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Mpuka3 MuHucTepcTBa Tpyaa u coumnanbHom 3awmnTtbl P® ot 31 mas 2021 r. N 349H "O6
yTBepXxXaeHuu npodeccuoHanbHoro craHgaprta "®apmaueBt"

B cootBercTBHuHM ¢ NyHKTOM 16 IlpaBmi pa3paboTku M yTBEpKACHHS MPO(GECCHOHAIBHBIX CTaHIAPTOB,
YTBEpKIEHHbIX MOCTaHoBreHnem IlpaButensctBa Poccuiickoit denepanuu ot 22 guBaps 2013 r. N 23
(CobOpanne 3axonomarenbctBa Poccuiickonr ®epeparmm, 2013, N 4, cr. 293; 2014, N 39, ct. 5266),
MIPUKa3bIBAIO:

1. YTBepauth npuiaraeMslii NpoeccnoHarnbsHbli ctaHaapT "dapmanest".

2. YCTaHOBUTH, YTO HACTOAIIMH MpHKa3 BCTynmaeT B cuily ¢ 1 mapta 2022 r. u gelctByer A0 1 Mapra
2028 1.

MunucTp A.O. KotskoB

3apeructpupoBano B Muntocte PO 29 urons 2021 r.
Perucrpanuonnsiit N 64003

I'APAHT: CM. cnpaBsKy o npodecCHOHAIBHBIX CTaHAAPTaX
Cm.:
OOIMKHOCTHYK)  WHCTPYKLUMKO dapMalieBTa (M3TOTOBJICHHE JIEKAPCTBEHHBIX IMPEMapaToB B  YCIOBUSAX
aNTEeYHBIX OPTAHU3AINI U BETEPUHAPHBIX alITCUHBIX OPTraHU3aIIAN)
JOJIKHOCTHYH MHCTPYKLMIO (hapmarieBTa (OIIToBasi TOPTOBII JIEKAPCTBEHHBIMHU CPEACTBAMHE)
OOIDKHOCTHYH MHCTPYKUMIO dapmarieBTa (PO3HMYHAsE TOPrOBJS JIEKAPCTBEHHBIMH IperapataMd M HX
OTITYCK)

YTBEPXXOEH

npvkazom MuHucTepcTBa Tpyaa
M couunanbHOW 3awWUTbI
Poccuiickon ®epgepauum

ot 31 mast 2021 r. N 349H

IIpodeccnonalbHbIi CTAHAAPT
dapmaneBT

1382

PerucrpanuoHHblil HOMep

1. O61ue cBegeHus

Benenue dapmanieBTHUECKOH AeSITENBHOCTH B cepe oOpalleHHs JTeKapCTBEHHBIX 02.075
CpEJICTB

(HamMeHOBaHME BUIA MTPOQPECCHOHATLHON EATETFHOCTH) Kon

OcHoOBHas 11eJ1b BUJIa MPO()EeCCUOHATBHOMN NCATEIBHOCTH:

Y noBieTBOpeHNE MOTPEOHOCTEH rpaskIaH B 0€30MacHBIX, 3PPEKTUBHBIX M Ka9eCTBEHHBIX JIEKAPCTBEHHBIX
nmpenapaTax U ToBapax anTeqHOro aCCOPTUMEHTA

I'pynna 3aHsTnii:

3213 dapmaneBTh - -

(xog OK3") (HaMMCHOBaHIE) (xon OK3) (HaMMeHOBaHwHe)
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OrHeceHue K BHUIaM SKOHOMHYCCKOU JACATCIBHOCTH

46.46 Toprosns ontoBas hapMaleBTHIECKOHN MPOAYyKIHeH

47.73 Toprosist po3HIYHAS JIEKAPCTBEHHBIMH CPECTBAMHU B CIIEIIHATU3NPOBAHHBIX
MarasmHax (anrTeKax)

47.74 Toprosist po3HUYHAS H3IETUSIMHU, TPUMEHIEMBIMH B MEAULIMHCKHX LEIISX,
OPTOIEANYECKIMH U3/ICTHAMH B CIICIIMATU3MPOBAHHBIX Mara3mHax

52.10 JesTensHOCTD TIO CKIaIMPOBAHUIO M XPAaHEHUIO

86.90 JlesiTenbHOCTE B 007aCTH MEAUITUHBI TPOYast

(xon OKB3[?) (HaMEHOBaHME BU/Ia SKOHOMHUYECKOIl JIeATeTbHOCTH)
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II. Onucanue Tpya0BbIX GyHKIHUI, BXOASAIIUX B PO ecCHOHATBHBIN CTAHAAPT
(pyHKIMOHANBHASA KAPTa BUIA NPOdecCuOHATLHOM AesITeIbHOCTH)

O60011eHHBIE TPYAOBBIC (PYHKIIUH

TpynoBbie GpyHKINT

KOJI HaUMEHOBaHHUE YpOBEHB HaNMEHOBaHUE KOZ YpOBEHB
KBaJM (UK (moypoBeHb)
KBaJIM(DUKALTUU
A Posanunas Toprosiis 5 [ToaroroBka noMerieHui papMaleBTHICCKON OpraHu3aIiu A/01.5 5
JIEKapCTBEHHBIMHU TIPETapaTaMu 1 UX JUISL OCYIIIECTBICHUS (papManeBTUIECKON eI TeIbHOCTH
OTITyCK
y dapmalieBTUUECKOE KOHCYIbTUPOBAHUE A/02.5 5
Po3nu4Has TOProwiis JeKapCcTBEHHBIMU NpenapaTaMy 1 A/03.5 5
OTITYCK JIEKAPCTBEHHBIX MIPENapaToB U TOBAPOB allTE€YHOTO
aCCOPTHMEHTA
OdopMiieHre TOKYMEHTAIUH 110 YUETY pealn3ainun A/04.5 5
JIEKapCTBEHHBIX MIPENapaToB
[IpuemMoYHBI KOHTPOJIb B (hapMareBTHUECKONH OpraHu3alium A/05.5 5
XpaHeHue JIeKapCTBEHHBIX CPEACTB U TOBAPOB allTEUHOTO A/06.5 5
accOpTHUMEHTa B (hapMalleBTHUECKUX OPraHU3aLlUsIX
B H3roroBiienue JIeKapCTBEHHBIX 5 N3rorosiieHne JIeKapCTBEHHBIX IIPENapaToB MO B/01.5 5
MIpenapaToB B YCIOBUAX allTEIHBIX WHAMBHyaJTbHBIM Ha3HAUYEHUSM MEIUIIMHCKIX PaOOTHUKOB
OpraHM3alWi ¥ BETEPHHAPHBIX 1 TpeOOBaHUIO MEIUITMHCKUX OPTaHU3alNN U BETEPHUHAPHBIX
arTEeYHbIX OpraHu3aIui Oopranu3anui
OdopmieHne TOKyMEHTAH 110 U3TOTOBJICHHIO B/02.5 5
JIEKapCTBEHHOTO Mpenapara
C OnToBast TOPTOBIIS JIEKAPCTBEHHBIMU 5 PaGoTa ¢ HHCTUTYIIMOHATBHBIMH MMOTPEOUTEISIMHU T10 IPHEMY C/01.5 5
CpeICcTBaMHU 1 00paboTKe 3a4BOK Ha JIEKAPCTBEHHBIE CPEJICTBA
ITocTaBka 1ekapCTBEHHBIX CPEACTB HHCTUTYLIMOHAIBHBIMU C/02.5 5
MOTPEOUTEISIMU
14.05.2025 Cuctema FAPAHT 3
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II1. XapakrepucTika 0000111eHHBIX TPYAOBBIX (PYHKIMA

3.1. O6001mIeHHas TpyHOBask PYHKIUS

HaumMmeHOBaHMEe Po3nuuHas TOprosiist 1I€KapCTBEHHBIMU Kon A YpoBeHb 5
npernapaTaMyu 1 UX OTIIYCK KBanu(pUKaLIK
[Ipoucxoxnenue Opurunan X 3aMCTBOBAHO U3
0000IIeHHO TPYIOBOI OpHUTHHAIA
GyHKIIH
Kon Peructpannonnsiii
OpHUTHHAJA HOMeEp
po¢heCCHOHATBHOTO
CTaHAapTa

Bo3MoxHEIC HANMCHOBAHUS

N dapmaneBT”
JOJKHOCTEH,

npodeccuit

TpeboBanus k oOpazoanuto | CpeqHee MpodhecCHOHATBHOE 00pa30BaHUE - IPOTPAMMEI IOATOTOBKH

4
1 00y 4eHHUIO CIIEUAINCTOB CPEAHETO 3BE€HA MO crienuanbHocTH "Papmanus"

TpeboBaHus K OBITY -
MIPaKTHYECKON paboTHI

Ocobpie ycnosus normycka K Hannume ceprudukara CrenuanicTa’ Wik CBUAETENLCTBA 00 aKKpeIUTALUK

pabote .

CIeIMaIncTa

OTCyTCTBHE OrpaHHUCHHIT HA 3aHATHS MPOPECCHOHANBHOM IeATeIbHOCTHIO
Hpyrue JlomosiHuTebHOE MPO(ECCHOHANTBHOE 00pa30BaHUE - IPOTPAMMBI TOBBIIICHHSI
XapaKTePUCTHKN KBaJIM(UKAIIMY HE PEKE OJHOIO Pa3a B IATh JIET B TEUCHUE BCEH TPYJOBOM XKU3HU

Peanmaum{, OTITYCK JICKAPCTBCHHLIX MPENApaTOB U TOBAPOB AlITCUHOI'O
ACCOPTHMEHTA B 000COOJICHHBIX TOPa3/ICICHUIX MESIUIIMHCKUX OPraHu3aIuii
MOT'YT OCYHIECTBIISITh JIMIIA, 00JIaJatoIIie TPAaBOM Ha OCYIIECTBIICHHE
MeI[HHHHCKOﬁ JACATCIIBHOCTH U IMOJIYYHUBINHE JOIOJIHUTCIIHEHOC
npodeccruoHaIprHOE 00pa30BaHME B YACTH, KACAIOMIEHCS POSHIUYHON TOPTOBIN
JIEKapCTBEHHBIMH MpeTiapaTamu, IIPH YCIOBUH BX PabOTHI B 000COOIEHHBIX
MoJIpa3ieTIeHusX (aMOyIaTopusx, (perpAmepckux u (peapaAmepcKo-aKymepCeKux
MyHKTaX, IEHTpax (OT/ENeHUAXK) o0IIIel BpaueOHOH (ceMeitHO) MPaKTHKH)
MEIUIIMHCKUAX OpraHU3aInii, UMEIOIIUX JINICH3HUIO Ha OCYIIECTBICHHE
(hapmareBTHYECKOH JAEATEIHHOCTH U PACIIONIOKEHHBIX B CETBCKIX HACEIICHHBIX

8
ITYHKTAax, B KOTOPBIX OTCYTCTBYIOT alITCYHLIEC OpTaHU3alun

JlomoTHUTENbHBIE XapaKTePUCTHKU

HaumenoBaHue Kon HanmeHoBaH#e 6a30BOii IpyMbl, JODKHOCTH (MPOGECCHH) HITH
JOKYMEHTa CIIeNUaTbHOCTH
OK3 3213 dapmarieBThI
EKC? - dapmaueBT
OKHHTPIO 27309 dapmarneBT
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oKco"

3.33.02.01 dapmarus

3.1.1. TpynoBast GyHKIUS

IToaroroBka momeleHUM Kox A/01.5 YpoBeHs 5

HayMeHOBAHKE (hapMaIeBTH4EeCKON OpraHu3aIuu (I1OLYpOBEHB)
JIST OCYIIECTBIICHUS

A yi o KBaJIM(hUKALIUN

(hapMaIeBTU4ECKOHN NeATEIbHOCTH
[Ipoucxoxnenue Opurunan X 3auMCTBOBAaHO U3
TPYJI0BOH (YHKIIMU opuUruHana

Kon Peructpanronnsiii
opurHHaIa HOMED
npodeccrHoHaIbHOTO
craHgapra

TpynoBeie neicTBUs

IIpoBepka nmomenieHni, B TOM YUCJIE TOPrOBOTO 3aJ1a, HA COOTBETCTBUE
CaHUTapHBIM TPEOOBAHUSAM M UCIIPABHOCTH UCTIOIB3yEMOTO 000PYIOBaHHUS

HpOBCpKa HaJIn4dus HCO6X0):[I/IMI>IX AOKYMCHTOB Ha pa60qu MECTEC (bapMaueBTa

IIpoBepka u peructpaiiysi HapaMeTpoB BO3/lyXa B MOMELIEHUX JIsl XpaHEHUS
JIEKapCTBEHHBIX CPENICTB

HpOBepKa HCIIPABHOCTHU KACCOBOTI'O O60py,I[OBaHI/I$I

Brixiiagka ToBapa Ha BUTPUHBI

IlononHeHnue 3amacoB TOBApOB B TOPTOBOM 3aJi€

[IpoBepka HamMUUs U JOCTYITHOCTH HHPOPMALIMH O 3apETUCTPUPOBAHHBIX
IIPENEIIbHBIX OTIIYCKHBIX LIEHAX IPOU3BOJUTENEH HA JIEKapCTBEHHBIE IIPENApaTsl,
BKJIFOUEHHBIE B TIEpEUEHb KU3HEHHO HEOOXOAMMBIX M BOKHEHIIINX
JIEKapCTBEHHBIX MPETapaToB, 00 YCTaHOBJICHHBIX B CyOBeKTe Poccuiickoit
®denepanny pa3Mepe MpeaeabHON ONTOBON Hal0aBKHU M (M) pa3zMepe
MpeeNbHON PO3HIYHOW HaA0AaBKH K YCTAaHOBJICHHBIM TPOU3BOAUTEISIMA
JIEKapCTBEHHBIX MpenapaToB (PaKTUYECKUM OTITYCKHBIM II€HaM Ha JIeKapCTBEHHBIE
IIperaparsl, BKIIOUEHHBIE B TIEpEYeHb )KU3HEHHO HEOOXOUMBIX U BAYKHEUIITIX
JIEKapCTBEHHBIX MIPEeNapaToB

BrinmonHnenne caHuTapHBIX TPeOOBaHUHN K TMYHON TUTHEHE U KOPIIOPATHBHBIX
TpeOOBaHMI K CHIEIMATbHON OJIeXKIe

Heo0Oxoanmpie ymeHUs

OcyH_IeCTBJ'ISITL MpeaAnpoaaKHYI0 MMOATOTOBKY JIEKAPCTBCHHBIX ITPEIapaToB U
TOBApPOB AlITCYHOI'O ACCOPTUMCHTA B TOPTOBOM 3aJIC U HA BUTPUHAX B
COOTBCTCTBUH C HOPMATHBHBIMH IIPABOBBIMU aKTaMU

[Tosb30BaTECS KOHTPOIBHO-U3MEPUTENBHBIME MTPHOOPaMH, pacueTHO-KaCCOBBIM
1 000pyI0BaHUEM, HCIIOJIB3YEMBIM B (hapMalleBTUIECKOH 1eATeIbHOCTH

Ilonp30BaThCs CIICMaJIM3UPOBAHHBIMU IIPOIrpaMMaMi U MIPOAYKTAMU
HH(bOpMaLIPIOHHI)IX CHUCTCM U IIPOU3BOJUTH H€O6XO,Z[I/IMBIG pacyeThl

HpOI/I3BOI[I/ITI) BU3YAJIIbHYIO OLICHKY COCTOSAHUSA JICKAPCTBCHHBIX ITPEIIApaATOB U
TOBApPOB AlITCYHOI'O aCCOPTUMCHTA 110 BHCHIHEMY BUAY, YIITAKOBKE, MAPKUPOBKE,
IECIIOCTHOCTH

HeoOxonuMele 3HaHUSA

14.05.2025

Ilonoxenus 3aKOHOJATCIIbHBIX U HOPMATUBHBIX IMIPABOBBIX dKTOB,
peryjaupyronmx 06paH_I€HI/IC JICKAPCTBCHHBIX CPECACTB U TOBAPOB AlITCYHOI'O
aACCOPTUMCHTA

HpaBHna XpaHCHHS JICKAPCTBECHHBIX CPEACTB U TOBAPOB alITCYHOI'O aCCOPTUMEHTA
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Topsiok v paBMIIa MPEANPOAAKHON MOTOTOBKH TOBAPOB AlITEYHOTO
aCCOPTUMEHTA

WHCTpYKIINY IO CAHUTAPHOMY PEKUMY alTeYHBIX OpTraHU3aIHi

BI/I,Z[LI 1 Ha3HAUCHUA XXYPHAJIOB, UCITOJIB3YCMBIX ITPU OCYIICCTBJICHUU
(bapMaI.[eBTH'leCKOﬁ JACATCIBbHOCTHU

ITepedenn ToBapoB, pa3penIeHHBIX K IPOJAKE B alITCUHBIX OPTAHHU3AIUIX HAPSTY
C JIEKapCTBEHHBIMH IIpeTapaTaMu

HpaBI/ma LICHOO6pa3OBaHI/I$I Ha JICKaApCTBCHHBIC CPCACTBA

TpebGoBaHust OXpaHbI TPY/Ia, MEPHI TIOKAPHOU O€30IaCHOCTH, TIOPSIOK JCHCTBHS
MIPHU YpE3BbIYANHBIX CUTYAIUSAX

Jpyrue XapakTepUCTHKH

3.1.2. TpynoBast pyHKIUS

dapmareBTHYECKOE Kon A/02.5 YposeHb 5
Hanmenosanme KOHCYJIbTHPOBaHHE

(momypoBeHb)

KBanuduKaum

[Ipoucxoxnenue
TPYAOBOU (BYHKIIUH

Opurunan X 3aMMCTBOBAHO U3

OpUTMHAaNa

Kon PerucrpauuonHssrit
OpHUTHHAJA HOMEp
po(heCCHOHATBHOTO
cTaHgapra

TpynoBeie nencTBUA

BrisBnenne HOTp66HOCTefI TpaxKaaH - IIOCETUTEIICH aTeYHOH OopraHu3alnuvu B
JICKAPCTBCHHBIX CPECACTBAX U TOBAPAX alITCYHOI'O aCCOPTUMCHTA

[IpenocrapneHue rpaxaanaM HHGOPMALIMK O IPABHJIaX OTITYCKa JIEKAPCTBEHHBIX
mpernaparoB (1o perenTy MEIUIIMHCKOro pabOTHHKA U 0e3 peleriTa)

KoncynpripoBanue rpaxxaan 00 MMEIOIINXCS B IPOJaKe JIEKapCTBEHHBIX
Ipenaparax, B TOM YHMCJI€ O HAJIMYMH JPYTUX TOPrOBBIX HAMMEHOBAHHM B paMKax
OJITHOTO MEXIyHApOHOTO HEMAaTEHTOBAaHHOI'O HAMMEHOBAHMS U IIEHaX Ha HUX, O
MOopsAJKE MPUMEHEHNS WM UCIIOIB30BaHMsI TOBAPOB allTEYHOI0 aCCOPTUMEHTA, B
TOM YHCIIE O CIIOCO0ax MpHuemMa, pexuMax I03UPOBaHHUs, TEPAIEBTHUECKOM
JeficTBUH, TPOTUBOIOKAa3aHMUX, B3aUMO/ICHCTBUM JIEKapCTBEHHBIX MTPETapaToB
IIPU OTHOBPEMEHHOM IpreMe MEKAy co00H U (WiIH) C MUIIEeH, MpaBUIax UX
XpaHEHUs B IOMAITHUX YCIOBHUAX

Oxa3zanue HHPOPMaIIMOHHO-KOHCYJIBTALIMOHHONW IOMOLIY IIPU BBIOOpE
0e3penenTypHbIX JIEKAPCTBEHHBIX MIPENAPAaTOB U TOBAPOB alITEYHOTO
ACCOPTHMEHTA C YUYETOM UX BO3MOKHOT'O B3aUMOZEHCTBHSA U COBMECTUMOCTH C
JOpYTUMH JIEKapCTBEHHBIMH NpenapaTaMu

OkazaHune KOHCYJTaTUBHOMN ITOMOIIIY 110 KCIUIYaTallnd MEIUITTHCKAX W3CITHN
B JIOMAIIIHUX YCJIOBUSX C YU€TOM TEXHUUYECKOM U IKCILTyaTallMOHHOMN
JMOKYMEHTAITNH IPOU3BOAUTEIS (M3TOTOBUTES) HA METUITHHCKHIE U3ICITUS

Perucrtpanust odpaienuii motTpeduTesneii 0 BOSHUKHOBEHUH MMOOOYHBIX JCHCTBUH,
HE)KEJIATEJbHBIX PEAKIUNA, CEPbE3HBIX HEXKENATEIbHbIX PEAKLIUMN,
HETIPEJIBUICHHBIX HEXKEIATEIbHbBIX PEAKUNN PY MPUMEHEHUH JIEKaPCTBEHHBIX
mpenaparoB, 00 HHANBUAYATLHOW HEIIEPEHOCUMOCTH, OTCYTCTBUH

3¢ (HEeKTUBHOCTH JICKAPCTBEHHBIX MTPEIapaToB

Heo0Oxoanmpie yMmeHUs

14.05.2025

3aroaHATh HU3BCIICHUA O HEXXeIaTeIbHON PCaKkuuun Uin OTCYTCTBUU
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TEpaneBTUYECKOro 3P eKTa JIEKapCTBEHHOTO MpenapaTa, 0 TOOOYHBIX
NEHCTBUAX, O )KaI0bax moTpeduTenen

CoOupaTh HHPOPMALIUIO 110 CIIPOCY HACEICHHS Ha JICKAPCTBEHHBIC MPENapaThl U
TOBApHI AIITEYHOT'O aCCOPTHUMEHTA M MOTPEOHOCTAM B HUX

ITonp30BaThCs crienMaNM3UPOBAHHBIMU IPOrPAMMHBIMHU ITPOTyKTaMU

Ilonp30BaThCs HOpMaTHBHO—TeXHH‘IeCKOﬁ u cnpasquoﬁ ,I[OKYMGHTaI_II/Ieﬁ

OHpeILCJ]ﬂTI) COCTOAHUA, ITPU KOTOPBIX OKA3BIBACTCS IIE€pBasA MOMOLIb

HeoOxonnMmele 3HaHUS

CoBpeMeHHBII aCCOPTHMEHT JIEKAPCTBEHHBIX NPENapaToB U TOBAPOB alITEYHOTO
ACCOPTHMEHTA

Toproesle HAUMEHOBAHUS B PAMKAX MEK/YHAPOJAHOIO HETATEHTOBAHHOTO
Ha3BaHUA U aHAJIOTUYHBIC JICKAPCTBCHHBIC MPCIIApPaThbl B paMKax
(hapMaKoJIOrHUECKOM IPYIIIbI U [0 KOJIJaM aHATOMO-TEPaeBTUYCCKO-XMMUYICCKON
KJaccuuKaImm

OCHOBHEBIE (l)apMaKOJ'IOFI/I'{eCKI/Ie Tpynibl JICKAPCTBCHHBIX CPEACTB U
0COOEHHOCTH MX MPUMCHCHUSA

IIpaBuna u NOPSAOK NEHCTBUMN IIPU 3aMEHE JIEKAPCTBEHHBIX NIPENApaToB,
Ha3HAYCHHBIX MEAHIUHCKUM paOOTHUKOM

[Hopsimox u HopMBI perucTpanyy He3aperucTPUPOBAHHBIX TOOOUHBIX JEHCTBUMA
JICKapCTBEHHBIX NIPENapaToB

MexaHu3MbI (papMaKkoIIOTHUECKOTO ICHCTBUS IPENapaToB

MeTop1 IOWICKA U OIIeHKH (hapMarieBTHIeCKOi nH(QopMaIun

IIpaBuina panroHaNbHOIO IPUMEHEHUS JIEKAPCTBEHHBIX IIPENapaToB:
JIO3UPOBAHMSI, COBMECTUMOCTH U B3aUMOJIEUCTBYSI, B TOM YHCJIE C IUILEBBIMU
IIPOyKTaMHU, JICKAPCTBEHHBIX IIPENAPATOB, YCIOBUS XPAHEHUS B JOMAIIHUX
YCIOBHSIX

o 12
[lepedens cocTOSHUH, IPH KOTOPBIX OKa3bIBAETCS MEPBasi IIOMOIIh

Jlpyrue XapaKTepUCTHKH

3.1.3. TpynoBas dhyHKIHs

Po3nununas Toprosis Kon A/03.5 YpoBeHb 5

JIEKapCTBEHHBIMU TpenapaTtaMu U (IO/lypOBCHB)
Hanvenosanme OTITYCK JICKapCTBEHHBIX

KBaJTU(UKAITIT

MIperapaToB ¥ TOBApOB allTeYHOT0

acCOpPTHMEHTA
ITpoucxoxneHue Opurunan X 3aMMCTBOBAHO U3
TPYAOBOU (BYHKIIUH OpUTHHaIa

Kon Peructpanrionsslii
opuUruHama HOMED
npogecCHOHATEHOTO
CTaHAapTa

TpynoBeie neicTBUA

14.05.2025

13
CDapMaIIeBTI/I‘IeCKaSI OKCIIEpTHU3a PCUCIITOB Ha JICKAPCTBCHHEBIC IIpETIapaThl U

TpeGoBaHmii' ' MEIUIMHCKIX OPTaHM3aIHMil K JTeKapCTBEHHBIM IIPENapaTaM Ha
IIpeIMET COOTBETCTBUS HOPMaM U IpaBHIIaM

KOHTpOJ'IB BHCHIHCTO BH/1da OTITYCKACMBIX JICKAPCTBCHHBIX MPEIapaToOB U OLICHKA
COOTBCTCTBUA AO3UPOBKH, J'IeKapCTBeHHOfI (I)OPMLI BO3pacCTy, BECYy MMalMCHTAa, a
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TaK)Ke BO3MOKHOTO B3aUMOJICHCTBHS H COBMECTUMOCTH JIEKAPCTBEHHBIX
MIperaparoB

OrnpexaenexHue NEHbl TOBapa, KAIbKYJISALUS CTOUMOCTHU JIEKaPCTBEHHOTO
npenapara, U3roTOBJICHHOTO B YCIOBUSX allTEYHOM OpraHu3aliu, BETepUHAPHON
anTeYHOW OpPraHU3aINU, TAKCUPOBKA PEICNITOB ¥ TPeOOBAHMIA MEAUIIMHCKUX
OpraHu3auuin

Beb1ava kaccoBOro ueka v Mpou3BelICHHE PACUETOB 3a MPHUOOPETEHHBIN TOBap

Hpozlama JICKAPCTBCHHBIX MPLCIIAPATOB U TOBAPOB alITCYHOI'O ACCOPTHUMCHTA

OTITyCK JIEKapCTBEHHBIX TPEMapaToB M TOBAPOB alITEYHOTO ACCOPTHMEHTA B
Nopa3eieHuss MEIUIIMHCKUX OpraHu3aluii

[Ipuem u cObopka 3aKa3zoB 0T HOTpedUTENEH HAa TPHOOPETEHHE JIEKaPCTBEHHOTO

~15
npenapara ¢ J0CTaBKOU

®dukcanus OTCYTCTBYIOIIUX JIEKAPCTBEHHBIX [IPENApaTOB HA OCHOBAHUU
HEYAOBJIETBOPEHHOTO CIIpOca oTpeduTenen

Iepesaya JAHHEIX B CUCTEMY MOHUTOPHHTA'® JIBIKCHUS JIEKAPCTBEHHBIX
MIperaparoB

Heo0Oxoanmpie ymMmeHUS

BusyansHO oLileHMBAThH pelenT, TpeOoBaHNEe MEULMHCKON OpraHu3aluy Ha
MpeaMeT COOTBETCTBUS popMme OnaHka

IIpenynpexnate KOHPIUKTHBIE CATYAIUA C TTIOTPEONTEIISIMHE

VYperynupoBaTh NpeTeH3UU NOTpedUTENeH B paMKax CBOSH KOMIETEHIINN

[IpoBepsATh COOTBETCTBHUE IICH HA KU3HESHHO HEOOXOAUMBIC U BaXKHEHIIIHE
JIEKapCTBEHHBIE MTpENapaThl 1 MEIULIMHCKOTO MPUMEHEHUS T'OCY IAPCTBEHHOMY
peecTpy npeAesibHbIX OTIYCKHBIX 1IEH TPOU3BOIUTENEH Ha JIEKAPCTBEHHBIE
Tpenapathl, BKIIOYCHHBIC B TIEPEUCHb KU3HEHHO HEOOXOTUMBIX U BaXKHEHIITHX
JIEKapCTBEHHBIX NPENapaToB

ITonb30BaThCs pacueTHO-KAaCCOBBIM 000PYIOBAHUEM H 000PY10BaHHUEM,
MpeJHa3HaYeHHBIM [T OCYILECTBICHUS (papMaLleBTHUECKOH IESTEIbHOCTH H
MOHHUTOPHUHTA ABM)KEHUS JIEKAPCTBEHHBIX IPENapaToB

Crtpouth mpodecCHoHATEHOE O0IIEHHE ¢ COOTI0IEHHEM JACTOBOTO STHKETA U
(hapMareBTH4ECKOW JEOHTOIOTHI

ITonp30BaThC CIICUAaJIM3UPOBAHHBIMU IIPOT'PAMMHBIMU IPOAYKTAaMU

AHamTU3UpOBaTh U OIICHUBATH PE3YJIHTATH COOCTBEHHOM NESATEIILHOCTH,
JESTeTFHOCTH KOJUIET IS PEAYIPExRACHUS TPOPEeCCHOHATBFHBIX OIIHOOK H
MUHUMH3AIIH PUCKOB IS TOTPEOUTEIS

[Tonw3oBatecs mpueMamu 3PPEKTUBHBIX KOMMYHHKALUH [IPH B3aUMOACHUCTBHH C
KOJUIETaMH M IOTPEOUTEIISIMU

HeoOxonnmele 3HaHNS

14.05.2025

[Topsmok oTHycKa JIeKapCTBEHHBIX MTPETapaToB HACETIECHUIO U MEAUIINHCKAM
OpraHM3aNUsAM, BKIIIOYAas JeKapCTBEHHBIE TpenapaThl, TIOUIeKAIINe
MIPeIMETHO-KOJIMYECTBEHHOMY YUETy

IIpaBuna BefeHMs KaCCOBBIX ONEpaLUil U IEHEKHBIX PACUETOB

Buapl 1 0coOEHHOCTH TTOTPEOUTENEH TOBAPOB U YCIYT allTeYHBIX OPTaHU3aITIi

HOpMBI OTITYCKa HAPKOTUYCCKUX U MCUXOTPOIHBIX JICKAPCTBCHHBIX IPCTIapaTOB

[paBuna odopmiteHus peenToB 1 TpeOOBAaHUN METUIIMHCKUX OpPraHU3aluil Ha
JIEKapCTBEHHBIE Npenaparsl, MEAUIMHCKUE U3ENINS U CIIEHUATU3UPOBAHHbBIC
IIPOAYKTHI JICUEOHOTO MUTAHUS

MeToabl 1 IPHEMBI yperyIUpOBaHUs KOHQIINKTOB C ITOTPEOUTENIMH

[Topsanox paboTsl B ciCTEME MOHUTOPHHTA IBHKEHHS JIEKAPCTBEHHBIX
MIperapaToB
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Jlpyrue XapaKTepUCTHKH

3.1.4. TpynoBas GyHKIIHS

OdopmieHre JOKYMEHTAIIUU 110 Kon A/04.5 YposeHs 5
Haumenosanue ydeTy peanu3alyy JIeKapCTBEHHBIX (IIOZIypOBEHD)

npenapaToB

perap KBATH(UKAITAH
IIpoucxoxaeHue Opurunaan X 3anMCTBOBAHO U3
TPYAOBOU (DYHKITUH opHUrHHaa
Kon PeructpauuonHssbIit
OpHUTHHAJA HOMED
npoQecCHOHATEHOTO
CTaHAapTa

TpynoBele neiicTBuA

O(I)OpMJ'ICHI/Ie PeUCTOB HA JICKAPCTBCHHBIC MPCTIapaThl U MEAUIUHCKUC U3ACITU,
Tpe6OBaHI/II>'I MCIUIIMHCKUX Opr aHU3aLUN

PCI‘I/ICTpaHI/IH OCYIICCTBJICHHBIX 3aKa30B U JOCTABOK JICKAPCTBCHHBIX NPEIIapaToB
MTOTPEOUTEITIO

Bencuue IpeAMETHO-KOJIMYCCTBCHHOI'O YUCTA JICKAPCTBCHHBIX CPEACTB

OdopmieHne BbIIa4YH JIEKAPCTBEHHBIX TPETIapaToB

O(I)OpMJ'IeHPIC KaCCOBBIX U OTHCTHBIX JOKYMCHTOB

Heo0Oxoaumbie yMeHUs

Becru sxypHans'

ITonp30BaThCs crieNUMaNM3UPOBAHHBIMU IPOrPAMMHBIMHU ITPOTyKTaMU

HeoOxonnMele 3HaHUSA

[opsinox BeneHNs NpeAMETHO-KOINYECTBEHHOTO yUeTa JIEKapCTBEHHBIX
IpernapaToB

TpebGoBaHUs K CTPYKTYPE M COCTABY OTUETHOU JTOKYMEHTAIHH

[opsimok yuera IBM>XEHHSI TOBapa

IIpaBuna nMCTaHIMOHHOW TOPrOBIIM JIEKAPCTBEHHBIMU IIpENapaTaMu

HudopMaImoHHbIe CUCTEMBI 1 0COOEHHOCTH (DYHKITMOHUPOBAHUS
KOMITBIOTEPHOTO 000PYA0BaHHUS

Bunapl 1 HazHaueHUs )KypHaTIOB (Y4eTa CPOKOB TOJHOCTH JIEKapCTBEHHBIX
npenaparoB, XKypHaibl yaeTa ornepauuii, CBI3aHHbIX ¢ 00palieHneM
JICKapCTBEHHBIX CPEACTB), OPSIIOK UX OPOPMIICHUS

HApyrue
XapaKTepI/ICTI/IKI/I

3.1.5. TpynoBas hyHKIUS

[IpuemMoYHbI KOHTPOJIb B Kon A/05.5 YpoBeHb 5
Haumenosanue (apmaneBTHUECKON OpraHU3aLuN (I0/lypOBEHb)
KBaJTU(UKAITUT
[Ipoucxoxnenue Opurunan X 3aMCTBOBAHO U3
TPYROBOH (YHKLUH OpHUruHaja
Kon PeructpanuonHbIit
14.05.2025 Cuctema FAPAHT 9
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opuUrHHana HOMEp
po¢heCCHOHATBHOTO
CTaHzmapTa

TpynoBeie neicTBUA

[Ipuemka nexkapcTBEHHBIX CPEACTB M TOBAPOB alITEYHOT'O ACCOPTHMEHTA T10
KOJIMYECTBY M KAUECTBY

Peructpanus noctynaromux B papManeBTHUECKYI0 OPraHU3aLuio
JIEKapCTBEHHBIX CPEACTB U TOBAPOB AlITEYHOI'O ACCOPTHUMEHTA

Peructpaiius nekapCTBEHHBIX CPEICTB, MOIEKAIINX
MPEAMETHO-KOJIUYECTBEHHOMY YUETY

PCFI/ICTpaLII/IH JICKAPCTBCHHBIX MPCIAPAaTOB B CUCTECMC MOHUTOPHUHI'A ABUKCHUS
JICKaAPCTBCHHBIX MPLCIIapaTOB

Heobxoaumbie ymeHMS

HpOI/ISBOI[I/ITB IIPOBEPKY COMMPOBOAUTECIIBHBIX JOKYMCHTOB I10 COCTaBy U
KOMIIJIICKTHOCTH

OCI)OpMJ'ISITL OTYCTHBIC JOKYMCHTHI IO ABMKXCHUIO JICKAPCTBCHHBIX CPCACTB U
TOBApPOB AlITCYHOTI'O aCCOPTUMCHTA

IIpoBepsITH COOTBETCTBHUE IICH HA KU3HEHHO HEOOXOIMMEIC M BAKHEUIITHE
JIEKapCTBEHHBIC MPENapaThl I MEIUITMHCKOTO TPUMEHEHIS TOCYIaPCTBEHHOMY
peecTpy NpeenbHbIX OTIIYCKHBIX LIEH IPOU3BOAUTENEH HA JIEKAPCTBEHHBIE
MIperaparsl, BKIIOUYEHHBIE B TIEPEYeHb )KU3HEHHO HEOOXOUMBIX U BAXKHEUIITIX
JIEKapCTBEHHBIX MIPENapaToB

OdopMIATh JOKYMEHTALIUIO 110 H3BATHIO U3 00paIlleHus] IEKApCTBEHHBIX CPEICTB
Y TOBApOB allTEYHOr'0 aCCOPTUMEHTA

Bectu npeaMeTHO-KOIMYECTBEHHBIN YUET JISKAPCTBEHHBIX CPEJCTB MMOCPEIACTBOM
3aITOTHEHUS )KypHaIa

[Tonp30BaTHCsI KOHTPOIBHO-U3MEPUTEIBLHBIMEA IPUOOPAMH,
CTHEeIUAM3UPOBAHHBIM 000PYIOBaHUEM, B TOM YHUCIIE B CHCTEME MOHUTOPHHTA
JIBUYKEHUSI JIEKAPCTBEHHBIX IIPENAPaTOB, IPOrpaMMaMu U IPOAYKTaAMU
UH(QOPMAIIMOHHBIX CHCTEM, HCITONIb3yEeMBbIMHU B (DapMaleBTUIeCKUX
OpraHu3aluax

OLIGHI/IBaTB MAapKHpPOBKY, YIIAaKOBKY 1 BHEIIHMI BU/J JICKAPCTBCHHLBIX CPCACTB U
TOBApPOB AlITCYHOT'O aCCOPTUMCHTA, B TOM YHUCJIC ITPOBCPATH CPOKU T'OAHOCTHU

Heo0xonnMeie 3HAHUA

14.05.2025

IIpaBuna npreMku ToBapa

HepequL " CTPYKTYypa COIMPOBOAUTCIIBHBIX JOKYMCHTOB IMOCTABIIWKA Ha
JICKAPCTBCHHBIC CPECACTBA U TOBAPHI alITCYHOI'O aCCOPTUMCHTA

[TostoskeHus 3aKOHOATEIBLHBIX 1 HOPMATHBHBIX MTPABOBBIX aKTOB,
PETyIUPYIOMHUX 00paIIeHre JIEKapCTBEHHBIX CPEJICTB M TOBAPOB alITCIHOTO
acCOpPTHMEHTA

[opsinox paboTsl ¢ HeNOOpOKaueCTBEHHBIMH, (BaTbCU(QUIINPOBAHHBIMU U
KOHTpa()akTHBIMH JIEKAPCTBEHHBIMHU CPEICTBAMHU

TpeboBaHNs K Ka4eCTBY JIEKAPCTBEHHBIX CPEJICTB, B TOM YHCIIE K MAPKHPOBKE
JIEKapCTBEHHBIX CPENICTB U K TOKyMEHTaM, MOATBEPKAAIOLIUM KauyeCTBO
JIEKapCTBEHHBIX CPEICTB U TOBAPOB allTEYHOI'0 aCCOPTUMEHTA

AKTyaHLHBIﬁ ACCOPTUMCHT JICKApCTBCHHBIX CPCACTB 1O (bapMaKOJ'IOI‘I/I‘-IeCKI/IM
TpynmnaM U TOBApPOB aITCYHOTO aCCOPTUMCHTA

Crioco0s! BeIsSIBIIEHUS (QaTbCUPHUITIPOBAHHBIX, KOHTpa(pakTHBIX U
He00pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB M TOBAPOB allTEYHOTO
accoOpTHUMEHTa

TpeboBanus K OTYETHOI JOKYMEHTALNH, CTPYKTYpa U COCTaB OTUYETHOU
JIOKYMEHTalluu
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HOpH,[[OK BC€ACHHUA NNPCAMETHO-KOJINUYCCTBCHHOI'O YU€Ta JICKAPCTBCHHLIX CPCACTB

Wndopmarmonnsie cucTeMsl 1 000pynoBaHue HH(OPMAITHOHHBIX TEXHOJIOTHIA,
HCIONb3yeMble B (hapMalleBTHUECKOW OpraHu3aluu

Tops 10K TPAHCTIOPTUPOBKH TEPMOJIAOUITBHBIX JICKAPCTBEHHBIX CPECTB MO
XOJIOIOBO IIETTH U UCTIOB3yEeMbIe ISl KOHTPOJISI COOTIOICHUS TEMIIEPaTyPhI
cpencraa

[opsmox yTBep)KACHNS U OOHOBJICHHS MTEPEYHS )KU3HEHHO HEOOXOANMBIX U
BKHEHIIINX JIEKAPCTBEHHBIX MIPETIapaToB Il MEAUITUHCKOTO MTPHUMEHEHUS

[IpaBuna neHooOpa3zoBaHus HA JKU3HEHHO HEOOXOIUMBIE U BayKHEHIIIHEe
JIEKapCTBEHHBIE IIPEapaThl

[Iepedens TOBapoOB, pa3pemIeHHBIX K MPOIaKe B AITEYHBIX OPTraHU3AIMIX HAPS Ty
C JIEKapCTBEHHBIMH TIperapaTaMu

TpeboBanus oxpaHbl TpyAa, MEPHI MOKApHON 0€30IIaCHOCTH, OPSIIOK JEHCTBUMA
TP YPE3BBIYANHBIX CUTYAIUIX

MeToaBI ¥ IPUEMBI YPETYINPOBAHUS IPETEH3UH C TOCTABIMKAMHI

CaHUTapHO-3HIEMHUOJIOTHYECKHIE TPEOOBaHUS K IKCIUTyaTallii MOMEIIEHHH U
YCIIOBUSM TPyZAa

OdunmanpHpie UCTOYHUKH HH(OPMAITH 0 HETOOPOKaYeCTBEHHBIX,
(anbcupUIUpPOBaHHBIX U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTBAX U TOBApax
anTEeYHOro aCCOPTUMEHTA, HOIJIS)KAIINX U3BSTHUIO U3 00palleHUs

[opsimox paboThl B cUCTeMe MOHUTOPHHTA ABHKCHUS JIEKAPCTBEHHBIX
IpernaparoB

Hpyrue xapakTepucTUKU

3.1.6. TpynoBas ¢pyHKIUS

XpaHeHue JICKapCTBEHHBIX CPEACTB Kon A/06.5 YpoBeHb 5
HaumenoBanue 1 TOBApOB alTCIHOro (moypoBEHD)

ACCOPTUMECHTA B

KBaJTU(UKAITUT

(bapMareBTHUECKUX OPraHU3aIUsIX
[Ipoucxoxxmenne Opurnaan X 3anMCTBOBaHO U3
TPYAOBOU DYHKITUH opHUruHana

Kon PeructpanmonHsbrit
OpUTHHAJA HOMEp
npoQecCHOHATEHOTO
CTaHaapTa

Tpynoseie neicTBUs

14.05.2025

IIpoBepka u peructpaiys napaMmeTpoB BO3/1yXa B TOMELIEHUSIX XpaHEHUS
JIEKapCTBEHHBIX CPEJICTB U TOBAPOB alITEYHOT0 ACCOPTUMEHTA

Wnentudukanus 060pynoBaHus Uil XpaHEHHs JIEKapCTBEHHBIX CPEACTB U
TOBApOB aNT€YHOTO ACCOPTUMEHTA

OdopMIieHHE U BEJICHUE CTEIUIAKHBIX KapT

Hanexaree xpaHeHue HAPKOTHYECKUX, TICHXOTPOITHBIX JIEKAPCTBEHHBIX
CPEICTB M UX MPEKYPCOPOB B COOTBETCTBHH C HOPMATHBHBIMH MTPABOBBIMH
aKTaMu

CopTupoBKa MMOCTyHAIOIMKX JIEKAPCTBEHHBIX CPEACTB U TOBAPOB alITEUHOTO
ACCOPTHMEHTA I10 TPyIIamM

Cuctema F'APAHT 1
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YnopsinoueHue 1no cepusM U y4eT 3aracoB JEKapCTBEHHBIX CPENICTB U TOBAPOB
anTEYHOTO ACCOPTHMEHTA B (papMaI[CBTHUSCKUX OpraHU3aIMsIX

Pa3memenne gexapCTBEHHBIX CPENCTB M TOBAPOB allTE€YHOTO aCCOPTUMEHTA 10
MeCTaM XpaHEHUS B COOTBETCTBUH C yCTaHOBIEHHBIMU TPOU3BOIUTEISMHA
YCIIOBUSIMH XpaHEHUS

[IpoBenenue u opopmieHne pe3yabTaToB MHBEHTAPU3ALIH

18
Bel[eHI/Ie yueTa JICKAapCTBCHHBIX CPEACTB C OIrpaHNUYCHHBIM CPOKOM I'OJHOCTHU

[IpoBepka ycinoBuil XxpaHEHUs! JIEKAPCTBEHHBIX CPEICTB

BrusiBrenue u n3bsaTae GanbCcuPpUIUPOBAHHBIX, HENOOPOKAUYECTBEHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB, MOJUICKAIINX U3BITHIO U3
rpaXxIaHCKOTO 000opoTa

Heo0Oxoanmpie ymeHUs

OO0ecneunBaTh YCioBUsA XpaHEHUA, YCTAHOBJICHHBIE ITPOU3BOAUTEIIEM
JICKAPCTBCHHBIX CPEACTB

Hcnonb30BaTh TEXHUYECKUE CPEACTBA, TEXHOJIOTMH, BKIIFOYAsi TPOrPaMMHOE
oOecnieueHue 1 HHGOPMAIIMOHHBIE CIIPABOYHBIC CUCTEMBI, JJIsi 00ECIICUeHUS
HaJIJIeKAIIEro MOPsAKa U YCIOBUN XpaHEHUsI TOBAPOB allTEYHOI'0 aCCOPTUMEHTA

Ilonumats 1 0cO3HABaTh MOoCJICACTBUA HCCO6J'IIOIL€HI/I$I YCJIOBHﬁ XpaHCHHUA
JICKAPCTBCHHBIX CPCACTB

[IporHo3upoBaTh prcKH MOTEPH KauecTBa, 3H(HEKTUBHOCTH M OE30MAaCHOCTH
JIEKapCTBEHHBIX CPECTB MPH HECOOIIOACHUH PEKIUMA XPaHECHHSI

O(I)OpMHHTL COOTBCTCTBYIOIHEC JOKYMCHTBI Ha U3BATUC JICKAPCTBCHHLIX CPCACTB
1 TOBApPOB allITCYHOI'O aCCOPTHUMCHTA

Bectu oTueTHBIC JOKYMCHTBI

HHTCpHpeTHpOBaTL YCIIO0BU: XpaHCHU A, YCTAHOBJICHHBIC IIPONU3BOAUTCIICM
JICKAPCTBCHHBIX CPEACTB, B COOTBCTCTBYIOIINEC PCIKUMbBI XpPaHCHUS

Heo0OxoauMble 3HAaHUSA

14.05.2025

TpeboBaHus K yCIOBUSAM XpaHEHHs JIEKAPCTBEHHBIX CPEJICTB

[TonoxeHuns 3aKOHOATEIbHBIX 1 HOPMATUBHBIX IIPABOBBIX aKTOB,
PETYIMPYIOLIMX 0OpaleHne JeKapCTBEHHBIX CPEACTB U TOBAPOB alITEYHOTO
acCOpTHUMEHTa

IIpaBuna u NOpAIOK IEUCTBUMN C JIEKAPCTBEHHBIMU CPEACTBAMH, MOJIEKAIIUMHA
U3BATHIO U3 TPAKJAHCKOr0 000poTa

AKTyaJbHBIH aCCOPTUMEHT JIEKapCTBEHHBIX PENapaToB M0 Pa3InYHbIM
(hapMaKoJIOrHYECKUM TPpyIIam

Tpe6OBaHI/Iﬂ K BCACHUIO MPEAMETHO-KOJIMYCCTBCHHOI'0 YUCTA JICKAPCTBCHHBIX
CpenCTB

HpaBI/IHa XpaHCHUA JIEKAPCTBECHHBIX CPEJACTB U TOBAPOB allTEYHOTO aCCOPTUMEHTA

OCOOEHHOCTH XpaHEHUS JIEKAPCTBEHHBIX CPECTB, MOJUICIKAIINUX
MPEAMETHO-KOJINYECTBEHHOMY YUETY

[Topsimok y4era JIeKapCTBEHHBIX CPEJCTB C OTPAHUYSHHBIM CPOKOM TOJHOCTH

OCcoOSHHOCTH XpaHEHUS! IMMYHOOHOJOTHYECKUX JICKAPCTBEHHBIX MPENapaToB U
MEIUIMHCKUX IHUIBOK

[Topsamox TpaHCTIOPTHPOBKH MMMYHOOHOJIOTHIECKHIX JIEKAPCTBEHHBIX CPEJICTB B
YCIIOBHSIX XOJIOAO0BOH LEMU 1 UCIIOIB3yeMble ISl KOHTPOJISI COOTIOACHNUS
TeMIepaTypsl CPeICTBa

TpeboBaHUs K CTPYKTYPE U COCTABY OTUYCTHOW JOKYMEHTAIIUU

HNudopmarmoHHbie CUCTEMBI 1 000pyI0BaHHE HHPOPMAITHOHHBIX TEXHOJIOTHH,
HCTOJIb3yeMbIe B (hapMarleBTUIECKOW OpraHu3aiuu
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DU3NKO-XUMHUUYECKHE CBOMCTBA JICKaAPCTBCHHLIX CPCICTB

<19
IIpaBuna xpaHeHUs] MEAULIUHCKUX usenuit'

TpeboBanus oxpaHbl TpyAa, paBuiia MOKapHOH 0€30MaCHOCTH U MOPAA0K
JeHCTBUIN NIPU YPE3BBIYANHBIX CUTYyaLUIX

Uctounnku opunmanbHOi HHPOPMAIMK O JIEKapCTBEHHBIX CPEICTBAX H TOBAPax
anTEYHOT0 ACCOPTUMEHTA, OJICKAIINX U3BATHIO U3 00paIleHHs

Hpyrue xapakTepuUCTHKU

OObecnieueHne XpaHEHHUS B 000COOJIEHHBIX MOAPA3ICICHUSIX METUITHHCKAX
OpraHu3anyii MOKET OCYIICCTBIATHCS METUIIMHCKAM PAOOTHUKOM C
JIOTIOTHUTENLHBIM MPO(ECCHOHATBHBIM 00Pa30BAHUEM B YACTH PO3HUYHON
TOPTOBIIH JIEKAPCTBEHHBIMH TTperiapaTaMu

3.2. O6001IeHHas TpynoBask PyHKINS

N3roroBieHne IeKapCTBEHHBIX Kon B YpoBeHb 5
HauMeHOBAHKE NpENapaTos B yCIOBUAX aNlTEHbIX KBaTH(HUKALHK
OpraHM3alii U BETEPHUHAPHBIX
arTeyHbIX OpraHu3alui
[Ipoucxoxnenue Opurunan X 3aMMCTBOBAaHO U3
0000IICHHOH TPYI0BOH OpUTHHAJA
GyHKIMH
Kon Peructpanronnslii
OopUruHaza HOMED
npoQecCHOHATEHOTO
CTaHAapTa

Bo3MmoxHbIE HANMEHOBAHUS
TOJKHOCTEH, TIpodeccHii

®apmarieBT

TpeboBanus Kk 00pa3o0BaHUIO
1 00y4EHHIO

Cpennee npodeccruoHaibHOe 00pa30BaHUE - TPOrPAMMBI ITOITOTOBKU
CIEIHMATIMCTOB CPEHEro 3BeHa Mo crenuanbHocty "dapmarus”

TpeboBaHUS K OIIBITY
MPaKTUIECKOW PabOTHI

Oco0sble ycoBus I0ycKa K
pabote

Hanuuue ceptudukara ceruaniucTa wiu CBUACTEIbCTBA 00 aKKPEAUTAIUH
crernuanucTa

OTCYTCTBI/Ie OI‘paHI/I"IeHI/Iﬁ Ha 3aHATHUA HpO(i)eCCI/IOHaHLHOIZ JACATCIBbHOCTBIO

Hpyrue xapakTepuCTHKU

JononauTensHoe npodeccroHanbHOe 00pa30BaHUE - IPOTPAMMBI MTOBBIIICHHSI
KBaJTU(UKAITUHN HE PEXE OAHOTO pasa B MATH JIET B TEUCHNE BCEH TPYIOBOI
JKU3HU

O0s13arenpHOE IpeIBapUTENIbHOE 00YUYEeHHE IPU U3TOTOBJICHUH JICKaPCTBEHHBIX
MIPerapaToB AJIsl BETEPUHAPHOTO MPUMEHEHUS

I[OHOHHI/ITCJIBHLIG XapaKTCPpUCTHUKHU

HaumenoBanue Kon HanmenoBanue 6a30B0i TpyIIIB, TOJDKHOCTH (IPOQECCHH) UITH
JIOKyMEHTA CIIEITHATHFHOCTH
OKS3 3213 dapmarieBThI
EKC - dapmaueBT
oKnaTpP 27309 dapmarnieBT
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OKCO

3.33.02.01 dapmartus

3.2.1. TpynoBast GhyHKIIHS

Msrorosnenue 1ekapCcTBEHHBIX Kon B/01.5 YpoBeHb 5
MIpenapaToB M0 UHAWBUIYaTbHBIM (I10/lypOBEHB)
HanMeHoBaHYe Ha3HAYEHUSIM MEIUIIUHCKUX KBamHbIRAIH
pabOTHUKOB U TPEOOBAHUIO
MEAMIMHCKUX OpTaHu3aui U
BETEPHUHAPHBIX OPraHN3aNN
IIpoucxoxaeHue Opurunaan X 3anMCTBOBAHO U3
TPYAOBOU (DYHKIIUH OpUTHHAIA
Kon PeructpauuonHssbrit
opuruHaza HOMEp
npoQecCHOHATEHOTO
CTaHAapTa

TpynoBsie nencTBUA

HOZ[F OTOBKa pa6oqer 0 MECTa U1 U3TOTOBJICHUA JICKAPCTBCHHBIX IMMPCIIAPaATOB

BrlnonHeHre pacueToB 10 ONpPEAeTICHUI0 MacChl/00beMa HHIPEINEHTOB
JIEKapCTBEHHOTO Tpenapara B COOTBETCTBUY C Ha3HAYCHUEM MEIUIIMHCKOTO,
BETEPHUHAPHOTO paOOTHUKA

BLI60p OIITUMAJIBHOTO TCXHOJIOTMYCCKOI'O IMpouecca AJjis1 U3roToBJIICHUA
JICKaAPCTBCHHBIX MPLCIIapaTOB

Br160p 1 moAroTOBKA BCIIOMOTATENBHBIX BEIIECTB U MAaTEPUAIIOB, PAIlIOHAIBHOMN
YIAKOBKH

[ToaroroBka 060pyIOBaHUS M OCYIBI AJ1sl H3TOTOBJICHUS JIEKAPCTBEHHOTO
mpemnapaTta

Usroroenenune neKkapcTBEHHONW (HOPMBI

UzroroBnenne KOHIEHTPUPOBAHHBIX PACTBOPOB, MOy (HabpHUKaToB,
BHYTPHAINTCYHOH 3arOTOBKH

[IpoBenenue padboT 1o (acoBKe JeKapCTBEHHBIX MPENapaToB

BeHeHI/Ie NMpEeAMETHO-KOJINMYECTBECHHOI'O Yy4€Ta JICKAPpCTBEHHBIX CPEACTB

Heo0Oxoaumbie yMeHUS

14.05.2025

HonyanI, BOAY OYMUILICHHYIO U BOAY IJIA I/IH’beKHI/Iﬁ 1 UCII0JIB30BaTh €€ JIsA
H3roTOBJICHUA JICKAPCTBCHHLBIX IIPLCIIAPaTOB

[IpoBepsaTh COOTBETCTBHE HA3HAYCHHON METUITMHCKIM PAOOTHUKOM JIO3UPOBKH U
JIeKapCcTBEHHOW (hOpMBI BO3pacTy OOIEHOTO

ToTOBUTH pa3nuuHbIE BUIIBI JIEKAPCTBEHHBIX ()OPM JIEKAPCTBEHHBIX MPEMapaToB

['0TOBHUTH KOHIIEHTPUPOBAHHBIE PACTBOPHI, MONTY(HhaOpHUKATHI, BHYTPHANTEYHYIO
3aroTOBKY

®dacoBaTh U3TrOTOBIICHHBIC JICKApCTBCHHBIC IPCTIapaThl

[Tob30BaThCs TaOOPATOPHBIM U TEXHOJIOTHIECKUM 000pyIOBaHHEM

[IpuMeHATh cpeacTBa HHANBUIYATLHOM 3T

[Tonp30BaTHCS COBpEMEHHBIMU HH(POPMALIMOHHO-KOMMYHUKAITHOHHBIMH
TEXHOJIOTHSAMHU, MPUKIIATHBIMH ITPOTpaMMaMu obecriedeHus: papMareBTHIECKON
JESITeTFHOCTH /TS pelIeHus PO eCCHOHABHBIX 33124

HpOI/I3BO,Z[I/ITB 00s13aTeNbHbIC pac4deThl, B TOM YUCJIC 1O NPCACIBbHO AOITYCTUMbIM
HOpMaM OTITYCKa HAPKOTHYCCKUX U NMCUXOTPOITHBIX JICKAPCTBCHHLIX CPCACTB
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Bectu HpGHMCTHO—KOHI/I‘-ICCTBCHHLII‘/'I YUCT JICKAPCTBCHHLIX CPCICTB

Heo0xonnMeie 3HaHUA

Hopwmel oTycka 1eKapCTBEHHBIX IIPENapaToB, COAEPKAUX HAPKOTHUECKUE,
IICUXOTPOIIHBIE BELIECTBA

3aKoHO/IaTENIbHBIC 1 HOPMATHUBHEIC ITPABOBBIE AKTHI, PETIIAMEHTHPYIOIIHE
MPOILIECC U3TOTOBJICHUS JICKAPCTBEHHBIX (POPM, KOHIICHTPUPOBAHHBIX PACTBOPOB,
norypaOpHuKaToB, BHY TPHAIITEYHOM 3arOTOBKH U (haCOBKH JICKAPCTBEHHBIX
mperapaTon

Bunp! BHyTpHanTe4Horo KOHTPOJIS Ka4eCTBA U3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IIperapaToB

HpaBI/ma H3roTOBJICHUA TBEPABIX, XKUAKUX, MATKUX, CTCPUJIBHBIX U ACCIITUYCCKUX
JIeKapCTBEHHBIX (hopM

DHU3NKO-XUMHIECKUE U OPraHoJICIITUYCCKUEC CBOICTBa JICKaApCTBCHHBIX CPEACTB,
ux (I)I/ISI/I‘ICCKaSI, XUMHUYCCKasa 1 @apMaKOHOFI/I‘IeCKaSI COBMECCTHUMOCTD

Homenkiatypa 3aperucTpipoBaHHbBIX (PapMaleBTUIECKUX CYyOCTaHIUH,
WCIIOJB3YEMBIX JUISl U3TOTOBJIEHUS JIEKAPCTBEHHBIX MPETIApaTOB

VYcoBus ¥ CPOKH XpaHEHUS JIEKapCTBEHHBIX MPENapaToB, N3TOTOBICHHBIX B
aNTEeYHBIX OPraHU3AIUIX

Pexomenayemble criocoObl BIsIBICHUS (Paibcu(UIMPOBAHHBIX 1 KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEACTB M TOBAPOB alTEYHOTO aCCOPTUMEHTA

TpeboBaHUs K BEACHUIO IEPBUYHON JOKYMEHTAIIUY IO U3TOTOBICHUIO
JIEKapCTBEHHBIX MPETapaToB B aITEUYHBIX OPTraHU3AIIIX, BETEPUHAPHBIX
ANTEeYHBIX OPraHU3AIUIX

TpeboBaHus oxXpaHbl TpyZa, paBUia MOKapHOH 6€30MaCHOCTH U MOPSAI0K
JIEACTBUI IIPU YPE3BBIYANHBIX CUTYyaLUAX

CaHUTapHO-3MIEMHUOJIOTHYECKHE TPEOOBaHMS K IKCIUTyaTallu MOMEIIEHUH 1
YCIIOBHUSIM TpyZAa

IIpaBuna npuMeHEHHUs CPEICTB UHANBUIYaTbHOM 3aIIUThHI

[Topsmok BeneHUs MpeAMETHO-KOIMYECTBEHHOTO YUeTa JIEKApCTBEHHBIX CPEICTB

WndopmannoHHble CUCTEMBI U 000py10BaHUE WHPOPMALTUOHHBIX TEXHOIOTHH,
UCIOJIb3yEMBIE B allTEYHBIX OPTaHU3ALUAX

MeTo/ibl TOUCKA U OTIEHKU HH(GOPMAIIUH, B TOM YHCIIE Pecypchl ¢ HHPOpMaIen
0 QarbcuPUITMPOBAHHBIX, HEA0OPOKAUYCCTBEHHBIX U KOHTPa(haKTHBIX
JIEKapCTBEHHBIX CPEICTBAX M TOBApaX alTEYHOTO aCCOPTHMEHTA

CpenctBa u3MepeHHii ¥ UCTIBITATEILHOE 000PYI0BaHUE, TPUMEHSIEMBIC B
ANTEeYHbIX OPTaHU3ALUAX

BcnomorarensHbie Marepuajbl, THCTPYMCHTEI, HpI/ICHOCO6J'IeHI/I$I, HCIIOJIb3YEMBIC
TIPpU U3roTOBJICHNUHU JICKAPCTBECHHBIX MPETIapaTOB B alITCYHBIX OPraHU3alUuiaX U
BCTCPHUHAPHBIX aAITCUHBIX OpTraHU3alusaXx

Jpyrue xapakTepuCTHKU

3.2.2. TpynoBas hyHKITHS

OdopMmiieHre TOKYMEHTAIIUH 110 Kon B/02.5 YpoBeHb 5
Hanvenosanue M3TOTOBJICHUIO JIEKAPCTBEHHOTO (IIOZIypOBEHD)
npenapara
perap KBaTU(UKAITIT
[Ipoucxoxxmenne Opurnaan X 3anMCTBOBaHO U3
TPYAOBOU (DYHKITUH opHUruHana

14.05.2025
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Kon Peructpaunonssii
opuruHaiza HOMED
po(heCCHOHATBHOTO
CcTaHjaapra

Tpynoseie nencTBus

YnakoBKa U3rOTOBJIEHHOT'O JIEKAPCTBEHHOT'O TIpenapara B COOTBETCTBUH C
(U3UKO-XMMUYECKUMH CBOWCTBAMU JIEKAPCTBEHHOH (HOPMBI

OdopmiieHre H3rOTOBICHHOTO JIEKAPCTBEHHOTO MpenapaTa

MapkupoBka JIeKapCTBEHHOU (OPMBI IPENYNPEIUTENbHBIMI HAMHUCIMH B

20
COOTBCTCTBUH C IIpaABUIaMHU O(l)OpMJ'IeHI/IH YIIaKOBKH

3arnoyiHeHUe MacrnopTa NMCbMEHHOT'O KOHTPOJIS IIPU U3TOTOBIEHUH
JIEKapCTBEHHBIX MPETapaToB

VcTHOE N310°KEHHE CBOUX HeﬁCTBHﬁ IIpu NpOBCACHNUU OIIPOCHOTO KOHTPOJIA

[IpoBenenue paboT 1Mo ymakoBKE ¥ MApKUPOBKE pac(acoBaHHBIX JECKAPCTBEHHBIX
IpernapaToB

BeHeHI/Ie NMpEeAMETHO-KOJINMYECTBEHHOI'O Y4€Ta JICKAPCTBEHHBIX CPEACTB

Peructpanus qaHHBIX 00 M3rOTOBJICHUH JICKAPCTBEHHBIX MPEMapaToB B
COOTBETCTBYIOLIHX JKypHajax

HeoOxoaumble yMeHUS

OdopMITITh JOKYMEHTAIIHIO MTPH U3TOTOBJICHNH JIEKAPCTBEHHBIX TIPETIapaToB

MapKPIpOBaTL HU3TOTOBJICHHBIC JICKAPCTBCHHBIC MIPCIIapaThbl, B TOM YUCJIC
HCO6XOI[I/IMI)IMI/I npeaynpeaAUTCIbHBIMUA HAAIINCAMA U OTUKETKAMU

3amonHsITh MaCMOPT MUCBMEHHOTO KOHTPOJISI TP U3TOTOBJICHUH JICKAPCTBEHHBIX
pernapaToB

[Tonp30BaThCs COBpEMEHHBIMU HH(OPMALMOHHO-KOMMYHUKAIIHOHHBIMH
TEXHOJIOTHSAMH, IPUKIIATHBIMH IIPOTpaMMaMu o0ecriedeHus papMaleBTHYECKON
JEeSITENBHOCTH JUTsl PEHICHUsI PO eCcCHOHAIBHBIX 3a7a4

WHTepripeTnpoBaTh yCI0BHA XpaHEHHs, yKa3aHHBIE B MAPKAPOBKE
JIEKapCTBEHHBIX CPEJICTB

HpOI/I3BOILI/ITI) 00s13aTeIIbHbIC PacycThbl, B TOM 4YHCJIC 10 HOpMaM OTITyCKa
HApKOTUYCCKUX, IICUXOTPOITHBIX JICKAPCTBEHHLIX CPCICTB

Bectu oTueTHbIC JOKYMCHTEI 110 ABMXKXCHHIO JICKAPCTBCHHBIX CPEJICTB

HeoOxonnMble 3HaHUSA

14.05.2025

Buabl 1OKYMEHTOB 110 pErCTpaliu IpPOLEcca U3rOTOBIEHUS JIEKaPCTBEHHBIX
npenaparoB H NpaBuiia UX 0QOPMIICHHS

3aKoHO/IaTENbHBIE 1 HOPMATHBHEIE ITPABOBHIE AKTHI, PETIIAMEHTHPYIOIIIE
MIPOIIECC M3TOTOBJICHUSA JIEKAPCTBEHHBIX IIPETapaToB, KOHIIEHTPUPOBAHHBIX
pacTBOpoB, MOy (HadpHUKaTOB, BHYTPHANTEYHONW 3arOTOBKH M (PACOBKH
JIEKapCTBEHHBIX MPETapaToB

HOpMaTI/IBHO-HpaBOBBIC AKTHI 110 BUJIaM KOHTPOJISA Ka4€CTBa JICKAPCTBECHHBIX
mperaparoB, U3roTOBJICHHLIX B allTCUHBIX OpTraHU3aAlUAX

[IpaBuna oopmieHus yImakoBOK JIEKapCTBEHHBIX IPENapaToB, B TOM YUCIIE
npeaynpeAnTeNbHBIMI HAATUCSIMU

Ycaopusa u CPOKH XpaHCHUS JICKAPCTBCHHBIX IPETIapaTOB, U3TOTOBJICHHBIX B
AINITCYHBIX OpraHU3aluiaAX U BETCPUHAPHBIX allTCYHBIX OpraHru3aluiaXx

TpeboBanus oxpaHbl TpyAa, MEPHI MOKAPHON O€30IIaCHOCTH, HOPSIOK JEHCTBUM
NP YpEe3BbIYANHBIX CUTYaLUSIX

[Topsnok BeneHUs MPeAMETHO-KOJINYECTBEHHOT'0 Y4eTa JIEKapCTBEHHBIX
IpernaparoB

TpeboBaHus K TOKyMEHTaM MEPBUYHOTO yueTa alTeYHOH OpraHu3aun
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WNubopmamoHHbie cucTeMbl 1 000py10BaHNE MH(OPMAITHOHHBIX TEXHOJIOTHIA,
UCIOJIb3yEeMbIC B (DapMaIleBTHUCCKOM OpraHU3aIuN

Hpyrue xapakTepucTUKU

3.3. O600mmeHHas TpynoBas QyHKLIUS

HayMeHOBAHKE OrrroBast TOPTOBIIA JIEKAPCTBEHHBIMHI Kon C YpoBeHb 5
CpeACTBaAMU KBanuuKaum
ITpoucxoxneHue Opurunan X 3aMMCTBOBAHO U3
0000IIICHHO TPYI0BOI OpUTHHAJA
GyHKIMH
Kon PerucrpauuonHssrit
OpHUTHHAJA HOMEp
po(heCCHOHATBHOTO
CTaHmapra

Bo3MOKHEIC HAUMEHOBAHUS
JIOJDKHOCTEH,

npodeccuit

dapmaneBT

TpebGoBanus k 00pa3oBaHUIO
1 00yICHHIO

Cpemnee npo
CIEIUAITUCTO

(heccrmonanpHOE 0Opa3oBaHME - TPOTPAMMBI IIOATOTOBKH
B CPEIHETO 3BEHA IO criennanbHoCTH "Dapmarms"

TpeboBanus K OMBITY
MPaKTUIECKOW PabOTHI

Oco0rIe ycnoBHs J0ITycKa K
pabote

Hanuuue cep
CIIEUaINCTa

TH(UKATA CHISIIHAINCTA WM CBUICTEILCTBA 00 aKKPEIUTAITAN

Jlpyrue XapaKTepUCTHKH

KHU3HU

I[OHOJ'IHI/ITCJ'IBHOG HpO(l)CCCI/IOHaJ'ILHOG O6p330BaHI/IC - IpOrpaMMbI MOBBIIICHUA
KBaJ'II/I(l)I/IKa]_[I/II/I HE PCIKEC OAHOI'0 pa3a B IATH JICT B TCUCHUC BCeM pr,Z[OBOP'I

JlommomHUTENEHBIE XapaKTePUCTHKH

HanmMeHoBaHue Kog HaumenoBanue 6a30Boii TpyIbl, JOKHOCTH (TIpodeccrn) uiu
JIOKYMEHTa CHEeIUATIBHOCTH
OK3 3213 dapMareBTE
EKC - dapmaueBT
OoKnAaTP 27309 dapmarnieBT
OKCO 3.33.02.01 dapmanus
3.3.1. TpynoBast pyHKIUS
Pabora ¢ HHCTUTYIIMOHATHLHBIMU Kon C/01.5 YposeHb 5
HauMeHOBAHKE NOTPEOUTENSAMH 110 IPHEMY U (I0/lypOBEHB)
00paboTKe 3as1BOK Ha
kBanuduKaum
JIEKapCTBEHHBIE CPEICTBA
[Ipoucxoxnenue Opurunan X 3auMCTBOBaHO M3
14.05.2025 Cuctema F’APAHT 17
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TPYAOBOU (DYHKIIUH

OpHUTHHAJA ‘
Kon PeructpauuonHssblit
OpHUTHHAJA HOMEp
npoQecCHOHATEHOTO
CTaHapra

TpynoBeie nencTBUA

HpI/ICM 1 OIICHKA 3aKa30B OT HOTp66I/ITCHeﬁ, OIIPCACICHHBIX B 3dKOHOAATCIILCTBE

. . 21
Poccuiickoit ®enepanuun

OHGHKa BO3MOKHOCTH IMOJITHOT'O WJIW YaCTUYHOT'O YIOBJIICTBOPCHUA 3aKa3a,
KAJIBKYJIALIWA U COTJIaCOBAaHNE 1ICHLBI 3aKa3a

CormacoBanue CPOKOB ITOCTaBKH U KOMIIUIEKTHOCTH 3aKa3a C y4€TOM CO6J'IIOI[€HI/I$[
YCJ'IOBI/Iﬁ XpaHCHHs, OCTATOYHOI'O CpOKa rOAHOCTH

Kommuexranus 3aka3a JeKapcTBEHHBIX CPEICTB U TOBAPOB alITEYHOIO
aCCOPTHMEHTA B COOTBETCTBUH C 3aBKOW MOTpeOuTeNs

OdopmiieHne cormpoBOAUTENBHBIX JOKYMEHTOB Ha JIEKAPCTBEHHBIE CPEICTBA U
TOBapHI alTEYHOTO aCCOPTUMEHTA

Heo0Oxoaumbie yMeHUS

AHaNU3UPOBATh 3asBKU MOTpeOUTENCH TeKapCTBEHHBIX NPEMapaToB Mo
HAaUMEHOBAHUSIM, J03UPOBKAM, KOJIUYECTBY

[Tomb3oBaThcs mpuemamu 3¢ (HEKTUBHBIX KOMMYHHUKAIMH ITPH B3aNMOCHCTBUH C
KOJIIETraMH{ U TIOTPEeOUTENIMHI

OCYHIGCTBJ'IHTI) YUCT JICKAPCTBECHHBIX CPEACTB U TOBAPOB AlITCUHOI'O
aCCOPTUMEHTA

[Tomb30BaThCst 000pyIO0BaHNEM M HH()OPMAITMOHHBIMH TEXHOJIOTHUSMHU, BKIIFOUAs
00opyIoBaHNE CUCTEMBI MOHUTOPHHTA JIBUKSHHS JICKAPCTBEHHBIX MPETapaToB

HpOI/I3BOILI/ITI) OIICHKY Ka4Ye€CTBa JICKAPCTBCHHLIX IIPCIIApaATOB U TOBAPOB
ANTEYHOI'0 aCCOPTUMCEHTA 110 BHCITHEMY BUY, YIIAKOBKE, MAPKHUPOBKE

IIpoBOINTE KAMBKYJIIAIINIO 3asIBOK TOTPEOUTEIICH

HeoOxonnMeble 3HaHUSA

HepequL HOTpCGHTGHCﬁ, KOTOPBIM MOXKET OCYIIECTBIATLCA OIITOBAS MIpOAaaXKa
Wy nepeaada JICKapCTBCHHBIX CPCACTB

HopMmaTtuBHBIE IPaBOBBIE aKTHI, PETYIHPYIOIINE OOpaIleHne JIeKapCTBEHHBIX
CPEICTB M TOBAPOB alTEYHOTO aCCOPTUMEHTA

OCHOBHEBIE (bapMaKOJ'IOI‘I/IIICCKI/IC Tpynibl JICKAPCTBECHHBIX CPEICTB

AKTyaJIbHBI aCCOPTHMEHT JIEKAPCTBEHHBIX CPEJICTB M TOBAPOB alTEYHOTO
acCOPTHUMEHTA

WudbopmarnmonHbie cucTeMbl 1 000py1oBaHie HHYOPMAITHOHHBIX TEXHOJIOTHIA,
HCIIONIb3yeMbIe B papMaIleBTHUECKOW OpraHU3aIiu

[IpaBuna nieroo0Opa3oBaHus Ha JIEKAPCTBEHHBIE CPEJICTBA, B TOM YHCIIE
BKJIFOUEHHBIE B TIEpEYEHb )XU3HEHHO HEOOXOTUMBIX W BaKHEHUIITIX
JIEKapCTBEHHBIX MPENapaToB, U TOBAPHI AlITEYHOTO aCCOPTUMEHTA

IMopsiioK ¥ paBMIIa OTIMYCKA HAPKOTHUECKUX M MICUXOTPOIHBIX JICKAPCTBEHHBIX
CpenCTB

Hpyrue xapakTepucTHUKU

3.3.2. TpynoBas GpyHKIUS

ITocTaBka JTekKapCTBEHHBIX CPE/ICTB Kon C/02.5 YpoBeHb 5
Hanmenosanne MHCTHTYHOHAIbHBIMH (IO/lypOBEHb)
MOTPeOUTENIMU
KBaJTU(UKAITUU

14.05.2025
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[Ipoucxoxnenue
TPYJIOBOH (YHKIIMU

Opurunan X 3aMMCTBOBAHO U3
OpUTHHaNa
Kon Peructpannonnslii
OpHUTHHAJa HOMeEp
npodeccrHoHaIbHOTO
CTaHAapTa

Tpynoseie neicTBUs

OTrpy3Ka JIeKapCTBEHHBIX CPEACTB M TOBAPOB alITEYHOTO aCCOPTUMEHTA
MoTpeOUTEINIO

CO6op npopmanu o NoTpeOHOCTAX MOKyNaTeiel B ICKapCTBEHHBIX CPEICTBAX

IIpoBepka M perucTpards mapaMeTpoB BO3ayXa B MOMEIIEHUSIX XPaHSHHS
(hapMaleBTHYECKON OpraHu3aluy

PGFI/ICTpaLII/ISI OTITYCKa JICKApCTBCHHBIX NIPCIIapaToB, MOMJICIKAIIINX
OpCAMCTHO-KOJIMIYCCTBCHHOMY YUCTY

[IpoBepka OTCYTCTBHUS CEpHid, MTOAJICKAITUX UIBIATHIO U3 IPaXKIAHCKOTO 000poTa,
IIPH OTTPy3Ke COOpPAHHBIX MO 3aABKE JIEKAPCTBEHHBIX CPEACTB U TOBAPOB
anTe4YHOro aCCOPTUMEHTA

YperyanOBaHI/Ie BOIIPOCOB BO3BpaTa JICKAPCTBCHHLBIX CPCACTB U TOBAPOB
aIlITCYHOI'0 aCCOPTUMCHTA OT HOTp€6I/ITCJIeﬁ

MapkupoBKa 1 pa3MeIIeHne B CIIENUANbHO BBIZCIEHHON (KapaHTHHHOI) 30HE
HEeT0OpOKavYeCTBEHHBIX, KOHTpahaKTHBIX U (haabCH(PUINPOBAHHBIX
JIEKapCTBEHHBIX CPENCTB, BBIABIECHHBIX IIPH OTTPY3KE, OTAENBHO OT APYTHX
JIEKapCTBEHHBIX CPENICTB

Benenue oTueTHBIX JAOKYMCHTOB 110 JIBMIKCHUIO TOBApa B OIITOBBIX OPraHU3alUuAgX

Hepez[aqa JaHHBIX B CUCTEMY MOHUTOPHHTA ABMKCHUA JICKAPCTBEHHBIX
pernapaToB

Heobxoaumbie yMeHUsS

14.05.2025

Bectu xypHanbl perucTpaliiil napaMeTpoB Bo3ayxa B (hapMareBTHIECKO
OpraHM3alllH, Y4eTa CPOKOB F'OJHOCTH JIEKAPCTBEHHBIX MIPENApaToB, KypPHAIIbI
yueTa OIepalyii, CBSI3aHHBIX ¢ 00palIeHNEM JIEKaPCTBEHHBIX CPENICTB

Bectu nocepuiiHblii yder 3amacoB JIEKapCTBEHHBIX MPENapaToB B TOMENIEHUAX
XpaHEHUs

PCFHCTpHpOBaTI: I/IH(l)OpMaLII/IIO O CIpoce HOTpC6I/ITCJ'IeI\/'I Ha JICKApCTBCHHBIC
CpCACTBA U TOBAPLI AIITCYHOI'O ACCOPTUMCHTA

HNudopMupOBaTh HHCTUTYITHOHATBHBIX TOTPEOUTENCH 00 N3MECHEHHSX B
ACCOPTUMEHTE ONTOBOH (hapMarieBTUICCKOW OpraHu3aIiH

O(i)OpMHﬂTL BO3BpAT JICKAPCTBCHHLBIX CPCACTB OT HOTpe6I/ITCJ'I}l

MapkupoBaTh HeZJOOpOKaueCTBEHHBIE, KOHTpadaKkTHBIE U (hanbcupUIIpOBaHHBIC
JIEKapCTBEHHBIE CPEJCTBA U IIOMEIIATh B KAPAHTUHHYIO 30HY

CO6I/IpaTI> I/IH(l)OpMaLII/IIO IO CCpUsAM JICKAPCTBCHHBIX CPCACTB U TOBApamM
ANTEYHOI'0 aCCOPTUMCECHTA, MOJJICIKAIIUX UIBATHUIO U3 TPAKAAHCKOTO o6op0Ta

AHaAU3UPOBATh U OIICHUBATH PE3YJILTAThl COOCTBEHHOH JIESTEIHLHOCTH,
JeATeTbHOCTH KOJUIET ¥ PAOOTHUKOB c(hepbl MEJUIIMHCKUX YCIYT IS
IpeTyNpexRIeHUS MPO(eCCHOHATBHBIX OIIMOOK 1 MUHUMH3ALMH PUCKOB JUIS
oTpeduTeNs

Oprann3oBBIBaTh CBOIO TPOU3BOJCTBEHHYIO I€ATEIBHOCTD U PACIpeaeIATh
BpeMs

Co0roaath STHIECKHE HOPMBI

ypeI‘yﬂI/IPOBaTL OPpETCH3UU C HOTpe6I/IT€HHMI/I
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HpOBO,Z[I/ITL MOHUTOPHUHT 3HaHUMN HOTp€6I/ITCJ'IGI\/’I 10 HOBBIM JICKAPCTBCHHBIM
nperaparam 1 ToBapaM ariTe4YHOro aCCOPTUMCHTA

IIpoBepsITh COOTBETCTBHE IICH HA KU3HEHHO HEOOXOIMMEBIE M BaKHEUIITHE
JIeKapCTBEHHBIE TIPENapaThl JUI MEAUIIMHCKOTO IPUMEHEHUS TOCYIapCTBEHHOMY
peecTpy IpeeNbHBIX OTITYCKHBIX IIeH MPOU3BOIUTENEH Ha JIeKapCTBEHHBIE
Mperaparkl, BKIFOUSHHBIE B IIEPEUeHb )KU3HEHHO HEOOXOJUMBIX U BAXKHEUIITIX
JIEKapCTBEHHBIX MPETapaToB

Heo0xonnMeie 3HAaHUA

HOpSII[OK BEACHUA TPEAMETHO-KOJIMUYCCTBCHHOI'O YUCTa JICKAPCTBCHHBIX CPEACTB

TpeboBaHus K OTYETHOHN JOKYMEHTALNH, CTPYKTYPa U COCTaB OTUYETHOU
JOKyMEHTaluu

ITopsimok ydera qBUMXKEHUS TOBapa, IPUHATHINA B OpraHU3aluy, BKIIIOYast
odopmIleHHEe HEOOXOIUMON TOKYMEHTAIIUU

MeTo/1pI TONCKA U OIIEHKH HH(OPMAINH, B TOM YHCIIE PECypChl ¢ HHpOpMAIHeH
0 HEeZOOpOKaYeCTBEHHBIX, (PaTbCHPHUIIMPOBAHHBIX U 320paKOBaHHBIX
JIEKapCTBEHHBIX CPEJCTBAX M TOBApax aTEYHOI'0 aCCOPTHMEHTA

IIpaBuna npueMKHU TOBapa, COCTAB U CTPYKTYpa COIMPOBOJUTENBHBIX TOKYMEHTOB

HepequL JKHU3HCHHO HCO6XO,I[I/IMBIX ¥ BaKHEHIITHIX JICKAapCTBCHHBIX IpETiapaToB
AT MCIUITUHCKOT'O IPUMEHCHHS, B TOM YHCJIC 10 TOPrOBbIM HAMMCEHOBAHUAM

[IpaBuna genoBoro oOIIEHHs, KyIbTYPhI U MPO()ECCHOHATBHON STHKH

TpeboBaHUs OXpaHbI TPyAa, MEPHI MOKapHOW 0E30MaCHOCTH, MOPSIOK NEHCTBHS
IIPH YPE3BBIYAHBIX CUTYAIHSIX

MeToabl 1 IpHEMBI yperyIUpOBaHUs MIPETEH3UH moTpeduTeneit

[IpaBuia opopmieHws 30HBI KAPAHTHHHOTO XPaHEHUS

HOpSI,[[OK O(l)OpMJ'ICHI/ISI BO3BpaTa JICKAPCTBCHHBIX CPECACTB U TOBAPOB aAlITCYHOI'O
ACCOPTUMCHTA OT HOTpe6I/ITeJICI>'I

HOpHIIOK pa6OTI)I B CUCTEME MOHUTOPUHIA ABUXCHUA JICKAPCTBECHHBIX
pernapaToB

Jlpyrue XapaKTepUCTHKH

IV. CBenenns 06 oprannsanusx - pa3padoT4uKax NpopeccHOHATBHOI0 CTAHIAPTA

4.1. OTBeTCTBEHHAS OpraHU3aANHI-Pa3padOTINK

O6wepoccuiickoe o0beguHEHNE padoToaareneit "Poccuiickuii cor03 TPOMBIIIUIEHHUKOB M IPEANPUHAMATENen",

ropox Mocksa

Bune-nipe3unent

Ky3bmun JImutpuit BnagumupoBuy

4.2. HauMeHOBaHMsI OpraHu3alui-pa3padoTInKOB

1 Accomnuanus coaeicTBUs Pa3BUTHIO allTeUHON oTpaciu "AntedHas THibaus'", ropos Mocksa

2 Coro3 papmaneBTHYECKIX paOOTHUKOB MO COACHCTBHIO pa3BUTHs Npodeccuu 1 hapManeBTUIECKOM

otpacnu "Hanunonansaas dapmanesruueckas [lanata", ropon Mocksa

3 ®OI'AOY BO "Poccuiickuii yHUBEpCUTET IPY>KOBI Hapo1oB" MuUHHCTEPCTBA 00pa30BaHUSI U HAYKU

Poccuiickoii ®enepanun, ropos Mocksa

4 OI'AOY BO "Ilepsbiit MockoBCKuil rocyAapCTBEHHbIN METUIIMHCKUN yHUBEpCUTET UMeHH V.M.

ropox Mocksa

CeuenoBa (CeueHoBCKHI yHUBepcuTeT)" MuHUCTEpCTBa 31paBooxpanenus Poccuiickoii denepaunmy,
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' O6Lepoceuincknin KnaccudUKaToOP 3aHSTHIA.
2 OBLLepoCCHICKMIl KNaccudrUKaTop BHIOB SKOHOMUUIECKON e TEIBHOCTH.

* Mpukas Munszapasa Poccun ot 20 mexaGpst 2012 . N 11831 "O6 yrBepkaennn HoMmeHKmaTypb
JOJDKHOCTEH MEAWIMHCKUX PAaOOTHUKOB M (papMaLeBTHYECKHX PaOOTHHKOB" (3aperHcTpupoBaH MUHIOCTOM
Poccun 18 mapra 2013 r., peructparmonnsiii N 27723) ¢ u3MeHeHUsIMH, BHECEHHBIMU ITpUKa3aMu MUH3/1paBa
Poccun ot 1 aerycta 2014 r. N 420H (3aperucrpupoBan MwuHioctoM Poccun 14 asrycra 2014 r.,
peructpanuonsbiii N 33591) u ot 4 centsabpa 2020 r. N 939H (3aperucrpupoBan Muntoctom Poccun 1
okta6pst 2020 r., peructpaunonnsiii N 60181).

* Mpukas Munsapasa Poccun ot 10 despans 2016 r. N 83u "06 yBepxaeHny KpamudukanioHHbIx
TpeOOBaHWH K MEIMIMHCKMM U (apMaleBTHYECKUM paOOTHUKAaM CO CPEAHUM MEIUIMHCKUM |
(dhapmarieBTHUeCKUM ~ oOpasoBanueM”  (3apeructpupoBan MwuHioctoM Poccum 9  wmapra 2016 1.,
peructpauronnsiii N 41337).

> Mpukas Munzapasa Poccun ot 29 Hos6ps 2012 r. N 982u "O6 yTBEp:KACHHN YCIOBHH U HOpSIKA
BBIJJaUU cepTH(]UKaTa CrienuanicTa MeIUIIMHCKAM U (apMalieBTHIECKUM paOOTHHUKaM, (OPMBI M TEXHUYECKUX
TpeboBanmii ceptudukara crenuanucta"' (3apeructpupoBaH MwuHioctoM Poccmm 29 wmapra 2013 1.,
peructpaunonHbiid N 27918) ¢ u3MeHeHUsIMU, BHECEHHBIMU NpHKazamu Mun3apasa Poccun o1 31 nrona 2013
r. N 515H (3aperucrpupoBan Muntocrom Poccun 30 aprycra 2013 r., peructpauuonusii N 29853), ot 23
okTsi0pst 2014 1. N 658 (3apeructpupoBan Muntoctom Poccuu 17 HosOpst 2014 1., perucTparmoHHBIN
N 34729) u ot 10 depana 2016 r. N 82H (3apeructpupoBan Muniocrom Poccun 11 mapra 2016 r.,
peructpaunonnsiii N 41389).

® MyHkT 2 CTatby 69 dexepansHoro 3akona ot 21 Hos6ps 2011 T. N 323-®3 "O6 ocHOBaX OXpaHbI
310poBbhs rpaknan B Poccuiickoit enepammu" (Cobpanue 3akoHomarensctBa Poccuiickoit denepammm, 2011,
N 48, cT. 6724; 2016, N 1, cT. 9).

7 Cratbs 351.1 TpynoBoro konekca Poccuiickoit ®eneparun (CoOpaHue 3aKOHONATEIHCTBA
Poccuiickoii ®enepanuu, 2002, N 1, ct. 3; 2015, N 29, ct. 4363).

¥ Cratba 69 dexepanbroro 3akona ot 21 HosOps 2011 r. N 323-®3 "O6 0CHOBAX OXPaHbI 3I0POBbS
rpaxaan B Poccuiickoit ®enepanuun" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®enepanuu, 2011, N 48,
cT. 6724; 2016, N 1, cT. 9).

’ Mpukas Munsgpasconpassutus Poccun ot 23 mromst 2010 r. N 5411 "O6 yTBepkIeHun EnuHoro
KBaJIM(PUKALMOHHOTO CIIPaBOYHHMKA JIOJDKHOCTEH PYKOBOOUTENEH, CHENMANMCTOB M CIyXKalluX, pasjenl
"KpanudukanmoHHble  XapaKTepUCTUKH  JNOJDKHOCTEH  pabOTHMKOB B cdepe  3ApaBooXpaHeHuUs"
(3apeructpupoBan B MunroctoM Poccum 25 aBrycra 2010 r., peructpanuonusii N 18247) ¢ nsmMeHeHuamu,
BHECEHHBIMHU MNPUKa3oM Muntpyna Poccum ot 9 ampens 2018 r. N 214n (3apeructpupoBaH MuHIOCTOM
Poccuu 19 utons 2018 r., peructpannonusiii N 51386).

' OBLIepoccunckMin KnaccudukaTop mpodeccuii pabourx, TOKHOCTEH CTYKAIUX M TapH(HBIX
pa3psIoB.

" OBLepocenicknin kKnaccuuKaTop CenuaIbHOCTE 0 06Pa30BAHMIO.

"2 Mpukas Munsapasconpassutust Poccun ot 4 mast 2012 1. N 4771 "O6 yTBEpXICHHH MepedHs
COCTOSIHHI, TIPU KOTOPBIX OKAa3bIBACTCS IEpBas IOMOIb, W IEPEYHS MEPONPHUATHIA IO OKa3aHUI0 IEPBOU
nomonu" (3aperucrpupoBan MuntoctoM Poccun 16 mas 2012 r., peructpanmonsbsiii N 24183) ¢ uaMeHeHUsIMH,
BHECCHHBIMHU MPUKasoM Munzapasa Poccum ot 7 HosiO6ps 2012 r. N 586H (3apeructpupoBad MHHIOCTOM
Poccunm 28 nexabps 2012 r., peructparmonssii N 26405).

" Mpukas Munsapasa Poccun ot 14 strBaps 2019 . N 41 "OG yTBep»/ICHHUN TOPAIKA HA3HAYCHHS
JICKapCTBEHHBIX IpernapaToB, (OPM pELENTYpPHbIX ONAaHKOB Ha JIEKApCTBEHHBIE MpenapaThl, IMOpsAAKa
oopmIleHHs] YKa3aHHBIX OJIAaHKOB, MX ydeTa M XpaHeHMs" (3apeructpupoBaH Munroctom Poccum 26 mapra
2019 1., peructpannonusiii N 54173) ¢ u3MeHEHUAMH, BHECCHHBIMU MPVKazaMmy MunzapaBa Poccum ot 11
nexabps 2019 N 10221 (3apeructpupoBan Muntoctom Poccun 28 staapst 2020 r., peructpaunonHbiii N 57292)
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u oT 8 okTs10ps 2020 r. N 1075H (3apeructpupoBan Muntocrom Poccun 22 nexabpst 2020 1., peructparinoHHBINA
N 61695).

" Mpukas Mumzapasconpaszsurus Poccuu ot 12 despans 2007 r. N 110 "O nopsigke Ha3HaueHUs 1
BBINMCHIBAHMS JIEKAPCTBEHHBIX MPENapaToB, H3ACTUIl MEIUIIMHCKOTO Ha3HAYEHHS M CIICIHAIN3UPOBAHHBIX
MPOIYKTOB JieueOHOTO uTaHus" (3apeructpupoBan MunroctoMm Poccun 27 ampens 2007 T., perUCTpaiiOHHBINA
N 9364) ¢ u3MeHEHHSIMH BHECEHHBIMH MpUKaszamMy Mun3apasconpasutus Poccum ot 27 aBrycrta 2007 T.
N 560 (3apeructpupoBan MunroctoM Poccum. 14 cerntssops 2007 r., perucrparmonnsiii N 10133), ot 25
ceatsiops 2009 r. N 794n (3apeructpupoBan MunroctomM Poccum 25 HosiOps 2009 r., peructparvioHHBINH
N 15317), or 20 smBaps 2011 r. N 138 (3apeructpupoBan Munroctom Poccum 15 mapra 2011 r.,
peructpauuonssiid N 20103), npukazamu Munsnpasa Poccun 0T 1 asrycta 2012 r. N 54H (3apeructpupoBan
Muntocrom Poccun 15 aBrycra 2012 r., perucrpanmonnsiii N 25190) u ot 26 dpepans 2013 r. N 94H
(3apeructpupoBan MuntoctoMm Poccun 25 urons 2013 r., peructpanmonnsiii N 28881).

5 MNocTtaHoBneHne [IpaBurensctBa Poccuiickoii ®enmepanuu ot 16 mas 2020 r. N 697 "O6
yTBepxkIeHun IlpaBun BbIJauMd pa3pelIeHUs] Ha OCYIIECTBICHUE PO3HUYHONW TOPrOBJIM JIEKAPCTBEHHBIMU
nperapaTaMu JUIs MEJUIIMHCKOTO TPUMEHEHHS IUCTAaHIIMOHHBIM CIIOCOO0M, OCYIIECTBICHUS TAKOW TOPTOBJIH H
JIOCTaBKM YKa3aHHBIX JIEKAPCTBEHHBIX MPEMapaToB IpaKAaHaM W BHECCHUH W3MEHEHHM B HEKOTOPHIE AKTHI
IIpaBurenscTBa Poccuiickoii @dexepanuu Mo BOIPOCY PO3HUYHOM TOPTOBIM JIEKAPCTBEHHBIMU IpenapaTaMu
JUISE MEIUIMHCKOTO TMPHMEHEHHUS TUCTAHIMOHHBIM crocoboMm" (CoOpaHue 3akoHOAaTeNnbcTBa Poccuiickoit
Oepepanuu, 2020, N 21, ct. 3278, N 29, cT. 4681).

' deneparnbHbIi 3akoH ot 12 ampens 2010 r. N 61-®3 "O6 o6pameHuy JIeKapcTBEHHBIX CPEICTB"
(CoOpanue 3akoHOMaTenbCTBa Poccuiickont denepanuu, 2010, N 16, ct. 1815; 2020, N 52, ct. 8590).

" Mpukas Munsapasa Poccun or 31 asrycra 2016 r. N 6471 "O6 yreepxaenun IIpasui
HaJJIeKalle anTeyHoOM MpakTHKH JIEKAPCTBEHHBIX MpEenaparoB Uil METUIMHCKOrOo IpHUMEHEeHHs"
(3apeructpupoBan Muntoctom Poccun 9 suBapst 2017 r., peructpanuonnsiii N 45113).

' Mpukas Munsapascoupassutus Poccun ot 23 asrycra 2010 r. N 7061 "O6 yrBepxaenun IIpaBun
XpaHEeHUsl JIEKapCTBEHHBIX cpencTB" (3apeructpupoBan Mmunioctom Poccum 4 oktsa6ps 2010 T,
peructpaunonssiii N 18608) ¢ U3MEHEeHNAMM, BHECEHHBIMH NPUKa30oM Mun3apascolpa3BuTus Poccuu ot 28
nexadpss 2010 r. N 12211 (3apeructpupoBan MuntocroM Poccum 4 deBpans 2011 r., perucTpalidOHHBIH
N 19703).

" Mpukas Munsapaa Poccun ot 13 HosOps 1996 r. N 377 "O6 yreepsknenun WMHCTpYKIMH 1O
OpraHM3alliyd XPaHEHHUS B aNTEYHBIX YUPEHKACHUAX PA3IUYHBIX TPYII JCKAPCTBEHHBIX CPEICTB U H3CIUN
MEIUITMHCKOTO HaszHaueHws" (3apeructpupoBad MwuHioctoM Poccum 22 HOs0ps 1996 T., perucTpanrOHHBINA
N 1202) ¢ u3MeHeHUIMH, BHECEHHBIME MPUKa30oM Mun3zapasconpasputus Poccun ot 23 asrycra 2010 N 7060
(3apeructpupoBan MuntoctroM Poccun 4 okTs16ps 2010 r., peructpannonasiii N 18608).

* Myukr 3 CraThu 56 dexepansHoro 3akona or 12 ampens 2010 r. N 61-®3 "O6 obpamenun
nexapcTBeHHBIX cpenctB” (Cobpanue 3akoHomarenscTBa Poccuiickoit @eneparu, 2010, N 16, cr. 1815).

*! CraTbs 53 ®enepansroro 3akona ot 12 anpens 2010 1. N 61-D3 "O6 06palieHnn 1eKapcTBEHHBIX
cpenctB" (CobOpanue 3akoHomarenbcTBa Poccmiickoit @enepanun, 2010, N 16, cr. 1815; 2019, 2019, N 52,
cT. 7799).
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