MHHIICTEPCTBO 10CTHIIR POCCHHCKOR OETEPAIIIY
SAPETHCTPUPOBAHO

Peructpanuonusii No </ 77 05
or UF (214 Leclo/

MMHHCTEPCTBO TPYJA H COIIMAJILHOM 3AINHATHI ~
POCCHMCKOMN ®EJEPAITAH

IIPUKA3

@7@_@@ w It

MockBa

06 yTBepskIeHHH Npo¢ecCHOHATBHOIO CTAHAAPTA
«IIpoBu3op»

B coorBerctBHM ¢ IyHKTOM 16 IlpaBun pa3pabGoTKy, YTBEpXKICHHS H
NpUMeHeHHs Ipo(ecCHOHANBHBIX CTAHAAPTOB, YTBEPXKIECHHBIX IIOCTaHOBICHHEM
IIpaButensctBa Poccuiickoit ®enmepauu ot 22 sHBaps 2013 r. Ne23
(Cobpanne 3akoHOnatenscTBa Poccuiickoit ®@eneparum, 2013, Ne 4, cr. 293;
2014, Ne 39, c1. 5266), npu K a3 b Balo:

Y TBepAUTE IpUIaraeMblii IpodeccuoHaNbHbBIH cTannapT «I[IpoBuzop».

Mumnuctp A. Tonmmnue

| KOTIUS BEPHA

H
i Koty mam oomero 0140




VYTBEPX/IEH
npukazoM MuHuUCTEPCTBA
TPY/Ja ¥ COLHAIbHOM 3alIUThHI
Poccuiickoii ®enepanuu

oT _»{/%@2015 r. N I
[TPO®ECCUOHAJIBHBI CTAHIIAPT

IIpoBHu3op
813
PerucTpamoHHsiil HOMEp
Conepxanne

L. OOIITHE CBEIEHMEI. ... . cvenerrrrrieriiiieesesssssssrereeesseesessssssssmmmstssssssssessssssssessesssssesssssasssossssesssssssssssasssstsnsessnmmnssens 1
II. Onucanne TpyXOBHIX QYHKIUH, BXOIAMMX B NIPOPECCHOHATBPHBINA CTaHAAPT (PYHKIHOHATIBHAS KapTa
BUZIA TPOQECCUOHATHHOMR JEATEIBHOCTIL) «e.vverererveerereasssasassesssensessesssessessesssasssesssassessasssesssessassesssnssesserasnessenes 3
III. XapaxTepucTHKa 0O0OMIEHHBIX TPYAOBBIX QYHKITHH. ... .ecovruereencrseruereaseesscresansessseeseesessacersasesessansensssens 4

3.1. O606mennas Tpynosasd pynkmus «Ksanmuounuposannas papManeBTHIECKas IOMOIIL HaCEECHHIO,
nanyeHTaM MEIMIHHCKIX OpraHu3allHil, paboThl, YCIIyrH HO NOBEACHHUIO JIEKApCTBEHHBIX IPENapaToB,
MEIUIMHCKHX M3JENUi, IPYTHX TOBapPOB, Pa3pEHICHHAIX K OTIIYCKY B alITCYHBIX OpraHH3aIMIX, 10
KOHEYTHOTO TOTPEOHMTEIID) «-e-evveeeureeruressressaasessesssssssasessasssssessssssssssssesessasesssssasssssssssssssssesssesasasssssesssnessssosss 4
IV. Ceenenns 06 opram3amisix — pa3paboTuukax IPO(YECCHOHATHHOTO CTAHAAPTA «.covereveceveraresevenesens 15

I. O01He cBeaeHus

02.006 (

e s, e s sk

Opranusanus 4 Benienre GpapManeBTHIECKOH JeSTeNBHOCTH B chepe oOpamieHns
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(HaMeHOBaHME BUNIa IPOQECCHOHANBHOMN JeATENHHOCTH) Kon

OcHoBHA4 11T BHOa HpO(l)CCCHOHaJILHOfI ACATCIILHOCTH:

Obecreuerne HaceNeH s, METUIMHCKUX ¥ IPYTHX OpraHH3amuil 6e30MacHEME, 5 EKTHBHLIMH K
Ka4eCTBEHHBIMH JIEKAPCTBEHHBIMHE NIPeiapaTaMy, B TOM YHCJIE€ H3TOTOBJEHHBIME B AITEYHbIX
| OpTaHH3aliisX, ¥ IDYTUME TOBapaMM aNTeTHOT0 aCCOPTUMEHTA
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47.73 Toproeis po3sHUYHAs JTEKAPCTBEHHBIMA CPEICTBAMH B CIIEIMATM3HPOBAHHBIX
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MarazuHax (anTekax)

47.74 Toproens po3Hu4HAs U3ACTAAME, IPUMEHAEMBIMA B MEIUIIMHCKAX UEIIX,
OpTONEAMIECKUMH M3JCIHUSIMY B CIELHAIM3HPOBAHHbIX MarasnHax
JlesTenbHOCT B 00J1aCTH MEAUIUAHEI TpoYast
o (KOZ OKBSI?S ) (:aymenonaﬁnenmna 3KOHOMMYECKOH NEATEILHOCTH)
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ITI. XapakTepucruka 000011eHHBIX TPYAOBBIX GyHKIMH

3.1. O6o6mennas TpyaoBas GyHKINS

+ KpanmuuimpoBaHHas papMalieBTHYECKas TIOMOIIb ‘
HaceJIeHUIO, NalleHTaM MEIUIIMHCKHX §
opraHu3auui, paboThl, YCIYTH IO JOBEICHHIO ; Vposers
Haumenosanue JIEKapCTBEHHBIX NPENApaTOB, METUITHMHCKHX Kon i A R — 7
W3JIeJIHH, APYTUX TOBAPOB, Pa3pelIeHHBIX K |
' OTIYCKY B allTEYHBIX OpraHu3allugX, J0 KOHEYHOI0 ;
noTpebuTeNs |
Hg OGHCXO)KI[SHHC N Operrsman X 3alUMCTBOBaHO
ODOOIICHHOH TPYXOBOH W3 OpUTHHANA
PyHKUIR e ROV -
Kon PerucTpanuoHHbiil HoMep
OpUTHHaNAa NpOQECCHOHATLHOTO CTAHAAPTA
Bo3moxHbIe IIpoBu3op
HaVMEHOBaHUS [IpoBusop-Texsosor
JOJDKHOCTEH

TpeboBanus x
. 00pa3oBAHUIO B
_0byHermo

Tpeboranus k onerTy
IpaKTHYIeCKOH paboThI

Bricmee o6pasoBaHue — cienuantnTeT
[loBbleHAE KBATH(HUKALNA HE PEXE OMHOTO pa3a B [T JIET B TEYeHHE BCEi
TPYHOBOH IEATENLHOCTH

Ocobrle ycmoBus
Jonycka K pabore

IIpoxoxaeHre 06s13aTeNBHBIX IpeIBAPATENBHEX (IPH MOCTYILUICHAH Ha
paboTy) ¥ EPHOMMIECKHX MEIULMHCKIX OCMOTPOB (obcnenopanuit), a
TAIOKE BHEOYECPEAHBIX MEAULMHCKIX OCMOTPOB (00CIEIOBAHUIA) B HOpPSIIKE,
YCTaHOBJICHHOM 3aKOHOAaTenbcTBOM Poccuiickoit ®enepanuu’

Jpyrue xapakTepucTHKY

ITpodeccHoRaBHOE pa3sBUTHE CHEHUATIUCTA!

/1711 IpoecCHORATLHOTO POCTa M IPUCBOEHHS KBATH(DHKAIORHOH
KaTeropuH (BTOPOH, IEPBOH H BBICIIEl) TpeOyeTcsl BHIIONHEHHE KpPHTEpPHEB
COOTBETCTBYIOIIMX CIIEITUAILHOCTH.

OCHOBHBIE Iy TH HOBBILCHHUS KBATH(DHKAIHH:

- IpOTpaMMbI NOBBIIECHHAS KBATH(DHUKAIHH;

- IPOrpamMMbl IPOGECCHOHANBHOM TIEPEIIOArOTOBKH;

- CTRXXHPOBKH,

- TPEHUHTH B CHMYJIIIIMOHHBIX IIEHTpPaX;

- HCTIOJIb30BaHUE COBPEMEHHBIX JUCTaHIMOHHBIX 00pa30BaTeIbHbIX
TEXHOJIOTHif (00pa3oBaTeNbHBIA IOPTAI K BEGHHADEI);

- Y9acTHe B KOHIpeccaX, KOHQEepeHIHIX, MacTep-KiIaccax

2

HOHOJIHI/ITCJILHBIC XapaKTEpHCTHKH

HaWMeHOBaH e ToKyMeHTa Koxn Haumeroanue 6230B0M rpyIIIsl, 0JDKHOCTH (Ipodeccrn)
R WK COCLMATBHOCTH
OK3 2262 IIpoBu3opsr
. EKC* B N - _IIpoBusop B )
COKILOATP? 25850 HpOBn;(;iS”N e




25856 IIpoBH30p-TEXHOJIOT
OKCO® 060108  dapmaues

3.1.1. TpynoBas ¢pynxumms

OnToBast, pO3HAYHASA TOPrOBIIA,
JNeKapCTBEHHEBIX ’ VpoBeHk

HamMmeHOoBaHUE OTIycK P , Kon (nomypoBeHs) 7

IpenapaToB U APYTHUX TOBapOB R ———

anTe4yHoro acCOPTHMEHTa o
IIpoucxoxaenue TpyRoOBOH o 3auMCTBOBAHO

MTHHAT X
(1132319412051 P W3 OpHUTMHAIA
Kon opurunana Peructparmonssiii Homep
po(ecCHOHATLHOTO

CTaHxapTa

Ffpynwme meiicteus | PapMalleBTHYECKas SKCIEPTH3a PEIEITOB, TpeOOBaHMIA, IPOBEPKa 0)OPMIICHHS
IpONKUCH, criocoba NpUMEHeH s H 6e30I1aCHOCTH JIeKapCTBEHHOTO IIpenapara B

' OTHOIIECHMH JIEKAPCTBEHHOH (OPMEL, JO3UPOBKH, B3AHMOIEHCTBHS C IpyruMu
npenaparami, YKa3aHHBIMH B penienTe .

: Koncypranuu no rpymnam JeKapCTBEHHBIX IIPENapaToB ¥ CHHOHMMAM B paMKax
OTHOTO MEXAYHApOAHOI0 HEMATEHTOBAaHHOIO HAUMEHOBAHHS ¥ IIeHAM Ha HUX

" Posnuunas npomaka, OTIYCK IEKapCTBEHHBIX NPENAPaToOR IO PELENTaM | 6e3

. penenTa Bpaya, ¢ KOHCYJIbTalUeH 110 CrI0CO0y IPAMEHEHMS, IPOTHBOIIOKA3aHUAM,

| TOOOYHBIM NEHCTBUAM, B3aHMOACHCTBHIO C MHAIIEH M APYTHMHE IPyIIIaMi
JICKaPCTBCHHBIX IPENAapaToB ¥ APYTHX TOBAPOB aTEYHOI'O aCCOPTUMEHTA

' TakcHpOBKa penenToB ¥ TpeGoBaHMH

ir_f_erncrpanml PELeNTOB U TpeOOBaHUM B YCTaHOBICHHOM HOPSAIKE

| KoHTpoJIk IpH OTITyCKE JIEKapCTBEHHOM GOPMEI (COOTBETCTBHE HAMMEHOBAHMS
. penenTy/TpeGoBaHuUIo, I03UPOBKY HAPKOTHYECKHUX CPEICTB, ICHXOTPOIHEIX,

' SUTOBUTHIX ¥ CHJTBHOJIEHCTBYIOMIMX BENIECTB BO3PACTY MAIMEHTA, NEJOCTHOCTH
. YUAKOBKH, IDAaBUILHOCTA MapDKUPOBKH)

an/IHHTI/IC PEMICHHS O 3aMCHE BEIIIUCAHHOIO JICKapCTBCHHOT'O MIpernapara Ha
., CAHOHMMHYHEIC UM aHAJIOTUYIHEBIC IIp€niaparsl B YCTAHOBICHHOM IIOPSOKE

" BHyTpeHHHI KOHTPOIIS 32 COBIIOEHNEM TIOPSIKA OTITYCKA IEKAPCTBEHHEIX
. IpenapaToB U TOBApOB aNTeYHOr'0 aCCOPTUMEHTA

Jleonpou3BOACTBO IO BEAECHUIO KACCOBBIX, OpraHU3allHOHHO-PACTIOPSANTENbHBIX,
* OTYETHBIX JOKYMEHTOB

OnroBas IpoJiaKa JICKApCTBEHHBIX CPELICTB U TOBApOB allTCYHOI'0 aCCOPTHMEHTA

IIpennponaxuas IOArOTOBKA, OpraHU3aLMS U IPOBEIEHAE BBIKIAIKY
* ICKApCTBEHHBIX IIPENAPATOB ¥ TOBAPOB aNITEYHOrO aCCOPTHMEHTA B TOPrOBOM
3aJ1e/BUTPUHAX OTIEJIOB

. Mizydenne crpoca ¥ OTpeGHOCTH Ha pasiIiyYHble IPYIIIE JJeKapCTBEHHbX
IpenapaToB U IPYI'HX TOBAPOB alTEYHOTO aCCOPTUMEHTA

ObpaboTka 3asB0K OpraHuM3alMil i HHAUBHIYATLHEX NpeIIpHHAMATENEH,
HMEIONTHX JIMIEH3HIO Ha (apMalleBTHYECKYIO JeATEIbHOCTS

OTmycK JeKapCcTBEHHBIX IPEIIApaToB U APYTHX TOBAPOB AlITETHOTO aCCOpPTHMEHTA
B MOApa3/eNIeHHs MEIUITMHCKAX OpraHM3alyil

Heo6xonumere I/IHTCpHpeTHPOBaTB HNOJIOXEHUA 3aKOHOAATEIbHbBIX aKTOB B APYTHX HOPMaTHBHEIX
YMECHUSA IIPaBOBBIX aKTOB, PETYJIHPYIOMIUX o6pameHHe JICKapCTBCHHBIX CPEIOCTB U TOBApOB
anTe4YHOro aCCOpTUMEHTA




IpoBoauTs hapManEeBTHIECKYIO 3KCIIEPTH3Y BCeX HOPM pellenToB/TpebOBaHMit Ha
COOTBETCTBHE JICHCTBYIONIMX HOPMATHBHO-IIPABOBEIX AKTOB
TIpOBOAMTH TAKCHPOBKY PENENTOB U TpeOoBaHUH
OcCyIecTBIATh Y4€T ¥ OTIYCK JIEKapCTBEHHBIX CPEICTB U APYTUX TOBAPOB
aITeYHOro aCCOPTHMEHTA B alITeYHBIX OPraHH3alUsIX B COOTBETCTBHH C

' YCTAHOBJICHHBIMHU TPeOOBaHUSIMH

. IIpoBoHTH OLIEHKY JIEKapCTBEHHBIX NIPENapaToB X TOBAPOB AlITEYHOTO

. @CCOPTHMEHTa II0 BHEIIHEMY BHIY, YIaKOBKe, MADKHPOBKE

' OCyIIECTBIATh MPEANPOAAKHYIO IIOATOTOBKY U BBIKJIAIKY JIEKaPCTBEHHBIX

| IIpenaparoB M TOBAPOB AITEYHOrO aCCOPTHMEHTA B TOPTOBOM 3aJle/BHTPHHAX

. OTZIENOB B COOTBETCTBHH C ACHMCTBYIOIIMMHA HOPMATHBHLIMH PAaBOBBIMH aKTaMH U

| paBuIaMu XpaHeHHs L

BecTtu KaccoBble, OpraHM3alllOHHO-PaCIIOPSIUTENBHBIE, OTICTHBIE JOKYMEHTEI K

HOpPMaTHBHbIC IPaBOBhIE aKTHI B 00JaCTH (apMaruy

BecTH npeMEeTHO-KOIMYECTBEHHEIH YUeT JIeKAPCTBEHHEIX IIPENapaToB

. OcymiecTBnaTh 3@ hEeKTHBHBIE KOMMYHHKAIIMK B YCTHOH H MMCHMEHHOR (opMax

' Ha rOCYZapcTBEHHOM S3BIKE C KOJUIEraMy, IPYIEMHE PabOTHHKAMHU

| 3PaBOOXPaHECHHAS M NAHEHTAMH IIPH PEIeHAN NPOheCCHOHATBHBIX 3334

| AHaIM3UPOBATh U OLCHUBAThH Pe3yJIbTaThl COOCTBEHHOM JESTEIBHOCTH,

| iesATeNBHOCTH KOJUIET U APYTUX PabOTHHKOB I IIPEIyTIPErACHHS

| Ipog)eCCHOHATBHBIX OMMOOK H MUHHMM3aUHK PACKOB U1 NallHeHTa _
CaMOCTOSATENLHO IIAHAPOBATH M OPraHAU30BBIBAThH CBOIO IIPOH3BOICTBEHHYIO

| IEATENIHOCTD H 3Q(QEKTHBHO PACIPENENATH CBOE BPEMS

+ [Top30BaTHC KOMIBIOTEPH3HPOBAHHBIME CHCTEMaMH, HCIIOIb3YIOIIMMHECS B

. UTCTHRIX OpTAHM3allAAX = —

i [1o/1b30BaTECS COBPEMEHHBIMM HH(OPMAIHOHHO-KOMMYHHKAITMOHHBIMH

| TEXHOJIOTHAMH, IIPHKIAAHEIME IPOTPAMMAMHE 0becTeueH s (hapMaleBTHIECKO

| NesATeNBHOCTH JULS pemenns NpodecCHOHATbHBIX 3aad

* OCYMEeCTBAATS Y4ET ¥ OTIYCK JIEKAPCTBEHHBIX CPEICTB M APYTHX TOBApOB
aITeYHOI0 aCCOPTHMEHTA B AlITCYHBIX OPTaHHM3alUsIX B COOTBETCTBHH C

| YCTaHOBJIEHHBIMH TPEOOBAHUSIMH

i

Heobxonumelie IlonoKeHus HOPMaTHBHBIX IIPABOBBIX aKTOB, PETYIHPYIOMIMX 0OpalIeH e
3HaHUS JIEKapCTBEHHBIX CPEICTB K TOBAPOB alTEYHOI'0 aCCOPTHMEHTA, BKIIOYast
BBIIHCHIBAHKME PELENTOB/ TpeGOBAHHI, OTITYCK JIEKapCTBEHHEBIX IPENaparoB,
MEIMIHHCKUX M3/IE/IMA H UX XpaHEHHe
CoBpeMeHHEI# aCCOPTUMEHT JIEKapCTBEHHBIX IPETIapaToB B TOBAPOB AlTEYHOTO
aCCOPTHMEHTA M0 Pa3InIHbIM (hapMaKOJIOTHIECKHM IPYIIIIaM, BX
XapaKTePUCTUKH, MEIUIMHCKHE IIOKA3aHHS U CIOCO0 NPUMEHEHHS,
IIPOTHBONOKA3aHMsl, IOOOUHBIE NEHCTBHS, CHHOHUMBI H aHAJIOTH
TpeGoBaHus K Ka4ECTBY JEKAPCTBEHHBIX CPEICTB K MaPKAPOBKE JIEKAPCTBEHHBIX
CPEICTB H K IOKYMEHTaM, IIOATBEPKAAIOIIMM Ka4eCTBO JIEKAPCTBEHHBIX CPEICTB U
_APYT'HX TOBapoB anTCIHOro aCCOPTUMEHTA e e ]
TpeboBanys K BEAEHMIO IPEIMETHO-KOTHIECTBEHHOTO YUETa JT€KAPCTBEHHBIX
IpenapaToB
TpeGoBanus K BeAEHHIO OTIETHOH JOKYMEHTAIMH B (apMaIleBTHIECKHX
_ OpraHH3alysX, MPOECCHOHATBEHOE NENONPOR3BOACTBO e
VIH($OpManzoHHO-KOMMYHHKAIHOHHEIE TEXHOJIOTHE ¥ KOMITBIOTEPM3HPOBAHHEE |
CHCTEMBI, HCTIONB3YIONIHECS IIPH OTIYCKE JIEKAPCTBEHHBIX NIPEapaToB U TOBApOB
anTeYHOI0 aCCOPTHMEHTa, COBPEMEHHBIE METOBI IIOMCKA U OIICHKH
‘bapmanesTHdeCckol HEOpMAIEH




CoBpeMeHHBIE METOIB! ¥ MTOIXOIBI K 00eCTIeueHHIO KauecTBa (papManeBTHIECKOM
TTOMOIIHA
TexXHOJIOrHs 1eKapCTBEHHBIX IIPeNapaToB ¥ OCHOBEI OrodapManiu
I1paBuna neHoo6pa3oBaHys 1 IEHE Ha JIEKapCTBEHHBIE CPEJICTBA M TOBAPHI
aNTeYHOI0 aCCOPTHMEHTA
- OcHOBBI ()apMaNeBTHIECKOTO MEHEIDKMEHTA, JeJI0BOr0 OOMIEHHUS U KYJIBTYDHL,
. IpoecCHOHANLHON IICHXONOTHH B STHKH, hapMaleBTHIECKOM TEOHTOIOTHH
- MepyaHai3yHr B aNTeYHbIX OPrafu3amsax
. TpeboBanms oxpaHbl Tpya, OXXapHOH 6€30MaCHOCTH, NOPSANOK AeicTBHil Ipy
Ype3BBYANHBIX CHTYAITHIX
CanuTapHO-3IHAEMHOJIOTHYECKUE TPEOOBaHUA K OPTaHU3AIMH OIITOBOM 1
PO3HHYHOH TOPIOBIIH JICKAPCTBEHHBIME CPEACTBAMH H TOBapaMH alTeIHOro
accOpTHMEHTa
- PapManeBTHIECKUH MapKETHHT
' ITopa/moK 3aKyIIKy ¥ IIpUEMa TOBAPOB OT IIOCTABIUKOB, y4eTa ¥ HHBEHTAPH3aLHH,
! YCTaHOBJIEHHOM B OpraHH3aliH, BKIIIOYas OQOPMIICHHE COOTBETCTBYIOMEH

- + TOKYMECHTaIlHH
Hpyrue ,C06J11011eHHe MOpaJILHO STHUECKHX HOPM B paMKax IIpOGECCHOHAILHOH
XapaKTEepUCTHKH . IESATEIbHOCTH

. Toprosns, oTImyck IeKapCTBEHHBIX NpENapaToOB M IOPYIHX TOBApOB ANTEYHOTO
accopmmeHTa B 000COONEHHBIX NOApPA3NENCHMAX MEIUIIMHCKHX OpraHM3allMii
MO)I(CT OCYIIECTBIATHCS Mennunﬂcmm pabOTHHKOM C JONONHUTEIHHBIM
npoq)eCCHOHaﬂLHLm o6pa3oBanyeM’

3.1.2. TpynoBas pyHKIHS

IlpoBenenue mpueMoOYHOr0 KOHTPOJISA v
! OBEHb

IIOCTYTIAIOIIMX B OPraHU3allHIO p
HaumeHoBaHue m p al Kon | A/02.7 (nOZYpOBEHE) 7

JIEKapCTBEHHBIX CPEACTB U APYTUX | KBanHUKALTHE

TOBApOB allTEYHOI'O0 aCCOPTHUMEHTA

eHu S [ 3ammcreoBaRO T
IlpoucxoxneHne TpyIoBoi Operanan X 3aUMCTBOBaHO
¢byHKUMR | w3 OpHrHMHaNA N o o
Kon opurunana Pemcrpaunonmm HOMEp
npoheCCHOHANBHOTO
CTaHgapTa

TpyznoBble neucTBus ITposeneHne NpHEMOYHOTO KOHTPOIIS MOCTYHAXOIIHX JICKapCTBCHHLIX CPEACTB

H IPYTHX TOBapOB allTCYHOI'0 aCCOPTUMEHTA M IIPOBEPKH COIIPOBOAUTENHHEIX
JOKYMCHTOB B YCTAaHOBJICHHOM HOPSIKE

Nznarue u3 06paIIIeHH5{ JICKapCTBEHHBIX CPEICTB M TOBAPOB alITEYHOTO
aCCOPTHMCHTA, IPUIICAININX B HETOAHOCTD, C HCTEKIIUM CPOKOM I'OOHOCTH,

| pamcHUIEPOBAHHOH, KOHTpadaKTHOH U HENOOPOKATECTBEHHON NPOXYKIKH
Perucrpanus pesyn»TaToB IPHEMOYHOTO KOHTPOJIS OCTYIIAIONIHAX
JIEKapCTBECHHBIX CPEJICTB U APYTHX TOBApPOB alITEYHOTO aCCOPTHMCHTA B
YCTaHOBJICHHOM IOPAIKE

- IlpeMeTHO-KOMHYECTBEHHbIH yIeT JeKapCTBEHHBIX CPEICTB
Heobxomumele ymenus | VIHTepIpeTHPOBATH OJOKEHAS HOPMATHBHEIX IPaBOBLIX aKTOB,
PETYIHPYIOIINX 06pameHne JEKAapCTBCHHBIX CPEACTB H TOBAPOB AlITEIHOI'O
aCCOPTHUMCHTAa




HeobxoauMeie 3HAHUA

[IpoBOAUTSH OLIEHKY JEKApPCTBEHHBIX CPEACTB 10 BHEMTHEMY BHJIY, YIIaKOBKE,
MapKHpPOBKE, IPOBEPATH CPOK 'OJHOCTH IEKAPCTBEHHBIX CPEACTB U JPYTUX
TOBapOB aUTEYHOI'0 aCCOPTHMEHTA L

TIpoBOUTH IPOBEPKY COIPOBOMUTENLHOM JOKYMEHTAIIMY

I/IHTepnpemposaTL M OIICHHUBATH PE3YJIbTAThI HCIBITAHU] JICKapCTBECHHBIX
CpCACTB, YKa3aHHBIC B COHpOBOI.[I/ITeJIBHOﬁ JOKYMCHTAIIUH

OdopMiIaTh JOKYMEHTAHIO YCTAHOBIECHHOTO 00pasla 110 IPUEMOYHOMY
KOHTPOJIIO JIEKAPCTBEHHBIX CPEICTB, MEAULHHCKHMX H3IEIHH, GHOIOrHIeCcKH
aKTHUBHBIX J00aBOK M JIPYT'HMX TOBAapOB aTEYHOIO aCCOPTUMEHTA IO U3BATHIO
MPOXYKIMH U3 o0panieHus

BecTH npeIMETHO-KOIWIECTBEHHBIH YUET JIeKapCTBEHHBIX CPEICTB

OcymecTBIATh 3¢ (PeKTHBHIE KOMMYHHKAIMH B YCTHOH M IHCBMEHHOH dopMe
C KOJUIEraMH, APYTUMH pabOTHIKAMH 3paBOOXPAHEHNS U NAllMEHTaMH IIPH
peIeHrH NpodecCHOHANBHBIX 33124

AHaTH3UpOBaTh U OLEHUBATH PE3YIbTaThl COOCTBEHHON AEATEIBHOCTH,
JeATENLHOCTH KOJUIET ¥ IPYTHX PabOTHUKOB 3APaBOOXPAHEHH JIst
npenynpexaeHus npohecCHOHATBHEIX OIMOO0K ¥ MUHUMH3AIUH PHCKOB UL
HaleHTa

CaMOoCTOSTEIHLHO ILTAaHHPOBATh H OPraHu30BEIBATE CBOIO IIPOU3BOICTBEHHYIO

| HeATeNbHOCTD B 9 (eKTHBHO pacpeniensts ceoe Bpems
Ilonp30oBaTbes KOMITBIOTEPHU3HPOBAHHBIMY CHCTEMAaMH, HCITOJIB3YIOIMUMHUCH B
AlTCYHBIX OpraHu3aiisax

[Nonr3oBaThbes COBPCMCHHBIMHU HH(bOpMaIII/IOHHO-KOMMYHI/IKaHI/IOHHBINII/I
TEXHOJIOrHAMH, IIPAKIIaIHBIMA IPOIrpaMMaMu obecneueHus
apmaneBTIIECKOi AEATENBHOCTH /LA PElIeHrs NPO(EcCHOHATLHLX 3anad
IMon0eHus HOPMATHBHBIX IPABOBBIX aKTOB, PETyIUPYIOIIMX oOpameHue
JICKapCTBCHHBIX CPSACTB ¥ TOBAPOB aITCIHOI'O aCCOPTUMEHTA

Mertozp! aHaMH3a, HCIOIb3yEMBIE IPH KOHTPOJIE Ka4€CTBA JIEKAPCTBEHHBIX
_CpeJICTB ¥ onMcaHHbIE B I'ocyapcTBeHHOM apmakornee
TpeGoBanus K Ka4ecTBY IEKapCTBEHHBIX CPEACTB, K MADKMPOBKE
JIEKapCTBEHHBIX CPENCTB M K JOKYMEHTaM, IIOATBEPXK JAOIIAM Ka9eCTBO
JIEKapCTBEHHBIX CPEJCTB M APYTHX TOBAPOB allTEYHOr0 aCCOPTUMEHTA

CoBpeMeHHBI# acCOPTHMEHT JI€KapCTBEHHBIX IIPENapaToB M TOBapOB
alrTeYHOr0 aCCOPTUMEHTA 10 Pa3IHIHBIM (HapMakoJOrHYECKUM IpynnaM, HX
XapaKTEPHCTHKHI

PexoMeHIyeMble clIOCOOb! BRIABIEHNUS GalbCcH(PUIUPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB U APYTHX TOBAPOB AlTEYHOTO
aCCOpPTHUMEHTA

TpeboBaHUS K BEIECHHIO OTYETHOH NOKYMEHTAMH B GapMalleBTHYESCKHX
OpraHH3aIMsgX, IPO(EeCcCHOHATBHOE AEIONPOU3BOACTBO

TpeboBaHus K BEJEHUIO IPEIMETHO-KOIMYIECTBEHHOTO Y4eTa JeKapCTBEHHBIX
LPEACTB e e e e ——
WHbopManoHHO-KOMMYHUKAIIMOHHEIE TEXHOJIOTHH H
KOMIILIOTEPU3HPOBAHHBIE CHCTEMBI, COBPEMEHHBIE METOBI IIOMCKA H OICHKH
(hapMaleBTHIECKON HHPOpMAITHH

OcHOBHI (hapMaLeBTHYECKOTO MEHEDKMEHTA, AETI0OBOT0 OOIIEHHMS M KYJIbTYPHI,
npo(ecCHOHATFHOM IICUXOJIOTUH ¥ 3THKH, (apMalleBTUUECKON IEOHTOJIOTHH

[TopsAmOK TPAHCIIOPTHPOBAHUS TEPMOIAOUIBHBIX JIEKAPCTBEHHBIX CPEACTB IO
«XOJIOI0BOM IIEHMY» U CPEICTBA, HCIOIB3YeMble I KOHTPOJIS COOIIONCHHUS

| TeMOEpaTyphl




CoBpeMeHHbIe METOMBI B TTOIXO0B! K 00€CIIedeHHIO KauecTBa
bapManeBTHIECKOH TOMOIIH

ITopsnok 3aKyIIKM ¥ IIpHeMa TOBapOB OT IOCTaBIIMKOB, YCTAHOBICHHEIH B
oprammsawgd e
TpeboBauus oxpassl Tpyza, IOXKapHOH 6€30MacHOCTH, NOPANOK ASHCTBHIA IIpH
9pe3BbIYANHbBIX CHTYalUIX

CannTapHO-3IHAEMHOIOrHIeCKUe TpeOOBaHNS K OpTaHU3alliy OIITOBOK U
PO3HHMYHOM TOProBJIM JIEKAPCTBEHHBEIMH CPEICTBAMU M TOBapaMy alTEIHOIO
acCOpTHMEHTa

Hpyrue

XapaKTePHCTUKHA

CobmoneHre MOpaNbHO-3THIECKMX HOPM B paMKaX NpodecCHOHAIBHON
IOeATENbHOCTH

IIpoBeneHue INPHEMOYHOTO KOHTPOIS B 000COOJIEHHBIX NOIOpa3leNIeHHIX
MEIVIMHCKAX  OpraHu3alMii  MOXET  OCYMECTBIITHCS  MEIHUIMHCKHM
PpabOTHHKOM C IOTIOJTHATEIFHBIM NPOQECCHOHAIBHEM 00pa30BaHMEM B YacTH

PO3HHYHOM TOPTOBJIM JIEKAPCTBEHHBIMH IIPEIIAPATAMH

3.1.3. TpynoBas pyHKUIHSA

ObecneueHue xpaHeHUs Vposens
HanmMeHoBanue JIEKapCTBEHHBIX CPEACTB M IPYTHX Kon | A/03.7 (nomypoBeHs) 7
TOBApOB alTEYHOI'0 aCCOPTUMEHTa KBalHQHKALMAHN
IpoucxoxneHue Tpy ROBOH . Opuruman X J 3auMCTBOBZHO
GyHKIIHN ' - MiopwrwMama -
Kon opurunana Perucrpanmonusiit HoMep
npoheCCHOHATLHOTO
CTaHzapTa

TpynoBsie gelicTBus

CopTapoBKa NOCTYIAIOMHUX J€KapCTBEHHBIX CPELICTB, IPYTHX TOBAPOB
anTeqHOro aCCOPTUMEHTA C YIETOM X (PHU3HKO-XUMHYECKHX CBOMCTB,
TpeOOBaHHUH K YCIOBHAM, PEXUMY XpaHEHHS 0COOBIX IPYIII JIEKApPCTBEHHEIX
CPEACTB

Obecnedyernue, KOBETPOIIb COOIIONECHUS PEXUMOB M YCIOBHH XpaHEeHHUS,
HeoOXOIUMBIX JJIs COXPaHEHHs KadecTBa, 3PGEKTUBHOCTH, 6€30MacHOCTH
JIEKapCTBEHHBIX CPEACTB U APYTHUX TOBAPOB allTEIHOIO aCCOPTHMEHTA, HX
(U3HIECKON COXPAHHOCTH

W3bsaTue nexapCTBEHHBIX CPEICTB B APYTHX TOBapPOB allTEYHOI'0 aCCOPTHMEHTA,
IPUMIEIIINX B HETOJHOCTh, C ACTEKIIMM CPOKOM MOJHOCTH,
panscuHUEPOBaHHOH, KOHTpadakTHOH, HeNOOPOKadeCTBEHHOM NPOAYKIIHH

HauncieHne ecTeCTBEHHOH yObUIM IPH XpaHEHHUH JICKAPCTBEHHBIX CPEICTB
Benenue npeqMeTHO-KOIMYECTBEHHOIO YI€Ta ONPENEIEHHBIX TPYIII
JIEKapCTBEHHBIX CPECTB

Beznenne 0TYETHOH JOKYMEHTAIIMY B YCTAHOBJICHHOM IIOPSAKE

HeobxoauMele yMeHHS

HHTepnpeTupoBaTh NON0XEHAS HOPMAaTHBHEIX IIPABOBBIX aKTOR,
PEryIUpYIOMHMX 0OpalleHHe JIEKAPCTBEHHBIX CPEICTB ¥ TOBAPOB AllTEYHOI0
acCOpPTHMEHTa

CoprrpoBaTh IOCTYNAIOMHE JIEKAPCTBEHHBIE CPEACTBA, TOBAPhI AITEYHOTO
aCCOPTHMEHTA C YYETOM HX GH3HKO-XHMHUYECKHX CBOMCTB, TpeGOBaHMi K
YCIIOBHSAM M PEXHMY XpaHEHHs OCOOBIX IPYIIII JIEKapCTBEHHEBIX CPEACTB,

JOPYro# IIpONYKLIMH
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YcTaHaBIHMBaTh PEXHME] H YCIOBHS XPaHEHHS, HEOOXOIMMBIE VI COXPaHEHHS
Ka4ecTBa, 3 (PeKTHBHOCTH M 6e301acCHOCTH JIEKAPCTBEHHBIX CPEICTB H TOBAPOB
anTeIHOro aCCOPTUMEHTA M X (PM3MYECKOH COXPaHHOCTH

WHTepnpeTnpoBaTh yCIOBHS XpaHEHHS, YKa3aHHBIE B MAPKHPOBKE
JeKapCTBEHHBIX CPEACTB, B COOTBETCTBYIONINE PEKHMBI X pAHEHHS
(TemmepaTypa, MECTO XpaHEHHS)

HporHoznpOBaTL PHUCKH TIOTEPHU KA4YECCTBA IIPHA OTKIIOHCHHIX PEXHUMOB
XpaHCHHS W TPAHCIIOPTUPOBKH JICKAPCTBEHHBIX CPEACTB

[IpoBonwTE IPOBEPKY COOTBETCTBHS YCIOBUH XpaHEHHUS JIEKAPCTBEHHBIX
CPEACTB ¥ TOBAapOB aNTe4HOr0 aCCOPTHMEHTa HOPMATHBHEIM TPeOOBAHMIAM

[IpoBOMUTE OLIEHKY JIEKAPCTBEHHBIX CPEACTB IO BHELMIHEMY BHY, YIIAKOBKE,
MAapKHpOBKE o
ITonp30BaTECS COBPEMEHHBIME HH(POPMAIHOHHO-KOMMYHHKAHOHHEIMH
TEXHOJIOTUAMH, IPUKIAAHBIMH [IPOrPaMMaMHE 00eCIIEYeHHUS
(apmaneBTHYECKOM NEATeTHHOCTH IS pemeHns Npo(eCCHOHATBHBIX 3a/1a4
OcymecTBIATS H3BATHE NEKAPCTBEHHBIX CPEACTB U APYTHX TOBAPOB ANITETHOLO
acCOPTHMEHTa H 0QOPMIIATH COOTBETCTBYIONIME HTOKYMEHTHI

BecTn npeMeTHO-KOMMUECTBEHHBIN y9eT JIeKapCTBEHHBIX CPEJICTR B
COOTBETCTBHH C yCTaHOBJICHHBIMH TPeOOBAHHMIMMU

AHanu3UpOBaTh H ONEHHBATh Pe3yIbTaTH COOCTBEHHOH AESTEIBHOCTH,
AEATENBHOCTH KOJUIET H APYTHX PaGOTHAKOR 3ApaBOOXPAHEHHS UL
NpEAYNPEXACHAS IPO(YECCHOHATBHBIX OMHUGOK X MUHAMHA3AMUE PHCKOB VIS
DalueHTa

OcymecTBiATS 3¢ peKTUBHEIE KOMMYHHKAIHA B YCTHON U IHCEMEHHOM (opme
C KOJUIEraMH, IPYTHMY PabOTHHKAaMH 31paBOOXPAHEHHMS U [IAlHEeHTaMH IPH
pelieHrn NpodeCCHOHANBHEIX 33129

CaMoCTOATENBHO IAHKPOBATH U OPTaHU30BHIBATE CBOK IIPOM3BO/ICTBEHHYIO
AESTENbHOCTD ¥ 3P HEKTHURHO PACIPENEISTh CBOE BpEMS

Bectr 0T4eTHYI0 JOKYMEHTALMIO B COOTBETCTBHHE C YCTAHOBICHHBIMH
TpeboBaHUAMHE

IIpuMeHSATE HOPMBI €CTECTBEHHO} yOBUIM M OTPaXATh PE3YJIbTATH B
YCTaHOBJIEHHOM TIOPSJIKE

HeobxomuMeie 3uanus

IomoxeHust HOPMATHBHBIX PABOBBIX aKTOB, PETYIHPYIONAX OOpAIECHHe
JIEKapCTBEHHbIX CPEJICTB ¥ TOBAPOB aTEYHOTO aCCOPTHMEHTA

IIpaBuna XpaHeHHs JEKAPCTBEHHBIX CPEJCTB, IPABH/Ia YHHUTOKEHUS
harkcuUIMPOBAHHEIX K KOHTPahaKTHEIX JIEKAPCTBEHHBIX CPEJICTE, HOPAIOK
| HaTUCNCHUS €CTCCTBCHHOH yORUTH IPH XPAaHEHHY JICKAPCTBEHHEIX CPE/ICTB.
CoBpeMEHHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX IPENAPATOB IO PA3IHUHBIM
(hapMaKoNOruIECKUM IpymnaM, KX XapaKTepHCTHKH, (H3HKO-XAMHUYECKHE 1
OpraHONENTHYECKHE CBOMCTBA, aCCOPTHMEHT TOBAPOB alTEYIHOTO

aCCOPTHUMCHTA, YCJIOBUA U PEIKUME] XPpaHCHUA

TpeboBanus K BECHHMIO IPEIMETHO-KOIMIECTBEHHOTO yI€Ta IEKAPCTBEHHBIX
CpencTB

OCHOBBI (hapMalleBTHIECKOTO MEHEDKMEHTA, JIENOBOTO OGIEH s i Ky/IbTyDH,
IpodecCHOHANLHOM IICHXONOTHH M 3THKH, (apMalleBTHIECKOM AEOHTOIOrHHA

CoBpeMeHHBIE METOIBI U NOIXOAB! K 06ECIIEYSHHIO Ka9eCTRA
(hapManeBTHYECKON TOMONIH

Tp860BaHI/I}I K Ka49€CTBY JICKAPCTBCHHBIX CPENCTB, K MapKHpPOBKE
JICKapCTBCHHBIX CPCIACTB M APYTUX TOBApOB alITEYHOI'0 aCCOPTHMEHTA
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,IIpyrHe

XapaKTEPUCTHKA

 TeMueparypet — _

IMopsinox TpaHCHOPTUPOBAHUS TEPMONAOMIBHEIX JIEKAPCTBEHHBIX CPEACTB 110
«XOJIOZOBO¥ LIEMU» M CPEACTBA, HCHONb3YeMbIe UL KOHTPOJL COOMONCHHS

WHpOpMaTHOHHO-KOMMYHUKAIIHOHHEIE TEXHOJIOTHH U
KOMIIBIOTEPH3APOBAHHBIE CHCTEMBI, IPUMEHSIOIIUECS IIPY OpPraHu3alii

XpaHCHUS JICKAPCTBCHHBIX CPEACTB

Tpe6oBaHus K BEEHHIO OTYCTHOM TOKYMEHTAIMH B (apMalleBTHIECKIX

| OpraHM3aIHsix, TpodheCCHOHANBHOE JEIONPOU3BOACTBO

TMopanok 3aKynKH ¥ IpHeMa TOBapOB OT IOCTABIIUKOB, YCTAHOBIICHHSIH B
OpraHm3anvy

PexoMeHIyeMEle CIOCOOBI BRIABICHHUS (PanbcuUIUPOBAHHEIX U
KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEACTB (BKIIFOYas CHCTeMY (apMakoHaz3opa
Poccuiickoii @enepanyu) H TOBapOB aNTEYHOTO ACCOPTHMEHTA

TpeboBanus oxpaHbl TpyAa, NOXapHOH 6€30I1acHOCTH, NOPSANOK NESHCTBHH IIpH
9pe3BbIYaVHbIX CUTYALHIX

CaHWTapHO-ONHICMHUONOTHIECKHE TpeOOBAHMA
CobmopeHne MOpPaIbHO-3THYECKHX HOPM B paMKax OpogecCHOHAILHOM
JIeSTEIbHOCTH

Ob6ecnieuenne xpaHeHHs B 000COONEHHBIX MHOApPa3IEICHHAX MEIUIMHCKHX
OpraHH3alMi MOXET OCYIISCTBIATHCH MEIUIMHCKHM pPaOOTHHKOM C
JIONIOTHATENBHBIM  [IPOECCHOHATHHEIN 06pa303aHneM B YacTH pO3HHYHOMH

TOPIroBJIA JICKAPCTBCHHBIMU npenapaTaMK

3.1.4. TpynoBas pyHKmus

Haumenosannue

IIponcxoxiaesue TpynoBOM
byHKUMH

WndopmupoBanne HaceneHus U v
OBEHb
MeIHITHHCKIX paOOTHHKOB O p
 MeZuil P Kon | A/04.7 (momypoBeHs) 7

JICKapCTBCHHBIX NIpENiaparax u Apyrux KBAIA(UKALAK
TOBapax anTeé9Horo aCCOpTUMEHTa

‘ 3anMc !

{ Opurunan X TBOBANO

H3 OpUTHHAIa :
Kon opurunana PeructpauuonHbIi HoMep
NpOhECCHOHATILHOTO

CTaHZapTa

Tpynossle neficTBus

OxazaHue KOHCYJIBTaTHBHON MOMOIIH IO IIpaBijiaM IIPHEMa H PEXUMY
AO3MPOBAHHUA JICKAPCTBEHHBIX NIPENIAPATOB, HX XPAHEHHUIO B JOMAIIHHUX
yemoBWwsx
OxasaHre KOHCY/THTATHBHOR ITOMOIIIM 10 IIPABAIAM IKCILIyaTAIuH ]
MENMIMHCKIX U3JE/IHH B JOMAIIHUX YCIOBHSX

Oxasanne HHGOPMAMOHHO-KOHCYIBTAIIOHHON IIOMOIIH IIPY BBIOOpE
Oe3pelenTypHBIX JIEKAPCTBEHHBIX IIPENapaToB U APYTHX TOBApOB allTEYHOrO
acCOpTHMEHTa

Oxkazanue KOHCYJIbTATUBHOM IIOMOMIH I10 BOonpocaM NpUMCHCHHUS K
COBMECTHUMOCTH JICKAPCTBECHHBIX IIPENapaToB, X B3aMMOJICHCTBHIO C MUINECH

MadopmupoBaHue Bpadel 0 HOBBIX COBPEMEHHEIX JIEKAPCTBEHHBIX
Ipenaparax, CAHOHMMAaX H aHaJIOrax, O BOSMOXHBIX OOOYHEIX JeHCTBHAX
JIEKapCTBEHHBIX NIPENapaToB, HX B3aUMOJCHCTBHH

Heobxonumele ymeHus

HaTtepnpeTrpoBaTh NOJNI0XKEHUS HOPMATHBHBIX IIPABOBBIX AKTOB,
PEryIupyronHX 0OpameHue JeKapCTBEHHBIX CPEACTB B TOBAPOB AlTEYHOIO
acCOPTUMEHTA
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[Tonp30BaThCs COBPEMEHHBIME HHGOPMAIHOHHO-KOMMYHUAKAIIHOHHBIMH
TEXHOJIOTHSAMH, IPUKJIATHBIMY IIPOrpaMMaMH 0OeCTICIeHUS
(apManeBTHIECKOR AEATENHHOCTH I PEMECHHS TPOGECCHOHANBHbIX 3a1ad

Pacmo3naBaTh COCTOSHHS, XKanoObl, TpeOyromye KOHCYIbTAlld Bpada

AHaJII/IBI/IPOBaTB H OLI€HHBATE PE3YNbTAaThl coOCTBEHHOM HesiIT CIIbHOCTH,

AEATENHHOCTH KOJUIET B IPYTHX paGOTHUKOB 3JpaBOOXPAHEHUS [
npeAynpexaeHus IpodecCHOHANBHBIX OMMOOK ¥ MUHIMHU3AINY PUCKOB JUIS

IanucHTa

OcymecTBIATh 3 PEeKTHBHBIE KOMMYHHKAIMH B YCTHOH M IIMCbMEHHOR Qopme
C KOJUTETaMH, NPYTUMH pabOTHUKAMH 3{paBOOXPaHEHMS U IallMeHTaMHy IIPH
peleHn! MpodecCHOHANBHBIX 3a/1ad

CaMOCTOSTELHO TUIAHUPOBATh B OPraHU30BBIBATH CBOKO IIPOM3BOICTBEHHYIO
JIEATENHHOCTD ¥ 3 (EKTHBHO paclpeeNiaTh CBOE BpeMs

PaGoTtaTh B KOJUIEKTHBE, TOJIEPAHTHO BOCIPHHUMAS COLIHAIIBHBIC, STHUYECKHE,
KOH()ECCHOHAIbHEIE H KyJIbTYPHBIE pa3IHdus KOJUIET, IPYyTHX PaOOTHHKOB
3[paBOOXPaHECHHS, IallHCHTOB M moTpebuTeNIel

Pa3pemars KOHQIUKTHI ¢ KOJUIETaMH, APYTHMH pabOTHHKaMH
3JIpaBOOXpaHEHHS, NalMEHTaMH ¥ NOTPeOUTEISIMA

ITpoBoauTs HHGOPMAHOHHO-IIPOCBETHTEILCKYIO paboTy O ponaragie
3JI0POBOTO 00pa3a XU3HH, PAIHOHATFHOMY IPHMEHEHHIO JIEKAPCTBEHHBIX
IpenapaTos

INonb30BaThCs COBpEMEHHBIME HH(GOPMAIOHHO-KOMMYHHUKAIIMOHHEIMH
TEXHOJOTHSMHY, IIPUKIaTHEIME IIPpOrpaMMaMi 00eCIIeYeHUS
(hapManeBTHUYECKOH NeATENbHOCTH IJIS pelIeHNs TPOdeCCHOHATBHEIX 3a0a4

Oxa3bIBaTe KOHCYIHTATHBHYIO IIOMOIH 10 IIPaBIJIaM SKCILTyaTalluH
MEIUITHHCKUX M3JENHi B JOMAIHUX YCIOBHSX

M3ygaTs HEQOpMALOHHEIE NOTPeOHOCTH Bpaveit

HeobxonuMeie 3Hanus

INonoxeHrs HOPMaTUBHBIX ITPABOBHIX aKTOB, PEIYIHPYIOMIX obpameHue
JIEKapCTBEHHBIX CPEICTB U IPYTHX TOBAPOB allTEIHOTO ACCOPTHMEHTA,
BKIIIO9as cucteMy (apmakonamsopa Poccuiickoit @enepanuu

CoBpeMEHHBIN aCCOPTHMEHT JIEKAPCTBEHHBIX IIPENApaTOB 110 Pa3IMYHEIM
thapMaKoIOrHIEeCKUM IPyNIaM, HX XapakTEPHCTHKH, MEAMIIUHCKHAE TOKa3aHHUs
¥ c1I0coOBI MPHUMEHEHMS, IPOTHBONIOKA3aHusA, T0O0YHEIE EHCTBHS, CAHOHUMEI
U aHAJIOTH H aCCOPTHMEHT TOBAapOB aITEYHOT0 ACCOPTHMEHTA

OCHOBBI OTBETCTBEHHOI'O CAMOJICUEHH S

OcHOBEI (apManeBTHIECKOIO MEHEDKMEHTa, AEJIOBOTO OOIEHHA ¥ KYJIbTYPEL,

| IPOECCHOHANBHON ICHXONOTHH U ITHKH, ¢apMaleBTHYECKOH JEOHTONOTHH _
CoBpeMeHHBIE METOBI H HOIXOABI K 00ECIIEUEHHIO KaYeCTBa
(hapManeBTHYEeCKOH NOMOIIH

ITpuanuns! papMakoTepanuy ¢ y4eToM (papMakOKHHETHKH H
(dapMakoJMHAMHKH JICKAPCTBEHHBIX CPEJICTB

OCHOBEI KIIMHUYECKOH papmakonormt

HadopMannoHHO-KOMMYHUKAIIHOHHEIE TEXHOJIOTHH U
KOMIBIOTEPH3UPOBAHHBIE CHCTEMBI, COBPEMEHHEIE METOIBI IIOKUCKA H OLIEHKH
¢dapmareBTIHIeCKON HHHOpMAIHH

M_HpaBI/ma panuOHAIPHOIO IPHMCHCHHS ¥ OTITYCKa JICKapCTBEHHBIX MpelapaToB

OCHOBEI Mepanzxaﬁanra B alITCYHBIX OpraHu3alluiax

Apyrue
XapaKTEPHUCTUKH

Cobmonenne MOpPabHO-3THIECKHX HOPM B paMKax [IpodecCHOHAIbLHOMH

ACATCIIbHOCTH
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3.1.5. TpynoBas dpyHxmus

H3rotosneHne €KapCTBEHHBIX VposeHb
Havmenosanme IIpenapaToB B YCIOBHAX alTCUYHBIX Kon (noxypoBeHs) 7
opragmsam@# wampmamm |
3aUMCTBOBAHO
IIpoucxoxaeHue TpyXOBOH Opurunan X
$yHKIUIHR U3 OpUTHMHAIA
Kon opurunana PerucrpalmosHbI# HOMEp
mpodecCUOHANBHOIO
CTaHJapTa

prnoxagfe JeHCTBAs

[ToAroToBKa K M3rOTOBIECHHMIO JIEKAPCTBEHHBIX MPENApaToB IO pelenTaM u
TpeOOBaHUAM: BHIIOJIHEHAE HEOOXOIMMBIX pacdeTOB; MOATOTOBKA pabodero
Mecra, 000pyIOBaHHS U JIEKAPCTBEHHBIX CPEICTB, BHIOOP H MOATOTOBKA
BCIIOMOTaTeJIbHBIX BEMIECTB, PAHOHATIEHON YIIAKOBKH

Br16op onTEMaIbHOTO TEXHOJIIOTHIECKOTO IpOliecca U IOAr0TOBKa
HE00X0MMOT0 TEXHOJIOTHIECKOr0 060pyIOBaHAS JUIS H3TOTOBJICHHUS
JIEKapCTBEHHBIX OpPENapaToB

Hsrorosnexue JIEKAPCTBEHHBIX IIpENIapaTOB B COOTBCTCTBHH C IPpaBUJIaMHU
H3TOTOBJICHUA B C YUIECTOM BCEX CTanu# TEXHOJIOTHYECKOTO nopouecca,
KOHTPOJIb Ka49€CTBA Ha CTAAHAX TCXHOJIOTHYECKOI'0 IIponecca

OcymiecTBICHAE YIAKOBKH W MapKUPOBKH/OPOPMIICHUS H3TOTOBJIEHHBIX
JIEKapCTBEHHBIX IPENIapaToB

Benenne perucTpanuy JaHHBIX 00 H3TOTOBJICHAH JIEKapPCTBEHHBIX IPENapaToB
(3anoJIHEHHE aclopTa MTUCEMEHHOI0 KOHTPOJIS; B CIIy9Jae HCIOIL30BAHHUS IIPH
M3TOTOBIIEHHH JIEKapPCTBEHHBIX CPEICTB, HAXOMMIUXCSA Ha IPEIMETHO-
KOJIMYECTBEHHOM ydeTe, ohopMIIeHHe 0OpaTHOM CTOPOHBI pelenTa)

BeneHne npeqMeTHO-KOINYECTBEHHOrO y4eTa ONpeNeIeHHBIX IPYII
JIEKapCTBEHHBIX CPEJICTB H NPYTHX BEIIECTB, TOUIEXKAIINX TAKOMY YYETY

Heobxonumrle ymeHusA

WETEpnpeTpoBaTh NOJ0XKEHIS HOPMAaTHBHBIX IIPABOBEIX AKTOB,
PEryIHpYIOIMX 00pallleHHe JIEKApCTBEHHBIX CPEICTB U TOBAPOB alTEYHOIO

[oToBHTH BCE BUABI IEKAPCTBEHHBIX (HOPM

P CrACTPUPOBATEL JaHHBIC 00 M3rOTOBJIEHHEBIX JICKapCTBCHHBIX IIpenaparax

Y akoBHIBaTh U Oq)OpMJ'DITB MapKUPOBKY U3TOTOBJICHHBIX JICKAPCTBCHHBIX
IperuapaTroB

AHanM3upOBaTh U OLEHHUBATH pe3yIbTaThl COOCTBEHHOM JEATENLHOCTH,
AEATENIbHOCTH KOJUIET U APYrHX pabOTHHKOB 3IPaBOOXPAHEHHUS IS
NpenyNpeXAeHHUs NPOGECCHOHATBHBIX OMMMO0K ¥ MUHUMH3AIMHA PUCKOB UL
IalUeHTa

OcymecTBaTh 3QheKTUBHBIE KOMMYHHKAIIMH B YCTHOM M IIHCBMEHHOM QopMe
C KOJUIeramMu, ApyruMy pabOTHHKAaMH 30paBOOXPAHEHHS U NTAIIMSHTAMH [IPH
pEMEeHNH NpodecCHOHANBHBIX 3a1aYd

CaMOCTOSTEIEHO TJIaHWpOBaTh ¥ OPraHA30BBIBATE CBOIO IIPOU3BOJACTBCHHYIO
LeATeNbHOCT M 9PQEKTHBHO pacupeieNaTh CBOE BpeMst _
OcymecTBiaTe NpeAMETHO-KOMNYECTBEHHBIH YIeT JIEKapCTBEHHBIX CPEICTB H
APYTHX BEIIECTB B COOTBECTCTBHH C 3aKOHOAATCIHCTBOM Poccriickoit

®enepanun

I/IHTCpIIpCTHpOBaTB ¥ OLICHUBATk PE3YJIbTAThl BHYTPHANITEIHOT'O0 KOHTPOJII
Ka49CCTBa JICKAPCTBCHHEBIX CPEACTB

Ilonp3oBarbes JIaGOpB.TOpHLIM H TCXHOJIOT'HYCCKHUM OGOPYIIOBaHI/ICM
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TTonp3oBaThCs COBPEMEHHBIMH PIH(i)OpMaIII/IOHHO-KOMM}’HI/IKaJ_[I/IOHHI)IMH
TEXHOJIOTHAMH, IPpUKIIAAHBIMH IIpOrpaMMaMi obecreyeHus

(apManeBTHIECKOM NIEITETHHOCTH ULl PeNICHHS NPOo(ecCHOHANBHbIX 3312

ITpuMeRsTH CpelicTBa HHINBHIYAIbHOM 3aIIATHI

HCOGXOI[I/IMLI& 3HAHAS

[MonoxeHNs HOPMATHBHEIX MPABOBHIX aKTOB, PETYIMPYIOMUX OOpameHue
JIEKapCTBEHHBIX CPEJCTB X TOBAPOB aITEIHOTO aCCOPTUMEHTA

MeTonp! aHaTA3a, HCIIOTB3y€EMEIE IIPH KOHTPOJIE Ka4eCcTBa JEKapCTBEHHBIX
CpeIcTB ¥ onucanuble B ['ocynapcTBeHHOM hapMakonee

TpeboBaHus K Ka4eCTBY JIEKapCTBEHHBIX CPEACTB, K MAPKHUPOBKE
JIEKapCTBEHHBIX CPEJCTB H K JOKYMEHTaM, IOATBEPKAAIOIIMM KadeCcTBO
JIEKapCTBEHHBIX CPEJCTB W APYTHX TOBAPOB alITEYHOTO aCCOPTHMEHTA

CoBpeMeHHBIH acCOPTHMEHT JIEKapCTBEHHBIX IIPENapaToB U TOBApOB
anTeyHoro aCCOPTHMEHTA IO PA3IMIHBIM (HapMaKOJIOTHIECKAM IPyIIIaM, X
XapaKTEPHCTHKHA

PexoMermyeMbie ciocoOb! BEIBIEHHS (aTbCHPHIIMPOBAHHBIX H
KOHTpa(aKTHBIX JIEKapCTBEHHBIX CPEACTB M APYTHX TOBAPOB AllTEYHOTO
acCOpTHUMEHTa

TpeboBanus K BeIcHAIO OTIETHOH NOKYMEHTAMH B (hapMalleBTHYECKHX
OpraHM3alusX, IPo(eCCHOHANEHOE AENONPOH3BOACTBO

TpeboBanus K BeIEHUIO IPEAMETHO-KOIHYECTBEHHOI'O YYETa JIEKAPCTBEHHBIX
epeper8
VrdopmMaumOHHO-KOMMYHHKAI[HOHHEIE TEXHOJIOTHH A
KOMIILIOTEPH3MPOBAHHEIE CUCTEMBL, COBPEMEHHBIE METOEI TIOMCKA H OIICHKH
(apManeBTHYECKOM HHOOPMAIHH

OcHOBBI (apManeBTHIECKOr0 MEHEDKMEHTA, AEJIOBOIO OOLICHHS U KYIbTYPEL
Ipo(eCCHOHANBHOM ICHXOIOTHH B 3THKH, (hapMalleBTHYECKOMN JEOHTOTOTHH

cpencta

IMopsAnox TpaHCIIOPTHPOBAHHMS TEPMOJIAOHIBHBIX JIEKAPCTBEHHBIX CPEACTB 0
«XOJIOI0BOM IENM» ¥ MCTIONB3yEMEIE UL KOHTPOJS COOMIONEHNS TEMIIEPATYPEI
CoBpeMeHHbBIE METOABI ¥ IIOXO0/I5I K 00ECIEYeHHIO Ka4eCcTBa
(hapManeBTHIECKOM NOMOILIH

ITopanox 3axynxu i mpreMa TOBapOB OT IIOCTABIIMKOB, YCTAHOBJIEHHEIH B
| OpraHM3alHM

Tpe6oBaHHs OXpaHEI TPy.a, TIOXKAPHOH GE30IaCHOCTH, TOPSANOK JeHCTBHH IpH
9Ype3BEIYAHHEIX CHTYaITHIX

HopMaTHBHO-TIIpaBOBEIE aKTHI IO H3TOTOBJICHHIO JTEKAPCTBEHHBIX GOPM
BHYTPHANITEYHOMY KOHTPOJIIO

IIpaBuiia H3TOTOBNEHUS TBEPABIX, KUIKHUX, MATKHX, CTEPHIBHBIX K
aCENTHYCCKUX JIEKAPCTBEHHBIX GOpM

OU3NKO-XUMUYECKHE U OPraHOJICIITHYCCKHC CBOMCTBaA JICKAaPCTBCHHBIX
CpE€ACTB, UX (1)H3H‘-I€CK&X XAMHYCCKasd U (I)apMaKOJIOFH‘ICCKa}I COBMECTHMOCTD

' OCHOBBI MEKPOOHOJIOTHH
" OCHOBBI buodapmanuu

HoMmeHxnaTypa coBpeMEHHBIX JIEKapCTBEHHBIX CyOCTaHnul 1
BCIIOMOTATe/IbHBIX BENIECTB, HX CBOMCTBA, HA3HAYCHHE

CannTapHO-31UIeMHONIOTHIECKHE TPeOOBAHUS

IlpaBuna NpUMEHEHNS CPEACTB MEAMBUYANBHOM 3amaTet |

Hpyrue
XapaKTEPUCTHKH

CobmozneHrne MOpanbHO-3THYECKHX HOPM B paMKax NpodecCHOHAIBHOM

NeATeNbLHOCTH
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IV. CBenenns 06 opraHu3anuax — pazpaboTyukax
npoecCHOHANBHOI0 CTAHAApTa

4.1. OTBeTcTBEHHAs OPraHA3ANHUS - Pa3padoTIHK

HexoMMepdaeckoe TapTHEPCTBO CONEHCTBHS Pa3BUTHIO allTEYHOH OTpaciy « AT€YHas THILIUI», TOPOL
Mockga

coMHATENBHBINA TUPEKTOD Hesoymna Enerna BuxroposHa

4.2. HaumeHoBaHHS OpraHu3anmii - pa3paboT4uKkoB

, 1.} TBOY BIIO Tlepabrit MI'MY um. U.M.Ceuenosa Mun3zapasa Poccun, ropox Mocksa

N

MuHrucTepcTBO 3npaBooxpaneHus Poccuiickoit @enepanun, ropon Mocksa

3. i ®I'AQY BO «Poccuiickuii yHUBEpCUTET NPYKOBI HApoIOBY», ropoa Mocksa

! O6mepoccuiickuii KIaccHGHUKaTOp 3aHATHA.

2 O6mepOCCHICKHI KTaCCHPHKATOP BUIOB SKOHOMHUECKOH e TeTHOCTH.

3 Ilprkas Mussapasconpassutus Poccunm or 12 ampens 2011 r. Ne 3028 «O6 yTBepkKIOeHUH nepeuHell BpeIHbIX H (WIH)
OIacHBIX MPOH3BOACTBEHHEIX (aKTOPOB U PaboT, IPU BHINOIHEHHH KOTOPHIX POBOAATCS 00s3aTeNibHbIe IPeABapUTENbHbIE B
MEPHOAMYECKHE MEIHIMHCKHE OCMOTPHI (o6cnemoBaHudA), ¥ Ilopsnka npoBeneHMs OOA3aTENBHBIX NpeNBAPHTENLHBIX M
NEpHONMYECKIX MEJHIMHCKMX OCMOTPOB (06CnenoBaHMil) pabOTHHKOB, 3aHATHIX HA TMKENBIX paboTaXx M Ha paborax ¢
BpEeMHBIMH ¥ (WIM) ONAacHBIMH YCJIOBMAMH TpyAa»  (3apeructpupoBad Mumioctom Poccumm 21 oktsabps 2011 r.,
pervicTpauMoHHBIH Ne 22111), ¢ H3MeHeHHAMN, BHECEHHBIMU Npuka3aMu Munsapasa Poccum ot 15 mas 2013 1. Ne 296n
(3apeructpuposal B Mumocre Poccuu 3 wromsn 2013 1., peructpaumonssiit Ne 28970) u ot 5 mexabps 2014 r. Ne 801n
(3aperucTpupoBa MumocroM Poccuu 3 despana 2015 r., peructpaunonssiit Ne 35848); cratbs 213 Tpynosoro koxexca
Poccuiickoii Denepammu (Cobpanue 3axoHoJaTeNbCTBa Poccuiickoit ®Memepawnu, 2002, Nel, ct. 3; 2004, Ne 35, ct. 3607;
2006, Ne 27, c1. 2878; 2008, Ne 30, ct. 3616; 2011, Ne 49, ct. 7031; 2013, Ne 48, c1. 6165, Ne 52, cT. 6986).

* Enunsri KBATM(QHKAUMOHHBIN CIPaBOYHRK AOJDKHOCTEH DYKOBONWTENeH, CNEHUANNCTOB M CIyXallkX, pasjel
«KBanupuKalHOHHbIE XapaKTEPUCTHKH JOJDKHOCTeM pabOTHHKOR B Cepe 34paBOOXPAHCHHUY.

5 O6mepoccuiickuii K1acCHpHKaTop mpodeccuit pabounx, NOIKHOCTEH CIyXallMX ¥ TapHU(HBIX pa3pAHoOB.

§ O6mepoccutickuil KTaCCHPUKATOP CIENHATLHOCTEH 10 06Pa3oBaHIIO.

7 Crates 52 DenepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 obpammeHur NeKkapCTBEHHBIX cpeacTs» (Cobpanme
3akoHomaresbcTa Poccuiickor denepamin, 2010, Ne 16, cr. 1815; Ne 31, cr. 4161; Ne 42, ct. 5293; Ne 49, c1. 6409; 2011, Ne
50, ct. 7351; 2012, Ne 26, c1. 3446; Ne 53, c1. 7587; 2013, Ne 27, cT. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, cT.
5797; 2015, Ne 10, cT. 1404).



