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Bosenran Makedapma, 62,5Mr Tabiaerku, HOKPLITHIC IICHO4N0i 060/109K0i,
Bozenran Makedapma, 125Mr Tabuaerku, NOKpLITLIE IUICeH04N0#H 060,104K0#,
fGozenran

[Teped npumenenues npenapama ROINOCMbIC NPOYUMAUME TUCMOK-EKIAObI, NOCKOILKY & HeM
COOEPNCAMBCR BANCHIRE QIR BAC CELOCHUR.
Coxpanume Aucmor-sx1aobiw. BoiMoxcno, 6am nompetyemcs npovumams €20 euje pas.
Eciu y 8ac 603Muxtu OONOANUMETbHEIE 60NPOCH, 0GPAMumecs K AeNaujeMy 6pasy uiu pabomnuxy
anmexu.
Hpenapam naznaven umenno sam. He nepeoasatime e2o Opyeum moosm. On smoxcem naspeoums um,
OaNCe eCAU CUMNMOMBL KX 3aBONEBANUR COBNADGIOM ¢ QUMY
Ecau y sac 603nuxiu kaxkue-1ubo nexceramensisie peakyuu, obpamumecs k aevawjemy épavy. lanxan
PEKOMENOANUR PACAPOCMPANAEMCS HA TIO0BIE BOIMONCHBIE HENCEAAMERLNBIC PEAKYUN, 6 MOM YUCAe HA
HE NEPENUCTENHBE 6 pasoese 4 AUCMKA-BRIaouIua.

COJEPKAHHE JIMCTKA-BKJIA/IBIIIA
Yro u3 ceba npesncrasnser npenapar bozenran Makchapma, H JUIS HEro €ro NPUMEHAOT,

O 4em caeayer 3HaTh nepe npHemoM npenapara boszentan Makcdapma,

Ipuem npenapara bosentan Maxcdapma. b C “' F'TACOBAHO |
A THCTEPCTEOM MIFABOOXPANIEIN J

Bo3aMOKHBIE HEKCHATCIBHBIC PCAKLIHH, PECHIVETITIN 7.}";:|'\\ s T
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Xpauenne npenapara Boserran Makcdapma. e T T s
CoaepicumMoe YNaKoBKH U IPOYHE CBE/ICHHS, w L DP ‘—_} a2l 7L

LY70 u3 cebn npeacrasaser npenapar bozentan Makchapma, H 115 4€r0 o NPHMEHSIOT
[Ipenapar bosentan Makcdapma cogepkut aciicTsyiomee semectso 603enTan, Kotopoe HA0KHpyeT
CCTCCTBEHHBIH MOPMOH JHIOTENNH-1, BLI3BIBAKOIMA CYKCHHC KPOBCHOCHBIX cocy/10B. Takum obpaiom,
npenapat bozentan Makcapma pacliMpaeT KpPOBCHOCHBIC COCYABI H OTHOCHTCA K Kiaccy
JICKAPCTBCHHLIX NPENApaTon, HA3LIBAEMBIX “AHTAIOHUCTAMM IHAOTCIHHOBLIX peuenTopos”.

Hoxazanus x npumenenwo;

o Jlerounas aprepuansuan runeprensus (JIAD): JIAD - 310 3aGonesanne, suipaxaiomeecs B
CHABHOM CYKEHHH KPOBEHOCHBIX COCY/M0B B JICIKHX, [PHBOAALIEM K MOBLIIEHHIO
APTCPHAIBLHOIO JABIACHHS B KPOBEHOCHBIX COCYAAX (JICIOMHBIX apTCPHAX), 110 KOTOPHIM KPOBb
HIET OT CCpALA K JCTKHM. DTO JaBleHHe CHHIKAET KOIHYECTBO KHCJAOPOAA, KOTOPBIH MOMKCT
nonacTe B8 KPOBb B JICrKMX, MTO 3aTpyaHseT (H3IHYEcKyl0 akTHBHOCTE, llpenapar Bosenran
Maxkcdapma pacumpsier Jerognbie aprepun, obierdas cepauy nepekavky KpoBr 4epes Hux. 1o
CHHIKACT aPTCPHATLHOR JIABNEHHE H 00/ICr4aeT CHMITTOMBI.

[lpenapar Bosenran Makcdapma npumensercs ana nedenns nauuentos ¢ JIAI xnacca 1M1 aaa
YAYUIIEHHA NEPeHOCHMOCTH duinueckoit Harpy3ku (CrnocoOHOCTH OCYMIECTBIATE  (PHIHYCCKYIO
AKTHBHOCTE) M Viy4ilenus cumnromos. «Kiace» ozmauaer cepbeznocts 3abonesanus: «kaace [l
NPCANONAraeT IHAYHTENBHOE OrpaHnyenne dusuucckoit aktusnocTi, Hexotopsie yayyuienus Obuin
TaKAe NpoaeMoHCTpHpoBansl y naunentos ¢ JIAI' 11 wnacca. «Bropolt knacc» npeanonaraet
neboabioe orpannycane Gusnyeckoi aktnsnocti, JIAI, npu koropoit nokasan npenapar Bosentan
Makcdapma, moxker ObITh:
¢ nepsuuHOi (63 YCTAHOBICHHOM NPHYNHB HITH HACACLYCMOR),
e Ha QoHe CKACpoACPMHM (TAK HA3BIBAEMBIH CHCTEMHEI CKaepos, 3aboneBaHHe NpPU KOTOPOM
HabM0AETCH AHOMAILHLIA POCT COSAMMHTENLHON TKAHH KOXKH H JAPYTHX OPIaHoB),
® GCCOLMHPOBAHHAN C BPOMICHHBIMM MOPOKAMH CEpJla ¢ MIyHTaMH (AHOMANBLHBIMH NIPOX0JAMMH)
BBI3BIBAIOMIMMH AHOMATBHbLIH TOK KPOBH 4Yepes cepille H JICTKHC;



JAurnrajibubie #3BbI: (R3BBI DAILUCE PYK M HOI) Y B3POCILIX MALHCHTOB comuueﬁ.
IMpenapar Bosenran Makcapma NpenaTcTBYET NOABICHHIO HOBBIX 3B KOHCHHOCTEH,

2.0 qem caeayer 3HATh nepea npuemom npenapara bolenran Malcq:apnag 168 -20 22
He nenoasayiire npenapat Bosenrtan Maxcdapma:

- Ecmn y Bac aaaeprus na Gosentan Wik o00# Apyrofi KOMIIOHEHT npenapara (cM. pasaen 6)

- Eciin y sac npobaemsl ¢ nevennio (o0parTniecs K spady)

- Ecan Bul Gepevennsl wan moxkere safepemMeners M3-1a T0ro, 9T0 HE HCNOABL3IYETE HANEKHLIE
merToabl KouTpanenunn. [loxanyiicra, npountaiite HHOPMALKIO, KOTOPas COACPKHTCH B pasienax
“Ilporusozavatounsie cpegcTsa’” u “[pyrue npenapars ¥ npenapar bosenran Maxcdapma ™

- Ecan 8ol npUHBMAaETe HHKJIOCHOPHH A (ICKapCTBCHHBIN NIPENapaT KOTopsif NpHMeHseTcs nocie
TPAHCTINAHTALMH HJIH JUIS JICUCHHA NICOpHasa)

EC/u 4T0-10 U3 3TON0 OTHOCHTCH K Bam, cooDbiTe 0D 3TOM CBOEMY Bpayy.

Ocobpie ykazauust # Mephl NPEJ0CTOPOKHOCTH
Mepen npumenenuem npenapara bosenran Maxkcedapma npoKOHCYALTHPYATECH CO CBOMM JIEYAUIHM
BPAYOM.
Bpau nepen aeqenner HATHAYHT CAETYIONINE AHANNIBE

®  QHAIM3 KPOBM JUIA HCCICNOBAHMA DYHKIMHK NCHCHH

®  AHANW3 KPOBH JUIS BLIABJICHHA aHeMUH (HHIKHA reMornobuH)

® 1ecT Ha GepeMEHHOCTD, eci Bhl KCHIMHA PENPOAYKTHEHOIO BO3pacTa
Y HEKOTOpBIX NAUMCHTOB, nNpHHHMalommMx mnpenapat  bosentan Maxcdapma, sabmogaioTcs
OTKJIOHCHMA OT HOPMBI NoKasatencHt PyHKIHH neveHy 1 aHeMus (HH3KHH remornobun).

AHAIHIBI, KOTOPLIC BPAY HAZHAYMMT BO BPEMSL JIeHeHHS
Bo spems nevenns npenaparom bosenran Makcdapma sam Bpay Oyaer peryjiapHo IpOBOJHTH
AHATHIBI JUIA KOHTPOISA PYHKIHH NEeYeHn # YPOBHSA remMoriobnHa,

Mudopmaunio 060 Beex 3THX SHAAM3AX Bhl MOKCTC TAKAC NOCMOTPCTh B KAPTOMKC-NAMATKC JUIA
NauMeHTa (HAXOAMTCA BHYTPM ynaxkosku npenapara boseuran Maxkchapma). Bamuo, wroOwl b
CAABATH ITH AHANM3LI PETYIAPHO B NEpHOA NpHema npenapara boserntan Makcdapma. Mei nipeuiaraem
BaM 3aMHCaTh ATy CAAYH BAILErO MOCHEAHEr0 AHANNM3A, & TAKKE JaTy CAAYH BALLCIO NOCACAYIOMEro
aHanu3a (COPOCHTE JIaTy Y CBOErO Bpa4a) B KapTOYKe-DAMATKE 1A DauHeHta, 41odbl Bbl Beeraa
NOMHHJIH, KOT/1 J0/UKHB CAATE CAETYIONHN ananns,

AHAINIBI KPOBK [UIH HeCAea0BaHNA QYHKIMH ICYeHN '
[TposonaTes Kamawiil Mecin B TeYeHHEe BCEro nepuoja nedeHus npenapatom Bosenran Makchapma,
lTocne yseanueHus 10361 MPOBOAATCA JONONHHTE/IBHEIC AHATHIE! Yepel 2 HeaemH.

AHATHILI KPOBH VIN BLINBJICHIS AHEMHH

ITpoBoaATCR KamaLIi MECAI B TEYEHHE NEPBLIX 4 MECALICE JICYCHMA, 3ATCM KOKIbIC 3 MECALA, TAK KK ¥
NALMCHTA MOMET PAIBHTHCH AHEMHS.

Ecii pesynbTaThl aHATH3A HE COOTBETCTBYIOT HOPME, TO BPay MOKET PeliHTh YMEHBIIMTH 103V HIIH
MPeKpaTHTh Jeyenne npenapatoM bozenran Makcdapma ¥ Ha3HAYMTL JanbHEAIIMEG AHATH3IbI JUIN
YCTAHOBJICHHA TIPHYMHDI,

Jdern v noapocren
[penapar Bozentan Maxkcdapma HE PEKOMEHAYETCH NPHMEHATh Y ACTEH ¢ CHCTEMHBIM CKJICPO3OM H
ANFHTANBHOI R38eHHOI Goneansio, Cm. pasaen 3 “Tlpuem npenapara bosentan Makcdapma ™,



Jpyrue npenaparsl u npenapar bolentan Maxchapwa HO PB
Coobmre nevauieMy Bpayy Wi paGoTHHKY ANTEKH O TOM, WTO Bbl NPHHHMAETE, HEAABHO
TMPHENMATH, WK MOKETE HAaTh IPHHUMATL Kakke-1100 apyrue npenapatsi | f 8 -2022

Oyens BaKHO cOOOLMTSL BALIEMY Bpavy, €C/IH Bhl IPHHHMACTE!

o [llukirocnopus A (JeKapCTBEHNHLIA npenapar Ha3HA4aeTCA  MOCAC TPAHCIUIAHTAILHA W Julk
NCUCHHA NICOPHA3a), OAHOBPEMEHHOe NpHMcHEHHE ¢ mpenapatom bBosenrtan Maxcapma
HPOTHBONOKAIAKO,

e CHpoauMmyC WIH TAKPOIHMYC, KOTOPHIE HA3HAYAIOTCHA NOC/IC TPAHCIUIAHTALMH, HE CHEayeT
NPHMCHATL  OAHOBPEMEHHO ¢ npenaparoM bolenran Maxchapma.

o [mbenxnamua (nexaperso ot amabera), pudamnuuue  (JeKkapcTBo OT TYOCpPKY:e3a),
(pmoxonason (exapcTao OT rpudKoBRIX HHPEKUHI), KETOKOHA30M (IEKaPCTBCHHOC CPEACTBO
A neveHus cuuapoMa Kymuura), win HeBHpanuH (JlekapeTsentoe CpeacTBo Ui JICHCHHA
BHY undexuun), JaHHbIE JEKapCTREHHBIE NPenapaThl He C/eAyeT NPHMCHATh OHOBPEMECHHO
¢ npenaparom bosentan Makcdapma.

e Jlpyrue AckapcrBeHHble npenapatbt aas acuenus BHY uudexumnn, 9ro moxer tpebosars
AOTOMHHTENBHOIO HAGMOACHUA IPH OLHOBPEMEHHOM IPUMEHEHHH ¢ npenapatom bozenTan
Maxcdapma.

e [opMOHAIBHBIC KOHTPAUCNTHBHBIC NPENaparhi, KOTOPHIC HE OKA3MBAKOT [OIHOLUCHHOIO
sthdexra npu copmecTHOM npumeHcHHM ¢ npenapatom boscutan Makchapma.  Buyipu
ynakoexu npenapara bosentan Makcdapma Bbl HalleTe KapTOYKY-NAMATKY JUIA AIHEHTA,
KOTOPYIO B! JIO/UKHBI BHHMATEILHO NpovnTarh. Bam spay H/WIH rHHEKONOr NOCOBETYIOT
NOAXOAANUIHE HMEHHO BAM METO/LI KOHTPAIENIHH.

e Jlpyrue ACKApPCTBCHHBIC Npenapars! A8 JACYCHHS JICFOMHON THICPTCH3HH: CHageHapun u
Tazanagu,

Bapdapun (auTixoaryaur).
CumBacTiH (NPUMCHACTCS NPH JICHCHHH IHNCPXOJCCTCPHHEMHH ).

Ipenapar Bozentan Makchapma ¢ nuweii u nanurkamu
[Mpenapar bosenran Makcdiapma ceyeT NPUHHMATE HE3ABHCHMO OT NPHEMA MU, 3ANHBaR BOJOH.

BepeMennocTs, IpyiHoe BCKAPMANBAHNE W PEPTILILHOCTS

Ecan Bm DepeMeHHBl WAM KOPMHMTE IPYAblO, Aymaere, 4ro s3abepeMeHend, WIM IUIRHKpYETe
GepeMeHHOCTD, Mepel HAYAIOM NPHMEHEHHS MPenapara NMPOKOHCYNLTHPYHTEC: C NeYallHM BPavoM
WK paGoTHHKOM AITeKH,

AeHuHHEL penpoJVKTHBHOIO BO3pacTa
HE [MPUHUMAMWTE npenapar Bosentan Makcdapma ecan Bbl 6epeueuuu HIH  NNasupyere
DEPEMEHHOCTD.

Tectri Ha GepemennocTs

[Tpenapar bozentan Makchapma MOKET HAHECTH BPEA HEPOAXNEHHBIM JACTAM, 304aThIM [0 HaYala
NICYCHHA WIH BO BpeMs nevenns. Ecni Bu KEHIIHMHA, KOTOpas MOAKET 3a0epeMeHeTh, Ball Bpay
NONPOCHT BaC NPOATH TeCcT HA GepeMEHHOCTh, MPEAK/IE HeM Bhl HAYHETE NPHHHMATH Npenapar
Bosentan Makchapma WiIK peryispHO BO BpeMs IeHenns.

[IpoTHBO3A4ATOMHbIC CPEACTBA
EcaM €cTh BOIMOXKHOCTE TOTO, 4YTO BbI MOMeTe 3a0€peMEHETh HCHONL3YHATE HAACKHLIA METOA

KOHTPALEINLHH BO BPeMA NpHMeHeHa npenapara bosentan Makcdapma. Baw spay win ruHexonor
MOMKET TOCOBCTOBaThH BAM HAJCKHLIE CNOCODBI KOHTPAUCHIHM BO BPEMA JICUCHHA MNPENApaToM
Bosentan Makchapma. [lpenapar Bosenran Maxcdapma MOKeET CHHKATE  HANCKHOCTH
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FOPMOHAIBHBIX [POTHBO3AYATOYHEIX TNPENapaTos (Hanpumep, TabJeTOK AnA [IpHEMa BHYTPB,
HHLEKLHOHHBIX [PCHAPATOB, MMIVIANTHPYEMLIX NPOTHBO3AYATOYHBIX CPEACTE MM KOWKHBIX
naacTeipeit). 10T MeToA KonTpauenuun cam no cebe moxer OmTe nenageken. [loaromy, ecan Bul
HCIO/IB3YETE TOPMOHANLHBIE NPOTHBO3AMATOMHLIC MPENapaThl, Bhl TAKAKC A0KHB HCNONLIOBATH
faphepHblil MeTO (HanpyuMep, KeHCKHl IPe3ePBATHB, AMadparmy, NPOTHBO3AYATOUHYIO IYOKY Wi
BAIll MAPTHEP TAKAC AO/KEH HCMOMBIOBATh npesepsarus). BRYTpH ynakosku npenapara bosenran
Maxkchapma Bbl HARACTE KAPTOYKY-NAMATKY JUIA MAUHCHTa. Bbl JIODKHEL 3aM0IHATL €€ U IPEABABHTE
CBOCMY Bpadqy NpH NOCAEAYIOUMeM MOCCIUICHHH 1A TOro, 4rodbl Baml Bpay HIH HHEKOIOT MOT
OLEHUTH, TPeDYIOTCH JTH BAM JIONOIHHTCILHBIC HIK &NbTEPHATHBHEIE METOB KOHTPALICIIIHH.
Esxemecsuiinie TeCThl Ha GEPEMEHHOCTD PEKOMEHJIYIOTCH, NOKa Bhl NpHHEHMacTe npenapat bosenran
Maxchapma # HaXoAHTECh B IETOPOAHOM BO3pacTe.

Coo0mMre BameMy Bpavyy He3aMEUTHTENLHO, C€CIH  Bbl 3a0cpeMeHe BO BpeMs JIeUCHHA
npenaparoM bozentan Makcdapma wim mnanupyere sadepemeners 8 Oanxaiimem Gyayem.

[ pYAHOE BCKAPMJIMBAHNE

Coobmure Bamemy Bpauy HC3AMCUIHTEIBHO, CCIAH Bbl KOpMMTE rpyasio. Bpau Bam nocoseryer
(IPCKPATHTL IPYAHOE BCKAPMIIMBAHKE, B C/IyYae ec/iH Bam Haznaven npenapar bosenran Maxcdapma,
TaK KaK, HET JaHHBIX O TOM, NPOHHKAET JIH Oo3enTan B pyanoe MOJIOKO.

DepTHILHOCTS

Ecan Bul My&uuHa, KoTOpBIE npumenser npenapar bozentan Maxcapma, Bo3MOKHO — 3TOT
npenapar MOKeT CHH3IHTHL KOIHYECTBO BalllMX CNepMaroionaos. Henbis HCKMOYHTL, YTO 310
MOJKET NOBJIHATE HA Bauly criocoOHOCTE cTaTh oTuOM. Ecan y Bac ecTh Kakie-nuO0o BOIPOCH ¥
onaceHus, 06CyAHTE 3TO C BAIINM BPAYOM.

Yupasiaeune TPAHCHOPTHLIMH CPEACTBAME B PAGOTA ¢ MEXAHHIMAMH

[lpenapar Bosenwran Maxkcdapma HC OKA3shiBACT MM HC3HAYHTC/ALHO OKA3LIBACT BIMAHHE HA
Cnoco0HOCTL  YNPaBiIeHHs TPAHCHOPTHLIMH CpPEICTBAMH win pabory ¢ mexanmamamu. Opmako
npenapar bosentan Makchapma MOXKeT CHH3HTE Balle apTepHanbHoe OaBNeHHe (THIIOTCH3HA), HTO
MOMKCT BLI3BATH Y BaC rONOBOKPYKCHMC, MOBAMATH HAa Ballle 3peHHC H CNOocoOHOCTL YNPaBIAATH
apToMoOrIeM M pabory ¢ Mexanmimamu. TTo3ToMy, €C/IM Bbl NOYYBCTBOBWIM IOJOBOKPYKEHHE HIH
Balle IPEeHHE YXVAIHIOCE BO BpeMs npuema npenapara bosenrad Maxkcdapma, He caaurech 3a pyib
Hi He padoTtaiiTe ¢ KaxHMU-TH00 HHCTPYMEHTAMH HIH MEXAHHIMAMH,

Ocobuie yKazanus, KACAIOHIMECH BCHOMOTATEILHLIX BEUIECTS

[Tpenapar Boszentan Makcapma coiepauT HaTpHit.

Jlanubifi NeKapCTBCHHBI Mpenapar coAepKHT MeHee wem 23 mr Hatpus (Immons) na Tabnerky,
C/CA0BATENBHO, MOKET CHHTATHCR “cBO00IHBIM OT HaTpHA .

3.1puem npenapara Bozenran Maxcpapma

Beerna npuuumaiite npenapar bozentan Maxcdapma B noiHOM COOTBETCTBHH ¢ peKOMEeHALMAMH
Jevauiero spava. [Ipu nossnennwn comHenuil nocoseryiiTech ¢ NeyatuM BPayoM HIH pabOTHHKOM
AlTEKH.

Jlewenune npenaparom bosenran Makcapma Jom&HO OBITL Ha3HAYEHO W HAXOMHTCH MO KOHTPOICM
Bpaya, umeromero onwt neuwenns JIAI wan cucremnoro cxkneposa. Beerza npunumaiite gannbifi
NeKapcTBeHHBil Npenapar Tak, Kak Baml BpaM BaM HasHauwl. EcnM Bhl B MEM-TO HC YBEDCHBI,
NOCOBETYHTECH € BAIIMM BpayoM MM paloTHHKOM anTeKH.

Pexomenayemasn no3a:

Bipocasie
[1py NIcuCHHH B3POCALIX NAIHENTOR HAYAILHAS 1038 00BI4HO cocTaseT 62,5 Mr /1Ba pasa B JCHb



(VTPOM H BEYEPOM) B TEHCHHE NCPBLIX 4 HEJIE/b, 3aTeM 00BIMHO Balll BPaY COBETYET-BiM PHEHRMATS 110
125 mr JiBa pasa B /ICHb, B 3ABHCHMOCTH OT Baleit peaxiy Ha npenapar bosentan Makeapma.

Ipumenenne y aereil H NOAPOCTROB g 16 8 2022
PekoMeHLyeMble 10351 TIpeANasHaucHbl TOJABKO Ui Aeteét ¢ JIAIL. V pjereli 8 sospacre o1 1 roaa
nevenne npenaparom Bosentan Makcdapma 00bMHO HAYHHACTCH € 2 MI' Ha KI' MACChI TC/1a /12 pala B
AcHb (YTPOM 1 BeyepoM). Bam spay nocoseTyeT BaM HYKHYIO 103y,

Fcnu BaM noxasanock, 410 jefictewe npenapara Bosenran Makchapma COHIIKOM CHIBHOE W
CITHIIKOM ¢1a60e, NOrOBOPHTE C BAIIHM BPavyoM, HTOOb! BHIACHHTH, HYKHO JTH BaM H3MCHHTH 103Y.

My s u enocod npuema npenapara bozentan Maxcdapma
[Ipenapar caeayeT MpHHUMATH (YTPOM H BEYEpOM), 3anHBas 800, HesasnCHMO OT NpHeMa IAIIH.

Ecan sut npunsian npenapar bolenran Makcpapma Goanme, wem rpedyeres
Ecnu Bl npunsnn Gonasine tabaerok, vem sam ObUI0 HA3IHAYEHO, CBAKHTCCH C BAIMM BPAYvoOM
HEMCIUICHHO,

Ecan sbi 3a0b1am npunsts npenapar bozenran Makcpapma

Ecan Bel 3abbuti npunsts npenapat  Bozentan Makcdapma, npuMHTe 103y, KaK TOJLKO BhI
BCOOMHHAH 00 9TOM, B jankHedimeM npoaonkaiite neyenne B oObmnom pexcume. He npunumaite
ABOHHYIO 103y, 4TOOB! KOMIEHCHPOBATL NPONYILICHHYIO,

Ecan Bol npexparuwiam npunumars npenapar bosenran Maxcdapma

Peikoe npexpamenne nevenss mnpenaparoM bozewrtan Maxchapma MOXKET NPHBECTH K YXYAUICHHIO
Bamux cumnTomoBs. He npexpamaiite nprem npenaparta, moka sain Bpa4 He ckaxeT 06 srom. Baw spay
MOJKET NMOCOBETOBATH CHHIHTE JI03Y B TeHeHHE HECKOIBKHX JIHCH, MPEK/IC HYeM MOTHOCTBIO NPCKPATHTS
IpHEM.

[Ipy HAIMYHK BONPOCOB NO NPUMEHEHHIO npenapara obparTHTech K JievalemMy Bpady Wid paboTHHKY
anvTeKH.

4.Bosmoxnbie HeAReIATEABHBIC PEAKIHN
[Tonobuo Beem nexaperseHHbiM npenaparaM npenapar bozentan Maxcjapma MOXKET BLI3LIBATE
HEKENATENILHBIE PEaKIH, OJIHAKO OHH BOZHHKAIOT HE Y BCEX.

HanGonee cepbesiibie HexenaTebibie peakiuu:
o  Hapywenue GyHxuuy neqeHn, Moxer sozuukars OGonee vyem y 1 u3 10 yenosex
e AnemHs (MHIKHMH nokalareib KpPOBH) MOMKET BOIHMKATeE MeHee yeM vy | w3 10 uenosex.
AleMHA MOXKET HHOT1a Tpeﬁonm NEPEIIHBANKA KPOBH.

Mokasarenu QyHKUMM NEHCHH M NOKAIATCIH KPOBH OYAYT KOHTPONMPOBATHCA BO BPCMA NCHCHMA
npenaparom bosentad Maxchapma. (oM, pasaen 2). BaxHo c1asarb 9TH aHANH3bI COMACHO YKA3aHHAM
BAlICro Bpava.

[Ipu3naxy Toro, 9T0 Bawa NeYens He PYHKIHOHMPYET J0MKHBIM 06pazoM:
¢ Tommora (M03LIB K pBOTE)

Psora

JInxopanka (BLICOKas TCMIICpaTypa Tea)

Bonb B weayaxe (xunore)

Kenryxa (noxkenrenne xoxn Hin OeIKOB r1a3)
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BRIOCTH HIH YTOMASEMOCT (HCOOBIMHAS YCTATOCTL HIIH HCTOMICHHE)

["punnonoaodubiii cHrapoM (GO1H B MBIIILAX M CYCTABAX C IHXOPAIKOH)

Eemit Bui samerwin xakoii-nu00 #3 9THX NPHIHAKOB, HEMELICHHO coobmute ob ITOM Bamemy
Bpauy.

¢ HE®: HH:
Ouens yacro (MoxeT Bo3HuKaTe Gonee wem y 1 u3 10 yenosex):

e [‘onosnas Goiub.
o  Orex (0TEK HOr MK JOALDKSK HIN JAPYIHE NPHIHAKH Ja/IePKKH KHIKOCTH).

Yacro (MokeT Bo3HuKate  meHee yeMm y 1 u3 10 yenosex):

[MoxpachenHe HIH KPaCHOTA KOXKH.

[MMNepUYBCTBHTE/IbHBIC PEAKIHM (BKIKOHAR BOCIIAUICHHE KOXKH, 3YJ1 M ChINb),
["acrporodareansnas pedunokcras 6oxeans (KHCIOTHEIH pedunioke).
Junapes,

Cunxone (o6Mopok).

Yyauensoe cepaucOueHne (YHaeHHOe HHIAH HEPeryIsapHoe).,

Huakoe kpossHoe jasienne,

3a10MEHHOCTL HOCA.

Heuacro (Mosker Bozuukars mMexee uem y 1 us 100 uenosex):

e  TpomGounronenns (Hu3Kuii yposens TpoMOOLHTOR).

o Heiftrponenns/nefixonesus (Hu3kui yposeHsb GenbIX KPOBAHBIX KJICTOK).

e [loBbinennsie nokasartend QYHKIUHH NEYeHH NpH renarHTe (BOCNaJeHHe MNedYeHH), BKIOYas
BOIMOKHOE O0OCTPeHHE NEPBHYHOrO renaTtHTa WHIH KeNTYXY (NoKeNTeHHe KOXH HiH Genkos
raas), |

Peako (Moxer Bosnukats MeHee vem y | uenosexa us 1000):

*  Anadunakcus (obmas aUieprudeckas peaxius), AaHrHOHEBPOTHYECKHH OTeK (OTEK, Jalle Beero
BOKPYT rna3, ry0, f3nixa wim ropiaa),

o [luppos (pyOuecsanne) neyeny, NEYCHOYHAN HEJOCTATOYHOCTD (Cephe3HOe HApYINCHHE PYHKIHH
MEYEHH ).

Take coobmanoch 0 HEYETKOM IPEHHH C HEHIBECTHOHN YacToToN (YacToTa He MOXeT ObITh OlleHeRa
110 UMEIOLIHMCH JAHHBIM )

[lobounsie peakuun v aereit 1 noapocrkos
[NoGounsie peaximy, o KOTOPLIX coobmaiock y Aetel, nomyuasmnx npenapar bosenran Makcdapma,
OBLUIH TAKHMH XKe, KaK H Y B3POCIbIX.

Coobmenne 0 HERCAATEALHBIX PEAKLHAX
Ecam y Bac BOIHMKAIOT Kaxue-mHO0 HEKeNaTe/IbHbIE PEAKIHH, IPOKOHCYALTHPYATECE C BpauoM HIH
paGoTHukoM antexd. JlaHHas PEKOMEHJAUM  PACNPOCTPAHAETCA HA  /OOBIC  BOIMOKHLIC
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HeAeATEe LHBIC PEAKIIMH, B TOM HHC/C HA HE MepedHC/ICHHBIE B THCTKE-BRIAbIIE. Bul TaKKe MOKeTE
COOBLTE O HEKENATE ILHBIX PEAKIIHAX HAMPAMYIO Yepe3 HAlHOHAIBHYIO CHCTEMY coobInenHit
(hitps://www.rceth.by), Coolias 0 HEKEIATENBHBIX PeaKisX, Bl MOMOracte NOMy4HTH Go/bile
cBeieHrii 0 Ge300acHOCTH Npenapara.

5.Xpanenne npenapara bolenran Maxcdapva

XpanuTe NPeNapat B HEAOCTYTIHOM /L1 pebeHKa MECTE TaK, YT00k! peGCHOK HE MOT BHACTD €10,
Xpanuth npu Temneparype te sbie 30°C.

He npumensiite npenapar Nocle HCTCUCHMS CPOKa FOJHOCTH, YKA3AHHOTO Ha YIAKOBKC. Jlaroii
HCTCHCHHA CPOKA NOJHOCTH ABJACTCH MOC/IEAHKA AeHDb AaHHOTO MECALA.

He suibpacsisaiite moboil TeKapcTBCHHbIA Npenapar 8 Kanatu3auuio (BOA0NpoBOA) WK C ObITOBbIM
mycopom. Crnipocure Bawero (apmauesra, Kak yTHIHIHPOBaTh JICKAPCTBEHHbIE NpPEnaparsl, KOTOpbie
Bl 60/b1€ HE HCIONb3YeTe. ITH MEPbl OMOI'YT 3ALIHTHTE OKPYKAKOULYO CPEILy.

6.ConepRuvoe YHAKOBKH B IPOHHE CBCACHUS
[Tpenapar Bosenran Makcdapma CoaepuT:

Jleficreyromm semtecTeom npenapara Bosenran Makcdapma anaserca Oo3eHTaH B BHAC MOHOIHpATA,
Kaxnas tabaerka coaepuut 62,5 Mr i 125 mr Go3enTana (8 BH/Ie MOHOIHAPATA).

[TpounMH BCHOMOraTe/IbHbIMH BCILECTBAMH ABJIAKOTCH!
KYKYPY3HBIfE Kpaxman,

npexenarnHHINPOBAHHBIN KpaxMan (KyKypy3Hbiit),
HATPHA KPaAXMATIIHKOAAT (THI A),

nosugon K-90,

MArHHA cTeapar

naenoynas obonouxa (Onaapait 03K520012 wénrueii):
runpomesnoda 6ep (E464),

tHTana anokena (E 171),

TPHALCTHH,

tansk (ES53b),

weEnTHI wenesa okena (E 172),

KpacHsli xkeneza oxkcua (E 172)

Buewnnit sua npenaparta bozentan Makcedapma u cogepanmoe YHIAKOBKH

Boszenman Maxcghapma mabremiu, noxpeimete niénounoit 06onouxoll, 62,5m2

CBeT/I0-0paHACBOro UBeTa, KpYr/iod (opMsl, BOAKOBEIMYKIbIC, TabNeTKH, NOKPHITHIC MICHOYHON
obGonoukoit, ¢ rpasuposkoil “IB17c oanoll cropons! H raaaxkue ¢ ApyroH.

bosenman Maxcghapma mabaemsu, noxpeimee niénoynoi oborouxol, 125m2

CBetno-opan&eBoro usera osaibhbie, npubansurensto 11,00 MM 8 pmany u 5,00 MM B wHpHHY
ABOAKOBBINYK/IbIe TableTKH, NOKPLITBIE NIEHOYHONH 0Oonoukoil, ¢ rpasuposkoii “IB2" ¢ oaxoi
CTOPOHBE M IMIALKHE ¢ APYIOH.,

Jlsoitusle amomuanessie Omucrepsl Wi Oamcrepst [IBX/TIDIIBAX-amomunuii, coaepxamme 14
TabaeToK, MOKpLTHIX MadHounofi obonoukoil. 4 GmucTepa yNaKOBBIBAIOTCA B KAPTOHHYIO KOPOOKY
BMCCTE € JIHCTKOM-BK/IAALIICM.

JlepAATE b PErHCTPALMONMOTO YAOCTOBEPEHHA
Jlutosckasn PecnyOnuxa
MAKC®APMA BAJITHUSA 3A0 ya. Cantonmmksio 29/3, LT 08105, Banswioc,



ren: (+370 5) 2730893; (+370) 60048899
daxc: (+370 5) 2730893; (+370) 60048899
anpec ekTponnoil noyte: office@maxpharma.lt
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MAXPHARMA BALTUA UAB, Saltoniskiu 29/3, LT 08105 Vilnius, Republic of Lithuania

Iponssoaurean

Hurac @apmacsiomukaic Jita., Maroaa — 382 210, Oxpyr: Axmenaban, Mnaus
Intas Pharmaceuticals Ltd., Matoda, 382 210, Dist.: Ahmedabad, India

3a moboit

undopmanueii 0 npenapate  caeayer oOpamaTLCs

K TMPCACTABHTEMIO JACPAKATENR

PETHCTPAIHOHHOTO YAOCTOBEPEHHS HIH JIEPKATETIO PErHCTPAITHORHOTO YAOCTOREPEHHS:

Jlurosckas Pecnybinka

MAKCDAPMA BAJITUA 3A0 yu. Carronnmxio 29/3, LT 08105, Bunsuioc,

Ten: (+370 5) 2730893; (+370) 60048899
thaxe: (+370 5) 2730893; (+370) 60048899

anpec yekTponnoi noyrst: office@maxpharma.lt

JIMCTOK-BKIA/bIL IEPECMOTPCH:
1212021

Yea0Bus 0THYCKA W3 aNTeR
[To peuenty Bpava.

[oapoGusie cenenns o npenapare coaepxarscs Ha seb-caitre: https:/reeth.by,

<

(nHHHS OTPLIBA HIH OTpE3a)

| KAPTOUYKA-IIAMSITKA JUISI HALHEHTA |

Bamnsie npeaynpessennn o mepax 6e30nacnocTs s
nauMeNTOn,
npuuEManiumny npenapar bosenran Makcpapma
(Gosewran)

DT KAPTOUKR COACPAHT BAKHYIO HHQOPMAUHKD O [penapare
bosenran Makcdapma, [Mokanyhera, puumareasuo npodistaiime

ITY  KAPTOMKY, NpPemie 4eM HaNaTh NPUHMMATE npenapar
Bosenran Makcdapaa.
Batwe wma:

Jlewawn#t spay:

Ecnm y Bac eCTh BOMPOCH KacaTeNsno npenapata BosedTad
Maxchapma, NPOKOHCYILTHPYATECH CO CHOMM BPAYOM,

TIpoTHBOIAMATOMHLIE CPENCTHN

Henoassyere i Bl wim npHHKMAETE NPOTHBOYAYATOY HIME
CpeacTsa 8 HacTosuee spems”
O Jla O Her

Ecan aa, VEREHTC HX HRIBAHMA HIXC!

OrHecHTe ITY KapTOUKY CROCMY EPRHY HIH IMHCKOJONY NPy
CHEAYIOULEM MOCEUIERHN, W OH/OHA CMOXCT NOCOBETOBATS BAM,
HY#HO A BaM  HCIIOAL3IOSATH  JONOAHHTC/ILHLIC  HIH
RABTCPHATHBHLIE METOMM KOHTPALCALH.




HO PB

Ecan Bt enumna 1€TOPOAHON0 BOIPACTa, BHHMATEILNO
npountaire Hry nHpopmauno

Bepesennoctn

llpenapar Bosewran Maxchapma  MOKET BAHECTH  Bpen
pussTINO (1048, Taxum o0pasoM, Be HC JOKHL TPHHUMATS
npenapar Bosentan Maxcpapsa, ecin B GepeMeH R, W Bbl
TAKAE HE NOMAHbE 3a0CPCMCHETS B NCPHOA NPHEMA NPERApaTa
bosenran Makcapaa,

bBonce TOro, €Cam Yy BAC HMEIOTCH  [POABISHHA NEr0vHOR
MHNCPTEHIHN, TO GCPCMCHHOCTL MOKET CHIBHO  yCyryOwr,
cuMIToMi sawero sabonesanua. Ecan Bul nogoipesacre, 41O
Gepemernnt, coobuurre 00 STOM CBOSMY BPANY WIH THHEKONOTY.

IpoTnBozauaTouHbIe CpeacTea

IpoTHBE03a4aT04HME CPE/ICTEA, OCHOBAHHLIC HA NOPMOHAX, TAKHE
K8K  OpAABMLIE  KOHTPALEATHOM WM (POTHROZANATOMHNE
TabNCTKY, FOPMOHLIBHEE NHLEKLHK, HMIUIAHTATLL WM KOWHbIE
IACTHIPH I8 KOHTPQAA POKARSMOCTH, He 00CCresMBAIOT
HANCAHONO  (PENOTHPAIEHHS  GepeMennocTH Yy  eNImuM,
npuMMMalowmny  npenapar  bosewrad  Makcdapma.  Bawm
HEOGXO0MMO  MCMONB30BATE  DapbepHyio  (opMy  KOHTpPOASA
POKAACMOCTH - HANPUMEpP, MpelepaaTHe, awadparMy HIH
BArMMAILHYIO TYGKY « B JONOANEHHE K MODOMY HI HTHX BHIOD
FOPMOHAALHLIX  NPOTHBOIAMATOMHEX cpeacts.  Obmlarensso
obcyanre Mo BONPOCH!, KOTOPHIC MOTYT Y BAC BOIHHKHYTH,
CO CBOMM BPAYOM WIH THHEXOMONOM — 3anoJiMTe JaHHWe Ha
O0paTHOR CTOPOME ITOR KaPTOMKN M NPEALABMTE € CHOLMY
BPAUY WM MHEKONONY NPN CACAYIOWCM NOCCUICHMI.

Be lomkHM  OpoXOAKTS TeCT Ha OepemennocTs 10 Havasa
npuema npenupata bosewras Makcdapma v kwkasil Mecau Bo
BPCMA NPHEMA, ARKC SCAN BU CHNTALTE, 470 HE GepPeMCeHHM.

JAATR NEPBOrO EXEMECKIHOIO TECTA:

Qi a 2059
< TO0 L UL L
AHZAHI KPOBY LIS KOHNTPOAR PYHKUHN HEHEHN

Y HEKOTOPHIX NALMEHTON, NPHHAMABIINX npenapat bosenTan
Maxkcdapma, HaGMOARAMCE  OTXIOHEHMR 0T  HOPMBI
noxasarencit  yHkumn  neveds, Bo  Bpema  esenny
npenaparom Bojenran Makcdapma Baml Bpay  HAIHAYMT
PErYASPHEIC AHANNIE KPOBH JLIA OUCHKH HIMCHEHMUA QyHKLN
NEYeHH,

He 3afniBailTe caasats 4HAINNI KPOBN VIS KOHTPOISA
GyHKUMN MeNeHH KaXALIA MecsLL

Iocae yseansuenus 103sl vepes 2 weaean Gyacr npopeaen
AOAOAHMTEALNLIR AMAIN3,

Jlara nepsoro exREMCCRHHONO AHATHIL:

Bauw exemecamsifl rpadHx anainia Kposy JUIS XOHTPOAR
(hyHKIMH neYeHH:
0O Aunaps
0O despans
O Mapr
O Anpeas
0O Maii
0 Hions
0O Hons
O Aaryer
3 Cenrabps
O Oxrsbpe
3 Hosbpa
O Jexabpe




