IMPABUTEJIBCTBO POCCHUVMCKOH ®EJIEPAIIUN
ITOCTAHOBJIIEHHUE

oT 3 nekabps 2020 r. Ne 2021

MOCKBA

O BHecennm n3Menenuii B [lpaBuna ¢popmupoBanus nepeuneii

JIeKapCTBEHHBIX NpenapaToB AJsl MeIHIHHCKOro MPHMeHEeHHs

H MHHHMAJILHOI0 ACCOPTHMEHTA JIeKaPCTBEHHBIX NpenapaTos,
HeO00XO0AMMBIX /ISl OKA3aHUS MEeAUUHHCKOH MOMOLIH

IIpaButensctBO Poccuiickont Pegepalui NOCTAHOBJAAE T :

YTBepAUThL IpUlaracMble HU3MEHEHHUsl, KOTopble BHocsTcs B [lpaBuia
dbopMHUpOBaHUS NEPEYHEH JIEKapCTBEHHBIX MpenapartoB s MeIULIMHCKOTO
MpUMeHeHHs] ¥ MHUHHMMAlIbHOIO acCOPTHMEHTa JIeKapCTBEHHBIX I[IpernapaTos,
HeOOXOAMMBIX JUJIi OKa3aHUs MEIULUMHCKOM [MOMOIIM, YTBEP)KIAEHHBIE
noctaHoBneHueM IlpaButensctBa Poccuiickoii ®enepauuu ot 28 aBrycra
2014r. Ne871 "O6 ytBepxaenun IlpaBun QopmupoBanus mnepedyHei
JIEKapCTBEHHBIX [IPENAPATOB 1JIsI MEAULIMHCKOTO MPUMEHEHUS H MHHUMAJIbHOTO
aCCOPTUMEHTA JIEKApPCTBEHHBIX [penaparoB, HEOOXOAMMBIX MJis OKa3aHHs
meaunuHckod — momouu"  (Cobpanue  3akoHOmaTeNnbeTBa  Poccuiickoit
®denepanuu, 2014, Ne 36, ct. 4855; 2017, Ne 25, ct. 3691; 2018, Ne 45, ct. 6943;
Ne 48, ct. 7431; 2020, Ne 24, ct1. 3795).

INpencenarens HpaBuren

Poccutickoit ®Penepang M.Muiyctun
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YTBEPX/IEHbI

nocranosyieHueM I IpaBurenncTBa
Poccuiickoit ®enepanyu
ot 3 nexabps 2020 r. Ne 2021

U3MEHEHU4,

koTopble BHOcsaTcs B [IpaBuna dopmupoBanusi nepeuneii
JIeKapCTBEHHBIX NPENApPaToOB AJ15l MeJHIIHHCKOI0 NPUMEHEHHS
H MHHHMAJIbHOT'0 ACCOPTHMEHTA JIeKAPCTBEHHbIX NPenaparTos,
HEeOO0XOAHMBIX /ISl OKA3aHHUA MeAHIMHCKOMH MOMOUIH

1. TllogmyHKT "B" MyHKTa | NpU3HATh YTPATHUBILIMM CHITY.

2. B myHKTe 2 cioBa "(IPOTOKOJOB JIe4eHHs )" UCKITHOUYHTh.

3. AG3al nepBblil yHKTa 4 noclie cl1oB "XUMHYECKHMM HAaHMEHOBaHUSIM)"
JIOTIOJIHUTH CJIOBAaMH ''C MCIOJIb30BaHHEM arperupoBaHHBIX (110 crnocoly (IyTu)
BBEJICHUS U IPUMEHEHHS) JIEKapCTBEHHBIX hopM".

4. [TonnyHKT "B" MyHKTa 5 1ocJe cjioBa "BOCIPOU3BENEHHBIX" NONOIHUTD
cl10BaMH UM OMOaHAOroBbIX (GHOMONOOHBIX)".

5. B nmyHkre 6:

a) B ab3alle NepBOM M MOAMYHKTE "e" clioBa ", MepeyHst JIEKapCTBEHHbBIX
npenapaToB AJIs1 00ecneUeH sl OTACIBHBIX KaTerOpHid rpakaH" MCKIIFOUUTH;

6) MOAMYHKT ">X" U3JI0KUTH B CIEAYIOIEH pelaKLiu:

")) NpEIACTaBI€HHE HAy4YHO OOOCHOBaHHOW pEKOMEHJAlMM TIJIaBHOIO
BHELITATHOrO Crheuuandcra MuHucTepcTBa 31paBooxpaHeHus Poccuiickoii
denepanuu (fajee - rIaBHbIA 3KCNepT).".

6. B nynkTe 6%

a) B ab3alle NepBOM CJIOBa "KOMIUIEKCHON OUEHKH" 3aMEHUTh CJIOBAMHU
"OLEHKH JOKOHOMHMYECKMX IIOCIHECACTBHH HMX TMpPUMEHEHHS] M H3YyUeHHs
JOONONHUTENBHBIX MOCJAEACTBUH TNPUMEHEHUS! JIEKApCTBEHHBIX MPENaparoB
(najee - KOMIUJIEKCHAsI OLIEHKA)";

0) HOTIONHUTH ab3alleM CIIeAYIOUIETO COAEPIKAHMS:

"Ecan x0Tt Obl OJMH KOMIIOHEHT KOMOWHHMPOBAHHOTO JIEKAPCTBEHHOIO
npernapara He 3aperdCTpUPOBaH W He oOpallaeTcs Ha Tepputopun Poccuiickoi
Genepauny Kak OIHOKOMIIOHEHTHBIH JIEKAapCTBEHHBIH Mperapar, Mpu
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BKJIIOYUCHHHM B  [EepeYHM U  MHUHUMAJBHBIA  aCCOPTUMEHT  TaKOro
KOMOMHHPOBAHHOIO JIEKAPCTBEHHOIO Mpernapara He MPUMEHSIOTCS MOJIOKESHUS
ab3ala NepBOro HacTOSIETo MyHKTa.".

7. JIOTIOJIHUTB MIYHKTOM 6° C/IEAYIOILEro COIepKaHHUS:

"6’. BKJTIOUEHHe SKBHBAIICHTHOI JIEKAPCTBEHHON (POPMBI JIEKAPCTBEHHOTO
nmpenapara, paHee BKIIOYEHHOIO B IIEPEYHM U MHUHHUMAJIBHBIA acCOPTHMEHT,
He TpeOyeT IpOBEACHUS KIMHUKO-2KOHOMHUYECKOIO HCCIIEOBaHUA U aHAIK3a
BJIHSIHUSA Ha OMOKEThl Oro/KeTHOH cucteMmbl Poccuiickoii Denepanyu, eciu
KypcoBasi CTOUMOCTb IPUMEHEHHs JIEKapCTBEHHOH (OpMBI He TMpEBBIIACT
KypPCOBYIO CTOMMOCTbH JIEKAPCTBEHHOI'O IpenapaTa, BKIIOUEHHOTO B IMepevYHU
1 MHHUMAJIbHBIA aCCOPTUMEHT.".

8. B nyHkre 7:

CIIOBO "€XeroiHo" 3aMeHUTh CJIOBaMM "M MepecMaTpuBaeTCs He pexe
OJHOTO pa3a B ron’;

cioBa ", IlepedeHb JIEKapCTBEHHBIX IMpenapatoB g oOecleueHHs
OTHEIbHBIX KATErOpUH rpakiaH" UCKIIOUUTE.

9. Ilyukt 11 mocre cnoB "uHbIX QenepalbHBIX OPraHOB UCIIOJIHUTEIHLHOM
BJacTU" JOMOJIHUTH CIOBaMH "M UCIOJHUTEIBHBIX OPraHOB roCyAZapCTBEHHOH
BJacTH cy0beKTOB Poccuiickoil ®enepannu B chepe oxpaHbl 3M0pOBhs".

10. B myHkTe 16:

a) MOJITYHKT "I U3J0XUTh B CIEAYIOLIeH peaaKunu:

"r) OpeACTaBleHUEe B TEUEHUE OJHOI0 KAJIIEHAAPHOTO rojia MpejiosKeHus
B paMKax MeXIYHapOJHOr0 HENaTEHTOBAHHOIO HaUMEHOBaHMSI JIEKAPCTBEHHOTO
npenapara (OpY  OTCYTCTBUHM Takoro HauUMEHOBaHHS - B  paMKax
rpyNIMUPOBOYHOrO UM XMMHUECKOTO HAUMEHOBAHUS ), 10 KOTOPOMY KOMHCCHUEH
B TeKyuleM roJy OBUIO BBIHECEHO pellleHHe OO0 OTKa3e BO BKIIOYEHHH
(MCKTIOYEeHUHM) JIEKapCTBEHHOro Ipernapata B MEPeYHH, MHHHUMAJIbHBIH
aCCOPTHUMEHT WJIM B OTHOLIEHHH KOTOPOTO OCYLIECTBISIOTCS HOKYMEHTAaJIbHas
JKCIEpTH3a WM aHaIW3 HMHQOpPMAalMM O CpaBHUTENBHOH KIMHHUYECKOU
3¢ heKTUBHOCTH M ©O€30MacHOCTH JIEKapCTBEHHOIrO Ipernapara, KOMITJIEKCHAs
OLIEHKA, 32 MCKIIOYEHHEM CIydasi, TPeAyCMOTPEHHOrO MyHKTOM 9' HACTOSILMX
[TpaBui;";

0) JOMOJIHUTE MOANYHKTOM "e" CIeyIOLIero coepKaHusi:

"e) mpeACTaBleHHE J0pPabOTaHHOTO MPEIJIOKEHUS II0C/e TOBTOPHOTO
OTKJIOHEHHSI 110 pe3yJibTaTaM AJOKYMEHTAJIbHON 3KCIEPTHU3HL.".

11. B a63aue nepBom myHkTa 20 ci10BO "(MCKIIOUEHHS )" HCKIIFOYHUTH.

12. B nyHkTe 24:

a) B ab3alie nepBoM ciioBO "(MCKITIOYEHHS )" HCKITIOUHTD;

4789944



6) ab3a1] BTOpOH Mmocie cioBa "BOCIPOU3BEICHHbIE" HOMOJHUTE CJAOBAMMU
"uy OMoaHaIoroBeie (OHONOA00HEIE)";

B) B a03alle TpeTheM CJIOBO "(UCKIIOYCHHS )" UCKITIOUNTE;

r) ab3an 4YeTBepThIi U3JI0XKUTH B CIEAYIONIEH peaaKlUu:

"B uemsix moJy4eHus HeOoOXOAMMOH JOMOJIHUTEIBHOW WH(OpManuu
M YTOYHEHUS NPEACTABICHHBIX B MPENJIOXKECHUU CBEACHUU MPU MpPOBEIECHUH
KOMIIJIEKCHON OLIEHKH OCYLIECTBIISIETCS MOUCK MH(OPMAIMH O JIEKAPCTBEHHBIX
Openaparax B paMKax IpeslaraeMoro K BKIIOYEHHIO MEXIYHApOIHOTO
HEMaTeHTOBAaHHOIO HAUMEHOBAaHHUS (TIPU OTCYTCTBHH TAaKOTO HAaWMEHOBaHUS -
B paMKax IpYIIHMPOBOYHOTO WM XUMUYECKOTO HAaMMEHOBAHHS), B TOM 4YHCIIE
0  KIMHMYECKUX ¥ (MWIHM)  KIHHHUKO-3KOHOMHYECKHX  HCCIIEIOBAHHUAX
JIEKapCTBEHHBIX IpernapatoB. [Ipu 53ToM K 3aKMOYeHHIM, YKa3aHHBIM
B MyHKTe 25 Hacrosmux IIpaBui, npunaratoTcsi MOJHOTEKCTOBEIE MyOIHKALIHH
TaKuX HCClIeTOBaHUM.".

13. B nynkre 26 cnoBa "(00 HMCKIIOYEHHMM, OTKa3e BO BKIIOYCHHH)"
UCKJTIOYUTH.

14. ITynxt 26' mocne coB "MUHUMAIBHOTO accopTUMeHTa" JOMONHUTH
cioBaMH ", a TaKXKe IpPH TMOCTYIJIEHHH TMPEIJIOKEHUS 00 HCKIIOYEHUH
JIEKapCTBEHHOIO IIperapaTa U3 epeyHeil © MUHUMaJIbHOTO acCOpTUMeHTa".

15. B ab3aune BropoM mNyHKTa 27 cioBa "NMeKkapcTBEHHOro mnpemnapara”
3aMEHHUTH CIIOBaMM 'JEKapCTBEHHBIX IpEnapaTroB B paMKax Mpe1araeMoro
K  BKIIOYEHHIO  MEXIYHapOJHOTO  HEMaTeHTOBaHHOTO  HaMMEHOBaHMsI
(Ipy1 OTCYTCTBHMM TaKOro HAaMMEHOBaHUS - B paMKaX TPyNIHUPOBOYHOrO HJIH
XUMHYECKOro HAMMEHOBaHHUsA)".

16. Ilynkr 31 nononHuTs ab3alemM cleayomero Coaep)KaHus:

"B cmyyae paBeHCTBa TOJIOCOB  peIIAIONIMM  SIBISETCS  TOJOC
npejcenareabCTBYIONIETO Ha 3acelaHHH KOMHUCCHU." .

17. I1yHKT 35 U3510)KUTh B CleAyIOLEel pelaKiuu:

"35.1lo pesynprataMm 3aceaHMii KOMHCCHM TOTOBSTCS IPOEKTHI
pacniopsbkenuil  IlpaButensctBa Poccuiickoit @Denepanyii 0  BHECEHUH
U3MEHEHMH B NIEPEYHH ¥ MUHHUMAJIBHBIA aCCOPTUMEHT, KOTOpPble (hOPMHPYIOTCS
0 MEeXIYHapOAHBIM HENAaTeHTOBaHHBIM HAaUMEHOBAHUSM JIeKapCTBEHHBIX
npenaparoB (P OTCYTCTBMM TAaKUX HAUMEHOBAaHUH - MO MPYMITHPOBOYHBIM HIIH
XUMHYECKMM HAUMEHOBAaHHSAM) C yKa3aHHEeM IIpU HEOOXOIMMOCTH OCHOBHOIO
3JIEMEHTA MJIM JOIOJHUTENBHOIO 3JIEMEHTA JIEKAPCTBEHHBIX (OPM, KOTOpHIE
pasMemialorcsi  Ha  oQUUMANIBHOM  caiiTe B CeTH "HUutepuet”
Ha cpok He MeHee 10 pabounx gHei.".
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18. B nyHkre 36 cnoBa "IIpoekTel mepeyHel" 3aMEHUTh CJIOBaMH
"M3MeHeHHUs B NPOEKTHI MepeyuHei’.

19. B npunoxxenuu Ne | k ykazanasim [ Ipapunam:

a) MOAIMYHKT 1.3 myHKTa | UCKIIOYUTH;

6) B myHKTe 3:

MOANYHKT 3.4 NOMOJHUTH ab3aleM ClIe/IyIOLIEro COAePIKaHuUS:

"perucTpanusi B KauecTBe Op(aHHOro JEKapCTBEHHOrO Mpernapara
(ma/Her);";

NoAnyHKT 3.7 rmociie cioB "3aperMcTpMpOBaHHOTO JIEKAPCTBEHHOIO
npernapara,” IONOJHUTh CJIOBaMH "'B TOM YHCJIE 3KBUBAJICHTHBIE,";

MOAMYHKT 3.8 mocine cjioBa "BOCHPOU3BEACHHBIX" IOIMOJIHUTH CIOBaMHU
"1 OMoaHaJIOrOBBIX (OMONOI00HBIX)";

B) CHOCKY YETBEpPTYHO JAOMNOJHUTH TEKCTOM CJIEAYIOLIETO COMSpPKaHHS:
"IlnanupyeMass K TOCyJapCTBEHHOM pErucTpaldd LE€Ha Ha JIeKapCTBEHHBIN
npernapar Mo WHULMATHBE 3asBUTEN YKa3bIBAETCS IO KAKHOH JO3MPOBKE, a
TaKk)ke MOXeT OBITh YyKa3aHa LieHa, KOTOPYH TPOU3BOJUTENh ILIAHUPYET
3aperucTpUpoBaTh, B CIyya€ OJHOBPEMEHHOI'O BKIIOYEHHUS B [epedeHb
JOPOTOCTOSIIIMX JIEKApCTBEHHbIX mpenaparoB. [lpu 3ToM mnpu pa3nuyuHBIX
YPOBHSIX LI€H NPEeJCTaBIEHHbIE UCCIEI0BaHUs BKIIOYAIOT pacyeThl Ha Oa3e Bcex
[UTAHUPYEMBIX K FOCYJapCTBEHHON perucTpauuu 1eH.".

20. B npunoxenuu Ne 2 k ykazansbiM [ IpaBunam:

a) B IyHKTE 2:

MOAMYHKT 2.6 mocie cJoB "3aperucCTPUPOBAHHOIO JIEKAPCTBEHHOTO
npernapara," JOIIOJIHUTH CIOBaMH "B TOM YHUCJIE DKBUBAJIEHTHBIE,";

NOAMYHKT 2.7 mociye ciioBa "BOCHPOU3BEACHHBIX" HOMNOJHUTH CJIOBAMH
"unu 6HoaHAIOrOBBIX (OHOMOTOOHBIX)";

6) noanyHkKT 3.3 nyHKTa 3 nocje cjaoBa "BOCMPOU3BEACHHBIX" JOMOJHUTD
cnoBaMH "HiH 6M0aHAOTOBBIX (OMOMOIOOHBIX)".

21. B npunoxenuu Ne 3 k ykazanHbiM [ IpaBriiam:

a) NOANYHKT 1.3 myHKTa 1 UCKITIOUUTE;

0) B myHKTe 3:

NOAIMYHKT 3.5 mociie cjioB "ekapcTBeHHbIE POPMBI" TOMOIHUTH CIOBAaMHU
" B TOM 4YHCJIe SKBUBAJIEHTHEIE,"

NoANYHKT 3.6 mocie cjioBa "BOCNPOU3BEAEHHBIX" IOMOJHUTH CIIOBaMH
"Hau OMOaHAJIOTOBBIX (OMOIMOAOOHBIX)";

B) B IyHKTE 5:

MOAMYHKTHI 5.1 U 5.2 UCKIIOYUTD;

B NOAIYHKTe 5.3 cioBa "ron, mpeauIecTBYIOIIMA' 3aMEHUTh CJIIOBaMHU
"3 ropga, npeAuecTByoMMe";
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CHOCKH MEPBYIO U BTOPYIO UCKITIOUHUTb.

22. Ilopmynkr 2.6 nyHkra 2 npuioxeHus Ne 4 k ykazanHsIM IpaBuiam
1ocJie cjioBa "BOCIPOM3BEIAEHHBIX" JIOMONMHUTH CIIOBaMH "HIX OMOAaHAIOTOBBIX
(buormogobHEIX)".

23. B npunoxenun Ne 5 k ykazanusiM [IpaBunam:

a) moanyHKTsI 1.1.3 1 1.2.3 myHKTa |1 UCKIIOYUTE;

6) B myHKTE 5:

MOAIYHKT 5.4 U3JI0XKUTH B CIEAYIOLIEN peqaKkLnu:

"5.4. mpencTaBieHUE B TEUYEHME  OJHOrO  KajleHJapHoro  roja
OpEeAIOKEHUSI B paMKax MEXIYHapOIHOT0 HENaTeHTOBAHHOTO HaWMEHOBAHMSI
JIEKapCTBEHHOIO Tpenapara (IpH OTCYTCTBUHM TaKOTO HAUMEHOBAaHHMSA - B paMKax
IPYNIIAPOBOYHOIO UM XMMHUYECKOT0 HAMMEHOBAHHUS ), 10 KOTOPOMY KOMHUCCHE#H
B TeKylleM Troay ObUIO BBIHECEHO pellieHHe 00 OTKa3e BO BKIIIOUYEHUH
(MCKJIFOUEHUHU) JIeKapCTBEHHOro mpenapara B IMepedyHH, MHHHUMAaJIbHBIA
ACCOPTUMEHT HWJIM B OTHOIIEHHWH KOTOPOTO OCYILECTBISETCS HOKYMEHTaJIbHast
PKCMEepTU3a WM  KOMIUJIEKCHAash OlleHKa, 3a UCKIIOUYeHHWEM  ciydvas,
npexycMoTpensoro  myHktoM 9 IlpaBin  GOpMHpOBaHMS — IepedHeil
JIEKapCTBEHHBIX MpenapaToB sl MeIULIMHCKOrO MPUMEHEHUS! U MUHUMAJIBHOTO
ACCOPTUMEHTa JIEKapCTBEHHBIX IIpenaparoB, HEOOXOMUMBIX JUIS OKa3aHHUs
MEIUIIMHCKONH TIOMOILHM, YTBEpPXIEHHbIX MocTaHoBiIeHUeM [IpaBuTenncTBa
Poccuiickoit ®@enepanuu ot 28 aprycra 2014 r. Ne 871;";

MOJMYHKT 5.6 U3J0XKUTH B CIEAYIOLIEH pelaKLhu:

"5.6. mpencTapieHue J10pabOTaHHOrO NPENOXEHHS I0C]e MOBTOPHOIO
OTKJIOHEHHS IO pe3yJibTaTaM JOKYMEHTaJIbHOM 3KCIepPTU3bL.";

B) mocne cnoBa "llpencemarens” MAOMOJHUTH CjiOBaMH '"(3aMECTHTENH
npejacenatens)"”.

24. B npunoxenun Ne 5' k ykazanusiM [Ipasuiam:

a) MyHKT 1 U3JI0KUTH B CleyIOLed peJakii1u:

"1. MeTtononoruiyeckoe KayeCTBO KIIMHUKO-3KOHOMHYECKUX
HCCJIeJOBAaHUM JICKAPCTBEHHBIX MpENapaToB M aHANIM3a BIUSHUSA Ha OOKETHI
OromkeTHOH cucteMsl Poccuiickoit @enepannn (aanee - 6104KeT) MPU3HACTCS:

a) BBICOKHM:

U1 KIMHUKO-3KOHOMUYECKUX MCCIIEJOBAHUH - TpPH OJHOBPEMEHHOM
coOoneHul TpeOOBaHMH, YyKa3aHHBIX B MYHKTax 2 W 3 HACTOSIIUX
TpebOBaHU;

JUI aHaJlM3a BIIUSHMA Ha OGIOIKET - MPH OJHOBPEMEHHOM COONIOACHUH
TpeOGOBaHUM, YKa3aHHBIX B MIYHKTaX 2 ¥ 4 HACTOSIIHUX TPeOOBaHUI;
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6) cpeaHuM:
JUISi KJIWHUKO-DKOHOMHYECKHX HCCIIE/IOBAaHUNA - TIPH OJHOBPEMEHHOM

" n "_n

cobmoaeHnn TpeOOBaHUM, YKa3aHHBIX B MoANyHKTax "a" - "r" u "e" myHkra 2,
noamyHkrax "a", "6" u "n" myHkra 3 HacTosSIMX TpeOOBaHUI;
JUIsL aHajii3a BIIMSHUSA Ha OIOIKET - MPH OJHOBPEMEHHOM COOJIIOJIEHUU

nn n_n " n

TpeOOBaHM, YyKa3aHHBIX B moAnyHkTax "a"-"r" wm "e" myHkTa 2,
noanyHkrax "a", "B" u "r" myHkTa 4 HacTOSILMX TpeOOBaHMIA;

B) HU3KHM:

UIS  KJIMHUKO-DKOHOMHUYECKHUX MWCCIEAOBAHUNA - TPU HECOONIOIeHUU

n,n n_n

OJHOrO M3 TpebOBaHW, yka3zaHHBIX B MOAMyHKTax "a"-"r" um "e" myHkra 2,
noamyHkrax "a", "6" u "n" nyHkta 3 HacTosMX TpeOoBaHUH;
IUIA aHaNM3a BIUSHUS Ha OO/DKET - NMpH HecoOJIOAEHUU ONHOIO W3

", n "n_1n " n

TpeboBaHMid, YyKa3aHHBIX B moAmyHkTax "a"-"r" wm "e" myHkTa2,
noamyHkrax "a", "B" u "r" myHkTa 4 HacTOAILMX TpeOOBaHMIL.";

0) B myHKTE 2:

B MOANMyHKTe "O" cioBa "CMEPTHOCTBIO M HMHBAIUWIU3aLMEN" 3aMEHUTH
CJIoBaMH '"CMepTHOCTbIO W HMHBanuau3auued. Ecnu sexkapcTBeHHBIH Mpenapar
npe/yiaraeéTcsi K BKJIIOYEHUIO B II€peY€Hb J>KU3HEHHO HEOOXOJHMMBIX M
BAXHEUIIIUX JIEKAapCTBEHHBIX IIpermapaToB ANl METULMUHCKOrO IMpPUMEHEHHUs
(manee - mepedeHb Ba)KHEMINMX JIEKapCTBEHHBIX IIpenapaTtoB) U (Wid) B
nepevyeHb JIEKapCTBEHHBIX IpenaparoB, NpelHa3HaueHHBIX I obecrnedeHus
i, OONBHBIX reMOQIIMed, MYKOBHCHHIO30M, THUNO(GU3apHBIM HAHU3MOM,
Oosie3Hplo ['omle, 370KkaueCTBEHHHIMM HOBOOOPa30BaHUAMM JHUMQPOUTHOM,
KPOBETBOPHOW W POACTBEHHBIX KM TKaHEH, pacCessHHBIM CKJIEpO30M,
reMOJINTUKO-YPEMUYECKUM CHHIPOMOM, FOHOLIECKHM apTPUTOM C CHCTEMHBIM
HayasioM, MykonoaucaxapuaosoM I, II u VI tunos, annactudyeckoil anemuein
HEYTOYHEHHOH, HacleICTBeHHBIM aedunutom dakropo Il (pubpunorena),
VII (nabunpHoro), X (Crioapra - Ilpayspa), a Takxke JuL [OCie
TpaHCIUIAaHTAllMM OpraHOB U (WJIM) TKaHEW (lajee - repedyeHb JOPOTrOCTOSIIMNX
JeKapCTBEHHBIX IIpernapaToB), W He MMeeT aHAJOrMYHOro Ipernapara
B COOTBETCTBYIOLLEM IepevHe (IIpeICTaBIsieT COOOM HOBBIN MOIXO K JISUEHHIO) -
oKa3aHHe, [0 KOTOPOMY IIPOBOJMTCS aHAIW3 BIMSHUS Ha OOKET,
COOTBETCTBYET 3a00JIeBaHUAM (COCTOSIHUSM) U3 TOH XK€ TPEeX3HAYHOH pyOpHUKH
MeXayHapoAHOM CTaTHUCTHYECKOW KiaccHuukanuu Oone3Hed H mpobiiem,
CBSA3aHHBIX CO 34OPOBBEM, YTO M IOKa3aHUE, cojepikalleecss B WHCTPYKIUH
M0 MeAULIMHCKOMY IPUMEHEHUIO Ipe/ijlaraeMoro JeKapCTBEHHOIo rpemnapara';
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B nmoAnyHKTe "B" cioBa "Hag0aBOK, YCTAHOBJIEHHBIX 3aKOHOJATEILCTBOM
Poccuiickoii ®enepauuu" 3aMeHUTh CJOBaMHU '"Hajlora Ha A00OaBJICHHYIO
CTOUMOCTB';

B) B MyHKTE 3:

B MNoAMyHKTe "a" cioBa "MUHUMM3ALUU 3aTparT’ 3aMEHUTh CIOBaMU
"MHHHUMHU3ALUKN 3aTpaT. XapaKTepPUCTHUKUA NalMEHTOB (I0JI, BO3pPACT, TEUEHHE
3aboneBaHus, ¢opma 3aboneBaHuUsA, cTaaus 3a0oyieBaHus, JHHUSA Tepalluy,
MpeIIIecTBYIOLasi Tepanus) U CPaBHUBAEMBIX IMPENapaToB (JeKapcTBEHHAas
dopMa, peXHUM JO3UPOBaHHUsA, CHOCOO BBEAEHUS)) B  KIMHUYECKHX
HCCIIEIOBAHUSIX, pe3yJbTaThl KOTOPBIX HCIHOJNB30BaHbl s OOOCHOBaHUS
BbIOOpa MeToJa KIMHUKO-3KOHOMHUYECKOrO HCCIEOBaHUS, COOTBETCTBYIOT
XapaKTepUCTHKAM [1allMEHTOB M CPaBHHUBAaE€MBIX MpenapaToB, OLIEHUBAEMBbIM B
KIIMHHKO-3KOHOMHYECKOM HCCJIEIOBAaHNH";

MOJAIMYHKT "0" U3JI0XKUTH B CIIEYIOLIEH peAaKIUu:

"0) eclM  JIGKApCTBEHHBIM IMpenapar npenjaraercs K BKIIOUEHHIO
B MepevyeHb BAKHEHIIMX JIeKapCTBEHHBIX IMpenaparoB, B KauecTBe Mpernapara
CpaBHEHUS UCTONB3YETCS  JIEKAQpCTBEHHBIM  mpemapar  (mpenapathi),
BKJIIOUCHHBIA B YyKa3aHHBIA II€peYeHb, €CJM JIEKapCTBEHHBIA Mpenapat
npejjiaraeTcs K BKIIOUEHUIO B MEpEYeHb JOPOTOCTOSILMX JIEKapCTBEHHBIX
IpernapaToB, B KayecTBe Ipernapara CpaBHEHHUS HCMOJb3yeTcs JIeKapCTBEHHBIH
npenapar, BKIIOUEHHBbIH B [Epe4YeHb JOPOrOCTOSALIMX JIEKapCTBEHHBIX
npenapatoB. [Ipenapar cpaBHeHUs JODKEH NPUMEHSATHCA B TEKYUIEH MpakTHKe
JleYeHusd MalMEHTOB IO TEM JKe€ IOKa3aHWsIM M B TaKOH e KIHMHHYECKOH
CUTyallUd, 4YTO M MpeAjaraeMblii JIeKapCTBeHHbIH mpenapat. OnTuMaibHOU
aNbTepHATUBOM  JUIsI  CpaBHEHUS  sIBIsieTcs  Haubosiee 3¢ GdeKTUBHBIM
U3 JIEKapCTBEHHBIX MPENapaToB, BKIOUEHHBIX B MEPEUECHb U UCIOJIB3YIOLIUXCS
Mo TeM e [IOKa3aHUsIM U B TaKOH € KIMHUYECKOW CHUTyalHH, 4TO
M TpeAjiaraeMblid JIEKapCTBEHHBbIM mpenapar. [lpu HaluuuKM HECKONBKUX
JIeKapCTBEHHBIX IPENApaToB C OAMHAKOBOH 3((EeKTUBHOCTHIO ONTHMAIBLHON
aNbTEpPHATUBHOM /11 CpaBHEHHUs SBJSETCS TOT M3 HHUX, KOTOPBIH
XapaKTepU3yeTCs] HAaUMEHbIIEH CTOMMOCTBIO 3a Kypc JieueHus ;"

MOANYHKT "K" U3JI0KHUTH B ClIeAyIOLIEN pelaKIuu:

"JK) NPOBOJUTCS aHAIM3 YYBCTBUTEJIBHOCTH pe3yJbTaTOB pacyeToB
K U3BMEHEHHUSAM CIIEAYIOUINX [TapaMeTPOB MOJIENH

Ui aHalu3a MHHUMH3alMM  3aTpar: LieHa Ha I[peajiaraeMbli
JIeKapCTBEHHBIH Mpernapar U LeHa Ha IpenapaTt CpaBHEHUS;

IS aHanu3a COOTHOIIEHHs 3aTpaT W 3(PGEeKTUBHOCTH: lieHa
Ha MpeJijlaraeMblil JIeKapCTBEHHBIA Mperapar U [eHa Ha mpernapaTr CpaBHEHHS,
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nokazareii KIMHUYEeCKOW 3¢ ¢EeKTUBHOCTH IMpeajaraeMoro JieKapCTBEHHOIO
Ipernapara ¥ mpenapara CpaBHEHHs.";

T) B IyHKTE 4:

B MMOANMyHKTe "0" cioBa "oNTUMANIBHBIN" U "MPUMEHEHHS JIeKapCTBEHHOTO
npenapara’ UCKIIOYHUTE;

B MOAMyHKTe '"r" cloBa "BpeMeHHOW mnepuoa”’ 3aMEeHUTh CJIOBaMU
"BpeMeHHOU nepuo. [Ipu 3ToMm ecnu JilekapCcTBEHHBIN Npenapar MpeajiaraeTcs K
BKJIIOYEHUIO B NEpeueHb Ba)KHEHIIMX JIEKAPCTBEHHBIX MpenapaToB M (Wid) B
fepedYeHb AOPOrOCTOAIIMX JIEKAPCTBEHHBIX NpENaparoB, TEKyIllas I[paKTHKa
M OXujaeMas MpakTHKa Tepanmuy BKIIOYAIOT B ce0s TONBKO JIEeKapCTBEHHBIE
npenaparbl, BKIIOYEHHBIE B COOTBETCTBYIOIIMI MEpeyYeHb U MPUMEHSIIOLIUECS
B MIpaKTUKE JICYEHHsS MALMEHTOB MO TOMY € IOKa3aHWI0 M B TaKOH ke
KJIMHUYECKOW CUTYaLlMH, YTO U MpejiaraeMblii JeKapCcTBeHHBIN npenapart”;

MNOANYHKT "1" U3T0XKUTH B CleAyIOlleld peJaKiuu:

"I) BBINOJHEH aHaJIW3 YYBCTBUTEJBHOCTH pPE3YJbTAaTOB PacueToOB
K HM3MEHEHHUSM I[1apaMeTpPOB MOJEJM: LIEHbl Ha JIEKapCTBEHHBIE Mpenaparsi,
YUCIEHHOCTU L€NEeBOM IMOMYJSILMM MALWEHTOB W YHUCJEHHOCTH (J0JIM)
MaLMeHTOB, MOJMY4YarolUIKX Npe/iiaraeMbli JIeKapCTBEHHBIN npenapar.”.

25. B npunoxennu Ne 6 k ykazanusiMm I IpaBusiam:

a) B ab3aue BTOpoM B rpade "XapakTtepucTtuka mnokaszatens” paszziena
"[llkana OLEHKU YpoBHEH YOeAUTEeNBHOCTH JOKAa3aTeIbCTB KIMHHYECKHX
WCCJIeIOBaHUN  JIEKQpCTBEHHBIX  mpenapatoB"”  cioBo  "(UcKiIrOYeHUs )"
HCKIJIIOYHTB;

6) nyHkt 4 pasnmena "lllkama  KIIMHUKO-3KOHOMHYECKOHW  OLICHKHU
JIEKapCTBEHHOI0 Mpenapara" W3JI0kKUTh B CeAyOlIel pelaKIuu:

"4, Knunuueckast 3QpPpeKTUBHOCTH MpeIaraeMoro JIeKapCTBEHHOTO
npenapara CTaTUCTUYECKH 3HAYUMO Bbie'’ KIMHUYECKOH
3¢ (eKTUBHOCTH Ipenapara CpaBHEHUsI, IPU STOM IIPUMEHEHHE
JIeKapCTBEHHOTO Mpernapara XxapakTepu3yercs OOJIbIINMU 3aTpaTaMH,
yem NpUMEHEHHE ITpernapara CpaBHeHI/IHl

4.1. WHKpEeMEHTHBIN MOKa3aTelb COOTHOLICHUS 6oiee 60 +9
3atpat ¥ 3QPeKTHBHOCTH LIS (6osee 40)"
Ipei/IaraeMoro JekapCTBEHHOTrO Mperapara ot 40 10 60 +8
HIDKE, YeM UHKPEMEHTHBIN MoKa3aTesb (o1 20 710 40)"
COOTHOIIIEHUS 3aTpaT U 3P PeKTHBHOCTH
Ipernapara CpaBHEHHUs ot 20 no 40 +7

(ot 10 10 20)"”

4789944



4.2.

4.3.

ot 10 o 20
(ot 5 1o 10)"
HHerMeHTHBIfI IMoKa3arejb COOTHOILICHHUS a0 10
3arpaT ¥ 3QPEeKTUBHOCTH MpeiaraeMoro (no 5)15

JIeKapCTBEHHOTI'O TpernapaTa CONOCTaBHM C
MHKPEMEHTHBIM T10Ka3aTeleM COOTHOLIEHHUS
3aTpatT 4 3(Q(YEeKTUBHOCTHU Mpenapara

CpaBHEHUSA
HHKpPEMEHTHBIN MOKa3aTeslb COOTHOILEHHS 6onee 60
3aTpaT U 3¢ PEeKTUBHOCTH NPE/IaraeMoro (6oxee 40)"
JIEKapCTBEHHOTO TIpenapara BblIie oT 40 510 60
HHKPEMEHTHOT'O TOKa3aTeJisi COOTHOILCHHUS (o1 20 10 40)"°
3aTpat U 3¢ PEeKTUBHOCTH IpernapaTa

CpaBHEHHS ot 20 no 40

ot 10 mo 20
(ot 5 o 10)"”

(ot 10 10 20)"”

+6

+5

+1

+2

+3

+4",

B) B pazzgenie "lllkana oueHKH BIMSHMS JIEKapCTBEHHOrO MperapaTa Ha
O10KeThI 010/KETHOM cucteMbl Poccuiickoi Menepanuu’:
NYHKTHI | U 2 TONOJHUTE CJ10BaMH "TIO CPaBHEHMIO C TEKYLIeH MPaKTUKOM

",
TEpalluu

"3,

4789944

MyHKT 3 U3JIOXKUTH B CJIEAYIOLIEH peaaKkluu:

[IpumeHenue npeajaraeMoro ot 10 no 20
JIeKapCTBEHHOrO Nperapata NPUBOIMT K ot 20 110 40
YBEJHUEHUIO NPSMBIX MEIULMHCKHUX 3aTpat

110 CPAaBHEHUIO C TEKYIIEH MPaKTHKOM ot 40 510 60
Tepalnu Oounee 60

0

-1

-2
3"

r)B rpade "Kpurepuu onenku" pasgena "lllkaia KoaudecTBEHHOM
OLICHKH JIOMOJIHUTEIBHBIX JaHHBIX O JIEKApCTBEHHOM Ipenapare":

a63a1l BTOPOM MU3JI0KUTh B CJIEIyIOLEN peAaKIIUu:

"Hanu4ue 3aperucTpupOBaHHbIX B aa
Poccuiickoii ®denepanuy BOCIpoOU3BeACHHBIX
HJIK OH0aHaANIOroBhIX (OHOTIOTOOHBIX )
JIEKapCTBEHHBIX MpPenapaTroB

HECT

+1
0";
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B abz3ame TpeTrheM cloBa ", YTBEPKISCHHOM  pAaCIOPSHKCHHEM
[IpaButenscTtBa Poccuiickoit ®enepauun ot 6 wmronsa 2010 r. Ne 1141-p"
UCKITIOYUTE;

1) CHOCKY 12 M3J0XUTH B CIENyIOLIEN pelakluu:

"2 B criydae eciiu eKkapCTBEHHBIH Ipemapar NpeTaraeTes K BKIIOUYSHHIO
B MepeyeHb BaXXKHEUIIUX JIeKapCTBEHHBIX MPENapaToB U HE UMEET aHAJIOTHIHBIX
JIEKapCTBEHHBIX IpernapaToB B INepeyHe BaXHEWUINMX JIeKapCTBEHHBIX
IpernaparoB (NpeICTaBIseT coO0 HOBBIM MOAXOA K JICUCHUIO ), HHKPEMEHTHBIN
[oKa3aresib COOTHOILIEHHUs 3aTpar ¥ 3D (EKTHUBHOCTH IS HETO CpPaBHHUBACTCS
C MHKPEMEHTHBIM II0Ka3aTelleM COOTHOILEHHUS 3aTpaT U 3(PGhEeKTUBHOCTH IS
JEKapCTBEHHBIX IpEnapaTroB, BKIIOUYEHHBIX B  [E€peYeHb BaXKHEUINX
JIeKapCTBEHHBIX MpENapaToB U MPUMEHSIOMIMNXCS [TpH 3a00JIEBAHUSAX U3 TOTO XKe
Ki1acca  MeXIyHapOIHOH  CTaTUCTMYECKOH  Kiaccudukanuu  OonesHei
U MpobieM, CBSI3aHHBIX CO 3I0pOBbeM. B ciydae eciau JieKapCTBEHHBIN
mpernapar mpeiyaraeTcsi K BKIIOYEHMIO B MepedYeHb JOPOTOCTOSIIUX
JIEKapCTBEHHBIX MPENapaToB U HE MUMEET aHAJIOroB B MEpeYHE JOPOTrOCTOSLIUX
JIEKapCTBEHHBIX NPENapaToB, MHKPEMEHTHBIN MOKa3aTeslb COOTHOIICHUS 3aTpar
U 3¢GbeKTHBHOCTH AJIS HEro CpaBHUBAeTCS C HMHKPEMEHTHBIM IIOKa3arejiem
COOTHOLIeHHs 3arpaT U 3(GE(EKTUBHOCTH Ui JIEKAPCTBEHHBIX IPENaparTos,
BKJIFOUYEHHEBIX B [IEPEUEHb JOPOrOCTOSIIMX JIEKAPCTBEHHBIX MPENapaTos.

CpaBHUBAIOTCSI HMHKPEMEHTHBbIE MOKa3aTelld COOTHOIIEHHs 3aTpaT
U 30(EeKTUBHOCTH, pPACCUMTAHHbICE HA OJMHAKOBBIA KIMHUYECKUH 3hdekT
(HocTHXKEeHHE BBI3AOPOBIIEHHUS, PEMUCCHM, TOJl COXPAHEHHOM >KHU3HH, TIOJ
COXpaHEHHON KaueCTBEHHOH )XU3HU U 1p.).";

e) B cHocke 14 cnoBa "(He MeHee 6 OamioB XOTA OBl MO OAHOMY U3
3asBJICHHBIX T[OKa3aHWi)" 3aMeHUTH ciaoBaMu "(He MeHee 2 OajuloB s
opaHHBIX JIEKAPCTBEHHBIX [penapaToB, He MeHee 6 OaloB I HHBIX
JIEKapCTBEHHBIX NPenapaToB)";

’K) IONOJIHUTH CHOCKOMH 15 cneayroliero coaepaHus:

"> TInst opdaHHBIX NeKapCTBEHHBIX Npenaparos.”.

26. B npunoxenuu Ne 7 k ykazanHsiM [IpaBunam:

a) noAnyHKTe! 1.1.3 n 1.2.3 nmyHkTa | HCKITIOUHTB;

0) B MMyHKTE 3:

B noAmyHKre 3.3 cioBa "WJIM HUCK/IIOYEHHUIO JieKapCTBeHHblE (opmbi"
3aMEHHTD CII0BaMU "JieKapCTBeHHBbIE (DOPMEBI, B TOM YHCJI€ 3KBUBaJIEHTHBIE, "

noAnyHKT 3.4 mocne cioBa "BOCNPOU3BEACHHBIX" HOMOJHHUTH CIIOBAaMHU
"1 OMOaHAJIOroBbIX (OMOMOAOOHBIX)";

B) B ab3alle nepBoM IMyHKTa 8 CJI0BO "(MCKJIIOUEHHS )" HCKITIOYUTD.
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27. B npunoxxenuu Ne 8 k ykazaHHbM [ IpaBunam:

a) ab3an 4erBepThId mnoAanyHkTa "a" W noamyHkr "6" myskra |1
HCKIIFOYUTE;

0) B myHKTe 3:

B IMOJAMYHKTe "B" CJI0OBa "WJIM UCKJIIOYEHUIO" UCKIIIOUHTE;

noAnyHKT "r" mocne cioBa '"'BOCIPOU3BEJEHHBIX'" OMOJHUTH CJIOBaMU
"unu OroaHaoroBeiX (OUOMONOOHBIX)";

B) B noJnyHkTax "a" u "6" nyHkTa 4 cioBa "BeiBoa (MeTomonoruveckoe
KaueCcTBO KJIMHUKO-3KOHOMHYECKMX HCCIEAOBaHMW U aHajiu3a BIUSHUS
Ha OIO/DKET YJIOBJIETBOPUTENBHOE WM HEyIOBIETBOPUTENBbHOE)" 3aMEHUTH
cnoBamu  "BbIBOA (METOLONIOTHYECKOE KayeCTBO KIMHHUKO-YKOHOMHYECKHX
HcclieIOBaHUM: BBICOKOE, CpellHee WIIM HU3Koe)";

') B IyHKTE 5:

B mnoanyHkTe "a" HaumeHoBaHue rpadsr "Homep peructpanimoHHOTO
yIOCTOBEpEeHUs] (s BKIIOYAEMOrO0 WJIM HCKIIIOYAaeMOTo JIEKAPCTBEHHOTO
mperapara) MM KOJMYECTBO  PETUCTPALMOHHBIX  YJOCTOBEpPEHHH  IUis
JIEeKapCTBEHHBIX  IpenaparoB, BKIIOYEHHBIX B  MepeYeHb  IKHU3HEHHO
HEOOXOAUMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX [penaparoB" H3JI0XUTH
B CJIeJIyIOIIEei pelaKIin:

"HoMep perucTpalliOHHOro yJOCTOBEpeHHs (B cilydyae HaJIMYUS OJHOTO
pPETUCTPALIAOHHOIO  YJIOCTOBEPEHHUSI) MU KOJHUYECTBO PEruCTPAaMOHHBIX
yaooCcTOBepeHHi (B  cllydae HaJIM4Yds  HECKOJBKHX  PErHCTPALlMOHHBIX
yIOCTOBEpEeHHUI )" ;

B rpade "Kpurepuu onieHku" noanyHkra "6":

ab3all BTOpPOM mocje clioBa "BOCHPOU3BENEHHBIX" JOMOJHUTH CJIOBaMHU
"W OMOAHATOTOBBIX (OHOMONOOHBIX)";

B ab3ale TpeTheM cioBa ", YTBEPXKIEHHOM pAaCIOPSHKEHHEM
[TpaButensctBa Poccuiickoit ®eneparu ot 6 urons 2010r. Ne 1141-p”
UCKIIIOYHTB;

J1) B yHKTE 6:

B ab3ale MepBOM CJ0Ba "MO HMCKIIOYEHHIO JIEKAPCTBEHHBIX MPENapaToB
M3 YKa3aHHBIX B MOANYHKTe "0" myHKTa 1 HACTOSIIETO 3aKIIOYCHHS MEpedHer
B paMKax COOTBETCTBYIOUIMX AaHATOMO-TE€PANEBTUYECKO-XUMHUUECKUX TPYIII
M JIEKapCTBEHHBIX IIpENapaToB, UMEIOIIMX aHaJOTMYHble MOKa3aHUsA, a TaKxke
TpeJIOKEHHUS" UCKITIOYUTB;

B HauMeHOBaHMM TIpadbl "CBemeHus Al MOATOTOBKH MpeaIOKeHUH
0 MWCKJIIOYEHHIO JIEKapCTBEHHBIX IpernapaTroB, a TakKXke IpeIoXeHUs

IO KOppeKIHu HAaMMEHOBAHUH JICKApCTBCHHBIX IIPpC€IIapaToB H HaHMEHOBaHUM
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JIeKapCTBEHHBIX (POPM JIeKapCTBEHHBIX MpemnapaToB” cjoBa "MO HUCKITIOYEHHIO
JIEKapCTBEHHBIX MPENapaToB, a TAK)Ke MPeAIOKEHU" UCKITIOUUTh.

28. B npunoxxennu Ne 9 k ykazanusiM [IpaBunam:

a) ab3all 4eTBepThIi moanyHKTa "a" u ab3al] yeTBepTHId MOMMyHKTa "O"
MYHKTA 3 UCKIIOYUTE;

©) NyHKT 4 JONOJHUTE CJIOBOM "(IIEpEUUCIUTD)";

B) MOAMYHKT "B" MyHKTa 5 U MyHKT 6 mociie cjioBa "BOCIPOU3BEACHHBIX"
JOTNOJIHUTH CJIOBaMH "WiiM OMOaHAIOrOBBIX (OHOMOAOOHBIX)";

r) B MyHKTe 9 mociie clI0B "KOMIUIEKCHOHM OIeHKH" JOMOJHHMTH CJI0BaMH
"(BbICOKOE, CpeAHee WJIM HHU3KOE), a TakkKe pe3yJlbTaThl OLEHKU

JIOTIOJIHUTEJIBHBIX [TOCNIEACTBUI IO JIEKApCTBEHHOMY Iipernaparty".
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