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VTBEPY TEHEI

ImocTaHoBlieHueM [ IpaBUTenbCTRA
Poccutickoit @eneparuu
oT 24 cenTsa6ps 2020 . Ne 1541

N3IMEHEHMNISI,

KoTOpble BHOcsATes B akThl IIpaBuTenbcTBa Poceniickoii enepanun

1.B  nocranoienun IlpaButenbctBa  Poccuiickonn ~ Depepanuu
ot 29 oktabps 2010r. Ne 865 "O rocynapcTBEHHOM pEryJIMpOBaHUH LEH
Ha JIEKApCTBEHHbIE IIpernapaThl, BKIIOYEHHbIE B II€PEUYCHb  KU3HEHHO
HEOOXOMUMBIX H BaXHeHmMX JexapcTBeHHBIX npenaparos” —(Cobpanue
3aKoHOJaTenbcTBa Poccuiickoil ®@enepanun, 2010, Ne 45, ct. 5851; 2011, Ne 50,
ct. 7390; 2012, Ne 37, ct. 5002; 2014, Ne 34, ct. 4673; 2015, Ne 37, ct. 5153;
Ne 38, cr.5302; 2016, Ne 6, cr. 853; 2018, Ned3, cr. 6597; 2019, Ne 51,
cT. 7649; 2020, Ne 15, cT. 2295):

a) B MyHKTe 1:

a03all MATHIH U3JI0XKUTH B CIIEIYIOMEN PelaKIiu:

"TlpaBuia yCTaHOBIIEHHSI OpTaHaMH HCIIONHHUTEIBHOH BIacTU CyOBEKTOB
Poccuiickoii  ®Denepaliull  TpelesbHBIX — pa3MEpOB  ONTOBBIX  HalOaBOK
U TpelelbHBIX Pa3MEpOB PO3HMYHBIX Han0aBOK K (PAKTHYECKHM OTIIyCKHBIM
IleHaM, YCTaHOBJIEHHBIM npoi/I3Boz[HTenﬂMH JeKapCTBEHHBIX Ipenaparos,
Ha JIEKapCTBCHHBIE TperapaTrhl, BKIIOYEHHBIE B IEpPEUeHb IKM3HEHHO
HEOOXOIUMBIX M BOKHEHIINX JIEKapCTBEHHBIX [IPENapaToB;";

mocye ab3ala ImIToro MOTONHUTE ab3aleM CIeIyIOLET0 COAepKaHus:

"IlpaBuna QOpMHUPOBaHMS OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE
npernaparbl, BKIFOUEHHbIE B IIEpeUeHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHMIIMX
JIeKapCTBEHHBIX IIpenapaTtoB, OpraHU3alMsIMH ONTOBOM TOPIOBJIM, alT€YHBIMU
OpraHu3alsAMM, WHAUBUAYAIBHBIMU NPENNPUHUMATENIMA W MEIUIHUHCKHMHU
OpraHM3alusIMy;";

6) [IpaBuna ycTaHOBIEGHHSA NpENENbHBIX pasMEPOB  ONTOBBIX H
IpeleNbHbIX Pa3MEPOB PO3HUYHBIX Hal0aBOK K (DAaKTHYECKUM OTILyCKHEIM
Il€eHaM, YCTaHOBJIEHHHIM NPOU3BOJUTENSMH JIEKAPCTBEHHBIX IIPENaparos,
BKJIIFOYEHHBIX B II€peYyeHb >KHU3HEHHO HEOOXOMMMBIX ¥  BaXKHEHIIIX
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JEKapCTBEHHBIX IpenaparoB, B cyObekrax Poccumiickoii ®enepanuu,
YTBEPKIEHHBIE yKa3aHHBIM [IOCTaHOBIIEHHEM, W3JIOXKUTh B  CleAyIOmen
penaKIuu:

"VTBEPXXIEHbBI

noctaHoBneHueM I IpaBuTenscTBa
Poccuiickoii @eneparuu
ot 29 okTsa6ps 2010 r. No 865
(B pemakuuy MoCTaHOBJICHUS
IIpaButensctBa Poccuiickoi ®enepanun
oT 24 cents0ps 2020 r. Ne 1541)

IIPABRNJIA

YCTAHOBJICHHS OPraHAMH HCIIOJTHUTEJIbHOH BJIACTH Cy0bEKTOB
Poccuiickoii @eaepannu npeaejbHbIX pa3MepoB ONTOBbLIX HAN0ABOK
U NpelleJIbHbIX Pa3MePOB PO3HHYHbBIX HAJ0aBOK K (paKTHYECKHM
OTNYCKHBIM L[€HAM, YCTAHOBJEHHBIM NPOH3BOJANTEISIMH JIEKAPCTBEHHbIX
NpenapaToB, HA JeKapCTBEHHbIE NIPEeNapaThl, BKJIIOYEHHLIEC B IIepeYCHb
JKM3HEHHO He00X0AMMBbIX M BasKHEHIIHX JIeKapCTBEHHbIX Npenaparos

1. Oprans! HCIOTHUTENRHON BIacTH cyOBbekToB Poccuiickoii @eneparuu
NPUHUMAIOT pelleHuss o0 yCTaHOBIEHUM M (WIM) W3MEHEHUHM IIpeAelbHBIX
pa3sMepoB ONTOBBIX HAAOABOK M NpENEIbHEIX Pa3sMepOB POSHMYHBIX Haa0aBOK
K QaKkTHYEeCKUM OTIyCKHbIM IieHaM (0e3 ydera Hainora Ha n00aBIEHHYIO
CTOMMOCTB), YCTaHOBJIEHHBIM IIPOM3BOJUTEISIMU JICKAPCTBEHHBIX Ipenaparos,
Ha JIeKapCTBEHHBIE IIpenapaThl, BKJIIOYEHHbIE B IIEpeUeHb JKU3HEHHO
HEOOXONMMBIX W  BaXHEWIIMX  JIEKQpCTBEHHBIX  IIpenapaTroB  (najee
COOTBETCTBEHHO - JICKAPCTBEHHBIE IIpenaparthl, (PakKTUIeCKhe OTHYCKHBIE I[EHBI
NPOM3BOAMUTENEH, pElIEHNe), II0Cie COITIAaCOBaHUs IIPOEKTOB  PpEIICHUN
¢ @emepanbHONR aHTUMOHOIIOIBHOHN CITYKOOM.

IIpenensHble pa3Mepbl ONTOBBIX HAAOABOK W IIpeleNbHBIE Pa3Mepsl
PO3HUYHBIX HaA0aBOK K (aKTMYEeCKUM OTIYCKHBIM LIeHaM IPOU3BOLUTENEH,
BEIp@KEHHbIE B TMpoOIeHTaX M JuddepeHUrpoBaHHBIE B 3aBUCHUMOCTH OT
CTOMMOCTH JIEKapCTBEHHBIX IpENapaToB, YCTAHABIMBAIOTCA B OTHOLICHHUH
OpraHM3alliii ONTOBOY TOPrOBIM JIEKAPCTBEHHBIMU CpeACTBaMM (Hajee -
OpraHH3alldd ONTOBOW TOPTOBIM), alTEUHBIX OpraHu3alliil, HHIWBHAYaIbHbBIX
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npeAnpUHUMaTeNeH, UMEFOITUX JIUIEH3UIO Ha OCYIIECTBIICHHE
thapMalieBTHIEeCKOH e TeTFHOCTH (mamee - UHINBUYaJIbHbIE
OpeaNprHHIMAaTeNH), MEIWLUHUHCKUX OpraHM3alui, MMEIOIIMX JHICH3HH Ha
ocylllecTBIeHHe (DapMaleBTUYeCKOil HeATelIbHOCTH, H HX 000COOIEeHHBIX
nojpasaeneHuii (amOynaropuil, denpauepckux M (enpAlIepcKo-aKyILepCKX
IIYHKTOB, LIEHTPOB (OoTHeneHuit) obumieldl BpaueOHON (ceMelHHON) NpakTHKH),
PacIOJIOKEHHBIX B CEJIbCKUX IOCEJNIEHUAX, B KOTOPBIX OTCYTCTBYIOT alTEUHBIE
opramm3aiuy (Dajgee - MENUIWHCKHE OpraHU3allih), OCYIEeCTBISIOIIUX
peanu3aluio  JIEKAPCTBEHHBIX IpPeraparoB Ha TEPPUTOpPUU  CyOBEKTOB
Poccutickoit @enepanum.

2. OpraHbl HCIIONIHUTENRHOH BiacTu cyobekToB Pocculickoit denepanuu
YCTAHABJIMBAIOT TpeJesibHbIE pa3Mephbl ONTOBBIX Han0aBOK U IIpENENIbHEIE
pasMepbl PO3HHUYHBIX Han0aBOK K (AKTHYECKMM OTIIyCKHBIM IieHaM
IPOU3BOAUTENe B COOTBETCTBUU C METONUKOH, yTBEp)IaeMol DenepanpHoii
aHTMMOHOIIONBHOM cayxk0oit (manee - METOOWKA), HUCXOAS W3 CIEAYIOIIUX
MPUHIIUIIOB:

a) BO3MCILEHHE  OpraHu3allisiM  ONTOBOM  TOPIOBIM,  ANTE€YHBEIM
OpraHu3anysM, WHIUBUAYyaIbHBIM NpPeJUPHHUMATENIM U  MEJULMHCKUM
OpTaHU3aIMsIM 3KOHOMUYECKH O0OCHOBAaHHBIX 3aTPaT, CBA3aHHBIX C 3aKyIIKOH,
XpaHEHUEM U peanu3aliyell IeKapCTBEHHBIX IIPeNapaToB;

6) yueT pa3Mepa npHObLTH, HEOOXOAMMOM A obecrieueHns opraHu3ayi
OITTOBO# TOPTOBITH, alITEUHBIX OpraHU3ali, HHAVBUIY JIBHBIX NIPENIPUHAMATENEH
U MEIMIUHCKUX OpraHu3ali cpelcTBaMU Ha OOCIIy)KHBaHHE NPHBICUYCHHOIO
KanuTana u QUHAHCHPOBaHUe JPyTruX 000CHOBAaHHBIX PAaCcXOO0B;

B) y4eT B CTPYKType HaA0aBOK BCEX HAJOIOB M HHBIX 00S3aTEIBbHBIX
IJIATEXEH B COOTBETCTBUH C 3aK0HO1aTesIbcTBOM Poccuiickoit denepauny.

3. Opran ucHoNHUTENbHOHW Binactu cyOwpekTa Pocculickoni ®enepanuu
HAIIPABJISIET MIPOEKT peitieHus B PellepaibHy 0 aHTHMOHOIIOJBHYIO CIIyXkOy.

4, K TmpoeKkTy pelleHHs [pUIaratoTcss Clelylolye NOKYMEHTEI,
3aBEpEHHbIE PYKOBOJMTENEM WM 3aMECTHTENeM pPYKOBOJWTEId OpraHa
UCIIONIHUTENILHOM BiIacTU cyOpekTa Poccuiickoit denepanun:

a) IOSICHUTENIbHAS 3amucKa, cojepikalias B TOM 4YHCIe OOOCHOBaHUE
HEOOXOMUMOCTH YCTAaHOBJICHHS WU IIEPEeCMOTpa IPENeNbHBIX pa3sMEpoB
ONTOBBIX HAJ0ABOK ¥ TIpENeJbHBIX pasMepoB PO3HUYHBIX Hag0aBOK
K (DaKTHYECKUM OTIIyCKHBIM IleHaM IIPOU3BOAMTENEH,;

0) pacueTsl IIPeNIeNbHEIX pa3MepOB ONTOBBIX HAN0aBOK U IPEAEIbHBIX
pasMepoB PO3HMYHBIX HA#0aBOK K (GaKTMYECKHM OTIYCKHBIM II€HaM
IpOU3BOAUTENEH, OCYIIECTBICHHBIE OPraHOM  HCIIOJIHUTENBHOM  BIACTH |
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cyopekTa Poccutickoit Denepaii B COOTBETCTBUM C METOJUKOMU, 1o dopmam,
YTBEPXKACHHBIM METOJIMKOM, B (hopMaTe 3JIeKTPOHHEIX 11abmoHoB DenepansHoi
rocynapcTBeHHO# wuHpopMaimonHoit cucremsl "EnuHas wuHGOpPMAIMOHHO-
aHaJIMTHYEeCcKas cucTeMa'.

S5.IIpoext pemeHns ¢ nOpUWilaraeMbelMH K HEMY JOKyMEHTaMH,
yKa3aHHBIMH B MyHKTe 4 HacToswmux [Ipasun, npencrasnsercs B PenepanbHyro
AHTHMOHOTIONIBHYIO CIYX0y B NMHCHMEHHOM BHJE WJIM B BUJIE DIESKTPOHHOTO
JOKYMEHTa, TOJITUCAHHOTO YCUJIEHHOW KBaTHU(PHUIIMPOBAHHON 3IIEKTPOHHOH
MOAINHUCHIO, & TaKXkKe Ha ajapec DJSIeKTPOHHOM mouTel PenepanbHONR
AHTUMOHOTIOJIBHOM CITy#OBI.

ITpoekt pemenus peructpupyercss B DenepalbHOM aHTHUMOHOIIOIBHON
cinyx0e B yCTaHOBJIEHHOM IIOPSIKE.

6. @enepanbHas aHTUMOHOIIONBHAS Ciryx0a B TedeHue 30 pabounx mHei
CO ITHSI PErHCTpalli{ MPOeKTa PELICHUs] HAIlpaBigeT B OpraH UCIHOIHUTEILHON
Bnactu cyOpekra Poccuiickoii Denpepanuy  npuHATOE €10 pelIeHUe
O COITIaCOBaHHH IIPOEKTA PeLIeHuUs D0 06 0TKa3e B €ro COrIACOBAHMH.

7. B ciaydae HeoOXOAUMOCTH yTOUYHEHHS U (WUNHM) JOMOJTHEHHS CBEIEHUH,
ColepXaIUXCcs B JOKYMEHTaX, YKa3aHHBIX B MyHKTe 4 Hacrosmux Ilpasu,
OpraH UCIOJHUTENBbHOM BrnacTu cyopekta Poccuiickoii  ®epepanuu
npeacTaBiseT o 3amnpocy DenepanbHOl  aHTUMOHOIIOJIBHOM — CIIy»XOBI
' COOTBETCTBYIOMIYIO JOKYMEHTATBHO 0(OPMIICHHYIO HHPOPMALIHLIO.

Cpok TpeacTaBieHHS OpPraHOM HCHOMHUTEIBHONH BIACTH CyObeKTa
Poccuiickoii ®enepanyiy 3amporieHHON HHQOpPMAIMM HE MOXET MpPEeBHINAThH
15 pabouux mHel co nHa nonydenus 3arpoca DenepanbHOW aHTUMOHOIIOIBHON
CILYKOBI. |

IIpu »Ttom oOmmi cpox paccMOTpeHUss OOKyMeHTOB DenepaiibHON
AHTUMOHOMOJILHOHN CIy)X00i1 HEe MOXET IPEBBHINATh CPOK, MPENyCMOTPEHHBIH
myHKTOM 6 HacTosnwmx [IpaBun u a63aiieM BTOPHIM HAaCTOSIIErO ITyHKTA.

Ilpy HENOCTYIUIEeHWHM OT OpraHa HCIOJHUTENIBHOH BIACTH CyOBEKTa
Poccutickoit @enepalivi B yCTaHOBIEHHBIH CPOK 3alIPOIIEHHON JOKYMEHTAIBHO
odopmientoit wunHbopmaimu DemepanbHas aHTUMOHOIONBHAs Clyxkba B
TeyeHHe 5 paboumx [HeH co JHS HUCTeYeHUs OOIIero cpoxka IPHHUMAET
penreHre 00 OTKa3e B COTJIACOBAHUMU NIPOEKTA PEIECHNU.

8. OcHOBaHUSIMH JUIsI OTKa3a B COIJIACOBAHWH IIPOEKTa PpEIIeHHUS
SABIIAOTCS: ’

a) HECOOTBETCTBHE PACUYETOB MpeJieNIbHbIX Pa3MepOB OIITOBBIX Hal0aBOK
W MpeNeNbHBIX pa3MepoB PO3HUYHBIX Hag0aBOK K (PaKTHHYECKMM OTILyCKHBIM
IleHaM MPOu3BOAUTENEH pacueTam, IPeLyCMOTPEHHBIM METOIUKOM;
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0) npencraBnesne B DenepanbHyl0 aHTHMOHOIOJBHYIO — CIyXOy
yKa3aHHBIX B HyHKTe 4 Hacrosnmx IlpaBun IOKyMEHTOB, COIEPXKAIINX
HEJOCTOBEPHEIE CBEICHUS; ‘

B) OTCYTCTBHE B IIPEICTaBIEHHBIX JOKYMEHTaX CBEICHHH, TpeOyeMBbIX
B COOTBETCTBUH C METOAUKOM;

T') IpPEACTAaBJIEHHE HEIONHOr0 KOMIUIEKTa JOKYMEHTOB, YKa3aHHBIX
B nyHKTe 4 Hacrosmux IIpaBui;

I) HETIOCTYIUIEHWE OT OpraHa MCIOJIHUTENbHONM BIAacTH CyObeKTa
Poccuiickoli ®@enepanyu B CPOK, YCTAHOBIEHHBIM ab3aleM BTOPBHIM ITyHKTa 7
Hacrosimux  IlpaBun,  3ampolleHHOW  JOKYMEHTAIBHO  O(QOPMIICHHOH
nH(pOpMaLINH. ’

9. Uudopmanmisi o corjacoBaHuud Jjubo 00 oTKkaze B COTJIACOBAHUU
@denepabHOM aHTUMOHOIIONBHON CIy)KOON IpoeKTa pellleHHs He MOo3AHee
3 pabounx [mHeW co [OHA TIpUHATUS pelneHus pasmemnaetcs Ciryx0oit
Ha ee oUIUATBFHOM caliTe B MH(POPMAIMOHHO-TENEKOMMYHHUKAIIMOHHON CEeTH
"NaTepHeT".

10. Opran ucnonmHutenbHOUM BiacTu cybbekta Poccuiickoit ®enepanym
MIpUHUMAaeT pelleHre B CpoK, He mpeBblmatonmii 10 paboumx nHeil co JHA
TIPUHATHS ®enepanbHOU aHTHUMOHOIIOJIBHON ciyx6oit pelIeHus
O COTrJIaCOBaHUU NIPOEKTa PEIICHHUS.

11. Opran ucnonuuTensHOM BiacTh cyObekra Poccutickoit denepanyu
B TeuyeHue 3 pabounx MAHEH cO [OHA HPUHITHS pEIIeHHs TMpeAcTaBIsieT
B QenepanbHyl0 aHTUMOHOIONBHYIO CIYyXOy KOIIMIO peIIeHHs, a TakKe
HaIpaBIIsieT Konmuio pemreHus B DenepanbHyl0 aHTHUMOHOIONBHYIO CIyx0y Ha
ee ajgpec 3JIEKTPOHHOM! ITOYTHI.

12. Opran ucnonHuTeNbHOU BiacTu cyOwekta Poccutickoit denepanvn
He Mmenee ueM 3a 10 pa®oumx nHeW [0 IHA BCTYIUIEHHS B CHIIy DPELICHUA
pasMeniaer WHGOPMAIIMIO O MPHUHITOM PEUICHHH Ha ero o(QHIHAIBHOM caiiTe
B UH(OPMAIIMOHHO-TEIEKOMMYHHUKAIMOHHOU ceTH "VIHTepHeT" .

13.3a mpencraBnenne B DenepanbHyl0 aHTHUMOHOIIOJNBHYIO CIyXOy
IOKYMEHTOB, COJEpXallliX HEJIOCTOBEpHbIE  CBEACHUSA, PYKOBOIUTEID
(3aMecTUTENh PYKOBOAWTENS) OpraHa MCIONHUTENbHON BIacTU CyOBekTa
Poccuiickoii ~ ®enmepauuu  HeceT OTBETCTBEHHOCTh, IPEAYCMOTPEHHYIO
3aKOHOAaTeNhcTBOM Poccuiickoit denepanuu.”;

B) HONONHUTh [IlpaBunaMu  QoOpMHpOBaHHS OTHYCKHBIX IeH Ha
JIeKapCTBEHHBIE TIpenapaThl, BKIIIOUEHHBIE B [IEPEUSHB )KM3HEHHO HEO0X0ANMBIX
1 BKHEHNINX JIEKapCTBEHHBIX IIpenapaTroB, OpraHU3alUsIMKA OIITOBOX TOPIOBIIY,
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AllITCYHBIMHA Oprann3anysiMu, WHAWBUIYalIbHBIMHA MpEANTPHHUMATCILIMA
H MCOHUIWHCKUMH OpPraHu3alyusaMU CICOYIONICTO COACPIKaHNUAL

"YTBEPXJIEHbBI

rocraHoBieHueM IIpaBurenscrea
Poccuiickoit Oenepanuu
ot 29 oxts6pst 2010 r. Ne 865

IIPABHUJIA

$OpMHPOBAHHUS OTIIYCKHBIX [IEH HA JIEKAPCTBEHHBIE NIpenaparhbl,
BKJIIOYEHHbIE B MlepedyeHb JKU3HEHHO He00X0ANMBIX
H BaJKHEHINUX JieKAPCTBEHHBIX NPeNapaToB, OPraHu3anusiMu
ONTOBOM TOPTOBJIH, ANTEYHLIMU OPraHM3aANUSIMH, HHAUBHAYAJIbHBIMH
NpeANPUHUMATENAMH U MEAUIHHCKHMH OPraHH3anusIMH

1. Opranm3anyyd ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMHU
(manee - oOpraHU3alM ONTOBOY TOPIOBIHM) OCYILIECTBISIOT pealu3alyio
JIeKapCTBEHHBIX  IpeNaparoB, BKIIOYCHHBIX B  IEPEYEHb  IKU3HEHHO
HeOoOXOMUMBIX ¥ Ba)KHEHMIIMX JIeKapCTBCHHBIX IpenaparoB (famree -
JleKapCTBEHHBIE TpernapaThl), 110 IleHaM, YpOBeHb KOTOpHIX (0e3 yuera Hamora
Ha 700aBIIeHHYI0 CTOMMOCTH) HE JIOJDKEH IPEeBBIIIATh CyMMYy (DaKTHYeCKOH
OTIIyCKHOM IeHBl TPOW3BOAMTENS JIEKapCTBEHHOrO Iipemapara (nanee -
dGakTHyeckas OTHMYyCKHas IleHa IPOM3BOAUTENSA), HE  IIPEBBHIIAIOILEH
3aperHCTPUPOBAHHON MM IepeperucTpHpPOBAHHON IPEAENbHOM OTIIyCKHOR
IeHbl MPOM3BOAUTENS (Ha [daTy peanu3alldd JIEKapCTBEHHOIO IMpemapara
IPOM3BOJUTEIEM), M pa3Mepa ONTOBOH HagbaBKM, HE MPEBBILIAIONIEN pasMepa
IpeeNbHON ONMTOBOM Ham0aBKW, yCTaHOBISCHHOW B cyOwnekre Poccuiickoi
Qenepanuy.  OpraHuzaliiy  ONTOBOM  TOProOBIM — YYUTHIBAIOT  HAJIOT
Ha 00aBJIEHHYI0 CTOMMOCTEH B lLieHE peaju3alUU JIEKapCTBEHHOI'O Iperapara
B IIOPSi/IKe, yCTaHOBIEHHOM 3aKOHOIAaTENIECTBOM Poccuiickoit Peneparun.

2. CymMMapHBIf pa3Mep ONTOBBIX Haf0aBOK, IOUIEKAIIUX NPUMEHEHHIO
BCEMH OpraHU3allisMH OIITOBOM TOPrOBIH, YYacCTBYIOIIMMH B pealu3aiuu
JIEKApCTBEHHOIO  TpenapaTa, pacCYUTAHHBIA MCXOAd W3  (QaKTHIECKOH
OTIIYCKHOW IEHBI MTPOU3BOAUTEINS, HE JOJDKEH NPEBBILATE COOTBETCTBYIOIIMI
IpeNeNnbHbll  pa3Mep ONTOBOM  HanbaBKW, YCTAHOBIECHHBIH  OpraHoM
ACIIOJHUTENLHOM BiacTH cyobekTa Poccuiickoit ®enepaliu, Ha TEPPUTOPHIO
KOTOPOIO OCYIIECTBIISIETCS IIOCTaBKa JIEKAPCTBEHHOTO IIperapara.

3. Opranusaniid  ONTOBOM  TOPrOBIM, WMEIOIIHE  CTPYKTypHBIC
TOpa3eNeHus] PO3HUYHON TOProBiIH, MOTYT GOPMHPOBATh PO3HWYHBIE ICHBI
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Ha JIEKapCTBEHHBIE IIpenapaThl 'C NPUMEHEHHEM OJHOBPEMEHHO OITOBOMH
U pO3HHYHON HamOaBOK K (aKTUYECKOH OTIIYCKHOM IIeHE ITPOU3BOIUTEIIA
(6e3 nHanora Ha n00aBIEHHYIO CTOMMOCTH), CyMMapHBIM pa3Mep KOTOPBIX He
JIOJDKEH TIpeBBIIATh TpeleldbHBI pa3Mep ONTOBONM M pO3HWYHON HanbaBoOk
COOTBETCTBEHHO, YCTaHOBIEHHBIX B cyOwbekTe Poccuiickoit ®enepauuu, mpu
YCIIOBHHU BEIEHHUs pa3feIbHOTO ydeTa ONITOBOM U pO3HUYHOI TOPTOBIIH.

4. Opranuzali OINTOBOM TOPIOBIM, pEATU3yIOLIME JeKapCTBEHHEIE
npenapaThl HOTpeOUTENsIM MO AOTOBOPY KOMMCCHHU (KOMWUTEHTBI) OT HMEHH
opraHu3anuii pPO3HWYHOW TOProBAU (KOMMCCHOHEPOB), MOTYT (OpPMUPOBATH
OTIYCKHYIO LIEHY Ha JIEKapCTBEHHBIN Npenapar ¢ IpUMEHEHHEM OJHOBPEMEHHO
ONTOBOM M pO3HMYHON HAmOaBOK K (aKTHYecKOM OTIMYCKHOM IeHe
IIPOM3BOAUTENS,, CYMMAapHBIH pa3sMep KOTOPBIX He JOJDKeH IIPeBBINIATH
NpeleNbHbl pa3Mep ONTOBOM U PO3HWYHONH Han0aBOK COOTBETCTBEHHO,
yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanud.

5. AnTeuHple  OpraHM3alUd, WHIWBHAyalbHBlE IPEAIPUHUMATENH,
HMEIOIe JIUIEH3NI0 Ha (apMaleBTUUECKyl0 JIesTeNbHOCTh (nanee -
WHIUBUIYalIbHBIE IPENIIPHHAMATENH), MEIUIMHCKIE OPraHn3allii, UMEIOIIIe
JTULEH3UI0 Ha (bapMaueBaneCKy}o NeATeNbHOCTh, U UX 000coOJIeHHBIE
noapaszaenenus (amOynatopuu, ¢denpaiepckue u ¢elpamepcKo-aKyIiepcKue
MYHKTBI, IeHTpbl (oTmeneHus) obmel BpadeOHOH (ceMeHHON) NPakTHKM),
pacroyioXKEHHbBIE B CENbCKUX HACEICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT
alrTeyHble OpraHu3alvy (ajiee - MEJUIMHCKUE OPraHu3allii), OCYLIECTBISIOT
peau3alrio JIEKapCTBEeHHBIX TpenapaToB IO IleHaM, YPOBEHb KOTOPBIX (Oe3
y4yera Hajora Ha JOGABIEHHYIO CTOMMOCTB) HE JODKEH IIPEBBIATE CYMMY
(haKkTUIecKo#  OTIyCKHOM LEHBl IIPOM3BOAMTENA, HE  IIPEBHIIAIOIICH
3apETUCTPUPOBAHHON WIIM IEPEPETMCTPUPOBAHHON IIPENEIBHON OTIIyCKHOMI
IeHBl IpoW3BOAMTENS (Ha [AaTy pealu3alyM JIEKapCTBEHHOTO IIpernapara
IPOM3BOIUTENIEM), ¥ pa3Mep ONTOBON HamaOaBKU M (WUIH) pasMep PO3ZHUYHOH
Hag0aBKH, HE TMPEBBIIIAIOIUX COOTBETCTBEHHO pasMep IpelelabHOM OINTOBOU
Hag0aBK¥ W pasMep IpeleNbHOW pO3HMUYHONH Han0aBKW, yCTaHOBJIEHHBIX
B cy0BekTe Poccuiickoit Menepanyn. ANTEUHbIE OpraHU3alyK, HHAUBHY AJIbHEIE
NpeAlpUHUMATeI ¥  MEOULMHCKHAE OpraHu3al¥  YYUTHIBAIOT  HAJIOT
Ha H00aBIEHHYIO CTOMMOCTH B II€HE pealld3alliy JIEKapCTBEHHOIO IIperapara
B IOPSJIKE, yCTAHOBIEHHOM 3aKOHOAATEILCTBOM Poccuiickolt Menepanum.

6. Pazmep po3HU4HON Han0ABKH, pACCUNTAHHBINA HCXOS U3 (aKTUIecKon
OTIIYCKHOM IIeHB MPOW3BOAMTENS, MOMIEKANIMI NPUMEHEHUIO AlTEYHBIMY
OpraHu3alusIMHi, UHINBUIYAIbHBIMU IPENIPUHAMATEIAMH W MEAMIUHCKUMHU
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Opra’u3anisiMy, OCYIIECTBILIIOINMY Pealn3alyio JeKapCTBEHHBIX [IperapaToB
Ha TEPPUTOpPHU CyOBbekTa Poccuiickoit Meiepauyin, He MODKEH MPEBLIIIATE:
COOTBETCTBYIOLIUH MIpeeNbHbIN pasMep pO3HUYHON HaJ0aBKU, YCTAHOBIEHHBIN
OpraHoOM HCIIOJIHUTENBHOM BiacTH 3Toro cydonekra Poccutickoit denepanuu.

7. Ilpu GopMUpOBaHUU OpPraHU3aALUSIMH ONTOBON TOPrOBIH, ANTEUHBIMU
OpraHU3alisIMH, WHOUBHUIYyaIbHBIMHA MPEANPUHUMATENSAMU U MEAUIUHCKUMHU
OpraHu3alUsiMU  OTIYCKHBIX LIeH Ha  JIeKapCTBEHHBbIE  IpernapaTsl
C IpUMEHCHHEM IIpeleNbHBIX pa3MepoB ONTOBBIX Ham0aBOK U  (MIIH)
IIPEIeNbHBIX  pa3sMEepPOB PO3HMYHBIX HaA0aBOK TaKuUe OTIYCKHBIE IEHBI
OKPYTJISIOTCS. TI0 MaTeMaTW4YeCKUM IIpaBHUiiaM OKpYTJIEHHUS IO COTBIX dacTel
pyOs. Ilpun pacuere MIPUMEHEHHBIX TaKUMH OpraHu3alsaMA
¥ WHAWBHIY JTHHBIMHU NPEANPUHAMATESIMA HaI0aBOK JIOITyCKAeTCsI IO PEIIHOCTb,
He TPEBBILIAIONIAS pa3Mep OKpYIJICHHS.

8. Ilox dakTHHecKon OTIyCKHOU LIEHOU TIPOU3BOIUTEIS
Ha JIEKQpCTBEHHBIM IpemapaT TroOCynapcTBa - 4neHa EBpa3suiicKoro
SKOHOMHYECKOTO COI03a IIoHMMaeTcs IieHa (0e3 Hajora Ha JOOaBIEHHYIO
CTOUMOCTB),  yKa3plBagMas  IIPOM3BOJUTENIEM B  COIPOBOAUTEIBHOU
JOKyMEHTALWX Ha TOBap U HE MpeBHIIAIONas 3apeTrUCTPUPOBAHHYIO HIIH
IEepPEePEruCTPUPOBAHHYIO0 IPENEeIbHYI0 OTIIYCKHYIO IIEHY IPON3BOAUTENSA Ha
JEKapCTBeHHBIA TMpenapar Ha [aTy [epefiladll pPOCCHNWCKOMY IOKYIIATEIo
(ynosHOMoOueHHOMY UM Juiy). Ilpu 3ToM ¢akrudeckas OTIMyCKHas IIeHa
IPOU3BOUTENS, YKa3aHHas B MHOCTPAHHOH BaioTe, IEPECUUTHIBAETCS B PyOIn
no kypcy llentpanbHoro 6anka Poccuiickoit ®@eneparyu Ha JaTy nepenadu
JeKapCTBEHHOT0  Ipemnapara IpOW3BONUTENEM  rocyiapcrBa -  ulleHa
EBpazuiickoro = 3KOHOMHMYECKOTO  COH3a  POCCHMCKOMY  ITOKYIATENO
(YITIOJTHOMOYEHHOMY UM JIMIly) @0 TEpPeAaTOYHOMY aKTy WId HHOMY
aHAJIOTUIHOMY JOKYMEHTY.

ITox ¢axTuueckol OTMYCKHOM IEHOM HWHOCTPaHHOTO IPOM3BOAUTEILT
(3a HCKIIOYEHHEM TIPOW3BOAUTENEH TrocymapcTs - uileHoB Espasuiickoro
SKOHOMHYECKOIO0 COI03a) Ha JIEKapCTBEHHBIM IIpenapar IIOHHMAaeTcs IieHa
(6e3 wmamora Ha JOOaBIIEHHYIO CTOMMOCTB), YKa3blBaeMass WHOCTPaHHBIM
IPOM3BOOUTENEM  JISKAPCTBEHHOTO  Ipemapata B CONPOBOAMTENIEHOH
JIOKYMEHTAIMY Ha TOBap, Ha OCHOBAHUM KOTOPOH oQopMIIIeTcs TaMOXKEHHAs
JeKIapals, ¢ YYeTOM PacXOJlOB, CBS3aHHBIX C TaMOXXEHHBIM O(QOopMIIEeHHEM
rpy3a (yIuiaToii TAMOXKEHHBIX TIONUIMH U COOPOB 3a TaMOXeHHOE ohopMIIeHHE),
He MPEeBBHIAIONIAS 3apeTHCTPUPOBAHHYIO MM  IE€PEPErHCTPHUPOBAHHYIO
NpeneNbHYI0 OTIIYCKHYIO IeHy IPOM3BOIMTENS HA 3TOT JIEKAPCTBEHHBIN
mperiapaT Ha JaTy BBITyCKa TOBapa, yKa3aHHYIO B TaMOXEHHOW AeKIapallyu.
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[Ipu aToM dakTHUecKas: OTIyCKHas IeHa IPOU3BOANTEIA, 3aACKIapUpOBaHHas B
HHOCTPAHHOM BaNIOTe, TMEepPeCUHTHIBaeTCS B pybnu mo kxypcy LleHTpansHOro
Oanka Poccuiickoit @emepanmu Ha Aatry O(OPMIEHHUS TaMOXEHHOH
IeKJIapaluy. '

9. Peanuzanus JIeKapCTBEHHBIX MpernapaToB OpraHH3alUsIMHA
ONTOBOM  TOPrOBIM, AaNTEYHBIMH OPTraHU3ALUAMY, HHIUBHIYAILHBIMH
NpeANpUHUMATENAMA ¥ MEIUIUHCKUMU OPraHU3allisiIMA OCYIIECTBISETCS HpH
HATHYUHU TPOTOKOJIA COTIacOBaHUs IIEH ITOCTaBKHU JIEKAPCTBEHHEBIX IIPENapaToB,
COCTaBJICHHOTO 1O (QopMe COMNIaCHO MPHIIOKEHHIO, 3a HCKIIOYEHHEM
NIeKapCTBEHHBIX IIPENapaTroB, KOTOphle He OBUIM BKIIOYEHBl B IepedYeHb
JKU3HEHHO HEOOXOJMMBIX M BXXHEHIINX JIEKApCTBEHHBIX IIPEIapaToB Ha NATy
UX TNpHOOpEeTEeHUS YKa3aHHBIMH  OpraHM3alsIMA M MHIMBHIYaIbHBEIMU
MpeaNpUHIMATEIIMU. A

10. IIpoTokon coriiacoBaHus LIEH IOCTABKY JIEKAPCTBEHHBIX MpPeErapaToB
MOXET OBITh CO37@aH B BHJE€ OJJIEKTPOHHOI'O JOKYMEHTa, IOAIMCAHHOIO
YCHJICHHOH KBaNU(ULUPOBAHHON 3IIEKTPOHHOM IOANIHUCHI0 YIOTHOMOYEHHBIX
JIUL TOCTABINKKA ¥ [TOKYIIaTeNIs.

20090834.doc



rs089F

[44 | (4 0T 61 81 Ll 91 Sl bl £l 4! 11 01 6 8 L 9 S v | € [4 I
-} -] -}
(moghd) | = 3 i 3 = =
norrgAd) | M, 2 54 2 5] norrgAd) | (ysrroAd) | (mowrgAd) | 2 54 yorrgAd) | (nerrgAd) | (worghd (yorgAd) | (morghd oM yogoxudLm
rana | & | § | & | § < | B 9
OITH €29 N\_ oA | § 2 m [ OI'H° |OUH 9| ,HDA g m OIFH® |JIfH €9 | HOA JIfH? | DIfH €9 = ‘angoNeLA
1 = m m * B [{uarrokd) ] poxoaraLugadron | (doHnogoduuiuAdy
WattaLHzoseHody Brawmrosenodu = | o | @osioonuroM | ML 20MO3KHNHX)
<d d oL uraoxdoL 4 m::sm_\_:do d vaeyf BHOIT KBHNOALLLO g .m ‘exgoducor OUHBHAOHOWHEH
(4oughd) d =E__“_mo._ o.ra HOEOLIIO ¢s Hra0ICOL (uorghd) KeHaIraradu E |8 ‘ewdod SOHHEHOLHALBUOH
OITH €30 MUra01doL | HOHRHHED yuneeuneado uodoLuo warrawiroasnodu | seHHegodudioniodeg m seHHoE1odeMOK | 0HTOdBHATKAA]
HOHhHUHEOd uHneerHeIdo - ¢ rgoadol yogoLuo uunegrHeldo o+ HIrg01dol yogoLuo N = ‘AHHREOHOWHEH
. MMM_MMH”M%WO :ﬂﬁmwm”%n XI990L10 nuneenHe1do BHON KBHYOALLO ﬁz%%%.”mw% nuneenHeIdo BHAN KEHMOALLO BHOT KEHNOALLLO 208010
BRMOIRILIBD doweed donzed doweed KEAOSRHINED
niaHdewwA)

(Mraoxdol yornuxeod sumnesunexdo uru

uIrgo1doL BogoLIO0 KMNREHHRIAO) q1raLehAlron

(uraoidol yogoiuo ¥uNeEHHER1dO) NMMERLOOU

goLredenadu xiauHIgLddedoIr
XHIMHIHXEH M XITAHT0XQ09H OHHOHEMY, IHIRhAAII 9 XITHHOhOIIN G
‘goLedenadu X1IIHHIELYABMIIr MMARLION HOY BHHRI0IRBILI0D

rojxorodnu

UINEUITeSMHRIdO HNUOHHITHITOW
U UNEIRIeWHMHNAITadI MNITHIIre AT HEUITHA
‘UWEUITRENHRIdO HNITHRALITE ‘UIrd0Id0lL HOgO0LII0
unguiesnHe1do ‘aoredenadn xi9HHogIdRYOIr
XUMIMSHXKEE U XIIWUITOXQOOH OHHOHEMX THORadII g
SMHHOROIMA ‘[91edenadir sigHHIgLOdRIAIr BH
HON XITHN0A1IL0 BMHedoduWdod wernged] | x

HAHAXOLINIT

01




20p'p£80600C

- -ovrrsden WOoHIIA1eEBQO 8 ‘eredenadn

otounosarodexor mumesuireod € HWMITIOIAG10BhA ‘WNEHITBEMHBIAO MWIJHOLIIO MWOOH HMHOHOWEH €09 KoloedraeRIA ‘Blrrormrogenodn £

tedenadn manHearodeor erodgoudn kedorod ‘Mrrgordol HOEOLIO yonesunerdo g - [ xededr g seHHeeedA ‘surewdopHY
‘gIrolurogenodu A

1edenadu urpHoaLodeyor Bradgoudn xedorox ‘urrgoldol KOH0LIO youneeunerdo BoloisHIOIRE § - [ I9¢ed] "orHeROWHA] |

“OXOX HISHHOHOWH BH JOLBH HITHHIY |
“KHHOXOIIQO0.IOIBH BIWALOUD BEHHOmOdUA ||

~wdonody ¥oLovaaERNA BIroLurogsHodll 19HOT HOHNOALLLO HONOShHLNE( DXUH 9HON Ol eredensdu olouunasLodexsrr nrrgoldoL pogoLuo yeunesuHeldo nunesuiead senAd g |
“wdonodu oLorageriA kiHoLadgoMdL 013 ITHOT 9XUH SHAIT Ol eredenod oJoHHagLadeNolr MIrdoIdOL HOEOLLO YeuNREUHRIdO nnneeuiread senkuo g

-urrgoadolL yogoiuo nunesuneado polkdr A redenadu miaHHsarodexor eredgondu kedorox ‘Hirgo1dol HOHOLLIO YenneenHRIdo ¥OLOKHIOLRE |

-redenadn yigaHsaLodexaLr 1okeniread sedoroy Urra01doL HOGOLIIO HOUTIREHHRIAO HOISKEM KOLIKHIIOURE

-predeuadu odoHHagLodROI

exorr eradgoudu sedoroy ‘Mirdoldol HOEOLUO pouneenHeldo MuHOHWOLUERE M)
‘pirgdoddol yogoLLo

pounesnneido viedeusdn oJoHHagLodexolr MuTREHIEad BHAT ¥olopaaceyA ‘srouroasuodu A redenodu piannsaLodexalr erodgondu sedoLod 4irrgo1doL o010 HouTIRENHRIA0 MHHAHIOLIRE udy ¢
‘numredorag noxouuoood uudoruddar ed wotrownrosenodu eredensdu olonHsarodexsr nunesuread eie]y
sroeaiaseA tedenadu MigHHeELdRAL BH BHAI BEHMOALLLO BBNOhHLIE( Wolrawrrogsiodin WiaHHedLOOHH 19HATT MUHAIEOHRLOA Md] ]

‘uunedorad HONIUHIO0]

u oonuosiodexor ummeskresd Arer ew ledeuodn pigHHod1ddeMSl EH siroturogsiodu eHON KEHNOALLO Kendwowadu keHHedodudiondedeg,
‘prnesiHeIdo S19HRALLE LOIAE10L4510 X19d0LoM & ‘XeIIHAL XiTHHOLOOBH XMMOTIf)

(MOHHOWSD) HOHQOKEdE YAITIQO (KHHALrK10) 19dLHAN ‘IILYHALT onvodomAe-onodomrairag u amodemirairad ‘Uudolerrigwe) sUHoLRIERdITOl SITHHAGOI00 XH U ‘4 LOOHILALEAY
Aroohmigarended ed OIMEHATIHL oumoiawn - ‘Uiraewiinduradu S19HIIRATHENTHY ‘UUTREUHRIAO SIHRALIY |

- ynHaladgondu BHAN KoloedldERNA ‘MIrd0IdOL HO€01LO annesunzido nolAdy A tedeusdu yigHHSEL0d

-onHarndodo soHHMKOWEL BE 80d0QO H IHULTIIOL HOHHMKOWEL OL3hA 0 K
nudoinddol vH Wousinrossuodu eiedenad

g a19uHaxoronoed (inbedu
o1foonuLganewded) BH OIMEHOTIMI SUITIOIOWH ‘HHTTREMHERIAO SMMOHHUITMITOW *9LOOHILALEIY Of

TN ‘H'IN

(o0HMAH qLBERIA - _=:mo,_a8‘
noHnuueod unneeuHeado HirH nrrgoxdol
YOS0LUO HUTIBEMHEIAO - BLraLRhAIOL
oR’H0) BIUL OJOHHOhOWOHIFOUA 90HLIOL) ‘o'

(urgoidor yogolio
urnesyneldo - exuinaeLoon
eTIHIf O.IOHHOROWOHIFOLIA 9OMUTOLT)-

I



12

2. B nynkre 2 noctaHoBnenus [IpaButensctBa Poccuiickoit @enepauun
ot 31 nexabps 2010 r. Ne 1221 "O nopsiake BbIAaYM OpraHaM HUCIOJHUTENbHOMN
BlacTH cyOwekToB Poccuiickoii ®enepanuu NpeANdcaHUM O IpPUBEICHUU B
COOTBETCTBHE C 3aKkoHomaTenbcTBOM Poccuiickodi Penepanuu pemieHuit 06
YCTaHOBJIEHUM TIPEAENBHBIX PAa3MEPOB ONTOBHIX HAN0aBOK M IpelelbHBIX
pasMepoB pPO3HUYHBIX HaA0aBOK K (aKTUYECKUM OTIYCKHBEIM IeHam
IpOU3BOIUTENEH Ha JIEKAPCTBEHHBIE IIPENAapaThl, BKIIOYEHHBIE B IEpPEYECHb
KU3HEHHO HEOOXOMUMBIX W BaXHEHUIIWX JIeKapCTBEHHBIX IIperapaTtoB'
(Cobpanme 3akoHonarenbcTBa Poccuiickoit ®epepanuu, 2011, Ne 2, c1. 384)
cinosa "IlpaBmiia ycTaHOBIIEHHUS MIpeieIbHBIX Pa3MEPOB OIITOBBIX U IPeNeIbHBIX
pasMepoOB pPO3HUYHBIX HaA0aBOK K (AKTHYECKUM OTIIYCKHBIM I[eHaM
MPOU3BOIAUTENIC Ha JIGKApCTBEHHbIE IIpelapaThl, BKIIOUEHHBIE B II€pedeHb
YKU3HEHHO HEeOOXOMUMBIX M Ba)XKHEHIIMX JIEKApPCTBEHHBIX MPENapaToB, B
cyorektax Poccuiickoit @epepanuu” 3ameHuTh cioBamMu  "[IpaBuna
YCTAHOBJIEHUS OpraHaMH MCIIOJIHUTENB HON BiacTu cyObekToB Poccuiickoit
Qenepayl IpeNeibHBIX pPa3MEPOB ONTOBBIX HAA0aBOK M MPEeleNbHBIX
pasMepoB POSHHYHBIX HaJGaBOK K (AKTHYECKUM OTITYCKHBIM  IIeHaM,
YCTaHOBIECHHHIM  NPOU3BOAMTENSIMH  JIEKAPCTBEHHBIX  NPENapaToB, Ha
JIeKapCTBEHHBIE TIpenapaThl, BKIIOYCHHBIE B IIEPeUeHb )XU3HEHHO HE00X0INMBIX
¥ BKHEHIITNX JIEKQpCTBEHHBIX Ipernaparos".

3. B mynkre 2 ITono)xeHHs 0 perHOHAIBHOM I'OCyAapCTBEHHOM KOHTPOJIE
3a MPUMEHEHUEM LIeH Ha JIEKapCTBEHHBIE IIpenaparsl, BKIIIOUYEHHBIE B ITEpeYeHb
KU3HEHHO HEOOXOJMMBIX ¥ BAXKHEHIIMX JIEKapCTBEHHBIX IPENaparos,
yTBepxKaeHHoro mocTaHoBieHueM IlpaButensctBa Poccuiickoit ®epepauuu
oT 6 mMasg 2015r. Ne434 "O pervoHaIbHOM TOCYHAapCTBEHHOM KOHTpOJIE 34
MIPUMEHCHUEM IIeH Ha JIeKapCTBEHHBIE Ipelaparhl, BKIIOUEHHBIE B HEPEUEHb
)KM3HEHHO HEOOXONUMEIX ¥ Ba)XHEHIIMX JEKApCTBEHHBIX IIPenapaTos”
(CobGpanue 3axoHomatenscTBa Poccuiickoit @enepanun, 2015, Ne 20, ct. 2907),
cnoBa "He MO/DKEH TIPEBBINIATE CyMMY (akTH4YecKol OTIyCKHON IIeHBI,
YCTaHOBICHHOW NPOW3BOAMTENEM JEKapCTBCHHBIX IIpernapatoB H  He
NpPEBBINAIONIEH  3aperMCTPHUPOBAHHYIO IPEHENBHYIO OTIYCKHYIO LieHy"
3aMeHHTh cioBamu "(6e3 ydera Hanora Ha JOOaBIEHHYIO CTOHMOCTB) He
LOTKEH IPEBHIMIATE CYMMY (aKTHYECKOH OTITyCKHOM LIEHBI IPOU3BOIUTEIIS
JEKapCTBEHHOTO TIpernapara, He IIPEBBIAaIoNiell 3aperMCTPUPOBAHHON WIIH
TiepeperuCTPUPOBAHHON TIPEeNbHOM OTITyCKHOM’ IIEHBI IPOU3BOANTENA (Ha JaTy
peaNn3alyi JIEKapCTBEHHOTO IIpenapara IPOU3BOJUTENEM)" .
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