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MUHUCTEPCTBO 31IPABOOXPAHEHUS U COUHAJILHOI'O PA'!BI/IfI‘}'l_}I _—
POCCHACKON tI)E,ﬂEPAllMﬁwm TERCTHO K DI DOCCHECKON EAERANTN

(Mun3apascoupassutus Poccun) SAPELVCTPHPOBAHO
Pernctpaiponnsyii N 7%

NPUKA3 o 31 RbLikAR 2D

Mocksa

O6 yTBep:kaeHHH MopsaKa pa3paboTkn o0mux papmMakonelHbIX cTaTel n
dapmakoneHHbIX cTaTeH H BKIIOYEHHs HX B rocyJapcTBeHHYI0 hapMakoneio,
a TaKKe pa3MelleHHs Ha opHIHANbHOM caiiTe B ceTH «IHTepHeT» JaHHBIX 0
rocyJapcTBeHHoi dapmakonen

B cootBercTBUM co cTathent 7 DenepanbHoro 3akoHa ot 12 anpens 2010 r.
Ne 61-03 «06  obpameHun  JekapcTBeHHbIX  cpenctB»  (CoOpanue
3aKoHogarenscTBa Poccuiickorn ®enepaunu, 2010, Ne 16, ct. 1815; Ne 31,
cT.4161) npuka3bIBalo:

Yreepaute Ilopsmok paspabotku oOmmx ¢apMakonedHBIX cTaTed |
dapmaKkoneiHbIx cTaTell U BKIHOYEHHsS UX B roCyIapCTBEHHYI (apmakoner, a
TalOke pa3MellleHHs Ha oduruanbHOM caiite B cetH «VIHTepHeT» NaHHBIX O

rocyJapCTBEHHON (hapMaKoIled COrJIaCHO IIPHIIOXKEHHIO.

MuHucTp T. I'onrkosa
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Ipunoxxenue
K nIpMKa3y MuHHCcTEpCTBa 3]paBOOXpaHEHUA
1 couuanbHoro passutus Poccuiickoit Mepepaiyu

Hopsok paspaborkn obmnx gapmakonelinbix crated 11 papMakoneinbix
crareii 1 BKJIOICHIN 0X B rocy/lapersennyio gpapmakonelo, a TakxKe
pasmeniensist i opusiaiabiom caiite s cern «Murepuem gannpix o

rocyjlapernennoii gpapmakonen

1. Hacrosumii Tlopsnok ycraHaBnuBaeT rnpasuia pazpaboTky, yTBEpXIeHUs
obmux QapmakonelHelx craTeil U (papMaKolleHHBIX CTaTeH, BKIIOYEHUS UX B
rocyfapcTBeHHyI0 (apMakomnelo M H3JaHusl rocyjapcrBeHHoO# dapmakoneu, a
TakOKe MpaBUia U CPOKHM pa3MellieHus Ha ouiranbHoM caite B ceTh «MHTepHeT
JaHHBIX O rOCYJapCTBEHHOH (apMaKonee U NPHIIOKEHHH K HeH.

2. OcHoBHBIE MOHATHA B HacrosieM [lopsake HCIIONB3YIOTCS B TOM JKe
3HayeHuH, 4to u B DenepansHom 3axoHe oT 12 anpens 2010 r. Ne 61-P3 «O6
obpallleHH | J1eKapCTBEHHBIX CPeACTBY.

3. O6mmue dapmakoneliHble cTarbh U (apMmakorneilnble  cTaTbu
pa3pabaThIBalOTCS U 11epecMaTPUBAIOTCA C YUE€TOM HOBBIX JIOCTHXEHHUH B 00acTH
6uonoruyeckoro, H6uoxnMHuUecKoro, MHKpOOHONOrHYECKOTO, busmko-
XHUMHYECKoro, (HU3M4YecKoro, XMMHYECKOro W JpyrMX METONOB aHanM3a
JIeKapCTBEHHBIX CPEeACTB Uil MEAHLMHCKOTO IpUMeHeHHsl.

4. O6mue dapmakoneiiHele CcTaTeM W (papMakoneilnble  CTaTbH
pa3pabaTbiBalOTCs MHHHCTEPCTBOM 31paBOOXPaHEHHsS W CONHANILHOTO pa3BHTHs
Poccuiickoii ®epmepauuu, B TOM UHMCAE HA OCHOBAHWM  IIPEATIOXKEHHH,
NOCTYMHUBLIMX OT CYOBEKTOB 0OpallleH s JICKAPCTBEHHBIX CPEUCTB.

5. O6uue dhapMakoneiiHble CTaTbH W (papMaKoNeiHble CTaTbH YTBEPXIAIOTCS
MMUHHCTEPCTBOM  3ApaBOOXpaHEHHs W coUMaibHOro pa3BuTHs  Poccuiickoit

denepailvy U COCTaBISIOT rOCYJapcTBCHHYIO (hapMakonero.



6. PaspaboTka ¢apmaxoneiHO#l cTaTbM Ha OPHUIHMHAIBHOE JEKapCTBEHHOE
CPEACTBO M BKIIFOUEHHE €€ B rOCYNapCTBEHHYIO (apMakoIllelo B TeYEeHHE CPOKa
JeACTBHs 3alMTHl MCKIIOYUTENBHOIO IIpaBa, YINOCTOBEPEHHOro IIaTEHTOM Ha
OpUTHMHAIBEHOE JIEKAPCTBEHHOE CPEJICTBO, OCYLIECTBISIOTCA C COIJIacUsl ero
pa3paboTruuka.

7. O61as ¢apmaxoneiHas CTaThs COAEPXKUT NepeUueHb NoKazaTene KauecTna
¥ (MIM) METONOB KOHTPONs KadecTBa KOHKPETHOH JieKapCTBeHHOH (opMbl,
JIEKapCTBEHHOTO pPacTHTENBHOTO  CBHIpPB, onucaHus  OHOJOTHYECKHX,
GUOXMMHUYECKHX, MHKPOOHOJIOTHYECKHX, (QUIUKO-XUMHIECKHX, (H3UUECKHUX,
XUMUYeCKHX H JpPYTMX METOJOB aHajuW3a JIeKapcTBEHHOro CpeAcTBa s
MEIHIMHCKOr0 NpPHMEHEHUs, a TaKkKe TPeOOBaHHS K HCIONB3YEMBIM B LENSAX
OpOBelleHNs]  JaHHOTO  aHaJNM3a peaKTUBaM, TUTPOBAaHHEIM  pacTBOpaM,
MHIUKATOpaM.

8. (dapmakormneliHasg CTaThsi COAEPXXHUT IepedYeHb IIOKa3aTeledl KadecTBa U
METONOB KOHTPOJISI KadecTBa JIEKapCTBEHHOIO CpENCcTBa AN MeAUIMHCKOIo
NpUMEHEeHHU.

Crpykrypa u mokasarenu (apMaxolefiHOH cTaTbM B KaXAOM KOHKPETHOM
clly4ae MOTYT ObITH HHAHUBUIYaIbHBl HCXOMS U3 CIELU(HUKH MPOMHUIISA H NPHUPOAE
NPOUCXOXIEHHUsS  JIeKapCTBEHHOro  cpeictBa.  (apmaxoneliHas  CcTaThs
paspabaTbiBaeTcsi Ha  JIeKapCTBEHHOE  CPEACTBO IO MEXJIYHapOAHBIM
HelaTeHTOBaHHBIM Ha3BaHHeM, €CIM OHO Hmeercss (A1 MOHOKOMIIOHEHTHBIX
JIEKapCTBEHHBIX CPEACTB), U COINEPXKHUT OOs3aTENBHBIN MepeueHp MoKaszareneil H
METOJOB KOHTPOJIS Ka4ecTBa C y4€TOM €ro JISKapCTBEHHOH (POPMBI.

9. Ilo 3aBepuwenuto pa3paboTky obmel QapmakonefiHoi cratbu MU
¢dapMakoneliHOH cTaTbd OTBETCTBEHHBIM JeNapTaMeHTOM MuMHUCTepcTBa
30paBOOXpaHEHUs] W collanbHoro passutus Poccuiickoit Pemepaunu (manee —
JlenapTamMeHT) pasMelnaeTcss MPOEKT CTaThM Ha OQULHANbHOM  caiiTe
MuUHHCTEPCTBA 34paBOOXpaHEHHs M colManbHOro pasBuTusi Poccuifickoit
Mepepanun B cetd «MHTepHeT» mis NyO6NMYHOro OOCYXXIEHHMS CPOKOM Ha

TPUALATE JHEH.
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10. Tlo wucTeyeHwwn YCTaHOBIEHHOrO Ccpoka MMyOJIMYHOro OOCY)XAeHUS
Jenaprament Hampasnser B CoBeT MuHucTepcTBa 3[ApaBOOXpAHEHHA U
counansHOoro pasButusi Poccuiickoit Penepanvu 1O rocynapcTBEHHOMH
tapmaxonee (manee — CoBer 0 rocyapCTBEHHOH (apMakoriee), NpoeKT obILeH
tdapmaxoneifHol crtaThM U (apMakonmeHHOH CTaTbH C JOKYMEHTalbHBIM
000OCHOBaHHEM, COMEPIKAIIUM HCUEpMBIBAIOIINE AaHHBIE O LEIeCO0OpasHOCTH U
HEOOXOAMMOCTH €€ YTBEePK/IeHUs.

11. Coser mno rocymapcTBeHHOH dapmakonee QopMupyeTcs U3
NpeNCTaBUTENel  HayYHBIX OpraHu3aluii, o00pa3oBaTENBHBIX  YUPEXACHUH
BBICILIETO MTPO(EeCCHOHATHHOr0 00pa3oBaHHus, MpeacTaBuTeNeH dapMaleBTHIECKO
NpOMBINUIEHHOCTH, a TaKxke [peiacTaButened JlemapraMeHTa, B  HEMX
paccMOTpeHMsi o0IuX ¢apMakoNeHHBIX cTaTed M (apMakomeHHBIX cTaTeil Ha
mpefMeT WX HaydYHOM OOOCHOBAaHHOCTH U HEOOXOJUMOCTH IPaKTHIECKOro
MPUMEHEHHUSL.

12. Coser mo rocymapcreeHHOH (dapmakoree B TeueHue 30 nmedt
paccMaTpuBaeT NpEeACTABISHHBIH IPOEKT obIeil ¢apMakoneiiHOH cratbi |
(apMakomeifHOH CTaThbd W BBIHOCHT peIeHHe 00 ONOOPEHHHU IPEeIOKEHHOTO
npoekTa 160 HeoqoOpeHNH TPOeKTa C yKa3aHHUeM MPUYHH.

13. B teuenne mata pabouynx IHeH mocle onobOpeHHs NpoekTa obmieit
(apmakormneitHol cTarbd ¥ (apMakoneiHHOH cTaThy JlenapTaMeHT TOTOBHUT MPOEKT
nmprka3a MUHUCTepCTBa 3PaBOOXPAHEHHs U COLMATIbHOTO pa3BuTUs Poccuiickoit
®epepanyy 06 yTBEep>KASHUH 001el papMakoneiiHo# cTaTb U papMakoneHHOH
CTaThH.

14. B ciyuae HeonobpeHus mpoekTa obmeil ¢apMakonedHOH cTaThu U
tdapmakomneiinoit  crateu  JlemaptaMeHT — fopabGaThIBaeT  IpoekT  obmei
tdapmakomneitHoit ctaThut W (QapMakoNeHHOH CTAaThbU C YHYETOM .peKoMeHjanuit
Cogera o rocyaapctBeHHOH (apmakornee. Cpok AopaboTKH MpoeKTa He JOJKeH
IpeBBIIATH COPOKA THEMH.

15. YTBepxnaeHHole obumue QapMakoneiiHple CTaTbd U (apMakoleiHble

CTAaTbd BHOCATCA B TOCYAApPCTBEHHYIO (apMakolero, KOTopas H3HaeTcs



MUHHCTEPCTBOM  3APAaBOOXPAHEHUS K COLMANBHOrO pasBUTHS PoccHHCKOR
Qesepallud HE peXXe 4eM OJHMH pa3 B MATH JIET, B MEpPHOA MEXAY KOTOPBIMHU
H3JAIOTCH MpPHJIOKEHUS K TOCYAApCTBEHHOM (apMakoriee, cofiepxaliue oOuue
¢dapMakonefnele ctathu M ¢apMakomneilHbple CTaTbH, YTBEPXKICHHBIE IOCIE
U3JaHUA WK [Tepen3aHnsa rocyJapcTBeHHON (apMaKoren.

16. VTBepxIeHHble 00uMe (apMakoneliHple CTaTbU U QapMakolleiHble
CTaTbH, IOCYAapCTBeHHas QapMakones W [pUIOXKeHHs K Hell myOnukyrotes B
CIEMATIM3NPOBAHHEIX [I€YATHBIX KM3JaHUSAX M pa3sMelaloTcS B TEUeHHe Tpex
pabounx HgHeil CO IHS WX YTBepXIEHHUS U HU3TAaHUS Ha OQHIHATBHOM caifTe
MuHHCTEpPCTBA  3APABOOXPAHEHHMS U COLMANnbHOTO Ppa3BuUTUA  Poccuiickoi
Oenepauuu B cetr «HIHTEpHETY.

17. TocynmapctBenHas ¢apmakones MyOJMKyeTcd K pa3MellaeTcd Ha
obunManbHOM calite MuHHCTEpCTBa 3APABOOXPAHEHHS U COLUANBHOTO Pa3BUTHA
Poccuiickoit Demepauun B cetnt «MIHTepHeT» mMyTeM BHECEHHs CIEAYIOMMX
CBEJEHMM:

a) obimue ¢apmakoneiHble CTaTbH, BKJIIOYEHHBIE B OYepelHOE H3JAHUE
rocyaapcTBeHHOH (apmakomneu;

6) ¢apmakoneliHple CTaTbd, BKJIIOYEHHBIE B OUEpEIHOE H3JAaHuUE
rocyIapcTBeHHO# dhapmakomney;

B) NPUIOXKEHHS K TOCyJapcTBeHHOH (apmakoriee, coiepxaiipe oobmpe
¢dapmakoneitHele cTatb ©  (dapMmakoneiHsle CTaTbH, YTBEPKAEHHBIE [OCIE
U3aHHA WK Ieper3ianus rocy1apcTBEHHON dapMaKoreH.

18. JlaHHbIe rocynapcTBeHHON dapMaKoIeH, pasMellieHHbIe Ha O(QUIIHATEHOM
caitte MHHHCTEpPCTBA 3ApaBOOXpaHEHHs M COLMAIBHOrO pasBHTHs Poccuiickoi
®epepanun B cet «HIHTEpHET, OTKPBITHL M OGIEAOCTYITHEI.

19. CBoeBpemeHHOe OGHOBNEHHME JAaHHBIX TIOCYJapcTBEHHOH QapMaxomnen,
NpOBEACHUE TEXHUYECKMX Mep IO 3allliTe MHPOPMALUMH, COAECPKAILMXCA B HUX,
oT HECaHKLIHOHUPOBAHHOTO Jloctyna obecrieyrBaeT JHenapramMeHT
uHpopMaTH3alUM MUHHCTEPCTBA 3[PABOOXPAHEHHS W COLMAIBHOIO pPa3BUTUS

Poccuiickoit (benepauun.
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20. OOGHoBneHne HHGOPMALUH OCYIIECTBISAETCS HENPEepBIBHO. PesepBHas
KOIHUs JaHHBIX rOCyJapcTBeHHOH ¢apmakorned (opMupyercs B LEJSX 3alllAThI
CBeJIeHHH, CoZepiKalluxcs B Hell, He pexe OZHOro pasza B JEHb. 3alllUTa JaHHBIX
roCyoapcTBEHHOH  ¢apMakomed  OT  HeCaHKIMOHMPOBAaHHOIO  JOCTyma
OCYILECTBISETCS BCTPOSHHBIMY CPEeCTBaMM OIIepaliiOHHOH CHCTEMBI U CHCTEMOMH

yIpaBieHNs JaHHBIMY [OCYAapPCTBEHHOH hapmakormen.



