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(HanMeHOBaHUE BHA TPOPECCHOHANBHOMN e TeIPHOCTH) Konx
OCHOBHaSI Iejab BUa HpO(bCCCHOHaHBHOﬁ ACATCIIbHOCTH .

VY noBierBopeHue norpedHocTell moTpedbureneit B 0e30macHbIX, 3 (HEeKTUBHBIX U KaUeCTBEHHBIX
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1. Onncanue TpyAOBBIX PYHKIMI, BXOASAIIUX B NPO¢ecCHOHATBbHBIN CTAHAAPT (PYHKINOHAJBHAS KAPTA BUAA
npodeccuoHaIbLHOM 1eATEJIHbHOCTH)

O060011eHHBIE TPYIOBBIE QYHKIIUU TpynoBbie pyHKIIUN
YPOBEHb YPOBEHb
KOJ HaVMEHOBAaHUE HaVMEHOBAHHE KOJ (mogypoBeHb)
KBaTU (DUKAITIH
KBaTH(UKALTII
Po3Hnynas Toprosiis 6 Po3HnyHas TOpProwiist ¥ OTIYCK JIEKaPCTBEHHBIX A/01.6 6
JIEKapCTBEHHBIMHU TpeTapaTaMu IpenaparoB U TOBApOB allTEYHOT0 aCCOPTHMEHTA
Y TIPOYUMH TOBApaMH OdopmiieHre JOKYMEHTALUH 110 YUETy peaTn3auu A/02.6 6
anTe4YHOro aCCOPTHUMEHTA, JIEKapCTBEHHBIX TPETIapaToB
BKJIIOYasl U3TOTOBJIEHUE [IpuemouHbIi KOHTPOJIb B (hapMalleBTHUECKOMN A/03.6 6
JIEKapCTBEHHBIX MPENapaToB B OpraHu3aIH
YCJIOBUAX allTEYHBIX XpaHeHne JIEKapCTBEHHBIX CPEJCTB U TOBAPOB A/04.6 6
OpraHu3alyil 1 BETCPUHAPHBIX anTEeYHOT0 aCCOPTHUMEHTA B (papManeBTUIECKUX
AIITCYHBIX OpFaHI/ISaHI/II/I opraHu3anusax
Po3nmuHas TOprois IeKapCTBEHHBIMH MpeTiapaTaMu A/05.6 6
ISl BETEPUHAPHOTO MTPUMEHEHHUSI
W3roroBneHue JeKapCTBEHHBIX MPENapaToB 0 A/06.6 6
WHAWBUyaIbHBIM Ha3HAYE€HUSIM MEIUIIMHCKUX U
(1K) cenuagIucToB B 00JaCTH BETEpUHAPUU U
TpeOOBaHUSAM MEIUIIMHCKUX OpraHU3alui 1
BETEpUHAPHBIX OpraHU3aIun
OdopmneHre U3roTOBIEHHOTO JTEKAPCTBEHHOTO A/07.6 6
npernapara
N3zrorosnenue paanodapmManeBTHIECKUX A/08.6 6
JIEKApCTBEHHBIX MPETIapaToOB B MEAUIIMHCKUX
OpraHu3aIMIX
ObecnedyeHne MpeynpeaUTEeIbHBIX MEPOIIPUSITHH, A/09.6 6
HaIpaBJICHHBIX Ha U3TOTOBJICHUE KAUECTBEHHBIX U
0e30MacHBIX JIEKapCTBEHHBIX MPEMapaToB
MOHUTOPHHT CHCTEM 00ECTICUeHHS KauyecTBa A/10.6 6
JIEKApCTBEHHBIX CPEJICTB B AalITEYHBIX OPraHU3ALUAX
[IpoBeseHne BHYTPHANITEYHOTO KOHTPOJISI KAYeCcTBa A/11.6 6

JICKApCTBCHHBIX MPLCIIapaToOB, U3rOTOBJICHHBIX B
AIITCUYHBIX OpraHu3aluiax, 1 Q)apMaHeBTI/I‘-IeCKI/IX




4

cyOcTaHImiA

KoncynbTupoBaHue npu peanuzanuu
Oe3penenTypHbIX MPernapaToB ¥ MEAUITMHCKUX
U3IeIni

A/12.6

KoHcynpTHpOBaHue npu peain3alnuy Uil OTIIYCKE
JIEKapCTBEHHBIX MIPENApaTOB 110 PELENTY
MEIUIIMHCKOT0 pabOTHUKA

A/13.6

[IpenocraBieHue JOMOIHUTENFHON HH(POPMAITUH 110
0COOCHHOCTSIM ITPUMEHEHUSI ITpenapara 1o 3arnpocy
noTpeOuTeNs

A/14.6

KOHCYJ’ILTI/IpOBaHI/Ie MCAMIMHCKHX CIICIHUAJIMCTOB

A/15.6

CopeilicTBHE TPOBEIECHUIO MEPOIIPUITUI 11O
(hopMUPOBAHHIO 30POBOT0 00pa3a KU3HU

A/16.6

OnToBas TOPIOBJIA
JICKApCTBCHHBIMU CPCACTBAMU

PaboTa ¢ H”HCTUTYLIMOHATBHBIMU TOTPEOUTEISAMHU 110
npuemMy 1 00paboTKe 3asBOK Ha JICKapCTBEHHbIE
cpeacTBa

B/01.6

IlocTaBka JICKApCTBCHHBIX CPCACTB
HHCTUTYLIMOHAJIBHBIMU HOTpe6I/ITeJIHMI/I

B/02.6

PaGora ¢ TOBAPHBIMH 3al1aCaMU JICKAPCTBCHHBIX
CpCACTB U MMPOYNX TOBAPOB AIITCHHOTI'O ACCOPTHUMEHTA

B/03.6

BHecenune 1aHHBIX B CHCTEMY MOHUTOPHHTA
JIBUKCHHSI JIEKAPCTBEHHBIX MPETIapaToB JIJIs
MeaunuHckoro npumenenus (MJUJIIT)

B/04.6

Opranu3zanus u pyKoBOJICTBO
bapmarieBTHYECKON
JeSITEIbHOCTBIO
bapmarieBTHYECKON
OpraHu3aIu

[TnanupoBanue AeATENHHOCTU (PapMaleBTHIECKOM
OpraHu3aluu

C/o1.7

Opranuzanus pecypcHOro 00ecrieueHmst
(hapmalleBTUUECKOI OpraHu3anuu

Cl02.7

Opranm3anus padoThl IepcoHasna GpapMareBTUIeCKOu
OpTraHu3aI’

Cl03.7

VYnpaieHue cucteMoi kauecTBa (hapmarieBTHIeCKOn
OpraHMu3aLu

Cl04.7

Opranu3anus “HPOPMAITMOHHON U
KOHCYJIbTAIIMOHHOM ITOMOLIM ISl HACEJICHUS U
METUIIMHCKUX PAOOTHUKOB

Cl05.7

VYnpasienue GpuHAHCOBO-2KOHOMUYECKON
JEeSTeNbHOCTHIO (hapMalleBTUYECKOW OpraHu3alluu

Cl06.7
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I11. XapakTepucTuka 00001eHHBIX TPYAOBBIX (PYyHKIUIA

3.1. O0o01menHas TpyaoBasi pyHKumus

PO3HI/I‘-IH3,SI TOpI‘OBHH HeKapCTBeHHBIMI/I

InpceliapaTtaM U IMIpO4YMMH TOBapaMH

alITCYHOI'O aCCOPTUMCHTA, BKJIHOYasd

YpoBeHb
HammenoBanue | U3rOTOBJICHUE JICKAPCTBEHHBIX Kox | A 6
KBaJTU(UKAITHA

MPENapaToB B YCIOBUAX allTEYHBIX

OpraHM3alil 1 BETepUHAPHBIX

aIlITeYHbIX OPraHU3aLMi
[Ipoucxoxaenue

o 3anMCTBOBAHO U3
00001eHHON OpurnHan X
N OopuTHHANA
TPYAOBOH (HYHKINU
Kon Peructpaunonusiii Homep
OpHUTHHANIA po(heCCHOHATBHOTO CTaHAapTa

Bo3moxHble ®dapmanest
HANUMCHOBAHUS HpOBI/ISOp
JOJKHOCTEH, [IpoBu3op-TexHoaor
npodeccuit [IpoBu3Op-aHATUTUK

TpebGoBanus k
00pa30BaHUIO U
00y4EeHHIO

Cpennee mpodeccnoHaibHOE 00pa30BaHUE — MIPOrPAMMBI IIOATOTOBKH
CIICLMAIICTOB CPEHEr0 3BEHA 110 CIelranbHocTH «DapMars»”

niin

Bhiciee 06pa3soBaHue — CICLHATHTET [0 CIeHHanbHoCTH «Dapmaris»”

TpebGoBaHUs K OTBITY
MIPaKTUYECKOU
paboThI

J1st MOKHOCTH «3aBENYIONMUN (IUPEKTOP, HAYAIbHHK) alTeUHON
OpTraHHU3aII» CTaX PabOTHI MO CHeNUATbHOCTH «DapMarius IS UL CO
cpemHuM MpodeccuoHaIbHBIM 00pa30BaHUEM HE MEHEE IISITH JIET

Oco06ble ycrnoBus
JorycKa K pabote

5
Hannuue ceprudukara crienuanincTa’ Wik CBHICTEIbCTBA 00 aKKPEIUTAIIMN
CIIEIAAaINCTa
OTCYTCTBME OrPaHUYEHUI HA 3aHATUS IPOPECCHOHANBHOI JeATEeNbHOCTHIO"

HApyrue
XapPaAKTCPUCTHUKHU

JonomuurtensHoe mpodeccuoHaIbHOEe 00pa30BaHNEe — MPOTPAMMBI TTOBBIIICHUS
kBanupukanuu (wm [I1 ans nui co craxem nepepriB)

Peanuzanusi, oTImyck eKapCTBEHHBIX MPEMapaToB U TOBAPOB alITEUHOTO
ACCOPTHUMEHTa B 000COOICHHBIX MOAPA3ICTCHUSIX MEIUIIMHCKUX OPTaHU3aIIHiA
MOTYT OCYLIECTBIIATH JIHIIa, 00J1aar0IIKe MPaBOM Ha OCYIIECTBICHHE
MEAUIIMHCKON JESITENFHOCTU U TIOMYyYUBIIHE JOTIOTHUTEIHLHOE
npodecCHOHAIbHOE 00pa30BaHUE B YaCTH, Kacaromencss pO3HUYHON TOPTOBIN
JIEKapCTBEHHBIMU TIpenapaTaMu, Py YCIOBUH UX padOTHI B 000COOIEHHBIX
nojapasaeneHusx (amOynaTopusx, GeapImepckux U (pesbamepcKo-aKymepCeKux
MyHKTaX, IeHTpax (OTAeNeHUsX) 001el BpaueOHON (CeMeWHO) MPaKTUKH)
METUIIMHCKUX OpPTaHU3aIui, HMEIONNX JINIICH3UIO Ha OCYIIECTBIICHNE
(dhapManeBTUYECKON IEATEIHHOCTH M PACTIONIOKEHHBIX B CETbCKUX HACETICHHBIX
MyHKTAX, B KOTOPBIX OTCYTCTBYIOT alTE€UHbIE OPTraHU3AIUH’

[ToBeieHNe KBaTU(PUKAIUN CICIIHATUCTOB ¢ (hapMalleBTUUECKUM WITH
BETEpUHAPHBIM 00pa3oBaHUEM HE pexe 1 pa3a B 5 ner’

Jlist BeTepuHapHBIX (hapMaleBTUYECKUX PAOOTHUKOB IIPEIBAPUTEIHLHOE
oOydeHre Py U3TOTOBJICHUH JIEKAPCTBEHHBIX MIPENapaToB JIsl BETEPUHAPHOTO

10
MMPUMCHCHU A




JIOTOTHUTEIBHBIE XapaKTEPUCTUKH

u HaumenoBanue 6a30Boii rpynibl, JOTKHOCTH
aUMEHOBAHUE TOKYMEHTA Kon
(mpodeccun) wim crienuaITbHOCTH

OK3 2262 [TpoBu3opHI

3213 dapmaneBThI
EKCH - dapmaneBT
OKIITP* 25850 [TpoBu3zop

25856 [TpoBu3op-TexHonor

27309 dapmarieBT
OKCO"™ 3.33.02.01 | dapmarus

3.33.05.01 | dapmarus

3.1.1. TpynoBas ¢pyHkuus

Po3HuuHas TOpro,ig U OTOyCK YpoBeHs
HaumenoBanue JIEKapCTBEHHBIX IPENapaToB U Kox | A/01.6 (102ypOBEHB) 6

TOBAPOB AIITCYHOI'O ACCOPTHUMCHTA KBaHH(bHKaHHH
IIpoucxoxaeHue Tpy0BOI 3aMMCTBOBAHO

p A pya Opwurunan X
GbyHKIUN 13 OpUTHHAaIa
Kox opurnnana Perucrtpanuonssiii Homep
podeccHOHANBEHOTO
CTaHJapTa

TpynoBeie nencTBUs

14

@dapMmarieBTHUECKasi 3KCIEPTU3a PELENTOB Ha JIEKAPCTBEHHbIE IpernapaThl U
v15 v

TpeOOBaHUHN ~ MEJUIIMHCKUX OpraHU3alMi Ha IMpeAMET COOTBETCTBUS MpaBHIaM

HazHauyeHus JII1 u opopmuenus perentos u TpeOoBaHMIt

KoHTponb BHEIIHEro BUJa OTIIYCKAa€MBbIX JIEKAPCTBEHHBIX MIPENAPATOB U OLICHKA
COOTBETCTBUS JO3UPOBKH, JIEKAPCTBEHHON (POPMBI BO3pACTy, BECy MalMEHTa, a
TaK)K€ BO3MOMKHOI'O B3aUMOACUCTBUSA U COBMECTUMOCTH JIEKAPCTBEHHBIX
npenapatoB Moxxet 6b1Th ipocTo KoHTposs npu otnycke JIIT

Onpenenenne IeHbl TOBapa, KaJbKymslus (TaKCHPOBKA) CTOMMOCTHU
JIEKApCTBEHHOT'O0  TIpernapara, M3rOTOBJIEHHOTO B  YCJOBHUSIX  alTEYHOM
OpTraHu3aIiy, TAKCUPOBKA PELENTOB U TPEOOBAHUI METUITMHCKUX OpPTaHU3alun

Brimaya kaccoBoro 4eka u Mpou3BeICHUE PACUE€TOB 3a MPUOOPETCHHBINA TOBAP

Hpo;:[ama JICKApCTBCHHBIX IPLCIIAPATOB U TOBAPOB AlITCHHOI'O aCCOPTUMCHTA

OTnyck JeKapCTBEHHBIX IMpenapaToB M TOBAapOB alTEYHOI'O ACCOPTUMEHTA B
MOApa3IeICHUs] MEAUIMHCKUX OpPTaHU3ai

[Ipuem u cOopka 3aka3oB OT MOTpedUTENEH Ha MPUOOpPETEHHE JIEKAPCTBEHHOTO
L1
Tperapara ¢ J0CTaBKOH

@dukcanyss OTCYTCTBYIOLIMX JICKAPCTBEHHBIX IPENapaToB Ha OCHOBaHUHU
HEYIOBJIIETBOPEHHOT'O CIIpoca MoTpeduTeneit

17
[lepenaua naHHBIX B CHUCTEMY MOHUTOPHHIA — JIBUKEHHS JIEKapPCTBEHHBIX
IpernapaToB

Heo0Oxoaumsie
YMEHUS

[IpoBepsare penent, TpeOOBaHWE MEAWIMHCKOW OpraHW3allMd Ha TpeaMeT
COOTBETCTBUS (hopme OJ1aHKa U TIPaBUIIaM BX 0OPMIICHUS

[Ipenynpexxaare KOHPIUKTHBIC CUTYalluU C TOTPEOUTEN MU

YperynmupoBath MPEeTeH3UH MOTPEOUTENEH B paMKaX CBOEH KOMITIETCHIIUU
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[IpoBepsiTh COOTBETCTBHE II€H Ha XU3HEHHO HEOOXOAMMBbIE M Ba)KHEHIINE
JIEKapCTBEHHbIE rpernaparThbl JUTSt MEULIMHCKOTO MIPUMEHEHUS
rOCy/IapCTBEHHOMY pEecTpy MpEeAeNbHBIX OTIHYCKHBIX 1IEH MPOU3BOAMTENCH Ha
JICKapCTBEHHBIE TIPEMapaThl, BKIFOUCHHBIC B MIEPEUCHb JKU3HEHHO HEO0OXOIMMBIX
U BaXXHEHINX JIEKAPCTBEHHBIX NPENapaToB

[lonmp30BaThcs pacueTHO-KACCOBBIM 00OPYAOBAaHUEM (KOHTPOJIEHO-KaCCOBOM
TEXHUKOW) U O00OpynoBaHHEM, MpeIHa3HAYEHHBIM JJii OCYIIECTBIICHUS
(dbapManeBTUYECKON NEATEeTPHOCTH U MOHUTOPWHTA JIBHKEHUS JIEKAPCTBEHHBIX
IpernapaToB

Crpouth mpodeccuoHanbHOE OOIICHHE C COOOICHUEM JIEIOBOTO 3THUKETa U
(bapMareBTHYECKOM JCOHTOIOTHH

[Tonp30BaThCs CieUANIM3UPOBAHHBIMU IIPOIPAMMHBIMU ITPOYKTaMHU

AHanu3upoBaTh M OLIGHHWBATh pE3YNbTaThl COOCTBEHHOW JAESITENbHOCTH,
JESATSIIBHOCTH KOJUIET ISl MPEAYIPERACHUS TPOPECCHOHATBHBIX OIMIMOOK U
MUHUMU3ALUU PUCKOB JUIS TOTPEOUTENs

[Tonmp3oBaThes mpuemaMu 3(G(GEKTUBHBIX KOMMYHHKALWN TPU B3aHMMOICHCTBUH
C KOJUIEraMu M NMOTPEOUTENIIMU

Heo0Oxoaumsie
3HAHUSA

ITopsnok oOTImycKa JIEKapCTBEHHBIX IIPENApaToB HACCICHUI0 U MEAULMHCKAM
OpraHu3alusaM, BKIK0Yas JIEKapCTBEHHbIE NIPENapaTsl, MOLICKAIINE IIPEIMETHO-
KOJIMYECTBEHHOMY Y4ETY

HpaBI/IJIa BCACHNA KaCCOBBIX onepaunﬁ N ICHCKHBIX PACUCTOB

Buap! u 0COOEHHOCTH HOTpe6I/ITeHCI71 TOBAPOB U YCIIYT' aAlITCYHBIX Opl"aHI/ISaI_II/Iﬁ

HOpMI)I OTITYCKa HAPKOTHUYCCKUX U IICUXOTPOIIHLIX JICKAPCTBCHHBIX IIPCIIapaTOB

[TpaBuna odopmiieHUs: peLenToB U TpeOOBAaHUN METUIIMHCKUX OpraHu3aluii Ha
JIEKapCTBEHHBIC TPEMapaThl, MEIUIMHCKUE W3S U CHElUaTu3UPOBAHHBIE
MPOIYKTHI JIE4EOHOTO TUTAHUS

MeTo/1bl ¥ IPUEMBI YPETYJINPOBaHUSI KOH(PIUKTOB C OTPEOUTENISIMU

[Topsimok  paboTel B CUCTEME MOHHUTOPHUHIA JBM)KEHHUS JIEKapCTBEHHBIX
IIpenapaToB

OtBercTBeHHOCTH B cooTBeTCcTBHE ¢ KOAII 32 Hapylienue mpaBuil HaJjIexKalen
alTeYHOW MPAKTUKU U npaBuia ormycka JIII, mpaBui oTnycka HapKOTUYECKUX
CpCACTB MW TICUXOTPOIMHBIX BCIICCTB, 3apCrUCTPUPOBAHHBIX B KAa4YCCTBE
JIEKapCTBEHHBIX IIpPEnaparoB, JIEKapCTBEHHBIX IPENapaToB, COAEPKALIUX
HApPKOTUYCCKHUE CPCACTBA U IICUXOTPOITHLIC BEIICCTBA

Jlpyrue

XapPaKTCPUCTHKU

3.1.2. TpynoBasi pyHkuus

OdopmiieHre JOKyMEHTAIUH 10 YpoBeHb
Hanmenosanue YUEeTy pean3aini JeKapCTBEHHBIX Kox | A/02.6 (I0LypOBEHB) 6

IpenaparoB KBTI UKATTHH
IIpoucxoxaeHue Tpya0BOi Opurnnan X 3anMCTBOBAaHO
byHKITIN 13 OpUrMHaJIa

Kon opurunana Peructpannonssiii Homep
npodeccnoHaTLHOTO
CTaHIapTa

TpynoBsie neicTBUs

Perucrpaius peuentoB Ha JIEKapCTBEHHBIE MTPENapaThl U MEIULIMHCKUE U3ICIIHS,
TpeOOBaHUI METUIIMHCKUX OpTaHU3alnuil




Peructpanus  OCyIIECTBIEHHBIX 3aKa30B UM JOCTaBOK  JIEKapCTBEHHBIX
18
IpernapaToB NOTPEOUTEIIIO

BC,I[GHI/IG MMPEAMETHO-KOJIMYECTBECHHOI'O Y4€Ta JICKAPCTBEHHBIX CPCACTB

OdopmiieHrEe KaCCOBBIX U OTYETHBIX TOKYMEHTOB

Vyer HEIIPABUJIbHO BBIIIMCAHHBIX PELCIITOB

CocraBicHue TOBAPHOI'0 OTYCTA MATCPUATIBHO-OTBCTCTBCHHOI'O JIMI[A

HeobOxonumeie
YMEHHUS

19
BecTu xypHaib

OcCy1ecTBISTh JOKYMEHTOOOOPOT, B TOM YHUCIIE ANEKTPOHHBIN

[Tonp30BaThCs cieUaAIM3UPOBAHHBIMU IIPOIPAMMHBIMU ITPOTYKTaMHU

Heo0Oxonnmeie
3HAHUSA

[Topsimox  BeneHUs INPEeIMETHO-KOJMYECTBEHHOTO ydeTa JICKapCTBEHHBIX
IIpernapaToB

TpeGoBaHusI K CTPYKTYpE U COCTaBY OTYETHON JOKYMEHTAIUN

[Topsnok yuera IBHKEHUS TOBapa

HpaBI/ma ,I[I/ICTaHL[I/IOHHOﬁ TOPTOBJIM JICKAPCTBCHHBIMU IIpCIiapaTaMu

NudopmaniioHHple  CHCTEeMbl U OCOOCHHOCTH  (DYHKUHMOHHPOBAHUS
KOMIIBIOTEPHOI'0 000py10BaHUs

Bunel v HazHayeHusi KypHaJIOB (ydeTa CPOKOB TOIHOCTH JIEKAPCTBEHHBIX
[IpernapaToB, >KypHajlbl ydeTa OIepaluil, CBA3aHHBIX C OOpaleHueM
JICKAPCTBEHHBIX CPEJICTB), MOPSIIOK UX 0HOPMIICHHUS.

Buast 1 popmbl MaTepuanbHON OTBETCTBEHHOCTH

Jlpyrue
XapaKTepI/ICTI/IKI/I

3.1.3. TpynoBasi pyHkuus

IIpueMouHbIl KOHTPOJIb B YposeHb
Hauvenosanue | hapvarepTideckoil opranmsanun | <04 Al03.6 (monyposetb) 6
KBaMuKauu
IIpoucxoxnenue 3auMCTBOBaHO W3
P L Opuruman X
TPYIOBO# (HyHKIUH OpHrHHANA

Koz opurunana Peructpaumonusiii Homep
1po¢eCcCHOHATIBHOTO CTaHAapTa

Tpynoseie nencTBUsS

[Ipuemka 5eKapCTBEHHBIX CpPEACTB W TOBAPOB AaNTEYHOI'O ACCOPTHMEHTA IO
KOJIMYECTBY U KAUECTBY

Peructpamuss ~ mocTtymarommx B (bapmareBTUIECKYIO OpraHU3aINIo
JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB allTEYHOI'0 ACCOPTUMEHTA

Perucrpanus JIEKapCTBEHHBIX CPEACTB, MOUIEIKALUX IIPEIMETHO-
KOJIMYECTBEHHOMY YUETY

Perucrpanus jiekapCcTBEHHBIX MpPENapaTroB B CUCTEME MOHUTOPUHIA JBUKCHHUS
JIEKapCTBEHHBIX NPENnapaToB

PaGota ¢ HenoOpoKauecTBEHHOMN MPOAyKIIUEH

HeoOxoaumere
YMEHUS

HpOI/ISBOJII/ITI) IMPOBEPKY COMNPOBOAUTCIIBHBIX JOKYMCHTOB IIO COCTaBy U
KOMIIJICKTHOCTH

O(bOpMJ'ISITB OTUCTHBIC JOKYMCHTBHI IO ABWIXXCHUIO JICKAPCTBCHHBIX CPCJACTB U
TOBAPOB allITCYHOI'O ACCOPTUMCHTA

[IpoBepsiTh COOTBETCTBHE II€H Ha >KM3HEHHO HEOOXOIMMbIE U Ba)KHEHIIME
JIEKapCTBEHHBIE MTpenapaTsl JJisi MEAUIIMHCKOTO TPUMEHEHUS TOCYJaPCTBEHHOMY
peecTpy MpeeNbHbIX OTIYCKHBIX LIEH INPOU3BOJIMTENCH Ha JIEKapCTBEHHBIE
IpernapaTsl, BKIIOYCHHBIE B MEPEUYCHb JKU3HEHHO HEOOXOIUMBIX W BaKHEHUIITUX




JIEKapCTBEHHBIX MPENnapaToB

OdopMIsaTh MOKYMEHTAIMIO IO U3BATHIO U3 OOpalleHus JIeKapCTBEHHBIX
CPEACTB IIPENapaToB U TOBAPOB AllTEYHOI'0 ACCOPTUMEHTA

Bectu  npeaMeTHO-KONIMYECTBEHHBIM ~ ydeT  JIEKAPCTBEHHBIX  CPEICTB
[IOCPEICTBOM 3aII0JHEHHUS )XYPHAIIOB

[Tonb3oBarbcs KOHTPOJIBHO-U3MEPUTEIIbHBIMU npubopamu,
CIELUAIIU3UPOBAHHBIM 000pPYIOBAHUEM, B TOM YHCIIE B CHCTEME MOHUTOPHUHIA
JBIKECHUs  JICKAPCTBEHHBIX IIpENapaToB, IpOrpaMMaMM M IPOJYKTaMH
MHOOPMALIMOHHBIX ~ CHCTEM,  MCIOJIb3yeMbIMHM B  (papMaleBTUYECKHX
OpraHu3aIMsIX

OneHnBaTh MapKUPOBKY, YIAKOBKY M BHEIIHUIN BUJ JIEKAPCTBEHHBIX CPEJICTB U
TOBApPOB allTEYHOI'0 ACCOPTUMEHTA, B TOM UKCJIE IIPOBEPSATH CPOKU T'OJTHOCTH

Heo0Oxoaumsie
3HAHUS

[IpaBuia mpueMKu ToBapa

HepequL U CTPYKTypa COINPOBOAUTCIIBHBIX JOKYMCHTOB IIOCTAaBIIMKA Ha
JICKApPCTBCHHBIC CPCACTBA U TOBAPLI alITCYHOI'0 aCCOPTUMCHTA

[TonoxkeHnss  3aKOHOJATENbHBIX W HOPMATHUBHBIX  TPAaBOBBIX  aKTOB,
pEeryIupyommux oOpallieHne JIEKapCTBEHHBIX CPEJACTB W TOBAPOB AalTEUYHOIO
aCCOPTHMEHTA

Tpe6OBaHI/I$I K Ka4CCTBY JICKApPCTBCHHBIX CPCIACTB, B TOM YHUCIIC K MApPKHUPOBKC
JICKApCTBCHHBIX CPEACTB M K JOKYMCHTAM, IMIOATBCPXKAAOINM Ka4YCCTBO
JICKApPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOI'O aCCOPTUMCHTA

AKTyanbHBIII aCCOPTUMEHT JIEKAPCTBEHHBIX CPEACTB MO (apMaKoJIOTHYECKUM
rpynnaM 4 TOBapOB alTEYHOI'0 aCCOPTUMEHTA

CrocoObl  BBISIBICHHS M TMOPSIOK paboTel ¢ (hambCupuIupOBaHHBIMH,
KOHTpa(aKTHBIMA U HEA0OPOKAYCCTBCHHBIMHU JICKAPCTBEHHBIMH CPEACTBAMH H
TOBapaMHu anTeYHOTO aCCOPTHUMEHTA

TpeboBaHusi K OTYETHOM JOKYMEHTAllMH, CTPYKTypa M COCTaB OTYETHOMU
JOKYMEHTALUU

HOprI[OK BCACHUA MPCAMETHO-KOJIMYCCTBCHHOT'O YUC€TA JICKAPCTBCHHBIX CPCIACTB

NupopmanronHsie cucteMbl U1 000py10BaHNE MH(DOPMALIMOHHBIX TEXHOJIOTH,
UCMOJIb3yeMble B (papMalleBTUYECKON OpraHu3aluu

[Topsaiok TpaHCIOPTUPOBKU TEPMOJAOUIBHBIX JIEKAPCTBEHHBIX CPEACTB 11O
XOJOAOBOM LIETM M HCHOJIb3yEeMble JUIsl KOHTPOJSI COOJIIOJICHUS TeMIepaTypbl
CpeacTBa

HOpSII[OK YTBCPKACHUA H OOHOBJICHHUS MepeuHA KU3HCHHO HeO6XOI[I/IMLIX 151
BayKHEHUIITHX JICKAPCTBCHHBIX MMPETIapaToB 11 MECAUIIUHCKOI'O TPUMEHCHUA

IIpaBuna neHooOpa3oBaHMS Ha KU3HEHHO HEOOXOAMMbIE U BaKHEHIINe
JIEKapCTBEHHBIE MPenapaThl

[Iepeuens TOBapoOB, pa3pelICHHBIX K MPOJAXKE B aNTEYHBIX OpPraHU3ALMSIX
HapsIy C JIEKAPCTBEHHBIMH MpernapaTaMu

TpeboBanust oxpaHsl Tpya, MEpHI MOKAPHOM 0€30MacHOCTH, TOPSIIOK ASUCTBHIMA
MIPU YPE3BBIYANHBIX CHUTYAIIHASIX

Metons! u IIPUCMBI YPCTYJIUPOBAHUA HpCTCH3Hﬁ C IIOCTaBIIMKaMH

CaHUTapHO-IMHUIEMUOTIOTHYECKUE TPEOOBAaHUS K IKCILTyaTalliy TOMEIICHHH U
YCIIOBHSM TPYJa

OdwunmanbHple  UCTOYHUKKM  WHGOpMaUd O  HEIOOPOKAYECTBEHHBIX,
banbcuuIMpoBaHHBIX M KOHTpadaKTHBIX JIEKAPCTBEHHBIX CPEACTBAX, U
TOBapax anTeYHOTO aCCOPTUMEHTA, MOJICKAIIUX U3IBSITHIO U3 OOpAIICHIS

[lopsimox paboTbl B CHCTEME MOHHUTOPHHIA JBM)KCHUS JIEKapCTBEHHBIX
MpernapaToB

Apyrue
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\ XapaKTePUCTHKU

3.1.4. TpynoBasi pyHkuus

XpaHEeHHE JICKapCTBEHHBIX CPE/ICTB U YpoBeHb
HanveHoanue | TOBapOB alTEYHOro accopTuMeHTa B | Kox | A/04.6 | (momyposeHs) 6
(apMalleBTHYECKUX OpraHU3aLUsIX KA/ uKaLHH

[Ipoucxoxnenue
TPYAOBOH (QYHKINN

X 3anMCTBOBAHO U3

OpurnHan
OpHTHHANA

Kon Peructpaunonusiii Homep
OpHUTHHAIA IpoQeCCHOHANBHOTO CTaHAapTa

Tpynossie nencTBUs

[IpoBepka W peructpanusi MapaMeTpOB BO3AyXa B ITOMELICHHUSAX XPAHEHUSA
JICKAPCTBEHHBIX CPEJCTB U TOBAPOB AIITEYHOI'0 ACCOPTUMEHTA

I/I,HGHTI/IQ)I/IKEII_II/IH O60py,Z[OBaHI/I$I A XpaHCHUA JICKAPCTBCHHBIX CPCIACTB H
TOBApPOB alITCYHOI'O ACCOPTUMCHTA

OdopmieHne U BeeHUE CTEIIaXHBIX KapT

Hapnexamee XpaHeHHMe JEeKapCTBEHHBIX IpenaparoB nomiexamux IIKY, B
COOTBETCTBUM C HOPMAaTUBHBIMH IIPABOBBIMU aKTaMU

COpTHpOBKa MOCTYIAIMUX JICKAPCTBCHHBIX CPEACTB MW TOBApPOB alTCYHOI'O
ACCOPTUMCHTA 110 I'pyIlIamM

YnopfmoquHe o CCpHAM MU YYCT 3allaCOB JICKAPCTBCHHBLIX CPCIACTB U TOBApPOB
AlITCUHOI'O aCCOPTUMCHTA B (bapMaI_[eBTI/I‘-IeCKI/IX OpraHu3anusx

Pa3M€HIeHI/I€ JICKAPCTBCHHBIX CPCACTB W TOBAPOB allTCYHOI'0 aCCOPTHUMECHTA IO
MECTaM XpPaHCHUSA B COOTBCTCTBUU C YCTAHOBJICHHBIMH IIPOU3BOIUTCIAMU
YCIIOBUAMH XPAHCHUA

[TpoBenenue un opopmieHue pe3yabTaTOB HHBEHTapU3AIUN

Benenue yucTa JICKAPCTBCHHLIX CPEACTB C OTPaHUYCHHBIM CPOKOM l"O,[[HOCTI/I20

[IpoBepka yciioBHI XpaHEHUS JIEKAPCTBEHHBIX CPEACTB

OOecnieunBaTh PEXUM XpPAHEHUS B pa3feNbHBIX 30HaX (albCUPUIMPOBAHHBIX,
HEZ00POKAYECTBEHHBIX U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEICTB

BeisiBnenne u  u3bsATHE (PaTbCU(UIMPOBAHHBIX, HENOOPOKAUYECTBEHHBIX H
KOHTpaq)aKTHBIX JICKAPCTBCHHBIX CpCaAcCTB, Mo JIeKalux HU3BATHUIO us3
rpakJJaHCKOro obopoTa

HeoOxoaumere
YMEHUS

O0ecneunBaTh YCJ10BUsA XPaHCHUA, YCTaAaHOBJICHHBIC IMPOU3BOAUTCIIEM
JICKApCTBCHHBIX CPCACTB

Hcnons30BaTh TEXHHYCCKHE Cp€acTBa, TCXHOJOTHWH, BKIOYad MIPOIrpaMMHOC
obecneucHue | I/IH(I)OpMaI_[I/IOHHBIC CIIPpaBOYHBIC CHUCTCMBI, JI obOecrieueHus
HaAJICKAIETro nmopsjaKka u }’CJIOBI/Iﬁ XpaHCHUA TOBAPOB alITCYHOI'0 aCCOPTUMEHTA

IlounMaTe W OCO3HABaTh IIOCICACTBUS HCCO6J'IIO)I€HI/I$I yCJ'IOBI/Iﬁ XPaHCHUA
JICKApCTBCHHBIX CPCIACTB

[IporHo3upoBaTh pUCKH MOTEpU KayecTBa, 3(PPEKTUBHOCTH U 0OE30MACHOCTU
JIEKapCTBEHHBIX CPEJCTB MIPU HECOOIIOJJCHUN PEeXUMa XPaHEHUS

O(l)OpMJ'ISITB COOTBCTCTBYIOIIHNE NOKYMCHTBI HAa U3BATUC JICKAPCTBCHHBIX CPCACTB
1 TOBAPOB AlITCYHOI'O aCCOPTUMCHTA

Bectu oryeTHBIC JOKYMCHTEI

WHTepnpeTupoBaTh YCIOBMSI XPAHEHUS, YCTAHOBJIEHHBIE IPOU3BOAUTEIEM
JIEKapCTBEHHBIX CPEACTB, B COOTBETCTBYIOILME PEKUMBI XPAHCHHUS

Heo0Oxoaumsie
3HAHUSA

TpeGoBaHust K yCIOBUAM XpaHEHUS JIEKAPCTBEHHBIX CPEICTB M JIEKAPCTBEHHBIX
IIPEnaparoB, B TOM YHCIE UMMYHOOMOJIOIMYECKUX JIEKAPCTBEHHBIX MPENapaToB




11

(VJTIT)

[Tonoxxenuss  3aKOHOJATENBHBIX W HOPMATUBHBIX  IIPABOBBIX  AKTOB,
perynupyomux oOpallleHue JIeKapCTBEHHBIX CPEACTB M TOBAapPOB AalTEYHOTO
aCCOPTHMEHTA

[TpaBuia ¥ MOPSIIOK ACHCTBHIA C JIEKAPCTBEHHBIMU CPEICTBAMH, MOJJICKAIMMU
U3BSATHIO U3 TPAXKIAHCKOro 000poTa

AKTyaJbHBI aCCOPTHMEHT JIEKQPCTBEHHBIX IPENapaTtoB IO  Pa3InYHBIM
(hapMaKoJIOTHIECKUM TPYIIaM

TpeOoBaHusi K BEICHUIO MPEIMETHO-KOJIMYECTBEHHOTO YdYeTa JIEKAPCTBEHHBIX
CpPENCTB

[lpaBuna XpaHEHUsT JIEKAPCTBEHHBIX CPEJACTB W TOBAPOB  ANTEYHOTO
acCOpTHMEHTa

OCOOCHHOCTH XpaHEHUS JICKApPCTBEHHBIX CPEICTB, MOJICKALINX IPEAMETHO-
KOJINYECTBEHHOMY YUeTy

HOpHI[OK yucTa JICKAPCTBCHHBIX CPEACTB C OTPAHUYCHHBIM CPOKOM I'OAHOCTHU

Ocobennoctu XpaHCHUA I/IMMYHO6I/IOJIOFI/I‘ICCKI/IX JICKAPCTBCHHLIX IIPCIIapaTOB U
MCIHUIMHCKHUX ITUABOK

HOpSII[OK TPaHCIIOPTUPOBKH I/IMMYHO6I/IOJ'IOFI/I‘IGCKI/IX JICKAPCTBCHHLIX CPCACTB B
YCIIOBUAX XOJIOJOBOM MEMu H HCIIOJIB3YCMBIC [JId KOHTPOJIA CO6JIIOI[CHI/I$I
TEMIICPATYPhI CPEACTBA

TpeOoBaHUsI K CTPYKTYPE M COCTABY OTUETHOM JOKYMEHTAIIHI

Nudopmanronnsie cucTeMbl U 000pynoBaHUuE MHPOPMAITMOHHBIX TEXHOJIOTHH,
HCIOJIb3YeMbIC B (DapMaIleBTHYCCKON OpTraHU3aIiH

DOu3nNKo-XUMHYECKHE CBOMCTBA JICKaApCTBCHHLIX CPCIACTB

+21
HpaBI/ma XpaHCHUA MCIUIHUHCKUX U3JCIITNU

TpeboBanust oxpaHbl Tpyda, NMpaBuUjia MOKapHOW O€30MaCHOCTU U TMOPSIIOK
JEUCTBUMN IIPU YPE3BbIYAWHBIX CUTYaALUAX

Ncrounuku odunmanbHol HHPOpPMALMK O JIEKAPCTBEHHBIX CPEICTBAX M TOBApax
anTeYHOI0 ACCOPTUMEHTA, MO UIekKAIUX U3BATHIO U3 00paleHHs

HApyrue
XapPaKTCPUCTUKHU

ObecnieueHre XpaHeHUST B O00OCOOJICHHBIX TMOAPA3ACICHUSIX MEIUITUMHCKUX
OpraHM3alii  MOXET  OCYIIECTBISATHCA  MEAMIMHCKHUM  pabOTHUKOM ¢
JOITOJIHUTCIIbHBIM HpO(i)eCCI/IOHaJ'IBHI)IM 06pa3OBaHI/I€M B YaCTu pOSHHqHOfI
TOPTOBIIY JIEKAPCTBEHHBIMH MpenapaTaMu

3.1.5. TpynoBasi pyHkuus

Po3auunas Topro.is YpoBeHb
HaumenoBanme | JIEKAPCTBEHHBIMU MperiapaTaMu Jis Kox | A/05.6 | (momypoBeHs) 6
BETEPUHAPHOIO0 IPUMEHEHHUS KBaypuKam

IIpoucxoxnenue
TPYAOBOH (YHKINN

¢ 3anMMCTBOBAHO U3

Opurnsan
OpuTHHAJIA

Kon PeructpannoHHbiii HOMep
OopuUruHaia npodeccHoHaTLHOTO CTaHaapTa

TpynoBeie nencTBUS

22
(DapMaHeBTquCKaSI OKCIIEPTHU3a PCLCIITOB HA JICKAPCTBCHHLIC IMPCIIapaThbl Ha
NpeaAMET COOTBCTCTBHA ITPABUJIAM HA3HAYCHU A JIIn O(I)OpMJICHI/ISI PCLCIITOB

TakcupoBKa CTOMMOCTH JIEKAPCTBEHHOTO TMperapara, H3TOTOBICHHOTO B
YCJIOBUSAX allTEYHOM OPraHU3aluH, TAKCUPOBKA PELEITOB

Briaua kaccoBoro ueka u Mpou3BeICHHE PACYETOB 3a MPHOOPETCHHBIN TOBAP

Hponaxca JICKAPCTBCHHBIX MPLCIApPaTOB U TOBAPOB AlITCYHOI'O ACCOPTUMCHTA

Heo0Oxonnmeie

[IpoBepsiTh peuent Ha MpeaMeT COOTBETCTBUS (hopme OnaHKa M IpaBHIaM HUX
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YMEHHUS

oopmIIeHUS

[Ipenynpexaarh KOHOIUKTHBIE CUTYAlUU C TTOTPEOUTEISIMU

VYperynupoBarh IpeTeH3UH MOTpeOuTeNIel B paMKaX CBOEH KOMITETEHIIUN

[Tonmp30BaTbcss ~ KOHTPOJIBHO-KACCOBOM ~ TEXHMKOH M 00OpYZOBaHHEM,
IIpeJHa3HauYEHHbBIM JUIsl OCYILECTBIICHUS (papMalleBTUYECKOM 1€ TEIbHOCTU

Heo0xoaumbie
3HAHUSA

IIpaBuia oTmycka JIeKapCTBEHHBIX IIPENApATOB Il BETEPUHAPHOIO IIPUMEHEHHUS

HpaBHna Haﬂnemameﬁ anTeyHoMn IMPAKTUKU JICKAPCTBCHHBIX IIPCIIapaToB IJId
BCTCPUHAPHOI'O MPUMCHCHUA

[TpaBwia oopMIICHHS PEIETITOB HA JIGKAPCTBEHHBIC MTPETapaThl

MeTo1pl ¥ TPUEMBI YPETyIUPOBAHUS KOH(MINKTOB C MOTPEOUTENIMU

[IpaBuia BeeHUs KaCCOBBIX ONEPALMNA U JEHEKHBIX PaCUeTOB

[IpaBuna XxpaHeHUs  JIEKapCTBEHHBIX IpPENapaTroB JJii  BETEPUHAPHOTO
MIPUMCHCHHUS

Jlpyrue
XapaKTepI/ICTI/IKI/I

3.1.6. TpynoBas ¢pyHKust

HaumeHnoBaHue

IIpoucxoxneHue
TPYAOBOH HYHKIINU

H3rorosneHue JICKAPCTBCHHLIX IIPCIIapPaTOB
10 MHANBUAYAJIbHBIM HA3HAYCHHUAM
YpoBeHb
MEJUIIMHCKUX PAaOOTHUKOB U (MIIH)
Kon | A/06.6 | (nomyposenn) 6
CIIEMAIMCTOB B 00JIaCTH BETEPUHAPHUU U KpaTH KA
Tpe6OBaHI/IHM MCOUIIMHCKHX Opl"aHI/ISaL[I/Iﬁ n
BETEPUHAPHBIX OpraHU3auil
3aMMCTBOBAHO
Opurunan X
U3 OpUTHHAJA
Kon opurnnana Peructpaumonusiii Homep

IpodeCCHOHANBHOTO CTaHJapTa

TpynoBbie [ToaroroBka paboyero MecTa JJisi M3rOTOBJIEHUS JIEKAPCTBEHHBIX MpenapaToB
JeCTBUS BbimonHeHne  pacd4eToB 1O ONPENENIEHUI0  Macchl/00beMa  HHIPEIUCHTOB
JeKapCTBEHHOTO IMpernapaTta B COOTBETCTBUM C Ha3HayeHMEM M odopMIieHue
nacropTa MUCbMEHHOTO KOHTPOJIS
Beibop  onTHManabHOrO  TEXHOJOTMYECKOTO  Tpolecca IS HU3TOTOBJICHUS
JIEKapCTBEHHBIX MPENapaToB
Br16op 1 moaroToBKa BCIIOMOTaTENbHBIX BEIIECTB M MaTEepPHAaJOB, PallMOHAILHOMN
YIIaKOBKH
[TonroroBka o00OpynOBaHUS W TOCYAbl s M3TOTOBJIEHUS JIEKAPCTBEHHOTO
npernapara
U3roroBieHue JieKapCTBEHHOW (opMbl U O(QOpMIIEHHE JIHUIEBOM CTOPOHBI
MUCbMEHHOTO KOHTPOJIS
UzroroBnenue KOHIEHTPUPOBAHHBIX pacTBOpOB, noyrygpabpuKaros,
BHYTPHUAINITEUHON 3aTrOTOBKH
[TpoBenenue padboT no (hacoBKe JIEKapCTBEHHBIX IIPENapaToB
Heo6xoaumeie [Tomyyath BOAY OYMIIEHHYIO M BOAY JAJS MHBEKUUMH M HCHOJIB30BATh €€ s
yYMEHUs U3TOTOBJICHHS JIEKAPCTBEHHBIX IPenapaToB

HpOBCpHTB COOTBETCTBHE Ha3HAYCHHOU MEOAUIINHCKUM pa60THI/IKOM AO3UPOBKU U
JIEKapCTBEHHON (DOPMBI BO3pACTy OOJIHHOTO

['0TOBUTH paznMuHbIC BU/BI JIEKAPCTBEHHBIX (HOPM JIEKAPCTBEHHBIX MPEMapaToB

['OTOBUTH KOHLIEHTPUPOBAHHBIE PACTBOPHI, MONYy(PAOPUKATHI, BHYTPHANTECYHYIO
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3aroTOBKY

@dacoBaTh U3rOTOBJIEHHBIE JIEKAPCTBEHHBIE ITPENApPaTh

ITonw3oBaThCA J'Ia60paTOpHI)IM N TEXHOJIOTUYCCKUM O60py,[[OBaHI/I€M

IIpumenaTs CpencTBa MHANBUYAIbHON 3aILUThHI

ITosb30BaTbCA COBPEMEHHBIMU MH(POPMALMOHHO-KOMMYHHUKALIMOHHBIMU
TEXHOJIOTUSIMH, TPUKIAJHBIMA TporpaMMamMi obecnedeHus: (papmaneBTHYECKOi
JESITeIbHOCTH [Vl PEeLIeHUs IpOoecCHOHANbHbIX 33134

HpOI/I3BOI[I/ITB 00s13aTeNbHBIC pacucThl, B TOM 4YHUCJIC IO MPCACIbHO AOIMYCTUMBIM
HOpMaM OTIIYyCKa HAPKOTHUYCCKHUX U IICUXOTPOITHBIX JICKAPCTBCHHBIX CPEACTB

Heob6xonnumele 3aKOHOJATEIbHBIE 1 HOPMATUBHBIC NPABOBBIE AKTHI, PErVIAMEHTUPYIOIIHUE IIPOLECC
3HAHUS U3TOTOBIICHUS  JICKApPCTBEHHBIX  (OpM,  KOHIIEHTPUPOBAHHBIX  PAcTBOPOB,
nony(pabpuKkaToB, BHYTPUANTEUHOW 3aroTOBKU M (ACOBKHM JIEKAPCTBEHHBIX
IIpernapaToB
Bunpl BHYTpHAanTeYyHOro KOHTPOJS KaydecTBa M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX
IIpernapaToB
[TpaBuia 3roToBIIEHUS JIEKApPCTBEHHBIX (hOpM
MeTo/1bl cTEpUIIN3ALMN JEKAPCTBEHHBIX MTPENapaToB
DU3NKO-XUMHUYECKUE U OPraHOJENTUYECKUE CBOMCTBA JIEKAPCTBEHHBIX CPENICTB, UX
du3nueckas, Xumuaeckas 1 (papmMakoIormuecKasi CoBMECTUMOCTh
Homenknarypa 3aperucTpUPOBaHHBIX (bapMareBTUYECKHX cyOCTaHIHH,
MCIOJIb3YEMBIX JIJIS1 U3TOTOBJICHUS JIEKAPCTBEHHBIX MIPENapaToOB
YcnoBus M CPOKM XpaHEHUs JIEKapCTBEHHBIX IIPENaparoB, HM3rOTOBJICHHBIX B
aNTEYHbIX OpraHU3aLUsIX
CriocoObI BBISIBICHUS HETOOPOKaYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB
TpeboBaHMsT K BEACHHWIO TEPBUYHOW JOKYMEHTAllMM IO  H3TOTOBJICHHIO
JIEKapCTBEHHBIX MPENapaToB B allTEYHBIX OPraHU3ALMSIX, BETEPUHAPHBIX alTEUHBIX
OpraHMu3aLusIX
TpeboBanust oxpaHbl TpyJda, IpaBHJa I0KAPHOM OE30MaCHOCTH M TOPSAOK
JIEMCTBUI NIPU YPE3BBIYANHBIX CUTYaLUIX
CaHUTapHO-AMHUIEMUOJIOTHYECKUE TPeOOBaHMUSI K OHKCIUTyaTallMM TOMELIEHUH Hu
YCIIOBUSIM TpyJa
[IpaBuna npruMeHeHUs CPeICTB UHANBUAYAIBHOMN 3aIIUThI
WNudopmanoHHble cUCTeMbl M 000pyJoOBaHHME HH(OPMAIMOHHBIX TEXHOJIOTHH,
MCIIOJIb3YEMbIE B alITEUHBIX OpraHU3ausaX
MeTto/1bl TOMCKA M OLIEHKH MH(GOpPMAIUHU, B TOM YHUCIIE pecypchl ¢ HHpopmanuen o
danbcuPuIMpPOBaHHBIX, HEJOOPOKAUECTBEHHBIX U KOHTPa(aKTHBIX JIEKaPCTBEHHBIX
CPEJCTBaX U TOBapax alT€4HOI0 aCCOPTUMEHTA
CperncTtBa u3MepeHuil U ucnbITaTeIbHOE 000pyI0BaHNE, IPUMEHIEMbIE B alITEUHBIX
OpraHu3aIUsIX
BcenomorarenbHble MaTepHaibl, MHCTPYMEHTHI, MPHUCIIOCOOJICHUS, HUCIOJIb3YyeMble
IpU U3TOTOBJIEHUU JIEKAPCTBEHHBIX IMpPENapaTOB B aNTEYHbIX OpraHM3alUsaX U
BETEPUHAPHBIX allTEUHBIX OPTaHU3ALUAX
HApyrue -
XapaKTePUCTUKU

3.1.7. TpynoBasi pyHKIUs

Hanmenosanue

OdopmiteHre H3roTOBICHHOTO Yposenb
JIEKapCTBEHHOTO Mpenapara Kox | A/07.6 | (noayposen) 6
KBaJTU(PUKAIHA




IIpoucxoxnexnue
TPYAOBOH QYHKINN

14

X 3auMCTBOBAHO

OpuruHan
13 OpUTHHANA

Peructpaunonusiii Homep
IpoQeCCHOHANBHOTO CTaHAapTa

Kon opurnnana

TpynoBsie VYnakoBKa W3roTOBJIEHHOI'O JIEKAPCTBEHHOI'O IpenapaTa B COOTBETCTBUU C (PU3HKO-
JNEUCTBUSA XUMHUYECKHMHU CBOWCTBAMH JICKAPCTBEHHOH (POPMBI
OdopmiieHne H3roTOBJIEHHOIO JIEKAPCTBEHHOTO IIpenapara
MapkupoBKa JIEKapCTBEHHOH (OPMBI MPEAYNPEAUTEIbHBIMA ~ HAIMUCSIMU B
COOTBETCTBUH C IPaBUIAMU O(hOPMIIEHHS YITAKOBKU
Perucrpanuss gaHHBIX 00 M3TOTOBJICHHMH  JIEKAPCTBEHHBIX  IpEMapaTtoB B
COOTBETCTBYIOIUX JKypHaIax
Heo6xonnmele OdopMIIATh JOKYMEHTALMIO ITPU U3TOTOBJICHUHU JIEKAPCTBEHHBIX MPENapaToB
YMEHMUS MapkupoBaTh H3TOTOBJIEHHbIE JIEKAPCTBEHHBIE Ipenaparbl, B TOM YHCIE
HEO0XOIMMBIMU MPEAYNPEAUTEIbHBIMUA HAATUCSIMU U 3TUKETKAMHU
ITonb30BaThCA COBPEMEHHBIMU MH(POPMAMOHHO -KOMMYHHUKAIIMOHHBIMH
TEXHOJIOTUSIMH, NPUKIAJHBIMU IporpaMMamMu obecnedeHus (apmaneBTHYECKOM
JeSITeILHOCTH ISl PeUIeHUsI PO eCCHOHANBHBIX 3a1a4
Bectn oTueTHBIE JOKYMEHTBI 110 IBUYKEHUIO JIEKAPCTBEHHBIX CPEICTB
Heo6xonumeie Bunpl 10KyMEHTOB 1O PETUCTpallMU IpOLEcca H3rOTOBJICHUS JIEKAPCTBEHHBIX
3HAHHUSA IpenapaToB U NpaBuiIa uX oGpopMIICHUS
3aKoHOJATEIbHbIE 1 HOPMATUBHBIE MPABOBBIE AKTHI, PEriIaMEHTHPYIOIIUE IPOLECC
W3TOTOBJICHUS JIEKApPCTBEHHBIX IPENaparoB, KOHLUEHTPUPOBAHHBIX PpacTBOPOB,
nony(haOpuKaToB, BHYTPUANTEYHOW 3aroTOBKM H  (PAaCOBKH  JIEKAPCTBEHHBIX
IIpenapaToB
[IpaBuna odopmiieHuss YNaKOBOK JIEKAPCTBEHHBIX IpENapaTroB, B TOM YHUCIE
IpeyNPEAUTEIbHBIMUA HAAUCIMU
TpeboBaHusl OXpaHbl TpyAa, MEpbl MOXKApHOH OE30MaCHOCTH, MOPSJIOK ACHCTBUIL
IIPU YPE3BbIUANHBIX CUTYaIUSIX
Buzbl TOKyMEHTOB NEPBUYHOTO YUYETA allTEYHON OPraHU3alHH
Nudopmanonnsie cuctembl M 000pyaoBaHHE HH()OPMAILMOHHBIX TEXHOJIOTHUH,
UCIIOJIb3yeMble B (papMalleBTUYECKON OpraHu3auu
HApyrue -
XapaKTEPUCTUKU

3.1.8. TpynoBasi pyHkuus

Hsrorosnenue
YpoBeHb
aauod@apMalileBTUYCCKUX
Hanvenosamme | Do (bapman Kon | A/08.6 (TIOTypOBEHB) 6
JICKAPCTBCHHBIX NPCIIapaTOB B KBanI/I(bI/IKaLU/II/I
MCIUIUHCKUX OpraHru3alnuiax
[Ipoucxoxaenue 3aMMCTBOBaHO U3
P KA Opurunan X
TPYAOBOH (HYHKIIUU OpUTHHAJIA
Kon PerucrpanuonHsiii HOMep
OpUTHHAJIA po¢heCCHOHATBHOTO CTaHAapTa

Tpynossie
nencTBus

[TnanupoBanue, 00paboTKa U MPOBEIECHUE PACUETOB IO MOJYYCHHBIM 3asiBKaM Ha
M3rOTOBJIEHHE panodapMalleBTHUECKUX JIEKAPCTBEHHBIX MpPernapaToB

[TonrotoBka 00OpYAOBaHUS Ui M3TOTOBJIEHUS paanodapManeBTUYECKUX
JIEKapCTBEHHBIX IPENaparoB, KaJuOpoBKa MNPUOOPOB C HCIOJIb30BaHUEM
HCTOYHUKOB MOHU3UPYIOIIETO U3JIy4YEHUs
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[InanupoBanue MOTPEOHOCTH B UCXOIAHOM CHIPbE€ M YMAKOBOYHBIX MaTepHaliax,
HEOOXOUMBIX JJII H3TOTOBJICHHS paguodapMarieBTHIECKHX JICKapPCTBEHHBIX
IpernapaToB

NsroroBnenne pamuodapManeBTUYECKUX JIEKAPCTBECHHBIX  MPENaparoB B
COOTBETCTBUH C YCTAHOBJICHHBIMH TPEGOBAHMSME’

AHanu3 TPOLECCOB H3TOTOBIEHMS M JaHHBIX MOHUTOPUHIA CpPEIbl IIpU
U3rOTOBJICHUM  paguo(dapMaleBTHUECKUX JIEKApCTBEHHBIX IIpenapaToB Ha
COOTBETCTBHE YCTaHOBJICHHBIM TPEOOBAHHSIM

Pa3pabotka cnenudukanuii K Ka4eCTBY UCXOJHBIX M YIIaKOBOYHBIX MaTepUasOB,
UCIOJIb3YEMBIX TIPU W3TOTOBJICHUU DPAaTuOPapMaleBTUICCKUX JICKAPCTBEHHBIX
IIpernapaToB

Pa3zpaboTka  cTaHAapTHBIX ONEPALMOHHBIX  IIPOLENYp BBIIIOJIHECHUS
TEXHOJIOTUYECKUX ONepaluil Mpu M3rOTOBICHUU paguodapManeBTHUECKUX
JIEKAPCTBEHHBIX IIPENApaToB

PeFI/ICTpaI_II/IH BCCX BBIIIOJIHACMBIX onepauﬂﬁ, W3MCHEHHH W OTKJIOHCHHUH IIpu
HU3TOTOBJICHHUU

COop, o0OpaboTka ® aHamW3 pPE3YJIbTATOB HUCHBITAHWUH, ITOTYYCHHBIX
pannodapmManeBTHIECKUX JICKApCTBEHHBIX MPENapaToB

KOHTpOJH) HOTpe6JIeHI/I$I HCXOAHBIX MaTrcpuajioB npu HU3TOTOBJICHUU
pa,[[I/IO(l)apMaI_IeBTI/I‘-ICCKI/IX JICKAPCTBCHHLIX ITPCIIaAPaTOB

KOHTpOJII) YCJIOBI/Iﬁ XpaHCHUA HMCXOAHBIX MATCpUaIOB IJid H3TOTOBJICHUSA
pa,[[I/IO(l)apMaI_IeBTI/I‘-IeCKI/IX JICKAPCTBCHHLIX ITPCIIaAPaTOB

KoHTposb cobito/1eHust acenTUYECKUX YCIOBUN U ONlepalyii 10 CTepUIIN3aluu

VYnakoBka M MapKUpOBKa  H3TOTOBJIEHHBIX  pajnoQapMaleBTUYECKUX
JIEKapCTBEHHBIX NPENapaToB

KOHTpOHL pa6OTBI 060py,Z[OBaHI/I$I JJIA U3TOTOBJICHUA pa,Z[I/IO(bapMaLIeBTI/ILIeCKI/IX
JICKApCTBCHHBIX IIPEIIapaTos, q)OpMHpOBaHI/Ie TEXHUYCCKOIro 3aaaHusa A
IMPOBCACHUA TCXHUYICCKOI'O O6CJ'Iy>I(I/IBaHI/I$I 060py,[[OBaHI/I$I

HHaHI/IpOBaHI/Ie NEPUOANYIHOCTU TPOBCACHUA TCXHUYCCKOTO O6CJ'IY)KI/IBaHI/I$I
o0opynoBaHUs

Obecrieyenrie Mep MO 3allldTe 30HBI M3TOTOBIEHUS OT PaJHOAKTUBHOTO
3arps3HECHUS

OcyiecTBieHre KOHTPOJSI IETOCTHOCTH MEMOpaHHBIX (UIBTPOB, C yYETOM
HEOOXOIUMOCTH OO€eCIeUeHUsl PpaTUalMOHHON O€30MacHOCTH M COXpaHEHUs
CTepUIILHOCTU (QUIBTPOB

BrimonHenne  omepammii O OYMCTKE,  JI€3aKTUBAIUH,  JAe3UH(EKINN
(crepunuzanuu) OOOPYIOBaHUS [UIsl W3TOTOBJICHHS pPaauodapMaieBTUIeCKUX
JICKapCTBEHHBIX MpenapaToB

Heo0xoaumpbie
YMeHUs

OO0ecrieunBaTh COOTBECTCTBHC paIII/IO(I)apMaLICBTI/I‘{CCKI/IX JICKAPCTBCHHBIX
ImpernapaToB IIOKa3aTC/IAM Ka4CCTBa

OO0ecrieunBaTh MCPBI IO MPECAOTBPALLICHHUIO HepereCTHOﬁ KOHTaMHUWHalInuu

OdopmnsaTe TpeOOBaHMS K HCXOJHOMY CBHIPbIO, YIaKOBOYHBIM MaTepHalaM,
Marepuaiam sl MapKUpOBKHU

OHpelIeJ'ISITI: BCPOATHOCTU W TPUYMHBI BO3HHUKHOBCHUA OTKJIOHEHHH OT
TEXHOJIOTUYECKOTO TMPOIecca, BO3MOXKHOCTU HUX OOHAPYKEHHS, IPOBOIHUTH
paccieIoBaHNE HECOOTBETCTBUM

OOecnieunBaTh  BBIIIOJHEHHE  KOPPEKTUPYIOIIUX M MPEAYNPEeKJaroIInX
MEpONPHUITUI

VYcraHaBnMBaTh  NpeieibHbIE  3HAYEHHUs ~ M3MEHEHUH  XapaKTepUCTHK
panunodapmaneBTHYECKUX JICKapCTBEHHBIX PENapaToB

[TpoBOAUTH aHAINM3 PUCKOB JIJIsl KA4eCTBA U JIsl 0€30MacHOCTH
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OcCyIecTBIATh Y4eT U KOHTPOJIb HCTOYHUKOB MOHU3UPYIOIIETO U3ITydEHUs

OdopMnsaTe TpeOOBaHUS K IMPOBEICHUIO OIEPAIHid, CBS3aHHBIX C OYUCTKOM,
JI€3aKTUBALMCH, NE3MH(PEKIINEH (CTepun3aIyei) O6Opy,I[OBaHI/I$IZS

AHaJII/ISI/IpOBaTL BBISIBJICHHBIC OTKJIOHCHUA

VYyacTtBoBaTh B pa3paboTKe MPOrpaMM MO BHEAPEHHUIO HOBBIX TEXHOJOTHH IMpH
W3TOTOBJIICHUH paarodapMalleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB

Bectu u mnpoBepsTh PErMCTPUPYIOIIYIO AOKYMEHTAIMI0 MpPU HU3TOTOBJICHHUH
pannodapmaneBTHIECKUX JICKaPCTBEHHBIX PENapaToB

WHuTepnpeTupoBaTh  pe3yNbTaTbl  BBIIOJHEHHBIX  HUCIBITAHUM, ITOKa3aHUA
aBTOMATHYECKUX JATYUKOB COCTOSHUS 0OOPYIOBaHUS, CPEAbl, MOMEIICHHNA MPH
M3rOTOBJICHUH pauodapMaleBTHUECKUX JEKapCTBEHHbIX IIpenapaToB

ObecrieunBaTh 3alllUTy NEpCcOHalla, TOTOBOTO IpernapaTa, UCXOAHOTO ChIPbS U
MaTepuaIoB OT NEPEKPECTHON KOHTAMUHAIIUN

Heo0xoaumsbie
3HAHUA

HOpMBI Hu IIpaBuJIa pa6OTBI C HUCTOYHHKAMU HOHHU3UPYIHOLICTO MU3JIYUCHUA,
pPaaOaKTUBHBIMH MaTCpruajlaMu U paIlI/IO(i)apMaHCBTI/ILIeCKI/IMI/I JICKAPpCTBCHHBIMU
Cp€acTBaMu, obecreyeHus paﬂHaHHOHHOﬁ 0€e30macHOCTH

HpaBI/IJIa (1)I/I3I/I‘ICCKOI71 3alIUTBI paaAruallMOHHBIX HCTOYHHUKOB, IYHKTOB XPaHCHUS,
PaduOaKTHBHBIX BCHICCTB, BKJIHOYasd TPAHCIIOPTUPOBAHHUC PAAUMOAKTUBHBIX
BCIICCTB U paaallUOHHBIX KCTOYHUKOB

XapaKTepI/ICTI/IKI/I HOMCH.[CHPIIZ, TCXHOJIOI'MYCCKOI'O O60py,Z[OBaHI/I${ u
BCIIOMOTI'aTCJIbHBIX CUCTCM, UCITOJIB3YIOIIUXCA ITPU U3TOTOBJICHUN

HpaBI/ma IKCILTyaTalluu TEXHOJOTHYECKOI'O 060py,Z[OBaHI/IH 1 BCIIOMOT'aTCJIbBHBIX
CUCTEM, HCIIOJIb3YCMbIX npu HU3roTOBJICHUH paI[I/IO(l)apMaIleBTI/I‘-IGCKI/IX
JICKAPCTBCHHLIX IIPCIIapaTOB

@u3znyecKkue CBOMCTBA PAJUOHYKIWAOB, CPOKM U YCIOBHA XpaHEHUs
panuodapmaneBTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB

(DapMaIIeBTI/ILIeCKaSI TCXHOJIOTHUA B qacTHu HU3TOTOBJICHUSA
pa,[[I/IO(l)apMaI_IeBTI/I‘-ICCKI/IX JICKAPCTBCHHBIX npenapaT0326

TpeboBaHMs K Ka4eCTBY MCXOAHBIX MAaTEpUAIOB, IPOMEXYTOUHBIX MPOTYKTOB U
TOTOBBIX paguodapMaleBTUYECKUX JIEKaPCTBEHHBIX MTPENapaToB

CpOKI/I n YCIOBUA XPAHCHHUA paI[I/IO(I)apMaLIeBTI/I"IeCKI/IX JICKAPCTBCHHBIX
InpernapaTtoB HAa OCHOBE KOPOTKOXKUBYIIUX NUKJIOTPOHHBIX PAIUOHYKIINIO0B

HpI/IHI_[I/IHBI yda€Ta W KOHTPOJIA, nopsiika XpaHCHHUA W YTUIIHM3allUun
PaaAOAKTUBHBIX MAaTCPUATIOB

HpI/IHI_[I/IHBI (bapMaueBTqucxoﬁ MI/IKpO6I/IOJ'IOl"I/II/I, ACCIITUKHU U TOKCUKOJIOTHH

OcCHOBHbIE =~ HUCTOYHUKM  KOHTaMUHAIUH, METOJIbl  MPEeAYNpeKICHUS
KOHTAMUHAIIMM M TEpemyThIBaHUS pPaguo(apMaleBTUUYECKUX JIEKAPCTBEHHBIX
IpernapaToB

MeToasl W MHCTPYMEHTBHI YIpaBICHUS pUCKAMH M1 KadecTBa U JUIs
0€30I1aCHOCTH

MeToapl TOWCKAa MPUYMH OOHAPYKEHHBIX HECOOTBETCTBHM YCTaHOBIEHHBIM
TpeOOBaHUSIM

[IpaBuiia 6€30MacHOCTH NMPU TPAHCHOPTHUPOBAHUH PAAHOAKTUBHBIX BEILIECTB

HpaBI/ma c6opa, XpaHCHUA, y4d€Ta U O6paH_ICHI/I${ C AACPHBIMU MaATCpUAIaMU,
pPaarOaKTUBHBIMHA BCUICCTBAMU U PAIUOAKTUBHBIMU OTXOJaMH

OTedecTBEHHBIN U MEXIYHAPOIHBIN OMBIT B 00JIACTH TEXHOJIOTHUH U3TOTOBJICHUS
paanodapmMalieBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB

TpeGoBanust K OTYETHOM JOKYMEHTAllUM, CTPYKTypa M COCTaB OTYETHOM
JOKYMEHTaIu1

JluneH3uoHHble TpeOOBaHMS TPU HW3TOTOBICHHM paanodapMalieBTUYECKUX
JIEKapCTBEHHBIX NIPENapaToB
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TpeboBaHusi caHUTapHOTO PEXHMMA, OXPaHbl Tpyda, MOKapHOW Oe30MacHOCTH,
OXpaHbl OKpYXKAlOLIEW Cpelpl, TMOPANOK JECUCTBUM MpPU YPE3BbIYAWHBIX
CUTYyaLUSIX

Apyrue
XapaKTePUCTHKH

CneuuanbHas TOATOTOBKA IO  HAJJIeXalled MpPaKTUKE  HM3TOTOBJICHUS,
acenTU4YeCcKoi 0O0pabOTKH, paTHOXUMHUH M PATUAIIMOHHON 0€301MacCHOCTH

3.1.9. TpynoBasi pyHkuus

Obecnieuenue npeaynpeauTeabHbIX
MEPOIIPUATHI, HAIIPABJICHHBIX HA YpoBeHb
HawmenoBanwe | U3TOTOBJIEHUE KAYECTBEHHBIX U Kon | A/09.6 (TOIypOBEHS) 6
0e30macHbIX JIEKapCTBEHHBIX KBaHQuKamu
penapaToB
vrosor fymeg | Opumnan X | (o
Kon Peructpaunonusiii Homep
OopurruHaa HpO(I)eCCI/IOHaJ'ILHOFO CTa”HJgapTa

TpynoBbie neicTBuUs

CO6J'IIOI[CHI/IC CAHUTAPHBIX HOPM U IIpaBUJI; IIPOTUBOIIHUIACMHUYCCKOI'O PCKUMaA, a
TaKXE YCJIOBI/Iﬁ ACCIITUYCCKOTO M3TOTOBJICHUA JICKAPCTBCHHBIX CPCACTB B
COOTBCTCTBHUHU C HeﬁCTBYIOHIHMH HOPMAaTUBHBIMH JOKYMCHTaMHU.

CobnroeHue mpaBuil MONYYEHUs, cOOpa M XpaHEHUs BOJbI OYHMIIEHHOW, BOIBI
JUIS WHBEKIWH; CBOEBpEMEHHass caHHUTapHas oO0paboTka TpyOOMpoBOAa;
KOHTPOJIb 32 CBOCBPEMEHHBIM HW3BIATHEM CTEPIJIBHBIX PACTBOPOB, BOJIBI
OUYUIIICHHOW, BOABI JUISI WHBEKIUN [UIsI WUCHBITAHUS Ha CTEPHIBHOCTH B
COOTBETCTBHUH C JICHCTBYIOIINMHU TPEOOBAHHSIMH

OOecnieueHre HUCHPABHOCTH M TOYHOCTH MPUOOPOB, ammaparoB, CpPEACTB
U3MEPEHUS U PETYISIPHOCTH X ITOBEPKH

HpOCMOTp MNOCTyHAaromurXx B allTCKy PCELCIITOB U Tpe60BaHHfI MCIUIIMHCKHNX
opraHmauHﬁ C ICJIBIO IMMPOBEPKHU COBMECTUMOCTH BCHICCTB, BXOAAIIUX B COCTaB
JICKApCTBCHHBIX CPCACTB; COOTBCTCTBUSA IIPOIMMUCAHHBIX 403 BO3PACTY 0O0JIBHOTO

CoOmro/ileHne  TEXHOJIOTMM  W3TOTOBJIGHHS  JIEKaPCTBEHHBIX  CpPEACTB B
COOTBETCTBUM C TpeOoBaHMsIMHU JeiicTByromei ['ocynapctBennoit dapmakornen,
HOPMAaTUBHBIX JOKYMEHTOB, METOJNYECKHUX YKA3aHUM.

ObecnieueHne B anTeKke yCIOBHM XpaHeHHMs (hapMalleBTHUECKUX CyOCTaHUUN M
HCXOJHBIX MaTepUaoB B COOTBETCTBUH C UX (PU3UKO-XUMHUYECKUMHU CBONCTBAMH
u TpeboBanusMu ['ocynapcrBenHoit dapmakonen, AEWCTBYIOIMX HOPMATUBHBIX
JIOKYMEHTOB

HeoOxoaumeie ObecrieunBaTh COONIOACHHUE TMPABUI 3allOJIHEHUS, OQOPMIICHUS U XPAHECHUS
YMEHHUS IITAHIJIACOB C JIEKAPCTBEHHBIMH CPEJICTBAMU B MOMEIICHUHN ISl U3TOTOBJIECHUS
JIEKapCTBEHHBIX MpenapaToB
ObecrieunBaTh COOJNIIOJIGHHWE TIPAaBUI TONy4YeHHs, cOopa W XpaHEHUS BOJbI
OYHUIIICHHOM, BOJIBI JIJISI HHBEKITHI
ObecrieunBaTh ~ yCIOBUSL ~ XPAaHEHHUs, YCTAHOBICHHBIE  IPOU3BOJUTEIIEM
JIEKaPCTBEHHBIX CPEJICTB
Ob6ecrieuynBaTh MPOBEACHUE CBOCBPEMEHHON MOBEPKU N3MEPHUTEILHBIX TPHUOOPOB
ObecneunBaTh  COONIFOZICHUE TEXHOJIOTMH  HM3TOTOBJICHUS  JICKAPCTBEHHBIX
MpENapaToB
Heo0xonumele TpeGoBaHusT K HW3TOTOBJICHHWIO JICKAPCTBEHHBIX IMpenaparoB, B TOM 4YHCJIE B
3HAHUS ACENTHYECKUX YCIOBUAX
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Cpoku 1 npaBuIia MOBEPKH CPEACTB U3MEPEHUS

YcnoBus xpaneHus (apMaleBTUUECKUX CyOCTaHIINN

COBMECTUMOCTH HMHTPEIUEHTOB B pelenTypHoi mpomucu (usndeckue,
XUMHAYECKHe, (apMaKoJIOTHIECKUE)

HApyrue
XaPaAKTCPUCTHUKHU

3.1.10. TpynoBas pyHKuust

HanmenoBanue

[Ipoucxoxaenue
TPYZIOBOH QyHKIMH

MOHUTOPUHT CUCTEM OOecIIeUeHUs YpOBEHS
KauecTBa JICKAPCTBEHHBIX CPEICTB B Kox | A/10.6 | (momyposeHs) 6
alTeYHBIX OpraHu3aUuAX KBaM(pUKALHH

X 3anMCTBOBAHO

Opuruzan
13 OpUTHHAIa

Kox opurunana Perucrtpanuonssiii HoMmep

IPO(eCCHOHATIBEHOTO CTaHapTa

Tpynossie
IEUCTBUS

MOHHUTOPHHT COCTOSIHHST W Pa0OThl WHXCHEPHBIX CHCTEM, JIA0OPaTOPHOTO U
BCIIOMOTaTeNbHOT0 000pyAOBaHus (apMalleBTUUECKON OpraHU3auy ISl IPUHSITUS
ONEPATUBHBIX MEP M0 YCTPAHECHUIO BBISIBJIEHHBIX HEJOCTATKOB

Pa3paboTka miuaHa KOpPEKTUPYIOIIMX MEPONPUITUN HA OCHOBAHUH MOHUTOPHHTA

KOHTpOJIb Haﬂnemameﬁ IIOBCPKHU, Ka.HI/I6pOBKI/I, aTTeCTalluv U SKCILTyaTallun
TCXHOJIOTHYCCKOT'O O60py,HOBaHI/I$I (bapMaHeBTquCKOﬁ OopraHu3anun

MonutopuHr HH(GOPMaLUU 0 HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX Mpenaparax u

APYrux TOBapax arTeuHoro El.CCO]I)TI/IMGHTa28

Heo0Oxoaumsie
YMEHUSA

@opMHUpPOBaTh CHUCTEMBI KPUTEPUEB COCTOSIHMS W HCIPABHOCTH WHYKEHEPHBIX
cHucTeM, 1a0OPaTOPHOIO M BCIIOMOI'aTEILHOTO 000py10BAHHUS

OcymiecTBIATh  KOHTPOJIb  COCTOSHUSL M PabOThl  MHIKEHEPHBIX
71a00paTOPHOTO U BCIOMOTraTeIbHOrO0 000pyJOBAHUS

CHCTEM,

OrnenuBaTh NOTPEOHOCTH B 000pyA0BaHUHU U (HOPMUPOBATH 3asIBKH Ha HEOOXOIUMOE
obopynoBaHue

OcymecTBIATh MOUCK MHQPOPMAIMHU MO0 3a0paKOBAaHHBIM CEPUSM JIEKapPCTBEHHBIX
IIPENapaTtoB M PEIEHUH O NPUOCTAHOBKE pPEAIM3aLMU IAPTUH JIEKAPCTBEHHBIX
IIPENapaToB

HeoOxoaumeie
3HAHUSI

HopwmartusHblie npaBoBble akThl Poccuiickoit denepanuu no U3roToBICHUIO
JIeKapCTBEHHBIX ()OPM M BUJAM BHYTPHANITEYHOTO KOHTPOJIS

BI/IJII)I U METOJbI I/ISMepeHI/Iﬁ HUCIBITAaTCIBHOTO o6opy)101aaH1/m, IMPUMCHACMBIC B
AIITCUYHBIX OpraHu3alnigXxX

WHCTpyMEHTBI, HCTIBITATENILHOE U U3MEPUTENIBHOE 000pYyI0BaHUE, TPUCTIOCOOIEHUS,
UCIIOJIb3YEMBIE TIPU  W3TOTOBJIEHUM U KOHTPOJE KayecTBa JIEKApPCTBEHHBIX
[IPENapaToB B alTEYHBIX OPraHU3aLUSIX

NupopmaninoHHble CHCTEMbl M 000pyZOBaHHE HWH(GOPMALMOHHBIX TEXHOJIOTHI,
UCIIOJIb3yeMble B (papMalleBTUYECKON OpraHu3aluu

Cpoku 1 criocoObl METPOJIOTHYECKON MOBEPKU, KATMOPOBKU U aTTECTallUN

HpaBI/IJ'Ia IMPUMCHCHUA CPCACTB I/IHIII/IBI/II[yaJ'ILHOI‘/’I 3alllUThI

CaHuTapHO-AIUACMHUOJIOTHYECKIE TPeOOBaHMS K OSKCIUTyaTallud TIOMEIICHUH |
YCJIOBHSIM TpyJa

TpeGoBanusi OXpaHBl TPyZa, MEPHl MOKAPHOW OE30MAaCHOCTH, MOPSIOK JEHCTBHI
IIPU YPE3BbIYANHBIX CUTYaLUAX

Apyrue
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\ XapaKTePUCTHKU

3.1.11. TpynoBas ¢pyHKuuSs

HanmenoBanue

IIpoucxoxaeHue
TPYZIOBOH QyHKIUH

[IpoBeneHue BHYTPHANITEUHOTO KOHTPOJIS
YpoBeHb
KauecTBa JIKAPCTBEHHBIX IIPENapaToB
p penap > Kon | A/11.6 | (momyposeHs) 6
W3TOTOBJICHHBIX B alITEYHBIX OPraHU3AIUsAX, N
1 (hapManeBTUIECKUX CyOCTaHITUN
HUMCTBOBAaH
Opwurunan X SaAUMCTBOBAHO
13 OpUrvuHaia
Kon opurunana PerucrpaunoHHbIi HOMep

IPO(eCCHOHATIBHOTO CTaHapTa

Tpynossie
IEUCTBUS

Ocnamienne pabounmx MeCT Ui MPOBEICHHUS KOHTPOJIS KAdyecTBa JIEKAPCTBEHHBIX
CpPE/CTB, MU3rOTOBJSIEMbIX B allTeKax, IpudopamMu, 000pyJAOBaHUEM U peaKTUBAMU

[IpoBeneHne pasiMYHBIX BHUIOB BHYTPHAIITEYHOTO KOHTPOJS (hapMarieBTUYECKUX
cyOcTaHIMi, BOJIBI OYMIICHHOW/IUISI MHBEKUUH, KOHIIEHTPATOB, Moiy(padpuKaros,
JEKapCTBEHHBIX NpENaparoB, H3TOTOBJICHHBIX B alTeYHOH OpraHH3aluH, B
COOTBETCTBHUH C YCTAaHOBJICHHBIMH TPEOOBaHUSIMH

P CTucCTpalusa pe3ysIbTaTOB BHYTPHUANITCHHOI'O KOHTPOJA B COOTBETCTBHUU C
YCTaHOBJICHHBIMUA Tpe60BaHI/IHMI/I

BiauMmoneiictBue ¢ PEruoHaJibHbIMU, 00JIaCTHBIMH J'Ia60paT0pI/I${MI/I KOHTPOJIA
Ka4uCCTBa IO ONPCACIICHUIO Ka4€CTBA JICKAPCTBCHHOTI'O ITpEIiapaTa

Heo0Oxoaumsie
YMEHUSA

P CTUCTPUPOBATH JAHHBIC 00 M3roTOBJICHHBIX JICKApCTBCHHBIX IIpCIiaparax

OdopmasaTe pe3ynbTaThl UCMIBITAHUNA (PapMaleBTUYECKUX CYOCTaHIIUM, BOJIBI
OUWIICHHOW/IUII HMHBEKIHNHA, KOHIIEHTPATOB, MO0ayhaOdpuKaToB, JEKApPCTBEHHBIX
MpenapaToB, HW3TOTOBJICHHBIX B AaNTeYHOW OpraHU3alud, B COOTBETCTBUU C
YCTaHOBJICHHBIMU TPEOOBAHUSIMH

WHTepnpeTupoBaTh  pe3yiabTaThl  BHYTPHANTEYHOTO  KOHTPOJS  KadyecTBa
dbapmaleBTUYECKUX CYOCTaHIIUN, BOJIbI OUMILEHHOW/ TSI UHBEKIIUN, KOHIIEHTPATOB,
nosrypabpuKaToB, JTEKapCTBEHHBIX MPENapaToB B COOTBETCTBUU C YCTAHOBJICHHBIMHU
TpeOOBaHUSIMU

[Tonb30BaTbcest 1a00PATOPHBIM M TEXHOJIOTHYECKUM 000PYJOBaHUEM

[Tonb30BaThCs KOHTPOJIBHO-U3MEPUTEIBHBIMU TPHOOpaMu

O(I)OpMJI}ITB JAOKYMCHTAIUIO YCTaHOBJICHHOT' O o6pa3ua Io KOHTPOJIIO
HN3TOTOBJICHHBIX JICKAPCTBCHHBIX ITPEIIapaTOB

Heo0Oxoaumsie
3HAaHUA

HopmaruBHo-tipaBoBeie  akThl  Poccuiickoii ®dexepanuu 1O HU3TOTOBIICHUIO
JIEKapCTBEHHBIX ()OPM M BHIaM BHYTPHUANITEYHOTO KOHTPOJIS

HOp}IIIOK B3aHMOJECHCTBUS C J'Ia60paTOpI/ISIMI/I KOHTPOJIA Ka4YCCTBa

Buasl BHyTpHanTe4HOro KOHTPOJIS

WNndpopmanmonnsle cucteMbl W 00OpyAOBaHHE WH(GOPMAIMOHHBIX TEXHOJIOTHH,
UCIOJIb3yeMbIe B (hapMalleBTHUECKON OpraHu3aiuu

[lepeueHr HEOOXOAMMBIX PEAKTUBOB, HMCIIOIb3yEeMble NMPU MPOBEACHUU KOHTPOJIS
KAaueCTBa JIEKAPCTBEHHBIX IIPENAPATOB B AlITEYHBIX OPraHU3aLUAX

HomeHnkiiatypa 3aperucTpupOBaHHBIX B YCTAHOBJIECHHOM IOPSAKE JIEKAPCTBEHHBIX
CyOCTaHIIMII ¥ BCIIOMOTAaTENbHBIX BEIIECTB, MX CBOWCTBA, HA3HAYCHHE, MpaBUiIa
XpaHEeHUs

Teopernueckue 3HaHUS IO OHOhapMaIKi, MUKPOOHOJIOTUI

HOpHI[OK BCACHUA NMPCIMETHO-KOJIMYCCTBEHHOT'O y4€Ta PEAKTUBOB, OTHOCAIINXCA K
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npeKypcopam

[IpaBuna ynmakoBKH, YKYHNOPKH B O(QOPMIICHHS JEKAPCTBEHHBIX (OPM, B TOM YHCIIE
IpEeAYIPEAUTEIbHBIMUA HAAIIUCIMHU

CaHuTapHO-AMUIEMHOJIOTUYECKHE TpPeOOBaHUS K OKCIUTyaTallid IOMEUICHUH |
YCIIOBUSM TpyJia

TpeOGoBanusi oXpaHbl TPyJa, MEPHl MOXKAPHOW OE30MACHOCTH, MOPSIOK ICHCTBUI
IIPU YPE3BBIUYANHBIX CUTYaLUAX

VYcaopusd u CPOKH XpaHCHHUA JICKAPCTBCHHBIX MPCIapaTroB, HW3IrOTOBJICHHBLIX B
AIITCYHBIX OpraHu3alusix

Du3UKO-XUMHUYECKHE U OpTraHOJICOTUYCCKHUC CBOICTBa JICKApCTBCHHBIX CPCACTB, UX
q)I/I?)I/I‘ICCKafI, XHUMHUYECKasad U (bapMaKOJ'IOFI/ILIeCKaH COBMECTHMOCTD

MGTOI[BI aHaIn3a, UCII0JIB3YEMBIC ITPHU KOHTPOJIC KAaY€CTBa JICKAPCTBEHHBIX CPCICTB

I[OHYCTI/IMBIG HOPMBbI OTKJIOHCHUS IIPHU U3IrOTOBJICHUHU JICKAPCTBCHHBIX MPLCIIApaTOB

Hpyrue
XapaKTEPUCTUKU

3.1.12. TpynoBasi pyHKUMSA

HaumeHnoBaHue

[Ipoucxoxaenue TpyaoBoi

¢GbyHKIAN

KoncynsTupoBanue npu
peanuzanyuu 6e3peLenTypPHBIX YPOBCHE
Kon A/12.6 (moaypoBEHB) 6
HpeHapilTOB 1 MCOMIIMHCKHUX KBaHI/I(bI/IKaHI/II/I
U3JICIIUN
Opurunan X 3aMMCTBOBaHO
13 OpHUTHHAJIA
Koz opurunana Peructpaunonusiii Homep
podecCHOHAIBEHOTO
CTaHziapra

Tpynoseie nencTBUs

Onpez[eneHHe IMPUYNHBI O6paH_IeHI/I$I T'paXJ1aH B alITCUHYIO OPTraHU3aIluio

OreHka BO3MOXXHOCTH M PHCKOB CaMOCTOSATENLHOTO MPUMEHEHUs TpaKIaHaAMU
0e3pelenTypHBIX JEKAPCTBEHHBIX NPENnapaTtoB M MEAMIMHCKUX W3ACTHH s
CUMITOMATUYECKOWN Tepauu JETKUX HEIOMOTaHUI

Oxazanue  MH(OPMAIMOHHO-KOHCYJABTAaTHBHOM  momomM  mpu  BblOOpe
0e3peLenTypHBIX JEKapCTBEHHBIX MPENapaToB JUIsi CAMIITOMAaTHUYECKON TEPANNHU C
Y4ETOM HX BO3MOJKHOTO B3aWMOJEWUCTBHUS U COBMECTHUMOCTH C JPYTMMH
JIEKapCTBEHHBIMU TperapaTamu

Oxazanue I/IH(I)OpMaLII/IOHHO-KOHCYHLT&THBHOﬁ nomMomu 1o JSKCITyaTauluu
MCECIHUIIMHCKHUX I/IS,ZIG.]'II/II\/'I B JOMAaIIHUX YCIOBHUAX C Y4YETOM TEXHUYSCKON |
3KCHHyaTaHHOHHOf/'I JAOKYMCHTAaIlUN MMPOU3BOAUTCIIA (I/IBFOTOBI/ITGHH) Ha
MCIUIMHCKHUE U3CIINA

[IpenocraBnenne rpaxkgaHam uHGOpMaUd 00 UMEIONUXCA B MPOJAKE
JIEKApCTBEHHBIX TpermapaTax B paMKax MOIXOAIICH HCXOAS W3 HaOII0TaeMbIX
CUMITOMOB  ()apMaKoJIOTMYECKOil Tpymmpl B TOM 4YHCIE C  Y4ETOM
B3aMMO3aMEHSIEMOCTH MPEnapaToB U EHAX HA HUX

BoisiBieHHEe  TPEBOXKHBIX CHUMITOMOB, IMPH  HaJIMYUU KOTOPBIX  CJEIyeT
PEKOMEHJOBaTh  TOCETUTENIO  alTe4YHOM  OpraHu3aldud  OOpaTUThCs K
MEIULUHCKOMY pa0OTHUKY
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Heo0Oxonnmeie
YMEHHUS

Cobuparp uHGMOpPMAIMIO O CHMIOTOMAaX W HHIUBUAYAIBHBIX OCOOCHHOCTSX
IIOCETUTCIIA anTeuyHoOu OopraHu3anuvu, HCO6XOI[I/IMYIO A1 pCKOMCHaIMU
ONITUMAIILHOTO 0e3pelenTypPHOTo JEKApCTBEHHOTO Mpernapara Wi MEIUIIMHCKOTO
n3aciansa

[lonOupats ONTUMANbHYIO JIEKAPCTBEHHYIO (OpMYy C YYETOM H3MEHEHHUS
(bapMakOKMHETHKH M (papMaKOJUHAMUKH JIEKaPCTBEHHBIX IpEnapaToB y AETei,
rpa)/1aH MOXHWIOTO U CTaPUECKOro BO3pacCTa, JKEHIIUH B MEPHOJl OEPEeMEHHOCTH
WM B IEPUOJ] TPYJHOTO BCKApMJIMBAHUS

[Ipennarate Ge3pelienTypHbIE JIEKAPCTBEHHbIE Tpenaparbl IO TOPrOBBIM
HAaUMEHOBAHUSM B paMKax MEXIYHApOJHOIO HENaTeHTOBAaHHOTO HAa3BaHUS WU
aHAJIOTUYHBIM JIEKAPCTBEHHBIM IIpermapaTaM B paMkax (apMaKoIOrH4ecKon

TPYIIIBI

[Ipenynpexaarb O puCKax IMOJUIPArMa3u M TPUMEHEHUU JIEKapCTBEHHBIX
npernaparoB 0e3 J10CTaTOYHOTO OCHOBAHUS

BbIABIATE  TPEBOXKHBIE ~ CHUMITOMBI, IPU  HaJIMYUM  KOTOPBIX  CIEAYeT
PEKOMEH/JIOBaTh  TOCETUTENIO  aNTeYHOW  OpraHM3alud  OOpaTUThCA K
MEIULUHCKOMY paOOTHUKY

Ctpouts npogeccuoHaIbHOE 00IIEHHE C COOIIOJCHUEM JIETIOBOTO ITHKETA U
(bapmManeBTHYECKOM JCOHTOIOTHI

[Tosb3oBatbes mpuemamu 3(HhHEKTHBHBIX KOMMYHUKAIUN TTPH B3aMMOICHCTBHH C
oTpeOUTeIIMU

Heo0Oxoaumsie
3HAHUS

PanmonanbHblii  BBIOOp  JIEKapCTBEHHOM  (QOpPMBI € y4eTOM M3MEHEHUs
(bapMakOKMHETHKH W (apMaKOJUHAMUKH JICKaPCTBEHHBIX IPENapaToB y JIETeH,
rpaXkJaH MOXHWJIOTO U CTapYECKOr'o BO3pAcTa, )KEHIIMH B MEpHOJ] OepeMEHHOCTH
WIH B IEPUOJ] TPYJTHOTO BCKapMJIUBAHUS

B3aumMoneiicTBre JeKapCTBEHHBIX IIpPENapaTroB Mexay co0ol, ¢ JIpyrumu
JIEKapCTBEHHBIMU MperapaTaMu, MUIIEBBIMU MPOTYKTAMH, aJIKOTOJIEM

TpeOGoBaHMsI HHCTPYKIMH IO MEMIIMHCKOMY PUMEHEHUIO JIEKapCTBEHHOTO
nperapara

Pucku InoJjinparMasvui 1 IpuMEHCHUHU JICKAPCTBCHHBIX IIPEIIapaToB 0e3
JOCTAaTOYHOI'O OCHOBAHUA

HpaBI/IHa paltuoOHaJIBHOI'O NPpUMCHCHUA JICKApCTBCHHBIX npemnaparos:
A03NpOBaHHA, COBMCCTHMMOCTH, B TOM YHUCJIC C IMHUIICBBIMA IIPOAYKTAMHU,
JJIATCIIbHOCTD ITPUMCHCHU A

CoBpeMeHHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX MPENapaTtoB U TOBApPOB alTEYHOI'O
aCCOPTUMEHTA

NudopmaniionHble cUCTEMBI, coAepKamue HWHPOPMAIUI0 IO TOPIOBBIM
HAaVMCEHOBAHMAM B PAaMKax MEXIYHApOJHOIO0 HENAaTEHTOBAHHOIO HA3BaHUA U
aHAJIOTUYHBIM JIEKAaPCTBEHHBIM IIperapaTtaM B pamkax (apMaKoJIOrn4ecKou
IPYIIIBI ¥ TI0 KOJIaM aHATOMO-TEPANEeBTHUECKO-XUMUYECKON KITacCU(PHUKAIIMU

OcHoBHBIC (I)apMaKOHOI‘I/I‘leCKI/Ie TpyHIibl JEKApCTBECHHBIX CPEACTB U 0COOEHHOCTHU
X IPUMCHCHUA

TpeBOXHBIE CUMIITOMBI, I[PU HAJIAYUUA KOTOPBIX CJIEAYET PEKOMEH0BATh
MTOCETUTENIO alTEeYHOW OpraHU3alui 00PAaTUTHCS K MEAUIIMHCKOMY paOOTHUKY

MexaHu3MBbI (bapMaKOJIOTI/I‘-ICCKOI‘O JIeicTBUA npenapaTronB

MeTo/b1 MOMCKa U OLEHKU (hapMalieBTHUeCKON HHPOpMaIi

Hopwmsl nenoBoro obuieHus u KyabTypbl, TPo(QecCHOHATbHON MCUXOIOTHH, STUKU
U JEOHTOJIOTUH

HApyrue
XapaKkTepUCTUKU

3.1.13. TpynoBas ¢pyHKUuS
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HanmenoBanue

IIpoucxoxaeHue Tpya0BOU
GbyHKIUN

KoncynsTupoBanue npu
peanu3alyy UM OTITYCKE YpoBeHp
Kon A/13.6 (motypoBeHb) 6
JIEKAPCTBEHHBIX MIPENapaToB Mo P —
pelenTy MeIUIMHCKOro pabOTHHUKA
Opuruman X 3auMCTBOBAaHO
13 OpUrnHaja
Kon opurunana PerucrpanuonHslit HOMEp
po¢heCCHOHATBHOTO
cTaHjapra

TpynoBsie nercTBUs

Onpenenenrue MOTpPeOHOCTH Tpa)KIaH — IMOCETUTEIEeH anTeyHOW OpraHu3alud B
COOTBETCTBMM C O(OPMIICHHBIM Ha pEHeNnTypHOM OJlaHKe Ha3HauYeHHEM
MEIUIIMHCKOTO pabOTHUKA

[IpenocraBienne rpaxkaaHaMm uHopMaruu 00 MMEIOMUXCA B MpPOAaxKe
JIEKApCTBEHHBIX Tpernaparax B paMKax HA3HAYEHHOTO BPAayOM MEXKIYHApPOIHOTO
HEMaTeHTOBAHHOTO HAMMEHOBAaHHSA B TOM YHCJIE C YY€TOM B3aMMO3aMEHSEMOCTH
MpenapaToB M IIEHaX Ha HUX

I/IH(bOpMI/IpOBaHI/Ie (6] HeO6XOI[I/IMOCTI/I INPUBCPIKCHHOCTU TCpPAIlM HA3HAYCHHLIM
JICKApCTBCHHBIM IIp€IIapaToM, B TOM YHCJIC O CO6JIIOI[CHI/I$I KpaTHOCTH IIpHUEMA,
JO3UPOBKH u MIpOAOJIDKUTCIIbHOCTHU Kypca JICUCHUA, YCTAHOBJICHHBIX
MCIHUIMHCKHUM pa6OTHI/IKOM, N pUCKaX CaMOCTOATCIIBHOI'O MPCKpaAICHUSA ITpHEMa

KoncyneTupoBanue mnotpebureneii mo mpaBUiaM OTIYCKa JIEKaPCTBEHHBIX
IIpernapaToB MO PEUENTYpHOMY OJIAaHKY CO CPOKOM JEMCTBHSI, COCTaBIISIFOLIMM
OJIUH T'0J1

Heo6xonumere [TpoBoUTH hpapManeBTUUECKYIO SKCIIEPTU3Y PEIEITYPHOTO OJIaHKa
YMEHUs [Ipenynpexaare O puUCKax TMOJMIParMasud M TPUMEHEHUH JIEKapCTBEHHBIX
npernaparoB 0e3 JT0CTaTOYHOTO OCHOBAHUS
Crtpouts mpodeccuoHambHOE OOIIEHHE C COONIIOJIEHHEM JIeJIOBOTO JTHKETa W
(hapMarieBTHYeCKON JT€OHTOIOTHI
[Tonp3oBatbes mpuemamu 3()(HEKTUBHBIX KOMMYHHMKAIMN IpU B3aUMOJICHCTBUU C
oTpeOUuTeNIMU
Co6Tr01aTh IIPABHITA OTITYCKA JIEKAPCTBEHHEIX TIPETapaToB™
WNHubopmupoBaTh NOTpeOUTENS O CpOKax JASUCTBUS PELENITYPHBIX OJIAaHKOB
HeoOxonumeie DOPMBI PEIIENTYPHBIX OTAHKOB W IPABHIIA HX OQOPMICHHS
3HaHUS PanonanbHblii  BBIOOp  JIEKApCTBEHHOM  (QOpPMBI € y4eTOM M3MEHEHUS

(bapMakOKMHETHKU U (papMaKOAMHAMHUKH JIEKApCTBEHHBIX MPENnaparoB y IETeH,
rpakJaH MOXHJIOTO U CTapYECKOro BO3pAacTa, KEHIIMH B MEepHOJ] OepeMEeHHOCTH
WJIY B IEPUOJI TPYIHOIO BCKapMIIMBAHUS

HepequL KHU3HCHHO HCO6XOIlI/IMLIX U BaXKHEUIIMX JICKAPCTBCHHLIX IIPLCIIapaTOB
AJd MCOUIHUHCKOI'0 MNPHUMEHCHHA, NCPECYHU JICKAPCTBCHHBIX IMPCIapaToB IAJId
MCIUIIUHCKOI'O NPHUMCHCHUA U MCAULIMHCKHUX PI3I[CJ'IPII>1, (I)OpMI/IpyeMLIC B ICIIAX
MpEaAOCTAaBJICHUA MECP COHHHHBHOﬁ MNOAACPKKHU OTACIIbHBIM KaTCTrOpUAM I'paKIaH

B3aumoneiicTBie JIeKapCTBEHHBIX IPENapaTroB Mexay co0oH, ¢ JIpyrumu
JIEKapCTBEHHBIMU MperapaTaMu, MUIIEBBIMU MPOIYKTAMH, aJIKOTOJIEM

TpeOoBaHMsI MHCTPYKIIMU IO METUITUHCKOMY TPUMEHEHHIO JICKAPCTBEHHOTO
npernapara

Pucku nposiBiieHns: CHHAPOMA OTMEHBI IIPU MPEKPALICHUH PUEMa HEKOTOPHIX
KaTeropuil JIEKApCTBEHHBIX NPENapaToB
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[IpaBuia  panuoHaNBPHOTO  NPUMEHEHUS  JIEKAPCTBEHHBIX  IIPENapaToB:
JIO3UPOBAHUsI, COBMECTUMOCTH, B TOM YHCJIE€ C IMHIIEBBIMA MPOJYKTAMH,
JUIUTEIBHOCTh IPUMEHEHUS

CoBpeMEHHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX IIPENapaToB U TOBAPOB AITEYHOTO
aCCOPTUMEHTA

ToproBele HaMMEHOBAaHHUS B paMKax MEXKAYHAPOIHOTO HEMATEHTOBAaHHOTO
Ha3BaHWsI W  AHAJIOTMYHBIC  JICKQPCTBEHHBIC  IpemapaTthl B paMKax
(hapMaKoJIOTHYECKON TPYIIBI U TI0 KOJIaM aHATOMO-TEPAIeBTHYECKO-XUMUICCKOM
KJIacCU(PUKALTNH

OcHoBHBIE (hapMaKOIOTHYECKHE TPYIIIBI JIEKAPCTBEHHBIX CPEICTB M 0COOCHHOCTH
UX IIPUMCHEHUSA

IIpaBuna © mNOpPANOK JNEUCTBUH IIpU 3aMEHE JICKAPCTBEHHBIX IIpEnaparos,
Ha3HAUYE€HHBIX MEAULIMHCKUM paOOTHUKOM

MexaHu3mbl (apMaKOJIOTHIECKOTO NEHCTBUS IPEnapaToB

MeTobl TOMCKa U OLIEHKU (hapMarieBTHYeCKOr HHPOpMaIuu

HOpMH ACJIOBOI'O O6H.I€HI/I$I " KYJIbTYPHI, HpO(i)CCCHOHaHLHOIZ IICUXOJIOTHUH, OTHKH
1 JCOHTOJIOTNHU

Jlpyrue
XapaKTepI/ICTI/IKI/I

3.1.14. TpynoBas ¢pyHKuus

HamnmeHnoBanue

[IpenocraBiieHne JONOJIHUTENBHON

oTpeouTeNs

YposeHnb
nHGOpPMAaINH 10 OCOOEHHOCTSIM

dopma Kon A/14.6 (m0aypOBEHb) 6
IPUMEHEHHs IIperapara Io 3arnpocy SR

IIpoucxoxaeHue Tpy0BOH
GbyHKIUN

X 3anMMCTBOBAHO

Opurnsan
13 OpUTHHAJIA

Kogm opurnnana  PeructparrioHHbII HOMEp
npodeccroHaIBHOTO
CTaHjapra

Tpynoseie nencTBUs

KoHncynpTupoBanue rpaxkaaH O OCOOCHHOCTSIX HPUMEHEHHUS U HCHOJIb30BaHUS
MIPEUIOKEHHOTO JIEKAPCTBEHHOI'O Ipernapara, B TOM YHUCIIE O CIocobax MmpHuema,
peXHUMax J03UpPOBAaHMs, TEPANEBTUYECKOM JIEWCTBUHU, MPOTHBONOKA3AHUSIX,
B3aMOJCICTBUM JIEKAPCTBEHHBIX IPENapaTroB IPH OJHOBPEMEHHOM IIpUEME
MeX1y co00M 1 (MJIn) ¢ MUIIeH, MpaBUiIax XpaHEHUs B JOMALTHUX YCIOBUSX

[IpenocraBienne MHGOpPMALUU O HAXOAALIMXCS B oOpamieHuu B Poccuiickoit
@denepani  JIEKAPCTBEHHBIX IIperaparax, HX JIO3UPOBKax, JEKapCTBEHHBIX
¢opmax, IIEHOBOM JMama3oHe, a TaKXkKe HUX MPOU3BOAUTENAX IO 3arpocy
MEIUIMHCKUX PaOOTHUKOB

Hpe,Z[OCTaBJ'IeHI/IC I/IH(I)OpMaI_[I/II/I O BO3MOJXHBIX HECKCJIATCIBbHBIX PCAKIHUAX IIpPU
MNPUMEHCHUMN TMPCAJTOKCHHOIO JICKAPCTBCHHOI'O IIpriapara U MOPAIAKE lIeI\/’ICTBI/II;'I
IIpHU UX INPOABIICHUU

Oxa3aHue NOMOIIM B MHTEPHpETaluu HHpOpMaLUY, TPUBEIEHHON B MHCTPYKIIMH
10 MEAULIUHCKOMY IIPUMEHEHUIO MIPEIIOKEHHOTI0 JIEKAPCTBEHHOIO IIperapara

Perucrpamnus obparieHuii moTpedUTeNel 0 BOSHUKHOBEHUH MMOOOYHBIX JICHCTBHM,

HEKEJIaTEeIIbHBIX peakuui, CEpPBE3HBIX HE¥KEJaTEIbHBIX peakuuid,
HEIMPEABUJCHHBIX HEXENATEIbHbIX PEAKUUN NpPU NPUMEHEHUHU JIEKAPCTBEHHBIX
MpEIaparos., 00 VHIUBUyaJIbHON HEIIEPEHOCUMOCTH, OTCYTCTBHH

3(PEeKTUBHOCTHU JIEKAPCTBEHHBIX MPEIIapaToOB
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Heo0Oxonnmeie
YMEHHUS

JIoHOCHUTh 10 MOTpeOWTENs B IOCTYNMHOW (opMe HHPOPMAIHIO IO IMpaBHUiIaM
IMPUMCHCHUSA U XPAHCHHUA ITPECAJIOKCHHBIX JICKAPCTBCHHBIX NPLCIIapaTOB

WuTtepnpetupoBaTth  MHGOPMAIUIO, NPUBEICHHYIO B  HHCTPYKUUU IO
MEIUIUHCKOMY TPUMEHEHHUIO MPE/I0KEHHOT0 JIEKapCTBEHHOTO ITpenapara

Crpouts npodeccuoHasbHOE OOIIEHHE C COOJIIOJIEHHEM JIeJIOBOrO JTHKETa U
(hapMareBTHUECKOMN T€OHTOIOTUI

[Tonmp3oBarbest mpueMamu 3G (GEKTUBHBIX KOMMYHHKAIIMKA TIPU B3aUMOJICHCTBHU C
MOTPEOUTEIIMHU

3amoyHAT,  M3BEIICHHS O  HEXENaTeIbHOW peakuud WM  OTCYTCTBUHU
TepaneBTHYECKOro 3G (deKTa JIeKapCTBEHHOTO Mpernapara, 0 MoOOYHBIX ACHCTBUSX,
0 kajobax moTpeduTesnei

Heo0xoaumbie
3HAHUSA

IIpaBuna  panMOHAIBHOIO  NPUMEHEHUS  JIGKAPCTBEHHBIX  IIPEIapaToB:
JO3UPOBAHUSA, COBMECTUMOCTHM, B TOM 4YHCIE C MHILUEBBIMA IPOAYKTAMH,
JUIMTEJIBHOCTD TPUMEHEHUS

HpaBI/IJIa XpaHCHUA JICKAPCTBCHHLIX MPCIIapaTOB B JOMAIIIHUX YCIIOBUAX

BSaHMOHCﬁCTBHe JICKApCTBCHHBIX IMPCIapaToB MCEKAY 0060171, ¢ JApyrumu
JICKAPpCTBCHHBIMU IIpCIiapaTaMu, IMMIICBBIMU IMIPOAYKTAMHU, AJIKOTOJICM

HexenarenbHple peakiiyu Ipyu TPUMEHEHUU JIEKAPCTBEHHBIX IIPENAPATOB
Pa3IMYHBIX (HapMaKOIOTHUUYECKUX TPYIIIT

TpeOoBaHMsI MHCTPYKIMK IO MEAMIIMHCKOMY IIPUMEHEHUIO JICKapCTBEHHOT'O
npernapara

Mexanu3mbl (hapMaKoJIOTHYECKOTO EHCTBUS IpernapaToB

MeTobl ToMcKa U OLIEHKH (papMarieBTUIecKoi HH(opMaum

Jlpyrue
XapaKTepI/ICTI/IKI/I

3.1.15. TpynoBas pyHKuus

KOHchIBTI/IPOBaHI/Ie MCEIUIITUHCKUX ypOBeHI’
HaumeHnoBaHue CIICIHATHCTOB Kon A/15.6 (o 1ypoBeHb) 6
KBaJTU(DUKAIHA

[Ipoucxoxaenue TpyaoBoi
GbyHKIUN

X 3aMMCTBOBAHO

Opurnnan
13 OpUTHHAJIA

Kox opurnnana Perucrtpannonssiii HoMmep
po¢eCCUOHATIHHOTO
CTaHJapTa

TpynoBeie nelcTBUS

NudopmupoBanue Bpaueld 0 HOBBIX COBPEMEHHBIX JIEKapPCTBEHHBIX Iperaparax u
X TMpPEeUMYILIecTBaX, CHHOHMMAaX M aHajorax, O BO3MOXKHBIX IOOOYHBIX
JNEUCTBUSX JIEKApCTBEHHBIX IIPENapaToB, WX B3aUMOJICUCTBUU C JIPYTUMH
JIEKAPCTBEHHBIMH IIperapaTaMy U MULICH

KOHCy.]'II)TI/IpOBaHI/Ie MCEIUIIMHCKHUX CrienuaJuCToB 10 BOIIPOCOM
(bapMaKOKI/IHCTI/IKI/I n q)apMOKO,I[I/IHaMI/IKI/I, a TakKXE B3anMMO3aMCHACMOCTHU
JICKApPCTBCHHBIX MPEIapaToB, UCIIOJB3YEMBIX B TCPAIIMU PA3JIMYHBIX 3a00JIeBaHUI

KOHcyHLTI/IPOBaHI/Ie MCIUIMHCKUX CIICHUAJIUCTOB IO IIpaBUJIaM HPOIHNCBIBAHUA
PEOCIITOB, OTIYCKa JICKAPCTBCHHBIX IMPCIapaToB, XpaHCHUSA B OTACICHUAX
MCIHUIIMHCKHUX OpI‘ﬁHPI?;&I.IHfI, B TOM 4YHCJIC HAPKOTHYCCKUX CpCACTB U
IICUXOTPOIMHBIX BECIICCTB

Nzyuenne wuHMOPMAIIMOHHBIX MOTpeOHOCTEH Bpade U UHPOPMHPOBAHUE
MEIUIMHCKUX PAaOOTHHKOB O TNPEHMYIIECTBAX HCIIOIb30BAHUS JICKAPCTBEHHBIX
IpernapaToB M CXEM JICYeHUS C TOYKH 3PEHHUS COOTHOIICHHUS «3aTpaThl-
3¢ PEeKTUBHOCTHY
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OcymiecTBIeHHEe B3aWMOJCHUCTBHS € MEAMIMHCKMMHU  CIICIMAIACTaMH  Ha
pa3nuyHBIX ~ IUQPOBBIX  MmiIarGopMax B MHPOPMALMOHHBIX  CHUCTEMax
3paBOOXPAHEHHUS

Heo0xoaumbie
YMEHUS

NHTeprpeTupoBaTh MOJOKEHUSI HOPMATUBHBIX IIPABOBBIX AKTOB, PETYJIHUPYIOLIUX
oOpallleHue JIEKapCTBEHHBIX CPEJICTB U TOBAPOB alITEYHOI'O ACCOPTUMEHTA

OO00CHOBBIBATh NpeuMylIeCTBa HUCIOJB30BaHUA JICKAPCTBCHHBIX IIPCIIAPATOB, B
TOM YHUCJIE HOBBIX, C TOUKHU 3PECHUA COOTHOILICHUA 3anaTbI-3(1)(beKTI/IBHOCTI)

[IpuMeHsITh pa3nuuHBIC METOABl H3ydeHUs WHQPOPMAIMOHHBIX TOTPEOHOCTEH
Bpauei

OcymecTBiATh A3PPEKTUBHBIE KOMMYHHUKALIMK B YCTHOH M MUCBMEHHOU (hopme ¢
KOJUIETaMH, JAPYIMMH  paOOTHUKAMH  3JPaBOOXPAHCHHS TPH  PEHICHHU
npoeCCHOHATBHBIX 3a]a4 Ha MPUHLIUIAX JEOHTOIOTUI

ITonb3oBarbes COBPEMEHHBIMU MH(POPMALMOHHO-KOMMYHUKALMOHHBIMU
TEXHOJIOTUSIMH, TPUKIAIHBIMU TMPOrpaMMaMu oOecriedeHHus (apMareBTHYECKON
JesITeIbHOCTH 151 pelIeHus Tpo(ecCHOHANBHBIX 3a/1a4

Heo0Oxoaumsie
3HAHUS

ITonoxxenus HOPMATUBHBIX IIPABOBBIX AKTOB, PETYIUPYIOIIHNX 06pa1ueHHe
JICKApPCTBCHHBIX CPCACTB U APYIrUX TOBAPOB alITCYHOI'O aCCOPTUMECHTA

COBpeMeHHHﬁ ACCOPTUMCHT JICKAPCTBCHHBLIX IIPCIIapaTOB II0 Pa3JIMYHBIM
(bapMaKOJIOFI/I‘IGCKI/IM rpymnmnaM, ux XapakKTCPpUCTHKU, MCIUIWHCKUC IMOKa3aHUusd U
CII0COOBI INPpUMCHCHHA, IIPOTHUBOIIOKA3aHM, MoOOYHBIE ﬂeﬁCTBHﬂ, CHHOHHUMBI U
AHAJIOTH U ACCOPTUMECHT TOBApPOB AIITCUHOT'O ACCOPTUMCHTA

ACCOPTUMEHT HOBBIX JIGKAPDCTBEHHBIX CPEICTB JUIS JICYCHHUS Pa3IUYHBIX
3a00JIeBaHU, WX TPEUMYINECTBA, B TOM YHCIIE C TOYKH 3PCHHS «3aTpaThI-
3¢ PEKTUBHOCTHY

MeTtoap! hapMaKO3IKOHOMUYECKOW OLIEHKU MPEUMYIIECTB UCIIOIb30BaHUS
JIEKAPCTBEHHBIX IIPENAPATOB U CXEM JIEKAPCTBEHHOW Tepanuu

OcHoBbI KTMHUYECKOHN (apmakosoruu. [IpuHnune! papmakoTepanuu ¢ yueTom
(apMaKOKMHETHKH U (papMaKoJMHAMHUKH JIEKapCTBEHHBIX CPEICTB

HApyrue
XAPAKTCPUCTUKHU

CobmroieHne  MOpalbHO-3TUYECKUX HOPM B  pamMKax HIpoecCHOHAIbHOU
JESTEIBHOCTH

3.1.16. TpynoBas pyHKkuus

ConeiicTBUE IPOBEACHUIO YpoBeHb
HaumeHoBanue MEPONPUATHHA 110 HOPMUPOBAHHIO Kox | A/16.6 (moxypoBeHs) 6

3710pOBOT0 00pa3a KHU3HH KBaTMuKaIuH
ITpoucxoxneHue ():107 3anMCTBOBaHO

POHUCXOXKEHUE TPYI0BOM Oprrmsan X MMCTBOBaH
byHKITIN U3 OpUrMHaJIa
Kon opurunana Peructpannonssiii Homep
podecCHOHANIBEHOTO
craHjapra

Tpynoseie nencTBys

[IpoBeneHue MPOCBETUTENBCKONW paboOThl MO (HOPMUPOBAHHIO 30OPOBOTO 0Opasa
YKU3HU CPEIU TPAXKIAH — MOCETUTENEH allTeYHON OpraHU3aIuu

CopelicTBUE TOBBIILIEHUIO 3HAHWN HACEJEHHS O TNpPaBUaX palMOHAIBHOIO U
0€30MacHOT0 MPUMEHEHUs JIEKAPCTBEHHBIX IMpernapaToB, B TOM YHCJIE O
HEO0XOAUMOCTU KOHTPOJISI CO CTOPOHBI MEAULIMHCKOTO paOOTHHUKA NPU MPUHATUU
pELeNnTYpHBIX NPEenapaToB

CopeiicTBHE yNyUlIeHUIO IPUBEP)KEHHOCTH Ha3HAYEHHOTO Kypca JICUeHUS
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[IponsuxeHue KyabTypbl OTBETCTBEHHOT'O OTHOIIEHHUS K COOCTBEHHOMY 3/I0POBBIO
CpEAU TPAXKJIAH — MOCETUTENIEN aNTEYHON OpraHUu3alu

PazpaGoTrka u mnpoBefeHHE HpPOrpaMM TEMAaTUYECKOIO KOHCYJIBTUPOBAHMS 110
BOIPOCaM, HAlpaBJICHHBIM Ha BEJCHHUE 3A0POBOr0 00pa3a KM3HU M YIy4IICHUS
KayecTBa M3HU HaceleHUs (HalpaBIECHHBIX HAa MCKIIOYEHHE WM COKpalleHue
JEeWCTBUSL TIOBEACHYECKMX (DAaKTOPOB pPHCKA, K YHCIY KOTOPBIX OTHOCSATCS
ynortpebiieHre Tabaka, BpeAHOE MOTPeOJIEHHE aJKOrojs, HepalHOHAIbHOE
NUTaHWE, OTCYTCTBHE (DM3MYECKOW aKTHUBHOCTH, a TaKkKe HeaJlanTHBHOE
HPEOJIOJICHUE CTPECCOB)

WudopmupoBanne o0 TONb3e M TPABWIIAX MCIOJIB30BAaHHUS IMPOYUX TOBAPOB
alTe4yHOr0 aCCOPTHMEHTA (Ae3MHHUIMPYIOLINE CPEJCTBA, MPEIMETHl U CPEICTBA
JUYHOW TWUTHEHBI, TOCYQy /s MEIUIIMHCKUX LeNed, MpeIMEeThl U CpPeACTBa,
npeJHa3HauYCHHbIe JUIA yXO/a 3a OOJIbHBIMH, HOBOPOXKICHHBIMH U JICTBMH, HE
JTOCTUTIIMMH BO3pacTa TPEX JIET, OYKOBYIO ONTHKY M CpPEACTBa yXona 3a HEW,
MHUHEpaJIbHBIE BOJIBI, IPOIYKTHI JI€4EOHOTO, IETCKOr0 M JUETUYECKOrO MUTAHUS,
OMOJIOTUYECKH aKTUBHBIC J00aBKH, Map(roMepHble W KOCMETHYECKHE CPENICTBa,
MEIUIIMHCKUE W CAaHUTAapHO-IPOCBETHTENbHBIC  [EYAaTHBIE  W3JaHUs,
NpeAHA3BHAYCHHBIC JUTS IPOTIATaHIbl 3J0POBOTO 06Pa3a KU3HH) |

HeoOxonumeie [TpoBOANTH MPOCBETUTENHCKYIO PabOTy C rpaskJaHaMH — MOCETUTENSIMU allTeYHON

YMEHHUS OpraHu3aIuu
NudopmupoBats notpeduTeneld mo BOMpocaM, CBI3aHHBIM C MPOYMMH TOBapaMu
anTEeYHOr0 aCCOPTUMEHTA
Crtpouts mpodeccuonanbHoe OOIIeHHE ¢ COONIOJCHHEM JENOBOr0 ATHKETa U
(apMarieBTHYeCKON JI€OHTOIOTUI
[Tonp3oBatbes mpuemamu 3()(HEKTUBHBIX KOMMYHHMKAIMNA TIPU B3aUMOJICHCTBUU C
oTpeOUuTensIMu

HeoOxonumeie OcobenHoctu (hOpMUPOBAHHUS 3I0POBOT0 00pa3a KU3HU

3HaHUS Oco6EeHHOCTH UCIIOJIb30BaHMsI TPOYMX TOBAPOB allTE€YHOT0 ACCOPTUMEHTA
Hopwmbl nemoBoro o0mieHust U KylIbTyphl, TPO()ECCHOHATEHON MICHUXOJIOTHH, STUKH
U JICOHTOJIOTUU
[IpaBuiia paiMoHaNbHOIO MPUMEHEHUS JIEKapCTBEHHBIX MPENapaTos:
JO3UPOBAHUs, COBMECTUMOCTHU U B3aUMOJIEUCTBHUS, B TOM YHCJIE C MUILEBBIMU
MIPOYKTaMHU, JIEKapCTBEHHBIX MIPENapaToB, IpaBuiia XpaHEHHUS B TIOMAIIHUX
YCIOBUAX

HApyrue -

XapaKTePUCTHKU

3.2. O0001meHHast TpyAOBasi PyHKIUS

OHTOBaﬂ TOPIroBJIA JICKAPCTBCHHBIMU YDpoOBEHD
HaumenoBanue p P Kon B p 6

Cpe€aCcTBaMM KBaH(pUKAITIH
IIpoucxoxnenune

. 3anMCTBOBaHO U3
06001eH O OpuruHan X
N OpHUTHHAIa
TPYAOBOH (HyHKIIMU
Kon PeructpannoHHbii HOMep
OpHUTHHAJIA npodeccHoHaTLHOTO CTaHaapTa

Bo3MokHbIE ®apMmarieBT
HAUMEHOBAHUS IIpoBuzop

JIOJDKHOCTEH,
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npodeccuit

TpeboBanus k
00pa30BaHMIO U
00y4EeHHIO

Cpennee mpodeccuonanbHoe 00pa3oBaHue — MPOrPaMMBbl TOATOTOBKHU
CIIELHATIMCTOB CPEIHETO 3B€HA I10 CHeuaIbHOCTH «Dapmarius»
Bricuiee oOpa3oBaHue — ClIEUATUTET M0 crienuaibHOCTU «DapManus»

[ToBblieHNe KBaATMpUKALIMK HE PEXE OJJHOTO pa3a B IIATh JIET B TEUCHHUE BCeil
TPYOBOH KU3HU

TpeboBaHMs K OIBITY
IIPAaKTUYECKOU
paboThI

Oco0sie ycroBus
J0IyCKa K paboTe

Hanwuaune ceprudukara cenuaimucta Wid CBUACTEILCTBA 00 aKKPEAUTALIUN
Creluaiucra

[Tepconain, paboTaromiuii ¢ MPOAYKIIUEH, B OTHOIIEHHH KOTOPO YCTAaHOBJICHBI
OoJiee JKeCTKUE yCIOBHsI 0OpaleHusl (OrHeOMacHbIe, B3PHIBOOIIACHBIE,
JIETKOBOCIUIAMEHSIIOIIUECS, JIETKOTOPIOYHE, PAAMOAKTUBHBIE MAaTEPHAIIHI,
JIEKapCTBEHHBIE CPEACTBA, MOAJIEKAIHE 0COO0OMY KOHTPOJIIO, TEPMOJIA0UIIbHBIE
JIEKAPCTBEHHBIE CPEJICTBA), TOJDKEH MTPOUTH CIICIIHAIBHYIO IMOJATOTOBKY.

Jlpyrue
XapaKTepI/ICTI/IKI/I

JlononauTeapHOE TPO(HEeCCHOHATBLHOE 00pa30BaHUE — IPOIPAMMBI ITOBBIIICHHUS
KBTU (DUKAITAH

JIOOITHUTEIBHBIE XaPaKTEPUCTUKH

HanmenoBanue 0a30B0ii rpymmbl, JOTKHOCTH
HanmenoBanue nokymeHra Kon
(mpodeccun) WK crenuanbHOCTH
OK3 2262 [IpoBusopsl
3213 dapmareBThI
EKC - dapmareBT
OKIIATP 25850 [TpoBuzop
25856 [IpoBu30p-TEXHOIJIOT
27309 ®apmarieBT
OKCO 3.33.02.01 | dapmarus
3.33.05.01 @ dapmarnus
3.2.1. TpynoBasi pyHKuus
PaboTa ¢ MHCTUTYITMOHATBHBIMH
NOTPEOUTENSMH 110 TIPUEMY H Yposerb
Hanmenosanue Kox B/01.6 (mToypOBEHB) 6
00paboTKe 3asBOK Ha N
JIEKapCTBEHHbIE CPEJICTBA
IIpoucxoxaeHue Tpya0BOi 3anMCTBOBaHO

byHKITIN

Opurnnan X
13 OpUTHHAJIA

Kon Perucrpannonusiii Homep
opuUryuHaia npodeccnoHaTEHOTO
cTaHjapTa

TpynoBsie
JIeUCTBUSA

Omnpenenenre MOTPeOHOCTH Ha JIEKApPCTBEHHBIE CPEACTBA M TOBaphl alTEYHOIO
aCCOPTHMEHTA

IIpuem n oneHka 3aka30B OT MOTpeOUTENEH, ONpPENCIEHHBIX B 3aKOHO/ATEILCTBE
N 32
Poccutickoit denepanuun
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OHGHKa BO3MOXHOCTH IIOJHOI'O HJIM YaCTHUYHOI'O YIAOBJICTBOPCHHA 3aKa3sa,
KaJIbKYJISAOUA U COIJIaCOBAHUC LICHBI 3aKa3a

CornacoBaHue CPOKOB ITOCTaBKH M KOMINNICKTHOCTH 3aKa3a C YUCTOM CO6J'IIOI[CHI/ISI
yCJIOBI/If/'I XpaHCHU, OCTATOYHOI'0O CPpOKAa roftHOCTHU

[IpoBepka mpenenbHBIX OTIYCKHBIX LEH HpPU 3aKyNKe M3 MEpeyHs KXU3HEHHO
HEO0OXOIMMBIX ¥ BAXKHEUIIIHX JICKAPCTBEHHBIX MPENapaToB

OcyiecTBiieHHEe TPOBEPKM HEOOXOAUMOW JOKYMEHTalMu U  0OOCHOBaHHE
MpeAJiaraeMoi IEHbI JJIs 3aKJIFOYCHHUS] KOHTPAKTOB

Pa3pabotka CTaHJapTHBIX OTIepaIMOHHBIX npoueayp c y4eToM
WHCTUTYIIUOHAILHBIX O0CTOSATEIHCTB M PHIHOYHBIX YCIOBUI

Kommuekranust 3aka3a JIEKapCTBEHHBIX CPEICTB M TOBapoOB  alTE€YHOIO
aCCOPTUMEHTA B COOTBETCTBHH C 3asBKOI MOTpeOUTEINS

OdopmiieHre CONPOBOAUTENBHBIX JTOKYMEHTOB Ha JICKAPCTBEHHBIE CpPEACTBA H
TOBAphI AITEYHOI'0 aCCOPTUMEHTA

Heo0xoaumbie
YMEHHSI

AHanu3upoBaTh  3a8BKM  I[OTpeOUTENEd  JIEKApCTBEHHBIX  CPEACTB 11O
HaVMEHOBAHMAM, J03UPOBKAM, KOJIMYECTBY

[IpoBOINUTH KANBKYJISALMIO 3a5IBOK

OCYH_IGCTBJ'IHTB YUCT JICKAPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOI'O ACCOPTUMCHTA

OCyIIeCTBIIATh MPOTHO3UPOBAHUE MTOTPEOHOCTH JJIST 3aKYITOK

[IpoBOoANTH OLIEHKY W OJOOpEHHE I[OCTABIIMKOB C IENbI0 TMOATBEPKACHUS
COOTBETCTBHS YCTAHOBJICHHBIM TPEOOBAHUSIM

[IpoBoauTh OLIGHKY U OJO0OpeHHEe 3aKa3yuKkoB (Tojy4aTenei), C IIeNbIo
MMOATBEPIKICHUS JICATEIBHOCTH, OTHOCSIICHCS K OOpalIeHWIO JIEKapCTBEHHBIX
CpElICTB

IIpon3BOAUTE OLICHKY KayeCTBA JICKAPCTBEHHBIX CPEICTB U TOBApPOB ANTEYHOIO
ACCOPTHUMEHTA 10 BHEIIHEMY BUY, YIAKOBKE, MAaPKUPOBKE

O(I)OpMJ'ISITL OTYCTBI O HC,I[O6pOKaLICCTBeHHBIX JICKApCTBCHHBIX CPEACTBAX U
TOBapax ainTCYHOro aCCOPpTUMEHTA

ITons30BaThCA KOMHBIOTepI/BI/IpOBaHHOﬁ CHCTEeMOH YIIPpaBJICHUA n
I/IH(l)OpMaIII/IOHHI)IMI/I TCXHOJIOTUAMHU, BKJIrO4as 060py)103aHI/Ie CHCTCMBI
MOHHUTOPHHTIA AIBUKCHUS JICKAPCTBCHHBIX MPLCIIAPATOB

[Tonb3oBarbesa nmpuemamu 3(P(HEKTUBHBIX KOMMYHUKALMKA TPU B3aUMOJCHCTBUM C
KOJIJIETaMH U OTPEOUTEISIMU

HeoOxoaumeie
3HAHUS

TpeboBanust CornameHuss 0 €AMHBIX NPUHLIUIAX U MpaBWiIax oOpalleHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3uiickoro 3KOHOMHYECKOIO coroza®,
MpaBWJI HajAJexXaleld IUCTpUOBIOTOPCKONM MpakTUKH B paMkax EBpasuiickoro
SKOHOMHHYECKOTO COK3a°

TpeboBanust 3akoHomarenscTBa Poccuiickoit ®denepanun ¥ HOPMAaTHUBHBIX
IIPABOBBIX AKTOB, PETYIUPYIOIIUX JIEATENbHOCTh B chepe 3aKyIoK

OcoOeHHOCTH OMHUCAaHMS JICKAPCTBEHHBIX MpEnapaToB IS  MEIUITMHCKOTO
MIPUMEHEHUS, SIBIISTFOIIIAX CS 00BEKTOM 3aKyIKH JUTS obecrieyeHust
TOCYIapCTBCHHBIX M MYHHUITUITATLHBIX HYXT

[Tepedyens moTpeOuTENCH, KOTOPHIM MOKET OCYIIECTBIIATHCS OMTOBAS MPOaKa HIIHA
repeaya JEKapCTBEHHBIX CPEACTB

HopMaTuBHble mNpaBOBBIE aKThI, pETrYIHpYIONIME OOpalleHHe JEeKapCTBEHHBIX
CPEICTB U TOBAPOB alITEYHOI'0 ACCOPTUMEHTA

JIlunieHsuoHHble ~ TpeOOBaHUS ~ NpPU  OCYIIECTBIECHUU  (apMaleBTUUYECKOM
NEeSATEIbHOCTH

['ocynmapcTBeHHBIN peecTp JEKAPCTBEHHBIX CPEACTB

AKTyanbHBII aCCOPTUMEHT JIEKApCTBEHHBIX CpPEIACTB M TOBApOB AalTEYHOI'O
aCCOPTUMEHTA
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OcHoBHbIE (hapMaKOJOTHUYECKHE IPYIIIBI JJEKAPCTBEHHBIX CPE/ICTB

[lpaBuna neHooOpa3oBaHUS Ha JIEKAPCTBEHHBIE CPEACTBA, B TOM HYHCIIE
BKJIFOYEHHBIE B [I€PEUYECHb KU3HEHHO HEOOXOAMMBIX U BaKHEHILIUX JIEKapCTBEHHBIX
IIpenapaToB, U TOBAPHI AlITEYHOI'0 ACCOPTUMEHTA

BKCHCpTHHe METOJbI OLUCHKU U IIPOTHO3UPOBAHUA, SITUACMUOJIOTMYCCKUE JTJAHHBIC

[Topsimok m mpaBuiia OTIYCKAa HAPKOTUYECKUX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX
CpEeICTB

MeTOI[BI OIIPCACIICHUA N 000CHOBAHMS HAYAIBHBIX MaKCUMAJIbHBIX IICH KOHTpAaKTa

MO,I[GJ'II/I 3aKYIIOK U YIIpaBJICHUA 3arlacaMu

Hcrounukn (bI/IHaHCI/IpOBaHI/IH 1 CHCTEMBI ITOCTAaBOK

OCHOBBI aHTUMOHOIIOJILHOT'O 3aKOHOIATCIILCTBA

WudopMaiiMoHHble CUCTEMbI ¥ WHPOPMAIIMOHHBIC TEXHOJIOTHH, HCIOJIb3yeMbIC B
(hapmaIreBTHYECKON OpraHu3anun

HpaBI/IHa ,Z[O6p0COBCCTHOI>i KOHKYPCHILIUN, IIpaBUJIa STHYHOI'O IIPOABUKCHUA
JICKApPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOI'O ACCOPTUMCHTA HAa PBIHKC

TpeGoBaHusl CaHUTApHOrO peXUMa, OXpaHbl TPyHAa, HOXKApHOW OE30MacHOCTH,
9KOJIOTUU OKPYKAIOIIEH Cpeibl, MOPSIIOK NEHCTBUM PU YPE3BBIYANHBIX CUTYALHSIX

Jlpyrue
XapaKTepI/ICTI/IKI/I

3.2.2. TpynoBas pyHKIuUs

HanmeHnoBanue

[Ipoucxoxaenue TpyaoBoi

[TocTaBka JIeKapCTBEHHBIX CPEJICTB YposeHb
WHCTUTYLIMOHAJIbHBIMU Koxn B/02.6 (moIypoBEHB) 6
OTPEOHUTEIAMH KBaTH( UKL

3anMMCTBOBAHO
Opuruzan X

¢GbyHKIAN W3 OpUTHHAJA
Konx Peructpauuonssiii Homep
OpHUTHHAJIA poeCCHOHATHHOTO
cTaHaapTa
Tpynoseie KoHTposIb TOArOTOBIEHHBIX OTIPY3KE JIEKAapCTBEHHBIX CPEICTB M TOBApOB
,Z[GI>'ICTBI/I5I AIlITCYHOI'O aCCOPTUMCHTA Ha COOTBCTCTBHUC 3ane60BaHHOMy CIIUCKY

KoHTposIb TOArOTOBIEHHBIX OTIPY3KE JIEKAPCTBEHHBIX CPEICTB M TOBApOB
anTEeYHOr0 aCCOPTUMEHTA Ha COIJIACOBAHHBIM IIOJIy4aTelleM M OTIpPaBUTEIEM
OCTATOYHBIN CPOK T'OJTHOCTH

Otrpy3ka JIEKapCTBEHHBIX CpPEACTB W TOBAPOB alTEYHOIO aCCOPTUMEHTa
oTpeOuTeINto

ObecrieyeHre HaJUIeKalllell perucTpaluy, XpaHEHHs] UM TPAHCHOPTHPOBKU
JIEKapCTBEHHBIX CPEICTB, TpeOyromux ocoboro obpameHus (HapKOTHYECKUe
CpeICTBa, IICUXOTPOIHBIE BELIECTBA U UX MPEKYPCOPHI, A/bI (II0BUTHIE BEUIECTBA),
TEPMOJIAOUIIHLHBIE)

ObecrieyeHre  HaJJeXKallero  XpaHEHUS] W TPAHCHOPTHUPOBKH  OMACHBIX
(BBICOKOQKTUBHBIX) U PaIMOAKTHBHBIX JIEKAPCTBEHHBIX CPE/ICTB

[IpoBepka oTCyTCTBUSI Cepuid, MOAJIEKAIUX HUIBATUIO U3 TPaKIAHCKOro 000poTa,
IIPU OTIPYy3KE COOPAHHBIX MO 3asBKE JIEKAPCTBEHHBIX CPEACTB U TOBAPOB AIITEYHOTO
acCOpTUMEHTA

VYperynupoBaHue BOIPOCOB BO3BpaTa JIEKAPCTBEHHBIX CPEACTB U TOBApOB
anTEeYHOI0 ACCOPTHUMEHTA OT OTpeduTenen




30

[IpoBepka BBIMOJIHEHHOM MOCTAaBKM MO YKa3aHHOMY aJpecy, U pa3MelleHHE B
MMOMENICHUAX MOJTydaTess

KoHTponb TpaHCIIOPTUPOBKM JICKAPCTBEHHBIX CPEACTB W TOBAPOB AaNTEYHOTO
ACCOPTHMEHTa B YCJOBHSIX, OOCCIICUMBAIONINX WX COXPAHHOCTh M IEJIOCTHOCTb,
3a0IUTy OT BO3JCUCTBUS  (PAKTOPOB  OKpYXKAWOIMIEH cpenpl, CoOIroaeHNE
HE0OXOIMMOTO TEMIIEPATYPHOTO pexkuMa (YCIOBUN XPAHEHHUS), a TAKXKE 3aIUTY OT
danscudukanum

PazpaGoTka CTaHIApTHBIX OMNEPAIMOHHBIX MPOLEAYpP MO OOCIYXHBAHUIO H
9KCIUTyaTallMl TPAHCIOPTHBIX CPEACTB M OOOpYJOBaHUS, NO MOPAIKY AECHCTBUI
IIPY BO3HUKHOBEHUH OTKJIOHEHUH NPU TPAHCIOPTUPOBKE

VYdactre B paboTe MO paccielOBaHHIO IMPETEH3UH K KadeCcTBY JIEKAPCTBEHHBIX
CPEICTB M TOBApOB aNTEYHOT'O ACCOPTHMEHTA, IOJYYCHHBIX OT TOKYIaTenen
(momyyareneit)

KoopauaupoBanue u CBOEBpeMEHHAs OpraHW3allds OT3bIBA JICKAPCTBEHHBIX
CpencTB U3 oOpamnieHus

[lepeqaua nmaHHBIX B CHUCTEMY MOHUTOPHHIA JIBMDKCHHUS JICKapCTBEHHBIX
MpernapaToB

Heo0Oxoaumsie
YMEHUS

OdopMnsaTh JOKYMEHTHI O TIOCTaBKE Ha COOTBETCTBUE YCTAHOBJICHHBIM
TpeOOBaHUAM

O0OecneunBaTh IMPOCIIC)KNBACMOCTDb ABMIKCHUS JICKAPCTBCHHLIX CPCACTB U TOBAPOB
AIlITCYHOI'O aCCOPTUMCHTA ITYTCM BCACHUA U XPAHCHUA 3amnucei

OpraHu3oBbIBaTh XpaHEHHE JIOKYMEHTOB B COOTBETCTBUU C YCTAHOBJICHHBIMH
TpeOOBaHUSIMU

WubopmupoBaTh HHCTUTYLMOHAIBHBIX HOTpeOuTEned 00 U3MEHEHUsAX B
aCCOPTHMEHTE ONTOBOM (papMaleBTUUECKOW OpraHu3aluu

O(I)OpMJ'ISITL BO3BparT JICKAPpCTBCHHBIX CPEACTB OT HOTpe6I/ITeJ'I$I

AHanmM3upoOBaTh U TOKYMEHTHPOBATh IIPETEH3UH, CIIydau BO3BpaTa, MOJO3PEHUS B
¢banbcuuKay, a TAKKE O0T3bIB JEKAPCTBEHHBIX CPEACTB U3 00paleHUs

OIIGHI/IBaTI) BO3BpPALICHHBLIC JICKAPCTBECHHBIC CPCACTBA C 1LCJIBIO BO3MOXHOTIO
IIPUHATHA PCUHICHUSA O HOBTOpHOI\/’I IIOCTAaBKEC

BbiOupare TpaHCHOPTHYIO Tapy M YIAKOBKY C YY€TOM YCJIOBUH XpaHEHUS U
TPaHCIOPTUPOBKHU, IMpEAIoyiaraéMbIX KOJIE0aHUSX TEMIIepaTypbl OKpYXKarouiei
Cpelpl, MpPEANoNaracMod MAaKCUMAJIbHOM JINTENBHOCTH TPAHCIIOPTUPOBKH,
BKJIOYasi BpEMEHHOE XpaHEHHE Ha TaAMOKEHHBIX CKJIa/lax

MapkupoBaTh TPaHCIOPTHYIO Tapy C Y4YETOM HICHTU(UKALMH COJIEPKUMOIO M
HMCTOYHUKA €ro MPOUCXOXKJIEHHUSA, TpeOOBaHUN IO OOpaIleHHI0O U XPAHEHUIO, a
TaKXke He0OXOAMMBIX Mepax MPeJOCTOPOKHOCTH

OcymecTBIATh padoTy C MPETCH3USIMH KIHEHTOB

CO6I/IpaTB I/IH(I)OpMaI_[I/IIO o CEpUsM JICKAPCTBCHHBIX CPCACTB U TOBapaM allTCYHOT'O
ACCOPTUMECHTA, MOJICKAIUX U3BATHUIO U3 I'PAXKIAHCKOI'O 06op0Ta

[IpoBepATh COOTBETCTBUE IIEH Ha JKU3HEHHO HEOOXOOUMbIE M BaKHEHIIne
JIEKAPCTBEHHBIEC NPENapaTsl TOCYIapCTBEHHOMY PEECTpy MPEAENIbHBIX OTITYCKHBIX
LIEH [TPOU3BOJUTENIEH HA JIEKAPCTBEHHBIE IIPEIapaThl

AHanu3upoBaTh W  OIEHWBATh PE3yJabTaThl COOCTBEHHOW  JIEATCIBHOCTH,
NEeSTeIbHOCTH KOJUIET M pa0OTHUKOB chepbl MEAWIMHCKUX  YCIYT  JUIs
MPEIYIPERICHAS MPO(PECCHOHATBHBIX OMMOOK W MHHHUMH3AIUU PUCKOB JUIS
OTpeOuTEeNs

Heo0Oxonnmeie
3HAHUA

TpeboBanust Cornamenuss o €AMHBIX TNPUHLOUIAX U MpaBWiIax oOpalleHus

. 35
JIEKApCTBEHHBIX CPEACTB B paMmkax EBpa3uilckoro sKOHOMHYECKOro Com3a”,
MpaBUJl HAJIeKAIICH IUCTPUOBIOTOPCKON TMpaKTHKA B pamkax EBpasuiickoro

O9KOHOMHYCCKOI'O COrO3a
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JIunieH3nOHHbIEe TPeOOBaHUS U YCIOBHSI JUISl OCYILECTBJICHHS (apMaleBTUYECKOM
NEeSATEIbHOCTH

HOpﬂI[OK BEACHUA MMPEAMETHO-KOJIMYECTBECHHOT'O YU€Ta JICKAPCTBEHHBIX CPECIACTB

TpeboBaHusiT K OTYETHOM JIOKyMEHTallUW, CTPYKTypa U COCTaB OTYETHOU
JOKYMEHTaluu

ITopsnok yyera NBUKEHUS TOBApa, IPUHATHINA B OpraHUu3aluu

Mertop! ONCKa U OLIEHKH MH(OPMALIUH, B TOM YUCIIE PECYPChl ¢ HH(OopManuei o
HE00pOKAYECTBEHHBIX, (aIbCU(PHUIIMPOBAHHBIX U 3a0paKOBaHHBIX JIEKAPCTBEHHBIX
CpPEICTBAX, U TOBApax alTeyHOro aCCOPTUMEHTA

IIpaBuia npueMKH TOBapa, COCTaB U CTPYKTYpa COIPOBOJUTEIbHBIX JOKYMEHTOB

[lepedyeHp KM3HEHHO HEOOXOJMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX IMPENapaToB
JUISL MEIMLIMHCKOIO IIPUMEHEHUs, B TOM YKCJIE I10 TOPrOBBIM HAUMEHOBAHUAM

[Topsimox odopMiIeHHSI BO3BpaTa JIEKAPCTBEHHBIX CPEJICTB M TOBAPOB AlTEYHOTO
aCCOPTHMEHTA OT MOTpeOuTenei

[Topsiok paboThI B cUCTEME MOHUTOPUHTIA JIBUYKEHUS JIEKAPCTBEHHBIX IPENapaToB

[IpaBuiia genoBoro ooOuIeHUs, KyIbTyphl U TPO(HECCHOHATLHOM STUKU

MeToabl 1 TpUEMBI ypeTyIupOBaHUS IPETEH3UI MOTpeduTeNnei

TpeboBanusi oxpaHbl TpyJa, MEpbl MOXapHOH 0e30MacHOCTU, MOPSAIOK ACUCTBUS
MIPU YPE3BBIUANHBIX CUTYALIUSIX

Hpyrue
XapaKTEPUCTUKU

3.2.3. TpynoBasi pyHkuus

PaGora ¢ ToBapHBIMU 3amacamMu YpoBeHb
Haumenosanue JICKAPCTBCHHBIX CPEJICTB U TIPOUMX Kon B/03.6 (moxypoBeHs) 6

TOBApOB alITE€YHOI'0 aCCOPTUMEHTA KBaJMPHKALHH
IIpoucxoxaeHue Tpy0BOH Opurmman X 3auMCTBOBAHO
GbyHKIUN 13 OpUTHHAJIA

Koz Perucrpannonusiii Homep
OpUTrHMHaJIa npodeccuoHaILHOTO
craHjapTa

Tpynossie OOecrieueHre HaJUIeKAIIETO XPAaHEHUS C YYeTOM Mep, HaNpaBIEHHBIX Ha
JICVUCTBUS MpeNOTBPAICHUE pacceIianus, HAPYILICHUS LETOCTHOCTH YIIaKOBKH,

KOHTaMHUHAaIlUU U IICPCITYThIBAHUA

ObecrieueHre HAIJISKAIIETO XpaHEHUS JIEKAPCTBEHHBIX CPEACTB, TPEOYIOMINX
0ocoboro obOpameHusi (HAPKOTHYECKHE CPEJICTBA, TICUXOTPOIHBIC BEIIECTBA M HX
MIPEKYPCOPBI, b1 (SOBUTHIE BEIIECTBA), TEPMOTIAOUITBHBIC)

[IpoBepka OTCYTCTBUS BUIAMMBIX IOBPEXKICHUN IPU IPUEMKE JIEKAPCTBEHHBIX
CPEICTB, KOTOPBIE MOIJIA BO3HUKHYTH B IIPOLIECCE TPAHCIIOPTUPOBKHU

KOHTpO.]'IB 3a CpOKaMU IroOgJHOCTH JICKaPCTBCHHBIX CPCIACTB

MapkupoBKa 30H XpaHEHHsI IPOAYKLIUY, cTesaxkel (1mKados)

O06ecrieueHne TEMIICPATYPHBIX PCKUMOB XPAHCHUA U BJIAXKXHOCTU YCTAHOBJICHHBIM
TpeOOBaHUSM

ObecrieyeHre BeACHUS JOKYMEHTAIlMd O MPHEMKE, XPaHEHUH W YHHUUTOXKEHUU
JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB allTEUHOI'0 ACCOPTUMEHTA

IIpoBepka u perucrpaunus IapaMeTpOB BO3JyXa B IIOMECIUCHUAX XPAHCHUS
(bapMareBTUUECKON OpraHu3aiu
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MapkupoBka W pasMEIICHHE B CICIHAIBHO BBIJCICHHONW (KapaHTHHHOMN) 30HE
HEeT00pOKaYECTBEHHBIX, KOHTPa(haKTHBIX U (hanbCchu(UIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEIICTB, BBISIBJICHHBIX IPU OTTPY3KE, OTACIBHO OT APYIHX JICKAPCTBEHHBIX CPE/ICTB

Be;[eHHe OTUYCTHBIX TOKYMCHTOB I10 JIBUKCHHIO TOBApPa B OINITOBLIX OpraHU3aAlUAX

Ilepenaua [aHHBIX B CHCTEMY MOHUTOPHHIa JIBUXKEHUS JIEKAPCTBEHHBIX
IIpenapaToB

HeobOxonnmeie
YMEHHUS

Bectu xkypHanbl perucTpaluy MapamMeTpoB BO3AyXa, ydeTa CPOKOB TOJHOCTH
JIEKApPCTBEHHBIX CPEJICTB M TOBAPOB ANTEYHOTO ACCOPTUMEHTA, KYypHaJbl yyeTa
oreparyii, CBsI3aHHBIX ¢ 0OpallleHneM JIEKapCTBEHHBIX CPEJCTB

Bectu mocepuiHBI ydeT 3alacoB JIEKAPCTBEHHBIX IIPENApaToB B ITOMELICHUAX
XpaHEHUs

[IpoBomuth  M3yueHHE  pacmpeiesieHus  TeMIeparypbl  (TeMmmeparypHoe
KapTUPOBaHUE) U PETUCTPUPOBATH MOIYUYCHHBIE TaHHBIC

O0OecneunBaTh I/II[eHTI/I(I)I/IKaLII/IIO JICKAPCTBCHHLIX CPCACTB H TOBApPOB aIllITCYHOI'O
ACCOPTUMCHTA B COOTBCTCTBHU C HpHMeHﬂeMOﬁ B OpraHus3anuu CHCTEMOM yucTa

W3onupoBaTh W pasMelniath B CIEHHAIBHO BBIICICHHOW 30HE H3BATHIC U3
rpaxmanckoro obopora  (ambcuUIUpPOBaHHBIC, HEIOOPOKAYECTBECHHBIC U
KOHTpa(aKTHbIC JIEKAPCTBECHHBIC CPE/ICTBA

N3onmupoBaTh U pa3meniaTh B CHEIUAIBHO BBIICIEHHON 30HE MPOIYKIHIO, CPOK
TOJTHOCTU KOTOPOU UCTEK

O1leHNBATh TOCTATOYHOCTb 3aM1ACOB ISl CBOCBPEMEHHOT'O YIOBICTBOPEHHSI CIIPOCa

OmnpenensTh BENWYNHY FapaHTUPOBAHHOTO 3ariaca st o0ecredeHust CHaOKeHHsI Ha
ciy4ail HempeaBUACHHBIX 00CTOSTEILCTB

[IpuHuMaTh pemeHus OTHOCUTEIBHO BO3BPALLEHHBIX, OTO3BAHHBIX, OTKJIOHEHHBIX,
MIPU3HAHHBIX HEJO0OPOKAYECTBEHHBIMU, (anbCU(PUIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB U TOBAPOB AlITEYHOI'0 ACCOPTUMEHTA

Opranu3oBbIBaTh XpaHEHUE JTOKYMEHTOB B COOTBETCTBHUU C YCTaHOBIICHHBIMH
TpeOOBaHUSIMU

Heo0Oxoaumsie
3HaAHUA

TpeboBanust CornameHus O €AMHBIX NPUHLIUIAX W MpaBUIax oOpaleHHs

. 7
JNICKAPCTBEHHBIX CPEJICTB B paMKax EBpasHiiCKOro SKOHOMHYECKOro coo3a’,
NpaBUJ HaAJexalleid IUCTPUOBIOTOPCKON NpakTUKW B paMkax EBpasuiickoro

O9KOHOMHYECKOTI'O COK3a

JInlieH3MOHHEIE Tpe6OBaHI/I$I npu OCYHICCTBJIICHUU (I)apMaHeBTquCKOﬁ
JACATCIIBHOCTH

IlocnencTBus HGCO6J'HOI[6HI/IH JIUIICH3UOHHBIX Tpe6OBaHI/II>'I

TpeboBanust K OTYETHOM JIOKYMEHTallMH, CTPYKTypa M COCTaB OTYETHOU
JOKYMEHTAlUU

HOpr}IOK BEACHUA MPEAMETHO-KOJIMYECCTBECHHOT'O YUC€Ta JICKAPCTBECHHBIX CPCIACTB

HpaBI/ma IMPUEMKU TOBApa, COCTAB U CTPYKTYpa COITPOBOAUTCIIBHBIX JOKYMCHTOB

[Ipouecc ympaBieHus 3amacaMy U IpaBuiia JIOTUCTUKU

Cucremy MH()OPMAIIMOHHOTO MOHHUTOPHHIA 32 COCTOSIHUEM 3allacoB M KOHTPOJIS
HOPMHPYEMBIX ITapaMeTpOB

[lepeueHb XKM3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IpPErapaToB
JUIsL MEIULIMHCKOTO IIPUMEHEHUs, B TOM YKCJIE II0 TOPrOBBIM HAUMEHOBAHUAM

[TpaBuna opopmieHns 30HBI KAPAHTUHHOTO XPAHCHHUS

MeToabl U WHCTPYMEHTBI YIPaBJICHUS PHCKAMHU JUIS KauecTBa JIEKAPCTBEHHBIX
CPEJICTB

OneHka pucKOB JUIsl KaueCcTBA IPU KOHTaAMUHALIMK U IEPENYTHIBAHUU IPOAYKLIUN

[Topsimok oopmiIeHuUst U pa3MeNIeHUsT BO3BPAIIEHHON TPOYKITUN

[Topsiok paboThI B cicTeMe MOHUTOPUHTA JIBUYKEHUS JIEKAPCTBEHHBIX MPENapaToB
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TpeGoBaHusl caHUTapHOrO peXUMa, OXpaHbl TPyJAa, IHOXKApHOW OE30MacHOCTH,
9KOJIOTUU OKPYKAIOIIEH Cpeibl, OPSIIOK NEUCTBUM PU YPE3BBIYANHBIX CUTYALUSIX

HApyrue
XaPaAKTCPUCTHUKHU

3.2.4. TpynoBasi pyHKuus

BHeceHne n1aHHBIX B CUCTEMY

MOHUTOPHHTA IBUKECHUS YpoBeHb
HanMenoBanne | JIEKAPCTBEHHBIX MPEMAPATOB IS Kon | B/04.6 (TOIypOBEHS) 6

MEIUIUHCKOTO IPUMEHEHUS KBaTH(UKALIH

(MJJIIT)
e | O X oo

Kon Peructpaunonusiii Homep
OopurruHaa HpO(I)eCCI/IOHaJILHOFO CTa”HJgapTa
Tpynossie nevicteust | Kontposnb ONHCaHUI JICKApCTBEHHBIX MpenaparoB B peectpe
3apETUCTPUPOBAHHBIX JIEKapCTBEHHBIX [IperaparoB denepanbHON

rOCyJapCTBEHHON  HMH(MOPMAIMOHHOW CHUCTEMbl MOHHMTOPUHIA  JBH)KEHUS
nexapcTBeHHbIX npenaparos (PI'MC MJJIIT)

Ilognepxanue B aKTyaabHOM COCTOSSHUM HOMEHKIIATYPHOI'O CIIPABOYHHKA C
yYKa3aHHEM IJ1I00aJIbHOr0 UICHTU(PUKAIMOHHOIO HOMEpa TOProBON €MHMIIBI

[lepenaya cBemeHuit o Bcex, 00s3aTenbHbIX K oTpaxkenuro B ®I'MIC MJUJIII,
onepanusx ¢ JEKapCTBEHHBIMU ITpenapaTaMu

[IpoBepka npenenbHbIX OTIIYCKHBIX LIEH JIEKAPCTBEHHBIX IIPENAapaToB B peecTpe
3apeTrUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeactB DT'UC MJJITT

KonTpons pezynbraTtoB 06padotku nokymentoB ®I'MC MJII

[IpoBepka COOTBETCTBUS KOJWYECTBA, TOBApHOIO COCTaBa, pPEKBU3UTOB
KOHTpareHTa B OTTPY30YHBIX JOKYMEHTaX C BXOASIIUMU M HUCXOISIIMMHU
coobmenussmu GI'MC MJJIIT

MHBeHTapu3aus 0CTaTKOB MeKAy ToBapoyueTHor cuctemon 1 ®T'UIC MIUIIT

ObecneueHne Haaexallel ouepeHoCTH 3arpy3ku coodmenuit B ®I'MC MJUJIIIT

BeIsiBIIEHHE YITAKOBOK JIEKAPCTBEHHBIX MPENAPATOB, UMEIOIINX CTAaTyC YIIAKOBKH,
3arpenarIuil uX 060poT Ha Tepputopun Poccuiickoit @enepanuu

Onpenenenue crnocoba BoO3BpaTa JIEKAPCTBEHHBIX IpenaparoB U Iepeaada
cootBercTBYIOMMX cBenennit B ®I'MC MJUJITT

HeoOxoaumere
YMEHUS

Peructpuposarbscs B cucteme ®I'MC MJJITT

OO6pamaTbes ¢ YCTPOMCTBOM, OCYILECTBIISIONINM CUMThIBaHUE Koja DataMatrix,
u nepenasaTh HHPopmauio B cucremy OI'IC MUJITT

OHpe,Z[CJ'ISITB KOPPCKTHOCTH CTPYKTYPhI KOJJa MAPKUPOBKU BTOpHQHOﬁ YIIAaKOBKH
JICKApCTBCHHOT'O ITpCriapaTa

[IpoBepsTh MepapXxuio BIOKEHHOCTH TpeTuyHOM ynakoBku B @T'MC MJJITI

IIposepsTsh craryc ynakoku B @I'IC MJIJIIT

[IpoBepsaTs HOMEpa cepun U cpoka rogHocty ynakoBku B IT'IC MJIJITT

CBepsTh HaHHBIE 00 OCTaTKaxX Ha ckianae ¢ nanHbM B T MC MJIJITT

Onpenenarp NPUYMHY BO3HUKHOBEHUS OIMMOOK OOpaOOTKM Ha OCHOBAaHUU
ctaryca ynakoBku U kButanuuu ®I'MC MJJIIT

Heo0Oxonnmeie

[IpaBuia KOAMpOBaHUS U OCHOBHBIE OJIOKM HH(OpPMAalMM, UCHOJIB3yEMbIE B
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3HaHUA

MapKUPOBKE JIEKAPCTBEHHBIX MPENapaToB

HOpSII[OK CUMTBIBAHUEC KOJ0OB I/IILCHTI/I(i)I/IKaLII/II/I

OcHoBBI pabOTHI Ha YCTPOMCTBAaX JUIsl MOJy4eHUs WH(OPMALUU U3 JTUHEWHBIX U
MaTPUYHBIX IITPUXOBBIX KOJIOB C BHIOOPOM TEXHOJOTHU pACIO3HABAHUS H
0COOCHHOCTEH IEeKOANPOBAHMS B 3aBUCUMOCTHU OT TUIIA IITPUX-KOAA

Cpoxu mnepemaun uHpopmammun B OPI'MC MJUIL: mpu pachopmupoBaHUH
TPETHYHON YIIAKOBKM JICKApPCTBEHHOT'O IIpernapaTa, W3bSATHH JIEKaPCTBEHHOTO
mpernapara W3 TPETHYHOW (TPaHCHIOPTHOH) YNAKOBKH, JONOJHHTEIHHOM
BJIO)KEHHH JICKaPCTBEHHOT'O TIpeTapara B TPETHYHYIO (TPAHCIIOPTHYIO) YIaKOBKY

[Mopsimox koaumpoBanusi uHpopmamuu B Komax DataMatrix u cnocoObl ee
HAHECCHUS Ha BTOPUYHYIO (MOTPEOMTENBCKYIO) YIAKOBKY JIEKapCTBEHHOTO
mpemapara, a B clIy4ae €€ OTCYTCTBUS — Ha TIEPBHYHYIO YIIaKOBKY
JIEKapCTBEHHOTO ITperapara

[IpaBuna HaHeceHWs KoJa WISCHTH()UKANMU TPYNIOBOW  YIIAKOBKH, Ha
TPAHCIIOPTHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIperapara

I/IH(bOpMaI_[I/IOHHBIe TEXHOJIOTUH, UCIIOJIB3YEMbIC JJISI OPraHU3allui MOHUTOPHUHIA
ABWIKCHUS JICKAPCTBCHHBIX MPLCIIAPATOB

CratycHyto Moxens @DenepalbHONM  TOCyIapCTBEHHOW — HMH(OPMALMOHHON
CHUCTEMbl ~MOHUTOPUHIa  JBIDKEHHUSI  JICKAPCTBEHHBIX  IpEemapaTtoB s
MEIUIIMHCKOTO PUMECHCHHS

PykoBoncTBO mosib3oBaTeNs W aAMHUHHCTpaTopa JinyHoro kabunera OI'UC
MJUIIT

[TacniopTa nporeccoB o0opota jJekapcTBeHHbIX npenapatoB B GI'MC MJITT

Metoauyeckue  pekoMeHAaluu 1o paboTe  cyOBeKTOB  OOparieHus
nekapcTBeHHBIX cpenctB B DT'YC MJJITT

Hpyrue

XapPaAKTCPUCTHUKHU

3.3. O000meHHas1 TPyAOBasi PyHKIHUS

Opranu3zanus u pyKoBOJICTBO
. YposeHs
Haumenosanue | (papMalleBTHYECKOMN JIEATENLHOCTBIO Kox | C 7
N KBaJTU(PUKAITHA
(hapMaIreBTUUeCKO OpraHu3aIuu
IIpoucxoxnenune
N 3aMMCTBOBAHO U3
06001eHHO OpuruHan X
o OpHTrHHaNa
TPYAOBOH (HYHKINN
Kon Peructpannonssiii Homep
OpHUTHHANa podeCcCHOHANBHOTO CTaHJapTa

Bo3MoxuEIe
HaMMEHOBAaHUS
JIOJDKHOCTEH,
npodeccuit

HupexTop (3aBeAyrommuii, HAYaIbHUK) allTEYHON OpTaHU3aIlun
3aBeyIOMIMi CKIaJ0M OpraHru3aliy ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU
CpeacTBaMuU

TpeGoBanwus K
00pa3oBaHHIO U
00yU4eHUIO

Cpennee npogeccroHanbHOe 00pa30BaHNE — IPOrPaMMbl TIOATOTOBKU
CIIEIUAIICTOB CPEIHETO0 3BEHA 110 CHennabHOCTH «Dapmarus» u
JOTIOJTHUTEBHOE MpodeccuoHanbHoe 00pa3oBaHUE - TPOTPAMMBI
npodeccHoHaIbHON NEepernoArOTOBKY B 00JIaCTH YIIPABICHUS H SKOHOMHUKHI
bapmaru

WIIN
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Beiciiee 00pa3oBaHue — CIIEUAIUTET MO CHenHanbHOCTH «DapmMarus» u
MOJIFOTOBKA B MHTEPHATYPE/OpAUHATYPE IO CIICIUATBHOCTH «YTIPaBICHHUE U
HKOHOMUKA (papMaruuy» WK JOMOTHUTEIbHOE MPO(ecCHOHAIbEHOE 00pa30BaHue
- IPOTrpaMMsbl MPO(HeCCHOHANTBHOM MEPENnoAroTOBKH B 001aCTH YIpaBICHUS U
SKOHOMUKH hapMaruu

TpeboBaHus K OIBITY
MPaKTUYECKOM
paboThI

He menee msitu net no cnenuanbHOCTH «Dapmanusy TpU HATHYUU CPETHETO
po¢eCCHOHAIBHOTO 00pa30BaHUs

Oco0Opble ycroBus
JOITyCKa K paboTte

Hanuuue ceptudukara cnenuanycra Wil CBUACTEILCTBA 00 aKKpeAUTALUN
crenuaincra
OTtcyTcTBUE OrpaHUYEHUI HA 3aHATHSI TPO(PECCHOHAIBHO 1eTeTbHOCTHIO

HApyrue
XapaKTCPHUCTUKHU

JononaurensHOe TpodhecCHoHaIbHOEe 00pa30BaHUE — MIPOTPAMMBI ITOBBIIICHUS
KBaJTM(DUKAIIMY [0 COOTBETCTBYIOIINM 00pa30BaTeIbHBIM ITPOrpaMMaM

JupekTop (3aBenyrominii, HaYaJTbHUK) aTEUHOW OpraHU3aluu 1

3aBEAYIOLINM CKJIaJOM OpraHU3aluy ONTOBOM TOPrOBIIU JIEKAPCTBEHHBIMU
CPEICTBAMU MOTYT BHIOJIHATH 0000IIECHHBIE TPYI0BbIe (DYHKIIMHU (hapMalleBTa,
IIPOBU30pa, IPOBU30PA-TEXHOJIOTa, IPOBU30PA-aHAIUTHKA

JIONOTHUTEIBHBIE XapaKTEPUCTUKH

HanmenoBanue nokymeHrta Kon

HaumenoBanue 6a30Boii rpymniibl, JOTKHOCTH
(mpodeccun) wim cnenuanTbHOCTH

OK3 1324 PykoBoauTenu ciry:x0 1mo cHaOKeHHIO,
pacrpoCTpaHEHHUIO TOBAPOB U aHAJIOTMYHBIM
BUJAM JEATEIbHOCTH
OKIIATP 21898 3aBeyIONIHi anTeKoi
21899 3aBeyIOUINI allTeYHbIM YUPEKICHUEM
21929 3aBenyIOUINil BETepUHAPHON anTeKkon
22141 3aBeNyIOUINI CKJIaJOM
OKCO 3.33.02.01 | dapmanus

3.33.05.01 | dapmarus

3.3.1. TpynoBasi pyHkuus

[TnanupoBaHue AeITEIPHOCTH VYposenb
Hauvenosanue (bapMareBTHYECKON OpraHu3aIiu Kon | C/01.7 | (nonyposen) 7
KBaTA (UK
IIpoucxoxaeHu AnuMCTBOBaH
POHCXOMKIeHNE Oprrunan X 3auMCTBOBAaHO
TPYIOBO# QyHKIIUH U3 OpUTHHAA

Kopn opurunana PerucrpanuonHsiii HOMep
podeCcCHOHANBHOTO CTaHapTa

TpynoBbie AHanu3 TeKylled CUTyallud W CTPaTeTM4YecKHUX IMPOrpaMM pa3BUTHUS PETHOHA U
nercTBus OTpaciy Ui IUIAHUPOBAHMSI JeSITEIbHOCTH (DapMaleBTUUECKON OpraHnu3aluu

AHanu3 crnpoca Ha JIEKapCTBEHHbIE Ipenaparbl W JApPYyrue TOBapbl alTEYyHOIro
aCCOPTUMEHTA U NOTPEOHOCTU B HUX

Omnpenenenue 1ened M 3aaad JAEATENBHOCTH (hapMalleBTUYECKONW OpraHU3aluy,
KOHTPOJIbHBIX MTOKa3aTeael UX JOCTHKEHHsSI U PELIeHUs
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Pa3paboTka maHa MEpONPHUATHN TO JOCTHXKCHHIO KOHTPOJBHBIX ITOKa3aTeseu
JESTEIILHOCTH (papMaIeBTUIECKONM OpraHu3aIiun

Heo0xonnmeie
YMEHHUS

OcylecTBiATh  MapKETHHIOBBIE  MCCIENOBAaHUA B IIPOLECCE  IPHUHATHA
YIIPABJICHYECKUX PELICHUN

[IpoBOANTH MOHUTOPUHI 3HAHUSA LEJEBBIX TPYII [0 HOBBIM JIEKAPCTBEHHBIM
npenaparam U JIpyruM ToBapam anTeqHOro aCCOPTUMEHTA

OueHuBaTh HOBBIE DKOHOMHUYECKHME IIOAXOAbI M METOIBl YIPABJICHHUA B
(dapMalieBTUYECKON  JIeATENBHOCTH, MPOTPECCUBHBIE  (OPMBI  OOCTYKHBAHUS
HACeJIeHUs U MEIMLIMHCKIX OpraHU3alui, eaTh 3aKIF0UEHHs O LeIeco00pa3HOCTH
WX BHEAPECHUS

OuenuBath 3()PEKTUBHOCTD MEPONPUITHI 1O OOECHEUYECHHUIO U  YIYYIICHHUIO
KauecTBa (papMareBTHICCKOM MTOMOIITI

HpOBOI[I/ITB KOMILJICKCHBIN aHaJIN3 ACATCIIBHOCTH (bapMaHeBTquCKOﬁ OpraHu3anmuu

HpOFHOSI/IpOBaTL H OLICHHMBATb PUCKHU IIPH IINIAHUPOBAHUU ACATCIIBHOCTH

OneHnBaTh CHUTYallUI0 ® TPOTHO3MPOBAaTh €€ Ppa3BUTHE, BBIPAOATHIBATH
aJIbTEPHATUBHBIE BAPUAHTHl PEIICHUI W OLEHUMBAThb PHUCKU, CBSI3aHHBIE C UX
peanu3anuein

HpOBOI[I/ITL aHaJlIu3 MCTOOJOB H crmoco0oB OpOABHIKCHUSA  JICKAPCTBCHHBIX
npenaparoB M APYrux TOBAPOB aANTCHYHOI'O aACCOPTUMCHTA W PacCIIpPOCTPaHCHUA
HHQ)OpMaHI/II/I, HCHOJIBSy@MOfI B O0Tpaciii, ACJIaTb 3aKIIFOUCHUA O I_IeJ'IeCOO6p33HOCTI/I
HX UCIIOJIb30BaHUA

Heo0Oxoaumsie
3HAHUS

MeTtonb! ynpapneHus hapMaleBTUUECKO opranusanuen

Kpurepun u mnokasarenu, XapakTepHU3yOIIUE COCTOSHUE O0ECIEeYeHUs] HaceJeHUs
JIEKapCTBEHHBIMU MpernapaTaMy U Ka4ecTBO JIEKAPCTBEHHOM MOMOIIN

DapManeBTUUECKUA MEHEIKMEHT

dapmManeBTUYECKUI MAPKETUHT

OcoOeHHOCTH XpaHCHUA JICKAPCTBCHHBIX CPEACTB, B TOM YHUCIC MOJJICKAIIUX
MNPEAMCTHO-KOJIMYECCTBCHHOMY YUCTY

HNudopmanronHsle cucreMbl U 000pynOBaHHE HH()OPMALMOHHBIX TEXHOJIOTHUH,
HCIIOJIb3yEeMbI€ B (papMarieBTUYECKON OpraHUu3aIiu

3akoHoaarenscTBO Poccuiickoilt denepanuy, perylnupyrolee omiaTy Tpyaa

ITomoxeHnuss  HOpPMATHMBHBIX  MOpaBOBbIX  akToB  Poccuiickoit ~ Denepanuu,
PEryIUpYIOIMUX 00palieHne JIeKapCTBEHHBIX CPEACTB U JIPYTHX TOBAPOB alTEYHOTO
ACCOPTUMEHTA, B TOM YHCJI€ B COOTBETCTBUU ¢ COTJallIEeHHEM O €IMHBIX MPUHITUTIAX
U TpaBuiax oOpalleHus JIeKapCTBEHHBIX CpPEIACTB B paMkax EBpaszuiickoro
SKOHOMHYECKOTO COI03a; HMHCTHTYIIMOHAIBHBIE HOPMBI B cdepe yhmpaBiIeHUS
(bapManeBTUYECKON IEeATENHHOCTHIO

CaHUTapHO-AMHUIEMUOJIOTHYECKUE TpPeOOBaHMUS K OHKCIUTyaTallMM TMOMENIEHUH W
YCJIOBUSAM TPYJa

TpebGoBaHusi K OTYETHOW [OKYMEHTAllMH, CTPYKTypa M COCTaB OTYETHOU
JOKYMEHTaIuH (papmManeBTH4ecKoil opranu3anun

TpeGoBanusi OXpaHbl TPy/a, MEPHI MOKAPHOM OE30MMAaCHOCTH, MOPSJIOK JCHUCTBUMN
IIPY YPE3BBIYANHBIX CUTYaLUSAX

HApyrue
XapPaKTCPUCTHUKHU

Mo:keT BBINOJTHATH TPY/0Bble (PYHKIMHU (papMaLieBTa M IPOBH30pPA

3.3.2. TpynoBasi pyHKIus

Hanmenosanue

Opranu3aius pecypcHOro o0ecredeHusl YposeHb
(apManeBTHYECKOI OpraHu3aluu Kox | C/02.7 | (monyposen) 7
KBaTU(QUKAIUN




IIpoucxoxnexnue
TPYAOBOH QYHKINN
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X 3auMCTBOBAHO

OpuruHan
13 OpUTHHANA

Kon opurnnana Peructpaunonusiii Homep
IpoQeCCHOHANBHOTO CTaHAapTa

TpynoBbie AHanIM3 TEKyIIero pecypcHoro oOecnedeHus U motpedHocTel (apmalieBTUYECKOM
JNEUCTBUSA OpraHu3anuu

Onenka notpebHoCTel papmalieBTHUECKON OpraHu3aliK B pecypcax

HccnenoBanue pplHKa MOCTABIIMKOB TOBAPOB, PA0OT M YCIYT

Omnpenenenre ONTUMAIbHBIX OCTABUIMKOB, OPraHU3allks polecca 3aKymoK

3akiroueHre M KOHTPOJIb MCIIOJHEHUs JOTOBOPOB HAa MOCTaBKY TOBAapoOB, padOT U

yCIyr

Ouenka  3ddekTuBHOCTH  pecypcHoro  obecreueHus  (hapMareBTHYECKOM

OpraHu3aIH

Pa3zpaboTka KOPPEKTUPYIOMIHUX MEPONPUATUH IO pe3yabTaTaM aHaIH3a
Heo6xonumeie AHaM3UpOBaTh W OLEHWBATh HMH(POPMAIMIO OT IMOCTABIIMKOB JIEKAPCTBEHHBIX
YMEHHUS CPEICTB U JAPYrUX TOBAPOB ANTEUYHOTO ACCOPTUMEHTA, APYTrUX MaTepuaioB H

o0opyioBaHus, padoT U yCIyr

®opMupoBaTh KOHKYPCHYIO TOKYMEHTAIIMIO HA 3aKYIKY JIEKapCTBEHHBIX CPEICTB U

JPYTUX TOBAPOB aITEYHOT'O ACCOPTUMEHTA

OcylecTBISATh MOHUTOPUHT CHpoca MNOTpeOuTeneld, B TOM 4YHCIE Ha HOBBIC

JIEKapCTBEHHBIE MTPETapaThl U APYrHe TOBAPHI AITEYHOTO aCCOPTHUMEHTA

OpranuzoBbIBaTh MHBEHTAPU3ALIUIO TOBapHO-MaTEePUAIbHBIX LEHHOCTEH,

ONEpPATUBHO-TEXHUYECKUH  y4eT UM  TNPEIMETHO-KOJIMYECTBEHHBIH  y4eT B

COOTBETCTBUH C YCTAHOBJIEHHBIMU TPEOOBaHUSIMU

Opranu3oBbiBaTh ¥ oOecneyuBaTh  JOKYMEHTOOOOPOT  (papManeBTHUYEeCKOM

OpraHu3alliy, BKIIOYas JFOOble BHIBl OTYETHOCTH, B COOTBETCTBUU C

3aKOHOJATENFHBIMA U HOPMATUBHO-TTPABOBBIMU aKTaMU

OcCymiecTBIATh yCTHBIE M MUCHbMEHHBIE KOMMYHHMKAIIMKA B OOLICHWH C KOJIJIETaMH,

NOTPEOUTENSIMU U TTOCTABIIIUKAMHU

[Tporao3upoBaTh U OLIEHUBATH PUCKH MTPHU OPTaHU3AINH PECYPCHOTO 00ECTICUCHNUS
Heo6xonumeie JIvuieH3MOHHbIE TPeOOBaHUS W YCIOBMS JAJS OCYIIECTBJICHHUS (papMalleBTUYECKOMH
3HAHUS JeSITeITbHOCTH

[TocaencTBus H6C06J'IIO,[[6HI/I$I JIMIICH3UOHHBIX Tpe6OBaHI/II71

ITomoxeHnss  HOpPMATHMBHBIX  NpaBOBbIX  akToB  Poccuiickoit ~ Denepanuu,
PEryIUPYIOIMUX 0OpaIieHne IeKapCTBEHHBIX CPEICTB U JPYTUX TOBAPOB alTE€YHOTO
ACCOPTUMEHTA, B TOM YHCJI€ B COOTBETCTBUH ¢ COTJIAICHHEM O €IMHBIX MPUHITUTIAX
U TpaBuiax oOpallleHus] JIeKapCTBEHHBIX CpPEACTB B paMKax EBpasuiickoro
SKOHOMHYECKOTO COI03a; HMHCTHTYIIMOHAIBHBIE HOPMBI B cdepe yrmpaBiIeHUS
(dhapManeBTUYECKON IEeATENHHOCTHIO

HOpH}IOK nmpueMa TOBApOB OT IIOCTABHIMKOB, HX Yy4d€Ta W HWHBCHTApHU3alllH,
y'CTaHOBJ'ICHHHﬁ B OpraHru3anuun, BKIKOYas O(I)OpMJ'ICHI/IC OTUYETHOM JAOKYMCHTAIUU

HOp}IIIOK 3aKYIIKHU, XpaHCHUSA, ICPCMCIICHUA JICKAPCTBCHHBIX CPCICTB

[Topsimok 11eHO00Opa3oBaHMs Ha JICKAPCTBEHHBIE CPEICTBA, BKIIOYECHHBIE B TIEPEUCHb
YKU3HEHHO HEOOXOIMMBIX U BaKHEHUIIINX JIEKAPCTBEHHBIX MIPENapaToB

AKTyaJlbHBIH aCCOPTHMEHT JICKAPCTBCHHBIX TpENaparoB W JAPYTUX TOBApOB
anTeYHOTO AacCOPTUMEHTa IO PAa3IUYHBIM (DAPMaAKOIOTUYECKUM TpYIIaM, HX
XapaKTEPUCTHKH, NEHCTBYIOIINE BemiecTBa (MEXIYHApOJHOE HEMAaTCHTOBAaHHOE
HA3BaHUE)

Nudopmarnmonnsie cucteMbl W 000pynoBaHHEe HWH(POPMAIMOHHBIX TEXHOJIOTHH,
UCTIOJIb3yeMbIe B (hpapMalleBTUYECKON OpraHu3auu

MepuaHali3uHT B alITEYHBIX OPTaHU3ALMSIX
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Meroapl mouMcka W OILCHKH (hapMaleBTHYCCKOH HH(pOpMAIMU, B TOM YHCIE B
pecypcax ¢ uHpopMaIuen o 3a0pakoBaHHBIX JIGKAPCTBEHHBIX CPEACTBAX M TOBApax
arnTe4YHOr0 aCCOPTUMEHTA

DapmMaleBTUYECKUI MAPKETUHT

(DapMaHeBTI/I‘ieCKaH JJOTUCTHKA

TpeOoBanusi K OTYETHOW JOKyMEHTAIUH,
JIOKYMEHTaIUU

CTPYKTypa H COCTaB OTYETHOMN

CocrtaB 1 TpeOOBaHUs K KOHKYPCHOM TOKyMEHTallUu

[Tonoxenus rpaXXaIaHCKOro M  HaJOroBoro 3aKOHOJATCIIbCTBa Poccuiickoit

@Denepauy B 00JaCTH TOTOBOPHBIX OTHOILICHHH C KOHTPAareHTaMHu

TpeOoBanusi K BEICHUIO NPEIMETHO-KOJIMYECTBEHHOTO YdYeTa JIEKapCTBEHHBIX
CpeJlICTB

MeToap! 1 criocoObI yIIpaBJIeHUs! OpraHu3aen

Hpyrue
XapaKTEPUCTUKU

3.3.3. TpynoBasi pyHkuus

HanmeHnoBanue

IIpoucxoxneHue
TPYZIOBOH QyHKIMH

Opranun3zanus paboThI IepcoHaa YposeHb
(bapMaleBTHYECKON OpraHU3alUK Kon | C/03.7 | (momyposens) 7
KBaTH(QHUKAIAN

3auMCTBOBAHO
X

Opuruzan
13 OpUTHHAIa

Kon opurnnana Peructpaunonusiii Homep

IpoQeCCHOHANBHOTO CTaHJapTa

Tpynossie
NENCTBUSA

[TnanupoBaHue NoTpeOHOCTH B (papMaleBTUUECKOM OpraHu3alnu B pabOTHUKAX

[Ton6op, mpuem, aganTtanus nepcoHana GpapMaeBTHIECKON OpraHu3aluu

Opranuzanus o0ydeHus nepcoHana apmMaleBTHUECKON OpraHu3aluu

CDOpMI/IpOBaHI/Ie CUCTCMbI CTUMYJIMPOBAHU pa6OTHI/IKOB

IIpoBenenue criennanbHON OIIEHKH YCIOBHM Tpy/ia

OpFaHI/BaHI/IH MCIUIMHCKUX OCMOTPOB IIEpCOHAJIA

DopMHUpPOBaHKE U MTOAIEPKAHUE KOPIIOPATUBHOMN KYJIBTYpPBI

Heo0Oxoaumsie
YMEHUSA

AHanM3upoBaTh U OIEHUBATH JIEATEIBHOCTh MEPCOHANa Ha KOHKPETHBIX y4acTKax
paboThl

OrneHnBaTh NOTPEOHOCTH B (hapMaEBTHUECKUX PAOOTHUKAX

CoCTaBIsATh ITATHOE paciiucaHuce (I)apMaHCBTquCKOﬁ OopraHu3anuu

CocTaBmsTh (PyHKIHOHATIBHO-I0JPKHOCTHBIE HHCTPYKLIUK COTPYTHUKOB

OCYI_I_ICCTBJ'ISITB KOMMYHUKAUU C COTPYAHUKAMU (bapMaHeBTH‘{CCKOﬁ OpraHu3alnu

O0GecneunBaTh  palMOHAIBHYIO  OpPraHU3aluio paboymx MeCT C  Y4eTOM
BBITIOJTHSAEMBIX (YHKIIMI B COOTBETCTBUU C TPEOOBAHUSIMH OXPaHbI TPy

Pa3pabaTbiBaTh MHCTPYKIIMU IO OXpaHe Tpyaa

Opranu3oBbIBaTh Oe301acHbIe U KOM(POPTHBIE YCIOBUS TPYIa

Pa3pa6aTLIBaTB MCPONPUATHUA 110 aJallTallu BHOBb IIPUHATHIX COTPYAHHUKOB

OpranuzoBbiBaTh M oOecrieynBaTh  JOKYMEHTOOOOPOT  (apMaleBTUYECKOM
OpraHu3allii, BKJOYas Jr0Oble BHUJBl OTYETHOCTH, B COOTBETCTBUU C
3aKOHOJATEIbHBIMU U HOPMAaTUBHO-IIPABOBBIMHU aKTaAMHU

OcCyIecTBIATh  KOHTPOIb  COONMOJIEHUsT  pabOTHHKAMU
3aKkoHOnarenscTBa  Poccuiickort  denepanuu, TpeOoBaHUMN
CaHUTAPHBIX MPaBUJI, MPABUII BHYTPEHHETO TPYIOBOTO pacopsiaKa

HOPM  TPYJOBOIO
OXpaHbl TpyIa,

Onpenenstb NOTpeOHOCTH B OOYYEHHUU IEpCOHAja, B TOM YHKCJIE MO TMpaBUiIaM
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pa6OTI)I C HAPKOTUYCCKUMHU CPEACTBAMH U IICUXOTPOITHBIMHA BCIICCTBAMUA

[TnanupoBaTh 00y4eHuUE epcoHana

OHpe,I[eJ'IHTB (bOpMLI Hn MCTOAbI O6y‘IeHI/I${, B TOM 4YHCJI€ B COOTBECTCTBHH C
YCTAaHOBJICHHBIMH IIpaBUJIaMU

OpranuzoBbIBaTh 00y4YeHHe Ha pabounX MecTax

OnpenensaTs 3a7auu MpopECCHOHATBHOTO M JIMYHOCTHOTO Pa3BUTHUSA COTPYIHUKOB,
IUTAHUPOBATH MOBBIIIEHUE UX KBATU(UKALNUN U TPOPECCUOHATBHBINA POCT

DopmupoBaTh OJIATONPHUSTHBIA KIMMAT B KOJUIEKTHBE

[TpoBOIUTH Pa3bACHUTEIBHYIO pa0OTy MO OOECIECUYCHUI0 COOIOICHUS MPUHITUIIOB
(bapmMaleBTUYECKOM IEOHTOIOT U

[TpoBOIUTH HHCTPYKTAXK PAOOTHUKOB (PapMaIieBTUICCKON OpraHU3aIuu

HeobOxonnmeie
3HAHUS

HHCTUTYIIMOHATIEHBIE HOPMBI B Chepe yrpaBlIeHUs EpPCOHAIOM (papMaleBTUYECKUX
OpraHu3aun

TpynoBoe 3akoHomatenbcTBO Poccuiickoit @enepanyii B 00JACTH  peIICHUS
OTIEPATUBHBIX 3a/1a4 KaJPOBOU MOJTUTHUKU

JlokanbHbIC HOPMATHUBHBIC aKThI 110 HAITPABJICHHIO ACATCIIbHOCTH

Bunbl ctumynupoBanusi pabOTHUKOB

OCHOBBI KOH(JIUKTOJIOTUH

KaapoBblif MEHETKMEHT

OcoOeHHOCTH BOCTIPUATHS WH(MOPMALUN JIFOJBMHU Pa3IMYHBIX HAMOHAILHOCTCH W
KoHpeccuit

CaHHATapHO-IMHIEMUOJIOTUYCCKUE TPEOOBAaHHUS K OKCIUTyaTalli¥ TIOMEIICHHA H
YCJIOBUAM TPYJa

TpeboBaHust K OTYETHOW [OKYMEHTAllUu, CTPYKTypa U COCTaB OTYETHOM
JOKYMEHTAIMU 110 KaJpam

TpeGoBanusi OXpaHbl TpPyJla, MEPHI MOKAPHOU O€30MAaCHOCTH, MOPSIOK JEHCTBHI
IIPY YPE3BBIYANHBIX CUTYaLUSAX

HApyrue
XAPAKTCPUCTUKHU

3.3.4. TpynoBasi pyHkuus

HamnmeHnoBanue

IIpoucxoxnenune
TPYZIOBOH QyHKIMH

VYpaBieHre CUCTEMOW KauecTBa Yposennb
(bapManeBTHYECKOI OpraHu3aInuu Kox | C/04.7 | (moxyposen) 7
KBann(pUKaIuU

3auMCTBOBAHO
X

Opurunan
13 OpHUTHHAJIA

Kopn opurunana PerucrpanuonHsiii HOMep
IpodeCcCHOHANBHOTO CTaHapTa

Tpynossie
NEUCTBUSA

DopMUpPOBaHHE CTAHIAPTOB KayecTBa 3aKYIKH, NPUEMKH, XPAHECHUS, peanu3aluu
JICKAPCTBCHHBIX MpCapaToB W JAPYrHX TOBApPOB aIllTCYHOroO acCCOPTHUMECHTA,
M3TOTOBIICHUS. M OTIYCKAa JIEKAPCTBEHHBIX MPENApaToB B YCIOBHUAX alTEYHBIX
OpraHu3aun

BHCI[pCHI/IC CTAHJApPTOB KaUCCTBA ACATCIILHOCTU (I)apMaHCBTquCKOﬁ OopraHu3anuun

Opl"aHI/I?:aIII/I?I MOHHUTOPHHTA TGKYHICI;'I ACATCIIBHOCTH OpraHHU3allvi Ha COOTBETCTBHUE
pa3zpaboTaHHBIM CTaHAAPTAM

Opraamzanuss pabotrel ¢ daabCUDUIMPOBAHHONW, HEAOOPOKAYECTBEHHON |
KOHTpa(akTHON NPOIyKIHEH

Co6op u aHanmu3 HHGOPMAIIMH 110 PE3YJIbTaTaM MOHUTOPHHTA

PazpaboTka W peanusanus KOPPEKTUPYIOIIMX MEPONPUATHI IO pe3ynbTraTtam
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aHaJin3a

VYcTaHOBIEHHE M ONUCAHUE IPOLECCOB CUCTEMBI KadyecTBa (hapMalleBTUUECKON
OpraHu3aluu

Brenpenne u noanepkanve B pabodyeM COCTOSHHUH IPOILIECCOB CUCTEMBI KadecTBa
(dapmaleBTUYECKOM OpraHu3aluuu

HpOBel[eHI/Ie nNepuoaAN4YCCKOro MOHUTOPHMHIAa W aHalIku3a CUCTCMbI Ka4CCTBa

(bapmaleBTUYECKOI Opranu3ainuu

Heo0xoaumbie
YMEHUS

AmnanusupoBath MH(OpMALUIO B 00JIaCTH 3ApaBOOXPAHEHUS U Ha OCHOBE aHaIN3a
pa3pabaTbIBaTh CTAHJAPThI KAYeCTBA TEKYIEH AEATEIbHOCTH

[TnanupoBaTh, KOOPIMHUPOBATH OCHOBHBIE OM3HEC-TIPOIIECCHI B (papMarieBTUIECKOM
OpraHu3aluy, yIpaBiIsiTh UMU

HpOBOILI/ITB KOMILJICKCHBIN aHaJIHN3 JACATCIIBHOCTHU (bapMaHeBTquCKOﬁ OpraHu3anmuunu

[IpoBOUTH BanuIalHIO CKIIAICKUX TOMEIEHHI

OpranuzoBbiBaTh ~ O0paTHYIO CBSI3b € pabOTHUKaMU
OpraHu3aIiy, MOCTABIUKAMHU

dbapmarieBTUYECKOM

OcCylIecTBIATh YCTHBIE M MUCbMEHHBIE KOMMYHHKAIIUM B OOIEHUU C KOJUIETaMH,
MOTPEOUTENSIMU U TTOCTABIIMKAMU

OpI‘aHI/ISOBBIBaTL obecrieueHue I[OKYMCHTOO60pOTa

Opraau30BBIBaTh NPETEH3UOHHYIO PA0OTY € OTPEOUTEISIMH

OpF AHU30BbIBATH IIPETCH3NOHHO-NCKOBYIO pa60Ty C KOHTparcHTaMn

Heo0Oxoaumeie
3HAHUS

Mex(z[yHapoz[HHe CTaHAApPThbl CUCTEMbI MCHC/[PDKMCHTA Ka4CCTBa

Kpurepun u nokasarenu, XapakTepuU3yIOILIUE COCTOSSHUE OOECHEUEHHUs HACEICHUS
JIEKapCTBEHHBIMU MpenaparaMu

dapmMaleBTUYECKU ~ MEHEPKMEHT W CUCTEMa  YIpaBJICHUS  KadeCTBOM;
UHCTUTYLMOHAIbHbIE HOPMBI B cdepe YIOpaBlIeHHs KadyecTBOM MPOLECCOB,
IPOJYKTOB U YCIYT B (papMalleBTUYECKUX OPraHU3alUIX

[Topsimok neificTBuii B OTHOIIEHUH (albCUPUIIMPOBAHHON, HEAOOPOKAUECTBEHHOM U
KOHTpa(akTHON NPOAYKIIMH

I[eJIOHpOI/I3BO,[[CTBO, BUIBI U (bOpMI)I AOKYMCHTAaIUU

[Topsimok HOKyMeHTaIbHOTO 0(OPMIICHHSI PE3YyIbTaTOB BHITIOIHIEMOU PaOOTHI

MeTo/1bl ¥ IPHEMBI YPETYJIMPOBAHUSI IPETEH3UI OTpeduTenen

TpeboBaHus 0XpaHbl TpyJa U MOXKapHOUH 6€30aCHOCTH

HApyrue
XAPAKTCPUCTUKHU

3.3.5. TpynoBasi pyHkuus

HaunmeHnoBanue

IIpoucxoxnenue
TPYAOBOH (yHKINN

Opranm3anys HHPOPMaIMOHHON 1 VpoBeHb
KOHCYJIbTAI[HOHHON TTOMOIIH [Tt HaceneHust | Kox | C/05.7 | (moxyposets) 7
Y MEIMIMHCKUX PAaOOTHHUKOB KBaJIM(UKALIH

3anMCTBOBaHO
X

Opurnsan
13 OpUTHHAJA

Kon opurnnana Perucrtpannonssiii HoMmep

IPO(eCCHOHATBHOTO CTaHAApTa

Tpynoseie
JNEUCTBUSA

Omnpenenenre NOTPEeOHOCTEN pa3IMYHBIX IIEJIEBBIX TIPynn B HWH(GOPMALMOHHON H
KOHCYJIBTaL[I/IOHHOﬁ oMo

[InanupoBanme W  pa3paboTKa MEPONPHUATHH  TIO
KOHCYJIBTaL[I/IOHHOﬁ MMOMOIIHU ICJICBBIM I'pyIIIamM

nH)OpMAITMOHHON U

Opranm3anuss ONPOCOB  MEAWIIMHCKUX  PaOOTHUKOB IS BBIABJICHHUS — UX

UH(OPMALIMOHHBIX TOTPEeOHOCTEN
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Opranuzanys HHQOPMAIIMOHHO-TIPOCBETUTEIBHBIX MEPONMPUITUNA 11 HACEJICHUS U
MepabOTHUKOB 10 TpoHaraHae 370pOBOr0 oOpas3a IKHU3HH, PALUOHAIBHOTO
PUMEHEHHUS JIEKaPCTBEHHBIX MIPEapaToB

Pa3pabotka cuctembl HH)OPMUPOBAHHS IEJIEBBIX TPYII O HOBBIX JIGKAPCTBEHHBIX
npenaparax, CHHOHMMAax U aHajorax, O BO3MOXXHBIX HOOOYHBIX JEHCTBUAX
JIEKAPCTBEHHBIX IIPENApaToOB, UX B3aUMOJCHCTBUU

Opranuzanus o0paTHOMN CBSI3U € TOTPEOUTETIMU HHPOPMAITMOHHBIX YCIyT

[Ipuem u3BeleHUI 0 HEKENATEIbHBIX PEaKLUAX Ha JIEKAPCTBEHHBIE MpEnaparkl, a
TaKke HHQOpPMaUM O HEJOOPOKAUYEeCTBEHHBIX JICKApCTBEHHBIX Ipernaparax u
JPYTUX TOBAapax alTeYHOro aCCOPTUMEHTA

AHain3 pe3yinbTaToB IPOBOJAUMBIX MEPONPUATHH M HMX SPGEKTUBHOCTH JJIs
IUIAHUPOBAHUS JalbHENIIEH paboThI

Heo0Oxoaumsie
YMCHHUS

AHaJ'II/ISI/II)OBaTB U INIaHUPOBATDb I/IH(bOpMaI_[I/IOHHYIO 1 KOHCYJIbTAIMOHHYIO pa60Ty

Pa3pabaTbiBaTh HHCTPYMEHTAPHUI OMPOCOB IIENIEBHIX IPYIII

Oprann3oBbIBaTh HHOOPMAIIMOHHBIE MEPOTIPUATHS TSI METUIIMHCKUX PaOOTHUKOB
U HaceJlIeHUs

OCYHIGCTBJIHTI: YCTHBIC WU NMHCbMCHHBIC KOMMYHUKAIIUHU B O6HI€HI/II/I C KOJlICTaMu,
HOTpe6I/ITCHHMI/I H IIOCTaBIIMKaMH

PeructpupoBare HWHQpOpPMAIMIO IO CIOPOCY HACEICHUS Ha JICKApPCTBEHHBIC
mpenapaTsl ¥ TOBaphbl alTEUHOTO aCCOPTUMEHTA

Opranm3oBbiBaTh ¥ oOecrieuyuBaTh  JAOKYMEHTOOOOPOT  (papMareBTUYECKOM
OpraHM3aluM, BKIIOYas JIIOObIE BUABI OTYETHOCTH, B COOTBETCTBUU C
3aKOHOJIATEIILHBIMU ¥ HOPMATHBHO-TIPABOBBIMU aKTaMH

Heo0Oxoaumsie
3HAHUS

[TonoxeHus HOPMATUBHBIX IIPABOBBIX AaKTOB, PETYJIMPYIOLMX oOOpalleHue
JIEKapCTBEHHBIX CPEJCTB U JAPYTUX TOBAPOB ANTEYHOI'O aCCOPTUMEHTA, B TOM YHCIIE
B cooTBeTcTBUU ¢ CoryamieHueM O €AMHBIX NPUHIMIAX M MpaBHiIaX oOpamieHHs
JIEKapCTBEHHBIX CPEACTB B paMkax EBpa3suiickoro 3KOHOMHYECKOTO COI03a;
UHCTUTYLMOHAJbHBIE HOPMBI B  cdepe  ympasieHHs  (apmaneBTHYECKOM
JeSITEIIbHOCTBIO

AKTyalbHBIi aCCOPTHMMEHT JIEKAPCTBEHHBIX IpENaparoB MW JAPYTUX TOBApOB
anTeYHOTO AacCOpPTUMEHTa IO pa3IMYHBIM (PapMaKOJIOTMYECKUM TpymmaM, HuX
XapaKTEepUCTHKH, JEHCTBYIOIIME BellecTBa (MEXIyHapOIHbIE HEMaTeHTOBAaHHBIC
Ha3BaHUS)

CnocoObl BbIsiBIIEHUS (DaTbCUPHUIIMPOBAHHBIX M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB, M IPYI'MX TOBAPOB allTEYHOI'0 aCCOPTUMEHTA

Metoasl ToMCKa W OIEHKH (apMaleBTUUeCKod HWH(POpMaluh, B TOM YHCIIE B
pecypcax ¢ uHdopmanuel o 3a0paKoBaHHBIX JIEKAPCTBEHHBIX CPEIICTBAX U TOBAapax
arTe4YHOro aCCOPTUMEHTA

MunnManbHbIN ACCOPTUMCHT JICKAPCTBCHHLIX IIPCIIapaToOB, HCO6XOI[I/IMLIX AJIA
OKa3aHuA Me)II/IIII/IHCKOI\/'I nomMouiu, yCTaHOBHeHHBIﬁ YIIOJTHOMOYCHHBIM
(I)C,Z[epaJ'IBHBIM OpraHom HUCIIOJIHUTENILHOM BIACTH

[Tpunuune! apmakoTepanuu ¢ y4eToM (papMakOKMHETUKH M (papMaKOJAWHAMUKH
JIEKaPCTBEHHBIX CPENICTB

[lepeueHb )KM3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

HCpC‘ICHL TOBApPOB, PA3pCHICHHBIX K IMPOAAXC B AlITCUHBIX OPraHU3alUAX HapAay C
JICKAPCTBCHHBLIMU ITpEIiapaTaMnu

Metoap! 1 criocoObl HHGOPMHUPOBAHUS TIOTPEOUTETEH

@opmarel u  ¢GopMbl  HMHGOPMAIMOHHBIX MEPONPHUATHH Ui METULIMHCKHUX
pabOTHUKOB W HACEICHUS

OCOOEHHOCTH PAa3TUYHBIX IIETIEBBIX TPYIII

OCHOBBI J1€JI0BOTO OOILIEHUS U KYJIbTYpPbI, TPO(ecCHOHATBHOM NCUXOJIOTUH U TUKH
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U ACOHTOJIOINHU

OLleHKa IICUXOTHUIIA HOTp€6I/ITeJISII BO3PACTHBIC U UHBIC 0COOEHHOCTH JTUYHOCTH

OCo0eHHOCTH BOCTIPHUATHS HH(OOPMALIUH JIFOAbMH PA3IHYHBIX HAIIMOHATBHOCTCH U
KoH(beccuit

HApyrue
XaPaAKTCPUCTHUKHU

CobnoieHne  MOPaJIbHO-3TUYECKUX  HOPM, MPUHLUIOB  MEIULIUHCKON W
(dhapManeBTUYECKON IEOHTOIOTHH B paMKax MPOoPeCcCHOHAIBHON AeITeTbHOCTH

3.3.6. TpynoBasi pyHkuus

HaumenoBanue

IIpoucxoxacHue
TPYAOBOH (HYHKIINU

VYnpasienue GUHAHCOBO-3KOHOMUYECKOMH VpoBeHb
JeATEIBLHOCTBIO (DapMaleBTHYECKOM Kox | C/06.7 | (momyposeHs) 7
OpraHu3aluu KB HKALIH

3auMCTBOBAHO
X

Opurunan
13 OpHUTHHAJA

Kon opurunana Peructpaunonusiii Homep
PO eCCHOHANBHOTO CTaHJapTa

Tpynossie
JNEUCTBUSA

Onpez[eneHI/Ie HCTOYHHMKOB I/IH(l)OpMaI_II/II/I JJIA ITIOATOTOBKH 000CHOBAHHOTO 6IOIL)KCT3

@®opmupoBanue  OrO/DKETa 1O  HAmpaBICHWSAM  TEKYIIeH  JesSTeNbHOCTH
(bapMmaleBTHYECKON OpraHu3aluu

[IpencraBnenue Or0KETa HA COTIACOBAHUE M YTBEPIKIACHHE (€CII TpeOyeTcst)

HudbopmupoBanue nucrnoaHutened 00 yrBepkIeHun OroKeTa

KOHTpOJIB HCITOJIHCHHS cTaTei 6I-O,Z[)KeTa 10 HaIIPaBJICHUIO TeKymeﬁ JACATCIIBHOCTHU
JJI ONPEACIICHUA BO3BMOKHOCTU MUHHUMHU3AIUNU U3OCPIKEK

BrisBieHue ciiydyaeB OTKJIOHEHHH OT OOJKETa, BBIACHEHHE NPUYMUH U MPHUHATHE
pemeHni 0 KOpPEKTUPOBKE

[IpencraBnenne nHGOPMALIUK O BHIOTHEHHH OIOKETa B YCTAHOBIIEHHOM IOPSIJIKE
(ecru TpebOyeTcs)

OpFaHI/BaHI/IH NOATOTOBKHU OTYCTHOCTH, CBSI3aHHOM C BBIIIOJIHEHUEM 6IOI[)I(eTa

AHanM3 UCTIOTHEHU Oro/KeTa T Oy IyIIero 010 [KETHOTO TUIAHUPOBAHUS

BrisiBrieHue ciydaeB HELEIEBOrO MCIOJIb30BaHUS OOIKETHBIX CPEJICTB U MPUHATHE
COOTBETCTBYIOIIUX Mep

Heo0Oxoaumsie
YMEHUSA

HpOBO,[[I/ITB (I)I/IHaHCOBBII\/’I aHaJIn3 JCATCIIbHOCTH (I)apMaueBTqucxoﬁ OopraHusanuun

OrneHuBaTh CUTYallMI0O U MPOTHO3UPOBATh €€ Pa3BUTHE, BbIPAOATHIBATh BAPHAHTHI
(UHAHCOBBIX PEIICHUH U OLIEHUBATh PUCKH, CBSI3aHHbBIE C UX peaau3anueit

OnenuBare 3¢ (EeKTUBHOCTh NMPUMEHEHHsS METOJ0B (PMHAHCOBOIO IJIAHWPOBAHUS
IIPU MOATOTOBKE Or0/KeTa (hapMalleBTHUECKON OpraHu3aluu

AHanu3upoBaTh U MPOTHO3UPOBATH  CTPYKTYpy JOXOJAOB H  PacxoJoB
(bapmareBTUIeCKOr OpraHu3aIun

OrneHuBath 000CHOBaHHOCTb (dhopMupoBaHUS CTPYKTYPHI OroKeTa
(bapmareBTUIeCKOr OpraHu3aIun

OcymiecTBiATh  KOHTPOJb  (OPMUPOBaHMS M HUCIOJHEHUS  OloKeTa
(bapmaleBTUYECKOM OpraHu3aluu, IPOBOIUTH CBOEBPEMEHHYIO KOPPEKTUPOBKY

ObecneunBaTh W TNPOBOAWUTH  CHUCTEMATHYECKYIO OLIEHKY 3 (EKTUBHOCTH
MEpONpHUITH 1O O00eCHedyeHHI0 M YIYYIIEHHI0O KadecTBa (DMHAHCOBOTO
IIJIAHUPOBAHUSA

Heo0Oxonnmeie
3HAHUA

OCHOBHBIE HaIIPaBJIEHUS TOCYJAPCTBEHHON COIMAIBHOM M (PMHAHCOBOH MOJIMTHKY B
00JacTH TEKapCTBEHHOTO 00eCTIeUeHUS

WucTurynnoHanbHble HOPMBI B cepe peryiupoBaHus (UHAHCOBO-3KOHOMUYECKOMH
NEeSTENIbHOCTH  (papMalleBTUYECKUX OpraHu3aluii, MOJOXKEHUS HOPMAaTUBHBIX
IIPAaBOBBIX AKTOB, B TOM 4HcI€ B COOTBETCTBUU C CoOrJIalleHWEM O €AMHBIX
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OPUHIUIAX UM [paBWiIaXx OOpalleHUs JIEKapCTBEHHBIX CPEACTB B  PaMKax
EBpa3uiickoro 3K0HOMUYECKOro COr3a

DuHaHCOBBIN MCHCIPKMCHT U CTPATECIHYCCKOC IIJIaHUPOBAHUC

VYnpaBieHueckuif, (UHAHCOBBIN, OyXTalTepCKUl W CTATUCTHYECKHH y4YeT B
(apMalieBTHYECKON OpraHu3aluu

MeTtoap! (MHAHCOBOTO aHAIHM3a

TexHonoruu pazpabOTKu Y4ETHON MOJIUTUKU

CtpykTypa [IOXOJOB UM  pPAcXOJOB aNTeUYHOHW OpraHU3alMH, PE3yIbTaThl
X035IUCTBEHHO-(DMHAHCOBOM EATEIbHOCTU

TpeGoBaHMsI K COCTABJIICHHIO CBOAHOTO OropkeTra W OanaHca (hapMareBTHYECKOM
OpTraHu3aIuu

TpeboBanust k QopmupoBaHuio SOPEKTUBHOW CHCTEMBI CTUMYJIHUPOBAHHS
nepcoHaia

TpC6OBaHI/IH K CHUCTEMC BHYTPCHHCI'O KOHTPOJII MCIIOJIHCHUA GIO,I[)KGTEI n €ro
MOHUTOPHHTA

TexHonoruu KOHTPOJIA UCITOJITHCHUA GI-OI[)KCTH, q)apMaHeBTquCKOﬁ OpraHu3anvun

TpeboBaHusi K BEACHWUIO H TPEACTABICHUIO JIOKyMEHTAlWW (HHAHCOBOMA,
CTaTUCTHUYECKOW M OyXTaiaTepcKol OTYETHOCTH, CTPYKTypa U COCTaB OTUETHOM
JOKYMEHTAlUU

WudopMmarnoHHbie CUCTEMbI U WH()OPMAIIMOHHBIE TEXHOJOTHH, HCIOJIb3yeMbIC B
(dapManeBTHYECKON OpraHu3anuu

Jlpyrue
XapaKTepI/ICTI/IKI/I

IV. CBenenusi 00 opranu3anusix — pa3padoTuynkKax npoQeccuoHAIbHOI0 CTAHAAPTA

4.1. OTBeTcTBEeHHAs1 OPraHU3aAlUA-PA3PAOOTUUK

4.2. HaumeHOoBaHHS OpPraHu3anuii-pa3padoT4yuKoB

OI'bY «BHUM tpyna» Muntpyna Poccun, ropon Mocksa

OB WN -

! O6uepoccniicknit KaccHpUKaTop 3aHATHIL.

2 O6mepoccHiicKuii KITaccHDUKATOP BHIOB YIKOHOMHIECKOMN JCATEIBHOCTH.

® Ipukas Mumsapasa Poccun ot 10 ¢espams 2016 . Ne 831 «O6 yrBepskaennn KpamnpuKammOHHBIX TpeGOBaHMI K
MEIWIMHCKIM ¥ (apMarieBTHYECKUM PAaOOTHHKAM CO CPEJHWM MEIUIHWHCKAM MU (hapMaleBTHYECKUM OOpa30BaHUEM»
(3apeructpupoBan Muntocrom Poccun 9 mapta 2016 ., peructparmonssiii Ne 41337).

* IMpukas Munncrepcrsa 3paBooxpanenns PO ot 8 oxrsopst 2015 1. N 7071 «O6 yrBepxaeHnn KpanudukanuoHHbIx
TpeboBaHMIT K METUIIMHCKUM U (hapMalleBTHYECKUM PA0OTHHKAM C BBICIIMM 00pa30BaHHEM I10 HAIIPABJICHUIO ITOJTOTOBKH
«3npaBooxpaHeHHe U MEAULIMHCKUE HayKm» (3apeructpupoBano Munwoctom Pocenn 23 oktsiopst 2015 r., perucrpaiunoHHbINR

Homep N 39438)

5 [Tpuka3z Munsapasa Poccun ot 29 HosiOpst 2012 1. Ne 9821 «OO0 yTBep)KACHUM YCIOBUH M TOPsAKa BhIJAYM cepTUdHKaTa
CHeuuaaucTa MEAMIMHCKUM M (hapMaleBTHYECKUM paboTHUKaM, (OpPMBI M TEXHMYECKHX TpeOOBaHUH cepTUdHKaTa
cneuuanucta» (3aperucrpupoad Muntoctom Poccum 29 mapra 2013 r., perucrpanuonssiii Ne 27918) ¢ u3meHeHHsIMH,
BHECEHHbIMHU NpuKazamu Munzapasa Poccun ot 31 uronst 2013 r. Ne 515u1 (3apeructpupoan Muntocrom Poccnu 30 aBrycra
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2013 r., perucrpanmonnsiii Ne 29853), ot 23 oxta0pst 2014 r. Ne 658H (3apeructpupoBan Munioctom Poccuu 17 HOs0ps
2014 r., perucrpanuonnsiii Ne 34729) u ot 10 ¢espans 2016 r. Ne 821 (3aperucrpupoBan Munroctom Poccum 11 mapra
2016 r., perucrpaumonusiii Ne 41389), ot 14 ampens 2020 r. Ne 3271 (3apeructpupoBaH MuHioctom Poccum 15 ampens
2020 r., peructparonsbiii Ne 58101).

6 [Tynkr 2 Crarbu 69 ®enepanproro 3akoHa ot 21 HosOpst 2011 1. Ne 323-D3 «O06 ocHOBaxX OXpaHbl 3710pOBbs TPAXK/IAH B
Poccutiickoit ®eneparnuny» (Codpanue 3akoHoAaTenbeTBa Poccuiickoit denepanun, 2011, Ne 48, ct. 6724; 2016, Ne 1, cT. 9).

" Cratpsa 351.1 Tpynosoro koxaekca Poccuiickoit @eneparun, (Cobpanne 3akoHOmaTenbcTBa Poccmiickoit deneparmm, 2002,
Ne 1, ct. 3; 2015, Ne 29, crt. 4363 ).

® Crates 69 ®enepanbroro 3akona ot 21 Hosops 2011 1. Ne 323-D3 (pemaxumst ot 31 mromst 2020 1.) «O6 OCHOBaX OXPaHEI
3mopoBbst Tpaxkman B Poccuiickort ®eneparmmmy», (Cobpanue 3akoHomaTtenbcTBa Poccmiickort ®eneparm, 2011, Ne 48,
CT. 6724; 2016, Ne 1, ct. 9).

® [ynkr M) cratbu 5 [ocranosnenns IpaButenscrsa Poccmiickoit dexepammn ot 22 nexabps 2011 roga N 1081 "O
JIMLIEH3UPOBAaHNH (papMalleBTHUECKOH AeSTeTbHOCTH"

10 [Tpuka3z MunucTepcTBa cenbckoro xo3sicrsa PO or 29 urons 2021 1. Ne 423 «O6 yrBepxaenuu [IpaBuit u3rotosieHus 1
OTITyCKa JIEKapCTBEHHBIX MPENapaToB s BETEPUHAPHOIO IPUMEHEHHUS BETePUHAPHBIMU allTE€YHBIMU OPTaHU3aAIISIMH,
WHIVBHIYAIbHBIMH TIPEIIPUHUMATEISIME, IMEIOIIUMH JIMIICH3UIO Ha (hapMaleBTHUECKYIO AESTEIBHOCTHY

! E numprit KBaTM(UKAIMOHHBII CIIPAaBOYHUK JIOJDKHOCTEH PYyKOBOAUTENEH, CHEMAIMCTOB U CIY)KAIIUX.

12 O6wepoccuiicknii kiaccnpurarop npodeccuii paGoUrX, JOMKHOCTEH CIyKAIHX 1 TAPUPHBIX PA3PSIOB.

B3 Oobmepoccuiickuii kiraccu(puKaTop CIeaIbHOCTEH IO 00pa30BaHUIO.

1 IIpuka3z MunsnpaBa Poccum ot 14 smuBaps 2019T1. Ned4n «OO0 yTBepKICHUW TOpSAKA HAa3HAYCHHS JIEKapCTBEHHBIX
npenaparos, GopM pelenTypHBIX OJAaHKOB Ha JIGKAPCTBEHHBIE IpEmapaThl, NOpsaKa o(GOpMIICHHS yKa3aHHBIX OJAaHKOB, X
ydera U XpaHeHHs» (3apeructpupoBad MuntoctoM Poccum 26 mapta 2019 1., peructpannonuasid Ne 54173), ¢ m3MeHEHUAMH,
BHECCHHBIMH TprKa3oM Mun3npasa Poccun ot 11 mexabps 2019 Ne 10221 (3apeructpupoBan MuntoctoM Pocecnn 28 ssHBaps
2020 r., peructparnmonubiii Ne 57292).

' Ipukas Mumnsgpascoupassutus Poccun ot 12 ¢espans 2007 r. Ne 110 «O mopsake Ha3HAUCHHS M BBITHCHIBAHHS
JICKapCTBEHHBIX NPENapaToB, U3ACINI MeAUIIMHCKOTO Ha3HAYCHUS U CIICIHATU3UPOBAHHBIX NPOIYKTOB JI€4eOHOr0 MUTAHMUS»
(3apeructpupoBan Muntoctom Poccun 27 ampens 2007 r., peructpaunoHHbIA Ne 9364) ¢ u3MEHEHUSIMH BHECEHHBIMHU
npukazoM Munsapagcoipa3putus Poccun ot 27 aBrycra 2007 . Ne 560 (3apeructpupoan Muntoctom Poccuu 14 ceHTsnOps
2007 r., peructpaunonsbiii Ne 10133), or 25 cenrsopst 2009 r. Ne 794n (3apeructpupoBan MuHioctom Poccun 25 HOs0ps
2009 r., peructpanmonsstii Ne 15317), ot 20 saBaps 2011 1. Ne 131 (3apeructpupoBad Muntoctom Poccun 15 mapra 2011 .,
peructparmmonsbii Ne 20103), ot 1 aBrycta 2012 1. Ne 54n (3apeructpupoBan Munroctom Poccum 15 aBrycra 2012 r.,
peructparmonHbii Ne 25190) u ot 26 ¢eppans 2013 r. Ne 94H (3apeructpupoBad Muntoctom Poccum 25 wmrons 2013 r.,
peructparonnsiii Ne 28881).

1 Mocranosinenne [IpasurensctBa PO ot 16 mas 2020 r. Ne 697 «O0 yrBepxnaenun IIpaBui BeIIaYU pa3pelieHUs Ha
OCYIIECTBJICHHE PO3HUYHOI TOProBIM JIEKAPCTBEHHBIMHU IIpENapaTaMM Ul MEAMIIMHCKOTO NPHMEHEHHS IUCTAaHIMOHHBIM
croco0oM, OCYIIeCTBICHHUS TaKOW TOPTOBIM M JOCTABKHM yKa3aHHBIX JIGKAPCTBEHHBIX MPEMapaToB Ipa’kAaHaM M BHECEHUH
U3MEHEHUN B HeKoTophle akThl IIpaBurenscTBa Pocculickoit @enepanuu 1o BOIPOCY POZHUYHONW TOPrOBIIM JIEKAPCTBEHHBIMU
IpernapaTamMy JJIsi MEIUIIMHCKOTO MPUMEHEHHS JUCTAaHIIMOHHBIM CIIOCOOOMY.

" Denepanbubiii 3akon or 12 ampems 2010T. Ne61-®3 «O6 ofpameHud JeKapcTBEHHBIX cpenctBy (CobpaHie
3akoHOogareabcTBa Poccuiickoit ®eneparuu, 2010, Ne 16, ct. 1815; Ne 42, cr. 5293; 2011, Ne 50, ct. 7351; 2012, Ne 26,
cT. 3446; 2013, Ne 48, cr. 6165; 2014, Ne 52, cr. 7540; 2015, Ne 29, cr. 4367; 2017, Ne 31, ct. 4791; 2018, Ne 1, ct. 9; Ne 49,
ct. 7521; 2019, Ne 23, cr.2917; Ne 31, crt.4456; Ne52, cr. 7780, 7793; 2020, Ne 13, cr. 1856; Ne 14, ct. 2035; Ne 29,
cT. 4516).

'8 TMocranoBnenue [MpaBurensctBa P® ot 16 mas 2020 . Ne 697 "O06 yrBepxaenun [1paBui BbI1aun pa3peiieHns Ha
OCYIIECTBJICHHE POSHUYHON TOPTOBIIH JIEKAPCTBEHHBIMY NPEIapaTaMy JUIsl MEJUIMHCKOTO MPUMEHEHHUS TUCTaHIIMOHHBIM
CrocoOoM, OCYIIECTBIICHUS TaKOH TOPTOBIIH M JOCTaBKU YKa3aHHBIX JIEKAPCTBEHHBIX NIPENapaToB IpaXklaHaM 1 BHECCHUHU
HU3MEHEHUH B HEKOTOpPbIE akThl [IpaBuTenscTBa Poccuiickoilt denepanuu 1o BONPOCY PO3HUUHOM TOProOBIIU JIEKAPCTBEHHBIMU
IpernapaTamMy Il MEIUIIMHCKOTO MPUMEHEHHS AUCTAaHIIMOHHBIM CIOCO00M"

' ITpukas Munsapasa Poccun ot 31 aBrycra 2016 r. Ne 6471 «O6 yrBepxaeHun [IpaBin HalexKaei anTedHol IpaKTHKN
JIEKApCTBEHHBIX TPETapaToB I MEAWIHWHCKOTO NMPUMEHEHHUs» (3apeructpupoBaH Munioctom Poccum 9 suBaps 2017 r.,
peructparonnsiii Ne 45113).

 Tlpukas Mumnsgpascoupassutus Poccum or 23 asrycra 2010T. Ne706H «O6 yrBepskmenmn IlpaBumi XpaHeHHs
JICKapCTBEHHBIX CpeAcTB» (3aperucTpupoBaH MuntoctoM Poccum 4 oxtsabps 2010 r., peructpauuonnsiii Ne 18608), c
W3MEHEHHsMH, BHECCHHBIMH NpHKa3oM Munzapasconpassutus Poccun ot 28 mexabps 2010 r. Ne 1221n (3apeructpupoBaH
Munroctom Pocenn 4 pespans 2011 r., perucrpaunonssiii Ne 19703).

2! Mpuxas Munsgpasa Poccun ot 13 Hos6ps 1996 T. Ne 377 «OG yrBepyaeHun WHCTPYKIMH [0 OPraHH3ALUH XPAHCHHS B
ANTEYHBIX YUYPEXKICHUSAX Ppa3IM4YHBIX TPYNI JICKAPCTBEHHBIX CPEICTB W  M3ACIUH MEAUIMHCKOTO Ha3HAYCHMS
(3apeructpupoBan Munroctom Poccun 22 Hos0ps 1996 r., peructpaumonnsiii Ne 1202), ¢ HW3MEHEHHAMH, BHECCHHBIMHU
npukazoM Munzapascorpa3BuTus PO ot 23.08.2010 Ne 7061 «O06 yTBepxkaenuu [IpaBun XxpaHeHHS JIEKapCTBEHHBIX CPEACTBY
(3apeructpuposan MusntoctoMm Poccun 04 oktsi6ps 2010 r., peructpannonssiii Ne 18608).

“2 Tlpuka3s MumsmpaBa Poccun ot 14 smBaps 2019r. Nedn «OG yTBEpXKICHHH MOPSIKA HA3HAYCHHS JICKAPCTBEHHBIX
Ipenaparos, GopM peLenTypHbIX OJAHKOB Ha JIEKAPCTBEHHBIC IpENapaThl, NOpsaka O(GOPMIICHHS yKa3aHHBIX ONaHKOB, HMX
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ydeTa U XpaHeHus» (3apeructpupoBad MunwoctoM Poccuu 26 mapta 2019 r., peructpanuonusiii Ne 54173), ¢ u3MeHEHUAMH,
BHECEHHBIMU NpuKka3zoM Munszapasa Poccuu ot 11 nexabps 2019 Ne 10221 (3apeructpupoBan MuntoctoM Poccun 28 stHBapst
2020 r., peructpanuonubiii Ne 57292).

3 ITynxr 3 Crateu 56 ®depepansHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 «O6 oOpaieHUN J€KapCTBEHHBIX CPEICTBY
(Cobpanme 3akoHOAaTenbeTBa Poccmiickoit @enepanuu, 2010, No 16, ct. 1815; Ne 42, cr. 5293; 2011, Ne 50, ct. 7351; 2012,
Ne 26, c1. 3446; 2013, Ne 48, ct. 6165; 2014, No 52, cr. 7540; 2015, Ne 29, cr. 4367; 2017, Ne 31, cr. 4791; 2018, Ne 1, crt. 9;
Ne 49, cr. 7521; 2019, Ne 23, c1. 2917; Ne 31, cr. 4456; Ne 52, ct. 7780, 7793; 2020, Ne 13, ct. 1856; Ne 14, ct. 2035; Ne 29,
cr. 4516).

% Ipukas M3 P® ot 12 HosOpst 2020 r. Ne 12181 «O6 yTBEpI /ICHHH MOPSIKA H3TOTOBICHHS Pagno(hapMaIeBTHUECKIX
JIEKapCTBEHHBIX MIPENAapaTOB HETIOCPEACTBEHHO B MEAUIIMHCKUAX OPTaHU3ALIIX)

% CaulIuH 2.6.1.2523-09 HopMb! paHaioHHON 6€30MacHOCTH

% OdC.1.11.0001.15 PagropapMareBTHIECKHE JIeKAPCTBEHHBIE TPEIapaThl

2’TOCT P 57298-2016 PannodapmaneBTryeckue gekapcTBeHHbIE npenaparbl. O01ue TpeOoBaHus K OpraHu3aiu
M3TOTOBIICHHS painodapManeBTHIECKUX TIPEnapaToB B MEAUIIMHCKIX OpraHU3alusIX

%8 K JpyruM TOBapaM anTedHOro aCCOPTHMEHTA OTHOCSTCS MEIMIIMHCKHE H3CITHs, Ae3HH(UIUPYIOIIIE CPEICTRA, PEIMETHI
U Cpe/CTBa JIMUHOM I'MIMEHBl, ocy ia I MEAULIMHCKUX 1IeJIe; MpeMeThl U CPeICTBA, TpeIHa3HAYCHHBIE I YXO/a 3a
0O0JIbHBIMH, HOBOPOXK/ICHHBIMH U IETBMH, HE JOCTUTLIIMMH BO3pPAcTa TPeX JIET; OUKOBAasl ONTHKA U CPEJICTBA yX0/1a 3a Heil,
MUHEpaJIbHBIE BOJIBI, IPOIYKTHI JIEU€OHOT0, AETCKOTO U TUETUYECKOTO ITUTaHUs, OMOJIOrMYeCKH aKTUBHBIC T00aBKHY,
napproMepHbIe 1 KOCMETHYECKUE CPEICTBA; MEAUIIMHCKNE W CAHUTAPHO-TIPOCBETHTENbHbIC IEUaTHBIE N3IAHUS,
MpeJHa3HaYeHHBIE IJIS IIPOTIATaHIbl 30pOBOro 00pasa xu3Hd - PexepanbHblil 3akoH oT 12 ampens 2010 r. N 61-03 "O6
oOpamerny tlekapcTBeHHBIX cpencTs” (CoOpanne 3akoHOHaTenbeTBa Poccuiickoit denepanuu, 2010, N 16, cr.1815, N 31,
c1.4161, N 42, ¢1.5293, N 49, c1.6409; 2011, N 50, c1.7351; 2012, N 26, c1.3446, N 53, c1.7587; 2013, N 27, c1.3477, N 48,
c1.6165; 2014, N 11, c1.1098, N 43, c1.5797, N 52, ¢1.7540; 2015, N 10, c1.1404, N 27, c1.3951, N 29, c1.4359, 4367, 4388;
N 43, c¢1.5797; N 51, ¢1.7245; 2016, N 1, c1.9, N 23, ¢1.3287, N 27, c1.4194, 4238, 4283).

2 [Tpuka3 MunuctepctBa 3apaBooxpanenus PO or 11 uronst 2017 r. Ne 4031 “O0 yTBepKAeHHH NPaBHUII OTITyCKa
JIEKapCTBEHHBIX MPENapaToB AJIsl MEAUIIMHCKOTO TPUMEHEHHS, B TOM YUCIIE UMMYHOOHOJIOTHUECKHX JEKapCTBEHHBIX
IIperapaToB, alTeYHbIMU OPTaHU3AIMSIMY, UHIUBUYaIbHBIMH IIPEAIPUHIMATEIIIMHU, UMEIOIIUMH JTUIEH3UIO Ha
(hapMaIeBTUICCKYIO ICATCILHOCTD

% [Tpuka3 MunuctepctBa 3apaBooxpanenust PO ot 14 suBapst 2019 r. N 41 "O0 yTBepKIeHUH HOPSIKA HA3HAYCHHSI
JIEKapCTBEHHBIX IIPENaparoB, GOpM pelenTypHbIX OJaHKOB Ha JEKapCTBEHHBIC ITpenaparsl, opsAaKka ohOpMIICHUS YKa3aHHBIX
OJIaHKOB, MIX y4eTa ¥ XpaHeHUs"

3 IIynkr 7 Crateu 55 @enepanpHoro 3akoHa oT 12.04.2010 N 61-®3 "O6 obpaiieHnn JIeKapCTBEHHBIX CPEICTB"

%2 Crates 53 ®enepanbHoro 3akona ot 12 anpems 2010 r. Ne 61-®3 «O6 oGparieHnn 1eKkapcTBeHHbIX cpeacTy (Cobpanue
3akoHOJarenbcTBa Poccmiickoit @eneparum, 2010, Ne 16, ct. 1815; Ne 42, cr. 5293; 2011, Ne 50, ct. 7351; 2012, Ne 26,
ct. 3446; 2013, Ne 48, c1. 6165; 2014, Ne 52, ct. 7540; 2015, Ne 29, cr. 4367; 2017, Ne 31, cr. 4791; 2018, Ne 1, cr. 9; Ne 49,
cr. 7521; 2019, Ne 23, ct.2917; Ne 31, ct.4456; Ne 52, cr. 7780, 7793; 2020, Ne 13, ct. 1856; Ne 14, ct. 2035; Ne 29,
ct. 4516).

8 ®enepanpHbIii 3akoH 0T 31 stHBaps 2016 r. N 5-03 "O patudukanun CornameHus 0 eJUHBIX TPUHIAIAX U TPaBUIIaX
oOpalneHus JIeKapCTBEHHbIX CPECTB B paMKax EBpasuiickoro skoHoMuueckoro coro3a" (CoOpaHue 3aKOHOAATENbCTBA
Poccutickoit @eneparym, 2016, N 5, ct. 557)

% pemenne Cosera EBpaswmiickoit s5koHOMHUUecKoi komuccuu oT 3 Hosiopst 2016 . N 80 "O6 yreepkaernu IIpasun
HaJIeXAaIel AUCTPUOBIOTOPCKOM MPAKTUKU B paMKax EBpa3niicKoro 3KOHOMHUYECKOTo coto3a" (0myOInKoBaHO Ha
odunmansHOM caiite EBpasuiickoro skoHOMHYECKOro coto3a http://www.eaeunion.org 21 Hos6ps 2016 1.)

% Mdenepanbublii 3akon o1 31 sEBapst 2016 1. N 5-03 "O parudukamun COrmamenns o eMHbIX TPHHIKTAX K MPaBHIax
oOparieHus JeKapCTBEHHBIX CPEJICTB B paMKax EBpazuiickoro skoHomudeckoro corosa’ (Codpanue 3aKkOHOIATEILCTBA
Poccwuiickoit ®eneparuu, 2016, N 5, ct. 557)

% pemenne Cosera EBpasuiickoit sxoHOMHIueckoit komuccnu ot 3 HostOpst 2016 . N 80 "O6 yrBepsknenun [Ipasun
HaJyIeXalei JUCTpUOBIOTOPCKON NMPaKTHKU B paMKaxX EBpa3uiickoro SKOHOMHYECKOro coro3a’ (OIryOIMKOBaHO Ha
odunmansHOM calite EBpasuiickoro skoHoMH4eckoro coros3a http://www.eaeunion.org 21 nHostopst 2016 r.)

s Denepanbhblii 3akoH oT 31 sHBaps 2016 r. N 5-3 "O parudukanun Cornamenns o eJUHBIX TPUHIUIIAX U IPaBUIaX
oOpalneHus JIeKapCTBEHHbIX CPEJCTB B paMKax EBpasuiickoro skonomuueckoro coroza" (CoOpaHue 3aKOHOIaTENbCTBA
Poccwuiickoit @eneparuu, 2016, N 5, ct. 557)

% pemenne Cosera EBpasuiickoii 5KOHOMIYECKOil Komucenn ot 3 Hosiopst 2016 . N 80 "O6 yreepyxaennn [Ipasut
HaJIekKAaIIeH JUCTPUOBIOTOPCKOM MPAKTUKH B paMKax EBpa3uiickoro SKOHOMHUYIECKOTO coro3a" (0Imy0JIMKOBaHO HA
odrmmansHOM caiite EBpasuiickoro sKoHOMHYIECKOT0 cofo3a http://www.eaeunion.org 21 Hos6ps 2016 1.)



