COI'VTAINEHHME
00 nadopMaHOHHOM B3aHMOACHCTBUH
MunncTepeTBa 3apaBooxpanenus Poceuiickoii ®enepaunu,
®enepaabHOl HANOroBOH CJIY:KOBI H 001ecTBA C OrPAHHYE€HHOM
oTBeTcTBeHHOCTHIO «OnepaTop-LHPIIT» no Bonpocy npegocTaBieHEs
AocTyna K HHpOpMauHH, coaepxanerics B cHCTeMe MONHTOPHHIA ABHKEHHSI
JIeKapCTBEeHHBIX NpenapaToB AJA MEAHIHHCKOT0 IPHMEHEeHH s
W A0 2025 ED-2.2-2 /40 € |
r. Cankr-TletepOypr &AL » ﬁf@éfm’%d’, 2025 r.

MunucTepcTBO 3apaBooxpaHeHus Poccuiickodl ®epepallun, HMEHYEMOe
B nmanpHefiiem «MunzppaB Poccnm», B numue MHEHHCTpa 3/paBOOXpaHEHHA
Poccuiickoit @epeparm Mypamko Muxauna AnebepToBHYa, AEHCTBYIOIIETo
Ha ocHoBaHuM Ilonoxenus o MuHuCTEepCTBe 34paBooxpaHeHms Poccuiicko
denepalivy, YyTBEPXKAECHHOroO IocraHoBieHHeM llpaButenbcTBa Poccmiickol
Gepeparn or 19 wmions 2012 1. No 608, ®enepanbHas Hajorosas ciayxo6a,
uMeHyeMas B gambHeimem «®HC Poccruy, B nuie pykosogutens OHC Poccun
Eroposa [lauuuia BauecnaBoBuya, AeHCTBYIONEro Ha OCHOBaHMH llonoxenus o
@enepansHOM  HANOroBoH — ciy)xbe,  YTBEPXKICHHOIO  IIOCTAHOBJICHHEM
ITpaBurensctBa Poccuiickoit @epepammu ot 30 ceHTabps 2004 r. Ne 506, u
0OIIeCTBO ¢ OrpaHH4eHHOM 0TBeTCTBeHHOCTRIO «Omeparop-LIPIIT», umenyemoe B
nanenefiimem  «Oneparop», B nune Ilpencenatens Cosera JIHPEKTOPOB
000 «lleutp pasBuTHA NEPCIEKTHBHEIX TexHonoruit» JlyObuma Muxauna
Anppeesnya, AeiiCTBYIOIIETO HA OCHOBAHHM JOBepeHHOCTH 0T 23 mekabps 2024 r.
Ne 870, 3mece m Jjanee 1o TekcTy uMeHyemble «CTOpOHBD», HAa OCHOBaHHH
denepanpHoro 3zaxoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaienun
NeKapCTBEHHBIX CPEJACTB» M IyHKTOB 573, 57* w 57° TlonoxeHus O cucreMe
MOHHTOPHHIA [ABW)KCHHS JI€KApPCTBEHHBIX IIPENapaToB i MEOUITHHCKOTO
IpUMEHEHUs], YTBepXkAEHHOTO TmocTaHoBileHueM llpasurenscTBa Poccuiickoi
Oepeparuu oT 14 mexabpa 2018 r. Ne 1556, 3aximounny HacTodIlee COITIAIICHHE
(mamee cooTBeTCTBEHHO — wnocraHoeneHwe Ne 1556, Cormamenue) o
HYKECTENY OIIEM:

1. IIpeamer Cornamenns

1.1. IlpemmeTom Cornammenus SABJIACTCH HHOOPMAITHOHHOE
B3aumopeiicteue Cropon B Inemsx obecneueHus poctyna OHC Poccun
K wuHbopmanuu, coxepxauiedcs B CHCTEME  MOHUTOPMHIA  BIDKEHHS
JIEKApPCTBEHHBIX TMPETapaToB AJS MEAMIMHCKOTO NMPYMEHEHHs (Jajee — CHCTeMa
MOHHTOPHHIA), B LEJAX:




a) OCYWIECTBIICHUS KOHTPOJISI W Hang30pa 3a IPaBUIBHOCTHK) HCYHCIECHMS,
IIOJHOTOM M CBOEBPEMEHHOCTHIO BHECEHHS B COOTBETCTBYIOIHH Oromxer
6romKeTHOM cucTteMel Poccmiickoli @enepanyy Hanoroe u cOopoB, a B Cllydasx,
IPEIAYCMOTPEHHRIS.  3aKOHOJaTenbcTBOM  Poccuiickolt  Qenepanyu, — 32
[IPaBUIBHOCTBIO HCYUCHEHMS, IIONHOTOM M CBOEBPEMEHHOCTHIO BHECEHHS
B COOTBETCTBYIOIIHMH OIOMKET MHBIX 0043aTENbHBIX TIIaTexKelH;

6) koHTpOJIE coOMoNeHus TpeOoBaHUH K KOHTPONBHO-KACCOBOM TEXHMKE,
TIOPSIIKA U YCIIOBUI ee perucTpaliy ¥ IpuMeHeHus;

B) KOHTPOJISL y4eTa BBIPYYKH JEHEKHBIX CPEACTE Y IOPHAMYECKHX IIHI]
¥ MHAMBHAYAIbHEIX IpeANpHHUMAaTENeH;

I') OCYILI{EeCTBICHHSI KOHTPOJBHBIX MEPONPHATHH, BKIIOYas KaMepasbHEIE
1 BBIE3AHbIE IPOBEPKH.

1.2. Munzgpas Poccuu, aBinsics GpenepanbHBIM OPTaHOM HCIIONHATENBHOR
BIIACTH, OCYIIECTRISIOLINM ITPABOMOYHS 001anaTens HHbopMalny, colepKamencs
B CHCTeMe MOHHTOpHHTra, OT MMeHu Poccuiickoii ®enepallidl COINacOBRIBAET
obecneuenne Onepatopom goctyna GHC Poccun x nH(opMaIuy, CoaepKaencs
B CUCTE€ME& MOHUTOPHHIa, Ha ycnoBuax CornameHus.

1.3.  Onmneparop, ABIIAACH opraHH3alMew, YIIOJTHOMOYEHHOH
Ha OCYILIECTBICHHE (QYHKIMH olepaTopa CHCTEeMbl MOHUTOPHUHIA Ha OCHOBAHHHU
pacnopskenus [IpaButenscrea Poccuniickoit ®emeparyn or 18 mekabps 2018 r.
Ne 2828-p, obecnieunBaer ®HC Poccum nocTyn K MH(OpMauyH, comepiKaleics
B CHCTEMe MOHUTOPHHTa, Ha ycnoBuax CornameHus.

1.4. CocraB unpopmaLuy, coaepxaimedcs B CHCTEME MOHHTOPMHIA,
K KOTOpOoi ofecrneudBaeTcss MOCTYI, MOPSNOK W TEPHOOUYHOCTh obecriedeHus
IOCTyNa, & TakKe WHBIe YCJIOBHA HHGOPMAaUWOHHOTO  B3aWMOJSHCTBHA
onpenensiorca  [IpoToxonoM  MH(POPMAIMOHHOTO  B3aMMOJCHCTBHA  MEXIY
MununcrepeTBoM  3hpaBooxpaneHus Poccuiickoit ®enepanun, PenepansHOR
HaNOroBoM ciy)0offi ©u 0OmecTBOM ¢ OrpPaHHYEHHOM OTBETCTBEHHOCTEHIO
«Omneparop-LIPIIT» 1o BOMPOCY IPELOCTABIEHHMS [OCTyna K HHpOpMAaLuy,
cofepIKalleiics B CHCTeMe MOHHTOPHHTA IBUKEHUS JIeKapCTBEHHBIX NPENaparoB
ans MegumuHckoro  mpumenenus  (IIpwioxenwme k  CornameHHo)
(manee — Tlporokon wunHdopManunoHHoro B3auMmomelictsusa). IIporokon
HHMOPMAIIMOHHOTO  B3aMMOJCHCTBUS  sBIS€TCA  HEOTBhEMJIEMOM  YacThIO
Cornamenus.

1.5. Bsaumogeticreue CTOpOH ocylLiecTBIsAeTCS HA 0e3B03ME3IHOM OCHOBE.

2. Ilpasa u oGs13anHOCTH CTOpPOH

2.1. ®HC Poccum odszyercs:




2.1.1. Obecrieuuts mnpHeM HHQOpPMAIHH, IONYHacMOH B  paMxax
Cornaimenvs, ¥ HCIONH30BaTh 3Ty HH(POPMALMIO KCKIIOYHTENBEHO B IIEIHIX,
yCTaHOBICHHBIX CornameHueM.

2.1.2. He npenocTaBnsTh ¥ He PacIpoCTPaHiTh HHQOPMALMIO, TOMYYEHHY O
B paMkax CoriameHus, TpeTbUM JHIaM 0e3 NHCEMEHHOIo cornacks MuH3apasa
Poccun u yBemomuenus Omeparopa, KOTOpble HaNpaBISIOTCS OQHIHMAIBHBEIM
IMCBMOM C Komuel Ha ajpeca 5IEKTPOHHOH IOYTHl YHOJHOMOYECHHBIX
nojpasaenenuit CTOpoH [0 0CYIeCTBACHUIO HHPOPMALMOHHOTO B3aUMOLEHCTBHS,
yKazaHHble B myHkTe 5.6 Cornamuenus (qanee — yroNHOMOYEHHBIE [T0JIpa3elIeHUs
CropoH), 33 HCKIIIOYEHHEM CIIyYaeB NpeJoCcTaBIeH!sa HHQOPMAaLlUy TPETHHM JIHIIaM
B pamkax wucnonHeHus nonHoMouwii ®HC Poccuu. IlncemeHHoe cornacue
Munszapasa Poccnn nanpasimsercs B8 ®HC Poccun B TedyeHue S5 (IsTH) pabounx
nHe#i ¢ MomeHta noctymienns odumuansHoro mmceMa OHC  Poccum
C COOTBETCTBYIOLHM 3alIpOCOM.

2.1.3. Uadopmuposats Omepatopa u Munszapas Poccun o6 ycrpaHeHuu
GakTOB M clydaeB, YKa3aHHBIX B IIyHKTe 2.5 CornallieHus, IyTeM HalpaBlICHHs
COOTBETCTBYIOIETO  YBENOMIEHHss Ha  agpeca  2JEKTPOHHOM  IIOYTHI
YIOIHOMOYEHHBIX onpasgeneHuii CTOpOH B Te4€HHE OIHOTO pabo¥ero IHs
C MOMEHTA YCTPaHEHHU YKa3aHHbBIX (PAKTOB U CIIydaes.

2.2, ®HC Poccun Brpase TpeboaTh y Oneparopa 1 Munzgpasa Poccuu
BBIIIONHEHUS YCJIOBHM HMHGOPManMOHHOTO B3aHMOJCHCTBHS B COOTBETCTBHH
¢ Cornamenuem, 3a HCKIIOYEHHEM CIyd4aeB, IPelyCMOTPEHHEIX IIyHKTOM 2.5
Cornamensus.

2.3. Omneparop obs3yeTcs:

2.3.1. O6ecneunsars ®HC Poccuu noctyr k HHOOPMALKH, COAEpKAIIEHCS
B CHCTEME MOHHTOPHHTE, Ha ycoBHAX CornanieHus.

2.3.2. B Teuenne 2 (mByx) paboumx nHel ¢ MOMEHTAa OIpaHMYECHUS WM
npuoctaHoBieHus poctyna OHC Poccum k uudopMalud, cozepxaiieics B
CHCTEME MOHHMTOPHMHIA, B COOTBETCTBUM ¢ NyHKTOM 2.5 CornallleHus, HalpaBlATh
yeegomnenus @PHC Poccum u MunzgpaBy Poccumu obuImanspbeIM IHCHEMOM
C KOTIMEeH Ha ajpeca SIEKTPOHHOH HOYTHI YIOIHOMOYEHHBIX TI0fpasIe/Te it
CropoH, C yKa3aHHeM BBUIBICHHBIX CIYy4YacB HapyIIEHHH, HaTEl X BPEMEHH
OI'paHWYEHUs WM MPUOCTAHOBIEHHS AOCTYIHAa K WHGOpMalyy, COAEpKallehcs
B CHCTeMe MOHHTOpHHra. B cnywae wHamwuus y Onepatopa cBeleHHHR
0 MEPONPUATHIX, HEOOXOMMMEIX [UI1 BOCCTAHOBIEHMA JocTyma, Omnepatop
OTpa)kaeT UXx B YBEIOMIICHUH.

2.3.3. Bo306HOBUTE ZOCTYH K HHGOpPMAallAH, conepKamieHcs B CHCTEME
MOHHUTOPHHTA, IOCNe YCTpaHeHHWd (akTOB W IMPHUYMH, YKa3aHHBIX B IYHKTe 2.5
CornawieHusa. VYBeZOMIIEHHE O BO30OHOBIEHMH JOCTYNa XK HHGPOpPMAIHH,
cofiep>Kamiuics B CHCTEMe MOHUTOPHHTA, HATIPaBigeTcs OGHLMalbHbIM ITHCEMOM
c KomueH Ha aapeca 3JEKTPOHHOM MOYTH YIOJHOMOUYEHHBIX [IOApa3AelIeHHH



. CropoH B Teuenue 5 (atu) pabounx aHel ¢ MOMEHTa NOCTYILICHHS YBEJOMIICHNU,
yKazaHHoro B noxamyHkre 2.1.3 mynkra 2.1 Cornamenus.

2.4. O6ssatensctBo OnepaTopa mo ucronHeHuo CornauleHHs B YacTH
npexpoctasneaus ®HC Poccnu noctyna k HHGOpMaLyyY, COAEPKAIEHCT B CHCTEME
MOHHTOPHMHI2, BO3HHKAaeT ¢ MOMeHTa Hanuuugd y Omneparopa TeXHHMYECKOH
BO3MOKHOCTH IIPeJOCTaBlieHHs OOCTyNa K COOTBETCTBYIOIIEH MHGpOpMaLuK
¥ (akTHYeCKOTO HAIWYHS COOTBETCTBYIOLieH HHGOpPMAlMH B  CHCTEME
MOHHTOPHHIA, IIOCTYIIMBIEH Ha OCHOBaHWM BCTYNHBIIMX B 3aKOHHYIO CHIY
HOPMATHBHBIX NpaBOBBIX axTos Poccuiickod @enepallvd, peryiIMpyrONiux
00g3aTeNbHYI0 MAPKHPOBKY JTIEKapCTBEHHBIX IperiapaToB, U Oy JET OCYIIECTBIATECS
B Ipefeniax cocrtaBa WH(OpMAIiH, IpedyCMOTPEHHOro nocraHopiceHreM Ne 1556
U omnpeaeneHHoro B [IpoTokoie UHPOPMAUMOHHOTO B3aUMOJEHMCTBHA, 4 TaKXKe
C YY4€TOM HHBIX 0COOSHHOCTEH, YCTaHOBNEHHBIX [eHCTBYIOIKUMH HOPMATHBHBIMH
IIpaBOBBIMH aKTaMu Poccuiickoi @enepaiiun.

2.5. Onmneparop BOpaBe OrpaHUuYMBATE H [PHOCTAHABIMBATE HOCTYII
®HC Poccun K uHpOpMalMH, comepikaiieiics B cucTeMe MOHHUTOPHHIA, NpPH
YCIIOBHU HACTYILIEHHS HIDKECIIEAYIOUINX ClIydaes:

a) HecoOmoneHna  ycraHopienHoro CornameHrveM Iopsaka oOMeHa
HHGpOpMaLHeH;

0) BuisiBIIeHHsT (pakTOB HapyiueHws TpeOoBaHuii o 3amuTe HHOOPMALHH,
HE COCTaBJIAIOUIEH rocyaapCTBEHHYIO TallHy, cojepKallieiics B rocy1apCTBEHHBIX
UHGOPMAIMOHHEIX  CHCTeMaX, yTBepikaeHHBIX npukazom OCTIOK  Poccun
or 11 ¢espans 2013 r. Ne 17, tpebopanuit PenepanibHOro 3akoHa OT 27 MO
2006 1. Ne 149-®3 «O6 mubopmMaiuy, *HGOPMAIOHHEIX TEXHOJIOTHIX H O 3aIIUTe
uHpOpMaIMKU» M MHBIX TpeOopanui mMHGOpManMoHHOW 0e30macHOCTH M IIpaBKIl
paboTsl B MH(GOPMAHOHHEIX M KOMMYHHMKAIIMOHHBIX CHCTEMAX, YCTAHOBJIEHHBIX
HOPMAaTHBHBIMHE IMPaBOBEIMHE akTamu Poccuiickoil Oezepannd;

B) BCTYIUIEHHS B CHJIy HOPMATMBHBIX TPaBOBBEIX aKTOB, NPEIATCTIBYIOIIAX
OCYIHECTBIIEHHIO  MH(POPMALIMOHHOIO  B3aWMOMEHCTBMA B  COOTBETCTBHHM
¢ Cornamrenyuem;

T) BEISBJICHMS HHBIX OCHOBaHHN (B TOM 4HCle HE3aBHCAIIMX OT BOTIH
CTOopoH), MPEMATCTBYIONMX OCYLIECTRBICHHIO HHPOPMAIIHOHHOTO B3aUMONECHCTBHS
o CornameHuro.

2.6. Omneparop 1 ®HC Poccuu obszyioresa:

2.6.1. 3a coGCTBEHHEIN CYET NMOJNEPKUBATE B pab0oTOCTIOCOOHOM COCTOSHUM
CBOM NPOTPaMMHO-TEXHUUYECKUE CPEACTBA M KaHAJIBI CBSA3H, WMCIOIB3YEeMBIE IS
OCyIIECTBAEHHA W  ofecrmedeHHs  HHPOPMAIMOBHOIO  B3aMMOAEHCTBHSA
U B pasyMHbIe CPOKH YCTPaHATh TEXHHYECKWE HEHUCIIPABHOCTH, IIPEIATCTBYIOLINE
MHPOPMAIHOBHOMY B3aMMOIEHCTBHIO, KXKABIA B CBOSH 30HE OTBETCTBEHHOCTH.

2.6.2. Cobmonars TpeGopanus o 3amute UHGOPMALKH, HE COCTABIAIOIIER
rOCy JApCTBEHHYIO TalHY, COAEPIKAIIEHCA B rOCYAapCTBEHHBIX HH(POPMAHOHHBIX



cucremax, yreepxiennrle mpukazoM O®CTOK Poccmu ot 11 despans 2013 1.
Ne 17, Tpebomanms @enepamproro 3akoHa or 27 mons 2006 r. Ne 149-03
«O6 madopManyy, HHGOPMAIMOHHBIX TEXHOJIOIHWIX M O 3alllHTe MHOOPMALHH»
W uHble TpeGoBanMs WHOOPMAIMOHHOW Oe30macHOCTH M IpaBunia padoTel
B HHQOpMAllMOHHBIX M KOMMYHUKAITMOHHBIX CHCTeMAaX, YCTAHOBIEHHBIE
HOpPMAaTHBHBIMU NPABROBRIME akTamu Poccuiickoit Oenepaini.

2.6.3. MadbopmupoBarh © KOMIBIOTEPHBIX HHIHWACHTaX H  4arakax
Ha  UH(POPMANUMOHHEIE CHCTEMBI, Y4YacTBYIOIIHMEe B  HHOOPMAalKMOHHOM
B3amMoJeiicTBHE B pamkax CornamteHHs. YBeAOMIECHHMS O KOMIIBIOTEPHEIX
UHIAASHTaX ¥ aTakaX HaOpaBIgIOTCS Ha afpeca 3IIEKTPOHHOH IIOYTHI
YIIONHOMOYEHHBIX mojpazfenenuii CTopoH B TeweHue 5 (maTu) paboumx nHeH
¢ MOMEHTa BO3HHKHOBEHHS COOTBETCTBYIOIIETO COOBITHA.

2.6.4. He mnpuMeHATP K HCHOJHEHHWIO M HE HCIONHATE JOKYMEHTEL,
HO/IIMCAHHBIE 9JIEKTPOHHON NOIIUCHI0, B OTHOUICHHH KOTOPOH OBIIO YBEAOMIIEHYE
0 KOMIIDOMETaLHH KJIoYa 2JCKTPOHHOH IOANMCH, ecly JOKYMEHTHI B paMKax
uHpopMaimonHoro  B3amMmogneiicTeus  CTOpoH — IOANEXaT  HAIPaBIEHHUIO
TMOANHCAaHHBIMH 3ICKTPOHHOM ITOJIUCEIO.

2.6.5. CoeBpemenHo  yBemomiath CTOpOHY, KOTOpOH  Iepeiaercd
wHbOpMaH¥sg, O KOMIpPOMETalMK KJIoYell BIeKTPOHHOM IIOAIHMCH, €CIH
SIEKTPOHHEBIe AOKYMEHTHI B paMkax MH(popMalloHHoro B3auMoaeicTeusa CTopon
HOJJIeXAT HATIPABIEHUIO TTONITUCaHHBIMU 3JIEKTPOHHOM NOANHKCHIO. Y BENOMIICHHS
HATIPaBIISIOTCS Ha afpeca dNeKTPOHHOH MOYTH YIOJHOMOUEHHBIX II0Apa3ieleHuH

CropoH HezaMeANUTeNILHO IIPY BELABICHUHU KOMIIPOMETAIMH KITF0UEH 2JICKTPOHHOM
IIOATIHCH.

3. OrBeTcTBEHHOCTD

3.1. Croponsl HECYT OTBETCTBEHHOCTh 3a HEHUCIIONHEHHE
WIH HEHaJIeXallee WCIONHeHne CcBoMx 00s3aTenscTB o (CornaunieHuro
B COOTBETCTBHH C 3aKoHOIarenbscToM Poccutickoit @exepanuu u CornalieHuem.

3.2. Bce cmopsl u pazHormacus B cBs3u ¢ ucnonHenueM CornameHus
pazpeniaTcs yTeM IIeperoBOPOB. ITeperoropsl WHHUITMHPYIOTCH
3amHTepecoBaHHOM (CTOpOHOH IlyTeM HalpaBIeHWs IIMCEMEHHOIO 3ampoca
0 MPOBEJCHUH NeperoBopoB. Ilpu nposeaenun neperoBopos CTOPOHEI 00s3yX0TCH
IIPUIIOKETE BCE YCHIIHS I MEPHOTC pa3pellleHHs cIiopa.

3.3. Ecimu mo pesynbrataM neperopopoB  CTOpPOHEI He NPHUXOIAT
K COIIALICHHUIO, CIIOP MOXKeT OBITE NiepeliaH Ha paccMOTpeHue B APOUTPaKHBIH Cy I
roposa Mockss! 1o uereueHns 30 (Tpuauary) pabounx nHe# co AHA HalpaBICHUS
Croponoit mnperensum (TpeOoBaHMA) Ha ajpeca SIEKTPOHHOM  IIOYTHI
YIOJHOMOYEHHBIK TToApasenenuii CTopoH.



4. O0cTosAiTENHCTBA HENPEOAONHMOM CHIIBI

4.1. CropoHbl 0CBOOOXKAAIOTCA OT OTBETCTBEHHOCTH 33 HEHCIIONHEHHe
Tr00 HeHamexalee HCIoJHeHHe 0043aTeNeCTB 110 CorNaleHuo B Cliyyasx, ecliy
AX HEHCHONHEeHHe MO0 HeHaIeKalllee HCIONHEHUE BO3HUKIIO BCIEICTBHE
HEIIPeOJOJIMMOM CHIIbL, TO €CTh YPE3BBIUANHEIX K HEIIPEJOTBPATHMBIX IIPH NAHHEBIX
ycnopuax obcTosTenscrax. CTOopoHa, ¥ KOTOPOHM BO3HMKIM OOCTOSTE/NbCTBA
HENpeoonuMol cuiel, obs3aHa B 3-IHEBHBIM CPOK C MOMEHTA BO3HMKHOBEHHS
06CTOATENBCTBA HETIPEOIOIMMO CHITEl HH(GOPMHpOBaTh Apyrue CTOPOHE! 0 Havae
¥ OKOHYSHHH [eHCTBUA OOCTOSTENLCTB HEMpeoJONUMOH CHIIBIL, IIPeIOCTaBHB
OOKYMEHTEI, BBIaHHbBIE KOMIIETEHTHBIMH OpraHaMM, TOATBEPKIAIOIINE yKa3aHHbIE
00CTOATENBCTRA M CPOK UX JeHCTBHS.

5. 3aknoYHTeNbHbIE HOJ0KEeHHA

5.1. Cornamenue 3aKmOYaeTCs Ha HEOIpPENeNeHHBIH CPOK M BCTYIAeT
B CHILY C aTsl ero noauucanus CTopoHaMH.

52. Bce wusMedenus u jomojHeHus K CornameHuo oQOpMISIOTCA
NHCEMEHHO, B BHIE MOMOJNHHUTENBHBIX COTNAIICHHUH, MOANMCHIBAIOTCS KayKIOH
13 CTOpOH U ABJISIIOTCS HEOTReMIIeMOH dacThio CornameHus.

5.3. CormnaiieHue MoxeT OBITH PacTOPTHYTO IIo coraamenuro Cropon
HITA B OJJHOCTOPOHHEM BHeCyAeOHOM NOPAAKE B CBSI3U C OAHOCTOPOHHUM OTKa30M
or wucmnonHenus CorjalieHrs, B TOM 4YHCIHEe IO OCHOBAHHSAM, CBI3aHHBIM
C HEeBO3MOXIIOCTLIO ero zanbHeiinero wucnonseHud. CTOpOHa HMEET IIpPaBo
HHHIAAPOBaTh pacTopkenue Cornamedus IyTeM HalpaBlICHHs B afpec APYIrHux
Cropon yBeZoMiIeHES 0 pacTopxeHnH CoITaleHna. Y BeJOMIIEHIE O PACTOPIKEHUH
Cornamensys JOKHO OBITH HAMIPABIEHO He MeHee YeM 3a | (OQuH) MeCA O [aThi
IpeIIIoNaraéMoro pacTOpKeHHUA.

5.4. Tlpemnoxenns Yo BHeceHmio m3Meneudt B Cornamenue
HAUPABIAIOTC  3auHTepecoBanHodt CropoHo#t B agpec apyrux (CTopon
opuIUaTbHEIM IIMCBMOM C KONHMeH Ha afpeca DJIeKTPOHHOM  IOYTHI
VIONHOMOYEHHbIX — mofpasaeneunii  CropoH.  CTOpPOHBI  paccMarpHBAaIOT
IONy4YeHHbIE NPEIJIOKEHMS M HAMpaBifloT oTBeT B TeueHue 30 (TpuauaTu)
KaCHAAPHEIX JIHER ¢ JaThl IOMYUeH s peUIoKeH!H obHIHaNnbHbIM IIHCHMOM,

5.5. Bszaumopedicteue CTOpOH, 3a HCKIIOYEHHEM ClIy4yaeB, IIpIMO
yKa3aHHBIX B Cornaiesuu, OCYIIECTBIISICTCS YIIOTHOMOYEHHEIMH
nofpaszaeicauaMu CTOPOH IOCPEACTBOM a/IpecoB 3JEKTPOHHON MMOYTHI, YKa3aHHBIX
B liyHKTe 5.6 Cornamenus.

5.6. VYmomHoMo4eHHBIE roapaseneHus CTopoH:



a)or Munsapasa Poccun — JlemaprameHT LU(POBOIO pasBUTHA
W  HHDOPMAlMOHHBIX  TeXHONOrMH  (agpec  DIEKTPOHHOH  IMOYTHL
mdlp@minzdrav.gov.ru);

6) or ®HC Poccunm — KonrponbHoe ympapleHHE (ajipeca 3eKTPOHHOH

TIQUTHI: k.novoselov@tax.gov.ru; s.tarakanov(@tax.gov.ru;
a.druzhinina@tax.gov.ru;);
B) or Omnepatopa - Ciyxba 0 B3aHMOISHCTBHIO C OpraHaMu

rocyJapCTBEHHOM BIacTH (aJpec 3NMeKTPOHHON MOYTH] 110 BOIIPOCAM TEXHHYECKOM
MONAEPKKH: support@ecrpt.ru, agpec 3NEKTPOHHOHA IOYTH [0 BOTPOCaM OTIPaBKU
koppecriogaeHnun: info@crpt.ru).

IIpy HeOOXOAMMOCTH W3MEHEHMS KOHTAKTHBIX JAHHBIX, IPEHYyCMOTPEHHBIX
HACTONIIHAM TiyHKTOM, CTOpOHa, YbH [aHHBIE MEHSIOTCH, YBEOOMILIET Ipyrue
CTOpOHEI O TakHx HW3MEHEHHAX O(HIHaIbHHIMK MHCBMAMH, HE MO3/HEE, YeM 32
5 (ng7TB) pabourx JHEM 10 HACTYIUICHUS COOTBETCTBYIONIMX H3MEHEHHH.

57. Bo BceM, uro He mnpexycmorpeno CormamenueM, Croponsl
PYKOBOACTBYIOTCS JEHCTBYIOMAM 3aKOHOJATeNBCTBOM POCCHICKOM Qenepanuu.

5.8. CornameHne COCTaBICHO B TPeX  OdK3eMIligpax, HMEIOMHX
OIIMHAKOBYIO IOPHIUYECKYHO CHITY, [T0 OZHOMY A7 KaxJoi u3 CTOpOH.

MuHHCTEPETBO OegepanbHas Oo6mecTBO
3ApaBoOXpaHeHusi HaJI0TOBaA Cayxba ¢ OrpaHM4YeHHOH
Poccuiickoit @egepannu OTBETCTBEHHOCTBIO

«Oneparop-IIPIIT»
127994, r. Mockga, 127381, r. Mocxkaga, 123376, r. MockBa,
PaxmanoBckuit mepeynox,  yi. Hermunsas, 23 BH.TEp.T. MyHHIMIAJIBbHBINA
3/25,ctp. 1,2,3,4 oxpyr [IpecHeHckui,
Aqipec 3MeKTpOHHOK yi. Pounenbckas, . 15,
TIOYTH: cTp. 16A, moment. I, kom. 3
info@minzdrav.gov.ru Anpec 31eKTpoHHOH
Tenedgon: Tenedon: IOUTEL: support@crpt.ru
+7 (495) 627-24-00 : +7 (495) 198-48-02 Tenedon:

+7 (499) 350-85-59

Munuctp PyxoBofinirens ITpencenatens CoseTa
31PaBOOXPAHEHUS ®HC Poccun mupextopoB OO0 «llentp
Pocguii d)enepa U pa3BUTHUA NIEPCIEKTHBHEIX
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[Tpunoxenne x CorsameHIo
06  HHQOPMAIIMOHHOM  B3aMMOIEHCTBHH
MunucTeperea 30paBooxpaHenns Poccuiickoi

OGenepanuy, (denepanpHOi HANOFroBOM
coyx0pl W ofmectBa € OTPAHWYCHHOH
OTBETCTBEHHOCTEIO «Omnepatop-L{PIIT»

Mo  BOMPOCY MpPENOCTABIEHAA  JOCTYIa
k uHpOpMALHH, CONepKamieHcs B CHCTEME
MOHATOpHHTA  [IBHKEHMS  JIEKAPCTBCHHBIX
TIPENAPATOB Ui MEIMITMHCKOTO IIPHMEHCHHUS
ot «dd» o zj,ﬂ;‘w_c?,; 2025 r.

IIPOTOKOJI AH®OPMAIIMIOHHOI'O B3AMMOIENCTBHSI

mexkay MEHHCTEPCTBOM 31paBooxpanenns Poccuiickon Pegepanum,
®eepannHoii HaNOroBo# ciny:x6oii H 00LECTBOM ¢ OrpPAHUICHHOH
orBercTBeHHOCThI0 «OnepaTop-I{PIIT» no sonpocy npeaocras/ieHHs J0CTyna
k andopmaiun, cofepskameiicsi B cHCcTeMe MOHHTOPHHTA IBMKEHHS
JIeKApPCTBEHHBIX NMPENapaTos A MEAHIHHCKOF0 NPHMEHEHH

1. IIpeamer u uean Hporoxona

Hudopmanponrnoe  B3amMojelicTBie  MuHHCTEPCTBA — 3APaBOOXPaHCHMS
Poccuiickoii ®Denepanud, uMeHyemoro B JanpHelimeM «Munznpas Poccumy,
(depepanbEOil HAJOTOBOH CIyXObl, MMeHyeMolt B paneHedimem «PHC Poccum»,
1 obmiecTBa ¢ orpanuueHHoil orsercraennocTbio «Oneparop-LIPIIT», nMeryemoro
B naneHedimem «Omeparop», 3[ech M jajiee IO TEKCTy uMeHyemble «CTOpOHBD,
OCYINECTRIAETCS Ul obecledeHus JOCTYMa ®OHC Poccunm kK uHOOpMaINH,
coflepikalueiics B CHCTeMe MOHMTOPHHIA JABIKCHHS JICKapCTBEHHBIX MPEIapaToB
JUIl MEIHIMECKOTO HpHMMEHEHHs (Janee — CHCTeMa MOHWTODHHIA), B MEIX,
yKkasaEHBIX B mymHkre 1.1 Corvamesus o6 WHPOPMAIMOHHOM B3aHMMOZEHCTBUM
MunucTepeTBa 3paBooxpanenus Poccuiickoii @enepaiu, PeepaibHOi HATOroBo#
coyx6sl W oOmiecTBa € OIPAaHHYEHHOM OTBETCTBEHHOCTBIO «Omneparop-LIPIIT»
II0 BOMPOCY MPENOCTABIEHHS AOCTYHa K HH(OPMalMH, COAEepXKalleldcs B CHCTEME
MOHWTOPHMHra JIBIKEHHMS JIeKapCTBEHHBIX I[peraparoB JAd METHUIHHCKOrOo
TIPUMEHEHHS 0T 9/5%{ 162025 . (ganee — Cornariesne).

2. O6ume TpeGoBanua K HHGOPMALHOHHOMY B3auMoaekicTeHi0O CTOpoH

2.1. Hudopmauronsoe  Bzammojedicteie  CTOpoH  OCYIIECTBIAETCA
¢ coOuoicHeM TpeboBaHuUi:

a) denepanpHoro 3akoda ot 27 ot 2006 r. Ne 149-®3 «O6 unpopmaim,
MHGOPMAIMOHHBIX TEXHONOIUAX U O 3aliTe HHPOPMAaIm»;



6) ®enepansHoro 3akona ot 12 ampens 2010 r. Ne 61-03 «O6 obpamenvu
JeKapCTBEHHBIX CPELCTBY;

B) mocTaHoBIeHus Ilpasurensctsa Poccuiickoii ®emeparuu ot 14 mexabps
2018 r. Ne 1556 «O06 yteepxnernun [lonoxeHus 0 CHCTEMe MOHUTOPHHTA IBHKCHUS
JIeKApPCTBEHHBIX MPENapaToB Al MEAHIMHCKOro IpuMeHeHuA» (nanee — IlooxeHie
0 CHCTEME MOHUTOPHHTA);

r) pacmopsbkenus IIpasurenscta Poccuiickod @enepanuu ot 8 mas 2019 r.
Ne 899-p; '

1) npuxkaza ®CTOK Poccuu ot 11 despams 2013 1. Ne 17 «O6 yTBepxaeHUuM
Tpe6GoBanuii o 3amure HHGOPMAIHH, HE COCTABIIOIIEH TOCY[apCTBEHHYIO TalHY,
cofiepIKaIleiicss B rocyJapcTBEHHBIX HHOOPMALMOHHEIX CHCTEMAaxy.

2.2. JHoctym x uHGOpMalUMH, COepxKalleldicd B CHCTEME MOHHTOPHHIA,
npenocrapnsercs ®HC Poccuyt nocpecTBOM aBTOMATH3MPOBAHHOTO pabouero Mecta
KoHTponupylomero opraa (mamee — APM KO) c¢ cobmomennem Tpebosanmit
o OOeCHEUEeHHIO [OCTyIlda COTPYIHHMKAM OpIraHOB TOCYJapCTBEHHOH BIACTH,
ABTOPH3OBAHHEIX B (enepalbHOl TocylapcTBeHHOH MHGMOPMAIMOHHON CHCTEME
«EfpHas CcHCTeMa MIeHTU(QUKAIMM W ayTeHTH(QHKAUH B HHOPaCTPYKTYpe,
obecneunparomen HHE(OPMALIMOHHO-TEXHOIOTHYECKOE B3aNMOZECHCTBHE
HH()OPMAIIMOHHEIX CHCTEM, HUCIONbB3YEMBIX AJI NPENOCTaBIEHNs roCy apCTBeHHbIX
M MyHULHNAILHEIX YCIyT B 3jIexTponHoM dopmey (manee — ECHA) uitn mocpeacTBOM
eNMHOM  CHUCTEMBI  MEXBEJOMCTBEHHOIO  DJIEKTPOHHOTO  B3aMMOJEHCTBHA
(namee — CMDB) c¢ cobmogeHueM TpeOOBaHHE HOPMATHBHEIX IIPAaBOBBIX AKTOB
IIpaBurensctBa Poccuiickoit Menepaituy, B 4aCTHOCTH:

a) mocTanosienus IIpasurenscrsa Poccuiickoit @eneparmu ot 10 mroms 2013 r.
Ne 584 «0O6 wucnonp3oBaHuM (denepalbHON TOCYHapCTBEHHOH HHPOPMAIMOHHON
cucteMsl «EfuHAsS CHCTEMA MACHTUOUKALMA U ay TCHTH(HKAIIME B HHQPACTPYKTYpe,
obecnieumBaroILel WH(GOPMAIHOHHO-TEXHOIOTHIECKOe B3aUMOJEHCTBHE
HH()OPMAITMOHHEIX CHCTEM, UCIIONB3YEMBIX JJIA IPEHOCTABICHUS ToCyIapCTBEHHBIX
1 MyHHIUIAIEHEIX YCIYT B SICKTPOHHON dopMen;

6) mocraHosieHus IlpasuTenscrsa Poccuiickoii ®epeparun or 28 Hoa6ps
2011 1. Ne977 «O ¢enmepanpHoit rocymapcTBEHHOW HHGMOPMALMOHHON cHCTEMe
«BriuHas cHcTeMa HAeHTHOHKANuM ¥ ayTeHTHOUKAanMM B HHOPACTPYKTYpe,
obecieuuBaromeit HHOOPMALHOHHO-TEXHOIOTHYECKOe B3auMOZEHCTBHE
HH(OPMALIMOHHEIX CHCTEM, HCIIONb3YyEeMBIX NI TPENOCTABICHHS IOCYAapCTBEHHBIX
M MyHUITHTIATBHEIX YCIYT B 3JI€KTPOHHOH (hopMey;

B) mocraHosleHus Ilpasurensctsa Poccuiickod ®enepamuu oT 8 ceHTAOps

2010r. Ne 697 «O emuHOI cHCTEMe MEXBEAOMCTBEHHOIO 3IEKTPOHHOTO
B3aHMOJEeHCTBHIY.
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2.3, OOMeH 2JIeKTPOHHBIMM [OKYMEHTAMH, COHEpXNAaIIUMU TpeboBaHUs
i {s) obecneueHunIo uE(GOPMALHOHHO-TEXHOIOIHUECKOT0 B3aUMOAeNCTBHUA
(MHTerpalum) CHCTEMBI MOHHWTOpHHTa U uH(OpManumonHbIX cucteM OHC Poccuw,
ocymecteisercs nocpencrsoM APM KO u CM3B.

2.4. Omepatop u ®HC Poccuu ¢ xonueii B Mun3apas Poccur 0OMeHHBAIOTCS
yBEIOMIEHHAMH O FOTOBHOCTH K MH(pOpMaluonHOMY 06MeHy He mozaHee 3 (Tpex)
pabounx mpedl ¢ HaTHI 3aBepIISHHUS MPOBEJEHHA HEOOXONMMBIX ITOITOTOBHTCNLHEIX
MEpONIpUATHY Ui Havyanda WHQOPMALHOHHOTO B3aMMOIEHCTBUS. YBe[OMICHHUA
HAMPABIAIOTCS B QOpME OQHIUANEHOIO MHCHMA.

3. Ilopsiaok B NepHOAHYHOCTE NPeAOCTaBACHHA X0CTYNA K HH(popManm,
coaepiamieiica B cucTeMe MOHHTOPHHTA, Hocpeacteom APM KO

3.1. TIpemoctasnenwe nocryna ®HC Poccuu x MHQOpMaIuH, COLEpKAIIEHCs
B CHCTEME MOHHMTOPHHTIa, ocyiectsisgercss OmeparopoM Ha OCHOBaHMH 3ampoca
®HC Poccuu o mpenocrasinenuu poctyna k APM KO.

3.2. Jocryn ®HC Poccuu 8 APM KO npenocTaBngeTcs ¢ MCIOIb30BaHHEM
uHcTpyMentoB ECHA myreM nobapneHns HAcHTH(QHUKATOPA OpraHyi3aliy K IEPedHIo
JOPUJMYECKUX I, MMEIOMMX [OCTyl K CHCTeMe MoHuTopuHra. JlanbHejmee
[OJKIIOUeHre  yronHoModenHbix corpyrnarkoB @HC Poccum ocymecTBiseTcs
genocpencteeHso  corpyauukom  @®HC  Poccms, obnagawomuM — npaBaMy
anMuHNMCTpaTopa B npodiine opranuzanuy B ECHA, cTaHHapTHEIMH CPEACTBAMH
ECHIA, KOTOpbiifi OpraHu3yeT pEerHCTPalyio YIONHOMOYCHHBIX COTPYIHHKOB
B APM KO. Ipu sToM fansHciimmas pabota cotpyanukos 8 APM KO ocymecrensercs
¢ HcmonpzopaHMeM yuetHoit 3amdcu ECHA. OnucaHme — perucTpanyn
VIOIHOMOYEHHEIX  COTPYIOHHKOB  M3NOXKEHO B JIOKYMEHTe  «PyKOBOACTBO
nonme3oBareneii APM KO n1s KOHTpolupyroLmx Opranopy (nanee — PykoBOJCTBO).
PyxoBogcteo Hanpasnsercs B aapec ®HC Poccnu mo ampecy STeKTPOHHON [OYTHI,
yka3aHHO# B iyHKTe 5.6 Cornamniesus, OAHOBPEMEHHO C YBEIOMIIEHHEM O TOTOBHOCTH
K uHGOpMamMOHHOMY OGMEHYy B COOTBETCTBMH C IIYHKTOM 2.4 HaCTOSIIETo
[IpoToxomna.

3.3. ®opmar mnpenocrapnenus cgegeHnd B APM KO ompenensercs
Omneparopom.

3.4. Tlepuoau4rHOCTh obecriedeHHa AOCTyHa K HHbOpMauK, colepKallencs
B CHCTeMe MOHMTOpPHHTa, mocpeactBoM APM KO - ocyliecTBIsSeTCA Ha IOCTOSHHON
OCHOBE.
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4. Cocras undopmanuy, coqep:ameiicsi B cHCTeMe MOHHTOPHHTA, 10CTYH
K KOTOpOH mpenocrasasiercs nocpegcrsom APM KO

4.1. ©OHC Poccuu B paMKax BHIIONHEHHS BO3T0KEHHBIX HA Hee MTOTHOMOYHH
FMeeT JIOCTYI K CIEIYIOMIAM CBEICHHAM O CyObeKTax oOpalleHus JIeKapCTBEHHbIX
CpeNCTB, O JIEKapCTBEHHBIX IIpernaparax il MeJUIHUHCKOIO NPHUMEHEHHs
(nanmee — IeKapcTBeHHBIH Tpellapar) W HX 000poTe, CONEpIKAIUMMCS B CHCTEME
MOHUTOPHHIA:

a) CBEIIEHHMS 0 BBOJE B 00OPOT U BEIBOJIE M3 000pOTa KOHKPETHOM €I(MHHUIIBI
JIEKapCTBEHHOTO Mpelapara, MapKHPOBAaHHOTO CPEACTBAMM HIEHTHHHMKAIH, B TOM
qucIle CBEJICHHS O BEIBOJIE JIEKAPCTBEHHOTO Npenapara u3 000poTa IMyTeM peanu3arim
(IpopaxM) JeKapCTBEHHOrO Ipemapara TOTPEOHTeNI0 MAM OTIyCKa OeCIUIaTHO
WM CO CKHAKOM JIEKapCTBEHHOTO IIpenapaTa IO pPEHEnTy Ha JICKapCTBEHHBIE
npenaparsl Ju60 OTIYCKA JIEKAPCTBEHHOTO IperapaTa IPH OKa3aHWH MEAULUHCKOH
momomy, orbopa oOpa3sloB WM BBIBOAAa H3 00opoTa M0 WHBIM TIPUYHHAM,
npefycMOTpeHHsle myHktoM | mpunoxerHus Ne4 k IlomoxeHuro O cucreme
MOHUTOPUHT2,;

6)  CBeieHHs, MpeiCTaBlseMble CyOBEKTaMH OOpALIEHHS JEKapCTBEHHBIX
CPEACTE B CHCTEMY MOHHTOPHHIa IpH 0060poTe M BHYTpPEHHEM IepeMEIleHHH
JIeKapCTBEHHBIX MPENAPATOB, TipeycMOTpeHubie npunoxennemM Ne 6 x Ilonoxenuro
O CHCTeMe MOHUTOPHHTa;

B)  cBeleHMS 00 ajpecax MECT OCYIIECTBICHWS JEATENBHOCTH CyOBeKTOB
oOpameHus TeKapCTBEHHEIX CPENICTB;

I)  CBeIEHHS O IMIEH3MAX Ha IIPOM3BOJACTBO JICKAPCTBEHHBIX CPEACTB,
hapMaleBTHUECKYr0 ¥ ME[MIMHCKYIO [eSTeNpHOCT: CyOBeKTOB obpauienys
TeKapCTBEHHBIX CPEACTR;

1)  CBENEHHS M3 eIHHON TocyqapCTBEHHOH HMH(OPMAIMOHHOH CHCTEMEI
B chepe 3OpaBOOXpaHEHUS, [PEHOCTABISEMBIE B CHCTEMY MOHHTOPHEIa
B COOTBETCTBHMH ¢ IyHKTOM 3 mpunoxesus Nel x IlomoxeHuio o cHcTeMe
MOHHUTOPHHTA.

42. OHC Poccum uMeeT BO3MOXKHOCTE OCYHIECTBIATh  BBITPY3KY
undopmaruu u3 APM KO B dopmare .csv 1 apyrux GopMarax, IpefycMOTPEHHBIX
(GYHKIHOHATEHBIME Bo3MoxxHOCTAIME APM KO.

5. CocrtaB unopmannu, cojep:Ramelca B cHCTeMe MOHHTOPDHHTA,
K KOTOpoii o0ecnednBaercs A0CTYII, MOPAAOK NPeXOCTABIEHHS A0CTYNA K
ykaszannoii uudopmanuu nocpegersom CMIB

5.1. Topsmox Biammopmeiicteua Omeparopa u OHC Poccnu B pamiax
obecniedenys MOCTyma K HHGOPMaiuy, COAepxkallelcs B CHCTeMe MOHMUTOPHHIA,
nocpencteom CMOB onpeznensiercs Mo COITACOBaHMIO yKasaHHbIX CTOPOH, MyTeM
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Hampapliedus Oo(pUIMAIBHBIX [HCEM ¢ KomueHd Ha afpeca 3JMEKTPOHHOU IIOYTHI
YHOJTHOMOUYEHHBIX Mofpaszenenuii CTOPOH 0 OCYIIECTBICHHUIO HH(OPMALMOHHOTO
B3aMMOJEHCTBHS, YKa3aHHbIe B nyHkTe 5.6 CornanieHus.

5.2. ©OHC Poccrn B paMKax BEIOIHEHYs BO3JIOXKEHHEIX Ha Hee TTONHOMOUUH
IpeACTaBIsgeTcs NOCTYH K MHGbOpMallUH, COAEpXalleics B CHCTeMEe MOHHMTOPHHIE,
nocpencteoM CMOB B cocraBe, ONpelelieHHOM HyHKTOM 4.1 HacTOsIEro
IlpoTokona.

6. Buecenue usmedenuii B Hacrosamui Iporoxos

6.1. V3Mmenenus B HacTosmuii [IpoToxon BHocATCs NO cornackio CTOpOH
nyTeM oQpOPMIIEHHA OTAENBHBIX NPOTOKOJOB, KOTOpHIE SBJIAIOTCS HEOThEeMIEMOH
yacTh0 CornameHus.

6.2. TlpemnoxeHus MO BHECEHWIO M3MeHeHHHM B Hactosauwmd ITpoToxon
HaIIpaRISIOTCA 3auHTepecoBainoi CTopoHo# B agpec Apyrux CTOpoH obuiManbHEIM
IHCHMOM ¢ KOIIHeH Ha afpeca 3IeKTPOHHOM MOYTH YIIOMTHOMOYEHHBIX IOApas e e Ui
CTopoH 1O OCYyUIeCTBIENHio HH()OPMAMOBHOTO B3aHMOAECHCTBHS, YyKa3aHHBIC
B myuxre 5.6 Cormamenus. CTOpOHB! paccMaTPUBAIOT IIOJIyUCHHBIE NPEAJIOMNKEHHA
W HaNpaBIAIOT OTBET B TeueHue B TeueHue 30 (TpUUATH) KaJeHIapHbIX JHEH ¢ JaThl
Oy YeHH s IPEANIOKEeHHH opUIAaTBHBIM TUCHMOM.

7. TpeGoanus K HHPOPMALHOHHOM 6e30aCHOCTH

7.1. B nmemix ofecneuenus KOHOHICHLIHAJIBHOCTH  lepelaBacMOH
nadopmanyi  CropoHEr 06s3yrorcs cobnmofaTe TpeOOBaHMA AaKTOB, YKa3aHHBIX
B paszzeyie 2 Hacrogiero IIpoTokona, ® obecrneuuTs Kinace samuineHHocTd Kl
rOCYJapCTBEHHEIX HH(OPMAIIMOHHBIX CHCTEM, 3 YpOBeHb 3allMIIECHHOCTH
[IEPCOHANBHBIX JaHHBIX TIPH X oOpaboTke.

72. B nensx ofecmedeHHs  KOHOWISHUHANGHOCTH  IIepelaBacMOM
uadopMauu  CTOPOHBEI  OOA3YIOTCS —pealu30oBaTh Mepel IO  00eCHeyeHHro
HHGOPMAIMOHHOH  OE30IIaCHOCTH B COOTBETCTBHM € 3aKOHOAATEIbCTBOM
Poccuiickoii @enepammy, B ToM uucie moctyn X APM KO  nomken

OCYIIIECTBIATHCA TOJIBKO C TEXHUUYESCKIX CpeacTsB, TIpUHAIIEKAUHAX
®HC Poccun.
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