JB I'ocvaapcTBeHHOE PerviupoBaHue 00pallleHHsl JIEKAPCTBEHHBIX CPEICTB,
NOAJIC/KANIMX NMPEAMETHO-KOJIUIECCTBEHHOMY YVUETY

3ausatue 3. HasHayeHue, BBINMUCHLIBAHHE M OTIHYCK HAPKOTHYECKHMX CPEICTB, IICHMXOTPOMHBIX
BElIeCTB M __MX__NPEKYPCOPOB, HMHBIX JeKAPCTBEHHBIX CPEICTB, NMOMIEKAIMX TMPEIMETHO-
KOJHYECTBEHHOMY YYeTY

TeopeTuuecknii MmaTepuaa

OCOBEHHOCTH PEAJIM3AIIMA U OTITY CKA JIEKAPCTBEHHBIX
INPEITAPATOB

|. Buabl oTIycKa TOBApOB U3 ANTEYHBIX OPraHU3aIMii.
Opranuzanus padoThl aNTeKH M0 NpHeMy PeleliToB H OTIYCKY JeKaApPCTB

Otmyck JsiekapcTBeHHbIX mpenapatoB (JIII) B coorBercTBuHM ¢ DemepaibHbIM 3aKOHOM OT
12.04.2010 Ne 61-@3 «O06 ob6pamennn JIC» — 3T10 omma m3 cocraBistomux obpamenus JIC wu
(apMaleBTUUECKON AEATENBHOCTH. DTO MOHATHE NMPUMEHSETCSI B OTHOIICHUH ANTEYHBIX OpraHu3aluil
(AO). B anrTeuHoii opraHu3aIiii BO3MOXHBI IBa BuAa ormycka JIII - perentypHbiii u 6e3perienTypHbIi.

Iopsmok ormycka JIIT mo peneniram Bpaueii u 6€3 pelenToB periaMeHTHPOBaH
e npukazom MunszapaBa Poccum ot 11.07.2017 Ne 403 «OO0 yTBEpKICHHMM NPAaBHJI OTIyCKa

JIEKapCTBEHHBIX TPENaparoB AJisi MEAUIUHCKOTO MPUMEHEHUS, B TOM YUCIIE HMMYHOOHOJIOTHIECKUX
JIEKapCTBEHHBIX MIpenaparos, anTeYHbIMH OpraHu3alMsIMH, WMHAWBULy aJTbHBIMU
OpeANPUHUMATESIMH, UMEIOIIUMHU JIMLEH3UI0 Ha (hapMalleBTHUECKYIO AEATEIbHOCTh

Iopsinok HazHaueHus U BeinuckiBaHuA JIC onpeaenéH npruka3amu:

e npuka3z MunznpaBa Poccun ot 01.08.2012Ne 541 «O0 yrBepx)acHun (HOpMbI OJIAHKOB PEIICTITOB,
CoJlepKallluX Ha3HAuYeHHWE HAPKOTHYECKUX CPEJCTB MJIM TCHUXOTPOMHBIX BEILIECTB, IMOPSJIKAa HX
W3TOTOBJICHUS, paclipe/IeNIeHNs, pETUCTPAIINH, YUeTa U XPaHSHHS, a TAKKE PaBUI 0(OPMIICHHS.

e mpuka3z MunzapaBa Poccun ot 20.12.2012 Ne 1175H «OO0 yTBepXACHHU TMOPSAAKA HA3HAYCHHUS H
BBINUCBHIBAHUS JIEKAPCTBEHHBIX MpENapaToB, a Takke (opM peLentypHsIXx OJaHKOB Ha
JIeKapCTBEHHBIE TIPETapaThl, MOpsAKa OPOPMIICHNS YKa3aHHBIX OJIAHKOB, UX Y4eTa U XPaHEHH».

[Mopsimox  odopmieHus: TpeOoBaHMIT OT MeaulMHCKUX opranmsamuid (MO) B AO
periaMeHTHPOBaH
e npuka3zoM Munszapasconpa3sutus PO ot 12.02.2007 Ne 110 «O nopsaake Ha3HaYEHUS U BBIIMCHIBAHUS

JIC, IMH u crienann3upoBaHHbIX IPOAYKTOB JICUeOHOTO TTUTAHUS.

Bee JIII pmomxHbl oTmyckaThess B AQO TONBKO 10 pelENTaM yCTaHOBJICHHBIX (opM, 3a
UCKJIIOYEHHEM MpenaparoB, pa3pelleHHBIX K OTIycKy Oe3 penentoB. [lo pementam oTmycKaroTcsi Kak
roroBble JiekapcTBeHHbIE (popMel (1JID), Tak 1 M3roToBIEHHBIE (IKCTEMIIOpPAJIbHBIE) B anTeke. Jpyrue ToBapsl
anTeYyHOro acCOPTHMEHTA pa3peraroTcs K oTImycKy depe3 AO B cootBercTBHM C 1. 7 cT. 55 denepanbHOro
3akoHa OT 12.04.2010 Ne 61-®3 «OO0 obpamenun JIC» (u3genus MeIWIIMHCKOTO Ha3zHA4EHUS,
JIe3UH(PULIUPYIOIUE CPEACTBA, HPEAMETHl M CPEICTBA JUYHOW TWMIMEHBI, MOCYAY sl MEIUIHMHCKUX
1esnel, mpeMeThl U CPe/ICTBA, MpeJHa3HaYeHHbIE IS yX0/1a 33 OOJIILHBIMU, HOBOPOXKJICHHBIMHU U JIETHMU,
HE JIOCTUTIIUMH BO3pacTa TPEX JIET, OUYKOBYIO ONTHKY M CPEJCTBA yXoJla 3a HeW, MUHEpaJbHbIE BOIBI,
NPOAYKTHl JIeUeOHOro, JIETCKOr0 M JAWETHYECKOro MUTaHWs, OHOJOTHYECKHM AaKTHBHBIE 100aBKH,
napdoMepHble 1 KOCMETHYECKHE CPEJICTBA, MEAWIMHCKAE W CAaHUTAPHO-TIPOCBETHTEIbHBIEC IE€YaTHBIE
U3/laHus, TMpeIHAa3HAUCHHBIC JUIs IpoNaraHasl 370poBoro oOpasa »xu3Hu.). st AO  ycraHOBieH
MHUHAMAITbHBIH accopTumenT JIIT 1 repedeHnb sKM3HEHHO-He00X0quMbIX 1 Bakuewmx JITT (GKHBJIIT):

e Pacnopsoxenue IIpasurensctBa P® ot 23.10.2017 Ne 2323-p <OO0 yTBep:KI€HUH MEPEUHS KUZHEHHO
HEOOXOMUMBIX M BaXKHEHWIIMX JIeKapcTBEHHBIX mpenaparoB Ha 2018 rom, a Taxke mnepedHer
JIEKapCTBEHHBIX MPENapaTroB s MEIUIIMHCKOTO TNPHUMEHEHHS W MHUHHMAaJIbHOTO acCOPTHMEHTa
JIEKapCTBEHHBIX MPENapaToB, HEOOXOANMBIX IJIsi OKa3aHHsI METUIIMHCKONW TTOMOIIIN>

Hdns nmpuéMma peuenTtoB Ha TOTOBBIE W HKCTEMIOPalbHBIE JIEKAPCTBEHHBIE (POPMEI
(JI®), m3roToBieHus JIeKapcTB, KOHTPOJIS HX Ka4eCTBA, OTITYCKA PELENTYPHBIX U Oe3peleNTyPHBIX TOBAPOB
B amnrekax ¢ OompmmM o00beMOM paboThl Ieaecoo0pa3Ho BBIIEIATH CaMOCTOSTEIbHBIE
CTPYKTYpHBIE €IUHUIIBI (OT/IEIBI), B UUCIIO KOTOPBIX MOT'YT BXO/INTb:

e Ortnen ['JI®, ocHOBHBIMU (GYHKIHUSMU KOTOPOTO SIBISIOTCS MPHUEM PELENTOB M OTIYCK MO HUM
roroBsIx JIIT;

e pernentypHo-niponsBoycTBeHHbI  otaen (PIIO), B ¢yHKIMH KOTOPOTO BXOJHMT TPHEM PEIENTOB



u TpeboBaHMit Ha JKCTEMITOPATLHBIC JID, W3TOTOBJICHUC u odopmIiTeHHE
JIEKapCTB, KOHTPOJIb MIX KAUeCTBa M OTITYCK;

e otraen OespeuentypHoro ormycka (BPO), opranmsyemsiit anst ornycka JIII Ge3 peuenrta Bpaua, a
TaKKe JAPYrHX TOBAPOB (papMaIeBTUICCKOr0 aCCOPTUMEHTA.

B antekax ¢ MeHbmEM 00beMOM paboThl oTxaen [JID kak caMOCTOSATENBHBIM MOXET HE
BBIJIETSITHCSL M COBMEIaeTcst ¢ Apyrumu otaenamu (Hanpumep, ¢ PIIO, otmenom BPO). B 3aBucumoctn
OT MUPOTHI W NOJTHOTH accopTuMmMeHTa oTaenl BbPO MoxeT WMeTh JONOIHUTEIHEHBIC
MOJIpa3/ICCHUs, HANpUMEpP, OTACIbl OYKOBOM ONTHKH, TOMEOMATHYECKHUH, MPEAMETOB CAaHUTApUU U
TUTHEHBI, JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS, TUETUIECKOT0, JI€YeOHOTO 1 IETCKOTO TUTAHKA U Jp.

1. OGopynoBanue u ocHaleHre PadoYUX MECT II0 PHEMY PelleNTOB U OTIYCKY JIeKapCTB.
CoBpeMeHHbIE TeXHOJOTHH PAHOHAIM3AUH TPYAa

Jns mpuéMa penentoB M OTIYCKa JIEKAPCTB, a TAKKe APYIMX TOBAapOB (hapManeBTHUECKOIO
ACCOpPTUMEHTa B TOPrOBOM 3ajie amnTeku oOopynyroTcsi pabouue MecTa, OCHAIIEHHBIE HEOOXOIUMBIM
00opyaoBaHKEM, HOPMaTHBHOW TOKYMEHTALIMEH U CIIPaBOYHOMN JINTEPATYyPOH.

ObopynoBaHue W OCHAI[EHHE pPaObOYMX MECT MPOBU30pPOB W (DapMalieBTOB 3aBHCAT OT OO0BEMa
paboTBl M OpPraHM3AIMOHHOW CTPYKTYpHI anTekd. Tak, B KpymHbIX antekax B PIIO menecoobpasna
OpraHu3alysi JABYX OAWHAKOBO OOOpPYAOBAaHHBIX pabOYMX MECT - OJHOrO /ISl TpPUHEMa pelenToB Ha
JICKapCTBEHHbIE CPEICTBA MHAMBUIYAIbHOTO H3rOTOBJICHUS, APYIroro - AJsi OTHYCKAa H3TOTOBIECHHBIX
JICKapCTBEHHBIX CPEJICTB.

Ha paboyem wMecTe mnpoBH30pa TO NpPHEMYy pEIENTOB M OTHYCKYy IO HHAM JIEKapCTB
yCTaHaBJIMBAETCS TUIIOBOE 000pYI0BaHue.

OOopynoBaHue U OCHalleHHE pabodyero mMecTa MPOBH30pa U (apMaleBTa OCYIIECTBISIOT C
YUETOM HWCTIONIB30BAaHMSI HOBBIX BApHAaHTOB OO0OpPYIOBaHUs, NPOTPECCHUBHBIX CPEACTB OPITEXHHUKH,
CIPaBOYHOW JIUTEPATyphl U HOPMATUBHOW JIOKYMEHTAIMH (TaOJHIBI BBICIINX PAa30BBIX M CYTOYHBIX JI03
ornenbHbix JIII, mocnennee wspmanue locyaapcrBenHoi @apmaxomeun, cnpaBounukd JIII u  ux
CHUHOHUMOB, OTJEJIbHbIC HOPMAaTHUBHBIC aKThl, PErYIHPYIOLIUE ACITEIBHOCTh B cdepe oOparieHus
JIII, ToproBo#l JHEATEALHOCTH M 3allUThI TpaB TalUeHTa, Tapu(pbl Ha U3rOTOBJICHHUE
sKcTeMnopanbHbX JID u T.71.)

B mocmenmee Bpemss B AO o00OpyAyroTcs aBTOMATH3HPOBaHHbIe paboume MecrTa,
MpeAyCMaTpUBaOIe HAIUYHE MePCOHAJbHBIX KOMIBIOTEPOB, MPUHTEPOB, CKAHEPOB U JpYyToii
TexHukH. KOMITIeKCHasi aBTOMAaTH3alus PadovnMX MECT SIBSICTCS OCHOBOW TOBBIIMICHHS 3((EKTUBHOCTH
pabotel AO, Hanpumep, B HacTosiiee BpeMss B AO aKkTUBHO BHEAPSETCS OCHOBAHHAS HAa TEXHOJIOTHU
IITPUXOBOI0 KOJAMPOBAHMSI KOMIUIEKCHAS! CHCTEMa aBTOMATHU3alMHM U pa3indHble WH(POPMalUOHHBIE
anrteyHble cucteMsl B UHTEpHeT.

Hcnonb30BaHne MHTEIUIEKTYaIBHBIX KOHTPOJIbHO-KACCOBBIX MAIIMH Aa€T BO3MOKHOCTH YCKOPUTH
o0cJy:KUBaHUE TIOKyNaTejel, yYMTHIBATH NMPOJAHHBbIE TOBAapbl B pe:KMMe PeajbHOI0 BpeMeHH,
OCYIIECTBIISTH MOKCK TOBapa B accopTiMenTe AO 10 1ieHe, Ha3BaHUIO, IITPUXOBOMY KOJY.

Cucrtemsl IpelycMaTpUBaIOT OTNYCK TOBapa MO JbIOTHBIM penenTam.

Takum 0o0pa3oMm, KOMIUIEKCHas aBToMaTu3anus pabounx mect B AO mpenensHO yIpoIiaeT
NpOLIECC OTIYCKa JIEKAapCTB M MX Y4eTa, 3HaYMTEIbHO olJsierdaer paboTy MpoBH3opa M (hapmaleBTa,
TIOBBIIIAET KAYECTBO KOHTPOJIS M CHIDKAET 3aTPaThl Ha TIOTEPU U OIUOKH MepCoHaIa.

1. Kaapsi
[Mpuém peuenToB W OTMYCK JIEKAPCTB, NPYTUX TOBApOB (hapMaleBTUYECKOTO acCOPTHMEHTA
OCYIIECTBIISIIOT JIMIA, MMerolHe (papmaneBTHyeckoe o0pa3oBaHue, U CePTU(UKATHI 110 CIEIUAIBHOCTIM
WU CBUJICTEIIECTBA 00 aKKPEAUTALIUH.

1V. Texnosiorus OTIIYCKA PEeUCNTYPHLIX JICKAPCTBCHHBLIX CPEACTB.

Penent kak JOKyMeHT
TexHoNorus oTITycKa peleNnTypHBIX JIEKAPCTBEHHBIX MPENAPATOB BKIOYAET CIEAYIOLINE TPOLEAYPHI:
e  (hapmaneBTHUECKAst KCIICPTU3A PELIETITA;
® TaKCHPOBAaHME pELEnTOB, O(GOpPMIIEHHE 3aKa3a Ha H3TOTOBJIEHHE JIEKApCTBA, W3TOTOBIICHHE,
oopmiIeHHE 1 KOHTPOIIb U3TOTOBJIEHHOI'O JIEKApCTBa;
®  OTIIYCK JIEKapCTBa I10CJIE OILIATHI.
Peyenm — nucemenHoe HasHauyenue JIII mo ycranoBieHHOH (opme, BBIJaHHOE METUIIMHCKUM
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WIN BETEPUHAPHBIM PaOOTHUKOM, UMEIOIUM Ha 3TO MPaBo, B IelisX oTimycka JIIT uiu ero n3roToBJIeHUs
Y OTITyCKa.
Penerit 061a1aeT psiioM NMPHU3HAKOB CIIEAYIOIIETO XapaKTepa:

®  MEIMIIMHCKOIO - COJICPKHUT 0OpaIlieHre Bpaya 00 M3rOTOBJICHUY U (WITH) BbIJaUe JICKapCTRa,

® WOPUANYECKOT0 - Bpad M TPOBU30P HECYT HOPUAWYECKYIO OTBETCTBEHHOCTH B  Cllydae
HEMPaBWIHLHOTO  HAa3HAYCHMSI, M3TOTOBJICHUS U OTITyCKa JICKapCTB;

e (MHAHCOBOIO - CTOMMOCTh JICKapCTBa 003aTENILHO OIDIAYMBACTCS JIMOO OONBHBIM, €CIIM PEIENT 3a
MOJIHYIO CTOUMOCTH, 0o JIITY, Bpad KOTOpOro BEIMHCAN JIBTOTHEIN pELEnT (B HACTOAIIEE BpeMs
TeppuropransabM hormoM OMC mim CTpaxOBOH KOMITAHUEH );

® Y4YETHOr0 - TOATBEPXKIACT (haKT pealu3allid PEUENnTYPHBIX MPEnaparoB, B T.4. IMOASHKAIIIX
MIPEMETHO-KOJIMYECTBEHHOMY y4eTy, TOAAKIM3HBIX TOBApPOB (HAIpUMEp, STHJIOBOTO CIHUpPTa IO
perenTaM HHANBUAYAITFHOTO N3TOTOBICHHS).

V. ®apmaneBTHYeCKasI IKCIIEPTH3A penienTa. PopMbI pelenTyPHBIX 0JIaHKOB

B nemsix mpunATHS OOBEKTHBHOTO PEIICHUSI O BO3MOXHOCTAX ormycka JIC mo mocTynuBmemy
peuenty mpoBu3op ((papmMameBT) IPOBOAUT €ro (papMareBTHIECKYIO IKCIIEPTHU3Y.

Dapmayeemuueckas IKCnepmu3a peyenma - OUCHKA COOTBETCTBHS MOCTYMHUBIIMX B alTEKy
pelenToB ACHCTBYIOIIMM HOPMAaTHUBHBEIM TpeOOBaHUSM (MO TIpaBWJIAM BHIMCHIBAHHS PELENTOB U
OTILYCKY JICKapCTB 0 HUM).

[Ipouenypa ¢apmManeBTHUECKOW HKCIEPTU3bl PELENTOB BKIOYAET OCHOBHBIC JTambl I10
OIIPEJIENIEHHIO:

e  [IPaBOMOYHOCTH JIMLA, BBIIMCABILETO PELEIIT;

e  cooTBeTcTBUS (DOPMBI peenTypHOTO OJaHKa;

e HaIM4Msi OCHOBHBIX U JIOTOJHHUTENBHBIX PEKBU3UTOB YCTAHOBJICHHBIM IPABUJIaM BBINIMCHIBAHMS
PELenTOB;

®  CPOKOB JICHCTBHUS PELIETITOB,;

®  COOTBETCTBHUS pELENTa YCTAHOBJIECHHOMY OpAaKy oTnycka JIII u3 AO.

PenenTsl NOMKHBI BBIMUCHIBAHUS Ha OJaHKaX, OTNEYATaHHBIX TUIIOTPAQCKUM CIIOCOOOM IO
yCTaHOBIEHHBIM popmaM. B cooTBercTBHYU ¢ mpukazamu 54H u 1175H UCTIONB3YIOT OJIAHKH CIIETYFOIINX
¢dopM: crenuanbHBI PEUENTYpHbI OJaHK Ha HApKOTHYECKOE CPENICTBO M ICHXOTPOITHOE BEIIECTBO,
petentypHbie OmaHku hopm Ne 148-1/y-04(1), Ne 148-1/y-06(1), Ne 148-1/y-88, Ne107-y.

Jlrobolt pement He3aBUCUMO OT (OPMBI pPEIENTYpHOrO ONaHKa W XapakTepa JeHCTBUS
BBIITUCAHHBIX JIEKAPCTBEHHBIX CPEJCTB IOJIKEH COJIEpXkKaTh CIEYIOIINE OCHOBHBbIE (00si3aTesIbHbIE)
PeKBHM3UTBI:

e mramn MO (c ykazanueM HaumeHoBaHus MO, e€ aapeca u tenedoHna);
®  JlaTy BBIIKCKH PELETITa;

e @.N.O. 0OIBHOTO U €ro BO3pAacT;

e  ®.J.O. MEIUITMHCKOTO PAOOTHUKA,;

o HamMeHoBaHue JII1 (Ha JaTHHCKOM SI3BIKE);
e nosuposka JIII;

e xomuuectso JIII;
e crnoco0 MpUMEHEHWs Ha PYCCKOM WJIM PYCCKOM W HAIMOHAIFHOM S3bIKaxX (3arpemaercs
OTPaHUYHMBATKLCS OOIMUMHU YKa3aHUsAMU ThTa «M3BecTHOY, «BHYTpeHHEEY);
e  [IOJIKUCH U JIMYHYIO TIeUaTh Bpaya.
JlonoJIHUTEIbHBIE PEKBU3UTHI ONPEICIIAIOTCS XapakTtepoM mpomnucanHoro JIII u/unu
¢dopmoii peuentypHoro GJiaHka.

VI. HOpﬂI{OK OTIMYCKa JEKAPCTBCHHBIX MpenapaToB 10 JbIOTHBIM peuenTam

U3 ¢enepaabHoro Owmxera obecnevyenne JIII  ocymecTBiasiercs 1m0 NPHIIOKEHMAM K
Pacnopsizkenuio IlpaButenbcTtBa P® <O0 yTBep:IeHUM TepevyHsl KM3HEHHO HeO0XOAMMBIX H
BaKHeNIux JICKAPCTBCHHBIX IpeErapaToB, a TAKKE nepeqﬂel‘i JICKAPCTBEHHLIX MpernapaTtoB 1Jis
MEAUMIMHCKOI0 NPUMEHEHUS] M MHHHUMAJBHOIO aCCOPTUMEHTA JICKAPCTBCHHBIX IpenmapartrosB,
HGOﬁXOZ[I/IMbIX AJId OKa3aHudA Me)j[I/IIII/IHCKOﬁ IoMOoIu>
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N3 pernmonanbHoro Omomxera obecneyeHue JIII (coumaabHO-3HAYMMBIE 3200JIeBaAHHS)
ocymecTBiasierca mo npwi. 3 k TeppuropuanbHoii nporpamme IloctanoBnenue IlpaBuTesbcTBa
OpenoOyprckoii  obumactu ot 25.12.2014 Ne 1004-m «O0 yTBep:KAeHHM TeppUTOPHAIbHOI
NMPOrpaMMBbI TOCYIAPCTBEHHBIX TapaHTHH 0ecIUIaTHOTO OKA3aHUsl TPaskiaHaM Ha TepPPUTOPHH
Opendyprekoii o61acTu MeAuuuHCKoi momouu Ha 2015 roa u Ha niaHoBbIi nepuox 2016 u 2017
roJ10B».

* [Ipumeyanue. HJl — HopMaTUBHBIE JOKYMEHTHI

HanpagpJienus 1broTHOr0 odecneyeHust

1. HJ
Dedepanvvtii 3axon om 17.07.1999 No 178-D3 «O eocydapcmeennoil coyuanbHOUu NOMOWU»
Pacnopsiocenue Ipasumenvcmea om 26.12.2015 Ne 2724-p «O6 ymeepacoenuu nepeunss HCu3HeHHo
HEoOX00UMbIX U BAJNCHEUMUX JeKapcmeenHbix npenapamog na 2016 200, a makoce nepeurell
JIeKAPCMBEHHBIX NPenapamos Oisi MeOUYUHCKO20 NPUMEHEHUs U MUHUMATbHO20 ACCOpMuUMeHma
JIeKapCMEEeHHbIX Npenapamos, Heobxo0UMblX 015 OKA3AHUSA MEOUYUHCKOU NOMOWUY»

Ilpukaz M3CP om 22.11.2004 Ne 255 «O nopsoxe oxkazanusi nepeUdHoll Meouko-caHumapHoll

NOMOWU SPAACOAHAM, UMEIOWUM NPABO HA NOTYYeHUe HAOOPA COYUANLHBIX YY)

Ipuxaz M3CP om 29.12.2004 Ne 328 «O6 ymeepoicoenuu nopsoxka npeoocmasieHus Habopa

COYUANBHBIX YCIIY2 OMOETbHBIM KAME2OPUIM SPANCOAHY

Ipuxaz M3CP om 09.01.2007 Ne 1 «O6 ymeepoicoeruu Tlepeuns uzoenuti MeOUyuHcKko20 Ha3Ha4eHus

U CReYUAIU3UPOBAHHBIX NPOOYKMOE 1e4eOH020 NUMAaHUs 015 0emeli-UHBAIU008, OMNyCcKaemvix no

peyenmam 8pava (¢henvouiepa) npu oKaA3aHUU OONOJHUMENbHOU DeCnIamHOU MeOUYUHCKOU NOMOWU

OMOENLHBIM KAME2OPUAM SPANCOAH, UMEIOWUM NPABO HA NOJYYeHUe 20CYOaAPCMBEHHOU COYUATLHOU

ROMOWUY

OHJIII - genepaibHbIii 0I0MKeT, COUMAKET (3aKyMaeT 00JIacTh 3a CYET BHIIEICHHBIX (heaepaTbHbBIX

CpEeICTB):

—  WHBAJIUABLI BOMHBI

— yuactHuku BOB;

— BeTepaHbl OOEBBIX JCHCTBUHM, YKa3aHHBIX B MOAMyHKTax 1-4 myHkTa 1 ctatbu 3 denepaibHOro
3akoHa «O BeTepaHax»;

—  BOEHHOCHYXalllie, IPOXOAUBIINE BOCHHYIO CIIY>)KOy B BOMHCKHX YaCTsIX, yUPEKACHUSIX, BOCHHO-
y4eOHBIX 3aBe/IeHUIX, He BXOJMBIINX B COCTaB JEHCTBYIOMEH apmun B niepuox ¢ 22.06.1941 no
03.09.1945 He meHee 6 MecsLEB, BOCHHOCTYKAIIUE, HATPAXACHHBIE OPACHAMH WIH MEAAISAMHU
CCCP 3a ciyx0y B yKa3aHHBIN TIEPUOI;

— JMua, HarpaxaeHHble 3HakoM «Kutemnto 61o0kagHoro JIeHuHrpaaa;

— numna, paboraBmme B mepuoj BOB Ha 00bexTax NpPOTHBOBO3AYIIHOW OOOpPOHBI, MECTHOU
MPOTUBOBO3AYIIHOM OOOPOHBI, HAa CTPOHTENHCTBE OOOPOHUTEIBHBIX COOPYKEHHI, BOCHHO-
MOpCKHX 0a3, a’poApOMOB W JPYIHX BOEHHBIX OOBEKTOB B TMpEeNiaX THUIOBBIX T'PaHUIL
JEeHCTBYIOMMX (POHTOB, OMNEPAMOHHBIX 30H JAEHCTBYIOIIMX (JIOTOB, Ha MPHQPOHTOBBIX
y4acTKax eJe3HbIX U aBTOMOOMIIBHBIX JIOPOT, a TAKKEe WICHBI SKUITaXel CyJI0OB TPAaHCIIOPTHOTO
¢oTa, THTEpHUPOBaHHBIX B Hadasie BOB B mopTax Apyrux rocyaapcrs;

— uJjeHbl ceMel moruOmux (yMmMepluux) MHBaJUI BOIHbI, ydacTHUKOB BOB u BeTepaHoB 060eBBIX
NeUCTBUIA, WieHbl ceMeil mornomux B BOB nmu1l U3 uncna JMYHOTO cOoCcTaBa TPy CaMO3amlnuThI
OOBEKTOBBIX W aBapUHWHBIX KOMaHJ| MECTHOW MPOTHBOBO3AYIIHON OOOPOHBI, a TaKXK€ UJICHBI
cemeil moruOmux paboTHUKOB rocnuTaneil u onpHUI T. JIeHnHTpasa;

—  WHBaJW[IHI,

—  JIeTU-WHBAJIHIBL.

HC u IIB cnucka Il (3akynaer o6nacTb 3a cyeT BBIAENCHHBIX (QeaepanbHbIX cpeacts, kak OHJII).

2. 7 Ho3oJi0THIi - eaepaabHbIi 0I0IKET (3aKyI OCYIIECTBIIAETCS [ICHTPAIIM30BaHHO Ha (efepaibHOM
YpOBHE; OTITyCKaeT TOBap TOJBKO amnTeka Ha TypkecTaHckou, 45 M B KaXJIOM pailoOHE TIO OIHOM
amnTeke).

3. HA
Ilocmanosnenue Ilpasumenscmea Openobypeckou obdracmu om 23.01.2013Ne 58-n «O nopsoke
peanuzayuu 6 Openbypeckoii obnacmu Mep COYUANbHOU NOO00ePICKU NO  OeCnaamHoMmy
JIEKAPCMBEHHOMY 00eCneyeHuio 2paxcoan, cmpaoaiowux cOyuarbHO 3HAYMMBIMHU 3a00JI€BaHUSIMU,
pu aMOyJIaTOPHOM JIEUEHUH TAaHHBIX 3a00JI€BaHUI
ConmajbHO-3HAYMMBIE 3200J1€BaHMsl — PErHOHAJIBHBINH OIOIKeT (3aKymaer 006JiacThb, camas



OopIias Tpymma):

—  OHKOJIOTHS,;

—  TyOepKymes;

—  caXapHBIA ITUadeT;

—  ICHUXHYECKHE 3a00JIEBAHU;

— renarutsl B u C (oTmyckaer Toipko anteka Ha KoMcomonbekoi, 66);
— BUY CIIMJ (ormyckaer Ttompko anteka ['bY3 «OpenbOyprckas oOnacTHas KIWHHYECKas
nH(EKITHnOHHas OOoNMbHUIIA», T.K. B Hacrosmee Bpems «lleatp CIIM/]» Bomem B cocTaB 3TOH

MEIMIIMHCKON OpraHu3aIim).
4. HJ

Hocmanoenenue Ilpasumenscmea Openbypeckou obracmu om Ne 1191-n «O ceoespemerHoM
obecneyeHuyu ONIAMbl NEKAPCMBEHHLIX NPENnapamos u Uu30enull MeOUYUHCKO20 HA3HAYEeHUs,
OMNYCKAEMbIX 8 YCMAHOBGIEHHOM NOpsdKe No peyenmam epaveli Oecniamuo npu amoyiamopHom
Jledenul 2palcoanam, 3apecucmpupo8antvim Ha meppumopuu Opendypeckoii obnacmuy

Ha ocnosanuu Ilocmanoenenus Ilpasumenvcmea om 30.07.1994 Ne 890 «O eocyoapcmeennoti
noooepoicke pazeumust MeOUYUHCKOU NPOMBIUACHHOCTIY U YIVHuleHuu obecnedenus HaceieHus u
yupesxcoeHuti  30pasooXpaHeHuss JeKAPCMEEHHLIMU CPeOCmEamMu U  U30eTUsMU  MEeOUYUHCKO20

HA3HA4YeHUs»

[Ipunoxxenune N 2

K TIOCTaHOBJICHHIO
[IpaBuTenscTBa

OpenOyprckoii odmactTu

ot 23 nexabps 2013 r. N 1191-nn

IIepeuenn
JICKApPCTBCHHBIX IIPETIApaTOB U I/I3ZICHI/II71 MCIUIIMHCKOI'O Ha3HA4YCHU A,
OTITYCKA€MbIX B YCTAHOBJICHHOM ITOPAJKE 110 peLCITaM Bpa‘{eﬁ
OecriaTHO Ipy aMOyIATOPHOM JICUSHUH TPaXIaHaM,
3apeTUCTPUPOBAHHBIM Ha TeppuTopuu OpeHOyprekoit obnactu
CHOmcok U3MEHSIOMNX JOKYMEHTOB
(8 pen. [locranosnenus llpaButenscTBa OpeHOYPrekoii oomacTu
ot 24.09.2015 N 731-n)

N Kareropuu 3abosieBanuii u
1/ TPYIIIBI HACEICHHUSI

Ilepedens JIEKApPCTBEHHBIX IPENAPATOB U U3IEIUI
MEIMUIIMHCKOr0 Ha3sHaYeHus <*>

1 2

3

Kareropun 3a0oneBanuit

1. | AgaucoHoBa OOJIE3HB

TOPMOHBI KOPbI HAAIIOUYCYHHUKOB (MI/IHepaJ'IO- nu
FJ'IIOKOKOpTI/IKOHI[BI)

2. |bonesns [lapkuHcona

npotuBonapkuHconnyeckue JIIT

3. |BponxuanpHas acTMa

JIIT noig neyeHus JaHHOTO 3a00JeBaHUs

4. |T'ematomorudeckue 3a00JI€BaHUS,
reMo0J1aCTO3bI, IIUTOIEHHS, HACIIEICTBEHHBIE
reMOTIaTHH

IMUTOCTATHUKU, I/IMMYHOJlereccaHTBI,
UMMYHOKOPPEKTOPBI, CTEPOUIHBIE U HECTEPOUIHDIE
TOPMOHBI, aHTUOMOTHKY U APYTUE TPENapaThl s
JICYCHUS TaHHBIX 3a00JICBaHUH 1 KOPPEKIIUU
OCJIOKHEHUH UX JIeUeHUS

5. |Tl'enarouepeOpanbHas TUCTpodus

(hepMeHTBI, ICUXOCTUMYJISITOPBI, BUTAMUHBI,
OHOCTHUMYISITOPBI

6. |l'uno¢wuszapHbiii HAHU3M <***>

aHa0oIHYEeCKHE CTCPOUIbI, COMaTOTpOHHLIﬁ
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TOPMOH, ITOJIOBBIC TOPMOHBI, UHCYJIUH, TUPCOUIHBIC
npenaparhl, MIOJIMBUTAMWHBL

7. |I'maykoma, KaTapakTa AHTHUXOJMHACTEPA3HbIC, XOJTMHOMUMETHYECKHE,
JeruApaTalioHHbIe, MOYETOHHBIE TIPETapaThl
8. | Hetckue nepebpanbHble Mapannyu JIIT anst nedeHust JaHHOTO 3a00JIeBaHUS
9. | duaber caxapHblii <**> TIperapaTsl s JISYeHUS COITyTCTBYIOIINX
3a00J1eBaHuUi
10. |/luaGet HecaxapHBIit JIEKapCTBEHHBIE TIpeTIapaThl
11. | WuadapkT Muokapa (mepBbIe IIeCTh JIIT nnist medenust JaHHOTO 3a00JIEBaHUS
MECSIIICB)
12. |JlyueBas Gone3Hb JIT mist medeHust JaHHOTO 3a00JIeBaHUS
13. |Muacrenus aHTuxonuHicTepasusle JIII, creponiHble TOPMOHBI
14. | Muonatus JIIT g71st medyenus JaHHOTo 3a00JIeBaHuUs
15. | MosxkeukoBas aTakcusi Mapu JIT st medeHust JaHHOTO 3a00JIeBaHUS
16. |Octpas nepemexatomiascs nophupus AHAJIIETHKH, 0eTa-0JI0KATOPbI, HHO3WH, aHIPOTCHBI
17. | Onxonoruyeckue 3aboneBanus <**> AHAJIBI€THUKH, NIPENapaThl IS JICUCHUS
COITYyTCTBYIOIINX 3a00JICBaHUM, TICPEBI3OYHBIC
MaTepuabl HHKypaOeIbHbIM OONBHBIM
18. |Ilepecamka opraHoB u TKaHEeW <***> UMMYHOJICIIPECCAHTBI, UUTOCTATUKU, CTEPOUJIHBIE
TOPMOHBI, IPOTHBOTPUOKOBEIE,
NPOTHUBOTEPIIETHYECKHE U
NPOTHBOMMMYHOBHPYCHBIE MIPETIapaThl,
AHTUOMOTHKH, YPOCETITUKH, AaHTUKOAryJISTHTHI,
Jie3arperanTbl, KOPOHAPOJIUTUKHU, AaHTATOHUCTEI
KaJbIIUs, IPerapaThl KaUsl, THIIOTEH3UBHBIE
IperapaThl, CIa3MOJIUTUKH, TUYPETHKH,
rernaTonpoTEKTOPhI, PEePMEHTHI OIKEITY IOUHON
HKeIe3bl
19. |PaccesiHHBIH cKIlepo3 <***> JIIT nns nedyeHus na”HHOTO 3a00JIE€BAHUSA
20. |PeBmaTommHBIN apTpUT <****> g CTEPOUIHBIE TOPMOHBI, ITATOCTATHKH, TIPETIapaThI
peBMaTu3M, CUCTEMHas (0cTpas) KpacHas KOJIJIOWHOTO 30JI0Ta, IPOTHBOBOCHIAINTENbHBIE
BOJIYaHKa, Oomne3Hb bextepeBa HECTEPOUIHBIE TPEnapaThl, aAHTHOMOTHKH,
AHTUTHCTAMHHHBIE TPETapaThl, CEpICUHbIC
[JIMKO3H/Ibl, KOPOHAPOJIUTUKH, MOUYETOHHBIE,
AHTarOHUCTHI KaNbIIUs, TpernapaThl Kaus,
XOHJIPOIIPOTEKTOPBI, HMMYHO/IETIPECCAHTHI, 110
WHIMBUAYaTBHBIM MEAULIMHCKUM HOKa3aHUSIM
MOHOKJIOHAJIbHbIE aHTHUTEIIA
21. | CucreMHbIE XpOHUUECKHUE TSDKEIBIE JIIT anst nedeHust JaHHOTO 3a00JIeBaHUS
3a00J1€BaHuUs KOXKH
22. | CocTosiHHE TIOCIIE OTepalyii o AHTHUKOATryJISTHTHI

MMPOTE3UPOBAHUIO KJIAIIAHOB CEpALa




23. | CIIMA, BUY-unpuumpoBaHHbie <**> MIpenapaTsl AJs JIEYEHUs COMYyTCTBYIOIINX
3aboeBaHuil
24. | Tsxenas ¢popma Opyueniesa AHTUOMOTHKH, aHATBIETUKU, HECTEPOUIHBIC U

CTCPOUIHBIC TPOTUBOBOCHAIIUTEIIbHBIC IIPCIIapaThbl

25. | uzodpenus <**> u snunencus JIIT

I'pynmel HaceneHus

1. | Jletw mepBBIX TpEX JIET KU3HH, JIIT
3a UCKITIOYCHNEM JeTel, IMEIOIUX MPaBo Ha
OecruiaTHOE JIeKapCTBEHHOE oOecrieueHue o
JPYTUM OCHOBaHUSAM

2. |OtnenpHBIE KATETOPUU FPaXkIaH, JIII, UMH, nepeBsa304Hble MaTEpUabl 110
BKJITOUeHHBIE B DenepanbHblil perucTp UL, | MHAUBHIYaIbHBIM MEAHLIIMHCKAM TOKAa3aHHUAM
MMEIONINX NIPaBO Ha MOIyYCHHE
rOCyIapCTBEHHOM COIIMAIbHON NOMOILY U HE
OTKa3aBIIMNXCS OT IMOTY4YEHUsI COLUATBHOMN
YCIIYTH, IPEAYCMOTPEHHON MyHKTOM 1 yacTu
1 cratbu 6.2 @eaepanbHOro 3aKkoHa ot 17
nroid 1999 roga N 178-03 "O
roCyJapCTBEHHOU COLMAIbHOM oMoy,
HYKJAIOIKEC M0 KU3HEHHBIM ITOKa3aHUAM
B JIEKapCTBEHHBIX MpernapaTax, U3Aeausx
MEJUIIMHCKOr0 Ha3HA4YeHUsl, OTCYTCTBYIOIIUX
B [IEPEYHSX, YTBEPKACHHBIX PACTIOPSKEHUEM
IIpaButenscTBa Poccuiickoii ®denepaunn ot
30 nexabps 2014 rona N 2782-p, npukazom
MunncTepcTBa 31paBOOXpaHEeHUS U
colalbHOro pa3sutus Poccuiickoi
®enepaunu ot 9 auBaps 2007 roga N 1

(1. 2 B pen. [Tocranosnenus [TpaButensctBa OpenOyprcekoit oonactu ot 24.09.2015 N 731-m)

<*> CoriacHO MEpeYHI0 JICKApPCTBEHHBIX MpPENapaTroB, BKIIOUYEHHOMY B TEPPUTOPUAIBHYIO
IpOrpaMMy rOCYJapCTBEHHBIX rapaHTHUH OECIJIaTHOTO OKa3aHMs IpakIaHaM MEIULIHMHCKOW MOMOIIM Ha
tepputropur OpeHOyprckoit odnacTu.

<**> [lanueHTsl, CTpajalollre JaHHBIMH 3a00JICBAaHUSMH, OOECIIEUHMBAIOTCS JIEKAPCTBEHHBIMH
npenapaTaMu B COOTBETCTBHHM ¢ noctaHoBieHueM llpaBurenscrsa OpeHOyprekoii oonactu ot 23 stHBaps
2013 roxga N 58-im "O nopsiake peanuzanuu B OpeHOYprckoi 00JacTi Mep COILMAIBLHONW MOIACPIKKH 110
OecriaTHOMY JIEKAPCTBEHHOMY OOECIIEYEHHMIO TpaXKIaH, CTPaJalolIMX COLMAIbHO 3HAYUMBIMHU
3a00JIeBaHUSAMH, IPU aMOYJIaTOPHOM JICUCHUX JaHHBIX 3a00J1eBaHMiA" .

<*##*#> [lanmeHTbl, CTpajalolide JaHHBIMU 3a00JIeBaHUSAMH, O0ECIIEYHMBAIOTCS JIEKAPCTBEHHBIMU
mpernaparaMyd, HE BXOSMIIMMH B TIIepEYeHb LEHTPAJIM30BAHHO 3aKylaeMbIX 3a CYET CpeJCTB
¢benepanbHOro OIOIKETa JIEKAPCTBEHHBIX INPENapaTroB, MpeIHa3HAYCHHBIX ISl JICYEHUS OOJIbHBIX
3JI0KaY€CTBEHHBIMH HOBOOOPAa30BaHUSAMU JMM(OUIHON, KPOBETBOPHOM M POJACTBEHHBIX WM TKaHEH,
remModuirei, MyKOBHCIIUA030M, THIO(HU3apHBIM HAHU3MOM, 00JIe3HBIO | o1I1e, pacCesHHBIM CKIIEPO30M, a
TaK)Ke TMOCJe TPAHCIUIAHTAlMM OpraHoB W (WIM) TKaHEH, B COOTBETCTBHH C DACHOPSIKEHHEM
IIpaButenscTBa Poccuiickoit ®eneparnuu ot 31 mekadpst 2008 roma N 2053-p, HO HEOOXOIUMBIMH TIO
MEIUIIMHCKAM MTOKa3aHMUSIM.

<KFE*X> PeBMATOMITHBIN apTPUT - 3a MCKIIOYCHHEM 3a00JIeBaHWM, OTHECEHHBIX K DPEIKHUM
(opdannbIM) 3a00J€BaHUAM, JIEKAPCTBEHHOE 00ECIeUeHHE KOTOPHIX OCYIIECTBIISIETCS B COOTBETCTBHU C
nocranoBiieHneM IlpaButensctBa OpenOyprckoit obmactu ot 29 npexadbps 2012 roma N 1170-m "O
OecrmatHOM oOecnedueHnu TpaxknaaH Poccwiickoit @enmepanny, NPOXKHUBAIINX Ha TEPPUTOPUHU
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8

Open0Oyprckoii 00J1acTH, 3apeTUCTPUPOBAHHBIMU B YCTAHOBIICHHOM TTOPSIKE HA TEPPUTOPHH Poccuiickoii
Oenepani  JEKapCTBEHHBIMU TIperaparaMy Ui JiedeHHs 3a00JeBaHWN, BKIIOYCHHBIX B IepeueHb
KU3HEYTPOKAIOUIMX W XPOHWYECKHX TMPOTPECCHPYIOMMX peAkux (opdaHHBIX) 3a0oieBaHMH,
MPUBOAIINX K COKpAIICHHUIO MPOAOKUTENBHOCTH JKU3HM TpaXKIaH WIM HX HHBAIUAHOCTH, NpU
aMOyJTaTOPHOM JIEYeHUH TaHHBIX 3a00meBaHnit".

5.

10.

1.

Hi

3axon Openbypeckoii obnacmu om 12.01.2005 Ne 1756/284-111-O3 «O wmepax coyuanvroi
NOO0EPIAHCKU MHO200EMHbIX CeMelly

JleTr U3 MHOTOAE€THBIX ceMel 10 6 JieT.

HJ

[Nocranornenue IlpaButenscrBa OpeHOyprekoit oomactu ot 29.12.2012 Ne 1170-m «O GecruiaTHOM
obecrnieuennu Tpaxkgan Poccuiickoit @enepanun, MpOKHUBAOMMX Ha Tepputopun OpeHOyprckoi
o0acTH, 3aperUCTPUPOBAHHBIMH B YCTAaHOBJICHHOM TOpsAAKE Ha Tepputopuu Poccuiickoit
Odenepanyy JICKApCTBEHHBIMU TpeNapaTaMH JUIsl JICUeHUs 3a00JICBaHNl, BKIIOYCHHBIX B IEPCUYCHb
JKU3HEYTPOXKAOIINX W XPOHWYECKHX IPOTPECCHUPYIONMX peAakux (opdaHHBIX) 3a00J1€BaHUH,
MPHUBOAIINX K COKPAIICHUIO TPOJOJDKUTENFHOCTH KU3HU TPAKIAH WIM WX WHBAJIUIHOCTH, TPHU
aMOyIaTOPHOM JICYCHUH JTAaHHBIX 3a0oieBaHui). B mocTaHOBIeHMH MpUBENCH MEPEYCHb KaTeropuid
3a00sIeBaHNH, KOTOPbIE CUMUTAIOTCS OphaHHBIMU W MEpeYeHbh COOTBETCTBYIOIINX MM MpernaparoB. B
HacTosIee BpeMs Bemercs (emepaidbHBIA peructp 3TuxX OonbHEIX. [lepeueHs 3aboneBaHUil U
nepeveHb MPenapaToB MOTYT JOMOIHSTHCS.

Opdannbie 3a00J1eBanus.

HI

Hocmanoenenue Ilpasumenvcmea Openbypeckou obracmu om 25.04.2013 Ne 344-n «O6
obecneyeHuy NOTHOYEHHLIM NUMAHUEM OEPeMEHHbIX JHCeHWUH, KOPMAWUX Mmamepetl, a makdice
Odemeii 8 o3pacme 0o mpex iem 6 Openbypeckoli 061acmu no 3aKIOYEHUI0 8payelly

IHo1HOEHHOE IUTAHMeE.

HI

3axon Openbypeckoii obnacmu om 02.11.2004 Ne 1523/254-111-O3 «O wmepax coyuanvroi
HOO0EPIHCKU HCEPMB NOTUMULECKUX PENPEeCCULly

50%

Tpy:KeHHKH THLJIa U :KePTBbI MOJUTHYECKUX penipeccuii (HeOonbIIas rpymma, B MecsI He 6oee 5
perieniToB B anteke). Eciu y 9T0i KaTeropuu eCTh MHBAIMIHOCTD, TO OHU BEIOMPArOT (henepaabHyIo
meroty OHJIIT (commaker).

Hi

Hocmanoenenue I[lpasumenvcmea Openbypeckoii odoracmu om 25.12.2014 Ne 1001-n «O nopsoke
peanuzayuu 3axona Openodypeckoti ooracmu om 31 oxmabpa 2014 2ooa N 2575/733-V-03 "O mepax
COYUANBHOU NOOOEPHCKU OMOCIbHbIX Kame2opuil epadxcoawn, npodxcusarowux 6 Opendypeckoi
obracmuy

50%

Jetu Boiinbl (HeOOoIbIIAs TPYIIa, B MECSI He OoJiee 15 perenToB B anTeke).

Lloeosop meancdy MO u AO

(ocnosanue - Hayuonanvuwiii npoexm «300posbe»)

Oobecneyenre BATAMHMHHBIMHY NIpeNiapaTaMy 0 POJOBBIM cepTUHKATAM.

IIpakTuyeckas padora

CjoBapb TEpPMHHOB:

peuent na JIII [3] cr. 4

TpedoBanne MO [3] cT. 4

(opMbI penenTypHBIX 0JIaHKOB U TPeOOBaHUS K HX 3anmojHeHuo [9-10]

npefeJibHO JIOMYCTUMOE KOJUYECTBO OTHAEJbHBIX HAPKOTHYeCcKHX W mncuxorponubix JIII aas
BhINUChIBaHus Ha oxuH peuent [10] IV mpuu. 1

peKoOMeH/I0BaHHOEe KOJIH4ecTBO oTAeabHbIX JIIT 1151 BeinuchiBanus Ha oqun penent [10] 1V mpur.

2

nalInaTHBHASI MEAMIUHCKAsA moMous [4], cT. 36
Nopsiiok o)opMJIEHHS M XpaHeHHus TpeGoBanuii-HakaaaubIx [11] mpua., 111, [8] mpua. 13, 11
TOPSIIOK XpaHeHHsl pelenTypHbIX o1ankos [9, 10]
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OTMETKH, IPOCTaBJisieMble (hapManeBTHYECKHM padoTHukoM npu ormycke JIIT u3 AO [11] m. 9-13
cpoxu aeiicteus peuentos [9] mpuu. 1, [10] mpua. 3, |

CPOKH o0cay:kuBaHus penentos [11] m. 6

cpoxu xpanenus peuentos [11] m. 14

HapylleHHe NepBUYHOI 1 BTOpu4uHOii ynakoBku JIIT npu otnycke u3 AO [11] m. 8

uHpopmanusi o JIII, npenocrapisieMasi papmManeBTHYECKMM PadoTHUKOM npu otmycke u3 AO [11]
m 16, 17

BbI1aya curuarypsi [11] m. 22

TpedoBaHus, NpeabsaBaAsieMble K BoiBecke AO [14] m. 22

pa3memenue Ha BuTpuHax JIII, ornyckaemMbIx 0e3 penenToB u no penentam [14] m. 34-36
uHpopManusi B TOProBoii 30He AO B y1o6HOM /UIsi 0003peHnst nokynaresst mecrte [14] m. 55
uHpopmauusn o JIII, koropyio ¢papmaneBTHYECKHI pa0OTHUK He BIIPaBe CKPHIBATh OT MOKYyNaTels
[14] n. 54

COMPOBOANTEIbHAA [OKYMEHTAIIUSI HA TOBAap AaNTEYHOT0 AacCOPTUMEHTa, C KOTOPOii
(dapmaneBTHYECKHIT PAOOTHHK MOKET 03HAKOMUTH MOKYNATeJIs 10 ero TpedoBanuio [14] . 56

2. Tlepeuens JXHBJIII (tiens npuMenenHus, coaepkanue) [7] mpui. 1-4

Bonpocek! 111 cAMOKOHTPOJIS

1. Oprammszanus paboTel anTeku 1o npuéMmy peuentoB, ortnycky JIII w  agpyrux ToBapoB
(apMareBTH4YECKOro acCOpTUMEHTa (BUABI OTIYCKa, OCHOBHBIE HOPMATHUBHBIC JOKYMEHTHI, OTAEIBI
anTeKH, CICIHAINCTBl AaNTeKH, OCYIIECTBIAIOMNX TPHEM pEHenToB U OTIYCK JIEKapCTB).
OO0opynoBaHue W OCHaIIEHHE Pa0OYMX MECT MPOBU30POB U (HapMaleBTOB MO MPUEMY PELENTOB U
ormycky JIIT u mpyrux ToBapoB (hapManeBTHYECKOro accopTUMeHTa. TexHomorus otmycka JIIT mo
peuentaM (penent, MPU3HAKH PpeIenTa, MPOLIeAyphl TEXHOJOTHH OTIycka). dapmareBTHyeckas
JKCHEPTU3a pelenTa (3Tarnbl, 00s3aTeNbHbIC U JOMOJTHUTEIbHBIC PEKBH3UTHI, MOPSIOK MIPOBEICHUS).
[Mopsinok otmycka JIIT mo nerotusiM perentam [1], [2] erp. 274-281

2. Tlopsimok M3rOTOBJIEHUS U pacHpeeeHus] CIICIHATbHBIX PEHENTYPHBIX OJaHKOB HA HAPKOTHYECKHUE
n mncuxorporHeie JIII. CnemumaneHeni penentypHblii Omank (dpopma 107/Y-HII). IlpaBuna
oopmienus hopmer 107/Y-HIT [9]

3. @opmbl penentypHbix OnankoB 148-1/y-88, 148-1/y-04(m), 148-1/y-06(m), 107-1/y. Tlopsmox
Ha3HAUYEHHs ¥ BBIUCHIBAaHHS JIEKAPCTBEHHBIX IpenaparoB. [lopsmok odopmiieHHs penenTypHBIX
6nankoB Ha JITT, ux y4era u xpanenus [10]

4. Tlopsanok odopmicHUss TpeOOBaHUH-HAKIATHBIX B AaNTEYHYI0 OpraHH3alldi0 Ha MOJy4YeHHUe
JIEKapCTBEHHBIX TPENapaToB Il MEAUIIMHCKUX opranu3armii [11], [8]

5. Topsimok ormycka JIIT st MEAWIIMHCKOTO NMPUMEHEHHs, B TOM 4nclie HMMyHoOnonornaeckux JIII,
anTeYHbIMH OPraHU3ALUSIMHU, WHIUBUAYAIbHBIMU MPEANPUHUMATEIISIMH, UMCIOIIMMH JIUICH3UIO HA
(hapMarieBTHIECKYIO AeITeNbHOCTE [11]

6. Ilopsmok oTmycka JEeKapCTBEHHBIX HpErapaToB, COACPIKAIIUX Majble KOJMYECTBA HAPKOTHYECKHX
CPEJICTB, TICUXOTPOIHBIX BELIECTB U HX MpeKypcopoB [12]

7. TlpaBuna peructpanuu onepamuii, CBI3aHHBIX ¢ 00paIIeHuEM JIEKAPCTBEHHBIX CPECTB, TOJIEKAIINX
[PEIMETHO-KOJIMYECTBEHHOMY y4eTy, u oopmiieHne ot4eToB [5, 6, 13]

8. [Ilporecchl AesTEIPHOCTH CYOBbEKTa POSHUYHOM TOPTOBIM TOBApPAMH AIITEUYHOT'O aCCOPTUMEHTA
[14] VI

9. Peanm3zanus ToBapoB anTevyHOro accoptumenta [14] VII

10. [IpoBenenue ouenku aestensHocTH AO (BHyTpeHHero ayauta) [14] VIII

CnMcok peKoMeHyeMoii TuTepaTypbl
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TeopeTnueckuii Matepuai.

2. YmupasieHue u skoHoMuka papmarmu: yueOnuk / nox pen. U.A. Hapkesuua. — M.: I'DOTAP-Menua,

2017.-928 c.

Oenepanbhbiii 3akoH 0T 12.04.2010 Ne 61-D3 «O6 oOparieHny JeKapCTBEHHBIX CPEACTBY.

4. Oenepanbhbiii 3akoH oT 21.11.2011 Ne 323-®3 «O0 ocHOBax OXpaHBI 37I0POBbSI TPaXKIaH B
Poccuiickoit ®enepaunn».

5. Tlocranosnenue [IpaBurensctBa PO ot 04.11.2006 Ne 644 «O mopsiake MpeaCTaBICHHS CBEICHHUHA O

JESITeIbHOCTH, CBA3aHHOH € OOOpPOTOM HAPKOTHYECKHX CPEICTB W ICHUXOTPOIHBIX BEILECTB, H
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perucTpanuy OIepalui, CBS3aHHBIX C OOOPOTOM HApKOTHYECKUX CPEICTB M IICUXOTPOIHBIX
BEILIECTBY.

ITocranoBnenue IIpaBurensctBa PO ot 09.06.2010 Ne 419 «O mnpencraBieHUU CBEICHUN O
JESITeIbHOCTH, CBA3aHHOW C O0OOPOTOM NPEKYPCOPOB HAPKOTHUECKUX CPEACTB M IMCHUXOTPOIHBIX
BEIIIECTB, U PETUCTPALMY ONEPALNii, CBSI3aHHBIX C UX 000POTOMY.

Pacriopsoxenwne [IpaButensecta PO ot 23.10.2017 Ne 2323-p <OO6 yTBep>KICHHUH TIEPEIHS KU3HEHHO
HEOOXOMUMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX mpemaparoB Ha 2018 rom, a Takke mepeuHen
JIEKapCTBEHHBIX TPENapaToB AJAs MEIUIMHCKOTO NPUMEHEHHs U MHHHMAJIBHOI'O acCOPTHUMEHTA
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOAUMBIX IJIS1 OKA3aHUSI MEAUIIUHCKOMN TOMOIIIT>

IIpuxa3z Munzapascornpaszsutus PO ot 12.02.2007 Ne 110 «O nopsiike Ha3HaAUEHUS U BBIIMCHIBAHUS
JIC, UMH u criennanu3upoBaHHBIX TPOIYKTaX Je4eOHOTO TUTAHUS».

IIpukaz MunzapaBa Poccum ot 01.08.2012Ne 541 «O6 yrBepkaeHnn (HOpMbI OJIAaHKOB PELIENTOB,
COJIepKalllMX Ha3HAUYE€HHWE HApKOTHYECKUX CPEACTB MJIM TCHUXOTPOMHBIX BEILIECTB, MOPSJIKA HX
M3TOTOBJICHUS, paclipeeNIeHNs, pETUCTPALNH, YIeTa U XpaHEHHS, a TAKKe IPaBUII 0)OPMIICHUS».
IIpukaz MunzapaBa Poccum ot 20.12.2012 Ne 1175 «O06 yTBep>KACHHH TMOpSAAKA HAa3HAYECHUS U
BBINMCBHIBAHUSI JIEKAPCTBEHHBIX IMIPENapaToB, a Takke (opM peunenTypHelx OJaHKOB Ha
JIeKapCTBEHHBIE TIPEMapaThl, MOpsAKa 0POPMIICHNS YKa3aHHBIX OJIAHKOB, UX Y4eTa U XPaHEHHS».
IIpukaz MunzagpaBa Poccum ot 11.07.2017 Ne 403 «OO06 yTBEpKAEHWH TPABWI OTITyCKa
JIEKapCTBEHHBIX MpPEnapaToB AJIs1 MEAMLMHCKOIO IIPUMEHEHHUS], B TOM YUCIIE UMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MIpenapaTos, anTeYyHBIMU OpraHu3alMsIMH, VHIUBUAYaTbHBIMH
NpeANpPUHAMATEISIMHA, IMEIOIIMMHE JIMIIEH3UIO Ha (apManeBTHUECKYIO ACSTEILHOCTDY.

[Tpuxa3z Munzapascoupaszsutis Poccun ot 17.05.2012 Ne 5621 «O06 yrBepxnenun [lopsaka otmycka
(GU3NYECKUM JIMIIAM JIEKaPCTBEHHBIX NPENapaToB s MEAMIMHCKOTO MPHUMEHECHUS, COJCpPKaIIUX
KpOME MaJbIX KOJIMYECTB HAPKOTHUECKUX CPENICTB, ICUXOTPOIHBIX BEIIECTB M HUX NPEKypCcOpOB
Ipyrue (papMakoIoruuecKue aKTUBHBIC BELIECTBAY.

[Ipukaz MunznpaBa Poccum ot 17.06.2013 Ne 378 «OO0 yTBepKIeHHH NpPaBUI PETUCTPALIUU
orepanuii, CBA3aHHBIX C OOpallleHHeM JIEKAPCTBEHHBIX CPEICTB Ui MEAUIMHCKOTO MPUMEHEHHS,
BKJIFOUEHHBIX B ME€pEeUeHb JIEKApPCTBEHHBIX CPEJCTB A METUIIMHCKOTO NMPUMEHEHUS, MOJIeKaIINX
NPEIMETHO-KOJIMYECTBEHHOMY YYeTy, B CIELHMaJbHBIX JKypHajlaxX ydera OIepalnuid, CBS3aHHBIX C
oOpalieHneM JIeKapCTBEHHBIX CPEACTB Ui MEIUIMHCKOTO TPUMEHEHUs, W TpaBWUi BEACHUS WU
XpaHEHUs] CHENUANBHBIX JKYpHAJIOB ydeTa OINepaluii, CBSI3aHHBIX C OOpalleHHEeM JIeKapCTBEHHBIX
CPEICTB AJIsl MEAULIMHCKOTO IPUMEHEHUSD.

[Tpuka3 MunzapaBa Poccum ot 31.08.2016 Ne 647n «OO0 yrBepkaenuu IlpaBun Hagnexarei
anTevyHOM MPaKTHKH JIEKAPCTBEHHBIX MPENapaToB sl METUIIMHCKOTO TPUMEHEHHS.

ITpukaz Munzzapasa Poccun ot 22.04.2014 Ne 183n «OO0 yTBepXIEHHH MNEpPEUHs JIEKaPCTBEHHBIX
CPEACTB AJIsl MEAULIMHCKOTO MPUMEHEHHUS, MTOAJIEKAINX IPEAMETHO-KOINYECTBEHHOMY YUETY».



