EBPA3UMHCKASI SKOHOMHWYECKASI KOMUCCHSI
KOJUIET' U

PEKOMEHIAANNA
«29» suBaps 2019 1. Ne 2 r. Mockgsa

O PykoBojacTse 110 BLIOOPY TOProBbIX HAUMEHOBAHHIH
JIeKapPCTBEHHbIX IPernaparos

Konneruss EBpazuiickoil 3KOHOMHYECKOW KOMUCCUU B COOTBETCTBUH
co crarbed 30 JloroBopa o EBpasuicKOM JKOHOMHYECKOM COHO3€
or 29 mas 2014 roga u nyHktom 3 crateu 3 CorjameHusi O €JUHBIX
IpPUHIMIIAX W MpaBWiIax  oOpalleHuss  JIEKapCTBEHHBIX  CPEJCTB
B pamkax EBpazuiickoro skoHoMu4eckoro corosa ot 23 nexadps 2014 roxga

peKkoMeHAYyeT rocyrapcteaM  —  wieHam  EBpaswuiickoro
HSKOHOMHMYECKOTO COI03a IO MCTEYeHUU 6 MecsAleB C JaThl OIyOIMKOBaHUs
HacTosimiel PekoMeHpmanwu Ha odunuansHoM caifte  EBpasuiickoro
SKOHOMHYECKOIO0 COI03a B IIeJIIX TapMOHM3AlUU 3aKOHOJATENbCTBA
roCyJapCTB-4JIEHOB B 4YacTU YCTpPaHEHHS pazIuuuii B TpebOOBaHMIIX,
MPeIbABISIEMBIX K BBIOOPY TOPrOBBIX HAWMEHOBAaHUH JIEKAPCTBEHHBIX
IperapaToB ¥ TMPOBEAEHUIO OKCIEPTHU3Bl IpellaraéMbIX  TOPIOBBIX

HaMMEHOBaHUH JIEKAPCTBECHHBIX  IIpeliapaToB  COIJIACHO  IIPHUIIOKEHHUIO.

JICKAPCTBCHHEBIX

[Tpencenarens Konneruu
EBpazuiickoil 5KOHOMHUYECKOHW KOMUCCHH




ITPUJIOXKEHUE

Kk Pexomennanmu Kosmeruu
EBpasuiickoii 3KOHOMHUYECKOH KOMHCCHU
ot 29 siuBapst 2019 1. Ne 2

PYKOBOJACTBO
10 BLIOOPY TOProBbIX HAHMEHOBAH M
JIEKAPCTBEHHBIX NPENapaTron

I. O6mme monoxeHus

1. Hacrosimee PykoBoACTBO — ompenenseT IpaBwiia BeIOOpa W
MPOBEIEHHUS OLIEHKU TOPrOBBIX HAUMEHOBAaHWH JIEKAPCTBEHHBIX MPENapaToB
JUISL MEIMIMHCKOrO TIPMMEHEHUs], PErUCTPUPYEMbIX Ha OCHOBaHuu IIpaBui
pPErucTpany U IKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB IS MEIUIIMHCKOIO
npuUMeHEHHs,  yTBepikaeHHBIX  Pemenwem — CoBera  Empasmiickoii
DKOHOMHYECKOH  KomMuccuu or 3 HostOps 2016 1. Ne 78
(nanee — [IpaBuia perucTpauuu u SKCIEPTH3BI).

2. ToproBoe HauMeHOBAaHWE JIEKAPCTBEHHOTO IMperapara sBJISeTCs
3JIEMEHTOM PETHCTPALMOHHOTO JOCKE.

3. PexomennayeTcs peructpalus JeKapCTBEHHOTO IMperapara ¢ OJHUM
TOProBLIM HAaMMEHOBAaHHEM BO BCEX rOCyAapcTBax — wieHaX EBpasuiickoro
SKOHOMHUYECKOIO COX03a (J1ajiee — rocyJapcTBa-uieHbl), B KOTOPBIX MOAaHO
3asiBJIEHHE O PETHUCTPAIIHH.

B cinyuasx, npenycMoTpeHHbIX IyHKTOM 8 IlpaBun perucrpanuu u
SKCIIEPTH3BI, JOIYCKAETCsl MCIOIB30BATh pa3Hble TOProBblE HAUMEHOBAHUS
OZIHOTO M TOrO K€ JIEKAPCTBEHHOIO Ipernapara B pasHBIX TOCYIapCTBax-

YJICHax, YTOOLI HE IMpENATCTBOBATEL JOCTYITY HOTp€6HT€Heﬁ K
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paccMaTpuBaeMOMYy JICKAPCTBEHHOMY IIpenapary B TaKUX TOCYyIapcTBax-
qJleHax.

4. ToproBoe HaMMEHOBaHHKE JIEKAPCTBEHHOTO Tpernapara MOKeT ObITh:

a) HOBBIM MPUJIYMAHHbIM CJIOBOM (CIIOBOCOYETAHHEM );

O)MeXIyHapOIHBIM  HEMATeHTOBAHHBIM,  OOIIETIPUHSTHIM WK
HAY4YHBIM HAaMMEHOBAHUEM, CONPOBOXKAAEMBIM TOBAPHBIM 3HAKOM HIIH
HAaMMEHOBaHUEM J(epXKATENs] PErUCTPALHOHHOIO YIOCTOBEPEHHS.

5.Ecimm ToproBoe  HaMMEHOBAaHME JIEKAPCTBEHHOTO  IIperapara
IpeAcTaBiseT co0OH HOBOE NMPHAYMaHHOE CJIOBO (CIIOBOCOYETAHHE), OHO HE
JIOJDKHO OBITH IOXOXHM O CTeTNeHH CMeIIeHus (rpapuyeckd Wi
(oHETHYECKH CXOJHBIMM) WM BOCIPOH3BOAUTH WHOE MEKIYHAPOIHOE

HETIATCHTOBaHHOC O6LH6HpHH5[TO€ HaUMCHOBaHHC.

II. Onpenenenus

6. s nenell Hacrosiero PyKoBOACTBa NOHSITHE «TOBApPHBIM 3HAKY
IIPUMEHsIETC B 3HA4YeHWM, onpejereHHoM B nyHkte 11 IlpoTtokona 06
OXpaHe U 3aluTe IpaB Ha OOBEKThl WHTE/IEKTYaJbHOH COOCTBEHHOCTH
(mpunoxenune Ne 26 k JloroBopy o EBpa3uiickoM 5KOHOMHYECKOM CO03€ OT
29 wmas 2014 ropma). WMHble TOHSATHS, HCIONLE3yeMBIE B HACTOSILEM
PykoBonacTBe, HpHMEHSIOTCS B 3HAUEHUSX, OIpejeneHHbIX I[lpaBumamu

pPeTrucTpaliii U SKCIICPTHU3EI.

III. TTomHOMOUMS

7.1Ipu OLIEHKE TOProBOro HAaMMEHOBAHHS YIOJIHOMOYEHHBIE OPraHbl
(SKCIIepTHBIE OpraHu3alyu) B cdepe oOpallleHHs JIeKapCTBEHHBIX CPEICTB
roCyJapCTB-4CHOB (Janee — YINOJIHOMOYEHHBIE OpraHbl (dKCIEpPTHBIE

OpraHu3allid)) HE YUYWTBIBAIOT BOIMPOCHl MPaB HA HHTEJUIEKTYaTbHYIO

COOCTBEHHOCTD.
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8.3asBuTeNb (JepXkKaTenb PErHCTPALMOHHOIO YIOCTOBEPEHHs) IIPU
UCIIOJIB30BAHUM  TOBAapHOIO  3HAaKa B TOProBOM  HAWMEHOBAaHHH
JIEKapCTBEHHOI0 Tpernaparta oOecreunBaeT COOIOJEHHE 3aKOHOIATENLCTBA
rOCyIapCTB-UJIEHOB B cpepe HHTEIUIEKTYyaIbHOM COOCTBEHHOCTH.

9.0Ounenka TOProBOoro HaMMEHOBaHHS JIEKAPCTBEHHOrO Iperapara
SIBJIIETCS COCTABHOM YacCTBIO OKCIEPTH3bl 0€30MacHOCTH JIEKapCTBEHHBIX
[IpenaparoB, MPOBOAMMON YIOJHOMOUYEHHBIMH OpraHaMu (dKCIEePTHBIMU
OpraHu3alMsMH) B paMKax TpOLEAypbl pPEerucTpaldy JIeKapCTBEHHOIO
npemapara,  IIOCKOJBKY  IpeljlaraeMoe  TOProBoe  HauMEHOBaHHE
JIEKapCTBEHHOT'O MpelapaTa MOKET HeCTH PUCKHU MJIsl 30POBBSl HACEJIEHHS,
CBsI3aHHBEIE C HeoOecneueHneM 0e30MacHOCTH MPUMEHEHHS! JIEKAPCTBEHHOIO
npemnapara. [lonoOHyl0 oOlEeHKY HeoOXOJMMO IpPOBOAUTL HA OCHOBAHWUU
HauboJiee JOCTOBEPHBIX HAYYHBIX JaHHBIX.

10. Ouenxy TOProBhIX HaMMEHOBaHUH JIEKApPCTBEHHOTO Ipernapara
IIPOBOASIT YINOJHOMOYEHHBIE OpraHbl (dKCHepTHbe opraHuzanuu). OieHke
[oJjieXkaT  KaK  HAuMEHOBaHHUs, MPEACTaBIgOmne  CcoOOi  HOBBIE
INpUayMaHHble  ciloBa  (CJIOBOCOUETaHHSs), TaK M  HaMMEHOBAHHI,
NPEeACTABISIONIME COO0M KOHCTPYKIMIO «MEXKAYHAPOJIHOE HEMATEHTOBAHHOE
HaumeHoBanue (manee — MHH) (obwenpunsitoe HauMeHOBaHME, HAy4dHOE
HauMeHOBaHKe) + HauMeHoBaHue kKommaHum» win « MHH (oGmenpunsroe
HAaUMEHOBaHME, HAY4YHOE HAMMEHOBaHHE) + TOBAPHEIH 3HAK.

Ecim HM OJHO TOpProBoe HauMEHOBaHHE, MpeICcTaBJisitollee coOoil
HOBOE  MPHUAYMAaHHOE CJIOBO  (CIOBOCOYETaHME), JUIsI  KOHKPETHOIO
JEKapCTBEHHOI'O IIperapara He COrjlacoBaHo, KOHCTpykumus «MHH
(oOwmenpuHsATOe HAMMEHOBaHUE, HAYYHOE HAUMEHOBAHHE) + HAUMEHOBAHUE
komnanuu» unn  «MHH  (oOmenpunsitoe HauMeHOBaHHWE, HAYUYHOE
HaMEHOBAaHME) + TOBApHBIM 3HAK» HE CTAHOBUTCS HAMMEHOBAHHUEM II0

YMOJIYaHHHO. Takue HauMeHOBaHHSI TaK¥Ke MOAJICYKAT OLUCHKE.
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11.Cpenennsi,  mpeAcTaBiseMble  3asBUTENSIMH  (IepiKaTeisiMu
PETUCTPAIIMOHHBIX  YIOCTOBEpPEHHI) i  0OOCHOBAHHS IIpeJiaraeMblx
TOPrOBBIX HAUMEHOBAHMM, SBJSAIOTCS KOHQHUIEGHIMATBHBIMH, [03TOMY
YIOJHOMOYEHHBIE OpraHbl (JKCHEPTHbIE OpraHW3alldHh), Y4YaCTBYIOIIHE B
OLIEHKE TOPrOBbIX HAaMMEHOBAaHUH JIEKApPCTBEHHBIX TMpenaparoB, 00s3aHbl

o0ecneuuTs cobIII0IeHHEe MTPaBHII KOH(DH IEHITHATHLHOCTH.

IV. Cepa npumenenus

12. Hacrosmmee  PykoBoACTBO — COAEPXKHT — pPeKOMEHJALMM IS
3asBUTENIeH (Jlep)KaTesnell perucTpalMoOHHbBIX yI0CTOBEPEHHI) OTHOCUTEIEHO
KPHTEPUEB, HCIIOJLE3YEMbIX YIOTHOMOUYEHHBIMH OpraHaMu (9KCIEPTHLIMH
OpraHu3alUsIMK) IIPU OLEHKE TOPTrOBBIX HAUMEHOBAHUH JICKAPCTBEHHBIX
MpenaparoB, pPEerucTpUpyeMBIX Ha OCHOBaHMM [lpaBun perucrtpamuu u
SKCHEPTHU3BI.

13. Hacrosmee PykoBOICTBO COHEPXMT CBEACHHS O MpPOLELype
COIJIaCOBAHKs TOPrOBLIX HAMMEHOBAHUH JIEKAPCTBEHHBIX MPENapaTos.

14. Hactosimee PyKoBOACTBO HE pacrpoCTpaHsieTcsi Ha  BbIOOP
TOPrOBBIX HAUMEHOBAHWMH JIEKAPCTBEHHBIX TMpenapaTroB, 3asgBIEHHBIX Ha
MPONENYPY IHPHUBENEHUS PErucCTPAMOHHOIO JOChE B COOTBETCTBHE C
TpeboBanusMu  Cor03a, 3aperuCTPHUpPOBAHHBIX B  TOCYAapCTBaX-wieHax

1o 31 nexabpst 2020 r.

V. Kpurepuu, npumMensieMble TIpH OIIEHKE
TOPrOBBIX HAUMEHOBAHUH JIEKAPCTBEHHBIX MPeapaToB

15.1TpuBencHHBIE B HACTOSIIEM pasfefie KPUTEPUH OLEHKH CIIEAyeT
paccMarpuBarh cyObekTaM B cdepe oOpallleHUs JIEKaPCTBEHHBIX CPEJICTB B

Ka4yeCTBe O6HIHX ITpaBHII.
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16.11pu onieHKE TOProBbIX HAMMEHOBAHUH JIEKAPCTBEHHBIX IIpErapaTon
IPUMEHSIOTCS KPUTEPHHU, OCHOBAHHBIE HA BOINpocax oOecrevyeHus 300POBbL
HaceJIeHUs] U, B 4YAaCTHOCTU O€30MacHOCTU MPUMEHEHMs JIeKapCTBEHHOIO
npernapara, ykasaHHble B myHkTax 18 — 36 Hacrosiero PykoBoacTaa.

17.1lepen BKIIOUEHHEM IMpeasiaraeMoro TOPrOBOTO HAaWMEHOBaHHUs
JICKApCTBEHHOIO IIperapara B 3asiBJIEHME O PErucTpalld WK 3asBJICHHE O
BHECEHUM  U3MEHEHWH  3aiBUTENIO  (AepikKaTenio  PerucTpalioOHHOrO
YIOCTOBEPEHHUSI) PEKOMEHAYyeTcss 00ecieudTh COOTBETCTBUE TPEJIaraeMoro
TOProBOr0  HAaMMEHOBAHMs  JIEKAPCTBEHHOIrO  Ipenapara  KpUTEpHsM,
U3JI0’KEHHBIM B HacrosweM PykoBoactBe. B mensix conmelicTBusi mpoueccy
OLICHKH IpelaraeMbIX TOProBbIX HAUMEHOBAHUMN 3asBUTEISIM U JAepKaTesiM
PETUCTPALIMOHHBIX YIOCTOBEPEHUHN CIIELyeT IMPEACTaBUTH BCIO JIOCTYITHYIO

JTOKYMEHTAllM0, OOOCHOBBIBAIOIIYIO BLIOOp MpeaaraeMoro TOProBOro

HauMCHOBaHH.

1. be3onacHOCTb U 310pOBbE HACETICHUS

18.I1pu BEIOOpE TOProBOro HAMMEHOBAHUS JIGKAPCTBEHHOTO Mperapara
HeoOXxouMo u30eraTh MepernyThiBaHUs €ro B NMeYaTHOM HJIH B ITHCHMEHHOM
BUJIE, WM INIPU €ro MPOU3HOLIEHWU C TOPrOBBIM HAUMEHOBAHUEM JPYroro
JIeKapCTBEHHOIO Mpernapara.

[Ipu oleHKe BepPOSITHOCTH TAKOTO MepPENnyThIBAHUS YUYHTBIBAIOTCS
CJIEIYIOIIHEe aCTIeKTHI:

a) mokazaHue (IoKa3aHus) K IPUMEHEHHIO;

O) momysinust (MOMyJIsIIUK) MAlIHeHTOB;

B) IeKapcTBeHHass (popma (JeKkapcTBeHHBIE (GOpPMBI), B TOM 4YHCIIE
NOTEHIMAJIbHO ~ HOBBIE  JIeKAPCTBEHHBIE  (OPMBI  paccMaTpHUBAEMOIO

JICKAPCTBCHHOI'O IIpelapara,
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) yTh (MyTH) BBEJEHHUS, B TOM 4YUCIE NOTEHIHAIBHO HOBBIE IIyTH
BBEJICHHUS pACCMaTPUBAEMOTr0 JIEKAPCTBEHHOI'O Mperapara;

J) 103UpoBKa (I03UPOBKH), B TOM YHCJIE TOTEHIHMAIBLHO HOBBIE
JO3UPOBKU paccMaTPUBAEMOT0 JICKAPCTBEHHOTO Mperapara;

€) YCJIOBHS Ha3HAUCHUS U ITPUMEHEHUS;

7K) yCIIOBUs OTITyCKa JIEKapCTBEHHOTO Mperapara:

OTILYCKAaeTCsl IO PEeLenTy,

OTITycKaeTcsi Oe3 pelenTa,

OTILYCKAaeTCsl 0 CIIEHUAIBLHOMY PEeLenTYy,

IIOJUIEIKUT MPEIMETHO-KOJIMYECTBEHHOMY YUETY,

OTIYyCKAeTCsl 10 CIENHAJIbHOMY pPELENnTy U MOJUISKHT IpPeIMETHO-
KOJIMUECTBEHHOMY YUeTy;

3) opaHHBIH cTaTyC;

M)CTEEHb CXOJACTBA TOPrOBOTO HAMMEHOBAHWs JIEKAPCTBEHHOI'O
mpernapara B CpaBHEHHH C NMOTEHIHAILHBIM BPEJOM IS MAlHEHTa B CIydae
nepenyThIBAHHUSI.

19. VronmHoMoueHHBIH opraH (3KCIepTHas OpraHu3alys) aHaIu3HpyeT
BO3MOJKHOCTL IEPENYThIBAHUS TIPeJlaraéMblX TOPrOBBEIX HAWMEHOBAHUMN
JIeKapCTBEHHBIX IpenapaTon ¢ TOPTOBBIMHU HauMEHOBAHHUSIMHU
3aperuCTPUPOBAHHEIX JIEKAPCTBEHHBIX IIPENapaToB, a TAKXKe JIEKAPCTBEHHBIX
Mpenaparos, MAEHCTBUE PErMCTPAlMOHHBIX YJOCTOBEPEHHM KOTOPLIX HAa
TEPPUTOPHH FOCYAAPCTB-YICHOB NPUOCTAHOBICHBI UITH MPEKPAILEHE.

3asBUTENIO (JEPKATENIO PETUCTPALMOHHOIO YIOCTOBEPEHHS) CleyeT
npenoctaButh B pasgene 1.8.1 Momyns 1 perucTpaiioHHOro J0Che
JIEKapCTBEHHOI'O IIpernapara rapaHTHHHOE MHUCBMO O TOM, YTO B KadyecTBe
MpeIaraéMoro TOProBOro HaMMEHOBAHHsI JIEKAPCTBEHHOIO IIpenapara,

MpeACTaBJIAOICTO coboit HOBOE IIPpUAYMaHHOE CJIOBO, HE€ HCIIOJIB3YETCH
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HalMEHOBaHHeE, IIOJIHOCTBIO BOCIIPOU3BOIIIEE HaUMEHOBaHHE
OHMOJIOrnYecKy aKTUBHOM 100aBKH.

20.Kpome ToOro, yrnoiHOMOYEHHBIH OpraH (3KcrepTHasi opraHu3aiius)
YYUTBIBAET TOProBblE HAVMMEHOBAHMS JIEKAPCTBEHHBIX IIPENnaparoB, paHee
0J0OpeHHBIE rOCy1apCTBaMU-Y/IeHAMH Ha HAIIMOHAIEHOM YPOBHE.

21.1Ipu omnpeneneHnu BO3MOXKHOCTH TEPEIYThIBAHUS IPeIaraeMoro
TOProOBOr0 ~ HaWMEHOBAHMs  YIOJIHOMOYEHHBIH  opraH  (9KcrepTHas
OpraHu3alysl) Y4YUTHIBA€T HAMMEHOBAHMs JISKAPCTBEHHBIX IMIPEIaparos,
perucTparloHHbIe yJIOCTOBEPEHUS KOTOPBIX ObuH OTO3BaHBI
(aHHynHpoBaHbBl) B Cpok He Oosee 5 J5eT co JHS OQUIHATBHOIO
NPEKPALICHUS UX JEHCTBUS (HapuMep, cO AHsI BHECEHUSI COOTBETCTBYIOIIEH
3aIlMCH B PEECTP 3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEnapaToB).

22. YTIONHOMOYEHHBIM opran (PKCHepTHass OpraHM3alisa) TaKkKe
YUHUTBIBAET IIOTEHLHAIILHBIE PUCKU ISl O€30MacHOCTH 3J0POBhS HaceaeH s,
CBSI3aHHLIE C  IIOBTOPHBIM  MCIIOJB30BAaHUEM HIACHTHYHBIX TOPrOBBHIX
HaMMEHOBAHMI JIEKAPCTBEHHBIX [IPerapaTos.

23. ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOTO IIpelapara He JO0JDKHO
UMETh BBOIAIIMX B  3a0Jly’k/IeHWE KOHHOTAIMi, OCHOBAaHHBLIX HAa
TepaneBTUYECKUX U (MiIK) (papMaIieBTHUECKUX CBEJICHHUSIX.

24. YTIONHOMOYEHHBIH opraH (dKCIepTHasl OpraHu3amms) TakKe
paccMaTpuBaeT TOProBbleé HAWUMEHOBAHMs JIEKAPCTBEHHBIX IPENaparos,
MOXOXKME Ha HauMeHOBaHUs  (apManeBTHYECKHX  KOMIAHHUN  Wid
HaIlOMHHAIOIIME UX, B CIy4yasX, €CIM OHHU KaKyTCS BBOIUSIIUMU B
3a0J1y2KIeHHEe U MOTYT MPHUBECTU K HEBEPHOMY BOCIPHUSATHIO HH)OPMALUHU O
JIEKapCTBEHHOM Tmpenapare (MHQopMauuu B OOIIed XapaKTepPHCTUKE
JIEKapCTBEHHOIO IIperapara, UHCTPYKLUUH MO MEJAMIMHCKOMY IIPUMEHEHMUIO

(JIMCTKe-BKIA/bIIIE) 1 MapKHPOBKE JIEKapCTBEHHOTO perapara).
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25.He  pomyckaeTcsi  HMCHOJB30BaTh  TOProBO€  HAUMEHOBAaHHUE
JIEKApCTBEHHOIrO Ipernapara, KOTOpPO€ MOKET BBOAWTH B 3a0MyXKIeHHe
B OTHOLUEHHMH €ro COCTaRa.

26.HeoOxonmumMo y4ecTb MOTEHLUHANIbHBIE 3aTPYAHEHHS, KOTOpbIE
MOJKET BBLI3BATh IIPOM3HOILIECHUE IPEAJIAraeMoro TOProBOTO HaWMEHOBAHHS
Ha rOCYAapCTBEHHBIX SI3bIKaX TOCYIapCTB-UJICHOB.

27.HeoOxomuMO Takxke y4yecTb, YTO OUYEHb KOPOTKHE TOPrOBEIE
HaMMEHOBAaHMs, COCTOsIINE, HANpUMep, U3 Habopa OYKB, MOTYT OKa3arhes
HEIPUEMJIEMbIMU  JUls  O0DO3HAYeHMs JIEKApCTBEHHOro Iperapara B
OIpeJIeJIeHHBIX IOCyAapcTBaxX-4IeHax.

28. lonycTUMO  HUCIIONB30BaHUE CHEHUPUKATOPOB U OYKBEHHBIX
COKpallleHH B TOPrOBOM HaUMEHOBAHUU JIEKAPCTBEHHOTO TIperapara.

29.3aaBuTensAM  (IepikaTessiM  PeruCTPAllMOHHBIX  YAOCTOBEPEHMH)
PEKOMEHyeTCcsl He BKJIIOYaThb B TOProBO€ HAaUMEHOBAaHHUE JIEKAPCTBEHHOIO
npenapara CreuuUKaTopel, COCTOAIINE M3 OAHOW OYKBBI WM HH(PHI
(uudp) (apabckUX M PUMCKHX), IMOCKOJIBKY HMX MOXHO IepenyTarh C
JIO3UPOBKOM U (MJIM) PEKMMOM JIO3UPOBAHUS JIEKAPCTBEHHOIO TMpenapara.
Bwmecre ¢ TeM ucnosnp3oBanue Hupp JOMyCTUMO B psifie ClydaeB, HalpUMED B
OTHOILEHWM  BakKUMH.  3asgBUTENb  (lIepkaTelb  PerHCcTPAlMOHHOIO
yAOCTOBEPEHHs])  BIIpaBe  IPEACTABUTb  YIOJHOMOUSHHOMY  Oprady
(aKCcnepTHOM opranu3alun) 0ObSICHEHHE X HUCITOIB30BAHHUS.

30.1Ipu paccMOTpeHUH HPUEMJIEMOCTH Crielu(uKkaropa (CoKparieHms)
YIOJIHOMOYEHHEIM OpraH (SKCIepTHass OpraHu3aiusi) OyJeT Y4YHUTHIBaTh
MOTEHIHUAIBHYIO M0JIb3Y CIELU(PUKATOPOB (COKpAILIEHUH) MO OTHOIIEHUIO K
MOTEHIMAJIBHBIM PHUCKaM [UIsi 3[0pOBbs HACEICHHS B Cllydyae OLIUOKH
NO3UPOBAHUs, IPUHUMAsI BO BHUMaHUE:

a)Hasmuue B crneuuuKaTope  (COKpalleHWH) IOINOJHUTEIBHBIX

CBEJICHHH O XapaKTepUCTHKaX JIEKApCTBEHHOIO Ipernapata (Hampumep, o
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IPOAOJDKUTEIIBHOCTH  ACHCTBHS, HAJIMYMU B COCTaBe JIEKAPCTBEHHOTO
nperapara JOMOJHUTEILHOIO U3/eIus, yTH BBEICHUS], COCTABE, MOMYJISLHH
HALMEHTOB), KOTOPBIE MO3BOJISIIOT MEJUIIMHCKUM pabOTHHKAM Ha3HauyaTb, a
OTpedUTENAIM BRIONPATh COOTBETCTBYIOIIHI JIEKAPCTBEHHBIN Mpenapar;

O) IPUMEHUMOCTh U HCIOJIB30BaHHWE cCrelupUKaTopa BO BCeX
FOCYAapCTBEHHBIX  SI3BIKAX  rocyjaapcTB-wieHoB. He  pexkomengyercs
MCIIOJIb30BATh CHEUU(PUKATOPbl U COKpaIleHHs], TpeOyIolIue MpecTaBlIeHus
JOTIOJIHUATENILHOM MH(OPMALIMHU B TOCYAapCTBaX-4JIeHax;

B) TPYJIHOCTH TIPH 3aIlIOMUHAHHH, MPOU3HOIIEHHH U (W) HA3HAUYEHUU
JIEKapCTBEHHOTO Ipernapara ¢ 0oJiee CI0NKHBIM HaHMEHOBAHHEM.

31.He nomyckaercss MCIOJB30BaTh  TOProBOE€  HAaMMEHOBAHHE
JIEKapCTBEHHOI'0 ~ Mpernapara, KOTOPOE HOCHT pPEKJIaMHBIH — XapakTep
B OTHOIICHHH TEPANEBTUYECKUX U (MIIH) (apMaLEeBTHIECKUX XapaKTEPUCTHK
1 (MIM) cocTaBa JIEKAPCTBEHHOT'O TIperapara.

32.He pexoMeHAyeTcs HCIONB30BAaTh TOPrOBOE HAWMEHOBAHHE
JIEKapCTBEHHOIO IperapaTa, KOTOPOe BOCIPUHUMACTCS KAK OCKOPOUTEIIbHOE
WJTH COJIEPIKUT OTPHIIATENbHbIE KOHHOTALUHM Ha OJIHOM U3 FOCYIapCTBEHHBIX
S3BIKOB I'OCY1apCTB-4JICHOB.

33.Ecnu jleKapcTBEHHBIH — IIpenapar  COIEPIKUT  IPOJIEKapCTBO,
PEKOMEHIyeTCs IMPEeAyCMOTPETh TOProBOE€ HAWMEHOBAHHUE, OTIUYHOE OT
TOProBOr0 HAWMEHOBAHMS JIEKAPCTBEHHOI'O IIperapara, COIEpsKallero
JIEWCTBYIOIIEE BEIIECTBO, OJIy4aeMOe U3 JaHHOT'O IPOJIEKApPCTBa.

34.Toprooe  HauMeHOBAaHHME JICKAPCTBEHHOrO  Mpernapara  He
PEKOMEH/IyeTCsl COCTABIIATE LEJIMKOM TOJBKO M3 MPOHU3BOJIBHOIO Habopa
3arfaBHBIX OYKB (3a MCKIIOYeHHeM abOpeBHATyphl) WM KOMOBHIX Lu(p,
a TaKKe BKJIIOYaTh B HErO 3HAKM IpeNnuHAHUST U MaTeMaTHUYECKUE 3HAKU

(32 UCKITIOYEHHEM 3HAKOB «—», «+» U «/»).
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35.B xauecTBe (paKTOPOB, BHOCSILUX BKJIa] B O€30MacHOe MpHUMEHEHUE
JIEKapCTBEHHOI'O  IIpernaparta, pPEeKOMEHAYeTCs  YYHMTBIBATH  BaXKHOCTb
MapKMpOBKM M  JU3aiiHa yHAKOBKM. OTH  DJIEMEHThl  HEoOXOIHMO
IIPOAHAIM3UPOBATE BO BPeMsi DKCIIEPTH3bl MAKETOB YITAKOBKH.

36.MapkupoBka U Ju3aiiH yHaKOBKM MOTYT WIpaTh poOJIb IIPH
NPUHATHHA ~ OKOHYATEJIbHOIO  pelleHHss O MPUEeMJIEMOCTH TOProBOrO
HaMMEHOBAHUs JIEKAPCTBEHHOTO Mpernapara B CIydasix, eClIu:

a) oToOpaXKeHHe TOProBOro HaMMEHOBaHUs JISKAPCTBEHHOTO TpenapaTa
Ha II€YaTHOM MarepHajie IOBBIIAECT CTEMEeHb CXOJCTBA MEXIY JBYMs
TOPrOBBEIMH HAaUMEHOBAHUSIMU MJIM MOYKET UMEThb BBOJSIIHE B 3a0/1yKIcHME
KOHHOTAIIUH;

0) MapKUpoBKa W JU3aHH YIAKOBKU JOTOJHSIOT (TOSICHSIOT) 3HAUYEHHE

criel(puKaTopa, KOTOPbIH B MPOTHBHOM CITy4ae MOT OBITh OTK/IOHEH.

2. llpumenenne MHH B npennaraeMbrx TOproBeix
HaUMEHOBAHMUSIX JIEKAPCTBEHHBIX MPenapaToB
37.1lpu mnpeaoKeHUd TOProBOTO HAMMEHOBAHMS JIEKAPCTBEHHOI'O
npenapara 3asBUTEISIM (AepiKaTeisiM pPerucTPAlUOHHBIX YIOCTOBEPEHHI)
HEOOXOIMMO TIPUHHMATh BO BHUMAaHHWE pEKOMEHIAIMH, VKa3aHHbIE B
pesomonuu BeemupHo#l opranuzanuu 3npaBooxpanenus (BO3) WHA46.19
«HenareHToBaHHbIE HAMMEHOBAHUS NEUCTBYIOIIUX BEIECTBY.
38.1lepen HampaBiieHMEM Ha OIIEHKY JOKYMEHTOB O COIJIACOBAHHH
TOProBOr0 HAMMEHOBAHMs 3asBUTENIO (AEpXKATEN0 PEerucTParHOHHOTO
yIOCTOBEPEHHsI) PEKOMEHIYETCs IPOBEPUTh TIpeluiaraeMoe TOProBOe
HalMEHOBaHUE JIEKAaPCTBEHHOTO Mpenapara:
Ha  NOTEHIHMAJBHYIO  CXOXECTb  Ipe/ularaeMoro  TOPrOBOIO

HaMMEHOBaHUs JieKapcTBeHHOoro Ipenapata ¢ MHH nelictByromero
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BELIECTBA, BXOJSIIETO B COCTAB JIAHHOTO JIEKAPCTBEHHOTO Tpenapara WK ¢
apyrumu MHH;

Ha BrmoueHue ocHoBel MHH B mpennmaraemoe  Toprosoe
HaMMEHOBAHHUE JIEKAPCTBEHHOT O Mpernapara.

VY0JIHOMOYEHHBIH OpraH (9KcrnepTHas OpraHu3ailus) YA0CTOBEPSETCs
B IPOBEJCHUM IPOBEPKH IIpeIJaraeMoro TOProBOrO HaWMEHOBaHHS
JICKapCTBEHHOI'O IIperapara, BBIINOJHEHHONH M0 NyHKTY 38 HaCTOSIIEero
PykoBojcTBa, B COOTBETCTBUU C PEKOMEHIALMUIMU PE3OJIFOIIMHM YKa3aHHOHU B
nyHkre 37 Hactosmero PykoBomcTBa B LeNMsAX  OpeNOTBpallieHUs
MOTeHITHAIBHOTO ~ pHCKA  TIEPeNyTHIBAHUS  TOPTOBBIX  HAWMEHOBAaHMM

JIEKapCTBEHHBIX MIPENapaToB ¢ OOIIENPUHSTHIMH.

3. [lpenapatrcnenuduanbie GaKTOphl B IpeiaraeMbixX
TOPrOBBIX HAUMEHOBAHMSIX JIEKAPCTBEHHBIX MPenapaTos
39.1Ipu noOaBleHMM HOBOTO CEpOTHIA B BaKI[MHY, COCTOSIIYIO W3
HECKOJIbKMX CEepOTHUIIOB, JOIYCKAaeTCsl COXPaHUTh MCXOMAHOE TOPIOBOE
HauMeHOBaHUEe (Ioc/ie HAWMEHOBAHMS PEKOMEHAYeTCs YyKa3aTh YHCIO
cojepxaliuxcss — cepotunon). OnucaHue  COAEPIKAITUXCS  CEPOTHIIOB
NPUBOJMUTCS B KAYECTBEHHOM M KOJUYECTBEHHOM cocTage.
IIpumep Qopmara mpenyaraeMoro TOProBoro HauMmeHoBaHHs: «Toproroe
HauMeHoBaHue + X (YHCIIO CEPOTHUTIOB)».
40.3T0 ke npaBUIIO NPUMEHSIETCs MPU 100aBIEHUU PA3JIMYHBIX THIIOB
AHTUIEHOB, YTO BAXHO ISl pa3iMYeHUs MpenaparoB NMpH OJHOBPEMEHHOM
HaJIMUMM HA PBIHKE BaKIUH YK€ COAEPIKAIUX TaHHbIE aHTUTEHBI.
41.B uensx HEDOMYIIEHHS BBOISAIIUX B 3a0IyXIeHUE KOHHOTAIWI
Mpu A00aBICHUM B TOKA3aHHWS K TMPUMEHEHHIO HOBBIX OpraHOB-MHIIEHEH
B TOProBOE€ HAaWMEHOBaHUE paanopapMalleBTHUECKUX JIEKapCTBEHHBIX

[peraparoB HE CICAYCT BKIKOYAThL OPraHbl-MHUILICHH.
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42.Bo usbexaHue TmepemyThIBAaHUS TOProBOIr0  HAaWMEHOBAHHH
pagnodapMaleBTHUECKUX JIEKAPCTBEHHBIX MPernaparoB ¢ UX JO3UPOBKOH B
TOProBOM  HAUMEHOBAaHUM  paguodapMaieBTUYeCKUX  JIEKAPCTBEHHBIX
[IpernapaToB He AOIYCKaeTcsl MCIOAb30BaTh 4ucia. Eciau B 0003HavYeHUM
pPalHOHYKIHMIA IPUCYTCTBYIOT LHU(PBI, KX HEOOXOAMMO yKasbiBaTh B
BEPXHEM HHJIEKCe B CIGAYIOIIEM BHIE: « o "“JjeMeHT + (TOprosoe
HauMEHOBaHUE )».

43.Yucna, BKJIIOYaeMble KaK 4YacTh OOIIEH3BECTHBIX abOpeBHaTyp,
OLICHUBAIOTCS B MHAUBUIYAIEHOM ITOPSIIKE.

44 1lpu mopmave 3asiBJIEHHS O PErHMCTPaLMU JIEKaPCTBEHHOTO Mpenapara
JUIs IPUMEHEHUsl TI0 OTIEeNbHOMY OphaHHOMY MoKazaHui (ophaHHEIM
MOKa3aHMUsAM) 3asABHTENIO (IEPIKaTeII0 PEerucCTPalMOHHOTO YIOCTOBEPEHUS)
pPEKOMEHIYETCS IIPEAYCMOTPETh OTAENIbHOE (MHOE) TOProBOe HanMEHOBaHKE,
KOTOpoe OyZeT MPHUCBOCHO JEKAPCTBEHHOMY IIPemapary ¢ MCKIFOYHUTEIbHO
opdaHHbIM Moka3aHueM (0p(haHHBIMHU TMOKA3aHUAMHE) K PHMEHEHHUIO.

45.Ilogxon K OLEHKE TOProBbIX HAWUMEHOBAHHH  Op(haHHBIX
JeKapCTBEHHbIX nperapaToB COBMAIaeT v IOJIX0/IOM
K OIIEHKE TOProBBIX HAUMEHOBaHMH [ HEOp(aHHBIX JIEKAPCTBEHHBIX
npenapartoB. [ OINEHKM  TOProBBIX  HAaWMEHOBaHUN  opdaHHEIX
JIEKapCTBEHHBIX IIPEIapaToB OCOOEHHO BAXHO IMPEJCTAaBUTh IOAPOOHEIE
CBEIEHUs] O KOHKPETHBIX YCJIOBUSIX, B KOTOPBIX OYIET OTIYCKAaThCS M
IIPUMEHATHCS IIPENapar, a TAKIKe ero 1esIeBY0 MOMyJIsIINIO.

46.B oTHowmeHHUU Oe3pelenTypHbIX JIEKAPCTBEHHBIX IIPEIapaToB
HeOOXOAMMO yuuThIBaTh moyokeHus Pemenusi Kosernum Epasuiickoit
DKOHOMHYECKON  Komucenmd or 29  pgexabps 2015 1. Ne 178
«O mpaBHIax OINpelelieHUs] KaTeropuil JIeKapCTBEHHBIX IIpPENaparos,

OTIIYCKAa€MbIX 0e3 penenTta 1 1o peremnTy».
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47.B cocrtaBe TOProBOro HAaWMEHOBAHHUs CJIEIYET HCIOJIL30BATh
cienuUKaTOphl (COKpalleHus), KOTopble OyAyT CrOocoOCTBOBAThH BBIOOPY U
OJHO3HAYHOCTU WACHTU(UKALMU U BO3MOXKHOCTH pa3/IMUeHUs IMperapara
MalMeHTaMK, a TakkKe MHHMUMH3UPYIOT pHUCK €ro  HelpaBHIbHOIO
IIPUMEHEHHUSL.

48.1Ipyu  BBINOJIHEHMHM  BCEX  BBILIENEPEUUCICHHBIX  YCIIOBHM
HACTOSIILETO nojapaszaena OTJIeJIbHBIC KpUTEpuH, OTMCaHHBIE
B nnyHkTax 28 — 30, 33, 55 Hacrosiuiero PykoBojcTBa MOTYT HE TPUMEHSTHCS.

49.B uensax COAEHUCTBUS CaMOCTOSITEIBHOMY BBIOOPY M MPUBJICUCHHMS
BHUMaHHs TMOTpedbuTeneil K JeKapcTBEHHOMY IIpernapary TOpProBbIE
HAaUMEHOBAHUsI MOTYT HMMETh MOJIOXKHUTENbHbIE KOHHOTAMA U (WJIH) OBITH
MH(POPMATUBHBIMU. MapKupoBKa U JAM3aHH yMAaKOBKU TaKXKe MOIYT
paccMaTpuBaThCs B KadecTBe (DaKTOpPOB, HAIPABJICHHBIX Ha JIOCTHIKEHHE
OTOW 1eJd. 3asBUTENb (JepaTelb PErucTPalMOHHOTO YOCTOBEPEHHS)
BIIpaBe MPEJCTaBUTh YIIOJTHOMOUYEHHOMY OpraHy (3KCIEepTHOW OpraHHU3alliH )
00OCHOBaHHME HCIOJIB30BAHHUSI TOPrOBOTO HAUMEHOBAHMS JIEKApPCTBEHHOIO
npenapara B LeEJsX obOecrieyeHUs] CaMOCTOSITETBHOTO BBIOOpA 3TOTO
npernapara  norpeduresnsiMu - Wi (GOpMUpOBaHUS Yy MOTpeduTeNei
COOTBETCTBYIOIIEr0 HaBBIKA.

50.11pyn m3MeHeHHH cTaryca 3aperucTPUPOBAHHOTO JIEKAPCTBEHHOIO
mperapara ¢  «pPeuenTypHoro» Ha  «0e3pelenTypHbIii»  3asgBUTENb
(mep)kaTenb PErucTPalMOHHOIO YAOCTOBEPEHHs) [0 CBOEMY YCMOTPEHHRO
BIIPABE U3MEHUTH WIH PACIUMPUTH PETUCTPALIMOHHOE J0ChE U BIIOCIEICTBUN
COXPAaHMTh TO K€ TOProBOE HaMMEHOBaHME JIEKAPCTBEHHOTO Iperapara Hiu
NOJNaTh OTAENBHOE PETUCTPAllMOHHOE JOChe C JPYTMM  TOPrOBBIM
HAVMEHOBAHHUEM JIEKAPCTBEHHOIO Ipenapara. B HCKIIIOUNTEbHBIX CITydasX,
CBSI3aHHBIX C YCJIIOBUSAMM IIPUMEHEHHUs JIEeKapcTBEHHOTO TMpemnapara,

BO3MOXKHOCTE COXpPaHCHHA €10 HeﬁCTByI—OHIGFO TOProBoro HdaMMEHOBaHHA
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MOKeT ObITh OoJiee JETalIbHO PAacCMOTPEHA YMOJHOMOYEHHBIM OpraHoM
(oKcrepTHOU opraHu3alueii) B npoiecce OleHKH.

51.Kputepuu BbiOOpa TOProBeIX HAaMMEHOBAHHMH BOCIPOU3BEIECHHEIX,
THOpUAHBIX W OMOAHAOTHYHBIX  (OHMOMOMOOHBIX)  JIEKApPCTBEHHBIX
[perapaToB COBIAJAIOT C KPUTEpUsIMU BbIOOpa Yy JIHOOBIX JIPYrHX
JIeKapCTBEHHBIX Mpernaparos.

52.0coboe BHHUMaHHE HEOOXOAMMO  YJIEJNUTh  IpeasiaraéMoMy
TOProBOMY HaWMEHOBAHUIO M'MOPHJIHOTO JIEKAPCTBEHHOTO Mpernapara, YToOb
obecrneunTh BO3MOXHOCTb €0 OTJIMYMS TMOTpeOuTeNneM OT pedepeHTHOro
JIeKapCTBEHHOIO Ipermapata WIM BOCIPOM3BEICHHBIX  JIEKAPCTBEHHBIX
MPEenaparoB, NPUCYTCTBYIOIIMX HA PBIHKE MO COAEP/KAHUIO AEHCTBYIOLIETO
BellecTBa M (WJIM) TMOKa3aHMIO K NPHUMEHEHHIO [JaHHOTO THOPUIHOTO
JIeKapCTBEHHOr O Ipernapara.

53.Eciu B KauecTBe TOProBOI'0 HAMMEHOBAHMS 3asiBUTENb (JepyKaTelb
pPErucTpallMOHHOIO  YJOCTOBEpEeHMs) Mpejjiaraer ucnons3oBats MHH,
OOIIETIPUHATOE HAaUMEHOBaHME WIM HayyHOe HaWMEHOBaHHWE BMECTE C
TOBapHbBIM  3HAKOM  WJIM  HaUMEHOBaHMEM  3asiBUTENsl  (JepiKaTelis
PErUCTPALIMOHHOIO  YJIOCTOBEpPEHHUsl), €My  PEKOMEHJIYeTCsl  Yy4ecTb
CJIeyIOIIMe MTpaBuiIa:

a)ecru MHH, pexomennoBannoe Bcemupnoit  opranusanueit
34PABOOXpPAaHEHUs, IPHUHATO B OTHOLICHUM AKTUBHOW 4YacTH MOJIEKYJIBI
JEUCTBYIOIIEr0 BEIIeCTBa, €ro HeoOXOJUWMO HCIOJB30BaTh B COCTaBe
HaUMEHOBaHUsl JIEKAPCTBEHHOrO Ipernapara B IOJHOM COOTBETCTBHH C
onyOJMKOBAHHBIM HaMMEHOBaHUEM 0e3 W3BATHH M cokpaileHu#d. Bcee
muHreuctuyeckue Bepcun MHH, Briouas mnepeBonbl, oMUIHATBEHO
[IpU3HABaeMble Ha HALMOHAJILHOM YpPOBHE, CIELyeT paccMarpuBaTh B
KauecTBe TOro >xe HaumeHosaHus. Ecnu MHH ortcyrcrByer, HeoOxomgumo

HCITOJIB30BaTh O6H.[€I'IpI/IH$IT06 HaHMCHOBAaHHUCE,
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O)ecnu akTHBHAs 4YacTb MOJIEKYJIbl JCHCTBYIOILErO BEIECTBA MMEET
moguduuupoBannoe MHH, pekomennoBanHoe BcemupHOR opranuzanmeit
3JpaBOOXPAHEHMs], €ro HeoOXONUMO HCIIOJIb30BaTh B COCTaBE€ TOPrOBOIO
HAaHMEHOBAHMsI JIEKAPCTBEHHOIO IIpernapara B IOJHOM COOTBETCTBHH C
OIlyOJIMKOBAaHHBIM HAaUMEHOBaHUEM 0€3 U3BATUI U COKPAIIEHHIA;

B)€C/IM K JEHCTBYIOLIEMY BELIeCTBY MPUMEHHMO HEONYOIMKOBAHHOE
moaupuuuposanHoe MHH, ToproBoe HanMeHOBaHHE JIEKAPCTBEHHOIO
npemnapara JO/DKHO COOTBETCTBOBATh HAMMEHOBAHMIO, COTJIACOBAHHOMY
CTOPOHAaMH, KOTOpPhI€ BEICTYIIAIOT B KayecTBe mnons3oBarenedi MHH
(PapmakoneiiHplii  KoMuTeT EBpa3suiicKOro  5KOHOMHYECKOrO  COI03a,
(apMakonelHble KOMHUTETbl TOCYIapPCTB-WICHOB, YIIOJHOMOYEHHBIE OpPraHbl
roCy/1apCTB-4I€HOB U UHBIE 3aUHTEPECOBAHHBIE CTOPOHBI) B COOTBETCTBHH C
pabouum JOKYMEHTOM BO3 05.167/3 «MoauduimpoBaHHbIe
MEXyHapOIHbIE HEMATEHTOBAHHbBIE HAUMEHOBAHUSIY;

) HAMMEHOBAHUE  3asBUTENsT  (HepiKaTelast  PErucTPallMOHHOTO
YyAOCTOBEPEHHS]) B COCTaBe HAUMEHOBAHUS JIEKAPCTBEHHOTO Ipenapara
JIOJDKHO COOTBETCTBOBAThH BCEMY WIIM 4YacTU O(HUIIMATBEHOTO HaMMEHOBAHMS
3agBUTENA (JepiKaTels PerucTpalMoHHOTO YAOCTOBEPEHHS), YKA3aHHOIO B
YUpEAUTENbHBIX JIOKYMEHTAaX 3asBUTENs (JepiKaTessi pPerucTpaldioOHHOro
YAOCTOBEPEHUS);

J)B TOProBOM HAaMMEHOBAaHMUHU JICKAPCTBEHHOTO Tperapara MexIy
MHH wu HaumeHOBaHMeM 3asBUTENsl (Jepikarelis pPEruCcTPanrOHHOTO
YyIOCTOBEPEHUs]) MJIA TOBApHBIM 3HAKOM JIONYCKAETCS HMCIIOJIb30BaTh
3HaK «—». B TOProBeIX HaMMEHOBaHUIX KOMOWHHPOBAHHBIX JIEKAPCTBEHHBIX
npenaparos Heckoibko MHH neoOxonumMo 4eTko pa3fenuTh ¢ MOMOILBIO
3HaKa «+»;

€) PEKOMEHyeTCsl, YTOObl TOProBO€ HAMMEHOBAHHE JIEKAPCTBEHHOIO
npenapara ObUIO HMJIM HOBBIM MPUIYMaHHBIM CJIOBOM (CJIOBOCOUETAHHEM),

wi MHH (oOwmenpuHsaThiM HauMeHOBaHUeM, HAyYHBIM HauMMeHOBAaHUEM),
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COMIPOBOXAACMBbIM TOBAapPHBIM 3HAKOM HJIM HAWMEHOBAaHHEM JIepiKaTelsi

PEruCTPallMOHHOTO YAOCTOBEPEHHSL.

54. ToproBoe HaMMEHOBaHWE KOMOMHHPOBAHHOI'O JIEKAPCTBEHHOTO
[penapara AOJDKHO B JIOCTATOYHOM CTEMEHM OTIIMYAThCS OT HAaMMEHOBAHHUH
OTAEJbHBIX JNEHCTBYIOIIMX BELIECTB MU (MIHM) APYTHX KOMOMHHPOBAHHBIX
JIEKapCTBEHHBIX IPENapaToB, COAEPHKALIUX TO e NeHCTBYIOIIEE BEIECTBO
(melicTBYIOLIME BEIIECTBRA).

55.3agBuTesAM  (JepaKaresssM  PEerHCTPAllMOHHBIX  YIOCTOBEPEHMH)
PEKOMEHJyeTcsi He  BCTaBSATh I[OJIHBIE TOProBbIE  HAaWMEHOBAHHUS
OJTHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX TPENapaToB B MpeiiaraeMoe TOProBoe
HauMEHOBaHHE KOMOMHHUPOBAHHOTO JIEKAPCTBEHHOTO IIperapara, B COCTaB
KOTOPOI0 ~ BXOJAAT  JIEHCTBYIOIIME  BELIECTBA  COOTBETCTBYIOIIMX
OJIHOKOMITOHEHTHBIX JIEKAPCTBEHHBIX IPENaparTos.

56.1lockonbKy pasiuyHble JIEKapCTBEHHBIE Mperaparhl, COAepKallie
ONHO M TO JK€ NEHCTBYIOLIEE BEIIeCTBO, MOTYT HMETh HE3aBUCHMEIH
KU3HEHHBIM LMK (Hampumep, Ha OoJiee TIO3JHEM JTale BO3MOKHA
pa3paboTKa OTIMUHBIX TOKAa3aHWH Ui OJHOTO M3 TaKHUX JIEKAPCTBEHHBIX
MPENapaToB), PEKOMEHIYeTCsl JJIS TaKUX ciydaeB MpeiiaraTb TOPrOBLIE
HAaUMEHOBaHWs  JICKAPCTBEHHBIX IIperapaTroB, KOTOpble HE BBI3OBYT

TPYZHOCTEN B UX PA3NTUYUHU.

VI. llpouenypa corjiacoBanusi
TOPrOBBIX HANMEHOBaHUH JIEKAPCTBEHHBIX MPEIapaToB

1. Tlogaua 3asBUTEIEM (HEpKaTENeM PETUCTPALIHOHHOTO YAOCTOBEPEHH )
JIOKYMEHTOB O COIIACOBAaHWH TOPrOBOI0 HAMMEHOBAHUSI

57.JIOKyMEeHTBI 0  COIJIaCOBAHWUM  TOPrOBOTO  HAUMEHOBAHUS

JICKAPCTBCHHOT'O IIpeliapara MoJar0Tcsa B COCTABE PETHCTPALlHOHHOTO J1OChHE
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Ha PErvucTpalMio WK IIPH BHECEHUM M3MEHEHHH B PErHCTPAIlHOHHOE JOCHE
3aperuCcTPUPOBAHHOTO JIEKAPCTBEHHOTO TIperapara.

58. YonHOMOYeHHBIH opras (axcrepTHasI OopraHu3aIus)
pe(epeHTHOro rocynapcTBa IOCHe MOJYYEHHS OT TOCYHApCTB NPH3HAHHS
3aKJIIOYEHHMH  COTJIaCOBBIBAET IIpeJjlaraéMoe TOProBoe HaMMEHOBaHHE
JIEKapCTBEHHOIO IIperapara B paMKax OJJHOI0 PETUCTPALIMOHHOTO JOCKE.

59.Eciu  ynoJHOMOYEHHBIH oOpraH  (3KCIEpPTHAsi  OpraHu3aIys)
pedepeHTHOrO rocyjmapcTBa paHee COIVIACOBAJ [PEIAraeMoe TOProBOE
HAaMMEHOBAHME B paMKaX 3KCIEPTHU3bl PErvMCTPAIHOHHOIO OCLE, IM0jaua
HOBBIX 3allpOCOB 00 OLEHKE JOMOJHUTENBHBIX TOPrOBBIX HAUMEHOBaHMMH
JIEKapCTBEHHBIX IIPENapaToB B paMKaxX TOTO e PEerHcTPaldOHHOrO JIOChE,
KaK IIPaBUJIO, HE JIOIIyCKaeTCsl.

ITpy Hajmyuu AOCTATOYHOrO OOOCHOBAaHHUSI (HANpPHUMEp, BBIIBIEHHUH
pucka g 0e30MacHOCTH U 3I0POBbSI HACEJCHHs IOCE COIIAcOBAHUS
TOPrOBOrO HaMMEHOBAHUs, YCJIIOBHOI'O COIJIACOBAHMs paHee MPOBEPEHHOIrO
TOPrOBOrO ~ HAMMEHOBaHMWS, WIM OrpaHHYeHHH TMpU  COTJaCOBaHHU
r700aJIbBHOrO  TOProOBOrO  HAUMEHOBAHHS, 3aTpyJAHEHHH B CBSI3H C
MCIIOJIHEHHEM  3aKOHOZATEeNIbeTBA O  TOBAPHBIX 3HAKax W T. JI.)
YTOJHOMOYEHHBIE OpraHbl (3KCIEPTHbIE OpPraHU3all|K), B KOTOPBIE MOJAHO
3asfBJICHHE O PEruCTpalMM, BIpPaBEe IIPOBECTH OIEHKY JIOMOJHHTEIHHO
IpeaIaraéMoro TOproBoro HauMeHOBaHUs JIEKAPCTBEHHOTO TIpernapaTra.

60.B ciydae OTKIOHEHMS MpearaeMoro TOProBOro HauMEHOBAaHMUs
JIEKapCTBEHHOIO IIpenapara, 3asBHTENb (JepiKaTesib pPerucTpamruoHHOr0
yJIOCTOBEPEHUs) BIpaBe 0e3 OT3bIBa 3asBIEHUS O PErHUCTpald I101aTh
HOBBIM 3aIlpOoC B YIOJIHOMOYEHHBIE OpraHbl (IKCIEpTHBIC OpraHu3allum),

B KOTOPBIC IOAAHO 3asBJICHUE O PETUCTPALIAU, O IPOBEAECHUH OLICHKH HOBOI'O

TOProBOoro HAMMEHOBaHHSI.
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6l.Ha MoMeHT mnojauu 3asiBIeHHs O PErucTpali¥l 3asBUTEIb
(Iepakaresb PEerucTPalMOHHOTO YAOCTOBEPEHHsI) 00s3aH YETKO yKa3aTh,
Oyner Jm IpejjaraeMoe TOProBo€ HAaHMEHOBAHHE JIEKAPCTBEHHOTO
npernapara HMCIOJIb30BATECA B HECKOJBKUX  PETHCTPAIHOHHBIX  J0CHE
(HampuMep, B PErMCTPALMOHHBIX JOCHhE JIMHEHKH JIEKApCTBEHHBIX (OpMm).
OTO TO3BOJIAT YIOJHOMOYEHHOMY OpraHy (SKCIEpTHOH OpraHm3anuy)
OLIEHUTh  BO3MOXKHOCTHL  IEpPENyThIBAHHUS  IpeJlaraeéMbIX  TOPIrOBbLIX

HaMMEHOBAHHWH JIEKaPCTBEHHBIX MPENapaToB JAPYT C JAPYTOM.

2. KoHCynpTanus yImoJHOMOYEHHBIX OPraHoB (3KCIEPTHBIX OpraHu3aIlHii)
pedepeHTHOro rocyiapeTBa U rocy1apceTB MPU3HAHKS

62.1IpennaraemMoe  TOpProBoe  HAWMMEHOBAHHWE  JIEKAPCTBEHHOIO
nmpenapara M CBEICHHs, IIPEJCTaBIsSEMBble 3asiBUTeNleM (JIepiKaTelieM
PErUCTPAHOHHOrO  YAOCTOBEPEHHS) [UIsi OOOCHOBAHUS TPEMJIOKEHHOIO
TOPTOBOI'O HAMMEHOBAHWs, HAaIpaBIISIOTCS YIOJHOMOUEHHBIM OpraHam
(SKCIIEPTHBIM ~OpraHU3alusM) TOCYIapCTB-YWIEHOB, B KOTOphIE I1OJAHEHI
3aSBJCHAS O PETMCTpAaUMK (MM 3asBICHHUS. O BHECEHMM M3MEHEHMH
B PETUCTPALIMOHHOE JJOChE JIEKAPCTBEHHOIO IIpernapara).

63. YII0JTHOMOYEHHBIE OPraHbl (SKCIEPTHBIE OPTaHU3AIlHK) TOCYAaPCTB
MPU3HAHWS HATIPABIIAIOT CBOM 3aK/IIOYEHUs pehepeHTHOMY I'OCY/1apCTRY.

64. YII0JIHOMOYEHHBIE OPraHbl (IKCIEPTHbIC OPraHU3al[|1) TOCY 1apCTB
NpHU3HAHUA O0A3aHEI YBEIOMJIATH YMOJIHOMOUGHHBIN OpraH (3KCIIEpTHYIO
OpraHu3alyio) pedepeHTHOro TrocygapcTBa O BO3PWKEHHAX U (WJH)
3aMCUYaHUsX B OTHOIIEHHH IIpeJylaraéMoro TOProBOTO HAaWMEHOBAHMSI,
BOBHUKIIMX U3 COOOpayKeHUH Oe30MacHOCTH WM TI0 JPYTUM MPUYMHAM, B
TeyeHue 30 OHEW €O JAHA OpPU3HAHHUS  YIIOJHOMOYEHHBIM OpPraHoOM

(oKcIepTHON opraHuzanueil) pedepeHTHOro rocyaapcrTBa KOMILUIEKTHOCTH

PETUCTPAIIUOHHOIO JIOCKE.
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65. YTIOJIHOMOY€EHHbIE OpraHbl (IKCIEPTHBIE OpraHU3allMu) B paMKax
OLIEHKHM TIpe/ularaéMbIX TOPrOBBIX HAMMEHOBaHMI BIIpaBe IPHBIIEKATH
BHEIIIHUX OJKCIIEPTOB, B TOM YHUCJIE W3 4YHCIA COTPYIHUKOB BcemupHoii

OpraHu3aly 34paBOOXpaHEHHUA [iJisd PEIIeHHSA BOIPOCOB O IPHUCBOCHHH

TOPrOBbIX HAUMEHOBAHUM.

3. OGcyxaeHre | coriacoBaHue TOProBOro HAUMEHOBAHUS
JIEKapCTBEHHOTIO IIperapaTa yIoJIHOMOUYEHHBIM OPraHOM
(aKcnepTHOH opranuzaiyeil) peepeHTHOTO rocyIapcTaa

66. YIIOJJHOMOYEHHbIM ~ OpraHoM  (9KCIEPTHOH  opraHu3anuei)
pedepeHTHOr0 rocyaapcTBa 00OOIAIOTCS 3aKIIOUEHUS O MNPEII0KEHHOM
TOPrOBOM HAMMEHOBAaHMM, TOJyYeHHBIE OT TOCYIAapCTB MpH3HAHUS,
paccMaTpUBAKOTCs BCE BO3PAKEHUS M (MIIM) 3aMEUYaHMsl K IMPEJIOKEHHOMY
TOProBOMY HaMEHOBAHUIO.

67.JlanHble  Bo3paxkeHHUss U (WJIM) 3aMeuyaHHs  OLEHHUBAIOTCS
YIOJTHOMOYEHHBIM OpraHoM (PKCIEepTHOH opraHuzanueil) pedepeHTHOro
rocyiapcTBa Ha OCHOBAaHHUU KPHUTEpPUEB, IPUBEJACHHBIX B pasgeie V
Hactosmero  PykosomctBa u  nyHkre 8  IlpaBunm  perucrpanuu
1 3KCIIEPTHU3HI.

68.Ecimu  Bo3paxxeHHe OOYCIIOBICHO CXOMKECTBIO —IPEIIaraeMoro
TOProBOr0 HAWMEHOBaHMs C JIPYTHM TOPrOBbIM HaWMEHOBaHHUEM, KOTOPOE
MOXET TPUBECTH K BO3HUKHOBEHMIO IEpPEMyThIBAHWUS MPH IIeyYard, [pH
IIPOU3HOIIEHUM M (WJIM) Ha MHCBME, TO OHO TOJJIEKUT OIEHKE C Y4eTOM
OTJMYMUTENIBHBIX  (DAaKTOPOB, YKa3aHHBIX B pasfele V  HAaCTOSILEro
PykoBojcTBa.

69.1lo  3aBepmieHMH  OLEHKHM  BCeX  3HAUUMBIX  (haKTOPOB
YIOJHOMOYEHHBI Oprad (dKCIepTHas OpraHM3alfs) COIJIaCOBBLIBAET

npejjaraéMoe TOProBO€ HAaMMEHOBAaHUE JIEKAPCTBEHHOI'O IIperapara WIIH
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JIeJIaeT 3anpoc O MpeJoCTaBIeHUH HeJocTarolied HHpOpMalliu 3asBUTEIEM
(IepskartesieM perucTpPalOHHOrO yIOCTOBEPEHHUS).

70. Pe3ynbraTsl AKCIEePTU3bI TOProBOTO HalMEHOBaHUSI
JIEKapCTBEHHOIO IIperapara JAeHCTBUTEIbHBl HA MOMEHT UX BBLIHECEHMS U HE
MCKIIIOYAKOT BO3MOXKHOCTH HAIpaBJICHUs YIOJTHOMOYEHHBIMH OpraHaMu
(9KCIEpTHBIMU OpraHU3alUsIMU) OOOCHOBAHHBIX TPeOOBaHHUM 00 M3MEHEHUU
TOProBOI0 HAMMCHOBAHMs JIEKAPCTBEHHOTO MpermapaTa B JIro0oe BpeMs Iociie
€ro perucTpalmy.

71.0 moOBIX HM3MEHEHMSIX B COCTaBe PETHUCTPALHOHHOIO JIOChE,
BHOCHMBIX B CBf3M C COIVIACOBAaHMEM TIpesiaraeMoro  TOProBOroO
HAaMMEHOBAHMS  JIEKAPCTBEHHOI'O  MpernapaTta,  BO3HHUKAIONIUX  [OCIE
YTBEPKIECHUS TOPrOBOrO HAMMEHOBAaHHSI JIEKapCTBEHHOrO  IMpemapara
(HampHMep, B cilyyae CyLECTBEHHBIX M3MEHEHMH MOKa3aHHi K IPUMEHEHUIO
JIEKApCTBEHHOrO  IpernapaTra, CMeHBl JepiKarells  PerucTPalHOHHOIO
YAOCTOBEpEHHsT M T. J.), HEOOXOAUMO COOTBETCTBYIOIIUM 00Opasom
YBEIOMJIATE  YIOJHOMOYEHHBIH  OpraH  (9KCIEPTHYI  OpraHu3aliyio)
pedepeHTHOro rocyapceTBa MmocpeICTBOM MPOLEAypPhl BHECEHUS U3MEHEHUH
B PErMCTPAallMOHHOE IOCHE JIEKApCTBEHHOro mnpenapara. B sToM ciyyae

MOKET HOTp66OBaTBCH HOIIOJIHUTEJIbHAA OlLIEHKa TOPIOBBIX HAUMEHOBAHMWH,

4. B3auMoielicTBHE YITOJTHOMOYEHHbIX OPraHOB
(3KCHEpPTHBIX OpraHu3aIuii) ¢ 3asBuTesieM (aepKaTeseM
PErUCTPALIMOHHOIO YOCTOBEPEHHS) B MTPOLIECCe OILIEHKH
TOPrOBBIX HAUMEHOBAHUH JIEKAPCTBEHHBIX MpPEnapaToB
72. YIONMTHOMOYEHHBIH opras (oKcriepTHAs OpraHu3anusi)
pedepenTHOro rocynapcrsa nocue oO0OIIEHUS 3aMEUaHUil ¥ BO3PaKEHHH,
NPEJICTAB/ICHHBIX TIOCYJapCTBaMH IPU3HAHUS B MpPOLECCE DKCIEePTH3BI

PErHCTPALIHOHHOTO HOCHE, Ha oTarie q)OpMHpOBaHHH 3arpoca 0

MpeJCTaBjIeHu  HefocTaroled uHdopMaluMu W JaHHBIX  HampasJisieT
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3asBUTEJIIO (ePKATEIIO PErUCTPAIIMOHHOTO YI0CTOBEPEHNUS) 3aK/IFOYEHHE TI0
pesynbraTaM  OOCYXIEHHMsSl MNpeJjlaraeéMoro TOProBOrO  HAWMEHOBAHHMS
JIEKapCTBEHHOI'O  IIpernapara ¢ YyKa3aHHeM TpPUYHH U HCTOYHMKOB
BBIABUHYTBIX BO3paxkeHWW. [Ipu Hamuuuu BO3paKeHHH YIOJIHOMOYEHHOIO
OpraHa (SKCIIEPTHOH OpraHu3anuy) TroCylapcTBa-ujieHa, CBS3aHHBIX C
KOH(JIMKTOM  MEXJYy  IIpe/ylaraéMblM  TOPrOBBIM  HaWMEHOBAHUEM
JIeKapCTBEHHOTO npemnapaTa u TOProBBIMHU HaMMEHOBAHUSIMU
3aperMCTpUpPOBAHHBIX ~ HAa  TEPPUTOPUU  ITOTO  TOCYyAapCTBa-diIeHa
JIEKapCTBEHHBIX NIPENapaToB, 0OpallleHne TaKoro JIEKapCTBEHHOT O Tpernapara
[OJ1 IIpeIaraéMbIM TOPrOBBIM HAaUMEHOBAHHEM MOJKET OBITH COTJIacOBAHO
Ha TEPPUTOPUSIX OCTAIBHBIX FOCY1apCTB-WICHOB.

73.B cny4ae BO3paXK€HMs YIOJIHOMOYEHHOI'O OpraHa (3KCIIEPTHOI
OpraHu3aluu) JII000ro U3 TOCYJapCTB-WICHOB TPOTHB IMPEIIaraeéMoro
TOProBOTO HAaWMEHOBAaHUS 3asBUTENb (JepiKaTelb PErHCTPALMOHHOIO
yIOCTOBEpEHHUsI) BIIpaBe B CBOEM OTBETE Ha 3alpoC YIIOJHOMOYEHHOTO
opraHa (KCHepTHOW opraHusanuu) pedepeHTHOro rocyapersa 000CHOBATh
COXpaHEHHE NpeaIaraeéMoro TOproBoro HAMMEHOBAHHUSI.

74.Takoe 0OOCHOBaHHE HANpPABISETCS YIMOJHOMOYEHHBIM OpPraHOM
(oKcrepTHOM opraHuzanueil) pedepeHTHOro rocyaapeTBa Ha PacCMOTPEHUE
YIOJIHOMOYEHHBIM OpraHaM (3KCIEPTHBIM OpraHu3alusM) ToCyIapCcTB-
YJIEHOB, B KOTOpBIE INIOJAHO 3asIBJICHUE O PErUCTpallid. YTIOJIHOMOYEHHBIE
OpraHbl (3KCIEPTHBIE OpraHM3alUK) TIOCYIAPCTB-UJIEHOB, BBIABHHYBIIHE
BO3PaXEHMs], IIPOBOJAT IIOBTOPHYIO OLIEHKY U MEPECMOTP CBOMX 3aMEYaHul.

75.B  Xome OLEGHKM  yYNOJHOMOUYEHHBI opran  (dKcmepTHast
opraHusanus) peepeHTHOro TrocylapcTBa  paccMaTpUBaeT  BOIMPOC
COXpaHEHHs MJIM OT3bIBA PaHee BBIABUHYTBIX BO3PAXKEHUH MPOTHB TOPrOBOTO

HaMMCHOBAHHS, a TaKXKe IIOJIYYEHHBIE OT pPa3JIMYHBIX T'OCYJapCTB-UYJICHOB
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KOMMEHTapuu M OOOCHOBaHHWE 3asBUTEJNsI ([epKaTelisi PEerucTpanuoHHOrO
YJAOCTOBEPEHHS ).

76.Ecnmu B XOe OUEHKM TIpeijiaraeMble BapHaHTbhl TOPTOBBIX
HAVMEHOBAaHUN HE ON0OpAIOTCA, B OKCIEPTHOM 3aKIFOYCHHH BBIHOCHTCS
pemieHre 00 OA0OpPEeHMM TOProBOrO0 HAUMEHOBAHHUS JIEKAPCTBEHHOIO
npenapara, coorsercTByomero ero MHH, obumenpunstoMy wim HayuHOMY
HauMeHOBaHHI0. OJHAKO Takoe TOpProBoe HauMEHOBaHHE Takke Tpedyer
0J1I00pEHHs YIIOJTHOMOUYEHHBIM OPraHOM (3KCHEepPTHOW opraHu3alueil) nepe/
COCTaBJIEHHEM 3KCIEPTHOTO 3aKIIOUSHHUSI.

B HUCKIIFOUMTENBHBIX ClIy4yasix Ipd [PeJJOCTaBICHUH OOOCHOBAHUS
HEOOXOAMMOCTH He3aMeUIUTEILHOTO MTPUCBOSHHSI TOPrOBOI'0 HAUMEHOBAHMSI

JICKAPCTBCHHOMY IIp€IIapaTy BO3MOXHAa YCKOpPEHHasA OIEHKa TOProBoro

HAaUMCHOBaHHA.

5. OTknoHeHune npemqjaracMoro TOproBoro HaHMEHOBaHHA

77.3asBuTeNb (JepiKaTedb PErucTPallMOHHOIO YIOCTOBEPEHUSI) UMEET
CJICIYIOIIHE BOZMOXKHOCTH:

a) HampaBUTh  3alMpoc O  COTJIACOBAHMU  HOBOTO  TOPrOBOIO
HaMMEHOBAHUs JIEKapCTBEHHOIO Mpernapara, KoTopoe OyaeT MpoBepsThCS B
COOTBETCTBHHU C OIIMCAHHOMN B HACTOSILLIEM pazjielie MpoLeypoii;

0) 000cHOBATE COXpaHEHHE TOPrOBOI0 HAMMEHOBAHMSI JIEKAPCTBEHHOIO
mpernapara, ¢ Y4Y€TOB Bcex BBIJIBUHYTBIX BO3PQXKEHHM. 3asBUTEIIO
(aepxaTenro  perucTpallMOHHOIO — YAOCTOBEpEeHWsI) CledyeT oOpaTHTh
BHMMaHHE Ha TO, YTO BO3Pa)KEHHUs, YKa3aHHbIE B 3aKIOUUTEIIEHOM
JIOKYMEHTE, BBIJIBUHYTBIE B CBSI3U C KOH(IMKTOM C HallMOHAILHEIMU
HAMMEHOBAaHUSMU  JIEKAPCTBEHHBIX  IIPENaparoB, 3aperdCTPUPOBAHHBIX
B OTHAEJBHBIX TOCYJapCTBaX-wieHaX, He TMPEMsITCTBYIOT BO3MOMKHOCTH

HaXOX/ACHHUA Ha PBIHKE pacCMAaTPHUBACEMBLBIX JIEKAPCTBCHHLBIX IIpE€IiapaToB B
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OCTaJIbHBIX TrocyaapcTBax-wieHaX. B oOocHoBaHue TaKke HEOOXOMHMMO
BKJIFOUMTh OLEHKY IOTEHLUAIbHOIO BpeAa i TallueHTa B Cjydae
nepenyTeiBaHusA. llpu yuere nepBoHayajbHBIX BO3paKEHUU HEOOXOTHMO
IPUHMMATh BO BHHUMaHHUE I[I0JI0OKEHMs Hacrosiuiero PykoBoactBa. Ecium
3asBUTENIO (JIepIKaTeNt0 PEerucTPallHOHHOTO YJOCTOBEPEHHS) CTAHOBSITCS
M3BECTHBIMH  CBEJEHHS B  OTHOIUEHMH  IIPEUIaraéMoro  TOProBOIO
HaMMEHOBAHHKs JIEKAPCTBEHHOTO Mpernapara, paHee He BKIIOYEHHBIC B COCTAB
PErMCTPALIMOHHOrO  J0ChE, JOMYCTHMO HAMpaBUTh  yIOJHOMOYEHHBIM
OpraHam (3KCHEPTHBIM OpPraHU3alMsIM) JTOTIOJHUTEIbHBIE 000CHOBAHHSI,

B)eCllM K  MOMEHTY IpPUHSATHS  pelleHHs O  PErHCTpaluu
JIEKapCTBEHHOIO IIperapara He YTBEPXKJIEHO TOPropoe HaMMEHOBAaHHE,
perucTpanysi Takoro JIeKapCTBEHHOTO TMpernapaTa mpoBoautcs nox MHH,
OOLIENPUHSTHIM HAUMEHOBAaHHEM MWJIM HAay4YHBIM HauMeHOBaHHEeM. B 3TOM
cllydyae cpasy I0Cje IPHUHSITHS YIIOJHOMOYEHHBIM OPraHoM peIleHHs O
pErucTpanuy 3asBUTENb (IepXkKaTelb PErHCTPALMOHHOTO YAOCTOBEPEHHS)
BIIPAaBE I10JaTh 3asBICHHE O BHECEHWM HU3MEHEHWMH B peructpanuoHHOe
JI0ChE, €CJIM OH JKEJaeT MCIOJB30BaTh TaKoe HAMMEHOBAaHHWE B KaueCTBE
TOProBOr0 HAUMEHOBAHMSI,;

r)B  cIy4dasiX HEBO3MOXXHOCTH  COTJIACOBAaHUS  IpeaIaraeMoro
TOProBOr0 HAWMMEHOBAHUs JIEKAPCTBEHHOTO Ipernapara yIMOJHOMOYCHHBIMH
OopraHamMM  (9KCHEpPTHBIMM  OpraHu3alusiMH)  3asBUTENb  (JepiKaTesb
PETHCTPALIMOHHOTIO YAOCTOBEPEHMUSI) BMPABE 00PATUTHCS B YIIOJHOMOUYEHHBIH
OpraH (9KCHEPTHYIO OpraHu3aiuio) peepeHTHOro rocyAapcTBa-ujieHa ¢
TpeOOBaHMEM HAIpPaBUTL JOKYMEHTBI HAa PACCMOTPEHHE IKCIEPTHOIO
KOMHTETA 110 JIEKAPCTBEHHBIM CPeACTBaM IpU EBpa3suiickol 3KOHOMUYECKOMH
KOMHCCHM B paMKax YyperyJupoBaHUsI pa3HOINIACHH YIIOJIHOMOYEHHBIX

OpPraHOB B OTHOILICHHUH PETUCTpallli JICKAPCTBECHHBIX CPEACTB.
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VII. Ouenka ToproBelx HAUMEHOBAHUH MPU pacIliPEHUH

pEerucTpalvyi U BHECEHUU U3MEHEHUH B PErUCTPAllHOHHOE 10ChEe

78.1Ipu nonaye 3asBIeHUS O pacHIMPEHHUH PETHUCTPalUUd U BHECEHHH
M3MEHEHUH B PETUCTPALlMOHHOE JOChE JIEKAPCTBEHHOTO IIpernapara
B KAauecTBE IIpe/JlaraéMbIX TOProBBIX HAMMEHOBAHUN JIEKAPCTBEHHBIX
[IpenapaToB pPEKOMEHIYETCS KCIOJb30BaTh TOPrOBble HAaWMEHOBaHHS,
COBIIAZAIOIIMAE C TOPrOBBIMA HAMMEHOBAaHMSIMH 3apErHCTPUPOBAHHOIO
JIeKapcTBEHHOro npenapara. Jlobasnenue crnenudpukaTopa K pa3penieHHOMY
MCTIOJIE3yEMOMY TOPrOBOMY HAaWMEHOBAHHUIO IpHUBeleT K 00pa30BaHHUIO
HOBOTO TOPrOBOIO HAWMEHOBaHHS, 4YTO MOTpedyeT TMoJayl HOBOIO
3asiBIICHHS.

79.Ecnu 3asBuTEnb (Hepikareslb PerucTpaloHHOTO YIOCTOBEPEHHS)
BLIpaXKacT JKEJaHWE I[0AaTh OTAEIBHOE 3asBICHHE O pACUIUPEHUH
perucrpauMd (Hampumep, TMpH  BKJIIOYEHHH HOBOTO  IIOKa3aHHsl K
IPUMEHEHUIO JIEKAPCTBEHHOIO Tpernapara), PeKOMEHJYeTCsl HCIOJIb30BaTh
Ipyroe TOproBoe HauMEHOBaHUe JIEKapCTBEHHOTO Mpemnapara.

80. Toprosoe HauMeEHOBaHHe JIOITyCKaeTCsI U3MEHUTH Ha
MOCTPErUCTPAIMOHHOM 3Tale B paMKaX Mpoleaypbl BHECEHHs] W3MeHEHHMH
B PETUCTPALIMOHHOE JI0CHE, B CIyUasiX eCyIu:

a) 10 MPUHATUS PELIeHUN YMOJIHOMOYEHHBIM OPraHoM pedepeHTHOro
rocyzapcrsa TOpProBoe HaWMEHOBaHHWE, TIpe[CcTaBisoniee coboll HoBoe
IpUIYMaHHOE CJIOBO, He OBLIO COTJacOBaHO W B3aMeH yTBepikaeHo MIHH,
OOLIENPUHATOE HAMMEHOBAaHKE WIM HayYHOe HAaHMEHOBaHMUE,

0)yCTaHOBJEHO, YTO TOProBOE€ HAWMEHOBAHHME HapyllaeT MpaBa Ha
OOBEKTBI HHTEIUIEKTYaIbHOW COOCTBEHHOCTH TPETBHUX JIHII B TOCYIapCTBAX-
qJleHax;

B)eCIM JepxKaTelb PETUCTPAIMOHHOTO  YIOCTOBEPEHHS IKellaeT

CMCHHUTE TOPTOBOC HAMMEHOBAHHUE.
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1. OtyeT 00 ommOKax Ha3HAUYEeHHs U (MJTH) OIIUOKaX
J03UPOBaHUs, 00YCIIOBICHHBIX BEIOOPOM TOPTrOBBIX
HaMMEHOBAHUH JIeKapCTBEHHBIX MPENapaToB

81.0  BO3HMKIIMX  HEXEJATeNbHBIX  pEaKIHsIX  JepiKaTesro
PETUCTPALMOHHOTO YIOCTOBEPEHHUS CllelyeT cooOlaTh B BHJIE SKCTPEHHBIX
WIIM TUTAHOBBIX OTUYETOB B paMKax CUCTeMbl (hapMaKoHaI30pa, CO3JaHHOM
JlepiKaresieM  PEeruCTPallMOHHOTO  yJOCTOBEPEHHST B  COOTBETCTBHHM  C
[TpaBunamu  Hagnexameil npakTukud — (apmakoHaa3opa Eepasuiickoro
SKOHOMMYECKOI0 cOor03a, yrBepikaeHHbiMu Pemienuem Coeta EBpasuiickoii
DKOHOMHUYECKOH Komuccuu oT 3 HosOps 2016 1. Ne 87, Bkmrouas B
SKCTPEHHBIE WX TTAHOBBIE OTYETHI CJICYIOIIHE CyYau:

a) OIIMOKK Ha3zHaueHWs W (M) OMMOKU JTO3UPOBAHMSI, CBA3AHHBIE C
HEPALUOHAIIBHBIM BBIOOPOM TOPTOBBIX HAMMEHOBAHHUN JIEKAPCTBEHHBIX
Ipenaparos (HampuMep, MEpenyTBIBAHHE C JPYTUM  JIeKapCTBEHHBIM
IPEnapaToMm ), IPUBOSIIHE K HEXKENaTeIbHON peaKii;

0) HempaBUJIEHOE MPUMEHEHUE HIIH 3JI0YIOTpeOIeHHe JIEKAPCTBEHHBIM
IpernapaToM, 00yCIOBIEHHOE €ro TOPrOBBIM HAaWMEHOBAHHEM, BBOJIAIINM B
3a0yXK/IeHMe O  TepaleBTHUecKoW HuHpopmanuu (KOHHOTALMH) U
NPUBOJSLIMM K BOZHUKHOBEHUIO HEXeIaTeIbHOM peakiuu.

82. YIoIHOMOYEHHbIE OpraHbl (3KCIEPTHBIE OpraHU3alMK) B pPaMKax
CBOEH KOMIIETEHLIMH NPUHUMAIOT MEPBI 10 MPEeNOTBPAIEHUIO BO3MOKHBIX
OIIMOOK [O3MPOBaHKs, B TOM UYKCIE€ C TPUBICUCHHEM KCIEPTHOrO

KOMHMTETA I10 JIEKAPCTBEHHBIM CcpefcTBaM Ipu EBpazuiickoll 5KOHOMHYECKOI

KOMHCCHH.




