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Camoe BaxHOe U MHTepecHoe ANs cneunanucToB papmaLeBTMYECKON
oTpacnu

[MpaBUTENbLCTBO N3MEHUIIO UCNOSIb3OBaHNe
3NIeKTPOHHOM NOoANUCHK Npu obopoTe meausgenun

UecmoyHuk uzobpaxeHus: freepik.com

[MpaBuTENBECTBO BHECNO N3MEHEHWS B MpaBuia UCnonb30BaHNs 3NeKTPOHHOW NOANUCK B JOKYMEHTaxX npwm
obopoTe meausgenui, kpecen-konscok n BAL. Tenepb gns pernctpauun B cucteme MAJIM MoxHO oTnpaBuTb
3asBneHne, NOANUCAHHOE YCUITEHHOW KBannMuUUUpOBaHHOWN 3NEKTPOHHON NOAMNMUCHIO y4acTHUKa obopoTa
TOBapOB.

MpaBuTtenbcTBO yTBEPAMNO noctaHosneHve No 743 ot 31.05.2024 «O BHeECEHUN U3MEHEHUI B HEKOTOPbIE aKTbI
MpasuTtenbctBa Poccuickon ®egepauum no BONpoOcamM MCNofb30BaHNS ANEKTPOHHOM L poBOn NOANUCH MpU
obopoTe ToBapoB, nognexalmx oba3aTenbHON MapKUpPOBKE CPEACTBAMU MAEHTUMKaLUmy.

B nokymeHTe 0603Ha4YeHbl UISMEHEHMS B NpaBUax UCMoNb30BaHUS 3MIEKTPOHHOW NOANMUCH B AOKYMEHTaX npu
obopoTe meansnenuii, Kpecen-konsacok u buogobasok (BAL).

[na pernctpaummn B cucteMe MOHUTOPUHIa OBUMKEHUS NeKapcTBEHHbIX npenapatos (MOJIM) Tenepb MOXHO
HanpaBuWTb 3asBEHME O permcTpaumm, NognNMcaHHoe YCUNeHHON KBannuUMpoBaHHOM 3IEKTPOHHON MOAMNUCHIO
(Y3IT) yyacTtHunka obopoTa ToBapoB. PaHee paspeluanach nvilb NOANMUCH PyKOBOAUTENS OpraHn3aumm unm
WHAMBMAYanNbHOro NpeanpuHMMaTens.

CornacHo nsmMeHeHusM, y4acTHUKM obopoTa TOBapPOB AOSMKHbI:

— Bnagetb YOIT;

— UMETb nporpaMMHo-annapaTHbM KOMMIEeKC, KOTOprVI no3BoNnAeT noanmncbiBatb AOKYMEHTbI Yan
N 06MeHNBaATLCHA MU B CUCTEME MOHUTOPUHra,

— UMETb yﬂaHeHHbIVI 0OCTyn K yCTpOIZCTBy pernctpaumm aMmmccumn, pasmeLlleHHoMy B CUCTEME MOHUTOPUHIA;

— WUMETb 3aKNYEHHbIN C ONepaTopoM 3NEKTPOHHOro ﬂOKyMeHTOOGOpOTa 0oroBsop.
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B noctaHoBneHumM Takke yKkasaHo, YTO 3NEeKTPOHHbIE JOKYMEHTbI, KOTOPbIe aBTOMaTU4eckn (hopmmnpyoTcs

1 NpedocTaBnsTCcs y4acTHMKamu obopota, MoryT 6biTe nognucanbl Y3l yyacTHMKA, BbINOMHALWETO hyHKUMN
oneparopa COOTBETCTBYOLLEN MHDOPMALNOHHON CUCTEMBI.

[doKymeHT BcTynaet B cuny ¢ 1 ceHTa6psa 2024 roaa.

PaHee npaBMTENbLCTBO YyTBEPAMIIO NOCTAHOBMEHUE, COMMAcHO KOTOPOMY NPOAaXKM HerneranbHbIX

W NPOCPOYEHHBIX MeaN3aenuvi, a Takke Kpecen-konscok Yepes kaccy 3anpetat ¢ 1 mapta 2025 roga. NMpu
CKaHMpPOBaHUK KOOa MapKUPOBKK kacca ByaeT obpallatbcsa kK cucTemMe MapknupoBku, 1 ecnn cpabotaet oguH

M3 Kputepues, TO NpoaaTb TOBApP HE yOacCTCA.

McTouHunK:
pharmvestnik.ru

«KTo Bnageet uHdopmaumein — ToT BrageeT MUpPoM». YTobbl CTaTb XOPOLLUM CMeLmuanucToM U pacTu B CBOEMN
npodeccun, HeoBXo0AUMO BbITb Ha OCTPUE COBLITUIA, MPOUCXOOALLMUX B OTPACHW.

YTo6bl Nonb3oBaTeny cuctem « TEXakcnepT» He NPOMYCTUIM BaXKHYHO AN cebs nHdopmaumio, B OTpacrieBom
komnnekTe «Texakenept: MegnumHckasa npomblwneHHocTb. PapmaueBTmkay cyulectsyeT cepsuc «HosocTu
MeAULMHCKOMN NPOMBbILUIIEHHOCTH, chapMaueBTUKkN». OH NpeacTasnseT cobon nogdopky NocrnegHux, camblx
aKTyarnbHbIX HOBOCTEN. NI3MEHEHUS B 3aKOHOL4ATENBLCTBE, aHOHCHI MEPONPUSATUIA, CODLITUS, MponcxoasLLne

Ha MeXayHapoaHOM YpOBHE, — BCE HOBOCTM OTpacnv cobpaHbl B 0gHOM pybpuke, 4Tobbl Bbl Y3HANM O HUX Kak
MOXHO paHbLLE U CBOEBPEMEHHO NPUMEHMWIM 3TN 3HaHWS B paboTe.

HoBocTHas pyb6puka o6HoBnseTcA exeaHeBHO. ECTb BO3MOXHOCTbL OTGOpa HOBOCTEM:

— 3a nbon Npon3BonbHLIN Nepuog B npeaenax 12 mecsues;

— o Temaruke;

— M0 CNoBaM B HAMMEHOBaHUN U/ B TEKCTE.

B HoBOCTHOM 610OKe BblaeneHbl TpU pyopuku:

— a@HTUKPU3NCHbIE MEPbI;

— HOBOCTM O MPOEKTax JOKYMEHTOB Mo cTaHaapTusauuu;

— HOBOCTW NO OXpaHe Tpyaa,

— HOBOCTU TEXHNYECKOIo perynmpoBaHu4.
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Crartyc cuctem
«TexakcnepT»
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B K sam npmwna nposepra B Hannyuwme gocrynhsie Texxonorum

o EfuHbiil cosaps TepMuHoE

0 TopA4Me QokyMeHTE!

HoBble 4OKYMEHTbLI B OTPacneBOM KOMIMNEKTE
«Texakcnept: MegnumHckasi NPOMBbILLITIEHHOCTb.
dapmaueBTUKa» 3a mau

Cnncok HOBbIX AOKYMEHTOB
[poc]

Bonpoc-oTBeT

Bonpoc:

OTBeT:

Bonpoc no tpe6oeaHmam [OCT NCO 13485:2017, n.7.5.6. Banngauusa npoueccoB
npou3BoacTea U 0bCnyxMBaHUsi OTHOCUTCS KO BCEM NMpoLieccam Npon3BoACTBa

1 oBCny>XMBaHMSA UK TOSMBKO K cneunanbHbiM (Banvaaums MO, Banngaumnsa npouecca
ynakosku MU n ctepunusaumm)?

[a, ko Bcem npoueccam npounssoacTtea u1 06Cﬂy>KI/IBaHI/IFI (I'IpOLJ,eCCbI NPOEKTNPOBaAHNA

Nucuukas Onbea 1 pa3paboTkM NPoayKUUM HaxoOsATcs 3a npeaenamMu aTux ctaguin), pesynsraThi
CepzeegHa KOTOPbIX HEMb3si NPOBEPUTL C UCMONb30BaHNEM U3MEPUTENBHOrO 060PYA0BaHUS UK
06opyaoBaHUs ANt MOHUTOPUHTA.

O6ocHoeaHue:

MexrocynapcTteeHHbIn ctaHgapT [TOCT ISO 13485-2017 «U3penua megnumHckmne. CUcTeMbl MEHE)KMEHTA
kayecTtBa. TpeboBaHWsA Onsi Lenei perynupoBaHns» (BBEAEHHbIV B AeNCTBMNE Npukasom PocctaHaapTta
ot 30.06.2017 Ne 615-cT) ycTaHaBnmBaeT TpeboBaHUA K CUCTEME MEHEIXKMEHTA KayeCTBa, KOTOpble MOryT
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NPUMEHATLCS OpraHu3aLmen, y4acTByoLLen B OOHOW UMM HECKOMbKMX CTaAUAX XUSHEHHOTO LMKNa
MEOULIMHCKOIO M3AEenusl, BKIoYas NPOeKTUpoBaHne 1 paspaboTKy, NPOM3BOACTBO, XpaHEHME U MOCTaBKY,
MOHTa, TEXHUYECKoe 06CNyXMBaHNE, OKOHYATENbHbIN BbIBOA U3 SKCMnyaTauum 1 yTUnmsaumo MeauumuHCKmUX
nsgenuii Unu NpeaocTaBneHne CBA3aHHbIX C HAMK YCnyr (HanpymMep, TexHUYeckas nogaepxka).

Mo cmbicny noctpoenus cTpykTypbl FTOCT ISO 13485-2017 1 cogepXaHus nyHkTa 7.5 gaHHoro ctaHaapTa,
B 9TOM NyHKTe peyb naet o TpeboBaHmnsX K npoueccam NPOM3BOACTBa U 0BCNYXMBaHWSA Kak CTaamam
XWU3HEHHOTO LMKNa MeAMLMHCKOro nsgenus.

O6pallaem BHMMaHue, 4to B cuny nyHkTta 3.9 pasgena 3 [OCT ISO 13485-2017 >KU3HEHHbIN LMK
npencraensieT cobon Bce cTaanm CyLLecTBOBaHUSA MEQULMHCKOIO N3nenusi, oT nepBoHavarnbHOM KOHLENLMM
[0 BbIBOAA U3 3KChfyaTaumm U yTunmsauumn.

Cam [[OCT ISO 13485-2017 He yTOYHSIET, OAHAKO, HaNpuMep, B pasaene 5 HaunoHaneHoro ctaHgaprta
Poccuiickon ®epgepaumm FOCT P 15.013-2016 «Cuctema paspaboTku 1 NOCTaHOBKU NpoayKLUMM

Ha npon3BoAcTBO. MeanumHckue nsgenusay (yTB. U BBEAEHHOTO B AeACTBUE Npuka3om PoccTtaHgapTa

oT 19.09.2016 Ne 1168-cT) nponucaHo, YTo 41151 XKU3HEHHOIO LMKIia MeMLMHCKOrO N3AENus NPUHATDI
cnepywLme ctagun: UccnegoBaHme, pa3paboTka, M3roToBneHme (NPOM3BOACTBO) U CHATUE C MPOU3BOACTBA.

M3 B3anmocesazaHHoro aHanmsa nonoxenunn FTOCT 1ISO 13485-2017 Takke cneayer, 4To pa3paboTka,
NpoeKTUpPOBaHMe NPOAYKLMM BbIHECEHbI 32 paMKu CTaauii NponssoAcTea u obenyxmsaHns M.

B cuny nyHkta 7.5.6 TOCT ISO 13485-2017 opraHu3auust 4OSPKHA BanuanpoBaTh Ntobble NpoLecchl
Npon3BOACTBA U 0BCNYXNBaHUS, pe3yrbTaThl KOTOPbLIX HEMb3A NPOBEPUTL MOCPEACTBOM NOCIEA0BaTENLHOIO
MOHUTOPUHIa UK U3MEPEHUS U, CrieqoBaTeNbHO, HEAOCTATKN KOTOPbIX CTAHOBATCS O4EBUAHLIMU TOMNBKO rNocre
Ha4ana Mcnonb3oBaHWs NPOAYKLUM UK ee 06CNyXKNBaHUS.

[JaHHyo HopMy criedyeT TonkoBaTh OyKBaribHO, Kak NPeanuchiBatoLLyo BanManpoBaTh Jobble NpoLecchl
npounsBoacTBa U 06cnyXnBaHUs, peaynbTaTbl KOTOPbLIX HEMNb3S NPOBEPUTL C UCNOMb30BaHWEM 000pYAOBaHMS
ANS MOHUTOPWHIa U U3MEPEHUS, a 3Ha4uT, TpebyeTcs noaTeepXXaeHue nonydYeHns aeKTMBHOro n3aenus
no pesynsTaTam 3TUX 3TanoB NOCPEACTBOM Banuaauuu.

Cchbinku BeAyT Ha AOKYMEHTbI B cucTeMe « Texakcnepr».

Ecnu ccbInku He akTUBHbI UKW NMPU Nepexoae BO3HUKAET OWNGKa, BEPOATHO, Bbl He sIBNAeTECH
nonb3oBaTtenemM «TexakcnepT» UM y Bac He HacTpoeHa yTunuta «KAccucrr.

O6patuTtech K npeacraButento «TexakcnepT» B BalleM pervoHe.
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