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IIpaBuj panHOHAJBLHOr0 BLIGOPA HANMEHOBAHHM
JIEKapCTBEHHbLIX NPENapaToB AJs MeHIHHCKOr0 NPHMEHEHHSA

B coorserctBuM ¢ mynkromM 20 crateu S5  ®enepasbHOro  3aKOHa
or 12 ampemrs 2010 r. Ne 61-®3 «0O6 oOpameHur NeKapCTBEHHBIX CPEACTBY
(Cobpanue 3akoHOmatenscrBa Poccuiickoit ®enmepauum, 2010, Ne 16, cr. 1815; 2012,
Ne 26, c1. 3446; 2013, Ne 27, ct. 3477; 2014, Ne 52, cr. 7540; 2015, Ne 29, cr. 4367),
noamyHkroM 5.2.148(4) Ilonoxenus o MunuctepcTse 3npaBooxpaHeHHs Poccuiickoi
Denepauun, yTBEpKAEHHOro nocraHopiendeM IIpasurensctBa Poccuiickoi Oenepariyu
ot 19 mrons 2012 r. Ne 608 (Cobpanue 3akononatenscrsa Poccuiickoii ®@enepauuy, 2012,
Ne 26, cr. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 45,
cT. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015,
Ne 2, cT. 491; Ne 12, ct. 1763; Ne 23, ct. 3333; 2016, Ne 2, cr. 325; Ne 9, cT. 1268),
NpUKa3blBalw:

1. VrBepmurhs npuimaraemele IIpapBria paluOHaNBHOTO BIGOpa HaMMEHOBaHHH

JIEKapCTBCHHBIX ITpENapaToB M MEAULMHCKOTIO IPUMCHCHUA.

2. Hacrosumit npuKas nOpHUMCHIACTICA K HaUMEHOBAHHUAM  JICKAPCTBEHHBIX

npenapaTroB Mg MEOULHHCKOro INPHMCHCHHA, 3asBJICHU O TOCyHAapCTBCHHOH
PEriHCTpalliid KOTOPBIX IIPEACTABJIEHBI B MPIHHCTCpCTBO 3ApaBOOXpPaHCHHUA Poccuiickou

fbenepaunn nocJie BCTYIIJIEHHS B CUITy HAaCTOSAIIECrO IIpHUKasa.
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IIpaBuaa
PanHOHAJbLHOIO BLIOOpa HAUMEHOBAHUH
JIEKAPCTBEHHBIX PEeNapaToB AJisi MEAHLIMHCKOI0 NIPHMEHEHH

I. O6mue nonoxeHus

1. Hactosimue IlpaBuna ompemensroT MOPSAOK — PalUOHANBHOTO  BBIOOpa
HAHMEHOBAaHUM  JIEKAPCTBEHHBIX IIpeMapaToB JJii MEQULMHCKOIO  IPUMEHEHHUS
IOPUIUYECKUM JIMILIOM, NEHACTBYIOIIMM B COOCTBEHHBIX MHTEpecax UM yHOJHOMOYEHHBIM
MPEACTABIIATE MHTEPECH JIPYroro OPUANYECKOIO JIMIA U 3asBIISIOIIMUM JIEKapCTBEHHBIH
IpenapaTr Ha TOCyIapCTBEHHYIO PETHCTPAlMIO’, a Taloke AepKaTeleM WM BiajenbleM
PErUCTPaIiOHHOIO YJOCTOBEPEHHUs JICKapCTBEHHOTO IIpelapaTa WA YIOTHOMOYEHHEBIM
UM JApPYTHM IOPUIUYECKHUM JIMIOM, IPECTABUBIINM 3asBICHUE O BHECEHUHM M3MEHEHHH B
JOKYMEHTBI, COJEpPXKAIUMeCs B pPEruCTPalMOHHOM JOChe Ha 3aperMCTPUPOBaHHBIN
JIEKapCTBEHHBIA IIperapar Ay MEJULIMHCKOTO HpI/IMeHeHI/I}IZ (nanee COOTBETCTBEHHO —
IlpaBuna, nekapCTBEHHBIH MIpenapar).

2. HaumeHOBaHHe JIeKapCTBEHHOTO Ipernapara GOpMHPYeTCs W3 MEXIYHapOIHOTO
HEMATeHTOBAaHHOIO, MJIM TPYNNHMPOBOYHOIO, MM XHMHYECKOIO M  TOProBOro
Ha¥MEHOBAHUS.

3. MexayHapoaHOe HeNaTeHTOBaHHOe HaHMEHOBaHHE JIEKapCTBEHHOIo Ipenapara
BEIOMpAaeTCss B  COOTBETCTBHM C  HAaWMEHOBaHMSIMH  JEHCTBYIOMIMX  BEIECTB
(dapMalieBTUIeCKMX CyOCTaHIMM, pEeKOMEHAOBaHHBIX BCceMHpHOH  opraHu3aluel
3/1paBOOXPAHECHUSL.

XyMHYecKoe ~ HaUMEHOBaHME  JIEKAapCTBEHHOro  Ipelapata  BBIOMpaeTcs
B COOTBETCTBMM C HOMEHKIaTypod MexayHapogHOro corw3a [0 TEOPETHYECKOH
U NIPHKIIaJJHON XUMUHU.

I'pynnypoBoYHOEe HaMMEHOBAaHHUE JIEKAPCTBEHHOI'O IpenapaTa BEIOHpaeTcs B Cilydae
OTCYTCTBHSI MEXIYHApOOHOIO HENaTeHTOBAaHHOIO0 HAaWMEHOBaHHUA MHIH B Clydyae

! Yacts 1 craten 18 Menepansuoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 o6paulenny TEKAPCTBEHHBIX CPEACTBY
(Cobpanue 3axoHonatenbcTBa Poccuiickoit ®enepauun, 2010, Ne 16, ct. 1815; 2010, Ne 42, cr. 5293; Ne 49, cr. 6409; 2014,
Ne 52, ct. 7540).

? Mynkr 26.1 cratbu 4, crates 30 ®epepansHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpamieHuH NeKapCTBEHHBIX
cpencts» (Cobpanne 3akoHoxaTenbcTBa Poccuiickoii ®enepaumu, 2010, Ne 16, cr. 1815; 2011, Ne 50, cr. 7351; 2013, Ne 48,
cT. 6165; 2014, Ne 43, ct. 5797; Ne 52, ct. 7540; 2015, Ne 29, ct. 4367).
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NPUCBOCHHS HANMMEHOBaHHWS KOMOWHAIMKM JIEKapCTBEHHBIX TMpENaparoB B LENIX
o0BEeMHEHNI MX B TPYNIy I0J E€IMHHIM HaMMEHOBaHHEM HCXOMA W3 OIMHAKOBOI'O
COCTaBa JAEeHCTBYIOIIMX BEIIECTB.

Toprosoe HauMeHOBaHHE JIEKAPCTBEHHOTO Mpenapara BEIOMpaeTCs CaMOCTOSTEIBHO
pa3paboT4UKOM, JepxaTelieM WIM BIANEIBIEM pPErMCTPAIHOHHOTO yIXOCTOBEpEHHS
JIEKapCTBEHHOTI'O Mpernapara.

4. I'pynnupoBOYHblE H TOProBhlE HAMMEHOBaHMs JIEeKapCTBEHHBIX IIPENapaToB
JOJDKHBI OBITH KPATKHUMMU.

5. I'pynnupoBodHble W TOProBble HAWMEHOBAHHS JIEKAPCTBEHHBIX IIpErapaToB
C Pa3sNUYHBIMH (papMaleBTHYECKUMH CYOCTAHIIMAMH JTOJDKHBI Pa3IHYaThCs 110 HAITUCAHUIO
Y 3BYUAHMIO.

6. HauMeHOBaHUS JeKapCTBEHHBIX (OPM HCIIOIB3YIOTCA TOJNBKO B TOPTOBBIX
HaVMEHOBAHUAX JIEKAPCTBEHHBIX PACTHTEJBHBIX IIPENapaToB.

I1. TIpaBuia pauroHaIbHOro BEIOOpa
IpyIIHPOBOYHBIX HAUMEHOBAaHUH JIEKapCTBEHHBIX TPerapaToB

7. He pmomyckaercsi MCIIONb30BAHHE B KadeCTBe IPYNMIHMPOBOYHOIO HAMMEHOBAHIA
BHOBb PDErMCTPHUPYEMBIX JIEKAPCTBEHHBIX IpenapaToB o0o3HaueHus, HJIAECHTHYHOTO
IPYNIAPOBOYHOMY HAHMEHOBAHMIO 3aPETHCTPUPOBAHHBIX JICKAPCTBEHHBIX Ipenaparos,
Pa3IMYAOIIMXCS O COCTaBY M NEHCTBHIO, HJIU TOXIECTBCHHOIO C TAKHM Ha¥MMEHOBAaHHEM
rpaduuecky u (W) GOHETHHYECKH HIIU CXOQHOTO C HUM 10 CTETICHH CMEIIEHMS.

8. ' pynnupoBo4YHOE HaMEHOBaHHE (bapManeBTHIECKOM cyOCTaHIIMH
pedepeHTHOro  JIEKApCTBEHHOTO  Iperapara BHIOMpaeTcss B COOTBETCTBHH
C peKoMeHJauusMH BceMHpHOH OpraHu3aluM  3ApaBOOXPaHCHMA  IUIA BBIOOpA
MEXIYHAPOJIHOro HeNaTeHTOBaHHOTrO0 HauMEHOBaHUS.

9.Tlpu  BeIGOpe  TPYNIHPOBOYHOrO  HAMMEHOBaHWA  UIA KOMOUWHAIMH
JIeKapCTBEHHBIX MPENapaToB NPUHAMAETCs BO BHUMAaHHE CIICIyIOIIEe:

a) ecld B COCTaB JIEKAPCTBEHHOTO IperapaTa BXOMAT NBa H 0oJjlee aKTHBHBIX
BEIeCTBA, TO TIPYNIHAPOBOYHOE HAWMEHOBAHUE IPEICTABIACT coboii TepeducieHne
MEXIYHAPOJHBIX HENaTeHTOBAaHHBIX HAUMCHOBaHMH U (unu) TPYIIHMPOBOYHBIX
HaMMEHOBaHHMI (apMaIleBTHYECKUX CyOCTaHIMM B al(paBUTHOM TOpS/IKE Hepe3 3HaK «t»;

6)ecii  (apMaKolormdyeckas ~ aKTUBHOCTb ~ OJIHOH ~ WIM  HECKOJBKHX
dapMaLeBTHUECKUX CyOCTaHIMA HamNpsMylo He 00ycnaBnuBaeT (apMaKoIOraIecKui
3 (heKT JTeKapCTBEHHOIO Ipemnapara, a ABIAeTCsA BCIIOMOTraTeJIbHOM (HallpUMeEp, CHUKAEeT
moGOYHOE JeliCTBME JIeKapCTBEHHOTo  Ipemapara), TO  HaMMEHOBaHHE TaKou
dapmaneBTHIecKO# cybcTanIuu (PpapMaleBTHIECKHX cybcTaHIMil) yKa3bIBaeTCs B KOHIIE



TPYyNNMPOBOYHOIO HAMMEHOBAHUA B  KBaJpaTHBIX CKOOKaXx BHE 3aBHCHMOCTH
0T a1(paBUTHOTO NOPAAKA.

II1. TIpaBuia pauroHaIBHOTO BEIOOpa
TOPrOBBIX HAMMEHOBaHUHU IeKapCTBEHHBIX IPENapaToB

10. Komuccueli skcriepToB  (efepalbHOrO TOCYIapCTBEHHOr0  OHODKETHOIO
YYPEXIAEHUS 110 NIPOBENEHHUIO SKCIIEPTH3bI JIEKAPCTBEHHBIX CPEICTB B paMKaX 3KCHEPTU3bI
JEKapCTBEHHBIX CPEACTB, B LENAX HeJOMyIMEHUsI TOCyJAapCTBEHHON perucTpaluy
JIEKapCTBEHHBIX IIPENapaToB, OTIMYAIOMIMXCS JPYr OT JApyra KayeCTBEHHBIM COCTaBOM
JEHCTBYIOIUUX BEHIECTB, MOJA OJUHAKOBBIM TOPrOBHIM HAaWMEHOBAaHHMEM OIHOIO
JIEKapCTBEHHOTO IIpenapara, BBITYCKAaeMOrOo IPOU3BOAUTENEM II0Jl  Pa3lIWdHBIMU
TOProBHIMM HaMMEHOBAHMSIMH U NPEACTaBIEHHOIO Ha FOCYAapCTBEHHYIO PETUCTpaldio B
BUJE OBYX M 6oilee IeKapCTBEHHBIX MPENapaToB, IPOBOJUTCS OLIEHKa BBIOOpa TOPrOBOTO
Ha¥MMEHOBaHUs JIEKapCTBEHHOI'O Ipefapara.

11. B kxa4ecTBe TOProBOr0 HAMMEHOBaHMs JIEKAPCTBEHHOIO Ipemapara He MOIYT
HCIIOJIB30BaThCS MEXIyHAPOJHbIE HEIIATCHTOBAHHbIE HANMEHOBAHU, 32 UCKIIIOICHHEM:

a) UCIIONE30BaHMs B COCTaBe TOPrOBOIO HAMMEHOBAHMA JICKAPCTBEHHOTO Mpeliapata
MEKIYHAPOIHOTO HENATEeHTOBAaHHOTO HAaMMEHOBaHWs Oe3 cokpamenuii. IIpu aTOM BCE
SI3BIKOBBIE BEpCHUH MEXTyHapOJHOTO HEIIaTeHTOBAHHOI0 HapMEHOBaHUA
paccMaTpUBAIOTCA KaK OIHO HAaMMEHOBaHHE,

6) HCIIOIH30BAHMS MEX/AYHAPOJHOTO HEMATEHTOBaHHOTO HAMMEHOBAHHUA B COCTABE
TOpProBOro0 HaMMEHOBaHM:A JIEKapCTBEHHOro Ipenapara OAHOBPEMEHHO C ¢bupMEHHBIM
HAUMEHOBAHWEM OpraHU3alluil, MEpeYHCIeHHBIX B MyHKTe | HACTOAMHX [TpaBui,
yKa3aHHBIM B UX YYPEAWTENBHBIX JOKyMeHTax. lIpu 3TOoM ¢upMeHHOE HaMMEHOBaHHE
YKa3BIBAETCs NI0CIIE MEX/IYHAPOJHOTO HEMaTeHTOBAHHOTO HAaHMEHOBAHHS.

12.B ToproBoM HaMMEHOBaHMHY JICKAPCTBEHHOTO IIperiapara
MCIOJIb30BaHHE COKpalleHMi npy rnomMomu OykB HWIM C TNpPUMEHCHHEM apabckux
M pUMCKHX UMD, KOTOpble MOTYT HECTH JOIOJIHUTENLHYIO HHPOPMAIIHIO
0 XapaKTepUCTHKaX JIEKapCTBEHHOro mpemapara (HampuMep, IIATENBHOCTH nercTBYA,
JleKapCTBEHHON BopMe, crrocobe MPUMEHEHNS).

13. ToproBoe HaMMeHOBAaHHe JIEKApCTBEHHOrO IpenapaTa He MAOJDKHO BBOAMTE
B 3a6iyXJeHHe MOTpeOuTeNs OTHOCHTENBLHO COCTaBa, CBOHMCTBA H (wnu) neicTud

JOITYCKaeTCA

JIEKapCTBEHHOTI'O IIp€rapara, €ro IPOU3BOAUTEILA.
TOpF 0BO€ HAaWMMEHOBaHUE JIEKApCTBEHHOIO Ipenapara B COOTBETCTBHU CO CTATbhCH

1483 T'paxnanckoro kogexca Poccuiickodi @enepalid HE AODKHO comepKaTh
obo3HadeHuss u (WIM) OJIEMEHTHI, IPOTHUBOpEYaIlHe OOIIECTBEHHBIM HHTEpECaM,
IPUHIMIIAM IYMaHHOCTH U MOPAIIH.

ToproBoe HaMMEHOBaHME He MIOJDKHO COJEpPXKaTh HelleH3ypHOH OpaHM, CIIOB H
BBIpDAXKEHUM, He COOTBETCTBYIOMMX HOpMaM COBPEMEHHOIrO PYCCKOro JUTEPATYPHOTO
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S3bIKa, a TaKkke 0003HaYeHHUs, TOXKIECTBEHHEIE WIIH HMeloIie rpadhuieckoe u (WiIn)
(boHEeTHIECKOe CXOICTBO ¢ OMHIMANGHBIME Ha¥MMEHOBAHMSIMH 0CO0O0 IIEHHEIX OOBEKTOB
KyJIbTypHOrOo Hacienus HaponoB Poccuiickoii ®enmepann, OOBEKTOB BCEMHUPHOTO
KyJIbTYpHOT'O WIH IIPUPOAHOTO HacCleaus, reorpadnieCKMMU HaHMEHOBAaHUAMHU, IMECHAMH
COOCTBEHHBIMH.

14. He nomyckaercs MCIONB30BaHHE B KAaUueCTBE TOPrOBOIO0 HaMMEHOBAHHSI BHOBB
PETHCTPHPYEMOTO JIEKApCTBEHHOTO IIperapara:

a) MACHTUYHOIO  HAaWMEHOBAHUIO  3aPETMCTPUPOBAHHOTO  JIEKAPCTBEHHOTO
npenapara;

6) TOKIECTBEHHOTO HAaMMEHOBAaHMIO  3apErUCTPUPOBAHHOIO  JIEKAPCTBEHHOTO
npenapara (Hampumep: ¢diokcaH — (IOKcan; [IHOTEH — LIMOGEH; AMHIAI — MMHAINT;
TUMOIIUIT — TUMOHWT; abydeH — ndydeH; MUrpaH — IMHUIpaH; NMHOBHT — OMKOBUT; DKIMH
— 9KaJIMH; OKOJIeH — aKOJIWH);

B) CXOJHOTO C HAHMEHOBaHHEM 3aperHCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara
JI0 CTEIIEHH CMEIICHHUS!.




