INPABUTEJILCTBO SIPOCJIABCKON OBJIACTH

HOCTAHOBJIEHHUE

ot 08.04.2016 Ne 396-n1
r. Apocnasib

O BHECEHUHM U3MEHEHUH B

nocra”osieHue [Ipasurtenscra
obnactu ot 26.02.2010 Ne 111-nt

B coorBerctBum ¢ mocranHoBiaeHueMm [IpaButenbcTtBa  Poccuiickoi
Oeneparun ot 3 deparst 2016 1. Ne 58 «O BHeceHMH W3MCHCHHH
B noctanoByieHue [IpasurenscrBa Poccuiickoit @enepanuu ot 29 okta6ps 2010 r.
Ne 865 u mnpusHaHuUM YTPATUBIIMMHU CHJIy OTACJIbHBIX TMOJIOKEHUNH aKTOB
[IpasurenscTBa Poccniickoit denepaumm»

I[TPABUTEJILCTBO OBJIACTHU ITOCTAHOBJIAET:

1. Baectu B mnocradosienue IlpaButenscrBa obnactu ot 26.02.2010
Ne T11-m «O0 ycTaHOBJEHUM MPENETbHBIX ONTOBBIX U MPEACIbHBIX PO3HUYHBIX
HaJ0aBOK K LIEHAM Ha JICKAPCTBEHHbBIC MPenapaTh» CICAYIONINE U3MEHEHHUA

1.1. [TpeamOyny U310XKUTh B CASAYIOLIEH PEAAKIINN:

«B cootBerctBuu ¢ ®enepanbHbiM 3akoHoM oT 12 anpens 2010 rona
No 61-®3 "OO oOpaiieHurd JIEKaApPCTBEHHBIX CPEACTB", MMOCTAaHOBJICHUAMH
[TpaButensctBa Poccuiickoii ®enepaunun or 7 mapra 1995 r. Ne 239 "O mepax
Mo YMNOPSAOYEHHUIO TOCYNAapCTBEHHOTO peryiaupoBanus TIieH (Tapudos)",
or 8 amrycrta 2009 r. No 654 "O COBEpILICHCTBOBAHUHU TOCYJAPCTBEHHOTO
pPEryJUPOBAHUS 1IEH HA JICKAPCTBEHHBIE MpENaparhl, BKJIIOUEHHBIE B IMEPEUYEHD
JKU3HEHHO HEOOXOJMMBIX M BAXHEHWIIIMX JICKAPCTBEHHBIX  IIpPerapatoB’,
or 29 okta0pa 2010 r. Ne 865 "O rocynapCTBEHHOM pEryJMPOBAaHUU IIEH
Ha JICKAPCTBEHHbIC Tpenaparhl, BKJIIOUYEHHbIE B TEPEUYEHb KU3HECHHO
HEOOXOUMBIX U BAXKHEHIINX JICKAPCTBEHHBIX npenaparoB’, o 30 urons 1994 r.
Ne 890 "O rocynapcTBEeHHOU  MOAAEPKKE  PA3BUTHS  MEAMIIMHCKOM
MPOMBIIIJIEHHOCTA W YJIYUYIIEHUM OOECNEUYEHUA HACCJICHUS W YUYpexkKACHUH
3PABOOXPAHEHUS JIEKAPCTBEHHBIMU CPEACTBAMU M M3JICTUAMH MEIULIMHCKOTO
HasHaueHuda'', mpukazoM denepanpHOi caykOb mo Tapudam ot 11 nexabps
2009 r. Ne 442-a "OO yTBepKaeHMM METONMKKA YCTAHOBJIEHUA OpraHamu
UCIIOTHUTEIRHON BJIAaCTH CyOBbeKTOB Poccuiickoit ®Denepauuu mpeaesibHbIX
pPa3MEPOB ONTOBBIX HAA0ABOK W MPEACIbHBIX Pa3MEPOB PO3HUYHBIX HAA0ABOK
K (akTHUeCKUM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM TMPOW3BOIUTEIISAMHA
JIEKQPCTBEHHbBIX TMPENapaToB, HAa JEKAPCTBEHHBIC TMPENapaThl, BKIOUEHHbIC
B TMEPEUYEHb IKU3HEHHO HEOOXOJUMBIX M  BAXHEHIIUX  JICKAPCTBEHHBIX
npenapaTos'».
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1.2. ITynkTtsl 1 1 2 U3710XKUTH B CIEAYIOMICH peAAKITNU:

«1. YcTaHOBHUTH NIPEACIIbHBIC ONTOBBIC HA/T0ABKU:

1.1. Ha nexapcTBeHHbIE Mpenaparhl, BKIOUCHHBIC B MEPEUCHb KU3HEHHO
HEOOXOMMMBIX W  BAXHEHITMX  JICKAPCTBEHHBIX  TpemapaTroB  (majgee —
JICKapCTBEHHBIE TIPEMapaThl), KPOME HAPKOTHUECKUX JICKAPCTBECHHBIX MPENapaToB
Y MCUXOTPOIMHBIX JIEKAPCTBEHHBIX MPEMApaToB, BHECEHHBIX B crucok Il Ilepeuns
HAPKOTUUYECKUX CPEJICTB, TMCUXOTPOMHBIX BEIIECTB W UX MPEKYpPCOPOB,
MOJIeKAIMUX  KOHTpoat0 B Poccuiickoin @Denepanun B COOTBETCTBUH
¢ 3akoHogarenbcTBOM Poccmiickoit ®enepammn  (manee — Ilepeuens),
MICUXOTPOITHBIX JIEKAPCTBEHHBIX MpPenaparoB, BHECEHHbIX B crHCOK III [lepeuns,
K (akTHUeCKUM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM TMPOW3BOIUTEIISAMHA
JICKapCTBEHHBIX TpEMapaToB, Ha JICKAPCTBEHHBIC TMpemapaTtsl  (mamee —
(hakTHUECKHE OTITYCKHBIC IICHBI MPOW3BOIUTENCH Ha JICKAPCTBEHHBIC TIPETIApaThl)
MO CJASIYIOINM HEHOBBIM IPYNIIAM:

- 10 50 pyOnei BKIIOUMTENbHO — HE Oosiee 16,5 mporieHTa;

- cbitie 50 pyoneit no 500 py6neit — ve 6omee 13,2 mporieHTa;

- cBhiiie 500 py6uieit — He Gonee 10 mponEeHTOB.

1.2. Ha HapkoTHuUeCKHE€ JICKApPCTBEHHBIC TMpENapaTthl U TCUXOTPOIHBIE
JICKApCTBECHHBIC TpenapaTrhl, BHECEHHbIE B cnucok Il [lepeuns, mcumxoTrpomHbie
JICKapCTBEHHbIE Tpenapathl, BHeceHHbIe B circok Il Tlepeuns, k daxruueckum
OTIYCKHBIM II€HAM TMPOU3BOJMTENICH HA JICKAPCTBCHHBIC Mpemnaparsl — He Oosee
35 mpoIEHTOB.

2. YCTaHOBUTH NMPEACIbHbIE POZHUYHBIC HA10aBKH:

2.1. Ha nekapcTBEHHbIE MpenapaThl, KPOME HAPKOTHUECKUX JIECKAPCTBEHHBIX
MPENApaToB U MCUXOTPOIMHBIX JEKAPCTBEHHBIX MPENapaToB, BHECEHHBIX B CHUCOK
II Ilepeuns, NCUXOTPOIHBIX JICKAPCTBEHHBIX MPENAPATOB, BHECEHHBIX B cUCOK 11
[lepeuns, k pakTHUECKUM OTITYCKHBIM IIEHAM MTPOU3BOAMTEIICH HA JICKAPCTBECHHBIC
MPENMapaTsl MO CICAYIOIIUM [EHOBBIM TPYIINaM:

- 10 50 pyOneit BkiIrounTeNnbHO — HE Oosiee 30 MpoOIEHTOB;

- coite 50 pyoneii no 500 py6neit — He Oosee 25 MPOIEHTOB;

- cBhiiie 500 py6uieit — He Gonee 17 mpouEeHTOB.

2.2. Ha HapKOTHUECKHE JICKAPCTBEHHBIC TMpENnaparbl U TCUXOTPOITHBIE
JICKApCTBECHHBIC TpenapaTrhl, BHECEHHbIE B cnucok Il [lepeuns, mcumxoTrpomHbie
JICKapCTBEHHbIE Tpenapathl, BHeceHHbIe B circok Il Tlepeuns, k daxruueckum
OTIYCKHBIM II€HAM TMPOU3BOJMTENICH HA JICKAPCTBCHHBIC Mpemnaparsl — He Oosee
45 MpPOUEHTOB.».

1.3. B nynkTe 3:

- MOJIMYHKT 3.5 U3JI0UTh B CJCAYIONICH pelaKuu:

«3.5. Peanuzauus J€KapCTBEHHBIX MPENapaToB OPraHU3alUsMHU ONTOBOM
TOPrOBJIA, ANITEYHBIMU OPraHU3ALUAMM, UHAUBUIYAIbHBIMU NPEANPUHUMATEIAMHA
U MEAMIMHCKUMU OPTraHu3alusMU OCYLIECTBISETCS MPU HAIMUYAKM TPOTOKOJIA
COTJIACOBAHMS I1EH TMOCTaBKM JIEKQPCTBEHHBIX MPENApaToOB, BKIKOYEHHBIX
B NIEPEUYCHb )XKM3HCHHO HEOOXOIMMbIX M BAXXHEHIIINX JIEKAPCTBEHHBIX MPENApaToB,
COCTaBIICHHOTO TI0 (opMe, YTBEPKIACHHOW TmocTaHoBiIeHHEM [IpaBuTenncTBa
Poccuiickoit ®enepanuu ot 29 oktsa6pa 2010 r. Ne 865 "O rocyaapcTBeHHOM
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PEryJUPOBAHUM 1IEH HA JICKAPCTBECHHBIC MpeNaparhl, BKIIOUCHHBIC B IMEPEUYEHb
JKU3HEHHO HEOOXOJMMBIX M BAXHEHWIIIMX JICKAPCTBEHHBIX  IIpPerapatoB’,
3a MCKJIIOUCHHEM JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE HE OBbUIM BKJIIOUCHBI
B TAaKOW MEpPEYEHb HA MOMEHT WX MPUOOPETEHUA YKA3aHHBIMU OpPraHU3alUsIMU
Y UHJIMBUAYAJIbHBIMH MPEANPUHUMATESAMHU.

[TpoTokon corjiacoBaHus 1I€H MOCTABKH JICKAPCTBEHHBIX MPENapaTOB MOKET
ObITh CO3JaH B BHJIC SJICKTPOHHOTO JOKYMEHTA, MOAMMUCAHHOTO YCWJICHHOMN
KBAUTH(UITUPOBAHHOW  JJICKTPOHHOW  TOJMUCHIO  YIMOJTHOMOYEHHBIX  JIHIT
MOCTABIIMKA U MOKYMATENA.»;

- NOJMYHKT 3.9 U3JI0UTh B CJCAYIONICH pelaKuu:

«3.9. Ilpu OCYIIECTBJICHUH peaM3alMi JIEKAPCTBEHHBIX MPENapaToB
Ha TEPPUTOPHUM JPYyrux cyObekToB Poccuiickoit denepaiuu pa3sMep ONTOBOM
u (Wim) po3HWYHOW HAAOABKHW HE JOJDKEH TMPEBBIMIATh COOTBETCTBYIOMTUNA
MPEACITbHBIN pa3Mep ONTOBOW W (WJIM) PO3HWYHOW HAAOABKW, YCTAaHOBJICHHBIN
OpPraHOM HCIMOJIHUTEIBLHON BJIAaCTH 3TOr0 cyObekTa Poccuiickoit deaepaiium.».

1.4. ITyHKT 5 U3JI0KUTH B CIACAYIONIEH PEAAKIIUN;

«5. KoHTpOJb 32 UCMOJITHEHUEM MOCTAHOBJICHUS BO3JIOKUTHh HA 3aMECTUTEINS
[Tpencenarens IIpaBuTenbcTBa 00JaCTH, KYpPUPYIOIIETO BOMPOCH Pa3BUTHUA
KUITUITHO-KOMMYHAJIbHOT O KOMILJIEKCA obJacTu, CTPOUTEIBCTBA,
sHEprocOepekeHrs U TapudHOTO PEeryIupoBaHusA, W 3amecTutens [Ipeacemarens
[TpaButenscTBa 00JaCTH, KYPHUPYIOIIETO BOMPOCH 3APABOOXPAHEHHUS, TpYy/a
Y COLMAJIBHOM 3aAILUTHL.».

2. [Ilocranosnenme BCTymaer B CHIy € MOMEHTAa O(UIMATBHOTO
OnyOJIMKOBAHHA.

[Ipencenarenn
IIpaBuTennbcTBa 00IACTH AJI. KHa3pkoB



