OO0masi XapaKTepHCTHKA JIeKAPCTBEHHOI'0 Npenapara 17
AJISE MEIHIUHCKOTO IIPUMEHEHHUsI NoBeL

MET'ACE®
1. HAAMEHOBAHME JIEKAPCTBEHHOTO ITPETTAPATA MIHICTEPCTROM STPABOORbGHEHI
Meraced 250 mr TabneTku, IOKPBITHIE IIIEHOYHOM 000JI04KOM PECIIYBJINKHN BEJIAPYCh

IIpuxas Munucrepcrsa 3ApaBOOXpaHEeHU A

o . '_{;cn Oayxu Benapych
2. KAYUECTBEHHbBIU 1 KOJIMYECTBEHHbLIM COCTAB —? N
Kaxxmas tabnerka comepxut nepypokcum — 250 mr B Buje nedypokcuma akcermia — 300,72 mr.
[ToHBIH MepeYeHb BCIIOMOTaTEIbHBIX BEIIECTB IPHBECH B paszaene 6.1

3. JEKAPCTBEHHAS ®OPMA

TabeTku, MOKPBITHIE MJIEHOYHON 000JI0YKOM.

bernble oBabHBIE TBOSIKOBBINTYKJIBIE TAOJIETKH, TOKPBITHIE MNIEHOYHOW 000JIOUKOH, ¢ pa3eIuTeIbHON
puCcKO#t ¢ 0qHOM cTopoHB! U rpaBupoBKoi «NOBELY ¢ apyroii ctoponsl. Pucka npenHa3zHaueHa s
JeneHus TaOeTKH Ha JIB€ PaBHBIE J103bI.

4. KIMHUYECKHWE JTAHHBIE

4.1. Iloxa3zaHusi K IPUMEHEHHIO

Merace¢ nokaszaH JUIst ICUSHUS HIDKENIEPEYHCICHHBIX HH(PEKIIUI Y B3POCIIBIX H JIETEeH B BO3pacTe OT 3
MecsueB (cM. pasaensl 4.4 u 5.1):

* OCTpBIii CTPENITOKOKKOBBIA TOH3WJLTHT B (apuHTUT

* OcTpblii OakTepHaTbHBIA CUHYCUT

* OCTphIii CpeqHUN OTUT

» OGocTpeHne XpOHHYECKOro OpoHXUTA

* [uctur

* [Tuenonedpur

» HeocnoxxHeHHbIE HHPEKIUUA KOXKH M MITKHX TKaHEH.

* Jleuenue 6one3nu JlaliMa Ha paHHEW CTaUM.

HeoOxomuMo  y4HTHIBaTH OQHUIHMAIBHBIE PEKOMEHJAIMH [0  HaJUIe)KalleMy [PUMEHEHHIO
aHTUOAKTEPUAIIBHBIX CPELICTB.

4.2. PexxuM 103UpOBaHUs U CII0cOO MPHUMEHEHHS

PexxuM 1031poBaHus

OOBIYHBIH KypC JIEUEHHUS COCTABIISIET CEMb JHEH (MOXET KoyeOaThCsl OT MSTH J0 ACCATH JHEH).
Ta6nuna 1. B3pocinsie u getu (> 40 kr)

[Tokazanus J103b1
OcTpblif TOH3WUTUT ¥ (apUHTHUT, OCTPHIH 250 Mr aBaX<ibl B I€HBb
OaKkTepUaIbHBIH CHHYCHT
OcTpelii OTUT 500 mr nBaXkpl B 1€HD
ObocTpeHne XpOHUYECKOTO OPOHXHUTA 500 Mr gBaxkapl B I€Hb
[ucTut 250 Mr nBaXxJipl B J€Hb
[Tuenonedpur 250 Mr IBaXk/pl B IEHb
HeocnoxxHeHHbIe HHEKIMH KOXH U MATKHX TKaHed | 250 Mr 1Ba<ibl B IeHb
Bonesus Jlaiima 500 mr nBaXkbl B IEHb B TeueHHe 14

aHer (muanasoH 10 - 21 neHs)

Oco6ble rpyInmbl NalMeHTOB

Hooicunvie nayuenmol

OtcyTcTBYIOT 0COOBIE MEpBI IPEIOCTOPOXKHOCTHU ISl MAIIMEHTOB IOXHJIOTO BO3pacTa ¢ HOPMAIbHOM
GbyHKIHEH MoYeK MpH MpUeMe CTaHIapTHOW MaKCUMAaJIbHOM /1036l 1 T B IeHb. Y MallHEHTOB IOXHIIOTO
BO3pacTa Haubojiee BEpPOSTHO CHUXXCHHE IOYEYHOH (QYHKUMH, IOITOMY J03a OODKHA OBITh
CKOPPEKTHPOBaHA B COOTBETCTBHH ¢ (DYHKIIMEH MOYEK Y MOMXKHIIBIX JIFOAEH.

Ilayuenmel ¢ noueuHou HeOOCMAMmMoO4HOCMbIO

BesomacHocth ¥ 3¢ (dekTHBHOCTH IedypOKCHMa aKceTWnaa Yy IMAlHEHTOB C  IOYEYHOMH
HEJI0OCTAaTOYHOCTBIO HE YCTaHOBIEHBL lledypoKCHM NpeHMyINEeCTBEHHO BBIBOAMTCS M3 OpraHH3Ma




yepe3 mouky. [lamueHTam ¢ TSOHKETBIMU HapyIIeHUsIMH QyHKIMH noqc'rc"perMjc'HnyéT‘dﬂ’,ymeubmenne‘
10361, 9TOOBI KOMIIEHCHPOBATh MejieHHOe Bhienenue. Ledypoxcum za‘cb(beKTnBHo‘z‘yﬂa,ngeﬁ;qa nyTEM

Jiaiusa. K
Tabnuna 2. PexomentyeMble 10351 IPY NOYEYHOH HEAOCTATOYHOCTH

KnmpeHc kpeatuHuHA T 12 (1) PexomeHnayemble 10351

> 30 m/mun/1,73 M2 1,4-2,4 Het HeoOX0AMMOCTH B KOPPEKTUPOBKE 10361
(cranmaptHas mo3a 125 mr - 500 mr gBaxnabl B
JIEHB)

10-29 mi/mun/1,73 M? 4,6 CraHgapTHas MHAWBHIyaJIbHas 103a Kaxabple 24
qaca

<10 mr/mun/1,73 M2 16,8 CranmapTHas WHIMBHIyaJlbHas n03a Kaxasle 48
4acoB

[TanmenTsl, HaxoAsmuecs Ha | 2-4 CranpapTHass MHIUBUAyaJlbHas J103a nocie

reMOIHaNIN3e Ka)KJI0Tr0 THain3a

Ilayuenmul ¢ neweHOYHOU HEOOCMAMOYHOCMbIO
OTCyTCTBYIOT JaHHBIE IS MALMEHTOB C MEYEHOYHOW HENOCTATOYHOCTHIO. Tak Kak 1epypokcuM B
OCHOBHOM BBIBOJMTCS IIOYKaMHM, IIPEAIONAraeTcsi, 4ro Me4YeHOYHas OUCQYHKIMS HE BIUSET Ha
(apMaKOKHHETHKY 11e(ypOKCHMA.
eTH
Her onpiTa npuMeHeHus nedypoKcuMa y IeTei B BO3pAcTe 10 3 MECSIIEB.
Pexxum 03upoBanus y fietelt (> 40 Kr) COBIanaeT ¢ peXKuMOM J03UPOBAHUS Y B3POCIIBIX.
Tabmuna 3. Jletu (<40 kr)

IToxazanus J10361
OcTpplii TOH3WLTUT U HapUHTHT, OCTPHIH 10 Mr/kr aBaxael B J€Hb, HO He OoJjee
OaKTepHaTbHbIA CHHYCHT 125 Mr nBax /bl B IeHb

Jletn B Bo3pacTe OT IBYX JIET CO CPEIHHM OTHUTOM | 15 MI/Kr JBaXKIsl B JIeHb, HO He Goiee
ui ¢ Oonee TsoKenbIMH HHpekmmsmu (B ciydae | 250 Mr aBax/asl B 1€Hb
HEOOXOIUMOCTH)

Huctut 15 Mr/kr aBaxkael B J€Hb, HO He Oosee
250 Mr nBaXkIpl B IEHD

[Tuenonedpur 15 Mr/kr aBaxkael B JeHb, HO He OoJjee
250 mr pBaXk1bl B eHb B Teyenue 10-14
JHEeH

HeocnoxneHHble HHGEKIMH KOKH M MATKAX TKaHel | 15 MI/Kr gBaxapl B JieHb, HO He 6oee
250 Mr gBaXkael B I€EHD

bonesns Jlaiima 15 Mr/xr mBaxkael B J€Hb, HO He Ooiiee
250 Mr gBaxkael B JE€Hb B TedyeHue 14
nuedt (ot 10 o 21 nust)

Crnioco6 npumeHeHust

Meraced npunumMaeTcst BHyTpb.

Jl1s onTUManBEHOro BeackiBaHUs TAGNIETKH ClEAYeT IPUHAMATD II0CIIE eIbL.

Lensie Tabnetku Meraced He ciemyer pasmesnbyaTb, U II03TOMY OHH HENPHTOHBI JUIS JICYCHHS
IAIHCHTOB, KOTOPbIE HE MOTYT MPOTJIOTHTH LIENbIE TaONETKH, U JO3UPOBAHHUE JUI KOTOPBIX HE MOYKET
ObITh OGecreyeHo naHHOM (OpPMOIH BBIIYCKa JIEKAPCTBEHHOTO CPeCTBA. JIeTSM MOXKHO IPHMEHSTH
nedypokcuM B popmMe CycreH3uH.

B 3aBHCHMOCTH OT 1103BI IOCTYIIHBI IpYTHE IEKAPCTBEHHEIE (JOPMBL.

Ledypoxcum akcernn B popme TaGlieTox He SBSETCS GHOIKBHBANECHTHBIM Le(ypPOKCHMY aKCETHIIy B
(opMe CycTieH3UH M HE MOXET 3aMEHSTHCS HA OCHOBE «MHJLTATPAMM Ha MUJUTHTPAMMY.

4.3. TIPOTUBOIIOKA3AHUSA

IloBbllIeHHAs IyBCTBUTENBHOCTh K HE(YPOKCHMY MIM K JIOOOMY M3 BCIOMOTATEIbHBIX BEIIECTB,
BXOJSIIMX B COCTAB Ipenapata. (cM. pazzaen 6.1)

['MIIepUyBCTBHTEIBHOCTE K IPYTHM LEeDaTOCTIOPHHAM.



Taxenas rUIEpUyBCTBUTEIBHOCTH (HampuMep, aHa(uIaKTHYECKHE peakiim). K, JEOOOMY »IPyroMy
TUIy GeTa-1aKTaMHBIX aHTHOAKTEPUAIBHBIX CPE/CTB (MEHULMIUIHHBI, MOHOOAKTaMbl |
KapbaneHemsl).

4.4. OCOBBIE YKA3AHMS U MEPGI ITPEJIOCTOPOXHOCTU ITPY ITPUMEHEHWIA
Peaxyuu 2unepuyscmeumenvHocmu: CIeNyeT TMpPOSBIATE OCTOPOXXHOCTH IIPH  HKCIIOJIb30BAHUU
nedypokcuMa y TalMeHTOB C AaUIEPrHYecKOl peakiyeil Ha NEHUIWUIMHBI WM Jpyrue Oera-
JIaKTaMHBIE aHTHOMOTHKH, TaK KaK CyLIECTBYET PHCK MEPEKPECTHON 4yBCTBUTENBHOCTH. ECTh naHHbIe
O Cephe3HBIX, a HWHOrJa W (aTalbHBIX PEAKNUsIX THIEPYYBCTBUTEIBHOCTH Ha OeTa-JIaKTaMHbIE
aHTHOAKTepHAJIbHBIE Ipernaparbl. B cilyyae TsXKENBIX peakiuil TUIepuyBCTBUTEIBHOCTH JIEYCHHE
1eypOKCHMOM JOIDKHO OBITh HEMEIJIEHHO IIPEKPaIeHo.
[lpexxne yeM HayaTh JIeYEeHHE HEOOXOJMMO YCTAHOBUTH, MMEIOTCS JIM y MalWeHTa B aHaMHe3e
TSDKEJIBIE PEaKIUM THIEPYYBCTBUTEILHOCTH Ha e(pypOKCHM, Ipyrue nedanocHOpHHBl WX 000K
Apyroi Tum Oera-TaKTaMHBIX CPEJCTB.
Crnemyer mnpoOSIBISATH OCTOPOXHOCTH TPH Ha3HAYeHWH IeQypoKCHMa MalMeHTaM, y KOTOPBIX B
NPOILIOM HabMIOAATHCh PeaKklUd HETSKEIOH THIepuyBCTBUTEIHHOCTH K APYTHM OeTa-JTakTaMHBIM
Cpe/ICTBaM.
B mpouecce nedeHus HEOOXOAUMO KOHTPOJIMPOBATh (DYHKLIHUIO IOYEK, OCOOEHHO Yy OOJBHBIX,
HOJTyYaloIMX Ipenapar B BBICOKHX J03ax. JIeyeHHe peKOMeHIyeTcsi MpoAoJDKaTh B TedeHue 48-72
4acoB I10CJIE€ MCYE3HOBEHHUS CHMIITOMOB, B Cilydae WH(EKIMi, BEI3BaHHBIX Streptococcus pyogenes,
PEKOMEH/Ty€eTCsl IPOJOJDKATh JieueHrne He MeHee 10 aHei.
Bo Bpems seyeHHs BO3MOXXKHA JIOXKHONOJIOKHTENbHas mpsMas  peakuust Kymbca u
JIOXKHOIOJIOXKUTENbHASA peakiis MOYM Ha TJIFOKO3Yy. Y MAIl[MEHTOB, MOJYYalOMUX LedypoKCHM, It
ONIPENEECHUs] TIIOKO3bl B KPOBH PEKOMEHIYIOT HCIOJb30BaTh METOABI C IMPHUMEHEHHEM
IIIOKO300KCH1a3bl M TeKCOKHHA3bL. (cM. pasnen 4.8)
JlnurenbHOe NpUMEHeHHE UedypoKcHMa, KaK M JPYyrHX aHTHOMOTHKOB, MOXET IIPUBECTH K
9Ype3MEPHOMY pPOCTYy HEYyBCTBUTENBHBIX MHKpoopranu3moB, Candida (mampumep, Candida
enterococci, Clostridium  difficile), 4ro wmoxer morpeGoBaTh NpeKpalleHUs  JICYCHHUSL.
3aperucTpUpOBaHbl CiIydaW ICEBIOMEMOpPAHO3HOTO KOJIUTA, aCCOIMHPOBAHHOTO IMOYTH CO BCEMHU
aHTHOAaKTEepHATbHBIMHU CPEICTBAMH, BKITFOYas 1e(ypOKCHM, KOTOPbIE MOTYT BapbHPOBATh MO CTENEHH
TSDKECTH OT JIETKOM CTENEHM [0 yrpoXaroulei >KU3HH. DTOT JMarHo3 clielyeT paccMaTpuBaTh Y
MAallHCHTOB C Juapeedl BO BpeMs WM IMocie npuMeHeHus nepypokcuma (cM. pasgen 4.8).
PexomeHmyeTcss mpekpaTuTh JiedeHHe W OOpaTUThCs K Bpady. [Ipu 3TOM He ClieayeT NpPUMEHATh
JIEKapCTBEHHBIE NPENapaThl, KOTOPbIE HHTUOUPYIOT NEPUCTATBTUKY.
B nepuon nevenus ciaenyet uzberats ynorpeOIeHUs alKoroJIsl.
Ha ¢one neuenus nedypoxcuma akcetwsiom 6Gonesnu Jlaiima nHabGmomanach peakuus Spuima-
I'epkcreiimepa  (nuxopanka, 03HOO, TOJNOBHAas M MblleYHas 00jb, CBIIB). OJTO CJIEACTBHE
OaKTepuIMIHONH aKTHBHOCTH He(ypOKCHMMAa aKceTHIa Ha NPUYMHHBIE Oaktepuil Gonesnu Jlaiima,
cmpoxetsl Borrelia burgdorferi. Oto siBisercst 0OBMHBIM H, KaK MMPaBUIIO, CAMOMPOXOISIIMM Yepes
HECKOJIBKO 4acOB CJIEJICTBHEM JIeYeHUs aHTHOnOoTUKaMu Oosie3nu Jlaiima. (cM. pasnen 4.8)
1 TabneTka naHHOro mpemapara conepXut menee 1 Mmob (23 Mr) HaTpust Ha 250 M, TO €CTb, 110
CYTH, HE COJIEP)KUT HATPHS.

eT’
Merace) He pekOMEHIyeTCsl IPUMEHSITh y AeTel 10 6 JIET, KOTOpble MOTYT HCIIBITBIBATh TPYIHOCTH
IpH IIIOTaHUU TabJETOK.

4.5. BBAUMOJIEMICTBUE C IPYTUMMU JIEKAPCTBEHHBIMMU ITPEIIAPATAMU U JIPYTUE
BU/IbI BBAUMOJIEMCTBUA

[Ipenapatel, CHHIXKAIOIIME KUCIOTHOCTD XKEJYI0OYHOTO COKA, YMEHBIIAIOT BCachlBaHUE 1eypoKCHMa U
€ro 6MOIOCTYITHOCTH 10 CPABHEHHIO C TAKOBOM B COCTOSHUH HATOLIAK ¥ UMEIOT TEHICHIMIO OTMEHSATE
3 eKT MOBBIIEHHON aGCOPOIMH MOCIIE IbL.

Kak u npyrue aHTHOHOTHKH, 1e(ypOKCHM MOXXET MOBIHATH HA (JIOPY KHIEYHHKA, YTO TPUBOJUT K
CHH)KEHHUIO peabcopOLum CTPOreHOB M CHIKEHHIO d((PEKTHBHOCTH KOMOWHHMPOBAHHBIX OpPAIbHBIX
KOHTPALENITHBOB.



V1

[ledbypokcuM BBIBOAMTCS IyTeM KIyOOUKOBOH (HIbTpAlMd H KaHaJ'lbIIeBOPI CerelIHH He
PEKOMEH/IyeTCSI OJHOBPEMEHHOE IIPUMEHEHHE C npoGeHenuIoM. — OIHOBPeMEHHOE —BBEICHHE
nedypokcuMa ¥ MpoGeHenyr1a IPHBOAUT K YBETHYEHHIO MAKCHMAIBHOM KOHIEHTPAlWH, ILIOIIAIHI
nox (apMaKOKWHETHUECKOH KpMBOH M BpeMEHH IOJyBbiBeAeHHs edypokcuma. OIHOBpPEMEHHOE
NpUMEHEHHE C  [EPOPATHbHBIMH  AHTHKOATyJISIHTAaMH — MOXET  TPHUBECTH K  YBEIHMYCHHIO
IPOTPOMOMHOBOTO BPEMEHH.

4.6. ©EPTUJIbHOCTb, BEPEMEHHOCTD U JIAKTAIIUA

bepemeHHOCTD

JlaHHBIE 110 HCHOJIB30BAHUIO IedypoKcHMa y GepeMEHHbIX JKSHIIUH orpanudeHsl. MccnenoBanus Ha
’KHBOTHBIX IOKa3aJld OTCYTCTBHE BPEIHOIO BIUSHHUS Ha GEpeMEHHOCTh, SMOPHOHAIBHBIA NEPHOI H
pasBUTHE IUIONA, POAbI MJIM NEPUOJ IOCTHATAIBHOTO pa3BHTHA. Meraced ciemyer npHHUMATh
GepeMEHHBIM JKEHIIMHAM TOJILKO TOT/[a, KOT/Ia 10JIb3a MPEBOCXOAUT MOTEHIHAIBHBIA PHUCK.

JlakTanus

IlepypokcuM OOHapyXMBAaeTCs B TPYJHOM MOJIOKE B HE3HAYUTENbHOM KonuuecTBe. [1060YHBIX
3((eKToB NMpH Ha3HAYEHHH B TEPAINIEBTHYECKHUX 103aX HE HAONOAAIOCH, XOTS PHCK BO3ZHHKHOBEHUS
Japed H TPHOKOBON MH(EKIUH CIU3UCTHIX 000JIOUEK Yy JeTel He MOXET ObITh HCKIIIOUEH. B cBs3u ¢
IaHHBIMH TO0OYHBIMEH 3(dekTamMu, BO3MOXHO, MPUAETCS NPEKPaTUTh IPYAHOE BCKapMIIMBAHHE.
Crnemyer NpuHATH BO BHUMaHHUE BO3MOXXHOCTh CeHCcHOMnu3anuu. Lledypokcum cieyer uenoib3oBaTh
B [IEPHOJ] IPYJHOTO BCKAPMJIMBAHHUS TOJIBKO IIOCNIE OLEHKU COOTHOINEHMS MONIb3a / PUCK JIEYalliM
BpauoM.

DepTUIbHOCTD

OTCYTCTBYIOT JaHHEIE O BO3ZIEHCTBHM Le(ypoKCHMMa akceTHJIa Ha (epTHIbHOCTh y mmoned. Ilpu
TIPOBEJICHHH PETPOAYKTHBHBIX MCCIEJOBAHHN Ha JKMBOTHBIX HE OBLIO BBIABIECHO BIMSHHSA Ha
(GepTUIBHOCTE.

4.7. BIVSIHUE HA CIIOCOBHOCTD YIIPABJISITh TPAHCIIOPTHBIMU CPEJJCTBAMM U
PABOTATH C MEXAHU3MAMU

Hukakux HCClIeTOBaHHNA O BIMSHHM Ha CIIOCOOHOCTH YIPaBJISATh TPAHCIIOPTHBIMH CPEICTBAMH H
paboTaTh ¢ MeXaHH3MaMH He MPOBOAMIOCH. OIHAKO, TMOCKOJIBKY NpHEM IedypoKCHMa aKceTH/a
MOJXET BbI3BaTh T'OJIOBOKPYXXEHHE, IMAI[MEHTHI JJOJDKHBI COOIIONATh OCTOPOXKHOCThL IPH YIIPABJICHHH
TPAHCIIOPTHBIMH CPEJICTBAMHU U paboTe C OMACHBIMH MPHCIOCOOICHUIMU U MEXaHU3MaMH.

4.8. HEXXEJIATEJIbHBIE PEAKITNA

Pestome npoduis GezomacHocTH

HauGosee yacThiMu MOOOYHBIMH PEaKIMAMHU SBISIOTCSA u30bITOuHBI pocT Candida, 303uHOGMINA,
royioBHasi 00JIb, TOJIOBOKPYKEHHUE, JKEITyIOYHO-KHIIEUYHBIE HAPYLIEHUS U TPAH3UTOPHOE IOBHLILIEHHE
aKTUBHOCTH NIEYEHOYHBIX (hEPMEHTOB.

Pestome B opMme TabIuIIbl HeXeTaTeIbHbIX peaKkiui

[Ipe/cTaBieHHble HUMXE KATErOPUM YacTOTHI MOGOYHBIX PEAKUMi SIBJISIOTCS NPUOIM3UTEIBHBIME, B
CBSI3U C TEM, YTO JOCTATOYHBIX JIAHHBIX JUIS pacyera 4acTOThI OOJBLUIMHCTBA MOOOYHBIX pEaKUMi HE
nony4yeHo. Kpome Toro, 4acrora moOGOYHBIX peakIMii MpH NpPUMEHEHHH IedypokcHMa akceThiia
MO>ET BapbUPOBATh B 3aBUCHMOCTH OT IIOKa3aHUS.

Jlns onpeneneHus 4acToThl MOOOYHBIX peaki|id (0T «OYEHb YAaCTBIX» 0 «PEAKHUX») HUCIOJIb30BAIHCH
JaHHbIE KIMHHYECKHX HcCllefoBaHMM. YacToTa BceX OCTalbHBIX NOOOYHBIX peakuui (T.e. Te, O
KOTOphIX coobmanocs ¢ dactoroii <1/10 000) ompenensulack B X0J€ HOCTMapKETHHIOBOIO
HaOJIO/IEHUS, ¥ CKOPee OTPaXKaeT YyacTOTy TOTyYeHHs COOOLIEHUH, HEXEH IeUCTBUTENIBHYIO YacTOTy
BO3HHKHOBEHHS ITOOOYHOM peakiuH.

HexenarenpHple peaknuu, NpeACTaBICHHbIE HUXE, NEPEYUCIICHbl B 3aBHCHMOCTH OT aHATOMO-
(usnonornueckoit KIaccHu(pUKaIUK, YaCTOTHl BCTpeuaeMOCTH. YacToTa BCTPEYaeMOCTH OIPECIIETCS
cIenyIomuM 00pa3oM: odeHs yacto (>1/10), wacto (>1/100 u <1/10), He wacto (>1/1 000 u <1/100),
peaxo (>1/10 000 u <1/1 000), ouens peaxo (< 1/10 000), yacTora He U3BECTHA (4aCTOTY HEBO3MOXHO
OLICHHUTBH 10 UMEIOIIUMCS] TaHHBIM).

Kaace cucrem | Yacto l He gacro | Yacrora He u3BecTHA |




OpraHoB

Hnghexyuonnvie u

N36bITOUHBINA POCT

"| U36BrTounsmipocr--

napasumaphvle Candida | Clostridium difficile
3aboneeanus
Hapywenus co Do3uHODUIUSA JloxxHonosnoxurenbHas | ['emonuTuyeckas
CMOPOHbL KPOBU U npoba Kymbca, aHeMHsI
Jumgpamudeckori TPOMOOITUTOIIEHHMS],
cucmembl JieKoneHus (MHoraa

TsDKeJ1as)
Hapywenus co JlexapcTBeHHas
CMOPOHBL UMMYHHOU JIUXOPAJIKa,
cucmembl CBIBOPOTOYHAS

00JIe3Hb,

aHa(UIIaKCUs, peaKIus
Spuina-I'epkcrerimepa

Hapywenus co
CMOpPOHBL HEPEHOU
cucmembl

I"'onoBHas 60k,
rOJIOBOKPYKECHHE

Hapywenus co Huapest, TOIHOTA, Prota [TceBmomeMOpaHO3HBIH
CMOPOHbL Jiceny0o4HO- | OONB B XKUBOTE kosuT (cM. paszen 4.4)
KUWLEYHO20 MpaKkma
Hapywenus co Tpan3zuropHoe XKentyxa
CMOPOHbL NeveHU U MIOBBIIIICHHE (peMy1IeCTBEHHO
JHCENYEBLIBOOSUJUX AKTUBHOCTH XOJIeCTaTHYeCcKas),
nymei MeYEeHOYHBIX renaTuT

(bepMEeHTOB
Hapywenus co Koxnas cbinb KpanusHuua, 3y,
CMOPOHbBL KOJICU U MyJIbTH(GOpMHAsS
NOOKOJICHBIX MKAHEeU JpUTEMA, CHHIIPOM

CruBenca-/[)koOHCOHa,
TOKCHYECKUH
SNUACpMaIbHBIN
HEKPOJIU3
(PK3aHTEMHBII
HEKpoJH3) (CM.
HapyLIeHHs CO
CTOPOHBI UMMYHHOM
CHCTEMBI),
QHTHOHEBPOTUYECKUI
OTEK

OnucaHue OTJENBHBIX HEKEIaTeIbHBIX PEaKIIHi
LledanocnopuHbI Kak KJIacc CKJIOHHBI K aOCOpOUPOBAHUIO Ha TOBEPXHOCTH MEMOPAH 3pHUTPOLIMTOB H K
pPEarupoBaHUIO C AHTHTEJIAMH, HANPABJICHHBIMH IIPOTHB JIEKAPCTBEHHOIO CPENCTBA, YTO MOXKET
IPUBOIUTH K JIOXKHOIIOJIOXKHUTEILHOMY pe3yibTary Tecta KymOca (1 BIHATH Ha pe3ysbTaThl MO0 Ha
COBMECTHMOCTBH KPOBH) U B OYEHB PEAKHX CIydasX — K FeMOJUTHYECKOH aHEMHH.
TpansuTopHOE MOBHINIEHHE AKTHBHOCTH MEYEHOYHBIX (PEPMEHTOB B CHIBOPOTKE OOBIYHO SBJISETCS
00paTUMBIM.

eTu
[Tpoduns Ge3omacHOCTH nedypOKCHMa aKCeTHIa y IeTel COOTBETCTBYET NPOMHIIIO y B3POCIIBIX.
CoofmieHne 0 He)xeNnaTeIbHbIX PeaKIuIX
Baoicno  coobwamb 0  n0003pesaemMulx  HeddCeNameNbHblX — PeaKyusx — nocie  pe2ucmpayuu
JIeKAPCMBEHHO20 npenapama ¢ yenvlo obecneyenusi Henpepbi6HO20 MOHUMOPUH2A COOMHOULEHUA
«nonb3a — DUCK» JleKapcmeéenno20 npenapama. MeOuyunckum pabomHuKam peKomeHOyemcs
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coobujame 0 M06bIX NOO03PEBACMbIX HEIICENAMENbHBIX PEAKYUSX JIeKaPCMBERHO20 Ipenapama. epes
HAYUOHANLHYIO  cucmemy —CO0bWeHUs O HedcelamenbHblX —pedkyisix i HeIddermusnocmi
NleKapCMEeHHbIX NPEenapamos.

Pecny6mnuka benapych

220037 r. MuHck, niep. ToBapuieckuii, 2a

VII «LleHTp 3KCTIEpPTU3 U UCIIBITAHUM B 3APaBOOXPAHEHUN

Tenedon oraena papmakonanzopa: +375(17) 242 00 29; daxc: +375(17) 242 00 29

On. moura: repl@rceth.by, receth@rceth.by

http://www.rceth.by.

4.9. IIEPEIO3UPOBKA

[lepe103UpOBKA MOXET MPUBECTH K HEBPOJOTHYECKHM OCIOKHEHHSIM, B TOM 4HCIIE SHIE(DAIONaThy,
cymoporaM u Kome. CHMIITOMBI NEpeO3HMPOBKH MOTYT BO3HHUKHYTh y MallMEHTOB C IOYEYHOM
HE/IOCTATOYHOCTHIO, €CIIH /1038 HE KOPPEKTHPYETCsl COOTBETCTBYIOIMM obOpa3oM. (cM. pasaen 4.2 u
4.4)

Jlevenue: CMMITOMaTHYECKOE, T€MOINAIIN3 U TIEPUTOHEATBHBIH JHAIH3.

5. DPAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoAMHAMHYECKHE CBOWCTBA

dapmakoTepaneBTHYecKas rpymnna: AHTHOAKTepHAIbHBIE CPEACTBA IS CUCTEMHOIO IPHMEHEHHS.
Lledanocnopuns! Broporo moxosnenus. Kox ATX: JO1DCO2.

Mexanu3m ecTBUS

Lledypokcum akceTw mojBepraercs THAPOIHU3y (hepMEeHTaMH 3CTepa3sbl 10 aKTUBHOTO aHTUOHOTHKA
nedpypoxcuma. lepypokcuMm nopasiseT CHHTE3 KJIETOYHOM CTEHKH OaKTepHil OCe MPUCOSTUHEHHS K
NEHULMUINH-CBS3BIBAIOIMM OeslkaM. DTO MPUBOJUT K HApYIIEHHIO OHOCHHTE3a KJIETOYHOH CTEHKH
(menTuporiMKaHa), 4TO BEAET K JIM3UCY M IHOEH OaKTepHaTbHBIX KJIETOK.

Muxkpobuonozuyeckas yyecmeumenvnocmo

YacroTa nprHoOpeTeHHON PE3UCTEHTHOCTH BapbUpPYEeT B PAa3IMYHBIX reorpaguyeckux peruoHax u BO
BPEMEHHU JUIA OTJAENBHBIX BHJOB. JKenaTenbHO BIAJeTh MECTHOW MH(pOpMAaIueil 0 pe3UCTeHTHOCTH, B
OCOOEHHOCTH IPHU JICYEHHH TSDKENBIX HHpeKnui. Ecim yacToTa pe3ucTeHTHOCTH B JAHHOH MECTHOCTH
CTaBMT I10J] COMHEHHE LeJIeCO00pa3sHOCTh MPUMEHEHHUs ey pPOKCHMa aKCeTHIIa, 110 KpaitHei Mepe s
HEKOTOPBIX BUAOB MH(GEKIHH, 1enecooOpa3Ha KOHCYJIbTallus KcrepTa. B 1abopaTopHBIX YCIOBUSIX
1edypOKCHM, KaK IIPAaBHJIO, AKTUBEH B OTHOIIECHHH CJIEAYIOIINX MUKPOOPTaHU3MOB:

Q0blYHO BOCHPUUMHUBbLE MUKDOOD2AHUSMBL

I' pamm-nonosicumenvnvlie  aspobur:  Staphylococcus —aureus (METHIUJUIHH-YYBCTBHTENIBHBIN)*,
KoaryyasoHeraTuBHble Staphylococcus (MeTHIMJUIMH-YyBCTBHTENBHBIN), Streptococcus pyogenes,
Streptococcus agalactiae

I'pamm-ompuyamenvrvie aspobei: Haemophilus influenza, Haemophilus parainfluenzae, Moraxella
catarrhalis

Cnupoxemui:Borrelia burgdorferi

Muxpoopeanusmul, komopeie Mmozym npuobpemams ycmouyugocme

I'pamm-nonodcumenvheie aspobei: Streptococcus pneumonia

I pamm-ompuyamenvuvie aspobuwr: Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae,
Escherichia coli, Klebsiella pneumonia, Proteus mirabilis, Proteus spp. (kpome P. vulgaris),
Providencia spp.

I pamm-nonoocumenvuvie anaspobui: Peptostreptococcus spp., Propionibacterium spp.
I'pamm-ompuyamenvuvie anaspobwi: Fusobacterium spp., Bacteroides spp.

Pesucmenmuvie mukpoopzanusmul

I'pamm-nonodicumenvrvie aspobur: Enterococcus faecalis, Enterococcus faecium
I'pamm-ompuyamenvuvie aspobur: Acinetobacter spp., Campylobacter spp., Morganella morganii,
Proteus vulgaris, Pseudomonas aeruginosa, Serratia marcescens

I’ pamm-ompuyamenvhuie anaspobwr: Bacteroides fragilis

Hpyeue: Chlamydia spp., Mycoplasma spp., Legionella spp.

* Bece METUIMIUTHH-YCTOHYMBEIE S. aureus yCTOWYUBEI K LE(GypPOKCUMY.




5.2. GapMakOKUHETHYECKHUE CBOMCTRA (pac

Abcopbuus

[Tocsie nepopaibHOroO mpueMa 1edypoKCUM akceTH OBICTPO BCACHIBAETCS M3 JKENYJOYHO-KUIIEYHOTO
TpaKTa ¥ THAPOJM3YeTCs HeClenu(pUIHbIMA 3CTepa3aMd B CIM3UCTOH 000JIOYKE KHUIIEYHHKA U B
KPOBH C BBICBOOOXKIEHHEM LedypoOKCMMA B CHCTEMHBIA KpOBOTOK. OnrtuManbHas abcopOuus
HabJro1aeTcs Npy npreMe IocJie ebl.

ITocne npuema TabneTok 1edypOKCHMa aKCEeTHIa MMKOBBIE YPOBHH B CHIBOPOTKE KpOBH (2,1 MKI/Mi
Jutst 10361 125 mr, 4,1 mxr/mu as 1o3s1 250 mr, 7,0 mxr/mi aast 1o3st 500 mr u 13,6 MKr/Mit 7151 1036
1000 Mr) BO3HHKAIOT IPEMEPHO Yepe3 2—3 yaca mocie mpuema mpenapara Bo BpeMs enpbl. CKopocTh
abcopbuuu nedypokcuMa U3 CYCHEH3MH CHIDKEHA IO CPaBHEHMIO ¢ TabJIeTKaMH, 4TO NMPHUBOIHMT K
0oJiee HM3KMM NMHUKOBBIM YPOBHSM B CBIBOPOTKE M CHCTEMHOM OuomoctynmHocTd (Ha 4-17% MeHbIIe).
[lepopanpHast cycmeHsust mnepypokcHMa akceTwna He Obula OHOPKBHMBAJIEHTHa TabiieTKaM
nedypokcuma akceTua Mpu TECTHPOBAHMH Ha 3[0POBBIX B3POCIBIX H, CJIE0BATENBHO, HE MOUIEXKHUT
3aMeHe Ha OCHOBE MUJUIMIPaMM Ha MHIJUTMTpaMM (cM. pasznen 4.2). @apmakokuHeTHKa Ledypokcuma
JHMHEWHA B [uana3oHe nepopaibHbIX 103 oT 125 go 1000. Mr. ITocne moBTOPHBIX NEPOPANIBHBIX 103 OT
250 no 500 mMr HakoruteHus 1edypokcuMa He HaOJOIaI0Ch.

Pacnipenienenue

CaaspiBanue ¢ Oenkamu 1iasMmbl cocTaBisieT oT 33 10 50%, B 3aBHCHMOCTH OT HCIOJIb3yeMOMH
meroznonoruu. Ilocne nmpuema pazoBoit n03bl HedypokcuMa akcetuna B Buae tabnetku 500 mr 12-10
3710pOBBIMH 100poBOJIbIIaMH 00BeM pactpeneneHust coctaBui 50 1. KoHneHTpanuu nedypokcuma,
NPEBBLIIIAIOIINE IOJABJSIONIME KOHUEHTPAllMM JUIsl pPaclpOCTPAaHEHHBIX [aTOT€HOB, MOTYT
JNOCTHraThCs B MUHJAINHAX, TKAHSIX CUHYCOB, CTM3UCTON OPOHXOB, KOCTSX, IIEBPATIBHOM XKHIKOCTH,
BHYTPHCYCTaBHOH >KMJIKOCTH, CHHOBHAQJIBHOH JKUAKOCTH, J>KEITYH, MOKpPOTE€ W BHYTPHUIJIA3HOU
xuakoctd. lledypokcum mnpoHuKaeT dYepe3 remarodHuedaIMyecKuii Oapbep IMpH BOCHAICHUH
000104eK rOJJIOBHOTO MO3Ta.

Merabosnuzm

He merabGonusupyercs.

DNUMUHANUS

Ilepron mosyBBIBECHHST U3 CBIBOPOTKH cocTaBisieT oT 1 mo 1,5 gacoB. IlegypokcuM BBIBOAMUTCS
KiyOouKoBO# (unbTparueil 1 KaHaIbLEBOW cekpenueil. [loyeunslii KaupeHe coctasiser oT 125 10
148 mn/mun/1,73 M2.

Oco0ble rpymnmel DanueHToB

Ion

He nabmonanoch HUKaKuX pa3inyuii B papMaKOKHHETHKE [EGYPOKCUMA Y MYKUYHMH U XKEHIIHH.
Ioowcunvie n10ou

OrcyTCcTBYIOT 0COOBIE MEpBI MPEIOCTOPOXKHOCTH IS MALMEHTOB MMOXKMJIOTO BO3PAcTa ¢ HOPMAJILHOM
¢ynximel noyek Npy npremMe CTaHIAPTHOW MAKCHMAILHOM 0351 1 I' B IeHb. Y NAlMEHTOB MOXHIIONO
BO3pacTa HauOoJiee BEPOATHO CHIDKCHHE IIOYEYHOM (YHKIMH, II03TOMY J103a JOJDKHA OBITh
CKOPPEKTHPOBaHa B COOTBETCTBUH C (DYHKIIHEH MOYECK Y MOXKHUIIBIX JTFO/ICH.

Jlemu

Y nereit B Bo3pacte > 3 MecsiueB papMakoKHHETHKA ey pOKCHMA TaKast XKe, KaK U Y B3POCIIBIX.
OTCyTCTBYIOT NaHHBIE KIMHHYECKUX UCIIBITAHMM OTHOCHTENLHO IIPUMEHEHHS Ie(ypOKCHMa aKceTuIa
y AeTei B Bo3pacTe J10 3 Mec.

Iloueunas nedocmamoyrocmeo

Besomacmocts 3¢ dexTHBHOCTE HedypOKCHMAa aKceTWia y  IIalMeHTOB C  [OYEYHOM
HEJIOCTaTOYHOCTBIO HE ycTaHOoBiIeHa. Lledypokcum B mepByro ouepenb BBIBOJMTCS Yepe3 IMOUKH.
[IoaTOMy, KaKk W Bce aHTHOMOTHKM 3TOTO THMA, Y GONBHBIX C HApyIICHHOH (yHKIMEH modek (T.e.
KIMpeHc KpeaTHHMHa <30 M / MHH) pEeKOMEHIyeTcs CHHM3HMTh 03y Iledypokcuma, dYTOOBI
KOMIICHCHPOBAaTh MeJUIeHHOE BbiBeieHHE. Lledypokcum 3¢ hexkTuBHO yaansercs myTeM Auanunsa.
[Ievenounas nedocmamoynocmo

OTCyTCTBYIOT JaHHBIE Ul MAHEHTOB C IEYEHOYHOU HENOCTATOYHOCTBIO. IToCKONBKY LedypoKCHM
BBIBOJIUTCS B OCHOBHOM IIOYKaMH, MPEIOJaraeTcs, 4To MeYeHOYHas AUCHYHKIMS HE BIHUSAET HA
(bapMakOKHHETHKY IehypOKCHMA.

dapmakokuHeTHYecKas-(hapMaKoIMHAMUYECKas 3aBUCUMOCTb




Beulo  mokazaHo, 4ro and  uedamocnopuHoB  Haubojee  BaXHBIM I JipapMaKOKuEETHKO
(apMaKOAMHAMUYECKHMM HHAECKCOM, KOPPEIUPYIOLIUM C 3<b<beKTnBHdd“m'xb\in;‘yi‘*vq; ABISCTCS | RO
HHTepBaia 103upoBanus (%T), B KOTOPOM HECBA3aHHAS KOHLEHTPAIUS OCTAETCS BhIIIE: MEHHMATLHOMH
uarudupyromeit konuentpamuu (MUK) nedypoxcuma s OT/IeNbHBIX BUAOB-MUTHCHER ' (T.e. %
T>MUK).

5.3. JlaHHBIE TOKIMHUYECKON 6e30macHOCTH

JlaHHBIE JOKIIMHMYECKHX HCCIIEJOBaHHI HE MOKa3bIBalOT 0COOOM OMACHOCTH IS JIOJEH Ha OCHOBE
HCCIIeI0BaHui (hapMaKoJIOrHYeckoi 6e30MmacHOCTH, TOKCHYHOCTU MOBTOPHBIX 103, TEHOTOKCHYHOCTH
U TOKCHYHOCTH JJISi pa3MHOXXEHHUS U pa3BUTHA. VccienoBaHMs KaHLEPOT€HHOCTH HE IPOBOIMIIUCH;
OJTHAKO HET HUKAKUX OCHOBAHHUH MperoiaraTb BO3MOXKHOE KaHILIEPOT€HHOE JIEHCTBHE.

AKTHBHOCTh T'aMMa-IJIyTaMHJITPAHCIIENITUAA3bl B MOYE€ KpPBICHI HMHTUOMpPYETCS pa3IMYHBIMH
nepaocnopHHaMHy, OTHAKO yPOBEHb MHTHOMPOBAHHUS MEHBINE C epYPOKCUMOM. DTO MOXET HMETh
3HAYEHHE NPH BMEIIATEIbCTBE B KIIMHUYECKHE J1a00paTOPHBIE UCCIIEOBAHUS Y JIFO/IEH.

6. DAPMALIEBTUYECKHWE CBOMCTBA

6.1. [lepeyeHs BCIOMOTraTENbHBIX BEIIECTB

1 TabneTka, MOKpHITas INIEHOYHONU 000JIOUKOM, CONEPIKHT:

Oeticmsyiouyee gewyecmso: nedpypoxcum — 250 mr B Buze nedypokcuma axceruna — 300,72 mr;
gcnomozamenibible Geujecmea: TpexeTaTHHU3UPOBaHHBIN KpaxMas, KpOCHOBHIOH, KpPOCKapMeio3a
HATpWsl, HATpHs Jaypwicyib(ar, MarHus cTeapar, KpeMHHs AMOKCHJ KOJUIOMIHBIA Oe3BOMHBIH,
METHJITHPOKCHIIPOIMIIIIEIUTION03a,  TUTaHAa  JUOKCHJ, MHKPOKpHCTAIMYECKas  LEJUII0N03a,
CTe€apHHOBAsI KUCIIOTA.

6.2. HecoBmecTUMOCTH

He npumMeHnMo.

6.3. Cpok rogHOCTH

3 rona. He ucmonb30BaTh mociie cpoka roJHOCTH, yKa3aHHOTO Ha YIIaKOBKeE.

6.4. OcoObIie MepBI IPEAOCTOPOKHOCTH IIPH XPAHEHUHU

XpaHuTh IpH Temrieparype He e 25°C.

6.5. XapakTep U coep)KaHHUe IEPBUYHON YITAKOBKH

ITo 10 Tabmetoxk B Omucrep, 1, 2 wmu 3 Oenbix Hempo3pauHbix Onuctepa u3 [IBX/TE/TIBIX-
QIFOMHHUS C HHCTPYKIIMEH 110 IPHMEHEHUIO B KAPTOHHYIO MMaYKy.

6.6. OcoOble MepBl MPEIOCTOPOXKHOCTH IIPU YHUYTOXXEHUH HCIIOJIB30BAHHOTO JIEKAPCTBEHHOTO
mpenapaTa WM OTXOJOB, IOJIy4EHHBIX IOCIE NPHUMEHEHMs JIEKapCTBEHHOIO Ipernapara, W JIpyTHe
MaHMITYJISLUH C IPEernapaTrom

Het oco6bIx TpeOOBaHMI K yTHIM3ALUY.

7. AEPXXATEJIb PETUCTPALIIMOHHOI'O YIOCTOBEPEHHMA

Typeuxas Pecy6mmka

HoGen Wnauy Camnaitm Be Tumxaper A.ILlL, r. Crambyn, kBapran Capaii, yn. Jlokropa AnHaHa
Broroknenusa, 14, p-u YMmpanue

Howmep tenedona: +90(216) 633 60 00

Homep daxca: +90(216) 633 60 01

Anpec anexTpoHHOMU nouThl: bizeulasin@nobel.com.tr

7.1. [IpencraBuTens AeprkaTelisi pErHCTPALlMOHHOTO YOCTOBEpeHHs Ha Tepputopun Coro3a
Pecny6nuka benapychb

ITpencraButensctBo AO «HobGen Wnau Canaiiu Be Tumxaper A.IlL» B PB, 220076, r. Munck, yi.
[Tapuukosas, S7A

Howmep tenedona: +375(17) 303 15 99

Howmep ¢axca: +375(17) 303 15 99

AJpec 31eKTpOHHO# nouTsl: nobel@nobel.by

8. HOMEP PETUCTPALITMOHHOI'O Y IOCTOBEPEHUA



0.JIATA  TIEPBUUHOM  PETMCTPALMM  (MOATBEPKAEHMSA. " BETUCTPAL
[NEPEPETICTPALIMN) ' PECITYBJIMKH BEJIAPYChb

i N WER.
ITpukas MuHMCTEPCTBA 3PABOOXPAHEHUSA
Pecrry6rkn Benapycs I

10. TATA IIEPECMOTPA TEKCTA



