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PykoBoauTtensam gapmarieBTHUECKUX
MPEANPUATUN, TPOU3BOISIINX KU3HEHHO
HE0OXOIUMbIE U BaKHEHIITUE JIEKapCT-
BEHHBIE CPEJICTBA

PykoBoauTtensam gapmarieBTHYECKUX TO-
BaPOIPOBOISIINX MPEINPUATHI

OtBeTrnl Ha Han0oJIee YACTO 3aJaBaeMble BOIIPOCHI, KACAIOLIHECS Bbl-
NOJIHEHH S IIOCTAHOBJIEHUA NpaBuTeIbcTBA Poccuiickon Menepanuu ot
08.08.2009 Ne654 «O coBepLIeHCTBOBAHMHU FOCYAAPCTBEHHOI0 PeryJIMpPOBaHUSA
LIeH HA )KM3HEHHO He00X0AuMble U BasKHelIue JIeKAPCTBEHHbIE CPEeACTBA»,
MeToauku onpeaeseHus: npeaeJbHol oTmyckHoii neasl Ha ZKHBJIC u Mero-
AUKH YCTAHOBJICHHUS MPeAEJbHBIX ONTOBBIX M PO3HUYHBIX TOPIrOBbIX HAA0ABOK

®denepanbHas ciay0a 1o HaA30py B cepe 3ApaBOOXPAHEHUS U COIIMAIBHOTO
pazButusa u DenepanbHas ciayxo0a 1mo Tapudam 0000IIUIN BOMIPOCH! IO IIEHOOOpa-
3oBanuto Ha JKHBJIC, nonydeHHble OT y4aCTHUKOB (papMarieBTUYECKOTO pPbIHKA B
MMCbMEHHOM BHUJE U BO BpeMs mpoBejeHus copemanuii 21-22 susaps 2010 r., u
JOBOJISAT JIO CBEICHMSI BCEX 3aMHTEPECOBAHHBIX CTOPOH CJEAYIONIYI0 HH(OPMAIHUIO.

1. Kakne 1oxkyMeHTHI U (popMbI TpedyeTcsl NMPeIOCTABUTH I perucTpa-
MU NpeieIbHOH OTIYCKHOM LeHbI IPON3BOIUTEIsA?

3asBJIEHHE O PErUCTpalMy NpeAEIbHON oTycKHOM 1eHbl Ha JKHBJIIC.
Konuio nokymeHTa, MOATBEPKAAOMIETO0 HAIWNYNE JTULIEH3UU Ha MPOU3BOACTBO
JICKApCTBCHHOTO CpeicTBa (JIs OTEYECTBEHHBIX mpousBoamteneii); Komwus
ceptudukara GpapmMareBTUIECKOro MpoAyKTa (i MHOCTPAHHBIX MPOU3BOJIU-
TEJICH).
Konuio perucTpaiimoHHOro y10CTOBEPEHUS Ha JIEKAPCTBEHHOE CPENICTBO.
Jannsle 0 MHH u npucBanBaeMOM IpPOU3BOAUTENEM IIPU I'OCYAAPCTBEHHOU
perucTpaliii B YCTAHOBJICHHOM IOPSAKE HAMMEHOBAHUU JIEKAPCTBEHHOIO
CpPEeACTBa, KOJE JICKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUU C JIEMCTBYIOLIEH B
Poccuiickoit denepanuu kinaccudukarmeit, Gopme BBITyCKa, JO03UPOBKE, KO-
JIMYECTBE B MOTPEOUTENIHCKOM YITAKOBKE U IITPUX-KOJIE.
JlaHHbIe 00 0OBEMaxX OTrPY3KH/BO3a JIEKAPCTBEHHBIX CPEICTB, MOCTYMABIINX B
oOpalieHre Ha POCCUMCKUN PHIHOK.
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O06ocHOBaHHE OTEYECTBEHHBIM 3asBUTENIEM IMPEAeIbHON OTIYCKHOM IIEHBI B
pyoJIIX 3a eIuHUIly NpOoAYKIHMH (MOTPEOUTEIBCKYIO YIAKOBKY) Ha YCIOBHSIX
«ppanko-cKIaI NpeanpusaTUs» 0e3 yuera Hajiora Ha J00aBICHHYIO CTOMMOCTb.
O6ocHOBaHUE 3apyOEKHBIM MPOUZBOAUTEIIEM MPEACTbHON OTIYCKHOM IIEHBI
3a ¢MHUILY TPOAYKIHH (TOTPEOUTENBCKYIO YIIAKOBKY) Ha YCIOBHUSIX «IIOCTaB-
Ka 0e3 OorIaThl MOUUIMHBI» C J00aBJICHHEM PACX0J0B Ha TaMOXKeHHOE o(opM-
JeHue rpy3a (ymiara TaMOKCHHBIX MOIUIMH U cOOpOB 32 TAMOXXEHHOE 0(hOpM-
JeHue), 0e3 ydyeTa Hajora Ha J00aBJICHHYIO CTOMMOCTD.

JloBEpEeHHOCTh Ha MIPaBO PETrUCTpaIlUU PEAeIbHON OTIYCKHON IIEHBI, TIPEaoC-
TaBJICHHE HEOOXOAUMBIX JTOKYMEHTOB M (POpM, MOJMUCH JOKYMEHTOB, IMOJIY-
YeHUE BBIMUCKHU U3 MpHUKa3a O peructpanuu. JJoBepeHHOCTh, HE HYXHA, €Clu
JOKYMEHT TOJAMHUCAaH PYKOBOAWUTENIEM MpEeAnpusTis. B TpoTUBHOM ciiydyae
TpeOyeTCsl JOBEPEHHOCTh HAa UM YEJIOBEKA, IMOIMMCABIIETO JOKYMEHTHI.

Bce noxkymeHTHI 1 GOpMBI IPEAOCTABISAIOTCS B 2 DK3EMILIsIpax Ha OyMakHOM
HOCHTEJIC U B 3JICKTPOHHOM BHjie. CBeleHUsA 0 (PaKTHUIECKHX OTIYCKHBIX (BBO3HBIX)
1eHax 3a Bropoe nonyroaue 2009 r. mpenocTaBisIOTCS B SJEKTPOHHOM BHUJE, B
dbopmare, NpeayCMOTPEHHBIM ISl TpoekTa «MOHUTOPUHT OTMYCKHBIX IIEH Ha
KHBJIC» unu «Mounutopudr BBO3HBIX 1eH Ha JKHBJIC», cooTBeTCTBEHHO, Ha
caiitte www.rznd.ru. Ecnu nmpou3BOAUTENIb yKa3bIBaCT HE BCE OTIPY3KH, HE BECh
BB03 JKHBJIC - 3T0 03HauaeT npeaocTaBiIeHNE HEJOCTOBEPHBIX JAHHBIX U JTOJHKHO
CIIY’)KUTh OCHOBaHHUEM JIJIsl OTKa3a B PErUCTPAIUH IIEH.

[Tpu 3anmonHenuu npwioxeHus Ne 5 ykazpIBaroTCs 1IEHBI BO BCEX CTpaHax, U3
qycia MePEeUrCISHHBIX B MPUJIOKEHUN 6 K METOJIMKE, TJe 3asBJISIEMOIN K perucrpa-
MU TPEIeIbHOM OTHYCKHOM II€HBI MpernapaTr MPUCYTCTBYET Ha pbiHKE. JloKyMeH-
TOB, MOATBEPKIAIOIMIMX 1IEHBI B peePEHTHBIX CTpaHaxX, MPEAOCTABIAThL HE Tpely-
eTCHl.

2. YTo cYMTATH OPUTHHAJIBHBIM U BOCIPOM3BEJIEHHBIM JE€KAPCTBEHHbIM
cpeacTBOM?

Hcxons u3 onpeneneHust, JaHHOTO B 3aKOHE «O JIEKapCTBEHHBIX CPEICTBAX»
BOCIIPOU3BEACHHBIM IIperaparaM, OpUruHaIbHbIE IPEnapaThl — 3TO JIEKAPCTBEHHbBIE
CpPEeACTBa, Ha KOTOPBIE IEUCTBYIOT UCKIIIOUUTENIbHBIE [TATEHTHBIE IIPABa.

JIns perucTpanuu npeaeiabHbIX OTIIYCKHBIX IIeH Ha opuruHaibHbeie JXHBJIC
OTEUYECTBEHHBIN 3asgBUTENb 3anonHseT npuiokenus Ne 2 u Ne 3 k Meroauke, a
MHOCTpaHHbIN - npunoxenue Ne 5. [IpenenbHas neHa s npenapaToB, HAXOJUB-
IIMXCA Ha PbIHKE, HE MOXKET OBbITh OOJBIIE HEXEIU MUHUMAaIbHAs LEHA B JAPYTHUX
CTpaHax WM CPEIHEB3BCIICHHAS IIeHA (PAaKTUYECKOro OTIycKa (BBO3a) 3a MPEIbl-
AyIIUe MOoAroaa.

3. IlocraBka JKHBJIC moxkeT npou3BOAUTHCS 1O Pa3HBIM lEeHAM B 3aBH-
CHMOCTH OT TNpeaHa3HAYeHHsi (MOCTAaBKAa 3a CcYEeT MEKIYHAPOIHBLIX (POHIOB,
NMOCTABKA VISl HAIIMOHAJIBHBIX MPOrpaMM, NMOCTABKA JISI KOMMeEP4YeCKOil Mmpo-
naxu). Kakue mocTaBKy BKJIKYATH JUISI PACY€Ta CPeIHEB3BEIEHHBIX IEH?

JIns monacuera CpPEeIHEB3BELICHHBIX LEH HCIOJB3YIOTCS BCE IOCTABKH
JKHBJIC BHe 3aBUCHMOCTH OT IpenHa3HadeHHs. M3 o0miero xojinyecTBa MCKIIIO-
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HaroTCA IIOCTABKH, OCYIICCTBJICHHBLIC B paMKaxX pPA3JIMYHBIX BHIOB FYMaHHTapHOﬁ
IIOMOIIIH.

4. Bo3MOXXHBI JIN KaKHe-JIN00 OTKJIOHEHMS] B HANMCAHUM JIeKAPCTBEH-
HbIX ()OPM B PerucTPALMOHHBIX YA0CTOBEPEHUAX, HECMOTPS HA HAJNYHME KO-
TOPBIX NpenapaTbl Bce paBHO OyAyT oTHeceHbI K nepeynio ZAKHBJIC?

[Ipenpinymas npaktuka perucrpaunu ueH Ha JKHBJIC nokazana, uto B psnae
CJIy4aeB BO3MOXHO Pa3HOYTEHUS MEXIY HalMCaHUEM JIEKAPCTBEHHBIX (QOpM, yKa-
3aHHbIX B pacnopsikeHun I[IpaBurensctBa Poccuiickoit @eneparun Ne2135-p ot
30.12.2009 u npenapatoB, oTHeceHHbIX Poc3npaBHanzopom k unciay KHBJIC.

Hns dopmupoBanus Ilepeunss XKHBJIC ucnonws3zoBanack uHdopmanus, co-
JepKalascs B COOTBETCTBYIOUIMX pa3jieflax PEruCTPAIlMOHHBIX YIOCTOBEPEHUH,
JEHCTBOBABIINX B TOT MOMEHT BPEMEHHU.

B npouecce moarBepxkaeHus neiictBus PY (B TOM 4wMciie W MpPU BHECEHUH
Pa3IMYHOTO POJa M3MECHEHHWI) BO3MOXHO YTOYHCHHE HAMMCAHUS TOW WM HHOM
nexdopmbl. Hampumep, BMecTo TaONEeTKH, MOKPHITOW OOOJOYKOHM, MOSBIsSETCA
yTOYHEHUE — TaOJETKH, MOKPBITHIE TUICHOYHOW 00O0JIOUKOM, BMECTO PacTBOp IS
MHBEKLUNA — pacTBOP AJI1 BHYTPUMBIILIEYHOTO M BHYTPUBEHHOI'O BBEICHHUS.

[Ipu peructpanuu uensl Ha 2010 r. oxugaemMblil ypoBeHb HHIISAIUN HE YUU-
THIBAETCS.

[Tpu hopmuposanuu cruckos JKHBJIC no ToproeiM HanMeHoBaHUsIM Poc3-
IpaBHAA30p OyJIeT UCXOJUTH U3 CMBICIOBOTO HAMOJIHEHUS! MPUBEACHHBIX B PacMo-
pSKEHUU JIEKDOPM.

5. Kak npousBoautcsi 000CHOBaHHE TPAHCHOPTHBIX PACX0JA0B NMPH peru-
CTPALMH JIEKAPCTBEHHBIX CPEJACTB HHOCTPAHHBIX MPOU3BOANTEJIEH

WNudopmarus Mo TPaHCHIOPTHBIM pacxojaM MPEAOCTABISIECTCS B MPOU3BOJIb-
HOU opMme, B 11000M yJOOHOM ISl 3asIBUTENSL BUJIE.

6. OtHocsaTcs i K ZKHBJIC npenapatsl, onucanubie Bo 2 kojaoHke [le-
peuHsi, Hanpumep, [lanaBepuH, a Takke UHbIE Cydb(paHUIAMHIBI B KOMOUHA-
MU ¢ TPUMETONPHUMOM 32 UCKJII0YEeHHEeM KO-TPUMOKca30/1a?

B pacnopsoxenun IlpaButensctBa Poccuiickoit ®denepamuun Ne2135-p ot
30.12.2009 wucnosb3oBaHa MHOTOYPOBHEBasi CTPYKTypa AHATOMO-XUMHYECKHU-
TEPaNeBTUYECKOr0 Kiaccu(pukaTropa, BKIOYaromas B ce0s, B TOM 4KCIe U pa3iiny-
HbIE KIaccupuuupyomue npusHaku. Berpeyatonuecs B [lepeune Bo BTopoii rpade
«AHATOMO-TepaneBTHUECKO-XuMHUUeckas kinaccupukanus (ATX)» onucanus tuma
«KOMOMHHMpPOBaHHbIE MPeNaparsl... ... » U «IMamnaBepyH UM €ro MPOU3BOJIHBIE» Clie-
IyeT paclEHUBATh KaK KJIACCU(PUIUPYIOUIYIO XapaKTepUCTUKY MpEernapaToB, yKa-
3aHHBIX B 3 rpade «JlekapcTBeHHbIE CpecTBa», B JAHHOM cilydae npemnapaTtoB «Ko-
TpUMOKCa3zon» U «J[poTaBepuH», cOOTBETCTBEHHO. Takum o6pazom, k JKHBJIC oT-
HOCSITCS UIMEHHO 3TH TMperapaThl, a He Ji00ble BO3MOXHbIE KOMOMHAIUU CYibda-
HUJIAMHUJIOB C TPUMETOIIPUMOM, a U3 MPOU3BOHBIX ManaBepuHa — ToIbKO JIpoTaBe-
pUH.
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Ecnu B Tpetbeit rpade «JlekapcTBEHHBIE CpeACTBa» yKa3aH HE KOHKPETHOE
MHH, a Ha3Banue, o0beAuHsIONICE B CeOs Psijl NIEHCTBYIOIIUX Ha3BaAHUM («TPyIIIIH-
POBOUYHOE», HANpPUMeEp, 3MO03TUH, HHTepdepoH anbda, JEKCTpaH), TO K MEPEUHIO
JKHBJIC otHocsiTcs Bce mpenaparbl, 00beIMHEHHBIE COOTBETCTBYIOIIUM TPYIIIN-
POBOUYHBIM Ha3BaHUEM (HANpPUMEp, B TPYIIY SMOITHHBI BXOIAT DMOITHH aibda,
OnostuH 6eTa, INOATHH OeTa [METOKCHITOIMATUIICHTIIHKOIB), /lap6anosTuH anbda,
a B rpymiy uHtepdepoHna anbda Bxoaat anbhal u anbha 2 uHTepPEpOHBI).

7. Kakue ¢opMbl 3an0IHAOTCH ISl perMCTPalliM LeHbl Ha Npenapar,
HAXOJSIIUIiC HA (apMaleBTHYECKOM PBbIHKE, HO He TOCTaBJsiBIIMiics (He
OTIYCKABIIMIiCSI/HEe BBO3UBIIMIICS) 32 OTYETHBIN MePUOx?

Ecnu npenapar Haxoautcs Ha (apMmaneBTHUYeckoM pbiHKe Poccuiickoit @e-
Jiepalivy, HO He BBO3WIICS 33 OTUETHBIN nepuo (s peructpanuu neH Ha 2010 rox
B Metoauke on onpezenet ¢ 1 utonst mo 31 gexabpst 2010 r.), 3amonHstores Gop-
MBI, MPEYCMOTPEHHBIE [JIs1 BIIEPBBIE BBO3UMOIO Ipemnapara. AHAJIOTMYHO 3amoJi-
HAIOTCS (DOPMBI, IPEAYCMOTPEHHBIE JJIsi BIEPBbIE BBO3UMOTIO Ipemnapara, Ipu Io-
Ja4ye JOKYMEHTOB HA PETUCTPALMIO LIEHBI HA HOBBIN BUJ YIAKOBKHU.

8. Mo:keT Ji POM3BOANTE/Nb 3asIBUTH /IJIsl PerHCTPAllMU LEHY Npenapa-
TA, MPEBBIMAIIIYI0 CPeIHEB3BEIIEHHYIO IIeHY OTIYycKa (BB03a) OTYETHOIO Iie-
puoaa, ecjid B IUIAHOBOM IepUo/ie MpeAycMaTPUBAaeTCsl yBeJMUeHHe ero ceoe-
CTOMMOCTH?

YTBepKIeHHAasT METOJIUKa JTake MPU OOBEKTUBHBIX MPUUUHAX YBEITUUYCHUS
croumocT JXHBJIC B 2010 r., mo cpaBHEHHIO CO CPEIHEB3BEIICHHBIMU IIEHAMU
OTYETHOrO meprojaa (POCT CTOMMOCTH CYOCTaHIIMMA, POCT aKI[M30B HA CIUPT, CTOU-
MOCTH BCIIOMOTaTEJIbHBIX BEIIECTB, YHCPrOHOCUTEIICH, apeHAHON TUIAThI U T.JI.) HE
npeaycMaTpuBaeT BO3MOXKHOCTh perucTpanuu 060jee BhICOKOU IIEHBI, B CUITY Y€ro B
nmoAoOHbIX ciaydasx Poc3apaBHanm3op OyaeT BBIHYXKIEH OTKa3aTh B PETUCTpaIlUU
IIEH.

9. Kakasi neHa B kauecTBe NpeeibHOH OTHYCKHOH LeHbI OyaeT 3aperu-
CTPMPOBAaHA VI NpenaparoB, He MOCTYNABIIUX HA (papMaleBTUHYECKHH PbI-
HOK 32 OTYETHbIH NMEPHUOJ] — CPeJHEeB3BEeIICHHAN LEeHA (PAKTHYECKOro OTImycKa
WIN MUHUMAJIbHAS LleHA B pe)epeHTHBIX CTPaHaX?

[Tpunoxxenue Ne 5 mo 0OOCHOBAHHIO LIEHBI MPOU3BOAUTENS 3apyOeikKHOIrO
OpUTMHAJILHOIO Tpernapara, IMOCTYIAaBIIEro 3a OTYETHbIM nepuon B Poccwuro, co-
JEPKUT JaHHBIE MO IIeHaM Ha 3TOT MpernapaT B peQEepeHTHBIX CTpaHax, a TaKKe
CBEJICHUS O CPEJIHEB3BEILIEHHBIX IIeHaX (PaKTUYEeCKOro BBo3a mpenapara B Poccuio.
PeructpupoBatbcs OyneT HauMEHbIIAsg U3 3TUX II€H, T.€. €CJIM MEHbIIE IIeHa B Ka-
KO-m100 cTpaHe (C y4eTOM TaMOXKEHHBIX IUIATeXeW, OPOPMIICHHSI U TPAHCIOPT-
HBIX PacXo/IOB), TO PETUCTPUpOBaThcs OyaerT oHa. Ecnm Oblia MeHbIE cpeaHe-
B3BEILICHHAs 1I€Ha BBO3a, TO 3apPETUCTPUPOBAHA OyIET OHa.
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10. Korga HauMHAIOT AeliCTBOBATH NMpejae/ibHble OTIYCKHbIE LIeHbI, 0My0-
JIUKOBaHHbIe B PeecTpe meH: ¢ gaTpl nyouaukanuu PeecTpa mwim yepe3 kakoe-
TO BpeMs ?

Bce nensl, Britoyaembie B PeecTp mpefenbHbIX OTIMYCKHBIX LEH JEeUCTBYIOT
eme 70 omyOnaukoBaHusi Peectpa Ha caiite (C MOMEHTa MOJIMUCAHHS COOTBETCT-
BYIOIIETO TIPUKAa3a O PErHMCTPALUU MPEACIbHON OTIYCKHOH 1eHbI). DyHKIUS J11000-
ro peecTpa SBIAETCS KyMYJsLUsA CBEJACHHN M B yI0OHOW (hopMme NOBEIEHUS WH-
dbopmaruu 10 CBEEHUN NOTPEOUTENS.

Peructpupyemas no 2011 r. BamioTHas IieHA MepecYUTHIBaeTCS B pyOiau Ha
naty nyonukauuu PeecTpa, mpu 3TOM clielyeT yUUTbIBaTh, YTO (haKTHUECKas LeHa
BBO3a HE JIOJDKHA MPEBBIIIATH 3apErUCTPUPOBAHHYIO MPEACIbHYIO OTIYCKHYIO LIEHY
B BaJIIOTE, a pyOJieBas 1ieHa, KOTopas B MPHUHIIMIIE MOKET ObITh U BBIIIE PEECTPO-
BOH, ompenensiercss no kypcy LlenTpanbHoro 60anka Poccuu Ha naty odopmieHus
rPy30BOM TAMOKEHHOU JIEKJIApALIAH.

11. C kaxkoii aatbl geiictByer pacnopsizkeHue IlpaButenncrBa Poccmii-
ckoii ®enepanun ot 30.12.2009 Ne2135-p?

B cootBeTcTBUM ¢ DenepaibHbIM KOHCTUTYITMOHHBIM 3aKOHOM OT 17.12.1997
Ne 2-®K3 pacnopsixenue IlpaBurenbcrBa Poccuiickoit denepanuu nencTByeT c
naTel ero noanucanus, T.e. ¢ 30 nexadps 2009 r.

12. JleiicTByeT Jim ceiiuac PeecTp uen, ony0ankoBaHHbIi B okTs10pe 2009
r.?

Her, nocine Beixona pacnopsbxenus [IpasurenscrBa Poccuiickoit denepanun
ot 30.12.2009 Ne2135-p u MeTtoauku omnpeaesieHus NpeledbHbIX OTIHYCKHBIX IIEH
npousBoauteneit Ha JKHBJIC Bce ueHbl, 3aperucTpupoBaHHbIE BO HCIOJIHEHHUE
npenpayiero  pacnopsbkenuss IIpasurensctBa  Poccumiickoir  ®enepanuu  OT
29.03.2007 Ne376-p u 6€3 UCHOIb30BaHUS METOJIOB ONpeeIeHUs peleTbHOM OT-
MYCKHOM II€Hbl MPOU3BOAUTEINS, MPEAYCMOTPEHHBIX B METOAMKE, CTall HEIEUCT-
BYIOLIUMU.

13. Ha kakom caijiTe, M ¢ KaKoil NepuOANYHOCTHIO Oy/1eT O0OHOBJIATHCS
HH(pOpMaUMs 0 HOBBIX 3aperucTpupoBaHHbIX HeHax Ha JKHBJIC?
ExemecsyHo, He no3auee 15 uncna. Caiit www.roszdravnadzor.ru

14. Kak no:kHa perucTpUpOBATHLCH NpeaebHAs OTIHYCKHAsl IeHa Mpo-
U3BOJUTEJS HA Mpenapar, Ha KOTopbIi uMerTcesa aHajgoru no MHH, Ho ueHbI
HM HA OIMH W3 HUX HE 3apPerucTPOpPOBaHbI?

Meroauka npenycMaTpuBaceT PErUCTpPalUIO MPENeTIbHONW OTIHYCKHOM LEHBI,
HE MPEBBIIAIIIEH MaKCUMAJIBHYIO 3apETHUCTPUPOBAHHYIO LIEHY HAa aHAJIOTUYHBIN
npenapata (MHH-nedopma-no3a-ynakoBka-k-Bo B ynakoBke). Eciin 1ieHbI Ha aHa-
JIOTH HE 3aperucTpUpOBaHbl, TO JIJIi OTEUECTBEHHBIX MPOU3BOJUTENEH OyIeT 3ape-
TUCTPUPOBaHa IKOHOMHYECKHM OOOCHOBaHHas II€Ha, MPECTaBICHHAs B MPUIIOXKE-
HusAX Ne 2 u Ne 3 k Meronuke, Juisi MTHOCTPAHHBIX MPOU3BOAUTENEH - MUHUMAaTbHAs
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1ieHa B pedepeHTHbIX cTpanax (mpuiokeHnue Ne 6), ykaspiBaeMast B PUIOKCHHH No

5.

15. Kak odopmMiasiTh NPOTOKOJ COIJIACOBAHUS IIeH NMOCTABKM, €CJIU OT-
CYTCTBYKOT 3aperucTPUPOBAHHbIE LIEHbI HA HUX?

B cootBercTtBuuM ¢ nmocranosieHuem llpaBurensctBa Poccuiickoii denepa-
uu ot 30.12.2009 Nell16 nmomyckaercs mo 01.04.2009 peanuzanus XKHBJIC, He
MPOLIEAIINX TOCYAAPCTBEHHYIO PErUCTpalltio 1IeH, 0e3 MPOTOKOJIOB COrJacOBaHUs
eH. Bmecre ¢ tem, ¢ 1 suBaps 2009 r. cornacuo nynkty 20 Ilonoxenus o rocy-
napctBeHHOM perynupoBanuu 1ieH Ha JKHBJIC, yTBepaeHHOro mocTaHOBIEHUEM
[MpaButensctBa PO ot 09.11.2001 Ne 782 (B pemakiiuu IMOCTAHOBICHHUS OT
08.08.2009 Ne 654) dhopMupoBaHKE IIEH OpPraHU3AlHUSIMH OINTOBOW M PO3HUYHOMN
TOPTOBJIM OCYHIECTBISETCS C NMPUMEHEHHUEM ONTOBBIX M PO3HUYHBIX HA/I0aBOK K
(aKTHYECKUM OTITYCKHBIM II€HaM MPOU3BOJAUTENICH UM BBO3HBIM IieHaM. B cBs3u ¢
ATHUM, MPHU MMOCTaBKE TOBapa MOKHO 3aIOJHATH MPOTOKOJ HE B MIOJHOM 00bEMeE: He
yKa3blBaTh B HEM BEJIMYMHY 3apErUCTPUPOBAHHBIX MPENENbHBIX OTIYCKHBIX LEH
MPOU3BOIUTENEH, HO MPEACTABUThH JaHHbIE O (DAKTUYECKON OTIYCKHOW II€HE MpOo-
W3BOJIUTENS.

16. C kakoii 1aThl HAYHYT JeiICTBOBATH HOPMATHBHbIE NPABOBbIE AKTHI
OPraHOB HCIIOJHHMTEJbHON BJIACTH cy0ObeKTOB P®, ycraHaB/juBawumue mpe-
JAeJIbHbIC ONTOBbIC M NpeAejbHble PO3HUYHbIC HAA0ABKH K (GaKTHYECKHUM OT-
NyCKHBbIM lleHaM npousBoauTesei na AKHBJIC?

Onu noymkHBI BCTYNHUTH B AericTBue He nosnnee 01.03.2010.

17. Byaer au onToBasi OPraHM3alus WJIH alTedHOe y4pesKIeHHue Iocje
01.04.2010 r. umeThb NpPaBO peajHu30BaTh OCTATKH paHee 3aKyIJEHHBIX
ZKHBJIC, eciin npoM3BOAMTEH JAaHHBIX JEKAPCTBEHHBIX CPEJCTB HE 3aperu-
CTPUPYIOT NpeieIbHYI0 OTIYCKHYIO IIeHY Ha JaHHbIE JIEKAPCTBEHHbIEC CPeICT-
Ba MO Pa3JIMYHBLIM MPUYMHAM (HE YCIEHT, CHUMYT JI€KAPCTBEHHOE CPEICTBO €
NMPOU3BOACTBA M T.J.)7?

Her, 310 Oynmer rpyObiM HapylleHHE JIHMIIEH3UOHHBIX YCIOBUN COTJIACHO

nyHkTy 8 nocranoBienus [IpasurensctBa Poccuiickoit ®enepanuu or 08.08.2009
Ne 654.

18. Momxnbl au AKHBJIC, He npouieamne rocyiapcTBeHHYI0 perucrpa-
HHMI0 MpeeJbHbIX OTIYCKHBIX LIeH NMPOW3BOAUTE/ISI N0 HOBOH MeTOAMKe, HO
HMelHe 3aperiCTPUPOBAHHbIE HEeHbI MO0 CTAPOH MeTOANKe, MOCTABJATHCH
ONTOBMKAMH ¢ NMPUMEHEHHeM NOPSAKA, YCTaHOBJeHHOro nynkrom 19 IloJo-
JKeHHs 0 TOCYJapCTBEHHOM PeryJIMpOBAHMHU 1leH HA )KU3HEHHO He00X0AuMble U
Ba:KHeHIIHe JIeKAPCTBEHHbIE CPe/ICTBA, T.€. C IPOTOKOJI0M COIJIACOBAHMS LEeH?
Her, cMm. myHkT 12 HacTosAIMX OTBETOB.

19. Eciiu noctapmmkom KHBJIC B anTeky sIBJsieTCH NMPOMeKYTOYHbIi
ONTOBUK MEKAY AMCTPHUOBIOTOPOM M ANTEKOH, B KOJOHKE «CyMMAPHBbI pa3-
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Mep (paKTHYeCKOH ONTOBOM HAN0ABKH OPraHU3alMH ONTOBOH TOProBJIM», OH
JA0JI7KeH MOKAa3bIBaTh CYMMAPHYI0 HALIEHKY CBOIO U NMpPeJAbIAYIIHNX 3BeHbEB?

a.

20. Kak onToBasi opraHu3amusi J0J’KHA TNPOAABATh JeEeKapCTBEHHbIE
Cpe/ACTBAa, KOTOPble B COOTBeTCTBMHU ¢ pacnopsixenue IlpaBurenbcrBa Poc-
cuiickoii ®eagepamun ot 30.12.2009 Ne 2135-p Bouwiu B nepevenb ZKHBJIC, no
Obln 3akymiienbl A0 30.12.09: ¢ npuMeHeHHeM pernoOHAJIBLHOI ONTOBOI HAaJ-
0aBkH, yctaHoBjaeHHO# Aas ZKHBJIC?

a.

21. Bo3MO:KHBI JIM HA CeroJHs NPOBEPKHU NMPABOOXPAHUTEJIbHBIMH OPra-
HAMH Ha npeaMeT LeHo00pa3oBaHusi mo HoBomy mnepeuHio KHBJIC? Ecin
BO3MOKHBI, TO YeM OHM /I0JKHBI PYKOBO/JCTBOBATHCS NP UX NPOBEICHUH?

Jla, BOBMOXHBI, OHH OYJIyT PYKOBOJCTBOBATHCA ACHCTBYIOIIMMHU HOPMAaTHB-
HBIMU [IPAaBOBBIMH IOKYMEHTaMU.

22. MoxeT Jid OpraHu3anusi ONTOBOI TOProBJHM, HMMEKWINAasi B CBoeil c00-
CTBEHHOCTM TOBAapHbIM 3HAK Ha JiekapcTBeHHbI mnpenapar u3 Ilepeunsn
ZKHBJIC u ABIASIIOIIASCA IKCKJI3MBHBIM IUCTPUOBIOTOPOM JAHHOIO Ipemna-
paTa, cCaMOCTOSITeJIbHO PerUCTPUPOBATH NMpelebHYI0 OTIYCKHYIO LeHY?

Her, 3tu mpaBom o0amaeT npousBoautelb (Biagenen PY), Ho ecinu oH nact
JIOBEPEHHOCTh Ha MPaBO PETUCTPAIU LIEHBI, TO 3TO MOXET CAeNIaTh Jt00as Opranu-
3a1us, B TOM YUCJIE U BIAJEJel IIpaB Ha TOBAPHBIN 3HAK.

23. Kakum o0pa3om opMupyeTcsi ieHA HA JIeKAPCTBEHHbIE NMpenapaThl,
uckiadeHnbie u3 Ilepeunss ’KHBJIC pacnopsixenuem IIpaBurenbcrBa Poc-
cuiickoii @enepanun ot 30.12.2009 Ne2135-p?

@opMHpOBAHUE LIEH Ha Mpenapartsl, UCKI4YeHHble u3 nepeuns JKHBIIC,
OCYLIECTBIISIETCS. B COOTBETCTBUU C JIEMCTBYIOLIUM B PETMOHE 3aKOHOATEIHCTBOM
B OTHOILIEHUU IpenapaToB, He asistomuxcsa JKHBJIC.

24. T'me ¥ KaK MOKHO ¢1aTh JOKYMEHTHI HA PerucTPalHI0 MpeaeabHbIX
OTIYCKHBIX I[€H?

[TprieM TOKYMEHTOB OYIET OCYIICCTBIATHCS €KEIHEBHO 1O pabOYUM JTHSIM C
9.00 o 18.00 (nepepsiB Ha od0en ¢ 13.00 no 14.00) mo anpecy: Mocksa, CiaaBsiH-
ckas .4, ctp.1, moawesn 4, komuara 103.

KoMITIEKT TOKyMEHTOB MOYKET OBITh HAIlPaBJICH TOYTOM.

dopMbI JOKYMEHTOB MPEACTaBICHBI Ha caiiTe WWW.roszdravnadzor.ru.

25. C kakoii J1aTbl HAYHYT /IeiCTBOBATh HOPMATHBHbIE NMPAaBOBbIE AKTHI
OPraHOB HCIIOJHHMTEJbHON BJIACTH cy0ObeKTOB P®, ycraHaB/juBawoumue mpe-
JAeJIbHbIC ONTOBbIC M NpeAejbHble PO3HUYHbIC HAA0AaBKH K (aKTHYECKHUM OT-
NyCKHBbIM HleHaM npousBoauTesei na AKHBJIC?


http://www.roszdravnadzor.ru
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B cootBercTBUM ¢ moctaHoBieHueM llpaBurenscrBa PO ot 30.12.2009 Ne
1116 cpok npuHATUS OpraHaMH HCIOJHUTENbHOU BiacTu cyonekroB PD Hopma-
TUBHBIX IPABOBBIX aKTOB 00 YCTAaHOBJIEHHUH IMpPEACNIbHBIX ONTOBBIX M MpPEIeTbHbIX
PO3HUYHBIX HaJ0aBOK K (PAaKTUUYECKUM OTHYCKHBIM II€HAaM MPOU3BOJUTENEH Ha
JKHBJIC npoanen go 01.03.2010. [Tpunsiteie B cyobekTax Poccuiickoit denepanun
pElIeHHs BCTYMAIOT B CUITY € JaThl, KOTOpas yka3aHa B CaMOM akTe.

26. O0s13an au cyobekT Poccuiickoii denepanun peanu3zoBath npeaoc-
TaBJIeHHOe eMy nocraHoBjeHuem IlpaBurenbcrBa Poccuiickoin Penepauuu or
08.08.2009 Ne 654 npaBo Ha BBeJeHHE IOCY1aPCTBEHHOI0 peryJIMpoOBaHus Mpe-
JAeJbHBIX ONTOBBLIX U NMpeJeJbHbIX POZHHYHBLIX HAA0ABOK HA JIEKAPCTBEHHbIE
cpeacTBa, He BKJKWYeHHbIe B nepedeHb ZKHBJIC, u u3gesuss MeIULIMHCKOTO
HA3HAYEHMS WM OH MOKET JAHHBIM MPABOM He BOCHO/Ib30BATHCS?

Peuienue o BBeIeHUE TOCYIAPCTBEHHOTO PETYJIMPOBAHUS MPEACIBHBIX ONTO-
BBIX M TIPEACIbHBIX PO3HUYHBIX HAJ0ABOK Ha JICKAPCTBEHHBIC CPEJICTBA, HE BKITIO-
yeHHble B niepeueHb KHBJIC, u uznenuss MEIUIIMHCKOTO Ha3HAYEHUS TPUHUMAETCS
OpraHoOM HCIOJIHUTEJIbHOW BiacTu cyOwnekTa Poccuiickoit denepanuu camocTosi-
TEJLHO U MIPEAOCTABICHHOE €MY ITPaBO MOXKET OBITh HE HCIIOJIH30BAHO.

27. Kak no/kHbl (popmupoBathest oTnyckHble neHsl Ha ZAKHBJIC onro-
BbIMHM OPraHM3alMSMHU M anTe4YHbIMH yupe:xaeHusamu B nepuon ¢ 01.01.2010
0 MOMEHTA NMPUHATHS OPraHOM HCIOJHUTEJbHON BJacTu cy0ObekrTa Poccuii-
ckoii Deepaliuy HOBOr0 HOPMATHBHOI'O MPABOBOI0 aKTa?

Jo npunsatus cyorexkrom Poccuiickoit ®denepaiii HOBOIO HOPMATHUBHOIO
MPaBOBOr0 akTa 00 YCTaHOBJIEHUU MPEEIbHBIX OMNTOBBIX M MPEACIbHBIX PO3ZHUY-
HbIX Haj0aBok Ha JKHBJIC opranuzamnuu onToBOM M pO3HUYHON TOPTOBIU JTOTKHBI
MPUMEHSTh paHee YCTaHOBJIEHHbIE B cyObekTe Poccuiickoilt denepannu onToBble U
PO3HUYHBIC HaJJ0ABKH K (PaKTUYECKUM OTITYCKHBIM II€HAM [TPOU3BOJAUTEIICH.

28. Kak no/xHbl popMupoBaThesi oTnycknbie Henbl Ha 2 KHBJIC npu ux
peajJu3alMy MOKYNATEJII0, PACHOJ0KEHHOMY B Apyrom cyobekre Poccuiickoi
®enepannu? lonyckaercs Ju CyMMHPOBaHHEe Pa3MepPOB PerHOHAJBHBIX HA/I-
0aBOK, YCTAHOBJICHHBIX B cyObeKTax P@® mo MecTy HaX0KACHUSA OPraHU3alMU-
NPOAABIA M OPTraHU3ALMU-TIOKYIATEs1?

[TocTtaBka mpemapaToB 3a Ipeaesbl Tepputopun cyobekra Poccuiickoit de-
Jepauuu, B KOTOPOM PacIoJIOKEHA ONTOBAask OPraHU3alusl, JOJKHA OCYILECTBISATh-
Csl C MPUMEHEHUEM ONTOBOW HaJ0aBKH, pa3Mep KOTOPOM HE JOJHKEH MpEeBbIIATh
YpOBEHbB, YCTAHOBJICHHBIN B cyObekTe Poccuiickoit denepaiyiv, B KOTOPBIM MPOU3-
BOJUTCS IMOCTaBKa TOBAPA.

29. Kakoii nopsigox ¢popmupoBanusi neH Ha JKHBJIC opranusanusivm,
KoTOpbIe ABJIAKTCHA miareabmmkaMu H/IC n koTopsie ymiaunBawT eIMHbII
HaJIor HAa BMeHeHHbIi 10xoa (EHB/I) niu npuMeHsSIIOT YNPOILIEHHYI0 CHCTEMY
HAJ10Tr000J10KeHH A ?
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Opranuzanuu ONTOBOM Y PO3HUYHON TOPIOBIIH, ABJSIOIIUECH IIATEbIIU-
kamu H/IC, dopmupyror otmycknyio neny Ha XKHBJIC, cymmupys dakTudeckyto
neny npuodperenusi ToBapa 6e3 H/IC u onToByi0 Wi pO3HUYHYIO HaJ0aBKy He
BBIIIIE, YCTAHOBJIEHHON B cyObekTe Poccuiickoit denepaliuu, Ha TEPPUTOPHUIO KOTO-
pOro OCYHIECTBISIETCS MOCTaBKa ToBapa. OnroBas M PO3HUYHAS HaJ0aBKH MCYHC-
JS0TCA OT (PaKkTUYecKoi OTHyCcKHOM 1eHbl npousBogutens 6e3 yuera HJIC. HIAC
HAYHCIIIEeTCS Ha OOIIYI0 CTOUMOCTh TOBapa.

Ecnn opranusanuu ONTOBOM WM PO3HUYHOM TOPIOBIM IMPUMEHSIOT YIPO-
HIEHHYIO CUCTEMY HAJIOr000JIOKEHUSI WIH YIUIAUMBAIOT €/IMHBINA HAJIOI Ha BMEHEH-
HBIM 10X0, T.e. He ABJATcA mwiateasmukom HJIC, To Ha ocHOBaHuM YacTu 2
ct. 170 Hanorosoro konekca Poccuiickoit ®@enepanuu, oHM MOTYT (OpMUPOBATH
ornycknyto neny Ha JKHBJIC, cymmupyst gaktuyeckyro ey npuoOpeTeHus ToBa-
pa ¢ HJIC u ontoByto win po3HUYHYIO HaJ0aBKy, KOTOPhIE UCUUCISIOTCA OT (ak-
TUYECKOU OTIYCKHOM 1ieHbl npousBoautens ¢ HC.

Ilpumep 1
I]ena npouzeooumens dez H/[C 100 pyé.

Onmosas naooaexa (20% k uene npouszeooumensn 6e3 H/JC) 100* 20% = 20 pyé.
Omnycknasn yena onmosoiut opzanuzauuu 6e3 H/[C 100+20=120 pyé.

Posnuunas naooasxa (40% k yene npouszeooumens oez H/[C) 100*40% = 40 pyo.
Po3nuunan yena anmeunoi opeanuzauuu 6e3 H/[C 120+40=160 pyo.

Po3nuunan yena anmeunou opzanuzauuu ¢ HJC 160* 1,1 =176 pyo.

Ipumep?
I]ena npouzeooumens ¢ H/[C 100+10=110 pyo.

Omnycknas yena onmoeou opzanuzayuu ¢ H/JC 110*1,2=132 pyé.
Posnuunas naooaseka anmexu (40% k uene npouseooumensn ¢ H/JC) 110*40% = 44

Dyo.
Posznuunasn yena anmexu 6e3 H/[C 132+44=176 pyo.

B o0oux ciy4asx, HECMOTpsi Ha TO, YTO ONTOBAas W PO3HUYHAS HAJ0ABKU
NPUMEHSIOTCS K pa3HbiM 0a3am (ueHe npousBoautens ¢ HJIC u neHe npousBoau-
tenst 6e3 HJIC), s koHeYHOro moTpeOuTes sl pOZHUYHAS IIeHa OyIeT OJUHAKOBas —

176 py6.

30. MoskeT M opraHu3anusi ONTOBOW TOProBJIM, UMEKOIIAsi CTPYKTYP-
Hble TOApa3JejieHus1 PO3HMYHOI TOProBJiH, cpopMHPOBATHL KOHEYHYIO PO3-
HUYHYI0 Heny Ha ZKHBJIC?

B cootBercTBUu ¢ 1. 21 [lonokeHUsI O TOCYIapCTBEHHOM pPEryIupOBaHUU
ueH Ha JKHBJIC, yrtBepxaenHoro nocraHosieHueMm IIpaBurensctBa Poccuiickoii
®eneparun ot 09.11.2001 Ne 782 (B penakuuu noctaHosiaenus ot 08.08.2009 No
654) opraHu3anuK ONTOBOW TOPTOBIHM JICKAPCTBCHHBIMH CPEICTBAMH, KOTODBIC
MMEIOT Ha CBOeM OallaHCce CTPYKTYpHbIE MOApa3iesieHrs pO3HUYHON TOPrOBIH, MO-
ryT ()OpMHUPOBATH PO3HUYHBIEC LIEHBI HA JICKAPCTBEHHBIE CPEJCTBA C MPUMEHEHUEM
OJIHOBPEMEHHO OITOBOM M PO3HUYHON HaJI0AaBOK K (haKTHUECKOM OTIYCKHOM IEeHE
MPOU3BOJIUTENS, HE MPEBBIIAIONIUX MPEIETbHYI0 ONTOBYIO U MPEACIbHYIO PO3HHY-
HYI0 HaJl0aBKH, yCTaHOBIIEHHbIE B cyObekTe Poccuiickoit denepanuu, B KOTOpoM
OCYILECTBIISIETCSI PO3HUYHAS IIPOAaka TOBapa, MPU YCIOBUU BEACHUS Pa3AEIbHOIO
ydeTa MO0 ONTOBOM M pO3HUYHOU TOprosiu. OJHAKO JAHHOE TMOJIOKEHHUE MOXKET
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HCﬁCTBOBaTb JMIb B CJIydac, €CJIU CTPYKTYPHBIC PO3HUYHBIC MOAPA3ACICHUA HC
O6J1aIIaIOT IIpaBOM HOPHANYCCKOI'O JIMIA.

31. Kakoii mopsiiok OKpyrJjieHusl lieH Ha JeKapCTBeHHbIe CPeCTBAa, eCIu
B pe3yJbTaTe NPUMEHCHUS PO3ZHMYHON HAaZ0ABKH IMOJY4YaeTCHd POZHUYHAA Le-
HA ¢ IPOOHON YacTbIO KoNeiKku?

Eciau npu dopmupoBanuu otnyckubix 1ieH Ha JKHBJIC opranuzarusmu ori-
TOBOM TOPIrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHM WJIM PO3HUYHBIX LIEH ANTECYHBIMU
YUPEKICHUSIMHU C TIPUMCHEHUEM TPEIeIbHON ONTOBOW W (WJIM) MpeneibHON po3-
HUYHBIX HaJI0aBOK 00pa3yroTcsl IpoOHbBIE YACTU KOIEEK, TO MOJyYeHHAsi CyMMa OK-
pyrasiercst 10 1enoi konedku. Eciu npoOHas yacTh KONMEHKU MEHEE TMOJIKOTICHKH,
TO OHa OTOpPACHIBAETCA M CyMMa CHIIKAETCs J0 LIEJION KOMEHKH, a eciu 3Ta 4acThb
paBHa MOJIKOMIEWKHU U OOJIbIlIe, TO CyMMa MOBBIIIAETCS A0 LEJI0W KOTEHKH.

32. MoxHO JM BKJIKYATh B GopMy NPOTOKOJIAa COIJIACOBAHMS WEH [0-
NMOJIHUTEIbHBIE TPadbl U CBeJAeHHs], He HCKJII0YAsI U3 HET0 HMEIOIIHNecs CBe/e-
HUA?

Jla Bo3mMoxHO. DOpMa MPOTOKOJIA COTJIACOBAHUS IICHBI, YTBEP)KICHHAS I10-
cranoBieHueM I[IpaButennctBa Poccuiickoit deneparuu ot 08.08.2009 Ne 654, siB-
asieTcst TUIOBOM. [Ipy HE0OXOAMMOCTH, ONITOBAsI OPraHU3AIUSI C YYETOM OCOOCHHO-
CTH peaJli3alluy JEKAPCTBEHHBIX CPEJICTB B alITEYHYIO CETh MOXKET MPETyCMOTPETh
B JIAaHHOM TIPOTOKOJIC JOIOJHHUTENbHBIE Tpadnl. [Ipyn 3TOM HalMuue MaHHBIX, yKa-
3aHHBIX B THIIOBOW (DOpPME TPOTOKOJIA, SBIISICTCS 00A3aTCIbHBIM.

33. donyckaercs qu peajausanus KHBJIC no neHam Huke 3aKYNOYHBIX,
KAaK B 3TOM cjy4dae cjelyeT 3anoJHITh MPOTOKOJ COIJIACOBAHHMS LIEH M Kak
(opMupoBaTH POZHUYHYIO IIEeHY HA penapaThbl?

Peanuzanus npenapaToB 10 1IEHAM HIDKE YPOBHSI UX TIPUOOPETCHUS Y MPOHU3-
BOJIUTEJICH HE SIBIISCTCS HAPYIICHUEM YCTaHOBJICHHOTO MOPSIKA IIEHO0Opa3oBaHus,
eciu akTUUecKas IeHa MPUOOPETEHUS HE MPEBHIIIAET 3apETUCTPUPOBAHHYIO Tpe-
JEIBHYIO OTITYCKHYIO IIEHY MPOU3BOIUTENS JIEKAPCTBEHHOTO CPECTBA.

B cBs131 ¢ Ce30HHBIMU U UHBIMHU KOJICOAHUSIMH TTOTPEOUTEIHLCKOTO CIIpoca Ha
JIEKapCTBEHHBIE CPEJICTBA, MPUOIMKEHUEM JaThl UCTEYEHUS CPOKOB TOJHOCTH Jie-
KapCTBEHHBIX CPEJICTB, MAPKETUHIOBOM MOJIMTUKOMN, peain3alueil HOBBIX JIEKapCT-
BEHHBIX CPEJICTB B IEJSAX O3HAKOMJICHUS C HUMHU MOTpPEOUTEsIEH, TPYrUMH TIPUIU-
HaMHM, OKa3bIBAIOIMMHU BIUSHUE HA PBIHOK JIEKAPCTBEHHBIX CPEJICTB, JAOMMYCKAETCs
WX pean3alys OpraHU3aIlUsIMU ONTOBON TOPrOBIM IO IIEeHE HIXKE (HaKTUUECKOM
OTIYCKHOW T1eHbl mnpouszBoAuTens. COOTBETCTBYIOIAs HOpMa MPEayCMOTpEHa
nyaktoM 3 ctatbu 40 HanoroBoro koaekca Poccutickoit deneparym.

[Ipu peanuzanuu opraHu3aliel ONTOBOW TOPTOBJIM NpenapaToB MO IEHAM
HIDKE YPOBHSI UX MPUOOPETEHUS y MPOU3BOJUTENEH, B MPOTOKOJE COTJIaCOBaHUS
IIEHBI TTOCTAaBKHU JIEKapCTBEHHOTO cpeacTtBa B rpadax 9 u 10 HeoOXoauMo CTaBUTH
MPOYEPK.

AniTeuyHOEe yupexkAeHUE, 3aKylNHB y OMNTOBON OpraHU3aiiu JIeKapCTBEHHOE
CPEACTBO IO IIEHE HUXE YPOBHS (DAKTUUECKOW OTIYCKHOM II€HBI MPOU3BOIUTEIS,
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yKa3aHHOW B MPOTOKOJIE COTJIACOBAaHUS LEHbI, (POPMHUPYET POZHUUYHYIO LIEHY ITyTEM
CYMMHUPOBAHHUsS LIEHBI 3aKyIIKM IIpenapaTa y ONTOBOM OpPraHU3alli U CYMMBI pO3-
HUYHOU HaJ0aBKH, HE BbIIIE YCTaHOBIEHHOU B cyObekTe Poccuiickoii denepanuu,
MCYHCIIEHHON OT (PaKTUYECKOMN OTITYCKHON LIEHbI POU3BOIUTENS.

Ilpumep

3apecucmpuposannan uena npouszeooumensn oez H/[C 120 pyo.

Ilena npouzeooumens 6ez H/[C 100 pyo.

Omnycknas yena onmoeou opzanuzayuu 90 pyo.

Posnuunas naooasxa (40% k yene npouszeooumens oez H/[C) 100*40% = 40 pyo.
Po3nuunan yena anmeunou opeanuzayuu 6e3 H/[C 90+40=130 pyo.

Po3nuunan yena anmeunou opzanuzauuu ¢ H/JC 130* 1,1 =143 pyo.

34. Kak npaBW/IbHO 3all0JIHUTHh NMPOTOKOJI COIJIACOBAHUSA IleH NMPH MO-
craBke ZJKHBJIC unocTpanHoro npousBojacrsa?

B coorBercTtBuu ¢ mocraHosiieHueMm lIpaBurenscrBa Poccuiickont denepa-
uu ot 08.08.2009 Ne 654 peructpaiusi npeaebHbIX OTHYCKHBIX LIEH POU3BOIN-
teneit Ha JKHBJIC unoctpannoro npoussojacta B 2010 r. MokeT NPOU3BOAUTHCS B
Bajore U pyossix, ¢ 2011 r. — Tonbko B pyossix. [Ipu perucrpaiuu LeHbl B BalTlOTe
Poc3npaBHaa3op nepecynThIBAET BAIIOTHYIO 1IEHY B py0:iau 1o kypcy LIb Poccuu Ha
JI€Hb perucTpanuu 1eHbl. PyOieBas 1ieHa B 3TOM Cily4ae sIBJISI€TCS CIPaBOYHOM U
HUT/E HE TPUMEHSIETCHL.

IToctaBka JKHBJIC Ha poccHilCKMil pBIHOK, IIEHBI HA KOTOPBIE 3aPErUCTpU-
POBaHbI B BAJIIOTE, JOJHKHA OCYLIECTBISATHCS IO LIEHE KOHTPAKTA C YYETOM TaMo-
’KCHHBIX pacxXojoB (He BBIIIC 3apETUCTPUPOBAHHON B BAIIIOTE), TIEPECUNTAHHON B
pyOnu Ha naty opOpMIICHUS TPY30BOM TaMOKEHHOM JIeKIapaIuu.

[Ipu 3amonHEeHU MPOTOKOJIa COTJIACOBAHMS IIEHBI MOCTAaBKU B rpade 7 yka-
3bIBAETCA 1I€HA, 3apETUCTPUPOBAHHAs B BaliOTe, B rpade S - Ta ke 3aperucTpupo-
BaHHas 1I€HA, HO MEpecuuTaHHasi B pyOiau Ha Jnaty opopMIIEHHUs TPYy30BOM Tamo-
KEHHOM neknapanuu. PakTuyeckas oTIyckHas 1eHa npousogutens 6e3 HIAC yka-
3pIBaeTcA B rpade 8 v He TOJKHA MPEBBIIAThE CYMMY, IMOKa3aHHYIO B rpade S.

[lopsiok nmepecuera 3aperucTPUPOBAHHON IIEHBI B BAIIOTE B PyOIM yKa3aH B
MPUMEYaHUH K MPOTOKOJY U B MOCIEAHEM MPEAJIOKEHUH BTOPOro ad3ama MyHKTa
20 TlonoxeHus, yTBepKAEHHOTO mocraHoBieHueM IlpaButenbctBa PO ot
09.11.2001 Ne 782 (B penakuuu noctanosienus ot 08.08.2009 Ne 654).

Ilpumep
3apezucmpuposannan uena npouzeooumens ¢ yuemom MAMONCEHHbIX pacxo0oe 23

(unu ¢ pyonax na oamy pecucmpauuu 2$* 29,5=59 pyo.)

IIpouseooum nepecuem 3apeucmpuposanHoil 6 eantome WeHsl 6 pyou no Kypcy, Ko2oa
Ha moeap Oviia ohopmiena zpysosas mamoxcennas oexnapayus (hanpumep, 32 pyo. za 1 9)
2%*32,0=62 py6. B zpaghe 5 npomoxona ykazvieaemcs 62 pyo.

B zpaghe 8 yxazana pakmuueckan yena 6803a ¢ yuemom mamoixiceHnwvlx pacxooos 60
pyo.

Taxkum obpazom, Hecmomps Ha mo, umo yena na npenapam, ykazauunasn ¢ I'ocpeecmpe
6 pyonsax, Hudce, uem (PaAKMuUUeCcKas yeHa NOCMAKU, 3A6bIULEHUA ROCIABUIUKOM 3aPecUcht-
Ppuposannoll yenvt He umeemcs. Paznuya ¢ pyoneevix yeHax caoicunacy 3a cuem usmMeHeHus
Kypca eaniom.



