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BPE3TPU ADPOC®EPA, 160 mkr + 7,2 MKr + 5,0 MKI/1032, 23p030J1b AJIS1 HHTAJISIUAI
A03UPOBAHHBIN

JleiicTByromue BemecTsa: 0y 1eCOHU] + TTMKOIUppoHus 6pomun + GopmMoTepot

Ilepea npuMeHeHneM npenapara MmoJaHOCTbIO NPOYUTANTE JTHCTOK-BKJIAABILI, IOCKOJIBKY B

HEM cojlep:kaTcs BaxkHbIe 11d Bac cBeaenus.

e Coxpanure JIMCTOK-BKIaAbII. Bo3moxxHo, Bam norpedyercst mpoynTaTh ero eme pas.

o Eciu y Bac BO3HHKIIM JOMOJHUTEIBHBIC BOIIPOCH], 0OPATUTECH K JICHAIICMY Bpady MU
pabOTHHUKY anTeKu.

e Jlpenapar HazHaueH uMeHHO Bawm. He nepenasaiite ero apyrum jirojiaM. OH MOXKET
HABPE/IUTh UM, JIAXE €CIM CUMIITOMBI UX 3a00JieBaHUs COBIA/1a0T ¢ Bammmu.

e Ecim y Bac Bo3HHMKIIM Kakue-T100 HeXeIaTeIbHbIE PEAKIIMY, OOPAaTUTECH K JICHalleMy
Bpady Wiu pabOTHUKY anTeKu. JlaHHas peKOMEH/Ialus paclipOCTPaHsAeTCsl Ha JIIo0Oble
BO3MO’KHBIE HEXKEJIATEIIbHBIE PEAKI[MH, B TOM UUCIIE HA HE IIEPEUUCIICHHbIE B pa3jiene 4

JINCTKa-BKJIadbIIIA.

Conep:kanue JHCTKA-BKJIA/IbIIIA

1. Yro u3 ceds npexacrasiser npenapatr bPE3TPU ADPOC®EPA, u i yero ero
IPUMEHSIOT.

O ueM cnenyer 3Hath nepeq npuMeHeHueM npemnapara bPE3TPU ADPOC®DEPA.
[Tpumenenue npenapara BPE3TPU ADPOCDEPA.

Bo3MoKHBIC HEKETATSITLHBIC PEAKITUH.

Xpanenue npenapara bPE3TPU ADPOCOEPA.

A R e

CO)ICp)KI/IMOC YIOAKOBKH U IIPOYUE CBEACHHA.

WNHCcTpyKIns 0 NPUMEHEHUIO HHTAISITOPA.

1. Yrto u3 ceds mpeacrasiaser npenapat BPE3TPU ADPOC®EPA, u nas 4ero ero
NPUMEHSIT

IIpentapat BPE3TPU ADPOC®EPA coaepuT TpH ACHCTBYIONIMX BellecTBa: Oy/IECOHU],

TIIMKONUPPOHUS OpoMu U popmoTepona pymapaTa AUTHIpAT.

e  DByJecoHM]l OTHOCUTCS K I'PYIIIIE JIEKAPCTBEHHBIX CPEJCTB, Ha3bIBAEMBbIX
ITIIOKOKOPTUKOCTEPOUIaMHU, U ICHCTBYET, CHIDKAs U MPE0TBpalias BocnaieHue B Bammix

JICI'KHX.
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JIEKapCTBEHHBIX CPEACTB, HA3bIBAEMBIX OPOHXOANIATATOPAMHU (OPOHXOPACLIMPSIOIIUMU
CpeACTBaMU), U ICHCTBYIOT, paccialisist OpOHXHU M MPENATCTBYS CY)KECHHIO UX, TEM CaMbIM
obJieryas JIbIXaHue.
IToka3zanusi K NpUMEHEHHIO
[Ipenapat BPE3TPU ADPOC®EPA noxka3zaH B KauecTBe MOAIEPKUBAIOILIEH Tepanuu
XpOHHUECKOH 00cTpyKkTHBHOM 60se3un Jierkux (XOBJI) cpenueid u TSKeI0i CTerneH: y
B3pOCIIBIX MTAIIMCHTOB, Y KOTOPBIX HE JOCTUTHYT HAAJIE)KAIIM KOHTPOIIb 3200JICBaHHS TIPH
TEpanuy KOMOMHAIMEH HHTATSLMOHHOTO TIIIOKOKOPTUKOCTEPOUIa U B2-alpeHOMUMETHKA
JUTUTEJIBHOTO AEUCTBUS WM KOMOMHaLueH P2-aApeHOMUMETHKA JUTUTENBHOTO AEHCTBUS U
AHTAarOHUCTA MYCKAPHHOBBIX PEIETITOPOB UINTEIHLHOTO ACHCTBUSI.
Cnoco06 aeiicteus npenapata BPE3TPU ADPOC®OEPA
XOBJI — 3T0 XpOHUYECKOE 3a00JIEBaHUE JBIXATENbHBIX MyTEH (OPOHXOB) M JIETKHUX,
BO3HHUKHOBEHHE KOTOPOTO YacTo CBA3aHO ¢ KypeHueM. Cyxenue 6ponxos npu XObJI npuBoaut
K MOSIBJIEHHUIO OJBIILKH M CBUCTSILETO JbIXaHHs, a8 U30BITOYHOE 00pa30BaHUe CIU3H B OpOHXaX —
K [OSIBJICHUIO KallIsl C MOKPOTOM.
IIpenapar BPE3TP1 ADPOC®EPA npuMeHsI0T /Ui 001erueHus JbIXaHus, yMEHbIICHUS
BBIp@)X€HHOCTH cUMOTOMOB XOBJI M yMEHBIIEHUS YaCTOTHI U TAKECTH 00OCTPEHUI
3a00IeBaHUSL.
IIpenapar BPE3TPU ADPOC®EPA nocrasiser AeicTByromue BemecTsa B Bamu Oponxu u
jerkue, korya Bel nenaete Bjjox u3 unransropa. Eciau Bel Oyznere npuMeHsATh 1aHHBIN npenapat
pEryJIsIPHO [Ba pa3a B IeHb, 3TO IOMOKET yMEHbIIUTh BianssHue XObJI Ha Baiy noBceqHeBHy1o
’KU3Hb.

Ecnu ynmyumenue He HacTynuiao uinu Bel ayBcTByeTe yXyAleHUE, HEOOXOIMMO 00paTUTHLCS K

Bpauy.

2. O uyem caeayert 3HaTh nepen npuMenenuemM npenapata BPE3TPU ADPOC®OEPA

IIpoTnBONOKA3aHMS

He npumensiiite npenapat BPE3TPU ADPOC®DEPA:

e ccmu y Bac anneprus Ha Oyneconu, rmukonupponust Opomua, popmotepona pymapara
AUTHAPAT WIK JTI00bIe APYTre KOMIIOHEHTHI Iperapara (nepeuncieHHbIe B pa3aeie 6

JIUCTKA-BKJIA/IBIIIA).

Oco0ble yka3aHus U MepbI IPEXOCTOPOKHOCTH
ITepen npumenennem npenapata bPE3TPII ADPOC®OEPA npokoHCYyIbTUPYHTECH € JICHALIUM

BpPauoOM WM paOOTHUKOM aITEKU.
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TTpenapar BPE3TPU ADPOCDEPA HCIomb3yKT B KaubtlBe 1 e e ot noiep B atotiet

tepannn XOBJI. He ncnionp3yiite naHHbIi penapaT A JICUEHUS] BHE3AITHOTO IIPUCTYIIA

OJABIIIKH WJIN CBUCTAILLCTO AbIXaHMA.

Bo3HuKHOBEHME 3aTPYJHEHHOT'0 AbIXaHUS cpa3y NocJie IPUMEHEHHsI IPpenapara

Ecnu cpa3sy nocie npumenenust npenapara BPE3TPU ADPOCDEPA y Bac Bo3uukaer
CTECHEHHE B I'PY/IH, KaLlIe/Ib, CBUCTSILEE JbIXaHUE WM OJIbIIIKA:

IpeKpaTHTe MPIMEHEHHE JTaHHOTO Tpernapara i HeMeIJIeHHO O0OpaTHTECh 38 MEAUIUHCKOM
TIOMOIIBIO, TaK Kak y Bac MoeT OBITh Cepbhe3HOE COCTOSIHHE, Ha3bIBAEMOE MapagoKCaTbHBIM

OpPOHXOCTIa3MOM.

Ecnu onplilika, CTECHEHHE B TPYAU, CBUCTSAIIEE AbIXaHUE UITH Kalllelb YCUIUBAIOTCS MIPU
npumeHeHuu npenapara bPE3TPU ADPOCDEPA, BaMm cneayer npoaoKUTh NPUMEHSITh
npenapat BPE3TPU ADPOC®DEPA, no kak MOXHO CKOpee 0OpaTUTRLCS K JIeHalleMy Bpady, Tak

kak Bam moxer HOTpe6OBaTBC$I JOITOJIHHUTCIILHOC JICUCHUC.

[IpoKOHCYIBTUPYHTECH C JIEUALIUM BpayoM mnepea npuMeHenueM npenapara bPE3TPU
ADPOCOEPA:

* ecau y Bac BpIcOKOE apTepHallbHOE JIaBICHHUE WM IIPOOJIEMBI C CEPALIEM;

* eciu y Bac caxapHblif quader;

* ecnu y Bac nerounas uHpekuus;

* ecnu y Bac mpo6ieMBbl ¢ IIUTOBUTHOM KEJE30H;

* ecnu y Bac HU3KuMi ypOBEHb Kajlvis B KPOBH;

* ecnd y Bac nmpobGieMsl ¢ npeacTaTenbHOM Kene30i Wik TPYAHOCTH ¢ MOYEUCTTYCKAHUEM;
* ecnu y Bac npobrema ¢ riazamu, Ha3blBaeMasi 3aKphITOYTOJIBHON TTIayKOMOM;

* eciu y Bac mpo6eMbl ¢ mMOYKaMM UK MEYEHBIO.

JleTn m MOAPOCTKH
He namaiite npenapar netsm B Bo3pacte oT O 1o 18 ner, mockonsky npenapat bPE3TPU

ADPOCOEPA He uzyuanu y AeTel U MOAPOCTKOB.

JApyrue npenapatsl H npenapat BPE3TPU ADPOCOEPA
CoobuuTe neyaiiemMy Bpady WK paOOTHUKY allTEeKH O TOM, YTO Bbl npuHuMaere, He1aBHO

MPpUHNMAIA WX MOXCTC HAYaTh IIPUHUMATH Kakne-11oo APYruc nperaparsl.
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HIOBBICHTH BEPOSTHOCTh BOZHUKHOBEHUS HEeKenaTesbHbIX 3¢ dexron. K num otHOCATCS:

e  JICKAPCTBCHHBIC IIPETapaThl, Ha3bIBaeMble OeTa-aipeHobI0KkaTopamMu (Harpumep, aTeHOIOI
WIH TIPONPAHOIION), [UTs JIEYEHHS BEICOKOTO apTepUaIbHOIO AABICHHS WK APYTHX MpoOieM
C CepALEM, WU NpenapaThl U1 JIeUeHHs [TIayKOMBI (HallpuMep, THMOJION);

e KETOKOHA30JI HJIM UTPAKOHA30J VISl JICUCHUSI TPUOKOBBIX MH(EKIIHIA;

e  puTOHABHp MM KoOummcTar juist nedenus BUY-undeximm;

e  JIEKApCTBEHHBIE MPENapaThl, KOTOPbIE CHUKAIOT COJEpHKAHUE KaIHs B KPOBHU, HAIIPUMED:

- DJIFOKOKOPTUKOCTEPOUJBI AT IPUEMA BHYTPh (HAPUMED, IPEIHU30JIOH);

- IMYPETHKH — IpEenapaThl, yBEIMUUBAIOIINE 00bEM MOUH (Harmpumep, GpypoceMu uiu
I'MIPOXJIOPOTUA3K), KOTOPBIE MOKHO IIPUMEHSTE AJIsl JICHEHUS BBICOKOI'O
apTepUaNbHOTO JaBJICHUS;

- HEKOTOpbIE IEKApPCTBEHHBIE NIPENApaThl, HCIOIb3yEeMble AJIS IEUEHUS HapyLIeHUH
JIbIXaHUs (HalpuMep, TEO(MUIUIMH) — Ha3bIBAEMbIE «METHJIKCAHTHHAMUY;

e  JIpyTHe JIEKapCTBEHHBIE IIperapaThl JUIMTEIBHOIO JEUCTBUSL, 110100HbIE JJAHHOMY
npenapary, KOTopble UCIONb3YIOT AJs JISUeHUs HapyLIeHUH AbIXaHHsl, Halpumep,
npenaparsl, CoAepKallie THOTPOIMH, HIIPATPONINH, aKITUAUHUHN, YMEKITUAUHUN UITH
caJIMETEPOJI, BUJIAHTEPOJI, 0JI0/1aTEPOIT WK UH1akaTteposl. He ucnosnp3yiite npenapar
BPE3TPU ADPOC®EPA, ecnu Bbl yxe mpuMeHsIieTe 9TH JICKAPCTBEHHBIC ITPENapaThl.

e  JIEKapCTBEHHBIE NIPENApaThl, KOTOPbIE IPUMEHSIOT AJIA JIEYUEHUS HapyLIEeHUH pUTMa cepaua,
HarnpuMmep, aMHOIapOH.

e  JICKAPCTBEHHBIC MIPEMAPATHI, KOTOPBIC MOTYT H3MEHHUTDH OIPEICICHHYIO JICKTPUYECKYIO
aKTUBHOCTH cep/lla (Ha3piBaeMylo «uHTEepBaioM QT»), Hampumep, mpenapaTsl As
JIeUeHHsL:

- Jenpeccuu (HampuMep, HHTHOUTOPE MOHOAMUHOKCHIA3bl WM TPULMKIUYECKHE
aHTH/ICTIPECCAHTHI );

- OakTepualnbHbIX HHGEKINH (HanmpuMep, IpUTPOMHUIINH, KIAPUTPOMUIIMH WU
TEIUTPOMHULIMH);

- aUIePTUYECKUX peaKkUil (aHTUTHCTaMUHBI).

OO0paTuTech K JieqaleMy Bpady WM pabOTHHUKY anTekH, ecin Bol comHeBaeTecs. [Ipumenenue

npenapara bBPE3TPU ADPOC®EPA ¢ 5TuMu JIeKapCTBEHHBIMU IIPENapaTaMy HE

PEKOMCHIYETCSI.
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BepemeHHOCTD M IpyIHOE BCKAPMJIMBAHHUE

Ecnu But 6epeMenHbl Wi KOPMHUTE IPyIbIo, IyMaeTe, 4YTo 3abepeMeHel, Ui IIIaHupyeTe
OEpPEMEHHOCTb, MePe] HAYaIOM IIPUMEHEHUS TIperapara MPOKOHCYILTUPYHTECH C JICUAIUM
BpauoM WK paOOTHUKOM aNTEKH.

He npumensiite npenapat BPE3TPU ADPOC®EPA, eciiu Bel 6epeMeHHbI, KpoMe clTydaes,
KOT'Zla JIeHalluil Bpayd CKaKeT, YTO Bbl MOXKETE €10 NPUMEHSATD.

He npumensiite npenapar BPE3TPU ADPOC®EPA, eciiu Bot kopmure rpyibio, kpome

CJIy4acB, KOoraga Jleyamun Bpa4d CKa>€CT, 4TO BEI MOXeTe ero NPpUMCHATD.

YnpasieHue TPAaHCIOPTHBIMH CpeACTBAMM H padoTa ¢ MeXaHU3MAMM

MarnoBeposTHO, 4TO JaHHBIN JCKAPCTBECHHBIH MIpernapar nosiuseT Ha Bamy ciocobHoCT
YIOPaBIATh TPAHCIIOPTHBIMU CPEACTBAMH M PabOTaTh C MEXaHU3MaMH. TeM He MeHee,
TOJIOBOKPYKEHHUE ABIISAETCS HEYACTBIM MOOOYHBIM 3(h(HEKTOM, KOTOPBI HEOOXOAUMO YUUTHIBATh

IIPH YIIPABICHUH TPAHCIIOPTHBIMU CPEJICTBAMU M MEXaHH3MaMHU.

3. Ilpumenenue npenapara BPE3TPU ASPOCOEPA

Bcerna npumeHnsiiTe nmpenapar B IOJTHOM COOTBETCTBUH C pEKOMEHAalUsAMU Barero nevarero
Bpada. [Ipu nosBieHNH COMHEHUN [TIOCOBETYHUTECH C JIEUAIlUM BPavyoM Wi paOOTHUKOM aIlTEKH.
Pexomenayemas no3a

PexoMenayeMas 103a COCTABIIAET ABE UHTAALMM [1BA pa3a B CyTKU — IBE€ UHTAJALUU YTPOM U
JIBE€ UHTAJIALUU BEUEPOM.

Baxuo npumensrts npenapat bPE3TPI1 ADPOC®EPA kax/blit neHsb, 1axe ecnn y Bac net
cumnromoB XOBJIL.

Cnocod npumMeHeHnst

Jlns MHranAuMOHHOTO MPUMEHEHUS.

ITomHUTE: BCEr1a MOCIE MPUMEHEHHS YTPEHHEN M BEUEPHEH /103bI MpenapaTa TIIaTeIbHO
mponojomuTe pot Bojoi. [locne monockanusa Boly Hy»KHO BBIILUIFOHYTh, HE TJIOTaTh.
IIpounTaiite MHCTpYKLHUIO IO UCIIONB30BAHUIO MHTAISATOPA B KOHLIE JAHHOTO JINCTKA-
BKianbima. Ecnu Bel coMHeBaeTeck B TOM, KaK MPaBUIIBHO NpUMeEHATH nipenapat bPE3TPU
ADPOCOEPA, obpaTuTech k JieqaneMy Bpady Wi pabOTHUKY alTEKH.

IIpoo/KNTEIBLHOCTE TEPAIINH

JlaHHBIN mpenapar npeAHa3sHa4YeH AU JUIMTEIILHOrO IpuMeHeHusd. Eciau Bel XOTuTe IpekpaTurh
JIeYEHHUE, CHaYaJ1a IPOKOHCYJIBTUPYHTECH C JIeHaluM BpayoM, IOCKOJIbKY Bamyu cuMrromel

MOTYT YCWJIHThHCS.
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Ecnu Bam ci10:xHO 1enath BAOX U OJJHOBPEMEHHO Ha)KMMATh HA MHTAJISATOP, 0OpaTUTECh K
JeyaleMy Bpady Win paboTHUKY anTeku. Bozmokno, Bel Morim ObI HCITONIB30BATH CHIieicep
BMecTe ¢ BamuM uHransatopom.

Ecau Bol npumenniu npenapara BPE3TPU ADPOCDEPA 6o.b1i1e, 4em ciie10Baj10
Ecau Ber npumenmn npenapata BPE3TPII ADPOC®EPA Gosnblie, uem cienosano,
HEMEIJICHHO OOPaTHTECh K BPAady MIIH PAOOTHHKY AlTCKH.

[Ipr3HakaMy nepeso3UPOBKH ABISIOTCA HEYETKOCTh 3pEHUS, CYXOCTh BO PTY, TOLIHOTA,
MBILIEYHBIH CI1a3M, TPEMOP, TOJIOBHAs 00JIb, YUallleHHOE cep/lieOueHHe U MOBBILIEHHOE
apTepHalIbHOE JaBJICHHUE.

Ecan Bbl 3206114 npuMenuTh npenapat BPE3TPU ADPOC®EPA

He npumeHsiiTe 1BOMHYIO 103y, 4TOOBl KOMIIEHCUPOBATh 3a0bITyI0 103y. lIpuMenuTe npenapar,
KaK TOJIBKO BCIIOMHHTE.

OyHaKo, eciii IOYTH MOJI0IIUI0 BPEMsI IIPUMEHEHUS! CIIEIYIOIIEHN /10361, IPOITYCTUTE 3a0bITYIO
J03y. He nenaiite Goipliie IByX MHTAIAIUN /1B pa3a B CYyTKHU.

Ecan Bol npekparuiim npumerHenue npenaparta bBPE3TPU ADPOC®EPA

CM. mogpaszaen «IIpoaomKUTENBHOCTD TEPATUNY.

[Ipm HaNM4UK BOIIPOCOB 10 IPUMEHEHUIO IIperapaTa oOpaTUTECh K JICUallleMy Bpady.

4. Bo3MoKHBIE HeKeJlaTeJIbHbIe PeaKIuu

[Tono6HO BceM JIEKapCTBEHHBIM TpemapaTaM Mpenapar MOKET BBI3BIBATH HEKEIATCITHHBIC

peakiuy, OJHAKO OHU BO3HUKAIOT HE Y BCeEX.

Cepbe3Hble HexKelaTedbHbIe peaKIHu

Heuacmo (mozym eo3nuxamo ne 6onee uem y 1 uenosexa uz 100):

Bo3nukHoBeHMe 3aTPY/IHEHHOT0 ILIXaHUS cpa3y MocJie NPUMeHeHus Npenapara:

e ecnu y Bac BO3HUKAIOT 3aTpyIHEHUS ABIXaHUS Cpa3y Mocyie MpUMeHeHUs mpenapara
BPE3TPU ADPOC®EPA, Takue kak CTECHEHUE B TPYAH, Kalllellb, CBUCTSILEE JbIXaHUE WU
OLIYIIIEHHE HEXBATKU BO3yXa, MPeKPaTHTe MPUMeHeHHe JaHHOTO mpenapara u

HeMeIJIEeHHO co00uIuTe 00 3TOM Bpauy.

AJ1epruyecKue peakumu:

®  OTEK JIHIA, 0COOCHHO BOKPYT PTa (OTEK S3bIKA WIH TJIOTKU MOXKET 3aTPYAHUTH TIIOTAHUE);
° CBIIIb WJIW KpAlIMBHUIIA B COUCTAHHU C 3aTPY/THCHHBIM JBIXaHHUCM,

e  BHE3AIIHOEC MPEAOOMOPOYHOE COCTOSHHUE.

OTH CUMITTOMBI MOryT ObLITH NpHU3HaAKaMu annepmqecxoﬁ pcaKknuu, KOTopasi MOXKCT CTATh

cepbe3HOM. [IpekpaTuTe NpUMEHEHNE JAHHOTO MIpenapara U HEMEAJIEHHO 00paTUTeCh 3a
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MCPCUHNCIICHHBIC BBILIC.

Jpyrue HexeJIaTe/IbHbIE pEAKIHH

CooluuTe JevaiiemMy Bpady WK pabOTHUKY anTekH, eciiu Bbl 3aMeTinu mo0yro u3

CIIEYIOIINX HEXKEIATEIbHBIX PEAKLIHM:

Yacmo (mozym éo3nuxamsu He 6oee uem y 1 uenosexa uz 10):

e  MoJIouHHIIA (TpHOKOBas HHQEKIHA ) ITOJIOCTH pTa

e  BBICOKUH YPOBEHb caxapa B KPOBU

®  YyBCTBO TPEBOTH

®  HApYIICHUsS CHA

e  roJioBHas O0JIb

®  TONIHOTA

e  0OJIe3HEHHOE M YaCTOe MOUYEUCTTYCKaHHe (MOKET ObITh MPU3HAKOM HH(MEKIUU
MOUEBBIBOSIIUX MyTeil)

e  Kallelb W/WIH OCUILIOCTb Tojloca

®  MBIIIEYHBIE CYyIOPOTH

e  OIIYHICHHUE CepiieOneHus

®  [HEBMOHUS (BOCIAJICHHE JICTKUX, BEI3BAHHOC MH(EKITHCH ).

Coo0mure neyarieMy Bpady, ecinu Bo Bpems npumeHeHus npernapara BPE3TPU ADPOCOEPA

y Bac umeercs uTo-nm6o 13 nmepedrcIeHHOro aiee, 3T0 MOTYT ObITh CUMIITOMBI MH(MEKIINN

JETKUX:

®  JIUXOpajaKa UIu 03HOO

e  yBeITHYEHHE KOJMYECTBA MOKPOTHI, H3MEHEHHE 1IBETa MOKPOTBI

®  YCHWJICHHE KalllIsl WM YCHIICHHUE 3aTPYAHCHHOTO JBIXaHUSI.

Heuacmo (mozym e03nuxamo He 6onee uem y 1 uenoeexa uz 100):

®  pOXb (TpeMop)

®  CYyXOCTh BO PTy

®  JIErKO€ pa3pa)K€HUE IIO0TKH

®  KPOBOIOJTCKH Ha KOXE

e  ouyneHne 6ECOKONCTBA, HEPBO3HOCTh MIIM BO30YKACHUE

e jlenpeccus

®  yualeHHOE cepAnecOMEeHUE UM HEPUTMUYHOE cepueOrneHune

e  00Jb B IPYAM WM OUIYIICHUE CTECHEHMSI B TPYH (CTCHOKap )
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®  TOJIOBOKPYXXEHHE

®  TPYIHOCTH C MOUYEHUCITyCKaHHEM.
Ouenv peoko (mo2ym eo3nuxkams He 0o1ee uem y 1 uenosexa uz 10 000):

®  U3MEHEHHUE MOBEJEHUS

e  CHIDKeHHE (DYHKIMH HAATIOYEYHUKOB.

Yacmoma neuzgecmna (LCX005 U3 UMEIOUUXCA OAHHBIX YACIMOMY 603HUKHOGECHUA
Onpeoenumy HeO3MONCHO):

®  HEUYETKOCTH 3PCHHUS

® [OMYTHEHHE XPYCTATHKOB Ia3 (IMpU3HAK KaTapaKThl)

®  T[OBBINICHNE BHYTPUIJIA3HOTO AaBIE€HUS (TIayKoMa).

CoolueHue 0 HeKeJIATEeJIbHBIX PEeAKIIHAX

Eciin y Bac Bo3HHKAIOT Kakue-11M00 HEXKeNaTeIbHbIE PEAKIIMH, IIPOKOHCYJILTUPYHTECH C BpauoM
VI padOTHUKOM arTeku. JlaHHas pEKOMEH/IalUs PACcIIPOCTPAHSIETCsl Ha JIF00bIe BO3MOYKHBIE
HE)KeJIaTeNlbHbIe PEaKLMU, B TOM YHCIIE Ha He MTepeYrCIeHHbIEe B IUCTKe-BKIaablle. Bbl Takxke
MOKeTe COOOLINTE O HeXeJaTeIbHbIX PeaKLUAX HAapAMYIo (cM. HIke). Coolmias o
HE)KEJIATEJIbHBIX PEAKIMAX, BBl ToMoraeTe noiay4yuTs O0JIbIIE CBE/IEHUI O OE3011aCHOCTH
perapara.

Poccuiickag @eepars

denepanpHas cmyx6a o Haa30py B cdepe 3npaBooxpanenus (PoczapaBHanzop)
109074, r. Mocksa, CnaBsiHCKasl TUIoIaab, 1. 4, ctp. 1

Ten.: +7 (495) 698 45 38, +7 (499) 578 02 30

On. mouta: pharm@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru

PecnybOnuka Kazaxcran

PI'TI na IIXB «HanuoHaJIBHBINA TEHTP SKCOEPTU3BI JEKAPCTBCHHBIX CPEJCTB U MEAUIHMHCKHX
uznenuin» KoMmuTera MeIUIMHCKOTO U (apMaleBTUYECKOTO KOHTpOJIS MUHHCTEPCTBA
3npaBooxpaHeHus PecnyOnuku Kazaxcran

Caiir: http://www.ndda.kz

S. Xpanenue npenapata BPE3TPH ADPOC®EPA
XpaHuTe rpenapar B HeIOCTYITHOM Ul peOCHKa MECTe TaK, 4T0O0bl peOCHOK HE MOT YBUICTh

Cro.



COOTBETCTEYET SKCNEPTHOMY OTHETY

ot 26.07.2023 N= 14191
He npumensiite npenapar mocie UCTEYEHUS CpOKa roud&%&;95&4&@6&5&@5%};36%93%6,

nakere ¥ OayuroHe noce cioB «l'oxeH go». /laToi ucreueHus: Cpoka roJHOCTHU SBISETCS
IIOCJICIHUN JICHb YKAa3aHHOI'O MECSLa.

Hcnonp30BaTh B TEYEHHE 3 MECALIEB IIOCIIE TIEPBOIO BCKPBITHS ITAKETA.

VHranarop XpaHUThb B 3aKPbITOM IIAKETE — HHIATATOP CIEAYEeT 10CTaTh U3 3aKPHITOro MakeTa
HEIIOCPEACTBEHHO IIEpe/l IEPBLIM IPUMEHEHHEM. B IeHb BCKPBITHS IIaKETa HAIIMILUTE JaTy Ha
KAPTOHHOM ITAYKE U 3TUKETKE MHTAIATOPA B CIIEHUAIBHO OTBEICHHOM IIOJIE.

XpaHuTh npu TeMiieparype He Boite 30 °C.

Buumanue: bannon He crnefyeT pa3OUBaTh, IPOKAIBIBATH MU CKUTATh, JAXKE €CIIH OH KaXKeTCsl
nyctbiM. He ucnosip30BaTh U HE XpaHUTh BOJIM3U HCTOUYHUKOB TEIUIA WIIM OTKPBITOTO OTHSL.
Henb3s noaseprare HarpeBanuto Boime 50 °C.

He BpIOpacbIBaiiTe mpenapar B KaHAIH3ALHIO UIH ¢ OBITOBBIMU OTXOAaMHU. Y TOYHUTE Y
paOOTHHUKA aNTeKH, KaK clleAyeT yTUIU3UPOBaTh (YHUUTOKUTh) IpenapaT, KOTOPbIH OoJbIle He

nOTpeOyeTCs. ITU MEPBI MTO3BOJIAT 3AIUTUTE OKPYIKAIONIIYIO CPE/Ty.

6. CoaepxuMoe YNAKOBKH M IPOYME CBECHUS

IIpenapar BPE3TPU ASPOC®DEPA coaep:xkur

eticTByromiue BemecTsa: Oy 1eCOHU T + IITUKONUPpOoHUs OpoMul + GOopMOTEPOII.

Kaxnas nocrasisiemas 7103a (COOTBETCTBYET 1 BBICBOOOK/ICHUIO/MHTAISIIUH JICKAPCTBEHHOTO
mpernapara) CoAepKHUT OyIeCOHHUT MUKPOHH3UPOBAaHHBINH 160 MKT, IMTUKOMUPPOHUST OpOMHT
MHUKPOHH3UPOBaHHBIH 9,0 MKT (B ImepecueTe Ha MNIMKOMUPPOHUH 7,2 MKT), popMoTepoa
¢dbymapara IUruapaT MUKpOHM3UPOBaHHBIH 5,0 MKT (B nepecdere Ha 6e3BO/IHBIN opMoTEpoIIa
dbymapat 4,8 MKT).

[IpourmMu UHTpeaueHTaMH (BCTIOMOTaTeIbHBIMU BELIECTBAMH) SBIISIOTCS MOPUCTHIE YACTUILIBI

(1,2-gucteapoun-sn-ruuuepo-3-hochoxonuH U Kanblus xaopun), Hopdaypas (HFA-134a).

Buemnnii Bug npenapara BPE3TPU ADPOC®EPA u conepxumMoe ynakoBKH
[Ipenapat BPE3TPU ADPOC®EPA — 310 a3p0301b A UHTAISAIUN JO3UPOBaHHBIN.
WHranarop:

bannon ¢ Genoit Haca/IkoOM, MPUKPEIUIEHHOH K OAJIIOHY €O CTOPOHBI KJlalaHa, U HHIUKATOPOM
J103 B BUJIC LIIUTKA C SKPAHOM CO MIKAJIOM, COOTBETCTBYIOIICH KOJIMYECTRY /103 B HHTAISTOPE
(120). bayon cuabkeH pacHbUIIIOIINAM YCTPOMCTBOM KENTOrO [BETA C 3AIMUTHBIM CEPBIM
KOJIIIAYKOM.

CoepxxuMoe danmoHa:

ITopomiok Genoro 1BeTa.



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o7 26.07.2023 N= 14131
ITo 10,7 r (120 no3) B unransarop. Ilo 1 unransatopy B naker HQ%EWJ&M% Lottt reBoit

¢onbru, copepkamuii gecukant. [lo 1 makery ¢ JIMCTKOM-BKJIAIBIIIEM B KAPTOHHYIO ITAYKYy C

KOHTPOJICM LICPBOTO BCKPBITUS.

Jep:xaTe/ib perucTpallHOHHOIO Y10CTOBEPEeHUs
Acrpa3eneka Ab / AstraZeneca AB
SE-151 85 Coneprainse, [lsenns / SE-151 85 Sodertalje, Sweden

IIpousBoauTenb
Acrpa3eneka Jlroakepk [Ipomakmin / AstraZeneca Dunkerque Production
224 Agenro e na opaouns, 59640 Joukepk, @panius / 224 Avenue de la Dordogne, 59640

Dunkerque, France

3a moboii nadopmarueii o mpenapare, a TakKe B CJIydasX BOSHUKHOBCHUS TIPCTCH3UN CIIC/IyET
o0paniaTteCs K MECTHOMY IPEJICTABUTEINIO JICPHKATEIS PETUCTPAITUOHHOTO Y/IOCTOBEPEHHS:

Poccuiickag @enepanus

00O Actpa3eneka @apMacblOTUKAN3

123112, r. Mocxksa, 1-it Kpacuorsapaeiickuii npoes, ja. 21, crp. 1, arax 30, komuars 13 u 14
Tein.: +7 (495) 799 56 99

®axc: +7 (495) 799 56 98

PecnyOnuka Kazaxcrau

[TpencraButensctBO 3AK «Actpa3eneka I0-Keit Jlumuren»

Pecniy6nuka Kazaxcran, r. Anmarsl, 050000, yn. Kynaesa, a. 77, oduc 101
Ten.: +7 727 232 14 15; +7 701 0326745
adverse.events.kz(@astrazeneca.com

uu o cepuike https://contactazmedical.astrazeneca.com

JIncToK-BKIAABINI TepecMOTPeH

IIpoune HeTOYHMKH MH(POPMALUHU
IToapoOubie cBeAeHUS O JaHHOM IIpernapare coaepkarcs Ha BeO-caiire Coro3a:

http://eec.eacunion.org
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 26.07.2023 N= 14191
(NOCNEOOBATENLHOCTL 0006)

HpoanaiflTe nepea NpUMEHCHUEM HHTAJIATOPa

HHCTPYKIOHUA ITIO IPUMEHEHHWIO HHI'AJIATOPA

BPE3TPU ASPOCDEPA
(6yneconnn + rouxkonupponus 6pomus + hopmoTepo)
A3p0o30I1b 1711 MHT ALK 103UPOBAHHBII

JIs vHTranauun 9epes pot

BHuMaTe1bHO NPOYHTAlITE JTAHHYI0 HHCTPYKIHMIO.
Banr unransrop ripeniapara BPE3TPU ADPOC®OEPA (B 1anHOM MHCTPYKLNHM Ha3bIBACTCSI

((I/IHFaJ'ISITOPOM))) MOKET OTIIMYAThLCA OT HHI'aTIATOPOB, KOTOPLIE BrI IIPUMCHAJIN paHee.

Baxunas undgopmanmst
o Toabko Aasi MHTAJAIUIA Yepe3 PoOT.
e IloaroroBbTE MHrAJIATOP K NEPBOMY HCII0Jb30BAHUIO.
e IlpombiBaiiTe pacnbuIsiIOIIEe YCTPOICTBO KeJITOr0 BeTa 1 pa3 B Hee110.

e IlpoBoauTe 2 HHTAJISINUM YTPOM H 2 UHTAJISILMY BE4EPOM.

XpaHeHHE HHTAJISTOPA
e XpaHHTEe UHTAIATOp NpH Temmneparype He Boime 30 °C.
e He xpaHuTe MHTAJAATOP BO BJAKHOM MOMeIleHHH, HATPHMeP, B BAHHOH KOMHAaTe.

L4 XpaHHTC HHTAJIATOP U BCC JICKAPCTBCHHBIC IIPCIIAPAThI B HEAOCTYITHOM IJIA pC6CHKa

MECTE TaK, YTOObI peOCHOK HE MOT YBUJIETh HX.

11



Yacru Bamero unrajisitopa

COOTBETCTEYET SKCNEPTHOMY OTHETY

ot 26.07.2023 N= 14191
(NOCNEOOBATENEHOCTL 0006)

Aupuxarop no3
[IpukperneH K BepxHel yacTu OauioHa Mo JaBJIeHHEM

BaJjion noa naBjieHueM (HAXOOAUTCSI BHYTPH)
Coaep XuT JeKapCTBEHHBIN Tpernapar

Pacnblisiromee ycrpoiicTBo
BMmemaet 6anoH noa qaBieHueM

MyHaIITYK

BricBoOOXK 1a€T JICKApCTBEHHBIN Mpenapat

33[HPITHI)II7[ KOJIMAY0K

BamnmaeT MYHAUITYK, KOI'Jla UHTAJIATOP HC UCIIOJIB3YCTCS

CunrtbiBaHHE MOKA3aHMH HHANKATOPA 103

® NHaukaTop 103 NPOU3BOAMT 0OpaTHBIN oTcYeT 10 1 103€¢ mocje Kaxaoro

BbICBOOOK/ICHUS IIpenapara.

Ykazareanb

YKa3bpIBa€T Ha KOJUUYECTBO OCTABIIUXCS 103

Kearas 30Ha
OO6paruTtech 3a HOBBIM HHTAJISITOPOM, KOT/1a
yKa3aresib HAXOIUTCS B KCIATOU 30HE

KpacuHas 30Ha
YTUnusupyiTe UHransaTop, Koraa yka3zareib
HaXOAUTCA Ha 3HaueHUH «0» B KpacHO 30He

@ He nbiTaiiTech MPOBECTU MHTAIANINI0, KOT/a YKa3aTe/Ib HAXO0AUTCHA HA 3HAYCHUUN

«0», moromy 4T0o Bbl HE MOJIyUHTE NOJHYIO 103y NIpenapara.

ITorpe6HOCTE B HOBOM MHIAJISAITOPE

O6paTI/ITeCI) 3d HOBBIM UHTAIATOPOM, KOI'/Ia YKa3aTCJIb Ha MHAUKATOPC 103 HAXOAUTCA B

JKEJITOM 30HE.

12



COOTBETCTBYET 3KCNEPTHOMY OTHETY
ot 26.07.2023 N= 14191

(MOCNEOOBATENBHC

..........

yTI/IJII/I3aIII’Iﬂ HHTAJATOpA

YTI/IHI/ISI/IPYI\/'ITG HHTAJIATOP B COOTBCTCTBUU C JIOKAJIbHBIMU Tp€6OBaHI/IHMI/I, Koraa.

® YyKa3aTeJb Ha HHAUKATOPC 03 HAXOAWUTCS Ha 3HAYCHUU «O0»

HJIN

¢ [IpomuuIo 3 Mecsina 1ocie U3BJIeYeHUs HHTAJIATOPA U3 ITAKETa U3 AJIFOMUHHUEBOM (bOJIbFI/I.

He ucnoJib3yiiTe pacnbuisiioiee yCTpoiicTBO IOBTOPHO H He MCIIOJIb3YHTE €ro ¢

0aJlJIOHaAMH ¢ JEKAPCTBECHHBIM MIpenapaTomMm OT APYrux UHrajisiTopoB.

He leOKaJILIBaﬁTe 0aJUI0H U He 6pocaﬁTe €ro B OroHb UJiMN B MeYb.

INEPE/] ITIEPBBIM UCITOJIb3OBAHUWEM — noaroroBbTe Baiii MHraJsiTop K nepBomy

HCII0JIb30BAHNIO, ¢/1€J1aB 4 BHICBOOOKICHUA Npenapara

L Hepe)l HCPBBIM UCITIOJIB30BAHUCM MHTAIATOPA IIO/IrOTOBLTEC CI'o, 9TOOLI MOJIYy4YUTH

HE00X0/IMMOE KOJIMYECTBO JIEKAPCTBEHHOIO IIperapaTa Ipu IPUMEHEHUH.

Hoaroroska uurajasiropa. llar 1

CHUMUTE 3aUUTHBIA KOJIIAYOK C MYHJIIITYKA.
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COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 26.07.2023 N= 14191

IBATENBHOCTE U006)

Moaroroska unrhustopa. [Har -+

XOpOo1110 BCTPAXHUTE UHTAIATOP U BbICBOOOANTE 1 TeCTOBYIO 103y B BO3/lyX, HAlIpaBUB
UHTAJISITOP B CTOPOHY OT ce0s1. BricBoOoauTe B 00111 CI0KHOCTU 4 TECTOBBIX [103bl,

nepea KaxxIbIM BBICBO60)K,Z[€HI/IeM BCTPAXHUBASA HHTAIIATOP.

Bcero 4 pa3za
BCTPSIXHHUTE HHTAJISITOP H
BBICBOOO/HTE TECTOBBIE IO3BI

@ HJ’IH MOATOTOBKU HMHIAJLATOPA IPEAYCMOTPEHBI JOIMOJTHUTEIBHBIC T03bI. He

NpoInycKaiTe NOAr0TOBKY HHIAJISITOPA.

@ IloBTOpHO MOAr0TOBLTE HHIAJATOP K ,HJ'IH HOBTOpHOﬁ IOATOTOBKH HHIAJIATOpA K

HCIIOJIB30BAHUIO: HUCITOJB30BAHHIO B]':»ICBO6OI[I/IT€ 2 TeCTOBBIE

® II0CJIC TPOMBIBKH PacIbUISIONICTO JI03bI, [IEPE/L KAKJIBIM BHICBOOOK/ICHUEM

yCTpOMCTBA BCTPSAXUBAS MHIAIATOD.

¢ CCJIH MHTaAJIATOp YPOHUIIN

Bcero 2 paza
BCTPAXHUTE HHTAJATOP U
BBICBOOO/TUTE TECTOBBIE
A03bI

¢ CCJIM MHTAJIATOP HC UCIIOJIB30BaAJIN

ooitee 7 nueit

INOBCEJHEBHOE UCITIOJIb3OBAHHUE yTpom u BeuepoM — NpoOBOAMTE HHI AJISIIIAN

e CyrouHas 1032a: 2 HHTAJSALMH YTPOM U 2 HHTAJISLUH BEe4E€POM.

e [lonomure poT BOOI nocne 2 MHTANSIIMM, YTOOBI IPEIOTBPATUTE pa3BUTHE FPUOKOBOI

HH}EKINU.

14



COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 26.07.2023 N= 14191

ar 1

(MOCTTEOOBATENBHOCTE 0006)

CHuMHUTE 3alUTHBIN KOJIIA4OK ¢ MyHITYKa. IIpoBepbTe MyHAIITYK Ha HAJIMYHe

MMOCTOPOHHUX YaCTHUL U YAAJIHUTE UX IEPET UCIIOJIB30BAHUEM HHIAJIATOpA.

Lo
-
B
Hlar 2
Xopomo Chenaiite [Tomecture Haunure 3ajiepxure
BCTPAXHUTE MTOJIHBIN MYHJIITYK B pOT | [1yOOoKuil 1 JbIXaHHE KaK
UHTAJIATOp Nepel | BBLAOX. U 00XBAaTHUTE €ro | MEeIJIEHHBIN BIOX,| MOKHO JIOJIBIIIE,
KaK/IbIM rybamu. OJIHOBPEMCHHO | IPUOJIUZUTEIIHLHO
BBICBOOOYK/ICHUEM BbICBOOOK1as1 1 | Ha 10 cekyHa.
JO3BI. A03y.
[Iponomxaiite
BJIOX TaK JIOJTO,
HACKOJIBKO
CMOXKeETe.
.“/ :/
5 T
/\Q\," - i . rﬂ/:@\(/ i
< % J : J /é’/
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 26.07.2023 Ne 14191
T b2 (MOCTENOBATERHQCTE 0006)

Hanenpre 3amuTHBINA Koamadok | [IpomonommTe poT Boaoil.

Ha MYHAIITYK. Ilocie monockaHUs BBIILTIOHBTE

BOZY, He IJIOTAaHTe.

IloBTOpHTE
IIIar 2, 9To0bI
NPOBECTH BTOPYIO
HHT AJISIHIO

EXEHEJIEJIBHAS I[IPOMbBIBKA — npombiBajiTe pacnblisioinee ycrpoiicrso 1 pa3 B

e IIpombiBaiiTe pacnblIsiONIee YCTPOHCTBO JKeJITOT0 IBeTa 1 pa3 B HeleJI10, UTOOBI

YacTHIIBI MIpenapaTa He HaKallJIUBaIUCh U He OJIOKUPOBAIM BBICBOOOXKIEHHUE TpenapaTa
U3 MyHJLITYKA.

e He nonyckaiiTe HaMOKaHHus 0aJIJIOHA.

e JIoBTOPHO NOAIOTOBHTE HHTAJIATOP K HCIO/Ib30BAHUIO 110C/IE IPOMBIBKH

PACHBLISIIOIIET0 YCTPOiicTBA.

IIpombiBka. Ilar 1 IIpomeiska. Hlar 2
W3BnexuTe 6aIoH U OTIOXKHTE €T0 B CHuMHTE 3aIllIUTHBIN KOJIAYO0K C
cropony. He nomyckaiite HAMOKaHUS MYH/IITYKA.

oaJsIoHA.

P

g~
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COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 26.07.2023 N= 14191

g e ey e g g

IIpombiBka. Illar 3

MOCTE OB Sitibital EHOP

[IpomoiiTe pacnbuIsAOnIEe YCTPOUCTBO IO CTPYEH TEIUION
BOJIbI U€pe3 MYHALITYK B TeueHue 30 CeKyHN, a 3aTeM — uepes
BEPXHIOIO YaCTh PACMIBUIAIOIIErO YCTpOcTBa B TeueHue 30

cexyH/l. [IpoMbiBaiiTe B 0011€l ¢J10:KHOCTH B TeyeHue 60

CEeKYH/I.

YCTPOMCTBA.

g4

He BuITHpAliTE
MOJIOTeHLIeM HJIH

cajipeTkoi.

BO/1y € PacHbLISIIOLIETO

MakcuMaJbHO CTPAXHUTE

IIpomeiBka. Illar S

ITpombiBka. llar 6

OcmoTpuTe pacnbUIsIONIee YCTPOUCTBO U
MYHJIITYK BHYTPHU, YTOOBI YOEAUTHCS, UYTO
YaCTHUIBI NTPEnapaTa NOJTHOCTHIO CMBITHL.
[Tpy HaTUYUK CKOTTUBIITMXCS YaCTHIT

TIOBTOPUTE IIard MPOMBIBKH € 3 110 5.

OcTaBbTe pacHbUIMIONIEE YCTPOUCTBO HA
BO3/yXe€ JJIs1 BRICBIXQHUS, JKETATENIbHO Ha
BCIo HOuL. He momenaiite 6aaioH B
PaCTIBUISIONICE YCTPOHCTBO, MMOKA OHO

MOKpOE.
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ot 26.07.2023 N= 14191

IIpomeiBka. Ilar 7

MO SRR HEF i/ T5 0006)

Korna pacnbsuisironiee ycTponcTBo
BBICOXHET, CHAYAJIa HAJleHbTe 3allH THbII
KOJIIIAY0K HA MYH/JIUTYK, a 3aTEM,
OCTOPOKHO HaIaBJIMBas Ha OAJUIOH,

BCTAaBBTEC €T0 B PACIIBLISIONICE YCTPOHCTBO.

"

HOBTOpHO IOArOTOBLTC HHI'AJIATOP K
HCITIOJIB30BAaHHIO, BI:ICBO60,I[I/IB 2 TeCTOBBIE
A03bI, I[ICPCI KaXKIAbIM BI;ICBO60}K,Z[CHI/IQM

BCTPAXHBas UHTAIATODP.

Bcero 2 paza
BCTPAXHUTE
HHTAJIATOP
BBLICBOOOIUTE
TECTOBBIE 103bI
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