OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITAPATA
Pemud Ynerpa, 10 Mr + 11 Mr, cynmo3uTopuu peKraibHbIe
2.  KAYECTBEHHBIN M KOJIUYECTBEHHbII COCTAB
JeiicTByromue BemecTBa: rTiAPOKOPTU30HA alleTaT, [IMHKA CylIb(paTa MOHOTHAPAT.
Kaxnprii  cynmo3uTopuid COJAEPKHUT: THAPOKOpTH30HA arerar 10 wmr, nmHKa CcyiabdaTa
MoHoruapat 11 mr.
BcnoMorarenbHble BEIIECTBA, HAINYUE KOTOPBIX HAJI0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: MeTHINaparuIpoKCuOeH30aT, MponmInaparuapokcudensoar (cM. pasnen 4.4.).
[TonHbIi IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.
3. JJEKAPCTBEHHASA ®OPMA
Cynnos3suTtopuu peKkraibHble
Hemnpo3paunsie Cynmo3uTopuu oT OJITHO-0EIIOTO 10 CBETIIO-XKENITOTO I[BETA B JOPME TOPIICIBI.
4. KIMHNYECKHUE JAHHBIE
4.1. Iloka3aHusi K IPUMEHEHUIO
[penapar Penud® YnsTpa npuMensieTcs y B3pOC/IbIX HPU HAPYKHOM M BHYTPEHHEM I'eMOPPOE;
TPELIMHAX, SPO3MUSAX 3aJHEro IpPOX0Ja; IPOKTUTE; aHAJIbHOM 3YyJE, 3K3eMeE, JAepMaTHUTe

nepuaHaIbHOM 00JIaCTH.

4.2. PexuM 103UPOBAHUSA M CIIOCO0 NPUMEHEHHUS

PexxuM 103upoBaHus

BBomuTh B mpAMyI0 KHIIKY 1O | CYNHO3UTOPHIO YTPOM, Ha HOYb M IOCIE KaXJIOTO
ONOPOKHEHUS KUIIIEYHUKA 10 4 pa3 B CYTKU B T€UCHUE 7 THEH.

eTH
BezonacHocts u 3 dexTuBHOCTS Npenapara Penud Yierpa y aereit B Bospacte 10 18 et He
YCTaHOBJICHBI.

Croco0 IIpuMeHeHus

Pexransno. [Ipenapat ciieyer NpUMEHSTh MOCIe MPOBEACHHSI THTHEHUYECKUX MPOLICTYP.

4.3. TIlporuBomoxkazaHus

® THIEPYYBCTBUTEIBHOCTh K THIPOKOPTH30HY W/WIIM IIMHKA CyJdb(paTy WIH K JF0O0OMYy U3
BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pasaene 6.1.;

e Hanmnuue OaKTepuaIbHOM, IPUOKOBOM, BUPYCHON MH(EKITUU B aHOPEKTAITHHOM 00J1acTH;

e HOBOOOpPa30BaHUS AaHOPEKTAIBHON 001aCTH;

e TyOepkyies;



e cunapoM Unenko-Kymmunra;

e TsKenbie (OPMBI cCaxapHOTO TuadeTa;

® TUINEPHATPUEMMUS;

e a0criecc;

® KHUIIEYHAas HEMPOXOAMMOCTh, CHUMIITOMBI TepQopanuu KUIICYHUKA, TEPUTOHUT, CBUIIU
KHIIIEYHHUKA (B TOM YUCJIE MHOKECTBEHHBIC), KUIIICUHBIC aHACTOMO3HI.

4.4. OcoOble yka3aHusi 1 MepbI IPEI0CTOPOKHOCTH NPHU NPHUMEHEeHUH

PekranpHyio Teparnnio KOPTUKOCTEPOUAAMHU CIEAyeT UCIOIB30BaTh C OCTOPOKHOCTHIO U TOJIBKO

nocyie aJIeKBaTHOT'O MTPOKTOJIOIMYECKOTr0 00CIeI0OBaHUS H3-3a pUCKa KUIIEYHON nepdoparyi.

[Ipn TsxenbIx QopmMax THUIEPTOHUYECKOW OOJIE3HH, HAPYIIEHUSX CEPJACYHOTO PUTMA,

UMMYHOJC(PUIIUTHBIX COCTOSHHUSX, OCTEOINOpO3e, CaxapHOM AnabeTe W NPYrol IHIOKPUHHON

NaTOJIOTUH, IPUMEHEHHE MTpernapaTa JOIMyCTUMO TOJIBKO MO CTPOTUM MEAMIIMHCKUM MTOKa3aHUSIM,

€CJIM OXXUAAEeMbIl TepaneBTHYecKUi 3(PQeKT MpeBbIIIaeT MOTEHUUATbHBIA PUCK MOOOYHOTO

JIIEHACTBUSA WU OCJIOKHEHUI OCHOBHOTO 3a00JIEBAHU.

BcmoMoratenbHble  BElIECTBA METHUJINAPArHAPOKCUOCH30aT M MPONWINAparuapoKcuOeH30ar

MOTYT BBI3bIBATh AJlJIEPrUUECKHE peakuu (B TOM YHCIIe, PEaKI[MU 3aMeJIEHHOTO THIIA).

Ecnu mocne 7 nHelt Tepamuu ynydlleHHs HE HACTyMaeT WM CUMIITOMBI YCYTYOJSIFOTCS, WU

TIOSIBJISIFOTCS] HOBBIE CUMITTOMBI, HEOOXOAMMO TPOKOHCYIBTUPOBATECS C BPAYOM.

He cnenyer npeBbImaTh peKOMEHIyeMYI0 CYTOUHYIO J03Y, 32 UCKIIOYEHUEM CITy4aeB, KOraa 3To

MPEIMCaHO BPAuOM.

[Ipu pa3Butun MHPEKIUU B 00JIACTU NMPUMEHEHHS Ipenapara HEOOXOAMMO MNPEKpPaTHUTh €ro

UCIIOJIb30BaHUE M OOPATUTHCS 32 KOHCYJIbTAIMEH K Bpady.

BcroMorarenbHBIE BEIIECTBA

npenapat Penud YieTpa comepuT METHIIaparuapoKCcu0eH30at, MponmiInaparupoKkCcuOeH30ar,
KOTOPBIE MOTYT BbI3bIBAaTh AJUIEPTUYECKUE PEAKLIUU (B TOM YHUCIIE, OTCPOUYEHHBIE).

4.5. B3aumopeiicTBHe ¢ JPYIrMMM JIEKAPCTBEHHBIMH IpenapaTaMM W Jpyrue BHABI
B3aMMO/eHCTBUA

[Ipu ucmonb30BaHUM B COYETAHMU C JPYTUMH JIEKAPCTBEHHBIMU CPEICTBAMH, COJACPKAIIUMHU
cTepoupl (Kak MECTHO, TaK U IEpOpalibHO), MOYKET BO3pacTaThb BEPOATHOCTb CHCTEMHBIX
3¢ dexTos.

CoBmecTHOE MpuMeHeHue npenapara 1 THruouTopoB CYP3A MoXeT MOBBICUTh PUCK Pa3BUTHS
CHUCTeMHBIX MMO00UYHBIX 3¢ ¢ekroB. Cremyer u3derarb KOMOWHAIMM JTHUX IIPENaparoB, 3a
UCKJIFOUEHHEM CIIy4aeB, KOI/la OKHAaeMasl 110J1b3a OT TepalHM MPEBIIACT MOBBIICHHBIH PUCK
pa3BUTHSL CHUCTEMHBIX NOOOYHBIX 3((eKkToB KopTUKOCTepouaoB. Crenyer OCyLIeCTBIATh

COOTBGTCTBYIOH_II/II\/'I MOHHUTOPHHTI IMAIITUCHTOB.



Cnenyer cobmogaTh OCTOPOXKHOCTh MPHU OJHOBPEMEHHOM NPUMEHEHHWU AaHTHUKOAryJISHTOB,
NEPOPANBHBIX THIOTIMKEMUYECKHX MpernaparoB, O0apOUTypaToB, IUYPETUKOB, CEpACYHBIX
TJINKO3U10B. Ecimu BH MPUMCHACTC BBIICICPCUUCIICHHBIC WA AOPYTHUC JICKAPCTBCHHELIC
npenaparsl (B TOM 4Hcie Oe3pelenTypHbIe), mepes npuMeHeHneM mnpenaparta Pemud YabTpa
IPOKOHCYJBTUPYHTECH C BPAUOM.

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTH U JAKTAIUSA

[Ipumenenne mnpemapara mpu OEPEeMEHHOCTH W B TMEPHOA TPYIAHOTO BCKapMIIMBAHHS
MPOTUBOMNOKA3aHO.

4.7. BiausiHHe HA CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMHU CPeACTBAMHU M padoTaTth C
MeXaHU3MaMu

[IpumeHneHue npenapara He OKa3bIBaeT BIMSHUS Ha CIIOCOOHOCTD K BBIITOJIHEHUIO TOTEHIIUATBHO
OIMIaCHBIX BHIAOB JOCATCIbHOCTH, Tpe6y101u1/1x MHOBBIIIICHHOU KOHICHTpAallUKM BHUMAHHUA U
OBICTPOTHI NICUXOMOTOPHBIX peakuuil (ympaBieHHE TPaHCIOPTHBIMU CpeACTBaMH, paboTa C
JBIDKYIIIUMUCS MEXaHU3MaMH, paboTa IucreTyepa, orneparopa).

4.8. HexenareabHble peakuuu

PesroMe HexxenaTeabHbIX peaKInui

HexxenarenbHble pCaKkuu nNepeUYrCICHbI IO CUCTCMHO-OpPraHHbIM KJIaCCaM C YKa3aHUCM YaCTOThL
COTJIaCHO cieayromen kimaccudukanuu: odeHb yacto (>1/10), gacro (>1/100, <1/10), Hewacto
(>1/1000, <1/100), peaxo (>1/10000, <1/1000), ouens peako (<1/10000), yactora Hen3BecTHA (Ha
OCHOBAHUHU UMCHOIIINUXCA JaHHBIX OLICHUTH HCBO3MO)KHO).

Hapywenus co cmoponvl uMMyHHOU cucmembl

Yactora HEW3BECTHA: QJUIEPTUUECKHE pEaKIuu (aJUICPrUYeCKUii KOHTAKTHBIA JEpPMAaTHT,
TUTIEPEMUS, 3Y1).

Obwue napywenus u peakyuu 6 mecme 68e0eHuUs.

UactoTa HewW3BeCTHA: pa3ApaxxeHHe, OOJIIE3HCHHOCTh, H3MEHEHHE I[BETa KOXH B MECTE
MPUMEHEHHUS, CYyXOCTh U OTEK CIU3UCTON 000JI0UYKH, pEKTaTbHOE KPOBOTEUCHHE.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01maTh 0 Mo103peBaeMbIX HeXeIaTeIbHBIX PEAKLUAX MOCTe PErUCTPAllU Mpernapara ¢
[EeNbl0  O0ECreYeHUsT HENPEephIBHOIO MOHUTOPHHIA COOTHOIICHHS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Mpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIIOOBIX
HOZI03PEBAEMBIX HEXKETATEIBHBIX PEaKIHIX JICKApCTBEHHOTO Ipernapara uepe3 HalMOHAIbHBIC
CHCTEMbI COOOIIEHUSI O HEXKEeNaTeNbHBIX PpEeaKkIHUiX TOCyAapcTB — wWieHoB EBpasmiickoro

9KOHOMHUYCCKOIo COro3a.

Poccuiickas Denepanus




109012, r. Mocksa, CnaBsiHCKas iomans, 1. 4, ctp. 1
DenepanbHas ciry:k0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Tenedon ropsueii muauu: 8 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

Pecny6auka Kazaxcran

010000, r. Acrana, paiion baiikonslp, ya. A. UmanoBa, 13 (BL] «Hypcayner 2»)
«HauuvoHanbHBI 1EHTP S3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB U MEIUIMHCKUX H3AETHI»
Komutera MeaunuHckoro u ¢apManeBTUYECKOT0 KOHTPOJsi MuHHCTepcTBa 3ApaBOOXpaHEHUs
Pecniyonuku Kazaxcran

Tenedon: +7 7172 235 135

OnekTponHas noyta: farm@dari.kz

http://www.ndda.kz

Pecny6auka Benapycs

220037, r. Munck, ToBapuiueckuii nep., 2a
PVII «lleHTp sKCHIEpTU3 U UCHIBITAHUN B 3[PAaBOOXPAHEHUI

Tenedon: +375 17 242 00 29

OnexTpoHHas noyra: repl@rceth.by
https://www.rceth.by

Keipreisckas PecriyOnnka

720044, r. bumkek, yiu. 3-g Jluaus, 25

JlenmapraMeHT JI€KApCTBEHHBIX CPEACTB M MEIULMHCKUX U3Aenud Inpu MuHHCTEpCTBE
3npaBooxpanenust Keipreizckoit Pecryomiku
Tenedon: +996 312 21 92 78

OnektponHas novra: dlsmi@pharm.kg

http://pharm.kg

4.9. Ilepeno3upoBka

Cumnmomul

Crnyyau nepe103upOBKH Ipernapara ¢ pacCTpoiCTBaMu JKU3HEHHO BaXKHBIX (DYHKIMI OopraHu3Ma
B MEAMILIMHCKOM NMpakTUKe He omnucaHbl. IIpeanonaraercs, 4To JIMTENbHOE MCIOJIB30BAaHUE B
OONBIINX J03aX MOXKET MPUBECTH K TAKUM K€ IMOCIEICTBUSAM, KaK CHCTEMHOE NPUMEHEHUE
U30BITOYHBIX 103 KOPTUKOCTEPOUOB: THIEPIIMKEMHUs, THIIEpHATpUeMus, cunapoMm HWieHko-
Kymmnra, yruereHne MMMYHUTETA, 9PO3UHU U A3BBI XKEIyI0YHO-KUIIEUHOT0 TPaKTa, OCTEOIIOPO3

AT 1.
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Jleuenue

B sTux ciayyasx pekoMeHIyeTcs OTMEHa Npenapara, OOIIepUHATas 1e3UHTOKCUKAIIMOHHAS 1
CUMIITOMAaTHUYECKasl TepaIus.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA
®apMakoTEpaneBTUUECKAsT TPYIIIA: AHTHONPOTEKTOPBI; CPEACTBA ISl JIEUEHUS TeMOPposl U
AQHAJIBHBIX TPEIIMH JIJI1 MECTHOTO IPUMEHEHUST; KOPTUKOCTEPOUIBI.

Kox ATX: CO5AAO01
5.1. ®apmakoamHaMu4YecKHe CBOICTBA

Mexanusm neiicteus, dapMakoarnHaMuueckue 3 dheKThl

['unpokopTH3oHa amerar — CTEePOUAHBIH TOPMOH KOpPBI HAAMOYEUHUKOB; MPU MECTHOM
MPUMEHEHUN oOrnanaer MIPOTUBOBOCTIATIUTENbHBIM, JI€CEHCUOMITU3UPYIOLTIM,
IIPOTUBOAIJIEPTUYECKUM, COCYNOCYKMBAIOIUM U IPOTUBO3YAHBIM JCHCTBUEM. YTHETACT
BBIACIICHUC MCIUATOPOB BOCTIAJICHUA.
[{uHKa cynmbdar — cmocoOCTBYET 3a)KUBIICHUIO PaH U SPO3HH.
6. ®APMAIEBTUUYECKHUE CBOWCTBA
6.1. IlepedeHb BcoMOraTeJbHbBIX BelllECTB
Kaxao HacTosi1ee ceMsIH Macio KUPHOE
MeTunnaparuapokcuoeH3oaT
[TponmmmmaparuapokcudeHs3oar
Kanbius runpodocdar
Marnus creapat
6.2 HecoBmecTumocTs
He npumenumo
6.3  Cpok ronHocTH (CpoK XpaHeHHs)
2 roxa.
6.4 Oco0ble Mepbl NPETOCTOPOKHOCTH MPU XPAHEHUH
IIpu Temnepatype He Bbimie 25 °C.
6.5 Xapakrep u cogep;kaHHe EPBUYHON YIIAKOBKH
ITo 5 unm 6 cynno3uTopreB NOMEIIAIOT B OJIUCTEp U3 JBYXCIOMHON HENPO3payHOM TJICHKH U3
MOJIMBUHUJIXJIOpUIA U TTONMATIWIeHa HU3Kou 1motHocty ([IBX/TIOHIT). 2 Gnuctepa BmMecTe ¢
JMCTKOM-BKJIAJIBIIIIEM TIOMEIIAIOT B KAPTOHHYIO MaYKy.
6.6 OcoOble Mepbl TNPEIOCTOPOKHOCTH NPH YHUYTOKEHUHM WCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0 mMpenapara WJH OTXO0JA0B, TMOJYYEeHHBIX TOCJI€e NPUMEHEHUs!

JIEKAPCTBEHHOI'0 MpenaparTa u Apyrue MaHUIyJISIUM C PenapaToM



Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.
7. JEPKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSA
[IIBelinapus
baitep Koncbstomep Kop AT, Iletep Mepuan IlTpacce 84, 4052 bazenb
Tenedon: +41 58 272 7272
®axkc: +41 58 272 7273
DnexTpoHHas moyra: reception.basel@bayer.com
7.1 IIpencraBuTenb Aep:KaTessi perucTPAIMOHHOI0 YA0CTOBEPEHUs

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Ha meppumopuu Poccuiickou @edepayuu:

AO «BAMEP»

107113, r. MockBa, yiu. 3-s1 PeiOunckas, a. 18, ctp. 2, Poccust
Tenedon: +7 495 231 12 00

DJeKTpOHHAs MOYTa: ru.communications@bayer.com

Ha meppumopuu Pecnyonuxu Kazaxcman u Kvipewvizckou Pecnyonuxu:

TOO «baiiep KA3»

050057, r. Anmartsl, yi. Tumupsizesa, 42, naBuiboH 15, oduc 301, Kazaxcran
Tenedon: +7 727 258 80 40

DJeKTpOHHas OYTa: ru.communications@bayer.com

Ha meppumopuu Pecnyonauku Benapycsy:
220089, r. Munck, nip. JI3epxunckoro 57, nomemenue 54, benapych
Tenedon: +375 17 239 54 20
OnexTpoHHas noyra: pte.belarus@bayer.com
8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHUS
JITT-Ne(000327)-(PT-RU)
9. JATA IEPBUYHOM PETUCTPAIIVMM (ITOATBEPXKJEHUS PETUCTPALIUM,
HNEPEPETUCTPAIINN)

Hara nepoii peructpanuu: 29.07.2021
10. JATA IEPECMOTPA TEKCTA
21.02.2025
OO0mass xapakTepucTHKa JIEKapCTBEHHOTro mpemnapara Pemud VYnprpa mocrymHa Ha
uH(pOpMallMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO cOl03a B HH(DOpPMAIMOHHO-

KOMMYHUKaIMoHHOU cetn «HTepHEeT» https://eec.eaeunion.org
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