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I_Iéi s A MapkupoBka ynaKoBOK NeKapcTBEeHHbIX
. npenapaTtoB cpeacTtBamMun unaeHTudukaumm -
HaHeceHue cpeacTB WOEHTUdMKAUUM Ha BTOPUYHYIO
(NoTpebuTeNbCKYHO) YNakoBKY NeKkapCTBEHHOro
npenapata (a nNpuM ee OTCYTCTBUM - HaA MEPBUYHYIO

YNaKoBKY FleKapCTBEHHOro npenapara).

Cuctema MOHMTOPMHra JAOBWXEHUSsI JeKapCTBeHHbIX MnpenapaTtoB Ans
MeaAWLIMHCKOro NPUMeEHeHus - denepanbHas rocygapCcTBeHHast
MH(POPMALIMOHHAsAT  cUCTEMA  MOHUTOPUHIa  OBWXXEHUSA  NeKapCTBEHHbIX
npenapaTtoB AN MeOULIMHCKOrO NPUMEHEHUSI OT NPOU3BOAMTENS A0 KOHEeYHOro
noTpeduTens ¢ UCNonb3oBaHMEM B OTHOLLEHWM NIEKAPCTBEHHbIX NpenapaToB AJis
MEeONLMHCKOro NpMMEHEHNs cpeacTB naeHTudmnkaumn."

CpeactBo wmaeHTUUKaAUMM - KOO MapPKUPOBKW, NpeacTaBrieHHbIn B
MalunHoYMTaemMon popmMe 1 ¢ UCNorb3oBaHNUEM MHOMO cpeacTBa (TEXHOOrMmn)
aBTOMaTU4eCcKon uaeHTupukaumm, dopmMmupyemMmbln aOnAa  HaHECEHMA Ha
BTOPUYHYLO (NOTPEBUTENBLCKYIO) YNaKOBKY NeKapCTBEHHOrO npenapara (B crny4yae
ee OTCYTCTBMA - Ha MNEepBUYHYID YMaKOBKY JleKapCTBEHHOro npenapara)
MEeTOA4amMMn, He OOonycKalwWwMMn OTAENEHUs cpeacTsa MaeHTudukaumm u (1nm)
MatepuarnbHblX HOCUTENEW, codepXawmx cpeactea  wuaeHTudukaumn, or
YyNaKkOBKWN NeKapCTBEHHbIX npenapaTtoB 6e3 noBpexaeHun;



HIIB, PETJIAMEHTHUPYIOIIAS
MAPKHUPOBRY JIEKAPCTBEHHBIX

IIPEITAPATOB




I_Ii:_ rOPOACKAS
? BONMLHULIA Ne 2
®EOEPAJIbHbLIUN 3AKOH 425-d3 ot 28.12.2017r

O BHECEHUN UBMEHEHUN B ®EOEPAJIbHbIN 3AKOH "OB OBPALLEHUMU
NEKAPCTBEHHbIX CPEOCTB"

N3meHeHne Ctatbmn 67 $3-61 ot 12.04.2010r. Hdopmaumsa o0 nekapCTBEHHbIX
npenapartax. CucremMa MOHUTOPUHIa OABUXEHUA NeKapCTBEHHbIX NpenapaToB AS1s
MEOULMHCKOIo NpUMeHeEHUs

y.4. Ana uenen naeHtudnKaumm ynakoBoK JieKapCTBEHHbIX npenapaToB AS15
MEOULUMHCKOrO TMPUMEHEHNA MNPOU3BOOUTENN JeKapCTBEeHHbIX CpPeAcCTB B
nopsiake, yctaHosneHHom [lpasutenbcteom Poccuinckon denepaumm, HAHOCAT Ha
NEPBMYHYIO YyMNakoBKY (B OTHOLWIEHWM JEKApPCTBEHHbIX MNpenapatoB Ang
MEOMLMHCKOrO MNPUMEHEHUA, ONs KOTOPbIX He npedycMoTpeHa BTOpUYHas
ynakoBka) W  BTOPUYHYHO  (MOTPEOUTENBLCKYK) YNAKOBKY  JIEKAPCTBEHHbIX
npenapartoB ON19 MeOULUMHCKOro NpMMEHeHUs cpeacTtBa maeHTUdUKauumm, 3a
UCKITIOYEHUEM J1IeKapCmeeHHbIX rpernapamos 0511 MeOUUUHCKO20 MpUMEHEHUS,
rpou3eo0uMbIX OfiI MpPoB8eOeHUs KITUHUYECKUX uccriedoeaHul, 3Kcriopma,
JleKapcmeeHHbIX rperiapamos 0751 MeOUUUHCKO20 MPUMEHEHUS, YKal3aHHbi, 8
yacmsx 5 u 8 cmambu 13 Hacmoswea2o PedeparibHoO20 3aKOHa.
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Ctatbs 13. ®3-61 ot 12.04.2010r ocygapcTBeHHaAa perncrpaunst nekapCTBEHHbIX
npenapaToB
focyoapcTBeHHOM perucTpaumm He nognexar.

1) nekapcTBeHHble nNpenapartbl, U3roTOBJIEHHbIe anTeYHbIMU OpraHM3aLusIMu,
BETEPUHAPHbLIMU anTe4yHbIMK opraHu3auusmu, NHOVBUAYaNbHbIMU
npeanpuHMMaTensamu, KOTOpble WMEKT JMUEH3NI0 Ha dapMaueBTUYECKYHO
OEeATENbHOCTb, MO peuenTamM Ha JleKapCTBEHHble npenapaTtbl U TpeboBaHUAM
MEeOMLNHCKMX OpraHn3aummn, BeTepuHapHbIX OpraHmM3auunm

2) nekapcTBeHHble npenapaTbl, NPUOOpPETeHHble (MU3NYECKUMU NMUAMM 3a
npeaenamm Poccuuckon dDepepauum U npegHasHa4yeHHble ON9  JIMYHOro
MCNONb30BaHUA

3) nekapcTBeHHble nMpenapartbl, BBO3UMble B Poccunckyio ®Pepepaumio aOngd
OoKasaHua MeOUUMHCKOW TMOMOLUM MO >KU3HEHHbLIM MOoKa3aHUAM KOHKPETHOro
nauneHTa Ha  OCHOBaHMUM  paspelleHus, BbldaHHOMo  YrNoSIHOMOYEHHBIM
doenepanbHbIM OpraHoM UCMOSTHUTENBHOW BNacTu



4) nekapcTBeHHble cpeacTteBa, BBO3uMMble B Poccunckyio dPenepauuo Ha
OCHOBaHUMU BblJaHHOIO YNOSTHOMOYEHHbLIM denepanbHbIM OopraHom
NCMNOSTHUTENBHOM BracTU paspeweHnss N rnpegHasHavyeHHble Ana npoBedeHud
KITMHUYECKMX MCCreoBaHUN NeKapCTBEHHbIX MNpenapatoB U (Mnu) npoBedeHud
9KCrepTu3bl JIEKAPCTBEHHbIX CPeACTB [N OCYLECTBIEHUS rocyaapCTBEHHOW
perncTpaunm nekapCcTBEHHbIX NpenapaToB

5) dhapmaueBTUYECKME cybcTaHLnm

6) paguodapMaLeBTUYECKME IeKapCTBEHHble npenapaTtbl, W3roTOBMEHHbIE
HENoCPeACTBEHHO B MEOMLIMHCKMX OpraHu3auusx B Nnopsake, YCTaHOBIEHHOM
YNONMHOMOYEHHbIM befepanbHbIM OPraHOM UCMONHUTENBHOW BNAacTu

7) nekapcTBeHHble NpenapaTbl, NPOU3BOAUMbIE AN 3KCnopTa


https://base.garant.ru/71060080/53f89421bbdaf741eb2d1ecc4ddb4c33/
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8) nekapcTBeHHble Mpenapartbl, KOTOpble MpeAHas3Ha4vyeHbl A9 NPUMEHEHUS B
YCNOBUAX BOEHHbIX [OEWCTBUW, Ype3BblHaMHbIX CUTyauun, MpodunakTuku wu
rneyeHns 3aboneBaHWN N MOPaXXEHWUM, MONyYEeHHbIX B pesyrnbrate BO34enCTBUA
HeBMaronpuUATHbIX XUMUYECKMX, OMOMOrMyecknx, pagnaumoHHbIX akTopoB, U
paspaboTaHbl MO 3agaHuio doedeparnbHbiX OpPraHoB MCMOSHUTENbHOW BracTy,
YNOSTHOMOYEHHLIX B 0bnactn obopoOHbI CTpaHbl M ©e3onacHOCTU rocydapcTBa,
OCYLLECTBNSAETCA B Mopsiake, ycrtaHosreHHoOM [lpaButensctBom Poccuickon
denepaunn




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

y.7. FOpnandeckue nuua 7 nHaveBmnayasrbHble npegnpuHumMmaTenu,
OCYLLECTBINSALWNE NPOM3BOACTBO, XpaHeHue, BBO3 B Poccuinckyo denepauuio,
OTNYCK, peanusauuio, nepeaady, NnpPUMeHeHune U  YHUYTOXEHue
NeKapCTBeHHbIX npenapaToB A9 MegULMHCKOro NpUMeEHeHUus, obecneymBatoT B
nopagke U B COCTaBe, KOTOpble YycTaHoBfieHbl [lpaButenbctBomM Poccunckou
denepaumm C y4eToM BMOA OCYLLUECTBNSEMOW UMW OEATENIbHOCTU, BHECEHMUE
NHopmaumMn O NeKapCTBEHHbIX MNpenaparax Ansg MeguuMHCKOro rnpuUMeHeHus B
CUCTEMY MOHUTOPUHra OABMXEHUS NeKapCTBEHHbIX NpenaparoB A9 MeaUUNHCKOro
NPUMEHeHUS

4y.11. 3a npou3BOACTBO WM MpoAaXy JIEKApCTBEHHbIX nMpenapaTtoB And
MEOULMHCKOrO rnpumMeHeHnst 6e3 HaHeceHusi CcpeacTtB UAEHTUdMKauum, C
HapyweHneM YCTaHOBMIEHHOrO nopsgka WX HaHeceHusl, a Takke 3a
HECBOEBPEMEHHOE BHECEHWE AaHHbIX B CUCTEMY MOHUTOPUHIA [OBWMKEHUS
NeKapCcTBEHHbIX MpenapaTtoB Anst MeOULIMHCKOro MPUMEHEHUSI UMM BHECEHME B
Hee HeOOCTOBEPHbIX [daHHbIX lpuandeckne nmua W MHOuBMAOYyanbHbIE
npeanpuHUMaTenu, YykasaHHble B 4YacTax 4 M 7 HacTosieWn cTaTbW, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUW C 3aKoHOOaTENbLCTBOM Poccumnckomn denepanum
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I_Iéi ropomckan HopmaTtuBHO-npaBoBas 6asa MoHuTOpuUHra
ABUXEHUs NneKapcTBEeHHbIX NnpenapaToB

[MocTaHoBneHue lNpaButenbcTBa oT 14 aekabpsa 2018 r. N 1556
«Ob6 yTBEPXKOEHUN NOSTOXKEHUS O CUCTEME MONOXEHNS OBMKEHUS NEKAPCTBEHHbIX
npenapartoB And MeauuMHCKOro npuMeHeHnsa»

[TocTaHoBneHue lNpaButenscTea oT 14 gekabps 2018 r. N 1557
«O6  0oCcObeHHOCTAX  BHeOpPeHUst  CUCTEMbl  MOHUTOPUHra  OBWXEHUS
riekapcTBeHHbIX NpenapaToB And MeguLMHCKOro NpUMEHEHNA»

[MocTaHoBneHue lNpaButenscTBa oT 14 aekabpa 2018 r. N 1558

«O6 ytBepxaeHun [lpaBun pasmeweHnss obuwenocTynHonm WHopMauuu,
coaepXxallencsa B CUCTEME MOHUTOPUHra ABWMXEHUA NEKapCTBEHHbIX MpenapaToB
aona MeauuMHCKOro MpuMeHeHusl, B MH(OPMaLNOHHO-TENTEKOMMYHUKALMOHHOMN
ceTn NHTepHeT (B TOM Yncne B opMe OTKPbITbIX AaHHbIX)»



. roPoackas
el "HOrONPOD®UILHAS
- EOMNBHKLA Ne 2
HopmaTHBHO-NPaBoBble OCHOBLI BBE AeHuA @TUC MAMN
1. @egepanbHbli 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 MNpaeuTenecTea 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 MEedHUMHCHO e MPHME HEH HA».

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 yTEEpH#OEHWMK NONOMEHWMA O CMCTEME MOHWTOPWHTE OBMMEHWA JEHAPCTBEHHBIX NPENapaTtos AnF
MEOMLUMHCHOTO NP MMEH EHWMAD,

8. MocraHosneHwe MpaewTenscTea PO o7 30.08.2019 Me 1118 «0 BHECEHWMM W3MEHEHWA B MoN0HEHME 0 CMCTEME MOHMWTOPKHIA OBMMEHWA NEHAPCTBEHHLIX NpPEenapaTos oaF
MEOMLIMHCKOTO NPWMMEH EHWAR [YTBEHAEHHOE NOCTaHOBAEH Mem MpasmTenscTea PO ot 14.12.2018 Mo 1556).

9. MocTaHosneHke MpasurenscTea PO or 14.12.2018 No 1557 «06 ocobeHHOCTAX BHEAPEHWA CMCTEMBl MOHMTOPHHIE ABKMME HMA NEKAPCTBEHHBIX NPENapaTos ANA MEeSHLUMHCHOIC
NP MMEH EHHAR.

10. MocTaHoBneHMe MNpaeuTenscTea PO ot 14.12.2018 No 1558 «00 yTeep:#OeHMM NPaBKA pasMeledna o0 wenocTynHoN MHGopMaLMK, COOepHallencA B CUCTEME MOH MTO PHHIE
OBMHEHMA NEHAPCTBRHHBIX NPENapPaToB ANA MESWLMHCHOTO NPMMEHEHWA, B WHQOPMALMOHHO-TENEKOMMYH MHALMOHHOM CETH “WHTepHeT” (B Tom uyMcne B QopmMe OTHPbITbI
[OEHH bIx) .

11. MocTaHoeneHme MpaeurenscTea P@ ot 08.05.2019 No 577 « 00 yTeepHOeH MM pasMepa NAaTel 38 OKE3aH We YCAYr No NpPegocTaBNeH Mo KOL0B MapHMPoBKM, Heo BXo oumblx 05
POpMHMPOBAHKMA CPEACTE MARHTUPMKHALMK W 0DECn BUBHMA MOHWTOPMHIE ABKMEH MA TOBAPOB, NOANSKALMY 0DAZATENBHON MapHMPOBKE CPRACTBAMM MOEHT MPHKALMK, 8 TAKME C
NopALKE MK B3MMaHHAR,

12. Pacnopamedue MpaeuvrenscTea PO o7 28.04.2018 No 791-p «00 yTEEpHOEHMHM MOSEAM $YHELWOHMPOBaHMA CUCTEMEl MAPHHPOBKK TOBAPOE CPEACTEAMM MASHTHGMHALMM E
PoccHicHoWl @egepaumms.,

13. Pacnopasedwne Mpasurenscrea P@ o1 14.12.2018 Ne 2828-p « 06 onpegenednm 000 «Onepatop-LUPNT» yNoAHOMOUYEHHBIM HA OCYLWLECTBAEH Me (YH LMK ONepaTopa CUCTEMb
MOH MTORMHTE OBMAEH WA NEKADCTEEH HBIX NPENapaTos ANA MeJMUMHCHOTD MPWMEH BHWAY.



OTBETCTBEHHOCTbD




MHOMoONPO®@WMNBEHAR

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

rf‘ ropoackas denepanbHbIU 3aKOH OoT 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 mo 10 000 pyo. ot 50 000 1o 100 000 pyo.

3a agMuMHUCTpaTMBHbIE MpaBOHAPYLUEHUS, NPeoyCMOTPEHHbIE HAaCTOSLLEN
CTaTbeNn, Nnuua, OCYLUEeCTBNsLWME NPeaAnpUHUMATENbCKYIO OeATenbHOCTb 0e3
o0pas3oBaHus IOPUANYECKOro nuua, HECYT aaMUHUCTPATUBHYIO OTBETCTBEHHOCTb
KakK topuanyeckme nuua

Hactoawun PepepanbHbIN 3aKOH BeTynaeT B cuny ¢ 1 sHBapsa 2020 roaa
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XAPAKTEPUCTUKN CPELOCTBA
WOEHTUPUKALIMA




R BTopuuyHas (noTpebuTennbckasn) ynakoBKa

1 BOMLHMLA N2 NleKapCTBEHHOro npenaparta” - yNnakoBKa,
nocrtynatowas K norpebutento wn crnyxawasa ans
pasMelweHns eauHUYHOW TMepPBUYHOW  YNaKOBKMU
flekapCcTBeHHOro npenapara wunn obbeanHsowad
HEeCKONbKO MNEePBUYHbIX YMNaKOBOK JleKapCTBEHHbIX
npenaparoB

fpynnoBaa ynakoBKa - CrpynnuMpoBaHHble YNakoOBKW (NepBuYHasa, BTOPUYHAad
(noTpebutenbckasl), TpeTudHash (TpaHCNopTHasl) YNakKoBKUM JIEKAPCTBEHHOIO
npenapara)

TpetnyHaa (TpaHcnopTHasl) YynakoOBKa JleKapCTBEHHOro npenaparta -
rpynnoBas yrnakoBKa, Ucnosibyemada ans XpaHeHus, NepeBo3kn N nepemMeLleHns
rlekapCcTBeHHOro npenapara mMexgy cybbektamy obpalleHus nekapCTBEHHbIX
cpeacTs

FpynnoBoM Kop - YHUKanNbHash [ONS  KaXOoM  OTAESNTbHOWM  TPETUYHOM
(TpaHCMOPTHOWN) YNaKOBKW NeKapCTBEHHOro npenapara KomMoOuHauusa CUMBOLSIOB,
npeacTaBfieHHad B Buae JNUMHEWMHOro LTPMXOBOro Koga, (opMUPyeMOoro
9MUTEHTOM rPYynMnoBbIX KOOOB



-:_ roPOOCKASA
MHOroNPO®UNEHAA
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ArpernpoBaHue - npouecc 00beAVMHEHUA JIeKapCTBEHHbIX MpenapaTtoB Ha
nwobom 23ITane oOpalweHUus neKapCTBeHHbIX npernapatoB CYyObLEKTOM
oOpalleHnsa neKkapCTBEHHLIX CPeaCTB B rFpPynnoBYH YMAKOBKY C HaHeCeHWeM
COOTBETCTBYIOLLEINO rpPynnoBOro Koga TPETUYHOM (TPaHCMOPTHOW) YMNaKOBKU
NeKapCTBEHHbIX MnpenapaTtoB M C COXpaHeHneM WHdopmaumm B CUCTEME
MOHUTOPUHIA O B3aMMOCBA3M CPEeLCTB UOEHTUUKALMN KaXOOro BIIOXEHHOro B
rPYNMnoBYO YMakKOBKY JIEKAPCTBEHHOrO npenapara C rpynrnoBbiM KOLOM TPEeTUYHOM
(TPaHCMOPTHOW) YNaKOBKW NEKapCTBEHHbLIX MpernapaToB co3gaBaeMon rpyrnoBou
yNaKoBKMU;
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BB e s
"Koo MapKuMpoOBKMU" - yHUKanbHaa nocnegoBaTenbHOCTb  CUMBOJSIOB,
cocTtosilass un3 CepumHoro rnodaneHOro wWaeHTUPUKaUNMOHHOIO HoMepa
TOProBOM eauHuUbl W Koda npoBepku, dopmupyemas ang ueneu
naoeHTudukaumm nepBnMYHON YNaKOBKM (B OTHOWEHUM JIEKAPCTBEHHbIX
npenapartoB AnNsg  MeOWUMHCKOro  MNPUMEHEHUs, AOna  KOTOpPbIX  He
npedycMoOTpeHa BTOpPUYHAs YnakoBKa) W BTOPUYHOU (NOTPEOUTENLCKON)
YNakOBKN JIEKAPCTBEHHbLIX NpenapaTtoB ANs MeOULMHCKOro MpUMEHEHUS;
(ab3ay BBegeH NocTtaHosreHnem lNpaButensctea P® ot 30.08.2019 N 1118)

"Koa npoBepkKuU"” - CMMBOSIbHadA nocrnegoBaTesibHOCTb, Npeaoctasndemas
onepaTtopoM CUCTEMbI MOHUTOPUHIa 3MUTEHTaAM CPeacTB UAeHTUdMKauum
NeKkapCTBEHHOro npenapata W cocrodwas w3  uaeHTudukaTopa
(MHOMBMAOYaANbHOro MOPSAKOBOrO HOMepa) Krtoda MpPOBEPKN U 3HAYEHUS
Koda NpoBepKU
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KoA
MPOBEPKMA

naeHTudpukatTop 3HaYeHuA
(wnauBuayanovHoro Koaa
noOpPAAKOBOro NPOBEpPKMU
HOMEepa) Knwua
NPOBEpPKU
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Koa DATAMATRIX s,

Yenopekountaemas
4acCTb KOla MapKHpPOBKH

GTIN

YacTb koaa

WMHauBuayanbHbii TH B3] EA3C

CepuiHbIA HoMep

CODE128

(00)387123456700010276
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CpeactBo naeHtudpmkauum «Data Matrix»

MHOMoNPOM@UNEHAR

B oponckan
1 BOMEHIILIA Ne 2 HaHOCUTCS Ha BTOPUYHYIO (NOTPEBUTENBLCKYIO) YNakoBKy
rnekapCTBEHHOro npenapara (B cny4yae ee OTCYTCTBUSA - Ha
NepBUYHYIO YNaKOBKY JIeKapCTBEHHOro npenapara)
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
npousBoauUTeneMm B BUAe ABYXMEPHOrO LWUTPUXOBOro Koga MeTogamMu rnedvaTtm Ha
BTOPUYHYLO (NOTPEBUTENBCKYIO) YNaKOBKY JIEKAapCTBEHHOIO npenaparta (B cny4vae

ee OTCYTCTBUSA - HA NEPBUYHYIO YNAKOBKY NleKapCTBEHHOrO Npenapara) unm
neyaTtn Ha maTepuanbHbI HOCUTESb (3TUKETKY), HE AOMYyCKaloLWUMM OTAENEHNUS
MaTepuarnbHOro HOCUTENS, cogepXallero cpeacTea naeHTudukaumm, ot
yNakoOBKN fleKapCTBEHHOro npenapara 6e3 noBpexaeHnm



B oponckan CpenctBo ngeHtudpmkauum «Data

MHOMoNPOM@UNEHAR

t BOMBHULLA Ne 2 Matrix»

[pynnbl aHHbLIX 06A3aTeNbHbIX OJ19 HAHECEeHUA OOSKHbI pacnonaraTbCcs
nocriegoBaTenbHO - OT NepPBON K YETBEPTOMN

NHousmayanbHbIM CEPUNHBIM HOMEP TOProBOW e4NHULbI FTEHEPUPYETCH C Y4ETOM
obecneyvyeHuns ero yHMKanbHOCTM AN Kaxaoro rnobdanbHoro
naeHTnuKaLMoHHOro HoMmepa TOpProBov eaunHULbI B TeYEHME BCEro cpoka
JYHKLUMOHMPOBAHNA CUCTEMbI MOHUTOPUHTa

[mobarnbHbIn MOEHTUUKALMOHHBIN HOMEP TOProBON eAVHULbBI U
NHOUBMOYaANbHLIA CEPUNHLIA HOMEP TOProBOoM eanHULbI Ay6nnpyoTca B BUaeE
4YMTAEeMOro rneYyaTHoro Tekcra



- Zan

CpenctBo naeHtucpumnkaumm «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)




NpynnoBoun koA
F'_ rorPogcKkAan
MHOMroNMPO@WMNBEHAR
1 BEONbHWLUA Ne 2
doopmMmpyeTcsa Ha OCHOBaHNN MEXIoCy4apCTBEHHOIO
ctangapta (FTOCT ISO/IEC 15417-2013
"MIHpopmaLMOHHbIE TEXHOMNOIMN. TEXHOOrMn

aBTOMaTU4YeCKON naeHTuukaummn n coopa gaHHbIX.

Cneundomkaumsa cuMmBonukn wTpmxosoro 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

perncTpaumoHHbIM HoMep cybobekTa obpalleHns NIeKapCTBEHHbIX CPEACTB,
NoslydeHHbIW B MHpOpMaLMOHHOM pecypce, obecrneymBatoLLEM YYET U
XpaHeHWe OOCTOBEPHbIX AaHHbIX O TOBapax No COOTBETCTBYHLLEN TOBAPHOMU
HOMEHKNnaType



B oronckan NpynnoBoun koA

& MHOMoNPOM@UNEHAR
EO0NbHWLLA Ne 2

CEPUNHbLIN HOMEP FPYNMOBOWN YNaKOBKM

KOHTPONbHAsA cymmMa (41MCrio, BblMMCNIAEMOE MO CreunanbHOMYy anroputMmy 13
NpeALecTBYOLWLMX UMMP 1 cnyxallee Ana rapaHTUn LEeNOCTHOCTU JaHHbIX)

CBefeHus, BKITIOYEHHbIE B rpynnoBOK Koa, MOryT AybnupoBaTbCs B BUae
YMTaeMoro ne4yaTHoro TekcTa

[pynnoBoun Ko reHepupyeTcs N HAHOCUTCA Ha TPETUYHYIO (TPAHCNOPTHYHO)
YNaKoBKY NNeKapCTBEHHOro npenaparta SMUTEHTaMM rpynnoBbIX KOOOB
MEeTo4aMK nevyaTu Unun aTUKETUPOBaHUSA



= roroagckas
MHOMONPO®UILHAR
" EOMBHUILLA Ne 2

NHOOPMAIIMOHHASA CUCTEMA

MJJIII

) uEcTHbi ELAE Loy gaaa
LVJ ZTHAK L;E?’%ﬁ Jencnemuauuxrexunnomn

PacnopsikeHune lNpasutensctea PO ot 18.12.2018r Ne2828-p

I.B coorserctBun ¢ wactbio 6 crated 67 @epepaibHOro 3aKoHa
"O6 oOpaleHun JIEKApCTBEHHBIX CPEACTB”  OnpeaenunTb, 4T0  00wWecTso
C  OrpaHuveHHoit  orsercrBeHHoCcThiO  "Oneparop-LIPITT"  ssasercs
opraHusauueif, ynoaHoMo4eHHOH Ha ocyuecrsiaerne QGyHkumii  oneparopa
CHCTEMbI  MOHMTOPHHIA  [ABWKEHHSA  JICKAPCTBEHHBLIX  [IPENaparos  JUIA
MEJIMLIMHCKOrO MPUMEHEHHA.




BONBEHKLA Ne 2

- roPoacKAs
{v‘ MHOMoOMNPO®WNLHAS

Tosapbi ¢ Mapkuposkoit 8 2019 1 2020 rogax

Mapr, 2019 WioHe, 2019 Wione, 2019 Cenrabps, 2019 Nlexabps, 2019 flumaps, 2020
r 1 r 1 r ar 1
7 o)
] #
L J L J L JL J

28 anpena 2018 roga Mpasurenbctao PO yreepanno nepeyeHb ToBapos, noanexaluux 0bs3atenbHoi MapkupoBKe:

B mapre 2019 r. Havanaco Mapkmposka Tabaka

B wione 2019 . uHdopMaLMOHHaR CHCTEMa MaDKMPOBKI M3ENMi 13 Mexa nepewna B HaumoHansHyio cuctemy Ludposoit Mapkmposky Yectroid HAK

B wione 2019 . Havanaco oba3arensHas MapkupoBKa 0ByBHbIX TOBAPOB, a TakiKe NPOXOZWT PETUCTPALVA Y4aCTHUKOB 0BopoTa Ans paboTsl ¢ Npenaparamy 13 nepeyka

BbICOKO3aTPaTHbIX HO30MOMWIA B CicTeme YecThbiin IHAK

B nexabpe 2019 . GynyT npoMapkupoBaHsl oyxu v TyaneTHas Boaa, DONbLIMKCTEO TOBAPOB NETKOM NPOMBILNEHHOCTY, (OTOANNAPATbI 1 WKHbI




g [poBepka ckaHepa

BONBHWLA Ne 2

f 1 YECTHBIR "okt

Y SHAK 2

Kowrakrel  RU \ N

MOTPEBUTENAM *  OYECTHOM3HAKE *  HOBOCTW MEPOMPUATAA ~  BOMPOC-OTBET Janary sonpoc

BHegperme MapkuposKy

JaperucrpuposaTsea b
cucTeme

Kak crarb yyacrHukom
nunoTa

Ka cratb naprHépom

Mapkwposka u
SKCNEPUMEHTSI

Mposepxa ckanepa

| -

[NABHAR * MOTPEGMTENAM

—_—
\

\
(!

|

[punoxenue
i Yecrroiit SHAK

1Ml HOMOMIOTE SpONKH
LT

POARMIL

B 2019 rony kaxabiit CMOXET NPOBEPUTL NOAAMHHOCT TOBAPOB

’ ‘ & npunoxeniu Yecnbid HAK v yaHarb o Hux Bcio npasay:
WHOOPMALMIO O MPOU3BORUTENE, COCTABE 1 CPOKE FORHOCTH,

2 ecnv byner HaigeHa NoAAenKa - CooBILMTS O HapyLeHMH.

Yecroiit HAK. Bes npasga o Tosapax « B Baluvx pyKax.




1

2

3

e MpoBepka ckaHepa

Bbi6epuTe kakoii ToBap Bbl ckaHupyeTe?

Tabak Nexapcrea O6yeb

MpoBepbTe, YTo y Bac yCTaHOBNEHA aHIMMICKas packnaaka KnaBuaTypbl

'ty
Yl 'f.d'l MPOBEPUTL

e

CrennTe kog Data Matrix v nporectupoearte ewe pas




roFPogcKAR

MHOMONPO®WNBEHAR
RO KaHepbl

e

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 ccTtemy

Kaccoroe obopyanosanme
Mecourua

Onepartopws 200
Momnepmra
e MporpamMmMmuoe obecnevenve

MuTerpatopbl

+ o+ + +

o

< b4 MpoTecTpoBraHHbIe CKaHEPBI LWTPMX-KOOa >

ATOMN D2

ATOJS SB2108 Plus




cZa

roFPogcKAR
MHOMoNPOM@UNEHAR
EO0NbHWLLA Ne 2

[lporpaMMHbIe NPOAYKTLI

rMABHAR BM3IHECY MAPKMPOBKA W SKCNEPHUMMEHTSI MAPKMPOBKA NEKAPCTE

Mapkuposka nekapcTs

O Mapkupoeke KaK cTaTb y4acTHMKOM/MapTHEPOM FAQ DokymeHTel YUICTHHKK NapTHEpbl Pabouwme r
= naPTHEPbl 3asBKa Ha NapTHEPCTBO

r
gg CEﬂm:m( nap'rHéEgD MNpoTecTupoBaHHbie peweHus
|

o

Bxog B cucTemy

+

Mecouynnua

+

Mopnepxka

Kaccoeoe obopyaoeaHwe

Onepatopwm 300

Dopym Cx

MporpamMmHoe obecneveHne >

e

3AO «1C»

COupma «1C» cneumanmaupyeTtcs Ha paspaboTke, AMcTprMBeOUMI, M30aHKMIK
¥ NOAOEPIKKE KOMMbIOTEPHBbIX Nporpamm. «1C» paboTaer ¢ nonb3osatensmu
yYepes 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

'_Ii‘i b HAs PaboTta nHpopmaLuMOHHON CUCTEMDbI

BHeceHne wuvHMoOpMauum 0O nekapCTBEHHbIX Mpenaparax B CUCTEMY MOHUTOPUHra
npon3BoanTCs cybbekTamu obpalleHusa nekapCTBEHHbIX CPEACTB MOCe NPOXOXKAeHUs
NMMN perncTpaumm B CUCTEME MOHUTOPUHra M NpeadocTaBnNeHUs UM NIMYHOro KabuHeTta
cybbekTa obpalleHna NekapCcTBEHHbIX CPEeACTB

[Mlo pesynbratam perucTpaumm cybbekta obpalleHMa nekapCcTBEHHbIX CpeacTB B
CUCTEME MOHUTOPUHIA W MPeaoCcTaBfeHMn emy §uyHoro kKabuHeTa Ha agpec
SNIEKTPOHHOW NOYTbl, YKasaHHbLIA Mpu nogadye CBedeHUMW, onepaTtopoM CUCTEMDI
MOHUTOPUHIa C MCMnornb3oBaHMEM yHKUMOHANa CUCTEMbl MOHUTOPWUHra OTnpaBnsieTcd
COOTBETCTBYHOLLIEE yBEAOMIIEHNE

CybbekT oOpaweHns rekapCTBEeHHbIX CpeacTB, [MOMyyvMBLUMK  yBeOOMIleHne O
perucTpaumm B CUCTEME MOHWUTOPUHIA, NPU akTMBauuMm QYHKUMW NKMYHOro KabuHeTa
BHOCUT B CUCTEMY MOHUTOPUHIra nepeyvyeHb agpecoB MECT OCYLLECTBIIEHNSA AeATENbHOCTU
nyTem BblbOpa Takoro agpeca W3 agpecoB, yKasaHHbIX B NIUMLEH3NAX Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPEeACTB, NUUEH3NAX Ha (hapMaueBTUYECKYD AeATenbHOCTb (BKNKYas
ONTOBYID W PO3HUYHYIO TOPrOBMK NEKapCTBEHHbIMU CpeacTBaMu) M NULEH3MAX Ha
MEONLMHCKYI0 OeATENbHOCTb, a Takke nepedYeHb agpecoB papMaueBTUYECKMX CKNaaoB
(MpyY HaNUYMM yKasaHHbIX JTNLEH3UN)



BEONBEHWLLA Ne 2

F - FOPOOCKARA o
I‘%- MHOT OMPO@ LA Pabota nHdopmauMoHHOU CUCTEMBI

CBeoeHuda, nepegaBaeMble B CUCTEMY MOHUTOPUHra, QOPMUPYIOTCA WU
npeacrtaBnalTcA B (POPME  3MEKTPOHHbIX  OOKYMEHTOB, MO4MUCAaHHbIX
YCUITEHHOW KBanuuunpoBaHHOW 3M1EKTPOHHOW No4NnChLIo

[lepenaya cBegeHUn B CUCTEMY MOHUTOPUHIA OCYLLECTBNSETCA MNOCPenCTBOM
HanpaereHuns gpannos gopmaTta XML

[aton npencrtaBneHUs CBEAEHUN B CUCTEMY MOHUTOPUHra cuYMTaeTcsl Aara,
3adMKCMPOBaHHAsA B KBUTAHUMW O NMpUeme CBedeHur, hbopmMumpyemMon npu umx
dukcaummn B cMCTEME MOHUTOPMHIA B (hOpMeE 3NEKTPOHHOIO JOKYMEHTaA



BEONBEHWLLA Ne 2

F - FOPOOCKARA o
I‘%- MHOT OMPO@ LA Pabota nHdopmauMoHHOU CUCTEMBI

[MpeaocraBneHne cBegeHUW B CUCTEMY MOHUTOPUHra cybbekTom obpalieHus
NEeKapCTBEHHbIX CPeacTB NPU OCYLLECTBIIEHMM oOnepauun C NeKapCTBEHHLIM
npenapatoM OCYLUECTBNSIETCA nocnegoBaTenbHo. [lpu aTtom cBegeHns 06
oyepeagHoOW onepauunm C JNeKapCTBEHHbIM MpenapaTtoM nepegarTcd nocne
nonyvyeHnss cybbektamm obpalleHnst NnekapCcTBEHHbIX CPEACTB MOATBEPXOEHUS
00 ycnelwHon obpaboTke CUCTEMOM MOHUTOPUHra CBeOEeHUW O npeablayllen
ornepaunmn ¢ NekapCTBEHHbLIM NpenapaTom

[Mpn ocyuwecTBneHnn cyobekToMm obpalleHns nekapCcTBEHHbIX MpenapaTos
Kakmx-nnbo  genctBum  (NonydeHne, nNepemMelleHrne  mexay  Mectamu
OeATenbHOCTN, Nepefada, pacopMUpoBaHUE TPETUYHOM YNAKOBKU, U3BATUE
NeKkapcTBEHHbIX MNpenapaTtoB W3 TPETUYHOM YMNakoBKW, BbIBO4 M3 0060poTa,
NOBTOPHLIA BBOA B 0OOPOT, nepedava Ha yHUUTOXEHUE, PakT YHUUTOXEHUS U
T.O.) B TeyeHne 5 pabouymx OHEM C MOMEHTa (PaKTUYECKOro COBEpLUEHUS
onepauun OO0 NpeaocTaBrneHns CBEOEHUN O AaNbHENLINX onepauunsix ¢ Takumu
npenapataMmm npeacTaBnser B CUCTEMY MOHUTOPUHra COOTBETCTBYHOLUNE
cBegeHuns



BEONBEHWLLA Ne 2

F - FOPOOCKARA 7
I‘%- MHOT OMPO@ LA Pa6oTta nHdpopmMaLMOHHON CUCTEMBI

OcHauleHne cyObekToB ODpalleHNs1 NekapCTBEHHbLIX CPEACTB, OCYLLECTBNSOWMX
BbIBO4 U3 060pOTa NekapCTBEHHbLIX NpenapaTtoB nyTeM oTnycka 6ecnnatHo unu
CO CKMOKOM nEeKapCTBEHHbIX npenapaTtoB MO peuenTty Ha JeKkapCTBEHHbIE
npenapatbl WAM  OTNyCKa JEKapCTBEHHbLIX MpenapaTtoB, YCTpoMcTBamMu
perucTpauum  BblObITUS  NEKAPCTBEHHbLIX  MpenapaTtoB  OCYLLECTBNSIETCH
onepaTtopoM CUCTEMbI MOHUTOPUHra Ha 0e3BO3Me3gHOM OCHOBE. B uensx Ttakoro
OCHalleHnsi cybbekTbl ObpalleHUs NeKapCTBEHHLIX CPeacTB 3akni4vakT C
onepaTtopoM CUCTEMbl MOHWUTOPUHra [OOroBOPbLI, B TOM 4uUCne coaepxalime
yCrNoBUSI NpedoCTaBfieHUsi Takoro obopyaoBaHMA WM €ero  pernameHTHOro
obcnyxmBaHma Ha 6e3B803Me34HON OCHOBE

CybbekTbl obpalleHnst nekapCTBEHHbIX CPeacTB npu ObHapy)XeHun OoLnbOoK B
cBegeHusix (HeO4oCTOBEPHbIX CBedEeHMW), npeacTaBfneHHbIX UMW B CUCTEMY
MOHUTOPUHIA nNpu BBOAE B OOOPOT NeKapCTBEHHbIX MpenapatoB M obopoTte
NeKkapcTBEHHbIX NpenapatoB, NPeAcTaBnsaAldT B CUCTEMY  MOHUTOPUHra
NHopMaLUO, HeOBXOANUMYIO ANs1 UCNPaBIIEHUS YKa3aHHbIX OWMBOOK B CBEAEHUSIX
(HegocToBEpPHbIX CBeAEHUI) (Aanee - ucnpaeneHne owmnbok)



|~ — roPOOCKARA -
l‘{':- e PaboTta uHopmaumoHHON cUCTEMBI

CybbekTbl OobpalleHns nekapCTBEHHbLIX CPeACTB BrnpaBe BHECTU WUCNpaBreHUs
OWMBOK A0 TOro MOMEHTA, Korda OHM Obln yBeOOMSIEHbl O Ha3HAYeEHUU B
OTHOWEHNUMN HUX TMNPOBEPKU, OCYLLUECTBISEMOM B YCTAHOBIEHHOM 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
(HegocToBepHbIE CBedeHudA), ydacTBoBanu [gpyrme cybbekTbl obpalieHus
neKapCTBEHHbIX CPeaCTB, TO UCMpaBneHna oWmMbOoK CHMTaOTCH NPUHATBIMU Nocre
NoOATBEPXKAEHUS [OOCTOBEPHOCTU MNpPeAcTaBneHHbIX WcrpasfeHnn owwmnbok B
cUCTeMe MOHUTOPUHIa BCEMW Yy4acCTHUKaMWU TMpencTaBlfieHus CBedeHun, B
KOTOPbIX 0OHapy>KeHbl OLWNOKK (HE4OCTOBEPHbIE CBELEHUS)



B roronan B cuctemy MOHUTOPUHIra BHOCATCA
1 FOMErLA e 2 cregyrowme ncnpasrneHns onoOoK B
OTHOLUEHUUN COOCTBEHHbIX onepauunm:

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

2. OT3blB COOOLIEHMSs OO OTrpy3ke JieKapCTBEHHbIX MpernapaTtoB CyObeEKTOM
obpalleHns NeKapCTBEHHbIX CPEeAcTB - OTNpaBUTENIEM TakKoro coobuleHuns,
nepegaHHOro nony4vartesnito feKkapCTBEHHbIX NpenapaTtoB. Takasi KOpPPEeKTUPOBKa
BO3MOXHa A0 nepegayn cBedeHun o noaTBepKaeHnn nepegaym nekapCTBEHHOro
npenaparta gpyrmm cyobekTom obpalleHns nekapCTBEHHbIX CPEACTB;

3. 0oTKas cybbekTa oOpalleHuUss JeKapCTBEHHbIX CpeacTB - rnony4vartens
NeKapCTBEHHbIX NpenapaToB OT NPMEMKU JEKapCTBEHHbIX npenapaToB. Takad
KOPPEKTUPOBKA BO3MOXHA OO0 nepegadn CBeAeHUr O NOoATBEPXKOAEHUM nepenaudn

flekapcTBeHHOro npenaparta Apyrum cybbekTtoMm obpauwleHusi nekapCTBEHHbIX
npenaparos.



I‘Ei rovoncKen BrokMpoBka  NPUHATUS  CUCTEMOIA
EONBEHWLIA Ne 2 v
MOHMTOPMHra cBeAeHuUM

BrnioknpoBka NPUHATUA CUCTEMOWM MOHUTOPUHra CBeOeHUM O BBode B 0b6opoT
rlekapcTBeHHbIX rMpenapaTtos, 06 obopote u (Mnn) O BbIBOAE U3 0OopoTa
flekapCcTBeHHbIX npenapatoB (ganee - ONOKMPOBKA) OCYLLECTBNAETCA B
aBTOMaTU4YECKOM pPexXmmMe B COOTBETCTBUMM C pernameHToM, onpeaensieMbim
ornepaTtopoM CUCTEMbl MOHUTOPWUHIa U corracoBaHHbIM ¢ ®eaeparnbHON cnyxbom
No Hag3opy B cdepe 3apaBoOXpaHEHNS

[Mpn ycTpaHeHUn cyObekToM obpalleHusi NekapCTBEHHbIX NpenapaToB MPUYKH,
MOCMY>XMBLUMX  OCHOBaHMeM  Ans  OnoOKMpPOBKWM, OTMEHa  ONOKMPOBKU
OCYLLIECTBIISIETCS B aBTOMaTU4YECKOM peXmume

BrnokupoBka U oTMeHa ONOKMPOBKM MOryT BBOAUTLCS B OTHOLUEHUM €ANHULbI
NekapCcTBEHHOro npenapata, NapTUM NeKapCTBEHHbIX NpenapaTtoB WM Cepuu
NekapCcTBEHHbIX NpenapaToB



MHOMoONPO®WNBEHAR

B roroncic BnokupoBkKa NPUHATUSA CUCTEMOM
1 BOnEHLA N 2 MOHMUTOPUHra cBeAeHUn

B oToenbHbIX criydadx, nepedeHb KOTOpbiX onpegenserca PenepasrnbHOU
cnyx6on no Hag3opy B cdepe 3apaBooXpaHEHUs, NpU BNOKMPOBKE OOMYCKAETCS
BO3MOXHOCTb nepenadn CBedeHUM O BO3BpaTe JieKapCTBEHHbIX MpenapaToB
NOCTaBLUMKY, O Nepefade fiekapCTBEHHbIX NpenapaTtoB Ha YHUYTOXEHNE N (UNK)
06 nHom BuAe BblBOAA M3 0OOpPOTa NIEKAaPCTBEHHbLIX NpenapaToB

lNMepe4vyeHb NPUYUH ONTOKUPOBKU

1. BbisiBieHMe HECOOTBETCTBUA TPebOBaHUMN K Ka4eCcTBYy B pamMKax BbIDOPOYHOIO
KOHTPOSA Ka4ecTBa JleKkapCTBEHHbIX CPeACTB 1 pegepanbHOro Hagsopa B cdepe
obpalleHna nekapCTBEHHbIX CPeacTB, ocyllecTndeMblx ®eaneparnbHon cnyxbom
No Haa3opy B cdepe 34paBOOXpaHEHNSA N ee TeppuTopuarnbHbIMU opraHamMmu

2. [llpuHatne MuHUCTEPCTBOM 3apaBooxpaHeHua Poccunckon denepauunm
peweHna o6 oTMeHe rocygapCTBEHHOM pernctpaunm nekapCTBEHHOro npenapaTta
B nopsigke, YCTaHOBSIEHHOM MNYHKTOM 6 cTtatbn 32 PepepanbHoro 3akoHa "O6
obpalueHum nekapcTBeHHbIX cpeacTs”



BEONBEHWLLA Ne 2

I—lfi rovooian BnoknpoBka NPUHATUA CUCTEeMOM
1 MOHUTOPUHIa cBeaeHUM

3. MNpuHaTtne denepanbHom cnyxdon Nno Hag3opy B cdepe 34paBoOXpPaHEHUS NO
nToram paccMoTpeHusi obpalleHusa cybbekta obpalleHns nekapCTBEHHbIX
CPEeacCTB pelleHns, cogepallero ceegeHust oo obHapyXeHUM HEeCOOTBETCTBUS
BbINYLLEHHbIX B OOOPOT JleKapCTBEHHbIX MpenapaTtoB Ana MeOULUHCKOro
NpUMEHeHUa (Oanee - JIeKapCTBEHHbIE npenapaTtbl)  YCTAHOBMNEHHbLIM
MuHucTepcTBOM 3apaBooxpaHeHnsi Poccunckon depgepaunn npu perncrpaumnu
9TUX NIEKapCTBEHHbIX NpenapaTtoB TpeboBaHUAM

4. OTCyTCTBME B CUCTEME MOHUTOPUHIa OBUMXEHUS NEeKapCTBEHHbIX NMpenapaToB
(hanee - cucrteMa MOHUTOPUHra) CBeOeHUW O Hanuuum neKapCTBEHHOro
npenapara y cyobekta obpalleHusi nekapCTBEHHbIX CPeaCTB, NPEACTABNSOLLErO
cBegeHnsa 06 obopoTe 3TOro nekapcTBEHHOro nNpenapara

5. NcTeyeHne cpoka rogHOCTU NeKapCTBEHHOro npenaparta B COOTBETCTBUM CO
CBEJeHUAMU, 3aperMcTpnupoBaHHbIMU B CUCTEME MOHUTOPUHTA



B roroncic BbnokupoBka NPUHATUSA CUCTEMOM
1 soneruA e 2 MOHMUTOPUHra cBeageHUn

6. HecooTBeTCcTBME CBEOEHUN O JIEKAPCTBEHHOM rMpenapare, npencraBfieHHbIX
cyObekTOM 0bOpalleHnsa NeKapCTBEHHbIX CPEACTB NPU ONMCaHUN NEKApPCTBEHHOIO
npenapata B MHAOPMaUMOHHLIA pecypc, obecneuymBalonn y4eT N XpaHeHune
OOCTOBEpPHLIX [daHHbIX O ToBapax MO  COOTBETCTBYHOLIEN  TOBaApPHOW
HOMEHKNaType, cBedeHUsIM, MOSflyd4eHHbIM CUCTEMOM MOHUTOPUHra N3 eauHOU
rocygapcTtBeHHOU MHJOpMaLMOHHOW CUCTEMbI B cdhepe 34paBOOXpaHeHNs

7. [llpencraeBneHne B CUCTEMY MOHUTOPUHra CBeOEeHUM O npogaxe
NeKapCTBEHHOro rnpenapara ¢ dpapMaueBTUYECKOro ckraga npu OTBETCTBEHHOM

XpaHeHUK

8. lNpencrtaBneHne B CUCTEMY MOHUTOPWUHra CBeAeHU 00 oTrpy3ke (npopaxe)
NeKapcTBEHHOro npenapara 40 perucTpaumn B Hel cBefdeHnin o BBoae B 060poT
rNekapcTBeHHbIX NpenapaTos

9. OTcyTCTBME B CUCTEME MOHUTOPUHra CBEAEHUW O HanMuuu y cyObekTa
obpalleHnsa nekapCTBEHHbIX CPEACTB JUMUEH3UN, NPeaoCTaBnsoWKUX CyObekTy
obpalyeHus NeKapCTBEHHbIX CpeacTB npaso Ha OCYLLIEeCTBIIEHME
COOTBETCTBYHOLLMNX onepauuin



MHOMoONPO®WNBEHAR

B roroncic BnokupoBka NPUHATUA CUCTEMOW
1 POMEHLA N 2 MOHUTOPUHra cBeAeHUn

10. [lpeoctaBrneHne B CUCTEMY MOHUTOPUHra CBEOEHUW C HapylueHUEM
TpeboBaHu [1ONOXEHUA O CUCTEME MOHUTOPUHIA ABWXKEHUSA NEeKapCTBEHHbIX
npenapatoB ANs MeAUUMHCKOro NPUMEHEHUS], YTBEPXKOEHHOIO NOCTAHOBEHNEM
[MpaButenbctBa Poccuinckon depepaumm ot 14 gekabpss 2018 . N 1556 "O6
yTBEPXKAEHUN [1ONOXEHNS O CUCTEME MOHUTOPUHra OBWXEHUSA JEeKapCTBEHHbIX
npenaparoB Anst MeauuuHCKOro npumMmeHeHns"

11. OTcyTcTBME CBegeHun O 3adBuTtene B EOnMHOM rocyoapCTBEHHOM peecTpe
IOPUONYECKUX JINL, KaK O OEWCTBYHOLLUEM topuaundeckom nuvue, wnu B EguHOM
rocydapCTBEHHOM peecTpe wuHOMBUAOYyanbHbIX MpeanpuHMMaTenen Kak o
OEeNCTBYOLWEM WHAOMBUAYASIbHOM npeanpuHumarene, unm B rocygapCTBEHHOM
peecTpe aKKpeauToBaHHbIX dunuanoB, nNpPeacTaBUTENbLCTB  WHOCTPAHHbIX
IOPUONYECKUX NUL, Kak O AeucTteylolem dunmane unu npencraBuTenbCTBe
MHOCTPAHHOro Hpnan4veckoro nuua Ha tepputopum Poccmnnckon denepaunm



I—lfi roponian BnokupoBka NPUHATUA CUCTEMOW
1 MOHUTOPUHra cBeAeHUn

EONBEHWLIA Ne 2

12. Hanwuve B EAOWMHOM rocygapCTBEHHOM peecTpe puanyeckux vy B
OTHOLLUEHUM 3asABUTENA 3anucu O HeOOCTOBEPHOCTU CBeAEeHWN, BHECEHHOU B
COOTBETCTBUN C MyHKTamu 5 n (nnm) 6 craten 11 depepanbHoro 3akoHa "O

rocydapCTBeHHOM  perncrTpaumm  Lpuandyecknx nuy 1M uHOMBUAOYyanbHbIX
npegnpuHumarenen”

13. TllpuHatne MwuHucTepcTsoM 3apaBooxpaHeHusa Poccuinckon dPepepauun
peELLEHNs O MPUOCTAHOBMEHUN NPUMEHEHUS NEKAPCTBEHHOro rnpenapara B
COOTBETCTBUM C YacTbio 7 cTtaTbM 64 n ctatben 65 denepanbHoro 3akoHa "OO6
obpalueHum nekapcTBeHHbIX cpeacTs”




PETNCTPATOPLI BBLIBBITUA

PETMCTPATOP BblbblTWUA




PerncTpaTop BblObITUS — BHELUHWIA BUA U KOMNIEKTALMS

JHAK

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

Wi-Fi, Ethernet - o119 NoOAKAYEHUS K BHYTPEHHER CeTU anTeku
UK Mef. OpraHu3aummn

BO3MOXHOCTb noaknovenus GSM-MoaeMa - Ha C1yyaid, ecu
v\ AnTeka unu Mefd. OpraHu3aLma 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 UCNONb30BAHMUIO




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

“| TMpumeHseTca
perucTpaTop BblObITHS

o Mpuemka Mot
nocTasluMKa

Peructpatop -

BbIObITUSA HE HY)XXEH NeKapCTBEHHbIX

R o npenaparos Ans
0Ka3aHus

MeaWULMHCKOH
NOMOLLM

v| TMpumMeHseTcs
— L
perucTpaTop BbiObITUS




Kpunto3awmurta mapkupoBku J1C

Mpu peanusauumn JIC KOHeUHOMY noTpeburtenio - npoBoAUTCA
AONONHUTENIbHAA NPOBEPKA NErMTMMHOCTM Mapkuposku JI1C
perncTpaTtopom BbibbiTuA.

B chyyae HecooTBeTCTBUA:

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

* UNHPopmauma 06 o0B6HapyKEHUU U NONbITKE peanusauumm
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 Tpebyet nopaboTku MHHOPMALMOHHOM CUCTEMBI YHaCTHUKa 06opoTa
HeynobCcTBa ABOMHOrO BBOAA MHGOPMaLMK 4 OTCYTCTBUE aBTOMaTUYECKOM
NPOBEPKM COOTBETCTBUA CKaHUPYEMbIX KOLOB AOKYMEHTY-0CHOBaHMIO
(peuenTy unu HaknagHow)

«Pexxum TCl» = B noMeLLeHuax 6e3 cBsi3u

3arpyska B PB nepeyns Tpebyembix JIM 1 Bbirpyska cnucka

OTCKaHMpOoBaHHbIX DataMatrix X I
YnobeH ans uCnonb3oBaHuA B NoMeLLeHnsx 6e3 cea3u 1 0bMeHa 010 (1050  50-100
WHDOPMaLMen C CUCTEMOI y4acTHUKa 06opoTa 6e3 ee fopaboTku (yepes

KonupoBsaHue ¢annos)

«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 aBToMaTsaLus, npouecca 1 yaobcreo DEATENbHOCTH

ncnonb3osaHus PB




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 NONYYEHMIO U YCTAHOBKE PETUCTPATOPa BbIObITUS Ha

CTOPOHE anTeKN UK MEAMULIMHCKON OpraHu3aLmu

UHppacTpyKTypa

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

[opabotaHHas MHHOPMALMOHHAA CUCTEMA (YYETHAs CUCTEMA OpPraHu3aLmm) - ans paboTbl B CETEBOM
pexume

UHdopmauuoHHOE B3aMMOAENCTBUE

TeCToBble KOAbI MapKMPOBKM NONYYEHbI OT TEXNOAAEPXKKM

B «Mecoynuue MAJIM» nposeaeHbl paboTbl C MAPKMPOBaHHBIMU NeKapCcTBaMK
AHKeTa Ha nony4yeHue PB 3anonHeHa

[forosop (cornaiieHune) Ha nony4yexsue PB noanucan
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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. ECAM OHa paHblue AaThl BBEAEHUA
2. 00s3aTenbHOM MapKMPOBKH, CBEAEHUA 0 AEUCTBUAX C AaHHbIM NeKapCTBEHHbIM NPenapaToM MOXHO
He peructpuposatb 8 MIJIN

7 Pernctpauus 8 MIUIMN aenCTBUIM C TAKUMKU NpENapaTaMu, HE NPUBOAMUT K OLUMBKAM, HO M OTCYTCTBME
© 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



JIOTOBOP




BEONBEHWLLA Ne 2

F - OPOOCKARA
1‘ MHOMoONPO®WNBEHAR

1.4. INpwn noctaBke Toapa npowusBeaneHHoro ¢ 01.01.2020 roga lNocTaBLUMK
00s13aH cobnogate TpeboBaHMe O HanMyYMM HaAHECEHHOW Ha MNEePBUYHYIO
ynakoBKYy (B OTHOLLUEHMWU JIEKApCTBEHHbLIX MNpenapaTtoB Ans MeaULUUHCKOro
NPUMEHEHNS, AONs1 KOTOPbIX HE npeaycMoTpeHa BTOpUYHaAa YyrnakoBka),
BTOPUYHYIO (NOTPEDBUTENBCKYIO) YNAKOBKY NEKapCTBEHHbIX NpenapaTtoB And
MEAVULUMHCKOIO MPUMEHEHUS W  TPETUYHYK (TPAHCNOPTHYIO) YNaKOBKY
NeKkapCcTBEHHOro npenapara, cpeactBa uaeHTudukaumn, B nopsgke n B
COCTaBe, KOoTopble ycTaHoBreHbl [paBntenscteom Poccunckon ®enepauumn.

1.5. CTopoHbI HacTosiwero [loroBopa B OTHOLIEHUM ToBapa npou3BedeHHOro
¢ 01.01.2020 roga obecnevnBaloT B CPOKKU, NOPSOAKE U B COCTaBe, KOTOpbIe
ycTaHoBreHbl [lpaButenbctBom Poccuinckon degepaumm ¢ y4eTtom Buaa
OCYLLECTBNAEMON UMW  OEATENbHOCTW, BHeCeHne uHdopmaumm o
NneKapCTBeHHbIX npenapaTtax Ansgd MeauuUMHCKOro MpUMEHEHUA B CUCTEMY
MOHUTOPUHIra OBWMXXEHUA NEKApPCTBEHHbIX MpenapaTtoB Ansd MeauuUUHCKOro
NPUMEHEHNS.



BEONBEHWLLA Ne 2

- rorPoackKAA
1‘ MHOMOMNPODUILHAR

6.3. 3akaszumk B TedeHne 15 paboumx AOHen co AOHA NoflydeHust oT
[TocTaBLlUMKA OOKYMEHTOB, MNPeayCMOTPEHHbIX MNyHKTOM 5.3 [loroBopa,
HanpasnseTt [locTtaBwmky nognucaHHblM AKT npuema-nepenadu ToBapa
(npunoxeHne N 4 k [oroBopy) WM MOTUBMPOBAHHLIA OTKa3 oOT
noanucaHusl, B KOTOPOM YyKasblBAlOTCA HeOOCTaTKM U CPOKU  UX
yCTpaHeHus.

9.5. OnnaTta no [JoroBopy OCYLLECTBISIETCA NO KaXXAO0MY 3Tany nocTaBKku
ToBapa, npegycmotpeHHoro Cneuundomkauuen (npunoxeHne N 1 K
[oroBopy), B TeyeHne 30 gHen c gatbl noanuvcaHust 3akasvymkom AkTa
npuema-nepenaym Tosapa (npunoxeHne N 4 k [loroBopy) Ha 0CHOBaHUU
OOKYMEHTOB, NnpefycMoTpeHHbIX NyHKToM 9.3 [lorosopa.



cZa

rorPoOcKAA
MHOMoONPO®@WMNBEHAR
EONBEHWLIA Ne 2

IIpanoxenne Ne 2
K IIporokoay Ne 2 or 24.01.19

IIPEJJIOKEHILA O BHECEHII II3MEHEHIII
B THIIOBOII KOHTPAKT HA IIOCTABKY JIEKAPCTBEHHBIX
IHHPEITAPATOB JAJIA MEJHIITHCKOI'O ITPIIMEHEHI A,
VTBEP/KJIEHHBII ITPIKA30OM MHHIICTEPCTBA
3TPABOOXPAHEHI A POCCHIICKOII ®E/JJEPAIII
OT 26 OKTABPA 2017 I'. Ne 870H

1. BHecTn u3MeHeHHs B THIIOBOIl KOHTpPAaKT Ha MOCTAaBKY JI€KapCTBEHHBIX
mnmpernapaToB I8 MeIUIMHCKOIO I[pUMEHEHHS, VIBep)KIeHHBII [IPHUKa30M
MunucrtepcTBa 3apaBooxpaHenus Pocculickoll @eaepammu ot 26 oktaops 2017 1.
Ne 8708 (3aperuncTtpupoBaH MuHHCTEpPCTBOM rocTHIHH Poccuiickoil @eaepanun 7
nexadpsa 2017 r., pernctparmmonHbiil Ne 49149). cornacHO NPHIIOKEHHIO.

2. Hacroammii npuka3 He MpUMeHsAeTCcsd B OTHOMIEHHH 3aKYIOK TOBApOB A
obOecrnevyeHNsT TOCYJIAapPCTBEHHBIX ¢ MYHUIIUNATBHBIX HYXKJI, H3BEeHIEHHS 00

OCVIIIECTBICHUHN KOTOPBIX pa3MemleHbl B eInHOIl MHGOpManMOHHOII cHUcTeMe B
cepe 3aKyIOK 10 BCTYIUIEHNS B CIUTY HACTOSAINEro MPHKa3a.




B roroackan
MHOFONPOM®UITEHAR
" EOMBHLIA Ne 2

IIpnnoxeHue
K Ipuka3y MuHucTepcTBa 3paBOOXPaHEeHNS
Poccuiickoii @eepanun

I3MEHEHII,
KOTOPBIE BHOCATCS B THIIOBOIT KOHTPAKT HA ITOCTABKY
JTEKAPCTBEHHBIX TIPEHAPATOB LA ME;I;IIIIIIHCI\OI"O

3P ABOOXP. AHEHiI}I POCCHIICKOII DPEIEPAILIII
OT 26 OKTABPA 2017 I'. Ne 870H

B TunmoBoM KOHTpaKTe€ Ha IIOCTAaBKYy JIEKAapCTBEHHBIX IIpenapaToB IS
MEIUIHCKOrO  IPUMEHEHHs, VIBEpP)KIEHHOM  IpHKa3oM  MuHHUCTEpCTBa
3apaBooxpaHeHns Poccuiickoii @eaepanuu ot 26 okTs0ps 2017 r. Ne 870H (nanee
- TunoBoii KOHTPAKT):

1. JToGaBUTh m. 5.5. CIEQYIOMIETrO COAEPKAHIA:

«5.5. ITocTaBIIMK He mo3AHee  JHEH JocTaBKH ToBapa B MecTo JocTaBKH
ToBapa npegocTaBisgeT cBeAeHNd 00 oTrpy3ke ToBapa 3akasuuky B @I C MJIJIII
B MOpsAJKe, YCTAaHOBJICHHOM VIOJIHOMOYEHHBIM OpPraHOM TIOCYJAapCTBEHHOI]
BJIACTIL».



=

rorPoOcKAA
MHOMoONPO®WMNLEHAR
EONBEHWLIA Ne 2

2. J1o0aBHTH II. 6.6. CIEAYIOMEro COAEPKAHNI:
«6.6. OtcyrctBie B ®I'MIC MJIJITT napopMmanm o mnocraBlieHHoM ToBape

B OI'MC MJUIOI B nopsake, YCTAaHOBICHHOM YIIOJTHOMOYEHHBEIM OpPraHOM
rOCYJapCTBEHHOIl BIACTH, SBISIOTCS OCHOBaHHEM /Ul OTKa3a B IIpHEMKe
IocTaBIeHHOr0 3aKka34uky ToBapa.».

3. JloGaBUTH II. 6.7. CIEIYIOMEr0 COASPKAHMA:

MOZMICAHNS AKTa NpHeMa-nepefadn ToBapa), HO He paHee ATkl PerHCTPALHN B

QMQM&HQ@&A@mzﬁ&@zwm,augw,&ap&gggmepmagmgslgam&

YHOTHOMOYEHHBIM OPraHOM IOCYAaPCTBEHHOII BIACTILY.

4. JIo6aBHuTh 1. 17.6 creayromero coaepKaHms:

«17.6. YenoBus, xacaromuecs npenoctasieHns cseaeHnii 8 @TUC MJJIII,
BcTynaroT B cmay ¢ 01 suBaps 2020 roga U paclpoCTpaHSIOT CBOe JeiicTBHE B
orHomeHnn ToBapoB, BBeJEHHBIX B rpakgaHcKuil obopor ¢ 01 sguBaps 2020
roma.».




bnarogapto 3a BHUMaHWU¢

~.

KoHTaKTHbIe
TenegoHbl:

T.338-48-92

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




