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MOCNEAOBATENLHOCTL 0009

®pomuana®, 250 mr, Ta6JeTKH, NOKPBITHIE IICHOYHOH 000/104KOi
®pomuaua®, 500 Mr, Taé1eTKH, IOKPBITHIE JIEHOUHOH 000.1049KOii

[elicTByroliee BEMIECTBO: KIIAPUTPOMULIMH

Ilepen npueMoM npenapara moJHOCTHIO MPOYMTANTE JUCTOK-BKJIAABINI, MOCKOJIbKY B HEM
coJeps;KaTcs BaxKHble 1A Bac cBegenus.

Coxpanure JIUCTOK-BKIabIII. Bo3MoxHo, Bam moTpebyercs mpoyecTts ero ere pas.

Ecin y Bac BO3HMKIM JIOTIOJIHUTENBHBIE BOIPOCHI, OOpaTHTECh K JieHallleMy Bpaudy WU
pabOTHUKY amnTeKH.

[Ipenapat HazHaueH umeHHo Bam. He nepenaBaiite ero npyrum moaaMm. OH MOKET HaBPEIUTh
UM, JJaKe €CIIM CUMIITOMBI UX 3a00JIeBaHUs COBMAAAIOT ¢ Bamumu.

Ecmu y Bac Bo3HUKIIN Kakue-1100 HexXellaTeNlbHbIE peaklii, 00paTUTECh K JieyallleMy Bpady Win
paboTHUKY anTeku. JlaHHas peKOMEHJaIUs pachmpoCTpaHseTcsl Ha JI0Oble BO3MOKHBIE

HEXEJIATCIIbHBIC PEAKIIUM, B TOM YUCJIC Ha HC IIEPCUMUCICHHLBIC B PA3ACJIC 4 mrcTKa-BKJIAJBIIIA.

Conepmanue JJUCTKA-BRJAAbIIIIA

1. Uro u3 cebs npescTasnser npenapaT @poMUIug”, U [y 4ero ero IPUHUMAIOT.
2. O 4eM creyeT 3HaTh TIepes] mpreMoM mpenapara ®pomumun®.

3. Ilpuem npenapata Gpomunua®.

4. Bo3MOKHbIE HEKEIaTeIbHbIE PEAKLIUU.

5. Xpanenue npenapata ®pomunui®.

6. ConepkuMoe YaKOBKH U MPOYUE CBEIACHHUS.

1. Yro m3 cebsi mpeacrasasier npenapat ®pomuana®, W IS 4Yero ero
NPUHUMAIOT
Ipenapar ®pomunua® copepKuT AeHCTBYIONIEE BENECTBO KJIAPUTPOMHULIMH, KOTOPOE OTHOCHTCS
K MPOTHBOMUKPOOHBIM CpelcTBaM (aHTHOMOTHKAM) TPYNIBl MakpoiauaoB. Kiapurpomummx
BBI3bIBAET TM0O€Ib MUKPOOPraHU3MOB — Bo30yaureneit uupexkuuu. [Ipenapar neiicTByeT TOIbKO

Ha OIMpCACIICHHBIC BUAbI 6aKT€pHI>i.

Iloxa3anus k MNPUMEHCHUIO

[Ipenapar ®@poMuaua® MPUMEHSIOT y B3pOCILIX M JeTell crapiie 12 neT npu MH(EKIMOHHO-
1
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NM-Ne002111-IM1-BY COOTBETCTBYET ZKCINEPTHOMY OTYETY
COI'MACOBAHO ot 22.04.2024 Nz 8090
MUHUCTEPCTBOM 3[IPABOOXPAHEHWIS _ o= i -
PECMYBAWKA BENAPYCh inoac OBA HOC 0003
MPUKASOM OT 16.01.2025 Ne 35 (MOCNENOBATENBHOCTE 0003)
[OCTEROBATENEH BIX 3a00JICBAHUSX, BBI3BAHHBIX YYBCTBUTEIBHBIMH K  KIAPUTPOMUIIMHY
MUKpPOOPTaHU3MaMHU:

e npu WHGEKIHUIX HIHKHUX JABIXaTeIbHBIX MyTeH (TaKuX Kak OpOHXHUT, THEBMOHWS ),

e 1pu UH(PEKUUAX BEPXHUX JBIXATEIbHBIX MyTeH (TaKuX Kak (papuHTUT, CHHYCHT);

e pu MH(EKIUAX KOKU U MATKUX TKaHEH (TaKuX Kak (OJUIMKYIUT, BOCIIATICHUE IO IKOKHOM
KJIETYATKH, POKa);

e 1pu UH(DEKIHUAX, BEI3BAHHBIX MUKOOAKTEPHSIMU;

e i TpOQUIAKTUKH paclpocTpaHeHUs WHQPEKIHH, OOYCIOBIEHHON KOMIUIEKCOM
Mycobacterium avium, y BWUY-uHQUIIMPOBAHHBIX MAIlMEHTOB C COJIEpP’KaHUEM
aumponutoB CD4 (T-xennepHsix tumdorutos) He 6oee 100 B 1 Mm?;

e IS ycTpaHeHus (dpamukanmu) renukooaktepuii (Helicobacter pylori) — Bo30ynuTenen
SI3BEHHON OOJIE3HU J>KeNy/lKa W JIBEHAAIATUIEPCTHOW KHUIIKM W CHUKCHUS YaCTOTHI
PELHIUBOB SI3BBI JBEHAIIATHIIEPCTHON KHIIIKH;

e 1pu WHPEKIUIX, BHI3BAHHBIX HECBOCBPEMEHHBIM JICUCHUEM 3a00JIEBaHHMI MOJOCTH pTa

(OTOHTOT€HHBIX UH(DEKITUSX).

Ecnu ynydmenue He HacTynwiio wid Bl yyBcTByeTe yXynmieHHe, HEOOXOAUMO OOpaTHTHCA K

Bpauy.

2. O ueMm ciaeayer 3HAThH Nepe] npueMoM npenapara ®pomuana®
IIporuBOMOKa3aHus
He npunumaiite npenapatr ®pomuiaua®:

e cciu y Bac aiuieprus Ha KIIapUTpOMULIMH, APYTUE IIPenapaThl U3 IPYIIbI MAKPOJIUIOB WIN
mo0ble  Ipyrue KOMIIOHEHTHI Iperapara (TepednciieHHble B pasfjene 6 JIHCTKa-
BKJIAJIBIINA);

e ecinu Bel mpuHUMaeTe 0/IMH U3 CIIEAYIONNX MpenapaToB: aCTeMHU30J1, IU3aMPUI, TUMO3HU]I,
TeppeHaanH,  JOMUTANW[,  aJKAJIOUAbI  CIOPHIHBM  (HampUMep,  SProTaMuH,
JUTUAPOIPrOTaMUH), MHIa30J1aM (B popme sl mpueMa BHYTPb), IpenapaTsl U3 TPYIIIbI
CTaTHUHOB (JIOBaCTaTI/IH NJIn CI/IMBaCTaTI/IH), KOJIXUIIWH, TUKATI'pEJIOp UJIN paHOJIa31H;

e ecnu y Bac ects mim ObUTH paHee HapyIIeHUs pabOTHI cep/lia Ha JIEKTPOKapAHOTrpaMMme
(ywmaenne wunTepBaia QT) wim HapymieHUs cepAedyHOro pUTMa (GKETyIJ0YKOBas
apUTMUS, BKIIIOYAS JKEITYI0YKOBYIO TAXUKAPIUIO THIIA «ITHUPYITY);

e cecimu y Bac ecTe aMeKTpOJMTHBIE HApYIICHWS, HANpPUMEp, CHIDKEHHE YPOBHS Kaius

(TunokaauemMus) UJau Maruus (TUIoMarHueMus);
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JM-Ne002111-IMI-BY COOTEBETCTBYET 3KCNEPTHOMY OTYETY
COI'MACOBAHO oT 22.04.2024 N= 8090
MUHVICTEPCTBOM 3[PABOOXPAHEHMS - Pl i .
PECMYBAWKA BENAPYCh inoac OBA HOC 0003
MPVKASOM OT 16.01.2025 Ne 35 NOCNEAOBATENLHOCTE 0003)
NOCNEROBATENEROCTE 0009 geaml; Bac HapymieHa (byHKIS TeUeHH | TIoUeK (Tshkesas TIedeHOqHAS HeOCTATOYHOCTb,

IIPOTEKAIoOIIas OJTHOBPEMEHHO C ITOYE€YHON HEJOCTATOYHOCTBIO);
® cCcnu paHee IMPH HCIIOJIB30BAHMM KIAPUTPOMHMIIMHA Yy Bac BO3HHMKana Kenryxa
(ToXeNnTeHrne KOXKH | TJ1a3) UM BOCIaJIeHUE MeYeHH (TenaTHT);

e ccnu y Bac ecTh HacieACTBEHHOE HapylIeHHe 0OMEHa BELIeCTB, Ha3bIBaeMoe MoppHpHen.

Oco0ble ykazaHHSI M MepPbl IPEI0CTOPOKHOCTH

Ilepen npuemoM npenapara PpomMunua® MPOKOHCYJIBTHPYHTECh C JIEYAIlUM BpAuoM HIIH
pabOTHUKOM amnTeKH.

DT0 0COOEHHO BAKHO, ECIIH:

e vy Bac napymena ¢yHKius modex (rmouyedHas HEJIOCTATOYHOCTh CPEAHEH U TKEIOH
CTENEeHH);

e y Bac HapymeHa ¢yHKIuUS MeYeHU (TMeYeHOYHAas HeJOCTaTOUYHOCTh CPEeTHEN U TsKeIoi
CTETeHH);

e Brbl npuHuMaeTe apyrue JeKapcTBEHHbIE CpeAcTBa (OCOOCHHO T€, UYTO MEPEUUCIICHBI B
nozpaszaene «Jlpyrue npenapatsl u npenapat @pomunua®y, IpeaCcTaBICHHOM HIDKE);

e y Bac ectb TspKETBIC HapyIIeHHS paboTHI cepana (nmemudeckas 6omne3ns cepana (MBC),
TsDKeNask cepJedHas HeIOCTaTOYHOCTh, HApYIICHHsS MPOBOIMMOCTH WM CHIDKEHHUE
YacTOTHI CEPICYHBIX COKpaleHnid (OpaauKap/Ius)) Win eciiv Bel mpruHUMaeTe mpenaparsl
JUId JIeYEHUs HapyIIEHUH CepIe4YHOro puTMa (aHTHAPUTMHUYECKHUE Ipernaparbl, CM.
nozpaszen «Jlpyrue npenapatsl u npenapat @poMutua®y).

JUnTenbHBI TpUeM aHTUOMOTHKOB MOXET MPHUBOAMTH K TIOSBICHHUIO HEUYyBCTBHTEIBHBIX
(pe3ucTeHTHBIX) OakTepuii W TPUOKOBHIM HH(pekiusM. B momoOHbIX cimydasx Bam moxer
MOHAJO0UTHCS IPUEM APYIHX MPOTUBOMHUKPOOHBIX CPEICTB.

[Ipy neueHHM KIAPUTPOMHUIMHOM M JPYTUMH AaHTHOMOTMKAMM W3 TPYNIbl MakKpOJIHIOB Y
HEKOTOPBIX MMallMEHTOB BO3HUKAIM U3MEHEeHUs Ha snekTpokapauorpamme (OKI), B ToM uunciie Tak
Ha3bIBaeMoe «y/uinHeHue uHrepBana QT», Mpu KOTOPOM MOBBIMIAETCS PUCK PA3BUTHUS TSKEIBIX
HapyIICHUH puT™Ma cepria (aputMuii). Puck pasButust aputMuii (B TOM 9uCiie 0COOCHHO OITACHOTO
TUTIA APUTMUN — KEITyJJOUKOBOW TaXUKaAPIUHU THIIA KIIUPYIT») MOBBIIIAETCS, €CITH:

e y Bac cHmXeH ypoBeHb Kallus B KPOBU (TUIIOKAJINEMHUS);

e y Bac cHmxeH ypoBeHb MarHus B KpoBH (TMIIOMarHueMusl);

e Bbl mnpuHuMaeTe JeKapCTBEHHbIE CPEICTBA, CIIOCOOHBIC BbBI3bIBATH AHAJOTHMYHBIE
n3MeHeHust Ha OKI', Hanpumep, acTeMu30, IU3anpua, TUMO3U U TepdeHaanH;

e vy Bac win y Bammx KpoBHBIX pOJCTBEHHUKOB €CTh WIN paHee ObUTH Cilydyan U3MEHEHHUN
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NIN-Ne002111-TT1-BY COOTBETCTBYET 3KCMEPTHOMY OTYETY

COIMACOBAHO 22.04 2024 N= 8090

MWHWUCTEPCTBOM 3[]JPABOOXPAHEHUA
PECIYBJIMKN BENIAPYCb

NMPUKA3OM OT 16.01.2025 Ne 35
MOCIEAOBATESIbHOCTH 0009

OT L£. U 20

(MOCNEOCBATENBEHOCTL 0003)

22 KT (yimaenne QT) uian Tak Ha3bIBAEMOM «OKEITyJOUKOBON apUTMHI.

Eciu 4T0-TO U3 MepeyncIeHHOro OTHOCUTCS K BaMm, He npunumaiite npenapat @pomunua®. Eciu

BrI He yBepeHBI, IPOKOHCYIBTUPYUTECH € JIEYAIllM BPadOM.

HemenienHo o0paTuTech K Bpauy, eCJId 3aMeTHTE KAKUe-JIu00 U3 CJeayoluX CUMITOMOB

BO Bpemsi Jeuenusi npenapatoMm @®pomwaua®. Bpau paccMOTPHT HeoGXOIMMOCTH

MpEeKpalleHus JCYCHU NMpenapaTom (DPOMI/IJ'[I/IZI®:

Tsoxenass BHe3anmHasi ajulepruyeckasi peakuusi (aHaduaakTHueckas peakLus/IIOK,
AHTMOHEBPOTHYECKHH OTeK). [laske mpu NMpHUMEHEHWH TNEepBON J03bI €CTh BEPOSTHOCTH
TOr0, 4TOo y Bac MOryT BO3HHUKHYTH CEPbE3HbBIE AJUIEPTUYECKHUE PEaKIUH, MMEIOIIUe
CIIEAYIOUINE CHMIITOMBI: YYBCTBO CHABICHHOCTH B TPYyJIH, TOJOBOKPYKEHHUE, OOJb,
CJ1a00CTh WITU TOJIOBOKPY)KCHUE TIPU BCTABAHHH.

Tsixkesble KOKHBIE PEeAKIINU, KOTOPBIE MOTYT MTPOSBISATHCS MOBBIICHHEM TEMIIEPATYPhI
Tena (JIMXOpaaKoi) 1 03HOOOM, OOIITUM TIJIOXUM CaMOYYBCTBUEM, CHUIBHBIM 3YJIOM KOXKH,
MOKPACHEHHEM KOXKH, IIEIyIIEHHEM KOXXH, CHIMbI0, OOBIYHO B BHJE JIOMAIOIIUXCS
My3bIpEi W 3B HA KOXKE U CIIM3UCTON 000JI0YKE pOTOBOM MOJIOCTH, HOCA, TJ1a3, MOJIOBBIX
OpraHoOB.

[Mpu3Haky MoOBpeXkIAeHHsI MeYeHH, K KOTOPhIM OTHOCSITCS IOTEPs alleTHTa, JKeITyXa
(TOXeNnTeHne KOKH1), MOTEMHEHHE MOYH, 3y/1 WK 00JIE3HEHHOCTh B 00J1acTH skuBOTA. s
NPEIyNpeXACHNsT TOJOOHBIX HEXENATeNbHBIX pEaKUUH Jedalmuid Bpad MOXKET
pexoMeH0BaTh Bam meproanyecku craBaTh KpOBb HA aHAJIM3 BO BPEeMs NMPUMEHEHHS
npenapara ®pomunua®, ocobeHHO ecid y Bac yke ecTh WM ObUIM KakHe-ITHOO
3a00JIeBaHMsI ICYCHU.

Juapesi MOXET BO3HHMKHYTb BO BpEMSl NMPHUMCHCHHS AHTUOMOTHKOB, B TOM YHCJIC
npenapara ®pomunua®, MIM JaKe depe3 HECKONbKO Hefelb MOCHe MpeKpaleHus
nedeHus. B ciaydae Tsokenoil wim JUIMTENBHONW Iuaped, WK eciau Bel 3ameTwiu, 4To B
Bamem cTyne ecTh KpOBb MIIM CJIM3b, HpEKpaTUTEe HpueM mnpemnapara Opomumua® u
HEMEIJICHHO  coo0muTe 00 OSTOM  Bpady, TIOCKOJIbKY JIaHHOE COCTOSIHHE
(TIceBIOMEMOpPaHO3HBIN KOJIUT) MOXET OBITh ONAacHO JUIs >KW3HU. He npuHUMaiiTe
nperaparbl, KOTOPbIe OCTAHABIWBAIOT WIHA 3aMEUISIOT ONOPOYKHCHHE KHUINCYHHUKA Oe3

KOHCYJIbTalli! C BPayOM.

JdeTn u moApoCTKH

Ipenapar ®pomunua® B hopme TabIETOK He MpeHA3HAYEH [T eTeli B Bo3pacte ot 0 10 12 ner.

IIpu HeoOxoauMMOCTH 0OpaTHTECh K Bpaudy, IOCKOJBKY CYLIECTBYIOT JIEKapCTBEHHBIE (DOPMBI,

0oJree TIOAXOAIIME I neTeil muanme 12 Jier.
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JTM-Ne002111-ITI-BY COOTBETCTBYET ZKCNEPTHOMY OTYETY
COI'MACOBAHO oT 22.04.2024 N= 8090
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PECTYBNVKM BENAPYCh (MOCNEOCBATENEHOCTE 0003)
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MOCNEAOBATENb D906 mpenppatel U npenapat @pomMuiang

CoobmuTe nevanieMy Bpauy WM paOOTHUKY alTeKd O TOM, 4TO Bbl mpuHHMMaeTe, HEJaBHO
NPUHUMAIIM UM MOXKETe HayaTh IPUHUMATh KaKHe-I100 Apyrue mpenaparsl.
He npunumaiite npenapat ®pomMuana® BMecTe ¢ JIO0bIM J1eKAPCTBEHHBIM CPEICTBOM M3
CJIeYIOIIero CIMMCKAa, TaK KaK 3TO MOYKET BbI3BATh TSKEJbIE HEXKEJATEJIBHBIE PEAKLUH (CM.
noapasnen «IIpoTuBonokazanus»):
®  acTEeMHU30J WK Tep(heHauH — CPEICTBA, IPUMEHsIEMbIE /IS JICUEHUS aJuIepruy;
® IM3ANpPUJ — CPEJICTBO, YITyUIIaroliee padoTy MBILIIL KEITyIKa;
® IMMO3UJ — CPEACTBO AJIs JICUCHHUS TSKEIIBIX ICUXUYECKUX PACCTPOMCTB;
® JIOMUTAIIU] — CPEACTBO JJI CHHYKEHHUS ITOBBIICHHOIO YPOBHS XOJIECTEPUHA B KPOBU;
® QIKaJOWUIbl CIOPBIHBU (HAmpUMeEp, SProTaMHH, IUTHAPOIPTOTAMUH) — CPEJACTBA,
UCIIOb3YEMBIE JUIS JICUCHUS] MUTPEHH;
e wmyzaazonaM (B Qopme i mpuemMa BHYTPb) — CPEACTBO JJIs JIEUCHHUS CYJOPOXKHBIX
MPUIIAAKOB, OECCOHHUIIBI MJIM TPEBOXKHBIX PACCTPOICTB;
e [Ipenaparhbl U3 IPYNIbl CTATUHOB (JIOBACTATHH, CUMBACTaTHH) — CPEJICTBA, CHIKAIOILNE
YPOBEHb XOJIECTEPUHA B KPOBH;
®  KOJIXMIIMH — CPEJCTBO JUIs JIUEHUs 1o1arpsl (3abosieBaHue CyCTaBOB);
® THKAarpeygop — CPeACTBO AJIs «Pa3KMKEHUs KPOBU» (AHTHArPEraHTHOE CPELICTBO);
® DaHONA3UH — CPEICTBO I JIedeHUs 3a00JIeBaHUS COCYHOB cepaua (CTaOMIbHOM
CTCHOKApJIUH).
M3BeCcTHO, UTO HEKOTOpble MpenapaThl B3auMoJeHcTBYIOT ¢ mpenapatoM ®pomunua®. Ipuem
npenapata ®pomunua® BMecTe ¢ STUMM IIpenapaTaMd MOXET BJIMATh Ha TepaneBTHYECKHil
3QGEeKT NaHHBIX JIEKAPCTBEHHBIX CPEACTB. JTO TaKXKe€ MOXET YBEIUYUTh BEPOSTHOCTD

BO3HUKHOBEHHUS MOOOYHBIX 3(h(PEKTOB.

Coobmure gevyamemy Bpady, eciiu Bel npuanmaere:
® [IPOTUBOMAJISIPUIHBIE CPEACTBA (TUIPOKCUXIOPOXUH, XJIOPOXHUH);
e Jpyrue aHTHOAaKTepHUaJbHbIE CPEACTBA, B TOM uucie pudamnuuuld, pudalOyTuH,
pudaneHTH;
® IIPOTHBOIPUOKOBBIE CPEACTBA ((hIyKOHA30I, HTPAKOHA30);
® CpeICTBa Ul JICYCHHs BUPYCHBIX HH(PEKIUH (IPOTUBOBUPYCHBIE CPEACTBA), B TOM YHCIIE
STpaBUPHUH, 3()aBUPEH3, HEBUPAIIUH, 3UJJOBY/IMH, aTa3aHABUP, PUTOHABUP, CAKBUHABUD;

¢ CpcAcTBa Jid JICHCHUS HCBPOJIOTMYCCKUX U NCUXHUYCCKHUX paCCTpOﬁCTB, B TOM 4YHUCIJIC
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J1M-Ne002111-ITI-BY COOTBETCTEYET ZKCNEPTHOMY OTYETY
COrNIACOBAHO ot 22.04.2024 Ne 8090
O EC B SEABYCD (MOCNEOOBATENLHOCTL 0003)

NMPUKA3OM OT 16.01.2025 Ne 35

[ocnenoeATEnerocTs 0009 hepulronn, kapbamasenuH, (eHoOapOWTal, KBETHANMH, IIPenapaThl BaJbIIPOEBOH
KHCIIOTHI (BaJIbIIPOATHI), & TakKe Mpenaparhl U3 TPyl 0€H301Ma3eMMHOB (HAIIPUMED,
alpasoiaM, MUIa30J1aM, TPHA30JIam);

® CpeIcTBa JUIs JICUCHUS HAPYIIEHUI CepIeYHOTO puTMa (AHTHAPUTMUYECKHE CPEJICTBA), B
TOM YHCJIC XUHUJUH U TU30TTHPAMHUI;

e CpejacTBa JUIsl JICYEHUS CEpCYHOI HEOCTaTOYHOCTH, B TOM YHUCIIE TUTOKCHH;

e cpejacTBa IS JIeYeHUs 3a00J1€BaHMI CepAlla ¥ MOBBIIIEHHOTO apTepHaIbHOTO JaBICHUS
W3 I'pynIibl aHTarOHUCTOB KaJIbIHA (6HOKaTOpBI MCIJICHHBIX KaJIBITUCBBIX KaHaHOB), B
TOM YHCJIE BEepanaMul, aMJIOJUIHNH, JUITHA3EM;

® CpeIcTBa JUIS JICUEHUS SPEKTHIbHONW AUC(YHKIMU, B TOM YUCIe CHIIIeHa(uI, Tagamadun
U BapaeHadu;

® CpEICTBa, CHIKAIOIINE CBEPTHIBAEMOCTh KPOBH (aHTHKOATYIISIHTBI), B TOM YHUCIIC
Bap¢apuH, naburarpat, puBapokcadaH, anukcabas;

e CpejacTBa JUIs JISYEHUsI CaXapHOTro AuadeTa: THIMOTIHMKEMHUYECKHe CPEeACTBa I IpueMa
BHYTpPb (IIPOM3BOAHBIE CYIb()OHUIMOYEBHHBI, HATETJIMHU/, THOTJIMTA30H, PENarInHUA U
POCHUTIINTa30H) M UHCYIINH;

® CpEICTBa, CHWKAIONINE AKTHBHOCTh MMMYHHOH CHCTEMBI, B TOM YHCJE LUKIOCIOpPHUH,
TaKpOIUMYC (TPUMEHSIOT TOCIIE ePecaJKy (TPaHCIUIAHTAIIMN) OPTaHOB);

e BHUHOJIACTHH — CPEJICTBO IS JICUSHHSI HEKOTOPBIX OHKOJIOTHUECKUX 3a00JIeBaHUIA,

¢  METWIIPEIHU30JIOH — TOPMOHAIBHOE MPOTUBOBOCIIAINTENILHOE CPEJICTBO;

e OMenpa3oil — CPEeACTBO JAJSI CHWIKECHUS HMOBBIIIEHHON KHCIOTHOCTH JKENIyIOYHOTO COKa,
IpUMEHsieMOoe, HampuMmep, JUld JIeYeHHs  A3BEHHOM  Oone3Hu  JKelylka u
JIBEHAIATUIIEPCTHOM KHUILIKH;

e TeoDWUTMH — CPEACTBO IS JICUEHHUsS 3a00JIeBaHUM JIETKUX, HAIpuUMep, OpOHXUATHHOU
aCTMBI MJT XPOHHUYECKOM 00cTpyKTHBHOM O0sie3nu serkux (XOBJI);

® [WIOCTa30J — CPEACTBO JUIA JIeYeHHs 3a00JIEBaHUI COCYJOB, BBI3BIBAIOIIMX TaK
Ha3bIBaEMYIO NIEPEMEKAIOILYIOCS XPOMOTY;

® TONTEPOJAUH — CPEICTBO IS JICUCHHS YaCTOr0 MOUCHCITYCKaHUs U HeJepKaHUS MOYH;

e 3Bepo00ii IPOBIPSABICHHBIN (PACTUTEIBHOE JICKAPCTBEHHOE CPEJICTBO).

BepemMeHHOCTH U rpyAHOEe BCKapMJIMBaHHe
Ecin Bbl GepeMeHHBI WM KOPMHTE TPYyIbIO, JyMaeTe, 4yTo 3a0epeMeHeNH, WM IUIaHUpyeTe

6€peMeHHOCTB, nepea HadaJioM Iprucma Irperapara HpOKOHCYHBTI/Ipyf/'ITCCB C JICHallluM BpadoM.

bepemeHHOCTB
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NM-Ne002111-MM-BY COOTBETCTBYET ZKCINEPTHOMY OTYETY
COI'MACOBAHO oT 22.04.2024 N= 8090
MUHUCTEPCTBOM 3[IPABOOXPAHEHWIS _ o= i -
PECTYBIVKM BENAPYCb ToOc B4 HOC 0003
MPVKASOM OT 16.01.2025 Ne 35 (MOCIEQOBATENBHOCTE 0003)
[OCHEACRATENS ORI OfivdiiTe Tipemapat ®pomunun®, eciu Bel GepeMeHHBI, 6e3 KOHCY/IBTAIMN C BPAdoM,

ocBeOMJICHHBIM 0 Bameit 6epemennocTr. [IpruMeHnenne KIapuTpoOMHUIIMHA TIPU OEPEMEHHOCTH
(ocobenno B | TpuMecTpe) BO3MOXKHO TOJIBKO B Cllydae, KOTJia OTCYTCTBYET ajbTepHATHBHAS
Tepanusi, a MOTEHIMAIbHAs [T0JIb3a U1 MaTePH MPEBBIIIAET MOTEHIUATBHBIN PUCK JUTS IJI0/A.

I'pynHOE BCKapMIIMBaHUE

He npunumaiite npenapatr @pomMuaui®, eciud Bbl KOpMUTE TPYbIO, TOCKOIbKY KIAPUTPOMHUIMH

BBIACIIICTCA C TPYAHBIM MOJIOKOM M MOKET HAHCCTH BPECJ BameMy pe6eHKy.

YnpasieHne TPaAaHCIIOPTHBIMH CPEICTBAMH M padoTa ¢ MeXaHM3MaMu

[penapar ®pomunua® MoxeT cHuU3UTH Baie BHMMaHHe. MOTYT BO3HHKHYTh HEKOTOpBIE
HEe)KeJaTeJIbHbIE PEAKUUU CO CTOPOHBI HEPBHOM CHUCTEMBI (TOJIOBOKPYXEHHE, CIIyTaHHOCTb
co3HaHusi, nezopueHranus). [loatromy yOemmrech, uro Bl 3Haere, kak Bwl pearmpyere Ha
npernapar, Ipexk/Ie 4eM CaJUThCS 3a PyJib WM padoTaTh ¢ MexaHu3MaMu. Ecium comHeBaeTech,

MPOKOHCYJIBTUPYHUTECH C BPAYOM.

3. llpuem npenapara ®pomuang®
Bcerna npuHuMaiiTe TaHHBINA Mpemapar B MOJHOM COOTBETCTBHH C PEKOMEH/IAIIMSMH JICYAIIETO

Bpaua. [Ipu nosiBIIeHNN COMHEHUN MOCOBETYUTECH C JICHAIIUM BPAdOM.

Pexomennyemasi no3a

Jlewammii Bpau 00bsACHUT Bawm, kakyro 103y npenapata ®@pomuina® Bam cieayeT mpUHUMATH,
KaK 4acTo U B TEYCHUH KaKOTO BPEeMEHU. JTO OyAET 3aBUCETh OT THUIA U TSHKECTH MH(DEKIIUH.
OO0b1uHO mpenapat npuHUMaroT no 1 tabnerke (250 Mr) nBa pasa B CyTKH, HO B ciydae Oosee
TSDKENBIX MH(EKIMHA 103y yBennuuBaroT 10 2 tabnetok (500 mr) aBa pas3a B CyTKH.

B HEKOTOpBIX Cllydasx B JONONHEHHE K mpenaparty ®pomMuana® Bpad MOMKET Ha3HA4YMTH Bam
JIpyTHe aHTHOMOTHKH.

CoobmuTe Bpauy, ecnu y Bac ects 3a0oneBanmne moyek, Tak kak Bam Moxker morpeGoBatbes

CHMIKCHHUC OO3bI ITpCIIapara.

IIpuMmeHeHnue y nereil 1 MOAPOCTKOB
Pexxum nosupoBanust st aered B Bo3pacte oT 12 g0 18 jer He oTiiMyaeTcss OT pexuma
JIO3UPOBaHUs JIJIsl B3pocibiX. [I[puMeHenne KIIapuTpoMHUIIMHA B BUIE TabJIETOK y JeTel mulaaiie

12 neT He u3y4anock.

[yt ¥ (MaKn) cnocod BBeaeHUs


ЛП ГП СОГЛАСОВАНО


TIN-NeOO2111 [ 11-BY COOTBETCTBYET 2KCMEPTHOMY OTYETY
COrNACOBAHO ot 22.04.2024 Ne 8090
MWHNCTEPCTBOM 3[0PABOOXPAHEHNA . -

PECTVERA CERAPYCb (NOCNENOBATENLHOCTE 0003)

NMPUKA3OM OT 16.01.2025 Ne 35

[OCNENOBATENLHOR VA%, _pe2d BUCHMO OT TIPHEMa MUINM. TableTKy HeoOXOMMMO MPOTIOTHTE HETHKOM, 3aluBas

JKHIIKOCTBIO.

IIpoao/KUTEIbHOCTD J1eYeHUs!

OObI4Has IPOIOJIKUTEIBHOCTD JIEYEHHsI COCTABIAET OT 5 10 14 nHeill. VckitoueHune cocTaBisitoT
BHEOOJIbHUYHASI THEBMOHUS U CUHYCHUT, KOTOpBIE TPEOYIOT jieueHus oT 6 110 14 qHel.
[TpoomKNTENBLHOCTD JICUSHUs OYIeT ONPEAETIATHCS BPAuOM U 3aBUCETH OT TSKECTU 3a00/1€BaHMs,

KIMHHUYCCKOI'O 1 6aKT€pI/IOJ'IOFI/I‘-I€CKOFO KOHTPOJIA.

Ecin Bol npunsuin npenapara ®poMuiua® 6osiblie, 4eM cJ1e0Bajio

Ecin Bel nmpussanu Oosblle Ha3HAuY€HHOW J03bI, HEMEIJIEHHO O0OpaTUTECh 3a MEIUIIMHCKON
MOMOII[bIO, MOCKOJIBKY 3TO MOXKET CIIPOBOLUPOBATH PACCTPOMCTBA CO CTOPOHBI OPraHOB
numeBapeHus. Ecnn BO3MOKHO, BO3bMHUTE TAaOJIETKH WM KapTOHHYIO YIIAKOBKY IpenapaTa ¢

co0o0M, 4TOOBI MTOKAa3aTh Bpady.

Ecin Bl 320b110 NpuHATH npenapat ®povuana®

Ecnu Bel 3a0yzete NpuHATH OUepeaHyI0 03y IIpenapara, IpUMHUTE €€, KaK TOJIBKO BCIOMHHTE 00
sToM. Ecnn 10 cnenyromero npuemMa ocTasoch OKOJIO 4aca, MPOITyCTUTE MPOIMYHICHHYIO 103y U
OPUMHUTE CIEAYIOIyl0 103y B OObyHOEe Bpems. He mnpuHuMMaiiTe ABOIHYIO 1103y, 4YTOOBI

KOMIICHCUPOBATh MPONYIMICHHY1O.

Ecsu Bl npexpaTuiau npuem npenaparta ®pomuana®

BaxxHO OKOHUMTBH KypcC JIeUeHHS, JaKe €CIM Yepe3 HECKOJbKO THed Bl modyBcTByere cels
nyqme. Ecnu Bel npekpatute npuHUMATh Mpernapar CIUIIKOM paHo, HHPEKITMOHHOE 3a00IeBaHe
MOJKET OBITh MMOJIHOCTBIO HE BBUICYEHO, M M0 CUMITOMBI MOTYT BO3BPATUTHCS WIIU YXYIIIUTHCS.
Kpome TOro, BO3BMOXKHO CHM)KEHHE UYyBCTBUTEIBHOCTH (PE3UCTEHTHOCTH) MUKPOOPTAaHU3MOB K

aHTHOMOTHUKY.

HpI/I HaJIM4YUH BOIIPOCOB 110 IIPUMECHCHUIO IIpe€IiapaTa 06paTI/ITCCL K JICHaleMy Bpady.

4. Bo3MoxkHBbIE HeKeIaTeJbHbIE peaKIuu

[Mom06HO BCeM JeKapcTBEHHBIM IpenapataM, PpoMuina® MOXKET BBI3BIBATH HEKENATEIbHbIE
peakiuu, 0OJJHAKO OHU BO3HHUKAIOT HE Y BCEX.

IpexpaTtute npueM npenapara ®pomMuana® U HeMelJleHHO 00paTHTeCh K Bpady, YTOObI

PacCMOTPETb BO3MOKHOCTD Ha3HAYECHUSA APYIroro aHTl/IﬁaKTepl/laﬂbHOFO npemnapara, €CJjau
8


ЛП ГП СОГЛАСОВАНО


NMMN-Ne002111-IMI-BY COOTBETCTEYET 3KCNEPTHOMY OTYETY
COIMACOBAHO oT 22.04 2024 N2 8090
MWHWCTEPCTBOM 3[IPABOOXPAHEHMSA . — o P
PUKASON OT 16.01. 2025 N 35 (MOCNEAOBATEMNBHOCTL 0003)

[OCTEACRATENND JI00YI0 U3 CJIeYIOINX CePbe3HbIX HeKeIaTeIbHbIX PeaKmii:

e [OTEps almeTuTa, IOXKeITEHHEe KOXHM (KeNTyxa), NOTEMHEHHE MOYH, 3yA WIH
00JIE3HEHHOCTh B 00JIACTH KUBOTA (TIPU3HAKHU TEMATHTA — BOCTIAJICHHS MIEYEHN);

® TSDKENas WM JUIMTENbHAS Juapes, HaJudue B CTYle KPOBU WM CIU3U (IPU3HAKH
MCeBIOMEMOPAaHO3HOTO KOJIUTA);

e TsDKENas BHE3aIlHas ajlIepruyuecKas peakiys ¢ TAKUMH CUMIITOMAaMH, KaK CTECHCHHUE B
Ipy.iy, TOJIOBOKPYKEHHE; TOLUIHOTA WK c1a00CTh, UM TOJIOBOKPYXEHHE IPU BCTaBAaHUU
(aHadmrakTHYECKAs PEAKIINS/IOK);

® ajyIepruyuecKasi peakiiys, MPUBOAIIAS K OTEKY JIUIA, TYO WIH SI3bIKa, KOTOPasi MOXKET ObITh
NPUYUHON 3aTPYAHEHUH TPHU TJIOTAHUW M HAPYUICHWH JIbIXaHUS (aHTMOHEBPOTUYECKHMA
OTEK);

® CCpbE3Had, OomacHas g JXKU3HU KOXXHasA CbIIlb, O6BI‘IHO B BUIC Hy31>1pei/'1 UM s13B Ha
CIIM3UCTOM 000JI0YKE POTOBOM MOJOCTH, HOCA, TJIa3, MOJIOBBIX OpraHax, KOTOpas MOXET
IIMPOKO PACIPOCTPAHUTHCSA MO BCEH MOBEPXHOCTH KOXKH, MPUBOJS K €€ OTCIAUBAHUIO
(cungpom CruBeHca-/[)KOHCOHA, TOKCUYECKUI ATHISPMAIbHBIN HEKPOJIH3);

® JICKAQpCTBEHHAs pPEaKIHsi, COMPOBOXIAIOMIAACSA TAaKUMH CHMIITOMaMH, KaK ChIllb,
JiMXopaJika, BOCHAJICHHUC BHYTPCHHHUX OpPraHoB, I'CMATOJIOTUYCCKUEC HAPYHICHUA U
CHUCTEMHBbIE  MpOSBICHUS  (peakiusi TUIEPYYBCTBUTEIBHOCTH,  MPOSBISIOLIASCS
so3uHOGmMert  u  cucteMHeiMu  cumnromamu  (DRESS-cungpom),  octpsiii
reHepAM30BaHHbII dK3aHTEMAaTO3HbIH MyCTYJE3);

® OINYIICHHE HEPETYISIPHOCTU CEPACYHOTO PHUTMA M JPYrUe HEOOBIUHBIC OIIYIICHHUS B
obnactu cepana (MOTyT OBITh IPU3HAKAMHU JKETYA0YKOBOW TaXUKAPAUU, B TOM YHCIIE THUTIA
«TIHPYIT», WM GUOPHIUTSIINH JKEITYI0YKOB);

e HEOOBIYHBIC OOJIM B MBIIIIAX, MPOAODKAIOIIMECS MoJbllle OObIYHOTO (MHomarus). B
PeNKHX CIy4asxX MOXKET pPa3BUTBCA JKU3HEYTPOXKAIOIIEE IOBPEKACHUE MBIIIII,
Ha3bIBaEMOE Pa0OMHUOIM30M: OHO MPUBOAMT K OOIIEH c1ab0CTH, pa3BUTHIO JIMXOPAIKU H

HapyleHUo GyHKINHU TOYeK.

Coo0uiure JeyameMy Bpauy, ecjad 3aMeTuTe JHOOYI0 M3 CJAeIYIIMX HeKeaaTeJabHbIX
peakuuii:
YacTo — MOryT BO3HHKATh He (oJiee yem y 1 desoBexa u3 10:

®  ChHIIlb;

e OECCOHHUIIA;

e T0JIOBHAs 0OMb;


ЛП ГП СОГЛАСОВАНО


NM-Ne002111-IM-BY COOTBETCTBYET ZKCINEPTHOMY OTYETY
COINMACOBAHO oT 22.04.2024 N= 2090
MUHWUCTEPCTBOM 3[PABOOXPAHEHUA o= - .
PECMYBVKW BENAPYCb Moc OBA HOC 0003

MPUKASOM OT 16.01.2025 Ne 35 (MOCAENOBATENBEHOC Tb 0003)
[OCTEAOBATENEHOCTE 0009 piappdinieHITe BKYCOBBIX OIIYICHHIT (IHCTEB3U);

e Jmapes;

® pBOTa;

® PacCTPOMCTBO NUILEBAPEHUS (IUCIETICHs);

® TOIIHOTA;

e 00JIb B 00JIACTH )KUBOTA;

® UHTEHCHBHOE [TOTOOT/ENICHHE;

® OTKJIOHEHHUS B «II€YCHOYHBIX)» MPOOAX MO pe3yabTaTaM OMOXMMHUYECKOTO aHAJIN3A.
HeuyacTo — MOryT Bo3HUKATH He 0ojiee yem y 1 yenoBeka u3 100:

e TrpubKoBOE 3200JIeBaHNE, TAKXKE HA3bIBAEMOE MOJOYHHILICH (KaHIU103);

® BOCHAJICHHE XKEITyJKa ¥ KUIIEYHUKA (TACTPOIHTEPHUT);

e BTOpUYHBIC HH(EKINH (B TOM YUCIIC BarHHAIBHBIC);

® 3yn,

e 3yjsIIas ChIb HAa KOXKe (KParMBHUIA, MAKYJIOMAITyJIC3HAS CHIIIb);

e [0Teps anmeTuTa (aHOpPEeKCcHs);

® CHWXKCHHE alleTuTa;

e OECIOKOMCTBO;

® [OBBIIICHHAs] BO30YINMOCTb;

® TOJOBOKPY)XEHHUE;

® COHJIMBOCTB;

® HENPOW3BOJIBHOE JPOKaHNE KOHEYHOCTEH (TpemMop);

® TOJOBOKPY)KEHHUE C OIIYIIEHHEM BpallleHus (BEpTHIO);

® HapyIleHHUE CITyXa,

® 3BOH B yIIax;

e ynnuHeHue uHTepBasia QT Ha JIeKTpoKapIUOrpaMme;

®  OUIYIICHHUE CEePALICOUEHUS;

¢ HOCOBOE KPOBOTEUEHHUE;

® COCTOSIHHE, IPH KOTOPOM YacTO BO3HHMKAET OTPBIKKA KHUCIIBIM COACPKUMBIM JKEITyIKa

(ractponzodareansHas pedIrrokcHas O0JIE3Hb);

e BOCIAJICHUE JKeIyaKa (TacTpuT);

e 00JIb B 00J1aCTH 3aHETO MPoXoaa (MTPOKTAJITHS);

e BOCHAJICHHE CIM3UCTON 0OOIOUKH MOJIOCTU PTa (CTOMATHUT);

e BOCIMAaJEHUE SI3bIKA (TJIOCCHUT);

® B3JYTHUC XKUBOTA,
10


ЛП ГП СОГЛАСОВАНО


J1M-Ne002111-TI-BY
COrNACOBAHO

MWHWUCTEPCTBOM 3[]JPABOOXPAHEHUA
PECIYBJIMKN BENIAPYCb

NMPUKA3OM OT 16.01.2025 Ne 35

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 22.04.2024 N= 2030

(MOCNEOCBATENBEHOCTL 0003)

MOCIEAOBATES/IbHOCTH 0Q09

® CyXOCTh BO PTY;
®  OTPBDKKA;
¢ U30BITOYHOE ra3000pa30BaHKE B KUIICYHUKE (METEOPH3M);
® 3ajIepKKa OTTOKA KEJIYH (X0JIecTas);
e  MBIIICYHBIN CHIa3M;
e 00JIb B MBIIIIAX (MHAITHS);
® HEJIOMOTaHHE;
® [IOBBHIIICHHE TEMIIEPATYPHI Tela (TUTIEPTEPMUS);
® HEMPOXOJIIee YYBCTBO YCTAIOCTH (aCTCHHS);
e 00JIb B TPyH;
e 03HO0;
®  YTOMJIIEMOCTb;
® CHIKCHHUE COJACPIKAHUS B KPOBU KJIETOK, HA3bIBAEMBIX JICHKOIIUTAMHU (JICHKOTICHUS) WK
HeliTpodunamu (HelTponeHus);
® [OBBIIICHUE COECPKAHUS B KPOBHU KJIETOK, Ha3bIBAEMBIX 303MHODUIaMHU (303UHOPUIIHS);
® T[IOBBIIICHUE  COJCPXAaHHWSA B  KPOBH  KpPOBSHBIX  IJJACTUHOK-TPOMOOITUTOB
(TpomboITUTEMUSA);
® T[IOBBHIIICHHE AKTUBHOCTH (hepMeHTOB: aTaHMHAMHUHOTpaHC(epasbl (AJIT),
acmmaptaramuHoTpanchepassl (ACT), rammarmyramuntpancdepassl (ITT), menounoi
docdaraszpl, nakraraeruaporenassr (JIAD).
YacTroTa HeWM3BECTHA — MCXOAS W3 HMMEKIIUXCS [JAHHBIX YACTOTY BO3HHKHOBEHUsI
onpeaeJuTh HEBO3MOKHO:
® [IOKpaCHEHHE KOXKU M3-32 JIOKAIbHOW MH(EKIMH, BBI3BAHHOW OaKTEpUSIMH, HA3bIBAEMbIMH
CTPENTOKOKKaMH (POKUCTOE BOCTIAJICHHUE);
® paccTpOMCTBA MCUXUKH (TICHXOTUYECKHE PACCTPOHCTBA);
® CIyTaHHOCTh CO3HAHWUS;
® OINyUIICHHE YTPaThl (PU3UYECKOH CBSI3U C OKPYKAIOIIUM MHUPOM M COOCTBEHHBIM TEJIOM
(memepcoHanu3anus);
e Jenpeccus;
® JIe30pUECHTALIUS;
® TAUTIOIMHALINY;
® HapyIIEHUS CHOBUJICHUH («KOIIMapHBIE» CHOBUICHUS);

e  OIIyIICHHWE NOKAJIBIBAHUS, JKCHHUS, IIOJI3aHUS MypaleK» (mapecTe3us);
11
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J1M-Ne002111-TI-BY
COrNACOBAHO

MWHWUCTEPCTBOM 3[]JPABOOXPAHEHUA
PECIYBJIMKN BENIAPYCb

NMPUKA3OM OT 16.01.2025 Ne 35

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 22.04.2024 N= 2030

(MOCNEOCBATENBEHOCTL 0003)

MOCNEAOBATES/IbHOCTL 0Q09

WYUHHO ITOBBIIICHHOC HACTPOCHHUC (MaHI/ISI);

® CyIOpOTH;

e [0TEps BKYCOBBIX OLIYILEHUH (areB3us);

® HCKa)XCHHME BOCIPUATHS 3a11axoB (IapocMusi);

® yTpara CloCOOHOCTH BOCIIPUHMMATD 3amnaxu (aHOCMUSA);

® TIIyXOTa;

® KpPOBOTEYEHHUE;

® BOCIAJICHUE TOHKEITYIOYHOM JKeTe3bl (TAaHKPEaTUT);

® U3MEHEHHE LIBETa SI3bIKa U 3yOOB;

® [EYEHOYHAs HEIOCTATOYHOCTH;

® [IOKEJITEHHE KOXXM W TJa3, BBI3BAHHOE 3a/ICPKKOH OTTOKA JKEIMYH (XOJecTaTHdecKas
HKEJITyXa);

® yrpeBas ChIlb (aKHE);

® [I0Y€YHas HEJOCTATOUYHOCTb;

e BOCHaJIEHHE NOYEK (MHTEPCTULMANILHBIA HEPPUT);

® OTCYTCTBHUE KJIETOK KPOBHU, Ha3bIBAEMBIX I'PAHYJIOLUTAMH (arpPaHYJIOLUTO3);

® CHIDKEHHE COZIep)KaHUs B KPOBU TPOMOOLIUTOB (TPOMOOIIMTONECHNUS);

® CHI)KEHHE CBEPTHIBAEMOCTH KpPOBH, TIPOSBIISIONICECS YBEJIMYEHHEM 3HAYCHHUU
cnenn(UIeckux IMoKa3zaTelied — MEXAYHapOJHOTO HOPMAIU30BAaHHOTO OTHOIICHUS
(MHO) unu nporpom6unoBoro Bpemenu (I1B);

® U3MEHEHHE LIBeTa MO4YH;

e [OBBIIICHUE COACPKAHUSA OUITUPYyOHHA B KPOBHU.

IIpu mpuMEHEHNH KIApUTPOMUIINHA B JICKAPCTBEHHOM d)ODMC AJIA BHYTPUBECHHOTI'O BBCACHHUHA

TAKKC OTMCYAINCH CIACAYIONIMUEC HEKCIATCIIbHBIC PCAKIINN .

OueHb 4aCTO — MOT'YT BO3HMKATH OoJiee yeM y 1 yesioBeka u3 10:
e BocraneHue BeH ((preduT) B MecTe MHBEKITUH.
YacTo — MOTyT BOZHHUKATH He GoJiee yeM y 1 yenoBeka u3 10:
® paclIMpeHue cocyoB (BazoauiaTanus);
e 00JIb B MECTE UHBEKIIUU;
® BOCIIAJICHUC B MECTC MHBCKIINHU.
HeuyacTo — MOryT BO3HUKATH He 0ojiee yem y 1 yenoBeka u3 100:
e BOCIMAJICHHUE IMOIKOKHON YKHPOBOW KJICTYATKH (IICIUTFOJIHT);
e BOCIaJeHUE KOKU C 00pa3oBaHUEM My3bIpeid (OyJUIe3HBIN JepMaTHUT);

® [OTEps CO3HAHUS;
12
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J1M-Ne002111-TI-BY
COrNACOBAHO

MWHWUCTEPCTBOM 3[]JPABOOXPAHEHUA
PECIYBJIMKN BENIAPYCb

NMPUKA3OM OT 16.01.2025 Ne 35

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 22.04.2024 N= 2030

(MOCNEOCBATENBEHOCTL 0003)

MOCIEAOBATES/IbHOCTH 0Q09

HU3BOJIBHBIC ABUKCHUS OTACIBbHBIX I'PYIIIT MBIIIILT (I[I/ICKI/IHCSI/IH);

® OCTaHOBKA CEpIa;
® HapyIIEHHE COKPATUTEILHOU crIocOOHOCTH cepana (PuOpHuIALUs npeacepanii);
e crnenuduuecKoe HAPYIICHHE CEPCTHOTO PUTMA (IKCTPACUCTOIINA);
® 3aTpYAHEHHUE JbIXaHUS U3-3a Clla3Ma OPOHXOB (acTMa);
® 3aKyMOpKa apTepUH B JIETKUX CT'YCTKOM KPOBHU (TpOMOOIMOOIHS JIETOYHOM apTepun);
e BocHajgeHue nuieBoaa (330¢harur);
® KOCTHO-MBIIIEYHAsI CKOBAHHOCTb;
® [OBBIIICHNE KOHIIEHTPAIIUN KPEaTHHUHA;
® TOBBIIICHNE KOHIIEHTPAIIMN MOYEBHHBI,
® HM3MEHEHHUE OTHOIICHHUS aTbOYMHUH/TIIO0YIIMH B KPOBH.
HekoTopble W3 ONMCAHHBIX HEKENATENBHBIX PEAKIUHA MOTYT OBITh CBS3aHBI CO CIIOCOOOM
BBEJICHHsI Tpenapara. Hen3BecTHO, MOTYT JIM BO3HHUKATh TOJOOHBIC HEXENATeNbHbIC PEaKIuu
1ocJjie nmpreMa npernapara BHyTPb.
eTH
[IpennonaraeTcs, 4YTO YaCTOTA, THII U TSHKECTh HEXKEIATENbHBIX PEaKLUH y IeTel Takas ke, KaK y
B3pOCIIBIX.

ITanueHTrI C IoAaBJICHHBIM MMMYHHUTETOM

VY npanMeHTtoB ¢ CHHIpOMOM mpuoOpereHHoro ummyHonedpunura (CIIUIA) u npyrumu
UMMYHOAEe(UIIMTAMH, TOJYYaIOIIUX KIAPUTPOMULUH B 00Jiee BBICOKHMX J03aX B TEUEHHE
JUINTEIILHOTO BPEMEHH JUIS JIEYEHUSI MUKOOAKTEepUabHBIX MHPEKIMUH, YacTO TPYAHO OTIMYHUTH
HekenaTenbHble 3QdekTsl mpenapata oT cumntoMoB BUY-nHGeKIMu Wi COMyTCTBYIOLIETO
3a00JIeBaHMsL.
Haubonee yacTbIMu HeXKeIaTENbHBIMU SIBIEHUSMU y NALIUEHTOB, IPUHUMABIIUX KIAPUTPOMUIIMH
B 03¢ 1000 mMr B CyTKH, ObLTH:

® TOIIHOTA;

® DpBOTa;

e U3BpAlllEHHE BKYyCa;

e 0oib B 00JaCTH KHUBOTA;

e Juapes;

®  CHIlb;

®  METEeopu3M;

e Tr0JIOBHAs 0OJIb;

e 3amop;

13
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J1M-Ne002111-TI-BY
COrNACOBAHO

MWHWUCTEPCTBOM 3[]JPABOOXPAHEHUA
PECIYBJIMKN BENIAPYCb

NMPUKA3OM OT 16.01.2025 Ne 35

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 22.04.2024 N= 2030

(MOCNEOCBATENBEHOCTL 0003)

MOCIEAOBATES/IbHOCTL 0Q09

CHHC CJIyXa,

e qoBsimeHre aktusHocTH ACT u AJIT B kpoBH.
Takxe OTMEUaIuCh CIy4yau HEXKENATeNIbHbIX SIBJEHUN C HU3KOM 4acTOTON BOZHUKHOBEHUS, TAKUE

KaK OJIbIIIKA, OECCOHHHUIIA U CYXOCTh BO PTY.

CooOuieHne 0 HexkeJaTeJIbHBIX PeaKIusiX

Ecnu y Bac BO3HUKAIOT Kakue-mud0 HeKeNaTenbHbIE PEaKIui, IPOKOHCYIBTUPYHTECH C BpauoM
nJIn paﬁOTHI/IKOM antekd. K HUM Taxke OTHOCATCA JIOOBIE HEXEIATEILHBIE pCaKkiunu, HC
yKa3zaHHbIE B JIMCTKE-BKJIAJbIIe. Bbl Takke MoKeTe COOOLIUTH O HEXKENIaTeIbHBIX peakIusax
HanpsiMyto (cM. Hioke). Coolmas 0 HeKeNaTeIbHBIX PEeaKIHsIX, Bbl moMoraeTe mosry4uTh OOJIbIINe
CBeICHUH 0 OE30MaCHOCTH Iperapara.

Poccuiickas @eoepayus

109012, r. Mocksa, CnaBsHcKas 1., 1. 4, cTp. 1

denepanbHas ciryk0a 1Mo Haa30py B cepe 31paBoOXpaHECHUS

Ten.: +7 (800) 550 99 03

Anpec 311. moutsl: pharm@roszdravnadzor.gov.ru

Be0-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco

220037, r. Munck, ToBapunieckuii nep., 1. 2a

PecriyOnukanckoe  yHurapHoe —mpemnpustue  «lleHTp 9SKcmepTM3 W UCHBITAaHUNA B
3/IPaBOOXPAHECHUN

Tenedon ornena papmakonanzopa: + 375 (17) 242 00 29

dakc: +375 (17) 242 00 29

Anpec a1. moutsl: repl@rceth.by, reeth@rceth.by

Be6-caiit: www.rceth.by

Pecnybonuxa Kazaxcman

010000, r. Acrana, paiion baiikonsip, yin. A. Umanosa, 1. 13, BL{ «Hypcayner 2»

PI'TI na IIXB «HauunoHanbHBIA LEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIUIMHCKUX
m3nenuity Komurera MemumuHCKOTO U (hapMarleBTHYECKOrOo KOHTpOJisi MUHHCTEpCTBA
3apaBooxpanenus Pecryonmku Kazaxcran

Ten.: +7 7172 235 135

Anpec a11. moutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybonuxa Apmenus

0051, r. EpeBan, np. Komuraca, 1. 49/5
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[OCNEROBATENLHOA ALt _J1eHTp SKCTepTH3bl JIEKApPCTB M MEIULMHCKMX TEXHOJNOTHH MMEHH aKaJeMHKa

3. IN'abpuensHa

Temn.: +374 60 83 00 73

Anpec 371. noutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am
Be0-caiit: http://www.pharm.am

Keipevizckaa Pecnybauxa

720044, Yyiickas ob6nactb, r. bumkek, yi. 3-a Jluawus, 1. 25

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB U METUIIMHCKHUX H3AEITHi

Tem.: +996 (312) 21 92 86

Anpec 31. moutsl: dlsmi@pharm.kg

Be6-caiit: www.pharm.kg

5. Xpanenne npenapara ®povuang®
XpaHuTe npenapar B HeIOCTYITHOM JUIsl peOeHKa MecTe TakK, 4To0bl peOEHOK He MOT YBHUJIETh €TO0.
He mpumensiiiTe mpenapaT nocjie UCTEYSHHUS CPOKa TOIHOCTHU (CpOKa XpaHEHHS), YKa3aHHOTO Ha
nayke KapTOHHOH nocie «l'oJeH a0:...».
JlaToii ucreyeHust Cpoka rOJJHOCTH SIBJIIETCS MOCIEAHNHN IEHb JAHHOTO MecsIla.
XpaHutb npu Temrneparype He Boie 25 °C, B OpUruHajbHON ynakoBke (Oauctep).
He BriOpaceiBaiiTe mpemnapat B KaHAIH3aAIUIO (BOIOTPOBOI). Y TOUHHUTE y pabOTHUKA aNTeKH, KakK
CIIeyeT YTHIIN3UPOBATh (YHHUTOKUTH) IIpeTapat, KOTOPBIA 00JbIe He MOTpedyeTcs. DTH Mephl

MTO3BOJIAT 3AITUTUTH OKPYXKAIOIIYIO CPETy.

6. Conep:xxumoe yNakOBKH U NPOYMeE CBeICHUA
Mpenapat ®pomMuaua® cogepKuT
HeﬁCTBYIOHIHM BCHICCTBOM SBJISACTCA KIIAPUTPOMUIIMH.

Dpommtigr, 250 mr, TabJIEeTKH, TOKPBITHIE ILIEHOYHOW 000JI0YKON

Kaxxnas TabneTtka comepxut 250 Mr KIIapuTpOMHUIIHHA.

[Ipounmu UHrpenueHTaMu (BCIIOMOTaTeIbHBIMU BEIIECTBAMH) SBISIFOTCS: KpaxMall KyKypy3HBIi,
LEeJUTI0JI03a MUKpOoKpucTaiueckas (tun 101), nemmtono3a mukpokpucrammyeckas (tum 102),
KpEeMHUS TUOKCU]] KOJJIOUHBIN, KpaxMaJl MpeKeTaTUHU3UPOBAHHBIN, MOJAKPUIIMH KaJlusl, TAJbK,
MarHusi creapar, THUIOpoMmeiio3a 6 cps, Kpacurenb kene3a okcun kenteiit  (E172),
MPOTUJICHTIINKOIIb, TUTaHa nuokcun (E171).

dpommnnz, 500 mMr, TaGIETKH, MOKPBITHIE INIEHOYHOI 000JI09KOI

Kaxxnas tabnerka comepxut 500 Mr KJIapuTpOMHIIMHA.

HpO‘—II/IMI/I HUHIpCAUCHTAMU (BCHOMOI‘aTeJ'ILHI:IMI/I BCH_ICCTBaMI/I) ABJAIOTCA: KpaxmMall KyKypySHbeI,
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LOCTEAon T EEr ukpokpucramdeckas (tun 101), nemmronosza Mukpokpuctamueckas (tum 102),
KPEMHHUS JUOKCHU/I KOJJIOWAHBIHN, KpaxMall IpeKeTaTHHU3UPOBAHHBIHN, MOJAKPHINH KaJusl, TAJIbK,
MarHusi creapar, THUIpoMeluio3a 6 cps, KpacuTenb kene3a okcun okenteiid  (E172),

MPONWICHTIINKOJb, TUTaHa guokcus (E171).

Buemnuii Bua npenapara ®povuiua® U coaepRuMoe yIaKoBKH
TabmeTku, MOKPHITHIC TIICHOYHOU 000T0YKOH.

dpommnnz, 250 Mr, TaOJIETKH, HOKPHITHIE INIEHOYHOH 000JI0YKOI

OBaJ’IBHBIe, ABOAKOBBIITYKJIBIC TaGJ’IeTKI/I, IMOKPBITBIC IUIEHOYHOH 000JIOYKOM CBCTJIO-KOPUYHCBO-
KCJITOIO IIBCTA.
BI/I)I Ha H3JIOME: 1ICpOoXoBaTasd Macca bemoro OoBE€Ta CO CJIIOEM 000JI0YKHU CBCTJIO-KOPHUYHCBO-
KCEJITOTO IIBCTA.

dpommmnz, 500 Mr, TaOJIETKH, HOKPHITHIE INIEHOYHOH 000JI0YKOI

OBaJibHBIC, ABOSIKOBBITYKIIbIC TAOJETKH, MOKPHITHIE UICHOYHOW 000JI0YKOM CBETIIO-KOPHUYHEBO-
KEJITOTO I[BETA.
Bun Ha m3nome: mepoxoBaras Macca Oeloro IBera co cioeM O0OJOYKH CBETIIO-KOPHYHEBO-
KEJITOTO I[BETA.
I[To 7 Tabmerox B Osmcrepe u3 komOmHupoBanHoro warepwia [IBX/IIBAX u donbru
ATIOMHHHUEBOM.

ITo 2 6J'II/ICTepa BMECTC C JIMCTKOM-BKJIAABINIECM MMOMCIIAIOT B MMAYKY KapTOHHYIO.

JepkaTeib pErHCTPANMOHHOTO YI0CTOBEPEHHUSI H MPOU3BOANTEb
AO «KPKA, a.1., Hoso mecto» / KRKA, d.d., Novo mesto
[IImapremka mecra 6, 8501 Hoso mecto, CrnoBenust / Smarjeska cesta 6, 8501 Novo mesto,

Slovenia

3a a1000ii uHGopmanueli 0 mpemnaparte, a Tak:Ke B CJIy4YasX BOSHUKHOBEHMS NpeTeH3Uil
cieayeT 00pamaThesl K NPeACTABUTEIO Jep KaTeJIsi PericTPAlMOHHOIO Y10CTOBEPEeHUs WJIN
AEPKATEJII0 PeriCTPAHOHHOT0 YI0CTOBEPEeHUS
Poccuiickas @eoepayus
000 «KPKA-PYC»
143500, MockoBckas 0611., r. Mctpa, yia. MockoBckas, a. 50
Temn.: +7 (495) 994 70 70
daxc: +7 (495) 994 70 78
Anpec a11. moutsl: krka-rus@krka.biz
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Pecnybnuxa benapyce

[IpencraBurenscTBO AknmonepHoro od6mectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecmybnnka CrioBenust) B Pecriyonuke benapycs

220114, r. Munck, yn. ®unumonosa, 1. 2517, oduc 315

Ten.: 8 740 740 9230

daxkc: 8 740 740 9230

Anpec 3. moutsl: info.by@krka.biz

Be6-caiit: www.krka.by

Pecnybonuxa Kazaxcman

TOO «KPKA Kazaxcran»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601

Ten.: +7(727) 311 08 09

Anpec a11. moutsl: info.kz@krka.biz

Be6-caiit: www.krka.biz

Pecnybnuxa Apmenusa

[IpencraBurensctBO «Kpka, 1.1., HoBo MecTo» B PecriyOmnmke Apmenus

0001, r. EpeBan, yn. Han6aunsn, n. 106/1 («CAAT-HOBA» BUSHEC-LIEHTP), oduc 103
Ten.: +374 11 560011

Anpec 311. moutsl: info.am@krka.biz

Be6-caiiT: www .krka.biz

Keipevizckaa Pecnybauxa

[IpencraBurenscteo AO «KPKA, ToBapna 3apasuin, 1.1., HoBo Mmecto» B Kelpreizctane
720040, Yyiickas ob6nacTb, r. burikek, OynbBap DpKUHIUK, 1. 71, 610K A

Ten.: +996 (312) 66 22 50

Anpec 311. noutsl: info.kg@krka.biz

Be6-caiit: www.krka.biz

JIMCTOK-BKJIAJBIII MEPECMOTPEH

IIpoyune ucrounuku nHGopManuu

[TonpoOHbIE cBefeHHMsT O JEKapCTBEHHOM TMpemnapare cojaepkarcs Ha BebO-caiite Corosa
https://eec.eacunion.org.

JIucTok-BKIAABINI TOCTYIICH Ha Beex si3bikax Coro3a Ha BeO-caiite Coro3a.
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