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NMucbmo MunsgpaBa PP ot 27.09.2017 N 2853/25-4 — O pa3bACHeHUn
HopM npuka3sa MuHsgpasa P® ot 11.07.2017 N 403H (O6 yTBepxaeHUMU
npaBun OTNyCKa fieKapCTBEHHbIX NpenapaTtoB AN MeAULIMHCKOro
NPUMEeHeHUsA, B TOM YUCIie UMMYHOOMONOrM4YeCcKuxX neKkapcTBeHHbIX
npenaparoB, anTe4YHbIMU OpraHM3auMaMu, UHANBUAYaNbHbIMU
npeanpuHUMaTENaM1U, UMEKLWMMN NULIEH3UIO Ha hapMaLeBTUYECKYHO
AeATenbHOCTb) — [leUcTByOLWAA nepBas peaakuus

B cBs3u ¢ nocrynaomuMu oOpaleHus MU 110 IPUMEHEHHI0 HOpM Mpuka3a ot 11 uronsa 2017
r. N 4031 "O0 yTBep:kKIE€HMM MpPaBUJI OTIyCKa JIEKAPCTBEHHBIX IMPENapaToB JUIsl MEAMLIUHCKOTO
NPUMEHEHUs, B TOM 4YHUCJIE HMMMYHOOMOJOTMYECKHX JEKAapCTBEHHBIX IPEnapaToB, alTEYHbIMHU
OpPraHM3alMsIMM, HWHAMBUIYAJIbHBIMM  NPEANPUHUMATEISAMH, HMEIOIIUMH  JIMIECH3UI0 Ha
(dapmareBTHUECKyI0 JAesITeNbHOCTE" (manmee cooTtBeTcTBeHHO - mnpuka3 N 403, I[lopsmox)
MunucTepcTBO 3apaBooxpanenus Poccuiickoil @enepanuu coo0IaeT ciaeayomiee.

1. Mo Bonpocy oTnycka neKapCTBEHHOro npenapara Mo peuenTy, CPOK
OEeNCTBUSI KOTOPOro WUCTEK B Nepuoa €ero HaxoXAeHUss Ha OTCTPOYEHHOM
obcnyxxuBaHum (nyHKT 9 MNopsaaka).

Hopma, npenycmorpennas mnynktom 9 Ilopsaka, pacmpocTpaHsercs Ha BC€ TPYIIIbI
JIEKapCTBEHHBIX MPENaparoB, B TOM YMUCIE NOIEKALIMX MTPEAMETHO-KOJIMYECTBEHHOMY Y4YETy, 3a
UCKJIIOYEHHUEM HApKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpPENapaTroB, BHECEHHBIX B
cnucok [l mepedHss HApKOTMYECKUX CPEICTB, ICUXOTPOIHBIX BEIIECTB M HMX IPEKYPCOPOB,
moJyIe)Kaux KOHTpoiro B Poccuiickoin  @exepanuy, YTBEPKIECHHOTO IOCTAHOBIECHHEM
IIpaButensctBa Poccuiickoit deneparmu ot 30 urons 1998 r. N 681 (nanee - nepeueHs).

s BbIlIEyKa3aHHBIX HAPKOTHUECKUX M IICUXOTPOMHBIX JIEKApPCTBEHHBIX IpErnapaTroB
JNENUCTBYET HOpMA, MpeAyCcMOTpeHHas yacThio 6 crathu 25 denepanbHoro 3akona ot 8 siuBaps 1998
r. N 3-©3 "O HapKOTHYECKUX CpEICTBAaX U INCUXOTPOMHBIX BelIECTBax', B YacCTH 3ampeTra HUX
OTIyCKa O peLenTaM, BhIITMCAHHBIM 0oJiee MATHAATU AHEH Ha3al.

2. Mo Bonpocy oTnycka MMMYyHOGMONOrMYEeCKUX rNeKapcTBEeHHbIX MpenapaTtoB
(nyHkTbI 3 1 13 Nopsaaka).

B cootBeTcTBUH C a63aueM [IECTBIM ITYHKTA 3 Hopﬂzu(a OTITyCK I/IMMYH06I/IOJIOFI/I‘-ICCKI/IX
JICKApCTBCHHBIX IIpE€HapaToB IO pCUCITaM OCYHICCTBIACTCA TOJBKO alTCYHBIMHU OpraHU3allusAMU
(aHTeKaMI/I, alITCYHbIMHU H}/HKTaMI/I).

VYKka3zaHHas HOpMa perjJaMeHTHpOBaHa IyHKTOM 3 ctatbu 12 PenepanbHOro 3akoHa ot 17
ceHtsOps 1998 r. N 157-®3 "O6 ummyHonpodunaakTuke MH(MEKIMOHHBIX Ooyie3HEl", corylacHO
KOTOpPOH OTIyCK TpakJaHaM HMMMYHOOMOJIOTHYECKUX JIGKAPCTBEHHBIX MpENapaToB s
MMMYHOTIPO(MIIAKTUKYA TPOU3BOAUTCS 10 PpELeNnTy Ha JEKapCTBEHHBIH Mpernapar anTeYHbIMU
OpraHu3alMsIMA B TIOPSIZIKE, YCTAHOBJICHHOM (hefepaibHbIM OpPTaHOM HCIIOJHUTEIFHOW BIIACTH,
OCYIIECTBISIONMM (PYHKIIMM TO BBIPAaOOTKE M peaju3aldd TOCYJAapCTBEHHON MOJUTUKU H
HOPMAaTHUBHO-IIPABOBOMY PETYJIMPOBAHHIO B c(hepe 3paBOOXPaHCHHS.

HpI/I OTITyCKC I/IMMyHO6I/IO.IIOF HYCCKUX JICKAPCTBCHHBIX IIPCIIApPATOB JOJI?KHBI CO6J'IIO,Z[3.TLC5I
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TpeboBaHus, npeaycmorpeHHble myHkToM 13 Ilopsiaka. [Ipum 3TOM MOMHMO TEpPMOKOHTEHHEPOB
MOTYT HNPHUMEHSATHCA U JIpYyTHe€ yCTPOMCTBA, MO3BOJSIOLIME COXPAHUTh TEMIEPATYypPHBIM PEXUM,
HEOOXOUMBIN JIJIsl XpaHEHHUs] KMMYHOOHOJIOTMYECKOTO JIEKapCTBEHHOTO Mpernapara, Ha MepuoJ] ero
JIOCTaBKHM B METUIIMHCKYIO OPTaHU3aLINIO.

3. MNo Bonpocy xpaHeHUs1 peLenTOB Ha NleKapCTBeHHble npenapartbl (NyHKT 14
Mopspka).

[Ipukazom N 403H He BBOAUTCS HOpMa O HEOOXOIMMOCTH MOJYUYEHUS MAlMEHTAMH PELENITOB
Ha JICKapCTBEHHBbIE TIperaparbl, KOTOpPblE B YCTAHOBJIEHHOM TOPSIKE 3aperucTpUpOBaHBl B
KadecTBE O€3pelenTypHbIX H HMMEIONMX COOTBETCTBYIONIYIO 3alliCh B HWHCTPYKLUUH IO
MeIUIIMHCKOMY ITpuMeHeHunto "OTiryckaercs 0e3 perernra'.

OTHeceHHe NEKapCTBEHHBIX IMPENapaToB K PEUENTYPHOMY WIH Oe3pelenTypHOMY OTITyCKY
OCYILIECTBIISIETCS. HA 3TAlle UX IOCYJAapCTBEHHON PErucTpalvy, YCIOBHs OTIyCKa YKa3bIBAIOTCS B
PEruCTPAallMOHHBIX JTOKYMEHTax Ha JIEKAPCTBEHHBIE Ipenaparsl, B TOM YUCJIE B MHCTPYKLUUH I10
MEIULUHCKOMY ITPUMEHEHUIO.

I[Ipukaz N 4031 perynupyer TOJBKO CpPOKM XpaHEHMs] pEUEeNTOoB W HE BBOJUT
JOTIOJTHUTEIBHBIX OTPaHUUCHUH Ha 000POT BBIIIEYKa3aHHBIX JIEKAPCTBEHHBIX CPEJICTB.

[Tynkrom 14 Ilopsinka BBeieHa HOBasi HOPMa O XPAaHEHUU B TEUEHUE TPEX MECSIIEB PELENITOB
B alT€YHOM OpraHW3alUy WIA Y WHAWBUAYAJIBHOTO MPEANPUHUMATENS, UMEIOLIETO JINLEH3UI0 Ha
(bapMareBTHYECKYIO JeSITeIbHOCTD:

Ha JIGKApCTBEHHBIE IMpernapaThl B KUIKOM JekapcTBeHHOU (opme, coneprkamrue 6omee 15 %
STHIIOBOTO CIIUPTA OT 00bEMa TOTOBOW MPOIYKITUH;

Ha JIGKapCTBEHHBIE Ipenaparbl, OTHOCALIMECS IO aHATOMO-TEPANEBTUYECKO-XUMHUYECKON
KJaccu(uKau, peKOMeHI0BaHHOW BeemupHol opranmszanueit 3apaBooxpanenus (panee - ATX),
K aHTUICUXOoTHYeckuM cpenctBaMm (koxg NOSA), ankcumonutukam (ko NOS5SB), CHOTBOpHBIM U
cegatuBHbIM cpeactBaM (ko NOSC), antunenpeccantam (kox NO6A) u He moaiexaiiue
MPEAMETHO-KOJIMYECTBEHHOMY YUETY.

[Ipu sTOoM oOpamaeM BHHMaHHE, YTO TOJUIEKAT XPAHEHHWIO PELENTHl HA JIEKAPCTBEHHbIE
npenapaThl BbIIIEYKa3aHHBIX IPYMI, BBIIMCAHHBIE HAa peLenTypHbIX OmaHkax ¢opmel N 107-1/y,
KaK HMEIoLIMe CpoK nedcTBus 10 60 nHel, Tak U HMerIue cpok aeiictBus o 1 roma. B
MOCJIETHEM ClTyyae pelenT OCTAeTCsl U XPaHUTCSl B TEUEHUE YCTAaHOBJIEHHOI'O CpOKa MOcie OTIycKa
MAIUEHTy NOCIEeAHEN NapTUH JIEKapCTBEHHOTO Mpenapara.

I/IH(bopMaI_[I/Iﬂ O MPOOCHTHOM COACPKAHUKU IOTHUJIOBOI'O CIIMPTAa B KHUIAKHUX JICKAPCTBCHHBIX
q)opMax JICKAPCTBCHHLIX IPCIIapaToB, a TaKXKC O COOTBCTCTBUH JICKAPCTBCHHBIX IMPCIIapaToOB
OIIPECACIICHHBIM I'pyIIIIaM ATX rtaxxke COACPIKUTCA B HHCTPYKIHUU IO MCIUIIUHCKOMY IMTPUMCEHCHUTIO
KOHKPETHOI'O JICKAPCTBCHHOI'O IIpCIiapara.

Hanpumep, nekapcTBeHHbIE Tpemaparbl C  MEXIYHAPOJIHBIMH  HEMaTEHTOBAHHBIMU
HauMeHoBaHUAMU  XsoprnpomasuH ("AmwuHazuH") u  XmoprpotukceH ("XnopmnpoTtukcen',
"Tpykcan") OTHOCSATCS K TpYIINEe aHTUICUXOTHUYECKUX cpencTB (koa NOSA), ¢ MexayHapOoIHBIMU
HENaTEHTOBAaHHBIMU HaUMEHOBAaHUSIMHU Todpuzomam ("I'pannakcun") u
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bpomaurunpoxnopdenmndenzoauazenud ("denazenam", "Omenam", "dDe3zaned", "Denopenakcan"
U Jp.) - K rpynne aHkcuoiutukoB (kox NO5B), ¢ MexayHapoJHbIMM HENAaTEHTOBAHHBIMU
HanMeHoBaHMsIMH  AmutpuntwivH ("Amutpuntunua"), Ceprpanud ("3omodt", "Cepenara",
"Acentpa" u ap.) u OcuutanonpaMm ("Cenekrpa", "Jlenykcun", "Dmunes" u np.) - K rpymnme
anTuaenpeccanToB (kox NO6A).

4. Mo Bonpocy oOTnycka HapKOTU4YECKMX U MNCUXOTPOMHbLIX JIeKapCTBEHHbIX
npenapatoB (NyHKT 20 MNopsgka).

ITynxTtom 20 Ilopsiaka yTouHEHa HOpMa O JIMLAX, MMEIOIIMX MIPABO MOIy4YaTh HAPKOTUYECKHE
U IICUXOTPOITHBIE JIEKAPCTBEHHBIE IpenapaTel, BHECEHHbIE B cnucokK I mepeuns. Tak, yka3aHHbIe
rpenaparsl MOTYT IOJIy4aTh:

MalUCHTBI, KOTOPBIM BBINTMCAHbI YKA3aHHBIC JICKAPCTBCHHLIC MPCIIapaThI;

UX 3aKOHHBIC MPEJCTABUTENN (€CIU TAIMCHTAMU SIBJSIFOTCS HECOBEPIICHHOJICTHUE WITH
HEJICeCIIOCOOHBIC);

UHbIE JIMIA NpPU HAJUYUHU JIOBEPEHHOCTH OT MalMeHTa, O()OPMICHHOW B COOTBETCTBHM C
3aKoHOIaTenbCcTBOM Pocculickon denepanum.

B oTHOmEHNH TOBEPEHHOCTH OT MAllMEHTa HA MOJyYeHUEe HAPKOTHYECKHX U MCUXOTPOIMHBIX
JICKapCTBCHHBIX TpPENapaToB OTMEYaeM, 4TO OHAa O(OopMIISeTCs B MPOCTOW MUCHBMEHHOW (opme
(crates 185 I'paxxmanckoro konekca Poccuiickoit ®enepanu) U MOXKET OBITh HOTapHUAIbHO
YIOCTOBEpPEHA M0 >KEJTAHWI0 TAIMEeHTa WM MPU HEBO3MOXKHOCTU MM HAIMMCATh JOBEPEHHOCTH
(ctatbm 163 m 185.1 I'paxmanckoro kojmekca Poccuiickoit ®epepanum). Ilpu 3TOM, ecnum B
JIOBEPEHHOCTH HE YyKa3aH CpPOK €€ JICHCTBUS, OHA COXpaHSET CHWIy B TE€YEHHE ToAa CO JHS ee
MOJIMMCAHUSI.

MunucrepctBo 3apaBooxpaneHus Poccuiickoit ®enepanuu NpeiaraeT JT0BECTH JAHHYIO
MHPOPMALIMIO JI0 CBEAEHUS BCEX PYKOBOAMTENEH TEPPUTOPUAIIBHBIX OPraHOB YINpaBJIEHUS
3IpaBOOXPAHEHUEM, ANTEUYHBIX OPraHU3AlUN U MHAMBUAYAIBHBIX IIPEANPUHAMATENCH, UMEIOIIUX
JMILEH3MI0 Ha (apMaleBTUYECKYIO AEATENIbHOCTh M OCYLIECTBISIOMIMX OTIYCK JIEKapCTBEHHBIX
IIPENapaToB.
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	1. По вопросу отпуска лекарственного препарата по рецепту, срок действия которого истек в период его нахождения на отстроченном обслуживании (пункт 9 Порядка).
	2. По вопросу отпуска иммунобиологических лекарственных препаратов (пункты 3 и 13 Порядка).
	3. По вопросу хранения рецептов на лекарственные препараты (пункт 14 Порядка).
	4. По вопросу отпуска наркотических и психотропных лекарственных препаратов (пункт 20 Порядка).

