COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 28.05.2025 N= 13524
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Asutpomuniud — BEPTEKC, 125 mr, Ta0/1eTKH, NOKPbITHIE IIJIEHOYHOH 000/104K0i
Aszutpomuniua — BEPTEKC, 500 mr, Ta0/1eTKH, NOKPbITHIE NJICHOYHOH 000/104K0i

JelicTBytoliee BEIIECTBO: a3UTPOMUIIUH

Ilepen npuemoM npemnapara MoJTHOCTBIO IPOYHMTANTE JIMCTOK-BKJIAAbILI, IOCKOJIBLKY B HEM
coJepxarcs BaxkHble 11 Bac cBegenus.

CoxpaHute TUCTOK-BKJIabI. Bo3MoxxHO, Bam noTpebyeTcs npounTtaTs €ro ere pas.

Ecnu y Bac BO3HUKIIM JOIIOJHUTEIBHBIE BOIIPOCH], 0OPAaTUTECh K JICHallleMy Bpady.

[Ipenapat Ha3zHaueH umeHHo Bam. He nepenasaiite ero apyrum moasm. OH MOXET HaBpEIUTh
UM, JIaXe €CJIM CUMIITOMBI UX 3a00J1€eBaHMsI COBNAAAIOT ¢ Bamumu.

Ecnn y Bac Bo3HUKIM Kakue-mu00 HeKeslaTellbHble PeaKklMU, 0OpaTUTECh K JieHalleMy Bpauy.
JlaHHas peKOMEeHJAIMs pacpOCTPaHIETCsl Ha J00ble BO3MOXKHbBIE HEXeJaTeIbHble peakluy, B

TOM YHUCJIC HAa HEC ICPCUHCIICHHBIC B Pa3aciic 4 JIMCTKa-BKJIaabIlIa.

Conep:kaHue JUCTKA-BKJIAAbIIIA

1. Uro u3 cebs mpencrasiser npenapat AsurpomunnH — BEPTEKC, u nns dgero ero
MIPUMEHSIIOT.

O ueM cnenyer 3HaTh nepen npuemoM npenapara Asurpomunind — BEPTEKC.

ITpuem npenapara Asutpomunus — BEPTEKC.

Bo3MoxHbBIE HEKETATEIbHBIE PEAKIIUY.

Xpanenue npenapata Asutpomuiind — BEPTEKC.

AN

ConepxuMoe yrmakoBKH U TIPOYNE CBEACHUSI.

1. Yro u3 cedst npeacrasiasier npenapar Asurpomunud — BEPTEKC, u nus 4ero ero
NPUMEHSIOT

[Tpenapatr Asutpomuniud — BEPTEKC conmepxut neiicTByroliee BEIIECTBO a3UTPOMHULIMH U
OTHOCHUTCSI K TpyIIe aHTHOAaKTepHUaJbHbIE CPEICTBA CHCTEMHOIO JEHCTBUS; MaKPOJIHJIBI,

JIMHKO3aMUHBI U CTPCHTOIPAMUHBI; MAKPOJINBI.

Iloka3zaHus K NIPUMEHEHHIO
ITpenapat Asutpomunius — BEPTEKC npumensiercst y B3pocibIX U 1eTell B Bo3pacTe oT 3 10 18

net (mo3upoBka 125 mr), y B3pocibIX U aered B Bo3pacte oT 12 1o 18 met (mo3uposka 500 mr)
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(bapuHTHUT, CpEIHUN OTHT);

— UHQEKIUSIX HIKHUX JIBIXaTeIbHBIX MyTeH (OCTpBIA OpPOHXUT, 00OCTPEHHE XPOHHYECKOTO
OpOHXWTA, THEBMOHHMS, B TOM YHCJIC BhI3BAHHAS ATUITUYHBIMU BO30YIUTEIISIMHU );

—  uHQEKIUAX KOXHU M MATKUX TKaHeW (poXa, WMIIETUTO, BTOPHUYHO HHQHUIIMPOBAHHBIC
JIepMaTO3bl, aKHE BYJIbrapHuC CPEAHEH CTETICHH TSKECTH ),

- WHQEKIHUSIX MOYENOJIOBbIX TyTel, BbI3BaHHBIX Chlamydia trachomatis (ypeTpwur,
LEPBULINT);

— HavanpHOUW crtajuu Oone3nu Jlaitma (Goppenno3) — mMurpupyromeil spureme (erythema

migrans).

Cnoco06 geiicteus npenapara Azurpomuund — BEPTEKC

[Tpenapar Asutpomuna — BEPTEKC nonaBnsier cunTe3 (oOpazoBanue) Oenka MHKPOOHOMN
KJIETKH, 3aMeJIsisi pOCT M pa3MHOKEHHE OakTepuil. B BBICOKMX KOHIEHTpAIMAX OKa3bIBaeT
OaxTepULUIHOE JeicTBHE (BBI3bIBAET IMOEIh MUKPOOPTaHU3MOB).

Ecnu ynydmenue He HacTynuio, win Bel uyBcTByere yxy/iieHue, He0OOX0OAUMO OOpaTUTHCS K

Bpauy.

2. O 4em cienyer 3HaTh nepea npueMom npenapara Azurpomunnd —- BEPTEKC

IIporuBonokasanus

He npunumaiite npenapart Asurpomunud —- BEPTEKC:

- ecnu 'y Bac amreprusi Ha a3MTPOMHIIMH, SPUTPOMHUIIMH WJIM JIPYTUE€ MAaKpPOJUIBI, WIIH
KETOJIU/IbI, UM JIt0OBle Jpyrue KOMIIOHEHTHI IpenapaTa (IepedyHcieHHble B pasjene 6
JIMCTKa-BKJIa/IbIIIA);

- ecnu y Bac Hapymienne GhyHKINM TIedeHH TspKeon cteneHu (kinace C mo kiaccudukanum
Yaiina-I1s10);

- y neteii B Bo3pacte oT 0 1o 12 et ¢ Mmaccoit Tena meHee 45 kr (s Tadnetok 500 mr);

- y neteii B Bo3pacte oT 0 1o 3 net (s Tabnerok 125 mr);

- ecian Ber IMIPUHUMACTE SProTaMuH U AUTHAPOIProTaMuH.

Oco0ble ykazaHusl 1 Mepbl NPeI0CTOPOKHOCTH
[lepen mpuemom mnpenapata Asutpomuiiud — BEPTEKC npokoHCynbTHpyiiTECH € Jedaium
Bpa4yoM.

O06s3aTenbHO COOOIIUTE Bpady, €CIu:
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- y Bac Muacrenust (cmabocTh U BSJIOCTb MBIIIIIL);

—  y Bac npoGnemsl ¢ neueHso;

—  y Bac npoGnemsl ¢ noukamu;

—  y Bac panee nabmoganocs Bpox1eHHOE WM PUOOpeTeHHOE yaauHeHne narepsaia QT;

—  Belnmomyuaere Tepanuio aHTHApUTMHUYECKUMH TIPerapaTaMu (pernaparbl, HOPMaIU3yIOIe
cepaeuHblii puT™M) KiaccoB IA (xunuauH, npokanHamun), 111 (moderunua, amuonapon u
COTaJION), U3ANPUIIOM, Tep(heHaAUHOM, AHTUTICUXOTHUYECKUMU TIpernaparaMu (IpenapaTsl
JUIsl JIEYEHUs ICUXMYECKUX PAacCTPONCTB) (MMMO3UA), aHTHIeIpeccaHTaMu (IIpenapaThl A7
JICYCHUS JIETIPECCHH) (rmuTanomnpam), (hbTOpPXHUHOIOHAMH (MokcuIoKcaIyH,
JeBO(IIOKCAINH);

— y Bac Hapymenue BOIHO-3JEKTPOJIUTHOTO OanaHca, 0COOEHHO B CIy4ae TMIIOKAIMEMHH
(MOHKEHHAsT KOHIICHTPAIUsl Kalns B KPOBH) WJIM THUIIOMarHUEMHU (TIOHFDKEHHAS
KOHIICHTPAIUsI MarHHUSI B KPOBH);

—  yBac npoGnemsl ¢ cepaieM (CHUXKEHHE YacTOThI CEpACYHBIX COKPALLICHUH, apUTMUS CepALia
(HapylIeHue pUTMa CepALa), TsKenas ceplledHasl HeloCTaTOYHOCTb );

—  Bbl npuHnMaere AMrokcuH, BaphapuH, LUKIOCIIOPHUH.

[Ipy pa3BUTHM aNJIepruyeckod peakUuud NpeKpaTuTe TMpUEM T[pernapara W HauyHUTE

COOTBETCTBYOLIEE JieueHue. Mimeiite B BUAYy, YTO MOCIE OTMEHbI CUMIITOMAaTHYECKOM Tepanuu

BO3MOXHO BO30OHOBJICHHE CHMITTOMOB aJUIEPTUYECKOM PEaKIIHH.

IIpunuMaiite npenapar, 1o KpalHel Mepe, 3a OJUH 4ac JI0 WIM 4Yepe3 JIBa Jaca Iocie IpueMa

AHTAIUJHBIX ITPEIIapaToB (CpeI[CTB, BJIMAIOIIKUX HA KUCIIOTHOCTD ncenyzu(a).

Hetun
Asutpomunia — BEPTEKC nporuBonokasan nersim B Bo3pacte ot 0 110 3 net (Tabnerku 125 mr)

u aetsMm B Bozpacte oT 0 1o 12 net (tadnerku 500 mr) (cm. pazgen 2 «[IpoTuBomokazaHus»).

Jlpyrue npenaparsl u npenapat Asutpomunud — BEPTEKC

CooOute nedamieMy Bpady O TOM, uyTo Bbl mpuHHMaeTe, HEJaBHO MPUHUMAIU WM MOXETE
HayaTh MIPUHUMATh KaKkue-11u0o0 Ipyrue npenaparsl.

Ot10 cBsA3aHO ¢ TeM, uro npenapar AszutpomuiuH — BEPTEKC Moxxer noBiausTh Ha AelcCTBHE
JIpYruxX TMpernaparoB WM, HA00OPOT, MOXKET YBEIUYUTh PHCK U CTENEHb CEPbE3HOCTH
HEXEJATENIbHbBIX PEaKIUil.

OO0s3aTenbHO MOCTaBbTE B M3BECTHOCTH JICHAIEro Bpaua, ecid Bbl mpuHUMaeTe ciieayrolue

npenaparhl:
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—  LETUPHU3UH (IPUMEHSETCs IpU aJUIepIun);

- JTUTAHO3WH (IUI€30KCUUHO3HH);

—  JIMTOKCHH M KOJXUIIHH;

—  3UJOBYIUH;

- Ipenaparsl, METa0O0JU3UPYIOIINECS C YyH4aCTUEM cUCTEMBI tuToxpoMma P 450;

—  QJIKaJOUbl CIIOPHIHBH;

—  aTopBacTaTHH;

- KapOaMa3enuH;

—  IUMETUAMH;

—  QHTHUKOATYJSHTHI HETIPSMOTO JACHCTBHS (IIpenapaThl A1l YMEHBIICHHS BI3KOCTH KPOBH);

—  IUKJIOCIIOPHH;

- a(haBupeH3;

— drykoHa3011;

—  UHJIUHaBUp;

—  METWJINPEIHU3O0JIOH;

- HenpUHaBUD;

—  pu¢abyruH;

— cuneHadur,

—  TepdeHanuH;

—  Teo(WIHH;

- TpHUazojaam/MuIa3051aM;

—  TPUMETOINPHUM/CYyIbpaMeTOKCa30II;

—  THOPOKCUXJIOPDOXMH W  XJIODOXMH (COBMECTHOE IPHMEHEHHE a3UTPOMHUIIMHA C
THJIPOKCUXJIOPOXHHOM Y MALMEHTOB ¢ PEBMATOUIHBIM apPTPUTOM CBSI3aHO C MOBBILIICHHBIM

PHCKOM CEPAEYHO-COCYTUCTHIX COOBITHIA M CEPACIHO-COCYTUCTON CMEPTHOCTH).

bepeMeHHOCTB U I'PyAHOE BCKAPDMJ/IUBAHUE

Ecnu Bel OepeMeHHBI WM KOPMHTE TIpyIbIO, JyMaeTe, 4To 3a0epeMeHeNH, WU IUIaHUpyeTe
OepeMeHHOCTb, Iepesl HayaloM MPUMEHEHHs IMpenapara MPOKOHCYIbTUPYHUTECh C JedalluM
BpPa4yOM.

[Ipu HeoOxoaumMocTu npumenenus npenapara Aszutpomunud — BEPTEKC B nepuoj rpyaHoro

BCKapMJIMBaHUS IIPEKPATUTE TPYIHOE BCKapMJIMBaHUE.
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1y OTUETY

[Ipu pa3BuTHH HEXeNaTeNbHBIX PPEKTOB CO CTOPOHBI HEPBHOH CHCTEMBI U OpraHa 3peHUs
CleyeT COONM0IaTh OCTOPOXKHOCTh TPH BBIMIOJHEHUHM JCUCTBUN, TPEOYIOIIUX MOBBIIICHHON

KOHIOCHTPpAIUX BHUMAHHUA U 6BICTpOTBI pCaKHHﬁ.

Ipenapar Asutpomuuud — BEPTEKC coaep:xut 1akT03b1 MOHOTHAPAT
Eciu y Bac HemepeHOCHMMOCTh HEKOTOPBIX CaxapoB, OOpaTUTECh K JieHalleMy Bpady IMepen

IMPUEMOM JAHHOI'O JICKAPCTBECHHOI'O IIpEIriapara.

3. IIpuem npenapara Asutrpomuniud — BEPTEKC
Bcerna npunuMaiiTe mpemnapar B MOJTHOM COOTBETCTBUU C PEKOMEHIAIMSIMH JIeUYallero Bpaya.

HpI/I MOSIBJICHUY COMHEHHI HOCOBGTYﬁTCCL C JIeHalliuM BpavoM.

Pexomenayemas no3a:

Bar Bpau onpenenuT He0OXOAUMYIO 103y B 3aBUCUMOCTH OT Bariero 3a0oneBanus.

OObIyHO TpU MHQEKIUAX BEPXHUX U HIDKHUX AbIXaTenbHbIX myTeil, JIOP-opranoB, koxu u
MATKHX TKaHe# 1o3a coctasisieT 500 mr 1 pa3 B cyTkw.

[Tpu akHe Bynbrapuc cpeiHel CTENeHM TSKECTH (MHOKECTBEHHbIE BOCHAJIEHUSI KOXKH) OOBIYHO
no3a coctasisieT 500 mr 1 pa3 B cyTku B TeueHue 3-X qHei, a 3arem 500 Mr 1 pa3 B Hezento.

[Tpu Gonesnu Jlaitma (nHpekroOHHOE 3a00€BaHNe, IEPEHOCUMOE KIIEIIaMU) — MUTPHPYIOIIEH
spuTeMe (KOJIbLIEBUIHOE TOKPACHEHUE KOXKH) — OOBIYHO 71032 COCTABIISIET B IIEPBBIA JIEHb JICUEHUS
1,0 T, a co BTOpOTro 1o msATHIN JieHb — S00 MT B CyTKH.

[Tpu nHDEKIUsIX MOUENONOBBIX MyTeH (ypeTpUT (BOCHajeHUE YpETphl), LIEPBULIUT (BOCHIAJIEHNE

TKaHeW MeWKN MaTKku)) o0bIUHO J103a cocTaBisieT 1,0 T ogHOKpaTHO.

IIpumenenue y nerei

Heobxoaumyro 103y onpenenuT Bpad B 3aBUCUMOCTH OT MacChl Tejia peOeHKa.

Jlemu om 12 nem c maccoii mena ceviuie 45 ke

Pexxum no3upoBanus i geteit ot 12 neT ¢ Maccoi Tena cBhIlIe 45 KT He OTINYAeTCs OT peKuMa
JIO3UPOBAHUS TSI B3POCIIBIX.

Jlemu 6 6o3pacme om 3 00 12 nem ¢ maccoti mena menee 45 ke

[Tpu uHeKMsIX BEPXHUX M HUKHHUX JAbIXaTelbHBIX myTeid, JIOP-opraHoB, KOXH ¥ MSTKHX
TKaHel: u3 pacuera 10 MI/Kr Macchl Tella OJIMH pa3 B CYTKH.

[Ipu dapunruTe/TOH3MILINTE (BOCHATICHUE CIM3UCTOW OOOJIOUKH TJIOTKH) 1103a cocTaBiseT 20

MT/KT/CYTKH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MAacChI TeJia OJIMH pa3 B CYTKH B MEPBBIN J€HB, 3aTeM U3 pacueTa 10 MI/Kr Macchl Telia OJ1H pa3 B

CYTKHU CO BTOPOTO IO IISTBINA JEHb.

IIyTh 1 (W1K) cIocod BBeAeHUs
[Tpenapat Azutrpomunud — BEPTEKC npunumaiite BHYTpb, HE pa3KeBbIBas, 110 KpaliHEl Mepe,

3a | yac 10 win yepes 2 yaca mocie eJibl.

IIpoaoxuTeTIbHOCTH TEPATIMU

[TponomxuTenpbHOCTD JIeUeHus npenaparom A Bac onpenenut nevamuii Bpau.

Ecau Bbl npunsan npenapara Asutpomuuni — BEPTEKC 6oabiue, yem ciegoBajio

IIpu nepeno3zupoke npenaparom Aszutpomuuud — BEPTEKC moryT pa3BuBathCs cienyromiue
CHUMIITOMBI: TOIITHOTA, BPEMEHHAsI TIOTEPs CIyXa, pBOTa, Auapes (IIoHOC).

[Ipu npueme mnpemnapata B AO3UPOBKE, IMPEBBIMIAIONIEH MaKCUMAaJIbHYIO, HE3aMEIUTEIBHO

00paTuTeCh 3a MEIUIIMHCKON TTOMOIIIBIO.

Ecsin Bbl 3206111 IpuHATH npenapat Asutpomunud — BEPTEKC

BbI 10KHBI HCTIOIB30BaTh IIpENapar ¢ 4acTOTOM, Ha3HAYEHHOM Bam jedamum BpadyoM, Tak Kak
pEryJsipHOCTb IIpUeMa Jies1aeT JeueHune 6osee 3pPEeKTUBHBIM.

B cnyyae npomnycka nprueMa OJHOM 03Bl IperapaTa MpOIYyLIIEHHYIO 103y CIENyeT MPUHATh KaK
MO’KHO paHblile, a MOoceayIole — ¢ nepepbiBamMu B 24 yaca. He nmpuHuMmaiite ABOMHYIO 103y,

4TOOBI KOMIIEHCUPOBATH MPOITYIICHHYIO Ta0JIETKY.

HpI/I HaJIMYHUHU BOIIPOCOB IO ITPUMCHCHUIO IIpCIiapaTa O6paTI/ITeCI> K JIcHaleMy Bpavdy.

4. Bo3MosKkHBIE HesKeJIaTeIbHbIE PeaKInu

[TonoGHO Bcem JeKapCTBEHHBIM MpenaparaM, npemnapar Asutpomunmi — BEPTEKC wmoxer
BBI3bIBaTh HEXKEJATEIbHBIE PEAKIINH, OJTHAKO OHU BO3HUKAIOT HE y BCEX.

Ilocne mpuema JIEKapCTBEHHOIO IIpernapara MOTYT BO3HHUKHYTh aJUIEPTUYECKHE DPEaKLIHH
(aHadumakTUYECKUE peaklun). ITH peaKklUd MOTYT OBbITh CEPbE3HBIMHU.

IIpexpaTure npuem npenapara AsutpomunnH — BEPTEKC n HemensienHo odparurech 3a
MEJIMUMHCKON INOMOIILI0 B Clydae BO3HUKHOBEHMS OJHOIO H3 CIEAYIOUIUX I[PU3HAKOB
AJIepruyecKoi peakumuu:

HeuyacTo — MOryT BO3HUKATH He 0oJjiee yeM y 1 yesnoBeka u3 100:
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BbI3bIBasl  3aTPyJHEHUE JbIXaHMs, OXPUIUIOCTH TIOJOCA M  JIAIOIIMKA  Kallelb
(aHTMOHEBPOTUUYECKUI OTEK).

HenszBecTHO — HCX0Asl M3 MMEIOIIMXCH JAHHBIX, YACTOTY BO3HUKHOBEHHUSI OIpeIe/INTh

HEBO3MO:KHO:

—  ajulepruyecKkas peakuus, IpOSBISIOLIAsACS TI'€HEPAJIN30BAHHBIM IOKPACHEHUEM KOKHBIX
IIOKPOBOB (3pUTEMA), F'€HEPATU30BaHHBIM KOXKHBIM 3YZ0M, OTEKOM JIMLA U YyBCTBOM
CTeCHEHUs B ropJie (aHapuIaKTUIECKas peaKius);

—  BHe3amHas CepAeuHO-COCYTUCTasi CMEPTh.

Jlpyrue Bo3MoOKHbIe HesKeJIaTeJbHbIe peaKlii, KOTOpblie MOIYT Ha0/II01aThCs NPH NIpuemMe

npenapara Asutpomunus — BEPTEKC

Ou4enb yacTo (MOryT BO3HMKATh Oojiee yeM y 1 yesioBeka u3 10):

- MOHOC (Iuapes).

YacTo (MOryT Bo3HMKATH He 0oJiee yeM y 1 yesroBeka us3 10):

- rojoBHas 00Jb;

—  TOIIHOTa, pBOTA, OOJb B )KUBOTE;

— CHI)KEHHE KOJMYECTBA JIMM(OIUTOB, MOBHIIICHUE KOJTUYECTBA 303UHO(DUIIOB, TOBBIILICHUE
KOoJIM4YecTBa 0a30(MiIOB, MOBBIIIEHUE KOJIMYECTBA MOHOLIMTOB, MOBBIIIEHHE KOJIWYECTBA
HEUTPO(UIOB, CHUKEHNE KOHLIEHTPALMH OMKapOOHATOB B IJIa3Me KPOBH.

HeuacTo (MOryT BO3HMKATH He OoJiee yeMm y 1 yesnoBeka u3 100):

- rpruOKOBOE TOpaXEHUE KOXKW W/WIM CIU3UCTOM OOOJIOUKH TOJIOCTH pTa (KaHIHUI03),
MH(pEKIMsST JKEHCKHUX TOJOBBIX OpraHoB (BarMHaibHas WHGQEKIMs), WH(EKIMOHHO-
BOCHAJIUTENBHOE MOPAKEHUE JIETKUX (MTHEBMOHUS), TpuOKOBasi UHQEKIus, OaKTepraabHas
UHQEKIMs, BOCHAJCHHE CIM3HCTOM 000J0YKH TJIOTKH ((papUHTUT), BOCHAIUTENbHOE
3a0o0JieBaHNe JKeTyAKa M TOHKOM KHUIIKH (racTpO’HTEPUT), 3a00JE€BaHMSA AbIXAaTEIbHBIX
nyTe (pecnupaTtopHble 3a001eBaHMs ), HACMOPK (PUHHUT);

— CHI)KEHHE KOJIMYECTBA JIEMKOUUTOB (JIEHKONEHUS), CH)KEHUE KOJIMYeCTBa HEUTPO(UIIOB
(HEUTpOTEeHNS ), TOBBIIICHUE KOJUIECTBA D03UHO(PHUIOB (203UHODUITHSA);

—  paccTpoICTBO MUILEBOTO MOBEAEHHUS, CBSI3aHHOE C MOTEPEN YyBCTBA TOJI0Aa U CHHKEHHUEM
Beca (aHOpEKCHs);

—  peakuuH NOBBIIIEHHON YyBCTBUTEIBHOCTH;

—  TOJIOBOKpPY)KEHHE, OIIYIICHHE JKKEHUS, TOKAJIBIBAaHUS, «I10JI3aHHSI Mypalliek» (mapecTe3us),
HapylieHWe BKYCOBBIX OIIYIICHWH, COHJWBOCTh, HapylieHHe cHa (OSCCOHHMIIA),

HCPBO3HOCTD,
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—  HapyIICHHE 3PCHHS;

—  paccTpoOCTBO CilyXa, TOJOBOKPYKEHHUE, OLIYIICHHE [TOTepU PaBHOBECHUS (BEPTUTO);

- OIIYILIEHUE cepIeOueHus, «IIPUIMBBD) KPOBH K JIMILY;

- OJIbIIlIKa, HOCOBOE KPOBOTEUEHHUE;

- B3lyTHE JKMBOTa (METEOpPHU3M), PpacCTPOMCTBO THILEBAPEHUS (AMCIENCHs), 3amop,
BOCIIJICHUE CIM3UCTON 000JI0YKH KemyzaKa (TacTpuT), HapyIIeHUE IIIOTaHus (aucdarus),
CYXOCTh CIU3UCTON OOOJOYKM TOJOCTH PTa, MOBBIIICHUE CEKPEIHH CIIOHHBIX >KEIe3,
OTPBDKKA, S3BBI CIIM3UCTON 000JIOUKH MOJOCTH PTa;

- BOCHAJIUTEIbHOE 32a00JI€BaHNE MTeUeHU (TETaTHT);

— KOKHasl ChIIb, KOXKHBIH 3y/1, TOKPACHEHUE KOXKU C TIOSBIIEHUEM ITy3bIpei, BOJABIPEH, 3yI0M
(KpanuBHMIIA), BOCHAJIUTENbHOE 3a00JeBaHHE KOXHU (IEPMATHUT), CYXOCTh KOXH,
MOBBILICHHOE TOTOOT/ICICHHUE;

- BOCTIAJIUTEJIBHOE 3a00JIeBaHUE CYCTaBOB (0CTEOApTPHT), 00JIb B MBIIIIAX (MHAITHS), OOJIb
B CIIUHE, 0OJIb B IIIEE;

- HapYIICHUE MOUYCHUCITYCKaHUS (TU3ypus), 00JIb B 00JIACTH ITOYEK;

— KPOBOTEUECHHSI MEXKAY MEHCTpyalusiMHU (METpopparus), HapylieHue QyHKIUU STUYEK;

- OTeK, cJ1ab0CTh (aCTeHUs), HEIOMOTr'aHUe, OLIYIIEHHE YCTAaIOCTH, OTEK JIMIa, 00JIb B TPYAH,
JUXO0paJiKa, OTeKH KOHEYHOCTe! (mepudepruieckre OTeKn);

- OTKJIOHEHHE JJa00PaTOPHBIX MTOKa3aTese OT HOPMBI (ITOBBIIIEHNE AKTUBHOCTH MEYEHOYHBIX
depMeHTOB  (acmapTaTaMuHOTpaHc(epas3bl, alaHWHAMMHOTpaHc(epasbl,  LIEIOYHOU
docdaraspl), MOBbIIIEHHE KOHIEHTpAllMU OWIMpyOWHA B IUTa3ME KPOBH, MOBBIIICHHE
KOHIICHTPAllM! MOYEBHWHBI B TUIa3M€ KPOBH, TOBBIIICHHE KOHIEHTPAIIMA KpeaTHMHWHA B
IUTa3Me KpOBH, U3MEHEHHE COJIEPIKAHMS KalHs B TIa3Me KPOBH, MOBBIIIEHUE COJCPKAHUS
XJIOPUJOB B IUIa3M€ KPOBH, MOBBIIIEHUE KOHIIEHTPALMHU TIIIOKO3bI B KPOBH, yBEIHUEHHE
KOJINYECTBA TPOMOOIIMTOB, CHUXKEHHE OOBeMa KPAaCHBIX KPOBSHBIX KIETOK B KPOBHU
(remaToOKpHUTa), MOBBIIEHUE KOHILIEHTpAlMU OMKapOOHATOB B IUIa3ME€ KPOBHU, U3MEHEHHE
COJIepKaHUs HATPHS B IJIa3Me KPOBH).

Penko (MoryT Bo3HUKATh He 0os1ee yeM y 1 yesioBeka u3 1000):

- HIMOIMOHAIBHOE BO30YK/ICHHE, COIPOBOXKIAEMOE YYBCTBOM TPEBOTH U CTpaxa (aKUTaIHs);

- HapyleHne (QYHKIUHU TeueHH, 3a00JIeBaHuE, CBS3aHHOE C HapyIIEHHEM OTTOKa KeTdd
(xonecTaTyecKas KenTyxa);

—  peakuuss (POTOUYYBCTBUTENBHOCTH ((OTOCEHCHMOMIM3ALNMU), KOXKHAs peakluus B BUJC
OCTPOTO BBICHINIAHMSI THOWHUYKOB (OCTpPBI TEHEpalIM30BaHHBIA SK3aHTEMATO3HBIN

MyCTyJe3).



Ouenb peako (MOIyT BOBHUKATH He 0oJiee el

COOTBETCTBY
oT 28 ':|I'- _|._'5 "'J 1:

11 2eHIREH A RBETEHOCTS 0007)

- CHI)KCHHE KOJIMYECTBA TPOMOOILUTOB (TPOMOOLMTOTICHHMSI), 3a00JICBaHKE, CBSI3aHHOE C

YCWJICHHBIM Pa3pyIICHHUEM 3PUTPOLUTOB (FEMOJIUTUYECKAS] aHEMUS );

- M3MEHEHUE 1[BETA s13bIKA, BOCTIAJICHUE MOKEIYI0YHOM jKkelie3bl (TaHKpeaTuT).

HeusBecTHO (I/ICXOL[H N3 MMEIIMXCA MNAaHHBIX, YaCTOTY BO3HUKHOBCHHA OIPEIACIUTH

HEBO3MO’KHO):

- BOCHAJIUTENLHOE 3a00JI€BaHIE TOJICTOrO KHIICYHHUKA, XapaKTCPU3YIOIICECS O6paSOBaHI/ICM

KENTO-0eNbIX OsiiIeK (MCeBIOMEMOPaHO3HBIN KOJUT);

- YyBCTBO OHEMEHUs (TUIIEeCTe3us), TPeBOra, arpeccus, 0OMOpPOK, CyA0POTH, ICUXOMOTOPHAs

TUIICPAKTHUBHOCTL, IIOTCPA O6OH$IHI/I$[,

H3BpPalICHUC O6OHHHI/I$I,

noTepsst BKYCOBBIX

OIIYIIEHUH, cTAaOOCTh MBILII (MUACTEHUS ), Ope/l, TaTFOIIMHALINN;

- HapyIICHHUE CIIyXa, B TOM YHCJIE TIIyX0Ta W/WIK IIyM B yIIax;

- YBCIUMUCHUC WHTCpPBAJa QT Ha J3JICKTpOKapAuOIrpaMme, HAPYHICHUC pUTMa Cepala

(apuTMUS THIIA «TUPYITY»), YUAIIEHHOE cepiieOnenne (3KemyI0uKoBas TaXuKapIus);

- MMOHMXKCHUC apTCPHUAJIbHOI'O JaBJICHH,

- HaApyLICHHUC (I)YHKI_II/II/I IICYCHU (He‘leHO‘IHaH HEAOCTATOYHOCThb, B PEAKUX ClIydasaX C

JeTalbHbIM MCXOJIOM, Ha (hOHE HapylleHUs (YHKIMM TE€YEHU TSKEJIONW CTereHn),

OTMHUPAHUEC KIICTOK IICUCHU (HerO3 He‘-IeHI/I), TsOKCI1as1 (bopMa MOpaXCHUA ICUYCHU, IIPU

KOTOpOM OBICTPO pa3BHUBAETCS MIEUEHOUHAsl HEAOCTATOYHOCTD (()yIbMUHAHTHBIN T'€aTUT);

— TSAKCIIBIC HApYHICHUA CO CTOPOHBI KOXH, pTa, rjla3 M IIOJOBBIX OPraHOB (CI/IHI[pOM

CruBeHnca-/[>)xoHCOHA), TOpaKEHHUE KOKU U CIIM3UCTHIX 000JI0UeK ¢ 00pa30BaHUEM ITy3bIpeil

(TOKCHYECKUH dMUIepMATBHBIN HEKPOJIN3), AJUIEPTHUECcKas peakilysl, XapaKTepU3yromasics

MHUIICHCBUJIHBIMH BBICBIIIAHUAMHN HaA KOXKE W CIHU3UCTBIX (My.]'IBTI/I(l)OpMHaH 3pI/ITeMa),

JICKApPCTBCHHAs ChIIb C ITOBBIIICHUEM KOJIUYCCTBA 303I/IHO(I)I/IJ'IOB B KpOBU (303HHO(I)HJ'IPICI>1)

u cucreMHbIMH nposiBieHussMu (DRESS-cunapom);

- 00Jb B cycTaBax (apTpayirus);

- BOCHAJIUTENbHOE 3a00JieBaHUE TMOYEK (MHTEPCTHIMAIBHBIM HEePpUT), ocTpas MouyeqHas

HEAOCTATOYHOCTD.

CooluieHue 0 HexKeIaTeJIbHBIX PeaKIHusAX

Ecnmu y Bac Bo3HUKAIOT Kakue-ITM00 HEXKENaTeIbHbIC pcaKkuuu, HpOKOHCYHBTprﬁTeCB C BpadyoM.

K UM Taxike OTHOCATCS JIIOOBIe HEKeIaTeIbHEIS pPCaKknuu, HEC YKa3aHHBIC B JIMCTKC-BKJIAJBIIIC.

Bpl Takke MOKeTe COOOIUTh O HEXENAaTeIbHBIX peakusX Hampsamyro (cM. Huxe). Coobmias o
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HEXeNaTeNbHBIX peaknusXx, Bbl momoraere OJ'IV‘II/ITB E‘g‘c%ezy;[ﬂﬁ HO' 0 3'0r1aCHOCTH

npenapara.
Poccniickas @enepanus

OenepalnibHas ciryx0a 1o Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuanzop)
Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iiomaib, a. 4, ctp. 1

Tenedon: 8 (800) 550 99 03

OnektpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

5. Xpanenne npenapara Asurpomunud — BEPTEKC

Xpanwute mpemnapaT B HSJJOCTYITHOM JJis peOE€HKa MECTE TaK, YTOObI peOCHOK HE MOT YBUJIETh €TO0.
He nmpumensiiite npenapar nocjie UCTEUEHUsI CPOKa TOAHOCTH (CpOKa XpaHEHHU), YKa3aHHOTO Ha
KapTOHHOM mauke nocie cioB «I'ofeH 10:».

JlaToii ucTeueHns CpoKa rOJHOCTH SBIISETCSA MOCIEIHAN IEHb JAaHHOTO MECsLa.

XpaHute npenapar npu temmneparype He Boiie 25 °C.

He BoiOpackiBaiiTe mpenapar B KaHaTU3allKIo0. YTOYHHUTE Yy pPaOOTHHKA alTeKH, KakK CIeayeT
YTUJIM3UPOBATh (YHUUTOXKATh) Iperapar, KOTOpbli 0oJiblie He MoTpedyeTcs. DTH Mephl MO3BOJISAT

3allUTUTh OKPYKAIOLYIO CpEeny.

6. Coaep:xumoe yakoBKH U NMPoOYue CBeACHUS
IIpenapar Asurpomuuud — BEPTEKC conep:xut
JlelCTBYIOIIMM BEIECTBOM SIBIIETCS a3UTPOMUIIMH.

Asurpomuniuyg — BEPTEKC, 125 mr, TabJeTKH, OKPLITHIE ILIEHOYHONH 000JI0YKON

Kaxnas Ttabnerka conepxkut 131,009 mr asurpomunmba guruapara (B ImepecueTe Ha
asutpomutiuH — 125,000 mr).

[IpounmMu  WHrpenueHTamMu (BCIIOMOTATENbHBIMU  BEIIECTBAMHU)  SIBJISIOTCSA:  LIEJUIIOJI03a
MUKpPOKPHCTAJUINYECKas!, JJAKTO3bl MOHOTHApaT (cM. pasnen 2), noBuaoH K-30, kpocnoBHIOH,
HATpHs JaypuiIcylb(haT, KpeMHUS TUOKCH]] KOJIJIOUIHBIN, MarHus cTeapart; IJICHOYHast 000JI09Ka:
cyxasi CMech JJIsl TNIEHOYHOTO MOKPBITHS, COAepIKallias THIpoMesio3y, TalbK, TUTaHa JUOKCH],
makporoi 4000 (monustunenriankois 4000).

Asurpomuniud — BEPTEKC, 500 Mr, TabJeTKH, OKPLITHIE ILIEHOYHONH 000JI0YKON

Kaxnas Tabnerka conmepxut 524,036 Mr asurpomMuiMHa auryjapara (B IepecueTe Ha

asutpomutiiuH — 500,000 mr).

10
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[IpounmMu wHTpeaUEeHTaMU  (BCTIOMOTAaTEIIbHBIMU é%é’r—ﬁg&)a“;ﬂgkﬁé;{' T'_I'lélJ':I-:J'Il:}('-.)'J.I'IOSa

MUKPOKPUCTAJUIMYECKAs!, JIAKTO3bI MOHOTHpAT (cM. pazaen 2), nmoBuaoH K-30, kpocrnoBuIoH,
HATpUS JIAypuiICyiIb(aT, KpEMHHS JUOKCH]T KOJUIOUIHBIN, MATHHS CTeapaT; INICHOYHAs 000109Ka:
cyxasi CMecCh JJIsl INIEHOYHOTO MOKPBITUS, COAEpIKaIllasi TUIIPOMEIIO3Y, TaJIbK, TUTAHA AUOKCH],

Makporoi 4000 (mommmatunenrmkob 4000).

Buemnnii Bua npenapara AsurpomuiuH — BEPTEKC u copepxnmoe ynakoBku

TabyeTKu, MOKPHITHIC TNIEHOYHONW 000JIOUKOM.

Kpyrible NBOSKOBBINYKJbIE TaOJETKH, MOKPBIThIE MJIECHOYHOM 000I0YKON Oenoro Wi Modtu
6enoro nBera. Ha monepeunom paspese sipo 0eaoro win mo4yTa 6e1oro 1Bera.

3 uu 6 TaOIETOK B KOHTYPHOH STYEHKOBOM yITaKOBKE U3 TUICHKH MTOJIMBUHIIXIIOPUIHON U (POTIBTH
AITFOMUHHUEBO.

Asurpomuninyd — BEPTEKC, 125 mr, TabJeTKH, OKPLITHIE ILIEHOYHONH 000JI0YKON

2 KOHTYpHBIE SAYEHKOBbIE YNAKOBKU IO 3 TaOneTKu, 1 KOHTypHas silueKoBas ylakoBKa IO 6
TabJIETOK BMECTE € JIMCTKOM-BKJIQJIBIIIIEM B [IAUKe U3 KapTOHA.

Asurpomuniuyd — BEPTEKC, 500 Mr, TabJeTKH, MOKPHITHIE ILIEHOYHOU 000JI0YKOI

1 unu 2 KOHTYpHBIE STYEHKOBBIC YIAKOBKHU MO 3 TaOneTkH, | KOHTypHas sYeiikoBas yrakoBKa 1o

6 TabJIETOK BMECTE C JIMCTKOM-BKJIAJIBIIIIEM B IMaYKe U3 KapTOHA.

JlepaaTe/ib perucTPAllHOHHOI0 YA0CTOBEPEHHUs U NPOU3BOAUTE/b
Poccuiickas ®enepanus

AO «BEPTEKC»

Anpec: 197350, r. Caukr-IletepOypr, lopora B Kamenky, a. 62, aut. A.
Tenedon: 8 (800) 2000 305

Anpec 31eKTpOHHOM MouTHI: vertex@vertex.spb.ru

3a g1000i uHpopmanmeid 0 nmpenapare, a Tak:ke B CJOy4asX BOZHMKHOBEHHUS MpPeTeH3UM
cjieyeT 00pamaThes K MPeICTABUTEJIIO IePKaTesisl PerucTPAlMOHHOT0 YI0CTOBEPEeHH s WIIH
JePKATETI0 PErHCTPALMOHHOIO YI0CTOBEPEHHS:

Poccuiickas @enepanus

AO «BEPTEKC»

Anpec: 197350, r. Cankt-Ilerepoypr, Jlopora B Kamenky, a. 62, mut. A.

Tenedon: 8 (800) 2000 305

Anpec amekTpoHHO# mouTkl: pharmacovigilance@vertex.spb.ru
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IIpoune ncToUYHMKHM HHPOPMALUHT

[TogpoOHBIE cBemeHWs O JaHHOM IIpemapare coxaepxkarcs Ha BeO-caiite  Corosa

https://eec.eacunion.org/.
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