IOnepuo — TekeT NucTKa-pKiaapiua (JIB) BY

JIncrok-BKJaaAbI: HHPOpMAUMS AJIA NANHEHTA

FOnepuo™, Tabnerku, MOKPHITEIE MIEHOYHOH 06010uK0i, 24 MI/26 Mr;
[Onepuo™, TabneTku, MOKPHITHIE IIIEHOYHOH 006010uK0i, 49 MI/51 Mmr;
[Onepuo™, TabneTku, MOKpHITEIE MIEHOYHOH 06010uKO0i, 97 MI/103 Mr.

JleiicTByIOlIEE BEIIECTBO: CAKyOUTpHII/BaNCapTaH
[lepen npuemom mnpemapara MOJHOCTBIO TIPOYMTAWTE JIMCTOK-BKIAJBIIL, IOCKOJBKY B HEM
cojepiarcs BakHble 11 Bac cBeneHus.
Coxpanure nucTok-BKiaaapiil. Bo3amoxHo, Bam notpebyercs mpoynuTaTh ero euie pas.
Ecnu y Bac BO3HUKIIM [IOTIONHUTENBHEIE BOTIPOCH], 00paTUTECh K JieYaliemMy Bpauy Ui pabOTHUKY
arnTeKH.
[Ipenapar HazHauen umerHo Bam. He nepepnasaiite ero apyrum moasm. OH MOXET HABPEINTE MM,
Jla)Ke €CllM CUMIITOMBI MX 3a00JieBaHHs COBIAAAOT ¢ Bamumu.
Ecnu y Bac Bo3HMKIM Kakue-mu6o HexkenaresibHble peakiuuH, oOpaTuTech K Jjieyallemy Bpady.
JaHHas peKOMeHIauus pacipoCTpaHAeTcs Ha JIFoOble BO3MOKHEIE HeXeNnaTelbHbIe Peakiunu, B TOM
YKC/Ie Ha HE NIEpeYUClIeHHBbIE B pa3jiene 4 TMCTKa-BKIabIa.

Co,uepxcanue JJHCTKA-BKJIAAbIIIA

1. Yro u3 ce6s npescrasiser npenapar FOnepyo u 1is 4Ero ero NpUMEHSIOT.

2. O uem cneayer 3HaTh nepe] npuMeHeHue npenapara FOnepwo.

3. Ilpumenenue npenapara IOnepwo. COTJACOBAHO

4.  BO3MOXHEIE HE)KENATENbHBIE PeaKIUH. M"“”%ﬁﬁfﬁ%%’%ﬁ“mm
5. Xpanenue npemnapara FOnepwuo. Mpuxas M';’c':c’f[ﬁ;ﬂﬂznp*;;ﬁxm“e“"“
6. ConepxuMoe ynakoBKU U POYME CBEICHUS. or ¢ ch ’ g/. 202 »_63

1. Yo u3 cebsn npeacrasasier npenapar IOnepuo, u JJist 9ero ero NpUMeHsIIOT

1.1. Yro u3 cebst npeacrasasier npenapat IOnepuo

fOnepro — 310 NexapcTBeHHbIH Mpenapar, coaepKalui HHrUOUTOP HENPUIM3HUHA U PELENTOPOB
aHTHOTeH3WHa. B ero cocraB BXOJAT 1Ba AEHCTBYIOMMX BEMIECTBA: CAKYOUTPHII M BAJICAPTAH.

1.2. Jlas yero npumensiioT npenapat IOnepuo

IOnepro nokasan [s JieYeHUs OJJHOrO M3 BMIOB XPOHHWYECKOH CEpIEYHON HENOCTATOUHOCTH Yy
B3POCJIBIX MAlMEHTOB, KOT/a 10 NPUYKHE C1ab0CTH CepedHOM MBIIILEI B IETKHE U APYTHe OpraHbl
MEPEKAYMBACTCA  HEJOCTaroyHO KpoBW. Haubonmee 4YacTBIMH  CHMNTOMaMH  CepAEYHOM
HE/IOCTATOYHOCTH ABJIAIOTCA OMBIINIKA, C1a0OCTh, YTOMIAEMOCTh U MPUIYXJOCTH IOJEHOCTOMHOrO
cycraBa.

2. O yem caegyer 3uaTh nepex npumenenuem npenapata IOnepuo

2.1. He npunnmaiite npenapat IOnepno:

° B Cllyyae ajulepriu Ha cakyOuTpui, BaicapTaH MM mMoGOM APYrodl KOMIOHEHT JAHHOTO
NIeKapCTBEHHOrO npenapara (nepeyeHs NpUBEAEH B pasjerie 6).

. B Cly4Yae INpHeMa Jpyroro JIEKapCTBEHHOTrO [penapara, SBIAIOIErocs WHrUOUTOpoM
aHruoTeHsuHnpespamaromero gepmenta (AIlD) (nanpumep, SHaNANPWI, JTU3UHONPHI I
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B cay4ae Haauumst 100010 U3 nepevrcIeHHbIX NPOTHBONOKA3aHUI He npuHuMaiiTe FOnepuo

pamunpun). Maruburopsr AII® npumenstor JUTSL JIEYEHUS! BBICOKOTO apTepUalibHOTO JaBIISHHUS
WM CepJedYHOM HemocTaroyHocT. B ciydae npuema AII®, rtepanumio IOmepwo criexyer
HAuMHATh HE paHee 4yeM yepe3 36 yacoB mocie mociefHei 103bl uHruburopa AIID (cm.
«Bsaumoeiicteue FOnepuo ¢ IpyrumMu ieKapCTBEHHBIMU MPENapaTaMmuy).

B Cilydae HajiMuMsi B aHamHese y Bac wim moboro uieHa Bamel cempyu cBeneHHH O
AHTMOHEBPOTHYECKOM OTeKe (paciyxaHue Jiuna, ry0, s3blka W/WIM TOPTaHH, 3aTpyIHEHHE
npixaHus) Ha Gone npuema uHruburopa AII® umm 6G1okaTopa aHrHOTEH3UHOBBIX PELIENTOPOB
(PAP) (Taxkux xak BancapTaH, TeJIMUCApTaH UK upbecapTaH).

B Cllydae Haiaudus auabera WiaM HapylueHus (QyHKLUUM ITIOYeK M 'npneMa npenapara i
CHUXKEHHUSI apTepUalbHOTO JABJICHUS, COJEpIKaIlero amuckupeH (cM. «BzaumopueicTsre
IOnepuo ¢ gpyrumu neKapcheHHLIMH npenapaTammu»).

B Cllyyae HapyleHus GyHKIMHU NIeYeHH TSKENION CTENeHHN.

B ciyyae OEpeMEHHOCTH M CpoKa OepeMEeHHOCTH, INpeBHINAIEero 3 Mecana (TaKke

PEKOMEHAYETCA usberathb IIpMEM JAHHOIrO JICKAPCTBEHHOI'O IIp€riapaTra Ha paHHUX CPOKax

6epeMeHHocm, CM. ((BCpCMCHHOCTL U NIEPUOJ IPYyAHOI'O BCKapMHHBaHI/I}I»).

U coobuuTe 06 ITOM JieyaiemMy Bpayy. ‘

2.2. Oco0ble yKka3aHHsI 1 MEPBI MPEIOCTOPOXKHOCTH
[IpokoHCY IbTHPYHTECH C JIeYaluM BpauoM Nepejl HadaioM npuema npenapara lOnepuo:

B Cllyyae JIeYeHHs C NMpUMEHEeHHeM O6JIoKaTopa aHrMOTeH3MHOBHIX penentopoB (BAP) win
anuckupena (cM. «He npunumaiite npenapar Onepuoy).

ecnu y Bac B aHaMHe3e eCTh CBEJICHUS O aHTMOHEBPOTHYECKOM oTeke (cM. «He npunmmaiite
npenapar FOnepuo» u pasuen 4 «Bo3MoXKHbIE HEXENATeIbHbIE PEaKIUny).

B Ciyd4ae IOHV)KEHHOIO apTepUalibHOrO JABJICHHs WM TpHeMa APYTUX JIEKapCTBEHHBIX
NpenaparoB, MpeIHa3HAYeHHBIX MJIsi CHIDKEHHsS apTephalbHOrO JaBleHHs (HarpuMmep,
JUYPETUKH) WU B CITy4ae TOLMIHOTHI WU JUapen, 0COOEHHO MpH BO3pacTe B 65 JIET U BBILIE WU
B cilydyae 3a00J1eBaHuUs [I0YEK ¥ HU3KOTO apTepPUalIbHOTO JaBICHUS.

B Clly4ae HapyIUEeHUs (yHKIMHU IEYEHH TAKETON CTETIECHH.

B Cclty4yae 00€3BOKUBAHUS.

B CITy4ae Cy>KCHHs MOYEYHOU apTepHH.

B Cliy4yae 3a00JeBaHUs TIEYCHH.

B npouecce JICYCHHUA IperaparoM IOl'lel/IO Jievamui Bpad MNEPpUOAHUYECKH MOKET IMPOBEPATH
COACPIKAHMUE Kallusd B KPOBH.

Coolmure Bpawy, ecnu mocie mpuema mpernapara IOmnepruo y Bac NOSBHIMCH GONM B KHUBOTE,
TOIIHOTA, PBOTA WIM Juapes. Bpau nmpumer pemenue o panbHeimeM jeyennn. He mpexpamaiite
npueM npenapata KOnepuo caMocTosTebHO.

Eciu 4T0-1160 M3 BbINIECKA3aHHOr0 OTHOCHTCS K Bam, NpoKoHCYALTHPYiiTECH C Je4amuM
Bpa4oMm nepej npuMeHeHrnem npenapara FOnepuo.

COI'JTACOBAHO

MIIirie
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2.3. IlpumeHeHue y eTel U MOJAPOCTKOB

He naBaiiTe JaHHBIi leKapCTBEHHBIN penapar AeTsM (Bo3pacT 10 18 1eT), MoCKOoNbKy ero JIeHCTBHE

HE U3Y4€HO B JAHHOH BO3pacTHOM rpynmre.

2.4 Bzaumopeiicteue IOnepuo ¢ ApyruMH JieKapCTBEHHbIMH NpenapaTaMmu

2.4.1. ipyrue npenapatsl 1 npenapat IOnepuo

Coobmure neyamemMy Bpady ecnv Bel mpuHHMaeTe, HEJaBHO NMPUHUMAIK WIK MOMIM NPUHMMATH

no6ble Jpyrue JieKapcTBEHHbIe npenaparsl. MoryT NoHagoOUMTECA KOPPEKLHs JO3bl, MPHHATHE MEP

MPEIOCTOPOXKHOCTH WM JaXKe NpEKpalleHHe IMpHeMa OJHOr0 W3 JICKApCTBEHHBIX MpENaparos.

OcobeHHbIM 00pa3oM 3TO KacaeTcs CIEAYIOUHX JEKapCTBEHHBIX MPEnapaTos:

o uaruburopsl AII®. He npunumaiite FOnepuo ¢ npyrumu unruburopamu AIID. B ciyyae
npuema uHruouropa AII® tepanuio npenapatom fOnepuo cineayer Ha4MHATE HE paHee YeM
yepe3 36 yacoB mocie npuema rnocieaHeit no3sl uHru6uTopa AII® (cm. «He npuxumaiite
npenapar [Onepuo»). Ilocne npekpawenus Tepamuu npenapatoM [Omnepuo mpuem
uHru6uTopos AII® He [O/KEH HAYMHATHCS paHblle 4eM depe3 36 4acoB mocie rnpuema
nocieiHe# no3el npenapara FOnepuo.

. JpyTHe JIEKapCTBEHHBIE Tpenaparhbl, IPUMEHAEMbIE Ul JICYEHHUs CEpACYHOM HEeIOCTATOUHOCTH
WIM CHU)KEHUS apTepuajbHOrO [JaBleHHs, Takue KakK OJI0Karopbl aHMMOTCH3WHOBBIX
peLenTopoB uinu anuckuped (cM. «He npurumaiite npenapar Onepuo»).

o HEKOTOpbIE JIEKapCTBEHHBIE MpENapaThl, TAKHE KaK CTATHHBI, MPUMEHAEMBIC JUIA CHKEHHS
BBICOKOTO COJIEP)KaHMs X0JIeCTepHHA (HanpuMep, aTOpBacTaTHH).

. cunaeHadu, JeKapCTBEHHBIM Ipenapar, TMpPUMEHAEMBIH JUIs JIEYEHHs JPEKTHUIIbHOH
OUChHYHKLUMU UM JIETOYHOM MMIIEPTEH3HH.

. NeKapcTBEHHBIE Tpenaparhl, NOBBILAIOLIME COAEpKaHUe Kalus B CHIBOPOTKE KpoBH. K HUM
OTHOCATCA KanueBble 100aBKM, KalMHCOAepXKallue 3aMEHMTENM T[OBapeHHOH ColH,
KaJuii-coeperaroiiue 1eKapcTBEHHBIE NPEnaparsl | renapuH.

. obe3bonuBaroLHe JIeKapCTBEHHBIE npernaparsl, a MMEHHO HECTEPOHUIHBIE
npoTHBOBOCHANuTeNbHele  npenapartsl  (HIIBII)  wmu  CENEKTHBHBIE . MHIUOMTOPBI
uukinookcurenassl-2 (LIOI-2). B cnyuyae npuema OJHOTO M3 YKa3aHHBIX JIEKAPCTBEHHBIX
MpenaparoB JieyaleMy Bpady MOXKET ITOHAaZOOMThCA MpoBepKa (YHKLUHMH MMOYeK B Hayaie
JIeUEHHUs MITH TIPH €T0 KOPpeKTHPOBKe (cM. «Ocobble yKa3aHHs U MEPHI NPEIOCTOPOXKHOCTH).

. JIUTH, JIEKapCTBEHHBIN MpenapaT, NMPUMEHAEMBIH s JIEYEHHS HEKOTOPBIX MNCUXUYECKHX
GonesHeil.

. (dypocemu], NeKapCTBEHHBIH NpenapaT, OTHOCALMKICA K JAMYPETHKaM, KOTOPbI€ MPUMEHSIOT
IUISl yBENIMYEHHs BBIAEISIEMOro 06bemMa MOUH.

. HUTPOTJIMLIEPUH, JIEKAPCTBEHHBIH Mpenapat, NPUMEHAEMBbIH IS JIEYEHUS| CTCHOKapAUH.

. HEKOTOPbIE THIBI aHTMOMOTHKOB (rpymnna pudaMHULHHOB), LHUKIOCIOPHH (MPUMEHSIOT A

NPEAOTBPAILCHHS OTTOPKEHHs TPAHCIUIAHTUPOBAHHBIX OpPraHOB) HWIIM IPOTHBOBHUPYCHbBIE
Tpenaparsl, Hanpumep, putoHasup (mpumenstoT i geyenus BUY/CITHTI).
. MeT(OPMHUH, JIEKAPCTBEHHBIH Mpenapar, IpUMeHAEeMBbIH 114 eueHus auabera.
B caywyae npuema Kakoro-iu0o W3  YKAa3aHHBIX  JIEKAPCTBEHHBIX  MpenapaToB
NPOKOHCYILTHPYHTECH C JIeYalliuM BPauoMm nepe] npuMeHenuem npenapata Onepwo.
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2.5. BepeMeHHOCTE U NEepUOJ] FPYAHOr0 BCKAPMIHBAHUS

BepeMeHHOCTh

Ecnu Bl nonaraere, uto 6epeMeHHbI (11 MOXeTe ObITh GepeMeHHbI), coob1uTe 06 9TOM Neyaluemy
Bpauy. Kax mnpaBuio, Bpau NOPEKOMEHAYET NpEKpalleHUe IMpueMa IaHHOTrO JIEKapCTBEHHOIO
npenapara Jo Toro, kak Bel 3abepemeneere, 1160 Kak TOJbKO Bbl y3HaeTe 0 6epeMEHHOCTH, a TaKKe
TIOCOBETYET TIPHEM JPYroro JIEKapCTBEHHOTO Mpenapara BMecTo npenapara fOnepuo.

IIpyeM JaHHOTO JIEKAPCTBEHHOTO Npenapara He PeKOMEHIYETCs Ha PaHHHX CPOKax OepeMEeHHOCTH.
I[Ipenapar Onepuo He cnefyeT NMpPUHMMATh, €CIM CPOK GepeMEeHHOCTH cocTaBiseT 6osbiue 3
MECSLEB, TAK KaK OH MOXET NPUYMHUTH CEepbe3HbIN Bpel peOeHKy B Cilyyae NMPMMEHEHHMs Ha 3TOH
CTaauu.

['pynHOE BCKapMIIBaHUE
IOnepuo He pekoMeH1yeTcst IPMHIUMATh B IEPHOA rPyAHOro BckapmiliBanus. CoobLiuTe Bpayy, eciim
Bbl KOpMUTE TPYABIO WM COOMpPaeTeCh HAUMHATE KOPMIIEHUE TPy IbIO.

2.6. YnpagijieHne TPAHCNOPTHLIMH CPeACTBAMHU M paboTa ¢ MEXaHH3MAMHU

ITpexcae YeM 1oJb30BaThCsl aBTOTPAHCIIOPTOM, paboTaTh ¢ MHCTPYMEHTAMHU MJIM MEXaHU3MaMH MU
BBITIOJIHATH APYrHe AeHCTBUs, TPeGyIOIye KOHUEHTpaluH, y6enurech, uTo Bbl OCBENOMIIEHE! O
BIMAHUM npenapaTa FOnepuo. B ciiyyae rooBOKpYKeHUs UK MOBBIILEHHOH YTOMIIAEMOCTH Ha (oHe
npreMa JaHHOTO JIEKapCTBEHHOrO Npernapara He yNnpaBlIsiTe aBTOTPAHCIIOPTOM, BEJIOCHIIEZIOM U HE
paboTaiiTe ¢ UHCTPYMEHTaMU MM MEXaHU3MaMHU.

3. Ilpuenenme npenaparta IOnepuo
JlaHHBIii penapar cieyeT NPUHAMAThL B CTPOTOM COOTBETCTBUM C YKa3aHMAMM Jieyaluero Bpaya. B
Clly4ae BOTIPOCOB IPOKOHCYJITUPYHTECH C JIeHallliM BpPauoM.

3.1. B kakoii 103e npuaumaTh npenapat IOnepuo

HauansHas 103a npenapara fOnepuo Bcerna 10kHa cocTaBnsaTh 24 Mr/26 mr uiu 49 mr/51 mr 1Ba
pasa B cyTku (omHa TabneTka yTpoM M oiHa Tabnerka BeyepoM). Jlewaumui Bpay ONpPEACTHT
HaYaJbHYIO JI03y C YYETOM NMPUHUMAEMBIX paHee JIEKapCTBEHHBIX MPenapaToB. YUUThIBas PEaKLUio
Ha JleyeHue, Jieyalmuii Bpau OyseT KOppeKTMpoBaTh 03y O TeX Iop, noka He Oyner BeiOpaHa
ONTUMAJIbHAA 1034.

Kak mpasuio, pekomenayemas uenesas nosa cocrasnser 97 mr/103 mr aBa pasa B cyTku (oaHa
TabJeTKka yTpOM U 0JiHa TabJieTKa BEUYEPOM).

V nauueHToB, NPUHUMAIOIMX JIEKApPCTBEHHBIM mpenapar lOnepuo, MoryT HabmoaaThCs
TNIOHMKEHHOE apTepuajbHOE NaBeHHE (rOJOBOKpYKEHUE, NpeJoOMOPOYHOE COCTOSHHME), BEICOKOE
COZIEp)KaHUE KaNus B KPOBU (KOTOPOE MOXKHO OGHApYXHUTh MPH NPOBEACHUH aHaNM3a KPOBHM) M6
CHIDKEHHas QyHKUMA noyek. B aToM ciyyae Jieyamuii Bpad MOXKET CHU3UTH J103y JI0OOro Apyroro

COTJIACOBAHO |
MUHUCTEPCTROM e HEHMA |
Fy S J ,
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MPUHUMAEMOTr0 JIEKapCTBEHHOro MpernapaTta, BPEMEHHO CHU3WTh 03y mnpenapata IOmepuo wuiu
TOJIHOCTBIO OTMEHMTB €ro.

3.2. Koraa n kak npunumats npenapat IOnepuo

Tabnerky cnemyer mporjaoTUTh M 3alUTh CTakaHOM BoAbl. Bpems npuema npenapata fOnepuo ne
3aBHCUT OT BPEMEHHU NpHUEMa MHUILH.

3.3. Kak goaro npuaumaTts npenapat IOnepuo

JnuTenbHOCTh MPUMEHEHHS Npenapara ycTaHaBauBaeT Bauu fevamuii Bpay.

Ilepenosuposka npenaparta KOnepuo

Hemennenno coobmure nevamemy Bpady o ciiy4aifHOM NpeBbILIeHHH 10361 penapara KOnepuo uiu
0 MpUeMe MpenapaTa APYruMH JIMLamMu. B ciiyyae CMIBHOrO roJIOBOKPYKEHHUsS U/Uiii 0OMOpoKa Kak
MOJKHO CKOpee COOOIIMTE JieyalemMy Bpauy ¥ NpUIIATTE.

Ecan Bo1 32661511 npuHsaThL npenapat FOnepuo

PexoMenayercs npuHUMAaTh NaHHBIH JIEKapCTBEHHBIH NpenapaT Ka)/blii JEHb B OZHO U TO K€ BpeMsl.
Onnako, eciiu Bol 3265111 npuHATE 103y npenapata FOnepuo, npiuMuTe CIeAYIONIyIo 103y B 00bIYHOE
BpeMs. He npunuMaiite nBoiiHyI0 103y AJIsi BOCIIOJIHEHUS MPOITYLIEHHON O3H.

Ecan Bel npexpaTuan npumensiTs npenapata FOnepuo

IIpekpammenue npuema npenapara KOnepuo Moxer nmosneys 3a coboi yxyaumenue coctosuus. He
npeKpamanTe NpMMEHATh JIEKapCTBEHHBIM Npenapat 6e3 yka3aHus Jieyallero Bpaya.

B ciyuae monmoNHUTENBHBIX BOMPOCOB OTHOCUTENBHO MpHeMa JAaHHOTO JIEKapCTBEHHOTO Mpenapara
oGparuTech K jeyaliemMy Bpauy.

4. Bo3moxHbIe HexKelaTelbHbIE PeaKIHN

Kak u Bce nexapcTBeHHble Npenaparsl, NaHHBIA JIEKapCTBEHHBIH NpenapaT MOXET BbI3bIBATh
pa3sBUTHE HEXENATENbHBIX peakiuil. TeM He MeHee, OHM BO3HUKAIOT HE Y BCEX.

HekoTopble HeXxenaTenbHble peakiui MOTYT ObITh CEPhe3HBIMHU.

. IIpekpatute npuem npenapata IOnepuo u HemeqIeHHO oOpaTHTECh 3a MEAMLIMHCKOM
MOMOLLBIO B Clly4yae OTeKa Juua, ry0, sA3plka W/WIKM TOPTaHH, YTO MOXET TOBJIEYb 3a coOoi
3aTpyJJHEHUE [BIXaHWA W TJIOTaHWs. YKa3aHHbIE MPU3HAKM MOTYT CBUETENLCTBOBATH O
Pa3sBUTHH aHTHOHEBPOTHYECKOr0 OTeKa (HeYacTOH HeXenaTelnbHOW peakLUMH, KOTopas MOXET
pa3Butbes y 1 u3 100 yenosek).

Ipyrue BO3MOXKHbIE HEXENIAaTeIbHbIE PEaKIIUK.
Ecnu kakas-nmu60 U3 nepeyrucIeHHbIX HIKE HeXXeNaTebHBIX peaklnii mepexouT B 6osee THKenyo
¢dopmy, coobiuTe 06 3TOM JIevalemMy Bpavy.

Owuensb yacTo (MoryT Bo3HUKATh Oosiee yeM y 1 u3 10 uenosex)

. HHM3KO€ apTepHaibHOE JaBlIeHHE (FOJIOBOKPY KEHHUE, MPeI0OMOPOYHOE COCTOSHHE)
o BBICOKOE COJIEp)KaHKE Kallusi B KPOBH (ONpPEAEINAIOT NPU aHANN3€ KPOBH)

. CHIDKEHHas QyHKUUA noyek (HapyleHue QyHKIMMU oYeK)

COI'TACOBAHO
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Yacro (MOryT Bo3HMKATh He Goiee yem y 1 u3 10 yenosex)

L KalueJib

o FOJIOBOKpPYIKEHUE

. auapest

. HHU3KOE COJIEP)KAHNE IPUTPOLIMTOB (ONPEAEISIOT IPH aHAJIM3E KPOBH)

. YTOMJIIEMOCTb

o (ocTpasi) moyeyHas HEAOCTATOYHOCTH (TSDKENOe HapyIIeHHe (GyHKIKMK [OYEK)

. HU3KO€ COZIEP)KAHME KaJlHsl B KPOBH (ONPEIENIOT PH aHaNIU3€ KPOBH)

. ronosHas 601b

o 0o6Mopok

. cnabocthb

. TJIOX0€ CaMOYyyBCTBUE (TOLIHOTA)

. HU3KOE apTepuanbHoe AaBjieHue (T0J0BOKpYKEHHeE, NPpeoOMOpOUHOE COCTOSHUE) MPH
MEepPEXO0/Ie U3 MOJIOXKEHUS CHJIA UK JIEXKa B TTOJIOKEHHE CTOS

. racTpuTt (60JIb B JKEITyAKE, TOIHOTA)

. BEPTUTO

E HHU3KOE COJIEPIKAHUE caxapa B KPOBH (OMpPEAENAIOT NPU aHAJIM3€ KPOBH)

Heuacro (MoryT Bo3HHMKaTh He Gosiee yeM y 1 u3 100 yenosex)
. ajulepruyeckast peakuus ¢ ChIIbio U 3y10M
. rOJIOBOKPY)KEHHE NPH MEPEXO/IE U3 TOJIOKEHHUS CHJA B MOJIOXKEHHE CTOS

Ouens peaxo (MoryT BosHUKaTh He Gosee yem y 1 u3 10000 yenonek)
. AHTMOHEBPOTUYECKUHM OTEK KMIIEYHUKA: OTEK KUIIEYHUKA, POSBIAIOIMACS TAKUMH
CUMIITOMaMH, KaK 60J1b B )KMBOTE, TOIIHOTA, pBOTA U JMapes.

Coo0menus 0 HexkeJNaTeNbHbIX peakuui

Ecnu y Bac BO3HMKAIOT Kakue-Tub0 HexxelaTeNbHble peaKLUu, NPOKOHCYIbTUPYHTECH C BPaYOM.
JlaHHasi peKOMEHIallksl pacrpOCTpaHsIeTcsl Ha JI00ObIe HeXelaTeIbHbIe PEaKIMK, B TOM YUC/IE Ha HE ~
NepeynciieHHsle B JIMCTKe-BKiagsie. B Pecny6iuke Benmapycs Bel Moxere cooOwuts 0
HEXeJNaTeNbHBIX PeaKLMaX HAMpPAMYIO yepe3 uHTepHeT-caiT www.rceth.by (PVII «Llentp sxcneprus
Y UCTIBITAaHUH B 37IpaBOOXPAHEHUMN).

Taxxke, nMpu BO3HUKHOBEHMH HEXENATEJbHBIX SABJICHUH W/WIM HalMYMU TPETEH3MA K Ka4yecTBy,
noxanyiicra, coobmure 06 3tom no tei. +375 (17) 3600365 (nns Pecniybnuku Benapycs) uim 1o
9JIEKTPOHHOM nouTe Ha aapec: drugsafety.cis@novartis.com.

Coob11ias 0 HexenarebHbIX peakiusX, Bel moMoraere noy4uts 6onblue CBEAEHUH 0 6€30MacHOCTH
npenapara.

5. Xpanenue npenapata IOnepno
5.1. laTa ucTeyeHusi CPOKA FOAHOCTH (CPOKA XPAHEHHS)
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He npuHumaiiTe 1aHHBIN JIEKapCTBEHHBIN Mpenapar rnocjie UCTeYEHHUs CPOKa I'OJAHOCTH, YKa3aHHOro
Ha KapTOHHO# yNaKkoBKe U KOHTYPHOM siueiikoBoii ynmakoBke nocie Haanucu EXP («"OJEH JTO»).
Cpok rogHOCTH MCTEKAeT B MOCIEIHUI JEHb MECSLIA, YKa3aHHOIO Ha YIaKOBKE.

5.2. YcnoBusi XxpaHeHHs

Xpanuts npu Temneparype He Boie 30 °C. XpaHUTh B 3aILUILIEHHOM OT BJIard MECTE.

XpaHUTh B OPUTHHANIBHOM YIaKOBKe, B HEJIOCTYITHOM JJIsl IeTei MecTe.

He npunumaiiTe npenapar npu o6HapyXe€HUH MOBPEXKJCHUH YIAaKOBKH WM MPU3HAKOB BCKPBITHA.
JlexapcTBeHHBIE MpenapaThl He clieqyeT BeIOpachiBaTh B KaHanu3auuio. [IpoKOHCYNsTUpYHTECH C
(apmaueBTOM O TMOpsAAKE YTHIM3ALUMU JICKAPCTBEHHBIX IMpEMNapaToB, KOTopble Bbl Gonbiie He
npuHuMaere. [IpaBuibHBINA MOPAAOK YTHIN3ALMH TIOMOXKET 3alUTHTh OKPYXKAIOLLYIO CPEMy.

YcaoBus oTnycKa M3 aNTeK: M0 PeLenTy.

6. CopepkuMoOe YNIAKOBKH H NPOYHe CBeIEeHHUSI
6.1. IToHoe nepeuncieHHe AeHCTBYIOIMX BELIECTB H BCIIOMOraTeJbHbIX BEIeCTB
JlelicTByro1Me BelleCTBA: CaKyOUTPHIT U BaJiCapTaH.
e | Tabnerka, MOKpbITast MIEHOYHOW 000/104KO0#t, 24 Mr/26 Mr coaepxut 24,3 Mr cakybutpunia u
25,7 BancapraHa (B BUe cakyOUTpuiIa 1 BaJicapTaHa HaTPUEBOH COJIM KOMILIEKCA).
¢ | Tabnerka, MOKpBITas MICHOYHOH 0005104K0it, 49 Mr/51 mr conepxut 48,6 Mr cakyOuTpuia 1
51,4 Bancaprana (B BUzie cakyOUTpuUIIa U BalicapTaHa HATPUEBOH CONTM KOMILIEKCa).
e | Tabnerka, NOKphITask MIEHOYHOM- 060510uKOif, 97 Mr/103 Mr comepxuT 97,2 Mr cakybuTpuna
u 102,8 BancapraHna (B Buae cakyOUTpuiIa U BaJicapTaHa HaTPUEBOH COJIM KOMILJIEKCA).
Taxorce 8 cocmas mabnremxu 6x00am: LEeJUTIOJI03a MHUKpOKpHCTAJIMYECKas,
THAPOKCUNPOTIMIILIEIUIION03a HU3KO3aMellleHHas, KPOCTIOBH/IOH, MarHus cTeapar, TajlbK ¥ KpEMHHs
JUOKCHUJL KOJUTOMJHBIA O€3BOIHBIH.
O6onouka mabnemok, nOKpoimulx nAeHOYHOU 06onoukol, 24 me/26 me u 97 m2/103 mz codepoicum:
runpomenosy, tTutana guokcun (E171), makporosn (4000), Tansk, sxene3a okcun kpacHsiit (E 172) u
xene3a okcup uepHsli (E 172).
Obonouka mabnemxu, noKpeimot nieHoyHot 06onoukol, 49 me/51 me codepoicum: TUTIPOMEINTIO3Y,
tutana aquokeun (E171), makporon (4000), Tansk, xene3a okcul kpacHsli (E 172) u xenesa oxcup
xenteii (E 172).

6.2. JlekapcTBeHHasi popma, XapaKTep H COAep:KHMOe NepBHYHOI YIIaKOBKH 110 Macce,
00beMy HJIM eJHHHLAM JO3HPOBAHHSA
[Ipenapar FOnepuo npencrasnser co6oit TabaeTKH, MOKPHITHIE MJICHOYHOH 000104KOA.

Kaxk Bpirasiaur npenapat ¥Onepuo

IOnepuo Tabnerku, MOKpHITHIE MIEHOUHOW 000/0uKOM, 24 Mr/26 mr: Gensie ¢ - (HHOIETOBBIM
OTTEHKOM OBaJIbHbIE TabneTKH, ¢ TUCHEHHEM «NVR» Ha ogHo# ctopoHe U «LZ» Ha Apyro# cTtopoHe
tabnetku. [lpumepHsiit pasmep Tabnerku cocrasnser 13,1 MM x 5,2 Mm.
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IOnepuo Tabnerku, MOKPHITHIE- IJIEHOUHOM 06010uKoi, 49 Mr/51 Mr: 61eaHO-)KENThIE OBaJIbHEIE
tabnerku, ¢ tucHenuem «NVR» Ha onmoii cropone u «L1» Ha mpyroit cropoHe TabneTkw.
ITpumepHnsiit pasmep Tabnetku cocrasiser 13,1 MM X 5,2 Mm.
IOnepno Tabnerku, MOKpHIThIE MICHOYHON- 0600uK0i, 97 Mr/103 Mr: CBETI0-PO30BLIE OBAJILHEIE
tabnerku, ¢ TucHeHneM «NVR» Ha oxHoi cropoHe W «L11» Ha apyroil cropoHe TabieTKH.
IIpumepHsIit pa3mep Tabnetku coctasiser 15,1 Mm x 6,0 MM.

Copepxxumoe ynakoBKH
Brnucrep no 14 tabnerok, 2 6ucTepa ¢ TMCTKOM-BKJIaJbILIEM B KAPTOHHOH KOpoOKe.
Marepuan nepsuunoit ynakosku: 6uctep [IBX/TIBJIX ¢ NOKpBITHEM U3 aNOMUHUEBOH (OIBIH.

6.3. HanmeHoBaHue 1 aJipec JepxKaTeisi PerHCTPALHOHHOIO YI0CTOBEPEHUs M NPOU3BOAMTE/Is,
OTBETCTBEHHOTIO 32 BBINYCKAIOMHA KOHTPOJIb Ka4ecTBa ~—
Jep:kaTeb perucTpalHOHHOTO YAOCTOBEPEHHSI:

Novartis Overseas Investments AG, Lichtstrasse 35, 4056 Basel; Switzerland / Hoaptic Osepcus
HuBectmenrc AT, Jluxtmutpacce 35, 4056 bazens, LIseiiuapus.

IIpousBoauTen:
I/ Novartis Farma S.p.A. / Hosaptuc ®apma C.n.A.,
ya. [TpoBunumane Cxuro 131, 80058 r. Toppe Annynuuara (npoBuHuuu Heanons), Uranus.

11/ Lek d.d. / Jlex n.n1.,
Tpumnunu 2D, 9220 Jlennasa, Cnosenus.

6.4. 3a moboii undopmarmeit o npenapare, a TaKXKe B CIy4asX BOSHUKHOBEHMS TPETEH3UH ClielyeT
obpalarscs K NpeICTABUTENIO AepiKaTeis peruCTPalHOHHOrO Y0CTOBEPEHUS:

Pecnybnuxa Benapyco:

[IpencraBurenscTBo AO «Novartis Pharma Services AG» (IlIseitnapckas Kondenepauus) B
Pecny6nuke benapycs;

220069, r. Munck, np-t [I3epxunckoro, 5, oduc 31

Ten.: +375 (17) 3964766

OnektpoHHas nouta: drugsafety.cis@novartis.com

—r

6.5. laHHbIi JHCTOK-BKIAJbILI MIEPECMOTPEH

6.6. IIpoune nucToyHukn nHGoOpMaHH
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