COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.07.2024 N= 133952
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Ileneopexc®, 100 mr, 200 Mr, KancyJibl

JlelicTByo1IIee BELIECTBO: IETEKOKCHO

ITepen npuemom npenapara nNoJTHOCTHIO NPOYHUTANTE JIUCTOK-BKJIAAILI, IOCKOJIbKY B HEM
coJepskaTcs BaxkHble 1Jis1 Bac cBenenus.

Coxpanute TUCTOK-BKJIaAbII. Bo3mMoxxHO, BaM moTpebyeTcst mpodynTaTh ero eie pas.

Ecnu y Bac BO3HMKJIM JJOTIOJIHUTEIbHBIE BOIPOCH], OOPATUTECH K JIEUAIIEMY Bpauy.

[Tpenapat Ha3sHaueH umeHHo Bam. He nepenaBaiite ero apyrum moaaM. OH MOXKET HaBPEIUTH
UM, JIaX€e €CIIM CUMIITOMBI UX 3a00J1€BaHMs COBIIaJa0T ¢ Bamumu.

Ecnu y Bac Bo3HMKIM Kakue-1MOO HEXeNaTelbHbIE peaKlMM, 0OpaTUTECh K JieHalleMy Bpady.
JlanHast pekoMeHaalusl pacpoCTPaHIETCsl Ha JIH00ble BO3MOXKHbBIE HEXKEIATENIbHbIE pEaKlliu, B

TOM 4YHCJIC Ha TC, KOTOPLIC HC IICPCUNCIICHLI B pa3aciic 4 JIncTka-BKIaAbIIIIA.

COJAEPKAHHUE JINCTKA-BKJUIABIIITA
1. Uto u3 cebs npencTapiser npenapar Llene6pexc®, u ais 4ero ero mpuMeHSIOT.
2. O ueM creyeT 3HaTh nepes npueMoM npenapata Llene6pexc®.
3. IIpuem npenapara ILlene6pexc®.
4. Bo3MOXHbBIE HeXEIIATCIbHBIC PEAKIIHH.

5. Xpanenue npenaparta I{ene6pexc®.

6. CO,[[ep)KI/IMOG YIIaKOBKH U IIPOYUC CBCACHUS.

1. Yro u3 ceds npencrasiasier npenapat Leae6pexc®, u 1Jist 4ero ero NpuMeHsIIOT
@dapMakoTepaneBTUYeCKas TIpynna: MPOTUBOBOCHAIUTENbHbBIE M IMPOTHBOPEBMATHUUYECKUE
IpenapaTsl; HECTEPOUAHbIE MPOTHBOBOCHAIMTEIbHBIE U MPOTUBOPEBMATUYECKUE IpEnaparsl;
KOKCHOBI.

Ipenapar Llene6pekc® oTHOCHTCS K TpyNIe JEKapCTBEHHBIX CPENCTB, HA3BIBAEMBIX
HECTEPOUIHBIMU MPOTHBOBOCTIANUTENbHBIME MTpenapatamu (HIIBII), B vacTHOCTH, K TOATPYIIIE
UHTHOUTOpOB  mMKIOOKcUreHasnl-2  (LIOI-2).  Opranusm  d4enmoBeka  BbIpaOaTbIBaeT
IIpOCTarjaHAnHbI, KOTOPhIE MOTYT BbI3bIBaTh 00J1b ¥ Bocniasienue. [Ipu Takux 3aboneBaHusIX, Kak,
HanpuMep, pPEBMATOUAHBIA apTPUT U OCTEOAPTPUT, OpPraHU3M BbIpaOaThIBaeT Oouible
npocrarnasauHoB. JleficTeue npenapara Llene6pexc® peanusyercs 3a cueT CHUKEHHUS BBIPAOOTKI
MPOCTArjaHAMHOB, YTO TEM CaMbIM YMEHbIIIAeT 00JIb U BOCHAJIIEHHUE.

Iloka3zaHus K NIPUMEHEHHIO

JlexapcTBennsiii npenapat Iene6pexc® npuMeHsieTcs 10 claeylomuM MOKa3aHHsAM Y B3POCIIBIX B

BO3pacre ot 18 jer:
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CIIOHTUJINTA;
e bonesoii cunapom (001K B CIIMHE, KOCTHO-MBILIEYHBIE, [10CJICONEPALMOHHBIE U IPYTUE BUIbI
6omm);
e JleueHue 601€3HEHHBIX MEHCTpYaLUii (IEpBUYHAS TUCMEHOPES).
Cnoco6 geiicreust mpenapara Ileneopexc®
JlanHoe JneHlCTByrOIIee BEmIECTBO  (IETMEKOKCHO) o00namaeT MPOTHBOBOCIAIUTEIBHBIM,
00e300IMBAIOIIUM U JKapOIOHMKAIOLIMM JeHCTBUEM, OJOKHPYsS 00pa30BaHHE BOCIIAIUTEIBHBIX
MIPOCTarjaHANHOB B OCHOBHOM 3a cueT uaruouposanus [1OI'-2. Beipabotka [1OI'-2 nmpoucxoaut
B OTBET Ha BOCIAJICHHUE U MPUBOAUT K CHHTE3y U HAKOIICHUIO TPOCTArJaHANHOB, B OCOOEHHOCTH
npocrariaaiauia Bz, mpu 3ToM IpoucxoauT ycuiieHue NposiBIeHU BocrianeHus (oTek u 0oiib). B
TEpareBTUYECKUX J103aX y YEJIOBEKa LEJIEKOKCHUO 3HAYMMO HE MOJABISET LMKIOOKCUIeHasy-1
(ITOT™-1) u He oka3bIBaeT BIUSHUS Ha IPOCTATJIaHANHbI, CHHTE3UPYEMbIE B pe3yJIbTaTe aKTHBAIIUU
I[IOI'-1, a Takke He OKa3bIBaeT BIUSHUS Ha HOpPMajbHbIe (U3HOIOTMYECKHUE IPOIECCHI,
cBsa3anHble ¢ [{OI'-1 u nporekaromye B TKaHIX, U IPEKIE BCETO B TKAHAX JKEIyJIKa, KUIIEYHUKA

U TpOMOOIUTAX.

2. O ueM ciieayer 3HATh nepel npuemom npenapara Ileneopexc®

IIpoTruBonokaszanus

He npunumaiite npenapar Ienedpexc®, ecin:

e amieprus (TUNEPUYYBCTBUTENBHOCTb) K IIENIEKOKCUOYy WIW K JIPYTUM KOMIIOHEHTaM
nexapcTBeHHOro npenapara Llene6pexc® (mepeunciens! B pasziene 6 TUCTKa-BKIAbIIIA);

® 3BECTHAs MOBBINIEHHAS YYBCTBUTEIBHOCTh K aHTHOMOTHKAM M3 TPYIIIHI CYIb()OHAMHUIOB,;

® [IOJJHOE WJIM HEMOJHOE COYeTaHHWe OpPOHXHMAJIbHOM acTMBbl, MEPUOANYECKH BO3HUKAIOLIUX
T0OPOKAYECTBEHHBIX Pa3pacTaHUil CIU3UCTON 00O0JIOUKHU (PEIUIUBUPYIOIINI MTOJUII03) HOCA
U OKOJIOHOCOBBIX Ma3yX U HEMEPEHOCHMOCTH aCMUpPUHA (ALETUICATHIIUIOBON KUCIOTHI) UITN
npyrux HIIBII, Bkmouas npyrue uaruourops! LIOI'-2 (B Tom ymcie B aHaMHe3e);

® [IepHO/ MOCe MPOBEIECHNUS ONepalii A0PTOKOPOHAPHOTO IIYHTHPOBAHUS;

® QAKTUBHBIE DHPO3UBHO-SI3BEHHBIC TMOPAKEHHS CIM3UCTOH  OOOJOYKM JKEIyAKa WU
JIBEHA/IIIATUTIEPCTHON KHILKH, WM SI3BeHHAas OOJIe3Hb JKENyAKa WU JBEHAAIATUIIEPCTHOMN
KHIIKU B CTAJUU 00OCTPEHUS UITH JKeITyTI0YHO-KUIIIEYHOE KPOBOTEUCHHE;

e BOCHAIMTENbHBIE 3a0o0yieBaHMs KumiedyHuka (Oone3np KpoHa, s3BeHHBIN KoiMT) B (hasze
obocTpeHus;

e XxpoHuyeckas cepaeyHas HexoctaroyHocts (II-IV  dyHkumoHanpHBIA — Kjacc 1o
kiraccudukarmn Horo-Mopkekoit kapauonorundeckoit acconuarmu [NYHA]);
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nepudepuyeckux — apTepuii M COCyAHCThie  3a00JeBaHUS  TOJIOBHOTO  MO3ra
(epeOpoBacKyIsIpHBIC) B BRIPAXKCHHOM CTAINU;

® KPOBOM3JIMSHHE B MO3T (reMOpParnyecKuii HHCYJIbT);

® KPOBOM3JIMSHUE B TOJIOCTh MEXAy OOOJOYKaMH TOJOBHOTO MO3ra (cyOapaxHOWUIAIBHOE
KPOBOU3JIMSHUE);

e OCpeMEHHOCTh W Tepuoj rpyAaHoro BckapmimBanus (CMm. pasgen 2, moapaszien
«bepeMeHHOCTD, Ipy/THOE BCKapMIIMBaHHE M (DEPTUIILHOCTHY);

e TsDKeNas MeYeHOYHasi HeIOCTATOYHOCTD (OMBIT IPUMEHEHUS! OTCYTCTBYET);

® TSKeNas TIOYeYHas HEJOCTaTOYHOCTh (KIMpeHC KpeaTMHMHAa MeHee 30 Mi/MuH),
Iporpeccupyolme 3a00aeBaHus OYEK, OATBEPKICHHOE MTOBBIILIEHUE COACPKAHUS KalUs B
KpOBH (THITEpKaIneMusi) [OMbIT MPUMEHEHHUS OTCYTCTBYET];

e neduuUT MaKTa3bl, HEIEPEHOCHUMOCTD JIAKTO3bI, TIIFOKO30-TAJIAKTO3HAS MAJIbaOCOPOIIHS;

e Brpr mutanmie 18 et (onbIT IPUMEHEHUSI OTCYTCTBYET).

Oco0ble ykazaHHus 1 MepbI NIPEeI0CTOPOKHOCTH

Oco0ble ykazanust

[penapar  Llenebpekc®, yunmTbIBas KapOIOHMIKAIOIIEE JEHCTBUE, MOXKET  CHHU3HUTDH

JMAarHOCTUYECKYI0 3HAYUMOCTh TAaKOTO CHMIITOMA, KaK JINXOPAJKa, ¥ TOBJIHUATh HA JHATHOCTHKY

uHpekuu. Crneayer u30eratb OJHOBPEMEHHOTO NpuMeHeHus uenekokcu6a u HIIBIL, He

coJIepKalliX aCIUpPHUH.

I[lepen HauanoM TepamMu M B Ipoliecce NpueMa Ipenaparta llene6pexc® coobmure Barmemy

JevalemMy Bpauy, €ciu:

e BrI ctpagaere 3a0oneBanusaMu cepaeuno-cocyauctoit cucteMsl (CCC), Tak Kak 1EIeKOKCUO
MOJKET YBETHUNBATh PHCK Cephe3HBIX ocaoxHeHui co ctoporsl CCC (TpomO0o0Opa3oBanHue,
UH(APKT MUOKAP/Ia ¥ HHCYJIBT, KOTOPBIE MOTYT MPUBECTH K JICTATbHOMY HCXO0.y.). [t Bcex
HIIBII xapakTtepeH pHCK BO3HMKHOBEHMsI ocioxkHeHui co croposl CCC. Puck
BO3HHMKHOBEHHS ATHX pEaKIMi MOXKET BO3pacTaTh C /1030 M JUIMTEIbHOCTBIO IpHEMa
npemnapara. YToObl MUHMMH3HMPOBATh PUCK Pa3BUTHS CEPAECYHO-COCYIHUCTHIX 3a00JeBaHUN
(CC3), nevammii Bpay Ha3HauuT npenapar llenedpexc® B MUHMMAIBEHOM 2 dEKTUBHOI 103¢€
U MUHMMaJbHO BO3MOXHBIM KypcoM. HeoOxoaumMo wuMeTh B BHIY BO3MOXXHOCTb
BO3HUKHOBEHHUSI TaKMX OCIOXHEHUH Nake MPH OTCYTCTBUU PaHEe M3BECTHBIX CHMIITTOMOB
Hapymenuss ¢ynkuun CCC. B ciydae Bo3HUKHOBeHHsS cuUMITOMOB 3aboneBanus CCC,
Hampumep, OoJib B TPYJHOW KJIETKE, BHE3alHOE OHEMEHHUE, CIyTAHHOCTh CO3HaHUS,
HEMeJIEHHO 00paTuTeCh K Bpauy;

e B MNPpUHHUMACTC NpCrapaTbl, BIUAKOIMIUC HA CBCPTBIBACMOCTH KPOBHU (aHTI/IaneTaHTHBIe
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pa3BUTHs TPOMOOIMOOINYECKUX OCIOXKHEHUH (3aKylnopka COCyJOB CrycTKaMu KposH). B
CBSI3U CO c1a0bIM JIeHiCTBHEM IeJIEKOKCHOa Ha (DYHKIIMIO TPOMOOIIUTOB, OH HE MOKET SIBJISITHCS
3aMEHOM aleTHIICAINIMIOBON KUCIOTHI AJIs IPO(UIAKTUKHA TpoMO03IMOomnu. B cBsi3u ¢ aTum
HE MpeKpallaiiTe NpHUeM aHTHArperaHTHOW Tepanuu (HalpuMep, AaleTUICATUIUIOBON
KHUCIIOTBI), eclii y Bac ecTh pucK pa3BUTHS TPOMOOIMOOIHYECKUX OCIIOKHCHHUH;

Bbl cTpajaeTe noBbIIEHHBIM J1aBlieHUEM (apTepuanbHoil runeprensueil). Kak u sce HIIBII,
LIEJIEKOKCUO MOJKET MPUBOAUTH K MOBBIICHUIO apTEPUATIbHOIO JIaBJIECHUS, YTO MOXKET CTaTh
TaKke MpUIUHON ocioxHeHuit co croponsl CCC. Bee HIIBII, B ToM 4ncie u nenekokcuo, y
NAalMCHTOB C IIOBBILICHHBIM JaBJCHHEM (apTCPHAIBHON T'MIEPTEH3HEH) JTOJDKHBI
IIPUMEHSTHCSI C OCTOPOXKHOCThI0. HEeo0X01MMO KOHTPOIMPOBATh apTEpUAILHOE /1aBJICHUE B
Hayajle Tepanuu 1eJeKOKCHOoM, a TakKe B TeueHue Kypca jeueHus. Eciu Ha ¢oHe npuema
npenapata Llene6pexc® y Bac 6bIBAIOT SMH30/bI HOBBIIEHHOTO APTEPUANBHOTO JABIEHHS,
IIPOKOHCYJIBTUPYHTECH C JICYaLIUM BpPayoM;

Bel crpajanmu wim ctpagaere 3a0oJjeBaHHAMH KenynouHo-kumeynoro tpakta (OKKT)
[s3BeHHast OOJIE3HB XKeTyIKa H/WUIK IBEHAALATUIIEPCTHON KUILIKH, KPOBOTCUCHHS U3 OPraHOB
XKKT, nppyrue Bocnamurenbhbie mnporeccsl B JKKT]. YV manueHToB, NpHUHUMABIIMX
LIeJIEKOKCUO, HAaOI0aIUCh Cllyyal HapylIeHUs LIeJOCTHOCTH CTEHKU opraHa (nepdgoparus),
n3bs3BieHus U KpoBoTeueHHs u3 JKKT. Puck pa3ButHs 3THUX OCIOKHEHHMM IIPH JICYEHUHU
HIIBII nauGonee BBICOK y MOXKMIBIX Tioael, manueHToB ¢ CC3, U MalMeHTOB ¢ TaKUMH
3aboneBanusaMu JKKT kak s3Ba, KpoBOTE€UEHHE, BOCHATUTENbHBbIE MPOLECCHl B CTaJIUU
o0octpenuss u B aHaMmHe3ze. CooOuuTe JedamieMy Bpady, ecad Bbl npuHumaere
TrOPMOHaJIbHBIE — Mpenaparbl  (IJIFOKOKOPTUKOCTEPOUbI), Ipenaparhbl, BIUAIOLIME Ha
CBEPTHIBAEMOCTb KPOBH (AaHTHKOATYJISIHTBI) M aHTHArpeTraHThI (alleTUIICATMIIUIOBas KUCIIOTA),
B TEUEHUE JUIUTEIBHOIO IEPUOAA BPEMEHHN IPUHUMAIIH WM IPOJOJKAETE IPUHUMATh JPYyTHe
HIIBII, kypure, ynotpebisieTe ankoroyib, TaKk Kak BCE BBIIIECIIEPEUNCICHHOE OTHOCHUTCS K
¢dakTopam pucka pa3zButHs kpoBoTeueHHs U3 JKKT. BonbIIMHCTBO CIOHTaHHBIX COOOIIEHUIH
0 cepbe3Hbix Mo0ouHbIX dpdextax Ha KKT oTHOCHIMCH K MOXHIBIM U OCIaOJIEHHBIM
nanyeHTam,

Bl mpuHMMaeTe mpenapartbl, BIMSIONIME Ha CBEPTHIBAEMOCTh KPOBH (aHTHUKOATYJISHTBHI),
Hanpumep, BapdapuH, anukcabaH, qaburarpan ¥ puBapokcadaH, Tak Kak COIyTCTBYIOLIEe
JIeYeHWE JaHHBIMU JIEKApPCTBEHHBIMHM IpenaparaMy yBEJIWYUBAET PUCK KPOBOTEUEHUH.
Coobmanoch 0 cepbe3HbIX (HEKOTOpbhIe M3 HHUX ObLIM (haTalbHBIMU) KPOBOTCUCHHSAX Y
MAlMEHTOB, KOTOPbIE MOJIy4ay COMYTCTBYIOIIEE JIeYeHHEe BappapUHOM WM aHAJIOTMYHBIMU
cpeacTBamMu. Bam neuamuii Bpad mocne Hauyana jedeHus npenapatoM llene6pexc® mmm
U3MEHEHHs €ro J03bl, €clIM Bbl OZHOBPEMEHHO IMOJIy4aeTe TEPAIUI0 IE€POPATBHBIMU
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COCTOSIHUS CBEepThIBatoIel cuctembl kpoBu (CM. paznen 2, nonpaszaen «/pyrue npenaparsl u
npenapar L{eneOpekc®»);

Y Bac naOmromaercs 3aJep’kKKa XKHAKOCTH, OTEKH, AMArHOCTUPOBAHO JAPYroe COCTOSHUE,
npeapacnoiarapee K 3aIepKKe >KUAKOCTH B OpPraHu3Me, B TOM YHCIE CeplAeyYHas
HEI0CTaTOYHOCTh, Wi BBl MpUHMMaeTe MOYeroHHbIE IpenapaThl (quypetukn). Ecinu Ha ¢pone
npuema rpenapara Llene6pexc® y Bac BOSHUKIN OTeKH, NPOKOHCYILTUPYHTECH C JIeUalluM
BpayoMm;

Y Bac nuarHoCTHpOBaHBI HApyIICHUs (YHKIMH MOYEK W/ WM (PYHKIMU TEUEHU CpeaHel
creneHu Tsokectd. Eciu Bel crapiie 65 et w/unu Bel ctpagaere 3abosieBaHueM MOYEK W/MITN
nevyeHu, Bam jedanuii Bpau MOXET Ha3HAUUTH JIOTOJHHUTENbHBIE O0OCIETOBaHUS C IENbIO
koHTpoJis yHkimu modek (Cm. pasmen 3). Eciu Bbl 00e3BOXKEHBI, 10 Hadaiga Teparuu
npenapatoM Llene6pekc®, Bam nevamuii Bpau MOMKET HPOBECTH MEPONPHUSTHS,
HaIpaBlIEHHbIE HA BOCIIOTHEHHE 00beMa )KUJIKOCTH B OPraHU3ME;

Br1 cTpanmaere TspKeNnoW MpOrpeccCUpyrolled MOoYeYHOM HEOOCTaTOYHOCThIO. Bamn nevammit
Bpau MOXeET yYallle Ha3HayaTh 0OCJeOBaHMS, HAIPaBICHHBIE HA KOHTPOJIb (DYHKIIMUA MOYEK
(Cm. paszen 3);

Br1 cTpagaere neyeHOYHOM HEAOCTATOYHOCTBIO CPEIHEN CTEIICHU TSHKECTU. B TaHHOM ciiydae
Bam nevanmuii Bpau MOXET CHU3UTh HAuyaJlbHYK) PEKOMEHJIOBAHHYKO 03y Ipenapara
Ieneopexc® Basoe. Ilpemapar IleneOpexc® He ciexyeT NPUMEHATh Yy MAIMEHTOB C
HapylleHrneM (QYHKIMH MEeYeHH TsbKenol creneHu Tsbkectd (kimacc C mo kimaccuuKariu
Yaitnn-I1e10). B HEKOTOPBIX ciydasix Ha (oHEe mpremMa IeJIeKOKCH0a HaOII0JaTNCh TKEIIbIe
peaKku CO CTOPOHBI TEYEHH, BKIIOYAs CTPEMHUTENBHOE pa3pyLIEHUE TKAHU MEYEHU
(bynbMUHAHTHBIN TEMATUT) [MHOTIA C JIETATBHBIM HMCXOJOM|, pa3pylIeHUE TKAHU TMEUYEHU
(HEeKpo3) W TIEYEHOYHas HEJOCTaTOYHOCTh (MHOTJAa C JIETAIbHBIM HCXOAOM WM
HEe0OXOUMOCTBIO TpaHCIUIaHTAMK nedeHu). Eciu y Bac ecTh mpu3HAKU W/WIIM CUMITOMBI
HapyuieHus: (yHKIUM TEeYeHU, WIM OTKJIOHEHHUS OT HOPMBI B JIaDOpPaTOPHBIX aHalM3ax,
yKa3bIBAIOIIUX Ha HapylleHue (yHKIMHU eYeHu, Bal nedaniuii Bpad MOKeT yallle Ha3HavyaTh
oOcieoBaHMs, HaIpaBJICHHbIE Ha KOHTPOJIb COCTOSHUSI II€UYE€HH BO BpeMsl JICUECHHUS
npenaparom Llene6pexc®;

BbI CKIOHHBI K Pa3BUTHIO aliepruueckux peakiuii. IIpu mpueme npenapata Ilene6pexc®
ObUIM 3aperuCTPUPOBAHbI CIy4yau TSDKEIBIX ajulepruueckux (aHauIaKTUYECKUX) peakiuii
(Cm. pazmen 2, moxpasmen «IIpormBomokazanus»). Eciau Ha ¢oHe mpuema mpemapara
Iene6pexc® y Bac pasBunach amnepriadeckas peakius, MpeKpaTUTe IpHeM IIpernapara 1

MPOKOHCYJIbTUPYWUTECH C JICUAIIUM BPayOM;
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aJUIeprUiYecKoi peakuu. HemMeaneHHo nmpekpaTuTe nprueM Ipernapara u coo0mmre 06 3Tom
nedaniemy Bpauy. Kpaifne peako rnpu npueme 1ejiekokcuda 0TMEYaIuCh Cephe3HbIe PEaKuu
CO CTOPOHBI KOXXHBIX ITIOKPOBOB, TaKH€ KaK JICKQPCTBEHHAs PEaKIUs C YBEIMYCHHEM
KOJIMYECTBA Y03MHODHUIIOB B KpoBU (203uHODMINSA) U cucteMHbiMu cumntoMamu (DRESS-
CHHJIPOM), TOKpPacHEHHE M IIENYIICHUEe KOXHU (PKC(HOIMATUBHBIA JEPMATHUT), CHUHAPOM
CruBenca-/>xoHcoHa u TOKCHUYECKUI AU ACPMATbHBIN HEKPOJIU3 (octprie,
KU3HEYTpOXKAIOUIMEe  aJUIeprUuecKue  peaklUd,  XapaKTepusylomuecs  OOMIMPHBIM
MOpakeHUEM KOXKH B TOM YHCJE B BHJE 00pa30BaHUS Iy3bIpeil), HEKOTOPHIE M3 HUX ObUIH
¢datanbHbIMU. PHUCK TOSIBIEHHS TakuX peakuuii Oojiee BBICOK B Hayajie TeEpanuu, B
OOJIBIITMHCTBE OTMEUEHHBIX CITy4aeB TaKHE PEaKIIMU HAUMHAIIMCH B IIEPBBIN MECSI] TEPAInu;

e Bpl mnpuHuMaeTe TOpMOHaJIbHBIE TMpemnapaThl (IIIOKOKOpTUKOCTepouabl). [Ipemapar
Lene6pekc® He MOKET 3aMEHHTH ITIOKOKOPTUKOCTEPOHMbI MIIM MPUMEHSATHCS B KAuecTBE
Tepanuy rOpMOHAIBEHOM (TTIOKOKOPTUKOCTEPOUTHOW) HETOCTATOYHOCTH;

e Bpl mnpunumaere mnpemapartbl, Mmerabonmsupytomuecs uzopepmentom CYP2D6. beiio
YCTaHOBIICHO, YTO IEJIEKOKCHO SIBISIETCS YMEPEHHBIM HHTHOuTOpOM n3odepmenta CYP2DO,
II05TOMY B HEepHOJl Hayaja Tepanuu npenapatom Llenebpexc® neuaiuii Bpay MOKET CHU3HTD
703y TpermapaToB, Metabonmsupyromuxcs m3odepmenrom CYP2D6, a mocie OKOHYaHHS
nedyenus ysenumuuth (Cm. paszmen 2, moapasznen «Jlpyrme mnpemaparel W mpemnapar
Lene6pekc®).

JleTH ¥ NOAPOCTKH

[IpumeHenue npenaparta L{enedpekc® mpoTHBONOKa3aHo y AeTeil U MOAPOCTKOB Miajie 18 jer.

Jlpyrue npenapatbl 1 npenapart [eaedpexc®

Coob6mute Bamemy newamemy Bpady o TOM, 4TO Bbl mpuHUMaeTe, HelaBHO MPUHUMAIH WIN

MOJKETE HauaTh MPUHUMAThH KaKue-THO0 JIpyrue mpenaparTsl.

[TatmenTam, KOTOpBIE ABISAIOTCS MeIeHHbIMU MeTabosn3aropamu CYP2C9 (nnarnoctupoBaHsl

MyTallii Te€Ha TOTO WM HMHOTO (epMeHTa MeTaboim3Ma, B CBSI3W C 4eM (epMeHTaTHBHAs

AKTUBHOCTH CHIDKEHA WJTH OTCYTCTBYET) WIIM UMEETCS MTOI03PEHUE HA TAKOE COCTOSTHHE CIIETyeT

Ha3HayaTh IEJIEKOKCHO C OCTOPOXKHOCTHIO, MOCKOJBKY Y JAHHOM KaTeropHH MalMeHTOB MOTYT

OBITh AHOMAJIBFHO BBICOKHE KOHIICHTPAIMU TIpenapaTa B IUla3Me KpOBH. PekomeHmyercs

paccMOTpeTh BO3MOXHOCTh Hayaja TepanHH C MMOJOBHHBI MUHUMAJIbHONH PEKOMEHIYEMON J103bI

(Cm. pasnen 3).

Hurubutopst uzodepmenta CYP2C9

OnHOBpeMeHHOe NpuMeHeHue npenapata Llene6pexc® ¢ uarnéutopamu nsodepmenta CYP2C9
MOXET MPHUBECTHU K MOBBINICHUIO €0 KOHOCHTPAOWH B IJIa3ME KPOBHU. B Takux ClIydasx MOXKET
TIOHAI00MThCS CHIKEHHUE 10361 npenapata Lenebpexc®
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Nunykropse! nsodepmenta CYP2C9

OnHOBpeMeHHOE TIpuMeHenue npenapara Llene6pekc® ¢ numykropamu modepmenta CYP2CO,
TaKUMHU Kak pu(aMIuIuH, kapdaMazenuH U 0apOUTYypaThl, MOXKET NMPUBECTU K CHUIKECHUIO €ro
KOHIICHTPallMk B IUIa3Me KPOBU. B Takux ciydasX MOXKET MOHAIOOHMTHCS IMOBBIIICHUE 03I
npenapara Llene6pexc®.

BaD(baDI/IH U ApYIruc aHTUKOAr'yJIIHTBI

IIpu ogHOBpeMeHHOM TIpHeMe mpenapara lene6pexc® ¢ BaphapuHOM U APYTrHMH IIpeHapaTaMu,
PazKIKAIIUMUA KPOBb (aHTHKOATYJISIHTBI) BO3MOXKHO YBEIMYEHHE CKOPOCTU CBEPTHIBAHUS
kpoBu (mporpombuHOBOro Bpemenu) (Cm. paznmen 2, moapaszzmen «OcoOble yKa3aHUs U MeEphbI
IPETOCTOPOIKHOCTHIY).

dryKoHa30J, KETOKOHA30J1

[Tarmentam,  npuHumarommM  ¢urykoHazon — (uarubutop  mzodepmenta  CYP2C9

[MpOTUBOTPUOKOBBIA TMpemnapar]), CileayeT CHU3UTh PEKOMEHJOBaHHYIO 03y Ipernapara

®

Lleneopexc® BaBoe (Cm. pasmen 3). Kerokonazon (unruburop wusodpepmenta CYP3A4

[mpoTHBOTrpUOKOBEIIA Tpenapar|) He OKa3bIBaeT KIMHUYECKH 3HaUnMoro 3¢dekra Ha meTadbonmm3m
npenapara Ilene6pexc®.

HCKCTDOMGTODd)aH 1 MCTOIIPOJIOJI

OnHOBpeMEHHOE TIpMMeHeHHe mpenapata llenebpekc® BmecTe ¢ JeKCTpoMeTOp(haHoM
(MTPOTHBOKAIIIEBOE CPEICTBO) W METOIPOJIONIOM (CPEACTBO ISl CHWXKEHHS apTePUAIBHOTO
JIaBJIeHHUs ¥ HOpMalM3aluu puTMa cepauna) [cyocrparsr uszopepmenta CYP2D6] npuBogutr k
YBEJIMYEHHUIO KOHIIEHTPALlUK JaHHBIX MpernapaTroB B KpoBu. [losToMy B nmepron Havana Tepanuu
npenapatoM lleneGpekc® cremyeT CHU3UTH 103y IIPENaparoB, SABIAIOIIMXCA CyOCTpaTaMu
nzopepmenta CYP2D6, a mocie OkoHuaHMs jedeHMs npenapatoM llemeGpexc® o3y 3Tux
npenapatoB cienyer ysenuuuTh (Cm. pasgen 2, moapasnen «OcoOble yKkazaHUST U Mephl
IIPEIOCTOPOKHOCTI).

Merotpekcar

He otmeuanocs q)apMaKOKI/IHeTI/I‘-IeCKI/IX KIMHUYECKHU 3HAa4YUMbIX BSaI/IMOI[CI\/JICTBI/II\/'I MCKIAY
HEJIEKOKCUOOM U METOTPEKCATOM (IIPOTHUBOOITYXOJIEBOE CPENICTBO).

['MnoTeH3uBHEBIE IIpenapaThbl, BKIIOYAs MHT I/IGI/ITODBI / aHTaroHMCTBHI aHTMOTeH3MHa [l (I/IJ'II/I

OJIOKATOPBI AHTHOTEH3UHOBBIX PELIENTOPOB), ANYPETUKUA ¥ OeTa-aIpeH00JI0KATODEI

VY NoXuibIX MalueHTOB, 00€3BOKEHHBIX (B TOM YHCJE y MAllMEHTOB, MOIYYaloIIMX TEeparuio
MOYETOHHBIMHU TpenapaTaMiu) WiH y MalMeHTOB ¢ HapylIeHneM (QyHKIMH OYEK, OJHOBPEMEHHOE
npumenenne HIIBII, B Tom umcie npemaparta lleneGpekc®, ¢ MHIMOUTOpPaMH aHTHOTEH3MH-
npespamiaromero ¢epmenta (AIID) [cpeacTBa mist CHMKCHHS TaBJICHUs], aHTarOHHCTaAMH

anruotensuHa Il (cpencTsa Juiss CHHXKCHUS ABJICHHS) © MOYETOHHBIMHU (MYpETHKAMH), MOXKET
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HeocTaToyHOCTh. OOBIYHO JaHHbIe YPEeKTH 00paTUMbl. B CBsI3u ¢ 3TUM, cieayer cobaroaaTh
OCTOPOXKHOCTh IPU OJHOBPEMEHHOM NPUMEHEHHWHU 3THX HpenapatoB. B takux ciydasx Bam
Jevyaliui Bpad CHaydajga MOKET IPOBECTH IMPOLEAYpPbI 110 BOCIIOIHEHUIO 00beMa JKUAKOCTH B
OpraHu3Me, a 3aTeM HauMHaTh Tepanuio npenapatoM Llenebpexc®. Kpome Toro, Bam nevarumii
Bpay MOJKET MPOBECTH MOHUTOPHMHT (YHKIMM IOYEK B Hayaje Tepamuu M NEPUOTUYECKU
MOBTOPATH 00CIIEI0BAaHUE BO BPEMsI OIHOBPEMEHHOTO IIPUMEHEHUS TIPENapaToB.

[{uknocnopux

OnHOBpeMeHHOE NpuMeHeHHe npenapara llenebpexc® ¢ umkinocnopuHoM — (mpemapar,
NOJABJIAIONINI HIMMYHHYIO CUCTEMY ) MOJKET MOBBIIIATh PUCK Pa3BUTHA HEPPOTOKCUUHOCTH.
JlnypeTuku

HIIBIT y HeKOTOpbIX HAalMEHTOB MOTYT CHUXaTb 3(PQPEKTUBHOCTh (pypoceMuaa M THA3UIOB
(MOYETOHHBIE CPEJICTBA), 3TO CileyeT UMETh B BUIy NPM NpUMeHeHuH npenapata Llene6pexc®.
Jlutuit

[Ipy coBMEeCTHOM mpHeMe JMTHS W IEeJeKOKcHOa y 3J0pOBBIX JOOPOBOJIBIEB OTMEYAIOCh
HOBBIIIEHNE KOHLIEHTPALIMH JIUTHUS B IJIa3Me KpoBU npuMepHo Ha 17 %. [lanuenTsl, nonyyvaromiye
TEpanuIo JIMTUEM, IOJDKHBl HaXOIUThCS IO/ TIIATEJbHBIM HAOMIOJACHUEM INpU NpUEME WU
oTMeHe npenaparta Llene6pexc®.

Acnipun

Ipenapar Ilene6pekc® He BiMAET Ha MPOTUBOCBEPTHIBAIONIEE (AHTHAIPEraHTHOE) AeHCTBHE
acnMpHHA, IPUHUMAEMOT0 B HU3KUX 703ax (CM. paznen 2, noapaszaen «Ocolble yKa3aHUs U MephI
npenocTopoxkHocTy). Ilpenapar Ilenebpexc® o6namaer crmabbiM jeiicTBHEM Ha (YHKIHIO
TPOMOOIIMTOB, IO3TOMY €T0 HENb3sl pacCCMaTPUBATh KaK 3aMEHY aCIHUpHHA, TPUMEHIEMOTO IS
npodunaktuku CC3.

Jpyrue npenapatbl

He ormeuanoch KIMHUYECKH 3HAYMMBIX B3aUMOJIEHCTBUI MEXAY LIEIEKOKCHOOM M aHTall1aMu
(aTFOMUHMI- W MarHWii-cojiepiKaiue TMpenapaTbl [CpeacTBa Ui JICUCHHS IKEIyIKal),
OMEIpPAa30JIoM (CpPelICTBO Ui JIEYEHMs HKelyJKa), TIHOCHKIAMHUAOM (CaxapOoCHIKAIoIIee
CPEJICTBO), ¢deHuToMHOM  (NIPOTHBOCYJIOPO’KHOE  CPEACTBO)  WIM  TOJOYyTaMHUIOM
(caxapocHMKarolIee CpeICTBO).

VY 3nopoBbix no6pososbiieB HIIBII He oka3biBatoT BiusiHUS Ha (papMaKOKMHETUKY JUTOKCHHA
(cpencTBo Ui JieueHHUs CepAedHbIX 3aloneBaHuif). TeM He MeHee, NpPHU OJHOBPEMEHHOM
npuMeHeHun nurokcuHa u uHaometanwHa (HIIBIT) u uGynpodena (HIIBII) y mnamumentoB
OTMEYAJIOCh MOBBILIIEHHE KOHIEHTPAIMH JMICOKCMHA B IUIa3Me€ KpPOBH. ITO HEOOXOAUMO

IIPUHUMATh BO BHHMMAaHHUE IIPpU OJHOBPEMEHHOM IIPUMEHEHHH C JPYTMMH IpernapaTaMu,
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B3aMMOJICHCTBHH LIEICKOKCHOA U TUTOKCHHA. YuuThiBas npyrue 3¢ dexrs nenekokcnda va CCC,
CJIEZlyeT C OCTOPOXXHOCTHIO NMPUHHMATh €r0 OJHOBPEMEHHO C JUTOKCMHOM. B 3TOoM ciydae
PEKOMEHIyeTCsl THIATeNIbHO KOHTPOJIUPOBATH TOOOYHBIE PEAKIUH.

Ipenapar Llenedpexc® ¢ numieli, HANUTKAMHA H AJKOr0J1eM

Ipenapar Llene6pexc® MoKeT mpUMeHATHCS KaK ¢ MUIIEH, Tak u 6e3 Hee.

¥ ¢ ankorosnem sBnseTcs HaKTOPOM pHCKa

OpnHoBpeMeHHOE TIpUMEHEeHHe TpemnapaTa Lleneopekc
paszButus kpoBoreueHui u3z KKT. He pexomenayercst ynoTpeOasaTh alkoroib Ha (oHe mpuema
npenapara Llene6pexc®.

bepeMeHHOCTDb, rPy/IHOE BCKAPMJIMBaHUE U (PePTHIBLHOCTH

Eciin Bbl GepeMeHHBI WM KOPMHTE TPYIbIO, AyMaeTe, 4To 3abepeMeHENd WIH TUTAHUPYeTe
OepeMeHHOCTh, Iepe/ HayaloM MPUMEHEHUs IMpernapara MNPOKOHCYJIbTUPYWUTECh C JieHallluM
BpPayOM.

bepemennocms

[Ipumenenne npenapara Llene6pexc® IpOTHBOMOKA3aHO BO BPEMs OEPEMEHHOCTH.

OTCyTCTBYIOT AOCTaTOYHBIC JaHHBIC MO MPUMEHEHHIO IEJIEKOKCHOa Yy OEpPEeMEHHBIX KEHIIHH.
[loTeHUMANbHEI pUCK NpuMeHeHHs Tpenapata Llene6pekc® Bo Bpems OepeMEHHOCTH He
YCTaHOBJICH, HO HE MOXKET OBITh HCKITFOYEH.

[lenexkokcnb, kak W Jpyrue TMpenapaTbl, OTHOCSIIMECS K TpyIIe HHIMOUTOPOB CHHTE3a
MPOCTarJaHAMHOB, TPU TPUEME BO BpeMs OEpEeMEHHOCTH MOXKET BBI3BIBATh CIa00OCTh
COKpAaIIeHUI MaTKU U MPEXIEBPEMEHHOE 3aKPBITUE apTEPUAIBHOTO MPOTOKA.

NHrnbupoBanue cCuHTE3a MPOCTATrJIaHIMHOB MOKET OTPHUIIATEIHFHO CKa3aThCsl Ha OEPEMEHHOCTH.
JlaHHBIE BNHUIEMHUOJIOTUYECKUX HCCIIEIOBAHUN CBHJETEIBCTBYIOT O TOBBIIIEHHOM PHCKE
CaMOIIPOU3BOJILHOTO TPEphIBaHUS OEPEeMEHHOCTH TOCJe MPUMEHEHUST WHTHOUTOpPOB CHHTE3a
MPOCTarJaHAMHOB Ha paHHUX CPOKaX OEpEeMEHHOCTH.

[Ipu npumenenun Bo II-III Tpumectpe Oepemennoctu HIIBII moryr crnpoBouupoBarh
HapyuieHne (QYHKIUH TO0YEeK Yy TIUJI0JIa, YTO MOXKET NPHBECTH K YMEHBIICHHIO OOBheMa
OKOJIOIIJIOIHBIX BOJI MJIU B TSIKEJNBIX CIIy4asiX K MaJOBOJUIO.

I'pyonoe sckapmausanue

[Tpuem npenapara lene6pexc® NpoTHBOMOKA3aH B MEPHOJ IPYHOTO BCKAPMIMBAHUS B CBA3H C
BO3MOJKHBIM Pa3BUTHEM HEKETATEIbHBIX PEAKIIUN y BCKAPMIMBAEMOTO PEOCHKA.
DepmunbHocmo

Hcxons u3 mexanusma neiictBusi, npumeHenue HIIBII, B Tom uuncie u menexkokcmuba, MOKET
OTCPOYUTH WIH MPEAOTBPATUTH Pa3pbiB (POJUTMKYIOB B SUYHHKAX, YTO MOXKET ObITh MPUYHHON

O6paTI/IMOF (O) 6CCHHOI[I/I${ Y HCKOTOPBIX KCHIIWUH. Yy JKCHIINWH, HCHBITBIBAKOIHUX TPYAHOCTHU C
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ormensl  HIIBII, Bxuouwas wnenekokcu6. Ecim  Bel mnanumpyere  GepeMEHHOCTS,
IIPOKOHCYJIETUPYWUTECH C JICYAIUM BPadyoOM.

YnpasieHue TPAaHCIOPTHBIMHU CPeACTBAMH M padoTa ¢ MeXaHU3MaMM

BrnusHue nenekokcrn6a Ha CiOCOOHOCTD YIPABIISTh TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHHU3MaMH
He uccnenoBaigock. OnHAKO, OCHOBBIBASACH Ha (apMakoIMHAMHYECKHX CBOWCTBAX M OOIIEM
npodune 0e30MaCHOCTH, TPEACTABIACTCS MAIOBEPOATHEIM, uTo mpemapar Llene6pexc®
OKa3bIBACT TAKOE BIIMSIHUE.

OnHako HEOOX0IMMO COOIIOIATh OCTOPOKHOCTH P YIIPABICHUH TPAHCIIOPTHBIMHU CPEACTBAMHU
U 3aHATUAX JAPYTUMH TIOTEHIMAJIbHO OMACHBIMU BHJIAMHU JESATEIBHOCTH, TPEOYIOINUMU
NOBBILICHHOW KOHILIEHTPALlUM BHUMAaHHUS W OBICTPOTHI IICMXOMOTOPHBIX PpEaKLMH, TaK Kak
npenapaT MOKET BbI3BaTh T'OJIOBOKPYKEHHE W Apyrue moOouyHble 3PQPEKThl, KOTOPHIE MOTYT
BJIMSTH HAa YKa3aHHBIE CIIOCOOHOCTH.

IMpenapar Lenedpexc® cogep:RUT JAKTO3Y

JlexapcTBennblii npenapar IleneOpexc® comepxkut nakrosy. Ecium Bwl crpamaere penko
BCTPEUAIOLICICsl HACIEICTBEHHOW HEMEePEHOCUMOCTBIO TaIaKTO3bl, OOIUM JEPUIIUTOM JIAKTa3bl
Jlonapeil Ui CUHJIPOMOM TIIFOK030-TalakTOo3HOU ManbadcopOiuu, Bam He cienyer mpuHUMATh
JTAaHHBIH JIEKapCTBEHHBIN Mpernapar.

Ipenapar Llenedpexc® conepKuT HATPHUI

JlekapctBennsiii npenapar LeneOpexc® comepskuT HaTpuil. JlaHHBIN JIEKapCTBEHHBIN MpenapaT
coJiepkuT MeHee 1 MMoib (23 Mr) HaTpus, TO €CTh MPAKTUYECKU HE COJIEPKUT HATPUSI.

Takxke 3TOT JIEKapCTBEHHBIM Npenapar B HE3HAUYMUTEIbHBIX KOJIMYECTBAX COAEPIKUT ITAHONI U

MMPOMUJICHTJIMKOJIb B COCTABC UCPHUIIL.

3. Ilpuem npenapara Ilenedpexc®

Bcerna npunuMmaiite npenapar B IOJHOM COOTBETCTBHM € peKOMeHJanusmMu Baiero sevaiero
Bpaya. [Ipy mosiBIeHNH COMHEHUI ITOCOBETYHUTECH C JICHAIIUM BPAYOM.

Pexomenayemas 103a

Bam Bpau HazHauut Bam HeoOxoaumyro 03uUpOBKY mpemnapaTta. B cBs3u ¢ Tem, 4TO pHCK
pazBuTusi 000YHBIX 3¢ dekToB co cTtopoHbl CCC MOXeT BO3pacTaTh C YBEIWYEHHUEM O3B
mpernapata M NPOJOJDKUTENBHOCTH €ro MpUMEHEHHUs, BaXHO, 4YToObl Bbl mpuHHMamu
MUHUMAJBHYIO 7103y, KOHTPOJUPYIONLYIO 00JIb U MUHUMAJIBHO BO3MOKHBIM KOPOTKHM KYPCOM.

CHMIITOMAaTHYECKOE JICUCHHE OCTE0apTPHUTa

PexomennoBanHas n1o3a cocrasisier 200 mMr B cyTku 3a 1 win 2 nipuema.

CUMIOTOMATUYECKOC JICUCHUE PEBMATOMIHOIO apTPUTa

PexomennoBannas no3a cocrasisier 100 mr minm 200 mr 2 pasa B CyTKH.
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CuMIToMaTHYECKOE JICUCHHNES aHKHUIIO3UPYIOIIEIO CITOH,

PexomennoBanHas no3a cocrasiuseT 200 Mr B cyTku 3a 1 uinu 2 npuema. Y HEKOTOPBIX NAI[UEHTOB
orMeueHa 3¢ dexruBHOCTh TpuMeHenus 400 mr B cyTku (3a 1 wmu 2 npuema).

Jleuenue 060J1€BOIO CHMHJIpOMa

PexomennoBanHas HauyanbHas 1103a IeseKkokcuba coctasisier 400 Mr, ¢ MOCIEIYIONUM, MPU
HEOOXOAMMOCTH, TIPUEMOM JIOTIOJIHUTENbHOH 10361 B 200 MT, B TIepBBIi JIeHb. B mocnenyromue
JTHU pEKOMEHJOBaHHAas nao3a cocraBimseT 200 Mr 2 pa3a B CyTKH, IO HEOOXOJUMOCTH.
IIpOKOHCYJIBTUPYHUTECH C JIEHAILMM BPA4YOM.

Jleuenue OoIe3HEHHBIX MEHCTpyaluil (IepBUYHAS JUCMEHOPEs])

PexomennoBanHas HavanbHas f03a coctaBisieT 400 Mr, ¢ MociaeayomuM, Ipu HE0OX0IUMOCTH
Jeyanuii Bpad MOXET Ha3HA4YUTh MPUEM JOMOJHUTEIbHOM /1036l B 200 Mr, B nepBbid JieHb. B
MOCNeAyIoIUe JIHA pPEeKOMEHJOoBaHHas Jo03a coctaBisger 200 Mr 2 pa3a B CyTKH, IO
HeoOxoauMocTH. [IpOKOHCYIBTUPYHTECH C JIEUAIIUM BPavuoOM.

Memiennnie metabonm3aropel CYP2C9

I[Ipenapar Ilenebpexc® creayeT ¢ OCTOPOKHOCTHIO MPUMEHATh y TIAIMEHTOB, SBIISIOMIMXCS

MEJIeHHBIMU MeTaboIn3aTopaMy (IMarHOCTUPOBAaHbl MyTALMU I'€HA TOTO WJIK UHOTO (pepMeHTa
MeTaboM3Ma, B CBSI3U € 4eM (pepMEeHTaTHBHAs aKTUBHOCTb CHID)KEHA WJIM OTCYTCTBYET) WU C
HOJIO3PEHHEM Ha TaKoe COCTOsIHME (Ha OCHOBAaHUM JIaHHBIX aHaMHe3a WJIM OIbITa IPUMEHEHHUs
npyrux cyoctpatoB CYP2C9). ¥V Takux manueHToB cieIyeT pacCMOTPETh CHIYKEHUE HAaYalIbHOU
PEKOMEHIOBaHHOW J103bI mpemnapaTa BaBoe (CM. pazzen 2, monapasnen «[pyrue mpemapartbl u
npenapar Lleneopexc®»).

Ilpumenenne y nereil U NOAPOCTKOB

Ipenapar Lene6pexc® mpoTHBoNOKa3aH i IPUMEHEHHs Y IeTel 1 HOAPOCTKOB Miasiie 18 er.
IIyTh 1 (M11) cocod BBeIeHUs

[nsa npuema BHyTph. lIpenapar cnenyer mpuHUMAaTh 3anMBas BOJAOW, HE3aBHUCHUMO OT IpHUEMaA
MUIIH.

IIpopoxuTeIbHOCTH TEPANIMU

JlnutensHOCTH Kypca npuema npenapata lene6pexc® Gyer onpesienena nevanum Bpadom. He
Tpekpaliaiite npuem npenapata I{ene6pexc®, He IPOKOHCYIHTUPOBABLINCE C JICUAIMM BPAUYOM.
IHanuenTsl ¢ HapyHIeHHeM QYHKIHHU 0YEK

Eciu y Bac auarHoctupoBaHa Jierkas WM CpEAHSISI CTENEeHb MOYEYHOM HEJ0CTaTOYHOCTH,
KOppeKIHU 103bl He TpeOyercs. OmnpiTa NMpUMEHEHUsS Ipernapara y MalUeHTOB C TKEION
nmouyeuyHoit HemoctarodHoctu HeT (Cm. paszen 2, moxapasmen «OcoOble yKazaHWs U MeEpPbI
IPETOCTOPOKHOCTHIY).

IHanuenTsl ¢ HapylIeHHeM QYHKIHHU NeYECHHU

Ecnu y Bac nuarnoctupoBaHa jierkasi CTeleHb TSKEeCTH IeYeHOYHOM HEeZJ0CTaTOUHOCTH (Kj1ace A

no knaccudukanuu Yanna-11s10), KoppeKiuu 10361 HE TpeOyeTcsl.
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b o knaccudukaruu Yaina-I1p10), mpyu Ha3HAYEHUU 1O MMOKA3aHUSAM PEBMATOUIHBIN apTPUT U
jedyeHue OO0JIEBOrO CHHJIIPOMA, JIeHallluil Bpad MOKET CHU3UTh HAYAIbHYIO PEKOMEHJOBAHHYIO
no3y mpemnapara BABoe. OmbiTa MPUMEHEHHs IpernapaTa y MAlUEHTOB C TSXKEIOH CTENeHbIO
nevYeHoYHol HegocraTouHoctu (kinace C mo knmaccudukanuu Yaina-IIero) ver (Cm. pazmen 2,
nozpaszaen «OcoOble yKa3zaHHs K MEPBI TIPEIOCTOPOKHOCTH).

IManueHTHI MOKUIOT0 BO3PACTa

OOBIYHO KOppeKIMH J03bI He TpeOyeTcs. OMHaKo y MAIMEeHTOB ¢ Maccoi Tenma MeHbie 50 Kr
JIeYeHue JIy4llle HAaYMHATh C MUHUMAaJIbHOW PEKOMEHJOBAaHHOM J03bI.

Eciau Bol npunsiuin npenapara Iene6pexc® 6oibie, 4eM ¢j1e10BaJI0

He cnexyer npunuMath Gonpire kancyin npenapata Llene6pexc®, uem GbLio HasHadeHO Barmum
JedaniuM BpadyoM. B 3TOM ciydae cieayeT HEMEAJIEHHO NMPOKOHCYJIbTUPOBATHCS C JieHallluM
BpayuoM.

Eciu Boi 3206114 npunsaTs npenapat Ienedpexc®

He npunumaiite nBOiHYI0 a03y, 4YTOOBI BOCHOJHHTH MPOMYIIEHHYIO 103y Mpernapara,
npozomxkaiite mpuuuMath Llene6pekc® cornacHo ykazaHusM Bpaua.

Ecau Bol npexkparuin npuem npenapara Ileneopexc®

He cnenyer pe3ko mpekpaiiaTh HpUeM JaHHOIO Ipernapara 0e3 KOHCYJIbTAallUU C JieHallluM
BpadoM. [Ipy BO3HUKHOBEHNHU 1TOOOYHBIX 3(h(PEeKTOB Bpad 00CY1uT ¢ BaMu BO3MOKHBIE MEPHI TIO
WX YCTPAaHEHUIO M TPENOTBPAICHUIO, a TakKe BO3MOXKHOCTh MPUMEHEHUs JPYTHUX
JIEKapCTBEHHBIX MPemapaToB.

[Tpu Hamu4Ku BONIPOCOB IO MPUMEHEHHIO Mpernapara, 00paTUTECh K JieHallleMy Bpauy.

4. Bo3mo:kHbIe HexkelaTeIbHbIE PeaKIu

[Mof06HO BCeM JIEKApCTBEHHBIM IIpenaparaMm Ipenapar llemeOpekc® MoKeT BbI3BIBATh
He)KeJlaTeJIbHbIe peaklii, OJJHAKO OHU BO3HUKAIOT HE Y BCEX.

HauboJiee cepbe3Hble HexKeJlaTe/IbHbIE PeaKIHH

HemenJjienHo oOparturech K Bpaudy, eciad y Bac BO3HHMKHYT Kakue-InOO W3 CIeIyrOIInX
HE)KEJIaTENIbHBIX PEAKIUI MOCie IpUeEMa 3TOro JIEKAPCTBEHHOIO IIpernapara:

® UIIEMUYECKUH UHCYIBT U HHPAPKT MHOKap/a,

e HapylLIEHHUsS pUTMa cepAla (apuTMus);

e s3Ba KEJyJIKa U JBEHAALATUIIEPCTHON KUIIIKHU,

® U3bBS3BICHUE NUILIEBOJA,

® CIyTaHHOCTh CO3HAHHUS (IICHX03);

® OCTPO pa3BUBAIOLIMICSA, OBICTPO MPOXOAALIMH OTEK KOXH M IMOJKOXKHOM KJIETYaTKH WU

CIIM3UCTHIX 000104YeK (AHTMOHEBPOTUUYECKUI OTEK);
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OMY OTHETY

‘o
® HapylIeHHUE IEIOCTHOCTH CTECHKH (Tiepdopalsi) KHH'II;I!n{szaE,

e o0Opa3oBaHME Ha KOXE 3alOJIHEHHBIX >KUJKOCTBIO Iy3bIpell (Oysuie3Hble BBICHITAHUS
[OynnesHbli nepmaTur]);

e 3aKkynopka (TpoMO03MOO0JIHs) JISTOYHON apTePUH;

® TSDKEJbIE aJulepruueckre (aHapuIakTHIeCKUe) peaKiii;

® KpPOBOM3JIMSIHUS B TOJIOBHOW MO3T;

e BocrnajeHue 000JI0YEK rOJIOBHOTO MO3Ta (aCENTUYCCKHIA MEHUHTHT).

OcTanbHble HeKelaTeIbHble PeaKkuu

Ecnu y Bac pa3Buiack o0ast u3 mepeunciieHHBIX HIDKE HEXeNaTeIbHbIX peakluil, IpeKpaTuTe

TIpHEM JIeKapcTBEHHOro npenapara Llene6pexc® u o6paTuTeCch 32 MEAUIMHCKOMN TTIOMOIIBIO:

Yacro (Moryr Bo3HMKAThL He Oojiee yeM y 1 yenoBeka u3 10): mepudepuueckue OTCKH,

MOBBILICHUE AapTEpUaIbHOTO JaBICHUS, BKJIIOYAs YTSOIKEICHHWE TEUYCHUS apTepuaibHON

TUIEepTEeH3UH, 00Jb B )KUBOTE (abIoMUHaNIbHAS 00JIb), MOHOC (Auapes), HapyIIeHHe MUIIEBAPEHUS

(mucnencusi), B3AyTUE KUBOTa (METEOPHU3M), PBOTA, TOJOBOKPYKEHHE, OECCOHHUIA, HHPEKITUN

MOYEBBIX IyTei, BocHalicHHe OpOHXOB (OpPOHXWT), Kalllelib, BOCIIAJCHUE OKOJIOHOCOBBIX Ma3yx

(cuHyCcHT), MH(MEKINU BEPXHUX JBIXaTEIbHBIX MyTeH, KOXKHBINA 3y (B TOM YHCJIE 110 BCEMY Ty

[reHepaIn30BaHHBbI |), KOKHAsS ChIIlb.

HeuacTo (MoryT Bo3HMKATH He 0oJiee yeMm y 1 yesoBeka u3 100): «IpuianBbD), OLIYIIEHHUE

cepauebuenus, 3aboneBaHus 3y0oB  (BocmalieHME B JIyHKE  YJAJI€HHOro  3y0a

[IOCTAKCTPAKIIMOHHBIA JTYHOUKOBBIH albBEOJINT]), OECIIOKOMCTBO, MOBBIIIEHUE MBIIIEYHOTO

TOHYCa, COHJIMBOCTh, BOCIIAJIEHNE CITU3UCTOMN III0TKH ((hapuHTHT), HACMOPK (PUHUT), KpalluBHUIIA,

KPOBOM3JIMUSHUS B KOXY WM CIH3HUCTYIO O0OJOYKY (PKXMMO3bI), CHIDKEHHE KOHIIEHTpAIHH

reMorjo0MHa B KpOBU (aHEMHs), IIyM B YIIaX, HEYETKOCTh 3PUTEIBHOTO BOCIIPHUSATHS,

MIOBBIIIEHNE AKTUBHOCTH «II€YEHOUYHBIX» (EPMEHTOB, IIOBBIIICHHAS UYyBCTBHTEIBHOCTh K

ajulepreHaM (THIepuyBCTBUTEIIBHOCTD), TPUIIIONOI00HBIN CHHIPOM, CIIy4YaliHbIC TPaBMBbI, OTEK

JuIA.

Penko (MoryT Bo3HMKaTh He Gosiee yem y 1 yenoBeka u3 1000): mposiBieHHE XPOHUUYECKOM

CEep/ICYHON HEIOCTaTOYHOCTH (HampuMmep, OJbIIIKA, OTEKH), YYalIeHHOE ceplicOncHue

(Taxukapaus), BBITAJCHUE BOJOC (aJomenus), CHUKECHHE KOJMYECTBA TPOMOOIMTOB B KPOBH

(TpOMOOIIUTOTICHUS]).

Ouenb peako (MOryT BO3HMKATh He Gojee yem y 1 uyenoeka u3 10000): BocmaicHue

TIOJKEITY TOYHOM KeJe3bl (MaHKpeaTuT).

B mocTMapkeTHHroBBIX HAOMIOJEHHUAX ObUIM 3apeTUCTPUPOBAHBI CIIEAYIOUIME I0OO0YHBIE

3P PEeKTHI:

HeuacTo (MoryT Bo3HUKATh He (oJiee yeMm y 1 yesoBeka u3 100): BocnaneHne KOHbIOHKTUBBI

ria3a (KOHBIOHKTUBHUT), OOJIb B TPYAHOM KIIETKE.
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Penko (MoryT Bo3HUKATH He 0oJiee yeM y 1 yejioBeka iﬂliéﬂ]ﬁq{gﬁﬁg%hlﬁﬁﬂ'ﬁ/fé %%I%gf(TOB

(raJuTIOLMHALINK), BOCHAJIICHHE ajbBEOJ] B JICTKUX (IMHEBMOHHMT), JKEIyIOYHO-KHIICYHBIC
KPOBOTEUYEHMsI, BOCIHAJCHHE IeueHU (TenaTuT), ajuleprus Ha COJHEYHBIM CBET (peakuuu
(OTOUYBCTBUTEIBHOCTH), OCTpasi MouedHas HemocraTouHocTh (CM. pasmen 2, mozapasjen
«Oco0ble yKa3zaHHsS U MEpbI MPEJOCTOPOKHOCTHY»), CHIKCHUE KOHICHTPALMH HATPUsSl B KPOBH
(rumoHaTpHeMus), HapyIICHUE MEHCTPYaIbHOT'O IIUKJIA.

OueHb peako (MOryT BO3HHKAThH He Oosiee yeM y 1 desoBeka u3 10000): motepst BKYCOBBIX
OLIYIICHH, MOTepss OOOHSHUS, BOCHAJICHUE COCYAMCTON CTEHKM (BAcKYJIHUT), IMEYCHOYHAsS
HEJIOCTATOYHOCTh, CTPEMHUTEIBHOE pa3pylleHHe TKaHU MeueHH ((QyJIbMHUHAHTHBIA TeNaTuT),
paspyieHue Tkanu (Hekpo3) meueHu (Cw. pasmen 2, moapasnuen «OcoOble yKazaHHS U MEpBI
IPEJIOCTOPOKHOCTUY), HAPYIICHHWE OTTOKa JKemuu (Xoyiectas), BOCHAJCHHE IICYCHH,
CIPOBOIMPOBAHHOE 3aCTOEM JKeIYM (XOJECTAaTHUYCCKUI TeMaTHT), OKpaIIMBaHWE KOXKH H
CIM3HCTBIX B KEAThId 1BeT (kenrtyxa), cuHApoM CTHBeHca-/[PKOHCOHA U TOKCHYECKHUIt
SOUAEPMAIbHBI  HEKpoiM3  (OCTpble, KM3HEYIpOXKalolllue  ajuIepru4yeckue  peaklud,
XapaKTePH3YIOIIHECs OOIINPHBIM TOPAKEHUEM KOXKH B TOM YHCIIC B BUJIC 00pa30BaHUsI ITy3bIpeii),
MHIICHEBU/IHBIC BBICHIIIAHUS HA KOXe (MHOrodopmHas spuTeMa), JICKapCTBEHHAs ChIlb B
COYCTAHHHU C YBEIMYCHHUEM KOJIMYECTBA Y03UHO(UIOB B KPOBU (303MHO(MIINEH) 1 CHCTEMHBIMH
cumnromamu (DRESS wnu cuHzIpom runepyyBCTBUTENBHOCTH), OCTPBIN T'€HEpalu30BaHHBIN
9K3aHTEMATO3HBIH IycTyle3 (FHOMHMYKOBBIC BBICHIIAHUSA Ha KOXE, KaK IPaBUIIBHO,
BO3HHKaIOIIKE Ha (pOHE MpHUeMa JeKapCTBEHHbIX NPENapaToB), HOKPACHEHUE U IIENTyIIEHUE KOXU
(3kchonuaTHBHBIN JIepMATHUT), BOCHIAICHHE KaHAJBLEB IMOYeK (TyOyJIOMHTEPCTHIUATBHBIN
HepuT), HeHPOTUUECKUI CHHAPOM (BO3HUKAET BCICICTBHE 3a00JICBAHUS TOYCK H MPOSIBISICTCS
HaJMYMEM OTEKOB, HAJTMYKMEM Oellka B MOYE M HU3KOM KOHIICHTpaIei Oellka B KpoBH), O0JIE3Hb
MUHHMAaJIbHBIX HM3MEHEHHUH (3a00JieBaHME TIOYEK, MPOSBISIONICECS] HAIMYMEM OTEKOB W
MOSIBJICHHEM OOJIBIIIOTO KOJMYeCcTBa Oesika B MOyUe).

Yacrora Hen3BeCTHA (HEBO3MOKHO YCTAHOBHTH HAa OCHOBAHHH HMMEKWINMXCH JAAHHBIX):
cHKeHne QeptuibHOCTH y xeHmMH (CMm. pazgen 2, moapaszaen «bepemeHHOCTH, TpyaHOE
BCKapMJIMBaHKE U (EPTUILHOCTHY).

Coo011eHue 0 HeKe1aTeJbHBIX PeaKIusaX

Ecnu y Bac Bo3HHKaIOT Kakue-1u00 HexXeNaTelIbHbIE peakIMH, IPOKOHCYIbTUPYHTECH ¢ Bamnm
jJedamiM  BpadoM. JlaHHas peKOMEHJAlWs paclpoCTpaHsIeTcs Ha JIOOble BO3MOXKHEIC
HE)XeNaTeNbHbIC Peakllii, B TOM YHCIie Ha He TepeuncieHHbie B JIncTke-Bkuaapiie. Ber Takke
MOXKETE COOOIIUTh O HEKENATENBHBIX pPEaKIUAX HaMpsIMyl0 4Yepe3 CHCTEMY COOOIIEHHMA
rocyiapcTB — ujeHoB EBpasuiickoro skoHomuueckoro coroza (Cwm. Humke). CooOmiast o
HE)KENNaTeNbHBIX peakUMsax, Bbl momoraere mnoiay4yuTh OoJbllle CBEACHUH O Oe30macHOCTH

npemnapara.
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Poccuiickas ®enepanus

®denepaiibHas Ci1yx0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS
Anpec: 109012, r. Mocksa, CiaBsiHCKas miiomiaib, 1.4, ctp.1
Tenedon: +7 800 550-99-03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEJIEKOMMYHHUKAITAOHHON CeTH «HTEepHET:

https://www.roszdravnadzor.gov.ru/

PecnyOsiuka Apmenust

«HaydHBII LEHTp OKCHEPTHU3Bbl JIEKAPCTB U MEIULMHCKAX TEXHOJNOTMM HM. aKaJeMHKa
3. I'abpuensnan AO3T

Anpec: 0051, Epesan, nip. Komuraca 49/5

Ten.: (+374 60) 830073, (+374 10) 230896, 231682

O, moura: Vigilance@pharm.am

Caiit B nH()OPMALIMOHHO-TEIIEKOMMYHUKAITHOHHOM cetn «HTepHeT»: http://www.pharm.am

S. Xpanenue npenapara Ileaeopexc®

XpaHuTe mpenapar B HEJJOCTYITHOM JJisl peOeHKa MecTe Tak, 4ToObl peOEHOK He MOT YBUETH €ro.
Xpanuts npu remmneparype ot 15 o 30 °C.

He npumensiite npenapar nocie UCTEYEHNUs CPOKa TOAHOCTH, YKA3aHHOIO HA KapTOHHOM Nayke
nociie ciosa «l'ozeH 10».

JlaToii ucTeueHus: Cpoka rogJHOCTH SABJISETCS OCIEIHUN I€Hb JAHHOTIO MeCsIa.

Cpoxk rogHocTu (Cpok xpaHeHus1): 3 roja.

He BniOpackiBaiiTe npenapar B KaHaJIW3alMiO. YTOYHUTE Yy paOOTHHKA alTEeKH, KaK CIEAyeT
YTUIIM3UPOBATh NpenapaT, KOTOpbIi Oonblie He moTpedyercs. DTH Mephbl MO3BOJIAT 3AIIUTUTD

OKpPYXaIoIIyIo Cpeny.

6. Coaep:xumoe yNakoBKH U MPoYUe CBeAeHUsI
IIpenapar Ienedpexc® cogepsrur

Ieme6pexc®, 100 Mr, Kancyisl

Heticmesyrowee eeugecmeo: nenekokcud® 100 mr.

Bcnomozamenvhvle 6eujecmea’ NakTO3pl MOHOTHUIPAT, HaTpus Jaypuicyinbdar, mosumon K30,
KpOCKapMeyl103a HaTpHs, MarHUs CTeapar.

Obonouka kancynvl. Tutana quokcun (E171), xxenatun, uepauia roiayosie (SB-6018).

Ieme6perc®, 200 MT, Kancyisl

Heticmsyrowee eeugecmeo: nenekokcud 200 mr.
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Bcnomoeamenvnvie sewecmea: n1akTo3bl MOHOTHIPAT, 'I—EL‘T’I[)T/I‘;I %ﬁg)ﬁﬂ$5‘b 'ngﬁi/lelt)'r}"'fGO,

KpPOCKapMeJu103a HaTpus, MarHus creapart.
Obonouka kancynvr: Tutana quokeun (E171), xenatun, uepania xentoie (SB-3002).
Buemnuii Bux npenapara Ileneopexc® n comep:kuMoe yIaKOBKH

Kancynel, 100 mr

TBepnas xenaTuHOBAs Karcyia (coaepikaiias TpaHyysT OeIoro WiH Mmodtd Oenoro 1seta). Ha
0eoM HEeINpo3pauyHOM KOpIyce Karcysbl HaHeceHa Toiydas mosioca ¢ MapKHUPOBKOW OeIbiM
«100», Ha Genoit HeMpo3pavyHOH KPBIIIECYKE KAICYyJIbl HAHECEHa royryoast 1mojaoca ¢ MapKUPOBKOH
oenpM «7767». Kaxxaas romy0as 1mojoca He 10 KOHIIA OMOsICHIBACT KarcCyJIy.

ITo 1, 2, 3, 4, 5 unu 10 6aucTepoB ¢ MHCTPYKUUEN MO MPUMEHEHHIO (JIMCTKOM-BKJIA/IbIIIEM) B
KapTOHHOM MaykKe ¢ KOHTPOJIEM IIEPBOI'O BCKPBITHSL.

Kancyinsl, 200 Mr

TBepnas xenaTuHOBAs Karcyia (coaepikallias IpaHyyisaT Oeloro wid mnodru Oenoro 1seta). Ha
0eJI0M HEMPO3pavyHOM KOPITyCE KarCyJibl HAHECEHA JKeJITas 1oJioca ¢ MapKUPOBKOM 0enbiM «200»,
Ha 0eJyI0il HempO3payHOUM KPBIIICUKE KaICyJIbl HAaHECeHa JKeJTasl Mojioca ¢ MapKUPOBKOU OEJIbIM
«7767». Kaxpaas »enrtas moyioca He 0 KOHIIA OIMOSICHIBAET KarlCyy.

[To 10 kancyn B 6iuctepe u3 [IBX / antomuHneBoit Gonbr.

ITo 1, 2, 3, 4, 5 unu 10 6aucTepoB ¢ MHCTPYKUUEH MO MPUMEHEHHIO (JIUCTKOM-BKJIA/IbIIIEM) B

KapTOHHOM MayKe ¢ KOHTPOJIEM MEPBOTO BCKPBITHS.

JlepaaTesib perucTpaliOHHOI0 YA0CTOBEPECHHUS

Coenunennsle lltater AMepuku

Buarpuc Cnemmantu 91291Cu

Konmuns ®@eppu Poyn, 3711, Mopranrays, 3anannas Bupmkunnsa 26505, CHIA
+1 724-514-1800

info@viatris.com

IIpousBoauTenn

Buarpuc ®apmacsrotukans 9191Cu

1,9 km mocce 689, Bera baxa, [Tyspto-Puko 00693
Viatris Pharmaceuticals LLC

Road 689, Km 1.9, Vega Baja, Puerto Rico 00693

Buinyckarowuti konmpons kauecmesa

[1paiizep Manrogpakuypusr Joiunena I'mo6X
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MoocBanpnamiee 1, 79090 ®paitdypr, ['epmanns

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1, 79090 Freiburg, Germany

3a mo0oit mHGOpMaIKel 0 mperapare, a TakKe B CIydasX BOSHUKHOBEHHS MPETEH3HMH CIeAyeT
00paIaTeCs K MPeICTaBUTEINIO IePIKATEeNsl PErHCTPAIIMIOHHOTO YIOCTOBEPEHUS:

Poccuiickasa ®egepanus

000 «Buarpucy

125315, r. Mockga, JIeHUHTpaJCKuld MPOCHEKT, A. 72, K. 4, 2-i 3Tax, nmom. 9, koM. 1

Tenedon: +7 495 130 05 50

®axc: +7 495 130 05 51

DnektpoHHas modra: ru.info@viatris.com

Pecny0simka Apmenust
0012, Apmenus, r. EpeBan, yn. Komurac 7/4, kB. 12
Tenedon: +374 44 838833

OnexTponHas noyra: infosafety.cis@viatris.com; apotheka.office@gmail.com

JIncTok-BKIAABII IEPECMOTPEH

IIpouyne ncToUYHUKH HHPOPMALMHU
[TonpoOHble cBeneHHs O JIEKAPCTBEHHOM IIpemnapaTte cojepkarcss Ha BeO-caiite Coroza:

https://eec.eaeunion.org

17


mailto:ru.info@viatris.com
mailto:infosafety.cis@viatris.com;
mailto:apotheka.office@gmail.com
https://eec.eaeunion.org/

