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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
OramOyron-Oasanca, 100 mr, TabneTku.
OrambyTon-OnBanca, 200 Mr, TabIETKH.
OrambyTon-OnBanca, 400 Mr, TabIeTKH.
OramOyTon-OaBanca, 600 mr, TabIeTKy.
OramOyTon-Oasanca, 800 mr, TabIeTKy.

OrambyTon-OnBanca, 1000 mr, TabneTKH.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB
JelicTBylol11€€ BEIIECTBO: 3TaMOYTOI.

Drambyron-Onsanci, 100 mr, TabaeTku

Kaxxnas tabnerka copepxkut 3tamoOyTon (B Buae ruapoxiopuaa) 100,00 mr.

DramOyron-Onsanci, 200 mr, TabIeTKH

Kaxxnas Tabnerka copepxut 3tamOyTo:a (B Buze rugpoxsuopuaa) 200,00 mr .

Drambyron-Onsanci, 400 mr, TabaeTku

Kaxxnas Tabnerka copepxkut s3tamOyTon (B Buae ruapoxiopuaa) 400,00 mr.

DramOyron-Onsanci, 600 mr, TabaeTKn

Kaxxnas Tabnerka copepkut 3TamOyToa (B Buae ruapoxiopuaa) 600,00 mr.

DramoOvyron-Onsanci, 800 Mr, TadJIeTKH

Kaxxnas Tabnerka comepxkut s3tamOyTon (B Buae ruapoxiopuaa) 800,00 mr.

Drambyron-Onsanci, 1000 mr, TabaeTku

Kaxxnast Tabnerka copepkut 3TamoOyToa (B Buze ruapoxiaopunaa) 1000,00 mr.

[TonHbBIN TEepevYeHb BCIOMOTATEIbHBIX BEIIECTB NMPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaOmeTku.

DramoOvyron-Onsanci, 100 Mr, TadJIeTKH

Kpyrible, MIOCKOIMIMHAPUYECKHE, CO CKOIIEHHBIMH KpasMu TaOJeTKH OeNoro Wiau MOYTH
0esoro 1Bera.

Drambyron-Onsanci, 200 mr, TabaeTku

Kpyrible, MIOCKOIMIMHAPUYECKHE, CO CKOIIEHHBIMH KpasMu TaOleTKu Oenoro Wiu MOuYTH
0enoro 1BeTa ¢ pUCKOW Ha OJTHOU CTOPOHE.

Drambyron-Onsanci, 400 mr, TabaeTku

prT JIbIC, TINIOCKOIHWJIMHAPUYCCKHUE, CO CKOUICHHBIMU KpasiMU TaOIeTKu O€Ioro Wiad IOYTH
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0eJIoro 1BETa ¢ PUCKOW HA OJTHOW CTOPOHE.

Drambyron-Onsanci, 600 mr, TabaeTku

KarcynoBuaHbie, TBOSKOBBITYKIIBIE Ta0JIETKH OEIOro Wiu MOYTH OeJoro IBera ¢ pPUCKOW Ha
OJHOI CTOpPOHE.

DramoOvyron-Onsanci, 800 mr, TabaeTKH

KancynoBuanble, IBOSKOBBITYKIbIE TaOJETKH O€IOro WM MOYTH OEJoro IBeTa C PUCKOH Ha
OJHOM CTOpPOHE.

DramoOvyros-Onsanci, 1000 mr, TabaeTku

KancynoBuaHbie, TBOSKOBBITYKIIbIE TAaOJETKH OEJIOTO WJIM MOYTH OEeJIoro IBeTa C PUCKON Ha
OJHOM CTOpPOHE.
4. KIMHUNYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUI0
[Ipenapat mokaszaH K MPUMEHEHUIO y B3pOCIbIX U Aerel ctapuie 13 ser npu TyOepkynese (Bce

¢dbopmbI) B cOCTaBE KOMOMHUPOBAHHOM TEpaInH.
4.2. Pesxum 103MPOBaHNS U CTIOCOO MPUMEHEHUsI

Pexxum 103upoBaHus

B3pocnvie

Havanbehnbiil nepuoa neuenust: 15-20 Mr/kr Maccel Tena/cyTku — pazoBas o3a. [Ipu nposeaenun
MOBTOPHOTO Kypca Je4eHus: 25 MI/KI Macchl TeNa/CyTKH B OAWH MPUEM B TEUEHUE 2 MECSIIEB,
3aTeM MepexoJIAT Ha IpUeM Ipernapara B 103€ 15 MI/KTI Macchl Tela/CyTKU B OIMH IPUEM.

Jlo3y MOkHO yBenuuuTh A0 30 MI/KT Macchl Tena B cyTKH (Ho He 6oiee 2,0 T') B Ha4aIbHBIN TEPUOT
JIeUeHMsI, IpU peuuanBe Oose3nu, npu yctorumBocT Mycobacterium tuberculosis x apyrum
MPOTUBOTYOEPKYJIE3HBIM CPE/ICTBAM.

Bo3morHO npuMeHeHune npenapara 2-3 pasza B Hezielno (B a3y npoJoypkeHus eyeHus): 3 pas3a B
Heneno — 30 (25-35) Mr/Kr mMacchl Tesia B CyTKH B OJIMH TpHeM; 2 pasa B Heneno — 45 (40-50)
MI/KT Macchl T€Ja B CyTKU B OJIUH IpueM. MakcumalbHas cyTo4Has 1o3a 2,5 T.

Oco0ble TPVIIILI TAIUEHTOB

HpI/I HapyHIICHUU (I)YHKI_[I/II/I IMMOYCK MPOBOAAT KOPPCKIHUIO PEIKMMA NO3UPOBAHUSA B 3aBUCUMOCTHU OT

KIIMPCHCA KPpCATHUHHHA.
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Kimpenc kpearnHuHa (MJ1/MHH)

-.-..-.

thldq}rah%srf'“ TENBHOCTS

Bonee 100 20 MI/KT Macchl Tena/CyTKu
70-100 15 Mr/Kr Macchl Tena/cyTKu
Memnee 70 10 Mr/kr Macchl Tena/CyTKu

IIpu remoguanuse

5 MI/KT Macchl Tela/CyTKH

B nenr nuannsa

7 MI/KT Macchl TeJla/CyTKH

CTHu

Hetsim ¢ 13 et (mpu BO3MOXHOCTU NMPOBEACHUS O(PTATBbMOIIOTHYECKOT0 KOHTPOJIS) Mpernapar

Ha3Ha4YaroT U3 pacycra 15-25 Mr/kr Macchl Tena OJVH pa3 B CYTKH IIOCJIC 3aBTpaKa. MakcuManbHas

cyrouHas fo03a 1 r. [lonHelil Kypc nedenus yures 9 Mecsies.

Cnoco0 nnpuMeHeHus

BnyTps.
4.3. IIpoTHUBONOKA3AHHS

MepPEUYMCICHHBIX B pazzaene 6.1.;
HEBPUT 3PUTEIBHOTO HEPBA,
KaTapakTa,

nuabeTnyeckasl peTUHONATHUS;
BOCIIAJTUTENbHBIE 3a00JICBaHNUS IJ1a3;
noJIarpa;

OepeMeHHOCTb;

NEepUOJT TPYAHOTO BCKApMIIMBAHUS,

netu no 13 jer.

TUTNIEPUYYBCTBUTEIIBHOCTh K 3TaMOyTOJly HWJIM K JIIOOOMY U3

BCIIOMOTI'aTCJIBHBIX BEUICCTB,

4.4. OcoOble ykazaHMsl U1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

XpOHI/I‘{CCKEUI noycyHasad HECAOCTAaTOYHOCTD.

Oco0ble yKka3auus

OTaMOyTOJI IPUMEHSETCS TOJIBKO B KOMIUIEKCHOM Tepanuu ¢ APyruMu MPOTUBOTYOEPKYIE€3HBIMU

npenapartaMu: U30HUA3UI0M, aMHHOCAJIMIINIOBOM KHCHOTOﬁ, CTPCIITOMUIINHOM, TUKIIOCCPHUHOM,

MUupasuHaMnu0M, STHOHAMHUIOM U pI/I(I)aMHI/ILII/IHOM.
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B nauase nedeHust BO3MOYKHO YCUIICHUEC KalllJd, VBCJ’II/I‘ICEI/I'E KJEP;I;ILE[BA_M;B; T 00 I"I:

VY manuMeHToB ¢ HapylleHHeM (YHKLIMHU MOYeK 1032 3TaMOyTojia JOJDKHA ObITh CHMKEHA M3-3a
BO3MO>KHOCTH KyMYJISILIMM IIpenapaTa B OpraHu3Me.

[lepen HayanoM JiedeHHs] 3TaMOYTOJIOM CIEIYeT MPOBECTH O(PTaIbMOIOTUYECKUI KOHTPOJIb:
oOcieioBaHUE TJIa3HOTO JIHA, TOJIEH 3peHMsl, OCTPOTHI 3pEHUs U IBETOOIIYIIeHus. B mpouecce
JeYeHUss HEOOXOAMMO TEPHOAMYECKH TPOBOAUTH O(TAIBMOJIOTHYECKAE HCCIIEIOBAHUA,
IPUHUMAs BO BHUMAaHHUE BO3MOYKHOCTb Pa3BUTHUSl HEBPUTA 3PUTEIBHOIO HEpBAa. Bo3HUMKHOBEHUE
HApYIICHUH CO CTOPOHBI 3PEHMSI 3aBUCUT OT MPOJOJIKUTEIBHOCTH JICYCHHS] U CYIIECTBYIOIIMX
3a0oyieBaHU TJIa3HOro s10y0Ka. B ciayyae uX MOSBICHHS JieYeHHE 3TaMOYTOJIOM CIEAyeT
npekpaTuth. VI3MeHeHHs 3peHrs OOBIYHO OOpaTUMBI, MOCIE MPEKPAIICHUS JICUSCHHUSI UCUE3a0T
yepe3 HECKOJIbKO HEJENb, B HEKOTOPBIX CIIydasX 4epe3 HECKOJIbKO MECALEB. B HCKITIOUNTENbHBIX
CIIy4asiX U3MEHEHHUE B TJIa3HOM sI0JI0Ke HEOOpaTUMBI U3-32 aTPO(HUH 3PUTEIHHOTO HEPBA.
Pexomenayercss mpou3BOIUTh MEPUOAUYECKUN KOHTPOJIb (PYHKIMH MEYEHH, MOYeK U OOIIero

aHaIM3a KPOBH.

4.5. B3aunMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IMpenapaTaMyM W JApyrue BH/bI
B3aNMOJAEeHCTBUSA

YeunuBaer 3((exTsl MPOTUBOTYOEPKYJIE3HBIX JIEKAPCTBEHHBIX CPENICTB, HEHPOTOKCHYHOCTH
nunpoIOKCcallMHa, aMUHOTJIMKO3UIOB, aclaparuHasbl, KapOama3emnmuHa, COJeH JIUTHS,
HUMHUIICHEMA, MeTOTpCKcaTa, XHWUHHUHA.

ANIOMUHUSL TUIPOKCU]] YMEHBIIA€T BCACHIBAHHE STamMOyToJa M3 MUIIEBAPUTEIBLHOTO TpPaKTa.
[Tpuem anroMuHUS TUIPOKCHUIA peKOMEHAYyeTcs uepe3 4 yaca mocie mpruema 3TamoyTosa.

O1aMOyTOJ1 U3MEHSAET METab0IN3M HEKOTOPHIX MUKPO3JIEMEHTOB, IJIABHBIM 00pa3oM, IIMHKA.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

[Tpumenenue npenapata ITaMOyTON-DABaHC IPOTUBONOKA3aHO NMPH OEPEMEHHOCTH.

(cm. pazmen 4.3.).

JlakTarms
[Ipumenenue mpemnapata ITaMOyTON-DABAHCI TPOTUBOMOKA3aHO B TMEpuoj TPYyIHOIO

BCKapMIIMBaHus. (CM. pazaen 4.3.).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeICTBAMU H pPadoTaTh €
MeXaHM3MaMH
VYuuteiBasgs NOOOYHBIE JEHCTBUS JIEKAPCTBEHHOI'O CpEACTBA, CJEIyeT BO3JAEpKaTbCcs OT

BBITIOJTHCHHA YKA3aHHBIX BUAOB ACATCIBHOCTH.
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4.8. HexxenaTesbHbIE peaKIIUU

PesroMe HexxenaTeabHbIX PEeaKIIUN

Hapywenus co cmoponuvl kpogu u aumghamuieckoti cucmemvl. JEHKONEHHUs, TPOMOOLUTOIECHUS,
HEUTPOTICHHUSI.

Hapywenus co CMOpOHbL UMMYHHOU cucmemul: TUIIEPYYBCTBUTEIHHOCTD,
aHaduiIaKkTHYecKre/aHa(pUIaKTOUAHbBIE PEaKIIUU, BKIIIOYAs MIOK, S03MHOP M.

Hapywenua co cmoponvl HepéHOU cucmembl. CIAabOCTh, TOJIOBHas 00Jb, I'OJIOBOKPYXKEHHE,
CIIyTaHHOCTb ~ CO3HAHWs,  JC30pUCHTAIMSA,  TALTIONMHAINH,  JETpeccHs,  CyIOpOrH,
nepudepuyeckuii HEBpUT (IIApeCTE3UH B KOHEYHOCTSX, OHEMEHHE, Mapes3, 3yd), HEBPHUT
3pUTENBHOTO HEpBa (CHMKEHHE OCTPOTHI 3PEHHS, OTPAHWYCHHUE TOJS 3pEHHs, HapylleHHE
[[BETOOIIYIICHNSI (B OCHOBHOM 3€JICHOTO M KPacHOTO), I[BETOBAs CJICNOTA, IEHTpaJIbHAs WU
nepudepryeckas CKOToMa), KPOBOM3IUSHHUE B KIICTYATKY.

Hapywenus co cmoponsl ObixamenvHou cucmemvl, OpeaHo8 epYOHOlU KIemKU U CpeOOCHmeHUs:
THEBMOHUT, HHPHIBTPATHI B JIETKUX ¢/0€3 203MHOPHITNEH/ .

Kenyoouno-xkuweunvle napyuienus. CHUXEHHUE alllIeTUTA, TOIIHOTA, PBOTA, TaCTPAJITHUs, TUapes,
«METAJUTMYECKHIT» MPHUBKYC BO PTy, HapylleHHEe (YHKIUHU TE4YeHU (BIUIOTH IO JICTaJIbHOTO
MCXO0/1a), MOBHIILICHUE aKTUBHOCTH «IICYCHOYHBIX)» TPAaHCAMHHA3, KENTyXa.

Hapywenus co cmoponbl KOXCU U NOOKOJCHBIX mKaHell: OyIIE3HBII 1epMaTUT, KOXKHAs ChIIb,
KpalMBHUIA, KOXHBIH 3yJ, TOKCHYECKHH OSMUICpMAIbHBIA HEKpoim3, cuHapoM CTuBeHca-
Jl>xoHCOHa, peakuus (OTOCEHCHOMIU3ALNH.

Hapywenus co cmopoHbl nouex u Mouegblgo0auux nymeti. THTEPCTUILMANTBHBINA He(QPUT.
IIpouue: TOBBIIIEHNE KOHIICHTPAIIMM MOYEBOH KHCIOTHI B CHIBOPOTKE KPOBH, OOOCTpEHHE

nogarpasl, 00JIb B CyCTaBax, MOBBINICHUC TECMIICPATYPhI TCIIA.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare 0 MOJ03peBaeMbIX HEXKENaTeNbHBIX PEaKIUsAX IOCle PEeTUCTpalluu
JIEKApCTBEHHOTO Tperapara ¢ Hellbl0 00eCTIeYeHNsT HeTPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«TOJTb3a—PHUCK» JIEKAPCTBEHHOTO TIpernapara. MeIuIuHCKUM pabOTHUKaM pPEKOMEHTyeTCs
coo0maTe O JIOOBIX MOJ03PEBACMBIX HEKENATENbHBIX PEaKIUsIX JIEKapCTBEHHOTO Iperapara
Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOMICHUSI O HEXKENATENbHBIX PEaKIUAX TOCYJapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr'0 COI03a.

Poccniickas @enepanvs

®denepanbHas cayx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CriaBstHCKasl TUI0Iaap, 1. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03
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DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEJIEKOMMYHUKAITUOHHON ceTH «HaTepHeT:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIITOMBI

TomrHOTa, pBOTA, TAJUTIONUHAIINH, IOJTMHEBPUT.
JleueHue

CHuMIITOMaTHYECKOE.

5. DPAPMAKOJIOTMYECKHWE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOIicTBA

q)aDMaKOTeDaHGBTHq€CKa$I rpynna. CpeacrBa, AaKTHUBHBIC B OTHOIICHHU MI/IKO6aKTepI/H>'I;

IPOTUBOTYOEPKYJIE3HbIE CPEACTBA; APYrUe MPOTUBOTYOEPKYIIE3HbIE CPECTBA.
Kon ATX: JO4AKO02

Mexanusm geiicTBus

DTaMOyTOJI — 3TO XHUMHOTEPANCBTHUYECKOE CPEICTBO, oOjamaromee OaKTePUOCTATUYECKUM
JICUCTBMEM Ha THUIHMYHBIC W ATUIIUYHBIE MHKOOAaKTepuH TyOepkyne3a. MeXxaHW3M ICHCTBHSI
npenapara CBsi3aH ¢ HapyiieHueM cuHte3a PHK B OakTepuanbHbIX KieTkax. BosmeiicTByeT Ha
BHYTPUKJIETOUHBIE M BHEKJIETOUHbIE BUJbl OakTepuil. [lepBUUHYI0 yCTOMUMBOCTH K JIEKApCTBY

nMeeT 0koio 1 % mareHTos.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

Abcopbuust Beicokast; OuogoctynHocte — 75 - 80 %. [locne mpuema BHYTph B 703€ 25 MI/KT
MaKCHMasbHasi KOHLIEHTpAllKs B TUIa3Me JocTuraercs yepes 2 - 4 yaca u coctaisieT 1 - 5 MKr/mu,
yepe3 24 yaca — KOHIIEHTpAIUsl COCTABIISIET MeHee YeM | MKI/MIL.

Ha 20 - 30 % cBsi3piBaeTcs ¢ OeKaMu IJ1a3MBl.

XOopo1I0 MPOHUKAET B TKAHU U OPIaHbl, a TAaKXkKe B OMOJIOIMYECKHEe KUAKOCTH, 32 UCKITIOUEHHEM
ACIIUTUYECKOH M TUIEBPATLHOMN (B CIMHHOMO3TOBYIO KHJIKOCTh — TOJBKO IPU MEHHUHTHTE).
DTamMOyTOJI YaCTUYHO METa0OIU3UPYETCS B TICUSHH JI0 IPOU3BOTHBIX TUKAPOOKCHIIOBON KHCIOTHI
(HeakTUBHBIE MeTaboauThI). [lepuon momyBbIBeieHUS cocTaBisieT 3 - 4 yaca, a MPH MOYEYHOH
HEJIOCTaTOYHOCTH yIUIHHSeTCS 10 8 4acoB. BeiBomutcs moukamu — 80 - 90 % (50 % - B
HEM3MEHEHHOM BHJIE, 15 % - B BHIe HEaKTHBHBIX MeTaboimTOB) U KumeyHnkoM — 10-20 % (B
HEM3MEHEHHOM BHJIe). BBIBOANTCS pu reMoquanu3e 1 MepuToHealbHOM nuannie. Hanbombime
KOHIIGHTPALlMU CO3/1al0TCS B MOYKAX, JIETKHX, CItoHe, Moue. [IpoHukaeT B rpyaHoe monoko. He
IPOXOJUT 4Yepe3 HEMOBPEeXIEeHHBbINH reMaTodHIedamnueckuii O6apbep. DTaMOyTONd MPOHMUKAET

yepe3 IUIaleHTy. B KpoBUW Tu107a KOHIEHTpaIus 3TamOyTojia coctaBisieT npumepHo 30 % ot


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
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KOHIIEHTPALlUU B KPOBH MaTEpPH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyeHb BCIOMOTraTeJbLHBIX BellleCTB
Kanbums docdara nuruapar, kpaxman kaprodenbabiid, moBuaoH K 30, kapOokcuMeTHIKpaxma

HaTpusA, Maraus creapar, TaJbK.

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh 1pu Temieparype He Boiie 25 °C.

6.5. XapakTep u coiep:kaHie NEPBUYHON YIAKOBKHU
ITo 10 Tabnerok B 61ucTep u3 mieHku [1BX u amomuHMEBOM GOJIBIH.
ITo 5, 10 nim 20 GircTepoB BMECTE ¢ MHCTPYKIUEHN M0 MEAUIIMHCKOMY IIPUMEHEHUIO B MMAUKy U3

KapToHa.

7. AEP/KATEJIb PETUCTPAIIMOHHOTI'O YOCTOBEPEHU S

Poccuiickas ®@enepanus

000 «32nBancn Dapmay

308519, Benropoackast 00J1., MyHUITUTIATBHBINA paiioH benropoackuid, r.1m. mocenok CeBepHBI,
nrt. CeBepHblid, yi. bepesosas, 31. 5.

Ten.: +7 (4722) 20 23 19

Anpec snekTpoHHO# mouThl: factory@atcl.ru

7.1. IlpeacTaBuTEb AepKATEJIs] PErHCTPALMOHHOIO YIOCTOBEPEHHUS

[Iperen3un norpedbUTENEH HAOPABIATE 110 aIPECY:

Poccuiickas ®@enepanus

000 «OnBancn Papmar»

308519, Benropojackast 00J1., MyHUITUTIATBHBIN paiioH benropoackui, r.1. mocenok CeBepHBIH,
nrt. CeBepHblil, yi. bepesoas, 31. 5.

Ten.: +7 (4722) 20 23 19

Anpec snexrponHo# mouTsl: factory@atcl.ru
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8. HOMEP PETHCTPALIMOHHOT'O YIOCTOBEPEHM - 54 TENEHOLTE 0003

9. JATA NMEPBUYHON PETMCTPAIIMM (IIOATBEPXJIEHWUSA PETMCTPAIINMN,
INEPEPETNCTPALIUN)

Jlata nepBoii peructpaiumu:

10. IATA IEPECMOTPA TEKCTA

OOmiass XxapakTepHUCTHKA JIEKQpCTBEHHOrO Ipermapata OTaMOyTOoN-DABaHCH JOCTYIIHA Ha
uH(MOPMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.



