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Jiz

Ha Ne oT

O nopsiake LeHo0Opa3oBaHus Ha JICKapCTBECHHBIC
npernaparsl BHOBb BKIFOUCHHBIC B IEPEYCHb KUZHEHHO
HeO6XOZ[I/IMI>IX Y BOXKHEHUIIINX JICKapCTBECHHBIX
npenaparoB

B cBa3u ¢ BerymuieHueM B cuiny pacnopsbkeHust [IpaBurtenscTBa Poccumiickon
@enepanun ot 24.08.2022 Ne 2419-p «O BHeceHMM HW3MEHEHHW B PACHOPSIKECHHE
[IpaBurensctBa P® ot 12.10.2019 Ne 2406-p» m mnocrymnenuem B PAC Poccum
oOpallleHlii 0 BONPOCY pa3zbsICHEHUs MOpsAAKa LEHOOOpa30BaHMS Ha JIEKAPCTBEHHBIE
npenaparsl MOCJIE€ MX BKIIOYEHHS B MEPEYEHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX
JexkapcTBeHHbIX mnpemnaparoB (nanee — nepeueHb KHBIII) ®AC Poccuu cooOuraet
CIIeyoLIee.

B coorBerctBum ¢ Ilomoxenuem o DenepanbHON aHTUMOHOMOJIBHOW CITyXOe€,
yTBEpKJI€HHOM TNocTtaHoBiIeHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 30.06.2004
Ne 331, ®AC Poccum sBiIgeTcss YMNOTHOMOUYEHHBIM (penepanibHbIM  OpraHOM
UCTIOJHUTEIBbHOW BIJIACTH, OCYUIECTBISIOMIMM (YHKUHUU IO MPUHITHIO HOPMATUBHBIX
IPABOBBIX aKTOB M KOHTPOJIIO 3a COOJIIOCHUEM 3aKOHOJATENIhCTBA B TOM 4YHCIE B cepe
rOCY/IapCTBEHHOTO PETYIUPOBaHUS 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

B coorBerctBum ¢ myHKTOM S mnocraHoBieHus lIpaBurenbctBa Poccuiickoi
@eneparun ot 29.10.2010 Ne 865 «O roCymapCTBEHHOM PpETYJIHPOBAHUM LIEH
Ha JICKapCTBEHHbIE IMpenaparhbl, BKJIIOYEHHbIE B TMEPEYEHb >KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIINX JIeKapCTBEHHbIX mpenaparoBy @POAC Poccum B TOM 4HClE HaJeleHa
MOJIHOMOYMSIMU [0 Pa3bsICHEHUIO NPUMEHEHHUS MpaBWil, YTBEPKACHHBIX YKa3aHHBIM
IIOCTAHOBJICHUEM.

Yacteto 8 cratbm 61 @enepanbHoro 3akoHa or 12.04.2010 Ne 61-®3
«O06 oOpamieHud JIGKQpCTBEHHBIX CPeACTB» (masnee — 3akoH 00 oOpaieHuu
JIEKapCTBEHHBIX CPEJICTB) YCTAaHOBJIEHO, YTO HE JAOIMYCKAaIOTCS pealu3alus U OTIYCK
JIEKapCTBEHHBIX MPENaparoB, BKJIIOYEHHBIX B MEPEYEHb IKU3HEHHO HEOOXOAUMBIX
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Y BOKHEMIIMX  JIEKAPCTBEHHBIX  MpPENaparoB, HAa  KOTOpPbIE  MPOU3BOAUTEISMHU
JIEKapCTBEHHBIX MPENApaToOB HE 3apETUCTPUPOBAHA MPEIEIIbHAA OTITYCKHAS IEHA.

Takum oOpazoM, peanuzalds M OTIYCK OpPraHW3alMsIMUA OINTOBOH TOPTOBIH
Y OpraHu3alMsIMA  PO3HUYHOM TOPIOBIIM JIEKAPCTBEHHBIX MpENaparoB, BKIIOUYECHHBIX
B [IEPEYEHb JKU3HEHHO HEOOXOAMMBIX M BaXHEUIIUX JIEKAPCTBEHHBIX MpenapaTroB
pactiopsikenueM lIpaBurensctBa Poccuiickoin ®enepaunu ot 24.08.2022 No 2419-p,
3alpenIeHbl 0 TOCYIAPCTBEHHOM PETUCTpPAallMM MX IPEACIbHBIX OTIYCKHBIX ILEH
MIPOU3BOAUTENEH.

Ilociie  rocynapCTBEHHOW  PErucTpalMd  INPEACIbHBIX  OTHYCKHBIX  LIEH
IIPOU3BOAUTENIEN HA BBIIICYKA3aHHbBIC JIEKAPCTBEHHBIE ITPENAPATHI, BIIEPBbIE BKIKOUEHHBIC
B [IEPEUCHb KU3HEHHO HEOOXOJUMBIX W BAXKHEWIINX JIEKAPCTBEHHBIX IMPENaparoB, HX
peanm3anusi OpraHu3anusIMu ONTOBOM TOPTrOBIM U OPraHU3ALUSIMUA PO3HUYHOW TOPTOBIU
JICKapCTBEHHBIMHU TIpenaparaMyd JIOJDKHA OCYIIECTBISITBCS € COOMIOACHUEM HOPM,
IPEeTyCMOTPEHHBIX 4acThio 2 cTtatbu 63 3akoHa 00 OOpallleHUH JIEKAPCTBEHHBIX CPEJCTB
u [IpaBun (hopMupoBaHus OTHYCKHBIX LIEH Ha JIEKAPCTBEHHBIC MMpEIapaThbl, BKIOYCHHBIC
B [IEPEUYCHb KU3HEHHO HEOOXOAMMBIX W BaXKHEUIIMX JIEKAPCTBEHHBIX IMPENapaTos,
OpraHu3alUsIMU OINTOBOM TOPTOBJIM, ANTEYHBIMH OpPTaHU3AUUSIMU, WHIWBUIYATbHBIMU
MpEANPUHUMATENIMU u MEIUITUHCKUMU OpraHU3aIUsIMH, YTBEPKICHHBIX
nocraHoBienneM IlpaButensctBa Poccuiickoit ®denepanuu ot 29.10.2010 Ne 865
(manee — [IpaBuiia popMupoBaHus 11€H).

B coorBerctBuM ¢ wacteto 9 [IlpaBun ¢dopmupoBaHus I1€H peanu3anus
JIEKapCTBEHHBIX  MpPENaparoB  OpraHM3alMUs MU ONTOBOM  TOPIOBJIM,  ANTEYHBIMU
OpraHu3alusMHM,  WHAUBUAYAJIbHBIMUA  MPEAINPUHUMATENSIMU U MEIUIHUHCKUMHU
OpraHu3alUsIMHU OCYIIECTBIISIETCS MPU HAIIMYHUM MPOTOKOJIA COITIACOBAHUS LIEH ITOCTaBKHU
JICKapCTBEHHBIX TMIPEMapaToB, COCTABIECHHOTO 1O (OpMe COMIACHO NPHIOKEHUIO,
3a UCKJIFOYEHUEM JICKAPCTBEHHBIX IMPENapaToB, KOTOPbIE HE ObUIA BKJIIOUEHBI B MEPEUCHb
KU3HEHHO HEOOXOJMMBIX W BaXXHEWINHMX JICKAPCTBEHHBIX IIpenaparoB Ha JaTy UX
MPUOOPETEHUS YKa3aHHBIMU OpraHU3alUsIMU U UHIMBUAYaJTIbHBIMU NMPEITPUHUMATEIISIMHU.

Hamnune Ilporokona cornmacoBaHus 1LEH NMOCTaBKU JICKAPCTBEHHBIX Ipenaparos,
BKitoueHHbIX B mepedeHb JKHBJIII (manee — IlpoTtokon coracoBaHusi 1i€H), MpU
peanu3alud  OpPraHU3alMsIMHU ONTOBOM TOProBiAM (MOCTABIIMKAMHU) JIEKAPCTBEHHBIX
npenaparoB, BKIOUEHHBIX B nepedeHsb JKHBIIII, permamentupoBano dacteio 9 IlpaBun
dbopMuUpoBaHUs 1I€H, B IEJIAX BO3MOXKHOCTA (POPMUPOBAHMS OpPraHU3ALUSIMH OINTOBOM
Y PO3HUYHON TOProBiu (TMOJTy4yaTeNlsIMH) OTIYCKHBIX II€H Ha OTH JIEKAPCTBEHHBIE
mpenaparel B cOOTBeTCTBUM ¢ I[IpaBunamu ¢opMupoBaHHS II€H, a TaKXKe B IEIAX
OCYIIECTBIICHUSI OPTaHaMH MCTIOJHUTEIHHOU BiacTu cyObekToB Poccuiickoin deneparumn
PETUOHAIBHOTO TOCYJAPCTBEHHOIO KOHTPOJISI 3a NMPUMEHEHHEM 3THUMHU OpPraHH3alUsIMHU
IICH Ha JIEKAPCTBECHHbBIEC MIPENApaThl.

COOTBETCTBEHHO ~ OpraHM3ali  ONTOBOM  TOPrOBIW,  KOTOPBIE  MOCHE
TrOCYIapCTBEHHOM  PErUCTpAllMM  TPENEIbHBIX  OTIIYCKHBIX II€H MPOU3BOJIUTEIICH
IJIAHUPYIOT peaI3alliio JICKAPCTBEHHBIX MPENapaTroB, KOTOPbIe ObUIA MPUOOPETEHBI UMHU
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0 BKJIKOUYEHUS JTUX npenaparoB B nepedeHb JKHBIIII, cocTaBisitoT MpoTOKON
COTJIACOBAHUS IIEH U YKa3bIBAIOT B HEM CIIEAYIOIIYIO HH(OpMAIIHIO.

[Ipn peanmmuzamuu  (mOCi€  pEruCTpaluu  TPEACTbHONM  OTIMYCKHOM  IICHBI
MIPOU3BOJUTENS) JICKAPCTBEHHOTO TMperapara, MNPUOOPETEHHOTO 0 €ro BKIIOYEHUs
B iepeuenb JKHBIJIII, opranuzanus ONTOBOM TOProBiIM, KOTOpas NpUOOpena TaKou
JexkapcTBeHHBIN mpemnapar mo 1eHe (6e3 HJIC), mpeblmaromieii 3aperucTpupoBaHHYIO
IIPEACIIBHYIO OTIYCKHYIO LIEHY POU3BOINTENISA, YKA3bIBACT:

— B rpade 5 Ilporokona cornacoBaHusl IEH «3aperucTpuUpoBaHHAs NpeaesbHas
OTIyCKHasi 1ieHa mnpou3Boautens (pyOrnei)» — 3aperucTpUpOBAHHYIO MPENEIbHYIO
OTITYCKHYIO LIEHY NPOU3BOINUTEIIS;

— B rpade 6 Ilporokoma comtacoBanusi neH «®dakTuueckas OTHyCKHas IIeHa,
yCTaHOBJIEHHasi mpousBoautesieM (pyOseit), ©0e3 HIC» — 3aperucTpupoBaHHYIO
MPEACIIbHYIO OTIIYCKHYIO LIEHY MPOU3BOINUTEIS;

— B rpade 10 IIporokona cornacoBanus leH «OTHyckHas IieHA OpraHU3alUuu
ornroBoil Toproiu, 0e3 HJC (pyOmeit)» — meHy peanu3alid OpraHU3aIMeil ONTOBOM
TOProBiy, 3anonHsomend [Iporokon comracoBaHus ILIEH TNOCTABKH, JIEKAPCTBEHHOIO
npenapara B aJpec Mojydaresis, paCCUUTaHHYI0 B COOTBETCTBUU ¢ YacTsmu 1 u 2 [IpaBun
dbopMHUpOBaHUS TIEH, WCXOAS W3 3apETUCTPUPOBAHHON MPENEThHON OTITYCKHOW IICHBI
Ha TaKOM JIEKAPCTBECHHBIN Ipemnapar.

[Ipn peanmuzanuu  (IOcCie€  pErucTpauuu  MPENeNbHOM  OTIYCKHOW  LIEHBI
MIPOU3BOJUTENS) JIEKAPCTBEHHOI'O IMpernapara MNPUOOPETEHHOT0 [0 €ro BKIIIOYEHUS
B nepeueHb JKHBJIII, opranuzaius ontoBoW TOProBid, KOTOpas MpuooOpena Takou
JekapcTBeHHBIN npenapar no nene (6e3 HJC) Huke (mam paBHOI) 3aperucTpupOBaHHOMN
MIPEAEIIBHON OTITYCKHOM LIEHBI IPOU3BOIUTENIS, YKA3bIBACT:

— B rpade 5 Ilporokona comnacoBaHus IeH «3aperucTpupoBaHHas MpeaesibHas
OTIyCKHAasi 1IeHa mnpou3Boautens (pyoOrnei)» — 3aperucTpUpOBAHHYIO MPeNeIbHYI0
OTITYCKHYIO LIEHY MPOU3BOUTEIIS;

— B rtpade 6 Ilporokoma comnacoBanusi 1eH «dakTudeckas OTHyCKHas IIeHa,
yCTaHOBJICHHas mpousBoauteiieM (pyodieit), 6e3 HIAC» — neny (6e3 HJIC) nmpuobperenus
TAKOW OpraHu3aluen JICKAPCTBEHHOIO Mpenapara;

— B rpadge 10 IIporokona cormacoBanus IeH «OTHycKHas I1I€Ha OpraHHU3aINH
ontoBoii Toprosiu, 6e3 HJIC (pyOneil)» — 1ueHy peanusaiuu OpraHu3alueil OmToOBOU
TOPrOBIH, 3anoyiHstomend I[IpoTokon cormacoBaHus LEH NOCTAaBKH, JEKAPCTBEHHOIO
npernapara B aipec Moiaydarelisi, pACCUHUTAHHYIO B COOTBETCTBHUM € YacTaMu | u 2 [IpaBun
dbopMUpOBaHUS 1IE€H, UCXOJs M3 LIEHbl Ha TaKOM JIEKAPCTBEHHBIM IMpenapar, yKa3zaHHOM
B rpade 6 [Iporokona cormacoBaHus 1IEH.

Opranuzaiysi pO3HUYHOM TOPTrOBJIM, KOTOpasi MpruoOpesia JeKapCTBEHHBIN MpernapaT
no ero BriawoueHus B nepedeHb JKHBJIII mo 1eHe, mnpeBblIAIONIEH CyMMy
3apETUCTPUPOBAHHON NIPEAEIBbHOW OTIIYCKHOM LIEHBl MPOU3BOJIUTENS W IPEAEIBHOIO
pasMepa OINTOBOM Hag0aBKM, YCTAaHOBIEHHOTO B cyObekTe Poccuiickoit ®enepanuu,
Ha TEPPUTOPUHU KOTOPOTO OCYLUECTBISIETCA peajlr3alus JICKAPCTBEHHOIO IIpernapara
(paccuMTaHHOTO UCXOASl U3 3aPETUCTPUPOBAHHOM MPEAEIbHONM OTHYCKHOW IIEHBI
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MIPOU3BOJIUTENS ), OCYIIECTBIISIET pealiu3alMIo TAaKOTo JIEKAPCTBEHHOTO Iperapara 1o LieHe,
YPOBEHb KOTOPOi1 (0e3 ydyeTa Haiora Ha 100aBI€HHYIO CTOMMOCTD) HE JOKEH MPEBhIIIATh
CyMMY 3aperUCTPUPOBAHHOW MPEIEIbHON OTIIYCKHOM LEHBI IIPOM3BOJIMTENS U pasMepa
MpeneabHON ONTOBOM Han0aBKM M PO3HUYHON HaJ0aBKH, YCTAaHOBJIEHHBIX B CyOBEKTE
Poccuiickori denepannn, pacCUMTAHHBIX UCXOAS W3 3aPETUCTPUPOBAHHOM MPENEIIBHOM
OTIYCKHOM LIEHBI ITPOU3BOAUTENS.

Opranuzarusi pO3HUYHOW TOPTOBJIH, KOTOpasi MpruoOpesta JIeKapCTBEHHBIN TpermapaT
no ero BkiatodeHus B nepedeHs JKHBJIII mo meHe Huke (Mo paBHOM) CyMMBI
3apPETUCTPUPOBAHHON TPEAEIbHOW OTIYCKHOW LIE€Hbl MPOU3BOJUTENSI W MPEAEIBHOTO
pasMepa ONTOBOW HaJ0aBKH, YCTAaHOBJIEHHOTO B cyOwbekTe Poccuiickoit denepanuu, Ha
TEPPUTOPUUA  KOTOPOTO  OCYHIECTBIISIETCS pealu3aius JIEKApCTBEHHOrO Ipenapara
(paccuMTaHHOTO UCXOMAsl W3 3apETrUCTPUPOBAHHOM MPEJEIbHON OTHYCKHOW IICHBI
MIPOU3BOJIUTENS ), OCYIIECTBIISIET peaiu3alMIo TAaKOTo JIEKAPCTBEHHOTO Iperapara 1o LieHe,
YpOBEHb KOTOPOI (0e3 yueTa Hajlora Ha I00aBJIC€HHYIO CTOUMOCTh) HE JIOJDKEH MPEBBIIIATH
CYMMYy I1I€Hbl TPHOOPETeHHS TaKOro JIEKQpCTBEHHOTO TMperapara  pPO3HHUYHOUN
opraHu3alnuel u pa3mepa npeaeabHON PO3HUYHON HaJ0aBKU, YCTAHOBJIEHHOUW B CyOBEKTE
Poccuiickoit ®enepanuu, pacCUUTaHHOW UCXONS W3 IIEHBI NPUOOPETEHHS] TaKOTO
JIEKapCTBEHHOTO Ipernapara.

T.B. Huxeropozaues

TloATHHENK BeKTPOHHOTO JOKYMeHTA, HOIHCAHHOTO
BTI, XxpaHHTCA B CHCTEMe 3JIeKTPOHHOTO
mokyMenToobopora PAC Poccuu

CBEJIEHHWA O CEPTU®HKATE 311

Kowmy erigad: Huxkeropogues Tumochen Butaneeeu+
Ceptuibukat Ne 3732E2D74440075D3BFO179D3864CAB2AE
DeicteuTtened ¢ 06.08.2021 no 06.11.2022
\ J

s yaydimieHusi KadecTBa padoThl ¢ oOpalleHUsIMM TpakaaH W opraHusanuii Bl moikere
OCTABHTH CBOH OT3bIB WJIM NpeNioxkeHHss B (popme o0paTHOH cBA3M Ha OPUUMAIBHOM caiiTe
DAC Poccun, npoiiast no ceolike: http://vote.fas.gov.ru/poll01/

Hcn. Yne3xkuna [[.H.
Te1.8(499)755-23-23 BH.088-643
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