COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.04 2023 N- 6431
(MOCNEOCBATENBHOCTEL 0003)
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JIMCTOK-BRJIABIII - HH

IOniepuo, S0 mr (25,7 mr + 24,3 mr), Ta0JIeTKH, TOKPBITHIE TICHOYHOH 000/ 104KO0I
IOniepuio, 100 mr (51,4 mr + 48,6 Mr), Ta0/Ie TKH, IOKPBITHIE TUIEHOUHOIT 000/ 104KOIT

IOnepuo, 200 mr (102,8 mr + 97,2 mMr), Ta0/IETKU, TIOKPBITHIE TLJICHOYHOI 000104K 0

JlelicTByIOIee BEIIECTBO: CAaKyOUTpIIIa U BaJIcapTaHa TH/IPATHBIN KOMIUIEKC HATPUEBBIX COJIeH

Ilepex mpuemoM npenapara MoJHOCTHIO IIPOUMTANTE JIMCTOK-BKJIAIBIII, IIOCKOJIBKY B HeM
coJiepKaTcA BaskHbIe 17151 Bac cBeieHus.

e CoxpaHHTe JMCTOK-BKJIAbII. Bo3moxHo, Bam nmotpeSyeTcsi IpoYUTaTh €ro eIe pas.

e FEcnu y Bac BO3HHKIM JOMOJIHUTE/IbHBIE BONPOCHL, 00paTUTeCh K JedalleMy Bpady WIH
pabOTHHUKY alTeKH UIIU MEJUITMHCKOH cecTpe.

e Jlpenapar HazHaueH uMeHHO Bam. He mnepepamaiite ero apyrum JirogsiM. OH MoKeT
HaBPeJUTh UM, JJa)Ke eCJIM CUMIITOMBI UX 3a00JIeBaHUs COBIAIAOT ¢ Bamumu.

e FEciu y Bac Bo3HUKIM Kakue-TUOO HekeslaTesIbHbIE PEaKIUH, oOpaTHTeCh K JiedalleMy
Bpauy, paOOTHHUKY allTeKH WIH MEJUIMHCKOM cecTpe. JlaHHas peKOMeH/JaIis pacIpOCTPaHsIeT s
Ha JIFoOble BO3MOXKHbIC HexeJIaTeJIbHbIe peakIluy, B TOM UHCIIe He NIepeuuc/ieHHbIe B paszesie 4

JJUCTKAa-BKJIaAbIIIA.

COJEPKAHUE JINCTKA-BRKJIAJIBITITA

1. Yro u3 cebs mpeacTapiieT npenapar IOnepuo u s 4ero ero NpUMeHsIIoT.
O deM cietyeT 3HaTh Ilepe/l IpHeMoM Ipenapata IOnepuo.

IIpuem npenapara IOnepuo.

BozMmoxKkHbIe He)KeJIaTe/IbHbIE PEaKIUH.

Xpanenue npenaparta IOnepuo.

Sv W gk Wb

Cozlepxcleoe YIIAKOBKH H IIPOYHEC CBCICHHUS.

1. YUrto u3 cedsi mpeacTapysieT nmpenapat IOmepuo 1 11t 4ero ero NpyuMeHAIOT

[Ipemapat oTHOCHTCS K CpeACTBaM, JICHCTBYIONIUM Ha PEHUH-AaHTHOTCH3HMHOBYIO CHCTEMY
(aHTarOHHUCTHI PEIENITOPOB aHTHOTeH3UHA 11, Ipyrue KoMOUHATINN ).

[Ipenapat FOnepuo GrmokupyeT 3pdekThl HENMPHIN3UHA 3a CUeT JSHUCTBUS cakyOWTpHaTa H

auruoreHsuHa Il uepes Osokagy ero penenTopoB 3a cueT AeHCTBUSL BasicapTaHa. O6a
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KOMIIOHEHTAa TMOMOTAIOT JICUUTh CepACUHYIO
apTepHaJIbHOS JaBJICHUE.

JlexapcTBeHHBIN Tpenapat HOnepruo NpUHUMAIOT IS JICUSHUS CepJICUHON HEJOCTATOUYHOCTH Y
B3poCIbIX. BbLI0 JIoKazaHo, 4To npueM npemnapata IOnepruo cHMXKaeT 4acTOTY TOCIIUTAIN3 A
U CMEPTH OT CEPJICUHO-COCYAUCTHIX 3a00JIeBaHUH.

Cepaeunas mHegocraroyHocTh (CH) - 5TO cocTosiHMe, Korja cep/ieYHasl MBIIIIAa HE MOXKET
MepeKaYuBaTh KPOBb JJOCTATOUHO CHIILHO, YTOOBI CHAOKATh BeCh OpraHmu3M KpoBbio. HauGomnee
pacrpoCTpaHEHHBIMU CUMIITOMAMH CEPJICUHOM HEAOCTATOUHOCTH SIBJISIFOTCS OJIBINIKA U OTEKH
CTOIT ¥ HOT M3-3a CKOIUICHHS JKHUTKOCTH.

Taxxxe npemapat FOnepuo npuHUMaETCs JJIsI JICUSHUS BHICOKOTO apTEPHATILHOTO JIABJICHHS Y
B3pOoCibIX. BhICOKOE apTepHalibHOE JIaBJICHUE YBEIWUHMBAaeT HArPY3Ky Ha CepaIle U apTepHu.
Eciu »10 mponoimkaeTcss B TeUSHHE [UTUTEIBHOTO BpPEMEHHM, HTO MOJKET IPUBECTH K
MOBPEJICHUIO KPOBEHOCHBIX COCY/I0B TOJIOBHOTO MO3Ta, Cep/illa U MOUeK U MOKET MPUBECTH K
HWHCYJIbTY, Cep/ICUHOM WJIM MOYSHUHOM HEJIOCTaTOUYHOCTU. BbIcOKOe apTepHalibHOE JaBJICHUE
VBEJIMUMBAST PUCK CEpACUYHBIX MPUCTYNOB. CHWKEHHE apTepUAIBHOTO JIaBJICHHUS JO HOPMBI

CHHIKACT PUCK PA3SBUTHI 5TUX 3a00JIeBaHH.

Iloxazamua K IMpUMEHECHHTIO

e XpoHudeckasi cepjeuHas HEJOCTATOUYHOCTh C IEJbI0 CHIKSHHSI pHUCKa Cep/AeuHO-
COCYMCTON CMepTH W rocmHTadu3anuu no npuuuHe CH. MakcumanbHoe CHHIKSHHE
pucka HalOIIoJaeTcsl y MAIUeHTOB ¢ (ppakuued BbIOpoca JICBOTO JKEJIy/I0UKa HIIKE
HOPMBI.

L4 SCCGHHHaJIbHaﬂ apTepHUajibHaA TrHICepTCH3UA.

Crnoco® peiicrBust mpenapata IOmepuo

[Ipenapat FOnepuo GmoxupyeT 3pdekThl HENMPHIN3HHA 33 CUeT NSHCTBUS CaKkyOWUTpHIaTa H
anruoTeH3uHa Il gepes Griokaay ero perenTopoB 3a CUeT JAeHCTBHS BajcapTaHa. B pesyibTaTe
KPOBEHOCHBIE COCY/Ibl pacciIalIsIIOTCs, M OPTAaHU3M YACPHKUBACT MEHbBINE BOJIbI, UYTO MOJIE3HO
JUIS1 JISUEHUsI CepASYHON HEeJOCTATOYHOCTH M BBICOKOTI'O apTepHAIBHOTO JIaBJICHHS.

Ecnu y Bac ecTh kakue-1u00 BOIPOCHI O TOM, Kak JIeUCTByeT mpemnapaT IOmepuo wim mouemy
Bam HazHaueH UMEHHO 3TOT Mpenapat, OOpaTUTECh K JieUalleMy Bpady.

Ecnu ynydmeHue He HacTyIHJIO WM Bbl uyBCTByeTe yXy/lIeHHE, HEOOXOUMO OOpaTUTHCA K

Bpady.

COOTBETCTBYET SKCNEPTHOMY OTUYETY
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

2. O yeM cJyeayeT 3HATH Iepe mpueMoM nipenapata IOnepuo

TmaTeIbHO BBITTOJIHINTE PEKOMCH/JAllUH JICHAIIICTO Bpaya.

HpO’I’I/IBOl'[OKaSa]-I]/Iﬂ

He npunuMaiite npenapat HOmepHo B CISIVIOMMUX CAVIASIX:

ecyu y Bac aieprus Ha cakyOUTpHIIa U BajicapTaHa THAPATHBIN KOMIUICKC HATPUESBBIX
cosielt WM JroOble JpyrHe KOMIIOHEHTHI Ipemnapata (IIepeuuciIeHHble B pasjaene 6
JIACTKA-BKJIA/BIIA);

ecii Bpl mpuHMMaeTe Jpyrue Ipenaparhl UL JICUEHHUSI BBICOKOTO apTepUAIBHOIO
JABJICHUSI WJIH  CepJAeYHOM  HEJOCTATOYHOCTH, Ha3blBaeMble  HMHIUOHMTOpaMH
aHTHOTeH3UHMNpeBpamaromero gepmenta (MAIID). He nHaumHaliTe mpueM mpemapaTa
IOnepuo panbie, ueM yepes 36 4acoB MOCIe MpUeMa IOCIeJHEN JO3bI IpenapaToB YTOU
IPYIIIBL;

ecy y Bac IpucyTCTByeT aHTHOHEBPOTHUECKUH OTeK B aHaMHe3e (OTeK JIHLia, I'y0, s3bIka
W/WIK Topja, 3aTpyJHEHHOS JbIXxaHWe) TmpHu Tmpuéme mpenaparoB HAIID wmm
AHTaroHUCTOB perentopos anruoTeHzuHa [I (APA II);

ecyu y Bac ecTh HaceIcTBeHHOE 3a00/IeBaHHe, TAKOS KaK AaHTHOHEBPOTUUSCKUH OTEK;
ecim 'y Bac caxapuelif gualGer 2 Tuma (BBICOKMH YpOBEHb caxapa B KpOBH) HIH
IPUCYTCTBYET YMEPEHHOS WM TsDKeJIoe HapylieHHe (YHKIHMH [OYEK IIPU STOM BbI
O/IHOBPEMEHHO IPUMEHsIeTe Mpenaparsl, CoAepiKalue aJUCKUPEH;

ecyu y Bac HapymeHHe QYHKITMHU [IeUeHH TsoKesIoH creneHu (kiace C no kiaccupukanum
Yaiing [lpto), OuimapHblii IUppo3 (XpOHUUYECKOe ayTOMMMYyHHOe 3aboJicBaHUe,
BO3HHMKAIOIEe IIPH HApYIICHHUH OTTOKA KEJIUM) WM XO0JIeCcTa3 (HapyIIeHHUE BbIICJICHUS
JKEJTUn ),

ecim Bel mimajamme 18 jeT;

ecm Bol GepeMeHHSBI, IUTaHUpYyeTe O€pEeMEHHOCT WIM KOPMHTE IPY/IbIO;

ecyii Bel ofHOBpeMEeHHO IIpUHUMAETE JApyrue npemnaparsl, cogepskamue APA 1L

Ecnu y Bac HaGirofgaetcs 9To-1u00 U3 BBINICTIEPSUUCIICHHOT O, HE IPUHUMANTE Mpenapar

IOnepuo u coobmute 06 HTOM JieyalneMy Bpady.

Oco0ble yKazaHUs U MepbI IPeJoCTOPOKHOCTH

Ilepen npuemoM npenapata IOnepuo NpoKOHCYJIBTHPYUTECEH € JISUAIlUM BpadoM.
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Ecimi 4To-m160 U3 nepeyncieHHOTo HILKe O
JieyaneMy Bpady /10 HA4YaJIa WM Bo BpeMs npuéma npemnaparta IOnepuo:

e ccou y Bac mpHCYTCTBYIOT MPU3HAKKA KIMHHYESCKH BBIPAKSHHOW apTepHaIbHOU
TUNIOTeH3UU (HU3KOE apTepHaibHOS JaBiicHHe). BO3HUKHOBeHHE apTepUaIbHOMU
TUMOTEH3UH MOKET OBITh BBI3BAHO TEpalMed JUYypeTHKaMH, HU3KOCOJICBOH TUETOM,
nuapeed wim ppotod. llepen Hawasiom mnpumeHeHusi npemnapara IOmnepuo Bamemy
JevaneMy Bpady MOKeT MOTpeGOoBaThCs MPOBECTH KOPPEKIHIO COACpKAHUS HATPUS B
OpraHu3Me W/WIH BOCTIOIHHUTL 00bheM HUpKyIupyromel kpoeu (OLK);

e ccii y Bac mpUCYTCTBYIOT MPU3HAKH YXY/IIeHUs PYHKIMH MTOUEK, HAPUMED TSKeJbIe
HapymeHus: GYHKIHUM TOYeK, B T.4. ecld Bbl HaxoJAuTeCh Ha TIeMOJHAIN3e WIH
MIPOXOJAUTE MPOLEAYPY TeMOTHAIIHN3A;

e ccim y Bac runepkanmemusi (OBBHIMISHHOE COJIepKaHUE Kaiusi B KpoBH). llpemapatsl,
CIIOCOOHBIC YBEJIMUMBATHL COJCpIKAHHE KajHusi B CHIBOPOTKE KpOBH (HAIpUMep,
KajuiicOeperaronue JUYpeTHKH, NpemnapaThl Kanus). Eciau y Bac Bo3HHKIIA KITHHHYSCKH
3HAUMMasi TUMEPKAIMEMHSl CJIEAYeT paccMOTpeTh TaKHe Mepbl, KaK CHI)KCHHE
noTpeGsieHUsT Kajlusl ¢ NUIIEH WIM KOPPEKIUS J03bl CONMYTCTBYIOIUX IIperapaToB.
Bamemy neuameMy Bpauy MOXKET MOTpeOOBATHCA PEryJSIpHO KOHTPOJIUPOBATH
COJIep’KaHHE KaJHsl B CBHIBOPOTKE KPOBH, B OCOOCHHOCTH y MAIUEHTOBR C TaKHUMH
dakTopaMH pHCKa, KaK TsDKeJble HapyIeHHUs (YHKIUH IOUYeK, caxapHbId qualer,
TUIOAIBJOCTCPOHU3M  (COCTOSIHME  BCJICACTBHE  HEJOCTATOYHOM  IPOJYKIMH
aJbJA0CTePOHA) UITH JUETA C BHICOKUM COJICPIKAaHUEM KaJIHST,

e ccou y Bac BO3HMK aHTHOHEBPOTHUYECKMM OTeK MpHU Ipueme mpemnapata IOmepuo
(HampuMep, OTeK JMIa, I'y0, TOpTaHW, S3bIKA, TOJOCOBBIX CKJaAok). Ecmu y Bac
MPUCYTCTBYET aHTHOHEBPOTHUESCKHUH OTeK Ha (poHe mpeamecTByromel Tepamuu HAIIOD
nnu APA Il B anamuese. Ecnu y Bac ecTh HacieqcTBeHHOE 3a00JieBaHHE, TaKOe Kak
AHTHOHEBpOTHUYeCKUM oTeK. llanmeHThl HerpoWgHOHW packl MOTYT OBITH Ooiee
IIO/IBEPIKEHBI PUCKY AHTHOHEBPOTHYECKOTO OTeKa;

e cciu y Bac 0IHOCTOpOHHMM WM JIBYCTOPOHHUM CTEHO3 MOUYCUYHBIX apTepUU (CYyKEHHE
MOYECUHON apTepUU), W BCJEACTBUE HSTOTO MPOU3OILIO IMOBLIMICHHE KOHIICHTPAIHH
MOYEBUHBI M KpeaTHHHHA B CBHIBOPOTKEe KpoBH. Bamemy JedameMmy Bpady MOXET
oTpeGOBaTHCS KOHTPOIMPOBATh (PYHKIIHMIO MOYESK HA PETYJISIPHOW OCHOBE;

e ccou vy Bac runoBosiemus (yMeHbIIEHHE 00BEMA HUPKYJIUPYIONEH KPOBH), KOTOpas
MOJKeT ObITh BBI3BaHA TepamueH JUYypEeTUKAMHU, HU3KOCOJICBOW JTUETOW, JHapeeH WIH

PBOTOI;
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e ccim Brl IIpUHHUMACTE CTATHHEIL, IIpEIIapa

JISTOYHOH THNEPTeH3UH (MHTHOUTOPHI (pocoaudCcTepasbl 5-T0 THIIA),

Ecnu Bam 65 net wim Bbl crapime, KoppeKlus J03bl MpHU MpHeMme mpemnapata IOmepuo He

TpedyeTcsL.

Z[em H IMMOJPOCTKH

He namatite npenapar ACTAM B BO3pacTe MO0 18 nmer B CBSI3H ¢ OTCYTCTBUEM JaHHBIX IIO

s dekTHBHOCTH B GE30MACHOCTH.

JIpyrue npenapatsl 4 npenapar I0nepuo

Jlo Hawana mpuema mpemapata IOmepuo cooOmuTe JjedameMy Bpady O TOM, 4To Bbl
IpUHUMAaeTe, HE/TaBHO MPUHUMAIH WM MOXETe NPUHUMATH JIOObIe JPYTHE JIeKapCTBEHHbIS
mpenapaThl, BKJItoUas 6e3pelienTypHbIe MpemapaThl, 0 MPHYUHE BO3MOIKHOTO B3aUMOIEHCTBUS

¢ npenaparoM IOnepuo.

HD OTHBOITOKAa3aHHBIC JICKAPDCTBCHHBIC B3aHMOHeﬁCTBHﬂZ

e JlekapcTBeHHble Inpemapatel — HAII® (manpumep, sHamanpwi). OJHOBpeMEHHOE
npuMeHeHHe npemnapata [Omepuo ¢ HAIID MokeT yBeJMYMBATh PHCK Ppa3sBUTHS
aHTMOHEeBpOTHYECcKoro oTeka. He HaunHalTe npuem npenapara IOnepuo pansine, uem uepes
36 YacoB IocJie pUeMa IoCieHeH J03bI IPerapaToB STON IPYIIbI;

e JIeKApCTBEHHBIE IIpelapaThl, INPHUMEHsEMble JUIA JICYeHHs BBICOKOTO apTepHAIBLHOTO
JIABJICHHUsI WJIM CEpIACYHOH HEJOCTATOYHOCTH, COJAEpXKAIHe AaJIUCKUPEH. AJIMCKUpPEH-
CoJIepIKalllie IpenapaThl IPOTHBOMIOKA3aHO IPUMEHSITH Y IAIUEHTOB ¢ CaXapHbIM JHabeToM
WIN ¢ HapYIICHUSIMH (DYHKITHMH OYCK.

HepekoMeHaVeMbIe JeKapCTBSHHLIC B3aUMOACHCTBHUS:

e JIGKApCTBEHHBIE IIpelapaThl, CoOJepKalllie AaHTarOHHUCTBI pPELENTOPOB AaHTHOTEH3HHA
(APA II) (eM. pa3zzen 3 IMCTKa-BKIJIA/IBINIA).

JlexapCcTBEHHLIE B3aHMOJICHCTBHA, KOTOPbIe HEOOXOAUMO VIUTHIBATD:

¢ JICKApCTBCHHBLIC IIpCIIapaThl, MIPUMCHACMBIC IJIA CHUMCHHUA BLICOKOTO YPOBHA XOJICCTCPpHUHA,
HU3BCCTHBIC KaK «CTAaTHHBI» (Hanpnmep, aTopBaCTaTI/IH). OHHOBpGMGHHO@ MNPpUMCHCHHUC
Mperapara IOHepHO CO CTaTHHaMH YBCJIMYHUBAIOT MAKCHMAJIbHYIO KOHICHTPAIUIO

aTopBaCTaTHHa H ¢€Io MeTabOJHTOB B ILTa3Me KpOBH 10 2 pas. HpH OJHOBPCMCHHOM
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HpI/IMeHeHI/II/I Hpenapa"[‘a IOHepHO C CUMBACTATIALLOAL AL OINIA DITAIIIAIOEO.

CNEPTHOMY OTYETY

JICKApCTBCHHOT O BBaHMOHeﬁCTBHﬂ HC OTMCUCHO,

JICKApCTBEHHBIC MpeTnapaThl, IPUMEHIeMbIe JUISI JCUSHUS SPSKTHIBHON TUCHYHKIUA WA
JIETOYHOM  TUNEPTeH3UH  (HAmpumep, CWiieHaAQWiI WM Jpyrod  UHTHOUTOp
dochogusrctepaszel 5-ro Tuma). Ecim y Bac BbIpaskeHHOE NOBBIMICHHOE apTepUAIbHOE
JaBJIeHHE, OJHOBpEMEHHOE TIpUMeHeHHe npemnaparta I0nepruo ¢ JaHHBIM KJIacCOM BENISCTB

YCUJIUT aHTUTHIICPTCH3UBHOC JeHUCTBUE (OKa)KeT boee BBIPAXKCHHOC CHPI)I(GHHG).

IIpeamonaragMple JIEKAPCTBEHHLIE B3AHMOJIEHCTBHS, KOTOPbIE HEOOXOMHUMO VUHUTHIBATE:

JICKApCTBEHHBIC TMperapaThl, MPUMEHSISMbIS ISl VBEJIHUCHHS COJISPIKAHUS KATHS B KPOBH
(Hanpumep, KanuiicOeperaroniue TUYPETHKU: TPUAMTEPEH W aAMHJIOPU[, AHTArOHUCTHI
MUHEPAJIOKOPTUKOHU/IOB:  CIIUPOHOJIAKTOH M DIUISPEHOH,  TpemapaThl  KaJus,
KaJTHHCO/IepIKalllie 3aMEHHUTSIH TOBapeHHOW conm). OJHOBpeMeHHOE TpHMEHEHHUE
npemnapara IOnepuo ¢ npemapatamMu, coJepiKallUMU KaJTHH MOKET BBI3BIBATH MOBBINMCHUE
COJIepIKaHuUsl KaJIUsI M KOHIIGHTpAIIMHM KPeaTUHHUHA B CHIBOPOTKE KpoBHU. Bamemy seuameMmy

Bpauy MOMKET I'IOTpeGOBaTbCS{ KOHTPOJIUPOBATL COACPIKAHUC KAJIUA B CBIBOPOTKE KPOBH;,

JICKApCTBeHHbIC — Tpemaparthl, TMpUMEHsieMble i1  00e30oNMMBaHWsA,  Ha3bIBacMbIS
HECTePOU/IHBIMA  TIPOTUBOBOCHAIMTEIbHBIMU  Tipenapatamu  (HIIBII)  (mampumep,
ubynpodeH, HUMECYJH[), BKIIOUas CEJICKTUBHbIE MHTHOUTOPHI ITHKIOOKCUTEHARHI-2
(marudutoper 1[OI-2) (Hampumep, sTopukokcub). [Ipu oJHOBpeMEeHHOM TpPUMEHEHUHU
npenapara FOnepuo ¢ HIIBII MokeT yBeTHUHBATBCS PUCK YXYAIICHHUS (PYHKITHH TOUCK,
ecnu Bbl B Bo3pacte crapmie 65 seT, Wik y Bac NpUCYyTCTBYET COCTOSIHUE THITOBOJIEMHSI
(yMeHbIIeHHEe 00BEMA IMUPKYJIUPYIONIEH KpOBH), BKJIIOYAs MAIMEHTOR, IOJYYAIOIHX
JUYypeTUKH, WM Y Bac mpucyTcTByeT HapymieHue QyHKIMH Mouek. Bamemy Jedamemy

Bpauy MOXKeET oTpeOoBaThCsl KOHTPOJIUPOBATEH (DYHKITUIO IIOUCK;

JICKApCTBEHHBIC MPENapaThl, COJCPIKAININe JTUTHH, IPUHAMAEMbIe JIJIS JISCYCHHUSI HEKOTOPBIX
BUIOB Jenpeccud. [Ipu oTHOBpeMEeHHOM TIpUMEHEeHUH TipeniapaToB JiuTHsa ¢ HAIIO u APA 11
0TMEUAIOCH OOPAaTUMOE TIOBBIMIEHHUE COJICPIKAHUS JIUTUS B CHIBOPOTKE KPOBHU U YCHJICHHUE, B
CBS3M C DTHM, TOKCHUSCKHX TpOSIBJICHWH. B ciydae MOMONHUTEIHHOTO TNPUMCHEHHS
JUYPETUUSCKOTO JICKAPCTBEHHOTO MperapaTa pUCK TOKCHUYSCKOTO JISWCTBHUS JIUTHSI MOKET
yVBeJIMUUBATLCS. BameMy JedameMy Bpady MOMKET NOTpeOoBaThesl KOHTPOJIUPOBATH

COACPIKAaHUC JINTUA B CHIBOPOTKE KPOBH;

HEKOTOpble AHTHOMOTHKM (Hampumep, TIpynna pudaMIUIUHA), MOpenaparbl IS
OpopUIaKTUKA  OTTOP)KEHHSI  TpaHCIUIaHTaTa  (HAIpUMep,  LUKIOCIOPHH)  WIH
aHTUpeTpoBUpyCcHOe cpeacTBo g JedeHusi BUU-undexmuu u CIIW/la (mampumep,

6
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IIpUMeHeHUH TipenapaTa IOnepro ¢ aHTHOHOTUKAMHU MOXKET YBEJIUUUBATHCS KOHIICHTPAIHS
B IUTa3Me caKyOuTpUiIaTa WU BajicapTaHa (CM. paszes 3 JIUCTKA-BKJIA/IbIIIA).

OTCYTCTBHE 3HAUMMBIX JICKAPCTBCHHBIX B3aMMOJICHCTBHM

e IIpu MpUMEHeHUM mpemapaTa IOmepuo B koMOUHAIUHU ¢ QypoceMUIOM, TUTOKCHHOM,
BappapuHOM, THIPOXJIOPOTHA3UAOM, AMIIOJAMIIMHOM, MET(POPMHUHOM, OMEIPA30JIOM,
KapBeJAWIONOM, HHUTPOTJHUICPUHOM BHYTPHUBCHHO (B/B) WJIH KOMOMHHPOBAHHBIM
IpemapaToM JICBOHOpTecTpela W HSTHHWCTPAJAHOTIA KIMHWYSCKH 3HAUYHUMBIX

B3aUMOJICUCTBUU HE BBIABJICHO.

IIpokoHCYNBTUPYHUTECEH € JIeUallUM BpadoM WU paOOTHUKOM allTeKH B CIIydae HEYBEPEHHOCTH
KacaTeJIbHO TOTO, OTHOCUTCS JIM IPUHHUMAaeMbIH JICKApCTBEHHBIM IperapaT K OJHOMY H3

NEPCUUCIICHHBIX BBINIC JICKAPCTBCHHLIX IIPCIIapaToB.

Ipenmapar IOnepuo ¢ nueii U HAMUTKAMU

Bpewmst npuema npenapata FOnepuo He 3aBUCUT OT BpeMeHH IpHeMa ITUIIY.

bepeMeHHOCTH U IpyJHOe BCKapMJIIMBaHHeE

CooOurute JieyanemMy Bpaudy, ecjii Bol GepeMeHHBI WIH KOPMUTE TPY/Iblo, TIpeinoiaraeTe, 4To

MOJKeTe ObITh OepeMEeHHBI, WJIH IJTAHUPYEeTe OepEeMEHHOCTb.

CoxpaHeHHBIH peNpOAVKTUBHBIN MOTSHITHAJL, KOHTPAIlSHIINS

BaM, KeHIIMHAM JeTOpPOJAHOTO BoO3pacTa W Bam, HalleHTaM MYKCKOTO Mojia HEoOXOJUMO
HCIIOJIB30BaTh HAJICIKHBIE METO/IbI KOHTPAICIIIIAU BO BpeMs JieueHus npenapatoM IOnepuo u B
TEUCHHE HEJIJIM TMOCIe ero mocyeAHero mpueMa. Ecmu Bel mimanupyere OepeMeHHOCTh, Bam
cJeyeT OOTOBOPUTH BAPHAHTHI JICUSHHUS CO CBOUM JICUAIIIUM BPATOM.

BepeMeHHOCTD

Ecnu Bel GepeMeHHBI, TO HE ClIeIyeT MPUHAMATh Tpenapat I0nepuo. Y GepeMeHHBIX JKSHIIHH,
OPUHUMABIIHUX  BaJICApTaH, OTMEUAJIMCh CJIy9aW  CaMOTPOHW3BOJIBHOTO  TPEpHIBAHUA
OepeMeHHOCTH, MAJIOBOJUSI W HapymeHUsi (YHKIUHA TMOYeK Y HOBOpOXKIeHHBIX. I[lpwm
HACTYIUICHHH OSpEeMEHHOCTH BO BpeMsl JISUSHHUS MpenapaToM, BaM ciiefyeT mpeKpaTHTh pHeM
npenapaTa u mpouHGOPMHUPOBATH CBOSTO JICUAIETo Bpaya.

JlakTays

Ecnu Bl kopMute rpy/iblo, TO He peKOMEHyeTcs MPUHUMATH TipenapaT I0nepuo.



COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 05.04 2023 N= 64391

(NOCJEOQBL i 0003)

[TpoKOHCYNBTUPYHUTECH ¢ BpauoM Tepes] Ipue

IIepUO/I IPYIHOTO BCKapMJIUBAHMSL.

YrpaBiieHHe TPAHCIIOPTHLIMHU CPeACTBAMHU M padoTa ¢ MeXaHH3MAaMU

OTCYTCTBYIOT JIaHHBIE O BIUSHHUHU MpelapaTa Ha CHOCOOHOCTH YIPABIATH TPAHCIOPTHBHIMH
CpeICTBAMH HW/WIH MeXaHu3MaMu. OjHako, eciad Bbl HCHBITHIBaeTe TOJOBOKPYIKSHHE HWIIH
yCTaJIocTh, TO Bam cieayeT coOmonaTh OCTOPOIKHOCTh IIPH BOXKISHUHM aBTOTPAHCIIOPTA WM

pa60Te C MCXaHHU3MaMH.

3. Ilpuem npemapara IOmnepuo

HaHHBIﬁ mnmperapar CJaCAyCeT IPHHHMATh B CTPOIroOM COOTBECTCTBHH C YKa3aHHUAMH JICHAICTO

Bpaua. B ciydae BO3HUKHOBEHHS BOIPOCOB MPOKOHCYJIBTHPYHTECH ¢ BPauoOM.

Pexomenayemas moza

Bcerga HpHHHMaﬁTe mperapart IOI'ICpI’IO B ITIOJIHOM COOTBCTCTBHH C JIMCTKOM-BKJIAABIIICM HJIA C

PEKOMCHAAIHUAMH JICHAIICTO Bpayia.

JInst nedeHus cepieuHo HEJOCTATOUYHOCTH CTaHAapTHAs Jio3a npenaparta FOnepuo coctapisieT
200 Mr 2 pasa B AeHb (oqHa TablleTKa YTPOM M OJIHAa TabJieTKa BeuepoM). PekomeHmyemast

HavaibHas Jo3a 100 mr 2 pa3a B eHb (0/1Ha TabJeTKa YTPOM U O/iHa TabJIeTKa BeuepoM).

JI1s1 1e9eHUA BBICOKOTO apTepHAJILHOTO JIaBJIEHHUS peKOMEHAyeMasl HadalbHasl 1032 COCTaBJIIET
200 mr 1 pa3 B AeHb. B HEKOTOPBIX CIydYasx JieUallHi Bpad MOKeT Ha3HAYUThH 0o0Jice BHICOKYIO
o3y (manpumep, 400 mr 1 pa3 B feHs). B 3aBucumocT oT Baiiero coctosiHusl Bpad Ha3HAYUT
npenapat IOnepuo B BHAe MOHOTEpAllUH WM B KOMOWHAIIMHM ¢ JPYTUMH THIIOTSH3UBHBIMH
cpeAcTBaMu (MMOHUIKAIONINE apTepualbHoe JapyeHue), kpome HAIIO u APA IL

Jlnst o6oux mokazanui Bam Bpau Ha3HAUUT TOYHYIO HAYAJIBHYIO /03y HAa OCHOBE TOTO, KakHe
npenapatsl Bel npuHuMaiy panee. 3areM Bam Bpad Oy/1eT KOppeKTHPOBATH 103y B 3aBUCUMOCTH
oT Bame# peakiuu Ha JieueHHe, Toka He OyAeT HaijieHa jyumasi goza. Ecimu Bl panee
npuaumMaiu HAIIO®, He npuHuMaiiTe npenapat IOnepuo B TeueHue 36 4acoB MOCIIe MOCIe/HEN

no3bl HAIT®. Ecim Bl B HacTOsimee BpeMst npuHuMaete APA 11, mpexpatute ero npuem.

IIyTh u criocod BBeTeHUs
IIpenapat FOnepuo ciiegyeT NpUHUMATL BHYTPH B OJTHO U TO e BpeMs KayKIbIH JeHb.

TabnaeTkn CJICAYCT LIPOTJIAThIBATh HEJIUKOM, HE JIOMAaA U HE JCJIA HA YaCTH.



COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 05.04 2023 N= 64391
(NOCNEOQCBATEINBEHOCTL 0003)

HpOZ[O.]I)I(I/[Te.]'II)HOCTB TeparmMu

[Iponoizkaiite mpuHUMAaTh Ipenapar IOnepuo exeHEBHO /10 TeX IOp, MOKa Jieyalnel Bpad He
OTMEHHUT €r0 IIPUeM.
Ecim y Bac ecthb Bompocsl O TOM, Kak JOJro IpUHHUMAaTh mpenaparT IOnepuo,

MPOKOHCYJIBTUPYUTECH € JICUALTUM BPAauOM.

Ecom Bol npunsiym npenapat FOmepuo 6oJtblire, yeM c¢J1e10BajIo

IIpu mepemozupoBke mpemapatom [Omepuo y Bac moxkeT HaOmogaThCs apTepHaIbHAS
TUIIOTEH3USL, TIPH HTOM CJIeIyeT He3aMeIUTEIbHO MPOKOHCYJIBTHPOBATHCS ¢ BPAUOM.

Jleuenue

PeKOMeHHOBaHO CHUMIITOMATHYCCKOC JICUCHHUC.

Ecim Bei 32061 puHATh nipenapat IQmepuo

PexoMenayeTcs MpUHUMATH JAHHBIN JISKAPCTBEHHBIN Mpenapar Kax/Ibli JeHb B OJTHO U TO JKe
Bpemsi. B cinyuae npomycka npuema npenapata IOnepuo, npumuTe J03y Ipenapata, Kak TOJIbKO
BcroMHHUTe 00 3ToM. IIpuMute ciegyromyto 03y B oObIuHOe BpeMsi. IIpomycTute npuem, eciu
y3Ke MOYUTH HACTAJIo BpeMsl CIieyIoNeTo MpueMa mpenapaTta. He npuHuMaiiTe JBOWHYIO J03Y

mpemnapara, 9TOOBI BOCIIOJIHUTD IIpueM HpOl’IyIJ.[GHHOﬁ JO3BI.

[Tpu HamU4YUK BOIIPOCOB 10 MPUMEHEHUIO IpernapaTa oOpaTUTeCh K JicUalleMy Bpauy.

4. BozMo:kHBIe HeJKe/IaTeTbHbIe PeaKiui
Kak u B ciayuae ¢ JroObIMM JIpyTMMH IpemapaTaMu, IpemapaTr [Omepuo MokeT BbI3BaTh

HEIKCJIATCIIBHBIC PEaKIIUKU, OAHAKO 3TO IIPOUCXOAHUT HE Y BCCX IMAITUCHTOB.
HeKOTOpBIe HeEKeJIaTeJIbHbIE peaKIINH MOT'YT OBITH CEPbESHLIMH

[Ipekparute npuem npenapata FOnepuo u HeMeUIeHHO 00paTUTECh 32 METUITMHCKOH TOMOTIB IO,

eciu y Bac BO3HHMKIIM Kakue-JIM00 U3 CIIeIyIOMMX peaKIIuH:

HemsBecTHO (ucx00s u3 uUMEOWUXCA OGHHBLIX HACMOMY 6O03HUKHOBEHUS ONpeoenuine
HEBO3MOICHO)

® TUIEPUYBCTBUTEIBHOCTh (BKJIIOUYAS KOXKHYIO ChIllb, KOXKHBIN 3yJ, aHaQHUIAKCHIO (OCTPbIH

OTEK KOXKH, CIUZUCTHIX U MOJKOKHOU JKHPOBOU KJIICTYATKH)).

Ecnu y Bac BO3HUKHYT cepbe3Hble 0O0UHBIe d(P(EKThI, MpeKpaTUTe MpUeM JICKapCTBEHHOTO

npenapata FOnepuo u HeMeIeHHO coo0muTe 06 ATOM CBOeMY JieUalleMy Bpady.



ot 05.04 2023 N= 64391
(MOCNEOQBATENEHOCTL 0003)

l[pyrne BO3MOKHBIC HEXKEJIATC/IbHBIC PCAaKIIVEE

COOTBETCTBYET 2KCNEPTHOMY OTUETY

O4ueHb YaACTO (MO2ym 603HUKaMb bonee yem y 1 uz 10 nayuenmos)

¢ HHU3KOC apTCPHUATIBHOC JaBJICHUC, HAPYIICHUC (I)YHKIII/IH IIOYCK, BBICOKHH YPOBCHDb KaJIH:A

B KpOBH (110 aHATIU3Y KPOBH).
Yacto (Mozym eo3nuxams He bonee uem y 1 uz 10 nayuenmos)

e  KallleJib, TOJIOBOKPYIKCHHE, MOYeUHAS HEIOCTATOUYHOCTD (B T.W. OCTpast), HU3KUH ypOBEHB
Kaiusi B KpoBH (IO aHAJIW3y KpOBW), Juapess (KUAKHH CTyJd), TMOBBIIMICHHAA
YTOMJISIEMOCTh, TOJIOBHAsi OOJIb, BHE3aIHAs IMOTepsi Co3HaHUA (0OMOpOK), TOIMHOTA,
¢1a00CTh, OPTOCTATHYUSCKASI THTIOTEH3USI (HU3KOE apTepHaIbHOE JAaBJIeHUE TIPH MIepexo/ie

U3 TIOJIOKESHUS CHIS HITH JIeXKa B TIOJIOKEHHUE CTOs), ONYIeHHE Bpall[eHHUs.
Heuacto (mozym eosnuxame menee uem y 1 uz 100 nayuenmos)

¢ TOJIOBOKPYIXKCHHC IIPH IICPCXOAC U3 MOJIOKCHHUS CUIA B ITIOJIOKCHUC CTOS WA HaOGOPOT

(opTocTaTHYeCKOE TOJIOBOKPYIKEHHUE ), OTEK JIUIA U TopJjia (AHTHOHEBPOTUUYESCKUH OTEK).

Ecnu Bpl 3aMeTHTe KaKue-JIHOO HeKeaTelbHbIE peaKliuy, HE YKa3aHHBIC B HaCTOANICM

BKJIQJBIIIC, HpOKOHCYﬂbTHPYﬁTeCL C JICHalllTUM BpavoM.

Coo01ieH1e 0 HeKeIATe/TLHBIX PeaKIMAaX

Ecnu y Bac eoznuxarm Kakue-iubo HedlCenamenvuvle peaxyul, npoOKOHCYILbMUpyimecs ¢
epavom. J[aHHas pexoMeHOayus pacnpocmpaniemcs Ha No0vie 603MOJICHLLE HEJICENAMENL HbLE
peakyuu, 6 MOM 4YuCle Ha He NepeducleHHuie 6 MUCmKe-eKlaobiie. Bot makoice modceme
COODUUMb O HEJICENAMENLHBIX PEaKYUIX HANPAMYIO Hepes CUCTHEMY COODueHITl 20CYyOapceme —
unenos Esepazutickozo sxonomuueckozo corwsa. Coobuas O HeJCeNamenbHuX peakyusx, 6bl
nomoeaeme noyuums HoNbULE c6edeHUll O be3onacHoCm npenapama.

Poccuiickast @enepaiusa

Anpec: 109074, Mocksa, CrnaBsiHCcKas iomans, 1. 4, cTp. 1

OenepanbHas cry:k0a 1o Ha3opy B cdepe 3apaBooxpanenus Poccuiickoit Oeneparuu
Tenedon: + 7 (495) 698-45-38, +7 (499) 578-02-30

dakc: + 7 (495) 698-15-73

OnexTpoHHas nouTa: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru
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COOTBETCTBYET 2KCI E PTHOMY OTHETY
ot 05.04 2023 N- 6431
(NOCNEOCBA Eﬂl:ri':f Tb 0003)

C006ma5[ O HeKeJIaTeJIBLHBIX peaKuHﬂX’ BI)I DOMOEASTS 'rl(\m ILIALL QOILIIA. ORo rlo'[rlx'lx o

0e30IacHOCTH Tpenapara.

S. XpaHenue nmpenaparta IOnepuo

XpaHI/ITe JaHHBIN JIeKapCTBeHHLIﬁ IpernapaTt B HEJOCTYIITHOM MECTE, YTOOLI JACTH HS MOIJIHN €TI0

BH/JIETh.

Cpok rogHOCTH

3 rona.

He npumeHsiiTe mpenapat MOC/e HCTSUSHHUS CPOKA TOTHOCTH (CpOKa XpaHSHHs), YKa3aHHOTO Ha
KapTOHHOH nauke mwim Onucrepe nocie «l'ojxeH mo:». Jlarod HcTeueHHs] cpoKa TOJAHOCTH

SABJICTCA l'IOCJ'ICL[HI’Iﬁ JACHBb JaHHOI'O MECIIA.

Y cIIoBHSL XpaHSHHS

XpaHuTte Ipemnapar IIpy TeMIeparype He Boime 25 “C.

XpaHHUTh B OPUTHHAIBHOH yIakoBKe (OJMCTEp) JUISI 3aIlUTHI OT BJIATH.

IIpenynpeskaeHus 0 NpU3HaKaX HEMPUTOHOCTH IpenapaTa K NPUMEHEHHUIO
He BeiOpaceiBaiiTe mpemapaT B KaHAIM3AalMIO WM ¢ OBITOBBIMH OTXOJAaMH. Y TOUHHUTE Y
paGOTHUKOB alTeKH, KaK ClIeAyeT YTHIN3UPOBATh IpenapaT, KOTOphIi Goblie He nmoTpebyeTcs.

DTU MepbI IO3BOJIAT 3aIUTUTH OKPYIKAIOIIYIO CPEIY.

He npunumaiite npenapaT U3 NOBPEKISHHON WM BCKPLITON YIIAKOBKH.

6. Copep:xumoe YIIAKOBKH U IIPOYHe CBeIeHUA

IIpenapat IOniepuo coxepxur

JIeHCcTBYIOIMM BeMIeCTBOM IIpeliapara SIBJISIeTCS CaKyOMTpWiia M BajicapTaHa TH/paTHBIN
KOMIUIEKC HATPUEBBIX COJIEH.

IOnepuo, 50 mr (25.7 mr + 24.3 Mr), TabJIETKH, HOKPLITHIE IUICHOYHOM 000JI0UYKOU

Kaxxnast TabrieTka, MOKphITas IUICHOUHOM 00OJIOUKOM, COJCPIKUT CaKyOMTpUJIa U BajicapTaHa
THAPATHBIH KOMIUIEKC HATPHUEBBIX colie - 56,551 mr (B mepecueTe Ha KHUCIOTHYIO (opmy
6e3BoaHy0 50 Mr, UTO PKBHBAJICHTHO COJCpPIKAHHIO cakyOuTpmia 24,3 Mr u pajicapraHa 25,7
MT).

BcnomMorarenbHEIMH BCHICCTBaAMHU ABJIIIOTCS:
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COOTBETCTBYET 3K
ot 05.04 2023 N- 6431
(MOCNEQOBATENBHOCTE 0003)

CNEPTHOMY OTYETY

JHOKCHJT KOJUIOHUJHBIH, TpeMuKc obosouku Oembrii (rumpomernioza, TutaHa guokceuy (E171),
makporon 4000, Taipk), IPEMHKC OOOJOYKH KPAaCHBIH (THIPOMEIIIO3a, KPACHTEIIh HKEJIe3a OKCH]
kpacubiii (E172), makporon 4000, Tajapk), IpeMHKC OOOJIOUKH YSPHBIH (THIIPOMEIIIO3a, KPACHTEIh

skenesa okenp yepHbid (E172), makporon 4000, Tanbk).

IOnepwmo, 100 mr (51.4 mr + 48.6 Mr). TabJIETKH, MOKPLITHIE IVICHOYHOM 000JI0UKOHU

Kaxnasa tabieTka, NOKpbITasl IUICHOUHOM 00OI0UYKOH, COMEP:KUT CaKyOUTpUiIa M BajlcapTaHa
THAPATHBIH KOMIUIEKC HATpHEeBBIX cosiedt - 113,103 Mr (B mepecuete Ha KHUCIOTHYIO (opMmy
Oe3posiHy0 100 Mr, 9TO SKBHBAJICHTHO COJACPKAHHMIO CakyOWTpmia 48,6 MI M BajcapTaHa
51,4 mr).

BenoMoraTe/IbHBIMU BEI[ECTBAMU SIBIITIOTCS:

LICJ'IJ'[[-OJ'IOSa MHKPOKpHCTAJUIHYCCKas, THIIPOJIO3a, KPOCIIOBHAOH, Maruusa cTcapar, TaJIbK, KpCMHHA
JHOKCH] KOJUTOMJIHBIH, MPeMUKC 00oouku Oemblii (TUIpoMeutosa, TuTaHa guokcun (E171),
makporoJi 4000, TaJibk), IPeMHUKC 0G0JIOUKH KEJIThIH (THUIIPOMEIUI03a, KPACHTETh JKeJle3a OKCHT
sxenteit (E172), makporon 4000, Tanbk), mpeMHKC 0OOJOYKH KpacHBIM (THIIPOMEIUIo3a,

KpacHTeJIb JkKeJe3a okeus kpacHsll (E172), makporos 4000, Taibk).

IOnepwmo, 200 mr (102.8 Mmr + 97.2 Mr), TabGleTKH, DOKPLITHIE IUICHOUYHOM 000JI0UKOH

Kaxxnast TabrieTka, MOKphITas IUICHOUHOH 00OIOUKOM, COMCPIKUT CaKyOMTpUJa U BajicapTaHa
THAPATHBIH KOMIUICKC HATPHEBBIX cosielt - 226,206 Mr (B mepecueTe Ha KHCIOTHYIO (opMy
6e3oanyro 200 Mr, 9TO SKBHBAJICHTHO COJCPKAHHUIO cakyOuTpwia 97,2 Mr u BajcapTaHa
102,8 mr).

BenomoraTe/lbHBIMH BEIECTBAMM SIBJITFOTCS:

[{enmono3a MHKpPOKpUCTALUIMYECKAs, THUIPOJIO3a, KPOCIOBUIOH, MarHus cTeapaT, TaJIbK,
KpeMHUS1 JIMOKCH]] KOJUTOWTHBIHN, TIPeMUKC 000I0UkH Gelbli (TUIpoMeriosa, THTaHa JHOKCH]]
(E171), makporoa 4000, Tanpk), IpeMHKC OOOJOYKH KpacHBIH (THIIPOMEIUIO3a, KpacHTe.b
skeneza okeua kpacHeid (E172), makporonm 4000, Tanmbk), npeMHKC OOOJOUKH HYepHBIN

(runpomesuiosa, KpacHuTe b jKeie3a okcul uepHbid (E172), makporon 4000, Tayibk).

Buemmmmit Bua npenapara Onepuo v coepxMoe yIIakoBKU
[Ipenapat FOnepuo npeacrapiisieT co6o# TabIeTKH, MOKPHIThIE ICHOTHOU 000I0UKOU

IOnepwmo, 50 mr (25.7 mr + 24.3 mr)., TaOJIETKH, MOKPLITLIE INICHOYHOHN 000JI0UKOH:

OBaJIbHBIE JBOSKOBBIMYKIIbIE TaONeTKH, TOKPBLIThIE IUICHOUHOW oO0oJoukoi Oemoro ¢

(HOJICTOBBIM OTTEHKOM IfBeTa ¢ (packol, O6e3 pucku. Ha ofHON cTOpoHEe HaHECEHA IPaBUPOBKA
12



COOTBETCTBYET ZE_H II:; — EPTHOMY OTYETY

ot 05.04 2023 N- 6431
(NOCNEOQCBATEINBEHOCTL 0003)

«LZ», na npyrou — « NVR».

IOnepwmo, 100 mr (51.4 mr + 48.6 Mr), TaOJeTKH, DOKPLITHIE INICHOYHOM 000JI0UKOM:

OBasibHbIE JIBOSIKOBBINYKJIbIE TaOJICTKH, MOKPBIThIE IUICHOYHOH OOOJIOUYKOM CBETIIO-XKEJITOTO
1Beta ¢ gackoit, 6e3 pucku. Ha oaHoli cTopoHe HaHeceHa rpaBupoBka «L1», Ha apyro —

«NVR».

IOnepwuo, 200 mr (102.8 mr + 97.2 Mr). TabJIeTKH, MOKPLITHIE IUICHOYHOH 000JI0UYKOH:

OBasibHBIE JBOSKOBBINYKJIbIE TAOJETKH, MOKPBIThIE IUICHOUYHOW 000JOUKOM CBETIIO-PO30BOTO
nBeta ¢ gackol, 6e3 pucku. Ha ogHo#l cTopoHe HaHeceHa rpaBupoBka «L11», Ha apyrod —

«NVR».

ITo 14 Tabnetok B 6muctep u3 [IBX/IIBJIX u amomunaueBoid gonsru. Ilo 2 wmm 4 Gamctepa ¢
no3upoBkor 50 mr (25,7 mr + 24,3 mr), 100 mr (51,4 mr + 48,6 mr) wim 200 mr (102,8 mr +
97,2 MI') BMECTE C JIUCTKOM-BKJIQ/IBIIIIEM B KAPTOHHYIO TIAUKY.

HOHyCKaeTCﬂ HAJIMYHUC KOHTPOJII IICPBUIHOIO BCKPLITHA HAa KapTOHHOﬁ IMaYKe.

JepkaTeIb perucTpaliHOHHOTO Y/I0CTOBEPeHUs
Hosaptuc Osepcus Uasectmente AL, JIuxTmtpacce 35, 4056 Bazens, Ilpewmapus /

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

IIpousBomuTe H

IIpouse00cmeo 20mosoti AeKapcme eHHON hopmbl

Hosaptuc Cunramyp ®apmacerotukan Mboubtodpekuypunr Ilte. JITJ, Tyac be#t Jleitn 10,
637461 Cunranyp, Cunranyp / Novartis Singapore Pharmaceutical Manufacturing Pte. Ltd.,
10 Tuas Bay Lane, 637461, Singapore, Singapore;

HoBaptuc ®apma C.m.A., Bua Ilposunumane Ckuro, 131 - 80058 Toppe AHHyHIHMaTa
(Heamonp), Utanmus / Novartis Farma S.p.A., Via Provinciale Schito 131 - 80058 Torre
Annunziata (NA), Italy.

000 «Hosaptuc Hepar, . Cankt-IleTepOypr, Jlopora B Kamenky, a. 40, k. 3, mut. A, Poccus,

Hepsuunas ynaxKoeKkd, 8MOPUUHAL/NOMPeDUMENbCKAL VIAKOSKA, BbLNYCKAIOWUT KOHMPOTb

Kauecmea
Hopaptuc ®apma C.mA., Bua Ilposununasie Cxuro, 131 - 80058 Toppe AnHyHUHMaTa
(Heamonp), Utamus / Novartis Farma S.p.A., Via Provinciale Schito 131 - 80058 Torre
Annunziata (NA), Italy.

00O «Hosaptuc Hepay, 1. Cankr-IleTepOypr, Jlopora B Kamenky, a. 40, k. 3, mat. A, Poccus,
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COOTBETCTBYET 3KCMIEPTHOMY OTYETY
ot 05.04 2023 Ne 6491
(NOCNEQOBATENBHOCTL 0003)

3a /moGoii uHgopMalilueii o Mpenapare, a T

cJrenyer Oﬁpall[aTBCﬂ K JIOKAJJbHOMY IIPeICTAaBUTE/IIO JAepKRaTe/IdA PEerucTpalioOHHOro

Y/IOCTOBEPEHM:

Poccuiickast Denepanus

000 «Hosaptuc ®apma»

125315, r. Mocksa, JIeHuHrpagckuii npocnekt, 1. 70
TelL.: +7 495 967 12 70

(axc: +7 495 967 12 68

OnekrpoHHas noura: drug.safety russia@novartis.com

l[am{m]‘i JMCTOK-BKJIAJBIII ITEPECMOTPEH

IIpoune ncrouHuKH MHGpopMaLHHU

HOI[p06HBIC CBCJCHHU]A O JaHHOM IIpcIiapaTe COACPKATCIA Ha

http://eec.eacunion.org.

peb-catite  Coroza:

14



