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MOCKBA

O BHeceHMH H3MeHeHHH B noctaHoBjieHUe [IpaBuTebecTBa
Poccuiickoii ®enepauuu ot 26 nexadpa 2011 r. Ne 1155

IIpaBurenscTBo Poccuiickolt @enepaiui mOCTAHOBJ S €T :

l. VTBepauTe mnpuaraeMble U3MEHEHUS, KOTOpPBIE BHOCATCA B
nocranosinenue [IpasurensctBa Poccuiickoit ®enepanuu ot 26 nekadbps 2011 r.
Ne 1155 "O 3akymkax JeKapCTBEHHBIX IMperaparoB, TMpelHa3HAYEHHBIX IS
obecriedeHus: UL, OOJBHBIX reMOGMINeH, MyKOBUCIHIO30M, TMITO()U3APHEIM
HaHU3MOM, Oone3Hplo [omie, 3J0KaYeCTBEHHBIMH HOBOOOpa3OBaHMSIMHU
nuMGOUIHON, KpPOBETBOPHOW M pPOJCTBEHHBIX WM TKaHed, pacCesHHBIM
CKJIEpO30M, JIMII IIOCIIe TpaHCIUIaHTalMU opraHoB U (WiH) tkaned" (CobpaHue
3akoHodatenscTBa Poccuiickoit ®epepanuu, 2012, Nel, cr. 186; Ne 37,
cT. 5002; 2015, Ne 18, ct. 2709).

2. HacTos1ee mocTaHOBJIEHUE BCTyIaeT B cuity ¢ 1 ceHtssopst 2016 .

IMpencenarens [IpaButen

Poccuiickoit ®enepa JA.Mensenen
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VTBEP)XIEHBI
IMOCTAHOBJICHHUEM HpaBI/ITeJIBCTBa

Poccuiickoit ®enepanuu
ot 11 aBrycra 2016 r. Ne 784

U3IMEHEHMHI,

KOTOpbIe BHOCHATCS B noctaHoBjaeHue [IpaBurenbcTBa
Poccuiickoii ®enepanuu ot 26 nexadpa 2011 r. Ne 1155

1. B nynkre 3:

a) B ab3ane nepBoM cioBa "®enepallbHOMY MeEIUKO-OHOIOTHYeCKOMY
areHTCTBY M OpraHam" 3aME€HUTH cJIoBoM "OpraHaM”;

6) B abzaune BrOpoM cioBa "®enepalbHOro MEIUKO-OHOIIOTHYECKOTO
areHTCTBa U HUCKIIOUYUTH,

B) B a03alle TpeTheM CJIOBa 'COOTBETCTBEHHO B [OJBEIOMCTBEHHBIC
dbenepanbHbie yUpexxAeHUs 3APaBOOXPAHEHHUS], & TaKkKe" UCKITIOYHUTb.

2.B IlonoxxeHun O  3aKylmkKax JIEeKapCTBEHHBIX  MpenapaTos,
npeJHa3HauYeHHBIX  [uIst  o0ecredeHUst  JHL, OOJNIbHBIX  reModuiIHel,
MYKOBHMCLIM030M, runogu3apHsIM HAHU3MOM, 00JIe3HBI0 [omre,
3JIOKAYECTBEHHBIMU HOBOOOPa30BaHUAMH JUMMOUIAHOH, KPOBETBOPHOH W
POJICTBEHHBIX UM TKaHEH, pacCcesiHHbIM CKJIEPO30M, JIULL MOC/Ie TPAHCILIAHTALIHH
OpraHoOB U (WJK) TKaHEH, YTBEP)KICHHOM YKa3aHHBIM MOCTAHOBIEHUEM:

a) B myHKkTe | crnoBa "denepanbHbIM YUPEKACHHUIM 3APABOOXPAHEHUS,
noaBeoMcTBeHHbIM  DenepaibHOMYy MEIUKO-OHMOJIOTUYECKOMY areHTCTBY,
a TaxKe" UCKIIIOYNTD,

0) MyHKT 2 U3JI0XXUTH B CIEAYIOIIEH peaakyu:

"2. OpraHbl HCIIOJHUTENBHOMU BiiacTu cyobekToB Poccuiickoit denepamuu
OmpeNeNnsioT OpraHU3alldd, HMEIOIIHe JHIEH3UI0 Ha (apMaleBTHYECKYIO
JEesITENbHOCTh, B LEJNAX OCYLIECTBIEHUS IMOCTaBKU JTHM OpPraHU3alUsSIM
JIeKapCTBEHHBIX MpeEnapaToB (Jajee - OpraHu3aluu-noayJareny).";

B) B nyHkTe 3 cnoBa "®enepanbHoe MEAUKO-OHOIOrMYECKOE areHTCTBO
U OpraHel" 3aMEHHUTH cJIoBOM "Oprassl”;

r)B nyHkre4 cinoBa "®enepallbHOTO  MEIUKO-OMOJOTrHYECKOTO
areHTCTBA " UCKIIIOYHTH;
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J1) TyHKTBI 8 U 9 U3JI0KUTH B CIIEAYIOIIECH pelaKliH:

"8. MunHucTepcTBO 3apaBooxpaHenus Poccuiickoli @enepaliuu B TeHeHHE
14 pabouux mHEH cO MHS MOCTYIJIEHWS aKTa MpHeMa-Nepeaadyrd OCYIIEeCTBIAET
y4eT JIEKapCTBEHHBIX NPENapaToB U U3AAET PaCIOPAAUTEIbHBIN akT O repeaaye
JeKapCTBEHHBIX IMpernaparoB B COOCTBEHHOCTh CYOBEKTOB Poccuiickoi
Qenepauyu ¢ yKa3aHHEM HOMEHKJIATyphl, KOJMYEeCTBA U CTOUMOCTH
JIEKApCTBEHHBIX [IPENapaToB.

9. MuHucTepcTBO 3apaBooxpaHenus Poccuiickoit @enepaliuu B TeUEHHE
5 pabouux JHEN co OHS U3/IaHUs pacOPSIUTENILHOTO aKTa, peyCMOTPEHHOTO
NyHKTOM 8 Hactoswmero llonokeHus, HampaBiseT B OpraH HCIHOJHHUTEIbHOR
BiacTu cyObekta Poccuiickoit ®enepanuu B 2 SK3eMIUISIpaxX HU3BELIEHHE O
[IOCTaBKe JIEKAPCTBEHHBIX MIPENapaToB M akT NpueMa-nepegayu.";

e) myHkThl 10 1 11 npu3HaTh YyTPATUBIIUMHU CHITY;

) B myHKTe 12 cioBa "B TeueHue 5 pabouux qHeH" 3aMEHHUTH CIIOBaMH
"B Tedenue 14 pabounx nHen";

3) B nyHkre 14 cnoBa "®enepanbHOro MeIHKO-OMOIOTHYECKOTO
areHTCTBa UIX" UCKIIIOUYHUT;

1) IOTOJIHKTB MyHKTOM 14' criemyromero comepkanus:

"14!, MuHnuctepctBo  31paBooxpaneHuss  Poccmiickor  ®Denepauuu
B YCTaHOBJIEHHOM UM IOPSAJIKE OCYLIECTBISECT MOHUTOPUHI JABHXKEHUS M Y4eTa
JIEKapCTBEHHBIX IpenapaToB B cyObekTax Poccuiickoii denepanyu, TOBOAMT
O CBEJIEHUs YIMOJIHOMOYEHHBIX OPTraHOB UCIOJHUTEIHHON BJIACTH CYOBEKTOB
Poccuiickoit Penepanuy nonydyeHHbIE MO pe3yjibTaTaM MOHUTOPHHTA HaHHBIE,
B TOM 4YHCJIE O HOMEHKIAType, KOJUYECTBE U CTOUMOCTH JI€KapCTBEHHBIX
npenaparoB, 00 OTCYTCTBUM MNOTPEOHOCTH B OTAEIBHBIX JIEKAPCTBEHHBIX
nperapatax Jgub0 O  TOSBIEHHH  AOINOJHHUTENBHOW  MOTpeOHOCTH B
JIEKapCTBEHHBIX IIperapaTax B CBA3M C W3MEHEHUEM YMCIEHHOCTH JIHII,
BKJIIOYEHHBIX B PErMOHAIBHBIN cerMeHT PenepalbHOro perucTpa Jiil, 601bHBIX
remo¢uireii, MyKOBHUCIHMIO30M, THIIOQHU3APHEIM HaHHU3MOM, Oone3ubio [ore,
3JI0KQYEeCTBEHHBIMU HOBOOODPa30BaHUSAMHU JUMGOHIHOW, KPOBETBOPHOH W
POACTBEHHBIX UM TKaHEH, paCCEsIHHBIM CKIIEPO30M, JIML] [TOCJE TPaHCILIaHTaIlUuN
OpraHoB W (WJIM) TKaHEW, a TaKKe B CBA3M C MU3MEHEHHUSMH B Ha3HAYEHHUIX
MEIWIMHCKAMH pabOTHUKAMH JIEKAPCTBEHHBIX IIpernapaToB  yKa3aHHBIM
OOJBHBIM, W  COIJIACOBBIBA€T  3afBKM  YIOJHOMOYEHHBIX  OpPraHoB
HUCIIOJTHUTEIbHOH BJIaCTH CyOBEKTOB Poccuiickoii Oenepannun 0
[epepaclpeeieHM  JIEKapCTBEHHBIX  IpernapaToB MeXIy CcyObeKTaMu
Poccutickoit ®enepauun. CornacoBaHHass MUHUCTEPCTBOM 3ApaBOOXpaHEHHUS
Poccuiickoit ®enepaunn 3asBKa SBISETCS OCHOBaHHEM I Iepeayvd
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JIEeKapCTBEHHBIX IpenapatoB OogHUM cyObekToM Poccuiickoii ®enpepanuu B
coOCTBEeHHOCTD ApyroMy cyobekty Poccuiickoii ®enepanuu.”;

K) MyHKT 15 U3705KUTH B CIeAYIOIIEHN pelaKiUu:

"15. MunuctepctBO  3apaBooxpaHeHHst — Poccuiickoir ~ ®Depepaiuu
NpEeACTaBISIET €XKEKBapTallbHO, J0 10-ro uwucna Mecsma, Cleaylomero
3a OT4eTHbIM KBapTaioMm, B DenepanbHylo ciyx0y Mo Ham3opy B cdepe
3[paBOOXPAHECHHs CBEAEHMs O Ilepellade JIEKapCTBEHHBIX IMpenapaToB U
COIJIaCOBAHHBIX 3af4BKAaX O IEPEepaclpesiesieHUN JIEKApCTBEHHBIX IIpernaparoB
Mexay cyOpektamu Poccuiickoil ®ezgepalu JUisl OCYIIECTBICHHUS KOHTPOJIS
3a [IeJIEBBIM UCIOJb30BaHUEM JIEKAPCTBEHHBIX MMPENapaToB.”.
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