P N003599/01-200422
MUHUCTEPCTBO 3IPABOOXPAHEHUS POCCUMCKOM ®EJEPALIU
HMHCTPYKUMA

[1O MEJIMITMHCKOMY IMTPUMEHEHUIO JIEKAPCTBEHHOI'O
IIPEITAPATA

HmmyHors100y/1HH YesoBeka aHTupesyc Rho (D)
HanMCHOBaHHUE JICKAPCTBCHHOI'O IIperiapara

PerucrpannonHoe Homep:

Toprosoe naumenoBanue: liMmyHornoOynus denoBeka antupesyc Rho (D)
MesxayHapoaHoe HeNaTeHTOBAHHOe WJIH IPYNNHPOBOYHOE HAHMEHOBAHHE:
HNmmyHornoOynuH yenoseka antupesyc Rho (D)

JlekapeTrBenHas ¢gopma: pacTBOp sl BHYTPUMBIIIEYHOT'O BBEIECHUS

CocraB:

B onHoOI1 amItynie conepKUTCS:

HaumeHnoBaHue KomuuectBo
KOMIIOHCHTOB B 1Mn B 2 MII

eiicTByIonIee BELIECTBO:
NmmyHOrnoOynux 150 mxr (750 ME) 300 mxr (1500 ME)
Yell0BeKa aHTUPE3YC
Rho (D)
BcenomorarenbHble
BeIIleCTBa:

['nmunuH 20 mr 40 mr
(xucnota
aMUHOYKCYCHasl) -
cTabunuzaTop

Boga nns uHpekimi 10 1 mn JI0 2 MJT

[Ipumeuanue: VIMMyHOrIOOYJIMH YelOBeKa aHTUpe3yC COAepXHUT He meHee 100
Mr/mMia OeNKOB IUIa3Mbl 4YeJoBeKa, W3 KOTOPBIX He MeHee 98% COCTaBIAIOT

uMMmyHornoOynuHsl IgG; cogepxanue IgA He Gonee 1MKr/MiL.

154581
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100 mkr wmmyHornoGymmra antupesyc Rho (D) coorserctBylor 500
MeXyHapoIHbIM enuHuuaM (ME).

Onucanne: IIpo3paynas iy cierka onaiecupyomas K| aKOCTh, OeCLBETHAS WITH
co cnaboxenTol okpackoi. Jlomyckaercsi MosBIE€HHE HE3HAYUTEIHHOTO OCajKa,
HCYE3aIOLLEro IIPH BCTPSAXUBAHUH.

®apmakoTepaneBTHYecKkasi rpynna: MIMMyHOr100yIHHEL

Koa ATX: JO6BBO01

PapmMako10ru4ecKre cBoicTBA

DapmakoouHamuka

Ilpenapar npencraBnser coOOH HMMMYHOJIOTMYECKH AaKTHBHYIO —OEJIKOBYIO
(paxuuio, BBIIENEHHYIO M3 YelIOBEYEeCKOM IUIa3Mbl MIIH CBIBOPOTKH JOHODOB,
NPOBEPEHHBIX HAa OTCYTCTBHE AHTHTEN K BUPYCY HMMMYHOAe(hHUIMTA YeIOBEKa
(BUY-1, BMY-2), Bupycy rematuta C ¥ IOBEepXHOCTHOIO AaHTHI€HA BHpYycCa
rernatuta B. @pakuus uMMyHOrnoOyauHa cocTaBisieT He MeHee 98% oT obuiero
cogepkaHuss ~ Oenka.  AKTHUBHBIM  KOMIIOHEHTOM  [Iperapara  SBISETCS
MMMyHOro0ynuH G, coxepxamuii HeronHele aHTH-Rho(D)-anturena. Ipenapar
MPeIOTBpaIlaeT pe3yc — ceHcubunuzanuio (obpasosanue antu- Rho (D)-anTuTen)
npu OepeMEHHOCTH y pe3yC — OTpPULATENbHBIX JKEHIWH, pomuBInux Rho(D)-
TIOJIOKUTEIBHBIX ~ JIeTe MM  IepeHeCIIUX MCKYCCTBEHHOE IpephIBaHHUE
Oepemennoctu npu Rho(D) — nonoxurensHON NpUHAIIEKHOCTH KPOBH MYKa.
DapmaKoKuHemuKka

MaxkcumanbHas KOHLEHTpalUsl aHTUTEN B KPOBU JOCTHraeTcs uepe3 24 uyaca,
TIEPHO/ [TOJIyBBIBEICHUS AaHTUTEI U3 OpraHUu3Ma COCTaBIsET 4-5 HEeMleb.
Iloka3zaHusl K NPUMEHEHHI0

[Ipenapatr MpUMEHSIOT TOJIBKO 110 HA3HAYEHHUIO Bpaya.

HmmyHornoOynun 4enoseka antupesyc Rho(D) mpumeHsroT a1 npouiaKTuKy
pe3yc-KOHQIMKTA y pe3yc-OTPUIATebHbIX KEHIIHH, He CEHCUOUIM3NPOBAHHBIX K
anturedy Rho(D) (r. e. He BbIpaGoTaBIIMX pe3yc-aHTUTEN) INPU YCIOBUH:
OepeMEHHOCTH ¥ POXKIEHHUS Pe3yC-IIOJI0KHUTENBHOTO pebeHKa, IPY UCKYCCTBEHHOM

Y CIIOHTAHHOM abopTe, NPH NMPephIBAHMH BHEMATOUHON GepeMEHHOCTH, TIPH YIPo3e
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npepbIBaHKs OEpEMEHHOCTH Ha JIF00OM CpoKe, IocIie MPOBeIeHUs aMHUOLIEHTe3a 1
ApYTUX MpOLELYp CBSI3aHHBIX C PUCKOM TNOMNaJaHUs KPOBU IUIOAA B KPOBOTOK
MaTepH, a TaK)Ke MPU MOJTYyYeHUU TPaBMBbl OPIOLIHOMN ITOJOCTH.
IIporuBonoka3anus

Beenenne  MMMyHOrnoOynuHa  MPOTHUBOIOKA3aHO  Pe3yC-TOJIOKHUTENIbHBIM
POAMIIBHULIAM; PEe3yC-OTPULIATENIbHBIM POAUIBHULIAM, CEHCUOWIU3UPOBAHHBIM K
antureny Rho(D) (B cbIBOpOTKE KpOBH KOTOPBIX OOHAPY)KEHBI pe3yc-aHTUTENA).
IIpumeHenue npu GepeMeHHOCTH U B MEPHOJ IPYAHOTr0 BCKAPMJIHBAHHUS
bepemennocmo

IIpenapat npeaHasHavyeH K NPUMEHEHHIO Y OepeMeHHBIX.

I pyoroe eckapmausarue

Ilpemapar MOXET MpPUMEHATHCS BO BpeMs TIPYJHOTO  BCKapMIIMBaHHSL.
IMMyHOTIOOYNUHBl BBIAGNAIOTCS C TPYOHBIM MOJIOKOM. O HeXeJlaTeIbHBIX
SIBJICHUSX, CBSI3aHHBIX C INPUMEHEHHEM IIperapara y IeTei, HaXOASLIMXCS Ha
BCKapMJIMBAaHUHU y MaTepei, NOoaydyaroUuX Teparuio HMMYHOTJI00y/IHHA YelloBeKa
aHTHUpe3yC He COOOIIAIOCh.

Cnocol npuMeHeHHsT H J03bl

He 6600umo enympueenno!

NmmyHnornoOynuH — denoBeka — aHtupesyc Rho(D)  npuMeHSIOT — TOJBKO
BHYTPUMBILIEYHO.

Jlo Hauana MHBEKLUHU aMITyJIbl C IPENapaToM BBIAEPKUBAIOT B TEYEHHE 2 YaCOB MPH
KoMHaTHOH Temrnepatype (20+2) ° C. Bo nzbexanue oOpa3oBaHus MeHbI, pernapar
HaOMpaloT B LIMPHLL UIJIOH C IMPOKUM IpocBeToM. [Ipenapat Bo BCKPBITO# aMITyJie
XPaHEHUIO He MOIJIeHKUT.

Ilpu OepeMeHHOCTH y  pe3yc-OTpPULATENBHBIX JKEHINWH 0e3  sSBIEHHH
CEeHCHOMNIM3alMM  IPOBOJUTCS  Hecneuupuyeckas  JIeCeHCUOWIM3MPYIOIIAs
Tepanys: JopoaoBas npoduiaakTuka — Ha 28-30 Henene GepemeHHoCTH B 103e 300
Mkr (1500 ME); mnocnepomoBas mnpopuiakTHKa - TpPU POXISHUH pe3yc-
TIOJIOKUTEIBHOrO pebeHKa He no3gHee 48-72 4acoB Mmociie poJoB MpernapaT BBOASAT

B no3e 300 mxr (1500 ME).
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[Ipu HCKYCCTBEHHOM NpephIBAHUN OEPEeMEHHOCTH IPH CPoKe GepeMeHHOCTH Goree
13 Hemenb pekoMenayercs BBeeHUe npenapara B qo3e 300 mxr (1500 ME). Eciu
OepeMeHHOCTh IpepBaHa Ha CpoKe MeHee 13 HezleNb, peKOMeHyeTcs BRECTH S0 MKT
(250 ME) mpenapara.

IIpy TpaBMe OpraHoB OpIOIIHON IIOJOCTH B TEYEHHE BTOPOTO WM TPETHETO
TpuMecTpa GepeMeHHOCTH pekoMeHayeTcst BBecTd 300 mkr (1500 ME) npenapara.
Eciu TpaBMa opranos OprolIHoM MOI0CTH TpebyeT BBeASHHS Mperapara py CpoKe
13-18 Henenb GepeMeHHOCTH, clelyeT BBeCTH elle oaHy x03y 300 mkr (1500 ME)
pu cpoke 26-28 Heenb OepeMeHHOCTH.

IToGouHoe neiicTBHE

B penkux ciydasx MOTyT pa3BUBAaThCs peakiMU B BHJE THIIEPEMHUU KOXKH B MECTE
BBE/ICHUS W MOBBIILIEHHS TeMIepatypsl 10 37,5 © C B TeueHHe ePBBIX CYTOK IMOCIIe
BBEJICHHS, a TAKXKe JMCIIENICUYECKUE SABICHUS. Y OTIENbHBIX JIUI C H3MEHEHHOM
PEeaKTHBHOCTEHIO MOTYT Pa3BUBATHCS aJUIEPTUYECKHe peaKLUU pa3IMYHOrO THIIA, a B
HCKIIFOYUTEIBHBIX — CIy4asX — aHaQWIAKTUYeCKHHd IIOK, [TO3TOMY JIHIIA,
TIOJTyYUBILKE TIpenapar, AOJDKHBl HaXOMUThCS MOJ HabmoaeHueM B TedeHue 30
MHUHYT. B momemieHuu, riae BBOIAT Npernapar, JODKHBI HMETHCS CpeCTBa
IPOTHUBOILLIOKOBOM TepaIHH.

MoryT HabmonaTsest 03H00, rooBHAsE 00JIb, FOJIOBOKPYKEHHE, THXOpaKa, PBOTA,
aJlIepru4yecKyre peakluy, TOIHOTa, apTPpaIrus, IOHWKEHHUE KPOBSHOTO IaBJIEHUS U
©0Jib B MOSICHULIE.

B penkux cimy4asx MMMYHOIJIOOYJTHHBI YeJOBEKAa MOTYT BBI3bIBATh BHE3AMHOE
TaJIeHie apTepUalIbHOrO JaBJICHUs, @ B OTAEIbHBIX CIIydasx — aHaQHIaKTUIeCKU
IOK, JaXe €CJIM IaLMEeHT He MPOSBUII TUIEPUYBCTBUTEIBHOCTU K TPEIbIAYLIEMY
BBEJICHUIO.

Ilepeno3npoBka

O ciy4dasx nepeno3upoBKH He COOOIIATIOCH.

B3aumopeiicTBue ¢ ApyruMH JiekapcTBEHHBIMH CPeICTBAMH

JlekapCTBEHHBIA IIpenapar HeNlb3sl CMEIIUBATh C JOPYTHMMH JIEKApCTBEHHBIMU

IperapaTaMu.
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VIMMYHH3aLMIO JKMBBIMA BaKLMHAMH CIIELyeT IPOBOJUTh HE paHee, 4eM Yepes 3
MecsIia 1oclie BBeIeHUs UMMyHOrIo0yniuHa yenoBeka antupesyc Rho(D). IToce
BaKLIMHALIMY KMBBIMU BaKI[HHAMH TIperapaTbl MIMMYHOITIOOYJIMHA CJI€yeT BBOIUTh
He paHee, 4YeM uepe3 2 HeleNH; B Cilydae HEOOXOAUMOCTH NpHMEHEHHe
MMMYHOTJIOOyJIHA paHee 3TOr0 CPOKa BaKIMHALMIO CIIETYeT MOBTOPUTS.

Tepanust IMMYHOTJIOOYJIMHOM MOMKET COYETaThCs C APYTHMH JIEKapCTBEHHBIMU
CpeJICTBaMH, B YaCTHOCTH, aHTUOMOTUKAMH.

Oco0ble ykazaHus

Crnenyet ybenuThCsi, YTO Ipenapar He Momnaji B COCYyAHCTOe PyCIIo.

[Tpemapar He mpeHa3HA4YeH A1 HOBOPOXKAECHHBIX.

TI'unepuyscmeumenvrnocme

VcTuHHBIE peaKlIUHd TUIEPYYBCTBUTENBHOCTH IpU IPUMEHEHHMH IIperapara
BCTPEYAIOTCS PEAKO, HO MOT'YT BO3HHMKATh peaKl1K alJIepru4ecKoro TuIa Ha aHTH-
D uMMyHOTr100y U H.

JlexapCTBEHHBIN MpernapaT colepKUT HebGombioe konudecTBo IgA. Xorsa antu-D
UMMYHOTJIOOYJIUH MIPUMEHSJICS Y OTAEIbHBIX JIUL ¢ AepunutoM IgA, U3BECTHO, UTO
MalMeHTHl ¢ aedhuuuToM [gA UMEIOT MOTeHIMAN AJs Pa3BUTUS UIMMYHHOI'O OTBETA
Ha IgA wu, kak crneacTBue, aHAQUIAKTHYECKHE peaKUMU [Ocle IpueMa
JIeKapCTBEHHBIX MPerapaToB, MOJyUYeHHBIX U3 I1a3MBl.

B penkux ciydasx uenoBeueCKH aHTH-D HMMMyHOrnoOyJMH MOXET BBI3BATh
CHIDKEHHE apTepUAIbHOTO AaBleHHs C aHaQUIAKTHUeCKOH peakuued, aaxe y
MALIUEHTOB, KOTOPHIM paHee MPOBOJUIN TepaIiio UIMMYHOTJIOOYJIMHOM YeJIOBeKa.
[Tono3peHre Ha peakuu ajIepruuecKoro Uiu aHaduIakTUYecKoro Tuma tpedyer
HEMEIJICHHOTO MpeKpalleHuss UHBEeKIMU. B ciydyae mioka cieqyeT HMPUMEHSTbH
CTaHAAPTHYIO TepaIHuIo.

TI'emonumuueckue peaxyuu

VY nanueHToB, MOIy4aroluX OoJblINe A03bI Mpernapara, cileIyeT KOHTPOIUPOBAaTh

KIIMHUYECKUE IMapaMeTpPhl KPOBU HU3-3a PHUCKa reMOJIMTHYECKOMN pe€aKnuu.

Tpomboambonus
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C npuMeHeHHEM JIeKapCTBEHHOrO IMperapaTa MOXKeT OBITh CBS3aH PHUCK
apTepUabHBIX U BEHO3HBIX TPOMOO3MOOJIMUECKUX OCJIOXKHEHUH, BKIIOYas
UH(ApKT MHUOKapJa, HHCYJIbT, NIyOOKOoe BeHO3HOe 3aboJjieBaHHe, TPOMOO3 WU
TPOMOOIMOOJIHIO JIETOUHOU apTEepUH.

[TauneHTBl MOMXKHBI OBITH JOCTATOYHO THUIAPATHPOBAHBI Iepel IMpPUMEHEHHEM
UMMyHOroOynuHOB. Crieiyet co0o1aTh OCTOPOKHOCTD MAIlHeHTaM C H3BECTHBIM
PUCKOM TpOMOOTHYECKHX SIBJIEHUH (TakMX KakK THIIEPTOHUS, cCaXapHbIi auader,
HaJuyue B aHaMHe3e COCYIUCTBIX 3a0ojeBaHMH, TPOMOO3bI, IAIIMEHTHl C
NpUOOPETEHHBIMU WM HACJIECTBEHHBIMH HapyLICHUSIMUA CBEPTHIBAEMOCTH KPOBH,
MALUEHThl C JJUTENBbHBIMUA NMEPUOJaMU UMMOOWIH3AIUH, MAUEHTHl C TKEIOM
TUIIOBOJIEMHUEH, MalUeHThl ¢ 3a00JeBaHUSIMU KOTOpbIE YBEJIUYUBAIOT BS3KOCTh
kpoBH). [laneHTsl AOMKHBI OBITH MPOMH(MOPMHUPOBAHBI O IEPBBIX CHMIITOMAx
TPOMOO3MOOIHUECKUX OCIIOKHEHUH, BKITFOUAs OJIBILIKY, 00JIb U OTEK KOHEYHOCTEH,
0YaroBble HEBPOJIOTUYECKUEe PACCTPOMCTBA U OOJb B TPYIH.

Ceponozuueckue ananuzol

[Tocne BBeneHUS UMMYHOITIO0Y/IMHA MOXKET HaOIIOIaThCsl MACCUBHOE YBEIHUEHHE
COIIEpP)KaHMsl AHTHUTE] B KpOBU OOJNBHOro (Hampumep, K OSPUTPOLUTAPHBIM
auturenaMm A, B wm D), dYro Moxer TmpuBECTH K OIIHOOYHOI
JIO)KHOIOJIOXKUTEIBHOM ~ HMHTEpIpeTallid  pe3yJIbTaTOB  CEPOJIOTHYECKOrO
tectupoBanus (TecT Kymbcea).

Puck nepedauu supycruix unghexyuii

ITpousBozacTBO mpenapaToB U3 KPOBU WM ILIa3MBI YeJIOBEKA BKIFOUAET KOMILIEKC
Mep, MNpeloTBpalaloIMX Iepenady HHpekiuid mnanpeHtam. K Takum Mepam
OTHOCATCS TIIATEJBHBI OTOOp DOHOPOB KPOBH M ILIa3Mbl, 00eCIIE€YHBAIOIIHIA
HEJIOIyIlEHHE JOHOPCTBA Y JIML U3 IPYII PUCKA, TECTUPOBAHHE KAKIOM €JUHULBI
KPOBH WJIH IIJIa3MBI U ITyJ1a IUIa3Mbl Ha BUPYChl/UHGeKIUH. [Ipon3BoIUTE M TaKUX
JIEKapCTBEHHBIX MPENapaToB TakXKe MPUHUMAIOT Mephl 10 00paboTKe KPOBU HIH
TJIa3MBl, KOTOPBIE MIO3BOJISIOT MHAKTUBHPOBATH HJIH yIATUTh BUPYCHl. HecMoTps Ha
COOMIOIeHHE YKa3aHHBIX Mep, P U3TOTOBJIEHHUH JIEKAPCTBEHHBIX IIPENapaToB U3

KPOBH 4€JIOBEKA WJIK BBEACHHUH I1JIa3Mbl HEBO3MOXXHO ITOJITHOCTBIO MCKJIFOUUTH PHUCK
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nepenayl HHQEKIMK, B TOM YKMCJI€ HEU3BECTHBIX UJIK HEJaBHO OTKPBITBIX BUPYCOB
WK JPYTHX BHIOB UHQEKIHH.

[lpy BBeleHUH KaXAOHW 03Bl JIEKAPCTBEHHOrO TIpernapara HacTOATETBbHO
HEoOXOMMMO PErucTpUpOBaTh €ro HAUMEHOBAaHHE U CEpHI0, YTOOBI COXPaHHUTH
CBENEHHS O HEM.

He npuroaHsl K MpUMEHEHHIO TIpenapaThl B aMITyjIax ¢ HapyIIEHHOM eJIOCTHOCTHIO
WIA MapKHPOBKOM, MpH H3MEHEHHH (U3MYEeCKHX CBOHCTB (M3MEHEHHE IBETA,
IIOMyTHEHHE pacTBOpa, HalWuhe He pa30OMBAIOIIUXCS XJIONbEB), NPU HCTEKIIEM
CpOKe MOJJHOCTH, IIPH HEIPABUIBHOM XPaHEHHUHU.

BiausiHde JieKapCTBEHHOro TMpenapara Ha  CIOCOOHOCTbL  yNpaBJsAThH
TPAHCNOPTHBLIMH CpPeICTBAMH, MeXaHU3MAMH

HekoTopbie HexenaTeabHbIe peaKklUy, CBsI3aHHbIEe C IeHCTBUEM IIpenapara, MOryT
OKa3bIBaTh BO3JEHCTBHE Ha CIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIM CPEICTBOM
WIA 3aHUMAThCSl JOPYTUMH IMOTEHLUAIBHO OIACHBIMU BUIAMH JEATEIBHOCTH,
TpeOYIOIIMMKA  TOBBIIIEHHONW  KOHLEHTpPALMM  BHUMAHWA U OBICTPOTEHI
TICUXOMOTOPHBIX peakuuit (cM. paznen «Ilo6ounble nefcTBus»). 1 nanueHToBs, y
KOTOpBIX HaOIOJAIOTCsI He)KelaTeNbHble peaklUWd IIpU BBEACHUHU IIperapara,
yIpaBJIeHHe TPAHCIOPTHBIMU CPEICTBAMH U BBINOJHEHUE OPYIHX [MOTEHLHUAIBHO
OTIaCHBIX BUOB JIESATEIBHOCTH CJIEAyeT OTJOXKUTh 0 MCUE3HOBEHUS CUMIITOMOB
He)KeJIaTeIbHBIX PeaKIuil.

®opma BbInycka

PacTBop miist BHyTpUMEIIIeyHoro BBeaeHus, 150 Mxr/mi (750 ME/mon).

[To 1,0 M 150 mxr (750 ME) unu 2,0 mut 300 mkr (1500 ME) npenapara B ammymnax
U3 CTEKJIa.

Ha amnyny HakneuBaroT STUKETKY U3 Oymaru nuicyei.

[To 1 nnu 10 ammyn ynmakoBBIBAIOT B MauyKy M3 KapTOHa KOPOOOYHOIO BMECTE C
UHCTPYKIHEH 110 MPUMEHEHHUIO.

Cpok rogHocTu

3 roza. [IpenapaT Heb3sl IPUMEHSTH [0 UCTEUEHUH CPOKA MOJHOCTH.

Ycii0BHSI XpaHeHHSs
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IIpenapat XpaHAT B CyXOM, 3aILHILIEHHOM OT CBETa MeCTe IIPU TEMIIEPAType OT 2 10
8°C. 3amopaxuBaHue HE JOIMyCKaeTCs

XpaHUTh B HEAOCTYITHOM JJIsl A€TEH MecTe.

TpancopTHpoBKY NpOBOAAT MOOBIM BHIOM KPBITOTO TpaHCIIOpTa IIpH
temneparype ot 2 o 8°C.

YcsoBus oTnycka

OtmyckaroT 1o penenry.

IIpousBoauTen

ObVY3 «MBaHoBcKas obmacTHAs CTAaHLUS [IepETUBAHUS KPOBUY,

153003, r. MiBanoBO, yi. [Tapmxckoit KommyHsl, 1. 5 A.

Baagenen perucrpannoHHoro yanocroBepennsi/Opranu3anus, NpHHAMAIOIIAS
npeTeH3uH NoTpeduTe/Isi

OBY3 «/BaHoBckast 061acTHast CTAHLUSI IEPETMBAHUS KPOBHY,

153003, r. MIBanoBo, yi. [Tapmxkckoit KommyHsl, 1. 5 A.

Ten./daxc (4932) 38-65-15.

Pexnamanuu Ha Qu3nueckue u Apyrhe CBOHCTBA MpernapaTa HalpaBlsATh B aJpec

Bj1afeJiblla peruCTpalliOHHOTO YAOCTOBECPECHHUA.

Hupextop OBY3 «MOCIIK» W 1O.M. Tropukos
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