TIuKps¥ — TEKCT JIUCTKA-BKJIAAbIIIA J1M-Ne000328-IT1-BY

YTBEPXIOEHO

MWHWUCTEPCTBOM 3[JPABOOXPAHEHUA
PECMYBJTMKN BENTAPYCb

MPUKASOMOT 28.08.2025 Ne 985
JIncToK-BRIAAABII — MHGOPMALMS JIS1 AN EeHT# [OCEAOBATENEHOCT: 0021

ITnkpaii, S0 mMr, Ta0JIeTKH, NOKPBHITHIE IIJICHOYHOH 000/109K0i1

IMuxpsii, 150 mr, Ta0/1eTKH, NOKPBITHIE MJIEHOYHOIH 00071049KO0I

IMnkpaii, 200 mr, Tad1eTKH, NOKPBITHIE IVICHOYHOH 000/104KOMH
JleiicTByOIIIEE BEIIECTBO: AIMETUCHO

VJlekapcTBeHHBI IpemapaT MOJUIEKUT  JIONOJHUTEIBHOMY  MOHUTOPHHIY, KOTOPBII
CHOCOOCTBYET OBICTPOMY BBISIBJICHHIO HOBBIX CBEJICHHH O 0€30MacHOCTH. BBl MOXkeTe moMoub,
cooOuiast uHGOpMaLKIO O JIIOOBIX HEXeNIaTeIbHbIX PEaKLHUAX, KOTOpble BO3HHMKIN B IEPUOJ
IPUMEHEHHUs JIEKapCTBEHHOTO IIpenapara (B TOM YHCJe U O CilydasX ero Hea(h(heKTUBHOCTH).

Cnoco0 COO6III€HI/I$I 0 HCXKCIIATCIIbHBIX PCAKIUAX OIMKMCAaH B pasaciic 4 JIMCTKa-BKJIaabIlIA.

Ilepen npuemom npenapara MoJHOCTHIO NPOYMTANTE JUCTOK-BKIAABILI, I0CKOJIbKY B HEM
cojiep:KkaTcsl BaskHble 1J1s1 Bac cBenenus.

- CoxpaHuTe JMCTOK-BKJIaAbI. Bo3MoxkHO, Bam notpebyercs npounTaTh €ro euie pas.

- Ecin y Bac BO3HUMK/IM 1ONOJHUTENbHBIE BOIPOCH, 00PAaTUTECH K JIEUallleMy Bpady.

- [lomHuTe 0 TOM, yTo npenapat [Iukpait HasHaueH umenHo Bam. He nepenasaiite ero apyrum
oM. OH MOXKET HaBPEeIUTh UM, Ja)Ke €CJIM CHMIITOMBI UX 3a00JIeBaHus coBIaiatoT ¢ Bamumu.
- Ecin y Bac Bo3HuKIIN Kakue-1M00 HexXellaTeNlbHbIe peakiui, 0OpaTUTECh K JeyalleMy Bpavy.
JlanHas pekoMeHAalus pacpoCTpaHseTcsl Ha JIF0Oble BO3MOKHBIE HEXENaTeIbHble PeaKkluy, B

TOM YHUCJIC HA HE ICPCUMUCIICHHBIC B pa3aciic 4 JIMCTKa-BKJIaJbIIIA.

Conep:xanue JHCTKA-BKJIAAbIIA
. Uto npencrasiser coboii npenapar [TUKpaii 1 171 4ero ero NpUMEHSOT.
. O ueM cnenyer 3HaTh nepes npuemMoM npenapata [Iukpait.
. IIpuem npenapara [Tukpoii.

1
2
3
4. B03MOXXHBIE HEXEJaTeIbHbIE PEAKLIUH.
5. Xpanenue npenapara [Tukpoii.

6

. Conepxq/IMoe YIIAaKOBKHU U IIPOYNEC CBCACHUS.

1. Yro u3 ceds1 npeacrasiasier npenapat [Inkpaii u 1515 4ero ero npuMeHsII0T
Yro npexncrasJisieT codoii npenapar Ilnkpan
[Tukpsit comepXuUT JEHCTBYIOIIEE BEIIECTBO AaMENUCHO, KOTOpOE NPUHAMICKUT K TpyIIe

JIEKapCTBEHHBIX CPEICTB, Ha3bIBAEMBIX HMHTHONTOpaMu (ochaTuammHo3uToN-3-kuHask (PI3K).

IHoka3zanusi kK npuMeHeHu10 npenapara Iukpsi
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[Ipenapar Ilukpait B xomMOMHAIMu C QyJIBECTPAHTOM TIOKa3aH s | JiQHEHIT 29KSHILMER oBs
MOCINELOBATENLHOCTL 0021

IIOCTMEHONAY3€ M MYXYMH C IIOJIOKUTEIbHBIM 110 TOPMOHAIBHBIM penenrtopam (HR+),
OTPHIIATEIIBHBIM IO PELENTOPY SIHACpPMaIbHOr0 GakTopa pocta yenoBeka 2-ro Tumna (HER2-)
pacrnpoCTpaHEHHBIM WJIM METACTATUYECKUM PAKOM MOJIOYHOM skelie3bl ¢ myTanuen rena PIK3CA
(PIK3CA+) c mporpeccupoBaHueM 3a00JIeBaHMSI BO BpeMs/ IIOCIIE IPOBEACHHUS PEKUMOB
SHJOKPUHHOU TepaIuu.

[Tpenapat [Tukpaii MokeT OBITH HA3HAYECH TOJIBKO MAIlMeHTaM, UMEIoIUM MyTaruio rena PIK3CA
B KJIETKax paka MOJIOYHOM >kene3bl. Bamn sneuyamuii Bpad Bo3bMeT y Bac oOpasenr kpoBu u/miu
OTYXOJICBOM TKaHU, KOTOPBIM OyaeT mpoBepeH Ha Haimuwuwme 3TuX myTtanmii PIK3CA. Ecam
pe3ynbTat MOJI0XKUTENbHBIN, Balie 3a001eBaHue, ckopee BCEero, MOAAeTCs JICYEHUIO ITpernapaToM

ITukpoii.

Cnoco0 geiictBusi npenapara [lukpsi

[Ipemapar Iluxpsii Gnokupyer aeiicTBue (hepMEHTOB, Ha3bIBaeMbIX (ochaTuauInHO3uTON-3-
kuHazamu (PI3K). Otu ¢epmeHTHl MOMOrarT pakoBbIM KJIETKAM pacTH M Pa3MHOXKATHCA.
biokupys ux nericreue, npenapar IInkpsit MOXKET yMEHBIIUTD POCT U paCpOCTPAHEHUE OITYXO0JIN

" IOMOYb YHUYTOKUTD 3JIOKAaUCCTBCHHBIC KJICTKH.

Ecnu y Bac ecth kakue-nmubo BOMPOCHI O TOM, Kak JAedcTByeT mpemnapar [lukpait mwim nmoyemy

JAaHHBIN Tpenapat ObLT Ha3HaueH Bam, oOpatuTech K CBOEMy Bpady.

2. O 4yeM cjeayer 3HATH nepea npuemoMm npenapata [ukpoii
TarenbHo cobOiroaiiTe Bce MHCTPYKIMHU Jieyaniero Bpada. OHU MOTYT OTIMYaThCsl OT OOLIeH

I/IH(l)OpMaI_[I/II/I, Hpe,HCTaBHeHHOﬁ B JaHHOM JIMCTKC-BKJIaIBIIIC.

HpOTI/IBOHOKa3aHI/Iﬂ

He npunumaiite npenapar Iukpaii:

e Ecmu y Bac amneprus Ha annenucu® wiM JroOble JIpyrue KOMIIOHEHTHI Ipernapara

(HCpC‘lI/ICHCHHHC B pa3aciic 6 HI/ICTKa-BKJ'IaIILIIJ_Ia);

e Ecnu Brl 6epemMeHHBI UM KOPMUTE TPYABIO.

Oco0ble ykazaHus U Mepbl MPEI0CTOPOKHOCTH

Ilepen npuemom npenapara [Inkpsii NPOKOHCYIBTUPYHUTECH C JIEYAIIMM BPAYOM.

Ecnu panee y Bac oTMeuanuce nepeuncieHHble HUXKe COCTOSTHUS, He0OX0MMO J0 Havaia nprueMa
npenapata [Iukpsit cooOumTh 06 ITOM JieyarieMy Bpauy:

e FEcmu y Bac Obul ycTaHoOBIIEH AMAarHo3 caxapHeld amaber 1 wiam 2 THma, OTMEYaloCh

IMOBBIIICHUC YPOBHA Caxapa B KPOBU HUJIM TAKHC CUMIITOMBI KaK CUJIbHAA KaKaa UJIIN CYyXOCTb
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BO PTY, YU4allICHHOC MOYCHCITYCKaHHUEC W yBeJ'II/IIIeHHHﬁ 00BEM MOYH OIRRYIDRETIAC. GECT2H QE TEB
MOCNEAOBATENBLHOCTL 0021

WM TOIIHOTHI, @ TAK)KE NOBBILICHHBIN alllEeTUT C MOTEPE Beca.

Jlo Hagaya siedeHus npenaparoM IIukpsii sievamui Bpad MOKET Ha3HayuTh BaMm mpuem
CaxapOCHMJKAIOIEro Ipenapara JUlsl YMEHbBIIEHHUS TSDKECTH BO3MOMKHBIX IMOOOYHBIX
s dexrToB. CrnenyiiTe MHCTPYKLHUSAM JICUAIIEro Bpaya O TOM, KaK NPUMEHATh HAa3HAYEHHOE
CPEICTBO.

e Ecnuy Bac umerorcst uiam uMenuch B IIPOLIOM ChIllb, IOKPACHEHUE KOXKH, BOJABIPH Ha I'y0ax,
BOKPYT IJIa3 WM B TOJOCTH pPTa, LIETYUICHUE KOXHU, C JIMXOPAIKOH nin 0e3 Hee, KOTOpbIe
MOTyT ObITh NMpu3Hakamu cusipoma CtupeHca-/[)KOHCOHa, MOJIUMOPGHHON IKCCYAATUBHON
OPUTEMBI, TOKCHYECKOTO SIUAECPMAIBHOIO HEKPOJIM3a WM JIEKapCTBEHHOM peakuuu C
s03uHOGUINEH U cucTeMHbIME nposiBieHnsMu (DRESS-cunnpom).

e FEcmu y Bac Tsxenoe 3a001eBaHre KOCTEH, TOPAXKAIOIIEE YETIOCTh (OCTEOHEKPO3 YEITIOCTH ).

HemensienHo cooduure JieyaiiemMy Bpauy, ecjid BO Bpems jiedueHus: npenaparom I[ukpai y

Bac BO3HUKHYT Kakue-J1100 U3 cie1yIIHuX N000YHbIX 3P (PeKToB:

e Ecnu Bri 3ametute y cebs cblnb WK 3y, 1100 eciii y Bac BOSHUKHYT KpaTuBHUIIA, OBIIIKA
WM 3aTPYJHEHHOE JbIXaHHEe, CBUCTSIEE JbIXaHHE WM KallleJb, JyPHOTA, TOJIOBOKPYKEHHE,
HapylIeHHE YpPOBHS CO3HAHUS, apTepuajbHas TUIOTOHUS, MOKPACHEHHE KOXH, OTeK
JUIa/Topiia Ik MOCUHEHUE TY0, S3bIKa UM KOXKU (BO3MOKHBIE TPU3HAKU TSKENbIX peakluit

TUNEPYYBCTBUTEIBHOCTH).

e Ecmu y Bac BmnepBble BO3HUKHYT WM YyCYryOsiTCsl MpoOJeMbl C JbIXaHHUEM, BKJIHOYAs
3aTpyAHEHHOE UM OOJIE3HEHHOE JIbIXaHHe, Kalleslb, YYallleHHOEe JIbIXaHHe, 00JIb B TPy BO
BpeMs JIbIXaHHS, MOCHHEHHE Ty0, s3bIKa WJIM KOXH, WIM HKOTa (BO3MOXKHBIE NMPU3HAKU

HCI/IH(i)eKHI/IOHHOFO ITHEBMOHUTA UJIN HHGBMOHI/II/I).

e Ecnu y Bac BO3HUKHYT ITOBBILLIEHUE YPOBHS caxapa B KPOBH, CHJIbHAS KaX/1a, CyXOCTb BO PTY,
y4alleHHOE MOYEHUCITyCKaHUE, OLYIIIEHUE YCTAIIOCTH, TOBBIIEHHBIN alllIETUT C IIOTEPEN Beca,
CIIyTaHHOCTh CO3HAHMSI, TOITHOTA, pBOTA, (PPYKTOBBIN 3amax W30 PTa, 3aTPYAHEHHOE JIbIXaHHUE
U CyXOCTh WJIM TIOKPACHEHHE KOXH (BO3MOXXHBIE CHUMIITOMBI THUIIEPTIMKEMUU U €€

OCJIO’KHEHUM).

e Ecnu y Bac BO3HUKHYT OKpacHEHUE KOXKH, BOJABIPU Ha ry0ax, BOKPYT a3 WM B MOJIOCTH
pTa, LIeNylIeHHe KOXH, C JUXOpaaKod MM 0e3 Hee, KOTOpble MOTYT OBITh NMpHU3HAKAMHU
cuapoma CtuBeHca-/[»KoHCOHa, MOMMMOPPHONU SKCCYAATUBHOM AIPUTEMBI, TOKCUYECKOTO
ANUAEPMATBHOIO HEKPOJIM3a UJIH JIEKAPCTBEHHON peakluu ¢ Y03MHO(UINEH U CUCTEMHBIMU

nposinenusmMu (DRESS-cunnpom).
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e Hosrle miu YXyAmarnimuruecsas CUMIITOMBI, ITOPAXKaroinue Bamy pOTOBy[(DPW(A:mM’bTBE(EBHQZH
MOCNEAOBATENBLHOCTL 0021

HIararoruecs 3yObl, 00JIb WM OTEK, HE3aKUBAIOIINE SI3BbI BO PTY WM BbIICICHUS).
e IIpenapar IIukp3i MOXET BbI3BATh CUIIBHYIO TUAPEIO.

B 3aBucumocTH OT CTENEHU TSKECTH CUMITOMOB Bamn nedamuii Bpau cMOXeT Moao0path
KOPPEKTUPYIOIIYIO Tepanuio, Mpyu HEOOXOAUMOCTH CHU3UTH J103Yy, CAENaTh MepepbIB B JICUCHUU

WJIU TIOJIHOCTBIO MIPEKPATUTh IIpueM npenapara [Tukpaii.

AHaJIM3 KPOBH 10 ¥ BO BpeMs JiedeHus1 npenaparom Ilnkpaii

Bam newamuii Bpau OyAeT NPOBOJUTH aHANU3 KPOBU JO U PETYISIPHO BO BpeMs JICUCHUS
npernapatoM [Iukpa3ii, 4yTOOBI KOHTPOJMPOBATH YPOBEHb TIIIIOKO3BI B CHIBOPOTKE KpoBH. Ha
OCHOBAHMHU pE3yJIbTAaTOB Bamn jevamuii Bpad NmpuMeT BCe HEOOXOAMMBIE MEpHI, HAIpuMep,
BBIMUILET JIEKAPCTBEHHOE CPEJICTBO /ISl CHU)KEHUS YPOBHS TJIIOKO3bl B CBIBOPOTKE KpoBH. [Ipu
HeoOxoauMocTy Bar sevammumii Bpad MOXKET PEelIUTh BPEMEHHO MPEPBaTh JICYCHHE IpernapaToM

HI/IKpaﬁ WM YMCHbIIUTD J03Y, YTOOBI CHU3UTH YPOBCHB TJIFOKO3bI B CBIBOPOTKE KPOBHU.

Jdern n moapocTkmn
He naBaiite mpenapar I[lukpsii neTsM U MOAPOCTKaM B BO3pacTe 10 18 JIeT BCIEACTBUE PHUCKA
Hed(pPEeKTUBHOCTH M BepOsITHON HebGe3omacHOCTH (6e30nacHOCTh U () (HEeKTUBHOCTH TPUMEHEHUS

npenapata [Iukpaii y netei 1 moapocTKOB B Bo3pacTe /10 18 j1eT He yCTaHOBIIEHBI).

JApyrue npenaparsl 1 npenapar Ilnkpoi
Ecnu Bel npuMeHsiere ceifuac wiM NpUMEHsUIM HEAABHO JpyrHe JEeKapCTBEHHbIE Mpernaparsl (B

TOM YHCIIe, OTITyCKaeMbIe 0€3 peliernTa), moxanyiicra, cooomure 06 3Tom Bamemy Bpauy.

K Taxum npemnaparaM, B YaCTHOCTH, OTHOCATCA:

anTpombonar (rpenapar, IpUMEHSIEMbIH IPU CHIPKEHUH YPOBHS TPOMOOIIMTOB)

e [Ipenaparsl, IPUMEHSAEMbIC Ul JICUEHUs ONPEIEICHHBIX BHUJOB paka MOJIOYHOHM JKEIE3Hl,

TaKye Kak JIanaTHHUO, puOOLUKING

¢ [Iperaparbl, NPUMCHACMBIC IJI JICHCHHUA HCKOTOPBIX BHUIAOB PaKa, TAKUC KaK 3BCPOJIMMYC,

anajyrtaMu, SH3aJlyTaMuJ 1 MUTOTAH

® [IAHTOIIPA30JI (npenapaT, MMOAABIISAIOIINH O6p&30BaHI/IC COJISHOM KHCIIOTHI B KCITYyOKEC U

MPUMEHSEMBIH JTs1 OCITA0ICHUS M35KOTH)
e Mua3051aM (CHOTBOPHOE)

e pudamMuyH (aHTHOMOTHK)
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® [Ipernapatrbl JJIA JCUYCHUSA SIMUICITUYCCKUX CYTOPOT U IPUCTYIIOB, TaK epmomap@mmﬂnmm
MOCNEAOBATENBLHOCTL 0021

(heHuTONH

e [IpenapaT paCTUTEIbHOTO IPOUCXOXKIECHNUS, UCII0JIb3YEMBIN AJIs JIEUEHUS IETIPECCUU U JPYTUX
COCTOSIHMM, HarpuMmep, 3Bepo0oil TMPOABIPSBICHHBIA (M3BECTHBIM Tarkke Kak Hypericum

perforatum)
e sHKOpadeHud (mpenapar, IPUMEHSIEMBIH IS JICYCHHS] HEKOTOPBIX BUJIOB paKa KOXKH )
e BapdapuH (mpemapar, IPUMEHSIEMBIN JJIsI CHUKCHHS CBEPTHIBAEMOCTH KPOBH)

e OynponuoH (aHTHIEIPECCAHT, MPUMEHSIEMBIN IS JICUEHUS] HUKOTHHOBOM 3aBUCUMOCTH )

IIpenapar IIukpaii MOKET BbI3bIBATh MOBBIILIECHNUE WIA CHU)KCHUE KOHILIEHTPALUU Psa APYTUX
JIEKapCTBEHHBIX IpenaparoB B Baiell KpoBu, B TOM 4HCi€ IpenaparoB WM J100aBOK,

noJydyaeMbIx 6e3 perenta, u (min) GuTonpenapaTos.

Bo Bpems Tepanuu npenaparom [Iukpsii Bel Taxke 10KHBI cOO0MIATh cBOeMy Bpady 000 Bcex
HOBBIX IIperaparax, KoTopsle Bam Ha3zHaueHbl U KOTOpble Bbl paHee He MpUHUMAIU BO BpeMs

Tepanuu npenaparom ITukpai.

Ecnu Bwl He YBEPCHBI, IIPUHUMACTEC JIN BB kakoi-mn0o u3 nperaparoB, MEPCUUCICHHBIX BLILIC,

crnpocute 00 3ToM y Bariero nevariero Bpaya.

BepemenHocTh, rpy1HOe BckapMiIMBaHue M GepTHIBHOCTD

Ecnmu Bpl GepeMeHHBI WM KOPMHUTE TIpy/Ablo, AyMaeTre, 4To 3a0epeMeHeNd, WM IUIaHUpYyeTe
OepeMeHHOCTh, Iepe]] HadajJoM NPUMEHEHMs Ipenapara HpPOKOHCYJIbTUPYHTECh C JIeHaluM
BPAUYOM.

ECDCMGHHOCTL " KCHIIMHEI C COXDaHeHHOI\/JI DGHDOI[VKTI/IBHOI\/JI d)VHKIH/IeI\/JI 1 MY>XYUHBI

[Tpenapat ITukpaii MokeT HaHECTH Bpen IUIONY HpPHU MPUMEHEHUH BO BpeMsi OEpEMEHHOCTH.
JXenmuHaMm AeTOPOJHOrO BO3pacTa A0 Hayaia JiedeHus mnpenaparoM [Iukpsit Heo6xoanmo
IPOBECTHU TECT JJIS UCKIIIOUEHUsI OEPEeMEHHOCTH.

JKeHIMHBl penpoyKTHBHOTO BO3pacTa, BEAyLIUE IOJOBYHO JKW3Hb, JOJDKHBI HCIIOJIB30BaTh
3¢ exTrBHBIE METOABI KOHTpALENIMK IpU NpueMe npemnapara [Tukpait B neproa neyeHus U Ha
IIPOTSKEHUM, 110 MEHBILEH MePE, HEJIEIH T10CIIe IIPEKPALLCHUS JICUEHUS JaHHBIM IIPENapaToM.
Myxuunbl, npuHMMaromue npenapar [IMkpsii M BeTynmarolmue B II0JOBBIE KOHTAKThl C
JKEHIIUHAMHU PENPOAYKTHBHOIO BO3pPACTa, JTOJKHBI MOJIb30BATHCS NPE3EPBATUBAMM U IPYTUMH
3¢ (peKTUBHBIMU METOAAMM KOHTpaleniuu B Mepuoja mnpueMa mnpenapara [lukpsit u Ha

MMPOTAXKCHUH, T10 MEHBIIIEH MEPE, HEACIIN ITOCJIC MMPEKPAIICHUA TCPpAlINU JAHHBIM ITPpEIIapaToM.
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Hepnon T'PYAHOT'O BCKAPMJINBAHU S nPUKA3omoT 28.08.2025 Ne 985
MOCNEAOBATENBLHOCTL 0021

IIpenapar [Iukp3ii IPOTUBONOKA3aH B IEPUOJ I'PYAHOIO BCKAPMIIMBAHUs. /KEHIUHBI HE JOJIKHBI
KOPMUTH TPYAbI0O BO BpEMs JICUCHHUS] M B TE€UEHHE KaK MUHUMYM | Helenu mociie mpuema
nocienHen mo3bl mpenapara [lukpait. Bam nedamuii Bpau obcyaut ¢ Bamu moteHIuaibpHbIC

pucku npuemMa npemnapara [Iukpsit Bo BpeMsi KOpMIIEHUS TPYIbIO.

DdepTUabHOCTD

[Tpenapat [Tukpait MOKET CHUKATH (PEPTUIIBHOCTD Y MY>KUYHH U JKEHIIUH.

YnpasiieHue TPAaHCIOPTHBIMHU CPeACTBAMH M padoTa ¢ MeXaHU3MaMM

[TockonbKy Mpu MpUeMe ameaucruda BO3MOKHBI TAaKME HEXKENNaTeIbHbIC PEaKIuy KaK TONIHOTA,
pBOTa, TOJIOBHas O0Jb, YYBCTBO YCTaJOCTH, HEUYETKOCTh 3pPEHHUS, ATO MOXXET BIHUATh Ha
CIIOCOOHOCTH YIIPaBJIATh aBTOMOOMIEM U paboTy ¢ Mexanusmamu. Eciu y Bac nosiBsitcs Takue
peaKiuu, CleyeT OTKa3aThCsi OT YIPaBJICHHUS aBTOMOOWJIEM M pabOThl C MEXaHW3MaMH, U

COOOIIUTE JIeUalleMy Bpauy.

3. ITpuem npenaparta Iukpaii

Bceerna nmpunnMaiite npenapat IIMkpai B IOJTHOM COOTBETCTBUM € PEKOMEHIALMSAMH JIEUAIIErO
Bpaya. [Ipu nosiBjeHNN COMHEHUI IOCOBETYHUTECH C JiedaluM BpadoM. He MeHsliTe 103y npenapara
[Tukpali wim cxeMmy NpPUMEHEHUs, NpPEABapUTEIbHO HE 00CcynuB C JjevamuM BpadoM. He

MPEBBIIIANTE PEKOMEHI0BAaHHYIO 703y, HA3HAYEHHYIO JIeUallliM BPayoM.

Pexomennyemas no3a npenapara Ilnkpou

e PekoMeHayemasi HauanbHas jgo3a npenapara Ilukpsit cocraBmser 300 mr (2 TaGneTku 1Mo

150 mr) 1 pa3 B cyTkH.

e Ecnm nocne npuema npenapara [Inkpaii BO3HHUKIIA pBOTA, HE IPUHUMAKNTE Ipenapar IOBTOPHO
B Te4yeHue 31oro JaHA. [IpuMuTe 0OBIYHYIO O3UPOBKY Ha CIEAYIOUIMHA J€Hb B MPUBBIYHOE

BpeMsl.

e Bam Bpau ckaxxet Bawm, B kakoii 103e 1 koraa Bam ciexyer mpuHUMaTh (QyIBECTPAHT.

Cnoco6 npumMeHeHust

[Tpunumaiite npenapart [ukpait 1 pa3 B cyTkH, cpa3y nmocie el IpUMEPHO B OJTHO U TO K€ BPEMSI.
Tabnerku mpemnapata [Iuxp3il ciemyeT riaoTath HEMHKOM (TIEpea MPOTIAThIBAHHEM TaOJIETKH
HEJb3sl Pa3KEeBBIBATh, APOOUTH WK pa3iaMbIBaTh). [looMaHHbIE, TPECHYThIE UM MHBIM 00pa3oM

MOBPCIKACHHBIC TaOIeTKU NpHUHUMATh HC CICAYCT.

IIpoxo/KUTEIBLHOCTH TEpaNUH
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o o PECNYBNKN BENAPY.Gb
Hpononmame INpUHHUMATh IIpcrapar HI/IKpBI/I CTOJIBKO BPEMCHH, CKOHEK@M@WM5@J&BB
MOCNEAOBATENBLHOCTL 0021

Jieyauiui Bpady.

JleueHue 3TuM nmpernapaTom ABJIICTCA JJIMTCIBbHBIM U MOKCT IMIPOAOJDKATHCA MCCALBI UJIN T'OABbI.

Ecau Bol npunsin npenapat [lukpsii 6osb1e, 4eM cjie10Bajio

VY nun, NpUHSABIIMX CIIMIIKOM MHOTO TaOieTok mpemnaparta I[Iukpaid, pa3Buimuch 3(QQeKTsl,
KOTOpbIE SIBJISIFOTCA M3BECTHBIMU 1OOOYHBIMU 3¢ ¢dexkramu npenaparta IIukpsi, BkItodaroye
BBICOKMM YPOBEHb TIJIIOKO3bl B CBIBOPOTKE KpPOBH, TOLIHOTY, YCTaJOCThb W Cbillb. Eciau Bbl
CIly4alHO TIPHUHSAJIM CIMUIKOM MHOIO TaOJeTOK WM eciu Bai jexkapCcTBEHHBIM INpenapar
CIIy4aifHO TPHUHSI KTO-TO €Ile, HEMEMJICHHO OOpaTHTech 3a COBETOM K Bpauy. [lokaxkute

YIaKOBKY IIperiapara HHKpSﬁ MoxeT HOTpe6OBaTBC$I MCAUIMHCKOC BMCIIATCIBCTBO.

Ecan Bol 3206114 npuHaTH npenapat [lnkpoi

Ecnu Bel 320011 nipuHATh npenapat [Iukpaii, Bel MoxxeTe nNpuHATH €ro cpa3y mnocie esl npu
YCIIOBHH, YTO IOCJI€ 0OBIYHOIO BpEMEHH ITpHeMa Npoluio MeHblie 9 yacos. Eciu nocie 00b14HOrO
BpEMEHM IIpHUeMa npouwio Oosblie 9 yaco, He npuHKUMaiiTe npenapaT [Iukpaii B 3ToT neHb. Ha
CIIeyIOIIMi 1eHb npuMuTe npenapar [lukpaii B 06b14HOe Bpems. He nmpuHumaiite 1BoMHYO 103y,

YTOOBI CKOMIICHCHUPOBATH IIPOMYIICHHYTO.

Ecau Bl npexkpaTuiau npuem npenapara Iukpou

HperameHHe npuemMa mpcerapara HHKprI MOZKET IMIPUBCCTU K YXYAUICHUIO Bamero cocrosHus.

He npexparaiite npunuMath npenapat [Iukpoii, noka Bam He ckaxer 06 3Tom Bam Bpau.

[Tpu HanMuKUK BOMPOCOB 110 MpUEMY Npenapara oOpaTUTECh K JIeHalleMy Bpavy.

4. Bo3Mo:KHbBIE HexKeJlaTeJIbHbIe pe€aKkummn
HOI[O6HO BCEM JICKApCTBCHHBIM IIpCIiapaTaM Iperapar HI/IKpI)I‘/’I MOJKCET BBI3bIBATH HCXKCIATCIIBHBIC

pCakuru, OAHAKO OHU BO3HUKAIOT HEC Y BCEX.

Ecmu y Bac naGmromarorcst ceppe3Hbie moO04YHBIE d(DPEKTH, MpeKpaTuTe NMpUeM mnpenapara

Iukpd3ii 1 HeMeJIEHHO CO00IIUTE 0 HUX Bpavy.

OueHb YacTo: mMocym goznuxamo y bonee uem I uenogexa uz 10

e Jluxopanka, Kaimieiab, HACMOPK, yBEJIHUYEHHE B pa3zMmepe TUMGPATHYECKHX Y3I0B, 00Ib B
CycTaBax, ChbIllb, HOYHAsl TMOTJIMBOCTh, CHIDKEHHE MAacChl Tela (BO3MOXKHBIE CHUMIITOMBI
CHIDKCHUS 4YHClia JUM(OIUTOB, THUMA JIEUKOIUTOB), CHWJIbHAS JKaXIa, YdYalleHHOE

MOYEHCITyCKaHUE WM YBEIUYECHHbII 00beM MouM U (WIM) TIOBBIIICHHBIN amMIeTuT,

25.04.2025 CDS 20-07-2023 Crp. 7u3 15


Ефименко ЖН
ЛП ГП УТВЕРЖДЕНО


TIuKps¥ — TEKCT JIUCTKA-BKJIAAbIIIA J1M-Ne000328-IT1-BY

YTBEPXIOEHO

MWHWUCTEPCTBOM 3[JPABOOXPAHEHUA
PECMYBJIMKN BENTAPYCb

COTIPOBOXKTAFOIITUICS TTOTepel Beca (BO3MOKHBIE CUMITTOMBI TUTICPTIIHKEMUH, HOBBHHCHHOTOS
MOCINELOBATENLHOCTL 0021

YPOBHSI INIMKUPOBAHHOT'O TEMOTIIO0NHA).

Yacro: mocym 6o3nuxams He 6onee uem y 1 uenosexa uz 10

e Cplmb, 3y/l, KpaTUBHUIIA, TOKPACHEHUE KOXU, TOCUHEHUE T'Y0, S3bIKA MM KOXKH, CBUCTSIICE
IbIXaHWEe WU Kallelb, JAypHOTa, TOJIOBOKPYKEHHE, HapyIIeHHE YpPOBHS CO3HAHMS,
apTepualibHas TUIIOTOHUS, C JISTKUM T€HEPaTN30BaHHBIM 3yI0M WU 0€3 HEero, OJIbIIIKA WIIN
3aTpyIHEHHOE JIbIXaHUE, OTEK nuIa/ropaa (BO3MOXHBIE CUMITITOMBI

TUIEePYYBCTBUTEIHHOCTH).

o [Ipobnembl ¢ nObIxaHuWeM, BKIIOYasi 3aTPyJHEHHOE WIM OOJIC3HCHHOE JbIXaHWE, Kalllelb,
y4YallleHHOE JbIXaHue, 00Jb B TPYAH BO BpeMs JbIXaHUsl, IOCUHEHUE TYO, sI3bIKA UM KOXKU,

WJTU UKOTa (BO3MOKHBIE CUMITTOMBI HEMH()EKITMOHHOTO ITHEBMOHUTA).

o [lonmxeHHas yacTora MOUYCHUCITYCKaHUA U MMOHMKEHHBIH 00beEM MOYH, OTCK HOI', JIOABIXKCK U
obnactu BOKpPYT I'Jila3, YCTAJIOCTh, CITYTAHHOCTb CO3HAaHUs, TOIIHOTA, CYyJOpPOT'H, 00JIb B rpyaun

(BOSMO)KHLIG CUMIITOMBI OCTPOI'0 IIOPAXKCHUA HO‘ICK).

L BOJ’IB, OTCK WJIM OHCMCHHEC YCIIOCTHU, OIIYHICHUC TAKCECTU B YCIIHOCTH WJIM BBIITAJACHUC 3y6a

(BO3MOKHBIE CUMITTOMBI OCTEOHEKPO3a YEIIOCTH ).

L4 CBIHL, MMOKPACHCHUEC KOXHU, BOJABIPHU HA ry6ax, BOKpPYT TI'JIa3 UJIK BO PTY, HICIYIICHUC KOXHU

(BO3MOKHBIE CUMIITOMBI MTOJIMMOP(GHON SKCCYAATUBHON SPUTEMBI).

Heuacto: mocym eosnuxams ne 6onee uwem y 1 uenosexa us 100

L4 3anyI[HeHHOe ABIXaHUC, TOJIOBHAA 60J'IB, TOIIHOTA, pBOTa (BO3MO)KHBI€ CHUMIITOMBI BBICOKOT'O

YPOBHS KHCJIOT B KPOBH, KETOALIU03).
e CunbHas 60J1b B BEpXHEH 4acTH )KMBOTA (BO3MOXKHbBIE CUMIITOMBI ITAHKPEATUTA).

e Cplnb, MOKPACHEHHUE KOKH, BOJIJIBIPY Ha ry0ax, BOKPYT IJla3 WU BO PTY, LIENyIIEHUE KOXKH,

JInXopaaka (BO3MO)KHBIC CUMIITOMbBI CHHAPOMA CTHBCHC&-I[)KOHCOH&).

YacroTra HEH3BECTHA: UCX005 U3 UMEIOUUXCA OQHHbIX yacmom)y 603HUKHOGEHU: onpec)eﬂumb

HEB603MOINCHO

L CHYTaHHOCTB CO3HaHUA, CYXOCTh BO PTY, CYXOCTh UJIM ITOKPACHCHUEC KOXKH, TOIHOTA, PBOTA,
YCTAJIOCTh, YYAIICHHOC MOYCHUCIIYCKAHUC, CHJIbHAA JKaXda (BOSMO)KHBIC CHUMIITOMBI

THIEPTITUKEMAYECKOT0 THIIEPOCMOIISIPHOT0 HekeToTudeckoro cuaapoma (ITHKC)).

L4 CBIHL, JIMXopaaka (BOSMO)KHBIG CHUMIITOMBI HCKapCTBCHHOf/'I pcaknuuu ¢ 303I/IHO(I)I/IJ'II/IGI71 )41

cucteMHbiMu nposBieHusiMu (DRESS-cunapoma)).
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YTBEPXIOEHO

MWHWUCTEPCTBOM 3[JPABOOXPAHEHUA
PECMNYBNNKN BENAPYCb

HBIEAXSMYTPEKID.? (R 5 THO HES
MOCNEAOBATENBLHOCTL 0021

3peHusi, pa3MbITOE 3pEHUE, YXYAIIEHUE 3PEHHs, CyKeHHE 3pauka (BO3MOXHBIE CHMIITOMBI

YBEUTA).

Jlpyrue Bo3MoxkHbIe M0004YHBIE 3 eKThI

Hpyrue Bo3MoxHbIE 0O0UHBIE 3 (eKThl nepeunciensl Hike. Ecnu 3T mo6ouyHbie 3G GeKThI

OyayT mpoTtekaTh B Tshkeno opme, oOparutech k Bamemy Bpady.

O4eHb YacTo: mocym go3Hukams y bonee uem I uenosexa uz 10

bone3nennoe u qacToe MOUYCHUCITYCKAHUEC (BOSMO}KHBIC

MOUYEBBIBOIAIIUX MTyTEH)

CHUMIITOMBI I/IH(beKI_[I/II/I

YCTaJIOCTb, IMMOBBIIICHHAA YTOMJIACMOCTD, 6JIGI[HOCTI) KOXH (BO3MO)KHI)I€ CHUMIITOMbBI HU3KOTI'O

YHUCJIa SPUTPOLIUTOB (AHEMHUU))

[ToTeps annerura

INonmoBHas 60J1b

CtpaHHbIe BKYCOBBIE OILIYIIEHUS (JIUCTEeB3Ms)
Huapes

TomHoTa

PBota

HapbIBbI uiu 13BBI B TIOJIOCTH PTa C BOCTIAJICHUEM JIeCeH (CTOMATHT)
bonsb B )xuBOTE

PaccTpoiicTBo xkenyaka, HecBapeHUe (TUCTICTICHSI)
Crinb

Brimanenve unm uCTOHUYEHHE BOJIOC (ATOTICTIHS)
3yn

CyxocTb KOXHU

YTomiiseMOCTb

BOJ'IB, KpaCHOTa UK OTCK AbIXAaTCIIbHBIX HYTeﬁ, MHIIEBOIA WX CIU3UCTOMN MOJIOBBIX OpTraHOB

(BocnasieHHe CIU3UCTBIX)
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e OnyxaHue pyK, JIOJbDKEK WA CTyIHEH (mepudepuuecKkuii 0TeK) MPUKASOMOT 28.08.2025 Ne 985
MOCINELOBATENLHOCTL 0021

e Jluxopanka (mupekcust)
e (CyXOCTb CIU3HUCTBIX
e CHmXEHHEe Macchl Tela

° CaMOHpOI/I3BOJIBHOG KpOBOTCYCHHUE WM KPOBOIIOATCKU (HpI/ISHaKI/I HHU3KOro 4ucia

TPOMOOLIUTOB B CBIBOPOTKE KPOBH)

o CHMIXEHHC KOHICHTpAMKU KaJIbIHA B CBIBOPOTKEC KPOBHU, YTO MHOTAAd MOXCT IMPUBOAUTH K

BO3HHUKHOBCHHUIO CYIOPOT (FI/IHOKaHLHI/ICMI/IH)

e CHMXEHHE KOHIEHTPAIMU KaJIHs B CHIBOPOTKE KPOBH, CBS3aHHOE C MBIIIECYHOH CI1a00CThIO,

MBIIICYHBIMU CTIa3MaMH /MM HAPYIICHUEM CEPJICIHOTO PUTMA (TUTIOKAJTUEMUS)

Yacro: mocym eo3nuxams He bonee uem y I uenosexa uz 10
e KpoBoTtounBocTh aeceH, 00JIE3HEHHbIE WM YBEIMUYEHHBIE JECHBI (IPU3HAKU BOCIHAJICHMS

JIECEH)
e HeverkocTh 3peHHs
e ['eHepann30BaHHBIN OTEK (aHAcapka)
e (CyxocTb I1a3

e JlokpacHeHnue u (WIHM) OTE€K M, BO3MOXHO, IIETYIIEHWE KOXHM Ha JIAJIOHSAX U TOJOIIBAX
CTYMHEH, 4YTO MOXET COIMPOBOXAATHCA OIIYIICHUEM IMOKalblBaHUSA W Kryded OOIbIo

(TpuU3HAKH JIAJJOHHO-TIOAOIIBEHHOT'O CHHIPOMA)
e (0e3BOXKUBaHUE

e J'onoBHas 6OHB, TOJIOBOKPYKCHUC (BOSMO)KHBIC CUMIITOMBI BBICOKOTO apTCPpHAIIBHOI'O

TABJICHUS )

e Orek Bcel PYKH WJIK €€ 4YaCTH, BKIIOYasd MMaJblbl, UJIX HOT', BKJIIIOYAas Majlblbl HOT', OITYIICHUC
TAKCCTH, OTPAHUYCHHOCTD }IBI/I)KGHPlﬁ, lII/ICKOM(i)OpT, YTOJIIIECHUE KOXH U PCIUINBUPYIONINE

nH(peKIH (BO3MOKHbBIE CUMITTOMBI JTUM(EIEMBbI)
e  MpImeynsle cia3Mel
e bonb B MblIIax (Muanrus)

e 3yOHas 60Jb
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e (OOpa3zoBaHNE MOBEPXHOCTHBIX U TIIYOOKHX TPEIIMH HA Iy0ax (XEHIIUT)rrviasomor 28.08.2025 Ne 985
MOCINELOBATENLHOCTL 0021

e boub B 1ecHax

e Dpurema

e BocraneHue KoOXU C ChIbO (I€pMaTUT)
e [IpoGnemsl ¢ 3achinanuemM (OECCOHHUIIA)

Bo Bpems Tepanuu npemnapatoMm [lukpaii y Bac Takke MoryT Bo3HUKaTh MoO04HbIE 3(PPEeKTh B
BUJIC ATUIIUYHBIX PE3yJIbTATOB aHAIM30B KPOBHU, MO KOTOpPHIM Baill Bpau MOXET MOHATH, Kak

(GYHKIMOHUPYIOT pa3jinuHble opransl Baiero opranusma.

OueHb YacTo: Mo2ym go3nHukamo y oonee yem I yenosexa uz 10
e Bricokas  aKkTUBHOCTh  CleQylOIMX  (EpMEHTOB:  raMMma-IiIyTaMHITpaHc(epassbl,

aJlaHMHaMUHOTpaHchepassbl, JIUIMA3bI
e BricOokue ypOBHU KpPEaTUHHHA, TIFOKO3bI U KAJIBLIUS B CBIBOPOTKE B KPOBU
e Huzkoe yucio 1uMQponuToB U TPOMOOIIUTOB B KPOBU
e Huzkue ypoBHH ITIOKO3bI, MATHHSI, TEMOTJIOONHA U aTbOyMHHA B CHIBOPOTKE KPOBH

e VYBeIHYCHHE AKTUBUPOBAHHOTO YaCTUYHOTO TpOM6OHHaCTI/IHOBOFO BpPEMCHU (HOKaSaTeHL

CBEPTHIBAEMOCTH KPOBH)
Yacro: mozym gosnukams ne 6onee uem 'y I uenosexa uz 10

e Bpricokuil ypoBeHb TJIMKHPOBAHHOTO T€MOTJO0MHA B CBHIBOPOTKE KPOBH (MapKep YpPOBHS

TJIIOKO3BI B CHIBOPOTKE KPOBU 3a Tocneanne 8—12 Henenp)
Ecim Ber 3amernte kakwe-To Apyrue moOodHbIC dPQPEKTHI, HE YIMOMSHYTHIE B OTOM JINCTKE-

BKJIQJIBIIIIE, cOOOIMTE 00 TOM Bpady.

Coo011eHNs 0 HeKeJIATeJIbHbIX PeaKIusiX

Ecnu y Bac BO3HHKarOT Kakue-mu00 HeKeNnaTeNlbHbIe PeaKllii, MPOKOHCYIBTUPYHTECH C BPAUOM.
JlaHHast peKOMEHaIMs pacIpOCTPAHSETCS Ha TFOOBIE BOZMOKHBIC HEXKENATEIbHBIC PEAKIHH, B TOM
YHUCJIC HA HC Hepqu/ICHeHHBIe B JINCTKE-BKJIAABIIIIC. Brr TAKXKEC MOXKETEC COO6I]_[I/ITI) O HCXKECIIATCIBbHBIX
peakiusax HanpsmMyto (cM. Huke). Cool1mas o HexkenaTeIbHbIX peakiusiX, Bel moMoraere moiayunTh

Ooutbllle CBeICHNH 0 0e30IIaCHOCTH Ipenapara.

Poccuiickasa ®@eoepayus
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dbenepanbﬂaﬂ cny>1<6a 110 HaJA30pYy B C(i)epe 3ApaBOOXpPaHCHUA nPUKA3omoT 28.08.2025 Ne 985
MOCNEAOBATENBLHOCTL 0021

Anpec: 109012, r. MockBa, CnaBsiHCKas TUIOIIanb, 1. 4, cTp. 1
Tenedon: +7 800 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON CeTH «HTepHeT:

www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

VII «lleHTp 3KCrepTU3 U UCTIBITAHUHI B 3APABOOXPAHCHUN»
Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®daxkc: +375 (17) 242-00-29

DnekrponHas mouta: rcpl@rceth.by

Caiit: www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI na ITXB «HanuuoHaJIbHBINA LEHTP SKCHOEPTU3bI JIEKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
w3nenuiiy Komurera MeauuumHCKOrOo W (apMaleBTHYECKOrOo KOHTpOJIsl MuHHCTEpCTBa
3apaBooxpanenust Pecnybnuku Kazaxcran

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

Ten.: +7 7172 235 135

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

Wurepuer-caidt: www.ndda.kz

Pecnybnuxa Apmenus

I'HKO «enTp sxcnepTu3sl J€KapCcTB U MEAUIIMHCKUX TEXHOIOTHID»
Anpec: 0051, r. Epesan, ip. Komuraca 49/5

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

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

Cairt: www.pharm.am

5. Xpanenue npenapara Iluxpaii
XpaHHTe MpernapaT B HEIOCTYITHOM JUI peOeHKa MeCTe TaK, YToObl peOEHOK HE MOT €r0 YBHUJIETb.
He npumensiiite npemnapar nociie UCTEUEHHUs CpoKa FOJHOCTH (CpOKa XpaHEHHMs), YKa3aHHOTO Ha

KapTOHHOU TMavke uiau oymcrepe nocie «l'ogeH 1o». JlaToit ucTeueHus cpoka rOJHOCTHU SIBIISIETCS
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HOCJ‘ICI[HI/If/i JCHb JaHHOI'O MECs1a. nPUKA3omoT 28.08.2025 Ne 985
MOCNEAOBATENBLHOCTL 0021

Xpanutb npu Temneparype He Bbinie 30 °C. XpaHUTh B OpUTMHAIBHON yIaKoOBKe (OnucTEp B
TIeHaJIe) JIJIsl 3alIUThI OT BJIArd.

He BwIOpackiBaiiTe mpenapaT B KaHIM3ALUIO WIA C OBITOBBIMM OTXOJaMHU. YTOUHHUTE Y
pabOTHUKOB aNTEKH, KaK CleqyeT yTUIM3UPOBATh Mpenapar, KOTOpbIH Ooblie He oTpedyeTcs.

OTH Mepbl NO3BOJIAT 3AIUTUTE OKPYKAIOIIYIO CPELY.

6. Conep:knMoe yNIaKOBKHU U NMPoYKe CBeeHHs

Ipenapar Iluxkpsii cogep:kuT

JleicTBYIOIIMM BEILIECTBOM IperapaTa sIBISIeTCs aleaucuo.

Kaxnas tabierka, MOKpbITas IUICHOYHOH 000y0ukol, mpemapara [lukpait 50 mr comepxwur
50 mr annenucuoa.

Kaxxnas tabnmerka, MOKpBITasl TUICHOYHON 000s04YKoi, mpemapara ITukpasii 150 Mr copepkut
150 mr annenucuba.

Kaxnas Tabnerka, MOKpbITas IJICHOYHON 00ojoukoif, mpemapara [lukpait 200 mr comepxut
200 mr annenucuoa.

[TpourmMu HHrpeneHTaMH (BCIIOMOTATEIbHBIMU BEIIECTBAMMU) SIBJISTFOTCS

nesutono3a Mukpokpuctammdeckas (PH 102, PH 101), manHuTON, KapOOKCHMETHIIKpaxMall
HaTpus (TUn A), THIIPOMEIUI03a, MarHus cTeapar;

[Inenounas o6onoUKa:

Ilpemuxc obonouku denviii: TurIpoMesio3a, Tutana auokcun (E171), makporon 4000, Tanbk;
Ilpemukc 0bonr0uxku uepnwili: TAIIPOMEILI03a, XKese3a okeu uepHsiid (E172), makporon 4000,
TaJbK;

Ilpemuxc 0b6o10uKU KpacHbIli. TUTIPOMEILIO3a, kene3a okcu kpacHsii (E172), makporon 4000,
TaJbK.

Buemnnii Bua npenapara IIukpdii 1 coaepkumoe ynakoBKH

[Ipemapat [Tukpoii mpencraBisieT co60i TaOIETKH, MOKPHITHIE MIIEHOYHOW 000I0YKOI:

Tabnemku 50 me: Kpyriible ABOSIKOBBITTYKJIbIE TaOJETKH CO CKOIIEHHBIMU KpasMH, TMOKPBITHIC
IUIEHOYHOU 00O0JI0OYKOM, CBETIO-PO30BOro IBeTa, 0e3 pHCKH, ¢ IpaBUpOBKOM «L7» Ha omHOM
cropoHe u «NVR» Ha apyroi cTtopoHe.

Tabnemxu 150 me: oBajgbHBIE ABOSKOBBIYKIIbIE TAOIETKH CO CKOLIEHHBIMU KpasiMH, MOKPBITHIE
MJICHOYHON 000J0YKOM, OJIeTHO-KpAaCHOTO IBeTa, 0e3 pHucKkH, ¢ rpaBupoBkoir «UL7» Ha omHOU
cropoHe u «NVR» Ha apyroi cTtopoHe.

Tabremku 200 me: oBaJbHBIE TBOSIKOBBIYKJIbIE TAOJIETKHA CO CKOLIEHHBIMU KPasMH, MTOKPHITHIE

MJICHOYHON 00OJIOUKOM, CBETJIO-KPACHOTO IIBETa, 0€3 pUCKH, ¢ rpaBUpoBKON «YL7» Ha omHOM
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MWHWUCTEPCTBOM 3[JPABOOXPAHEHUA
PECMYBJTMKN BENTAPYCb

cropone u «NVR» Ha apyroii ctopone. MPUKASOMOT 28.08.2025 No 985
NMOCNEAOBATENBHOCTE 0021

s cymounoii 0oszer 300 me: mo 7 Tabnmeroxk no3upoBkod 150 Mr B Ongucrepe U3
[IBX/TIT®X3/antomuHneBoit (Hosibru; 1o a8a OiarcTepa BKICCHbI B KAPTOHHBIN TIEHAN; 110 2 WU
1o 4 neHasna BMECTE € JIMCTKOM-BKJIAJIbIIIIEM B KAPTOHHOU MayKe.

st cymounoti 0ozvl 250 me: o 7 Tabaetok no3upoBkoi 200 Mr u 7 TabiieTok 103upoBKoi S0 Mr
B Oiuctepe u3 [IBX/ITTOXD/amomunueBoit oseru; mo 1 6mucrepy ¢ 7 TabiaeTkamMu JO3UPOBKOU
200 mr u 1 6aucrepy ¢ 7 TabneTkamu 103UpoBKOM 50 MI BKJIEEHBI B KAPTOHHBIN NIEHAIL; 110 2 WIN
1o 4 1neHasna BMECTE ¢ JIMCTKOM-BKJIAJIbIIIIEM B KAPTOHHOU TMayKe.

s cymounoii 0oszer 200 me: mo 7 Ttabmeroxk nmo3upoBkod 200 Mr B Omucrepe U3
[IBX/TIT®X3/antomuaneBoi (oabru; Mo 2 OnucTepa BKICSHBI B KAPTOHHBIH MeHaT; 1o 1 mim mo

2 IIeHaja BMECTE C JIJUCTKOM-BKJIQABIIIIEM B KapTOHHOfI ITayke.

JlomyckaeTcss Halnu4ue KOHTPOJISI IEPBOr0 BCKPBITHS HA KAPTOHHOM ITAYKe.

Jlep:KaTesib perucTPAHOHHOTO YI0CTOBEPEHHSI
HlIseiinapus/ Switzerland

Hosaptuc ®apma AI' / Novartis Pharma AG

JIuxTmtpacce 35, 4056 bazens / Lichtstrasse 35, 4056 Basel

IIpousBoaurenn
OOO «HoBaptuc ®apmacbtoTukan MbsHbropekuypunr», Beposmkosa 57, 1000 JlroGnsHa,
Cnosenns / Novartis Pharmaceutical Manufacturing LLC, Verovskova ulica 57, 1000 Ljubljana,

Slovenia

Toprosoe HauMeHOBaHHUE B TocyaapcTBax-uneHax: [uxpsi® (Pecybnuka Kasaxcran, Poccuiickas

Deneparus), [Tukpoii (Pecyonuka benapycs, PecryOiiika ApmeHus).

3a moboi nHpopMarmel o mpenapare, a Takke B CIy4yasX BOZHUKHOBEHHS MPETEH3UN CIIeTyeT
oOpamarbcsi K MECTHOMY MPEACTaBUTENIO IeprKaTelisi peruCTPallMOHHOTO yI0CTOBEPEHUSI:
Poccuiickaa ®@eodepayus

00O «HoBaptuc ®apma»

Anpec: 125315, r. MockBsa, Jlenunrpaackuii npocnekrt, 1. 70

Ten.: +7 495 967 12 70

dakc: +7 495 967 12 68

OnektponHas modra: drug.safety russia@novartis.com

Pecnybnuxa Benapyco
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. . o ECMYBITMKN BENAPYC
[IpencraButensctBO AO «Novartis Pharma Services AG» (LHBeHuapcmdiﬁuémWM ) oBs

MOCNEAOBATENBLHOCTL 0021

Pecniybnuke benapych
Anpec: 220069 r. Munck, nip-t JI3epxxuHckoro, 5, mom. 3, oduc 3-1
Ten.: +375 (17) 360-03-65

DnexTponHas nmoura: drugsafety.cis@novartis.com

Pecnybnuxa Kazaxcman

@unuan Komnanun «HoBaptuc ®apma Cepsucaz AI» B Pecriybnuke Kazaxcran
Anpec: 050022 r. Anmatsl, yia. Kypmanrasel, 95

Ten.: +7 727 258-24-47

DnexTponHas noyra: drugsafety.cis@novartis.com

Pecnybnuxa Apmenus

000 «ACTEPHUAY,

Anpec: 0051, r. EpeBan, yn. Haupu 3apsiu, 72/3
Tem.: +374 115190 70

DnexTponnas noyra: drugsafety.cis@novartis.com

ITpoyune ncrounukn uHGOpMATAN

IToapoGHbIe cBeeHus O mpemnapare coaepkarcs Ha Beo0-caiite Corosa http://eec.eaeunion.org/
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