
YBEIOMJICHHS Ha 3JIEKTPOHHYIO IOUTY 3asBUTENS, a[jpec KOTOPOH yKa3zaH B MPENJIOKEHUHU, B TeUEHUE 3
paboumx naHEH C JarTbl NOJYYEHUs MPEUIOKEHUS C MPEACTaBICHHUEM pe3yJIbTaTOB Ha 3aceJaHuH
KOMMCCHUH.

(. 28(1) BBenen Ilocranosnenuem Ilpasurenscrea PO ot 25.07.2024 N 1009)

29 - 30. Yrparunu cuny. - [locranosnenue [IpaBurensctBa P® ot 29.10.2018 N 1283.

31. 3acemanusi Komuccuu mpoBoAsATCsA a0 10-ro umcna 2-To Mecsila KBapTajia, CIEAYIOIIEro 3a
KBapTajioM, B KOTOpoM LIeHTpoMm 3KCHepTH3bl MPEJCTaBICHO 3aK/IIOUEHHE MO pe3ysibTaTaM aHaiu3a
METOAOJIOTHYECKOTO Ka4eCTBa O CPEIHEM MJIM BBHICOKOM YPOBHE METOHOJIOIMYECKOTO KauecTBa XOTs ObI
OJIHOTO U3 MPEACTABICHHBIX KIMHUKO-3KOHOMHYECKHX HCCIIEIOBAaHHUI JIEKApCTBEHHOTO TMperapara u
XOTs OBI OAHOr0 U3 MpCACTABJICHHBIX I/ICCJICIIOBaHI/Iﬁ C HCIIOJIb30BAHUEM aHaJIM3a BIIMAHHUSA Ha 6IOIDKGT B
pamMKax OJHOTO TOKa3aHUS K MPUMEHEHHIO JEKAapCTBEHHOTO Mperapara, 3a HCKIIYeHHEeM Op(aHHBIX
JICKapCTBEHHBIX IMpernaparoB. B oTHomeHnn op¢haHHBIX JEKApCTBEHHBIX IPEMapaToB 3acelaHus
KOMHUCCUH TpoBoAsTcs 10 10-ro umcna 2-ro Mecsia KBaprajia, CIeAyIOLero 3a KBapTajloM, B KOTOPOM
IIPEJICTaBICHO IPEIOKEHHE.

Pemenus 1o MNPEUIOKCHUAM, B TOM 4YHCIIC IpU NPCACTABJICHUU B HAYYHO 000CHOBAHHOM
PEKOMCHAAIHN TJIAaBHOIO CIICHMUAIUCTA, COI[@p)K&HIGﬁ IpCAJIOKCHUC 00 HCKIIOYECHUU JICKAPCTBCHHBIX
npemnaparoB U3 nepeIIHeﬁ, MNPpUHHUMAIOTCA Ha 3aCCAaHUAX KOMUCCHU B COOTBCTCTBHU C JIMCTAMH
roJIOCOBAHUA YJIICHOB KOMUCCHHU, ITPUCYTCTBYIOIHX HA 3aCCAaAHUN KOMUCCHUHU, COACPKAIIUMU PE3YJIbTAaThbl
KOMILJIEKCHOH OLICHKH, C YUCTOM HAYYHO 000CHOBaHHOM PEKOMCHAANU TJIABHOT'O SKCIICpTA. HpI/I 9TOM
HAay4HO 000CHOBaHHAs PEKOMEHOAa M INNIaBHOI'O SKCIIEPTA MPEACTABIACTCA YICHAMHU KOMUCCHU.

Komuccust mpy NpUHATUM PELIEHUs O BKIIOUEHHH (00 MCKIIOUEHUH) JIEKapCTBEHHBIX MTPENapaToB B
nepeyHu (U3 mepedyHeil) ¥ MUHUMAaJIbHBIM acCCOPTHUMEHT (U3 MUHUMAJIBHOIO aCCOPTUMEHTA) YUUTHIBACT
CBEICHHs O IOCTaBKax JIEKAPCTBEHHOrO IpernapaTta Ha Tepputoputo Poccuiickoin denepannu, a Taxxke
MO3UIMI0 OPTaHOB TOCYyAapCTBEHHOW BiacTu cyObekToB Poccuiickoit ®denepaunu B cdepe oxpaHsbl
310pOBbs, YKa3zaHHYI0 B myHKTe 20(1) Hactosmux [Tpasuir.

Komuccuss npuHumaer peunieHre o0 MCKIIOUEHUHM JIEKapCTBEHHOI'O IMpenapara M3 IepeuHed u
MUHHMAaJIBHOTO aCCOPTUMEHTa MPU MOATBEPKICHUN CIy4aeB, YKa3aHHBIX B a03alax TPETbeM - CEIbMOM
nyHkTa 6 Hactosmux llpaBui, a Takke NMpu MpeACTaBIEHUH HAaydyHO OOOCHOBAHHON pPEKOMEHJAIuH,
MIPEJICTaBICHHO ITaBHBIM SKCIIEPTOM B COOTBETCTBHUH € ab3alieM BTOPBIM IMyHKTa 6 HacTosumx Ilpasu.

[Ipm paccMOTpeHWM TIPEIJIOKEHHUS, B OTHONICHWM KOTOPOIrO B HAyYHO OOOCHOBAaHHOM
PEKOMEH/IallMY TJIABHOTO JKCIEepTa B COOTBETCTBUU C a03aileM TpeThuM IMyHKTa 27 Hactosmmx [IpaBun
CHIeNaH BBIBOA O IEIeCOO0pPa3HOCTH WCKIIOYCHHS JIEKAPCTBEHHBIX TMPEIapaToB W3 IEepeyHeld, Ha
3aceaHNe KOMHCCUU TIPUTJIAIIAI0TCS MPEICTABUTEH BCEX POU3BOIUTENEH JIEKApCTBEHHBIX MIPEMapaToB
u (W) BIAneNbleB (AepKaTeei) PEeTUCTPAlMOHHBIX YAOCTOBEPEHUN TaKWX JIEKAPCTBEHHBIX
MIPemapaToB B IENIAX PACCMOTPEHUsI BOMPOCA UCKITIOYCHHUS IEKAPCTBEHHBIX MPENapaToB U3 MepeuHen Win
MepepErHCTPAIK 3apPEeTUCTPUPOBAHHBIX MIPEICITBHBIX OTITYCKHBIX IIEH TPOU3BOIUTEIICH Ha HUX.

B CJIydac paBCHCTBA I'0OJIOCOB PCIIAOIINUM ABJIACTCA I'OJIOC MPEACCAATCIBbCTBYIOIICTO HA 3aCCAaHUN
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(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

KOMHCCHH.
(m. 31 B pen. [Tocranosnenus [IpaButenscrea P® ot 25.07.2024 N 1009)

32. Ha 3acepanue KOMMCCUM IpUTTIAILAeTCs PEICTABUTEND (PeepabHOr0 Ka3eHHOIO YUPEXKAECHUS
"®enepa’dbHBI LEHTP IUIAHUPOBAHHMS M OpPraHU3allMM JIGKAPCTBEHHOTO OO0eCcTedYeHus: rpaxaaH"
MunucrepcTBa 31paBooxpanenust Poccuiickoit denepannu, a Takke B LEISX HAYYHOTO ONITOHUPOBAHUS
npeacraBuTeny LieHTpa SKCepTU3bl U 3KCIEPTHON OpraHU3aliH.

(. 32 B pen. [Tocranosnenus [IpaButensctBa PO ot 25.07.2024 N 1009)

33. Nudopmanus o XoAe U pe3ysibTarax pacCMOTPEHUS TPEIUIOKCHHS, a TAKKE O MecTe, JaTe U
BPEMEHH 3acelaHusl KOMUCCHH pa3MelaeTcs 3a 7 pabo4yux JHEH MO0 COOTBETCTBYIOILIETO 3ace/laHusi Ha
odunmansHOM caiite B cetn "MHTEpHET".

Wudopmanivs o OpUHATHIX HAa 3aceJaHUM KOMHUCCHUU PEHICHHSX 00 0J00peHuu (OTKIOHEHUH)
MpeAJIOKEHUN pa3MeniaeTcss Ha opuuuaibHOM caiite B cetd "HMHTepHeTr" B TeueHue 5 paboumx nHen
MocCJie IPOBEACHHUS 3aceIaHtsl KOMUCCHH.

(B pen. [locranosnenus IlpasurensctBa PO ot 25.07.2024 N 1009)
(. 33 B pen. [Tocranosnenus [IpaButensctBa PO ot 29.10.2018 N 1283)

34, HpI/I BO3HHMKHOBCHHUU KOH(i)JII/IKTa HHTCPECOB COOTBCTCTBYIOIIUC UYICHLBI KOMHCCHH HE
YYacCTBYIOT B IIpoLcAypax NpUHATHUA peHleHPIfI 10 KOHKPETHOMY MPCAJIOKCHUIO.

CrenuanucTbl KCHEPTHON opranu3aiuu W LIeHTpa SKCrepTu3bl, y4acTBYIOUIME B TOATOTOBKE
3aKJIIOUEHHS TI0 pe3ysbTaTaM KOMILUIEKCHOW OIICHKH, MPEeAyCMOTPEHHOW WyHKTOM 19 HacTosmmx
[TpaBu, T1aBHBIC YKCIEPTHI U YICHBI KOMUCCUH, TIPECTABUBIINE HEIOCTOBEPHYIO MH()OPMAIIUIO UK HE
NpeACTaBUBIINE (HECBOCBPEMEHHO IMPEACTaBHBIINE) B KOMHUCCHIO HWHPOPMAIMI0O O HAJTUYUH
00CTOSITENILCTB, CIIOCOOHBIX MPUBECTH K KOH(IMKTY HMHTEPECOB MPU PACCMOTPEHHH MPEIUIOKEHHUH, MO
PEUICHUI0 KOMHUCCHU OTCTPAHSIOTCS OT JAbHEWIIEro Y4acTHs B JESTENbHOCTH 1O (POPMHUPOBAHUIO
NepeyHell ¥ MUHMMAJIBHOTO aCCOPTUMEHTA, a PEIICHUE TI0 MPEIOKECHHUIO, TIPUHIATOEC KOMHCCHEN MPU UX
yYacCTHH, TIOAJICKUT TIEPECMOTPY.

(B pen. [Tocranosnennii [IpaButensctBa P® ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

['aBHBIE PKCIEPTHI, WIEHBI KOMHUCCUH, 3KCIEpPTHas opranuszauus, LIeHTp skcmepTusbl, a Takxke
CHEIUATUCTBl  DKCMEPTHOM opranu3auud u LleHTpa dSKcmepTu3bl HE BIpaBe OCYIIECTBISATH
KOHCYJIbTUPOBAHHE 3aABUTENICH, B TOM UYMCJIE OKa3bIBATh IUIATHBIE YCIYTH MO KOHCYJbTUPOBAHUIO, MPU
PacCMOTPEHUU TIPEITIOKEHU .

(a63am BBeneH [locranoBnenunem [IpaButenscrBa PO ot 25.07.2024 N 1009)

35. Ilo pe3ynpTaTaM 3acelaHWid KOMHCCHM TOTOBSITCS HPOEKTHI pacnopsbkeHnid [IpaBurenbcTBa
Poccuiickoii denepann 0 BHECEHUM MU3MEHEHUW B IEPEYHH M MUHHUMAJIbHBIA aCCOPTUMEHT, KOTOPBIE
pa3MeniaroTcs Ha opuIUaIbHOM caiite B ceT "MHTepHeTr" Ha cpok He MeHee 10 pabouux aHEH.

IIpoektsl pacnopstxkenuit [IpaButensctBa Poccuiickorn denepanii 0 BHECEHUM H3MEHEHUH B
MEepeYH W MHHUMAJIBHBIA aCCOPTUMEHT (OPMHUPYIOTCS MO pe3yjbTaTaM 3acelaHUi KOMHCCHH C
yYKa3aHUEM MEKIyHapOJHbIX HEMaTeHTOBAHHBIX HAWUMEHOBAHWI JIEKapCTBEHHBIX NpenaparoB (Mpu
OTCYTCTBHHM TaKMX HAaWUMEHOBAHUWM - MO TPYNMUPOBOYHBIM WM XHMHUYECKMM HAaWUMEHOBAHHSIM), C
yKazaHueM crocoba u (WJin) MyTH BBEIEHUS JIEKAPCTBEHHOTO IMpernapara, a TakkKe Mpu HEOOXOAUMOCTH
OCHOBHOTO 3JIEMEHTAa WM [JOMOJHHUTEIHHOTO 3JIEMEHTAa JIEKApCTBEHHBIX (OpM, B TOM YHCIE THUIIA
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(npf;ag?%eg;'igl;:;menbCTBa P® or 28.08.2014 N 871 [okyMeHT npegoctaBneH KoHcynbTaHTI0C

"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex... Hata coxparenus: 28.08.2024

BBICBOOOX/ICHHS ICHCTBYIOIETO BEIIECTBA.
(. 35 B pexn. Ilocranosnenus Ilpasurenscta PO ot 25.07.2024 N 1009)

36. I3MeHeHus B IPOEKTHI IEPEUHEN U MUHUMAJIBHOI'O aCCOPTUMEHTA IOJUIEKAT COTJIACOBAHUIO C
MUHHCTEPCTBOM MPOMBIIIICHHOCTH U TOproBiu Poccuiickoit @enepannu, MuHHCTEpCTBOM (DUHAHCOB
Poccuiickoit ®denepanmu, MuHUCTEpCTBOM Tpyla M coluaibHOW 3amuThl Poccuiickoit denepaiuuy,
MuHucTepcTBOM d3KOHOMHYECKOro pasButus Poccuiickont ®enepanuu, PenepanbHON aHTUMOHOIIOJIBHON
ciyx0o0ii, DeaepanbHOl CiTy>k00H MO HaA30py B cdepe 3alThl IpaB MOTPEOUTENICH U OJaromnomyyus
yesoBeka 1 MUHUCTEPCTBOM HayKd M BbIcuIero odOpasoBaHust Poccuiickoii @enepan U BHECEHUIO B
[IpaButenscTBO Poccutickoii denepanuu He mo3aHee 15 OKTAOpS TeKyIIero KajaeHIapHoTo To/a.

(8B pen. Iocranosnenwmii [Ipasurensctea PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, ot 03.12.2020
N 2021, ot 25.07.2024 N 1009)

[Tpunoxenue N 1

k [IpaBuiam popmupoBaHus nepedHei
JIEKapCTBEHHBIX MPENapaToB

JUISL MEAUIIUHCKOTO IPUMEHEHUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKAPCTBEHHBIX MPEINApPaTOB,
HEOOXOUMBIX JJIsl OKa3aHUs
MeEIUIMHCKOI TOMOIIH

CrHCOK M3MEHSIOLINX JOKYMEHTOB
(B pen. [Tocranosnenwuii [IpaBurensctBa PO ot 12.06.2017 N 700,
01 29.10.2018 N 1283, ot 20.11.2018 N 1390, ot 05.06.2020 N 829,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(bopma)

B xoMmmccumio MmHMCTEpCTBAa
3OpaBooOXpaHeHMsa Poccurickon demepalun
1o QOPMMPOBAHMIO IEPeUHeM JIeKapCTBEHHEBIX
npenapaTop IOJjig MEeOULMHCKOTO
IPYMEHEHMSA M MMHMMAaJIbHOT'O aCCOPTMMEHTa
JIEKAPCTBEHHEIX I[IPEenapaTos,
HEeOOXOOMMEIX IOJIS OKaBsaHUSA
MEeIOMLUVHCKOM IIOMOIIM

IPEIJIOXKEHNE
O BKJIDUEHUM JIEKAPCTBEHHOT'O IpelapaTa B I[IepedHM JIeKapCTBEHHBIX
npenapaTop IOJig MEeIULMHCKOT'O IIpUMeHeHusa <*>

1. HacTogaumee IIpeJyIOXeHMEeE KacCaeTCd BKIIIOUEHMA JIEKAPCTBEHHOI'O IIpelriapaTa B
IIepedHr JIEKaAPCTBEHHEIX IIpellapaToB:
1.1. IIepedeHb XM3HEHHO HeODXOOMMEIX n BaXHEVINX JIEKAPCTBEHHEIX

www.consultant.ru CrpaHuua 20 us 75
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=481691&date=28.08.2024&dst=100123&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=218058&date=28.08.2024&dst=100020&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=310199&date=28.08.2024&dst=100070&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=481779&date=28.08.2024&dst=100046&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=481691&date=28.08.2024&dst=100126&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=218058&date=28.08.2024&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=310199&date=28.08.2024&dst=100071&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=311629&date=28.08.2024&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=409277&date=28.08.2024&dst=100013&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=481779&date=28.08.2024&dst=100047&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=481691&date=28.08.2024&dst=100127&field=134

(nricgaggggeg;'ig';:)wmnbCTBa P® ot 28.08.2014 N 871 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex... Hata coxparenus: 28.08.2024

IpenapaTos;
1.2. mnepeueHb JIeKAPCTBEHHEIX IIpernapaToB, [IpeOHa3HAUYeHHHX IJid oDecleueHUd
JINLL, OOJIBHEIX TeMobuIMmer, MyKOBMCLMIO30M, I'MNOQM3apPHBIM HaHM3MOM, OOJIE3HBIO
Toue, 3JI0KaueCTBEHHBMU HOBOODOPAa30BaHUAMU JIMMQOMIOHOY, KPOBETBOPHOM U
POOCTBEHHHBIX VIM TKaHEN, pPacCesgHHBIM CKJIEPO30M, TI'e€MOJIMTUKO-YPpeMmueCKUM
CUMHIPOMOM, IOHOWECKMM apTPUTOM C CUCTEMHEM HayaJIOM, MYKOIOJMCaxXapuiosoM 1,
IT n VI Tunos, amnjacTUUeCKOM aHeMMely HeyTOUHEeHHOM, HAaCJeOCTBEeHHHM IedrLUMTOM
dbaxTopoB II (pmbpmHoTreHa), VII (nabunapHoro), X (Croapra - Illpayspa), a Takxe
JIML, IIOCJIe TPAaHCIJIaHTalUuMM OPI'aHOB M (MJIM) TKaHEM.
2. VHbopMalMsa O 3asBUTEJE:
2.1. HauMMEHOBaHME OpTaHM3aAUUM UV daMuUIvsa, MMS, OTUECTBO (OIpM HaJIUUUM)
TpaxIaHMHa
2.2. OTBETCTBEHHOE JIMLO, IOJIKHOCTH ;
2.3. ampec (MeCTO HaxXOXIEHMS) MJIM MECTO XUTeJIbCTBa ;
Tenedpon (dhakc) ;
3JIEKTPOHHAS [oduTa .

~e

3. VHbopMalMa O JIEKAPCTBEHHOM MperapaTe:
3.1. HaMMEHOBAHME JIEKAPCTBEHHOTO IIperaparTa:
3.1.1. MexmyHapoIHOEe HelaTeHTOBAaHHOE HaMMeHOBaHMUe ;
3.1.2. B cayyae OTCYTCTBUA MEXIYHapPOIHOTO HEenaTeHTOBaHHOTO
HaVMMEHOBAHMS - TPYNIVMPOBOUHOE HAMMEHOBAHMUE ;
3.1.3. B crayuae OTCYTCTBUSA MEeXIYyHapOIHOT'O HEIaTeHTOBAHHOTO U
TPYNNIMPOBOUHOTO HAVMMEHOBAHUNM — XUMUUECKOE HauMMeHOBAaHUE ;
3.1.4. B cjyyae OTCYTCTBUS MHEIX HAMMEHOBAHMM — TOPTOBOE HaMMEHOBAaHUE
7
3.2. KOI aHATOMO-TepaleBTUUECKO-XUMUUECKOM KJlacCcUdUKaLIUM
JIEKAPCTBEHHOTO Mpenapara ;
3.3. 3aaBJIEHHEIE nokasaHmMs K [PUMEHEeHMI0 JIeKAapCTBEHHOT'O Ipernapara
COTJIaCHO VHCTPYKLUU 1o IPMMEHEHMI0 C YyKa3aHUeM xoma MexInyHapOoIOHOM

CTATUCTUUECKONM KJjaccubmuraumm ©OoJes3Her u npobjeM, CBS3aHHEX CO 3I0POBLEM
(mepeuncanTs)

4
3.4. rTocymapCTBEeHHas permcTpaumus JIEKapCTBEHHOTO Ipelnapara B Poccuiickoi
denmepaumm:
maTta (J4u.MM.ITTT) ;
HOMEP PerrMcCTPalMOHHOTO yIOCTOBEPEHUA ;
mara NIOOTBEPXIOECHNUSA TOCYyHOapCTBEHHOMU permucrpauum JIEKaPCTBEHHOT'O
npenapaTra (Npr Haauduy) (449.MM.IT'I'T) ;
perucTpaums B KadecTBe OPQPaHHOT'O JIEKAPCTBEHHOTO Ipemnapara (ma/Her)  ;
3.5. HauMeHOBaHMEe U agpec (MeCTO HaxOXIeHMs) DPUAMYEeCKOTO JMla, Ha UMA
KOTOPOT'O BHIOAHO pPeruMcCTpalMOHHOE YINOCTOBEPEHMe JIeKapCTBEHHOT'O Opelapara,
JCHOJIB3YyEeMOI'O B KaudeCTBe IpelapaTa CPaBHEHMA (OPpM HaJIMUMM)

’

NPpOM3BOOUTETb JIEKAPCTBEHHOTO npenapara, MCHOJB3yeMOT'O B KaudecTBe
npernapaTa CpPaBHeHMS (IpM HaJlMUuUM) ;

3.6. @maHHBIE O IIPOMBBOICTBE JIEKAPCTBEHHOT'O IIpenapaTa B Poccuimickom
denepauun (Npu HaJIUUUM) ;

3.7. T1npenjaraeMele K BKJIOUEHUIO JIEKAPCTBEHHBEE GQOPME 3apeTMCTPUPOBAHHOTO
JIEKAPCTBEHHOTO npenapaTta, B TOM YMCJIe 3KBUBAJIEHTHEHE, npenyCMOTPEHHEE
[lepeuHeMm HaVMEHOBAHUM JIEKAPCTBEHHEX (QOpM JIeKapCTBEHHEX I[IpelapaToB IJig
MEeOMLUVHCKOTO IPMMEHEHMs, YTBEPXIEeHHBM MuHMCTEPCTBOM 3OPaBOOXPaHeHMs
Poccurickon demepauun (MNEePEUNCIIUTD)

4
C ykKaszsaHMeM OCHOBHOTO DBJIEMEHTA MJM IONOJHUTEJIBHOT'O 3JIEMEHTAa JIeKapCTBEHHHX
bopM, B TOM UMCJle OPU HeOOXOIOMMOCTM TuIla BLICBODOXIEHMS HOeMCTBYIEeITO
BelecTBa, [IPM 3TOM BMECTO JIEKAPCTBEHHEIX QOpM IoNyckaeTcs ykasaHue crnocoba u
() nyTM BBeIEeHMS JIEKAPCTBEHHOT'O IIpenapara;
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3.8. cBemeHus O BOCIPOMB3BENEHHHIX UM OMOaHAJIOT'OBEIX (BronomoOHEIX )
JIeKapCTBEHHEIX [pelapaTax (Ipu HaJluudum)
’
3.9. cBemeHus O lLIEJIeBOM TpPYyINe MNalUMeHTOB (NpM BKJIIOUEHUM JIEKAPCTBEHHOTO
npenaparTa B IepedyeHb, YyKaz3aHHHM B [NOANYHKTe 1.2 nyHKTa 1 HacToAWeTro
IPenJjioXeHms) ;
3.10. cBenmeHus O TIIOCTaBkax JIEKAPCTBEHHOT'O IIpelapaTa Ha TeppUTOPpUI

Poccurickon denmepaumm:

KOJIMYECTBO YIIaKOBOK JIEKAPCTBEHHOT'O IIpenapaTa, BBEIEHHOT'O B I'PaXIaHCKMI
oBbopoT Ba [epuors, INpeAuecTByOUMY Iolade NpenjioXeHus (IIOMeCcsadHO, 3a IO,
NpenuecTBYMY IOaTe NomauM MNPelJIOXEHUS) ;

KOJIMYEeCTBO YyINaKOBOK JIeKapPCTBEHHOI'O IIpernapaTa, [JaHMpyeMoTo kK BBOLY B
TpaxIaHCKMM oBopoT (IIOMecsSdYHO Ha Ipencrosumme 365 nHeM) .

4. CBegmeHmMs ¥ HaHHHE O JIEKApPCTBEHHOM I[Ipelnapare, [IpenjlaraeMoM IJis
BKJIOUEHMS B [I€PEUYHM JIEKAPCTBEHHEIX [IPEelapaToB:

4.1. HaydyHO OOOCHOBAHHEIE MHaHHEHE O HeOoOXOOMMOCTM M OOOCHOBaHHOCTHU
IIPpVIMEHEHNM A JIEKAPCTBEHHOT'O IIpelriapaTa OJ4d OMAal'HOCTHUKHM, HpO@MHaKTMKM, JiedeHUA
nnm  peabunmurauum 3ab0JIeBaHMM, CHMHIPOMOB M COCTOSHMI, HOpeobjajapuyx B

CTPpyKType 3abojleBaeMOCTM U CMEPTHOCTM TIpaxiaH Poccuiickonm demepauum Ha
OCHOBAHMM JaHHHX TI'OCYHapCTBEHHOTO CTaTUCTUYUECKOTO HaOJOIeHMS (IPpM Haaudum
TaKMX CTATUCTUYUECKMX HOAaHHBIX) ;

4.2. HaJmumye HAY4YHO 0DOOCHOBAHHEIX JAaHHBIX O KIIMHNYEe CKUX ) Z8
@apMaKOSKOHOMMHeCKMX npemMynmecTBax IMNPUMMEHEHNMA JIEKAPCTBEHHOI'O IIpellapaTa nOJiAd
JledeHmMa Jml, OOJIBHEIX TeModuIMey, MyKOBMCLMIOS30M, I'MIOOM3apPHEIM HAHM3MOM,
BoJyie3HB I'ome, 3JI0OKAYEeCTBEHHBIMM HOBOODOPa30BaAHMAMM JIMMPOMIOHOM, KPOBETBOPHOMU
U POAOCTBEHHBIX MM TKaHeM, pPaCCesHHHM CKJIEepO30M, I'eMOJUTUKO-ypeMuieCKUM
CUMHIOPOMOM, IOHOIIe CKUMM aprpmuToM C CHMCTEMHEIM HadaJioOM, MYKOIIOJIMCaxXapmnio30M I,
IT m VI TunoB, arjlaCTUUECKOM aHeMMell HeYyTOUHEHHOW, HACJIEOCTBEHHBEM IedUUMTOM
baxTopor II (dmbpumHoreHa), VII (;mabunbHoro), X (Croapra - Ilpayspa), JINALL
IIOoCJIe TPaHCHJaHTauuM OPpTaHOB M (MJIM) TKaHeM, IO CpaBHEHMIO C [penapaTaMmy,
yXe BKJIOUEHHBIMM B II€PeYHM JIEKapCTBEHHHX [IpenapaTos;

4.3. HalMuMe Hay4YHO OOOCHOBAaHHOM MHOOpMaLMM O INpeuMmylmecTBax M (mam) o0
OCOBDEHHOCTAX MexaHM3Ma HOeMCTBUA JIEKapCTBEHHOTO IIpelapaTa 10 CPpaBHEHU C
aHajloraMy, B TOM UYMCJIe BXOOAUMMM B INE€PEYHM JIEKAPCTBEHHBIX IpelapaToB OJid
MeOMLMHCKOTO NIpMMEHEHNUS, npu OVMarHOCTUKE, MNPOPUIAKTMKE WMIM JIeUEeHUU
3aboJieBaHMM, CHMHAOPOMOB M COCTOSHMM C YYeTOM CTATUCTMUECKMX HaHHEIX O
CTPYKType 3abojleBaeMOCTM M CMEPTHOCTM B Poccumickor demepaumnn;

4.4, BOCTPeOOBAHHOCTBL (CoOLMaJibHas SBHAUYMMOCTB) JIEKAPCTBEHHOI'O Ipenapara
CHUCTEMOM 3IOPaBOOXPaHEHMsa U HacCeJIeHMeM C ydeTOM HajauuuMa JIEKaPCTBEHHOTO
npenapaTa B [epedHAX JIeKApPCTBEHHBIX [penapaTob, OMHAHCUPYEMHX B3a CcdYeT
CpencTB OOIOXETOB CYyOBEKTOB PoccuMckoM demepalumu;

4.5. HalMuMe JIEKAPCTBEHHOTI'O IpelapaTa B [IepedHe CTpaTeIMuecKM SBHAUMMBIX
JIEKAPCTBEHHEIX CpPencTB, NIPOM3BOOCTBO KOTOPEIX IOJDKHO OBITH OOecrnedeHO Ha
TeppuTopun Poccurickon demepauuyr, YTBEPXISHHOM paclopsxeHreM [IpaBUTeNIbCTBA
Poccurickon demepauum oT 6 mionsa 2010 r. N 1141-p;

4.6. HamuumMe (JokanmMsauusg) OPOM3BOICTBA JIeKAPCTBEHHOT'O IpelapaTa B
Poccurickom demepaumy, B TOM UMCJe IJIAHE IO JIOKaJAM3aluuy [NIPOM3BOICTBA
JIEKAapPCTBEHHOTO IIperapaTa Ha TeppuTropumu Poccuiickon demepaumm.

5. ObocHOBaHMA OJis BKJIOUEHMS JIeKapCTBEHHOTO IpelapaTa B [IepPedHU’
JIeKapCTBEHHEIX IIpelapaToB:

5.1. SOUIOEMMOJIOTHYE CKME OaHHEIE (npm HaJM4um) - OaHHBIE o
3aboJjieBaeMoCTy, CMEPTHOCTM, MHBAJIMIHOCTM B OTHOWEHMM =3abojieBaHMa, CUHIPOMAa
nJnm COCTOAHMUA, OJ1sa IMardHoCTUKM, HpO@MﬂaKTMKM, JiedeHMda WIIn peaGMﬂMTaHMM
KOTOPHIX nokasaH JIeKapCTBEHHEI IpenapaT (NpelcTaBJAnTCS Ha OCHOBAaHMUU
Pes3ylbTaTOB I'OCYINapCTBEHHOTO CTATUCTMYUECKOTO HaOJoIeHMA, OPYyTIUX OQMLMAJIbLHEIX
VMICTOYHMKOB " SOUIOEMMOJIOTHYE CKMX MCCcegoBaHUl PacCIpOCTPaHEeHHOCTHU
3aboseBaHmudg) ;
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5.2. KJIMHUYECKHMEe OaHHEIE - TOJIHOTEKCTOBBE BEPCUM KIIMHUYUECKUX
uccemoBaHmMit  (CTaTbM, OTYETH Ha PYCCKOM S3bIKe MM [IepeBelleHHEE Ha PYyCCKUM
A3SEIK, 3aBepeHHHe 3BasBUTeJIEM) (yxasplpaloTCcss aBTOPHE, HaMMeHOBaHMe, OM3alH
MCCJIegOBaHMA, KOJMYUECTBO MNALMEHTOB, BKJKWUYEHHHX B MCCJIeOoBaHue, MNepuon
HabnoOoeHMUsa, MNOKas3aHMe K MeIMUMHCKOMYy IPMMEHEHMI JIEKapCTBEHHOTO Mpenapara,
KOTOpoOe M3yd4ajioch B MCCcengoBaHmn, KPUTEPUN OLI€HKU 50PeKTMBHOCTU
(beszonacHoOCTH) , JIeKapCTBEHHEIE npernapatsl, c KOTOPEIMU CpPaBHMBAJICH
npenjaraeMell JIEKAPCTBEHHEM HOpenapaT (OpM HajlduuMu) , [LJIaLebO—-KOHTPOJIb WMJIIM
OTCYTCTBME JIeUeHMs, pPe3yJbTaTE MUCCJIeOOBaHMA C yKasaHMEeM KOJMYEeCTBEHHEIX
OaHHEIX, 3aKJIOYEeHMe, CIOMCOK JIMTepaTypel IO CXeMe: aBTOp, HaMMeHOBaHMe
MccJaenoBaHu, BEIXOJHEIE OaHHele. [Io KaxOoMy KJIMHMYUECKOMY MCCJEeOOBaHMD
ykaszbBaeTCsa YPOBEHb IOOKa3aTeJIbHOCTU 2PPeKTMBHOCTM JIEKAPCTBEHHOT'O MNpenapaTa
corylacHO npuioxeHuio N 6 Kk I[lpaBujlaM QOpMMPOBAHMS IIepeuHel JIeKapCTBEHHHX
npenapaTos nis MeOMLMHCKOTO NPpMMEHEHMS UM MMHMMAJBHOTO aCCOPTMMEHTa
JIeKaPCTBEHHEIX I[IpenapaToB, HeOOXOIMMBIX HOJA OKasaHMsa MeIMUMHCKOM [OMOWM,
YTBEPXIEHHEM IIOCTaHOBJIEHUEM lIpaBUTEeNBECTBa PoccuMckoy demjepaumm oOT 28
aBIyCcTa 2014 r©. N 871 "O6 yreepxmeHur IllpaBuil OQOpPMUPOBAHMUSA [epeuHeN
JleKapCTBEHHBIX penapaTos 0Jg MeIMUMHCKOTO [PYMMEeHeHMS M MMHMMAaJIbHOTO
aCCOPTHMMEHTAa JIEKAPCTBEHHEIX [peNapaTob, HEOOXOIMMEIX IJIS OKasaHMA MeOMLUMHCKOMU
nomoum) ";

5.3. @maHHBIE O TepaleBTUUECKOM BOKBUBAJEHTHOCTM (IpM HeOOXOOMMOCTM) -
IIOJIHOTEKCTOBEIE BEPCUM CPaBHUTEJIbHBIX KJIMHMUYECKMX MUCCJeNoBaHuUM (CcTaTby,
OTYEeTH Ha PYCCKOM S3bIKe MJIM CTaTblM, OTYETH, IepeBelleHHHEe Ha PYyCCKMM S3BIK,
3aBEpPEHHHE 3aAaBUTEJIEM) (yxas3elBanTCH aBTOPHI, HaVMMeHOBaHue, ou3any
MCCJIegoBaHMa, KOJIMYECTBO MNAaLMEHTOB, BKJIOUEHHHX B MCCJeOoBaHue, MNepuon
HabnoOoeHMUsa, MNOKas3aHMe K MeIMUMHCKOMYy IPMMEHEHMI JIEKapCTBEHHOTO Mpenapara,
pes3ynbTaTE MCCJeNOoBaHMsa C yKasaHMeM KOJIMUYeCTBEHHBIX [aHHBEIX, 3aKJIoueHUe,
CIIMCOK JIMTepaTypel I[IO0 CXeMe: aBTOp, HaMMeHOBAaHMEe MCCJIeHOBaHMA, BEIXOIHEBIE
IOaHHBIE) ;

5.4. OaHHEE o KJIMHMKO—3KOHOMUYE CKUX (bapMakO3KOHOMUUECKIUX )
XapaKTePUCTUKAX JIEKaPCTBEHHOTO npemnapara - [IOJIHOTEKCTOBHE BEpPCUKU
KJIMHYKO-3KOHOMMUECKMX MCCJefoBaHmMy (CTaTbM, OTYETH Ha PYCCKOM S3BIKEe MU
cTaTby, OTUYETH, IIepeBelleHHEe Ha PpPYCCKMM S3bK, 2BaBEepPeHHBEe 3asgBUTEJIEM)
(yxaszelpaloTCcsa CcbBemeHus o0 aBTopax, HaMMEeHOBaHMEe MCCJIeNoBaHMsa, CCHJIKM Ha
nuccJaenoeaHue, iZicrbzizt MCCIeHOBaHMA (PeTPOCHIEKTUBHOE, NIPOCIEKTUBHOE,
MomenMpoBaHmMe <**>), BuI aHajlMs3a, CBeOeHMA O JIEKapCTBEHHEIX [penapaTax,
KOTOPEE MCIIOJIb30BAJIMChH nJis CpaBHEHUS c npenjiaraeMelM JieKapCTBEHHBM
npernapaToM, 3aTpaTe, KOTOPHE YUMTHBAJMCBH B MCCJIENOBaHUM, U KOJIMUECTBEHHLE
3Ha4YeHMsa 3aTpartT B pybnax, 50PeKTMBHOCTL CPaBHMBAEMBIX JIEKQPCTBEHHEIX
npenapaTos (KpUTepuM OLeHkM 5OPeKTMBHOCTM U KOJIMYECTBEHHHE 3Ha4YeHuda) ,
pes3yabTaTE MCCJEeNoBaHMusd, CIMCOK JINTEepaTypH - aBTOD, HaMeHOBAaHUE
MCCJIENOBAHMUS, BBIXOIHBEIE INaHHBIE) <***>;

5.5. HOaHHEIE O CTOMMOCTM M liI€He JIEKAPCTBEHHOTO penapara:

5.5.1. CTOMMOCTB OIHOTO KypCa JIeUeHMs JIeKapCTBEHHBM IIpelapaToM ;

5.5.2. cToMMOCTBL JIedeHUs JI€KapCTBEHHHM [pelapaToM B TeudeHMe ONHOTO
rozma ;

5.5.3. mara npoBemeHMsa pPacyeTOB LIEHH Ha JIEKAPCTBEHHH Ipernapart

4
5.5.4. 1eHa, KOTOPY MNPOM3BOOUTEJb IIJIAHMPYET 3aperuMcTpUpOBaThL B
COOTBETCTBMM C TpebOOoBaHMAMM 3aKOHOIaTeJIbCTBa Poccuiickol demepaumm <****>

’

5.6. @maHHEle O OaxTMuyeckux oOBEMaAxX MNPOIaxX JIeKAPCTBEHHOI'O IpernapaTra B
Poccumckon denepauumn 3a Ton, I[NpeluecTBYOUMM IIoJade NIPEenJIOXKEeHUsa, B
HaTypaJlbHEIX nokasaTeyiax 1o JleKapCTBEHHEM bopmMaM BaperUCTPUPOBAHHEIX

JIEKAPCTBEHHEIX IIpellapaToB

’

5.7. IOaHHBIE OTUYEeTOB o pesyibTaTax MOHMTOPUHT A Be30MnacHOCTHU
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JIEKAPCTBEHHOTO npenapara (B Poccumickoym demepaumm m (Miam) 3a pyodexoMm)

5.8. IOaHHBIE, IIpelCTaBJIEHHBEIE 3adBUTEJIEM B MHUMIMATVMBHOM IIOpPAIIKE

6. Oblee KOJIMUECTBO INPEOCTABJIEHHBIX HOOKYMEHTOB

Ha Jimcrax.

Nonnmuce 3agBUTEJH / /

IDaTa

<*> 3anojsHeHHE BCeX IYHKTOB IpEMJIOKEHUs o00s3aTenbHO. Ilpu OTCyTCTBHM CBEIEHUM 11O
COOTBETCTBYIOIIEMY ITyHKTY YKas3blBaeTCsi 'CBEOEHHMS OTCYTCTBYIOT'. JIOKYMEHTBI M MaTepuabl
IIPEJICTABIISIIOTCS. HA PYCCKOM S3BIKE, B CIy4yae MPEJOCTaBICHUs MyOJMKalMi, JOKYMEHTOB U cTaTeill Ha
MHOCTPAHHBIX S3bIKaX IOMNOJIHUTEIBHO NIPUIIAracTcs EPEBEACHHOE Ha PYCCKUH S3bIK PE3IOME YKA3aHHBIX
MaTepHaJIOB, 3aBEPEHHOE 3aIBUTEIIEM.

<**> [Ipu MCHOIB30BAHUM MATEMATHUYECKOTO MOJAEIUPOBAHUS MPEACTABIAIOTCS B SJICKTPOHHOM
BUJIC BCe pazpaboTaHHBIC MOJEIH, a TaKKe AOMYIIEHHS Ui pa3pabOTKH COOTBETCTBYIOIIMX MOJEICH U
(hopMyIIbI pacyeTOB, UCIOIH30BAHHBIC B MOJICIISIX.

<*¥*F*> C yuerom mosokeHuit yactu 6 crarbu 18 ®DenepanbHoro 3akoHa "OO6 oOpamieHun
JeKapcTBeHHbIX cpeacTB" u yactu 3 crathu 13 denepanbHoro 3akoHa "OO OCHOBaX OXpaHbI 370pPOBbs
rpaxnaan B Poccuiickoit ®denepanun’.

<##H*> [Inanupyemas K TOCYJapCTBEHHOH perucTpaluu IieHa Ha JIeKapCTBEHHBIM Ipemapar
paccuuThIBaeTCSd C y4yeToM IMoJIoKeHM yactu 3 cratbu 61 @PenepanbHoro 3akoHa "OO oOpaiieHUU
JIEKapCTBEHHBIX CPEJCTB" M MPU TOCYAAPCTBEHHOM PErucTpalii HE MOYXKET IPEBBIIATh TAKYIO LIEHY.
[Imanupyemass K TOoCyJapCTBEHHOW PETHCTpaldy I[I€HA Ha JICKApCTBEHHBIN Mperapar 10 WHUIMATHBE
3asBUTENS YKa3blBaeTCs MO KaKIOW JIO3UPOBKE, a TaKKe€ MOXKET OBITh YKa3aHa IieHa, KOTOPYIO
MIPOU3BOJIUTEND IUIAHUPYET 3aperuCTpUpOBaTh, B CIydyae OJHOBPEMEHHOTO BKIIIOUYEHHS B IMEpPEUYCHb
JIEKapCTBEHHBIX IPENaparoB, IpeJIHA3HAYEHHBIX I OOecledyeHus: JHL, OOJNBHBIX TIeMO(UIneH,
MYKOBHCITH/IO30M, rUMopU3apHEIM HaHU3MOM, 00J1e3HBIO Iomre, 3JI0Ka4€CTBEHHBIMU
HOBOOOPa30BaHUAMHM JIUM(POUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEH, PaCCEsTHHBIM CKJIEPO30M,
TeMOJINTUKO-YPEMHUECKUM  CHHIPOMOM,  IOHOIIECKUM  apTPUTOM C  CHCTEMHBIM  HadvajoM,
Mykornonucaxapugo3om I, II u VI tunos, ammactnueckold aHeMHEN HEYTOYHEHHOW, HACJIEICTBEHHBIM
neduuutom pakropos II (pudpunorena), VII (mabunbnaoro), X (Crroapra - [Ipayspa), a Takke JIuIl mocie
TPaHCIUTAHTAIIMKA OPraHoB M (Win) TKaHe#. [Ipym 5TOM IpW pa3iMyHBIX YPOBHSX IIEH INPEICTaBICHHBIC
HCCIIEeIOBAaHMsI BKIIIOYAIOT pacyeThl Ha 06a3e BceX MIaHUPYEMBIX K FOCyIapCTBEHHON perucTpaluy LeH.

[Ipunoxenne N 2
k [IpaBunam popmupoBanus nepedynei
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

JIEKapCTBEHHBIX IMPENapaToB
JUIS. METULIUHCKOTO TPUMEHEHUS
U MUHUMAJIBHOTO aCCOPTUMEHTA

JIEKapCTBEHHBIX IPEIAPATOB,

HEOOXOIMMBIX JUIs1 OKa3aHUs

MEIUIMHCKON OMOIIH

CHHCOK M3MEHSIOIINX JTOKYMEHTOB
(B pen. Ilocranosnenuii [IpaBurensctea PO ot 29.10.2018 N 1283,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

B kommccuio MmHMCTEpCTBAa
30paBoOXpaHeHus Poccurickoy denepalun
0 QOPMMPOBAHMIO IIEPEUYHEM JIeKapCTBEHHBIX
npenapaTos IOJjid MeOUMLMHCKOIO
NPMMEHEHMSA ¥ MMHMMAJIbHOT'O aCCOPTMMEHTAa
JIEKAPCTBEHHBEIX I[IpPernapaTos,
HeOOXOOMMEIX IJIS OKaz3aHMAa
MEeIULMHCKOMN [IOMOUM

NPEIJIOXEHNVE
O BKJIOUEHUM JIEKAPCTBEHHOI'O IpernapaTa
B MMHMMAJIBHED aCCOPTMMEHT JIEKaPCTBEHHEIX IIPenapaToB,
HeOOXOIOMMEIX NOJIS OKa3aHMA MEeIOULMHCKOM IIOMOWM

1. Vubopmaumsa O 3asgBUTETIE:

1.1. HamMeHOBaHMe oOpTraHm3auUMM Wiy QamMmimsa, MMsa, OTUeCTBO (IpM HAJIUUMM)
TpaxoaHMHa ;

1.2. OTBEeTCTBEHHOE JMIIO, IOJIXHOCTL

1.3. ampec (MecCTO HaAXOXIEHUS WM MECTO XUTEJLCTBA)

TeyieboH (dakc)

3JIEKTPOHHAA IouTa

2. VHdopmMaluMsa O JIeKapCTBEHHOM IIpelaparte:

2.1. HauMMeHOBaHUE:

2.1.1. MexIyHapOoOHOe HelaTEeHTOBaHHOE HaMMeHOBAaHME ;

Ne Ne N

2.1.2. B cryyae OTCYTCTBUS MEeXIYyHapOIHOT'O HEeNaTEHTOBAHHOTO
HaVMEHOBAHMUSA — TPYNIMPOBOUYHOE HAMMEHOBAHME ;
2.1.3. B ciyuae OTCYTCTBUS MeXIYyHapOIHOIT'O HEIaTEeHTOBAHHOTO U
TPYNNMPOBOYHOT'O HAMMEHOBAHUM - XMMMUUECKOe HaMMeHOBaHUe ;
2.1.4. B cayyae OTCYTCTBMS MHEIX HaMMEHOBAHUM — TOPTOBOE HAaMMEHOBAHUE

7

2.2. KOI aHaTOMO-TepaleBTUYeCKO—XMMUUYEeCKOMI KJlaccudmraumm
JIeKapCTBEHHOT'O IpellapaTa ;
2.3. 3agBJI€HHEIE IokaslaHMsa K I[IPMMEHEeHMI0 JIeKapCTBEHHOT'O IIpellapaTa
COTJIaCHO VIHCTPY KLU o NPVMEHEHMIO C yKa3aHueMm Koma MexmyHapOomoHOM

CTATUCTUUECKOM KJjlacCubdmkauuy OoJjie3HeM U npobjeM, CBSA3aHHEIX CO 3I0POBbEM
(mepeumcanTh )

7

2.4. TrocymapCTBeHHas perucTpalusd JIeKapCTBEHHOT'O IIpelapaTa B Poccuymckomn
denmepaumm:

maTa (4u.MMmM.ITTIT) ;
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HOMEP PETMCTPALMOHHOTO YyIOCTOBEPEHUI ;

nara IONTBEPXIEHUSA ToCcyIapCTBEeHHOM perucTpauun JIeKapPCTBEHHOTO
npernapara (Npu Hanmuduy) (449.MM.ITIT) ;
2.5. IDaHHBIE O TIIPOMBBOICTBE JEKapCTBEHHOT'O IpenapaTta B Poccumckon

denepauun (Npu HAJIUUUM) ;
2.6. MCKIIOUEH;

2.7. cBemeHusa ) BOCIIPOM3BENEHHBIX uaM  OMOAaHAaJIOTOBEIX (OMONOIOOHEIX)
JIEKaPCTBEHHBIX npenaparax (npr HaIMUUM)
3. CmemeHuMsa ¥ JaHHHE O JeKapCTBEHHOM I[IpenapaTe, OpeljiaraeMoM IJjisg

BKJIOUEHMS B MMHMMAJIBHBEIM aCCOPTMMEHT JIEKAaPCTBEHHHX [IPEeNnapaTob, HeOOXOOMMEBIX
0Jig OoKa3aHMsa MeIMUMHCKOM ITOMOLM :

3.1. JlexapCTBEHHB IIpelapaT BXOIUT B [epedeHb XMBHEHHO HeOOXOIMMBIX U
BaXHEMIMX JIeKAPCTBEHHBIX NpenapaToB;

3.2. JexapCTBEHHB IpenapaT COTJIACHO MHCTPYKLUMM IO NPMMEHEHMI MOXET
NPMMEHATBCA MNPM OKasaHMM MEeOMUMHCKOM [OoMOolM B aMOyJIaTOPHEIX YCJIOBMAX NIPU
OVaTHOCTUKE, npoduiaxkTmUKe, JIeYeHUN W peabunuraumnum HauboJee
pPacnpoCTPaHeHHBX 3aboJjieBaHUlM, CHMHIPOMOB M COCTOSHUM;

3.3. HaJaudme TOCYyIOapCTBEHHOM perucTpauumu B Poccurckon dernepalll
COOTBETCTBYIIMX 10 MEeXIYyHapOOHOMY HeNaTeHTOBAHHOMY HaMMeHOBaHMo, Jubo
3aMeHARLEMY ero TPYyNNMPOBOYHOMY W XUMUYECKOMY HaMMEeHOBAaHUIO
BOCIPOU3BEOEHHEX MM OMOAHAJIOTOBHIX (OMONOOOOHBEIX) JIEKAPCTBEHHHIX CPEAOCTB IOBYX
n Bosee NpOM3BOOUTEJIEN (3a VICKJIOYEeHMEM JIEKapPCTBEHHEIX [penapaTos,
NPOM3BOIOMUMEIX €IOMHCTBEHHEM OTEUEeCTBEHHBIM NPOM3BOOUTEJIEM) ;

3.4. BOCTPeOOBAHHOCTD JIEKaPCTBEHHOTO npemnapara CHCTEeMOM
3IPaBOOXPAaHEHMa M HaCeJIeHMeM Ha OCHOBAaHMM IaHHHIX MCIOJHMTEJBHEIX OPIaHOB
cybwpekTOB Poccumickoym Odemepaumm B 2 chepe OXpPaHH 300POBbSA M MAPKETMHIOBEIX
VCCJIeOBaHMI O IpoIaxax JIEKapCTBEHHOTO Ipenapara B Poccuiickoy denmepaumum NIpU
OKa3aHMM MEeIMLMHCKOM HIoMomM B aMOyJIaTOPHEIX YCJIOBMAX B TeUeHMe KaJIeHOapHOTO

roma (BxOXIeHMe B COTHIO Hambojiee MNpOIaBaeMHX JIEKAPCTBEHHBIX IpernapaToB Ha
peIHKe Poccuiickol demepaummu 3a KaJleHIAPHBM I'OH) .
4. IanHele, OODOOCHOBHBAWIME [PEeIOJIOXKEeHMS O BKJIIOUEHUM JIEKapCTBEHHOTO

nperiapaTa B MMVHMMAaJIb HEIV ACCOPTVMMEHT JIEKAPCTBEHHEIX IIperiapaTos, HGO@XO,JZ[MMI:IX
I0Jig OKazaHMsa MeOMLMHCKOM IIOMOLM:

4.1. 3NUOEMUOJIOTNUECKME IOaHHEE (mpm HaJIW4um) - IOaHHBE o
3a00JIeBaeMoOCTH, CMEPTHOCTM, MHBAJIMIHOCTM B OTHOWEHMM 3abojieBaHUL, CHHIPOMA
)ZN)8%8 COCTO4AHMA, OJ14a IVMAaT'HOCTUKNU, HpO(i)MJ'[aKTMKM, JIedeHMda WIIn peaGMJ'H/ITaLU/H/I
KOTOPEIX IIOKas3aH J'[eKapCTBeHHI:Iﬁ nperaparT (Hpe,JZ[CTaBJ'[HIOTCH Ha OCHOBAHMUMN
Pe3yJbTaTOBR I'OCYIapCTBEHHOTO CTATUCTMUECKOI'O HaOJnIeHUd, OPYIMUX OQUIMaJibHEIX
VMCTOUYHUKOB u SNUAEMUOJIOTNYUE CKUX MCCJIeOOBaHUM PacIpPOCTPaHEeHHOCTH
3aboyieBaHuAg) ;

4.2. HOaHHBIE O CTOMMOCTM U lIE€HE JIEKAPCTBEHHOTO IIpernaparTa:

4.2.1. CTOVMMOCTB OIHOTO Kypca JIeueHms (omHOTO Mecsdlla JIeueHUs
JIeKapCTBEHHEIM IIpelapaToM) ;

4.2.2. maTa I[IPOBEIEHMs pacdeTOB 3BaTpaT Ha JiedeHMe JIeKapCTBEHHEM
npenapaToMm ;

4.3. maHHBle O OaxTuyeckux oOBEMaAxX MNPOIax JIEKAPCTBEHHOI'O IIpelapaTra B
Poccumckon denepauum 3a ToX, MNpeluecTBYOWMM IIoJade NIPEenJIOXKEeHUsa, B
HaTypaJlbHEIX nokasaTeyiax 1o JleKapCTBEHHEM dopmam PETUCTPUPYEMBIX
JIeKapCTBEHHEIX IIperlapaToB

4
a Takxe KOJMUEeCTBO YIaKOBOK JIEKAPCTBEHHOTO MpelapaTa, IJIaHMPYyeMOT'O K BBOOY
B TPaXIaHCKMM OOOPOT (IOMEeCsYyHO Ha npencrosmme 365 mHew) ;
4.4. maHHEIE, NOPEeNCTaBJIEHHEE 3asgBUTEJIEM B MHULUMATMBHOM IOPSOKE

5. Oflmee KOIMYECTBO MNPEeNCTaBJIEHHEX INOKYMEHTOB
Ha JMCTax.
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[loonuce 3asSBUTEJIS / /

IDaTa

[Ipunoxenne N 3

K [IpaBmiam ¢popMupoBaHus rnepeyHei
JIEKapCTBEHHBIX IIPENapaToB

JUTSL MEJTUITTHCKOTO IPUMEHEHHUS

Y MUHUMAJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPENapaToB,
HEOOXOIUMBIX JIJIsl OKa3aHUs
MEJAUIIMHCKON TTOMOIIH

CrucoK M3MEHSIOMUX TOKYMEHTOB
(B pen. ITocranosnenwnii [IpaButenscrBa PO ot 29.10.2018 N 1283,
or 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(bopma)

B xkoMmmccumio MmHMCTEpCTBAa
30paBooOXpaHeHus Poccurickoy denepalun
1o QOPMMPOBAHMIO IEepedHeM JIeKapCTBEHHEBIX
npenapaToB IJjig MEeIMLMHCKOI'O
IPYMEHEHMSa ¥ MMHMMAaJIbHOT'O aCCOPTMMEHTAa
JIEKAPCTBEHHBIX IIpernapaTos,
HeOOXOOMMEIX NIJIS OKasaHU4
MEeIOMLUVHCKOM I1IOMOIIM

[NPEIJIOXEHUE
00 MCKIIOYEHMM JIEKapPCTBEHHOTO IpenapaTa M3 NepedHel
JIEKAPCTBEHHEIX MPEenapaToB OJg MEeOMUIVHCKOTO MNPVMMEeHEeHNS

1. HacTosdmee TNpeIJIOXeHME KacCaeTCsad MCKIIOUEHMsS JIEKAPCTBEHHOTO MpernapaTa
U3 IIepedHel JIeKAapPCTBEHHEX IIpelapaToB IJIS MeIMUIMHCKOI'O IIPMMEHEeHMS:

1.1. mnepeuHs XMBHEHHO HeOOXOOMMEIX U BaXHEMIMX JIEKAPCTBEHHEIX IIpPelapaToB;

1.2. mnepeuHsa OOPOTOCTOSIMX JIEKAPCTBEHHEIX IIpelapaToB.

2. VHbopMalmsa O BagBUTEJIE:

2.1. HaMMEHOBAaHME OpPTaHM3ALUUM MM QaMUIIMS, UMS, OTUECTBO (OPM HAJUUUN)
TpaxIaHuHa

2.2. OTBETCTBEHHOE JMIO, IOOJIKHOCTBH

2.3. ampec (MeCcTO HaxXOXIEeHMS) WM MeCTO XUTeJIbCTBAa

TenedoH/pakc

BJIEKTPOHHAS IoYTa

3. Vubpopmaumsa O JIeKAapCTBEHHOM IIpellaparTe:

3.1. HaumMeHOBAaHUE:

3.1.1. MexIDyHapoIHOe HellaTeHTOBaHHOEe HaMMeHOBaHUe

’

Ne Ne N

~e
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3.1.2. B cayuae OTCYTCTBUS MEXIYHaPOIHOTO HEeMaTEeHTOBAHHOTO
HaVMEHOBAHUA — IPYHNIMPOBOUHOE HaUMMEHOBAaHUE ;
3.1.3. B cydae OTCYyTCTBUS MeXIYyHapOIHOT'O HenaTeHTOBAHHOTO U
TPYINMPOBOUYHOTO HAVMMEHOBAHUM - XMMMUECKOEe HauMMeHOBAaHMe ;
3.1.4. B ciyyae OTCYTCTBUSA MHHX HAVMEHOBAHMM - TOProOBOe HaMMeHOBAaHMe

7

3.2. KOZX aHaTOMO-TepaleBTUUECKO—XVMUUIECKOM KJIaccubmraumum
JIeKapCTBEHHOT'O IpelapaTa ;
3.3. 3aaBJIEHHBEIE nokasaHmMsa K T[PYMMEeHEeHMI JIeKapCTBEHHOTO IpernapaTra
COTJIaCHO VHCTPYKLNUM o NPYMEeHEHMI0 C yKa3aHueMm Koma MexmyHapOomoHOM

CTATUCTUUECKOM KJjlaccubdmkauuy OoJjie3HeM U nOpobJjeM, CBSAB3aHHEIX CO 3I0POBbLEM
(mepeuncaImnTh)

14

3.4. rTocyImapCTBEeHHAas peruMcTpalud JIeKapCTBEHHOTO IpellapaTa B Poccumckoyu
demepaumm:

maTa (4u.MM.TTITT) ;

HOMEP PEeIMCTPAaLMOHHOTO YyIOCTOBEPEHMUSI ;

marTa IOOTBEPXIOSHNUSA TOCYyOapCTBEHHOMU permucTpaumumn JIEKapPCTBEHHOT'O
npenapaTta (OpM Haauuuy) (U449.MM.ITTT) ;
3.5. npemyaraeMele K = MCKJIOYEHUIO JleKkapCTBEeHHEEe GOPMEI, B TOM UYMCJIe
SKBUBAJIEHTHHE, SBapeIrMCTPUMPOBAHHOTO JIEKAPCTBEHHOTO IpenapaTta (IepeuducyiUThb)
;

3.6. cBemeHuda o BOCNPOM3BEISHHEIX MY OMOAaHAJIOTOBHIX (BMONOTOOHEIX )

JIEKAPCTBEHHEIX Npernaparax (npy HaJudum)

4, CmBenmeHMsa ¥ JIaHHHE O JIeKapCTBEHHOM I[pelapaTe, IpeljlaraeMoM IJjis
MCKJIIOUEHU I us nepeyHen JIeKapCTBEHHEIX npenapaTon oJg MeIULIMHCKOTO
IPYMEHEHNS :

4.1. HalIMuMe HaydHO OOOCHOBaHHOM uHQOpMaALMM O HNpeMMylleCcTBax M (MJm)
0oCOBDEeHHOCTAX MexaHM3Ma »OeucTBudg, OoJbley ©0e30IaCHOCTM aJlbTEePHAaTUBHOTO
JIEKapPCTBEHHOTO npenapara, BKJIOUAEMOT'O B I[epedyeHb, IIpM IUATHOCTUKE,

npoduiIakTuKe, JedeHuM uiM peabunmurauuy 3a00JieBaHMi, CUHIPOMOB M COCTOSHMM C
ydeToOM CTaTUCTUYECKMX HOaHHEX O CTPyKType 3abojleBaeMOCTU UM CMEPTHOCTM B
Poccurickon demepauun;

4.2. BHOBb IOABMBUIMECHS CBEeIEHMs O TOKCHMYUHOCTM MM BBICOKOM UYaCTOTE
HexXeJlaTeJIbHEIX I[OOOUHHIX SABJIEHMM [IPM [IPMMEHEHUM JIEKapCTBEHHOTO Ipelapara C
ykaszaHreM OOOCHOBaHMSA MCKJIOUEHMs JIeKapCTBEHHOT'O IIpelapaTa M3 IIepedHeM C
NIPUIJIOXEHMEM MNOITBEPXIANIMX OOKYMEHTOB M CBEIOEHUN;

4.3. TNPMOCTAHOBJIEHME IPMMEHEHMs JIEKapCTBEHHOTO NpelnapaTta B Poccuiickoln
depmepaunnm;

4.4, oTMeHa I'OCYIHapCTBEHHOM PEerMcTpaluM JIEKapCTBEHHOTO MpenaparTa;

4.5. IpekKpalleHre NPOM3BOLNCTBA JIEKAPCTBEHHOT'O Ipenaparta Jmbo ero
IIOCTaBOK B Pocculckyio derepalumio M (MJIM) OTCYTCTBME JIEKApPCTBEHHOTO IpelapaTta
B TpaxIaHCKOM oBbopoTe B Poccurickont degmepauumu B TedeHMEe [epuomna,
NIpEeBHUAIETO OIMH KaJlIeHIAapHBI I'OX.

5. OOocHOBaHMA [OJi8 MCKIOUEHMSI JIEKapCTBEHHOTO INpelapaTa M3 [IepedHeM
JIEKAPCTBEHHEIX [IpelapaToB IJIsS MEeIVLUMHCKOTO IPVMEeHEeHMS :

5.1 - 5.2. MCKJIOYEHEH;

5.3. maHHBHEe O OQakTMUeCKux oOBeMax MNpoJax JIeKapCTBEHHOT'O IIpernapaTa B
Poccumckom demepauun 3a 3 rona, nOpelllecTByllMe IoIaue IPenJIOXeHUsS, B
HaTypPaJibHBEIX nokaszsaTeysax o JIeKapCTBEHHEM bopmMaM BapermMcTPUPOBAHHEX
JIEKapPCTBEHHEIX NpenapaToB (OpM HalMuduM) ;

5.4. OaHHEIE WM OOKYMEHTH, [OATBepxIaplMe IIpeKpalleHre [IPOMU3BOICTBA
JIeKkapCTBEHHOTO IIpenapaTa Jubo ero nocTaBok B Poccuiickyn demepauuio M (Miam)
OTCYTCTBME JIeKAPCTBEHHOT'O IpeNapaTa B TIpaxdaHCKoM obopoTe B Poccuiickomn
depmepauum B TedeHMe I[epuona, [NpeBHapmero OIOMH KaJIeHOapHeM Ton (mpu
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HaJIWU4YMM) ;

5.5. IaHHBE OTYEeTOB o pes3yabTaTax MOHMTOPMHT A 0e30IacHOCTHU
JIeKapCTBEHHOTO npenaparta (B Poccumckonm demepauum u (mam) 3a pydbexom) ;

5.6. HDaHHEE, NPEeICTaBJIEHHBE BaSBUTEJIEM B MHMILIMATMBHOM IOPSIKE.
6. Oblee KOJIMUECTBO INPEOCTABJIEHHBIX HOOKYMEHTOB

Ha JIUCTax.
[loonmce BasaBUTENIS / /
IDaTa

[Ipunoxenue N 4

k [IpaBunam popmupoBanus nepeyHeit
JIEKapCTBEHHBIX IIPENapaToB

JUTSL MEJTUITTHCKOTO IPUMEHEHHUS

1 MUHUMAaJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPENapaToB,
HEOOXOIUMBIX JUJIsl OKa3aHUS

Crucox N3MCHSAIOMNX TOKYMCHTOB

MEIUIIMHCKON [TOMOIIA

(B pen. ITocranosnenwnii [IpaButenscrBa PO ot 03.12.2020 N 2021,

ot 25.07.2024 N 1009)

(bopma)

B xkoMmmccumio MmHMCTEpCTBAa
3OpaBoOXpaHeHMsa Poccurickor demepalun
no QOPMMPOBAHMI IePEeUYHeM JIEKapPCTBEHHBIX
npernapaTos OJd MeOMLMHCKOT'O
IPYMEHEHMSA ¥ MMHMMAaJIbHOT'O aCCOPTMMEHTAa
JIEKAPCTBEHHBIX IIpernapaTos,
HeOOXOIOMMBIX @IOJIS OKas3aHUS

MEeIOMLVHCKOM IIOMOIIM

[NPEIJIOXEHUE
00 MCKJIIDUEHMM JIEKAPCTBEHHOTO IIpelaparta
Y3 MMHMMaJIbHOT'O AaCCOPTMMEHTAa JIEKAaPCTBEHHBIX [IpelapaTos,
HeOOXOIOVMMBIX IJIS OKaBaHMa MEeOMLUVMHCKOM IIOMOIIM

1. MupopmMauus o 3asaBUTEJIE:
1.1. nmamMeHOBaHMEe OpTaHM3aAUMM MIM (QaMuiamMsa, MMA, OTUECTBO (NpHU
TrpaxoaHnHa

HaJIU4UN)

1.2. OTBETCTBEHHOE JMIO, IOJIXHOCTH

1.3. ampec (MeCcTO HaxXOXIeHUHd) MU MECTO XUTeJIbCTBa

Ne Ne N

TenedpoH (dpakc)

SJIEKTPOHHAaA I10odYTa

2. Vubopmaumsa o JIEKAPCTBEHHOM IIpelapare:
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2.1. HavMeHOBAaHME:
2.1.1. MexOyHapOIOHOE HeIlaTeHTOBAHHOE HaMMEHOBAaHUE

2.1.2. B criydae OTCYTCTBUS MEXIYHAPOIOHOTO HEernaTeHTOBAHHOTO
HaVMMEHOBAHMSA — IPYNIMPOBOYHOE HAMMEHOBAHMUE ;

2.1.3. B crydae OTCYyTCTBMUSA MEeXIYHapOIHOTO HEeNaTEHTOBAHHOTO U
TPYNNMPOBOUYHOT'O HAMMEHOBAHUM — XMMUUECKOE HaMMeHOBaHUE ;

2.1.4. B caydae OTCYyTCTBUS VIHEIX HaVMeHOBaHUM - TOPTOBOE
HaVMeHOBaHUE ;

2.2. KOI aHATOMO-TepaleBTUUECKO—XUMNUUECKOM KJIaccubmraumum
JIEKapCTBEHHOT'O MpelapaTa ;

2.3. TIocCyHmapCTBEHHas perucTpalus JIEKapCTBEHHOT'O IIpelnapaTa B PoccuyMcKom
denepaunm:

maTa (4u.MM.TTIT) ;
HOMEP PETMCTPALMOHHOTO YyIOCTOBEPEHUSI ;

naTa IONTBEPXIESHUS TOCYyIapCTBEHHOM perucrpaumumn JIEKAPCTBEHHOTO
npenaparta (Opu HaamMuuy) (Yd.MM.II'I'T) ;
2.4. T@§aHHHE O TIPOMBBOICTBE JIEKAPCTBEHHOTO Ipernapata B Poccuiickoin

demepauuy (NpM HaJIUUUN)

~e

2.5. WCKJIOUEH;

2.6. cCcBemeHUsS O BOCIPOMU3BEHOEHHEIX WM OMOAHAJIOTOBEX  (6MONOnOOHEIX)
JIEKapPCTBEHHEIX Npernapartax (Opy HaJluMdumM) .
3. OcHOBaHMA IJig WUCKJIOYEHMS JIEKAPCTBEHHOTO IpellapaTa M3 MUHMMAJIBHOTO

ACCOpTHMMEHTa JIEeKaAPpCTBEHHEIX IIpellapaTOoB, HeOOXOOVMBIX IJIS OKasaHUsa MeIULMHCKOM
rmoMoumm :

3.1. JlexkapCTBEHHB IIpelapaT He BXOIUT B [epedeHb XMBHEHHO HeOOXOIOMMBIX
Y BaXHEMIMX JIEKAPCTBEHHEX IIPenapaToB;

3.2. IpMMEHEHHUE JIeKapCTBEHHOTO IpenapaTa B Poccurckon demepauun
IPMOCTaHOBJIEHO;

3.3. TocymapcCTBeHHasa permcrpalumusa JIeKapCTBEHHOTO MpenapaTta B Poccuiickomn
depmepaumy OTMEHEHa;

3.4. npexkpaleH TPaxXIaHCKUN obopoT JIEKAPCTBEHHOTO npenapaTra B
Poccurickon demepaumy, B TOM UMCJIIe MNPEeKpPalleHO eI'0 NPOM3BONCTBO.

4. JOKYMEHTEl M I»OaHHHEe, OOOCHOBHBAKIME NPEeNJIOXeHMe 00 MUCKIIOUYEeHUN
JIEKaPCTBEHHOTO npenapara us3 MMHMMAaJIBHOTO aCCOPTMMEHTAa JieKapCTBEHHBIX
npenapaToB, HeOOXONOMMEBIX IJiS OKa3aHMS MEeIMLMHCKOM I1OMOUM :

4.1. OOKYMEHTEl ¥ IOAaHHEE, IIOOTBEepPXIaKIMe IIpeKpalleHre I'paXIaHCKOI'O
oBopoTa JIeKapCTBEHHOTO IpenapaTa B Pocculickoy demjepaumy, B TOM UUCIE

IIpekKpaleHrne e1ro IpoM3BOICTBA

4.2. IOaHHBIE, I[NPpelnCTaBJICHHBIE 3adABUTEJIEM B MHUMIMATUMBHOM IIOpPAIKE

5. Oflmee KONIMYECTBO MNPEeNCTaBJIEHHEX INOKYMEHTOB
Ha JMCcTax.

[lonnmmMce BagBUTENS / /

DaTa

[Ipunoxenne N 5
K [IpaBunam popmupoBanus nepeyHei
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
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[aTta coxpaHeHus: 28.08.2024

JIEKapCTBEHHBIX IMPENapaToB
JUIS. METULIUHCKOTO TPUMEHEHUS
U MUHUMAJIBHOTO aCCOPTUMEHTA

JIEKapCTBEHHBIX IPEIAPATOB,

HEOOXOIMMBIX JUIs1 OKa3aHUs

MEIUIMHCKON OMOIIH

CHHCOK M3MEHSIOIINX TOKYMEHTOB
(8B pen. IlocranoBnenuii [IpaBurensctea PO ot 29.10.2018 N 1283,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

SAKJIIOUEHNE
10 pe3gyJibTaTaM I[IPpOBeIeHWUA HOKyMeHTaJ’[bHOﬁ
OKCIIEPTUS3El NIPenJIOXeHMAa O BKJIIIOUEHNU (MCKJ’IIOT:TGHMM)
JIEKAPCTBEHHOT'O IIpeliapaTa B IIepPedHM JIEKapCTBEHHBX IIpelriapaToB
Y MMHMMAaJb HBIM ACCOPTVMMEHT JIEKAPCTBEHHEIX IIpelriapaToB,
HEODOXOOMMEIX IJIS OKa3aHMusa MeIUIIMHCKOM I1OMOIIN

1. HacTosdmee 3akjoOUeHMEe KacaeTcsa MaTepualJioB, NPEeNCTaBJIEHHBIX IJII:

1.1. BkJIOUeHMS JIEKAPCTBEHHOI'O IpenapaTa B:

1.1.1. repedeHsb XUBHEHHO HeOOXOOMMBIX M BaXHEMIMX JIEKAPCTBEHHEX
npenapaTos;

1.1.2. nepedeHb IOPOTOCTOAUIMX JIEKAPCTBEHHEIX IIPEelapaToB;

1.1.3. KMCKJIOUEH;

1.1.4. MMHMMAaJBHEM AaCCOPTMMEHT JIEKAPCTBEHHEX IIPeNnapaToB, HEOOXOIMMEIX
OJi18 OKasaHMA MEeOMUMHCKOM [IOMOWM (MMHMMAJIBHEIM ACCOPTMMEHT) ;

1.2. UCKJIIOUEHMS JIEKAPCTBEHHOT'O MpernapaTa u3:

1.2.1. nepeuHsa XMBHEHHO HeOOXOOVMBIX ¥  BaxXHeMIMX JieKapCTBEHHBIX
npenapaTos;

1.2.2. nepeuHs IOOPOTOCTOANMX JIeKAPCTBEHHBIX I[IpPelapaToB;

1.2.3. UCKJOUEH;

1.2.4. MMHMMAJIBHOT'O aCCOPTMMEHTA.

2. Vubpopmaumsa O JIEKAPCTBEHHOM IIpelaparTe:

2.1l. HauMeHOBaHME:

2.1.1. MexIOyHapoIHOE HENaTEeHTOBAHHOE HAaMMeHOBaHME ;

2.1.2. B cryyae OTCYTCTBUS MEeXIYyHapOIHOT'O HEeNaTEHTOBAHHOTO
HaVMEHOBAHMUSA — TPYNIMPOBOUYHOE HAMMEHOBAHME ;

2.1.3. B ciyuae OTCYTCTBUS MeXIYyHapOIHOIT'O HEIaTEeHTOBAHHOTO U
TPYNNMPOBOYHOT'O HAMMEHOBAHUM - XMMMUUECKOe HaMMeHOBaHUe ;

2.1.4. B cJaydyae OTCYTCTBMS MHEIX HAMMEHOBAHMUINM — TOPIOBOE HaMMeHOBAaHUE

7

2.2. KOI aHaTOMO-TepaleBTUYeCKO—XMMUUYEeCKOMI KJlaccudmraumm
JIeKapCTBEHHOT'O IpellapaTa ;

2.3. npenjaraeMmele K BKJIOUEHMIO JIeKAPCTBEHHEE QOPME 3apeIlMCTPUPOBaHHOI'O

JIEKapCTBEHHOTO MpenapaTra (IepeducCianThb) :

4
2.4. n1npenjaraeMeHe K MCKIIOUEHMO JIEKAPCTBEHHHE GOPME 3apPeIMCTPUPOBAHHOTO
JIEKAPCTBEHHOTO Ipernapara ([epeuMrciUTh) :

3. Cpokxmu NpoBeIeHMS OOKYMEHTAJIbHOM BKCIEPTU3H :
c 1o .
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[aTta coxpaHeHus: 28.08.2024

4. JoxyMeHTaNbHas SKCIEepPTU3a IPEenJIOXEHU (B COOTBETCTBUK c
npujnoxeHuamMuy N 1 w2 k IpaBuyiaM OQOpMMPOBaHMS IIE€PeuUHelN JIeKapPCTBEHHEIX
npernapaToB s MEeIULMHCKOT'O IPVMMEHEHMS U MMHUMAJBHOT'O aCCOPTUMeHTa
JIEKAPCTBEHHEIX I[IPEerapaToB, HEOOXOIMMEIX IOJig OKazaHusa MeIOMUMHCKOM IIOMOIM,
YTBEPXIEHHEM [IOCTAaHOBJIEHUEM [lpaBuTEeNbCTBa Poccurickol denmepaumm oOT 28
aBITycTa 2014 . N 871 "O6 vyTBepxmeHuM IllpaBusl QOPMUPOBAHUA [epedHelr
JIeKapCTBEHHBIX npernapaToB IoJis  MeOMLUMHCKOI'O IPMMEeHeHMS ¥ MUHMMAaJIbBHOT'O

ACCOPTUMEHTA JIEKAPCTBEHHEIX I[IPEelapaToB, HEOOXOOMMEIX IJiS OKa3aHUSa MeOMUUMHCKOM
nomoumm") :

Tpebyemble cBeneHus

HNudopmanust o mpeacTaBiIeHH TPeOyeMbIX
CBEECHUN 3aIBUTEIIEM

Wudopmanus o 3asBurene

Nudopmanius o nekapcTBEHHOM
npenapare

CaeneHus 0 J€KapCTBEHHOM
npernapare JUisi BKIIOYSHHS B
NepevYeHb )KU3HEHHO
HEOO0XO/IUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MPENapaToB,
NepevyeHb JOPOroCTOSIUX
JIEKapCTBEHHBIX IIPENapaToB U
MUHHUMAaJIbHBII aCCOPTUMEHT
(MCKIIIOUEHHUS U3 MepeyHs
KHU3HEHHO HEOOXOAUMBIX U
BaXHEUIIINX JIEKAPCTBEHHBIX
IpernapaToB, NepeyHs
JOPOTOCTOSIINX JIEKAPCTBEHHBIX
IpernapaToB U MUHUMAJIbHOTO
aCCOPTHMEHTA)

JlaHHBIC, 000CHOBBIBAIOIITHE
MIPEAJIOKEHUE O BKIIOUYECHUHN
JIEKapCTBEHHOTO Mpernapara B
MepevYeHb JKU3HEHHO
HEOOXOIMMBIX U BaXKHEHUIITHX
JIEKapCTBEHHBIX TPETapaToB,
MepevYeHb JOPOTrOCTOSIIINX
JIEKapCTBEHHBIX TPETApaToOB U
MUHUMATbHBIN aCCOPTUMEHT (00
HCKJTFOYCHHH JIEKAPCTBEHHOTO

1.1. mpexacraBieHa B MOJTHOM 00beMe
1.2. npencraBieHa He B TTIOJIHOM 00beMe
(mepe4ynciauTh):

1.3. He peacTaBieHa

2.1. mpejcTaBiieHa B MOJTHOM 00beMe
2.2. mpeAcTaBiieHa HE B IIOJIHOM 00bEME
(mepeurcauTh):

2.3. He Tpe/ICTaBICHA

3.1. mpexacTaBieHbl B IOJIHOM 00beMe
3.2. mpejacTaBiIeHbl HE B TIOJTHOM 00BeMe
(mepe4yunciauTh):

3.3. HE IpeICTaBIECHbI

4.1. npeacTaBIiieHbl B IOJHOM 00beMe
4.2. npeacTaBiieHbl HE B TOJTHOM 00beMe
(IepeyucnuTh):

4.3. He mpeaCcTaBIEHbI

HafeXXHaa NpaBoBad noaaep)Xka
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Ipernapara U3 nepeqHst )KU3HEHHO
HEOO0XOUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB,
HepevHs JOPOrOCTOAIINX
JIEKapCTBEHHBIX IIPENApaTOB U
MUHHUMAJIBHOI'O aCCOPTUMEHTA)

5. 3BameuaHusa 00 pesyJibTaTaM IOKYMEHTAJIbHOM BKCIEPTU3H NPelJIOXeHUS (Ipu
HaIu4uM HYXHOE OTMETUTH) :
5.1. HeHaJjexalee obopmMmIieHME NPenJIOXEeHNSa W IpujaraeMelXx K HeMy

IOOKYMEHTOB W CBeIeHMM, a TakXe Hajuuye B NPpelCTaBJIEHHEIX 3JIEKTPOHHEX OQaniiax
IIOBPEXIOEHUNM, He MNO3BOJAKNIMX PAaCIO3HATh €I'0 COOepXaHUe;

5.2. mpencrapjieHMe OOKYMEHTOB M CBEIEHMM B HEINOJHOM oOBeMe;

5.3. npencrapiyieHMe IPeNJIOXKEHMs B TedeHMe 6 MecsdleB II0CJle OaTe ero
nonaum npu BEIHE CEHUM KoMMUCCHUeMn pelmeHnsa (e]e} OTKase BO BKJIOYEHUM
JIEKapCTBEHHOT'O IMpenapaTa B [epedYeHb XMB3HEHHO HeOOXOAOMMEIX M  BaXHEeMIIMX
JIeKaPCTBEHHEIX IIpelapaToB, NepedeHb IOPOTOCTOAIMX JIEKAPCTBEHHEIX IIPENapaToB U
MMHMMAaJIBHEIM aCCOPTUMMEHT (B MCKJIOUEHMM JIEKAPCTBEHHOTO IpelapaTa M3 [NepedHsa
XVMBHEHHO HeOOXOOMMEBIX " BaXXHeMIMX JIeKapPCTBEHHBIX I[IpelapaToB, IepedHs
OOPOTOCTOALMX JIEKAPCTBEHHEIX IIpenapaToB M MMHMMAJBHOTO ACCOPTMMEHTA) B
paMKax MeXIyHapOIHOIT'O HEeNaTEHTOBAHHOT'O HaVMEHOBAaHUA JIEKaPCTBEHHOT'O
npenapaTra (OpM OTCYTCTBMM TakKOI'O HaMMEHOBaHMA — B pPaMKax IPYyNNMPOBOYUHOIO
WM XMMMYECKOTI'O HaMMEHOBAaHMsA), 3a MCKIOYeHMEeM CJllydaes, NpelyCMOTPEHHEX
nyukramMmu  9(1) m 9(2) IlpaBuin QopMMpOBaHMA IIepedHelM JIEKapCTBEHHHX [IpelapaToB
0J8 MeIMUMHCKOTO IMPYMEeHeHMs ¥ MMHMMaJbHOT'O aCCOPTMMEHTAa JieKapCTBEeHHBIX
npenapaToB, HeOOXOIMMEIX mJIg OKaszaHMa MEeOUUMHCKOM IIOMOWM, YTBEepPXIeHHBIX
IIOCTaHOBJIeHMEeM IlpaBuUTeJdbCcTBa Poccuiickont demepaumum oT 28 aBrycta 2014 r.
N 871 "O6 yrTeepxmeHumu lpaBuil QOPMMPOBAHMSA [epedHel JIEKaPCTBEHHEIX NpPenapaToB
O0JI8 MEeIMUMHCKOTO IPYMEeHeHMS ¥ MMHMMAaJbHOI'O aCCOPTMMEHTAa JieKapCTBEHHBIX
npenapaToB, HeOOXONOMMEBIX IJiS OKaz3aHMS MeIMLMHCKOM nomoumm";

5.4. nmnpexncrapiyieHMe IPeNJIOXEHMs B TedeHMe 6 MecsdleB IIOCJe OaTHE eTro
nonayM IIPM BEHECEHMM KOMMCCMEN pelleHMA O BKJIIOUYEHMUM JIEKapCTBEHHOTO Ipenaparta
B IepedeHb XMBHEHHO HEeOOXOOMMEIX I BaXHEMIMX JIeKAPCTBEHHBIX IpernapaToB B
paMKax MeXIYyHapOIHOT'O HEeNaTEHTOBAHHOTO HaVMEeHOBAaHUA JIEKaPCTBEHHOT'O
npenapara (OIpuM OTCYTCTBMM TakKOI'O HAMMEHOBaHMSA — B pPaMKax TIPYNNMPOBOUHOI'O
UM XVMMMYECKOT'O HaMMEeHOBaHMsa) - »OJ8 JIEKaPCTBEHHBIX [NpelNapaTob, IpenjaraeMBX
K BKJIOUEHMIO B IepedeHb HOOPOTOCTOSAUMX JIEKAaPCTBEHHHX [NIpenapaTosb;

5.5. mpencrapyieHME HENOCTOBEPHOM MM MCKaXeHHOM MHQOpMaLMM;

5.6. T1npencrapiyieHMe IIPeNJIOXEHMs B TedeHMe 6 MecsdleB IIOCJie OaTHE eTro
IIOBTOPHOT'O OTKJIOHEHMS IO pPe3ylabTaTaM HOKYMEHTAJIbHOM SKCIEPTUSH.

KOHer‘I‘HBIe 3aMedaHMnAdg

6. PesymnbTaT:
6.1l. HanmpPaBUTL NPEIJIOXEHMVE Ha KOMIIJIEKCHYK OLEHKY;

6.2. HaIpaBUTH B anpec 3a9BUTEII 3akKJIoUeHrMe C 3aMedaHUuaIMM O
HECOOTBETCTBUM YCTAHOBJIEHHHM TpeBOoBaHUAM;

6.3. HaIopaBUTH npenjioXeHue BHEUITATHOMY CrneumanmcTy MmHMCcTepCcTBa
3OpaBooxXpaHeHmsa Poccumickom denepauum onsa INOOTOTOBKU pPeKoMeHmauum o
BKJIIOUEHUN (MCKJITIOUEHUN) JIEKAPCTBEHHOTO npenapara B MMHVMaJIb HEI
ACCOPTHUMEHT.

[lpencemaTesib (3aMecTUTENb
npencenarTesig) KOMUCCUMU
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MyHMCTepCTBa 3OPaBOOXPAaHEHUS
Poccuiickon denmepauum
no GopMMPOBAHMI IIepedHel
JIEKapCTBEHHBIX [IPEeNapaToB
0Ji8 MEeOUMLMHCKOTO IIPUMEHEHUS
Y MMHMMAJIbHOT'O aCCOPTMMEHTa
JIeKapCTBEHHEIX IIpernapaTos,
HeOOXOIMMEIX IJIS OKa3aHUI
MEeIULMHCKOM [IOMOUM

/

(mara) (nomnuck, pacumdporBka IOIMINUCH)

[Tpunoxenue N 5(1)

K [IpaBuiam popmMupoBanus nepevyHen
JIEKapCTBEHHBIX MPENapaToB

JUISL MEAMIIUHCKOTO IPUMEHEHNUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKAPCTBEHHBIX MPEIApaToB,
HEOOXOUMBIX JJIsl OKa3aHUs
MeEIUIMHCKOI TOMOIIH

TPEBOBAHUA
K METOAOJIOMMYECKOMY KAYECTBY KITMHUKO-3KOHOMUYECKUX
WCCNEQOBAHUN NEKAPCTBEHHOIO NMPEMAPATA U UCCIIEOQOBAHUA
C NCNONb30BAHUEM AHATNU3A BNUAHUA HA BIOKETbI BIOIXXETHOWU
CUCTEMbI POCCUACKOWU ®EOQEPALIUU

CnuCcOK U3MEHSIOMINUX TOKYMEHTOB
(B pea. IlocranoBnenus IlpaBurenscrea PO ot 25.07.2024 N 1009)

1. KonmnuecTtBeHHas OLCHKAa KJIIMHUKO-3KOHOMHYCCKHNX HCCHCﬂOBaHHﬁ JICKApCTBCHHBIX IIPCIIapaToOB
IMPOBOAUTCA B COOTBETCTBUH C KPUTCPpUAMU OLICHKH METOA0JIOTHYECKOIO KadeCTBa
KIIMHUKO-3KOHOMHWYCCKOI'O UCCICJOBaHUA.

KpMTepMVI OLUEeHKN MmeToaosiorm4eCcKoro Kka4yecrtBea
KIMTMHUKO-3IKOHOMUYECKOIro uccriegqoBaHuns

HaumeHnoBanue kputepust ONEHKU Pesynprar ouenku | Illkana oneHku
METOO0JIOTUYECKOTO Ka4eCTBA UCCIICIOBAHMS (6amoB)
1. [IlpexacraBneHsl pe3yiabTaThl OTEYECTBEHHOTO COOTBETCTBYET +3
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HCCICO0BAaHUA JICKAPCTBCHHOI'O IIpCIiapara:

JUIS. BBIHECEHUSI 3aKJIIOUEHHS] O BBICOKOM METOJOJIOTHYECKOM KayeCTBE KIMHHUKO-3KOHOMUYECKOTO
UCCIIEIOBAaHMs JIEKaPCTBEHHOIO IpernapaTta - He MeHee 29 OaioB NpH HATMYUM MaTEeMaTHYECKON
MOJIeNIH, He MeHee 26 0aIoB P OTCYTCTBUU MaTEMAaTUYECKON MOJETIH;

JUTSL BBIHECEHHUS 3aKIIOYEHHUS O CPEeHEM METOJI0JIOTMYECKOM KaueCTBE KIMHUKO-3KOHOMHYECKOTO
WCCIICIOBAHMS JICKAPCTBEHHOTO Tperapara - He MeHee 27 OalUIoB MPH HAJIMYMKA MaTeMaTUYeCKOM
MojienH, He MeHee 24 0aioB MpU OTCYTCTBHUH MaTeMaTHYeCKOW MOJIETH;

JUISL BBIHECEHUS 3aKJIFOUYEHUS O HU3KOM METOJO0JIOTMYECKOM KAadyeCTBE KIMHHUKO-3KOHOMHUYECKOTO
HCCIIeIOBaHMsl JIEKAPCTBEHHOIO Ipenapata - MeHee 27 0ajuloB NpU HAJIMYUK MaTeMaTHYECKOW MOJIENH,
MeHee 24 0aioB Npu OTCYTCTBUM MAaTEMaTUYECKOW MOJIEIH.

<1> Iloka3anusi K NPUMEHEHHUIO IMPEAJaraéMoro JEKapCTBEHHOIo IMpernapara, MO KOTOPBIM
MPOBOJAMJIACH KJIIMHUKO-KOHOMMYECKasi OIICHKA, COOTBETCTBYIOT TIOKa3aHUSIM, COJEpXKAIIUMCS B
WHCTPYKLIUMA [0 MEAULIHUHCKOMY TMPUMEHEHHUIO JIeKapCTBEHHOTO IIpemapata. B ciydyae Hamuuus
HECKOJIbKMX TIOKa3aHWW K TMPUMEHEHHIO TPEACTABISIOTCS PE3YIbTaThl KIMHUKO-DPKOHOMHYECKUX
WCCIIEIOBAaHUIM MO BCEM IOKa3aHHsIM JHOO MO MOKa3aHUSAM MpU 3a00JEBaHHIX, XapaKTePU3YIOLIUXCS
HanOoIbIIeH 32001€Ba€MOCTHIO, CMEPTHOCTBIO U MHBAJTUIN3ALIUEH.

<2> Ecnu JeKapCcTBEHHBIM NpenapaTr NpeularacTcsi K BKIIOYEHHIO B IIEPEYEHb HKU3HEHHO
HEOOXOUMBIX M BaXXHEHIINX JIEKAPCTBEHHBIX MPENapaToB il MEAUIIMHCKOTO MPUMEHEHHUS, B KaUeCTBE
npernapara cpaBHEHHUsI UCIIOJIb3YeTCsl JIeKapCTBEHHBIHN Mpenapar (Mmpenaparbl), BKIIOUYEHHBIH B TiepedyeHb
KU3HEHHO HEOOXOJMMBIX U BaKHEHIIMX JIEKApPCTBEHHBIX MPENapaToB A MEAMIIMHCKOTO NMPUMEHEHMUS,
€CJIN JIEKAPCTBEHHBIN Npenapar MpeasaraeTcs K BKIIOYEHUIO B NEPEUEHb JIEKAPCTBEHHBIX IIPENApaToB,
MpeHa3HAYeHHBIX JUIsl o0ecredyeHus JHll, OONbHBIX reMO(UIneil, MyKOBUCIHA030M, THIO(HU3apHBIM
HaHU3MOM, Ooje3Hbto ['orre, 3710kaueCTBEHHBIMH HOBOOOPA30BaHUAMM JIMM(POUIHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, T€MOJUTUKO-YPEMUUYECKUM CHUHIPOMOM, FOHOLIECKUM
apTPUTOM C CHCTEMHBIM HayayoM, Mykomnoaucaxapuno3oM I, II u VI tunos, amiactuyeckon anemuen
HEYTOYHEHHOH, HacieACcTBeHHbIM aeduuutom ¢daxktopo II (pubpunorena), VII (mabunpHoro), X
(Ctroapra - Ilpayspa), a Takxke JMIl MOCJ€ TPAHCIUIAHTAlUM OPTraHOB W (MJIM) TKaHEH, B KadyecTBe
IpernapaTa CpaBHEHHMS HCIIOJIb3YETCS JIGKAPCTBEHHBIM IIpermapaT, BKIIOUEHHBIM B  IEpeyYeHb
JIEKapCTBEHHBIX IPENaparoB, MpeIHA3HAYEHHBIX Il OOecledyeHus: JHL, OOJNBHBIX TIeMO(pHIUEH,
MYKOBUCIII030M, runoguzapHbIM HaHU3MOM, 00J1€3HBI0 lomre, 3JI0Ka4€CTBEHHBIMHU
HOBOOOPa30BaHUAMHM JIUM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, paCCEIHHBIM CKIEPO30M,
TFeMOJUTHKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOIIECKHMM  apTPUTOM C  CHCTEMHBIM  HadalioM,
Mykononucaxapugosom I, II u VI tumnos, amractuyeckoil aHeMHEN HEYTOUYHEHHOM, HACIEICTBEHHBIM
nepunmuroM daxtopos Il (pubpunorena), VII (madbmnpHoro), X (Crroapra - [Ipayaspa), a Taxke Il TOCie
TpaHCIUIAHTAllMU OpraHoB M (wiM) TKaHel. IIpemapar cpaBHEHHs NpPUMEHSETCS B TEKYyILIEH NpakTHKe
JICUEHHUS MalMEHTOB 110 TEM K€ MMOKa3aHMUSIM U B TaKOU ke KIMHUYECKOM CUTyalluH, YTO U MpeaaraeMblii
JeKapCTBeHHbIN mpenapar. ONTUMaTbHONW aNbTEpPHATHUBOW JUIsI CpaBHEHHUs ABIsSETCS Haubosee
3¢ (deKTUBHBIH U3 JIEKapCTBEHHBIX IIPENapaToB, BKJIIOUEHHBIX B COOTBETCTBYIOIIUN TNEpeYeHb W
HCHOJIB3YIOLMXCS IO TEM K€ MOKa3aHUAM M B TaKOH K€ KIMHMYECKOM CHUTyallMM, YTO U IpeiaracMbli
JIeKapCTBEHHbIN mpenapar. [Ipm HanMuuu HECKOJNBKHX JIEKapCTBEHHBIX MpENnapaTroB € OJAMHAKOBOM
3G (PEKTUBHOCTHIO ONTUMAIBHOM AIbTEPHATHBOM JUIS CpaBHEHHs SIBISIETCS TOT W3 HHUX, KOTOPBIH
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XapaKTCpPU3yeTCsa HalMEHbBIIEH CTOMMOCTBIO 3a KypC JICUCHMUA.

<3> Illpum HaiMuuMu 1O pe3yibTaTaM KIMHUYECKUX HCCIEAOBAHUN CTAaTUCTUUYECKH 3HAYUMBIX
pazmuuuii o 3ddexkTuBHOCTH U (WIM) OE30MACHOCTH MEXAYy IHpeularaeMbIM JIEKapCTBEHHBIM
MpEernaparoM M IMPEenaparoM CPaBHEHUS MCIOJIb3YIOTCS METOJbl pacuera COOTHOLICHWS 3arpaTrT H
3¢ (}HEeKTUBHOCTH, MpPU OTCYTCTBHM IO pe3ysbTaTaM KIMHUYECKUX MCCIEAOBAHUNA CTATUCTHUYECKU
3HAYUMBIX paznuauid o 3QPeKTUBHOCTH U (MiH) 0€30MaCHOCTH MEXKIY MpeIaracMbIM JIGKAPCTBEHHBIM
[penapaToM U MpenaparoM CpaBHEHHUS HCIOJIb3YETC METOA MUHUMU3ALUK 3aTpart.

<4> XapaKTepUCTHKH IMalUeHTOB (TI0JI, BO3pacT, TeueHue 3abosieBanus, ¢opMa 3ab0ICBaHMS,
cTanusa 3a00JeBaHMs, JIMHUA Tepamnuu, MPEAIIecTBYIONas Tepanus) U CPaBHUBAEMBIX JIEKApPCTBEHHBIX
mpemapaToB  (JiekapcTBeHHass (opma, pEeXHM JIO3HPOBAHHS, CIOCOO BBEACHHS) B KIMHUYCCKHX
UCCIIEIOBAHMAX, PpEe3yJbTaThl KOTOPBIX  HKCIIONB30BAaHBI Il OOOCHOBaHHMS BBIOOpa MeToAa
KJIMHUKO-KOHOMHUYECKOTO  HCCIIEIOBAHUSA, COOTBETCTBYIOT  XapaKTEPUCTUKAM  TAIMEHTOB U
CpPaBHHMBAaE€MBbIX JIEKAPCTBEHHBIX NMPENAPaTOB, OLIECHUBAEMBIM B KIIMHUKO-?KOHOMUYECKOM HCCIICIOBAaHHH.

<5> BpI00Op KpUTEpHEB ONEHKHU 3(PPEKTUBHOCTH JICKAPCTBEHHOTO TIperapara, UCIOJIb30BaHHBIX ITPU
MPOBEJICHUN KIMHUKO-9KOHOMUYECKOTO HCCIEA0BaHUs, COOTBETCTBYET pe3yJbTaTaM KIMHUYECKUX
WCCTIEIOBAaHMUHM, TIPEICTABIICHHBIX B COOTBETCTBYIOIIEM MPEIIOKEHUH, YKa3aHHOM B nyHKTe 13 [lpaBun
(dhopMHUpOBaHMS TEpeYHEH JICKAPCTBEHHBIX IpPEHapaTroB JUIi  MEIUIIMHCKOIO TPUMEHCHUS U
MUHHMAJIBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX IMpENapaToB, HEOOXOAUMBIX JJI OKa3aHUsI MEAUIIMHCKON
MIOMOIIIH, YTBEPKACHHBIX rocTtaHoBieHUeM [IpaBurensctBa Poccuiickoit @eaepauun ot 28 aBrycra 2014
r. N 871 "O06 ytBepxnaenuu IlpaBun ¢dopMupoBaHusi NepedyHel JIEKapCTBEHHBIX MpPENnapaTroB JUis
MEIULHUHCKOTO MPUMEHEHUS M MHHUMaJIbHOTO AaCCOPTUMEHTA JIEKApCTBEHHBIX IPENaparos,
HEOOXOIUMBIX JUIsl OKa3aHUs MEIUIIMHCKOM oMot (nanee - [IpaBuna).

<6> Pacuyer 3arpaT OCYILECTBIISIETCS HAa OCHOBAaHUHU LIEHBI JIEKAPCTBEHHOI'O Mperapara He HUKE
LIEHbI, JIAHUPYEMOW K TOCYIapCTBEHHOW PETHUCTpall, a B Clydae, €Cld IIeHa Ha NpeljaraeMbli
JIEKApCTBEHHBIA Mpenapar yXe 3aperucTpupoBaHa, - Ha OCHOBAaHUM INPENEIbHON OTIYCKHOW IEHBI
MIPOU3BOJIUTEIIS C YUYETOM Hajlora Ha J00aBIEHHYIO CTOUMOCTb.

<7> PacyeT npsMbIX 3aTpaT, CBA3aHHBIX C HEIOCPEACTBEHHBIM OKa3aHUEM MEIUIMHCKON MOMOILH,
OCYIIECTBJISIETCS. HWCXOJ W3 CpPEIHUX HOPMATUBOB (PUHAHCOBBIX 3aTpaT Ha EAUHUIY o0bema
MEIHUIIMHCKOW TOMOIIM, YCTAHOBJEHHBIX MPOTPaMMON TOCYJapCTBEHHBIX TapaHTUH OECMIaTHOTO
OKa3aHHUs TpakJlaHaM MEIUIMHCKON MOMOIIX Ha OYEPEAHOM TOJT U IUIAHOBBIM MEPHUO/I.

<8> HpI/I MMPOBCACHNUUN KIIMHUKO-O9KOHOMHWYCCKUX I/ICCHC,Z[OBaHI/Iﬁ C HCIIOJIB30BAHHUEM MCTOI0B
MAaTe€MaTUYCCKOTO MOACIIHUPOBAHUA B COCTAaBE€ OTUCTA (CTaTI)I/I), MNpEaACTaBJICHHOIO B COOTBETCTBHUH C
MMPUITOKCHUCM N1k HpaBI/IJ'IaM, HJIM B IPHUJIOKCHUU K HEMY NPCACTABIIACTCA MAaTCMATUIYCCKAsA MOJCIIb C
OIMMCAHUEM MCETOJUKHU MOJACIHNPOBAHUS, BKIOYarOImiasd OMNHUCAHUE CTPYKTYPbl MOJICIHW, OCHOBHBIX
,Z[OHYH_[CHI/Iﬁ MOoACIn C HUX O6OCHOBaHI/IeM, KIIFOYCBBIX IMApaMCTPOB IJId pPACUCTOB, HCTOYHHUKOB
I/IHCbOpMaI_[I/II/I 0 BHAUYCHUAX KIIFOYCBLIX IMMApaMETPOB UJIU MMPUBCACHUC MECTOANKHU pacyeTa.

<9> [Ipu onucaHuM pe3yJIbTaTOB UCCIEA0BAaHUS OTJIEINbHO YKa3bIBAIOTCH:
3aTpaThl Ha MpeasiaraeMblil JIeKapCTBEHHBIN Mpenapar U npenapat (IpenapaThl) CpaBHEHHUS;

APYyruc MmpiaMbIC 3aTpaTbl, CBA3AHHBLIC C HCTOCPCACTBCHHBIM OKa3aHHUCM MGHHHHHCKOﬁ IIOMOIIIH
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(ecyi pacCYMTHIBAIIUCH );

MpsIMbIE 3aTPaThl, HE CBSI3aHHBIE C HEMOCPEACTBEHHBIM OKa3aHMEM MEIWIIMHCKON MOMOIIM (eCiau
PacCUUTHIBAIIUCH);

KOCBEHHBIC 3aTpaThl, CBSI3aHHBIC U HE CBS3aHHBIC C HEMOCPEACTBCHHBIM OKa3aHWEM MEIMIIMHCKOU
MTOMOIIIH (€CITH PaCCUYNUTHIBAIKCH ).

<10> PesynpTaT aHaii3a MHUHHUMU3ALMM 3aTpaT NPEACTABIAETCS B BUJE pPa3HUIBI B 3aTparax,
00yCJIOBJIEHHBIX IPUMEHEHUEM IIPEIaraeMoro JeKapcTBEHHOI O IpenapaTa 1 npenapaTa CpaBHEHUS;

pe3yNbTAT aHAJIM3a COOTHOIICHUS 3aTpat U d3P(HEKTUBHOCTH MPEACTABIISETCS B CIIydasx:

€CJIM TpeJjIaraeMblii JeKapCTBEHHBIN IpemnapaT XapakTepusyercs Ooubiieil 3(h(pexkTUBHOCTBIO U
OoJbIIIeH CTOMMOCTBIO, YEM Tperapar CpaBHEHUS (B BHIE COOTHOIICHHS 3aTpar U 3PGEKTUBHOCTH LIS
Ipe/jiaraeéMoro JIeKapCTBEHHOTO TMpenapara W Ipernapara CpaBHEHUS M TOKas3aTellsd MpHUpaIeHUS
3¢ (HeKTHBHOCTH 3aTpaT (MHKPEMEHTHOTO ITOKa3aTelisi COOTHOLICHUS 3aTpat U 3P PEKTUBHOCTH);

€CJIM TpeJjIaraeMblii JeKapCTBEHHBIN IpemnapaT XxapakTepusyercs Oousbiieil 3h(exkTUBHOCTBIO U
MEHBIIEH CTOMMOCTBIO, YE€M IIpenaparT CpaBHEHUs (B BHJE pa3HMLBI B 3aTparax M pa3HULBI B
3¢ (HEeKTUBHOCTH TaKUX JICKAPCTBEHHBIX MIPEMapaToB).

<11> AHanu3 4yBCTBUTEIBHOCTU PE3YJIbTATOB PACUETOB K MU3MEHEHMSIM CIIECAYIOIUX HNapaMeTpoB
MOJIETN BKJIKOYAET:

JUIS aHAJIM3a MUHUMH3ALMY 3aTpaT - [IEHY Ha MpeUIaraéMblil JICKapCTBEHHBIN Mpenapar U 1eHy Ha
rpenapar CpaBHEHUS;

JUIsL aHajJn3a COOTHOUIEHMsI 3aTpaT W 3((PEKTUBHOCTH - LIEHY Ha MpeaaraeMblil JeKapCTBEHHBIN
npernapar M IeHy Ha IpernapaTr CpaBHEHUS, MOKa3aTeau KIMHUYeCKOH 3()(EeKTUBHOCTH IpeJiaraeMoro
JIEKapCTBEHHOI'0 IIpernapara 1 mpernapara CpaBHEHHUS.

<12> B otdere (cTaTthe), MPEACTABICHHOM B COOTBETCTBHH C mpuioxkeHneM N 1 k IlpaBunawm,
YKa3bIBAIOTCSI CCBUIKM Ha HCIOJb30BAHHBIC MCTOYHUKH WHGOPMAIMU JUISI KKIOTO 3HAYCHUS
MOKa3aTeNei, a TAKKe METOJUKH pacyeTa.

2. KonnuecTBeHHas OLlEHKA HMCCIEOOBAHUS C HCIOJL30BAHHEM aHAIN3a BIUSHUS Ha OIOMKETHI
oroxeTHOM cuctembl Poccuiickoit ®denepanuu (manee - OOHKET) MPOBOIUTCS B COOTBETCTBUU C
KPUTEPUAMH OILIEHKU METOJI0JOTUYECKOI0 KauyeCcTBa UCCIIEIOBAHMS C UCIIOJIb30BAHUEM aHAIN3a BIUSHUS
Ha OIOIKET.

KpVITepVIVI OLleHKM MeToO4OoJIOr'M4ecKoro Ka4yecrtesa mccriegosaHus
C UCNONb30OBaHUEM aHann3a BIIUAHUA Ha OroaxKeT

HanmeHnoBanue kpuTepusi ONEHKU Pesynbrar ouenkn | [llkana oneHku
METOJIOJOTHYECKOTO Ka4eCTBA UCCIEN0BAHUS (6amnoB)
1. [IlpeacraBieHsl pe3yiabTaThl OTEYECTBEHHOTO COOTBETCTBYET +3
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UCCIIeIOBaHMs (aBTOp, HA3BaHUE, UICTOYHUK  HE COOTBETCTBYET 0
My OJIMKAIUH, TO)

2. PaccmarpuBaemble MOKa3aHUs K COOTBETCTBYET +3
IIpUMEHEHUI0 <1>
HE COOTBETCTBYET 0
3. llena Ha mekapCTBEHHBIN Mpenapar <2> COOTBETCTBYET +3
HE COOTBETCTBYET 0
4. Pacyer mpsAMBIX MEIMIMHCKUX 3aTpaT <3>  COOTBETCTBYET +3
HE COOTBETCTBYET 0
5. Onucanue MaTeMaTH4eCcKo MoAeNH (TIpu COOTBETCTBYET +3
Hanuuum) <4>
HE COOTBETCTBYET 0
6. IlpencraBieHue IPsIMBIX METUIIUHCKUX COOTBETCTBYET +3
3aTpar Npy ONMUCAHUU PE3yJIbTAaTOB <5>
HE COOTBETCTBYET 0
7. BpemeHHOM ropu30HT <6> COOTBETCTBYET +0,5
HE COOTBETCTBYET 0
8. XapaKTepuCTHKHU U YHUCICHHOCTH IIEIeBOM  COOTBETCTBYET +3
MOTYJISINH ITAllHEHTOB
HE COOTBETCTBYET 0
9. [IlpencraBienue pe3yabTaToB </> COOTBETCTBYET +3
HE COOTBETCTBYET 0
10. Amnanu3 9yBCTBUTEIBHOCTH <8> COOTBETCTBYET +0,5
HE COOTBETCTBYET 0
11. Ccpinku Ha UCTIONIH30BAaHHBIE HICTOYHUKHU COOTBETCTBYET +0,5
uHpopmanuu <9>
HE COOTBETCTBYET 0

Hroro

Hrorosas KOJIMYCCTBCHHAsA OILICHKa METOAO0JIOTHYCCKOTO KadeCTBa HUCCICI0BaHUA C
HCIIOJIB30BAHHUEM aHAJIM3a BIIMAHHA JICKAPCTBCHHOI'O IIpeIIapaTra Ha 6I021)KCTZ

JUIsL BBIHECEHMS 3aKIIOYEHHS O BBICOKOM METOJOJOTMYECKOM KaueCTBE MCCIEIOBAHUS C
HCIOJIb30BaHNEM aHalli3a BIUSHUS JIEKAPCTBEHHOTO Mpemnapara Ha OIJKeT - He MeHee 25,5 Oania npu
HAJIMYMH MaTeMaTHYeCKOW MoJieNin, He MeHee 22,5 Oaia npu OTCYyTCTBUM MaTeMaTHYeCKOW MOJIENH;
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MNoctaHosneHue Mpasutenscrea PO ot 28.08.2014 N 871
(pen. ot 25.07.2024)
"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

JUIL  BBIHECEHMS 3aKJIIOUCHHS O CpPEJIHEM METOIOJIOTHYECKOM KauyecTBE HCCIICAOBAHUSA C
WCTOJIb30BAHUEM aHAIN3a BIMSHUA JEKApCTBEHHOTO IMpernapara Ha OIUKeT - He MeHee 24 0ajuioB mpu
HAJIMYUHM MaTeMaTHIecKOl MOeH, He MeHee 21 Oaiia mpu OTCYTCTBMHM MaTeMaTHYeCKON MOJIEINH;

JUIsL BBIHECEHMSI 3aKIIOYEHHS O HHU3KOM METOJ0JIOTMYECKOM KAdeCTBE HCCIIEIOBaHUS C
UCIOJIb30BAHUEM aHAJIM3a BIMSHUS JIEKApCTBEHHOIO IIpernapara Ha OroJuKeT - MeHee 24 OaioB npu
HaJIMYUU MaTEMAaTUYECKON Mozenu, MeHee 21 Oaiia mpu OTCYTCTBUM MaTEMaTUYECKON MOJIEIH.

<1> Iloka3aHusi K MNPUMEHEHHUIO MPEAIaraéMoro JEKapCTBEHHOI'O Ipernapara, M0 KOTOPhIM
MPOBOMJICS aHAJIU3 BIIMSHHUS Ha OrO/KEeT Oro/pkeTHoW cucteMbl Poccuiickoit @epepanuu (manee -
OIO/KET), COOTBETCTBYIOT MTOKA3aHUSAM, COAEPIKAIIUMCS B MHCTPYKLUHU 110 METUIIUHCKOMY MPUMEHEHUIO
JIEKApCTBEHHOTO MperapaTa. B ciyyae Hanuuusi HECKOJIBKUX MOKA3aHUM K TPUMEHEHHUIO MPECTaBISIOTCS
pE3yNbTaThl aHATKM3a BIMSHUS Ha OIODKET MO BCeM MOKa3aHUSIM JMOO0 1O MOKa3aHUAM MpH 3a00JIeBaHUSIX,
XapaKTEPU3YIOMUXCSl HauOOJbINeH 3a00JIeBa€MOCThIO, CMEPTHOCTHIO UM HHBainuau3anuend. Ecnm
JIEKapCTBEHHBIN TIperapar IMpeajaraeTcsi K BKIIOUEHUIO B IEpPeueHb >KU3HEHHO HEOOXOIUMBIX H
BOKHEUIIIMX JICKAPCTBEHHBIX TMPENapaToB i MEIUIMHCKOTO TMpUMEHEHUs U (Wiu) TIepeyeHb
JIEKapCTBEHHBIX IPENaparoB, IpeJIHAa3HAUYEHHBIX [Uig oOOecrneueHus: JHll, OOJIbHBIX TreMO(IIneH,
MYKOBHCIIHI030M, runopu3apHbIM HaHU3MOM, 00JIe3HBIO lNome, 3JI0Ka4€CTBEHHBIMU
HOBOOOpa3oBaHUAMHU JTUMGOUIHON, KPOBETBOPHON U POACTBEHHBIX UM TKaHEH, pacCesSHHBIM CKJIEPO30M,
TEMOJIUNTUKO-YPEMUYECKUM  CHHJIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HayajoM,
Mykonoscaxapuno3om I, II u VI tumnos, annactuyeckoil aHeMueldl HEyTOUYHEHHOM, HACIIEICTBEHHBIM
nepunuroM paxtopos Il (pubpunorena), VII (madbunpHoro), X (Ctroapra - [Ipayspa), a Taxxke JIdIl OCe
TpaHCIUIAHTAIIMM OPTaHOB U (MJM) TKaHEW, U HE MMEeT TepaneBTUYECKH aHaJOTUYHOTO JIEKAPCTBEHHOTO
npenapara, 00JIaalomIero JOKa3aHHBIMH  KIMHUYECKMMU, U (WIHM) KIWHUKO-DKOHOMUYECKUMH
MperMyliecTBaMu, ¥ (W) OCOOCHHOCTSMU MEXaHU3Ma JEWCTBUS, B COOTBETCTBYIOIEM IIEpEUHE
(mpencraBnser coOOM HOBBIM TMOAXOJA K JICUCHMIO), MOKa3aHHWE, MO KOTOPOMY TMPOBOIUTCS aHAIHU3
BIUSHUSL HA OIO/DKET, COOTBETCTBYET 3a00JIeBaHUSIM (COCTOSIHUSAM) M3 TOH Ke TPEX3HAUHOU pPyOpUKH
Mex1yHapoHON CTaTUCTUYECKON Kiaccuukanuy 00s1e3Hel 1 mpobiieM, CBI3aHHBIX CO 3J0POBBEM, UTO
W TIOKa3aHWe, cojepalieecss B MHCTPYKIHMH [0 MEAUIMHCKOMY MPUMEHEHUIO MpeiaraéMoro
JIEKapCTBEHHOTO Tperapara.

<2> IlpencraBineHue pacyeTa 3aTpaT OCYIIECTBISAETCS Ha OCHOBAHMM II€HbI HE HUXKE LIEHBI,
IUIAaHUPYEMOM K TOCYJapCTBEHHOH perucrpaluu, a B cily4yae, €CiId IIeHa Ha I[peajaraeMblii
JIEKApCTBEHHBIA TMpenapar yKe 3aperucTpupoBaHa, - Ha OCHOBAaHUM NPENETbHON OTIYCKHOW IEHBI
MIPOU3BOJIUTEIIS C YUYETOM Hajlora Ha J00aBI€HHYIO CTOUMOCTbD.

<3> Pacuer npsMbIX 3aTpaT, CBA3aHHBIX C HETMIOCPEACTBEHHBIM OKa3aHWEM MEIUIIMHCKON MOMOIIH,
OCYIIECTBISIETCS HWCXOJIS W3 CPEIHUX HOPMATUBOB (PUHAHCOBBIX 3aTpaT Ha EAUMHUIYY o0bema
MEIHUIIMHCKOW TOMOIIM, YCTAHOBJIEHHBIX MPOTPaAaMMON TOCYJapCTBEHHBIX TapaHTUH OECIIaTHOTO
OKa3aHHUs TpakJlaHaM METUIIMHCKON MOMOIIX Ha OYEPEAHOM TOJT ¥ IUIAHOBBIM MEPHUO/I.

<4> Ilpu npoBe/IeHNH aHAJIN3a BIUSHUA Ha OI0/DKET C UCIOJIb30BaHUEM METO/I0B MaTEMaTHYECKOTO
MOJIETMPOBAHUS B COCTaBe OTuUeTa (CTaTbU), MPEJCTABICHHOIO B COOTBETCTBUM C MpuiiokeHneM N 1 k
[IpaBunam opMupoBaHUs MepeyHell JeKapCTBEHHBIX IMPErapaToB A METUIMHCKOIO NMPUMEHEHUs U
MUHUMAaJIbHOI'O aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXOJUMBIX JIJISl OKa3aHHUS METUIIMHCKOM
IIOMOIIH, YTBEPKAECHHBIM ITocTaHoBiIeHUEM [IpaButenbctBa Poccuiickoit denepanuu ot 28 asrycra 2014
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 28.08.2024

r. N 871 "O6 yrBepxnenun IIpaBuin ¢opMupoBaHUsS TNepeyHEH JIEKAPCTBEHHBIX IPENapaToB s
MEIUIHUHCKOTO TMPUMEHEHUS ¥ MHHUMAQJIbHOTO aCCOPTHUMEHTa JIEKAPCTBEHHBIX  IIPEnaparos,
HEOOXOMUMBIX JJIi OKAa3aHWA MEIUIIMHCKOW IMOMOILIU", MpPEeJCTaBIsIeTcsl MaTeMaTudeckas MOJIelb,
aJanTUpPOBaHHAs K CHUCTEME OTEYECTBEHHOTO  3/IpaBOOXPAHEHHUs, C OMNHCAaHUEM METOAUKHU
MOJIETIUPOBAHUS, BKJIIOYAIOIIEH OMHMCAHUE CTPYKTYpPhl MOJEIH, OCHOBHBIX IOIYIIEHUH MOJETH C UX
000CHOBaHMEM, KJIIOYEBBIX IMApaMETPOB JJIsi PACUYETOB, HCTOYHUKOB HHQPOPMAIUU O 3HAYCHHSIX
KJIFOUEBBIX TApaMEeTPOB WJIM NMPUBEIACHUE METOJIMKH pacueTa.

<5> PacueTbl HE YUYMTBHIBAIOT MPAMbBIEC 3aTPAThl, HE CBSI3aHHBIC C HEMOCPEICTBEHHBIM OKa3aHUEM
MEIUIIMHCKOW TIOMOIIM, M 3aTpaThl, CBSA3aHHBIC W HE CBSI3aHHBIE C HEMOCPEACTBEHHBIM OKa3aHHEM
MEIUIMHCKOM TioMoly (IIpU  OMHCAaHUU PE3YJbTAaTOB OTAEIBHO YKa3bIBAIOTCSA 3aTpaThl Ha
JIEKapCTBEHHYIO TEPAIIHIO).

<6> BpemeHHOIl nepuoj aHanu3a BIMAHUSA Ha OIOJDKET COCTaBJsIeT He Oosee 5 JieT, IpU 3TOM
OTJIENIbHO YKa3bIBAIOTCS Pe3yJbTaThl pacyeToB 3a 1-ii ro.

<7> Pe3ynbTaT aHanu3a BIUSHUS Ha OIOJKET MPEACTABISAETCS B BUJE Pa3HUIIBI B IPSIMBIX 3aTpaTax,
CBA3aHHBIX C HEMNOCPEACTBEHHBIM OKa3aHUEM MEIMLMHCKON MOMOIIM, MEXIY TEKyIIel NpakTUKON
JIEKapCTBEHHOM Tepanuu (0e3 ydera BKIIOUEHUS B COOTBETCTBYIOLIMN IE€pEeYeHb IIpe/iaraeMoro
JIEKapCTBEHHOI'O ITpernapaTa) U 0XXKHJIaeMOM MPAKTUKOW (C Y4eTOM BKIIIOUEHHUS B COOTBETCTBYIOIIHI
IepeyeHb IpeIaraéMoro JIEKapCTBEHHOr0 Iperapara) 3a yKa3aHHbIM BpeMeHHOW mnepuoj. llpu stom
€CIIM JICKapCTBEHHBII Mpenapar MmpeajaraeTcsi K BKIIOYEHUIO B MEPEUYCHb KU3HEHHO HEOOXOAUMBIX U
BOKHEWIIIMX JICKAPCTBEHHBIX TMpENapaToB JJII MEIUIIMHCKOTO TpPUMEHEHUs U (Wiu) TIepeyeHb
JIEKapCTBEHHBIX TpEnaparoB, IMpeIHa3HAUYEHHBIX g oOOecrneueHus: JHIl, OOJIbHBIX TeMO(IIneH,
MYKOBHCIIHI030M, runoguzapHbIM HaHU3MOM, 00J1€3HBIO lome, 3JI0Ka4€CTBEHHBIMU
HOBOOOpa30BaHUAMHU TUMGOUIHON, KPOBETBOPHOW U POJACTBEHHBIX UM TKaHEH, pacCeSHHBIM CKIEPO30M,
TEMOJINTUKO-YPEMHUYECKUM  CHHJIPOMOM,  IOHOIIECKHMM  apTPUTOM C  CHCTEMHBIM  HadajoM,
Mykonosmcaxapuno3om I, II u VI tunos, annactuyeckoil aHeMueldl HEYTOUYHEHHOM, HACIIEICTBEHHBIM
nepunuroM paxtopos Il (pubpunorena), VII (madbunpHoro), X (Ctroapra - [Ipayaspa), a Taxxke JIdIl OCe
TpaHCIUIAHTAIlMK OPraHoB W (WJIM) TKaHeW, TeKyllas NpaKTHKa W OXXHujaemas MpaKTHKa Teparnuu
BKJIIOYAIOT B c€0Sl TOJIBKO JIEKApPCTBEHHBIE IpENaparhbl, BKIIOUEHHBIE B COOTBETCTBYIOLIUI ME€peUeHb U
MIPUMEHSIOIIMECS B IPAKTUKE JICYEHUSI TALMEHTOB MO TOMY K€ MOKA3aHUIO U B TAKOM K€ KIIMHUYECKOU
CUTYAIIUH, YTO U MpeJjlaraeMblil JIEKapCTBEHHBIN TIpemnapar.

<8> Amnanus YYBCTBUTCIIbBHOCTH PE3YJILTATOB pPACYCTOB K HN3MCHCHUAM IMMApaMETPOB MOACIN
COACPKUT LECHBI Ha JICKAPCTBCHHBLIC IIPCIiapaTbl, YHCICHHOCTH I.[GJ'IGBOI\/'I MMomyJjiiquu MMafgu€HTOB U
YHUCJICHHOCTD (,Z[OJ'II/I) ManyueHTOB, MMOJYYar0MIUX HpCI[J'IaFaCMHﬁ HCKapCTBCHHBIﬁ npemapar.

<9> B otuere (cTaThe), NPeACTaBIEHHOM B COOTBETCTBUHU C TIOJIMYHKTOM 5.4 MYHKTA 5 NPUIIOKEHUS
N 1 x IlpaBunam ¢dopMupoBaHusi TeEpeyHEHl JEKApCTBEHHBIX TPENnaparoB s METUIITHCKOTO
MIPUMEHEHUSI 1 MUHUMAJILHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MIPEMapaToB, HEOOXOIUMBIX JIJIsi OKa3aHUs
MEIMIMHCKON MOMOILH, YTBEPKIAECHHbIM ITocTaHoBiIeHUEM [IpaBurenscTtBa Poccuiickoit denepanuum ot
28 asrycta 2014 r. N 871 "OG6 ytBepxnenuu IIpaBun ¢dopMupoBaHus mnepeyHeil JeKapCTBEHHBIX
npenaparoB Uil MEIUIMHCKOTO MPUMEHEHHUS M MHHMMAJIbHOTO AaCCOPTHUMEHTA JIEKapCTBEHHBIX
MpenapaToB, HEOOXOAUMBIX JUIsi OKa3aHWs MEAMIIMHCKOW TIOMOIIX", YKa3bIBAIOTCS CCBHUIKM Ha
WCIOJIb30BaHHbIE UCTOYHUKK HMH(OpMAIMM A KaKIOTO 3HAYSHHS IMOKaszaresei, a TakkKe METOJUKH
pacuera.
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[Tpunoxenue N 6

K [IpaBunam popmupoBanus nepeyHei
JIEKapCTBEHHBIX MPENapaToOB

JUIS. METULIMHCKOTO TPUMEHEHUS

Y MUHUMAJIBHOT'O aCCOPTUMEHTA
JIEKAPCTBEHHBIX IPEINapaToB,
HEOOXOUMBIX JJIsl OKa3aHUs
MEJIUIIMHCKON TOMOIIHN

_ UHTETPAJbHBIE WWKATbI
KOMMJNEKCHOU OLIEHKU NEKAPCTBEHHOI'O MNPEMNAPATA

CnucoK U3MEHSIOIINX TOKYMEHTOB
(B pen. ITocranosnenns [IpaButenscTBa PO ot 25.07.2024 N 1009)

LLikana oueHKM ypOBHel A0Ka3aTeNbHOCTU pe3ynbTaToB KITMHUYECKUX
uccrnenoBaHUI NeKapCcTBEHHbIX NpenapaToB <1>

XapakTeprUCTHKA UCCIIEI0BAHUN YpoBeHs [Ixana
JI0Ka3aTeNbHOCTH OLICHKHU
pe3yJIbTaToB (6anoB)
CucremaTnueckre 0030pbl paHI0MU3UPOBAHHBIX I 10

KJIWMHAYECKUX MCCIEAOBaHUM ¢ MeTa-aHaJIn3aMU

PannomMusupoBaHHbIe Clenble KIMHUYECKUE | 9
HUCCIIEOBAHUS

PannioMn3upoBaHHbBIE OTKPBITHIE KJIMHUYECKUE I 8
UCCIIEIOBaHMS

CeTeBoH MeTa-aHAIN3 11 7
(B TOM 4HCIIC HETIPSMBIC CPABHEHHS M CMEIIIAaHHBIC
CpaBHEHU)

KoropTrasle uccnenosanus v
HccnenoBanus "ciy4aii-KOHTpOIb" V

Onucanue cay4yaeB ¥ CEpUH CIIy4acB VI

w b~ O O

MHeHue 3KcnepToB Vil
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"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex...

LLikana oueHKun ypOBHeﬁ YGGAMTEHbHOCTM AOKa3aTenbCTB

KINMUHUYECKUX UCCreaoBaHUM NeKapCTBeHHbIX NpenapaToB <2>

YpoBeHb
yOeIUTEeIbHOCTH
JI0Ka3aTeNbCTB

XapakTeprucThKa MoKa3aTesist [lIxana
OLICHKU
(6amoB)

A

JIOKa3aTeNIbCTBa YOS UTEIIHHBI: 3
UMEIOTCSI BECKHE JJOKA3aTeNIbCTBA MPEIaraeMoro
YTBEPIKICHUS

OTHOCHUTEJIbHAS YOeTUTEIbHOCTh JI0Ka3aTeIbCTB: 2
HUMEIOTCS JOCTaTOYHBIE JOKA3aTeNbCTBA B I0JIb3Y TOTO,
4TOOBI PEKOMEHI0BATh NPEII0KEHHBIN JeKapCTBEHHBIH
npenapar /ISl BKJIOYEHHsI B IEPEUEHb KU3HEHHO
HEOOXOMMBIX U BaXKHEHIINX JIEKaPCTBEHHBIX
IIpenapaToB JUIsl MEAULIMHCKOTO IPUMEHEHUS (J1anee -
NepevyeHb BXHEHIINX JIEKapCTBEHHbBIX IPENapaToB) U
(unn) nmepeveHb JEKapCTBEHHBIX MIPEnapaTos,
IpeJHa3sHauYeHHbIX JJIs1 o0ecreyeHus JInL, OOJIbHbIX
reMoQuiIneii, MyKOBHCIIUI030M, THITO(QH3apHBIM
HaHU3MOM, 0o0Jie3HbI0 [ o111e, 3710KaueCTBEHHBIMU
HOBOOOpa30BaHUAMHU JTUM(OUTHON, KPOBETBOPHON U
POJICTBEHHBIX UM TKaHEH, PACCESTHHBIM CKJIEPO30M,
TFeMOJIUTHKO-YPEMUYECKUM CUHAPOMOM, FOHOIIECKUM
apTPUTOM C CUCTEMHBIM HAyajioM,
Mykononucaxapugosom I, II u VI tunos, anacruueckon
aHeMuell HeyTOUHEHHOM, HaclIeICTBEHHBIM Ae(pULnTOM
tdaxtopos Il (budpunorena), VII (madbunbuoro), X
(Ctroapra - Ilpayspa), a Taxoke JUIl IOCe
TpaHCIJIAaHTAI[UU OPTaHOB M (WJIM) TKaHEH (masee -
NepevyeHb JOPOTrOCTOSIINX JIeKapCTBEHHBIX IPENapaToB)

JIOCTATOYHBIX JOKA3aTeILCTB HET: 1
HMEIOIINXCI J0Ka3aTeIbCTB HEJOCTATOYHO IS

BBIHECEHHUS PEKOMEHIAllU, HO PEKOMEHIAIIMA MOTYT

OBITH JTAaHBI C YIETOM MHBIX OOCTOSITEIHCTB

I/IHTerpaanaﬂ Konin4yeCcTtBeHHas OLeHKa Ka4dyeCTBa KITIMHNYECKOro

nccnenoBaHunAa nekapCcTtBeHHOro npenapara

XapakTepruCTHKA UCCIIEI0BAHUS YpoBeHs | YpoBeHb OO1as oleHka
J0Ka3are | yoenuTenbH MCCIIEJOBAHMSI
JIHOCTH OCTH (6amoB)
JAHHBIX | I0KA3aTelb
CTB
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CucremaTudeckuii 0630p
PaHIOMHU3HPOBAHHBIX KIIMHUYECKUX
WCCJICIOBAaHHUH ¢ METa-aHAJN30M C HU3KOU
<3> unm cpenHen <4> BEepOSTHOCTHIO
OIIHOO0K

PanoMu3upoBaHHbIC KIMHHYECKUE
UCCIIEIOBaHMS C HU3KOM <5> Wiu cpeHei
<4> BepOsATHOCTHIO OLIHOOK

CeteBoii MeTa-aHaMM3 (B TOM YHCIIC
HeNpsIMble CPAaBHEHMSI U CMELLIaHHbIE
CpaBHEHMsI) C HU3KOU <6> mim cpeqHent <4>
BEPOSATHOCTHIO OLIMOOK

KoroprHsle uccieoBanus ¢ HU3Kou <7>
WK cpeiHel <4> BepOsATHOCTHIO OLIMOOK

UccnenoBanus "city4ail-kOoHTpOIb" €
HU3KOM <8> mnm cpenHen <4>
BEPOSITHOCTHIO OLIMOOK

Onucanue ciy4aeB, CEpuid ciiydyacB
MHeHue 3KcnepToB

Hccnenosanus nr000ro aqusaiiHa ¢ BBICOKOUN
BEPOSITHOCTHIO OMIMOOK <9> (HU3KOTO
METOAMYECKOTO KauecTBa)

VI
VII

Vi
Vil

O O o o o o o O O

OTIpeJIeNIIeTCS KaK
MIPOU3BE/ICHUE
OIICHKU
HCCJIEIOBAHUS
(6ayIoB) ypoBHS
JI0Ka3aTeIbHOCTH
JIAHHBIX U OI[CHKH
HCCJIEIOBAHUS
(6ayIoB) ypoBHS
yOeIUTEIIbHOCTH
JI0Ka3aTelIbCTB

Hrorosas HHTCTpaJibHAsA KOJHWYCCTBCHHAA OLCHKA Ka4YCCTBAa KIMHUYCCKOTO

JICKApCTBCHHOT'O ITperapara:

HUCCICIOBaHUA

He MeHee I8 - i1 peKOMEHJalMu K BKJIIOYEHMIO JIEKApCTBEHHOIO IIpernapara B IEpPEYEHb
BOXHEHIINX JIEKAPCTBEHHBIX MpenaparoB M (WIM) NEpeYeHb JOPOTOCTOALIUX JIEKAPCTBEHHBIX

IIpernaparos;

He MeHee 12 - I peKOMEeHJali K BKJIIOUEHUIO0 Op(aHHOro JeKapCTBEHHOTo mpemnapara <11> B
IIepeUeHb BAXKHEHMIINX JIEKAPCTBEHHBIX IIPENapaToB U (WJIM) MEPEUYEHb JOPOTrOCTOSALINX JIEKAPCTBEHHBIX
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MIpernapaToB.
KonnyectBeHHas oueHka 3¢ppeKTUBHOCTU NPUMEHEHUS
neKapCcTBEHHOro npenapara B pamMmKax KIMMHUYECKUX
nccnepaoBaHun <10>
Pesynbrar XapaKTepUCTUKHU TEPAITUU Bun xnuHMYeckoro [Ixana
CPaBHUTEIBHOM CpaBHEHHUSI ucxozaa OLICHKH
OLIEHKHU (6amoB)
KIIMHUYECKOTO
nucxojaa
Hannuue Tepanus CPaBHEHUs BKIIOYEHA KOHEUYHBIN +10
CTaTUCTUYECKU B MIEPEUYCHb BAXKHEUIITNX
3HAYMMBIX JIEKAPCTBEHHBIX CyppOraTHbIH +8
MIPEUMYIIECTB [pernapaToB/epeueHb
JIEKapCTBEHHOI'O JIOPOTOCTOSIIIAX
npemnapara, JIEKapCTBEHHBIX MIPENapaToB
IpeIaraéMoro K
BKJIIOUEHMIO B Tepanus CpaBHEHHS HE KOHEYHBII +6
nepedHn BKJIIOUCHA B TICPEUYCHD 5
BRKHEUIINX JICKApCTBEHHbIX ~ CYPPOTIATHBIN +4
npenaparoB/mepeueHb
JIOPOTrOCTOSLIUX
JICKapPCTBEHHBIX MTPETapaToB
MO/IJIEP KU BAIOTIAS KOHEUHBII +2
Tepanusi/mianedo
CyppOTaTHBIN +1
HecpaBuurensnoe OTCYTCTBYET KOHCYHBIN 0
UCCIIeTOBaHHE
(+4)
<11>
CyppOraTHbIf 0
(+2)
<11>
OTCYTCTBYIOT Tepamnus CpaBHEHHUS BKIIIOUEHA JH000 0
CTaTHUCTUYECKU B MIEPEUYCHb BAXKHEUIITNX
3HAYUMBIC PA3IMUUs  JICKAPCTBEHHBIX (+1)
B 3¢ (heKTHBHOCTH MpenapaToB/epedeHb <11>
JIEKapCTBEHHOT'O JIOPOTOCTOSIIIAX
npermapara, JIEKapCTBEHHBIX MIPENapaToB

npeajaracMoro K
BKJIFOUCHHUIO B

TCparurgd CpaBHCHUA HC
BKJIFOYCHA B IICPCUCHDb
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[aTta coxpaHeHus: 28.08.2024

IIEpEUHU

Hanuaue
CTaTUCTHYCCKHU
3HAYUMO MEHBIIICH
a¢ddexTuBHOCTH
JIEKaPCTBEHHOTO
npermnapara,
MpeIaracMoro K
BKJIFOUCHHIO B
TepeYHI

HUroro

BOKHEUIIINX JIEKAPCTBEHHBIX
[pernapaToB/epeyeHb

JIOPOTOCTOSIINX

JICKApCTBCHHEIX IIp€IIapaToB

HOAJICPKHBAIOIIAST
Tepanus/mianedo

TCparurg CpaBHCHHA BKJIHOUCHA

B IICPECUYCHDb BayKHEHIITHX

JICKApPCTBCHHBIX

KOHEYHBIN

CyppOTraTHbIN

[pernapaToB/epeueHb

JIOPOTOCTOSIINX

JICKAPCTBCHHLIX IIPCIIapPaTOB

TCpalinsd CPpaBHCHUS HE

BKJIFOYCHA B IICPCUCHDb

BaKHEHIIINX JICKAPCTBCHHLIX

IperapaToB/mepevcHb

JA0pOroCToAIMnX

JIEKapCTBEHHBIX IIPENapaToB

NOJIeP>KUBAIOLIAS
Tepanus/mianedo

KOHEYHBINA

CyppOraTHbIi

KOHEUYHBINA

CyppOTaTHBIN

-10

Konun4yecTBeHHasi oueHKka 6e3onacHoOCTH npuMmeHeHuA nekapcTtBeHHoOro

npenaparta B paMKax KInMMHUYeCKUX uccnepoBaHun

OrneHka ypoBHs 0€3011acCHOCTH UYucrno ciyyaen Ornenka Becooii
JIEKapCTBEHHOI'O IIperapara HE)XeNaTeNbHbIX peakuuil |  (6amioB) | ko3 uIeHTt
(Ipo11eHTOB)
HesxenarenbHble peakuun 0 0
OTCYTCTBYIOT
HexenatenbHble peakuu JIETKON > 10 -1 0,25
CTETIeH!
> 20 -1
> 30 -1
> 40 -2
> 50 -2
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> 60 -3

> 70 -3

> 80 -3

> 90 -4

100 -4
HexenarenbHple peakiiuu > 10 -2 0,5
CpeaHEN CTEIEeHU

> 20 -2

> 30 -3

> 40 -3

2> 50 -4

Z 60 -4

> 70 -5

> 80 -5

> 90 -6

100 -6
Hexenarenbubie peakuuu > 10 -4 1
TSYKEJION CTETIEHH - COCTOSIHUS,
HPOJIEBAOIINE HAXOXKIEHHE 2 20 -4
MalKUEHTa B CTAllMOHAPE WIIN
MPEACTABIISIIONIUE YTPO3Y IS > 30 -5
YKU3HU

2> 40 -5

> 50 -6

2 60 -6

> 70 -7

> 80 -8

> 90 -9

100 -10
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Utoro OLIEHKa YPOBHA O€30MIaCHOCTH
(cymMMa mpou3BeIcHU CpeTHUX OAJIOB TI0 KaXKIIOMY
YPOBHIO 0€30MaCHOCTH JIEKapCTBEHHOTO Ipenapara u
COOTBETCTBYIOIIETO BECOBOTO KOd(hpuieHTa)

KonuuecTBeHHas oueHKa AONONIHUTENbLHOM TepaneBTU4YEeCKOMN
LIeHHOCTM NleKapCTBEHHOro npenapara

HaumenoBanue kpurepust PesynbTar onenku [IIxana oneHku
JOTIOTHUTEIILHON (6amoB)
TEpaneBTUYECKOM LIEeHHOCTH

1. KpatHocTs npuema COKpallleHHe KPaTHOCTH IpueMa +2
COXpaHEHUE KPaTHOCTH MpUeMa 0
YBEJIMYEHUE KPATHOCTH MpHEMA -2
2. HoBblii MEXaHU3M IEUCTBUS ~ UMEET KIMHUYECKHUE MPEUMYIIIECTBA +2
HE UMEET KIIMHUYECKUX MMPEUMYIIECTB 0

LLikana KNMMHUKO-3KOHOMUYECKOWN OLIeHKU JIeKapCTBEHHOIro
npenapara <12>

Pesynbrar onenku IIpouent [Ixana
OTKJIOHEHHUS | OLEHKH
(6amoB)
1. Kiununyeckas 3 peKTUBHOCTH NMPEATAraeMOro 6onee 60 +10
JIEKapCTBEHHOT'O Mpenapara CTaTUCTUYECKU 3HAUUMO
BbIe <13> KIMHUYECKOH A((HEKTUBHOCTH Iperapara ot 40 110 60 +9

CpaBHEHUS, IPU 3TOM IPUMEHEHHUE JIEKAPCTBEHHOT O
npenapara XapakTepu3yeTcss MeHBIIIUMH 3aTpaTaMu, YeM
MIPUMEHEHHUE Mpenapara CpaBHEHUs ot 10 10 20 +7

ot 20 mo 40 +8

2. Kimanueckast 3¢ (heKTHBHOCTH MPEAIaraeMoro 1o 10 +6
JIEKapCTBEHHOI'O IIpeTnapaTa CTaTUCTUYECKH 3HAYUMO
BbIle <13> knnHuYeckoit 3 pexTUBHOCTH Mpernapara
CPaBHEHHs, IIPU 3TOM IIPUMEHEHUE JIEKAPCTBEHHOTO
mpernapaTa XapakTepu3yeTcsl HeCyIlIeCTBEHHBIMU
pa3IMuMsAMHU IO CPAaBHEHUIO C 3aTpaTaMy Ha IPUMEHEHHE
rpernapaTa CpaBHEHUS

3. Kiunanueckas 3¢ hekTHBHOCTH TpeiaraeMoro - -
JIEKapCTBEHHOI'O IIperapaTa CorocTaBuMa ¢
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[aTta

coxpaHeHnus: 28.08.2024

3.1.

3.2.

3.3.

4.1.

4.2.

KIMHUYECKON AP PEKTUBHOCTHIO MTperapara CpaBHEHUS

(CTaTHCTUYECKHU 3HAYMMBIE PA3IMYUSA OTCYTCTBYIOT
<14>)

IIPUMEHEHUE JIEKapCTBEHHOTO Mpernapara
XapaKTepu3yeTcss MEHbIIMMHU 3aTpaTaMu, YeM
IIPUMEHEHHE IIperapaTa CpaBHEHUS

IMPUMCHCHUC JICKAPCTBCHHOT'O ITpCIriapara
XapPaKTCPU3YCTCA HECYIICCTBCHHBIMU Pa3JIMYUAMU 110
CpaBHCHHIO C 3aTpaTaMHi Ha IIPUMCHCHUC IIpCIiapara
CpaBHCHUA

IIPUMEHEHHUE JIEKAPCTBEHHOTO IIperapara
XapaKTepU3yeTcst OOJBIIMMHE 3aTpaTaMH, YeM
IIPUMEHEHHUE NIPEerapaTa CpaBHEHUS

6onee 60
ot 40 1o 60
ot 20 no 40
ot 10 go 20

mo 10

ot 10 no 20

ot 20 go 40

ot 40 o 60
6omnee 60

+6
+4
+2

Knunnueckas 3 pexTHBHOCTD MpeaaraeMoro JeKapcTBEHHOTO MperapaTa
CTAaTHCTUYECKHU 3HAYMMO BhIe <13> kimHn4eckoii 3 (HeKTHBHOCTH Tperapara
CpaBHEHUs, IPU 3TOM IIPUMEHEHHUE JIEKapCTBEHHOI'O Mpenapara XapakTepu3yercs

0O0JIBIIMMY 3aTpaTaMy, YeM IIPUMEHEHUE IIpernapaTa CpaBHEHUS

MHKpPEMEHTHBIN NTOKa3aTeNlb COOTHOILIEHUS 3aTpaT U
3G GEKTUBHOCTH [T IPEJIaraéMoro JeKapCTBEHHOTO
npenapaTa HUXe, yeM pepepeHTHOE 3HaUeHHE
MHKPEMEHTHOI'O ITOKA3aTelNsl COOTHOILIEHUS 3aTpaT U
s¢dexTuBHOCTH <15>

MHKpPEMEHTHBIN NTOKa3aTeNlb COOTHOILIEHUS 3aTpaT u
3¢ HEKTUBHOCTH MpeIaraeMoro JeKapCTBEHHOTO

IpernapaTa cOocTaBUM ¢ pepepeHTHBIM 3HaYEHHEM
MHKPEMEHTHOIO NTOKA3aTeNsl COOTHOIIEHUS 3aTpaT U

6o1ee 60
(6omee 40)
<11>

ot 40 o 60
(ot 20 o 40)
<11>

ot 20 1o 40
(ot 10 no 20)
<11>

ot 10 go 20
(ot 5 no 10)
<11>

10 10 (o 5)
<11>

+9

+8

+7

+6

+5
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[aTta coxpaHeHus: 28.08.2024

4.3.

s dexTuBHOCTH <15>

WHKPEMEHTHBIH IOKa3aTellb COOTHOIICHHS 3aTpaT 1
3 PEKTUBHOCTH MPEATIaraeMoro JICKapCTBEHHOTO
npernapara BbllIe peepeHTHOro 3HaYeHUs
MHKPEMEHTHOT'O [T0Ka3aTelisi COOTHOIICHHS 3aTpaT U
s dexTuBHOCTH <15>

Knuanueckast 3¢ (heKTHBHOCTH MpeaIaraeMoro
JIEKapCTBEHHOT'0 Mpenapara CTaTUCTUYECKU 3HAUUMO
Hke <13> xnmandeckoit 3¢ exkTuBHOCTH Mpenapara
CpaBHEHMsI, IPU ATOM IIPUMEHEHHE JIEKApCTBEHHOT'O
IpenapaTa XapakTepu3yeTcsi MEHbILIMMHU 3aTpaTaMu, YeM
IIPUMEHEHHE ITpenapaTa CpaBHEHUS

Knununueckas 3ppexTuBHOCTD IpeiaraeéMoro
JIEKapCTBEHHOI'O IIperapaTa CTaTUCTUYECKH 3HAYUMO
Hke <13> knmanveckoit 3¢ dexTnBHOCTH Mpenapara
CPaBHEHHs, IIPU ITOM 3aTpaThl HA IPUMEHEHUE
JIEKapCTBEHHOTI'O MpernapaTa XapakTepUu3yTCs
HECYILIECTBEHHBIMU PA3JIMUUSAMU IO CPABHEHMIO C
3aTpaTaMM Ha Ipernapar CpaBHEHUS

Knununueckas 3 pexTuBHOCTD IpeaaraeéMoro
JIEKapCTBEHHOI'O IIperapaTa CTaTUCTUYECKH 3HAYUMO
Huxe <13> kauHuYeckoi 3 PeKTUBHOCTH MpenapaTa
CPaBHEHHs, IIPU 3TOM IIPUMEHEHUE JIEKAPCTBEHHOTO
IpernapaTa XapakTepusyeTcsi O0NbIIMMU 3aTpaTaMu MO
CPaBHEHHIO € 3aTpaTaMM Ha Ipernapar CpaBHEHUS

0oiee 60
(6omee 40)
<11>

ot 40 1o 60

(ot 20 1o 40)

<11>
ot 20 no 40

(ot 10 10 20)

<11>

ot 10 o 20
(ot 5 no 10)
<11>

Oounee 60
ot 40 1o 60
ot 20 no 40
ot 10 go 20

mo 10

or 10 mo 20
ot 20 o 40
ot 40 o 60

ooiee 60

+4

+1

LLikana oueHKn BNUSAHUA NeKapCTBEHHOro npenapara Ha 6roaxeTbl
6ropaxeTHOM cuctembl Poccunckon Pepepaumm <12>

PesynbTar onenku

[IponenT
OTKJIOHECHHUS

Ixana
OLIEHKHU
(6amoB)
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1. TlpumeHeHHe mpeaIaraeMoro JeKapcTBEeHHOTO 6onee 60 +8
mpernapara MpUBOIUT K CHUYKEHHUIO TPSAMBIX 3aTpar,
CBSI3aHHBIX C HEMOCPEICTBEHHBIM OKa3aHHEM ot 40 10 60 +6

MEIUIIMHCKOM oMoty <16>, 1o cpaBHEHUIO ¢ TEKyIIeH

MPAKTUKOHN Tepanuu 3a HanOOIbIINI BPEMEHHOM ot 20 510 40 *a
TOPU30HT, HO He Oojee 5 yer or 10 10 20 +2
2. IlpumeHeHue mpeaIaraeMoro JeKapcTBEHHOTO no 10 +1
npernapaTa NpuBOAUT K HECYIIECTBEHHOMY U3MEHEHUIO
MPSIMBIX 3aTPaT, CBA3aHHBIX C HEMOCPEICTBEHHBIM
OKa3aHWEM MEIUILIMHCKON moMoIu <16>, Mo cpaBHEHHUIO
C TEKYyIIeH MPaKTUKON Teparuu 3a HauOOJIbIITUI
BPEMEHHOU TOPU30HT, HO He OoJee 5 et
3. IlpumeHeHue npeararaeMoro JeKapcTBEHHOTO ot 10 10 20 0
npenapara npyuBOJIUT K YBEJIUYCHHIO MIPSIMBIX 3aTpar,
CBSI3AHHBIX C HEMOCPEACTBEHHBIM OKa3aHUEM ot 20 10 40 -1
MEIUIIMHCKOM moMony <16>, o CpaBHEHHIO ¢ TEKYIICH ot 40 110 60 P
MIPAKTUKOM Tepanuu 3a HauOOIBIINI BpeMEHHOM
TOpPU30HT, HO HE OoJiee 5 JetT Gonee 60 3

LLikana Konn4yecTBEHHON OLIEHKU AOMNONHUTENbHbIX AaHHbIX
O NleKapCTBEHHOM npenaparTe

Kpurepuu onenkn Pesynbrar onenkn [[Ixana oueHkn
(6amnoB)
1. Heo06xoauMoCTh IPUMEHEHUS na +2
JIEKapCTBEHHOTO TIpernapara s
JMAarHOCTHKH, MPOQUITAKTUKH, HCT 0

JICUEHUS WIN peaduIuTaIu IpU
OKa3aHUU MEIULMHCKON IIOMOIIH B
ciry4ae 3a00JIeBaHUM U COCTOSIHUM,
peobaalouX B CTPYKType
3a00J1eBa€MOCTH U CMEPTHOCTH
rpaxxaaH Pocculickoit @enepanuu, Ha
OCHOBaHUU JIaHHBIX
roCy/1apCTBEHHOI'O CTATUCTUYECKOTO

HaAOIIOICHUS

2. Hanuuue 3aperucTpupOBaHHBIX B na +1
Poccutickoit denepanun
BOCITPOM3BEICHHBIX HJIH HET 0

O0roaHaNoOroBhIX (6MOMOI00HBIX)
JICKapCTBCHHBIX MPENapaToB
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Hanwnuue nekapcTBEHHOTO Mpenapara
B IIEpEYHE CTPATETUICCKH 3HAYMMBIX
JIEKapCTBCHHBIX CPEJICTB,
MIPOM3BOJICTBO KOTOPBIX JOJIKHO OBITh
00ecreYeHo Ha TePPUTOPUHI
Poccuiickoit ®eneparuu

Hannuune nexkapcTBEHHOTO Mpenapara
B MEPEYHSX JIEKAPCTBEHHBIX
npenaparoB, (UHAHCUPYEMBIX 3a CUET
CPEICTB OI0/IKETOB CyOBEKTOB
Poccuiickoit deneparuu

Hanunuue npousBoacTsa
(JIoKanu3aIms) JIEeKapCTBEHHOTO
npernapaTa Ha TEpPUTOPUHU
Poccuiickoit denepanun

HET

Ja

HET

na

HECT

IICPBUYHASA U BTOpHUYIHAA

+1

+1

+2

YIIaKOBKa, BI)IHYCKaIOHH/If/'I

KOHTPOJIb Ka4€CTBa IIpU

HaJIMYHUH 3aKJIIFOYCHHOI'O

CIICHUAJIBHOI'O
MHBCCTUIITMOHHOT'O
KOHTpaKTa,
npeamnojararomero

co3nanue B Pocculickoit
denepanuy NPOU3BOJCTBA
TOTOBOM JIEKapCTBEHHOMU

(hopMBbI U cUHTE3a

MOJICKYJIbI I[eﬁCTBYIOIHeFO

BEIIIECTBA MPHU
MIPOU3BOJICTBE
(hapMareBTUueCKIX
cyOcTaHIuii, - 1a

BCC CTaAWU NMPOU3BOJCTBA,

BKJIIO4as MpOU3BOJACTBO

+1

TOTOBOM JIEKapCTBEHHOU

(dhopmer (6e3 cuHTE3a

MOJICKYJIBI lIefICTBYIOHIeFO

BelIeCTBa MPU
TIPOU3BOJICTBE
(hapmaleBTHUECKUX
cyOcranmmii), - 1a

BCE€ CTaJIM1 MTPOU3BOJICTBA,

BKJItO4as MpOU3BOJCTBO

+3

TOTOBOM JIEKapCTBEHHON

(dopMeI (6e3 cuHTE3a
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MOJIEKYJIBI ACUCTBYIOLIETO
BEIIIECTBA PU
IIPOU3BOJICTBE
(bapMareBTUUECKIX
cyOcraniuii), mpu
HAJIMYUH 3aKIIFOYEHHOTO
CIELIMAILHOTO
MHBECTULIMOHHOTO
KOHTpAKTa,
IPEI0IAraroIero
co3nanue B Pocculickoi
deneparnuy Npou3BOACTBA
JIEKapCTBEHHOT O
npernapara, BKJIroyast
CUHTE3 MOJIEKYJIbI
JIeMCTBYIOILETO BELECTBA
IIpU POU3BOJICTBE
(bapMareBTUYECKIX
cyOcraHuuit, - 1a

BCE CTaJ1u MPOU3BOJACTBA, +7
BKJIFOYasl POU3BO/ICTBO

TOTOBOM JIEKapCTBEHHON

(GopMBI U CUHTE3

MOJIEKYJIbI AEHCTBYIOLIETO

BEIIIECTBA MPU

MIPOU3BOJICTBE

(bapMareBTHYECKIX

cyOcraHnumit, - 1a

WrtoroBasi omeHKa OMOJHUTENBHBIX JaHHBIX O JIEKAPCTBEHHOM Ipernaparte (He MeHee +1 it
PEKOMEHIallMU K BKIIOYEHHUIO Op(haHHOTO JIEKapCTBEHHOTO Mpemnapara, He MeHee +4 11 peKOMeHIaliuu
K BKJIFOYEHHIO OCTAJIBHBIX JIEKAPCTBEHHBIX MPEMapaToB C Y4YE€TOM OaJJIOB, BBICTABIEHHBIX TJIABHBIM
BHEILTATHBIM CIlleHanucTOM MuHuctepcTBa 3apaBooxpaneHust Poccuiickoit @enepanuu B nmyHkre 10
HayYHO OOOCHOBAHHBIX PEKOMEHIAIMN O BKIIOUYCHUH (00 MCKIIOUYEHHUH, OTKa3e BO BKIIFOUCHHH )
JIEKApCTBEHHOT'O MperapaTa B MEPEYHU JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHUS U
MUHHMAJIBHBIA aCCOPTUMEHT JICKAPCTBEHHBIX IMPENapaToB, HEOOXOAMMBIX I OKa3aHUS MEAUITUHCKON
oMoy, o gopme cornacHo npunokenuto N 9 k [IpaBunam GpopmMupoBaHus nepevHent TeKapCTBEHHBIX
MpenapaToB Il MEIUIIMHCKOTO TPUMEHEHHS W MHHHMAJIBHOTO aCCOPTHUMEHTA JIEKApCTBEHHBIX
MpernapaToB, HEOOXOMUMBIX JJsi OKa3aHUS MEIUIMHCKON TOMOIIH, YTBEP)KIEHHBIM IMOCTAHOBICHHEM
[IpaBurensctBa Poccuiickoit ®eneparuu ot 28 aBrycta 2014 r. N 871 "O6 yrBepxaenuu I[lpaBun
dbopMUpOBaHHUS TIEpPEYHEH JIEKAPCTBEHHBIX TPEMapatoB I MEIUIUHCKOTO TMPUMEHEHUS U
MUHHMAJIBHOTO aCCOPTHUMEHTA JIEKAPCTBEHHBIX MpENapaToB, HEOOXOAUMBIX JJISI OKa3aHUsI MEIUITMHCKON
nomonru").
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<I> YPOBCHB J0Ka3aTCJIbHOCTU PE3YJbTAaTOB KIMHHYCCKUX I/ICCJ'IG,Z[OBaHI/Iﬁ IIPUMEHACTCA JIA
(bOpMaHBHOfI OLICHKHU KaucCTBa OTACJIBHOI'0 KIIMHHUYCCKOI'0 HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara.
Knuangecknx I/ICCJ'ICI[OBaHI/Iﬁ OAHOI'0 JICKAPCTBECHHOT'O IIp€IiapaTta MOXKET OBITE HCCKOJIbKO, 1 YPOBHU HUX
JI0Ka3aTeJIbHOCTH B 3aBUCUMOCTH OT JHM3aiiHa KIMHUYESCKOTO MCCIICAOBAHU MOTYT OBITH Ppa3JInYHbI.

<2> VYpoBeHb YOEAUTENHLHOCTH J0Ka3aTeIbCTB A(H(HEKTUBHOCTH JIEKAPCTBEHHBIX IIPENapaToB
MIPUMEHSETCS TPU OLIEHKE COBOKYITHOCTH KJIMHUYECKUX MCCIEIOBAaHUM JIEKAPCTBEHHBIX MpPENapaToB
OJIHOTO W TOTO K€ JIeKapCTBEHHOro mpemapata. OcymiecTBisieTcss 00001IeHne AaHHBIX 00 YpPOBHSX
JIOKA3aTeJIbHOCTU OTJEIbHBIX KIMHUYECKUX MCCICIOBAHUN JIEKAPCTBEHHBIX MPENapaTroB pPa3IMUYHOIO
KauecTBa U MPUCBAUBACTCS OJUH U3 3 ypOBHEH yOeIUTEIbHOCTH.

<3> Huskas BEPOSTHOCTH ommOoK IPUCBANBACTCA CUCTCMAaTU4YCCKUM o030pam
PaHIOMU3UPOBAHHBIX KJIMHUYECKUX HCCIIEA0BAaHUM C METa-aHaJIU30M IPH COOJIIOJCHUHM OAHOBPEMEHHO
CHEAYIOLIUX YCIOBUM:

IIOUCK U OT60p pa60T BBITIOJIHCH JABYMS UJIA Oomee HCCICO0BATCILIMU,

JUTSL TIOUCKA JINTEPATYPHI UCIIOJIb30BANINCH KaK MUHIUMYM 2 3JIEKTPOHHBIE OnbIrorpadpudeckue 0a3pl
JAHHBIX;

npeacrasjicHa I/IH(l)OpMaHI/IH O KOJIHYCCTBC BKIKYCHHBIX MW HMCKIHOYCHHBIX pa60T C YKazaHHuEM
IIPpUYKWH UCKIOUYCHH,

MPEJCTaBIICHA XaPAKTEPUCTUKA BKIFOUEHHBIX UCCIICIOBAHUM.

<4> CpenHsisi BEpOSTHOCTh OIIMOOK MPHUCBAWBAETCS MCCIEJOBAHUAM JII0OOOro au3aiiHa B ciydae
OTCYTCTBHS MH(OPMALIUK UM HEJOCTaTOUHOCTH UH(POPMAIK [0 OJTHOMY UJIU 0oJiee yCIIOBUSM OLEHKU
BEPOSITHOCTH BOZHUKHOBEHHUS OLIHOOK.

<5> Hwuszkas BepOATHOCTb OIIMOOK pPAHIOMHU3UPOBAHHBIM KIMHUYECKUM HCCIEIOBAHUIM
MIPUCBAaUBAETCS PU COOJIIOICHUH OJTHOBPEMEHHO CIIEIYIONUX YCIOBUI:

paHgoMusanusa MpoBOANIIACHL HAa OCHOBC CJ'Iy‘IaI\/’IHOI\/’I IOCICA0BAaTCIIBHOCTH YUCCII, FGHCppreMOﬁ
KOMIIbKOTCPOM;

ofOecriedeHre aHOHUMHOCTH JaHHbIX ("ociemsieHue") ObLIO 3asBIEHO WM  OTCYTCTBHE
"ocnerieHUs" HE MOTJIO HOBIUATH Ha 3((EeKT BMeIaTenbcTBa (€cIM U3ydaeMblil B HCCIIEAOBAHUU
MEePBUYHBIN KpUTepHil 3 (PeKTUBHOCTH MM OE30MACHOCTH SIBIISIICS OOBEKTUBHBIM);

JIOJIsl TIAIMEHTOB, BHIOBIBIINX W3 HMCCIEAOBaHUs, cocTaBuia MeHee 20 MPOICHTOB WIIHM H3ydascs
aHaJIN3 BPEMEHH JI0 COOBITHS (HarpuMep, o0Iasi BEKUBAEMOCTh, BEDKMBAEMOCTh 0€3 MPOTpecCHpoBaHUs

u 1p.);

IIPEJICTaBJICHBI PE3yJIbTAThl M0 BCEM 3allJIAHUPOBAHHBIM ISl U3YUYEHHSI KpUTEPUIM 3(PPEeKTUBHOCTH
U 0e30IaCHOCTH.

<6> Huskast BEpOSITHOCTh OIIMOOK CETEBBIX METa-aHAJIU30B (B TOM YHCIIe HENPSMBIX CPAaBHEHUN U
CMEIIaHHbIX CPAaBHEHMI1) IPUCBAUBAETCS NP COOIIOAEHUHN OJHOBPEMEHHO CIEAYIOIINX YCIOBHIA:
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B CETEBOH MeTa-aHaIu3 (B TOM YHCJIC HENIPAMOE CPAaBHCHHUEC W CMCIHIAHHOC CpaBHCHI/Ie) BKJIIOUYCHBI
TOJIBKO PaHAOMHU3UPOBAHHBIC KIIMHUYCCKHUC HUCCICAOBAHUA HIINM MCTA-aHAJIMU3bl PAHAOMHU3IUPOBAHHBIX
KIIMHUYCCKHX HCCHCHOB&HHﬁ;

XapPaKTCPUCTHKU HOHYHSILII/II\/JI, BMEIIATCIIBCTB U O6H_ICFO KOHTPOJIA COITOCTABUMBI;
MMpEaACTaBJIICHO rpaqmquKoe WM TaOJIMYHOE OMMCAHHE CETH J0Ka3aTcJIbCTB,

MMPUBCACHLI PC3YyJIbTATbl OTACIIbHBIX I/ICCJIC[[OBaHI/II\/JI, BKJIIOUCHHBLIX B CETEBOM METa-aHaJIM3 (B TOM
YHUCJIC HETIPAMOEC CPpaBHCHHUE U CMCIHIAHHOC CpaBHCHI/Ie).

<7> Hwuskas BepOATHOCTh OIIMOOK KOTOPTHBIM HCCIICOBAHHIM IPUCBAMBACTCS TPU COOIIOICHUH
OJIHOBPEMEHHO CIEAYIOIUX YCIOBU:

KOoropra sBJISACTCSA penpe3eHTaTnBH0171 1O OTHOIICHHIO K I/I3y‘{aeM0ﬁ MOIMYJIIIHU U,
HN3YyYaCeMbIC KOT'OPThI OTO6paHBI nus3 OHHOﬁ U TOM Ke MOITYJISINN U

MOJTBEPKIEHO OTCYTCTBHE HHTEpecyromero kpurepus 3¢dexkruBHOCTH ninm 0e30macHOCTH B
HayaJie UCCIECNOBaHus;

KpuTeprH 3P(GEKTUBHOCTH MM 0€30IMaCHOCTH OLEHUBAIUCH C MTOMOIIBIO HE3aBUCHMOM OICHKH (B
TOM 4ucIe ¢ "ocnenyaeHneM") Ui UCIOIb30BaINCh CBEJICHUS O MalMeHTax u3 0a3 JaHHBIX (PETUCTPOB).

<8> Huzkas BepoATHOCTb OIMIMOOK HCCIEAOBAHUIM 'CIy4al-KOHTPOJIb" MPUCBAUBAETCS IPU
COOJIIOJICHUH OJTHOBPEMEHHO CJETYIOIUX YCIOBHIA:

uccieayeMas TpyIina sBIsIeTCsl penpe3eHTaTHBHOM;
rpymnmna cpaBHEHUs! 0TOMpaIach U3 TOM ke MOMYJISINH, YTO U HCcleayeMas Tpyma;

MOJTBEPXKJIEHO OTCYTCTBHE HHTEpECYIoIero Kpurepus 3(Q(PEeKTUBHOCTH WU O€30MacHOCTH B
HayaJjle UCCIICOBaHus;

kputepuu 3Q(PEKTUBHOCTH MM O€30MaCHOCTH OLEHUBAIUCH C MIOMOIIBI0 HE3aBUCUMOW OIEHKH (B
TOM 4HcIie ¢ "oclerieHreM" I UCTONIb30BaINCh CBEICHUS O MalMeHTaxX U3 0a3 JaHHBIX (PETUCTPOB).

<9> BpIcOoKasi BEpOSITHOCTb OIIMOOK HCCIEIOBaHUSIM JHOOOro au3aiiHa MPUCBAMBAETCS B Cllydyae
HECOOJIIOJICHHS OJTHOTO WIIK O0Jiee YCIOBUI OIIEHKH BEPOSTHOCTH BOSHUKHOBEHMS OLIUOOK.

<10> UroroBas oleHKa MO pe3yJbTaTaM KOJIMYECTBEHHOM OIEHKU 3(PPEKTUBHOCTH MPUMEHEHUS
JIEKapCTBEHHOTO IpenapaTa B paMKax KIMHUYECKUX HCCIeIOBaHUN (7ajiee - WTOroBas OICHKA)
paccuuThIBaeTCs Kak HauOoOJIblIee KOIMYECTBO OAJUIOB, MOITYYEHHOE B pPaMKax IPEACTaBICHHOIO B
MIPEIOKEHUH KIMHUUYECKOTO HCCIIEA0BAaHUs JIEKapCTBEHHOTO TIperapara.

B ciydae mpejicTaBiieHUs 3asBHTEIEM PE3yJbTaTOB HECKOJNBKHX KIMHHYECKUX HCCIICOBAHUH B
pamMKax OJHOTO TMOKa3aHUs Il OMpPEeIeHUs] UTOTOBOW OLIEHKH BBHIOMpAETCs UCCieIoBaHue, HabpaBiiee
HauOOIBIINNA OaI.
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B ciiydac€ mnpeacTaBICHUA 3adBUTCICEM PE3YIIBTATOB HECKOJBKHUX KIIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ 1o
Pa3HBIM ITOKa3aHWUAM UTOr'OBas OLICHKA OCYIICCTBIIACTCS IO KAXKAOMY 3a4BJICHHOMY ITOKA3aHUIO.

<11> Jlnsa opdaHHBIX JEKAPCTBEHHBIX MPEIAPATOB.

JlekapCTBEHHBIM mpenapar cyuTaTth Op(aHHBIM NPU HATWYMH MHOOPMAIMH B TOCYAApCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEICTB O JaT€ MPUHATHS PELICHHUS O BO3MOXHOCTH pPacCMaTpPUBATH
JICKapCTBEHHBIH IMperapar mpu ToCyJapCTBEHHON perucTpalyy B KadecTBe OpPaHHOTO JIEKApPCTBEHHOTO
npenapara.

<12> HroroBas oOIEHKAa IO pPE3yJbTaTaM OILIEHKH SKOHOMUYECKUX MOCIEACTBUN NPUMECHECHUS
JIEKapCTBEHHOIO Tpemnapara (He MeHee 2 0amioB - uis Op(aHHBIX JIEKAPCTBEHHBIX MpENapaToB WU
JIEKAPCTBEHHBIX MPEMapaToB Jis JICUCHUS] TOJBKO 3a00JIeBaHMM, BKJIIOYEHHBIX B IEpPEUYCHBb
KU3ZHEYTPOXKAIOUIMX W XPOHUYECKUX MPOTPECCUPYIOIMIUX peAakux (opdaHHBIX) 3a00JeBaHUH,
MPUBOISIIMX K COKPAIIEHUIO TMPOJOJDKUTEIBHOCTH J>KU3HU TpaxJaH WIM UX HWHBAJIUIHOCTH,
yTBEpKJIeHHbIN nocTaHoBieHueM [IpaBurensctBa Poccuiickoit @enepaunu ot 26 anpens 2012 r. N 403
"O mnopsake BeaeHuss @DeneparbHOTO PpPErUCTpa JUI, CTPAJAIOIMIUX O KHU3HEYTPOXKAIOIMIUMU U
XPOHUYECKUMH TPOTPECCUPYIOIIMMU  peakuMH  (opdaHHbIMU) 3a00J€BaHHUSIMH, TMPUBOASIIUMU K
COKpAIIICHUIO TPOJOJDKUTEILHOCTH JKU3HU TPaXJaH WM MX WHBAIUIHOCTH, U €r0 PErMOHaIbLHOTO
cerMeHTa" (nanee - TMepedyeHb >KU3HEYIPOXKAIOIIMX 3a00JeBaHMil), He MeHee 6 OalIoOB - ISl MHBIX
JIEKApCTBEHHBIX IIPEMapaToB) AJIsi PEKOMEHIAIMK K BKIIFOUEHHIO B COOTBETCTBYIOIIUE IEPEUHHU, ITPU ITOM
O0auipl MO IIKaje KIMHUKO-KOHOMHMYECKON OLIEHKHM JIEKapCTBEHHOTO IMperapaTa M IIKaje OLEHKU
BIIMSIHHS JICKAPCTBEHHOTO TIpemapara Ha OI0/KeThl O KeTHOM cucteMbl Poccuiickoit ®eneparun
(nanee - OrO/IKET) CYMMUPYIOTCSL.

B ciywae mpexacraBieHuss 3asBUTENEM pE3yJbTATOB HECKONBKHX KIMHUKO-3KOHOMUYECKHX
HCCIIeIOBAaHUM JIEKapCTBEHHOI'O Mperapara B paMKax OJHOrO MOKa3aHMs Ul ONpeAeseHHs HUTOTOBOMN
OLICHKH BI)I6I/IpaCTC$I HCCIICAOBAaHUEC CO CPCAHUM HJIM BBICOKHUM YPOBHEM MCTOAOJIOIMYCCKOTIO KadeCTBa,
HaOpaBiiee HauOonpmMi Oamn, i1 Op(aHHBIX JEKApCTBEHHBIX IPernapaToB WM JIEKAPCTBEHHBIX
npemaparoB IJjid  JICUCHUSA TOJIBKO 336OJI€BaHHI>'I, BKJIFOYCHHBIX B TMEPCUYCHLb JKHU3HCYTPOKAIOIINX
3a00JeBaHUH, ISl ONpEeAETIeHNs UTOTOBOM OIIEHKHM BBIOMPAETCS] MCCIIEJOBAHUE C HU3KUM, CPEIHUM HIIU
BBICOKMM YPOBHEM METOJI0JIOTUYECKOT0 KauecTBa, Habpaslee HanOOIbIIHNM Oa.

B ciydae mpencTaBieHus 3asBUTENEM PE3yIbTaTOB HECKOJIBKUX HCCIIEIOBAaHUI C HCIIOIb30BAaHHEM
aHaJIM3a BIIMSHUS Ha OIO/PKET B paMKaxX OJHOTO TOKA3aHUs JUIS ONPEICIICHUS WTOTOBOW OICHKU
BBIOMpAETCS] HWCCIIENOBAaHUE CO CPEJIHUM WJIH BBICOKMM YPOBHEM METOJOJOTHYECKOrO KadecTBa,
HaOpaBiee HaumOONbIIMKM Oayia, g Op(daHHBIX JIEKAPCTBEHHBIX IPENapaToB WM JIEKAPCTBEHHBIX
MpemapaToB JJs JICYEHUS TOJMBKO 3a00NieBaHUM, BKIIOYCHHBIX B TIEPEUYCHb IHKU3HEYTPOKAIOMIUX
3a00J1€BaHUM, JUTsI OTIPEICIICHUs] UTOTOBOM OIIEHKH BBIOMpAETCS UCCIEIOBAaHUE C HU3KUM, CPETHUM HIIN
BBICOKMM YPOBHEM METOJIOJIOTUYECKOTO KauecTBa, HabpaBiliee HanOOMBIIHIA OaJL.

B cinywae mpencraBieHHs] 3asBUTENEM PE3yJbTaTOB HECKOJIBKUX KIMHUKO-IKOHOMHUYECKHUX
HCCIEA0BaHUM JIEKAPCTBEHHOI'O Mpernapara Mo pa3HbIM MOKa3aHUsIM UTOrOBasi OLEHKA OCYLIECTBISETCA
0 Ka)KJIOMY 3asIBJICHHOMY MTOKa3aHUIO.

B cJIydac nmpeACTaBJICHUSA 3adBUTCIICM PC3YJIbTATOB HECKOJIBKHUX I/ICCJ'IC,HOBaHI/II‘/JI C UCIIOJB30BaHHUEM
dHaJIM3a BJIMAHUSA Ha 6IOJI)K6T 110 pa3HbIM ITOKa3aHWAM HTOroBas OLCHKA OCYHICCTBIIACTCA IO KaXIAOMY
3as4BJICHHOMY IMOKa3aHUIO.
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<13> Ilpu oIlEeHKEe CTaTUCTHYECKON 3HAUYMMOCTH pa3auduii B 3(PPEKTUBHOCTH JTOBEPUTEIHHBIN
WHTEpBaJ HE BKiIoYaeT | (A4Ji1 OTHOCUTENBHOIO PUCKA, OTHOIICHUS IIAHCOB, OTHOILICHUS YTPO3) U (WIIN)
rokasaTellb cTaTHCTHYecKo 3Haunmoct P < 0,05.

<14> Ilpu oOIEeHKEe CTAaTHCTUYECKOH 3HAUYMMOCTH pa3iauuuii B 3(pPEeKTHBHOCTH HOBEPUTEIbHBIN
MHTEpBaJl BKIOYaeT 1 (Ul OTHOCHUTEIIBHOTO PHUCKA, OTHOUIEHHMS IAHCOB, OTHOLIEHUS Yrpo3) U (WiIH)

HOKa3aTelb CTaTUCTHYECKOM 3HaunmocT P = 0,05,

<15> B kauecTBe pedepeHTHOr0 3HAYCHUS MHKPEMEHTHOTO IOKAa3aTelisi COOTHOIIEHUS 3aTpar |
3¢ (HEeKTUBHOCTU MOTYT OBITH UCIIOJIB30BaHBI CIIEIYIOINE TOKA3aTeIH:

IMOKa3aTcCjib TPEXKPATHOI'0 BAJIOBOI'O BHYTPCHHETO IPOAYKTAa HA AyHIly HACCICHHA IIpU PACUCTC
WHKPEMEHTHOTO TIOKa3aTesisi COOTHOWIGHUS 3aTpaT U dA(PQPEeKTUBHOCTH i1 PacCMaTpPUBAEMOIO
JICKapCTBEHHOI'0 Mpernapara Ha TroJ COXPAHEHHOM KayeCTBEHHOM >Xu3HM. [lokazareib TpEeXKpaTHOro
BaJIOBOT'O BHYTPEHHETO MPOJIyKTa Ha AYIIYy HACEIIEHUS PACCUUTHIBACTCA B POCCHICKUX PYOIIsX HA OCHOBE
JAQHHBIX O BAJIOBOM BHYTPEHHEM IIPOAYKTE Ha AYIIy HACEICHHUS COINIACHO OT4eTHOCTH PDenepanbHOU
CIIy>KObl TOCYJapCTBEHHOM CTaTHCTUKHM 3a MpPEAbIAYIIMHA KaJeHJApHbIA TOA M OINyOJMKOBBIBACTCS B
JTUYHOM KaOMHETe 3asiBUTEIS;

WHKPEMEHTHBIN TI0Ka3aTelIb COOTHOIICHUS 3arpaT U J(PQPEKTUBHOCTH Ipenapara CpaBHCHHS,
pacCYMTaHHBIM IO OTHOLIEHUIO K JPYrOMY TEpalieBTHUECKU aHAJOTMYHOMY JIEKApCTBEHHOMY Ipernapary,
o0amaromemMy TOKa3aHHBIMHA KIMHUYECKUMU, U (WIH) KIMHUKO-DKOHOMUYECKIUMH IPEUMYIIESCTBAMU, H
(un) 0COOCHHOCTSIMU MEXaHM3Ma JIeUCTBUA ([anee - TEeparneBTHUYECKHU aHAJOTHYHBIN JIeKapCTBEHHBIH
npenapar), BKJIIOUEHHOMY B COOTBETCTBYIOIIMI IepedyeHb (TOJIBKO B Cilydae, €CIH JIEKapCTBEHHBIN
mpemapaT Tpeajiaraercs K BKIIOUEHUIO B TIEPEeYeHb JKU3HEHHO HEOOXOIMMBIX U  BaKHEUIINX
JIEKApPCTBEHHBIX TMPEMapaToB MJisi MEIUIIMHCKOTO TPUMEHEHHS (fajee - TEepeueHb BaKHEUIINX
JIEKapCTBEHHBIX TPENapaTtoB) U (WIM) MEpeyYeHb JEKApPCTBEHHBIX MpEnaparoB, MpeIHa3HAUYEHHBIX IS
oOecniedyeHus UL, OOJbHBIX reModuiIueil, MyKOBHCIHI030M, THNO(QHU3apPHBIM HAHU3MOM, OOJE3HBIO
lome, 3mOKavyecTBEHHBIMH HOBOOOpPA30BaHUSMHU JHUM(OUIHONH, KPOBETBOPHOH U POACTBEHHBIX HM
TKaHEeH, pacCesHHBIM CKJIEPO30M, TE€MOJIUTUKO-YPEMUYECKUM CHHIPOMOM, IOHOIIECKUM apTPUTOM C
CUCTEMHBIM HauyajaoM, Mykonosmcaxapuno3om I, Il u VI tunos, anactuyeckoil aHeMrel HEYTOYHEHHOM,
HacyencTBeHHBIM AeduuutoM aktopoB Il (pubpunorena), VII (madbunbnoro), X (Crroapra - [Ipayspa),
a TakKe JHI[ MOCJe TPaHCIJAHTAllMd OpraHOB W (WJIM) TKaHEH (nanee - MepedeHb JTOPOTOCTOSIIUX
JIEKApCTBEHHBIX TMPENapaToB), U HMMEET TEPANEeBTHUYECKU aHAJOTUYHBIC JIEKAPCTBEHHBIC MpErapaThl,
BKJIFOYEHHBIE B COOTBETCTBYIOIIME NTEPEYHN );

MHKPEMEHTHBIN TII0Ka3aTelb COOTHOUIEHMsI 3arpaT U APGEKTUBHOCTH Ui JI€KApCTBEHHBIX
MpenaparoB, BKJIIOUEHHBIX B IEPEUEHb BAXKHEHIINX JIEKAPCTBEHHBIX MPENapaToOB U MPUMEHSIIOMINXCA PU
3a00J1€BaHUAX W3 TOTO K€ Kiacca MEeXIyHapoJIHOW CTaTUCTHYECKON Kiaccudukanuu Oonie3HEH u
mpo0JieM, CBS3aHHBIX CO 37I0POBhEM (TOJILKO B CIIydae, €CJIM JIEKapCTBEHHBIN Mpernapar mnpeanaraercs K
BKIIFOUCHUKO B HepequL Ba)KHeI\/’IIHI/IX J'IeKapCTBeHHI)IX npenapaTOB U HEC HNMEECT TepaHeBTI/I‘—IeCKI/I
AHAJIOTUYHBIX JICKAPCTBEHHBIX TMpEmapaToB B TEpeYHEe BAXKHEUIINX JIEKaPCTBEHHBIX IPENapaToB
(mpencrapinsieT cOO0K HOBBIM MOIX0/T K JICYECHUIO);

HHKpCMCHTHBII:I NOoKa3arejib COOTHOLICHUA 3aTpaT U 3(1)(I)CKTI/IBHOCTI/I AJid JICKapCTBCHHBIX
nmpemnapaToB, BKIIIOYCHHBIX B IMEPCUYCHDb JOPOrOCTOAMIUX JICKAPCTBECHHBIX IMPEIIapaToB (TOJ'II)KO B CiIy4ae,
€CJIn HCKapCTBCHHBIﬁ npemapar Mnpeajiaracrcsa K BKIHOYCHHIO B IEPCUCHb  OOPOroCTOAIIHNX
JICKApCTBCHHBIX MPCIapaToB U HC UMCCT TCPAIICBTUYCCKH aHAJIOTMYHBIX JICKAPCTBCHHBIX ITPEIIApaToOB B
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MepeyHe JTOPOrOCTOSIINX JIEKAPCTBEHHBIX NMPEnapaToB (MpeaAcTaBisieT OO0 HOBBIN MOIXO/ K JICUYEHHIO).

<16> 3arpaTbl, CBA3aHHBIE C IIPOLIECCOM OKAa3aHHUA MEIMLMHCKON NOMOIIM (3aTpaTbl Ha
JIEKapCTBEHHbIC TIpEmaparhl, MEAWIMHCKUAE W3JCNHs, MEIULIUHCKHE YCIyrd, JabopaTopHble U
WHCTPYMEHTAJIbHBIE METO/Abl HCCIEIOBAHUS, PACXOJHBIE MAaTepUallbl, COJEpKAHME TMAIMEeHTa B
MEIUIIMHCKOW OpraHu3aliy, TPAHCIIOPTUPOBKY CAHUTAPHBIM TPAHCIIOPTOM U JIp.).

[Tpunoxxenne N 7

k [IpaBunam popmupoBanus nepeyHeit
JIEKapCTBEHHBIX MPENapaToB

JUISL MEAUIIUHCKOTO IPUMEHEHUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKAPCTBEHHBIX MPEIApPaTOB,
HEOOXOUMBIX JJIsl OKa3aHUs
MEJIULIMHCKON TTOMOIIH

CHHCOK M3MEHSIOIINX JIOKYMEHTOB
(B pen. Ilocranosnenuii [IpaBurensctea PO ot 29.10.2018 N 1283,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

B xommccuio MmHMCTEpCTBAa
30paBooOXpaHeHus Poccurickoy denepalun
no GopMUPOBAHUIO IepeuHel JieKapCTBEHHBIX
npernapaTroB IOJjiS MEeIOMULUMHCKOIO
NPUYMMEHEHMA UM MMHMMAJIBHOI'O aCCOPTUMMEHTAa
JIEKapPCTBEHHEIX [penaparos,
HeOOXOIMMBIX IJIS OKasaHMS MeIULMHCKOM IOMOMM

SAKJIIOUEHVE
IO pes3yabTaTaM aHalM3a MHOOpMaLuMM O CPAaBHUTEJBHOM KJIMHUYECKOM
sbbexTMBHOCTM M OE€30NaCHOCTM JIEKAPCTBEHHOTO IpelnapaTa

1. HacTosmee 3akJOYEHME KacaeTCd MaTepuasioB, NPeACTaBJIEHHEIX IJIA:
1.1. BxJoOUYEeHMUs JIEKAPCTBEHHOTO IpellapaTa B:

1.1.1. repedeHb XUBHEHHO HeOOXOOMMBIX M BaXHEMIMX JIEKAPCTBEHHEIX
npenapaTos s MEeIUILMHCKOTO NpYMeHeHMsa (Jajlee - TI[IepedeHb XKMBHEHHO
HEeOOXOIMMEIX M BaXHeMIMX JIeKapPCTBEHHHIX IpelnapaToB) ;

1.1.2. epedeHb JIeKapCTBEHHEBIX npernapaTros, npeiHa3HadeHHBIX oy

obecnieueHmus Jull, OOJIBHEIX I'eMOdMIMelM, MyKOBUCLMIO30M, IMNOOM3APHEIM HAHU3MOM,
BomnesHp I'ome, BJIOKAaYECTBEHHBIMM HOBOOOPA30BaHMAMM JIMMOOMIOHOM, KPOBETBOPHOM
n pO,JZ[C'I‘BeHHbIX IM TKaHeﬁ, paCCGF{HHbIM CKJ’IepOSOM, I‘GMOJ’[MTI/JKO—ypeMMT{eCKVIM
CUHIPOMOM, [OHOWECKMM apTPUTOM C CHMCTEMHEM HaudajioM, MyKoIojiMcaxapumosom I,
IT n VI Tunos, amnjacTUUeCKOM aHeMMey HeyTOUHEeHHOM, HaCJeOCTBEeHHHM IedbuUMTOM
baxTopor II (dubpmHoreHa), VII (jnadbwunbHoro), X (Croapra - Illpayspa), a Takxe
JIVL] IOCJle TPaHCIJIaHTalUuuM OPI'aHOB U (m1m) TKaHEeMn (najmee - T1epeueHb
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OOPOTOCTOAWMX JIEKAPCTBEHHEIX IIPEernapaToB) ;

1.2. VckJioueHMs JIEKAPCTBEHHOT'O IpelapaTa u3:

1.2.1. repeyHsa XMBHEHHO HeoBOXOIUMBIX ¥ BaXHEeMUMX JIeKapCTBEHHBIX
IpenapaTos;

1.2.2. mnepedyHsa OOPOTOCTOAUMX JIEKAPCTBEHHBEIX IIPEenapaToB.

2. VHdpopmMmauysa OO SDKCIEPTHOM KOMUCCUMU:

2.1. HauMeHOBaHME BKCIIEPTHOM OpITaHU3alUMn

2.2. CcoCcTap DKCIEPTHOM KOMMC CUU (bammnus, UMS, OTUeCTBO,
IOOJIXHOCTE ) ;
2.3. ampec (MecTO HaxXOXIEeHMs) DSKCIEPTHOM OpTraHM3aluu ;
TesiedoH (dakc) ;
BJIEKTPOHHAS [oYTa .

3. Vubpopmaumsa O JIEKAPCTBEHHOM IIpellaparTe:
3.1. HavMeHOBaHUE: ;
3.1.1. MexIDyHapoIHOe HelaTeHTOBaHHOEe HaMMeHOBaHMe ;
3.1.2. B ciayuae OTCYTCTBUSA MEeXIYyHapOIHOT'O HEernaTeHTOBAHHOTO
HaVMEHOBAHMUSA — IPYHNIMPOBOUYHOE HaAMMEHOBAaHME ;
3.1.3. B ciyuae OTCYTCTBUS MeXIYyHapOIHOT'O HEeInaTeHTOBAHHOTO U
TPYNNMPOBOYHOT'O HAMMEHOBAHUM — XMMMUECKOE HaMMeHOBaHUS ;
3.1.4. B ciyuae OTCYTCTBUSA MHBIX HaVMeHOBaHUM - TOPTOBOE
HaVMeHOBaHMe 7
3.2. KOZX aHaTOMO-TEepPAaleBTUUECKO—XVMUUIECKOM KJlaccubmMraumm
JIeKapCTBEHHOTO IpellapaTa ;
3.3. nOpenjnaraeMmse K BKJIOUEHUIO JlekapCcTBeHHEIe QOPMEI, B TOM UYHUCIIE
3KBMBAJIEHTHEE, 3apeIMCTPMPOBAHHOTO JIEKAPCTBEHHOT'O IIpenapaTa ([IepeudMrcIIUTh)
;
3.4. yHQOpMaLMsa O BOCIPOMBBEHNEHHEX WM OMOAHaJIOTOBHX (OMONOIOOHEIX)

JIEKAPCTBEHHEIX Npernaparax (npy Haauuum) :

4. CpokxMu MNpOBeIeHUS BKCIEPTUS3H:

c o .

5. PesynbTaTE KJIMHMYECKOM OLEeHKM [PenJIOXEeHUS (B cooTBeTCTBUM C
npujoxeHvemM N 6 k IIpaBuiaM QOopMUPOBaHUSA IepedHel JIeKapCTBEHHBIX IpelapaToB
019 MEeIOMUMHCKOI'O [NPMMEHEHMSA M MMHMMAJIbHOTO AaCCOPTMMEHTa JIeKapCTBEHHBIX
npenapaToB, HeOOXOIOMMBEIX IJIS OKa3aHMSa MeIOMLUMHCKOM I[IOMOUM, YTBEpPXIEHHBM
IOCTaHOBJIeHUEM IlpaBuTesbCTBa Poccurickom denmepaumm oT 28 aprycta 2014 .
N 871 "O6 yreepxneHun I[lpaBuil QOPMMPOBAHMS I[IepedHel JIeKapCTBEHHEIX IPenapaToB
OJ19 MEeIOMUMHCKOI'O [NPMMEHEHMSA M MMHMMAJIbHOTO AaCCOPTMMEHTa JIeKapCTBEHHBIX
npenapaToB, HEeOOXOIMMBIX IJIS OKasaHMI MeIMUMHCKOM nomomm") :

5.1. PesynbTaTH OLIEHKM KadecTBa KJIMHMYE CKUX NCCJIeDOBaHUM
JIEKAPCTBEHHOTO IpelnapaTa, I[IPeOCTaBJIEHHEX 3adgBUTeJleM U (MJIM) HaWIEeHHBIX
CaMOCTOSATENBHO SKCIEPTHOM KOMUCCHEN

XapakTepHucThKa
P P YpoBeHn YpoBeHb OO6mas oreHKa
MPEJICTABICHHOTO
yOeTUTETHbHOCTH yOEeUTENBHOCTH | HCCTIEIOBAHUS B
KIIMHUYECKOTO
JaHHBIX JIOKa3aTeIbCTB oaimrax
HCCIEI0BAHUS
1
2
3
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5

u Jp.

Wroro: cpennee 3HaueHUE (OTHOIICHHE CYMMBI OIEHOK HCCIICIOBAaHUS K
HX KOJIMYECTBY)

5.2. PesynbTaTH KOJIMUEeCTBEHHOM OLIEHKU sbdbexTUBHOCTHU JleueHmAa
JIeKapCTBEHHEIM I[IpelapaToM B paMKaxX KJIMHUUECKMX MCCJIeDOBaHUM, IIpeICTaBJIEHHEIX
3ag9BUTEJIEM M (MIIM) HAWUIOEHHEX CaMOCTOSTEJIbHO B3KCIEPTHOM KOMUCCHUEN

Pesynprar XapakTEepUCTUKHU TEPANU CPABHEHUS Bun [Tkana
CpPaBHUTEIBHOU KJIMHUYECKOT | OLICHKH
OLICHKU owucxona | (6amioB)
KIIMHUYECKOTO
nucxoja
Hanuuue Tepanusi CpaBHEHHUsI BKIIIOUEHA B [IEPEUYCHb
CTaTUCTUYECKU YKU3HEHHO HEOOXOIUMBIX U BOXKHEUIIINX
3HAYUMBbIX JIEKapCTBEHHBIX MIPEnapaToB/IepeyeHb
MPEUMYILECTB JIOPOTOCTOSIIMX JIEKAPCTBEHHBIX MTPENAPaTOB
JIEKapCTBEHHOTO
npernapara, Teparusi CpaBHEHUS HE BKIIFOUEHA B IIEPEYECHb
npejnaraemMoro Kk ’KM3HEHHO HEOOXOUMBIX M BaXKHEHIIINX
BKITIOUYEHHIO B JIEKapCTBEHHBIX MPEMapaToB/TIepeYeHb
TIepeyHH JIOPOrOCTOSILMX JIEKAPCTBEHHBIX IIPENAPATOB

noAACPIKUBAroIas TepaHI/Iﬂ/ Hnaue6o

HeCpaBHI/ITeJ'ILHOC OTCYTCTBYCT

HCCIIeIOBAaHHE
OTCyTCTBYIOT TEpanus CPaBHEHUs BKIIFOUYCHA B IIEPEUCHb
CTaTUCTHUYECKU KU3HEHHO HEOOXOAMMBIX M BaKHEUIITHX
3HAYHMBbIC JIEKapCTBEHHBIX TpenapaToB/epeYeHb
pa3nuuus B JIOPOTOCTOSIIMX JIEKAPCTBEHHBIX MTPETapaToB
s dexTuBHOCTH
JlekapcTBeHHOro ~ TEPATMsA CPABHEHHSA HE BKJTIOUEHA B MEPEUCHD
npenapara, KU3HEHHO HEOOXOMMBIX M BaKHEHUIITIX
npejtaraeMoro k. JI€KaPCTBEHHBIX npenapaToB/epeyeHb
T — JIOPOTOCTOSIINX JIEKAPCTBEHHBIX MTPETIapaToB
NepeYHn

MoJIEpKUBAloIas Tepanus/miamnedo
Hamame TEpamnus CPaBHEHUS BKIIFOUCHA B ITIEPEUCHb
CTaTUCTHUYECKU KU3HEHHO HEOOXOAMMBIX M BaKHEUIITHX

3HAYUMO MEHBLICH JIeKapCTBEHHBIX IIPENapaToB/epeueHb
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3(G(PEKTUBHOCTH  JOPOTOCTOALIMX JIGKAPCTBEHHBIX MPETapaToB

JIEKApCTBEHHOTO
npenapara, Teparnusi CpaBHEHUS HE BKIIFOYCHA 13 nepeyeHb
npeutaraemoro Kk KH3HEHHO HEOOXOIUMBIX U BaXKHEHUIIINX
L — JICKapPCTBEHHBIX MIPEMapaToOB/IepeYCHb
nepeyHu JIOPOTOCTOSIIUX JIEKAPCTBEHHBIX IIPETapaToB
MOJIJICP KU BAIOIAs TepaIusl/ianeoo

Hroro

5.3. Pesynb TaTbL KOJIMUECTBEHHOMN OLIEeHKM 0es30I1acHOCTH JieyeHnd

JIEKapPCTBEHHEIM [IPeNapaToM B paMKaxX KJIMHUMUYECKMX MCCJIeIOBaHMM, NPpeOCTaBJIEHHEX
3agaBuUTEJIEM M (MIM) HAMUOEHHBX CaMOCTOATEJIbBHO SKCIEPTHOM KOMUCCHUEN

OrneHka ypoBHs1 0€3011aCHOCTH Uwcrno ciaydaeB MOOOYHBIX Orenka B
JICKApCTBEHHOTO Mpernapara JeMCTBUH (B IPOIICHTAX ) Oasax

[To6ouHbIE NEHCTBUSA OTCYTCTBYIOT

[ToOouHBIE neiicTBUS JIETKOM CTENIEHNA

[ToGouHble neNCTBUS CpEeHEN TSHKECTU

TToOouHBIE IEUCTBUS TIKEION CTETIEHU

Nrorosas orieHka ypoBHs 6€30MaCHOCTH (CyMMa MPOU3BEACHHUN CpeTHUX 0aIOB 1O
KaKJIOMY YPOBHIO 0€30MaCHOCTH JIEKQpCTBEHHOTO Mpenapara U COOTBETCTBYIOIIETO
BECOBOT0 Kod(pduiinenta)

5.4. PesysnbTaTE OLEHKIM IOOIOJIHUTEJIbLHOM TepaHeBTMHeCKOﬁ LEeHHOCTU
JIEKapCTBEHHOTI'O IIpeliapaTa, HpeHCTaBﬂeHHOﬁ 3a4dBUTEJIEM n (MJ'[M) HaMOeHHOM
CaMOCTOATEIJIbHO SKCHepTHOﬁ KOMMCCHUEN

HanmenoBanue kpurepus Pesyinbrar oneHku OneHka B 6amiax
JOTIOJTHUTEIBHOM TeparieBTHYECKOU
LIEHHOCTHU

1. Kparrocts nnpuema

2. HoBwI MeEXaHU3M JIEUCTBUS

5.5. UroroBasg OlLeHKAa KJIMHMUUECKOM OLEHKUM I[IpemjioXeHus (CyMMa MTOTOBHIX
3HaveHun Tabmauiy 5.1. - 5.4.).

6. UckmroueH

7. VckiouyeH
8. VITororasa CyMMa OLIEHKM npe;:moxceHMq VI BBIBOIBL SKCHepTHOﬁ KoOMMCCUM O
pPekKoMeHIauumM wmiayu of oOTkaze B pPEeKOMeHIalUMM K BKJIIOUEHMIO JIEKapCTBEHHOTO
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npenapara B NOpenjlaTaeMul IepedeHb JIEKAPCTBEHHEIX IIPErNapaToB (PeKOMeHIOBAHE
MOTYT OHTB TOJIBKO JIEKAPCTBEHHEE IIpelapaThl, HabpaBlMe 10 MKaJle MHTeI'pajibHOMU
KOJIMUECTBEHHOM OLEHKM KauecCTBa KJIMHMUECKOI'O MCCJIeIOBaHMS JIEKAPCTBEHHOT'O
npenaparTa He MeHee 18 6asgyioB (mja opdaHHOTO JIeKapCTBEHHOTO IpelapaTa -— He
MeHee 12 06ajijioB) :

Hoponucu u pacumdpoBKa MNOIANMCEN DKCIEPTOB:

(b.m.0. PyKOBOIMTEJS DKCIEPTHOM OpraHM3aluM (3KcrepTa))

[Momnuce u pacum@poBKa NOIANMUCHK

ODaTa

[Ipunoxenue N 8

k [IpaBunam hopmMupoBaHus epeuHe
JIEKapCTBEHHBIX IpenapaToB

IUISl MEMLIUHCKOTO ITPUMEHEHHUS

Y MHHAMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IPENapaTos.,
HCO6XO)II/IMI>IX JUIA OKa3aHUuA
MEIUIUHCKONW TOMOIIN

CrucoK M3MEHSIOMINX TOKYMEHTOB
(BBeneHo IlocranoBnenuem IIpaButenscrBa PO ot 29.10.2018 N 1283;
B pen. [locranosnenwnii [IpaButenscTBa PO ot 05.06.2020 N 829,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

B Kommccumio MmHMCTEpCTBa 3OPaBOOXPaHEHUA
Poccurickon demepalum

SAKJIIOUYEHNE
10 pe3yJbTaTaM aHalM3a MeTOIOJIOTMYECKOI'O KauecTBa
KJIMHYKO-2KOHOMMWYECKMX MCCJIeNOBaHMUM JIEKAPCTBEHHOTO [Ipelnapara
M MCCJIeOOBaHMM C MCIOJIb30BaHMEM aHalMs3a BJIMAHMSA Ha OOIXETEH
BomxeTHOM cucTeMsl Poccuiickon demepaumm

1. HacTosduee B3akJoUyeHMe KacaeTCsd MaTepualJioB, MNPelICTaBJIEHHHIX :

a) IJia BKJIOUEHMS JIEKAPCTBEHHOTO IIperapaTa B ClelylliMe IIepeuHN:

IepedeHb XMUBHEHHO HeOOXOIMMBEIX M BaXHeMIMX JIeKaPCTBEHHEIX [IpelapaToB IJid
MeIULMHCKOT'O IIPUMEeHeHM s (Hajlee — [IepedeHb XM3HEHHO HeOOXOIMMBIX M BaXHEeMIMUX
JIEKapPCTBEHHEIX [IPENapaToB) ;

[IEpedYeHb JIEKAPCTBEHHBIX I[IpEernapaToB, NpeIHAa3HAaUYeHHBIX OJid obecledeHMus JINi,
OOJILHEIX TeMobuImer, MyKOBMCLUMIO30M, I'MINOOM3apPHBEIM HaHM3MOM, OO0Jies3HbIO I'ole,
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(nricgaggggeg;'ig';:;menbCTBa P® ot 28.08.2014 N 871 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 yTBepxaeHun MpaBun hopMUMPOBAHUS NEepeYHeit Nex... Hata coxparenus: 28.08.2024

3JIOKAQUECTBEHHBEIMM HOBOOOPA30BaAHUAMMU JIMMOOMIHOV, KPOBETBOPHOM M POICTBEHHBIX
VM TKaHEeN, paccesaHHEM CKJIEPO3OM, TeMOJIUTUKO-YPEMUUECKUM CUHIPOMOM,
IOHOWEeCKMM apTPpMTOM C CUCTEMHEIM HaudalJloM, Mykonoamcaxapmmosom I, IT m VI
TUIIOB, arnjacTmueCcKom aHneMmmen HEeYTOUHEHHOM, HACJIEOCTBEHHBEIM IedUIIMTOM
baxTopor II (dubpmHOTeHa), VII (nmabunbHoro), X (Criapra-llpayspa), Jul IIOCJE
TPaHCIJIaHTAUMM OPTaHOB WM  (MiIM) TKaHeM (Jajiee - IIepeudeHb JOPOTOCTOSAIMX
JIEKapCTBEHHEIX I[IpelapaToB) .

2. Uupopmauuysa o060 OCYHWLECTBJAOINMX PaCCMOTPEHME MaTEPMAJIOB COTPYIHMKAX
bemepasIbHOTO TOCYHapCTBEHHOTO OIXETHOTO yupexneHusa "IeHTp B3KCHOepTU3E U
KOHTPOJIA KauecTBa MeIVNLMHCKOM rmomoum" MuHMCTEpPCTBa 3OPaBOOXPaHEeHMS
Poccumickon denmepaumm (majiee - lLeHTP DKCIEPTMS3E) BKJIOUAET B cebga:

a) bammnuio, MMS, OTUYECTBO COTPyIHMKA, €I'0 HOOJDKHOCTE;

©) ampec leHTpa B3kcCHepPTU3H, TejiedoH (dakc), DBIEKTPOHHYI IIOUTY.

3. Vubopmalumsa O JIEKAapPCTBEHHOM IIpellapaTe BKJuaeT B cebsga:

a) HaMMeHOBAaHMEe, B TOM UYUCIIe:

MeXIyHapOoIHOEe HelaTeHTOBaHHOE HaMMeHOBaHUE;

B cJiyuae OTCYyTCTBUA MEXIOYHAaPOIHOT'O HellaTeHTOBaHHOI'O HaVIMeHOBaHMA -—
I'PYINNIMPOBOYHOE HaAMMEHOBaHUE,

B CJjlydae OTCYTCTBMS MEXIOYHAPOINHOI'O HEIAaTEHTOBAHHOT'O MM I'PYNIMPOBOUYHOTIO
HaVMEHOBAHUM - XVMMWUECKOe HaVMeHOBaHUEe;

B CJjlydae OTCYTCTBMS yKas3aHHEX HAaMMEHOBAHMM — TOPI'OBOE HaMMEHOBAaHUE;

©) KOI AaHaATOMO-TepaleBTUYECKO-XVMMUUECKOM KJacCUdMKaALUUM JIEKAPCTBEHHOTO
npenapara;

B) IpemjiaraeMele K BKJIIOUEHMIO JieKapCTBEeHHBE (QOPMBEl 3apeTMUCTPUPOBAHHOTO
JIeKapCTBEHHOTO IpelapaTa C Y4YeTOM 5SKBMBAJIEHTHHX GOpPM, NIPeOyCMOTPEHHEX
IepeyHeM HaMMEHOBAaHUM JIeKapCTBEHHBIX (GOPM JIEKAPCTBEHHBIX [pelapaToB IJid
MeIMIIMHCKOI'O IIprMeHeHNA, YTBEPXIOEHHBIM MMHMC’I‘epC’I‘BOM 30PaBOOXPAaHEHMA
Poccurickon Odegmepaluuy, C yKa3aHMEM OCHOBHOTO 3JIEMEHTA WMJIM HOOIOJIHUTEJIEHOT'O
3JIeMeHTa JleKapCTBEHHBIX dopwm, B TOM UMCJIe [IPpUM HeOOXOOMMOCTM THUIa
BEICBOOOXIEHMS IOEeMCTByoWeI'0 BelecTBa, IPM 3TOM BMECTO JIEKAPCTBEHHEX QopM
IOonycKaeTcsa ykKasaHue crnocoba uM (MiIM) OyTHM BBeIeHUS JIeKapCTBEHHOIT'O IpellapaTa
(mepeumcyanTs) ;

T) yHQOPMAaLMIO O BOCIPOMBBEIEHHEX MM OMOaHAJIOTOBBIX (BrMonomoODOHRIX )
JIeKapCTBEHHEIX IIpenapaTtax (OIpu Haluduum) ;

o) nHbpopMalLMio O JIEKapCTBEHHBIX [pellapaTax, BKJIOUEHHEX B I[IepeudeHb
XMBHEHHO He 00X O OVIMBIX ¥ BaxXHeMIMX JIeKapCTBEHHBEIX [IpellapaToB, IIepeudeHb
OJOPOToCTOAILMX JIEKAPCTBEHHEIX IIperapaToR UM VMMERIMX aHaJIOT'MYHBIE IIpenjlaraeMbM K
BRKJIOUEHNMIO JIEKAPCTBEHHEIM nperapaTam IIOKal3aHm4a K IIPVIMEHEHMIO, a TaKXxe
NPUMEHSOIMXCS B  AaHAJOTMUHBIX KIMHMUECKUX CUTyalMax, C yUeTOM KJIMHUUECKUX
pPeKOMeHIauum .

4. PesymbTaTH OLEHKM METONOJIOTMUYECKOTO KaueCTBa KJIMHUKO-3KOHOMUUECKUX
MCCJIeOOBaAHUM U MUCCJEOOBAHMM C MCIHOJb30BAHMEM aHaJMBa BJIMSHUS Ha OIXETH
BlomxeTHOV cucTeMmbel Poccumckom denmepaumm (nmajiee - OOIXET) BKJIIOUYAT :

a) pPe3yJbTaTH OLEeHKM MEeTOIOJIOTMUEeCKOI'0O KadeCTBa KJIIMHUKO-3KOHOMUUECKOTO
MCCJIenOBaHUA, KOTOpPphe 3allOJIHAKTCHA [0 clenyomel dopMe Ha KaxIoe IoKaszaHue K
IPYIMEHEHMUIO :

Kpurepuii Onenka Onenka ObocHoBaHMe
(6amoB) | COOTBETCTBUS pe3yNbTaToB
TpeOOBaHUSAM OLIEHKHU
(COOTBETCTBYET | METOJOJIOTHUEC
WIN He KOI'0 KayecTBa
COOTBETCTBYET)

1. IlpencraBieHbl pe3ynbTaThl
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10.

11.
12.
13.

OTEUECTBEHHOT'O UCCIICIOBAHUS
(aBTOp, Ha3BaHUE, UCTOUHHUK
myOIMKanuu, rox)

PaccmarpuBaeMble moka3zaHus K
MIPUMEHEHUIO

Bri6op npenapara cpaBHeHUs <*>

MeTtoa KITMHHKO-DKOHOMHUYECKOTO
WCCIICIOBAHHS - COOTHOIIICHHE
3atpar 1 3 (PEKTUBHOCTH,
COOTHOILIEHHE 3aTPAaT U MOJIE3HOCTH,
MUHUMH3AIINS 3aTPaT

XapaKTepI/ICTI/IKI/I NanucHTOB U
CpaBHHUBACMBIX JICKAPCTBCHHBIX
IperiapaToB B KIMHUYCCKHUX
HUCCICIOBAaHUAX

Br160p kpuTEpHEB OIICHKH
a¢ddexTuBHOCTH

Ilena Ha neKkapcTBEHHBIH Mpenapar

Pacdet npsmMbIX MEAUIIMHCKUX
3aTpar

Omnncanne MaTeMaTHIECKON MOIEITH
(TIpy HATTUYHH)

Hpe,[[CTaBJ'IeHI/Ie 3aTpar Mpu
OIMMMCAaHUU PE3YJILTATOB

[IpencraBnenue pe3yabpTaToB
Anamus YYBCTBUTCIIbHOCTU

CchUIKM Ha UCIIOJIb30BaHHBIE
MCTOYHUKH MH(POPMALIUU

BriBo (MeTOHOTOrHYECKOE KaueCTBO
KIIMHUKO-3KOHOMHNYECKHUX I/ICCJ'IG)IOBaHI/Iﬁ -
BBICOKOE, CPEJTHEE UII HU3KOE)

0) pe3yJbTaTh
VICIIOJIb 30BAHMEM

OLEHKIM
aHaJlM3a BJIMAHMA Ha

MEeTOIOOJIOTMYECKOTI'O

omxeT,

bopMe Ha Kaxmoe MNOKAaBaHME K INPUMEHEHMUIO:

KaduecTBa
KOTOPEIE 3allIOJIHAKTCHA II0 cnenyfomeﬁ

MCCJIEOOBAHUNM C
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Kpurepuii Onenka Onenka ObocHoBaHMe
(6amnoB) COOTBETCTBUS pe3yabTaTOB
TpeOOBaHUSM OIICHKHU
(COOTBETCTBYET | METOJOJIOTHYEC
WA HE KOT'0 KauecTBa
COOTBETCTBYET)
1. IlpexacraBneHsl pe3yiabTaThl
OTEYECTBEHHOI'0 UCCIIECIOBAHMNS
(aBTOp, HA3BaHUE, HICTOYHUK
My OJTUKAIIAH, TOJT)
2. PaccmarpuBaeMeble Mmoka3aHus K
MIPUMEHCHUIO
3. llena Ha nmekapCTBEHHBIN Mpenapar
4. Pacdyer npsMbIX MEIUIIMHCKHUX
3arpar
5. Onucanne MaTeMaTHYECKON MOJIEIN
(Ipu HATTMYHN)
6. IlpencraBneHue mpsIMBIX
MEIUIIMHCKUX 3aTpaT IMPU ONMUCAHUU
pE3yIbTaToOB
7. BpemeHHOI TOPU3OHT
8. XapaKTepuCTUKU U YUCICHHOCTh
I[EJICBOM TTOIYJISINH MMAlliEHTOB
9. TIIpencramieHue pe3yIbTaTOB
10. AHanu3 9yBCTBUTEIHHOCTH
11. CcbUiKH Ha UCHOIL30BAaHHBIE
HCTOYHUKU WH(OpMALIUN
BrIBOJT (METOI0JIOTMYECKOE KAYSCTBO
HCCIEIOBAHNH C NCITOIB30BAHUEM
aHaJIM3a BIUSHUS Ha OFOKET: BEICOKOE,
CpeIHEe U HU3KOE).
5 - 6. JCKJIOYEHH.
7. Tomnmucmu u pacumMdpoBKa HNOONMCEM COTPYIHMKOB IleHTpa SKCHEPTU3EH,
OCyleCTBJIAKIMNX OLIEHKY MeTOIOOJIOITTMYEe CKOI'O KayecCTBa KIIMMHVMKO—35KOHOMMNUECKUX

MCCJIENOBAHUNM UM MCCJIeIOBAHUM C MCIIOJIb30BAHMEM aHajM3a BJIMSHUS Ha OIXET :

HafeXXHaa NpaBoBad noaaep)Xka
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(b.m.0. corTpynmHMka lleHTpa BKCIEPTU3H, IIONNMUCH)

(pykoBomuTesib lleHTpa B»kKCHepTM3b, &.M.O0., IOONUCH)

ODaTa

<*> [Ipu HEOOXOOUMOCTH BBHIOOp Mpernapara CpPaBHEHUS YTOYHEH C TJIABHBIM BHEIITATHBIM
CHEIHAIMCTOM 110 COOTBETCTBYIOIIeMYy mpoduiato (¢.M.0. TIABHOTO BHEMITATHOTO CHEIHATUCTA)
; JIGKQpCTBEHHBIE TIpenaparbl CPAaBHEHMsI COIJIACHO MHEHHUIO TJIaBHOI'O
BHEIITATHOTO CIELHUAIMCTA, BKIIOYEHHBbIE B COOTBETCTBYIOIIME II€PEYHU U IPUMEHSAEMbIE B
aHAJIOTUYHBIX KJIIMHUYECKHUX CUTYaLUsX, C y4ETOM KIIMHUYECKUX PEKOMEH Al

[Tpunoxenue N 8(1)

K [IpaBuiam popmMupoBanus nepeuyHen
JIEKapCTBEHHBIX MPENapaToB

JUTSL MEAUIIUHCKOTO TPUMEHEHUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKAPCTBEHHBIX MPEINApPaTOB,
HEOOXOUMBIX JJIsl OKa3aHUs
MeEIUIMHCKOI TOMOIIH

CHuCcOK U3MEHSIOMINUX TOKYMEHTOB
(BBeneHo IlocranoBnenueM IIpaBurenscta PO ot 25.07.2024 N 1009)

(bopma)

B xomuccuro Munucrepersa 3apaBooxpanenus Poccuniickon @enepannu 1o
(bopMHUPOBAHHUIO NEpEUHEN JIEKapCTBEHHBIX MPENnapaToB A1 MEAUIIMHCKOTO IPUMEHEHUS U
MHUHHMAaJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAUMBIX JUIS OKa3aHUs
MEIUIIMHCKON TOMOIITHA

3AKJIIOYEHUE
110 pE3yJjibTaTaM OL€EHKH S9KOHOMHYCCKUX HOCHG}ICTBI/Iﬁ MMPUMCHCHUA JICKAPCTBCHHOI'O
npenapara, n3y4dCHud JOIMOJIHUTCIIbHBIX HOCJ'ICI[CTBPIIZ MPUMCHCHUA JICKAPCTBCHHOT O
mpemnapara, a Tak:XKe OHCHKHW CTOMMOCTU I'ogJ0OBOI0 Kypca Teparuu

1. Hacrosmiee 3akiroueHHe Kacaercs MaTCpHuaJIOB, NPCACTABJICHHBIX [JIsI BKIIFOYCHUA
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JIEKapCTBEHHOI'O IIperapaTa B CIeAyOLINe IEPEUHHU:

1.1. mepeueHb KU3HEHHO HEOOXOAMMBIX U BaXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB s
MEIULUHCKOTO MPUMEHEHHs (Jajiee - TMepeueHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIHMX
JIEKapCTBEHHBIX MPENapaToB);

1.2. mepedeHb JIEKapCTBEHHBIX MPENapaToB, MPEIHA3ZHAUYCHHBIX JJIsi 00ECIeUeHUs JIUII,
00JbHBIX TeMOUINel, MyKOBUCIUAO030M, THNO(GU3ApHBIM HAHU3MOM, Ooie3Hbpio [ omie,
37I0KaY€CTBEHHBIMU HOBOOOPA30BaHUAMU JIMM(POUTHON, KPOBETBOPHOM M POJICTBEHHBIX MM
TKaHEH, pacCestHHbIM CKIIEPO30M, TE€MOJUTHKO-YPEMHUECKUM CHHIIPOMOM, IOHOIIECKUM
apTPUTOM C CUCTEMHBIM HadajioM, Mykononucaxapunosom I, II u VI tunos, annactuyeckoin
aHeMHell HEYyTOYHEHHOM, HacieacTBeHHBIM aeduiutom daktopoB Il (bubpunorena), VII
(nmadunphoro), X (Crroapra-Ilpayspa), uil mocie TpaHCIUTAHTAIIMN OPraHOB U (WJIM) TKaHEH
(manee - mepeyeHb TOPOTOCTOAIIUX JICKAPCTBEHHBIX MPENAPaTOB).

2. HWudopmauus o0 OCYIIECTBISIIOIIMX PAacCCMOTPEHUE MAaTEpPUATIOB COTPYIHHUKAX
benepanbHOrO0 TrOCyAapCTBEHHOTO OrO/KeTHOro yupexaeHus "LleHTp SKcmepTusbl u
KOHTPOJISI KaueCcTBa MEAUIIMHCKON oMot MuHUCTEpCTBa 31paBooxpaneHus Poccuiickoi
Oenepannu (ganee - L{eHTp SKCepTH3bI) BKIIIOYALT B CEOSI:

2.1. pamuinto, UM, OTYECTBO COTPYIHUKA, €TI0 JOJKHOCTD;

2.2. anpec Llentpa skcniepTussbl, TenedoH (pakc), 3MeKTPOHHYIO MOUTY.

3. Uudopmarnus o JeKapcTBEHHOM IperapaTe BKIIOYAET B ceOsl:

3.1. HaumMeHOBaHUE, B TOM YUCIIE:

3.1.1. Mexx1yHapOIHOE HENTATEHTOBAHHOE HAMEHOBAHUE;

3.1.2. B cimyuyae OTCYTCTBUS MEXIYHAapOJHOTO HEMATEeHTOBAaHHOTO HAMMEHOBAaHUS -
TpyNIAPOBOYHOE HAMMEHOBAHNE;

3.1.3. B cimyyae OTCYTCTBHSI MEXAyHAPOIHOTO HENAaTEHTOBAHHOTO WM IPYIITMPOBOYHOTO
HAaMEHOBAHMH - XUMHUYECKOE HANMEHOBAHUE;

3.1.4. B ciydae OTCYTCTBHSI YKa3aHHBIX HAUMEHOBaHM - TOPrOBO€ HAUMEHOBAHMUE;

3.2. KOJI aHaTOMO-TEepalleBTUYECKO-XMMHUYECKON KJIACCU(PUKALNUU JIEKaPCTBEHHOTO
npenapara;

3.3. mpeasaraeMble K BKJIIOUEHHIO JIEKAPCTBEHHbIE (OPMBI 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOT'0 Npenapara (He0OX0JMMO epeUNCIINTh);

3.4. wuHdopManuiO O BOCHPOU3BEACHHBIX WM OHOAHAIOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX Mpenapartax (Ipyu HaJIHuuK);

3.5. uHpopMaIuIO O JIEKAPCTBEHHBIX IpenapaTax, BKIIOUYEHHBIX B NEpeYeHb KU3HEHHO
HEOOXOOUMBIX ¥ BaXHEWIIMX JIEKAPCTBEHHBIX MpenaparoB MW (WIKM) THepedyeHb
JOPOTrOCTOSIINX JIEKAPCTBEHHBIX MPENapaToB U UMEIOIIUX AHAIOTUYHbBIE TpeAsiaraeMbIM K
BKJIIOUEHHUIO JIEKapCTBEHHBIM IpenaparaM IOKa3aHUs K T[PUMEHEHHWIO, a Takxke
MPUMEHSIIOIIUXCS B AHAJIOTHYHBIX KIMHUYECKHX CHUTYallUsX, C Y4YETOM KIMHUYECKUX
PEKOMEHTALIHIA.

4. Pe3ynbTaThl OLIEHKM SKOHOMMYECKHX MOCIEACTBUNA MPUMEHEHHS JIEKapCTBEHHOTO
npernapara:

4.1. pacuer CTOMMOCTH Kypca (rofa) JI€YEHHs IpeJlaraéMbIM JIEKapCTBEHHBIM
[pernapaToM IO CpPaBHEHHUIO C TEparneBTHUECKH AaHAJOTUYHBIMU  JIEKaPCTBEHHBIMU
npernaparami, o01aaonmmMu JOKa3aHHBIMU KIIMHUYECKUMH, u (urmm)
KJIIMHUKO-DKOHOMUYECKHUMH TpeUMylIecTBaMH, U (WJIM) OCOOEHHOCTSIMH MEXaHU3Ma
JeWCTBUS, BKIIOYEHHBIMH B TME€PEYCHb JKU3HEHHO HEOOXOJUMBIX M  BaXKHEHIINX
JIEKapCTBEHHBIX IpenaparoB MW (MJIM) TMEpedYeHb JOPOTOCTOSALIMX JIEKAPCTBEHHBIX
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penapartoB M NPUMEHSIOMIMMUCSI TI0 TEM K€ IOKa3aHWsM, 4YTO U MpeJiaraeMbli
JIEKapCTBEHHBIN Iperapar:

HaumenoBanue | Mexnay |IIporno3upy | Enu | KomuuectBo | Llena 3a CroumocTb
rpynn (KoJ | HapoaH emas HULIA SAMHULL €AUHULY | Tepalliy OJHOTO
aHaTOMO-Tepan oe YUCJICHHOCT | U3M€| HU3MEPEHMs | U3MEPEH MalUEeHTA
€BTUYECKO-XHMM | HelaTe | b LIEeJeBOM |peHH | jJekapcTBeHHOr | us (0e3 COTJIaCHO
NYECKOU HTOBAH | MOIYJISAIUU | 5 0 Ipemnapara y4eTra | MHCTPYKLUH IO
KJaccu(pUKaly | HOE | MAIMEHTOB, COTJIaCHO Hajora | MEJUUUHCKOMY
n) HauMEH | MMEIOIINX MHCTPYKLIUHU O Ha IIPUMEHEHHUIO B
JIEKAPCTBEHHOI | OBaHUE | [TOKa3aHUs K MeAUIMHCKOMY | 1o0aBne | rof (pyOueit)
0 mpernapara |JIeKapcT | HA3HAYECHUIO IIPUMEHEHHUIO HHYIO 0e3 yuera
BEHHOT | JIEKAPCTBEH Ha OJIHOTO CTOMMOC Hajora Ha
0 HOTO HaUeHTa B roJ Tb) J00aBJICHHYO
npenap | mpemnapara CTOMMOCTD
ara

[Ipennaraemplit
JIEKapCTBEHHBIN
npenapar
(pacuer
3asIBUTENIA)

[Ipennaraemprit
JIeKapCTBEHHBIH
npenapar
(pacuet Llentpa
AKCIIEPTU3HI)

TepaneBTrueck
Y aHaAJIOTUYHBIC
JIEKapCTBEHHBIC
npernaparsl,
oOJagaroniue
JTIOKa3aHHBIMHU
KIIMHUYECKUMH,
u (Mm)
KJIMHUKO-3KOHO
MUYECKUMU
MpeuMyIIecTBa
MU, U (WJIN)
0COOEHHOCTSIMU
MexXaHu3Ma
JEUCTBUSA
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4.2. pe3ynbTaThl KIMHHUKO-JKOHOMHYECKON OIEHKH W OIICHKH BIIMSIHHUS Ha OIOKETHI
Oro/uKeTHOM cucTeMbl Poccmiickoit ®enepanuu (mamee - OROJKET) JIEKapCTBEHHOTO
Mpernapara no Kaxjaomy IMOKa3aHUIO0 C yYKa3aHUEM Koja MeXIyHapOaHOM CTaTUCTUYECKON
KJaccupukanuy 0oje3Hel 1 mpo0sIeM, CBSI3aHHBIX CO 3JJ0POBbEM, paciin(poBKa:

Orenka
(6amnoB)

KIiMHMKO-3KOHOMUYECKOE UCCIeI0BaHNE (aHAU3 BIUSIHUS Ha
OIOJKET)

Pesynbrar
OLICHKHU

KinnHHUKO-3KOHOMHYECKOE UCCIIEOBAHNE
Auanu3 BIUAHUS Ha OI0IKET

Hrorosas oLeHKa 110 pe3yabTaTaM OLICHKHA YKOHOMUYECKUX
IIOCJIEICTBUM IPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara 1o
[IOKA3aHUIO

5. P€3y.HBTaTI>I HN3YUYCHUA OOIOJIHHUTCIbHBIX HOCHGI{CTBI/Iﬁ MNPUMCHCHUA JICKAPCTBCHHOI'O
npernapara BKJIIOYAOT B ceOs:

5.1. cBegeHuss O TOCYIAapCTBEHHON perucrpanuu, o0 oOpameHun, oObemax
rOCYJAapCTBCHHBIX 3aKyNOK IMpeiaraeMoro JIGKAPCTBEHHOTO TIperapara, a TakkKe
JICKApCTBCHHBIX IIPCIIapaToB, BKIKOYCHHBIX B IMCEPCUYCHL JKU3HCHHO HCO6XOI[I/IMI)IX u
BOKHEHIINX  JIEKAPCTBEHHBIX  MpemapatoB u  (WIM) TEpeYeHb  JOPOTOCTOSIINX
JICKAPCTBCHHBIX MNpPCIapaToB W HMCIOUNIUX AaHAJIOTMYHBIC MHpCjiaracMbIM K BKIFOYCHHUIO
JIEKapCTBEHHBIM TpernaparaM IOKa3aHUsi K MPUMEHEHHUIO, a TakKKe MPUMEHSIONIUXCS B
AHAJIOTUYHBIX KIIMHUYCCKUX CUTYyaAllUAX, C YUCTOM KIMHUYCCKUX pCKOMCHHaHHﬁZ

Mexny | Jlek Howmep Cpox OO6parienue (ymakoBKH) 3a O06bemMbl
HApOJIH |apCT | pETUCTPAIIMOHHOT | IEHCTB NeproJT He MEHEee OJTHOTO rOCyJJapCTBEH
oe BEH | O yJIOCTOBEpEHHs | M KaJIeHJJapHOTO To/1a, HBIX 3aKyTIOK
HeraTeH | Has (B cmyqae PETUCT | TPEeNNIeCTBYIOIIETO MoIa4ye 3a
TOBAHHO | GOp | HATMYUS OAHOTO | palMo | MPEUIOKEHUS, TOCTYIHUBIIETO | MPEALIECTBYIO
e Ma |PErucTPalMOHHOT | HHOTO | B COOTBETCTBHHM C MyHKTOM 13 1007071
HaMEH 0 yZI0CTO [TpaBun popmupoBanus KaJIeHJapHBIN
OBaHHWE YIOCTOBEPEHUS) | BEPEHU | TEpeYHEeH JIEKapCTBEHHBIX rof
WA KOJINYECTBO o IpenapaToB i METUIIUTHCKOTO
perucTpaoHHbI NPUMEHEHHsI 1 MUHHMabHOTro | YITaKO pyOuneit
X y/I0CTOBEpEHH acCOPTHMEHTA JICKapCTBEHHBIX | BOK
(B cmyqae MpenapaToB, HEOOXOAUMBIX IS
HAJINYHS OKa3aHMs MEIULUHCKON
HECKOJIBKUX MIOMOIIIH, YTBEPIKICHHBIX
perucTpaoHHbI MOCTAaHOBJICHUEM
X [IpaBurenscTBa Poccniickoit
YAOCTOBEPEHUH) ®enepaunu ot 28 aBrycra 2014
r. N 871 "O06 yTBepKaeHUU
[TpaBun popmupoBaHus
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IIEPEYHEN JIEKAPCTBEHHBIX
IIPENapaToB Ui MEJULIUHCKOTO
IIPUMEHEHNS I MUHUMAJIbHOTO
aCCOPTHMEHTA JIEKapCTBEHHBIX
IIpenapaToB, HEOOXOIUMBIX AJIs

OKa3aHusl MEAUIIMHCKON
momMoru"

5.2. pe3ynbTaThl SKCHEPTH3bI MPOUYMX MAHHBIX IO JICKAPCTBEHHOMY IMpernapary Io
cienyromiei hopme:

Kpurepuu onienku Onenka
(6amoB)

HeoOxoaumMocTh MpuMeHEeHHs IEKapCTBEHHOTO IIperapara /Ui JUarHOCTHKH,
HpO(bI/IJIaKTI/IKI/I, JICUCHUA NN pea61/m1/1Tau1/H/1 IIpU OKa3aHHuH MCIII/IHI/IHCKOﬁ
MIOMOIIH B cliyuyae 3a00JeBaHUMN U COCTOSHUMN, TPe00IaIal0IINuX B CTPYKTYpe
3a00J1€Ba€MOCTH M CMEPTHOCTH TpaxkaaH Poccuiickoit denepannn, Ha
OCHOBaHUU JIaHHBIX TOCY/IAPCTBEHHOT'O CTATUCTUYECKOTO HAOIIOICHUS

Hamnune 3aperucrpupoBanubix B Poccuiickoit denepanuu BOCIIPOU3BEICHHBIX
WU OMOaHaIOTOBBIX (OMOMOI00HBIX) JIEKAPCTBEHHBIX MTPENapaToB

Hanuuue nekapcTBEHHOr0 Ipenapara B IepevyHe CTPATErn4eCKy 3HAYUMBIX
JIEKapCTBEHHBIX CPEACTB, IPOU3BOJICTBO KOTOPBIX JIOJIKHO ObITH 00eCreyeHo Ha
tepputopun Pocculickont @enepannu

Hanname nekapcTBeHHOTO Mpernapara B MepeYHsIX JIEKAPCTBEHHBIX MPETapaToB,
(buHaHCHPYEMBIX 32 CUET CPEeICTB O10JKEeTOB cyObekToB Poccuiickoit
®denepanun

Hanuuune npounsBojcTBa (J0Kanu3alus) JeKapCTBEHHOTo Mpenapara Ha
teppuropun Poccuiickon denepaunun

Hrorosas omeHka MpoYnX JAaHHBIX

5.3. CBCACHUA O PCKOMCHAAIMAX HWHOCTPAHHBIX ArcHTCTB IO OLCHKE MCIUIMHCKUX
TEXHOJIOTUI O HCHCCOOGP@BHOCTI/I rocya1apCTBEHHOI'O (I)I/IHaHCI/IPOBaHI/IH B HMHOCTpaHHOM
rocyaapCTBC NpcjraracMoro JICKapCTBECHHOIO IIperapara 1o CHC,I[yIOHICf/'I (bopMe:

IlokazaHue K Pexomenmanyuu HWHOCTPAaHHBIX arCHTCTB IO OLICHKC MCAUITNHCKUX
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[PUMEHEHUIO TEXHOJIOTUI

6. CpeneHus i1 TMOATOTOBKU TMPEMJIONKEHUM MO KOPPEKUMH HAMMEHOBAHUU
JIEKapCTBCHHBIX NIPEMapaToB M HAUMEHOBAHWN JIEKAPCTBEHHBIX (DOPM JIEKApCTBEHHBIX
MpenapaToB B COOTBETCTBHUHU C TOCYAAPCTBEHHBIM PEECTPOM JICKAPCTBEHHBIX CPEACTB IO
cienyromien hopme:

Mexnaynaponnoe | Jlekapc | OTeuecTBEHHBIH CBenenus 11 HOATOTOBKU
HEMaTeHTOBAaHHOE | TBEHHA | MJIM HHOCTPAHHBIN IPEUIOKEHHUH 10 KOPPEKITUH
HaMMEHOBaHHE s MIPOU3BOANTEIH HaVMEHOBAHUH JIEKapCTBEHHBIX
dopma IpernapaToB U HAUMEHOBAaHUN
JIEKapCTBEHHBIX (POPM JICKapCTBEHHBIX
npenapaToB

7. WrtoroBas cymMMa OLIEHKH NPEIIOKEHUS M BBIBOJBI AKCIHEPTHOM KOMHUCCHH O
peKOMeHaly Ui 00 OTKa3e B PEKOMEHIAIMU K BKIIOUEHHIO JIEKAPCTBEHHOTO Mpernapara
B TMIEpEYHU JIEKAPCTBEHHBIX IMpenapaToB (PEKOMEHJOBAaHbI MOTYT OBITh  TOJIBKO
JIEKapCTBEHHbBIE MpenapaThl, HaOpaBIIue MO IMIKale OIEHKH dKOHOMUYECKUX MOCIEeICTBUN
MPUMEHEHUs JIEKapCTBEHHOTO TMpemnapara He MeHee 6 OamnoB (st opdaHHOTO
JIEKapCTBEHHOT'O TIperapaTa - He MeHee 2 0aioB):

IMogmucn w  pacmmdpoBka moamucet  coTpyaHukoB  lleHTpa  aKCmepTH3HI,
OCYIIECTBIISIOLIUX OIICHKY:

(¢.n.0. corpynnuka Llentpa sxcniepTU3bl, MOANNCH)

(pyxoBogutensb LleHTpa sxcrepTrssl, §.1.0., TOAMKCH)

Hara

[Ipunoxenne N 9
K [IpaBunam popmupoBanus nepeyHei
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JIEKapCTBEHHBIX IMPENapaToB
JUIS. METULIUHCKOTO TPUMEHEHUS
U MUHUMAJIBHOTO aCCOPTUMEHTA

JIEKapCTBEHHBIX IPEIAPATOB,

HEOOXOIMMBIX JUIs1 OKa3aHUs

MEIUIMHCKON OMOIIH

Crnucok N3MEHSIOIUX TOKYMEHTOB
(BBeneno Ilocranosnenuem IIpaButenscrBa PO ot 29.10.2018 N 1283;
B pen. [locranoBnenuii [IpaBurensctea PO ot 05.06.2020 N 829,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

HayuHo oBOCHOBaHHAas PEeKOMEeHIauMs O BKJIOUYEHUU
(00 mMCkJIOUeHMM, OTKase BO BKJKNUEHMM) JIEKaPCTBEHHOI'O MNpelnapaTa
B II€pedYHM JIEKAPCTBEHHEBIX IIpeliapaToB OJId MEeOUMIVHCKOI'O
IPVIMEHEHMS UM MMHMMAJIBHE aCCOPTMMEHT JIEKAPCTBEHHBIX
npenapaTos, HEOOXOIMMBIX IJiS OKasaHMUS
MEeIVLMHCKOM Iomomy <*>

1. HammMeHnoBaHue JIeKapPCTBEHHOTO npemnapara (MexnoyHaponHoe
HENaTEeHTOBaHHOE, TPYNNMPOBOWHOE MM XMMMUECKOE) .

2. IlpemjaraeMmble Kk BKJIOYEHMIO JIEKQPCTBEHHEE QOPMEI 3apeTMCTPUPOBAHHOIO
JIeKapCTBEHHOTO IIpenapaTa C Yy4YeTOM 5KBMBAJIEHTHHX (QOpM, NIpPelyCMOTPEHHHX
IepeyHeM HaMMEHOBAaHMM JIeKAPCTBEHHHBX GOPM JIEKAPCTBEHHEIX [IPenapaToB OJjisd
MeOULIMHCKOT'O IPpVMMEHEHNUS, YTBEepPXIeHHEM MyHMCTEPCTBOM 30PaBOOXPAHEHNS
Poccurickon degmepaumy, C yKas3aHMEM OCHOBHOTO 3JIEMEHTA MM HOMIOJIHUTEJIBHOTO
B3JIEMEeHTa JIeKapPCTBEHHEBIX dopwm, B TOM UYMCJIe [OPpM HeOOXOOMMOCTM THUIa
BEICBODOXIEHMS HOEeMCTByoIlero BelleCTBa, NPM STOM BMECTO JIEKAPCTBEHHHEX QOpPM

OonyckaeTcsa ykaz3aHue crnocoba m (uiaM) OyTM BBEIEHMS JIEKAPCTBEHHOT'O IpelnapaTa
(mepeuymcamnTh)

3. Hacrosmmii ODOKYMEHT KacaeTcCsa MaTepHualjloB, NPeACTaBJIEHHHX :

3.1. mons BKIKNUEHUS JIEKapCTBEHHOTO IIpellapaTa:

3.1.1. B 1epeyeHb XUBHEHHO HEOOXOIMMBEIX U BaXHENIMX JIeKapCTBEHHBIX
nmperapaTos OJI14a MeIMLIMMHCKOI'O IIPVIMEHEHNM A (nanee - IIepedYeHb XKM3BHEHHO
HeOOXOOVMMBIX M BaXHEMIMX JIEKAPCTBEHHEIX [IPEernapaToB) ;

3.1.2. B IepedeHb JIEKapCTBEHHBIX [pellapaToB, [IpelHa3HAUEHHBIX IJIg
obecnieueHms Jull, OOJIBHEIX I'eMOdMIIMENM, MYyKOBUCLMIO30M, IMNIOOM3APHEIM HAHU3MOM,
BoJyie3HbO I'ome, BJIOKAYeCTBEHHBIMM HOBOODOPa30BaAHMAMM JIMMPOMIOHOM, KPOBETBOPHOMU
)Z8 POOCTBEHHEIX VIM TKaHeﬁ, PacCedHHBEIM CKJIEPO30M, T'eMOJINTUKO ~ypeEMNUEe CKIMM
CHMHIPOMOM, IOHOWECKMM apTPMTOM C CMCTEMHEM HadaJioM, MyKolojJgucaxapmuzgosom I,
IT u VI TuNoOB, allJlaCcTUUECKOM aHeMMel HEeYyTOUHEeHHOM, HaCJIeOCTBEHHHM IedMLUUTOM
baxTopor II (dubpmHOoreHa), VII (jnadbwunbHoro), X (Croapra-llpayspa), JUL IOCHE
TPaHCIJIaHTauMM OpI'aHOB M (MJIM) TKaHeM (majlee - [epeudeHb IOPOI'OCTOSUUX

JIEKaPCTBEHHEIX [IPENnapaToB) ;

3.1.3. B MMHMMAJBbHEI aCCOPTMMEHT JIEKAPCTBEHHHX [IPelNapaToB, HEeOOXOOVMBIX
OJIg OKasz3aHMsa MeIMLUMHCKOM INoMomy (Hajlee — MMHMMAJIBHEIM aCCOPTUMEHT) ;

3.2. IOn4 UCKIKYEHMA JIeKapCTBEHHOTO IpenapaTa:

3.2.1. ¥3 1HnepeudHA XUBHEHHO HeOOXOIMMEIX M BaXHEMIMX JIeKapCTBEHHEIX
npenapaTos;

3.2.2. n3 nepeuHd OOPOTOCTOAUMX JIEKAPCTBEHHHX [IPeNapaToB;
3.2.3. ¥3 MMHMMAaJBHOT'O aCCOPTHMMEHTA.
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4. BagBJyieHHBIE [10KA3aHMUS IJid IPUMEHEHU I JIEKAPCTBEHHOTO npenapara
(mepeuncaimnTh) .

5. CregneHusa o LeJIeBOM TIpylle [HNalMeHTOB, HYXIaoUMXCa B IaHHOM
JIEKAPCTBEHHOM IIpernapare, OTHEeJIbHO II0 KaxIOoMy IIOKasaHMio, YKa3aHHOMY B
VHCTPYKUMM 10 MEeIMLMHCKOMY IIPMMEHEHMI0 JIEKAPCTBEHHOT'O IIpernaparTa:

5.1. cBemeHMus O JIeKAPCTBEHHHX IpelapaTax, KOTOPHE I0JIydalT [NalMeHTH, C

yKa3aHMeM KOJIMUeCTBa I[alMEHTOB, IOoJIydalllMxX Tepalluio;

5.2. xoIMuecTBO HaLMeHTOB B Poccurckomn demepalmy, HYXDAOIUXCS B Tepalumu
npenjaraeMoro K  BKJIOUEHMIO B II€pedeHb XMBHEHHO HeODXOIMMEIX M BaXHEeMIMX
JIEKAPCTBEHHEIX IIpernapaToB U (MJIM) IIepedeHb OOPOTOCTOSWMX JIeKAaPCTBEHHEIX
npenapaToB JIeKapCTBEHHOTO IpernapaTa, C yKa3aHMEM JIeKapCTBEHHHIX IPenapaToB,
C KOTOPHX OyIyT IIepeBeIeHH Ha [OpeljlaTaeMbll K BKJIOUEHUD JIeKapCTBEHHBIN
npenapaTr, B TOM UYMCJIe He [OJyYanllMxX B HaCTOsllee BpeMsa Tepanuo (B clydae
eCHM JIEKapCTBEHHBM [pellapaT Has3HadaeTCs Ha BTOPOM, TpeThbel M NPpOoUMX JIMHUAX,
HeOoOXOoOMMO yKaszaThb KOJMUECTBO [NAalLMEHTOB Ha KaxXIoM M3 JIMHMY Tepaluu) ;

5.3. wuHbOpMauMsa O [epeBOoXe IallMeHTOB C TeKylley Tepanuu (ykasHBaeTCcs
nepuon, 3a KOTOPHBIM IHalUMeHTH OyIOyT IepeBeneHb C CyLeCTBYyUeM Tepaluy Ha
JIeKapCTBEHHEI [penapaT, IpeljlaraeMel K BKJIOUEHMI B I[I€pedYeHb XMBHEHHO
HEeOoDX O OMMEIX u BaXHEMINX JIeKapCTBEHHEIX [pelapaToB M (MiIM) [epedeHb
OOPOTOCTOAIMX JIEKAPCTBEHHEIX [IpenapaToB) ;

5.4. cpenHee KOJIMUECTBO YIakKOBOK JIEKAPCTBEHHOTI'O IIpelnapaTta, HeoOXoIMMOI'O
OJ18 OOHOTO MNalMeHTa B I'on (C yKasaHMeM JIEKAPCTBEHHOM QOPMEI M IO3UPOBKU) .

6. TepaleBTUUYECKM AaHAJIOTMUYHEE JIEKAPCTBEHHEE I[IpelnapaTi, ofbJjlazanmmse
IOOKAa3aHHBEIMM KIMHMYUECKMMM, U (MIM) KIMHUKO-DKOHOMUUECKMUMM IpeuMylleCTBaMM, U
(11111) OCOOEHHOCTAMM MeXaHM3Ma HOeMCTBMS (Hajlee — TepaleBTUUEeCKM aHaJIOTMUHLIM
JIEKapCTBEHHE [OpelapaT), BKJIOUEHHHE B I[IepeuUYeHb XUBHEHHO HeOOXOOMMEX U
BaXHeMIIMX JIeKapCTBEHHEIX [IPEelapaToB, IepeueHb IOPOIOCTOSAWMX JI€KapCTBEHHEIX
npenapaTos (nanee - nepedYHu), B paMKax I[I0OKasaHuM K I[PMMEHEeHMIO B
COOTBETCTBUU C MHCTPYKUMEM I[I0 MeIUIMHCKOMY I[IPUMEHEHMUI JIeKapCTBEHHOI'O
npenapaTra, CTaHOAPTOB MEeIMUMHCKOM IIOMOWM UM KJIMHMUECKMUX PeKOMeHIalLWM.

7. KpaTkxasd cCcpaBHUTeJIbHad xapakTepucTtuka 200eKTMBHOCTM U 0Oe30INaCHOCTU
JIEKapPCTBEHHOTO npenapara, ocoBeHHOCTHU KJIMHNYECKOTO IPVIMEHEHW A
JIEKapCTBEHHOTO IpenapaTa, a TaKXe IpeyMylleCTBa B CPAaBHEHUM C TepaleBTUUECKU
QHAJIOTUMYHBEIMY JIEKAPCTBEHHEMM IIpelapaTaMy (KIMHMYECKMe TDpPyNne [IalMeHTOB,
BKJIOUAS BOBPACTHBE OCOOEHHOCTM U Hpoduiib 0e30MNacCHOCTM UM Op.) C yKa3aHueM
MUTOTOBOM OLEHKM [0 pel3yJibTaTaM KOMIIJIEKCHOM OlLeHkM (DajiyioB) (B clydae eclu
TepaneBTUUYECKM AaHAJIOTUMUYHEIX JIEKAPCTBEHHEIX I[IpernapaToB HECKOJIBKO, CpPaBHEHUE
OPOM3BOOMUTCSA C KaXIBIM M3 TaKMX JIEKAPCTBEHHEIX [IPENapaToB) .

8. KpaTkoe KIMHMKO-3KOHOMMUECKOE CpaBHEeHME IpeljiaraeMoI'o JIEKapCTBEHHOI'O
nopenapaTta C aHajJoraMu (CTOMMOCTB JIEKAPCTBEHHOI'O IIpelapaTa UM Kypca JieueHUs

10 BasBJIEHHEIM IIOKa3aHMAM, CpPaBHEHME 3aTpaT CUCTEMb 3IPaBOOXPaHeHMda UM Op.) C
yKasaHMeM MTOT'OBOM OLIeHKUM II0 pes3yJibTaTaM KOMIIJIEKCHOM OlLleHKM (0aJjijios) .
9. PesysnbTaTh MEeTOLNOJIOTMUYECKOT O KauecTBa KJIMHUKO—3KOHOMMUUE CKUX

MCCJIegOBaHMM ¥ MUCCJeOOBaHMM C MCIOJb30BaHMEM aHalM3a BIMAHUSA Ha O0IXETH
BoIXeTHOM CHUCTeMbl Poccuiickolt &demepauum C yKasaHMEM MTOTOBOM OLEHKM IIO
pes3yilbTaTaM KOMILJIEKCHOM OLIeHKM (BHICOKOE, CpenHee WUIu HU3KOE), a Takxe
Pes3ysbTaTE OLIEHKM NOIOJIHUMTEJIBHEIX [IOCJIEICTBMM I[I0 JIEKAPCTBEHHOMY IpPenapaTy
(Bamnjos) .

10. DLenecooBpa3HOCTb BKJIOUEHMS JIeKAPCTBEHHOTO IpelapaTa B I[IepPedHU U
MMHMMAaJIBHEIM aCCOPTUMEHT (B CBA3M C HaJMUMEM B KIMHMUECKUX PEKOMEHIaUUAaX U
CTaHOapTax MeIOMUMHCKOM IIOMOWM IO COOTBETCTBYUMM I[IOKas3aHMAM) IO CJelylmel
dbopme :

Kpurepuu onienkn Pesynbrar [Ixana
OLICHKH OLIEHKU
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(6amoB)
Hanwnuue wim 1ienecoo0pa3HoCTh BKIIFOUEHUS JICKAPCTBEHHOTO na, +3
npernapara B KIIMHUYECKUE PEKOMEHIAINY HITH CTaHAapThI BKJTIOYCH/HET,
OKa3aHHs MEAUIUHCKOW TTOMOIIA BKJIIOUCHHUE
11e71eCo00pa3HO
HET 0
11. 3amMeuaHusa I'JIaBHOTI'O BHelITATHOI'O ClienmaJjincra MMHMCTepCTBa

30paBoOXpaHeHusa Poccumckor demepaumum K pesysbTaTaM KOMILJIEKCHOM OLIEHKM B
YAaCTM CPaBHUTEJIbLHOM KJIMHUUECKOM 20OeKTMBHOCTM U 0e30MNaCHOCTHM JIEKAPCTBEHHOTO
npenapata (OpM HaaIMduu) .

12. HroroBee Oajjiel C YUYeTOM Pe3yJbTaTOB KOMILJIEKCHOM OLEHKM U B
cooTBeTCcTBUM C nyHkTamm 10 m 11 HacTOAmEero OOKyMEeHTa.
13. KpaTkumn BEIBOJI ) ejiecoobpasHOCTA BKJIOUEHUS (MCcKIIIOUEeHU )

JIEKAPCTBEHHOT'O IpelnapaTa B IIepedYHM M MMUHUMAJIBHE aCCOPTMMEHT, YyKa3aHHBE B
INyHKTe 3 HacTodmero IOOKyMeHTa (C ydYeTOM HaJMuMg TepaleBTUUECKM aHAaJIOTMUHEIX
JIeKapPCTBEHHEIX [IpenapaToB) .

14. IpensoxeHMsa MO MCKJIIOYEHMIO JIEKAPCTBEHHHIX IIPEeNapaTOoB M3 IIEepedHel u
MMHVMAaJIbHOT'O acCcopTHUMeHTa B CJly¥Yae, €CJM CTOMMOCTBHL IpeljlaraeMoIro K
PaCcCMOTPEHUIO JIEKAPCTBEHHOTO npenapara HMXE CTOMMOCTM TepaleBTUUeCKU
aQHaAJIOTMYHOT'O JIEKAapCTBEHHOTO IIpenapaTa 3a kKypCc Tepanuy, BKIIIOUEHHOTO B
IepeyHy, [OPU BKJIOUEHMM aJlbTEPHATUBHLBIX JIEKAPCTBEHHHIX [IpelapaToB, oOJjamallmx
OOKABaHHEIMM KJIMHUUYECKMMM, U (MJIM) KIMHMKO-3KOHOMMUECKMMM [IpeuMylleCcTBaMM, U
(1) OCODEHHOCTAMM MeXaHM3Ma IOeucTBuA, U (mnam) Oosbuey O0e30MNaCHOCTHhI0 IIpU
IVarHOCTUKE, npoduIaxkTMKe, JIeUeHUM MM peabunuraumy 3abo0JieBaHMulM, CHUHIPOMOB
U COCTOSHMM, a Takxe B CJydae, €CJIM BKJIOUEHHBM B IIepedHMU JIeKapCTBEHHEN
npenapaT He I[IPMMEHSeTCsS B CYHWLeCTBYKRIMX CxXeMax Tepaluu (IepeuuciuTb) C
ydyeToM MHboOpMauuu, OpencTaBJIEHHOM B MNyHKTax 5 — 7 HacToAuWero IOKyMeHTa, U
NPOTHO3MPOBAaHMA OOECIEUEeHHOCTM [NAaLMEHTOB JIEKAPCTBEHHBEMM Ipenapartamm. <* *>

15. JlaHHEle 0O VYHMKAJBHOCTM JIEKAPCTBEHHOT'O IpelapaTa (3aloJIHIeTCsa B
crydae OTCYTCTBMSA TepalleBTUYECKM aHAJIOTMUYHEIX JIEKapPCTBEHHEIX I[IpenapaToB
(mpenapaToB CpaBHEeHUD) .

NOONMCE M pacumdpoBKa NOIANUCHK nara

<*>  PexkoMeHmanmuu (POPMHPYIOTCS C yYETOM 3aKIIOUEHHH 1O pe3yibTaTaM aHaIMu3a
METOJO0JIOTUYECKOTO KauyecTBa KIMHUKO-dJKOHOMHUYECKHUX HWCCIEAOBAaHWUN W aHaimmM3a HWHPOpMalUd o
CPaBHHUTEIBHOW KIMHUYECKOW I(P(PEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO Ipernapara, OIEHKU
SKOHOMHUYECKHUX TOCIICJICTBUN €ro MPUMEHEHHUS, U3YUEHUs JOTOTHUTEIBHBIX IMOCIEACTBUN TPUMEHEHUS
JICKApCTBEHHOT'O Tperapara, MpuBeAeHHbIX B npmwiokeHusx N 7 - 8(1) k IlpaBunam dopmupoBaHwus
TIepeYHEeH JICKaPCTBEHHBIX MPENapaToB JJII MEIUIIMHCKOTO TPUMEHEHUS U MUHIMAIHFHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEMapaToB, HEOOXOMUMBIX IJIS OKa3aHHs METUIIMHCKOW IMOMOIIH, yTBEPKICHHBIM
noctaHoBieHneM IlpaBurensctBa Poccmiickoit ®epepanmm ot 28 aBrycra 2014 1. N 871 "O6
yrBepxkacHun [IpaBun ¢GopMupoBaHus TEpeyHEell JeKapCTBEHHBIX MPENapaToB [UIsl METUIIUTHCKOTO
MIPUMEHEHUS] 1 MUHUMAJILHOTO aCCOPTHUMEHTA JICKaPCTBEHHBIX MPEMapaToB, HEOOXOIUMBIX JIJIsi OKa3aHUs
MEIULIUHCKON moMoriu".
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<*¥*> JlomnexuT 00sA3aTeTLHOMY 3alOJTHEHHIO NPH PACCMOTPEHHU MPEAJIOKEHHUS O BKIIOYECHHU B
NEPEeYHN AITBTEPHATUBHBIX JICKAPCTBEHHBIX MPENapaToB, 00JaJaloONINX JOKA3aHHBIMUA KIMHUYECKHUMH, U
(MM) KIMHUKO-9KOHOMHYECKHMH MPEUMYIIECTBAMH, U (WIN) OCOOCHHOCTSIMU MEXaHH3Ma JICHCTBUS, U
(umm) Oonpieil 0e30mMacHOCTBIO MPH JUATHOCTHKE, MPO(UIAKTHKE, JICYCHHHW WIM pPEeadHIUTaLuU
3a00JIeBaHUH, CHHAPOMOB U COCTOSHMH, 110 CpPaBHEHUIO C JICKAPCTBEHHBIMH IIperapaTami,
BKJIIOYCHHBIMHA B TIEPEYHH, B TOM YHCJIE C YYETOM CYMIECTBYIOUIMX CXEM JICKQpCTBEHHOH Teparuw,
OTPaXEHHBIX B aKTYJIbHBIX CTAaHIAAPTaX OKa3aHHWS MEIUIMHCKOW TIOMOIIM ¥  KIMHHYECKUX
PEKOMEHIALUSAX.
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