3ansaTe 6. OCOOCHHOCTH PeaJTH3ANNH M OTHYCKA JEKAPCTBEHHLIX HPEnapaToB M JPYIHUX
TOBAPOB dhapManeBTHYECKOTO ACCOPTHUMEHTA. Oo0ecneuenue JeKapCTBEHHLIMH
npenaparaMi rpasxkaial, HMEIIX NPaBo Ha COUAJILHYIO TOMOIIL

Teoperuyeckuii MaTepua

OCOBEHHOCTHU PEAJIM3AIIMA U OTITY CKA JIEKAPCTBEHHbBIX
IPEINAPATOB 1 IPYTUX TOBAPOB ®APMALIEBTUYECKOI'O
ACCOPTUMEHTA

|. Buapl oTIycKa TOBApOB U3 ANTEYHBIX OPraHu3aIMii.
Opranuzanus padoThl aNTeKH M0 NPHeMy PelleliTOB M OTIYCKY JeKapPCTB

Otmyck JsiekapcTBeHHbIX mpenapatoB (JIII) B coorBercTBHHM ¢ DemepaibHbIM 3aKOHOM OT
12.04.2010 Ne 61-@3 «O06 ob6pamenun JIC» — 310 omma m3 cocraBisomux obpamenus JIC wu
(apMaleBTUUECKON AEATENBHOCTH. DTO MOHATHE MPUMEHSETCS B OTHOIICHUH ANTEYHBIX OpraHu3aluii
(AO). B anrTeuHoii opraHu3aIiii BO3MOXHBI iBa BuAa ormycka JIII - perentypHbiii u 6e3perienTypHbIi.

Iopsimox otmycka JIIT mo petienitam Bpadeii 11 6€3 pelienToB periiaMeHTHPOBaH
e npukazoMm MunszapaBa Poccum ot 11.07.2017 Ne 403 «OO0 yTBEepKICHHMM NPAaBHJI OTIyCKa

JIEKApCTBEHHBIX TPENaparoB AJis MEAUIUHCKOTO MPUMEHEHUS, B TOM YUCIIE UMMYHOOHOIOTHUECKUX
JIEKapCTBEHHBIX MIpenaparos, anTeYHbIMU OpraHu3alysIMH, WHAWBULY aJTbHBIMU
IpeANPUHAMATESIMH, UMEIOIIUMHU JIMLEH3UI0 Ha (apMalleBTHUECKYIO AEATEIbHOCTh

Iopsinok HazHaueHus U BeinuchiBaHuA JIC onpeaenéH npruka3amu:

e 1npuka3z MunznpaBa Poccum ot 01.08.2012Ne 54n «OO0 yrBepkaeHUU (OPMBI OJIAHKOB PEIICTITOB,
COJlepKallluX Ha3HA4YeHHWE HApKOTHYECKUX CPEJCTB MJIM TCHUXOTPOMHBIX BEILIECTB, IMOPSJIKAa HX
W3TOTOBJICHUS, paclipe/eNIeHNs, pETUCTPAIINH, YUeTa U XPaHSHHS, a TAKKE PaBUI 0()OPMIICHHS.

e mpuka3z MunzapaBa Poccun ot 20.12.2012 Ne 11758 «OO0 yTBepX ACHUW TMOPSAAKA HA3HAYCHHS H
BBINMCBHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, a Takke (OopM peLentypHsIXx OJaHKOB Ha
JIeKapCTBEHHBIE TIPETapaThl, MOpsAKa OPOPMIICHNS YKa3aHHBIX OJIAHKOB, UX Y4eTa U XPaHCHH».

ITopsiaoK Ha3HAYEHHS M BBITIUCHIBAHUS MEIUITUHCKUX u3aenuii (MU) ycraHoBIeH
e mnpukazoMm MwunzapaBa Poccum ot 20.12.2012 Ne 11811 «O0 yTBepKaeHUH MOPAIKAa HA3HAYCHUS H

BBINUCBHIBAHUSI MEAWLMHCKUAX H3IeNuil, a Takxke (hopM penenTypHbIX OJaHKOB HAa MEIWLMHCKHE
W3IENHs U IopaaKa opOpMIICHHUS YKa3aHHBIX OJJaHKOB, X YU€Ta U XPaHCHUS».

[Mopsimok  odopmiieHus: TpeOoOBaHMIT OT MemulMHCKUX opranm3anuid (MO) B AO
perJamMeHTHpOBaH
e npuka3zoM Munszapasconpa3sutus PO ot 12.02.2007 Ne 110 «O nopsaake Ha3HaYEHUs ¥ BBIIMCHIBAHUS

JIC, IMH u crienann3upoBaHHbIX IPOAYKTOB JICUeOHOTO ITUTAHMUS.

Bee JIII pmomxHbl oTmyckaThes B AQ TOJNBKO IO peLENTaM YCTaHOBJICHHBIX (opM, 3a
UCKIIIOYEHUEM TMpenaparoB, pa3pelieHHBIX K OTIycKy Oe3 penentoB. [lo perentaMm OTHyCKaroTCs Kak
roroBble JiekapcTBeHHbIE (hopMel (1JID), Tak 1 M3roToBIEHHBIE (IKCTEMIIOpPAJIbHBIE) B anTeke. Jpyrue ToBapsl
anTeYyHOro acCOPTUMEHTA PasperaroTcs K oTIycKy depe3 AO B coorBeTcTBHU C 1. 7 cT. 55 denepanbHOro
3akoHa OT 12.04.2010 Ne 61-®3 «OO0 obpamenun JIC» (u3genus MeIWIIMHCKOTO Ha3zHA4EHUS,
JIe3UH(PULIUPYIOIUE CPEeACTBA, HPEAMETHl M CPEICTBAa JUYHOW TWIMEHBI, MOCYAY sl MEIUIHMHCKUX
esnei, mpeaMeThl U CpeACTBa, IpeJHa3HaYeHHbIE s yX0/1a 32 OOJIbHBIMHU, HOBOPOXKCHHBIMHU U JIETHMU,
HE JIOCTUTIIUMH BO3pacTa TPEX JIET, OUYKOBYIO ONTHKY M CPEJCTBA yXoJla 3a HeW, MUHEpaJbHbIE BOIBI,
NPOAYKTHl JIeYeOHOro, JETCKOro W JHUETHYECKOro TMHUTaHWs, OWOJOTHYECKM aKTHBHBIC 100aBKH,
napdoMepHble 1 KOCMETHUYECKHE CPEJICTBA, MEAWIMHCKUE U CAaHUTApHO-TIPOCBETHTEIbHBIEC IE€YaTHbHIE
U3/laHus, TMpeIHA3HAUCHHBIC JUIs IpoNaraHasl 370poBoro oOpasa »xu3Hu.). st AO  ycraHOBieH
MHUHHAMAITbHBIH accopTumenT JIIT 1 epedeHb KH3HEHHO-He00X0MMbIX 1 BaxkHewmx JITT (GKHBJIIT):

e Pacnopsuxenue IIpasurensctBa P® ot 23.10.2017 Ne 2323-p <O0 yTBep:KIeHUU MEPEUHS KUZHEHHO
HEOOXOMUMBIX M BaXKHEWIIMX JeKapcTBEHHBIX mpenaparoB Ha 2018 rom, a Taxke mnepedHer
JIEKapCTBEHHBIX MPENapaTtoB s MEIULIUHCKOTO NPUMEHEHHS W MHUHHMAIBHOIO aCCOPTHMEHTa
JIEKapCTBEHHBIX MPENapaToB, HEOOXOANMBIX IJIsi OKa3aHHsI METUITTHCKONW TTOMOIIIN>

Hdns nmpuéMma peuenTtoB Ha TOTOBBIE W HKCTEMIOPalbHBIE JIEKAPCTBEHHBIE (POPMEI
(JID), m3roroBieHus JIeKapcTB, KOHTPOIIS HX Ka4eCTBA, OTITYCKA PELENTYPHBIX U Oe3peleNTyPHBIX TOBAPOB
B amnrekax ¢ OompmmM 00beMOM paboThl Ieaecoo0pa3Ho BBIEIATH CaMOCTOSTEIbHBIE
CTPYKTYpHBIE €IUHUIIBI (OT/IEIBI), B UUCIIO KOTOPBIX MOTYT BXO/IUTH:
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o Ortnen I'NI®, ocHOBHBIMU (YHKIUSMH KOTOPOTO SIBISIOTCS NMPUEM PEIENTOB M OTIYCK MO HUM
rotoBbix JIIT;

e perentypHO-TIpon3BoACcTBeHHBI otrnen (PIIO), B ¢dyHKIHMHM KOTOPOTO BXOAWT TMPHEM PEIEITOB
u TpeboBaHMit Ha JKCTEMITOPAITEHBIC JID, H3TOTOBJICHNE 151 odopmIteHNE
JIEKapcTB, KOHTPOJIb UX KaYeCTBa U OTIYCK;

e otaen OespeunentypHoro ormycka (BPO), opranmsyemsiii anst ornycka JIII Ge3 peuenrta Bpaua, a
TaKXe JPYrux TOBapoB (papManeBTUUYECKOro acCOPTUMEHTA.

B anrtekax ¢ meHpbmHuM o0beMoM paboTel otmen ['JID kak caMOCTOSTENBHBIA MOXKET HE
BBIJIETSITECSL M COBMeIaeTcst ¢ Apyrumu otaenamu (Hanpumep, ¢ PIIO, otmenom BPO). B 3aBucumoctn
OT IHUPOTHL M MOJHOTH accopTuMeHTa otaenl BbPO MoxeT HMMeTh JONOIHHUTEIbHBIC
MOJpa3AeeHus, HalpuMep, OTAETBl OYKOBOM ONTHKH, TOMEONATHYECKHH, MPEeIMETOB CaHUTApHH U
TUTHEHBI, JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPbHS, TUETUIECKOT0, JI€YeOHOT0 1 IETCKOTO TTUTAHKA U Jp.

1. OGopynoBanue u ocHaleHre PadOYUX MECT 10 PHEMY PeleNTOB U OTIYCKY JIeKapCTB.
CoBpeMeHHbIE TEXHOJIOTHH PALMOHAJIU3ALUHU TPyAa

Hns mpuéMa pernentoB M OTIMycKa JIEKAPCTB, a TaKKe APYTHX TOBAapOB (apMameBTHUECKOrO
ACCOPTUMEHTa B TOPrOBOM 3ajie anTeku oOopynyroTcsi pabouue MecTa, OCHAIIEHHBIE HEOOXOTUMBIM
o0opynoBaHHeM, HOPMATUBHOHN JTOKYMEHTAIIUEH U CIIPaBOYHOM JTUTEPATyPOH.

O6opynoBaHne W OCHAI[EHHE Pa0OYMX MECT MPOBU30pPOB W (DapMaIleBTOB 3aBHCAT OT O0BEMa
paboThl W OpraHW3allMOHHON CTPYKTyphl anTekd. Tak, B KpynmHbIX antekax B PIIO menecooOpaszna
OpraHu3alysi JABYX OAMHAKOBO OOOPYAOBAaHHBIX pabOYMX MECT - OJHOrO /UIsl NpUeMa pelenToB Ha
JICKapCTBEHHbIE CPEICTBA MHAMBUIYAIbHOTO W3rOTOBJICHHS, APYIroro - AJsi OTHYCKA H3TOTOBICHHBIX
JICKapCTBCHHBIX CPEACTB.

Ha paboyem wMecTe mnpoBH30pa TO NpPHEMYy pEIENTOB M OTHYCKYy IO HHAM JIEKapCTB
YCTaHABIIUBACTCS TUIIOBOE 000PYI0BaHME.

O6opynoBaHue U ocHallleHHEe pabouyero mMecta MpoBH30pa U (apMaleBTa OCYIIECTBILIOT C
YUETOM HWCTIONIB30BAaHUSI HOBBIX BApHAaHTOB OO0OpPYIOBaHUs, NPOTPECCHUBHBIX CPEACTB OPTTEXHHUKH,
CHPABOYHON JIMTEPaTyphl U HOPMATHUBHOW JTOKYMEHTAIMH (TaOMMLBI BBICIIMX PAa30BBIX M CYTOYHBIX /103
ornenbHbix JIII, mocnennee w3pmanue locyaapcrBenHoi @apmaxomeu, cmpaBounukd JIII u  ux
CHUHOHUMOB, OT/CJIbHBIC HOPMAaTUBHBIC aKTHl, PErYIHPYIOIIUE ACATEILHOCTh B chepe oOpamieHus
JIII, ToproBO#l JHesATEAbHOCTH W 3alIUTHl TpaB TMalUueHTa, Tapu(@bl HAa U3TOTOBICHHUE
sKcTeMnopanbHbIX JID u T.71.)

B nmocnennee Bpemss B AO 000pyayroTCsS aBTOMATH3MpPOBaHHbIE padovne MecCTa,
MIpeAyCMaTpUBAIOIIMe HATUINE MEPCOHAJbHBIX KOMNBIOTEPOB, MPUHTEPOB, CKAHEPOB U JPYyTOii
TexHuKH. KomIuiekcHast aBToMaTH3anms pabOuMX MeECT SBISETCS OCHOBOM MOBBIIEHHS 3((PEKTHUBHOCTH
pabotel AO, Hanpumep, B HacTosiiee BpeMss B AO aKkTUBHO BHEAPSETCS OCHOBAHHAS HAa TEXHOJIOTHU
IITPUXOBOT0 KOJAMPOBAHMSI KOMIUIEKCHAS CHCTEMa aBTOMATH3allMM U Pa3invHble WH(OpMAaIUOHHBIE
anTe4Hble cucreMbl B UHTepHeT.

Hcnonb30BaHne MHTEIUIEKTYAJIBHBIX KOHTPOJIbHO-KACCOBBIX MAIMH Aa€T BO3MOKHOCTH YCKOPUTH
o0ciTy:KMBaHMe TOKyTaTeNell, yYuThIBaTh NMPOJAHHbIE TOBApPbl B peKMMe PpeajbHOro BpeMeHH,
OCYIIECTBIIATH MOKCK TOBapa B accopTiMenTe AO 10 1ieHe, Ha3BaHUIO, IITPUXOBOMY KOY.

CucTteMbl IpeaycMaTpUBaIOT OTIYCK TOBapa Mo JbIOTHBIM peLenTam.

Takum o0pa3oMm, KOMIUIEKCHas aBToMaTu3anus pabounx mect B AO mpenensHO YIpoIiaeT
Hponecc OTIycKa JIEKapcTB M HMX ydera, 3HAYMTENbHO oOsierdaer paboTy mpoBu3opa U (hapMalieBTa,
MOBBIIIAET KAYECTBO KOHTPOJIS M CHIDKAET 3aTPaThl HA IOTEPU U OIIMOKH MepCoHaIa.

1. Kaapsi
[Mpuém penenToB W OTIYCK JIEKAPCTB, JPYTUX TOBAPOB (hapMaIleBTUYECKOTO acCOPTHMEHTA
OCYILIECTBIISIIOT JIMLA, UMEIoKe (papManeBTHYECKOE 00pa3oBaHue, U CEPTUPHUKATHI IO CIIEIMATBHOCTIM
WJIA CBUZETENHCTBA 00 aKKpEIUTALINH.

1V. TexHoJ10T4sl OTIYCKA peleNTyPHbIX JIEKAPCTBEHHBIX CPEICTB.

Penent kak JOKyMeHT
TexHOMOTNs OTITyCKa PEeNTyPHBIX JIEKAPCTBEHHBIX MPETapaToB BKIOYAET CIEAYIONINE MPOLEAYPHI:
e (hapmaneBTHUECKAs KCIICPTU3A PELICIITA;
® TaKCHUPOBAaHHME peELENnTOB, OQopMieHHEe 3aKa3a Ha H3TOTOBICHHE JIEKApCTBA, H3TOTOBIICHHUE,
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ogopMITeHIe U KOHTPOJIb H3TOTOBJICHHOTO JIEKAPCTBA;
®  OTIYCK JIEKApCTBA MOCIIE OIIIATHL
Peyenm — tuceMennoe HazHadeHue JIII mo ycTaHoBimeHHO# (dopMe, BBIIAHHOE MEIHITMHCKUM
WM BETEPUHAPHBIM paOOTHUKOM, MMCIOIIUM Ha 3TO MPaBo, B meisx otmycka JIIT wim ero usrorosneHus
U OTITyCKa.
Penerit 061ajaeT psiioM NPU3HAKOB CIIEYIOMIETO XapaKTepa:

e  MEIMIIMHCKOIO - COICPKUT OOpaleHne Bpadya 00 M3TOTOBIICHUH 1 (HJIHM) BBITAYE JIEKAPCTBA;

® JOPUAMYECKOT0 - Bpad H TPOBU30P HECYT IOPUAWYECKYIO OTBETCTBEHHOCTh B  CIlydae
HETPaBIIFHOTO  Ha3HAYeHMsI, N3TOTOBJICHHUS U OTITYCKa JIEKapCTB;

e (PMHAHCOBOIrO - CTOMMOCTPH JICKAPCTBA OOS3aTEIBHO OIUIAYMBACTCS JTUOO OOJNBHBIM, €CIU PEIEenT 3a
MOJIHYIO CTOUMOCTB, 0o JIITY, Bpad KOTOPOTo BEIMKCANI JIBIOTHBIN pElEnT (B HACTOSIIEE BpeMs
TeppuropransHbM hormoM OMC miH CTpaxOBOH KOMITAHUEH );

® Y4YeTHOr0 - TOATBEpPXKAAeT (akT peaTu3aluil PElenTyPHBIX MPErnaparoB, B T.4. IMOAEKAIINX
MIPEMETHO-KOJMYECTBEHHOMY y4eTy, TOAAKIM3HBIX TOBApPOB (HAmpuMep, STHIOBOTO CIHpPTa IO
pelenTaM HHANBUAYATLHOTO NU3TOTOBJICHMS).

V. @apmaneBTHYECKast IKcNepTH3a pelenta. @opMbl pelenTyPHBIX 0JIAHKOB

B nemsix mpuHATHS OOBEKTHBHOTO PEIICHUS O BO3MOXHOCTAX ormycka JIC mo mocTynuBIIeMy
peuenty npoBu3op (papmareBT) TIPOBOIUT €ro hapMareBTHYECKYIO SKCIIEPTU3Y.

Dapmauesmuueckan IKcnepmu3a peyenma - OIEHKA COOTBETCTBHSA MOCTYNMHBIIUX B alTeKy
pelenToB JeHCTBYIOIINM HOPMAaTHBHBIM TpeOOBaHUSIM (10 TpaBWIaM BBIMMCHIBAHHUSA DPELENTOB U
OTITYCKY JIEKapCTB 110 HUM).

[Ipomienypa dapManeBTHIeCKOW OKCHEPTU3Bl PEIEeNTOB BKIIOYAET OCHOBHBIE JTambl IO
OTIPEICIICHHIO:
®  TIPaBOMOYHOCTH JIMLIA, BHINKCABILIETO PELIET;
®  COOTBETCTBHS (POPMBI PELENITYPHOTO OJIaHKa,
® HaIMYMA OCHOBHBIX M JOTNOJHUTENBHBIX PEKBU3UTOB YCTAHOBJIEHHBIM IIpaBUJaM BBITUCHIBAHUS

PELEeTTOoB;
®  CPOKOB JICHCTBUS PELIECIITOB;
®  COOTBETCTBUS peIeNTa yCTaHOBJICHHOMY MopsiaKy oTmycka JIIT n3 AO.

PenienTel AOMKHBI BHINKMCHIBaHMS HAa ONaHKax, OTHEYaTaHHBIX THUIOTPAQCKUM CIIOCOOOM IO
yCTaHOBIEHHBIM (hopMmaM. B cooTBeTcTBUY ¢ mpuka3amu 54H 1 1175H HCTIONB3YIOT ONaHKA CIIEAYIOIIHX
¢dopM: crienManbHBIA PEUENTYPHBIH OJIAHK Ha HapKOTHYECKOE CPEICTBO M TICHXOTPOITHOE BEIECTBO,
peuentypHbie Oanku Gopm Ne 148-1/y-04(:1), Ne 148-1/y-06(:1), Ne 148-1/y-88, Ne107-y.

Jlroboii pemnent He3aBUCHMO OT (OPMBI pEIENTypHOro OJaHKa W XapakTepa JeWCTBHS
BBIITUCAHHBIX JIEKAPCTBEHHBIX CPEJCTB JOJDKEH COJNEPXkATh CIEIYIONINEe OCHOBHbIE (00si3aTesIbHbIE)
PEKBU3HTHI:

e mramn MO (¢ ykazanuem HaumeHoBaHus MO, eé aapeca u TenedoHa);
®  J1aTy BBIMCKHU PEIIETITa;

e @.N.O. 0OTBHOTO U €ro BO3PACT;

o  @.N.O. MemuIMHCKOro pabOTHUKA;

e HaumeHoBanue JIII (Ha TaTHHCKOM f3BIKE);
e jno3upoBka JIIT;

e xomuuectso JIII;
® Crnoco0 MNpPUMEHEHHUS Ha PYCCKOM HJIM PYCCKOM M HAIlMOHAJILHOM sI3bIKaxX (3ampeniaceTcs
OTPaHUYHMBATKLCS OOIMUMHY YKa3zaHusMU Tuna «M3BecTHOY, «BHYTpeHHEEY);
e  [OANKUCH U JIMYHYIO IIeYaTh Bpaya.
JlonoJIHUTEeIbHbIE PEKBU3UTHI ONPEICIAIOTCS Xapakrepom mpomnucanHoro JIII w/unu
dopmoii peuentypHoro GJiaHka.

V1. Ilopsiaok OTIyCcKA JIeKAPCTBEHHBIX MPENapaToB MO JbIOTHHIM penenTam
N3 denepanbHoro oOmoaxera obecneyenue JIII ocymiecTBiasieTcsi MO0 NPUIOKEHHAM K

Pacnopst:kenuro IlpaButesnscTBa P® ot 23.10.2017 N 2323-p <O0 yTrBep:KIeHHHM Nepe4Hs
JKU3HEHHO HeO00XOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX npenapatos Ha 2018 roa, a Takike
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nepevyHeil JieKAPCTBEHHLIX MpenapaToB AJdsi MeIUIIMHCKOr0 NPUMEHEHUs] U MHHHMAJILHOIO
ACCOPTHMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAMMBIX JIsl OKAa3aHUsl MeTUIIHHCKOM
MNOMOIII>

N3 permonanbHoro Omomxera obecneyenue JIII (coumaabHO-3HAYMMBIE 3200JI€BAHMS)
ocymecTBiasierca mo npwi. 3 k TepputopuanbHoii mporpamme IlocranoBinenue IlpaButesbcTBa
OpenoOyprekoii  odmactu ot 25.12.2014 Ne 1004-m «O0 yTBep:KAeHHM TeppUTOPHAIbLHOI
MPOrpaMMbl TOCyJapCTBEHHBIX TapaHTHHl 0ecIUIaTHOTO OKa3aHUsl TPa’kIaHaM HAa TEPPUTOPHH
Openodyprekoii o61acTu MeAuuuHCKO momouu Ha 2015 roa u Ha niaHoBbIi nepuox 2016 u 2017
TOJI0B».

* [Ipumeyanue. HJl — HopMaTUBHBIE JOKYMEHTHI

Hanpagjienusi 1broTHOro oéecnevyeHust

1. HJ
Dedepanvblii 3axkon om 17.07.1999 No 178-D3 «O cocydapcmeentoll coyuanbHOU NOMOUU»
Pacnopsiocenue Ilpasumenvcmea om 26.12.2015 Ne 2724-p «O6 ymeepacoenuu nepeunss HCu3HeHHo
HEoOX00UMbIX U BAJNCHEUMUX JeKapcmeenHbix npenapamog na 2016 200, a makoce nepeuretl
JIeKAPCMBEHHbIX NPenapamos Oisi MeOUYUHCKO20 HPUMEHEHUS U MUHUMAIbHO20 ACCOPMUMEHMA
JIeKapCMEEeHHbIX NPpenapamos, Heooxo0uUMbIx 011 OKA3AHUSA MEOUYUHCKOU NOMOWUY»

Ipuxaz M3CP om 22.11.2004 Ne 255 «O nopsoxe oKazaHusi NEpeUHHOU MeOUKO-CAHUMAPHOU

NOMOWU SPANCOAHAM, UMEIOWUM NPABO HA NOIYYeHUe HAOOPA COYUATBHBIX YCILye»

Ilpuxaz M3CP om 29.12.2004 Ne 328 «0O6 ymeepowcoenuu nopsaoka npedocmasieHusi Habopa

COYUATLHBIX YCIIYe OMOETIbHIM KAME2OPUSIM SPAANCOAH)

Ipuxaz M3CP om 09.01.2007 Ne 1 «O6 ymeepoicoeruu Tlepeuns uzoenuti MeOUyuHcKo20 Ha3Ha4eHus

U CNeyuanu3supoBaHHbIX NPOOYKMO8 jleyeOH020 NUMAanus 011 Oemel-uH8anuoos, OmnycKaemvlix no

peyenmam 8pava (¢henvouiepa) npu oKaA3aHUYU OONOJIHUMENbHOU DeCnIamHOU MeOUYUHCKOU NOMOWU

OMOENLHBIM KAME2OPUAM SPANCOAH, UMEIOWUM NPABO HA NOJYYeHUe 20CYOaAPCMBEHHOU COYUATLHOU

ROMOWUY

OHJIII - genepaibHbIii 0I0MKET, COUMAKET (3aKyMaeT 00JIacTh 3a CUYET BBIIEICHHBIX (heIepabHbBIX

CPEJICTB):

—  WHBAJIUABLI BOMHBI

— yuactHuku BOB;

— BeTepaHbl O0EBBIX ACWCTBUH, YKa3aHHBIX B MOAMyHKTax 1-4 myHkTa 1 crateu 3 denepaibHOrO
3akoHa «O BeTepaHaxy;

—  BOEHHOCHYXalllie, IPOXOAUBIINE BOCHHYIO CIIY)k0y B BOMHCKUX YaCTsIX, yUPEKICHUIX, BOCHHO-
y4eOHBIX 3aBe/IeHUIX, He BXOIMBIINX B COCTaB JIEHCTBYIOMIEH apmun B niepuox ¢ 22.06.1941 no
03.09.1945 He MeHee 6 MecsleB, BOSHHOCTYXAIlME, HArpaKACHHBIE OpACHAMU WUJIN MEAATIIMU
CCCP 3a ciyx0y B yKa3aHHBIN TIEPUOT;

—  IUIa, HarpaxkJaeHHbIe 3HaKoM «JKurtenro 6nokanHoro JleHnHTpagay;

— nmua, paboraBmme B mnepuoj BOB Ha o0bekTax HpOTMBOBO3AYIIHOW OOOpPOHBI, MECTHOU
MPOTHUBOBO3TYIITHOW OOOpPOHBI, Ha CTPOUTENHCTBE OOOPOHHUTENBHBIX COOPYKEHWH, BOEHHO-
MOpCKHX 0a3, a’poJpOMOB W JPYTHX BOEHHBIX OOBEKTOB B TIpeleNax THUIOBBIX T'PAHHUIL
JEeHCTBYIOMMX (POHTOB, OMEPAIMOHHBIX 30H JCHCTBYIOIIMX (JIOTOB, Ha MPUGPOHTOBBIX
y4acTKax eJe3HbIX U aBTOMOOMIIBHBIX JIOPOT, a TAKKEe WICHBI SKUITaXel CyJI0OB TPAaHCIIOPTHOTO
¢1oTa, THTEpHUPOBaHHBIX B Hadasie BOB B mopTax Apyrux rocyaapcrs;

— 4JeHbl ceMel Morubmmx (yMepiiux) WHBaJUI BOMHBI, yuacTHHKOB BOB u BeTepanoB 60eBbIX
JeHCTBUM, uieHbl ceMell mornbmux B BOB nui u3 yncna JMYHOro cocTaBa Py CaMO3amluThI
O0OBEKTOBBIX U aBapHHHBIX KOMaHJI MECTHOW MPOTHBOBO3IYITHOH OOOpPOHBI, a TaKKe UICHBI
ceMel NorudImux paboTHUKOB rocruTaieid u 0oabpHHUI . JIeHnHrpaa;

—  WHBaJH[IBI,

—  JeTU-WHBAJIUJBI.

HC u IIB cnucka Il (3akynaer o6macTb 3a cyeT BBIAENCHHBIX (QeaepanbHbIX cpeacTs, kak OHJII).

2. 7 Ho3o0Ji0THIi - eaepaabHbIi 0I0IKET (3aKyI OCYIIECTBIIACTCS [ICHTPAIIM30BAHHO Ha (efepaibHOM
YPOBHE; OTIIyCKaeT TOBap TOJbKO amnTeka Ha TypkecTaHckoi, 45 M B KaXIOM pailoHe mo OZHOU
amTeke).

3. HA

Hocmanosnenue Ilpasumenscmea Openbypeckou obracmu om 23.01.2013Ne 58-n «O nopsoke
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peanuzayuu 6 Openbypeckoli obracmu Mep COYUANbHOU NOOOEPI’CKU NO  OeCHAAMHOMY

JIeKaApPCMBEHHOMY 00eCnedeHu0 2paxcoaH, cmpadauux CoyuailbHO 3HAYUMBIMU 3a00JI€BaHUSIMH,

pu aMOYJIaTOPHOM JICUCHUH TaHHBIX 3a00JICBaHUI

ConuanbHo-3HaYNMBbIe 3200/1eBaHUS — PerHOHAJBHBIN OloXxkeT (3aKymaer 00JAacTb, camMas

OompImas rpymmna):

—  OHKOJIOTHS;

— TyOepkynes;

—  caxXapHBIA ITUadeT;

—  HIcuUXHYecKHe 3a00JIeBaHMS;

— renatutsl B u C (oTmyckaet Tonbko anteka Ha KomcoMomnbsckoi, 66);

— BHY CIIM/[ (ormyckaer Ttompko anteka ['BY3 «OpenOyprckas obnacTHas KIMHUYECKas
uH(peKIMoHHas OoybHUIAY, T.K. B HacTosmiee BpeMs «lleratp CIIM» Bomen B coctaB 3TOi
MEAUIMHCKON OpraHnu3aIin).

Hi

Hocmanoenenue Ilpasumenscmea Openbypeckou obracmu om Ne 1191-n «O ceoespemerHoMm

obecneyeHuyu ONIAMbl NEKAPCMBEHHLIX NPENnapamos u U30enull MeOUYUHCKO20 HA3HAYEeHUs,

OMNYCKAEMbIX 8 YCMAHOBGNEHHOM NOpsAdKe No peyenmam epaveli Oecniamuo npu amoyiamopHom

JleYeHUU 2PadCcOaHaM, 3ape2ucmpuposantvim Ha meppumopuu Opendbypeckoii obracmuy

Ha ocHoganuu Ilocmanosnenus Ilpasumenvcmea om 30.07.1994 Ne 890 «O ecocyoapcmeennoti

noooepaicKe pazeumust MeOUYUHCKOU NPOMBIUAEHHOCTIY U YIVHUleHuU obecneduenus HaceieHus u

yupesicOeHull  30pABOOXPAHEHUsST  JIeKAPCMBEHHbIMU CPEOCBAMU U U0ETUAMU  MeOUYUHCKO20

HA3HAYEHUsLY

[Ipunoxxenune N 2

K TIOCTaHOBJICHUIO
[IpaBuTenscTBa

OpeHOyprckoii oonactTu

ot 23 nexabps 2013 r. N 1191-nn

IIepeuyenn
JIEKapCTBEHHBIX MPENapaToB U U3AEINN MEIUIIUHCKOTO Ha3HAYCHHUS,
OTIIyCKaeMbIX B YCTAHOBJICHHOM ITOPSAKE MO PeLenTaM Bpadeit
OecriaTHO Ipy aMOyIaTOPHOM JICUSHHUH TpaXKIaHaM,
3aperuCTPUPOBAHHBIM Ha TeppuTopun OpeHOYpPrekoi 001acTu
CIMCOK N3MEHSIONX T0KYMEHTOB
(8 pexn. [locranosnenus IIpasurenscTBa OpeHOyprekoi obnactu
ot 24.09.2015 N 731-m)

N Kareropuu 3aboneBanuii n Ilepedens JIEKApCTBEHHBIX IPENAPATOB U U3IEIUI
n/n TPyIIbI HACEIECHMUS MEAUIMHCKOTO Ha3HauYeHUs <*>
1 2 3

Kareropun 3aboneBanmit

1. | AnauconoBa 6one3Hb TOPMOHBI KOPBI HAATIOUYE€YHUKOB (MUHEPAIO- U
TJTFOKOKOPTHKOU/IBI )
2. |bonesns [lapkuncona npotuBonapkuHconnyeckue JIIT
3. |bponxuanpHas acTMa JIIT anst nedeHust JaHHOTO 3a00JIeBaHUS
4. |T'emaronornueckue 3a0oyeBaHus, LUTOCTATHUKH, IMMYHOZETIPECCAHTHI,
reMo0J1acTO3bl, IUTOIICHHUS], HACIEICTBEHHBIE | AIMMYHOKOPPEKTOPHBI, CTEPOHIHBIE U HECTEPOHUIHBIE
reMOIaTHu TOPMOHBI, AHTUOMOTHKH U JPYTUe MpenapaTsl s

JIeYeHUs TaHHBIX 3a00JIeBaHNI 1 KOPPEKIUU
OCJIOKHEHUH UX JICUEHUS
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5. |T'enarouepeOpanbHas TUCTpopus (hepMeHTBI, ICUXOCTUMYJISITOPHI, BUTAMUHBI,
OMOCTUMYJISITOPHI
6. |[uno¢wuszapHeiii HAHU3M <***> aHa0OJIMUECKHE CTEPOUABI, COMAaTOTPOIHBIN
TOPMOH, TIOJIOBBIE TOPMOHBI, HHCYJIMH, THPEOUTHBIC
IIpernapaThl, IOJUBUTAMHUHEI
7. |I'maykoma, KaTapakTta AHTHUXOJMHACTEPA3HbIC, XOJTHHOMUMETHYECKHE,
JeTuApaTalOHHbIe, MOYETOHHBIE ITPETapaThl
8. | Hetckue nepebpanbHble Mapanniyu JIIT anst nedyeHust JaHHOTO 3a00JIeBaHUS
9. |Huaber caxapHplif <**> mpernapaThl ISl ICYSHUST COMYTCTBYIOINX
3a00J1eBaHuUi
10. | [Aunabet HecaxapHBIH JIeKapCTBEHHBIE MPETapaThl
11. |WudapkT Muokapaa (epBbIe MeCTh JIIT nnst nedenus JTaHHOTO 3a00JIEBaHUS
MECSIIICB)
12. |JlyueBas Gose3Hb JIIT anst nedeHust JaHHOTO 3a00JIEBAHUS
13. |Mwuacrenus anTuxonauHactepasuble JII1, crepouiHble TOPMOHBI
14. | Muonarus JIIT nuist neyeHust JaHHOTO 3a00JIEBaHUS
15. | Mos3keukoBas aTakcusi Mapu JIIT nuist neyeHust JaHHOTO 3a00JIEBaHUS
16. | Octpas nmepemesxatomasics mophupus AHAITBTeTHKH, OeTa-0JI0OKaTOPhI, HHO3WH, aHPOT €HBI
17. | Onxonoruyeckue 3aboneBanus <**> AHAJIBI€THUKH, NIPENapaThl IS JICUCHUS
COITyTCTBYIOIIMX 3200JI€BaHUM, IEPEBI30YHbIC
MaTepHUabl HHKYPaOeIbHBIM 0OJIbHBIM
18. |Ilepecanka opraHoB M TKaHeWd <***> MMMYHO/ICTIPECCAHTHI, IIATOCTATHKH, CTEPOUIHBIC
TOPMOHBI, TPOTHBOTPUOKOBEIE,
NPOTHUBOTEPIIETHYECKHE U
MIPOTUBOMMMYHOBHPYCHBIE TIPETIapaThl,
AHTUOMOTHKH, YPOCETITUKH, AaHTUKOAryJISTHTHI,
Jie3arperanTbl, KOPOHAPOIUTHUKHU, aHTATOHUCTEI
KaJIbLMs, PETapaThl Kanus, THIIOTCH3UBHBIC
IpernapaThl, CIa3MOJIUTUKH, TUYPETHKH,
rernaTonpoTeKTOPbI, PEPMEHTHI TIOKEITY TOUHON
HKeIe3bl
19. |PaccesiHHBIH CKIlepo3 <***> JIIT myist medeHus JTaHHOTO 3a00JIeBaHUS
20. |PeBmaTommHBIN apTpUT <****> g CTEPOUIHBIE TOPMOHBI, ITATOCTATHKH, TIPETIapaThI
peBMaTU3M, CUCTeMHas (0CTpasi) KpacHast KOJUIOMJTHOTO 30JI0Ta, TPOTUBOBOCTIATUTEIbHbIC
BOJTYaHKa, 0oJyie3Hb bextepera HECTEpOHIHBIE TTPenaparhbl, aHTHONOTHKH,
AHTUTHCTAaMHUHHBIE TIPETIapaThl, CEPIECYHbIC
TJIMKO3UJIBI, KOPOHAPOIUTHUKH, MOYETOHHEIE,
AHTarOHUCTHI KaIbBIIUS, ITPernapaThl Kalus,
XOH/IPOIIPOTEKTOPBI, IMMYHOJICIIPECCAHTHI, 11O
WHIMBUAYaTbHBIM MEAULIMHCKUM HOKa3aHUSIM
MOHOKJIOHAJIbHBIC aHTHTEIA
21. | CucreMHbIE XpOHUYECKHUE TSDKEIbIE JIIT anst nedeHust JaHHOTO 3a00JIeBaHUS

3a00I€BaHNA KOXKHU




22. CocrosiHHIE TI0CTIC or[epaunﬁ j3(] AHTUKOATr'yJISHTbBI
MNpOTEC3UPOBAHNIO KJIAIIAHOB CEpALa

23. | CIIUA, BUY-unpunupoBaHHbie <**> MIpenapaTsl AJs JIEYeHHs COMYyTCTBYIOIINX
3aboseBaHuil
24. | Tsxenas ¢popma Opyueniesa AHTUOMOTHKH, aHATBIETUKU, HECTEPOUIHBIC U

CTCPOUIHBIC TPOTUBOBOCHAIIUTEIIBHBIC IIPCIIapaThbl

25. | uzodpenus <**> u snumnencus JIIT

I'pynmel HaceneHus

1. | Jletw mepBBIX TpEX JIET KU3HH, JIIT
3a UCKITIOYCHHUEM JeTel, IMEIOIINX IIPaBo Ha
OecruiaTHOE JIeKapCTBEHHOE 00eceueHue Mo
JIPYTHM OCHOBaHUSIM

2. | OraenbHBIC KaTErOPHU TPaXK]IaH, JIIT, UMH, nepeBs30uHbIE MaTEpUAIIBI TIO
BKJIIOUEHHbIEC B DefiepaibHblid PETUCTp JIUL, | UHAUBUIYATbHBIM MEAUIIMHCKUM MOKA3aAHUSIM
HMMEIOIIMX IIPABO HA MOJIyYECHHE
rOCyIapCTBEHHOM COIIMAIbHON NOMOILY U HE
OTKA3aBIIMXCS OT MOJIYYCHHUS COLIUATBEHOM
YCIYTH, IPEAYCMOTPEHHON MyHKTOM 1 yacTu
1 cratbu 6.2 @eaepanbHOro 3aKkoHa ot 17
nroid 1999 roga N 178-03 "O
roCcyJapCTBEHHOU COIMAIbHOM momMouu'",
HY>KIaIOIIKECS M0 )KU3HEHHBIM IMOKA3aHUSIM
B JICKAPCTBEHHBIX IMpenaparax, u3AeIusax
MEIIUIIMHCKOT'O Ha3HAUYCHHUS, OTCYTCTBYIOIIUX
B MIEPEYHSX, YTBEP>KACHHBIX PACHIOPSLKEHUEM
IIpaButenscTBa Poccuiickoii ®denepaunn ot
30 nexabps 2014 rona N 2782-p, npukazom
MuHucTepcTBa 3ApABOOXPAHEHUS U
coluaibHOro pa3surusa Poccuiickoit
®enepannu ot 9 auBaps 2007 roga N 1

(1. 2 B pen. [Tocranosnenus I[IpaButensctea OpenOyprekoit oonactu ot 24.09.2015 N 731-m)

<*> CoriacHo TMEPEeYHI0 JICKAPCTBCHHBIX MPENapaToB, BKIKUECHHOMY B TEPPUTOPHUATBHYIO
NpOrpaMMy TOCYJAPCTBEHHBIX TrapaHTHUH OECIUIATHOTO OKa3aHWs TPaKIaHaM MEIUIIMHCKOW MOMOIIM Ha
Tepputopur OpeHOyprckoit odnacTu.

<**> [lanueHTsl, CTpajalollre JaHHBIMH 3a00JIEBAaHUSMH, OOECIIEUHMBAIOTCS JIEKAPCTBEHHBIMH
npenapaTaMy B COOTBETCTBHH ¢ mocTtaHoBiIeHueM [IpaButenberBa OpeHOyprekoit oomactu ot 23 stHBapst
2013 roxga N 58-m1 "O nopsiake peanuzanuu B OpeHOYprckoi 00JacTi Mep COLMAIBLHONW MOIACPIKKH 110
OeclutaTHOMY JIEKapCTBEHHOMY OOECIIEUEHUIO TpakJaH, CTPaJAiolluX COLMAIBLHO 3HAYUMBIMU
3200JICBAHUAMHE, TIPY aMOYJIATOPHOM JICUCHHUHU JTaHHBIX 3a00JIeBaHUA" .

<*¥*#> [lanmeHTbl, CTpajalolide JaHHBIMU 3a00JIeBaHUSAMH, O0ECIIEUHMBAIOTCS JIEKAPCTBEHHBIMH
npenaparaMy, He BXOASIIMMUA B TEpeYeHb IICHTPAIN30BAHHO 3aKyMaeMbIX 3a CYET CpEJICTB
¢benepanbHOro OIOIKETa JIEKAPCTBEHHBIX IPEMapaToB, NPEIHA3HAYEHHBIX JJIsl JIEYEHUS] OOJIbHBIX
3JI0KaYeCTBEHHBIMH HOBOOOPA30BaHUSMHU JMM(OUIHON, KPOBETBOPHOM M POJACTBEHHBIX MM TKaHEH,
reMouirei, MyKOBHCIA030M, THIO(HU3apHBIM HAaHU3MOM, O0JIe3HBIO [ o1I1e, pacCesTHHBIM CKIIEPO30M, a
TaKXKe I0cjie TPAHCIUIAHTAIllMd OpraHoB W (WJIM) TKaHeW, B COOTBETCTBHM C pPAaCIOpsDKEHHEM
IIpaButenscTBa Poccuiickoit @enepanuu ot 31 nekadpst 2008 roma N 2053-p, HO HEOOXOIUMBIMH TIO
MEIUIUTHCKUM TIOKA3aHHSIM.

<k*EEX> PeBMATOMIHBIN apTPUT - 32 MCKIIOYEHHWEM 3a00JIeBaHWM, OTHECEHHBIX K DPEIAKHUM
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(optannabIM) 3a007I€BaHMSIM, JIEKAPCTBEHHOE 00ECIIEUCHIE KOTOPBIX OCYIIICCTBISIETCSI B COOTBETCTBUHU C
noctaHoBieHneM lIpaBurenncTtBa OpeHOyprckoit obmactu ot 29 nexadbps 2012 roma N 1170-m "O
OecrutatTHOM ofecrieueHun rpaxngaH Poccuiickoir @Denepanyy, NPOKHUBAIOMIMX HAa TEPPUTOPUH
OpenOyprckoit 061acT, 3aperuCTpIPOBaHHBIME B YCTAHOBJICHHOM HOpPsIIKE Ha Tepputopuu Poccuiickoit
Oenepan  JEKApPCTBEHHBIMU TIperaparaMy Ui JiedeHus 3a0oJeBaHW, BKIIOYCHHBIX B IIepeueHb
JKU3HEYTPOXKAIOIIUX W XPOHWYECKHX TMPOTpecCHpYIoONmX penkux (opdaHHBIX) 3a00JIeBaHMIA,
MPHUBOJAIIUX K COKPAIICHUIO TPOJOJDKUTEIIEHOCTA JKU3HW TPAKIAH WIA HMX HHBAIUIHOCTH, IPU
aMOyJTaTOPHOM JIEYeHUH TaHHBIX 3a00meBaHuii".
5. HJI
3axon Openbypeckoii obnacmu om 12.01.2005 Ne 1756/284-111-O3 «O wmepax coyuanvroi
HOO0EPICKU MHO200EMHBIX CeME»
JleTr U3 MHOTOAE€THBIX ceMel 10 6 JieT.
6. HJ
[Nocranornenue IlpaButenscrBa OpeHOyprekoit oomactu ot 29.12.2012 Ne 1170-m «O GecruiaTHOM
obecrnieuennu TpaxkgaH Poccuiickoit @enepanun, MpOKHABAOIMX Ha Tepputopun OpeHOyprckoit
o0nacTH, 3aperHCTPUPOBAHHBIMH B YCTaHOBJICHHOM TIOpsAKe Ha Teppuropun Poccuiickoit
Oenepanyy JIeKapcTBEHHBIMU TpenapaTaMy Uil JIeYeHHUsI 3a001eBaHUi, BKIIOUCHHBIX B MEpevYeHb
JKU3HEYTPOXKAOIINX W XPOHWYECKHX IPOTPECCHUPYIONMX penakux (opdaHHBIX) 3a00J€BaHUH,
MPHUBOAIIAX K COKPAIICHUI0 TPOJOJDKUTENFHOCTH KU3HU TPAXKIAH WIM WX WHBAJIUIHOCTH, TPHU
amMOyNaTOPHOM JICYCHUH JTAaHHBIX 3a0onieBaHui». B mocTaHoBNeHUN MPUBENICH MepeveHb KaTeropui
3a00JIeBaHUI, KOTOPbIE CYMTAIOTCS Op()aHHBIMU M MEPEYCHb COOTBETCTBYIOIIMX MM IpernapaToB. B
HacTosIee BpeMs Bemercs (emepaidbHBIA peructp 3TuxX OonbHBIX. [lepeueHs 3aboneBaHUil U
nepeveHb MPenapaToB MOTYT JOMOIHSTHCS.
Opdannbie 3a00J1eBanus.
7. HJ
Tlocmanoenenue Ilpasumenscmea Opernbypeckoti obnacmu om 25.04.2013 Ne 344-n «O6
obecneyeHuy NOTHOYEHHLIM NUMAHUEM OEPeMEHHbIX JHCeHWUH, KOPMAWUX Mamepetl, a mMakdice
Odemell 6 6o3pacme 0o mpex nem 6 OpeHOypacKoli 001ACmU RO 3AKTIOYEHUIO 8padelly
IHotHOEHHOE IUTAHMeE.
8. HI
3axon Openbypeckoii obnacmu om 02.11.2004 Ne 1523/254-111-03 «O wmepax coyuanvroi
HOO0EPIHCKU HCEPMB NOIUMULECKUX PENPEeCCULly
50%
Tpy:KeHHKH THLJIa U KePTBbI MOJUTHYECKUX penipeccuii (HeOonbIIas rpymnma, B MecsI| He ooee 5
perienToB B anteke). Eciu y 9T0i KaTeropuu €CTh WHBAIMIHOCT, TO OHH BHIOUPAIOT (hefepatbHyIo
meroty OHJIIT (commaker).
9. HJ
Hocmanoenenue Ipasumenvcmea Openbdypeckoii oonacmu om 25.12.2014 Ne 1001-n «O nopsioxe
peanuzayuu 3axona Openodypeckoti oonacmu om 31 oxmabpa 2014 2ooa N 2575/733-V-03 "O mepax
COYUANBHOU NOOOEPHCKU OMOCIbHLIX Kame2opuil 2pasicoan, npodxcusarowux 6 Openbypeckoil
obracmuy
50%
JeTu Boiinbl (HeOOIBIIAs TPYIINA, B MecAIl He Ooee 15 perentoB B anreke).
10. /J[ocosop mescdy MO u AO
(ocnosanue - Hayuonanvuwiii npoexm «300posbe»)
Oobecneyenre BATAMMHHBIMHY IIpeNiapaTaMy 10 POJOBBIM cepTUGHKATAM.

IIpakTHyeckasi padota

1. CnoBapb TepMHHOB:

peuent na JIII [3] cr. 4

TpedoBanne MO [3] cT. 4

(opMBbI penenTypHBIX 0J1aHKOB H TPeOOBAHUS K HX 3amoJHeHHIo [9-11]

npefeJibHO JIONMYCTUMOE KOJUYECTBO OTAeJbHBIX HAPKOTHYeCcKHX W mcuxotpomubix JIII aas
BbInuchbIBanua Ha oquH peuent [10] 1V mpur. 1

peKOMeH/I0BAaHHOE KOIn4ecTBO 0TAeabHbIX JIII 115t BeimuchiBanus Ha oxun penenrt [10] 1V npua.
NalINaTHBHASI MEAMIUHCKAsA moMoulb [4], cT. 36
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nopsiiok oopMIIEHHS M XpaHeHHs TpedoBanuii-Hakaaanbix [12] mpua., 111, [8] mpua. 13, 111
MOPSAOK XpaHEeHHUs pelenTypHbIX 0ankos [9-11]

O0TMETKH, PocTaBJisieMble (hapManeBTHYeCKHM padoTHukoM npu otnycke JIIT u3 AO [12] m. 9-13
cpoku aefictBus perentos [9] mpuur. 1, [10] mpua. 3, |

CpoKH o0cay:kuBaHus peuentos [12] n. 6

cpoxu xpaHenus peuenrtos [12] m. 14

HapylIeHHe NepBUYHOI H BTopu4uHOii ynakoBku JIIT npu ornycke u3 AO [12] m. 8

uHpopmanusi o JIII, npenocrapisieMasi papmManeBTHYECKMM PadoTHUKOM npu otmycke u3 AO [12]
n. 16, 17

BbI/1a4a CUTHATYpHI [12] 1. 22

TpedoBaHus, NpeIbaBIAsAeMble K BbiBecke AO [15] m. 22

pa3mennenue Ha BuTpuHax JIII, ornyckaembix 6e3 penenToB U no penentam [15] m. 34-36
undopmanusi B TOprosoii 301e AO B y1o0HOM /11 0603peHust nokynareis mecrte [15] m. 55
uHpopmanusn o JIII, koropyro ¢papmaneBTHYecKHi pa0OTHUK He BIIPaBe CKPHIBATH OT NMOKYNATes
[15] m. 54

COMPOBOANTEIbHAA [OKYMEHTAllUsl HAa TOBAap AanNTEeYHOr0 AaccOpPTHMEHTa, C KOTOpPoii
(apmaneBTHYeCKH PpAOOTHHK MOKET 03HAKOMHTD NMOKYNaTeJsl Mo ero TpedoBanuio [15] n. 56

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

Bomnpocs! AJisi CAMOKOHTPOJIsI

1. Opranmzanus paboTel anTeku no npuémy peuentoB, ortmycky JIII wm  agpyrux ToBapoB
(apManeBTH4IECKOro accOpTUMEHTa (BUABI OTIYCKa, OCHOBHBIE HOPMATHUBHBIC JOKYMEHTHI, OTAEIBI
anTeKH, CIEUUAUCThl aNTeKH, OCYNIECTBISIIONMX TPUEM pPEHEnTOB M OTIYCK JICKapCTB).
O06opynoBaHrE W OCHAIEHHE padOYMX MECT MPOBU30POB U (PapMaleBTOB MO MPUEMY PELENTOB U
ormycky JIIT u apyrux ToBapoB (hapmareBTHueckoro accoptuMeHTa. TexHomorus ormycka JIIT mo
peuenitaM (pelenT, MPU3HAKK pelenTa, NpOoUeAypbl TEXHOJOrHM OTmycka). dapmaneBrrdeckas
JKCIIEPTHU3a perenTa (ITambl, 00s3aTeNIbHbIC M JOTOJHUTESIbHBIC PEKBH3UTHI, MOPSIOK MPOBEICHUS).
[Mopsinok otmrycka JIIT o merotasiM perienitam [1], [2] erp. 274-281

2. Tlopsimok M3rOTOBJIEHUS U pacIpeeieHus] CIICIHATbHBIX PEHENTYPHBIX OJaHKOB HA HAPKOTHYECKHUE
u ncuxorponueie JIII. CrenuanbHbiii peunentypHbid  Omank  (popma 107/Y-HII). Ilpaeuia
oopmienust popmer 107/Y-HIT [9]

3. ®opmbl penentypHbix OmankoB 148-1/y-88, 148-1/y-04(x;), 148-1/y-06(m), 107-1/y. Ilopsmox
HAa3HAUCHHs W BBINHCHIBAHUS JICKAPCTBEHHBIX MpenaparoB. [1opsaok oQopMIIeHHS pelenTypHBIX
6nankoB Ha JITT, ux yuera u xpanenus [10]

4. Tlopsanok odopmieHus TpeOOBaHMH-HAKIAAHBIX B ANTEYHYI0 OPraHU3al{I0 Ha MOJy4YeHHUE
JIEKapCTBEHHBIX MPENapaToB Il MEAUIIMHCKUX opranu3aimii [12], [8]

5. ®opmbl perentypHbix OnankoB 1-MU, 2-MU, 3-MU. Tlopspoxk Ha3HAYeHUS W BBITUCHIBAHUS
MeaIUIMHCKUX u3aenuid. [lopsmok odopmieHns: penenTypHbIX OJIAaHKOB Ha MEIULIMHCKUE W3IEIHS,
ux ydeta u xpanenus [11], [2] cTp. 259-274

6. Tlopsmok ormycka JIIT mas MEIUIIMHCKOTO MPUMEHEHHUsS, B TOM 4YuCiie UMMyHOoOHonoruueckux JIII,
ANTEYHBIMHU OPraHU3aLUSIMH, UHIUBUIYAIbHBIMU MPEeIIPUHUMATEIIMI, UMEIOIIMMHU JIMIIEH3MIO Ha
(apMaIeBTHUECKYIO eITeIbHOCTD [12]

7. Tlopsimok oTIycka JIEKapCTBEHHBIX IMPENapaToB, COAEPIKAIINX Maible KOJIHYECTBA HAPKOTUYECKUX
CPEICTB, ICUXOTPOIIHBIX BEIIECTB U HX MPeKypcopoB [13]

8. IlpaBuna peructpalnuy oIneparuii, CBsI3aHHBIX C 00OpaleHHEeM JIEKApPCTBEHHBIX CPENICTB, ITOUIEKALIIX
HpEeIMETHO-KOJIMYECTBEHHOMY y4eTy, u oopmiieHre oT4eToB [5, 6, 14]

9. Ilpomecchl maedaTenbHOCTH CyOBEKTa PO3HUYHON TOPTOBIM TOBapaMH  amnTEYHOTO
accoptumenTa [15] VI

10. Peanu3anus ToBapoB anTe4HOro accoprumenta [15] VII

11. [IpoBenenue ouenku aestenbHocT AO (BHyTpeHHero ayauta) [15] VIII
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Oenepanbabiii 3ak0H 0T 12.04.2010 Ne 61-D3 «O06 obpareHuH JIEKapCTBEHHBIX CPEICTBY.
Oenepanpupiii 3akoH oT 21.11.2011 Ne 323-®3 «O06 oCHOBax OXpaHBI 3M0POBbI TPaKIaH B
Poccwuiickoit @enepanumy.

[Toctanosnenue IpaButensctBa PO ot 04.11.2006 Ne 644 «O mopsiake mpeacTaBiICHUsl CBEACHUN O
NI TEIbHOCTH, CBSI3aHHOW C 0OOOpPOTOM HAPKOTHYECKHX CPEACTB W TICHXOTPOITHBIX BEIIECTB, U
pETHUCTpalliK  OTIepallfif, CBS3aHHBIX C OOOPOTOM HAPKOTHYECKUX CPEACTB M TICHXOTPOITHBIX
BELIECTBY.

ITocranosnenne IlpaBurensctBa PD ot 09.06.2010 Ne 419 «O mpencraBIeHWH CBEICHUH O
NI TEIbHOCTH, CBSI3aHHOW C 0OOPOTOM IPEKYypCOPOB HAPKOTHYECKUX CPEICTB M TICHXOTPOITHBIX
BEIIECTB, U PETUCTPAIMU ONEPALHii, CBSI3aHHBIX C UX 000POTOMM.

Pacnopsoxenne [IpaButensctBa PO ot 23.10.2017 Ne 2323-p <OO0 yTBep:KIIeHHN MEPEUHS KUZHEHHO
HEOOXOAMMBIX M BaXHEHIINX JICKAPCTBECHHBIX TpemapaToB Ha 2018 Tom, a Takke NepedHel
JIEKapCTBEHHBIX TPENapaToB s METUIIMHCKOTO MPUMEHEHUS M MHHHMAIBHOTO acCOPTHMEHTa
JIEKapCTBEHHBIX MPenapaToB, HEOOXOAUMBIX IJIs1 OKa3aHHUsI MEAUIIUHCKON TOMOIII>

IIpuka3z Munzapascorpa3sutus PO ot 12.02.2007 Ne 110 «O mopsake Ha3HAYCHHS U BBHITTHCHIBAHUS
JIC, UMH u ciennanu3upoBaHHBIX MTPOAYKTAX JIe9eOHOTO TUTAHUSY.

[Mpuka3z MunznpaBa Poccuu ot 01.08.2012Ne 54n «O6 yTBepx)aeHUN (HOPMBI OJIAHKOB PEICTTOB,
CONlepKalinX Ha3HAUYCHWE HAPKOTHYECKUX CPEICTB MM TICHXOTPONHBIX BEIIECTB, IMOPSIKAa WX
W3TOTOBJICHUS, pACIpEIeNICHHs, PETUCTPALINH, YIeTa U XpaHEHUs, a TaKKe MPaBIIT 0(pOPMITCHIS.
[Mpukaz MunznpaBa Poccunm ot 14.01.2019 Ne 4n «OO0 yTBEepKICHHWU TMOpsAKa Ha3zHAYCHHUS
JIEKapCTBEHHBIX MpenapaToB, GOopM pelenTypHBIX OJAaHKOB Ha JICKAPCTBEHHBIC MPENapaThl, MOpsIKa
odopMIIeHHUS YKa3aHHBIX OJIAHKOB, X yUeTa U XPAHCHHUS».

[Mpuka3 MunzapaBa Poccun ot 20.12.2012 No 1181 «OO0 yTBepKIeHHH MOpPsAKAa HAa3HAYCHHUS W
BBIMMCBHIBAHUST MEAUIMHCKUX H3JENUi, a Takke (opM perentypHbIX OJAaHKOB Ha MEIWIMHCKUE
W3JIENHA ¥ TIOpsiiKa OOPMIICHHUS YKa3aHHBIX OJIAHKOB, X YUeTa U XPaHCHU».

[Ipukaz MumzapaBa Poccum ot 11.07.2017 Ne 403 «OO0 yTBEpKIEGHWU TPABWI OTITyCKa
JIEKapCTBEHHBIX MPEnapaToB AJisi MEAUIMHCKOTO IPUMEHEHHS, B TOM YUCIIE UMMYHOOHOIOTUYECKUX
JIEKapCTBEHHBIX npenapaTos, anTEeYHBIMH OpraHH3aIUSIMH, WHIMBHTY AJTbHBIMU
MPeITPUHUMATEISIMA, IMEIOIIIUMHE JIUIICH3UIO Ha (hapMalleBTUIECKYIO e TeTEHOCTEY.

[Tpuka3 Munzapascoupa3sutis Poccun ot 17.05.2012 Ne 5621 «O06 yrepxkaenuu [lopsinka oTmycka
(U3NYECKUM JIHIIAM JIEKaPCTBEHHBIX NPENapaToB IJisi MEAMIMHCKOTO MPHUMEHECHUS, COJCpPKalIUX
KpOME MaJbIX KOJIHYECTB HAPKOTHUECKHUX CPENCTB, ICHXOTPOITHBIX BEIIECTB M HX IPEKYPCOPOB
npyrue (hapMaKoJOTrHIeCKHe aKTUBHBIE BEIIECTBAY.

[Ipuka3z MunzapaBa Poccum ot 17.06.2013 Ne 378 «O0 yTBEepKICHUU MPABWI PETHCTPAIIUU
oTiepaIii, CBsI3aHHBIX C OOpalleHHeM JIEKAPCTBEHHBIX CPEICTB AJIS METUIIMHCKOTO MPUMEHEHUS,
BKIIFOUEHHBIX B IEpPEUEHb JICKAPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHHS, MOJIJISKAIIIX
NpeMETHO-KOJIMYECTBEHHOMY Y4YeTy, B CIIEIMabHBIX JKypHallaX ydera olepaiuid, CBS3aHHBIX C
oOpaleHneM JIeKapCTBEHHBIX CPEJICTB JUI MEIUIIMHCKOTO TPUMEHEHHs, W TpPaBWI BEACHUS W
XpaHEHUs CIEIUAIFHBIX XYPHAIIOB ydeTa OIepalfii, CBA3aHHBIX C OOpaIleHHeM JeKapCTBEHHBIX
CPEJCTB /ISl MEMIIMHCKOTO TIPUMEHEHHUSD).

IMpukaz MunsapaBa Poccuu ot 31.08.2016 Ne 647n «OO0 yrtBepkuenuu IIpaBun Hajpiexariei
anTeYHO! MPAKTUKH JIEKAPCTBEHHBIX MPENapaToB IS METUIIMHCKOTO TPUMEHEHUS.



