|/|HCprKLI|V|ﬂ no nogKNt4YeHn0 MeEJULUNHCKNX OpFaHI/I3aLI|VIl7| nantek
KMCMAIN

Ha 4 nuctax

00O «Onepatop LIPMT», 2018



Ons Toro, Trobbl HayaTb paboTaTb C WMHMOPMALMOHHON CUCTEMON MOHWUTOPUHIA LBVKEHWS

NeKapcTBEHHbIX TTPefapaloB, MeAULMHCKUM OpraHu3auusm, antekam W anTeyHbiM CeTAM Heob6X0AWuMO
BbIMO/IHUTL CNedytouine aeiicTBus. O6paTUTe BHUMaHUE, YTO A5 YCKOPEHWUS AOCTUXKEHUs pe3ysbTaTa
HEKOTOPbIE LIAarn MOTyT BbIMOMHATLCA NapanienbHo, YTo cnegyeT U3 UX ONuUcaHus.

1 OnpegenuTte, Kakvue Nonb3oBaTeNM, Kak U B KaKO MOMEHT GyfAyT peructpupoBatb Te WK WHble

[encTBna ¢ nekapcTBEHHbIMWM npenapaTamu (JIM) B UC MAJM. Kakne AeicTBUA [OMKHbI
peructpuposatecd B NC MQAJNM, onucaHo 3 JoKyMeHTe «OnucaHue 6U3HeC-NpoOLECCO3»,
pasMelleHHOM B pasgene «MapkKupoBKa fiekapcTB» Ha caiTe bun3t/YYecTHbli3BHAK.PO 3
noppasgene «[loKymeHTbl», 610K «OCHOBHble AelCTBUA yyacTHUKOB MAOJIM». B exegHeBHON
paboTe MeAWLMHCKUX OpraHu3auuini v anTek peanusytoTcs 6GU3HeC-NpOLecChbl, OHHCaHHble B
crefyowmx pasgenax:

a. «4. Pasgen «O6OpOT feKapCTBEHHbIX MNpenaparoB»». 3fecb o6paTuTe BHMMaHWe Ha
cxemax Ha cTpenks wmexgy nonocamm «MC MAMM» n «CybbekT obpaweHns -
nonyyartenb». MoANUCK Ha CTpesikax yKasblBalOT Ha cocTas nepegasaembix 8 IC MAJM
n nonyvaemblx ot MIC MUAJM paHHbIX. OnucaHne cocTaBa [JaHHbIX MPUBEAEHO B
JOKyMeHTe «OnucaHne XSDw», pasMel,eHHOM B 3TOM >Xe nogpasgene cainta, 610K
«PaspaboTumkam» (HV>Ke Ha 3TOI XXe cTpaHuue caiiTa).

b. «5. Pasgen «BbiBoj n3 o6opoTa»»
C. «7.2. Bo3npat NPMOCTaHOB/IEHHbIX NEKAPCTBEHHLIX NpenapaTos»

d. «9.2. PacthopmupoBaHue (YHWUTOXEHWE) TPeTUYHOW YNaKoBKW /IeKapCTBEHHbIX
npenaparos»

e. «10. OTmeHa 3aperncTpmupoBaHHbIX onepaLwl|7|, OT3blB NIEKAPCTBEHHbIX MpenapaTtoB U
0TKa3 B NPMemMkKe NeKapCTBEHHbIX npenapaTtoB»

f.  [pyrvie pasgesbl, B 3aBUCUMOCTW OT 0COGEHHOCTEN KOHKPETHOI opraHu3auuu.

LWary 1m 2-5 MOryT BbINOMHATLCSA NapaniefnsHo.

2.

Monyunte YCUNEHHYIO KBaiU(ULUMUPOBaHHYI 3MeKTPOHHYK nognuck (YKIIT) pykoBoauTens
opraHusauum B akkpeauToBaHHOM MMUWHKOMCBA3WM ypocToBepsawlwem ueHTpe (YL). Cnucok
Takunx LileHTPOB MOXHO 3arpysmTb c caiiTa MuwrkomcBasH no CChI/IKe
hims://diilitol.iJov.ni/ru.,activit4-/eov$ervicey/2/. Ecnu Ha 3TOoM 3Tane 'Bamu yxe onpegeneH
NOMHbIA  CAWCOK nofb3oBatene, nonyunte YKIM wn gna Hux. Mpu nonyveHun YKIM
pyKoBoauTens 06paTuTe BHMMaHWe Ha TOYHOE COOTBETCTBME AaHHbLIX CepTM(MKaTa faHHbIM
EFProsl. B cnyyae HecooTtBetcTBua poctyn B WC MAJM ¢ ucnonb3oBaHMEM TakKoro
cepTugukata 6ygeT HeBo3moxeH, YK3IM npuaetca nony4vaTb 3aHOBO. [JlaHHblA war
BbINONHAETCH Y4yaCTHWKaMW 060poTa CamMoCTOATeNbHO. [1pM BO3HMKHOBEHUW CNOXHOCTEN C
nonyyenvem YK3I cnegyet obpaliaTbCqd HENocpeCcTBeHHO B YLL.

YcTaHOBUTE CPeACTBO KpunTorpagumyeckoin 3awutbl MHgopmaunm (CK3W), copepxalyee
kpuntonposaigep (CSP) ¢ nogaepxkoih FTOCT P 34.10-2012 (CnnCOK CEPTUHMULMPOBAHHbIX Ha
cooTBeTcTBME YyKaszaHHOMy [OCT CK3W poctyneH Ha caitite ®Cb P® no ccbifike
b llik/Zclsy,feb.ni/ceriifk-.miun.hirn. KOHCYNbTauuio no BbIGOPY MOXHO nonyuute B YL, npu
nonyyeHun YKO3IT), Ha KOMMbOTEp OpraHu3aunmn, ¢ KOTOporo npeanonaraeTcs perncTpupoBaTb
OTBETCTBEHHbIX COTPYAHWKOB, paboTalowmx ¢ NC MAJM. Takxe yCcTaHOBMTE Ha 3TOT
KOMMNbIOTEP NOMYYEHHbIR cepTudnkat YKII. 3To Heobxo4MmMo AHA ncnonb3osaHus Y K3 npu
paboTte ¢ UIC MAJIM. Mogpo6HO npouecc yctaHoBKM CK3W un ceptuukata YKIIM onucaH B
«PyKOBOACTBE M0/1b30BATENA JIMYHOrO KabuHeTa CcybObekTa oOpalieHUs f1IeKapCTBEHHbIX
npenapatoB» B pasgenax «2.1. YctaHoBka O wn cepTudukatoB» un «lpunoxeHune b.
MHCTpYKUMM no ycTaHOBKe Kpuntorpaduyeckoro MO». [JOKYMEHT pacnonoXxeH B pasgene
«MapkupoBka nekapctB» Ha criarc ht<ps:/7Hcctnbl HSHAK.P® B nogpasgene «[OKYMeHTbI»,
6noK «OCHOBHble felcTBMA y4yacTHMKOB MANM». [Mpu BO3HUKHOBEHUW CNOXHOCTEN C
BbIMOJIHEHMEM 3TOr0 MyHKTa 06paTUTECh B CNyXOy TexHuueckoi noagepxku LIPMT no agpecy
supportfricrpt.ni nan yepes hopmy 06paTHON CBA3N Ha caitTe bup3://UccTHbINZHAK.PO.



4. C 3TOro KOMMbKOTEpa, WCNONb3ys MoayyveHHyto YKOII pykoBoAWTens, 3apeructpupyite B
MAJIM Bawy opraHusauyuto. Ans 3TOro BOCMNONb3yWTeCb ccbinkoir hup$://mdlp.crpt.ni/ wan
KHonxoih  «Bxog B cucTemy®) B pa3fene «MapkuMpoBka NekapcTB»  Ha  caiiTe
bHp5://YccTHBIN3VMAK.P® MofpobHO faHHbLIA war onucaH B «PyKoBOACTBE M0/b30BaTENA
NIMYHOro KabuHeTa..» B pasgene «2.2. Peructpaums JimyHoro kabuHeta YuacTHuka o WNC
«MapkunpoBkah. MNMpu BOZHUKHOBEHWMW CNOXHOCTEN C BbINMOMHEHNEM 3TOM0 MyHKTa 06paTuTech B
Cnyx6y TexHu4eckoin nopgepxkum LUPMT no agpecy support@cmLbLni unm 4yepes Gopmy
o6paTHol CBA3M ur caiite httns://4ecTH bIN3HAK. P®.
Mocne perncTpaumm opraHusaummn 8 IC MAJIMN npouHdopmupyiite 06 aToM TeppuTOpManbHbIii

. opraH Poc3gpaBHaasopa, OpraH ynpaBneHWs 34paBoOXpaHeHMem cyobekTta P® un  UeHTp
KOMMeTEHL MM B COOTBETCTBYHOLEM Cy6bekTe PO,

5. Tonyunte YCUNEHHbIE KBaNUDULNPOBAHHbIE 3nekTpoHHble MOANMCK (YK3I) NONb3oBaTenei,
onpefeneHHbIX Ha wware 1, ecnn OHWM ue 6blAM MONMY4YeHbl Ha LWare 2, B aKKpeAUTOBAHHOM
MWHKOMCBA3N ypocTosepstowem LeHTpe (YL). Mcnonb3ys cpeactea nuuHoro kaéuueta (JIK)
MINM, YK3MN pykosogutens u ycraHoneHHoe CK3W, sapeructpupyiite ux 8 UC MAJM,
YctaHoBute CK3W un ceptudukatel YKII gaHHbIX nonb3oBateneid Ha itx pabouune mecta.
Moapo6HO pdaHHbIA wWwar onucaH B pasfene «4.9 [Job6asuTb 3anucb nonb3osaTens B JIK
YuyacTHuKa (AGMUHMUCTPUpPOBaHMeE)» «PyKOBOACTBA MONb30BaTeNs NMYHOrO0 KabumHeTa...». Mpu
BO3HWKHOBEHWMW CMIOXHOCTEA C perucTpauuneint A4ONOMHMTENbHbLIX Nonb3oBaTeneid 8 UC MAMAMN
obpatuTecb B CyxOy Texwryeckoin noagepxku LIPMT no agpecy supnon(frcrpr.m unm yepes
thopmy obpaTHoii cBA3n Ha cainte Mmp.r//1{ccTHbINM3H/IK.P®.

6. TMpu HeOGXOAMMOCTU, 3aKPeNUTe OMNpeaeNeHHbId Ha Wware 1nopsagoK AeACTBUiA COTPYALILIOB MO
perncTpauum aeicTeuii ¢ SN Bo BHYTPEHHUX OpPraHW3aLMOHHO-PACcToPAANTEbHBIX AOKYMEHTaxX
opraHusaumm.

7. Tlpn Heo6X0AMMOCTU, 3axaxuTe AopaboTKy MCMONb3yeMblX Yy Bac MHOPMAUMOHHBIX CUCTEM

4Nna aBTOMaTU3aLuMK paspaboTaHHbIX GM3HEC-NPOLLECCOB B COOTBETCTBUM C MOPALKOM [elCTBUIA,
onpegeneHHom Ha ware |. BonbWMWHCTBO (MO KOAMYECTBY YCTAHOBNEHHbIX paboumx MecT)
npou3soauTeNnein MHPOPMaLMOHHBIX CUCTEM fopaboTanu csom CUCTEMbl An1f 06meHa ¢ MC
MANM HesaBucumo OT Bawero 3akasa W pacnpoCTPaHAT OOGHOBMEHUS LEHTPasM30BaHHO.
Cnuncok pa3pabornrkoB MHPOPMALMOHHBIX CUCTEM, aKTUBHO COTpyAHMUYaroLWwmx ¢ Onepatopom
CUCTEMBI, Bbl MoXeTe HalnTn B nogpasgene «MapTHepb) no CCbl/IKe
hrins://4ccTHbiH3HAK.PA])/busincss/nroiccL</21/if?S7.  a Takxke 3anpocuTb WHGpoOpMauni o
FrOTOBHOCTM K MapkupoBke JIM y Bawero nocTasBwmka (pa3paboTynka) nporpamMMHOro
obecneyeHus.
O6patute BHUMaHuWe, 4To Bonr Heo6xogumo 3apeructpuposaH, 8 MIC MAJIM ncnonbsyemyto B
Baweli opraHmsaumy WMHMOOPMALMOHHYIO CUCTEMY, C MOMOLLbIO KOTOPOW npejnonaraertcs
BbIMOMHATL 06MeH faHHbiMM ¢ MIC MAJIM. Moapo6HO nopsgok AedcTBMIA onucaH B pasgene
«4.10 [06aBnTb, yaanuTb Yy4yeTHyt cuctemy B JIK YuacTHuka (AAMUHUCTPUPOBaHUE)»
«PyKOBOACTBa MOMb30BaTeNst AWYHOTO KabuHeTa..». [py BO3HUKHOBEHUWU CNOXHOCTEN C
BbINONHEHWEM 3TOr0 MYHKTA 06paTuTech B CAYXOY TEXHWYECKON NOAAEPXKW po3poboTumka
(nocTaBwmKa,  0bcnyxunsaroLyel opraHusaymum) Bawein  yyeTHOn  cucTembl;  Ans
WH(OPMALMOHHbBIX CUCTEM COOGCTBEHHOW pa3paboTKM - B CAYXOY TEXHMYECKON NoaAepXKu
LLPAT no apgpecy suppon@ cipt.ni wuanm 4epe3 ¢opmy o06paTHOW CBA3XM nNa cainTe
hitn/YUccwbn3HAK.P®.

8. Onpefenute Nopsagok 0T3biBa (NPU YBONBHEHUW U U3MEHEHWUU [LO/MKHOCTHbIX 0653aHHOCTENR)
KNtOYeil 3NEeKTPOHHOW MOAMMUCM COTPYAHWKOB U 3aKpenuTe ero, npu Heo6XOAMMOCTM, BO
BHYTPEHHMX OPraHW3aLMoHHO-PACNoOPAAUTENbHLIX AOKYMeHTax Balieii opraHusauuu. Takxke
onpeAenuTe WHble [AEACTBMS, HEOGXOAWMbIE ANS CHUXEHUS pUCKA KOMMPOMETauuu Khouei

3/1eKTPOHHOW nognucwm.

9. CocTaBbTe nepeyeHb MecT xpaHeHus JIM 1 MecT UX BbIGbITMA B Balueil opraHusauum, npoBepbTe
ero CooTBeTCTBME finueH3nam. Onuwunte B JIK CNMCOK MeCT OCYLLeCTB/IEHUA [eATe/IbHOCTN B
COOTBETCTBUM C COCTAB/IEHHbIM MepeyHem. BonbWMWHCTBO MH(popMauun ang Bawero ygo6ctea
y>Xe 3arnofiHeHO B COOTBETCTBMM C AuLieH3nAMU Baweid opraHusauum. MogpobHee cM. pasfen
«4.5 l06aBUTb MeCTO AeATeNbHOCTM YuacTHMKa B JIK YyacTHUKa» «PyKoBOACTBa NONb3oBaTens
NUYHOTO Kab?rHcTa...». [pu BO3TrKHOBENWW CNOXHOCTEW C BbINO/AHEHWEM 3TOr0 MNYHKTa


mailto:suppon@cipt.ni

10.

11

12.

13.

14.

obpaTuTech B cnyx6y TexHuuyeckoin nogaepxku LLIPTIT no agpecy snpnprtfficrpt.ru nnm yepes
hopmy o6paTHO cBA3M Ha cainTe htrps.7/4ecrHb!fI3HAK.P<fr.

Ecnu y Balueil opraHusauum ecTb 4OroBOprile OTHOLWIEHNS C APYTMMU yyacTHUKamu o60poTa, B
COOTBETCTBUM C KOTOpbIMM Bala opraHusaums BbiNoaAHAeT pgeicteus ¢ AN 0 mecTax
OCYLLECTB/IEHNA [eATEeNbHOCTU APYIMX YYAaCTHUKOB, YKaXXWUTe WX B COOTBETCTBUW C pasfenom
«4.6. [o6aBUTb MecTO OTBETCTBEHHOro xpaHeHus B JIK YuvyacTHuka» «PyKoBOACTBa
nonb3oBaTens fIMYHOrO KabuHeTa..». O6GpaTMTe BHMMaHWe, 4TO peann3auuio U BblBOL W3
obopoTa ANS  MEAWLMHCKOrO  MPUMEHEHMs B MecTax OTBeTCTBEraoro  XpaHeHwus
3aperucTpupoBatb HEBO3MOXHO. [pu BO3HWKHOBEHUM CAOXKHOCTEA C BbINOSHEHWEM 3TOrO
NyHKTa 06paTuTeCch B CNYXO0y TexHWueckol noggepxku LPMT no agpecy sunnon@cmt.ru mam
yepes hopmy 06paTHO cBA3M Ha caliTe htir>s://4ca ubli3HAK.P®.

OnpegenuTte NOpsAAOK AeACTBUI COTPYAHWKOB Npu 0Tkase MAJIM 3aperncTpupoBaTh AelicTBME C
NIMN. TlepeyeHb BO3MOXHbIX MPUYMH OTKasa NpueefeH B LOKyMeHTe «OnucaHue XSD» ang
KaXgon pernctpupyemoit Bamun 8 UC MMM onepauunn.

B «necouHuye» MAJM https://sb.indlp.cmru ¢ nomowblo TeEXHUYECKOW noagepxxkn Oneparopa
cucTeMbl SUPpoON@cmi.nj 3aperucTpupyiite TecToBble KoAbl MapkupoBku J1M v yBefomneHne 06
UX OTrpyske B agpec Bawleil opraHusayuu, MakcumManbHOe KOMMYECTBO BblAaBaeMbIX CAyX60W
TeXHUYeckoi nogaepxku LIPMT B pamkax ofHOro o6palleHns KOAOB MapKMpOBKU BTOPMYHBIX
yNakKoBOK ANS1 UCNO/b30BaHUSA B «MECOYHULE» COCTaBNsET He 6osee 5 LWITYK.

MpoBepbTe  paboTOCNOCO6HOCTL  pa3paboTaHHbIX  6U3Hec-npoueccoB U 06YYEHHOCTb
COTPYAHMWKOB (MX FOTOBHOCTb K peanu3aLmnm 3TUX NpPoLeccoB), UCMO/b3YyA B KA4eCTBE UCXOAHbIX
[aHHbIX N8 MPOXOXAEHUA KOHTPO/IbHbLIX NMPUMEPOB 3aperucTpMpoBaHHble Ha MpefblayLem
ware B «ne-coqHmue» MOJIM Kogbl mapkmuposku JII1.

Mpn HeobXoAMMOCTW, MpOBepbTe MOAKAOYEHMEe K pabodyemy KoHTypy MAMM n
paboToCcnoCO6HOCTL 3aKa3aHHbIX A0PaboTOK MH(OPMaLMOHHbLIX CUCTEM, BO B3auMOAeNCTBUM C
opraHu3sauveii, o6cnyxusatoLieli faHHble UHPOPMALMOHHbIE CUCTEMBI.
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