ot 11.04.2023 Ne 6892

ICTBYET SKCINEPTHOMY QT4

JIHCTOK-BKJIAABIII -

HeabTuta 50 mr
TaGJIeTKH, MOKPbIThIE MJIeHOYHOI 060104 KOii

JEUCTBYIOIIEE BEMICCTRBO: Je/IaMaHU/]

WV JlekapcTBEHHBIH TIpemapaT MOJUICKHT JONOIHHTESIBHOMY MOHHTOPHHIY, KOTOPBIH

CHOCO6CTByeT 6I)ICTp0M'y BBISIBJICHUIO HOBBIX CBEJCHHUH O GezomacHOCTH. BBl MOJKeTe IIOMOYb,

000611[215{ I/[H(i)OpMaIIIr[IO 0 JIIOOBIX HEKETATEIIBHBIX PCAKIHAX, KOTOPBIC BO3HHUKIIH B IICPHOJ

NPUMCHEHHUS JICKAPCTBEHHOTO TIpenapaTa (B TOM YHCIIC H O CIIYYasiX ero Hed(P(PEKTUBHOCTH).

Cmocob COO6]J.[CHI/I$[ 0O HCWKCIIATCIIbHBIX PCAKIUAX OIIMCAH B pa3/ciic 4 JIUCTKa-BKJIaJbIIIIA.

Hepe;[ IpHeMoM IpenapaTta NOJHOCTBIO npo'{nTaﬁTe JUCTOK-BRJIa/bIl, IIOCKOJIBKY B HEM

CoAepKaTCHd BaKHbie AJIA Bac CBECHH .

- CoxpaHHTE JTHCTOK-BKIa b Bo3moskHO, Bam noTpeGyeTes NpounTaTh €T0 CIIe pas.

- Ecmm ¥ Bac ectp JAOIIOJTHUTCIIBHBIC BOIIPOCHI, 06paTme01, K JICHameMy Bpaudy HIH

METHIIMHCKOH cecTpe.

- Ilpemapat HasHaueH umeHHO Bam. He nepenagaiite ero apyrum mosam. OH MOXKET HABPEAHTh

HM, JaKC €CJIH CUMIITOMBI HX 3a60IeBaHHs COBIIAJAIOT C Bammmu.

- Ecuoum I Bac BO3HHKIIH KaKHe-THOO HEKEIATCSIIBHBIC PCaKIuu, 06paTHTCCI) K JICHaIlleMy Bpauy

HiIn MGI[HL[HHCKOfl CeCTpEC. I[aHHaE[ PCKOMCHAAIHA PAaCIIPOCTPAHACTCA Ha MOOBIC BO3MOYKHBIC

HCKCJIATCIIBHBIC PCAKI[HH, B TOM HYHCJIC Ha HC IICPCUHCIICHHBIC B pa3aciic 4 JIMCTKa-BKJIabIIIIa.

Couepmaﬂ He JHCTKa-BRJIa/AbIIIa

1.

2
3
4.
5
6

UYto u3 cebst mpeacTapisieT npenapat JenbTiOa H U1 4ero eT0 IPUMCHSIOT
Yrto Bam Heo0X0HMO 3HATH Iepe]] HaYaIoM IpHeMa npenapaTta JenpTuda
[Ipuem npenapata Jeaptuda

Bo3Mo)XXHbIE HE)KETATCIIPHBIE PEAKIHH

Xpauenue nipenapata Jenpruda

COI[CP)KI/[MOC YIaKOBKH H IIPOYHUC CBCACHUA
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ICTBYET QKCIMNEPTHOMY OTHETY
ot 11.04,.2023 Ne 6892
(MOCNEOOBATENBHOCTE 0008)

1. Uto u3 cebsa npefcrapjsieT npenapat /[ emsTnGa s Tero-ero- mprMeHTToT

JeHCTBYIOIUM BeIlleCTBOM IpenapaTa JembTuOa gapigercd JenaMaHu. JlemaMaHu OTHOCHTCA K
IPYIIE MPenapaToB IOA HAa3BaHHEM «CPEACTBA, AKTHBHBIC B OTHOIUCHHH MHKOOAKTEpHH;
HIPOTHBOTYOCPKYIIE3HBIE CPE/CTBA; APYTHE MIPOTUBOTYOSPKYJICIHBIE CPECTBAY.

IIpenapat JlenpTHOa NMpHMEHSACTCA Y B3POCIBIX H JeTeH ¢ Maccol Tenma oT 30 Kr uid JIeUeHHS
TyOSpKyJie3a JIETKHX, BBI3BAHHOIO OaKTCPHSAMH, KOTOpbIE HE MOTHOAIOT IOA JAeHCTBHEM
GOJBIMHCTBA HAaHOOJICE YacTO HCIIOJIBb3YEMBIX AHTHOHOTHKOB, NPHMEHAEMBIX JUIS JICUCHHS
TyOepkynesa. llpumeHsercs Tompko B cocTaBe KOMOHMHHpOBaHHOH (c  JpYrHMH

IPOTHBOMHKPOOHBIMH IpeTapaTaMu) TepaIiH.

2. Uto Bam HeoOXxoanmo 3HATh Nepe/] HavyaJoM npuemMa npenaparta JeabTuda

IIporuBonokaszanus
He npuaumaiite npemapat lenptuta:
e ccnu y Bac ecrs amieprud Ha JAenmaMaHHJ MM JpYTHE KOMIIOHEHTHI IIpemapata
(mepednciIcHHBIE B pas3jenie 6 THCTKa-BKIABIINA);
e ccid B Barieii KpoBH CYIIIECTBEHHO CHIDKEHA KOHI[CHTPAIM abOyMuHa (MeHee 2,8 1/71);
e cciu Byl npuHMMaeTe JiekapcTBa, KOTOPHIE B 3HAYHTEIBHON CTEIICHH HHAYIHPYIOT (T.€.
aKTHBHPYIOT) (epMeHT neucHH moJ HazpaHueM CYP3A4 (mampumep, pudaMmuuus,

KapOaMa3enuH).

Oco0ble yKa3aHHSI H Mepbl NPeJOCTOPOKHOCTH
Iepen npuemonm npenapata JlenbTH6a NPOKOHCYIbTHPYHTECH C JICHAIIIHM BPadOM.
Bo3mMoskHO, uTo 10 Hayasia pHEMa MpenapaTa HIH Bo BpeMs JieucHHs Bam Bpay GyaeT IpoBepsTh
SJICKTPHYECKYIO aKTHBHOCTh BaIlleT0 cepJlia IIpH IIOMOINM amlmapata /Ui CHATHA
snekTpokapauorpamMmsel (OKI'). Taioke Bamr Bpau MoskeT HasHauaTh Bam aHamu3bl KPOBH JUIL
MPOBEPKH KOHIICHTPAIIHH HEKOTOPBIX MHHEPAJIOB H OSJIKOB, UTO OUSHB BaXKHO JUIS paGOTHI BAIIETO
cepaua.
Coo6muTe Bpauy, eciid y Bac HMeeTes 01HO H3 CIICAYIONIMX COCTOSHHUM:

e vy Bac cHWKCHHAs KOHIICHTpAIHs aTbOYMHHA, KaJIHMsl, MaTHHS HJIH KaJIBIHS B KPOBH;

e vy Bac umerorcs mpoOGiIeMBI O CTOPOHBI CEpALlA, TAKHE, KaK 3aMEUICHHEC CEPACYHOTO

purMa (Opagukapjus) WIH B IpolvioM Bel mepeHecaH cepJAcuHbIH MpHCTYI (HH(DAapPKT

MHOKapaa);
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ICTBYET QKCIMNEPTHOMY OTHETY
ot 11.04,.2023 Ne 6892
(MOCNEOOBATENBHOCTE 0008)

e vy Bac uMeeTcs COCTOSIHHE, Ha3bIBac HTCPBaIa
QT», cepbesHoe 3aboneBaHUe CEp/la WIH HAPYIICHHE CEPICUHOTO PUTMA;
e vy Bac uMerorcs 3a60eBaHHS ICUCHH HWIH TSDKEIIBIC 3a00ICBAHUS ITOYCK;

e vy Bac Bupyc ummyHoeduimra (BHY).

Z[ET“ H NMOAPOCTKH
He L[aBafITC IpemnapaTt ACTIAM H IIOAPOCTKaM C Maccor Teima mcHee 30 KI, BCJICACTBHC PHCKa

Hed(P(PEKTHBHOCTH U BEpOSITHOH HeOS30TaCHOCTH.

Jpyrue npenapatbl u npenapar JleabTutéa
CooOlmuTe jeyaieMy Bpauy eciid Bl IpHHHMAeTe, HETABHO NMPHHHMAITH WIH MOXCTE HAuaTh
MPHHUMATH KaKHE-THOO0 JPYrHE MpenapaTh:

e JICKapCcTBa ISl JICUCHHS] HAPYIICHHH CEpACYHOTO pHUTMa (HALPHMEp, aMHOIApoOH,
quzomupamMuy, godetwinn, UOYTHIHI, TNPOKAHMHAMHJ, XUHHJIWUH, THAPOXHHH]IHH,
COTaNoN);

e JICKapCTBa JUISl JICUCHHS HAPYIICHHH HEPBHOH CHCTEMBI (Hampumep, (PCHOTHAZHHBI,
CEPTHH/ON, CYIbTONPHJ, XJIOPIPOMAZHH, TAJOMEPHAON, ME3OPHJIA3HH, THMO3HI,
THOPHUJA3HH) WIH JCTPECCHH,

e HCKOTOPHIC AHTHMHKPOOHBIC TIPETAPATHI (HATIPHMED, SPUTPOMHUIIMH, KJIaPUTPOMHIIHH ),

e  MOKCH(IOKCAIHH, cCap(IIOKCAIIHH,

¢ OCIaKBHWIHH,

® TNPOTHBOTPHUOKOBBIE JICKAPCTBA, TPOH3BOJAHBIC TpHazoia (Hampumep, (IIYKOHA3OJL,
HTPAKOHA30JI, BOPHKOHA30JI);

e IICHTAMHJIHH,

® CaKBHHABHD;,

e OIpCACIICHHBIC JICKAPCTBA UL JICUCHHUS aJUICPTHUCCKUX peakiuid 0e3 CceJaTHBHOTO
sddexra (Hanpumep, TeppeHaTHH, ACTEMH30JI, MH30JIACTHH),

e OMpe/eiiCHHBIC JICKapCTBa JUIS JICUCHHS MAJIpHH (HampuMmep, rajoaHTpHH, XHHHUH,
XJIOPOKHH, aPTECYHAT/aMOHAXHH, JUTHAPOAP TCMUCHHUH/ TTHIICPAXUH);

e moboe W3 CICAYIONHX JICKapCTB: IH3AMpUA (JUIs JicueHUS 3a00JICBAaHHU JKETyIKa),
JPOTIEPHAOI (TIPHMEHIETCS IPOTHB PBOTHL H MHTPEHH), JOMICPHIOH (IPOTHB TOIIHOTHI H
pBOTHI), nudeMaHHIa METHICYTbpAT (UIS JiedeHHs 3a00JicBaHHN JKEITyJIKa MWIH
Ype3MEPHOHW TMOTIMBOCTH), MPOOGYKONT (CHHKACT YPOBCHb XOJECTCPHHA B KPOBH),

JICBOMCTAaAWI WJIH MCTad0H (,Z[JISI JICUCHHS OMMHaTHOH 3aBHCI/IMOCTH), AJTKAJIOHIBI 6apBPIHKa
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ICTBYET SKCINEPTHOMY QT4

(HpOTHBOpaKOBHﬁ Hper[apaT) WIH [BIOBARA T PHORCHA (u]:ufuvu,n)l\.l\.,n DT TICICHYDT
OTIPE/ICTICHHBIX THIIOB JICHKO30B),
e neckapcTBa npotuB BUY, conepskariye TOTHHABHP/ PUTOHABHD.

B 5THX ciIy4asix pHCK pa3sBHTHS HAPYIICHHH CEPACYHOTO PHTMA MOXKET OBITH ITOBHIIICH.

BepeMeHnHOCTb U rpyiHOe BCKapMJIHBaHHe

Ecnu Bel GepeMCHHBI WIH KOPMHIE TPYIBIO, AyMacTe, YTO 3a0CpPEMCHEH WM IUIaHHPYETE
OGEepEeMEHHOCTD, IIEpel HAa4yaJoM NMPHMECHCHHS TpenapaTa TMPOKOHCYIbTHPYHTECh C JICUAILHM
BpauoM. JenbTuGa MOXKET MOBPEIUTH PA3BUBAIOIIEMYCS B YTpoOe MaTep peGeHKy. OGBIYHO 3TOT
IpenapaT He PEKOMEHIYETCS U NIPHMEHEHHS BO BpeMs OEpeMEHHOCTH. Bpau OLCHHT MOIb3y
JUIS. BAILIETO 3/I0POBBS M PHCK IS peOCHKA, CBA3aHHBIC ¢ mpueMoM JlenmbTHOBI BO BpeMs
OCpEMEHHOCTH.

HeusBecTHO, IPOHHKACT JTH JICIIAMAHH B TPYHOS MOJIOKO Y uenoBeka. KopMieHHe Tpyapio BO

BpCMsI JICUCHHUA IIpCHapaToM I[CJ'II)TI/[63 HC PCKOMCHAYCTCA.

YnpaBJ/ieHHe TPaHCIIOPTHBIMH CpeACTBaMH H pafoTa ¢ MeXaHH3MaMH

IIpeamonaraercsy, uyto mpenapat JempTHOa OKa3pIBaeT YMEPEHHOE BIMSHHEC Ha CIIOCOOHOCTH K
VIPaBJICHHIO TPAHCIIOPTHBIMHU CPEJICTBAMH H paboTy ¢ MexanusMamu. Eciu y Bac passuBarotes
noGoyHble S(PPEKTH, KOTOPHIC MOTYT IMOBJIUATh Ha KOHICHTPAIMIO BHHMAHHUSI H PEaKIHIO, HE

CJICAYCT BOAHUTDH aBTOMOOHIb HWIH pa60TaTI) C MCXaHHU3MaMH.

IIpenapat coaepkHT JaKTO3bl MOHOTHAPAT
Ecnu Bamr Bpau ckasan Bawm, yto v Bac HemepeHOCHMOCTh HECKOTOPBIX CaxapoB, 0OpaTHTECh K

JIeUaIieMy Bpady, IPeK/C YeM IPHHAMATE 3TOT JICKAPCTBEHHBIH IIpenapart.

3. Ilpuem npenapara /lenbTnda

Bcer,ua HpHHHMaﬁTe Impernapat B IOJIHOM COOTBECTCTBHH C PCKOMCHAAUAMH JICHAILCTO Bpaya.

HpH MOSBJICHHH COMHCHHU HOCOBeTyf[Ter C JICHallIuM BpavdoM.

Pexomenayemas qo3a npenapara:

Bspocbie, mogpocTky ¥ JeTH ¢ Maccol Tena ot 50 xr u Gonee: 100 Mr (1Be TabGIeTKH), IBa pasa
B CYTKH (YTIPOM H BEUSPOM) Ha MPOTLKEHUU 24 HE/IETb.

Jetu ¢ maccoii Tena ot 30 kr (BrmounTeabHo) g0 50 kr: 50 mr (ogHa TabneTka) ABa pasa B CYTKH
(YTpoM H BeUepoM) Ha NPOTSHKCHHH 24 HEJEINb.

TaGneTku ceyeT NPUHUMATD BO BPEMS €/IbI HIH CPa3y MOCIIE €bl. 3anuBaiiTe TaGIETKH BOIOMH.
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Ecan Bel npunsau npenapara /leqbTi6a Gomsime; TeM CleUB A0

Ecnu Bel npussuin Gosbinie TabneTok, yeM Bam Obuto HazHaueHo, oOpaTHTECh K CBOEMY Bpauy
HJIH B MECTHYIO MOJTHKIWHHUKY HIH GOJIbHHUILY.

He 3a6yapTe B34Th ¢ cO00H YIaKOBKY JI€KapCTBa, YTOOBI BpauaM OBUTO IIOHATHO, KAKOE JICKAPCTBO

Byl npuHSUTH.

Ecan Bbi 326111 npunaTh npenapat Jleabtuda

Ecnu Bol mponycTiiiu 103y, IPEMHTE IPETapaT cpasy, Kak BenoMHuTe 00 3ToM. OJJHAKO ecitd Bo
BCHOMHIIH O JICKAPCTBE IIOUTH B TO BPEMsSL, KOTJa HYKHO IPHHATH CIECAYIOIIYIO 103y, TO HE
IpUHUMAHTE NMPOIYIICHHYIO A03y. He nmpuHUMaliTe NBOHHYIO 03y C II€TIBIO KOMICHCHPOBAThH

HPOIYIICHHBIH IIPHEM TaOJIETOK.

Ecan Bei npekpatute npuem npenapara Jleabruéa

SAIIPEHIAETCS mpexpamats npueM TabineTok 0Oe3 ykasaHus jedarero Bpava. Ecmu B
3aKOHYHTE JICUCHHE CIHIIKOM paHo, OaKTCPHH BHOBb HAYHYT pPAa3BUBATBCS H CTAHYT
YCTOWUYHBBIMHE K JACTaAMaHHTY.

ITpu HaMUUH BONIPOCOB IO MIPUMCHEHHIO NIpenapaTa oOpaTHTECh K JICHalIeMy Bpavy.

4. Bo3MmosKHbIe HexKeJlaTedbHbIe pPeaknuu

HO,Z[O6HO BCCM JICKAPCTBCHHBIM IIpCIlapaTaM I[GJ'[I)TI/IGa MOJKCT BBI3BIBATH HCHKCIIATCIIbHBIC

PCaKIHH, OJHAKO OHH BO3HHKAIOT HC ¥ BCCX.

IIpu BOSHUKHOBEHHH CIICAYIONIHMX CEPhE3HBIX HEIKEIATEIBHBIX PCAKIHH, BKITIOYAsl H PE3YIbTaThI
HCCIICIOBAHUH, CIIEJyET cpa3y NPEKpaTHTh IPHEM MperapaTa W HEMEUICHHO OoOpaTHUTBCS 3a
MEAUIMHCKOH TTOMOIIIBIO.
Cepbe3Hble He:keqaTe/bHble peaKIHH, KOTOpPble 0YeHb 4acTo HalJIofaJuch NpH NpHeMe
npenaparta JleibTuGa (MOryT Bo3HHKAThL GoJiee yem y 1 yesioBeka u3 10):

e bosb B BepxHEH YacTH JKUBOTA

e VYnuneHue uHTepBasia QT Ha sIeKTpoKapAHOTpaMME

o CHIDKCHHE KOJIHUYECTBA KaJIUS HIYKS HOPMBI B aHAJIM3E KPOBH (THIIOKAIHEMHUS)
Cepbe3Hble Heke/laTellbHble peaKIHH, KOTOpble dYacTo HalJawoJalnchb NpH NpHeMe
npenapara JleibTu6a (MOryT BO3HUKATh He GoJee yeM y 1 uesioBeka u3 10):

e Ilcuxo3 (ICHXOTHUECKOE PACCTPOUCTRO)

e KpoBs B Moue (TeMaTypus)

e bous B rpyau
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e bBoub B kHBOTE

e boJb B HIDKHEH YaCTH JKUBOTA
CepbesHble HexellaTe/IbHbIe peaKIiH, KOTOpble HedacTo HalJ/IoJajuch NpH NpHeMe
npenapara JleibTu6a (MOryT Bo3HUKATh He GoJjee yem y 1 yesioBeka uz 100):

e IlosBneHue CHHAKOB (reMaTOMa)

e DBpenoBoe paccTpoiCTBO ¢ OpEIOM MPECIIeI0BAHHS

e [loBBINICHHE KPOBSIHOTO JABICHHS BHIIIC HOPMBI (THIICP TCH3HS )

e OTCyTCTBHE MOUCHCITYCKAHHS B TEUCHHE JUTHTCIIFHOTO BPEMEHH (3aAepiKKa MOYH)

e Karmens ¢ BBIICTICHUSMH KPACHOTO I[BETA (KPOBOXapKaHbE)

e OIyImICHHE «IUIIHETO Yapa» ceplia, BRIOHBAIOIIETOCS W3 MPUBBIYHOTO PHTMA, TaKXKe

OTIpe/IeTIACTCS Ha HIISKTPOKAPHOTPaMME (SKEITY/TOUKOBas SKCTPACHCTONHS )

e CHIKEHHE KOJIMYECTBA TPOMOOIMTOB B KPOBH HIXKES HOPMBI (TPOMOOIIHTOIICHHS)

Crenyioniue HEKENATEIbHBIC PEAKIHU CUHTAIOTCS HECEPHE3HBIMHU, HO MOTYT IPOSBIITECS T0-
pasHOMY Y Ka’KOT0 KOHKPETHOTO IAIMCHTa H HE HCKIIOYAOT HEOOXOAHMOCTh KOHCY/IBTAIHH C
BPauoM.
K HewxesaTelbHBIM peaKunHsiM, 0YeHb 4YacTo HaOJIOJaBIIHMCSl NpH NpHeMe Npenaparta
JeabTu6a (MoryT Bo3HHKATh GoJee yeM y 1 yesoBeka u3 10), oTHocATes caeqyioliue:

e VBeIWUCHHE KOJNMYCCTBA PCTHUKYJIONMTOB  BBINIE HOPMBI B aHAIH3E KPOBH

(pPETHKYIIOLUTO3)

o CHWKEHHBIH alllIETHT

e CojaepxaHHE MOUEBOH KUCIOTH B KPOBH BBIIIC HOPMBI (THIICPYPHKESMHS)

e becconnura

e T'onoBokpyxeHuE

e T'omopHas Goib

e OnIylncHUE MOKaJIBIBAHHSL, JOKCHHUS, IOMHUITBIBAHUS WIH OHCMECHHUS KOXKH (TIapecTe3HsI)

e HenpousBonbHble, OBICTpHIE, PUTMHYHBIC KoJcOaTe/IbHBIC JBIKCHHS YacTCH Tela HIIH

BCETO Tema (TpeMop)

e Psota

e Ilonoc (nuapes)

e TommHora

e OIyICHHEC HEPBHO-NICHXHYECKOH CIIa00CTH/Y TOMISIEMOCTH (aCTCHHUS)
K Hexke1aTe/IbHbIM peaKIHsiM, 4acTo HaGJI0JaBIIMMCS NPH npueMe npenapara JleabTnta

(MoryT Bo3HHKaTh He 0oJiee ueM y 1 uesioBeka u3 10), oTHOCATCA cieayIoUIHe:
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Y

CHHYKCHHE KOJIHUCCTBA SPHTPOLMTOB

3T
VBeNMHUEHHE KOJIHUSCTBA S03HHO(HIOB B KPOBH BBIIIC HOPMBI (903HHO(DHITHS)
[loBpIimIeHHE YPOBHS TPHIIHIIEPH/OB B KPOBH BHIIIE HOPMBI (THIICP TPHUIITHLCP HIIE MHST)
Bo30yxkneHHOE COCTOSIHHE ICHXHKH (a3KHTATIH)

Tpesora

TpeBoxkHOE paccTpoHCTBO

Henpeccus

CHUKEHHOC HACTPOCHHE

CocTostHue OecIoKOHCTBA

OmymeHue OHCMEHHS, NMOKAJIBIBAHHUSI WIH OOTH B PYKax WIH Horax (mepHdepHuecKas
HeHponaTus)

COHITHBOCTD

CHIDKCHHE YYBCTBUTEIIBHOCTH K Pa3/pasKUTEISIM (THIIECTE3 1S )

Bomsb B yxe

BosnesHeHHas YYBCTBHTEIBHOCTB I71a3a K cBeTY (poTododus)

BocnaneHue xemyaKa, olpeac/BieMoe Ha TaCTPOCKOIIHH (TacTPHT)

3amnop

Omymenuss  JUcKoM(pOpPTa/IICPETIOIHEHHOCTH B BEPXHE-CPEAHEH 0ONacTH JKHBOTA
(mucnencus)

HenpusiTHble OLIYIICHHS B 3KUBOTE

ITosiBieHHEe BBHICHIMAHMS H/HIH MOKPACHCHHUS KOJKH, HHOT/JIA CONPOBOKIAIOIIECCS 3YA0M
(nepmatHr)

BricTpoe mosiBIIcHHE 3YISIIHX BOJIABIPEH OJIETHO-PO30BOT0 IBETa HA KOXKE (KPAITMBHHUIIA)
3ynda1mas ChIIIb Ha KOXKE

3y KOKH

Chlllb HA KOXKE

ITnockue u GYTOpKOBbIEC MOPAKCHUS KOXKH (MaKyJIO-IaIIyJIC3HAasI ChIIIb)

YrpeBasi ChIllb (aKHE)

IToBbITIeHHA S IO TVIMBOCTD (THIIEPTHIPO3)

Opplmka

Kamenp

Bosnp B poTtomioTke

Pasapaxxenue ropia
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e CyxocTb B Iopie
e OOwIbHBIC BBIJICTICHUS U3 HOCA (PHHOPES)
e IloBsimicHUe TeMIEpaTypHl Tesa (MMHPEKCHS)
e OO0mice HEOMOTaHHE
e UYypcTBO AHCKOM(OpPTa B IPyIH
e  Ortek mo6oit BUAUMOU YacTH Tena (Tepudepuieckuil 0TeK)
e IloBbImCHHE YPOBHS KOPTH30J1a BBIIIC HOPMBI B aHAJIU3C KPOBH (IIOBBIIICHHE YPOBHS
KOpPTH30J1a B KPOBH)
e  OcTeoxoHIpo3
e Mpimeunas c1abocTh
e boJib B MBIIIIAX H KOCTSX
e bosb B mosgcHUIE
e bomb B KOHEUHOCTH
K HexxkesaTelbHbIM peakHHsM, HedacTo HalJofaBIIMMCcS NpH INpHeMe Npenapara
HeabTuGa (MoryT Bo3HHKATH He GoJiee ueM y 1 uyesioBeka u3 100), oTHocATCA ciieqyonne:
e  OIHOCTOPOHHHE TEPINCTHYSCKHUE BBHICHITIAHUS HA KOJKE C CHIBHBIM OOJICBBIM CHHIAPOMOM
(OTIOSICHIBAFOTIIHH JTHIIIAH)
e  OmymcHHe CYX0CTH B IIa3y (CyxXoi ma3z)
e IlopbhIICHHE KPOBSHOTO JABJICHHS BBIIIE HOPMBI (THIIEP TSH3H)
e  CHWKCHHE KPOBSHOTO JABJICHHUS HIDKE HOPMBI (THIIOTCH3H)
e BocmamurenbHoe (rpHOKOBOC) IOPaKCHHS POTOBOH TIOJIOCTH H IVIOTKH (KaHIHI03
POTOBOH MOJIOCTH U IJIOTKH)
e (OOpa3oBaHHE I[BCTHBIX IIATCH HAa KOXKE, COIPOBOXKAAIOMIEECS €& IICIIyIICHUEM
(oTpyOCBH/IHBIH JTHITIAH)
e CHWKCHHE KOJIHUECTBA JICHKOLUTOB B KPOBH HIDKES HOPMBI (JICHKOIICHHUS)
e  OO0e3BOKHBAHHE OPTAHH3MA (JCTHAPATAIIHSA)
e CHWKCHHE YPOBHS KaJIbIHMS B KPOBH HIDKE HOPMBI (THIIOKAJIBI[HEMHUSI)
e IloBbIIcHHE YPOBHS XOJICCTEPHHA B KPOBH BBIIIE HOPMBI (THIIEPXOICCTCPUHEMHUST)
e  Arpeccus
e JlpucTynm pe3ko BBIPAKCHHOH TPEBOTH WIH TAHUKH, KOTOpPBIE HE OTPAHHYCHBI
OIPECTICHHON CHTYaI[HEeH HIH 00CTOSATEIbCTBAME (ITAHHUECKOE PACCTPOHCTBO)
e PaccTpoiicTBO TNPHCHIOCOOHTE/IPHBIX pPEAKIHH TCHXHKH (HAPYIICHHC aJalTallid C

o JaBJICHHBIM HaCTpOGHI/IGM)
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ot 11.04.2023 Ne 6892
(NOCNEOOBATENBEHOCTE OC

JTBETCTBYET AKCNEPTHOMY OTHETY

Hespos

CHIDKCHHOE HacTpoeHHE (AuCPOPHs)
Ilcuxuyeckoe HapyIICHUE
IToBepXHOCTHBIH COH, YacToC MPOOYKACHHE (HAPYILICHHE CHA)

[loBpImIeHHOE MOI0BOE BIICUCHUE (JIHOHIO MOBBIIICHHOE)

BonesHeHHOE  COCTOAHHE,  XapaKTCPU3YIOIIEECS  ME/UIUTEIBHOCTBIO,  BSUIOCTBIO,
YCTAJIOCTBIO (AIATHYHOCTH )

Hapymienue noaaeps:kaHus paBHOBECHA

Bomp, BO3HHKAIOMIAS 110 X0Iy KaKOTo-THO0 HepBa (pajHKy/IApHAas GOIIb)

Huzskoe kayecTBO CHa

Bocnanenne B MeMOpaHe, NOKpBIBAIOIICH O€lIyl0 4YacTh IVIa3a, H3-3a aJUICPTHH
(arutepruyecKUi KOHBIOHKTHBHT)

ITocTOSHHBIN IIYM B YX€ IPH OTCYTCTBHH 3BYKOBBIX pas3/IpasKUTENICH (THHHHUTYC)

Bonb B cycTape/cycTaBax (apTpaiirusi)

Bosp B MbIIIIIIE/ MBITIIIAX (MHAJITHS)

HapymieHue mpoBeIcHHS HMITYIbCa OT TNPEACEPIUS K SKEIYI0UYKY cepama (oOBYHO
BBISIBIISICTCS TIO PE3YJIBTATAM HICKTPOKapIUoTrpaduu, HO MOXKET OIIYIIATHCS Kak Iepebon
B paboTe cepana (aTpHOBSHTPUKYIISIpHAd Oimokana 1 creneHu))

HoTomHUTeNbHOE COKpallleHHE CepALa, 0OBYHO BHIHMOE Ha SJIEKTPOKapAHOTPaMMeE, HO
MOKET OINyIaThesi Kak mepeboii B paGore cepAma (CyHmpaBEHTPHKYIISpHAS
SKCTPACUCTOIHUS)

CHU)KEHHE apTepHAIBHOTO JTaBJICHUS KPOBH HUKE HOPMBI (THIIOTCH3HUSL)

OmyeHue BpeMEHHOTO «IIPHIHBA» JKapa K KaKoH-THOO0 YacTH Tera (MPHIHB JKapa)
OmymieHue cepaeOueHus

Hapymienue nporecca rinotanus (aucdarus)

OmnryImeHUe MOKaJIBIBaHUS, JOKCHUS, MONUIBIBAHUS WIH OHCMCHHS B POTOBOH IOJIOCTH
(mapecTe3us pOTOBOH MOIOCTH)

BonesHeHHOCTD 3KUBOTA

Hapymienue ¢pyHKIHH ECUSHH

Brimagenue Bostoc (amomerus)

3y /1 WM TIOKPACHEHHE KOXKH B TOM YHCIIE Y KOPHEH BOJIOC (303HHO(MIIBHBIH ITyCTYIC3HBIH
(orutukyHT)

KoskHBIH 3y 10 BceH MOBEPXHOCTH TETa
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ICTBYET QKCINEPTHOMY QT4
ot 11.04.2023 Ne 6892
(NOCNEOOBATENBEHOCTE OC

o
dlusHany

e  OrpaHHYCHHOE HHTCHCHBHOC ITOKpac

e  bBoJsic3HEHHOC MOYCHCITYCKaHHE (U3 YpHs)

e IlopprmeHHast MOTPCOHOCTH MOUHTHCS II0 HOUAM (HHKTYPHS)

o  OmymeHHue xkapa

e  CumwxeHue cermenTa ST Ha SIIEKTpoKapIHOTpaMME

e IlpcBhimcHHE HOPMBI MOKa3aTeleH KPOBH, CBA3AHHBIX C (YHKIHCH TCUCHH,
JKSITYCBBIBOISIINICH CHCTEMBI WM TIO/DKEITYIOUHOHM JKele3bl  (IOBBIIMICHHES YPOBHS
TpaHCAMHHA3, OBBIIICHHE YPOBHSI TaMMAaTTyTaMIJITpaHC(epasbr)

e  OTKIOHEHHE OT HOPMBI II0OKa3aTelIcH CBEPTHIBAHUE KPOBH (YUIHHCHHE aKTHBHPOBAHHOTO
YaCTHYHOTO TPOMOOIUIACTHHOBOTO BPEMEHH)

e CHWKCHHE YPOBHS KOPTH30JIA HIDKE HOPMBI B aHAJIM3€ KPOBH (IIOHHKECHHE YPOBHA
KOPTH30JIa B KPOBH)

® TloBricHHE KPOBAHOT'O JaBJICHUSA

CooluieHune 0 HexKeJaTeJIbHbIX PeaKIusax

Ecnu y Bac BO3HHKAIOT KaKHe-THOO HEXKEIAaTCIIBHBIC PCaKIHH, IPOKOHCYIbTHPYHTECH C BPauoM
WM MEIHIUHCKOH cectpoit. K HHM Takike oTHOCSTCS TOOBIE HEKEIATCIIbHBIC PEAKIUH, HE
VKa3aHHBIE B JIUCTKE-BKIAABINE. BB TakKe MOKETE COOOIUTh O HEIKENMATSIIBHBIX PEaKIIUSIX
Hanpsamyto (cM. Hipke). CoolIast 0 HeXKeIaTeNbHBIX PeaKIHsIX, B oMoTracTe MOIy4UTh O0JIbIIe

CBEJICHHUH O 6e30IaCHOCTH IIpcnaparta.

Poccutickag Qenepanus

@enepanbHast cimyx0Oa o Haga3opy B cepe 3apaBooxpanenus (Pocsapasaanzop)
109012, r. Mocksa, CriapsgHCKas IIOIIAb, 1. 4, c1p. 1

Tenedon: +7 (499) 578-02-20, +7 (800) 550-99-03

OnexTpoHHasg moyta: pharm@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru

5. Xpanenue npenapata JleibTu6a

XpaHUTE TpenapaT B HEJOCTYITHOM IS IETSH MecTe TaK, YTOOBI peOCHOK HE MOT YBH/CTD €TO.
He npumensiite npenapaT Mocie HCTEUCHHUS CPOKA TOJHOCTH (CPOKa XpaHEHHUS), YKA3aHHOTO Ha
KapTOHHOU ymakoBKe Wik Oiuctepe nocie cinob «l'ogen 10:». HaToil HCTeUeHHS cpoKa TOTHOCTH

SIBIISICTCS TIOCIICAHHN KaJICHIapHbBIH ACHb YKa3aHHOTO MECSIIA.
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TCTBYET QKCNEPTHOMY OTYETY
)23 Ne 689:
(NOCNELOOBATENBHOCTE 0C

XpaHUTD IIpH TeMIlepaType He Bhime 25 °C.

BO3JCHCTBHS BJIATH.
He BeIOpachiBaiiTe Tpenapat B KaHAJH3AIMIO WIH BMECTE ¢ OBITOBBIMH OTXOJAMH. Y TOUHHTE Y
COTPY/IHHKA aTTCKH, KaK CICAYET YTHIH3HPOBATh (VHHUTOMXKATD) TPETapaT, KOTOPBIH GOTIbINe He

noTpebyercs. DTH MEpHI MO3BOJIT 3aIHTHTh OKPYKAIOIIYIO CPEAY.

6. Coptep:xumMoe yNaKOBKH U NIpoYHe cBe/leHus

IIpenapar /leabTu6a TabjeTki, NOKpbIThIe MJIEHOUHOIT 000/104K0ii, 50 MI, coepKUT
JIeHCTBYIOIIHM BEMIECTBOM SBIISICTCS JICITAMAHH]T.

Kaxcnast Tabnetka cofepskuT 50 MHJUTHTPAMMOB JIeTIaMaHHJIA.

[IpounMH HHI'PETHESHTAMH (BCIIOMOTATEIIb HBIMH BEMIECTBAMH) SIBIIIOTCS] THIIPOMEILIO3HI (pTajart,
MMOBHIOH, paleMHyecKast CMECh BCEX H30MEPOB a-Toko(epona, LEIUTION03a
MHUKPOKPHC TAJUTHYCCKAS, HATPHS KPaxXMaJITJIHKOJIAT, KapMEUI03a KaJbIHs, JHOKCHI KPEMHHS
KOJUTOHM/THBIH, MATHHS CTEAPaT, MOHOTHPAT JIAKTO3BI, THIIpoMeIUTo3a, Makporos 8000, qHokcua

THUTaHA, TAJIbK, KPACUTEID Kene3a okeuy xentoid (E172).

Buemnuii Bug npenapara JleqbTu0a n cojiepaknumoe ero ynakoBKH

TaGeTku, MOKPHITHIC TICHOUHOH 060m0UKOH, 50 MT.

Kpyribie ciaerka BRIMYKIBIC TaONSTKH ¢ (packoi, MOKPHITHIE INICHOYHOH 0GOJIOUKOH JKEITOTO
1BeTa, ¢ Haamuceio « DLM» u «50» Ha oiHOH cTOpOHE.

ITo 8 TabreTok B aMIOMUHUH/ aTIOMUHHEBBIH Oructep. 1o 6 GnHcTepoB BMECTE ¢ HHCTPYKIUEH MO

MCAHIIHHCKOMY IIPUMCHCHHIO (J'II/[CTOK'BKJ'I&,Z[BII].[) MMOMCHIAIOT B ITIAYKY KapTOHHYIO.

JepaaTe/ib pericTpaliHOHHOTO Y10CTOBEpeHHUS
AO «P-Qapm», Poccus
Mocksa, yi. bepsapuna, 1. 19, xopmyc 1
Ten.: +7 (495) 956-79-37
+7 (495) 956-79-38

Email: info@rpharm.ru

IIpouzBoauTen
Onyxa @apmacerotukan Ko., Jltn, Anonus

779-0195 Toxycuma, Utano-ryu, Utano-te, Mamyrtanu, Cucutoxu, Munamu, 13
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY
ot 11.04.2023 Ne 6892
(NOCNEOOBATENBEHOCTE 0008)

Jitst mosydenus o600 HHGOPMAIHH 10 JAHHOMY JICKapCTBEHHOMY IpenapaTy oOpamanTech K

ACPKATCITIO PCTHCTPAITHOHHOT'O YJOCTOBCPCHH.

.JII/[CTOK—BK.J'la)Jbl I nepecMoTpeH
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