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O BHecennn m3meHeHui B Ilopsiiok nmpegocTaBiIeHus
MaTepHaJIbHONH MOMOILH I'PAKIAHAM, CTPAJAIIIHM peJIKRHMU
(opdannbiMu) 3a00/1eBaHUIMH, HYKIAIOMIAMCS B JleYeHHH
JIEKapPCTBEHHBIMHU MpenapaTaMi , MeJUITHHCKAMH W31eJIUsIMI H
CHeUAJU3UPOBAHHLIM IIHTAHUEM, o0eciiedeHe KOTOPbIMU
0ecmJIaTHO 10 perenTaM Bpava He peJyCMOTPEHO e CTBYIOIIM
3aK0HO/1aTe/IhCTROM, YTBEP/KICHHbBIH MOCTAHOBJIEHHEM

IpaBureinersa Huskeropoackoii o6/actu
oT 23 mapta 2007 r. Ne 86

[TpaBuTennrecTBO HImkeropockol oOmacTH Mo C TAHO BJ S € T:

L. Buectu B llopsaok mnpejpocraBiieHuss MAaTEpUaIbHON IIOMOIU
TpakjlaHaM,  CTpPaJaroIiM  peJkuMH  (opdaHHBEIMH)  3a00IIEBaHUSIMU,
HYXJAIOMMMCH B JICUCHUU JIEKAPCTBEHHBLIMU IIpelaparaMy, MEIUIIMHCKUMU
W3IeSIMA M CIIEIMATTU3UPOBAHHBIM  TIMTaHUEM, oOOecleYeHHe KOTOPBHIMH
OecIUlaTHO IO penenraM  Bpadya HE  HPeJyCMOTPCHO  JICHCTBYIOMAM
3aKOHOJIATENTLCTBOM,  VTBEPXKJEHHBIM  TIocTaHOBIeHMEM  [IpaBuTenbcTBa
Hmxeropoackoit odnactu oT 23 Mapta 2007 1. Ne 86, ciaeiyIolmue H3MeHEeHW:

1.1. Tlomuynkr 3 nyHKTa 2.1 W3I0KUATH B CIECAYIONIEH peJaKIliu:

«3) OJWH U3 CIEAYIONUX JOKYMEHTOB, TIOATBEPKAAIONNX HaA3HAUCHHE
JIEKapCTBEHHBIX IIPelapaToB, MEJIUIMHCKAX WM3JEJIMA U CLEelHalln3UPOBAHHOLIO
IIUTAHUS:

- IPOTOKON  KOHCWIMyMa  (ejiepalbHONH  clieliaIn3UpOBAHHOMN
MEJUIMHCKON oOpraHh3aliii © Ha3HAuUeHWH JIeKapCTBEHHOIO CpeJICTBa,
He3apelrucTpUpOBaHHOrO  Ha  Teppuropud  Poccuiickoir — Depepanuu,
HOJIUCAHHBIA IJIABHBIM BpadoM WIH JIUPEKTOPOM JAHHOW MeIUITUHCKOR

OpraHMsaliid, — B ClIIV4dac HGO6XOI[I/IMOCTI/I HHIAUBHAYAIBLHOT'O IIPHUMCHCHIA 11O



KA3HEHHBIM IIOKA3aHASIM  YKa3aHHOTO JIEKapCTBEHHOTO CpeJICTBa,
He3aperuCcTPUPOBAHHOTO Ha TeppuTopud Poccutickoil Meepanui;

— IIPOTOKOI BpayeOHOM KOMHMCCHM MEJUIMHCKON OpraHu3aliu,
OKa3bIBAlOIEHl MEPBUYHYIO MEJHUKO-CAHWTAPHYIO IIOMOIb, B  KOTOPOH
IPaOXJAHUH HAXOJUTCHd HA MEJUIHHCKOM OOCIIY)KUBaHHUH, JIMOO IIPOTOKOI
KOHCHJIMYMa Bpadeld 0 Ha3HAYeHWH JIeKapCTBEHHBIX IIPETapaToB, MeTUITHHCKIX
H3[CIMA W CIECNUAIM3HPOBAHHOIO IIMTAHWSA, — B ClIy4ac Ha3HAYCHUA
JE€KapCTBEHHBIX IPENAapaToB, MEJIUITMHCKAX H3JIENAH W CIeIUATH3HPOBAHHOTO
IIATaHUS TPAXKIAHWHY, HE HMCIOMEMY IIpaBa Ha o0OeclicucHHe [0 perenram
Bpada  JIeKAPCTBEHHBIMH  IIpelapaTaMH,  MEJUNAHCKAMH  W3JeNHsIMHA
U CICIUAIU3UPOBAHHLIM IMTAHHEM OCCIUIATHO B paMKax JCHCTBYIOIIETO
3aKOHOIATETLCTRA Y.

1.2. B nyukre 3.2:

1)  aGzanpl mepBhIi U BTOPOH TOCIE CIOB «JIOKYMEHTOB, YKa3aHHBIX B
nyakre 2.1  wHacrtosiero llopsjka,» JIOIIOMHWTHL CIIOBAMH «a TakKkKe
TpeOOBaHMSIM, YKa3aHHBIM B IyHKTe 2.2 HacTtosmero [lopsiaka,»;

2) a0zall TpeTHii Tocle CIOB «JTIOKYMEHTOB, YKa3aHHBIX B IIyHKTe 2.1
Hacrodmero llopsaka,» JOHOJIHUTL CHOBAMH «H  (WIH) TpeOOBaHUSIM,
yKa3aHHBIM B IyHKTe 2.2 HacTosmero [opsika,».

1.3. B nyHkre 3.3:

1)  al3all HepBbIid U3I0KUTH B CICAYIONICH peJlaKIluu:

«3.3. Mumzapar B Teuenue 10 paboumx mHEH co JHSA IMOCTYIUIEHHUS OT

MI/IHI/ICTGPCTBa JAOKYMCHTOB >

2) JOTIOTHUTE ~ abzaliaMd ~ BTOPBIM  —  JIEBATHIM  CIISYIOMIETO
COICPIKAHUS:
«- IIpoBepseT Ha OCHOBAHMHM TOCTYIHBIHX JOKYMEHTOB HaIUUIHE Y

3ad4ABHTCIIA IIpaBa Ha MATCPHAJIBHYIO IIOMOINL B COOTBCTCTBHM C IIVHKTOM 1.2

Hactosamero [lopsaka;



omupejeser  HOTPeOHOCThL  3adBUTEII B JICKAPCTBEHHBIX
IperapaTax, METUNHUHCKAX W3JeNMsIX W CIENHATA3UPOBAHHOM IIUTaHWU U
OCYIIIECTRIET pacdeT YKa3aHHONH HOTPeOHOCTH o JAHS 0OpalleHUS 3aBUTEIIS B
MUHHCTEPCTRO;

- Halnpapisier B MWHHCTEPCTBO I IHOATOTOBKHA MaTEepHANOB K
3acefaHnio KoMuccny nHpOpMaITHio, co/lepsKantyto:

CBEJICHUS O HAJIMYKUU (OTCYTCTBUH) V 3a4BUTEI 1IpaBa HA MaTEPUAIIBLHYIO
TIOMOIIb B COOTBETCTBUHM ¢ MyHKTOM 1.2 [Topsijika, ¢ ykazaHHeM 3a00lIeBaHus |
Koja 3a00JeBaHUS B COOTBETCTBHHM ¢ MeXIyHapoO HOU CTaTUCTHYECKOM
Kiaccupukanmeil OolesHe W mpollieM, CBI3aHHBIX CO 3OPOBBEM, COTIACHO
IIEPEYHIO peaKux (opdannbIx) 3a00IcBaHUH, copMupoBaHHOMY
VIIOTTHOMOUYEHHBIM (peJIepaThbHBIM OPTaHOM HUCIIOTHUTENHHOM BIIACTH;

CBEJCHUA © NOTPeOHOCTH 3asBUTEN B JICKAPCTBCHHBLIX IIperaparax,
MEJUITMHCKUX M3JeNMSIX U CHENHAATA3UPOBAHHOM MHUTAaHUH C TPHIOKEHHEM
pacueTa yKa3aHHOH IOTPeOHOCTH,

CBEJIEHMSI O HA3HAUEHWH 3asBUTENO (TPaXKaHUHY, CTPAJIArONEMy
penkuM  (opdaHHEIM) — 3a0olleBaHWEM)  JIEKAPCTBEHHBIX  IIPEIApaToB,
MEJUIMHCKUX H3JCIUHA W CHEIHAIM3UPOBAHHOIO IIATAHHUS C VKa3aHHEM
MEK/IYHApOHOTO HENATEHTOBAHHOTO HANMEHOBAHUS (ITPU HAITMYHAH), a TaKXKe
WX TOPTOBOTO HAUMEHOBAHWS (IPU HAIWUYAM) I WX [pUHOOPETEHHS
3asBUTEJIEM,

CBEJIEHHSI O COOTBETCTBHH  (HECOOTBETCTBHH)  HA3HAUYEHHBIX
JIEKApCTBEHHBIX IIPENAPATOB, MEAUNUHCKAX W3/EIUNA U CHEIUAIH3UPOBAHHOTO
NIATAaHWS  JIEKAPCTBEHHBIM  TIperaparamM, MEJHUITAHCKAM  W3JIENAsIM |
CIICIIMAIM3UPOBAHHOMY IIHTAHHUIO, Ha [PUOOPETCHHE KOTOPBIX 3asBUTCIIb
TIPOCHT OKa3aTh MaTepHAIIBHYIO IIOMOITH B paMkax [lopsiaka;

CBCJCHHUA © HaIM4YUU (00 OTCYTCTBHMH) BO3MOKHOCTH oOOecIcucHU

SAABHUTCI  JICKApPCTBCHHBIMH  IIpCIlapaTaMi, MEJUITHHCKHMHA H3ACIIIAMHA M



CHCIMAIM3UPOBAHHLIM IIUTaHUEeM OeCIUIaTHO II0 pelelTaM Bpada B paMKax
JIEUCTBYIOIETO 3aKOHOaTelThCTRA. ».

1.4, IlyHKT 3.9 U3JI0KUTH B CICAYIONIEH peJaKIUuK:

«3.9. JleHe:)kHBIE Cpe/CTBa, BBIJEICHHBIE TMOTyYaTeI0 B KauecTBe
MAaTePUAIILHOM IIOMOIIM, HOCAT IEJICBOH XapakTep W MOIYT OBbITh HOTPAdCHLI
TONBKO Ha MpHoOpeTeHne JeKapCTREeHHBIX IPelapaToR, METUITMHCKHAX H3/1eTHH
A CICIUAIA3HPOBAHHOIO I[IUTAHWM, I[PUMCHEHHC KOTOPBLIX IIOATBEPIKICHO
MuH3/IpaBoOM B COOTBETCTBHUH € IIYHKTOM 3.3 [lopsaaka.».

2. HacrosInee 1ocTaHOBJIEHHAE BCTYIIACT B CHIY 110 HCcTedeHHUU 10

JHEeH co JHS ero opUITHaIbHOTO oIy OTHKOBaHUS.

{ N
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