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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
HaBPEIHUThH UM, JaJKE €CIIM CUMITOMBI UX 3a00JIeBaHUs COBIAIAIOT ¢ Bammmu.

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

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

1. Yto u3 ceds1 mpeacrasaser npenapat FOnepno u 1J1s1 4ero ero NpMMeHs 0T

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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MOCJIEOBATE/IbHOCTb

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

JKeITyJl0uKa y IeTeN U OJIPOCTKOB B Bo3pacTe A0 18 yer ¢ 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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MOCJIE[OBATE/IbHOCTb

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 THIPATHRIA KOMIUIEKC HaTPUEBBIX
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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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
3HauMMas TUIEPKAIMEMUs, CIEIyeT pacCMOTPETh TaKUE MEpPbl, KaK CHUXXEHHUE
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
HNPUCYTCTBYET aHTMOHEBPOTUYECKHUI OTeK Ha GoHe mpesmecTBytomiei Tepanun 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,


ЛП ГП СОГЛАСОВАНО


JIM-Ne002132-IT1-BY
COINACOBAHO

MWHUCTEPCTBOM 3[1PABOOXPAHEHWA
PECMNYBJIMKU BENTAPYCb

nMPUKA30OM OT 06.05.2025 Ne éégl
NMOCNEAOBATENLHOCTL 0024

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 13.01.2026 N= 224

noc 0022)
e Qb > A0 ksiag

y Bac runoBosiemusi (ymeHbIICHHE 00b

MOJKET OBITh BbI3BaHA Tepamueil IUypeTUKaMu, HU3KOCOJIEBOI NUETOM, Auapeeil wiu
PBOTOI;
e eciu Bel npuHUMaeTe CTaTUHBI, IPENapaThl U JICUEHUS SPEKTUIIBHON TUCHYHKIINT WIN
JIETOYHOH TUTIEpTEeH3UH (MHTUOUTOPHI (hocoanscTepassl 5-ro THIA);
Eciu Bam 65 ner unu Bwl crapiie, koppekius 103bl npu npueMe npenapara Onepuo He
Tpedyercs.
JeTH 1 mMOAPOCTKHU
OneiT npuMeHeHus npenapara KOnepuo y nereit ¢ cepeyHONd HEAOCTATOYHOCTBIO B BO3pacTe
10 oxHOTO rofa orpanuyeH. [Ipenapat FOnepro B nekapcTBeHHOM (hopMe «TabIETKH, TOKPHITHIE
IUICHOYHOW 000JIOUKOI» HEe MpeJHa3HA4YeH Uil mpuema y JeTeil ¢ maccoil Tena menee 40 kr,
MOCKOJIbKY JIaHHAs JIeKapCTBEHHas (hopMa BBIMTYCKAaeTCs TOJIBKO B JO3UPOBKE 50 MT U BHIIIIE.
He naBaiiTe mpenapar AeTsiM U OJIpocTKaM B Bo3pacTe 10 18 jieT ¢ aprepuanbHOi TUnepTeH3uei
B CBSI3U C OTCYTCTBHEM JIaHHBIX 10 3((HEKTUBHOCTH U OE30MTACHOCTH.
Jlpyrue npenaparbl u npenapat lOnepuo
Jlo navana mpuema mnpemnapata Omnepuo cooOumTe jedamieMy Bpadyy O TOM, 4TO Bl
IPUHUMAETE, HEJJABHO NMPUHUMAIN WIM MOXETE€ NPUHUMAThH JOObIE JApPYrue JIEKApCTBEHHbBIE
Ipenaparsl, BKIItoyas 0e3pelenTypHble [penapaThl, 10 MPUUYNHE BO3MOKHOTO B3aUMOAECHCTBUS

¢ npenaparom FOnepuo.

[IpoTHBOMOKA3aHHBIE JEKAPCTBEHHBIE B3AUMOJIEUCTBUS:

e JIEKapCTBEHHBIE Npenaparsl, coaepxaiiie HAIID (Hanpumep, sHananpui). OTHOBpeMEHHOE
npuMeHeHne mnpenapata Onepuo ¢ uAII® Moxer yBenuuMBaTH PHUCK Pa3BUTHS
aHTMOHEBPOTHYECKOro oteka. He HaunHaiite npuem npenapara FOnepuo panblie, yeM uepes
36 4acoB nocJe npuema nocjiaeHen 036l IPenapaToB ATON IPYMIIbL;

® JICKAPCTBCHHBIC Mperaparbl, IMPUMCHACMBIC [JId JICHCHHA BBICOKOI'0 apTCPUAIBHOTO
JaBIICHUS] WM CEPIEYHON HEeIOCTaTOYHOCTH, COJEpKaIlhe aJHCKUpPEH. AJMCKHUPEH-
coAcpiKalure rnmpemnaparbl MPOTHBONIOKA3aHO IPUMECHATH Y TAIIUCHTOB C CaXapHBIM I[I/Ia6eTOM
WIN C HAPYUICHUSAMH (QYHKIIUH ITOYEK.

HepexoMmenayeMble JeKapCTBEHHEBIE B3aUMOICHCTBUS

e JICKapCTBCHHBIC TIpeaparhl, COJCpIXKAIUe AHTArOHUCTHI PEIENTOPOB AHTHOTECH3WHA
(APA II) (cM. pa3nen 3 nHUCTKA-BKIIABIIIA).

HeKaDCTBeHHLIe BSaHMO)IefICTBPISI, KOTOPBIC H€O6XOJII/IMO YUYHNUTHIBATH.

¢ JICKAPCTBCHHBLIC IpCHIapaThl, MPUMCHACMBIC IJI1 CHUIXCHUA BBICOKOTO YPOBHA XOJICCTCPUHA,

MN3BCCTHBIC KaK «CTAaTHHBD» (HaHpI/IMep, aTOpBaCTaTI/IH). O,[[HOBpCMeHHOG MMPUMCHCHUC

5
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MOCJIEOBATE/IbHOCTb

aTopBacTaTMHAa W €ro MeTaboJMTOB B IUla3Me KpoBH 10 2 pa3. [lpu omHOBpeMeHHOM
npuMeHeHuu npemnapata lOmepuo ¢ cMMBacTaTMHOM — KIMHUYECKHM — 3HAYMMOIO

JIEKApCTBEHHOI'O BBaHMOHeﬁCTBHH HE OTMCYCHO,

¢ JICKAPCTBCHHLIC NpCraparbl, IPUMCHACMBIC IJIA JICUCHUA BPGKTHJIBHOP’I I[I/IC(byHKI_[I/II/I HJIN
JETOYHOW  THUNEPTeH3uW  (Hampumep, cuiaeHadwsi  WiIM  JIpyroil  HMHTHOUTOp
docdomurcrepazel 5-ro Trma). Ecnim y Bac BhIpak€HHOE TOBBIIMICHHOE apTepUATIbHOE
JaBJIeHHUE, OJHOBpPEMEHHOE MpUMeHeHue npenapara FOnepruo ¢ JaHHBIM KJIacCOM BEILECTB
YCWIUT aHTUTUIIEPTEH3UBHOE JeiicTBHE (OKaKeT 00Jjiee BHIPAKEHHOE CHUKECHHE).

HpennonaraeMHe JCKApCTBCHHBIC B33PIMO,IICI>10TBHSI, KOTOPbIC HCO6XOI[I/IMO YYUTHIBATH.

e JIEKapCTBEHHBIE IIpenaparthbl, IPUMEHSIEMbIE JIs YBEJIIMUEHHUS COJIECpKaHUS Kalus B KpPOBU
(Hampumep, KanuiicOeperaroniye IUYPETHKU: TPUAMTEPEH U aMHIIOPUJ, AHTarOHUCTHI
MUHEpPAJIOKOPTUKOUJIOB:  CIHUPOHOJAKTOH M JIUIEPEHOH,  Ipenaparbl  Kajus,
KaluicoepKallie 3aMEHUTENN MOBapeHHOH conu). OJHOBpeMEHHOE MPUMEHEHHE
npenapata fOnepuo ¢ npenaparamu, cCoAep allMMHU KaJUi MOXKET BbI3bIBaTh IMOBBIIICHNE
COJIepKaHus KaJlusl U KOHILIEHTpallMM KPeaTHHUHA B CHIBOPOTKE KpoBU. Baiemy sieyaiemy

Bpady MOKCT HOTpe6OBaTLCH KOHTPOJHUPOBATb COACPIKAHUC KAJIUA B CBIBOPOTKEC KPOBU;

e JIGKapCTBEHHbIE  Ipernaparbl, IMpUMEHseMble s 00e300/MBaHUSA,  Ha3bIBaeMbIe
HECTEPOMJIHBIMU  NIPOTHBOBOCHANMTENbHBIMU  mpenapatamu  (HIIBII)  (mampumep,
ubynpodeH, HUMECyNHH), BKIIOYas CEJIEKTUBHBIE WMHTUOUTOPHI ITUKIOOKCUTEHA3BI-2
(uarubutopsr 11OI'-2) (Hanpumep, sTopukokcu6). Ilpu oIHOBpEeMEHHOM NPUMEHEHUH
npenapara Onepuo ¢ HIIBII moxeT yBeaMuuMBaTBCS PUCK YXYIIIEHUS (QYHKIMU TOYEK,
ecnu Bel B Bo3pacte crapuie 65 ser, uinn y Bac npucyTrcTByeT cocTosiHue TMIOBOJIEMHUS
(yMeHblIeHHE 00BbEMaA IUPKYJIUPYIOLIEH KpOBH), BKJOYAs MAlMEHTOB, MOIYYarolINX
IUYypeTuKd, uin y Bac mpucyTcTByer HapylueHue (QyHKIUHM nouek. Bamemy nedaremy

Bpauyy MOKET MOTpeboBaThCsS KOHTPOIUPOBATDH (DYHKIIMIO MTOYEK;

e JIEKapCTBEHHBIE IIpENapaThl, COACPKALIUE JINTUM, IPUHUMAEMBbIE I JIEYCHUS HEKOTOPBIX
BHJIOB Jienipeccun. [Ipu onHOBpeMeHHOM npuMeHeHuH npenapatoB JUTHs ¢ MAIID u APA 11
O0TMEYaJIOCh 0OPAaTUMOE MOBBIIIEHUE COJEPKAHUS JINTUS B CBIBOPOTKE KPOBHU U YCUIJICHUE, B
CBA3U C DTUM, TOKCHYECKHMX IPOSBICHUU. B ciydae HONOIHUTENBHOIO IPUMEHEHUs
JUYPETUYECKOrO JIEKAPCTBEHHOI'O Ipernapara pUCK TOKCUYECKOrO JEUCTBUS JTUTHS MOXKET
yBeIMUMBaThCA. Bamiemy JieyamieMy Bpady MOXET NOTpeOOBaThCS KOHTPOJIMPOBATH

COACPIKAHUC JIUTUA B CBIBOPOTKE KPOBHU;
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npoGWIAKTUKA  OTTOPXKEHUs  TpaHCIUIaHTaTa  (HampuMep,  LHMKIOCIOPUH)  WIH
aHTUpeTpoBUpYCHOE cpeactBo i JsedeHuss BUY-undexmmu u CIIM[da (mampumep,
pUTOHABHP). DTH IpenapaThl MOTYT ycuinBath 3 dekTrl Basncaprana. [Ipu ogHOBpeMeHHOM
npuMeHeHuH npenapara FOnepuo ¢ aHTHOMOTHKAMU MOXKET YBEJIMYMBATHCS KOHLIEHTPALUS
B IUIa3Me CaKyOMTpHIIaTa UM BajcapTaHa (CM. paszzel 3 JIMCTKa-BKJIa bllIa).

OTCVTCTBI/IG 3HAYUMBbIX JTCKAPCTBCHHBIX BSaHMOHeﬁCTBHﬁI

e [pu mpuMeHeHuH mpemnaparta FOmnepuo B koMOMHAIUU ¢ QypOCEMHUAOM, AUTOKCHHOM,
Bap(apruHOM, THUAPOXJIOPOTHAZUIOM, AMIIOJUIHHOM, MET(HOPMHHOM, OMENPa30IOM,
KapBeIWJIONIOM, HUTPOTJIHMIEPHUHOM BHYTPUBEHHO (B/B) WM KOMOMHHUPOBAaHHBIM
[penaparoM JIEBOHOPrecTpena M STUHUIACTPAAMONA  KIMHUYECKH 3HAYUMBbIX
B3aUMO/ICHCTBUI HE BBISBICHO.

[TpOKOHCYIBTUPYHUTECH C JIEHAIUM BPadyoM WU PaOOTHUKOM anTeku (0e3 MEeAMIIMHCKON
CeCTpbl) B Cllyda€ HEYBEPEHHOCTHM KacaTeIbHO TOrO, OTHOCUTCS JM HPUHUMAEMBbIH
JIEKApCTBEHHBIN MTpenapar K OJJHOMY U3 EPEUUCICHHBIX BbILIE JIEKAPCTBEHHBIX MTPENapaToB.
BepemMeHHOCTH M rpyAHOE BCKAPMJINBAHHE

Coo0muTe sevanieMy Bpady, ecid Bol 6epeMeHHBI U KOPMHUTE TPYAbIO, IPEINoaraeTe, 4ro
MOYXeTe OBITh OEpEMEHHBI, WIH TUTAHUPYeTe OEPEeMEHHOCTb.

CoxpaHeHHBIA pePOAYKTHBHBIN TOTCHIINAJI, KOHTPALCIIIIHUS

Bawm, jkeHIIMHAM JETOpOAHOrO BO3pacTa, U Bam, mamueHTaM MYXCKOro Ioja, HeoOXO0IuMO
HCIOJIb30BaTh HAJIeKHbIE METO/bl KOHTPALIETILIMU BO BpeMs JiedeHus npenaparom HOmepuo u B
TE€UYEeHUE HeJeNu Mocje ero nociueanero npueMa. Ecnu Bel mnanupyere 6epemeHHocTh, Bam
clie/lyeT 0OrOBOPUTh BapUAHTHI JISYEHHUS CO CBOUM JIEYalllUM BPayoM.

bepemenHocTh

Ecnu Bel 6epemenHbl, TO HE cienyeT npuHuMaTh npenapat KOnepuo. Y 6epeMeHHBIX KEeHILUH,
NPUHUMABIIMX  BaJicapTaH, OTMEYAJIUCh ClIy4al  CaMONPOM3BOJIBHOIO  IpPEpBhIBaAHMS
OepeMEHHOCTH, MaJlOBOJMS M HapylmleHHs (QYyHKIUM TOYEeK Yy HOBOpOXAeHHbIX. Ilpu
HaCTYyIJIEHMH OEpEeMEHHOCTH BO BpeMs JIedeHUs IpernaparoM, Bam cienyer npekpaTuTh mpuem
npernapara v npouH(OpMUPOBATh CBOETO JIEYalllero Bpaya.

JlakTanms

Ecnn Bel kopMuTe Tpy/1bI0, TO HE PEKOMEHYETCsl IPUHUMATh npenapat IOnepuo.
[TpokoHCYIBTUPYHTECH ¢ BpauoOM MM PAOOTHUKOM anTeku (0e3 MEeJUIIMHCKOM CecTphl) mepes
IPUEMOM KaKHX-JIMOO JIEKaPCTBEHHBIX MPENapaToB B MEPHOJ] TPYTHOTO BCKaPMJIIMBAHUS.
YnpasiieHue TPAaHCIIOPTHBIMHU CPeACTBAMM M padoTa ¢ MeXaHU3MaMM

OTCYTCTBYIOT JaHHBIC O BJIMSAHHUHW IIPCIlapaTa Ha CIIOCOOHOCTH YOpaBJIATh TPAHCIIOPTHBIMHA
7
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ycTanocTs, To BaMm cienyer coOmaoaaTe OCTOPOKHOCTb IIPH BOKIACHUU aBTOTPAHCIOPTA HIIU

paboTte ¢ MExaHU3MaMH.

3. Ilpuem npenapara IOnepuo

Jauuplii npenapar cieayeT NPUHUMATh B CTPOTOM COOTBETCTBUHM C YKa3aHUSIMHU JICHAILIETO
Bpada. B cirydae BOSHHKHOBEHHS BOTIPOCOB MMPOKOHCYJIBTUPYHUTECH C BPAYOM HIIM PaOOTHUKOM
anTeku (0e3 MeIUIIMHCKON CECTPHI).

Pexomenayemas 103a

Bcerna npunumaiite npenapar KOnepuo B moa1HOM COOTBETCTBUU € JTMCTKOM-BKJIA/IBIIIEM UITU C
PEKOMEHIalMsIMU JICUaIero Bpaya.

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

Bspocibie

Jns nedeHus cepieyHO HEJOCTATOYHOCTH CTaHAApTHAs J03a npenapara FOnepuo cocraBisieT
200 mr 2 pa3a B JeHb (0AHa TableTKa yTpoM M OjJHA TabieTka BeuepoM). Pekomenmayemas
HavyaybHas g03a 100 mr 2 pasa B 1eHb (0AHa TaOJETKA YTPOM U OJIHA TaOJETKA BEYEPOM).

J1s1 ieyeHus BBICOKOTO apTepUaIbHOTO JABJICHUSI PEKOMEHAyeMasi HauajbHas 1033 COCTABIISIET
200 mr 1 pa3 B 1eHb. B HEKOTOPBIX CiIydasx Jedanuii Bpad MOXKET Ha3HAUYUTh 00Jiee BHICOKYIO
no3y (Hampumep, 400 mr 1 pa3 B neHs). B 3aBucumoctu ot Baiero coctostHusi Bpau Ha3HAUUT
npenapar lOnepno B BHIIe MOHOTEpANHWH WM B KOMOWHAIMK C JIPYTUMH THUMIOTEH3UBHBIMU
cpencTBamu (MIOHIDKAIOIIME apTepraibHOe naBienue), kpome nAIID u APA II.

Jlns oboux mokazaHuil Barn Bpad Ha3HAUMT TOYHYIO HA4allbHYIO 103y Ha OCHOBE TOTO, KaKHe
npenapatsl Bel npuHuManu panee. 3atrem Bai Bpau OyneT KOppeKTUPOBATh 103y B 3aBUCUMOCTH
oT Barmeit peakiiuu Ha jieueHue, oka He Oy1eT HaleHa JTydIas 103a.

JleTH ¥ MOAPOCTKU ( OT OZIHOTO I'oJia U CTaDIHe)

Jlna nedeHuns cepledHON HEAOCTAaTOYHOCTH Bain Bpau onpenenuT HadalbHYIO 103y C y4E€TOM
Macchl Tela W Apyrux (HakTopoB, BKJIIOYAs Mpenaparbl, KOTOpble Bbl mpuHUManu paHee.
[Ipenapar IOnepuo ciaexyer mpuHUMATH JBa pa3a B CyTKH (YTpoM u Beuepom). Bamr Bpau Oyaet
KOPPEKTUPOBATh 103y JI0 TEX MOp, OKa HE MOA0EPET ONTUMAIBHYIO.

ITyTe 1 ciocod BBeneHust

[Ipenapar FOnepuo crienyer npuHUMAaTh BHYTPb B OJHO U TO YK€ BPEMsI KaX bl JEHb.
TabneTku cienyer mporiaTeiBaTh LIETUKOM, HE JJOMasi U He JIeNIsl Ha YacTH.

Bpewms npuema npenapara KOnepuo He 3aBUCUT OT BpEMEHH MpueMa MUILH.
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MEepHO B JIEKAPCTBEHHOH (popme «Té

Gnerion, TORpoHER e omH 61 660164k 01 e

IpelHa3HaueH uid mpuemMa y Jered ¢ maccod Tena MeHee 40 Kr, IOCKOJIBKY JaHHAs
JeKapcTBeHHast (hopMa BBIITYCKAETCs TOIBKO B J03UPOBKe 50 MT U BBIIIIE.
IIpoxo/KuTEILHOCTD TEpanun

[Iponomxkaiite mpuHUMaTh npenapat FOnepruo exxeqHEBHO 10 TeX MOp, IOKA Jedaleld Bpad He
OTMEHHUT €r0 IPUEM.

Ecim y Bac ectp Bompocsl O TOM, Kak J0iro mnpuHumarb npemnapar IOnepuo,
MPOKOHCYJBTUPYHTECh C JICUallMM BpadyoM WIU PAOOTHUKOM anTeku (0e3 MeTUuIMHCKOM
CECTpBHI).

Ecsin Bol npunsiiu npenapat IOnepuo 6o/b1ue, 4eM cjie10Bajio

[Ipn nepenosupoBke mnpenaparom lOmnepuo y Bac Moxer HaOmomatbes apTepuaibHas
TUIIOTEH3Usl, MPU 3TOM CIIEAYEeT HEe3aMEIJIUTEIbHO IMPOKOHCYJIBTUPOBATHCA C BpPayoOM WIIHU
pabOTHUKOM anTeku (03 MEAUITMHCKON CECTPHI).

Jleuenue

PexoMeH10BaHO CUMIITOMAaTHYECKOE JIEUEHUE.

Eciu Bpl 32061111 puHATH npenapat Onepuo

Pekomenayercs npuHUMAaTh JAHHBIN JIEKAPCTBEHHBIN Mpenapar KaXkIbli IeHb B OJHO U TO K€
Bpems. B cinyuae nponycka npuema npenapata fOnepuo, npumute 103y npenapara, Kak TOJIbKO
BCcIOMHUTE 00 3TOM. [IpumuTe cienyromnryto 103y B 00braHOE Bpems. [IpomycTure npuem, eciu
y>K€ MOYTH HACTaJIo BpPEMsl CIEAYIOLIEro npueMa npenaparta. He npuHumaiite JBOMHYIO 103y
npernapara, YTo0bl BOCIIOJIHUTh IPUEM MTPOMYIIEHHOM 103bI.

[Ipu HamM4MK BOPOCOB MO MPUMEHEHHUIO TperapaTa oOpaTUTECh K JieyalieMy Bpavy.

4. Bo3amo:XHbIe HeKeNaTeIbHbIC PeAKINT

Kak u B cinydae ¢ mr00bIMM JpyrMMH Ipenapatamu, npemnapar HOmepuo MoXeT BbI3BaTh
He)KeJlaTeJIbHbIE peaKliu, OJJTHAKO 3TO MPOUCXOUT HE Y BCEX MAIMEHTOB.

HexkoTopsble HexkeslaTeJIbHbIE PeAKIIUM MOTYT ObITh CepPbe3HBIMH

[Tpexpature npuem npenapata FOnepno 1 HeMeAIEHHO 00paTUTECh 32 METUIIMHCKOM TOMOIIBIO,
ecnu y Bac BO3HUKIHN Kakue-1100 U3 CIEIYIONNX peaKuii:

Heuacto (mooicem 6os3nuxnyms menee wem y 1 uz 100 nayuenmos):

¢ OTCK JIMIIa U ropJia (aHI‘I/IOHeBPOTI/I‘{CCKI/Iﬁ OTCK).

HeusBecTHO (MCXOO}Z usz UMernuuxcs OAHHBIX yacmomy 603HUKHOBGEHUA onpe()eﬂumb

HEeBO3MOIHCHO)
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OTEK KOKH, CIIM3UCTHIX U MOJKOKHOM KUPOBOU KJIETUATKH)).

Ecnu y Bac BO3HUKHYT cepbe3Hble T0OOUYHBIE 3()(PEKThI, MPEeKpaTUTE MPHEM JIEKapCTBEHHOTO

npenapata FOnepro u HeMeaIeHHO coo0IuTe 00 ITOM CBOEMY JieHalieMy Bpauy.
JIpyrue Bo3MOKHbIE HeKeJlaTeJIbHbIe PeaKInu
OueHb 4acTO (Mocym 8o3Hukamo 6onee uem y 1 uz 10 nayuenmos)

® HU3KOE apTepHAIbHOE aBJICHUE;
e HapyllueHue QPyHKIUH [T0YEK;
® BBICOKMH YPOBEHb KaJIUs B KPOBH (110 aHAJIU3Y KPOBH).

Yacrto (mocym 6o3nuxams He 6onee uem y 1 uz 10 nayuenmos)

®  Kallelb;
®  TOJIOBOKpYKEHHE;

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

®  HU3KUH ypOBEHb KaJlus B KPOBH (II0 aHAJIM3y KPOBH);
e jnuapes (KUIKHUH CTyl);

®  TIOBBIIECHHAS YTOMJIEMOCTb;

e TOJIOBHas 0OJIb;

e  BHE3alHas oTeps co3HaHUs (0OMOpPOK);

® TOUIHOTA,

e  C1aboCTh;

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

®  OIIYUICHHE BPAIICHUSI.
Heuacto (mocym eo3nuxamo menee wem y 1 uz 100 nayuenmos)

® TOJIOBOKPY)KEHHUE TIPU MIEPEX0/ie U3 TOJ0KEHUS CUJIS B TIOJIOKEHUE CTOSI WIIH HA000pOT
(opTOocTaTHUECKOE TOJIOBOKPYKEHHE).

Coo0uieHue 0 HexKe1aTeJIbHBIX PeaKIusaX

Ecnu y Bac 6osnuxaiom Kaxkue-mubo HexceiamenbHvle pPeakyuu, NPOKOHCYIbMUpYUmecs ¢
8pauomM unu pabomuuxom anmexu (be3 meouyuxckou cecmpwl). [lannas pexomeHOayus
PACNPOCMPAHAEMCcsl HA JH00ble B03MONCHbLE HENCeNAMeNbHble PEeaKyull, 8 MOM YUCLe HA He

nepeducieHnvle 6 aucmke-exnaoviuie. Bol maxowce mooceme 00061/1/;1/11’}113 O HeodKenameylbHvlx
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9KoHOMUYecko2o cotosa. Coobwas o Hedceramenvuvlx peakyusx, Bvi nomoeaeme nomyuums
bonbute ceedenutl 0 Ge30nacHOCmuU npenapamad.

Poccuiickag ®eneparus

OenepanibHas ciryx0a 1o HaJ3opy B chepe 31paBOOXpaHeHUs

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Cair B nH(}OPMAITMOHHO-TEIEKOMMYHUKAITMOHHOM ceTu «HTEepHET:
https://www.roszdravnadzor.gov.ru

PecnyOnnka Kazaxcrau

PI'TI na I1XB «HanuuoHalbHBIN LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX
u3nenuit» Komurera MegunuHCKOro u  (papmareBTHUeCKOro KOHTposis MuHucTepcTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, yi. A.Mmanosa, 13, 4 stax

Tenedon: +7 7172 235 135

OnextponHas noyra: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHHUKAIMOHHOM cetr «HTepHEeT»: www.ndda.kz

Pecnybauka bemapyce

VII «LleHTp dKCnepTU3 U UCIIBITAHUI B 3PaBOOXPAHCHUN

Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a

Tenedon: +375 (17) 242 00 29

®daxkc: +375 (17) 242-00-29

OnexkTpoHHas noyra: repl@rceth.by

CaiiT B nH(pOpMaIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM cetH «MHTepHeT»: https://www.rceth.by

PecnyOonnka ApMeHus

I'HKO «IleHnTp 3KkcniepTU3bl IEKapCTB U METULUHCKUX TEXHOJIOTHII»
Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnekTpoHHas nouta: info@ampra.am, vigilance@pharm.am

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»: www.pharm.am.

COO6H_IE[$I O HCKCIIATCIIbHBIX PCaKIUAX, Brl momoraere MOJIYUUTDH OoubIIe CBEJICHUM O

0€30IacCHOCTH TIperapara.
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[0 o 5 X pienie npeniapata Konepuo .

XpaHI/ITe ,Z[aHHBIﬁ HeKapCTBeHHBII;'I nmpemnapar B HCAJOCTYIIHOM MECTE, YTOOBI JC€TH HE MOI'JIM €I0

BUJIETh.

He npumMensiiiTe npenapar 1nocie MCTe4eHUs CPOKa TOHOCTHU (CpOKa XpaHEHUs ), YKa3aHHOTO Ha
KapTOHHON nauke uiau Omucrepe nocie «l'ogeH mo». JlaToil ucTedeHus Cpoka TIOJHOCTH
ABJIAETCS MOCIEIHNAN JEHb TAaHHOTO MECALA.

XpaHuTh Mpenapar npu remmneparype He Boiie 25 °C.

XpaHUTh B OPUIMHAIBHOM ynakoBke (OJucTep) AJIs 3aIUThI OT BJIArH.

He BroiOpaceiBaiiTe mpenapaT B KaHATW3aIMI0 WIM C OBITOBBIMH OTXOAAMHU. YTOYHHTE Y
paOOTHUKOB ANTEKH, KaK ClIeAyeT YTUIM3UPOBaTh IpenapaT, KOTOpbIil 0oJble He ToTpedyeTcs.
OTH MepbI MO3BOJIAT 3AIUTUTE OKPYIKAIOIIYIO CPELLY.

He npunuMaiiTe npenapat U3 NOBPEXACHHON WM BCKPBITON YIAKOBKH.

6. Conepxxumoe yNakOBKH U MPOYHUe CBeIeHUS

IIpenapar FOnepuo cogepxur

JlelicTBYIOIIMM BEIIECTBOM TIperapara SBISCTCS CaKyOWTpuiIa W BaJicapTaHa THIPATHBINA
KOMILJIEKC HATPHEBBIX COJICH.

IOnepwuo, 50 mr (25,7 mr + 24.3 mr), TabJIeTKHA, HOKPBITHIE INIEHOYHOU 000JI0UKON

Kaxnmass Tabierka, MOKpHITas MJICHOYHOW OOOJIOYKOW, COAEPKUT CaKyOMTpuia M BajcapTaHa
THJIpaTHBIA KOMIUIEKC HATpUEBBIX cosell — 56,551 mr (B mepecdere Ha KHUCIOTHYIO (opmy
6e3BoaHyl0 50 Mr, YTO SKBHMBAJIEHTHO COJAEp)KaHHIO cakyOurpmwia 24,3 Mr v BajcapTaHa
25,7 mr).

BcnoMorarenbHbIMU BEIIECTBAMU SIBIISIOTCS:

[Tenmrono3a MHUKPOKPUCTAIIIMYECKAs, THIPOJIO3a, KPOCIOBUIOH, MarHus cTeapar, TalbK,
KPEMHHUS UOKCHU]T KOJUIOMIHBINA, MpeMHUKC 000JI0UKK Oeiblil (THIIpoMeIo3a, TUTaHa JHUOKCU
(E171), makporon 4000, Tanbk), mMpeMUKC OOOJOYKM KpacHbIM (TMIIPOMEIUIO3a, KpacHTeNb
keneza okcuna kpacHeid (E172), makporon 4000, Ttanbk), mpeMHUKC OOOJOYKH YEpPHBIN

(rumpoMenio3a, Kpacurtensb kene3a okcu yepHsiid (E172), makporon 4000, Tanbk).

IOnepuo, 100 mr (51.4 mr + 48,6 Mr), TaOJIETKHU, MOKPHITHIE INIEHOYHON 000JI0UYKON

Kaxxnas Tabnerka, MOKpHITas IJIEHOYHOW OOOJOYKOM, CONEPKUT CaKyOWTpuiIa W BajcapTaHa
THJIPaTHBIA KOMITJIEKC HaTpueBbIX cojeil — 113,103 mr (B mepecyere Ha KUCIOTHYIO (Gopmy
6e3BogHyto 100 Mr, 4yTO SKBHBAJEHTHO COJEpXKaHMIO cakyOuTpmia 48,6 Mr u BajcapTaHa

51,4 mr).
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Lemnnmronoza MHUKPOKPUCTAJUIMYECKAs,, THIIPOJI03a, KPOCIOBUIOH, MarHus CTeapar, Tajbk,
KPEMHUS TUOKCHU]] KOJUTOUIHBIN, MPEMUKC 00O0JIOUKH OeNbIi (TUIpOMEIIo3a, TUTaHA TUOKCHUT
(E171), makporoia 4000, TainbK), MPEMUKC 000JIOUYKH JKEITHIA (THITPOMEIITI03a, KPACUTEIh JKeje3a
okcun xenteiii (E172), makporon 4000, Tanbk), IpeMHKC 000JIOYKHA KPaCHBIN (THIIPOMEIIO3a,

Kpacutens xeies3a okcu kpacHsiid (E172), makporoin 4000, Tanbk).

IOnepuo, 200 mr (102.8 mr + 97.2 mr), TabJIeTKH, DOKPBITHIE IJIEHOYHOW 000JI0UYKOMI

Kaxxgas TtabneTka, MOKphITas MIEHOYHON 000JOYKOM, CONEPKUT CaKyOuTpuia U BajcapTaHa
THJIPATHBIA KOMILJIEKC HAaTPUEBBIX cojieil — 226,206 mr (B mepecdyere Ha KUCIOTHYIO (Gopmy
6e3BosHy0 200 Mr, YTO 3KBHUBAJEHTHO COJEpXKaHUIO cakyOuTpuiaa 97,2 Mr u BajicapTaHa
102,8 mr).

BcnomoraTenbHBIME BEIIeCTBAMU SIBIISIOTCS:

Lemnronoza MHKPOKPHUCTAJUITMYECKAs,, THIIPOJ03a, KPOCTOBUIOH, MarHus CTeapar, Tajbk,
KPEMHHUS TUOKCHU]T KOJUTOMIHBINA, IIPEMHUKC 000JI0UKH OebIil (THIIPOMEIIo3a, TUTaHa JHOKCU
(E171), makporon 4000, TayibK), MPeMHKC OOOJOYKH KpACHBIH (THIIPOMEIIO3a, KPacHUTEIb
keneza okcua kpacHeid (E172), makporon 4000, Tanmbk), mpeMHUKC OOOJOYKH YEpPHBIN

(runpomernto3a, KpacuTens xeine3a okcu uepHsiil (E172), makporon 4000, Tanbk).

Buemnnii Bua npenapara Onepuo u cogep;kumMoe ynakoBKH
[Tpenapat FOnepuo npeacrapisier codoit TablIeTKU, TOKPBITHIE TNIEHOYHOH 000I04KOM

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

OBasbHBIE JBOSIKOBBINTYKJIbIE TaOJETKH, IOKPBIThIE IUIEHOYHON 000J0YKOM Oenoro c
(b1oaeTOBBIM OTTEHKOM IIBeTa ¢ (hackoil, 6e3 pucku. Ha onHOI cTopoHe HaHeceHa rpaBUPOBKa

«LZ», na apyroi — «NVR».

IOnepuo, 100 mr (51.4 mr + 48,6 mr), TaOJIETKH, HOKPBITHIE INIEHOYHON 000JI0YKON:

OBasIbHBIE JIBOSIKOBBIIYKJIbIE TAOJIETKH, MOKPBITHIE MJICHOYHOM O0OOJOYKONW CBETIO0-KEITOro
nBeta ¢ ¢ackoi, 6e3 pucku. Ha oxHoil cropoHe HaHeceHa rpaBupoBka «L1», Ha apyroi —

«NVR».

IOnepuo, 200 mr (102.8 mr + 97.2 mr), TabJeTKH, HOKPBITHIE [JIEHOYHOM 000JI0YKOM:

OBasIbHBIE JBOSIKOBBIIYKJIbIE TAOJIETKH, MOKPHITHIE MJICHOYHOM 000JI0UKOI CBETIO-PO30BOTO
nBera ¢ ¢ackoii, 6e3 pucku. Ha ogHoil ctopoHe HaHeceHa rpaBupoBka «L11», Ha npyroi —

«NVR».
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[I[1-Ne002132-T1-BY |F .""."‘ 4 kKD YR O
COIMACOBAHO OTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 13.071.2026 N2 224
MWHUCTEPCTBOM 3[1PABOOXPAHEHUA OT 12U 1.AU0L0 ]
P

”PWKASOEMCQing%%Sgﬁiﬁ%m Tok B Oyuctep u3 [IBX/TIBJAX u an}oMI/IHI/IQaEm: %%J‘I‘Lﬁ[f' “ITJJ:'JZ_I Ilelﬁlﬂ" 5 Eﬁm:lc pa Cc

NMOCNEAOBATENLHOCTH 002

no3upoBkoit 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 JTUCTKOM-BKJIa/IbIIlIEM B KAPTOHHYIO NAUKY.

I[OHYCKaCTCSI HaJIMYUE KOHTPOJIA MEPBUYHOI'O BCKPBITHA HA KapTOHHOﬁ IIa4ykKe.

Jlep:kaTeib perucTPallMOHHOIO YA0CTOBEPEeHUs!
Hosaptuc Oepcus MuBectmentce Al', Jluxtmrpacce 35, 4056 bazens, [Beinapus /

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

IIpousBoauTenn
HoBaptuc ®apma C.n.A., Bua IIpoBununane Ckuro, 131 - 80058 Toppe AHHyHUHaTa
(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;
000 «HoBaptuc ®apmacbroTiKal MaHbIOQEKIypHHT», Yi1. Bepopmkosa 57, 1000 Jlro0isHa,
Crnosenmst / Novartis Pharmaceutical Manufacturing LLC, Verovskova ulica 57, 1000
Ljubljana, Slovenia;

00O «Hosaptuc HeBay, r. Cankt-IlerepOypr, lopora B Kamenky, 1. 40, k. 3, mut. A, Poccus.

3a 110001 mHpoOpManueil 0 npenapare, a TaKxke B CJIy4YassX BOSHMKHOBCHHS INPETCH3UH
caeAyeT 0o0pamarTbCcsi K JIOKAJTbHOMY HPEACTABHTENI0 [ep:KaTess PerncrpaunoOHHOro
YA0CTOBEPEHHA:

Poccuiickas Denepanusa

00O «Hosaptuc ®apma»

Anpec: 125315, r. MockBa, JIeHuHrpaackuii npocnekr, 1. 70
Tenedon: +7 495 967 12 70

®axc: +7 495 967 12 68

OnexTtpoHHas noyra: drug.safety russia@novartis.com

P GCHV6J'II/IK8. Kazaxcrad

Ounman Komnanuu «HoBaptuc @apma Cepucaz Al B PecniyOnnke Kazaxcran
Anpec: 050022, r. Anmartsl, yi. Kypmanrassr, 95

Tenedon: +7 727 258 24 47

OnexTponHas noyra: drugsafety.cis@novartis.com

PecnyOnuka bexapycee

[TpencraButensctBo AO «Novartis Pharma Services AG» (Llseiinapckas Kondenepanus) B
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J1M-Ne002132-T-BY
COINACOBAHO

MWHUCTEPCTBOM 3[1PABOOXPAHEHWA
PECMNYBIKN BENTAPYCb

MPUKA3OM OT OG'OPéWﬁ%(C

MOCJIEOBATE/IbHOCTb

benapych

COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 13.01.2026 N= 224

(MOCNEOOBATENBHOCTE 0022)

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

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

PeciyOsmika ApMeHus

000 «ACTEPHUA»

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

DnekTpoHHas royra: drugsafety.cis@novartis.com

JlaHHBIH JIMCTOK-BKJIAABIII EPECMOTPEH

IIpoune ncTouyHNMKU HHGOPpMALNHA

[TonpoOHBIC CBeleHHWS O JAHHOM Ipernapare

https://eec.eacunion.org/.

comepkarcsi Ha BeO-caiite Coro3za:
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