ot 28.12.2022 N° 23784

NHCTPYKLIUS (MNOCNEOCBATENEHOCTE 0003)

(CMEPTHOMY OTUETY

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

CYJIbI'UH ABEKCUMA

PerucrpanuoHHbIi HOMeP:

Toprosoe naumenoBanue: CYJIbI'MUH ABEKCUMA

MexnyHapoaHoe HeNaTEeHTOBAHHOE WIN rpyNnIupoOBOYHOE HAHUMEHOBaHUeE:
Cynbharyanuana

JlekapcTBeHHas ¢opma: TabIeTKU

CocraB

CocraB Ha OJIHY Ta6HeTKVI

Heiicmeyrowiee eeugecmeo: Cynpparyanununa moHoruapar (Cynsrut) — 500 mr.
Bcnomozamenvnuie gewgecmea: xpaxman xaprodenbabiii — 90 Mr; xampimsa creapat — 4 Mmr;

KapOOKCHMETHIIKpaxMas HaTpusi — 6 MT.

Onucanue

Tabnetku 6enoro nBeTa, IIOCKOUMINHAPHYECKHE ¢ (aCKOI U PUCKOH.

dapmakoTepaneBTHYCCKAsI rpynma: MIPOTUBOIUAPENHBIE, KHIIIEYHbIE
MIPOTUBOBOCTIATTUTENLHBIE/IPOTUBOMUKPOOHBIE  CPEJICTBA; KHUIIEUHbIE MPOTUBOMHUKPOOHBIE
CpencTBa; Cyab(haHUIaMHIBI.

Kox ATX: A0O7ABO03

DapMaKoJIOrH4ecKoe 1elcTBre

Dapmaxoounamuka: IIpoTHUBOMUKPOOHOE OAKTEPUOCTATUIECKOE CPEACTBO. MeXaHU3M AeHCTBUS
00yCIJIOBJIEH aHTaroHW3MoM c mnapaamMuHoOeH3oiHoN kuciaoroil (ITABK) um KOHKypeHTHBIM
YTHETEHUEM  JUTHAPONTEPOATCUHTE3bl, YTO  NPUBOAUT K  HApyLIEHUIO  CHHTE3a
TeTParupooIMeBOi KHUCIOThI, HEOOXOJUMOM [l CHHTE3a ITYPUHOB U MUPUMUUHOB. YTHETAeT
poct KHIITEYHON ITATOYKHA M CHIDKAET CHHTE3 THaMHHa, pI/I60(1)HaBI/IHa, HUKOTHHOBOM KHCJIOTHI B
kumeynnke. CyJnbruH OKa3bIBaeT OaKTepHOCTaTHUECKOe JehcTBHE Ha Streptococcus spp.,
Staphylococcus spp., Escherichia coli, Shigella dysenteriae, Proteus vulgaris.
@apmaxoxkunemuxa.: Ilocne mpuema BHYTpb IpenaparT HE3HAYUTEIbHO abcopOupyercs u3
MUIICBAPUTCIBHOIO0 TpaKTa, B PE3YyJbTAaTE YCTrO0 BO3HUKACT BBICOKAA 6aKTepI/IOCTaTI/I'-IeCKa$I

KOHICHTPANUs B KNIIICYHUKCE.
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(NOCNEQCBATENEHOCTE 0003)

IHoka3anusi K NpUMeHEHUI0

- OakTepuanbHas AU3EHTEPUS;
- KOJIUT ¥ SHTEPOKOJIUT;

- HOAT'OTOBKA K OIICpallki Ha TOJICTOM KHIIIKE.

IIpoTuBonoKka3zaHus
['unepuayBCTBUTENBHOCTh K KOMIIOHEHTAM Tperapara Wi IpyruM cylib(anmiamuaam, 16Ut
TIF0K030-6-pochaTaeruaporenassl, Hedpoyposmtnas, nopdupus, Bio-medurutHas anemus,

OEpEeMEHHOCTD, ITEPUO/I JTAKTALMH, IETCKUI BO3PACT 110 3 JIeT, runepommpyonneMust (y IeTei).

IIpumeHeHnye npu 6epeMEHHOCTH M B NIEPHO/ TPYIHOT0 BCKAPMJINBAHUS
[Tpumenenue npenapara CynbruH ABEKCHMMa IPOTHBOIIOKA3aHO BO BpeMs OEpEeMEHHOCTH U B

nepuoa rpyAHoro BCKapMJiiBaHUA.

Cnocod npuMeHeHHs U 103bl

Bnytps.

[Tpu ocTpoit qu3eHTepun MPOBOIAT 2 Kypca jaedenus. [lepsoiif kype: B 1 u 2 nenb — 1 r kaxk/apie
4 g (Bcero 6 r/cyr), 3 u 4 nenp — 1 r kaxnsie 6 4 (4 r/cyt), S u 6 nens — 1 v kaxapie 8 4 (3 r/cyr).
[Tpu HEeoOxoauMocTH yepe3 5—6 qHeil mpoBoAsT BTOopoil kKype: 1 u 2 neHp — no 1 r kaxzasie 4 4,
HOYbO — yepe3 § u (Bcero 5 r/cyt), 3 u 4 nenb — 1 r uepes 4 4 (4 r/cyT), HOUBIO HE JIAIOT, 5 ACHb
— 3 r/cyT.

Hetsm crapie 3 net - 0.5 r 4 pa3a B CyTku B TeueHHE 7 THEH.

[Tpu neyernnn apyrux WHGEKIUI: B3POCIBIM - BHYTPb, 10 1-2 T kaxapie 4-6 4; B ciemyronme
2—3 qHS — [OJIOBUHHBIE JO3HI.

Hetsam crapmie 3 ner — B mepBblii AeHb no 0.1 r/Kr/cyT paBHBIMH J03aMU Kaxjele 4 4, B
cnenyromme U — 1o 0.25-0.5 T kaxasie 68 u.

JI71s1 MOATOTOBKH K ONepaTUBHOMY BMEIIIATEILCTBY Ha TOJICTOM Kuiike - 1o 0.05 1/kr kaxkapie 8 u,
B TEUCHME 5 THEU 10 U 7 AHEH MOCIE ONEpalvu.

Briciue 10361 g B3pOCJIBIX: pa3oBasd — 2 T, CyTO4YHaA — 7r.

ITo6ouHoOE neiicTBHE

Hwxe npencraBnenst HP, wndopmamus o koTopbix OblIa TOJMy4eHa B KIMHHYECKHX
UCCIIEIOBAaHUSIX W B XOJ€ IOCTMapkeTHHroBoro HaOmioaenus; HP crpynnupoBanbsl B
COOTBETCTBHUM C KJIaCCAMH CHCTEM OpraHOB COTJacHO MEIUIIMHCKOMY CIIOBapio st
HOpMaTUBHO-TIpaBoBoi AestensHocTH (MedDRA) 1 yacToTOl BOZHUKHOBEHUS:
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Ouensb yacro: >1/10

Yacro: ot >1/100 mo <1/10

Heuacro: ot >1/1000 no <1/100

Penxo: or >1/10000 no <1/1000

Ouens peaxo: <1/10000

YacToTa HenszBecTHa (HE MOXKET OBITh OIIEHEHA 10 UMEIOIIUMCS IaHHBIM).

Hapynieans co cTOpOHBI KEAYA0YHO-KMIIISYHOI'0 TPAKTa

Yacmo: TOIIHOTA, pBOTA.

HaDVLHeHI/ISI CO CTOPOHBI ITOYCK U MOYCBBIBOAAIMNX HVTCI71

Peoko: xpuctamiypusi.

Hapynienus co cTopoHbl KMMYHHOHR CHCTEMBI

Yacmoma HeuzsecmHa: KpanuBHUILIA, YKC(HOIUATUBHBIN TEPMATHUT.

HaDVIIIeHI/IFI MeTa00IM3Ma ¥ TUTAHUS

Peoxo: runoButamMuuo3 B.

HapyiieHus co cTOpOHBI CUCTEMBI KPOBU U HHMd)aTHHCCKOﬁ CHCTCMbI

Peoko: nerkorenus.

Hapyiienus co cTopoHBI HEPBHOM CUCTEMBI

Yacmoma Heuzgecmua: HCBPMUT.

Ilepeno3supoBka

CBeneHus o nepejo3UpOBKE OTCYTCTBYIOT.

B3aumoneiicTBue ¢ IpyruMu JieKapCTBEHHbBIMH CPeICTBAMU

CHMXaeT HaJIeXKHOCTh EPOPATIbHOM KOHTPALIETILIUH.

beH3okanH, TpOKaWH CHWXAIOT TPOTHBOMHUKPOOHYIO aKTUBHOCTh (MPU  THUIPOJIH3E
BbIcBOOOXKMat0T [TABK).

Hecrepouansie NpOTUBOBOCHANIMTENBbHBIC TMpenapaThl, TUMOTIUKEMUYECKUE JIEKAPCTBEHHBIC
cpenacTBa (MPOU3BOAHBIE CYIb(OHUIMOUEBUHBI), ()EHUTOMH U AHTHUKOATYJSHTHI HEMPSMOTO
JIENCTBUS YCUIIMBAIOT BBIPAXKEHHOCTh MOOOYHBIX 3P PEKTOB mpemnapara.

AckopOrHOBas KMCJIOTA, TEKCAMETHICHTETPAMHH TOBBIIIAIOT PUCK PA3BUTHS KPUCTAIUTYPHH.
MuenoTokCH4ecKue JICKapCTBEHHBIE CPEJCTBAa YCHJIMBAIOT MPOSBICHUS T'€MAaTOTOKCUYHOCTH

npernapara.

OcoOble ykazaHus
C uenpio mpenynpexIeHUs KPUCTALUTYPUU B TEPUOA JIeUeHUS OOJIbHBIE JTOJDKHBI IMOJIyYaTh

obunpHOE TuThe (2—3 11/CyT).
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Pannee mpekpaiieHue JEYCHHS WIM HEIOCTATOUHBIS ZBS?BI: _1\14%111; E'r'Fp-ElFBJ(;l)BHE K I:IO'SI;SJ—‘I;HI/IIO

YCTOMUYUBBIX IITAMMOB BO30yIUTENEH.

B nepuop sieuenus pekOMeHyeTCs IIPUEM BUTAMUHOB I'pynIsl B.

Biusinue Ha ClIOCOOHOCTH YNIPABJISATH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU
[Ipenapatr He BAMAET HA CHOCOOHOCTH YIPABIATH TPAHCHIOPTOM MIIM 3aHUMAThCA JIPYTUMHU
NOTEHIMAJIBHO ONACHBIMHM BUAAMHU JIEATEILHOCTH, TPEOYIOIIMMHU MOBBIIICHHON KOHIICHTPAaLUU

BHHMMAHHA U 6BICTpOTI)I IMICUXOMOTOPHBIX peaKHHﬁ.

dopMa BbINIYCKa

Tabnerku 500 mr.

ITo 10 TabGneToK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY U3 IJICHKH NOJMBUHUIXIOPUIHON U (OIBIU
AJTIOMUHHMEBOM MEYaTHOM JIAKUPOBAHHOM.

ITo 1, 2, 3, 4, 5 KOHTYpPHBIX SYEMKOBBIX YNAKOBOK C HHCTPYKLHUEH IO MEIUIIMHCKOMY

MIPUMEHEHHUIO ITOMEIIAIOT B TTAYKY U3 KapTOHA JUIS TOTPEOUTEIILCKON Taphl XpOM-3p3all.

YciaoBus xpanenust
Xpanuts nipu Temnepatype He Boitre 30 °C.

XpaHUTh B HETOCTYITHOM JUIs1 IETEU MeECTe.

Cpoxk rognocTun
4 rona.

He IMPUMEHATH IO UCTCUCHUTIO CPOKA 'OAHOCTH.

YcaoBus ornycka

OTnyckaroT Mo peLenty.

Baanesien peructpanuoHHoro yanocrosepenusi/ Opranumsanusi, NPUHAMAKOIIAS NPeTeH3UU
norpeoduTeseH

OAO «ABekcuma

125284, Poccus, . MockBa, JIenuHrpaackuii npocnekr, 1. 31A, ctp. 1.

Ten: +7 (495) 258-45-28.

OnektponHas mouta: info@avexima.ru.
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IIpousBoauTen

AO «HpOutckuii xumdapm3aBo1»

623856, Poccus, CBepaiioBckas 061., . Upowur, yin. Kuposa, a. 172.
Ten/dakc: (34355) 3-60-90.

Anpec npou3BOJCTBA:

CeepioBckas 0611., r. Mpout, yin. Kapna Mapkca, 1. 124, ctp. 1.
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