[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

3apeructpupoBano B Muntocte Poccuu 29 urons 2021 r. N 64003

MUHHCTEPCTBO TPYJIA ¥ COITMAJIBHOM 3AIIIUTHI POCCUMCKOM
®EJEPALINU

IIPUKA3
ot 31 masn 2021 r. N 349u

OB YTBEPKXJIEHUU ITIPOPECCHOHAJIBHOI'O CTAHJAAPTA "®APMAILIEBT"

B cootBerctBum ¢ nmynkToMm 16 IIpaBun pa3paboTKu U yTBEpKIACHHS MPO(ECCHOHAIBHBIX
CTaHJIapTOB, YTBEPXKICHHBIX MocTaHOBJIeHHEM [IpaBurenbctBa Poccuiickoit denepannu ot 22
saBaps 2013 r. N 23 (Cobpanue 3akonomarensctBa Poccuiickoit @enepamnuu, 2013, N 4, cT.
293; 2014, N 39, ct. 5266), mpuKka3bIBalo:

1. YTBepauTh npuiiaraeMselii npodeccuoHanbHbli cranaapt "dapmanenT”.

2. YCTaHOBUTB, UTO HACTOALLMMN MPUKA3 BCTynaeT B cuity ¢ 1 Mmaprta 2022 r. u 1ecTByeT 10
1 mapta 2028 r.

Munuctp
A.O0.KOTAKOB

YTBepxkIcCH

npuKazoM MuHHCTEPCTBA TPy A
Y COLMAJIbHOMN 3alIUTHI
Poccniickoit ®enepanuun

ot 31 mas 2021 r. N 3491

MPOPECCUOHAJBHBINA CTAHJIAPT

OAPMAILIEBT

1382

Perucrpanmonssiii Homep
I. O0mue cBexenus

Benenue gapmarieBTudeckoil 1esTeILHOCTH B cpepe oOpatieHus

‘ 02.075 ‘
JIEKapCTBEHHBIX CPENICTB

(HaI/IMCHOBaHI/IC BuUaa HpO(I)eCCI/IOHaJ'ILHOI‘/’I HCHTCHBHOCTI/I) KO,[[
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OcHoBHasi neJb BUIAa NPO(PeCcCHOHAIBHOM NeATeJbHOCTH:

Y noBneTBopeHue noTpeOHOCTEN IrpaxaaH B 0e30MacHbIX, 3PHEKTUBHBIX U KaYeCTBEHHbIX
JIEKApCTBEHHBIX MperapaTax U TOBApax anTeYHOro aCCOPTUMEHTA

I'pynna 3ansaTuii:

3213

dapMarieBThI

(kox OK3 <1>)

(HauMEHOBaHUE) (xox OK3)

OTHeceHHE K BHJaM YKOHOMHYECKOH JeITeJIbHOCTH:

(HauMeHOBaHUE)

46.46 Toprogist onroBas (papMarieBTUIECKON MPOyKITUEH

47.73 Toprogisi po3HUYHAS JIEKAPCTBECHHBIMU CPEICTBAMU B
CHeUaIn3UpOBAaHHBIX Mara3nHax (anTeKax)

47.74 Topro.iist po3HUYHAA U3AETUSMH, IPUMEHIEMbIMU B MEAULIUHCKHAX
LEJSIX, OPTONEUYECKUMH U3JICTHSIMH B CIICIUATN3UPOBAHHBIX
MarasuHax

52.10 JesTenbHOCTh IO CKJIaJIUPOBAHUIO U XPAHEHUIO

86.90 JlesTenbHOCTD B 00J1aCTH MEAUIIMHBI TPOYast

(xom OKBD/JI <2>) (HauMEeHOBaHUE BU/1a SKOHOMUYECKOM 1€ TEIBHOCTH)

I1. Onucanmne TpyaoBbIX PyHKIMI, BXOAAIIMX
B Ipo(ecCHOHAILHBIH CTAHAAPT (PYHKIHOHAIBHAS KapTa
BH/IA PO eCcCHOHAIBLHOM AeATeTbHOCTH)

O0600111eHHbIE TPYIOBbIE (QYHKIIUI TpynoBbie pyHKIMM
KOJ | HAaMMEHOBaHHE | YPOBEHBb HAaNMEHOBAHHE KOJI YPOBEHb
KkBauu (momypo
Kaluu BEHb)
KkBannu
Kaluu
A |Po3auunas ) [ToaroroBka nomemeHni A/01.5 3)
TOPTOBJIS (bapmareBTHUECKON
JIEKapCTBECHHBIMH OpTaHU3aIIH JIS
npenapaTami U ux OCYILECTBICHUS
OTIIyCK (hapmalieBTHUECKOI
JeSITeIbHOCTH
dapManeBTH4YECKOE A/02.5 5
KOHCYJIbTUPOBAHHE
Po3uuvHas Toprosiis A/03.5 5
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JIEKapCTBEHHBIMU TperapaTamMu
Y OTIYCK JIEKApPCTBEHHBIX
MpernapaToB U TOBapOB
anTEeYHOr0 aCCOPTUMEHTA

OdopmneHne TOKyMEHTAIUHU TI0
y4eTy peann3aiuu
JICKApCTBCHHBIX penapaToB

A/04.5 5

[IpreMouHbIN KOHTPOJIb B
(hapmareBTHUeCKOu
OpraHu3aIH

A/05.5 5

XpaHeHue JeKapCTBEHHbBIX
CpPE/ICTB U TOBApOB alTEYHOTO
aCCOPTHMEHTA B
(dhapMareBTHIECKUX
OpraHHU3aIusIxX

A/06.5 5

H3roroBienue
JIEKapCTBEHHBIX
MpernaparoB B
YCHOBHUSX
anTeYHBIX
OpraHu3alui u
BETEPUHAPHBIX
anTeYHbIX
OpraHu3arui

N3rotoBieHue aekapCTBEHHBIX
MPEnapaToB Mo
VHJIMBU1yaJIbHBIM Ha3HAYCHUSIM
MEIUIIUHCKUX PAOOTHUKOB U
TpeOOBAHHMIO METUITUTHCKHIX
OpraHu3alil 1 BETEpUHAPHBIX
opraHu3anui

B/01.5 5

Odopmnenne TOKyMEHTAIUU 1O
M3TOTOBJICHUIO JIEKAPCTBEHHOTO
npenapara

B/02.5 5

OnToBast TOProsiIsl 5

JICKApCTBCHHBIMU

cpencTBamMu

PaboTa ¢ MHCTUTYITMOHATBHBIMH
MOTPEOUTENSAMU 110 IPUEMY U
00paboTKe 3asBOK Ha
JIEKapCTBEHHBIC CPE/ICTBA

C/01.5 5

[TocTaBka JIeKapCTBEHHBIX
CPEICTB MHCTUTYLIMOHATIbHBIMU
MOTpeOUTENIMU

Cl02.5 5

ITI. XapakTepucTnka 00001EeHHBIX TPYAOBBIX QyHKIIUH

3.1. O0o0menHas TpynoBasi yHkuus

Po3auunas Topro.is YposeHb
HanmeHnoBanue |nekapcTBeHHbIMU Npenapatamu U1 | Kox A kBanukamm | 5
UX OTIYCK U
ITpoucxoxnenue 3aMMCTBOBaHO
P e Opurunan X
0000I11IeHHOH W3 OpUTHHAJIA

TPYAOBOW (HYyHKIIMU

Kon Peructpanmonubi




opUruHaia HOMEp
npodeccuoHaIbHO

ro CtaHgapTa

Bo3moxHbIe
HaNMMCHOBAHUS
JOJDKHOCTEH,
npodeccuit

dapmarneBT <3>

TpebGoBanus k
00pa3oBaHUIO U
00y4eHUIO

Cpennee npogeccuoHanbHOE 00pa30BaHKe - IPOrpaMMbl IOATOTOBKU
CIELIMAJIMCTOB CPEIHETrO 3BEHA 110 crienuanbHocTu "Papmanus” <4>

TpebGoBanus k
OTIBITY
MPaKTUYECKOU
paboTsl

Oco0ble yciioBUst
JI0ITycKa K pabote

Hanmume ceprudukara cnenuanucra <5> Wi CBUACTENBCTBA 00
aKKpeIuTaluu crienuainucTa <6>

OTcyTcTBHE OrpaHUYEHHN Ha 3aHATHS TPOPECCHOHATBHOM
EATEIIBHOCTRIO <7>

Hpyrue
XapaKTEPUCTUKH

JlonoaHUTeNbHOE NMPO(hecCHOHATbHOE 00pa30BaHKE - IPOTrPAMMBI
MOBBIIICHUS KBATH(UKAIIUN HE PEKe OJTHOTO pasa B ISATH JIET B TEUCHUE
BCEU TPYIOBOH KU3HU

Peanmzanus, OTITYCK JIEKapCTBEHHBIX MPETApaToOB U TOBAPOB alITEYHOTO
acCOPTUMEHTAa B 000COOJICHHBIX MOAPA3AENCHUSIX MEIULIMHCKUX
OpTaHU3aIMif MOTYT OCYIIECTBIISTH JIUIA, 00T JaroIIre TIPaBOM Ha
OCYILECTBIICHHE MEULIMHCKON AEATEIbHOCTU U MOTyYHBILNE
JOTIOJTHUTEIBHOE MPohecCHOHATBLHOE 00pa30BaHKe B YaCTH,
Kacaroliencs: pO3HMYHON TOProBIIM JIEKAPCTBEHHBIMU MpenapaTaMu, pu
yCIIOBUU UX pabOThl B 000COOJIEHHBIX NOIpa3AesieHusX (aMOyIaTopusix,
¢enpamepckux 1 (eapanepeko-aKymepckux MyHKTax, LeHTpax
(oTnenenusix) odueil BpaueOHO (ceMeiHOM) IPaKTUKN) METUIIUTHCKUX
OpraHu3alMi, UMEIOIUX JIULEH3UIO Ha OCYIECTBIECHUE
(bapManeBTHUECKON AEATEIBHOCTH U PACTIONOKEHHBIX B CEIbCKUX
HAaCEJICHHbBIX TyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIe OpPraHU3aLUuU
<8>

I[OHOJIHHTCJII)HBIC XapaKTEPUCTUKH

HaumenoBanue Kon HaumenoBanue 6a30B0ii rpymiibl, JOKHOCTH
JIOKyMEHTa (mpodeccun) WM crienuanbHOCTH
OK3 3213 dapMarneBThI
EKC <9> - ®apmareBT
OKIIJTP <10> 27309 ®apmartieBT
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OKCO <11>

3.33.02.01 | Dapmanms

3.1.1. TpynoBasi pyHKUUSA

IToaroroBka noMemeHun YposeHb
apMaleBTUYECKOM OpraHu3aliu MOIYPOBEHD
Haumenosanue (bapvan p I Kon | A/01.5 (nozyp ) 5
JUTSL OCYIIECTBIICHUS KB (hUKaIH
(hapMareBTHUeCKOM IeATeTbHOCTH n
IIpoucxoxxnenue 3anMMCTBOBaHO
P A Opurunan X
TPYIAOBOH (YHKIIUU W3 OpUTHHAJIa
Kon Perucrpanuonnsii
OpUrHHaja HOMED
npodeccuoHaIbHO

ro ctaHgapTa

Tpynossie
NEeNCTBUA

[IpoBepka moMeleHuii, B TOM YUCJIE TOPrOBOro 3ajia, HA COOTBETCTBUE
CaHUTApHBIM  TpPeOOBaHUSIM U  HUCHOPABHOCTH  HCIIOJIb3yEeMOTO
obopymoBaHus

[IpoBepka HamMuusi HEOOXOAMMBIX JOKYMEHTOB Ha paboueM MecTe
(hapmarieBTa

HpOBepKa U pEructpanusd I1nmapamMeTpoB BO34AyXa B IIOMCHICHUAX JIA
XpaHCHUA JICKAPCTBCHHBIX CPEACTB

[TpoBepka UCIPABHOCTH KaCCOBOTO 000PYI0BaHHUS

Brikmagka TOBAapa Ha BUTPHUHBI

IlonmonHeHue 3amacoB TOBApOB B TOPTOBOM 3aJI€

IIpoBepka HaJIN4us " JOCTYITHOCTH uHpopMauu 0
3apEruCTPUPOBAHHBIX IPEIEIBHBIX OTIYCKHBIX IIEHaX MPOU3BOJIUTEIEH
Ha JIEKapCTBEHHBIE IIpeNaparbl, BKIIOUCHHBIE B IEPEYECHb >KU3HEHHO
HEOOXOIUMMBIX W BaXKHEHIIMX JIEKapCTBEHHBIX IpenaparoB, 00
YCTaHOBJIEHHBIX B CcyObekTe Poccuiickoii @Denepanuu pasmepe
npeneabHOW ONTOBOM HanbaBku u  (WIM) pa3Mmepe MpeaesibHON
PO3HMYHOM  Hag0aBKM K  YCTAHOBJIEHHBIM  NPOMU3BOJUTEISIMU
JIEKapCTBEHHBIX MpEenaparoB (HaKTUUECKUM OTIYCKHBIM II€HaM Ha
JIEKAPCTBEHHBIE IIPEMaparhl, BKIIOYEHHBIE B IIEPEYEHb HKU3HEHHO
HE0OXOIMMBIX M BaKHEUIIHNX JIEKApCTBEHHBIX IIPErapaToB

BoinonHenue caHMTapHBIX TpeOOBaHMM K JIMYHOW THUTHEHE U
KOPIIOPAaTUBHBIX TPEOOBAaHUI! K CIIEIIMATILHON OJIeKIe

Heob0xomnumele
YMEHHUS

OCYH_ICCTBJBITL MMpeaAnpoaa’KHYyrO MMOATOTOBKY JICKApCTBCHHBIX
npenapaTroB U TOBAPOB AlITCYHOI'O aCCOPTUMECHTA B TOPIrOBOM 3aJIC U Ha
BUTPHUHAX B COOTBCTCTBHUU C HOPMATUBHBIMH IIPABOBLIMU dKTaAMU



consultantplus://offline/ref=5F65371254B58EC829AA3032D0C52DDB3DB255682B48AD6936BF557543A8A7644A0B3078CCCD7C6A0C6E408799e5XDL
consultantplus://offline/ref=5F65371254B58EC829AA3032D0C52DDB3DB255682B48AD6936BF557543A8A764580B6874CCC6636E087B16D6DF0ABE5A4B9BF96CE8C6FDE8e2X3L

[Tonb30BaTbcs KOHTPOJIBHO-U3MEPUTENBHBIMU MPUOOpPaMH, pacuyeTHO-
KacCOBBIM U OOOPYZOBAaHUEM, HCIOJIb3yeMbIM B (papMaleBTUYECKOH
NEeSATEIbHOCTH

ITosp30BaTbed CHEUATM3UPOBAHHBIMU IIPOrpaMMaMM U MPOAYKTaMU
MH(POPMAIMOHHBIX CHCTEM U MIPOU3BOIUTH HEOOXOAUMBIEC PACUETHI

HpOI/I?;BOI[I/ITb BU3YAJIbHYIO OLICHKY COCTOsIHUA  JICKAPCTBCHHBIX
mpernapaTtoB MU TOBApPOB allITCYHOI'0O aCCOPTHUMECHTA 11O BHCIIHEMY BHUAY,
YIIAaKOBKEC, MaAPKUPOBKE, EJIOCTHOCTHU

Heo0OxonnMmeie
3HAHUS

[TonokeHHs 3aKOHOJATENBHBIX W HOPMATHBHBIX IPABOBBIX aKTOB,
pEryNUpyOIMUX OOpalieHne JEKapCTBEHHBIX CpPEACTB W TOBApOB
anTeyHOro aCCOPTUMEHTA

[IpaBuna xpaHeHHs JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB AalTEYHOT'O
accopTHMEHTa

[Topsnok m mpaBmia IpeANpOAAKHON MOATOTOBKM TOBAPOB ANTEYHOI'O
aCCOPTUMEHTA

I/IHCTPYKI_II/II/I 10 CAHUTAPHOMY PCIKUMY aAlITCHHBIX OpFaHI/ISaHI/Iﬁ

Bunel v Ha3zHayeHUs KypHAJIOB, HCIIOJIb3YEMBIX IPU OCYIIECTBICHUU
(hapMaIeBTHYECKOM IeATEITHHOCTH

[lepeyenb TOBapoB, pa3pelICHHBIX K MNOPOJAXKE B  ANTEYHBIX
OpraHM3alMaX HapsaAy C JIEKAPCTBEHHBIMU IIperapaTamu

HpaBI/ma HCHOO6paSOBaHH5{ Ha JICKApCTBCHHBIC CPCICTBA

TpebGoBaHust OXpaHbl TpyAa, MEPHI MOXKAPHOU OE30MACHOCTH, MOPSIOK
JEHCTBHS MPU YPE3BBIYANHBIX CUTYAIUAX

Jpyrue

XapaKTCPUCTHUKU

3.1.2. TpynoBasi pyHKUUSA

YpoBeHb
dapmaneBTHYECKOE IIOAYPOBEHB
HaumenoBanue p Kon | A/02.5 (noznyp ) 5
KOHCYJIbTUPOBaHUE KBaTH(pUKaLU
U
ITpoucxoxnenue 3aMMCTBOBaHO
P A Opurunan X
TPYAOBON HYHKIIUU U3 OpUTHHAaJIa
Kon Perucrpanuonnslii
OpUTHHAaJa HOMEp
npodeccroHalbHO

ro cranzaapra



TpynoBbie
JIeNCTBUSA

BrisBienne moTpeOHOCTEW TpakgaH - TOCETUTENEH  anTeYHOU
opranu3anvi B JICKAPCTBCHHBIX CPCACTBAX MW TOBApax anTcHYHOIro
aCCOPTHUMEHTA

[IpenocraBienue rpaxaaHaMm HHPOpPMAIUKM O TPaBWIAX OTIYCKa
JIEKapCTBEHHBIX TpPEnaparoB (M0 PeuenTy MEIUIUHCKOrO paboTHUKA U
0e3 perenTa)

KoncynprupoBanue  rpaxkaaH 00  HMEIOHIIMXCS B IPOJaxKe
JIEKapCTBEHHBIX Mperaparax, B TOM YHUCJIEe O HAUINYUU IPYTUX TOPTOBBIX
HaMMEHOBAaHMH B paMKax OJHOTO MEXIyHapOJIHOTO HENaTeHTOBAaHHOTO
HAaMMEHOBAaHMA M I[I€HAaX Ha HHUX, O TOpSAKEe MPUMEHEHHUS WIN
UCTIOJIb30BAHUSI TOBApPOB ANTEYHOTO ACCOPTHMEHTa, B TOM YHCIE O
cmocobax  mIpueMa, pPeXUMax  JIO3UPOBAHMSA,  TEPAINEBTUYECKOM
NEUCTBUH, MPOTHUBOINOKA3AHUAX, B3aWMOJCHCTBUM JICKAPCTBEHHBIX
MpernapaToB MpPU OJHOBPEMEHHOM IIpUEME MEXAy coOod M (M) ¢
MUILIEH, TpaBUiIax UX XpaHEHUs B JOMALIHUX YCIOBUIX

Oxazanue nH()OPMAITMOHHO-KOHCYJIBTAIIMOHHONW MOMOIIM HpU BBIOOpE
Oe3pelenTypHbIX JICKApCTBEHHBIX IPENapaToB M TOBAapOB alTEYHOI'O
ACCOPTUMEHTAa C YYE€TOM UX BO3MOXKHOI'O B3aUMOJCHCTBUSA U
COBMECTHMOCTH C JIPYTMMH JICKAPCTBEHHBIMH TpenapaTamu

Oxa3zanue KOHCy.]'IBTaTI/IBHOI‘/‘I IOMOIIM IO IKCIUTyaTaluu MCEIUIUHCKUX
I/I3ZI€JIHI>1 B IOMAalIHUX  YCIOBUAX C YUCTOM TEXHHYCCKOU |
BKCHHyaTaHHOHHOﬁ AOKYMCHTAIIUU HPOU3BOAUTEIIA (I/I3FOTOBI/ITCJ'I$I) Ha
MCIHUIMHCKHUE U3CIINA

Perucrparus oOpamenuii motpeduTesield 0 BO3HUKHOBEHUH TTOOOYHBIX
NCUCTBUHN, HEKENATSIbHBIX PEAKIUH, CEPhE3HBIX HEXKEIATeIbHbBIX
peaknuii, HempeIBUICHHBIX HEXKENATeIbHBIX PEeaKIUi MPU TPUMEHEHUN
JIEKapCTBEHHBIX MpPEnapaToB, 00 WHIUBUAYAIbHONH HEMEPEHOCUMOCTH,
otcyTcTBHH 3(h(PEKTUBHOCTH JICKAPCTBEHHBIX TIPEIIapaToB

Heo0xomumeie
YMEHHUS

3anoiHATh W3BEIIEHUS O HEXKEJIaTeNbHOM peakuuud WM OTCYTCTBUU
TepaneBTHUecKoro 3¢ ¢ekra JeKapcTBEHHOTO Mpenapara, 0 MOOOYHBIX
NENCTBUSIX, O Kallobax morpeduTeneit

Cobupars uMH(POpPMALIMIO MO CIPOCY HACEJCHHUS Ha JIEKAPCTBEHHBIE
MpemnapaThl ¥ TOBAPhl AITEYHOTO ACCOPTUMEHTA U MOTPEOHOCTSIM B HUX

ITonp30BaThCA ClICUAJIN3UPOBAHHBIMHA ITPOTPAMMHBIMU ITPOAYKTAMU

[Tonp30BaTbCs HOPMaTHUBHO-TEXHUYECKOU u CIIPAaBOYHOM
JIOKYMEHTaluen

OHpelIeJ'ISITB COCTOsIHM:A, TP KOTOPEIX OKAa3bIBACTCA IMEPBAA ITIOMOIIb

Heob0xomnumele
3HaHUA

COBpCMCHHBIfI ACCOPTUMCHT JICKAPCTBCHHBIX IIPCIIapaToB W TOBApPOB
AIlITCYHOI'O aCCOPTHUMCHTA

Toprossie HaVMEHOBAaHUS B paMKax MEXIyHApOIHOTO
HEMIAaTEHTOBAHHOI'O  HA3BaHMWA M AHAJOTMYHBIE  JICKAPCTBEHHBIE
mpernapaTsl B paMKax (apMaKoJOTMYECKOW Tpynmbl M MO KoJam




aHaTOMO-TepaneBTHYECKO-XUMHUYECKOH Ki1accu(uKauu

OcHOBHbIC (hapMaKOJIOTUYECKHE TIPYIIbI JIEKAPCTBEHHBIX CPEACTB U
0COOEHHOCTH UX MPUMEHEHUS

IIpaBuina u nOpsAIOK AECHCTBUM IIPU 3aMEHE JIEKAPCTBEHHBIX IIPENApaToB,
Ha3HAYEHHBIX MEAULIMHCKUM paOOTHUKOM

[opsimox u (GopMBI perucTpanyi HE3aperHCTPUPOBAHHBIX MOOOYHBIX
JEHCTBUM JIEKApCTBEHHBIX NIPENapaToB

Mexanu3mbl (hapMaKoJIOTHYECKOro JIEHCTBUS IIPernapaToB

MeTo/b1 TOMCKA U OLEHKU (hapMalleBTUYECKOil HHPOpMaIiu

HpaBI/IJ'Ia paluOHAJIBHOI0 IPUMCHCHUA JICKAPCTBCHHBIX IIPCIapaToB:
A0O3UpOBaHHA, COBMCCTHUMOCTU U BSaHMOﬂeﬁCTBHH, B TOM YHCIIC C
IMUIICBBIMA  MPOAYKTaMH, JICKAPCTBCHHBIX IIPCIIApaTOB, YCJIOBUA
XpaHCHUA B JOMAIIHUX YCIIOBUAX

[lepedeHpb cOCTOSHUH, TPU KOTOPBIX OKA3bIBAETCS MepBast MOMoIp <12>

Apyrue
XApPaKTCPUCTHKH

3.1.3. TpynoBasi pyHKUUSA

Po3unynas Toproiis
YpoBeHb
JIEKapCTBCHHBIMU TIpeTiapaTaMu 1
(moaypoBeHb)
HaumeHoBaHue | OTIIYCK JIEKapCTBEHHBIX Kon | A/03.5 5
KBaMUKaIu
MpPermapaToB U TOBAPOB ANITEYHOTO "
aCCOPTHMEHTA
ITpoucxoxaenue 3anMCTBOBaHO
P o Opurunan X
TPYAOBOH (QYHKIIUU U3 OpUTHHAaIIa
Kon Perucrpanuonnslii
OpHUTHHAJIA HOMEp
npogeccuoHaIbHO

ro CTaHIapTa

Tpynoseie
JIEUCTBHUS

dapmarieBTHUECKas HKCIEepTH3a peuentoB <13> Ha JeKapCTBEHHBIE
npenaparel ¥ TpeboBaHuM <14> MEIUIMHCKHAX OpTraHW3aluid K
JIEKapCTBEHHBIM TIpernaparaM Ha MPEIMET COOTBETCTBUS HOpMaM U
paBuiaM

KOHTpOJ'IB BHCHIHCTO BUAA OTIIYCKAEMBIX JICKAPCTBCHHBIX MPLEIapaToB U
OIICHKAa COOTBCTCTBUA OO3HUPOBKH, HeKapCTBeHHOﬁ (I)OpMBI BO3pacry,
BECY IMalucHTAa, a TaKXeC BO3MOXHOT'O BSaHMO)IefICTBI/ISI u
COBMCCTHMOCTH JICKAPCTBCHHBIX IIPCIIAPATOB

OHpe,Z[CJ'ICHI/IC HCHBI TOBapa, KAJIbKYJIANHUA CTOUMOCTU JICKAPCTBCHHOI'O




IpenapaTa, W3TOTOBJICHHOTO B YCIOBUSAX AaNTEYHOW OpraHU3allvu,
BETCPUHAPHOM aIllTeYHOM OpraHu3alud, TaKCUPOBKAa pELENTOB U
TpeOOBaHUI METUIIMHCKUX OpraHu3aLui

Bbinaua xaccoBoro 4eka M MpOHM3BEICHUE PACYCTOB 32 MPUOOPETEHHBIN
TOBap

[Ipomaxka jekapCTBEHHBIX IMpenaparoB W  TOBAapOB  alTEYHOTO
aCCOPTHUMEHTA

OTnyck  JIEKapCTBEHHBIX  IpPENaparoB M TOBAPOB  alTEYHOIO
aCCOPTHMEHTA B IOAPA3CIICHUS MEAUIIMHCKUX OpraHU3ali

[lpuem wu cOopka 3aka3oB OT NOTpPEOUTENCH Ha NPHOOpPETCHHE
JIEKapCTBEHHOTO Mperapara ¢ JIocTaBkoi <15>

@ukcanys OTCYTCTBYIOLIMX JEKAPCTBEHHBIX MIPENAapaToB Ha OCHOBAHUU
HEYJOBJIETBOPEHHOTO CIpOCca NOTpeOuTeneH

[lepenaya naHHBIX B CHUCTEMY MOHHUTOpuUHra <16> nBMKEHUS
JIEKapCTBEHHBIX IIPENapaToB

Heo0xomumeie
YMEHUS

BusyanbHO orleHHBAThH pelenT, TpeOoBaHNE METUIIMHCKON OpraHu3auu
Ha TIpeaMET COOTBETCTBUA (hopme OiiaHka

Hpenynpe;maTL KOH(I)J'II/IKTHLIC CUTyaluu C HOTpe6I/ITeH${MI/I

VYperynupoBarb  TpEeTEH3UM  MOTPEOUTENe B paMKax  CBOEH
KOMIIETECHIIUHU

[IpoBepATh COOTBETCTBHE 1LI€H Ha HKU3HEHHO HEOOXOIUMblE U
BaKHEHIIME  JIEKApCTBEHHBIE  Ipemaparbl I8  MEIUIUHCKOIO
IIPUMEHEHHS] TOCYAAPCTBEHHOMY PEECTPY MPEAEIBHBIX OTIIYCKHBIX LIEH
MIPOM3BOJUTENIE Ha JIEKapCTBEHHBbIE Ipenaparhbl, BKJIIOYEHHbIE B
NepevyeHb >KU3HEHHO HEOOXOJUMMBIX M Ba)KHEHIINX JeKapCTBEHHBIX
IpernapaToB

[Tonp30BaTbes pacyeTHO-KaCCOBBIM 00OpPYIOBaHUEM U 000PYAOBAaHUEM,
NpeAHa3HaYE€HHbIM JUTSt OCYUIECTBJIECHUS (bapmaleBTUYECKOM
NeSITeTbHOCTH ¥ MOHUTOPHHTA JIBUXKEHUS JIEKAPCTBEHHBIX MPETapaToB

Crpouts mpodeccronanpHoe oOIEeHne ¢ COOMI0ICHUEM JIeTTIOBOTO
ATUKETa U papMareBTUIeCKON JEOHTOIOTUN

ITonp30BaThCA CIICUAJIN3UPOBAaHHBIMHA TPOTPAMMHBIMU ITPOAYKTAMU

AHanM3UpoBaTh M OLEHUBATH PE3YJbTAaThl COOCTBEHHOM NEATETHHOCTH,
NEeSTeIbHOCTH KOJUIET Il IpenynpexIeHus MnpodeccunoHamIbHbIX
OIMOOK ¥ MUHUMM3ALIUU PUCKOB JUISI TOTpeOUTENs

[Tonp3oBatbes  mpueMamu  3(Q(EKTUBHBIX ~ KOMMYHHMKAMA — TpU
B3aMMOJICHCTBUH C KOJUIETaMU U IOTPEOUTEIMU

HeoOxonnMeie
3HAHUS

[lopsimox  oTmycka JIEKapCTBEHHBIX IpEnapaToB HAcENeHUI U
MEIULMHCKUM OpraHu3alusM, BKJIOYas JIEKapCTBEHHBIE Mpenaparsl,




MOJJIEKAIIUE MTPEAMETHO-KOJIUYECTBEHHOMY YUETy

HpaBI/IJ'Ia BC€ACHUSA KaCCOBBIX onepauﬂﬁ N ICHCKHBIX PACUCTOB

Bunel u ocobeHHOCTH mNOTpeOuTeNeld TOBAPOB U YCHYr AamnTEeYHBIX
OpraHu3aui

Hopmbl oTmycka HapKOTHYECKHX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX
IIpenapaToB

[IpaBmwia odopmieHHs perenToB © TPeOOBaHWUN  MEIMIIMHCKHX
OpraHu3alMil Ha JIEKAPCTBEHHbIE MpenapaThl, MEAULIMHCKUE U3ACIINS U
CHEeIUaTU3UPOBAHHBIE MPOAYKTHI JI€4€OHOTr0 MUTAHUS

MeToabl ¥ TpUEMBI yperyaTupoBaHus KOH(QIUKTOB C TOTPEOUTEIMHU

[Topsimok paboThl B CHCTEME MOHUTOPHHTA JIBYDKEHUS JICKAPCTBEHHBIX
MpernapaToB

Hpyrue
XapaKTEPUCTUKH

3.1.4. TpynoBasi pyHkuus

YpoBeHb
OdopmiieHre JOKyMEHTaIUH 10
(moaypoBeHb)
HaumMenoBanue |yuery peanusanuu JiekapctBeHHbIX | Kox | A/04.5 5)
KBTI (UKALIH
IIpernaparoB 0
IIpoucxoxnenue 3aMMCTBOBaHO
. Opurunan X
TPYAOBOH (PYyHKIIMU U3 OpUTMHAJIA
Kon Perucrpanuonnslii
OpUTHHANA HOMED
npogeccuoHaIbHO

ro CTaHaapTa

Tpynoseie
JIEHUCTBHUS

OdopmiieHre peLenToB Ha JIEKapCTBEHHbIE MpenapaTbl U MEAUIIMHCKUE
u3zenusi, TpeOOBaHUI METMIIMHCKUX OpraHu3alui

Peructpanusi OCylIECTBIEHHBIX 3aKa30B M JIOCTABOK JIEKApCTBEHHBIX
MpenapaToB MOTPEOUTEIIO

Benenue NpEeAMETHO-KOJIMYCCTBCHHOTO YUYCTA JICKAPCTBCHHBIX CPCIACTB

Odopmienne BbIAauM JIEKApCTBEHHBIX IIPENapaToB

OdopmiieHre KacCOBBIX U OTYETHBIX IOKYMEHTOB

HeoOxonnMeie

Bectu xypnaner <17>

YMEHHUS

[Tonp30BaTbCs cieUMaIM3UPOBAHHBIMY IIPOTPAMMHBIMU ITPOTYKTaMH




Heo0Oxonnmeie
3HAHUA

[Topsimok BeneHUs NpeIMETHO-KOJINYECTBEHHOTO yueTa JeKapCTBEHHbIX
IperapaToB

TpeOoBaHuUs K CTPYKTYPE U COCTABY OTUETHOM JOKYMEHTAIIUU

ITopsnok yuyera nBUKEHUS TOBapa

HpaBI/ma HHCT&HHHOHHOﬁ TOPIroBJIH JICKAPCTBCHHBIMU IIpCIiapaTaMu

NndopmannonHbie cUCTEMbl M OCOOCHHOCTH (DYHKLIHOHUPOBAHUS
KOMITBIOTEPHOTO 000PYAOBaHU

Buaslt w  HazHaueHuss KypHaJoB  (ydeTa  CpPOKOB  T'OJTHOCTH
JIEKapCTBEHHBIX MPErapaToB, )KypHAJbl yyeTa Omepaluii, CBSI3aHHBIX C
oOparieHueM JIEKAPCTBEHHBIX CPEJICTB), OPSIOK MX OPOPMIICHHUS

Apyrue
XApPaAKTCPUCTHKH

3.1.5. TpynoBasi pyHKUUSA

Hanmenosanue

[IpoucxoxaeHue
TPYAOBOW (yHKIIMU

YpoBeHb
ITpueMouHbIif KOHTPOJIb B Kox | AJO5.5 (moxypoBeHb) 5
(bapMareBTHYECKON OpTraHu3aIiH | xBanupukanu
U
3auMCTBOBaHO
Opurunan X
U3 OpUTMHAJIa
Kon Perucrpanmonnslii
OpUTMHajIa HOMEp
npo(hecCuOHATILHO

ro cragzapra

Tpynossie
JEeHCTBUSA

HpneMKa JICKAPCTBCHHLBIX CPCACTB U TOBAPOB AlITCYHOI'O aCCOPTUMCHTA
110 KOJIMYECTBY U KAaUCCTBY

PGFI/ICTpaHI/IH MMOoCTynarommux B Q)apMaHeBTI/I‘-IeCKYIO OpraHu3anuro
JICKApPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOTO aCCOPTUMCHTA

Pemcrpaum{ JICKApCTBCHHBIX CPEACTB, IOAJICKAIINUX MTPCAMETHO-
KOJIMYCCTBECHHOMY YUCTY

PCTI/ICTpaL[I/ISI JICKAPCTBCHHLIX MpCraparoB B CUCTEMC MOHUTOPHHIA
ABWXKXCHUS JICKAPCTBCHHBIX MPLCIIapaTOB

Heob0xomnumele
YMEHHUS

HpOI/IBBOI[I/ITB MMPOBEPKY COMMPOBOAUTCIIBHBIX NTOKYMCHTOB I10 COCTAaBy U
KOMIIJICKTHOCTHU

O(bOpM.]'ISITB OTUCTHBIC JOKYMCHTBHI II0 ABWMIXCHUIO JICKAPCTBCHHBIX
CpCACTB U TOBAPOB alITCYHOI'O aCCOPTUMCHTA




[IpoBepsiTh COOTBETCTBHE II€H Ha JKU3HEHHO HEOOXOIMMBIE U
BOKHEWILIME  JICKApCTBEHHbIE  Mpemaparbl Uil  MEAUIIMHCKOIO
MIPUMEHEHUS TOCYAAPCTBEHHOMY PEECTPY IMPEAETIbHBIX OTITYCKHBIX LIEH
MPOU3BOJUTENICH Ha JIEKAPCTBEHHBIC IIpernaparbl, BKJIIOYCHHBIE B
nepeyeHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
IIpenapaToB

OdopMnsaTh  JOKYMEHTAIMIO 1O  W3BITHIO U3  OOpamieHus
JICKApCTBEHHBIX CPEJICTB U TOBAPOB AlITEYHOTO aCCOPTHMEHTA

Bectn mpenMeTHO-KOTUYECTBEHHBIM YYeT JIeKapCTBEHHBIX CPEICTB
IIOCPEACTBOM 3aIIOJIHEHUS KypHaJla

[Tonb3oBatrbcs KOHTPOJIbHO-U3MEPUTEIILHBIMU npubopamu,
CHEIMAIM3UPOBAHHBIM 000py/ZIOBaHHEM, B TOM YHCIE B CHCTEME
MOHMTOPHHIA JIBUKEHHUS JICKAPCTBEHHBIX IPenaparoB, IporpaMMaMu U
NpoAyKTaMu  WH(OPMAIMOHHBIX  CHCTEM,  HCIOJb3yeMbIMU B
(hapMaleBTUUECKUX OPraHU3aLUIX

OI_IGHI/IBaTL MAapKHUpPOBKY, YIIAKOBKY H BHEITHHI BHUA JICKAPCTBCHHBIX
CpCACTB U TOBAPOB allITCHHOI'O aCCOPTUMCHTA, B TOM YHCJIC ITPOBCPATH
CPOKH I'OAHOCTH

HeoOxonnmeie
3HAHUS

[IpaBuiia mpueMku ToBapa

HepequL U CTPYKTYpa COIIPOBOAUTCIIBHBIX HOKYMCHTOB IIOCTAaBIIHWKa
Ha JICKapCTBCHHBLIC CPCACTBA K TOBAPHI allTCYHOI'O aCCOPTUMCHTA

Ilonoxenus 3aKOHOAATCIbHBIX W HOPMATHBHBLIX IIPABOBBIX aKTOB,
PEryiinpyromux O6paH_ICHI/Ie JICKAPCTBCHHLIX CpPCACTB HU TOBApPOB
aIlITCYHOI'0 aCCOPTUMCHTA

[Topsanox paboTel ¢ HeTOOpPOKaueCTBEHHBIMU, (anbCUPUIMPOBAHHBIMU
U KOHTpa(aKTHBIMU JIEKapCTBEHHBIMU CPEACTBAMU

Tpe6OBaHI/I$I K KaueCTBY JICKAPCTBCHHBIX CPEACTB, B TOM YHCIC K
MAapKHUpPOBKE JICKApCTBCHHBIX CpCaACTB n K JOKYMCHTaM,
MOATBCPIKAAIOIUM KA4Y€CTBO JICKAPCTBCHHBLIX CPEACTB W TOBApPOB
AIlITCYHOI'0O aCCOPTUMCHTA

AKTyanbHbII ACCOPTUMEHT JIEKapCTBEHHBIX CPEACTB o
(hapMaKkOJIOTUYECKUM TPYIIIIaM B TOBAPOB allTEYHOTO aCCOPTUMEHTA

CriocoObl  BbIABIEHUS (DanbCU(UIMPOBAHHBIX, KOHTPAa(aKTHBIX U
HEe100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB alTEYHOIO
acCOpTUMEHTA

TpeboBaHus K OTYETHON JOKYMEHTAIMH, CTPYKTYpa U COCTaB OTUYETHOM
JNOKYMEHTalUU

[Topsiiok BeeHUsT MPEIMETHO-KOJIUYESCTBEHHOTO yUeTa JICKapCTBEHHBIX
CpENCTB

NudopmanvonHsle cucreMbl U 000pylOBaHUE HH(POPMALIMOHHBIX
TEXHOJIOTUH, NCTIOJIb3yeMbIe B (papMalleBTUIECKON OpraHu3aliu




[Topsanok TpaHCTIOPTUPOBKH TEPMOJAOUIBHBIX JIEKAPCTBEHHBIX CPEICTB
M0 XOJOAOBOH I[EMU W UCHOJb3YyeMble JUISi KOHTPOIS COOIIOICHUS
TEeMIIEpPaTyphl CPEACTBA

HOpﬂI[OK YTBEPKIACHUSA u OOHOBJICHUS nepeuHs KHN3HCHHO
HCO6XOI[I/IMBIX M BaXHEHIIHUX JICKAPCTBCHHBIX  IIPCriapaToB  JIA
MCIUIUHCKOI'O IPUMCHCHUSA

IIpaBuna neHooOpa3oBaHUs Ha )KU3HEHHO HEOOXOIUMbIE U Ba)KHEHINe
JIEKapCTBEHHBIE MPEnapaThl

Hepequb TOBApPOB, Pa3spC€llICHHBIX K  IIPOJAXKEe B aAllITCYHBIX
opranm3anuvsiax Hapsaay € JICKapCTBCHHBIMU IIpCliapaTaMu

TpeboBanusi oXpaHbl Tpya, MEPhI MOXKAPHOU OE30MACHOCTH, MOPSIOK
JEUCTBUM MPU YPE3BBIYANHBIX CUTYALUSIX

MeTtoapl u IIPUEMBI YPETYJIUPOBAHUA HpeTeHBI/Iﬁ C IIO0CTaBIINKaMH

CaHUTapHO-IMHUIEMUONIOTUYECKUE  TpebOBaHUA K  AKCIUTyaTaluu
MOMEIICHUH U YCIIOBUSIM TpyAa

OdunuanbHple WCTOYHUKH WHpOpMamuu O HEJ0OPOKAUYECTBECHHBIX,
(banbCUPUIMPOBAHHBIX U KOHTPa(paKTHBIX JCKAPCTBEHHBIX CPEACTBAX U
TOBapax anTeYHOro AacCCOPTHMEHTA, IMOJICKAIMUX U3BIATHIO U3
oOparnieHus

[Topsimox paGoThl B cUCTEME MOHUTOPHMHIA JBM)KEHUS JIEKapCTBEHHbIX
IIpernapaToB

Apyrue
XapaKTCPUCTHUKU

3.1.6. TpynoBasi pyHKUUSA

XpaHeHHe JeKapCTBEHHBIX CPEJICTB YpoBeHb

U TOBApOB aIllTEYHOT'O IMOYPOBEHD
HaunmeHnoBanue P Kon | A/06.5 (monyp ) 5

aCCOPTHMEHTA B KBaJM(HKAIN

(hapMaIeBTHYECKUX OPTaHU3aAINIX 51
[Tpoucxoxaenue 3anuMCTBOBAaHO

TPYAOBON (QYHKIIUU

Opurunan X
U3 OpUTHHAJIA

Kon Peructpanmonueri
OpUTHHAJA HOMED
po¢eCCHOHAIBHO

ro cranzaapra

Tpynossie
JeHCcTBUSA

IIpoBepka wu peructpamus napameTpoB BO3AyXa B MOMENIEHUIX
XPaHEHHUs JIEKAPCTBEHHBIX CPEICTB U TOBAPOB AIITEYHOI'0 aCCOPTUMEHTA

I/I,ZLCHTI/I(I)I/IKE[I_II/IH O60py,HOBaHI/I$I AJId XpaHCHUSA JICKApCTBCHHBIX CPCACTB




1 TOBApOB allTCYHOI'0O aCCOPTHUMECHTA

Odopmienne U BeJJleHUE CTEIaXHBIX KapT

Hapexaiuee XpaHeHue HapKOTUYECKHUX, IICUXOTPOITHBIX
JIEKAPCTBEHHBIX CPEICTB M HX IPEKypCOPOB B COOTBETCTBUM C
HOPMAaTUBHBIMU IIPABOBBIMH AKTaMU

CopTrpoBKa MOCTYNAIOLIUX JIEKAPCTBEHHBIX CPEACTB U TOBapoOB
anTEeYHOI'o ACCOPTUMEHTA 110 TPpyIIaM

yHOpH,I[OLIeHI/IC 10 CEpHAM M YUET 3allaCcoB JICKAPCTBCHHBIX CPEACTB H
TOBApPOB alITCYHOI'0 aCCOPTHUMCHTA B (bapMaI_[eBTI/I‘IeCKI/IX opraHu3anusax

Pa3MeH.IeHI/Ie JICKApCTBCHHBIX CpCACTB u TOBAapoOB alITCYHoro
aACCOpTHUMECHTA 10 MECTaM XpaHECHUA B COOTBETCTBUU C
YCTAaHOBJICHHBIMHU IIPOU3BOJUTCIIAMU YCIIOBUAMU XPAHCHUA

[TpoBenenue u oopMiICHHE PE3yIbTATOB HHBCHTAPU3AIIUU

Benenue ydera JEKapCTBEHHBIX CPEICTB C OTPAaHUYCHHBIM CPOKOM
rogHocTu <18>

[IpoBepka ycnoBuil XpaHeHUs JIEKAPCTBEHHBIX CPEJICTB

BrusiBiienue u uzbstae QpanbCHPUIMPOBAHHBIX, HEAOOPOKAUYECTBEHHBIX
U KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB, MOAJICKAIINUX UIBITHIO U3
rpakJaHCKOT0 000poTa

HeobOxonumeie OOecnieunBaTh yCJIOBUSI XPaHEHHs, YCTaHOBIICHHBIC MPOM3BOIUTEIIEM

YMEHUS JICKapCTBEHHBIX CPEJICTB
Hcnonp30BaTh  TEXHUYECKUE  CPEICTBA, TEXHOJIOTHMH,  BKIIOYAs
IporpaMMHOe oOecreyeHue U UH(POpMallMOHHbIE CIIPABOYHBIE CUCTEMBI,
U1 obecrieueHus HaJIeXkallero mopsiika U yCIOBUHM XpaHEHUs] TOBapOB
anTeyHOro aCCOPTUMEHTA
[loHnMaTh M OCO3HAaBaTh IIOCIEJACTBHS HECOONIOJCHMS YCIOBUHN
XpaHEHUs JIEKapCTBEHHBIX CPEICTB
[IporHo3upoBaTb pPHUCKM TOTEPH  KauyecTBa, APPEKTUBHOCTH U
0€30IIaCHOCTH JICKApCTBEHHBIX CPEJICTB IPU HECOONIIOJCHUM pEXHUMA
XpaHEHUs
OdopMIIATh COOTBETCTBYIOIINE TOKYMEHTHI Ha U3bATHE JIE€KAPCTBEHHBIX
CPEZACTB U TOBapOB AlITEYHOI'0 ACCOPTHUMEHTA
Bectu oTueTHbIE JOKYMEHTHI
WNuTepnpetnpoBaTh YCIIOBUS XpaHEHus, YCTaHOBJICHHbIE
MIPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEACTB, B COOTBETCTBYIOILIUE
PEXXUMBI XpaHEHUSI

Heo0xoanmeie TpeboBaHus K yCIOBUAM XpaHEHHUs JIEKAPCTBEHHBIX CPENICTB

3HAHUSA

IlonoxeHusT 3aKOHOHATENBHBIX H HOPMATUBHBIX TMIPABOBBIX 4aKTOB,




perynupyoomux oOpalleHue JEKapCTBEHHBIX CpPEACTB U TOBAapOB
anTEeYHOr0 aCCOPTUMEHTA

IIpaBuna u MHOPSAOK JEHCTBHM C JIGKAPCTBEHHBIMU CPEICTBAMHU,
MOJUIEXkKAIMMH U3BATUIO U3 IPAXKAAHCKOT0 000poTa

AKTyaJbHBI aCCOPTUMEHT JICKAPCTBEHHBIX MPENapaToB 10 Pa3InYHbIM
(bapMaKkoJIIOTHYECKUM TPYIIIaM

Tpe6OBaHI/I${ K BCACHUIO IpECAMETHO-KOJINYECTBEHHOT'O yucTta
JICKApCTBCHHBIX CPCACTB

HpaBI/IJIa XpaHCHUA JICKAPCTBCHHLIX CPCACTB U TOBAPOB aIITCUHOI'O
aCCOpTHUMECHTA

OcobenHocTH XpaHEHUA  JICKAPCTBCHHBIX CPEACTB, IMOJIC)KAIIUX
MNpECAMETHO-KOJIMYCCTBCHHOMY YUCTY

[Topsimok ydera JIEKapCTBEHHBIX CPEACTB C OIPAHMYEHHBIM CPOKOM
TOJTHOCTH

Ocobennoctu XpaHCHUA I/IMMYHO6I/IOJ'IOFI/IIICCKI/IX JICKAaPCTBCHHLIX
npenapaTroB 1 MCAULIMHCKHX ITHABOK

[lopsatok TPaHCHOPTHUPOBKU HMMMYHOOMOJIOTMYECKHUX JIEKAPCTBEHHBIX
CPEICTB B YCIOBHUSAX XOJIOJOBOM LENU U UCIOJIb3yEeMbI€ JIJIsi KOHTPOJIS
COOJIIOJICHHSI TEMITEPATYPhI CPECTBA

TpeGoBaHUsI K CTPYKTYPE M COCTABY OTUETHOM JOKYMEHTAIIUU

Nudopmanvonnsie cucreMbl W 000pynOBaHUE HH(POPMALIMOHHBIX
TEXHOJIOTUH, UCIIOJIb3yeMbIe B (hapMalieBTUUECKON OpraHU3aIlu

OU3UKO-XMMHYECKHE CBOMCTBA JIEKAPCTBEHHBIX CPEJICTB

[TpaBuia xpaHeHHUss MEAUIIMHCKUX U3aenuii <19>

TpeGoBaHust oXpaHbl Tpyna, MpaBWIa TOXKAPHOW OE30MaCHOCTH |
MOPSIIOK IEUCTBUI MPU YPE3BBIYANHBIX CUTYALIUSIX

Hcrounuku opunuanbHON HHGOPMAIIMU O JEKAPCTBEHHBIX CPEICTBAaX U
TOBapax anTeYHOTO AacCCOPTUMEHTA, IOJUICKANUX H3BATHIO U3
oOparieHus

Hpyrue

XapaKTCPUCTHUKU

Obecnieuenne  XpaHeHUs] B O0OCOOJIEHHBIX  MOApa3JeNeHHUIX
MCEAUITMHCKUX OpFaHI/ISaHI/IfI MOXKET OCYWCCTBIATECA MCEAWUIUHCKHUM
pabOTHHUKOM C JIONIOJHUTEIBHBIM NMPO(EeCCHOHATBHBIM 00pa30BaHUEM B
YaCTH PO3HUYHOM TOPTOBIIM JIEKAPCTBEHHBIMHU IIpenapaTaMmu

3.2. O0o0menHas TpyaoBasi pyHKuus

HaunmenoBanue

N3roroBneHune nekapcTBEHHBIX YpoBeHb
IIpenapaToB B yCJIOBUAX anTteuHblx | Kox B KBaJIUpUKay | S
OpraHu3alyil U BETEPUHAPHBIX u




alTeYHbIX OPTraHU3aIMNI

[Tpoucxoxnenue 3auMCTBOBaHO
N Opurunan X
000011IeHHON W3 OpUTHHAJIA
TPYAOBOW (PyHKIIMU
Kon Perucrpanuonssii
OpUTHHaJa HOMEp
po(hecCHOHATBEHO
ro CTaHjaapTa
Bo3moxHble ®apmaresT
HAaUMEHOBAHUS
JOJDKHOCTEH,
npodeccuit

TpeGoBanust Kk
00pa3oBaHUIO U
00y4YeHUIO

Cpennee npodeccnoHamTpHOE 00pa30BaHUE - MPOTPAMMBI IIOATOTOBKH
CIICLIMAIMCTOB CPEHEr0 3BeHa M0 cnenuaibHocT "dapmarius”

TpeGoBanust kK
OTIBITY
MPAKTUYECKOU
paboThI

Oco0ble ycioBust
JoTycKa K pabore

Hannuue ceprudukara cnenuanycra Wi CBUACTEIHCTBA 00
AKKpEeIUTAINH CIICIIHAINCTA

OTtcyTcTBUE OTpaHUYEHUH HA 3aHATUS TPO(ECCHOHATEHOM
JESTETbHOCTHIO

Hpyrue JononuauTenpHOE MpodecCHoHATBHOE 00pa30BaHUe - MPOTPAMMBI

XapaKTePUCTUKH |TOBBIIIEHUS KBATU(UKALIUY HE pexke OAHOTO pas3a B MTh JIET B TCUCHHE
BCEH TPYJIOBOM KU3HU
O06s13aTenbHOE MpeBapuTeIbHOE 00yUeHHEe PU U3TOTOBICHUH
JICKaPCTBCHHBIX MMPENapaToB JIJIsl BETCPUHAPHOTO TIPUMEHEHUS

JlonoIHUTeIbHbIE XapaAKTePUCTUKH

HaumenoBanue Kon HaumenoBanue 6a30Boii rpymiibl, JOHKHOCTH
JIOKyMEHTA (mpodeccun) UK CrenUaIbHOCTH

OK3 3213 dapmatieBThI

EKC - ®apmMareBT

OKIIATP 27309 ®apmartieBT

OKCO 3.33.02.01 Ddapmarus

3.2.1. TpynoBasi pyHKuusA
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Haumenosanue

[Ipoucxoxaenue
TPYAOBOW (HyHKIIMU

W3roTtoBnenune 1ekapcTBEHHBIX
MIPemapaToB M0 WHAWBHIyaTbHBIM YpoBeHb
Ha3HAYEHUSIM MEIULIUHCKUX (moxypoBeHb)

Kon | B/01.5 5
pabOTHUKOB U TPEOOBAHUIO KB (hUKaIH
MEIUIIMHCKUX OpraHu3aiuil u u
BETEPUHAPHBIX OPTaHU3AIHIA

3auMCTBOBAHO
Opurupnan X
W3 OpUTHHAJIA
Kon Peructpanmonubrit
OpUTHHAJIA HOMEp
poeCCHOHATBHO

ro CTaHaapTa

Tpynossie [TonroroBka paboyero wmecta i HU3TOTOBIEHUS JIEKAPCTBEHHBIX
JIEHUCTBHUS [IperaparoB

BrimonHeHue pacyeToB 1Mo ONpeAeTIeHHI0 MacChl/00beMa WHTPEIUEHTOB

JIEKApCTBEHHOIO0  IIpenapara B  COOTBETCTBUM C  HA3HAYECHUEM

MEIUIIMHCKOT0, BETEPUHAPHOT0 pabOTHUKA

Bb160p onTUMaNbHOIO TEXHOJIOTMYECKOTO Mpoliecca il U3TOTOBICHUS

JIEKApCTBEHHBIX IIPENapaToB

Beibop ¥ MOArOTOBKAa BCIOMOTATENbHBIX BEIIECTB M MaTepUasoB,

palMOHAIBHON YIIAKOBKHU

[TogroroBka  0o0OpymoBaHMsI HW  TOCYABl  JJIS  W3TOTOBJICHUS

JIEKapCTBEHHOI'O IIperapara

W3rorosneHue gekapcTBEHHOHN (popMBI

N3rotoBneHne KOHLEHTPUPOBAHHBIX PAcCTBOPOB, MOIYy(paOpUKATOB,

BHYTPUANTEYHOHN 3arOTOBKU

ITpoBenenue pabot 1o acoBke JIEKapCTBEHHBIX MTPENAPATOB

Benenue npeaMeTHO-KOJIMYECTBEHHOTO yUeTa JIEKAPCTBEHHBIX CPEZCTB
Heo6xonumeie [TosnydaTs BOAy OYMILEHHYIO U BOAY JUIsl HHBEKIIUN U UCIIOJIB30BATh €€
YMEHHUS JUISL U3TOTOBJICHUS JIEKAPCTBEHHBIX MPENapaToB

[IpoBepsiTh COOTBETCTBUE HA3HAYEHHONW MEAMIIMHCKUM paOOTHUKOM

JI03UPOBKH U JIEKAPCTBEHHOU (hOPMBI BO3pACTy OOJILHOTO

'oTOBUTH pa3iauyHbIe BHJBI JIEKAPCTBEHHBIX (OPM JIEKAPCTBEHHBIX

IpernapaToB

I'oToBuTH KOHLICHTPUPOBAHHBIE pacTBOpBI, noiy(abpuKaThl,

BHYTPHAINTEYHYIO 3aTOTOBKY

®dacoBaTh U3rOTOBJIEHHBIE JIEKAPCTBEHHBIE IIPETIapaThl




[Tonb3oBaTbes 1a00PATOPHBIM U TEXHOJIOTHYECKUM 000PYIOBaHUEM

HpI/IMeHHTB cpeacTBa HHﬂHBHﬂyaHBHOﬁ 3allIHNThI

[Tonb30BaTbcs COBpeMEHHBIMU MH(POPMAITMOHHO-KOMMYHUKAIIMOHHBIMU
TEXHOJIOTUSIMH, MPUKIIATHBIMU porpaMmmMamMu obecrnieueHus
(bapMaleBTUUECKON AESITENbHOCTH JUIsl peuieHus] MpoecCHOHAIbHBIX
3a1a4y

HpOI/I3BO,I[I/ITB 00s3aTeNbHEIE pacde€Tbl, B TOM YHCJIEC II0 IPCACIBHO
AONNYCTUMBIM HOpPMaM OTITYCKa HAPKOTUYCCKHUX U TICHUXOTPOIMHBIX
JICKApCTBCHHEBIX CPCACTB

Bectun HpCI[MCTHO'KOHH‘ICCTBGHHBIP'I YUET JEKAPCTBCHHBIX CPEACTB

Heo0OxonnMmeie
3HAHUS

HOpMBI OTITYCKa JICKapCTBCHHbIX npceIiapaTosB, coacpKammx
HAapKOTUYCCKHUEC, ICUXOTPOITHLIC BCIICCTBA

3aKOHOIaTeIbHbIE 51 HOPMAaTHUBHBIE IIPaBOBBIE aKTBhI,
perimaMeHTHPYIOLUe MPOLEecC H3rOTOBICHUS JIEKAPCTBEHHBIX (QOpM,
KOHLEHTPUPOBAHHBIX PACTBOPOB, MOIYy()paOpUKaTOB, BHYTPHUANTEUHOU
3aroTOBKH U (PaCOBKH JIEKApCTBEHHBIX IIpenapaToB

Bunsl  BHyTpHanTe4HOro  KOHTPOJS ~ KauyecTBa  M3TOTOBJIEHHBIX
JIEKapCTBEHHBIX IPENapaToB

HpaBI/IJIa H3TOTOBJICHUA TBEPAbLIX, XHJIKUX, MATKUX, CTCPHIIBHBIX H
ACCIITUYCCKUX JICKAPCTBCHHBIX q)OpM

Du3UKO-XUMHUYECKUE U OPraHOJICIITUYICCKUC CBOMCTBA JICKaApCTBCHHLIX
CpeaAcTB, HX (1)I/I3I/I‘~IGCKa$I, XHUMHUYCCKasd H (bapMaKOJIOFI/I‘-IeCKafl
COBMCCTUMOCTDB

Homenkiatypa 3aperucTpupoBaHHbBIX (hapMalleBTUUECKUX CyOCTaHIIUMH,
WCIIOJIBb3YEMBIX JUIsl U3TOTOBJIEHUS JIEKAPCTBEHHBIX MPENapaToB

YcaoBus n CpOKH XpaHCHUA JICKApCTBCHHBIX npemnaparos,
H3TOTOBJICHHBIX B AlITCYHBIX OpraHUu3alnuiax

Pekomenayemble crnocoObl  BbIABIEHUS  (DadbCUPUIUPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB M TOBApOB ANTEYHOI'O
acCOpPTUMEHTA

TpeboBaHus K BEIEHUIO NEPBUYHON JOKYMEHTAIMU MO HU3TOTOBJIECHUIO
JIEKAPCTBEHHBIX [IPENapaToB B allTEYHbIX OPraHU3aLUAX, BETEPUHAPHBIX
anNTEYHBIX OPraHU3ALNIX

TpeGoBanust oXpaHbl Tpyna, MpaBWIa TOXKAPHOW Oe30macHOCTH U
MOPSIIOK IEUCTBUI MPU YPE3BBIYANHBIX CUTYALIUSIX

CaHUTapHO-IMHUIEMUONIOTUYECKUE  TpeOOBaHUA K  OIKCIUTyaTalluu
MOMEIIICHUH U YCIIOBUSIM TpyAa

[IpaBuna npuMeHeHUs1 CPEACTB UHANBUIYATbHON 3aIIUThI




[Mopsimox BemeHUs! MPEIMETHO-KOJIMYECTBEHHOTO yUeTa JIeKapCTBEHHBIX
CpEnCTB

Wudopmannonnble cuCTeMbl MU 000pyAOBaHHE HWH(POPMALMOHHBIX
TEXHOJIOTUH, UCTIOJIb3yEeMbIC B AalITEYHBIX OPraHU3AIMAX

Meroapl moucKka M OLUEHKH HMH(GOPMAIMH, B TOM YHCJIE PECYpChHl C
uHpopmanueir o (anbcu(UIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX U
KOHTpa()aKTHBIX JICKAPCTBEHHBIX CPEJCTBAX M TOBapax anTEYHOTO
accOpTUMEHTa

CpenctBa n3MepeHuil U UCHBITaTEIbHOE 000pYyIOBaHUE, PUMEHSEMBbIE
B allT€YHBIX OPraHU3aIUsaX

BcnomorartenbHple  MaTepuanbl, HMHCTPYMEHTBI, IPHCIIOCOOICHHUS,
HCIIONB3YEMBIE IIPM  HU3TOTOBJIICHUM JICKAPCTBEHHBIX IIPENApaToB B
aNTEYHBIX OPraHU3ALMIX U BETEPUHAPHBIX allTEYHBIX OPraHU3aALMIX

Apyrue
XApaKTCPUCTHKH

3.2.2. TpynoBasi pyHKUUSA

YpoBeHb
OdopMieHre TOKyMEHTAIUH TI0
(moxypoBeHb)
HanMeHOBaHME | M3rOTOBJIEHUIO JIEKAPCTBEHHOTO Kon | B/02.5 5
KBTI (DUKAITH
mpermapara
51
ITponcxoxaenne 3aMMCTBOBaHO
P o Opurunan X
TPYIAOBOH (QYHKIIUU U3 OpUTHHAIIa
Kon Perucrpanmonnslii
OpUTHHAJA HOMEp
npo(hecCuOHATILHO

ro cragzapra

Tpynossie
JEeHCTBUSA

YnakoBKa U3rOTOBJIEHHOT'O JIEKAPCTBEHHOTO IpenapaTa B COOTBETCTBUU
¢ (pU3MKO-XMMUYECKUMHU CBOMCTBAMH JIEKAPCTBEHHOM (POPMBI

O(I)OpMJ'IeHI/IC H3TOTOBJICHHOT'O JICKAPCTBCHHOI'O IIpCIIapaTta

MapkupoBka  JEKapCTBEHHOHN (bopmbl IpEeyNPEAUTEIbHBIMH
HAJMHUCSIMHU B COOTBETCTBUU C MpaBUiiaMu oopmiieHus ynakoBku <20>

3anoaHeHHnE nmacrmopra MNHUCBMCHHOTO KOHTPOJIA IIPpU HU3rOTOBJICHHUU
JICKApCTBCHHBIX MPCIIapaToB

YCTHOE WU3I0KEHUE CBOMX JACWCTBUH IPU IPOBEAECHUU OIPOCHOIO
KOHTPOJIS

[IpoBenenue paboT 1O ymakoBKE M MapKUpPOBKE pac(hacoBaHHBIX
JIEKapCTBEHHBIX MPENApaToB




BCIICHI/IC NPpEAMETHO-KOJIMYECTBEHHOT'O YUYC€Ta JICKAPCTBCHHBIX CPCACTB

Perucrpanus gaHHbIX 00 M3rOTOBJICHHM JICKAPCTBEHHBIX MPENapaToB B
COOTBETCTBYIOLUX JKypHaiIax

Heo0Oxomumeie
YMEHHS

OdopMnsaTh JAOKYMEHTAIIMIO TIPU H3TOTOBICHUHM  JIEKAPCTBEHHBIX
IpenaparoB

MapKI/IpOBaTL HU3TOTOBJICHHBIC JICKAPCTBCHHLIC IPCIIAPAThl, B TOM YHUCJIC
HeO6XOI[I/IMBIMI/I npeaynpeauTCIbHbIMA HAANINCAMU U STUKCTKaMU

3anoyHATh NAclopT IUCBbMEHHOIO KOHTPOJSI MPU  HU3rOTOBICHUU
JIEKapCTBEHHBIX IPENapaToB

[Tonp30BaTbess COBpEeMEHHBIMU WH(POPMALIMOHHO-KOMMYHUKAIMOHHBIMA
TEXHOJIOTUSAMHU, IIPUKJIaJHBIMUA [IporpaMMaMH obecrieueHus
(bapMarieBTHYECKON ACSATEIBHOCTH JUIS PEIeHHUs NMPOo(ecCHOHAIBHBIX
3a1a4

I/IHTepHpeTHpOBaTL yCiioBUA XpaHCHHA, YKA3aHHBIC B MApPKHPOBKE
JICKApCTBCHHBIX CPCACTB

HpOI/I?;BOIlI/ITI) 00s13aTeIIbHEIC pacycThbl, B TOM YUCJIC 10 HOpMaM OTITyCKa
HapKOTHYCCKHX, IICUXOTPOIIHLIX JICKAPCTBCHHLIX CPCACTB

Bectu otyerHbIe JAOKYMCHTHI 11O ABUKCHHUIO JICKAPCTBCHHBIX CPEACTB

Heo0xomumeie
3HAaHUA

Bunbl  1OKyMEHTOB 1O perHCTpaluy IpOLEecca HU3TOTOBJICHUS
JIEKapCTBEHHBIX NPENapaToB U MpaBuiia X 0(QOpMIICHUS

3aKOHOAATEIIbHBIC " HOpMaTHBHBIE MIpaBOBbIE aKThI,
periJamMeHTHpyolne nporecc U3TOTOBJICHHUSI  JIEKAPCTBEHHBIX
IpenaparoB, KOHIIEHTPUPOBAHHBIX  PACTBOPOB, MOIYy(haOpUKATOB,
BHYTpPHUAINTEUYHOHN 3aTOTOBKU U (PaCOBKH JIEKAPCTBEHHBIX MPENapaToB

HopMartuBHO-TIpaBOBbIE ~ aKThl 1O BHJAM  KOHTPOJISI  KadyecTBa
JICKapCTBEHHBIX  IIPENaparoB,  MU3TOTOBJICHHBIX B aIlTeYHbIX
OpraHu3aIMIX

[TpaBuna odopmieHUsT ymakoBOK JIEKAPCTBEHHBIX MPEMApaToOB, B TOM
YyucIe NpeaynpeIuTENbHBIMUA HAATUCAMU

YcaoBus n CpOKH XpaHCHUA JICKApCTBCHHBIX npemnaparos,
H3TOTOBJICHHBIX B AlITCUHBIX OpraHU3alUAX WU BETCPHHAPHBIX AlITCUHBIX
opraHu3anuax

TpeGoBanust oxpaHbl TpyJa, MEpbl MOKAPHOH 0E30MaCHOCTH, MOPSIOK
JEUCTBHN NPU YPE3BBIYANHBIX CUTYALUAX

[Topsok BeaeHUs MPeIMETHO-KOJIMYECTBEHHOTO Y4eTa JIEKapCTBEHHBIX
[pernapaToB

TpeboBanust K TOKyMEHTaM MEPBUYHOTO yUeTa allTeYHON OpraHU3aIiu

NudopmanvonHsle cucreMbl U 000pylOBaHUE HH(POPMALIMOHHBIX




TEXHOJIOTUH, UCIOJIb3yeMbIe B (hapMalieBTUUECKONH OpraHU3aIiu

HApyrue
XaApPaKTCPUCTHUKU

3.3. O000meHHas TpyaoBasi GyHKIIHS

YpoBeHb
OrnroBast TOProBIIst
HaumeHnoBanue Kon C KBTI (UKALIH 5
JIEKapCTBCHHBIMU CPEJICTBAMU 0
IIpoucxoxaenue 3auMCTBOBAaHO
P e Opurunan X
00001IeHHOH U3 OpUTHHAJIA
TPYIOBOM (QYHKIIHH
Kon Perucrpanmonnslii
OpUTrHHaja HOMED
po(hecCHOHATILHO

ro CtaHgapTa

Bo3mosxHbIe
HaMMCHOBAHUS
JOJDKHOCTEH,
npodeccuit

®apmaneBT

TpeGoBanwust Kk
00pa3oBaHUIO U
00y4eHUIO

Cpennee npodeccuoHamTpHOE 00pa30BaHUE - MPOrPAMMBI IIOATOTOBKHU
CIIELIMAIMCTOB CPEAHEr0 3BeHa Mo cnenuaibHocT "dapmarius”

TpebGoBanust k
OTIBITY
[IPaKTUYECKON
paboThl

Oco0Oble yciioBHst
JIoIycKa K padote

Hanuuue ceprudukara cnenuaiycra Wi CBUAETEIbCTBA 00
aKKpeIuTaluy CIelranucTa

Hpyrue JlononHuTenbHOE podeccoHaIbHOe 00pa3oBaHue - MPOTPAMMBI
XapaKTEPUCTUKU | TOBBIIICHUS KBATM(DHUKAIIUU HE PEKE OJHOTO pas3a B IMATh JIET B TCUCHHE
BCEU TPYIOBOM KU3HU
JlonmoTHUTe/IbHbIE XapAKTEPUCTHUKH
HanmenoBanue Kon HaunmenoBanue 6a30Boi rpymiibl, JOTHKHOCTH
JIOKYMEHTa (mpodeccun) WK CreUAIbHOCTH
OK3 3213 ®dapmartieBThI
EKC - ®dapmareBT
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OKIIJITP

27309 dapmarieBT

OKCO

3.33.02.01 dapmarus

3.3.1. TpynoBas pyHKuUSA

PaboTa ¢ HHCTUTYITHOHATBHBIMHU YpoBeHb

IIOTPEOUTEIISIMU 10 IPUEMY U IIOIYPOBEHD
Haumenosanue P preMy Kox | C/01.5 (monyp ) 5

00paboTKe 3asgBOK Ha KBTI (UKALIH

JIEKapCTBEHHBIE CPEICTBA 51
[Ipoucxoxaenue 3anMMCTBOBAaHO

TPYAOBOW (yHKIIMU

Opurunan X
U3 OpUrMHaJIa

Kon Perucrpanmonnslii
OpUTHHaa HOMED
po(hecCHOHATILHO

ro CtaHgapTa

TpynoBbie [IpueM u omeHka 3aka3oB OT TNOTPEOUTENCH, OIPEACICHHBIX B
NEeNCTBUA 3akoHoaarenbcTBe Poccuiickoit denepanun <21>
OueHka BO3MOXKHOCTM MOJHOTO WJIM YAaCTHYHOIO YJIOBJIETBOPEHUS
3aKa3a, KAIbKYJISLHS U COTJIACOBAHUE LICHBI 3aKa3a
CornacoBanre CpOKOB TMOCTaBKM M KOMIUIEKTHOCTH 3aKa3za C y4eToOM
COOJIOICHUS] YCIIOBUYM XpaHEHHUsI, OCTATOYHOTO CPOKa TOAHOCTH
Kommnekranusa 3aka3a JISKAPCTBEHHBIX CPEICTB U TOBApOB aNTEYHOIO
aCCOPTHMEHTAa B COOTBETCTBUU C 3asIBKOM MOTPEeOUTENS
OdopmieHre CONMPOBOIUTENBHBIX JOKYMEHTOB Ha JIEKapCTBEHHBIE
CPEACTBA U TOBAPbI AIITEYHOTO ACCOPTUMEHTA
Heob6xoaumeie AHanM3UpoOBaTh 3aABKU MOTPEOUTENCH JIEKAPCTBEHHBIX MPENapaToB IO
YMEHHUS HAaMMEHOBAHUSM, TI03UPOBKaM, KOJIMYECTBY

[Tonp3oBatbes  mpueMamMu  3(Q(EKTUBHBIX ~ KOMMYHHUKAUMH  TpU
B3aMMO/JICHICTBUH C KOJUIEraMH U MTOTPEOUTENIMU

OCYHIGCTBJ'ISITB YUC€T JICKAPCTBCHHBIX CPCACTB W TOBAPOB AIITCUYHOI'O
ACCOPTUMCHTA

Ilonp30BaThCA 060py,HOBaHI/IeM u I/IH(bOpMaI_[I/IOHHBIMI/I TCXHOJIOTHUAMMU,
BKJIrO4as O60py210BaHI/Ie CHCTCMBI MOHHUTOPHHTIA JBWXKXCHUA
JICKApCTBCHHBIX MPCIIapaToB

HpOI/ISBOJII/ITB OIICHKY Ka4€CTBA JICKAPCTBCHHLIX MPEIapaToB U TOBAPOB
AIlITCYHOTI'O aCCOPTUMCHTA IO BHCITHEMY BUY, YIIAKOBKE, MAPKUPOBKE

HpOBOI[I/ITB KaJIBKYJIAIHUIO 3asIBOK HOTpC6PITCJ'ICfI
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Heo0Oxonnmeie
3HAHUA

[lepeuenp motpeduTesneif, KOTOPIM MOXKET OCYIIECTBISTHCS OINTOBAs
MpoJIaka WM Mepeiaya JIEKapCTBEHHBIX CPEACTB

HopMaTuBHBIE  TIpaBOBBIE  aKThl, peryjlHpylome  obOpalieHue
JIEKapCTBEHHBIX CPEJICTB U TOBAPOB allTEYHOTO aCCOPTUMEHTA

OcHoBHbIE (papMaKOJIOTHUECKHE TPYIIIBI JIEKAPCTBEHHBIX CPE/ICTB

AKTyanbHBIi aCCOPTUMEHT JIEKaPCTBEHHBIX CpPEACTB U TOBapoOB
anTe4YHOro aCCOPTUMEHTA

Nudopmanvonnsie cucreMbl W 00OpylnOBaHUE HH(DOPMALIMOHHBIX
TEXHOJIOTHH, UCTIONb3yeMbIe B (papMalieBTUUECKOI opranu3anuu

[IpaBuna nenHooOpa3oBaHUs Ha JIEKAPCTBEHHBIC CPEJCTBA, B TOM YHCIIE
BKJIIOUEHHBIE B TEpPEUYCHb >KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIINX
JIEKApCTBEHHBIX IIPEMapaToB, M TOBAPhl aITEYHOTO0 aCCOPTUMEHTA

HOp?II[OK U IIpaBHJIa OTIIYCKA HAPKOTHYCCKHUX U IICUXOTPOIIHBIX
JICKapCTBCHHLIX CPCIACTB

Hpyrue
XapaKTEPUCTUKH

3.3.2. TpynoBasi pyHkuus

YpoBeHb
ITocTaBka JIeKapCTBEHHBIX CPENICTB
(moxypoBeHb)
HammeHoBaHMe | MHHCTUTYIIHOHAIBHBIMU Kon | C/02.5 5
KB (PUKALIH
MOTpeOUTEIAMHU 0
IIpoucxoxnenue 3aMMCTBOBaHO
P A Opurunan X
TPYAOBOH (PYyHKIIMU U3 OpUTMHAJIA
Kon Perucrpanuonnsii
OpUTHHaNA HOMED
npogeccuoHaIbHO

ro CTaHaapTa

Tpynoseie
JIEHUCTBHUS

OTrpy3ka JeKkapCTBEHHBIX CPEJICTB U TOBAPOB ANTEUHOTO aCCOPTUMEHTA
MOTPEOUTEITIO

C6op uHpOpMaMK O TMOTPEOHOCTSIX TMOKYIaTeaeld B JIEKAPCTBEHHBIX
cpeacTBax

[IpoBepka wu perucrpamus napameTpoB BO3AyXa B MOMEUIEHUAX
XpaHeHus GapMareBTUIECKON OpraHnu3aIiu

PCFI/ICTpaHI/IH OTITyCKa JICKAaPCTBCHHBIX IMPCIaparoB, IMOMJICKAIIUX
NpEeAMETHO-KOJIMYCCTBCHHOMY YUCTY

[IpoBepka OoTCYTCTBHS CEepUM, MOIEKAINUX UIBATUIO U3 TPaXkTaHCKOTO




o0opoTa, IpH OTrpy3Ke COOPAHHBIX MO 3asBKE JIEKAPCTBEHHBIX CPEIICTB
Y TOBApOB alTEYHOTO aCCOPTHUMEHTA

VYperynupoBaHue BOIPOCOB BO3Bpara JIEKAPCTBEHHBIX CPEICTB U
TOBapOB alITEYHOT'0 ACCOPTHUMEHTA OT MOTpeOUTeNeit

MapkupoBKa 1 pa3MeIIeHHE B CIIEIHAIBHO BBIICICHHOH (KapaHTHHHOM)
30HE HEJOOPOKAYeCTBEHHBIX, KOHTPa(paKTHBIX U (hanbcu(HUIIMpPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB, BBIABICHHBIX IPU OTTPY3KE, OTAEIBHO OT
JPYTUX JEKapCTBEHHBIX CPEACTB

Benenune OT4YeTHBIX JOKYMEHTOB IO JBHKEHHIO TOBAapa B ONTOBBIX
OpraHu3alusax

[lepenaua naHHBIX B CHCTEMY MOHHUTOPHHTA JIBHXKEHUS JIEKAPCTBEHHBIX
IpernapaToB

HeoOxonnmeie
YMCHHS

Bectn  kypHamel  perucTpald  [apamMeTpoB  BO3AyXa B
(dapMameBTHUECKON  OpraHW3ai, y4era  CPOKOB  TOJHOCTH
JICKapCTBEHHBIX IMPENapaToB, KypHaJIbl ydeTa OIepaluii, CBSI3aHHBIX C
oOpartieHrueM JIGKAPCTBEHHBIX CPEICTB

Bectn mnocepuiiHBIM y4eT 3amacoB JIEKAPCTBEHHBIX IIPENapaToB B
IIOMEILEHUAX XPAHECHHUS

PeructpupoBare  uHdopmanuo 0 cmpoce  MmoTpeOuTened  Ha
JIEKapCTBEHHBIE CPEJICTBA M TOBAPHI alITEYHOI'O0 aCCOPTUMEHTA

WudopmupoBaTh HHCTUTYIIMOHAIBHBIX MMOTpeOUTENEH 00 N3MEHEHUSAX B
ACCOPTHMEHTE ONTOBOI (papMalleBTUYECKOI OpraHu3aluu

O(I)OpMJ'ISITL BO3Bpart JICKApCTBECHHBIX CPEACTB OT HOTpe6I/ITeJ'I$I

MapkupoBatb He00pOKaYECTBEHHEIE, KOHTpa(daKTHBIC 151
banpcupUIpoOBaHHBIE JIEKAPCTBEHHBIE CpPEICTBA W IOMEMIATh B
KapaHTUHHYIO 30HY

Cobupats uH(pOPMAITHIO 110 CEPUSM JIEKAPCTBEHHBIX CPEJICTB U TOBapam
anTeyHOTO AaCCOPTUMEHTA, MOMJIEKAINIUX M3BITHIO U3 TPAKIAHCKOTO
obopota

AHanM3UpOBaTh U OLICHUBATH PE3YJbTAaThl COOCTBEHHOU ACSATEIHHOCTH,
NEeSITeIbHOCTH KOJUIET M PabOTHUKOB CEepbl MEIUIUHCKUX YCIYT IS
MpeAyNnpexaCHHS TPO(PECCHOHATBHBIX OIMTUOOK 1 MUHUMHU3AIMN PUCKOB
JUIS TOTpeOuTens

OpraHu3oBbIBaTh ~ CBOK  TPOM3BOJCTBEHHYIO  JICATCIBHOCTH U
pacrpeneNsaTh BpeMs

CobnroaTh ATHYECKUE HOPMBI

VYperynupoBath MpeTeH3UH C OTPEOUTEISIMU

[IpoBOANTH  MOHHUTOPUHI  3HAHUH  MOTpeOHTENell MO  HOBBIM
JIEKAPCTBEHHBIM IIpenapaTam 1 TOBapaM alTeyHOro aCCOPTUMEHTA




[IpoBepsiTh COOTBETCTBHE II€H Ha JKU3HEHHO HEOOXOIMMBIE U
BOKHEWILIME  JICKAPCTBEHHbIE  MIpemaparbl  Uisl  MEAMIIMHCKOIO
MIPUMEHEHUS TOCYAAPCTBEHHOMY PEECTPY IMPEAETIbHBIX OTITYCKHBIX LIEH
MPOU3BOJUTENICH Ha JIEKAPCTBEHHBIC IIpernaparbl, BKJIIOYCHHBIE B
nepeyeHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
IIpenapaToB

Heo0Oxoamumeie
3HAHUS

HOpSII[OK BCACHUA NMPCIMECTHO-KOJIMYCCTBCHHOI'O YUCTa JICKAPCTBCHHBIX
CpCacCTB

TpeboBaHus K OTYETHON JOKYMEHTAIMH, CTPYKTYpa U COCTaB OTUETHOM
JIOKYMEHTAIUU

[Mopsiok yveTa ABUKEHUS TOBapa, MPHHSATHIA B OpraHU3alliH, BKIIOYAs
odopmiieHrne HEOOXOMMON JOKYMEHTAINH

MeToapl TIOMCKa W OIEHKM HH(OpPMAIWK, B TOM YHCIIE PECYpChl C
nHpopManueli O HEIOOPOKAYECTBEHHBIX, (ATbCU(PHUIIMPOBAHHBIX U
3a0paKOBaHHBIX JIGKAPCTBEHHBIX CPEJICTBAX M TOBapax anTEYHOTO
aCCOPTUMEHTA

[IpaBuna npuemMku TOBapa, COCTaB U CTPYKTYpa CONPOBOJMTEIBHBIX
JIOKYMEHTOB

Hepequb KHN3HCHHO HCO6XOI[I/IMBIX U BaXHEHIIHNX JICKApCTBCHHBIX
nperaparoB  ajsd MCAUIHUHCKOIO IIPUMCHCHHA, B TOM 4YHCIIC II0
TOProBbIM HAMMCHOBAHUAM

[IpaBuia nemoBoro o0meHus, KyJIbTypbl U TPO(eCcCHOHAIBHOM STHKH

TpeOGoBaHust OXpaHbl TpyAa, MEPhI MOXKAPHOU OE30MACHOCTH, MOPSAOK
JEHCTBHS MPU YPE3BBIYANHBIX CUTYAIIUAX

MeTobl ¥ IpUeMBbl yperyaupoBaHUs IPEeTeH3uil moTpeduTenei

[TpaBuna opopmieHus 30HbI KAPAHTUHHOTO XPAHCHUS

[Topsnox odopmiieHuss Bo3BpaTa JEKApCTBEHHBIX CPEACTB U TOBAPOB
anTeYHOIo aCCOPTUMEHTA OT NMOoTpeduTeneit

[Topsimox paboThl B cHCTEME MOHUTOPHMHIA JBM)KEHUS JIEKapCTBEHHBIX
IpernapaToB

Apyrue
XapaKTCPUCTHUKU

IV. CBenenusi 00 opranusanusx - pa3pador4ukax
npogeccuoHAJIBHOI0 CTAHAAPTA

4.1. OTBeTCTBeHHAs1 OPraHU3alUsA-pPa3padoTUYNK

Obmmepoccuiickoe o0beInHEeHue padoToaarenei "Poccuiickuii cor03 MPOMBIIITICHHIKOB U
npeanpuHuMarenei”, ropogq Mocksa




Buue-npe3uaeHt Ky3pmun JImutpuii Bnagumuposuu

4.2. HamMeHOBaHMSl OpPraHU3aMii-pa3padoTYNKOB

1 |Acconuanus cogeiicTBys pa3BUTHIO allTEYHOM oTpaciau "AnTedyHas ruibaus", ropos
Mocksa

2 |Coro3 papmarneBTHUECKUX paOOTHUKOB 110 COACUCTBUIO PA3BUTHUS POEcCruu 1
dapmaneBTrueckon otpaciu "HarmonanpHas @apmanestudeckas [lamarta, ropos
Mocksa

3 |®I'AOY BO "Poccuiickuii yHUBepCHUTET ApYyxObl HapoaoB" MuHHCTEpCTBA
obOpasoBanus u Hayku Poccuiickoit deaepannn, ropoa Mocksa

4 | ®I'AOY BO "IlepBbiit MOCKOBCKHIT TOCY1apCTBEHHBI MEIUITMHCKUN YHUBEPCUTET
umenu .M. CeuenoBa (CeueHoBckuil yHuBepcuTeT)" MUHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit denepanuu, ropoa Mocksa

<1> Ob1epoccuiickuii KitlacCu(puKaTop 3aHATUH.
<2> O01epoccuicKuil KilacCU(pUKaTOp BUJOB SKOHOMHUECKOH 1€ATEIbHOCTH.

<3> Ilpuka3 MunzapaBa Poccun ot 20 nexabps 2012 r. N 1183u "OO yTBepkaeHUU
HomeHnknatypbl JODKHOCTEH MEAMIMHCKUX PaOOTHUKOB M (papmaneBTHYECKUX pPabOTHUKOB"
(3apeructpupoBan Muntoctom Poccum 18 mapra 2013 r., perucrpanuonubii N 27723) ¢
M3MEHEHHUSMHU, BHECEHHbIMH Ipukazamu MunznpaBa Poccum ot 1 asrycra 2014 r. N 420H
(3apeructpupoBan Muntocrom Poccuu 14 aBrycrta 2014 r., peructpaunonusii N 33591) u ot 4
ceHtsiops 2020 r. N 939 (3apeructpupoBan Muntoctom Poccunm 1 okta06ps 2020 r.,
peructpaunoHHslid N 60181).

<4> Ilpukaz MunsapaBa Poccum ot 10 ¢epang 2016 r. N 83u "OO yTBepkaeHUN
KBanudukanoHHbIX TpeOOBaHUN K MEAMUIMHCKUM U (apMaleBTHYECKUM pabOTHHKAM CO
CPEIHUM MEIUIMHCKUM M (hapMalieBTHUEeCKUM oOpa3oBaHHeM" (3aperucTpupoBaH MHHIOCTOM
Poccuu 9 mapta 2016 r., peructpanuonusiii N 41337).

<5> [lpuka3 MunsapaBa Poccum ot 29 HosiOps 2012 r. N 982H "OO yTBepKIeHUHU
YCIOBUH M HOps/IKAa BbIJAuM cepTU(UKaTa CrenuaiucTa MEAUIUHCKUM U (papMaleBTHYeCKUM
paboTHuUKaM, QOpMBI M  TEXHMYECKMX  TpeOoBaHMIl  cepTudukata  crenuaiucra'
(3apeructpupoBan Muntoctom Poccun 29 maprta 2013 r., peructpamuonnsii N 27918) c
M3MEHEHHUSMH, BHECEHHBbIMU MpuKkazaMu MunznapaBa Poccum ot 31 wuronst 2013 r. N 5151
(3apeructpupoBan MuntoctoM Poccuu 30 aBrycra 2013 r., peructpanmonssiii N 29853), ot 23
okTsi0pa 2014 r. N 658n (3apeructpupoBan Munioctom Poccun 17 wnosiops 2014 1.,
peructparoHHbii N 34729) u ot 10 ¢espans 2016 r. N 82u (3apeructpupoBaH MHHIOCTOM
Poccun 11 mapra 2016 r., peructpaunonnsiii N 41389).

<6> [lynkt 2 Crateu 69 ®enepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-@3 "O6
OCHOBax OXpaHbl 3/10poBbs TpaxknaaH B Poccuiickoit ®enepanuun" (CobpaHue 3aKOHOAATEILCTBA
Poccwuiickoit @enepanuu, 2011, N 48, ct. 6724; 2016, N 1, cT. 9).

<7> Crates 351.1 TpymoBoro xkoxekca Poccuiickoit ®Denepamuu (Cobpanue
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3akoHojaarenbcTBa Poccuiickoit denepanuu, 2002, N 1, ct. 3; 2015, N 29, cT. 4363).

<8> Cratbsa 69 ®enepanbHoro 3akoHa oT 21 Hos0ps 2011 r. N 323-®3 "OO6 ocHoBax
oXpaHbl 370poBbs TpaxaaHn B Poccuiickoit ®enepanun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2016, N 1, cT. 9).

<9> [Ilpukaz Munzapascoupa3sutust Poccum ot 23 wumrons 2010 r. N 541n "OO0
yTBepXKACHUH EIuHOro KBadu(pUKAIMOHHOIO CIPABOYHHKA JOJDKHOCTEH pPYKOBOJIUTENEH,
CHCLMAINCTOB M CHyXamux, pasgen "KamupukanuoHHbIE XapakTEPUCTUKU JTOJHKHOCTEH
paboTHHKOB B cepe 3mpaBooxpaneHus" (3apeructpupoBad B MuHwoctoM Poccuum 25 aBrycra
2010 r., peructpaurionnbii N 18247) ¢ u3MEHEHUSAMH, BHECEHHBIMHU IMpUKazoM MUHTpyna
Poccun ot 9 anpens 2018 r. N 214n (3aperucrpupoBan Muntocrom Poccun 19 mrons 2018 1.,
peructpaunoHHblid N 51386).

<10> OGmepoccuiickuii knaccudukarop npodeccuid pabounx, TOHKHOCTEH CIyKaluxX U
Tapu(HBIX pa3psioB.

<11> OO6mepoccuiickuii knaccudukaTop crenuaibHOCTeH M0 00pa3oBaHUIo.

<12> [1puka3 Munznpascornpassutusi Poccun ot 4 mast 2012 r. N 4771 "OO0 yTBepKIeHUH
MEPEeYHs] COCTOSIHUI, MPH KOTOPHIX OKa3bIBAETCS MEPBasi MOMOIIb, U MEPEUHs MEPOIPHUATHI 10
OKazaHuio mepBoil momouru" (3apeructpupoBaHn Muntoctom Poccum 16 mas 2012 1.,
peructpannoHHbiii N 24183) ¢ u3BMEHEHUSIMU, BHECEHHBIMH NTpHUKa3oM Mun3apaBa Poccuu ot 7
HOsIOpst 2012 1. N 568u (3apeructpupoBan Muntoctom Poccum 28 pekabps 2012 1.,
peructpanoHHbIi N 26405).

<13> [Ipuxa3z Munzapasa Poccuu ot 14 suBaps 2019 r. N 41 "O0 yTBepKAeHUU NOPsAKA
HA3HA4YCHHs JICKApPCTBEHHBIX MpenaparoB, (opM pelenTypHbIX OJIaHKOB Ha JIEKAPCTBEHHBIE
mpermaparsl, IMopsiika OQOPMIICHHSI YKa3aHHBIX OJIaHKOB, HMX Yy4eTa W XpaHCHHS"
(3apeructpupoBan MuHtoctom Poccum 26 mapra 2019 r., perucrpanuonubii N 54173) ¢
M3MEHEHHUSMH, BHECEHHbIMM MpuKazamMu MunsapaBa Poccun ot 11 nexabps 2019 N 1022n
(3apeructpupoBan Muntoctom Poccun 28 suBaps 2020 r., peructpaunoHssii N 57292) u ot 8
okTs06pa 2020 r. N 10751 (3apeructpupoBan MunioctoM Poccum 22 nekabps 2020 r.,
peructpaunoHHbld N 61695).

<14> Ilpuka3 Munznpascoupassutus Poccun ot 12 despans 2007 r. N 110 "O nopsiake
Ha3HA4YCHMs U BBINMCBIBAHUS JIEKAPCTBEHHBIX MPENApaToB, U3EINM MEIULINHCKOIO Ha3HAYEHUS
U CIEUUAIU3UPOBAHHBIX MPOAYKTOB JedyeOHOoro nuTaHus" (3aperucTpupoBaH MMHIOCTOM
Poccun 27 ampens 2007 1., peructpaunonHsii N 9364) ¢ U3MEHEHUSMU BHECCHHBIMU
npukazamMu MunzapascoupazButusi Poccun ot 27 asrycra 2007 r. N 560 (3apeructpupoBan
Muntoctom Poccun 14 centsiops 2007 r., peructpaumonssiii N 10133), ot 25 centabps 2009 r.
N 794n (3apeructpuposan Muntoctom Poccun 25 Hos0ps 2009 r., peructpanionssiii N 15317),
or 20 suBaps 2011 r. N 13m (3apeructpupoBan Muntocrom Poccum 15 mapra 2011 r,
peructpanuonssiii N 20103), npuxazamu MunsnpaBa Poccun ot 1 aBrycra 2012 r. N 54u
(3apeructpupoBan MuntoctoM Poccum 15 aBrycra 2012 r., peructpanuonssiii N 25190) u ot 26
deBpans 2013 1. N 94n (3apeructpupoBan MuntoctoMm Poccum 25 wurons 2013 r.,
peructpaunoHHblid N 28881).

<15> Ilocranosnenue [IpaButensctBa Poccuiickoit @enepanun ot 16 mas 2020 r. N 697
"O6 yrBepxkaenuu IIpaBui BeIgaum paspelieHuss Ha OCYIIECTBIEHHE PO3HUYHOW TOPTOBIH
JIEKapCTBEHHBIMU TpenaparaMu AJii MEAUIMHCKOTO MPUMEHEHMsI TUCTAaHIIMOHHBIM CIOCOOOM,
OCYIIIECTBJICHUSI TAKOM TOPrOBIM M JIOCTABKM YKa3aHHBIX JIEKAPCTBEHHBIX IPENApaToB
rpakJlaHaM M BHECEHUMM U3MEHEHMH B HekoTopble akThl IIpaButensctBa Poccuiickoi
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@Oenepaiii M0 BOMPOCY PO3HUYHONH TOPrOBIM JICKAPCTBEHHBIMH IpenapaTtaMu IS
MEJMIIMHCKOTO TMPUMEHEHHsI JUCTAaHIIMOHHBIM criocobom" (CoOpaHHMe 3aKOHOIATEIbCTBA
Poccuiickoit ®enepanuu, 2020, N 21, ct. 3278, N 29, cT. 4681).

<16> ®enepanpHbiii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpameHuun
nexapcTBeHHbIX cpenctB" (CoOpanue 3akoHomarenscTBa Poccuiickort @enepanuu, 2010, N 16,
cT. 1815; 2020, N 52, ct. 8590).

<17> Ilpuxa3 Munzapasa Poccun ot 31 asrycra 2016 r. N 6471 "OO yTBepxaeHUn
[TpaBun Hajuiexamed anTeyHoOM MPaKTUKHM JIEKApCTBEHHBIX IPENapaTroB A MEIULMHCKOIo
npuMmeHeHus" (3apeructpupoBad Munrocrom Poccun 9 suBaps 2017 r., peructpaioHHbiii N

45113).

<18> Ilpuka3 Munsapascomnpazsutus Poccum ot 23 asrycra 2010 r. N 706 "OO0
yrBepxkaeHun [IpaBusi XpaHeHHs] JEKapCTBEHHBIX CpeACTB" (3aperucTpupoBaH MUHIOCTOM
Poccun 4 oktsi6pst 2010 r., peructpamumonnbii N 18608) ¢ m3MeHEHUSMU, BHECCHHBIMHU
npuka3zoM Munsnapascorpa3Butus Poccun ot 28 aexadbps 2010 r. N 12211 (3apeructpupoBaH
Mumntocrom Poccuu 4 deBpas 2011 r., peructpanuonusiii N 19703).

<19> Ilpuka3z MunznpaBa Poccun ot 13 Hoa6ps 1996 r. N 377 "OO6 yrBepxaeHUU
WHCTpYKIIMK 10 OpraHM3alid XpaHEHHWS B aNTEUHBIX YUYPEKICHHUSIX Ppa3IHIHBIX TPYII
JIEKaPCTBEHHBIX CPEACTB M M3ACTUN MEAUIIMHCKOTO Ha3HaueHHs" (3aperucTpupoBal MUHIOCTOM
Poccun 22 Hos6pst 1996 r., peructpaunonnsiii N 1202) ¢ usMEHEHUSIMU, BHECEHHBIMU ITPUKa30M
MunszapascorpasButusi Poccuu ot 23 aBrycra 2010 N 706H (3apeructpupoBaH MHHIOCTOM
Poccun 4 oxtsa6ps 2010 r., peructpanuonssiii N 18608).

<20> Ilynkr 3 Crarbu 56 ®enepanpHoro 3akona oT 12 ampens 2010 r. N 61-®3 "O6
oOparnienun nexkapctBeHHbIX cpeacTB" (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit denepanuu,
2010, N 16, ct. 1815).

<21> Cratps 53 DenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obparmienun
nexapcTBeHHbIX cpenctB" (CoOpanue 3akoHonaTenscTBa Poccuiickoit @eneparuu, 2010, N 16,
ct. 1815; 2019, 2019, N 52, ct. 7799).
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