COOTBETCTBYET SKCNEPTHOMY OTYETY
o7 13.01.2026 N= 224

ST T i S i

OCMENDEATE ] N 3
JINCTOK-BKIAABINI - HH(lmpMaun'Jl_lirjm-lmﬂ'ﬂ&na-“ Wi 1B e d)

KOnepuo, 50 mr (25,7 mr + 24,3 mMr), TadJieTKH, NOKPBHIThIE IVIEHOYHOI 0007104KO0I
KOnepuo, 100 mr (51,4 mr + 48,6 mr), Tadj1eTKH, NOKPBITHIE MJIEHOYHOI 000J109K 0

KOnepuo, 200 mr (102,8 mr + 97,2 mr), Ta0J1eTKH, NOKPbITHIE NJIEHOYHOH 000/104KOM

JleiicTByo11Iee BENECTBO: CAaKyOUTpHIIA M BaJCapTaHa TUAPATHBIN KOMIUIEKC HATPUEBBIX COJICH

ITepen npuemom npenapara noJTHOCTHIO IPOYUTANTE JIMCTOK-BKJIA/bIII, IOCKOJIbKY B HEM
coJep:karcsd BaxHble 1Jd Bac cBegenus.

e CoxpaHure JTUCTOK-BKJIa bl Bo3MokHO, Bam noTpedyercs mpounTats €ro euie pas.

e Ecau y Bac BO3HMKINM JONOJIHUTENbHBIE BOMPOCH], OOpAaTUTECh K JI€yalleMy Bpaudy HId
pabOTHUKY aNTeKH UM MEAULIMHCKOM cecTpe.

e [Ilpenapar HazHaueH uMeHHO Bam. He mnepepaBaiite ero apyrum nmonsM. OH MOXeT
HaBPEIUTh UM, JIaXKe €CIM CUMIITOMBI UX 3a00JIeBaHUs cOBIaAa0T ¢ Bamumu.

e Ecmu y Bac Bo3HuKIM Kakue-mOO HEXeENaTeNbHBIE PeaKkIuu, OOpaTHTECh K JIeHalleMy
Bpauy, paOOTHUKY alTeKy WM MEIUIIMHCKOM cecTpe. JlanHas peKOMEHIAIHsl pacpOCTPAHIETCS
Ha JIF0ObIE BO3MOJKHBIE HEXKENaTeIbHbIE PEaKM, B TOM YHCIIE HE IEPEUUCIICHHbIE B pa3jene 4

JIMCTKAa-BKJIadbIIIa.

COIEPKAHUE JIMCTKA-BKJIAJBIIIA

1. Yro u3 cebs mpeacrasisier npemnapat KOmepro u i 4ero ero mpuMeHsoT.
O yem cietyeT 3HaTh nepea npueMoM rnpenapara FOnepuo.

IIpuem npenapara FOnepuo.

Bo3MoskHBIe HEXenaTeIbHbIE pCeaKknu.

Xpanenue npenapata fOnepuo.

A O e

COI[ep)KI/IMOG YIIaKOBKHU U IIPOYUEC CBCIACHUA.

1. Yro u3 ceds npeacrapisier npenapar Onepuo n 115 4ero ero NpuMeHsIIOT
IIpenmapaT OTHOCHTCSI K CpeACTBaM, ICHCTBYIOIIMM Ha PEHUH-AHTMOTEH3MHOBYIO CHUCTEMY;
AQHTaroHUCTHl pEUEnTOpoB aHruoTeHsuHa [I, KoMOMHaIMM;, aHTaroHUCTHl PELENTOPOB
anrnoteHsuHa ll, npyrue komOuHau.

[Tpenapat FOnepuo 6mokupyer >PpQPeKkTsl HEMpUIN3UHA 33 CUET JEHCTBHs caKkyOuTpuiara u

anruorensuHa Il dyepe3 Onokagy ero peuenTopoB 3a cyeT JaedcTBHs BaicapraHa. OOa
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apTepHalIbHOE JIaBJICHUE.
JlexapcTBennsii ipenapat FOnepuo NpuHUMAIOT JJIs JISYCHUSI CEPJICYHON HEJOCTATOYHOCTH Y
B3pOCIIbIX, JIETEH U MOAPOCTKOB (B BO3pacTe OT OJHOrO rojaa u crapiuie). bouio mokazaHo, 4yto
npueM npenapara FOmepuo cHUXaeT 4YacTOTy TOCHHUTANU3alUid U CMEPTH OT CepAeYHO-
COCYAMCTHIX 3a00JIeBaHU.

Cepneunas negocrarouHoctb (CH) — 310 coctosiHue, Korja cepaeyHas MbIIIA HE MOXKET
NepeKauyrnBaTh KPOBb JOCTATOYHO CUIILHO, YTOOBI CHA0KaTh BeCh OpraHu3M KpoBbio. Haubosee
pacrnpoCTpaHEHHBIMUA CUMIITOMAMU CEPACYHON HENOCTATOUHOCTH SIBJISIFOTCSI OJIBIIIKA U OTEKHU
CTOM M HOT M3-3a CKOIUICHUS >KUIKOCTH.

Taxxke npemnapat KOnepro npuHUMaeTcs Uil JICUSHUsI BHICOKOTO apTePUAILHOTO JABJICHUS Y
B3pOCIIbIX. BhICOKOE apTepuanbHOE AaBJICHHWE YBEIMYMBAET HArpy3Ky Ha Cepille U apTepHH.
Eciu 3T0 mpomomxkaercs B TEUYEHHE JIMTEIBHOIO BpPEMEHH, STO MOXET MPHUBECTH K
MOBPEXICHUIO KPOBEHOCHBIX COCYIOB TOJIOBHOTO MO3Ta, CEPJIlla M TTOUEK U MOYKET IIPUBECTH K
WHCYJIBTY, CEpJCYHOM WM IMOYEHYHOW HEAOCTATOYHOCTU. BBICOKOE apTepHalibHOE JaBJICHHUE
YBEJIMYUBACT PUCK CEPACUYHBIX NMpUCTyNoB. CHIDKEHUE apTEepPHaTBbHOTO JIaBICHUS 10 HOPMBI

CHHMIKACT PUCK PA3BUTHUS 3TUX 3a00/1e€BaHUH.
IToxa3zanusa k NMPUMEHCHUIO

B3pociasble

e XpoHHYECKas CepAcYHas HEAOCTATOUYHOCTh C LENbI0 CHUKEHHUS PUCKA CEPIIEYHO-
COCYIUCTOM cMmepTH M rocnutanusanuu mno npuunHe CH. MakcumanbHOE CHIKEHHE
pucKa HaOImoJaeTcsl y MalMeHTOB C (pakiuel BhHIOpOca JIEBOTO JKENMyJI0ouKa HIKE
HOPMBI;

e DcceHIMANIbHAS apTepHaIbHAs TUIIEPTEH3US.
Hern

e XpoHuyeckas cepeuHas HEJAOCTaTOYHOCTH C CUCTOJMYECKOW AMCPYHKLIMEH JIeBOrO

JKEITyJ04YKa y IETel 1 MOAPOCTKOB B Bo3pacTe 10 18 nmeT ¢ Maccoii Tena He meHee 40 kr.

Cnoco0 ngeiictBusi npenapara FOnepno

[Ipenapar Onepuo Onoxupyer 3pQekThl HEMPUIN3MHA 3a CUYET NEUCTBHUS CaKyOWUTpHIIaTa U
anruoten3uHa Il yepes O65o0kamy ero perenTopoB 3a cUeT JACUCTBUS BajicapTaHa. B pe3ynbrare
KPOBEHOCHBIE COCY/IbI PACCIA0NSIOTCS, 1 OPTaHU3M YACPKUBAET MEHbINE BOJBI, UTO TOJIE3HO

JJIA JICUCHUA CCp,Z[C‘lHOﬁ HEAOCTATOYHOCTHU U BBICOKOI'O apTCPUAJIBHOT'O JaBJICHUA.
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Bam Ha3HaueH UMEHHO ATOT Mpemnapar, 00paTUTech K JeyarieMy Bpady.

Ecnu ynydiienue He HacTynuiIo uik Bel 4yBcTByeTe yXyAlleHHe, HE0OOXOAUMO 00paTUTHCS K

Bpauy.

2. O 4yemM caexyet 3HaTh nepea npueMoM npenapara FOnepuo
TmarenbHO BBINOJHINTE PEKOMEHIAIMH JIEYAIEro Bpaya.
IIpornBONOKaA3aHUA

He opunumarite npenapat FOnepro B CIEIYIOMUX CIYVYAIX:

e cciu y Bac anmneprust Ha cakyOUTpHIIa U BaJicapTaHa THAPATHBIA KOMIUIEKC HATPHEBBIX
cojiell WM JtoOble Apyrue KOMIIOHEHTHI Ipernapara (IepeuucieHHble B pazjene 6
JIMCTKA-BKJIa/IbIIIA);

e ccnu Bl mpuHuMaere apyrue Inpenaparbsl AU JIEYEHHs] BBICOKOIO apTepHalbHOTO
JABIEHUS  WJIM  CEpJeYHOM  HEJOCTaTOYHOCTH, Ha3bIBa€Mble  HMHTMOMTOpaMH
aHruoreHsuHnpespauamomero ¢epmenta (MAIID). He naumnaiite mpuem mnpenapara
IOnepuo panbie, yem uepe3 36 4acoB nociie npuemMa NocaeaHeN 1036l NPernapaToB 3TOU
IpYyNIIbL;

e ecinuy Bac npucyTcTBYyeT aHrMOHEBPOTUYECKUH OTEK B aHaMHe3€ (OTEK Juiia, Iy0, a3bIKa
W/WIM  TOpNa, 3aTpydHEHHOE [bIxaHue) mpu mnpuéme npenapatoB HAIID wmm
aHTaroHUcToB peuentopoB anruorensuHa II (APA II);

e eciu y Bac ects HacnencTBeHHOe 3a0051eBaHIE, TAKOE KaK AaHTHOHEBPOTUYECKUHN OTEK;

e cciu Bel npuHMMaeTe npenaparTsl, CoJlepiKaliue alucKUpeH, u'y Bac caxapHsliil 1uabet
2 tuna (BBICOKHI YPOBEHb caxapa B KpPOBHU) WM YMEPEHHOE WJIH TSXKEJI0€ HapylIeHUe
(YHKLNU TOYEK;

e eciuy Bac Hapymenue QyHKIMM TedeHn Tsokeno ctenenu (kinacce C o kinaccupukanim
Yaiing [Ipto), OunmapHbli LUPpo3 (XPOHUUECKOE AayTOMMMYHHOE 3aboJieBaHUe,
BO3HHKAIOIIee NMPU HAPYIIEHUH OTTOKA XKEYM) WU XoJecTa3 (HapylIeHUe BbIIEICHUs
KEITUn);

e cciu Bel GepeMeHHBI, I1aHUpyeTe OEPEMEHHOCTD U KOPMUTE TPY/bIO;

e cciM Brl 0qHOBpEMEHHO NIPUHUMAETE IpyTrue npenaparsl, cogepxkamue APA 11

Ecnu y Bac Habmojaercst 4To-1100 13 BhIIIENIEPEUNCIEHHOT0, HE IPUHUMANTE npenapar

KOnepuo u coobmuTe 00 ITOM JeqameMy Bpady.
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(MOCNEOOBATENEHOCTEL 0023)

Oco0ble ykazaHusi 1 Mepbl IPEI0CTOPOKHOCTH

Ilepen npuemom mpenapata lOmnepuo NpPOKOHCYIBTHUPYHTECH C JIEHAllUM BpadyoM WM
paboTHUKOM anTeku (0e3 MEIUIIUHCKON CECTPHI).

Ecau 4T0-1m00 M3 nepevyucaIeHHOro Huxke 0OTHOcUTCsl K Bam, coodmuTe 00 3ToM Bamemy
JieyaleMy Bpady A0 Ha4aJjia Wi Bo BpeMs npuéma npenapara IOnepuo:

e com y Bac npucyTCTBYIOT NIpPHU3HAaKM KIMHMYECKU BBIPAXKCHHOW apTEpHAIBHON
TUIIOTEH3UH (HM3KOE apTepuanbHOE JaBiieHuE). BO3HHKHOBEHHE apTepHUaIbHOU
THIIOTEH3UH MOXET OBbITh BBI3BAHO TEpaNUeil AMYypEeTUKaMH, HHU3KOCOJIEBOH JHMETOM,
nuapeeid miu pBoToi. Ilepen Havamom npumeneHus npemnapara lOnepuo Bamemy
JedanieMy Bpady MOKET MOTpeOOBaThCs MPOBECTU KOPPEKILUIO COACpKAHUS HATPUS B
OpraHu3Me W/Wii BOCHOJIHUTH 00BbeM nupKympytomei kposu (OLIK);

e eciu y Bac nmpuCyTCTBYIOT NPU3HAKH YXyALICHUs (GYHKINHU ITOYEK, HAIIPUMED, TSKEIbIe
HapymeHuss (QyHKIMH TOYeK, B T.4. €caM BBl HaxomuTech Ha TEMOIMAIIN3E WA
IIPOXOAUTE MPOLEAYPY N'EMOANAIIN3A;

e cciu y Bac runepkanuemust (MOBBIILIEHHOE COZEpKaHUE Kajius B KpoBu). [Ipemnapartsl,
CIIOCOOHBIE YBEJIMYUBATh COJAEpPKAHME Kajlusi B CBHIBOPOTKE KpOBU (Hampumep,
Kanuiicoeperaroniue JMypeTuKy, mpemnapaTsl kanus). Ecau y Bac Bo3HuKIIa KIMHUYECKU
3HaUMMasl TUIEPKaJIUEMus, CIEAYyeT pPAacCMOTPETh TaKWE MEpbl, KaK CHUXEHHUE
NOTpeOJIeHUsT Kalusl ¢ NUIIEH WM KOPPEKUUs J03bl COIYTCTBYIOIIMX IIPEraparos.
Bamemy nedamemy Bpady MOXKET NOTpeOOBaTbCS PETYJISPHO KOHTPOJIUPOBATH
COJiepKaHUE Kallusi B CBIBOPOTKE KPOBM, B OCOOEHHOCTH Yy MAI[MEHTOB C TaKUMHU
dakTOopamMH pHUCKa, KaK TsDKeNble HapylleHHs (QYHKLUMU MOYEK, caXapHbIi auaber,
TUNO0ATBJAOCTEPOHU3M  (COCTOSIHME  BCIEACTBHE  HEJOCTATOYHOM  HPOAYKIMH
aJbJIOCTEPOHA) WJIM JJUETA C BBICOKUM COJIEP)KAHUEM KaJlus;

e cciau y Bac BO3HMK aHTMOHEBPOTHYECKMH OTEK NIpHU IpueMe mpemnapara FOmnepuo
(Hampumep, OTEK JuIa, I'yd, TOpTaHM, S3bIKa, TOJIOCOBBIX CKJIaaok). Ecam y Bac
IPUCYTCTBYET aHTMOHEBPOTUYECKHH OTEK Ha GoHe mpemecTByrouei Tepanuu HAIID
i APA Il B anamuesze. Ecnu y Bac ects HacneacTBeHHOe 3a0o0ieBaHME, TaKoe Kak
aHTMOHEBpOTHYeCKHil oTeKk. IlanueHTsl HerpougHONW packl MOryT ObITH Oousee
MTO/IBEPIKEHBI PUCKY AHTHOHEBPOTHYECKOTO OTEKa;

e eciu y Bac 01HOCTOpOHHMI MM IBYCTOPOHHUH CTEHO3 MOYEUHBIX apTepHil (CyKeHHe
MOYEYHON apTepuH), M BCJIEACTBUE ATOrO IPOU3OILIO MOBBIIIEHHE KOHLEHTpPaLUU
MOUYEBHMHBI U KpEaTHMHMHA B CHIBOPOTKE KpOBHU. Bamiemy jedamiemy Bpadyy MOMKET

HOTpe6OBaTBCSI KOHTPOJIMPOBATH (I)YHKI_II/IIO INOYCK Ha pCFyHﬂpHOﬁ OCHOBC,
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e com y Bac rumoBonemusi (yMeHbIIEHHE 00b

PBOTOM;
e eciu Bel npuHUMaeTe CTaTUHBI, IPENapaThl U JICUEHUS SPEKTUIIBHON TUCHYHKIINT WIN

JIETOYHOH TUTIEpTEeH3UH (MHTUOUTOPHI (hocoanscTepassl 5-ro THIA);
Coobmurte Bamemy newamemy Bpady, eciu mocie mnpuema mnpemnapara FOmnepuo y Bac
MOSIBUJIMCH OOJIM B )KUBOTE, TOLTHOTA, pBOTA UK uapes. Bai nevamuii Bpau NpuMeT petieHue
0 nanpHereM jedeHud. He nmpekpamiaiite npuem npemnapata FOnepuo camocTosTeNnbHO.
Eciu Bam 65 ner unu Bwl crapiie, koppekius 103bl npu npueMe npenapara HOnepuo ne
TpeOyeTcs.
JdeTn v moapPoOCTKH
OnbiT npuMmeHeHus npenapara FOnepuo y nereil ¢ cepeyHON HEIOCTaTOUHOCTBIO B BO3PACTe
1o oxHOTO rofa orpanuyeH. [Ipenapat FOnepro B nekapcTBeHHOH (hopMe «TaOIETKH, TTOKPBITHIE
TUICHOYHOW 000JIOUKOI» HE TpeJHa3HAYCH Ul MpUeMa y JIeTei ¢ maccoil Tena meHee 40 kr,
MOCKOJIBbKY JIaHHAs JIeKapCTBEHHas (hopMa BBIMTYCKAaeTCs TOJIBKO B JO3UPOBKE 50 MT U BHIIIIE.
He naBaiite npenapar 1eTsM U OAPOCTKaM B Bo3pacTe 10 18 et ¢ aprepuanbHOi TunepTeH3ueit
B CBSI3U C OTCYTCTBHEM JIaHHBIX O 3((HEKTUBHOCTH U OE30MTACHOCTH.
Jlpyrue npenapatsl 4 npenapat FOnepuo
Jlo navana mpuema mnpemnapata Omnepuo cooOumTe jedamieMy Bpadyy O TOM, 4TO Bl
MpUHUMAETEe, HEJJABHO MPUHUMAIHM WIH MOXETe MPUHMMAThH JIOObIE APYTue JIeKapCTBEHHBIC
npernaparsl, BKItoyasi 0e3perenTypHble MpenapaThl, 10 MPUYNHE BO3MOXKHOTO B3aUMOAECHCTBHUS

¢ npenaparom fOnepuo.

[IpoTHBOMOKA3aHHBIE JEKAPCTBEHHBIE B3ANUMOJIENCTBUS:

e JIEKapCTBEHHBIE Npenaparsl, cofepxaiiie HAIID (Hanpumep, sHananpui). OTHOBpeMEHHOE
npuMmeHenue npenapara HOnepuo c¢ HAIID Moxer yBenuuyuBaTb PUCK PA3BUTHS
aHTHOHEBpoTHYecKoro oreka. He HaunnaliTe npuem npenapara FOnepuo panslie, yem uepes
36 4acoB nocJe npuema nocjiaeIHen 036l IPENnapaToB ATOM IPYIIIbL;

e JICKapCTBEHHbIEC IIpenaparsl, NPUMEHSEMbIE I JIEUYEHUS BBICOKOIO apTEPHUAIBLHOTO
JABJIICHHUsS WIH CEPJAEYHON HENOCTAaTOYHOCTH, COAEpXKAIIUE ATUCKUPEH. AJMCKUPEH-
coJiep Kalliye mpenaparbl IPOTUBOMOKA3aHO MPUMEHSTD Y MAllUEHTOB C CaXapHbIM JuabeToM
WIH ¢ HapyLIeHUSIMU (PyHKLIUU TTOYEK.

HepexoMmenayeMble JeKapCTBEHHEBIE B3aUMOICHCTBHS

¢ JICKAPCTBCHHLIC IIpCriapaTrbl, COACPKAIIUC AHTAOHHUCTBI PCEUHCITOPOB AHTHOTCH3WHA

(APA II) (cM. pa3nen 3 MHUCTKA-BKIJIAJBIIIA).
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e JIEKapCTBEHHBIE IIPEapaThl, IPUMEHSEMbIE JUIsl CHUKEHUS BBICOKOTO YPOBHS X0JIECTEpUHA,
U3BECTHBIE KaK «CTaTHHBD) (Hampumep, atopBacTaThH). OZHOBpEMEHHOE IPUMEHEHHE
npenapara FOnepuo co craTuHaMM yBEJIMYMBAIOT MAKCUMAJIbHYIO KOHLEHTPALHIO
aTopBacTaTMHa M €ro MeTrabolMTOB B IUIa3Me KpoBH 10 2 pa3. Ilpu onHOBpeMeHHOM
npuMeHeHuu npemnapata lOmepuo ¢ CMMBAacTaTMHOM — KIMHUYECKHM  3HAYMMOIO

JICKApCTBCHHOT'O B3aI/IMO,HeI>'ICTBI/ISI HEC OTMCUYCHO,

¢ JICKAPCTBCHHBLIC NpCraparbl, IPUMCHACMBIC IJIA JICUCHUA BPGKTHJIBHOP’I I[I/IC(i)yHKI_[I/II/I HJIN
JITOYHOM  TunepTeH3ud  (Hampumep,  cuifeHapuyn  WiId  Jpyrod  HUHTUOUTOD
docdomurcrepaszel 5-ro Trma). Ecnm y Bac BhIpak€HHOE TOBBIIMICHHOE apTepUAIbHOE
JlaBJIEHHE, OJJHOBPEMEHHOE IpUMeHeHue npenapara fOnepruo ¢ JaHHBIM KJ1acCOM BELLECTB
YCHIIUT aHTUTUTIIEPTEH3UBHOE JIelicTBHE (OKaKeT O0siee BHIPAKEHHOE CHUKCHHE).

[IpeamonaraemMele JIeKapCTBEHHBIE B3aMMOJICHCTBHA, KOTOPBIE H606XOI[I/IMO YUYMTBIBATH.

e JIGKapCTBEHHBIEC IIPENapaThl, IPUMEHSEMbIC I YBEJIIMUEHUs COJEpKaHUSA Kalus B KpPOBU
(Hanpumep, kanuiicOeperarouiye IUYPETHKU: TPUAMTEPEH U aMHJIOPUJ, AaHTarOHUCTbI
MHHEPAJIOKOPTUKOMWJIOB:  CIHMPOHOJAKTOH M JIUIEPEHOH,  IIpenaparbl  Kajus,
KaJuiicoiepkaliue 3aMEHUTENU IoBapeHHOM coiu). OIHOBpEMEHHOE NPUMEHEHHE
npenapara fOnepuo ¢ npenaparamu, coaepKallMMK KaJIMd MOXKET BBI3bIBaTh IOBBIIICHHE
coJlepKaHUs KAl U KOHIIEHTPALMY KPEaTUHNHA B CBIBOPOTKE KpOBU. Bamemy sedamemy

Bpady MOXKCT HOTpC6OBaTBC$I KOHTPOJUPOBATH COACPIKAHUC KaJIusd B CBIBOPOTKE KPOBU,

e JIeKapCTBEHHbIE  Iperaparbl, NpUMeHseMble s 00e300/1MBaHUSA,  Ha3bIBaeMbIe
HECTEPOUAHBIMM  MPOTHBOBOCHANMTENbHbIME  mpenaparamu  (HIIBIT)  (manpumep,
ubynpodeH, HUMECyNH]), BKIIOYas CEJIEKTUBHBIE WMHTUOUTOPHI ITUKIOOKCHUTEHA3BI-2
(uaruburopsr L{OI'-2) (Hampumep, sTopukokcu6). [Ipm oIHOBpEeMEHHOM HpPUMEHEHUU
npenapara Onepuo ¢ HIIBII moxeT yBeaMuuBaTBCS PUCK YXYIIIEHUS (QYHKIMH TOYEK,
ecin Bel B Bo3pacte crapue 65 jser, unu y Bac nmpucyTcTByeT cOCTOSHUE TMIIOBOJIEMUS
(ymeHblIeHHEe 00BEMa IUPKYJIMPYIOUIEH KpOBH), BKJIIOYAs MALUEHTOB, MOJYYarOMIUX
IUYypeTHKHU, Win y Bac mpucyrctByer HapymieHue GyHKIUU moyek. Bamemy nedamemy

Bpauy MOXeET MOTpeOoBaThCSI KOHTPOIUPOBATH (DYHKIUIO IIOYEK;

e JIEKapCTBEHHBIE NpEIapaThl, COACPKAIIUE JINTUI, TPUHUMAEMBIE I JIEYEHUSI HEKOTOPBIX
BUJI0B Aenipeccuu. [Ipy o1HOBpeMEHHOM TpUMEHEHUH NpenapatoB auThs ¢ HATID u APA 11
O0TMEYaJIOCh 0OPAaTUMOE MOBBIIIEHUE COJEPKAHUS JINTUS B CBIBOPOTKE KPOBU U YCUIJICHUE, B
CBA3M C JTHM, TOKCHYECKHMX MpOSBICHHHA. B ciydae JONOITHUTENBHOTO NPUMEHEHUS

ANYPECTUYCCKOIO JICKAPCTBCHHOI'O IpEIiapaTa PUCK TOKCUYCCKOI'O JEHUCTBUS TUTUS MOXKET

6
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COACPIKAHUC JINTUA B CBIBOPOTKEC KPOBHU;,

® HEKOTOpble aHTUOMOTHKM (Hampumep, Trpynna pudamnuuuHa), MOpenapaTsl A
npopUIaKTUKU ~ OTTOPXKEHHsI ~ TpaHCIUIaHTaTa  (HAmpUMep,  UUKIOCIOPUH) WU
aHTUpeTpoBUpycHOE cpeAacTBO s JjedeHus BUY-undexkmuun u CIIM/la (mampumep,
pPUTOHABHD). DTH MpenapaThl MOTYT ycuIuBaTh 3 dekTsl Basicaprana. [Ipu oqHOBpeMEHHOM
npuMeHeHnHu npenapara KOmepuo ¢ aHTHOMOTUKAMH MOXKET yBEJIMYUBATHCS KOHIICHTPAIUS
B IJIa3Me caKkyOuTpuiiaTa Uiu BajcapTaHa (CM. pasjien 3 JIMCTKA-BKJIAJIbIIIa).

OTcyTCTBUE 3HAYNMBIX JICKAPCTBEHHBIX B3aUMOACHCTBUM:

e [pu NpuMeHeHHH mpemnapara FOmnepro B koMOMHaIuu ¢ QPypoCEMHUIOM, TUTOKCUHOM,
Bap(hapuHOM, THAPOXJIOPOTHA3HIOM, aMJIOJAMITMHOM, MET(OPMHHOM, OMEIPa30JIoM,
KapBEAMIIONIOM, HHUTPOTJIHUIICPUHOM BHYTPUBEHHO (B/B) WM KOMOWHHPOBAHHBIM
npenaparoM JIGBOHOPrecTpeia M STUHUJIACTPAIUONA  KIMHUYECKH 3HAUYUMBIX
B3aUMOJCHCTBHUM HE BBISBIICHO.

[TpoKOHCYNBTUPYHTECH C JIeHalllUM BpauoM WU paObOTHUKOM amnTeku (0e3 MeAHIIMHCKON
CeCTpbl) B CJydae HEYBEPEHHOCTH KacaTeIbHO TOTrO, OTHOCHUTCS JIM TMPUHUMACMbIN
JIEKApCTBEHHBIN MIpenapar K 0JJHOMY M3 TIEPEUUCICHHBIX BBIIIE JIGKAPCTBEHHBIX MPENapaToB.
BepemMeHHOCTH U IPy/HOE BCKapMJIMBaHUe

CooOuuTe nevanieMy Bpauy, eciiu Bl OepeMeHHbI WM KOPMUTE TPY/IbI0, IPEANOIaraeTe, 4To
MosKeTe ObITh OEpeMEHHBI, MU TUIaHUpYyeTe OEPEMEHHOCTD.

COXDaHCHHI)II\/'I DGHDOI[VKTI/IBHI)H\/JI NOTCHIIMAJI, KOHTPAIICIIIINA

Bawm, keHIIMHAM J€TOpOAHOrO BO3pacTa, U Bam, mamueHTaM MY»XCKOro Ioja, HeoOXO0IUMO
UCIIOJIb30BaTh HAJEKHBIE METO/bI KOHTpALIENILIMU BO BpeMs JiedueHus npenaparoM HOnepuo u B
TE€UYEeHUE HeJeNu Mocje ero nociueanero npueMa. Ecnu Bel mnanupyere 6epemeHHocTh, Bam
clieyeT 0OroBOPUThH BapUAHTHI JIEUEHHUSI CO CBOUM JICUAIIUM BPauOM.

bepemenHocTh

Ecnu Bbl 6epemMeHHBI, TO He clieayeT MpuHUMaTh npenapat Onepuo. Y 6epeMeHHBIX JKEHIINH,
NPUHUMABIIMX  BaJicapTaH, OTMEYAJIUCh ClIy4al  CaMONPOM3BOJIBHOIO  IpPEpBhIBaAHMS
OepeMeHHOCTH, MaJOBOJUS W HapylleHus (QYHKIUM TOYEeK y HOBOpPOXIEHHBIX. [Ipu
HACTYIJIEHMH OEpEeMEHHOCTH BO BpeMs JIeUeHHUs IpernapaTtoM, Bam cienyer npekpaTuTh nmpuem
npernapara U IpouH(GpOpPMUPOBATH CBOETO JIeYalllero Bpaya.

JlakTamus

Ecnu Bel kopmuTe rpyipro, TO HE peKOMEHAYETCs PUHUMATH Ipernapat Omnepuo.
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[TpOoKOHCYIBTUPYHTECH C BPAYOM WJIM PaOOTHHUKOM aHTéllzIII/Ij (jﬁggi&gﬁ%ﬁg@lhﬁl 'E&Iﬁbi%:%ez{

IPUEMOM KaKHX-JIMOO JIEKaPCTBEHHBIX MIPENAPATOB B IIEPUOJ] TPYTHOTO BCKAPMJIMBAHUS.
YnpasieHue TPAaHCIIOPTHBIMHU CPeACTBAMM M padoTa ¢ MeXaHU3MAMM

OTCyTCTBYIOT JaHHbIE O BIMSHUHU IIpernapara Ha CIIOCOOHOCTb YIPABIATh TPAHCHOPTHBIMU
cpeAcTBaMu W/win MexaHusmMamu. OpHako, eciau Bbl UCHBITBIBaeTE€ TIOJOBOKPYXKEHHE WU
ycTanocTs, To Bam cienyer coOmaroaaTe OCTOPOKHOCTb IIPH BOKIACHUU aBTOTPAHCIOPTA HIIU

paboTte ¢ MexaHU3MaMH.

3. Ilpuem npenapara IOnepuo

Jauuplii npenapar cieayeT NPUHUMATh B CTPOTOM COOTBETCTBUHM C YKa3aHUSIMHU JICHAILIETO
Bpaya. B ciyyae BOZHUKHOBEHUSI BOIIPOCOB MTPOKOHCYJIBTUPYUTECH C BpAYOM MJIU PAOOTHUKOM
anTeku (0e3 MeIUIIMHCKON CECTPHI).

Pexomennyemas n03a

Bcerna npunumaiite npenapar KOnepuo B moaHOM COOTBETCTBUU C JTUCTKOM-BKJIA IBIIIEM UITU C
PEKOMEHIalMsIMU JICUaIIero Bpaya.

Ecnu Bel panee npunumanu nAll®, ve npunumaiite npenapar FOnepuo B TeueHue 36 dacoB
nocie nocieanei n1o3sl MAIID. Eciu Bl B HacTosiiee BpeMsa npuHuMaere APA 11, npekpaTtute
€ro MpueMm.

Bspocibie

s nedeHus cepieuHON HEJOCTATOYHOCTH CTaHAApTHAs J03a npenapara FOnepuo cocraBisieT
200 mr 2 pa3a B JeHb (0AHa TableTKa yTpOM M OJHA TabieTka BeuepoM). Pekomenmayemas
HavaybHas g03a 100 mr 2 pasa B 1eHb (0AHa TabJETKAa YTPOM U OJIHA TaOJIETKA BEUYEPOM).

Jns1 ieueHus BBICOKOTO apTepUaIbHOTO JABICHUSI PEKOMEHAyeMasi HauajdbHas J103a COCTABIISIET
200 mr 1 pa3 B 1eHb. B HEKOTOPBIX CiIydasx Jeqaluii Bpad MOXKET Ha3HAUYUTh 00Jiee BBHICOKYIO
no3y (Hampumep, 400 mr 1 pa3 B neHs). B 3aBucumoctu ot Batero coctostHusi Bpau Ha3HAUUT
npenapar lOneprno B BHIIe MOHOTEpANHWHM WM B KOMOWHAIMK C JIPYTUMH THUMOTEH3UBHBIMU
cpencTBamu (MIOHIDKAIOIIME apTepraibHOe naBienue), kpome nAIID u APA II.

Jlns oboux mokazaHuil Bain Bpad Ha3HAUMT TOYHYIO HA4allbHYIO 103y Ha OCHOBE TOTO, KaKHe
npenapaTsl Bel mpuHIManu panee. 3atrem Bai Bpay OyeT KOppeKTUPOBATh 103y B 3aBUCUMOCTH
oT Barmeit peakiuu Ha iedueHue, oka He OyIeT HaleHa JTydInast 103a.

JleTH ¥ MOAPOCTKHU ( OT OZIHOTO I'oJia 1 CTaDHIe)

Jns neueHus cepAedyHON HEOCTATOYHOCTH Bail Bpad onpeaenut HavaabHYIO 103y C YYETOM
Macchl Tela W Apyrux (HakTopoB, BKIIOYAs Mpenaparbl, KOTOpble Bbl mpuHUManu paHee.
[Ipenapar IOnepuo ciaexyer mpuHUMATH JBa pa3a B CyTKHU (YTpoM u Beuepom). Bamr Bpau Oyaet

KOPPEKTUPOBATh 103y JI0 TEX MOp, OKa HE MOA0EPET ONTUMAIBHYIO.
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IIyTh ¥ cioco0 BBeeHUs

[Tpenapat FOnepuo cienyer npuHUMaTh BHYTPb B OJTHO U TO K€ BPEMsI KaXKJIbli 1EHb.
TaOnerku ciemyeT MporiaThiBaTh LIEIUKOM, HE JIOMast U He JeJis Ha YacTH.

Bpewms npuema npenapara KOnepuo He 3aBUCUT OT BpEMEHH MpUeMa MHILH.

[Ipenapar FOnepuo B nekapcTBeHHOM (hOpME «TaOIETKH, IMOKPHITHIC TICHOYHON 000JI0YKOi HE
IpelHa3HaueH uid mnpuemMa y Jered ¢ maccod Ttena MeHee 40 Kr, IOCKOJIBKY JaHHAs
JeKapcTBeHHast (hopMa BBIITYCKAeTCs TOIBKO B 103UpPOBKe 50 MT U BBHIIIIE.
IIpoaoxuTeILHOCTH TEPANIMU

[Tponomxkaiite mpuHuMaTh npenapat FOnepuo exenHeBHO 10 TeX MOp, MOKa Jeyallei Bpad He
OTMEHHUT €r0 IPUEM.

Ecim y Bac ecrp Bompocel O TOM, Kak JOiAro mnpuHuUMaTh mpenapar IOmnepuo,
MPOKOHCYJIBTUPYHUTECh C JICUallMM BpadyoM WIU PAOOTHUKOM anTeku (0e3 MeTUIMHCKOM
CECTpBHI).

Ecsin Bol npunsiu npenapat IOnepuo 6o/b1ue, yeM cjie1oBajio

IIpu mnepeno3upoBke mnpenaparom [Omnepuo y Bac moker HaOmonaTbcs apTepuaibHast
TUINOTEH3UsI, TIPU ATOM CIEAyeT HEe3aMEeIUTEIbHO IPOKOHCYJIbTHUPOBATHCS C BpPAuOM HIU
pabOTHUKOM anTeku (03 MEAUITMHCKON CECTPHI).

Jleuenue

PexoMeH10BaHO CUMIITOMAaTUYECKOE JIEUEHUE.

Ecsin Bol 3206111 npuHATh npenapart IOnepuo

PexkoMenayercsi mpuHUMATh JaHHBINA JIEKAPCTBEHHBIN Mpenapar Kaxabli JeHb B OJHO U TO K€
Bpems. B ciyuae npomnycka npuema npenapata fOnepuo, npumute 103y npenapara, Kak TOIbKO
BCcIIOMHHTE 00 3TOM. [IpuMuTe crenyromiyto 103y B 00b14HOE Bpems. [Iponycture npuem, ecinu
y’K€ TIOYTH HacTajo BpeMs CIeQyIoLero npuema npenapara. He npuHumaiite ABOHHYIO 703y
npernapara, YTo0bl BOCIIOJIHUTh IPUEM MTPOMYIIEHHOM 103bI.

[Ipu HaMMUUK BOMIPOCOB MO MIPUMEHEHUIO MpernapaTa oOpaTUTECh K JedalieMy Bpady.

4. Bo3mo:XHbIe HeKeNaTeIbHbIC PeAKINT

Kak u B ciydae c¢ mro0bIMM JIpyrMMHU Ipenaparamu, npernapar FOmepuo MoXeT BbI3BaTh
He)KeJlaTeJIbHbIE peakliu, OJJTHAKO 3TO MPOUCXOUT HE Y BCEX MAIMEHTOB.

HexkoTopsble HexkeslaTeJbHbIE PeAKIIUM MOTYT ObITh Cepbe3HBIMHI

[Tpexpature npuem npenapata FOnepro 1 HeMeaIeHHO 00paTUTECh 3a METUIIMHCKOM TOMOIIBIO,
ecnu y Bac BO3HUKIHN Kakue-1100 U3 CIEIYIONNX peaKuii:

Heuacto (mooicem 6o3nuxnyms menee wem y 1 uz 100 nayuenmos):

¢ OTCK JIMIIa U ropJia (aHFI/IOHeBPOTI/I‘{CCKI/Iﬁ OTGK).
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HeusBecTHO (ucx00s u3 umerowuxca OaHHbIX qa%gi;i)]Egégﬁ%Eg&lﬁblﬁ: Co-;zﬁgb:e?zgl%b

HEeB03MOIHCHO)

® TUIEPYYBCTBUTEIBHOCTH (BKJIIOYAsl KOXKHYIO ChIlb, KOXHBIA 3y, aHaduiakcuio (OCcTpblit

OTEK KOKH, CIIM3UCTHIX U MOJKOKHOM KUPOBOU KJIETUATKH)).

Ecnu y Bac BO3HUKHYT cepbe3Hble TOO0UHbIE 3(PPEKThI, MPEKPATUTE MPHUEM JIEKAPCTBEHHOTO

npenapata FOnepro u HeMeaIeHHO coo0IuTe 00 ITOM CBOEMY JieHalieMy Bpauy.
Jlpyrue Bo3MOKHbIe HexKeJIaTeJIbHbIe peakInu
Ou4eHnb yacTo (mocym goznuxamse b6onee wem y 1 uz 10 nayuenmos)

® HU3KOE apTepHalIbHOE JaBJICHUE;
e HapyllueHue (QyHKIUH [T0YEK;
® BBICOKUH YPOBEHb KaJIUs B KPOBH (110 aHAJIU3Y KPOBH).

Yacro (moeym eo3nuxams He d6onee wem y 1 uz 10 nayuenmos)

e  KallleJb;

®  TOJIOBOKpY’KEHHE;

® [I0YEYHas HEJOCTATOYHOCTH (B T.4. OCTPas);

®  HU3KUI YPOBEHb Kajlusl B KPOBH (I10 aHAIM3Yy KPOBH);
e jnuapes (KUIKHUH CTyl);

®  TIOBBIIIEHHAS YyTOMJISIEMOCTb;

e TrojoBHas 00JIb;

e  BHE3alHas noTeps co3HaHUs (0OMOpPOK);

®  TOUIHOTAa,;

e  C1aboCTh;

L OpTOCTAaTUYCCKAsA THUIIOTCH3USA (HI/I3K0€ ApTCPHUAJIBHOC OAaBJICHUC IIPU IMCPEXOAC U3
ITOJIOKCHHUA CUIA UIIHN JICKA B ITOJIOKCHHEC CTOSI);

®  OIIYIICHUE BpaIICHUSI.
Heuacrto (mocym eosnuxams menee uem y 1 uz 100 nayuenmos)

® TOJIOBOKpPY)KEHHE MPH TIEPEX0JIC U3 MOJOKESHHUS CHIIS B TIOJIOKEHHUE CTOSI WIIM HA000pOT
(opTOocTaTHUECKOE TOJIOBOKPYKEHHE).
OueHnb peako (mozym goznuxamo He 6oee uem y 1 uenogexa uz 10 000)

L aHFI/IOHeBPOTI/I‘-IeCKI/Iﬁ OTCK KHIICYHHKA:. OTCK KHIIICYHHKA, HpOSIBJ'IS[IOIIII/II\/’ICSI TaKUMH

CHUMIITOMAaMH, KaK 00JIb B JKUBOTC, TOIIIHOTA, PBOTA U JHUAPCH.
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CooO1ieHue 0 HexkelaTeIbHbIX PeaKIUAX

Ecnu y Bac eosnuxaiom Kaxkue-imubo HexceiamenbHvle peakyul, NPOKOHCYIbMUpYymecs ¢
8pavoM Ui pabomHuKom anmeku (6e3 MeOUYuHckou cecmpul). [lanHas pexomeHOayus
PACNPOCMPAHAEmMcss HA H00ble BO3MOJICHbIE HENCeNAmeNbHble PeaKyull, 8 MOoM YUCle HA He
nepeyucienHvle 6 UCmKe-gKiaovlule. Bvl makdce mooceme cooOwWums 0 HedHCeIamenbHblX
PeaKkyuax Hanpamyro uepes cucmemy coobwenuil cocyoapcme — unenos Eepazutickozo
9KoHOMUYecko2o cotosa. Coobwas o Hedceramenvhvlx peakyusx, Bvi nomoeaeme nomyuums
Oonvbue ceedenull 0 be3onacHocmu npenapamad.

Poccuiickag ®eneparus

®DenepanbHas ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHEHHUS

Anpec: 109012, r. MockBa, CiiaBsiHCKasl III0IIaab, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru i npr@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIIEKOMMYHHUKAITTOHHON cetu «HTepHeT:
https://www.roszdravnadzor.gov.ru

PGCHV6J'II/IKa Kazaxcran

PI'II na IIXB «HanuoHanbHbIA HEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX
u3nenuity Komurera MeaMuumHCKOTO W (apMameBTUYECKOTO KOHTpOJii MHHHCTEpCTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, yn. A.Mmanosa, 13, 4 stax

Tenedon: +7 7172 235 135

OnektpoHHas nouta: farm@dari.kz

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»: www.ndda.kz

PecniyOnmka Bemapych

VII «LleHTp dKCnepTU3 U UCIIBITAHUI B 3PaBOOXPAHCHUN

Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a

Tenedon: +375 (17) 242 00 29

®axc: +375 (17) 242-00-29

OnexTpoHHas noyra: repl@rceth.by

Caiit B nHGOpPMaIIMOHHO-TEIEKOMMYHHKAIIMOHHOM ceTn «MHTepHEeT»: https://www.rceth.by

PecnyOnmka ApMeHus

I'HKO «LlenTp sxcniepTu3sl I€KAPCTB U MEAUIIMHCKUX TEXHOIOTHID»
Anpec: 0051, r. EpeBan, ip. Komuraca 49/5
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnekTpoHHas nmouta: vigilance@pharm.am
11
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Caiit B mHGOPMAIIMOHHO-TEJIEKOMMYHHUKAITMOHH O ceTI/I'-wI'HT B)EHEM'EI'I%)TQTQ e

Coo0masi 0 HEeXeNaTeNbHbIX peaklusX, Bbl momMoraere MoJyduTh OOJbIIE CBEACHUH O

0e30MacHOCTH Mpenapara.

5. Xpanenue npenapara IOnepuo

XpaHHUTe NaHHBIN JIEKAPCTBEHHBIN MpenapaT B HEAOCTYITHOM MECTe, YTOOBI IETH HE MOTJIH €ro
BUJIETD.

He npumensiiite npenapat nocjie UCTEYEHUs CPOKa TOAHOCTH (CpoKa XpaHEHHs), yKa3aHHOTO Ha
KapTOHHOHN mnauke uiau Onuctepe nocine «l'omen mo». Jlatoit ucredeHus Cpoka TOJHOCTH
ABJIIETCS TIOCTIEIHUN JIEHb JAaHHOTO MEecsALa.

XpaHuTh npenapar npu temreparype He Boie 25 °C.

XpaHUTh B OPUTHHAIBHOMN YIIakoBKe (OJIMCTEp) AJIS 3alIUThl OT BIIAry.

He BniOpachiBaiiTe mpemapaT B KaHAIU3allMI0 WIM C OBITOBBIMH OTXOJaMHU. YTOYHUTE Y
pabOTHUKOB aNTeKH, KaK CIeIyeT yTUIU3UPOBATh IIperapar, KOTOpblid 60Jblie He ToTpedyeTcs.

OtH MCPBI ITO3BOJIAT 3allITUTUTD OKPYIKAIOIIYIO CPEAY.

He npunuMaiiTe npenapat U3 NOBPEXACHHON WM BCKPBITON YIAKOBKH.

6. Copepxumoe ynakoBKH M IPpoYHe CBeeHUS

IIpenapat FOnepuo coaep:kur

JlelicTByIOIIMM BEIIECTBOM Ipenapara sBIsSeTCs caKkyOMTpuia W BajcapTaHa T'MJIPAaTHBIA
KOMIUJIEKC HATPUEBBIX COJIEH.

IOnepwuo, 50 mr (25,7 mr + 24.3 mr), TaOJIETKH, IOKPBITHIE IITIEHOYHONW 000JI0UKOH

Kaxnas tabneTka, NOKpHITas MJIEHOYHOM OOOJIOYKON, COAEPKUT caKyOuTpuiaa M BajcapTaHa
THJIPaTHBIA KOMIUIEKC HATpUEBBIX cosell — 56,551 mr (B mepecuere Ha KHUCIOTHYIO (opmy
6e3BoiHyI0 50 MI, YTO SKBUBAJIEHTHO COJIEp)KaHUIO cakyOuTpuia 24,3 Mr u BajcapTaHa
25,7 mr).

BcnoMorarenbHbIMU BEIIECTBAMU SIBIISIOTCS:

[Tenmrono3a MHUKpPOKpUCTAIIIMYECKAs, THIPOJIO3a, KPOCIOBUIOH, MarHus cTeapar, TalbkK,
KPEMHHUSI TUOKCH]T KOJUTOUIHBIN, MPEMUKC 00O0JIOUKH OEIbIN (TUIIPOMEITIO3a, TUTAaHA JTHOKCH/T
(E171), makporon 4000, Tanbk), mMpeMUKC OOOJOYKM KpacHBIA (TMIIPOMEIUIO3a, KpacHTelb
xeneza okcun kpacHelii (E172), makporon 4000, Tanbk), MpeMHKC OOOJOYKH YEepHBIN

(rumpoMernios3a, Kpacurtenb kene3a okcu yepHsiii (E172), makporon 4000, Tanbk).
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IOnepno, 100 mr (51,4 mr + 48,6 mr), TableTKn HOKDLIT'-L%:H;I;IEO%%&% J&HB@%E Tb 0023)

Kaxnas tabneTka, MOKpBITAs IUIEHOYHOM OOOJOYKOW, COAEPKUT caKyOMTpuia M BajcapTaHa
THJIPATHBIA KOMITJIEKC HaTpueBbIX cojeil — 113,103 mr (B mepecyere Ha KUCIOTHYIO (Gopmy
6e3BogHyo 100 Mr, 4TO SKBUBAJEHTHO COJCP)KAHHUIO cakyOouTpuia 48,6 Mr m BajcapTaHa
51,4 wmr).

BcnomoraTtenbHbIME BelleCTBaMU SIBIISIFOTCSI:

[lennmrono3a MHUKpPOKpUCTAIIIMYECKAs, TUIPOJIO3a, KPOCIOBUIOH, MarHus cTeapar, TallbkK,
KPEMHUS TUOKCU]] KOJUIOUAHBIN, IPEMUKC 00O0JIOUKH Oenblil (THIpOMEIIo3a, TUTaHa TUOKCHU]L
(E171), makporoia 4000, TainbK), MPEMUKC 000JIOUYKH JKEITHIA (THITPOMEIITI03a, KPACUTEIh JKeje3a
okcu xenteiid (E172), makporon 4000, Tanbk), mpeMUKC 000JIOYKH KPacHBIN (TUIIPOMEIIO3a,

Kpacutens xeines3a okcu kpacHsiid (E172), makporon 4000, Tanbk).

IOnepuo, 200 mr (102.8 mr + 97.2 mr), TabJeTKH, DOKPBITHIE IIEHOYHOW 000JI0UYKOI

Kaxnas tabneTka, MOKpHITas IUICHOYHOM OOOJOYKOW, COACPKUT CaKyOMTpuia M BajcapTaHa
THJIPATHBIA KOMITJIEKC HAaTPUEBBIX cojieil — 226,206 mr (B mepecdyere Ha KUCIOTHYIO (Gopmy
6e3Boany0 200 Mr, 4TO 3KBHUBAJIEHTHO COJEp>KaHUIO cakyoutpuia 97,2 mMr u BajicapTaHa
102,8 mr).

BcnomoraTtenbHBIME BEIIECTBAMU SIBIISTFOTCSI:

[lennmrono3a MHUKPOKpUCTAIIIMYECKAs, THUIPOJIO3a, KPOCIOBUIOH, MarHus creapar, TallbK,
KPEMHUS TUOKCU]] KOJUTOUAHBIN, MPEMUKC 00O0IOUKH OeNblil (THIpOMEIIo3a, TUTaHa TUOKCHU]T
(E171), makporon 4000, Tanpk), mpeMUKC OOOJOYKH KpacHBIA (TMIIPOMEIIO3a, KpacuTelb
kene3za okcuna kpacHeid (E172), makporon 4000, Ttampk), mpeMHUKC OOOJOYKH YEPHBIN

(runpomernto3a, KpacuTens xene3a okcu uepHsii (E172), makporon 4000, Tanbk).

Buemnnii Bua npenapara Onepuo u cogep;kumMoe ynakoBKH
[Ipenapat FOnepuo npencrasiser co0oil TabNETKH, MOKPBITHIE IIIEHOYHON 000JI0UKON

IOnepuo, 50 mr (25,7 mr + 24.3 mr), TabJIETKH, IOKPBITHIE IDIEHOYHOW 000JIQUYKOI:

OBaybHBIE ABOSKOBBIITYKJIBIC Ta6J'IeTKI/I, IMOKPBITBIC IJICHOYHOH 000JI0YKOi Oeoro c¢
(I)I/IOJ'ICTOBBIM OTTCHKOM IIB€Ta C (I)acxoﬁ, 0e3 PHUCKHU. Ha ognoit CTOPOHC HAHCCCHA I'PaBUPOBKaA

«LZ», na npyroit — «NVR».

IOnepuo, 100 mr (51.4 mr + 48.6 Mr), TabJETKH, HOKPHITHIE IJIEHOYHOU 000JI0UYKOM:

OBaJIbHBIE JIBOSIKOBBIIYKJIbIE TAOJIETKH, MOKPBITHIE MJICHOYHON OOOJOYKONW CBETIO-KEITOro
nBera ¢ Qackoil, 6e3 pucku. Ha oaHoit ctopoHe HaHeceHa rpaBupoBka «L1», Ha npyroi —

«NVR».
13
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IOnepuo, 200 mr (102.8 mr + 97.2 mr), Ta0JeTKH, HOKPBITHIE [IJIEHOYHONW 000JI0YKOM:

OBasIbHBIE JBOSIKOBBIITYKJIBIE TAOJIETKH, MOKPHITHIE MJICHOYHOW 00O0JIOUKOM CBETIO-PO30BOTO
nBera ¢ ¢ackou, 6e3 pucku. Ha ogHoit cropone HaneceHa rpaBupoBka «L11», Ha npyroi —
«NVR».

[To 14 tabnerok B 6nucrep u3 [IBX/TIBAX u amtomuaueBoit gonsru. [lo 2 unu 4 Gnucrepa ¢
no3upoBkoi 50 mr (25,7 mr + 24,3 mr), 100 mr (51,4 mr + 48,6 mr) unu 200 mr (102,8 mr +
97,2 Mr) BMecTe C TUCTKOM-BKJIa/IbIIIIEM B KAPTOHHYIO MAUuKYy.

I[OHYCKaeTCSI HaJIMYUE KOHTPOJIA NEPBUYHOI'O BCKPBITHA HA KapTOHHOﬁ IIa4ykKe.

JlepaaTe/ib perucTpaliliOHHOIO YA0CTOBEpPEeHHUs
Hoaprtuc Oepcus Musectmente Al', Jluxtmrpacce 35, 4056 bazens, [Beiinapus /

Novartis Overseas Investments AG, Lichtstrasse 35, 4056 Basel, Switzerland

IIpousBoauTeab
HoBaptuc ®apma C.nm.A., Bua IlpoBunumnane Cxuto, 131 - 80058 Toppe AHHyHIMaTa
(Heanons), Utamus / Novartis Farma S.p.A., Via Provinciale Schito 131 - 80058 Torre
Annunziata (NA), Italy;
Jlex ®apmacerotukans a.1., Tpumiunu 2D, 9220 Jlenaasa, CnoBenus / Lek Pharmaceuticals
d.d., Trimlini 2D, 9220 Lendava, Slovenia;
00O «Hosaptuc ®apmacprotukai Manabrodexaypunry, yi. Beposmikosa 57, 1000 JIro6msHa,
Crnosennst / Novartis Pharmaceutical Manufacturing LLC, Verovskova ulica 57, 1000
Ljubljana, Slovenia;

00O «Hosaptuc HeBay, r. Cankrt-IlerepOypr, lopora B Kamenky, 1. 40, k. 3, nut. A, Poccusi.

3a 1100011 mHpopManueil 0 npenapare, a TaKxke B CIy4YassX BOSHMKHOBCHHS INPETECH3UH
ciaeqyer 00pamaTbCsi K JIOKAJbHOMY MPEICTABHTENI0 [epKaTess PerucTpanMoHHOIO
YA0CTOBEPEHHA:

Poccuiickas @enepannsa

00O «Hosaptuc @apmar»

Anpec: 125315, r. MockBa, Jlenunrpaackuit mpocmekT, 1. 70
Tenedon: +7 495 967 12 70

®axc: +7 495 967 12 68

OnexTtponHas noyra: drug.safety russia@novartis.com

PecnyOnuka Kazaxcran

TOO «HoBaptuc Kazaxcran»
14
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Tenedon: +7 727 258 24 47
OnekrponHas nouta: drugsafety.cis@novartis.com

PecybOsnka Bemapych

ITpencraButensctBO AO «Novartis Pharma Services AG» (IlIBetinapckas Kondenepanus) B

Pecniybnuke benapycn

Anpec: 220069, r. Munck, nip-T J[3ep)uHCKOTO, 5, 1oM. 3, oduc 3—1

Tenedon: +375 (17) 360 03 65
DnekTpoHHas royra: drugsafety.cis@novartis.com

PecniyOnuka ApMeHus

000 «ACTEPHUA»

Anpec: 0051, r. Epean, yn. Haupu 3apsiu, 72/3
Tenedon: +374 115 190 70

OnexrponHas mouta: drugsafety.cis@novartis.com

JIaHHBIH JIMCTOK-BKJIA/IBIII NIEPECMOTPEH

IIpouyne ncToYHUKHM HHPOPMALMHU

[TonpoOHBIC CBeleHHMS O JAHHOM Ipenapare

https://eec.eaeunion.org/.

comepxkarcsi Ha BeO-caiite Coroza:
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