YTBEPXJIEHA

[Ipukazom Ilpencenarens

PI'Y «Komuretr MeTUIIMHCKOTO U
(dhapMaIeBTUYECKOr0 KOHTPOJIS
MunucTEpCTBA 3PAaBOOXPAHCHUS
Pecnybnmuku Kazaxcran»

ot 10.06.2022 1.

NeN053200

HNHcTpyKIus no MeIMIMHCKOMY NPUMEHEHH IO
JieKapcTBeHHOTro mpenapata (JIncToKk-BKJIAABIIN)

Toprosoe HaumMeHOBaHH e
JleBomuuerun-DF

Me:xnyHapoaHoe HeATEHTOBAHHOE HA3BAHUE
XnopamdpeHUKOI

JlekapcrBeHHas ¢popma, 103MpOBKa
JleBomunietun-DF, 0,25% 5 mu1, 10 mi1, Kaniu ria3Hbeie

dapMmakoTepaneBTHYECKAs rPyImna

Opranbl  yyBcTB. Od@ranbmornornyeckue mnpemnapaTtbl. [IpoTHBOMUKPOOHBIE
npenaparbl. AHTUOMOTUKH. XITOpaM(pPEHUKOM.

kox ATX SO01AA01

IHoka3aHus K NPUMEHECHUIO
KOHBIOHKTUBUTHI, KepaTUThI, OJieapuThl, BHI3BAHHBIC YYBCTBUTEIHHBIMH K
IpernapaTty MUKpOOPraHU3MaMU.

Ilepeyens cBeeHNIi, HEOOXOAMMBbIX 10 HAYAJIA IPUMEHEHUS
Ilpomueonokazanusn

- IIOBBIIIEHHAs! YyBCTBUTEIILHOCTH K KOMIIOHEHTaM Tpernapara

- MHAUBUAYaTbHAsI HETIEPEHOCUMOCTD

- 3a00J1€BaHMsI KOXKH (TICOpHA3, K3eMa, IPUOKOBbIE OPAKEHN)

- OCTpasi MHTEPMUTTHUPYIOIIAas TOPHUPHS

- BUPYCHBIE ¥ TPUOKOBEIC 3a001€BaHMsI T1a3
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- MHEJIOCYTIPECCHUS MOCIE MPEABIIYIIET0 MPUMEHEHHS XJIopaM(peHUKOIa

- npuoOpeTeHHas WM HACJIEJCTBEHHAs JUCKpa3usi KpOBHU, BKIIOYas
arIacCTUYECKYI0 aHEMUIO

- 1eUIUT TITF0K030-6-PpocdaTaeruaporeHaspl

- 0EpEMEHHOCTh U MEePUO/I JTAKTALIUH

- netckuii Bo3pact a0 1 roga (st 0,25%)

- IEYEHOYHAS W/WJIN MTOYE€YHas HeJJOCTATOYHOCTh

Heooxo0umbie mepvl npedocmoporicHocmu npu npUMeHeHuu

Heobxoaumo ciiemuTh 3a TeM, 4TOOBI MpU 3aKamnblBaHUM KOHYHK (IIaKkoHa-
KaIeJbHAIIBI He KOHTAKTHUPOBAJ C IPYTUMU MPEAMETaAMHU WM TTOBEPXHOCTIMHU.
[Tocne 3akanbiBanus (hrrakOH-KaNeIbHAITY TIIOTHO 3aKPBITh KOIIMaYKoM!
B3aumooeiicmeusn ¢ Opyzumu nexkapcmeeHHbIMU RPenapamamu

B cityqae ofHOBpeMEHHOTO MTPUMEHEHUS IPYTUX MECTHBIX 0(TaThbMOJIOTHIECKUX
penaparoB clieqyeT coOJo/laTh MHTEpBaJ HE MEHee 15 MHH MexXay uX
MPUMEHEHUEM.

C  OCTOpOKHOCTBIO: y  TAIMEHTOB, TOJyYaBIIMX paHHEE JICUCHUE
[IUTOCTATUYECKUMHU JICKAPCTBEHHBIMU CPEJICTBAMU WJIH JIYYEBYIO TEPAIHIO.
OnHOBpeMEHHOE HazHaueHue XJjIopaM(EeHUKoJa ¢ penaparaMu, YrHeTalomuMu
KpOBeTBOpeHHE (CyNb(aHmIaMHUIaMU, IIATOCTATUKAMU ), BIUSIONIMMA Ha 0OMEH
BEIIECTB B TICYECHH, C JIy4eBOM Tepamuell - yBEJIMYMUBACT PHUCK Pa3BUTUSA
MOOOYHOTO JICUCTBUSI.

[Ipy omHOBpEMEHHOM TIPHUMEHEHHUU C DPUTPOMHUIIMHOM, KIMHIAMHUIITHOM,
JUHKOMHUIIMHOM OTMEYAETCsl B3aUMHOE OCJTa0JIeHUE JEHCTBUS 3a CUET TOTO, YTO
XJIOpaM(pEHUKOJT MOXKET BBITECHSTH ITH IpenapaThl U3 CBI3AHHOTO COCTOSHHUS
WIM TIPENATCTBOBATh UX CBA3BIBAHUIO C cyObeauHuiel 50S OakTepHalbHbBIX
pubocom. Ilpm Ha3HaYeHHMM C TIEPOPATBHBIMA  THIOTIMKEMUYECKUMH
mpernaparaMu OTMEUAeTCs YCUJIEHWE WX JIeWCTBHUS 3a CYET II0JIaBJICHUS
MeTaboJIM3Ma B TICYCHH U MOBBIIICHHS MX KOHIIEHTPAIUHU B TIIa3Me.
XnopamdeHUKoI MoAaBiIsieT GepMEeHTHYIO cucTemy ruroxpoma P450, moatomy
IPY OJTHOBPEMEHHOM MPUMEHEHUHU ¢ bapOutyparamu, GEHUTOMHOM, HEMPSIMBIMHU
AHTUKOATYJITHTAMU OTMedYaeTcs ocialbieHue meTaboin3Ma ATHX IMpernapaTos,
3aMeIJIeHUE BBIBEJICHUS U TIOBBIIICHUE UX KOHIICHTPAIIUU B IJIa3Me.

CHmxaer aHTUOAKTEpUATBHBIM A(PGEKT aMUHOTIMKO3HIOB, TEHUIMJUTUHOB,
MOJIMMHUKCUHA B, TEeTpanukIMHOB, E(aTOCIIOPUHOB, SPUTPOMHUIIMHA. Takke He
COBMECTHM C aCKOpPOMHOBOM KHCIIOTOH, THIPOKOPTU30HOM, BUTAMHHAMH TPYITITHI
B.

Cneyuanvnsie npedynpescoenus
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Cnenyer coOmoaTh HEKOTOpbIE TMpaBuja MpueMa AaHTUOMOTHKOB B
COOTBETCTBUM C HEKOTOPBIMH KPUTEPHUSIMH.

JleueHne MOXKET 3aHATh 10 2 HEAENb H3-3a PUCKA pa3BUTHs OaKTepUaIbHOMN
PE3UCTEHTHOCTU U PUCKA BOZHUKHOBEHUS IOOOUHBIX peakuid. X1opaMpeHUKOII
COJIEp KAl IpernapaT B TEYEHUE HECKOJBKMX MECSLEB, PE3UCTEHTHBIM K
MECTHOMY JIEYEHHUIO, MOJKET BBI3BAaTh JUCKPA3UI0 KPOBH B HEKOTOPBIX OYCHb
pEeAKUX ciayyasx My MalUueHTOB C AUC(YHKLIMEH KOCTHOrO MO3ra B aHaMHE3eE.
CunTaercs, 4yTo MEpOpaTbHBIN XJIOpaM()PEHUKOI BbI3BIBACT JIBA PA3INYHBIX THIIA
JEMPECCUH KOCTHOIO MO3ra. Bo-BTOpBIX, pedb HAET O J0303aBUCUMON penapanun
KOCTHOT'O MO3Ta, JENpecCHud, KOTopas BO3HUKAET MpH MOP(OIOrHUECKUx
M3MEHEHHSIX KOCTHOIO MO3ra, BOCCTAHOBJIEHUE JKE€JI€3a, CHIYKEHUU LIUTOIICHUH
PETUKYJIIOLUTOB, aHEMUH, JIECMKOIIEHUH U TpOMOOIMTONeHHH. Bropoii cinyyai —
TsKEJIas, TOCTOSIHHAs arjacTuyeckas aHemus. J[aHHBIM ciydail, BCTpedyaercs
PEAKO, U CYUTAETCA, YTO OHO CBSI3aHO C J10301. AMacTHUecKas aHeMUs OOBIYHO
pPa3BUBACTCA OT HECKOJBKUX HEICIb /0 HECKOJBKUX MECSALEB B TEUYCHUE
YCTOWYMBOIO JIATEHTHOTO Imepuona. CUMTaercs, 4YTro 3TO MNPOUCXOIUT Yy
IIALIUEHTOB C TEHETUYECKUM WIM XUMHWYECKUM BO3IEHCTBUEM. BOIBIIMHCTBO
3apEeruCTPUPOBAHHBIX CIIy4aeB UMEJIM MECTO ITPU IPUMEHEHUH XJIopaM(peHUKoIa
II0CJIE IIEPOPAIBHOTO IIPUEMA, HO B HEKOTOPBIX CIIydasX TaKKE B BEHY WM IJ1a3
nocne npuema. OnHako oOIIME JaHHbIE O 3a00JIEBaHUSAX KPOBU M MECTHOM
NPUMEHEHUU XJIOpaM(PEHUKOIa MPOTUBOPEYHUBBI.

Ocobennocmu  6uuAHus ~ npenapama  HA ~ CHOCOOHOCMb  YNPAGIAMb
MPAHCNOPMHBLIM CPEOCMBOM UNU NOMEHYUATLHO ONACHBIMU MEXAHUSMAMU

B teuenue 1 yaca nocie npuema npemnapara (oka 3peHue IPOSICHUTCS) CIEAYET
BO3JIEPKATbCS OT YMPABICHUS ABTOTPAHCIOPTOM WM PpabOThl C APYTUMH
MEXaHU3MaMH.

PexoMeHganum no npuMeHeHuI0

Peostcum 0o3uposanus

Jlemsm om 1 2o0a 0o 8 nem — 0,25% kanau:

— no 1 kanne 8 nopaxcenmwill 2143 Kaxcovle 08a yaca nepevle 2 OHsI.

Ilocne nepsovix 2-x Oueti — no 1 xanie 8 NOpasCeHHbIlL 21A3 KAnCOble Yemblpe
yaca.

Jlemam cmapwe 8 nem u e3pocivim — 0,25%:

- no 1-2 kanne 3-4 pasza 6 denw 6 0ba enasa.

Cnocod npumeHeHust

Ilepen npuMeHEHEM BBIMOWTE PYKHU.
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[Ipenapar 3aKkanbiBaeTCsi B KOHBIOHKTUBAJIbHBIA MEIIOK MUIETKOM.

[Tocne 3akambiBaHUs 3aKpPOWTE a3 U yJaduTe U30BITOK KUIAKOCTH U3 Tja3a
YUCTOU TKaHBIO.

Hcnonb3yiiTe Karim TOJIbKO BO BpeMsi O0pCTBOBAHMUS.

Ecnu cumntomsl 3a0071€BaHUs HE YIAY4YIIAIOTCS B TE€UEHUE 2-X THEH, TO CIETyeT
00paTUTHCS K JieUalieMy Bpauy.

Ecnu BbI mpomycTuiiv Bpemsi 3aKalbIBaHUs, UCIONB3YHTE Kallid, Kak TOJIBKO
BCIIOMHHUTE, HO HE UCIIONB3YHTE IBOWHYIO 103y, YTOOBI BOCIIOJIHUTD 3a0bITYIO.
Bo wu3bexanme Bo3BpaTta WH(DEKIWH, IMTEIBHOCTh Kypca JICUCHHUS
IPOJOJDKAETCA B TEUEHUE S5 JHEH, Jaxe IMOocie YIydllleHHWs CUMITOMOB
3a00J1€BaHUS.

[IpoioKUTENEHOCTD JiedeHusl He Oosee S nHel, o onpeaensercs Jedyalum
BpPAa4OM MHJMBUIYAIBHO JUISI KQXKI0TO MaIUEHTA.

Heobxooumo cneoums 3a mem, umobbl npu 3aKanvl8aHUU KOHYUK (DIAKOHA-
KaneibHuybl He KOHMAKMUPOBal ¢ OpyeUMU npeomMemamu Uiy no8epXHOCMAMU.
Ilocne 3axanviéanus ¢hrakoH-KaneabHUuyy nI0OMHO 3aKpblmb KOINA4Kom!

Memoo u nymo 66edenus

CyOKOHBIOKTHBAJIbHBIHI

Jnumensvnocms neuenusn

JIMUTEeNbHOCTh Kypca JICUCHUs ONpeeNseT Jeyalluii Bpay HHAUBUAYAIbHO IS
KQ)KJIOTO NalMEHTa.

Mepbol, Komopole HeodX00UMO NPUHAMDb 6 Clyuae nepedo3upoeKu

CnydailHOE TMONMAJaHWE Kalelb BHYTPb BpPSJA JIM BBI30BET CHCTEMHYIO
TOKCUYHOCTbh M3-32 HHM3KOTO COJIEp>KaHUsl aHTHOMOTHKA B MpOAYyKTe. B BUIy
OTHOCUTEIBHO HEOOJBIIOrO KOJUYECTBA XJIOPAM(PEHUKOJA B IIA3HBIX Karllsx
xjopaM(EeHUKOJa, TEpPeIo3UpoOBKa C ITUM MPOAYKTOM BpsAA JHu OyAeT
IpeJCTaBIsATh onacHocTh. Hukakoro cnenuansHoro geueHus He tpedyercs. Eciau
1ocjie HeXKENATeNIbHOTO KOHTAaKTa C IJla3aMd BO3HHUKAIOT pasipa)xeHue, 0oJb,
OTEK, CJIE30T€YEHHE WJIM CBETOOOSI3HB, IJ1a3a CJEeNyeT IPOMBITh B TeueHue 15
MUHYT. ECiIM CHMHOTOMBI COXPaHSIOTCA IOCJIE 3TOrO, CIEAYET PaCCMOTPETh
o(rampMoiornyeckoe oocae10BaHue.

Pexomendayuu no oobpawenuro 3a KOHcyabmayueil K MeOUUUHCKOMY
PAOOMHUKY 0714 PAa3bACHEHUA Cnocoda NPUMEHEHUs J1eKApPCHEEeHHO20
npenapama

He pexomenayercs NpuMEHATh JUTMTENbHO NTpenapar 6e3 KOHCYIbTAallMu Bpaya.
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Onucanne HeXeJATeJIbHbIX PeaKluil, KOTOpble NPOSABJISIOTCH IPH
cranaapTHoM npuMmeHennu JIII u mepebl, KOTOpBIE CIeayeT NIPUHATH B 3TOM
ciy4ae
B mepBble CcekyHABI TOCIE 3aKalbIBaHUS BO3MOXHO OBICTPO MPOXOsIIee
AOKEHUE.
Co cmopoHbl UMMYHHOU CUCMEMbl, KOHCU U NOOKOICHOU K1em4amKu
— QUIEPIrUYEeCKUE PEAKLUHH, BKIIOYAs ChbIllb, AHTMOHEBPOTHYECKHM OTEK,
KpalnuBHUILY, 3YyJ, TUIEPEMHUIO KOXKHU, JIMXOpaJKa, BE3UKYISPHBIA U
MaIyJIC3HBIA IEPMATUT, aHAPITAKTHIECKUH TIIOK
Co cmoponbl HepeHOU cucmembl
— HEBPUT 3pUTEIBHOTO U NEPUPEPUUYECKUX HEPBOB, BO3MOKHA T'OJIOBHAs
00JIb, FOJIOBOKPY>KEHHE
Hapywenus 6 mecme 8gedenus
— BO3MOXHBI MECTHBIE PEaKIMU, BKIIOYasl OTEK BEK, 3yJ, JIEpPMATHUT,
pa3apaKeHue IJ1a3 U CIE30TCYCHUE.
Peoxo
— amjacTU4ecKas aHeMHUsI

Ilpy  BOZHMKHOBEHMHM  HEXKeJATeJIbHbIX JIEKAPCTBEHHBIX  peaKkuui
o0pamiarbcs K  MEIULUHCKOMY Ppa0OTHHUKY, (apManeBTHYECKOMY
Pa0OTHUKY WJIHM HANpAMYH B HHPOPMAaMOHHYI0 0a3y [JaHHBIX M0
HEXKeJIATeJIbHbIM peakuusaM (IeiicTBUSAM) HA JIEKAPCTBEHHbIE Npenaparsl,
BKJII0YAs COO01ICHUS 0 HEI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NPENapaToB
PT'II na [IXB «HanmoHanpHBINA LHEHTP DKCIEPTU3BI JEKAPCTBEHHBIX CPEACTB U
MEIUUMHCKNX wu3genuin» Komurera meaunuHCKoro u (apManeBTUYECKOIro
KOHTpoJisi MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran
http://www.ndda.kz

JlonoJIHUTEIbHbIE CBEeHMS

Cocmag nexapcmeennozo npenapama

1 M1 mpenapara coaepkKur:

akxmueHoe eewecmeo - XJaopaMmQpeHuKos1 — 2,5 Mr

8CcnoMoz2amenvHble geujecmaea — KUcnoTa OOpHasi, BOJA JJI1 UHBEKIIUM.
Onucanue gneuwinezo uoa, 3anaxa, 6Kyca

[Ipo3paunas OecuBeTHAs KUIKOCTb

Pemenne: N053200

Hata pemennst: 10.06.2022

damuus, UMsi, 0TYECTBO (TIPH €0 HATWMYNH) PYKOBOIUTEIS TOCYJaPCTBEHHOTO OpraHa (Min
ymoJiHoMOuYeHHOe Jn1io): baticepkun b. C.

(Komuter MeIUIIMHCKOTO U (hapManeBTUIECKOr0 KOHTPOIS MHUHUCTEPCTBA 3APaBOOXPaHEHUS
Pecniy6mmku Kazaxcram)

Janusrii mokymeHT cornmacHo MyHKTY 1 cratem 7 3PK ot 7 ssaBaps 2003 roga «O06 2JIeKTpOHHOM
JIOKYMEHTE H DJIEKTPOHHOU II(POBOI MOIHMCHY paBHO3HAYCH JOKYMEHTY Ha OYMa)KHOM HOCHTEIIE


http://www.ndda.kz/

dopma BhINYyCKA U YIAKOBKA

[To 5 ma unu 10 Ma npenapara pa3JiMBalT B MIACTUKOBBIE (JIaKOHBI
KareJabHUIBI, YKYIIOPEHHbIE KOJIMAaYKaMH C KOHTPOJIEM NIEPBOT0 BCKPBITUS UITU
B IJIACTUKOBBIE (hJIaKOHBI-KaNEIbHUIIBI, YKYTOPEHHBIE KOJIMauYKaMH.

Ha kaxaplif p1akoH HaKJIEUBAIOT STUKETKU U3 OyMaru dTUKETOYHOM.

[To onHOMY (ps1aKOHY BMECTE C UHCTPYKIIMEH 110 MEIUIIMHCKOMY IPUMEHEHHIO Ha
Ka3aXCKOM M PYCCKOM $I3bIKaX MOMEMIAIOT B TAYKy KapTOHHYIO.

Cpok xpaHeHus1

2 roga

[Tocne BckpoITUs (hiIaKoHA MEPHOJ MPUMEHEHUs — 15 cyTok.

He npumeHsATh 0 HCTEUEHUH CPOKA TOAHOCTH.

Ycnoeua xpanenus

XpaHUTh B 3aLIMIIEHHOM OT CBETA MECTE, IIPU Temmeparype He Bbinre 25 °C.
XpaHUTh B HEJOCTYITHOM I JeTel mecTe!

Yci0oBus 0TIyCKa M3 alITEK
ITo peuenty

CBeeHus 0 Mpou3BOAUTEIE

TOO «DOSFARM», Pecnybnuka Kazaxcran, 050034, r. Anmartsl, JXKeTbICycKkuii
p., yi1. Yareiruna, 1. 3

ten./dakc: + 7 (727) 253 03 88

e-mail. dosfarm@dosfarm.kz

Jlep:kaTesib perucTPaliMOHHOT0 YA0CTOBEPEHMsI

TOO «DOSFARM», Pecnybnuka Kazaxcran, 050034, r. Anmartsl, XKeTbicycKuii
p., ya1. Hamneirusa, a. 3

ten./dakc: + 7 (727) 253 03 88

e-mail: dosfarm@dosfarm.kz

Haumenosanue, aopec u KOHmaxmmwle OAHHbIE OPZAHUZAUUN HA MEPPUMOPUL
Pecnyonuxu Kazaxcman, npunumaruieii npemenzuu (npeonoxcenus) no
Kauecmey 1eKapcmeeHHblX cpeocme om nompeoumesnei

TOO «DOSFARM», Pecnybnuka Kazaxcran, 050034, r. Anmartsl, XKeTbicyckuii
p., yii. Hamieiruaa, 1. 3

ten.: + 7 (727) 364 84 31
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e-mail: kachestvo@dosfarm.kz

Haumenosanue, aopec u KOHmaxkmmule OAHHbLE OPZAHUZAUUU HA MEPPUmMOPUU
Pecnyonuku Kazaxcman, omeemcmeeHHoOll 3a NOCMPECUCMPAUUOHHOE
Hab00eHue 3a 6€30naACHOCMbIO 1eKAPCMEEHHO20 CPeOCcmed

TOO «DOSFARM», Pecnybnuka Kazaxcran, 050034, r. Anmartsl, JXKeTbicyckuii
p., yii. Yarmeiruna, 1. 3

ten.: + 7 (727) 364 84 27

e-mail: pharmacovigilance@dosfarm.kz

Pemenne: N053200

Hata pemenus: 10.06.2022

Damunns, IMs, OTYECTBO (TIPH €T0 HATWYNH) PYKOBOIUTEIS TOCYJapCTBEHHOTO opraHa (Wi

ynoixHoMoueHHoe Jntio): baticepkun b. C.

(KoMuTeT MeTUIIMHCKOTO U (hapMalieBTHYECKOTO KOHTPOJIsi MUHHUCTEPCTBA 37JpaBOOXPAHEHHUS
Pecrry6mku Kazaxcran)
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