IPABATEJBCTBO POCCHHCKOHN ®EJIEPATTUH

ITOCTAHOBJIEHHE
oT 29 oxrabps 2010 r. N 865

OTOCYJAPCTBEHHOM PEI'YJIMPOBAHUU LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATBI, BK/IIOUEHHBIE B ITIEPEYEHB
JKN3HEHHO HEOBXOJUMBIX U BA’JKHEHIIUX JIEKAPCTBEHHBIX
IPEIIAPATOB

B cootserctBun ¢ QenepanbHeIM 3ak0oHOM "OO0 o0pallieHHH JeKapCTBEHHBIX CpeacTn”
IIpasurenscTro Poceniickoit ®enepaiyu nocTaHoOBAET:

1. VTeepaute npunaraeMsie:

[IpaBuna rocynapcTBEHHON PEHCTPALMH IPefelbHEIX OTIYCKHEIX IEH MPOH3BOAMTENEH
Ha JICKAQpCTBCHHBIE TNpPENapaTsl, BKIHYEHHBIE B HNEPEUEHb KU3HEHHO HEOOXOAMMEBIX H
BaXKHeHINHMX JIEKapCTBEHHBIX MPENApaTOR,;

IlpaBuna BeaeHHs TOCYHapCTBEHHOTO peecTpa INpPelelLHEIX  OTIYCKHBIX — UEH
NPOU3BOJMTENICH HA JIEKAPCTBEHHBIE IPENapatbl, BKIIOYEHHBIE B IEpPEUSHbH KHU3HEHHO
HeoOXOIHMMBIX H BaXKHEHIINX JIEKapCTBEHHBIX [IPEMIApPaTOR;

[TpaBuia ycTaHOB/IGHHS HPENENBHBIX DPA3MEPOB ONTOBEIX M TPENENBHLIX PasMepoB
PO3HHYHEIX HAA0aBOK K (PAKTHUECKHM OTIYCKHBIM I[eHaM IIPOM3BOJUTENCH Ha NeKapCTBeHHEIE
MpenapaTel, BKIKYECHHBIE B IEpPeUeHb JKU3HEHHO HeOOXOIMMEIX H BaXKHEHIIHX JeKapCTREHHbIX
npenaparos, B cyosekTax Poccuiickoii ®enepanny;

HU3MEHEHHS, KOTOPEIE BHOCATCA B nocTaHoBieHus [1paButensctea Poccuiickoit Degepaunu
N0 BOMPOCaM, CBA3aHHEIM C PEryNHPORAHHEM IIEH Ha XM3HEHHO HEOOXONUMEBIE H Ba)KHEHIIHe
JEKapCTBEHHBIE CPEACTBA.

2. IlpepeneHBle OTNYCKHBIE LEHBI NPOM3BOAHTENICH HA JKH3HEHHO HEOOXOMHMEIE H
BaXXHEHIME JIGKAPCTBEHHBIE CPEICTBA, 3aperMCTPHPOBAHHEIE MO BCTYIIGHHS B CHI.
Hacroawero IlocrtanoBnenud, moanexaT BKIIOUEHHIO B IOCYAAPCTBEHHBI peecTp NpelebHbIX
OTMYCKHBIX II€H IPOH3BOJMTENEH Ha JIEKAPCTBEHHBIE NMPENApaThl, BKIIOYEHHBIE B NEPEYEHB
KH3IHEHHO HeOOXOIMMBIX H BOXKHEHIMHUX TeKapCTBEHHEIX IIPENapaTos.

3. 3aperncTpupoBaHHbIe A0 26 okTAGps 2010 r.:

IIpeeNbHBIE OTIIYCKHBIE LIEHEI HHOCTPAHHBIX [TPOH3BOJUTENICH B HHOCTPAHHOM BAIIOTE Ha
JICKapCTBEHHbBIC MPENApaThl, BKIOYEHHEIE B [IEPeYeHb XKH3HEHHO HEOOXOMMMBIX H BAXKHENHIINX
NeKAPCTBEHHBIX TIPEIIapaToB, MOANEXKaT nepecdeTy o 1 gexabpa 2010 r. B pyban mo kypey
IleutpanbHoro Gamka Poccuiickoit @emepaumn Ha 1 HosGpa 2010 r. (6e3 npencraenenus
3a5BJICHHS TIPOU3BOJMTENEH O IEpecUETe LEHBI) ¢ BHECEHHEM COOTBETCTBYIOIIMX W3MCHEHHH B
IOCYIApCTBEHHEIN PEECTp MNMpeeNbHBIX OTIYCKHBIX LEH NpOM3BOJHMTENEH Ha JIeKapCTBEHHBIE
TIpenaparsl, BKIHOYEHHBIE B IEPEUeHb KHU3HEHHO HeoOXOAUMEBIX M BaXKHEHIIHX 1eKapCTBeHHBIX
[IpernapaToB;

[peaensHble  OTMYCKHBIE IIEHBI pOCCHMCKMX IIpOM3BOAMTE/CH Ha JIEKapCTBEHHEIE
[penaparsl, BKIIOUEHHBIE B IEPEYEHE KU3HEHHO HEOOXOIUMEIX H Ba)KHEHIIMX MeKapCTBEHHBIX
IIpenaparos, noanexar uaaekcanuu ¢ 1 HosOps 2010 r. ucXoas U3 MPOTHO3UPYEMOIO YPOBHS
uH@IAMY, yeraHoBNeHHOro Ha 2011 ron @enepansHeM 3akoHOM "O denepansHoM G1oKe
Ha 2010 ron u Ha rmnadoswii nepuoxn 2011 m 2012 romos", ¢ BHECECHHEM COOTBETCTBYIOLIHX
H3MEHEHHI B TOCYJapcTBeHHEIH peecTp NpelelbHBIX OTIIYCKHBIX IeH MMPOHM3BOAMTENEH Ha
NIEKAPCTBEHHBIE NTPENapaThl, BKIIOYEHHBIE B NIEPEYEHD KHU3HEHHO HEOOXOAMMEIX H Ba)KHEHIIIHX
NIeKapCTBEHHBIX HPeraparos,

4. MUHUCTEPCTBY 3APaBOOXPAHEHHS H COLMANBHOTO pasBHTHs Poccuiickol deaepalyu 1o
COINIACORAHHIO ¢ MMHMCTEPCTBOM NpPOMBILUIEHHOCTH W ToproBmu Poccuiickoit Penepanunu,
MHHHCTEPCTEBOM IKOHOMHYECKOTo pa3Butus Poccuiickoit @enepauuu H MHHHCTEPCTBOM



(puHancos Poccuiickoii Penepaiuu exerogHo, He noszauee 15 oxradps, MPeNCTABAATL B
IlpaButenscrBo Poccuiickoit denepauin OPOEKT NEpeuHs JKH3HEHHO HEOOXOMHMEBIX i
BKHEHINMX JIEKAPCTBEHHEBIX IIPETIAPATOR.

5. MuRHCTepCTBY NPOMBIIIIEHHOCTH H  TOProBiw Poccuiickoit Penepauuu 1o
cornacopanuio ¢ @enepaneHoli cayxGoii no Tapudam go 1 ampens 2011 r. paspaboTare m
YTBEPIHTH MOPAAOK BEACHHS POCCHMCKMMH NMPOH3BOJMTENAMH YYETa JOXOJIOB M PACXOJOB 110
MPOU3BOACTBY JIEKRPCTREHHBIX NIPENIAPATOB, BKIIOUEHHEIX B IIEPEUEHE MUIHEHHO HEOOXOMUMBIX
H BXHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, pa3fe/lbHO OT y4era JOXOAOB M PACXOIOB B
OTHOIUEHHH APYTHX TE€KApCTBEHHEIX IIPLIAPATOR.

6. [Ipu3HaTE YTPATHBIIHMHE CHIIY:

ITocranoBnenne [IpautensctBa Poccuiickoit ®enepaunn or 9 nosbpa 2001 r. N 782 "O
rOCYyJIapCTBEHHOM — pETYNHpOBaHMH I1leH Ha  jekapcrBeHHble cpencrBa"  (Cobpanue
3aKoHoJaTenscTBa Poccuiickol @enepanuy, 2001, N 47, cr. 4448);

Ilocranosnenue IlpasuTenscta Poceniickoit Qenepanun ot 17 oxrabps 2005 r. N 619 "O
COBEPLUCHCTBOBAHHH TOCYIAPCTBEHHOIQ pErylMPOBaHUS LI€H HA JEKApPCTBEHHBIE CpencTRa”
(Cobpanue 3axoHogarensctea Poccuitckoit ®enepannn, 2005, N 43, c1. 4400);

NYHKT 3 M3MEHEHHI, KOTOphIe BHOCATCS B akThl [IpaButensctsa Poccuiickoit Megepanur
IO BOMPOCAM JEATENbHOCTH MMHHCTEPCTBa NPOMBILILIEHHOCTH M TOprosiid Poccuiickoit
Genepauny, yreepxaeHHEIX ITocranoenenuem [Ipasutenscrsa Poccuiickoit ®enepaunu ot 7
uions 2008 r. N 441 (CoGpanue 3akoHomatensctBa Poccumiickoii ®enepauuu, 2008, N 24, cr. .
2869);

nyskT 1 Iloctanosnenus [lpasurenscrea Poccuiickoit ®enepannn ot 30 nekabps 2009 r.
N 1116 "O BHecenun uaMeHeHHH B Hexotopeie Iloctanosnenus IIpaButensctsa Poccuiickoit
Denepanyy 0 BOIPOCcaM, CBA3aHHBIM ¢ PErYJHPOBAHMEM LIEH HA JKH3HEHHO HEeOoOXOIUMBIE H

BKHEHIINE NeKapcTBeHHbIe cpeacrra” (Cobpanne 3akoHomaTenbeTBa Poccuiickoit Oeneparum,
2010, N 2, c1. 179).

Tpencenarens [NpaBuTenscTaa
Poccuiickoitf Oenepauun
B.IIYTHUH

YTBEepKICHH

[ToctanosinenueM [IpaBuTenbCcTBa
Poccuiickoit @eaepanuu

oT 29 okTa0ps 2010 r. N 865

ITPABHJTA
T'OCYAAPCTBEHHOM PETUCTPAIIMH NMPEJAEJLHBIX OTITYCKHBIX ITEH
MPOU3BOJUTEJIEA HA TEKAPCTBEHHBIE IIPENAPATLI, BKIKOUYEHHBIE
B IIEPEYEHD )KU3HEHHO HEOEXOJAWUMbIX H BAYKHERIIINX
JEKAPCTBEHHDbIX ITPEIIAPATOB

1. Hacrosmme IlpaBuna ycTaHABNHBAIOT MOPAAOK OCYIIECTBIEHHA TIOCYIapCTBEHHOMH
PEriuCTPAlMH MNPEACHBHBIX OTIYCKHBIX HEH POCCHICKMX M HMHOCTPAHHBIX TMPOH3BOIUTENeH
JIEKAPCTBEHHBIX NpenapaToB (fajee - MPOM3BOJMTENH) Ha JICKADCTBEHHBIE IIPENAaparh.,
BKJIFOYEHHBIE B [ICPEUEHD KH3HEHHO HEOOXOAUMBIX M BaXKHEHIINX NEKAPCTBEHHEIX IPENApaTos,
exeroaHo yreepaxnaaemMsrii IlpapurenecrBoM Poccuiickoit Penepanmn (manee - nekapCcTBEHHLIE
[peraparsl).



2. TocymapcrBeHHAs peruCTpalds TMPEASNEHBIX OTIYCKHBIX IEeH POCCHHCKHX H
WHOCTPAHHBIX MMPOH3BOAMTENEH HA IEKAPCTBEHHEBIE IIpENapaThl OCYIIECTRIAETCE B pyONsX.

3. MHHHCTEPCTBO 3/paBOOXPAHEHHS M COLMANBHOTO paseuTHa Poccmiickoit Denepanuu
OCYIIECCTBIIAET PETHCTPALIHIO NIPEJIEIbHON OTIYCKHOI LIEHE! IPOM3BOAMTENS HA JCKAPCTBEHHBIH
npenapar, IepeperucTPalMi0 3apErHCTPHPOBAHHOH IpeNeIbEHOR OTITYCKHOH LIEHEl, BHECEHHE
3apETMCTPUPOBAHHON  (NMepeperdCTpHpOBAHHOM)  NpeldenbHON  OTMYCKHOW  HeHol B
TOCYHapCTBEHHBIH PEECTP MpEACTLHEIX OTIYCKHLIX LIEH MNPOM3BOIUTENEH Ha JeKapCTBEHHELIS
NpEnapatel, BELIAYY [IPOM3BOAMTENIO (YIONHOMOUSHHOMY HM JIMIlY) BBHINHCKH M3 IpPHKA3a
MUHHCTEpCTBA 3ApABOOXpPAHEHHS M COUMAaTpHOro pa3BuThs Poccuiickoit ®epmepanun o
TOCYJapCTBEHHOH PEruCTpaliy IIpeeibHON OTITYCKHOM LEHEI.

4. lna rocyaapcTBeHHON PEruCTpauyy NPEAENbHON OTIYCKHOM LEHBI IPOM3BOAMTEN Ha
JICKAPCTBEHHEI Mpenapar NpPOM3BOAMTENE (YIIONHOMOYCHHOE HM JIMLO) TPEACTAB/ISET B
MHHHCTEPCTBO 3ApaBOOXPAaHEHMS W COLMANbhOro paspurHa Poccumiickod Pepepanum Ha
OymMaxHOM HOcHTeNne (B 2 JK3eMIUIIpAax) W B BIEKTPOHHOM BHIAE MO (GopMe, YTRepKIaeMoH
MHHHCTEPCTBOM  3JpaBOOXPaHEHHUS M COIMANLHOrO pasBuTHS Poccuiickoit @enepaun,
CIEqYIOLINE JOKYMEHTBHI:

a) 3a4BICHHE O PETHCTPAIHH IIPEIENIBHON OTIYCKHOM LEHBI, COAEpKAillee CIeAYIOUIHE
CBEOEHHUS:

HAaHMEHOBAHHE IIEKAPCTBEHHOIO TMpenapara (MEKIyHApOIHOE HEMATCHTOBAHHOE WM
XMMHYECKOE H TOPrOBOE HAMMEHOBAHHUS ),

IpeleNbHas OTIYCKHAN LEHA IIPOH3BOIUTENS HA JICKAPCTBEHHbIH NpenapaT, pacCUHTaHHE "
B COOTBETCTBHH ¢ YTBEPKIACHHOH MHHUCTEPCTBOM 3IpaBOOXPAaHEHHS M COLMANBHOIO PAZBUTHS
Poccuiickolt Qemepaumn comectHo ¢ QDepmepansHolt cnywboif mo TapudaM MeTomHKOH
YCTAHOBJIEHHMS ITPOH3BOANTENAMH JIEKapCTBEHHEIX NPeNnapaToB NpefefbHbIX OTIIYCKHBIX [EH Ha
JIEKapCTBEHHBIE NIPETIapaThl, BKIOYEHHEIC B NIepedeHb XKH3HEHHO HEOOXOMMBIX ¥ BAKHEHIIHX
NEKapCTBEHHBIX MPENapaToB (alee - METOAMKA);

KOJ JICKAPCTBEHHOrO Tpenapara B COOTBETCTBHY ¢ OO0mepoccuiickum Kiaaccu(puKaTopoM
IpoAyKUMH K (HiH) ToBapHOH HOMEHKIaTYPOH BHEIIHEIKOHOMHYECKOH AESTENBHOCTH;

nexapcTseHnas opMa ¢ yKazaHHEM TO3HPOBKH;

KOJIMYECTBO BO BTOPUYHOH (OTpeOUTENBCKOM) YIIAKOBKE;

IITPHX-KOJI;

6) KOTHS JHLEH3MH Ha IPOU3BOACTBO JIEKAPCTBEHHEIX CPEICTE;

B) KOMHS PETHCTPallHOHHOTO YIOCTOBEPEHHs HA JIeKApCTBEHHBIN Npenapar.

5. MHMHHUCTEPCTBO 3ApaBOOXPaHEHH U CONUANLHOTO pasBUTHs Poccuiickoil Menepannm B
TeyeHHe 15 paboumx mueit ¢ gatel oOpalueHus NMPOH3BOAKTENS (YIOMIHOMOYEHHOTO MM JIHIA)
OCYIIECTRIIAET MPOBEPKY MONHOTH IPEACTABIEHHEIX B COOTBETCTBHH C NMYHKTOM 4 HACTOSIIHX
IlpaBun JOKYMEHTOB (manmee - IOKYMEHTHI) ¥ CONCPXNAUUXCA B HHX CBCICHHH, NMPOBOIMT
COOTBETCTBHH € METOJMKOH NpOBEPKY MNpeieNbHON OTNYCKHOH LEHBl NPOU3BOJMTENIA Ha
JICKApCTBEHHBIH Mpenapar I pelleHHsA BOIIpoca O perucTpalldd W HalpapiaseT 1 ak3eMnusp
JOKYMEHTOB B DenepallbHYI0 ciy:k0y mo Tapudam.

B cmyvae mpencraBieHus JOKYMEHTOB He B MOJNHOM o0beMe WIH OTCYTCTBHS B HHUX
TpeOyeMEIX cBeAeHHH MUHHCTEPCTBO 3APaBOOXPAHEHHS U COLHAIBHOIO pasBHTHA Poccuiickoit
Qezfepallid  BO3BpALAeT IIPEACTABNCHHBIC NOKYMEHTH MPOH3BOHTENK C IHCHMEHHBIM
YBEIOMIICHUEM.

6. ®eacpansuan cnyxba no tapudam B TeueHue 15 paboumx nHe#H C maTe MOMydHeHHS
JOKYMEHTOB IPOBOAUT B COOTBETCTBHH C METOAWKOH 3KOHOMHYECKHH aHAIM3 NpenenbHOM
OTIYCKHOH NE€HBl MPOM3BOANTENS HA JIEKAPCTBEHHBIA NpPEMapar, NPHHHUMAET pEIMICHHE O
COTJIACOBAHMH YKa3aHHON TIPEJENIbHON OTITYCKHOM LIEHBI MM 00 OTKa3e B €€ COINIacOBaHMH (C
H3NIOKEHHEM IIPHYMH OTKA3a) ¥ HAMpaBAdeT €ro B MUHHCTEPCTRO 31PABOOXPAHEHHS H
comyaneHoro passutus Poccuiickol denepanyn.

7. MHHHCTEPCTBO 3APABOOXPAHEHHS W COLHaNbHOrO pazsutus Poccuiickoit Mexepauuu B
Teyenwe 5 paloumx AHe# ¢ JaTel nonydenus pewenus @epepanbHol cmyxOs mo Tapudam o



COTNIACOBAaHMH TIPENENBHOR OTIYCKHOH II€HBl NPOM3BOAHMTENA HA JIEKApCTBEHHBIH Ipemapar
60 06 OTKaze B €€ COINACOBAHHM TIPHHUMAET DPEIEHHE O rOCYJapCTBEHHOH perdcTpanuu
NpeaenbHOM OTNYCKHOM HEHEI IPOM3BOAHTENS HA JISKAPCTBEHHEIH Ipenapar mido o0 oTKase B
TOCYJApCTBEHHOH PErHCTPAlliy YKA3aHHON LIEHEl ¢ yYeTOM pelleHHs, npuHAToro PenepanbHoi
ciryx00# mo Tapudam.

8. B ciydae HeoOXOIMMOCTH YTOUHEHWS CBEIEHWH, CONEPXKalMXCd B JOKYMEHTaX,
MPOU3BOANTENb (YIONHOMOYEHHOS HM JIMLO) MNpPEeJCTAaBIsSeT [0 3anmpocy MHHHCTEpCTBa
30paBOOXPAHEHHS H COLIHANBHOrC pasBHTHA Poccniickoll Pepepanuu unu PenepancHoi
cyx0bl 110 Tapu@aMm COOTBETCTBYIOLIYIO AOKYMEHTANEHO odopMieHnyio undopmaimio. lpu
3TOM CPOKH DPacCMOTPCHHA TOKYMEHTOB, NpPEJyCMOTDEHHBIE IYHKTaMH 5 H 6 HACTOSIINX
IIpaBus COOTBETCTBEHHO, YREIHUHBAIOTCA He Gonee weM Ha 10 pabounx aHei.

IIpH HeMmoCTYNNEHUH B IpefeNaX YCTaHORJIEHHOIO CPOK& 3aMpOLICHHOH NOKYMEHTAIbHO
odopmiennoit uadopmanun depepanpHas ciyx6a mo tapudam B TeueHHe 5 paGounx AHEH ¢
JATBl UCTCUCHHA CPOKa €€ HOpeACTABICHHMA IIPHHHMACT pelieHHe o0 OTKa3e B COrJIacOBAHMH
NpeNeNIbHOH OTIYCKHOM LEHE! NPON3BOAUTENS Ha JIEKAPCTREHHBIH Npenapat U HaNpaeJseT ero B
MHHHCTEPCTBO 37PaBOOXPAHEHHS H COLHANLHOTO pasBuTHs Poccuiickoit Mefepalinu, KOTOPOE B
TeueH’e 5 paboumx JHEH ¢ JaThl MOMYYSHHS TOrO PELIeHHs MPUHMMAET peleHue 06 oTKase B
rOCyIapCTBEHHOW PErHCTpaluy yKa3aHHOH IEHBI, O YeM B IMCbMEHHOH (opMme yBeIoMIseT
TIPOH3BO/IUTENS.

9. B criydae NpHHATHS PELIEHUS O TOCYIAPCTBEHHON PErHCTPAIME IPESILHON OTIIYCKHOM
LIEHEl TPOH3BOAMTENS HA JIEKApCTBEHHEIH mpenapar MHHHCTEPCTBO 3ApaBOOXpaHEHHS H
COIMANBHOTO pasBUTHA Poccuifckoli @enepalus BHOCHT COOTBETCTBYIOHNIME JAHHLIE B
TOCYAApCTBEHHBIH peecTp MpPeJebHbIX OTIYCKHLIX LIEH TPOW3BOIJUTENEH HA JIEKAPCTBEHHBIE
IIpenaparsl, BKIKOYECHHBIE B [IEPEYEHE JKU3HEHHO HEOOXOMHMBIX H BOKHEHIINX JIEKAPCTBEHHBIX
[IPENapaToB, BbIAACT IPOH3BOJHTENIO (YIIONHOMOYEHHOMY MM JIHIY) BBIIHMCKY M3 IpUKaza s
TOCYJApCTBEHHOR  PETHCTpallMM  OpejeNbHOH  OTMYCKHOH TEHBI TPOH3BOAMTENA  Ha
NeKapCTBEHHBEIA I@IpenapaT M pa3MeIlacT COOTBETCTBYIOUIYKD WH(poOpMallMi0 Ha CcBoeM
opHIEANBHOM caiiTe B ceTH MHTepHET.

10. ITpu npuHATHE MUHHCTEPCTBOM 3APABOOXPAHEHHMS W COLMAIRHOTO pasBHTHA
Poceniickoit denepaunu pemenns 00 OoTKase B TOCYAAPCTBEHHOM perdcTpalMH mpenenbHobl
OTHYCKHOH UEHEl NPOH3BOINTEIA HA JIEKAPCTBEHHEIH MpenapaT MHHHMCTEPCTBO YBEIOMISET
NPOU3BOJMTENIS B IMCBEMEHHOH (GOpME O MPUHATOM PELIEHHH C H3JIOXKEHHEM NPUYHH OTKa3a.

11. OcnoBaHueMm ana OTKaza B cornacoBanud ®elepansHoit cnyxBGoit mo Tapupam
TOCYAapCTBEHHOH  PerucTpalMH  IpPENeNbHOH  OTHYCKHOH IIEHBl  [IPOM3BOJMTENS  Ha
JCKApCTBEHHEIM TMpenapar ¥ oTKa3a B TOCYJAPCTBEHHOH perHcTpauii MuUHHCTEPCTBOM
3IpaBOOXpaHEHHA H COLManbHOro pa3BuTHd Poccmiickolt Demepalni npeneisHOR OTIYCKHOR
LICHBI TPON3BOUTENA HA JIEKAPCTBEHHBIH ITpenapar sBsaeTcs:

a) MPe/ICTABJICHUE HEOCTOBEPHEIX CBEACHUHN O JIEKAPCTBEHHOM IIPEIIAPATE;

0) HETONMHOTA NPeJICTABNEHHBIX JOKYMEHTOB;

B) IpeBBIIEHWe TNpPEeACTABNEHHON IS TOCYIapCTBEHHOH pErMcTpalui IpedesHOoi
OTMYCKHOM LEeHBI POM3BOAWTENS Ha JIeKapCTBEHHBI IperapaT Haj LEHOH, pacCUMTaHHOH 4
COOTBETCTBHH C METOIUKOM,

12. Pemenne of oTkase B rocyJapcTBEHHOH peTHCTPAHM NIPEEILHON OTIYCKHOR IEHE]
TIPOH3BOIMTE)A HA JEKAPCTBEHREIN IperapaT MoKeT OBITE 00KaloBaHO B cyZAeOHOM HOpAIKe,

13. J{ad rocyAapcTBEHHOH PErHCTPallHK IPeaeIBHBIX OTIYCKHEIX II€H IPOU3BOAUTENeH Ha
TeKapCTBEHHBIE IIpellapaThl, He IOcTynaeume B obpameHde Ha Teppuropu Poccuiickon
denepauny, H Ha OpUTHHANLHBIE JIeKapCTBEHHBIE TIpeRapaThl KpOMe JIOKYMEHTOB,
IIPEAYCMOTPEHHBIX IIYHKTOM 4 Hactosiux [IpaBun, npencrasnsercs:

POCCHICKAMM NPOM3BOAUTEISIMHM - pAcYeT pPAacxoAOB, CBA3aHHEIX ¢ pa3zpaboTKoi,
IPOM3IBOACTBOM, peaiH3alHeH JeKapCTBEHHOIO IMperapara, no (opMe, NpPeaycMOTPEHHOH
METOIHKOMH;



HHOCTPAaHHBIMH  TIPOM3BOJMTEIAMH - pasMep MHHHUMAJIBHOH  OTIYCKHOH  LIEHEI
NPOHM3BOJMTENA HA IEKAPCTBEHHEIM Ipernapar B TOCYAApPCTBE IIPOHM3BOAMTENS H APYTHX
rocyapcTBax, Ile OH 34pETHCTPHPOBAH, C YYETOM pAacXOlOB, CBS3AHHBIX C TAMOKEHHEIM
opopmieHueM (TAMOXXEHHLIX TOLNIMH M c0opoB 3a TaMoxeHHoe OdQopMIeHHE), H
TPAHCIIOPTHBIX PACXOOB.

14. 3aperucTpupoBaHHad mpedeNbHAs OTNYCKHAS LEHA POCCHMHCKOTO MpPOH3BOJMTENS Ha
JeKapCTBeHHBIH IIpenapaT MOXKET OBITH NMEpPeperdeTpPHPOBAHA HA OCHOBAHHH €T0 3asBIEHHA,
NOJAHHOrO 10 1 OKTAOPA KaIOro roja B MOPAAKE, NMPEAYCMOTPEHHOM ITYHKTOM 4 HacTOAIIHX
[Ipasun. IlepeperncTpalus oCyImECTBIAETCS HA OCHOBAHUK JOKYMEHTOB ¥ B TIOPAIKE, KOTOpBIE
YCTAHOBNEHB! Ui €€ PETHCTPaLMM, HCXOJAf U3 pacdeTa, NMPeJYCMOTPEHHOrO METOJHKOH, He
yanle | pasa B KaleHAapHOM TOy;

a) B CIlyYae M3MEHEHHS LIEH Ha CHIPHe M MATEPHANBI, 4 TAKXKE MIMEHEHHMS BaKIagHBIX
PacxomIos; ,

0) Hcxons M3 YCTAHOBIEHHOTO (elepalbHBIM 3aKOHOM O (efeparlhHOM OIOMIKeTe Ha
COOTBETCTBYIOIMH (MHAHCOBBIH roA H HAa IUIAHOBEIA TIEPHO)| MPOIHO3UPYEMOTO YPOBHS
HHQIIHH.

15, T'ocynapcTBeHHad perucrpauus (NEPEPErHCTPALMA) MNPEASHLHEIX OTHYCKHLIX 11EH
[IPOM3BOAMTENEH Ha JIeKapCTBEHHBIE IIpenapaThl OCYLIECTBIAETCS JUIS  NPOH3BOIHTENCH
Hecrinarso.

VY TBepKAEHBI

TTocranornenuem [lpaBuTenpcTpa
Poccuiickoit @enepauuu

ot 29 okta6ps 2010 r. N 865

IMPABHJIA
BEAEHHA I'OCYJAPCTBEHHOI'O PEECTPA IIPEAEJIBHBIX OTIIYCKHBIX LHEH
IMPOU3BOAUTEJIEN HA JJEKAPCTBEHHBIE IPENAPATHI, BKJAKYEHHBIE
B INEPEYEHD )KU3HEHHO HEOBEXOUMBIX H BAXKHEALIINX
JEKAPCTBEHHBIX HPEITIAPATOB

1. Hacrosnume IlpaBuna ycTaHaBNUBAIOT MOPAAOK BeleHUs TOCYJAPCTBEHHOrO peecTpa
3aperuCTPHPOBAHHBIX TMpEeJeTbHEIX  OTIYCKHBIX UEH TPOM3BOAMTENECH Ha AeKapCTBEHHBIC
Npenaparsl, BKAIOYCHHEIE B MIEPEYEHD KH3HEHHO HEOOXOAAMBIX M BRKHEHINHUX TEKapCTBEHHBIX
IpenaparoB (Jaliee - peecTp).

2. Peectp sBngetcs denepansHoil HHPOPMAIHOHHON CHCTEMOM, collepkalleii CBeIeHUS O
rOCYJapCTBEHHOH  pPErHCTpallMM MpeAeiBHEIX  OTIYCKHBIX  IIeH MOpousBojdrened  Ha
JIEKAPCTBEHHBIE TIDENAPATE], BKIKUYSHHBIC B IICPECUCHL XKHSHCHHO H606X0,I[HMBIX H Ba)KHEHIIIHX
JIEKAPCTBCHHEIX [IPENapaToB (Jlalee - JIeKapcTBeHHBIE Ipenaparthl).

3. Peectp Bemercd MMUHHCTEPCTBOM 3IPABOOXPAHEHHS H COLMAIBHOrO Pa3BUTHA
Poccuiickoii Demepallii B 2NEKTPOHHOM BHJE C NPUMEHEHUEM ABTOMATH3UPOBAHHOH CHCTEM. (
IyTEM BHECEHHUS B peecTp pPeecTPOBLIX 3aluced.

4. Benenune peectpa OCYLIECTBIIAETCA B COOTBETCTRHHM ¢ €IHHBEIMH OpPraHH3allHOHHBIMH,
METOJOJIOTMYECKAMH M TPOTPAaMMHO-TEXHHUUECKUMM  TpPHHUIHIAMH, O0O€CICUHBAOIIHMHU
COBMECTHMOCTE M B3aWMOZeHCTBHe OTOTO  peecTpa ¢  MHBIMH  ¢reIepaJbHBIMU
HHQOPMAITMOHHEIMH CHCTEMAMH H CEeTSIMH.

5. PeecTpoBast 3anHCh CONEPKUT CNEAYIOMIHE CBEACHUS:

a) HAMMEHOBAaHHE MTPOU3BOAUTENS JIEKAPCTBEHHOT O NPENAPATa;



6) HauMEHOBaHHE JIEKAPCTBEHHOTO Mpenapata (MexIyHapOOHOE HeNaTEHTOBAHHOE HIIH
XMMHYECKOE H TOProBOe HAUMEHOBAHHH);

B) HOMEP PETHCTPALIHOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Npenapara;

) JeKapcTBeHHas GopMa ¢ yKazaHUeM JO3WPOBKH JIEKAPCTBEHHOTO Hpelnapata M ero
KONHYECTBA BO BTOPUYHOH (HOTpeOHTENBCKOM) YITAKOBKE,

1) 3apeTHCTPHPOBAHHAS IPENENbHAS OTMYCKHAS NEHA MPOH3BOMNTENS HA JIEKAPCTBEHHbIH
mpenapar B pyonsx,

€) JaTa rocyJapcTBEHHOH PerHCTpalliy NPEAEIbHON OTIYCKHOM LEHBI IPOU3BOAUTENS Ha
NEKapcTBEHHEIH IIpenapar.

6. BHecenne B peecTp peecTpOBOM 3aNucH OCYLIECTBIAETCS HA OCHOBAHHM CBEJCHHIA,
NONYYEHHBIX NPH rOCYAApCTBEHHON perucTpanyu (NepeperueTpauun) NpeienbHol OTnyCcKHOM
LECHBI TPOM3BOIHTENA Ha JIEKapCTBEHHBIH npenapart, B Teuedne 1 pabodero qHA ¢ aThI:

a) MPUHATHA PELICHUS O IOCYIAPCTBEHHOM PErHCTpallHH NPEAe/bHON OTIYCKHOH LEHB
NPOHU3BONMTEIA Ha IEKAPCTREHHEIH Mperapar;

) NPUHATHA PEINEHHA O NEPEPETHCTPAIHY IIPEIEAbHON OTIYCKHOR LEeHbl IPOU3BOIATES
HAa JICKapCTBEHHEIH TIpenapar.

7. CBeneHus O TOCYHApCTBEHHOH pPEerHCTpAlH IPEJENBHOH OTIYCKHOH  LIEHT!
HpPOU3BOAMTES Ha JICKAPCTBEHHEIN [Ipenapar MoAneKaT HCKIIUEHHIO W3 PEecTpa B cliyvae:

a) NpEICTAaBICHHS NPOW3BOAMTENEM JIEKApCTBEHHOTO TIIpemapara 3assiieHus o6
HCKJIIOYEHHH CBeIeHNH U3 peecTpa;

6) HCKMIOYEHMS  JIGKapCTBEHHOI'O TIIpemapara ©3 TOCYRAPCTBEHHOTO  pPeectpa
NIEKaPCTBEHHEIX CPEACTR A MEIHITMHCKOTO IIPUMCHCHHS;

B) MCKIIOYEHHS JEKapCTBEHHOTO TNpenapara M3 IepevHs JKH3HEHHO HEeOOXOIMMEBIX H
B)KHEHIMHUX IEKAPCTBEHHEIX IPENapaToB.

8. Ilp npuuatud MHHHCTEPCTBOM 3/pABOOXPAHEHHS H COIHATBHOIO DA3BHTHS
Pocceniickoii @enepanun petnenns o6 HCKITIIO4EHHH CBEIEHHH O rOCYJAPCTEEHHOH PErHCTPALIHH
IpefeNbHON OTIYCKHOM IIEHBI IIPOH3BOMNTENA Ha JIEKapCTBEHHBIN Npenapar COOTBETCTBYIOIAs
3aIKMCh MPOH3BOAUTCA B peecTpe B TeueHHe | palouero MHA ¢ ZaThl MPHHATHA TAKOTO PEIICHHS C
YKa3aHHWeM OCHOBAHHUS M JATHI €r0 NPHHSTHS.

9. Peectp nyOnukyerca Ha obHMIIHANBEHOM caifTe MuUHHCTEPCTBA 34paBOOXPAHEHMS H
conaneHoro passuTHa Poccuiickoil @enepanuy B ceT VIHTepHET U ODHOBNSAETCS €XEIHEBHO C
COXpaHeHHEM Ha caiiTe BeceX NpeiblIYIINX peaakuuil peecTpa.

10. Hnadopmauma ©  3aperHCTPHPOBAHHBIX  OpEAEIbHBIX  OTIHYCKHBIX  HEHAl
[pOH3BOMHTENEH Ha JIEKADCTBEHHBIE IpenapaThl pa3sMeEILacTci B anTEYHBIX OpPraHH3alUsX B
OOCTYMHOH I BCEX 3aMHTEPECOBAHHLIX JHI opME C  ydYeTOM TpPYIIHPOBKH IO
MEKITYHAPOIHBIM HETATEHTOBAHHBIM HaUMEHOBAHUAM JICKApCTBEHHBIX IIPENapaToR.

11. Cpexmenus, cofepXxaljuecs B peecTpe, ABISIOTCA OTKPHITBIMM H OOIENOCTYIHBIMH H
[IPENOCTABIAIOTCS 3aHHTEPECOBAHHBIM THIAM GecnnaTHo.

I[Mo xenaHuio 3aHHTEPECOBAHHBIX JIMI], OOPATUBLIMXCA 332 OTUMH CBEXECHUSMH, OHH MOTYT
OBITh NPeACTABNEHEI 0 MX MHUCLMEHHEIM 3alpocaM B BHAE BEIIMCOK H3 PEecTpa B TeUeHHe 5
IHeH ¢ JaThl NOCTYILNICHHSA 3aIpoca.



YTBepIeHEl

IocranosneHuem [IpaBurenscTBa
Poccuiickoit Oenepauuu

ot 29 okTa6pa 2010 T. N 865

TIPABIJIA
YCTAHOBJEHHA NPEJEJTBHBIX PASMEPOB OIITOBEIX
U MPEJEJBHBIX PASMEPOB PO3SHUYHBIX HA/IGABOK K ®PAKTUYECKHUM
OTIYCKHBIM IIEHAM ITPON3BOAUTEJIENA HA JIEKAPCTBEHHBIE
TIPETIAPATHI,
BKJIIOYEHHLIE B [IEPEYEHD )KH3HEHHO HEOBXOIUMBIX H BAKHEHIIIX
JEKAPCTBEHHBIX ITPEIIAPATOB, B CYBLEKTAX
POCCUHCKOM ®EJEPALIAUA

1. Oprans! HCOMHUTENBHOI BiiacTH cyOBekToB Poccmiickoit Meepaluy yCTaHABINBAIOT
B OTHOIICHHH OpPraHH3alHH ONTOBOH TOPrOBJIH, ANTEYHBIX OpPTaHM3alMH, MHAMBHIYABHBIX
NpejNpUHUMATENEH, HWMEIIMX  JIHLEH3HMIO HA  OCYHIECTRIICHHE  (hapMaueBTHYECKOH
ACATENBHOCTH (fanee - HHAMBHAYAIbHEIE NpPEANPHHUMATENH), MEIHLHHCKMX OPraHH3aruii,
UMEIOLINX JIMOEH3HK0 Ha OCYIIECTBIEHHE GapMaleBTHYeCKOH JeqTeNEHOCTH, H  HX
obocobieHEpIX NonpaszneneHuit (aMbynaTopuii, henpamepckux u QenbaepeKo-aKymepeKux
IIYHKTOB, IEHTPOB (OTAeNneHnit) obuiell BpauebHOM (ceMeliHOi) MPaKTHKM), PACTIONOKEHHBIX 7
CENIBCKUX IOCENEHMX, B KOTOPLIX OTCYTCTBYIOT allfTEqHBIE OpraHu3alimu (Jajiee - MeIHLIHHCKHE
OpraHu3allii), OCYIIECTBIAIOMNX peald3alHi0 JeKapCTBeHHBIX [IPENaparoB, BKIKOUYEHHEBIX B
nepeveHn KH3HEHHO HEOOXOAMMBIX H BAXKHEHIIHMX JIEKAPCTBEHHBIX IIpemnapaToB (janee -
JIEKApCTBCHHBIE IMIPENapaThl), Ha TEPPHTOPHH 3THX cyOpextos Poccuiickoit denepaliuu,
NpelebHbIe pasMEPE] ONTORLIX W NPEIETbHBIE Pa3MEPBl POIHUUHBIX HAI0ABOK K (aKTHUECKUM
OTITYCKHBIM LICHAM, YCTAHOBJIEHHBIM NPOHM3BOJHTEIAMH JICKApCTBEHHBIX IIpelnaparoB, Ha
MEKapCTBEHHBIE IperapaTel (nanee - (akTHYeCKHe OTIYCKHEIE IEHB! I[IPOH3BOAUTENEH Ha
JICKapCTBEHHEIE IPENapaTrsl), BRIPAKEHHBIE B NpoUeHTaAX H  JUGQEepeHIUPOBAHHEBIE B
3aBHCHMOCTH OT CTOHMOCTH JIEKApCTBEHHBIX INpenaparoB H ¢ Y4YeToM reorpadudecKoi
YAAICHHOCTH, TPAHCIIOPTHOM JOCTYITHOCTH H APYrHuX 0CO0SHHOCTEH,

2. Oprausl HCIIOJHHTENBHON BNacTH CyOBeKTOB Poccuiickoit Qefepanvil YCTAHABIHBAKOT
NPEREbHBIE Pa3MEPRI ONTOBEIX H NPE/IENbHBIE Pa3MEPDl POZHHYHEIX Han0aBoK K (aKTHUECKHM
OTIHYCKHEIM LIEHAM TNPOM3BOJAHTeNeH Ha JeKApCTBEHHBIC MpEmapaTsl B COOTBEICTBHH C
METONHKOH, yTBep:xpaeMoit DegepanbHoi ciayxOoit nmo Tapudam, HCXOAS M3 CHEAYIOUINX
NPHHIIHIOB:

a) BO3MCINGHHE OPraHU3aUHsIM ONTOBOM TOProOBIM, ANTEYHEIM OpPTAHU3ALHAN,,
HHIUBHAYATLHBIM — APEANPHHEMATENSIM H MEIMIIHHCKHM OpPraHH3alMsM 3JKOHOMHYECKH
00OCHOBaHHEIX 3aTPaT, CBA3AHHBIX C 3aKYNKOH, XpaHEHHEM M pealM3alueil JIeKapCTBEHHBIX
IIpenaparog;

6) yder pasmepa npuObUTH, HeoOXOZMMOH It OOECEUeHWs OPraHH3allMil ONTOBOMH
TOPTOBIIH, ANTCYHEIX OpPraHu3aldil, HHIMBHAYAJIBHBIX NPEANpPHHHUMATEICH H MEeTHLHHCKHX
opraHm3alliii cpeAcTBaMM Ha OOC/Iy)XHBAaHHE NMPHUBIEYEHHOTO KAnUTLIA ¥ (PUHAHCHPOBAHHE
Ipyrux 00OCHOBAaHHEIX PACXOJIOB;

B) y4eT B CTPYKTYpe Han0aBOK BCEX HAJOTOR M HWHBIX 00A3aTEIBHBIX TNUIaTEXeH B
COOTBETCTBHH C 3aKOHOJATEeNLCTBOM Poccuiickoit Depepanin.

3. Ton ¢axkTudeckol OTNYCKHOM LEHOH NPOH3BOIMTENS Ha JIEKAPCTBEHHBIH IMpenapaT
oHHMaeTca IeHa (0e3 waitora Ha [Mo0aBIeHHYI0O CTOMMOCTH), yKa3hlBaeMas PpOCCHHCKUM
IIPOM3BOJUTENEM JIEKAPCTBREHHOTO TMpernapara B COMPOBOTUTENLHON JOKYMEHTALHU Ha TOBap, a
HHOCTpPaHHEIM IIPOM3BOJAMTENEM JIEKAPCTBEHHOrO TIpenapara - B CONPOBOOMTENLHOH
JOKYMEHTAlHH Ha TOBAap, Ha OCHOBAaHHH KOTOpol odopMisgercs rpy3osas TaMOXKEHHas



JCKNIApaIHs, ¢ YYeTOM PacXONOB, CBA3AHHBIX C TAMOMKEHHBIM O(OpMIEHHEM Tpy3a (ynmartoi
TAMOYEHHEIX TOIINMH H ¢OOpOB 32 TAMOXEHHOE opopMieHHE).

B cnyyae ecnmu 3aKOHOJATENhCTBOM TaMOKEHHOrO COKO3a HE IMPENYCMOTPEHLI
JEKMApHPOBAHHE CTOMMOCTH IIEPEMEIlaeMBIX dYepe3 TaMOXeHHYH rpaHuuy Poccuickoi
Qenepauun TOBAPOB, MECTOM TIPOUCXOKAEHHS KOTOPBIX SBIMETCS TEPPUTOPHS TOCYIAPCTB -
YYacTHHKOB TaMOXXCHHOTO cO0r03a, ¥ 0QOPMICHHE B OTHOIUCHUH HMX TPY30BOH TAMOXEHHOMH
AeKNapalnud TaMOXEHHbIMU opraHamu Poccuiickoit ®enepaunu, nmoa GakTHUECKOH OTIYCKHON
[IEHOH HHOCTPAHHOTQ IIPOM3BONHTENS HA JIEKaPCTBEHHBIH Ipenapar MOHHMAaeTcsa IeHa,
YKazaHHasd WHOCTPAHHEIM {IPOM3BOAMTEIEM JIEKAPCTBEHHOIO Mpelapara B CONPOBOAUTECIBEHOH
JOKYMEHTALHMH.

4, CymMma omTOBBIX HagbaBOK K (AKTHYECKOH OTIYCKHOH LEHE MOPOM3BOAUTENA Ha
NMEeKapCTBEHHEIM Ipenapar, IpHUMEHSEMBIX BCEMH OpraHH3allMAMH ONTOBOH  TOPIOBIH,
YYacTBYIOIIUMH B peaNH3allHi 3TOT0 JEKAPCTBEHHOTO NpENapard Ha TEPPUTOpHH CyOBexTa
Poccuiickott ®enepaniy, He JO/DKHA IIPEBBINAThH COOTBETCTBYIOLIMA MpeJeNbHBIA pazmep
ONTOBOW HANOGABKH, YCTAaHOBJICHHBIH OpraHOM HCHONHHTENBHOH BRACTH TOT0 CyGheKTa
Poccuiickoi ®enepauni.

5. Pasmep po3nuuHOil HaglaBKkH K ¢akTHUecKOH OTHYCKHOM IeHE MPOH3BORMTENA HA
JICKapCTBEHHBIM IIpemapar, YCTAHOBIEHHBIH anTevyHOH OpraHu3auued, MHIMBHAYAIbHBIM
NPSATIPHHAMATEIEM M MEIUUMHCKOM opraHusanued, OCYIUECTBIAIOIUMHE peanHu3anHio
JEKapCTBEHHBIX IIPENapaToB Ha TePpHTOPHH cyObekTa Poccuifckod Penepawwn, He H0mKeH
IPEBBINATE COOTBETCTBYIOUIMA MpPEJSNbHBIH pasMep PO3HHYHOHR Haa0aBKH, yCTaHOBIICHHEIH
OpraHOM HCTOJIHMTENBHOHR BIacTH 3Toro cybsekTta Poccuiickoit denepariy.

6. Peanumzanmsa NeKapcTBEHHBIX IIPENapaToB OPTaHH3alMaMH  ONTOBOH  TOPromiu
OCYLIECTBNAETCA ¢ OGMOPMIICHHEM TNPOTOKONA COITIACOBAHMA LEH IIOCTABKH JKH3IHEHHO
HeOOXOJMMMBIX H BKHEHIINX JNEKapCTBEHHBIX IIpeMapatoB Mo  (opMe, YTBEPIKICHHO.(
ITocranosnennem IlpasurenscrBa Poccuiickoit @enepaunn ot 8 asrycra 2009 r. N 654 "O
COBEPIICHCTBOBAHHH TOCYJAapCTBEHHOIO PETYIHPOBAHUA LEeH HA XHM3HEHHO HEOOXOAUMBIE H
BaKHEHININE JIEKAapCTBEHHEIE cpeficTBa.

Peannsamus nexapcTBeHHBIX TpenaparoB anteqHod opranusanuell, WHIMBHIYalbHbIM
NpeAIPHHAMATEIEM ¥ MEAHIIMHCKON OpraHu3anued oCyLIECTBIAETCA IPH HATHYHH YKa3aHHOTO
IIPOTOKONA,

7. @opMmHpoBaHHE OTIYCKHONM ILeHBI Ha JeKapcTBeHHEBIH I[Ipellapal OpraHH3allHsIMH
ONTOBOH  TOProBAH ¥  (MIM)  anTeyHBIMH  OpraHH3aUUAMH,  MHIUBHAYAILHBIMH
NPSIIPHHAMATEIIMH M MEAHIMHCKHMH OPraHH3auMaMH  OCYWIECTRIAETCA HCXOAS M3
(hakTHUECKOH OTHYCKHONH LEeHBl TNPOM3BOJMTENS HA JIEKApCTBEHHBIH MpemapaT, He
NPEBLINIAIONIEH 3apErHCTPHPOBAHHYIO IIEHY, M ONTOBOH M (WJIH) po3HHUYHOH HanOaBOK, pasMep
KOTOPBIX He IIPEBEIIAET COOTBETCTBEHHO MpPEASNBHBIA pasMep ONTOBOH H (MNM) Npeae/bHBIN
pasMep po3HHYHON HagbaBKH, yCTaHOBIECHHKIE B cyOnexTe Poccuiickoit Pegepanum.

Ilpu ¢dopMupOBaHNH OpraHM3aLMAMH ONTOBOH TOPTOBNH, ANTEYHLIMH OpPraHHM3aLUAMH,
MHINBHAYAILHBIMI NIPEANPHHAMATENAMHE H MEIULIMHCKUMH OpraHU3alluAMU OTIMYCKHOH IEHBI
Ha [EeKapCTBEHHBIH MpenapaT HHOCTPAHHOTO MPOM3BOAMTENS ONTOBas W (HIH) PO3HHUHAA
Hag0aBKH NPUMEHAIOTCS K (aKkTHUecKoit OTIYCKHO IleHe IPOMIBOAMTENS Ha JIEKAPCTBEHHBIH
npenapar, OEKIapHpyeMolf NpU MNepecedeHHH TOBAPOM TAMOMXKEHHOHM rpaHuIBI PoccHifckoil
denepany, ¢ YYETOM pacxXOJOB, CBA3aHHEIX C TaMOXEHHEIM o(OpMIEHHEM Tpy3a
(TaMOXEHHBIX TMOLNUIMH M cOOpoB 3a TaMOXeHHOe oQOopMIEHHE), HE MNpPEeBbIIAMIEH
3aPETUCTPUPOBAHHYIO NIPENENBHYI OTIYCKHYIO LEHY IPOM3BOIMTENA HA 3TOT JEKAPCTBEHHBIN
npenapar. [Ipy 3ToM (akTHyecKas OTNYCKHas ILEHA IPOM3BOAMTENA HA JIEKAPCTBEHHbIH
npenapar, 3aJeKNapipoBaHHas B MHOCTPAHHOH BaNIOTe, NIEPECYHTHIBACTCH B pybmy mo Kypey
Hentpansuoro 6anka Poccuiickoit @enepanuu Ha Aaty obOpMIIEHHS TPY30BOH TaMOXEHHOH
JeKIapaluy.

B cnyuae, ykasaHHOM B a03ale BTOpOM MyHKTa 3 HacToamux Ilpasumn, omroBag H
posHHYHAad HAA0aBKM INPHMEHSIOTCS K (axTH4YeCKOM OTIYCKHOH LeHe ITPOM3BOAMTENSA Ha



JIEKApCTBEHHBIN TIpenapar, yKa3aHHOH B CONpPOBOJUTENBHOH NOKYMEHTAllMH HA TOBap M He
NPEBHIIAOIIEH 3aperHCTPHPOBAHHYIO MPEAEIBHYI) OTIYCKHYK) LEHY IIPOH3BOMHTENS Ha
JaHHBIH NeKApCTBEHHBIA Iperapar. (axkTH4YecKas OTHYCKHAS LeHa [POM3BOOMTENA HA
JIEKapCTBEHHEIH Mperapar, yka3aHHas B MHOCTPAHHOH BalioTe, epecYUTHIBAETCS B PyOIH IO
kypcy llenrpansnoro Gamka Poccmifckolt Qefepaunu Ha JaTy Nepeladd JIeKapCTBEHHOTO
npenapara HHOCTPAHHBEIM NTPOH3BONTEIEM POCCHICKOMY NMOKYNaTemo (YIONMHOMOYEHHOMY HM
JIMLY) TIO TIEPENATOYHOMY KTy HIIH HHOMY aHallOIHIHOMY JOKYMEHTY.

8. Opranuzallii ONTOBOH TOPrOBIH, HMEIOIIME CTPYKTYPHBIE [IOAPA3IENEHHS POSHHIHOM
TOPTOBIH, MOrYT (OPMHPOBATL PO3HHUYHBIE LEHH HA JIEKAPCTBEHHBIE MPENApaTel ¢
IIPHMEHCHHUEM OJHOBPEMEHHO ONTOBOH H PO3HHYHON Han0aBOK K (aKTHUYECKOH OTOYCKHOM IieHe
NPOHU3BOAMTENIA HA JIEKAPCTBEHHEIH Mpenapar, pasMep KOTOPHIX HE JOJIKEH IPEeRBIIATh
NpPeNeIbHEIA pa3Mep ONTOBOH H IIpeAeNbHEBIH pasMep pO3HHYHOW HanGaBOK COOTBETCTBEHHO,
YCTaHOBJIEHHBIE B CyOneKTe Poccuiickoll denepanyu, mpy yCIOBHH BEACHHS Pa3IE/bHOIO yUeTa
ONTOROH H PO3HUYHOMN TOProBiH,

Y TBepKIeHEI

[ToctanoBnenunem [IpaBUTENRCTRA
Poccuiickoit Genepaumn

0T 29 okta0pa 2010 r. N 865

H3IMEHEHUS,

KOTOPBIE BHOCATCSA B IIOCTAHOBJEHHWSA
MNPABUTEJBCTBA POCCHHACKOH ®EJEPAIIHHM ITO BOIIPOCAM, CBSI3AHHBIM
C COBEPHIEHCTBOBAHHEM I'OCYAAPCTBEHHOI'O PEI'YJIHPOBAHHA HEH
HA )KU3HEHHO HEOBXOWMBIE B BA’KHEHUIIIHE
JEKAPCTBEHHBIE CPEJICTBA

1. B IToctanosnenun Ipaeutensctea Poccuiickoit @emepanuu or 7 mapra 1995 r. N 239
"O Mepax 1o yNopsIOUEHHIO TOCYAAPCTBEHHOIO peryiupoBasus ueH (Tapudos)” (Cobpanue
3akoHoAaTenscTRa Poccnmitckoit Mepepamuu, 1995, N 11, ct. 997; 1996, N 7, c1. 690; N 17, cT.
2002; N 32, cT. 3942; 1997, N 27, ct. 3232; 1998, N 32, c¢1. 3907; 1999, N 1, ¢1. 201; 2001, N 7,
¢T. 656; N 20, c1. 2015; N 26, ct. 2680; N 36, ct. 3561; 2002, N 15, cr. 1431; 2004, N 51, cT.
5184; 2005, N 29, c1. 3066; 2007, N 16, c1. 1910; 2008, N 1, ¢1. 3; N 7, cr. 597; N 17, ¢1. 1887,
2009, N 33, ct. 4086; 2010, N 30, ct. 4096):

a) abzan pAepATHaAUATBIH IepeYHs MOPOAYKUHH IPOH3BOJCTBEHHO-TEXHHYECKOrD
Ha3sHA4YeHHsA, TOBAPOB HAPOAHOTO MOTpeblieHMs W YCJIyr, Ha KOTOphie TOCYAApPCTBEHHOE
perynuposanue ueH (TapudoB) Ha BHyTpeHHeM prIHKe Poccniickoit deaepalivi ocymIeCTBILIOT
IIpaButensctBo Poccuiickoli Pemepanun 1 denepanbHBle OpPraHBl HCIOJTHUTENBHOH BIACTH,
YTBEPKACHHOTO YKa3aHHEIM [JoCTaROBIEHHEM, H3NIOXKHTE B CIIEAYIOLIeH peqakItH:

"JlexapcTReHHRIe mpenaparsl, BKIIOUEHHBIE B IepeueHb SKH3HEHHO HEOOXOOUMBIX H
BXKHEHINX JIEKaPCTBEHHEIX Tpenaparos”;

©) ab3am OeBATHIH MepedyHs NPOAYKUHMH MPOU3BOACTBEHHO-TCXHHYECKOTO Ha3HAUCHMS,
TOBapOB HAPOIHOTO MOTPeONEHHS W YCIYT, Ha KOTOpPEIE TOCYINAPCTBEHHOE PeTryNHPOBAHHE LEH
(TapudoB) Ha BHyTIpeHHeM peIHKe Poccuiickodi @efmepalul OCYIIECTBISIOT OpPraHBbI
WCIIOJIHUTENBHOM BiacTH cybsekros Poccuiickod Denepatiui, YTBepKACHHOTO YKa3aHHEIM
IocTaHoBNEHNEM, H3NOXKUTE B CIIE/YIOEH pellaKIiu:



"[lpenenbuble pasMepsl ONTOBBIX M NPEICIBHBIE pa3Mephbl PO3HMYHBIX HAZ0aBOK K
(PaKTHYECKUM OTIIYCKHBIM LIHAM POM3BOAUTENEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIOYEHHB.
B [IEPEUeHb XH3HEHHO HEOOXOMMMEIX H BaXXHEHIINX JTEKAPCTBEHHHIX TIpenaparos”.

2. lononauts INonoxenne o PenepantHoi ciryx6e no Haa30py B chepe 31paBoOXpaHeHHs!
U COWMAIBHOrO pasBuTHA, yTBepxjeHHoe I[locranoBnenneMm [Ipaputenscrsa Poccuiickoi
®epnepaunn ot 30 mous 2004 r. N 323 (Cobpanve 3akonogatensctsa Poceniickoit ®enepannn,
2004, N 28, cr. 2900; 2009, N 2, cr. 244; 2010, N 35, cr. 4574) noanysxtom 5.1.3.10
CIIEAYIOLIErO CONEPKAHHS!

"5.1.3.10. mpuMeHEHHEM IIeH HA [eKapCTBEHHbIE MpPENapaThl, BKTIOUEHHEBIE B IEpeyeHb
KM3HEHHO HEOOXOMMMBIX H BXKHEHIIMX JIEKAPCTREHHEIX TIPENapaTos;”.

3. B af3ane cexpmom nmoanyrkra 5.2.1 Ionoxkenns o Pegepansuolt cayxbe 1o tapudam,
yTBepkAeHHOro [locTanosnenuem [Ipasurensctsa Poccuiickoii ®egepaunu ot 30 nrons 2004 r.
N 332 (Cobpanne 3akoHogarenbcTBa Poccuitckoit Oepepaunn, 2004, N 29, cr. 3049; 2006, N 3,
cr. 301; 2009, N 33, cr. 4086; 2010, N 9, c1. 960; N 13, cr. 1514; N 30, ct. 4096), ciora
"KH3HEHHO HeoOXOOUMBIE W BAXHEHIIHe JEKApCTBEHHBIE CpEACTBA” 3aMEHHTh CJIOBAMH
"NIEKapCTBEHHBIE NIPEMNapaThl, BKIIOYEHHBIE B MEPEYEHD KHU3HEHHO HEOOXOIMMEIX H BAXKHEH LIHX
JIEKapCTBEHHBIX Npenaparos”.

4. B Tocranosnenuu Ilpasutensersa Poceniickoit ®enepauuu ot 8 aprycra 2009 r. N 654
"O COBEpIIEHCTBOBAHHH TOCYaPCTBEHHOTO PETYIHPOBAHHA HEH HA JKH3HEHHO HEOOXOMHMBIE
BaXXHEHIIHE JIeKapcTBEeRHEIE cpeacTra” (Cobpanne 3akoHozatenbcTBa Poceniickoit epmeparmm,
2009, N 33, ct. 4086; 2010, N 2, cr. 179):

4) B HAHMEHOBAaHHH M a03alax BTOPOM H TPEThEM IIYHKT4 | cloBa "KH3HEHHO
HeoOXOMMBbIe H BaXKHEHIITHE JIEeKAPCTBEHHbIE CPEeACTBA" B COOTBETCTBYIOMIEM Hafeke 3aMEHHTh
CNOBaMH "JIEKAPCTBEHHEBIC NpENapaThl, BKIIOYCHHBIE B NEPEUYEHL KU3HEHHO HEOOXOMHMBIX H
BAKHEHIIHX JIEKAPCTBEHHBIX [IPENapaToR” B COOTBETCTBYIONIEM MAIEKE;

0) B myHKTE 2:

B a0zalle BTOpOM CIOBA 'KH3HEHHO HECOOXOOUMEIE H BAKHEHIIME JIEKAPCTBEHHBIE
CpeacTsa” 3aMEHHTH CI0BaMH "NEKApPCTBEHHEIE PENApPAaThl, BKIIOYCHHBIE B IEPEUECHD JKU3HEHHO
HeOOXOIMMBIX M BaXHEHINHX NIEKapCTBEHHEIX MPENapaToB (Hajee - XHU3HEHHO HEOOXOUMEIE H
Ba)KHEHIIIMeE JIEKapCTBEHHLIE IpenapaTel)”;

B ab3alle TPeTheM CNOBA "JNEKAPCTBEHHEIE CPEACTBA" B COOTBETCTBYIOUIEM [ALEKE
3aMEHHUTH CNIOBAMH "NEKapCTBEHHBIE IpenapaThl” B COOTBETCTBYIOLIEM IANEKeE,

a03al| ueTBEePTHI! IPHU3HATE YTPATHBIIUM CHITY;

B) B IYHKTax 3 - 9 cioBa "neKapCTBEHHEBIE CpeaCTBA" B COOTBETCTBYIOIIEM HALEXKe
3aMCHUTE CIIOBAMH "NIeKapCTBEHHEIE IPETapaThl” B COOTBETCTRYIOIIEM MAIEKE;

I) nyBKT 10 IpU3HATE YTPATHBIIHM CHITY;

A) MYHKT 2 H3MeHeHMH, YTBEP)KICHHBIX YKa3aHHBIM [lOCTAHOBIEHHEM, MPH3HATEH
YTPATHBLINM CHITY;

€) B hopMe NIPOTOKOIA, YTBEPKACHHON yKaszaHHbIM [locTaHOBIEHHEM:

B HAMMEHOBAHMH CIIOBA 'SKH3HEHHO HeOOXONMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX
CpencTB" 3aMEHHTE CIIOBAMH "NeKapCTBEHHBIX IPEapaToB, BKIKOYEHHBIX B IEPEUCHE KU3HEHHO
HeoOXO0MMBIX H BaKHEHIIHX JIEKAPCTBEHHBIX TPENapaTos’;

B CHOCKax TmepBofi # BTOpoH cinoBa '"KM3HEHHO Heo0X0oJMMOe H BaXKHeillnee
AeKapCTBEHHOE CPEICTBO" 3aMEHHMTH CIIOBaMM "NEKAPCTBEHHEBIH Ipenapar, BKIKYEHHBIH B
MEPEUEHb JKH3HEHHO HEOOXOAUMEIX H BKHEHINIHMX JIEKApCTBEHHBIX IIPENapaToB,”.




