[IPABUTEJILCTBO CBEP/IJIOBCKOUW OBJIACTH

MUHUCTEPCTBO IN®POBOI'O PA3SBUTUSA U CBA3A
CBEPJJIOBCKOMU OBJIACTH

MHUHHUCTEPCTBO 3/IPABOOXPAHEHUSI CBEPAJIOBCKOM OBJIACTH
INPNKA3

r. EkaTepun0Oypr

OO0 yTBep)x/eHHH perjaMeHTa HH(POPMALHOHHOr0 B3aHMOAEHCTBHSA MEX/Y
y4aCcTHHMKAaMH MPOLeCCOB 1Mo Hano/1HeHui0 deepaibHOr0 perucrpa rpax/jas,
HMEeIIUX NPaBo Ha ofecrieueHye JieKapCTBEHHBIMHU TperapaTaMu,
MeJULIMHCKUMH U3/le/TMAMH H Clleliia/ITN3UPOBaHHBIMH NPOyKTaMH JIeueGHOro
MUTAHHSA 3a cueT O0/PKeTHBIX aCCHIHOBaHMIi dreiepa/ILHOTO OI0/KeTa U
Oro/pkeToOB cy0OBekToB Poccuiickoii @eaepanun

B nensix obecrieueHrss MOHUTODHHIA JBIKEHUSI U yueTa TPa)K[aH, UMEOIMX
npaBO Ha obecrieyeHre JIeKapCTBEHHBIMU IIperapaTaMy, MeJULMHCKUMU W3[eIUsAMU
H CIIeIMATM3HPOBAHHBIMU IPOAYKTaMU J1e4eGHOr0 [MTaHMst 3a CYeT GHOJKETHBIX
acCUTHOBaHHMH (enepanbHoro Oo/pkera #  OHO/PKETOB CyOBLEeKTOB PoOCCHICKOR
deslepaLiy, CBOEBPEMEHHOIO M B IIOMHOM 00beMe ofecrieueHHsl yKa3aHHBIX IPakgaH
B COOTBeTCTBUM C [IpaBHamMu BefeHUs DefiepalbHOIO perucTpa Ipax/aaH, UMEROL[HX
npaBo Ha obecriedeHHe JeKapCTBEHHBIMM IIperapaTaMy, MeAULMHCKUMH H3/e/THsIMH
U CIeljiaM3HpPOBaHHBIMM TIPOAYKTAaMK J1e4eOHOro TMUTAHUA 3a CUeT OIOKeTHBIX
aCCUTHOBaHUHM (eflepalbHOTO OrOKeTa U OromKeToB CyOBHEKTOB PoccHiickoi
depepaliy, YTBePXKAEHHBIMH  IIOCTaHOB/IeHWeM  [IpaBuTe/NbCTBA  Poccuiickoit
®epeparun ot 12.10.2020 roga Ne 1656
ITPUKA3BIBAEM:

1. YTBepaute  pernamMeHT  HH(OPMALMOHHOIO  B3aUMOJEHCTBUS  MEXIY
YUaCTHHKaMHM IPOLIECCOB I10 HaMo/IHeHUI0 de/lepaIbHOr0 perucTpa rpakaaH, UMEIoIHX
npaBo Ha obecriedeHWe JeKAaPCTBEHHBIMM IIperapaTaMy, MeJUIJMHCKUMH H3JeIHIMH
M CIelUaIu3uPOBAHHLIMK TMPOJYKTaMH J/e4eOHOro IHUTaHMWsA 3a CUeT OHMKeTHBIX
acCUrHoBaHuil  (efepaibHOTO ~OrOmKeTa U OrOmKeToB CyOBeKTOB Poccuiickoii
degepauuy (npunaraercs) (gasiee — PernmameHt).

2. 3amectuTemo  MuHuUCTpa  3ApaBooXpaHeHus ~ CBepAIOBCKOH  o6iacTu
E.A. bapcaeBol opraHusoBaTh paboTy C YUPEXKJEHHUSMH 10 WCIPAB/ICHUIO OMIMOOK,
nonyueHHsix 0T ['6Y CO «OrnepaTtop 5/1€KTPOHHOIO IPABUTE/ILCTBa» II0 Pe3y/bTaTaM
3arpyskH laHHbIX B Qe/lepaibHBIHA PETUCTD PAXK]IaH, UMEIOLIMX NPaBo Ha obecreueHye
JIeKapCTBeHHBIMHM TperapaTaMH, MeAULMHCKUMHM HU3/1e/IMAMH U CITelUaIM3UPOBAHHEIMU
TIPOAYKTaMH JieyeOHOro MuTaHMs 3a CUeT GIO/PKETHBIX ACCUTHOBAHMM (efepanbHOro
bromkera u 6r0pketa (fanee — GPIIJIO), AJist JOCTHKEHHS CTle[yIOMIMX MTOKA3aTeIel:

1) mosnHOTa, AaKTyaibHOCTH M JAOCTOBEPHOCTb CBEJEHMH, 3arpy>KeHHbIX
B PPJIJIO U3 KOMIIOHEHTOB rOCYAApCTBEHHOM MH(OPMALIMOHHON CUCTeMBbI B cdepe
3ApaBooxpaHeHust CBepAioBcKoi o6actu (ganee — FMIC3 CO) B Tabuiy ¢ JaHHBIME
«JIproTa» (1je/ieBoe 3HaUeHHe — He MeHee 95%);
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2) TMOJHOTA, AaKTyaJbHOCTH M [JOCTOBEPHOCTh CBeJleHMM, 3arpy>KeHHBIX
B ®PJIJIO u3 I'MC3 CO B Tabmuiy ¢ AaHHLIMU «PeljernT» (1ie1eBoe 3HaueHue — He MeHee
95%);
3) mnosHOTa, aKTyaqbHOCTh U [IOCTOBEPHOCTh CBeJleHWH, 3arpy’KeHHBIX
B @PJIJIO u3 'MIC3 CO B ®PJIJIO B Tabumuily ¢ gaHHbIMU «OTITyCK» (1Lie/IeBoe 3HaueHHe
— He MeHee 95%).

3. Jupekropy I'BY CO «OnepaTtop 371eKTPOHHOI'O [IPaBUTEIbCTRA»

1) obecrieunTh CBOEBPEMEHHOCTh, KAYECTBO U I1QJIHOTY CBEJEHMH, 3arpyKaeMbIX
B ®PJUJIO B exXeJHEBHOM peXXUME;

2) obecrieunts MH(OpPMALMOHHBI OOMeH CBeAEHUSAMH MEKAY KOMIIOHEHTOM
TOCyZlapCTBeHHOW  MH(QOpPMAaljMOHHOM  CHCTeMbl B  cepe  31paBOOXPaHEHUS
CeepayioBCKOH 0071aCTU  aBTOMaTHU3WPOBAHHOM CHCTEMBI  VIIPABJAEHHS JILTOTHBIM
NeKapCTBeHHEIM obecrieuenrem Hacenenus «ACYJIOH M-AIITEKA IUTFOC JIITY »
(nanee — ACYJIOH) u ®PJIJIO;

3) e>keHeJje/IbHO NIpefiCTaBIAThL MHGOPMaLMi0 B MUHUCTEPCTRO 3ApaBOOXpaHeHMs
Crepa10BCKOM 06/71aCTH 0 JMHAMMKE [10 TIOKa3aTesisiM, pa3paboTaHHBIM B COOTBETCTBHHU
C MeTOAUKAaMM, MCHOJIb3yeMbIMH MMUHUCTePCTBOM 3[paBOOXpaHeHUs Poccuiickoi
depepaldy B paMKax oTpacieBoro vHiuzaeHra Ne 15 «KauecTBo u mosHOTa AaHHBIX
®PJIJIO», 3a IpoLIeALIYIO HeJle/It0, B TOM 4Mcie:

3.1. mo/iHOTAa, aKTYa/IbHOCTh U JI0CTOBEPHOCTh CBeJleHNH, 3arpy»KeHHbIX B DPJIJIO
u3 ['MC3 CO B Tabmuiy ¢ gaHHBIMU «/IbroTa» (LjeneBoe 3HaueHue — He MeHee 95%);

3.2. TI0/IHOTA, aKTyalbHOCTh U IOCTOBEPHOCTh CBeJIeHUH, 3arpy»keHHbIx B @PJIJIO
u3 'MIC3 CO B Tab/muy ¢ gaHHeIMH «PellenT» (LienleBoe 3HaueHHe — He MeHee 95%);

3.3. T0JIHOTA, aKTYalbHOCTD U JIOCTOBEPHOCTL CBeIeHUH, 3arpy»KeHHbIX B ®PJIJIO
13 I'IC3 CO B ©PJIJIO B Tabmuity ¢ aHHBIMH «OTIYCK» (1je/IeBOe 3HaUeHUE — He MeHee
95%). ,
4) B Cioyuae HeJOCTWKEHMs TIOKasaTeJeld HampaB/siTh  WH(OpPMALAIO
TpeA/I0>KeHUSIX 10 UX JOCTHXEHHIO.

4. PYKOBOJMTE/ISIM MeIULMHCKUX OpraHM3alil, y4aCTBYIOLIHX B IporpaMmMax
JIBTOTHOTO ~ JIeKapCTBEHHOrO  OOeClleyeHHs, - COMMIaCHO TIpUKasy MUHHCTepCIBa
3npaBooxpaHenuss CBepyI0BCKoi 061actu oT 28.06.2016 Ne 1015-11 «O6 YTBEpKIeHUH
NepeyHer MeJHUIMHCKAX OPraHM3ali|i, ToCyJapCTBEHHBIX CTAl[MOHAPHEBIX YUPEeXK/eHHI
conpansHOro obcmyxusanus CBepIOBCKOH 00/1aCTH, UMEOIIUX TIPABO BBINHUCHIBAHUS
JIEKAPCTBEHHBIX IPENapaToB, MEJULMHCKUX H3/eNHM, a TakKe CIelHaTu3UPOBaHHBIX
NPOAYKTOB JleueOHOr0 MHUTaHUsi [y fAeTeH-WHBAINWAOB [0 TPOTPaMMaM JIbLOTHOTO
JIleKapCTBEHHOT0 06ecrieueHust rpaxkan», a Takke FAY CO «Dapmarys»

1) obecriednTs  CBOEBPEMEHHOCTb, KayeCTBO U  [OJHOTY CBeJeHUH,
npenocraeiseMbix B ACYJIOH B cooTtBercTBHU C PernaMeHTOM, yTBEP>KIeHHbIM
HACTOSILIUM IIPHKA30M;

2) Ha3HAYUTH .3aMECTUTE/ISI PYKOBOJMTeNsl MeJHMLIMHCKOH ((hapMarieBTHYecKoit)
OpraHu3ally JIMLOM, OTBETCTBEHHBIM 3@ KOHTDOJb TIO/IHOTBI, 'CBOEBPEMEHHOCTU
1 JOCTOBEPHOCTH CBeJEHUM, Kacaroljuxcs ofbecreueHHsl TPaKJaH JieKapCTBeHHBIMU
rmperapaTtaMd U MeJULIMHCKUMHU H3[eMUIMH, CHeLMalTu3HpOBaHHEIMU MPOJYKTaMU
neueOHOr0 IUTAHMUS;

3) cBefeHUsT 00 OTBETCTBEHHOM ‘3aMeCTHTe/le DPYKOBOAMTeNS HAIpaBUTh
B MeauLMHCKUH HHPOPMAIMOHHO-aHaMTHYeckui eHTp TAYIIO «Ypansckuii
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WHCTATYT yOpaBJeHWs 34paBooxpaHeHreM uKMeHu A.b. broxuna» Ha agpec
3/IeKTPOHHOM MOUTHI: sitnikovaea@mis66.1u;

4) rpoBeCTH B CPOK He no3/Hee 10 AHeN OT AaThl U3aHHS HACTOSIIETO TIPHKA3a
HeoOXOAUMYI0  OpraHH3al[HOHHYK paboTy ¢ COTPYAHHMKAMH  MeJMIMHCKUX
(dapmarieBTHUeCKHX) OpraHW3aljuii B Lefsx obecrieueHUs WCIIONHEeHHs PeryameHra,
YTBEePXKAEHHOT0 HAaCTOALLMM IPUKA30M.

5. PekomeHZI0BaTb PYKOBOAUTE/SIM (hapMalleBTUUECKHUX OPraHH3al[dii YaCcTHBIX
dopM coBCTBEHHOCTH, MHAUBH/YAILHBIX TIDeATIPUHAMATE IEH, HMEROIIMX JUI[EH3HI0 Ha
ocyllecTBieHHe QapMalleBTHUeCKOH [esTesIbHOCTH Ha TeppuTopuu CBepiIoBCKOM
obnactu  obecrieudTh  CBOEBPEMEHHOCTh, KaueCTBO U IIOJHOTY  CBeJeHHH,
npegoctasasieMbix B ACYJIOH B COOTBeTCTBHM C PernamMeHTOM, yTBep:KAEHHBIM
HaCTOSILLIAM [IPUKA30M. |

6. Hacrosmmi Ilprkas HanpaBUTh [/ O(ULMATBHOTO OIMyO/JIMKOBAaHMA Ha
«OdunmansHOM MHTepHeT-TIopTane NparoBod MHpopMaruu CBepAIoBCKOH 06/1acTy»
(Www.pravo.gov66.ru) B TeueHHe JeCAaTH JHeH C MOMeHTa ITOAITUCaHUS.

7. KOHTpO/b 38 UCII0JIHEHWeM HaCTOsAILero NprUkKasa OCTaBJIsIeEM 3a COOOH.

1

VcnionHsrommipi o6s13aHHOCTH MUHHCTpa 3amectuTesns ['ybepHaropa
LM(pPOBOro Pa3BUTUS U CBSI3H CBepznoBckoii 06/1aCcTH ~
Ceepa/10BCKOM 006/1aCTH MUHHCTp 34paBOOXPaHEHHS

Ceep10BCKoit 061aCcTH

2
_ 47/[ _A.C. Cabypos T.JI. CaBuHOBa
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YTBEPXIEH
npyvkasoM MuHMcTepcTBa LUGPPOBOro
pasBUTHSA U cBsI3U CBep/lIOBCKOM 00/1aCTH 1
MuHucTepcTBa 3paBOOXpaHEHMS
Ceepa/ioBckol obmactu
oT Ne
«O06 yTBepskaeHuH PerylameHTa
WH(OPMAIMOHHOTO B3aUMOAEHCTBUS MEXY
yu4aCTHUKaMH I1POLIeCCOB M0 Harlo/THEHHIO
®efiepanbHOIO perucTpa rpaxkiaH, UMeroIIux
TIpaBO Ha obecrieueHue J1eKapCTBeHHLIMU
nperiapaTamy, MeJULMHCKUMH HU3eHAMH U
CIIeljHaJv3UPOBAHHBIMU MTPOJYKTaMH
neyeGHOro NMUTaHUSA 3a CUET OHO/KETHBIX
ACCUTHOBaHUM (efiepanbHOTO OO/KeTa U
OromKeToB CyObeKTOB PoCCHIICKOM
Deneparyin»

PersiaMeHT HH(OPMALHOHHOI0 B3aMMO/eHICTBHSA MEXXAY YUaCTHUKAMH NPOIECCOB
o Hamo/iHeHHI0 Pejiepa/IbHOrO PerucTpa rpa)ja, MMerIN|X MPaBo Ha
o0ecrieyeHne jJeKapCTBeHHBIMH NperapaTaMi, MeJUIMHCKAMH U3/1e/THSIMH 1
crnenMaTi3MPOBaAHHBIMH MPOAYKTaMH Jjie4eOHOro NMUTaHUs 3a CUeT OI0/PKeTHDIX
accHrHoBaHuii diefiepasibHOroO GropKeTa U 610/KeTOB CyObeKTOB
Poccuiickon @egepanun

1. O6me mo/I0KeHHus

1.1. Hacrosmuii  PeriaMeHT MH(OPMalMOHHOIC — B3aUMOJEHCTBUS  MEXIY
y4aCTHHKAMH NPOLIECCOB N0 HarO/THeHHo dejlepanbHOro PerucTpa rpak/iaH, UMErOIMX
NpaBo Ha ofecrieyeHHe JIeKapCTBeHHBIMU TperiapaTaMi, MeJMLMHCKUMH U3JeMusIMU 1
CIieLjaIM3MPOBaHHBIMU MPO/yKTaMH JiedeOHOro nuTanus (fasee - JIIT, MU, CI1JIII) 3a
cueT OIO/PKETHBIX "aCCMTHOBaHMH (efepatbHOrO GrO/pkeTa U GIOKETOB CYOBEKTOB
Poccuiickoi Defepanuu (anee — PernaMeHT) onpesienisieT NOPSAOK MHGOPMAL[HOHHOTO
obMeHa MeXJy Y4ACTHHMKaMM CHCTeMbl MH(OPMALMOHHOTO B3aUMOJEHCTBUS st
oOMeHa CBefjeHMSIMH TIPH HCIIONB30BAHUM HA TeppHTOpMH CBepJIOBCKOH 061acTu
nbrotHeIX penjenitoB Ha JIII, MI, CII JIII odopmiieHHbIe OCPEACTBOM KOMIIOHEHTA
rOCyAapCTBeHHOM . HHQOPMALMOHHOM  CUCTeMbl B cdepe  34PaBOOXPaHEHUs
CeepasioBckoit  obnactu - (ETUC3) aBTOMaTI/IBHPOBaHHOI/I CUCTeMBI  YIIpaBAeHUS
nekapcTBeHHbIM obecrieueHueM Hacenenus «ACYJIOH M-AIITEKA IUTIOC JIITY»
(manee — ACYJIOH).

1.2. ACYJIOH obecrieurBaeT npefiocTaBIeHHe JOCTYIA K (BYHKLIMOHANBHOCTH B
vacT popmupoBanus perenTtos Ha JIIT, MU, CIT JIII Ha IbFOTHBIX YCIOBUSX, @ TaKKe K
obpabotke nHdopmaluy, cofieprkanieiics B 6asax JaHHBIX, UCTIO/MB3YEMBIX 15 BEITHCKH
W y4eTa JIBTOTHBIX DELIeNTOB Ha TeppUTOpPUH CBep/I/IOBCKOM 06/1aCTH, B TOM YHC/Ie
Be/leHHe PeTMOHA/IbHOTO DeTMCTPA JILFOTHBIX KaTeropuil rpaskjaH.

1.3. PerjlaMeHT ‘pacrpocTpaHseTcs Ha HMHPOPMALMOHHBI 06MeH YYaCTHUKOR
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CHCTeMbl UH(GOPMAI[MOHHOTO B3aUMO/eHCTBUS NpHU odopmiieHnH U otmycke JIIT, MU,
CIIIIT Ha J/BrOTHBIX YCJAOBUSAX TII0 [IPOrpaMMmaM JIbTOTHOIO JIeKapCTBEHHOIO
obecrnieueHus;, KOTOpble NP BBITHCHIBAHUY DellenTa B GopMe OYMaXKHOro JOKYMeHTa
nojsiexkaT oopmiIeHHIO Ha pelielITypHoM Os1aHke opmbl Nel148-1/y-04(:n).

1.4. YuacTHMKaMK MH(GOPMAIMOHHOIO B3AUMOZJEHCTBHSA TI0 3arpy3Ke JAHHBIX B
®PJUIO sapnaroTCS:

1) onepatop ACYJIOH;

2) nocTaBuuku nHopMauuu B GPJIIIO.

1.5. Onepatopom ACYJIOH sasmsderca I'BY CO «Omnepatop 3/€KTPOHHOIO
NpaBUTeNbCTBa» UO0  ompefenseMoe WM  IOPUJHUECKOe JIMI[0, Ha OCHOBaHMH
3aK/IFIOUEHHOTrO I0roBopa 06 OKa3aHHWHM yCJIyT MO BBINIOJIHEHHIO QYHKIUIt omepaTopa Ha
TeppuToprK CBepA/IOBCKOH 06/1acTH.

1.6. IlocraBukamu  vHGopManyu B DPJ/IVIO gBmAOTCA TroOCYAapCTBEHHEIE
yupekzieHusa 3apaBooxpaHeHuss (CBepJjioBCKOM 005acTH, HWHBIE MeJUI[HHCKUE
OpraHM3alliy, HHIUBHAYaIbHbIE MPeJIIPUHHUMATENH, OCYILeCTBIISIONINE MeTHUIHHCKYIO
AeATeNsHOCTh Ha TeppuTopud CBepi/ioBCKoW obsactu (fanee — MeJULMHCKHe
opranusauuy), 'AY CO «®PapMauus» ¥ (apMmalleBTUMECKUe OpPraHW3al[MH YaCTHOM
(opMbI COOCTBEHHOCTH, aNTeKH, allTeuyHble IyHKTHI (Jaiee — arrteuHbie OpraHu3aLym), a
Takke ['BY CO «Oneparop 3/1eKTPOHHOr0 IPAaBUTEILCTBAY.

1.7. IndopmMariiionHbld o6MeH, B3aumogeiicteue mexay ACYJIOH u ®PJIJIO
OCYIIECTBIAETCSI TIOCPE/ICTBOM (PaiioBoro obMeHa B pyUHOM PeXXHUME WK C TTOMOILBIO
MHTErpaLjMOHHBIX IIPO(H/Iel B aBTOMaTHUECKOM PEXXUME.

1.8. 3arpy3ky csefennii B PPJIJIO HeobXoauMO OCYIIECTBIIATE B COOTBETCTBHH C
[Ipaunamu  BesieHus  PefepanbHOrO0  perucTpa TIPaKAaH, HMEIONMX — [PaBO
'Ha ofecrieueHue  JIeKADCTBEHHBIMU — TIperjapaTamy, MEJWLMHCKMMH  W3JeNHUsIMUA

U CHIELMATM3UPOBAaHHEIMU  TIPOJIyKTaMH  j1e4eGHOCO IIMTAHUSL 33 CUeT Br0/KeTHRIX
ACCHUTHOBaHMi ¢efepansHoro Owompkera U GromKkeToB - CyOBEKTOB PocCCHHCKO
Defepalvi, YTBEPXKIEHHBIMUA . IOCTaHOB/IeHWeM IlpaBuTenncTBa  Poccuiickoii
Pegepauuu ot 12.10.2020 Ne 1656.
| 1.9. TIponecc 3arpysku gansbix u3 ACYJIOH g @PJIJIO go/KeH COOTBeTCTBOBATh
TpeGOBaHMAM  3aKOHOJATenbCTBA  Poccuiickoil  ®Pepepaium 06 uH(oOpMaryy,
MH(OPMALIMOHHBIX TEXHONOTHAX M O 3alluTe WH(GOPMALMHM, & TAKKe HOPMAaTHBHO-
npaBoBbIM akTaM CBepZJI0BCKOM 061acTH.

1.10. OnepaTop ¥ TOCTaBIMKM HMH(OpPMalMM MpH 06paboTKe IepCOHaMbHBIX
JlaHHBIX NPUHUMAIOT HeOOXO/JUMbIE IPABOBLIe, OPraHU3aL|MOHHBIE H TEXHUUECKHE Mephbl
Ji/1Sl 3aIUTH] TIePCOHAMBHBIX [JAHHBIX U CBEJIEHMI, OTHECeHHBIX K BpaueGHOM Taline, 0T
HeNpaBOMEPHOTO WM CAy4alHOTo [OCTyra K HHM, YHUUTOXeHMs, H3MeHeHus,
O/I0OKMpOBaHMS, KOMIMPOBAHMUS, MPEOCTABIeHUs, PaCTIPOCTPAHEHHSA, a TAKKE OT MHBIX
HerpaBOMEepHBIX J1eHCTBUM.

2. ndopmanuoHHbIii 00MeH NPH BeleHHH PerHoHATLHOr0 perucrpa
MBroTHOM KaTeropuu rpaxjia, opopMIeHHH U 0TIYCKe JTILIOTHOTO perienTa Ha
JIEKapPCTBeHHLIN npenapar
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2.1. Undopmarus 1o BeJeHHI0 PErMOHANBLHOIO PEerucrpa JIbTOTHBIX KaTeropui
rpakaaH, oOPMJIEHUIO Y OTITyCKY JILIOTHBIX penerntos Ha JIIT, MU, CII JIIT BHOCuTCS
B ACYJIOH MeauI[MHCKUMY OpPraHU3aliisMH M allTeYHbIMY OpraHU3aliusiMu.

2.2. OTBeTCTBEHHOCTb 3a IIONHOTY U KOPPEKTHOCThL [aHHBIX, BHECEHHbIX
B ACYJIOH B pervoHanbHbIM PeruCTp AbIOTHBIX KaTerOPUM rpakzaH, Ipy oQopMIeHHH
U oTmycke JjbrotHoro peuenta Ha JIIT, MU, CII JIII Bo3no)KeHa Ha MeJULIMHCKHE
OpraHu3alvy U arreyHble OpraHu3al{yu.

2.3. Odopmnenre ¥ OTHYCK peLierniTa Ha JILIOTHBINA J1eKapCTBeHHBIM IIpenapar
OCYIIeCTB/ISeTCS TPaKAaHaM JIbFOTHBIX KaTeropui, UMeIoIUX NpaBo Ha obeclieueHue
JITI, MU, CII JIII 3a cueT GIOKeTHBIX aCCUTHOBaHMII (eaepanpHOro GrOKeTa U
GrokeToB CyOBeKTOB Poccuiickoit ®eepaliyu.

2.4. OdopmieHne pelLienTa. OCYLLECTBASeTCA B COOTBETCTBHM C MNPHUKAa30M
MuHrcTepcTBa 3paBooxpaneHus Poccuiickod @enepanyu ot 24.11.2021 Ne 10941 «O6
yTBepxKAeHHU [lopsi/ika Ha3HaueHuUs JIeKapCTBeHHBIX TIperaparoB, (OpM peLeNTypHbIX
0JIaHKOB Ha JIeKapCTBeHHEIe Tperapartsl, [Tops/ika opopmiieHns ykasaHHbIX O71aHKOB, UX
ydeTa 1 XpaHeHus, popM 6/1aHKOB PELIeNTOR, COAEPKALIMX Ha3HAUeHHe HADKOTHYeCKHX
CPe/ICTB M/IM TICHXOTPOMHBIX . BeI|eCTB, ITopsifka UX H3TOTOBJIEHUS, PaCTIPe/Ie/IeHHs,
PErHCTpALMH, yJeTa ¥ XpaHeHHs, a Takxke IIpaBHI o(OPMIIeHHs 67aHKOB: PEIIEIITOB, B
TOM YHCJIe B (DOpMe 37IeKTPOHHEIX JOKYMEHTOBY.

2.5. Ornyck JleKapCTBeHHBIX IIperaparoB II0 peLenTty OCYLeCTBISeTcs
B COOTBETCTBMM C TpaBWIaMH, VTBePXKEHHbIMU IIpHKa3oM MWUHHCTepCTBA
3apaBooxpaHeHus1 Poccuiickol Pepepanuu ot 07.03.2025 Ne 1008 «O6 yTBEpKIeHUU
IIpaBu OTMyCKa /eKAPCTBEHHBIX TMperapaToB /s MeJUIMHCKOIO IpHMEeHeHuUs
anTeyHbIMM OpraHU3alUsIMU, UHAUBUAYAIbHBIMU IpeJTIDUHHUMATEe/ISIMHA, UMEIOITUMH
JULIEH3WI0 Ha OCYlleCTBAeHHe (PapMal|eBTUYECKON AesTeIbHOCTH, MeJHUIHHCKHUMHM
OpraHU3alLMsIMy, WMMEIONIMMM JIMIEH3UI0 Ha OCyUIecTBIeHHe (apMaLeBTHUecKoi
JeSTeILHOCTH, U MX 000CO0IEHHBIMU TTOAPA3/[e/IEHUAMMU, PACIIONIOXKEHHBIMU B CeTbCKIX
HacesleHHBbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT alTeuHble OpraHW3aljuu, lIpaBui
OTITyCKa HapKOTHUYECKHUX CPeJCTB Y IICUXOTPOINHBIX Bell[eCTB, 3aperuCTPUPOBAHHBIX B
KaueCTBe JIeKapCTBEeHHBIX TIPeraparoB /11 MeJUIIUHCKOI O PYMeHeHHU s, TeKapCTBEHHBIX
Iperaparos Ji/I1 MeJULMHCKOT O IIPUMEeHEeHHs, CoZepyKalljiX HapKOTUUECKHe CPe/ICTBA U
TICHMXOTPOIHBIE BeliecTBa, [1opsAKa OTIYCKA rpaskiaHaM anTeuHbIMH OpraHM3alisMM
MMMYHOOHOIOTMYeCKUX JIeKapCTBEHHBIX NperapaToB A/ UMMYHONPOGH/IaKTUKI».

3. ITopapok pa6oTsl c mopTanoM 3arpysku B @PPJIVIO (daiiorslit o6MeH)

3.1. OTBeTCTBEHHOCThL 33  aKTyalIu3alMI0 JaHHbIX W  obecrieyeHue
LIeHTpa/IM30BAHHON 3arpy3Kd CBeJJeHMM, TIyTeM BbBIIPY3KH [JaHHBIX II0 BCeM
MeJULMHCKUM  opraHusaiusM U3 ACYJIOH B @PJIJIO Bo3nokeHa Ha
I'BY CO «OriepaTop 3/IeEKTPOHHOI'O TIPAaBUTENbCTBA» HA OCHOBAHMM COBMECTHOTO
npukasa MuHucTepcTBa 31paBooxpaHenusi CBepAIOBCKON 06/1acTH U MuHMCTepCTBA
umprBoro pasBUTHSA U CBSI3U CBep,qJIOBCKon obmactu ot 15.03.2024 Ne 574-n/72
«O HasHAYeHHH OTBETCTBEHHBIX 3a aKTya/IM3alI0 JAHHBIX B DefiepanbHOM pervcTpe
TPaX/AH, HMEOUIMX TIpaBO Ha obecnedyeHue /1eKApCTBEHHBIMHM IIperapaTamu,
MeULMHCKHMH U3[e/IMAMH U CTIeLiMaTi3UPOBAHHBIMU ITPOAYKTAMH JIeUeOHOIO MUTaHWS
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3a cyeT OrO/PKEeTHBIX aCCUTHOBaHUH (efepanbHOro 610KeTa U OHOMKETOB CYOLEKTOB
Poccuiickon ®Penepaniin».

3.2. TBY CO «Ormepatop 3/€KTPOHHOIO IIPABUTeNLCTBA» ObDecreurdBaeT
B e)XeJHEBOM DexuMe IpejfocTaBieHue cBefeHuil B OPJIJIO, He mno3gHee 1 CyTOK
C MOMEHTa pPerucTpaliiy CBeJileHHWH B TI'OCYAApCTBEHHOU UH(POPMAI[MOHHON CHCTEMEBI
B cepe 3apaBooxpaHeHuss CBepA/I0BCKOM 00/1acTy;

3.3. Tlpu opraHMsanguy B3auUMOJEUCTBUSI B pexxume (¢aiimoBoro obmMeHa
I'GY CO «Ormepatop  3/IeKTPOHHOI'O  IIDABUTebCTBAa»  MPOBOAATCS  C/IeAYIOIHe
MEepOTPUSITHS

[Ipu ocyliecTB/IeHUH 3KCIIOPTa perMoHanbHOro perucrpa B @PJIJIO nporoautcs:

1)  SKCIOPT pervoHajbHOrO pervcrpa JAbroTHUKOB U3 ACYJIOH B xml daiin
(zip apxus);

2) 3arpyska (aina C [aHHbIMU perMoHa/JbHOIO DerMcTpa JbIOTHHKOB Ha
noptase 3arpysku ®PJIJIO;

3) BoIrpyska c roprana ®PJIVIO datisia ¢ pesyabrataMu 3arpy3ku xml gatina
C JaHHBIMU PETMOHAILHOTO PerucTpa JbrOTHUKOB (Zip apXURB);

4)  pacraxkoBKa zip apXMBa, BEINOJIHSET 3arpy3Ky pe3y/bTaToB B ACYJIOH;

5)  ¢opmupoanue ‘dbf daiina ¢ ommbkamu 06paboTku gaHHBIX B DPJIJIO
MOCJIe 3arpy3KH pe3y/IbTaToB.

ITpy ocylecTBAeHHH 3KCIIOPTa AAHHBIX O BBINMCAHHBIX pellenTax:

1)  BBINOJIHSETCS SKCIIOPT JAHHBIX [10 BBIIMCAHHBIM PELeNTaM 3a IpebIIyILHi
JleHb (Zip apxuB); |

2)  BBINO/HAETCA 3arpPy3Ky cl)apma C JJaHHBLIMM II0 BBIIVMCAHHBIM pellenTaM Ha
rioptane 3arpysku ©PJIJIO;

3) Beirpyxaerca ¢ noprana ®OPJIJIO ¢aiin ¢ pesyapraTamu 3arpysku xml
(haiina ro BBIKCAHHBIM peLienTaMm (zip apxuB);

4) TPOH3BOAMTCA PacriaKOBKa zip apXMBa, BBINIO/IHSETCS 3arPy3Ka Pe3y/IbTaTOB
B [IK ACYJIOH;

5) mocne 3arpysku. pesyiabTatoB (opmupyercs dbf datin ¢ onmmbkramu
06paboTku faHHBIX B DPJIIO.

IIpu ocyiecTBIeHUH SKCIIOPTA AAHHBIX 00 OTMYIEHHLIX peljerTax:

1) BBITIOJHSETCS 9KCIOPT JIAHHBIX 110 OTIYHIEHHBIM peLienTaM 3a TeKYIYIO
HegeIro (C IIOHele/IbHUKA 110 TeKYLIHAH JieHb) (zip apxuB);

2)  BBINOJIHAETCS 3arpysKy (adisia ¢ JaHHBIMH IO OTHYL{EHHBIM pelieriTaM Ha
noprase 3arpysku OPJIJIO; |

3) BeIrpyxaercsa ¢ noprana ®PJIJIO ¢aiin c pesynabraramu sarpyskd xml
(parinia 1o BBINMUCAHHBIM DELeTITaM (Zip apXuB);

4) TIpPOU3BOOUTCS pacnaKOBKa Zip apXMB, BEITONHAETCS 3aTPY3Ka Pe3yJIbTATOB
B [IK ACYJIOH;

5) TocsIe 3arpy3Ku pe3ynbratos popmupyet dbf daiin ¢ ommbkamu o6paboTku
nanHeix B PPJIJIO.



