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. O0me cBeaeHUs

Benenue papmarieBTHUECKON JACATEIBHOCTH B chepe oOpaleHusl JeKapCTBEHHBIX
CpPENCTB

(HanMeHOBaHME BUA MPOGECCHOHATBHOM AesTeIbHOCTH) Kon
OcHoBHas 11e7b BUJ1a TPO(PECCHOHATTEHON e TETHPHOCTH:
VY noBneTBopeHne MOTPeOHOCTEN TOTpeOUTENCH B KaUeCTBEHHBIX 0€30MacHBIX U A((HEKTUBHBIX
JIEKapPCTBEHHBIX CPEICTBAX, MEIUIIMHCKUX U3ICTUSIX U TOBApaX, pa3pelieHHbIX IS peann3aii U/ uiu
oTmycka apMarieBTUIeCKOl opranu3aluei, ¢ ooecrnedeHueM coOI0IeHNs 00s3aTeIbHBIX TpeOOBaHUH

Ha BCCX OTallax 06paI_I_ICHI/IH YKa3aHHbIX KaTCI“OpI/Iﬁ TOBApoOB

I'pynna 3anaTwii:

1420 PykoBoautenu (ynpasisiomue) B 2262 IIpoBusopsl
PO3HHYHOM M OIITOBOM TOPTOBIIE
13213 - DapMareBThl - -
(xon OK31) (HauMeHOBaHHME) (xon OK3) (HauMeHOBaHHME)

OrHeceHue K BUaaM 9KOHOMUYECKOM ACATCIIBHOCTHU !

' 46.46 " ToproBus onToBast hapMaLeBTUIECKOI POAYKIUCH
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47.73 Toproeisi po3HUYHAS JIEKAPCTBEHHBIMU CPEACTBAMH B CIICIIUATTU3UPOBAHHBIX Mara3nHax
(arrekax)

47.74 Toproisi po3HUYHAS U3ACIUSIMH, IPUMEHIEMBIMH B MEAUITUHCKHX IEIAX,
OPTOTETINICCKUMH H3ACITUSIMHU B CIICIIHATM3UPOBAHHBIX Mara3nHax

86.90 JesTenbHOCTh B 00JIaCTH MEAUITUHBI IPOYast

(kox OKBDJI?) (HaMeHOBaHWE BUJa SKOHOMHYECKOHN EeATEIHHOCTH)
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1. Onncanue TPyAOBBIX PYHKIMIA, BXOASAIIUX B PO¢ecCHOHANBbHBIN CTAHAAPT (PYHKINOHAJBHAS KAPTA BUAA
npodeccuoHaIbLHOM 1eATEJIHbHOCTH)

O060011eHHbIE TPYAOBBIE (PYHKIUU TpynoBbie pyHKIIUN
YpPOBEHb
KOJ{ HaVMEHOBAaHUE YPOBEHh HaVMEHOBAHHE KOJ (mogypoBeHb)
KBaTU (DUKAITIH
KBaTH(UKALTII
A | Po3HuyHasi TOprosiist 6 Po3nuuHast TOProBiis J€KapCTBEHHBIMU ITpenapaTaMu 1 A/01.6 6
JIEKapCTBEHHBIMU TIpeTiapaTaMu 1 TOBapaMH aNTEYHOT'O0 ACCOPTUMEHTA
MIPOYHMMH TOBAPAMH alTEYHOTO OdopmiteHne TOKYMEHTALUH 110 YUETy peaTn3ainun AJ02.6 6
acCcOpTHMEHTa JIEKapCTBEHHBIX MPENapaToB
[TpueMo4YHBIH KOHTPOJIb B (papMaIrieBTHIECKOM A/03.6 6
OpraHu3aIiu
XpaHeHHe JEKapCTBEHHBIX CPEJCTB U TOBAPOB A/04.6 6
anTEYHOT0 aCCOPTUMEHTA B (PapManeBTUIeCKUX
OpraHU3anusIX
Po3HuuHas TOproBis JIeKapCTBEHHBIMHE MIpeTapaTaMu AJ05.6 6
JUIsl BETEPUHAPHOT'O IPHUMEHEHUS
KoHcynbTupoBaHue mpu peann3annuu 0e3penenTypHbIX AJ06.6 6
IpenapaToB U METUIMHCKUX M3AETHN
KoHcynbTupoBanue mpu peann3anny Wik OTITyCKe AJ07.6 6
JIEKapCTBEHHBIX MPENapaToB MO PeLEenTy MEeIUIIMHCKOTO
paboTHHKA
[TpenocTaBnenue JOMOJHUTENBHON HHPOPMAIUK 00 A/08.6 6
0COOEHHOCTSIX MPUMEHEHHS TIperapara 1o 3ampocy
noTpeduTens
KoncynbTupoBanmne MeIUIIMHCKUX CIIEIUAIHACTOB IO AJ09.6 6
JIEKapCTBEHHBIM IperaparaM U MpoYrM TOBapam
anTEeYHOTO aCCOPTUMEHTA
CopelicTBrE TPOBECHUIO MEPOTIPHUATHH TI0 A/10.6 6
(bopMHPOBaHHUIO 3J0POBOT0 00pa3a KU3HU
B | OnroBas Toprosis 6 Pabota ¢ HHCTUTYIIMOHATBHBIMU OTPEOUTEISIMU 110 B/01.6 6
JIEKapCTBEHHBIMH CPEJCTBAMU npuemMy U 00paboTKe 3as1BOK Ha JIEKAPCTBEHHBIE
cpencTBa
ITocraBka JIeKapCTBEHHBIX CPECTB B/02.6 6

HHCTUTYIIMOHAJIbHBIM HOTpe6I/ITeJ'I$IM
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PaGoTa ¢ TOBApPHBIMU 3al1aCaMM JICKAPCTBECHHBIX CPCIACTB
H IIPOYUX TOBAPOB AIITCUHOI'O ACCOPTUMCHTA

B/03.6

BHeceHre TaHHBIX B CHCTEMY MOHUTOPUHTA JIBKCHHSI
JICKApPCTBCHHLIX NPCIapaToB AJIA MCAUITUHCKOT'O
npumenenus (nanee — MJJIIT)

B/04.6

N3roroBieHue JIeKapCTBEHHBIX
IIPENapaToB B YCIOBUAX alITEYHBIX
OpraHM3alui U BETEpUHAPHBIX
anTe4YHbIX OpraHU3aLMI

N3rorosieHue JIEKapCTBEHHBIX IIPENApATOB 10
VMHIVBHUAYAJIbHBIM Ha3HAYEHUSAM MEAUIIMHCKUX
pabOTHUKOB ¥ (MJIH) CHICIIHAIMCTOB B 00JIACTH
BETEpUHAPUU U TPEOOBAHUAM MEIUIIMHCKUX
OpraHu3anui U BETEPUHAPHBIX OpraHU3alun

C/01.6

OdopmieHne n3roToBICHHOTO JIEKapCTBEHHOTO
nperapara

C/02.6

UzroroBnenue paanohapmMaieBTUIECKUX
JIEKApCTBEHHBIX MIPEMapaToOB HEMOCPEICTBEHHO B
MEAUIIMHCKUX OpraHU3aIusIxX

C/03.6

KOHTpOJH) KaduCCTBa JICKAPCTBCHHBIX
Cpe€acCTB, U3TOTOBJICHHLIX B
AIITCUHBIX OpraHu3anuiax

OOecnieueHne  MpeAyNpPEUTEIbHBIX  MEPONPHUSITHUH,
HANpaBJICHHBIX Ha W3TOTOBJICHHE KaYeCTBEHHBIX W
0e30IacHbIX JICKAPCTBEHHBIX MPEIapaToB

D/01.7

MOHI/ITOpI/IHF CUCTEM obecneueHust KadueCTBa
JICKAPCTBCHHBIX CPCACTB B AlITCUHBIX OPraHU3aAlUAX

D/02.7

IIpoBeneHre BHYTPHUANITEYHOTO KOHTPOJIS Ka4eCTBa
JIEKapCTBEHHBIX MPENapaToB, U3TOTABINBAEMBIX B
AIITCYHBIX OpraHu3aluniax, u (bapMaHeBTI/I‘ICCKI/IX
cyOcTaHImit

D/03.7

Opranu3zanus u pyKOBOJICTBO
(hapmaleBTUUECKOH 1eATeIbHOCTHIO
(hapMaIreBTHUECKOM OpraHu3aIuu

[TnanupoBaHue AESITEIBHOCTH (DapMaleBTHUECKOM
Opra”u3aluu

E/01.7

Opraau3anus pecypcHOTo o0ecredeHus
(dbapmaleBTUUECKOI OpraHu3anuu

E/02.7

Opraau3zanus padoTsl IepcoHasna GpapmMareBTHIeCKOI
OpTraHu3aIuu

E/03.7

VYrpasieHnue cucteMoi kauecTBa (hapmMarieBTHIeCKOn
OpraHu3aluu

E/04.7

Opraau3zanust ”HPOPMAITMOHHON ¥ KOHCYIbTAIMOHHOM
MTOMOIIY HACETICHUIO M METUITUHCKUM paOOTHHUKAM

E/05.7

VYrpasnenue GpUHAHCOBO-DKOHOMUYECKOM

E/06.7
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JIEATEeILHOCTBIO (PapMaleBTHYECKOW OpraHu3aIluu
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I11. XapakTepucTuka 00001eHHBIX TPYAOBBIX (PYyHKIUIA

3.1. O0o01menHas TpyaoBasi pyHKumus

Po3HnuHas TOprowis 1€KapCTBEHHBIMU
YpoBeHb
Haumenosanue | mpenaparaMu U IPOYUMHU TOBApaMU Koz A 6
KB HUKAIAN

AIlITCYHOI'O aCCOPTUMCHTA

[Ipoucxoxnenue
N 3anMCTBOBAHO U3
0000111eHHOM Opurunan X
o OpHTHHANA
TPYAOBOH (QyHKINN
Kon Peructpaunonusiii Homep
OpHTHHAJA po(heCCHOHAIBHOIO CTaHAAPTA

Bo3moxuble dapmanest
HanMCHOBAaHU HpOBI/ISOp
JOJKHOCTEH, [IpoBu3op-TexHoaor
npodeccuit [IpoBu30Op-aHATUTUK

TpebGoBanus
00pa3oBaHMIO U
00y4YeHUIO

Cpennee mpodeccnoHaibHOE 00pa30BaHUE — MIPOTPAMMBI IIOATOTOBKHU
CIICLMATICTOB CPEIHEr0 3BEHA 10 CHelnanbHoCTH «DapMars»”

1501051

Beiciee 06pa3soBaHne — CICHHATHTET [0 CIeHHanbHOCTH «Dapmaris»”

TpeboBanus K OnbITY
MIPaKTUYECKOU
paboThI

Oco06ble ycrnoBus
Jorycka K pabote

Hanuune cepTuduKaTa CIIEHUANNCTa HIIM CBUCTEIbCTBA 00 aKKPEAUTAIIHH
crieruancTa

OTCyTCTBHE OrpaHMYEHHMI Ha 3aHATHS NPO(ECCHOHAIBLHOM IEATENLHOCTBIO
J51st paOOTHUKOB BETEPUHAPHBIX alTEYHBIX OPTaHU3AIHNA ¢ BETEPHHAPHBIM
o0pa3oBaHUEM — MIpe/IBApUTEIbHOE 00yUEHHE MTPHU OCYIIECTBICHUU
(bapMarieBTHIeCKOi 1eATeTbHOCTH

[TpoxoxxaeHne 00s3aTeNbHBIX MPeIBAPUTENbHBIX (ITPHU MOCTYIIJICHUH Ha padoTy)
¥ TIEPHOIMUECKIX MEMIHHCKIX OCMOTPOB (06CIIeI0BaHMIT)’

Jlpyrue

XapPaKTCPUCTHKHU

JononHurensHoe npodeccuoHaibHoe 00pa30BaHUE — MPOTrPAMMBbI OBBIIIEHUS
KBaJTM(HUKAIIMY HE PEKE OAHOTO pa3a B IIATH JIET B TEYCHUE BCEU TPYIOBOH

eI TENBHOCTH

Peanmzanuto, OTIycK JIEKapCTBEHHBIX MPENapaToB M TOBAPOB alTEYHOTO
ACCOPTHUMEHTa B 000COOICHHBIX MOAPA3CICHUSIX METUIIMHCKUX OpraHU3aIiii
MOTYT OCYLIECTBIIATH JIHIIa, 00JaAar0lIKe TPaBOM Ha OCYIIECTBICHHE
MEAUIIMHCKON JeSITeNbHOCTU U TTONYYUBIIHE JOTIOTHUTEIHFHOE
npodecCHoHAIbHOE 00pa3oBaHUe B 00JIACTH POSHUYHOU TOPTOBIH
JIEKapCTBEHHBIMU TIpenapaTaMu, Py YCIOBUH UX padOTHI B 000COOIEHHBIX
nojapasaeneHusx (aMmOynaTopusix, GeapaepCcKux U (PesbamepeKo-aKymepCeKux
MyHKTaX, IeHTpax (OTAeNeHUsX) 001el BpaueOHON (CeMeWHO) MPaKTUKH)
MEIUIIUTHCKIX OPTaHU3AIHiA, IMEIOIINX JINIIEH3UIO Ha OCYIIECTBIICHHE
(dhapMaIneBTUYECKON IEATEIHHOCTH B PACTIOJIOKEHHBIX B CETbCKUX HACETICHHBIX
TyHKTAaX, B KOTOPHIX OTCYTCTBYIOT allTeuHbIe OPraHU3aLHI

JlanHy10 00001ICHHYIO TPYOBYIO (DYHKIIMIO MOKET BBIMOIHATh 3aBEAYIOIINN
(mIMpeKTOop, HaYaJbHUK) allTeYHON OpraHU3aIUN

JlomoHUTEIbHBIE XapaKTEPUCTUKH




H HaumenoBanue 6a30B0ii rpynisl, JOJKHOCTH
aMEHOBaHUE JOKYMEHTA Kon
(mpodeccun) nau CHeUaTbHOCTH
OK3 2262 ITpoBu3opsI
3213 dapmareBThI
EKC" - IIpoBuzop
- dapmaneBT
OKIIATP" 25850 [TpoBu3zop
25856 [TpoBU30p-TEXHOIOT
27309 dapmareBT
OKCO™ 3.33.02.01 | dapmarus
3.33.05.01 | ®dapmarus
3.1.1. TpynoBas ¢pyHKus
Po3unynas Toproiis YposeHb
HaumeHoBaHue JICKapCTBCHHBIMHU IIpeIiapaTaMu U Kon A/01.6 (orypoBeHb) 6
TOBapaMy alTEeYHOTO aCCOPTHUMEHTA KBATH(UKALIH
oo ol Oy X | e

Kox opurunana Perucrtpanuonssiii Homep
po¢eCCHOHATHLHOTO

cTaHaapra

TpynoBeie nencTBUs

dapMarieBTHYCCKass KCIEPTH3a PEIENTOB Ha JIGKAPCTBEHHBIC Nperaparbl U
TpeGOBaHMIT~ MEAHIIMHCKIX OPraHU3aIMil Ha TIPEAMET COOTBETCTBHS [IPABIIAM
Ha3HAa4YeHMs] JIEKAapCTBEHHBIX IMpenapaToB M OQOPMIIEHHUS PELENnTOB U
TpeOoBaHU

KoHTposb BHeNIHEero Bujia OTHYCKA€MbIX JIEKAPCTBEHHBIX MPENapaToB U OLEHKa
COOTBETCTBUS JO3UPOBKH, JIEKApCTBEHHOH (hOpMBI BO3pacTy, Becy MalMeHTa, a
TaKK€ BO3MOXKHOTO B3aMMOJCHCTBUSI U COBMECTUMOCTH JIEKAPCTBEHHBIX
npenapaToB

OnpeneneHnue 1eHbl TOBapa, KalbKylslus (TaKCUPOBKA) CTOMMOCTH
JIEKapCTBEHHOI'O  IIpernapaTa, M3TOTOBJIEHHOIO B YCJIOBHAX  alTE4YHOHN
OpraHM3alii, TAKCUPOBKA PELENTOB U TpeOOBAaHUI METUIIMHCKUX OpraHu3alnui

Brimaga kaccoBoro ueka u MPOU3BCACHUC pACUYCTOB 3a HpI/IO6peTeHHL1ﬁ TOBAp

Hpo;:[ama JICKAPCTBCHHBIX IMPLCIIAPATOB U TOBAPOB aAlITCHHOI'O ACCOPTUMCHTA

OTHyCK JICKAPCTBCHHEBIX IIPCIIapaToOB M TOBAPOB alITCYHOIO aCCOPTHUMCHTA B
noapa3aciICHUA MCOUIUHCKUX Opr aHI/ISaI_II/Iﬁ

[Tpuiem u cOopka 3aka30B OT MOTpedUTENeH Ha MPUOOPETEHNE JIEKapCTBEHHOTO
Tpenapara ¢ J0CTaBKON

ObecrnieueHne HaIM4KMe aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCIIE
MUHUMAJIBHOTO, /17151 YOBJIETBOPEHNUS CIIPOCA HACETIECHUS

PeFI/ICTpaHI/IZ HaMEHOBaHUM OTCYTCTBYIOIIIMX JICKAPCTBCHHBIX ITPEIIapaToB HaA
OCHOBAaHHHU HCYINOBJIICTBOPCHHOI'O CIIPOCA HOTpG6HTCJ'ICfI

17
[lepenaya gaHHBIX B CHCTEMY MOHUTOpPUHIA ~ JIBHJKEHHUS JIEKAPCTBEHHBIX
IIpernapaToB

Heo0Oxoaumsie
YMEHUS

[IpoBepsaTh NpaBUIBHOCTH BbIOOpa GopMbI O1aHKa U 0hOpMIICHHUS perenTa

[Tpenynpexnarh KOHOIUKTHBIE CUTYAlUHU C TOTPEOUTENSIMH

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

OOecnieunBaTh HaJIMYUME ACCOPTUMEHTA JIEKAPCTBEHHBIX IIPENapaTroB, B TOM
YKCJie MUHUMAJIBHOTO, JUISl YIOBJIETBOPEHMSI CIPOCA HACEICHMSI

[lonmp30BaThCcs pacueTHO-KACCOBBIM 00OPYAOBaHUEM (KOHTPOJIBHO-KaCCOBOM
TEXHUKOW) U O00OpyqoBaHHEM, MpeIHa3HAYEHHBIM JJii OCYIIECTBIICHUS
bapManeBTUYECKON NEATEeTPHOCTH U MOHUTOPWHTA JIBHKEHUS JIEKAPCTBEHHBIX
IpernapaToB

Crtpouth mpodecCHOHATBHOE OOIICHHE C COOIOEHUEM JEIOBOTO ITHUKETa
(apMareBTHYECKOM JEOHTOIOTHH

[Tosnb30BaTbes crienuanu3upOBaHHBIM IPOTPAMMHBIM 00€CTIEYEHUEM

AHanu3upoBaTh M OLIGHUBATh pE3YNbTaThl COOCTBEHHOW JAESITENBHOCTH,
JESATSIIBHOCTH KOJUIET ISl TPEAYNPERACHUS TPOPECCHOHATBHBIX OIMUOOK U
MUHUMU3ALUU PUCKOB JUIS TOTPEOUTENs

[Tonb3oBatbes nmpuemamu 3G (HEKTUBHBIX KOMMYHUKALUNA MPU B3aUMOJICHCTBUU
C KOJIJIETaMU U OTPeOUTEISIMU

CobmoiaTh  MPOTHUBORMHMIEMHUONIOTUYECKHE  TpeOOBaHUS B YCIOBHAX
Ype3BBIYANHBIX CHTYAIMd, B TOM YHCJE NMPU (POPMHUPOBAHUHU OYATrOB OMACHBIX
WH(EKIMOHHBIX 3a001eBaHUI

Heo0Oxoaumbie
3HAHUSA

[Topsnok oTnycka JEKapCTBEHHBIX IPENAapaToB HACEIEHUI0O M MEIULIMHCKUM
OpraHu3alMsaM, BKJIKOYas JICKAPCTBEHHBIE MIPENapaThl, MOJIEKALME IPEAMETHO-
KOJIMYECTBEHHOMY Y4ETY

HpaBI/IJ'Ia BCOCHUA KaCCOBBIX onepauI/Iﬁ " JICHCKHBIX PACUCTOB

Bunbl u ocobeHHOCTH TOTpeOUTENeH TOBAPOB U YCIYT allTeYHbIX OpraHu3alui

HOpMLI OTITYCKA HAPKOTUYCCKHUX U IICUXOTPOIIHBIX JICKAPCTBCHHLIX IMPCIIapaTOB

[IpaBuna opopmiieHus perenToB U TpeOOBAHUN MEIUIIMHCKUX OpraHu3aIuil Ha
JIEKapCTBEHHBIEC IMPENapaTbl, MEAULMHCKUE H3JEIUS U CIEeLUATU3UPOBAHHBIE
MIPOJTYKTHI JIEYEOHOTO MUTAHUS

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

[Topsimok  paboTel B CUCTEME MOHHUTOPHUHIA JBM)KEHHUS JIEKapCTBEHHBIX
IpenapaToB

IIpenycmoTrpenHas 3aKOHOZATEILCTBOM Poccuiickoit denepaunu
OTBETCTBEHHOCTh 3a HApYUIEHHWE MPaBWJI HaJJIekKalIEd anTEeYHOW MPAKTUKUA M
MPaBWJI OTITYCKa JIEKAPCTBEHHBIX IIPENAPATOB; MPABUJ OTIYCKA HAPKOTUYECKUX
CPEACTB M TMCHUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KayECTBE
JIEKapCTBEHHBIX MpENapaToB; JIEKAPCTBEHHBIX IPENApPATOB, COJEPIKALIUX
HApKOTHUYECKHE CPEJICTBA U IICUXOTPOIHBIE BEIIECTBA

HApyrue

XapPaKTCPUCTHKHU

3.1.2. TpynoBasi pyHKkuus

OdopmiieHre TOKyMEHTAINH 110 YposeHs
HanmeHnoBauwue yUeTy pealli3aliy JEeKapCTBEHHBIX Kon A/02.6 (TI0ZypOBEHB) 6
npenapaTroB KBaTH(DUKAITIT

IIpoucxoxnenue TpyaoBoit
GbyHKIHUN

X 3anMCTBOBaHO

Opurunan
13 OpHUTHHAJIa




Kon opurnnana PerucrpanunoHHbIii HoMep
po(eCCHOHATHHOTO
CTaHIapTa

TpynoBsie nercTBUs

Perucrpaius peuentoB Ha JIEKapCTBEHHBIE MTPENapaThl U MEIUIIMHCKUE U3/ICIIHS,
TpeOOBaHUN MEAUIIMHCKUX OpTraHU3aINil

Perucrparnusi  OCyIIECTBICHHBIX 3aKa30B W JOCTABOK  JICKAPCTBEHHBIX
IIpernapaToB MOTPEOUTEISIM

BC,I[GHI/IG MNPEAMETHO-KOJIMYECTBECHHOI'O Yy4€Ta JICKAPCTBECHHBIX CPCACTB

Oq)OpMJ'ICHI/IC KaCCOBBIX 1 OTYCTHBIX JOKYMCHTOB

Yyer HCIIPABUJIbHO BBIIIMCAHHBIX PCLCIITOB

CocraBnenue TOBAPHOI'0 OTYETA MAaTCPpUAJIbHO OTBETCTBECHHOI'O JIMIIA

Heo0OxonumMsie Bectn nigpranH, YCTAaHOBJICHHbIE TMpaBwiamMu Hajgnexanendn anteyHou
YMEHMUS IIPAKTUKHU
OcCymiecTBIATh JOKYMEHTOOOOPOT, B TOM YHCIIE AIICKTPOHHBIH
[Tonp30BaThCs CIELMANIN3UPOBAHHBIM IPOrPAMMHBIM O0€CTIEUeHUEM
[TpuHUMAaTh U PEruCTPUPOBATh PELIETITHI HA OTCPOUEHHOE 00CTYKUBaHHUE
Heo6xonumeie [lopsnok BeneHHs NPEIMETHO-KOIMYECTBEHHOIO  ydeTa JIEKApCTBEHHBIX
3HAHHUS IIpenapaToB
TpeboBaHMs K CTPYKTYpE U COCTaBY OTYETHOM JOKYMEHTAIHH
[Topsiok ydyera qBUKEHMS TOBapa
[IpaBuiia qUCTAaHIMOHHOW TOPTOBIIM JIEKAPCTBEHHBIMU IIPENapaTaMy
HNudopmannoHHble CUCTEMBI W 0COOEHHOCTH (yHKIIMOHUPOBAHUS
KOMIIBIOTEPHOI'0 000py10BaHUs
Bunel M HazHaueHME JKypHAJOB, YCTaHOBJIEHHBIX NpaBwiamu Hamexamen
anTeYyHOH MPAKTUKH, TOPAIOK UX OPOPMIICHHUS
Bunet u popmbl MaTepuanbHON OTBETCTBEHHOCTH
Apyrue -
XapaKTEPUCTUKU

3.1.3. TpynoBasi pyHkuus

HamnmeHnoBanue

IIpuemMoYHBIl KOHTPOJIb B Yposenb
dbapmalieBTUUECKOI OpraHu3ainuu Kon | A/03.6 (momypoBerp) 6
KBaJTU(UKAITHA

IIpoucxoxnenue

TPYZIOBOH QyHKIMH

Opurunan X

3anMMCTBOBAHO U3
OpUTHHAJIA

Kon opurunana PerucrpanuonHsiii HOMep

po¢heCCHOHATBHOTO CTaHAapTa

Tpynoseie nencTBys

HpI/IeMKa JICKApCTBCHHBIX CPCACTB W TOBAPOB aIITCYHOTO A4CCOPTHMCHTA IIO
KOJIMYCCTBY U KAYECTBY

PCFI/ICTpaI_II/ISI MOCTYIHArIMnX B (I)apMaI_ICBTI/I‘-ICCKyIO OopraHu3anuro
JICKAPCTBCHHBIX CPCJACTB U TOBAPOB AlITCUYHOT'O ACCOPTUMCHTA

Perucrpanus JIEKapCTBEHHBIX CPEACTB, MOUIEIKALUX IIPEIMETHO-
KOJIMYECTBEHHOMY YUETY

Perucrpamnust nexapCTBEHHBIX MPENapaToB B CUCTEME MOHUTOPHWHTA JBUKCHUS
JIEKapCTBEHHBIX MPENnapaToB

PaboTta ¢ HemoOpokaueCTBEHHOM MPOTYKITHEH

Heo0Oxoaumsie
YMEHUS

[Ipou3BOaUTE NPOBEPKY CONPOBOAUTEINBHBIX JOKYMEHTOB IIO COCTaBy H
KOMIUIEKTHOCTH

O(bOpMHSITB OTUCTHBIC JOKYMCHTHI IO ABWKCHUIO JICKAPCTBCHHLIX CPCIACTB U
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TOBApPOB alITCYHOI'O aCCOPTUMECHTA

[IpoBepsiTh COOTBETCTBHE IICH Ha JKM3HEHHO HEOOXOIMMBbIC W BaKHEHIIHE
JIEKapCTBEHHBIE MpenapaTsl 11 MEAULIUHCKOIO IIPUMEHEHHUS TOCYAAPCTBEHHOMY
peecTpy NpPENEIbHBIX OTIYCKHBIX LIEH IPOM3BOAUTENICH Ha JIEKAPCTBEHHBIC
IpernapaThl, BKIIOYEHHbIE B MEPEUYCHb KU3HEHHO HEOOXOJMMBIX M BaKHEHUIIUX
JIEKAPCTBEHHBIX IIPENapaToB

BoisiBnaTte QanbcudunupoBanuble, KOHTpaaKkTHbIE U HEIOOpPOKAaueCTBEHHBIE
JIEKApCTBEHHBIE CPEJICTBA, M TOBAPHI AIITEYHOI'O ACCOPTUMEHTA

OdopMisaTh MOKYMEHTALMIO IO U3BATHIO U3 OOpalleHus JeKapCTBEHHBIX
MpenapaToB U TOBAPOB alITEYHOTO AaCCOPTUMEHTA

Bect  npenMEeTHO-KOJMYECTBEHHBIM  ydeT  JIEKapCTBEHHBIX  IPEnapaTroB
IIOCPEACTBOM 3aIIOJIHEHUS KYPHAJIOB

ITonp3oBaThCs KOHTPOJbHO-U3MCPHUTCIIbHBIMU an60paMH,
CIICUAJIM3NPOBAHHBIM 060pyI[OBaHI/I€M, B TOM 4YHUCJIC B CUCTCMC MOHHUTOpPUHIA
ABMIKCHHUA JICKAPCTBCHHLIX IIPCIIapaToOB, IIPpOrpaMMaMH HHQ)OpMaHI/IOHHbIX
CHUCTCM, UCIIOJIL3YCMbIMU B Q)apMaHeBTI/I‘-IGCKI/IX opranm3anusax

OneHuBaTh MapKUPOBKY, YIAKOBKY M BHELIHUMN BUJ JIEKAPCTBEHHBIX CPEJICTB U
TOBAapOB alITCYHOI'0 ACCOPTUMEHTA, B TOM YUCIIE IIPOBEPATH CPOKU UX TOJHOCTH

Heo0xoaumbie
3HAHUSA

[IpaBuna npuemMku ToBapa

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

[TonoxkeHnss ~ 3aKOHOJATENbHBIX W HOPMATHUBHBIX  IPAaBOBBIX  aKTOB,
pPEeryIupyoImMX oOpalleHne JEKapCTBEHHBIX CPEJACTB W TOBAPOB AaNTEUYHOIO
aCCOPTHMEHTA

TpeboBaHust K KauecTBY JIEKAPCTBEHHBIX CPEJICTB, B TOM YHUCIE K MAPKUPOBKE
JIEKAPCTBEHHBIX CPEIACTB U K JOKYMEHTaM, IOATBEPKIAIOIIUM KadeCTBO
JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB AlITEYHOI'O0 aCCOPTUMEHTA

ACCOpTI/IMeHT JICKApCTBCHHBIX IIPCIIApaTOB I10 (l)apMaKOJIOFI/I‘ICCKI/IM IrpynmnaM nu
TOBApPOB allITCYHOI'O aCCOPTUMECHTA

CrniocoOsl BBISIBJICHUS ¢anbcupUIMpPOBaHHBIX, KOHTpa(aKTHBIX u
HETOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX CPEACTB, M TOBAapOB aNTEYHOTO
aCCOPTUMEHTA U MOPSAJOK pabOThl ¢ HUMH

TpeGoBaHust K OTYETHOW JOKYMEHTAllMM, CTPYKTypa U COCTaB OTYETHOM
JOKYMEHTAIU!

HOpSIILOK BCACHUS NMPECAMETHO-KOJIMYCCTBCHHOT'O YUCTa JICKAPCTBCHHBIX CPCIACTB

Nudopmanronnsie cucteMbl U 000py1oBaHNE WH(DOPMALIMOHHBIX TEXHOJIOTHIA,
UCMOJIb3yeMble B (papMalleBTUYECKON OpraHu3auu

[Topsimok TPaHCHOPTUPOBKH TEPMOJAOMIBHBIX JIEKAPCTBEHHBIX CPEACTB TIO
XOJIOJIOBOM IIEMH M HWCIOJB3YyeMbIe UUISi KOHTPOJS COOIOJCHHS TeMIEpaTyphl
CpelcTBa

HOpH,Z[OI( YTBCPXKIACHUA H OOHOBJICHUS MepeuHA KU3HCHHO HCO6XOI[I/IMLIX n
BayKHEHUIITHX JICKAPCTBCHHBIX IMMPETIapaToB JJIsI MECAUIIMHCKOI'O TPUMEHCHUA

[IpaBuna ycTaHOBJEHHS II€H Ha >KU3HEHHO HEOOXOAMMBbIE M BaKHEHIIne
JIEKapCTBEHHBIE MpenapaThbl

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

TpebGoBaHust oxXpaHbl TPyAa, MEPHI MTOKAPHON 0€30MMaCHOCTH, MOPSIAOK JEHCTBUN
B UPE3BbIYANHBIX CUTYyALUAX

MeTo bl ¥ TPUEMBI YPETYJIUPOBAHUS IPETEH3UI C MOCTABIIMKAMHU

CaHUTapHO-IMHUIEMUOIOTHYECKUE TPEOOBAaHUS K IKCILTyaTallid TOMEIICHUH U
YCIIOBUSIM TpyAa
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OdunmanbabIe WCTOYHUKU nHpopmaruu 0 HeI00pOKaYECTBEHHBIX,
¢banbcuUIMPOBAHHBIX W KOHTpPaaKkTHBIX JIEKAPCTBEHHBIX CPEIACTBAX, U
TOBapax aNTEYHOTO ACCOPTHUMEHTA, IOJIEKAILINX U3BITHIO U3 00OpaleHUs

[Mopsimox paboTBl B CHCTEME MOHHTOPHHTA JBIMJKCHUS JICKAPCTBEHHBIX
IpernapaToB

HApyrue
XapaKTCPUCTHKU

3.1.4. TpynoBasi pyHKIUS

XpaHeHHE JICKapPCTBEHHBIX CPEJICTB U Yposenb
HaumenoBanne | TOBapOB allTE€YHOTO aCCOPTUMEHTA B Kon | A/04.6 (moaypoBEHS) 6
(apManeBTUYCCKUX OPraHu3aInsIX KBaUpUKaLuH

IIpoucxoxneHue
TPYZIOBOH QyHKIMH

X 3anMMCTBOBAHO U3

Opuruzan
OpUTHHaJIa

Koz PerucrpanunoHHbIii HOMep
OpUTrHHAJA poheCCHOHATIBHOTO CTaHAapTa

Tpynossie nencTBus

IIpoBepka W peructpanusi MapaMeTpPOB BO3AyXa B ITOMELICHHUSAX XPAHEHUSA
JICKaPCTBEHHBIX CPEJCTB U TOBAPOB AIITEYHOI'0 ACCOPTUMEHTA

Wnentudukanuss oOOpyAOBaHHS JUIsl XPAaHEHUsS JIEKaPCTBEHHBIX CPEICTB M
TOBAapOB alITEYHOI'0 ACCOPTUMEHTA

OdopMieHNE U BECHUE CTEIUIAXHBIX KapT

OOGecrieueHue YCJIOBI/Iﬁ JJIA XpaHCHUA JICKAPCTBCHHBIX penaparos,
nmomicxKamux MHOpeaAMETHO-KOJINYCCTBEHHOMY  YUY€Ty, B  COOTBETCTBUHU C
HOPMAaTUBHBIMU IIPABOBBIMU dKTaAMU

COpTHpOBKa MOCTYMAIHUX JICKAPCTBCHHBIX CPEACTB MW TOBApPOB alTCYHOI'O
ACCOPTUMCHTA 110 I'pyIIiamM

Ynop;moquI/Ie o CEpHAM U YYCT 3allaCOB JICKAPCTBCHHBLIX CPCACTB U TOBAPOB
AIlITCUHOI'O aCCOPTUMCHTA B (bapMaI_[eBTI/I‘-IeCKI/IX OpraHu3anusx

PaBMeH_ICHI/IC JICKAPCTBCHHBIX CPEACTB U TOBAPOB AIITCUHOTO aCCOPTUMCHTA B
MECTax XpaHCHHA B COOTBCTCTBHU C YCTAHOBJICHHBIMU MPOU3BOAUTCIIIMUA
YCJIOBUAMU XPAHCHU

[TpoBenenue un opopmieHue pe3yabTaToOB MHBEHTApU3AIIUU

Benenue yucTa JICKAPCTBCHHLIX CPEACTB C OTPaHUYCHHBIM CPOKOM l"O,Z[HOCTI/Il9

[IpoBepka yciioBH XpaHEHUS JIEKAPCTBEHHBIX CPEACTB

ObecnieueHne pexuMa XpaHEHHsS B Pa3JIeNIbHBIX 30HaX (anbCUUIIMPOBAHHBIX,
HEZ0OPOKAYECTBEHHBIX U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEICTB

BeisiBnenne u  u3bsATHE (PaTbCU(UIMPOBAHHBIX, HEIOOPOKAUYECTBEHHBIX H
KOHTpa(baKTHI)IX JICKAPCTBCHHBIX Cp€acCTB, IIoICXKaInx HU3BATHUIO nus3
rpakJJaHCKOro obopoTa

Heo0Oxoaumsie
YMEHUSA

OO0ecrieunBaTh yCJioBuUs XpaHCHU, YCTAHOBJICHHBIC MMPOU3BOAUTCIIEM
JICKApCTBCHHBIX CPCIACTB

Hcnonb30BaTh TEXHUYECKHE CPEACTBA, TEXHOJOTHH, BKIIOYAs MPOrPaMMHOE
obOecrieueHne W WH(POPMAIMOHHBIE CIPABOYHBIE CHUCTEMBI, ISl OOeCIeueHUs
HAJUJIEXKALIEro MOPS/IKA U YCIOBUM XPAaHEHHS TOBAPOB AlITEYHOI'0 ACCOPTUMEHTA

[IporHo3upoBaTh pPUCKH TOTEPH KadecTBa, 3PPEKTUBHOCTH M OE30MaCHOCTH
JICKApCTBCHHBIX CPCACTB IIPpU HGCOGJHOILCHI/II/I PCKUMaA XPAHCHUSA

OdopMnsaTh OKYMEHTHI Ha H3BSATHE JIEKAPCTBEHHBIX CPEICTB M TOBApOB
anTEYHOTO0 aCCOPTUMEHTA

Bectu oryeTHBIC JOKYMCHTEI
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WnTepnpeTpoBaTh YCIOBHSI XPAaHEHHUS, YCTAHOBJICHHBIE IPOU3BOAUTEIEM
JIEKAPCTBEHHBIX CPEJICTB, B COOTBETCTBYIOLINE PEXKUMBI XPaHEHUS

Heo0xonnmeie
3HAHUSA

Tpe6OBaHI/I${ K YCIIOBUAM XpaHCHH JICKAPCTBCHHBIX CPEACTB U JICKAPCTBCHHBIX
npenaparos, B TOM YUCJIIC I/IMMYHO6I/IOJIOFI/I‘-IGCKI/IX JICKAPCTBCHHLIX MPCIIapaToB

[lonoxkeHus  3aKOHOJATENBHBIX M HOPMATUBHBIX  IPABOBBIX  aKTOB,
perynmupyromux oOpalieHrue JIeKapCTBEHHBIX CPEACTB M TOBAapOB AalTEYHOTO
aCCOPTHMEHTA

[TocnencTBust HeCOOIIOICHHSI YCIIOBHIA XpaHEHHUS JIEKAPCTBEHHBIX CPENICTB

[lpaBuna ¥  mopsgoOK  oOpamieHWsi C  JIGKAPCTBEHHBIMH  CPEICTBAMHU,
OIS)KAIUMH U3bATUIO M3 TPAXKIAHCKOTO 000pOTa

ACCOPTHUMEHT JIEKapCTBEHHBIX MpPENapaToB Mo (HapMakoJIOTHUYECKUM TpyMnaM U
TOBApPOB alITEYHOI'0 ACCOPTUMEHTA

Tpe60BaH1/1$1 K BCACHHUIO HNPCIMCTHO-KOJIMYCCTBCHHOI'0 y4d€Ta JICKAPCTBCHHBIX
CpCaCTB

HpaBI/ma XpaHCHUA JICKApCTBCHHBIX CpeacTB u TOBApoOB aIlITCYHOI' 0
ACCOPTUMCHTA

OCOOCHHOCTH XpaHEHUS JICKApPCTBEHHBIX CPEICTB, MOJJICKALINX IMPEAMETHO-
KOJINYECTBEHHOMY YUeTy

HOpHI[OK yucTa JICKAPCTBCHHBIX CPECACTB C OTPaHUYCHHBIM CPOKOM I'OAHOCTU

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 MENu H HCIIOJIB3YCMBIC IJId KOHTPOJIA CO6JHOI[CHI/I$I
TEMIICPATYPhI CPEACTBA

TpeGoBaHUsI K CTPYKTYPE M COCTABY OTUETHOM JOKYMEHTAIIUU

NupopmaninonHble cUCTeMbl U 000py10BaHUE MH(POPMAIIMOHHBIX TEXHOJOTHH,
UCHOJIb3yeMble B (papMalleBTUYECKON OpraHu3aiuu

DU3UKO-XMMHYECKHE CBOMCTBA JICKAPCTBEHHBIX CPEJICTB

20
HpaBI/IHa XpaHCHUA MCIUIHUHCKUX U3CIITNU

TpeboBanust oxpaHbl Tpyda, NMpaBuUia MOKapHOW O€30MaCHOCTU U TMOPSIIOK
JEUCTBUN B UPE3BBIYANHBIX CUTYALUAX

Ncrounuku odunmansHol HHPOpPMALMK O JIEKAPCTBEHHBIX CPEICTBAX M TOBApax
anTeYHOI0 ACCOPTHUMEHTA, MO UIekKAIUX U3BATHIO U3 0OpalleHHsI

HApyrue
XapPaAKTCPUCTHUKHU

ObecnieueHre XpaHeHUST B O0OOCOOJICHHBIX TMOAPA3ACICHUSIX MEIUITUHCKUX
OpraHu3alii  MOXET  OCYLIECTBIATHCS ~ MEAWLUMHCKUM  PAOOTHUKOM  C
JIOTIOJTHUTENBHBIM TMPOPECCUOHAIBHBIM 00pa30BaHUEM B O00JACTH PO3HUYHOM
TOPIOBJIM JIEKAPCTBEHHBIMU IIperapaTaMu

3.1.5. TpynoBasi pyHkuus

Po3HnuHas TOpro,is 1€KapCTBEHHBIMU YpoBeHb
Haumenosanue | mpenaparaMu i BETEPUHAPHOTO Kox | A/05.6 (OIypOBEHB) 6
PUMEHEHUS KBaIM(UKALIH

IIpoucxoxnenune
TPYIOBOH QYHKIMH

X 3anMCTBOBaHO U3

Opurunan
OpHTHHAaNA

Kon PeructpannoHHbiii HOMep
opuruHaa npodeccHoHaTLHOTO CTaHaapTa

TpynoBsie necTBUs

dapmarieBTHUECKasE JKCIIEPTHU3a PEIENTOB Ha JIGKAPCTBEHHBIC Iperaparbl Ha
npeaAMeT COOTBCTCTBUA INpaBUJIaM HA3HAUCHUS JICKAPCTBCHHBLIX MPCIapaToB U
oopMIIEHHUS PEIETITOB
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TakcupoBKa CTOMMOCTH JIEKAPCTBEHHOTO TMperapara, H3TOTOBICHHOTO B
YCIIOBUAX anTeYHoOn opraHnu3anyu, TAKCUPOBKA pCUCIITOB

Bbmaqa KaCCOBOI'o 4€Ka 1 IIpOU3BCACHUE PACUCTOB 3a HpHO6pCTCHHBII>i TOBAp

Hponaxca JICKAPCTBCHHBIX MPLCIapaToOB U TOBAPOB alITCYHOI'0 aCCOPTUMCHTA

HeobOxonumeie
YMEHHUS

[TpoBepsiTh pelent Ha MpeAMET COOTBETCTBHs (popMme OiiaHKa M MpaBUIIAM HX
odopmiteHUS

[Ipenynpexaarb KOHOIUKTHBIE CUTYallUU C TOTPEOUTEISIMU

YperynupoBarh IPETEH3UH IMOTPEOUTENICH B paMKaX CBOCH KOMITETEHIIUN

[Tonmp30BaTbcss ~ KOHTPOJIBHO-KACCOBOM  TEXHMKOH M O0OpYZOBaHHEM,
IIpeJHa3HauYEHHbBIM JUIsl OCYILECTBIICHUS (papMalleBTUYECKOM 1€ TEIbHOCTU

Heo0xoaumbie
3HAHUSA

IIpaBuia oTmycka JIeKapCTBEHHBIX IIPENApaToOB Il BETEPUHAPHOIO IIPUMEHEHHUS

HpaBHna Haunemameﬁ anTeuyHon IMPAKTHUKHA JICKAPCTBCHHLIX IIpCIIapaToB JIA
21
BCTCPUHAPHOI'O MPUMCHCHUA

[IpaBuiia opopmiieHHs PELENTOB Ha JIEKAPCTBEHHBIE MTPemapaThl

MeToab!l ¥ TPUEMBI yPEeTyITUpOBaHHs KOH(GIUKTOB C TOTPEOUTEIIMHU

HpaBI/ma BCACHUA KaCCOBBIX onepaunﬁ U JCHCKHBIX PaCYCTOB

HpaBI/IHa XPpaHCHUA JICKAPCTBCHHLIX peraparoB JJIA BCTCPUHAPHOTO
IMPUMCHCHUA

Hpyrue
XapaKTEPUCTUKU

3.1.6. TpynoBas ¢pyHK1us

HaumeHnoBanue

[Ipoucxoxaenue TpyaoBon
¢GbyHKIHN

KoHncyneTupoBanue npu
peanu3anuu 6e3perenTypHbIX Yposen
Kon A/06.6 (TI0ZypOBEHB) 6
HpeHapilTOB 1 MCOMIIUMHCKHUX KBaHI/I(bI/IKaI_II/II/I
u3aciann
OpuruHan X 3aMMCTBOBaHO
13 OpHUTHHAJIA
Kon opurunana Peructpaunonusiii Homep
podecCHOHANBEHOTO
CTaHzapra

Tpynoseie nencTBUs

OHpe,[[eJ'IGHI/Ie IMPUYNHBI 06pa1ueHI/151 T'paXJaH B alITCUHYIO OPTraHU3aIluio

OneHka BO3MOYKHOCTH U PUCKOB CAMOCTOSTENIBHOTO MPUMEHEHUS Tpa)KaaHaMH
0e3pelenTypHBIX JIEKaPCTBEHHBIX NPENapaTtoB W MEAMIMHCKUX W3ACTHH s
CUMITOMATUYECKOW Tepauu JErKUX HETOMOTaHUI

Oxazanue  MH(MOPMAIMOHHO-KOHCYJABTAaTUBHOM  MOMOIIM  HpU  BbIOOpe
0e3peLenTypHBIX JEKapCTBEHHBIX MPEnapaToB sl CAMIITOMAaTHYECKON TEparuu C
Y4ETOM HX BO3MOJKHOTO B3aWMOJEWUCTBHS U COBMECTHUMOCTH C JPYTMMH
MIPUMEHSIEMbIMU JIEKAPCTBEHHBIMH MTpenapaTaMu

Oxazanue I/IH(I)OpMaLII/IOHHO-KOHCYHLT&THBHOﬁ nomMomu 1o JKCIUTyaTalluu
MCECIHUIIMHCKHUX I/ISJIGJ'II/II\/'I B JOMAaIIHUX YCIOBHUAX C Y4YETOM TEXHUYECKON U
3KCHHyaTaHHOHHOf/'I JAOKYMCHTAIlUN MMPOU3BOAUTCIIA (I/IBFOTOBI/ITGJ'IH) Ha
MCIUIMHCKHUE U3CIINA

[IpenocraBienue rTpakgaHaMm uHGpopMalMu 00 MMEIOUMXCS B IMPOJaXke
JIEKapCTBEHHBIX Iperaparax B paMKax MOAXOISIIEH HMCXOAs M3 HaOJIogaeMbIX
CUMIITOMOB  (papMakoOJIOTHUYECKOM TpyIHmbel, B TOM 4YHCIE C  Y4ETOM
B3aMMO3aMEHSEMOCTH PEMapaToB, M O IEHaX Ha HUX
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KoncyneTuposanue 1o BOIIpOCam COOTIOCHUS HaceJIeHueM
MPOTUBOAIHIEMHOJIOTUYECKUX TPEOOBAHUIM HANPABJICHHBIX HAa MPEIOTBpAllCHUE
pacnpocTpaHeHUs] HTHPEKINOHHBIX 3a00JIeBaHUM

BbisiBiieHHME  TPEBOKHBIX ~CHMOTOMOB, TPH HAJIWYMHA  KOTOPBIX  CIEAYET
PEKOMEHJIOBAaTh ~ IOCETHUTENI0  anTeYyHOW  OpraHu3alud  OOpaTHThCI K
MEIULIUHCKOMY PaOOTHUKY

HeobOxonumeie
YMEHHUS

Cobupate uHbOpMAIUIO O CHUMITOMaX U WHIUBUAYAIbHBIX OCOOEHHOCTSIX
MOCETUTENSl ANTeYHON OpraHW3aliy, HEOOXOJAUMYIO Uil PEKOMCHJIAIUU
ONTUMAJILHOTO Oe3pelenTypHOro JeKapCTBEHHOTO MpenapaTa Wik MEAUIIMHCKOTO
U3/1EIMs

[TonGuparh ONTHMaJbHYIO JEKapCTBEHHYIO (OpMy C Y4YETOM M3MEHEHUs
(bapMaKkOKMHETHKH M (apMaKOJUHAMUKH JIEKaPCTBEHHBIX IpEnapaToB y AETei,
rpakJaH MOXUJIOrO U CTapYECKOro BO3pAcTa, )KEHUIMH B MEpPHOJ, OepeMEHHOCTH
WIH B IEPUOJ] TPYJHOTO BCKApMJIMBAHUS

HpezmaraTb 663peuenTypHLIe JICKAPCTBCHHLIC IIpCIlapaTbl 110 TOPIrOBbBIM
HaMMCHOBAHUAM B paMKaxX MCKAYHAPOAHOT'O HCIIATCHTOBAHHOI'O HAMMCHOBAHHUA U
AHAJIOTUYHBIC JICKAPCTBCHHLIC IIPCIIApPAThI B paMKax (I)apMaKOHOFquCKOﬁ T'pPYHIIbL

Hpeﬂynpexc)laTb O PpHUCKax MNojvIiparMasuiu W HOPUMCHCHHA JICKAPCTBCHHBIX
IIpcIriapaToB oe3 JO0CTAaTOYHOI'O OCHOBAHH A

BbIABIATE  TPEBOXKHBIE  CHUMNTOMBI, IPH HaJIM4YMM  KOTOPBIX  CIIELYET
PEKOMEH/I0BaTh  IOCETUTENI0  alTe4YHOM  OpraHu3auuud  oOpaTuTbcsd K
MEIUIIMHCKOMY paOOTHHUKY

Crpouts npodecCHoHaIbHOE OOIICHHE C COOJIFOJICHUEM JIeJIOBOTO JTHKETa W
(bapMarieBTHYECKON JICOHTOJIOTUU

[Tose3oBaTbest mpuemMamMu 3PPEKTUBHBIX KOMMYHHUKAITUN TP B3aMMOJICHCTBUH C
MOTPEOUTENIMU

Heo0Oxoaumere
3HAHUS

PannonanbHblii  BbIOOp  JIEKapCTBEHHOW (QOPMBI €  y4ETOM  HM3MEHEHHS
(bapMakOKMHETHKH U (papMaKOJUHAMUKH JIEKapCTBEHHBIX IMpernapaToB y JeTeH,
rpa)</1aH MOXWIOTO U CTapueCKOro BO3pacTa, KEHIIUH B MEepHOJl OEpEeMEHHOCTH
UJIU B NIEPUOJ TPYAHOIO BCKapMIIMBAHUS

B3aumopeiicTBue JeKapCTBEHHBIX IpenapaToB Mexay co0oil, ¢ JApyrumu
[IPUHUMAEMBIMU  JIEKAPCTBEHHBIMU  IIpElapaTaMy, IMHUIIEBBIMU IPOLYKTAMH,
QJIKOT0JIEM

TpeOoBaHUMsI HMHCTPYKIMH TI0 METUIMHCKOMY IPHUMEHEHHUIO JIEKapCTBEHHOTO
nperapara

Pucku nojmmIiparmMasun U IMPUMCHCHUS  JICKAPCTBCHHLBIX  IIPCIIAPATOB oe3
JOCTAaTOYHOI'O OCHOBAHUA

HpaBI/ma paltuoOHaJIBHOI'O MNPUMCHCHUA JICKApCTBCHHBIX npemnaparos:
AO3NUPOBAHHUE, COBMCCTHUMOCTb, B TOM YHCJIIC C IHUIICBBIMU IIPOAYKTAMH,
JJIATCIIBHOCTDb ITPUMCHCHU A

CoBpeMeHHBII aCCOPTUMEHT JICKApPCTBEHHBIX MPENapaToB U TOBAPOB aNTEYHOTO
acCOpTHMEHTa

WHpopmaloHHbIE CUCTEMBI, COJIeprKalllie JaHHbIE O TOPTrOBBIX HAUMEHOBAHHSIX
B paMKax MEXIYHapOJHOI'O HEMATEHTOBAHHOIO HAaUMEHOBAaHHS M aHAJIOTMYHBIX
JIEKapCTBEHHBIX Mperaparax B paMKax (papMakoJOTHUECKOW IPYIIBI U MO KoJaM
aHaTOMO-TepaneBTHYECKO-XUMHUYECKOH Kilaccu(uKaluu

OcHoBHBIE (hapMaKOJIOTHYECKHE TPYIIIBI JIEKAPCTBEHHBIX CPEICTB M 0COOEHHOCTH
UX IPUMEHEHUSA

TpeBoXHbIE CHUMIITOMBI, NpPH HAJIMYAU KOTOPBIX CJEAYET PEKOMEH]I0BATh
MTOCETUTENIO alTEeYHOM OpraHU3alui 00PAaTUTHCS K MEAUIIMHCKOMY paOOTHUKY

MexaHu3Mbl (hapMaKOJIOTHYECKOTO JICHCTBUS MPENapaToB

MeToapl TOUCKA U OIIEHKH (papMarieBTHIECKON HHGOpMAITIH




15

Hopwmel genoBoro oOuieHus U KyiabTypbl, IPO(ecCHOHAIBHOMN MCUXO0JI0THH, 3TUKH
Y JICOHTOJIOTUU

HApyrue
XaPaAKTCPUCTHUKHU

3.1.7. TpynoBasi pyHKuust

HanmenoBanue

IIpoucxoxaeHue Tpy0BOH
GbyHKIUN

KoncynsTupoBanue npu
peanu3alyy UM OTITYCKE YposeHp
Kox | A/07.6 (M0/1ypoOBEHb) 6
JICKApCTBCHHBIX MPLCIIapaToOB I10 KBAIIH (1)I/IKaI_[I/II/I
pelenTy MeAUIIMHCKOTO pabOTHHKA
3auMCTBOBAHO
Opwurunan X
13 OpUruHaja
Kon opurnnana Perucrtpanuonssiii Homep
po¢eCCHOHATHLHOTO
craHgapTa

TpynoBsie nencTBus

Omnpenenenne NOTpeOHOCTH TPaKAAH — IOCETUTENEH aNTeYyHOW OpraHM3alud B
COOTBETCTBUM C O(OPMIIEHHBIM Ha peLenTypHOM OJlaHKe Ha3HaueHUEM
MEIUIIMHCKOT0 pabOTHUKA

[IpenocraBienne rpaxkaaHaMm uHopManuu 00 HWMEKIIMXCA B IPOJAKE
JIEKApCTBEHHBIX Tpernaparax B paMKax Ha3HAYEHHOTO BPAayOM MEXKIYHApPOIHOTO
HEMaTeHTOBAaHHOTO HAMMEHOBAHUS, B TOM YHCIIE C YYETOM B3aMMO3aMEHSEMOCTH
MpenaparoB, U O IIEHaX Ha HUX

NudopmupoBanre o HEOOXOJUMOCTH MPUBEPKEHHOCTH TEpalii Ha3HAYEHHBIM
JIEKapCTBEHHBIM IpenaparoM, B TOM YHCIE O HEOOXOAMMOCTH COOJIIO/IEHUS
KpPaTHOCTU TpUEMa, JO3UPOBKM U TMPOJOJDKUTEIBHOCTH Kypca JI€UYEHHS,
YCTAaHOBJICHHBIX MEAUIIMHCKUM pPaOOTHUKOM, W O PHUCKaX CaMOCTOSITEIHHOTO
MpEeKpalIeHus preMa JICKapCTBEHHOTO ITpenapara

KoncynpTupoBanue mnorpebuTeneil 1o NpaBUiaM OTIYCKa JIEKAPCTBEHHBIX
IPEenapaToB MO pelenTypHOMY OJaHKY CO CPOKOM JIEHCTBHSL, CO CPOKOM JEHCTBUS
JI0 OHOTO TOAa

Heo0Oxoaumsie

HpOBOI[I/ITB (I)apMaI_IeBTI/I‘IeCKYIO OKCIICPTU3Y PCUCUTYPHOTO OraHka

yMEHUs

Hpez[ynpexcﬂaTL 0 PpHCKaxX MOoJUIparMasuu MW IMIIPUMCHCHHUA JICKAPCTBCHHBIX
IperapaToB 0e3 JO0CTAaTOYHOI'O OCHOBAHU

Crtpouts mpodeccuoHambHOE OOIIEHHE C COONIIOJIEHHEM JIeJIOBOTO JTHKETa U
(bapMarieBTHYECKON JT€OHTOIIOTHH

[Tonb3oBatbes nmpuemMamu YPPEKTUBHBIX KOMMYHHKAIUI MPU B3aMMOJICHCTBUH C
noTpeOuTensIMu

HpOI/IBBOI[I/ITB OTITYCK JICKaAPCTBCHHBLIX IIPCIIApaTOB C CO6J'IIO)ICHI/ICM HpaBI/IJ'I22

NudopmupoBats noTpeOuTesNs o cpokax JeHCTBUS peenTypHbIX OJaHKOB

Heo0Oxoaumsie

@DopMbI pelienTypHBIX OJIAHKOB U MIPaBUIIA UX OPOPMIICHHS

3HaHUA

PannonaneHblii  BbIOOp  JIEKapCTBEHHOW  (QOPMBI € y4ETOM  HM3MEHEHHS
(bapMakOKMHETHKH U (apMaKoJUHAMUKH JIEKaPCTBEHHBIX IMpernapaToB y AeTei,
rpa)/1aH MOXWIOTO U CTapueCKOro BO3pacTa, KEHIIUH B MEpPHOJl OEPEeMEHHOCTH
WJIU B IIEPUOJ TPYAHOIO BCKapMIIMBAHUS

[lepeueHsb XU3HEHHO HEOOXOAMMBIX U BAXHEHUIIUX JIEKAPCTBEHHBIX IMPENapaToB
JUI. MEIUIIMHCKOTO TPUMEHEHHUS, TEPEYHM JIEKAPCTBEHHBIX MpenapaToB IJist
MEIUIIMHCKOTO TMPUMEHEHUS U MEAMIIMHCKHUX W3Jenuid, popMHUpyeMble B IHEISIX
MPEOCTABICHUS MEP COUAIBHON MOJIEPHKKH OTIAEIbHBIM KaTETOPUsM IpaxaaH
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B3anMogeiicTBue JIeKapCTBEHHBIX TPEMAapaTOB MEXIy COOOH, ¢ APYrHMH
NPpUHUMACMBIMH  JICKAPCTBCHHBIMU  IIpC€HiapaTaMy, MNHUIICBLIMA IIPOAYKTAMU,
QJIKOTOJIEM

TpeboBaHMsI MHCTPYKLUMH 110 MEIUIUHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOI'O
npenapara

Pucku mposiBieHus cMHIpOMa OTMEHBI IPU IPEKPALIEHUHM IPUEMa HEKOTOPBIX
KAaTeropui JICKApCTBEHHBIX IIPENapaToB

IIpaBuna  panMOHAIBHOTO  NPUMEHEHUS  JIGKaPCTBEHHBIX  IIPENaparoB:
JO3UPOBAaHUE, COBMECTUMOCTb, B TOM YHCII€ C IHIIEBBIMU IPOAYKTAMH,
JUIMTEJIBHOCTD TPUMEHEHUS

CoBpeMeHHBII aCCOPTUMEHT JICKAPCTBEHHBIX MpPENapaToB U TOBAPOB aNTEYHOTO
acCOpTHMEHTa

ToproBble HaMMEHOBAaHHS B paMKaX MEXKIYHAPOJHOIO HENAaTEHTOBAHHOTO
HanMCHOBaHUA n AHAJIOTUYHBIC JICKApCTBCHHBIC mpenaparbl B paMKax
(hapMakoJIOTHYECKO# TPYIIIBI ¥ MO KOJIaM aHATOMO-TEPaNeBTHUECKO-XHMUICCKOM
KJIaCCU(UKAITAN

OcHoBHBIE (hapMaKOIOTHYECKHE TPYIIIBI JEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH
UX IPUMCHEHUS

[IpaBuna © mNOpPSAOOK JAEUCTBUH IIpU 3aMEHE JICKAPCTBEHHBIX IIPENaparos,
Ha3HAUYE€HHBIX MEAULIMHCKUM paOOTHUKOM

MexaHu3Mbl (apMaKOJIOTHIECKOTO JEHCTBUS IPEnapaToB

MeToapl TOMCKA U OIEHKH (papMarieBTHIECKON HHPOpMAITTH

HopwMme1 gemoBoro oOIeHus U KyJlIbTYpbl, TPO()EeCCHOHAITBHOMN MTCUXOJIOTHH, STUKH
U IEOHTOJIOTUH

HApyrue
XAPAKTCPUCTHUKHU

3.1.8. TpynoBasi pyHkuus

HamnmeHnoBanue

[IpenocraBienne JONOJIHUTENBHON

oTpeouTeNs

YposeHnb
nHpopmanuu 006 0COOEHHOCTSIX

dopmart Kox | A/08.6 (10/1ypOBEHB) 6
MIPUMCHCHUA Ipenapara 1o 3anpocy KBanu(pHUKALHUHI

IIpoucxoxaeHue Tpy0BOH
byHKITIN

X 3auMCTBOBAHO

Opurnsan
13 OpUTHHAJIA

Kopn opurnnana  PerucrpallMOHHBIN HOMEp
MpodeCcCHOHAIBEHOTO
CTaHJapTa

TpynoBsie neicTBUs

KoHncynbrupoBanue rpaxaan o6 0COOEHHOCTSIX NMPUMEHEHHUS U HCIOJIb30BAHUS
MPeIJIOKEHHOTO JIEKapCTBEHHOTO Ipemnapara, B TOM YHCle O crocolax Mpuema,
peXKMMax JI03UpPOBAaHMs, TEPANEBTUYECKOM JIEHCTBUH, NPOTHBOINOKA3AHMUSX,
B3aMMO/JICHICTBUM JIEKApCTBEHHBIX MpEnapaTtoB IpH OJHOBPEMEHHOM IpHEME
MEXy cOOOH M (WIM) C MUIIEH, TpaBUIaX XpPaHEHUS B TOMAITHUX YCIOBUSX

[IpenocraBnenne wHpOpMaAIMU O HaXOAAMUXCSA B oOpamennn B Poccuiickoit
Qdenepanu JIEKapCTBEHHBIX TMpenaparax, HUX JJA03UPOBKaX, JIEKAPCTBEHHBIX
¢dbopMax, IIEHOBOM [Mama3oHe, a TakKe HUX MPOU3BOAUTENSIX IO 3ampocy
MEIULUHCKUX PAOOTHUKOB

[IpenocraBnenue uHPOpPMAIMM O BO3MOXKHBIX HEXKENATEIBHBIX PEAKIUSAX MPH
MIPUMEHEHHUH MPEUIOKEHHOTO JEKapCTBEHHOIO Ipenapara U MopsaKe AEHCTBHU
MIPU UX MPOSIBICHUU
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Oxa3aHue NOMOIIM B UHTEpHpeTaluu nHOpMaluy, NPUBEACHHON B HHCTPYKLIUU
110 MEAUIIMHCKOMY MPUMEHEHUIO MPEIOKEHHOTO JICKAPCTBEHHOTO ITpenapara

Perucrpamnus obpamieHuii morpedUTeNel 0 BOZHUKHOBEHUH MMOOOYHBIX JICHCTBHM,
HeKellaTeJIbHBIX peakiuid, CEPBE3HBIX HeKeJIaTeIbHBIX peakiuii,
HETIPEABUICHHBIX HEXeJaTeIbHbIX PEaKIUi MPU MPUMEHEHHH JICKapCTBEHHBIX
rpenaparos, 00 WH]JIMBUIYaJIbHOU HETEePEeHOCUMOCTH, OTCYTCTBUU
3¢ PEKTUBHOCTHU JIEKAPCTBEHHBIX MPEIIapaToOB

Heo0Oxoaumbie
YMEHUS

JloBOIUTH /10 TOTpeOHTENss B JMOCTYMHOH ¢opme HHGPOpMAIHMIO O MpaBUiIax
NPUMEHEHHS U XpaHEeHUS NIPEUIOKCHHBIX JICKAPCTBEHHBIX IPETapaToB

WutepnperupoBarb  MHPOPMALMIO, TNPHUBEICHHYI0O B  HHCTPYKLUH IO
MEIULUHCKOMY IIPUMEHEHHUIO MPEII0KEHHOI0 JIEKapCTBEHHOIO IIpenapara

Crpouts mpodeccuoHanbHOE OOIICHHE C COOJIIOJICHUEM JIeJIOBOTO JTHKETa U
(bapMarieBTHYECKON JICOHTOJIOTUU

[Tosb3oBaTbest mpuemMamMu 3PPEKTUBHBIX KOMMYHHKAIUI TP B3aMMOJICHCTBUH C
oTpeOUTeIIMU

CocTaBnaTh W3BEUICHHS O HEXENIAaTelIbHOW pEakuud WIH  OTCYTCTBUHU
TeparneBTHYECKOTo P (eKTa JISKapCTBEHHOIO Mpernapara, 0 MoOOYHBIX JICHCTBUSX,
0 xajobax moTpeduTenei

Heo0xoaumbie
3HAHUSA

[IpaBuna  panMOHANBHOTO  NPUMEHEHUS  JIGKAPCTBEHHBIX  IIPENaparoB:
JO3UPOBAaHUE, COBMECTUMOCTb, B TOM YHCIE€ C IHILEBBIMU IPOAYKTAMH,
JUIMTEJIBHOCTD TPUMEHEHUS

HpaBI/IJ'Ia XpaHCHUA JICKAPCTBCHHBIX MPCIIapaTOB B JOMAIITHUX YCIIOBUAX

B3aumopeiicTBue JIeKapCTBEHHBIX IpenapaToB MEXIy CO0OH, ¢ JIpyruMu
IIPUHMMAEMBIMHM  JIEKAPCTBEHHBIMU  IIpelapaTaMH, IHILEBBIMH IPOIYKTaMH,
QJIKOT0JIEM

HexenarenbHble peakiuu INpU MPUMEHEHUHM JICKAPCTBEHHBIX IIPEMNaparoB
pa3aMyYHbIX (PapMaKOJIOTUYECKUX TPy

TpeOoBaHUMsI HMHCTPYKIMH TI0 METUIMHCKOMY IPHUMEHEHHUIO JIEKapCTBEHHOTO
nperapara

MexaHu3MBbI (I)apMaKOJ'IOl"I/I‘-IeCKOl"O JIeHCTBUSA penapaTroB

MeToibl TOMCKa U OLIEHKH (apMalieBTHYecKol HH(opMaIiu

HApyrue
XAPAKTCPUCTHUKHU

3.1.9. TpynoBasi pyHkuus

HaumenoBanue

[IpoucxoxaeHue Tpya0Boi
GbyHKIUN

KOHcyHLTI/IPOBaHI/Ie MCOUILIMHCKHX
CIIEI[MAITMCTOB TIO JIEKAPCTBEHHBIM VPOBCHE
Kox A/09.6 (110/LypOBEHB) 6
npenaparam U MpoYrM TOBapam KBTI UKATTAH
AIlITCYHOI'O aCCOPTHUMCHTA
3auMCTBOBaHO
Opurunan X
13 OpHUTHHAJIA
Kon opurunana PerucrpanuonHsiii HoMep
podecCHOHANIBEHOTO
cTaHzapra

TpynoBsie neicTBUs

WNudopmupoBanue Bpauell 0 HOBBIX COBPEMEHHBIX JIEKAPCTBEHHBIX Iperaparax u
UX MIPEUMYIIECTBAX, CHHOHUMAX U aHaJIorax, O BO3MOKHBIX MTOOOYHBIX IEHCTBUAX
JIEKAPCTBEHHBIX IIPENAaparoB, UX B3aUMOJICUCTBUM C JAPYTMMH IPUHUMACMBIMHU
JICKapCTBCHHBIMU IPENapaTaMy U MUILEH
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KoncyneTuposanue MEIUIUHCKUX CHEIHaTUCTOB o BOMpOCcam
(hapMakOKWHETHKH U  (apMaKOJUHAMHUKH, a TaKKe B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MPENapaToB, UCIOJIb3YEMbIX B TEPANMH Pa3IMYHBIX 3a00JIeBaHUI

KOHCyJIBTPIpOBaHI/Ie MCIUIIMHCKUX CIHCHHUAJIMCTOB II0 IIpaBUJIaM O(I)OpMJIeHI/ISI
PEOCIITOB, OTIYCKa JICKAPCTBCHHBIX IIPECIapaToB, XpaHCHUA B OTACICHUIAX
MCIHUIIMHCKHUX OpFaHI/ISaL[I/IfI, B TOM YHUCIC HAPKOTHYCCKUX JICKAPCTBCHHBIX
IIpernapaToB U IICUXOTPOITHBIX JICKAPCTBCHHBIX ITPEIIapaToOB

Nzyuenne wuHGOpMAIMOHHBIX MOTpeOHOCTEH Bpaded W UHPOPMHPOBAHUE
MEIUIMHCKUX PA0OTHHKOB O TNPEHMYIIECTBAX HCIIOJIB30BAHUS JICKAPCTBEHHBIX
IpernapaToB M CXEM JIEYCHHUS C TOYKH 3pPEHHs] COOTHOUICHHUS <«3aTpaThbl —
3¢ PEeKTUBHOCTHY

OcyiiecTBiieHHEe B3aUMOJCUCTBUS C MEIULUMUHCKUMHU  CHEIUAIMCTAMH  Ha
paznuuHbiX  nudpoBeIx  Targopmax B MHMOPMALMOHHBIX  CHCTEMax
3/1paBOOXPaHEHUS

Heo0Oxoaumsie
YMCHHUS

I/IHTCpHpeTI/IpOBaTL MMOJIOKCHN HOPMATHUBHLBIX IPABOBBIX AKTOB, PEr'YJIMPYROLINX
O6paIIIeHI/I€ JICKAPCTBCHHLIX CPCACTB XU TOBAPOB AIlITCUHOT'O ACCOPTUMCHTA

OOO0OCHOBEIBATh NpeuMynieCTBa HCIIOJIB30BAHUS JICKAPCTBCHHBIX IIPCIIAPATOB, B
TOM YHUCJIC HOBBIX, C TOUKHU 3PCHUA COOTHOIICHUS «3aTpaThl — 3(1)(1)GKTI/IBHOCTI>»

[IpuMeHsATh pa3nuyHble METOABl M3Y4YeHHUs HHPOPMALMOHHBIX IMOTpeOHOCTEN
Bpayen

OcymiecTBiATh dPPEKTUBHBIE KOMMYHUKAIIMU B YCTHOM M MUCBMEHHOW (hopme ¢
KOJUIETaMH, MEIUIMHCKUMH DPAaOOTHUKAMH IpPU PEIICHHH NPO(HEeCCHOHANBHBIX
3aJa4d Ha MPUHIUIIAX JEOHTOJIOTUI

ITonb3oBarbes COBPEMEHHBIMU MH(POPMALMOHHO-KOMMYHUKALMOHHBIMU
TEXHOJIOTUSIMU, MPUKJIAJHBIM MPOrpaMMHBIM oOecrieueHrneM (apMaleBTUUECKON
JesITeIbHOCTH 151 pelIeHus Npo(ecCHOHANBHBIX 3a/1a4

Heo0Oxoaumere
3HAHUS

[TonoxxeHHsT HOPMATUBHBIX TPAaBOBBIX AaKTOB, PETYJIHPYIOIIUX OOpalieHue
JIEKAPCTBEHHBIX CPEJCTB U TOBAPOB AlITEYHOI'0 aCCOPTUMEHTA

CoBpeMEHHBII ~ aCCOPTUMEHT  JIEKAPCTBEHHBIX  IPEMapaToB  Pa3INYHBIX
(bapMakoJIOTHYECKUX TPYII, UX XapaKTEPUCTUKH, MEAMIMHCKUE MOKa3aHWUs U
CHOCOOBI NMPUMEHEHMS, TPOTUBOMOKA3aHMsl, MOOOUHbIE IEHCTBHS, CUHOHUMBI U
aHaJIOTU; TOBAphbl allTEYHOI'0 ACCOPTUMEHTA

ACCOPTUMEHT HOBBIX JIEKQpPCTBEHHBIX CPEJICTB JJIs JIEUEHUS PA3IUYHBIX
3a00JeBaHUN, MX TNPEUMYILECTBA, B TOM 4YHCIE C TOYKH 3PEHUS «3aTpaThl —
3G (HEKTUBHOCTHY

MCTOI[LI (I)apMaKOBKOHOMI/I‘-IeCKOI\/II OLICHKU TNPCUMYHICCTB  HUCIIOJIB30BAHUA
JICKAPCTBCHHBIX MPEIapaToOB U CXEM HeKapCTBCHHOﬁ TCparnnn

OrpanuueHus, HajlaraeMmble Ha  (apMaleBTUYECKUX  PAOOTHUKOB  TIpH
OCYIIECTBICHUN UMHU TTPOPECCHOHATILHON JEATETHHOCTH

OCHOBBI KIMHHYECKON (papMakoIOTHH; MPUHIUIBI (apMaKoTepanuu € y4eTOM
(apMaKOKMHETUKH U (hapMaKoJMHAMUKH JIEKApCTBEHHBIX CPEICTB

HApyrue
XaPAKTCPUCTUKHU

Cobmoienue  MOpalbHO-3TUYECKUX HOPM B pamMKax mIpodecCHOHaIbHOU
JESITEIBHOCTH

3.1.10. TpynoBas ¢pyHKuus

ConelicTBrE MPOBEACHUIO YposeHb
HaumeHoBanue MEpOTPUSITHI IO (POPMUPOBAHUIO Kon A/10.6 (1I0/1ypOBEHB) 6
3JI0pPOBOTO 00pa3a KU3HU KBaIM(pHUKALMH

IIpoucxoxnenue TpyaoBoit
byHKITIN

X 3arMCTBOBaHO

OpuruHan
13 OpHUTHHANA
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Kon opurnnana PerucrpanunoHHbiii HOMep
po(eCCHOHATHHOTO
CTaHIapTa

TpynoBsie nercTBUs

[IpoBenenue MpOCBETUTENHHON pabOTHI MO (POPMHUPOBAHUIO 3I0POBOTO 00pasa
YKA3HU CPEIU IPAXKIAH — [IOCETUTENEN allTEYHON OPraHU3aIuu

CopelicTBHe PACIIMPEHUIO 3HAHWN HACEJIEHUs O MpaBUiIaxX pPaLMOHAIBHOTO MU
0€30IacHOTO TPUMEHEHHUS JIEKAPCTBEHHBIX NpenapaToB, B TOM 4YHCIE O
HEOO0XOAUMOCTH KOHTPOJIL CO CTOPOHBI MEIMLIMHCKOro paOOTHHUKA IpU IpHUEMe
PELENTYPHBIX NIPENapaToB

CopeiicTBHE yNyUIICHUIO TIPUBEPKEHHOCTH HA3HAUEHHOT'O Kypca JICUSHHUSI

[IponsuxeHue KyabTypbl OTBETCTBEHHOT'O OTHOIIECHHUS K COOCTBEHHOMY 3/I0POBBIO
CpPEAU TPAXKJIaH — MOCETUTENIEN aNTEYHON OpraHu3alu

PazpaGoTrka M peanuszanus NporpaMM TEMAaTHYECKOTO KOHCYJIBTUPOBAHMS I10
BOIIPOCAM, HAaIpaBJIEHHBIM Ha BEIECHME 3JI0POBOr0 00pasa *KU3HU U YIydlLICHHE
KayecTBa JKM3HM HaceleHUs (Ha HCKIIOUEHHE WM COKpallleHHe JeWCTBUS
MOBEJICHUECKUX (AaKTOPOB PHCKA, K YUCIY KOTOPBIX OTHOCSTCS YHNOTpeOseHue
Tabaka, BpeHOe NOTpeOIeHNe aKoroJisi, HepallMOHAJIbHOE MUTAaHUE, OTCYTCTBUE
(bHU3MUECKON aKTUBHOCTH, a TAKIKE HEAJAIITUBHOE MPEOJIOJICHUE CTPECCOB)

NudopmupoBanne o TOJb3€ W TPaBWIAX MCIOJB30BAaHUS MPOYMX TOBAPOB
anTEYHOTO0 aCCOPTUMEHTA (Ae3MH(PUIMPYIONINE CPECTBA, MPEIMETHI U CPEJCTBA
JUYHOM TUTHEHBI, MOCyAa Il MEOUUMHCKUX LEeJed; MpeaMeTbl U CpeACTBa,
NpeAHa3HauYeHHbIE NI yXoAa 3a OOJbHBIMH, HOBOPOXKJIEHHBIMU M JIE€TbMH, HE
JOCTUTIIMMHU BO3pacTa TpeX JIET, OYKOBas ONTHKAa M CPEACTBa yXoJla 3a Hel,
MUHEpaJIbHBIE BOJABI, MPOAYKTHI JIEYEOHOTO, AETCKOTO U JUETHYECKOTO MUTAHUS,
OMOJIOTMYECKH aKTHBHBIE NOOaBKH, MapproMepHble U KOCMETHYECKHE CpEe/CTBa,
MEIUIIMHCKUE i CaHUTAPHO-TIPOCBETUTEIHHBIE TeYaTHEIC H3JIaHUA,
MpeHa3HauYeHHbIe AJIs IPOMaraH/sl 3I0pOBOT0 00pa3a KU3HU)

HeoOxoaumeie
YMEHHUS

[TpoBOAUTH MPOCBETUTETBHYIO PAOOTy € TpaKJaHAMU — MOCETUTEIISIMUA allTEYHOMN
OpraHu3aluu

NudopmupoBath norpeduTeneld mo BonpocamM, CBI3aHHBIM C MIPOYUMH TOBapaMu
anTe4YHOro aCCOPTUMEHTA

Crpouth npodeccruoHambHOE OOIICHHE C COONIOACHHUEM JEIOBOTO AITHKETa W
(hapmalleBTUUECKOM 1e€OHTOIOTUI

[Tosb30BaTbest mpueMamMu 3PPEKTUBHBIX KOMMYHHKAITUH TP B3aUMOJICHCTBUH C
MOTPEOUTENIMU

Heo0Oxoaumere
3HAHUSI

Ocobennoctu (popMUPOBAHUS 3I0POBOTO 00pa3a KU3HU

Oco0eHHOCTH UCHOIH30BaHUS IMPOYrX TOBAPOB aAlITCYHOI'O aCCOPTUMEHTA

HOpMBI ACJI0BOIo O6H_ICHI/I$I " KYJIbTYPHI, HpO(I)CCCI/IOHaHBHOf/'I IICHUXOJIOTUH, OTUKHU
1 ICOHTOJIOTNH

[IpaBuna  panuoHa’IbHOrO  NPUMEHEHMS  JIEKAPCTBEHHBIX  IPENApPATOB:
JIO3UPOBAHUE, COBMECTUMOCTh M B3aUMOJICHCTBUE, B TOM YHCIIE C MUIIEBBIMHU
MPOAYKTaMH, JEKAPCTBEHHBIMHU IpenaparaMy, NpaBUjia XPaHEHUS B JOMAIIHUX
YCIIOBHSX

HApyrue

XapPaKTCPUCTHKU

3.2. O0001menHas TpyaoBasi QyHKIMS

HanmenoBanue

OnroBas TOPIroBJIsd JICKAPCTBCHHBIMU
cpeacTBaMu KBaTH(pUKAITIH

Kox B YpoBeHb 6




IIpoucxoxaeHue
00001EeHHOI
TPYAOBOH (QyHKINN
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Opurnnan

X 3aMMCTBOBAHO U3
OpHUrHHANa

Kon Peructpaunonusiii Homep
OpHUTHHANIA po(e€CCHOHATIBHOTO CTaHAapTa

Bo3MoxHEIE
HaVMEHOBaHUS
JIOJDKHOCTEH,
npodeccuit

®dapMmaiieBT
[IpoBusop

TpeboBanus
00pa3oBaHMIO U
00yUYeHUIO

Cpennee mpodeccnoHaibHOE 00pa30BaHUE — MIPOTPAMMBI IIOATOTOBKHU
CIEIHUATMCTOB CPETHETO 3BEHA 10 CIeNUANTBHOCTH «Dapmariusi»
5010%1

Briciiee 06p330BaHI/Ie — CIICHUAJIMUTCT I10 CIICOHMAaJIbHOCTH «CDapMaI_[I/IH»

TpebGoBaHus K ONBITY | -
MPaKTUYECKOU
paboThI

Oco0bie ycroBus
JOIyCKa K paboTe

Hanmuaue CepTI/I(l)I/IKaTa CricnuaJincra njin CBUACTCIILCTBA 00 AKKpcauTanuu
CreIuaircTa

[Tepconain, paboTaromiuii ¢ MPOAYKIIHUEH, B OTHOIIEHHH KOTOPOU YCTAaHOBJICHBI
OoJiee JKeCTKUE yCIoBHsI 0OpalieHus (OrHEeOMacHbIe, B3PHIBOOIIACHBIE,
JIETKOBOCTUIAMEHSIIOIIUECS, JIETKOTOPIOYHE, PAAMOAKTUBHBIE MaTEPHAIbI,
JIEKapCTBEHHBIE CPEACTBA, MOAJIEKAIE 0COO0OMY KOHTPOIIIO, TEPMOJIA0HIIbHEIE
JIEKapCTBEHHBIE CPENICTBA), TOJDKEH MPOUTH CTICIIMATIBHYIO MTOATOTOBKY

Hpyrue

XapPaKTCPUCTHKHU
KHU3HHU

JononHurensHoe npodeccroHaibHoe 00pa30BaHUE — MPOTrPAMMBI OBBIIIEHUS
KBaJIM(UKAIIMK HE Pe’Ke OJJHOTO pa3a B IATH JIET B TEUEHUE BCEHl TPYI0BOM

I[OHOJ'IHI/ITGHBHLIC XapPaKTCPUCTUKU

HanmenoBaHnue 6a30B0ii IpyIIIbL, JOJKHOCTH

Haumerosarue fokymenTa Koz (mpodeccun) WK crenuanbHOCTH
OK3 2262 [IpoBu3opsl
3213 dapmarieBThI
EKC - [IpoBuzop
- ®dapmarnesT
OKIIATP 25850 [TpoBu3op
25856 [IpoBu30p-TEXHOIOT
27309 dapMmareBT
OKCO 3.33.02.01 | dapmarnus
3.33.05.01 | dapmarus
3.2.1. TpynoBasi pyHkuus
PaboTa ¢ M”HCTUTYIIMOHATBHBIMH v
HaumenoBanue NOTPCOMTEIIMH 110 IIPHEMY 1 Kon B/01.6 (Hoz[I;(;)]z)z};L) 6
00paboTKe 3asBOK Ha P S—
JIEKapCTBEHHBIE CPE/ICTBA




IIpoucxoxaeHue Tpya0Boi

¢GbyHKIAN
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X 3auMMCTBOBAHO

Opurunan
U3 OpUTHHAJA

Kon Peructpanuonssiii Homep
OpHUTHHAJIA po¢eCCHOHATHHOTO
CTaHgapTa

TpynoBsie
JNEUCTBUSA

OmnpeneneHre MOTPEOHOCTH B JICKAPCTBEHHBIX CPEJICTBAX M TOBAapax anTeYHOTO
acCOpTHMEHTa

IIpuem u oneHka 3aka30B OT MOTpeOuTeNel, ONpeaeIeHHbIX B 3aKOHO/IATEILCTBE
Pocculickoit denepanuun

OHGHKa BO3MOXHOCTH IIOJIHOIO MM YaCTUYHOI'0 YAOBJIICTBOPCHHUA 3aKasa,
KaJIbKYJISAOUA U COIJIaCOBAHUC LICHBI 3aKa3a

CormacoBanue CPOKOB ITOCTaBKHU W KOMINJICKTHOCTHU 3adKa3a € y4C€TOM CO6JHOI[CHI/ISI
YCJIOBI/Iﬁ XPaHCHUS, OCTATOYHOI'O CPOKAa r'OAHOCTH

HpOBepKa NpEeaACIIbHBIX OTIYCKHBIX HOCH IIPHU 3aKYNKC W3 IMCPCUHA XHU3HCHHO
HeO6XOI[I/IMBIX 1 BaXKHEHIITNX JICKApPCTBCHHLIX ITPCIIaAPaTOB

OcymiecTBieHne TPOBEPKH HEOOXOAMMOW JOKYMEHTAlliM W OOOCHOBaHHE
mpearaeMoi eHbl IS 3aKITI0YCHHS] KOHTPAKTOB

Pa3paboTka CTaHJAPTHBIX OIEPALMOHHBIX npouenyp c y4eTOM
MHCTUTYLIMOHAJIBHBIX OOCTOSTENILCTB U PHIHOYHBIX YCIOBUM

KOMHHCKTaHI/ISI 3aKa3a JICKApCTBCHHBIX CPCACTB W  TOBAPOB  AIITCYHOI'O
ACCOPTUMCHTA B COOTBCTCTBHH C 3asIBKOM HOTpe6I/ITeJ'I$I

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

HeoOxoaumeie
YMEHHUS

AHanu3upoBaTh  3aiBKM  IOTpeOUTENed  JIEKapCTBEHHBIX  CPEACTB IO
HaVMEHOBAHMAM, J03UPOBKAM, KOJIMYECTBY

HpOBOI[I/ITB KaJIbKYJIAHUIO 3asIBOK

OCYIIIGCTBJ'I?ITI) YUCT JICKAPCTBCHHBIX CPCACTB U TOBAPOB AIITCUHOT'O AaCCOPTUMCHTA

OCYH_ICCTBJ'ISITL IMPOTrHO3UPOBAHUC l'IOTpe6HOCTI/I JJI 3aKYIIOK

[IpoBomuTh OIEHKY ¥ OJ0OpEHHE TIOCTABIIMKOB C IIEJIbIO TOATBEPIKICHUS
COOTBETCTBHS YCTAHOBIIEHHBIM TPEOOBaHUSM

[IpoBoauTh OIEHKY U OJOOpPEHHE 3aKa3uuKoB (ToJy4yaTened) ¢  IeJNbio
MOJITBEPXKICHUS JESITEIbHOCTH, OTHOCSMIEHCS K O0OpalleHHIo JIEKapCTBEHHBIX
CpPENCTB

IIpon3BOAUTE OLICHKY KayeCTBA JICKAPCTBEHHBIX CPEICTB U TOBApPOB ANTEYHOIO
ACCOPTHMMEHTA 110 BHEITHEMY BUJY, YIIAKOBKE, MAaPKUPOBKE

O(bOpMJ'IHTL OTYCTBI O HGJIOGPOKa‘-ICCTBeHHLIX JICKApCTBCHHBIX CPCACTBAX U
TOBapax aliTCYHOro aCCOPTUMEHTA

[Tons30BatTbcs KOMITBIOTEPU3UPOBAHHOM CHUCTEMOM YIIpaBJICHUSA 51
WHPOPMALIMOHHBIMM ~ TEXHOJOTMAMH,  BKJIOYass  0OOpyIOBaHHWE  CHUCTEMBI
MOHUTOPHHIA JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB

ITonp3oBarbes npueMamMu 3PGEKTUBHBIX KOMMYHUKAIMH MPU B3aUMOJICHCTBUHU C
KOJUIETaMH U TOTPEOUTENIMU

Heo0Oxoaumsie
3HAHUA

TpeboBanust CornameHus O €IMHBIX MPUHLUUIAX W IpaBUIaxX OOpaleHHs

. 24
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3suiiCKOr0 3KOHOMHYECKOrO CO03a”
[IpaBun Hagiexameil AUCTPUOBIOTOPCKOM NpakTUKW B paMkax EBpasuiickoro

9KOHOMHYECKOTI'O COIO?)EI2

TpeboBanust 3akoHOnarenbcTBa Poccuiickoit ®Penepaunu W HOPMATUBHBIX
IIPABOBBIX AKTOB, PETYJIUPYIOIIUX JIESTEIbHOCTh B c(hepe 3aKyIloK

OCOoOCHHOCTH ~ OMUCAHMS JIGKAPCTBEHHBIX IpEMNapaTtoB sl MEAMIIMHCKOTO
IPUMEHEHMs],  SBIIOIIMXCS ~ OOBEKTOM  3aKymKh Ui oOecreueHHs
rOCYAapCTBEHHBIX U MYHUIIUIIATIbHBIX HYXK]{
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[lepeuens motrpeduTeneil, KOTOPHIM MOXKET OCYILECTBISATHCS ONTOBAs MPOAaKa WIH
nepeiadya JEKapCTBEHHbBIX CPENICTB

HopmaTuBHble mNpaBOBBIE aKThl, PETYIHpYIOIIME OOpalleHue JeKapCTBEHHBIX
CPEICTB ¥ TOBAPOB alITEYHOI'0 ACCOPTUMEHTA

JlunieHsuoHHble ~ TpeOOBaHUS  NpPU  OCYIIECTBIECHUH  (apMaleBTUUYECKOM
NEeSATEIbHOCTH

['ocynapcTBeHHBIN peecTp JEKapCTBEHHBIX CPE/ICTB

AKTyalbHBII aCCOPTUMEHT JIEKApCTBEHHBIX CpPEIACTB M TOBApOB AalTEYHOI'O
aCCOPTUMEHTA

OcHoBHBIE (hapMaKOJIOTHIECKUE TPYIIIHI JIEKAPCTBEHHBIX CPEJICTB

HpaBI/ma YCTAHOBJICHUA HOCH Ha JICKAPCTBCHHBLIC CpCACTBA, B TOM YUCIIC
BKIIFOYCHHBIC B IIEPCUCHDb ) KU3HCHHO HeO6XOI[I/IMLIX 1 Ba)KHEHIITNIX JICKAPCTBCHHBIX
IperapaTroB, U Ha TOBAPhI AlITCUHHOI'O aCCOPTHUMCHTA

BKCHepTHHe MCTO/JIbl OCHKH U ITPOTHO3UPOBAHUA, SIIMACMHOJIOTHYCCKHUEC JaHHBIC

HOpHI[OK M IIpaBuJia OTIIYCKA HAPKOTHYCCKHUX U ICUXOTPOIIHBIX JICKAPCTBCHHBIX
CpCacCTB

MCTOI[BI OIPCACIICHUSA U 000CHOBAHMS HAYAIBHBIX MaKCUMAaJIbHBIX ICH KOHTpaKTa

Monenu 3aKYIIOK U YIIPAaBJICHUS 3allaCaMu

VcTounnkn (pUHAHCHPOBAHUS M CUCTEMBI TOCTABOK

OCHOBBI aHTUMOHOIIOJIEHOT'O 3aKOHOJaTC/IbCTBA Poccuiickoit qbez[epam/m

WudopMaiiMoHHble CUCTEMbI ¥ HHPOPMAIIMOHHBIC TEXHOJIOTHH, HCIOJIb3yeMbIe B
(hapMaIreBTHYECKON OpraHu3anun

HpaBI/IHa ,Z[O6p0COBCCTHOI>i KOHKYPCHLIUN, IIpaBUJIa STHYHOI'O MIPOABUIKCHUS
JICKApPCTBCHHBIX CPCJACTB U TOBAPOB AlITCUHOT'O aCCOPTUMCHTA Ha PBIHKC

TpeGoBaHMsI CaHUTApHOTO peXUMa, OXpaHbl TpPyHAa, MOXKApHOW OE30MacHOCTH,
OXpaHbl OKPYKArOLIEN Cpeibl, MOPSAAOK JEHCTBUN B UPE3BBIYANHBIX CUTYaUsAX

Hpyrue

XaPaAKTCPUCTHUKHU

3.2.2. TpynoBasi pyHkuus

IToctaBka JIeKapCTBEHHBIX CPE/ICTB YpoBeHb
HaumeHoBauue WHCTUTYIIHOHATBHBIM Kox B/02.6 (oypoBeHs) 6

IOTpeGUTENM KBaTMQrKaLiy
IIpoucxoxaeHue TpyaoBoi Opurnnan X 3anMCTBOBaHO
GbyHKIUN W3 OpUTHHAJA

Kon Peructpauuonssiii Homep
OpUTHHAJIA poeCCHOHATBHOTO
CTaHgapTa

pr,[[OBLIC KOHTpOH]J COOTBCTCTBUA MMOATOTOBJICHHBIX K OTI'PY3KC JICKAPCTBCHHLIX CPCIACTB U
JEUCTBUSA TOBapOB alITEYHOT'O0 ACCOPTUMEHTA 3aTPEOOBAHHOMY CITHCKY

KOHTpOJ'IL MOATOTOBJICHHBIX K OTIPY3KE JICKAPCTBCHHLIX CpPCACTB M TOBApPOB
alITCYHOI'0 AaCCOPTHUMCHTA Ha COTJIaCOBAHHBIN MoJIyJyaTejieM M OTIIPaBHUTCIEM
OCTaTOYHBIH CPOK 'OOHOCTHU

OTrpy3ka JE€KapCTBEHHBIX CpPEACTB M TOBAapOB AaNTEYHOTO ACCOPTHMEHTA
OTpPeOUTEIIO

OOecrieueHre HAIUICKAIEH pPErUCTpAllUU, XPaHEHHs ¥  TPAHCHOPTHPOBKU
JIEKApPCTBEHHBIX CPEJICTB, TPEOYIOIMX 0Cco00ro oOpaimeHus (HaApKOTHYECKUE
CpCACTBA, MCHUXOTPOIMHBIC BCHICCTBA U UX IMPCKYPCOPBHI, CHHLHOﬂeﬁCTBYIOLHHC n
SITOBUTHIE BEIIECTBA), TEPMOJIAOMIIbHBIC)
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ObecrieyeHre  HaJJIekKAIIEr0  XpAaHEHUS U TPAHCHOPTUPOBKH  OMACHBIX
(BBICOKOAKTUBHBIX) U PAJAMOAKTUBHBIX JIEKAPCTBEHHBIX CPEJICTB

[IpoBepka oTCyTCTBUS CepUid, MOAJIEKAIIUX HUIBATUIO U3 TPAKIAHCKOr0 000poTa,
IIPU OTIPY3KE COOPAHHBIX IO 3asBKE JICKAPCTBEHHBIX CPEACTB U TOBAPOB alITEYHOTO
aCCOPTHMEHTA

VYperynupoBanue BOIPOCOB BO3BpaTa JIEKAPCTBEHHBIX CPEACTB U TOBApOB
anTeyHOro aCCOPTUMEHTA OT oTpeduTeseit

IIpoBepka BBINIOJIHEHMS IIOCTABKHM II0 YKa3aHHOMY aApecy W pa3MEILIEHUs B
IIOMEUICHUAX MOJy4daTess

KoHTpoJib TpaHCHIOPTUPOBKH JICKAPCTBEHHBIX CPEJACTB M TOBApPOB AalTEYHOI'O
ACCOPTHMEHTA B YCJIOBHSX, OOCCIICUMBAIONIMNX HX COXPAHHOCTh U IEIOCTHOCTD,
3alUTy OT BO3JCHCTBUS (AKTOPOB  OKpPYKAMOIIEH Cpeabl, COOIIOACHHE
HEOOXO0JMMOT0 TEMITEPATYPHOTrO pexuMa (YCIOBUI XpaHEHHs), a TAKXKE 3aIlUTy OT
dbanbcupukanum

Pazpa®oTka CTaHZapTHBIX  ONEPALMOHHBIX  MHpOLEeayp  OOCIyXHBaHUS U
OKCIUTyaTallil TPAHCHIOPTHBIX CPEICTB M OOOPYIOBaHUS, MOPSAAKA NEHCTBUU MPHU
BO3HUKHOBEHUU OTKJIOHEHU NPU TPAHCIIOPTUPOBKE, YCTAHOBIIEHHBIMH IIPaBUIAMU
Hagnexameld TpaHCIOPTHPOBKM M XPaHEHUs JIEKAPCTBEHHBIX IPENapaToB UL
MEIULMHCKOIO IPUMEHECHUS

Pabora mo paccienoBaHHIO NMPETEH3WH K KaueCTBY JIEKAPCTBEHHBIX CPEICTB H
TOBApOB AlTEYHOI'O0 ACCOPTUMEHTA, IOJIYUYEHHBIX OT MOKYIaTesnel (nmoaydaresnei)

KoopauHupoBaHue ¥ CBOCBPEMCHHAs OpraHU3aldsl OT3bIBA JIEKAPCTBEHHBIX
CpEeACTB U3 00paICHUs

Ilepeqaua faHHBIX B CHCTEMY MOHUTOPHMHIa JIBUXKEHUS JIEKAPCTBEHHBIX
IIpenapaToB

Heo0Oxoaumsie
YMEHUSA

OdopMnsaTh OKYMEHTHI O TIOCTaBKE B COOTBETCTBUU C YCTaHOBIIEHHBIMH
TpeOOBaHUSIMHU

OO0ecrieunBaTh MMPOCJICIKUBACMOCTDb ABUIKCHUSA JICKAPCTBCHHBIX CPEACTB U TOBAPOB
AIlITCYHOI'O aCCOPTUMCHTA IMTYTEM BCACHUA U XPAHCHUA 3amnmucen

Opranu3oBbIBaTh XpaHEHHUE TOKYMEHTOB B COOTBETCTBHUU C YCTaHOBIEHHBIMU
TpeOOBaHUSIMHU

WudopmupoBaTh  MHCTUTYLIMOHAJIBHBIX  HOTpeOuTENed 00  U3MEHEHUsX
aCCOPTHMEHTA ONTOBOH (papMaleBTUUECKON OpraHN3aluu

OdopmIIsITh BO3BpAT JIEKAPCTBEHHBIX CPECTB OT MOTPEOUTEIS

AHanu3upoBarh U JOKYMEHTHUPOBATh NPETEH3MUHU, CIIy4ad BO3BpaTa, MOJO3PEHHUS B
(banbcuuKanuy, a Tak’Ke OT3bIB JIEKApPCTBEHHBIX CPEJCTB U3 00palleHus

OneHuBaTh BO3BPALLEHHBIE JIEKAPCTBEHHBIE CPEICTBA C LEJNBI0 BO3MOXHOTO
MIPUHSATHUS PELIEHUS O TIOBTOPHOW ITOCTaBKe

BbiOupare TpaHCHOPTHYIO Tapy M YIAKOBKY C YY€TOM YCJIOBUH XpaHEHUS H
TPaHCIOPTUPOBKHU, MPEANONaraeMblXx KoJeOaHUW TeMIepaTypbl OKpyKarolei
Cpelpl, MpEANoJaracMod MaKCUMaJbHOM JJIMTENBHOCTH TPaHCIOPTHUPOBKH,
BKJIIOYasi BpEMEHHOE XpaHEHHE Ha TAMOKEHHBIX CKJIaJlaX

MapkupoBaTh TPaHCHOPTHYIO Tapy M UIACHTU(UKALUN COJACPKHUMOTO U
HUCTOYHUKA €ro MPOUCXOXKJEHUS C Yy4eToM TpeOoBaHUIl MO oOpaleHuo |
XPaHEHHUIO, a TAKXKe HEOOXOAMMBIX Mep MPEAOCTOPOKHOCTH

OcymecTBIATh padoTy C MPETCH3USIMH KIHEHTOB

CoOupats HHPOPMALIUIO TIO CEPUSAM JIEKAPCTBEHHBIX CPEJICTB M TOBApaM arTeqHOro
aCCOPTUMEHTA, MOAJESKAIIMX U3BIATUIO U3 TPAKIAHCKOT0 000poTa

[IpoBepsiTh COOTBETCTBHME I1I€H Ha >KU3HEHHO HEOOXOJMMbIE W Ba)KHEHIIHE
JIEKapCTBEHHbBIE MpeNnapaThl rOCyIapCTBEHHOMY pPEeCTpy MpPEACNIbHBIX OTIYCKHBIX
LIEH TPOU3BOJUTENIEN HA JIEKAPCTBEHHBIE IIPENapaThl
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AHanu3upoBaTh M  OLEHHMBAaTh PE3YJAbTaThl COOCTBEHHOW  JESTEIBbHOCTH,
NESITEeNbHOCTH KOJJIET M paOOTHUKOB cepbl METUIMHCKUX — YCIyr  JUIs
HPEAYNPEeKACHUST NPO(PECCHOHATIBHBIX OMMOOK W MHHUMM3ALUH PUCKOB IS
noTpeOuTENs

HeobOxonnmeie
3HAHUSA

TpeboBanust Cornamenuss O €AMHBIX MPUHIUIAX U MpaBWiIax oOpalleHus
JIEKApCTBEHHBIX CPEJCTB B paMKax EBpa3suiicKOro 3KOHOMHUYECKOTO CO03a, MPaBHII
HaJUIe)Kaleld  JTUCTPUOBIOTOPCKOW  MpPAaKTUKA B paMkKax  EBpa3zuiickoro
SKOHOMMYECKOT'0 CO03a

JIunieH3MOHHbIE TpPeOOBAHUS M YCIOBUS OCYIIECTBJICHUS (apMaleBTUYECKOM
NEeSATETbHOCTH

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

TpeboBaHusi K OTYETHOM JIOKYMEHTallUH, CTPYKTypa M COCTaB OTYETHOU
JOKYMEHTaluu

[Topsnok yuera IBUKEHUS TOBApa, IPUHATHINA B OpraHU3aluu

MeTonel TOWCKa MW OUEHKH uWH(pOpManuu, pecypchl ¢ uHbopmanuend o
HeZ00POKaYECTBEHHBIX, (haTbCUPUIIMPOBAHHBIX U 3a0paKOBAaHHBIX JIEKAPCTBEHHBIX
CpEICTBAX, M TOBApaxX alTe€YHOI'0 aCCOPTUMEHTA

HpaBI/IJ'Ia IIPUEMKH TOBApa, COCTAB U CTPYKTYpa COIIPOBOAUTCIIBHBIX JOKYMCHTOB

[lepedyeHb XKM3HEHHO HEOOXOIMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX IPENapaToB
JUISL MEIULIMHCKOIO IPUMEHEHUs, B TOM YKCJIE [0 TOPrOBBIM HAUMEHOBAHUAM

[Topsimox odopMiIeHHSI BO3BpaTa JIGKAPCTBEHHBIX CPEJICTB M TOBAPOB aAlTCYHOTO
aCCOPTHMEHTA OT MOTpeOuTenei

[Topsiok paboThI B cUCTEME MOHUTOPUHTIA JIBUKEHUS JIEKAPCTBEHHBIX IPENapaToB

[IpaBuiia genoBoro oOueHUs, KyIbTyphl U TPO(HECCHOHATBLHOM STUKU

MeTo bl ¥ TPUEMBI YPETYJINPOBaHUSI IPETEH3UI MoTpeduTenen

TpebGoBaHust oxpaHbl TpyJla, MEphl MOXKAPHON OE30MaCHOCTH, MOPSIOK IACHCTBUSA
IIPY YPE3BBIYANHBIX CUTYALUAX

HApyrue
XAPAKTCPUCTUKHU

3.2.3. TpynoBasi pyHkuus

Pabota ¢ ToBapHBIMHU 3amacamMu YpoBeHb
Hanmenoanue JIEKapCTBEHHBIX CPEACTB U TOBAPOB Kox | B/03.6 (I0LypOBEHB) 6

arTe4YHoro aCCOPTUMEHTA KBaJMHKALHH
IIpoucxoxaeHue TpyaoBoi Opurnnan X 3anMCTBOBaHO
byHKITIN 13 OpUrMHaIa

Kon Perucrpannonusiii Homep
OpHUTrHHaJIA npodeccnoHaTEHOTO
cTaHaapTa

Tpynoseie ObecrieyeHre HaAJEXKAIETO XPAaHEHUS JIEKAPCTBEHHBIX CPEICTB MU TOBApOB
JNENUCTBUSA alTeYHoOro acCCOPTHUMEHTAa C Y4Y€TOM Mep, HaIpaBIIEHHBIX Ha IPEIOTBpAIEHHE

pacchlllaHusi,  HapylIEeHUs  I[eJOCTHOCTH  YMAaKOBKH, KOHTAMMHAaUUU U
nepenyThIBaHUs

OOecrieueHre HAUICKAIIETO XPAaHEHUS JICKAPCTBEHHBIX CPEJICTB, TPEOYIOMIUX
ocoboro oOpaieHus: (HApKOTUYECKUE CPEICTBA, TMCHXOTPOIHBIC BEIIECTBA M UX
MIPEKYPCOPHI, CUITLHOACHCTBYIOINTNE U STOBUTHIC BEIIECTBA), TEPMOJIAOUIIHHBIC)

IIpoBepka OTCYTCTBUSI BHMJIMMBIX IOBPEKICHUN NpU INPUEMKE JEKAPCTBEHHBIX
CPEICTB, KOTOPHIE MOIJIM BOZHUKHYTh B IIPOLIECCE TPAHCIIOPTHUPOBKHU

KOHTpOJIB CPOKOB roaHOCTH JICKAPCTBCHHLIX CPCACTB
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MapkupoBKa 30H XpaHEHUs MTPOTYKIIUH, CTeUTaken (1KkadoB)

OOecnieueHre COOTBETCTBHS YCIOBHI XpaHEHHs JICKapPCTBEHHBIX CPEJICTB H
TOBApOB AIITEYHOI'0 ACCOPTUMEHTA YCTAaHOBJICHHBIM TPEOOBAHUAM

OOecneuenne BeleHUS JOKYMEHTAIlMM O TMPHEMKE, XPaHEHHUH M YHUYTOKECHUH
JIEKAPCTBEHHBIX CPEICTB U TOBAPOB AlITEYHOI'0 aCCOPTUMEHTA

[IpoBepka u perucrpanuss napaMeTpoB BO3AyXa B IIOMELICHHSAX XPaHCHUS
(hapmaleBTUYECKOI Opranu3alnun

MapkupoBKka U pa3MeEIEHUE B CIELUAIbHO BBIJIEICHHON (KapaHTUHHOW) 30HE
HEe100pOKaYECTBEHHBIX, KOHTPa(aKTHBIX U (hanbcu(PUIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, BBIABICHHBIX IIPU OTTPY3KE, OTACIBHO OT JIEKAPCTBEHHBIX CPEICTB
HaJJIeXkKAILEero KayecTna

Be;[eHHe OTUYCTHBIX TOKYMCHTOB I10 IBHKCHHUIO TOBApa B OIITOBBIX OpPTaHU3aAlUAX

[lepeqaua nmaHHBIX B CHUCTEMY MOHUTOPUHIA JIBIDKCHHUS JICKapCTBEHHBIX
MpernapaToB

Heo0xoaumbie
YMEHHSI

Bectu xypHasibl perucTpaluy MapamMeTpoB BO3AYyXa, y4€Ta CPOKOB T'OJIHOCTH
JIEKapCTBEHHBIX CPEACTB U TOBAPOB aNTEYHOTO ACCOPTHMEHTA, >KypHaJbl ydueTa
OTIepanuni, CBA3aHHBIX C 00OpaIeHNEM JIEKAPCTBEHHBIX CPENICTB

Bectu nocepuiiHbl ydeT 3amacoB JIEKapCTBEHHBIX IIPENapaToB B IOMELIEHUAX
XpaHEHUs

[IpoBoauTh  HW3MEpEeHUE  paclpeieNeHus  TemrepaTypsl  (TeMmmepaTypHOe
KapTUPOBAHUE) U PETUCTPUPOBATH MMOJTYyUYEHHBIE TaHHbBIC

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

W3onmpoBaTh U pa3MelaTh B CIELUAIbHO BbIACICHHOM ITOMELCHUH (30He)
BBISIBJICHHbIE (paibcu(PUIIMPOBaHHbBIE, HETOOPOKaUeCTBEHHBIE, KOHTpa(aKTHbIE
JIEKapCTBEHHBIE MPENapaThl, a TAKXKE JIEKAPCTBEHHBIE IIPENapaThl C UCTEKIIUM
CPOKOM T'OTHOCTH

W3omupoBaTh U pa3MenaTh B IOMEIIEHUH (30He) AJIsl KAPAaHTUHHOTO XPaHEHMS
JIEKapCTBEHHbIE CPECTBA, HE MPOLIEIINE MPUEMOUHBIN KOHTPOJIb,
BO3BpAIllEHHbIE U/ WK 00pallleHue KOTOPBIX BPEMEHHO MPHUOCTAHOBJIEHO

OHCHI/IBaTL AO0CTATOYHOCTD 3aIl1aCoOB AJIsI CBOCBPCMCEHHOI'O YAOBJICTBOPCHUSA CIIPOCA

Ornpenenars BEIMYUHY TapAaHTHPOBAHHOTO 3amaca st 00ecrieueHus: CHa0XeHUs Ha
Cllydail HempeIBUICHHBIX OOCTOSATEIHCTB

HpI/IHI/IMaTI) pe€miCHus OTHOCUTCIIbHO BO3BPALICHHBLIX, OTO3BAHHBIX, OTKIIOHCHHBIX,
IMPU3HAHHBIX HC,Z[06pOKa‘IeCTBeHHLIMI/I, (I)aJ'ILCI/I(I)I/II_II/IPOBaHHLIX JICKApCTBCHHBIX
Cp€ACTB U TOBAPOB AIITCYHOI'O aCCOPTUMCHTA

Opranu3oBbIBaTh XpaHEHUE ITOKYMEHTOB B COOTBETCTBHH C YCTAaHOBIIEHHBIMH
TpeOOBaHUSIMHU

Heo0Oxoaumsie
3HAaHUA

TpeboBanust Cornamenus O €AMHBIX MPUHIUIAX W MpaBUIax oOpaleHus
JIEKAPCTBEHHBIX CPEICTB B paMKax EBpa3suiiCKOro 3KOHOMHYECKOrO CO03a, ITPaBUil
Ha/JIeKaled  TUCTPUOBIOTOPCKOM  NpakTUKM B pamkax  EBpasuiickoro
HYKOHOMHYECKOTO COI03a

JIulieH3OHHEIE Tpe6OBaHI/IH npu OCYHICCTBJIICHUU (I)apMaHCBTquCKOﬁ
JCATCIIBHOCTH

IlocnencTBus HCCO6J’IIOI[CHI/I${ JIMICH3MOHHBIX TpC6OBaHI/II71

TpeGoBanust K OTYETHON MJOKYMEHTAallMM, CTPYKTypa M COCTaB OTYETHOM
JOKYMEHTAILUU

HOpHI[OK BCACHUA MPCAMCTHO-KOJIMYCCTBCHHOT'O YUCTa JICKAPCTBCHHBIX CPCACTB

[IpaBuiia mpreMKH TOBapa, COCTaB U CTPYKTYpa COMPOBOIUTENBHBIX JJOKYMEHTOB

[Ipouecc yrpaBiieHUs 3an1acaMy ¥ IPaBUJIa JOTUCTUKH
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Cucrema HHQOPMAIIMOHHOTO MOHUTOPUHIA COCTOSIHMSI 3alacoB W KOHTPOJIA
HOPMHUPYEMBIX IapaMETPOB

HepequL KU3HCHHO HeO6XO,I[I/IMI>IX A BaKHEHIITNX JICKApPCTBCHHEBIX IIpEIiapaToB
I MCAULUHCKOI'O ITPUMCHCHM A, B TOM YHCJIC 10 TOPIrOBbIM HAMMCHOBAHUAM

[IpaBuia opopmiieHHs 30HbI KAPAHTUHHOTO XPAHEHUs

Meroabsl U HMHCTPYMEHTHI YNpPABICHUS PUCKAMM ISl KaueCTBa JIEKAPCTBEHHBIX
CpEeICTB

OneHka pucKoB JUIsl KaueCcTBa IPU KOHTAMUHALIMY U IEPENYThIBAHUU IPOAYKLIUN

[Topsnox odopmiieHus: U pa3MeleHUs] BO3BPAILIEHHOM MPOTYKIIUU

HOpﬂI[OK pa6OTI>I B CUCTEMC MOHUTOPHHI'a ABHXCHUSA JICKAPCTBCHHBIX IIPEIIapaToB

TpeboBaHHsI CAaHHTAPHOTO PEXKUMa, OXPAHBI TPyAd, IMOXKAPHOU OE30MACHOCTH,
OXpaHbl OKPY’KaIOIIEH Cpe/Ibl, MOPSAIOK ACUCTBUN B UPE3BbIYAMHBIX CUTYAIIUSIX

HApyrue -
XapaKTCPHUCTUKHU

3.2.4. TpynoBas pyHKIuUs

BHeceHue JaHHBIX B CUCTEMY
MOHHTOPHHTA JIBIKECHUS VpoBeHs
HauvenoBanne | JISKAPCTBEHHBIX MPENapaToB IS Kon | B/04.6 (moLypoBeHb) 6
MEIUIIMHCKOTO MPUMEHEHHUS (J1aiee — KBaTH(UKALIH
MJIJIIT)

IIpoucxoxaeHue 3aUMCTBOBAHO U3
. Opurunan X
TPYI0BOH GYHKIUM OpHUTrHHANa

Koz PerucrpanunoHHbIii HOMep
OpuUTrHHAIA npo(eCCHOHANBHOTO CTaHIapTa

Tpynosseie nerictBust | KoHtpounb OIMCaHUs JIEKapCTBEHHBIX [IperaparoB B peectpe
3apErUCTPUPOBAHHBIX JIEKapCTBEHHBIX IIpenapaToB denepanpHOM
rocynapcTBeHHoi nadopmarronHoi cuctembl MJJIT (nanee — ®TUC MJIJIIT)

Ilonnepxanue B aKTyaJbHOM COCTOSSHUM HOMEHKJIATYPHOI'O CIIPaBOYHUKA C
YKa3aHHEM II00aJTbHOT0 UJIEHTU(HUKALMOHHOIO HOMEpA TOPTrOBOW €MHUIIbI

Ilepenaua cBenenuit 060 Bcex o0s3arenbHbIX K oTpaxeHuto B I'MC MIJIIT
ONEepalMsIX € JIEKAPCTBEHHBIMU IIpenapaTaMu

IIpoBepka npenenbHbIX OTIYCKHBIX II€H JEKAPCTBEHHBIX IIPENAapaToB B pPeecTpe
JIEKAPCTBEHHBIX CPEJICTB, 3apeructpupoBanHsix B GI'MC MJIIT

KonTpons pesynbratoB 06padotku nokymentoB ®I'MC MJIIT

IIpoBepka COOTBETCTBUS KOJWYECTBA, TOBApHOIO COCTaBa, pPEKBU3UTOB
KOHTpareHTa B OTTPY30YHBIX JOKYMEHTaX C BXOASIIUMU M HUCXOISAIINMHU
coobmenusmu GI'MC MJJIIT

WHuBeHTapu3aius ocTaTKOB MeX 1y ToBapoydeTHou cuctemont u ®T'MC MIUJITT

ObecneueHne Haaexalleld ouepeHOCTH 3arpy3ku coobmenuit B ®I'MC MJJIIT

BrIsiBIIEHHE YITAaKOBOK JIEKAPCTBEHHBIX MPENAPATOB, UMEIOIINX CTATyC YIIAKOBKH,
3arpenarIui uX 060poT Ha Tepputopun Poccuiickoit @enepanuu

Omnpenenenue crnocoba BoO3BpaTa JIEKAPCTBEHHBIX IpenaparoB U Iepeaada
cootBeTcTBYIOMMX cBenenuit B ®I'MC MJUJITT

Heob6xoaumsie Peructpupoatescs B cucteme GI'MC MJUJITT

YMEHUS OOpamiatbest ¢ yCTpOMCTBOM JUIsl CYUTBIBaHUS Kojga DataMatrix U mepemaBath
nHpopmanuto B cuctemy OI'IC MJJITT

OmnpenensiTh KOPPEKTHOCTh CTPYKTYPHI KOJIa MApKUPOBKH BTOPUYHOM YITaKOBKH
JIEKapCTBEHHOT'O Ipenapara
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[IpoBepsaTh nepapxuio BIOKEHHOCTH TpeTUUHOU yrnakoBku B OI'MC MJUJITT
IIpoepsTh craryc ynakoku B ®I'MIC MJUJIIT
[IpoBepsTh HOMEp cepuu U cpok rogHocTu ynakoBku B @I'IC MJIJITT
CBepsTh HaHHBIE 00 OCTaTKaxX Ha ckianae ¢ nanHbiM B OI'MC MJJITT
OnpenensitTb NTPUYUHY BO3HUKHOBEHHUS OMIMOOK OOpaOOTKM Ha OCHOBAaHUU
cratyca ynakoBku u ksutaniuu OI'MC MUJITT

HeoOxonumele [IpaBuia KOOMpPOBaHUS U OCHOBHBIE OJOKM HH(OpPMAIMH, HCIOJIb3yeMbIe B

3HAHUS MapKUPOBKE JIEKAPCTBEHHBIX IIPENApaTOB
[TopsimoK CUNTHIBaHUS KOJIOB UICHTU(UKAITIH
OcHoBBI pabOTHI Ha YCTPOMCTBAaX JUIsl MOJy4YeHUs WH(OPMALUU U3 JTUHEHHBIX U
MATPUYHBIX IITPUXKOJOB C BBHIOOPOM TEXHOJIOTMM  paclO3HaBaHHUA U
0COOCHHOCTEH IEeKOAUPOBAHMS B 3aBUCUMOCTH OT TUIIA IITPUXKOJIA
Cpoxku mepemaunn uHpopmammum B OPI'MC MJUIIL: mpu pacopmupoBaHUH
TPETUYHOM YIAKOBKH JIEKAPCTBEHHOIO Ipemnapara, HU3bATUU JIEKAPCTBEHHOTO
mpernapata W3 TPETUYHOM (TPAHCIOPTHOM) YNAaKOBKH, JONOJIHUTEILHOM
BJIO>KEHUU JIEKAPCTBEHHOTO Mpernaparta B TPETUUHYIO (TPAHCIOPTHYIO) YIIAKOBKY
[Mopsimox koampoBanusi mHpopMamuu B Komax DataMatrix m cnocoObsl ee
HAHECEHHUS Ha BTOPHYHYIO (MOTPEOUTENBCKYI0) VYIAKOBKY JIEKAPCTBEHHOTO
npernapata, a B Cily4ae €€ OTCYICTBUSI — Ha [EpPBUYHYIO YIAKOBKY
JIEKApCTBEHHOT O IIpernapara
[IpaBuna HaHeceHWs KoJa WACHTU(GHUKAIMM TPYIIOBOM YHNAaKOBKH Ha
TPAHCIIOPTHYIO YIAKOBKY JIEKAPCTBEHHOT'O Mperapara
WudopmanroHHbIe TEXHOIOTHH, UCTIONb3yEMbIE Il OPTraHU3allii MOHUTOPHHTA
JBUYKEHUS JIEKAPCTBEHHBIX MPEMApaTOB
Crarycunas mozaens ®I'IC MJJITT
PykoBoncTBa moisip3oBaTenss M aJAMHUHHUCTpaTopa Ju4Horo kabunHera OI'UC
MJJIIT
[TacriopTa mporeccoB o0opoTa jgexkapcTBeHHbIX npernapatoB B OTMC MJITT
Meroanyeckre  peKOMeHJauu 1o  pabore  CyObEeKTOB  OOpallieHus
nekapcTBeHHBIX cpenctB B DT'YC MJJITT

Tipyrue :

XapaKTePUCTUKU

3.3. O0o0menHas TpyaoBasi pyHkous

Hsrorosnenne JICKAPCTBCHHLIX MPCIIapaToB B
o VYposeHb
HanmenoBanue | yCIOBHAX aIlITEYHBIX OpPTaHU3AAN U Kon C 6
. KBaTU(QUKAIIAN

BCTCPUHAPHBIX AlITCYHBIX OPraHU3aluu

IIpoucxoxnenne
N 3aMMCTBOBAHO U3
0060061IeHHOH OpuruHan X
. OpHTrHHaNa
TPYAOBOH (yHKINN
Kon PerucrpannoHHbIii HOMep
OpHUTHHANa po(heCcCHOHAIBHOIO CTaHAApTA

Bo3moxHbIe dapmanest
HAUMEHOBAHUS IIpoBuzop
JOJKHOCTEH, [TpoBU30p-TEXHOIOT
npodeccuit

| Tpe6oBauus k

' Cpennee npodeccHoHaTbHOE 06Pa30BAHHE — IPOrPAMMEI TOATOTOBKH
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00pa3oBaHHIO U
00y4eHUIO0

CIIEIUATIMCTOB CPETHETO 3BEHA IO CHEeIUuaIbHOCTH «Dapmarius»
1501051
Briciiee oOpazoBaHue — CEUATUTET 1O CIIEHHUATBLHOCTH «Dapmarius»

TpeboBanust K OIBITY
MPaKTUYECKOU
paboThI

Oco0Opble ycroBus
JoITycKa K paboTte

Hanmune ceptudukara cnenuanicta Wil CBHICTEIbCTBA 00 aKKpeAUTANN
CHeLHaNInCcTa

OtcyTcTBHE OrpaHUYCHUN Ha 3aHATHA NPO(ECCHOHATBHON 1S TETLHOCTHIO

Jist paOOTHUKOB BETEPUHAPHBIX allTEYHbIX OPTaHU3AIMHA ¢ BETEPHHAPHBIM
00pa3oBaHUEM — PEABAPUTEIIEHOE 00YUCHHE TIPH OCYIIECTBICHUH
(dhapManeBTUYECKON IeATEITBHOCTH

[TpoxoxneHne 00s3aTeNIbHBIX IPEABAPUTENBHBIX (IIPH MOCTYIJICHUH Ha paboTy)
U TIEPUOAMYECKIX MEIUIIMTHCKIX OCMOTPOB (00CIIe10BaHM i)

Jlpyrue
XapaKTepI/ICTI/IKI/I

JomnonuurensHoe mpodeccuoHaabHoe 00pa3oBaHUE — MPOrPAMMBI TOBBIIICHUS
KBaJTM(HUKAIIMK HE PEKE OJHOTO pa3a B IISATh JIET B TCUCHUE BCEH TPYIOBOU
JESITEIIbHOCTH

Peanuzanuio, OTIYCK JIEKAPCTBEHHBIX MPENapaToB M TOBAPOB alITEUHOTO
ACCOPTHUMEHTa B 000COOICHHBIX MOAPA3ICICHUSIX MEAUIIMHCKUX OPraHU3aIHii
MOTYT OCYIIECTBIIATH JIMIA, 00JIaafOIINe TPABOM Ha OCYILIECTBIICHHUE
MEAMIMHCKON JAESITeNbHOCTU U TOTYyYUBIIHE JOTOTHUTEIHLHOE
npodeccuoHaTbHOE 00pa3oBaHue B 001ACTH POSHUYHOW TOPTOBIIH
JIEeKapCTBEHHBIMU MpernapaTaMu, Py YCIOBUHU X PaOOTHI B 000COOIEHHBIX
noapaseneHusx (aMOynaTopusx, HenpIIepcKux 1 GeabamepcKo-aKymepeKux
MyHKTaX, [eHTpax (OTAeNeHUsX) o01el BpaueOHOM (CeMeHO) MPaKTUKN)
MEIUIIUTHCKIX OPTaHU3AIHiA, IMEIOIINX JIIIEH3UIO Ha OCYIIECTBIICHHE
(bapMaleBTUYECKON ESATENHHOCTH U PACTIONOKEHHBIX B CEIbCKUX HACETIEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alITEUHBIC OpraHU3aIluU

Jannyro 0000111eHHYIO TPYIOBYIO (PYHKIIHIO MOYKET BBITTOJIHATH 3aBETYIOIIHIA
(IMpexTop, HaYaJIbHUK) allTE€YHON OpraHU3alUH

JIOOTHUTENBHBIE XapaKTEPUCTUKH

HaumenoBanue 6a30Boii rpymiibl, JOTHKHOCTH
HanmenoBanue nokymeHrta Kon
(mpodeccun) wim cnenuanTbHOCTH

OK3 2262 [TpoBu3opsI

3213 dapmaiieBThI
EKC - [IpoBuszop

- dapmaneBT
OKIIATP 25850 ITpoBusop

25856 [TpoBH30p-TEXHOJIOT

27309 dapmartieBT
OKCO 3.33.02.01 | dapmanus

3.33.05.01 | dapmanus

3.3.1. TpynoBasi pyHkuus

H3roroBieHue JeKapCTBEHHBIX MTPENapaToB

10 MHIUBUYaTbHBIM Ha3HAYCHHSIM YpoBeHb
HaumeHoBaHue METUITMHCKUX PAOOTHUKOB U (HJIN) Kox | C/01.6 @ (momyposens) 6
CIEINAIIMCTOB B 00JIACTH BETCPUHAPHUH U KBaHUKaHy

TpeOOBAHUSAM MEIUITMHCKUX OpTraHu3aIuil 1




[Ipoucxoxnenue
TPYZIOBOH QyHKIUH
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\ BETEPUHAPHBIX OpraHU3aINil \ S :|

3anMMCTBOBaHO
X

OpurnHan
U3 OpHUTHHAJIA

Kon opurunana PerucrpanuonHslit HOMEp
po(hecCHOHAIBHOIO CTaHAApTA

Tpynossie
JIEUCTBUS

[ToxroroBka pabouero Mecta /It M3rOTOBJICHHS JICKAPCTBEHHBIX MIPENapaToB

BeinmosnHeHne  pacueToB [0 ONpPENENICHHIO  Macchl/00beMa  MHIPEIMEHTOB
JIEKapCTBEHHOTO TMIperaparta B COOTBETCTBHUM C Ha3HaYeHHEM M OdopMieHue
1acrnopra MUCbMEHHOI'O0 KOHTPOJIS

BH60p OIITUMAJIBHOT'O TCXHOJIOTHYCCKOT'O mponecca JJIA MU3TOTOBJICHUSA
JICKAPCTBCHHOT'O IIpfIiapara

BBI60p H IIOATOTOBKA BCIIOMOI'aTCJIbHBIX BCIICCTB M MATCPUAJIOB, paHHOHaHLHOﬁ
YIIaKOBKH

[TogroroBka o00OpyZOBaHHMS W TIOCYABI JUIS H3TOTOBJCHHUS JIEKAPCTBEHHOTO
npernapara

HzroroBnenue jgekapcTBEHHON (GopMbl 1 0pOpMIICHHE JIMIIEBON CTOPOHBI ACIOpPTa
MACbMEHHOTO KOHTPOJIS

UzroroBnenue KOHIICHTPUPOBAHHBIX pacTBOpOB, nonypabpuKaTos,
BHYTPHANTECYHON 3arOTOBKH

[TpoBenenue paboT no (hacoBKe JEKaApCTBEHHBIX IIPENapaToB

Heo0xoaumbie
YMEHHSI

Honyanb BOAY OYMIICHHYIO W BOAY JIA I/IH’I)GKIII/Iﬁ N HCIOJIB30BaTh €€ I
HU3IrOTOBJICHUA JICKAPCTBCHHLIX IIPCIIAPATOB

[IpoBepsATh COOTBETCTBUME HA3HAYEHHOW METUIIMHCKUM PAOOTHUKOM JIO3UPOBKH M
JeKapCTBEHHOH (popMbI Bo3pacTy OOIBHOTO

I'oToBUTH Pa3JIMYHBIC BUIBI JICKAPCTBCHHBIX q)OpM JICKAPCTBCHHBIX IIPCIIapaTOB

['OTOBUTH KOHIIEHTPUPOBAHHBIE PACTBOPHI, MONy(PaOpUKAThl, BHYTPUANTEYHYIO
3arOTOBKY

@dacoBaTh U3rOTOBJICHHBIE JIEKAPCTBEHHBIE MPENIAPATHI

ITonw3oBaThCs J'Ia60paT0pHI>IM N TCXHOJOTUYCCKUM O60py,[[OBaHI/IeM

[IpuMeHATH CpeacTBa MHANBUIYAIBHON 3aIUTHI

ObecneunBaTh Mepbl 1O MHMHHUMH3AIMM pPUCKA KOHTAaMMHAIUM HMCXOJHBIX
MaTepuasoB, HOCYAbl, 000PYIOBaHUS U JIEKAPCTBEHHBIX NPENapaToB

OCYH_ICCTBJ'ISITB KOHTPOJIb Ka4€CTBaA B ITPOLCCCE N3IOTOBJICHU IIPLCIIapaTa

[Tons3oBatbCs COBPEMEHHBIMU MH(POPMALMOHHO-KOMMYHHUKAIIMOHHBIMH
TEXHOJIOTHSIMHU, NPUKIAJAHBIM IPOrpaMMHBIM oOOecrieueHueM (papMaleBTUYECKOM
JeSITeIbHOCTH JUIsl PelIeHUs TpoecCHOHAIbHBIX 3a1a4

HpOI/ISBO)II/ITI) 00s3aTeNIbHEIE pacye€Thl, B TOM YMUCJIC HA JICKAPCTBCHHLIC ITPCIIapaThl,
coJcprKamure JICKAPCTBCHHBIC CPEACTBA, BKIIOYCHHBLIC B HepequL npeaAMETHO-
KOJIMYCCTBCHHOI'O YUCTa

Heo0Oxoaumsie
3HAHUA

3aKOHOAATENbHBIE 1 HOPMATUBHBIE NIPABOBBIE AKTHI, PErVIAMEHTUPYIOIIHNE IPOLECC
U3TOTOBJICHHUSI ~ JIEKAPCTBEHHBIX  (QOpM,  KOHIIEHTPUPOBAHHBIX  pPAcTBOPOB,
nony(paObpuKaToB, BHYTPUANTEYHOW 3aroTOBKM M  (PACOBKM JIEKAPCTBEHHBIX
IpenapaToB

Buapsl BHYTpHanTeyHOro KOHTPOJS KauyecTBa HW3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IpenapaToB

[IpaBuina U3roToBIeHUS JEKAPCTBEHHBIX (HhopM

MeTo/bl cTEepUIN3alluy JIEKAPCTBEHHBIX MPErnapaToB

DU3NKO-XUMHUECKUE M OPTaHOJIENTHYECKHUE CBOMCTBA JIEKAPCTBEHHBIX CPEJCTB, UX
dbuznueckas, XuMuyeckas U papMakoJIoruyeckas COBMECTUMOCTh

Homenknarypa 3aperuCcTPUPOBAHHBIX JIEKapCTBEHHBIX cyOcTaHIMiA u
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BCIIOMOTATEIIBHBIX BEIIECTB, WX CBOWCTBA, Ha3HA4YCHUE,
HCIIOJIB3YEMBIX ISl U3TOTOBJICHUS JIEKAPCTBEHHBIX MPENapaToB

MpaBWJIa XpaHEeHHUs,

HpI/IHHI/IHBI q)apMaHCBTHqCCKOfI MI/IKpO6I/IOJIOFI/II/I, ACCIITUKHN U TOKCHUKOJIOTHUHN

VYcaopusd u CPOKH XpaHCHHUA JICKAPCTBCHHBLIX IIPCIIApaTOB, HU3IOTOBJIICHHLIX B
AIITCYHBIX OpraHu3alusix

CriocoObI BBISIBICHUS HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB

Tpe6OBaHI/I5[ K BCICHHIO HepBHqHOﬁ JOKYMEHTAIlMUKM  IIO HU3TOTOBJICHHUIO
JICKAPCTBCHHLIX IPCIApaTOB B AIITCUHBIX OpraHU3alusAX, BETCPUHAPHBIX AIITCUHBIX
OpraHru3anuiax

TpeOoBanusi oOXpaHbl TpyJa, NpaBHia I[OXKAPHOW OE30MAaCHOCTH H  TMOPSI0K
JICUCTBU B UYpE3BBIYAHHBIX CUTYaALHSIX

CaHuTapHO-3MUIEMHOJIOTHYECKHE TpeOOBaHUS K OSKCIUTyaTallud IOMEUICHUH |
YCJIOBHSM TpyZAa

HpaBI/ma IMPUMCHCHHA CPCACTB HHHHBHHyaﬂLHOﬁ 3allIUThI

WndpopmanoHHple CUCTEMBI W 000pyAOBaHHE WH(GOPMAIMOHHBIX TEXHOJIOTHH,
UCIIOJIb3yEeMbIE B alITEYHBIX OPraHU3aIHsIX

MeTo/bI TIOUCKA M OIEHKH WH(GOPMAIIUH, B TOM YHCIIE PECYPChl ¢ HH(pOpMaIHen o
banbcuguIpoOBaHHBIX, HEJOOPOKAUESCTBEHHBIX U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CPEJCTBAX U TOBapax alTeYHOro0 aCCOPTUMEHTA

CpenctBa U3MEpeHHid U UCHBITATEIbHOE 000PYAOBaHNE, IPUMEHSIEMbIEC B AlITEYHBIX
OpraHU3aALUAX

BcrnomorarennHelie Marepuajbl, HHCTPYMCHTHI, HpI/ICHOCO6J'IeHI/I$I, HCIIOJIb3YCMbIC
IIprU M3TOTOBJICHUH JICKAPCTBCHHLIX IMPCIApaTOB B alTCYHBIX OpraHu3alusax U
BCTCPUHAPHLIX AlITCUHBIX OPraHHU3alHUAX

HApyrue
XAPAKTCPUCTUKHU

3.3.2. TpynoBasi pyHkuus

HamnmeHnoBanue

Odopmienune n3roToBIEHHOTO VpoBeHb
JIEKapCTBEHHOTO Hperapara Kox | C/02.6 | (nomyposenn) 6
KBajHpuKauu

[Ipoucxoxaenue
TPYIOBOH QYHKIMH

3auMCTBOBAHO

Opurunan X
U3 OpUTHHAJIA

Kopn opurunana PerucrpanuonHsiii HOMep

po¢heCCHOHATBHOTO CTaHAapTa

Tpynossie
NENUCTBUSA

YiakoBKka M3rOTOBJICHHOT'O JICKApCTBCHHOTO IIpfliapaTa B COOTBCTCTBHUU C (I)I/I3I/IKO-
XUMHYSCKHMH CBONCTBAMHU BXOOAIIUX HWHIPECAUCHTOB W BHOA HeKapCTBeHHOﬁ

bopmbI

OdopmieHne H3rOTOBIECHHOTO JIGKAPCTBEHHOTO Tpermapara JTHKETKaMu |
peIynpeaUuTeNbHBIMA HAAMUCSIMHI B COOTBETCTBUU C TPEOOBAHHSIMH K MAPKHPOBKE

MapkupoBKa H3rOTOBIEHHOTO JIEKAPCTBEHHOIO MpernapaTa MpelylpeIuTeIbHbIMU
HAJIIUCSIMH B COOTBETCTBUH C ITPAaBUIIAMU

Peructparust  nmaHHbIX 00  M3rOTOBIICHUH
COOTBETCTBYIOIIMX JKypHaJIax

JIEKapCTBEHHBIX IpenaparoB B

Heo0Oxonnmeie
YMEHHUS

OdopMIsTh JOKYMEHTALMIO MPU U3TOTOBJICHUH JIEKAPCTBEHHBIX MIPENapaToB

MapkupoBaTb HM3IOTOBIEHHBIC JICKAPCTBEHHBIC IIpemaparsbl, B TOM YHCIE
HEOO0XOAUMBIMU NPEAYNPEAUTEIbHBIMUA HAATUCSIMU U 3TUKETKAMHU
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[Tonb3oBaThcA COBPEMEHHBIMU nH(OPMalOHHO-KOMMYHHKAIITUOHHBIMHU
TEXHOJIOTUSIMH, TPHUKIAJAHBIM IMPOrPAaMMHBIM oObOecrieueHueM (papmaneBTHIeCcKOi
JESATEIILHOCTH JUJIsl pelieHust podeccruoHaIbHbIX 3a1a4

Bectu otuerHbie AOKYMCHTHI 11O ABUKCHHIO JICKAPCTBCHHBIX CPCIACTB

Heo0Oxonnmeie
3HAHUSA

Bunbl NOKyMEHTOB IO pPErucTpalydy IPOLECCa H3TOTOBJICHHS JIEKAPCTBEHHBIX
MperapaToB U MpaBwiia X 0POPMIICHUS

3akoHOAATENbHBIE 1 HOPMATHBHBIC MPABOBBIE AKThI, PErilaMEHTHPYIOIINE MPOIECC
W3TOTOBJICHHUS] JIEKAPCTBEHHBIX IpPENapaToB, KOHLEHTPUPOBAHHBIX pPACTBOPOB,
nonypaOpuKkaToB, BHYTPHUANITEYHOW 3aroTOBKM M  (PACOBKH JIEKAPCTBEHHBIX
IIpenapaToB

HpaBI/ma 0(1)OpMJ'I€HI/I$I H3TOTOBJICHHBIX JICKAPCTBCHHBLIX IIPCIIapaToB, B TOM 4YHCJIC
npeaynpCauTCIbHbIMA HAAIIUCAMU

TpeGoBanusi OXpaHbI Tpy/ia, MEpbl MOXKAPHOW 0€30MacHOCTH, MOPSAIOK ACUCTBUN B
Ype3BBIYANHBIX CHUTYAIUSIX

Buasl JOKyMEHTOB IEPBUYHOIO Y4ETa AlITEYHON OpraHU3aLHN

WudopmaninoHHble CHCTEMbl M 000pyAoBaHHE WH(MOPMALMOHHBIX TEXHOJIOTHIA,
UCTIOJIb3yeMbIC B (hapMarleBTHUECKON OpraHu3aiun

Hpyrue
XapaKTEPUCTUKU

3.3.3. TpynoBasi pyHkuus

UsroroBnenne
paauodapMareBTHIECKUX YpoBeHsb
Hanmenosanue | JEKaPCTBEHHBIX IIPEIIapaToB Kox | C/03.6 (momypoBeHs) 6
HEMOCPEACTBEHHO B MEAUIIMHCKHIX KBaTH( UKL
OpTraHU3aLMsAX
IIpoucxoxaeHue 3anMCTBOBaHO U3
TpI;HOBOfI (f)YHKLlI/II/I Opurunan X OpUTHHAIA
Konx Peructpaunonusiii Homep
OpHUTHHAJIA pohe€CCHOHATBHOTO CTaHAapTa

Tpynoseie nencTBUs

HJ'IaHI/IpOBaHI/Ie, 06pa60TKa U IMPOBCACHUEC PACUCTOB I10 IMOJTYYCHHBIM 3asBKAM Ha
MU3TOTOBJICHUC pa)II/IO(i)apMaHGBTI/I‘ICCKI/IX JICKApCTBCHHBIX NPCIIapaToB

[TonrotroBka 0OOpYAOBaHUS Ui M3TOTOBJIEHUS paanodapManeBTHYECKUX
JIEKapCTBEHHBIX IpPENnaparoB, KaluOpoBKa MNPUOOPOB C HCHOJIb30BAaHUEM
VCTOYHUKOB MOHU3UPYIOLIETO U3IIy4YEHHUS

[InanupoBaHue MOTPEOHOCTH B UCXOIAHOM CHIPbE€ M YMaKOBOYHBIX MaTepHaliax,
HEOOXOAUMBIX JUIsI M3TOTOBJIEHUS paauodpapMalleBTUYECKUX JIEKapCTBEHHBIX
IpernapaToB

WzroroBnenne pannodapManeBTUUECKUX  JIEKAPCTBEHHBIX  IpernapaTroB B
2
COOTBETCTBHUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMU

Amnamms IpOHECCOB M3IrOTOBJICHUA U JAaHHBIX MOHUTOPHUHTA CpCAbl IIpU
HU3TOTOBJICHHUHU pagmo@apMaueBTquCKHx JICKApCTBCHHBIX  IIpC€IIapaTtoB Ha
COOTBCTCTBHUEC YCTAHOBJICHHBIM TpCGOBaHI/I}IM

Pa3pabotka cenudukanuii K Ka4eCTBY MCXOAHBIX M YIIaKOBOYHBIX MaTepUasoB,
UCTIOJNB3YEeMBIX TPH HW3TOTOBJICHUM PAAHO(papMaleBTHUECKUX JIEKAPCTBEHHBIX
[IpenapaToB

PazpaGoTrka  cTaHmapTHBIX ONEpALMOHHBIX  IPOLEAYp BBITIOJIHEHUS
TEXHOJIOTUYECKUX ONepaluil Mpu H3rOTOBJIEHUH paano(apMalieBTUIECKUX
JIEKapCTBEHHBIX NPENApaToB
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Peructpamnus BBINOJHIEMBIX OINEpalMii, H3MEHEHWH M OTKJIOHEHUH NP
HU3TrOTOBJICHUU

COop, oOpaboTka u aHamU3 pPe3yNbTaTOB  HCIBITAHUNA  MOITYYEHHBIX
pannodapmManeBTHIECKUX JICKapCTBEHHBIX PENapaToB

Kontpons  morpebiieHMs  MCXOJOHBIX ~ MaTepUalloB  MPU  M3TOTOBJICHUU
pannodapmManeBTHYECKUX JIEKaPCTBEHHBIX MTPETapaToB

KoHTponb ycinoBuil XpaHEHUS HCXOJHBIX MAaTepuajoB [Ull M3TOTOBJICHUS
pannodapmaneBTHIECKUX JIEKapCTBEHHBIX PENapaToB

KoHTposab cobioieHust acenTUYECKUX YCIOBUHM U ONIEpaliii 0 CTePUIIN3ALUN

YnakoBKka M MapKUpOBKa  H3TOTOBJICHHBIX  paanoQapMarieBTUYECKUX
JIEKapCTBEHHbIX IIPENapaToB

KouTponb paboTsl 000pyaoBaHus Uil U3TOTOBJICHUS paanodapMalieBTUYECKUX
JICKapCTBCHHBIX ~NIperaparoB, (HOpMHpOBAaHWE TEXHUYCCKOTO 3aJaHusl Ha
MIPOBEJICHUE TEXHUUIECKOT0 00CTYKUBaHUSI 000pYA0BaHUS

[TnaampoBaHNe TEPUOAMYHOCTH TMPOBEACHUS TEXHHUYECKOTO OOCITYyKHBAHHS
o0opynoBaHus

OOecnieueHre Mep IO 3alIMTE 30HBI M3TOTOBJICHUS paauodapManeBTHIECKUX
JIEKapCTBEHHBIX MIPENapaToB OT PaJUOAKTUBHOIO 3arPs3HEHUS

OcymiecTBieHHE KOHTPOJS IEIOCTHOCTH MEMOpaHHBIX (UIBTPOB C ydeTOM
HEOOXOMMOCTH OOeCIIeYeHUs] paJualioOHHONW O€30MacHOCTH M COXPaHEHUS
CTEPHIILHOCTH (PHIIBTPOB

BeimonHeHue — omepamnmii IO OYKMCTKE,  JI€3aKTUBAllUH, JCe3HMH(EKIUU
(crepwmzanuu) OO0OPYIOBaHUS JUIsl WU3TOTOBJICHHS pPaauodapMareBTUICCKUX
JICKApCTBEHHBIX MTPEIIapaToB

HeoOxonumeie ObecrieunBaTh ~ COOTBETCTBHE  paano(dapMalleBTHUECKUX  JIEKAPCTBEHHBIX

YMEHUs IIpernapaToB MoKa3aTesiM KauecTBa
Ob6ecnieunBaTh MEpHI 110 NPEJOTBPAIICHHUIO IEPEKPECTHON KOHTAMUHALIUN
Odopmnsate TpeOOBaHHMS K HCXOJHOMY CBHIPbIO, YIAaKOBOYHBIM MaTepHaliaM,
MaTepuagam Juisi MapKUPOBKU
OmnpenensiTh BEPOATHOCTh W TMPUYMHBI BO3HWKHOBEHHS OTKIIOHEHUH OT
TEXHOJIOTHYECKOT0 TIpolecca, BO3MOXHOCTH HX OOHapyXeHHUs, INPOBOJUTH
paccieIoBaHNE HECOOTBETCTBUM
OOecnieunBaTh  BBIIIOJHEHHE  KOPPEKTHUPYIOIIUX M MPEAYNPEKIArOIInX
MEpONPHUITHI
VYcraHaBiIMBaTh  NpeAeibHbIE  3HAYEHHUs ~ M3MEHEHUH  XapaKTepuCTHK
pannodapmManeBTHIECKUX JICKApCTBEHHBIX MPENapaToB
ITpoBOIUTH aHANIN3 PUCKOB JJIS KAUecTBa U JJIs1 0€301acHOCTH
OCyHIEeCTBIATH yYEeT U KOHTPOJIh HCTOYHUKOB HOHU3UPYIOIIETO H3ITyUIeHUS
OdopmiaTe TpeOOBaHUS K MPOBEICHHUIO ONEpalui, CBA3aHHBIX C OYHMCTKOM,
Jle3aKTHBALMCH, e3rH(eKIHeii (CTepriIn3aIeil) 060pyI0BaHHs>
AHaIM3UPOBATh BBISBJICHHBIC OTKJIOHEHUS OT YCTaHOBIICHHBIX MTPOIIEITYD
PazpabaTbiBaTh MpoOrpaMMbl BHEAPEHHsI HOBBIX TEXHOJIOTUH MpPHU M3TOTOBJICHUU
pannodapmManeBTHIeCKUX JICKApCTBEHHBIX MPENapaToB
Bect W mpoBepATh PETUCTPUPYIOIIYIO TOKYMEHTALMIO TPU H3TOTOBJICHUU
pannodapmManeBTHIeCKUX JIEKApCTBEHHBIX MPENapaToB
WHuTepnpeTupoBaTh  pe3ylbTaThl  BBIIOJHEHHBIX  WCHBITAaHWM, IOKa3aHUS
aBTOMAaTHYECKUX JAaTYUKOB COCTOSHUS 0OOpYIOBaHUS, CPeAbl, OMEIECHUH MpH
M3TOTOBJICHUH paguodapMaleBTHIECKUX JIEKapCTBEHHBIX MIPENapaToB
OOecneunBaTh 3allUTy IEPCOHANA, FOTOBOTO Ipenapara, UCXOAHOTO ChIPbS U
MaTEepHaJIOB OT MEPEKPECTHON KOHTAMHHAIIUH

Heo6xonnmele Hopmbl u mnpaBuna pa®oThl C HMCTOYHUKAMH HOHHU3UPYIOLIETO H3IIy4eHUs,
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3HaHUA

paaroaKTUBHBIMU MaTepHaiaMH U paarodapMaleBTHYCCKUMU JIEKapCTBCHHBIMU
CpeICTBaMU, 00CCIICUCHUS paTUaIlHIOHHON 0€30aCHOCTH

HpaBHna (bI/ISI/I‘ICCKOfI 3alIMTEI paadallMOHHBIX UCTOYHHWKOB, ITYHKTOB XPaHCHUA,
pPaaOaKTUBHBIX BCHICCTB, BKJIIOYAsA TPAHCIOPTHPOBAHUC PAJHOAKTHBHBIX
BCIICCTB U pagvualliOHHBIX KCTOYHUKOB

XapakTepuCTUKA  TIOMEIIEHUH,  TEXHOJOTHYECKOro  o0OpynoBaHHA U
BCIIOMOTaTEJIbHBIX CHUCTEM, HCIOJIB3YIOIUXCS pH U3TrOTOBJICHUH
pannodapmManeBTHIECKUX JIEKapCTBEHHBIX PENapaToB

HpaBI/ma OKCILTyaTallud TEXHOJOTHYECKOI0 060py,Z[OBaHI/IH 1 BCIIOMOI'aTCJIbHBIX
CUCTEM, HCIIOJIB3YCMbIX npu HU3IroTOBJICHUU pal[I/IO(bapMaI_IeBTI/I‘ICCKI/IX
JICKApCTBCHHLBIX MPEIapaToB

@dusznueckue CBOMCTBA PAJUOHYKIMAOB, CPOKM U YyCIOBUA XpaHEHUS
panuodapmaneBTHUYECKUX JIEKAPCTBEHHbBIX IPENapaToB

q)apMaIIGBTI/ILIeCKaSI TCXHOJIOTHUA B qacTHu HU3TOTOBJICHUSA
pa,[[I/IO(l)apMaI_IeBTI/I‘-ICCKI/IX JICKAPCTBCHHLIX npenapaTOB3o

Tpe6OBaHI/I${ K Ka4YCCTBY UCXOAHBIX MAaTCpHUAJIOB, IPOMCEIKYTOYHLIX ITPOAYKTOB U
T'OTOBBIX paI[I/IO(i)apMaIICBTI/ILIeCKI/IX JICKAPCTBCHHBIX MIPCIIapaToB

CpOKI/I U YCJIOBHA XPpaHCHUA pa,I[I/IO(bapMaHCBTI/I‘leCKI/IX JICKaApPCTBCHHLIX
IperapaTtoB Ha OCHOBEC KOPOTKOXUBYIIUX NUKJIOTPOHHBIX PaJUOHYKINIOB

HpI/IHI_[I/IHBI yda€Ta W KOHTPOJI, MNOopsAAOK  XpaHCHUA W YTUIM3alluU
PaaOaKTUBHBIX MAaTCPUATIOB

HpI/IHI_[I/IHBI Q)apMaHeBTquCKOfI MI/IKpO6I/IOJ'IOl"I/II/I, ACCIITUKHU U TOKCUKOJIOI'MH

OcCHOBHbIE =~ HUCTOYHUKH  KOHTaMHUHAIUH, METOJbl  MPEeAYNpeKICHUS
KOHTAMUHAIIMK M TEperyThIBaHUs pPaguo(apMaleBTUYECKUX JIEKAPCTBEHHBIX
IIpenapaToB

MeTtoasl W HMHCTPYMEHTBHI YIpaBICHUS pPUCKAMH M1 KadecTBa M JUId
0€e30I1aCHOCTH

MeToapl mouCKa MPUYMH OOHAPYKEHHBIX HECOOTBETCTBHM YCTaHOBIEHHBIM
TpeOOBaHUSIM

[IpaBuiia 6€30MacHOCTH NPU TPAHCHOPTUPOBAHUU PAAHOAKTUBHBIX BEIIECTB

HpaBI/ma o6pa1ueHI/1$1 C AACPHBIMU MaTCpruaiaMu, paIMOAKTHBHBIMU BCIICCTBAMHA
" paguOaKTUBHBIMH OTXO4aMHU, UX c60pa, XpaHCHUA U yU€Ta

OTeuyecTBEHHBIH U MEXyHApOIHBII OIBIT B 00JIACTH TEXHOJIOTUU W3TOTOBICHHUS
paanodapmMaleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB

TpeGoBaHust K OTYETHOM J[JOKYMEHTAallUM, CTPYKTypa M COCTaB OTYETHOM
JOKYMEHTAIIH1

Jlunen3noHHble TpeOOBaHMS TNPU HW3TOTOBICHHM paanodapMalieBTUYECKUX
JIEKapCTBEHHBIX NPENnapaToB

TpeboBaHusT CaHUTApHOTO PEXHMMA, OXPaHBI TPyAa, MOKApHOW OE30MacCHOCTH,
OXPaHbI OKPYXAIOIIECH CPEebl, MOPSAIOK ACHUCTBUIN B YPE3BbIYAMHBIX CUTYALIUSIX

HApyrue

XapPaKTCPUCTHKU

CreuuanpHas TMOATOTOBKA MO  HaANEXamled TPaKTHKE  HM3TOTOBICHUSA,
acenTUYeCKON 00pabOTKH, paTHOXUMHH B PATHAIIMOHHON 0€301TacHOCTH

3.4. O0001ieHHas1 TpyAoBasi PyHKUMSA

KoHTpoiss KauecTBa 1eKapCTBEHHBIX CPEACTB YposeHb
HaumeHoBaHue P p PCACTB, Kon D p 7
U3TOTOBJIEHHLIX B alITEYHBIX OPraHU3anusax KBATM( KA
IIpoucxoxnenue
o 3anMCTBOBAHO U3
0000111eHHOMH Opwurunan X
o OpHUTHHaIa
TPYAOBOH (HYHKINN
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Kon PerucrpanunoHHbiii HOMep
OpHUTHHAJIA po(eCCHOHATIBHOTO CTaHAapTa

Bo3MoxHEIe
HaVMEHOBaHUS
JIOJDKHOCTEH,
npodeccuit

[TpoBU3Op-aHATUTHK

TpeboBanus k
00pa30BaHMIO U
00y4EeHHIO

Bricuiee oOpa3oBaHue — CIEUATUTET M0 crienuaibHOCTH «DPapManus» u
MOJITOTOBKA B MHTEPHATYPE/OpAUHATYPE, MO CIEIUATFHOCTH
«®DapmarieBTHUECKast XUMHUS 1 PapMaKOTHO3U UM JOTIOJHUTEIHHOE
npodeccuoHanbHOe 00pa3oBaHue — MPOrPAMMBbI MPOPECCHOHATHHON
MEPETOATOTOBKH B 00JIACTH KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX MPENapaToB,
M3TOTOBJICHHBIX B alITEYHON OpraHU3aINH

TpeOGoBaHUS K OTBITY
MPaKTUYECKOM
paboThI

Oco0bie ycroBus
J0IyCKa K pabote

Hannune ceprudukaTa cnenuanicTa Wil CBHIETEIBCTBA 00 aKKpeIUTAIIN
CreMannucTa

OTcyTcTBHE OrpaHUYEHUN Ha 3aHATHS TPOPECCUOHATBHOMN 1A TETbHOCTHIO

Jli1s paGOTHUKOB BETEPUHAPHBIX allTEYHbIX OPraHU3aLMHi ¢ BETEPUHAPHBIM
00pa3oBaHUEM — IIPEABAPUTEIILHOE 00yUCHHE TP OCYIIECTBICHUH
(apMaleBTHYECKOH 1A TeIbHOCTH

[IpoxoxkneHne 00s3aTeNbHBIX MPEABAPUTEIBHBIX (TIPH MOCTYIUICHHH Ha paboTy)
U MEPUOAMYECKUX MEIUIIMHCKUX OCMOTPOB (00cie10BaHu)

HApyrue
XapPaKTCPUCTHUKHU

JononuurenbHoe npodeccuoHaabHOoe 00pa30BaHUE — IPOrPaMMBbI ITOBBIILIEHUS
KBaJM(HKALMK HE PeKe OJHOT0 pa3a B ISITh JIET B TEUEHUE BCEH TPYLOBOH
JeSITEIbHOCTH

Peanusanuto, OTIycK JIEKAPCTBEHHBIX MPENApaToOB U TOBAPOB alITEYHOTO
aCCOPTHUMEHTA B 000COOIEHHBIX MMOAPA3IEICHUSIX MEIUIIMHCKUX OpraHU3alui
MOTYT OCYILIECTBIIATH JIUIA, 00JIajatolue IPaBOM Ha OCYIIIECTBIECHUE
MEAMIMHCKON AESITeNbHOCTY U TOJYyYUBIIHE JOTIOTHUTEIbHOE
npodeccuoHaabHOe 00pa3oBaHKUe B 00JIACTH POSHUYHON TOPTOBIIH
JIEKapCTBEHHBIMU MpenapaTaMu, Ipy yCIOBUH UX padOThl B 000COOIEHHBIX
nojapasieneHusx (aMOynaTopusx, GenbIepckux 1 GpeabanepcKko-aKyIepeKux
MYHKTaX, [eHTpax (OTIeNeHUsX) o01el BpaueOHOMH (ceMelHOI) MPaKTUKN)
MEAMIMHCKUX OpraHU3aliii, UMEIOLIUX JIUIEH3UI0 Ha OCYLIECTBICHUE
(bapMalLeBTUYECKOM JIeATEIHHOCTH U PACIIOJI0KEHHBIX B CEIbCKUX HACEIEHHBIX
IyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIE OpraHU3aluu

Jannyro 00001IeHHYO TPYAOBYIO (GYHKIIUIO MOKET BBITIOJHSTH 3aBEIYIONTHN
(TUpeKTop, HAYaJIbHUK) allTeUHOW OpraHU3aINH

I[OHOJ'IHI/ITC.HBHBIC XapaKTCPUCTUKHU

HaunmenoBanue 6a30B0ii rpymmbl, JODKHOCTH
HaunmeHnoBanue 1oKyMeHTa Kon
(mpodeccun) niK crenuantbHOCTH
OK3 2262 ITpoBu30opsI
EKC - ITpoBu3zop
OKIIATP 25850 [TpoBuzop
25856 [TpoBu30p-TEXHOIOT
OKCO 3.33.05.01 | ®dapmarus
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3.4.1. TpynoBas pyHkuus

OO0ecnieyeHue NpeynpeauTeIbHBIX

MEPOIIPUSTHI, HaIPaBJICHHBIX HA YposeHb
HaumenoBanve | U3TOTOBJIEHHE KAYECTBEHHEIX U Kox | D/01.7 (moIypoBeHB) 7

0€30MaCHBIX JIEKAPCTBEHHBIX KBAMHKALHH

IpenaparoB
Mrosossene o X | I

Kon Peructpaunonusiii Homep
OpHUTHHANA podeCcCHOHANBHOTO CTaHaaPTa

Tpynoseie neiictBus | OGecrnieueHue COOIIIOIEH NS CaHUTaPHBIX HOPM u MIPaBUJI;

IMPOTHUBOIIUACMHUYCCKOT'O pexumMa, a TaKXeE yCJIOBI/Iﬁ aACCIITHYCCKOT'O
HU3roTOBJICHUA JICKAPCTBCHHBIX CPEACTB B COOTBCTCTBHH C ,Z[eﬁCTBYIOIHI/IMI/I
HOPMAaTUBHBIMU IPABOBBIMU dKTaMU

Obecrieyenrie COONMIOACHUSI TPABHI TMONXY4YeHUsS, cOOpa ¥ XpaHEHUS BOIbBI
OUMINEHHOM, BOABI JUIsl MHBEKIMN;, CBOCBPEMEHHAas CaHHUTapHas 00padoTKa
TPyOONPOBO/Ia; KOHTPOJIb 32 CBOEBPEMEHHBIM U3BSATHEM CTCPUIIBHBIX PACTBOPOB,
BOAbI O‘lHHIGHHOﬁ, BOJAbI MJIA I/IH"I)GKHI/Iﬁ AJid UCIbITaHUA Ha CTCPUIIBHOCTH B
COOTBETCTBHH C JICHCTBYIOLMMH TPEOOBAHUSMHU

OOecnieueHre HWCHPABHOCTH M TOYHOCTH MPUOOPOB, amImapaTroB, CPEICTB
U3MEPEHUs U PEryIsIpPHOCTU UX OBEPKU

HpOBeI[CHI/IC (I)apMaI_IeBTPI‘ICCKOfI 9KCIICPTU3BI NOCTYIAOIINX B AlITCKY PCLCIITOB
n Tp€6OBaHHﬁ MCIHUIITMHCKHNX opraHmauHﬁ C ICJIBIO MPOBEPKU COBMCCTUMOCTHU
BCIICCTB, BXOAAIIHNX B COCTAB JICKAPCTBCHHBIX CPCACTB; COOTBCTCTBUA
IMPOIMMCAHHBIX 03 BO3PACTy IMAallUCHTA

ObecnieueHre coONIOIEHUS TEXHOJIOIMH U3TOTOBJIEHUS JIEKApPCTBEHHBIX CPEICTB
B COOTBETCTBUM C  (apMakoONeHHbIMU  TpeOOBAaHUSAMHU, HOPMATUBHOM
JOKyMEHTalMel,  METOJMYECKMMH  YKa3aHWSAMU U YCTAHOBJICHHBIMU
poreaypamMmu

ObecnieueHre Mep 1O MHHHMMHU3AIUM pUCKA KOHTAMHHALMU HCXOJHBIX
MaTepUajIoB, MOCYbl, 000PYI0BaHUS U JIEKAPCTBEHHBIX MPENapaToOB

ObecnieueHne B anTeKke YCIOBHM XpaHEHMs (hapMaleBTHUECKUX CyOCTaHLUN U
HCXOJHBIX MaTepUaIoB B COOTBETCTBUH C UX (PU3UKO-XUMHUYECKUMHU CBOHCTBAMH
u  (apmakoneidHbIMH  TpeOOBAaHUSMHM,  HOPMATUBHOW  JIOKyMEHTalMEH,
METOJIMYECKUMH YKa3aHUSIMHU U YCTAHOBJICHHBIMU IIPOLEAYPAMHU

Heo0xoaumeie ObecrieunBaTh COONIOACHHWE TMPABUI 3aMOJHEHUS, OPOPMIICHHS M XPAHCHUS
YMCHHUS IITAHTJIACOB C JICKAPCTBCHHBIMHU CPEJCTBAMH B TIOMEIICHHWH JUIS W3TOTOBJICHUS
JIEKapCTBEHHBIX MPENapaTon
ObecrieunBaTh COOJIIOJIEHUE TPaBUI TOJIy4YeHHs, cOopa M XpaHEHHS BOJbI
OUMIIICHHOM, BOABI JJISI UHBEKIIUI
OOecrieunBaTh  YCIOBUS ~ XPAaHCHWS,  YCTAHOBJCHHBIC  IPOHU3BOJUTEIICM
JIEKapCTBEHHBIX CPEICTB
Ob6ecnieunBaTh MPOBEACHNE CBOCBPEMEHHOMN MOBEPKU M3MEPUTENLHBIX TPHOOPOB
ObecneunBaTh  COONIOZICHUE  TEXHOJIOTMH  HM3TOTOBJICHUS  JICKAPCTBEHHBIX
MpernapaToB
Heo0xonumele TpeGoBaHusT K W3TOTOBJICHHWIO JICKAPCTBEHHBIX IMpenaparoB, B TOM 4YHCJIE B
3HAHUS ACETITUYECKUX YCIOBUIX

Cpoku 1 npaBuIia MOBEPKH CPEACTB U3MEPEHUS

YcnoBust XxpaHeHHs (hapMaleBTHUECKUX CyOCTaHITUI
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CoBMECTUMOCTh MHTPEINCHTOB
XUMHAYECKHe, (apMaKOJIOTHIECKUE)

B pelenTypHoul mnpomucH (¢puznyueckue,

HApyrue
XaPaAKTCPUCTHUKHU

3.4.2. TpynoBas pyHkuus

HaumenoBanue

[Ipoucxoxnenue
TPYAOBOH (HyHKINU

MOHHTOPHHT CHCTEM 00eCTIeUeHUS VpoBeHb
KadecTBa JICKAPCTBEHHBIX CPEJICTB B Kox | D/02.7 | (monyposens) 7
aIlITCYHbIX OpraHu3aUAX KBaM(pUKALHH

X 3anMMCTBOBaHO

OpurnHan
U3 OpUrHHAJa

Kon opurunana Peructpaunonusiii Homep

IPOoQeCCHOHANBHOTO CTaHAapTa

Tpynossie
JNEUCTBUSA

MOHHUTOPUHT COCTOSIHUS U pabOThl WHKEHEPHBIX CHCTEM, JabOpaToOpHOrO U
BCIIOMOTaTeIILHOTO 000pyA0BaHUs (hapMaIeBTHUECKON OpraHW3aIuH JIsl IPHHSTUS
OIIEPATUBHBIX MEP 10 YCTPAHECHMIO BBISIBJICHHBIX HEJOCTATKOB

Pa3paboTka miana KOpPEeKTUPYIOMKUX MEPONPUSITUIM HA OCHOBAHWH MOHUTOPHUHTA

Kontpons Haanexamieldl MOBEpKH, KaIMOPOBKH, aTTECTAllMM M HKCIUTyaTallH
TEXHOJIOTHYECKOIro 000pynoBaHus (hapMalleBTHUECKON OpraHu3aluu

MOHI/ITOpI/IHF I/IH(bOpMaI_II/II/I (¢} HG,I[O6p0Ka‘-IeCTBeHHBIX JICKAPCTBCHHLIX IIpCIlapaTax u
TOBapax arTCYHOIro aCCOPTUMCHTA

Heo0Oxoaumsie
YMEHUSA

@opMHUpOBaTh CHUCTEMBI KPUTEPUEB COCTOSIHMS W HCIPABHOCTH HHYKEHEPHBIX
cucTeM, 1a0OpaTOPHOIO M BCIIOMOIaTEIbHOTO 000py10BAHHUS

OcymiecTBIATh  KOHTPOJIb  COCTOSHUSL M PabOThl  MHIKEHEPHBIX
71a00paTOPHOTO U BCIOMOTaTeIbHOrO0 000pyJOBAHUS

CHCTEM,

OuenuBaTh NOTPEOHOCTH B 000pyA0BaHUU U (HOPMUPOBAThH 3asIBKM Ha HEOOXOIUMOE
o0opymoBaHue

OcylecTBIATh MOUCK MHPOpPMAIMKU M0 3a0paKOBaHHBIM CEpUAM JIEKapPCTBEHHBIX
[IPEnapaTtoB M pELIEHUH O IPUOCTAHOBKE pEAJM3allMy IapTUH JIEKAPCTBEHHBIX
IIpenapaTroB

Heo0Oxoaumsie
3HAHUA

HopmaruBHble nmpaBoBeie akThl Poccuiickonn ®exnepanuu, peryJupyromme
M3TOTOBJICHHE JIEKAPCTBEHHBIX (DOPM M BUBI BHYTPHANITEYHOTO KOHTPOJISI

Buger u meronsl I/ISMCPCHI/Iﬁ HUCIBITATCIABHOTO O60py,[[0BaHI/I$I, IMPUMCHSACMBIC B
AIITCYHBIX OpraHu3alrsax

I/IHCprMCHTBI, HUCTIBITAaTCIIBHOC U U3MCPUTCIILHOC O60py,Z[OBaHI/IC, HpI/ICHOCO6J'IeHI/IH,
HCIIOJIB3YEMBIC TIIPU H3TOTOBJICHUM HW KOHTPOJIC KadeCTBa JICKAPCTBCHHBIX
penapaTroB B AlITCYHLIX OPraHU3alusAaX

NupopmalinoHHble CHUCTEMbl M 000pyJOBaHHE HWH(MOPMALMOHHBIX TEXHOJIOTHI,
UCIIOJIb3yeMble B (papMalleBTUYECKON OpraHu3aluu

Cpoku 1 criocoObl METPOJIOTHYECKON OBEPKH, KATMOPOBKU U aTTeCTAllUN

[IpaBuia npuMeHEeHUsT CPEACTB MHANBHUIYATbHON 3aIUThI

CaHuTapHO-’MUAEMHOJIIOTHYECKHE TpPeOOBaHUS K OSKCIUTyaTallud MOMEUICHUH |
YCIIOBHSM TpyZJa

TpeGoBaHMs OXpaHbBI TPy/la, MEPHI MOKAPHOW 0€30MaCHOCTH, MOPSAIOK ACUCTBUI B
Ype3BhIYAITHBIX CUTYaIUSIX

Apyrue
XapaKTeCPUCTUKU

3.4.3. TpynoBasi pyHkumst




HanmenoBanue

[Ipoucxoxnenue
TPYAOBOH (QYHKINN
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[IpoBeneHne BHYTpUANTEYHOTO KOHTPOJIS
Ka4deCTBa JICKAPCTBCHHBIX IIPCIIapaToB, YpoBeHb
HU3TOTABJIMBAEMBIX B allTEUYHBIX Kox | D/03.7 | (momyposens) 7
opraHu3anusax, u papManeBTHICCKUX KBaTH(HUKAIIMH
cyOcTaHuuii

3anMCTBOBaHO
Opurunan X

U3 OpUTHHATA

Kox opurunana PerucrpaloHHbIi HOMEp

HpO(l)CCCI/IOHaHLHOFO cTa”HgapTa

TpynoBbie OcHamlenue paOouux MeECT Ui MPOBEJEHUS KOHTPOJIL KauecTBa JIEKAPCTBEHHBIX
nercTBUs CPEZCTB, M3TOTOBIISIEMBIX B allTeKax, MpuOopamMu, 000PYAOBaHHEM U PEaKTHBAMHU
[TpoBenenue pa3iaMyHBIX BHUJOB BHYTPHANTEYHOI'O KOHTPOJIS (PapManeBTUUECKUX
cyOCTaHIUi, BOABI OYHIIICHHOW / JUI1 MHBEKLUI, KOHIICHTPATOB, 1M0y(padpruKaTos,
JIEKapCTBEHHBIX IIPENapaToB, W3rOTOBICHHBIX B AalTEYHOW OpraHU3allUH, B
COOTBETCTBUH C YCTAaHOBJICHHBIMH TPEOOBaHUSIMH
Peructpanuss pe3ynpTaToB BHYTPHANTEYHOI'O KOHTPOJS B COOTBETCTBUU C
YCTaHOBJIEHHBIMU TPEOOBAHUSIMU
Opranuzanys IpOBENEHUS KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX IIPENaparoB B
PETrHOHANIBHBIX, 00JACTHBIX JIAOOPATOPHUSAX KOHTPOJIS KauecTBa
[IpoBenenne anamm3a (apManeBTHUECKUX CYOCTaHIIMH W JIGKAPCTBEHHBIX
IpenapaToB B COOTBETCTBUU C YCTAHOBJIEHHBIMU TPEOOBaHUSIMU 3
OreHka 3aracoB peakTUBOB B (hapMalleBTUUECKON OpraHU3aliy JJIsl POBEICHUS
aHaJIA3a 110 KOJINYECTBY U Ka4ECTBY
[Ipuemka 1 y4er pacxojia peakTHUBOB ISl IPOBEACHUS BHYTPUANITEYHOTO aHAJIN3a
JIeKapCTBEHHBIX CPEACTB B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUAMHU
HeoOxonumeie PeructpupoBath 1aHHbIE 00 U3rOTOBJIEHHBIX JEKAPCTBEHHBIX MpenapaTax
YMEHUS OdopmiATe  pe3ynpTaThl MCIBITAaHUM (papManeBTHUECKUX CyOCTaHLUM, BOJbI
OUMIICHHON / JJIsl MHBEKIUH, KOHIIEHTPATOB, IMONYy(paOpUKaTOB, JEKApPCTBEHHBIX
[IPENapaToB, M3rOTOBJICHHBIX B aNTE€YHOW OpraHu3allid, B COOTBETCTBUU C
YCTaHOBJIEHHBIMU TPEOOBAHUSIMU
WHTepnpeTtupoBaTh  pe3yapTaTbl ~ BHYTPHUANTEYHOIO  KOHTPOJS  KayecTBa
dbapmareBTUUeCKX  CyOCTaHIMi, BOJBI OYMINEHHOW / I  WHBEKIIHH,
KOHIIEHTPATOB, MOIy(paOpHKaTOB, JEKAPCTBEHHBIX IPENapaToB B COOTBETCTBHH C
YCTaHOBJIEHHBIMU TPEOOBAHUSIMU
[Tonb30BaThCs 7a00PAaTOPHBIM U TEXHOJIOTHYECKHM 000PYAOBaHUEM
dopmupoBaTh 1 0GOPMIISTh 3asIBKU Ha PEAKTHUBbI
Bectu yuer pacxosia peakTHBOB
[Tonp30BaThCS KOHTPOIBHO-U3MEPUTENLHBIMU PUOOPAMHU
OdopMasTe  AOKYMEHTAIMI0  YCTAHOBJIEHHOTO  o0pa3lia 1Mo  KOHTPOJIIO
M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX [IPENAPATOB
Heob6xonumebie HopmartuBHbie mnpaBoBele akThl Poccuiickoii ®dexpepamuu, peryJupyroime
3HAHUS U3TOTOBJICHHE JIEKAPCTBEHHBIX ()OPM U BUIbI BHYTPHANITEYHOT'O KOHTPOJIS

[Topsimok B3anMOIEHCTBHS € JIAOOPATOPUSIMHU KOHTPOJISI Ka4eCTBa

Bupl BHyTpHUanTe4HOro KOHTPOJIS

CpokH ToIHOCTH, IPaBWIa XPAHEHHUS PEaKTUBOB B 3aBHCUMOCTH OT HMX (DHU3HKO-
XUMHUYECKUX CBOMCTB

WndpopmanimoHHble CUCTEMBl W 000pyAOBaHHE HWH(GOPMAIMOHHBIX TEXHOJIOTHH,
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UCIOJIb3yeMbIe B (hapMalleBTHUECKON OpraHnu3aiun

[lepeyenb HEOOXOIMMBIX PEAKTUBOB, MCIOJIB3YEMBIX IMPH MPOBEACHUH KOHTPOISI
KaueCTBa JIEKAPCTBEHHBIX IIPEIApaTOB B allTEYHbIX OPraHU3aLUAX

Homenkiiarypa 3aperucTpupOBaHHBIX B YCTAHOBJIIEHHOM IOPSJIKE JIEKAPCTBEHHBIX
cyOCTaHIIMII M BCIOMOTaTeNbHBIX BEILIECTB, MX CBOWCTBA, Ha3HAa4YeHHE, MpaBUia
XPaHEHHUS

HpI/IHHI/IHBI q)apMaHCBTHqCCKOfI MI/IKpO6I/IOJIOFI/II/I, ACCIITHKHU U TOKCHUKOJIOTHH

[Topsimok BeaeHUs: MPeIMETHO-KOIMYECTBEHHOTO YYeTa PEaKTUBOB, OTHOCSIIIUXCS K
peKypcopam

[IpaBuna ymakoBKHM, YKYNOPKM U MapKHUPOBKM JIEKAPCTBEHHBIX IpENapaToB,
U3IOTOBJICHHBIX B alTE€YHOM OpraHu3aluy, B TOM 4YHCIE HPEAYHpPEIUTEIbHBIMU
HaAMMHUCIMU

CaHuTapHO-AMHUIEMHOIIOTHIECKHE TpPeOOBaHUS K OKCIUTyaTallid IOMEUICHUH |
YCIJIOBHSIM TpyZHa

TpeGoBanus OXpaHBI TPyIa, MEPHI MOKAPHOU 0E30MaCHOCTH, MOPSIOK JACUCTBUN B
YpE3BbIYANHBIX CUTYALIUSAX

Ycaopus u CPOKH XpaHCHHUA JICKAPCTBCHHBLIX MNpCIapaTroB, H3IOTOBJICHHLIX B
AlITCUHBIX OpraHU3alnAaX

Du3NKO-XUMHUYECKHE U OpTraHOJICITUYCCKHUEC CBOICTBa JICKApCTBCHHBIX CPCIACTB, UX
q)HSquCKaH, XUMHNYCCKasa U (l)apMaKOJIOFI/I‘IeCKaH COBMCCTHUMOCTB

MGTOIII)I aHajIn3a, UCII0JIb3YCMBIC ITPU KOHTPOJIC KaYCCTBa JICKAPCTBCHHBIX CPCACTB

I[OHYCTI/IMBIe HOPMBI OTKJIOHECHHI IIpHU U3rOTOBJICHUM JICKAPCTBCHHBIX ITPCIIApPaTOB,

4
YCTaHOBJ'ICHHI)IX HOpMaTI/IBHBIMI/I HpaBOBI)IMI/I .’:1KTaMI/I3

Hpyrue
XapaKTEPUCTUKU

3.5. O0001meHHas TpyAoBasi PyHKIHUSA

Opranu3zanus u pyKoBOJICTBO
. YposeHs
HaumenoBanue | (papMalleBTHYECKOMN JIEATENILHOCTBIO Koz E 7
N KBaJTU(UKAITHA
(hapMaIreBTUUECKOM OpraHu3aIuu
[Ipoucxoxaenue
o 3arMCTBOBAHO U3
00001IeHHON OpurnHan X
N OpHUTHHANIA
TPYZIOBOH QyHKIMH
Kon Peructpaunonusiit Homep
OpHUTHMHAJIA npodeccHoHaTLHOTO CTaHaapTa

Bo3MoxuEIe
HaMMEHOBAaHUS
JIOJDKHOCTEH,
npodeccuit

JupekTop (3aBenyromuii, HaYaJIbHUK) aTEYHON OpraHu3aluy, BeTepuHApHON
anTeYyHOM OpraHu3anun

3aBeyIONINI CKIIAIOM OpraHU3alliy ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU
CpencTBaMu

TpeboBanus
00pa30BaHMIO U
00y4EeHHIO

Cpennee npodeccronabHOE 00pa30BaHKE — MIPOTPAMMBI IOJTOTOBKH
CHELHATNCTOB CPETHEr0 3BeHa MO crenHuaIbHOCTH «PapMarusy» u
JOTIOTHUTEIbHOE TPO(decCHOHAIbHOE 00pa30BaHuE — MIPOrPAMMBbI
po(hecCHOHATBLHOM MEePETOArOTOBKH B 00IACTH YIPABICHUS U SKOHOMUKH
bapmarun

501050

Briciiee 00pa3oBaHue — CIIEUAIUTET MO cHenHanbHOCTH «DapMarus» u
MOJTOTOBKA B MHTEPHATYPE/OpAUHATYPE 0 CIICUATHLHOCTH « Y IPaBJICHHUE U
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SKOHOMHUKA (hapMaIriiu» Win JOTMOJTHUTEIHHOE MPOPECCHOHATBPHOE 00pa3oBaHUE
— MpOorpaMMbl IPOPECCHOHATIBHOM MEPETIOATOTOBKU B 00JIACTH YIIPABICHHS U
9KOHOMUKH (hapMariiu

TpeboBaHus K OIBITY

MPaKTUYECKOU
paboThI

He menee msitu net no cnenuanbHOCTH «Dapmansy Mpu HATUYUN CPETHETO
pod)eCCHOHAIBHOTO 00pa30BaHUs

Oco0Opble ycroBus
JoITycKa K paboTte

Hanuuue ceptudukara cnenuanycra Wid CBUACTEILCTBA 00 aKKpeAUTALUN
crenuaincra
OTcyTcTBUE OrpaHUYEHUI HA 3aHATUS TPO(ECCHOHATBHOM 1eATEIbHOCTHIO

Apyrue

XapaKTCPUCTHKU

JononauTtensHOe TpodecCuoHambHOEe 00pa30BaHUE — MIPOTPAMMBI ITOBBIIICHUS
KBaJIM(UKAIIMY HE PEXKE OJJHOTO pa3a B IATh JIET B TEUEHUE BCEH TPYJOBOU
JEATETbHOCTH

JIOOIHUTEBHBIE XapaKTEPUCTUKH

HanmenoBanue 06a30Boii IpyIIIbI, TOHKHOCTH
HanmenoBanue nokymeHnra Kon
(mpodeccun) WU CHEUATBHOCTH
OK3 1324 PykoBonuTenu ciayx6 1o cHaOX eHHIO,
pacipoCTpaHEHUIO TOBAPOB M aHAJOTUYHBIM BHAAM
JeSITeTTbHOCTH
EKC - Jupektop (3aBenyromimii) (hapMarneBTHISCKON
OpraHu3aluu
- 3aBeyIONINi alTeYHBIM CKIIAJIOM
OKIILATP 21898 3aBeAyIOIIMI anTeKoi
21899 3aBeyIONIHi aNTeUHBIM YUPEKICHUEM
21929 3aBeyIOLINi BETEpUHAPHON anTeKou
22141 3aBeyIONINI CKIAI0M
OKCO 3.33.02.01 dapmanus
3.33.05.01 dapmarnus

3.5.1. TpynoBasi pyHkuus

HaumeHnoBanue

IIpoucxoxnenune
TPYAOBOH (yHKINN

[TnaHupoBaHHe NESITEILHOCTH Yposenb
(bapmaneBTHYECKOI OpraHu3aIuu Kox | E/01.7 | (nonyposens) 7
KBanu(pUKaIuu

3auMCTBOBAHO
X

Opurunan
13 OpUTrHHAJa

Kon opurnnana Perucrtpannonssiii HoMmep

IPO(eCCHOHATBHOTO CTaHAapTa

Tpynoseie
JefCTBUS

AHanu3 Tekylled CUTyalluM M CTpaTerMYecKUX MporpaMM pa3BUTUS pPErHOoHa U
OTpaciy JUIsd IUIAHUPOBAHMS JIESITEIbHOCTH (hapMalleBTHUECKONW OpraHu3aIiu

AHanu3 crpoca Ha JIEKapCTBEHHbIE MpenapaThl U TOBAPhl allTEYHOTO aCCOPTUMEHTA
U MIOTPEOHOCTH B HUX

Omnpenenenue Hesned M 3aAad JAEATEIBHOCTH (DapMalleBTHUECKOW OpraHH3aluy,
KOHTPOJIbHBIX [T0KA3aTeJIeH NX TOCTHIKEHUS U PELICHHUS

Pa3paboTka mnaHa MEpONPHATHA MO JOCTHKCHHIO KOHTPOJBHBIX ITOKa3aTesei
JESTEIILHOCTH (papMareBTUIECKON OpraHu3aIun

Heo0Oxoaumsie
YMEHUS

OCYH_IGCTB.HSITB MapKCTHUHI'OBBIC HCCIICA0BAHUA B
YIPaBJICHUYECKUX PEIICHUN

mpolecce  MPUHATHSA

HpOBO[[I/ITI: MOHUTOPHUHI 3HAHHA LCJICBBIMU TIPYyIIIaAMU HOBBIX JICKAPCTBCHHBIX
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IpenapaToB U TOBAPOB alITEYHOTO ACCOPTHMEHTA

OueHuBaTh HOBbIE HKOHOMHYECKHME TMOJAXOJAbI M METOAbl YIpPaBJICHUS B
dbapMalleBTUYECKON  NIeATeNbHOCTH, MporpeccuBHble  (OPMbI  0OCITYKUBAHUS
HACEJICHUS U MEIUIMHCKIX OPraHU3aIii, eNaTh 3aKII0UEHH O 1e1ecO00pa3HOCTH
WX BHEJIPCHHUS

OnenuBath 3((HEKTUBHOCTP MEPONPUATHH MO OO0ECMEUYECHUI0 U  YITYYLICHHIO
Ka4ecTBa (hapManeBTHUECKON ITOMOIIN

[TpoBOINTH KOMIUIEKCHBIN aHAJIN3 AEATEIBHOCTH (hapMaleBTHUECKONW OpraHU3aIluH

HpOFHO3I/IpOBaTB U OHOCHUBATh PUCKU IIpU IUIAHUPOBAaHHWH  ACATCIIBHOCTH,
MNPUMCHATH CTPATCTUU U UHCTPYMCHTBI CHUKCHHA PUCKOB

OueHuBaTh CHTYyalldl0 W TPOTHO3WPOBAThH €€  pa3BHTHE, BhIPAOATHIBATH
aJlbTEPHATUBHBIC BAPUAHTHI PEIICHUN W OLEHUBATh PHUCKH, CBA3aHHBIE C HX
peanuzanuei

[TpoBoguTh aHamM3 METOJOB U CHOCOOOB IPOJBMXKEHHUS JIEKAPCTBEHHBIX
IpenapaToB U TOBAPOB alTEYHOT'O ACCOPTUMEHTA U PACIPOCTPAHEHUST MHPOPMAIUH,
UCMOJNb3yeMOH B OTpaciy, [JellaTh 3aKIIUeHHs O IesIeco0OpasHOCTH  HX
MCIIOJIb30BaHUs

Heo6xonumeie Mertoab! ynpaieHus apMaleBTHUECKOW opraHu3aueil

3HaHUsA Kpurepun u nokasarenu, XapakTepuU3yIOILIUE COCTOSSHUE OOECHEUEHHUs HACEICHUS
JIEKapCTBEHHBIMU MPENapaTaMy U Ka4eCTBO JIEKapCTBEHHOM OMOIIN
DapMaleBTUUECKUA MEHEIKMEHT
PapManeBTUYECKUI MapKETHHT
Oco0OeHHOCTH XpaHEHMsI JIEKApCTBEHHBIX CPEACTB, B TOM YHCIE IOJJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUETY
Nudopmanronnsie cuctemMbl M 000pyaoBaHHE HH(DOPMALMOHHBIX TEXHOJIOTHUH,
UCIIOJIb3yeMble B (papMalleBTUYECKON OpraHu3auu
WMHCTpyMEHTBI, METOABI M IPUHIUIIBI IPOEKTHOTO YIIPABICHUS
3akoHonarenscTBO  Poccuiickoit ~— ®exepanuu,  peryjiavpyroliee  TPYyIOBBIE
OTHOLLEHHUs, B TOM YHCJIE OIUIATY TPpyZAa
ITomoxeHnuss  HOpPMATHMBHBIX  MOpaBOBbIX  akToB  Poccuiickoit ~ Denepanuu,
peryaupymoomux oOpalleHne JEeKapCTBEHHBIX CpEJICTB M TOBApOB AaNTEYHOI'O
ACCOPTUMEHTA, B TOM YHCIie B COOTBETCTBUU ¢ CorlalieHueM O €MHBIX PUHLUIIAX
U IpaBuUiax oOpalleHHsl JIeKapCTBEHHBIX CpeACTB B paMmkax EBpasuiickoro
HKOHOMHUYECKOTO COI03a; HMHCTUTYLIMOHAIbHBIE HOPMBI B cdepe yIpaBleHUS
(bapMareBTUYECKOH 1A TeIbHOCTBIO
CaHUTapHO-AMHUIEMUOJIOTHYECKUE TpeOOBaHMUSI K OHKCIUTyaTallMM TMOMENIEHUH Hu
YCIIOBUSIM Tpyia
TpebGoBaHusi K OTYETHOW [OKYMEHTAllMH, CTPYKTypa M COCTaB OTYETHOU
JOKYMEHTaIuM (papmManeBTH4ecKoil opranu3anuu
TpeGoBanusi oxpaHbl Tpyaa, MEPHI MOXKAPHOU 0€30MaCHOCTH, MOPSIOK JEHCTBUIA B
Ype3BbIYAHBIX CUTYaLUSIX

HApyrue -

XapaKTEPUCTUKU

3.5.2. TpynoBasi pyHkuus

Hanmenosanue

IIpoucxoxnexnue
TPYIOBOH QyHKLMH

Opranu3aius pecypcHOro o0ecredeHusl Yposenb
(apManeBTHYECKOI OpraHu3aluu Kox | B/02.7 | (nonyposen) 7
KBaTH(DHKAITIH

3auMCTBOBAHO
X

Opurunan
13 OpHUTHHAJIA
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Kon opurunana PeructpanunoHubiii HoMep
po(eCCHOHATIBHOTO CTaHAapTa

TpynoBbie AHanM3 TEKyIIero pecypcHoro oOecnedeHus U motpedHocTel (apmalieBTUYECKOM
JNEUCTBUSA OpraHu3anuu

Onenka notpebHocTel PpapManeBTHUECKONH OpraHU3allii B pecypcax

HccnenoBaHue pplHKa MOCTABIIMKOB TOBAPOB, pabOT U yCIyT

OnpezneneHre ONTUMAIBHBIX MOCTABIIMKOB, OPTaHU3AIMS ITPOIECCa 3aKYTIOK

3aKiroueHre U KOHTPOJIb HCIIOJIHEHUs JOTOBOPOB Ha IMOCTaBKY TOBApOB, paboOT U

yCIyr

Ouenka  3(Q¢eKTHBHOCTH  pecypcHOro  obecrnedeHus  (papMameBTHUSCKOMN

OpraHu3aIH

Pa3paboTka KOPPEKTUPYIOIMUX MEPONPUATUH O pe3yIbTaTaM aHaIn3a
Heo6xonumeie AHanM3upoBaTh W OIEHUBATH HH(POPMAIMIO OT ITOCTABIIMKOB JIEKAPCTBCHHBIX
YMEHHUS CPEICTB M TOBAapOB alTEYHOIO0 AaCCOPTUMEHTA, MaTepuaJoB M OOOPYIOBaHMS,

UCIIOJIHUTEIICH paboT U yCIIyT

DopMupoBaTh KOHKYPCHYIO TOKYMEHTAIIMIO HA 3aKYIKY JEKapCTBEHHBIX CPEICTB U

TOBApPOB AaNITEYHOT'O ACCOPTUMEHTA

OcymiecTBIATh MOHHMTOPUHI CIpoca IOTpeOWTeNell, B TOM 4YHCIE Ha HOBBIC

JIEKapCTBEHHBIE MPEnapaThl U TOBAPhI alITEYHOTO aCCOPTUMEHTA

Opranu3oBEIBaTh WHBEHTAPU3AIHIO TOBAapHO-MaTEePHATIHHBIX [IEHHOCTEH,

OMEpPATUBHO-TEXHUUECKUA  y4e€T U  NIPEIMETHO-KOJMYECTBEHHBIM  y4eT B

COOTBETCTBUH C YCTAHOBJICHHBIMU TPESOOBAHHUSIMH

OpranuzoBbiBaTh M oOecreynBaTh  JTOKYMEHTOOOOPOT  (apMalieBTUYECKOM

OpraHu3alliy, BKIIOYas JFOOble BHIBl OTYETHOCTH, B COOTBETCTBUU C

3aKOHOJATENFHBIMA U HOPMATHUBHO-TTPABOBBIMU aKTaMU

OCyIecTBIATh YCTHBIE M MHCHMEHHBIE KOMMYHHUKAIIUU B OOIIEHWU C KOJUIETaMH,

NOTPEOUTENSIMU M MOCTABIIUKAMHU

[Tporao3upoBaTh U OLIEHUBATH PUCKH MTPHU OPTaHU3AINH PECYPCHOTO 00ECTICUCHNUS
Heo6xonumeie JIunien3noHHble TPeOOBAaHUS M YCIOBHS JUISl OCYIIECTBIECHUS (apMalleBTUYECKOM
3HAHUS JeSITeITbHOCTH

[TocaencTBus HCCO6J'II-O,[[6HI/I}I JIMICH3MOHHBIX Tpe60BaHI/II‘/'I

IlonoxeHnuss  HOPMATUBHBIX  IPaBOBBIX  akToB  Poccuiickon — denepauuy,
perynupymoomux oOpalieHue JIeKapCTBEHHBIX CpEACTB M TOBAapOB aNTEHYHOI'O
aCCOPTHMEHTA, B TOM YHCJIE B COOTBETCTBUU ¢ COIIallleHWEM O €MHBIX IPUHLUIIAX
U TpaBWiIax oOOpalieHusl JIeKapCTBEHHBIX CpPEIACTB B paMKkax EBpasuiickoro
HKOHOMHMYECKOTO COl033; MHCTHUTYIIMOHAJIbHBIE HOPMBI B cdepe yIpaBlIeHUsS
(bapMaleBTUYECKON 1eATEIbHOCTHIO

HOpHIIOK npueMa TOBAPOB OT TIMOCTABHIMKOB, HUX Yy4d€Ta W HWHBCHTApHU3AllUH,
yCTaHOBHeHHBIﬁ B OpraHusanyu, BKIIHOYas 0(1)0pMneH1/1e OTYETHOM JOKYMCHTAIUH

HOp}IIIOK 3aKYIIKHU, XPpaHCHUS, ICPCMCIICHUS JICKAPCTBCHHBIX CPCACTB

HOpH}IOK YCTAHOBJICHUSA LICH HA JICKAPCTBCHHEBIC CPCACTBA, BKIIIOUCHHBIC B IEPCUCHD
KHN3HCHHO HCOGXO)II/IMBIX U BaXKHEHIIINX JICKAPpCTBCHHBIX IPCIIapaToOB

AKTyalnbHBI aCCOPTUMEHT JIEKapCTBEHHBIX IPEMapaToB U TOBAapOB AaNTEUHOTO
ACCOPTUMEHTA PA3MUYHBIX (apMaKOJIOTHUYECKUX TPYII, HX XapaKTepHUCTUKH,
JICUCTBYIOIIME BEIIECTBA (MEXKIyHAPOTHOE HEMTATECHTOBAHHOE HANMCHOBAHHE)

WndpopmanoHHble cCUCTEMbl W 000pyAOBaHHE WH(GOPMAIMOHHBIX TEXHOJIOIHH,
UCIIOJIb3yeMble B (papMalleBTUYECKON OpraHu3alu

MepuaH1aii3uHT B aliTEYHBIX OpraHu3alusax

MeTtoapl MoWcKa W OLEHKU (apMaleBTUYecKod HH(oOpManuu, B TOM 4YHUCIE B
pecypcax ¢ mHpopMaImei o 3a0pakOBaHHBIX JIEKAPCTBEHHBIX CPEICTBAX M TOBapax
anTEeYHOTrO aCCOPTUMEHTA




42

dapmaneBTHYECKHII MAapKETHHT, B TOM YHCJIC OCHOBBHI IH(POBOr0 MapKETHWHTa B
bapmaru

WNHCTpyMEHTBI MapKeTHHTOBBIX KOMMYHHKAIMd W OCHOBHBIC TPHHIUIIBI HX
(byHKIMOHUPOBAaHUS B (papMalleBTUUECKON OpraHu3aiun

(DapMaHeBTI/I‘ieCKaH JJOTUCTHKaA

TpeboBaHust K OTYETHOW JOKYMEHTAllUM, CTPYKTypa M COCTaB OTYETHOH
JOKYMEHTaluu

CocTaB KOHKYPCHOHM TOKYMEHTALMU U TpeOOBaHUs K HEH

[Tomo>keHHs TpakJaHCKOTO M HAJOTOBOIO  3aKOHOAATENbCTBA  Poccuiickont

@Denepauy B 00JaCTH TOTOBOPHBIX OTHOILICHHH C KOHTPAareHTaMHu

TpeOoBanusi K BEICHUIO MPEIMETHO-KOJIMYECTBEHHOTO YdYeTa JIEKapCTBEHHBIX
CpeJlICTB

MeToap! 1 criocoObI yIIpaBJIeHUs! OpraHu3aen

Hpyrue
XapaKTEPUCTUKU

3.5.3. TpynoBasi pyHkuus

HanmeHnoBanue

IIpoucxoxneHue
TPYZIOBOH QyHKIMH

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

3auMCTBOBAHO
X

Opuruzan
13 OpUTHHAIa

Kon opurnnana Peructpaunonusiii Homep

IpoQeCCHOHANBHOTO CTaHJapTa

Tpynossie
NENCTBUSA

[TnanupoBanue noTpeGHOCTH (papMareBTHUECKOM OpraHn3aluy B pabOTHUKAX

[Ton6op, npuem, aganTtanus nepcoHana GapMareBTUIECKON OpraHu3aluH

Opranuzanus o0ydeHus nepcoHana apmMaleBTHUECKON OpraHu3aluu

CDOpMI/IpOBaHI/Ie CUCTCMbI CTUMYJIMPOBAHU pa6OTHI/IKOB

IIpoBenenue criennanbHON OIIEHKH YCIOBHM Tpy/ia

Opl" aHN3alusd MCIUIIUHCKUX OCMOTPOB IIEPCOHAJIA

DopMHUPOBaHKE U MOAIEPKAHNE KOPIIOPATUBHON KYJIBTYPbI

Heo0Oxoaumsie
YMEHUSA

AHanM3upoBaTh U OIEHUBATH JIEATEIBHOCTh MEPCOHANa Ha KOHKPETHBIX y4acTKax
paboThl

OrneHnBaTh NOTPEOHOCTH B (hapMaEBTHUECKUX PAOOTHUKAX

CoCTaBIsATh ITATHOE paciucanme (bapMaHeBTquCKOﬁ OopraHuzanun

CocTaBmsTh (PyHKIHOHATIBHO-I0JPKHOCTHBIE HHCTPYKLIUK COTPYTHUKOB

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

O0GecneunBaTh  palMOHAIBHYIO  OpPraHU3aluio paboymx MeCT C  Y4eTOM
BBITIOJTHSAEMBIX (YHKIIHI B COOTBETCTBUU C TPEOOBAHUSIMHU OXPaHbI TPyIa

Pa3pabaTbiBaTh MHCTPYKIIMU IO OXpaHe Tpyaa

Opranu3oBbIBaTh Oe301acHbIe U KOM(POPTHBIE YCIOBUS TPYIa

Pa3pa6aTLIBaTB MCPONPUATHUA 110 aJallTallu BHOBb IIPUHATHIX COTPYAHHUKOB

OpranuzoBbiBaTh M oOecreynBaTh  JIOKYMEHTOOOOPOT  (apMalleBTUYECKOM
OpraHu3alli, BKJOYas JOOble BHJBl OTYETHOCTH, B COOTBETCTBHHU C
3aKOHOJATEIbHBIMU U HOPMAaTUBHO-IIPABOBBIMHU aKTaAMHU

OcCyIecTBIATh  KOHTPOIb  COONMOJIEHUsT  pabOTHHKAMU
3aKkoHOnarenscTBa  Poccuiickort  denepanuu, TpeOoBaHUMN
CaHUTAPHBIX MPaBUJI, MPABWII BHYTPEHHETO TPYAOBOTO paclopsiIKa

HOPM  TPYJOBOIO
OXpaHbl  TpyZa,

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 n MCTOAbI 06y‘leHI/I5[, B TOM YHCJI€ B COOTBCTCTBHH C
YCTAaHOBJICHHBIMH IIpaBUJIaMU

OpranuzoBbIBaTh 00y4YeHHe Ha pabounX MecTax

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

®opmupoBaTh OJArONPUITHBIN KIMMAT B KOJUIEKTHBE

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

[TpoBOIUTH HHCTPYKTAXK PAOOTHUKOB (PapMaIieBTUICCKON OpraHU3aIuu

HeoOxonumeie HHCTUTYIIMOHATIEHBIE HOPMBI B chepe yrpaBiIeHUs NepCOHATIOM (papMaleBTUYECKUX
3HAHUS OpraHu3anuin
TpynoBoe 3akoHomatenbcTBO Poccuiickoit @enepanyii B 00JACTH  peIICHUS
OIEPATUBHBIX 3a/1a4 KaJIPOBOU ITOJIUTUKH
JlokanbHble HOpPMATUBHBIE AKThI 110 HANPABIICHUIO 1€ATEIbHOCTU
Bunbl ctumynupoBanusi pabOTHUKOB
OCHOBBI KOH(JIUKTOJIOTUH
KaapoBblif MEHETKMEHT
TexHomornu, MeETOAbl M IIOKA3aTelId OLEHKM KaJpoBOrO INOTCHIHAIA W
3 PeKTUBHOCTH €ro paboThI
MeToabl OIEHKH U YIIPABIICHUS KOPIIOPATUBHOM KYJIBTYPOU
OcoOeHHoCTH BOCTIpUSATHS MH(MOPMALIUU JIIOJbMHU Pa3IMYHBIX HALMOHAIBHOCTEH U
KoH(peccuit
CaHuTapHO-3MUAEMHOJIIOTHYECKHE TpeOOBaHUS K OHKCIUTyaTallid IOMEUIeHUH |
YCIIOBHSM TpyZAa
TpeboBaHMsT K OTYETHOM JOKYMEHTAallUM, CTPYKTypa M COCTaB OTYETHOM
JOKYMEHTAIMU 110 KaJpam
TpeGoBanusi oxpaHbl Tpyaa, MEPHI MOXKAPHOU 0€30MaCHOCTH, MOPSIOK JEHCTBUM B
YpE3BbIYANHBIX CUTYAIUSAX
HApyrue -
XapaKTEPUCTUKU

3.5.4. TpynoBasi pyHkuus

HaumeHnoBanue

IIpoucxoxnenne
TPYAOBOH (QyHKINN

VYpaBneHue CUCTEMOM KayecTBa YpoBeHb
(bapmaneBTHYECKOI OpraHu3aIuu Kon | E/04.7 | (nonyposen) 7
KBaTHU(PHUKAINN

3auMCTBOBAHO
X

Opurunan
13 OpUTHHAA

Kon opurnnana Peructpannonssiii Homep
po(eCCHOHANBHOTO CTaHJapTa

Tpynoseie
JefCTBUS

(DOpMI/IPOBaHI/Ie CTaHJApTOB KA4YC€CTBA 3aKYIKH, IPUCMKHU, XpaHCHUA, pCaIn3aliun
JICKAPCTBCHHLBIX IIPCIIApaTOB U TOBAPOB alITCHHOI'O ACCOPTUMCHTA, U3IrOTOBJICHUSA U
OTITYCKa JICKAPCTBCHHBIX NIPECIIapaTOB B YCIOBUAX AlITCUHBIX opraHmauHﬁ

BHenpeHnue cTaHIapTOB KauecTBa ASITEIbHOCTH (hapMalleBTHUECKONW OpraHu3aIliuH

Opranusaiys MOHHUTOPHHTA COOTBETCTBHS TEKYIIEH AEATEIBHOCTH OpraHU3aIliu
pa3zpaboTaHHBIM CTaHAAPTAM

Opraamzanuss pabotel ¢ danbCuPUIMPOBAHHONW, HETOOPOKAYECTBEHHOW U
KOHTpa(aKTHON NPOIyKIHEH
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C6op u ananmmu3 wHOpPMAIIUU IO pe3yabTaTaM MOHUTOPHHTA (YHKIIMOHUPOBAHHS
CUCTEMBI KadecTBa (papMarieBTHIeCKON OpraHu3aIiu

Pa3paboTka W peanuzanus KOPPEKTUPYIOIIUX MEPOIPUSATHI MO pe3yibTaram
aHayM3a

YcTaHOBIIEHHME M OMNHMCAHHUE TMPOIIECCOB CHUCTEMBI KadecTBa (apMalleBTUYECKOM
OpTraHu3aIy U pa3paboTKa CTAHJAPTHBIX OMEPAIIMOHHBIX MTPOIEAYD

Buenpenue u noxanepkanue B paboueM COCTOSIHMM IPOLECCOB CHUCTEMBbI KauecTBa
(dapManeBTUYECKON OpraHu3auu

HpOBGI[eHI/IC NEPpUOANYCCKOr0 MOHHUTOPHMHIAa W aHajln3a CHUCTEMBI KadeCTBa

(dbapManeBTUUECKON OpraHu3aiuu

Heo0xonnmeie
YMEHHUS

AHanu3upoBath UHQOpPMAILMIO B 00JacTU 3paBOOXPAHEHUS U HAa OCHOBE aHAJIM3a
pa3pabaThiBaTh CTAaHAAPTHI KAYECTBA TEKYIIEH ACATEIHLHOCTH

[TnanupoBaTh, KOOPIAMHUPOBATH OCHOBHBIE OM3HEC-TIPOIIECCHI B (hapMarieBTUIECKOM
OpraHu3aluy, yIpasisiTh UMU

[TpoBOINTH KOMIUIEKCHBIN aHAJIN3 AEATEIBHOCTH (hapMaIleBTHYECKON OpTraHU3aIiH

[TpoBOIUTH BAIMIALIMIO CKJIAJCKUX TTOMEIICHUMA

Opranu3oBbIBaTh MOJYYEHHE OT3BIBOB OT pabOTHHUKOB (apMareBTUIECKOM

OpraHu3anuu, IoCTaBIIuKOB

OCYIIIGCTB.HSITI: YCTHBIC WU NMHCbMCHHBIC KOMMYHUKAIIUHU B O6HI€HI/II/I C KOJlICTaMu,
HOTpe6I/ITeHHMI/I H IIOCTaBIIMKaMH

Opranu3oBEIBaTh 00CCIICUCHUE IOKYMEHTO000pOTa

OpFaHI/ISOBBIBaTL MPETCH3NOHHYIO pa60Ty C HOTpC6I/ITeJ'I$IMI/I

OpFaHI/ISOBBIBaTL MPETCH3NOHHO-NCKOBYIO pa60Ty C KOHTparcHTaMn

HeoOxoaumeie
3HAHUS

MexnyHapoaHbIE CTaHIapThl CUCTEMbI MEHEP)KMEHTA KauyecTBa

KpI/ITepI/II/I N MOKa3aTeliu, XapaKTCPpU3YOIHUEC COCTOSIHUC obecrieueHrs HaceICHUS
JICKAPpCTBCHHLIMU IpCriapaTaMnu

dapMaleBTUYECKUM  MEHEPKMEHT W CUCTEMa  YIPaBJICHUSA  KaueCTBOM,;
MHCTUTYL[MOHAJIbHBIE HOPMBI B cdepe YIpaBlIeHHWs KayecTBOM IPOLIECCOB,
IPOAYKTOB U YCJIYT B (hapMalleBTUYECKHX OpPraHU3aIHsIX

[Hopsimox  obOpamenus c¢  QanbcuduIUPOBAHHOM,
KOHTpadakTHON NPOayKIHen

HEeOOPOKAYECTBEHHON W

Jlenonpoun3BoaCTBO, BUIbI U GOPMBI TOKYMEHTALUU

[Topsimok HOKyMeHTaIbHOTO 0(OPMIICHHSI PE3YyIbTaTOB BHITIOIHIEMOU PaOOTHI

MeToab!l ¥ TpUeMBl yperyIupoBaHUs IPeTeH3ui noTpeduTenei

TpeGoBanus OXpaHbl TPy/la U OKAPHON O€30MacCHOCTH

HApyrue

XapPaKTCPUCTHKU

3.5.5. TpynoBasi pyHkuus

HaumeHnoBanue

IIpoucxoxnenune
TPYIOBOH QYHKIMH

Opranm3anus “HPOPMAITMOHHON 1 VpoBeHs
KOHCYJIbTAI[AOHHOM moMoInu HaceneHuio u | Kox | E/05.7 | (moxyposets) 7
MEIUIIMHCKUM pabOTHUKAM KBaTH (UKL

3auMCTBOBAHO
X

Opurunan
13 OpHUTHHAJIA

Kon opurunana PerucrpanuonHnsiit HoMep

po¢heCCHOHATBHOTO CTaHAapTa

Tpynossie
JNIEUCTBUS

Omnpenenenre MOTPEOHOCTEH Pa3IMYHBIX LEJNEBBIX TPYNN B MHPOPMALMOHHOW H
KOHCYJIbTAI[HOHHOM IOMOIIIH

[InanupoBanne u  pa3paboTka MEpONpHUATHH 1O  UHPOPMALMOHHOM U
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KOHCYJIbTAIIHOHHOM MOMOIIY 1[eJIEBBIM TPpYIIIaM

Opranuzanus OMPOCOB  MEAWIIMHCKUX  PaOOTHUKOB IS BBIABICHUS  UX
HH()OPMAITMOHHBIX TOTPEOHOCTEH

OpI‘ aHu3anus I/IH(bOpMaI_[I/IOHHO-HpOCBCTI/ITeJIBHBIX MepOHpI/ISITI/Iﬁ JJIs1 HaCCJICHUA U
Me,[[pa6OTHI/IKOB o 1mpomnara"sac 3J0pOBOIO O6p8.33 JKU3HH, PpalUOHAJIBHOI'O
MMPUMCHCHUA JICKAPCTBCHHBIX IIPCIIapaTOB

Pa3zpaboTrka cucrembl HHOOPMHUPOBAHUS LEIEBBIX IPYII O HOBBIX JIEKAPCTBEHHBIX
npenaparax, CHHOHMMAaX M aHajorax, O BO3MOXHBIX ITOOOYHBIX JEUCTBUSIX
JICKapCTBEHHBIX MPENapaToB, UX B3aUMOJICHCTBUU

Opranu3anys NOJy4YeHUs] OT3BIBOB MOTpeOuTENIeH HHPOPMAITMOHHBIX YCIYT

ITpreM u3BELICHMI O HEXKENATEIbHBIX PEAKLMAX HA JIEKAPCTBEHHBIC IPENapaThl, a
TaKkKe HHPOPMAIUU O HEJOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX IIpernaparax |
TOBapax alTe4yHOro acCOPTUMEHTA

AHanu3 pe3ynpTaToB IPOBOJUMBIX MEPONPUATHH U HUX SPPEKTUBHOCTH IS
IUTAHUPOBAHMS JalbHeHIel paboThl

Heo0Oxoaumsie
YMCHHUS

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

Pa3pabaTbiBaTh HHCTPYMEHTAPUI OIIPOCOB 1IEJIEBBIX IPYII

OpFaHI/ISOBBIBaTL I/IH(bOpMaI_II/IOHHBIC MCpOIpUATHUA JJId MCAUIIUMHCKHUX pa60THI/IKOB
1 HACCJICHUA

OCYH.I@CTBJ'ISITB YCTHBIC U NIUCbMCHHBIC KOMMYHUKAIIUNU B 06I_HGHI/II/I C KOJlICTraMu,
HOTp€6I/ITeJI$[MI/I M IoCTaBIIMKaMH

PGI‘I/ICTpI/IpOBaTL I/IHCbOpMaI_II/IIO O CIIPOCEC HACCJICHUA Ha JICKAPCTBCHHBIC IIPCIIapaThl
M TOBApPLbI alITCYHOI'O ACCOPTUMCHTA

OpranuzoBbiBaTh M oOecreynBaTh  JIOKYMEHTOOOOPOT  dapMaleBTHUECKOI
OpraHu3aly, BKIIOYas JFOObIE BHUABI OTYETHOCTH, B COOTBETCTBUU C
3aKOHOJATENFHBIMA U HOPMATHUBHO-TTPABOBBIMU aKTaMU

Heo0Oxoaumsie
3HAHUA

[TonoxeHuss HOPMATHUBHBIX TIPABOBBIX AaKTOB, PETYIMPYIOLMX oOOpalleHue
JIEKapCTBEHHBIX CPEJICTB U TOBAPOB ANTEYHOI'O acCOPTHMMEHTa, B TOM YHCIE B
coorBercTBUM ¢ CorjameHueM O €AMHBIX MPUHLUIAX W IpaBHiaxX OOpaleHHs
JIEKapCTBEHHBIX CpPEACTB B paMkax EBpa3suiickoro 3KOHOMHYECKOTO COI03a;
UHCTUTYLMOHAJbHBIE HOPMBI B  cdepe  ympaBieHHs  (papmaneBTHYECKOM
JeSITEIIbHOCTBIO

ACCOPTUMEHT JIEKapCTBEHHBIX IIPENApaTOB M TOBApPOB alTEYHOIO aCCOPTHMEHTA
pa3nuYHbIX (PApMAKOJIOTMUECKUX TPYII, HX XapaKTepUCTHKH, JEHCTBYIOIINE
BEIeCTBA (MEXKIYHAPOIHbIC HEIATCHTOBAHHBIC HAMCHOBAHHS)

CnocoObl BbIsiBIIEHUS! (albCUPHUIIMPOBAHHBIX M KOHTPa(aKTHBIX JIEKaPCTBEHHBIX
CPEJCTB ¥ TOBAPOB alITEYHOI'0 aCCOPTHUMEHTA

Metoasl TouCKa W OIEHKH ¢dapMaleBTUIeCKod HWH(POpMaluh, B TOM YHCIIE B
pecypcax ¢ uHdopmanue o 3a0paKoBaHHBIX JIEKAPCTBEHHBIX CPENICTBAX U TOBapax
arTe4YHOro aCCOPTUMEHTA

MunnManbHbIN ACCOPTUMCHT JICKAPCTBCHHBIX IIPCIIApPaTOB, HCO6XOI[I/IMBIX JJIsL
OKa3aHuA Me)II/IIII/IHCKOI\/'I nomMouiu, yCTaHOBHeHHBIﬁ YIIOJTHOMOYCHHBIM
(I)C,Z[epaJ'IBHBIM OpraHom HUCIIOJHUTENILHOM BIACTH

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

[TepeueHb )KM3HEHHO HEOOXOUMBIX U BaKHEHIINX JIEKApPCTBEHHBIX IIPENapaToB

[lepedyeHb TOBAapOB, pa3pelIEHHBIX K MPOJaKe B AlITEYHBIX OPTaHU3ALMUSAX HAPALY C
JIEKAPCTBEHHBIMU IpenapaTaMmu

MeTtoapl 1 criocoObl HHGOPMHUPOBAHUS ITOTpeOUTENEH

@opmarel u  ¢GopMbl  MHOOPMAIIMOHHBIX ~ MEPONPHUATHN [UIS  METUIIMHCKHUX
pabOTHUKOB W HACEJICHUS
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Oco0eHHOCTH Pa3IMYHBIX 11eJIEBBIX IPYII

OCHOBBI J1€I0BOTO OOLIEHUS M KYJIBTYPbI, MPO(EeCCHOHANBHOM MICUXO0JIOTUU U STHKH
U JCOHTOIOTUU

OLIGHKa IICUXOTHUIIA HOTpe6I/ITeJI5IZ BO3pPAaCTHbIC M COLUAIBHO-TICUXOJIOTHYCCKUC
0COOEHHOCTH JIMYHOCTHU

OcoOeHHOCTH BOCTIPUATHS MH(DOPMAIIUU JTFOJbMHU PA3IMYHBIX HAMOHAILHOCTCH H
KoHpeccuit

HApyrue
XapaKTCPUCTHKU

CoOnroneHne  MOpPAIbHO-3TUYECKUX  HOPM, TNPUHIMIIOB  MEAWIMHCKOM U
(dbapMaleBTUYECKOM IEOHTOIOTHH B paMKax MpoQecCUOHANbHON AeITeIbHOCTH

3.5.6. TpynoBasi pyHKIUSA

HanmeHnoBanue

[Ipoucxoxaenue
TPYAOBOH (HYHKIINU

VYnpasienne GUHAHCOBO-3KOHOMUYECKOH VpoBeHb
JEATEILHOCTBIO (DapMaleBTHYECKOM Koz | E/06.7 | (monyposens) 7
OpraHu3anuu KB HKALIH

X 3auMCTBOBAHO

Opurunan
13 OpHUTHHAJA

Kox opurunana Peructpanuonssiii Homep
po(heCcCHOHAIBHOIO CTaHAAPTA

Tpynossie
IEUCTBUS

OnpeneneHne NCTOYHUKOB WH(POPMAITUH JIJISl TIOJITOTOBKKA 00OCHOBAHHOTO OO KETA

dopmupoBaHue  OIO/PKETa MO0 HAMpaBICHHSAM  TEKYIIEH  JEATCIbHOCTH
(dapManeBTHYECKON OpraHu3annuu

HpeI[CTaBJ'IeHI/Ie 6IO,[[)KCT8. Ha COrJIaCOBAHUC U YTBCPIKACHHUC (HpI/I HCO6XOI[I/IMOCTI/I)

HNHdopmupoBaHue UCIIOTHUTENEH 00 yTBEpKACHNUHU O10/KeTa

KoHnTposab ucnonHenus crarei 610/pkeTa O HAIMPaBJICHUIO TEKYIIEH JEesTeIbHOCTH
JUIS OTIPENENICHUS] BOZMOKHOCTH MUHUMU3ALMK U3IEPIKEK

BrisiBnenue ciydaeB OTKIOHEHUH OT OIOJPKETa, BBIAICHEHUE MPHUYMH M pa3paboTka
peKOMEeHJalMi MO HEOOXOJUMBIM KOPPEKTHPYIOUIMM U  IMPeayNpeskIarouM
JEHCTBUSAM MO pe3ybTaTaM BbISIBIEHHBIX OTKJIOHEHUN

[IpencraBnenne WHGOPMAIMK O BBHITIOJIHEHUN OIO/KETa B YCTAHOBICHHOM MOPSIIKE
(mpu HEOOXOAUMOCTH)

Opl" aHu3alus MOATOTOBKHY OTYECTHOCTH, CBSI3aHHOM C MCIIOJTHEHHUEM 6IO,[[)KCT3.

AHanM3 UCTIOTHEHUs Oro/KeTa T OyIyIIero 010 [KETHOTO TUIAHUPOBAHUS

BrsBiieHue ciydaeB HEIEIEBOTO MCIOJIb30BaHUS OOIKETHBIX CPEJICTB U MPUHATHE
COOTBETCTBYIOIIUX Mep

Heo0Oxoaumeie
YMEHUS

[TpoBoaMTH (PUHAHCOBBIN aHANIN3 IEATEIBHOCTH (hapMalleBTUYECKON OpraHu3aluu

OneHuBaTh CUTYallMI0O U MPOTHO3UPOBATh €€ Pa3BUTHE, BHIPAOATHIBATh BAPHAHTHI
(UHAHCOBBIX PEIICHNUH U OLIEHUBATh PUCKH, CBSI3aHHbBIE C UX peaau3anueit

OnenuBath 3()(PEKTHBHOCTH MPUMEHEHUS METOJOB (DMHAHCOBOTO TIJIAHHUPOBAHUS
P TIOJITOTOBKE OFOpKeTa (papMareBTHIECKON OpraHu3aiuu

AHanu3upoBaTh U MPOTHO3UPOBATH  CTPYKTYpYy JOXOAOB H  PacXxoJoB
(dbapmareBTUIeCKOr OpraHu3aIuu

OrneHuBath 000CHOBaHHOCTH (dhopMupoBaHUS CTPYKTYPHI OroKeTa
(dbapmareBTUIeCKOr OpraHu3aIuu

OcymiecTBiiATh  KOHTPOJb  (OPMUPOBaHMS M HUCIHOJHEHUS  OlopKeTa
(apMalieBTUYECKON OpraHu3aly, IPOBOJUTH CBOEBPEMEHHYIO pPaboTy 11O
IIPOBECHUIO KOPPEKTUPYIOLUX U IPENyNpeXNaoluX IeHCTBUN MO pe3yibTaTaM
BBISIBJICHHBIX OTKJIOHEHUHN

ObecneunBaTh W TNPOBOAUTH  CUCTEMAaTHYECKYIO0 OLEHKY 3¢ (PEKTUBHOCTH
MEpONpUATHA 1O OOECIIeYeHHI0O W  YIYYIICHHIO KadecTBa (HHAHCOBOTO
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IUTAHUPOBAHMS
Heo6xoaumeie OcHOBHBIE HaNPaBJICHUS TOCYJAPCTBEHHON COIMATbHON U (PMHAHCOBOW MOJUTHUKH B
3HAHHUSA 00J1aCTH JIEKapCTBEHHOI'O 00ecreyeHus

WucturynnonansHble HOPMBI B cepe peryinupoBaHus (UHAHCOBO-3KOHOMUYECKOM
JESITEeIbHOCTH  (hapMalleBTUUECKUX OpraHu3alfii, IOJOXEHHUS HOPMATUBHBIX
IMpaBOBbBIX AKTOB, B TOM YHUCJIC B COOTBCTCTBUU C CornamieHueM o CAUHBIX
OPUHIMUIAX W I[paBWiIaX OOpalleHUs JIEKapCTBEHHBIX CPEICTB B PaMKax
EBpa3uiickoro 3K0HOMUYECKOro COr3a

DduHaHCOBBIN MCHCIPKMCHT U CTPATECIHYCCKOC IIJIaHUPOBAHUC

VYnpaBiaeHueckuif, (UHAHCOBBIN, OyXTalTepCKUl W CTATUCTHYECKUH y4YeT B
(apMalieBTHYECKON OpraHu3aluu

Meronst  ¢unaHcoBoro  aHanmm3a.  [IpuemMbl  pacueTOB  AHATUTHYECKHUX
K03 puIueHToR B (PUHAHCOBOM aHAIN3E

TexHonoruu pa3pa60TKH yquHOﬁ IIOJIMTHUKHU

CrpykTypa JOXOZOB H pPAacXoJOB alTEYHOW OpraHU3allH, pPe3yJIbTaTh
XO035IMCTBEHHO-(DMHAHCOBOM  JI€ATENIbHOCTU. YIpPAaBICHUE pacHpelesieHueM |
UCTIOJIb30BaHUEM MTPHOBLIH

TpeGoBaHMs K COCTABJIICHHIO CBOAHOTO OropkeTa W OayiaHca (hapMareBTHYECKOM

OpTraHu3aIuu
TpeboBanust k  ¢opmupoBanuio IPGEKTUBHON CHCTEMBl CTUMYJIHWPOBAHUS
nepcoHaia

TpeOoBaHusl K CUCTEME BHYTPEHHETO KOHTpPOJI MCIOJHEHUs OIOJDKEeTa M ero
MOHHTOPHHTA

TexHonoruu KOHTPOJIA UCITOJITHCHUA 6IOI[)I(CT8. (I)apMaHCBTquCKOﬁ OpraHu3anvn

TpeboBaHusi K BEIEHHUIO U TNPEJCTABICHUIO JOKYMEHTAluu (PUHAHCOBO,
CTaTUCTHUYECKOW M OyXTaiTepcKol OTYETHOCTH, CTPYKTYpa U COCTaB OTYETHOM
JIOKYMEHTalUU

WNupopmanmonnsie cucteMbl U MHPOPMAIIMOHHBIE TEXHOJOTMH, HCHOJIb3yEMbIE B
(bapMmaleBTHYeCKON OpraHu3au

HApyrue -
XAPAKTCPUCTUKHU

IV. CBenenusi 00 opranu3zanusix — pa3padoTuynkKax npoQeccHoHAIbHOI0 CTAHAAPTA

4.1. OTBeTCcTBEHHAs1 OPraHM3aALUA-Pa3padoTYUK

Co1o3 papmarieBTHIECKIX PAOOTHUKOB IO COJACHCTBHUIO pa3BUTH Mpodeccuu U hapMaleBTHIECKOM
otpacin «Hanumonanenas @apmanestuyeckas [lamara», ropoa Mocksa

4.2. HammMeHOBaHNs OpPraHu3anuii-pa3padoTINKOB

1 ®denepanbHOE rocynapcTBeHHoe Ot pkeTHoe yupexaenue «BHUU tpyna» Muntpyna Poccun,
ropoa Mocksa

2 ®denepallbHOE TOCYIAPCTBEHHOE aBTOHOMHOE 00Pa30BaTeIbHOE YUPEKICHNE BBICIIETO
obpazoBanus «PocCHICKUT YHUBEPCHUTET JIPYKObI HAPOJ0B», Topoa MockBa
3 ®DenepanbHOE rOCYIapCTBEHHOE aBTOHOMHOE 00Pa30BaTeIbHOE YUPEKICHUE BBICILIETO

obpazoBanus [1epBriii MOCKOBCKHIA TOCYapCTBEHHBIN MEAUIIMHCKAN YHUBEPCUTET nMeHU V.M.
CeuenoBa MuHnucrtepcTBa 31paBooxpanenus Poccuiickoit ®enepanuu (CeueHOBCKHI
YHUBEPCHUTET)
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\4 \ Acconuanusi ”HIyCTpHH TOBapoB 1ist 310poBbs (AUT3)

! O6mepoceniicknit KIraccnpuKaTop 3aHATHIL.

2 O61IepOCCHItCKHi KITacCHMUKATOP BUIOB YKOHOMHYECKO e TETHHOCTIL.

s IIpukaz MunzapaBa Poccun ot 10 deBpans 2016 1. Ne 83u «OO6 yrBepxnennun KBanmuukanmoHHBIX TpeOOBaHHH K
MEIUIMHCKMM W (apMaleBTHYeCKUM pabOTHHKaM CO CPEJHUM MEIUIMHCKMM W (apManeBTHYeCKUM 00pa3oBaHHEM)
(3apeructpupoBan Muntocrom Poccun 9 mapta 2016 r., peructparmonssiit Ne 41337).

[Ipukaz MunsapaBa Poccun ot 08 oxtsadps 2015 1. Ne 7070 «OO6 yrBepxnennn KpamudukalMoHHBIX TpeOOBaHWI K
MEIUIMHCKMM ¥ (apManeBTHYeCKUM pabOTHHUKaM C BBICIIMM OOpa3oBaHMEM II0 HANpPaBJICHUIO IIOATOTOBKH
«3/1paBoOXpaHEHNE M MEAUIMHCKHE HayKn» (3apeructpupoBaH MuntoctoM Poccum 23 oxrsiopst 2015 ., peructpauioHHBINA
Ne 39438), ¢ m3MeHEHMSAMH, BHECEHHBIMH TIprka3oM Mun3zzapaBa Poccum ot 15 mrons 2017 r. Ne 328H (3aperucTpupoBaH
Munroctom Poccnn 03 wtoms 2017 1., peructpaunonssiii Ne 47273), ot 4 centsaops 2020 r. Ne 9401 (3aperucTpupoBaH
Mumnroctom Pocenn 1 okts6pst 2020 T., peructpannonnsiii Ne 60182).
> [Ipuxa3 Munzapasa Poccun ot 29 Hos0pst 2012 1. Ne 982H «OO6 yTBEep)KACHUU YCIOBUH U MOPAIKA BBIIAYN CepTH(HKATA
CHeLHaIicTa MEAWIMHCKAM H (hapMaleBTHYECKUM pabOTHUKaM, (OpPMBI M TEXHHYECKHX TpeOOBaHUH cepTHU(HKaTa
cnenuanuctay (3apeructpupoBaH MuHIocToM Poccnm 29 mapra 2013 1., permcrpamuonusiii Ne 27918) ¢ m3MEHEHHSIMH,
BHECEHHBIMH Tipuka3zamu Munsnpasa Poccun ot 31 utons 2013 r. Ne 5151 (3apeructpupoBan Muntoctom Poccun 30 aBrycra
2013 r., perucrpanmonnbiii Ne 29853), ot 23 oxtadps 2014 r. Ne 658u (3apeructpupoBan Munioctom Poccuu 17 HOs0ps
2014 r., perucrpanuonnsii Ne 34729) u ot 10 ¢espans 2016 r. Ne 82H (3aperucrpupoBan Munroctom Poccum 11 mapra
2016 r., peructpaionsbiii Ne 41389).
® Mynkr 2 crateu 69 dexepanpHoro 3akona ot 21 Hosbps 2011 1. Ne 323-03 «O6 0CHOBAX OXPAHBI 310POBBS TPAKIAH B
Poccuiickoii @enepanun» (Cobpanue 3akoHomarenscTsa Poccuiickont @eneparun, 2011, Ne 48, ct. 6724; 2016, Ne 1, cr. 9).

" Crates 351.1 Tpymosoro konekca Poccutickoit @eneparn, (Codpanue 3akoHoAaTenbeTBa Poccmiickoit eneparun, 2002,
Ne 1, er. 3; 2015, Ne 29, crt. 4363).

8 IIpuka3z Muncensxoza Poccuu ot 29 wuroms 2021 1. Ne 423 «O06 yrBepxknmeHun I[IpaBun W3rOTOBICHHS W OTITyCKa
JIEKAPCTBCHHBIX ~ NPEMapaToB Ul BETEPHHAPHOTO IPUMEHEHHS BETCPHHAPHBIMH  aNTEYHBIMH  OpPTaHU3aLUSIMH,
MHIVBHUIYaJIbHBIMH TPEIIPHHAMATEIIMH, HMEIOIIHMH JIMIEH3MIO Ha (apMalleBTUUECKYIO JESTEIbHOCTDY (3aperuCTPUPOBaH
Mumnroctom Pocenn 2 cenrsiops 2021 r., peructpaimonsbiii Ne 64852).

S IMpukaz MunsznpaBa Poccun ot 28 siBaps 2021 1. Ne 29u «OO0 yrtBepxiaeHuu Ilopsiaka npoBeaeHHst 00s3aTENbHBIX
MIPEIBAPUTENBHBIX U MEPUOAMUECKUX MEIUIIMHCKUX OCMOTPOB PabOTHHKOB, NMPEIyCMOTPEHHBIX YAaCThIO YETBEPTOH CTaThH
213 Tpynosoro kojnekca Poccuiickoit ®eneparyy, nepeyHss MEAUIUHCKUX IMPOTHUBOIOKA3aHUHM K OCYIIECTBICHHIO PaboT C
BPEIHBIMU M (MJIM) OTACHBIMHM NPOU3BOJICTBEHHBIMU (aKTOpaMu, a Takke padoTam, MPU BHIIIOJIHEHUH KOTOPBIX MPOBOASATCS
o0s3aTeNbHBIe TPeBApUTEIbHBIE W MEPUOTUYECKHE METUIIMHCKHE OCMOTPBI» (3aperucTpupoBaH Munioctom Poccum 29
staBapst 2021 1., peructparoHHEIH Ne 62277).

 Ilynkr m) cratem 5 nocranosnenus IlpaBuTenscrBa Poccumiickoii ®emepammm ot 22 gexabps 2011 . Ne 1081
«O nuneH3upoBaHuH QapManeBTHIECKoi aesrenbHocTH (CobpaHue 3akoHOmaTenscTBa Poccuiickoit eneparmm 2012, Ne 1,
ct. 126; Ne 37, cr. 5002; 2016, Ne 40, ct. 5738; 2017, Ne 28, c1. 4165; 2020, Ne 9, c1. 1195; Ne 49 cr1. 7934)

1 Crarest 69 ®enepanbroro 3akona ot 21 HosGps 2011 r. Ne 323-D3 (pexaximst ot 31 mromst 2020 r.) «O6 OCHOBAX OXPaHEI
3mopoBbst TpaxknaH B Poccuiickort ®deneparmm», (Cobpanue 3akoHomaTenbcTBa Poccuiickonr ®eneparm, 2011, Ne 48,
cT. 6724; 2016, Ne 1, ct. 9).

2 E nunsiit KBaIM(UKAIMOHHBII CIIPABOYHUK JIOJDKHOCTEH PYKOBOIUTENEH, CIIEUATMCTOB U CITYKAIHX.

3 O6mmepoccuiicknii knaccupuraTop mpodeccHii pabodrx, TOIKHOCTEH CITy)KAIMX U TAPUDHBIX Pa3PsIOB.

1 O6mmepoccuiicknii K1accHpUKATOP CHCMATBHOCTEH 10 0GPa30BAHMIO.

> TIpukas Munsgpasa Poccun ot 24 mHosOps 2021 r. Ne 1094n «O6 yrBeprkaennn ITopska Ha3HAYEHHS JEKAPCTBEHHBIX
npenaparos, GopM pelenTypHbIX OJaHKOB Ha JeKapcTBEHHBIE npenapatsl, [lopsinka odopmileHns yka3aHHBIX OJIaHKOB, MX
yuera M XpaHeHUWs, (GopM OJIAHKOB pPELENTOB, COJEp)KAIINX HA3HAUYCHHWE HAPKOTHUECKHX CPEICTB MM ICHXOTPOMHBIX
BemiecT, [lopsiika MX HM3rOTOBJIEHMS, paclpeAeNeHHs, PEeTHCTpaluy, ydeTa W XpaHeHHs, a Takxke [IpaBun odopmiieHms
OJIaHKOB PELENTOB, B TOM 4HCiIe B (JOpMe JIEKTPOHHBIX JOKYMEHTOB» (3aperucrpupoBad Munioctom Poccun 30 HOsIOps
2021 r., peructpaiuoHHblid Ne 66124).

'® Mocranosnenne [IpaButensctBa Poccuiickoit denepanun ot 16 mas 2020 r. Ne 697 «O6 yrBepkaenun [IpaBuin Belaun
paspemnieHnss Ha OCYIIECTBICHHE PO3HMYHOW TOPTOBIM JIEKAPCTBEHHBIMH TpemapaTaMu IS MEIUIIMHCKOTO TPUMEHEHUS
JUCTAHIIMOHHBIM CIOCOOOM, OCYIIECTBICHHS TaKOH TOPTOBIM M JOCTaBKM YKa3aHHBIX JICKAPCTBEHHBIX IIPENapaToB
rpakJlaHaM M BHECEHHM M3MEHEHMH B HekoTopble akThl [IpaButennscTBa Poccuiickoit depepanuu Mo BONPOCY PO3HUYHOM
TOPTOBJIM JICKAPCTBEHHBIMH TIpeTapaTaMu Uil MEAWIMHCKOTO TIPHUMEHEHHs AWCTaHIMOHHBIM crocobom» (Cobpanue
3akoHoarenbeTBa Poccuiickoit @eneparmu 2020, Ne 21 cr. 3278; Ne 29 cr. 4681; 2021, Ne 23, c1. 4071).

" ®enepansubiii 3akon or 12 ampems 2010r. Ne61-®3 «OG6 o0OpalieHHH JEKapCTBEHHBIX cpencTB» CobpaHue
3akoHojarenbcTBa Poccuiickoit @enepanuu, 2010, Ne 16, cr. 1815; Ne 42, cr. 5293; No 49, ct. 6409; 2013, Ne 48, cr. 6165;
2014, Ne 52, ct. 7540; 2015, Ne 29, c1. 4367; 2018, Ne 24, c1. 3407; 2019, Ne 23, c1. 2917; Ne 52, c1. 7793, 7796; 2020, Ne 14,
ct. 2028; 2022, Ne 1, ct. 32).
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18 [Ipuka3z Munznpasa Poccun ot 31 aBrycra 2016 r. Ne 6471 «O6 yrBepkaennu [lpaBun Hajuiexarieil anTeqHol MPakTUKA
JIEKaPCTBEHHBIX TPENapaToB Uil MEIUIMHCKOTO NpHMEHEHUs» (3apeructpupoBan Munioctom Poccum 9 saBaps 2017 r.,
peructpanuonHbiii Ne 45113).

’ [Ipukaz MunznpaBcoupazsutust Poccun ot 23 aBrycra 2010r. Ne706H «O6 yrtBepknenun IIpaBun XpaHeHHs
JIEKapCTBEHHBIX CpeZICTBY» (3apeructpupoBaH MuHroctoM Poccun 4 oktsiops 2010 r., peructpaunonssiii Ne 18608), c
N3MEHEHHSIMH, BHECEHHBIMH ITprUKa3oM MuHzapasconpa3sutus Poccun ot 28 nexadpst 2010 r. Ne 12211 (3aperucrpupoBan
Mumnroctom Pocenn 4 despans 2011 r., perucrpannonusiii Ne 19703).

2 ITpnkas Munsapasa Poccun ot 31 aBrycra 2016 1. Ne 6461 «O6 yTBep)aeHun [IpaBu HautexKanei IPaKTHKE XPAHSHHS 1
MIEPEBO3KN JIEKAPCTBEHHBIX MPENapaToB I MEJULIHUHCKOrO MPUMEHEHH» (3apeructpupoBad Munioctom Poccun 9 stHBaps

2017 r., peructpanuonnsiii Ne 45112).

2! ITpukas Muncensxo3a Poccun ot 21 centsiopst 2020 r. Ne 555 «O6 yrBepyxaernn [IpaBuit HaqieKare anTedHoN IpaKTHKA
JIEKApCTBEHHBIX TIPETapaToB Uil BETEPHHAPHOTO MPUMEHEHHs» (3aperucTpupoBan Munioctom Poccrn 19 oktsiopst 2020 Ne
60453).
2 IMpukaz MunzapaBa Poccun ot 24 nHosiOpst 2021 r. Ne 1093 «O0 yrBepxkaeHun [IpaBun oTmycka JeKapCTBEHHBIX
NpenaparoB Uil MEAMLIUHCKOTO MPUMEHEHHS AalTeYyHBIMH OpraHM3alisMH, WHAWBUIYaIbHBIMH IPEANPHHUMATEISIMY,
MMEIOLIMMH JIMICH3UIO Ha OCYILECTBICHHE (apMaleBTUUECKOHN JeTebHOCTH, METUIMHCKUMH OpTaHU3alMsMH, UMEIOIINMH
JIMLICH3HIO Ha OCYLIECTBICHHE (hapMalleBTUUECKOMN JIESITEIbHOCTH, 1 UX 000COOJICHHBIMY MOJpa3/ieieHUAME (aMOyIaTOpUIMH,

GdenpamepckuMu U GeNbIIMEPCKO-aKYIIEPCKUMH ITyHKTaMHU, IICHTpaMu (OTACJICHUAMH) oOuIei BpauecOHO# (ceMeitHoi)
MIPAaKTHKH), PACHIONIOKECHHBIMU B CENBCKUX IOCEICHUIX, B KOTOPBIX OTCYTCTBYIOT aNTE€UYHBIC OpraHM3aIMy, a Takxke [IpaBuin
OTITyCKa HapKOTHYECKHX CPEJCTB M IICHXOTPONHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KAaUECTBE JICKAPCTBCHHBIX IMIPENapaToB
JUTSL MEZMIITHCKOTO TIPMMEHEHUS], JIEKapPCTBEHHBIX IPETIapaToB ISl MEIUIMHCKOTO IPUMEHEHHS, COJEPIKAIINX HAPKOTHIECKHE
CPEACTBa M IICHUXOTPOINHBIC BemecTBa B ToM uucie [lopsiika oTmycKka anTedHbIMHA OPTaHU3ALMSIMUA HWMMYHOOHOIOTHYECKHX
JIEKapCTBEHHBIX MpenaparoBy (3apeructpupoBan Muntocrom Poccun 30 HosOpst 2021 r., peructpanuonusiii Ne 66142).

2 Crarps 74 ®enepanpHoro 3akona ot 21 HosGps 2011 r. Ne 323-03 (penakius ot 31 mromst 2020 r.) «O6 OCHOBAX OXPaHEI
310pOBbs IpaxkaaH B Poccuiickoii @enepanuny (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit depeparum).

2 ®enepanbubiii 3akoH oT 31 sHBaps 2016 r. Ne 5-03 «O patudukaunn CornaiieHus o €AWHBIX NPHHIMIIAX W MPaBUIAX
oOpaleHusi JIeKapCTBEHHBIX CPEICTB B pamkax EBpasuiickoro skoHomudeckoro coro3a» (CoOpaHue 3aKOHOAATEIbCTBA
Poccuiickoit @eneparuu, 2016, Ne 5, cr. 557).

% peurenne Copera EBpasuiickoii 3koHOMHUYECKOH Kommccuu oT 3 Host0ps 2016 T. Ne 80 «O0 yrBepxmenuu I[lpaBuit
HaJUIeXKaIed AUCTPHOBIOTOPCKON IPAaKTHKKM B paMKax EBpa3swiiCKOro 3KOHOMHYECKOTO COI03a» (OITyOJIMKOBAaHO Ha
odunuansHOM caiite EBpazuiickoro ’3KOHOMHYECKOTO coro3a http://www.eaeunion.org 21 Hos6ps 2016 1.).

% IIpuka3 Munsgpasa Poccun ot 31 aBrycrta 2016 1. Ne 646H «O0 yrBepkaeHun [IpaBmn Hamiekaeil MpakTHKN XpaHSHHS U
MIePEBO3KH JICKAPCTBEHHBIX MPETIapaToB Il MEAUIIMHCKOTO IPUMEHEHUs» (3apeructpuposan Muniocrom Poccun 9 stuBaps
2017 r., peructpanmonubiit Ne 45112).

z [Ipuxa3 MunzapaBa Poccun ot 22 ampens 2014 r. Ne 1838 «O0 yTBepkKIeHHH TEpevHs JIEKAPCTBEHHBIX CPEACTB LIS
MEAMUIIMHCKOTO TIPUMEHEHHS, MOIekKAIUX IPEAMETHO-KOJINYECTBEHHOMY y4eTy» (3apeructpupoBad Munroctom Poccun 22
uronst 2014 ., perucrpanmonssii Ne 33210) ¢ n3aMeHeHHsAME, BHECEHHBIME NpHKa3amMu Munsapasa Poccun ot 10 ceHTIOs
2015 r. Ne 634u (3apeructpupoBan Muntoctom Poccuu 30 centsiopst 2015 r., perucrpannonnsii Ne 39063), ot 31 okTs6pst
2017 r. Ne 882w (3apeructpupoBan Munroctom Poccun 9 stBapst 2018 1., peructparmonssiit Ne 49561), ot 5 anpens 2018 r.
Ne 149u (3apeructpupoBad Muntoctom Poccun 3 mast 2018 r., peructpaunonnsiii Ne 50961) u ot 27 uross 2018 r. Ne 471u
(3apeructpupoBan Muntoctom Poccuu 14 aBrycra 2018 r., peructpanuonssiii Ne 51885).

IIpukaz MunsnpaBa Poccum ot 12 HosiOps 2020r. Ne 12183 «O06 yrBepxknaeHun Ilopsimka H3rOTOBIICHHS
panrodapMaleBTHIECKUX JEKaPCTBEHHBIX MPENapaToB HEMOCPEICTBEHHO B MEJNIIMHCKUX OPTaHU3aIMAX» (3aperucTpupoBaH
Munroctom Poceunn 11 aexabps 2020 r., peructpaunosssiii Ne 61409).

% TlocTaHOBNEHHE TITABHOTO TOCYAapCTBEHHOTO CaHUTapHOro Bpada Poccuiickoit @enepannu ot 7 ntonst 2009 r. Ne 47 «O6
yrBepxkaeHnn CanlluH 2.6.1.2523-09. Hopmbl paguanuonnoi 6esonacHoctn HPB-99/2009» (3aperncrpupoBano MuHtocToM
Poccun 14 asrycra 2009 r., peructpannonusiii Ne 14534).

% O®dC.1.11.0001.15 PammodapmanesTHIecKe JeKapcTBeHHble npemnapartsl. IIpnkas Munsapasa Poccuu ot 31 okrsabps
2018 1. Ne 749 «O0 ytBepxkaeHHH 00X (hapMaKoIeHHbIX cTaTeil u (apMakoNeHHbIX cTareil U MPU3HAHWK YTPATHBIIMMH
CHWJIy HEKOTOpBIX IIpHMKa30B MuH3apaBmennpoma Poccuu, Munszapasconpaszsutus Poccum u MunszapaBa Poccum» ¢
HM3MEHEHHUSMHU U JOTIOJTHEHUSIMH, BHECEHHBIMH Npuka3amMu Mun3zzapasa Poccun ot 29 HOos0ps 2018 1. Ne 828, ot 21 ampens
2020 r. Ne 352, ot 28 wmtons 2020 r. Ne 751, ot 15 mexadpst 2020 . Ne 1332, or 25 depanst 2021 r. Ne 13, ot 25 okrsopst
2021 r. Ne 1008.

%! Mpuka3 deepatbHOro areHTCTRA 10 TEXHUUECKOMY PETYIHPOBAHMIO H METPOIOruH ot 29 Hos6ps 2016 r. Ne 1832-ct «O6
YTBEp)KIEHUN HalMoHaiIbHOro craHmapra Poccuiickoit ®enepammn 'OCT P 57298-2016 PannodapmaneBruueckue
JIeKapcTBeHHbIE mpenaparbl. OOmue TpeOoBaHMS K OpraHM3alliy HM3TOTOBJIECHHS paanodapMaleBTHYECKUX IpernapaToB B
MEIUIUHCKUX OPTaHU3ALUIX

Oenepanbrpiii 3akoH oT 12 ampens 2010rT. Ne 61-03 «O6 oOpamiennn JiekapcTBeHHBIX cpeactB» (CobOpanue
3akoHoAarenbcTBa Poccuiickoit @enepanmn, 2010, Ne 16, cr. 1815, Ne 31, cr. 4161, Ne 42, ct. 5293, Ne 49, c¢t.6409; 2011,
Ne 50, cr. 7351; 2012, Ne 26, crt. 3446, Ne 53, c1. 7587; 2013, Ne 27, c1. 3477, Ne 48, ct. 6165; 2014, Ne 11, ct. 1098, Ne 43,
cr. 5797, Ne 52, cr. 7540; 2015, Ne 10, ct. 1404, Ne 27, cr. 3951, Ne 29, cr. 4359, 4367, 4388; Ne 43, cr. 5797; Ne 51, c1. 7245;
2016, Ne 1, ct. 9, Ne 23, cr. 3287, Ne 27, cr. 4194, 4238, 4283)
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% Cratea 130 [Mpukaza MunzapaBa Poccun ot 26 oxtsadpst 2015 r. No 7510 «OO0 yTBep>kKAE€HHH MPaBUII M3TOTOBJICHUS U
OTIIyCKa JIEKAPCTBEHHBIX IIPENapaToB JUIsi MEJUIMHCKOTO NMPUMEHEHMs alTeYHBIMH OpraHM3allMsMH, WHIWBHIYaTbHBIMH
NpeANPUHUMATENSIMU, UMEIOIIMMH JIMLIEH3HIO Ha (apMalieBTHUECKYIO JeTeNbHOCTEY (3apeructpupoBad Muntoctom Poccun
21 anpens 2016 r., peructpanuonusiii Ne 41897).

% Ilpukas MumnsgpaBa Poccun or 26 okrsops 2015 r. Ne 751u «OG yTBEp:KICHHH MPAaBHI H3TOTOBICHHMS M OTIIYCKA
JICKAPCTBEHHBIX ~ IIPENaparoB Ui MEIMLHHCKOIO TPUMEHEHUS anTeYHbBIMH OpraHM3alMsIMH, WHIUBHIYaJIbHBIMU
OPEANPUHAMATEISIMA, UMEIOIMMH JIULICH3UIO Ha (apMaleBTHYECKYIO eITENbHOCTR) (3apernctpupoBan MuHocToM Poccnn
21 anpenst 2016 r., peructpanmonusiii Ne 41897).



