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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “C05)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Tekcapen, 20 mr, TaGIETKH, TOKPBITHIE TUICHOYHOW 000JIOYKOH.

2. KAYUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTByrolI€€ BEMIECTBO: TEHOKCHKAM.

Kaxxnas Tabnerka, mOKphITas INIEHOYHOU 000JI09KOM, coaepKUT 20 MI' TCHOKCHKama.
BcnomorarenbHble BeliecTBa, HaJIMYHE KOTOPBIX HAJO YUYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnapara: jakros3a (cM. paszaen 4.4.).

[TonHbIi mepedeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ta0neTku, MOKPBITHIE TNICHOYHOH 000I0UKOM.

Xenroro ¢ KOpUYHEBHIM OTTEHKOM LIBETa OBAJIbHBIC, JABOSKOBBITYKIIbIE TAOJIETKH, MOKPBITHIE
MJICHOYHON OO0O0JIOYKOM, ¢ pUCKOM Ha OJHOM cTopoHe. Ha momepedHoM paszpese sSapo sipKo-
JKEJITOTO I[BETA.

Pucka He mpeHa3zHaueHa Ui pa3iaMbIBaHUS TaOJIETKU.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3zanusi K NPUMEHEHUIO
[Ipenapat Tekcapen noka3aH K MPUMEHEHHIO y B3pOCIIbIX B Bo3pacTe OT 18 et s jeueHus:

® PEBMATOWJIHOTO apTPUTA;
®  OCTCOAPTPUTA;

®  AHKHWJIO3UPYIOIIETo CIIOHIHIINTA;

® CYCTaBHOTO CHHAPOMA IPH 00OCTPEHUH ITO/IArPhL;
e Oypcura;

® TCHAOBAruHUTa,

e OoneBoro cuHAapoMma (crnaboii W cpenHEed WHTEHCUBHOCTH): apTPAITHU, MHAITHU,
HEBpAJITUH, MUTPEHHU, 3yOHOH 1 TOJIOBHOW 0OJIH, aTbrOJAUCMEHOPEH;

e 0oy IpU TpaBMax, OXKOTax;

® BOCHAIUTENBHBIX M JIETCHEPATUBHBIX 3a00JIEBaHUN OMOPHO-IABUTATEIHHOIO arapara,
COMPOBOXMAMOIIUXCS OONEBBIM CHHAPOMOM, TaKWX Kak HWITUHAITHS, JoMO0aro,
SMUKOHIUJINT.
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MOMEHT NPUMEHEHUS, Ha POrPECCHPOBaHNE 3a00JIeBaHUS HE BIMSET.
4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

ITo 20 mr (1 Tabnetka) 1 pa3 B CyTKH.

Crenyer uzberars npuMeHeHHs 00jiee BHICOKHMX 03, TOCKOJIBKY MX MPUMEHEHHE, KaK MPaBHIIo,
HE COMPOBOXKIaeTcsl 00Jiee BEIPAKEHHBIM TEPANleBTUUECKUM JCHCTBUEM, HO MOKET OBITh CBSI3aHO
¢ 0oJiee BBICOKMM PUCKOM Pa3BUTHS HEXKENATEIbHBIX PEAKIIUH.

IIpy  oCTpBIX CKENETHO-MBIIIEYHBIX HApyIIEHUSX OObIMHO He TpedyeTcs Tepanus
IPOIOJDKUTEIBHOCTBIO OoJiee 7 AHEH, OHAKO B TSKEIBIX CIydasiX OHA MOXKET ObITh IPOI0JKEHA
MakcUMyM 110 14 nHei.

Crnenyer npuMeHATh MUHUMAaIbHYIO 3G (EKTUBHYIO 7103y MpenapaTa o BO3MOKHOCTH KOPOTKHM
KYpPCOM.

Oco0ble rpyInel NAKMEHTOB

Tlayuenmul nodcunozo eospacma
[Tpu oTcyTcTBUYM HapyleHUH QYHKIIUHU MIEYEHU U ITOUYEK KOPPEKIUH 103bI HE TpeOyeTcs.

Iayuenmul ¢ napywenuem ynKyuu novex u HapyueHuem QyHKyuu nevenu

Kinpenc kpeatununa (KK) Pexxum no3upoBaHus

> 30 mu/MUH OOpruHass mo03a, TpeOyeTrcss THIATEIbHBIN

MOHUTOPHHI COCTOSHUA MallUCHTa

< 30 ma/mMuH Henocrarouno JIAHHBIX. IIpumeHeHue

IMPOTHUBOIIOKA3aHO

I[Ipu KK > 30 mu/MHH KOppeKIHMH 103bI HE TpeOyercs, HO PEKOMEHIYETCS KOHTPOJb 3a
COCTOSTHUEM IallUEHTA.
ITpu KK < 30 mu1/MuH npuMeHEHHUE TPOTUBOIIOKA3aHO.
BcrencTBie HHTEHCHBHOTO CBSA3BIBAaHUS TEHOKCHKaMa ¢ OeJIKaMH IJ1a3Mbl KPOBU PEKOMEHIYETCS
MPOSBISATH OCTOPOKHOCTh MpPH MNPUMEHEHWHM TEHOKCHKaMa Yy TAallMeHTOB C BBICOKOU
KOHIEHTpanuel OwiupyOMHa WM TpPH 3HAYUTEIBHOM CHUKEHHHM YPOBHS IIJIa3MEHHBIX
QIb0YMUHOB (Hampumep, Npu HepPOTHUECKOM CHHIIPOME).

eTn
be3onacHocTh 1 3dhekTUBHOCTH npemnapaTa Tekcapen y nerei B Bo3pacte 10 18 et Ha JaHHBINA
MOMEHT HE YCTaHOBJIEHBI. /laHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

BHyTps, nocne eapl (3kenaTenbHO B OTHO U TO JK€ BPeMs).



4.3. [IpoTuBoONOKA3aHUS

COOTBETCTEYET 3Kl
oT 1510202

['urnepayBCTBUTENFHOCTh K TEHOKCHKAMY WA K JIFOOOMY W3 BCIIOMOTaTENbHBIX BEIIECTB,
NIEPEUNCIIEHHBIX B pazzene 6.1.

CymiecTByeT TakKe€ BEpPOSTHOCTh TEPEKPECTHOW  UYYBCTBUTEIBHOCTH K  JIPYTHM
HECTEPOUIHBIM POTUBOBOCIIAIUTENBHBIM Ipenapatam (HIIBII).

OpO3UBHO-SI3BEHHBIC TIOPAXKEHUS KemymaouHo-kumeqnoro tpakra (JKKT), B Tom uucne B
aHaMHE3e€.

KenynouHo-KkuilIe4HOE KPOBOTEUYEHHUE, B TOM YMCIIE B aHAMHE3E.

Bocnanmurensapie 3a0oneBanus KKT (6onesnp KpoHa wim s3BEHHBIH KOJMHWT B CTaaUU
000CTpEeHHS).

Tsoxenas modeunas HemocTaTouHocTh, KK menee 30 M/MuH.

[porpeccupyroriee 3a601eBaHIE TTOYCK.

Tspkenast me4eHOUHasi HEJJOCTAaTOYHOCTb.

[TonHoe MM HEMOJHOE coueTaHue OPOHXMATBHOM acTMBbl, PELUIUBUPYIOLIETO IMOJIUII03a
HOCA 1 OKOJIOHOCOBBIX 1a3yX U HEMIEPEHOCUMOCTH ALETWIICATUIMIOBON KHCIOThI WU APYTUX
HIIBII (B ToM uncie B aHaMHE3€).

YcTaHOBNEHHBIHN AUarHo3 3a001eBaHNil CBEPTHIBAIOIIEH CHCTEMBI KPOBH.
JlexoMIieHCUpOBaHHas cepeuHasi HEAOCTaTOYHOCTb.

Teparnus nepronepalvoHHbIX 00l TPU MPOBEICHUH ITYHTHPOBAHUS KOPOHAPHBIX apTEepUit.
bepeMeHHOCTh 1 ITEpUOJI TPYTHOTO BCKapMJIMBAHUSL.

Hetckuii Bo3pact a0 18 ner.

HacnencTBeHHasi HEMEPEHOCUMOCTh TANAKTO3bI, MEPHIUT JIAKTA3bl, TIIFOKO30-TaTaKTO3HAs

MaTbaOCOPOITHSL.

4.4. OcoOble ykazaHHMsl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

[Tpenapat Tekcapen ciaeayeT ¢ OCTOPOKHOCTHIO MPUMEHSTh y MAlUEHTOB C MEPEUUCICHHBIMU

HIDKE 3a00JIEBAaHUSIMA M COCTOSTHUSMMU

A3BCHHAA 6OJ'IG3HB JKCIIydKa n I[BeHaI[HaTHHepCTHOﬁ KHIIIKH,

SI3BEHHBIN KOJUT U 0051e3Hb KpoHa BHEe 000CcTpeHus;

3a00JIeBaHNsI TICUCHN B aHAMHE3¢;

neyeHouHas mophupus;

3HAYUTEIbHOE CHIDKEHHE OOBbeMa IHMPKYIUpPYIOIIed KpoBH (B TOM 4HCIE IMOCTe
XUPYPru4ecKoro BMEIaTelbCTBA);

XpOoHHUECKas cepaedHas HegoctarouHocTh (XCH);

apTepuangbHasi THIEPTEH3US;
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e caxapHblil 1uaber;

e umemuueckas 6ose3ns cepana (MbC);
e 11epeOpoBacKyIsIpHBIC 3a00JICBaAHNS,
®  JIUCITHITHIEMUS/TUTICPIUITHIEMUS;
e 3aboneBaHwus nMepuhepUIECKUX apTEPHIi;
® KypeHHe,
e XxpoHuYeckas novyeunas HempoctatouHocTh (KK 30-60 mu/mun);
o nanmmuue undexuun Helicobacter pylori;
e uTEIbHOE Hcrok3oBanue HIIBII;
®  AJIKOTOJIM3M;
® TsDKENbIe COMaTHYEeCKUE 3a00IeBaHUS;
® OJHOBPEMEHHOE NMPHUMEHEHHE TTIOKOKOPTHKOCTEPOUIOB (B TOM YHCIE MPETHU30JIOHA),
AHTUKOATyJISHTOB (B TOM wuucie BapdapunHa), aHTHArperaHtoB (B TOM YHCIIE
AIETUIICATUIIMIIOBONM KUCIOTHI, KJIOMUIOTPENA), CEICKTUBHBIX MHTHOUTOPOB OOPAaTHOTO
3axBara CEpOTOHMHA (B TOM 4YHCJIEe [HTajonpama, (HIyoKCeTHHA, IapOKCETHHA,
cepTpaiauHa);
® BO3pacT cTapiie 65 yeT (B TOM YKcie MalueHThl, ToMyJYalouiue JuypeTHKY, ociaabaeHHbIe
MAIMEeHTHI ¥ TAIIUEHTHI ¢ HU3KOM MacCcoi Tena);
e OpoHXHaJIbHAs ACTMa,
e ayToMMMYyHHBIE 3abosieBanus (cuctemHass kpacHas Boimvyanka [CKB] m cmemannoe
3a00J1eBaHNE COCTUHUTEIILHON TKaHH).
Bo Bpems nedeHHss HEOOXOIUM KOHTPOJIL MPOTPOMOMHOBOTO HWHJEKca (Ha (oHe mpuema
HENPSIMBIX AHTUKOATYJISTHTOB), KOHIICHTPAIIMH TJIIOKO3bI B KpoBU (Ha (oHE mpuMeHeHus
TUTOTJIMKEMUYECKUX CPEJCTB), KApTUHBI mepudeprudeckoil KpOBH H  (YHKIIMOHAIHHOTO
COCTOSTHUS TICUEHU U MOYEK.
[Tpu HEOOXOAUMOCTH ompeesieHus 17-KeToCTeponI0B, mpemapar ClielyeT OTMEHUTH 3a 48 4 10
MCCIIEJOBAHMSI.
Bo3MoxHO yBennueHHE BPEMEHH KPOBOTCUCHUS, UTO CJIEAYET YYUTHIBATh NPH XUPYPTUIECKUX
BMeENIATEIbCTBAX.
Heo0OxoaumMo yunThIBaTh BOZMOKHOCTH 33JA€PKKH HATPUS ¥ BOABI B OpraHU3Me IPpU MPUMEHEHUN
C IMYPETUKAMHM Y MALMEHTOB C ApTEPUAIbLHON TMIIEPTEH3UEN U CEPIEYHOM HENOCTAaTOUHOCTBIO.
[laneHTHI ¢ HEKOHTpOJHMpYeMOW apTepuanbHOW runeprensuei, XCH, 3aboneBaHusIMH
nepudepudeckux  aprepuit, noarBepxkacHHor ~WBC  w/mimm  mepeOpoBacKyISpHBIMHU

3a00JIeBaHUSMU JOJDKHBI IPUHUMATH Mpernapar rnoji BpaueOHbIM KOHTPOJIEM.



COOTBETCTBYET 2K
ot 15.10.2025 N2

. (o B HOC TR OO0
Hanuune B aHamHe3e 3a00JIeBaHUN ITOYEK MOMKET anBgc-m'@ﬁTE@%é‘pprﬁmaﬂHoro

HedpuTa, NAaNMUIIPHOTO HEKPO3a U HEPPOTHUYECKOTO CHHIPOMA.

Hexenarenpaple 3QQGEKTbl MOTYT OBITh MHHHUMH3UPOBAHBI TMPUMEHEHHEM MHHHMAIbHON
3¢ PeKTUBHON T03bI MperiapaTa Mo BO3MOKHOCTH KOPOTKUM KYPCOM.

VYV nmanuentoB ¢ CKB u cMmemanapiM 3a0071€BaHUEM COSAMHUTEIBLHON TKAHU TTOBBIIIACTCS PUCK
Pa3BHUTHSI aCENITUIECKOTO MEHUHTHTA.

BcnomorarenbpHbIE€ BelllecTBa

[Ipenapar Tekcapen coaepxuT jakTo3y. [lanpentaMm ¢ penko BCTpedaromecss HacaeACTBEHHOM
HENEPEHOCHUMOCTBIO TajlaKTO3bl, ACPHUIMTOM JIaKTa3bl JIOMaped WM TJII0KO30-TalakTO3HON
MasibabcopOIHeli He ciaeyeT MPUHUMATh TOT Mpernapar.

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aNMOJAEHCTBUSA

Tenokcukam 00janaeT BBHICOKOW CTENEHBIO CBSI3bIBAHMS C aIbOYMHMHOM M MOXET, KaKk U BcCe
HIIBII, ycwinBaTh aHTUKOAryiasHTHbIM 3(dekr BapdpapuHa M APYrUX aHTHKOATYISHTOB.
PexomenryeTcsi KOHTPOIMPOBATh (DYHKIMOHAIBHBIE M OMOXMMHUECKUE TTOKA3aTeNd KPOBU IPH
COBMECTHOM IPUMEHEHHMHM C AHTHUKOATYJSHTAMH W TUIIOIVIMKEMUYECKHMH MpernapaTaMy s
npreMa BHYTpb, 0COOCHHO Ha HAYAJIbHBIX CTAIUSIX TEPANUUA TEHOKCHKAMOM.

He oTMeueHO BO3MOKHOTO B3aUMOZEUCTBHSI C TUTOKCUHOM.

Kax u npu npumenenun npyrux HIIBII, pekomeHnayeTcs ¢ 0CTOPOKHOCTBIO IPUMEHATH Ipenapar
OJIHOBPEMEHHO C IIUKJIOCTIOPUHOM B CBSI3U C YBEJIMYEHUEM PUCKA Pa3BUTHI HEPPOTOKCHUHOCTH.
CoBMeCTHOE MPUMEHEHHE C XUHOJIOHAMH MOXKET MOBBIIIATh PUCK PA3BUTHS CYJOPOT.
Canuuunarel MOTYT BBITECHATH TEHOKCHKAM HU3 CBSI3U C aJIbOYMHHOM M, COOTBETCTBEHHO,
NOBBIIIATH KIMpPEeHC W 0o0BbeM pacmpeneneHuss npemnapara. HeoOxomumo — u3berartb
OJIHOBPEMEHHOTO TpPHMEHEHUs camuumiatoB uiau 1ByX u Oosiee HIIBII (Takum oGpazom
YBEJTUYMBACTCS PUCK BOSHUKHOBEHHS OCIIOKHEHHH co cTopoHbI JKKT).

Ecte nansusie 0 ToM, yto HIIBII cHmkaroT BeIBeAeHUE auTHs. B CBSA3M C 3TUM y NALUEHTOB,
MOJYYaIOIUX TEParuio JIMTHEM, HEOOXOJUMO Yalle KOHTPOJIHPOBATH KOHUEHTPAIHMIO JIUTUS B
KpPOBHU.

HIIBII moryT BbI3bIBATh 33JIEPKKY HATPUS, KIS U KUJKOCTH B OPraHU3ME, HApyIlasi AEHCTBUE
HATPUIYpETUUECKUX TUYPETUKOB. Tpedyercst coOiroaaTh OCTOPOKHOCTh IPU HEOOXOIUMOCTH
OJIHOBPEMEHHOTI'O IIPUMEHEHUSI TEHOKCUKaMa U JUYPETUKOB, BHIBOASAIMX HATPUM, y MAIUEHTOB C
XCH u apTepraibHON TUIIEPTEH3UEH.

C ocropoxHocThi0 pekomenayetcsa npumeHsatb HIIBII coBMecTHO ¢ MeTOTpeKkcaToM, Tak Kak

HIIBII ymeHbIIAIOT BBIBEICHUE METOTPEKCATA U MOT'YT IIOBBIIIATH €I0 TOKCUYHOCTb.
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MOTYT YMEHBIIATh €r0 APQEKT.

Heo6xoauMo yuuTHIBaTh MOBBIIIEHHBIH PUCK PAa3BUTUA KEITYI0YHO-KHIIEUHBIX KPOBOTCUCHHMA
IIPU COBMECTHOM MPUMEHEHUHU C KOPTUKOCTEPOUIaMHU.

CHmxaeT 3¢ (EeKTUBHOCTh YPUKO3YPUUECKUX JIEKApPCTBEHHBIX CPEACTB, YCHJIMBAET JEWUCTBUE
AQHTHUKOATYNISHTOB, (HUOPUHOIUTUKOB, TOOOYHBIE 3()(PEKTHl MHHEPATOKOPTUKOCTEPOUIOB U
[JIIOKOKOPTUKOCTEPOUIOB,  SCTPOTEHOB;  CHIDKACT  3(P(PEKTUBHOCTh  THUIOTCH3MBHBIX
JIEKapPCTBEHHBIX CPEJICTB U AUYPETUKOB.

NHIyKTOpEI MHUKPOCOMAJIBHOTO OKHCIEHHS B TedeHU ((EHUTOWH, STaHOJ, OapOUTypaThl,
pudpamnuuuH, GeHUIO0YTa30H, TPULUKINUECKUE aHTHICIPECCAHTHI) YBEINYUBAIOT MPOIYKIIHIO
THJIPOKCHIIMPOBAHHBIX aKTUBHBIX MeTa00IUTOB. COBMECTHOE TPUMEHEHHE C aHTHArPEraHTaMu 1
CEJICKTUBHBIMA HHTHOUTOpaMU OOpaTHOrO 3axBaTa CEPOTOHHMHA MOBBINIAET PUCK pPa3BUTHUS
KEITYA0YHO-KUILIEYHOTO KPOBOTEUECHHUS.

OpnHoBpeMeHHOE IpUMEHEHNE cepAeuHbix rnuko3uoB 1 HIIBII MoxkeT ycunuBaTh cepAeuHyro
HEI0CTaTOYHOCTh, CHUXKATh CKOPOCTh KIIyOOUKOBOW (PUIBTpAllMM M YBEJIWYHBATDH IJIA3MEHHBIN
YPOBEHb CEPJCUYHbIX INIUKO3HIOB.

He BbIIBIIEHO B3auMOIEHCTBUS MTPU MPUMEHEHUH TEHOKCUKaMa C [IMMETHUITHOM.

He BbBISBIEHO KIMHUYECKM 3HAYUMOTO B3aWMOJEHCTBUS IPU JIEUEHMM TEHOKCHKAMOM U
NEHUIWIJIAMUHOM WM TAPEHTEPAIBHBIM 30J10TOM.

[ToBbrmraercst puck HeppoTokcHuHOCTH Mpu coBMecTHOM npuMmeHeHnu HIIBII ¢ Takponumycom.
[ToBbllIaeTcst pUCK reMaToJIOrHYecKoi TOKkcuuHOCTH npu nipuMmeHenun HIIBII ¢ 3unoBynuaOM.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

[Tpuem npenapara Tekcapen mpu 6€peMEHHOCTH TPOTUBOIIOKA3aH.
JlakTamus
[Ipuem npenapara Tekcapen B nepuoi rpyIHOrO BCKapMIIMBaHUsI TPOTUBOIIOKA3aH.

DdepTUabHOCTD

B cBs3u ¢ oTpumarenbHBIM JIEUCTBHEM Ha (EPTUILHOCTH HE PEKOMEHAYETCS NPUMEHEHUE
mpenapara JKeHIIUHAM, JKEJAIoIMUM 3a0epeMeHeTh. Y MalueHTOK ¢ OecruioaueM (B TOM YHCIIe
MPOXOAIINX 00CIeIOBaHNE) PEKOMEH IYeTCS OTMEHHTD Mpemnapar.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarhb ¢
MeXaHUu3MaMHu

OmauM u3 HexenatenbHbIX A((EKTOB mMpernapaTa SBISICTCS TOJIOBOKPYKEHHE, ATO CJEAYyeT
YYUTBIBaTh B CHUTyallUsAX, TPEOYIOUIMX TMOBBIIIEHHOIO BHUMAaHMS, NpPU  YIPaBICHUH

TPAHCIIOPTHBIMU CPCACTBAMU UJIIN MCXAHU3MAMU.
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4.8. HexkennaTeibHbIe peakuuu

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIINN

HexenartenbHble peakiuu CrpynnupoBaHbl 110 CHUCTEMHO-OPTaHHBIM KJIacCaM C YKa3aHUEM
YacTOTHl WX BO3HWUKHOBEHHS B COOTBETCTBHHM C PEKOMCHIAIMSIMU BceMupHOW oOpraHU3aIiu
3IpaBoOXpaHeHus: odeHb 4yacto (> 1/10), wacto (= 1/100, Ho < 1/10), Hewacto (> 1/1000, HO

< 1/100), peaxo (= 1/10000, HO < 1/1000), ouenp peako (< 1/10000), yactoTa Heu3BecTHA (Ha

OCHOBAaHHMHU UMCIOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

CucTeMHO-OpPraHHbI Kjace Yacrora He:kenarenbHble peakuuu

Hapymenust co ctoponsl kpoBu | Hacto ATpaHyJI01UTO3, TEUKONECHUS

1 TUM(ATHIECKON CHCTEMBI Penxo AHeMust, TpPOMOOITUTONICHHU ST, TAHITUTONICHUS

Hapymenuss co  croponsl | HacTo ["osoBOKpyKEHME, roJIOBHAs 007b,

HEPBHOM CHUCTEMBI COHJIUBOCTb,  Jemlpeccusi,  BO30YyXIeHue,
CHIDKEHHUE CIIyXa, IIYM B YyIIaX, pa3JpaxxeHue
a3, HapylIeHUe 3peHust

Hapymenuss co  croponsl | Peako CepaeuHasi HEAOCTaTOYHOCTb, TAXUKAPIUS

cepana

Hapymenuss co  crtoponsl | Peako [ToBblllIEHHE apTEPHATIBHOTO JABJICHUS

COCYJIOB

KenynouHo-KuIIeYHbIE Ouenb Hucnerncus (TOIHOTa, PBOTA, U3XKO0ra, 1Uapes,

HapyLICHUS 4acTo METEOPU3M), HIIBII-racrponarus,
abIoMUHANIbHBIE 0O0JIM, CTOMATUT, AHOPEKCHS,
HapylieHne QyHKIUY IeYeHU

Penxo Usba3snenne camsuctoii o6omoukn JKKT,

KPOBOTEYEHHE (>KeTyJOYHO-KHILIEYHOE,
MaTO4YHOE, TeMOpPpPOUAAIbHOE), Tepdoparus
CTEHOK KHIIIEYHUKA

Hapymenust co cropons! koxu | Hacto KoxHblii 3ya, Cbllb, KPAIMBHULIA U 3pUTEMA

U MTOAKOKHBIX TKaHEU OueHnb doToaepmaTur, CUHIPOM CruBeHca-

penKo JxoHcona, cunapom Jlaienna

Hapymenust co croponsl nouek | Yacto [ToBblllIeHHE COMEpAKAHUS a30Ta MOYEBUHBI U

Y MOYEBBIBOJAIIUX TyTEH KpEaTHHHUHA B KPOBU

Oo6mue HapymieHus u peakiuu | Yacrora Ha d¢one nedeHns MoryT HaOIIONATHCS

B MECTE BBEACHUS HEU3BECTHA | ICUXUYECKHE HapyLIeHUss W  HapylIeHUe
oOMeHa BeIIecTB

Jlaboparopubie u | Yacrora ['mnepkpearnHuHEMUS,

WHCTPYMEHTAJIbHBIEC JAHHBIE HEU3BECTHA | TUNEepOMIUpyOuHEMus, MTOBBIIICHHE
KOHIICHTPALlUX a30Ta MOYEBHUHBI U AKTUBHOCTH
«IEYECHOYHBIX» TpaHCaMHUHAa3
(amaHMHAMHUHOTpaHC(epasbl [AJIT],
acriapraramuHoTpancdepassl [ACT], ramma-
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CucreMHO-OpranubIii kiace | Yacrora " Hexenarenbupie peaxnng -
TIIyTaMUITPaHCIIENTU A3 [ramma-I'T]),

YIJIMHEHUE BPEMEHU KPOBOTECUCHUS

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATEeNbHBIX pEeaKUusiX I0Clie pPETUCTpaluu
JICKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHnsi HelPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«oNb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs
coo0IaTe O JIIOOBIX MOJI03PEBAEMbIX HEXeNaTeIbHBIX PEeaKIUsAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIICHHS O HEXENaTEebHBIX peaklusix rocydapcTB — YJICHOB

EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

Poccuiickas Penepanus

denepanpHas cayx0a mo Haa3opy B chepe 3apaBooxpanenus (PocznpaBaanzop)
Anpec: 109012, r. MockBa, CnaBstHcKast miiomanis, a. 4, ctp. 1
Tenedon: +7 800 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEpHET:!

https://www.roszdravnadzor.gov.ru

PecnyOnuka Kazaxcran

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULMUHCKUX
m3nenuit» Komurera MemumuHCKOro #  ¢apMareBTUYECKOro KOHTPOJs MuHHCTEpCTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yi. A. UmanoBa, 13 (bL] «Hypcayner 2»)
Tenedon: +7 (7172) 235-135

OnektponHas novra: farm@dari.kz, pdic@dari.kz

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»: www.ndda.kz

4.9. Ilepeno3npoBka

CuMITOMBI

Cumnromsl (py OJJHOKPATHOM BBEJIEHUH): 00JIb B )KUBOTE, TOLIHOTA, PBOTA, SPO3UBHO-I3BEHHOE
nopaxxkenue JKKT, HapymmeHne GyHKITUN TOYEK U TIEYCHH, METa00TMYECKUH aIuio3.

Jleuenue

Cumnromatnueckass Tepanus (MOINEpKAHUE JKU3HEHHO BAXKHBIX (YHKIUH OpraHu3Ma).

['emonnanu3 manodhHeKTUBEH.


https://apc01.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.roszdravnadzor.gov.ru%2F&data=05%7C01%7CGalina.Titova%40drreddys.com%7C101683db6e604d06b00008daa603db49%7C6d14682b68a64a25af3d06615e146b1e%7C0%7C0%7C638004832737859446%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=SQ3jOn%2B2eJxhjVChwcocHs%2B3LFhUN0ZhHVGFqdY8zdY%3D&reserved=0
mailto:farm@dari.kz
mailto:pdlc@dari.kz
http://www.ndda.kz/
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5. DPAPMAKOJIOTHMYECKHE CBOVICTBA (MOCNEOCQBATENBHOCTL

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

®dapmakoTepaneBTUYeCKass TIPYIINa: [POTUBOBOCHAIUTENbHBIE U IPOTUBOPEBMATUYECKUE
Ipenaparsl; HECTEPOUJHbIE MPOTHBOBOCHAIMUTENIBHBIE M MPOTUBOPEBMATHYECKUE IIpENaparsl;
OKCHKaMBI.

Kon ATX: MOTACO02

Mexanusm aeiictBus u hapMakoauHaMudeckue 3O hEKThI

TeHnokcrukam, TPEACTABISIONINN COO0H THEHOTHA3MHOBOE IMPOM3BOJHOE OKCHKama, SBIISETCS
HECTEPOUIHBIM TPOTUBOBOCHAIUTENbHBIM CpPEACTBOM. [lOMHMO NPOTHBOBOCHANIUTEIHHOTO,
AQHAJIBIETHUYECKOTO U SKAPONMOHMKAIOUIETO JIEUCTBUS, TEHOKCHKAM TaKXe MPEnsTCTBYET
arperaniuu TpoMOOIUTOB. TeHOKCHKAM OKa3bIBaeT CBOE IMPOTHUBOBOCHATUTENHLHOE ICHCTBHE 3a
CYET IMO/IaBJICHUSI aKTUBHOCTH M30(E€PMEHTOB IIUKIOOKCUT€HA3bl, YUACTBYIOIINX B METa0OIU3ME
apaxuJIOHOBOM KUCIIOTHI, U, TAKUM 00pa3oM, MOJaBIsIeT CHHTE3 MPOCTarjJaHANMHOB. TEeHOKCHKaM
HE OKa3bIBAET BO3/ICUCTBUS HA aKTUBHOCTh JTUMTOOKCUTeHa3. Kpome Toro, TeHOKCUKaM MO/1aBIISET
HEKOTOpbIe (DYHKIIUU JIGHKOLMTOB, BKJIIOYas (HarommuTo3, BBICBOOOXKICHHE THUCTAMHHA U
YMEHbIIIAET COJEP)KaHNUE aKTUBHBIX PAaUKAJIOB B O4are BOCIAJICHHUS.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopbuus

Tenokcukam ObicTpo BcacbiBaeTcss u3 JXKKT B Hem3aMeHEHHOM BHJIE, €r0 OMOIOCTYMHOCTH
cocrasiseT 100 %.

MaxkcumanbHasi KOHIIeHTpanus B mia3mMe KpoBU (Cmax) OCIE IpUEMa BHYTPh JOCTUTAETCs Yepe3
24,

[Ipu npuemMe TeHOKCHKaMa MOCIE /bl MJIK OJTHOBPEMEHHO C aHTALM/IaMH YMEHBIIIAETCSI CKOPOCTb,
HO HE CTENeHb BCACHIBAaHUS TEHOKCHKaMa.

Pacnopenenenue

B kxpoBu TeHOKCHKaMm CBsi3bIBaeTCs ¢ Oenkamu Ha 99 %. TeHOKCHMKaM XOpOIIO MPOHHUKAET B
CHHOBUAIBHYIO  JKUJKOCTb,  XapaKTEPU3yeTCs  HUZKUM  CHCTEMHBIM  KJIMPEHCOM U
MPOJOKUTEIBHBIM TIEPHUOIOM IOITYBBIBEICHUS, YTO MO3BOJISIET MPUMEHSATh TEHOKCUKAM OJIMH
pa3 B CyTKH.

Buorpancdopmarus

[TouTr MOMTHOCTHIO META0OTU3UPYETCS B IEUCHU ITYTEM THAPOKCHIIUPOBAHHUS.

OIMMUAHALS

JIBe TpeTm BBEACHHOTO TEHOKCHMKAaMa BBIBOJUTCS ITIOYKAaMHU B BHJE HEAKTUBHOTO
5-THIPOKCUNHPUINIOBOTO METa0O0JIUTa, OCTABIIASCS YAacTh BBIBOJIUTCS C JKEIYBIO B BHIE

KOHBIOTHPOBAHHBIX THIPOKCHUMETa00IuTOB. Menee 1 % oT BBeZICHHOM /103bI BBIBOAUTCS TTOYKAMU
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B HCU3MCHCHHOM BUJIC.

[Ipy nIMTENHHOM NPUMEHEHUWH KyMYIALHMsS HE HAOJII0AAeTcs; CHIBOPOTOYHOE COJEpIKaHUe
TEHOKCHUKaMa Mpu 3ToM cocTtasiseT 10—15 Mxr/mi.

Cpenuuii mepuo/1 MOTYBBIBEICHUS COCTABIISICT MPUOIM3UTEIHHO 72 d.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
JlakT03bI MOHOTHApPAT

Kpaxman kykypy3HbIi

Kpaxmain npexxenaTtnHu3upoBaHHbBIN

Tanbk

Maruus creapat

[Inesounas obosouka (Onampait OY-S 22989 kenTslii)

I'mnpomennosa

Turana TMOKCHU]T

Makporon 400

Kemesa okcun xenThId

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTth pu TeMiieparype He Boie 25 °C B OpUTHHAIBLHON ymakoBKke (OJIUCTep B mayke) Aiis
3aIUTHI OT CBETA.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

ITo 10 tabnetok B 6iuctepe u3 [IBX/amomunmneBoit ¢poasru. [lo 1 Giuctepy BMecTe ¢ IMCTKOM-
BKJIQIBIIIIEM MOMEIAIOT B TAYKY KAPTOHHYIO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMHM HMCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  INpemapara WIH OTX0A0B, IOJY4YEHHBIX [0CJie TMPHUMEHEHUs
JIEKAPCTBEHHOI 0 Mpenapara, u Apyrue MAaHUILYJISIIHHU ¢ PenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI
Nunna

H-p Pennu’c JTaboparopuc JIta. / Dr. Reddy’s Laboratories Ltd.
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8-2-337, Poan Ne 3, bamxkapa Xwuic, Xaitnepadas, Tﬁﬂfﬁ&ﬁé‘-’%ﬁ&é@&fﬁ%@ ':8]_2:-'3':§:7:,":51.i0ad

No. 3, Banjara Hills, Hyderabad, Telangana-500034, India
Tenedon: +91 40 4900 2900
dakc: +91 40 4900 2999

DnekTpoHHas rmovra: mail@drreddys.com

7.1. [IpencraBuTeib AepKaTENs PErHCTPALMOHHOIO YA0CTOBEPEHUS
[IpeTen3un moTpedbuTeNel HaPaBIATh MO aAPECy:

Poccuiickas Penepanus

[IpencraBurensctBo pupmsl «JI-p Penan’c Jlabopatopuc JIta.»
115035, Poccumiickas @eneparus, r. MockBa, OBUMHHUKOBCKas Hao., 1. 20, cTp. 1
Ten.: +7 (495) 795-39-39

E-mail: adverse@drreddys.com

PecnyOnuka Kazaxcran

TOO «/Ip Pegnuc Jlabopatopuc Kazaxcran»
050040, Pecniybnuka Kazaxcran, r. AnMartsl, yi. TumupszeBa 28B, oduc 905.
Tenedon: +7 (727) 313 25 10, +7 701 757 19 56

OnextponHas noyra: pharmacovigilance.kz@drreddys.com

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHHUA

9. JATA NEPBUYHOM PETMCTPAIIMUA (IIOATBEPXJIEHUSA PETMCTPAIIMUN,
IHNEPEPETUCTPALINN)

10. JATA IEPECMOTPA TEKCTA
OO0mast xapakTepuCTHKa JIEKApCTBEHHOTo MpenapaTa Tekcapen noctynHa Ha HHPOPMALMOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH()OPMAITMOHHO-KOMMYHHKAIIHOHHON CETH

«HaTepHeT https://eec.eaeunion.org.

11


mailto:adverse@drreddys.com
https://eec.eaeunion.org/

	ОБЩАЯ ХАРАКТЕРИСТИКА ЛЕКАРСТВЕННОГО ПРЕПАРАТА
	1. НАИМЕНОВАНИЕ ЛЕКАРСТВЕННОГО ПРЕПАРАТА
	Тексаред, 20 мг, таблетки, покрытые пленочной оболочкой.
	2. КАЧЕСТВЕННЫЙ И КОЛИЧЕСТВЕННЫЙ СОСТАВ
	Действующее вещество: теноксикам.
	Полный перечень вспомогательных веществ приведен в разделе 6.1.
	3. ЛЕКАРСТВЕННАЯ ФОРМА
	Таблетки, покрытые пленочной оболочкой.
	Желтого с коричневым оттенком цвета овальные, двояковыпуклые таблетки, покрытые пленочной оболочкой, с риской на одной стороне. На поперечном разрезе ядро ярко-желтого цвета.
	Риска не предназначена для разламывания таблетки.
	4. КЛИНИЧЕСКИЕ ДАННЫЕ
	4.1. Показания к применению
	Препарат Тексаред показан к применению у взрослых в возрасте от 18 лет для лечения:
	Препарат предназначен для симптоматической терапии, уменьшения боли и воспаления на момент применения, на прогрессирование заболевания не влияет.
	4.2. Режим дозирования и способ применения
	Режим дозирования
	Препарат Тексаред следует с осторожностью применять у пациентов с перечисленными ниже заболеваниями и состояниями:
	4.5. Взаимодействие с другими лекарственными препаратами и другие виды взаимодействия
	4.6. Фертильность, беременность и лактация
	4.7. Влияние на способность управлять транспортными средствами и работать с механизмами
	Одним из нежелательных эффектов препарата является головокружение, это следует учитывать в ситуациях, требующих повышенного внимания, при управлении транспортными средствами или механизмами.
	4.8. Нежелательные реакции
	Сообщение о подозреваемых нежелательных реакциях
	Важно сообщать о подозреваемых нежелательных реакциях после регистрации лекарственного препарата с целью обеспечения непрерывного мониторинга соотношения «польза – риск» лекарственного препарата. Медицинским работникам рекомендуется сообщать о любых п...
	Российская Федерация
	Федеральная служба по надзору в сфере здравоохранения (Росздравнадзор)
	Адрес: 109012, г. Москва, Славянская площадь, д. 4, стр. 1
	Телефон: +7 800 550-99-03
	Электронная почта: pharm@roszdravnadzor.gov.ru
	4.9. Передозировка

	5. ФАРМАКОЛОГИЧЕСКИЕ СВОЙСТВА
	5.1. Фармакодинамические свойства
	5.2. Фармакокинетические свойства

	6. ФАРМАЦЕВТИЧЕСКИЕ СВОЙСТВА
	6.1. Перечень вспомогательных веществ
	6.3. Срок годности (срок хранения)
	3 года.
	6.4. Особые меры предосторожности при хранении

	7. ДЕРЖАТЕЛЬ РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ
	Российская Федерация
	Представительство фирмы «Д-р Редди’с Лабораторис Лтд.»
	115035, Российская Федерация, г. Москва, Овчинниковская наб., д. 20, стр. 1
	Тел.: +7 (495) 795-39-39
	E-mail: adverse@drreddys.com
	8. НОМЕР РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ
	9. ДАТА ПЕРВИЧНОЙ РЕГИСТРАЦИИ (ПОДТВЕРЖДЕНИЯ РЕГИСТРАЦИИ, ПЕРЕРЕГИСТРАЦИИ)
	10. ДАТА ПЕРЕСМОТРА ТЕКСТА
	Общая характеристика лекарственного препарата Тексаред доступна на информационном портале Евразийского экономического союза в информационно-коммуникационной сети «Интернет» https://eec.eaeunion.org.


