KABUHET MUHUCTPOB TATAPCTAH PECITYBJIMKACHI
PECITYBJIUKU TATAPCTAH MUHMUCTPJIAP KABUHETbI
MMOCTAHOBJIEHUE KAPAP
17.05.2022 — Ne 459

O BHezpeHuU cepBUca «DIEKTPOHHbBIN
peuent» Ha Teppuropun Pecrnybaunku
Tarapcran

B 1uensx coBepLIEHCTBOBAHMUS €1MHOW rOCYAapCTBEHHOH IMOJIMTUKM MO peryiu-
POBaHHIO HH()OPMALIMOHHOTO B3aMMO/IeHCTBHS B chepe 3ApaBOOXPAHEHHs B COOTBETCTBHH
¢ ¢enepanbibiMu 3akoHamMu oT 12 ampens 2010 roga Ne 61-®3 «O06 obparieHuu
NeKapcTBEHHBIX cpeacTB» U oT 21 Hosiops 2011 roga Ne 323-D3 «O6 ocHoBax OXpaHbl
310poBbst rpakiaaH B Poccuiickoit denepaummn», a TakKe BO HCHOJHEHHE MpUKasa
MunucrepceTBa 31paBooxpaHenus Poccuiickoii @enepauun ot 7 centsiops 2020 r. Ne 9471
«O6 yrBepkaenun [lopsiaka opraHu3aluu CHCTEMbl JJOKYMEHTO000poTa B cepe OXpaHbl
3710pOBbSi B HAaCTH BEJCHUS MEJAMUMHCKONH JOKYMEHTAlUMH B (OpMe 3JIEeKTPOHHbIX
nokymentoB» Kabuner Munuctpos Pecniyonuku Tataperan [IOCTAHOBJIAET:

1. [lpunsaTh peuieHde o6 Mcrnoab30BaHMM Ha TeppuTopun PecriyOnmku Tatapcran
Haps/lly C pelenTtaMH Ha JieKapCTBeHHbIE Npenapartbl, OQOPMJIEHHBIMM Ha OyMakHOM
HOCHTENIe, pEeLeNnTOB Ha JIeKapCTBEeHHble TpenapaTbl, CHOPMHPOBaHHLIX B (opme
3NEKTPOHHOIO JOKYMEHTA.

2. YrBepauth npuiaraemoe [lonoxkenne o0 MHQOPMALMOHHOM B3aHMMOIEHCTBHU
1o 0OMeHy CBeJICHUSIMH B LIEJISIX OCYIIECTBIEHHUS OTITYCKa JIEKapCTBEHHBIX MPEenapaToB 1o
pelienTaMm Ha JieKapcTBeHHBIE TpenapaTbl, CHOPMHUPOBAHHLIM B (OpME 3JIEKTPOHHOIO
JOKYMEHTA.

3. MunuctepcTBy 3apaBooxpanenusi Pecriy6nuku Tarapcran B 20-1HEBHBIH CpOK
pa3paboTarh W YTBEPAWTH IUIAH MEPONpPUATHH («IOPOKHYI KapTy») MO OpraHH3alliu
MOAKIIOYEHHUS MEJAMLMHCKMX M (apMaleBTHYECKMX  OpraHu3allMi K  CepBHCY
«DNEeKTPOHHBIN PEeLenT?.

4. PexoMeH10BaTh MEJAMIIMHCKUM H allTe4YHbIM OPraHU3aLusaM BceX GopM COOCTBEH-
HOCTHM, MWHIAMBHAYQJIBHBIM [IpEANpPUHUMATENSAM, OCYLIECTBIAIOMIMM  MEAMLMHCKY1O,
dapmaneBTHYECKYIO JesATeNbHOCTh Ha Tepputopun Pecnybnuku Taraperan, mnpH
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ohopmiieHHH pelenToB B (opMe JJIEKTPOHHOIO0 JOKYMEHTa M OTHYCKE JICKApCTBEHHbIX
npernapatoB Mo peuentaMm B ¢opMe 3/1eKTPOHHOrO JIOKYMEHTa pPYKOBOJCTBOBATLCS
[Tonoxenuem 00 HHGOOPMAIIMOHHOM B3aMMOJEHCTBHH 110 OOMEHY CBEICHHSIMH B LIEJIX
OCYLIECTBJIEHUs] OTIYCKa JIEKAPCTBEHHBIX IPENnaparToB I10 pelenTaM Ha JeKapCTBEHHbIE
npenaparbl, cHOpMUPOBaHHBIM B (JOpME 3IEKTPOHHOIO JOKYMEHTA, YTBEPKIEHHBIM
HACTOSIIUM MOCTAHOBIEHUEM.

5. KoHTposiib 3a MCIOJHEHMEM HACTOALIEro IOCTAHOBICHHS BO3JIOKHTL Ha
MuHnucTepcTBo 3apaBooxpaneHus Pecnyoauku TaTaperaH.

[IpeMbep-MUHHCTP [
PecnyOnuku TaTapctan ‘\

AT

A.B.[lecouiun




YTBepKIAEHO
MOCTaHOBJIEHUEM

Kabunera MUHHUCTPOB
Pecny6nuku Tatapctan
or17.05. 2022 Ne 459

[Tonoxenue
00 nHDOPMALTHOHHOM B3aUMOJIEHCTBUU 110 OOMEHY CBEACHUAMHU
B LIEJISIX OCYIIECTBIEHHUS OTIIyCKa JIEKapCTBEHHBIX MPErapaToB
IO pelenTam Ha JIeKapCTBEHHbIE Npenaparsl,
chopMUpPOBaAHHBIM B JopMe JIEKTPOHHOTO JTOKYMEHTa

1. Hactosiiee Ilonoxenue omnpenenser MNOpsSAOK HHPOPMALUOHHOTO B3aHMO-
nedctBus NpU  OQOPMIIEHMM pELENTOB Ha JIeKapCTBEHHbIe mpernapatel B (dopMme
3]EKTPOHHOrO JOKyMeHTa (ajiee COOTBETCTBEHHO — MH(OPMAIMOHHOE B3aUMOJIEHCTBHE,
3JIEKTPOHHBIN PELENT) U OTIYCKa JIEKAPCTBEHHBIX IPENapaToB M0 3JIEKTPOHHBIM pELeNTam
MIOCPEICTBOM cepBHca « DIEKTPOHHBIN perenT» Ha TeppuTopuu Pecrybauku Tarapcras.

2.Tlox cepBucoM «DnekTpoHHbii peuent» (nanee — CepBHC) NOHMMAaeTcs
3J€KTPOHHAS TMOJCUCTEMA IOCYAapCTBEHHOH MH()OPMALMOHHONH CHCTEMbI «DJIEKTPOHHOE
3npaBooxpanenne Pecryonuku Tarapcram» (manee — 'MC D3 PT), obecneuuBarolas
BBINOJHEHNE OT/EIbHBIX B3aMMOCBS3aHHBIX (YHKUMH 10 (opmupoBaHuio, odpaboTke,
XpaHEeHHI0, MPOBEPKE M MPEJOCTABICHUIO JOCTYMNa K 3JEKTPOHHBIM pPELeNTaM, a TakKe
dopmupoBanunio U obpaborke mHpopmauuu, coaepxauleics B 0azax AaHHBIX, UCMOJb-
3yeMBIX JUIs BBIMCKH M Yy4eTa JJIEKTPOHHBIX PELeNnToB Ha TeppuTopuH PecmyOiuku
Tarapcras.

3. YyacTHuKaMy HHOOPMALIMOHHOTO B3aUMO/IeHCTBUS SABJISIFOTC:

byHkunoHanbHbIN oneparop Cepsuca;

TexHu4eckui oneparop Cepsuca;

nocraBUKu HHpopmanu B CepBuc;

nosib3oBarenn CepBuca.

4. dyHKIMOHANBHBIM oriepaTopom CepBuca siBiIeTCs rocy/1apCTBEHHOE aBTOHOMHOE
yupexieHue 3apaBooxpaHeHust «PecryOauKkaHCKMH MeIMLMHCKUE HMHGOPMALMOHHO-
AHATUTHYECKMH LEHTP», OCYLIECTBISIOIIEE JEATEIbHOCTh 0 OpraHu3aluu paboTsl
Cepsuca.

5. TexuunyeckuM orneparopom CepBuca siBisieTcs ornpejenseMoe QyHKIHOHAIBHBIM
oneparopoM CepBuca B COOTBETCTBHH ¢ (elepaabHbIMU 3aKkoHaMH oT 18 uiosist 2011 rona
Ne 223-D3 «O 3akynkax TOBapoB, padoT, yCiIyr OTAEIbHBIMH BUIAMH FHOPUIHYECKUX JIHL»
u ot 5 anpens 2013 roma Ne 44-®03 «O KOHTpaKTHOI cucTeMe B cdepe 3aKyINOK TOBApOB,
pabor, yciuyr s oOecredeHust TIoCyJapCTBEHHBIX W MYHMUMIAQIBHBIX — HYH/D)
IOPUIMUYECKOE JIUIO, OCYIIECTBISIONIEe AesITeIbHOCTh 110 co3nanuto CepBHca, OKa3aHHUIO
yclAyr 10 OpraHusallid mporecca MNpefocTaBieHus HHPOPMAlMH  [OCPEACTBOM
ucnosib3oBanusi CepBrca, a TakKe ero BHEJPEHMIO, JKCILIyaTallid, CONMPOBOKAECHUIO U
MO/IepHU3ALIMH.
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6. [TocraBumkamu uHGopMauuu B CepBUC ABISIOTCA MEIMLMHCKHE OpraHu3alluy,
HUHIMBHUAYaJIbHbIE NPeAPUHUMATENN, OCYIIECTBISAIONIME MEIULIMHCKYIO JAeATEIbHOCTh Ha
tepputopun Pecnyonuku TarapcraH (nanee — MeIMLMHCKHE OpPraHU3allMM), anTe4yHbIe
OpraHu3aluy (anTekd, anTeyHble IYHKThI), HWHAMBHIyalbHble TNpeANpHHUMATEH,
OCYLIECTBIISIOIINE (hapMaLEBTHUECKYIO JIeSTelIbHOCTh Ha TeppuTopuH PecryOinuku
Tarapcran (nanee — anTeuHsle OPraHU3al|Hy).

7. Tonb3oBarensimu CepBuca SIBISIIOTCS (PU3UUECKHE JIMLA, KOTOPBIM YIIOJIHOMO-
YEHHBIMM MEIMIIMHCKMMMU pabOTHUKAMU MEJIMLMHCKUX OpraHu3aluid — y4aCTHUKOB
WH()OPMALIMOHHOTO B3aMMOJICHCTBHS HazHAY€Hbl JIEKApCTBEHHbIE NpernapaThl pelenTyp-
HOI0 OTITyCKa, COTJIaCHBILIMECS Ha 0(OpPMIIEHHE 3IIEKTPOHHOIO peLenTa, TM00 UX 3aKOHHbIE
npejcTaBuTeNH, JUO0 (U3NYecKHe NHlla, KOTOPBIX MO, YKa3saHHOE B DJIEKTPOHHOM
peLenTe, UK ero 3aKOHHbIH NpecTaBUTe b YIIOJIHOMOYMIIHA Ha MOJTyYeHHE JIEKapCTBEHHBIX
npernaparos (najee — npeicTaBuTesH nons3osarens Cepsuca).

8. MndopmanmoHHOe B3aUMOeHCTBHE NTPH OPOPMIIEHHH JIEKTPOHHOTO pelernTa u
OTITyCKe JIeKApCTBEHHbIX IpernapaToB I10 3JIEKTPOHHBIM peLenTaM OCYIIECTBISETCS C
ucnonb3zoBanuem Cepsuca, a Takke [MIC D3 PT u nndopmaliMoOHHBIX CHCTEM y4aCTHHKOB
UH(POPMALIMOHHOTO B3aUMOIEHCTBHS.

9. UudopMalOHHBIE CHCTEMbl YYaCTHUKOB MH(OPMALMOHHOIO B3aMMOJIEHCTBHS
JIONKHBI COOTBETCTBOBATH TPeOOBAaHUSM 3aKoHOaTenbcTBa Poccuiickoit Menepanuu o6
uHpOpMAaIUK, MHHOPMAILIMOHHBIX TEXHOJIOTUSIX U O 3alllUTe HHPOPMALIUH.

10. Texuuueckuii oneparop CepBuca M MOCTaBIIMKH HH(GOpPMaIMU TIpH 00paboTke
EePCOHANBHBIX JIAHHBIX IMPUHUMAIOT HEOOXOJMMbIE IPaBOBbIE, OpPraHU3alMOHHBIE U
TEXHUYECKHE MEPbI JUISl 3alUThl NMEPCOHATBHBIX JAHHBIX M CBEJIEHHH, OTHECEHHBIX K
BpayeOHOl TaiiHe, OT HEMPaBOMEPHOrO MJIM CJIy4aHHOro JOCTYNa K HUM, YHUUYTOKEHHS,
MU3MeHeHHs, OJIOKMPOBaHMS, KOMMPOBAHUS, NIPEIOCTABICHHS, PACIPOCTPAHEHHs, a TaKKe
OT UHBIX HEMPABOMEPHBIX JACHCTBHH.

11. B uensix opopMieHus 3J1eKTPOHHOT O pelienTa MeAMLIMHCKUMH OPraHu3aluAMH B
Cepsuc npeaocTaBisieTcs cieayouas HHGopMaLus:

a) CBeJIeHHs 0 MEMUMHCKOW OpraHu3aLii, B KOTOPOH (POPMHUPYETCS JIEKTPOHHbIH
peLenT;

0) CBEIGHHSI O MEJMIMHCKOM pabOTHUKE, KOTOpbIi (OPMHUpYET 3JIEKTPOHHBIN
peLent;

B) CBeJIeHUs 0 GU3UYECKOM JIHILIE, HYKIAIOLIEMCs B JIEKAPCTBEHHOM Tpernapare;

r) CBeJIeHHA O Ha3HA4YEHHBIX JICKapCTBCHHBIX Iperaparax.

12. Ilepenaya napopmauuu B CepBUC OCYLIECTBIAETCS:

a) MEJIMIIMHCKMMH OpPraHU3alMsiMKi C HCIOJIb30BaHHEM MeIUIIMHCKON HHpOpMa-
[IMOHHOM CHMCTEMBI, NPUMEHSEMOM Ul aBTOMATH3alMM CBOeH AeATeJIbHOCTH, JUOO ¢
MCIIOJIb30BAHMEM CHENMAIM3MPOBAHHBIX MH(OPMAIIMOHHBIX CHCTEM, JIMOO C MOMOILIBIO
MPOrpaMMHOTr0 o0ecreyeH s, Pe/I0CTaBIseMOro TeXHHIeCKuM onepatopom Cepsuca;

0) anTeuyHbIMH OPraHMU3alUsIMU C MCIOJIH30BAHHEM HH(POPMAIMOHHOW CHCTEMBI,
MPUMEHSIEMON ISl aBTOMATH3allMH CBOEH JesATeNbHOCTH, a TaKkKe C HCIOJb30BAHHEM
MHTErpallid C [POrpaMMHBIM  oOecrieuyeHHeM, [peJOoCTaBIseMbIM  TEXHUYECKHUM
onepatopom Cepauca.

13. IIpu oTnycke J1eKapCTBEHHBIX IPENapaToB M0 3JIEKTPOHHBIM pelenTaM anre4-
HBIMHM opranusanusMu B CepBHC Npe1ocTaBisieTcs clielyiouas HHpopmanusi:



a) cBe/leHUss 00 anTeyHOW OpraHu3alMM, B KOTOPOH OTIYIIEH JIeKapCTBEHHBIH
npernapar 1o J1eKTPOHHOMY peLenTy;

0) cBeneHus 00 OTITYLIEHHbIX JIEKaPCTBEHHbIX pernaparax;

B) cBeleHHs 0 (hapMaleBTHYECKOM pabOTHUKE, KOTOPbIH OTIYCTHII JIEKapCTBEHHbIH
npemnapar.

14. CBenenus, npeaocTaBisieMble anTeYHOW OpraHu3alWed MpH OTIyCKe JeKap-
CTBEHHBIX IIpernapaTroB IO 3JIEKTPOHHOMY peLenTy, MOAMUCHIBAIOTCS CepPTHPHUKATOM
0e30MacHOCTH, BbIJIAHHBIM (YHKUHOHAIbHBIM onepatopoMm CepBuca, WM YCHIEHHOW
KBTM(ULMPOBAHHOW 3JIEKTPOHHOHM TMOJANMUCHIO pabOTHHMKA anTe4YHOM OpraHM3aliuy,
OTIYCTHBILErO JIeKApCTBEHHBIM Mpernapar, WIM YCHJICHHOH KBaIM(QHLIMPOBAHHOM
3JIEeKTPOHHOM MOANUCHI0 PYKOBOAMUTEJIS allTEYHON OpraHU3alliH.

15. TexuuueckuM onepaTopom Ha Oe3B03Me3IHOM OCHOBE oOecreunBaeTcs rnepeaaya
9JIEKTPOHHBIX peLenToB (YHKIMOHAIBHOMY OIEpaTopy C LEJIbI0 CBOEBPEMEHHOI0 H
KayeCTBEHHOr0 MpeIOCTaBIeHUs JIEKAPCTBEHHON IOMOLIM JIBFOTHBIM  KaTeropusiM
rpaXK/iaH, COBEpPILIEHCTBOBAHUS U YHU(HUKAIIMM yyeTa JIEKapCTBEHHOro obecredyeHus npu
peanM3alyi OKa3aHWsl IpakaaHaM MeIWIMHCKON MOMOLIM Ha TeppuTOopHM PecnyOnuku
Tarapcran.

16. B uensx ocyuiecTBieHus WHPOPMALMOHHOIO B3aUMOACHCTBUS TEXHHYECKHM
onepatopom CepBuca obecrieynBaeTcsi MOAKIIOUEHUE K (eaepanibHOM rocy1apCTBeHHOU
UHOOpMAIMOHHOH cucteMe «EmMHasi cucteMa MAEHTU(QHMKALUMM M ayTEeHTH(QHKALUH B
uHpacTpyKType, odecneyurBaroiieil HHPOPMaLIHOHHO-TEXHOJIOIHYECKOe B3aHMOJIEHCTBHE
UHPOPMALIMOHHBIX CHCTEM, MCIOJb3YEMBIX JUIs TPEJOCTaBIEHHUS TOCY/1apCTBEHHBIX M
MYHHULMIIANBHBIX YCIYT B 3JIeKTPOHHO# (hopmer.

17. 3aumra uHdopmaumu, coaepxkaileiics B CepBuce, odecrieunBaeTcs TeXHHYEC-
KM ornepaTopoM CepBHca MOCPeACTBOM [IPUMEHEHHS OPraHU3allMOHHBIX U TEXHUYECKHX
Mep 3aIIuThl HHPOPMAIIUH, a TAK)KE OCYIIeCTBICHUS KOHTPOJIs 3a dKcruryaranuei Cepsuca.

18. Texuuueckuii oneparop CepBuca obecrieunBaeT OTpakeHHE HH(OOPMALMUH O
cOpPMHUPOBAHHBIX 3JIEKTPOHHBIX pelenTax M OTIYILIeHHBIX Ha MX OCHOBAHHWM JI€Kap-
CTBEHHBIX Tpemnaparax B MOOMIbHOM NpuiokeHun Cepsuca.

19. Unentuduxauus u ayreHtudukanus nonszopateneit Cepsuca s Monyv4eHus
CBeJIeHHid 00 3JIeKTPOHHOM pelienTte B MOOMIbHOM NpuiokeHnd CepBrca OCyIIECTBISETCS
nmocpescTBOM (eepaibHON rocy1apcTBeHHOH HH(POPMallMOHHOM crcTeMbl «EniHas cuc-
TeMa MICHTHOUKALMK M ayTeHTU(QUKALMU B HHPpACTPYKType, oOecrnednBarolei
MHPOPMALIMOHHO-TEXHOJIOIHIECKOe B3auMOAeHCTBHE HH(POPMALIMOHHBIX CHCTEM, HCIOJIb-
3yeMBIX LIS IPEJOCTaBIeHUs FOCYAapCTBEHHBIX U MYHHLMNAIBHBIX YCIYT B 3JI€KTPOHHOMU
dopmer, a TakxKe MOCPeICTBOM HOMEPOB MOOUIIBbHEIX TenedoHOB noab3oBaTesiel Cepsuca.

20. MenuuuHCKHUEe OpraHu3allMy ¢ corsacus noiapsosaresis CepBuca OCyLIECTBISAIOT
ohopMIIeHHE PEeleNTOB Ha JeKapCTBeHHbIE MpenapaThl Ha OyMakKHOM HOCHMTEJe U (WIIH) B
dopMe 3JIEKTPOHHOrO pelenTa. DIeKTPOHHBIH peLentT MOANNCHIBACTCS —YCHIEHHOM
KBaJIM(UIIMPOBAHHOMN 3JIEKTPOHHOM MOAMUCHIO MEIUIMHCKOro pabotHuka. Cpok JeicTBus
3JIEKTPOHHOTO pelienTa aHaJOTM4eH CPOKY JeHCTBHA pelenToB Ha OyMaXKHOM HOCHTEJIE.

21. Ha3HaueHue JeKapCTBEHHBIX IpenapaTroB ¢ IPUMEHEHHEM 3JIEKTPOHHBIX peLer-
TOB OCYIIECTBISIETCS B COOTBETCTBHM C [paBMUIaMHM Ha3HAYEHHUs JIEKApCTBEHHBIX
IpenaparoB, YTBEepKIeHHBIMH IpHKa3aMu MUHHMCTEpCTBA 3paBooxpaHeHus: Poccuiickoi
Dezepalluy.
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22. Io xenanuio nons3oparens CepBrca MeIUIIMHCKMM paOOTHUKOM MOXKET ObITh
BblIaH ayOJIMKAT 3JEKTPOHHOTO pelenta Ha OyMa)kKHOM HOCHTEJIe, B TOM 4YHCIe Ha
petentypHoM Onanke Gopmbl Ne 107-17y.

23. DieKTpOoHHBIN perient peructpupyercs B CepBUce MOCPEICTBOM MPUCBOCHHS
eMy YHHKAJIBbHOTO HaeHTH(UKaTOpa U naeHTHHKalMoHHOro kojaa B Buae QR-kona. /s
BCEX JJIEKTPOHHBIX PELENTOB, 3aperMCTpUpoBaHHBIX B CepBuce, HCMOJIb3yeTCs eIuHas
HyMepaLus.

24. DneKTPOHHBIN pelenT nepeaercs nocpeacrsom Cepuca B MOOMIIBHOE MPUIIO-
xenne Cepsuca. Mcrnons3zoBanue CepBrca 1 MOOMIBHOTO TMPHJIOKEHHS TTOJIb30BATEISAMH
Cepsuca ocyuiecTBIsieTcst Ha 6e3B03Me3/1HOM OCHOBE.

25. IMonw3oBarens Cepsuca MoskeT nmoayunth QR-Koz B 1MuHOM KabMHETe B MOOHIIb-
Hom npunoxennn Cepsuca. [lonp3oBarenn CepBHca CaMOCTOATENBHO OOECTIEYHBAIOT
coxpaHHocTh QR-KoZa OT AoCTynma K HeMy NOCTOPOHHMX Jjimil. JlomyckaeTces nepenaya
QR-xoma mnpezacraButento mnonb3oBatens CepBuca IS MOJMYYEHHUs JIEKAapCTBEHHOIO
npenapara B alTe4yHO OpraHu3aliy B TOM Ke MOPSAJIKE M B TEX XKe CiIydasx, 4To U nepeada
peuenta B ¢popme GymakHoro nokymenra. Ilpu nepenaye QR-koxa ante4HOH opraHu-
3auuM mosb3oBarens CepBHca BbIpa)kaeT corjiacMe Ha oOpabOTKy M repejady CBOMX
ITepCOHAIBHBIX JaHHBIX TOW anTe4yHON OpraHM3aluu, KOTopoi oH nepenaer QR-kox, a
TaKKe TeXHuyeckomy oneparopy Cepsuca.

26. OcobeHHOCTH npoliecca MHPOPMAIIMOHHO-TEXHOJIOMHYECKOr0 B3aMMOAEHCTBHS
YYaCTHHMKOB MH(OPMALMOHHOIO B3aUMOJECHCTBHUS, BKJIIOYAs TEXHHYECKHE TpeboBaHHs K
MOJKJIFOUEHMIO U HHPOPMALIMOHHOMY 00MeHy rnoJjb3oBarelneii k CepBucy, a TakKe Mopsi0K
obcyxkuBanus nojb3oBarteneii Cepsuca ompenensiores MHUHHCTEPCTBOM 3/paBooXpa-
Henus Pecnybnuku TarapceraH.




