00 yTBep:kaeHnu npodeccioHAIBLHOI0 CTAHAAPTA
«DapManeBTHYECKHH PA0OOTHUK

B cootBercTBUU ¢ myHKTOM 16 [IpaBui pa3paboTku 1 yTBEPKIeHUS MPOPECCHOHATHHBIX
CTaHJIApTOB, YTBEPKICHHBIX nocTaHoBIeHUEM [IpaBuTenscTBa Poccuiickont deaepanun ot 22
saaBaps 2013 1. Ne 23 (Cobpanue 3akoHomarenbcTBa Poccuiickoit @enepaunn, 2013, Ne 4, cr.
293; 2014, Ne 39, ct. 5266), i p M K a3 BI B A 10:

1. VYTBepauTh npuiaraeMbiid MpoecCHOHANBHBIN cTaHAapT «DapMarieBTUICCKUN
pabOTHUK.
2. Ilpu3HaTe yTpaTUBIIMMHU CHUILY:

npuka3 MuHHUCTEpCTBA TpyAa U COUUAIBHOM 3auThl Poccuiickon @enepanuu
ot 9 mapta 2016 r. Ne 911 «O0 ytBepxkaeHun rnpodeccuonHanbHoro cranaapta «IIposuszop»
(3apeructpupoBan MunuctepcTBoM tocTuinu Poccuiickoit denepannu 7 anpens 2016r.,
peructpaunoHHbIi Ne 41709);

npuka3 MuHHUCTEpPCTBA TpyAa U COUUAIBHOM 3auThl Poccurickon @enepanuu
ot 22 mast 2017 r. Ne 4271 «O0 yTBepKIeHUH NPOPECCUOHANTBHOTO CTaHAapTa
«ITpoBU30Op-aHamUTHK» (3aperucTpupoBaH MunucrtepcTBoM octuniuu Poccutickoit @enepanuu 5
utoHs 2017 r., peructpaunonHbiii Ne 46958);

npyka3 MuHHCTEpCTBA TpyAa U COUUAIBHOM 3auThl Poccuiickon @enepanun
ot 22 mast 2017 r. Ne 4281 «OO0 yTBepk1€HUH NMPOPECCUOHAIBHOrO cTanaapTa « CenuaiicT B
00JacTH ynpasiieHus (papMareBTUIECKOM NeITeIbHOCTRIO» (3aperucTpupoBal MUHHUCTEPCTBOM
toctuiuu Poccuiickoit @enepaunu 6 urons 2017 r., peructpanuonubii Ne 46967);

npruka3 MuHUCTEpCTBA TPyAa U COUAIBLHON 3amuThl Poccuiickon denepanun
ot 31 mast 2021 r. Ne 3491 «OO0 yTBepk1eHUH poPecCuoHaIbHOro cTanaapta «PapmaneBT»
(3apeructpupoBaH MuHucTepcTBoM roctulinu Poccuiickoit @enepanuu 29 urons 2021 r.,
peructpauroHHbIi Ne 64003);

3.YCcTaHOBUTH, UTO HACTOAIINN MTPUKA3 BCTyHaeT B cuity ¢ 1 ceHTsa0Ops 2022 1. u
nerctByeT 1o 1 centsaops 2028 r.

Munuctp A.O. Kotsikos

YTBEPXIEH
nprka3om MuHucTepcTBa
TPyJa U COLMAIBHOMN 3aIUTHI
Poccuniickon denepanun
OT «__ » 2022 1. Ne_
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I. O61ne cBenenust

dapMmaneBTHYCCKUI PA0OTHUK

Coneprxanue

PerucrpannonHuslii Homep

II. Onmcanue TpyAOBBIX GYHKIHMA, BXOSIINX B MPOPECCHOHAIBHBINA cTaHAapT ((PyHKIIMOHAIbHAS

KapTa BUa NpopeCCUOHATBLHOMN EATEILHOCTH )

III. Xapakrepuctrka 0000IIEHHBIX TPYIOBBIX (PYHKIIHIA
3.1. OGo0mienHas TpyaoBasi GyHKIHsS «Po3HUYHAS TOProBIIs TEKAPCTBEHHBIMU MpenapaTaMu U
MPOYUMH TOBAPAMH AlITEYHOT'O ACCOPTUMEHTA»
3.2. O6o06meHHast TpyoBast GyHKIHs «ONTOBAsI TOPTOBIIS JIEKAPCTBEHHBIMU CPEIICTBAMID) 18

3.3.
O000mIeHHas

TpyaoBas
byHKIHS
«W3roroBiexnue
JIEKapCTBEHHBIX
MpEnapaToB

B
YCIIOBHSIX
aNTEeYHBIX
OpraHu3aLui

u
BETEPUHAPHBIX
aITeYHbIX

OpraHu3aLui

34.
O0001IeHHas

TpyAOBas
byHKIUS
«KoHnTpons
Ka4yecTBa
JIeKapCTBEHHBIX
CPEICTB,
M3TOTOBIICHHBIX

B
aIITCYHBIX

26




OpraHU3aIHIX>

32
3.5. O6006menHas TpyaoBas GpyHkius «Opranuzaius U pyKOBOJCTBO GhapMaIleBTUIECKOM
JESATETLHOCTHIO (DApMaIIEBTUIECKON OpraHU3aIluN» 26
IV. Ceenennst 06 opraHuzanusx — pazpadboTyrkax mpodecCHOHaTBLHOTO CTaHaapTa 46

I. O0mue cBeaeHus

Benenne papmaneBTHYECKOM ACSITEIBHOCTH B chepe oOpaleHus JIeKapCTBEHHBIX
Cpe/ICTB

(HanMeHoBaHUE BUIAa TPO(HECCHOHATILHON JESTEILHOCTH) Kon

OcHoBHas Ocjib BUaa HpO(I)eCCI/IOHaJ'H:HOI\/'I ACATCIIbHOCTH

VY noBierBopenue nmorpedHOCTEl MOTpeduTeNeil B KaueCTBEHHBIX 0€30NacHbIX M 3()()EeKTUBHBIX JIEKApPCTBEHHBIX
CpeacTBax, MCAUIIMHCKUX HU3ACIINAX U TOBApax, pa3pClI€CHHbLIX IJIA pCain3allun I/I/ HJIK OTITyCKa
(dhapmareBTHUECKOM OpraHu3aiuen, ¢ ooecrnedyeHueM coOtoIeHHs 00s3aTeNIbHBIX TPeOOBaHUI Ha BCEX ATarax
oOpameHns yKa3aHHBIX KaTerOpuil TOBApOB

I'pynna 3anaThii:

1420 PykoBonurenu (ynpasisioniye) B 2262 [IpoBu3opsl
PO3HUYHOM U OIITOBOM TOPTOBJIE
3213 dapMarieBThI - -
(xox OK3) (HaMeHOBaHUE) (xox OK3) (HaMEHOBaHUE)

OtHeceHue K BHUJIaM SKOHOMMHYECKOM ASATEIbHOCTH:

46.46 Toprosist ontoBas (hapMaleBTHUECKON MPOAYKIUEH
47.73 Topro.iist po3HUYHASA JIEKAPCTBEHHBIMU CPEACTBAMU B CIICIUATU3UPOBAHHBIX Mara3uHax
(anTexax)
47.74 Toproist po3HUYHAs U3ACIUSIMH, IPUMEHIEMBIMU B MEAUIIUHCKUX LEISAX, OPTONEINYECKUMHU
W3JIENUSMHU B CICLIMAIM3UPOBAHHBIX Mara3uHax
86.90 JlesiTenbHOCTD B 00JIACTH MEUIIMHBI TTpOYast
(xom OKB3/T) (HamMeHOBaHHE BHAA SKOHOMHIECKON IESTENEHOCTH)

II. Onucanue TpyaoBbIX GyHKIUMHA, BXOASAIIUX B NIPOECCHOHAIBHBIN CTAHIAPT
(pyHkuHOHAIBLHAS KAPTA BUAA NPO(ECCHOHATBHOM AeITeJIbHOCTH)

O060011eHHbBIE TPYAOBBIC (DYHKITUH TpynoBsie pyHKITMN
OBEHb
KOJI HalMEHOBAaHUE YPOBCHE HalMEHOBaHUE KOJI (HOy,ZI[)ypOBeHb)
KB (pUKAIAH
KBTH(DUKAITH
A Po3nuynas Toprosis 6 Po3unynas Toprosis A/01.6 6
JIEKapCTBEHHBIMH JIEKapCTBEHHBIMH TIperapaTaMu U
npenapaTtamu u TOBapaMH alTeYHOTO
IPOYKMH TOBapaMu aCCOPTUMEHTA
anTE4YHOro OdopmneHne TOKyMEHTaUU IO A/02.6 6
acCOpTUMEHTa yueTy peanu3anuu
JIEKapCTBEHHBIX IPEnapaToB
[IpuemouHbIi KOHTPOJIb B A/03.6 6
(dbapmareBTUUeCKON OpraHu3aIuu
XpaHeHUe JIE€KapCTBEHHbIX A/04.6 6
CpPEZCTB U TOBAPOB allTEYHOTO
aCCOpPTUMEHTA B
(hapmareBTHIECKHX
OpraHu3aIMsIX
Po3auunas Toprosis A/05.6 6
JIeKapCTBEHHBIMHU IIperapaTamMu




IJI1 BETCPUHAPHOTO ITPUMCHCHU A

KoncynpTuposanue npu
peanuzanuu 6e3perenTypHbIX
MIpenapaToB U MEAULIUHCKUX
W3aenni

A/06.6

KoncyneTupoBanue npu
pcain3anu Uik OTIIyCKC
JICKapCTBEHHBIX MTPETapaToB 1Mo
peuenty MEIUIUHCKOr O
paboTHHKA

A/07.6

IIpenocraBnenue
JOTIOJTHUTEILHON HH(pOpMAIHK 00
O0COOCHHOCTSIX MPUMECHECHHS
mpernapara 1o 3anpocy
oTpeouTens

A/08.6

KoncynpTupoBanue
MEJIULMHCKUX CIIEHAIINCTOB 110
JIEKapCTBEHHBIM IIpenapaTam 1
MIPOYHUM TOBApPaM alTEYHOT O
aCCOPTHMEHTA

A/09.6

CopeiicTBHE TPOBEIEHUIO
MEPOTIPHUATHI IO (OPMUPOBAHUIO
3JI0pOBOTO 00pa3a KU3HU

A/10.6

OnToBast TOprosiis
JIEKapCTBEHHBIMU
CpelcTBaMu

Pabora ¢ uHCTUTYLIMOHATBHBIMU
HOTPEOUTEISIMU 110 IPUEMY U
00paboTKe 3asBOK Ha
JICKapCTBEHHBIE CPEIICTBA

B/01.6

IMTocTaBka nekapcTBEHHBIX
CPEeICTB HHCTUTYLIMOHATIBHBIM
HOTPEOUTENIM

B/02.6

Pabota c ToBapHbIMU 3ammacamu
JICKApPCTBCHHLIX CPCACTB U
IIPOYUX TOBAPOB alITEYHOI'O
ACCOPTUMEHTA

B/03.6

BHeceHue TaHHBIX B CHCTEMY
MOHHUTOPHUHTA BHKCHHUS
JICKapCTBEHHBIX NPENapaToB JJis
MCIUIIUHCKOI'O MPUMCHCHUA
(manee — MJIJIIT)

B/04.6

Wsrorosienue
JIEKapCTBEHHBIX
MpenaparoB B
YCIOBHUSIX allT€YHBIX
OpraHu3aluii u
BETEPUHAPHBIX
alTEeYHBIX
OpraHu3aLuil

H3rorosieHue 1eKapCTBEHHBIX
IpenapaToB MO WHAWBUYaTbHBIM
Ha3HAYCHUSIM MEIUIINHCKUX
PabOTHUKOB U (WJIH)
CIIEIIHAJINCTOB B 00JIaCTH
BETEpUHAPUU U TPEOOBAHUSIM
MEIUIUHCKUX OpraHU3alui u
BETEpUHAPHBIX OpraHU3aLUN

C/01.6

OdopmiieHre H3TOTOBIEHHOTO
JICKapCTBEHHOTO Ipernapara

C/02.6

Hzrorosienne
paauodapmMareBTHIECKUX
JIEKapCTBEHHBIX MPEIapaToB
HEIOCPE/ICTBEHHO B
MCAUIIUHCKUX OpF AHU3aluAx

C/03.6

KoHntpois kauecTBa
JIEKApCTBEHHBIX
CPEICTB,
U3TOTOBJICHHBIX B
anTEeYHBIX
OpraHM3alusIx

Obecneuenne
IpeaynpeAUTEIbHbBIX
MEPOTIPHUATHIA, HAIIPABJICHHBIX Ha
N3Tr0OTOBJICHUEC KAUCCTBCHHBIX U
0€30MaCHbIX JCKAapPCTBEHHBIX

D /01.7




IIpenapaToB

MOHHTOPHHT CHCTEM
o0ecIieueHHsT KauecTBa
HeKapCTBCHHBIX CpCI[CTB B
ANTCYHBIX OpraHU3aIUIX

D/02.7 7

[IpoBenenne BHYTPHANITEUHOTO
KOHTPOJISI Ka4eCcTBa
JICKapPCTBCHHBIX ITPETIapaToB,
W3rOTaBJIMBAEMBIX B alITCUHBIX
OpraHu3aIusIX, u
dbapmareBTHIeCKIX CyOCTaHITHI

D/03.7 7

Opranuzanus u
PYKOBOJICTBO
(bapmareBTHIeCcKou
JeSITETTLHOCTHIO
(hapmareBTHUeCcKou
OpraHu3aIuu

[T1aHupoBaHUE ACSATEILHOCTH
(hapMareBTHUECKON OpraHnu3auu

E/01.7 7

Opranuzanus pecypcHOro
obecrieueHust papmarieBTHIECKON
OpraHu3aIu

E/02.7 7

Opranuzanus paboThl HepcoHaIa
(dapMmarieBTHYeCKOl OpraHu3au

E/03.7 7

VYrpaBineHue CUCTEMOM KauecTBa
(hapMaleBTHUECKONW OpraHu3aluu

E/04.7 7

Opranuzanys HHPOPMALMOHHOM
Y KOHCYJIbTALIMOHHOW ITOMOLIN
HACEJICHUIO U MEAULIMHCKUM
paboTHUKaM

E/05.7 7

VYnpasnenue
(uHAHCOBO-3KOHOMUYECKON
NESITEIbHOCTBIO
(apMmanieBTUYECKON OpraHu3aluu

E/06.7 7

II1. XapakTepucTuka 00001IEHHBIX TPYAOBBIX (PyHKIIUI

3.1. O6o0meHHast Tpya0Basi PyHKIUSA

Po3ununas TOPIroBJI JICKAPCTBCHHBIMU

HaumeHoBaHHe mpernaparaMy U IPOYNMH TOBApaMH Ko A YposeHb 6
P P P p A KBaNUUKAIAN
AIITCYHOI'O aCCOPTUMCHTA
[Ipoucxoxnenue
N . 3auMCTBOBaHO U3
0000IICHHOH TPy IOBO# Opwurunan X
opuruHana
¢$byHKIIN
Kon opurunana Peructpanuonsslii Homep
npoheCcCHOHABHOTO CTaHapTa
Bosmoxuble dapmanesT
HAMMEHOBAHUSA [IpoBuzop

JOJKHOCTEH, Tpodeccuii

[IpoBu3op-TexHonor
[IpoBu3op-aHaTUTUK

TpeGoBanus K
00pa3oBaHUIO U
00y4eHHUIO

Cpennee npogeccruoHalbHOE 00pa30BaHUe — IPOrpaMMbl IIOATOTOBKH CIIELUAIUCTOB
CPEIHEr0 3BEHA 10 crienuanbHoCTH «Papmanus»
W

Bricuiee 06pa3zoBaHue — CIEHUANINUTET O CIIEIHATBHOCTH «Dapmanus

TpebGoBaHus K OIBITY
MPAKTHYECKON paboThI

Oco0ble ycnoBus
JloIycKa K pabote

Hanuuwue ceprudukara criennanucTa Wik CBHICTEIBCTBA 00 aKKpEIUTALUH
crienuaIncTa

OTcyTcTBHE OrpaHUYEHUH Ha 3aHATHA TPOPECCUOHATLHON 1A TEIIbHOCTHIO
Jn1st paOOTHUKOB BETEPUHAPHBIX alITEYHBIX OPraHU3AIMii C BETEPHHAPHBIM
o0pa3oBaHUEM — IPeIBapUTEIbHOE 00yUeHUE MTPH OCYIIECTBICHUT




(hapmareBTHUECKOH IeITeITbHOCTH

MEePUOJNYECKUX MEAUIIMHCKUX OCMOTPOB (00CiIe10BaHMI)

Hpyrue xapakTepucTUKu

JlononHutenbHOE podeccuoHaabHOoe 00pa3oBaHUe — IPOrPaMMBbI TOBBIILIECHUS
KBaJIM(UKAIK HE PeKe OJTHOTO pa3a B MSATH JIET B TEUEHUE BCEH TPYyIOBOI
NEeSITeIbHOCTH

Peanu3zaruio, oTmyck JiekKapCTBEHHBIX MTPENApaToOB U TOBAPOB aAlTEUHOI'O

OCYILIECTBJIATH JIMLIA, 00JIaJaI0IUE IPABOM HA OCYLIECTBIEHUE MEAULIMHCKON

o0JacTu pO3HUYHOM TOPrOBIIN JIEKAPCTBEHHBIMHU MIpenapaTaMu, IPU YCIOBUU UX
paboThl B 000CO0IEHHBIX MOApa3IeeHUsX (aMOynaTopusix, (heapAmepcKux u
(henpaepcKo-aKymepcKux MyHKTax, MEHTpax (OTASICHUIX) 0011Iel BpaueOHOMI
(cemeltHO) MPAaKTUKN) MEIUITMHCKUX OpraHu3aIiil, IMEIONIUX JIIICH3UIO Ha

HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIE OpraHU3aluu
JlaHHy10 0000IIEHHYIO TPYIOBYIO (DYHKIIMIO MOKET BBIMOIHATh 3aBEAYIOLINN
(IupeKTop, HAYaJIbHUK) alTeYHON OpraHU3aluu

JlononHuTEbHBIE XapaKTEPUCTUKH

[IpoxoxkaeHne 00s3aTENbHBIX MPEIBAPUTEIBHBIX (TP MOCTYIUICHHH Ha paboTy) U

aCCOPTUMEHTA B 000COOJICHHBIX MOAPa3ACICHUAX MEIUIIMHCKUX OpPraHU3aluil MOTYT

JeSITeTbHOCTH U TIOJIYYHBIIHE JOMOTHUTEIbHOE MpodheccHoHanbHOoe 00pa3oBaHUE B

OCYHICCTBJICHUC (bapMaHeBTH‘{CCKOﬁ JACATCIIbBHOCTH U PACIIOJIOKCHHBIX B CCIILCKHUX

H HaumenoBanue 6a30Boii rpynibl, JOKHOCTH
auMEHOBaHHE JOKYMEHTa Kon
(mpoceccun) Wi crienuaIbHOCTH
OK3 2262 IIpoBu30psI
3213 ®dapMareBThI
EKC - [TpoBuzop
- dapMareBT
OKIIATP 25850 [IpoBuzop
25856 [TpoBuzop-TexHonor
27309 dapMarieBT
OKCO 3.33.02.01 dapmarnus
3.33.05.01 dapmanus
3.1.1. Tpynosast pyHkuus
Po3nnuHnas Toprosis YpoBeHb
HaumenoBaunue JICKapCTBEHHBIMU TIpenapaTamMu 1 Kon A/01.6 (IoypoBeHB)
TOBapaMH alTevYHOIr0 aCCOPTUMEHTA KBaHpUKaImn

IIpoucxoxaenue Tpy10Boi

(dyHKIIMN

3auMCTBOBAHO U3
OpuUTrHHaJIa

X

OpuruHan

Kon opurunana

CTaHaapTa

TpynoBeie nelcTBUA

q)apMaueBTqucxasI OKCIICPTH3a pCUCITOB HA JICKAPCTBCHHBLIC ITPCIIapaThbl U
Tp€6OBaHHﬁ MCIUIMHCKHUX OpFaHI/ISaHI/Iﬁ Ha nNpeaAMCT COOTBETCTBUSA IpaBUjIaM

PerucrpanuonHssiii HomMep
podeccroHaIBHOTO

Ha3HAYEeHUs JIEKAPCTBEHHBIX MPEnapaToB U 0hOpMIIEHUS PELIENITOB U TpeOOBaHUI

KonTponb BHelIHero Bujia OTIycKaeMbIX JIEKapCTBEHHBIX MPENapaToB U OLEHKa

BO3MOKHOI'O B3aMMOACHCTBHUS 1 COBMECTUMOCTH JICKApCTBCHHBIX MPCIIAPATOB

COOTBCTCTBHA NO3UPOBKH, J'IeKapCTBeHHOﬁ Q)OpMBI BO3pPacTy, BECY MAlUCHTA, a TAKKC

Mpernapara, U3roTOBJIEHHOTO B YCIOBHSIX allTEYHON OpraHU3aliy, TAKCHPOBKA
pEIenToB U TPeOOBAHMI MEIUIIMHCKUX OpTaHU3aIUil

OrnpezenieHne IEHbI TOBapa, KAIBKYJISIHS (TAKCUPOBKA) CTOMMOCTH JIEKAPCTBEHHOTO

Br1aya kaccoBoro ueka u Mpou3BeICHHE PACYETOB 3a MPHOOPETEHHBIN TOBAP

Hpoz[axca JICKAPCTBCHHBIX NPCIIAPATOB U TOBAPOB AlITCHHOI'O aCCOPTUMCHTA

OTHyCK JICKAPCTBCHHBIX NPCIIapaTOB U TOBAPOB alITCYHOI'O aCCOPTUMCHTA B
noapasaCICHUA MCAUITUHCKUX opraHnsaum‘/’I

[Ipuem u cbopka 3aka3oB OT NOTpeOUTENEH HAa TPUOOPETEHHE JIEKAPCTBEHHOT'O
Mpernapara ¢ 10CTaBKOU




Obecnieuenne HaIUYNE ACCOPTUMEHTA JICKAPCTBEHHBIX MPENapaToB, B TOM YHCIIE
MUHUMAaJIbHOTO, /JIsl YJIOBJIETBOPEHHUSI CIIPOCA HACEJICHUS

Perucrpanus HauMeHOBaHU OTCYTCTBYIOLUX JIEKAPCTBEHHBIX MIPEMapaToB Ha
OCHOBaHUU HEYJIOBJIETBOPEHHOT'O CIIPOCa MOTpeOUTeNnei

Hepez[aqa HAaHHBIX B CUCTCMY MOHHUTOPHUHI'A ABUKCHUS JICKAPCTBCHHBIX IIPCIIAPATOB

Heo6xonumele ymMeHUs

[TpoBepsaTh MpaBUIBHOCTH BEIOOpa GopMbI O1aHKa U 0(OPMIICHHUS perienTa

[TpenynpexnaTs KOHOIUKTHBIC CUTYAI[UU C TOTPEOUTEIISIMU

YperyaupoBath NpeTeH3UH MOTPEOUTENCH B paMKaX CBOCH KOMIIETEHITUN

IIpoBepsaTh COOTBETCTBHE LIEH HA )KMU3HEHHO HEOOXOAUMBIE U BayKHEHIINE
JIEKapCTBEHHBIE MpenapaTsl 11 MEAULIMHCKOTO PUMEHEHHUS TOCYJAPCTBEHHOMY
peecTpy NpeAebHbIX OTIIYCKHBIX LIEH IIPOU3BOJAUTEIICH HA JICKAPCTBEHHBIE
IIpenapaThl, BKJIIOYEHHbIE B IEPEUEHB )KU3HEHHO HEOOXOAMMBIX U BaXKHEHILINX
JIEKAPCTBEHHBIX IIPENApaTOB

ObecneunBaTh HAJIMYNE ACCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCIIE
MHUHUMAJIBHOTO, JJIs1 YJIOBIETBOPEHHUSI CIIPOCA HACEJICHUS

[Tonp30BaThCsl PaCYETHO-KACCOBBIM 000PY10BaHHEM (KOHTPOJIBHO-KACCOBOM
TEXHUKOI) U 000pyAOBaHUEM, IPEAHA3HAYCHHBIM U1 OCYILECTBICHUS
(bapMareBTHYECKON AEATEIbHOCTH 1 MOHUTOPUHTA IBHKEHUS JIEKapCTBEHHBIX
IIpenapaToB

CtpouTts npodeccruoHambHOE O0IIEHUE C COOTIOIEHUEM JEIOBOTO STUKETA U
(hapMareBTHYECKON JTC€OHTOJIIOTUI

ITonp3oBaThes CIICHUAJIMU3UPOBAHHBIM IIPOIrpaMMHbBIM obecrnieyeHreEM

AHanM3upoBaTh U OLICHUBATH PE3YJIbTaThl COOCTBEHHOU JEATEILHOCTH, JCSITEIbHOCTH
KOJUIET JUISl PEAYTIPEKACHUS MPOPECCHOHATBHBIX OIMIMOOK M MHHUMH3AINHA PUCKOB
JUTsl IOTpEOUTENs

[Tonb3oBatbes mpuemamu 3G PEKTUBHBIX KOMMYHUKALIUNA TPU B3aUMOJIEHCTBUU C
KOJIJIEraMH ¥ IOTPEOUTEISIMU

Co0:1r0/1aTh MPOTUBOSITUAEMHUOJIOTHYECKUE TPEOOBAHHS B YCIOBUSAX YPE3BBIYAHBIX
CUTYyaIlUi, B TOM YHCJIe PH (POPMUPOBAHUH OYArOB ONMACHBIX HHPEKITMOHHBIX
3a00J1€BaHUM

Heo0xomuMbie 3HAaHUA

ITopsaoK OTITyCKa JIEKAPCTBEHHBIX MPENAPATOB HACEICHUIO U MEULIMHCKUM
OpraHu3alMsIM, BKIIIOYas JIEKAPCTBEHHBIE ITPENaparsl, NOAIEKaIIHe
MIPEAMETHO-KOJINYECTBEHHOMY YUYETY

HpaBI/IJ'Ia BCACHHNA KaCCOBBIX onepaunﬁ 1 JCHCKHBIX paCuCTOB

Busl 1 oco6eHHOCTH OTpeOHTENeH TOBAPOB U YCIIYT aNTeYHBIX OpraHu3aluil

Hopwmbl oTniycka HapKOTHYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaToOB

[IpaBuna opopmiieHHs pelienTOB U TPeOOBAHUN MEIUIIMHCKUX OpraHU3auil Ha
JIEKapCTBEHHbIE MPENapaThl, MEAUIIMHCKUE U3/ENINS U CIELIMATU3UPOBAHHbIE
MIPOAYKTHI JIE4eOHOTO MUTAHUS

MeTobl ¥ IPUEMBI YPETyJINPOBaHUS KOH(MIUKTOB C MOTPEOUTENIMU

[Topsiok paboThI B cicTeMe MOHUTOPUHTA JIBUYKEHUS JIEKAPCTBEHHBIX MPENapaToB

IIpenycmoTrpenHast 3akoHoaaTebcTBOM Poccniickoi denepannn OTBETCTBEHHOCTD 3a
HapyIleHHe MPaBUJI HaJUIeXKAaIeH anTeuHO! MPaKTUKU U ITPaBHUJI OTIyCKa
JIEKapCTBEHHBIX NIPENApaToB; MPaBUJI OTIIyCKa HAPKOTUYECKUX CPEJICTB U
IICUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
IIpenapaToB; JIEKapCTBEHHBIX IPENapaToB, COAEPKAIINX HAPKOTUUECKHE CPEICTBA U
MICUXOTPOIHBIE BELIECTBA

Hpyrue xapakTepucTUKU

3.1.2. TpynoBas GpyHKIHSA

O(l)OpMJIeHI/Ie JOKYMCHTAIlUU I10 YposeHb
Haumenopanue y4ETy peaIn3alvu JICKApCTBEHHBIX Kon A/02.6 (moaypoBeHb) 6
ITpoucxoxnenue TOBOI1 3anMMCTBOBAHO M3
®$HKHHH A Opurunan X OpUrHHaja
Kon opurunana PeructpaliuoHHBIH HOMEP
po(eCCHOHATEHOTO

CTaHmapTa




TpynoBeie nelcTBUA

Peructpanus peuenTtoB Ha JE€KaApCTBEHHbBIE MPENAPATHI U MEAUIIUHCKUE U3HEIHS,
TpeOOBaHUIN MEAUITUHCKUX OpTraHU3AINI

Perucrpanus ocymecTBICHHBIX 3aKa30B U IOCTABOK JICKAPCTBEHHBIX MTPETIapaToB
MOTpeOUTENIM

BGI[CHI/IG MPEAMCTHO-KOJIMYCCTBCHHOI'O YU€Ta JICKAPCTBCHHBIX CPCACTB

OdopmiieHre KacCOBBIX U OTYETHBIX JIOKYMEHTOB

Vyer HCIIPAaBHUJIbHO BBIIMTMCAHHBIX PEICIITOB

CocrapieHue TOBAPHOI'0 OTYETA MATCPUATIBHO OTBETCTBCHHOT O JIMIIA

HeoOxoaumblie ymeHus

Bectu xypHaibl, ycTaHOBJIEHHBIE TpaBuiiaMu Hajyuiesxxanien anteyHon NpakTUKU

OCyHmIeCTBIISITH JOKYMEHTOOOOPOT, B TOM YHCJIE SJIEKTPOHHBIN

[Tonp30BaThes crieUANIN3UPOBAHHBIM TPOrPAMMHBIM 0OecTIeYeHUEM

HpI/IHI/IMaTL U pECTUCTPUPOBATH PCUCHITHI HA OTCPOUCHHOC 06CJ'Iy>KI/IBaHI/Ie

Heob6xonumMele 3HaHUS

HOpH[[OK BCIACHUA NPCAMETHO-KOJINYCCTBCHHOT'O YUCTA JICKAPCTBCHHBIX ITPCIIApaTOB

TpeboBaHMs K CTPYKTYpPE U COCTaBY OTYETHOU JOKYMEHTAIIUN

[Topsiok yueTa NBUKEHUS TOBapa

HpaBI/IJ'Ia JUCTaHIIMOHHOMN TOPIrOBJIN JICKAPCTBCHHBIMU IIpCIIapaTaMu

WudopmanroHHbIe CUCTEMBI U 0COOEHHOCTH (DYHKIIHOHUPOBAHUS KOMIIBIOTEPHOTO
obopymoBaHus

Buael 1 Ha3HaUYeHUE KypHAJIOB, YCTAHOBIICHHBIX MTpaBwiiaMu Hanmexaien anteqHon
MIPAKTUKU, TOPSIOK UX 0(OPMIICHHS

Bunasl 1 popmMbl MaTepuaibHOM OTBETCTBEHHOCTH

Jpyrue xapakTepuCcTUKU

3.1.3. TpyaoBasi pyHkuusi

[IpuemouHbIil KOHTPOJIb B YpoBenb
Hamvenosanme (apmaneBTHYECKOI OpraHu3anuu Kox | A/03.6 Ig;}f‘gqf)’gl‘jzi‘;; 6
IIpoucxoxxnenue 0 X 3auMCTBOBAHO U3
TPYIOBOH (YHKIUN pHTHHAT OpHUTrHHaNa
Kon opurunana Peructpanmonsslii HoMep

po(heCCHOHATBLHOTO CTaHIapTa

TpynoBsie neicTBUs

[Ipuemka JiekapCTBEHHBIX CPEJCTB U TOBAPOB alITEUHOT'0 ACCOPTUMEHTA T10
KOJIMUYECTBY U KaUeCTBY

PCFI/ICTpaI_II/IH MMOCTyHarI1uu1x B Q)apMaHeBTI/ILICCKyIO OpraHHu3aluro JCKAapCTBCHHBIX
CpCACTB U TOBAPOB alITCHHOI'O AaCCOPTUMCHTA

Perucrpanus 1ekapCTBEHHBIX CPEACTB, NOMIEKAIIMNX TPEAMETHO-KOJINYECTBEHHOMY
y4eTy

Peructparus jekapCTBEHHBIX IPENapaToB B CUCTEME MOHUTOPUHTA ABHKECHUS
JIEKapCTBEHHBIX MPENapaToB

PaGota ¢ HenoOpoKauecTBEHHOM MPOaAyKIIUEH

Heo6xonumeie ymeHUst

[Ipou3BoaUTH NMPOBEPKY CONMPOBOIUTEIBHBIX JOKYMEHTOB 10 COCTaBY U
KOMIUJIEKTHOCTH

OdopMIATh OTYETHBIE IOKYMEHTHI O ABM)KEHUIO JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB
anTeyHOro aCCOPTUMEHTA

[IpoBepsaTh COOTBETCTBUE LIEH HA )KU3HEHHO HEOOXOAUMBIE U BasKHEHIINE
JIEKApCTBEHHBIE ITpenaparsl JUIsi MEAULIMHCKOTO IPUMEHEHHUS FOCYJapCTBEHHOMY
peecTpy NpeAeNbHBIX OTIIYCKHBIX II€H IIPOU3BOJIUTEIICH Ha JICKAPCTBEHHBIE
IpenapaThl, BKJIIOUEHHbIE B IEPEUEHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JIEKAPCTBEHHBIX IIPENApaTOB

BrisiBnsaTe panbcudunmnpoBanubie, KOHTpadaKkTHbIE U HEA0OPOKaYECTBEHHbBIE
JIEKapCTBEHHBIE CPEJICTBA, U TOBAPHI AITEYHOI'0 ACCOPTUMEHTA

OdopMIIATh TOKYMEHTALIMIO IO U3BATHIO U3 00palleHHs JeKapCTBEHHbIX IpenapaToB
Y TOBapOB alITEYHOI'0 aCCOPTUMEHTA

BecTtu npeIMeTHO-KOIMYECTBEHHBIA YUET JIEKAPCTBEHHBIX IIPENAPaTOB ITOCPEICTBOM
3ar0JIHEHNS )KYPHAJIOB

Ilonp30BaThCA KOHTPOJIBHO-U3MCPUTCIIbHBIMU HpI/I60paMI/I, ClIcUAJIM3UPOBAHHBIM




000py/I0BaHNEM, B TOM YHCJIE B CHCTEME MOHUTOPUHTA JIBUYKEHUS JIEKAPCTBEHHBIX
MpermapaToB, MporpaMMaMu HHGHOPMAITMOHHBIX CUCTEM, HCIIOJIb3yEeMbBIMU B
(hapMareBTHUECKUX OPTaHU3AIHIX

OueHnBaTh MapKUPOBKY, YIIAKOBKY M BHEITHUI BUJ JIEKAPCTBEHHBIX CPEACTB U
TOBAapOB alITEYHOI'0 ACCOPTUMEHTA, B TOM YUCJIE IIPOBEPATH CPOKU UX T'OAHOCTH

HCO6XOZ[I/IMLIC 3HaHUA

ITpaBusa mpueMku ToBapa

[Iepeuens u CTpyKTypa CONPOBOJAUTENBHBIX IOKYMEHTOB ITOCTABIIMKA HA
JIEKAPCTBEHHBIE CPEICTBA U TOBAPHI AITEYHOTO aCCOPTUMEHTA

[TonoseHns 3aKOHOIATENBHBIX U HOPMAaTUBHBIX ITPABOBBIX AKTOB, PETYJINPYOIIUX
oOpallleHne JIEKApCTBEHHBIX CPEJICTB U TOBAPOB AlITEYHOI'O ACCOPTUMEHTA

Tpe60BaHI/I$I K Ka49C€CTBY JICKAPCTBCHHBIX CPCACTB, B TOM YUCIIC K MAPKUPOBKE
JICKApCTBCHHBIX CPCACTB U K JOKYMCHTAaM, ITIOATBCPKAAOIIIUM Ka4€CTBO
JICKAPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOI'O aCCOPTUMCHTA

ACCOPTHMEHT JIEKapCTBEHHBIX MIPENapaToB 1Mo (papMaKoJIOTHIECKUM TPYIIaM U
TOBAapOB alITEYHOI'0 ACCOPTUMEHTA

Crioco6w! BeIsiBIICHUS (paibCUPUITUPOBAHHBIX, KOHTPAhaKTHBIX U
HEeI00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, U TOBAPOB AlITEYHOTO
ACCOPTUMEHTA U MOPSIOK pabOThI C HUMH

TpeboBaHus K OTYETHON TOKYMEHTAIUU, CTPYKTYpa U COCTaB OTYETHOM
JIOKYMEHTalluN

HOpSI)IOK BCACHUA TPCAMETHO-KOJINYCCTBCHHOI'O YUCTA JICKAPCTBCHHBIX CPEACTB

WudopmanioHHble CUCTEMBI 1 000pY10BaHHe HH()OPMAIIMOHHBIX TEXHOJIOTHUH,
UCIIOJIb3yeMBbI€ B (DapMaIieBTUUECKONH OpraHu3aIiu

[Tops10K TPaHCTIOPTUPOBKU TEPMOJIAOMIIBHBIX JIEKAPCTBEHHBIX CPEJICTB 110
XOJIOZIOBOM LEMH U HCTIONIb3YEMBIE JUIsI KOHTPOJISI COOIIOICHUS TEMITEPATYPhI
CpeacTsa

[Topsimok yTBep KaeHUST 1 OOHOBIIEHUS TTEPEYHS )KU3HEHHO HEOOXOIUMBIX 1
BAKHEWIIINX JICKAPCTBEHHBIX MTPENApaToOB /Il MEIUIMHCKOTO IPUMEHEHUS

HpaBI/IJ'Ia YCTAaHOBJICHUS LICH HA ) KU3HCHHO HeO6XO,[[I/IMHe H BaKHEHIIHE
JICKAPCTBCHHBIC ITPCIIApaThI

IIepedyeHp TOBapoOB, pa3pelICHHBIX K IIPOJAKE B alITEYHBIX OPraHU3aLUsAX HapsLy C
JIEKAPCTBEHHBIMH IIperapaTaMu

TpeboBanus oxpaHbl TPy/ia, MEPHI MTOKAPHON OE30MACHOCTH, MOPSIOK JICHCTBUHN B
YpE3BbIYATHBIX CUTYAIUSAX

Metoap! u IIPUEMBI YPET'YJIIMPOBAHUSA HpeTeH3HfI C IMOCTaBIIMKaMH

CaHUTapHO-3MTUAEMUOIOTHYECKHE TPEOOBaHUS K HKCIUTyaTallul MOMEIICHUN 1
YCIIOBHUSIM TpyZAa

OdunmanbHble HCTOYHUKHM HH(POPMAIMK O HET0OPOKAYECTBEHHBIX,
¢banbcuUIMPOBAHHBIX U KOHTpa(aKTHBIX JEKapCTBEHHBIX CPEACTBAX, U TOBApax
anTEeYHOT0 ACCOPTUMEHTA, MOJUISKAIIUX U3BATHIO U3 00paIeHHs

[Topsiok paboThI B cHCTEME MOHUTOPUHTA JIBUYKEHUS JIEKAPCTBEHHBIX IPENapaToB

Hpyrue xapakTepucTuKu

3.1.4. TpynoBasi pyHKIHSA

XpaHEeHHE JICKapCTBEHHBIX CPEJICTB U VpoBeHs
HaumeHoBaHue TOBapOB alTEYHOT'O ACCOPTUMEHTA B Kon A/04.6 (oypoBeHs) 6
(hapMaIeBTHUECKUX OPTaHU3aAIUIX KBanuKalmy
IIpoucxoxxaeHue Tpya0BOH Opurusan X 3aMMCTBOBAHO U3
(byHKI.lI/II/I OopurruHajia

Kon opurunana PerucrpanuoHHblil HOMED
po(heCcCHOHANIBHOTO CTaHIapTa

TpynoBeie nelcTBUA

[IpoBepka u peructpauus napameTpoB BO3AyXa B IOMEMIEHUAX XPaHEHHUS
JIEKAPCTBEHHBIX CPEJCTB U TOBAPOB AlITEYHOI'O0 ACCOPTHUMEHTA

Wnentuduxanus o6opy1oBaHus 1J1s XpaHEHHsI IEKAPCTBEHHBIX CPEACTB U TOBAPOB
arTeYHOro aCCOPTUMEHTA

OdopmieHue 1 BeIeHUE CTEIUIAKHBIX KapT




Obecnieuenue yCIOBHMA 11l XpaHEHUS JIEKAPCTBEHHBIX MTPETIapaToB, MOICKAIINX
IIPEIMETHO-KOJIMUYECTBEHHOMY yUY€TY, B COOTBETCTBUU C HOPMATHBHBIMU IPABOBBIMU
aKTaMu

CoptupoBKa NOCTYNAIOIINX JIEKAPCTBEHHBIX CPEJCTB U TOBAPOB alITEUHOTO
ACCOPTUMEHTA T10 TPYIIaM

yHOpﬂI{O‘-ICHI/IC Mo CCpHAM U YUCT 3allaCOB JICKAPCTBCHHBIX CPCACTB U TOBAPOB
AIlITCYHOI'O aCCOPTUMCHTA B (bapMaI_IGBTI/I‘IeCKI/IX OopraHu3aluAax

Pa3mernienue nexkapcTBEHHBIX CPEJCTB U TOBAPOB alTE€YHOTO ACCOPTUMEHTA B MECTaxX
XpaHEHUS B COOTBETCTBUU C YCTAHOBJICHHBIMU TTPOU3BOAUTEIIIMH YCIOBUSIMU
XpaHeHus

HpOBe,I[eHI/Ie n O(i)OpMJIeHI/Ie PE3YJIbTATOB NHBCHTApU3aALIUU

BeﬂeHI/Ie yucTa JICKAPCTBCHHLIX CPCACTB C O'paHUYCHHBIM CPOKOM I'OAHOCTHU

IIpoBepka yciI0BUN XpaHEHUS JICKAPCTBEHHBIX CPEACTB

OOGecrnieueHue pexxuMa XpaHeHHs B pa3/eibHbIX 30HaX (anbCU(GUIIMPOBAHHBIX,
HETI0OPOKAYECTBEHHBIX M KOHTPA(aKTHBIX JICKAPCTBCHHBIX CPEJICTB

BersiBiienue u usbsitre GpaibCuUIMPOBAHHBIX, HEIO0OPOKAUECTBEHHBIX
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEJICTB, MOMISKAIINX U3BITUIO U3 TPAKIAHCKOTO
obopoTa

Heobxomumbie ymeHUs

O6eCHe'—II/IBaTI) YCJIOBUSA XPaHCHUS, YCTAHOBJICHHBLIC ITPOU3BOAUTCIIEM JICKAPCTBCHHBIX
Cpe/cTB

Hcmons30BaTh TEXHUYECKHUE CpeacTBa, TCXHOJIOTHH, BKIIXOYas IIPOTrPpaMMHOC
obecneyeHue u I/IH(i)OpMaI_II/IOHHHe CIIpaBOYHBIC CUCTCMBI, JJIA obecnieueHus
HAUIC)KAIICTO IMMOPAAKa U YCHOBI/Iﬁ XpaHCHUA TOBAPOB alITCYHOI'O aCCOPTUMCHTA

[TporHo3upoBaTh pUCKH MOTEPH KadecTBa, 3hPeKTUBHOCTH 1 OE301MaCHOCTH
JICKapCTBEHHBIX CPEACTB MPU HECOOTIOACHNUHN PeXUMa XPAHESHUS

O(l)OpMJ'I?ITI) AOKYMCEHTBI Ha U3BATHEC JICKAPCTBCHHBIX CPEACTB U TOBAPOB AlITCYHOT'O
ACCOPTUMCHTA

Bectu otyetHbIE JAOKYMCHTBIL

HNHTepnpeTupoBaTh yCI0BUS XPAHEHHUs, yCTAHOBJICHHBIEC IPOU3BOJUTEIIEM
JIEKAPCTBEHHBIX CPEJICTB, B COOTBETCTBYIOIINE PEKUMBI XPAHEHUS

Heo0OxonnMele 3HAaHUA

TpeboBanms K yCIOBUSM XpaHEHUS JIEKAPCTBEHHBIX CPEJICTB U JICKAPCTBEHHBIX
[IPErnapaToB, B TOM YUCJIE UMMYHOOHOJIOTHYECKHX JIEKApPCTBEHHBIX IIPENapaToB

ITonoxxeHus 3aKOHOAATENbLHBIX U HOPMATUBHBIX IMPABOBLIX dKTOB, PETYJIHNPYIOLINUX
06pameHHe JICKAPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOI'O ACCOPTUMCHTA

ITocnencTBust HECOOJIIOIEHUS YCIOBUM XpaHEHNUs JIEKAPCTBEHHBIX CPEJICTB

[IpaBuna u mopsI0K 0OpaIIEHUs C JIEKAPCTBEHHBIMHU CPEICTBAMHU, MO JICKAIIUMH
U3BATHUIO U3 TPAXKIAAHCKOT0 000poTa

ACCOPTHMEHT JICKapCTBEHHBIX MPENapaToB 1Mo (papMaKoJIOrHUECKUM IPyIIaM U
TOBapOB alITCYHOI'0 ACCOPTUMEHTA

Tpe6OBaHI/I${ K BECACHUIO IIPEAMCTHO-KOJIUYCCTBCHHOI'O YU€Ta JICKAPCTBCHHBIX CPEACTB

HpaBHna XPaHCHUS JICKAPCTBCHHLIX CPCACTB U TOBAPOB AlITCYHOI'O AaCCOPTUMCHTA

Oco0eHHOCTH XpaHEHUS JIGKAPCTBEHHBIX CPEJICTB, MOAIEKAIINUX
MPEIMETHO-KOJIMYECTBEHHOMY YUYETY

HOpr}lOK ydc€Ta JCKAPCTBCHHBIX CPCACTB C OTPaHUYCHHBIM CPOKOM I'OJJHOCTH

Oco0eHHOCTH XpaHEHUs UMMYHOOHOJIOTMUECKHX JIEKApPCTBEHHBIX MPENapaToB U
MEIUIIMHCKUX MUSBOK

[Tops10K TPaHCTIOPTUPOBKHA UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB B
YCIOBHSX XOJIOJIOBOH IIETIH M UCTIOIb3yEeMBbI€ JJIsi KOHTPOJIS COOTIOIEHUS
TEMIIEPATYPHI CPEACTBA

TpeboBanms K CTPYKTYPE U COCTaBY OTYETHOU JOKYMEHTAIIUU

HudopmalinoHHbIE CUCTEMBI 1 000pYy10BaHHE HH()OPMAIIMOHHBIX TEXHOJIOTHUH,
UCIIOJNIb3yeMBbIE B (hapMaIleBTUUECKONH OpraHu3aIiu

DU3UKO-XUMUYECKHE CBOMCTBA JIEKAPCTBEHHBIX CPEICTB

[IpaBuna xpaHeHUsE MEAUIMHCKUX U3IEIIHIA

TpebGoBanwus 0xXpaHbl TPY/Ia, IPABUIIA MTOXKAPHOU OE30MTACHOCTHU U TIOPSIOK JCHCTBUMN B
Ype3BbIYANHBIX CUTYAIHIX

Hcrounuku O(bHHHaHbHOﬁ I/IH(I)OpMaI_II/II/I 0 JICKapCTBCHHBIX CPCACTBAX U TOBApax
AIITCYHOI'O0 aCCOPTUMCHTA, IMMOMJICIKAIIUX U3BIATUIO U3 O6paIJ_IeHI/I$I

Jpyrue xapakTepuCTUKU

Obecnieuenue xpaneHust B 000COOICHHBIX TOPA3ICIICHUSIX MEIUITTHCKIX




OpraHu3aIil MOKET OCYLIECTBIATHCA MEAUIIUMHCKIM PAOOTHUKOM C
JIOTIOJTHUTEIHHBIM NMPO(ecCHOHAIBHBIM 00pa30BaHUEM B 001aCTH pO3HHYHON

TOPIroOBJIN JICKAPCTBCHHBIMU NIpCriapaTaMu

3.1.5. TpynoBasi pyHkums

Po3nuunas TOPIroBJIA JICKAPCTBCHHBIMU
npenaparamMu 1Jjis1 BETCPUHAPHOTO
IMPUMCHCHUA

HaumeHoBanue Kon A/05.6

KBaJU(UKAIN

YpoBeHb
(morypoBeHs)

3auMCTBOBAHO U3
OopurruHaja

IIpoucxoxxaenue TpyaoBoOi

GyHKIMN X

OpuruHan

Kon opurnnana

Perucrpaunonunsrii Homep
podecCHOHAIBHOTO CTaHAapTa

TpynoBbie 1eUCTBUSA

pELEenTOoB

dapmaneBTUYECKas SKCIIEPTU3a PELENITOB Ha JICKAPCTBECHHBIE IIpENapaThl HAa IPEAMET
COOTBETCTBUS MpaBUJIaM Ha3HAYCHUS JIEKAPCTBEHHBIX MpenapaToB U 0(OopMIICHUS

anTeuyHOM OopraHu3al, TAKCUPOBKa PCICIITOB

TaKCI/IpOBKa CTOUMOCTH JICKAPCTBCHHOTO IpPEriapara, U3roTOBJICHHOT'O B YCIIOBHUAX

BBI,I[a‘Ia KaCCOBOI'O UYCKa U IMPOU3BCACHUC PACUCTOB 34 HpI/IO6peTeHHI>II71 TOBAp

Hponama JICKAPCTBCHHLIX NPCIIAPATOB U TOBAPOB AlITCYHOI'O AaCCOPTUMCHTA

HeoOxoaumbie ymeHus
oopMIICHHS

[IpoBepsTh perent Ha MpeaAMET COOTBETCTBUs (hopMe OJIaHKa U TIPaBHIIaM UX

[Tpenynpexaats KOH(MIMKTHBIE CUTYaLUU C OTPEOUTENIMU

YperynupoBath MpeTeH3UH MOTpeOuTeNel B paMKaxX CBOE KOMIIETEHIIUU

[Tonb30BaThCst KOHTPOIHHO-KACCOBOM TEXHUKOW U 000PYIOBAHUEM,
MpeIHA3HAYCHHBIM JJIsI OCYIICCTBICHUS (hapMaIleBTHUECKON NeATeTbHOCTH

Heo06xomuMele 3HaHMS

IIpaBuna oTmycka JIEKapCTBEHHBIX ITPENApATOB JIsl BETEPUHAPHOIO IIPUMEHEHHUS

BCTCPUHAPHOT'O IPUMCHCHHA

HpaBI/ma HaI[J'IG)KaH.[Cﬁ anTeYyHOMN IIPAaKTUKH JICKAPCTBECHHBIX MIPCIIapaToB AJIA

[IpaBuina odopmiieHUs PELIETITOB Ha JIGKAPCTBEHHBIE IIPEnapaThl

MeToap!l ¥ TPUEMBI yPETYJINPOBAaHMS KOH(QIUKTOB C MOTPEOUTEIIMHU

HpaBI/ma BE€ACHUA KaCCOBBIX onepaunﬁ N JCHCKHBIX PACUCTOB

HpaBHna XPaHCHUS JICKAPCTBCHHBIX ITPCIIApaTOB JJI1 BETCPUHAPHOI'O IIPUMCHCHU S

Jpyrue xapakTepuCTUKH | -

3.1.6. Tpynosast pyHkuus

KoHncynpTuposanue npu
peanu3anyu 6e3penenTypHbIX
IpenapaToB U MEIUITUHCKIX
531 (S 05071

HaumenoBanue Kon A/06.6

YpoBenb
(IOIypOBEHB)
KBaJTU(HUKAITHN

[IpoucxoxaeHue Tpyao0Boit
GbyHKIIIN

3auMCTBOBAHO U3

Opurunan
OpUrHHAJIa

Kon opurunana

PerucrpanuonHsiii HomMep
npodeccroHaNIBHOTO
CTaHAapTa

TpynoBeie nercTBUA

OnpezaeneHre NPUYMHbBI 00OpaIeHHsI IPaX/IaH B alITEUYHYI0 OPraHU3aLUI0

CHUMITOMATUYECKON TEpanuu JErKNuX HeTOMOTaHUI

OIleHKa BO3MOXHOCTH U PUCKOB CaAMOCTOATCIIBHOI'O IPUMCHCHH I'PpaKaAaHaMU
6e3peuenTypme JICKAPCTBCHHBIX NPCIapaToB U MCAUITMHCKUX I/I3JIGJ'II/II>1 JJISL

JICKApCTBCHHBIMU IIpCIIapaTaMu

Oxkazanne nH)OPMAIIMOHHO-KOHCYIFTATUBHON MOMOIIIH MPHU BEIOOpE 6e3pelenTypHbIX
JIEKapCTBEHHBIX MPENapaToB JJIsl CAMIITOMATHYECKON Teparuu C y4eTOM HX
BO3MO’KHOT'O B3aUMO/ICMCTBUSL U COBMECTUMOCTH C APYTHUMH NPUMEHIEMbIMHU

Oxkazanne nH)OPMAITMOHHO-KOHCYJIFTATUBHOM ITOMOIITH 110 KCIUTyaTaI[HH




MCAUILIMHCKHUX PI3,[[€JII/II>'I B JOMAIIHUX YCJIOBUAX C YUCTOM TEXHUYCCKON 1
BKCHHyaTaHI/IOHHOﬁ JOKYMCHTAalMU ITPONU3BOAUTCIIA (H?;I“OTOBPITGJISI) Ha MECIUIIMHCKHUEC
n3aciauAa

[IpenocraBienue rpaxaanaM HHGOpMAIUN 00 UMEIOIIKXCS B MPOIaXe JIEKAPCTBEHHBIX
mpernapaTax B paMKax MOAXOAIIeH UCX0/Is U3 HAOMI0JaeMbIX CUMIITOMOB
(bapMaKoIOTHYEeCcKOM IPYMIbl, B TOM YHCIIE C YYETOM B3aUMO3aMEHSIEMOCTH
MIpernapaToB, U O [[EHaX Ha HUX

KoncynpTupoBaHnue 1o Bonpocam COOJIIOACHUS HACETIEHUEM
MPOTHBOAHIEMHOJIOTUIECKUX TPEOOBAaHUI HAMPABICHHBIX HA MPEIOTBPAIICHUE
pacnpocTpaHeHuss THPEKINOHHBIX 3a001eBaHUM

Brigsienne TPEBOXHBIX CUMIITOMOB, ITPU HAJTMYUHU KOTOPBIX CICAYET PCKOMEHI0OBATH
IMOCETUTEITIO allITeYHOM OpraHru3annunu 06paTI/ITLC$I K MCIULIUHCKOMY pa6OTHI/IKy

HeoOxoaumelie ymeHus

Cobupats HHGOPMAIUIO O CUMIITOMAX U HHIWBUIYAITBHBIX OCOOCHHOCTSIX MTOCETUTENS
anTeYHOU OpraHu3anuy, HeOOXOAUMYIO ISl PEKOMEHIAlUK ONTUMAaTHHOTO
0e3penenTypHOro JEKapCTBEHHOTO Mpenapara Wik METUIIMHCKOTO H3/IETHs

[TonGupath ONTUMAIBHYIO JIEKAPCTBEHHYIO (POPMY C YUETOM M3MEHEHUS
(bapMaKOKMHETHKH U (papMaKOAMHAMUKH JIEKAPCTBEHHBIX NPENapaToB y ACTEH,
rpaXkaaH MOXKUIIOTO U CTApYECKOT0 BO3PACTa, KEHIIUH B MEPHO]l OEPEMEHHOCTH WU B
MEPUOJI TPYAHOTO BCKAPMIIMBAHMS

[Tpenarate 6e3perienTypHbIe JIEKapCTBEHHBIE TpenapaThl 0 TOPTOBBIM
HAaVMEHOBAHMIM B PAMKaxX MEXIYHAapOJHOIO HEIMIATCHTOBAHHOIO HAMMEHOBAHUS U
aHAJIOTUYHBIC JICKAPCTBEHHBIE MIPETapaThl B paMKax (papMaKoJIOrHUECKOM IPYIIITbI

[IpenynpexnaaTts O pUCKax NOJUANPArMa3uy U MPUMEHEHHUs JIEKAPCTBEHHBIX IIPENAapaToB
0€e3 JOCTAaTOYHOI0 OCHOBAHUS

BriaBnsaTs TPEBOXHBIC CUMIITOMBIL, IIPU HAJIMYUHN KOTOPBIX CICAYECT PECKOMCHAOBATDH
MOCETUTEIIIO allTEYHOM OopraHru3alun O6paTI/ITBC$I K MCOAULIUHCKOMY pa60THm<y

Crpouts npogeccuoHanbHOe 00IIEeHHE ¢ COOIIOICHHEM JeTI0BOTO STUKETA U
(apMarieBTHUECKON TEOHTOIOTUI

[Tonb3oBatbes mpruemMamu 3G HEKTUBHBIX KOMMYHUKALUN IPU B3aUMOJIEHCTBUH C
MOTpeOUTEIIMU

HeoOxonuMeie 3HaHUs

PanmonanbHbIi BEIOOp JIeKapCTBEHHON (DOPMBI C yUETOM U3MEHEHUS
(bapMaKOKUHETUKU U (papMaKOIUHAMUKH JIEKAPCTBEHHBIX MpEnapaToB y JeTeH,
IpaXkJiaH MOXKUJIOr0 M CTApYEeCKOro BO3PacTa, )KEHIIMH B IIepHo]] 0EpEeMEHHOCTH WM B
HEpUOJI TPYJHOI0 BCKapMIIMBAHUS

B3aumMoneiicTBre 1eKapCTBEHHBIX MPENapaToB MEXIY COOOH, ¢ APYTUMHU
IPUHUMAEMbIMH JIEKApCTBEHHBIMU IIPenapaTaMy, TUIEBbIMU MPOIYKTAMHU, AJTIKOTOJIEM

TpebGoBaHMsI MHCTPYKIMH 110 METUIIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOIO IIperapaTa

Pucku monumnparMasuu ¥ IpUMEHEHHUs JI€KapCTBEHHBIX MIpernapaToB 0€3 J0CTaTOYHOTO
OCHOBAaHUA

HpaBHna palluOHAJIBHOI'O MPUMCEHCHUS JICKAPCTBCHHBIX IPCIIAPATOB: JO3UPOBAHUC,
COBMCCTHUMOCTB, B TOM YUCJIC C TUIICBBIMU MMPOAYKTAMU, JJIUTCIbHOCTh NHPUMCHCHUA

CoBpeMeHHBIN aCCOPTUMEHT JIEKaPCTBEHHBIX IIPENAapaTOB U TOBAPOB allTEYHOTO
aCCOPTUMEHTA

HupopmalinoHHbIE CUCTEMBI, COIEpKAIllie JAHHbIE O TOPTOBBIX HAUMEHOBAHUAX B
pamMKax MEKIyHapOJHOTO HEMaTEHTOBAHHOTO HAMMEHOBAHUS U aHAJIOTUYHBIX
JIEKapCTBEHHBIX MpernapaTax B paMKax (papMakoiIoruiueckoi IpymIibl U 1Mo KoJiaM
aHATOMO-TEpaNeBTHUYECKO-XUMHUYECKOH Kiaccuduxamu

OcHoBHBIE (hapMaKOJIOTHYECKHE TPYIIIHI JIEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH MX
IIPUMEHEHUS

TpeBoKHBIE CUMITTOMBI, PY HAJTMYHH KOTOPBIX CIEAYET PEKOMEHI0BATh TTOCETHTEIIO
anTeyHOl opraHu3anuu oOpaTUThCA K METUIIMHCKOMY PaOOTHUKY

Mexanu3mbl (hapMaKoJIOTHYECKOTo IEHCTBUS IPErnapaToB

MeTozp! MOUCKa U OLIEHKU (hapMalieBTHYECKOW HHPOPMALIUU

Hopw™e! nenoBoro oOmieHus 1 KyIbTypbl, TPOGECCUOHATBLHON TICUXOJIOTHH, YTHKH U
JICOHTOJIOTUH

Hpyrue
XapaKTEPUCTUKH

3.1.7. TpynoBas pyHKUuSsA




HanmenoBanue

KoncynpTupoBanue npu

peanu3anuy Wil OTITyCKe
JIEKapCTBEHHBIX IPENapaToB o KBAAGHKAITHN
penenty MeAULUHCKOro pabOTHUKA

YpoBeHb

Kon A/07.6 (momypOBEHB) 6

IIpoucxoxaenue TpyaoBOi
GyHKIMN

3anMMCTBOBAHO M3
Opurunan X
OpHUrHHaa
Kon opurunana PeructpalinoHHBIH HOMEP
o eCCHOHATBHOTO
CTaHIapTa

TpynoBeie 1elcTBUA

Onpenenenre NOTPEOHOCTH ITpaXiaH — IOCETHTENCH alTeYHON OpraHu3aluy B
COOTBETCTBUH C O(l)OpMJ'IeHHBIM Ha pCUCITYpPHOM OJIaHKe Ha3HA4YEHUEM MCEOUIIMHCKOT' O
paboTHHKA

HpeL[OCTaBJ'IeHI/IC T'paXxJiaHaM I/IH(I)OpMaLII/II/I 00 HMCIOIIUXCA B IPOJAAKE JICKAPCTBCHHBIX
npenaparax B paMKax Ha3HAUYCHHOT'O Bpa4OM MCKAYHAPOAHOI'O HCIIATCHTOBAHHOI'O
HaMMCHOBAHUA, B TOM YHUCJIC C YUCTOM B3aUMO3aMCHACMOCTH NIPCIapaTOB, U O IIECHAX
Ha HUX

HNudpopmupoBanue 0 HEOOX0AUMOCTH NPUBEPKEHHOCTU TEPANUY Ha3HAYEHHBIM
JIEKapCTBEHHBIM MperapaToM, B TOM YHUCIIE O HEOOXOIMMOCTH COOIIOICHUS KPaTHOCTH
MIpUEMa, T03UPOBKHU U MPOAOIKUTENBHOCTH Kypca JIEUCHHUsI, YyCTaHOBIEHHBIX
MEAUIIMHCKIM paOOTHUKOM, M O PUCKAX CAMOCTOSITENIFHOTO MPEKpaIlleHus: mpueMa
JIEKapCTBEHHOI'O Ipernapara

KoncynbrupoBanue norpeduTeneii no npasuiaM OTIYCKa JIGKAPCTBEHHBIX MPENapaToB
10 PeLenTypHOMY OJIaHKY CO CPOKOM JICHCTBUS, CO CPOKOM JIEHCTBHS JI0 OJJHOTO T0O/1a

Heobxomumblie ymeHust

[IpoBoauTh (hapMareBTUIECKYIO IKCIIEPTU3Y PEUENITYPHOTO O1aHKa

[Ipenynpexaars 0 puckax MOJUIpPArMa3u U MPUMEHEHHsI IEKapCTBEHHBIX MPENapaToB
0e3 10CTaTOYHOT'0 OCHOBAHUS

Crtpourts npodeccroHanbHOE 00IIEHUE C COOIOICHUEM JIETIOBOTO ATHKETA U
(bapMaIeBTHYECKON TCOHTOIOTUN

[Tosnp3oBatbest mpuemMamu 3G PEKTUBHBIX KOMMYHHUKAIIHNA ITPH B3aUMOJICHCTBUH C
MOTPEeOUTEIIMU

HpOI/IBBOI[I/ITb OTITYCK JICKAaPCTBCHHBIX IIPCIIapaToOB C CO6J'IIO,I[€HI/I€M IIpaBUJI

WudopmupoBats noTpeOUTENS O CpOKaxX ASUCTBUS PELEITYPHBIX OJIaHKOB

HeobxoaumMble 3HaHUS

@DopMBI pelenTypHBIX OJIAaHKOB M MTPaBUIIA UX OPOPMIICHHS

PannonanbHbI BEIOOp JIeKapCTBEHHOM (POPMBI C yHETOM U3MEHEHUS
(apMaKOKUHETUKH U (papMaKOIUHAMUKH JIEKAPCTBEHHBIX pENapaToB y JeTeH,
IpaXkJiaH MOXKUJIOr0 M CTapYECKOIro BO3PACTa, )KEHIIMH B IIepuo]] 0epeMEHHOCTH WM B
IIEPUOJI IPYAHOIO BCKAPMIIMBAHMS

[Tepedens xu3HEHHO HEOOXOAMMBIX M BAXKHEHIIINX JIEKAPCTBEHHBIX MPETAPATOB IS
MEIUIIMHCKOTO TIPUMEHEHHUS, TIEPEUHHU JICKaPCTBEHHBIX MPENapaToB JJISI MEIUIIMHCKOTO
MPUMEHEHHUS U MEAULIMHCKUX U3, GOpMUpYyEMBIE B LIEJSAX MPEIOCTABICHUS MEP
COLIMAJILHOM MOAJEP>KKH OTAEIbHBIM KaTErOPHUSIM IpaXk1aH

B3anmMopelicTBue JeKapCTBEHHBIX PENapaToB MeXy co00i, C IpyTrUMu
IPUHUMAEMbIMH JIEKAPCTBEHHBIMU IIPENapaTaMy, TUIEBbIMU IPOTYKTAMHU, AJIKOTOJIEM

TpebGoBaHMsI MHCTPYKIMH 110 MEIUIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOIO IIperapaTa

Pucku nposiBiieHUs1 CHHAPOMAa OTMEHbI IIPU MPEKPALLEHUH PUEMa HEKOTOPBIX
KaTeropuil IeKapCTBEHHBIX NPENapaToB

HpaBHna palluOHAJIBHOI'O MPUMCECHCHUS JICKAPCTBCHHBIX MPCIIAPATOB: JO3UPOBAHUC,
COBMCCTHUMOCTDL, B TOM YHUCJIC C ITUIICBBIMU MMPOAYKTAMU, TIIUTCIBHOCTh NHPUMCHCHUA

CoBpeMeHHBbIN aCCOPTUMEHT JIEKaPCTBEHHBIX MIPENAapaToB U TOBAPOB allTEYHOTO
acCOpTHMEHTA

ToproBble HAUMEHOBAHUS B paMKaX MEXIyHApOJHOTO HEMTATEHTOBAaHHOTO
HAaUMEHOBAHHMS U aHAJIOTMYHBIC JICKAPCTBEHHBIC MPENapaThl B paMKax
(apMaKoJIOTUYECKO# TPYIIIbI U IO KOJIaM aHATOMO-TEPaIeBTUIECKO-XUMHUYECKON
KiaccupuKanuu

OcHoBHbIE ()apMAKOJIOTUIESCKUE TPYIIHI IEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH HX
MIPUMEHEHUS

IIpaBuna u nopsAIOK AEHCTBUM ITPU 3aMEHE JIEKAPCTBEHHBIX MPENApaTOB, HA3HAYEHHBIX




MEAULMHCKUM paOOTHUKOM

Mexanu3mbl (hapMaKoJIOTHYECKOro JIEHCTBUS IPErapaToB

MeTo bl TOMCKA U OIICHKH (papMarieBTHIECKON HHGOpMAITUU

HOpMLI JACJIOBOI'O 06H_[eHI/I$I U KYJIbTYPBI, HpO(l)eCCHOHaHLHOﬁ IICHUXOJIOTUH, OTUKH U
JACOHTOJIOTUH

Hpyrue
XapaKTEPUCTUKHU

3.1.8. TpynoBasi pynkums

HanmenoBanue

IIpoucxoxaenue Tpy10Boi
($yHKIIMN

[IpenocraBnenue JONOJIHUTENBHON v
UHPOpMaUU 00 0COOCHHOCTSX POBCHb

(opman Kon A/08.6 (1071ypoBEHB) 6
IMPUMCHCHUS MMpEeIIapara 1o 3arpocy KBANH(HKALIH
noTpeduTens

Opurssan X 3aMMCTBOBAHO H3
OpUTHHAJA
Kon opurunana PerucrpanuonHsiii Homep
podecCHOHAIBEHOTO
cTaHaapTa

TpynoBeie nelcTBUA

KoncynsTupoBanue rpaxian 00 0COOCHHOCTSIX TPUMEHEHHUS U UCTIOIh30BAHUS
NPEeI0KEHHOT O JIEKAPCTBEHHOTO IpernapaTa, B TOM YHCIIe O Criocobax mpuema,
PEKUMaxX JO3UPOBAHUSA, TCPAIICBTUICCKOM ﬂeﬁCTBHH, IMPOTHUBOIIOKA3aHUAX,
B3aUMO/ICVICTBUY JIEKAPCTBEHHBIX IIPENAPATOB PHU OJHOBPEMEHHOM IIPUEME MEKIY
co0oi 1 (WIH) ¢ TTUIIEH, MpaBWJIaxX XPaHCHUS B TOMAITHUX YCIOBUSIX

[penocrasienre nHGOPMAIIUU O HAXOAAIIUXCS B 0OpainieHnu B Poccuiickoit
denepaliuy JIeKapCTBEHHBIX MIpenaparax, uX J03UPOBKax, JCKapCTBEHHBIX (opMax,
HCHOBOM JMAaIla30HEC, a TAKIKC UX MMPOU3BOAUTCIIAX 10 3alIpOCY MCAUINHCKUX
paboTHUKOB

[IpenocraBienne HHPOPMAUH O BO3MOKHBIX HEXKEJATEIbHBIX PEAKIUIX TPU
IIPUMEHEHNH MTPEAJIOKEHHOTO JIEKAPCTBEHHOTO IIpenapara u NOpsIKE AEUCTBUM IPU UX
IIPOSIBIICHU U

Oxazanue IIOMOIIH B HHTCPIIPECTAINH PIH(l)OpMaI_II/II/I, HpHBeﬂeHHOﬁ B MHCTPYKIHHU I10
MCIUIUHCKOMY HNPUMCHCHUIO ITPCIJIOKCHHOTI'O JICKAPCTBCHHOI'O IIpCIIapara

Peructparnus obparmenuii morpedureneil 0 BOSHUKHOBCHHH TOOOYHBIX JIEHCTBUH,
HEXKEIIATSIBHBIX PEAKINH, CePhE3HBIX HEXKENIATSIIbHBIX PEAKITHH, HEMPEIBUICHHBIX
HEXKEJIATSIBbHBIX PEaKIUuil MPY MPUMEHEHUH JICKAPCTBEHHBIX TPENapaTroB, 00
WHIWBUIYAIBHON HETIEPEHOCHMOCTH, OTCYTCTBUH 3(PPEKTUBHOCTH JICKAPCTBEHHBIX
npernapaToB

HeoOxonumbie ymeHUs

JloBoauTh 10 moTpeOuTens B JoCTynHON dhopMe HHPOPMAITUIO O MPpaBUIax
MPUMEHEHUS U XPaHEHUS MPEJI0KECHHBIX JIeKapCTBEHHBIX MTPEmapaToB

WuTepnpeTrpoBath HHPOPMALIUIO, TPUBEICHHYIO B MHCTPYKIUH 110 METUIITHCKOMY
IIPUMEHEHUIO NPEUI0KEHHOT 0 JIEKAPCTBEHHOT' O ITpenapara

Ctpourts npodeccroHanbHOe 00IIEeHUE C COOMIOICHUEM JIETIOBOTO ATHKETA U
(bapMareBTHUECKON JEOHTOJIOTUN

[Tonp3oBatbest npueMaMu YPGEKTUBHBIX KOMMYHHUKAIMHA ITPHU B3aUMOJICHCTBHH C
MOTpeOUTEIIMU

CocTaBnsTh U3BEHICHHS O HEXEIATEeIHbHON PEaKIH WA OTCYTCTBUHU
TEpaneBTHUECKOT0 AP PeKTa JISKapCTBEHHOTO Mpernapara, 0 HOOOYHBIX JEHCTBUSAX, O
)Kajno0ax moTpeOuTeNne

Heo0OxoauMeie 3HAHUA

IIpaBuna pauvoOHaIBHOIO IPUMEHEHHUS JIEKAPCTBEHHBIX IIPENapaToB: JO3UPOBAHUE,
COBMECTUMOCTb, B TOM YHCJIE C IUIIEBBIMU IPOAYKTAMU, JJINTEIbHOCTh IPUMEHEHUS

HpaBHna XpaHCHUA JICKAPCTBCHHBIX MTPCIIapaTOB B JOMAITHUX YCJIOBHUAX

B3aumopeiicTBue 1eKapCTBEHHBIX MPENapaToB MEXy COO0M, C IPYTrUMHU
MIPUHUMAEMbIMH JIEKAPCTBEHHBIMU MIpeTapaTamMu, MUIIEBBIMUA MPOAYKTAMH, aJTKOTOJIEM

HexenarenbHble peakiuy IpU IPUMEHEHUH JICKAPCTBEHHBIX IIPENAapaTOB PA3IMUHbIX
(bapMaKoJIOTHYECKUX TPy

TpebGoBaHMsI MHCTPYKIMH 110 METUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHOI'O IIpernapaTa

Mexanu3mbl (HapMaKoJIOTUYECKOTO IEHCTBHSI MPEIapaToB




MeTozpl MOUCKa U OLIEHKU (hapMaleBTHYECKOW HHPOPMALIUN

Apyrue -
XapaKTECPUCTUKHU

3.1.9. TpynoBas pyHKUHSA

KoncynbTupoBanue MeAMIMHCKUX v
POBEHb

Haneropae CIIECLIMATMCTOB 10 JIEKAPCTBEHHBIM Ko AJ09.6 (HoypoBers) 6

Ipernaparam U IPOYMUM TOBapaM KBaTHbHKAIHH

AIITCYHOI'O aCCOPTUMCHTA
IIpoucxoxxaenue TpyaoBoOi 3auMCTBOBAHO U3
(byHKIMH Opurunan X OpHIHMHana

Kon opurunana PeructparuonHsslii Homep
podeccHOHAIBHOTO
cTaHmapra

TpynoBeie 1elcTBUA WNudopmupoBanue Bpadyeld 0 HOBBIX COBPEMEHHBIX JIEKAPCTBEHHBIX Mperaparax u ux

MIPEUMYIIEeCTBaX, CHHOHUMAX M aHAJIOTaX, O BO3MOXKHBIX TOOOYHBIX JICHUCTBUIX
JIEKapCTBEHHBIX TMPEMAPATOB, UX B3aUMOJIEHCTBUU C JIPYTUMHU TPUHUMAEMBIMU
JIEKapCTBEHHBIMU MpernapaTaMy 1 NUIen

KoHcynbTupoBaHue MeAUIUHCKUX CIELUAINCTOB MO BOMpocaM (papMaKOKUHETUKU U
(bapMakoIMHAMHKH, a TAK)KE B3aUMO3aMEHSAEMOCTH JIEKapCTBEHHBIX IPENapaToB,
UCIIOJIb3YEMBIX B TEPAIIUU Pa3IMYHbIX 3a00JIeBaHUN

KoHcynbTupoBaHre MEAUIIMHCKHIX CICIIHAIMCTOB I10 TpaBUiaM 0(hOpMIICHUS
peLenToB, OTIYyCKa JICKAPCTBEHHBIX MTPENapaToB, XPAaHEHUS B OTACICHUAX
MEIUIIMHCKUX OpTaHU3aIiii, B TOM YHCJIe HAPKOTHYECKUX JIEKAPCTBEHHBIX MIPEMapaToB
U TICUXOTPOIHBIX JIEKAPCTBEHHBIX NPENapaToB

N3yyenne nHGOPMAIIMOHHBIX MOTPEOHOCTEN Bpaueit u MHDOPMHUPOBAHHE
MEIUIUHCKUX PAOOTHUKOB O MPEHMYIIECTBAX MUCIIOJIb30BaHUS JICKAPCTBEHHBIX
IpernapaToB U CXEM JICYCHUS C TOYKU 3PCHHUSI COOTHOIICHHS «3aTPaThl —

3¢ (HEKTUBHOCTHY

OcyuiecTBiI€HHE B3aUMOJEHCTBHUS C MEAUIMHCKUMU CIELIMATUCTAMH Ha Pa3IMYHBIX
1M poBbIX MIaTGopmMax B HHHOPMALMOHHBIX CUCTEMAX 3/IpaBOOXPaHEHUS

HeoOxonumsbie ymenust | IHTepnpeTHpoBaTh MOJI0KEHNUS HOPMAaTUBHBIX MIPABOBBIX aKTOB, PETYIUPYIOLINX
oOpallieHre JIEKapCTBEHHBIX CPEICTB M TOBAPOB AlITEYHOT'O aCCOPTHUMEHTA

OO60CHOBBIBaTh MPEUMYIIIECTBA UCIIOIB30BAHUS JIEKAPCTBEHHBIX MPENapaToB, B TOM
YHCIIe HOBBIX, C TOUYKH 3PEHHSI COOTHOIICHUS «3aTPaThl — 3()(HEKTUBHOCTH

[TpuMeHsITh pa3ianyHble METO/bI H3yUeHUs! THPOPMAIIMOHHBIX TOTPEeOHOCTEN Bpauei

OcymiecTBasTh 3 PeKTUBHBIE KOMMYHHKAIIMHN B YCTHOU U MUCbMEHHOM (opMe C
KOJUIEraMH, MEAUIIMHCKUMH paOOTHUKAMU MIPH PEIIeHUU TPOo(eCcCHOHATBHBIX 3a7a4 Ha
MPUHIIUATIAX IEOHTOJIOTHH

[Tobp30BaThCst COBPEMEHHBIMU HH(POPMAITMOHHO-KOMMYHHUKAITMOHHBIMU
TEXHOJIOTHSIMH, IPUKJIAJHBIM IPOTPaMMHBIM o0ecrieueHrneM (apMareBTHUECKON
JESTENBHOCTH JUIsl pelIeHus MpodecCHoHaNbHBIX 3aa4

HeoOxoaumeie 3Hanust | [lonoxeHnss HOpMAaTUBHBIX NIPABOBBIX aKTOB, PErYJIHUPYIOLINX OOpalieHne
JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB AlITEYHOI'O0 ACCOPTUMEHTA

CoBpeMeHHBbIN aCCOPTUMEHT JIEKapCTBEHHBIX MTPENapaToB pa3INdHbIX
(bapMaKoJIOTHYECKUX IPYII, UX XapaKTePUCTUKU, MEAULIMHCKHIE MTOKA3aHUs U CIIOCOObI
IPUMEHEHHUs, IPOTUBONOKA3aHuUs, T0OOYHBIE AEHCTBUS, CHHOHUMBI M aHAJIOTH; TOBAPbI
alTeYHOro aCCOPTUMEHTA

ACCOPTUMEHT HOBBIX JICKAPCTBEHHBIX CPEJICTB VISl JICUCHUS PA3IMUHBIX 3a00JIeBaHuil,
UX IPEUMYIIECTBA, B TOM YHUCIIE C TOUYKU 3pEHUs «3aTpaThbl — 3()(HEKTUBHOCTHY

Metoap! papMaK0IKOHOMUYECKOH OIIEHKH MTPEUMYIIECTB UCIOIb30BAHMUS
JIEKAPCTBEHHBIX IPENAPATOB U CXEM JIEKAPCTBEHHOW Tepanuu

Orpanuyenusi, HanaraeMble Ha apMaleBTUYECKUX PAOOTHUKOB MPU OCYIIECTBICHUU
UMU TpodeCCUOHATBHON ACSITENFHOCTU

OCHOBBI KITMHHUYECKOW (hapMaKOJIOTHUH; PUHIIMITEI (papMaKOTEpauy ¢ y4ETOM
(bapMaKOKUHETUKU U (papMaKOTMHAMUKHU JIEKAPCTBEHHBIX CPEJICTB

Hpyrue Co0utto1IeHre MOPATBHO-3TUYECKUX HOPM B paMKax MpoQecCHOHAIBHON IeITeTbHOCTH




| XapaKTepHCTHKH

3.1.10. TpynoBasi pyHKIUS

CopelicTBre NPOBEJCHUIO YpOBEHS
HaumenoBanue MEpONPHUATHIA IO (POPMHUPOBAHUIO Kon A/10.6 (moztypoBeHb) 6

3710pOBOTO 00pa3a KU3HH KBaJHMHKALIH
IIpoucxoxaenue Tpya0Boi Opmrmman X 3auMCTBOBAHO U3
(dyHKIIN opuruHana

Kopn opurunana PerucrpanuoHHbiii HOMEp
podheCcCHOHATBHOTO
CTaHaapTa

TpynoBble nencTBus

[TpoBeneHue npocBeTUTEIHHON PabOTHI IO (HOPMHUPOBAHHIO 3T0POBOrO 00pa3a KU3HU
CpeaM rpak/iaH — MOCETUTENIEH allTeYHOM OpraHu3alun

CopeiicTBHE pacIIMPEHHIO 3HAHUI HACEIEHUS O IPaBUJIaX palMOHAIbHOIO U
0€30MacHOr0 NPUMEHEHUS JIEKApCTBEHHBIX IPENapaToB, B TOM YHCIIE O
HEOO0XOIMMOCTH KOHTPOJISI CO CTOPOHBI METUITMTHCKOTO paOOTHHKA IIPH ITpHEMe
peUenTypHBIX penapaToB

COHefICTBPIC YIYyUHICHUIO ITPUBEPKCHHOCTH HA3HAYCHHOI'O KypcCa JICUHCHU S

[TponBuxeHre KyJIbTYphbl OTBETCTBEHHOTO OTHOIIIEHUSI K COOCTBEHHOMY 3/I0POBBIO
Cpeay IpaXkIaH — MOCETUTENEN allTEYHON OPraHU3aluu

Pazpabotka u peanuzanus mporpaMM TeMaTHUYECKOTO KOHCYJIbTUPOBAHUS 110 BOTIPOCAM,
HaIlpaBJICHHBIM Ha BCACHUC 310POBOI0 O6p333 JKU3HHU 1 YIIYUYIICHHUE Ka4YCCTBA JKU3HU
HaceJIeHUs (Ha MCKITIOUEHUE WITH COKpAICHHE JICHCTBUS MOBEICHICCKIX (haKTOPOB
pHCKa, K 9YHCITy KOTOPBIX OTHOCSTCS yOTpeOJieHne Tabaka, BpeHOE TOTPEOICHHE
QJIKOTOJISI, HepAIlOHAILHOE TUTAHUE, OTCYTCTBUE (PM3UUECKON aKTUBHOCTH, a TAKXKE
HEaJIaTHBHOE MPEO0JICHUE CTPECCOB)

HNudopmupoBanme o moiabp3e U MpaBUiaxX UCHOIb30BaHUS IPOYHX TOBAPOB AITEYHOTO
accopTUMEHTa (1e3nH(UIMPYIONINE CPENICTBA, IPEIAMETHI U CPEJCTBA IUYHON TUTHEHBI,
nocyza JUisi MEIUIMHCKUX LIEJIEH; MPeaMEThI U CPEACTBA, IpeIHa3HaUCHHbIE AJIs yX0/1a
3a OOJBHBIMH, HOBOPOXKJICHHBIMH U IETbMH, HE IOCTUTIIIMH BO3pacTa TPEX JIET;
OUYKOBas ONTHKA U CPEICTBA yXO/a 3a HEl, MUHEpaIbHbIE BOJIbI, TPOIYKTHI JI€U€OHOTO,
JETCKOTO U JUETHYECKOT0 MUTaHUs, OMOJIOTMYECKH aKTUBHbBIE J100aBKU, ap(romMepHbIe
1 KOCMETUYECKHE CPEJCTBA, MEJULIMHCKUE U CAHUTAPHO-IIPOCBETUTEIIbHBIE TICYATHBIE
U3JJaHKs, TIPeAHAa3HAYCHHBIE JJIs1 TIPOTIaraH bl 310POBOTO 00pa3a sKMU3HN)

Heobxomumbie ymeHust

[IpoBOIUTH MPOCBETUTENBHYIO PAOOTY C rpakIaHaMH — TOCETUTEIISIMH alITCUHON
OpraHu3auu

HudopmupoBath notpeduTeneit mo Bonpocam, CBSI3aHHBIM € MPOYUMHU TOBapaMu
arTEeYHOr0 aCCOPTUMEHTA

Crpouts npogeccuoHanbHOe 00IIEHUE ¢ COOIIOICHIEM JETI0BOTO STUKETA U
(apMareBTHYECKON JEOHTOIOTUN

[Tonb3oBatbes mpruemamu 3G (HEKTUBHBIX KOMMYHUKALIUNA IPU B3aUMOJIEHCTBUH C
MOTpeOUTEIIMU

HeoOxonuMmble 3HaHUS

OcobenHoctu opMHUPOBaHHSI 3OPOBOT0 00pa3a KU3HH

Oco00OEHHOCTH UCTIOIb30BAaHUS IPOYHX TOBAPOB allTEYHOT0 ACCOPTHUMEHTA

Hopwmbr genoBoro o0meHus u KyJIbTypbl, MPO(heCCHOHATBHON TICHXOJIOTHH, STUKUA U
JEOHTOJIOTHH

HpaBHna paluoOHAJIBHOI'O MPUMEHCHUSA JICKAPCTBECHHBIX MPECIIapaTOB: JO3UPOBAHUCE,
COBMCCTUMOCTDb N B3aHMOﬂ€ﬁCTBHe, B TOM YHUCJIC C MMIICBbIMU IIPOAYKTAMU,
JICKAPCTBCHHBIMU IIPEIIapaTaMu, IIpaBUjld XpaHCHUS B JOMAIIHUX YCIOBUAX

Apyrue
XAPaKTCPUCTHUKU

3.2. O0001meHHas TpyaoBasi GyHKIUSA

HanmenoBanue

OrnroBast TOProBJIst JICKAPCTBEHHBIMU
CpeacTBaMH KBaTH(UKAIUT

Kox B VYposeHb 6




IIpoucxoxnenue

3auMCTBOBAHO U3

000011IeHHOIT TpYyHOBO OpuruHan X opuruHaa
(yHKIMN
Kox opurunana PerucrpanyioHHbIi HOMEp
PO ECCHOHATLHOTO CTaHIapTa
Bo3MoxHbIE dapmarneBT
HAMMCHOBAHUS [IpoBuzop

JOJDKHOCTEH, podeccHii

TpeboBanwus x
00pazoBaHuIo U
00y4eHUIO0

N

Cpennee npodeccronanbHoe 00pa30BaHKE — MPOTPAMMBI IIOJTOTOBKH CTICIIHAIICTOB
CpEeIHETO 3BEHa 10 CIIeNUAIBHOCTH «DapMarius»

Bricmiee O6pa?>OBaHI/Ie — CIICOUAJINTCT 110 CIICHUAJIbHOCTHU ((CDapMaI_[I/IH»

TpeboBaHus K OIBITY
NPAaKTUYECKON pabOThI

OcoOsbIe ycitoBus
JIOTTyCKa K pabore

CIIeIMaanucTa

Hanmaue CCpTI/I(l)I/IKaTa crienuajancra ujin CBUACTCIIBCTBA 00 AKKpCaAuTaluu

[Tepconain, paboTaromuii ¢ MPOAYKIMEH, B OTHOIIICHMH KOTOPOM YCTaHOBJIEHBI OoJiee
KECTKHUE YCIOBUS 0OpanieHus (OrHeonacHble, B3PbIBOOIIACHBIE,
JIETKOBOCIUIAMEHSIIOIIHECS, JIETKOTOPIOUHe, PaIMOAKTUBHBIE MAaTEPUATIBI,
JIeKapCTBEHHBIE CPEJICTBA, MOAJIEKAIINE 0COOOMY KOHTPOJIIO, TEPMOIAOUIbHbIE
JIEKapCTBEHHBIE CPEICTBA), JOHKEH MPOUTHU CIEIMATBHYIO MOATOTOBKY

[pyrue xapakTepuCTUKU

JlononHHUTENbHOE MPO(EeCCHOHAbHOE 00pa30BaHUE — MPOTPAMMBbI TIOBBIIICHHS
KBaJTM(HUKAIMH HE PEKE OJJHOTO pasa B ISTh JIET B TCUCHHUE BCEH TPYAOBOM KU3HH

JlononHuTeNbHBIE XapaKTEPUCTUKH

H HaumenoBanue 6a30B0ii rpymbl, JOTKHOCTH
auMEHOBaHHE JOKYMEHTA Kon
(mpodeccun) MM CrIeUATILHOCTH
OK3 2262 [IpoBu30pHI
3213 dapMarieBThI
EKC - IIpoBuzop
- dapMmareBT
OKIIATP 25850 [TpoBuzop
25856 ITpoBH30p-TEXHOJIOT
27309 dapMmareBT
OKCO 3.33.02.01 Dapmanus
3.33.05.01 dapmanus
3.2.1. TpynoBasi pyHKumst
PaGora ¢ MHCTUTYIIMOHATBHBIMU Voomers
HaunmenoBauue NOTPEOUTENAMH 110 PHEMY U Kon B/01.6 (l'IO,Z[r;pOBeHB) 6
00paboTKe 3asBOK Ha KBATH(HKAIHH
JIEKapCTBEHHbIE CPEJICTBA

IIpoucxoxxaeHue Tpya0BOH
¢byHKIMN

Opurunan

X

3auMCTBOBAaHO U3
OpHTHHAJIA

Kon opurunana PerucrpauuoHHbI HOMEP

podecCHOHABHOTO CTaHAapTa

TpynoBsie neicTBUs

acCOPTHMEHTA

OnpezneneHure NOTPeOHOCTH B JIEKAPCTBEHHBIX CPEACTBAX U TOBAPAX AIITEYHOTO

[Tpuem 1 o1leHKA 3aKa30B OT NOTPEOUTENEH, ONIPE/IENIEHHBIX B 3aKOHOIaTEILCTBE
Poccuiickoit @eneparn

OI.[CHKa BO3MOJXHOCTH ITOJIHOT'O WJIK YaCTUYHOT'O YAOBJIICTBOPCHUS 3aKa3a, KAJIbKYJIISIIHA
H COrj1aCoBaHHUC IICHBI 3aKa3a




CormacoBanue CPOKOB IMOCTABKH U KOMIIJICKTHOCTH 3aKa3a ¢ YUYCTOM COGJIIO,HGHI/ISI
yCJIOBI/Iﬁ XpaHCHUA, OCTATOUYHOI'O CPpOKa 'OAHOCTH

[TpoBepka mpeenbHbIX OTIYCKHBIX LIEH IIPU 3aKyTKe U3 MEePeUHsl )KU3HEHHO
HEOOXOUMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB

OCYH.[CCTBHGHI/IG IMPOBECPKU HCO6XOHHMOﬁ AOKYMCHTAallUU U 000CHOBaHHE npezmaraeMoﬁ
LCHBI JJIA 3aKJIFOYCHHUS KOHTPAKTOB

Pa3paboTka cTaHAApTHBIX ONEPALIMOHHBIX MPOLEAYP C YYETOM MHCTUTYLIMOHAIBHBIX
0OCTOSITEIILCTB M PHIHOYHBIX YCIOBHI

KOMHJ’IGKT&HI/IH 3aKa3a JICKapCTBCHHBIX CPEACTB U TOBAPOB allTCYHOI'O aCCOPTUMEHTA B
COOTBETCTBHH C 3asIBKOM HOTpe6I/ITCJ'I$[

O(bOpMJ'IeHI/Ie COIIPOBOAUTCIILHBIX TOKYMCHTOB Ha JICKAPCTBCHHBIC CPCACTBA U TOBAPLI
aIlITCUHOI'O aCCOPTUMCHTA

Heo0xonumbie
YMEHUSA

AHaJII/ISI/IpOBaTI) 3asBKH HOTpe6I/ITCJIeI71 JICKAPCTBCHHBIX CPCACTB IO HAMMCHOBAHUSAM,
JO3UPOBKaM, KOJIMYCCTBY

[TpoBOAUTH KANBKYIISIITUIO 3a5BOK

OCYIJ_ICCTBJBITL YUCT JICKAPCTBCHHBIX CPCACTB U TOBAPOB aAlITCHHOI'O aCCOPTUMCHTA

OCyIIECTBISTH IPOTHO3UPOBAHUE MTOTPEOHOCTH IS 3aKYTIOK

HpOBO)II/ITI) OLICHKY U 0I[O6p€HI/Ie MOCTaBIIMKOB C LCJIBIO TOATBEPIKACHNA COOTBECTCTBUA
YCTaHOBJICHHBIM Tpe6OBaHI/I$[M

[TpoBOANTH OIIEHKY U 0100peHHUE 3aKa3UUKOB (MOTydaTeNeil) ¢ LeNbI0 MOATBEPKICHUS
NESITENbHOCTH, OTHOCSIICHCS K 0OpaIleHUIO JIEKAPCTBEHHBIX CPEICTB

[Ipou3BOAUTE OLICHKY Ka4eCTBA JICKAPCTBEHHBIX CPEJACTB U TOBAPOB AIITEYHOIO
ACCOPTHUMEHTA 10 BHEIIHEMY BUJY, YIIAKOBKE, MaPKUPOBKE

O(l)OpMJ'ISITI) OTYECTHI O H€I[O6p0KaquTBeHHBIX JICKApPCTBCHHBIX CPCACTBAX U TOBapax
aIlITCYHOI'O ACCOPTUMCHTA

ITonp30BaThCs KOMHLIOTepHSHpOBaHHOﬁ CHCTEMOM YHOpaBJICHUA U I/IH(bopMaI_[I/IOHHBIMI/I
TCXHOJIOTHAMU, BKIIIOYas O60py,HOBaHI/IC CUCTCMbI MOHUTOPHHTA ABUKCHUA
JICKAPpCTBCHHBIX MIPCIIapaTOB

[Tonp3oBatbest npueMamu 3GGEKTUBHBIX KOMMYHUKAIUH MTPH B3aUMOJICHCTBHH C
KOJIJIETaMH U TIOTPEOUTEIISIMH

Heo0OxonnMele 3HAHUS

TpeGoBanus CornameHus 0 €AUHBIX MPUHIMIAX U MpaBUiIax oOpalleHus
JIEKapCTBEHHBIX CPEICTB B pamMKax EBpa3zuiickoro s)KOHOMHUYECKOTro coro3a, [IpaBun
HaJJIexallel AMCTPUOBbIOTOPCKOM MpakTUKU B pamKkax EBpa3zniickoro 3KOHOMHUYECKOTO
cor3a

TpeboBanus 3akononatenscTBa Poccuiickoit deaepanyy 1 HOPMAaTHBHBIX TPABOBBIX
AKTOB, PETYJIHPYIONINX ACATEIBHOCTD B Chepe 3aKyNoK

OCOOEHHOCTY OIMCAHMS JICKaPpCTBCHHBIX IMPEIapaToB i1 MEIUIIUHCKOTO IIPUMEHCHU A,
SABIIAIOIINXCA 00BEKTOM 3aKYIKU IJId obOecrieueHus rocya1apCTBCHHBIX U
MYHUIUIIAJIBHBIX HYXK

[Tepeuens norpeduTeNnei, KOTOPHIM MOXKET OCYIIECTBIIATHCS ONTOBAs MPOAaka WIH
repeaayda JEeKapCTBEHHBIX CPEJICTB

HopMaTtuBHbI€ TpaBOBBIE aKThI, PETYIHUPYIOIIKE 00palleHue JIEKApCTBEHHBIX CPECTB U
TOBapOB alTEUHOT0 ACCOPTUMEHTA

JIuneH3noHHbIe TPEOOBAHUS MPHU OCYLIECTBICHUN (hapMalleBTHUECKON AEATEIbHOCTH

['ocynapcTBEeHHBIN PEECTp JEKAPCTBEHHBIX CPEACTB

AKTyanbHbII aCCOPTUMEHT JIEKApPCTBEHHBIX CPEJICTB M TOBAPOB alITEYHOIO
aCCOpPTHMEHTA

OcHOBHEBIC Q)apMaKOJ'IOFI/ILIeCKI/Ie I'pYyHIIbl JICKAPCTBCHHBIX CPEACTB

HpaBI/IHa YCTAaHOBJICHH LICH HA JICKAPCTBCHHBIC CPEACTBA, B TOM YUCJIC BKIIFOYCHHELIC B
NEPCUCHb J KU3HCHHO HCO6XOIII/IMBIX 1 BaXKHCHIITHNX JICKApCTBCHHBIX NPCIIapaToB, U HA
TOBApPbI alITCYHOI'0 aCCOPTUMEHTA

BKCHepTHBIe METOABI OUCHKH Y IIPOTHO3UPOBAHUSA, SITMACMHUOJIOTHYCCKHUE JaHHBIC

HOpSII[OK 1 IIpaBuJia OTITYCKAa HAPKOTUYCCKUX U IICUXOTPOIIHBIX JICKAPCTBCHHBIX CPCACTB

MGTOI[IJI OMpCACIICHUA U 000CHOBAHMS HAYAIBHBIX MaKCUMAJIbHBIX [ICH KOHTpaKTa

Mosienu 3aKynoK U ynpaBiaeHHs 3anacaMmu

VcTounuku (prHAHCUPOBAHUS U CUCTEMBI ITOCTABOK

OCHOBBI aHTUMOHOITIOJILHOTO 3aKOHOJaTeNnbCcTBa Poccuiickoit CDCI[epaI_II/II/I

WudopmanroHHble CUCTEMbI U HHPOPMALIMOHHBIE TEXHOJIOTHH, UCTIONIb3YEMbIE B
(apMareBTHUECKON OpTraHU3aIiH




[IpaBuna 106pOCOBECTHON KOHKYPEHLIUHU, ITpaBUiIa STUUYHOTO MTPOJIBHKECHUS
JICKAPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOI'O aCCOPTUMCHTA Ha PBIHKC

TpeOGoBaHMs CAHUTAPHOTO PEKMUMA, OXPaHbI TPY/Ia, MOKAPHOM 0€30MaCHOCTH, OXPaHBI
OKPYXaIOIICH Cpebl, MOPSAIOK ICUCTBUM B YpE3BbIYAWHBIX CUTYALIUSIX

Hpyrue
XapaKTEPUCTUKHU

3.2.2. TpynoBasi pyHKUHUSA

ITocTaBka JiekapCTBEHHBIX CPE/ICTB VpoBeHsb
HanmeHoBaHune WHCTUTYLIUOHAJIIbHBIM Kon B/02.6 (HOmypOBEHB) 6
MOTPEOUTENAM KBannpUKaLuK
TIpoucxoxnenue OBOM
p ol TPYA! OpwrmHaT X 3anMCTBOBaHO U3
(yHKIn OpuUrvHaja

Kon opurunana Peructpanmonsslii Homep
po(heCcCHOHABHOTO CTaHIapTa

TpynoBeie nelcTBUA

KoHTponb co0TBETCTBHS TOATOTOBIEHHBIX K OTIPY3KE JIEKAPCTBEHHBIX CPEJICTB U
TOBApOB ANTEYHOI'0 ACCOPTUMEHTA 3aTPEOOBAaHHOMY CIHCKY

KoHTpoJib MOATOTOBICHHBIX K OTIPY3KE JICKAPCTBEHHBIX CPEACTB M TOBAPOB AlTEYHOTO
aCCOPTHMEHTA Ha COTJIaCOBAaHHBIN MOJTyyaTeIeM U OTIIPaBUTENIEM OCTaTOYHBII CPOK
TOJTHOCTHU

Otr PYy3Ka JICKAPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOI'O aCCOPTUMCHTA HOTpe6I/ITeHIO

OObecnieuenue HaIJISKAIIEH pErHCTPAINK, XPaHEHUS U TPAHCTIOPTHPOBKH
JICKaPCTBCHHBIX CPEJICTB, TPEOYIOIHUX 0CO00TO 00paIeHus (HAPKOTHUSCKHUE CPEICTBA,
IMCUXOTPOIIHBIC BCIICCTBA U UX IIPCKYPCOPHI, CI/IJ'II)HO)IGI\/'ICTBYIOHII/IG U AJOBUTHIC
BEIIIECTBA), TEPMOJIAOUITHHBIC)

OOecnieueHue HAJJICKAIICTO XPpAHCHHUA U TPAHCIIOPTUPOBKU OIIACHBIX
(BLICOKO&KTI/IBHBIX) U paJuOAKTHUBHBIX JICKAPCTBCHHBIX CPCACTB

[TpoBepka OTCYTCTBUS CepHil, MOICKAIIUX UIBATHIO U3 TPAXKIAHCKOTO 000pOTa, TIPH
OTTPY3Ke COOPAaHHBIX IO 3asIBKE JICKAPCTBEHHBIX CPEJICTB U TOBAPOB AIITEYHOTO
acCOpPTHMEHTA

YperynupoBaHue BOIPOCOB BO3BpaTa JIEKAPCTBEHHBIX CPEJCTB U TOBAPOB alITEUHOTO
aCCOPTHMEHTa OT MOTpeduTeneit

HpOBCpKa BBITIOJIHCHHUSA ITOCTABKH 110 YKA3aHHOMY aIp€Cy U Pa3MCIICHUA B ITIOMCIICHUAX
oJIyvyaTeiis

KOHTpOJIL TPAHCIIOPTHUPOBKU JICKAPCTBCHHBIX CPCACTB 1 TOBAPOB AIlITCYHOI'O
aCCOPTHMCHTA B YCIIOBUSX, 00ECIIEYMBAIONINX UX COXPAHHOCTH U IIEJIOCTHOCTb, 3aIUTY
OT BO3/CHCTBUA (PAKTOPOB OKPYIKAIOIICH Cpe/Ibl, COOTIOACHIE HEOOXOIUMOTO
TEeMIIEpaTypHOTro pexuMa (YCIOBUN XpaHEHHs ), a TAKXKE 3alIUTY OT PanbcuruKamm

Pa3pa0oTka cTaHIapTHBIX ONEPALIMOHHBIX MTPOLEAYP OOCITYKUBAHUS U IKCIUTYaTaIlIH
TPAHCIOPTHBIX CPECTB U 00OPYIOBaHUS, OPsAKA IEUCTBUN IPU BOSHUKHOBEHUHU
OTKJIOHEHWH NPH TPAaHCIIOPTUPOBKE, YCTAaHOBJICHHBIMHU ITpaBuiiaMu Hanexaruen
TPAHCIIOPTUPOBKH M XPAHEHUS JICKAPCTBEHHBIX MPENApaToOB Il MEIULIMHCKOTO
IIPUMEHEHHUS

Pab6oTa o pacCiaIca0BaHUIO HpeTeHSI/Iﬁ K Ka49C€CTBY JICKAPCTBCHHBIX CPCACTB U TOBAPOB
AIlITCYHOI'O aCCOPTUMCHTA, IIOJTYYCHHBIX OT HOKYHaTCHCﬁ (HOquaTCHCﬁ)

KOOpI[I/IHI/IpOBaHI/IC 1 CBOCBPCMCHHAA OpraHu3anusa OT3bIBa JICKAPCTBCHHBIX CPCIACTB U3
oOpartieHus

Hepeﬂaqa JAaHHBIX B CUCTEMY MOHUTOPUHIA IBUKCHUS JICKAPCTBCHHBIX IMPEIIapaToOB

Heo0Oxonnmeie
YMEHUS

O(bOpMJ'IHTb HJOKYMCHTHI O ITOCTABKEC B COOTBECTCTBUU C YCTAHOBJICHHBIMU Tpe6OBaHI/IHMI/I

OO0ecreunBaTh MMPOCJICIKUBACMOCTD JIBUKCHHA JICKAPCTBCHHBIX CPCACTB U TOBAPOB
AIlITCUHOI'O aCCOPTUMCHTA MYTCM BCACHUS U XPAHCHUA 3amnuceit

Opranu3oBBIBaTh XpaHEHNE JOKYMEHTOB B COOTBETCTBUH C YCTAHOBIICHHBIMH
TpeOOBaHUSIMHU

HNudopMupoBaTh HHCTUTYLIHOHAIBHBIX TOTpeOUTENEH 00 NU3MEHEHHUSIX aCCOPTUMEHTA
ONTOBOI (papMaleBTUYECKOM OpraHN3aluu

OdopmIIATh BO3BpAT JICKAPCTBEHHBIX CPEJCTB OT MOTPEOUTEINS

AHanu3upoBaTh U JOKYMEHTHUPOBATh PETEH3UH, CITyyau BO3BpaTa, 0103PEHMSI B




dbanbcuuKayy, a TAKKe OT3bIB JECKAPCTBEHHBIX CPEACTB U3 00pALICHHUS

OueHuBaTh BO3BpAIllEHHBIE JIEKAPCTBEHHbBIE CPEJICTBA C LIEIbI0 BO3MOKHOTO MPUHATHUS
penieHus 0 MOBTOPHOM ITOCTaBKeE

Br10upate TpaHCIOPTHYIO Tapy U YIaKOBKY C y4€TOM YCJIOBUH XpaHEHUs U
TPAaHCHOPTUPOBKH, PENOIaraeMpIX KoJieOaHui TeMnepaTypbl OKpy Karolien cpepl,
IpernoiaraeMoil MakCUMaJIbHOM JUTMTENbHOCTH TPAHCIIOPTHUPOBKH, BKITIOUAS
BPEMEHHOE XpPAaHEHUE Ha TAMOKEHHBIX CKJIalax

MapkupoBaTh TPAaHCIIOPTHYIO Tapy JUIS UACHTU(PHUKAIIMHA COAEPKUMOTO U UCTOYHUKA
€ro MPOMCXO0XKJIEHUS C YUETOM TpeOOBaHMI 110 OOPAIIEHUIO U XPAHEHUIO, a TAKXKE
HEOOXOIUMBIX MEp MPEIOCTOPOKHOCTH

OCYH_ICCTBJ'ISITB pa60Ty C MIPCTCH3UAMU KIIMCHTOB

CoOupats HHPOPMALIUIO O CEPUSIM JICKAPCTBEHHBIX CPEJCTB U TOBAPAM alTEYHOT'O
aCCOPTUMEHTA, MOJISKAIINX U3BATUIO U3 TPAKIAHCKOTO 000poTa

ITpoBepsATH COOTBETCTBHE LIEH HA )KU3HEHHO HEOOXOAMMBbIE U BasKHEUIIIHNE
JIEKAPCTBEHHBIE ITPENapaTsl FOCyAapCTBEHHOMY PEECTPY IIPEAEIIBHBIX OTITYCKHBIX LIEH
ITPOU3BOAUTENIEH HA JIEKAPCTBEHHbBIE TPENapaThl

AHaJIU3UPOBATH M OIICHUBATH PE3yJIbTaThl COOCTBEHHOH JIEATEILHOCTH, NCSITCIbHOCTH
KOJIIET U pabOTHUKOB cepbl MEAUIIUHCKUX YCIIYT [Tl IPEAYPEKICHUS
po(hecCHOHANBHBIX OMUOOK U MUHUMU3AIIUU PUCKOB JUIS TOTPEOUTENS

Heo0OxonuMbie 3HAaHUSA

TpeboBanus CornamieHus 0 eAUHbIX MPUHIMIAX U MpaBuUIax oOpalleHus
JIEKapCTBEHHBIX CPEJICTB B pamMKax EBpa3zniickoro 3KOHOMHUYECKOT0 COI03a, PABHII
HaJJIexallel AMCTpUObIOTOPCKOM MpakTUKU B pamkax EBpa3zniickoro 3KOHOMHUYECKOTro
COr03a

JInneH3nOHHbBIE Tpe6OBaHI/I$I " YCJIOBUS OCYIICCTBJICHUSA q)apMaHCBTquCKOﬁ
ACATCIIbHOCTH

HOpSI,HOK BCACHUA NPCIMCETHO-KOJINYCCTBCHHOI'O YUCTA JICKAPCTBCHHBIX CPCACTB

TpebGoBaHMs K OTYETHOM JOKYMEHTALMH, CTPYKTYpa U COCTAaB OTYETHON JOKYMEHTAI[UN

[Topsimok yueTa IBUKEHHS TOBapa, MPUHATHINA B OPraHU3alUU

MerTobl oKcKa U OLEHKH HH(OpMaIiK, pecypchl ¢ UH(popMalen o
HEe100pOKAaYEeCTBEHHBIX, (DanbcU(PUIIMPOBAHHBIX U 3a0paKOBAHHBIX JICKAPCTBEHHBIX
Cpe/CTBax, U TOBapax alTeuyHOr'o aCCOPTUMEHTA

IIpaBuia npreMKH TOBapa, COCTaB M CTPYKTYpPa COIIPOBOJIUTEIBHBIX JOKYMEHTOB

[TepedeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB s
MEIULMHCKOTO IPUMEHEHMSI, B TOM YHUCJIE [10 TOPrOBBIM HAUMEHOBAHUSM

[Topsimok oopmieHus: BO3BpaTa JEKapCTBEHHBIX CPEJICTB U TOBAPOB alITEUHOTO
ACCOPTUMEHTA OT MOoTpeduTesnen

HOpHI[OK pa6OTBI B CUCTCMC MOHUTOPHHI'a ABHKCHUS JICKAPCTBCHHBIX IMPCIIApaTOB

[TpaBuia nemoBoro ooImeHus, KyJIbTyphl U TPO(hecCHOHANTBHOM ITHKH

MeTobl ¥ IpUeMBbl YperyJIupoBaHus IPETEH3UI moTpeduTeneit

TpebGoBanwus 0XpaHbl TPY/a, MEPHI TTOKAPHON OE30MTACHOCTH, MOPSAAOK ICUCTBHUS TIPHU
Ype3BbIYAHBIX CUTYAIUSAX

Hpyrue
XapaKTEPUCTUKU

3.2.3. TpynoBasi pyHKIHUSA

Pabota ¢ ToBapHBIMU 3ammacamu YposeHb
Hanmenosanue JIEKAPCTBEHHBIX CPEACTB U TOBAPOB Kon B/03.6 (momypoBeHb) 6
anTeYHOro aCCOPTUMEHTA KBATU(DHKALUH

IIpoucxoxaenue Tpya0Boi
(dhyHKIMN

3auMCTBOBAaHO U3
OpHUrHHaIa

Opwurunan X

Kon opurunana Peructpanmonsslii Homep
po(heCcCHOHAIBHOTO CTaHIapTa

TpynoBeie nelcTBUA

OOecneueHue HaIJIC)KAIICTO XpaHCHUS JICKAPCTBCHHBIX CPCACTB U TOBAPOB AlITCYHOI'O
ACCOPTUMCHTA C YUCTOM MCP, HAIIPABJICHHBIX Ha MMPECAOTBPALICHUC PACCHINIaHNA,
HAapyHmCHUA HEJIOCTHOCTH YIIAKOBKH, KOHTAMUHAIIUN U IICPCITY ThIBAHUSA

OO0ecreueHne HaAJISKAIIETO XPAHSHHS JIGKAPCTBEHHBIX CPEICTB, TPEOYIOIIMX 0CO00TO
oOpameHus (HAPKOTUYECKHUE CPECTBA, TICHXOTPOIHBIE BEIIECTBA U HX MPEKYPCOPHI,




CHJIBHOJEHCTBYIOIIUE U SIIOBUTHIE BEUIECTBA), TEPMOJIAOUIIbHBIE)

IIpoBepka OTCYTCTBHS BUAUMBIX ITOBPEXKIACHUN IIPU ITPUEMKE JIEKAPCTBEHHBIX CPEJNICTB,
KOTOPBIE€ MOTJIM BOBHUKHYTh B IIPOLIECCE TPAHCIIOPTUPOBKH

KOHTpOJIB CPOKOB IroIHOCTH JICKAPCTBCHHLIX CPCIACTB

MapkupoBKa 30H XpaHEHHsI TPOAYKLIUH, cTeJaxkel (1mKados)

ObecrnieueHne COOTBETCTBUS YCIOBUN XpaHEHUS JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB
anTEeYyHOr0 ACCOPTUMEHTA YCTaHOBJIEHHBIM TPEOOBaHUAM

Obecnieuenue BeIeHNUS JOKYMEHTAIIUU O IPUEMKE, XpaHEHUU U YHUUTOKEHUU
JIEKaPCTBEHHBIX CPEJICTB U TOBAPOB aITEYHOTO aCCOPTUMEHTA

IIpoBepka u perucrpanus napaMeTpoB BO3lyXa B IOMEIEHUSAX XPaHEHUS
(bapMareBTHYECKON OpraHu3aIiH

MapkupoBKa 1 pa3MeIlleHre B CIIEIHAIBbHO BbIJEIEHHON (KapaHTUHHOM) 30HE
HEeZ00pOKaYeCTBEHHBIX, KOHTPAPAKTHBIX U (PanbCU(UINPOBAHHBIX JIEKAPCTBEHHBIX
CPEJICTB, BBISIBICHHBIX IPU OTTPY3KE, OTACIBHO OT JIEKAPCTBEHHBIX CPECTB
HaJJIeXKAaIero KayecTna

BeneHue oTueTHBIX AOKYMCHTOB IO ABUKCHHUIO TOBAPA B ONITOBLIX OPraHU3alUAX

Hepenaqa JAaHHBIX B CUCTCMY MOHUTOPUHI'A IBUKCHHUS JICKAPCTBCHHLIX MMPETIapaTOB

Heo0Oxonnmeie
YMEHUA

BecTu xxypHanbl peructpaiuy napaMmeTpoB Bo3ayxa, yueTa CPOKOB TOAHOCTH
JIEKApCTBEHHBIX CPEJICTB U TOBAPOB alITEYHOT'O ACCOPTHUMEHTA, KYPHAIBI yueTa
orepanuii, CBSI3aHHBIX C 0OpaIeHHEM JIEKaPCTBEHHBIX CPEJICTB

Bectu HOCCprIHLIIZ YH4ET 3allaCOB JICKAPCTBCHHBIX IIPCIIApaTOB B IIOMCHICHUAX
XpaHCHU

IIpoBoAUTH U3MEpPEHUE paCIIPEEICHHs TEMIIEPATYPHI (TEMIIEPATypPHOE KAPTUPOBAHUE)
U PETUCTPUPOBATH MOJyUYEHHBIE JaHHBIC

ObecneunBaTh UIEHTU(UKALNIO JIEKAPCTBEHHBIX CPEACTB U TOBAPOB allTEYHOTO
aCCOPTHMEHTA B COOTBETCTBUU C IPUMEHIEMON B OpraHU3allii CUCTEMON y4eTa

I/I3OJII/IpOBaTI> U pa3MCliaTh B CIICHUAJIBHO BBIACJICHHOM IMOMCIIICHUN (30He)
BBISIBJICHHBIC (I)B.HLCI/I(I)I/IL[I/IPOBaHHBIC, HCI[O6pOKa‘-IeCTBCHHBIe, KOHTpa(I)aKTHLIe
JICKApPCTBCHHBIC MPCIIApaThl, @ TAKKEC JICKAPCTBCHHBIC ITPLCIIAPAaThl C UCTCKIINM CPOKOM
T'OOHOCTHU

W3onupoBaTh U pa3MeniaTh B IOMEIIEHUH (30HE) JJIsi KApAaHTUHHOI'O XpaHEHUs
JIEKapCTBEHHbIE CPEJICTBA, HE MPOIIEIINE MTPUEMOYHBIA KOHTPOJIb, BO3BpAllleHHbIE U/
WK 00palieHne KOTOPhIX BPEMEHHO PHOCTAaHOBJIEHO

OI.[CHI/IB&TL AO0CTAaTOYHOCTD 3a11aCoB JJIsI CBOCBPEMCHHOI'O YAOBJICTBOPCHUA CIIPpOCa

OnpenensaTh BEIMYUMHY TapaHTUPOBAHHOTO 3araca Juisg ooecreyeH s CHaOKeHHsI Ha
CJTydail HelpeIBUIEHHBIX OOCTOATEILCTB

HpI/IHI/IMaTb peuieHrd OTHOCUTCIIBHO BO3BPAIICHHBIX, OTO3BAHHBIX, OTKIIOHCHHBIX,
MMPU3HAHHBIX HCI[O6pOKa‘-ICCTBeHHBIMI/I, (I)aJ'ILCI/I(I)I/ILII/IpOBaHHLIX JICKApCTBCHHBIX CPCACTB
1 TOBAPOB alITCYHOI'O aCCOPTUMCHTA

Opranu3oBBIBaTh XpaHEHNE JOKYMEHTOB B COOTBETCTBUH C YCTAHOBIICHHBIMH
TpeOOBaHUSIMHU

HeoOxonuMmble 3HaHUS

Tpe6oBanus CornamieHus 0 eIMHbIX MPUHLIUIAX U NTpaBuiIax oOpalieHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3uiickoro 3KOHOMMYECKOI0 CO03a, IPaBUII
Ha/IIeKallel TUCTpUObIOTOPCKOM MPaKTUKHU B paMKax EBpazuiickoro 3KoHOMHU4ECKOro
COM03a

JluneH3noHHbIe TPEOOBAHUS TIPH OCYIIECTBICHUN (hapMaIleBTHUECKON IeITeITbHOCTH

[TocnencTBust HECOOMIOICHUS TUIIEH3MOHHBIX TPEOOBAHUH

Tpe6OBaHI/I${ K OTYETHOM JOKYMCHTAallUU, CTPYKTYpa U COCTAaB OTYETHOMU AOKYMCHTallUU

HOpﬂ,[[OK BCACHUA TPCAMETHO-KOJINYCCTBCHHOI'O YUCTa JICKAPCTBCHHBIX CPCACTB

IIpaBuia nprueMKH TOBapa, COCTaB M CTPYKTYpPa COIIPOBOIUTEIBHBIX JOKYMEHTOB

[Ipouecc ynpaBieHus 3amacaMy 1 IpaBuiia JIOTUCTUKH

Cuctema HHPOPMALIMOHHOTO MOHUTOPHHTA COCTOSTHHSI 3a11aCOB U KOHTPOJIS
HOPMHPYEMBIX ITapaMeTPOB

[TepedeHb )KU3HEHHO HEOOXOAUMBIX M BaXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB s
MEJULUHCKOrO IPUMEHEHMS, B TOM YHUCJIE 110 TOPrOBBIM HAUMEHOBAHUSAM

[TpaBuna opopmiieHNs 30HBI KAPAHTUHHOTO XPAHCHHS

MeTO,Z[I)I W MHCTPYMCHTHI YIIPABJICHUA PUCKAMU IJIA KAYCCTBA JICKAPCTBCHHBIX CPCACTB

OI.[CHKa PUCKOB UIA Ka4€CTBA IPU KOHTAMUWHAIWU U NICPCITYThIBAHWUU ITPOAYKIIUN

[Topsimox oopmiteHHs U pa3MENIEHUST BO3BPAIICHHON MPOTyKITUU




[Topsimok paboThI B CICTEME MOHUTOPUHTA ABMKEHHS JICKAPCTBEHHBIX IPENapaToB

TpebGoBaHMs CAHUTAPHOTO PEKMUMA, OXPaHbI TPY/Ia, MOKAPHOI 0€30M1aCHOCTH, OXPaHBI
OKPY’KAIOIIEH Cpe/ibl, MOPSAOK IEUCTBUI B UYPE3BbIYANHBIX CUTYALUSIX

Jpyrue
XAPaKTCPUCTHUKU

3.2.4. TpynoBasi pyHKUHSA

BHeceHne naHHBIX B CUCTEMY
MOHMTOPHHTIA JIBUKEHUS YpoBeHs
Haumenosanue JIEKAPCTBEHHBIX IPENAPaTOB IS Kon | B/04.6 (monypoBeHb) 6
MEIUIIMHCKOTO MMPUMEHEHHS (fanee — KB (UKALIH
MJUIIT)
Hponcroatenne V000 | Oy X | Jumicisonano s

Kon opurunana Perucrpanuonnslii Homep
Ipo(heCCHOHABHOTO CTaHIapTa

TpynoBsie necTBUs

KoHTposb onricanust JIekapcTBEHHBIX MPENapaToB B pEECTPe 3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX NpenapaToB denepanbHON rocy1apcTBEHHOM HHPOPMAIIMOHHOM
cuctembl MJUJIIT (manee — ®I'UC MJJIIT)

IlopnepxkaHue B aKTyaJIbHOM COCTOSHUM HOMEHKJIATYPHOI'O CIIPABOYHHUKA C
yKa3zaHUEM TJ100aIbHOT0 HACHTU(UKAITMOHHOTO HOMEPa TOPTOBOM €TMHHIIBI

[Tepenaua cBenenmii 000 Bcex 00s3aTenbHbBIX K oTpaxkeHuto B ®I'IC MJJITT
orepaIusX ¢ JCKapCTBEHHBIMH IpenapaTaMu

ITpoBepka npenenbHbIX OTIIYCKHBIX LIEH JIEKapCTBEHHBIX IIPENApaTOB B pEECTpe
JIEKapCTBEHHBIX CPEACTB, 3apeructpupoBadHbix B DI'IC MUIIT

Kontpoms pe3ynpratoB 00padboTku noxkymenToB @I'C MJJITT

[IpoBepka COOTBETCTBUS KOJIMYECTBA, TOBAPHOI'O COCTABA, PEKBU3UTOB KOHTPAreHTa B
OTTPY30YHBIX JIOKYMEHTAX C BXOJAIMMUMHU U ucxoasmumu coobmenusmu OT'UC
MU

MHBeHTapu3alys OCTaTKOB MeK1y ToBapoydeTHou cuctemon 1 ®T'UIC MIUIIT

Obecniedyenue Hauexame ouepeqHoCTH 3arpy3ku cooduiennit B OI'MC MUJITT

Brrssaenne YIAaKOBOK JICKAPCTBCHHBIX IMPEIIApaTOB, UMCIOMIUX CTATYC YITAKOBKH,
3ampenamuil ux 000poT Ha Tepputopun Poccuiickoit denepanun

Ornpenenenne crmocoda Bo3BpaTa JICKaPCTBEHHBIX MPENapaToB | repeaava
cootBeTcTBYtoHMX ceeaenuii B ®I'NMC MJUJITT

Heo6xonumele ymMeHUst

Peructpuposarbcs B cucteme @I'MC MIJITT

OO0pamatbcsi ¢ yCTPOMCTBOM TSI CYMTHIBaHUS Koaa DataMatrix u mepenaBaTth
uHpopmanuto B cuctemy GI'MC M

OnpenensiTh KOPPEKTHOCTh CTPYKTYPhI KOJIa MApKUPOBKH BTOPUYHON YITaKOBKHU
JIEKapCTBEHHOT'O TIperapara

ITpoBepsTh HepapXuio BIOKEHHOCTH TpeTuyHOU ynakoBku B @T'MC MJJIII

IIpoBepsrts cratyc ynakoBku B @T'MC MJUJITT

[IpoBepsTh HOMEp cepuu U Cpok rogHocty ynakoBku B @I'MC MJUJIII

CBepsTh JaHHBIE 00 ocTaTKax Ha ckiajae ¢ AanabpM B OTYC MJITT

OnpenensTs NPUYUHY BO3SHUKHOBEHHS OMNOOK 00pabOTKM HAa OCHOBAaHUH CTaTyca
ynakoBku U kButanuu GI'MC MUITT

Heo0OxonnMeie 3HAaHUA

[TpaBuiia kKogMpOBaHUS U OCHOBHBIE OJIOKM MH(OPMAIIMH, UCIIOJIB3YEMBIE B
MapKUPOBKE JIEKAPCTBEHHBIX MPENapaToB

HOpHIIOK CUHUTBIBAHHUA KOO0B I/I,Z[CHTI/I(I)I/IKB.LII/II/I

OcHOBBI paOOTHI HA YCTPOICTBAX I MOTYYeHHUS HHPOPMALIUU U3 TUHEHHBIX U
MaTPUYHBIX IITPUXKOJIOB C BRIOOPOM TEXHOJIOTHH PACMIO3HABAHUS 1 OCOOCHHOCTEH
JIEKOJTUPOBAHHS B 3aBUCUMOCTH OT THTIA IITPUXKOAA

Cpoxu niepenaun nHGopmanuu B DI'MC MJUJIIT: npu pachopMupoBaHUM TPETUIHOM
YIaKOBKH JIEKapCTBEHHOTO Mpernapara, U3bsTUH JIEKApCTBEHHOTO MpernapaTa u3
TPETUYHOM (TPAHCIIOPTHOM) YITAKOBKH, TOTOJHUTEILHOM BIIOKEHUH JIEKAPCTBEHHOTO
npernapaTa B TPETHUHYIO (TPAHCTIOPTHYIO) YIIaKOBKY




[Topsimox xonupoBanus nHGopmanmu B kogax DataMatrix u ciocoObl ee HaHECEHUS
Ha BTOPUYHYIO (HOTPEOUTENbCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO IIpenapara, a B cirydae
€€ OTCYTCTBHS — Ha TIEPBUYHYIO YIIAKOBKY JICKAPCTBEHHOTO ITperapara

[TpaBuiia HaHECeHMsI KOJIa MACHTU(UKAIIMY TPYIIIOBON YITaKOBKH HAa TPAHCIIOPTHYIO
YIaKOBKY JIEKAPCTBEHHOTO Mpenapara

I/IH(I)OpMaI_II/IOHHBIC TCXHOJIOTHH, UCTTIOJIB3YCMBIC JIS1 OpraHU3alluid MOHUTOPHUHIA
JABVIKCHUS JICKAPCTBCHHBIX ITPCIIApaTOB

Crarycnas monens GT'UC MJJITT

PykoBojcTBa mosb3oBaTess U aAMHUHUCTpaTopa JnuHoro kabunera ®I'MC MJITT

[Tacniopra npoueccoB 00opoTa siekapcTBeHHbIX npenaparoB B PI'MC MUITT

MeTtoauueckue peKoMeHIaluu o paboTe cyObeKTOB 00pallleHus JTeKapCTBEHHBIX
cpeacts B OIT'MC MJUJIIT

[pyrue xapakTepuCTUKN

3.3. O0o0menHas TpyaoBasi pyHkuus

N3roTtoBnenue nekapcTBEHHbIX NIPENapaToB B v
< POBEHb

Haumenosanue YCTIOBHSIX ANTEUHbIX OPTaHU3alui 1 Kox C KBaTHUKALIH 6

BETCPUHAPHLBIX allTCYHBIX OpraHyUu3alnunu
IIpoucxoxnenue
00001IIeHHOH TPYI0BOM OpuruHan X 3anvictBoBano 3

OpHTHHAJA
(dbyHKIIIN
Kopn opurunana PerucrpanuonHusiii HomMep
npoQeCCHOHATIBLHOTO CTaHIapTa

Bo3moxHbIe ®apmanesT
HAMMEHOBAHUSA [TpoBuzop

TIOJDKHOCTEH, mpodeccuii

[TpoBu30Op-TEXHOIOT

TpeGoBanwus K
00pa3oBaHUIO U
00y4eHUI0

Cpennee npogeccruoHalbHOE 00pa3oBaHUE — IPOrpaMMBbl IIOATOTOBKH CIIELUAIMCTOB
CPEJIHETO 3BEHA IO crienuanbHOCTH «Papmanus»

I

Briciiee 00pa3zoBaHne — CIEHUAINTET IO CIIEIHMATBHOCTH «Dapmanus)

TpeboBaHMs K OTBITY
NPaKTUIECKON pabOTHI

Oco0ble ycnoBus
JoIycKa K padote

Hanuune ceprudukara cnenuagicta Uil CBUAETEIbCTBA 00 aKKpeIUTalluu
CTELUAINCTA

OTcyTcTBHE OrpaHUYEHUH Ha 3aHATHA TPOPECCUOHATLHON 1EATEIIbHOCTHIO

Jli1st paOOTHUKOB BETEPUHAPHBIX alITEYHBIX OPTaHU3AIHIA C BETEPHHAPHBIM
o0Opa3oBaHHEM — IPeBAPUTEIbLHOE 00yUEHHE IPU OCYLIECTBICHUN
(hapMarieBTHUECKOM IeITeTbHOCTH

[IpoxoxaeHue 00s3aTeIbHBIX MPEIBAPUTEIBHBIX (IIPH MOCTYIUICHUH HAa paboTy) U
MEPUOINICCKUX MEIUIIMHCKUX OCMOTPOB (00CIIeI0BaHUT)

Jpyrue xapakTepuCTHUKU

JlononaHuTenbHOE MPO(hecCHOHAIbHOE 00pa30BaHUe — IPOrPAMMbl TIOBBIILICHHS
KBaJIM(DUKAIMH HE PEeKEe OJTHOTO pa3a B MSATh JIET B TEUCHUE BCEH TPYIOBOMA
JeSITeIbHOCTH

Peanu3zanuto, OTITyCK JIEKApCTBEHHBIX IPENapaToB U TOBAPOB alITEYHOIO
aCCOPTUMEHTa B 000COOICHHBIX MOAPA3ACICHUAX MEIULIMHCKUX OPTaHU3alUi MOTYT
OCYILECTBIIATH JIUIa, 00IaJatolIye MPaBOM Ha OCYIIECTBICHNE METULIMHCKOM
NeSITeIbHOCTH U TMOJIYYHBIINE JOMOJHUTEIbHOE MpodeccHoHanbHOe 00pa3oBaHuUE B
00JacTi PO3HHUYHOU TOPTOBIIY JICKAPCTBEHHBIMH MPENapaTaMu, PU YCIOBHH UX
paboThl B 000CO0JICHHBIX MOIpa3ieeHusX (aMOynaTopusx, GpeapaAmepcKux u
(henpamepeKo-aKyIepcKuX MyHKTax, MeHTpax (OTAeIeHUsIX) o0mIeit BpaueOHON
(cemeltHOI) MPAKTUKN) MEIUIIMHCKUX OpraHu3aIiil, IMEIONUX JINIICH3UIO Ha
OCyIIEeCTBIIEHUE (papMalleBTUYECKOM NEATEILHOCTH U PACTIONOKEHHBIX B CEITbCKUX
HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OpraHN3aluu

JlanHyto 000011IeHHYO TPYIOBYIO (PYHKIIIO MOKET BBIIIOJIHATH 3aBEIyIOLIHI
(IupexTop, HauYaIbHHK) allTEeYHON OpraHU3aINH




JlonomHuTEbHBIE XapaKTEPUCTUKH

H HaumenoBanue 6a30Boii rpynibl, JOKHOCTH
auMEHOBaHHE JOKYMEHTa Kon
(mpodeccun) Uu CIEIUaTbHOCTH

OK3 2262 [IpoBu30pHI

3213 ®dapMareBThbI
EKC - [TpoBuzop

- dapMmariieBT
OKIIATP 25850 [IpoBuzop

25856 [IpoBuzop-TexHonor

27309 dapmanesT
OKCO 3.33.02.01 dapmarnus

3.33.05.01 dapmanus

3.3.1. TpynoBas ¢pyHn

KIS

HanmenoBanue

M3roToBieHUe JEKapCTBEHHBIX PENAPATOB
10 UHAUBHIYalbHBIM Ha3HAYECHHUAM
MEIMIMHCKUX PAOOTHUKOB U (MJIN) VpOBCH

Kox | C/01.6 (mOaypOBEHB) 6
CIICMAIIKCTOB B 00J1aCTH BETEPUHAPHU U KB bUKAIIT
TpeGOBaHUAM MEIUIUHCKUX OPTaHU3alUi 1
BETEPUHAPHBIX OPraHU3aLMIA

IIpoucxoxnenue
TPYAOBOH (HYHKIIUU

X 3anMMCTBOBaHO

Opurunan
U3 OpUTHHAJA

Kon opurunana PeructpanyoHHbI HOMEP
npodeccHoHAIFHOTO CTaHAapTa

TpynoBsie neicTBUS

IlogroroBka pa6oqer 0 MECTa AJIsI U3TOTOBJICHUA JICKAPCTBCHHBIX IPCIIAPATOB

BeinosnHeHne pacyeToB MO ONpPEAEICHUI0 MacChl/00beMa HHIPEAUEHTOB JICKapCTBEHHOTO
npernapara B COOTBETCTBHU C Ha3HAYCHHWEM M 0(OPMIICHHE TTacTIopTa MICEMEHHOTO
KOHTPOJISt

Br160p onTuManbHOro TEXHOJIOTUYECKOTO Mpoliecca Ui U3TOTOBIEHUS JIEKAPCTBEHHOTO
npemnapara

Br160p ¥ moAroToBKa BCIIOMOTaTeIbHBIX BEIIECTB U MAaTEpHAIIOB, PALlMOHATIBLHON
YIaKOBKH

HO)IFOTOBKa O60py2:[OBaHI/I$I 1 IOCY bl AJId U3rOTOBJICHHA JICKAPCTBCHHOI'O IIpCriapara

N3rorosnenue exkapcTBEHHON (GOpMBI U 0POpPMIICHUE JIMIICBON CTOPOHBI MTACIIOPTa
MMCBbMEHHOTO KOHTPOJIS

W3roroBieHne KOHIIEHTPUPOBAHHBIX PACTBOPOB, 0Ty (HadpUKaTOB, BHYTPUAITEUHON
3ar0TOBKH

[TpoBenenue paboT o acoBke JIEKapCTBEHHBIX MPETIAPATOB

Heo0Oxonnmeie
YMEHHS

HonyanL BOOY OYMIICHHYIO U BOAY IJIA I/IH'I)GKHI/Iﬁ M HUCIIOJIB30BAaTh €€ AJIA
H3TOTOBJICHUSA JICKAPCTBCHHBIX MPEIIApaTOB

ITpoBepsaTh COOTBETCTBUE HA3HAUEHHOW MEIUIIMHCKUM PaOOTHUKOM JI0O3UPOBKH U
JIeKapCTBEHHOH (OpMBI BO3pacTy O0JIHHOTO

["'0TOBUTH pa3iaMyHbIE BUBI JEKAPCTBEHHBIX ()OPM JIEKAPCTBEHHBIX MIPETapaToB

['0TOBUTH KOHLIEHTPUPOBAHHBIE PACTBOPHI, MOTY(HaOpUKaAThl, BHYTPHANITEUHYIO
3arOTOBKY

dacoBaTh U3rOTOBJIICHHBIC JICKAaPCTBCHHLIC ITPCIIapaThl

[Tonp30BaTbCs TAOOPATOPHBIM U TEXHOJIOTHYECKUM 000pPYI0BAHUEM

[IpumensATh cpencTBa MHIUBUAYATBHON 3T

Ob6ecneunBaTh MEpPbI 10 MUHUMH3ALUU PUCKAa KOHTAMUHAIIMKM UCXOIHBIX MaTepUaloB,
MOCY/Ibl, 000pPYIOBAaHUS U JIEKAPCTBEHHBIX MPENapaToB

OCYH.ICCTBJIS{TB KOHTPOJIb Ka4CCTBA B ITPOLICCCC U3IOTOBJICHHUA IIPCIIapaTa

[Tonb30BaTbCs COBPEMEHHBIMU HHPOPMAIIHIOHHO-KOMMYHHUKAIMOHHBIMU TEXHOJOTUSMU,
MIPUKJIAIHBIM NIPOTrPAMMHBIM o0ecrieueHrneM (apMaleBTHUECKOM 1eATeIbHOCTH s
pereHust MpoeCCUOHAIBHBIX 3a/1a4




[Tpou3BoauTh 00s13aTENBHBIE PACYETHI, B TOM YHCII€ HA JIEKaPCTBEHHbIE IIPenaparsl,
coJiepKaliue JIeKapCTBEHHBIE CPEJICTBA, BKIIIOUeHHBIE B [lepeueHb
MPEAMETHO-KOJIMYECTBEHHOTO y4eTa

Heo0Oxonnmeie
3HAHUA

3aKoHOIaTeNIbHbIE 1 HOPMATHUBHBIE [TPABOBBIE aKThl, PErJIaMEHTUPYIOIINE IPOLIEcCe
M3TOTOBJICHUS JIEKApPCTBEHHBIX ()OPM, KOHIIEHTPUPOBAHHBIX PACTBOPOB,
noJ1y pabpukaToB, BHYTPHANITEUHOM 3ar0TOBKH U (haCOBKH JIEKapCTBEHHBIX IpenapaToB

Buibl BHYTpHANT€YHOIO0 KOHTPOJISI KAU€CTBA U3TOTOBJIEHHBIX JIEKAPCTBEHHBIX
IIpenapaToB

[IpaBuia U3roToBIEHMS JIEKAPCTBEHHBIX (POPM

MCTOI[BI CTCpUIIN3allvuU JICKAPCTBCHHBIX IIPCIIApaTOB

OU3NKO-XUMHUYECKHE U OPraHOJIENITHYECKUE CBOMCTBA JIEKAPCTBEHHBIX CPEACTB, UX
¢busnueckas, Xumuueckas 1 (papmMakoIoruyecKasi COBMECTUMOCTh

Homenkiatypa 3aperucTpupoBaHHBIX JIEKAPCTBEHHBIX CYOCTaHIIMN U BCIIOMOTATEIbHBIX
BEIIECTB, UX CBOWMCTBA, HA3HAYEHHUE, MPABUJIA XPAHEHUS, WCIOJIb3yEMBbIX IS
M3TOTOBJICHUS JIEKAPCTBEHHBIX MTPENApPaTOB

HpI/IHHI/IHBI (bapMaHeBTPI‘ICCKOI}'I MI/IKp06I/IOJ'IOl"I/II/I, ACCIITUKHU U TOKCHUKOJIOINH1

VYcoBHs U CPOKU XpaHEHHUsI JIEKAPCTBEHHBIX MPENapaToB, U3rOTOBJIEHHBIX B allTEUHBIX
OpraHu3aLMsIX

CriocoObI BBISIBIICHUST HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB

TpeOGoBaHMs K BEACHUIO TEPBUYHON JOKYMEHTAIMH 110 U3TOTOBJICHHUIO JIEKAPCTBEHHBIX
MIPErapaToB B allTEYHBIX OPraHU3aLUAX, BETEPUHAPHBIX aITEUHBIX OPraHU3aAIUIX

TpeboBanus oxpaHbl TpyJa, IpaBUia MOKAPHOM O€30MaCHOCTH U MOPSIIOK IEHCTBHIA B
Ype3BbIUANHBIX CUTYAIHIX

CaHUTapHO-3MTUAEMUOJIOTHIECKHE TPEOOBAHHS K HKCILTyaTaIlluH TOMEIICHUN U YCIIOBHSIM
Tpyna

[TpaBuiia npyMeHEHUs CPEJICTB UHANBHUIYAIbHOMN 3aIIUThI

HHudpopmanroHHble CUCTEMbI U 000pYy/10BaHNE MH()OPMAITMOHHBIX TEXHOJIOTHUH,
HCIOJIb3yEMBbIE B allTEYHBIX OPTaHU3AIUAX

MeTopl orcKa U OLleHKH HH(pOpMAIK, B TOM YHCIIE PECypChl ¢ HH(OpMAIHEn o
(banbcupUIMPOBAHHBIX, HEAOOPOKAUYECTBEHHBIX M KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CPE/ICTBAaxX M TOBapax alTe4yHOr0 aCCOPTUMEHTA

Cpe,I[CTBa H3MepeHHI>i N UCIIBITAaTCIIBHOC 060py,HOBaHI/IC, MMPUMCHACMBIC B AIITCYHBIX
OopraHu3anugax

BcrnomorarenbHble MaTepHalibl, HHCTPYMEHTBI, IPUCTIOCOOICHNUS, UCIIONb3yEeMbIe ITPH
M3TOTOBJICHUH JIEKAPCTBEHHBIX IIPENAPATOB B AlITEUHBIX OPTaHU3ALUAX U BETEPUHAPHBIX
aNTEYHBIX OPraHU3ALMIX

Apyrue
XapakTEePUCTUKHU

3.3.2. TpynoBasi pyHKIHSA

Odopmiienre n3roToBICHHOTO Yposenb
HaumeHoBanue JIeKapCTBEHHOTO TIpenapara Kon C/02.6 (moaypoBeHB) 6
KBaJTU(UKAIHN
HpOI/ICXOv)K)IeHI/Ie Opurazan X 3anMCTBOBaHO
TPYZOBO# QYHKIUH W3 OpUTHHAJA

Kon opurunana PerucrpanuonHusiii Homep
po¢eCCHOHATBHOTO CTaHaapTa

TpynoBsie neicTBUs

VY1akoBKa U3rOTOBJICHHOTO JIEKAPCTBEHHOTO MperapaTa B COOTBETCTBUU C
(HDUBUKO-XMMHUYECKUMHU CBOMCTBAMH BXOISIIUX HHTPEAUCHTOB M BUIA JIEKAPCTBECHHOM

hopmbI

O(I)OpMJ'IeHI/IC H3TOTOBJICHHOTO JICKAPCTBCHHOI'O IIpCIIapaTa 3TUKCTKAMHU U
npeaAynpcaAUTCIbHBIMA HAAIIUCAMU B COOTBECTCTBUU C Tpe6OBaHI/I5IMI/I K MapKHUPOBKC

MapkupoBKa U3roTOBIEHHOTO JIEKAPCTBEHHOT'O IIpenapara npeaynpeInTeaIbHbIMU
HAaJIIMCIMH B COOTBETCTBHMHM C IPABHIIAMH

PCFI/ICTpaHI/Iﬂ JaHHBIX 00 M3roTOBJICHUU JICKAPCTBCHHLIX IIPCIIApaTOB B




COOTBETCTBYIOIIMX JKypHajIax

Heo0Oxonnmeie
YMEHUSA

OdopMIIsITh JOKYMEHTAIIMIO TTPH U3TOTOBJICHNH JICKAPCTBEHHBIX MPETapaToB

MapKI/IpOBaTL HN3TOTOBJICHHBIC JICKAPCTBCHHBIC ITPEIIapaThbl, B TOM YHCJIC HCO6XO,Z[I/IMBIMI/I
NpeaAynpeaAUTCIbHBIMA HAAIINCAMU U DTUKCTKAMHA

[Tonp30BaThbCss COBPEMEHHBIMU MH(POPMALIMOHHO-KOMMYHUKAIIMOHHBIMU TEXHOJIOTHUSMH,
MPUKJIAJHBIM TPOTPAMMHBIM oOecrieueHreM (hapMaleBTHUECKO AesITeIbHOCTH IS
pereHust mpoeCCHOHATBHBIX 3a/1a4

Bectu otueTHBIE AOKYMCEHTHI 110 JBMKCHUIO JICKAPCTBCHHBIX CPCICTB

HeobOxonnmeie
3HAHUA

Bubl TOKyMEHTOB IO PETUCTPALIUU MTPOIECCa U3TOTOBIICHUS JIEKAPCTBEHHBIX
MpernapaToB U MpaBuiia uX 0hOpMICHUS

3aKkOoHOJATENbHbIE U HOPMATUBHBIE ITPABOBBIE aKThl, PETIAMEHTHPYIOIINE IIPOLIECC
M3TOTOBJICHUS JICKAPCTBEHHBIX [IPENAapaTOB, KOHIICHTPUPOBAHHBIX PACTBOPOB,
noirypabprKaToB, BHYTPHANITEYHOM 3arOTOBKH 1 (haCOBKH JICKAPCTBEHHBIX IPENapaToB

[IpaBuia opopmiieHHs U3rOTOBICHHBIX JIEKAPCTBEHHBIX MPENApaToB, B TOM YUCIE
peAYNPEIUTENbHBIMYA HAAITUCAMHU

TpeboBanust 0XpaHbl TpyAa, MEphI MOKapHOH O€30M1aCHOCTH, HOPSIOK AEHCTBHIM B
Ype3BbIUYANHBIX CUTYAIHIX

Buasl JOKyMEHTOB IEPBUYHOIO y4eTa AlITEYHON OpraHU3aluu

WNHupopmanronHble cUCTEMbI M 000py10BaHHE HH()OPMALIMOHHBIX TEXHOJOTHUH,
UCIOJIb3yEMBbIE B (hapMalieBTUUECKON OpraHu3aliu

Jpyrue
XapaKTCPUCTUKU

3.3.3. TpynoBasi pyHKUHSA

HsroroBnenue
paarodapMareBTHIeCKIX YpoBeHs

HanmenoBanue JIeKapCTBEHHBIX MPENapaToB Koxn | C/03.6 (momypoBeHb) 6
HEMOCPEACTBEHHO B MEIUITMHCKUAX KBAIUKALIH
OpraHU3aIUsIX

MpOnCRORIEIE V0RO | Oy X | SumicTaonaro s

Kon opurunana PeructpauuoHHbI HOMEp
podecCHOHAIBHOTO CTaHAapTa

TpynoBsie neicTBUS

[TnanupoBanue, 006pabOTKa U MPOBEACHNUE PACUETOB I10 MTOJYyYEHHBIM 3asiBKaM Ha
U3rOTOBJICHHE Paao(hapMaleBTUUECKUX JICKApCTBEHHBIX IPENapaToB

[ToaroroBka 000py10BaHMS /ISl M3TOTOBJICHUS paarohapMaeBTHYECKIX
JIEKapCTBEHHBIX MIPENapaToB, KAJINOPOBKA MPUOOPOB C UCIOIB30BAHUEM HCTOYHHUKOB
MOHU3HUPYIOLIETO N3IIyYeHUS

[TnanupoBaHue NOTPEOHOCTH B HCXOAHOM ChIphE U YIIAKOBOUHBIX MaTepuanax,
HEOOXOUMBIX JUIsl U3TOTOBIIEHHS pasnodapMaleBTHIECKUX JIEKapCTBEHHBIX
penapaToB

Wsrorosnenue pannodapmManeBTHIECKUX JIEKaPCTBEHHBIX MTPETAapaToB B
COOTBETCTBUU C YCTAHOBJIECHHBIMU TPEOOBaAHUSIMU

Ananuz MMpoNneCCOB U3IrOTOBJICHUA U JAHHBIX MOHUTOPUHI'A CPEAbI ITPU U3TOTOBJICHUU
paI[I/IO(bapMaHeBTI/I‘IeCKI/IX JICKApPCTBCHHLBIX IIPE€IIapaTOB HA COOTBETCTBUE
YCTaHOBJICHHBIM TpC6OBaHI/I$IM

Pa3paboTka crierudukanuii K Ka4eCTBY UCXOAHBIX M YITAKOBOYHBIX MaTEPHUAJIOB,
UCTIOJIb3YEMBIX NP U3TOTOBJICHUH Pasno(apMaieBTHIeCKUX JIEKapCTBEHHBIX
IIpenapaToB

Pa3paboTka cTaHAapTHBIX OMEPAIMOHHBIX MPOIEYP BHIIOTHEHHS TEXHOIOTHYECKUX
orepanuii mpu U3roTOBJICHUU panopapMalieBTUUECKUX JIEKaPCTBEHHBIX NPENapaToB

Per HUCTpaLUA BbIIIOJIHACMbBIX onepaunﬁ, W3MEHEHMI U OTKJIOHECHHUMN IIpU U3TrOTOBJICHUU

Co6op, 00paboTKa 1 aHAHM3 Pe3yIbTATOB UCTIBITAHUHN TTOTYYECHHBIX
paanodapmMareBTUIECKHX JIEKAPCTBEHHBIX MTPETIapaToB

KonTponb notpediieHns HCXOIHBIX MAaTEPUAJIOB IIPU U3TOTOBICHUH
paanodapMalieBTHUECKUX JIGKAPCTBEHHBIX MperapaToB

KOHTpOJIB yCJIOBI/Iﬁ XpaHCHHUA UCXOAHBIX MAaTCPHUAJIOB JJIA U3TOTOBJICHUA




pannodapmaneBTHYECKUX JICKapPCTBEHHBIX IPENapaToB

KoHTponb cobioieHns acenTUYecKuX yCIOBUN U ONepaluii o CTepHIn3aluu

VYnakoBKka U MapKHUPOBKA U3TOTOBJICHHBIX paarodapMalieBTHUEeCKHUX JIEKApCTBEHHBIX
IpenapaToB

KonTponb paboTel 060pya0BaHUS ISt U3TOTOBIEHUS paanodapManeBTHIeCKIX
JIeKapCTBEHHBIX IpenapaToB, GOPMUPOBAHNE TEXHUUECKOTO 3aJaHHs Ha MPOBEICHHUE
TEXHUYECKOTO 00CTYKUBaHHUS 000pyTOBaHUS

HHaHI/IpOBaHI/Ie INEPUOANIHOCTHU IMPOBEACHUA TCXHUYCCKOI'O O6C.]'Iy)KI/IBaHI/I${
000pyIoOBaHUs

Oo0ecrieuenue MCP I10 3alIUTEC 30HbI U3rOTOBJICHUA paI[I/IO(I)apMaI_ICBTI/I‘{eCKI/IX
JICKAPCTBCHHLIX NPCIAPATOB OT PAJUOAKTUBHOI'O 3aIrpA3HCHUA

OcymiecTBiaeHnEe KOHTPOJIS LEIOCTHOCTH MEMOPAHHBIX (PUIBTPOB C yYETOM
HE0OX0AUMOCTH 00ECTIeUEeHHsI PAJHALMOHHON 0€30MaCHOCTH U COXPAHEHHUS
CTEPUIIbHOCTU (UIBTPOB

BrimonnHeHue onepanuii o OYMUCTKE, I€3aKTUBAINH, Je3MHPEKIINH (CTePUITH3AIINN )
000pyA0BaHUS I U3TOTOBJICHUS pagrodapMaIieBTHUECKHUX JIEKAPCTBEHHBIX
pernapaToB

HeoOxoanmeie ymeHus

ObecneunBaTh COOTBETCTBHE PaIO(hapMaleBTHUECKUX JEKAapCTBEHHBIX IpenapaToB
IIOKa3aTeJsIM KauecTBa

OO0ecneunBaTh MEPHI 1O MPEAOTBPANICHUIO MEPEKPECTHON KOHTAMUHAIIUN

OdopmisaTs TpeOOBaHUS K HCXOTHOMY CBIPBIO, YIIAKOBOYHBIM MaTepUaiaM,
MaTepuasam Jiyisi MapKUPOBKHU

OHpeI[eJ'ISITL BCPOATHOCTH U ITPUYIMHBI BOBHUKHOBCHUA OTKJIOHCHHI OT
TEXHOJIOTMYECKOT0 MPOoI1ecca, BOBMOKHOCTH UX 0OHApYKEHUs1, TPOBOIUTH
pacciieloBaHuEe HECOOTBETCTBHUIA

O6ecnieunBaTh BHIMOJIHEHHE KOPPEKTUPYIOIMINX U MPEAYIPEKIAIOIINX MEPOIPUITUN

VcranaBiauBarth MMpCACIbHBIC 3HAYCHUA H3MEHEHHI XapaKTCPHUCTUK
paI[I/IO(I)apMaI_ICBTI/I‘ICCKI/IX JICKAPCTBCHHLIX ITPCIIaAPaTOB

HpOBOI[I/ITL AHaJIN3 PUCKOB UIA Ka4€CTBa U JJIA 0e30IMacHOCTH

OCYHIGCTBJ'ISITI) YUCT U KOHTPOJIb KCTOYHUKOB HOHHU3UPYIOIICTO U3TYUCHUSA

OdopmnsaTe TpeOoOBaHUS K TIPOBEICHUIO OTIEpaIliid, CBI3aHHBIX C OYUCTKOM,
JI€3aKTUBAIMEH, Te3nHPEKIHeH (cTepruiIn3anueii) 000py10BaHUs

AHaJ'II/ISI/IpOBaTB BBISIBJICHHBIC OTKJIOHCHUS OT YCTAHOBJICHHBIX IIPOUCAYD

Pa3pabaTsiBaTh IpOrpaMMbl BHEIPEHHSI HOBBIX TEXHOJIOTMH ITPU U3TOTOBJIEHUU
paanodapMareBTUIECKHX JIEKAPCTBEHHBIX MPETIapaToB

BecTtu n npoBepATh pEruCTPUPYIONIYIO JOKYMEHTAIUIO MPH U3rOTOBIECHUU
paanodapMalieBTHUECKUX JIEKAPCTBEHHBIX MpPErapaToB

HMHTepnpeTupoBaTh pe3yabTaThl BHIITOJIHEHHBIX UCIIBITAHUH, [IOKA3aHUS
ABTOMAaTHUYECKUX JATYMKOB COCTOSIHUS 000pPYIOBaHMUS, CPEIbI, TOMEIICHUH TPU
W3TOTOBJICHUH Pagro(dapMaleBTHUECKUX JEKapCTBEHHBIX MpenapaToB

ObecneunBaTh 3alIUTy IEPCOHANIA, TOTOBOIO Ipenapara, UCXOAHOIO ChIPbs U
MaTEPHAJIOB OT EPEKPECTHON KOHTAMHHALIUN

HeobxonumMele 3HaHUS

HOpMBI U IpaBujia pa6OTBI C UICTOYHHUKAMH MOHU3SUPYIOLICTO U3JTyYCHHA,
PaaANOaKTUBHBIMU MAaTCpUajlaMi U paI[I/IO(l)apMaIICBTI/I‘-IGCKI/IMI/I JICKAPpCTBCHHBIMU
cpeacTBaMu, oOecreueHus pagrualioHHON 0€301acHOCTH

[TpaBuiia ¢pu3nyueckoit 3aMThl pagHallMOHHBIX HICTOYHUKOB, TyHKTOB XPaHEHHUS,
paZlOaKTUBHBIX BEUIECTB, BKJIIOYAs TPAHCIIOPTUPOBAHNUE PAIMOAKTUBHBIX BEIIECTB U
pasvallMOHHBIX HUCTOUYHUKOB

XapaKTepUCTUKU TIOMEIIEHUH, TEXHOJIOTHUECKOro 000py10BaHUS U
BCIIOMOT'aTEJIbHBIX CUCTEM, UCIIOJIB3YIOIIMXCS IPU U3TOTOBIICHUH
paanodapMareBTUIECKHX JIEKAPCTBEHHBIX MTPETIapaToB

[IpaBumna 3KCITyaTayy TEXHOJIOTHYECKOTO 000PY/I0BaHUS U BCTIOMOTaTEIbHBIX
CHUCTEM, HCIOJIb3YEMbIX IPU U3TOTOBICHUH paarodapMalieBTHUEeCKHUX JIEKApCTBEHHBIX
MpenapaToB

®uznyeckue CBOWCTBA PAJIUOHYKINIO0B, CPOKH U YCIOBHUS XPaHEHHUS
panuodapmaneBTHYECKUX JICKapCTBEHHBIX PENapaToB

dapmarieBTUYECKast TEXHOJIOTHS B YaCTH U3TOTOBIICHHUS paauo(apManeBTHIeCKUX
JIEKapCTBEHHBIX MIPENapaToB

TpeGoBaHMs K KaUeCTBY UCXOAHBIX MaTEPHAIOB, IPOMEKYTOYHBIX MPOYKTOB U




T'OTOBBIX paI[I/IO(bapMaHeBTI/I‘{eCKI/IX JICKAPpCTBCHHLIX IIPCIIapaToOB

Cpoku ¥ yclIoBUs XpaHeHUs paguodapMaleBTHUECKIX JEKapCTBEHHbIX IIPENapaToB
Ha OCHOBE KOPOTKOXHBYIIUX IIMKJIOTPOHHBIX PAIMOHYKIUI0B

HpI/IHLII/IHBI yueTa U KOHTPOJIA, HOPAAOK XpPaHCHUA U YTUIIN3AllUHA PAAUOAKTUBHBIX
MaTCpHraJIOB

[TpuHIMIB! papManieBTHYECKO MUKPOOHOIOTHH, ACETITUKU M TOKCUKOJIOTHU

OcHOBHbBIE UCTOYHUKU KOHTAMHUHALIMU, METOBI IPEIYNPEKICHNUS KOHTAMUHALIUU U
nepenyThiBaHNs paanodapMaleBTUYECKUX JIEKapCTBEHHBIX NPENapaToB

MeTOI[BI W MHCTPYMCHTBI YIIPABJICHUA PUCKAMU IJIA Ka4€CTBA U IJIA 0€e30macHOCTH

MeTto1bI TOUCKA TPUYUH OOHAPYKEHHBIX HECOOTBETCTBUI YCTAaHOBIEHHBIM
TpeOOBaHUSM

[TpaBuia 6e30MacHOCTH MPH TPAHCHOPTHPOBAHUH PAJIMOAKTHBHBIX BEIIECTB

[TpaBuiia oOpaitieHus ¢ siA€pHBIMUA MaTepUaIaMu, paJloaKTUBHBIMU BEIIECTBAMU U
paZi0aKTUBHBIMH OTXOAAaMH, X cOOpa, XpaHEHUS U yueTa

OTeuecTBEHHBIN U MEXKAYHAPOIHBIN OIBIT B 00JIACTH TEXHOJIOTUU U3TOTOBJICHUS
panuodapmaneBTHYECKUX JICKapCTBEHHBIX IPENapaToB

TpebGoBaHMs K OTYETHOM TOKYMEHTALMH, CTPYKTYpa U COCTaB OTYETHON
JIOKyMEHTaluN

JlnnensuonHble TpeOOBaHUS MTPU U3TOTOBIECHUH paarodapMalieBTHIeCKUX
JIEKapCTBEHHBIX MPENapaToB

TpeboBaHUs CAaHUTAPHOTO PEXKHUMa, OXPaHBI TPY/Ia, TOKAPHOM 6€3011aCHOCTH, OXPAHBI
OKpPY’KaIOIIEH Cpebl, MOPSAOK AEHCTBUHN B YPE3BbIYAWHBIX CUTYaLUAX

[pyrue xapakTepUCTUKU

CHGHI/IaJ'II)HaSI IIoAroToOBKaA I10 Hannemameﬁ IMPAKTHUKE U3rOTOBJICHUA, acenTHYeCKOH
00paboTKH, paIMOXUMHUH 1 PATUAITMOHHON 0€30MMacHOCTH

3.4. O0o0menHas TpyaoBasi pyHkuus

HarMeHoBaNHe KonTpoJib kauecTBa JIeKapCTBEHHBIX CPEJICTB, Ko D VposeHb 7
U3rOTOBJICHHBIX B alITCYHBIX OpTaHU3ALNIX KBaTMpUKALIH
IIpoucxoxnenue
0000IIeHHOH TPYI0BOM OpuruHan X 3anvictBoBano 3
OpHUTHHAJIA
GdbyHKIIIN
Kopn opurunana PerucrpanuonHusiii HoMep
npo¢eCCHOHANTBHOTO CTaHJapTa
Bo3moxHbIe [IpoBu3op-ananuTHK
HAaNMCHOBAHUA

TIOJDKHOCTEH, mpodeccuii

TpeGoBanwms K
00pa3oBaHUIO U
00y4eHUIO0

Bricmiee oO6pazoBanue — CHEIUATUTET MO cnienuanbHocTu «Dapmarusy u
MOJIrOTOBKA B MHTEPHATYpE/OpAMHATYPE, IO crenuanbHocT «PapMarieBTHIeCKas
XUMUS B (PapMaKOTHO3HS» WIIN JOMOJIHUTEIBHOE TIPOdeCCHOHaTBHOE 00pa3oBaHUE —
MIPOrpaMMEbI PO ECCHOHATBHON TIEPEITOJATOTOBKH B 00JIACTH KOHTPOJIS Ka4ecTBa
JIEKapCTBEHHBIX NPENapaToB, M3TOTOBJICHHBIX B alITEYHON OpraHU3alluu

TpeboBaHUs K OIBITY
PaKTUYECKON pabOThI

OcoOsbIe ycitoBus
JIOTTyCKa K pabore

Hanuune ceprudukara cnenuaiicTa Wil CBHASTEIBCTBA 00 aKKpeIUTaIlN
CIeLMaanucTa

OTtcyTcTBHE OTpaHUYEHUI HA 3aHATHS TPO(ecCHOHABHOM 1eATeIbHOCTHIO

Jli1s paOOTHUKOB BETEPUHAPHBIX ANITEYHBIX OPraHU3aLH ¢ BETEPHUHAPHBIM
o0pa3oBaHUEM — IIpeJIBApUTEIbHOE 00yUYEHHUE TP OCYIIECTBICHUN
(bapManeBTHUECKON AEATEIbHOCTU

[IpoxoxxaeHne 00s3aTeNIbHBIX MPEABAPUTENbHBIX (P MOCTYIUICHUH Ha paboTy) U
MEPUOINYECKUX MEAUIIMHCKIX OCMOTPOB (00CIIeI0BaHMI)

[pyrue xapakTepuCTUKU

JlononHHUTENbHOE MPO(EeCCHOHAIEHOE 00pa30BaHNE — MPOTPAMMBbI TIOBBIIICHHS
KBaJIM(UKAIIMK HE PeKe OJTHOTO pa3a B IATH JIET B TEUEHUE BCEH TPYyIOBOM
JeSITeIbHOCTH

Peanuzanuio, OTITyCK JIEKAPCTBEHHBIX IIPENApaTOB U TOBAPOB AIITEYHOI'O




aCCOPTUMEHTAa B 000COOICHHBIX MOAPA3ACTCHUAX MEJUIIMHCKAX OPTraHU3aluil MOTYT
OCYIECTBIISATH JIUIA, 001 aroIIKe TPAaBOM Ha OCYIIECTBICHNE METUIIMHCKOM
NESATEILHOCTH | MOJYYUBIINE JOTIOTHUTEIHHOE MPOodecCHOHATBHOE 00pa3oBaHUE B
00JTaCTH PO3HUYHON TOPTOBIIH JICKAPCTBEHHBIMHU IIpeTapaTaMu, P yCIOBHU UX
paboThl B 000COOJICHHBIX MOApa3ieeHUsIX (aMOymaTopusix, PepamepcKux u
(henpamepcKo-aKymepcKux MyHKTax, MEHTpax (OTASICHHUIX) 001Iel BpaueOHOM
(cemeiiHOl) MPaKTUKK) MEAUIIMHCKUX OPTaHU3AIHi, UMEIOUINX JHUIICH3UI0 Ha
OCyILeCTBIIEHHE (DapMalLeBTUUECKOM JeSITeIbHOCTH U PACHOI0KEHHBIX B CEIbCKUX
HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHbIE OpraHU3aIluu

JlaHHy10 0000IIEHHYIO TPYIOBYIO (DYHKIIMIO MOKET BBITIOIHATH 3aBEAYIOIIHIA
(IMpexTop, HauaJIbHUK) alITEYHON OpraHU3alMH

JlononHuTeNbHBIE XapaKTEPUCTUKH

H HaumenoBanue 6a30B0ii rpymniibl, JOKHOCTH
aMEHOBaHME JOKyMEHTa Kon
(mpodeccun) wim crenualIbHOCTH

OK3 2262 [IpoBu30pHI
EKC - ITpoBuzop
OKIIATP 25850 [IpoBuzop

25856 IIpoBu30p-TEXHOIOT
OKCO 3.33.05.01 dapmarus

3.4.1. TpynoBas pyHKIHSA

OOGecneveHue PeIyNPEIUTENBHBIX
MEPOTIPUSATHIA, HAIIPABJICHHBIX Ha Vposens

HanmeHoBanue M3rOTOBJICHHE KaYeCTBEHHBIX U Kox | D/01.7 (momypoBeHb) 7
GE30MaCHBIX JIEKAPCTBEHHBIX KBaMpHKALHN
TIpenaparoB

Hponcroatene V000 | Oy X | Jumicrsonaro s

Kon opurunana Perucrpanuonnslii Homep
mpo(heCCHOHABHOTO CTaHIapTa

TpynoBsie necTBUs

Ooecrieuenue CO6J'IIOI[€HI/I$I CaHUTAapPHBIX HOPM U IIpaBUJI; IPOTUBOSIIHACMHUICCKOI'O
pPEKHMa, a TaK¥KE YCJ'IOBI/Iﬁ ACCIITUYICCKOI'O U3IrOTOBJICHUA JICKAPCTBCHHLIX CPCIACTB B
COOTBECTCTBHH C HeﬁCTBYIOHlHMH HOPMAaTUBHBIMU IIPABOBBIMU dKTAMH

Obecnieuenue coOIr0AEHUS TPaBUII IOJTYUYEHHUs, cOOpa U XpaHEHHUs BOJIbI OUUILIEHHOH,
BOJIBI /IS MHBEKIINI; CBOEBpEMEHHAs CAaHUTapHasi 00paboTKa TpyOOmpoBoOIa;
KOHTPOJIb 3@ CBOCBPECMCHHBIM U3BATUEM CTCPUIIBHBIX paCTBOPOB, BOAbI OqueHHOﬁ,
BOIbBI IJIs1 I/IH’BGKHI/Iﬁ IJId UCIIbITaHWA Ha CTCPUIIBHOCTE B COOTBETCTBUH C
JEHCTBYIOIMMU TPEOOBAHUSIMU

Oo0ecrieuenue HUCIIPABHOCTH U TOYHOCTH HpI/I60pOB, araparTroB, CpCACTB UBMEPCHUA U
PEryJIsIpHOCTH X TOBCPKU

[TpoBenenue papmaneBTHUECKOM SKCIIEPTU3BI TOCTYMAIONIUX B alTEKy PELENTOB U
TpeOOBaHUI METUIIMHCKUAX OPTaHU3aLUH C LENbIO MPOBEPKH COBMECTUMOCTH
BELIECTB, BXOJAIIUX B COCTAB JIEKAPCTBEHHBIX CPEACTB; COOTBETCTBUS IIPONHUCAHHBIX
J103 BO3pacTy HNalyeHTa

Obecnieuenue co0III0/ICHUSI TEXHOJIOTUH U3TOTOBJICHHUSI JIEKAPCTBEHHBIX CPE/ICTB B
COOTBETCTBUU C (papMakoneitHIMU TPeOOBaHHUSIMH, HOPMAaTUBHOM IOKyMEHTaIIEH,
METOJIMYECKUMH YKa3aHUSIMHU U YCTAaHOBIECHHBIMU MIPOIEAYPAMHU

Obecnieduenue Mep 1Mo MUHUMH3AINK PUCKAa KOHTAMUHAIIMY UCXOTHBIX MaTepHaJIOB,
nocyzbl, 000py10BaHUS U JIEKAPCTBEHHBIX NIPENapaToB

ObecnieueHue B anTeke yCIOBUN XpaHEHUS (papMalleBTUYECKUX CyOCTaHIUN 1
MCXOJIHBIX MaTepHaJIOB B COOTBETCTBHH C UX (PU3UKO-XUMHUYECKHMHU CBOMCTBAMHU H
dapmakoneHpIMI TPEOOBAHUAMH, HOPMAaTHBHOW JOKYMEHTAIHEH, METOANIECKUMHU
YKa3aHUSIMH U YCTaHOBJICHHBIMH POLIEAYPAMH

HeoOxoaumeie ymeHus

ObecnieunBaTh COOMIOACHNE TPABUII 3aMIOJTHEHUS, ODOPMIICHHUS M XPAaHEHHS




LITAHIJIACOB C JIEKAPCTBEHHBIMU CPEJICTBAMU B IIOMELIEHUU ISl U3TOTOBJICHUS
JIEKapCTBEHHBIX IIPENapaToB

OOGecrneunBath COOJIIOICHHE MPABIII MTOTYUYEHUs, COOpa U XpPaHEHHUS BOJIbI
OYHIIICHHOM, BOJIBI JIJISI UHBEKIIUI

OO0ecrieunBaTh YCIOBUS XPAHEHHS, YCTAHOBIICHHBIC TPOU3BOIUTEIIEM JIEKAPCTBEHHBIX
CpeiCTB

ObecnieunBaTh NPOBEJECHIE CBOEBPEMEHHON TOBEPKH U3MEPUTENBHBIX TPHOOPOB

O6ecnieunBaTh COOIIOACHUE TEXHOJIOTMH W3TOTOBJICHUS JIEKAPCTBEHHBIX NPENapaToB

H606XOI[I/IMLIC 3HaHHUA Tpe6OBaHI/IH K U3TOTOBJICHHIO JICKAPCTBCHHLIX ITPCTIApPATOB, B TOM 4YHCJIC B

ACCIITUYICCKUX YCIOBUAX

Cpoku U npaBuia MOBEPKU CPEICTB U3MEPEHHUS

VYcnoBust xpaneHus papManeBTUYECKUX CyOCTaHIIHI

CoBMecTUMOCTb HHTPEUEHTOB B PELIENITYPHOI nponucu (puzndeckue, XuMUIecKue,

(hapMaKOJIOTHUYECKHE)
Jpyrue xapakTepuCTUKH | -
3.4.2. TpynoBasi pyHKUHUSA
MOHHUTOPHHT crcTeM 00eCTIeYeHHUSI YpoBeHb
Hanmenosanue Ka4yeCTBA JICKAPCTBEHHBIX CPEICTB B Kox | D/02.7 (monyposeHb) 7
allTCYHBIX OpTaHU3alUsIX KBaTHUKALIH
HpOI/ICXOv)K)IeHI/Ie Opurazan X 3aMCTBOBaHO
TPYIOBOH (YHKIMN W3 OpUTHHaIa

Kon opurunana PerucrpanuonHusiii Homep
po¢eCCHOHATBHOTO CTaHaapTa

TpynoBsie neicTBUs

MOHMTOPUHT COCTOSIHUS U PaOOTHI MHKEHEPHBIX CHCTEM, JIa0OPATOPHOTO U
BCIIOMOTaTEJIbHOTO 000pY10BaHUS (apMalleBTUYECKON OpraHu3aluu s IPUHATHS
OTIepaTHUBHBIX MEP MO YCTPAHEHUIO BHISIBICHHBIX HEAOCTATKOB

Pa3pa60TKa IJIaHa KOPPCKTUPYIOIMIUX Meponpmm/lﬁ Ha OCHOBAHUH MOHUTOPUHIA

KonTpons Hajexaniei noBepku, KaInOpOBKH, aTTECTALIUN U SKCIUTyaTalluH
TEXHOJIOTUIECKOTO 000pyI0BaHMs (DapManeBTHUECKON OpraHn3aluu

MonuTopuHT HHPOPMAIHN O HeT0OPOKAYeCTBEHHBIX JIEKAPCTBEHHBIX MIpernapaTax u
TOBapax alnTeyHOro aCCOPTUMEHTA

Heo0Oxonumeie
YMEHUS

®opMUPOBaTh CUCTEMBI KPUTEPUEB COCTOSHUS M UCIIPABHOCTU MHXKEHEPHBIX CUCTEM,
71a00paTOPHOTO M BCIIOMOTATEIILHOTO 000pYIOBaHHUS

OcymiecTBIsITh KOHTPOJIb COCTOSTHHSI U pa0OThI MH)KEHEPHBIX CUCTEM, J1a00paTOPHOTO U
BCIIOMOTaTEJIbHOTO 000PY10BaHUS

OrneHuBaTh NOTPEOHOCTH B 000OPYA0BaHUHU M (POPMHUPOBATH 3asIBKH HA HEOOXOIUMOE
o0opyoBaHue

Ocy1ecTBISITh MOUCK MHPOPMAITUH TT0 3a0paKOBAHHBIM CEPHUSM JIEKapCTBEHHBIX
MpenapaToB U pelIeHUuH 0 MPUOCTAHOBKE pean3aliy MapTUH JIEKapCTBEHHBIX
IIpenapaToB

Heo0Oxonnmeie
3HAHUA

HopMmartusHblie nipaBoBeie akThl Poccuiickoit denepanuu, peryanpyromue H3roToBlIeHue
JIEKapCTBEHHBIX (POPM U BHJIbI BHYTPHANITEYHOTO KOHTPOJIS

Bunabl u meTobl I/ISMepeHI/Iﬁ HUCIIBITATCIIbHOT'O 060py11013aHI/1;1, MMPUMCHACMBIC B aIITCYHBIX
OopraHu3anusax

HHCTpYyMEHTBI, UCTIBITATEIbHOE U H3MEPUTEIILHOE 000py10BaHHE, IPUCIIOCOOICHHUS,
HCIIOJIb3YEMBIE ITPH U3TOTOBJIEHUHU U KOHTPOJIE Ka4eCTBA JIEKaPCTBEHHBIX IIPENApaToOB B
anTeYHbIX OpraHU3aIUIX

HNudopmanimonHbie CUCTEMBI U 000py10BaHHE HHPOPMAIIMOHHBIX TEXHOJIOTHH,
UCTIOJIb3yeMbIe B (hapMaIleBTHYECKOW OpTraHU3aIiH

CpOKI/I U CIIOCOOBI MCTPOHOFquCKOﬁ IIOBCPKH, KaJ'II/I6pOBKI/I n arrTeCTalnuu

HpaBI/IJIa IMPUMCHCHU CPCACTB HHHHBHIIyaHBHOﬁ 3alIUThI

CaHI/ITapHO-BHI/IJIGMI/IOJ'IOFI/I‘-ICCKI/IG Tp€60BaHI/I$I K OKCILTyaTalun HOMCH_IeHI/Iﬁ " YCIIOBUSAM
Tpyaa

TpeboBanust 0XpaHbl TPyJa, MEPHI OKAPHON OE30MACHOCTH, IOPSAIOK IEHCTBUH B
YPE3BBIYANHBIX CUTYAIUSAX




Hpyrue -
XapaKTEPUCTUKHU

3.4.3. TpynoBasi pyHkumsi

IIpoBeneHue BHyTPUANITEUHOIO KOHTPOJIA
Ka4yecTBa JICKAPCTBEHHBIX IIPENapaTos, Vposetn
HanuMeHOBaHMe M3TOTABJIMBAEMBIX B alITEYHBIX Kon | D/03.7 (IOLypOBEHD) 7
opraHu3anuvsiax, U d)apMaHeBTI/IlIeCKI/IX KBaJ'[I/I(i)I/IKaHI/II/I
cyOcTaHImii
Hponcxovmeﬂne Opuruan X 3auMCTBOBaHO
TPYIOBOH (GyHKIUH 13 OpUruHajIa
Kox opurunana Peructpanmonsslit Homep

poeCCHOHANBFHOTO CTaHAapTa

Tpynossie neiictBust | OcHamieHne pabounx MeCT JUIsl TPOBEACHUS KOHTPOJISI KaueCTBa JIEKapCTBEHHBIX
CPEeACTB, M3TOTOBJISIEMBIX B alTekax, MpubopaMu, 000pyIOBaHUEM U PEaKTUBAMHU

[IpoBenenue pa3nuyHbIX BUJIOB BHYTPUANITEUHOTO KOHTPOJIS (hapMalleBTUUECKUX
cyOcTaHIMA, BOJBI OYUIIICHHON / ISl MHBEKIIUH, KOHIIEHTPATOB, MOy (hadpHUKaTOB,
JICKaPCTBCHHBIX MPENapaToB, M3TOTOBJICHHBIX B alITCYHOM OpraHU3aIlii, B COOTBETCTBUU
C YCTaHOBJICHHBIMHU TPEOOBAHUSIMU

Perucrpanus pe3ynbTaToB BHYTPHUAIITEYHOI'O KOHTPOJIS B COOTBETCTBUU C
YCTaHOBJICHHBIMH TPEOOBAHUSAMU

Opranu3zanus TpoBeJEHUS KOHTPOJIS KayecTBa JIEKApCTBEHHBIX NPENapaToB B
pEeruoHaNbHbIX, 00JaCTHBIX Ja00PATOPUIX KOHTPOJIS KauyecTBa

HpOBCI[eHI/Ie aHaJIn3a (bapMaHeBTI/I‘ICCKI/IX CY6CTaHHHﬁ N JICKAPCTBCHHBLIX IIPCIIApaTOB B
COOTBETCTBUH C YCTAHOBJICHHBIMUA Tpe60BaHI/IHMI/I

OreHKa 3a1acoB peakTUBOB B (papMaIleBTUYECKON OpraHU3aluy AJIsl IPOBEICHHS
aHaJIM3a 110 KOJIMYECTBY U KAYECTBY

[IpuemMka u yyeT pacxona peakTHUBOB IS IPOBEACHUS BHYTPUANTEYHOIO aHAIN3A
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU C YCTAHOBJIECHHBIMU TPEOOBAHUAMU

H606X0,I[I/IMLIC PCFI/ICTpI/IpOBaTB JaHHBIC 00 M3rOTOBJIECHHBIX JICKApPCTBCHHLIX ITpCIIaparax

YMEHHUs OdopmitATh pe3ynbTaThl UCIIBITAHUH (hapMaleBTHUECKUX CyOCTaHIUHM, BOIbI OUHUIIICHHOM
/ 11 MHBEKUUH, KOHIICHTPATOB, 10Ty (padpHUKaTOB, JEKapCTBEHHBIX IPENapaToB,
W3TOTOBJICHHBIX B alITEYHON OpraHU3aIly, B COOTBETCTBHU C YCTAHOBJICHHBIMU
TpeOOBaHUSIMHU

WuTepnpeTpoBath pe3ynbTaThl BHYTPHAIITEYHOTO KOHTPOJIS Ka4ecTBa
(bapManeBTHYECKUX CYOCTaHIN, BOJIbI OUUIIICHHOW / IIs1 HHBEKIIHHA, KOHIIEHTPATOB,
1oty padpuKaToB, JIEKAPCTBEHHBIX MPENApaTOB B COOTBETCTBUH C YCTAHOBJICHHBIMU
TpeOOBaHUSIMU

[Tonp30BaTbes Ta0OPATOPHBIM U TEXHOJIOTUYECKUM 000pYI0BaHUEM

dopMupoBaTh U 0GOPMIIATH 3a5IBKU HA PEAKTUBBI

Bectu yuer pacxona peakTHBOB

[Tos1b30BaThCs KOHTPOIBHO-U3MEPUTEIBLHBIMU TPHOOpaMu

OdopMIATh TOKYMEHTALMIO YCTAHOBJIEHHOTO 00pasiia 1o KOHTPOJIIO U3rOTOBIEHHBIX
JIEKapCTBEHHBIX MPENapaToB

Heo6xonumsie HopmatusHsbie npaBoBsie akTsl Poccuiickoit denepanuu, peryJupyronme u3roToBiIeHue
3HAHUSA JIEKapCTBEHHBIX ()OPM U BUIbI BHYTPUANTEYHOT'O KOHTPOJIS

[Tops ok B3anMoaecTBUs ¢ 1a00paTOpUsSIMU KOHTPOJISI KaueCcTBa

Buzbl BHyTpHanTe4HOro KOHTPOJIA

CpOKI/I TOJHOCTH, ITpaBUJia XpaHCHUA PCAKTUBOB B 3aBUCHUMOCTH OT UX
(I)I/ISI/IKO—XI/IMI/I‘-IGCKI/IX CBOWCTB

NudopmannoHHble CUCTEMBI M 000pY10BaHHEe HH()OPMAIIMOHHBIX TEXHOJIOTHH,
UCTIOJIb3yeMbIC B (DapMaIieBTUUECKON OpraHU3aIiH

HepequL HCO6XO)II/IMI)IX PEAKTUBOB, UCIIOJIb3YCMBIX ITPU IMPOBCACHUUN KOHTPOJIA
Ka4d€CTBa JICKAPCTBCHHBIX MMPCIIapaTOB B AlITCYHBIX OpraHu3alusax




Homenkiatypa 3aperucTpupoBaHHBIX B YCTAHOBJICHHOM IMOPSAKE JIEKaPCTBEHHbBIX
CyOCTaHIIMI U BCIIOMOTATEIILHBIX BEIIECTB, UX CBOWCTBA, HA3HAYCHHUE, IIPABHUIIA XPAHCHHUS

[TpuHuMnIB papManieBTUYECKON MUKPOOHOIOTHH, ACENTHUKU U TOKCUKOJIOTHUHI

[Topsimok BeaeHUs PeAMETHO-KOJIMYECTBEHHOI'O Y4eTa PEaKTUBOB, OTHOCSIIMXCS K
IIpEKypcopam

IIpaBuiia ynakoBKH, YKYIOPKH U MapKUPOBKH JIEKAPCTBEHHBIX NIPENAPATOB,
W3TOTOBJIEHHBIX B allTEYHON OpraHU3alMM, B TOM YUCIIE IPEIyNPEaUTEIbHBIMU
HaJIUCSIMU

CaHuTapHO-3MUIEMUOJIOTHYECKUE TPEOOBAaHNUS K IKCILTyaTalluy TOMEIICHUH U yCITOBUSIM
Tpyaa

TpeboBanust oXpaHbl TpyAa, MEphI MOKapHOH OE30MIaCHOCTH, HOPSIOK ACHCTBHIA B
Ype3BbIUANHBIX CUTYAIHIX

VYciioBHS U CPOKM XpaHEHHUS JIEKAPCTBEHHBIX MPEeNapaToB, U3TOTOBJIECHHBIX B allTEYHBIX
OpraHu3alMsIX

DOU3NKOo-XUMHUUECKUE U OpTraHOJICIITUYICCKHUEC CBOMCTBaA JICKApCTBECHHEBIX CPEACTB, UX
(bl/ISI/I‘ICCKaSI, XUMHUYCCKasi U (bapMaKOHOFI/I‘{eCKaH COBMCCTHUMOCTD

Metoast aHaJINn3a, UCIIOJIb3YCMBIC ITPHU KOHTPOJIC KAYCCTBA JICKAPCTBCHHBIX CPCIICTB

I[OHYCTI/IMBIG HOPMBI OTKJIOHCHMU IIpU U3TOTOBJICHUU JICKAPCTBCHHBIX NIPCIIapaToB,
YCTAaHOBJICHHBIX HOPMATUBHBIMHU IIPABOBBIMH aKTaMH

Hpyrue
XapaKTEPUCTUKH

3.5. O0o01menHas TpyaoBasi pyHkuus

Opranuzanus 1 pyKoBOJICTBO
Hanmenosanne (apMareBTHUECKON AESITEIbHOCTHIO Ko E YpoBeH 7
pMarl . A A KBaJTU(UKAITN
(hapMareBTHYECKONW OpraHu3aiH
IIpoucxoxnenue

0000111eHHOH TPYI0BOI
(yHKIMN

Opurunan

3auMCTBOBAHO U3
OpHUTHHANIA

X

Konx opurnnana PeructpanyoHHEI HOMEp

pO(eCCHOHANBHOTO CTaHAAPTA

BosmoxHbIE
HanMEHOBaHUA

JOJDKHOCTEH, MpodeccHii

Jupektop (3aBenyromniuii, HaYaJTbHUK) alTEYHOW OpraHU3aIlui, BETEpUHAPHOI
anTeYHOW OpraHu3anuu

3aBenyOUIMi CKJIaJOM OpraHU3aliy ONTOBOW TOPIOBIIH JIEKAPCTBEHHBIMU
CpeICTBaMU

TpeboBanwus K
00pa3oBaHMIO U
00y4eHHUI0

Cpennee nmpogeccruoHabHOE 00pa30BaHKE — MPOrPaMMBbI TIOATOTOBKH CIICITHATUCTOB
CpEeIHEeT0 3BEHa T10 CIeNUaIbHOCTH «DapMariys» 1 JOMOITHUTEIHLHOE
npodeccHoHaTbHOE 00pa30BaHKe — MPOrpaMMBbl PO(ECCHOHATBHOM
MEPEernoIrOTOBKH B 00J1aCTH YIPABJICHUS U SKOHOMUKHU (apMaIiuu

WIH

Briciiee 00pa3oBaHue — CIEMUATUTET IO CHIENUATBHOCTH «Dapmarus» u
MOJI'OTOBKA B MHTEPHATYPE/OpIUHATYPE IO CIICIHATBHOCTH « Y IIPaBJICHUE U
9KOHOMHKA (papMaIuuy WK JTOTIOTHUTEILHOE MTpodeccnoHaAIbHOE 00pa30BaHNe —
porpaMmbl MPOGeCCHOHATLHOMN MEPENOAroOTOBKH B 00JIaCTH YIIPaBJICHHUS U
SKOHOMUKH (papManuu

TpeboBaHus K OIBITY
PaKTUYECKON pabOThI

He Mmenee nogartu et o CIICIINAJIBHOCTHU «(I)apMauI/m» IIpr HAJIMYHUU CPECOAHETO
podeccCnoOHATEHOTO 00pa30BaHUS

Oco0bIe ycioBHs
JIOTTyCKa K pabore

Hanmuame cepTH(anaTa ClicaJIucTa nujin CBUACTCIILCTBA 00 AKKpCauTaluu
crenuanmcTa
OTcyTCTBHE OTpaHUYCHUHN Ha 3aHATHS MPOGECCUOHATBLHOMN IeATETbHOCTHIO

Jlpyrue xapakTepuCTHKU

I[OHOJ'IHI/ITGJ'IBHOG HpO(l)eCCI/IOHaJ'ILHOC 06p330BaHI/Ie — OpOTrpaMMBbI ITOBBIIICHUA
KBaHI/I(I)I/IKaI_II/II/I HC PCIKE OAHOI'O pas3a B IIATH JICT B TCUCHUC BCeM pr2[0B0171
JACATCIIBHOCTHU

JlononHuTENbHBIE XapaKTEPUCTUKH




HaumenoBanue nokymeHTa Kon

HaunmenoBanue 6a30B0i1 rpynmbl, JOTKHOCTH
(mpodeccun) niM crenuatbHOCTH

OK3

1324 PykoBonuTenu ciayx06 1no cHaOXKEeHHIO0, pACIIPOCTPAHEHUIO
TOBapOB M aHAJIOTMYHBIM BHUJIaM JI€ATEIbHOCTH

EKC - HupexTop (3aBenyronuii) papMareBTHIECKON
OpraHu3aIuu
- 3aBeyrONINI alTEYHBIM CKIIAIOM
OKIIATP 21898 3aBeIyIONIMI anTeKO
21899 3aBeyIOUINi allTEYHbIM YUPEKICHUEM
21929 3aBeyronInil BeTepUHApPHON anTeKon
22141 3aBeyrONINI CKIaI0M
OKCO 3.33.02.01 dapmanus
3.33.05.01 ®dapmanus
3.5.1. TpynoBasi pyHKUHSA
[InanupoBaHue ACATEIHHOCTH YposeHsb
Haumenosasme (bapmareBTHYECKON OpraHu3aIum Kon | E/01.7 (mozypOBEHE) 7
KBaTUpHUKAIUN
Mpowssense  [oprman X | Serone
Kopn opurunana PerucrpanuoHHubiii HOMEp

npo¢ecCHOHANBHOTO CTaHapTa

TpynoBeie 1elcTBUA

AHain3 TeKyIled CUTyalllut U CTPATETUYECKUX IIPOrpaMM Pa3BUTHsI PErMOHA U OTPACIIH
JUIS TTAHUPOBAHUS 1€ATEIbHOCTH (papMalleBTUYECKON opraHu3aluu

AHanm3 crpoca Ha JICKapCTBEHHBIE MPETaparhl U TOBAPhI AlITEYHOTO aCCOPTUMEHTA U
noTpeOHOCTH B HUX

OHpC,[[CJ'IeHI/IC I.ICJ'ICI71 n 3a71a4 JCATCIIbHOCTHU Q)apMaHeBTI/I‘-IeCKOI\;I opraHusanuu,
KOHTPOJIbHBIX MoKa3aTeseil ux JOCTHIKCHUS U PCIICHU A

PazpaboTka rrana MeponpHsITHI IO TOCTHKEHHUIO KOHTPOJIBHBIX MTOKa3aTesen
NeSITeNIbHOCTH (papMalieBTUUECKON OpraHu3aIiu

HeobOxonumeie
YMEHUS

Ocy1ecTBISITh MAPKETUHTOBBIE UCCIIEI0OBAHUS B IPOIIECCE MIPUHATHUS YIIPABICHYECKUX
peleHuit

HpOBOIII/ITL MOHUTOPHHI 3HAHHWA LICJIICBBIMU I'PYIIIIAMU HOBBIX JICKAPCTBCHHBIX
npenapaTroB U TOBAPOB AlITCUHOI'O ACCOPTUMCHTA

Or1eHrBaTh HOBBIE YKOHOMUYECKUE MTOAXObI U METOBI YIIPABJICHHS B
(hapMareBTHUECKOM IeATeTbHOCTH, MPOrPeCCUBHBIE (POPMBI OOCTYKUBAHUS HACETICHUS 1
MEIUIIMHCKUX OpraHu3aliii, 1eaTh 3aKJII0UEHHUs O 11eJ1eco00pa3HOCTH UX BHEIPEHHUS

OnenuBath 3()(PEeKTUBHOCTD MEPONPUATHIA IO OOECIIEUEHHIO U YITYUILIEHHIO KauecTBa
(bapManeBTHYECKOW TOMOIIU

[TpoBOIUTH KOMIUIEKCHBIN aHAIU3 AEATEIBHOCTH (hapMaIleBTHYECKONW OpraHU3aIiH

[IporHo3upoBatTh 1 OIIECHUBATH PUCKH MPH TUTAHUPOBAHHUH JIEATEILHOCTH, IPUMEHSThH
CTpaTeruy U UHCTPYMEHTHI CHI)KEHUSI PUCKOB

OHCHI/IBaTL CUTYyalluto U NPOTrHO3UPOBATH €€ PA3BUTHC, BLIpa6aTBIBaTI> AJIbTCPHATUBHLIC
BapHUaHTbI peH_IeHI/Iﬁ 1 OUCHHUBATH PUCKU, CBA3AHHBIC C UX peanmauneﬁ

[TpoBOIUTH aHANIN3 METOJIOB U CIIOCOOOB MPOIBHKEHHUS JIEKAPCTBEHHBIX MPENapaToB U
TOBApOB ANTEYHOTO ACCOPTUMEHTA U PACIPOCTPAHEHUS] HH(OPMAIIHH, UCTIOIb3YEeMON B
OTpaciH, AeJaTh 3aKJIIOYEHHS O LEIeCO00Pa3HOCTH UX MCIOJIb30BaHMS

Heo0Oxonnmeie
3HAHUA

Mertoap! ynpasieHus GpapMareBTHIECKON oOpraHu3amueit

KpI/ITepI/II/I " 1IOKa3aTeJIn, XapaKTCPUIYIOIIUC COCTOAHUC oOecrieueHHs HaceJICHHS
JICKAapCTBCHHBIMHU IIpCrIapaTaMu U Ka4CCTBO HeKapCTBeHHOﬁ IIOMOIIHN

dapMaleBTUUECCKUA MEHEKMEHT

dapManeBTUYeCKUl MapKETUHT

OcobeHHOCTH XpaHEHUS JIEKAPCTBEHHBIX CPEJICTB, B TOM YHCJIE MOJUIeKAIUX
IPEAMETHO-KOJINYECTBEHHOMY YUYETY

NudopmaninonHbie cUCTEMBI U 000py10BaHNE HHPOPMAIIMOHHBIX TEXHOJIOTHH,
HCIIONTb3yeMbIe B (hapMaIieBTUUeCKOW OpraHu3aIiuu




I/IHCprMeHTLI, MCTOAbI U HPUHIOUIIBI ITPOCKTHOI'O YIIPABJICHHUA

3akonomarenbcTBO Poccuiickoit deneparuu, peryiIupyromiee TpyA0Bble OTHOIICHHUS, B
TOM YHCJIE OIUIaTy TpyJa

[TonosxeHns HOpMaTUBHBIX NPABOBBIX aKTOB Poccuiickoii Denepanuu, peryanpyrommx
oOpalleHre JIEKapCTBEHHBIX CPEJICTB U TOBAPOB alITEYHOI'O aCCOPTUMEHTA, B TOM YHCIIE
B cooTBeTCTBUM ¢ CoriameHueM o €AMHBIX MPUHIKIIAX U MpaBuiiax oOpaleHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3zniickoro 3KOHOMHUYECKOT0 COI03a;
MHCTUTYLIMOHAJILHBIE HOPMBI B cepe yrpaBieHus (papManeBTUIeCKOH NesITeTbHOCTHIO

CaHuTapHO-31UIEMUOJIOTUYECKUE TPEOOBAHNUS K IKCILTyaTalluy IOMELIEHUH U yCIOBUSIM
Tpyna

TpeboBaHMs K OTUETHOH IOKYMEHTAIlUHU, CTPYKTYpa M COCTaB OTYETHON JOKYMEHTAIH
(apManeBTHYECKON OpraHU3aIiH

TpeboBanust 0XpaHbI TPyJa, MEPHI OKAPHON OE30MACHOCTH, TIOPSAOK IEHCTBUH B
YPE3BBIYANHBIX CUTYAIUAX

Apyrue
XapakTCPUCTUKHU

3.5.2. TpynoBasi pyHKIHSA

HanmenoBanue

IIpoucxoxnenue
TPYAOBOH (QYHKIIUH

Opranusanus pecypcHOro ooecredeHust YposeHb
(hapMaIeBTHUECKOM OpraHu3aIiu Koz | E/02.7 (noztypoBeHs) 7
KBaJTU(UKAIIHN
Opurasan X 3anMCTBOBaHO
H3 OpUruHajia
Kox opurunana Peructpanuonsslii Homep

npodeccHOHAIBHOTO CTaHAapTa

TpynoBeie nencTBUA

AHanu3 TEeKyIEero pecypcHoro odbecneueHus 1 noTpedHocTel (hapmaneBTHIeCKOi
OpraHu3aIIH

Onenka norpeOHOCTeH papmaneBTHUECKON OpraHu3aliy B pecypcax

VccnenoBanue pelHKa MOCTaBIIMKOB TOBAPOB, padOT U yCIyT

Onpez[eneHI/Ie OINITUMAJIbHBIX ITOCTABIIUKOB, OPraHu3anusd Ipouccca 3aKyIroKk

3aKII0YeHne ¥ KOHTPOJIb UCTIOJIHEHHSI TOTOBOPOB HA MOCTAaBKY TOBApOB, padOT U YCIyT

Orenka 3 heKTUBHOCTH pecypcHOro obecredeHus (hapManeBTHUIECKON OpraHu3aIuu

PazpaboTka KOPPEKTUPYIOIUX MEPONPHUSATHI MO Pe3yIbTaTaM aHaIHu3a

Heo0Oxonumeie
YMEHUS

AHanM3MpoBaTh U OLICHWBATh MH(OPMAIMIO OT MOCTABLIMKOB JEKAPCTBEHHBIX CPEACTB U
TOBApOB ANTEYHOI'O ACCOPTUMEHTA, MaTEPUAJIIOB U 000PYAOBaHUSI, UCTIONHUTENEH paboT
U yCIIyT

q)OpMI/IpOBaTI) KOHKYPCHYIO JOKYMCHTAIHNIO HAa 3aKYIIKY JICKAPCTBCHHBLIX CPEACTB U
TOBAPOB allTCYHOI'O aCCOPTHUMECHTA

OCYIJ_[CCTBJ'IHTL MOHHUTOPHHI CIIpOCa HOTpC6I/ITeJ'IeI71, B TOM 4HUCJIC HAa HOBBIC
JICKaAPCTBCHHLIC IIPCIIApAaThl 1 TOBAPLI alITCYHOI'O aCCOPTUMCHTA

OpFaHI/IBOBBIBaTL HWHBCHTAPU3allUI0 TOBAPHO-MATCPHUAJIbHBIX HeHHOCTefI,
OHepaTI/IBHO-TeXHI/I‘-IGCKI/Iﬁ YUCT " HpCHMGTHO-KOHH‘ICCTBCHHLIﬁ YUC€T B COOTBETCTBUH C
YCTaHOBJICHHBIMU Tpe6OBaHI/I$IMI/I

Opranu3oBbIBaTh U 00ecIeYNBaTh TOKyMEHTOO00OPOT (papMalieBTUUECKONW OpraHU3aIiiy,
BKJIFOYasl JTFOObIe BUJbI OTYETHOCTH, B COOTBETCTBUHU C 3aKOHOJIATEIbHBIMU U
HOPMAaTHBHO-IIPABOBBIMU aKTaMH

OCYI_I_ICCTBJ'IHTB YCTHBIC 1 TUCbMCHHBIC KOMMYHUKAIIUU B 06IJ_[CHI/II/I C KOJJICraMu,
HOTpC6I/ITeJI$IMI/I U IIOCTaBIIMKaMU

IIporHo3upoBaTh ¥ OLIEHUBATh PUCKU IIPU OpPraHU3alMU PECYPCHOTO O0ECTIeueHUs

Heo0Oxonnmeie
3HAHUA

JIuuieH3noOHHbIe TPeOOBaHUS U YCIOBHS JUIsl OCYIECTBICHUS (papMalieBTHUECKON
JeSITeIbHOCTH

IlocnencTBus HeCO6J'IIOI[eHI/I$I JIMICH3UOHHBIX Tpe60BaHHI>i

ITonoxeHns HOpMaTUBHBIX NIPABOBLIX aKTOB Pocculickont Penepanuu, peryaupyrommx
oOpalleHre JIEKapCTBEHHBIX CPEJICTB M TOBAPOB alITEYHOTO ACCOPTUMEHTA, B TOM YHCIIE
B cooTBeTCTBUM ¢ CoriameHueM o eAMHBIX MPUHLIKIIAX U paBuilaX o0paleHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3niickoro 3KOHOMHUYECKOI0 COI033;
MHCTUTYLIMOHAJIbHBIE HOPMBI B cdepe yrpaBieHHs hapManeBTUIeCKOM e TeTbHOCThIO




HOpHI[OK nprueMa TOBApOB OT MMOCTABIIUKOB, UX YUCTAa U MHBCHTApHU3alluu,
YCTaHOBJIeHHI)II\& B OpraHusanuu, BKJIro4as O(l)OpMJIeHI/IC OTYCTHOM AOKYMCHTAIUN

[Topsok 3aKynKku, XpaHEHUs, IEPEMEIICHNUS JIEeKapCTBEHHBIX CPEJICTB

HOpSII[OK YCTaHOBJICHUS LICH HA JICKAPCTBCHHBIC CPECACTBA, BKIIFOUCHHBIC B IICPCUCHDb
KHU3HCHHO HCO6XOI[I/IMLIX 1 BaXXKHEUIINX JICKAPCTBCHHBLIX MTPCIIapaToOB

AKTyasbHBII aCCOPTUMEHT JIEKAPCTBEHHBIX IIPENApaTOB U TOBAPOB allTEUHOTO
ACCOPTUMEHTA Pa3UYHBIX (PapMaKOJIOTHUECKUX TPYTII, HX XapaKTEPUCTUKH,
JeICTBYIOIIME BElIeCTBA (MEXIyHApOAHOE HETATEHTOBAHHOE HAMMEHOBAHHUE)

NudopmannonHbie cuCTeMBI 1 000py10BaHHE HHPOPMAITMOHHBIX TEXHOJIOTHH,
UCTIOJIb3yeMbIC B (hapMaIleBTUYECKON OpraHu3aliu

MCp‘-I&HII&ﬁZ%HHF B alITCYHBIX OpTraHU3aluAX

MeTobl orcKa U OLeHKH (apMarieBTUIecKoi HH(pOpMaIim, B TOM YUCIIE B peCypcax C
nHpopManuei o 3a0paKOBaHHBIX JIEKAPCTBEHHBIX CPEJICTBAX M TOBApaxX alTEYHOTO
aACCOPTUMEHTA

dapmarieBTHYeCKU MAPKETUHT, B TOM YHCIIE OCHOBBI IM(POBOTO MApPKETUHTA B
dhapmanuu

HHCTpyMEHTH MapKETUHIOBBIX KOMMYHHUKAIMI U OCHOBHbIE TPUHLIUIIBI UX
(GYHKIMOHMPOBAHUS B (hpapMaIleBTUIECKON OpraHu3aluu

d)apMaueBTquCKas{ JJOTUCTHUKA

TpeOGoBaHMs K OTYETHON JOKYMEHTAIMH, CTPYKTYypa U COCTaB OTYETHON JOKYMEHTAIUN

CocraB KOHKprHOfI JAOKYMCHTallUU U Tpe6OBaHI/I$I K HEH

ITonosxeHus rpak1aHCKOro ¥ HaJIOrOBOro 3aKoHoaarenbecTBa Poceuiickon denepannu B
00JIaCTH TOTOBOPHBIX OTHOUICHUH C KOHTPAareHTaMH

Tp€6OBaHI/I$I K BEACHHIO ITPEAMCTHO-KOJIMYCCTBCHHOI'O YU€Ta JICKAPCTBCHHBIX CPCACTB

MeTob1 ¥ CIOCOOBI YIIpaBJICHUs OpraHu3anuei

Hpyrue
XapaKTEPUCTUKHU

3.5.3. Tpynosast pyHkuus

HanmenoBanue

IIpoucxoxxnenue
TPYIOBOH (YHKIMN

Opranuzanus paboThl HepcoHana YpoBeHb
(apManeBTHYECKOI OpraHu3aluu Kox | E/03.7 (nozyposeHn) 7
KBaJTUUKAINN
Opwrmman X 3auMCTBOBAHO
13 OpUruHaza

Kon opurunana PerucrpanuonHusiii HoMep
po¢eCCHOHATBHOTO CTaHaapTa

TpynoBsie neicTBUs

[InanupoBanue moTpeOHOCTH (hapMaIeBTUUECKON OpraHu3ai B pabOTHUKAX

[TonGop, npuem, ananTaius nepconana ¢papMaleBTUYECKON OpraHu3aluuu

Opranuzanust 00y4yeHus nepconaia (hapManeBTHIECKON OpraHu3aluu

@®opMHUpOBaHUE CUCTEMbI CTUMYJIMPOBAHUS PAOOTHUKOB

[IpoBenenue criennaabHON OIIEHKHU YCJIOBUH TPYIa

OpFaHI/ISaHI/IH MCIUIHMHCKHUX OCMOTPOB IICpCOHAJIA

DopMHUpOBaHUE U NOAEPKAHUE KOPIIOPATUBHOMN KYJIbTYPbI

Heo0xoaumbie
YMEHUSA

AHanu3upOBaTh U OIEHUBATH JICATCIHLHOCT NIEPCOHANIA HA KOHKPETHBIX YUaCTKax
paboThl

OrneHuBaTh NOTPEOHOCTH B (hapMaIleBTUUECKUX PaOOTHUKAX

CocCTaBisTh IITATHOE pacriicaHue (bapMaHeBTquCKOﬁ OpraHru3alun

CocTtaBisiaTh (HyHKIIMOHATIBEHO-AO0JKHOCTHBIE MHCTPYKIIUH COTPYIHUKOB

Ocy1ecTBISITh KOMMYHUKAIIUU C COTPYAHUKAMH (papMaleBTUYECKON OpraHu3aluu

ObecneynBaTh pallMOHAIBHYIO OPTaHU3AIMIO pA00YMX MECT C YUETOM BBITTOJIHIEMbIX
(GyHKIUI B COOTBETCTBHH C TPEOOBAHHUSIMH OXPaHbI TPyJa

PazpabaTbiBaTh MHCTPYKIIMH 10 OXpaHE TPyia

Opranu3oBbIBaTh 0€30MacHBIC U KOM(POPTHBIC YCIOBUS TPYIa

P33pa6aTI>IBaTI) MCPOIIPUATHA 10 aJallTallii BHOBb ITPHUHATHEIX COTPYAHUKOB

OpraHHBOBBIBaTb H 00€eCcIIeunBaTh ,Z[OKYMCHTOO60pOT (bapMaHeBTHqCCKOfI OpraHu3aluu,
BKJIIOYAs JTIFOOBIC BHUABI OTYCTHOCTH, B COOTBCTCTBHH C 3aKOHOOAATCIIbHBIMH U
HOPMAaTHBHO-IIPaBOBbBIMH aKTaMU




OcymiecTBIsTh KOHTPOJIb COOIOACHUST paOOTHUKAMH HOPM TPYAOBOTO 3aKOHOIATEIILCTBA
Poccuiickoit ®deneparuu, TpeOOBaHUN OXpaHbI TPYAa, CAHUTAPHBIX MTPABUJI, TIPABIIT
BHYTPEHHETO TPYJIOBOTO pacopsiIKa

Onpez[eJme HOTpGGHOCTI/I B O6y‘ICHI/II/I nepcoHaia, B TOM 4YMCJIC 110 IIpaBUjiaM pa6OTBI C
HApKOTUYCCKUMU CPCACTBAMU U IICUXOTPOITHBIMU BEIICCTBAMU

[TnanupoBaTh 0OyUeHUE epcoHana

Onpenenars GopMbI U METOJIBI OOYUEHHUSI, B TOM YUCJI€ B COOTBETCTBHH C
YCTaHOBJICHHBIMH TPABUIIAMHI

Opranu3oBbIBaTh 00y4YeHHE HAa pa0OUNX MECTax

OmnpenensaTs 3a1a4n IPoPEeCcCUOHATBHOTO U TMYHOCTHOTO PA3BUTHUS COTPYIHUKOB,
TUTAHUPOBAThH MOBBIIICHUE X KBATH(UKAIUU U TPOHECCUOHATBLHBIN pOCT

®opmMupoBaTh OIATONIPHUATHBINA KIIMMAT B KOJUIEKTHBE

[TpoBOANUTH Pa3bICHUTENBHYIO pabOTY MO 0OECIIEUEHUIO COOTIOACHUS TTPUHITUTIOB
(bapManeBTHYECKON JICOHTOJIOTUI

ITpoBOIUTH HHCTPYKTAXK pAaOOTHUKOB (hapMalleBTHUECKON OpraHu3auu

Heob6xonumere HNHcTUTYIMOHAIbHBIE HOPMEI B Chepe yIpaBJIeHHsI IEPCOHATIOM (hapMaIieBTHIECKIX
3HAHUS OpraHu3aluu
TpynoBoe 3akoHomaTenbcTBO Poccuiickoit denepaiiny B 00J1aCTH PEIICHUS OTIEPATHBHBIX
3a7a4 KaJpoBOH MOJTUTUKHI
JloxanbHbIe HOPMATHUBHBIE AKTHI IO HAPABJICHUIO ACSITEIbHOCTH
Bunel ctumynupoBanus paboTHUKOB
OcHOBBI KOH(MIUKTOIOTHU
KanpoBbiii MEHETKMEHT
TexHonornK, METOIbI U TOKA3aTENH OIIEHKU KaJpOBOTO MOTEHIMANa U 3PPEKTUBHOCTH
€ro paboThI
MeTons! OLICHKH U yIIPABJICHHs] KOPIIOPATUBHOM KYJIBTYPOM
OcobeHHoCTH BOCTIPUATHS HH(POPMALIUU JTIOIbMH PA3IMYHBIX HAIMOHATHHOCTEH U
KoHpeccuit
CaHuTapHO-3MUIEMUOIOTHYECKUE TPEOOBAHNUS K IKCILTyaTalluy TOMEIICHUI U yCIIOBUSIM
Tpynaa
TpeboBanus K OTYETHOH TOKyMEHTAIUU, CTPYKTYpa M COCTaB OTYCTHON JTOKYMEHTAIIMH
0 KaJpam
TpeboBanus oxXpaHbl TPy/ia, MEPHI MOKAPHON OE30MACHOCTH, MOPSIOK JACHCTBUIN B
YPE3BBIYANHBIX CUTYAIUAX
Hpyrue -
XapaKTEPUCTUKU

3.5.4. TpynoBasi pyHKUHUSA

HanmenoBanue

IIpoucxoxxnenue

TPYIOBOH (YHKIMN

VYipasineHue CUCTEMON KayecTBa YpoBeHb
(apManeBTHYECKOI OpraHu3aiuu Kox | E/04.7 (nozyposeHn) 7
KBaJTUUKAINN
Opwrmman X 3aMMCTBOBAHO
U3 OpPUTHHAJA
Kon opurunana PerucrpanuonHssiii HomMep

po¢eCCHOHATBHOTO CTaHaapTa

TpynoBsie neicTBUs

®opMUpOBaHUE CTAHAPTOB KayecTBa 3aKyIKHU, IPUEMKH, XpPaHEHUS, pealn3aliu
JIEKapCTBEHHBIX MPENapaToB U TOBAPOB alITEUHOTO ACCOPTUMEHTA, U3TOTOBIICHUS U
OTITyCKa JICKAPCTBEHHBIX MPENapaToB B YCIOBUSIX allTEYHBIX OpraHU3aui

BHeI{pCHI/IC CTAaHAAPTOB Ka4CCTBA ACATCIILHOCTU (bapMaHeBTquCKOﬁ opraHnu3anuun

OpFaHI/I3aIII/I$I MOHUTOPHHTA COOTBETCTBUA TeKYHIeﬁ ACATCIBHOCTH OpPraHu3alunu
pa3paboTaHHBIM CTaHIAPTAM

Opranmzanus padoThl ¢ GpanbCUUIIUPOBAHHOMN, HETOOPOKAYECTBEHHOU U
KOHTpa(haKTHOUN MPOAYKIUEH

C6op 1 ananu3 MHGOPMAIUH 110 pe3yIbTaTaM MOHUTOPUHTA (DyHKIIMOHHUPOBAHUS
CHCTEMBI KayecTBa (hapMalieBTHUECKOW OpraHU3aIIH

Pazpabotka u peanusanyns KOPPEKTUPYIOUINX MEPOIIPHUATHH 110 pe3yJibTaTaM aHaJIn3a

VcranoBieHne U ONIMCaHHUE IIPpOoHEeCCOB CUCTEMBI KaU€CTBa (bapMaHeBTHqCCKOﬁ




OpraHM3aIiy U pa3paboTKa CTAHJAPTHBIX OMEPAIMOHHBIX MTPOLIEYP

Brenpenne u nojepxkanue B pabodeM COCTOSTHUN IIPOIECCOB CUCTEMBI KaueCTBa
(hapMareBTHUECKON OpraHu3aIun

IIpoBeneHue nepruoANYECKOro MOHUTOPUHIA U aHAJIN3a CUCTEMbI KauecTBa
(apManeBTUYECKON OpraHu3aIiu

Heobxonumele
YMEHUS

AHanu3upoBath HH(POpMAIUIO B 00J1aCTH 3JpaBOOXPAHEHHS U HA OCHOBE aHAJIN3a
pa3pabarbIBaTh CTAaHIAPTHI KAYeCTBA TEKYIIEH AEITEITbHOCTH

[1nanupoBaTh, KOOPAUHUPOBATH OCHOBHBIE OM3HEC-TPOIeCChl B (hapMalleBTUYECKOI
OpraHM3alMH, YIPABIATh UMU

HpOBOI[I/ITB KOMIIJICKCHBIN aHaJIN3 ACATCIIbHOCTH Q)apMaHeBTI/I‘IeCKOI)‘I OpraHu3annuu

[IpoBOaMTH BanuaaluiO CKIIAJICKUX TOMELIEHHI

OpraHn30BbIBaTh NOJTYYECHHUE OT3BIBOB OT PAOOTHUKOB (papMareBTHIECKON OpraHu3alny,
ITOCTaBIIUKOB

OCYI]_[CCTBJ'IHTB YCTHBIC U INCBbMEHHBIC KOMMYHUKall B O6H_[€HI/II/I C KOoJJICraMu,
HOTp€6I/ITCJ'I$IMI/I M II0CTaBIIMKaMH

Opranu3oBbIBaTh 0OECIIEUEHUE IOKYyMEHTO000pOTa

OpraHu30BbIBaTh NPETEH3NOHHYIO PadOTy ¢ TOTPEOUTEISIMH

OpraHu3oBbIBaTh NPETEH3NOHHO-UCKOBYIO pabOTy ¢ KOHTpareHTaMH

Heo0Oxonnmeie
3HAHUS

MG)KJI}’HapOI[HBIe CTaHAapThbl CUCTEMbI MCHCI’KMCHTA Ka4CCTBaA

Kpurepun n nokasarenu, XapakTepHu3yIoIie COCTOSIHUE 00eCTIeYeHNs] HaCeICHUS
JIEKapCTBEHHBIMU IIpETIapaTaMu

PapmaneBTUYECKU MEHEIKMEHT U CUCTEMA YIIPABJICHUS KAYECTBOM;
MHCTUTYLMOHAJIbHBIE HOPMBI B cpepe ynpaBieHHsI KaueCTBOM MPOILIECCOB, IPOAYKTOB U
yCIIyT B (papMalieBTUYECKUX OpraHu3alusax

[Topsaok obpatienus ¢ GpanbcubUIIMPOBAHHOMN, HETOOPOKAUYECTBEHHOM U KOHTpahaKTHOM
MPOAYKLIHEN

Jlenonpoun3BoACTBO, BUABI M (HOPMBI JOKYMEHTAIHH

[Topsa 10K TOKyMEHTaIbHOTO O(hOpPMIIEHUS PE3YIbTaTOB BBIOJIHAEMON paboThI

Metoapl ¥ IPUEMBI YPETYIUPOBAHMSI PETEH3UI OTPEOUTENCH

TpeboBanust oXpaHbl TpyAa U MOXKapHOK 0€30aCHOCTH

Hpyrue
XapaKTEPUCTUKH

3.5.5. TpynoBasi pyHKums

HanmenoBanue

IIpoucxoxnenue

TPYAOBOW (HYHKIIUH

Opranuzanus nHGOPMAMOHHON U VpoBeHs
KOHCYJIbTAIIMOHHOM TTOMOIIM HACEIICHUIO U Kox | E/05.7 (moztypoBeHs) 7
MEJIUIIMHCKUM pabOTHHUKAM KBaIHQHUKALH
Opurusan X 3aMMCTBOBaHO

H3 OpUruHajia

Kox opurunana Peructpanuonsslii Homep
npo¢eCCHOHANIBHOTO CTaHgapTa

TpynoBeie nelcTBUA

Omnpenenenue NOTPeOHOCTEH PA3IMYHBIX 1IENEBBIX IPYII B MHPOPMALIMOHHOHN U
KOHCYJIbTAITMOHHOW TTOMOIIU

[1nanupoBanue u pazpaboTka MEPONPUATUI IO HHPOPMALMOHHON U KOHCYJIbTallHOHHON
ITOMOIIIX LIEJIEBBIM I'PyIIIaM

Opranusanust OnpocoB MEJUIIMHCKUX PAOOTHUKOB IS BBISIBICHHS MX MH()OPMAIIMOHHBIX
noTpeOHOCTeH

Opranuzanust ”HPOPMAITMOHHO-IIPOCBETUTEIBHBIX MEPOIIPUATHH JUIsI HACENICHHS U
MepabOTHUKOB TI0 MPOTIAaraH/e 310pOBOro 00pasa KHU3HH, PALMOHATBHOTO IPUMEHEHUS
JIEKapCTBEHHBIX IPENapaToB

Pa3pabotka cuctembl HHGOPMUPOBAHUS LIETEBBIX TPYIINT O HOBBIX JIEKAPCTBEHHBIX
npernapaTax, CAHOHUMax U aHaJIOrax, O BO3MOXKHBIX MOOOYHBIX JEHCTBUIX
JIEKapCTBEHHBIX MPENapaToB, UX B3aUMOAECHCTBUN

Opranu3anus NOJXy4eHUs! OT3bIBOB NOTpeOUTENeH HH(OPMAIIMOHHBIX YCIYT

[IpueM m3BeeHU 0 HeXKeNaTeNIbHBIX PEAKIUAX Ha JICKaPCTBEHHBIE IIPENapaThl, a TAKKe
nHpOpManuy 0 HeToOpOKaYeCTBEHHBIX JIEKAPCTBEHHBIX MpenapaTax U ToBapax




AIlITCYHOI'O aCCOPTUMCHTA

AHanu3 pe3yabTaTOB MPOBOIUMBIX MEPONPHUATHI U X 3()PEKTUBHOCTH JIst
TJIAHUPOBAHUS JAJIbHEHIIIEH paboThI

Heo0Oxonnmeie
YMEHUS

AHaJII/I3I/Ip0BaTI> H INIAaHUPOBATDH I/IH(i)OpMaHI/IOHHYIO " KOHCYJIbTAIMOHHYIO pa60Ty

PazpabaTbiBaTh MHCTPYMEHTAPUN OITPOCOB LEJIEBBIX TPYIIT

Oprann3oBeIBaTh HHPOPMALMOHHBIE MEPOTIPUSATHS U MEAUIUHCKUX PAOOTHUKOB U
HaCEJICHUS

OCYH.[CCTBJ'IHTB YCTHBIC U INCBbMEHHBIC KOMMYHUKallU B O6H.[€HI/II/I C KOoJIJICraMu,
HOTp€6I/ITCJ'I$[MI/I M IIOCTaBIIMKaMH

PCFI/ICTpI/IpOBaTB I/IH(bOpMaI_[I/IIO O CITPOCC HACCIICHUS Ha JICKAPCTBCHHLIC IIPCIIaApaThl U
TOBAPbI alITCYHOI'0 aCCOPTUMCHTA

OpraHu3oBbIBaTh U 00€CIIEYNBATH TOKYMEHTO000POT (hapMaleBTHIECKON OpraHn3alny,
BKJIIOUasl JIF0ObIE BUbI OTYETHOCTH, B COOTBETCTBUHU C 3aKOHOJIATEIbHBIMU U
HOPMAaTUBHO-IIPAaBOBBIMU aKTaMU

Heo0Oxonumeie
3HAHUS

ITonoxkeHust HOpMaTUBHBIX MPABOBBIX AKTOB, PETYJIUPYIOIUX 00palleHue
JIEKAPCTBEHHBIX CPEICTB U TOBAPOB alITEYHOI'0 ACCOPTUMEHTA, B TOM UUCIIE B
cootBeTcTBUM ¢ CorameHneM O €IMHBIX MPUHLIKIIAX U MpaBuiiaX o0paleHus
JIEKAPCTBEHHBIX CPEICTB B paMKax EBpa3suiicKOro 3KOHOMUYECKOIO COI03a;
MHCTUTYLIMOHAJILHBIE HOPMBI B cdepe yrpaBieHus (papManeBTHIeCKO NesTeTbHOCTHIO

ACCOPTUMEHT JIEKaPCTBEHHBIX ITPENAPATOB U TOBAPOB alITEYHOI'O0 aCCOPTUMEHTA
pa3IuyYHbIX (PapMaKoJIOTUYECKUX IPYII, UX XapaKTEPUCTUKH, AEHCTBYIOIUE BEIIECTBA
(MeX1yHapoJHbIE HETATCHTOBAaHHbIE HAUMEHOBAHMS)

CriocoOblI BhIsIBIIEHUS (albCU(PUIIMPOBAHHBIX U KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB
Y TOBAPOB AIITEYHOI'0 ACCOPTUMEHTA

MeTobl MorcKa 1 OLIEHKH (apMarieBTUIeckoi HH(pOpMaIim, B TOM YHCIIE B pecypcax C
nHpopManuei o 3a0paKOBaHHBIX JIEKAPCTBEHHBIX CPEJICTBAX M TOBApax alTeYHOTO
aACCOPTUMEHTA

MuHUMaIbHBINA ACCOPTUMCHT JICKaAPCTBCHHBIX IIPCIIapaToB, HCO6XO,Z[I/IMLIX JJIAA OKa3aHHUA
MCHHHHHCKOﬁ IIOMOIIH, YCTaHOBJ'IeHHHﬁ YHOJIHOMOYCHHBIM q)eﬂepaJ'IBHBIM Opranom
HCIIOJIHUTEILHOM BIACTH

[Tpuniuns! papmakoTepanuu ¢ yaeToM papMakKOKHHETUKH U (papMaKoIMHAMHUKH
JIEKapCTBEHHBIX CPEJICTB

[lepeueHb )XKM3HEHHO HEOOXOJUMBIX M BaKHEHIIHNX JIEKAPCTBEHHBIX IIPETapaToB

Hepequb TOBAPOB, PA3pPCHICHHBIX K ITPOJAKE B AlITCUHBIX OPraHU3allHUiAX HAPSAAY C
JICKAQpCTBCHHBIMHU ITpCIIapaTaMu

MeTtob1 1 criocoObl THGOPMUPOBAHUS MTOTpedOUTENEH

®opmatsl U GopMbl HHOOPMALIMOHHBIX MEPOTIPUSATUH 711 MEIULIMHCKUX PaOOTHUKOB U
HaceJIeHus

OCOOEHHOCTHU Pa3IMYHBIX LIEJIEBBIX IPYIII

OCHOBBI 1€7T0BOTO OOIIEHUS U KYJIbTYPbI, MPO(HEeCCUOHATBLHOMN MCUXOJIOTHU U 3THKU U
JEOHTOJIOTUN

OHCHKa IICUXOTHIIA HOTpe6I/ITeJ'I$IZ BO3pPACTHBIC U COIMUAJIBHO-TICUXOJIOTHYCCKHUEC
0COOEHHOCTH JIUYHOCTHU

OcobeHHOCTH BOCTIPUATHS HH(POPMAITUH JIIOABMHU PA3TUYHBIX HALIMOHATIBHOCTEH U
KoH(peccuit

Apyrue
XapaKTCPUCTHUKHU

CobmroieHue MOpalibHO-3TUYECKUX HOPM, IIPUHIUIIOB METUIIUHCKOMN U
(bapManeBTHYECKOW JCOHTOJIOTUU B paMKaxX MpoheCCHOHATFHON IeATEIIbHOCTH

3.5.6. TpynoBas pyHKuHsA

HanmenoBanue

IIpoucxoxnenue
TPYIOBO# (HYHKIMU

VYrpasnenue (GUHAHCOBO-DKOHOMHUYECKOM VY poBeHb
JeATEeTLHOCTBIO (DapMaIieBTUHIECKOM Kox | E/06.7 (moypoBeHs) 7
OpraHu3anuu KBaTU(pUKALUU
Opurunan X 3aMMCTBOBaHO

H3 OpUuruHalia

Kon opurunana PerucrpanuoHHbiii HOMEp
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TpynoBeie nelcTBUA

OnpeneneHne CTOYHUKOB MHPOPMAITUH JIJISl TIOJTOTOBKH OOOCHOBAHHOTO OOKETA

dopmupoBaHue Or0KETa 110 HAPABICHUSIM TEKYLIEH eATeNbHOCTH (apMaleBTUYECKOM
OpraHu3alNH

[IpencraBnenue 0r0keTa Ha COTVIACOBAHUE U YTBEPKACHHE (IIpU HEOOXOTUMOCTH)

WHubopmupoBaHue UCTIOIHUTENEH 00 yTBEp)KICHUH Or0KeTa

Kontposb ucnonaHenus ctateit 010/pKeTa Mo HalpaBICHUIO TEKYIIEeH NeATeIbHOCTH ISt
ONpPEACICHUSI BO3MOXHOCTH MUHUMHU3ALUH H3EPKEK

BrisBiienne cirydaeB OTKJIOHEHUN OT OFOKeTa, BRIICHEHHE MMPUYMH U pa3padoTKa
PEKOMEHIAlUiA 110 HEOOXOIMMBIM KOPPEKTUPYIOITUM U TIPSy ITPEIKIAIOIINM TeHCTBUAM
10 PE3yJIbTaTaM BBISIBJICHHBIX OTKIOHEHUI

[IpencraBnenue nHGopMaKy O BHITOJHEHUU OFO/KETa B YCTAHOBIEHHOM MOPSIKe (TIpH
HEOOXOIUMOCTH)

OpFaHI/I3aIII/I$I IIOATOTOBKH OTYETHOCTH, CBSI3aHHOM C HCIIOJTHCHHEM 6IO)I)KGTa

AHaIM3 UCTIOTHEHUS OI0/KETA T Oy ayIero 010 KETHOTO TUIAHUPOBAHUS

BrrsiBieHue ciaydaeB HEleeBOro UCTOIb30BaHUS OIO/KETHBIX CPEJICTB U IPUHATHE
COOTBETCTBYIOIIUX MEP

Heobxonumele
YMEHUSA

[TpoBoMTH pUHAHCOBBINM aHAIN3 AEATEIHHOCTH (hapMaleBTHUECKONW OPTaHU3aIIH

OreHrBaTh CUTYAIMIO ¥ TIPOTHO3UPOBATH €€ PA3BUTHE, BHIPA0ATHIBATH BAPUAHTHI
(MHAHCOBBIX PEIICHUN U OLIEHUBATh PUCKH, CBSI3aHHBIE C UX peau3anueit

OHCHI/IBaTL 3(b(1)CKTHBHOCTB MPUMCHCHUA MCTOIOB (I)I/IHaHCOBOFO IJIaHUPOBAHUA ITPU
IIOATOTOBKE 6IO,Z[)KCTa (I)&pM&LICBTH‘-ICCKOfI OpraHru3anun

AHaNM3UpOBaTh U MPOTHO3UPOBATH CTPYKTYPY AOXO0B M PACX0J0B (hapMareBTHIECKOM
OpraHu3aluu

OrneHnBaTh 000CHOBAHHOCTH (POPMHUPOBAHUS CTPYKTYPHI OFO/DKETa (hapMarieBTUIECKON
OpraHu3aIuH

Ocy1ecTBISITh KOHTPOJIb POPMUPOBAHUS U HCIIOTHEHUS Or0pKeTa (hapMaleBTHIECKOM
OpraHM3aIliH, TPOBOAUTH CBOEBPEMEHHYIO PabOTy MO MPOBEICHUIO0 KOPPEKTUPYIOIIUX H
NpeaynpEXAAIOMNX JEUCTBUI 110 PE3YIbTATAM BbISIBICHHBIX OTKIIOHEHUHN

ObecnieunBaTh ¥ MPOBOJUTH CHCTEMAaTUYECKYIO OLEHKY 3(PPEKTUBHOCTH MEPOIIPHUITHIMA
10 00ecTeyeHIo U YIy4IlIeHHI0 KauecTBa (PMHAHCOBOIO IIAHUPOBAHUS

Heo0Oxonnmeie
3HAHUA

OCHOBHEBIE HaIpaBJICHUS FOCYHapCTBCHHOﬁ COHI/IaHLHOﬁ n (bI/IHaHCOBOfI IIOJIMTHUKHU B
obnactu JICKaApCTBCHHOI'O obecreyeHus

HHCcTUTYIMOHATIBHBIE HOPMBI B Cepe peryIupoBaHus UHAHCOBO-3KOHOMUYECKOMH
JESITeIbHOCTH (hapMalleBTHUECKUX OPraHU3aINi, TOJ0KEHUS HOPMATUBHBIX MPABOBBIX
aKTOB, B TOM UHUCJIE€ B COOTBETCTBUH ¢ COIJIallIeHneM O eIMHBIX IPUHLUIIAX U [TpaBUIIax
oOpallleHus JIEKAPCTBEHHBIX CPEICTB B paMKax EBpa3uiickoro SKOHOMHUYECKOI0 CO03a

DUHAHCOBBIN MEHEIKMEHT U CTPATErMYECKOE TUIAHUPOBAHUE

VYnpaBieHueckuid, GUHAHCOBBIN, OYXTaITEPCKUI U CTATUCTHYECKUH yUeT B
(hapMareBTHUECKOM OpraHu3aIuu

Mertoap! purancoBoro ananusa. [IpueMsl pacueToB aHATUTHIECKUX KO (UIIMEHTOB B
(UHAHCOBOM aHaIIN3e

TexHonoruu pa3paboTKH y4eTHOU HOJIUTUKU

CrpyKTypa 10X0/I0B ¥ pacX0JI0B allTE€YHON OpraHU3alMH, PE3yJIbTaThl
X035 CTBEHHO-(DUHAHCOBOM JEATEILHOCTH. Y IIPABICHUE PACHIPEACICHUEM I
MCI0JIb30BaHUEM IPUOBLIN

TpeGoBaHMsI K COCTABJICHHIO CBOAHOTO OrO/KeTa U Oaanca GapMarieBTHIECKON
OpraHHu3aIiK

TpeboBanus k popmupoBanuio 3hHEKTUBHON CUCTEMBI CTUMYJIUPOBAHUS IEPCOHAIA

TpeboBanus K cUCTEME BHYTPEHHETO KOHTPOJIS UCTIOTHEHUS OI0/KETa U €ro
MOHUTOPHHIA

TexHo0rUK KOHTPOJISI UCIIOJIHEHUS 010/ KeTa (hapMalleBTUYECKON opraHu3alun

Tpe6OBaHI/IH K BCACHUIO U MMPEACTABICHUIO JOKYMCHTAIIUU (bHHaHCOBOﬁ, CTaTUCTUYECKOU
n 6yXFaHTepCKOﬁ OTUCTHOCTHU, CTPYKTYpa U COCTAaB OTYETHOM JOKYMCHTaUU

WNudopmanroHHble CHCTEMbI 1 HHPOPMAIIMOHHBIC TEXHOJOTHH, UCTIOIb3YEMbIC B
(hapMareBTHYECKON OpraHu3anun

Hpyrue
XapaKTEPUCTUKH




IV. CBenenusi 00 opranuzanmsix — pa3padoruynkax npoeccuoHAJIbHOT0 CTaHAapTAa

4.1. OTBeTCTBEHHAsI OPraHU3ANUA-PA3PAOOTUHK

Coro3 (hapManeBTHUECKUX paOOTHUKOB T10 COJACHCTBUIO pa3BUTHUS Mpodeccuu U GhapMaleBTHISCKOW 0Tpaciu
«Haunonansnas @apmanesruueckas [lanara», ropon Mocksa

4.2. HamMmeHoBaHMs1 OpraHu3alMii-pa3padoTYnKoOB

1 ®enepanbHOE rocyaapcTBeHHoe OroxeTHoe yupexaenne « BHUU tpyna» Muntpyna Poccun, ropon
Mocksa

2 ®denepanbHOE TOCYIapCTBEHHOE aBTOHOMHOE 00pa30BaTEIbHOE YUPEKICHUE BBICIIEIO 00pa30BaHHSA
«Poccwuiickuil yHUBEpCUTET Opy>KOBI HAPOIOBY», ropo MockBa

3 ®denepalibHOE IOCYJAPCTBEHHOE aBTOHOMHOE 00Pa30BaTEIbHOE YUPEKIEHUE BBICIIETO 00pa30BaHUs
ITepBbiii MOCKOBCKHUIA rOCyAapCTBEHHBIN MeAUIIMHCKUM yHUBepcuTeT uMeHn .M. CeueHnoBa
MunuctepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu (CeueHOBCKUN YHUBEPCUTET)

4 Acconmanus UHIYCTPUH TOBAPOB i 310poBbs (ANUT3)
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