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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA 70 15)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

[UKIJIO®EPOH, 125 mr/min, pacTBOp [j1s1 BHyTPUBEHHOTO U BHYTPUMBIIIIEYHOTO BBEIACHUS

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleficTByro1IIE€E BEIIECTBO: MEIVIFOMUHA aKpPHIOHALIETAT;

B 1 Mi1 mpenapaTa cofepxutcs 125 Mr MeriaroMuHa akKpUIOHAIETaT B IepecyéTe Ha aKpUI0HYK-
CYCHYIO KHCJIOTY, ITOJTy4EHHBIH 110 CIEAYIOIICH MPOINCH:

akpuaoHykcycHas kuciora — 125,0 mr, mermomus (N-metmirmokamus) — 96,3 mr.

[TonHbIN epevyeHb BCIIOMOTAaTeNIbHBIX BEIIECTB MPUBEACH B pazzeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 BHyTPUBEHHOI'O ¥ BHYTPUMBIIIEYHOTO BBE/ICHMUS.

IIpo3payHast :KUAKOCTh OT KEATOTO 0 3€JIE€HOBATO-KEITOIO 1IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Toxa3aH K IPUMEHEHUIO Y B3POCIBIX U JIeTEN B BO3pacTe OT 4-X JIeT.

Y B3pocCJIbIX B KOMILIEKCHOHN Tepanuu:

— repreca U IIUTOMETaAIOBUPYCHOM HH(DEKITHH;

— HeUpOWH(EKINI: Cepo3HbIE MEHUHTHUTHI U SHICPATUTHI, KIeleBod Ooppenno3 (00Je3Hb
Jlaiima);

— BTOPUYHBIX UMMYHOAE(DHUIIUTOB, ACCOIIMHUPOBAHHBIX C OCTPHIMU M XPOHUYECKUMH OaKTepHUab-
HBIMH U TPUOKOBBIMU WH(EKIIHUSIMH;

— XJIAMUJTUUHBIX HHOEKITH.

Y nereii crapue 4 j1eT — B KOMIUIEKCHOM Tepanuy reprneTndecko nHQEKINHU.

4.2. PexxuMm 103MpPOBaHNs U CNIOCO0 NPUMEHEHUS

PexuMm no3upoBaHus

Y B3pocabIX

[Tpu reprnece 1 HUTOMETaJOBUPYCHON MH(EKIMU KypC JIedeHUs: cocToUT U3 10 nHbekuii npemna-
parta o 250 MTr ¢ MHTEpBaJIOM MeX 1y MHBEKIUsAMH 48 yacoB (duepe3 1eHb). PazoBas 103a cocras-
asiet 250 mr (1 ammyna), kypcosas — 2,5 r. Jleuenue Haunbonee 3pdexTuBHO B Havase 3aboseBa-

HH.
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WHBEKIMUAMU 48 yacoB (depe3 AeHb) B COUETAaHUU C ITUOTPOIHOM Tepanueil. PasoBas q03a coctas-
aster 250-500 mr (1-2 ammyssl), kypcoBast — 3,0-6,0 r. IToBTOpHBIE KYpChl POBOSAT MO MEpE
HEOOXOIMMOCTH.

[Tpu *MMYHOAEPHUIMTHBIX COCTOSHUAX KYPC JIeUeHUsI COCTOUT U3 10 BHYTPUMBILICUHBIX HHBEK-
1ui npenapara 1o 250 Mr ¢ UHTEpBAIOM MEXAYy MHbEKIUAMU 48 yacoB (duepe3 aeHb). PaszoBas
no3a coctasinsier 250 mr (1 ammyna), kypcoBast — 2,5 1. [ToBTOpHBII Kypc npoBoaAaT uepes 6—12
MECSIIEB.

[Tpu xnamuauitHON MHPEKINH Kypc JiedeHus cocTouT u3 10 mabekuil npemnapara mo 250 mr ¢
WHTEPBAJIOM MEXay UHbeKIusiMU 48 yacoB (uepe3 neHb). PazoBas moza cocrasisier 250 mr (1
amiyna), kypcosas — 2,5 r. [loBropHslii Kypc sieuenust mpoBost uepe3 10—14 nueit. Lenecooo6-
pa3no coueranue npemnapara [{UKJIOOEPOH ¢ antubuotukamu.

VY nerei crapiue 4 et

PasoBas no3a coctasisier 610 Mr Ha 1 Kr Macchl TeJia.

[Tpu reprieTrueckoil HHGEKINUN Kypc JISYeHUs1 COCTOUT U3 10 MHBEKIHIA Iperapara ¢ HHTEPBaJIOM
MEXIy HHBEKIUAMH 48 yacoB (depe3 neHb). [Ipu coXxpaHeHUH PETIMKaTUBHON aKTUBHOCTHU BH-
pyca JIeueHHEe TPOJIOJDKAIOT 110 MOJICPKUBAOIICH CXeMe: BBEIICHHE TpernapaTa OJUH pa3 B TPH

JIHSl B TEYEHUE YETBIPEX HENIEIIb.

Cnoco6 IIPUMCHCHUA

BHYTpHBEHHO MM BHYTPUMBILIEYHO.

4.3. IIlpoTuBONOKA3aAHUS

o BepeMeHHOCTD M TIEPHOJ TPYAHOTO BCKapMIIMBaHus (cM. pasen 4.6).

o ['umepuyBCTBUTEIHPHOCTS K METIIFOMHHA aKPHJIOHAIETATy WM K JIFOOOMY M3 BCIIOMOTa-
TEBHBIX BEIIECTB, MIEPEUHCICHHBIX B pa3en 6.1.

° [uppo3 nevyeHu B CTaiuy I€KOMIICHCAIIH.

4.4. OcoOble yka3aHusl M MepbI NPEeJI0CTOPOKHOCTH NPH NPUMEHEHUH
[Tpu n3MeHeHUH 1BETa pacTBOpa M 00pa30BaHUU OCa/IKa MPUMEHEHHE IpenapaTa HeJIoIyCTHMO.
[Tpu 3aboseBaHMUAX IIUTOBHUIHON jKeae3bl HEOOXOAMMa KOHCYJbTallUsl Bpada-3HIOKPHUHOJIOTA.

Bo3moxHO oKkpammBaHue MOUX B (PHOJIETOBO-CHHUI IIBET (JIIOMUHECIICHIINSA).

4.5. BzaumopaeiicTBHe ¢ JPYTHMH JIeKAPCTBEHHBIMH NpenapaTaMu M Apyrue BUAbI B3aHMO-

JAeHCTBUSA
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HUKJIO®EPOH coBMeCTUM M XOpOIIO COYET4ETCA co'zgggf\;l:r/;l EQ&E&?&%E'/II;IIHEEHADATaIMH

TPaIUIIMOHHO MPUMEHSIEMBIMU TPH JICYEHUH YKa3aHHBIX BbIIIe 3a00eBaHui (MHTEp(EPOHBI, XU-
MHUKO-TEpaNeBTUYECKHE JIEKAPCTBEHHBIE CPEACTBA U JP.).
Ycunuaer aelicTBue HHTEP(GEPOHOB U aHAJIOTOB HYKJICO3UI0B. Y MEHbIIAET M000YHbIE (D (PEeKThI

XUMHUOTEpanuu, HHTephepoHOTEpaIUH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepeMeHHOCTB
[MUKJIO®EPOH npotrBomnoka3aHn Bo BpeMs OepeMeHHOCTH (cM. pa3aen 4.3).

Jlakrarnus
HUKJIIO®EPOH nipoTtuBomnoka3aH B epuoj rpyIHOTO BckapmiinuBaHus (cM. pazzaen 4.3).

4.7. Bausinue Ha CIOCOOHOCTH YIPABJISATH TPAHCIIOPTHHIMH CPeICTBAMM M padoTaTh ¢ Me-
XaHU3MaAMHU
HUKIIO®EPOH He oxa3biBaeT BIUSHHS Ha CIHOCOOHOCTH YIPaBJISATh TPAHCIIOPTHBIMHU CPEJ-

CTBaMHU U pa6OTaTb C MCXaHHU3MaMHU.

4.8. Hexkes1aTelbHbIE peaKIUH

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Pe3ynbTarhl poBeIEHHBIX TOKIMHUYECKUX, KITUHUYECKUX HUCCIE0BaHUH, a TAK)KE MOHUTOPUHTA
MEPEHOCUMOCTH TMpenapara, HaXoAIIerocs B 00pallleH!H, CBUIETEILCTBYIOT O XOPOIIIeH epeHo-
cuMocTH npemnapata. K Hanbosee 4acTo perucTpupyeMbIM HEKETATEIbHBIM PEAKIIMSIM OTHOCSATCS
KpaluBHUIA U CHITb. J[aHHBIE HEXeJaTelIbHbIC JIEKAPCTBEHHBIC PEAKIIMU Pa3BUBAIOTCS Yallle B
NepBBIC THU TEPANUU, HE MPUBOIAT K TSXKEIBIM MOCIECTBUAM, B OOJNBIIMHCTBE CIIy4aeB pa3pe-
[IAIOTCSI CAMOCTOSITENIbHO WU MPH HAa3HAYEHHUH JECEHCHOWITH3UPYIOUIEH Tepanuu, BOSHUKAIOT
Yarie y NalydeHTOB C OTSATOMIEHHBIM aJIJIEPTrOJIOTHYECKUM aHAMHE30M, BCTPEUYAIOTCS OYSHB PEJIKO
(e 6onee uem 1 cryyait Ha 10 000 marMeHTOB), HE OKAa3bIBAIOT 3HAYMMOTO HEraTHBHOTO BO3ICH-
CTBUS Ha narueHToB. OueHb PeIKo MOTYT BO3HUKATH aJUIEPTHUECKUE PEAKIIMU B BU/IE MOBBIIIICHUS
TeMITEpaTyphl Tena, 3y1a, sputeMsl (He 6osee yem 1 ciydaii Ha 10 000 marueHToB).

TabanuHoe pE3I0ME HEXKENATCILHBIX PeaKIIMH

Krnaccudukanus 9acToThl HeXKeNaTeIbHBIX PEaKIuil ONpeIesaeTCs CISAYIOIMNUM 00pa3oM: OYeHb
gacto (>1/10), wacto (>1/100, o <1/10), Heuacto (>1/1000, Ho <1/100), penxo (>1/10000, HO
<1/1000), ouens peako (<1/10000), yacTora Heu3BecTHa (HA OCHOBAaHMH UMEIOIINXCS TaHHBIX

OIICHUTH HEBO3MOIKHO).
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HexenarenbHple peakIuu MPECTaBICHB B TA0JHUIIC MS&EE@F’ 'ﬁngE&gl\lﬂ-;lz):-'Olll‘)T;.H}llblM

KJIaCCOM.
CHCTEMHO-OPraHHbIH KJIACC Yacrora pa3BuTus HexenareabHbie
HeXeJIaTeJIbHbIX peakuuu
peakuuii

Hapywenus co cmoponvl koxcu u OYEHb PEIKO ChIIb, KPAMBHULIA, 3y,

NOOKOJICHbIX MKAHell
spuTrema

Obwue Hapyuienus u peakyuu 6 me- OUYEHb PEIKO 03HOO, MOBHIIIICHNE TEMIIepa-

cme 8gedeHuUs TyphI Teja, 00k U MOKpacHe-
HHEC B MECTC BBCACHU S

CTHu
HexenarennHabie pcaKkuuu, Ha6JIIOIlaBIHI/IGC$[ B KIIMHUYCCKUX UCCIICAOBAHUAX Y IIGTGI\/JI, HC OT/JIN4Ya-

JIUCBH OT peaKI_lI/Iﬁ, OTMCYCHHBIX Y B3POCJIbIX.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo01maTh 0 I0A03PEeBaEMbIX HEXENATEIbHBIX PEAKINAX TIOCIE PETUCTPALMHY TIpenapaTa ¢
LeJIbI0 00ecreueH s HeIPEPbIBHOIO MOHUTOPUHIA COOTHOLIEHHUS «II0JIb3a — PUCK» JICKApPCTBEH-
HOro npenapara. MeaunuHCKUM pabOTHUKAaM PEKOMEHAYETCs COO0IIaTh O JHOBIX MOA03peBaec-
MBIX HEXEJIaTeIbHBIX PEAKIUAX JEKAPCTBEHHOT'O MIpernapaTa 4epe3 HallMOHaJIbHbIE CUCTEMBI CO-
0O0IIeHUs 0 HeXKeTaTeNbHbIX PeakLUsIX rocy1apcTB — WieHOB EBpa3uiickoro 3KOHOMUYECKOro co-

I03a.

Pecnyonuxa Benapyco

Anpec: 220045, r. Munck, ip. J[3epxkunckoro, 83, xopi. 15
PVII «lleHTp 3KCIIEpTH3 U UCIIBITAHUN B 3/IPABOOXPAHEHUM
Tenedon: +375(17) 242-00-29

DnekrponHas mouta: rcpl@rceth.by

https://www.rceth.by

Pecnyonuxa Kazaxcman

Anpec: 010000, r. Acrana, yn. A. Imanosa, 13

PI'TI Ha I[IXB «HanuonanbHbli LEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX U3-
nenuiny Komurera MeTMIIMHCKOTO U (hapMaIieBTUIECKOro KOHTPOJIsi MUHUCTEPCTBA 3IpaBOOXpa-
HeHus Pecny6nuku Kazaxcran

Tenedon: +7 (7172) 235-135
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DnexTponnas nmoyra: pdlc@dari.kz

https://www.ndda.kz

Kuipevizckasn Pecnybnuka

Anpec: 720044, r. bumkexk, yi. 3-g auHUS, 1. 25

JlenapTaMeHT JeKapCTBEHHBIX CPEJICTB M MEAUIMHCKUX U3JEIUNA Mpu MHUHHCTEpPCTBE 3/1paBo-
oxpanenus Keipreizckoit Pecriyomuku

Tenedon: +996 (312) 21-92-88

Onekrponnas moura: dlomt@pharm.kg

http://www.pharm.kg

Pecnybnuxa Apmenus

Anpec: 0051, . EpeBan, ip. Komuraca, 1. 49/5

«HayuHbIil HEHTpP 3KCIEPTHU3BI JICKAPCTB U MEAMIIMHCKUX TEXHOJIOTHH UMeHH Akanemuka D. ['a-
opuensHay AO3T

Tenedon: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82 +10 50

DnektpoHHas modra: haira@ pharm.am, vigilance@pharm.am

http://www.pharm.am

Poccuiickasa ®@eoepayus

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIab, 1. 4, cTp. 1
®OenepanbHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHeHUs
Tenedon: +7 (499) 578-06-70, +7 (499) 578-02-20
DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CaeneHus o mepeio3npoBKe Ipenapara OTCyTCTBYIOT.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoauHAMHYECKH e CBOICTBA

dapmakoTepaneBTUYECKas IPyIIa: HMMYHOCTUMYJISATOPBI; APYTHE UMMYHOCTUMYJISTOPHI.
Kox ATX: LO3AX

Mexannsm geiicTBus
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IMIMPOKHUHN CTIEKTpP €ro OMOJIOrMYecKOi aKTUBHOCTHU (IIPOTHBOBUPYCHON, UMMYHOMO/IYJINPYIOLICH,
IIPOTUBOBOCIIAJIUTENIBHOMN U Ip.).

OCHOBHBIMHU KJIETKaMHU-TIpOIylieHTaMu uHTepdepona nocie BeeaeHus npenapara [[UKJIODE-
POH sBnstoTcs Mmakpodaru, T- u B-mumdonutel. B 3aBucuMocTy 0T THIA HHOEKITUHA UMEET MECTO
npeobiiajaHie aKTUBHOCTH TOT'O MJIM MHOTO 3B€HAa UMMYyHUTETA. [Ipenapar unaynupyer BbICOKUE
TUTPBI HHTEPPEPOHA B OPraHax M TKAHAX, COACPKALINX JIUM(POUTHBIC JIEMEHTHI (cene3éHka, me-
YeHb, JIETKHUE), aKTUBUPYET CTBOJIOBBIE KJIETKH KOCTHOTO MO3ra, CTUMYJIHPYs 00pa3oBaHuE rpa-
HysnouuToB. [{TUKJIO®EPOH aktuBupyet T-muM¢onuThl 1 €CTECTBEHHBIC KUJUICPHBIE KIICTKH,
HOpMau3yeT OanaHc Mexay cyonomysinusaMu T-xenmnepoB u T-cynpeccopoB. Y CHIIMBAET aKTHB-
HOCTb 0-CYIIPECCOPOB U Oi-WHTEP(HEPOHOB.

B noknmHMYecKHUX MCClEeIOBaHUAX MOKa3aHo, 4To npumeHeHue npenapara [[UKJIOOEPOH Ha
pPaHHMUX CTaAMSIX UH(EKIIMOHHOTO Mpolecca MPUBOANUT K CHUKEHHUIO BUPYCHOM HAarpy3ku (TUTpa
BUpYyCa) B TKaHAX JNETKuX. [loBbImaeT HeciennpuIecKyro pe3uCTeHTHOCTh OpPraHu3Ma B OTHOIIIE-
HUU BUPYCHBIX M OaKTePHATbHBIX WH(EKIIHH.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

[IUKJIO®EPOH nemoHCTpUpYyeT MPOTHBOBUPYCHYIO aKTUBHOCTh B OTHOLIEHUM BO30yAMTENeH
KJICTLIEBOTO SHIe(alINTa, TPHIIIA, TepIeca, IUTOMETATOBUPYCa, BUPYCa MATMIIIOMBI H IPYTHX BH-
pyCOB.

YcraHoBieHa BbICOKasA 3((EKTUBHOCTH Npenapara B KOMIIJIEKCHOM Tepanuu OCTPhIX U XpOHHUYE-
CKUX OakTepualbHbIX HH(pEeKIuH (HeiponHdeKInu, XJIaMUIM03bl) B KAUe€CTBE KOMIIOHEHTA UM-

MYHOTEpAIIHH.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

ITpu BBEIEHMN MAaKCHUMAJIBHO AOIYCTUMOM 03bl MAKCUMaJIbHAsl KOHIIEHTpALUs B KPOBH JOCTH-
raetcs uepe3 1-2 yaca, yepe3 24 yaca npemnapaTr 0OHapy»KHUBAETCS B CJIEIOBBIX KonudecTBax. [Ipe-
oj10eBaeT remarodHIedatnyeckuii O0aprep. [lepron momyBBIBECHHS COCTaBIsET 4—5 YacoB.
[IUKJIO®EPOH He ob6nanaer KyMyJIsSTUBHBIMH cBoiicTBaMu. He HakamimuBaeTcs B TKaHIX HpU

AJIUTCIIbHOM ITPUMCHCHHUU.

6. PAPMAIIEBTUUYECKHUE CBOMICTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

Bona mi1st uHBeKIui.
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6.2. HecoBMecTHMOCTD

Henpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

5 neT.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU
XpaHHUTh B OPUTHHAIBHOM yIIaKoBKe (ITauke) /sl 3alUTHI OT CBETA, IIPU TeMIepaType He BBIIIE

25 °C.

6.5. XapakTep u cofep:kaHue NePBUYHOH YIIAKOBKH

ITo 2 Mz B ammynax u3 6€CLBETHOIO UM KOPUYHEBOTO cTekia. Ha aMITyly Hak/IenBaroT STUKETKY
camoxutesyrocs. [lo 5 ammmysn noMemarT B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 IUIEHKH I1OJIH-
MepHOU. KOHTYpHYI0 A4EHKOBYIO YIIAKOBKY TEPMOCKIJIEMBAIOT € IJIEHKOW IIOKPOBHOM MJIM OCTaB-
JISIFOT OTKPBITOM. | KOHTYpHYIO SYEHKOBYIO YIIAKOBKY BMECTE C JIMCTKOM-BKJIQIBIIIEM [IOMEIIAIOT
B KapTOHHYIO Nauky. J[1s KOHTpOJIs NepBOro BCKPBITUS OOKOBBIE KJlalaHbl AYKH MOTYT OBITh

3aKJICCHBI OTUKCTKaMHM.

6.6. OcoObie MepbI MPEIOCTOPOKHOCTH NMPH YHUUTOKEHHUH MCIIOJIH30BAHHOIO JIEKAPCTBEH-
HOT'0 MpenapaTa Wik 0TX0/10B, MOJIyYeHHBIX M0CJ/Ie MPUMEeHeHHUsI MpenapaTa u Ipyrue MaHm-
MYJISIIAH ¢ PenapaToM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®enepanus

00O «Hayuno-Texnomornueckas dapmaneruueckas pupma «I[IOJIMCAH»
(OO0 «HTD® «ITIOJIMCAH»).

192102, r. Cankr-IlerepOypr, yn. Canosa, a. 72, kopil. 2, TuT. A.

Tenedon: +7 (812) 448-22-22.

Onekrponnas moura: info@polysan.ru

7.1. [IpencraBureib AepKaTesisi PerucCTPAIMOHHOTO YA0CTOBEPEeHUA
[Tperen3un norpeduTeseil HaIPaBIATh 110 ATPECY:

Poccniickas @enepanvs

00O «Hayuno-texnonornyeckas ¢papmanesruueckas pupma «[IOJIMCAH» (OO0 «HTOD
«ITOJIMCAHY)
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Tenedon: +7 (812) 448-22-22

OnekrponHas noura: safety@polysan.ru

8. HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHUSI
JITI-Ne(001046)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPAIIMUA/TIOATBEPKJIEHUS PETUCTPAIIMU (ITE-
PEPEI'MCTPALIUN)
Jara nepBoii peructpanuu: 19.07.2022

10. JATA IEPECMOTPA TEKCTA
28.10.2022

Oo6mas xapakTepuctuka iekapcrsenHoro npenapara LIUKJIOPEPOH nocrynna Ha nadopMariu-
OoHHOM rntopTaiie EBpa3zuiickoro S5kOHOMHYECKOTO COK03a B MH(OPMAIIIOHHO-KOMMYHHKAIIMOHHON

cetu «MuTtepuer» http://eec.eaeunion.org/




