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Jlopopena, 100 Mr, Ta0dJ1IeTKH, MOKPBHITHIE MJIEHOYHOH 000/104YKOMH
JleiicTBy101IIeE BEIIECTBO: JOPIATHHUO

VJlekapcTBEeHHBI  TIpenapaT MNOMJIECKUT  JOTOJHUTEIBHOMY  MOHHUTOPHHTY,  KOTOPBIU
CHOCOOCTBYET OBICTPOMY BBISBICHUIO HOBBIX CBEACHUN O 0€30MacHOCTH. DTO TO3BOJIUT B
KOPOTKUH CPOK BBISIBUTH HOBYIO HMH(popMaiuio o 6ezomacHocTu. OOparaemMcsi K paOOTHHKaM
CUCTEMBI 3/IpaBOOXPaHEHUs ¢ MPOChOOIl COOOMIATh O MIOOBIX MOJ03PEBAEMBIX HEKETATEIbHBIX
peakiusix Croco0 coOOLIEHHST O HEXeNaTeNbHBIX pPEaKLUsAX ONucaH B pasziene 4 nucTKa-
BKJIAJIbIIIA.

Ilepen npuemom mpenapata moJJHOCTHI0 MPOYUTANTE JIMCTOK-BKJIAAbINI, OCKOJIbKY B HEM
coJep:karcs BaxHble 151 Bac cBenenus.

CoxpaHuTe TUCTOK-BKIaAbII. Bo3MoxxHo, Bam moTpedyercs mpounTarh €ro eie pas.

Ecnu y Bac BO3HUKIIH TOTIOJIHUTEIBHBIE BOITPOCH], OOPATUTECH K JICHAIleMy Bpady.

IIpenapar Haznauen umeHHo Bam. He nepenaBaiite ero apyrum oM. OH MOXKET HaBPEIUTh
UM, Aaxxe €CJIu CUMIITOMbBI UX 3a6OJIeBaHI/I}I COBIIaAAKOT C Bamumu.

Ecnu y Bac Bo3HHMKIM Kakue-mHMOO HEXenaTelbHble peaklMH, 0OpaTUTeCh K JiedalieMy Bpady.
JlanHast peKoMeHAaNus pacpoCTPaHIETCs Ha JTIO0bIe BO3MOXKHBIE HEXKeNaTelbHbIC PEaKluu, B
TOM YHCJIE HA HE MepeuncIeHHbIE B pa3jiene 4 IMCTKa-BKIa bIIIA.

Conep:xxanue JMCTKA-BKJIAAbINIA

1. Yto u3 cebs npeacraniseT npemnapat JIopOpeHa, u y1sl 4ero ero MpUMEHSIOT.
2. O yeMm crnenyer 3HaTh nepes npueMoM npenapata JlopOpeHa.

3. [Ipumenenue npenapara JlopOpena.

4. Bo3MOHBIE HEXKENATENIbHbBIE PEAKLIUU.

5. Xpanenue npenapara JlopOpena.

6. ConepK1MOe YyIIaKOBKH U POYUE CBEICHUS.

1.  Yro u3 ceds mpeacrasaser npenapat JlopOpena, u 11 4ero ero NPpUMeHsIIOT

[Ipenmapat JlopOpeHa cOACPXKUT ICHCTBYIONIEE BEIIECTBO JIOPJIATHHUO, HUCTIOIB3YETCS IS
JICYCHHS B3POCIBIX C PACIIPOCTPAHCHHOM 3JI0KAY€CTBEHHOM (POPMOI paka JIETKHX, Ha3bIBACMOM
HeMmenKokineTouyHbiM pakoMm Jierkux (HMPJI). Ilpenapar JlopOpeHa mnpuHAIEKUT K TpyIIe
JIEKapCTBEHHBIX CPEJCTB, MHMHOUPYIOMHKX (EPMEHT MOJ Ha3BaHUEM KHHA3a aHAIUIACTUYECKOM
mumdomsl (mHaue: anaplastic lymphoma kinase, ALK). [Ipenapat JlopOpeHa Ha3HA4alOT TOJIBKO
TeM TaIMeHTaM, Y KOTOPBIX BBISIBIICHA NepecTpoiika (myTarus) B reHe ALK, cm. moapasnen «Kak
aeiictByer npenapat JlopopeHna» Huxe.

Iloka3zaHus K NIPUMEHEHHIO

[Tpenapat JlopOpena nmpuMeHsieTcs y B3pOCibIX MAILMEHTOB Ul JIEYEHHs THUIA Paka JIErKoro,
Ha3bIBAEMOT0 HEMEJIKOKJIETOYHbIM pakoMm jerkux (HMPJI). DToT npenapar npumeHsiercs, eciu
PaK JETKOro UMEET CIEAYIOINE XapaKTEPUCTUKH:

- sBistercd ALK-110/10)KUTEIbHBIM — 3TO O3HAYAET, YTO OIYXOJIEBBIE KIETKH UMEIOT MOJIOMKY
B I'eHe, KOTOpbhIH BbIpabareiBaeT (pepmeHT, HasbiBaeMblii «ALK» (kuMHa3a aHamiacTUYeCKOu
muMdomsl) (cM. monpasaen «Kak aeiictByer npenapat JlopOpeHnay» HIDKe); a TaKkKe

- SIBJISIETCA PACIPOCTPAHEHHBIM.

[Ipenapar JlopOpena mosxeT ObITh Ha3HAUeH Bawm, ecnu:

- Bw1 panee He monyvanu nedenue naruoutopom ALK; v
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- BoI panee nmpoxoawim e4eHNEe KPU3OTUHUOOM, a 3aTeM ApyruM uHruoutopom ALK.

Kak neiictByer npenapar Jlopopena

[Ipenapar JlopOpena unruOupyer T QGepmMeHTta MmoJ Ha3BaHWEM THPO3MHKHHA3a M BBHI3BIBACT
rudesb pakoBBIX KJIIETOK y mamueHToB ¢ mepectpoiikoit B reHe ALK. Ilpemapar JlopOpena
IPUMEHSETCS TOJIBKO y TeX MAaIMeHTOB, Ybe 3a00JieBaHHE OOYCIIOBJIEHO MEPECTPOUKOM B reHe
TUpO3UHKNHA36I ALK.

Ecnu y Bac nuMeroTcst BOpOCHI 110 MEXaHU3MY JACHCTBUS IIpernapara uik o Tom, moyemy Bam Obut
Ha3HAyYEeH 3TOT JIEKAPCTBEHHBIN Mpernapar, 00paTUTECh K CBOEMY JIeHalleMy Bpady.

2. O yem ciiexyer 3HATH nepea npueMom npenapara Jlopopena

He npunumaiite npenapat Jlopopena:
- eciau y Bac amreprus Ha JOpraTHHHO WM JIIOOBIE JPYrHe KOMIIOHEHTHI Iperapara
(mepeuuncieHHbIC B paseiie 6 TUCTKa-BKIAIBIIIA);
— ecau Bl npuHMMaeTe ciieyromue nmpenaparsl:
pudammuiuH (MCTOIB3yeTCs IS JICUSHUS TyOepKyJie3a)
kapOamaszenuH, GEHUTONH (MCIIOIB3YIOTCS JUISl JICUCHHS STTHIICTICUH )
SH3ATYTaMU/ (UCIIOJIb3YETCS IS JISUEHHS paKa MPOCTaThl)
MUTOTaH (I/ICHOHB3y€TC}I IJIg JICUCHUA paKa Ha,Z[HO‘Ie‘IHI/IKOB)
mpenaparsl, coaepkalire 3BepoOor MpoAbIpsABICHHBIN (Hypericum perforatum,
CPEIICTBA PACTUTEIBHOTO IPOUCXOKICHNUS)

Oco0ble ykazaHusi H Mepbl IPEA0CTOPOKHOCTH
[lepen npuemom npenapara JlopOpeHa NpOKOHCYIBTUPYHTECH C JICHAIMM BpauoM, eciiu y Bac:

- MOBBIIICHHBIA YPOBEHb XOJIECTEPUHA WU TPUTIIUIIEPUIOB B KPOBH;

- MOBBIIICHHBIA YPOBEHb (PEPMEHTOB, M3BECTHBIX KaK aMuWiia3a WM JIMIa3a, B KPOBU, WU
Takoe 3a00JeBaHUE, KAaK IMMAaHKPEATUT, MPU KOTOPOM MOXKET OTMEUAThCs MOBBIIICHHBIH
YPOBEHB 3THX (DEPMEHTOB;

- npoOJIeMBI ¢ Ccep/IieM, BKIII0Yas CEpJeUHYyI0 HEAOCTaTOUYHOCTh, 3aMEUICHHBIH CepAeUHbII
PUTM, WU pe3yiabTaThl dekTpokapauorpammbl (OKI') mokaseiBator, uro y Bac mmerorcs
HapyILIECHHUs MIEKTPUYECKON aKTUBHOCTH CEPALIA, U3BECTHBIC KaK Y UIMHEHHbIN nHTepBan PR
WU aTpHOBEHTpUKYJsipHas (AB)-6okana;

- Kalleab, O0Jb B IPyIHON KJIETKE, 3aTPYJHEHHOE JbIXaHHE WIN YXYALICHHE CHUMIITOMOB,
CBSI3aHHBIX C JIbIXaHueM, Win y Bac korma-nmubo Obuto 3a00ieBaHue JETKUX, HA3bIBAEMOE
MTHEBMOHHUTOM;

- BBICOKOE KPOBSTHOE (apTepHAIBHOE) TaBJICHHE;

- BBICOKOE COJEPKAHUE TTTHOKO3bI B KPOBH.

Hemennenno cooOmure cBoeMy JiedalleMy Bpady, €CIM BO BpeMsl JICYCHUS JaHHBIM
JIEKapCTBEHHBIM ITpenapaTtoM y Bac nosssres xxano0sl Ha:

- npobiieMsl ¢ cepaieM. Cpasy MocTaBbTe B U3BECTHOCTH CBOETO JIeUalllero Bpaya, eciau Bol
3aMEeTHUTEe, YTO cep/ie ObeTcs ObIcTpee WM MeIJIeHHee OOBIYHOT0, O MPEeJOoOMOPOYHOM
COCTOSTHUHU, OOMOpPOKE, TOJIOBOKPY)KEHUU WM 3aTPYJHEHHOM JIbIXaHUU. DTH CHMIITOMBI
MOTYT OBITh MpU3HAKaMHU MpolieM ¢ cepiieM. Bam nedammii Bpad MOKET MPOBEPUTH
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Hanuyue npobJeM ¢ cep/ileM Bo BpeMs JiedueHus npenaparom Jlopop
OyIyT OTKJIOHSATHCS OT HOPMBI, Baril evaniuii Bpad MOXKeT MPUHSTE
0356l IpenapaTa JlJopOpeHa uinu npekpaieHuu JIeUeHHsl.

- npoOJIeMbl C pedblo, 3aTPyJHEHHUS TpPU Pa3roBOpe, B TOM 4HCIE Hepa3bopuuBas WU
3aMeJIeHHas pedb. Bain yieuaniuii Bpau MOXKET IPOBECTH JaibHEIee 00ciieoBaHne, Mo
pe3yabpTataM Kotoporo Baim nevamuii Bpau MOKET NMPUHSTH PEUICHUE O CHUXKEHHUU JI03bI
npenapata JlopOpeHa wiu npekpamieHuu JIeUeHHs..

- M3MEHEHUSI TICUXUYECKOTO COCTOSIHUS, HApYILIEHUs HACTPOCHUS WM MaMsTH, TaKHe Kak
W3MEHEHUE HACTPOCHUsS (BKJIIOYAs JEMPECCHio, 3MGOpHUI0 M TIeperaabl HAaCTPOCHHS),
Pa3IpaKUTEINBHOCTh, ArpECCHBHOCTh, TPEBOXKHOE BO30YXKACHHE, OECIOKOWCTBO WIH
U3MEHEHHE JIMYHOCTU (M3MEHEHHE MOJeNeld MOBENEHUS M BOCHPUSITHSA) U SIU30/bI
CIyTAaHHOCTH CO3HAHMSI WJIU MOTEPsl KOHTAKTa C PealbHOCThIO, HAIIPUMEDP, BEPA BO UTO-TO
HECYIIECTBYIOIEE, CIOCOOHOCTh BHJIIETh WJIM CIBIIIATh TO, YEro Ha caMoM Jelle He
OPOUCXOMUT (TaJUTIOIMHAIMK). Bam sedamuii Bpad MOXET INPOBECTH JalbHeiiiee
oOcienoBaHHE M TPHUHATH pEUIEHHE O CHIDKEHUW J03bl mpemnapara JlopOpena wunu
MpEKPaICHUH JICUCHUS.

- 00JIb B CNHUHE WJIM OPIOIIHOW TOJOCTH (PKMBOTE), TMOXKEJITCHHE KOXH U OEIKOB TJia3
(>kenTyxa), TOITHOTA WU PBOTA. DTU CUMITOMBI MOTYT OBITH NMPU3HAKAMH ITAHKPEATUTA.
Bam moxxet motpeboBatbcsi o0cae0BaHme, IO pe3yabTaTaM KoToporo Bar euaruii Bpaa
MO>KET MPUHATH PEIICHUE O CHIDKEHUU J03bI Tipernapara JlopopeHa.

- Kalleb, 00J1b B TPYAH WM YXYAIIEHHUE CYIIECTBYIOIIUX PECIHUPATOPHBIX CUMIITOMOB. Bari
Jedanfii Bpad MOXKET Ha3HAuuTh OOCieNOoBaHWE U JICUUTh Bac aApyrumu mpenaparamu,
TaKUMM KaK aHTUOMOTHKU M CTepoujbl. Baml neuamuii Bpay MOXET NPUHATH pEIICHUE
YMEHBIIIUTh Ha3HaYeHHYI0 Bam no3y npenapara JlopOpeHa uiu npeKkpaTuTh JeueHue.

- rOJIOBHBIE 00JIM, TOJIOBOKPYKEHHE, TOMYyTHEHHUE 3pEHHUsI, O0JIb B TPYJIM WU OABIIIKA. DTU
CUMITOMBI MOTYT OBITh MPU3HAKAMH BBICOKOTO apTepUATBHOIO JaBJeHUs. Barmn nevammit
Bpau MOXKET MPOBECTHU AOIMOJHUTENbHOE 00cIeIoBaHUE U Ha3HAuYUTh Bam nexapcTBa [uist
KOHTPOJIS apTepPHAIbHOTO J1aBlieHUs. Bar jieuaruii Bpau MOXET pPeIUuTb YMEHBIIUTD 103y
npenapata JlopOpeHa wiu nNpekpaTuth JeueHue.

- YYBCTBO CHJILHOM aXK[bl, TOTPEOHOCTH B O0JI€€ YacTOM, YeM OOBIYHO, MOUYEHCITYCKAHHH,
YYBCTBO CHJIBHOTO T0JI0fia, OOJIEBbIE OLIYIIEHUS B )KUBOTE B O0JIACTH KEyJIKa, CI1aboCTh
WIH YCTaJOCTh WU CIyTAHHOCTh CO3HAHUS. DTH CHUMIITOMBI MOTYT OBITh IpH3HAKaMHU
MOBBIIICHHOTO COJIEP)KaHUs TJIIOKO3bl B KpoBH. Bam newamuii Bpau MOKET HPOBECTH
JOTIOTHUTEIFHOE 00CIIeIOBAHNE M HA3HAYUTH BaM JieueHue uist KOHTPOJIS YPOBHSI TTTIOKO3BI
B KpOBH. Barm nevamuii Bpau MOKET PEIINTh YMEHBIIUTH 03y npenapara Jlopobpena wim
MPEKPATUTh JICUCHHUE.

Bam newamuii Bpad MOET MPOBECTH AOMOIHUTEIBHOE 00CIEIOBaHNE U MPUHATH PEIICHUE O
CHI)KEHMH J103bI Iipernapara JlopOpeHa uin npekpalieHuy JeUeHUs B ciiydae:
- pazButus y Bac Hapymenuid co croponsl neueHu. Cpa3y ke MOCTaBbTE€ B W3BECTHOCTh
CBOETO Jieyalllero Bpaua, ecinu Bol 4yBcTByeTe Oosiee CHIIbHYIO, YeM OOBIYHO, YCTaJIOCTh,
eciu y Bac moskenrtena koka M ONIKH riia3, Mo4a craja TeMHOM MM KOPUYHEBOH (11BeTa
yasi), eciu y Bac umeercs TourHoTa, pBoTa WM CHH)KEHUE allleTUTa, 00JIb B IPaBOil CTOpOHE
KUBOTA, 3y, WK y Bac nerue, ueM OOBIYHO, MOSBISIOTCS CHHSKU. Bamn jedammii Bpad
MOJKET clieJlaTh aHaJIN3 KPOBH, YTOOBI TPOBEPUTH (PYHKIIHIO TIEUEHHU.
- ecnii y Bac mpoGieMbl ¢ moukamu.

JlonomHUTENbHYIO HH(OPMAIHIO CM. B paszene 4.
JdeTn 1 moaApoOCTKH

[Ipenapar JlopOpeHa NPUMEHSETCSI TOJBKO Yy B3POCIBIX W HE TMpETHA3HAYCH IS JeTeH U
HOJIPOCTKOB.
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[lepen Hauamom jedyeHus U B xoje JeuyeHUss Bam OynyT nenath aHanu3bl KpOBU. DTH aHAIIM3bI
MpeIHa3HAYEHBI JIJIsl TPOBEPKHU YPOBHS XOJIECTEPUHA, TPUTIUIICPUIOB 1 ()EPMEHTOB aMUIIa3bI I
Jaunasbl B IJIa3Me KPOBM JI0 Hauyaia jedeHus mnpernapatoMm JlopOpeHa M peryisipHO BO BpeMs
JICYCHHUS.

JApyrue npenapartsl u npenapat Jlopopena

Coo0muTe cBoeMy Jiedalemy Bpady O TOM, 4To Bbl mpuHMMaeTe, HEJABHO NMPUHUMAIM WIH
MOXETe HayaTb NPUHUMATh Kakue-TM00 JApyrue JIeKapCTBEHHBIE Iperaparbl, BKJIIOYas
JIeKapCTBEHHBbIE IpenapaThl pACTUTEILHOTO MPOUCX0XKIEHUS U Oe3peLenTypHbIe IpenapaTsl. ITo
CBSi3aHO C TeM, 4To mpemnapar JlopOpeHa MOMKET BIMATH Ha JEHCTBUE HEKOTOPBIX IPYTUX
JICKapCTBEHHBIX IIpenapaTtoB. B cBOI0O ouepenb, HEKOTOPBIE JEKAapCTBEHHBIE IIPENapaTsl MOTYT
BJIMATH Ha JeiicTBue npenapata JlopOpeHa.

Bbl He pomkHB TpuHUMaTh npenapaT JlopOpeHa ¢ onpeneNeHHBIMH JIEKapCTBEHHBIMH
npenaparamu. OHM IepeYUCIIEHBI B HaYasie pa3aena 2 B nojapaszenie «He npunuMaiiTe npenapart
JlopOpenay.

CoobmuTe cBoeMy JedamieMy Bpady Iepel NpuMeHeHueMm mnpenapata JlopOpena, ecnu Bwi

IPUHUMAETE CIeAYyIOIINeE JIEKApCTBEHHBIE penapaThl:

- Bouenpesup (mpruMeHsieTcs A geueHus: BupycHoro renatura C).

- Bynponnon (ncnomnb3yercs A1 JeUSHUs! IeNPECCU WIN Ui TOT0, YTOOBI TOMOYB JIFOASIM
OpOCUTH KypHUTb).

- JIMruaposproraMut, 3proTaMuH (IPUMEHSIOTCA JUIsl JIEYEHUs TOJIOBHOM OonM mpu
MUTPEHN).

- DdaBupeH3, KOOUIMCTAT, PUTOHABHP, MMAPUTANIPEBUP B KOMOWHAIMA C PUTOHABUPOM H
OMOMTACBUpPOM W/WiIM JacabyBUpPOM, a TakKe PpUTOHABUP B KOMOHMHALUMU C
JIbBUTErPaBUPOM, HHAWHABUPOM, JIONMHABUPOM MM THUIIPAHABUPOM (JIEKapCTBEHHBIE
npenapartsl, ucronbszyemble i neuenus CIINIa/BUY).

- KerokoHa3ois, UTpakoHa30Jl, BOPHUKOHA30J, II03aKOHA30J (JIEKapCTBEHHbBIC Ipernaparsl,
OpUMEHseMble JUIsL JIeYeHUS TPHOKOBBIX MH(pEKIMiA), a TakkKe TPOJCaHIOMHUIINH
(IexapCTBeHHBIN  mpemapar, HUCHOJb3YEMBIH Ul  JIEUYCHHMs HEKOTOPBIX  BHJIOB
OaKkTepHaTbHBIX UH(EKIUH).

- XUHUAUH (MCTIOB3YETCs Ul JIEYEHUs] HEPETyJIIPHOTO cepALeOUeHNs U APYTUX MPoOIeM C
CepALeM).

- [Tumo3ua (TpuMeHsIeTCs 1S JICUSHUS IICUXUYECKUX 3a00IeBaHU ).

- Anbdentanun 1 GpeHTaHu (Ha3HAYAIOTCS [T JICUEHHs! CUIIBHOM 00JIH).

- [{uknocnopuH, CUPOIUMYC U TaKpOJIUMYC (IPUMEHSIOTCS MPU TPAHCIUIAHTALUU OPIaHOB
JUISL IPEOTBPALICHUS UX OTTOPIKECHUA).

IIpenapart JlopOpeHa ¢ nuueil 1 HANUTKaAMHU
He crnenyeT npuHUMAaTh JaHHBIN JIEKapCTBEHHBIN MpernapaTt ¢ TperundpyTom uim rpeidndpyToBbIM
COKOM, TaK KaK 3TO MOXET U3MEHHUTh KOHI[EHTPAIIUIO JIOPIATUHNOA B OPraHU3ME.

bepeMeHHOCTD, rPpyIHOE BCKAPMJ/IMBAHHE H (PEPTHIBLHOCTH

Konmpayenyus — unghopmayus ona sHcenuyun:

Bbl He 10KHBI OepeMeHeTh BO BpeMs IIprUeMa JIJaHHOTO JIEKapCTBEHHOTro mpemnapara. Ecnu Bl
CHOCOOHBI K JI€TOPOXKJEHHIO, BBl JOKHBI MCIIONIB30BaTh BBICOKO3((EKTUBHBIE CpeAcTBa
KOHTpAIeNnuuu (Hanpumep, KOHTPAIENTUBEI C JBOWHBIM OapbepoM, Takue KakK Npe3epBaTUB U
nuadparma) Bo BpeMsl JICUCHUS W B TEUYCHHE, 1O KpalHEW Mepe, 5 Helenb Mmocie OKOHYAHMS
tepanuu. JIopaaTuHUO MOXKET CHIXKATh 3(h(PEeKTUBHOCTH TOPMOHATIBHBIX METOAOB KOHTPALICTIIIH
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(HarpuMep, MPOTHBO3a4aTOYHBIX TaOJIETOK); MO3TOMY TOpPMOHAIbHBIC KOHTPACIEIAEE Hefbas,
cunTaTh BEICOKOd((hekTuBHBIMU. ECiii HEBO3MOXKHO M30€kKaTh rOpMOHANLHOIEKGHEDAIRCTH AR cc

ClIelyeT MCIOJb30BaTh B COYETaHUM C mIpe3epBatuBoM. OOcyauTE CO CBOMM JIeHalllUM BpauoM
IIPaBUJIbHBIE METO/IbI KOHTpanenuu st Bac u Bamero naptaepa.
Koumpayenyusa — ungopmayus 0na mMyscuun.
Crnenyer uzberarp 3auaTusi peOeHKa BO Bpems JiedeHHs mpenapaToM JlopOpeHa, Tak Kak 3TOT
JIeKapCTBEHHBIN IMpernapaT MOKET HaBpeAUTh peOeHKy. Eciau ecTh BeposATHOCTb, UTO BO BpEMs
IIpYEMa 3TOr0 JIEKApCTBEHHOT 0 Mpemnapara Bel MoxeTe ctaTh OTIIOM, BBl JOKHBI I0JIB30BaThCS
Mpe3epBaTUBOM BO BpeMs JICUCHHS U B TE€UCHHE, IO KpailHel Mepe, 14 Hemelb mocie OKOHYaHUS
Tepanuu. IloroBopute co cBOMM JieHalluM BpauyoM O MPABUIIbHBIX METOAAX KOHTPALECHINM JUIs
Bac u Bameit naptHepuu.
bepemennocmu
e He cnenyer mpuaumats npemnapat JlopOpena, ecinu Ber 6epeMeHHBI. DTO CBA3aHO C TEM,
yto npenapat JIopOpeHa MOXKeT HaBpeAUTh PEOCHKY.
e Ecmm Bam mapTHep-MyKunHa MPOXOIUT JiedeHue rpenaparoM JlopOdpeHa, oH T0JDKeH
I10JIb30BAThCS IIPE3EPBATUBOM BO BpEMS JIEUEHHS U B TE€UEHHUE, N0 KpaitHeil Mepe, 14
HEJIeNb MOCIIE 3aBEPIICHUS TEPANUU.
o Ecnu Brl 3a0epeMenenu Bo BpeMs iprueMa JIEKapCTBEHHOTO Mperapara Wid B TeUeHUE
5 Hedenb mocie Mpuema IMOcieTHEel 103bl, cpa3y ke coolmmure 00 ITOM CBOEMY
JedaniemMy Bpauy.
I'pyonoe ecxapmnusanue
He cnenyer KOpMUTH IpyAbl0 BO BpeMs IIpUEMa JTOrO Ipernapara U B TEUCHHE 7 JHEH I0Cie
nmpueMa mocieHeN A03bl. DTO CBSA3aHO C TEM, YTO HEM3BECTHO, MOXKET Jiu mpenapat Jlopopena
IPOHHKATh B TPYTHOE MOJIOKO U, CJIeI0BAaTEIbHO, IPUUYMHUTH Bpes Bamiemy peOeHKy.
DepmunbHocmo
[Ipenapar JlopOpeHa MOXKET MOBIUATH Ha MYXKCKYI0 (epTunbHOCTh. [loroBopure ¢ Bammm
JIeYalIiM BpayoM O COXpaHEHUH (EepTUIHLHOCTH, MPEXK/Ie YeM IPUHUMATH MipenapaT JlopOpeHa.

YnpasieHue TPaHCIOPTHBIMHU CPeJACTBAMH M padoTa ¢ MeXaHU3MAMM.

Crnenyer cobmoaaTh OCTOPOXXHOCTb MPHU YIPABICHUU ABTOTPAHCIOPTHBIMH CPEACTBAMHU WM
paboTe ¢ MexaHM3MaMHU BO BpeMsi NpuMeHeHHs npenapaTta JlopOpeHa, Tak Kak OH MOXKET
OKa3bIBaTh BJIMSHHE Ha Ballle ncuxudeckoe cOCTOSHUE (HANpUMeEp, KOHIEHTPALMI0 BHUMAHUS,
aMsTh, BOCIIPUATHE U Ap.).

IIpenapar JlopOpeHa conep:KuT JaKTO3y
Ecom Bam Bpau ckasan Bam, yro y Bac HenmepeHOCHMMOCTH HEKOTOpPBIX C€axapos,
IIPOKOHCYJIBTUPYHTECH ¢ BammM sieqamuM BpauoM, Npexkae 4eM IPUHUMATh 3TOT Ipenapar.

IIpenapar JlopOpeHa conep:KuT HATPpUiA
OTOT NeKapCTBEHHBIH MpenapaT coaepXxut MeHee 1 Mmmonb Hatpus (23 mr) Ha 25 mr uinu 100 mr
TabJIETKH, TO €CTh IPAKTUYECKH HE COAEPIKUT HATPHUS.

3. IIpuem npenapara Jlopopena

Bcerna npruHnMaiite mpenapar B IOJIHOM COOTBETCTBHM C PEKOMEHJALMSAMU JICHAlIEro Bpaya.
IIpu nosiBIeHUN COMHEHUN ITOCOBETYUTECH € JICHYAIUM BPadoOM.
e Pexomennyemas no3a — onHa tabserka 100 Mr, KOTOpyIO HYKHO NMpPUHUMATh BHYTPh
OJIMH Pa3 B CYTKH.
e HeoGxonnMo nmpuHUMaTh 103y IpenapaTa MIpUMEPHO B OJHO U TO K€ BPeMs KaXblil 1CHb.
e MoxHO npuHUMaTh TaOJETKM HE3aBUCHMMO OT IpueMa MUIIM, HO Bcerga usleraite
ynoTpeOiaeHus rpeindpyra u rpeindpyToBoro coka.

MUHNCTEPCTBOM 3[JPABOOXPAHEHUA
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e Cieyer ruoTarh TaOIETKU LEIUKOM; HE CIEAyeT Pa3laBiuBaTh, KeBaTh, WIHsPACTBORIE:
TaOJIETKH. MOCTENOBATENLHOCTS 0001

e B 3aBucuMocTH OT Bamrero cocTosHus Jiedaliui Bpad MOXET CHU3MUTH 03y IIperapara
JlopOpeHa, NMpPUOCTAaHOBUTH JIEYEHHE HA KOPOTKOE BPEMsI MIIM IOJHOCTBIO OTMEHUTb
IIPUMEHEHHUE IIpenapara.

Ecsin Bo Bpemsi npuema npenapara Jlopopena y Bac 6b111a pBoTa
B ciyuae pBOTHI He MpUHUMANTE JOMOJHUTEIBHYIO 103y IpenapaTa. [Ipumure cienyromtyto 103y
B OOBIYHOE BpEMSI.

Ecsin Bol npunsiiin npenapara JlopOpena 6oJib1ie, 4eM cJIeJ0BaJI0
Ecnu Bbl citydaliHO NPUHSIIN CIIMIIKOM MHOT'O TabJIETOK, HEMEUIEHHO COO0IIHTE 00 3TOM CBOEMY
JevaleMy Bpauy Win MeacecTpe. Bam MoxkeT noTpedoBaThcs MEAULIUHCKAS TTOMOITb.

Ecau Bpl 32061511 npuHATH npenapat JlopOpena

Bamu nelictBus, ecnu Bbl 3a0bUTH MPUHATH TaONETKY, 3aBUCAT OT TOTO, CKOJIBKO BPEMEHU

0CTaJIoCh JI0 MpHeMa CIeayIoLeil 103bl.

- Ecnu 1o mpuema cienyromieit 1o3bl octanock 4 daca uinu 0oJiee, MPUMHUTE MPOITYIIECHHYIO
Ta0JNEeTKy, KaK TOJIBKO BCIIOMHHTE OO0 3TOM. 3aTeM MPUMHUTE CIACAYIONIIYIO TaOJETKy B
00BIYHOE BpeMsl.

- Ecnu no mpuema cremyromedl g03bl OCTaloOCh MeHee 4ueM 4 yaca, He NPUHUMANTE
NPOMYLICHHYIO TabMeTKy. 3aTeM MPUMHUTE CIIeIYIOIIYIO 103y B OOBIYHOE BpeMsl.

He npuanmaiite 1BOiHY0 103y, 4TOOBI KOMIIEHCUPOBATH MIPOIYIICHHYIO J103Y.

Ecsin Bbl npekpaTuiiu npuem npenapara Jlopopena

Baxxno npuanMaTth npemnapat JlopOpeHa Kax sl A€Hb TaK J0JT0, KaKk Ha3Hauus1 Bamn mevarimit
Bpad. Eciu Bel He MoXkeTe MpuUHUMATh IIpernapar B COOTBETCTBUU C NpeAnucaHusMu Baiero
Jedaniero Bpayua WiM rnojaraete, yTo oH Bam Oonbliie He Hy»KeH, cpasy ke 00paTUTech K CBOeMy
JIeYalleMy Bpaudy.

[Tpu HanuuMKM BOIPOCOB 110 MPUMEHEHUIO Mpernapara o0paTuTech K CBOEMY JieHalleMy Bpauvy.
4. Bo3moxHBIe HexKelaTeJbHbIC PpeaKIHU

[lomoOHO BceMm JneKapcTBEHHBIM Impenaparam mpenapar JlopOpeHa MOXXET BBI3BIBATh
HE)KEeNaTeNIbHbIE PEaKIIUU, OJHAKO OHU BO3HHUKAIOT U HE y BCEX.

HekoTopsie HexxenaTeNlbHbIE peaklud MOTYT ObITh CEPbE3HBIMHU.

Hemensienno oOparurech K cBOeMYy JiedalleMy Bpauy, eciid y Bac nmosiBaTcs Jiio0ble U3

nepevncJeHHbIX HIKe HeKeJIaTeJIbHbIX peakuuid (CM. Takke pasaen 2»). Bam nevamuii Bpad

MOJKET CHU3WTH 103y mpemnapara JlopOpeHa, mpHOCTAaHOBUTH JIEYEHHE HA KOPOTKOE BpeMs WU

MOJTHOCTHIO OTMEHUTH MPUMEHEHHE Mpenapara;

- KallleJlb, 3aTPyIHEHHOE JIbIXaHue, O0Jb B TPYIHOM KJIETKE WM yXYyALIEHUE MpodiieM ¢
JBIXaHUEM

- MeUIeHHBIM Tynbe (50 yaapoB B MHHYTY WM MEHBIIE), YYyBCTBO YCTaJlOCTH,
TOJIOBOKPY>KEHUE UITH 0OMOPOK, WJIH K€ TIOTePs] CO3ZHAHUS

- 00J11 B OPIOIIHOM TIOJIOCTH (KUBOTE), 00JIM B CITMHE, TOITHOTA, PBOTA, 3Y/1 UJIH ITOXKEITCHUE
KOXH U OCJIKOB TJ1a3

- M3MEHEHHUS ICUXUYECKOT0 COCTOSHUSA; TaK HAa3bIBaeMble KOTHUTUBHBIE HAPYLICHUS K YUCITY
KOTOPBIX OTHOCSITCSI CITyTAHHOCTh CO3HAHUS, MIOTEPS MAMATH, YMEHBIIIEHUE CIIOCOOHOCTH K
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KOHIICHTPAlli¥ BHUMAHHs; W3MCHEHHs HACTPOCHHUS, BKIIOYAs ;MM&%@& Mg
nepenajbl HACTPOCHUA; USMCHCHUA B pCUHd, B TOM YHCJIC TPYAHOGIH o KAK
Hepa300pUMBas MM MEUICHHAS. PEUb; MIIM MOTEpsi KOHTAKTa C PealbHOCTHIO, HaanMep,
Bepa BO YTO-TO HECYILIECTBYIOLIEE, CIOCOOHOCT BUAETH MM CIIBILIATH TO, Y€r0 Ha CAMOM
Jiesie He POUCXOIUT (TaJUTFOIIMHALIAHN ).

Jpyrue BO3MOXHBIE HE)KeTaTeIbHbIC PEaKIMK MpU MPUMEHEeHHUH Tipenapata JlopOpena:

OueHb YACTO - MOTYT BO3ZHUKATH Yy OoJiee yem 1 yemoBeka u3 10

- MOBBIIICHUE YPOBHS XOJECTEPHHA U TPUTIIULEPUIOB (BHJIBI KUPOB, KOTOPHIE MOTYT OBITh
0OHapy>KEeHBI 110 Pe3yJIbTaTaM aHaJn3a KPOBH)

- OTEK KOHEYHOCTEN WIIA KOXKHU

- npo0JieMbl C ria3aMH, TaKHe KaK CHIKEHHE OCTPOTHI 3pE€HHS OJHOIO WM OOOWX TrJjas,
JBOCHHE B IJIa3aX, WM OIIYIIEHUS, BOCIPUHIMAEMbIE KaK BCIIBIIIKH CBETA

- HapyLICHUsI TPOBEIECHUSI UMITYJIbLCOB [0 HEPBAM PYK U HOT, KOTOPBIE MOTYT HPOSBISATHCS
TaKUMH CHUMIITOMaMH, KaKk 0O0Jib, OHEMEHHE, HEOOBIYHbIE OIIYIIECHUS, TAaKUe KaK HOKCHUE
WIH TOKaJIbIBaHUSI, TPYJHOCTU C XOJAbOOMH, MM TPYJHOCTU C OOBIYHOM AESITEThHOCTHIO B
MOBCETHEBHOM JKHU3HH, HATIPUMEP, C TUCEMOM

- MOBBINICHHBIA YPOBEHb (DEPMEHTOB, HA3bIBACMBIX JIMIIA30M W/WJIM aMIIIa30¥, KOTOPBII
MOYXeET OBITh OOHAPYKEH IO pe3yJIbTaTaM aHaIu3a KPOBH

- HU3KOE KOJMYECTBO IPUTPOLIUTOB, COCTOSHUE, U3BECTHOE KaK aHEMHUS, KOTOPOE MOKET
OBITH 0OHAPYKEHO T10 pe3yIbTaTaM aHajIn3a KPOBH

- nuapes (Heo(pOpMIICHHBIN WM XKUIKANU CTYJ TPU WK O0Jiee pa3 B CyTKH)

- 3arop

- 00JIb B CycTaBax

- YBEJIMUEHUE MACCHI TeTia

- rojoBHast 00Jb

- CBITIb

- MBIIIEYHas 00JIb

- MOBBIIICHUE apTEPUATHHOTO JaBICHUS

YacTto - MOTyT BO3HUKATh He Oosiee ueM y 1 uenoseka u3 10
- MOBBIIIEHUE COZIEP/KAHU IIIIOKO3bI B KPOBU
- U30BITOK OeNiKa B MOYe

CooluieHne 0 HexkeJIATEeJIbHBIX PeaAKIHUAX

Ecnu y Bac Bo3HUKAIOT Kakue-11M00 HeKeIaTeIbHbIC peaKIuu, TPOKOHCYITUPYHTECH ¢ Bammm
JedanyuM BpavyoM, paOOTHUKOM anTeKH WIM MEJAUIMHCKON cecTpol. JlaHHas pexomMeHmanus
pacnpocTpaHsieTcsi Ha JI0Oble BO3MOXKHBIE HEKEJIaTeNbHbIE pEeakluu, B TOM YHCJIE Ha HeE
MIEPEYUCIICHHBIC B JINCTKE-BKIIA IbINIE. BBI TakKe MOXKETE COOOIIUTE O HEXKEIaTebHBIX PEaKIIHsIX
HaIpsIMyI0 4epe3 CHCTeMY COOOIIEHUH TOCyAapCTB — 4iIeHOB EBpa3smiickoro sKOHOMHYECKOTO
coto3a (cMm. Hmxke). CooOIras 0 HeKelaTeNbHBIX Peaklusx, Bbl moMoraere moay4duTh OoJiblIe
CBeZIeHMi 0 0e30MacHOCTH Mpernapara.

Poccuiickas ®@eaepanus

®denepanbHas Ciryx0a 1Mo Haa30py B chepe 3ApaBoOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBsiHcKast miomanis, .4, ctp.l

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIIEKOMMYHHUKAITTOHHON ceTu «nTepHeT:
http://www.roszdravnadzor.gov.ru
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Pecnyosinka Kazaxcran MPUKASOMOT 25.03.2025 Ne 328

PI'TI Ha IIXB «HanuoHanbHBIA LEHTP 3KCHEPTU3BI JIEKAPCTBEHHBIX ClIE
m3nenuit»  Komurera MeaMuMHCKOro U  (¢apMaleBTHUECKOro KOHTpois MuHucTepcTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baitkonsip, yi. A. Mmanoga, 13 (BL] "Hypcayner 2")
Tenedon: +7 (7172) 235-135

OnekTponHas noyta: farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKAIMOHHOM ceTH «HTepHEeT™: http://www.ndda.kz

Pecnybauka Benapycs

VII «lleHTp 3KcnepTU3 M UCHBITAHUM B 3JpaBOOXpaHCHUW» MUHHUCTEPCTBA 31PAaBOOXPAHEHUS
Pecniy6nuku benapyce

Anpec: 220037, r. Munck, ToBapunieckuit iep. 2a

Tenedon otaena papmakonanzopa: +375 (17) 242-00-29;

@akc: +375 (17) 242-00-29

OnexTpoHHas noyrta: repl@rceth.by

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTu «MHTepHeT: http://www.rceth.by

5. Xpanenwue npenapara Jlopopena

XpanHute mpenapaT B HEJOCTYITHOM JJi peOeHKa MECTE TaK, YTOObI peOEHOK HE MOT YBUJIETh €TO0.

He npumensiiTe npenapat mnocie UCTEUEHHUSI CPOKA TOJAHOCTU (CpOKa XpaHEHHUs ), YKa3aHHOTO Ha
yrnakoBke nocie «l'ogeH go».
JlaToi ncredeHus: Cpoka roAHOCTH SIBJISIETCSA MMOCIEAHUN 1€Hb JAHHOIO MECSLA.

Crnenyet xpanuthb npu remneparype Huxke 30 °C.
He ucronp3yiiTe 3TOT JIeKapCTBEHHBIN MPETIapaT, €CIM 3aMETUTE, YTO YITaKOBKa MOBPEKIEHA WIIN
UMeeT NpU3HaKU (anbcupUKaIIH.

He BrIOpackiBaiiTe mpenapaT B KaHAIM3ALKIO, BOJOIPOBO. Y TOUHUTE y paOOTHHKA alTeKH, KaKk
clenyeT yTHIN3UPOBaTh (YHHUTOXATh) MIpenapar, KOTOPBIM OOJbIe He MOTpeOyeTcss. DTH Mepbl
MO3BOJIAT 3aLIUTUTh OKPYKAIOLIYIO CPENy.
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NMOCNEAOBATENBLHOCTL 0001

IIpenapar JlopOpena comep:kut
° JeticTByto1ee BEmecTBo — JOPIATHHUO.

JlopbOpena, 25 Mr, TaOIETKH, MOKPBITHIC MIICHOYHONU 000JI0UKOMA
Kaxnas Tabnerka cogep ur 25 Mr JopiaaTuHuoa.

Jlop6pena, 100 mr, TabneTku, MOKPHITHIC MIJICHOYHON 0007I0UKOM
Kaxxnas tabnerka comepxut 100 mr gopiaaTuHuOA.

o JpyruMu KOMIIOHEHTAMH SIBJISIFOTCS:
[EJUTI0NI03a MUKPOKPHCTAIIMUECKasi, Kanblus (ocdar nBy3aMelIeHHbIH Oe3BOIHBIN,
HATpHs KPaxMaJIIJINKOJIAT, MarHus creapar.
[Tnenounoe mokpeiTrie Onaapa® II: runpomemoza/HPMC 2910, nakTo3sl MOHOTHIPAT,
makporoia 4000/TI12T" 3350, Tpuanerun, Tutana quokcun (E171), kpacuTens jxene3a OKCHT
yepHblii (E172) u xpacurens sxene3a okcua kpacHsiii (E172)
(em. pasmen 2; «IIpemapar JlopOpena comepxutr jaktozy» u «lIpemapar JlopOpena
COJIEP/KUT HATPUI»).

Buemnnii Bua npenapara JlopopeHa u copep:kuMoe yNaKOBKH

JlopOpeHa, 25 mr, TabIeTKU, TOKPBITHIE INIEHOYHOU 000JI0YKOM

Kpyrubie, cBeTI0-p0o30BBIE MOKPHITHIE IICHOUYHOW 000JI04YK0M TalbneTku, ¢ rpaBupoBkoit «Pfizer»
Ha OJHOM cTOpoHE, «25» u «LLN» Ha npyroi cTopoHe.

10 TabieTok B OaucTepe U3 MOJIUBUHMIXIOpUIa/amtoMuareBOr Gonbru (I1BX/amom).
ITo 3, 9 nnu 12 GuucTepoB BMECTE C MHCTPYKLHUEH 1O MPUMEHEHUIO (JIMCTKOM-BKJIABIIIEM) B

KapTOHHOI Mayke ¢ KOHTPOJIEM NEPBOrO BCKPBITHSL.

JlopOpena, 100 mr, Ta0OJIETKH, IIOKPBITHIE INIEHOYHON 000JI0YKOH

OBasibHBIE, TEMHO-PO30BBIC, IOKPBITHIE TUICHOYHOM O0O0OJOUYKOW TaOJIETKH, C TPaBHPOBKOU
«Pfizer» Ha onHoit cropone u «LLN 100» Ha apyroii ctopoHe.

10 TabneTok B GiMcTepe U3 MONMBUHIIXIIOpUAa/amoMuaneBoi ¢onbru (I1BX/amom).
[To 1 mmum 3 Onuctepa BMECTEe C WHCTPYKIMEH MO TPUMEHEHHUIO (JIMCTKOM-BKIIQJBIIIEM) B
KapTOHHOH MayKe ¢ KOHTPOJIEM MEPBOT0 BCKPHITHSL.

Jlep:kaTeJib perucTPalHOHHOI0 YI0CTOBEPEeHHUs!

[aitzep Unk.

66 Xancon Bynssap Hct, Heto-Hopk, mrar Hero-Hopk, CIIIA 10001-2192
+1(212) 733-2323

https://www.pfizer.com/contact/email

IIpousBoaurenn
[aitzep Moantodakaypunr Joirwienn [ M6X
Moocansaamiee 1, 79090 r. @paiibypr I'epmanus

3a moOoii nHpopMalueil o mpenapare, a TakKe B CIIydasX BOSHUKHOBEHUS NMPETEH3UN CIIEIyeT
o0Opamarbess K MECTHOMY MPEACTAaBUTENIO AE€PKATENsl PErHCTPALIMOHHOTO Y10CTOBEPEHUS:
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IIpencraBurenscTBO YacTHOM KOMIIAHMM C OTPAHUYEHHOM OTBETCTBEHHUCTERION P fizer:

B.V.» (KoponesctBo Hunepiannos) B Pecriyosnke benapych
Anpec: 220036, Munck, np. J[3epxkunckoro 8, oduc 403
Ten.: +375 (17) 309-38-00

®akc: +375 (17) 309-38-19

On.moura: belarusro@pfizer.com

Poccuiickas @enepanus

00O «Ildaitzep MaHOBaIIIN»

Anpec: 123112, Mocksa, [Ipecuenckas Hao., a. 10, BL] «bamns na Habepexuoit» (brmok C)
Temn.: +7 (495) 287-50-00

®daxc: +7 (495) 287-53-00

On.moura: Russia@pfizer.com

Pecnybsiuka Kazaxcran

Ounman komnanuu Pfizer Export B.V. (Ilaitzep Sxcnopt bu.Bu.) B Pecnybnuke Kazaxcran
Anpec: 050000, r. Anmatsl, Meaeyckuii paiion, npocnekt Hypcynrana Hazap6aesa, 1. 100/4
Ten.: +7 (727) 25009 16

@akc: +7 (727) 250 42 09

On. noura: PfizerKazakhstan@pfizer.com

JIncTok-BKIAABIII IEPECMOTPEH

IIpoune ucToYHNKHN HHpOpMaAUH

[TonpoOHBIE cCcBemeHUss O JaHHOM IIpemapare cojaepxarcs Ha BeO-caiite  Corosa
http://eec.eacunion.org/.

[IpencraBieHHBIE JaHHBIE O JICKQPCTBEHHOM IIpermapare OyAyT JIOMOJHATHCS HOBBIMHU
CBEJCHHSIMH U 110 Mepe HEOOXOAMMOCTH JINCTOK-BKIIABIII OY/1eT OOHOBIIATHCS.

[Ipumeuanue:
Toproseie Ha3BaHus B ctpaHax EADC:

Pecriyonuka benapycs: Jlopopena
Pecny6ruka Kazaxcran: Jlopopena®
Poccuiickas ®enepanust: Jlopsuksa®
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