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MWUHWUCTEPCTBOM 3[1IPABOOXPAHEHUA

PECMNYBJIMKWU BEJNTAPYC

b
Egﬁﬁﬁmﬁﬁé o50'Mr (25,7 mMr + 24,3 Mr), Ta0JIeTKH, NOKPBITHIE IIEHOYHOH 060JI0UKOi

KOnepuo, 100 mr (51,4 mr + 48,6 mr), Tadj1eTKH, NOKPBIThIE MJIEHOYHOI 000J109K 0

KOnepuo, 200 mr (102,8 mr + 97,2 mr), Ta0/1eTKH, NOKPbITHIE NJIEHOYHOH 000/104KOM

JleiicTByro11Iee BENECTBO: CAKyOUTpHIIA 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 COBIAAAIOT ¢ Bammmu.

e Ecmu y Bac Bo3HuKIM Kakue-mOO HEXeENaTeNlbHBIE PeakIuu, 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.

COAEPXAHMUE JINCTKA-BKJIAJIBILIIA
Uro u3 cedst npeacrasuseT npenapar KOnepuo u A1 4ero ero NpuMeHsItoT.
O ueM cnenyer 3HaTh nepen npueMoM npenapara FOnepuo.
ITpuem npenapara FOnepuo.

1
2
3
4. Bo03MOKHbIE HEXeNaTelbHbIE PEAKIIUHU.
5. Xpanenue npenapara FOmnepuo.

6

COI[ep)KI/IMOG YIaKOBKHU U IMPOYUEC CBCACHU.

1. Yro u3 cedst npeacrasisier npenapat Onepuo u 1151 4ero ero NpMMeHsIIOT

IIpenapar oTHOCHUTCS K CpeICTBaM, NECUCTBYIOIIMM Ha PEHUH-AaHTMOTCH3MHOBYIO CHUCTEMY,
AQHTaroHUCTHl pEUEnTOpoB aHruoTeHsuHa [I, KoMOMHaIMM; aHTaroHUCTHl PELENTOPOB
anrnoteHsuHa ll, npyrue komOuHaMu.

[Ipenapar FOnepuo 6mokupyer 3pQpexTsl HENPUIN3UHA 3a CUET JEHCTBHs caKkyOuTpuiara u

anruorensuHa Il dyepe3 Onokagy ero peuenTopoB 3a cyeT JaedcTBHs BaicapraHa. OOa
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[MNOCIIENOBATEJIbBHOCTb

apTepHalIbHOE JIaBJICHUE.

JlexapcTBennsii ipenapat FOnepuo NpuHUMAIOT JJIs JISYCHUSI CEPJICYHON HEJOCTATOYHOCTH Y
B3pOCibIX. bbul0 0Ka3aHo, yTO npueM npemnapata FOneprno CHUXaeT 4acToTy roCIUTaIn3alui
U CMEPTH OT CEPJICYHO-COCYAUCTHIX 3a00JIeBaHUM.

Cepneunas negocrarouHocth (CH) — 3T0 coctosiHue, Korja cepaeyHas MbIIIA HE MOXKET
MepPeKavYnBaTh KPOBb JJOCTATOYHO CHIILHO, YTOOBI CHA0KaTh BeCh OpraHu3M KpoBbio. Hanbomee
pacupoCTpaHEHHBIMU CUMIITOMaMU CEpACYHONW HEIOCTATOUYHOCTH SIBJIAOTCS OJABIIIKA U OTEKH
CTOM M HOT M3-3a CKOIUIEHHUS KUJKOCTH.

Taxke npenapat KOnepro npuHUMaeTcs Uil JICUEHUsI BHICOKOTO apTepUAIbHOTO JABJICHUS Y
B3pOCIIbIX. BeICOKOE apTepuanbHOE AaBJIEHHWE YBEIMYMBAET HArpy3Ky Ha CEepAle U apTEepHH.
Eciu 310 mnpomomkaercss B TEUEHUE JJIMTEIBHOTO BPEMEHH, 3TO MOXKET IPUBECTH K
MOBPEXIEHUIO KPOBEHOCHBIX COCY0B I'OJIOBHOI'O MO3ra, CEP/ILia U TIOYEK U MOKET IIPUBECTH K
WHCYJIBTY, CEpJCYHOM WM TMOYEYHOW HEAOCTATOUYHOCTU. BBICOKOE apTepHalibHOE JaBJICHHE
YBEITUYMBACT PUCK CEPACUYHBIX NMPUCTYINOB. CHWKEHUE apTEepUaIbHOTO JaBJICHUS O HOPMBI

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

IToka3anusi K NPUMEHEHU IO

o XpoHHWUECKas cepjeyYHas HEJOCTATOYHOCTh C IIENBI0 CHIDKEHHUS PHCKA CEepICHHO-
COCYAMCTON cMepTH W rocmurtanu3anuu no npuunHe CH. MakcumanbHOE CHIDKEHUE
pYcka HaOJIOAaeTCsl y MalMeHTOB ¢ (pakiueil BbIOpoca JIEBOTO KEIyJ0ouKa HHUKE
HOPMBI,

L4 SCCCHI_II/IaJ'IBHaSI apTcpualibHasd r'UICPTCH3U.

Cnoco0 ngeiictBusi npenapara FOnepno

[Ipenapar FOnepuo Omokupyet 3PpdekTsl HEMPUIM3UHA 32 CUET JCHCTBUS caKyOuTpuiara u
anruoren3uHa Il yepes 610kamy ero perenTopoB 3a cueT JACUCTBUS BajicapTaHa. B pesynbrare
KPOBEHOCHBIE COCY/Ibl PacCiIa0IIsIIOTCs, © OPraHu3M YAEpKUBAET MEHbILE BOJbI, UTO MOJIE3HO
JUIS1 JIEUEHUS CepACUYHON HEJOCTATOYHOCTH U BBICOKOT'O apTEPUAIBHOTO JIaBJICHUS.

Ecnu y Bac ects kakue-m100 BOMPOCHI O TOM, Kak JeWCTByeT mpenapat KOnepuo wimm nouemy
Bam Ha3HaueH UMEHHO 3TOT Mpemnapar, o0paTUTECh K JeyalieMy Bpauy.

Ecnu ynyunienue He HacTynuiio Wik Bel uyBCTByeTe yxynuieHHe, HEO0X0JUMO o0paTUThCs K

Bpauy.
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NMOCIIENOBATENBHOCTb

TmarenbHO BBINOJHINTE PEKOMEHIAIMH JIEYAIEro Bpaya.
IIporuBonoka3anus

He opunumarite npenapat FOnepro B CIEIYIOMUX CIYVYAIX:

e eciu y Bac anneprust Ha cakyOuTpuiia U BajicapTaHa MMIPAaTHBIA KOMIUIEKC HaTPUEBBIX
cojed uiaM Jro0ble Jpyrue KOMIIOHEHTHI Iperapara (IepeducieHHble B paszene 6
JMCTKA-BKJIa/IbIIIA);

e cciu Bbl mpuHuMaere apyrue npenaparbl JJis JIEYEHHs] BBICOKOI'O apTEepHaIbHOTO
JaBIEHUS WM  CEpIEYHOM  HEJOCTaTOYHOCTH, HAa3bIBa€Mble  HMHTMOMTOpaMH
aHruoreH3uHNpenpamamomero ¢epmenta (MAIID). He naumnaiite mpuem mpemnapara
IOnepuo panbiie, yem yepe3 36 4acoB nociie npuemMa NocaeaHeN 1036l NPernapaToB 3TON
IpYIIIbI;

e ecinuy Bac npucyTcTBYeT aHrMOHEBPOTUYECKUI OTEK B aHaMHe3€ (OTEK JIuiia, Iy0, a3bIKa
W/WIM  ropia, 3aTpydHEHHOe JbpIxaHue) mpu mnpuéme npenapatoB HAIID wum
AHTaroOHUCTOB perenTopoB anruoreHsuna Il (APA I11);

e cciu y Bac ectb HacnencTBeHHOE 3a00J1€BaHIE, TAKOE KAK aHTMOHEBPOTUYECKUH OTEK;

e cciu y Bac caxapubiii nuaGer 2 Tuma (BBICOKMH YPOBEHb caxapa B KPOBH) WU
NPUCYTCTBYET YMEPEHHOE WIIM TSDKENOoe HapymieHue (QyHKIMH MOYEeK, NMPH 3TOM BBI
OJIHOBPEMEHHO MPUMEHSETE Mpenaparhl, CoAepKallue aliCKUPEH;

e eciuy Bac Hapymenue QyHKIMM TedeHn Tsokenon ctenenu (knacce C o Kinaccupukaniu
Yaitng I[lpro), OunmapHblii 1uppo3 (XpOHHYECKOE AayTOMMMYHHOE 3a0oJeBaHUE,
BO3HHKAIOIIEe NMPU HAPYIIEHUH OTTOKA XKEYM) WU XoJecTa3 (HapylIeHUe BbIIEICHUs
KEITUN);

e cciu Brl 6epeMenHBl, 1aHUpyeTe OEPEMEHHOCTh WM KOPMUTE IPYAbIO;

e ccau Bel onHOBpEMEHHO IPUHUMAaETE ApyTrue npenaparsl, coaepxkamue APA 11

Ecnu y Bac Habmojaercst 4to-1100 13 BhIIENIEPEUNCIEHHOT0, HE IPUHUMaiTe penapaT

KOnepuo u coobmuTe 00 3TOM JeyaiieMy Bpady.

Oco0ble ykazaHusi H Mepbl IPEAOCTOPOKHOCTH
Ilepen npuemom mnpenapata IOnepuo NPOKOHCYJIBTUPYHTECH C JIEHAIlUM BpauyoM WU

paboTHUKOM anTeku (0e3 MeIUIIMHCKON CeCTPHI).

Eciin 4T0-1160 U3 nepeyncIeHHOro H1Ke OTHOcUTcs K Bam, coo0mmuTe 00 3ToM Bamemy

JieyalieMy Bpady /10 HayaJjia MJid Bo Bpemsi npuéma npenapara FOnepuo:
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. COTTIACOBAHO | T e o ITHED

PECHVEHMKI/JI:LBEJ'IAPVCI: bl "‘"_" - -
oW o BN ), Bt [nmprcyTCTBYIOT npH3HA

TUIIOTEH3UHM (HU3KOE apTepuajbHOE [JaBiieHue). BO3HUKHOBEHHME apTepHalbHOU
THIIOTEH3UH MOXET OBbITh BBI3BAHO TEpanueil AMYypeTUKaMH, HHU3KOCOJIEBOH JHMETOM,
nuapeeit unu pBoTod. Ilepen Hauanom npumeHeHus mnpenapata HOmepuo Bamemy
JevaleMy Bpauy MOXKET HOTpeOOBaThCS MPOBECTU KOPPEKLMIO COAEPKaHMs HAaTpUs B
OpraHu3Me W/MiId BOCIOJIHHUTE 00beM Iupkysupytomiei kposu (OLIK);

e eciu y Bac npuCyTCTBYIOT NpU3HAKH YXyALICHUs (YHKINHU ITOYEK, HAIIPUMED, TSKEIbIe
HapylmeHus: (QyHKIUM IOYeK, B T.4. ecau Bbl HaxoxuTech Ha IeMoJUaIN3e WU
IIPOXOAUTE MPOLEAYPY N'EeMOANAIIN3A,

e cciau y Bac runepkanvemust (IOBBILIEHHOE COAEpKaHUE Kaiaus B KpoBu). IIpenapartsl,
CIIOCOOHBIE YBEJIMYUBATh COJAEpPKAHME Kalusl B CBHIBOPOTKE KpOBU (Hampumep,
KanuiicOeperaromne JnypeTuky, npemnaparsl kanus). Eciim y Bac Bo3HHKIIa KITMHUYECKH
3HauMMas TUIEpKaJMEeMus, CIEeNyeT pacCMOTPETb TaKUE MEphl, KaK CHUKCHHE
noTpeOyIeHusT Kalnus ¢ MHHIIEH MM KOPPeKUUs J103bl COMyTCTBYIOIIMX IpEnaparos.
Bamemy nedamiemy Bpady MOXET MOTpeOOBATbCS PETYJSIPHO KOHTPOJIHPOBATH
COJIep)KaHUE KalMs B CBIBOPOTKE KpPOBH, B OCOOCHHOCTH Yy IALIMEHTOB C TAKUMU
dakTOopaMH pHUCKa, KaK TsDKesble HapylleHHs (QYHKLUMU IOYEK, caXapHbIi auaber,
TUIOAJIBJJOCTEPOHNU3M  (COCTOSIHME  BCIEJACTBME  HEIOCTAaTOYHOM  MPOSYKIMHU
aJIbJIOCTEPOHA) WJIM JUETA C BBICOKUM COJIEP)KAHUEM KaJIus,

e cciau y Bac BO3HMK aHTMOHEBPOTHYECKHMH OTeK Ipu mIpueMme mpemnapara FOmnepuo
(Hampumep, OTEK JuIa, I'yd, TOpPTaHM, S3bIKa, TOJIOCOBBIX CKJIaaok). Ecam y Bac
MPUCYTCTBYET aHTMOHEBPOTHUECKUI OTEK Ha (poHe mpeamecTByomen tepanuu nAIID
i APA Il B anamuesze. Eciu y Bac ects HacneacTBeHHOe 3a0o0yeBaHME, TaKoe Kak
AQHTMOHEBPOTHYECKUH oTek. [larueHTsl HerpouMaHoM packl MoOryT ObITh Oolsee
MIO/IBEPIKEHBI PUCKY AHTHOHEBPOTHYECKOTO OTEKa;

e cciau y Bac oqHOCTOpOHHUI MU IBYCTOPOHHUI CTEHO3 MOYEUYHBIX apTepHil (CyKeHue
MOYEYHON apTepuH), W BCJIEACTBUE ATOrO IPOU3OILIO MOBBIIIEHHE KOHLEHTpPALUU
MOYEBUHBl W KpPEaTMHHHA B CBHIBOPOTKE KpOBU. Bamemy iedameMmy Bpady MOXKET
noTpeOOoBaTHCS KOHTPOJIUPOBATH (PYHKILMIO TIOYEK HA PEryJIsipHON OCHOBE;

e cciu y Bac runoBonemusi (yMeHbIleHHE 00BbEMa IUPKYJIUPYIOLIEH KPOBM), KOTOpas
MOXET OBITh BBbI3BaHA Tepanuel IuypeTHMKaMH, HU3KOCOJIEBOM IAMETOM, aAuapeed Miu
PBOTOI;

e cciu Bel npuHMMaeTe CTaTUHBI, TpenapaTsl JUIsl JIEYeHUs] SPEeKTUIIbHON TUChYHKIIUU WIH

JIETOYHOM rumnepTeH3uu (MHruouTopsl pochoanscrepassl S-ro TUNA);
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[NOCIEJOBATEJIbHOCT!

TpeOyercsl.

JeTH 1 mMOAPOCTKHU
He naBaiite mpemapaT aeTsiM B Bo3pacte 10 18 €T B CBSI3M C OTCYTCTBHEM JaHHBIX IO

3¢ (HEeKTUBHOCTH ¥ OE€30TTACHOCTH.

JApyrue npenapartsl u npenapat IOnepuo

Jlo navana mpuema mnpemnapata IOnepuo cooOumTe jedamieMy Bpadyy O TOM, 4TO Bl
MMPUHHUMACTC, HCAABHO IMPUHHUMAINA WM MOXCTC NPUHUMATb JIIO6BI€ APYyruc JICKapCTBCHHBIC
npenaparsl, BKJIIO4asi 0e3pelenTypHbIe MpernapaThl, 10 TPUIUHE BO3MOKHOTO B3aUMOJICHCTBUS

¢ npenaparom FOnepuo.

IIpoTrBONOKAa3aHHEIE JIEKAPCTBEHHBIE B3AUMOIEHCTBUSL:

e JIGKapCTBEHHbIE IpemnapaTbl, COJepXallie HHTUOMTOPbl aHTHOTEH3UHIIPEBPALIAIOLIETO
depmenra (nAIID) (manpumep, sHamanpui). OJHOBpEeMEHHOE NPUMEHEHHE Ipernapara
Onepuo ¢ nAIl® moxer yBelIWYMBAaTh PUCK Pa3BUTHs aHTMOHEBPOTHUYECKOro oreka. He
HauyMHaiiTe mpueM mnpenapara lOnepuo panbiie, yeM depe3 36 yacoB IOcCie IpHUEMa
MOCJIEAHEN 103bI ITPEnapaToB STON IPYIIIIbI;

e JIGKApCTBEHHbIE IIpenaparbl, HpPUMEHSEMble [UIsI JICUEHHs BBICOKOIO apTepUalbHOIO
JABJICHUS WJIM CEepJEYHON HEJOCTaTOYHOCTH, COAEpXkallhe aluCKUpeH. AJMCKUPEH-
cojiep:Kaliye npenaparsl IPOTUBOIIOKA3aHO MPUMEHSTH Y NAIIMEHTOB C CaXapHbIM TnabeToM
WIN C HAPYUICHUSAMHU (QYHKIIUH ITOYEK.

HCDGKOMGHI[VGMI)IG JICKAPCTBCHHBIC BSaHMOHCﬁCTBHﬂ:

e JICKApCTBEHHBIC TMpenapaThl, COJCPKAIIUE AHTATOHUCTBI PEIENTOPOB AHTMOTCH3WHA
(APA 1) (cm. paznen 3 uCTKa-BKJIA IbIINIA).

.HeKaDCTBCHHI)IC B3aI/IMOI[eI\/JICTBI/I${, KOTOPBIC H€06X0}II/IMO YUUTBIBATD.

e JIeKapCTBEHHbIE Mperaparhl, IPUMEHsIEMbIE JIsl CHU)KEHHUS BBICOKOT'O YPOBHS XOJIeCTepUHa,
U3BECTHBIE KaK «CTAaTHHbBD (Hampumep, aropBacTaTuH). OAHOBpEMEHHOE NpPUMEHEHUE
npernapata Omepno co cTaTMHaAMM YBETUYMBAIOT MAaKCHMalIbHYIO KOHIIEHTPAIUIO
aTopBacTaTMHAa U €ro MeTa0oJUTOB B IUIa3Me KpoBH A0 2 pa3. llpu omaHOBpeMeHHOM
npuMeHeHun npemnapata lOmepuo ¢ CMMBacTaTMHOM — KIMHUYECKHM  3HAYMMOTIO

JICKAapCTBCHHOT'O B3aHMMOJEHCTBUI HE OTMEYEHO,

¢ JICKAPCTBCHHLIC NPCIapaTbl, IPUMCHACMBIC IJIA JICUCHUA BpeKTHHBHOﬁ I[I/IC(I)yHKI_[I/II/I nim

JIETOYHOM  TUNEepTEeH3uHu  (Hampumep, CcuiAeHapun  WiIM  JIpyrod  MHTHOUTOD

5
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JaBJICHUE, OJJHOBPEMEHHOE NMpUMeHeHue rnpenapara KOnepro ¢ gJaHHBIM KJIaCCOM BEIIECTB

YCWINT aHTUTUIIEPTEH3UBHOE JeWCTBUE (OKaXKET 00JIe€ BHIPAKEHHOE CHUKEHHUE).

[IpeamonaraemMele JIEKapCTBCHHBIE B3aMMOJICHCTBHSA, KOTOPBIE HGO6XOI[I/IMO YYUTHIBATh.

JIEKAPCTBEHHBIE IPEIApaThl, IPUMEHSAEMBIE U1 YBEIUYCHUS COJAEPIKAHMS KA B KPOBHU
(Hampumep, KanuicOeperaromue TUYPETUKHU: TPHAMTEPEH W aMUIOPHU[, AHTArOHUCTHI
MUHEPAJIOKOPTUKOUJIOB.  CIHMPOHOJNAKTOH M JIUIEPEHOH,  IIpemaparbl  Kajus,
KaJuico/epkaliie 3aMEHUTENN MOBapeHHOl conu). OJHOBpeMEHHOE MPUMEHEHHE
npenapara fOnepuo ¢ npenapatamu, conepKalluMu KaJluid MOYET BbI3bIBATh IOBBIIICHUE
coJlepKaHUs Kalus U KOHLICHTPALMY KPEaTUHUHA B CBIBOPOTKE KpOBU. Bamemy sedamemy

Bpady MOXKET MOTPeOOBaTHCS KOHTPOIUPOBATH COJCPKAHNE KAIIUS B CHIBOPOTKE KPOBH;

JIEKapCTBEHHbIE  IIpernaparbl, IMpUMeEHseMble I  00e300/MBaHUSA,  Ha3bIBaeMble
HECTCPOMIHBIMU  HPOTHBOBOCHANUTENbHbIMA  npermapatamu  (HIIBII)  (mampuwmep,
ubynpodeH, HUMECYIH]), BKIIOYas CEJICKTHUBHbIE HHTUOUTOPHI IHUKIOOKCUTE€HA3bI-2
(uaruburopsr 11OI'-2) (mampumep, 3TopuKokcu0). [lpu OIHOBPEMEHHOM HPUMEHEHHU
npemnapara Onepuo ¢ HIIBII MoxeT yBenMuMBaTHCS PUCK yXYIIIEHUS (QYHKIHH TOYEK,
ecnu Bbl B Bo3pacte crapuie 65 net, win y Bac npucyTCTBYeT COCTOSHUE TMIIOBOJIEMUS
(ymeHblIeHHE 00BEMa IUPKYJIUPYIOUIEH KPOBH), BKJIIOYas MALUEHTOB, IOJYYarOIIUX
IMYypeTukd, win y Bac mpucyTcTByer HapymieHue (GyHKIuHM modek. Bamemy nedamemy

Bpauy MOXeT MoTpeOoBaThCSI KOHTPOJIUPOBATH (DYHKIIMIO MTOYEK;

JIEKapCTBEHHbIE MpPEnapaThl, COAEPIKALUE JIUTUHN, IPUHUMAEMbIE JJIS JIEYEHUS] HEKOTOPBIX
BUJIOB Jlenipeccud. [Ipu oTHOBpeMEHHOM NpuMeHeHnH npenaparoB uTus ¢ uAIID u APA 11
O0TMEYaJIOCh 0OPAaTUMOE TOBBIIIEHUE COJAEPKAHUS JINTUS B CBIBOPOTKE KPOBU M YCUIJICHUE, B
CBSA3M C JTHM, TOKCUYECKHX NpOSBICHHI. B ciyyae AOMOJHUTENBHOIO NPUMEHEHUS
JUYPETUYECKOTO JIEKAPCTBEHHOI'O IpenapaTa PUCK TOKCHUYECKOTO ACUCTBUS JINTUS MOKET
yBeIUYMBaThCs. Bamemy jevamemy Bpayy MOXET HOTpPeOOBATHCS KOHTPOJIHMPOBATH

COICPXKAHUEC JIMTHUS B CBIBOPOTKE KPOBH,

HEKOTOpble aHTUOMOTHKHM (Hampumep, Tpynna pudaMmnuiuHa), npenapaTsl JUIs
npoQUIaKTUKU  OTTOPXKEHHMsSI  TpaHCIUIaHTaTta  (HAampuMep, LUKIOCIOPHH) WU
aHTHUpeTpoBUpYCHOE cpeacTBo i JyedeHus BUY-undexmmu u CIIM[da (manmpumep,
pPUTOHABHP). DTH IpenapaThl MOTYT ycuinBath 3 dekTrl Basncaprana. [Ipu ogHOBpeMeHHOM
npuMeHeHuu npenapara Onepuo ¢ aHTUOMOTUKAMH MOKET YBEJIMYMBATHCS KOHIEHTPALUs

B IJTa3Me CaKyOHWTpuUiIaTa WK BajicapTaHa (CM. pa3zen 3 JIUCTKa-BKIIABIIIA).

OTCyTCTBUE 3HAYMMEIX JICKAPCTBCHHBIX B3aUMOJICHCTBUM:



ЛП ГП СОГЛАСОВАНО


JIM-Ne002132-[T1-BY T [ A
COIMACOBAHO COOTBETCTBYET IKCMEPTHOMY OTHETY
MI/IHVIC;EE%‘{/%%)I\IA/IKSIA}:LE@J@V(Z\)S;/(SQHEHVIFI ot 02.09.2024 N2 13402

MPVKA30Y OT . o
vy i Fiéterm npenapara 10mepio

Bap(apruHOM, TUAPOXJIOPOTUAZUIOM, AMIIOJUIMHOM, MET(HOPMHHOM, OMENPA30JIOM,
KapBeIWJIOJNIOM, HUTPOTJIHMIEPHUHOM BHYTPUBEHHO (B/B) WM KOMOMHHUPOBAaHHBIM
IpernapaToM JIEBOHOPrecTpena M ATHUHWIACTPAAMOia KIMHMYECKH 3HAYMMBbIX

B3aUMOJICUCTBUI HE BEIBJICHO.

[TpoKOHCYIBTUPYHTECH C JIeHalllUM BpauoM WM paOOTHUKOM amnTeku (0e3 MeAMIIMHCKOM
CeCTpbl) B CJydae HEYBEPEHHOCTH KacaTeIbHO TOIrO, OTHOCUTCS JM TMPUHUMACMbIN

HeKapCTBeHHBIfI npenapar K OAHOMY U3 IICPCUMUCIICHHBIX BbIIIC JICKAPCTBCHHBIX MIPCIIapaTOB.

BepemeHHOCTH U IPy/HOE BCKapMJIMBaHHUe

Coobmure JiedamemMy Bpady, eciau Bol OepeMeHHBI UM KOPMUTE IPy/IbI0, IPEAIIONAraeTe, 9YTo
MOXeTe OBITh OEpEMEHHBI, WIH TUTAHUPYeTe OEPEeMEHHOCTb.

CoxpaHeHHBIA pepOAYKTHBHBIN TOTCHIINAJI, KOHTPALCIIIIHUS

BaMm, sxeHIIMHAM JOETOPOAHOrO Bo3pacTa, U Bam, mamueHTaM My’KCKOTO TOJa, HEOOXOIUMO
WCII0JIb30BaTh HAJICKHBIE METOJIbI KOHTpAILENIIMKA BO BpeMs JiedeHus npenaparoM lOnepuo u B
TEYCHHME HEJNENH Tocje ero nocieaHero npuema. Eciu Bel mmanupyere GepemenHocts, Bam
cienyeT 0OroBOPUTH BApUAHTHI JICUEHHUSI CO CBOMM JICHAIIUM BPavyoM.

bepeMeHHOCTh

Ecnu Be1 6epeMenHsl, TO HE clieayeT nmpuHuMaTh npemnapart KOnepro. Y 6epeMeHHBIX KEHIINH,
NMPUHUMABIINX  BajcapTaH, OTMEYAJIUCh CIy4ad  CaMOMNPOU3BOJBHOTO  MPEPhIBAHMS
OepeMeHHOCTH, MAaJOBOJOUS U HapylieHUus (YHKIUU TOYEK y HOBOPOXIEHHBIX. [Ipu
HACTYIUJICHHH O€PEeMEHHOCTH BO BpeMs JIeUueHus MpernapaToM, Bam creqyer mpekpaTuth mpuem
npenapara u npouHGOpMHUPOBATH CBOETO JICYAIIETO Bpaya.

JlakTamms

Ecnu Bel kopmuTe rpyibto, TO HE peKOMEHAYETCs MPUHUMATh npenapat FOnepuo.
[TpoKOHCYTBTUPYHTECH C BPauOM WM PaOOTHUKOM anTeKku (0€3 MEIUIIMHCKON CeCTphl) Mmepes

mpueMom KaKux-1100 JICKAPCTBCHHBIX MPECTIapaToB B IICPUOJ I'PYIHOI'O BCKapMJIMBAHUWA.

YnpasieHue TPAaHCIOPTHBIMHU CPEACTBAMH M padoTa ¢ MeXaHU3MaMH

OTCyTCTBYIOT NaHHbIE€ O BIUSHUU Ipenapara Ha CHOCOOHOCTh YHPABIATH TPAHCIOPTHBIMH
cpeacTBaMu W/WiaM MexaHusMaMu. OjHako, eciau Bbl HCHBIThIBa€TE TOJOBOKPYKEHHUE WIIH
yCcTanocTb, To BaMm cienyer cobiaroaaTe OCTOPOKHOCTh NMPH BOXKIACHUU AaBTOTPAHCIOPTa MU

paboTe ¢ MexaHH3MaMH.
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nPgAsq %M'%?&%M%T FOnepuo (NOCNEOCBATENEHOCTE 0011)
MNOCNEOOBAYEJIbBHOCTb

JlaHHBIN mpenapar cieayeT NPUHUMATh B CTPOIOM COOTBETCTBUM C YKa3aHMSMH JICHAILEro
Bpaua. B ciryuae BO3HMKHOBEHUS BOIPOCOB MPOKOHCYIBTHPYHUTECH C BPAYOM HJIIH PAaOOTHHUKOM

anTeku (0e3 MeIUIIMHCKON CECTPHI).

Pexomenayemas 103a

Bcerna npunumaiite npenapat FOnepuo B IOJHOM COOTBETCTBUU C JUCTKOM-BKJIAIBIILEM HIIU C

PCKOMCHAAIMAMU JICHALICTO Bpaya.

Jist IeueHust cepIeYHO HeIOCTaTOYHOCTH CTaHAapTHAs J03a npemnapara FOmnepuo cocrasisier
200 mr 2 pasa B jJeHb (ogHa TabieTka yTpoM M OJHA TabyieTka BedepoM). PekoMmeHmyemas

HavanpHas 032 100 mr 2 pa3a B 1eHb (0/1HA TabJIETKA YTPOM U OJIHA TaOJIETKa BEUESPOM).

Jli1s nedenuns BBICOKOIO apTepUAJIbHOTO /1aBJICHUS] peKOMEHAyeMasi HauajbHasl 1032 COCTaBIISET
200 mr 1 pa3 B 1eHb. B HEKOTOPBIX cilydasx Jeqaluii Bpad MOXKET Ha3HAUYUTh 00Jiee BHICOKYIO
no3y (Hampumep, 400 mr 1 pa3 B nens). B 3aBucumoctu ot Baiero coctosiHusi Bpau Ha3HAUUT
npenapar lOnepuo B BHIIe MOHOTEpANHUHM WIM B KOMOWHAIMK C JIPYTUMHU THUMIOTEH3UBHBIMU
cpencTBamu (MIOHIKAIOIINE apTepraibHOE naBieHue), kpome AIID u APA II.

s oboux mokazaHui Bamn Bpad Ha3HAUUT TOYHYIO HA4YalbHYIO 103y Ha OCHOBE TOTO, KaKHe
npenapatsl Bel npuHuManu panee. 3atrem Bai Bpau OyeT KOppeKTUPOBATH 103y B 3aBUCUMOCTH
oT Bameil peakiuu Ha nedeHuWe, Moka He OyAeT HaiijneHa myuinas jgo3a. Eciau Ber panee
npuHuManu uAII®, ne npunumaiite npenapar IOnepuo B Tedenne 36 yacoB mocie nociaeaHen

10361 HAII®. Eciiu Bel B HacTosimee Bpems npuauMaete APA |1, mpekparute ero npuem.

Iyt 1 ciocod BBeieHUs1
[Ipenapat FOnepuo cienyer npyHUMAaTh BHYTPb B OJIHO U TO K€ BPEMsI KaXKIbIi 1€Hb.
TabneTku crieayer mporiaTeiBaTh LETUKOM, HE JJOMasi U He JIeNsl Ha YacTH.

Bpewms npuema npenapara FOnepro He 3aBUCUT OT BpEMEHU NpUeEMa MHILH.

IIpoxo/KUTEILHOCTH TEpaun

[Iponomxaiite npuHUMaTh npenapar HOnepuo exeaHEBHO 10 TeX NOp, MOKa JieYalleil Bpad He
OTMEHHUT €T0 IPUEM.

Ecom y Bac ectp Bompocsl O TOM, Kak JOJro MNpuHHMarh npemnapar [Omnepuo,
MPOKOHCYJIBTUPYUTECh C JICUAIIMM BpayoM WJIM PAOOTHHUKOM anTeku (0e3 MeIUIIMHCKON

CECTpBHI).
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PECHCBAC it npenapat FOnepuo Goablue, yem

[NOCJIEJOBATEJILHOC

IIpu mepeno3upoBke mnpemnaparom HOmepuo y Bac Moker HaOmomatbes apTepuambHas
TUTOTEH3HS, MPU ITOM CIEAYyeT HE3aMEIUTEIHHO IPOKOHCYIbTHPOBATHCS C BpPAayOM HITU
pabOTHUKOM anTeKku (0e3 MEIUITMHCKONU CECTPHI).

Jleuenue

PexoMeH10BaHO CUMIITOMATUIECKOE JICUCHUE.

Ecsin Bo1 3206111 IpuHATH npenapat IOnepuo

Pekomennyercs npuHUMAaTh JAHHBIN JICKAPCTBEHHBIN Mpenapar KaXkIbli I€Hb B OJHO U TO K€
BpeMs. B cinyudae nmpomycka npuema npenapara fOnepuo, npumure 103y npenapara, Kak TOJIBKO
BCIIOMHHTE 00 3TOM. [IpuMuTe ciienyromnnyto 103y B 00brdHOE Bpems. [Iponycture mpuem, eciu
YK€ MOYTH HACTAJIO BpEeMs CIEAYIOLIEro npuema npenapara. He npuHumaiite JBOMHYIO 103y

npcrapara, 9TOOBI BOCIIOJIHHUTE 181051\ HpOHYHleHHOﬁ JO3BI.

HpI/I HaJIMYHUKU BOIIPOCOB 11O IIPUMCHCHHIO IIpCIiapaTra O6paTI/ITeCI> K JIeHalemMy Bpavdy.

4. Bo3Mo:KHbI€e HexKelaTeJbHble peaKIun
Kak u B ciywyae c mro0bIMU OpyrHMH Tpenaparamu, npenapatr FOmepuo MokeT BbI3BaTh

HEXKECJIATCIBbHBIC PCAKINH, OAHAKO 3TO MMPOUCXOJUT HC Y BCCX ITAIITUCHTOB.
HeKOTOPLIe HEKEJIATCIbHBIC PEAKIIUUA MOT'YT ObITh CEPbLE3HBIMHU

[Ipexparure npuem npenapara FOnepuo u HeMeaJIeHHO 00paTUTECh 3a MEIULIMHCKON TOMOUIBIO,
ecnu y Bac BO3HUKIIHN Kakue-1100 U3 CIeIYIONMX peakuii:

Heuacro (moorwcem eoznuxnymo menee yem y 1 us 100 nayuenmos):

¢ OTCK JIMIIa U ropJia (aHFI/IOHeBpOTI/I"IeCKI/Iﬁ OTCK).

HeusBecTHO (ucx00s u3 umerowuxcs OAHHBIX YACMOMY BO3HUKHOBEHUS ONpeoeuns

HEeBO3MOIHCHO)

® TUIEPYYBCTBUTEIBHOCTH (BKJIOYasl KOXKHYIO ChIlb, KOXHBIN 3y, aHa(uiIakcuio (OCcTpblit

OTCK KOXXH, CJIM3UCTBIX U MOAKOKHOM )KHpOBOﬁ KHCT‘I&TKI/I)).

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

npemapata FOneprno 1 HeMeUIEHHO cOO0TUTE 00 3TOM CBOEMY JieUaleMy Bpady.
JIpyrue Bo3MOKHbIe HexKeJIaTe/IbHbIe peakInu
QueHb YacTo (mMozym goznuxams 6onee uem y 1 uz 10 nayuenmos)

® HHU3KOE apTepUabHOE JIaBIICHUE;
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e TSI —— (MOCNEAOBATENEHOCTB 0011)

[MOCJIE[JOBATE.

® BBICOKHH YPOBECHb KaJIUs B KPOBH (10 aHAJIHM3Y KPOBH).
Yacrto (moeym 6o3nuxams He 6onee uem y 1 uz 10 nayuenmos)

e  KaIleb,

®  TOJIOBOKPY>KECHHUE;

® [0YeyHas HeIOCTATOYHOCTh (B T.4. OCTpasi);

®  HU3KUHI YPOBEHb KaJlusl B KPOBHU (I10 aHAJIU3y KPOBH);

e juapes (KUAKUAN CTyI);

®  MOBBINICHHAS YTOMJIIEMOCTD;

e  TOJIOBHAs OOJIb;

e  BHe3amHas noTeps CO3HaHMS (0OOMOPOK);

e TomHoTa;

e (CnabocTsb,

L4 OpTOCTAaTUYCCKAsA THUIIOTCH3USA (HI/I3K06 ApTCPHUAJIBHOC OAaBJICHUC IIPU IMCPEXOAC U3

MIOJIOXKCHHUSI CUJISL WJTH JIEXKA B TIOJIOKECHUE CTOS);
®  OUIYIICHHE BpPAIICHUSI.
Heuacto (mocym eo3nuxams menee wem y 1 uz 100 nayuenmos)

® TOJIOBOKPYKCHHUC IIPHU MEPCXOAC U3 MOJIOKCHUA CUAA B ITOJTOKCHUC CTOS WA HaO60p0T

(opTOcTaTHuYECKOE rOJIOBOKPYKEHHE).

CooluieHue 0 HexKeIaTeIbHBIX PeaKIuAX

Ecnu y Bac 6osnuxaiom Kaxue-mubo HexceiamenbHvle pPeaxyu, NPOKOHCYIbMUpylumecs ¢
eépavom uau pabomuuxom anmexu (6e3 meouyuHckou cecmpwl). Jlannas pexomeHOayus
PACNpOCMpPansiemcs Ha 1obble 03MOJCHbIE HedCelamenbHble PeaKyul, 8 mMom Yucie Ha He
nepeuucienHvle 8 NuUcmKe-gKiaovlule. Bvl makdce modceme cooOuwums 0 HexHcenamenbHvlx
PeaKkyuax Hanpamylo yepes cucmemy coobwjenull cocyoapcme — unenos Eepazuiickozo
9KOHOMUYecko2o corsa. Coobwas o Hedceramenvhvlx peakyusx, Bl nomoecaeme nomyuumo

Oobue ceedenull 0 beonacHocmu npenapamad.
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®denepasibHas Ciryx)0a 1Mo Ha30py B chepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. MockBa, CinaBsitHCKast TUIOIIanb, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIIEKOMMYHHUKAITUOHHON cetu «AnTepHeT»:

https://www.roszdravnadzor.gov.ru

PecniyOsnmka Kasaxcran

PI'TI na IIXB «HauuoHaJIbHBIN LEHTP 3KCIEPTU3BI JEKAPCTBEHHBIX CPEICTB U MEAULMHCKUX
u3nenuiiy Komurera MeaMuumHCKOTO W (apMameBTUYECKOTO KOHTpOJii MHHHCTEpCTBa
3apaBooxpanenus PecnyOnuku Kazaxcran

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

Tenedon: +7 7172 235 135

Onektponnas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caiit B nH()OPMALIMOHHO-TEIIEKOMMYHUKAITHOHHOM ceTn « MHTepHeT»: www.ndda.kz

Pecnybauka bemapyce

VII «LleHTp 3KCnepTU3 U UCIIBITAHUM B 3PaBOOXPAHECHUN
Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242 00 29

®axc: +375 (17) 242-00-29

DnekTpoHHas noyra: repl@rceth.by

Caiit B nH()OpPMaIIMOHHO-TEIEKOMMYHUKAITHOHHO#M ceTn «HTepHeT»: 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

Onekrponnas moura: info@ampra.am, vigilance@pharm.am

Caiit B mH)OPMAIIMOHHO-TEIIEKOMMYHHUKAITMHOHHOM ceTh « MHTepHeT»: Www.pharm.am.

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

0€30IacCHOCTH TIperapara.
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PecoX pateiiieipeiapaTa FOnepuo (MOCNEQDBATENEHOCTL 0011)

NoCrENOBATEITbHOCTb

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

BUJIETh.

He npumMensiiiTe npenapar 1nocie MCTe4eHUs CPOKa TOHOCTHU (CpOKa XpaHEHUs ), YKa3aHHOTO Ha
KapTOHHON mauke win Omucrepe nocie «l'omeH no:». Jlatoil ucredyeHus cpoka roJHOCTH
ABJIAETCS MOCIEIHNAN JEHb TAaHHOTO MECALA.

XpaHuTe mpenapar rnpu temmneparype He Boime 25 °C.

XpaHUTh B OPUTMHAIBHOM ynakoBke (OJUCTep) IJIs 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. Comep:kuMoe yNaKOBKH U MPoYNe CBeeHHSs

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 cojeil - 56,551 mr (B mepecuyere Ha KHCIOTHYIO (Gopmy
6e3BoHYI0 50 MT, 4TO SKBMBAJEHTHO COJEp’KaHHIO cakyoutpuia 24,3 Mr u Baicaprtana 25,7
MT).

BcnoMorarenbHbIMU BEIIECTBAMU SIBIISIOTCS

[Tenmrono3a MHUKPOKPUCTAIIIMYECKAs, THIPOJIO3a, KPOCIOBUIOH, MarHus cTeapar, TalbK,
KPEMHHUS AUOKCHU]T KOJUIOMIHBIN, MPEeMHUKC 000JI0UKH Oesblil (TMIpoMenio3a, TUHTaHa TUOKCHT
(E171), makporon 4000, Tanbk), MPEeMHUKC OOOJOYKH KpacCHBIM (TMIPOMEINI03a, KPaCHUTEIh
kene3za okcuna kpacHeid (E172), makporonm 4000, Ttanmbk), mpeMHUKC OOOJOYKH YEpPHBIN

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

IOnepuo, 100 mr (51.4 mr + 48,6 Mr), TaOJIETKH, MOKPBITHIE INIEHOYHON 000JI0UYKON

Kaxxnas Tabnerka, MOKpHITas IJIEHOYHOW OOOJOYKOM, CONEPKUT CaKyOWTpuiIa W BajcapTaHa
THJIPaTHBIA KOMILIEKC HaTpueBbIX cosieit - 113,103 Mr (B mepecuere Ha KUCIOTHYIO (Gopmy
6e3BogHyto 100 Mr, 4yTO SKBHBAJEHTHO COJEpXKaHMIO cakyOuTpmia 48,6 Mr u BajcapTaHa

51,4 mr).
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PBEOMIP AFEARHEIMI BpIeCTBAME SBIISIOTCS (MOCNEOOBATENBHOCTL 0011)

[MNOCINENOBATEJIbBHOCTb

Lemnnmronoza MHUKPOKPUCTAJUIMYECKAs,, THIIPOJI03a, KPOCIOBUIOH, MarHus CTeapar, Tajbk,
KPEMHUS TUOKCHUJ] KOJUIOUIHBIN, PEMUKC 000JI0OUKH OeNbli (TUIpOMEIIo3a, TUTaHA TUOKCHUT
(E171), makporoia 4000, TainbK), MPEMUKC 000JIOUYKH JKEITHIA (TUITPOMEILI03a, KPACHTEIIb JKelle3a
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, DOKPHITHIE IIEHOYHOW 000JI0UYKOMI

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

BcnomoraTenbHBIME BEIIeCTBAMU SIBISIOTCS:

Hemntono3a MUKpOKpUCTANIMYECKasi, TUIPOJI03a, KPOCIOBUJOH, MarHus creapar, Talbk,
KPEMHHUS TUOKCHU]T KOJUTOMIHBINA, IIPEMHUKC 000JI0UKH OebIil (THIIPOMEIIo3a, TUTaHa JHOKCU
(E171), makporon 4000, TayibK), IPEeMHKC OOOJOYKH KpPACHBIN (THIIPOMEIIO3a, KPAaCHUTEIb
keneza okcua kpacHeld (E172), makporon 4000, Tambk), MpeMHKC OOOJOYKH YEpHBIN

(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
(G1oaeTOBBIM OTTEHKOM IIBeTa ¢ (hackoil, 6e3 pucku. Ha ogHO# cTopoHe HaHeceHa rpaBUPOBKa

«LZ», na apyroi — «NVR».

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

OBasibHBIE JIBOSIKOBBIMYKJIbIE TAOJETKH, MOKPBITHIE IUIEHOYHON 00O0JIOYKOM CBETIO-KENTOro
nBera ¢ ¢ackoi, 06e3 pucku. Ha onHoil cropoHe HaHeceHa rpaBupoBka «L1», Ha apyroi —

«NVR».

IOnepno, 200 mr (102.8 mr + 97.2 mr), TaOJIETKH, HOKPBITHIE TNIEHOYHOU 000JIOUKON:

OBasibHbIE JABOSIKOBBIMTYKJIbIE TaOJETKH, MOKPBITHIE MJIEHOUYHON 00O0JOYKOM CBETIO-PO30BOTO
nBeTa ¢ ¢ackoii, 6e3 pucku. Ha ogHol cropone HaHeceHa rpaBupoBka «L11», Ha apyroit —
«NVR».

ITo 14 tabnerok B 6mmmctep u3 [IBX/TIBJAX u anmtomunueBoit ¢onbru. [lo 2 unm 4 6aucrepa ¢
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TM-Ne002132-ITI-BY T B e
COTTACOBAHO COOTBETCTBYET 3KCMEPTHOMY OTUETY

ey e A Bl 4 AR
MUHUCTEPCTBOM 3[PABOOXPAHEHMS ot 02.09.2024 N2 13402
PECMYBNMKM BENAPYCh

THORBORAP SO 2S,7 Mr + 24,3 Mr), 100 mp (51,4 il 488 i Pnstir D60 (19218 Wit +

\TEJIbHOCTb

97,2 Mr) BMeCTE C JINCTKOM-BKJIA/IBIIIEM B KAPTOHHYIO MAYKYy.

Jlomyckaercst Halnu4ue KOHTPOJIS IEPBUYHOIO BCKPBITHS HA KAPTOHHOM IayKe.

Jlep:kaTe/ib perucTpallHOHHOIO YA0CTOBEPeHUsl
Hogapruc OBepcuz MuBectmentce Al', Jluxtmrpacce 35, 4056 bazens, [seiinapus /

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

IIpousBoaurenn
HoBaptuc ®apma C.nm.A., Bua IlpoBunumnane Cxuto, 131 - 80058 Toppe AHHyHIIHaTa
(Heamons), Uramus / Novartis Farma S.p.A., Via Provinciale Schito 131 - 80058 Torre
Annunziata (NA), Italy;
Jlex ®apmackrotrkan3 a.1., Tpummuan 2D, 9220 Jlennasa, Cinosenus / Lek Pharmaceuticals
d.d., Trimlini 2D, 9220 Lendava, Slovenia;
OO0 «Hosaptuc ®apmacerotukan MaHbrohekuypuHr», yii. Beposuikosa 57, 1000 JIxo6iisiHa,
Cnosenust / Novartis Pharmaceutical Manufacturing LLC, Verovskova ulica 57, 1000
Ljubljana, Slovenia;

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

3a m060ii nHdopmanueii 0 nmpenapare, a Takke B CJy4asiX BOSHUKHOBEHHsS NMpeTeH3Ui
cjeayer o0pamiaTbCsl K JIOKAJIbHOMY NPEACTABHUTENIO JeprKaTesiss PerucTpPaluoOHHOrO0
YAOCTOBEPEHMA:

Poccuiickas Denepanusa

00O «Hosaptuc ®@apmar

Anpec: 125315, r. MockBa, Jlenunrpazackuii npocnekrt, a. 70
Tenedon: +7 495 967 12 70

dakc: +7 495 967 12 68

DnexkTponnas 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

Onextponnas noyra: drugsafety.cis@novartis.com
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J1M-Ne002132-IT-BY
COI'NACOBAHO

MWHUCTEPCTBOM 3[JPABOOXPAHEHUSA
PECMYBJIMKN BENTAPYCb

PREHGH BE MDY

COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 02.09.2024 N= 18402
(MOCNEOCBATENEHOCTE 0011)

[IpencraBurensctBo AO «Novartis Pharma Services AG» (LlBelinapckas Kondenepamus) B

Pecniybnuke benapych

Anpec: 220069, r. Munck, nip-T J[3epkunckoro, 5, mom. 3, opuc 3—1

Tenedon: +375 (17) 360 03 65

OnekrponHas nouta: drugsafety.cis@novartis.com

PeciyOimka ApMeHus

000 «ACTEPHA»

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

OnexTpoHHas noyra: drugsafety.cis@novartis.com
JlaHHBI JTMCTOK-BKJIAABIII EPecMOTPEH
IIpoune ncTouyHNMKU HHGOPpMALNHA

HOI[pO6HBIC CBCIACHUA O JaHHOM IIp€lapare

https://eec.eaeunion.org.

COACPIKATCA

Ha

BeO-caiite

Coro3a:
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