ITnermo-obpamenHne K CHENHAJNCTAM 31PABOOXPAHEHUS

Onemokcun Comorab® (AMOKCHITHITMHA TPHTHAPAT), TabNCTKH JUCIIEPIHPYEMBIE

®nemoxinas Comotab® (AMOKCHIMLTHHKIABYIAHOBAS KICIIOTA) ,TabIeTKH
AUCHEPTHPYEMbIe

Bunsnpaden Comotab® ([Ixozamununa nporuoHar), TaaeTky JUCIeprIpyeMble
Cynpake Comota6® (neduxcum), TaGNETKH ANCIIEPrHpYeMEIe
I0mum0KC ComoTab® (noxcHIuKIHE), TaBIeTKH JUCIIePrHpYEMEIe

Mopndukanus cnocoda NIpHMeHeHHS

YBakaemble CHeiHaIuCcTh 30paBOOXpPaHCHUA,

ITo comacopanmio ¢ «Hay4HBIM HEHTPOM 3KCIIEPTH3BI JIEKAPCTB M MEIHIHHCKHX TEXHONOTHH
axanemuka Omuns [abpuenana» AO3T, xommanus Acresnac ®apma IOpon b.B. (Hugepranmsr)
XoTesa OBI COOOIIHUTE BaM O CIENYIOIIHX HOBBIX JAHHBIX [0 GE30TMACHOCTH CBOMX NHPEIApATOB, a
TaKKEC H3MEHEHHH PEKOMEHIYEMOro crocoba mpHMEHEHU:

Pezrome

3aperucTpHPOBAHO SARHUYHOE COODIIEHHE O CEPRE3HOM HEIKEIATEILHOM ABICHIH
(daranpuas MexaHUHecKas achHKCHA Y TpexJieTHero pebeHKa) mocne IpreMa BHYTph
tabaerku npenapara «Pnemoxcur Comroraby ® menukoM, H6€3 IpeBapUTETEHOTO
PacTBOPEHUS B BOJE.

C Lepro MHHHEMH3AIHNE PHCKA MBI De30TIIarare/lbHO PEKOMEHIYEM BCEM CHIELHaIHCTaM
3[paBoOXpaHeHHUs, KOTOPBIE MOI'YT Ha3Hauarh npenaparsl « OireMokcun Comotad»®,
«Dnemoxnae Comorab»®, «Bunenpadpen Comorab»®, «Cynpake Comorab»® u
«lOnngoke Comotab»®, coobINaTh KaXKIOMY ITALHEHTY O HEOBXOMUMOCTH PACTBOPITE
rabneTky B Bojie (MuEUMYM 50 MJT) 1 TINATENBHO NEPEMELIMBATE CMECH [TEPE]] TPHEMOM
BHYTPb.

Paspensr «Crioco® npuMeHeHus B 103bI» HHCTPYKIHE 0 MEAULIIMHCKOMY HPAMEHEHHIO
(MMIT) u/nnu KpaTKuX XapaKTEpUCTHK JIeKapcTBEHHEIX npenaparos (SmPC) «DneMoxkcHH
Comorab» ®, «Premornas Comotab»®, «Bumsnpaden Comorabr®, «Cympakc
Comrotab»® 1 «lO0Hun0Ke ConmoTad»® OyayT NOIONHEHB! CASAYIONIEH pEKOMEH TAITHE:

o SmPC: Tobasere TabieTKy B CTAKaH BOIBI H TIIATEILHO IepeMelnaiite 1o
obpasosanusa ONHOPOAHOH cMecH (MuruMyM 50 mu). Hemennenno npornorite
CMECh.

o HMIT: Beernga nmpuMeHdaiiTe DaHHEIH Ipenapar, ToUHo coBIonas yKasaHus Bpada
und QapManerTa. IIpokoHCYIETHPYHTECE ¢ BpauoM HITH (apManeBToM, ecid Bel He
YBEPEHEI, KAK UMEHHO CHIE/lyeT HCIIONb30BaTh IIpernapar.

JobarsTe TabneTKy B cTakaH BOABI ¥ TINATENIFHO MEpeMelIaiTe 10 0bpazoBanus
ONHOPOAHOK cMecH (MHHHMYM 50 mur). HeMeaneHHo nporioTHTe CMeCh.

Ilockonexy mnpemaparsl  «Dnemoxcun  Comorabn»®, «Dnemoxnas  Comorabn»®,
«Bunenpagen Comorab»®, «Cympake Comorab»® u  «IOnugoxe Comorab»®



BBITYCKAKOTCA B (bOpMC HUACIICPTHPYCMEBIX Ta6J'EBTOK, He nLITalTech NPOrnoTHTE Ta6J’I6TKy
[IEJTHKOM ):[aHHBIe Ipernaparhl CIIENYET TPHHUMATE TOJIBKO ITOCHE PACTBOPEHHA B BOIE.

Omucanue npobjiemMsl fe30HacHOCTH

Jlexapcreennbre cpepctpa «®nemokcur Comotabn»®, «®nemoxnas Comotab»®, «Buibnpaden
Comorab»®, «Cynpaxc Comorab»® u «lOrnmoxe Comotadb»® nokazausl B3pOCHEIM H AETIM IS
JedeHHs WHQEKIMOHHBIX M BOCHAIMTENBHBIX 3a0oneBanuil, BBI3BAHHBIX MHKPOOPIaHH3MAMH,
4YBCTBHTE/IbHBIMH K BBEIIIENEPEUHCICHHEIM ITpenaparaM. Onemoxennt Comorad® BHITYCKAeTCs B
(bopme aucneprupyemsix Tabmerok, comepxaummx 125, 250, 500 u 1000 mr gedcrTeyromero
BewecTsa; Oraemoxnap Comotab® - B dopme nucneprupyemelx TaONCTOK C COHSPKAHHEM
JeHcTpytowero eetecrsa 125 mr/31.25 mn, 250 mr/62.5 wmr, 500 mr/125 mr u 875 Mr/125 wr;
Bunenpagen Comorab® - B Qopme nmucneprupyemeix tadierok, comepxkammx 1000 wmr
JeHcTByIOmEro BelecTpa,; Cynpake ComoTrab® - B dopme nucneprupyemseix Tabdnetok ¢ 400 Mr
Jeficteyromero Bemlectsa, a [Ouumoxe Comotab — B dopMme mucHeprupyeMbix Tabnerox,
coxepxamux 100 Mr neHCcTBYIONIETo BelleCTRA.

Ha tepputopun Poccriickolt (Penepaiyy 3aperucrpupoBaHo eMHUYHOE CIOHTaHHOE COODIeHHe
O CMEPTH BCIIEACTBHE MeXaHHUYeCKOoH achukcHu. TpexyneTHui pebeHOK IPHHAI BHYTPE TablneTKy
npernapara «Onemoxcns Contorady ® nenukoM, 6e3 NpeABapUTENBHOTO PaCTBOPEHHS B BOJIE.
Coofmaercs, uTe TabneTka YaCTUYHO PACTBOPHIACE B IIONOCTH pTa peOCHKa H MPEBpaTHIACE B
11acTo00Pa3HOE BEIIECTBO, KOTOPOE 3aIIOTHUIIO ALIXATSIBHEIC MTYTH, BEI3BAB TEM CAMBIM YIAYIILE U
CMEDTE.

Hecmorpst Ha TO, 4TO BRINEYIIOMAHYTHIA €IMHHYHEIA Ciyuall OTHOCHICA TONBKO K DIeMOKCHHY
Comorad®, xomnanus Acrennac xorena Obl c1en0BaTh O0Jiee KOHCEPBATHRHOMY TIOZIXOAY K
croco0y NpuMeHeHHa B 00HOBHTE HHCTPYKIIHIO 0 MEAHITHHCKOMY mpuMeneHuo (MMIT) w/unu
KPaTKyIO XapaKTEpPUCTHKY JIeKapcTBeHHOTO npenapara (SmPC) ne Tonsko ans GreMokcHHa
ComoTa®®, HO U A7 JIPYTHX [IPENapaToB, BLITYCKACMEIX B (OopMe JUCTIEprHpyeMbIX TabieTox.

C nenbro MEHHMMH3aLMK PUCKA /19 BCEX NAITHEHTOR, HO B TIEPBYKO OUepelh MOABEPKEHHBIX
OITACHOCTH YIYINEHHMS (JeTH, [TOXKUNIEIE JIIONHM U MallMeHTHI C 3aTPyAHeHHEIM rToTanueM ), B UMII
u/nnn SmPC Oyner ykazano, uro npenaparsl «Pnemoxcns ComoTab»®, «DneMoKkIas
Contotab»®, «Bunenpaden Comorab»®, «Cynpaxe Comotad»® 1 «HOnunoxe Comorab»® B
(opMe MUCIEpPrupyeMEBIX TaONETOK CHNEeRyeT BCEeTda PacTBOpAThL B Boje (MuuumyM 50 ma) repej
pHeMoM BHYTpb. He pexomeH;yercs npornarsBark TableTky HeIHKOM.

KpafiHe BaxHO NPOHH(OPMHPOBATE BCEX 3aHHTEPECOBAHHBIX JIHI 0 HEOOXOIUMOCTH IPHMEHEHHS
npenapaTtos «PruemokcuH Comotad»®, «@nemoxnas Comorad»®, «Bunenpaden Comotad»®,
«Cymnpakc ComoTad»® u «IOmupore Comorab»® cortacHo METO/IHKE, NPECTABICHHON BBIIIE,

Konraxkrabie AaHHBIE 1JIR cooﬁmemm 0 HEXREJIATECIBUDLIX DEeAKIMAX

[Tpocum cHELHANHCTOR 3PABOOXPAHEHHS IIOMHHTE O HEOOXOAMMOCTH MPONOINKATh CoodIarh o
HOMO3PEBAEMBIX HEXKENATCABHLIX PEaKHUAX, CBA3AHHBIX C HCIIONB30BAHHEM JIEKAPCTBEHHBIX
CPEJICTB, COITIACHO IIPUHATHIM TpeOOBAHUSIM K CIIOHTAHHEIM COOOLICHHIAM.

000 Bcex NONO3peBaEMbBIX HEWKEIATENbHBIX PEaKIHAX, CBA3AHHBIX C [IPHUMEHEHHEM IIPENapaToB
«Pnemoxcun Comorab»®, «Prnemoknag Comotab»®, «Bumsnpaden ComoTadt»®, «Cympakc
Comotab»® n «lOrnmoxc Comorab»®, cnenyeT cooblIaTh B COOTBETCTBHH ¢ JEHCTBYOIIAM
3aKOHOATENBCTBOM PecrryOimuiku ApMeHHS 110 (apMakoHAI30py



CoobLueHHst 0 IOM03PEBAEMBIX HEXEIATENBHBIX PEAKIMAX HA BEIUCIEPEHHCIICHHBIE HPEIapaTh
TAKKe MOTYT ObITh HanpaeneHs! B [IpencrapuTenscTro koMmanun «Actennac ®@apma I0pon B.B.»
(Hunepnasisl) 1o SNEKTPOHHOH mouTe UK Hakcy, HCHOIb3YI HHKEIIPHBEISHHbBIE KOHTAKTHL.

KonTakrable JanubIe KOMIAHHN

ITo Bompocam, kacaromuMcs NMpuMeHeHHus HpenapaToB «PnemokcuH ComoTadb»®, «DaeMoknas
Comiotab»®, «Bunsnpaden Comoradb»®, «Cynpaxe Comorab»® u «Onunoxe ComoTab»® Bl
Moxere obpartuthes B [IpejcraBurenseTBo  koMmmanun «Acrteimac Papma Opon b.B.»
(Hunepnaupnsl) B Yrpaune:

Temn: +38 044 490 68 25, (baKC+38 044 490 68 26.
Email: pharmacovigilance UA@Dastellas.com.

Co00LICHHS O MON03PEBAEMBIX HEMKETATeNBHBIX peaklHsiX Ha [perapaTsl MOXKHO IIPEACTaBIIITh B
otien MouuTopuHra OesonacHoctd nexapers «HAVUHOI'QO LEHTPA 3SKCIIEPTH3BI
JIEKAPCTB U MEJUILTMHCKWX TEXHOJIOT MM UM. AKAJITEMUWKA 3. TABPUEJIAHA» o
CIELYFOINUM KOHTAKTaM:

Anpec: Apmenus, Epeean 0051, yn. Komuraca 49/4

Tenedon ropsueit muamn: (+374 10) 237265, (+374 98) 773368

3. moura: vigilance@pharm.am

C ypaxxeHHEM,

Croenuanuct o GapMakoHaa30py y / - Bupcra O.B.



