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MWUHUCTEPCTBOM 3[1PABOOXPAHEHNA

PECIYBJIMKW BEJTAPYCb

e T OBIHAST XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEIMTAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Hanresun, 275 mr, Ta0neTKH, MOKPBITHIE MIICHOYHOU 000I0UKOMA

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JlelicTByroIIEE BEMIECTBO: HAIIPOKCEH.
Kaxxnas Tabnerka coneput 275 MIr HAIPOKCEHa HaTpusl.

BemiecTBa, HamuMe KOTOPBIX HAZ0 YUUTHIBATH B COCTaBE JIGKAPCTBEHHOTO MpenapaTa: HaTpui (CM.
paznen 4.4.).

ITonupIit NEPCUCHb BCIIOMOTaTCIIbHBIX BCIICCTB IPUBCACH B pa3JCiIic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ta0neTku, HOKPBIThIE TNIEHOYHON 000I0YKOM.

OBajbHbIC ABOSIKOBBIITYKJIBIC Ta6HeTKI/I, IMOKPBITLIC IJICHOYHOM 000JI0YKOM FOJIy6OI‘O OBCTA.

4. KIMHNYECKHUE JAHHBIE
4.1. IloxkazaHusl K NPUMEHEHHUIO

HpenapaT IOKa3aH K MPUMCHCHUIO Y B3POCIIbIX U ITOAPOCTKOB B BO3PACTEC OT 15 ner.

¢ 3a0oyieBaHUs ONOPHO-ABUIaTEIbHOIO anmnapara (peBMaTHUECKOE MOPaXKEHUE MATKUX TKaHeH,
0CTE0apTpo3 NepUPepuIecKuX CyCTaBOB M MMO3BOHOYHHKA, B TOM YHUCIIE C PaJUKYISIPHBIM
CHUHJPOMOM, T€HJOBAarMHUT, OYpCHUT).

e boneBoit cuHIpOM c€1aboi WM YMEPEHHON CTENEeHU BBIPAXKEHHOCTU: HEBPAJITHUs, OCCANTHS,
MUQITHs, JIOMOOUIINAITHS, MOCTTpaBMaTHUeCKuil 0o0yieBOM CHHAPOM (pacTsKEHUs |
yIIMOBI), CONIPOBOXKAAIOLINICSA BOCIIAIEHUEM, TOJIOBHAs 00J1b, MUTPEHB, aJbIOJIMCMEHOpES,
3yOHast 00JIb.

¢ B cocraBe KOMIUIEKCHOM Tepanuu MH(EKINOHHO-BOCTIAIUTEIBHBIX 3a00I€BaHUH yXa, Tropia,
HOCa C BBIPAXXEHHBIM 00JIEBBIM CUHAPOMOM ((hapUHTHUT, TOH3UIIIUT, OTHUT).

o JIuxopasouHbIi CHHIIPOM MPH «IPOCTYIHBIX» U HH(PEKIHMOHHBIX 3a00JIeBaHUIX.

HpenapaT Hanre3un MNPUMCHACTCA JIA CUMITOMAaTUYECKON TCpalnun (I[J'IH YMCHBUICHUA 6OJ'II/I,
BOCIIAJICHUS U CHIDKCHMS MHOBBIIICHHOM TEMIICPATYPbL TeJ'Ia) U Ha ONporpeCCUpOBaHUC OCHOBHOI'O
3a00JIeBaHUS HE BIIUSCT.

4.2. PeskxuM 103MPOBaHUS U CNIOCO0 MPUMEHEHUs!

PexxuMm go3upoBaHus

Bspocavie
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0 703a, MpUMeHsieMasl JUIsl 00JIerdCHUS OOJN, COCTABIBIET 2—3 TaOeTRE (550—

825 mr). MakcuManbHas cyrouHas qo3a — 3 tabnetku (825 mr). JImUTensHOCTh MIPUMEHEHHS — HE
Oonee 5 nHeN.

[Ipu npumenenun npenapara HanresuH B kauecTBe >KapONOHMKAIOLIETO CPEICTBA HA4YaJIbHAS 7032
cocTaBisieT 2 TabneTku, Aanee npuHuMmaetcs mo 1 Tabnetke (275 Mr) Kakasie 8§ 4acos.

Jlist mpeAynpeskaeHus 1 JeUeHHsI IPUCTYIIOB MUTPEHH HavajibHas PEKOMEHIyeMasi 103a COCTaBIIsIeT
2 tabnetku (550 mr), npu HEOOXOAMMOCTH MOXKHO MpUHUMATh 1o 1 Tabnerke (275 Mr) Kax/sle 8—
12 yacoB. MakcumanbHasi CyTo4Has 03a — 3 Tabnetku (825 mr).

s oGnerdeHusi MEHCTPYyallbHbIX Oo0jei W crma3moB, Oosield Mocie BBEIEHUS BHYTPUMATOYHBIX
cnupaneii (BMC) u npyrux ruHEKOJIOrHYecKux Ooliel peKOMEHAyeTcs Ha3HaueHue mpernapara B
HavyalbHOUM 103e, cocTaBisiromel 2 tabnerku (550 mr), mamnee mo 1 tabmerke (275 mMr) Kaxible
8 yacos.

Oco0nbIe T'PYIILI MIAIIMCHTOB

Jluya noscunoco 6o3pacma (=65 nem)

[Tanuentam crapmie 65 neT cieayeT MPUHUMAThH MpernapaT Mo Mepe HEOOXOTUMOCTU KaXKIble
12 yacos.

JUIs CHWKEHUS pUCKA Pa3BUTHUs HEXKEIATEJbHBIX PEAKLUUN CO CTOPOHBI KEIYJOYHO-KHILIEYHOIO
tpakra (JKKT) mpenmapar crieayer mpuHUMAaTh B MUHUMaJIbHOW 3(PPEKTUBHOM 03¢ MUHUMAJILHO
BO3MOXXHBIM KOPOTKHUM KypCOM.

Ecnu y manyenTa co3faercs BlieyaTyieHHe, 4To 3 QeKT npenapaTa OueHb CHIIbHBINA WIIH C1a0bId, eMy
ClIeZyeT COOOIUTH 00 ITOM JieHaleMy Bpauy Wik paOOTHUKY allTeKH.

eTu
Iloopocmxku 6 6o3pacme om 15 nem
PexxuM 103MpOBaHuUs aHAJIOTMYEH PEKUMY TO3UPOBAHMS JUI B3POCTIBIX.
Jlemu u noopocmku 6 8ospacme 0o 15 n1em
IIpenapat Hanre3un npoTuBonokasaH A IPUMEHEHUs y JeTel U OAPOCTKOB B Bo3pacTe 10 15 jer.

Cnoco0 nnpuMeHeHus

Baytps. TabneTku cnenyeT NpUHUMATH C TOCTATOYHBIM KOJTHYECTBOM BOJIBI.
4.3. [IporuBONIOKA3aHUA

e [UNepuyyBCTBUTENBHOCTh K HANPOKCEHY WM K JHOOOMY M3 BCIOMOTaTENIbHBIX BEIIECTB,
IIEPEUNCIIEHHBIX B pa3zeie 6.1.

e [lonHOE WM HEMOJHOE coueTaHHe OPOHXHUAIBLHON aCTMBbI, PELUANBUPYIOIIETO MOJIUII03a HOCa
WIM OKOJIOHOCOBBIX Ta3yX M HENEPEeHOCHMOCTH alETHJICATUIMIOBOM KHCIOTHI M APYrHX
HECTEPOUAHBIX NPOTUBOBOCTIANUTENBHBIX npenapatoB (HIIBII) (B Tom uncie B anamHese).

e [lepuoa mociue NpoBeJeHNUs AOPTOKOPOHAPHOT'O IIYHTUPOBAHMUSL.

e DpO3UBHO-5A3BEHHBIE M3MEHEHUS CIU3UCTON Kelyaka WIM JBEHAIUATUIIEPCTHOW KHILKH,
aKTHUBHOE JKEJTY/I0YHO-KHUILIEYHOE KPOBOTEUEHHE.

e BocnanurensHble 3a007€BaHUs KUIIEYHHKA (Hecneun(UUeCKUil sS3BEHHBIH KOJIUT, 0OJIE3Hb
Kpona) B (haze obocTpenus.

e ['emounus u Apyrue HapyleHUs CBEPTHIBAEMOCTH KPOBU U HAPYIIEHUS FeMOCTa3a.

¢ IlepeOpoBacKkyasipHOE KPOBOTEUEHHUE UM HHBIE KPOBOTEUCHHUSI.
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¢ BrIpakeHHas NeYeHOYHAst HEAOCTATOUHOCTh MM AKTUBHOE 3a00JIeBaHUE TICUCHH.

e BripaxkeHHas noudeyHas HefocTaTouHocTh (kinupeHc kpeatuHuHa (KK) menee 30 miu/mun),
Iporpeccupyromnye 3a601eBanus Mo4YeK, NOATBEPKACHHAs TUIepKATUEMUs.

bepemeHHOCTB, IEpHOA IPYTHOTO BCKapMIUBaHus (cM. paszen 4.6.).

Jletn 1 NOJIPOCTKU B BO3pacTe 10 15 ner.

4.4. OcoOble yKka3aHus ¥ MepBbI PeJ0CTOPOKHOCTH NPH IPUMEHEeHUH

HpenapaT CJICAYCT Ha3HAYaThb C OCTOPOKHOCTBIO B CICAYIOIIUX CIIydasX:

WNmemuueckass OoJie3Hb cepila, lepeOpoBacKyJsipHble 3a00sieBaHUs, 3acTOiHasg ceplaedHas
HE/JOCTaTOYHOCTh,  JUCIUIUAEMUS/TUNICPIAUNIUICMHUs,  caxapHbld  auaber,  3aboseBaHuUsA
nepudepuyeckux apTrepuil, Kypenue, HapyumeHue ¢ynkauu noyexk (KK 30-60 mn/mun),
aHAMHECTMYECKHE JaHHble O pa3BUTHUM s3BeHHoro mnopaxenus JKKT, nHammuume wunHpexkuun
Helicobacter pylori, npuMeHeHNe y MAIMEHTOB MOXKUJIOTO BO3PACcTa, CUCTEMHAs KpacHasl BOITYaHKa
WM CMEILIaHHbIe 3a001eBaHMsI COSAMHUTENbHOM TKaHH (cunapoM Lllapna), AnmuTenbHoe npUMeHeHne
HIIBII, yactoe ymoTpebieHHe alKoroisi, TSKEJIble COMAaTHUYeCKUue 3a00JeBaHUs, COMYyTCTBYOILAs
Tepamnusi CIeIyoLUMMH HpernapaTaMHi: aHTUKOAryJsHThl (Hampumep, Bap(papuH), aHTHArperaHThl
(HampuMep, AaleTWICATMLIWIOBAS KHUCJIOTa, KIOMUIOTPEN), MepOopajbHbIE TIITIOKOKOPTHUKOUIBI
(HarpuMep, IPEHU30JI0H), CEIEKTUBHBIE HHTUOUTOPBI 0OPAaTHOTO 3aXBaTa CEPOTOHUHA (HAIpUMep,
LUTAJIONpaM, (IIyOKCEeTHH, HApOKCETHH, CEPTPAIINH).

He cnemyer mpeBblaTh 103bl, yKa3aHHbIE B HMHCTPYKUMM. [l CHM)KEHHS PHUCKA Pa3BUTHSA
HeXenaTenbHbIX peakiuil co croponsl KKT cienyer ncnoiab3oBaTh MUHUMAIbHYIO 3(PGEKTUBHYIO
7103y MUHUMAaJIbHO BO3MOKHBIM KOPOTKUM KYPCOM.

Ecnu 0onb 1 muxopaaka COXpaHSIOTCS WM CTAaHOBATCS CUJIbHEE, MAILMEHTY CIelyeT 0OpaTUThCs K
Bpauy.
[TarmenTam ¢ OpOHXUAIBHOW aCTMOM, C HApYIIEHUSIMUA CBEPTHIBAEMOCTH KPOBH, a TAK)Ke MallMeHTaM

C TUIICPYYBCTBUTCIBHOCTLIO K IPYT'YM aHAJIBI'CTUKAM IICPC/ IIPUCMOM IIpCIiapara Hanre3un cJieayer
IMPOKOHCYJIbTUPOBATHCA C Bpa4OM.

C OCTOpPOXKHOCTBIO ClieAyeT Ha3HauaTh MalMeHTaM C 3a00JieBaHMSMM I€UYEHHM M MOYEUHOU
HE/I0CTaTOYHOCThIO. Y MAalMEHTOB C MOYEYHOH HEI0CTaTOYHOCThIO HEOOXOJMMO KOHTPOJIMPOBATH
KK. IIpu KK menee 30 Mi/MMH HpUMEHSTh HAIpPOKCEH MPOTHBOINOKa3aHO. [Ipu XpoHHUYECKOM
QJIKOTOJIBHOM M Jpyrux (opmax LUppo3a IMEYEHW KOHIEHTpAlMs HECBSI3aHHOI'O HAlpOKCEHa
MOBBIIIIAETCS, TOITOMY TaKHM IMAIlMEHTaM PeKOMEHAYI0Tcs 0osee Hu3Kue 103bl. [locne 1Byx Henenb
NPUMEHEHHUS [Ipenapara HeoOX0 MM KOHTPOJIb IoKa3zaTeNel (pyHKIUM [TeYEHU.

HpenapaT Hanresun He CJICAYCT NPpUHUMATL BMECTC C APYIMMH HPOTUBOBOCHAIWUTCIBHBIMU U
60J'ICYTOJIHIOH_[I/IMI/I npenaparamu, 3a UCKIKOUCHUCM Ha3Ha4YCHUH Bpauia.

ITanpeHTaM IOXKUIOr0 BO3pPacCTa TaKK€ PEKOMCHAYIOTCA 0oJiee HU3KHUE JO3bI.

Cnez[yeT n3oeraTh InpruceMa HaIllpOKCCHAa B TCUCHUC 48 gacoB A0 XUPYPTHYCCKOro BMCIIATCILCTBA.
HpI/I HCO6XO,Z[I/IMOCTI/I OIIPECACIICHUA 17-KOpTI/IKOCTep0H,Z[OB npenapar cjacayeT OTMCHUTD 3a 48 gacoB
A0 HCCICIOBAaHU. AHamoruyHo HAIIPOKCCH MOXKCT OKa3blBATbh BJIMAHUC HaA OIPCACICHUC 5-
FHHpOKCHHHﬂOHYKCYCHOﬁ KHCJIOTBI B MOYC€.

[TpuMeHeHre HANpPOKCEeHa, KaK M JPYTHX MPEnaparoB, OJIOKHPYIOIMX CHHTE3 MPOCTArjaHInHOB,
MOKET BIHUATh Ha (EPTHIBHOCTH, MOITOMY HE PEKOMEHIYETCS J>KCHIIMHAM, IUIAHUPYIOIIMM
OepeMEHHOCTb.

Tsoxenble KOxHBIE HexenareabHble peakuuu (SCARS)

3
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A3BUTHUUN KUBHCYIpOKaAOIMUX WKW JICTAIBHBIX CIIYHdCB CHHAPOMd CTuBenca-

Jlxoncona (SJS), Tokcuueckoro snuaepManbHoro Hekpoausza (TEN) u nexkapcTBEHHOH peakiuu B
co4yeTaHuu ¢ 303uHOouIueil u cucteMubiMu cumntTomamu (DRESS-cunnpoma), accounupoBaHHbIX
¢ IpUMeHeHueM Ipenapara HanresuH B nmocrperucrpaunoHHOM nepuone. Ilpu nepsom nosiBiieHun
IIPU3HAKOB U CUMIITOMOB, YKa3bIBAIOIIUX HA OTU PEAKLUH, CIEAYET HEMEIJIEHHO OTMEHUTD IIperapar
Hanresun. Ecinu npu npumenenuu mnpenapara HanresuH y nanuMeHTa OTMEUYaaucCh CHHIPOM
CruseHca-/[’)kOHCOHA, TOKCUYECKUN AnuaepMalibHbli Hekpoau3 win DRESS-cunnpoMm, He cnenyer
BO300HOBIIATH JICUEHNE HAIPOKCEHOM M Ha3HAYaTh €ro B JalbHEHIIEM.

BcnomoratenbHbI€ BEIIECTBA

Hampuu

JIaHHBINM JIeKapCTBEHHBIN IpenapaTr COACPXKHUT 25 Mr HaTpus Ha 1 TabyeTKy, YTO SKBHMBAJIEHTHO
1,25 % ot pexomennyemoro BeemupHoi opranusanueil 3apaBooxpaneHus (BO3) mns B3pocioro
YeJI0BEKa MAKCUMAJILHOTO €KEAHEBHOIO MTOCTYIUIEHUS, PABHOIO 2 I' HATPUS.

4.5. BzaumozgeiicTBue ¢ JPYrHMH JIeKADCTBEHHBIMH IIpenapaTamMM M Jpyrue BHABI
B3aMMOAEHCTBUA

[Ipu neyeHnn aHTUKOATYJISIHTAMHU CIEAYET UMETh B BUJLY, YTO HAIIPOKCEH MOXKET YBEJIUYUBAThH BPEMS
KpoBoteueHus. He cnenyer npumMensaTs npenapat Hanre3nH OoqTHOBPEMEHHO € alleTWICAIULIMIOBOU
kucnotoi, apyrumu HIIBII, Bkitouas celeKTUBHBIE MHTMOMTOPHI LUKIOOKcHreHasbl-2 (L[OI-2)
(Bo3pacTtaHue pucKa pa3BUTHs MOOOYHBIX AP (dekToB). [To TaHHBIM KIMHHYECKOH (papMaKkoAUHAMUKA
OJTHOBPEMEHHOE MPUMEHEHHE HAMPOKCEHA M AaleTUJICATMIIUIOBON KUCIOThI Ooliee OJHOTO MHS
MOXXET HHTHOUPOBATh NEHCTBHME HHU3KON 03Bl ANETHICATHIIMIOBONW KHCIOTHI Ha AaKTUBHOCTH
TPOMOOIIMTOB; HMHTUOMPOBAHUE MOXKET COXPAHATHCS B TEUYCHHE HECKOJIBKHX JIHEH Mocie
MpEKpalIeHus Tepanuu HanpokceHoM. KilmHnueckoe 3HaueHHe 3TOro B3auMOACHCTBUSL HEU3BECTHO.

[TaneHThl, OJHOBPEMEHHO IMOJYYAlOIME T'MJAHTOMHBI, AaHTUKOATYJASHTBl WIM JIpyrue
JIeKapCTBEHHbIE IIPErapaThl, CBA3BIBAIOIINECS B 3HAUUTEIHHON CTENEHU ¢ OelKaMH IjIa3Mbl KPOBH,
JOJDKHBI CJIEIUTh 3a IPU3HAKAMU IIOTEHLUUPOBAaHUS JEHCTBUS WINM IEPEIO3UPOBKON 3THX
IIpenapaToB.

[Tpenapat Hanre3auH MoXeT CHUKaTh aHTUTUIIEPTEH3UBHOE JICHCTBUE IPONPAHOI0ia U IPYyrux OeTa-
a/IpeHOOJIOKATOPOB, a TAaKXKE MOXKET YBEJIMYMBATHh PUCK PA3BUTHs MOYEUHOW HEJOCTAaTOYHOCTH,
CBSI3aHHOM C MPUMEHEHHEM MHTMOUTOPOB aHIMOTeH3HHIIpeBpalatoniero gpepmenra (AI1D).

HIIBII moryr yMmeHbIIaTh MOYETOHHOE IEHCTBHE AMYypeTHKOB. [lon nelcTrBHeM HanpoKceHa
MHTUOMpyeTCcsl HaTpuilypeTuueckoe neiictBue Qypocemuia. JMypeTHMKH MOTYT MOBBILIATH PUCK
Hepporoxkcuynoctu HIIBIIL.

I/IHFI/I6I/IpOBaHI/Ie MMOYCYHOI'0 KIIMPCHCA JIMTUA NPUBOJAUT K YBCIWYCHHUIO KOHLCHTPAIMU JIUTUA B
IJ1a3Me KpOBHU.

HpI/ICM npo6eHeu1/ma YBCIIMYHUBACT KOHIOCHTPALIUIO HAIIPOKCCHA B IJIa3M€ KPOBU.
I_II/IKJ'IOCHOpI/IH YBCIIMYHUBACT PUCK PA3BUTUA MOYEYHON HEAOCTAaTOYHOCTH.

HaHPOKCGH 3aMCIJISICT SKCKPCIHUIO METOTPEKCATA, (I)eHI/ITOI/IHa, Cy.l'IL(paHI/IJIaMI/II[OB, yBCJINYHBAsA TCM
CaMbIM PUCK PAa3BUTHA UX TOKCHUYCCKOI'O JIeHCTBUS.

AHTaI_[I/II[HBIe npenaparsl, COACPIKAIINUEC Mar HUI U aJ'II()MHHPIfI, YMCHBIIAKOT a6cop6u1/no HAITpOKCCHaA.

MuenoTokCuuecKkue JIEKapCTBEHHBIE CPEJICTBA YCWIMBAIOT —IIPOSBIEHUS TI'E€MaTOKCHYHOCTH
npemnapara.
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OC IIpPUMCHCHUC HAlIDOKCCHd M SHAO0BY/IMHA

YBCIMYNBACT KOHICHTPAIINUIO 3UIOBY/INHA B I1JIa3ME€ KPOBHU.

OnHOBpEeMEHHOE TPUMEHEHNE KOPTUKOCTEPOUIOB MOKET YBEJIMUUBATh PUCK 00pa30BaHMUs SI3BbI WIIN
kpoBoreueHust JKKT.

HIIBII moryT ycunuBath JeiicTBUE aHTUKOATYISHTOB, TAKUX Kak BapdapHH.

O,[[HOBpeMCHHOC INPUMCHCHUC HAIIPOKCCHaA H aHTI/ITpOM6OI_II/ITapHBIX npenaparoB, CCICKTHBHBIX
I/IHFI/I6I/ITOpOB O6paTHOFO 3aXBaTa CCPOTOHHUHA MOBLIMIACT PUCK PA3BUTUSA KCITYJOUYHO-KHIICYHOT'O
KpOBOTCYCHHUA.

He pexomennyercs onHoBpemeHHbii npuem HIIBII B Teuenme 812 nHell mociie IpUMEHEHHS
MUQENPUCTOHA.

OnnoBpemennoe npumenenne HIIBII u Takponrmyca noBbIaeT puck HepOTOKCHUHOCTH.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAIMS

[Ipenapat Hanre3un npoTHBOIIOKa3aH MpH OEPEMEHHOCTH U B TIEPHOJ TPYJHOTO BCKApMIIUBAHUSI.
He cnenyer mpumensts HIIBII xxenmmuam ¢ 20-it Henenn OepeMEHHOCTH B CBSI3M C BO3MOXKHBIM
PHUCKOM Pa3BUTHS MAJIOBOIUS W/WIIH MATOJOTUU MOYEK Y HOBOPOXKICHHBIX (HEOHATAIbHAS TOYEYHAS
IUCHYHKIHS).

4.7. BiusiHue Ha CHOCOOHOCTH YNPaBJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoraTth ¢
MeXaHU3MaMH

HaHpOKCCH 3aMCIJISICT CKOPOCTh PCAKIUU Y MAITUCHTOB. 910 CJICAYCT YYUTHIBATH IIPU YIIPABJICHUHN
TPAHCIIOPTHBIMU CPCACTBAMH, MCXaHU3MaMW W BBIIIOJHCHHUU 3aJay, Tpe6y101u1/1x ITOBBIIICHHOI'O
BHHUMAHMHA.

4.8. HexennaTtenbHbIE peakuuu

Pesrome mpoduist 6e301acHOCTH

HawubGonee yacto Ha6J'IIO,Z[aJ'II/ICI:> HCXKECJIATCIIbHBIC PCAKIIUN CO CTOPOHBI KKT. Bo3moxxHo pa3BUTUC
MENTHYECKOM SA3BBbI, nep(bopaum/l WM KCJIYAOYHO-KUIICYHOI'O KPOBOTCUHCHHA, HWHOrJa CO
CMCPTCJIIbHBIM UCXOI0M, 0COOEHHO Yy HalqMCHTOB ITOKHUJIOT0 BO3pacTa (CM. pasacin 44)

Pe3roMe HexenaTeabHbIX PeaKIIui

YacToTra BCTpeuaeMOCTH ONpeiesieHa CIeIyIOIUM 00pa3oM:

oueHsb vacto (> 1/10);

gacto (> 1/100, o < 1/10);

Hevacrto (> 1/1 000, vo < 1/100);

peaxo (= 1/10 000, vHo < 1/1 000);

oueHsb peako (< 1/10 000);

4acTOTa HEM3BECTHA (HA OCHOBAHUM MMEIOIIUXCS TaHHBIX OIICHUTh HEBO3MOXKHO).

B npepnenax kaxaoi rpynibl 4aCTOTbl BCTPEYAEMOCTH HEKeJlaTeIbHbIE PEAaKIIMK YKa3aHbl B IOPSIIKE
yMEHBLIEHUs cepbe3HOCTU. HexenarenbHble peakiuy CrpynIupOBaHbl B COOTBETCTBUHU C MOPSIAKOM
Ha OCHOBaHUU CUCTEMHO-OpranHbix kiaccoB (COK).

Hapywenus co cmopoHul Kposu u tumgpamuueckoii cucmembl:

HCYACTO — 303I/IHO(I)I/IJII/I}I, T'panyJIOOUTOIICHUA, J'ICI\/'IKOHCHI/ISI, TpOM6OI_[I/ITOHeHI/I$I.
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OpPOHbL H€p6H01/7 cucmemsl.
4aCTO — I'0JIOBHasA 60J'Ib, BEPTUT'O, TOJIOBOKPYIKCHUEC, COHIINBOCTD;

HEYaCTO — ACHpPCCCHUiA, HApYHICHUC CHA, HCBO3MOXXHOCTb KOHICHTPHUPOBATHCA, 6CCCOHHI/II_Ia,
HCAOMOI'aHHC.

Hapywenus co cmoponwvl opeana spenus:

Y4aCTO — HAPYILICHUE 3PCHUSL.

Hapywenus co cmoponul opeana ciyxa u iabupunma:

YacTo — [IYM B YIIaxX, HAPYILICHUE CITyXa;

HEYacTO — CHIDKCHHE CITyXa.

Hapywenus co cmoponul cepoya:

YaCTO — OTEYHOCTb, OLIYIICHUE Cep/IIeOreHYS;

HEYacTo — 3aCTOiHAs cep/ieuHast HeZI0CTaTOYHOCTb.

Hapywenus co cmoponul OvixamenbHoU cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCMeHUA!
Y4aCTO — OJIBIIIIKA,;

HEYacTO — 03MHOPHIbHAS] THEBMOHHSI.

Hapywenus co cmopoHul siceny00uHo-KuueuHo2o mpakma:

4acTo — 3anop, 00JIb B )KMBOTE, AUCIICIICUS, TOIIHOTA, TUaPEesi, CTOMATHT, METCOPU3M;

HEYAaCTO — >KEIYJOYHO-KHUIIIEYHOE KPOBOTECUEHHE W/WIK mepdopaius Kelyaka, KpoBaBas pBOTa,
MeJIeHa, PBOTA;

OYCHb PCAKO — pCUUANB U O6OCTpCHI/Ie SI3BEHHOT'O KOJIMTA WM 00JIe3HU KpOHa;
4aCTOTa HCU3BCCTHA — I'aCTPHUT.

Hapymemm CO CMOPOHbL nevyeHu u cheﬂqeebleodﬂmux nymezZ

HCYACTO — IMIOBBIICHUEC CLIBOpOTOqHOﬁ AKTUBHOCTHU «IICYCHOYHBIX» (bepMeHTOB, JKEJITyXa.
Hapymemm CO CMOPOHbL KOJHCU U NOOKOICHBIX MKAHEI.:

YacTO — KOXKHBIN 3YyA, KOXHas ChbIllb, 9KXUMO3bI, ITYPITYpa;

HCYACTO — aJIoICusl, (bOTO,Z[epMaTOZ’»LI;

O4YCHb PCAKO — 6yJ'IJ163HLIe pCaKknuuu, BKIIHOYasA CHUHAPOM CTI/IBeHca-Z[)KOHCOHa U TOKCHYECKHHI
SHHHCpMaHBHLIﬁ HCKPOJIU3;

4acTOTa HEU3BECTHA — JIGKAPCTBEHHAs pEakiys B COUYETAaHHMHM C J03MHOPWINEH U CUCTEeMHBIMU
cumnromamu (DRESS-cunnpom) (cm. paznen 4.4.); hpukcupoBaHHas JeKapCTBEHHAS ChIIb.

Hapywenus co cmoponvl mbluieunotl, KOCMHOU U COeOUHUMENbHOU MKAHU:
HEYaCTO — MUAITHS U MbIIIEYHast C1a00CTh.
Hapywenus co cmoponvl nouex u Mouesvbi8o0auux nymeii:

HEYacTO — TIIOMEPYyJIIOHEPPUT, TeMaTypusi, HHTEPCTUIMAIBbHBIN HePPUT, HEPPOTUIECKUI CUHAPOM,
[OY€YHast HEI0CTaTOYHOCTh, IOUEUYHBIN MANWLISPHBIN HEKPO3.

Obwue napywenus u peakyuu 8 mecme 6e0eHUsL:
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NOCIENORATERRHOCTb.

BBIIICHHOC ITOTOOTACIICHUC,

HEYaCTO — PEaKIMH TUIEPYYBCTBUTEIBLHOCTH, HAPYIICHUS MEHCTPYaJIbHOTO IIMKJIA, TUIEPTEPMUS
(03HO0 U TMXOpaaKa).

[Tpu tepanuu HIIBII coobiianock o mosiBIC€HUN OTEKOB U CUMITOMOB CEpACYHOM HEAOCTATOYHOCTH,
MOBBILLIEHUH apTEPUAIIBHOTO JABJICHUS.

KnuHuyeckre wuccneoBaHUs U SMUAECMUOJIOTHYECKUE JIaHHBIE CBUAETENBCTBYIOT O TOM, YTO
npumeHeHue HekoTopsix HIIBII (0ocoGeHHO BBICOKHX 103 M ITPU AJTUTEIBHON Tepanun) MOKET ObITh
CBSI3aHO C HEOOJIBIIMM yBEIMYECHHEM PUCKAa BOZHUKHOBEHHUS apTepUaIbHbIX TPOMOO30B (Hanmpumep,
MHGApKT MUOKap/1a WK UHCYIIBT).

HexenaTenbHbl€ SBACHUS, IPUINHHO-CIIEACTBEHHAS CBSI3b KOTOPBIX C MPUMEHEHUEM HAIPOKCEHA HE
YCTAHOBJICHA

Hapywenus co cmoponvl Kposu u aumgamuyeckou cucmemsl: amjacTUYecKas aHeMus,
IFEMOJINTUYECKAS AaHEMUSL.

Hapywenus co cmopoHul nepsHOU cucmembl: aCENITUUECKUI MEHUHTUT, KOTHUTUBHAS TUCOYHKIIHS.

Hapywenus co cmopousi Kkodicu u NOOKOJHCHLIX MKaHel. MyIbTU(OPMHAs dpUTEMA, PEAKIUU
(OTOYYBCTBUTEIHHOCTH, MOJOOHBIE MO3MHENH KOXHOU mopdupuu M OyJIe3HOMY SHUACPMOIH3Y,
KpanuBHULIA.

Hapywenus co cmoponvl cocy0o8: BaCKyJHT.

Obwue napywenus u peakyuu 6 mecme 68e0eHuUs. aHTMOHEBPOTUYECKHH OTEK, TMIIEPIIIMKEMUs,
TUITOTIIMKEMHUSL.

Ecnu manueHT 3aMeTHT MOAO0OHBIE peakiuH, eMy clelyeT MPEeKpaTuTh HNpUeM Ipenapara ¥ IO
BO3MOKHOCTH OOpaTUTHCS K Bpauy.

COO6IJ_ICHI/IG 0 IOAO03PEBACMBIX HCKCJIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 MO0J03peBacMbIX HEKENATEeNbHBIX PEaKUUsAX IMOocie perucTpanuu
JICKapCTBEHHOI'O Ipernapara ¢ IeJbl0 00eCreueHus] HEeNpPepbIBHOTO MOHUTOPHUHIA COOTHOIICHHS
«I0JIb3a — PHUCK» JIEKApCTBEHHOTO mpemnapara. MeIUUMHCKUM pPAaOOTHUKAM pPEKOMEHIyeTcs
coo0IIaTh O JHOOBIX M003PEBAEMBIX HEXKEIATEIbHBIX PEaKkIMIX JEKapCTBEHHOTO Iperapara yepes
HallMOHAJIbHBIE CHUCTEMbI COOOIIEHUS O HEXKEJaTelIbHbIX PEAaKIMAX TOCYAapCTB — YIICHOB
EBpa3uiickoro 5KOHOMUYECKOIO COI03a.

Poccuiickas @enepanvs

denepanbHas ciyx06a 1o Haga30py B cepe 3ApaBOOXpaHEHUs

109012, r. Mocksa, CnaBsincKas muiomais, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec 31eKTpoHHOI nouTsl: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

CaiiT B M”HQOpPMaLIMOHHO-TEIEKOMMYHUKAaMOHHOU ceTu «HTepHeT»: https://roszdravnadzor.gov.ru

Pecny6nuka benapych

VII «LleHTp dKCnepTU3 U UCHBITAHUHI B 31PaBOOXPAHCHUN

220037, r. Munck, ToBapuieckuii nep., a. 2a

Tenedon: +375 (17) 242 00 29

daxc: +375 (17) 242 00 29

Anpec 31eKTpoHHOI mouThl: repl@rceth.by

CaiiT B nHGOpPMaLMOHHO-TEJIEKOMMYHUKAIMOHHOU ceTu «MHTepHeT»: https://www.rceth.by

Pecnybnuka Kazaxcran
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w3nenuit»  Komurera MenumuHCKOro U ¢apMaleBTHYECKOro KOHTposis MuHHCTEepCTBa
3apaBooxpanenus Pecriyonuku Kazaxcran

010000, r. Acrana, paiion baiikonslp, yin. A. Imanosa, a. 13, Bl «Hypcayner 2»

Tenedon: +7 7172 235 135

Anpec 31ekTpoHHOM nouTsl: farm@dari.kz

CaiiT B nuH(GOpPMaLMOHHO-TEIEKOMMYHUKAIMOHHOU ceTu «MHTepHeT»: https://www.ndda.kz

Pecnybnuka ApmeHus

I'HKO «IleHTp aKkcniepTU3bl JEKAPCTB U MEAULIUHCKUX TEXHOJIOTHI»

0051, r. Epesan, nip. Komuraca, 1. 49/5

Tenedon: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec 37eKTpOHHOI mouThl: vigilance@pharm.am

CaiiT B uHpOpPMAaLMOHHO-TEJIEKOMMYHUKAIMOHHON ceTn «HTepHeT»: https://pharm.am

Keipreizckas PecnyOmnnka

JlenapTaMeHT JIeKapCTBEHHbIX CPEACTB U METULIMHCKUX U3J1EIUN

720044, Yyiickast obnacts, r. bumikek, ya. 3-s Jluausg, 1. 25

Tenedon: +996 (312) 21 92 86

Anpec 3nekTpoHHO nouTsl: pharm@dlsmi.kg

CaiiT B nuHGOpPMALIMOHHO-TEJIEKOMMYHUKAIMOHHOU ceTn «HTepHeT»: https://www.dlsmikg

4.9. Ilepeno3upoBka

CHUMITOMBI

3HaunTeIbHAS Nnepea03nupoOBKa HAITpOKCCHa MOXCT XapaKTCPU30BaATHCA COHJIMBOCTBIO,
JAUCIICTITHYCCKUMHU paCCTpOﬁCTBaMH (I/I3)K01" a, TOIIIHOTa, pBOTa, 00JIb B )KI/IBOTG), CJ13.6OCTBIO, mrymomM
B yHmiax, pasgpakUTCIbHOCTBIO, B TSKCIIBIX ClIydasdX BO3MOKHbBI KpOBaBasd pBOTA, MCIICHA,
HapyICHHUEC CO3HAHUA, CYAOPOru U MOYCHYHAA HEAOCTATOYHOCTD.

Jleuenue

[TanienTy, OpUHSABIIEMY CIy4ailHO WM MPEAHAMEPEHHO OO0JbIIOe KOJUYECTBO Ipernapara
Hanresun, HeoOXOIMMO TPOMBITH >KEITYJOK, NPUHATH AKTHUBHUPOBAHHBIA yrollb M TMPOBECTH
CUMITOMATUYECKYIO TEparuio: aHTaluIbl, O10KaTopbl Hr-perentopoB, HHTHOUTOPHI MPOTOHHON
nomrbl. ['emonnann3 HedPPeKTUBEH.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoaMHAMHYECKHE CBOIiCTBA

CDapMaKOTepaHCBTI/I‘leCKaH rpyia: IMPOTUBOBOCIIAJIUTCIIBHBIC n IMPOTUBOPECBMATUUCCKHUC
npenaparbl; HCCTCPOUAHBIC IPOTUBOBOCHATIUTCIIBHBIC W IIPOTHBOPCBMATHYCCKUC IIPCIIAPAThI;
IMPONU3BOAHBIC HpOHHOHOBOfI KHCJIOTHI.

Kox ATX: MO1AEOQ2.

MexaHu3M AeUCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/Ie B(bd)eKTLI

[Ipemapar Hanresun nmpexacraBinsieT co00W  HampoKceH, oOmagaeT  00e300IHBAIOIINM,
KAPOMOHMKAIOIUM U TMPOTUBOBOCHAIMUTENbHBIM JEHCTBUEM. MexXaHu3M JIeWCTBHUS CBSA3aH C
HECEJIEKTUBHBIM HHTHOMPOBAHWEM aKTUBHOCTH LMKIooKcureHasbl-1 (LIOT'-1) u LIOT™-2.
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H, Ta0JIETKH, MOKPBITHIC IFICHOYHON OOOIOYKOM, XOPOIIO PACTBOPACTCS, OBICTPO
BcacsiBaeTcs U3 JKKT u obecnieunBaet ObicTpoe HacTymieHHe o0e300uBaroero 3¢dexra.

5.2. ®apmMaKkoKHHeTHYECKHE CBOMCTBA

AOcopOuus U pacupeencHue

brictpo u nonnocteio BeacbiBaercs u3 JKKT. buonoctynuocts — 95 % (npueM nuiy npakTUYecKu
HE BIMSET HM HA TIOJHOTY, HM Ha CKOPOCTh BCAachiBaHWUs). Bpemsi mocTmkeHUsT MaKCHMMAalbHOM
koHHeHTpauuu (TCmax) — 1-249aca. CBs3p c Oenkamu MmiasMbl KpoBu > 99 %. Ilepuon
nonyBbiBenienus (T'2) — 12—15 yacos.

BI/IOTDaHCd)ODMaLII/IH W 3JIMMHHAIUA

MeTabonu3M IPOUCXOANT B MEUYEHH 0 AUMETUIHAMPOKCeHa ¢ ydactueM uzopepmenta CYP2CO.
Knupenc — 0,13 mn/mun/kr. BeiBonutcs Ha 98 % noukamu, 10 % BBIBOIUTCS B HEU3MEHEHHOM BUJIE,
¢ xkemubto — 0,5-2,5 %. PaBHOBeCcHast KOHILIEHTpaLKA B IJIa3ME€ KPOBU ONPEEIsAeTCs Mociie nIpueMa
4-5 no3 mpenapata (2-3 nHs).

[Ipu moveyHoO HEJOCTATOYHOCTH BO3MOYKHA KYMYJISIIIUSI METAOOIHUTOB.
5.3. lanHble TOKJIUHUYECKOH 0€30MaCHOCTH

Pe3ynbrartbl TOKCHMKOJOTMYECKUX HCCIAEAOBAHUN BBIIBUIM OTHOCHUTEIBHO HU3KYH) TOKCHYHOCTH
HAMPOKCEeHa HaTpHsl: HexenaTenbHble 2P QeKThl yarie Bcero Bo3HukawT co ctoponsl JXXKT. IMocne
nepopanbHoro npuema, 3Hadenuss LDso coctaBmsin oxono 0,5 /KT Macchl Tena y KpeIc U Oomee
1,0 r/Kr Maccel Tena y MbIIIel, XOMSKOB U COOaK.

TOKCUKOJIOTUYECKHE HMCCIIENOBAHUS MMOKA3alu, YTO MBIIIN, KPOJIUKH, 00€3bSHBI U CBHHBHU XOPOIIO
MEPEHOCAT MHOTOKPATHBIE 103bI HAPOKCEHA HATPUS, M YTO TOKCUYHOCTH 00JIee BBIPAKEHA Y KPBIC, U
ocobeHHO y cobak. Kak ® mnpu TOBTOPHOM  BBEIACHHHM  JIPYTHMX  HECTEPOUIHBIX
MIPOTUBOBOCIIATIUTENbHBIX MPENAPATOB, HEKETATEIbHBIE PEAKIIMU Yallle BCEIO BO3HUKAII CO CTOPOHBI
KKT u mouek.

Bo3sneiicTBust Ha PepTUIIBHOCTD, IMOPUOTOKCUYECKUX M TEPATOTeHHBIX 3()(EKTOB HE HAOIIOAATIOCH.
BBenenue HampokceHa HaTpUsl Ha MO3JHHX CPOKAaX OEPEeMEHHOCTH BBI3BIBACT €€ Y/UIMHEHHE H
3a7epKKy poaoB. Takke OBLUIO YCTaHOBJIEGHO, YTO HANPOKCEH HATPUsS MOXKET OKa3bIBaTh
HE)KENIaTeJIbHOE BO3ACHCTBHE HA CEPIACYHO-COCYAUCTYIO CHUCTeMY Iuiofia (TpeKAeBPEMEHHOE
3aKpbITHE apTEpUAbHOTO TPOTOKA, 3aCTOWHAs CepleYHas HeIOCTaTOYHOCTh, JIErOYHas
TUIIEPTEH3UsA).

MyTareHHbIX WIM KaHIEPOTeHHbIX 3(h()EKTOB y HAIIPOKCEHa HATpUsl He OOHAPYKEHO.

OcnoxxHeHns B JOKIIMHHUYCCKHUX HCCICOIOBAHUAX Ha6J'IIO,Z[aJ'II/ICL TOJIBKO IIpU A03aX, 3HAYHUTCIBbHO
MPEBLIIAOIINX MAKCUMAJIBHBIC TO03bI IJId YCJIOBCKA, YTO YKAa3bIBACT Ha HC6OJ'H:>IJ_IYIO 3HaAYUMOCTb
9TUX JAHHBIX JJI KIUHAYSCKOMN IMPAKTUKH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJIbLHBIX BelIECTB

Anpo

IToBumoun K30
Lennrono3a MUKPOKpPUCTATIINYECKAS
Tanbk
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1OCTEAONR iRk S apas—

Bona ounmennas
0O060J104Ka [UICHOYHASA

Onaopaii YS-1R-4215:
I'mnpomeinosa

Turana quokcun (E171)
Maxkporoa

Kpacurens unaurokapmus (E132).

6.2. HecoBmecTumMoOCTH

Henpumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHHs)

5 Jer.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHHH

Xpanute Tpu Temmeparype He Bbime 25 °C, B OpUIHMHAIBHOM YIakoBKe (OMUcTep B TMayke
KapTOHHOM).

6.5. Xapakrep u coaepkaHue YIAKOBKH

ITo 10 Tabnerok B Gnuctepe u3 [IBX/amomunueBoit Gponbru.

ITo 1 unm 2 GamcTepa B Mayke KApTOHHOM BMECTE € JIMCTKOM-BKJIAIBIIIIEM.

He Bce pa3mepsl yriakoBOK MOT'YT OBITh IOCTYIIHBI JUISl PeaIH3aliH.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH YTHIN3ALMH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0

npenapara MM OTX0J0B, IOJYYCHHBIX IOCJe¢ NMPUMEHEHHs JIEKapCTBEHHOr0 mpenapara, u
ApYyrue MAHUMYJISIUHU € TPenapaTom

Het oco0bIx TpeOOBaHUM K YTUIN3ALUH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUA

Cnosenus

AO «KPKA, a.1., HoBo mectoy»
[IImapremka necra 6, 8501 HoBo mecto
Tenedon: +386 7 331 21 11

@axc: +386 7 332 15 37

Anpec 3nekTpoHHO# nouTsl: info@krka.biz

7.1. IIpeacTaBUTENb AEPKATESA PETHCTPANMOHHOIO YI0CTOBEPEHHA

[Iperen3uu notpedbuteneil HaNPaBJIATH MO aJIPecy:

Poccuiickas @enepanvs
000 «KPKA-PYC»
143500, MockoBckas o0m., T. Mctpa, yn. MockoBckas, a. 50
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HOCM&O%%%@EﬂOgl: “94) 994 70 70

daxc: +7 (495) 994 70 78
Anpec 3nekTpoHHO# nmouThsl: krka-rus@krka.biz

Pecny6nuka benapych

IIpencraBurensctBo AxuuonepHoro o6mectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecniy6nuka Cnosenusi) B Pecniy6niuke benapyce

220114, r. MuHnck, yn. ®unumonosa, 1. 2507, oduc 315

Tenedon: 8 740 740 9230

daxc: 8 740 740 9230

Anpec snekTpoHHoi noutsl: info.by@krka.biz

Pecnybnuka Kazaxcran

TOO «KPKA Kazaxcran»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Tenedon: +7 (727) 311 08 09

Anpec snextponHoil noutsl: info.kz@krka.biz

Pecnybnuka Apmenus

IIpencraBurensctBo «Kpka, 1.1., HoBo mecto» B PecnyOnnke ApmeHus

0001, r. EpeBan, yn. Hanbaunsu, 1. 106/1 («CAAT-HOBA» BUSHEC-HEHTP), oduc 103
Tenedon: +374 11 560011

Anpec 3nekTpoHHoi noutsl: info.am@krka.biz

Keipreizckas PecriyOmnnka

IIpencraBurensctBo AO «KPKA, ToBapna 3apasui, a.4., HoBo mecto» B Keipreizcrane
720040, Yyiickas o0nacts, r. buikek, OyapBap OpKuHAMK, A. 71, 010k A

Tenedon: +996 (312) 66 22 50

Anpec anexTponHoi nmoutsl: info.kg@krka.biz

8. HOMEP PET'UCTPAIIMOHHOI'O YOCTOBEPEHUA

JITI-Ne(000256)-(PT-RU)
JITI-Ne000256-TTI-BY
JITI-N (000256)-(I'TI-AM)
JITI-Ne(000256)~(T'TI-KG)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

HeKapCTBeHHLIﬁ npenapat OTHOCUTCS K KaTCropruu OTIIYCKa «0e3 peucIiTar.

OO1mrasi xapakTepUCTHKA JICKApCTBEHHOrO Npenapata Hanre3wH nocTyrmHa B €IMHOM peecTpe
3apETUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB EBpa3suilcCKOr0 IKOHOMHYECKOTO COK3a U Ha
ounmanibHOM caiite YIOJIHOMOUYEHHOTO opraHa (9KCIIepTHOM OpraHu3aIum)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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