COOTBETCTBYET 3KCINEPTHOMY OTHETY
or 28.10.2022 N= 25379
(NOCNEAOBATENBHOCTDL 0001)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

®ypanonus, 50 Mr, TabIETKH.

®dypanonus, 100 mr, TabeTKu.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JeiicTBytollee BelecTBO: HUTPO(ypaHTOMHA MOHOTUAPAT.

Dvypagonnn, 50 mr, TabiaeTkn

Kaxnas Ttabmetka comepxkut 53,50 mMr HUTpodypaHTOMHA MOHOTHIpATa B MEpecueTe Ha
Hutpodypantoun 50,00 mr.

Dypamonnn, 100 Mr, TabIeTKH

Kaxnas Tabnerka 100 mr conepxkut 107,00 mr HUTpOopypaHTOMHA MOHOTHIpATA B TIepecUeTe Ha
HutpodypanTous 100,00 mr.

ITonHbI MNEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TaOeTku.
Kpyriibie MI0CKOIMIUHIPHYECKIE TaOJIIETKU KEITOrO WIIH JKEJITOTO C 3€JICHOBATHIM OTTEHKOM

1IBETA, C PUCKOM U ¢ackou. Jlormyckaercs gerkas MpaMOPHOCTb.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Ipenapar @ypagoHUH NPUMEHSETCS Y B3POCIBIX U JIETEH cTapiie 6 JEeT Mo MOKa3aHUsIM:
OakTepuaabHble HWH(MEKIMH MOYEBBIBOASIIUX TyTeH, BBI3BAHHBIE UYBCTBUTEIBHBIMH K
HUTPO(YpPaHTOMHY MHUKPOOpPIaHU3MaMH: OCTpble HEOCIOKHEHHblE WH(EKIUHN, TsHKeIble
OCJIO’)KHEHHBIE peUANBUPYIOIINE MHPEKINH, TPOoPUIAKTHKA HH(EKIINA MOYEBBIBOSIILIUX ITyTEH,
B TOM 4MHCJIE, NPU HEOCIOKHEHHBIX XPOHMYECKHUX 3a00JIEBaHMSIX M MPH YPOJIOTMUECKUX

onecpanuiax Ui OGCJ'ICJIOBaHI/II/I (L[I/ICTOCKOHI/IH, KaTeTCpulanurs MOYCBBIBOIAIINX HyTCﬁ u T.H.).

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuMm no3upoBanus

Bspocnvie

Ilpu _ocmpeix neocnoxcnennvix ungexyuax moyesvigooawux nymeti — 100 mr (2 tabnerku
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o 50 mr uiu 1 Tabnetka 100 Mr) 2 pas3a B icHb B TeUCHUE 7 THEH.
CuMnTOMBI 60JIE3HH MOTYT UCUE3HYTh MPEX/E, YEM HACTYMUT U3JICUeHHE OT MH(EKIHHU, U TPU
MPEKPALCHUH PUMEHEHHSI JIEKAPCTBEHHOT'O CPEJICTBA OOJIE3HB MOXKET 0OOCTPHUTHCS CHOBA.

Llpu masicenvix ocnodchennwvix peyuousupyrowux ungexyusax — 100 mr (2 Tabnetku mo 50 Mr umu

1 Tabnerka 100 mr) 3-4 pa3a B neHb B TeueHue 7 aHel. [Ipu mosBIEHUH TONTHOTHI HEOOXOIUMO
CHU3UTH /103y WIH NPEKPATUTH MIPUEM.

HDOGbMﬂaKmMKCl MHd)EKI/{I/lIz MOH€6bl600}lwux nymeﬁ, 6 mom uucie npu HeEOCIOMHCHEHHbIX

XPOHUYECKUX 3a001e8aHUIX U npu ypoaocudecKux onepayuAix uiu obcredosanuu (L{MCI’I’ZOCKOI’IM}I,

kamemepusayus mouesvigoosuwux nymeu u m.n.) — 100 mr (2 tabnetkm mo 50 mr wim

1 Tabnetka 100 Mr) Ha HOYb.
eTu
Jlemsam cmapwe 12 nem
Pexum noszupoBanus st nereit ot 12 go 18 ner He oTaM4YaeTcss OT pekUMa JO3UPOBAHUS IS
B3pOCIIBIX.
Hemsam 6-12 nem (macca mena d6onee 235 ke)

Llpu ocmpolx HeoCn0MHCHEHHBIX UHDEKYUSIX MOUEBbIBOOAUUX NYyMell — 3 MT/KT/IeHb, pa3AcIICHHbBIC

Ha 3-4 npuema. Kypc nedyenus 7 qHei.
Jemsam ¢ maccoii mena menee 25 ke IpuUMEHEHHUE MperiapaTa He PeKOMEHIYETCsl U3-3a OOJIbIIOMN
JI03BI ICHCTBYIOIIETO BEIICCTBA B OJHOM TaOJIeTKe.

Cnoco6 IIPUMCHCHUA

BHYTpB, BO BpCMsI €/1bl, 3allBast OOJIBIIIMM KOJUYECTBOM BOJBbI.

4.3. IIpoTuBONOKa3aHUS

TUIEPUYBCTBUTENBHOCTD K HUTPO(ypaHTOMHY, MPOU3BOIHBIM HUTPO(ypaHa H/UITH K JIIOOOMY U3

BCIIOMOTATENFHBIX BEIIECTB, IEPEUNCIICHHBIX B pa3zaene 6.1,
XpOHUYECKasl MovYeyHasi HeIoCcTaToYHOCTh (kiupeHc kpeatnHuHa (KK) < 60 mu/mun);
OJIUTYPHS;

aHypHs;

xpoHuueckas cepaeunas HenoctatouHocTs (XCH) II-1II creneny;
UPPO3 NIEUYEHHU;

XPOHUYECKHH I'enaTur;

JNeQUIUT TITI0K030-6-(hocharaeruaporenassr;

ocTpas noppupus;

¢$bubpo3 JIeTKUX;

OEpEeMEHHOCTD;
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NepUO TPYAHOTO BCKApMIIMBAHUS;
HEBPUT WUJIU MOJIMHEHPOaTHUs;

JIETCKUIA BO3pacT 10 6 JieT.

4.4. OcoOble yka3aHHus 1 MePbI NPeI0CTOPOKHOCTH MPH MPUMeHEeHUH

C 0CTOPOKHOCTBIO

[Tpu caxapHoM nuabere, aHEMHUHU, HAPYIIEHUH IEKTPOIUTHOTO OanaHca, eGUuInUTe BUTAMHUHOB
rpynmsl B, HeocTaTrouHOCTH (QYHKIIMY TTEYeHH, 3a00JI€BaHUSIX JIETKUX, CKJIOHHOCTH K Pa3BUTHIO
nepudeprudecKux HelponaTtuii (3y pyK, HOT, OHEMEHHE).

Oco0ble yKazaHus

Yacrora moO0uHBIX 3((PEKTOB CO CTOPOHBI KETYAOYHO-KUIIEYHOTO TPAKTa YMEHBIIAETCS MPH
npreMe npernapara ¢ MUuiield 1 OOJIBIINM KOJTUYIECTBOM JKUIKOCTH.

OCTOpOXXHOCTh ~ ClleyeT coONMojgaTh IpH  aHEeMHM, CcaxapHoM jauabere, HapylIeHUU
3JIEKTPOJIMTHOrO OanaHca, AeuuuTe BUTAMUHOB Ipymnibl B u ¢ponueBoit KMCI0Thl, 3a001€BaHUSAX
JIETKAX, HEJOCTATOYHOCTH (YHKIUHM TICUYCHH, a TaKKe IPH CKIOHHOCTH K Pa3BUTHIO
nepuepuyecKux HelponaTuii (3y pyK UM HOT, OHEMEHHE).

[Tpuem npenapara A0KeH ObITh MPEKPALEH TPU HAJIMYUU MEPBBIX IPU3HAKOB Nepudepuyeckon
HelpornaTuy (BO3HUKHOBEHHE NApECTe3Hii), TaK KaK pa3BUTHE JAHHOTO OCIOXKHEHUS MOXKET OBbITh
OTIaCHBIM JIJISI )KU3HHU.

[Tpu nosiBNEHNH NEPBBIX peaKUUi MOBBIIICHHON YyBCTBUTEILHOCTH JIETKUX, PA3BUTHH T'€IIaTUTA,
HapyLIEHUSIX CO CTOPOHBl KpOBM IIpHUEM IIpernapara cileayeT IpeKpaTUTb U MPUHATh
COOTBETCTBYIOIIIUE MEPHI.

[Ipr TPOAOIKUTETHHOM JICUEHUH CJEeIyeT KOHTPOJIHPOBATh (YHKIHUU JIETKHUX, OCOOEHHO
MOKUJIBIM MAIIMEHTaM, Y KOTOPBIX BO3MOYKHO yXy/IeHne QyHKIMH JeTkux (cM. paznen 4.8). [lpu
HPOJIOJKUATEIBHOM JICYCHHH CIIEIyeT KOHTPOIUPOBATh PyHKIMH reueHu (M. paszensl 4.3 u 4.8).
Ecmn KK <60 mi/MuH, TepameBTHYECKash KOHLEHTpalus HUTPOPypaHTOMHA B MOYe He
JOCTUTAETCS, BO3MOXKHA KyMYJSIIUS ~JIEHCTBYIOIIETO BEIIECTBA H TIOBBIMICHHBIH PHUCK
TOKCUYHOCTH (CM. pazzen 4.3).

[Tpuem nmpenapara 10HKEH ObITh MPEKPAIEH P MPOSBICHUH IPU3HAKOB FeMOJIN3a y MallUeHTOB
C TIOJI03pEHHEM Ha HEJOCTAaTOYHOCTh TII0K030-6-pochataerunporenassl. Hutpodypanronn
MOJKET OKpaIlliBaTh MOUY B JKENTHIA WM KOPUYHEBHIA 1BeT. HUTpodypaHTOMH He ciemyer
NPUMEHSTH JUIS JieueHus 3a00JIeBaHMT KOPKOBOTO BEIIECTBA IMOYEK, THOMHOTO TapaHedpura,
npocratuta. He crnemyer mnpuHMMaTh mpenapar s JeueHHs MueloHeppuTa, KOTOPBIN
COIIPOBOJKIAETCS BOCIAJIEHUEM IMAapEHXMMATO3HON TKaHW WM MEPUPEHAIbHBIM BOCIAJICHHUEM.

HutpodypanTtoun He cienyer NpUMEHATh B KOMOMHAIMM C IpenaparaMi, BbI3bIBAIOLUIMMH
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HapyleHHs QyHKIMH OYEeK.

Jleuenne HUTPODYPAHTOMHOM MOKET IPUBECTH K MOSIBIICHUIO YCTOWYMBBIX MUKPOOPTaHU3MOB. Y
NAIMEeHTOB, TOJYYalOUIMX HUTPOQYPAHTOMH, MOTYT HAOIIOAATHCSA JIOKHOIOJIOKUTEIILHBIC
peaKuuy MpHU ONPEAEICHUH TIF0KO3bI B MOYE.

Bo BpeEMs JICUCHUA HEJIB3A yr[OTpe6J'I$ITb AJIKOI'OJIbHBIC HAIIUTKH.

4.5. BzaumojeiictTBue ¢ JPYrHMH JIeKAPCTBEHHbIMM IIpenaparaMd M JApyrue BHIbI
B3aHMOJAEHCTBUSA

AHTaIUIBI 1 a7COPOEHTHI CHIKAIOT BCACHIBAHUE HUTPO(YpPaHTONHA.

OnHOBpeMeHHOE MPUMEHEHHE HUTPO(PYPAHTOMHA M IIPEMapaToB IPYMITbl XWHOMOHA (HAIMIMKCOBAs
KUCJIOTA, (PTOPXUHONIOHBI) MPUBOIUT K YMEHBILICHHIO aHTUOAKTEPUATIBHOTO JISUCTBHS TTOCIICTHHX.
CperncrBa, ciocoOCTBYIOLIHE BHIBEAECHUIO MOUEBOM KUCIIOTHI (TIPOOEHEL T ¥ CYIb(UHINPA30H ), MOI'YT
MHIMOMPOBATh CEKPELMI0 IOYEYHBIMU KAHAIbIIAMM, ITPU 3TOM CHIKACTCSl KOHLICHTpalus
HUTPO(YPAHTOMHA B MOYE (YMEHBIIIAETCS aHTUOAKTEpUATbHBIN AP (EKT) 1 OBBIIIAeTCS] KOHIICHTPALHS
B KpOBU (YBEJIMUMBAETCS TOKCUYHOCTB ).

AnTtnbakTepuanbHOe JeHCTBUE HUTPOQYPAaHTOMHA CHIDKAeTCs B LIENOYHOW cpene, MO3TOMY He
PEKOMEH/IYIOT COYeTaTh HUTPOPYpPAHTOMH C Mpernaparamu, nopbiiaromumu pH moun (Hatpus

THIPOKapOOHaT).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JIAKTALUS

bepemeHHOCTD

[Tpemapat B mepuo,1 6epeMEeHHOCTH TPOTUBOIIOKA3aH.

JlakTanus

[Tpy HEOOXOaUMOCTH MPUMEHEHHS Mpernapara B MEPUOJ JAKTAIlMH TPYJHOE BCKapMIIMBAHHE

HE00XO0/IUMO MPEKPATHUTb.

4.7. BiusiHue Ha CrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMH M paborarhb ¢
MeXaHUu3MaMH

B nepuon neueHust HEOOXOAUMO COOJIIOATh OCTOPOXKHOCTD MPH YIPABIEHUU TPAHCIIOPTHBIMU
CPEICTBAMU U 3aHATHH JPYTUMHU MOTEHIIHAIBHO OMACHBIMU BUJIAMU €S TEIbHOCTH, TPEOYIOLTUMU
MOBBIIICHHOW KOHIEHTPAllMd BHUMAHUS U OBICTPOTHI NCUXOMOTOPHBIX pPEaKLUH, B CBSI3U C

n000YHBIMH 3(h(hEeKTaMHU CO CTOPOHBI HEPBHOM CUCTEMBI.
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4.8. HexxenaTesbHbIE peaKIIUU

Pe3roMe HexkeIaTenbHbIX peakIui

UactoTa  BO3HHKHOBCHHSI  HEXKEJATENbHBIX  PEAKIUH, OTMEYCHHBIX TpH  MPHEME
HuTpoypaHTOMHA, TMPHBEACHA B  CleAylomedl rpagaumm: ouens uacmo  (>1/10);
yacmo (>1/100, no <1/10); neuacmo (>1/1000, Ho <1/100); peoxo (>1/10000, Ho <1/1000); ouens
peoko (<1/10000); uacmoma neuzéecmna (He MOXKET OBITH OIICHEHA HAa OCHOBE HMMEIOIIMXCS
JTAaHHBIX ).

HUnpexyuu u uneasuu

Yacmoma neuzéecmua: TICEBJOMEMOPAHO3HBIH KOJIUT, CYHEPUH(PEKIUS MOYEIIOIOBOTO TPAaKTa,
vare BeI3biBaeMast Pseudomonas aeruginosa niu Candida spp..

Hapywenus co cmoponul Kpogu u iumg@amuyeckou cucmembl

Peoxo: MeranobnacTuueckas aHeMUsl, JICHKOIICHHUs, TPaHYJIOMUTONCHHS WM arpaHyJoluTO3,
TPOMOOIUTOIICHHUS, TeMOJIUTHYCCKAS aHeMUs y MAIMCHTOB c NePUIUTOM
TIII0K030-6-pocharaeruaporenass.

Hapywenus co cmopoHbl uMMYHHOU CUCHeMbL

Ouenb pedko. BOITYaHOYHOIIOJOOHBIH CHHJIPOM (CHINb, 203MHOPMINS, JTUXOPAJKa, apTPaITHs),
IpU STOM B CHIBOPOTKE KpPOBH HAONIONAeTCs YBEJIMUYEHHE JBYX M OoJiee TapameTpoB —
AHTUHYKJICAPHBIC aHTUTENIA, aHTUTENA K TJIaJKOW MYCKyJIaType WM K 0a3anbHOi MeMmOpaHe
KITyOOuKOB 1 peakius KymOca;

Yacmoma Heu38ecmHa: aHTUOHEBPOTUYECKUH OTEK, aHAa(WIAKCHS, ayTOUMMYHHBIC PEaKIIHH,
CBSI3aHHBIE C XPOHUYECKUMH U3MEHEHUSIMU B JIETKUX WUJIH MTEYSHHU.

Hapywenus co cmopoHbl HepsHOlL cucmembl

Yacmo. rojioBHas 00JIb;

Peoxo: noBblIlIeHNE BHYTPUUEPETHOTO JABICHNUS,

Yacmoma HeuzéecmHa: TONOBOKPYXXEHHE, aCTEHUS, HHCTarM, COHJIMBOCTh; Hepudepudeckas
MoJIMHEHponaTs (BKJIOUast HEBPHUT 3pPUTEIIBHOTO HEPBA), TEPBBIC CUMIITOMBI KOTOPOH — 9yBCTBO
OHEMEHHUS U MOKECHUS B HOTaX, MBIIICYHAS CI1a00CTh.

Hapywenusi co cmopoHbl 0bixamenbHol cucmemsvl, Opeanos 2pyOHOU KIEMKU U CPe0OCmeHUs.
OueHnv pedxo: OCTpble M XPOHWYECKUE PEAKIMU TMOBBINICHHOW YYBCTBUTEIHHOCTH JIETKUX,
XapaKTEePU3YIOUTUECS INXOPAIKON, 203MHODHIINEH, KauieM, 00610 B TPYAHOM KIIETKE, OJBIIIKON
(«HUTPOGYPAaHTOMHOBAS  ITHEBMOHHUS»), WHTEPCTUIMAIBHBIE  W3MEHCHHS B  JICTKHX,
OpOHXOOOCTPYKTUBHBIN CHUHAPOM, IJeBpUT. JlerouHslii WHOUIBTPAT WM YIUIOTHEHHE U
TUIEBPAIbHBIA BBIMOT MOTYT TMOSBUTHCS B TEUEHHE HECKOJIBKMX YacOB WM JHEW OT Hadyaa
Teparuu; Mocie MpeKpaIleHns IpreMa perapara OoHl 00bIYHO paccachiBaroTces. [logocTphie wim

OCTpBIE€ JIETOYHbIE CHMIITOMBI, B TOM 4Hcie (UOpO3 JIETKUX, MOTYT HE3aMETHO Pa3BUTHCA Y
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MAIMEHTOB MPHU MPOAOKUTEIBHON Tepanuu; GuOpo3 MOKET ObITH HEOOPATUMBIM, OCOOCHHO €CITH
Tepanust Mpo10JXKajlach OCIE MOSABIEHUS CUMITOMOB (CM. paszen 4.3).

Kenyoouno-kuuieunvie napyueHus

Yacmo: TOIIHOTA, PBOTA, OTCYTCTBUE AMMETUTA;

Peoxo: nuapes, 6011b B )KUBOTE, TAHKPEATHUT, BOCIIAJICHUE CIFOHHBIX XKeJle3.

Hapywenus co cmoponvl neuenu u scenuesvi800auux nymei

Peoxo: rematut, XonectaTudeckas >KeNATyXa (IO30HE3aBUCHMbBI M MPOXOAAT IOCIIE OTMEHBI
npenapara).

Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHell

Yacmo: anneprudeckue peakuu (KOKHbIE BBICBHIIIAHUS, KPAIMBHULIA, 3Y/1);

Ouenb pedxo: SKCPOIMATUBHBIN IEPMATUT, TOTUMOpP(]HAs spuTeMa.

Hapywenus co cmopoHuvl mbiuieyHotl, ckeiemHoll U cOeOUHUMenNbHo MKAHU

Peoxo: 601b B cycTaBax.

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOJTOYHbIX JCele3

Ouenb pedxo: MPOXOAdIlee HAPYIIEHNE ClIepMaTOTreHe3a.

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHuUs

Peoko: oOpaTumoe BbINTaICHUE BOJIOC.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TMOA03pEeBACMBIX HEXKENATSNbHBIX PEAKIHAX IIOCIEe PETUCTPAINH
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecrnedyeHrs HeMPepbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coo0miaTe 0 JIOOBIX MOJ03PEBAEMBIX HEKEIATEIBHBIX PEaKIUIX JIEKAPCTBEHHOTO Iperapara
Yyepe3 HAIMOHAJIBHBIE CHCTEMBI COOOMICHUSI O HEXENATeNbHBIX PEaKIUAX TOCYJapCTB — YICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

109012, r. MockBa, CrnaBstHCKas TUIOIIA b, 1. 4, CTp. 1

®denepanpHas ciayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

Tenedounsr: +7 (495) 698-45-38, +7 (499) 578-02-30

®akc: +7 (495) 698-15-73

E-mail: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka
CumMnTOMBI

PBota, TomHoTa, rojoBHast 00JIb, TOJIOBOKPYKEHHE.
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JleueHne
HpI/IeM GOHBIHOFO KOJIN4YECTBA KUIKOCTHU HpI/IBOI[I/IT K ITOBBINICHUIKO BBIBCICHUS npenapaTa C

MOYOH. DPPEKTUBEH THATH3.

5. DPAPMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA
dapmakoTepaneBTUUYECKass TPYINa: aHTHOAKTEPHAIBbHBIC CPEACTBA CHUCTEMHOTO JICHCTBUS,
JIpyTrHe aHTHOAKTepUaIbHBIE CPEACTBA; MPOU3BOIHBIE HUTPOdypaHa.

Kon ATX: JO1XEO1

MexanusM aeiictus U hapMakoauHaMuueckue dhheKThI

[TpoTuBOMUKPOOHOE CPECTBO U3 TPYIIBI HUTPO(YPaHOB, MpeJHA3HAYCHHOE, ITPEKIE BCETO, AJIs
nedeHust MHPEKIUH MOYeBBIBOMAIMX ImyTed. HuTpodypanTomH Hapymaer CHHTE3 OEJIKOB B
OaKkTepusIXx M TNPOHUIAEMOCTh KJIETOYHOW MemOpanel. B Mambpix go3ax  oOmamaer
0aKTepHOCTAaTUYECKUM JCHCTBUEM, B OONBIINX — OaKTEPULMIHBIM. DPPEKTUBEH B OTHOILECHUH
IpaMIIOJIOKHUTEIBHBIX K IPaMOTPHIIATEILHBIX OakTepuii (Staphylococcus spp., Streptococcus spp.,
Shigella dysenteriae, Shigella flexneri, Shigella boydii, Shigella sonnei, Escherichia coli, Proteus
spp.). YcroituuBel k HuTpodypanTOoMHy: Pseudomonas aeruginosa, Pseudomonas cepacia,
Providencia spp., Acinetobacter spp..

HutpodypanTouH He HCHONB3YIOT MPH HMHQPEKIUSX MOYEBBIBOMSIIMX IYTEH, BBI3BAaHHBIX

T'OHOKOKKaMMH, XJIaMHUJIUAMH, MUKOILJIa3MaMMH.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

Abcopbrus

AGcopbuust u3 xenynouno-kumeyHoro tpakta (KKT) — xopomras. buogoctynmnocts — 50 %
(nuia yBenuyuBaeT OMoJ0CTYHOCTh). CKOPOCTh BCachIBaHUS 3aBUCUT OT pPa3MEPOB KPHUCTAIIIOB.

Pacnpenenenne

Cas13b ¢ 6enkamu mia3mbl kpoBu — 60 %. IIpoHukaer yepe3 mianeHTy, reMaTo3HLehaIndeckui
6apnep (I'OB), B rpy1HOE MOJIOKO.

buorpancdopmarms

MeTtabonm3upyercs B IEYCHH W MBIIICYHON TKAHU.

DJIMMHUHALNS

[Mepuon monysbiBeaenus (Ti2) — 20-25 mun. BriBoauTcs momHocThio moukamu (30-50 % — B
HEU3MEHEHHOM BUJIE).

O} PeKkTUBHYIO TEpaNeBTUYCCKYO KOHIICHTPAIUIO IpernapaT JAOCTUTAeT B MOYCBBIBOISIINAX

MMyTidX, a HC B KPOBU U TKaHAX.

Crpanwuna 7 u3 9



COOTBETCTBYET 3KCINEPTHOMY OTHETY
or 28.10.2022 N= 25379
(NOCNEAOBATENBHOCTDL 0001)

IToueunast HeJOCTATOYHOCTE

VY manueHToB ¢ HapyHmIeHUAMH (DYHKIMM TOYEK KOHLEHTpAIMs HUTPO(ypaHTOMHA B IUIa3Me
kpoBu u Ti12 yBenmuuBatotcs. Ecniu KK menee 60 mu/mMuH, TepamneBTHYecKas KOHIICHTPALIUS
HUTPO(YpaHTOMHA B MOUYE€ HE JAOCTUraeTcs, BO3MOXKHA KyMYJSILUs ACHCTBYIOLIETO BELIECTBA U
HOBBIIIEHHBIN PUCK TOKCHUHOCTH. HUTpodypaHTOUH NposiBiIseT 00bIIYI0 aKTUBHOCTh B KMCIION

moue. Ecnu pH mMoun Beime 8, To npemnapar TepsieT 0aKTepULIUIHYIO aKTUBHOCTb.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

. Kpaxman kykypy3HbIi
° KpemHuust 1MoKcu1 KOJTTOMAHBII
° Kanbsuus creapar

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpoOK XpaHeHus )

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

XpaHUTh B 3aIIUIIIEHHOM OT CBETa MECTE MPHU TeMIiepaType He Bbimie 25 °C.

6.5. XapakTep u cofep:kaHue NePBUYHOH YNIAKOBKH

I[To 10, 30 wmm 50 TabmeTok B KOHTYPHYIO SYEMKOBYIO VYIAaKOBKY U3 IUICHKH
HNOJUBUHUIXJIOPUIHON, JHOO TIJIEHKH MNOJIMBUHUWIXJIOPUIHON/TOIMBUHIWINACHXIOPUIHON U
(boJIbru aMIOMHUHNEBOM MEYaTHON JTAKUPOBAHHOM.

I[To 10, 30 wmmu 50 TabmeTok B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY M3 Marepuana
KOMOMHHUPOBAaHHOTO Ha OCHOBE (hOJIbIU (TPEXCIOWHBIN MaTepHuall, BKIIOYAIOUINNA alTlOMUHHEBYIO
(bomnbry, IEHKY U3 OPUEHTUPOBAHHOIO MOJIMAMH/IA, TOJUBUHIIXJIOPUIHYIO TUIEHKY) U (OIbru

AJTIOMUHHUEBOM NTEYaTHOM JTaKUPOBAHHOM.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXXKEHUH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 mpenapara WJH OTXO0JA0B, TMOJYYeHHBIX TMOCJe NPUMEHEHUs:
JIEKAPCTBEHHOT0 MpenapaTa u JIpyrue MaAaHUMYJISIIIAN C PenapaToM

Het ocoObix TpeOoBaHMi K yTHIH3AIIH.
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7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHU S
Poccuiickas @enepanus
000 «ATomn»
445351, Camapckas o0:1., r. XKurynesck, yiu. ['mapoctpourenei, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpencraBuTtenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[IpeTeH3un HOTDG6HTCJ'I€I>1 HaIrpaBJIATh IO aAPECy.

Poccuiickas ®@enepanus

000 «O308»

445351, Camapckas 0011, T.0. XKurynesck, r. XKurynesck, yi. ['mapoctpoureneit, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA

9. IATA MNEPBUYHOH PETUCTPALIUU (IOATBEPKIEHUSA
PETUCTPALIMMU, HIEPEPETUCTPALIUN)

JlaTa niepBoi perucTpanyu:

10. JATA IEPECMOTPA TEKCTA

OOmast ~ xapakTepHCTUKa  JIEKapCTBEHHOro  rmpemapara  @DypaJoOHMH  JOCTyIHa  Ha
UH(POPMALIMOHHOM ropraie EBpasuiickoro 9KOHOMHUYECKOTO COI03a B

uH(pOpPMaIIMOHHO-KOMMYHHUKAIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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