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B messx peanwizauud nyHkTa 16 yacTu 2 cratey 14 PegepallbHOTO 3aKOHA OT
21 neabps 2011 r. Ne 323-03 «0O0 ocHOBaX OXpaHbl 3[0pOBbA TPaXAaH B
Poccuiickoit @enepaunmn» Muusapasom Poccri paspaboran U yTREpXKAEH NPHKA3 OT
20 nexabps 2012 r. Ne 1175 «OO0 yTBEpPXIAEHUM MOPAAKA HA3HAYEHHA H
BBITHELIBAHMS JIEKAPCTBEHHBIX NPENApaToB, a TakXxe (OpM peuenTypHbIX DIaHKOB
Ha NekapCTBEHHBIE IPENApaThl, OPsiKa O(POPMIEHNT YKa3aHHbIX ONIaHKOB, UX y4eTa
H XpahHenusa» (3apeructpupoBad MunroctoMm  Poccun 25 wions 2013 r,
PErUCTPALMOBHBN Ne 28883).

YKa3aHHBIH INIpMKa3 HalpaBJeH Ra COBEPLICHCTBOBaHME TpeboRanuil K
H&3HEYEHUIO UM BBITHCHIBAHKIO HAPKOTHYECKMX H JICHXOTPOMHBIX A€KapCTBEHHBIX
NPENnapaToB ¢ 1eJBIO TOBBILECHUS WX JOCTYIMHOCTH s oblerdeH#a Oonu y
Hyxaalommxcs B 00e300NHBAHANA MaUMCHTOB, @ TakKXKe HHBIX IIEKapCTBEHHBIX
NpenapaTtoB.

B wacrsoctu, B Jlopsake HazHadeHHMS M BBIIUCHIBAHHUS JIEKAPCTBEHHLIX
TIPEIApaTOB, YTBEPXKASHHOM NIpHKa3oM {aanee — [opsiok):

1) NpeRycMOTpPeHO yBEIMYEHHME A0 2-X Pa3 KOJHYECTBA BBINKCHIBAEMBIX
HApKOTUYECKHX M TICHXOTPONHBIX JEKAaPCTBEHHBIX [IPEApaTOB IpY  OK&E3aHHHM
TIaUMEHTaM NAJSTHaTHBHOH MEOHIIMHCKOH NOMOLIH;

2) yBemwdeH CpoK ReHcTrBHA pelenToB Ha JEeKapCTBEHHLIE Nperapats,
BmmicaHHme IpakKJianaM, JOCTUIIUMM YISHCMOHHOIO BO3pacTa, WHBAJIWAAM I1EPBOH
IpYIfIbl U AETAM-UHBANH/IEM H JUIS TeMEeHUs XPOHUICCKHUX 3aboneBaHuy;

3) wuckmiodeHa HopMa 10 00£3aTeNIBHOMY COINIACOBAHHIO Ha3HAYeHUs
HApPKOTHYECKHX CPeACTB W ICHXOTPONHBIX BEIIECTB ¢ 3aBEAYIOLIMM OTHCNEHUEM
(MIHOp YNONHOMOYEHHBIM MM JIMIOM) TIPH JIEHEHWH MalueHTa B CTAlBOHAPHBIX
YCIOBHSX;

4) npegycMOTpeHa HOpDMa O BO3MOYKHOCTH HA3HAYEHHS HApKOTHYECKHX H
ITCHXOTPONIHBIX JeKApCTBEHHBIX NpenapaToB MallHeHTaM C BBIPaKEHELIM OONEBBIM
CUHAPOMOM JTFO0OTO reHesa jJHb0 caMOCTOATENBHO MEAULIMACKUM pabOTHHKOM, 1160
MEIHLHHCKIM paBOTHUKOM IO pelleHnI0 BpaueOHOH KoMUCcCHy (B CTyHae NPUHSTHA
PYKOBOAMTENEM  MEAWUMHCKOH  Opranu3alyd  pellieHHs O  HEOoOXOAMMOCTH
COTNIaCOBaHUS HA3HAYCHHUS ¢ BpayeOHOM KOMUCCHEH);
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5) npenycMOTpeHa HOpMa O BO3MOXHOCTH Wa3HAYEHHS J1HOO BLIKAYM
OXHOBPEMEHHO C BBITHCKOW W3 MUCTOPHH OOJNE3IHH HAPKOTHIECKHX H TMCHXOTPOIHBIX
JIEKAPCTBEHHEIX INPENapaToB HA CPOK NpHEeMa IMalMeHTOM A0 S AHEH, B OTASJIBHBIX
cny4 10 PEeUICHHKO  DPYKOBOAWTENS  MENHUMHCKOH  OpraHM3auMH  fIpu
BEINMCBIBAHWH MALMEHTa, HMEIOILEro COOTBETCTRYIOLME MEAULHHCKHE TTOKA3ARUA U
HanpapseMoMy Ui DPOLOIDKEHHS IedeHHs B aMOynaTOPHLIX YCIOBUAX;

6) yBeNWYEHB! HOPMEl BBIMACHIBAHWS Ha | penenTt Ha JeKapcTBEHHbIE
MpenapaTst OMHOIOHA, TpoMeona, 6yTopdaHnona ¥ eHTAHHUIA.

ITpy 5TOM B CBA3H C TeM, YUTO MPHKA30M HE YCTAHOBJEH IOPSJOK BbIAAYH
HapKOTHHYECKMX W TICUXOTPONHBIX MEKAPCTBEHHBIX I[IPENapaToB TIAlHEHTaM s
NOMyUYeHUS 00e300NMMBaronel Tepanki Ha BPeMEHHOM ITPOMEXYTKE OT BBIIIMCKH 110
TMOCTAHOBKM H& YYET [0 MECTY KWTENbCTBR, YKasaHHbie TpeOGOBaHWA MOTYT DbITh
oTipejleieHbl  aubO perHoHaNbHBIM  OPraHOM  YIPABIEHWS 37pPaBOOXpaHEHHEM
HenTpaIu3oBanHo 1o cybnexty Poccuiickoft @Pepepaunu, mHO0 CaMOCTOATENBHO
PYKOBOAMUTENEM CTALHOHAPHOH MEJMHUMHCKOH OpraHA3aliiH.

IMynuktom 3 [lopsinka npeaycMOTpeHa HOpMa O Ha3Ha4yeHHU W BBITHCBIBAHHMU
TIEKAPCTBEHHLIX  TPENapaTtoB 10  MEXAYHapOJAHOMY  HEIIaTEHTOBAHHOMY
HaHMEHOBAHMIO, TIPX €ro OTCYTCTBUU — I10 I'PYTNIHPOBOYMHOMY HAHWMEHOBAHHIO, &
cnydak OTCYTCTBHSL y TIperapara MeEXZXyHapOAHOr0 HEMNaTeHTOBAHHOTO  HIH
IPYIIHAPOBOYHOIO HAHMEHOBAHHUS — [TO TOPrOBOMY HAWMEHOBAHHIO.

Takum oGpa3om, JUIS BHITHCHIBAHWS JIeKAPCTBEHHLIX TIPENaparos (B TOM
gucle KOMOMHUPOBAHHBIX) HEOOXOAMMO PYKOBOACTBOBATLHCS MEXAYHAPOAHBIMHI
HENATEHTOBAHHBIMM HJIM  CPYIAPOBOYHBIMH H2WMEHOBAHWAMY, YKa3aHHBIMH B
[oCy[apCTBEHHOM pEeCcTpe JIEeKAPCTBEHHBIX CpelcTB. B chywae oOparleHHs
HECKOJIBKWX KOMOHMHHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB C PAa3HbIMH TOPTOBBLIMK
HAWMEHOBAHHUSIMY, HO OJIMHAKOBBIMU  MEXJYHAPOAHBIMK  HEMATCHTOBAHHBIMH
HAUMEHOBAHWSMY, CIIENYET YKA3EIBATE KOMUYECTBA BCeX JACHCTBYIOIIKX BCIIECTR.

IOnpefenenye «rpynmdpoOBOYHOE HAHMEHOBAHUE NICKAPCTBEHHOTO NpenapaTa —
KaK HAMMEHOBAaHHEe JIEKAPCTBEHHOrO TIpernapara, HCIONb3yeMoe ¢ LEHRIo
o6bejIMHeHWsT TI0A  OQHMM HAWMEHOBAHUEM B [pynny COrNacHo  COCTaBy
AEHCTBYIONINX BEILECTB JEeKAPCTBEHHBIX CPEACTB, HE MMEHOIIUX PEKOMERIOBARHOTO
MEX/YHAPOAHOTO HENATEHTOBAHHOIO HaHMEHOBAHWS, HIIH 00BeNUHEeHHS B [PYIIY
KOMOWHHPOBAHHBIX ~ JIEKAPCTBEHHBIX — TpEnapaToB»  AaHO B - HOMpaBkax K
(MenepansoMmy  3akony — «O6  ofpaiiendH  JIEKapCTBEHHBIX — CPEACTER,
MOArQTOBNEHHOMY Mun3apasom Poccuu.

[Ipy »ToM ofpam@em BHWUMAnue, 410 TpeboBaHHA MO o opMIIEHUTIO
TpebaBaHMii-HAKAaIHBIX HA IOJyqeHHE JEKapCTBEHHBIX CPEACTB MEIHLHHCKHIMA
OpraHH3alMAMM H3 arTeK YCTaHOBIEHBI Pa3fefioM [T mpunoxenms Ne 13 x npukasy
Mundnpasconpassutus Poccwu ot 12 despans 2007 T Neo 110 «O mnopsiake
HA3HAYEHHS ¢ BBITTHCHIBAHUS JISKAPCTBEHHBIX [IPENApaToB, U3AENNH MEIHLUHHCKOTO
HA3HAYEHMS W CHELHATHINPOBAHHBIX NPONYKTOB ACHEOHOIO MHTAHUAN (B penakunv
anK|a3a Muaaapasa Poccuu ot 26 despans 2013 r. No 94u). Yra3zauHbiM pasnenom
He periamMeHTHPOBaHEl TPEOOBAHHS 10 BBITHCHIBAHMIO JIEKAPCTBEHHBIX CPEACTS.



Taxum obpa3oM, MOXHO BBIUCHIBATHL JIEKAPCTBEHHBIE CPEACTBA B
TpeboRaHTX-HAKITA{HBIX nubo TIO MEXAYHapPOIHBM HeraTeHTOBAHHBM
HAUMEHOBaHHAM, JIHO0 [0 TOProBLIM HAHMEHOBAHIAM.

|Obpawaem BARAMaHKe, 9TO IopsiakoM oopMueHHS PELENTYPHBIX DankoB Ha
NEeKapCTBeHHBIE NPENapaThl, WX Y4YETAa W XPaHEHWs, YTBEPXICHHBIM HPHKA30oM,
YTIPOIIeHbl TpeboBaHHsS K ODOPMIEKHID pellenTypHbiX Orankos dopmel Ne 107-1/y,
HMEIOIIMX HOMep M (WNH) Cepuro, MecTo [N HaHeceHHs 1UTpux-koma. Bcee
PEKBH3MTBl YKA3aHHLIX DELENTYPHBIX DNaHKOB (B TOM 4YuCiIe 3JIeXTPOHHAs NONTIHCH)
MOTYT 3aITONHATECS € HCITONB3OBAHNEM KOMITBIOTEPHBIX TEXHONOIHH.

MunuctepcTBO  37pasooxpaHenus Poccuiickod  ®Denepaudd  Mpeanaraet
I0BeCTd  NAHHYHD  WHOOPMALMIO 10O  CBEAGHHMS  BCEX  PYKOBOAWTENEH
TEPPHTOPHANBHEIX  OPraHOB  yNPABNEHWS  3APABOOXDAHEHHEM M MEIMIMHCKYX
OpraHU3alii, OCYIMECTBNSIOINHNX HAa3HAYEHUE ¥ BBINUCHIBAHHE JIEKAPCTBEHHBIX
TIPEnapaTos.
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