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IMpasua paunonansuoro sLIGopa HANMEROBANKI

JeKAPCTEEHNLIX MPenapaTos AR MEAHUHHCKOID NpHMEeNeHnH

B coorBetctemm ¢ mynktom 20 cratem 5§ DemcpansHoro  3akoHa
or 12 anpena 2010 r. M 61-©3 «0O6 ofpallieHHH neKapcTBEHHBIX CpencTe»
(Cobpanue sakouonarensctea Poccuiickoit ®epeparmu, 2010, Ne 16, cr. 1815; 2012,
Ne 26, ct. 3446; 2013, No 27, ct. 3477; 2014, Ne 52, c1. 7540; 2015, Ne 29, cx. 4367),
noamynkrom 5.2,148(4) Tonoxkeuns o Mumucreperse snpasooxpanenus PoccuilckoH
Mencpainy, yrsepiieHtoro nocranosnennes [lpasurenscrsa Poccuickod Peacpannn
ot 19 mona 2012 r. Ne 608 (CoGpanne 3akonopatenscrsa Poceulickol ®enepaunn, 2012,
Mo 26, cr. 3526; 2013, Ne 16, cr. 1970; Me 20, cr. 2477; Ne 22, c1. 2812 M 45,
ct. 5822: 2014, Ne 12, er. 1296; Ne 26, cr. 3577; No 30, c1. 4307; Ne 37, cr. 4969; 2015,
Ne 2, cT. 491; Ne 12, er. 1763; Ne 23, c1. 3333; 2016, Ne 2, cr. 325; Ne 9, ct1. 1268),
MpHKAIMBAWL

1. VTeepauTs npunaraemuie [lpauna paunonansnore seibopa HaHMEHOBaHWH
NEeKAPCTBEHHRIX NPENapaTos JUIA MEAHUKHCKOTO NPHMCHEHAA.

2. Hactospil mnpHKas OpHMeHReTcA K HAHMEHOBAHHMAM  JIeKAPCTBEHHBIX
penapatos  ANf  MEAHUMHCKOrO NpHMeHeHs, 3asBiaeHHs o rocyAapcTBEHHOH
PerMCTPALLIM KOTOPBIX NpencTaBncHsl B MunucTepcrso 3apasooxpaneHus Poccuiicko
Prefepalun NoOCAE BCTYIICHHA B CHITY HaCTOAIIETO MPHKA3a.
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YTBEPAJIEHEI
npHkaiom MuHUCTEpPCTEA 30PaBOOXPAHEHUNA
Poccuiickoii @enepanun

ot «fTn aont 2016 1. Ne 4L %y

[papuna

PAUHOHANLHOIO BLIDOPA HAMMEHOBANNI
NeKAPCTBEHHLIX MPENAPATOB TR MEAHITHHCKOTD OPHMCHEHNS

[. Obume monoxenHA

I. Hactoaume  [lpasuna
HauMeHoBaHKEH

ONpeneNsioT MOPAIoK  pPalHOHANBHOrO
JIEKAPCTBEHHBIX — OpenapaToB  JnA  MEJHUHMHCKONO  MPHMEHEHHS
FOPHAHYSCKHM JTHIOM, ASACTEYIOWMM B COBCTREHHRX WHTEpecax HAH YNONMHOMOYEHHEIM
MPEACTARATE HHTEPECH APYToro HPHAHYECKOro fiHLA H JafRIAIOMHM NeKapCTBEHHBIHR
Aperapar Ha rOCYJAPCTBCHHYIO PErHCTPALMID, 8 TAKKE JEPRATENeM WAH BIameibueM
PErHCTPALIHOHHOTD YAOCTOBEPEHHA JIEKADCTBEHHONO NPENapaTa Wi YIOAHOMOMEHHbIM
HM APYTHM OPHIHYECKHM NHIOM, MPEACTABHBILAM JAXBACHAS O BHECEHMH HaMeHeHRE B
JOKYMCHTSI, CONepAalllHecs B PerHcTPalMOHHOM 10CEE Ha  3aperdCcTpHpOBAHHBIH
MEKAPCTREHHBIA Npemapar Afa MenHUMHCKOrD NpHMeHeHHH' (flaee COOTBETCTEEHHO —
[Npasira, nekapcTBeHHBIR npenapar).

2. HanmeHopaHHe NEKAPCTBEHHONO Npenapata GOpPMHPYETCH M3 MERAYHAPOMHOTO
HEMAaTCHTOBAHHOND, HWAH [PYNNHPOBOMHOrO, HAH
HRHMEHOBAHHA,

NHMHYCCKOMD M

3. MeaayHapoaHoe HenaTeHTOBAHHOE HAHMEHOBAHHE NEKAPCTBEHHOMD Mpenapata

BLIOHpACTCA B COOTBCICTBMH € HAMMCHOBAHMAMM  AeHCTBYIOMIMX  BEWECTR
dapmanerTHyeckuy  cyOcTaHumil, pPeKOMEHIADBAHHBIX Beemuphoii  oprannsaumed
JIPABOOXPAHEHHA.

XHMHYECKOE — HAMMEHOBAHWE  NexkapcTBEHHOro  npenapara  sreiOHpaercs

B COOTBETCTEHH € HOMeHknatypod MemayHapoaHoro cowza Mo TeopeTHYECKOH
W NPHENAAHOR XHMHH,

IpynnupoBoMHOe HAHMEHORAHKE NEKAPCTBCHHOTO Mpenaparta BuibupaeTca B cayqae
OTCYTCTHMA  MCAYHAEPOAHOIO HEMaTeHTOBAHNOIO HAHMEHOBAHMA HIM B cayyae

' Yacre | craman 18 dbepepansworo taxowa ot 12 anpens 2010 ¢ M 61-03 «O0f ofipamensin AEKEpCTISINMK CPEACTES
(Cofipanste 3axouoaareancrea Poconficeof Deaspatiim, 2010, M 16, 7 TR1S: 2000, Ne 42 er. 5295 My 49, v 6400 2014,
Jee 52, cx. 1540}

¥ Myuxr 26.1 crares 4, crates 30 egepaniaoro 3axosa oF 12 anpena 2010 1. Ne 6107 «06 cOPANCHHN ACKAPCTRCHNMWY
cpenctys (Colpamie saEomnLATe TR Poccnfckoft deaepaine, 2010, N 16, cr. 181572011, M 50, cv. 7351; 2003, M 48,
er. GEES, 2004, Ne &3, cT. 5797, Me 52, cr- 1540, 2015, Me 29, 1. 4367).
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NpHCBOSHHA HAMMEHOBAHHA KOMOMHAUMH feKapCTBEHHBIX OpenapaToB B uensx
OGREAMHEHHA HX B TPYONY MO] ENfHBM HAHMEHOBAHMEM HCXOAA W3 OJHHAKOBOIO
cOCTaBa ACHCTRYIONHX BEIIECTH.

ToproBoe HAHMCHOBAHHE NIEKAPCTBEHHOTD Npenapata BROHpaeTCs CAMOCTOATENLHO
pazpaboTunxoM, IEpHEATENEM HAH BAAJENBIEM PErHCTPAUMOHHOIO YAOCTOBEPEHHA
MeKAPCTBEHHOIO Npernapara.

4. pynmHpoBOYHBEe W TOPrOBEIE HANMCHOBAWHA MEKAPCTREHHBIX MpeNapatos
JOMmRHE! DEITE KPATKHMI,

5. lpynnHposounsic H TOPrOBRIE HAHMEHOBAHHA JEKAPCTBEHHBIX NPENapaToB
C paanHYHBIMH (ApMAlICBTHIECKIMH CYOCTAMUMAME NOSAIE PA3THYATHCA [0 HANHCAHIO
H IBYYAHHIO.

6. HauMCeHOBAHMA NEKAPCTBENHLIX (JOPM HCMONBIYIOTCA TONBKO B TOPrOBBIX
HAHMEHOBAHHAX JEKADPCTREHHLIX PACTHTENEHBIX MPenapaTos.

IL. [Tparuna panxonansHOro BEIGOpPa
CPYTAHPOBOYHLIX HAHMEHOBAHHHA IEKAPCTREHHEIX NPENApaToR

7. He ponyckaeTcd HCMOABIOBAHME B Ka49ecTBe IPYNUHPOBOYHONO HAHMEHOBAHHA
BHOBb DErMCTPHDYEMBIX NEeKAPCTBEHHEIX [penapaTos OOOIMAYCHMS, HIEHTHYHOTO
(PYNIMHPOBOHHOMY HAHMEHOBANHIO 3APErHCTPHPOBAHHEIX NEKAPCTBEHHBIX MMpENApaTos,
PATTHMAOMIMXCA O COCTABY M ACHCTEMIO, HIH TORICCTBEHHOTO ¢ TAKHM HAMMCHOBAHWEM
rpadmseckn # (HAK) HOHETHYCCKH HIH CXOMHOMD ¢ HAM 0 CTENeHH CMELICHHA.

8. [ pynnHpoBovHoe HAHMEHOBAHHE hapmanesTHEeCKOH cyGcTanumm
pedepenTHOro  NEKAapCTBEHHOTO — Npenapara  BuDHpasTed B COOTBETCTBHH
¢ pexomengaumamy  Beemupnoit  opramizauMs  3gpasooxpaHenMs AR purbopa
MERIYHAPOIHOrO HEMATCHTOBAHHOT0 HAHMEHOBAHMA.

9. Mpn  pubope  TPYNNHPOBOMHOrO  HAHMCHOBAHHMA  JINA
NEKAPCTBCHHBIX NPETApaTos NPHHHMASTCA BO BHHMAKHE cleylonee:

a)ecid B COCTAR NCKADCTBEHHOTD MpEnapata BXOART ABa u Oojee AKTHBHBIX
BELIECTRBA, TO TPYNIHPOBOYHOS HAMMEHOBAHHE npeicTasnser coboH nmepedHcnexue
MEAAYHAPOAHLIX  HENATEHTOBAHHBIX  HaMMCHOBaHMA ®  (MAn) TPYNNHPOBOUHEIX
HauMeHOoBaHIH hapMaueRTHYeCKHX cyDeTanumMil B anpasuTHOM MOPS/AKE Yepes 3HaAK «tn;

6)ecnu  apMakonoruyeckas — aKTHBHOCTR  OOHOA  HIM  HECKOMBLKHX
dapMauesTHieckux cylcTannmii wanpamylo ne ofycnasnupaer (apMakonOTHHECKHA
addekT NeKapCcTBEHHOrO Npenapara, a ARAAETCA BCnoMorarensuol (Hanpusep, CHUXaCT
nofouHoe AelicTBHE MexapcTEEHHOro  Mpenapara), TO HaHMeHOBaHHe  Taxoii
dapmanesTHHeckoil cybetanuny (hapmanerTHIeckx cybCTaHUMA) YXaIbIBAETCA B KOHLE

KOMOHHAIH
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FPYNNHPOROYHONG HAWMCHOBAHHS R KRAJIPATHBIX  CKOOKAX BHE  3ABHCHMOCTH

0T andanuTHOro NOpAIKa.
I1I. [Mpasria paHOHATEHOTO BHOOpA
TOProBRIX HAHMEHOBARNI NeKAPCTBEHHLIX MPenapaTos

10. Komisccuelt  axcneprop  descpanciiore rocygapcreeniioro  GiomkeTHoro
YUPCRKACHHA N0 NMPOBSACHHIO JKCMEPTHIM NEKAPCTREHHEBIX CPEMCTE B paMKax KCHEpTHIEI
NEKApCTBCHHBIX CpPeOCTB, B UeNdX HEIONYMIEHHA TIOCYEAPCTBCHHON pervcTpaumH
NEKAPCTBEHHBIX MNpenapaTos, OTAHYANOWMXCA APYT OT APYra KaueCTBCHHBIM COCTABOM
AefiCTEYIOMIMX BENECTB, MO OAWHIKOBLIM TOProBMM  HAMMEHOBaHWEM OMHOIO
AEKAPCTBCHHOIO MNPEnapaTa, BRITYCKAEMOIO [MPOHIBOAHTCNASM MOA  PAINHUHBIMK
TOPTOBLIMA HAHMEHOBAHHAMH H APCACTARICHHOIOD HA IOCYAAPCTBEHHYHID PErHCTpallHKD B
BHAE ABYX K Donee NeKapCTBEHHBX MPENapaTos, NPOBOIHTCH OUSHKA BHIGOPA TOProBOTO
HAHMCHOBAHHA NEKAPCTBEHHOTO NpLNapara.

11. B xayecTse TOProBOro HAHMCHOBIHMA NCKAPCTBCHUOrO MpenapaTa HE MOTYT
HCIIOJIS30BATHCA MEXAYHAPOIHLIC HEMTATEHTOBAHMEIC HAHMCHOBAHHA, 38 HCKTIOYEHHEM

2) HCMONKLIOBAHMA B COCTARE TOPrOBONy HAUMEHORIAHKS TeKAPCTREHHON Mpenapara
MEEIYHAPOAHOIO HENATEHTOBAHHOMD HaWMeHosaHua Gesz coxpamenwi. [lpn 2toM BCe
A3LIKOBLIC BCPCHH MY HAPDOIHOTD HEMATSHTOERAHHOTD HaHMcHOBRHHE
PAcCMATPHBAIOTCA KAK OIHO HAHMMEHOBAHKE;

6) HCIONE30BAHMA MEXYHAPOIHOMD HETIATEHTORAHNHOID HAHMEHOBAHHA B COCTaRe
TOProBOM0 HAHMEHOBAHHS NEKAPCTBCHHOrO MPoOapaTa OJHOBPEMEHHO © GHUPMEeHHEIM
HAHMCHOBAHHEM OpTaHMIanMi, nepeuwcienHsx B nynkre | Hacroswmx [lpasmn,
VKA3AHHBIM B WX YHUPEAHTENLHBIX aokysentax. [lpH JToMm dHpMeHHOe HaHMEeHOBAHHE
YKAIBIBAETCA NOCAE MEKAYHAPOAHOrO HENATEHTOBAHHOTO HAHMCHOBAHHA.

12.B  71opropoM HAHMEHOBAHHH JICKAapPCTBCHHOrO [Mpenapata OOMyCKaeTCR
HCIIONBIOBAHAE COKpAEHHWH npH nosmoutd Oyxke wAM ¢ npumeHeHHeMm apaDoxmx
H  pHMCKHX uMDp, KOTOpBlE MOINYT HECTH JIONONHATENBHYIO  HHGOPMALHIO
0 XAPAKTEPHCTHKAX MEKapCTBCHHOrD npenapata (HANPHMED, MMHTEALHOCTH NefcTBHA,
nexapereeHHON dopme, cnocobe npumencuns).

13, Toprosoe HaHMEHOBAHHE NEKAPCTBEHHOTO MPEMapaTa He IOMKHO BEOMMTE
r 3abnyschaenue noTpeBHTENs OTHOCHTCARHO CcOCTaRa, CBOWCTRA W (MnM) aeficTBHA
NEKapcTREHHOMN NPEnapara, eno NpPoH3IBoANTERS.

Toprogoc HauMEHOBEAHHC NCKAPCTECHHOID NpCNapata B COOTBETCTEMH CO CTATHE
1483 [paxganckoro xoaexca Poccuiickofi demepall He JOMKHO CONEPHKATH

. obompavenna W (WIH) DNEMEHTH, NPOTHBOPCHALIHE OGWICCTBEHHBIM HHTEPECAM,
©  (PHHIHMAM [YMAHHOCTH H MOPATH.

Toprosoe HauMEHOBAHWE HE OOMKHO ColepwarTt HelleHaypHoll Gpaeu, cnoe o

*  BeipakeHuil, He COOTRETCTBYHMIIEX HOPMAM CORDEMEHHOTO DPYCCKOTD NHTEPaTYpHOrO

4

A3biKa, A Takke 0003NAMENHMA, TOMIECTBSHHBIE WM HMEIOWHe rpadideckos w (wmm)
foneTHYCCKOE CXOACTBO ¢ OPHUMANLHBMH HAHMEHOBAHHAMH 0COBO0 UEHHLIX OOBReKTOR
EYNETYpHoro Hacieams Hapoxos Poccuiicrkoit Demepatnn, o0pexTOB BCEMHPHOTO

EYNBTYPHOrO HAW NPHPOLHOIO HACHEHA, reorpadiyeckKMy HAHMEHOBAHHAMY, HMEHAME
COOCTBEHIBIMHE,

14. He nomyckaeTcs HCNMONEIORAHME B KAMECTBE TOPTOROTO HAHMCHOBAHHA BHOBE
PETUCTPHPYEMOTO ICKapCTBEHHOTO Npenaparta;

a) HASHTHYHOTO  HAMMEHOBAHHIO  SAPErHCTPHPOBAHHONO  JICKADCTBEHHOTO
npemapara;

6) TOXRAECTBEHHOTO  HAHMEHOBAHWIO  JAPErHCTPHPOBAHHOID  JIEKADCTBEHHOMO
npenapata  (manpumep:  (pmoxcaw —  dmokcan; pnmotren —  rmodes:
HMHTHA — HMHIHN THMONMT — THmomun); (abyden — nOyden; Murpan — wMurpas);
OHHOBHT — NHKOBAT; JKMHH ~ JKAAHH], (OKOfeH — aKOAUR);

B) CXOAHOID ¢ HIHMEHOBAHHEM IAPErHCTPHPOBAHHOIO JEKAPCTECHHOMO Npenapara
A0 CTEMEHH CMEIIEHNA.
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