IHopsimok padboThl ¢ MAPKUPOBAHHBIMU JIEKAPCTBEHHBIMHU TPeNnapaTamMu B
000c00/1eHHBIX MOApPAa3/IeJIeHUAX MeIUIMHCKUX Opranu3anuii (am0yaaTopusx,
denbamepckux u (esbANIEePCKO-aKylIePCKUX MYHKTAX, IeHTpax
(oTaesenusx) o01eit BpaueOHOM (ceMeiiHOI) NpaKTUKH) (1ajee —
000c00J1eHHbIE TOAPAa3AeJIeHUsI METUIIMHCKIX OPraHu3aIuii)

OO0111e NOJIOKEHUS

JIrobble  ¢u3nueckue JACUCTBUS, OCYIIECTBIEMbIE C JIEKapCTBEHHBIMHU
npenapaTamu cyObeKTaMu OOpalleHus JIEKapCTBEHHBIX CPEJCTB HAa BCEX ATamax
TOBApOIPOBOMAIIECH LIENH, JOJDKHBI OBITh OTPaXEHbl B TOCYJapCTBEHHOU
MHPOPMAITMOHHOM  CHCTEME  MOHUTOPUHIA  JBM)KEHUS  JIEKQPCTBEHHBIX
npenaparoB s MeIUIUHCKOro npuMenenus (nainee — ®I'MC MJIIT)

[IepemenieHre TEKAPCTBEHHBIX IPENAPATOB B pAMKAX IPakIaHCKO-TIPABOBBIX
OTHOUIEHUI OT OJJHOT0 CyOBEKTa OOpalleHHs JIEKAPCTBEHHBIX CPEACTB K PYyroMy
cyOBeKkTy oOpalieHusi JIEKapCTBEHHBIX CPEACTB COMPOBOXKAAETCS MHepenayeit
ceenennii B ®I'IC MJUJIIT ¢ ucnonb30BaHUEM OJTHOTO U3 CIEAYIOIINX BAPUAHTOB
IIOPSAKA NIPEOCTABIICHUS CBECHUN:

- IPSIMOM MTOPSAOK MPEACTABICHUS CBEICHUH (ITPSMOM aKUENT), MPU KOTOPOM
B OI'MC MJUIIl ormpaBuTeneM perucTpUpPYyOTCS CBEIACHUS 00 OTrpy3Ke
MOKYIIATENII0 JIEKAPCTBEHHBIX MPENAapaToB, a TOJy4YaTeJIEM OCYIIECTBISIETCS
noareepxacHue B ®I'MC M/JIII 3apernctpupoBaHHBIX OTIPABUTEIEM CBEACHUN
00 OTTpy3Ke JIEKAPCTBEHHBIX MPENapaToB.

- oOpaTHBI TOPSAJIOK MPEAOCTABICHUS CBEJCHUMN (0OpaTHBIM akIenT), mpu
koropom B ®I'IC MJUJIIT nomyvaTtenemM perucTpUpPYIOTCS CBEIECHHSI O MPHUEMKE
JIEKapCTBEHHBIX MPENaparoB Ha CKJIAJA, a OTIPAaBUTEIEM OCYLIECTBISETCS
IIOATBEPKACHUE CBEICHUH O PUEMKE HA CKJIaJ] IIOKYIIaTelIs.

Pemenne o BbIOOpe mMOpsAAKAa NPENOCTaBICHUS CBEACHHM NPUHUMAETCS
CyObeKTaMH OOpallleHUus JIEKAPCTBEHHBIX CPEICTB, MPEIOCTABISIOIIMMU TaKHe
CBEJICHHS, CAMOCTOSITEIBHO.

Ceenenmsi, mepenaBaembie B OI'MIC MJUII, dopmupyrorcs cyObekToM
oOpallleHus JIEKAPCTBEHHBIX CPEACTB BPYUHYIO MJIM aBTOMAaTHYECKUM CIIOCOOOM C
MCIIOJIb30BaHUEM TOBAPOYUYETHBIX CUCTEM YYaCTHUKOB, UHTErpupoBaHHbIX ¢ PTUC
MJIJIII, u npenoctaBisitorcs B (OpME BIIEKTPOHHBIX JTOKYMEHTOB ((haiiyioB) B
dopmare xml. CocraBnerre Xml-10KkyMeHTOB, HEOOXOUMBIX ISl OCYIICCTBICHHS
nHopmarmonHoro oomena ¢ ®I'MIC MJJIII, ocymiecTBiaseTcss Ha OCHOBaHUU



COOTBETCTBYIOIIMX CXEM JIorH4eckor Mmojenu odbmena daitios G®I'MC MJJII,
OMHMCAaHUE KOTOPOI MPUBEJAEHO Ha CaliTe YECTHBIN3HAK.p( B pasaene «oKyMeHThI
st pabotel B MIUJITDy.

Hns padotel ¢ ®T'UC MJUJIIT B aBTOMaTH4ECKOM pEKHUME pabouue MecTa
COTPYOHUKOB, OTBETCTBEHHBIX 3a TNPHUEMKY H OTIYCK MapKHUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB, AOJKHBI ObITh 000pyaoBaHbl 2D-ckanepom mrpux-
KOJIOB (ISl TPUEMKHU M PO3HUYHOM TOPTOBIJIM JICKAPCTBEHHBIMH Ipenaparamu) u
perucTpaTopaMu BeIOBITHS (JIJ1s1 BBIBOJIa U3 000POTA JICKAPCTBEHHBIX MTPENapaToB B
paMKax oOTImycka OeCIUIaTHO MO JIOTHOMY peHenTy WId Ui OKa3aHWs
MEIUITMHCKON MTOMOIIIH ).

2D-ckanep npezacTaBiasieT co00i yCTPOMCTBO JJIst OJTy4deHUs] HHGOPMAIIK U3
JUHEHHBIX W MATPUYHBIX IITPUXOBBIX KOJOB C BBIOOPOM TEXHOJOTUHU
pacro3HaBaHusl U OCOOCHHOCTEH JEKOAUPOBAHUS B 3aBUCUMOCTH OT THIA IITPUX-
kojna. 2D-ckanep npuoOpeTaercs cyoObeKTOM oOpalleHusl JIEKapCTBEHHBIX CPEJCTB
caMmocTosiTenbHO. [lepeueHb MPOTECTUPOBAHHBIX YCTPOMCTB pa3MelleH B paszjese
«[TpoBepka ckaHepa» Ha caiiTe 4YecTHbIM3HAK.pd. [lpm Hamuuumm y ydyacTHUKa
obopota 2D-ckaHepa He0OX0AMMO IPOBEPUTH €ro padOTOCTIOCOOHOCTh Ha MPEIMET
KOPPEKTHOTO CYMTBHIBAHUS KOJa MAapKUPOBKH. COOTBETCTBYIOIIAs HHCTPYKUUS
pa3meiiieHa B paszene «I[IpoBepka ckanepa» Ha caiiTe YeCTHBIN3HAK.p(.

Peructparop BBIOBITHS NPEACTABISIET COOOM YCTPOWCTBO, OCYLIECTBIISIOLIEE
CUMTBIBAHME KoAa MapkupoBku DataMatrix, ¢opMupoBaHHE HaHHBIX O
JEKApCTBEHHBIX Mpenaparax u mnociaefyromyto nepenayy B OPI'IC MJUIII
uH(popmanuu o ¢pukcauu Gakra BbIOBITUS YITAKOBKH JEKaPCTBEHHOTO Mpenapara
u3 000poTa. YCTPOWCTBO HMMEET NPOrpaMMHBIA HHTEpdeic, MO3BOISIOMUN
nepeaBaTh CBEJICHUS O BBIOBITHH JIEKAPCTBEHHOTO IMpenapara Kak B aBTOHOMHOM,
TaK U B ceTeBoM pexkume. [loapobHas nundopmarnius o pexxumax paboThl U ciocodax
MOJKJIIOYEHHUS] PErUCTPATOPOB BHIOBITHSA MPUBEJAEHA HA CalTE YECTHBIM3HAK.p] B
pasnene «Peructparopsl BIOBITHSY. B 1esx aBromMaTu3anuu npolecca nepeaadu
JTAHHBIX MPHU BBIBOJIE U3 000pOTA JIEKAPCTBEHHBIX MPENapaToB CyObEKTY 00palleHus
JIEKApPCTBEHHBIX INPENapaToB PEKOMEHIYETCSA HMHTETPUPOBATH  PETUCTPATOP
BBIOBITUS C UCIOJB3yeMOW WM TOBapoydeTHOW cucTemoir. MuTerpanus
BBITMIOJIHAETCSI CYyOBEKTOM OOpallleHUs! JIEKAPCTBEHHBIX CPEJICTB CaMOCTOSTEIbHO
60 ¢ npusneuenueM noctasiuka UT-ycnyr. [lpu pazpaboTke HHTETparlmOHHOTO
B3aMMO/ICHCTBHUSI HEOOXOAUMO PYKOBOJICTBOBATHCSI TEXHUUECKOM IOKYMEHTAIUEH,
pa3MelieHHON Ha caliTe yeCTHhIM3HAK.p B pazzene «Boiaepkka U3 TEXHUUYECKOM
cnenuuKay Ha MOCTABKY PErUCTPATOPA BHIOBITHSI».


https://честныйзнак.рф/barcode/?category=1
https://честныйзнак.рф/barcode/?category=1
https://честныйзнак.рф/upload/iblock/92b/TC-RV-v25_07.06.2019_Publichnaya-versiya.pdf
https://честныйзнак.рф/upload/iblock/92b/TC-RV-v25_07.06.2019_Publichnaya-versiya.pdf

OcHanienne 000COOJEHHBIX MOAPA3IACICHUM MEAUIIMHCKUX OpraHU3aIuii
pPETHCTPATOPAMH BBIOBITHS TIPOUCXOINUT HA OCHOBAHUH 3asBOK, IIOJTOTOBICHHBIX U
HaIlpaBJIEHHBIX B ajpec omeparopa cuctembl MoHutopuHra OOO «Omnepatop-
[IPTIT» TONMOBHBIMM MEAMIMHCKAMH OpraHU3aIusIMu. Peructpatop BBIOBITHS
MPEIOCTABIISACTCA ONEPATOPOM CHCTEMbl MOHUTOpPUHIA Ha OE3BO3ME3THON OCHOBE
HAa OCHOBAaHMU JIOTOBOpa IO TMPEJCTABICHUIO PETUCTPATOpPa  BBIOBITHS
JIEKapCTBEHHBIX TMPENapaToOB CyObeKTaM OOpalieHusi JEKAPCTBEHHBIX CPEJCTB,
dbopma KoToporo yTBepkjaeHa mpukazom Munnpomropra Poccun ot 13.08.2019
Ne2973. TlonpoOHOCTH 0 3aKa3e, yCIOBHUIX M CPOKAX YCTAHOBJICHHS PETHCTPATOPA
BBIOBITHS TIPUBEICHBI HAa CalTe YECTHBIM3HAK.pQ, B paszaeiie WHCTPYKIUN IS
MEIUIMHCKOW OpraHU3alnH.

Baxwuo! PCFI/ICTpaTOp BBIOBITHSI HE HCIIOJIB3YCTCA IIpU OCYHICCTBJICHHUU
pO3HHqHOﬁ TOPTOBJIN JICKAPCTBCHHBIMU IIpCIIapaTaMu

1. O6ocobIeHHBIE HOApa3aAcICHUS MEIUIIMHCKUX OpraHu3alluii,

00ECIIEUEHHBIE  JIOCTYIIOM K  HMHMDOPMAIIMOHHO-KOMMVHHUKAIIMOHHOW  CETH
«urepaer» (Pucynok 1).
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« LLEHTP OBLUEI BPAYEGHOM (CEMEHON) NPAKTUKM perucrpatopa ebi6biTHA

Pucynok 1

llpuxazom Munzopasa Poccuu om 03.12.2019 Ne984n enecenvl usmenenus 6
CMAaHOapm oCHaWeHuss epaiveonol amoyramopuu, GerbouepcKo-aKyuepcKoeo
nyHKmMa, genvouepcrozo 30pasnyHKma, npedyCmMampusaroujue Haiuyue 8 Hux He
MeHee 00HO20 paboueco Mmecma 6pada (ghervowepa) ¢ NePCOHANLHLIM



KOMNBIOMEPOM U 8bIXOOOM 6 UHDOPMAYUOHHO-MENEKOMMYHUKAYUOHHYIO Cemb
"Unmepnuem"

1) IIpueMka MapKUPOBAaHHBIX JICKAPCTBEHHBIX IIPEIapaToB

B 3aBHUCMMOCTHM OT YCIIOBHII TNOCTAaBKH, YKa3aHHBIX B JIOTOBOPE MEKIY
TOJIOBHOW MEAMIMHCKOM OpraHuM3alueld M MOCTABUIMKOM JIEKAPCTBEHHBIX
IpenaparoB, MpUeMKa JIEKapCTBEHHBIX MIPEMapaToOB MOKET ObITh OCYLIECTBICHA KaK
rOJIOBHOW MEIUMUIMHCKOM OpraHu3alueld C MOCIEAYIOIMHUM [EPEMEIICHUEM
HEOOXOMMBIX JIEKAPCTBEHHBIX MPENapaToB B 000COOIEHHBIC MOAPA3ICICHUS, TaK
U HETIOCPEJICTBEHHO 000COOICHHBIMH MOAPA3/ICICHUSIMHA TOJOBHON MEIULIMHCKON
OpraHu3alyu.

B ciyuae ocyniecTBieHHs] TPUEMKH JIEKAPCTBEHHBIX IPEMAPATOB T'OJIOBHOMN
MEIMIMHCKOW  OpPraHu3allell  OTBETCTBEHHBIE  COTPYIHHUKH  YKa3aHHOU
MenuuuHckon oprann3zanuu BHOCIT B ®T'MC MUJIIT cBeneHust 0 IPUHATOM TOBape
no cxeme 701 (B ciydae mpsiMOro akienra) win cxeme 416 (B ciydae oOpaTHOro
aKILEeNTa) ¢ yKa3aHWEeM HJACHTH(PUKATOpa MECTa OCYILECTBIEHUS NEATEIbHOCTH
TOJIOBHOM MEIHWIMHCKOW oOpraHu3aunu. lIpm mnepemenieHnn JeKapCTBEHHBIX
npenaparoB M3 TOJOBHOM MEIMIMHCKOM OpraHu3alul B €€ 000CO0JIEHHbIE
NOJIPA3/IECIICHUsI  OTBETCTBEHHBIE  COTPYAHUKMA  TOJIOBHOW  MEAUIIMHCKOMN
opranuzanuu HampaBisitor B ®I'MC MJUJII cBeaeHuss o mnepeMelieHuu
JIEKApPCTBEHHBIX TMPENApaTOB MEXKIY pa3IMYHBIMU aJpecaMUd OCYIIECTBICHUS
nestenpHOocTH 1O cxeme 431. VYuactue COTpyAHHKOB  000COOJIEHHBIX
No/pa3/ieIeHu MEIUIMHCKOM OpraHu3allMd B Mepefadye CBEACHUH O MpUEMKe
JIEKapCTBEHHBIX MpENapaToB HE TpeOyeTcs.

B cayuae ocymiecTBieHHMs TOCTaBKM  JIEKAPCTBEHHBIX  IPENapaTroB
HEIMOCPEICTBEHHO B 000COOJICHHBIE MOAPA3ACICHUS] MEIUIUHCKON OpraHu3alluu,
MUHYSl TOJIOBHYHDO MEIULMHCKYIO OpraHU3alHI0, CBEIEHUS O IPUEMKE
nekapctBeHHbIX npenapatoB B OI'MMC MJUJIIT HampaBisitoTcsi OTBETCTBEHHBIM
COTPYJIHHUKOM O0OOCOOJICHHOTO MOAPA3ACICHUS MEIUIIMHCKOW OpraHu3aluu 110
cxeme 701 (B ciywae mpsiMoro akienta) win cxeme 416 (B ciydae oOpaTHOTO
aKienTa) ¢ o0sA3aTebHBIM yKa3aHueM B xMI-nokyMeHTe uaeHTH(UKATOpa MECTa
OCYUIECTBJICHUSI AEATENBHOCTH O0OO0OO0COOJIEHHOTO TMOAPA3ACNICHUs MEIUIIMHCKOU
OpraHu3alluu.

B cinyuae mocraBkM JIEKapCTBEHHBIX IPENapaToB, MPEIHA3HAYEHHBIX JIs
nocieay e peanuzanuu 000CO0IEHHBIMH oApa3IeICHUIMH,
PACIIOJIOKEHHBIMU B CEJIbCKUX TMOCEIEHUSAX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIC
OpraHu3alliyd, MO JOTOBOPY KOMHCCHUHU, CBEJIEHHUS O MPUEMKE JIEKapCTBEHHBIX
npenapaToB BHOcATCs B @I MIC M/IJIII oTBETCTBEHHBIMU COTPYIHUKAMH FOJIOBHOM
MEIUIMHCKON OpraHu3aiuu (B Ciyyae MNOCTaBKU B TOJIOBHYIO MEIMUIIMHCKYIO



OpraHu3allyio) UM OTBETCTBEHHBIM COTPYAHUKOM 000COOJIEHHOTO MOPa3AeICHUS
MEIUITMHCKOW  OpraHm3anud (B Cioydae TIOCTaBKHM HEMOCPEACTBEHHO B
00oco0neHHOe ToApa3aesieHne) C HCMoab30BaHneM cxeMbl 701 ¢ o0s3aTenbHBIM
ykazaHueM B  xXMI-mokymMeHTe uWACHTH(HKATOpa MecTa  OCYIICCTBIICHUS
JESATEIbHOCTH TOJIOBHOW MEIMIIMHCKON OpraHu3allvy WIK UACHTU(PUKATOpa MECTa
OCYUIIECTBJICHUS JACSATEIBHOCTH 00O0COOJIEHHOTO MOAPA3/ICNICHUs MEIUIMHCKOU
OpraHu3alliu, COOTBETCTBEHHO.

YO6eauBmuCch B TOM, YTO TOCTaBJICHHbIE JIEKAPCTBEHHBIC TMpenapaThl
Haxoaarcss mo gaHHeiIM PI'MC MJJIII nHa OamaHce TOJIOBHOM METUIIMHCKOM
OpraHu3alMd UiIu O00O0COOJICHHOTO MOJpa3/esiIeHUs] MEAUIMHCKON OpraHu3alu,
OTBETCTBEHHBIC COTPYJHUKH YyKa3aHHOW MEIUIIMHCKOW OpTaHW3alud WU
obocoOneHHoro moxapazaeiaeHus BHocAT B OI'MC MJUIID cBemenus o
pachopMUpOBAaHMM  TMOCTYNUBIIEH TPAHCIOPTHOM  YIMAKOBKH, COJEpXKaIIe
JIEKapCTBEHHbIE TMpenaparbl, Mo cxeme 912 wunm cBeneHus 00 UBBITHH U3
TPAHCIOPTHOM YMaKOBKH BTOPUYHBIX YIMAKOBOK JICKAPCTBEHHBIX IMpENnapaToB IO
cxeme 913 nns obecnedeHus JajdbHEHIIEro BbIBOJA U3 000pOTa KaXA0W €IHMHHIIbI
ToBapa. Ilpm HamuYuMM HECKOJBKMX YpPOBHEH BIIOKEHHOCTH  yIaKOBOK
JICKapCTBEHHBIX TPEMapaTOB B TPAHCHOPTHYIO YIAKOBKY H3BSTHE BTOPHYHBIX
YIAKOBOK JICKAPCTBEHHBIX IMPENapaToB U3 TPAHCIOPTHOM YIMAKOBKH HEOOXOIAMMO
OCYIIECTBJISATH OT BBILMIECTOSIIETO YPOBHS K HIKECTOAIIEMY, OTpaXkasi Olepaluio
JU1s1 Kakzoro u3 yposaeit B ®I'IC MJIIL.

Cpok mnomaun cegeHuid B @I'MMC MJUIII o npuemke JeKapCTBEHHBIX
MpernaparoB, CBEICHUN O TMEpPEMEIICHUN JICKApCTBEHHBIX NPEMapaToB MEXTY
MECTaMH OCYIIECTBIICHUS JEATCILHOCTH, CBEACHHH O pachOpMHpPOBAHUU
MOCTYIHUBILEH TPAHCIIOPTHON YAaKOBKH U CBEAEHUIN 00 U3bATUU U3 TPAHCIIOPTHOU
YIaKOBKH BTOPUYHBIX YIIAKOBOK JICKAPCTBEHHBIX MPEMapaToB — 10 5 pabovrX JTHEH.

2) BeiBog u3 000poTa MapKHPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB MpuU
OKa3aHWH MEIUIUHCKOW TTOMOIIIH

BriBo 13 000pOTa JIeKapCTBEHHBIX MPENapaToB MpU OKa3aHWU MEIUIIUHCKOM
MOMOIIM B  000COOJEHHBIX MOJPA3CICHUSIX MEAUIMHCKON OpraHu3aluu,
00eCIeYeHHBIX JOCTYIIOM K HH(POPMAIMOHHO-TSIICKOMMYHHUKAITMOHHOW CETH
«HTEpHET», OCYILECTBISIETCS C KCIOJIB30BAHUEM YCTPOMCTB perucTpaiuu
BBIOBITHS.

Jlnst BbIBOMa M3 000pOTa JIGKAPCTBEHHBIX TMpenapaToB TNpH OKa3aHUU
MEIUIIMHCKOW  TOMOIIM  OTBETCTBEHHOMY  COTPYJHHUKY  OOOCOOJIEHHOTO
nojpaseieHus HeoOXOAMMO OTCKaHHMPOBaTh KOA MapkupoBku DataMatrix,
HAHECEHHBI Ha YIIAKOBKY JIEKAPCTBEHHOTO Tipemapara. llpm ycmnemHoM
pacro3HaBaHWM KOJa MAapKHPOBKH Ha KpaHE PErucTpaTopa BHIOBITHS IOSBHTCS
HAaUMEHOBAaHMUE JIEKAPCTBEHHOIO Tpemapara. B ciydae  UCHOJIb30BaHUs



TOBapoy4eTHON cuctemsbl, uHTerpupoBanHor ¢ ®I'MC MIJIIT u perucrtparopom
BBIOBITHSI, HHGOpPMAIUS O JIEKAPCTBEHHOM Ipernapare U 0 TOM, MOKET JIU JTaHHBIN
npenapar ObIThb BBIBEIEH W3 000pOTa, MOABUTCS Ha 3KpaHe Kommbiorepa. s
3aBEepIICHMs IIpollecca BBIBOJA M3 000pOTa JIEKApPCTBEHHBIX MIPENapaToB C
MOMOIIIbIO  MPOTPAaMMHOTO  HMHTepdeiica peructparopa BbIOBITHS — CIEAYET
BBITIOJIHUTD JIEHCTBUE «3aperucTpupoBaTh BbIObITUE». MH(DOpMaIs o BhIBOJE U3
obopora Oyaer HampaBieHa B @OI'MC MJJIII B aBTOMaTHYECKOM pexXUME
nocpeAcTBOM (DyHKIIMOHAJIA perucTpaTopa BeIObITH (cxema 10531).

Cpox momaun cBenenuit B OI'MMC MIJII o BeiBome wu3 o0opoTa
JIEKapCTBEHHBIX MTPENapaToB MIPU OKA3aHUU MEAUIIMHCKON MOMOIIN — A0 5 pabouymnx
JTHEM.

3) BeiBox u3 000poTa MapKUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB IMPHU
OTITyCKe OECIIJIaTHO MO PELENTy Ha JEKapCTBEHHBIN Npenapar

BriBos 13 000poTa JIeKapCTBEHHBIX MPENapaToB MpH OTIIyCKE OECIIaTHO IO
peuenTy Ha JIEKapCTBEHHBIM MpemnapaT OO0OCOOJIEHHBIMU —IOApAa3JEICHUIMU
MEIUIMHCKUX OpraHu3aluii, oO0eCleYeHHbIMU JOCTYIOM K HWH(pOpMauuOHHO-
TEJIEKOMMYHUKAIIMOHHON ceTh «VIHTepHET» M PacHOJOKEHHBIMA B CEJIbCKUX
ITOCEJIEHUAX, B KOTOPBIX OTCYTCTBYIOT allTE€YHbIE OPTraHU3aLNN, OCYLIECTBIIIETCS C
UCII0JIb30BAHUEM YCTPONCTB PETUCTPAIIUU BBIOBITHS.

Ji1g BbIBOJ1a M3 000pOTA JIEKapCTBEHHBIX MPENapaToB MNpHU OTIyCKE OECIIIaTHO
0 PpEUenTy Ha JEKAapCTBEHHbI MpenapaT OTBETCTBEHHOMY COTPYIHUKY
000CO0JIEHHOr0 TOApa3AeeHUs] HE0OXOJUMO OTCKAHUPOBAaTh KOJ MAapKUPOBKHU
DataMatrix, HaHeceHHBIH Ha YIAKOBKY JIGKAPCTBEHHOTO Tmpemnapata. [lpu
YCHEIIHOM paclo3HaBaHUM KOJa MapKUPOBKU Ha dKpaHE PETrUCTpaTopa BHIOBITHA
MOSIBUTCS HAMMEHOBAHUE JIEKAPCTBEHHOIO Ipernapara. B ciyyae ucnonab30BaHUs
TOBApOYy4EeTHOU cuctemsbl, nHTerpupoBanHon ¢ ®I'MC MJIIT u perucrparopom
BBIOBITHA, MHGOPMAIIHS O JIGKAPCTBEHHOM TIpernapare U O TOM, MOKET JIU JaHHBIN
npenapaTr ObITh BBIBEAEH W3 000pOTa, MOSBUTCA Ha 3KpaHe Kommbiorepa. s
3aBEepUIEHMs] IIpolecca BbIBOAA U3 00OpOTa JIEKApCTBEHHOIO Mpernapara
HEOOXOJMMO BBECTH HAa PErMCTPATOpPE BHIOBITHUS WM B TOBAPOYUYETHOM CHUCTEME
PEKBU3UTHI perenta (nara, cepusi ¥ HOMEpP) U C IOMOIIBI0 MPOrPaAaMMHOTO
uHTepdeiica perucrpaTopa BHIOBITUS BBIIIOJHUTH JEUCTBHE «3aperucTpUpOBaThH
BBIOBITHEY. THpOpMatius o BeIBoje U3 00opoTa Oyaet HanpasieHa B DTMC MJJIIT
B aBTOMATHYECKOM PEXHME MOCPEACTBOM (YyHKIIMOHATIA PETUCTPATOpPA BHIOBITHS
(cxema 10521).

Cpox momaum cBexpenuii B OI'MC MJJIII o BeIBome u3 obopota
JIEKapCTBEHHBIX MpENapaToB TMpH OTIyCKe OecIUlaTHO IO pelenty Ha
JIEKapCTBEHHBIN TIpenapar — 10 5 pabodyux JTHEH.



4) BwiBog u3 o0opoTa MapKMpOBAHHBIX JICKAPCTBEHHBIX MpenapaToB MpHU
OCYILIECTBJICHUU PO3HUYHON TOPrOBIM JIEKAPCTBEHHBIMHU IpernapatamM, B TOM
YuCcle€ OTHYCK JIGKAPCTBEHHBIX IMIpPENapaToB €O CKUAKOW [0 pElenTty Ha
JIEKapCTBEHHBIE MTpernapaThl

[lepenaua ceaenuit B GI'MC MJUJIII o BBIBeIEHHBIX M3 000poOTa
JIEKapCTBEHHBIX IMpenapaToB MpPU  OCYUIECTBICHUM PO3HUYHOM  TOPTOBIIHU
JIEKapCTBEHHBIMM MpeHapaTaMu, B TOM YHUCJIE OTIYCKE JIEKAPCTBEHHBIX IIPENApPATOB
CO CKHJKOW II0 pelenTy Ha JEKapCTBEHHBbIE IIpernaparbl, 000CO0JEHHBIMU
NOAPA3JAEICHUAMU MEAUIIMHCKUX OPTaHU3allvii, paclo0KEHHBIMU B CEIhCKHUX
MOCEJICHUSIX, B KOTOPBIX OTCYTCTBYIOT amNTEYHBIC OPTaHU3AIUU, MOXKET OBITH
OCYILIECTBJICHA OJTHUM U3 CIIEIYIOIINX CIIOCOOOB.

B ciyuae ucnonb3oBaHusi 000COOICHHBIMU MOAPA3ICTCHUSIMUA METUITUHCKON
OpraHU3allid KOHTPOJbHO-KACCOBOM TEXHUKU CBEICHHS O PEaIM30BaHHBIX
JICKapCTBEHHBIX IMpenaparax (OTHYIIEHHBIX CO CKUJIKOM 1O perenty Ha
JICKapCTBEHHbIE TMpemnapaThl) MepearoTcs 000COOJEHHBIM — MOApa3ieiieHuEeM
MeauuuHckor opranmzamu B GI'MIC MJJIIT yepe3 omepatopa (ucKagbHBIX
JTAHHBIX B pEXXUME peajbHoro Bpemenu (cxema 10511).

Eciu  000cOOIEHHBIMU  MOAPA3ACICHUSIMU  MEIULUMHCKUX OpraHU3alui,
pacIoONOKEHHBIMU B CEIIbCKUX IOCEJIECHUAX, B KOTOPBIX OTCYTCTBYIOT alTEUYHBIC
OpraHu3allii, KOHTPOJIbHO-KAaccoBasi TEXHUKAa B COOTBeTCTBUU C¢ DenepanbHbIM
3aKOHOM «(O NPUMEHEHHH KOHTPOJIbHO-KACCOBOW TEXHUKHU MPHU OCYIIECTBICHUU
pacuetoB B Poccuiickoit @eaepannmn» ot 22.05.2003 Ne 54-D3 He mpuMeHsETCs, TO
nepejaya CBeJCHUN O peain30BaHHbBIX JIEKAPCTBEHHBIX MpenapaTtax (OTHYIIEHHBIX
CO CKHMJIKOW MO peuenty Ha JekapcTBeHHble mpenapartsl) B OI'MC MJUJIIT
OCYILIECTBIISIETCS. OTBETCTBEHHBIMH COTPYJHMKAMH TOJIOBHOW MEIUIIMHCKOMN
opranuzanuu. CooOlleHus 0 BBIBOJIE M3 000pOTa JIEKAPCTBEHHBIX IpenapaToB
dbopmupyrores ¢ ucnonbzoBanueM ¢ynkuonana GI'MC MJJIIT o cxeme 511 Ha
OCHOBAaHMHM  OTYETHOCTH  OOOCOOJEHHOTO  TOMApA3JCNEHUs  MEIUIIMHCKOU
OpraHu3allid O peaju3aluu JICKApCTBEHHBIX IMpenapaToB, coAepKaniei
uHPOpMAIIMI0O O CEpUMHBIX HOMEpax MPOJAHHBIX YHAKOBOK JIEKAPCTBEHHBIX
npernapaToB, ¢ 00s3aTedbHBIM yKa3aHueM B XMl-gokyMeHTe wuaeHTH(UKATOpa
MecTa JIeSITeILHOCTH 000COOJICHHOTO TOAPAa3IeCHUs MEIUIIMHCKOW OpTaHU3alliH.

Cpox momaun cBeaenust B OI'MC MJJII o BeBome u3 obopota
JIEKaQpCTBEHHBIX MPENapaToB MPU OCYUIECTBICHUH PO3HUYHOW TOPTOBIU, B TOM
YUCII€ OTIYCKE JIEKAPCTBEHHBIX IMPENapaToB CcO CKUAKOHW MO pelenty Ha
JIEKapCTBEHHBIN Tpenapar — 10 5 pabodynx gHEH.

2. O60c00ICHHBIE  TTOAPA3JAETACHUS  MEAUIMHCKUX  OpraHMW3aluii, He

oOecreueHHbIE JOCTVYIIOM K I/IH(bODMaI_II/IOHHO-KOMMVHPIKaLII/IOHHOﬁ CCTHU

«ureprery (PucyHok 2).
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Pucynok 2

1) [MpremMka MapKUpPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB

B 3aBUCMMOCTM OT YyCJIOBHMH ITOCTaBKHM, YKa3aHHBIX B JOTOBOPE MEXIY
TOJJOBHOM MEIMIMHCKOM OpraHu3alueldl W IOCTABIIMKOM JIEKAPCTBEHHBIX
IpenapaToB, IPUEMKa JIEKAPCTBEHHBIX IIPETIapaTOB MOXKET OBITh OCYLIECTBIIEHA KaK
TOJIOBHOW MEIWIMHCKOW OpraHHu3alyeld C MOCIEAYIOINM IEePEMEIICHUEM
HEO0OXOIMMBIX JIEKAPCTBEHHBIX MpEnapaToB B 000COOIEHHbIE MOAPA3/ICICHUS, TaK
Y HENOCPEJICTBEHHO 000COOJIEHHBIMH MOAPA3ACICHUSIMH TOJIOBHON MEAMIIMHCKON
OpraHU3aluN.

B ciydae ocyiiecTBiIeHHs] NIPUEMKHU JIEKAPCTBEHHBIX IPENapaToB T'OJIOBHOU
MEIUIMHCKOW  OpraHu3alMeld  OTBETCTBEHHbIE  COTPYAHHUKH  YKa3aHHOWU
MenuuuHckon oprannszanuu BHOCIT B OTTUC MIJIIT cBeneHust 0 NpUHATOM TOBape
no cxeme 701 (B ciydae mpsiMoro akienta) win cxeme 416 (B cimydae oOpaTHOTo
aKlenTa) ¢ yKa3aHMeM MJICHTU(PUKATOpA MeCTa OCYIUECTBIEHUS NEATEIbHOCTH
TOJIOBHOM MEIWIMHCKOW opranu3auuu. [Ipm mnepemenieHnn JeKapCTBEHHBIX
npenaparoB M3 TOJOBHOM MEIMIIMHCKOM OpraHu3aluu B €€ 000CO0JIeHHbIE
NOJPA3/IEIEHUsI  OTBETCTBEHHBIE  COTPYAHUKMA  TOJOBHOW  MEAUIIMHCKOMN
opranuzainuu HampaBisior B ®I'MC MJUJII cBeaeHuss o mnepeMenieHuU
JIEKapCTBEHHBIX NPENapaToB MEXAY pa3IMYHbIMU aJpecaMd OCYILECTBICHUS
nestenbHocTH 1o cxeme 431. VYyacte COTpYyIHHUKOB  00OCOOJIEHHBIX
No/Ipa3/ieIeHu MEAUIMHCKOM OpraHu3allMd B Mepefade CBEACHUM O MpUEMKe
JIEKapCTBEHHBIX MPENapaToB HEe TpeOyeTcs.

B cimywae ocymecTBieHMST TIOCTAaBKM  JIEKAPCTBEHHBIX  IPENAPATOB
HEIMOCPEJICTBEHHO B 000COOJICHHBIE MOAPA3ACIICHUS] MEIUIIMHCKON OpTaHU3aIlny,



MHHYSI TOJIOBHYIHO MEIUMLUHUHCKYI OpPraHHU3alldi0, CBEICHUS O IPUEMKE
nekapcTBeHHbIX npenapatroB B @IT'MIC MJJIIl nanpaBisitoTCs OTBETCTBEHHBIMU
COTPYIHUKAaMU TOJOBHON MeIULIMHCKON opranu3zanuu. CooOuieHus: popMupyroTcs
¢ ucnosb3oBanreM GyrakimoHana ®I'MC MJIIT no cxeme 701 (B cimydae mpsMoro
aKienTa) i cxeme 416 (B cirydae oOpaTHOTO aKIIeNTa) Ha OCHOBAHUHM OTYETHOCTH
000COOJIEHHOTO  MOApPA3ACICHUS] MEIUIMHCKOW OpraHu3alliM, COJAepkKalleH
UH(OPMAIMI0O O CEPUIHBIX HOMEpaxX YIMAaKOBOK IOCTABJICHHBIX JIEKAPCTBEHHBIX
npernapaToB, ¢ 00s3aTeIbHBIM yKa3aHueM B XMI-IokyMeHTe uaeHTH(HKATOPa
MEeCTa  OCYIIECTBICHHS  JEATEIbHOCTH  00O0COOJEHHOTO  MOApa3esICHUs
MEIUIMHCKOW OpraHu3alnH.

B cinyyae mocraBKkM JIEKapCTBEHHBIX IIPENApaTOB, NPEAHA3HAYEHHBIX IS
IIOCIEAYIOIIEH peanuzanuu 000CO0JIEHHBIMU MIOJpa3ACICHUAMMU,
PACIOJIO)KEHHBIMUA B CEJIbCKUX IOCEJICHUSIX, B KOTOPBIX OTCYTCTBYIOT aIlTE€YHBIE
OpraHu3aluu, IO JO0rOBOPY KOMMCCHM, CBEICHHUS O IIPUEMKE JIEKAPCTBEHHBIX
npemnapatoB BHocATC B DT'IC MJIJIIT oTBETCTBEHHBIMH COTPYIHUKAMU TOJIOBHOM
MEIUIMHCKOW OPraHM3aliM B BBIIIECYKA3aHHOM MTOPSIIKE.

YO6eauBmCch B TOM, YTO TIOCTABJICHHBIE JIEKAPCTBEHHBIE MpPENapaThl
HaxomsaTrcs mo gaHHeiM DOI'VIC MJJIII ma OGamance rojIOBHOM MEIUIIMHCKOMN
OpraHu3alud Wik 000COOJICHHOTO TOJpa3/ieJIeHUsT MEAUIIMHCKON OpraHu3aluy,
OTBETCTBEHHBIE COTPYJIHUKH YKA3aHHOM MEIUIMHCKOM OpPraHu3alMyd BHOCAT B
OI'NMC MJJI cBepenuss o pacopMUpOBaHUHU TOCTYMHUBINEH TPaHCIOPTHOM
YIIaKOBKH, COJIEPIKAILIEH JIE€KapCTBEHHBIE Mpenaparkl, no cxeme 912 unu ceeaeHus
00 M3BATHM U3 TPAHCMOPTHOM YMaKOBKM BTOPUYHBIX YMAKOBOK JIEKAPCTBEHHBIX
npenaparoB mo cxeme 913 st obecrieueHus AajibHEWIIEro BbIBOAA M3 000poOTa
KOKIOW €OUWHULBI ToBapa. lIpm HanMuuMM HECKOJBKUX YPOBHEH BIIOKEHHOCTHU
YIIAKOBOK JICKAPCTBEHHBIX IMpEnapaToB B TPAHCHOPTHYIO YIIAKOBKY W3bSITHE
BTOPUYHBIX YNAaKOBOK JIEKAPCTBEHHBIX MPENapaToOB U3 TPAHCHOPTHOW YHAKOBKHU
HEO0OXOMMO OCYIIECTBIISITH OT BBIIIECTOSIIETO YPOBHS K HIXKECTOSIIEMY, OTpaxas
oneparuo s Kaxaoro u3 yposaeit B ®I'MC MJIIL.

Cpox mnomaunm cBeaenud B OI'MC MJUIII o mpuemke JeKapCTBEHHBIX
MIPENapaToB, CBEACHUN O TMEPEMEIICHUN JIEKAPCTBEHHBIX IPENAPATOB MEXKIY
MECTaMU OCYILECTBIECHUS JEATEIbHOCTH, CBEACHUN O pachopMHpOBaHUU
MOCTYIHUBILEH TPAHCIIOPTHOM YIMAKOBKH U CBEACHUI 00 U3BSITUH U3 TPAHCIIOPTHOM
YIAaKOBKH BTOPUYHBIX YIAKOBOK JICKAPCTBEHHBIX MPENapaToB — 0 5 pabovuX JTHEH.

2) BeiBog u3 000poTa MapKHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB MpHU
OKa3aHUU MEIUIIMHCKOMN ITOMOIIH

[lepenaua cBeneHmit O JIEKAPCTBEHHBIX MTpenaparax, BEIBEIEHHBIX U3 000poTa
000CO0IEHHBIMUA noApa3eIeHUsIMHU M€ IULIUHCKOMN OpraHu3aIuu, HE
00€CTIeYeHHBIMU JOCTYIIOM K HWH(POPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHON CeTH



«IHTepHET», MNOpH OKa3zaHUM MeAuUMHCKOM mnomomu, B OI'MC MJIII
OCYILIECTBIISIETCS. OTBETCTBEHHBIMH COTPYJHMKAMH TOJIOBHOW MEIUIIUHCKOMN
opraauzanun. CooOmieHus: GopMupyroTcs ¢ ucnoiab3oBanneM GpyHknuonaza OI'MC
MJUIIT o cxeme 531 Ha OCHOBaHUM OTYETHOCTH 00OCOOJIEHHOTO MOAPA3/ICICHNUS
MEJUIIMHCKONW OpraHu3alliu, cojaepxkamiell nHPopMalrio O CEepUHMHBIX HOMEpax
YIIAKOBOK  JIEKAPCTBEHHBIX IMPENApPAaTOB, HCIOJIb30BAHHBIX IPU OKA3aHUU
MEIUIIMHCKOW TIOMOIIM, C O00s3aTeabHBIM yKa3aHueM B  XMI-ToKyMeHTe
uieHTUGUKATOpa  MecTa  JICSITENIbHOCTH  000COOJIEHHOTO  TOJpa3/ieleHus
MEIUIMHCKOW OpraHr3alnH.

Cpox mnomaum cBegenut B PI'MC MJJII o BeBOge wu3 obopora
JIEKapCTBEHHBIX MPEMAPATOB MPU OKA3aHUU MEUIIMHCKON TOMOIIH — A0 5 paboumnx
JTHEH.

3) BeiBog u3 000poTa MapKHpPOBAHHBIX JICKAPCTBCHHBIX IPENApaToB IpPH
OTITyCKe OeCIJIaTHO IO PELENTy Ha JIeKapCTBEHHBIN Mpenapar

[lepenaua cBeneHMit O JIEKAPCTBEHHBIX Mpernaparax, BEIBEJIECHHBIX U3 000poTa
000Cc00IEHHBIMA nojpa3eIeHUIMHI MEIULIMHCKOMN OpraHu3aluy, HE
00€CeYeHHBIMU JOCTYIOM K HWH(POPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHON CETH
«HTEepHEeT», IPU OTHYCKE OECIUIATHO MO PELENTY Ha JICKAPCTBEHHBIN Mpenapar, B
OI'MC MJUIIT ocymiecTBiseTcss OTBETCTBEHHBIMU COTPYIHHKAMH TOJOBHOM
MeTUIMHCKONW opraHuzanuu. CooOuieHus GOpMHUPYIOTCS C HUCIOJIb30BAaHUEM
dbynkuuonana DOI'MC MIJII mo cxeme 521 Ha OCHOBaHMM OTYETHOCTH
000COOJIEHHOTO  TMOAPA3ACICHUS] MEIUIIMHCKOW OpraHU3allMH, COJEpXKaIIeH
nHpOpMAIIMI0O O CEpUHHBIX HOMEpaxX YIAaKOBOK JIEKAPCTBEHHBIX IpPEnapaTos,
OTIYIIEHHBIX OCCIUIATHO IO pelenTy, ¢ o00s3aTeNbHBIM YyKa3aHueM B xMl-
JIOKYMEHTE HJIEHTU(PHKATOPA MECTA IS TEIbHOCTH 000CO0IEHHOTIO MOAPa3IeIECHUs
MEIUIMHCKOW OpraHu3alnH.

Cpox momaun cBenenuii B ®I'MC MJUJIII o BeIBOme wu3 o00opoTa
JICKapCTBEHHBIX TpEMapaToB MpH OTIyCKe OecIulaTHO 10 pelenty Ha
JIEKapCTBEHHBIN Npenapar — 10 5 pabodynx gHeH.

4) BwiBoag u3 o00poTa MapKHUPOBAHHBIX JICKAPCTBEHHBIX IpenapaToB MpU
OCYILIECTBIICHUU PO3HUYHON TOPrOBIW JICKAPCTBEHHBIMHU IperaparamMu, B TOM
yucjae OTHYCK JIEKApCTBEHHBIX TMIpenapaToB CO CKHAKOM 1O pelenty Ha
JIEKapCTBEHHBIE TTperapaThl

[lepenaua cBeneHmii 0 IEKApCTBEHHBIX MPeMapaTax, BEIBEEHHBIX U3 000poTa
000COOJIEHHBIMH  TIOJIPA3NICTICHUSIMA ~ MEIMIIMHCKOM  OpraHu3aluH,  He
00€eCIeYeHHBIMH JIOCTYTNIOM K HWH(POPMAIMOHHO-TEIICKOMMYHUKAITMOHHOW CETH
«HTEepHET», IPU OCYILECTBICHUU PO3HUYHOM TOPTOBJIM, B TOM YHCIJIE OTITYyCKE
JIEKapCTBEHHBIX MPEMApaTOB CO CKUJIKOM IO PElEenTy Ha JeKapCTBEHHbBIN IIpenapar,
B OI'IC MJUJIII ocyuiecTBasieTcs OTBETCTBEHHBIMU COTPYIHHUKAaMH T'OJIOBHOW



MEIUIMHCKON opraHuzanuu. CooOuieHus (GOpMUPYIOTCS C HUCHOJIb30BAaHUEM
¢ynkmmonana OI'MC MIJII mo cxeme 511 Ha OCHOBaHMM OTYETHOCTH
000COOJIEHHOTO TOAPA3JCICHUs] MEIUIIMHCKOW OpraHu3aiiy, CojAepIKaIiei
WH(OPMAITUIO O CEPUIHBIX HOMEPAX PEATU30BAHHBIX (OTMYIIEHHBIX CO CKUIKOM 10
pelenTy) ynakoBOK JIEKAPCTBEHHBIX IpEnapaToB, ¢ 00s3aTEIbHBIM YKa3aHUEM B
Xml-moKkyMeHTe  WACHTHU(HKATOpa MecTa  JACATEIBHOCTH  000COOJICHHOTO
MOAPA3AEIEHUS MEIUIIMHCKON OpraHU3aluu.

Cpoxk momauu cBenenuii B ®I'MC MJIUJIII o BeIBOJEe u3 000poTa
JIEKAPCTBEHHBIX MNPENAapaToB IMPH OCYIIECTBICHUH PO3HUYHOW TOPTrOBJIM, B TOM
YUCIIE OTIIyCKE JIEKAPCTBEHHBIX IIPEMapaToB CO CKUJKOM 1O pEeHenTy Ha
JIEKapCTBEHHBIN TIpenapar — 10 5 pabo4yux JTHEM.



