MUHUCTEPCTBO 3/IPABOOXPAHEHUSA HOBOCUBUPCKOM OBJIACTU

ITPUKA3
21.10.2021 Ne 2748

r. HoBocuGupcex

OG0 yTBep:KIeHHH aJropuTMa UCI0Jb30BaHus Ha TeppuTopun HoBocubupckoii
00.1aCTH HAPSTY ¢ perenTaMi Ha JieKapcTBeHHbIe NpenapaThl, 0o pMIeHHBIMHI
Ha GYMasKHOM HOCHTeJIe, PelleNTOR Ha JIeKapCTREeHHbIe TPenapaThl,
cpopMHPOBAHHBIX B opMe IeKTPOHHBIX JJOKYMEHTOB, BRJIOYA0IINX
TeXHHYecKHe TpefoBaHNS K HHPOPMAITHOHHOMY 00MeHY MesKTy MeTHITHHCKIMHA
OpPraHU3anHAMH U MO/IyJIeM « DJIeKTPOHHBIN pelenT» aBToMAaTH3HPOBaHHOMH
CHCTEeMBbI JILI'OTHOTO JieRapcTBeHHOT0 o0ecnevenuss Hosocubupceroii obacru, B
TOM UHcJIe TPeOGoOBaHNSA K WIeHTHPHKANNN perenTa B popMe JIeKTPOHHOTO
JOKYMeEHTa 1 JIUTa, 00paTHBIIET0cs 32 OTIYCKOM JIEKapPCTBEHHBIX NMPenapaToB 1o
TAKUM pelentam

Bo wucnonnenne noryHkTa «1» IyHKTa 2 llepeuns nopydenuit Ilpesupenrta
Poccuiickoii Deaepaim o1 17.12.2018 Ne [1p-2420 110 BHEAPEHUIO 3IEKTPOHHBIX
PETIeNTOR, B IEX pealn3aiiy IIprukaza MUHUCTEPCTRA 3/ipaBooxpaHeHus Poccuiickoi
Oepepauu - o 14.01.2019  Nedn  «OO0  yIBepAkKJACHUHM  LIOPSAKA  Ha3HAYCHMS
JICKAPCTBCHHBIX IperaparToB, (GopM pelenTypHbIX OJaHKOB Ha  JICKAPCTBCHHBIC
rpernapaThl, Nopsajaka o(popMIeHHs VKa3aHHBIX OJNaHKOB, WX VyUeTa W XpaHEHWS»
NPUKAa3bIBal:

1. YTBepaurh aIropuT™M HCIIOJIB30BaHUS Ha Teppuropud IHoBocHOHUpCKoi
oOJlacTH Hapsjy C pelelTaMd Ha JICKapCTBCHHBbIC IIperaparbl, oQopMICHHBIMH Ha
OYMaXHOM HOCHTEINE, PEIeNTOR Ha JI€KapCTBEHHBIE ITpenapaThl, chOPMHUPOBAHHLIX B
(opMe DIEKTPOHHBIX JOKYMEHTOB, BKIIOYAIONHUX TeXHHYeCKHe TpeOOBaHMSI K
HHPOPMAITMOHHOMY OOMEHY MEKIY MCJIUIHHCKUMU OpPraHu3alllisMi W MOJYJIeM
«DIEeKTPOHHBIA perenT» aBTOMAaTH3UPOBAHHOU CHCTEMBI JTBIOTHOTO IEKapCTBEHHOTO
obecrieuenuss Hopocubupcekoit obnactu (ganee — AC JIJIO), B ToMm uucie TpeboBanys K
wJcHTUDUKAITUKU perelra B GopMe 3IIEKTPOHHOTO JJOKYMEHTa U JIMIE, 0OpaTHBIICTOC
3a OTIYCKOM JIEKaPCTBEHHBIX MPENapaToB M0 TAKUM PeTenTaM (Jlanee — AJITOPHTM).

2. PykoBogurensaM  MEIHUIMHCKUX —opranusanuii  HoBocuOupckoi  obiactwy,
VUACTBYIONUX B CHCTEME JIBIOTHOTO JICKAPCTBCHHOTO oOOecIeUeHUs, OOCCICUUTh
WCIIOTHEHHE AITOpPUTMA.

3. JlupexTopy rocyJapcTBEHHOIO Ka3eHHOTO yupexjeHus HoBocuOupckoit
oOmacti «HoBocubobndapm» ['opOyHoBoit E.I'. o0ecnieuuTs HCIoTHEHHE AJITOPHTMA.
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4. KoHTpoIb 3a UCIIOJIHEHUEM HACTOSINETO IIPUKa3a BO3JIOKUTL HA 3aMECTHTEIIS
MHUHHCTpa 3ipaBooxpaHeHns HorocuOupckoit obmactu AxceHoBY E.A.

Munuctp K.B. Xaib3oB

EIO. Byzorckas
2386273



YTBEPHJIEH
MIPUKA30M MUHHUCTEPCTBA
31paBOOXPaHCHUA

Hosocubupckoii o0mactu
oT 21.10.2021 Ne 2748

AJITOPUTM HCIOJIL30BaHNS Ha TeppuTopui HoBocuOupckoii 06JacTi HapsiIy €
pelenTaMi Ha JleRapCTBeHHbIE NpenaparTbl, 0 popMIeHHLIMA Ha 0YMaKHOM
HOCHTeJIe, pellelITOB Ha JIeKaApCTBeHHbIe Npenaparhbl, cGopMUpPOBaHHBLIX B popme
IEKTPOHHBIX IOKYMEHTOB, BRIKUAIIIIX TeXHHYeCKHe TPeOoBaHHS K
HHpOpMATTHOHHOMY 00MeHY MesKTY MeJUITTHCKUMH 0 PraHu3alusaIMi 1 MoTyJieM
«IERTPOHHBIH penenT» aBTOMATH3MPOBAHHOH CUCTEMbI JILI'OTHOI'0
JerapcTBeHHoro o6ecneveHnsi HoBocuGupckoii 06/1acTi, B TOM MHC/IE
TpeGOBaHUS K HIeHTH(OUKALIMH penenta B (popMe 3JIeKTPOHHOTO JJOKYMEHTA H
JIna, 00 paTHBIIET0CH 32 OTILY CKOM JIEKAPCTBEHHbIX 1IPelapaToB 10 TaKHM
pernentTam

1.OGImHe oJt0KeHHS

1. IlpeameroM AJropHIMa HUCIOIL30BaHKA Ha Teppuropud HoBocuOupckoit
oOnacTl Hapsy C perenTaMH Ha IeKapcTBEHHBIE Ipenaparhl, opopMIECHHBIMH Ha
OYMaXHOM HOCHTEINE, PEIeNTOR Ha JI€KapCTBEHHBIE ITpenapaThl, chOPMHUPOBAHHLIX B
(dopMe DIEKTPOHHBIX JOKYMCHTOB, BKIIOUAIONIMX TEXHUYCCKHE TpeOOBaHUS K
MHPOPMAITHOHHOMY OOMEHY MeXy MEJIUITUHCKUMH OpraHM3aIsiIMi A MOJyJIeM
«DIEKTPOHHBIA perenT» aBTOMAaTH3UPOBAHHON CHCTEMBI JIBIOTHOIO JIEKAPCTBEHHOTO
obecrieuenuss HoBocuOupekoit obiacTu, B TOM 4ucie TpedoBaHus K HUAeHTU(UKAIIUN
perierita B ¢opMe EKTPOHHOI'O JOKYMEHTA W JIMIA, OOpaTHUBIICIOCS 3a OTIIYCKOM
JIeKapCTBEHHBIX IIPeTliapaToB IO TaKWM perenrtaM (jlanee — AITOPUTM) SBISIEOTCS
OTHOITICHUSI, BOZHHUKAIOINIUE MEXKJY 3aSIBUTEISIMH, MEJUITUHCKAUMH OpPraHu3aIfisiMA
HoBocuOupckoit  o0ilacth W alTeYHbIMM ~ IIYHKTAMHW  JIb[OTHOI'O — OTIIyCKa
rOCY JapCTBEHHOTO Ka3e¢HHOI'O VUPEXKJICHUL HoBocubupckoit olllacTu
«Horocubobndapm» (manee —IKY HCO «HorocuboOndapm») ©|  anTeuHBIX
opraHuzanuii uHOH (opMbI COOCTBEHHOCTH, YYACTBYIOIIHMX B CHCTEME JILIOTHOIO
JIEKapCTBEHHOTO OOECIIeUeHHs] MPEJIOCTABISIIONIMMHA  VCIYTY 10  3allOJHEHHIO U
HAIIPaBIIEHUIO B allTE€KH 3JI€KTPOHHBIX PETIEITOR.

AIITODUTM HE PEeryJupyeT OpraHW3alliiO BBIIACKA W HAIPABICHHS B alTEKH
SIEKTPOHHBIX PEIENTOR Ha HapKOTHUECKHE, TICHXOTPOITHBIE U JIPYTHE JEKapCTBEHHBIE
Iperaparsl, IOJUIeKAIUE [PEeAMETHO-KOIMIECTBEHHOMY YY€TY B COOTBETCTBHH C
JIEHACTBYIOIUM 3aKOHOAATEILCTBOM.

2. YdacTHUKaMH aBTOMATH3HUPOBAHHOW CHCTEMBI ILIOTHOTO JIEKAPCTBEHHOTO
obecrieuenus Hopocudupekoit odnactu (nayee — AC JIJIO) aBistioTes:
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1) dusmyeckue muua — rpaxiane Poccubickoit degepalyy, NpoKUBAIONIUME Ha
TeppuToprr HoBocHOMpcKkoM o0MacTH W UMEIOITHE TPaBC Ha JIBTOTHOE JIEKapCTBEHHOE
obecIIeUeHUEe B COOTBETCTBHH ¢ DejepaibibiM 3akoHoM oT 17.07.1999 Ne 178-D3 «O
TOCY/TAPCTREHHOI COIMMATRFHON TOMOIII, ¢ TIepeuHeM TPYIIT HacelleHWsl M KaTeTOpHit
3a0oeRaHUM, yTBEpKJAEHHBIM IocTaHOBIeHHeM [IpaBurentcTtBa  PoccHifckoi
Oepepamu o1 30.07.1994  Ne 890 «O rocyJapCTBEHHOH IIOJJIEPKKE Pa3BUTUI
Me TUITMHCKOH MMPOMBIIIIIEHHOCTA W YVAYUIIeHHH oOecleueHns] HaceleHHsI H
VUPEHKICHUN  31paBOOXPAaHCHUS JICKAPCTBCHHBIMH  CPCACTBAMHA M HW3JCTMSIMU
MEUIMHCKOTO Ha3HAYCHUS» W IIEPEUHEM JICKapPCTBCHHBIX IIPEIAPATOB, OIIPEICIIEMbIX
TEPPUTOPHANTHLHONH TpOoTrpaMMOl TOCYJapCTBEHHBIX TapaHTHIT OeCINIaTHOTO OKa3zaHWs
IpakjanaM MeIUIMHCKOH IomMomu B HoBocuOupceko#t obacTh, a Takke IpaxiaH,
BKJIFOUCHHBIX B IICPCUYCHb >KU3HEYIPOKAIOIMMNX M XPOHUYECKUX IIPOTPECCUPYIOMINAX
peakux 3aloeBaHWM, MNPHUBOJIINAX K COKPAIEHHIO MPOJOLKHTEIHHOCTH KH3HH,
KOTOPLIM ~ VIIOJIHOMOYCHHBIMA ~ MEJIUIMHCKUMHU — pabOTHUKaMM — OpraHusaiuii  —
yuacTHUKOB AC JIJIO HazHadeHBI leKapCTBEHHBIE TIPETApaThl PENENTYPHOTO OTITYCKA,
coTTIacHRITIHeCS Ha odopMieHHe perienita B popMe 3IeKTPOHHOTO JOKYMEHTa JTHO0 UX
3aKOHHBIC IIpeJcTaBUTeIM, OO JIMIA, KOTOPLIX JIMIO, YKa3aHHOE B pelelTe, WIH €Io
3aKOHHBIH IIPEACTABUTEb YIIOJIHOMOYWIN Ha IIOJIYICHUE JICKAPCTBCHHBIX IIPEIapaToB
(Jranmee — MAIfUEHTHI ).

2) MeaunuHckue opranusanuy HoBocuOupekoil odnactu, noaximnodeHnnie k¥ AC
JUIO, koTopkIM MpeNocTaBIeHO IIPABO BBIIIMCKH PEIENTOR Ha JIeKapcTBEHHBIE
Mperaparhkl, MEJUITMHCKHE W3JIeNHs, CIelHaTM3HPOBaHHBIE IIPOAYKTHL JIedeOHOTO
IIUTAHHA 1P OKa3aHWW [ICPBUYHOH MEIMKO-CAHUTAPHOH TIOMOIIH OT/IC/IbHBIM
KaTeropusaM rpaxjgad HorocuOupcekoit oOmacTh.

3)I'KY HCO «HoocuboOngapm», anrteudble IIYHKTHL, AalTE€KH IIBIOTHOTO
oriycka I'KY HCO «HoBocu®oOidapm», a Takke alTedHble OpraHu3allid HHOH
(opMBEI COOCTREHHOCTH, YYAaCTBYIONHE B CHCTEME JBLOTHOTO JIeKapCTBEHHOTO
obeclicueHusl, HaJCICHHLIE  IIPaBOM  OTIYCKAa  JICKAPCTBEHHLIX  IIperapaToB,
MEIUIUHCKUX W3SIUH, ClICUaIM3HPOBAHHBIX IPOIYKTOB JICUeOHOTO IIUTaHUS.

I1. HazHaueHHe U BLIMACHLIBAHUE JICKAPCTBCHHLIX IIPCIIapaToB

3. Haspauenue U BBIIUCLIBAHWE JICKAPCTBEHHLIX 1IpElapaToB OCYILECTBISECTCI B
COOTBETCTBHH C MpHKazoM MUHHCTEpPCTRa 3/ipaBooxpaHeHusl Poccutickoil Menepariun
oT 14.01.2019 Nedn «OO0 yTBepXkJAeHHH TOpsAKa Ha3HaUY€HHS JeKapCTBEHHBIX
1penaparoB, GopM pelenTypHbIX OJIAHKOB Ha JICKAPCTBCHHBIC IIpelaparhl, ILOpsIKa
o(hopMIIeHIS YKa3aHHBIX OJIAHKOB, UX YUeTa W XPAHEHUSD .

4. Pertenit B ¢opMe DBIEKTPOHHOTO JOKYMEHTa, IOJIHCAHHOTO YCHIIEHHOH
KBaJIU(PUIMPOBAHHON »iIeKkTpoHnod noamucwio (ranee — YKDII), dopMupyercs
MEJUITMHCKUM PaOOTHUKOM, CBEJECHHUSI O KOTOPOM BHECEHHI B (pejlepalbHBIA PETHCTP
MECIUIIMHCKUX pPabOTHUKOB, a TakXke IIPH YCIOBHM PETHCTPAIlUU  MEIUITUHCKON
OpraHu3aliy, B KOTOPOH ohopMIsieTes pelelT, B dheepallbHOM peecTpe MeIUITMHCKHAX
OpraHmzanii eJwHOM TrocyJapcTBeHHOW WHGDOPMAITMOHHON cHCcTeMBl B cdepe
3JIpaBOOXPAHEHUS WU IIOJKIIOUCHUS TAKOH MEIUIHAHCKON OpPraHr3alui K KOMIIOHEHTY
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AC JUIO Eaunol rocyjgapcTBeHHON uH(pOpMAlMOHHONH cHUcTeMBl B cepe
3paBooxpaHeHus] HopocuOupcko obmacTh.

5. DIEKTPOHHBIA pelenT MOXKeT ObITh BbIIAH HAIIMCHTY TOJIBKO ¢ €ro COrJacus
WIH C COINAacHsl ero 3aKOHHOTO TPEeJCTaBHUTENS, C OOsS3aTENbHONH perucTparuei
cornacug B AC JUJIO.

6. Ecnuy marmenr, oT KOTOporo panee ObLIO IIOJYUEHO corjzacue Ha odopMIICHUE
perienTa B (popMe 3IEKTPOHHOTO JAOKYMEHTa, BO BpeMsI OUepeTHOM BHITUCKHU peTlelrTa
OTKa3bIBaeTcd OT JAallbHEHIero ogopmilcHUs perenra B 3IEKTPOHHOU ¢opMme, To
HEOOXOIUMO 3apeTrUCTPUPOBaTh OT3bIB cortacus B AC JIJIO.

7.1 TanpeHTa ¢ 3apeTHCTPUPOBAHHBIM COTTIACHEM JIONYCKAeTCsl BBITUCKA
penenra B gopme Oymaxknoro gokymenra B AC JIJIO.

8. DIiekTpoHHbIN penenT, Boimmcanublii B AC JIJIO npuodperaer I0pUjIiHYeCKyIo
CHATY TOJNBKO TIOCIEe TMOJIACAHUS YCHIEHHOM KBaTHU(HUITUPOBAHHON 3IEKTPOHHOU
noguucelo  (gaiiee — YKDOII)  Bpada, BBIIMCABIIEIO  JJIEKTPOHHBIA — pelenr, u
OTBETCTBEHHBIMH JTHUITAMH MEJHUITHHCKOM OpraHWzalliy, UMEIOIUMHA IIPaBO IOJNHCH
corlacHO TIpukaza MwuHHCTepcTBa 3JpaBooxpaHeHmst Poccuiickolt Dejeparuu
oT 14.01.2019 Nedn «OO0 yTBepXKIACHUM IIOPYJKAa HA3ZHAYCHUS JICKAPCTBEHHLIX
1penaparoB, GopM pelelTypHbIX OJIAHKOB Ha JICKAPCTBCHHBIC IIPENapaThl, HOpSIKa
o(hopMIIeHIS YKa3aHHBIX OJIAHKOB, UX YUeTa W XPAHEHUSD .

0.1locne odopmileHHs M IOJAIHCAHHS MICKTpoHHOIro perenra YKOII, no
KeTaHNIO, TIAITUeHTY MOKET OBIThH oopMIeH TyOnuKar perenTta Ha OyMakHOM OJIaHKe
C OTMETKOU «J[yOImuKaT 3IeKTPOHHOTO JJOKYMEHTa.

[Ipu BhIIMCKE pelienTa TOMBKO B DICKTPOHHOM BHJE, TPaXXJIaHUHY JAOJKEH ObITh
BBIJIaH WJIEHTH(HUKAITHOHHLIN 3HAK BBHIIMUCAHHOTO perienTta. M IeHTU)UKAITHOHHBIN 3HAK
MO3KeT OBITh MOTYUYEH B TIeUaTHOM BHJIE WIIH Iepe/laH CPeJICTBAMH SIIEKTPOHHOU CBSIZH
(pnexrpoHHas Imoura). JUIT mepejadd JAHHBIX CPEJICTBAMH BIEKTPOHHON CBA3H
rpaxkjgaHuH o0sf3aH TPeJOCTaBUTh HWHGpOpMAIUiO, 00ecleurBaONylD  JaHHYIO
nepegady. llepedenp JOCTYIHBIX CIIOCOOOB SIICKTPOHHOR MepejJadyl JaHHbIX MOXKET
OBLITH PACIIUPEH B paMKax TeXHOJIOIHIecKux BosMokHocteit AC JIJIO.

10. HarpapneHrne B alTekd IBIOTHOTO OTIIYCKA 3alIOJTHEHHBIX SIEKTPOHHBIX
PeTenToR U TIONYUYEHHs] TAITMEHTOM JIeKapCTBEHHBIX MPENAapaToB, OCYIECTRIBIETCS B
JIeHb OOpaIeHns TIATeHTa TTOCPEICTBOM OTIIPABKH PerlenTa B MOY b « DJIeKTPOHHBIN
peuenr» AC JIJIO

11. DIeKkTpOHHBIN perenT MOXeT OBITh OTMEHeH JO MOMEHTa BBhIIauHu
JIeKapCTBEHHBIX NpenapaToB. OTMEHA paHee BRIIMUCAHHOTO 3IEKTPOHHOTO PENENTa, VKe
HAIIPABJICHHOTO U 3apPErACTPUPOBAHHOIO B MOJYIIE « DIeKTpoHHbIA penenrr»y AC JIJIO
OCYIIECTBIBIETCS TOIMLKO C TMOJATBEPKJICHUEM JIeHCcTBUS IyTeM mojmucannsd YKDII B
AC JIJIO.

12. Beytaga JIbIOTHBIX JICKApCTBEHHBIX IIPEIIApaToB IO pernenraM B ¢dopme
BIEKTPOHHOTO JOKYMEHTA JIOTyCKaeTcs TOIBKO MPH HAIMIHUA nojmcanHoro YKOJII u
3apETUCTPUPOBAHHOIO B MOJAYIE «DiaekTpoHHbIA pereur» AC JUIO siaekrpoHHOTO
perienra.

13. Brilada JTRrOTHBIX IT€KapCTBEHHBIX IPENapaTtoB, OPOPMIIEHHBIX TONBKO B
dopme RIEKTPOHHOIO penenra, OCYILECTBILACTCS 1IpA 1IpEAbIBICHUN
WJICHTU(DUKAITUOHHOTO 3HAKa PelelTa B IE9aTHOM BHJIE WK C TIOMOIILIO TEXHUYCCKIX
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cpejictB uiaeHTHdUKAIUU. [[pyu OTCYTCTBUM V I'paskJlaHUHA CPeCTBa HWICHTU(DUKAITUNA
perienTa, BhJlada JTHETOTHBIX JEKaPCTBEHHBIX MPENapaToB OCYIECTRIIETCS] TOBKO TIPH
IIPEABSBICHUN 1IACIIOPTA WIM HWHBIX JOKYMEHTOB, YJIOCTOBEPSIONIAX JTHIHOCTD
IOy YaTESL.

14. PerucTparnust oTIIycKa IEKapcTBEHHBIX ITIPEeNapaToB IO perentaM, B TOM
quciie B popMe ISKTPOHHLIX JOKYMEHTOB, ocyliecTB/iercs nocpeactsoM AC JIJIO ¢
oOsI3aTelbHBIM ~ TIOATBEPXKACHUEM jelcTBus nojmuckio  YKOII w  mepepaueit
uHdopMaliy B MO IYJIb « DlekTpouublii perenty AC JIJIO.

15. B cayyac BbISIBJICHUS HapylIeHWA B OGOPMIICHHHM 3JICKTPOHHOIO pelelTa,
COTPYJTHHK aNTeYHOro IIYHKTA WMEET IIPaBO OTMEHWUTH DHIEKTPOHHBINA pENENT C
oOs3aTelIbHLIM HOATBEepKAcHUeM AeicTBrs noaimcenio YKIII B AC JUIO.



