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IMopsiaxa H3roToB/eHNs paanodapManeBTHYECKHX JI€KAPCTBEHHbIX IPeNnapaToB
HEeNOCpPeACTBEHHO B MeINIIMHCKHX OPraHu3anusix

B cootBercTBHM co cTraTheil 13 ®epepanmsHoro 3akoHa or 12 ampens 2010 1.
Ne 61-®3 «O6 obpamenun jexkapcTBeHHBIX cpeiacTB» (CobpaHue 3aKOHONATENLCTBA
Poccuiickoii @enepannu, 2010, No 16, cr. 1815; No 31, cT. 4161; Ne 42, ct. 5293; Ne 49,
cT. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; Ne 53, ct. 7587; 2013, Ne 27,
cT. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, cT. 5797) npu ka3 bl B alo:

1. Vreepauts Ilopsiiox M3roToBNIeHHS pagno(apManeBTHYECKUX JIEKapCTBEHHBIX
IIpenapaToB HEMTOCPEACTBEHHO B MEJUITMHCKIX OpTraHU3alliaX COTJIaCHO IIPUIOKEHHIO.

2. HacTosimuii mpukas BetymnaeT B cuiry ¢ 1 siaBaps 2016 roga.
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[IpunoxeHue
K NpuKa3zy MuHUCTEPCTBA 30paBOOXpaHEH s
Poccuiickoit @engepauuu

oT «.,LJ» ﬂ/%/;ﬁ/)/ 2015 1. Ne ./ /z H

IMopsimoxk
M3roToBJIeHHs] pagnogapManeBTHIECKHX JIEKaPCTBEHHBIX NpenapaToB
HENoCpPeACTBEHHO B MEIHIMHCKHX OPraHM3alusiX

1. HacTosimui Iopsnoxk perynupyer BOIPOCHI HU3TOTOBJICHUS
paarodapMaleBTUIeCKUX JTeKapCTBEHHBIX NIPENapaToB HEMOCPEACTBEHHO B MEAUIIMHCKHX
OpraHM3alfisiX C Yy4eTOM OCOOEHHOCTEH, YCTAHOBJIEHHBIX  3aKOHOJATENBCTBOM
Poccuiickoit ®enepanuu B ob6nacTu obecrieYeHns pagualiiOHHOMI GesomacHocTH' (nanee —
INopsnok).

2. UsrotoBiieHre  paanodapMaleBTUYECKUX  JIEKApCTBEHHBIX  IIPENapaToB
B MEIMIMHCKHMX OpTaHH3alUAX OCYIIECTBISETCI B  KOHTPOJMPYEMBIX  30HaX
(MOMEIeHNAX), OTBEYAIOIUX TPeOOBaHMAM CaHMTAPHO-IUIEMHUOOTHIECKUX MMPaBUII
¥ MITMEHHYECKAX HOPMATHBOB B 0611aCTH 06ecTiedeHNs paTHalHOHHON 6e30MacHOCTH.

He pomyckaercs OJTHOBPEMEHHOE M3rOTOBJICHUE Pa3IMYHbIX
pamrodapMaleBTHYECKHX JIEKapCTBEHHBIX IIPENapaToB B OfiHOH pabouei 30He (ropsuer
KaMepe, TaMHHapHOU 30HE WIH IIKady).

3. UsrotoBitedre  paguodapMaleBTUYECKUX  JIEKApCTBEHHBIX  IIpPEnapaToB
B MEIUIMHCKMX OpPraHM3alldiX OCYIIECTBISAETCS C COOMmoAeHHeM TpeOOBaHHMH OXPaHBbI
Tpyna® paGOTHHKaMM CTPYKTYPHOTO TOZpasielieHds MEIUIMHCKOM OpraHM3aluy,
K  OQYHKOHSAM  KOTOPOTO  OTHECEHO  H3TOTOBNEHHE  paarodapMaleBTHYECKMX
JEeKapCTBEHHBIX  MperapaTtoB,  IMPOIIEANMMH  oOOydyeHHEe 10  H3TOTOBJICHMIO
paxuodapMaleBTHYECKHX JIEKapCTBEHHBIX NPENapaToB.

4. MeauuuHCKas OpraHH3alus yTBEPXKAAeT NOKYMEHTAIMIO 110 W3TOTOBIIEHHIO
1 obecleyeHHIO0 KadyecTBa paanodapMalleBTUYECKUX JIEKapCTBEHHBIX IIpenapaTos,
B KOTOpO# C yd4eToM TpeGOBaHM COOTBETCTBYIOIIUX (hapMaKONEeHHBIX craTedl M obIux

! ®enepanprpiif 3akoH or 9 sHBapa 1996 r. Ne 3-®3 «O paamanuoHHoH GesomacHocTH HaceneHus» (CoGpaHue
3aKoHOJaTeNbCTBa Poccuitckoit demepannu, 1996, Ne 3, c1. 141; 2004, Ne 35, ct. 3607; 2008, Ne 30, cr. 3616; 2011, Ne 30,
cT. 4590, 4596).

? enepanbHuli 3aKk0H OT 30 MapTa 1999 r. Ne 52-®3 «O CaHMTAPHO-OIHMIEMHOIOIMYECKOM GIAroNONyYHH HaCeTSHMN»
(CoGpanve 3axoHomarenbcTBa Poccuiickoii ®enepanum, 1999, Ne 14, ct. 1650; 2003, Ne 2, ct. 167; Ne 27, c1. 2700; 2004,
Ne 35, c1. 3607; 2005, Ne 19, ct. 1752; 2007, Ne 49, ct. 6070; 2008, Ne 29, ct. 3418; 2009, Ne 1, c1. 17; 2011, Ne 1, cr. 6;
Ne 30, ct. 4590, 4596; 2012, Ne 26, cT. 3446; 2013, Ne 27, c1. 3477; Ne 30, ct. 4079; Ne 48, cr. 6165; 2014, Ne 26, cT. 3366,
3377).

3 Cratpa 209 TpynoBoro kxoxekca Poccuifckoii ®enepamun (Cobpanue 3akoHoxatensctBa Poccuiickoit denepamyn, 2002,
Ne 1, ct. 3; 2006, Ne 27, cT. 2878; 2009, Ne 30, ct. 3732; 2011, Ne 30, cT. 4586; 2013, Ne 52, cT. 6986).
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tapMakoreHHbIX crateii’ IOCIENOBaTeNbHO (IIOJTANHO), IIOAPOOHO OIMCHIBAETCS
TEXHOJIOTMS M3rOTOBIEHHS paanodapMalleBTUYECKUX JIEKapCTBEHHBIX IIPENaparos,
yCTaHaBIIUBaIOTCA penenbHbIe 3HAYEHHUA M3MEHEHUH XapaKTePUCTHUK
pagro(apMaleBTHYECKUX  JIEKAPCTBEHHBIX  IIpenapaToB, TpeOOBaHMA K CPOKY
MX XpaHEHWs, YIIaKOBKE M MapKHUpPOBKE, KOHTPOJIO KadeCTBa, a Takxke TpeOoBaHHs
K HpOBENEHUIO OIepaimi, CBA3aHHBIX C OYHCTKOH, Je3aKkTuBauued, ne3uH(peKnuei
(crepunmzarueil)  obopymoBaHus — (mamee — JOKYyMEHTaldsl [0 HM3TOTOBIEHHIO
U 00eCneyeHHIO0 KauecTBa).

PaGoOTHHKY MEOUIMHCKON  OpraHW3allii, OCYIIECTBIAIOME HU3rOTOBIICHUE
pannodapMalleBTHYECKHX JIEKAPCTBEHHBIX IPENapaToB, JO/DKHEI HMETh Ha CBOHMX
pabouux MecTax [JOKYMEHTAI[MI0 II0 M3rOTOBJICHHIO M OOEeCHeueHHI0 KadecTsa
U IPOXOJHUTH COOTBETCTBYIOIee 00ydeHNe B Cllydac BHECEHMS M3MEHEHHMHU B YKa3aHHYIO
JIOKyMEHTAIHIO.

5. UsrotoBiienue  pandogapMaieBTHYeCKOro  JIEKapCTBEHHOrO  IIperapara
JUIS TIaIMEHTa OCYIUECTBIIAETCS MO MHCHMEHHOM 3asBKE YIIOJIHOMOYEHHOro pabOTHMKA
MEMIUHCKON OpraHU3allii B COOTBETCTBUM C Ha3HAYEHHUEM JIeUalllero Bpayd, BHECEHHBIM
B MEIUIIMHCKYIO JIOKYMEHTAIIHIO MallieHTa.

6. JIokyMeHT, IMOATBepXKAAOMmui, 4To panuodapMaleBTHYECKHH JIEKapCTBEHHBIN
IpemapaT  HM3TOTOBIEH B  COOTBETCTBHHM C  YTBEPXKICHHOM  JOKyMEHTalUeH
IO M3TOTOBJIEHHIO M 00ECIIeYeHHIO KaueCTBa, MOAMUCHBAETCS pabOTHUKOM MEAUIMHCKOMN

OpraHM3alld¥,  OTBETCTBEHHBHIM  3a  H3TOTOBICHHME  paanodapMaleBTHIECKOro
JIEKapCTBEHHOI'O IIperapara, M YYMTHIBA€TCS MEAMILMHCKON OpraHM3alued B XXypHaje
HU3TOTOBJICHHS paarodapManeBTHIECKIX JIeKapCTBEHHBIX TpenaparoB 1(s)

peKoMeHIyeMOMy 00pasIly COIIaCHO NPHIIOKEHHIO K HacTosAmeMy Ilopsky.

4 Ipuxa3 MunKCcTEpCTBa 3APABOOXPAaHEHIS M COLMANBHOrO pasBuTua Poccuiickoit @enepauun ot 26 aprycra 2010 r. Ne 756H
«O6 yTBepXaeHHM Hopsaaka pa3paboTku obuwmx QapmakonelHslx cratelt W (apmakomelHEIX CTarell W BKIIOYEHHS HX
B TOCYyJapcTBEHHyI0 (papMakomnero, a TakKe pa3MelleHHs Ha ouuuanbHOM calite B ceTd «lIHTepHeT» JMaHHBIX
0 rocynapcTBeHHOU (apMaxonen» (3aperucTpupoBaH MuHHCTEpCcTBOM IocTHLNM Poccniickoit ®enepanun 31 arycra 2010 r.,
perucTpaloHHbIi Ne 18298).
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