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IIpaBu panHoOHAJALHOIO BEIGOPa HAMMEHOBAHUH
JIEKAPCTBEHHBIX NMPENapaToB /sl MEAHIHHCKOro NpHMCHECHHS

B coorserctBum ¢ myHkToM 20 crateum 5  @enepanbHOro - 3aKOHA
or 12 ampens 2010 r. Ne 61-®3 «O6 obpameHus JEKapCTBEHHBIX CPEACTBY
(Cobpanune 3akoHOIaTenbcTBa Poccuiickoi ®enepanun, 2010, Ne 16, ct. 1815; 2012,
Ne 26, cT. 3446; 2013, Ne 27, ct. 3477; 2014, Ne 52, ct. 7540; 2015, Ne 29, cr. 4367),
noxmyHKkToM 5.2.148(4) Ilomoxenus o MuHHCTEPCTBE 3APaBOOXPAHEHMA Poccuiickoi
denepauny, yTBEPKIAEHHOTO NMOCTAHOBICHHEM [IpaBHUTENLCTBA Poccuiickoit @enepanuu
ot 19 mionst 2012 r. Ne 608 (CobpaHue 3aKkOHOIATEIBCTBA Poccuiickoii ®enepanuy, 2012,
26, cr. 3526; 2013, Ne 16, cr. 1970; Ne 20, ct. 2477, Ne 22, cr. 2812; Ne 45,
cT. 5822; 2014, Ne 12, ct. 1296; Ne 26, c1. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015,
Ne 2, ct. 491; Ne 12, cr. 1763; Ne 23, c1. 3333; 2016, Ne 2, ct. 325; Ne 9, cr. 1268),
OpHUKa3blBalo:

1. ViBepaurs mnpuiaraemele IlpaBuiaa panOHAJIBPHOTO BHIOOpa HAWMEHOBAHUH

JIEKapCTBCHHBIX IIPE€NApaToOB JUIIsE MEIULHUHCKOI'O IIpUMECHCHUL.

2. Hactosmmuii npuka3 TpUMEHsAETCss K  HaWMECHOBAHUAM JIeKapCTBEHHBIX
rocyAapCTBEHHOH

z

npenapaTtos  AJiA MEIULHUHCKOTO N PUMEHCHHA, 3a9BJICHHA O

perucTpauuu KOTOPBIX IPEACTABJICHBI B MI/IHI/ICTepCTBO 3/:1paBooxpaHeHn;1 Poccuiickoit

@enepaunn nocJiie BCTYIUICHUA B CHITY HacTodIero npuKasa.

MuHuctp B.H. CksopiioBa

I BEPHA

vaishnk O6iero graena 10.B. Kynewosa
7 &% 20 /Br.




VYTBEPXJIEHbI
NpUKa30M MUHHCTEPCTBa 3APaBOOXPaHeHHU
Poccuiickoit denepaluu

oT «o?g » oKX 2016 r. Ne ﬂ 94

IIpaBuaa
PalHMOHAILHOTO BEIGOpa HAMMEHOBAHHH
JleKapCTBEHHDBIX MPeNapaToB AJisi MEAHIMHCKOr0 NPHMEHEHHUS

1. O61Me moJI0XeHus

1. Hacrossmue IlpaBuma  ONpenNesstOT  MOPAAOK — pallOHATBHOTO BEIOOpA
HAMMEHOBAaHUM  JIEKapCTBEHHBIX  IIperapaToB JUIi  MEJUIMHCKOro  NPUMEHCHUA
IOPUMYECKHAM JIULOM, HeHCTBYIOIMM B COOCTBEHHBIX HHTEpECAX WU yNOJTHOMOYEHHBIM
IPEACTABIATE UHTEPECH JPYTOro IOPUANYECKOro JHUa U 3aidBJIAIOIINM JIEKAPCTBEHHBIM
mpenapaT Ha rocyJapCTBEHHYIO perncmaumol, a TaKKe JepXaTeleM WM BiaJelbleM
PETUCTPAlHOHHOTO YHAOCTOBEPEHHS JICKapCTBEHHOTO Npenapara HiH YIOJTHOMOYEHHBIM
MM JAPYTHM IOPUIHYECKAM JIMIOM, IIPEeCTaBUBIINM 3asBJICHUC O BHECCHUH M3MEHEHUH B
JOKYMEHTHI, COJAepXallliecs B PEerucTpalMOHHOM JOCBC Ha 3aperuCTPUPOBAaHHBIN
JIeKapCTBEHHBIM Iperapar i MEeIULHMHCKOTO HpI/IMeHeHI/UIZ (manee COOTBETCTBEHHO —
IIpaBuna, IeKapCTBEHHBIH Mpemnapar).

2. HauMeHOBaHHE JTEKapCTBEHHOro MpernapaTa popMHPYeTCs K3 MEXAYHApOIHOTO
HeMaTeHTOBAHHOr0, WJIH TpPYNNHPOBOYHOrO, HIM XUMHYECKOro d  TOProBoro
HaUMEHOBaHU.

3. MexayHapoJHOe HENaTeHTOBaHHOE HAMMEHOBAHHE JIEKApCTBEHHOro Ipenapata
BBIOMpaeTCs B  COOTBETCTBMM C  HAHMMEHOBAaHUIMH IEUCTBYIOIUX  BEIIECTB
dapmaueBTHUeCKHX ~ CyOCTaHUMi, PEKOMEHIOBAHHBIX BceMHpHOH — OpraHHM3alued
3paBOOXpaHEHHUS.

XyUMHYecKoe  HAMMEHOBAHME  JIGKApCTBEHHOro  Ipemapatra  BhIOMpaeTcs
B COOTBETCTBMM C HOMEHKJIarypod MexmayHapoqHoOro corosa IIO TEOPETHIECKOM
U TIPUKJIaJJHON XHUMHUH.

I'pynmupoBOYHOE HAMMEHOBaHHeE JISKApCTBEHHOI'0 IIpenapara BEIOMpaeTcd B ClTyyae
OTCYTCTBHS MEXIYHApOIHOTO HENaTeHTOBaHHOr0 HAMMCHOBAHMA WIH B ciyuae

! Yacre 1| crarbu 18 denepansHoro 3akoa ot 12 ampens 2010 r. Ne 61-03 «06 ofpaiieHHH JEKapCTBEHHBIX CPEICTB)
(Cobpanue 3akoHonaTenbcTBa Poccniickol ®exepauny, 2010, Ne 16, ct. 1815; 2010, Ne 42, ct. 5293; Ne 49, ct. 6409; 2014,

Ne 52, ct. 7540).
? MMynxr 26.1 ctatsy 4, crates 30 PenepaibHOro 3aKoHa OT 12 anpens 2010 r. Ne 61-@3 «OG6 obpameH1H IEKAPCTBEHHLIX
cpencTs» (Cobpanne 3akoHOAaTeLCTBa Poccuiickol denepaumm, 2010, Ne 16, cr. 1815; 2011, Ne 50, ct. 7351; 2013, Ne 48,

cr. 6165: 2014, Ne 43, cT. 5797; Ne 52, ct. 7540; 2015, Ne 29, ct. 4367).




2

IIPUCBOCHHU HaMEHOBaHHUA KOMOMHAaIUHU JICKapCTBECHHBIX npemnapatoB B oesx
06'BC,Z(I/IHCHI/I}I UX B Ipynmny noa €IXHHBIM HauMEHOBaHWEM MCXO0Hsd H3 OJWHAKOBOI'O
cocCTraBa ﬂeﬁCTBy}OHIHX BEIICCTB.

TOpI‘ 0BO€ HAMMEHOBaHHUE JICKApCTBECHHOI'O npenapara BBI6I/IpaeTC}I CaMOCTOATEJIBHO
pa3pa60Tqm<0M, JepxaTtejieM HIH BIIAACIIBIIEM pCI"I/ICTpaIII/IOHHOI"O YAOCTOBEPCHHUA

JIEKapCTBEHHOTO NpeIapara.
4. TpynmUpoBOYHbIE M TOPTOBEIE HAMMEHOBAHHA JIEKAPCTBEHHBIX MPENapaTon

JOJKHBI OBITH KPaTKAMH.

5. [pynmupoBOoYHble M TOPrOBEIE HAMMEHOBAHWA JIEKAPCTBEHHBIX IpEIapaToB
C pa3IMYHBIME (hapMaleBTHIECKHMH CyOCTaHISIMY HO/DKHBI PasIuiaThCs 10 HAINCAHHIO
¥ 3BYYaHHIO.

6. HauMeHOBaHUS N€KApCTBEHHBIX (GOPM MCIIONB3YIOTCA TOJNBKO B TOProOBBIX

HauMMEHOBAaHUAX JIEKapPCTBCHHBIX PACTHTEIbHBIX IpenapaTtoB.

I1. TIpaBuia palHoHaIBHOTO BEIGOPa
IpyNIHPOBOYHBIX HAUMEHOBAHMH JIEKapCTBEHHBIX MTPENapaToB

7. He pmomyckaercs HCIONb30BaHHE B KauyeCTBE [PYHITMPOBOYHOrO HaMMEHOBAHHA
BHOBb DPErMCTPUPYEMBIX JIEKapCTBEHHBIX IPEnaparoB 0003HayeHusa, HJICHTHIHOIO
IPYIIIMPOBOYHOMY HAHMEHOBAHHIO 3aPETUCTPUPOBAHHEIX JIEKAPCTBEHHBIX MpPENapatos,
pa3NTHYAIONIMXCS TI0 COCTaBY U JIeHCTBHIO, WM TOX/ECTBEHHOTO € TaKMM HaHMEHOBaHHEM
rpahuiecky U (1K) QOHETHIECKH UM CXOJHOTO C HUM JIO CTeIICHH CMENICHHA.

8. 'pynnupoBo4YHOE HauMEHOBaHHE (bapManeBTHYECKOH cybcTaHIUH
pedepeHTHOrO  JIEKapCTBEHHOrO0  Ipenapara BBIOMpaeTcs B COOTBETCTBUH
C pekoMeHpauusAMy BceMHpHOM OpraHu3allid — 3[paBOOXpaHCHUA I BbIOODA
MeXAyHApOIHOTO HEaTeHTOBaHHOIO0 HAaUMEHOBAHHS.

9.Ilpu  BeIGOpe  IPYNIHUPOBOYHOrO  HAaHMMEHOBAHMSA VA KOMOWHAIIUH
JIEeKapCTBEHHBIX IIperapaToB NPMHUMAETCs BO BHUMaHUE CICAYIOIIEe:

a) ecld B COCTaB JIEKApCTBEHHOrO Nperapara BXOAAT ABa H 0ojiee aKTHUBHBIX
BEeIIeCTBA, TO TPYIIHPOBOYHOE HAMMEHOBaHHE NPEACTABIACT cof6oli TEepeUUCIICHHE
MEXIYHAPOJHEIX HEMATeHTOBAHHBIX HAMMEHOBAaHMH M (unu) TrPYMIHPOBOYHBIX
HaMMEHOBaHMI (papMalleBTHIECKUX CyOCTaHIMMA B ali)aBUTHOM MOPSAIKE 1epe3 3HAK «t»;

6)ecin  QapMakonormdeckas ~— aKTMBHOCTb ~ OJHOH MM HECKOJBKHX
¢dapmarieBTHUECKUX CyOCTaHIUKA HamnpsMylo HeE o0yciapiuBaeT (HapMaKoIOTHIeCKHH
3¢ dexT JIeKapCTBEHHOI O IperapaTa, a sABIACTCH BCITOMOTaTeNIbHOM (HanpuMep, CHIDKAeT
moGouyHOe MeMCTBME JIEKAapCTBEHHOrO Ipenapara), TO  HaMMEHOBAaHHE TaKou
dapmauesTHYeckoil cybcTannum (papMaleBTHIECKHX cybcTaHnuit) yKasbiBaeTcs B KOHIE



prnHHpOBO‘IHOFO HAaMMEHOBAHUs B  KBaJpaTHBIX cKkoOkax BHE 3aBHCHMMOCTHU

OT a(aBUTHOTO MOPSIKA.
II1. ITpaBuna pauHoHaIbHOTO BEIOOPa
TOPTOBBLIX HAUMEHOBaHUM JIEKapCTBEHHBIX NPEMapaToB

10. Komuccueli sxcrepToB  (efepalbHOro  roCyAapCTBEHHOI'O 010DKETHOTO
yUpesKIAEHHS 110 TIPOBEIEHHIO SKCIIEPTH3bI IEKAPCTBEHHBIX CPEACTB B PAMKAX SKCIIEPTH3EI
JIEKapCTBEHHBIX CPEACTB, B IENAX HeJOIyIUCHHS roCcyJapCTBEHHOM perHCTpalluH
JIEKapCTBEHHBIX NPENApaToB, OTIMYAIONIMXCA APYr OT JApyra KaieCTBEHHBIM COCTAaBOM
[EMCTBYIOMMX BEIIECTB, I10[ OJMHAKOBBIM TOPrOBEIM HAMMCHOBAaHHEM  OIHOIO
JIEKapCTBEHHOTO TpenapaTa, BBITYCKAEMOro IPOM3BOJUTENEM IMON  Pa3IAIHBIMH
TOProOBEIMM HAMMEHOBAHWMSMH M [PEICTaBIEHHOTO Ha rOCY/IApCTBEHHYIO PErvCTpaltio B
BHJIE IBYX M 6oJjiee JeKapCTBEHHBIX IpenapaTroB, POBOJUTCS OLCHKA BEIOOpaA TOProBOIrO
Ha¥MeHOBaHMs JIEKapCTBEHHOIO IIpernapara.

11. B xa4yecTBe TOProBOro HAUMEHOBAaHHMs JIEKAPCTBEHHOIO Npernapara HE MOTyT
HCIIOJIB30BaThC MEXKIyHapOIHbIe HEIIATEHTOBAaHHbIE HAUMEHOBAHMA, 38 UCKIIIOYCHHEM.

a) UCTIOJIB30BAHMS B COCTaBe TOPrOBOTO HAMMEHOBAHMS JIEKAPCTBEHHOTO NpeTiapata
MEKIYHAPOIHOTO HETATEeHTOBAHHOTO HaMMEHOBaHMs 6e3 cokpameHuii. IIpu sTOM BCE
S3BIKOBBIE BEpCUU MEXTyHapOJHOTO HENaTeHTOBAHHOIO HapMEHOBaHUA

paccMaTpUBarOTCA Kak OJIHO HAUMCHOBAHHUE,
6) HCIHOJIF30BaHUA MCXKAYHAapOOHOIO HelaTeHTOBAaHHOTO HAaMMEHOBAaHHs B COCTAaBC

- TOProBoro HauME€HOBAaHHA JICKapCTBEHHOT'O Inpenapara OOHOBPEMEHHO C (i)I/IpMeHHBIM

HaUMEHOBAaHMEM OpraHu3aluii, IEPeYHCICHHBIX B IIYHKTC 1 Hacroguux Ilpasun,
yKa3aHHBIM B HX YYPEAHTENbHBIX JoKyMeHTax. IIpm sTOM ¢upMeHHOE HaMMEHOBAaHHUE
yKa3bIBaeTCs MOCIIe MEXTYHApPOJIHOr0 HEaTeHTOBAHHOTO HANMEHOBAHMA.

12.B  TOproBoM HaVMEHOBaHMM JIEKADCTBEHHOTO Iperapara JOIyCKacTCs
MCIIOJB30BaHUE COKpAIeHMM npd moMolqu OykB HIH C IPUMECHCHHEM apabCKHX
M PpUMCKMX UU}p, KOTOpble MOTYT HECTH JOIOJHUTCIBHYIO uHGbOpMaLIHIO
0 XapaKTepUCTUKaX JIEKAapCTBEHHOIo Ipemapara (HalpHMEp, JUIMTEIBHOCTH neHcTBYUA,
JIeKapCTBEHHOM (opMe, cr1oco6e IPUMEHEHN).

13. Topropoe HamMeHOBaHHe JIEKApCTBEHHOro Ipenapara He AODKHO BBOIMTE
B 3a0nyXaeHue NOTpeOUTeNns OTHOCHTENIFHO COCTaBa, cBoiictTBa M (Wiu) AEUCTBUA
JIEKApCTBEHHOTO NIpETapara, €ro MpOoU3BOAUTEII.

Toprosoe HauMeHOBaHHE JIEKAPCTBEHHOrO Ipernapara B COOTBETCTBHUHM €O cTaTbei
1483 T'paxnanckoro komexca Poccuiickod @eznepanuu HE IOJDKHO cojziep>xaTh
o60o3HaueHds W (WiIM) SIEeMEHTHl, [POTHBOpedallue OOIIEeCTBEHHBIM HHTEpPECaM,
IPUHIUIIAM IyMaHHOCTH U MOPAIH.

Toprosoe HauMEHOBaHHME HE JOJDKHO COAEPXKATh HelleH3ypHOH OpaHH, CJIOB H
BEIpA)KEHHUH, HE COOTBETCTBYIONIMX HOpMaM COBPEMEHHOro pyCCKOro JTUTEPATYPHOIO
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S3BIKa, a Taloke 0603HAUYEHHs, TOXKIECTBEHHBIE WM HMEIOLIHe rpaduuecKoe U (W)
dboHeTHIECKOE CXOZCTBO C oHIHATFHEIME HAMMEHOBAaHHSIMH 0C060 IEHHBIX 00BEKTOB
KyILTYpHOTO Hacienusi HapomoB Poccwiickoii ®enepanun, OOBEKTOB BCEMHPHOTO
KyJIGTYPHOTO MJIM IIPHPOJHOTO HAceusi, reorpapuiyeckMMy HaMMEHOBaHWSAMH, HMEHaMHU
COOCTBEHHBIMH.

14. He momyckaeTcs HCIIONB30BaHHE B KaueCTBE TOProBOr0 HaMMEHOBAaHHS BHOBb
PETHUCTPUPYEMOTO JIEKAPCTBEHHOTO IIperapara:

a) MICHTHYHOr0  HAWMEHOBAHMIO  3aPErHCTPUPOBAHHOIO  JIEKAPCTBEHHOTO
mpemnapara;

6) TOXKIECTBEHHOTO HAWMEHOBAHHIO 3apErHCTPHPOBAHHOIO  JIEKapCTBEHHOIO
npenapara (Hampumep: (uokcaH — QUIOKcal; MIHOTEH — [iHOodeH; HMUTHAI — HMUIN,
THUMOITII — THMOHWI; a0ydeH — nbydeH; MUTpaH — UMUTPaH; MMHOBUT — IMKOBUT; JKIHH
— JKAJIMH; OKOJIEH — aKOJIMH);

B) CXOHOTO C HAMMEHOBaHHEM 3apErHCTPHPOBAHHOIO JIEKAPCTBEHHOIO Iperapara
ZIO CTEIIEHH CMEIICHMS.




