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Jnst Toro, 4roObl HauaTh paboOTaTh ¢ MHPOPMANMOHHOW CHCTEMOH MOHHUTOPHHTA JBHXXCHUS

JICKApPCTBCHHBIX IIp€riapaTroB, MEAUIHWMHCKUM OpraHu3alydaM, allTCKaM M allTCYHBIM CETIAM HCO6XO,Z[I/IMO
BBITIOJIHUTE CJICAYIOLINC JIEHUCTBHSL. O6paTI/ITC BHHUMAHUEC, YTO I YCKOPCHUA NOCTUIKCHUSA PE3yJibTaTa
HCKOTOPLIC 1Ialr'd MOT'YT BBIIIOJIHATHLCA MapalyiCJIbHO, YTO CJICAYCT U3 UX OIIMCAHUS.

1.

Onpenennre, Kakue MOJIb30BATENH, KaK U B KAKOH MOMEHT OyIyT pETMCTPUPOBATH T€ WM HHBIC
nmerictBua ¢ JiekapceTBeHHBIMU Tipenaparamu (JIIT) 8 MC MJUJIIL. Kakwne melicTBUS MOIDKHBI
peructpupoatbes B UC MJIII, onucano B noxkymente «llacmopra mporeccoBy», pa3MeieHHOM
B pasgene «MapkupoBka IekapcTB» Ha caidte https:/Yectuplii3HAK.P® B moapaszpene
«JoxymenTer», Omokx «OcHoBHBIE neiicTBus ydactHukoB MJJIID». B exemueBHON paboTe
MEIUIMHCKUX OPTraHU3alUi U allTeK PeaIn3yroTcs OM3HEC-TIPOLECCH], ONMCAHHBIE B CIEAYIOIINX
paszenax:

a. «4. Pazmen «OO0OpoOT JIEKapCTBEHHBIX IIpErapaToB»». 31MeCh OOpaTWTe BHUMaHUE Ha
cxemax Ha crtpenku Mexay mnomocamu «MC MIJII» m «CyOpexT obOpameHus —
nosy4arenby. [loanucu Ha cTpelikax yKas3bpIBaloT Ha cocTaB nepenaBaeMbix B UC M/JITT
u nomydaeMmbix oT MC MJUJIIl mannpix. OmucaHue cocTaBa JaHHBIX MPUBEICHO B
mokymeHTe «Ommcanue XSDy», pasmemeHHOM B 3TOM JK€ TOJpaslene caifra, OJoK
«Pa3paboturkam» (HIKE Ha 3TOM Ke CTpaHHILIE caifTa).

b. «5. Paznen «BeiBoa M3 000pOTa»»
C. «7.2. Bo3BpaT NpHOCTAaHOBJICHHBIX JICKAPCTBEHHBIX MPENAPATOBRY»

d. «9.2. PachopmupoBanue (yHHYTOXKEHHE) TPETHYHOW YIMAKOBKH JIEKAPCTBEHHBIX
npenapaToB

e. «10. OrmeHa 3aperucTpUpOBaHHBIX ONEpalii, OT3bIB JEKApCTBEHHBIX IpenapaToB U
OTKa3 B IPUEMKE JIEKAPCTBEHHBIX MIPENapaToB»

f. [pyrue pa3zaensl, B 3aBUCHMOCTH OT OCOOCHHOCTEH KOHKPETHOM OpraHu3aInm.

[aru 1 u 2-5 MOTYT BBITTOIHATHCS MAPAIIIEIBHO.

2.

[Tonyunte yCHIICHHYIO KBaTU(PUIMPOBAHHYIO 3j1ekTpoHHyto noamuch (YKOIII) pykoBoauTems
OpraHm3alid B aKKpeAWTOBaHHOM MuHKoMCBs3M yaocroBepstonieM meHtpe (VII). Crmcok
TaKMX  LEHTPOB  MOXHO  3arpy3uTb ¢  caiita ~ MHHKOMCBSI3M 1O  CCBUIKE
https://digital.gov.ru/ru/activity/govservices/2/. Ecnu Ha 3TOM 3Tame Bamu yke ompeaeieH
MOJIHBIA CHUCOK ToJbk3oBareneit, momyuute YKOII m mrs wmx. Ilpm momyuenuun YKOII
PYKOBOAMTENS OOpaTHUTE BHUMAaHWE HAa TOYHOE COOTBETCTBHE NAHHBIX CEePTU(HUKATAa JaHHBIM
EI'PIOJI. B cnydae HecoorBerctBHs poctyn B MC MJUIII ¢ wucnons30BaHHEM Takoro
ceprudukara Oymer HeBo3MmoxeH, YKOII mnpunmercs mnonydath 3aHOBO. JlaHHBIH 1i1ar
BBINOJIHSIETCS YYAaCTHUKaMH 000poTa caMOCTOATENbHO. IIpM BOZHMKHOBEHHM CIIOXKHOCTEH C
nonyuenueMm YKOII cnenyer oOpamarbes HermocpeacTBeHHo B Y1

VYcranosure cpeactBo kpunrorpaduyeckoit sammrtel mHMopMarmu (CK3U), comeprkariee
kpunrronposaiinep (CSP) ¢ momnepxkoit TOCT P 34.10-2012 (cimcok cepTUPUIIMPOBAHHBIX HA
cootBercTBue ykazaHHoMy ['OCT CK3U pocrtynen Ha caiite @Cb P® mno cceuike
http://clsz.fsb.ru/certification.htm, koucympTaiuio 1o BbIOOPY MOXKHO mMmoiayunuTh B YII mpu
nonyyennu YKOII), Ha KOMIIBIOTEp OpPraHU3alliK, C KOTOPOTO MPENoaracTcsl perucTpupoBaTh
OTBETCTBEHHBIX COTPYAHUKOB, pabortatommx ¢ WC MJJII. Takxe ycraHoBUTE Ha 3TOT
KOMIIbIOTEp mosrydeHHbIN ceprudukar YKOIIL. Dto Heobxoaumo ais ucnois3zoBanus Y KOII npu
padore ¢ UC MJIIL. IMoapobuo mpouecc ycranoBku CK3U u ceprudpukara YKIII onucan B
«PykoBozicTBE TmONB30BaTENd JIMYHOTO KaOWHETa CyObeKTa OOpaiieHns JeKapCTBEHHBIX
npenapatoB» B pasgenax «2.1. Ycranoska IO u ceprudukatoB» u «lIpunoxenue b.
Wuctpykumu mo ycranoBke kpumntorpaduueckoro I1O». JIOKyMEHT pacrojioKeH B pazjelie
«MapkupoBka jekapcTB» Ha caite https://YectHpii3HAK.P® B moapasmene «loKymMeHTHI,
o0mok «OcHoBHBIe neiictBusi ydacTHUKOB MJUJIID». Ilpm BO3ZHMKHOBEHHMH CIIOXHOCTEH C
BBITIOJIHEHHEM 3TOT0 IyHKTa 00paTHTECh B cliykOy TexHunueckoi nognepxku LIPIIT mo aapecy
support@crpt.ru wu gepe3 popmy odpaTHOI CBsi3u Ha caiite https://Hectupii3HAK.PD.
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4. C »TOro KOMIBIOTEpa, HCMONB3ys moiaydeHHy0 YKOII pykoBomuTens, 3aperucTpupyunTe B
MJIJIIT Bamry oprammsanuio. J[ist 5Toro Bocmoib3yiiTech ccbuikoit https://mdlp.crpt.ru/ wmm
KHONKOW «Bxom B cumcremy» B pasgene «MapkupoBKa JIGKapCcTB» Ha  caiiTe
https://Yectubit3HAK.P® TlompoOHO gaHHBIN mar omucad B «PyKOBOJCTBE MOJIB30BATENs
JUIHOTO KaOwHeTa...» B pasmene «2.2. Perumcrparmus Jlmanoro kabwHera Ydactauka B MC
«MapxupoBka»». [Ipr BOSHUKHOBEHHUH CJIOKHOCTEH C BBEIOJTHEHHEM ATOTO IIYHKTa 00paTHTECh B
cyxOy Ttexnuueckoit momnepkku LIPTIT mo agpecy support@crpt.ru wim depe3 ¢opmy
oOpatHoit CBSI3U Ha caiite https://YectHpit3HAK.PD.,
ITocne peructparuu opranuzanuu B UC M/ npoundopmupyiite 06 s3Tom TepputopranbHbIA
opran Poc3nmpaBHanmzopa, OpraH yhpaBieHUs 3JpaBooXpaHeHHeM cyOnekta P® u ueHTp
KOMIICTCHIIUU B COOTBETCTBYIOIIEM CyObekTe PD.

5. Tlomyuute ycmneHHble KBanu(uuupoBaHHBIE 31eKkTpoHHBIE Toamucu (YKOII) momp3oBareneid,
OTpeJieNIeHHBIX Ha Imare 1, ecid OHM He OBbUIM TONydYeHbl Ha mare 2, B aKKpeIUTOBAHHOM
MunkomcBsi3u yaocrosepsitomieM 1entpe (Y1), Mcnone3ys cpencra auynoro kadounera (JIK)
MIJIIL, YKOII pykoBoaurtens u ycranosiaennoe CK3MU, 3apeructpupyitite nx 8 UC MJIIL
VYceranosure CK3U u ceprudukarer YKOII manHBIX moap30Bareieii Ha WX pabodne Mecra.
[MogpoOHO maHHBIA mar omucaH B pasgene «4.11 [loGaBute 3ammck momb3oBareis B JIK
YyactHuka (AnMuHUCTpHpOBaHKe)» «PyKoBOICTBa MONB30BaTENs IHYHOTO KaOwHeTa...». Ilpn
BO3HMKHOBEHUH CIIO)KHOCTEH C pErucTpalueld JOMONMHUTENbHBIX Nosb3oBaTeneid B UC M/JIIT
oOpatutech B ciyx0y TexHudeckoit nmomuepxku LIPIIT mo agpecy support@crpt.ru mim gepes
(hopmy oOpaTHOM cBsi3u Ha caiite https://YectHbIH3HAK.PD.

6. Ilpu HEOOXOMUMOCTH, 3aKPETHUTE OMPEEIIEHHBINA Ha Iare 1 mopsIoK NEeHCTBHIA COTPYIHUKOB 110
peructpauuu aercteuid ¢ JIII BoO BHyTpEHHUX OpraHU3allMOHHO-PACIIOPSIUTENbHBIX JOKYMEHTAaX
OpraHH3alHH.

7. llpu HeEoOXOaMMOCTH, 3aKaXXHUTE NOPabOTKY HCIONB3yeMbIX Yy Bac mH(OpPMAanMOHHBIX CHCTEM

JUIS aBTOMATU3alMK pa3padOTaHHBIX OM3HEC-TIPOLIECCOB B COOTBETCTBHHU C HOPAIKOM ACHCTBHUH,
ompenesieHHOM Ha mare 1. BombmMHCTBO (IO KOJMYECTBY YCTAHOBJIGHHBIX pabOYMX MECT)
npou3BoAuTeNed WHPOPMAIIMOHHBIX CHUCTEM J0paboTaiu CBOM cHUCTeMbl Iuisi obmeHa c¢ MC
MIJIIT sHezaBumcuMo oT Bamrero 3aka3a W pacmpoOCTpPaHSIOT OOHOBIEHHS IEHTPAIN30BAaHHO.
Criucok pa3paboTuyMKOB WHPOPMAITMOHHBIX CHCTEM, aKTUBHO COTpyAHMUarommx ¢ Oneparopom
CHCTEMBI, Bni MOXKETE HalTH B noJpaszaene «ITapTHEPBI» 1o CCBLIKE
https://Yectupiit3HAK.PD/business/projects/21/#87, a Takxke 3ampocuTh HHPOPMALHUIO O
roroBHoctH K MapkupoBke JIII y Bamero mnocraBmuka (pa3paboTunka) mnpoOrpaMMHOrO
obecrniedeHusl.
Obparute BHHMaHKE, yTOo Bam HeoOxoxumo 3apeructpuposars B UC MJIIT ucnons3yemyio B
Bameii opranuzauru HMH(GOPMALMOHHYIO CHUCTEMY, C IIOMOLIBIO KOTOPOH MpennojaraeTcs
BBITNIOJIHATE 00MeH ganHbiMu ¢ MC MJJIIL. TlogpoOHO mopsiiok AEWCTBUE OmMUcCaH B paszelic
«4.12 JloGaButh, ymanuth yueTHyr cucremy B JIK VYuactHuka (AJIMHHUCTPUPOBAHUE)»
«PykoBozacTBa moJsIb30BaTeNs JIMYHOIO KaOuHeTa...». IIpH BO3HHMKHOBEHHMH CJOXHOCTEH C
BBINIOJTHEHHEM J3TOTO IyHKTa OOpaTHTECh B CIYKOy TEXHUUYECKOW MOAJEPKKH pa3paboTuhKa
(mocraBmmka,  OOCTYXXHBAaIOIIeW  opraHu3anuu) Bameidl  y4eTHOM — CHCTEMBI;  JUIS
MH(QOPMALIMOHHBIX CHUCTEM COOCTBEHHOH pa3pabOTKH — B CIIy>KOy TEXHMYECKOH MOAICPKKH
IPTIT mno aapecy support@crpt.ru wnm uepes ¢opmy oOpaTHOH cBsS3M Ha caiiTe
https://Yectapiii3HAK.PO.

8. Ompenenure MOpsAOK OT3bIBa (MPU YBOJBHEHHH M W3MEHEHHHU JOJDKHOCTHBIX OOS3aHHOCTEN)
KJIIOUYeH DJIEKTPOHHOW MOJNHMCH COTPYIHUKOB M 3aKpelHTe €ro, NMpH HEOOXOIMMOCTH, BO
BHYTPEHHHUX OPIraHM3alMOHHO-PACIIOPSAMTENBHBIX JOKYMEHTax Bameil opranuzannu. Taxxe
OTIPEJICIINTE WHBbIE JICHCTBUS, HEOOXOJMMBIC JJISI CHIDKEHHUS] PUCKA KOMIPOMETAIUU KITIOUeH
JIEKTPOHHOM NMOATHCH.

9. CocraBbre niepedeHs MecT xpaneHus JII1 n Mect ux BeIOBITHS B Bateit opranuzanyu, npoBepbTe
ero coorercTBue JuneH3usM. Onumute B JIK crmcox MecT OCymIecTBIEHHUS NEATENbHOCTH B
COOTBETCTBHM C COCTaBJICHHBIM IepeuHeM. boibmmucTBo nHdopmanmu i Bamero ynodcta
YK€ 3al0JIHEHO B COOTBETCTBHHM C JMLEH3UsMH Baiueii opranmsanuu. [lompoOnee cM. paszzaen
«4.5 [1oGaBuTh MecTo aedarenbHOCTH YuacTHHKA B JIK YyacTHuka» «PykoBojcTBa moip3oBarens
JUYHOTO KaOwHeTa...». Ilpym BO3HMKHOBEHHMH CIIO)KHOCTEH C BBIIOJIHEHHWEM JTOTO IYHKTa
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10.

11.

12.

13.

14.

obparurecs B ciay:xk0y Texunueckoit mommepskku LIPIIT mo ampecy support@crpt.ru wiawm gepes
dbopmy oOpaTHOI cBsi3u Ha caiite https://UecTupii3HAK.PD.

Ecnu y Bameii opranuzanuu ecTh JOrOBOPHBIC OTHOILIECHHUS C APYTUMH YYaCTHUKAMH 000poTa, B
COOTBETCTBUM C KOTOphIMHM Bama opranusamus BeimonHser jedctsus ¢ JIII B mecrax
OCYILECTBIICHUSI AEATENBHOCTH APYIMX YYAaCTHHUKOB, YKaKUTE€ UX B COOTBETCTBUH C Pa3lEJIOM
«4.6. JlobaBute MecTo oTBeTcTBeHHOTO xpaneHuss B JIK VYwacrtHuka» «PykoBomcTa
MOJIb30BaTENsl JIUYHOTO KaOuHeTa...». OOpaTHTe BHHMaHHE, YTO peaju3allMi0O M BHIBOA U3
o0opora Aaf MEAWIMHCKOTO IIPUMEHEHMS B  MECTaX OTBETCTBEHHOTO  XPaHEHUS
3apEerUCTPUPOBAaTh HEBO3MOXHO. IIpM BO3HMKHOBEHHM CJIOKHOCTEH C BBIIOJIHEHHEM 3TOTO
NyHKTa o0paturech B Ciyx0y Texuuueckor mopuepxkku LIPIIT mo agpecy support@crpt.ru wmu
yepe3 GopMy 00paTHO# cBs3u Ha caiite https:/UectpiitBHAK.P®.

Omnpenennre NOPSAOK AeHCTBAN cOTpyTHIKOB pu oTkaze M/IJIII 3apernctpupoBats aeiictBre ¢
JITI. TlepeueHb BO3MOXKHBIX MPHYMH OTKa3a NpuBEICH B JokyMeHTe «Omnwmcanue XSDy» mms
Kaxnoil peructpupyemoit Bamu B UC MJUJIIT onepanuu.

B «necounnme» MJIJIIT https://sb.mdlp.crpt.ru ¢ momomnrsio TexHrIeckoi momneps:xkku Omeparopa
CHCTEeMBbI SUPPOrt@crpt.ru 3aperucTpupyiite TecToBbie KObl MapkupoBku JIIT u yBegomiieHue 00
uX OTIpy3Ke B ajpec Bameil opranuzanmu. MakcuManbHOE KOJTHYECTBO BBIIABAEMBIX CITY:KOOi
texandeckort moanepxku LIPIIT B pamkax omHOro 0oOpalieHus: KOJ0B MapKHPOBKH BTOPHUYHBIX
YIIaKOBOK IS UCIIOJIb30BAHUS B «IIECOYHHIIE» COCTAaBIIACT HE Ooee 5 mTyK.

[IpoBeppTe  PabOTOCHIOCOOHOCTH  Pa3pa0OTAaHHBIX  OWU3HEC-TIPOLIECCOB M OOYYEHHOCTH
COTPYAHHUKOB (I/IX TOTOBHOCTH K pCajin3aliun 3THUX HpO]_[eCCOB), HCIOJIb3Ys B KAQYCCTBC MCXOJHBIX
JAHHBIX JJIS TPOXOXKJCHUS KOHTPOJBHBIX MPUMEPOB 3apETUCTPHUPOBAHHBIC HA MPEIBIAYIIEM
niare B «necounuue» M/IJIIT konst Mmapkuposku JIII.

I[Ipy HeoOXOAMMOCTH, TIPOBEPhTE MOJKIIOUECHHE K pabodemy kouTypy MJUIT wu
paboTOCIIOCOOHOCTh 3aKa3aHHBIX MTOPa0O0TOK WH(POPMAIMOHHBIX CHUCTEM, BO B3aMMOJICHCTBHH C
opraHusanuei, o0CIyKuBaroleil JaHHbIe HHPOPMAIIMOHHbBIE CUCTEMBI.
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