HOXYHIH PECITYBJIAKWUH [IPABUTEJILCTBO

NOCTAHOBAIAEHME
Ad. /. ALK Ne A£7F

r. I'po3Hbrit

O coBepIIEHCTBOBAHHH CHCTEMBI HH(POPMALHOHHOTO
B3aHMopaelcTBHA B cdepe 3apaBooxpaHends YeueHckoii Pecny6anku

-

B cooTrsercTBHM ¢ myHKTOM 4 cTraTeu 6 DenepanbHoro 3akoHa otT 12 ampens
2010 roga Ne 61-®3 «O6 obpamesun JeKaApCTBEHHBIX CPEOCTB», B IEIX
peanuzaumy MyHKTa 3 crathy 78 ®egepanpHoro 3akoHa oT 21 HoaOpa 2011 roaa
Ne 323-03 «O6 ocHOBax OXpaHbI 340pOBbs rpakaaH B Poccniickoit ®egepaniu» u
JAJBHEMIEr0 COBEPUISHCTBOBAHUA €AHHOH TOCYyNapCTBEHHON TIONWTHKHK IO
PEryIUpOBaHKHIO MHPOPMALMOHHOTO B3aUMOJEHCTBHA B cepe 3IpaBOOXPAHCHHA
Yeuenckoii PecrryOmixu ITpaBurenscteo YeueHckoit PecmyOmnainoCTaHOBIAET:

1. Bueapurps Ha Tepputopun Yewenckoif Pecrmy6mixu mHCmonb30BaHHE
Hapafy ¢ peuentaMu Ha JeKapCTBEeHHBIC NpenapaThl U MEAHLIMHCKUE H3AeNHs,
othopMIIEHHEIMH Ha 6yMaXKHOM HOCHTEIe, peLieHITOB Ha JTeKapCTBEHHEIE IpenapaThl
U MEIUIHCKHE H3IENUA, CHPOPMHUPOBAHHEIX B BUAE DJIEKTPOHHEIX JOKYMEHTOB.

2. V1Bepmuth nprtaracMoe ITonoxenne 06 nA()OPMAIOHHOM B3aHMOACHCTBIH
no o0MeHy CBEJleHHSAMH B LENAX OCYIIECTBIEHHA OTHYCKa JEeKapCTBEHHBIX
TNpENnapaToB H MeAHHUHCKHX W3LEIUH Mo pellentaM, cOPMHPOBAaHHEIM B GoOpMe
NMEKTPOHHOTO JOKYMEHTA.

3. PexoMmeHnoBaTh MEIMLUHCKAM H aNTeYHHIM OPraHM3allUsM YacTHOMH
¢$opMEI COOCTBEHHOCTH IpPM BBIMHCKE U OTIYCKE JIEKAPCTBECHHBIX NPEHApaToB H
MEIUIMHCKMX H3AeMHH IO pelentaM B (opMme 3JeKTPOHHOIO JOKYMEHTa
pykoBoacTBOBaThHCA [1oJoxKeHeM, YTBEpKIEeHHBIM HACTOAIUM [IOCTAHOBIEHHEM.

4, MuHHCTEPCTBY 3hpaBooxpaHeHns YedeHckolt PecnyGnuxu paspaborats u
YTBEPIMTH IUIAH MEPONpPHATHH MO OpraHH3alliH NOMKIMOYCHHS MEAMIMHCKHX M
¢dapmaneBTIMeCKiX (aNTeYHBIX) Opranv3aluil K pernoHaIbHON HHQOPMaLlMOHHOMH
cucTeMe «YIpaBlieHUE JIbIOTHBIM JIEKapCTBEHHBIM obecnedeHneM» B YedeHCKoH
PecmyGnuke 1)1 BHINHCKH DJIEKTPOHHBIX PeLIENITOB.
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5. KoHTpoJib 3a BEIIOJHEHHEM HacTOAILETO IOCTAHOBJICHHU BO3JIOXKHUTE Ha
samectuTens  Ilpencenarens [TpaurensctBa  YeweHnckodt — PecmyOmuxu,
OCYILIECTBIIOIIETO TOJHOMOYHS 10 KOOPAWHAIMK  JeATeJIbHOCTH OpraHa
HcnonuuTenbHOM Bractn YedeHcKoil PecnyGnuky B cepe 31paBoOXpaHeHHU.

6. Hacrosimee nocraHoBneHHe BCTYTIAaeT B CHITY MO UCTEUEHHH JecATH THEeH
nocjie JHA ero 0QHUHaNbHOrO ONyGIMKOBaHuS.

3amecturens [Tpence iy AB. Tymxamkuen



sneHreM IlpaBuTtenscTBa
ol Pecrry6muku

Tlonoxenne

00 HH(pOPMALHOHHOM B3aHMOJEHCTBHY MO 06MeHY CBeJeHHAMH B HeIAX
OCYIIECTBJ/IEHR N OTNYCKA JIEKAPCTBEHHBIX NPENapaToB H MEAULUHACKAX
H3Ae/THE N0 penenTaM, c(pOpMHPOBAHHBIM B (popMe IEKTPOHHOT0 JOKYMEHTA

1. TTonoxeHue 06 HHGOPMAMOHHOM B3aHMOAEHCTBHH 110 OGMEHY CBEICHUAMU
B LENAX OCYIIESCTBICHHS OTIYCKa JICKApCTBEHHBIX INpenapaTtoB M MEAMLIMHCKHX
H3OeNHi no penentaM, ¢GOpPMUPOBAHHLIM B QOpMe 3JIEKTPOHHOIO HKOKYMEHTa,
omnpeienseT NOPANOK HHGOPMAIHOHHOTO B3aUMOACHCTBHA Npu GOpMUPOBAHHU
PELENTOB HA JIEKAPCTBEHHBIE MpenapaTbl M MeJULHHCKHEe H3feus B dopme
SNMEKTPOHHOTO HOKYMEHTA U OTIIYyCKa NIEKApCTBEHHBIX NIPENapaToB U MEAUILIMHCKAX
H3EIHI o pelienTaM B (JOpMe JIEKTPOHHOI'O AOKyMeHTa (Aanee — HHGOPMAIIHOHHOS
B3aUMOJeHCTBUE) MEXY CACAYIOIMMU Y4aCTHHKaMH:

OTIEpATOPOM PETHOHANBHOTO CEPBHCA « DNMEKTPOHHBIN peLenT»;

IOCTABLIMKAMH UH(POPMALMH B pETHOHATIGHEI CEPBIC «JNEKTPOHHEIN pelent»;

MOJIE30BaTE/SIMA HHGOPMALH PETHOHATBHOTO CePBUCA « DNISKTPOHHBIH PeLierTT

2. OnepaTopoOM perHOHAIBHOIO CEPBHCA «INMEKTPOHMEBIN pelelT ABNIeTCS
MuHucTepeTBO 3ApaBooxpaneHua YeueHckol Pecniy6nuxn nubo onpenensemoe uM
IOpHIIIECKOe JIMLO, OCYLIECTRISIOLIEE ASSTEBHOCTD [0 YKCILTyaTauuu PerroHanbHoro
cermeHTa EpuHOii rocyzmapcrBeHHoi wnH(pOpManHMOHHON cHcTeMBl B cdepe
3apaBooxpanennsa Ueuerckoi Pecy6umkm.

3. IocraBmuxamMn HHGOPMaUUH B PETHOHANBHBIA CepBHC «NEKTPOHHBIN
peuent» sABILIOTCS MUHHCTepcTBO 3ApaBooxpaHeHus: YeueHckol Pecny6nuky,
MeIUIHHCKHe OpTaHu3aluH, obecneunBaromue GopMHPOBaHNE pelienToB B hopMe
3JIEKTPOHHBIX JOKYMEHTOB ¢ UCMONE30BAHHEM YCHJISHHOH KBanu(ULHPOBAHHOM
AEKTPOHHOM MOANHUCH MeIUIMHCKOTO paloTHHKa ¥ YCHIEHHOH KBAIM(pHIHpOBaHHOMH
BNEKTPOHHOH NOANUCH PYKOBOAMUTENd MEIWIMHCKOH OpraHH3alliM B TIOPSJKE,
YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (pefepasbHEIM OpPraHOM HCIIONHUTEIBHOR
BJacTH, (hapMaLleBTHUECKHE (allTeyHble) OPraHU3aldH, OCYIIECTBIAIONIME OTITYCK
JIEKapCTBERHBIX IpernapaToB M MeQHLMHCKHX M3JeIMi Mo peuentaMm B (opme
3NMEKTPOHHOIO JIOKYMEHTa, & TaKX¥e MEAHIHHCKHE OPrakH3allHi YacTHOH CHCTEMBI
3JIpaBOOXpaHeHH (B 3aBUTEILHOM TOPAIKE).

4. [Tonp30oBaTeNsAMH PerHOHANBHOTO CepBHca «OJIEKTPOHHBIH  PELIEeTIT»
ABNAIOTCA NoNb30BaTenu EnvHoil rocynapcTBeHH0# MHQOPMALlUOHHOM CHCTEMBI B
chepe 3apaBooxpaHeHus YeyeHckol PecmyGnukm.

5. UudopMannoHHoe B3aUMOAeHCTBHE B 4acTH (POPMUPOBAHUA PELENTOB HA
JAeKapCTBEHHBIe TIpenapaThl W MeJULMHCKUE M3LeNHd B (GOpMe 3JIEKTPOHHOIO
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JOKYMEHTA U OTIYCKa JIEKapCTBeHHBIX NpenapaToB U MEAMLMHCKUX H3AeNUH 1o
pelienTaM B GopMe INMEKTPOHHOTO AOKYMEHTa OCYLIECTBAETCA C HCHONB30BAHAEM
PErHOHANBHON HH(POPMALIAOHHOM CHCTEMBI «YTIpaBiIeHHe JIFOTHBIM JICKApCTBEHHBIM
ofecrieueHneM» B UeweHckoll Pecrybiuke, perHoHANbHOTO CEpBHCA «3MEKTPOHHBINN
petient» (najlee TaKXKe — PETHOHANBHBIA CepBHC) U HWH(OPMALMOHHEIX CHCTEM
YYaCTHHKOB HH(POPMAaLHOHHOTO B3aHMOAEHCTBHA.

6. VindopmaliiioHHOe B3ayIMOJIeHCTBHE OCYIIECTBISIETCH HA OCHOBE TIPHHLIHIIOB
ofecneteHHs] OJHOTEI, AOCTOBEPHOCTH, aKTYaNbHOCTH M LISNIOCTHOCTH MHGOPMALUY,
NpeAOCTaBAAEMON B MMoJly4aeMoil B paMKax MH(OPMALMOHHOIO B3aHMOACHCTBHA,
a Taxxe obecrnedeHnA KOHPHASHIHATEHOCTH HHGPOPMallH, OrpaHHYEHHEe JOCTYIIA
K KOTOpOH ycTaHaBIKBaeTCo 3akoHoAaTenscTBOM Poccuiickoii demepannn.

7. UndopMallMOHHBIE CHCTEMB! YHaCTHHKOB HH(OPMAIIMOHHOIO B3aUMOIEHCTBIA
IOOIKHBEI COOTBETCTBOBATH TPeOOBaHUAM 3aKoHOaTenbcTBa Pocculickoit ®epepanun
00 uHpopMaLnH, HHPOPMALIMOHHBIX TEXHONIOTHUAX U O 3aluTe HHOpMalInH.

8. Oneparop n nmocraswiMky# HMHGopMauuH npu oOpaboTke MepCcOHANBHBIX
JAHHBIX NPUHAMAIOT HEOOXOAUMEIE IIPABOBHIe, OPraHU3aLMOHHBIE U TEXHHIECKHE
MEPpbI AJIS 3aiHT5] IEPCOHANBHEBIX JAHHBIX M CBEACHHH, OTHECEHHBIX K BpaueOHOH
TaliHe, OT HENpPaBOMEPHOro WM CIYYaiHOro AOCTYHna K HUM, YHHYTOXCHMA,
U3MEHEHHs, ONOKHpPOBaHUA, KONMHPOBAaHUSA, MPEJOCTAaBICHUA, PAacPOCTPAHEHHS,
a TaxKe OT UHBIX HEeNpaBOMepHBIX HEHCTBIH.

9. lIna obecneyeHus KOHPUASHUHATBHOCTH, COXPaHHOCTH U MOIJIHHHOCTH
pa3MellaeMoil B PErHOHANILHOM cepBUCe «INEKTPOHHBIA peuent» WHGOpMaLud
OTepaToOP H IMOCTAaBLIMKH HHPOPMALKH HUCITONE3YIOT CPEACTBA 3aLMTH H NepeAady
UH}pOpMaLIUH, IPpeAyCMOTpeHHbIEe 3aKOoHOAaTeNsCTBOM Poccutickoit ®enepaunu.

10. Tlepemaya WHQOpMauM¥ B PETHOHAILHBIA CEPBUC «IDNEKTPOHHBIA
peLenT» oCyIIeCTBIAETCA:

a) MEJULIMHCKUMH OpraHu3alHsIMH, MOABEJOMCTBEHHbIMH MHHHCTEPCTBY
3apaBooxpaneHus Yeuenckoit PecnyGnmku, ¢ Hcnonp3oBaHHEM pPerHOHAIBHOMN
HH(OPMALIMOHHOH CUCTEMBI «Y IpaBlIeHHE NEIOTHBIM IEKAPCTBEHHBIM 00eCTIeHEHHEM
B Yeuenckoit PecrnyOnuke, MEAMUMHCKAMH OpPTaHH3ALHAME YacTHOH CHCTEMBI
3APaBOOXPaHEHHS JTUOO ¢ UCIIONB30BAHUEM CIIELIHATU3APOBAHHBIX HHPOPMALHOHHBIX
CHCTEM, TIPUMEHAEMBIX )1 aBTOMATU3aL|H CBOeH AeATENBHOCTH, THOO0 ¢ TOMOIBIO
MPOrpaMMHOro OOECTedeHHns, MpeAoCTaBIAEMOro ONepaTopoM pPErHOHAJIBHOTO
cepBHCa «QNEKTPOHHBIN pelenT;

6) dapmaneBTHYECKUMH (ANTEYHBLIMM) OpPraHM3allMSIMH, YYacTBYIOLIHMU
B JIBFOTHOM JICKAPCTBEHHOM OOECNEYEHNH, ¢ WHCIOJB30BAHMEM PETHOHAIBHOM
HH(QOPMALIMOHHOM CUCTEME] « Y IpaBJieHHe JILTOTHBIM JIEKAPCTBEHHEIM 00ecrieteHHeM»
B Yeuenckoii Pecnybunnke, npouumu dapManeBTHYECKHMH (aNTedHBIMU)
OpraHu3alMsaMHi MO0 ¢ MCTIONE30BAHHEM CIELMATN3HPOBAHHBIX HWHGOPMALIHOHHBIX
CHCTEM, NPUMEHSEMBIX U1 aBTOMATH3aIIUH CBOEH AEATENBHOCTH, 100 ¢ MOMOLIBIO
IpOrpaMMHOro 0OecedYeHns, NPeJOCTaBIIEMOro ONepaTopoM PEerHOHANBHOTO
cepBHuca «QNEeKTPOHHBIH PELIENT».

11. B uenax ¢opmupoBaHUsA peLenTta B (pOpPME BIEKTPOHHOTO JOKYMEHTA
B PerHOHANILHEIN CEPBUC «DNEKTPOHHBIH pelenT) MEeAUIHHCKHUMH OpraHu3ausIMH
npegoctaBngercs HHpopMmanus B oObemax, ompenenseMbix (elepanbHBIM U



PErHOHANLHBIM 3aKOHORATENBCTBOM B OONAaCTH JIEKApCTBEHHOrO obecreyeHus,
B TOM YHCIE:

a) CBEeREeHHA O MEIMIMHCKOH OpraHu3alnu, B KOTOpoil dopMmupyercs
BJIEKTPOHHBIN peLenT;

6) cBeReHMA O MeOMLMHCKOM  paboTHHKe, KOTopblii  dopMHpyer
3JIEKTPOHHBIN pPeLeNT;

B) CBEJICHHA O MpaXKAaHHHE, HYKJAAIOLIeMc B JIEKAPCTBEHHOM 00€eCIeYeHHH;

I') cBeieHMs O Ha3Ha4YeHHBIX JICKAPCTBEHHEIX Npenaparax HIH MeAHLMHCKHX
H3AEUAX.

12. TIpn oTnycke NeKapCTBEHHBIX NPENApaToB M MENUIIMHCKUX H3Aeui 10
SJIEKTPOHHBIM pELENTaM B PErHOHAIBHEIH CepBUC «ONEKTPOHHBIA pelenty
arrTeYHBIMH OPTaHH3ALWAMH MPEAOCTARISETCA B 00BeMax, OnpeiesieMbIX deepaibHbIM
M pPErHOHANBHBIM 3aKOHOAATENbCTBOM B 00AaCTH JIEKAPCTBEHHOIO 00eCTIeUeH s

a) cBeleHNs o0 amTeYHO# opraHusaldh, B KOTOpOH OBUT o0CiyxeH
3JIEKTPOHHBI perent;

6) cBefenna o <apMaleBTHUECKOM pal0oTHUKe, KOTOPbIA OOCTyXun
JIEKTPOHHBIHA pellenT;

B) CBefiecHHS 00 OTHYIIeHHBIX JIEKAPCTBEHHEIX TIIpemaparax MM
MEAULHHCKHX H3ACIHAK.

13. IIpenocraBneHe B pEerHOHaNbHBI cEpBUC «DNSKTPOHHBIN peLenT»
HHpOPMALIMY, YKa3aHHO#H B nyHKTaxX 11 1 12 racrosmiero ITonoxkenns, ocyiecTBaeTcs:

a) pabOTHUKAMH MEOHLUHCKNX OpraHM3alMi - ¢ MOMeHTa Hayania
¢dbopMUpOBaHUA pelienTa B popMe NIEKTPOHHOTO JOKYMEHTa; ‘

6) paboTHHKAMH anTe4YHHX OPraHU3alHi — ¢ MOMEHTa 3aBEPIIEHUS OTITYCKA
JIeKapCTBEHHEBIX NPEeNapaToB WK MeAUIIMHCKHX H3/ieNuit COTNIacHO OQOpMIIEHHOMY
M BBIIAHHOMY MEAULIMHCKOMY JOKYMEHTY (peuenTy) ycTaHOBJIeHHO (GopMsI.

Peuientt, npeaocTaBIseMbIii MEOULMHCKON opraHu3areii B opMe 3MeKTPOHHOTO
JOKyMEHTA, TIOAITMCHIBACTCS YCHICHHOH KBANU(DULMPOBAHHOH IEKTPOHHOM [TOATMCHIO
MeAMLMHCKOrO palboTHHKAa M YCWIEHHON KBaJH(ULUMPOBAHHOH 3JIEKTPOHHOMH
HNOAINCHIO PYKOBOAUTEINA MEAULIMHCKON OpraHu3aluy B CIy4asX, yCTAHOBICHHBIX
3aKOHOAATENBCTBOM,

Cpemenus, npenoctabiseMble (apMaleBTHUecKoH (anTeyHoH) opraHu3aLuei
NIpH 00CNY)XKHBaHNH PELIENTa B (JOpME 3JIEKTPOHHOTO JOKYMEHTA, NOAMUCHIBAIOTCA
YCHIIEHHOR KBATHONLUPOBAHHOH MIeKTPOHHOH NOANKCHIO alTEUHOH opraHu3alyy
WIH YCWICHHOH KBaNM(QHWLUUPOBAaHHOH DIEKTPOHHOHW TOAMMHCEI0 aNTe4YHOH
OpraHU3alMH, BEIAAHHOW Ha ¢apMalleBTHYeCKOTO paboTHHKA.

14. NUugpopMatius pa3MemaeTcss ONepaTopoM B PETHOHANBHOM CepBHCE
«ONEKTPOHHBIH peLienT ¢ co0MmoAeHeM TpeGoBaHUH, YCTAHOBIEHHBIX (eaepanbHBIMU
saxoHaMH ot 27 urona 2006 roga Ne 149-03 «0O6 undopmanuu, nHGOPMaLMOHHBIX
TEXHONIOrMAX M o 3ammre HHbopMauun», oT 27 mona 2006 roma Ne 152-®3
«O mepcoHaNBHBIX AAaHHBIX» U OT 6 anpens 2011 roga Ne 63-®3 «O06 anexTpoHHOH
HOAITHCHY.

15. OnepaTop perHoOHaNBHOIO cepBHCa «ONEKTPOHHBIH pelenT» obecnetarBaeT
TEXHHUECKOE COTNPOBOXKACHHE, aMHHUCTPUPOBAHNE, PKCINTYaTalUi0 H pa3sBUTHE
NPOTPAaMMHO-TEXHHYECKUX CpEJCTB PErHOHANBHOrO cepBHca «ONeKTPOHHBIN
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peuent», cobmoneHue TpeboBaHHi 6e30MacHOCTH pPErHOHANBHOTO CepBHCa
«ONeKTPOHHLI pelienT», ero becrnepeboiiHoe PyHKIHOHHPOBAHHE, BOZMOXHOCTD
HH(OPMALIHOHHOTO B3aUMOJICHCTBHA YUaCTHHKOB NPOIIECCa, a TAKXKe BO3MOXXHOCTh
dopMHUpOBaHMA AHAIMTHYECKOH MHOpOpMaLUH, Y4eT CQOPMHPOBAHHBIX U
NPEROCTABNEHHBIX IO 3aMpocaM MEAWNMHCKHX M alTeuHBIX OpraHusalui
YHHKAJIBHBIX HOMEPOB PELETITOB YCTAHOBICHHOH (GOpMEL.

16, B uensx ocymecTBieHUs HH(POPMALMOHHOTO B3aUMOACHCTBUA
OIEPaTOPOM PErMOHANTBHOTO CEpBHCA ODECTICUHBAETC NOAKMOYEHHE PErHOHATIBHOTO
cepBuca  «ONEKTPOHHBIH  pelenT» K  delepaibHOll  rocyAapCTBEHHOH
uHPOpManMoHHOM cucreMe «EnuHas cicTeMa HACHTH(HKALNYA ¥ ayTeHTHPUKAIMH
B HMHQpPacTpyKType, ofecrmeduBamoleli HHPOPMALHOHHO-TEXHOIOIHYECKOE
B3auMOeiicTBUe HHMOPMALIMOHHBIX CHCTEM, HCIIOIb3YEMbIX Ui NPeROCTaBIeHHS
roCcyapCTBEHHBIX H MyHHIMIIANGHEIX YCIYT B 2JIEKTPOHHOM (popMe».

17. 3auuta uubopMmanuy, colepxaiielics B pPErHOHANBHOM CepBHCE
«DMEeKTpOHHBIH penenT», ofecne4nBaeTcs OMEPaTOPOM PETHOHAIBHOIO CEpBHCa
MOCPeCTBOM MNPHMEHEHUS OPraHM3alMOHHBIX H TEXHHYECKHX MeEP 3all|TH
HHpOpPMAIIHH, A TakKe OCYILIeCTBICHMS KOHTPOJNA 3a  IKcIuTyaranuei
PETrHOHAIBHOrO CEPBHCA «DNEKTPOHHBIH perenty.

18. Oneparop  perHoHadbHOTO  CepBHCAa  OOECNEYHBACT  OTPaXKEHHE
HHpOpMaLHH 00 3AEKTPOHHBIX pellenTax M OTNMYLEHHBIX Ha HMX OCHOBAHHUHU
JIEKapCTBEHHBIX MpenaparaX H MeJWLIHHCKUX H3JeNUAX B JIMYHBIX KabHHeTax
IPOKJAH, PasMeIleHHbIX B HHPOPMallHOHHO-TelleKOMMYHHKALIMOHHOH ceTi VIHTepHeT.

19.  Ocoblennoctn  mpouecca  HHOOPMAIHOHHO-TEXHOIOTHUYECKOTO
B3aHMOZEHCTBNA YYACTHHKOB HHQPOPMALHOHHOIO B3aUMOREHCTBUA, BKIIOYAS
TpeGoBaHMA K MOAKJIIOYEHHIO IHOJB30BaTeNledl K PpErHoHaIbHOMY CEpBUCY
«ONEeKTPOHHEIH pelentT», a TaKkKe PeKBUSUTHBINA COCTaB CBEJICHHIA MELIAeMbIX
B PErHOHANILHOM CEpBHCE «OJIEKTPOHHBIA pelent» B Leg i)
pelienta B ¢oOpMe 3JeKTPOHHOr0 TOKYMEHTa, OMpeiensio
3apaBooxpaneHua YeueHckoi Pecriybnukn.




