MMHHUCTEPCTBO PyKkoBoauTesIM OpraHoB

POC%ZHI}I)%%(I)C(()))I%P(DEI[EPAHM YTPaB/ICHHUs 31paBOOXPaHCHUEM
(MUH3JIPAB POCCHIN) cyorextoB Poccuiickoii ®eneparpu
3AMECTUTEJb MUHHUCTPA

PaxmaHoBckuii nep., a. 3, Mocksa, I'CII-4, 127994
ten.: (495) 628-44-53, dakc: (495) 628-50-58

17 OKT 2013 Ne 9?5';/ /il{ - Wﬂ Munsgpae Poceun

e o/ L

2007719 171013

B memax peanusanuu myHkra 16 gactu 2 crateu 14 ®OenepanbHoro 3aKoHa OT
21 Hosbps 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHBI 3[OPOBbS TpaXIaH B
Poccuiickoit @enepanun» Munsapasom Poccrn paspaboTaH U yTBEpXKIEH NPUKA3 OT
20 pexabps 2012 r. Ne 11758 «O06 yTBepXIOeHHMH IOpAAKAa HAa3HAYEHHS U
BBINTHCBIBAHHS JICKAPCTBEHHBIX INPENApaToB, a TakKe (GOpM pelenTypHBIX GIaHKOB
Ha JIeKapCTBEHHbIE IIpenaparsl, opsaKa oGopMiIeHHs YKa3aHHBIX OJIaHKOB, HX y4€eTa
M XpaHeHus» (3aperucTpupoBan MmunioctoM Poccuu 25 wmroms 2013 r.,
pernctpanuoHHbIN Ne 28883).

YKasaHHBIM IIPHKa3 HanpaBleH Ha COBEPLICHCTBOBaHHME TpeGOBaHMIT K
Ha3HAYEHWIO M BBIIMCHIBAHMIO HAPKOTHYECKHX M TICHXOTPOIHEBIX JIEKAPCTBEHHBIX
NpenapaToB C LENbI0 MOBBILIEHHS HX NOCTYNHOCTH I oOJnerdenus Goma y
HY)XJAIOUUXCsA B 00e300/MBaHMM MAIMEHTOB, a TAaKXK€ HHBIX JIEKAPCTBEHHBIX
IpenapaToB.

B wactHoctH, B Ilopsnke HasHayeHHS H BBINHCHIBAHHUA JIEKAPCTBEHHBIX
TIpenaparoB, YTBEPXKACHHOM NprKa3zoM (nanee — I[Topsamox):

1) mpemycMoTpeHO YyBenudeHHe NO 2-X pa3 KOJMYECTBA BBHIIHUCHIBAEMBIX
HapKOTHYECKUX W IICHXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB INpPH OKAa3aHHH
NalHeHTaM NaJUTHATUBHON MEeIUIIUHCKOM TOMOIIIH;

2) yBenMYeH CpOK JeHCTBHA pELENTOB Ha JIeKapCTBEHHBIE MNpPEnapaTsl,
BBIIIMCAaHHBIe Ipa)KAaHaM, HOCTHUIIIMM NEHCHOHHOTO BO3pacTa, MHBAIHAAM IEPBOM
TPyIIIB! H AETAM-HHBAIUAAM U IJIA JICUCHUS XPOHHYECKHX 3a00/IeBaHuUiA;

3) wuckmoYeHa HOpPMa IO 00sA3aTeNBHOMY COIJIACOBAHMIO Ha3HAYEHHA
HApKOTHYECKUX CPEACTB M ICHXOTPOIHBIX BEIIECTB C 3aBEAYIOLIMM OTACICHHEM
(60 yNONHOMOYEHHHIM HM JIMIOM) IpH JICYCHHH MNALMEHTa B CTAHMOHAPHBIX
YCIIOBHAX;

4) mpenycMOTpeHa HOpPMa O BO3MOXHOCTH HA3HAYEHHS HAPKOTHYECKHX U
IICUXOTPOIHBIX JICKAPCTBEHHBIX IPENapaToB NalMEHTaM C BBEIPAXEHHBEIM GOJIEBBIM
CHHPOMOM 106010 reHe3a U060 CaMOCTOATENHFHO MEAULIMHCKUM PaGOTHHKOM, JIHGO
MEIHULUHCKUM PabOTHHKOM II0 PEIEHHIO BpayeOHOH KOMUCCHH (B Cllydae IIPHHATHS
PYKOBOAMTENEM MEIMIHMHCKOH OpraHM3alii pelieHHS O HeoOXOXUMOCTH
COrJIaCOBaHMs Ha3HAYCHMS C BpaueOHOMH KOMUCCHEIR);
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5) mpemycMoTpeHa HOpPMa O BO3MOXHOCTH HA3HAYEHHS JHG0 BBIIaYH
OXHOBPEMEHHO C BBINMCKOH M3 MCTOPHH GOJIE3HH HAPKOTHYECKHX M NICHXOTPOIHBIX
JICKapCTBEHHBIX MPEMApaToB Ha CPOK HpHEMa NALMEHTOM 10 5 [Heif, B OTHEIBHBIX
ClyqasX M[O PpCIICHHIO pPYKOBOAUTENd MEIHIMHCKOM OpraHm3alid  IpH
BBINHCBIBAHHH IAIIUEHTa, UMEIOLIEI0 COOTBETCTBYIOLHE MENUIIMHCKHE TOKA3aHUA H
HaNpaBISIEMOMY IS IPOJOIDKEHHUS JIEIEHHS B aMOYIaTOPHEIX YCIOBHAX;

6) yBeNM4YeHEl HOPMBI BHIIACHIBAHMA Ha | penent Ha JIEKapCTBEHHEIE
npenapaTsl OMHOIIOHA, IpoMenoa, 6yropdaHona u GpeHTaHMIA.

Ilpu 5TOM B CBA3HM C TeM, YTO MPHKA3OM HE YCTAHOBIEH IOPSOK BBINAYH
HapKOTHYECKHX H ICHXOTPOMHBIX JEKAPCTBEHHBIX IIPENapaToB ITALHEHTaM [id
noy4eHUs: 00e300mmBaroNIell Tepaluy Ha BPeMEHHOM IPOMEXYTKE OT BBIIHCKH I10
TIOCTAHOBKM Ha y4YeT [0 MECTy XKHTEeJbCTBA, YKa3aHHBIE TPeGOBaHHS MOTYT OBITH
ONpENeNe s JIMO0 pPErHOHANBHEIM OPraHOM  YIIPaBICHHS 3[paBOOXpaHEHHEM
LCHTpaNM30BaHHO Mo cyOwekty Poccmiickoit ®enepanun, 160 caMOCTOATENBHO
PYKOBOAHTENIEM CTallHOHAPHON MEMIMHCKOM OpraHU3alUH.

Ilynkrom 3 Tlopsinka MpesycMOTpeHa HOPMa O HA3HAYEHHMM M BBIIHCHIBAHMU
JICKAPCTBCHHBIX ~ TIPETIApaTOB N0  MEXAYHAapONHOMY  HENATeHTOBAHHOMY
HaMMEHOBAaHHIO, NPH €r0 OTCYTCTBHH — IO IPYNIHPOBOYHOMY HAHMEHOBAHHIO, 4
Ciyiae OTCYTCTBHA Yy IHpemapaTa MeXIYHApOAHOr0 HEMAaTeHTOBAHHOTO WM
TPYNIMPOBOYHOrO HANMEHOBAHHS — 10 TOPTOBOMY HAUMEHOBAHHIO.

TaxuMm o6pa3oM, IS BBINHCHIBAHHSA JIEKAPCTBEHHBIX IpenapatoB (B TOM
YHCIe KOMOMHHPOBaHHBIX) HEOGXOAMMO PyKOBOICTBOBATHCA MEXIYHapO{HBIMHU
HEMATCHTOBAHHBIMM WIH TIPYNNHUPOBOYHBIMH HAUMEHOBAHHMAMH, YKa3aHHEIMH B
locynapcTBeHHOM peecTpe llekapcTBeHHBIX cpencTs. B ciiyyae oOpameHus
HECKOJNBKHX KOMOWHHPOBAHHBIX JIEKAPCTBEHHBIX CPEZCTB C PasHBIMH TOPTOBBIMH
HaNUMCHOBaHWAMH, HO OIMHAKOBHIMH MEXIYHAPONHEIMH HENATeHTOBAHHBIMHU
HaHMCHOBaHHIMH, CIIEYET YKa3hIBaTh KOJIMIECTBA BCEX NEHCTBYIOIMX BELIECTB.

Onpenenenne «rpynmupoBOYHOE HAUMEHOBAHHUE JIEKapCTBEHHOTO Npemnapara —
KaKk HaVMCHOBAaHHE JICKapPCTBEHHOTO MpemapaTta, HCIONE3YEMOE C  IIENbIO
O0BENUHEHHS TOX ONHHM HAUMEHOBaHHEM B TPYNIy COITIaCHO COCTaBYy
JCHCTBYIOIINX BEIECTB JIEKAPCTBEHHBIX CPEACTB, HE MMEFOIIHX PEKOMEHIOBAHHOTO
MEXIYHAPONHOTO HENaTEHTOBAHHOTO HAHMEHOBAHWS, WIH OGBENMHEHHS B IPYIITy
KOMOMHHUPOBAHHBIX JICKADCTBEHHEIX IPENapaToB» [aHO B IOIIpaBKax K
OQenepansHoMy  3akoHy «O6  o6pamenun JIEKapCTBEHHBIX  CPEICTBY,
NOATOTOBIEHHOMY Munsapasom Poccuu.

Ilpn sToM ofpamaeM BHHMaHHWe, YTO TpeGOBaHMA IO ohopMIIeHHIO
TPeGOBaHUA-HAKIAMHEIX Ha IONyYeHHEe JEeKAPCTBEHHBIX CPeACTB MENULMHCKUMH
OpraHM3alliAMH U3 aNTeK YCTaHOBIEHH pasnenoM III npunoxenus Ne 13 k IpUKa3y
Munsppasconpassutus Poccnn ot 12 despans 2007 r. Ne 110 «O nopsake
Ha3HAYCHHA U BEINMCHBAHMA JICKAPCTBEHHBIX NMPENApaToB, U3AENHi MeIUIHHECKOTO
Ha3HAICHUA U CTICLMANN3UPOBAHHEIX NPOAYKTOB JIe4eGHOrO MUTAHHUAY (B pefaKIuu
npukaza Munszapasa Poccun or 26 despans 2013 r. Ne 94H). YkazaHHBIM pa3fienoMm
HE PerIAMEHTHPOBAHBI TPEOOBAHHS 110 BEINHCHIBAHUIO JIEKAPCTBEHHEIX CPEACTB.



Taxum 006pasoM, MOXHO BBIIHCHIBATh JIEKADCTBEHHBIE CPEACTBA B
TpeOOBaHUAX-HAKIAAHBIX  JHOGO [0  MEXIYHapOOHBIM  HENATEHTOBAHHBIM
HaHMEHOBaHMSIM, JTHOO0 10 TOPrOBEIM HAHMEHOBAHHSM.

O6pamaeM BruManue, gTo ITopsaxoM obOPMIEHHS peLeNTyPHBIX GIIaHKOB Ha
JIEKapCTBCHHBIC TPENapaThl, WX y4YeTa M XPaHEHHsd, YTBEpPKACHHBIM NPHKAa30M,
YHpOIEHb! TpeGoBaHHs K 0GOPMIICHHIO pellenTypHEIX 61aHkoB dopmer Ne 107-1/y,
HMEIOIMX HOMEp M (WIM) CEepHI0, MECTO MUIi HAHECEHHs INTPHX-Koma. Bce
PEKBH3HTHI yKa3aHHBIX PELENTYPHBIX GJIaHKOB (B TOM YHCIIE 3JEKTPOHHAS IIOMIIHCH)
MOTYT 3aIIOJIHATECA C HCITOJIb30BaHHEM KOMITBIOTEPHEIX TEXHOJIOTHIA.

MunnctepcrBo  31paBooxpaHeHHs Poccuiickoii  ®enepanyu npeaaraeT
AOBECTH  JaHHYI0 WHGOpPManMIO 1O CBeleHHs BCeX  pPYKOBOAMTENEH
TEPPUTOPHANBHBIX OPraHOB YINPABICHHSA 3JPAaBOOXPAHEHHEM M MeTUIHHCKHX

OpraHM3alMi, OCYINECTBISIOLIMX HAa3HAYCHHe H BHINUCHIBAHHME JIEKAPCTBEHHBIX
IIpenapaToB.

H.H. Karpamausau

Hukonaesa H.M. (495) 627 24 00, no6. 2540



