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I_Iéi MO OO HAS MapkupoBka yNaKoBOK JNleKapCTBEHHbIX
R npenapaTtoB cpeacrBamMu unaeHTudpukaumm -
HaHECEHME CPeacTB WOEHTUMUKALMN HA BTOPUYHYIO
(NoTpebuTeNbCKYHO) YNakoBKY NeKapCTBEHHOro
npenaparta (a npu ee OTCYTCTBMU - HaA MEPBUYHYIO

yNaKkoOBKY JIeKapCTBEHHOrO rnpenapara).

Cuctema MOHMTOPMHra JAOBWMXEHUSsI JeKapCTBeHHbIX MnpenapaTtoB Ans
MeaAWLIMHCKOro NPUMeEHeHus - denepanbHas rocygapcTBeHHas
MH(POPMALIMOHHAsAE  cUCTEMA  MOHUTOPWUHIa  OBWXXEHUS  NeKapCTBEHHbIX
npenapaTtoB AN MeOULIMHCKOrO NPUMEHEHUSI OT NPOU3BOAMTENS A0 KOHEeYHOro
noTpeduTens ¢ UCNonb3oBaHMEM B OTHOLLEHWM NEKAPCTBEHHbIX NpenapaToB AJis
MEeONLMHCKOro NPMMEHEHNs cpeacTB naeHTudukaumn."

CpeactBo wmaeHTUUKaAUMM - KOO MapPKUPOBKW, NpeacTaBfeHHbIn B
MalunHoYMTaemMon popmMe U ¢ UCNorb3oBaHUEM MHOMO cpeacTBa (TEXHOOrMm)
aBTOMaTu4yeckon wuaeHTudpukaumm, dopmMmupyemMmbln aOna  HaHECEeHMA Ha
BTOPUYHYIO (NOTPEBUTENBLCKYIO) YNaKOBKY NeKapCTBEHHOrO npenapara (B crny4yae
ee OTCYTCTBMA - Ha MNEepBUYHYIO YMaKOBKY JleKapCTBEHHOro npenapara)
METOA4amMu, He OOonycKalwWwMMn OTAENEHUs cpeacTsa MaeHTUdukaumm u (Mnm)
MatepuarnbHblX HOCUTENEW, codepXawmx cpeactBa  wmaeHTudukaumm, oT
YyNaKkOBKN NeKapCTBEHHbIX rnpenapaTtoB 6e3 noBpexaeHun;



peraaMeHTNpyIomast
MapKNPOBKY
AeKapCTBEeHHBIX
[TpelrapaToB




I—Ii'_ roPoOCKARA
%‘- BOMLHMLA Ne &
®EQEPAJIbHbIUA 3AKOH 425-®3 ot 28.12.2017r

O BHECEHUN USMEHEHWIN B ®EOEPAJIbHbIA 3AKOH "OB OBPALLEHUMU
NEKAPCTBEHHbIX CPEOCTB"

N3meHeHne Ctatbmn 67 $3-61 ot 12.04.2010r. Hdopmaunsa o0 nekapCTBEHHbIX
npenapartax. Cucrema MOHUTOPUHIa OABUXEHUA NeKapCTBEHHbIX MpenapaToB ASs
MEOULMHCKOIo NpUMeHEHUS

y.4. Ana uenen naeHtTudmnKaumm ynakoBoK JieKapCTBEHHbIX npenapaTtoB AS1s
MEONLUMHCKOrO TMPUMEHEHNA MNPOU3BOOUTENN JEeKapCTBEeHHbIX CpPeAcCTB B
nopsiake, yctaHosneHHom [NpaBsutenbctBom Poccuinckon denepaumm, HAHOCAT Ha
NEPBMYHYIO YyMNakoBKY (B OTHOLWIEHWM JEKApPCTBEHHbIX NpenapatoB And
MEOMLMHCKOrO MNPUMEHEHUA, ONs KOTOPbIX He npeaycMoTpeHa BTOpUYHas
ynakoBka) W  BTOPUYHYHO  (MOTPEOUTENBLCKYKD) YNAKOBKY  JIEKAPCTBEHHbIX
npenapartoB ON19 MeOULUMHCKOro NpuMeEHeHUs cpeacTtBa maeHTUUKauumum, 3a
UCKITIOHEHUEM JieKapCmeeHHbIX rpernapamos 075 MeOUUUHCKO20 MPUMEHEHUS,
rpou3eo0UMbIX OJFiI  MpPoB8EeOEHUSs KITUHUYECKUX uccriedoeaHul, 3Kcriopma,
JlIeKapCcmeeHHbIX rperiapamos 0751 MeOUUUHCKO20 MPUMEHEHUS, YKal3aHHbIX 8
yacmsix 5 u 8 cmameu 13 Hacmosuwezao PedeparibHO20 3aKOHa.



EONBEHWLA Ne 2

F - MoOPOOCKARA
1‘ MHOMoONPO®MNbHAR

Ctatbs 13. ®3-61 ot 12.04.2010r ocygapcTBeHHAA perncrpaunst nekapCcTBEHHbIX
npenapaTos
focyoapcTBeHHOM perucTpaumm He noanexar.

1) nekapcTBeHHble npenapartbl, U3roTOBJIEHHbIE anTeYHbIMU OpraHM3aLUusIMu,
BETEPUHAPHbLIMU anTe4yHbIMK opraHu3auusmu, NHOVBUAYaNbHbIMU
npeanpuHMMaTensamu, KOTOpble WMEKT JMUEH3NI0 Ha dapMaueBTUYECKYHO
OEeATENbHOCTb, MO peuenTamM Ha JleKapCTBEHHble npenapaTtbl U TpeboBaHUAM
MeOMLNHCKMX OpraHn3aummn, BeTepuHapHbIX OpraHmM3auunn

2) nekapcTBeHHble npenapaTbl, NPUOOpPETEeHHble (MU3NYECKUMN NMUaAMK 3a
npeaenamm Poccuuckon dPepepauum U npegHasHa4yeHHble ON9  JIMYHOrO
NCNONb30BaHUA

3) nekapcTBeHHble nMpenapartbl, BBO3UMble B Poccunckyio ®Pepepaumio aOngd
OoKasaHud MeOUUMHCKOW TMOMOLUM MO >KU3HEHHbLIM MOoKa3aHUAM KOHKPETHOro
nauneHTa Ha  OCHOBaHMM  paspelleHus, BblAaHHOMO  YNOSIHOMOYEHHbIM
doenepanbHbIM OpraHoM UCMOSTHUTENBHOW BNacTu



4) nekapcTBeHHble cpeacTtea, BBO3uMMble B Poccunckyio dPepepauuo Ha
OCHOBaHUN BblaHHOIO YNOSTHOMOYEHHbLIM denepanbHbIM opraHom
NCMNOSTHUTENBLHOMN BracTU paspeweHnss N rnpegHasHavyeHHble Ona npoBeaeHud
KITMHUYECKMX MCCreoBaHUN NeKapCTBEHHbIX MNpenapatoB U (Mnu) npoBedeHusd
9KCrepTu3bl JIEKAPCTBEHHbIX CPeACTB [N OCYLIECTBIEHUS rocyaapCTBEHHOW
perncTpaunm nekapCcTBEHHbIX NpenapaToB

5) dpapmaueBTUYECKME cybCcTaHLnm

6) pagvodapmMaLeBTUYECKME IeKapCTBEHHble npenapaTtbl, W3roTOBMEHHbIE
HEMoCcpPeACTBEHHO B MEOMLMHCKUX OpraHusauusax B , YCTAHOBMNEHHOM
YNONMHOMOYEHHbIM befepanbHbIM OpraHOM UCMONHUTENBHOW BNAacTu

7) NnekapcTBeHHble NpenapaTbl, NPONU3BOAUMbIE A 3KCnopTa


https://base.garant.ru/71060080/53f89421bbdaf741eb2d1ecc4ddb4c33/

EONBEHWLA Ne 2

-l_ roPoOcCKAA
1‘ MHOMoONPO®KMNbHAR

8) nekapcTBeHHble Mpenapartbl, KOTOpble MpeAHas3Ha4vyeHbl A9 NPUMEHEHUS B
YCNOBUAX BOEHHbIX [OEWCTBUW, Ype3BblHaMHbIX CUTyauun, MpounakTuku wu
reyeHns 3aboneBaHWN N MOPaXXEHUM, MONyYEeHHbIX B pesyrnbrate BO34enCTBUA
HeBMaronpUATHbIX XUMUYECKUX, ONOMOrMyecknx, pagnaumoHHbIX akTopoB, U
paspaboTaHbl N0 3agaHuio doedeparnbHbiX OpPraHoB MCMOSHUTENbHOW BracTw,
YNOSTHOMOYEHHbIX B 0bnactn obopoOHbI CTpaHbl M ©e3onacHOCTU rocydapcTBa,
OCYLLECTBNSAETCA B Mopsiake, ycrtaHosreHHOM [lpaButensctBoMm Poccuimckon
denepaunu




r'éi MO GO MNLHAT N3meHeHne CtaTtbun 67 ®3-61 oT
12.04.2010r.

y.7. FOpnandeckue nuua 7 nHaveBmnayasrbHble npeanpuHuMmaTenu,
OCYLLECTBISALWNE NPOM3BOACTBO, XpaHeHue, BBO3 B Poccuinckyo denepauuio,
OTNYCK, peanusauuio, nepeaady, NnpPUMeHeHune U YHUYTOXEHue
NeKapCTBEeHHbIX nNpenapaToB A9 MegULUHCKOro NpUMeHeHusi, obecneymBatoT B
nopagke M B COCTaBe, KOTOpble YycTaHoBfieHbl [lpaButenbctBomM Poccunckou
denepaummn C y4eToM BMOA OCYLLUECTBNSEMOUW UMW OEATENIbHOCTU, BHECEHMUE
NHopMaLmMn O NeKapCTBEHHbIX MNpenaparax Ansgd MeguuMHCKOro rnpuMeHeHus B
CUCTEMY MOHUTOPUHIa OABMXEHNS NeKapCTBEHHbIX NpenaparoB A9 MeauUNHCKOro
NPUMEHeHUS

4y.11. 3a npou3BOACTBO WM MpoAaXy JIEKApCTBEHHbIX rMpenapaTtoB And
MEOULMHCKOrO rnpumMeHeHnst 6e3 HaHeceHust CpeacTtB UAEHTUdMKauumM, C
HapyweHneM YCTaHOBMIEHHOrO nopsgka WX HaHeceHusl, a Takke 3a
HECBOEBPEMEHHOE BHECEHWE AOaHHbIX B CUCTEMY MOHUTOPUHIa [OBWMKEHUS
NeKapCTBEHHbIX MpenapaTtoB Anst MeOULMHCKOro MPUMEHEHUSI UKW BHECEHME B
Hee HeOOoCTOBEPHbIX [daHHbIX puandeckne nmua W MHOAuBMAOYyanbHbIE
npeanpuHUMaTenu, ykasaHHble B 4YacTax 4 M 7 HacTosiweWn crtaTbW, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUW C 3aKOoHOAATENLCTBOM Poccumnckomn degepaumm



MHOMoONPO®MNbHAR

I_|i _ roponckas HopmaTnBHO-npaBoBas 0a3a MoHuTOpUHra
1‘- EOMLHMLA e 2 ABWXEHUSA1 NeKapCTBEHHbIX NpenapaToB

[MocTaHoBneHue lNpaButenbcTBa oT 14 aekabpsa 2018 r. N 1556
«Ob6 yTBEPXKOEHUM MOSMTOXEHUS O CUCTEME MNOMOXEHUSA ABUXKEHUSA NEKAPCTBEHHbIX
npenapartoB And MeauuMHCKOro npuMeHeHnsa»

[TocTaHoBneHue lNpasutenscTea oT 14 gekabps 2018 r. N 1557
«O6  OCOBEHHOCTSIX  BHeOpPEeHUA  CUCTEMbl  MOHUTOPUHra  OBWXEHUH
rlekapCcTBeHHbIX NpenaparToB Anld MegULMHCKOro NpUMEHEHNA»

[MocTaHoBneHue lNpaButenscTBa oT 14 aekabpa 2018 r. N 1558

«O6 yTtBepxgeHun [lpaBun pasmMelleHns obLWenocTynHon WHopMauum,
cofepXallencsa B CUCTEME MOHUTOPUHra OBUXEHUA NEKapCTBEHHbIX rnpenapaToB
aona MeouuMHCKOro MpuMeHeHusl, B MH(POPMaLUNOHHO-TENTEKOMMYHUKALMOHHOMN
ceTn NHTepHeT (B TOM Yncne B dopMe OTKPbITbIX AAHHbIX)»



. roPoackas
el "HOrONPOD®UILHAS
- EOMNBHKLA Ne 2
HopmaTHBHO-NPaBoBble OCHOBLI BBe AeHuA @TUC MAMN
1. @egepanbHblF 3aKoH oT 28.12.2017 roga No 425-03 « 0 BHECEHKMKW W3MEHEH WA B MeaepanbHbld 3aK0H « 06 0B palleH Mk NEKAPCTBEHHbIX CPEOCTEY.

2. @egepanbHblA 3aKoH 0T 04.06.2018 No 140-03 «0 BHECEHWM M3MEH 8HMWIA B @enepanbHelid 3akoH «00 00 paleHMK NeKapCTBEHHBIX CPEACTEY.

3. MoctaHosneHWe NpaeuTenbcTea PO o1 24.01.2017 Ne 62 «0 NpoBeacHHK IKCTIEPHMMEHTE N0 MAPKKMPOBKE HOHTPOM BHEIMK [MAEH THEMHEALWOH HBIMK) SHAKAMK M MOHHTO PHHTY 3§
oBopoTOM 0TOENBHBIX BMA0B NEHAPCTBEHH bIX NPENapaTos 4NA MEedHUMHCKO e MPHME HEH HAR.

4. NocTaHoeAeH e MpaewTenbcTea P oT 30.12.2017 Mo 1715 «0 BHECEH MM M3MEHEHWEA B NOCTAHOBAEH Me MpaBwTeNbCTEa POCCMACKD A Megepawim oT 24.01.2017 Mo 62w,
5. MocTaHosneHwe MpaewTenbctea Pd ot 28.08. 2018 Ne 1018 «0 BHECEHWW M3MEHEHWIA B NocTaHoBAeHKe MpaeuTenborea PO ot 24.01.2017 Mo 62w,
6. Moctanoenedwe Mpasurenscrea P ot 07.08.2015 Ne 1027 «0 BHECEH MM M3MEHEHWA B NOCTaHOBARH e MpasuTenbcTea PO o1 24.01.2017 Neb2».

7. MoctaHoeaeHwe MpaewTenscTea P@ oT 14.12.2018 Mo 1556 «00 yTEEpHMOEHWMK NONOMEHWMA O CMCTEME MOHWTOPWHIE OBMMEHWA JEHAPCTBEHHBIX MPENapaTtos Ans
MEOMLUMHCHOTO NP MMEH BHWAD,

8. MocraHosnenwe MpaBwTenscTea PO ot 30.08.2019 Me 1118 «0 BHECEHWMM W3MEHEHWA B MoN0HEHME 0 CMCTEME MOHMWTOPKHIA OBMMEHWA NEHAPCTBEHHLIX NpPEenapaTos oaF
MEOMLMHCKOTO NPWMMEH EHWAR [YTBEHAEHHOE NOCTaHOBAEH Mem MpasmTenscTea PO o1 14.12.2018 Mo 1556).

9. MocTaHosneHke MpaswTenscTea PO o1 14.12.2018 No 1557 «06 ocoBeHHOCTAX BHEAPEHWA CMCTEMBI MOHMTOPHHIE ABKMME HKMA EKAPCTBEHHBIX NPENapaTos ANA MEeSHLUMHCHOIC
NP MMEH EHWAR.

10. MocTaHoBneHMe MNpaeuTenscTea PO ot 14.12.2018 No 1558 «00 yTeep:#OeHMM NPaBKA pasMeledna o0 wenocTynHoM MHGopMaLkK, COOepHallenca B CUCTEME MOH MTO PHHIE
OBMHEHMA NEHAPCTBEHHBIX NPENapPaToB ANA MESWLMHCHOTO NPMMEHEHWA, B WHQOPMALMOHHO-TENEKOMMYH MHALMOHHONW CETH “WHTepHeT” (B Tom uyMcne B GopmMe OTHPbITbI
[JEHH bIx) .

11. MocTaHoeneHne MpaeurenscTea P@ ot 08.05.2019 Ne 577 « 00 yTeepHOeH MM pasMepa NAaTel 38 OKE3aH We YCAYr No NPegocTaBNeH Mo KOL0B MapHMPoBKM, Heo BXo oumblx 05
POpMHMPOBAHKMA CPEACTE MARHTUPMKHALMK W 0DECn BUBHMA MOHMWTOP MHIE ABMMHEH MA TOBAPOB, NOANSKALMY 00AZATENBHON MapHMPOBKe CPRACTEBAMM MOEHTMPHKALMK, a TAKME C
NopALKE MK B3MMaHHAR,

12. Pacnopamedwe MpaeuvrenscTea PO o7 28.04.2018 No 791-p «00 yTEEp#OEHMHM MOSEAM $YHELWOHMPOBaHMA CUCTEMEl MAPHKHPOBKK TOBAPOE CPEACTEAMM MASHTHGMHALMM E
PoccHicHol Gegepanmms.,

13. Pacnopasedwne Mpasurenscrea P@ o1 14.12.2018 Ne 2828-p « 06 onpegenednm 000 «Onepatop-LUPNT» yNoAHOMOUYEHHBIM Ha OCYLWECTBAEH Me (YH LMK ONepaTopa CUCTEMb

MOHWMTOPKMHIMa ABM#HEHWA NEKGDCTEBEH HEIX NpenapaTos 404 MedMUMHCKOro npMMeH eHMAY.
| 4 | 4



OTBeTCTBeHHOCTb




MHOMoONPO®@WMNBEHAR

FoneriA e 2 2019 r. Ne 58-®3 “O BHeceHuUun
nameHeHnn B Kogekc Poccuimnckon
depepauuun 06 agMMHUCTPATUBHDbIX
npaBoHapyLweHunax”

'_f_ ropoackas depnepanbHbIU 3aKOH OT 15 anpens

Cratba 6.34. HecBoeBpemMeHHOEe BHECEHME AaHHbIX B CUCTEMY MOHUTOPUHIa
OBWXEHUSI nekapCTBEeHHbIX npenapaTtoB Afs MeauLUHCKOro npuMeHeHust nmbo
BHECeHNe B Hee HeJOCTOBEPHbIX AaHHbIX

ot 5 000 a0 10 000 py©O. ot 50 000 a0 100 000 pyO.

3a agMUMHUCTpaTMBHbIE MNpPaBOHApPYLUEHUS, NPeayCMOTPEHHbIE HACTOSLLEN
CTaTbeNn, nuua, OCYLUEeCTBNsLWME NPeaAnpUHUMATENbCKYIO OeATenbHOCTb 0e3
o0pasoBaHus IOPUANYECKOro nuua, HECYT aaMUHUCTPATUBHYIO OTBETCTBEHHOCTb
KaK topuanyeckune nuua

Hactoawun PepepanbHbIN 3aKOH BcTynaet B cuny ¢ 1 auBapa 2020 roga
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EO0NbHWLLA Ne 2

XapaKkTepucTuku cpeacrtaa
M.quTmbMKau,MM




R BTopuyHas (noTpebuTennbckasn) ynakoBKa

1 BOMLHMLA N2 NleKapCTBEHHOro npenaparta” - yNnakoBKa,
nocrtynatowas K notpebutento wn crnyxawasa ans
pasMelweHna eauHWYHOW TMepPBUYHOW  YNaKOBKMU
flekapCcTBeHHOro npenapara wunn obbeanHsowada
HEeCKONbKO MNEePBUYHbIX YMNaKOBOK JleKapCTBEHHbIX
npenapaTtoB

fpynnoBas ynakoBKa - CrpynnuMpoBaHHble YMNakoBKW (NepBuYHasa, BTOPUYHAad
(noTpebutenbckasl), TpeTudHash (TpaHCNopTHasl) YMNakKoBKUM JIEKAPCTBEHHOIO
npenapara)

TpeTnyHaa (TpaHcnopTHasl) YynakoBKa JleKapCTBEHHOro npenaparta -
rpynnoBas yrnakoBKa, Ucnosibyemada ans XpaHeHus, NepeBo3kn N nepemMeLleHns
flekapCTBEHHOro npenapara mMexgy cybbektammn obpalleHus nekapCTBEHHbIX
cpeacTs

fpynnoBoM Kop - YHUKanNbHash [ONS  KaXOoM  OTAESNTbHOW  TPETUYHOW
(TpaHCMOPTHOWN) YNaKOBKU NeKapCTBEHHOro npenapara KomMoOuHauus CUMBOJSIOB,
npeacTaBfieHHad B Buae JNUMHEWMHOro LUTPMXOBOro Koga, (opMUpyeMoro
SMWUTEHTOM rpPYynmnoBbIX KOOOB



-'_ roPOOCKASA
MHOroNPO®UNEHAA

BONBHWLA Ne 2

ArpernpoBaHue - npouecc 00beAVHEHUA JeKapCTBEHHbIX MpenapaTtoB Ha
nwobom 23ITane oOpalweHUs neKapCTBEeHHbIX npernapatoB CYyObLEKTOM
oOpalleHnsa NneKkapCTBEHHLIX CPeaCTB B rFpPynnoBYH YMAKOBKY C HaHeCeHWeM
COOTBETCTBYIOLLENO rpynnoBOro Koga TPETUYHOM (TPaHCMOPTHOW) YMNaKOBKU
NeKapCTBEHHbIX MnpenapaTtoB M C COXpaHeHneM WHdopmaumm B CUCTEME
MOHUTOPUHIA O B3aMMOCBA3M CPEeLCTB UOEHTUUKALMN KaXKOOro BIIOXEHHOro B
rPYNMoOBYO YMakKOBKY JIEKAPCTBEHHOrO npenapara C rpynrnoBbIM KOLOM TPEeTUYHOM
(TPaHCMOPTHOW) YNaKOBKW NEKapCTBEHHbLIX MpernapaToB co3gaBaeMon rpyrnoBou
yNaKoOBKMU;
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e BOMBHULIA Ne 2

Koa DATAMATRIX

Yenopekountaemas
4acCTb KOla MapKHpPOBKH

GTIN

YacTb koaa

WMHauBuayanbHbii TH B3] EA3C

CepuiHbIA HoMep

CODE128

(00)387123456700010276



-'_ roPoOckKAA
MHOroNPO®UNEHAA

BONBHWLA Ne 2

[eHepauusa KOgOB MapKUPOBKMU

@
1.3ANPOC
[lpouzBOAMTEND
nn
2.Kop NaTta
MaTpmkc
MC MM

3.Beoa B obopoT

NN, npopaxa 4.NMepepaua nupopmamm

ancTtpubbroTopy




CpeactBo naeHtudmkauum «Data Matrix»

MHOMoNPOM@UNEHAR

B oponckan
1 BOMEHIILIA Ne 2 HaHOCUTCS Ha BTOPUYHYIO (NOTPEBUTENBLCKYHO) YNakoBKY
rnekapCTBEHHOro npenapara (B cny4yae ee OTCYTCTBUSA - Ha
NepBUYHYIO YMAKOBKY JIEKApCTBEHHOMO rnpenapara)
COOTBETCTBYET CIieAyolWwmnM XxapakTepmcTmkam

D,ByXMeprIIZ LUTpI/IXOBOI7I Ko4 HaHOCUTCA TOHEYHbIMU CMMBOJ1aMUN

Npn HaHeCeHUn cpeacTea naeHTudmKaummn nekapCTBEHHOro npenapara
ncnonbadyetca ASCIIl kognposaHue

CBefoeHud, coaepxalmecs B cpeacTee naeHTndmkaunm, HaHOCATCS
npousBoauTeneM B BUAe ABYXMEPHOro LWUTPUXOBOro Koga MeTogamMu rnedvatm Ha
BTOPUYHYIO (NOTPEBUTENBCKYIO) YNaKOBKY JIEKApPCTBEHHOIO npenaparta (B cny4vae

ee OTCYTCTBUSA - HA NEPBUYHYIO YNAKOBKY NleKapCTBEHHOrO Npenapara) unm
neyaTtn Ha MmaTepuanbHbI HOCUTESb (3TUKETKY), HE AOMYyCKaloLWUMM OTAENEHNS
MaTepuarnbHOro HoOCUTENS, cogepallero cpeacTesa naeHTudukaummn, ot
o yNakoBKW fleKapCTBEHHOro npenapara 6e3 noBpexaeHnm o



B oponckan CpenctBo ngeHtudpmkaumm «Data

MHOMoNPOM@UNEHAR

1 BONMBHMILIA Ne 2 Matrlx»

[pynnbl gaHHbLIX 06A3aTeNbHbIX 4519 HAHECEHMA OOMMKHbI pacrnonaraTbCs
nocriegoBaTenbHO - OT NepPBON K YETBEPTOMN

NHouBmayanbHbI CEPUNHBIN HOMEP TOProBOW e4NHULbI FTEHEPUPYETCH C Y4ETOM
obecneyvyeHuns ero yHMKanbHOCTM AN Kaxaoro rnobdanbHoro
naeHTnuKaLMoHHOro HoMmepa TOpProBov eaunHULbI B TEYEHME BCEro cpoka
JYHKLUMOHMPOBAHNA CUCTEMbI MOHUTOPUHTa

[mobarnbHbIn MOEHTUMUKALMOHHBIN HOMEP TOProBON eAVHULbBI U
NHOUBMOYaANbHLIA CEPUNHLIA HOMEP TOProBOM eanHULbI Ay6nmpyoTca B BUaeE
4YMTAEeMOro rneYyaTHoro Tekcra



- Zan

CpeacrtBo naeHtudukaumm «Data

roFPogcKAR
MHOMoNPOM@UNEHAR
EO0NbHWLLA Ne 2

Matrix»

npusHak cumBonukm Data Matrix - cumBon, imerowmin Kkog 232 B Tabnuue cumeonos ASCII

nepeas rpynna OaHHbIX - 14 uwndcpoBbLIX CUMBOMOB, KOTOPOMY
rmobaneHbIn MOEHTUPUKALMOHHBIM HOMEpP | NpeglecTeyeT noeHTudukaTop
TOProBon eavHUUbI npumeHeHmna (01)
BTOpasa reynna OaHHbIX - 13 CMMBOINOB umndpoBOK nnu
MHOMBWMAYanbHbIA CEPWNHbBIA HoMep | BykBeHHO-UUdpoBOK
TOproBo eauMHUUbI nocriegoBaTernbHOCTU (naTUHCKoro
andasuTa), KOTOpOMY npegwiecTeyeT
naeHTudpmKaTop npMMeHeHMna (21).
3aBepwarowMm CHUMBOMOM AONA  3TOM
rpynnbl OaHHbIX HABMAETCA crneyuanbHbIA
CMMBOM-pasgennTens, MMeLWwmi Kog 29 B
Tabnuue cumeonos ASCII
TpeTbA reynna OaHHbIX - 4 cvmBona (Undp, CTPOYHBIX W
noeHTuUuKaTop (MHOMBMAYanbHbIA | NpONMCHbIX OYKB naTWMHCKOro andaswvTa),
NOPAOKOBBIA HOMEpP) Krw4a MNpoBEPKW, | KOTOpOMY npedlecTByeT waeHTudukaTop
npegoctaBnaAemMblii  3aMUTEHTaM CcpencTe | NpUMEHEHWA (921). 3asepLlarowmm
naeHTUpUKaLmMmM onepatopoM CUCTEMbI | CUMBONOM AOnNA  3TOM  rpynnbl  OaHHbIX
MOHWTOPWHIa B cocTaBe Koda NpoOBEpPKU aBnaeTcA cneyuanbHbIn CUMBOI-
pasgenuvTens, MnMewwmmin kKog 29 B

Tabnuue cumeonos ASCII

yeTBepTas roynna AaHHbIX -
3Ha4YeHune Koda NpOBEPKY,
npegocTaBnsaseMoe 3MWUTEHTaM CpPeacTs
noeHTUpUKaLmMm onepaTopoM CUCTEMDI

MOHWTOPWMHIA B coCTaBe Koda npoBepKK

cocToAwaa wv3 44 cumeonoe (Uwndp,
CTPOYHbBIX WM MPOMUCHbIX BYKB NMaTWUHCKOro
andasuvTa, a Takxe cneyuanbHbIX
CUMBOINORB), KoTopoMy npealwecTByeT
noeHTudukaTop npuMmeHeHua (92)




pynnoBoun koA
| — — roPOogckAan
MHOMroNMPO@WMNBEHAR
1 BONBEHWLUA Ne 2
dopmmpyeTca Ha OCHOBaHUN MEXIOCY4apCTBEHHOIO
ctangapta (TOCT ISO/IEC 15417-2013
"MIHpopmaLMOHHbIE TEXHOMNOIMN. TEXHOSOrMn

aBTOMaTU4YeCKON naeHTuukaummn n coopa gaHHbIX.

Cneuundukauma cumsonukn wtpmuxosoro koga Code 128",

KOTOpPbIN yTBEPXOeH npukasom denepasrnbHOro areHTcTea
NO TEXHNYECKOMY PEryrnmpoBaHUO U METPONOrnu, 1

COLEPXUT CneayoLyo CTPYKTYPY OaHHbIX:

naoeHtTndpukatop npumeHeHns (00)

CMMBON pacLLUMPEHUS TPYNMNOBOro koaa

perncTpaunoHHbIN HoMep cybbekTa obpalleHns NTeKapCTBEHHbIX CPEACTB,
NosSTlydeHHbIW B MHpOpMaLMOHHOM pecypce, obecrneymBatoLLEM YYET U
XpaHeHWe OOCTOBEPHbIX AaHHbIX O TOBapax No COOTBETCTBYHLLEN TOBAPHOM

HOMeHKnaType i



. N—— NpynnoBoun koA

& MHOMoNPOM@UNEHAR
EO0NbHWLLA Ne 2

CEPUNHbLIN HOMEP rPYNMOBOWN YNaKOBKM

KOHTPONbHAsA cymmMa (4MCrio, BblMMCNIAEMOE MO CreunanbHOMYy anroputMmy 13
NpeALecTBYOLWMX UMMpP 1 cnyxallee Ana rapaHTUN LEeNOCTHOCTU JaHHbIX)

CBefeHus, BKITIOYEHHbIE B rpynnoBoOK Koa, MOryT AyonupoBaTbCs B BUae
YMTaeMoro ne4yaTHoro TekcTa

[pynnoBoun Ko reHepupyeTcs N HAHOCUTCA Ha TPETUYHYIO (TPAHCNOPTHYHO)
YNaKoBKY NeKapCTBEHHOro npenaparta SMUTEHTaMM rPyrnnoBbIX KOOOB
MEeTo4aMK nevaTu Unun aTUKETUPOBAHUSA



C 2

roFPogcKAR
MHOMoNPOM@UNEHAR
EO0NbHWLLA Ne 2

MudpopmanmonHast
cucrema MA/I1

r

) uEcTHbi TR yeTp pasaims
V SAHAK ;}%& MIEpCTEKTHBHBIX TEXHONOT
Bl |

PacnopsikeHune lNpasutensctea PO ot 18.12.2018r Ne2828-p

I.B coorserctBun ¢ wactbio 6 crated 67 @epepaibHOro 3aKoHa
"O6 obpaiieHuy IEKAPCTBEHHBIX CPEACTB”  OnpeaenunTs, 410  00WecTBoO
C  OrpaHu4eHHo  orsercTBeHHOCTBiO  "Onepatop-LIPIIT" ABJIACTCA
opraHusauneit, ynoaHoMo4eHHOH Ha ocyuecrsiaerne ¢GyHKumii oneparopa
CUCTEMbl  MOHHUTOPHHIA  [IBHKEHMA  JICKAPCTBCHHbLIX  [IPENaparos  JUIA
MEJIMLIMHCKOrO MPUMEHEHHA.



BONBEHKLA Ne 2

- roPoacKAs
{v‘ MHOMoOMNPO®WNLHAS

O6s3atenbHas mapkuposka B 2019 1 2020 ropax

Mapr, 2019 Wiome, 2019 Wione, 2019 Cenrabps, 2019 Dexabpe, 2019 Aupaps, 2020
r B r a r ar 1
3 o)
5 B
L J L J L JL J

MBPT — Ha4anacb PErMETPALWA B CUCTEME MaPKWMPOBKW MarasnHoE W I'IpOHBEOﬂ,HTEIIE‘ﬁ‘ OCYLWEeCTBNAKWWX NPON3BOACTBO W DBOPOT TabauHon npogykumnu

MioHb — nHdopMaumrorHas CMCTeMa MapKMPOBKKM M3MENMN M3 Mexa nepewna 8 HaunonaneHyo cuctemy undposomn Mapkupoekn Yectrom 3HAK

Mionb — Hauanace obazatensHas MdPKWPOBKa Oﬁ}‘BHbIK TOB2POB, 3KCNEPUMEHT NO MapKMPOBKE OYXOE W Tyanemoﬁ BOObl, d TaKXe PerncTpauns y4acTHMKOE OGDPDTE 4na paﬁOTbl

C MpenapaTaMy U3 NepeyHs BbICOKO3aTPaTHbIX HOZONOTHI
Centabpe — nposoguTea akcnepumMerT kpecen-konacok ¢ 1 centabpa 2019 roga no 1 vions 2021 roga
Hexabpb — GynyT NpoMapKMpOBaHbl AyXK W TYaNeTHas 8043, BONbWWHCTEO TOBAPOB NIETKOM NPOMBIWAEHHOCTH, POTOANNAPaTE! U WHHI

Angape 2020 — HaunHaeTCa 0bA3aTENbHAR MADKMPOBKE NEKAPCTBEHHLIX NPEMapaToe

K 2024 rogy eguHag HauuMoHanbHad CUCTeMa MapKMPOBKKW OXBaTUT BCe OTPac/U NPOMbIWNEHHOCTU — OT CUrapeTt
M NeKapcTe A0 oAeXabl U AeTCKOro NnuTaHn4.



[apaHTUA NOANMHHOCTY Data Matrix kog

Paamewerwe Data Matrix koga Ha ynakoexe Tosapa

Lindposor ko MapKAPOBKY YHIKANEH, HENOBTOPMM, EnuHoe pewenvie Ans BCEX TOBAPHAIX no3sonseT 3gHeKTUEHO BOPOTHES C KOHTPadEKTOM
HEMOXMLL3EM, METKO HaHECT Ha MioByio yrakosky rpynn ¥ KOHTpabaHoM, 3alllMuLaeT neranbHbin BraHec n
notpebuTenel, a Takike NO3BONSET FOCYAAPCTBY
Kop uaeHtnbmkatapa

08203 (OTKDAT2A HACTS NOBbICUTb COBMPAEMOCTb Kanoros
mﬂp VPR 3awwra Mapk1pOBKY OT 338043 40 noTpebutens
€ MOMOWLbKO KpUNTOrPahMK : :

Ko nosepki (kpuno- Data Matrix ko neauTes Ha fBe YacTu: ko

XBoeT) HJJ,EHTHdJHKaL[I‘II"I, I(OTUprI:'I OnNpefenseT NO3NLWKD

Kpuntorpaduts = Ge3onacHacTs mHdopMaLm

TOBdpd B CUCTEME W EAWHOM KdTanore TOBapos, 1

KOO NPOBEPKK WNKM KPUNTO-XBOCT, KOTDPI}II:‘I
FTeHEPUPYET ONepaTop C NOMOLLBK) OTEYECTBEHHBIX

TEXHONOMIA KpUnTOrpadum

3a cyeT QUKCALMM ABMIKEHIS Ha KaXQOM 3Tane B
cucteme Yecruoid 3HAK vckniovaerca nosenexme
[IBOVHVKOB TOB3Pa 1 BO3MOKHOCTb MOBTOPHOTO

H | BbIEQ/a Ha PeIHOK TOBAPOE, B TOM YKUCne C
=}

LIJ WCTEKLIWM CPOKOM roAHOCTH

Kontpons Ha Bcex ranax asmikerms ObwecTBenHIA KoHTPOM Mposepia Ha OHNaIH-KaCCe faxe B
ToBapa noTpeBUTENAMA 4O M MOCAE MOKYMKH perume ohdnaitH NpK BLIE0AE TOBaPa
ToBapa w3 obopora



1

2

3

e MpoBepka ckaHepa

Bbi6epuTe kakoii ToBap Bbl ckaHupyeTe?

Tabak Nexapcrea O6yeb

MpoBepbTe, YTo y Bac yCTaHOBNEHA aHIMMICKas packnagka KnaBuaTypbl

'ty
Yl 'f.d'l MPOBEPUT

e

CrennTe kog Data Matrix v nporecTupoearts ewe pas




roFPogcKAR

MHOMroNPO®WNbBHAR
R KaHepbl

cZa

rnAasHASR BEWM3IHECY MAPKHMPOBKA M SKCNEPHMMEHTBI MAPKMPOBKA NEKAPCTE

Mapkupoeka nekapcrTs

O mapkupoeke Kak ctate yyacTHMKOM/MapTHEPOM FAC DokyrMeHTs YuacTHMKK apTH PaBoum

r - napTHePbl 3asBka Ha NapTHEpPCTBO

ﬁa Crnmcok napTHEpoOB ﬂl‘ﬂo‘rec—rupoaaHHble pemeuﬂb

“ =

Bxon 8 cilcTemy

Kaccoroe obopyanosanme
Mecourkua

Onepartopws 200
Mopnepmxa
e MporpamMmMmuoe obecnevenve

MuTerpatopbl

+ o+ + +

o

< b4 MpoTecTupoBaHHbIe CKaHEPbI LWITPMX-KOOa >

ATOMN D2

ATOJS SB2108 Plus



g MporpaMmMHbIe NPOAYKTbI

rMABHAR BM3IHECY MAPKMPOBKA W SKCNEPHUMMEHTSI MAPKMPOBKA NEKAPCTE

Mapkuposka nekapcTs

O Mapkupoeke KaK cTaTb y4acTHMKOM/MapTHEPOM FAQ DokymeHTel YUICTHHKK NapTHEpbl PaBouwme r
] napTHEPhl 3asBeKa Ha NapTHEPCTBO

r
g@ C:Eﬂm:ol{ nap'rHé_EgD MNpoTecTupoBaHHble peweHus
|

-
Bxog B cucTemy
o= Kaccoeoe obopyaoeaHwe
Mecouynunua
o= Onepatopwm 300
Mopnepxka
e < b4 MporpamMmHoe obecneveHne >

3AO «1C»

1

Dupma «1C» cneumanmanpyeTca Ha pa3paboTke, AMCTPUBBIOLMI, M30aHKMM
¥ NOOEepHKKe KOMNbITepHbIX Nporpamm. «1C» paboTaeT ¢ nonb3osaTensaMm
Yepes pasBeTeNeHHY napTHepckyo ceTe: bonee 7000 dwpm-

1C: Ppanyanan, CepTMdUUMPOBAHHDBIX Ha OKa3aHWEe KOMIMIEKCHBIX YCNyT



BONBHWLA Ne 2

= roroagckas
1 MHOMONPO®UILHAR

Meponpustus

Bebunapbt  CemuHapel Bugeoapxus

Mokasats: = Bcerpynnet 22 = /lekapctsa 1

|
BEBMHAP E]m" { B ¥

OcHoBHbie AecTENA nocne
PErnCTPALMN ANTEYHOW
OPraHM3aunK B CHCTEME
MapKMPOBKK (TecTupoBanue
rorosHocTH Gusnec-npoueccos)

A |

Cnukep: CBeunH AHaTonui
Menepwep npoexta «Dapmas, LIPOT

27 Asrycra 2019

ﬂeKuvm no MapKuUpoBkKe ansg
anTek: YTo genaTtb nocne
perucrtpauuu B cucreme?

Anatonuit CeeunH
KoopavHaTop npoexTa no perucrpaumm Bbl..

MoppobHee =

BEBUHAP

24 Wiona 2019

Pabota c peructpatopamu
BbIObITUSA B MEAULIMHCKMUX
opraHu3aumsax

Anatonun Ceeunn
KoopavHaTop npoexTta no pervcrpaumm Bbl..

Mapar Cakaes
Y [upexTop no passutmio Hanpasnenns «Pa..

Mogpobree =

[

BEBUHAP

™ ™ YECTHBIA HauwckanerAn

OV SHAK Dot

YHectupbiin 3HAK — HaurmonanbHaa cuctema
udpOBOK MAPKMPOBKKM 1M MPOCASKMBaIEMOCTM
TOBapos I_LEHTpa PazBNTHMA NEPpCNekKTHBHDBIX
TEXHOMOMMMA, CO30aHHOMND ANA peanm3ams
rnoGanbHbIX MPOeKTOB B UMb POBOA

SKOHOMMKE

o«

19 Uionsa 2019

Kak anteke paboTaTb B cucTeMe
MapKUPOBKM NeKapCTBEHHbIX
npenapartos?

e AxToH XaputoHos

-

Pykosoaurens hapMauesTYECKOro Hanpa...

Auxaronun Ceeunn
KoopavHaTop NpoeKTa no PerncTpaumm Bbl

Mogpobree =



BEONBHMLLA Ne 2

I"%i b HAs PaboTta nHpopmaLMOHHON CUCTEMDbI

BHeceHne wuvHMoOpMauum O nekapCTBEHHbIX Mpenaparax B CUCTEMY MOHUTOPUHra
npon3BoauTCcs cybbekTamu obpalleHusa nekapCTBEHHbIX CPEeACTB MOCe MNPOXOXKAeHUs
NMMN pernctpaunmm B CUCTEME MOHUTOPUHra N NPeadocTaBnNeHUs UM JNIMYHOro KabuHeTta
cybbekTa obpalleHna NnekapCcTBEHHbIX CPEACTB

[Mlo pesynbratam peructpaumm cybbekta obpalleHMa nekapCcTBEHHbIX CpPeacTB B
CUCTEME MOHUTOPUHIAa W MPeaoCcTaBfeHMn emy §uyHoro kKabuHeTa Ha apgpec
SJIEKTPOHHOW NOYTbl, YKasaHHbLIA Mpu nogaye CBedEeHUMW, onepaTtopoM CUCTEMDI
MOHUTOPUHIa C MCMnornb3oBaHMEM yHKUMOHANa CUCTEMbl MOHUTOPWHra OTnpaBnsieTcd
COOTBETCTBYHOLLIEE yBEAOMIIEHNE

CybbekT oOpaweHns rekapCTBEeHHbIX CpeacTB, [MOMyyYvMBLUMKA  yBeOOMIleHne O
perucrpaumm B CUCTEME MOHWUTOPUHIA, NPU akTMBauuMm QYHKUUMW NMYHOro KabuHeTa
BHOCUT B CUCTEMY MOHUTOPUHIra nepeyvyeHb agpecoB MECT OCYLLECTBIIEHNSA OeATENbHOCTU
nyTeM BblboOpa Takoro agpeca W3 agpecoB, yKasaHHbIX B NIMLEH3NAX HA NPOM3BOACTBO
fleKapCTBEHHbIX CPEeACTB, NUUEH3NAX Ha (hapMaueBTUYECKYD AeATenbHOCTb (BKNoYas
ONTOBYD W PO3HUYHYIO TOPrOBMK NEKapCTBEHHbIMU CpPeacTBaMu) U JIULEH3NSAX Ha
MEONLMHCKYI0 OeATENbHOCTb, a TakkKe nepedYeHb agpecoB papMaueBTUYECKMX CKNaaoB
(FpY HANUUUKU yKasaHHbIX NULIEH3NI) 2



BEONBEHWLLA Ne 2

F - FOPOOCKARA o
I‘%- MHOT OMPO@MnEHAS Pabota uHdopmauMOHHOU CUCTEMBI

CBeoeHuda, nepegaBaeMble B CUCTEMY MOHUTOPUHra, dQOPMUPYIOTCA U
npeacTaBnalTCA B (POPME  3MNEeKTPOHHbIX  OOKYMEHTOB, MOAMNUCAaHHbIX
YCUITEHHOW KBannuunpoBaHHOW 3M1EKTPOHHOW No4NnCLIO

[lepenava cBegeHUn B CUCTEMY MOHUTOPUHIA OCYLLECTBNSETCA MNOCPenCTBOM
HanpaeeHuns gpannos gopmaTta XML

[aton npencrtaBneHUs CBEAEHUN B CUCTEMY MOHUTOPUHra cuYMTaeTcsl Aara,
3adMKCMPOBaHHAsA B KBUTAHUMW O MpUeme CBedeHur, hopmMumpyemMon npu umx
dukcaunm B cMCTEME MOHUTOPMHIA B (hOpME 3NEKTPOHHOIO JOKYMEHTaA



BEONBEHWLLA Ne 2

F - FOPOOCKARA o
I‘%- MHOT OMPO@MnEHAS Pabota uHdopmauMOHHOU CUCTEMBI

[MpeaoctaBneHne cBegeHUW B CUCTEMY MOHUTOPUHra cybbekTom obpalieHus
NEKapCTBEHHbIX CPeacTB NPWM OCYLLECTBIIEHMM oOnepauun C NeKapCTBEHHLIM
npenapaTtoM OCYLLUECTBSIETCA MNocneaoBaTenbHO, 3a WCKMIYEHMEM Chny4vaes,
NpeaycMOTPEHHbIX HacTtosawmmMm  [lonoxeHunem. [lpu 3TtomM cBegeHusa 06
oyepeagHon onepauunm C JneKapCTBEHHbIM MpenapaTtoM nepegarTcd nocne
nonyvyeHnss cybbektamm obpalleHnst NekapCcTBEHHbIX CPEeACTB MOATBEPXOEHUS
00 ycnewHon obpaboTke CUCTEMOM MOHUTOPUHra CBEOEHUW O npeablayllen
ornepaunmn ¢ NnekapCTBEHHbLIM npenapaTom

[Mpn ocywecTBneHnn cyobekToMm obpalleHns nekapCcTBEHHbIX MNpenapaTos
Kakmx-nnbo  genctBum  (NonydeHne, nNepemMelleHrne  mexay  Mectamu
OeATeNnbHOCTN, Nepegada, pacopMUpoBaHUE TPETUYHOM YNAKOBKWU, WU3BATUE
NeKkapcTBEHHbIX MNpenapaTtoB W3 TPETUYHOM YMNakoBKW, BbIBO4 M3 0060poTa,
NOBTOPHLIA BBOA B 0OOPOT, nepeagava Ha yHUUTOXEHUE, PakT YHUUTOXEHUS U
T.O.) B TeyeHne 5 paboumx OHEM C MOMEHTa (PaKTUYECKOro COBEpLUEHUS
onepaumn 0o NpeaoCcTaBfeHNa CBedeHUn O AanbHEeWWwmMX onepauusax ¢ Takumu
npenapatamm npeacTtaBnser B CUCTEMY MOHUTOPUHra COOTBETCTBYHOLLMNE

cBefeHUS
@ [ )



BEONBEHWLLA Ne 2

F - FOPOOCKARA o
I‘%- MHOT OMPO@MnEHAS PaboTta nHdopmaumMoHHOU CUCTEMBI

OcHauleHne cyObekToB 0DpalleHNsT NeKapCTBEHHbIX CPEACTB, OCYLLECTBNSOWMX
BbIBO4 M3 060pOTa NekapCTBEHHbLIX NpenapaTtoB nyTeM oTnycka 6ecnnatHo unu
CO CKMOKOM nEeKapCTBEHHbLIX MNpenapaTtoB MO peuenty Ha JleKapCTBEHHbIE
npenapartbl WUAM  OTNyCKa JEKapCTBEHHbLIX MpenapaTtoB, YCTpoMcTBamMu
perucTtpauum  BblObITUS  NEKAPCTBEHHbLIX  MpenapaTtoB  OCYLLECTBNSETCH
onepaTtopoM CUCTEMbI MOHUTOPUHra Ha 0e3BO3Me34HOM OCHOBE. B uensx Takoro
OCHalleHns1 cybbekTbl oObpalleHUs NeKapCTBEHHLIX CPeacTB 3akni4yakT C
onepaTtopoM CUCTEMbl MOHWUTOPUHra [OOroBOPbLI, B TOM 4uUCne coaepalime
yCrnoBUSI NpedoCTaBfieHUsi Takoro obopyaoBaHUA WM ero  pernameHTHOro
obcnyxmBaHma Ha 6e3B803Me34HON OCHOBE

CybbekTbl obpalleHns1 nekapCTBEHHbIX CPeacTB npu ObHapy)XeHun OLnOOK B
cBegeHusix (HeO4oOCTOBEPHbIX CBedEeHMW), npeacTaBfleHHbIX UMW B CUCTEMY
MOHUTOPUHIra Npu BBOAE B OOOPOT NeKapcTBEHHbIX MpenapatoB M obopoTte
NeKapCcTBEHHbIX NpenapatoB, NPeAcTaBnsaAldT B CUCTEMY  MOHUTOPUHra
NHOpMaLUNIO, HEOBXOANUMYIO ANs1 UCNPaBIIEHUS YKa3aHHbIX OWMOOK B CBEAEHUSIX
(HegocToBepHbIX CBeEAEHUI) (Aanee - ucnpaeneHne owmnbok)



|~ — roPOOCKARA o
l“{:- oo PaboTta uHdopmauMoHHON cUCTEMBI

CybbekTbl obpalleHns NekapCTBEHHbLIX CPeACTB BnpaBe BHECTU WUCNpaBreHUs
OWMBOK OO0 TOro MOMEHTA, Korda OHM Obln yBeOOMSIEHbl O Ha3HAYEHUU B
OTHOLWEHNUM HWUX MNPOBEPKU, OCYLLUECTBISIEMON B YCTAHOBMNEHHOM MOpsiAKe
depepanbHon cnyxbon no Haas3opy B cdepe 3apaBoOOXpaHeHUs, No akTy
npeactaBneHns cyobektamm obpalleHns nekapCTBEHHbIX CPeACTB OLUMOOYHbLIX
(HeOOCTOBEPHbIX) CBEAEHMN

B cnyyae ecnn B npeactaBneHUN CBELEHUN, B KOTOPbIX OOHapyXeHbl OLIMOKK
(HeoocToBepHbIE CBedeHudA), ydacTBoBanu [gpyrme cybbekTbl obpalieHus
NeKapCTBEHHbIX CPeaCTB, TO UCMpaBneHna oWMBbOoK CHMTaOTCH NPUHATBIMU Nocre
NOATBEPXKAEHUSA [OOCTOBEPHOCTU MNpPeAcTaBneHHbIX WCrpasieHnn owwmnbok B
cMCTeMe MOHUTOPUHIa BCEMW Yy4acCTHUKaMW TMpencTaBlfieHUs CBedeHun, B
KOTOPbIX 0OHapy»KeHbl OLWNOKM (HEOOCTOBEPHbIE CBELEHUS)



B roronan B cuctemy MOHUTOPUHIra BHOCATCS
1 FOMErLA e 2 crnegylowme ncnpasrneHns ownooK B
OTHOLUEHUUN COOCTBEHHbIX onepauunn:

1. oTmMeHa cybbekToM oO0palleHns NeKapCTBEHHbIX CPeacTB  paHee
3aperMcTpupoBaHHOM onepaumn (B crnyyae, ecrnu Mocne Takow ornepauumn He
OblNMM  coBeplleHbl AOeNcTBUS C MepexodoM npaBa CcoOOCTBEHHOCTM Ha
nekapcTBeHHble npenaparthbl);

2. OT3blB COOOLIEHMS OO OTrpy3Ke JIeKapCTBEHHbIX MpenapaTtoB CyObeKTOM
obpalleHns NeKapCTBEHHbIX CPEeAcTB - OTNpaBUTENEM TaKoro coobuleHus,
nepegaHHOro nony4vartesnito feKkapCTBEHHbLIX NpenapaTtoB. Takasi KOpPPEeKTUPOBKa
BO3MOXHa A0 nepegayn cBedeHun o noaTBepKaeHnn nepegaym nekapCTBEHHOro
npenaparta gpyrmm cyobekTom obpalleHns nekapCTBEHHbIX CPEACTB;

3. oTKas cybbekTa oOpalleHUss JeKapCTBEHHbIX CpeacTB - nonyyvartens
NeKapCTBEHHbIX NpenapaTtoB OT MPUEMKN NEKapCTBEHHbIX npenapaTtoB. Takas
KOPPEKTUPOBKA BO3MOXHA OO0 nepegadn CBeAeHUr O NoATBEPXKOAEHUM nepeaaydn

flekapcTBEHHOro npenaparta Apyrum cybbekTtoMm obpauwleHusi nekapCcTBEHHbIX
npenaparos.



I‘Ei ovoncn BrnokMpoBka  NPUHATMSA  CUCTEMOVA
EONBEHWLIA Ne 2 v
MOHWTOPUHra cBeAeHUN

BrioknpoBka NPUHATUA CUCTEMOWM MOHUTOPUHra CBeOeHUM O BBode B 06OpoT
flekapcTBeHHbIX rpenapaTtoB, 06 obopote u (Mnn) O BbIBOAE M3 0bopoTa
flekapCTBeHHbIX npenapatoB (ganee - ONOKMPOBKA) OCYLIECTBNAETCA B
aBTOMaTU4YECKOM pPexXmmMe B COOTBETCTBUM C pernameHToM, onpeaensieMbim
ornepaTtopoM CUCTEMbl MOHUTOPWUHIa U corriacoBaHHbIM ¢ ®eaeparnbHoOn cnyxboun
No Hag3opy B cdepe 3apaBoOOXpaHEHNS

[Mpn ycTpaHeHUn cyObekToM obpalleHusi NekapCTBEHHbIX npenapaToB MPUYKH,
MOCMY>XMBLUMX  OCHOBaHMEM  Ans  ONOKMPOBKWM, OTMEHa  OGNOKMPOBKU
OCYLLIECTBIISIETCS B aBTOMaTU4YECKOM pexmme

BrniokMpoBka M OTMeHa ONOKUPOBKM MOryT BBOAMUTLCA B OTHOLLUEHUM €OUHULbI
NleKapCTBEHHOro npenapaTta, napTuM NeKkapCcTBEHHbIX MpenapaTtoB WUMNn cepuu
NleKapCTBEHHbIX NpenapaToB



MHOMoONPO®@WNBEHAR

B roroncic BnokupoBkKa MPUHATUSA CUCTEMOU
1 BOnEHLA N 2 MOHMUTOPUHra cBeaeHUn

B oToenbHbIX criydadx, nepedeHb KOTOpbIX onpegenserca PenepasnbHOU
cnyx6bon nNo Hag3opy B cdepe 3apaBooXpaHEHUs, Npu BNOKMPOBKE OOMYCKAETCS
BO3MOXHOCTb nepenadn CBedeHUM O BO3BpaTe JieKapCTBEHHbIX MpenapaToB
NOCTaBLUMKY, O Nepefade fiekapCTBEHHbIX NpenapaTtoB Ha YHUYTOXEHNE N (UNK)
006 nHom BuAe BblBOAA M3 0OOPOTa NIEKAaPCTBEHHbBIX NpenapaToB

lNMepe4vyeHb NPUYUH ONTOKUPOBKU

1. BbisiBieHMe HECOOTBETCTBUA TPeboBaHUN K Ka4eCcTBYy B pamMKax BbIDOPOYHOIO
KOHTPOSA Ka4ecTBa JlekapCTBEHHbLIX CPeACTB 1 pegepanbHOro Hagsopa B cdepe
obpalleHna nekapCTBEHHbLIX CPeacTB, ocyllecTndeMblx ®eneparnbHon cnyxboun
No Haa3opy B cdhepe 34paBoOOXpaHEHNS N ee TeppuTopuarnbHbIMU opraHamMmu

2. [llpuHatne MuHUCTEPCTBOM 3apaBooxpaHeHua Poccunckon denepauunm
peweHna o6 oTMeHe rocygapCTBEHHOM pernctTpaunm nekapCcTBEHHOro npenaparta
B nopsigke, YCTaHOBJIEHHOM MNYHKTOM 6 cTtatbn 32 PepepanbHoro 3akoHa "O6
obpalueHum nekapcTBeHHbIX cpeacTs”



BEONBEHWLLA Ne 2

I—'fi rovooian BnoknpoBka NPUHATUA CUCTEeMOM
1 MOHUTOPUHIa cBeAeHUM

3. MNpuHaTtne degepanbHom cnyxdon Nno Hag3opy B cdepe 3apaBoOXpaHEHUS NO
nToraMm paccMoTpeHust obpalleHna cybbekta obpaweHust NeKapCTBEHHbIX
CPEeACTB peLleHns, cogepallero ceegeHust oo obHapyXeHUM HEeCOOTBETCTBUS
BbINYLLUEHHbIX B OOOPOT JleKapCTBEHHbIX MpenapaTtoB Ana MeOULUHCKOro
NpUMEHEHUa (Oanee - JiIeKapCTBEHHblE npenapaTtbl)  YCTAHOBMNEHHbLIM
MuHucTepcTBOM 3apaBooxpaHeHnsi Poccunckon depepaunm npu perncrpaumnu
9TUX NIEKapCTBEHHbIX NpenapaTtoB TpeboBaHUAM

4. OTCcyTCTBME B CUCTEME MOHUTOPUHIra OBMKEHUSI NEKAPCTBEHHbLIX NpenapaToB
(banee - cucrtemMa MOHUTOPUHra) cCBedeHUWW O Hanuuum neKapCTBEHHOro
npenapata y cybbekrta obpalleHnsi NeKapCcTBEHHbIX CPeACTB, NPeACcTaBnAOLLEro
cBegeHnsa 06 obopoTe 3TOoro nekapcTBEHHOro nNpenapara

5. NcTeyeHne cpoka rogHOCTU feKapCTBEHHOro npenapara B COOTBETCTBUM CO
CBEleHUAMU, 3aperMcTpupoBaHHbIMU B CUCTEME MOHUTOPUHTA



B roroncic BnokupoBka NPUHATUSA CUCTEMOM
1 soneruA e 2 MOHMUTOPUHIra cBeAeHUn

6. HecooTBeTCcTBME CBEOEHUN O JIEKAPCTBEHHOM rpenapare, npeacraBfieHHbIX
cyObekTOM 0bOpalleHnsa NekapCTBEHHbIX CPEACTB NPU ONMCaHUN NEKapCTBEHHOIO
npenapata B MHAOPMaUMOHHLIA pecypc, obecneymBalonm y4eT N XpaHeHune
OOCTOBEPHLIX [daHHbIX O ToBapax MO  COOTBETCTBYHOLIEN  TOBaApPHOW
HOMEHKNaType, cBedeHUsIM, MOSflyd4eHHbIM CUCTEMOM MOHUTOPUHIa N3 eauHOU
rocygapcTtBeHHOU MHOpMaLMOHHOW cUCTEMbI B cdhepe 34paBOOXpaHeHUs

7. [llpencraeBneHne B CUCTEMY MOHUTOPUHra CBeOEHUM O npogaxe
NeKkapCTBEHHOro rnpenapara ¢ dpapMaueBTUYECKOro ckraga npu OTBETCTBEHHOM

XpaHeHUK

8. MNpencrtaBneHne B CUCTEMY MOHUTOPWUHra CBeAEeHU 00 oTrpy3ke (npogaxe)
NeKapcTBEHHOro npenapara 40 perncTpaumn B Hel cBefdeHnn o BBoae B 060poT
NeKapcTBeHHbIX npenapaTos

9. OTcyTCcTBME B CUCTEME MOHUTOPUHra CBEAEHUW O Hanmuuuu y cyObekTa
obpalleHnsa neKapCTBEHHbIX CPEACTB JUMUEH3UN, NPeaoCTaBnsWKUX CyObekTy
obpalleHus NnekapCcTBEHHbIX cpeacTs npaBo Ha OCYLLECTBIIEHME
COOTBETCTBYOLLMX Onepaumn



MHOMoONPO®@WNBEHAR

B roroncic BnokupoBkKa NPUHATUSA CUCTEMOW
1 POMEHLA N 2 MOHUTOPUHra cBeaeHUn

10. T[lpeoctaBneHne B CUCTEMY MOHUTOPUHra CBEOEHUW C HapyLueHUEM
TpeboBaHu [1ONOXEHUA O CUCTEME MOHUTOPUHIA ABWXKEHUSA JEeKapCTBEHHbIX
npenapartoB ANst MeAUUNHCKOro NPUMEHEHUS], YTBEPXKOEHHOIO NOCTAHOBEHNEM
[MpaButenbctBa Poccuimnckon depepaumm ot 14 gekabpst 2018 . N 1556 "O6
yTBEPXKAEHUN [1ONOXEHNSA O CUCTEME MOHUTOPUHra OBWXEHUSA JEeKapCTBEHHbIX
npenaparoB Anst MeauLMHCKOro npumMmeHeHns"

11. OTcyTcTBME CBegeHun O 3adBuTene B EOnMHOM rocyoapCTBEHHOM peecTpe
IOPUONYECKUX JINL, KaK O OEWCTBYHOLLUEM topuaundeckom nuvue, wnu B EguHOM
rocydapCTBEHHOM peecTpe wuHOMBUAOYyanbHbIX MpeanpuHMMaTenen Kak o
OeNCTBYOLWEM WHAOMBUAYANIbHOM npeanpuHumarene, unm B rocygapCTBEHHOM
pEeecTpe aKKpeauToBaHHbIX dunuanoB, nNpPeacTaBUTENbCTB  WHOCTPAHHbIX
IOPUONYECKNX NUL, Kak O AeuncTteylolemMm dunmane unu npencraBuTenbCTBe
MHOCTPAHHOIO Hpnan4ecKoro nuua Ha tepputopumn Poccmnnckon denepaunm



I_Ifi roponcian BnokupoBkKa NPUHATUSA CUCTEMOW
1 MOHUTOPUHra cBeaeHUn

BEONBEHWLLA Ne 2

12. Hanuwuve B EAOWMHOM rocygapCTBEHHOM peecTpe puanyeckux vy B
OTHOLLUEHUM 3asBUTENA 3anucu O HeOOCTOBEPHOCTU CBedEeHW, BHECEHHOW B
COOTBETCTBUN C MyHKTamu 5 n (nnm) 6 craten 11 depepanbHoro 3akoHa "O

rocydapCTBeHHOM  perncTpaumm  Lpuandyecknx nuy 1M uHOMBUAOYyanbHbIX
npegnpuHumarenen”

13. TllpuHatne MwuHUCTEepcTBOM 34paBooxpaHeHna Poccunckon depepaunu
pPELLEHNS O MPUOCTAHOBMEHUN MNPUMEHEHUS NEKAPCTBEHHOro rnpenapara B
COOTBETCTBUM C YacTbio 7 cTtaTbh 64 n ctatben 65 denepanbHoro 3akoHa "O6
obpalueHum nekapcTBeHHbIX cpeacTs”




— roPOOCKARA
‘ MHOMoONPO®@WMNBEHAR
- EONBEHWLIA Ne 2

CriocoOsl perucrpaninu
BbIBOAA U3 000pOTa
A€KapCTBEHHBIX
[periapaTos




OnucaHue cnocoboB perucTpaLmm Bbieo4a M3 060p0oTa

NIeKapCTBEHHbIX NPENapaToB Mo TUNaM Y4aCTHUKOB 060POTa

;
Cxema 1

I0puamueckue nmua
MMM HHAMBMOYaNbHbIE
npeanpUHUMaTenH,
OCYWECTBASIOWME
hapMaLleBTHYECKYHO
LeATENbHOCTD

Cxema 2.1

Moctaswuk JIN
i ;
Cxema 2 Cxema 3
IUPHJJ,H'-IECKHE NKua, IﬂpHnM‘IEEI{He NHuUa,

OCYWIECTBASIOUINE B KAYECTBE
OCHOBHOTO (yCTaBHOrO) BUAaA
NEATENbHOCTA MEAWLIMHCKYIO
[EATENbHOCTb

MeAMLIMHCKHE OpraHU3aLuM, 0Ka3biBaloLiye

NEPBUYHYHD MEAUKO-CaHWTaPHYID NOMOLLb

MeAMLHHCKME OpraHu3aliuM, OKa3biBaloLue

Cxema 2.2 CNELMANU3UPOBAHHYIO (B T.u.
BbICOKOTEXHONOTMYHY) MEAUUMHCKYIO NOMOLLb

| OCYWECTBNSIOLLME Hapsay

i C OCHOBHOIA (yCTaBHOM)

! JeATENbHOCTLI0 MEAMLMHCKYID
NeATeNbHOCTS :

Cxema 2.3

Cxema 2.4

Cxema 4

WHAMBHAYaNbHbIE
NpeANpHHHMATENH,
OCYWECTBAAIDWWME
MEAMLIMHCKYI0 NEATENBHOCTD

MeAMLMHCKKE OpraHU3aLyK, 0Ka3biBalolue
CKOPYI0 MEAULMHCKYI0 NOMOLLb

MeAMLMHCKKHE OpraHU3aLyK, 0Ka3biBalolue
NanNHaTHBHYK MEAULIMHCKYK NOMOLLL



OnucaHue cnocoboB perncTpaLim Bbieo4a U3 060poTa

NeKapCTBEHHbIX NPEnapaToB Mo TMMaM Y4aCTHUKOB 060poTa

Cxema 1. Onuicanue cnocobos pericTpaumu Belgoda U3 060poTa NEKapCTBEHHLIX NPENAPaTOB B anTekax, anteyHblX NYHKTaX, anTeYHbIX KUOCKaX
W Y UHAWBWAYANbHbIX NPEANpPUHUMATENE, UMEIOWMX NULIEH3UIO HA dapMaLleBTUYECKYIO AeATENLHOCTL (Aanee- anTeyHble OpraH13aLuK)

v

: ANTeuHble OpraHusaunm, & :

! He uMetowwme obocob-

! NIeHHbIX NOApa3neneHui, :
! ocywecTensiowve
: PO3HUYHyl0 Toprognio NN

: Wau GecnnatHo

v KKT Y B i

: ANTeuHble OpraHM3aumu,
i OCYWECTBAAIOWME OTAYCK ©
. N 6ecnnarko (7 B3H)
: v ornyck /N co ckuakoi |

i i OCYWECTBNAIWME ,
: i pO3HMYHYK Toproenw M : :
t 1 otnyck JIM €O CKMAKORA
: © uAn BeCNNaTHO

O

Mocrasuwumk JIM

v

: i ANTeuHble OpraHMsauuM, |
i 1 uMelwme 060cobneHHble |
i noapasfeneHus,

v KKT ¥ PB

: Moapasaenenua,

| OCYWECTBNALE .
: pO3HMuHyI0 Toprosnio NN
: 1 otnyck NN co ckupkoi
{ WM Becnnatho

VKTV PB

i i pacnonoxeHbie B
: i TpyAHOBOCTYNHOM WNK
: yDaneHHoi MeCTHOCTH

-V M v"PB

i | ANTeuHble OpraHM3auWM, | : ANTeUHble OpraHH3aumH, :

: § HaxopAwueca 8 Of ‘
: ¢ MOAI, pacnoNOXEHHbIX
: | B CENbCKUX HACENEHHBIX

: i MyHKTax

v KKT



OnucaHue cnocoboB perncTpaLmm BoiBo4a U3 060poTa

NeKapCTBEHHbIX MPENapaToB Mo TUMaM y4acTHUKOB 060poTa

Cxema 2.1. OnucaHue cnoco6oB perucTpaLuu BbIB0Aa M3 060POTa NEKapCTBEHHBIX NPENApaToB B CaMOCTOATENbHbIX MEAULMHCKMX OPraHU3aLMsX,
OKa3blBaKLLMX NEPBUUHYI0 MEAMKO-CaHUTAPHYI0 NOMOLLb (nanee - MMCN)

Mocraswmk JM

CamocTosATeNbHAA MEAULMHCKAS OpraHu3auns,

oka3bieawowasa NMCM

B LleHTp oBLier BpaueBHOM NPaKTUKKM . i
MOAVKNUHHKE e (CEMBAHOA MEAMLHHI) ™ - BpaueBHas amBynatopus y PBE

O6oco6neHHble NoapasaeneHua AnTeKa (anTeuHbIi NYHKT,
(hvnuansi) NONMKNMHMKK (MECTA  ©  :  aNTeYHbIA KMOCK) B COCTaBe

“Pl OCYILECTBNEHMA NEATENBHOCTH) | i MONMKIMHUKA, OCYLLECTBASIOLAS s ——— 'o
= : 1 pO3HMYHylo Toproenio /N }
v KKT ¥ PB v KKT

11



OnucaHme cnocoboB perucTpauum Boioda U3 060poTa

NEeKapCTBEHHbIX NPenapaToB No TUMaM Y4aCTHUKOB 060pOTa

Cxema 2.2. OnucaHue cnocobos perncTpauuu Boigoaa U3 060poTa NEKapCTBEHHBIX NPENapaToB B MEAULMHCKUX OpraHU3aLmMaX, 0Ka3blBatoLLMX
CNeumanu3upoBaHHYIo, B TOM YACNE BbICOKOTEXHONOMMYHYH), MEAMLMHCKYK noMoLub (aanee -CMM (BMIM)

MocTaswmk NN o, AnTeKa (anTeuHblit NyHKT,
: anTeuHli KNOCK) :
: ! B COCTABE MEAMUMHCKON
' | OpraHu3aLuH, ;
! OKa3blsawowen CMM (BMI),:
MenuuMHCKas opranusaums, evvesend OCYLUECTBNAIOWAR :
oka3sigaiowwan CM (BMN) : pO3HM4HYI0 Toprosnio /N

o

ANTeKa (CTPYKTYPHOE NOAPa3AENEHUE), OCYLLECTRAAILLAA
otnyck /N Ang oKa3aHWs MeAULMHCKOA NOMOLLM (BONbHMYHAS

anmexa)
0O /= 0O /= O /= 0 /=

: 060co6/eHKbIe NOApPa3- | | [logpasaencHus : | Nonpasaenenus i | Noppasaenexus : i OBocoBneHble noapas-

: AeNeHHS MeAMLIMHCKO/ (oTaeneHua) i i (oTAeneHus) i i (OTAGNEHUs) MEMUMHC- : i AENeHMS MeAMLMHCKON

i OpraHu3aUuM, OKasbl- { i MeBMLMHCKOM i | MeAMLMHCKO i ! Koil OpraHM3aum, i | OpraHMsaLyH,

i Bawowme CMMN (BMM) u/mnu: © opranusaumw, i | OpraHM3auum, i i okasbigaowme MMCM ¢ @ oka3bieawwme NMCM

: MMCMN(mecta ocywecTe-  : : okasbiBalowme CMI‘I(BMI‘I]  okasbisalowme CMM (BMM) | (Mouknukmka, ovaenenme; | (®AM, ON) v ocywecte-

 NEHUS JEATENbHOCTH) | i i | JHEBHOrO CTauMoHapa) : : JAIOLIME PO3HUYHYIO

v PB

v 2D CkaHepbl : : Toprognio /N




OnucaHune cnocoboBs perncrTpauum Boioda U3 060poTa

NEKAPCTBEHHbIX MPEnapaToB Mo TUNaM y4aCTHMKOB 060pOTa

Cxema 2.3. OnucaHue cnoco60B perucTpaumum BeiIBoaa U3 060p0Ta NEKapCTBEHHBIX NPENapaToB B MEAULMHCKUX OpraHu3aLmMax,

OKa3blBalOWKX CKOPYH MEAWUMHCKYH NOMOLLb

CamocToaTensHas MegMUMHCKan
opraHu3auMa (CTaHUWs CKOpOH
MEeLULMHCKOA NOMOLLM, BONLHULA CKOPOT
MELULMHCKOW NOMOLLMW)

AnTeKa (CTPYKTYpHOE NOAPa3AeNEHKE),
OCYLECTBAAKWAR oTnyck /1N ans
OKa3aHMA MEAULMHCKON NOMOLLM

(6onbHMYHaA anTeka)
v PB:

i OTAENEHWE CKOPO#

- MEaULMHCKOR
MELWULWHCKOR noMoL
NOMOLLLIM : 3
i W 2DCkaHep

T T T R PR T TP P T TR P T T IR TPET TP

i OtneneHwe ckopoid

MocTaswyumk JM
B V.o
MeAuuMHCKas opraHu3auus, MeHUMHCKas OpraHu3aLys,
OK3bIBAIOWAA CKODYIO MEMUMHCKYIO & & oka3biBaloLLan CKOPYIO MEAVLIMHCKYIO
NOMOLLb (NOAMKAUHUKA) P oMol (60bHILE)
v PB i
OTaeneHue ckopoit : | AnTeKa (CTpyKTypHOE noapasaeneve),

MEAHLMHCKOH MOMOLLY P ocyuwiecTensiowas onyck /N s
P 0Ka3aHMs MeMLIMHCKOI MOMOLLY

v 2DCkaWep : (60nbHWYHas anTeka)

v PB :

: i | OtpeneHue cKopoii !
: OTAeNeHHe CKOPOM | | wenuuuHckod
i MEOMUMHCKOR | MOMOLLM

oMot v 2D CkaHep




OnucaHmne cnocoboB perncTpaLmm Bbieoaa U3 06opoTa

NeKapCTBEHHbIX NPenapaToB No TUMNaM Y4acTHUKOB 060pOTa

(xeMa 2.4. OnucaHue cnocoBboB perucTpaLmm Bel0Aa U3 060pOTa NEKAPCTREHHBIX NPENapaToB B MEAULMHCKMX OPraHU3aLmMax U MHBIX
0OpraHu3aumax, OCYLWEeCTBAAIWMX MEAULIMHCKYIO AEATENLHOCTS (XOCNUCAX), B KOTOPbIX OKA3bIBALTCA NANNKATUBHAA MEOULMHCKAA NOMOLLb

Mocraswmk JMN

§ MeAMLMHCKaA OpraHH3aLus, 0KasbigaloLias NanuaTeHylo : } MeaMUMHCKanA OpraHM3aLmMa Xocnuc, 4oM (60NbHULA) CECTPUHCKOTO
! MEAMLMHCKYI0 NOMOLLb (MONMKNMHUKA, LEHTD 0BLLell BpayebHoi : AuL P 4 A . P

: o : : VX043, 0K33bIBaOLLAA NANNUATUBHYI0 MEAMLMHCKYI0 NOMOLLb

; NpaKTUKK (CEMEAHOA MeaMLIMHbI) P

b bas

AnTeKa (CTPYKTYPHOE NOAPa3AENEeHUE),
ocyuwecTensowan otnyck /M ans okazaHua
MEULMHCKOM NOMOoLM (BONbHWYHAA anTeka) J PB

MEOULWHCKOR NOMOLLK 3 ;
A B P P V' 2D CkaHep

: KaBuHeT nannmaTueHoi BblesAHas NaTpoHakHas :

3 cnywBa nannuaTueHOM P Otnenexue Otnenexue
: NOMOLLM :

i,

senad’




OnucaHue cnocoboB perncrpamm BoiBoAa U3 060poTa

NeKapCTBEHHbIX NPenapaToB Mo TMNaM y4acTHUKOB 060poTa

Cxema 3. Onucanme cnocoboB perucTpaumm BsIBoAa M3 000p0Ta NeKapCTBEHHbIX NPENapaTos B OPraHU3aLMaX, OCYLWECTBAAKWMX Hapaay ¢
OCHOBHOM (YCTaBHOM) AEATENBHOCTEH MeAULIMHCKYH AeaTensHOCTh(0Bpa3oBaTenbHble OpraHu3alum, YUpeaeHna Hayku, yupexaeHus
COLMansHOro 0BCNYXMBaHUA, YYPEKAEHUSA YTONOBHO-UCNONHUTENBHOR CUCTEMBI U MHBIE OPraHK3aLUK)

Mocraswumk JIN

o v KKT o Cxembl 2.1 1 2.2
M

W . :

OGPSBDBBTE.HI:HBH OpraHW3alus Bbiclero obpa3oBaHus,
yypexneHde HayKku, yupexaeHue couManbHoro

obuieobpa3oBaTenbHan OpraHM3aLms, HHaa OpraHn3auus, 06CNYKUBaHKA, YUPEXAEHHE YTONOBHO-HCNONHUTENLHON

0Ka3bIBALIME NEPBUYHYIO MELMKO-CAHUTAPHYID NOMOLLb : : CHCTEMbI, OKa3blBAKOLME NEPBUYHYK MEAUKO-CAHHTaPHYIO
(MMcn) : ; nomotk (MMCM) u/mAK cNeuHanu3upoBaHHYIo, B T.M.

BbICOKOTEXHONOMMYHYI0, MEAMLIMHCKYH NoMoLws (CMN(BMI)

LowkonsHaa obpasogaTtenbHan opraH13saLme,

v PB

15



OnucaHue cnocoboB perucTpaumm BbiBo4a U3 060poTa

NEKapCTBEHHbIX NPENAapaToB N0 TMMNaM Y4aCTHUKOB 060pOTa

Cxema 4. OnucaHKe cnocobos perncTpalun Boleoaa U3 000poTa NEKapCTBEHHbIX NpenapaTos HHAKBMAYaNbHbIMA NPEANPUHKUMATENAMM,
ocywecTenAWUMA MEQUUWHCKYID OEATENBHOCTD

Mocraswmk JIN

v KKT

MHAMBKAYaNbHbIA NPeAnpPUHUMATEND,
OCYILECTENSAIOWUMA MEAULIMHCKYIO A@ATENBHOCTb

16




PekomMeHzaLmm no 0TnaaKe MHPOPMALMOHHOTO B3aMMOAENCTBUS

[lpoBefeHue TeCTMPOBaHMS

» 252 OTKa3 OT NPUEMKM

» 391 MoBTOpPHbIN BBOA B 060POT

* 416 Mpuemka 0bpaTHbIiA akLenT

* 431 MNepemelLeHne mexay ML

* 447 Tpuemka /MM, oTrpyKeHHbIX Ha He3aperncTpuposaHHoe M/
511 Mpopaxa (anteku) uan 531 OTNYCK AN 0KazaHUAa MeLNOMOLLM (MeLopraHu3aLnm)
e 521 JIbroTHbIM OTNYCK (aNTeKw)

e 541, 542 YHUUTOXEHME

* 552 BbiBOA 13 060p0OTa N0 NPOYUM NPUYUHAM

« 701 NpueMKa NpAMON akuenT

» 912 PacopmupoBaHmue TPETUYHOW YNaKoBKK (CHavana 210-211)

Lopabotka kaccosoro M0 (anteku) unmn TYC (MeAULIMHCKME OpraHu3aLmm)

[lpoBefeHne NOBTOPHOro TeCTMPOBaHME




Perucrparops! BEIOBI TS

PETMCTPATOP BblbblTUHA



PerncTpaTop BblObITUS — BHELUHWIA BUA U KOMNIEKTALMS

JHAK

v BCTpOEeHHbIX CKaHep - Ang ckaHuposaHua DataMatrix
v JKpaH 1 Knasuartypa - Ans ynpasneHus ycTtpomncTeoM

Wi-Fi, Ethernet - on9 NOAKNYEHMS K BHYTPEHHEA CeTU anTeku
UK Mef. OpraHu3aummn

BO3MOXHOCTb noaknovenus GSM-MoaeMa - Ha C1yyaid, ecu
V' AnTeka unu Mefd. OpraHusaLma He NOAKNKYEHA K CETU UHTEPHET

Moaynb 6esonacHoctu (CK3U) - ang nposepku KpunTo-koaa
Kona MapkupoBku

v AKKymynsaTop

Mogaynb FnoHacc - ANs KOHTPONS COOTBETCTBMS MeCTa OCYLLECTBNEHUS
V' BblObITMS NEKAPCTBEHHOrO Npenapata GPakTUYeCcKoMy

aAgeFe
acdea (=
_*aEaan

.

v KpaTKas MHCTPYKLMS NO UCNONb30BAHUID




B KakMX cny4yasx HYXXHO MCNOb30BaTb pernctpatop BbibbiTUS (PB) B

anTeke unu MeauUMHCKON opraHmn3aumnm st

PeructpaTtop BblObITUS - YCTPOMUCTBO ANA PUKCaLMKU (aKTa Bbloauu
NIekapcTBa no IbrOTHbIM peLenTam 1 BbiIBOAA NeKapCTs U3 060poTa
ONA 0Ka3aHUA MEAMULMHCKOM MOMOLLM.

OTnyck

o NeKapCTBEHHbIX
npenapatos no
NbrOTHOMY peuenty

MpumeHsaeTca
perucTpaTop BblobITUA

o Mpuemka Mot
nocTasluMKa

Peructpatop omnyex

BbIObITUSA HE HY)XXEH NeKapCTBEHHbIX

R o npenaparos Ans
0Ka3aHus

MeaWULMHCKOH
NOMOLLM

MpumeHsaeTca
3
perucTpaTop BblobITUA




Kpunto3awmurta mapkupoBku J1C

Mpu peanusauumn JIC KOHeUHOMY noTpeburtenio - npoBoaUTCA
AONONHUTENIbHAA NPOBEPKA NEerMTMMHOCTM Mapkuposku JI1C
perncTpaTopom BbibbiTua.

B chyyae HecooTBeTCTBUA:

* ABTOMATMYECKM BIOKMPYETCa onepauuma no peasnsauum
(Bblgave/npopaxe) J1C.

* UNHPopmauma 06 O0O6HapyKEHUU M NONbITKE peanusaumm
HenerutumHoro JIC, aBTOMATM4YeCKM OTnpasBaaeTca B
KOHTPO/IMPYIOLLLME OPraHbl.




PexuMbl paboTbl PErMCTPATOPOB BbIOLITUS

«ABTOHOMHbI» — npu 060poTe A0 10 ynakoBOK B A€Hb
Konuyecrso MOL 7B3H

SN

He Tpe6yet nopaboTku MHHOPMALMOHHOM CUCTEMBI YHaCTHUKa 0BopoTa
HeynobcTBa ABOMHOrO BBOAA MHGDOPMaLUK 4 OTCYTCTBUE aBTOMATUYECKOM
NPOBEPKM COOTBETCTBUA CKaHUPYEMbIX KOLOB AOKYMEHTY-0CHOBaHMIO
(peuenTy unu HaknagHow)

«Pexxum TCl» = B noMeLLeHnax 6e3 cBsi3u

3arpyska B PB nepeyns Tpedyembix JIM 1 Bbirpyska cnucka
OTCKaHMpoBaHHbIX DataMatrix X I
Yno6eH ans ucnonb3oBaHus B NoMeLLeHUsx 6e3 cea3u u 0bMeHa 010 (1050 50-100
UHDOPMaLMen C CUCTEMOI y4acTHUKa 06opoTa 6e3 ee fopaboTku (Yepes
KonupoBaHue ¢ainnos)

«CeTeBoii» («naccuBHbli») = npu 06opoTe cabiwe 10 yn. B A€Hb

Pabotoit PB ynpasnsietT UHHOPMaLMOHHAA CUCTEMA Y4aCTHUKA 060pOTa,

MeCTO OCyL. perucrpaTtop
TpebyeTcs ee popabotka hapM. BbiBbITHS
NocTturaetcs Haubonee nonHas aBToMaT3auus, npouecca 1 yaobereo DEATENbHOCTH

ncnonb3osaHus PB 4




KntoueBble YCnoBUS YCTaHOBKM U 06CTYKMBaHUS PB no TMNOBOMY

ﬂ.O FO BO py ;:ﬁraul(ﬂ

Mpu nepenaye PB Onepatop ocywecTsnser:

1. WHCTpyKTaX COTPYAHMKOB y4aCTHWKA O MOPSAKE MCNONb30BaHUS PB

2. TectupoBaHue PB ans noaTBepxaeHus ero coeguHerns ¢ @rvc MO

Mpu 3kcnnyatauuun PB Onepartop ocywiecrenser:

3. pernaMeHTHOE ¥ cepBUCHOE 0bcnyXusaHue PB
4. 3ameHy PB B cnyyae ero nonomku (npu cobni0aeHMU YHaCTHUKOM YCNOBUIA €0 UCNONb30BaHMA)

Mocne ucteyeHns cpoka rogHoCcTM moayns 6esonacHocTu PB (Cpok cnyxbbl 3 roga), 3aMeHy
MOoaynsa 6e30nacHOCTU C NOCNeayLWen akTuBaLnein CePpBUCHBIM UHXEHEPOM.



[leicTBMA anTek 1 MeaULMHCKUX OpraHu3aLmii, Heobxoaumble AN

NoNyYeHUs perncTpaTopa BblObITUS

YECTHBIA

1 3anoNnHWTL 3a9BIEHKE O NPUCOEAUHEHUM K LOrOBOPY 6e3B03Me34HOr0 Nob30BaHUS
: OBUKMMBIM UMYLLECTBOM (YCTPOMCTBOM pericTpaumn BolbbITUS) - 04HO Ha Kaxaoe HJ1 (1)

2. 3an0nHUTb aHKETY Ha PErucTPaTop BbiBbITUS - 1 Ha KaXa0e MecTo AesTeNbHOCTH

Noanucate YK3M cornawexune o npenocrasneduun PB, kotopoe byaer chopMmMpoBaHo Ha
OCHOBAHMK 3aN0NHEHHOW aHKeTbl Ha nony4eHune PB u byaet gocrynHo 8 JIK MOM.

[TOArOTOBMTBLCS K NONYYEHUIO W YCTAHOBKE PErUCTPATOPa BbiOLITUS HA CTOPOHE anTeKU UK
MEANLIMHCKOM OpraHn3aLmm

5. Mocne nony4yenHusa PB noateepants ceoen YK3M 8 JIK MO dakt npepocrasnexuns PB.




[ToAroToBKa K MONYYEHMIO U YCTAHOBKE PETUCTPATOPa BbIObITUS Ha

CTOPOHE anTeKN UK MEAMULIMHCKON OpraHu3aLmu

UHgpacTpyKTypa

MecTo xpaHeHus PB — 220V ana noasapsaaku, npuém MMOHACC
MposoaHo# uHTepHeT unun Wi-Fi Tam, rae peweHo PB noakntoyats 6e3 nposoaa
GSM-mMoaeM ana pe3epBupOBaHKA KaHana CBA3u

LlopaboTaHHas MHHOPMALIMOHHAA CUCTEMA (Y4ETHAs CUCTEMA OpraHM3aLmum) - Ans paboTbl B CETEBOM
pexume

UHdopMauuoHHOE B3aUMOAENCTBUE

TecToBble KOAbl MAPKUPOBKM NONYYEHbI OT TEXNOALEPXKKM

B «MecoyHnue MAJIM» nposeaeHbl paboTbl C MApKUPOBAHHBIMU 1eKapCTBaMu
AHKeTa Ha nony4yeHue PB 3anonHeHa

[orosop (cornaiieHune) Ha nony4yexsue PB noanucaH

10




060pOT NekapcTB, NPOM3BEAEHHbIX 40 BBOLA 0653aTeNbHOI :,/:

Ma KM OB KM YECTHBI
p p SHFIIE

1 Mpenapartsbl, BbiNyLEHHbIE B 060POT A0 BBEAEHUA 0693aTeNbHOU MAPKUPOBKK, MOTYT HAXOAMUTLCA B
o6opoTe A0 UCTEYEHMA UX CPOKA FOAHOCTH

MposepbTe AaTy BbiNyCKa N€KapCTBEHHOro npenapara. ECM OHa paHblue AaThl BBEAEHUA
2. 00s3aTeNnbHOM MapKMPOBKH, CBEAEHUA 0 AEUCTBUAX C AaHHbIM NeKapCTBEHHbIM NPenapaTtoM MOXHO
He peructpuposatb 8 MIJIN

7 Pernctpauus 8 MIUIMN aenCTBUIM C TAKUMKU NpENapaTaMu, HE NPUBOAMUT K OLUMBKAM, HO M OTCYTCTBHE
© unHdopMaumu o Takux JIM He uMeeT PUANYECKUX NOCNeACTBUH

MOXHO NPOBECTU MHBEHTAPM3ALMIO M BbIBECTU M3 060POTa «NO NPOYMM NPUYUHAM»
4. neKapCTBeHHble npenaparsbl, 3apeructpuposaHHbie 8 MAJIN B nepuod 3KCNepuMeHTa u
yucnawmecs no cMcTeme 3a y4acTHMKOM o6opoTa

12



CxeMa paOOTEI
COTPYAHMKA allTeKU
MeAUIIVTHCKON
OpraHuU3arumn




+ E?.."S:E%i”&ﬁ“:ff:ﬁ?“"“ Cxema FIEIﬁO‘I'hI MegyypexgeHWA OT 3aKyYNKKW NnpenapaTta Ao Bbigavyu B OTOAENEHHE f nayuveHty -0

DDTEHHBDBBTI: AdKYyNKY NEeKapCTEEHHOND Npenapara

Y

MonyunTs NeKapcTESHHLIA NPENAPAT Ha CKNag

Y

3anonHKTE PEKEHIMTH TOBADHOW HAKNAOHOA B YYETHOW CHCTEME

' OBPATHbIN

- AKUENT
Momy4uTe QOKYMEHTE Ha NeKapcTeeHHbIA npenapar 8 HC MANN

NPAMOM AKLENT | t{(

m ECTh axopmupmi goxysedt HC MM HET exopsuwero goxysenta WC MIUIN

OTcHaHMpoRaTE WTPHXKOS Npenapana

i Y

3aperucTpupoeats 8 MC MONN Japerwctpuposate 8 HC MANN gokymexT npuema npenapara
OOKYMEHT 0 nepemelLeHwu NC 8 +
OTOENEHHE
Monyuuts gokyMeHT — NogTEEpMOEHKE
+ OT NocTaswmka ob oTrpyaxe

3apervcTpuposate 8 MC MONN |
LOKyMeHT 0 npueme fIC B oTAeNeHHUM

,b Ycnewnoe aapepuietne onepauymn Heycnewnoe 3asepwenwe onepaymum
OTtpaboTaTs C NOMOLLEHD
permcTpatopa ewlbbiTkA, Tpebosaxue OtpaboTaTe C NOMOLLLKY PEFMCTPATOPE BRIGLITHA, PewuTs sonpoc so3epara
BEpada Ha Belaady NC TpeboBaHWe OTAENEHMA HA Begady NIC C NOCTABLMKOM
Mepenats 8 UC MONMN aokymeHT Mepepate 8 UC MON AokyMeEHT O BeiAaYe JIC
0 esigaqve N1C 4na mes. npUMeHEHMA ANA MEA,. NPUMEHEHMWA
C NOMOLLYLH PETMCTRATOPA BLIDEITHA C NOMOLLYLHY PETMCTPATOPA BhiDEITHA

BbiaaTe 3akasaHHble J1C Bblaatek 3aHasaHHble J1C

NaLMeHTy B OTARNEHHE




€ fopose

ABTAETEEET LEARS I OpAs VoCEE
KER KAMHHYSCHKER BOALHHLLE
HEEHH M. 1. KoHuYasoBeRong

Kak nony4yars ToBap. MHcTpykumua

AOHYyMEeHTa

onyueHHe
w3 MC MO

ECTE nokymeHT HET goxymeHTa

Mepepaua yeegomnerun

8 MC MONMN o npueme

JaHHEe
NOATEE PHOEHLI

- DefcTama anTels yupesaanna 8 MMC
I:I ABTOMaTHUECKAR Nepefada/nonyyerHe pehopMaumHe 843 HC MO NN

JaHHee
HE NOOATES P OEHB
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B TS SURSPIY g Sy

©) o e e Kak BblgaBaTb TOBap B OTAENEHUA.
UHcTpykuma ana «KABTOHOMHOIO» pexuma paboTbl

Mony4nTb U3 OTAENeHMA TpeBoBaHWe Ha Bbigady J1C

OTCKaHWPOBaTL perucTpaTopom BolbbiTua ynakoeku J1C
ana GopMMpoBaHKA 3aKasa

v

Mepeaate B perucTpartope BeibbiTHA MHGOPMaLMIO
0 chopmupoBaHHOM 3akasze JIC- 8 MICMANN

v

MNonyyute 8 UC MONMN nogTeepxaeHue 06 ycnewHom
BbINONHEHWW ONepauuK BblbbiTua J1IC

Otpafotats B yueTHOM [anTeyHoi) cucTeme MHGOpMaLMio
0 chopmmupoBaHHOM 3aKase JIC

PelunTs BONpoc ¢ Bo3epatom /1C

BblnaTh 3aka3aHHble J1C B oTaeneHue




8 FTRAHT LOAROIP L ropaLs ViocKEk

L T Kak BblgaBaTb TOBap B OTAE/NEHUA.
MHcTpykuua ana « MACCUBHOIO» pexkuma pabotsl

Nony4uTts U3 oTaeneHmna TpebosaHdue Ha Bbiaady J1IC

OTtckaumpoeate 2-D ckaHepom ynakoBku JIC ana
dopMUpOBaHKA 33Ka3a B YYETHYIO (anTeuHyio) cucTemy

v

Mepepats MHGOpMaUKio o chopmuposasHom 3akaze J1C
W3 YYETHOW (aNTe4HOI) CUCTEMBI B PEFMCTPATOP BbiBbITUA

v

Mepeaats B peructpatope BoibbiTvA MHGOPMaLMIO O
chopmupoBaHHOM 3aKase JIC 8 UC MAN

v

Nonyuute 8 UC MANN nogreep#aeHue 06 ycnewHom
BbINO/HEHMU ONEpaLMK

OtpaboTath B y4eTHO# (anTeyHoR cucteme) MHGopmaLmio
0 chopMUpoBaHHOM 3aKa3ze JIC

PelunTb BONPOC ¢ BO3BpaTom JIC

BblAaTh 3aKkasaHHbie JIC B oTARNEHKE
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OO01eaocryriHast
MHPOpMaLVI




ChOPHUK METOJHYECKHX TOKYMEHTOB /1151 PABOTBI B #I'HC M/LIIT

NeNe HanameHOBaHHE TOKYMEHTA
o/n

1 HﬂCIIOpT& [IPONECCOB dBTOMAaTH3HPOBAHHBIX B HH(prM&HHDHH()f:I CHCTEME MOHHTOPHHTA JBHAKCHHI
JICKAPCTBCHHBIX IIPETIAPATOB JJIA MEAHIHHCKOTO IIPHMEHCHHA

2 |CrarycHas Momens MJIJIII

3 |VIHCTpYKIHA 0 MOAKTHOYEHA MEIHIHHCKAX opranm3aiuil H antek K F1C MJIJIII

4 PYK(]BOI[CTB[} TI0JIb30BATE A THUHOTO KaOHHeTa C}’ﬁ'bﬁKTﬁ 06[}311[61-1}15{ JICKapPCTBEHHBIX TIPETIapaToB H&HHHE M&TEPHHJIBI
pa3MelIeHE HA caiiTe
5 |PykoBojicTBO 110 paboTe ¢ mpoayKiHei B cucreMe GS46 - MIJIII Poc3apasuansopa B
6 |[Ipouexypa OTOKHPOBKH MeCT HeATEIHHOCTH H CKJIAJZ0B OTBETCTBEHHOTO XpaHEHHA IPH OT3BIBE pasnene «Cicrema
JIHIIEH3HH MapKHpPOBKH
T |Kpatkas HHCTPYKIEA 10 OBICTPOMY CTapTy JiA H3yueHHs API JACKaPCTBEHHBIX

MpenapaToB»
8 |CxeMbl H (popMaThI 11 pa3pabOTIHKOB YIETHBIX CHCTEM

9 | API (armapatHo-nporpaMMHBIi HEpecdeiic). [TpoToko oOMeHa HHTepEHCHOTO YPOBHA

http://roszdravnadzor.ru/

10 |Omucanne XSD

marking/collection

11 TIpamepst XML

12 |CraHuusg YIPaBICHHA 3aKa3aMH

13 |BhljiepikKa H3 TEXHHYECKOH CTEHMHKAIIHA Ha TIOCTaBKY PETHCTPATOPA BBIOBITHA

14 |@opmar 3amicH JaHHEX 0 BRIOBITHH JIIT B @D]] (hopMar hHCKATBHBIX JOKYMEHTOB)

15 |Pernament o6HoBneHHs Bepenii IC MJIJITT

16 |PermameHT mogkmoueHHs K API H pekoMeHyeMbIH aaropHTM ocBoeHHs HHTerpanuu ¢ MJUIII yepes
npefocTaBaeMsli API

17 [bpomopa 11 y4acTHHKOB 000pOTa IeKapCTBEHHBIX CPECTB

18 |[TaMATKa opraHH3alHA padoOTH METHITHHCKOTO Vupeaaerus B 11C MJIJITT

19 |Ommncanne croco06oB perhcTpaliHH BEIBOJA H3 000pOTa JEKAPCTBEHHBIX MPEMApaToB IO THIIAM
Y4aCTHHKOB 060pOTa
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OT1BeThI HA YaCTO
3aZaBaeMble BOIIPOCEHI




F - OPOOCKARA
1‘ MHOMoONPO®@WNBEHAR

BEONBEHWLLA Ne 2

Kak noctynatb c "usnuwkom"
npoayKkunm?

C KaKow Lernbto
npuMeHsaeTcsa oT4yeT 251 —
OT3bIB oTnpaBuTenem

nepegaHHoro Toeapa?

MOXHO nu NPUMEHUTb

cXemy obpaTHOoro
akLenToBaHus npwu
nepepadye oT

KOHTPAKTHOW nnowiagkm
€0D0CTBEHHUKY?

OTnpaBuTenb, B Cly4ae BbiSIBMIEHUS
«U3MNULLIKA NPOAYKLUUNY», MOXET OTNpaBUTb

OONONHUTENbHLIN OTYET 381, B KOTOPOM

6yayT npmucnaHbl SSCC Koabl «U3MULLIKOBY»
B [OOMNOSIHEHME K YyXe YyKasaHHbiM B 603
OTYéTe

[daHHbIN oTyeT npuMeHsaeTcH
oTrnpasuTenem ang OT3bIBa He
aKLenToBaHHbIX (He MNPUHATLIX)

nonyyartesieM fiekapCTBEHHbIX NpenaparoBs
C Uenbio Bo3BpaTa Ha cBon 6anaHc B CBOW
NWYHBbIK KaOMHET HEeBEepPHO nepeaaHHbIX
KOOOB.

[lepepada OT KOHTPAKTHOW nnowlagku
COBOCTBEHHUKY BO3MOXHa TONbKO
NPSIMbIM CMOCOBOM akLeNTUPOBaAHUA.
[1ns atoro ucnonb3yetrca 381 cxema.



BEONBEHWLLA Ne 2

- rorPoackKAA
1‘ MHOMOMNPODUILHAR

OpraHusauus
3aperncTpupoBaHa B
cucreme, HO oT
KOHTPONUPYHOLLINX

OopraHoB nocrtynuna
NHpopmaums, 4YTO
opraHusaums He
3apeructpupoBaHa. Kak
ObITb?

Heobxogumo npoBeputb B  NM4YHOM  KabuHete WUC
MOJIIT 3apernctpmpoBaHbl N MecTa AesaTenbHOCTU (fanee
ML).

Ecnu HeT HK ogHoro 3apermnctpupoBaHHoro Ml Heobxoammo
ero/ux gobaBuTb, AN 3TOrO:

- B NNIK MOJM, B pasgene «[lpodunb» BbiOpaTb BKIagKy
«Agpeca» - "MecTa aesaTtenbHocTn".
- Haxxatb Ha kHoMKy «[Jo6aBuUTb», N3 OTKPbIBLUErocsl crnuncka
BblOpaTb HYXXHbI agpec.

[Mocne pobaBneHnst MecT AesATENbHOCTU KOHTPOSMPYHOLLWIA

opraH CMOXET BMOETb OpraHu3auutd Kak y4yacTHUKa
obopora.
[MoapobHas NHCTPYKLMS no  gobGasneHuto MeCT

nedaTtenbHOCTU ecTb B PykoBoacTee nonb3oatens JIK nyHKT
4.5 https://xn--80ajghhoc2aj1lc8b.xn--
plai/upload/iblock/bac/Rukovodstvo-polzovatelya-lichnogo-
kabineta-subekta-obrashcheniya-lekarstvennykh-
preparatov.pdf



rE— rovoncKen
o LtA e 2

Uto penatb npwu
oOHapyxeHun 6paka
npu npuemMke
NeKkapcTBEHHbIX
npenapartoB?

[Tonb3oBaTens MOXET BEPHYTb
NOCTaBLLUKY BbpakoBaHHbIE
nekapctBeHHble npenapatbl, 8 UC MOJII
CBElEHNA MOXHO 3arpysmTb WCMONb3ys
cnegyrouime cueHapuu:

— OT3bIB oOTnpaBuTenemMm nepeaaHHbIX

nosnyyaTento I (251 cxema);
— OTka3 nonyyarens ot npmemku J1IM (252
cxema).

— Ecnn nonyyatrenem yxe Oblnl NpuHAT
SSCC - zarpyxarwTtca cBegeHud no 415
CXemMe C BMOOM ornepaumm OTrpyskn 2 —
BO3BpaT.

[Mopsinpok Bo3BpaTa 6pakoBaHHbIX [T
onpegensieTcs Y4YaCTHUKOM
CaMOCTOSAITENbHO COrMacHO BHYTPEHHUM
npasunamMm W npouegypamMm, a TaKke B
COOTBETCTBMW C YCIOBUSIMU [OrOBOPOB
NOCTaBKM!.



BEONBEHWLLA Ne 2

| — rorPoackKAA
1 MHOMOMNPODUILHAR

Byayt nm ABMATbLCA
y4aCTHUKaMU obopoTa
NeKapCTBEHHbIX

npenapaTtoB JIOrMcTUYeCKme
cknagbl, cknagbl

OTBETCTBEHHOIO XpaHeHus,
TpaHCMOPTHbIE KOMMNAHUN?

KomnaHuum, ocyuiecTensoLwmne
nornctunyeckme QyHKUUKU, OTBETCTBEHHOE
XpaHeHUe, a Takke TpaHCNOPTHblE PUpMbI
B paMKax TeKywewn peanu3auyum He
cumTaloTcs ydacTHukamu obopota. [lpu
NOMELLEHNN ToBapa Ha OTBETCTBEHHOE
XpaHeHue B Apyryro  opraHu3auuio
KoMmnaHma coobwaer o Hem B WC
MapKNPOBKMN Kak 00 onepauun
BHYTPEHHErO MNepeMeLlleHnss ¢ OOHOro
agpeca Ha [gpyron, MNOoTOMy YTO rpaBo
COOCTBEHHOCTM Ha TOBap He MnepeLwsno u
ONns CUCTEMbl OH NMPOAOIMKAaeT HaXoAUTbCH
B 30HE OTBETCTBEHHOCTM COOCTBEHHUKA
Takoro Toeapa.



BEONBEHWLLA Ne 2

- rorPoackKAA
1‘ MHOMOMNPODUILHAR

Kakoe coobLeHne
odopmMmndeTca B Cclnyvae
«HepocTayn» ToBapa (KoaoB
B 603 oTyéTte Oonblue, 4Yem
TOBapa no dakTty)?
YnanawTcs m B JIK
nonyyatenss  CBedeHMa O
«JIMLLIHUX» TOBapax.

B paHHOM cny4yae nosiyyatenem MOXeT
ObiTb ohopmneH odopmMmnaeTcad «OTKas3
nosiyqatena ot npuvemku JIl» no cxeme

252 B OTHOWEHWM KOOOB, KOTOpble
3agBneHbl B 603 cooOuweHnn, HO He
nmetoTc no dakry.

B JIK y4yacTtHuka copepxartcsa cBeneHud
Tonbko o JIIl, npuemka  KOTOPbIX
noaTBepXOeHa nonydaTteneMm (B pamMkax
701 coobuieHuns).



F - OPOOCKARA
1‘ MHOMoONPO®@WNBEHAR

BEONBEHWLLA Ne 2

TpebyeTtcs nn dopmupoBaThb
N nepegaBaTtb Kakon-nnbo

OTYET npwu oTnpaske
«U3NULLIKa» obpaTHo
oTnpaBuUTEnNIo, yuynTbiBag,

yto B WC MOJIIT SSCC
KOoObl BCE elE «3Ha4vaTca» y
oTnpaBuUTena?

Ecnn SSCC Haxogutcs Ha  OanaHce vy
OTnpaBuTend, B CUCTEME MOHUTOPUHra OBWXKEHUSA
rNekapCTBEHHbIX MpenapaToB AN MeOULMHCKOro
NMPUMEHEHUss MOryT OblTb  3aperncTpupoBaHbl
crnepywowine cBefeHuns Ha BbIOOP:
— 06 oT3biBe oOTnpaBuTenieM nepefaHHbIX
nony4vartersnto I (251 cxema);
— 00 oTkase nony4yatrensa ot npuemkm JIIM (252
cxema).

Ecnn nonyyatenem yxe 6bin npuHAT SSCC -
3arpyxarTtca cBegeHua no 415 cxeme C BMOOM

onepaunn OTIPY3KHU 2 = BO3Bpar.
I'Iopﬂn0|< permcrtpauunm cBeeHnn oripegendeTtcsd
y4aCTHUKaMn CaMOCTOATESIbHO COoracHo

BHYTPEHHUM MpaBuiiamMm 1 npoueaypam, a Takke B
COOTBETCTBUUN C YCIIOBUAMU OOroBOPOB NOCTaBKHW.



BEONBEHWLLA Ne 2

- rorPoackKAA
1‘ MHOMOMNPODUILHAR

54. [aton npencTtaBneHNa [OOKYMeHTa B MHMOPMALUMOHHYKD CUCTEMY
MOHUTOPUHIa Mpu3HaeTca pgara, 3adMKCMpoBaHHad B YBEOOMIIEHUU
(kBUTaHUMM) 0 npuemMe AokKymeHTa. PakT MCMONHEHUS y4acTHUKOM obopoTa
TOBapoB 06A3aHHOCTU MO NPEeACTaBNEHUD CBeAEHUN B MHAOPMAaLMOHHYIO
CUCTEMY MOHUTOPUHra NOATBEPXKOAETCA KBUTAHUMEN O BHECEHUN CBEOEHUN B
NHGOPMALIMOHHYIO CUCTEMY MOHUTOPUHrA.

YBegomneHuss  (KBUTaHUUK), NpPedyCMOTPEHHblE  HACTOAWMM  MYyHKTOM,
aBTOMaTM4eCcKn PopMMUPYIOTCA N HaMpPaBATCA y4acTHUKY 0b0opoTa ToBapoB
NH(POPMALIMOHHON CUCTEMOW  MOHUTOPUHra B OpPME  SNEeKTPOHHOro
OOKYMEeHTa npu ukcauum npeactaBlfieHHbIX OOKYMEHTOB (cBedeHun) B
NHPOPMaALIMOHHON CUCTEME MOHUTOPUHTa



KoHTaKTHbIe
TenegoHbI:

T.338-48-92

1.8(962)712-66-84
aptekagmpb2@mail.ru

bnarogapto 3a BHUMaHUE




