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MHHHUCTEPCTBO 3/IPABOOXPAHEHMSI POCCUICKOM ®EJIEPALIAM |

MHCTPYKLMA L

[10 MEJIMITMHCKOMY IMTPUMEHEHMHIO JIEKAPCTBEHHOI'O
[IPEITAPATA
AJIb®A HOPMHUKC®

Perucrpaunonnstii Homep: JIC-001993
Toprosoe nanmenoBaunue: Ansdpa Hopmukc®
Me:xayHapoanoe HenaTeHTOBaHHOE HJIH IPYNIIHPOBOYHOE HANMEHOBAHHE:
pudaKCUMHUH.
JlekapcrBennas popma: TaGJeTKH IOKPBITHIE TIEHOYHON 060I0UYKOI
Cocras:

Kaxnas TabneTka moKphITas MI€HOYHOU 060I0YKON CONEPIKUT:

Heticmeyrowee eewgecmeo: pudaxcumun 200 mr.

Benomozamenvnvie  éewjecmea: KapGOKCHUMETHIKpaXMal HATPHUS, TIHLEPHIL
NaJIBMUTOCT€ApAT, KPEMHHUs JAUOKCHUJ KOJUIOMIHBIM, TalbK, IEJUTF0JI03a
MUKpOKpHcTa/unieckast, Tun 102. Ilnenounasn obonouxa: Onanpait OY-S-34907
po3oBbIi  [runpomennosa, Tturana auokcun (E171), muHatpust osperar,
TPONUJICHIIMKOJIb, KpACHTENIb XKeJle3a okeua KpacHsiit (E172)].

Onucanmue:

Kpyrisle, 1BOSKOBBINYK/IbIE TabJIeTKH PO30BOTO LBETA, MOKPHITHIE IIEHOYHOMN
000JI0UKOH,

®apmakoTepaneBTHYECKAs! FPYNNA: aHTUHOMOTUK-PUGAMHLINH.

Koa ATX: A07AA11

PapmMaKo/IOrHYecKHe CBOHCTBA

Dapmakoounamuka

Pudakcumun - aHTHOMOTHK IIMPOKOro crekTpa mAeifiCTBMS W3 TPYIIIbl
pudamuimna. Kak W gpyrue mpexcTaBuTenu OSTodf IPyMNIEl, HEOGPATHMO
cBsi3bIBaeT Oera cyObenuHuubl depmenta Gaxrepuit JHK-3aBucumoii PHK-
OJIMMEPA3kl U, clie/loBaTe/bHO, HHrnoupyet cunte3 PHK u Genkos Gakrepuii.

B pesynbrare HeoOpatMmoro cBs3biBaHHS C  (epMeHTOM, pHbAKCHMUH



NPOSBIISET OaKTEPULUIHBIE CBOMCTBA B OTHOIIEHUH 4yBCTBHUTEJIbHBIX OAKTEPHIA.
[Ipenapar obnamaer mmpokum CIIEKTPOM IPOTHBOMMKPOOHON aKTHBHOCTH,
BK/IIOYAIOIIUM  OOJIBIIMHCTBO TPaMOTPHILATEIbHBIX | IPaMIIOJIOKUTETbHBIX,
a’pOOHBIX U aHAdPOOHBIX GaKTepHii.

[npokuit anTHOAKTepUANIbHBIN CTIEKTp pUdaKCUMUHA CIIOCOOCTBYET CHHIKEHUIO
aTOreHHON KHUILIEYHOH OaKTepuaibHON HarpyskH, KoTopasi oOyciaBiIMBaeT
HEKOTOpbIE MAaTOJIOTUYECKHE COCTOSHHUS.

IIpenapat cHmKaer:

- obpa3soBanne GaKTEPUsIMH aMMHAKa U IPYTHX TOKCHYECKHX COEMHEHUH,
KOTOpBIC B Clydae TSKEIOro 3a00/eBaHUS II€YEHH, COMPOBOXKIAIOIIErOCs
HAapyImICHUEM TMpolecca JeTOKCHKAlMM, HUIpaloT poJib B IaTOreHe3e |
KITMHUYECKUX TIPOSIBICHUAX MI€YEHOUHOM dHIIE(aIonaTuy;

- MOBBILICHHYIO Hpos(epanuio GaKTepuil pU CHHAPOME H3GBHITOYHOIrO
pPOCTa MUKPOOPTaHU3MOB B KHIIIEYHHKE;

- IPUCYTCTBUE B NIUBEPTUKYJC 000M0YHON KMIIKH GakTepuii, KOTOpbe MOTYT
BBI3BIBATb BOCHAIICHHE BHYTPH W BOKPYI JAUBEPTHKYJISIPHOIO MeEIIKa M,
BO3MOXXHO, MIPAIOT KIIOYEBYIO POJIb B Pa3BUTUM CHMIITOMOB U OCJIOXKHEHHUM
JNUBEPTUKYISIPHOH 00JIe3HY;

- AHTUTCHHBI CTUMYJ, KOTOPBIA IpPU HAJIHYUU FEHETUYECKHM OOYCIOBICHHBIX
1e(EeKTOB B MIMMYHOPETYJISALMU CITM3UCTON W/WIIK B 3al[UTHOM (YHKLIHHU, MOXKET
MHUIMMPOBATh WM TOCTOSHHO IOAJAEP)KUBATh XPOHHYECKOE BOCHAJICHUE
KUIIEYHUKA;

- PUCK HMH(EKLMOHHBIX OCIOXHEHUH NpU KOJOPEKTaIbHBIX XUPYPrU4eCcKUxX
BMeEIlaTe/IbCTBaX.

Mexanusm pezucmenmnocmu

PasButie pesucreHTHOCTH K pHbaKcHMHHY 00yCIIOBIIEHO  0OpaTUMBIM
NOBpeXkIE€HUEM rIeHa IpoB, koTopelii komupyer GakrepuansHyro PHK-
nonmmMepasy. BeTpedaeMocTh pe3sucTeHTHBIX CyGmomyasuumii cpean OaxTepui,
BBI/ICJICHHBIX Y TIALIUCHTOB C IMapeei My TelleCTBEHHUKA, ObliIa HU3KOIA.

[Io faHHBIM KIMHHYECKMX HCCIIeOBaHMIA, TPEXITHEBHBIA Kypc Tepanuu

PH(aKCUMUHOM y TALMEHTOB C AMapeeil IyTellecTBEHHUKA He COIIPOBOXK/IAJICS



[IOABJICHUEM  PE3UCTEHTHBIX  IPAMIOJIOKMUTENBHBIX  (JHTEPOKOKKOB) W
FpaMOTPHULATENIbHBIX  (KHIIeYHAs —Manouka) Gakrepuil. IIpu  HOBTOPHOM
NPUMEHEHNH PU(AKCUMHUHA B BBICOKHMX 103aX Y 3/I0POBBIX JOGPOBOJBLER H y
TTAlIMCHTOB C BOCHAIUTEIbHBIMHU 3a00JI€BAHUAMU KHIIEYHUKA PE3UCTEHTHBIE K
pHQaKCUMUHY INTAMMBI MOSBIAIMCH, OIHAKO, OHU He KOJIOHU3UPOBAJIU
KemynoqHo-kuwedHpld  Tpakt (OKKT) u  He BbiTecHann pudaxkcuMus-
4yBCTBUTEJIbHBIE IITAMMBI.

Ilpy mpekpallleHMH Tepanuu pe3HCTEHTHBIE IITAMMBbI OBICTPO HCYE3aIIN.
OKClepUMEHTANIbHBIE U KIMHMYECKHEe JAHHBIE TO3BOJISIOT npearnonaratb, 4To
NPUMEHEHHe PU(AKCMMHUHA Yy MALHEHTOB C AMapeeil NyTelIeCTBEHHUKA M
CKpbITON uH(ekumeir Mycobacterium tuberculosis u Neisseria meningitidis He
OyzeT conpoBOKAATECS OTGOPOM PH(AMITHIIMH-PE3UCTEHTHBIX [ITAMMOB.
Yyscmeumenvrnocmeo

TectupoBanue 4yBCTBUTENBHOCTH in Vitro HE MOXKET HCIOIb30BAThCH JUIS
ONpEe/CICHNUS ~ YyBCTBUTEIBHOCTH WM  PE3UCTEHTHOCTH  OakTepuil K
pudakcumuHy. B HacTosIIee BpeMs KIMHUYECKUX JaHHBIX HEJOCTATOYHO, YTOGbI
YCTaHOBUTH IPEJIC/IbHbIC 3HAYEHUS JIJIs OLIEHKH TECTOB HAa YYBCTBHUTEIHHOCTB.
Pudakcumun  ouenuBanu in vitro B OTHOIWEHMH BO3GYIHUTElEH uapeu
IIyTCIIECTBEHHUKA M3 YeThIPEX PErMOHOB MHpa: OSHTEPOTOKCUI€HHBIX U
SHTCPOArpeTraTUBHBIX IITaMMOB E. coli, Salmonella spp., Shigella spp.,
HEXOJIEpHBIX BUOPHOHOB, Plesiomonas spp., Aeromonas spp. u Campylobacter
spp. MIIK90 (MuHMManbHas MOJABISIONAs KOHLIEHTPALHs) ISl BBIIETEHHbIX
LITAMMOB COCTaBHIIA 32 MKI/MJI, U 3TOT YPOBEHb JIETKO JOCTHXHM B IPOCBETE
KUIICYHUKA B PE3yJIbTaTe BBICOKOW KOHUEHTPALUU pUGAaKCUMUHA B (eKaTHsX.
Ilockoneky pudakcumun B momumopdHoit hopme anpda obGIagaeT HU3KOM
BcaceiBaeMocThi0 U3 JKKT u neficTByeT MecTHO B mpocBeTe KHILEYHHUKA, TO OH
MOXeT OBITh KIMHU4ECKH Hed((hEKTHBEH B OTHOLIEHUN HHBA3HBHBIX GAaKTEPHI,
JlaKe ecii 9T OaKTepHU YyBCTBUTENLHEI K HEMY in Vitro.

DapmakoKkunemura

Bcacvieanue

Pudakcumun B mommmophHoit popme anbda NpakTHYECKH He BCACHIBACTCS npu



npuéme BHYTphb (Menee 1 %). IIpu mOBTOPHOM NpUMeHeHHH TeparneBTUYECKUX
03 Y 3M0POBEIX NOOPOBOJIBLEB M Yy MALMEHTOB C MOBPEXASHHON CIM3UCTOM
O0OJIOYKOM  KHIEYHHKA  (BOCIHANHTENbHBIE  3a60JICBaHMUS KUILIEYHUKA)
KOHUCHTpallks B I1asMe o4yeHb Hu3Kas (Menee 10 ur/mu). Ilpu npumeHeHHH
npenapata yepe3 30 MUHYT nOCIIe IpUEMa SKUPHOH TTHIIH OTMEeYalH He UMeloIee
KJIMHUYECKOH 3HAYMMOCTH MOBBIIIEHHE CHCTEMHOTO BCACKIBAHMS PUDAKCHMUHA,
Pacnpeoenenue

Pudakcumun ymepeHHO cBsizbiBaeTcs ¢ Genkamu miasMbl, CBS3b ¢ GelKaMu y
3/10pOBBIX 0OPOBONIBLEB cocTaBisieT 67,5 %, a y NALHeHTOB ¢ MeYEHOYHOI
HEJIOCTaTOYHOCTHIO 62 %.

Memabonusm

AHaJI3 Kaja MpOJIEeMOHCTPUPOBAI, YTO pUbAKCUMUH OGHAPYKHBAETCS B BUJE
HCU3MEHCHHOM MOJICKYJIBl, YTO yKa3blBaeT Ha OTCYTCTBHE AErpafalldd MK
MeTabosM3Ma BO BpeMst poxoxaeHus yepes JKKT.

B nccreioBanuu ¢ ueronp3oBanueM paguoMedeHoro pudakcHMIUHA KOMUYECTBO
pudakcumuHa, obHapyxkuBaemoe B Moue, cocTaBuio 0,025 % oT BBeIEHHOI
Ao3el, npu 3ToM MeHee 0,01 % no3er omnpemensnocs B Bume 25-
I€3aLUCTUIPH(QAKCUMUHE,  €IMHCTBEHHOrO  MeTabonuTa  pH(aKCHMMHA,
UIEHTU(PULUPOBAHHOIO y YeJ0BeKa.

Boieeoenue

BeIBomUTCS M3 opraHu3Ma B HEHM3MEHEHHOM BHIE KUIICYHHKOM (96,9 % or
MPUHATOH 103b1). BeiBenenne noukamu '*C pudaxcumuna e npessimaer 0,4 %
OT BBEJEHHOU J03HI.

JInHeHHOCTB/HETMHEWHHOCTD

CucreMHas 5KCHO3ULMS HEJIMHEWHAs, 10303aBHCHMAs, YTO COMNOCTABUMO C
BCACBIBAHMEM  PU()AKCUMMHA,  BO3MOXXHO,  OTPaHUYEHHBIM  CKOPOCTBHIO
pPacTBOpPEHHS.

Ocobvie cPpynnsl NAUUCHMO8

C noueunoii HedoCMamouHocnvio
HeT knIMHMYeCKMX HAHHBIX O IPUMEHEHUN pUdaKCUMUHA IIPA TIOYEYHOU

HEOOCTAaTOYHOCTHU.



C neuénounoit Hedocmamounocmoio

CucremMHas 5KCHO3MUHMSL Y TIAlMEHTOB C IEYSHOYHONW HEI0CTATOYHOCTBIO
IIPEBBIIIAECT TAKOBYHO Yy 3JI0POBBIX JOOPOBOJIBLEB. [lOBBIILIEHHE CHCTEMHOMN
OKCIIO3MILIMK y 3TUX MAUUEHTOB CIELYeT pPacCMaTpUBaTh B CBETE JIOKAJIBHOIO
JeUcTBUS  pudaKCUMMHA B  KHIIEYHHMKE M €ro HH3KOW  CHCTEMHOM
OMOJOCTYITHOCTH, @ TAK)Ke HMEIOIIUXCS JaHHBIX 110 6€30MaCHOCTH pudakcumMuHa
y TalMeHTOB C LHUPPO30M Ie€4eHH. B cBA3uM ¢ oTHM KOppekuus 1036l He
PEKOMEHTyeTCsl, MOCKOJIBKY pU(PAaKCUMUH OKA3hIBAE€T MECTHOE eHCTBHE.

Hemu

dapmakoKMHeTHKa pudaKCUMHHA y JeTeil He U3y4dasacs.

IToxa3aHusi K NpUMEHEHHIO

Jledenne  KelyOYHO-KMIIEUHBIX HMH(EKLUMH, BBI3BIBAEMBIX OAKTEPUSIMH,
YYBCTBUTENIBHBIMU K pU(DAKCUMUHY, HalpuUMep, MPH OCTPBIX IKeTyI04HO-
KHIICYHBIX MH(EKUMAX, THAPEeH ITyTEIIECTBEHHUKOB, CHHIPOME HM3GBITOYHOTO
pocTta MHUKPOOPraHM3MOB B KHIIE€YHHKE, I€4EHOYHON OHIEe(aIonaTuy,
CUMIITOMaTHYECKOM  HEOCJO)XHEHHOM  JIUBEPTHUKYJIE3HOM  3a00JIeBaHUU
000/109HOM KHIIKYA ¥ XPOHUUECKOM BOCIIAJICHUH KUIIIEUHMKA.

IIpopunaktika  MHOEKIMOHHBIX  OCIOXHEHMH TpPH  KOJOPEKTAIbHBIX
XUPYPIrUYECKUX BMEIIaTeIbCTBAX.

IIpoTruBonokaszanus

- IloBbIlICHHASE  4yBCTBUTENBHOCTE K  PU(GAKCUMHUHY MIM  JPYTHM
prudaMULHAaM WK K TI060MY M3 KOMIIOHEHTOB, BXOJIAIINX B COCTAB IPEIapara.
- Jmapesi, conpoBoXknaromasncs TMX0OPaaKOi U HKUIAKMM CTYJIOM C KPOBBIO.
- Kuiieynas HenpoxoauMocTh (B TOM 4HCIIe YaCTHYHAS).

- Tsoxénoe si3BeHHOE MOpaXkeHUe KUILIEYHHKA.

- Herckuit Bospact 1m0 12 ser (3eKTUBHOCTE W Ge30MacHOCTH He
YCTaHOBJIEHBI).

C ocTOpOKHOCTBIO

IloyeyHast HeOCTATOYHOCT, OJHOBPEMEHHOE NPMMEHEHHE C IepopaibHBIMH
KOHTpAaUCNTHBAMH, OJHOBPEMEHHOE IPUMEHEHHe C HHruouropoMm P-

IMKOIIPOTEHHA, TaKHUM Kak IMUKJIOCIIOPHH, TsDKEast re4Y€HOYHas



HEZI0CTaTOYHOCTh, OZIHOBPEMEHHOE IIPUMEHEHHE C Bap(hapuHOM.

IIpumenenne npu GepeMeHHOCTH M B EPHOJ IPYAHOIO BCKapPMJIMBAHUS
bepemennocmeo

JlanHble o mpumeHenuu npenapata Anbha Hopmukc® npu OGepeMeHHOCTH
OTCYTCTBYIOT WJIM BeCbMa OrpaHu4eHsl. ViccienoBanus Ha )XMBOTHBIX TIOKA3aId
MPEXOJisIIee BIMAHUE PH(pAKCUMUHA HA OCCH(UKALMIO U CTPOEHHE CKeleTa y
nnoja. KiuHuveckas 3HaUMMOCTb 9TUX pe3yIbTaTOB HEM3BECTHA.

IIpumenenne mnpemapara Ansda Hopmukc®  mpu OepeMEeHHOCTH  He
PEKOMEHTyeTCH.

I pyonoe eckapmnusanue

HensgecTHo, nponukaer 11 pudakcuMuH 1 ero MeTaGoIUTBI B IPYIHOE MOJIOKO.
Henpsst wuckmounts pucka 11 peGEHka, Haxojsmlerocss Ha IPyIHOM
BCKapMJIMBaHUH. [Jis peleHus BOpoca O MPORODKEHUH TpUuéMa prhaKkCUMUHA
B [IEPHOJ] TPYIHOTO BCKapMIIMBaHHS HEOOXOIMMO OLIEHUTh COOTHOIIEHHE PUCKA
1JIst peO€HKa M MOJIB3BI U MATEPH.

Cnocob npumMeHeHHs1 ¥ J03bI

IIpuHuMaTh BHYTpb, 3aIMBask CTAKAHOM BOJIbI, HE3ABUCHMO OT TIPHEMA ITHILIH.
Jleuenue ouapeu

B3pocible U geru crapme 12 ner: 1 tabnetrka mo 200 mr KaXXaple 6 4acos.

Jleuenue nuapeu myTenecTBeHHKUKA He JOMKHO MPEBBIIIATH 3 JAHEH.
IlTeuénounasn snuepanonamus:

B3pocnble u getu crapue 12 ner: 2 Ttabnetku no 200 mr KaXXJble 8 4acos.

IIpogunakmura nocmonepayuonnvix ocnoxcnenuii npu KoaopeKmaabHbLX
XUPYPZUHECKUX 6MEULAMeIbCIEax:

B3pocnklie u et crapuie 12 net: 2 tabnerku o 200 mr Kaxaele 12 4yacos.

[IpodunakTuky nmpoBomsIT 3a 3 1HA 10 ONepaIyHy.
Cundpom uzbvimounozo 6akmepuavnozo pocma:

Bspocible u getu crapuie 12 net: 2 tabnetku mo 200 Mr kaxasle 8-12 4acos.

Cumnmomamuueckuii HeOC10HCHEHHBLIL OUCEPMUKYNES:

Bspocnbie u getu crapuie 12 ger: 1- 2 Tabnetku no 200 Mr kaxsie 8-12 4acos.

Xpouuttecmle 6ocnaiumesibHble 3a00/1€6AHUA KUMEYHUKA:



B3pocubie u ety crapuie 12 jget; 1- 2 Tabiaetku no 200 mr KaxkJiple 8-12 yacos.

IIponoikurensHocTs edenns mnpenapatom Ambpa Hopmukc® e pomkna
npeBbIaTh 7 AHed. [ToBTOpHBIN Kype JiedeHus ciefyeT MpOBOJUTH He paHee,
deM yepe3 20-40 nxedt. OO6Ias MPOXOIDKUTENBHOCTD JIEUEHHs! ONpeesseTcs
KIIMHUYECKUM COCTOSIHMEM NalUeHTOB. [lo pexomenOoayuu épaua mozym 6uimo
UBMEHeHbL 003bl U YACMOma ux npuéma.

llayuenmor noscunozo ospacma

®apMaKkOKHHETHKAa pPU(DAKCHMHHA Yy MALMEHTOB MOKHJIOrO BO3pacTa He
U3y4qanachb, TEM HE MEHee KOPPEKLHMS JO3bl y JaHHOM IPyINIbl MALUEHTOB He
Tpebyercs.

Hayuenmer ¢ neuénounoii nedocmamourocmoio

Y NauueHToB ¢ NeYéHOYHON HeJ0CTATOYHOCTBIO KOPPEKIIHS 10351 He TpeOyeTcs,
MalMeHTaM C TOKENOH MeY€HOYHOH HEJOCTaTOYHOCTHIO IIpenapar cleayeT
NPUMEHATH C OCTOPOXKHOCTBIO (CM. noapazaern «DapMaKOKHHETHKAY).
Ilayuenmor ¢ noueuno nedocmamounocmoio

Koppexkuust 10351 He TpebGyeTcsl, y JaHHO# [Py IIIBI AIMEHTOB Penapar CleLyeT
MPUMEHATH C OCTOPOXKHOCTBIO (CM. moapasaen «DapMaKOKUHETHKAY).
IToGouHoe neiicTBHE

[ToGoynbie >ddexTsl  KIacCHYUIMPOBAHBI IO  YACTOTE BCTPE4YaeMOCTH
crefyromuM 00pa3om: odeHs dacto (> 1/10), wacto (> 1/100 - < 1/10), Heyacto
(= 171000 - < 1/100), peaxo (> 1/10000 - < 1/1000), ouens pexko (< 1/10000),
4acTOTa HEM3BECTHA (4acTOTa HE MOXKET OBbITh YCTAaHOBJIEHA Ha OCHOBAHHH
UMEIOLIUXCS JTaHHBIX).

Hapywenus co cmoponut cepoua:

Heuacmo. ouryimenue cepaueduenus.

Hapywenus co cmoponoi cocyoos:

Heuacmo: «npunuBe» KpOBM K KOXe JIMLA, TOBBIIIEHHE apTepUalbHOrO
JaBJICHUS.

Hapywenusa co cmoponst kKposu u aumppamuueckoii cucmemol:

Heuacmo: numbonnTo3, MOHOLUTO3, HEUTPOTIEHHUS.

HYacmoma neuzsecmmua: TpOMOOLUTOIIEHUSL.




Hapywenus co cmoponst ummynnoi cucmemol:

HYacmoma neuszeecmna: aHaunaKTHYECKHE PeaKIHH, THIIEPYyBCTBUTENBHOCTD,

aHa(pUIAaKTUYECKHH 0K, OTEK TOPTaHHU.

Hapywenua memabonuzma u numanus:

Heuacmo: cHuKeHue anmeTuTa, JeruapaTars.

Ilcuxuueckue napywenus:

Heuacmo:  maTonoruyeckne — CHOBUIEHHS, JEIIPECCHBHOE HacCTpOEHHUeE,
0ecCOHHUIIA, HEPBO3HOCTb.

Hapywenus co cmoponst nepenoii cucmemoi:

Hacmo: ro0BOKpYKEHHUE, TOJOBHAS OOJIb.

Heuacmo: runectesus, MUIpeHb, MapecTe3usi, COHIMBOCTb, OJOBHAS OOJIb B
o0JacTy masyx Hoca.

Hacmoma neuseecmua: npeoGMOPOYHOE COCTOSIHHE, BO3GYKIICHHUE.

Hapywenus co cmoponst opzana spenus:

Heuacmo: nunnonus.

Hapywenus co cmoponut opzana cnyxa u nabupunma:

Heuacmo: 6071k B yXe, CUCTEMHOE TOJIOBOKPY KEHHeE.

Hapywenusa co cmoponst dvixamensnoii cucmemoi, opzanos 2PYOHOIL KNlemKuU
U cpedocmeHus:

Heuacmo: onpllKa, CyXoCTh B TOpIIe, 3a10KEHHOCTD HOCA, 6OJIb B POTOTJIOTKE,
KallleJlb, pUHOpes.

Kenyoouno-xkumeunvie napywenua:

Hacmo: B31yTHE XKUBOTA, GOJIb B XKUBOTE, 3a110p, Uapes, METEOpPU3M, TOILIHOTA,
TEHE3MBbI, PBOTA, [103bIBbI Ha JIe(heKalHUIO.

Heuacmo: Gonb B BepXHeil 4acTH KMBOTA, ACIUT, JUCIEIICHS, HapylIeHue
MOTOPUKH KTy TOYHO-KUIICYHOTO TPaKTa, BBIAEICHHE CIIM3d U KPOBU CO
CTYJIOM, CYXOCTb I'y0, «TBEPIBI» CTYJI, areB3usl.

HYacmoma HeuszeecmHa.: U3xora.

Hapywenus co cmoponst neuenu u sicenuesvieodaujux nymeii:
Heuacmo: noBbIlIeHNe aKTUBHOCTH acliapTaTaMHHOTPaHChepassl.

Yacmoma neuzeecmna: HapylmieHue MMeYEHOYHBIX (byHKHI/IOHaJIBHI)IX TECTOB.




Hapywenus co cmoponst nouex u moueevleodaugux nymeii:

Heuacmo. ri110K03ypus, IOy pHs, OJUIAKAY PHsi, FeMaTypus, IPOTEHHYPHSL.
Hapywenus co cmoponst kodcu u nookodicHvix mxaneii:

Heuacmo: cpinb, BEICBIIAHUS U OK3aHTEMBI, COJTHEUHbIH 0XKOT.

Hacmoma neuseecmua: aHTHOHEBPOTHYECKHI OTEK, alIepruuecKuii JIepMaTHuT,

OKC(OINATUBHBIA NEPMATUT, JK3eMa, dpuTema, 3yJ, MypIypa, KparuBHHLA,
SPUTEMATO3HAs ChIllb, 3pUTEMA JIaIOHEH, 3y I ITOJIOBBIX OPraHoOB.

Hapywenus co cmoponst moiuieunoil, ckeiennoii u coeounumenbHoii mKanu:
Heuacmo: Gonb B crivHe, MBILICYHBIHA Ca3M, MbIIeYHas cl1aG0CTh, MHAIIHS,
0o01b B 11I€E.

Hnghexyuu u uneaszuu:

Heuacmo: _xanamnos, npoctoil reprec, Ha3o(papHHIUT, QapHHIHT, UHGEeKIIH

BEPXHHUX J(bIXaTEIbHBIX My TEH.

Hacmoma neuseecmua: KIOCTpUaMaIbHAS MHOEKIHS.

Hapywenus co cmoponst penpodykmuenoit cucmemot u Mo10uHbIX Heenés:
Heuacmo: nomimeHopes.

Obwiue HapywieHus u peakyuu 6 mecme 66e0eHUA:

Yacmo: nuxopaka.

Heuacmo: acTenus, 6Olb W HENPUATHBIE OIIYIICHHS HeoIpe e HHON
JIOKaIM3alMK, O3HOO, XONOJHBI IIOT, TPUIIONONOOHBIE  CHMIITOMEI,
neprepuuecKre OTEKU, TUIIEPTUAPO3, OTEK JIULA, yCTaI0CTh.

Jlabopamopnsie u uncmpymenmanbHble OaHHbIE: V3MEHEHNE MEXIyHapOJIHOIO
HOPMaJIM30BaHHOI'O OTHOIIEHHS.

Ilepeno3upoBka

IIo  naHHBIM KIMHMYECKMX WCCIENOBAaHHUH, Yy IALHEHTOB ¢ nuapeei
Iy TEIIECTBEHHHKA /103bI pudakcumuHa 10 1800 Mr/neHs X0poLIo mepeHOCHITHCE.
Jaxe y nauueHToB ¢ HOpPManbHON GakTepuanbHOH (IOPOIl KHIIEYHHKA
pudakcumun B jno3e no 2400 mr/neH»r B TeueHHe 7 [HEeW He BBI3BIBAN
HEOIAroONpUATHBIX CUMNTOMOB. [Ipu ciydaiiHON Tepeno3upoBKe MOKa3aHa
CHUMIITOMAaTUYeCKas U MOJJep>KUBAIOIIasi TepPAIIHs.

BSQHMO[IeﬁCTBHe C APYIrHMH JIEKAPCTBEHHbBIMH CpeacTrBaMHu



OtcyTcTByeT ONBIT MpUMeHeHHs PUDAKCHMHMHA y MAllMEHTOB, MONYYaIOIHX
Apyroil aHTUOAKTepHaIbHBIA Ipenapar U3 rpymmsl pudaMULHHA UIS JeUeHHs
CHCTEMHOM OaKTepHaIbHON HH(EKIHH.

VccnepoBatus in vitro mOKa3pIBAlOT, 4TO pU(GAKCUMHH He HMHTHOUpYeT
130(pepMenTsl cucTeMbl LuToxpoma P-450 (CYP1A2, 2A6, 2B6, 2C8, 2C9,
2C19, 2D6, 2E1 u 3A4) u ve unayuupyer CYP1A2 u CYP2B6, HO sBisercs
crnadbbM uHaYKTOpOoM CYP3A4.

Knunuueckue UCCIIEJOBAHUS JIeKapCTBEHHOI'O B3aUMO/JICUCTBHUS
CBUZIETEIIECTBYIOT, YTO Y 3JOPOBEIX AOOPOBOJIBIEB pUGAKCUMHUH HE OKA3bIBAET
3HAYUTEJIPHOTO BIMSHUSA Ha (apMaKOKHHETHKY JIEKApPCTBEHHBIX CPEJICTB,
MeTtabonu3upyromuxcs ¢ yaactuem CYP3A4.

Y nauueHToB ¢ HapylmleHHeM (YHKUMM MEYeHH HeNlb3s HCKIIOYUTb, YTO
PUGhAKCHMUH MOXKET CHU3UTh SKCIIO3ULUIO JIEKAPCTBEHHBIX CPEICTB CyOCTPATOB
CYP3A4 (nanpumep, BapdapuH, MpOTUBOAPUTMHUUECKHE, IIPOTUBOCY IOPOIKHEIE
M T.J1.) IPU OJHOBPEMEHHOM IPHMEHEHHH C HHMH, TaK KaK IpH Ie4EHOYHOM
HEJIOCTaTOYHOCTH HMeeT 0ojiee BBICOKYI0 CHCTEMHYIO 5SKCIO3UIMIO IO
CPaBHEHHUIO CO 370POBBIMH JJOOPOBOJILLAMH.

Y nauueHTtoB, noiyyaBliMX BapdapuH M pUDAKCUMHH, HAOIIONANOCH KAk
TIOBBIIICHHUE, TAK U CHUKEHHE MEXyHapOJIHOTO HOPMAIH30BaHHOIO OTHOIIEHUS
(B HEKOTOPBIX CIly4asX ¢ 3MU304aMH KpoBoTedeHHit). Eclin coBMeCTHBI puém
NMpernapaToB HEOOXOAMM, CIelyeT MPOBOJUTH TIIATEIBHBIH MOHHMTOPHHT
MEXITyHapOAHOIO0 HOPMaJM30BaHHOIO OTHOINEHHS B Hayalle U 110 OKOHYAHUH
nedeHns  pupakcuMuHOM.  JInd  MOAJEp)KAHHS  KEJAaeMOro  YpOBHS
AHTUKOATYJIAUMH  MOXET  IOHaZoOMThCS IMOAOOP  103bI  MEpPOPATBHBIX
aHTHKOATYJISTHTOB.

VceneioBanus in vitro MO3BOJISIOT MPEANIONararh, 4yto pudGaKCHMUH SBISETCS
YMEpPEeHHBIM CyOcTpaTtoM P-riamkonporerHa U MeTaGONM3UPYETCs ¢ MOMOLIBIO
n3odepmerta CYP3A4.

HeusBecTHO, MOBBIIAIOT  JIM  CHCTEMHYHO OSKCHO3HIHMIO  pHUMAKCHMUHA
JICKapCTBEHHBIE CPEJICTBA, KOTOpble UHIHOUPYI0T CYP3A4 npu ogHoBpeMeHHOM

I[IPUMCHCHHHU C HUM.



Y 310poBBIX 1006POBOIBLEB COBMECTHBIN MPHEM Pa30BOii 03Bl LUMKIOCIOPUHA
(600 wr), MmommHoro uHruGUTOpa P-TIMKONpPOTEHMHA, M Pa30BOM O3Bl
pudaxcumuna (550 mr) npuBoaun k 83-kpatHomy 1 124-KpaTHOMY yBeTHUEHHIO
cpennux 3HayeHud Cmax u AUCo pudaxcumuna. KiuHuueckas 3HaYUMOCTb
TAKOI'O MOBBILIEHUS JIIsl CACTEMHOT'O BO3IEHCTBHS HE U3BECTHA.
[loTeHunanbHbIE B3aUMOIGHCTBHS PU(GAKCUMUHA C IPYTHMH JIeKapCTBEHHBIMU
CPeCTBaMHU, KOTOPBIE BBIBOASATCS U3 KJIETKH C IOMOIIBIO P-riMKonpoTenHa uim
ApyTHuX TpaHcnopTHeIX OenkoB (MRP2, MRP4, BCRP, BSEP), MmanoBeposTHEL.
OcoOble yka3anus

KinuHudeckne naHHble CBHIETENBCTBYIOT, 4To mpenapar Anbpa Hopmukc®
Hed()(PEKTUBEH MTPH JIeYeHUH KHIIEeYHBIX HHEKIMA, BeI3BaHHBIX Campylobacter
Jejuni, Salmonella spp., Shigella spp., KOTOpble BBI3BIBAIOT YACTYIO JHMApEIO,
JINXOpaJIKy, BBIACNEHUE KpOoBH cO cTyjoM. [Ipemapar Anbda Hopmuxc® He
PEKOMEH/YeTCsl NPUMEHSTh, €CJIM y INAlMeHTOB HaOJIONAIOTCS JIMXOpaJKa M
KUIKKH CTys1 ¢ kpoBblo. [Ipenapat Ansda Hopmukc® cnemyer orMeHuTS, eciu
CUMIITOMBI IMapet yCUIMBAIOTCSA MM COXpaHsIoTcs Oonee 48 vacos. Ciexyer
Ha3HaYUTh JPYTyI0 aHTUOAKTepUalbHYIO Tepamuioo. JledeHue Juapeu
My TEIIECTBEHHUKA HE JI0JDKHO TPEBLIIATh 3 JHEH.

MssectHo, uto Clostridium  difficile-accouuupoBanHas Iuapesi, MOXKeT
Pa3BUTLCA IIPU NPUMEHEHUH ITOYTH BCEX aHTUOAKTEPUATBHBIX CPEJICTB, BKJIIOYAs
npenapat Anbha Hopmukc®. [ToTeHIManbHy0 B3aUMOCBA3b npenapara Anbda
Hopmukc® ¢ passuruem Clostridium difficile-accOUMMPOBAaHHOW JMApEn MU
TICEeBIOMEMOPAHO3HOIO  KOJIMTA HEJb3sl MCKIOYNTh, OMNBIT MPUMEHEeHHUS
pH(aKCUMUHA COBMECTHO C APYTUMH prbaMUIIMHAMU OTCYTCTBYET.

Cnenyer  cobmomaTh  OCTOPOXKHOCT — TIPH  CONYTCTBYIOLIEM — IpHEME
prudaKcUMUHa U MHTHOMTOpa P-rimMKkonporenna, Takoro Kak MUKIOCIOPHH (CM.
pasnen «BsaumoseicTere ¢ IpyruMu IeKapCTBEHHBIMH CPEICTBAMID).
[TaureHTOB HEOOXOAMMO NpeayNpeuTh, YTO, HECMOTPS HA HE3HAYHTENBHOE
BcachlBaHUe puakcuMuna (MeHee 1 %), OH MOKET BBI3BaTh OKPAIIMBAHUE MOYH

B KpaCHOBaTblﬁ OBET:. 3TO o6ycn03neH0 AKTHBHBIM BEUIECTBOM pI/I(i)aKCI/IMI/IHOM,



KOTOpBIH, Kak U OOJBIIMHCTBO aHTHOUOTHKOB 3TOTO psija (pudaMuULIMHBI), UMeET
KPaCHOBATO-OPaHKEBYIO OKPACKY.

Ilpu pasBuTHH CynepuH(EKUMH MHKPOOPraHH3MaMH, HEYYBCTBUTEIBHBIMH K
pudakcumuHy, npuém npenapara Ansda Hopmukc® ClleflyeT IMpeKpaTHTb U
Ha3HaYMTh COOTBETCTBYIOLIYIO TEPAIIHIO.

Y NalueHTOB, MONyyaBWIMX BappapuH M pHPAKCHMUH, HaOMIONATOCH KaK
TIOBBILICHHUE, TaK U CHIYKEHHUE MEXK Ty HapOJIHOTO HOPMAJIM30BAHHOT'O OTHOILEHHUS
(B HEKOTOPBIX CITydasiX C SMU30aMH KpOBOTedeH ). Ec/iu coBMeCTHbIi npuém
MPEIapaToB HEOOXOAMM, CJENYeT IPOBOAMTb TIUATENbHBIA MOHUTOPHHT
MEXIYHApOAHOI0 HOPMAJU30BaHHOTO OTHOILIEHHMS B Hadaje M 10 OKOHYAHWUU
ledeHus  pudakcumuHoM. [l mopJepKaHMs  KENAeMOro  ypOBHS
AHTUKOAryJSIMH  MOXXET  IOHafOOMThCS TOAGOp O3B  MEpOpaNbHBIX
AHTHUKOAryJISIHTOB.

Benencrsue Bnusnus npenapara Aneda Hopmukc® Ha KUlIeuHyto Qiopy,
9 EKTUBHOCTD TEPOPATIBHBIX KOHTPALENITHBOB, COJEPKaLIHX 3CTPOTEHBI,
MOMKET  CHHM3UTbCA IOCIe ero npuéma. PexomeHmyercs mnpuMeHATBH
ZIOTIOJIHUTENBHBIC MEpBl KOHTpAaUENUUUd NpH TnpuéMe mpenapata Anbda
Hopmukc®, ocoGenno, ecnu  comeprkanue 3CTPOr€HOB B  IEPOpaIbHBIX
KOHTpanenTuBax Menee 50 MKr.

IIpuém npenapara Anbpa Hopmukc® Bosmoken He paHee, yeM depes 2 uaca
rnocie npuéma akTUBUPOBAHHOTO YTJIs.

TabeTkn nOKpbITHIE IIEHOYHOI 0GonouKoi, 200 Mr coep ar MeHee 1 MMOITh
HaTpus (23 Mr) Ha 1 TabeTKy, To eCTh 110 CyTH He COAepYaT HATPHSL.

Binsinme Ha cnoco6HOCTH YNpPaBAATL TPAHCHOPTHBIMH CpeICTBAMH,
MeXaHH3MaMH

XOTsl  TOJIOBOKPY)XEHHE M COHIMBOCTh HAGMIONAIOTCS IMPU  [PUMEHEHHH
npenapata Anbda Hopmukc®, onHako, oH He OKa3bIBaeT CyLIECTBEHHOIO
BIIMAHUS HA CIOCOOHOCTH YNpaBIISATh aBTOTPAHCIIOPTOM M 3aHHMATHCS BHIAMU
ACSTENBHOCTH, — TPEOYIOLMMHM  TMOBBIIEHHOrO BHUMAHUS M OBICTPOTEI
IICUXOMOTOPHBIX peakLii. B ciyyae nosiBieHus rol0BOKpyKeHUs 1 COHIIMBOCTH

ITpU IPUMEHEHU U npenapara, Caieayet BO3ACPIKATHCA OT BBIIIOJIHEHUS YKa3aHHBIX



BHJIOB JI€ATEIBHOCTH.
®opma BbInycKa

TabsieTku MOKPBITHIE MIIEHOYHOM 060510uk0it 200 M.

12 wnu 14 Tabneroxk B Gaucrepe us IIBX/ITD/IIBJIX, IIPUBAPEHHOMY K
JIFOMUHHUEBOM (ostbre.

ITo 1, 2, 3 umm 5 Gaucrepos (12, 14, 28, 36, 42 wiu 60 TabJIETOK) BMECTE C
MHCTPYKIUHKEN 110 IPUMEHEHHIO B KAPTOHHOM TayKe.

YeaoBusi XxpaHeHust

IIpu Temnepatype #e Beime 30 °C.

XPpaHUTh B HEJOCTYITHOM I ZIeTel MecTe.

Cpok rognocTH

3 ropa.

He npumeHsATH O HCTEYEHUH CPOKA FOAHOCTH.

YeaoBus ornycka

OrtnyckaroT 1o perenry.

ITpousBoauTenn

Anbsdacurma C.n.A., Uranus

Bua 3. ®epmu 1, 65020 Ananno (Ileckapa), Uramus / Via E. Fermi 1, 65020
Alanno (Pescara), Italy

Opranunzanus, NnpHHHMAIOIIAN NPETEH3HH NOTpeGHTe el

OO0 «Anbhacurma Pycy, Poccus

125009 Poccus, r. Mocksa, Tsepckas, 1. 22/2, Kopr. 1, 4 atax, nom. VII, koMH.

1. Ten: +7 (495) 225-3626, 5. anpec: info.ru@alfasigma.com
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