HNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Upbecapran/Xuapoxnoporuasug Teva 150 mg/12,5 mg punmupanu tadbiaetku
Upbecapran/Xuapoxnoporuasun Teva 300 mg/12,5 mg punmupanu TadbiaeTku
Upbecapran/Xunpoxiaoporuazu Teva 300 mg/25 mg dhunMupanu TabaeTku

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Upbecapran/Xunapoxnoporuasun Teva 150 mg/12,5 mg dunmupanu TabiaeTku
Bcesika punmupana Tabnerka chabpika 150 mg upodecapran (irbesartan) u 12,5 mg xunpoxmnoporuazua
(hydrochlorothiazide).

UpbGecapran/Xunpoxaoporuasug Teva 300 mg/12,5 mg ¢puamupanu TabaeTKu
Besika ¢punmupana tabiaerka cpabpika 300 mg upbecapran (irbesartan) u 12,5 mg XuapoxaopoTHasH
(hydrochlorothiazide).

Upbecapran/Xunpoxaoporuazua Teva 300 mg/25 mg dhunMupanu TabaeTku

Besika ¢punmupana tabiaetka cpabpika 300 mg upbecapran (irbesartan) u 25 mg XUAPOXIOPOTHAZH,T
(hydrochlorothiazide).

3a MBJIHUA CHUCHK Ha MOMOIIHHUTE BEIIECTBA, BXK. Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Ounmupana TabieTKa.

Upbecapran/Xuapoxaoporrazua Teva 150 mg/12,5 mg dunMupanu 1abaeTku

CaetIio po3oBa 10 po3oBa ¢puimMupana Tabierka ¢ Gpopma Ha Karcyna. Ennara ctpana Ha Ta0nerkaTa € ¢
BINIOHATO pesieHO O3HAUeHUe Ha yrcioTo “93”. JlpyraTta cTpaHa Ha TabieTkara € ¢ BITbOHATO
peneHO 03HAYCHHE Ha YUCIIOTO “7238”.

UpbGecapran/Xunpoxaopotrazui Teva 300 mg/12,5 mg hunMupanu TabaeTku

CaetJio po3oBa 710 po3oBa ¢punmMupana tadierka ¢ Gopma Ha Karcyna. Ennara ctpana Ha tabnerkara e ¢
BIUTLOHATO pesiepHO 03HaYCHHME Ha YuciIoTo “93”. [lpyrata cTpaHa Ha TabjeTKara € ¢ BIIbOHATO
penedHo o3HaueHHE HA YUCIIOTO “7239”.

Upbecapran/Xunpoxaoporrazua Teva 300 mg/25 mg dhunMupanu TabaeTku

Po3oBa 10 TeMHO po30Ba puiMupana TabsieTKka ¢ popMa Ha Karcyia. EnqHara ctpana Ha TabieTkaTa e ¢
BINIBOHATO pesieHO 03HAUeHUe Ha yrcioTo “93”. JlpyraTta cTpaHa Ha TabieTkara € ¢ BITbOHATO
peneHO 03HAYCHHE Ha YUCIIOTO “7469”.

4. K/IMHUYHU JAHHU

4.1 TepaneBTUYHM MOKA3AHMSA

3a jleyeHne Ha eCEeHIMaIHa XUIIEPTOHUSL.

Ta3u ¢pukcupana 1030Ba KOMOWHANKSA € [TOKa3aHa IpH MAHEHTH, YHETO KPbBHO HAJSITAaHE HE €

aJICKBATHO KOHTPOJIMPAHO OT CAMOCTOSTEITHOTO MPUJIOKEHHE Ha MpOecapTaH WM XUAPOXJIOPOTHAZU]L
(Bk. Touka 5.1).



4.2  Jlo3uUpoBKAa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Hpbecapran/Xuapoxiaoporuasu Teva Moke 1a ce MprueMa BeIHBK JHEBHO C WK 0€3 XpaHa.

Moske na ce mpenopbyua TUTPUPAHE HA J03aTa C OTACITHUTE ChCTAaBKHU (T.¢ upOecapTaH u
XUAPOXIIOPOTHABHT).

Koraro e KIIMHUYHO MOAXO/AIIO JUPEKTHOTO MPEMHHABAHE OT MOHOTEPAIUs KbM (PUKCHPAHUTE

KOMOMHALINH, MOXeE J]a C€ UMa MPEJBUJI CIIEAHOTO:

o Upbecapran/Xunpoxaoporuazuz Teva 150 mg/12,5 mg moxe 1a ce mpuiiara mpH MarueHTH,
YHETO KPHBHO HAJATAHE HE € aJIeKBATHO KOHTPOJIMPAHO IPH CAMOCTOSTEITHOTO MPHIIOKEHHE Ha
XUIPOXJIOpOoTHA3NA WK upodecapran 150 mg.

o Upbecapran/Xuapoxnoporuasun Teva 300 mg/12,5 mg moxe na ce npuiiara mpu naueHTa, npu
KOHMTO HE € MOCTUTHAT JOCTaThUeH KOHTPOJ MIPU CAMOCTOATEIHOTO MIPUIIOKEHUE Ha upbecapTan
300 mg nm Upbecapran/Xuapoxmoporuasua Teva 150 mg/12,5 mg.

o Upbecapran/Xunpoxaoporuazuz Teva 300 mg/25 mg moxe 1a ce mpuiiara mpy ManueHTH, TP
KOHUTO HE € MMOCTUTHAT AOCTaTh4YeH KOHTPOJI ¢ MpOecapTan/XuapoxaopoTuasu
Teva 300 mg/12,5 mg.

He ce npenopbuBa eIHOKpaTEH JHEBEH MTPHUEM Ha JIO3H MO-BUCOKHU OT

300 mg upbecapran/25 mg xuapoxnopotuasua. Korato e Heooxonumo, Upbecapran/XuapoxiopoTrasusmn
Teva Moxe 1a ObJie IpHUIIaraH 3aeJHO C IPYT AaHTHXHUIIEPTEH3UBEH JICKAPCTBEH NPOIYKT (BX. TOUKH 4.3,
44,45u5.1).

CHCLII/IaJ'IHI/I nomyJannuu

bvopeuno yspeacoane

[Topanu chabpikaHUETO Ha XUApPOXIopoTHasul, Mpbecapran/Xunpoxioporuasua Teva He ce
IpernopbYBa MPH MALUEHTH ¢ TeKKa ObOpeuHa quchyHkius (kpeatTuHuHOB KinpbHC < 30 ml/min). [Ipu
Ta3M rpyrna 3a MpeArnoynuTaHe ca OpUMKOBUTE BMECTO THA3UIHKUTE quypetuii. He e HeoOxoaumo
aJlanTHpaHe Ha J103aTa MPH MalUeHTH ¢ yBpeaeHa ObOpeuHa GyHKIUS, YMHTO KPEATHHUHOB KJIMPBHC €
> 30 ml/min (Bx. Touku 4.3 u 4.4).

Yeproopobno yspexcoane

Hpbecapran/Xuapoxaopotrasua Teva He € MoKa3aH MPH MAlUEHTH ¢ TSKKO YePHOAPOOHO YBPEKIaHE.
Heo6xonumo e moBuiieHo BHUMaHUE NP NPUIIOKEHHETO Ha TUA3UIU IPH MALUEHTH C YBPEICHA
yepHOApoOHa (ynkuus. He e HeoOxonuma npomsHa Ha no3ata Ha Upbecapran/Xuapoxinoporuazua Teva
IIPH MAIUSHTH C JIEKO JI0 YMEPEHO YepHOAPOOHO yBpexaaHe (BXK. Touka 4.3).

Xopa 6 cmapuecka 6v3pacm

He ce Hanara npomsina Ha j1o3ata Ha MipOecapran/Xumpoxiiopotuasu Teva npu xopa B cTapuecka
BB3pacT.

Tleduampuunanonynayust

HUpbecapran/Xuapoxnoporuazua Teva He ce mpenopbyBa 3a yrnorpeda mpu Jena 1 I0HOIIH, Thil KaTo
Oe3omacHOCTTa U ePUKACHOCTTA HE ca yCTaHOBEeHHW. HsiMa HalM4HU TaHHH.

Hauun Ha OPHUITOKCHUC

3a mepopaHo MPUIIOKEHNE.



4.3 IIpoTuBomoka3aHus

o CBpBXUYYBCTBUTEITHOCT KbM aKTUBHUTE BEIIECTBA MIIM KbM HSIKOE OT TIOMOIITHUTE BEIIECTBA,
U30pOoeHH B ToUKa 6.1 WK KbM JIPYTH MPOU3BOAHU Ha CYJI(poHAMUINUTE (XUAPOXIOPOTHAZH]T €
MIPOU3BOIHO Ha CYI(HOHAMHIUTE)

Bropu u TpeT TpuMecThp Ha OpeMeHHOCTTa (BK. Touka 4.6)

Texko 660pedno yBpexkaane (KpeaTHHHHOB KiaupbHCe < 30 ml/min)

PedpakrepHa XunokanueMust, XUepKaIIeMusl

Texko gepHOIPOOHO YBpeKaaHe, OMIHapHa IMPo3a | X0JIecTasa

EnnoBpemenHata ynorpeba Ha MpOecapran/XuapoxinopoTrasun Teva ¢ aTuCKUpeH-ChIbpiKaIi

MPOAYKTHU € MPOTHBOTIOKA3aHa MPH MallMEHTH ChC 3aXapeH ANa0eT Uik 0b0pedHo yBpexaaHe
(GFR < 60 ml/min/1,73 m?) (. Touku 4.5 u 5.1).

4.4 ChoeuuajTHu mpexynpeskaeHus U Npeana3Hu MeEPKU NPH ynoTpeda

XHWIIOTOHUS — NAIMEHTYU ¢ HAMAJICH BHTPECHIIOB 00eM

KombOunanusTa ot upodecapTad U XUIpOXJIOPOTHAZU PSAAKO € OHiia CBhp3aHa ChC CUMIITOMAaTHYHA
XUIOTOHHS TIPU XUTIEPTCH3WBHU MAIIMEHTH 0e3 IPyTry pUCKOBU (PaKTOpH 3a XUMOTOHHS. CUMIITOMaTHYHA
XUTIOTOHHS MOKE JIa C€ OYaKBa MPH MAIMECHTH ¢ HEAOCTAThYCH 00EeM M/WIIM HEIOCTUT Ha HATPUH B
pe3yJiiTaT Ha MHTCH3UBHA IUYPETHYHA TEepalus, AUeTa C OrpaHUYCH IIPUEM Ha HATPUH, TUAPUS WITH
noBpbIIane. Te3u chCTOsSHUS TPsOBa 1a ObJAT KOPUTUPAHH NIPEIH 3alI0YBAHE HA JICUCHUETO C
Hpbecapran/Xuapoxiaopotuasus Teva.

Crenosa Ha Ob0peyHara aprepus - PeHOBackyiapHa XUIEPTOHUS

ChImlecTByBa IMOBHIIICH PHCK OT TEXKKA XUIIOTOHHS U ObOpeYHa HETOCTATLYHOCT B CIy4Yaid, ue MaIeHTH ¢
JIByCTpaHHA CTEHO3a Ha OBbOpEYHATa apTepHs WM CTCHO3a Ha apTepusATa Ha SAMHCTBEHUS
(hyHKIIMOHUpAaI OLOpeK, ObAAT JIEKYBaHN C HHXUOUTOPU Ha aHTHOTCH3MH KOHBEPTUPAIIUS CH3UM HITU
anruoteH3uH-11 perientopHu aHTaroHKCcTH. BhIpeky, 4e ToBa He € IOKYMEHTUPaHO ¢ KOMOWHAIIHATA OT
Upbecapran/Xuapoxiaoporuasus Teva, nogodeH edekr TpsOBa fga ce ouaksa.

brOpeuHo yBpekaaHe u 6pOpeyuHa TPaHCIIaHTAIMS

Koraro xomOunarusita ot pbecapran/XuapoxiopoTHa3ua Teva ce mpuiiara mpy MalieHTy ¢ yBpeaeHa
0bOpeuHa QyHKIHA, ce MPENopbYBa IEPUOJUYHO NPOCTeIIBaHe HA CEPYMHUTE HUBA HA KAJIUH,
KpeaTHHHUH ¥ MIKOYHaTa KucenuHa. Hsama onur ¢ npunoxenunero Ha Mpoecapran/XumpoxiopoTuasua
Teva nmpu marueHTH ChC CKOPOIIIHA ObOpeyHa TpaHcuianTalus. Mpoecapran/XuapoxiaopoTyasua Teva
He TpsiOBa J1a ce Ipuiiara IpH MaUeHTH ¢ TEXKO ObOPEvHO yBpeXJaHe (KpeaTHHUHOB KIUPBHC

< 30 ml/min) (Bx. Touka 4.3). CBbp3aHa ¢ THA3UJHUTE TUYPETUIIH a30TEMHsI MOKE J1a C€ TOSIBY IIPH
NAIMEHTH C yBpeAeHa ObOpeuna ¢pyHkuus. He e HeoOxoiMa mpoMsiHa Ha J103aTa MpH MaIlMeHTH ¢
0BOpeuHO yBpeKJaHe, YUIUTO KpeaTHHHUHOB KIUpBHC € > 30 ml/min. Benpeku ToBa, Ipu naneHTUTe ¢
JIEKO JI0 yMepeHo OBbOpedHo yBpexkIane (KpeaTHHHHOB KiupbhHC > 30 ml/min, Ho < 60 ml/min), tasu
(ukcupaHa n030Ba KOMOWHAIIWs TPsIOBa J1a ce MpuJara ¢ IOBUIIEHO BHUMaHHE.

JIBOIHO OJIOKMpaHe Ha PEHUH-aHTMOoTeH3nH-aanocrepoHosara cucrema (PAAC)

Wma nannu, ye eqnoBpeMenHaTa ynorpeda Ha ACE naxuburtopu, anrnotensut ll-peunentopuu 6i1okepu
WIN aJIUCKUPEH [IOBUIIIABA PUCKA OT XUIIOTOHMS, XUIIEPKAINEMUs U HaMaJlsiBaHe Ha ObOpeyHaTa
¢yHKUUMs (BKIIOYHTEHO ocTpa Ob0peuHa HepocTaTbyHoCT). [lopanu ToBa He ce IpenopbhUBa ABOHHO
onoxupane Ha PAAC upe3 komOuHupanata ynotpeda na ACE naxuburopu, anruorensus ll-penentopan
OJIOKepH WM alTUCKUpeH (BK. ToUkHd 4.5 u 5.1).

AKO ce TIperieHH, Je TepanusaTa ¢ JBOMHO OIokupaHe € abCoM0THO HeoOXoaruMa, ToBa TpsiOBa /1a cTaBa
camo 1o HaOJI0ICHUETO Ha CHEUUAINCT U MPH YeCTO BHUMATEIIHO MOHUTOpUpaHe Ha ObOpeuHarta
(yHKIUS, eJIEKTPOIUTUTE U KPHBHOTO HAJISITAHE.

ACE unxubutopu u anruorensuH ll-penientopan 61okepu He TpsiOBa Jia ce M3MOJI3BAT €IHOBPEMEHHO
NP TALMEeHTH ¢ AuabeTHa HedponaTusl.

YepuoapoOHO YBpEKIaHE
Tuasuaute TpsOBa a ce Mpriiarat ¢ BHUMaHUE TPY NAIMEeHTH ¢ YBpeJeHa YepHOAPOOHa (DYHKITUS WITH
MPOTPECUBHO YEPHOIPOOHO 3a00IIsIBaAHE, Thil KATO MAJIKU IIPOMEHU BHB BOJTHO-CIICKTPOIUTHHS OallaHC
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MOYe J]a YCKOPSIT NosiBaTa Ha 4epHOjpoOHa koMa. HsiMa KJIMHUYEH OHT C
Hpbecapran/Xuapoxa0poTrHasua Teva npu nalueHTH ¢ YepHOAPOOHO YBpEXKIaHe.

AopTHA CTEHO3a ¥ CTEHO3a HA MUTPAJIHATA KJIala, 00CTPYKTUBHA XUMIEPTPOQHYIHA KapAMOMUOIATHS
KaxTo u mpu octaHanuTe Ba30JMIIaTaTOPH, HEOOXOAMMO € ITOBUIIIEHO BHUMAaHUE MPH MalUeHTHTE,
CTpajJaIy OT A0OPTHA CTEHO3a WIIM CTEHO3a HAa MUTpaJTHATA KJIamna, Wik 00CTPYKTHBHA XUTIEpTpohuaHa
KapAMOMHUOTIATHSL.

IIspBUYCH allJIOCTSPOHN3EM

[TanuenTHTe C MHPBUYCH AOCTEPOHI3BM OOMKHOBEHO HE OTIOBApST HA AaHTUXUIICPTCH3UBHH
JICKapPCTBEHU MPOAYKTH, ICHCTBAIIN Ype3 HHXUOUPaHe Ha CHCTEMaTa PeHHH-aHTHOTCH3UMHOBATA CUCTEMA.
ETto 3a110, He ce npenopbuBa ynotpedara Ha Mpobecapran/Xuapoxiaoporuasus Teva.

MeTaboauTHY U EHJIOKPUHHU eeKTH

JledeHueTo ¢ THA3MIU MOXKE J1a HAPYIIH IIFOKO3HUS ToJiepaHc. [Ipy narueHTuTe ¢ AnadeT MoXKe 1a €
HE00X0JMMa ITPOMSIHA Ha [03aTa Ha MHCYJIUHA WK IEPOPATHUTE XUIIOITTHKEMUYHN CPEACTRA.
JlaTeHTHUAT 3aXapeH quadeT MoXe Jla cTaHe MaHH(ECTeH 1Mo BpeMe Ha JICYSHUETO C THA3HIH.
[ToBuilieHne Ha Xo0jecTepoia U HUBATa Ha TPUTJIUIICPUANTE MOXKE J1a ObJie CBbP3aHO C THA3HUHATA
JIUypeTHYHA Teparnus, BbIPEKH Y€ MMPH 103a oT 12,5 Mg, chabpikaliia ce B KOMOMHAIMATA OT upOecapTaH
U XUJPOXIIOPOTHA3U], € ChOOIaBaH MUHUMAJICH e()eKT WM JINIICA Ha TaKbB.

[Ipu HAKOW MAMEHTH MPUEMAIU THA3H]IH, € Bb3MOXKHO YCKOPSIBaHE Ha MMOSBATa HA XUIIEPYPUKEMUS HITU
nojarpa.

Hapyiienne B 6anaHca Ha eEKTPOIUTHTE

KaxTo mpu BCHYKHM MallieHTH Ha IUYPETHIHO JIEYeHHE, € HE00XO0ANMO IIEPHOUIHO ITPOCie/iBaHe Ha
CEPYMHHUTE EJIEKTPOJIUTH IPE3 ONPEACIECH HHTEPBAII OT BPEME.

TuasuanuTe BKIFOYUTEITHO XUAPOXIOPOTHA3K]I, MOTAT Jia JOBEJAT IO HAPYIIICHUE Ha OallaHCca Ha
EIIEKTPOJIUTUTE (XUTTOKATUEMUS, XUTIOHATPUEMUS ¥ XUIIOXJIOPEMUYHA ankano3a). [Ipeaynpenurennn
NPU3HAIM Ha BOJIHUS MJIH EJIEKTPOJINTCH JUCOATaHC ca CyX0Ta B YCTATa, XKaxk/a, cnadoct, netaprus,
CBHHIIMBOCT, O€3MOKONCTBO, MYCKYJTHA OO0JIKa MM KPaMITH, MyCKYJTHa CIIa00CT, XUITIOTOHUS, OJIUTYPHS,
TaxUKapAus U HAPYIICHUS OT CTpaHa HAa CTOMAILTHO-YPEBHUS TPAKT KaTO raJicHe U MOBPbILAHE.
Bronpeku ve npu yrnorpedara Ha THA3UIHU JTUYPETHIIN € Bb3MOXKHO Pa3BUTHETO HA XUITOKAIUEMHUSI,
€JIHOBPEMEHHOTO JICYCHHE C MpOecapTaH MOXKE J1a HaMalld MHIyIIUpaHaTa OT JUYPETHKA XUITOKATHEeMUSL.
PHCKBT OT XHITOKANIMEMUS € MTO-TOJISIM TPH MAIIMEHTUTE C YePHOPOOHA IIUP03a, IPH MAIUEHTHTE C
(dhopcupaHa auypesa, MpH MAIUSHTUTE ¢ HeaJCKBaTCH MEPOPAJICH MPUEM Ha CJIEKTPOJIMTU U MPU
MAIMCHTUTE Ha MOJUISkKAIIIO JiedeHHue ¢ kopTukoctepouan i AKTX. OOpaTtHo Ha TOBa, IOpaau
ChABPKaHUETO Ha upbecapran B MpOecapran/Xumpoximoporruazuy Teva e Bb3MOKHA T0sBaTa Ha
XUTEepKaTUEeMHus, 0COOCHO MPH HATMYUETO Ha OBOPEUHO YBpEKIaHE W/WIIH ChpJieUHa HEJIOCTATHUYHOCT U
3axapeH auabet. [Ipu marueHTUTe ¢ MOBUIIICH PUCK CE MPENOPhUBa ChOTBETHO MPOCIICAsIBaHE Ha
cepyMHUs Kanui. Kanmnii-cexpaHsBaiiy JuypeTuii, KaTueBr T00aBKH WITH KaJIUH ChIbpKaIln
3aMECTUTEINN Ha COJITa TPSIOBA J1a Ce MPHJIaraT BHUMATEITHO 10 BpeMe Ha JICUCHHETO C
Wpbecapran/Xunpoxaopotrazuz Teva (Bx. Touka 4.5).

Hsima nokasatenctsa, 4e upoecapTan OM MOT'BII Ja HAMaJld WK MPEA0TBPaTH HHAYIIUPaHaTa OT
JUypeTHKa XunoHaTpueMusi. HemocTurbT Ha XJI0pUIu OOMKHOBEHO € JIEK M He M3MCKBA JICUCHHE.
TuazuauTe MoraT 1a MOHMXKAT €KCKpeIUsATa Ha Kall[Mil Ype3 ypuHaTa U J1a I0BeJIaT Jia rnosisaTta Ha
MEPUOJUYHO JIEKO MOBUIIEHUE HA CEPYMHUS KA, IPYU OTChCTBUETO HA U3BECTHU HAPYIICHUS Ha
KaJI[UeBU MeTa00IM3bM. 3HAUNTETHATA XUIIEPKAIIIHEMHUS MOXe J1a ObJe MPU3HAK Ha CKPUT
XUnepnapaTupeonan3bM. [IpueMpT Ha THa3uIM TPsAOBaA N1a OBE MPEYCTAHOBEH MPEAH MTPOBEKTAHETO HA
W3CJIeIBaHMs Ha (PYHKIMATA HA TAPAIIUTOBUIHUTE JKJIC3H.

Tuaszuaure ca noka3aiu MOBUILICHUE HA EKCKPELUATA HA MarHe3us C ypuHaTa, KOeTO MOKe Ja TOBEAE 10
XUIIOMarHe3ueMusl.

JIurnii
Kombunupane nHa nutuii ¢ Upbecapran/Xuapoxiopotuasun Teva He ce mpernopbuBa (BXK. Touka 4.5).



AHTH-JOIIMHT TECT
XuapoxaopoTHa3ua, ChAbPKAI CE B TO3H JICKAPCTBEH MPOIYKT MOXKE J1a JOBENE 0 MOJIOKHUTEIICH
AHAJTUTUYCH PE3YNTAT MIPU aHTU-AOIUHT TECT.

OO0

[Ipu nanmeHTHTE, YUHATO CHIOB TOHYC H ObOpedHa (PYHKIHS 3aBUCST MPEAMMHO OT aKTHBHOCTTA Ha
CUCTEeMAaTa PeHUH-aHTMOTECH3WH-aIOCTEPOH (Harp. MalUEeHTH C TEKKA KOHT€CTUBHA Chp/IcUHA
HEJ0CTATHFYHOCT WJIH TOIeKAIo 0bO0pedHo 3a00siBaHe, BKIIOUUTEIIHO CTCHO3a Ha OhOpeyHaTa
apTepus), JICUCHUETO ¢ MHXUOUTOPH Ha aHTHOTCH3WH KOHBEPTHPAIITUS CH3UM WJIN aHTHOTCH3UH- |
PEUENTOPHHA AaHTArOHKUCTH, MTOBJIUSBAIIY Ta3H CUCTEMA Ca CBBP3aHU C OCTPA XUMIOTOHHMS, a30TCMHUS,
OJIUTYPHS WIH PAAKO OcTpa 0bOpedHa HelocTaThuHOCT (BK. Touka 4.5). Kakto npu ocrananure
AHTUXUTICPTCH3UBHU MTPOAYKTH, IPEKOMEPHOTO IMMOHMKXCHUE Ha KPbBHOTO HAIATAHC IMPU MAIUCHTUTE C
UCXEMUYHA KapAHONATHS WIH UCXEMHYHO ChPACYHO-CHIOBO 3a00JIsIBaHE, MOXKE Ja ObJIe pe3yyTaT OT
WHGpAPKT Ha MUOKap/a WX UHCYIT.

PeaKHI/II/I Ha CBPBXYYBCTBUTCIHOCT KbM XUAPOXJIOPOTHUA3HU MOT'aT Ia HACTBIIAT IPU MALTUCHTH C UJIU 663
aHaMHe3a 3a ajeprus uix OpOHXHMAaIHa acTMa, HO ca MO-XapaKTEePHH MPH MAIlMeHTHTE C TAaKaBa aHaAMHE3a.
Exzanep6anus wim akTHBUpaHe Ha CHCTEMEH JYITyC epUTeMaTo iec € OMIIo ChoOIIeHo pH yrmoTpedara Ha
TUA3UIHU TAYPETULI.

[pu ynorpebara Ha THA3UIHY JUYPETHIIN ca OWIIM JOKJIAIBAaHU PEaKIIMU Ha (JOTOYYBCTBHTEIHOCT (BXK.
Touka 4.8). AKO 0 BpeMe Ha JISYSHHUETO Ce pa3BHe Peakius Ha (OTOIYBCTBUTEIHOCT, C€ MPEIOphIBa
CIUpaHe Ha TepanusaTa. AKO ce mpueMe 3a Heo0X0IMMO TIOJTHOBSIBAHE Ha MPUIIOKEHUETO HA TUYPETHKA,
MMpernopbYBa CE€ 3alIUTa HA OTKPUTUTE YaCTH HaA TAJIOTO OT CIIBHICTO UJIM U3KYCTBCHU YJIITPABHOJICTOBU
mpum T A (UVA).

BpemenHocT
He tpsi6Ba na ce 3amousa JieueHUE ¢ aHTMOTeH3UH I perenTopHr aHTarOHUCTH 110 BpeMe Ha OPEMEHHOCT.

OcgeH, ako poabIKaBaHeTo Ha TepanusTa ¢ AIIPA He ce cunTa 3a )KU3HEHO HEOOXOAMMA, TAIIMCHTKUTE
TUTaHUpaIIy OpeMEeHHOCT TpsOBa Ja MPEeMHUHAT Ha alITepHATUBHA aHTUXUIICPTEH3UBHA TEPaAIIH C
ycTaHOBEH Mpod i Ha 0€30MacHOCT 3a yImoTpeda 1mo BpeMe Ha OpeMeHHOCT. [Ipu moTBBpkIaBaHe HA
OpemenHocrt, neuenneTo ¢ AIIPA TpsiOBa na Obae He3a0aBHO MPEYCTAHOBEHO U aKO € HEOOXOUMO J1a ce
3aroyHe ajlTepHATHBHA Tepanus (BXK. Touku 4.3. u 4.6).

Octpa MHOIIS ¥ BTOPUYHA OCTPA 3aKPUTOBI'BJIHA ITIAyKOMa

CyndoHaMUIHU JEKApCTBEHU MPOAYKTH WM MIPOM3BOJHM Ha Cya(pOHAMHIHH JeKapcTBa, MOTaT Ja
NPUYUHAT PEaKLsl Ha MANOCHHKPA3Hs C MPEXO0HA MUOIHS M OCTPA 3aKPUTOOBI'BJIHA ITIAyKOMa KaTo
pesynTar. Makap 4e XuApoXJIOpOTHA3UABT € cya(poHaMHI, Jocera ca JOKJIaJBaHu CaMO H30JIMPAaHH
CIIydad Ha OCTpa 3aKpUTOBI'bIIHA IMIAYKOMa C XUAPOXJIOpoTHa3u]. CHMITOMHTE BKJIIOYBAT OCTPO HAYAJIO
Ha HamMaJleHa 3pUTEHA OCTPOTa MM OYHa OOJIKa, KOUTO OOMKHOBEHO C€ MOSIBSIBAT B PAMKHUTE Ha HIKOJIKO
gaca 10 CEZIMULIM OT 3aro4YBaHe Ha mpueMa. HenmekyBaHaTa ocTpa 3aKpUTOBI'BIIHA TIIAYKOMa MOXKE J1a
JOBeJie 70 TpaifHa 3ary0a Ha 3peHueTo. [IbpBUUHOTO JedeHne € Bb3MOKHO Hall-0bp30 NMpeKpaTtsBaHe Ha
npueMa Ha JIeKapCTBEHHUs MPOAYKT. Moxe Ja ce 00chan HeoOXOAMMOCTTa OT He3a0aBHO MEIUIIMHCKO
WM XUPYPrHYHO JIYEHHE aKO BhTPEOYHOTO HAISITaHe OCTaHe HEKOHTpoIHpaHo. Puckosure akropu 3a
pa3BUTHE HA OCTPa 3aKPUTOBI'BIIHA TIIAYKOMa MOXKE J1a BKIIFOUBAT aHAMHE3a 32 aJeprusi KbM
cynbOHaAMHIN WM ICHUIWINH (BXK. Touka 4.8).

HeMmenanomeH pak Ha Koxara

B nBe ennneMnonoruyHy Npoy4YBaHMsl, OCHOBABAIIM C€ HA JATCKHUs HallMOHAJIEH PAKOB PETUCTHP, €
HaOJIro1aBaH MMOBUIICH PUCK OT HEMellaHOMeH pak Ha koxxata (HMPK) [0azanHokneTpyeH KapuuHOM
(BKK) u ckBamoznokierrueH kapauaoM (CKK)] npu HapacTBaima ekcro3uips Ha KyMyJIaTHBHA 1032
xunpoxiaopotuasug (XXT3). Porocencudbunuzupamute epexta Ha XX T3 morat na neiicTBaT Kato
BEpOATEH MEXaHU3bM 3a pazsutue Ha HMPK.

[Manuenture, npuemainu XXT3, TpsOBa qa ObaaT uHGopMupanu 3a pucka or HMPK u cbBeTBaHn
PEIIOBHO J1a MPOBEPSIBAT KOXKATA CH 32 HOBH JI3MH M He3a0aBHO Jla ChOOIIABAT TIPH MOSIBA HA
NOJJO3PUTEIHN KOKHH Jie3un. Ha manuentute TpsOBa Aa ce nmpernopbyar Bb3MOXKHU NPEBAaHTUBHU MEPKH,
KaTo OrpaHUUYCHO M3JIaraHe Ha CITbHYEBA CBETIMHA U YATPAaBHOJIETOBH JIbYUH, a B CIIy4ald Ha €KCIIO3ULUS,
MOJIXOJISIIIIA 3aIIKTa, 32 1a CE CBEJIE 10 MUHUMYM PHCKBT OT paK Ha Koxkarta. [logo3puTenHuTe KOXKHA
Jie3uH TpsIOBa Ja ObJaT NOAJOKEHN Ha He3a0aBHO M3CIieABaHe, MOTEHIIMAIHO BKIIIOYBALIO XUCTOJIOTUIHI




W3CIIeIBaHUA Ha OmoricnyHu MaTepuaiu. [Ipepasrinexnane Ha yrorpedara Ha XX T3 Moke 11a ce HATOXKH
1 TIPH TAIMEHTH, KOUTO ca uMainu npeaxoged HMPK (Bx. ¢bimo Touka 4.8).

TTomoIIHO BelecTBo

To3u eKapcTBEH NPOAYKT ChIbpKa Mo-Majiko oT 1 mmol Hatpuit (23 mg) Ha ¢punMupaHa TabieTKa, T.€.
MOJKE J1a Ce KaXKe, Y€ MPAKTUUYCCKU HE ChABPIKa HATPHUIA.

45 B3aumoneiicTBHe ¢ APYrH JIeKAPCTBEHH MPOAYKTH U APYrd (JopMHU HA B3auMo/elicTBHE

JApyru aHTUXUNEPTEH3UBHYU NPOAYKTH

AHTUXHIEPTEH3UBHUAT edekT Ha MpOecapran/XuapoxmopoTrasua Teva Moke 1a ObJe MOBUIIEH Py
€IHOBpEMEHHA ynoTpeba Ha APYrH aHTUXHUIIEPTEH3UBHH NPOIyKTU. MpOecapTan 1 XuIpoxiaopoTuasus (B
no3u 10 300 mg upbecapran/25 mg XUIAPOXIOPOTHA3H) ca OWIIM MpHUIaraHu 0e30MacHO 3a¢AHO C APYTH
AQHTUXUIEPTEH3UBHH JIEKAPCTBA, BKIIOUNTETHO OJIOKEpH Ha KAJIIMUEBUTE KaHATIH U OeTa-apeHepTrnaHH
6soxepu. [lpeaiecTBaiioro JeueHUe ¢ BUCOKA 103 JUYPETULIM, MOXKE Ja JOBEE J10 [10sBaTa Ha
XHUIIOBOJIEMHS M PUCK OT XUIIOTOHUS [IPH 3alI0YBAHE HA JICUCHUETO ¢ UpOecapTaH ¢ Wik 0e3 THA3UAHU
JIMYPETHUIIHA, OCBEH B CIIy4anTe, KOraTo 00EMbT Ha TEYHOCTH HE € MbPBO KOpUTHpaH (BXK. Touka 4.4).

JluTuii

buro e noknaaBaHo 0OpaTUMO TIOBHINIABAHE HA CEPYMHHUTE KOHIICHTPAIIMY Ha TUTUN U INTHCBA
TOKCHUYHOCT IIPH €JHOBPEMEHHOTO NPUJIOKEHHUE Ha JIUTHIH W MHXUOUTOPU Ha aHTHOTEH3UH
KoHBepTupaius ea3um. [lonodnu edextn npu updbecapTaH ca JoKIaIBaHu MHOTO psako. OCBEeH ToBa,
THUA3UUTE MTOHIKABAT OBOPEUHUAT KIMPHHC HA JIMTHH, TaKa Y€ PUCKBT OT JINTUEBA TOKCHYHOCT MOXKE Ja
ObJ1Ie MTOBHUITICH OT KOMOMHAIMATA OT upOecapTaH B XUAPOXIOPOTHA3H . ETo 3a1mo, KOMOMHUPAHETO Ha
nuthii u Mpoecapran/XumpoxiopoTuasus T€va He ce mpenopbuBa (BK. Touka 4.4). AKO Ta3u
KOMOWMHAIIUS € IOKa3aHO HE0OXOMMa, TO CE MPENOpPbhYBa BHUMATEITHO MPOCIIEAsIBAHE HA CEPYMHUTE
HUBA Ha JIUTHUH.

JlekapCcTBEHU NPOJIYKTH, TTOBJIMSBAIIN KAIAN

[ToHKkaBanuAT ChABPKAHUETO HA KAl e(DEeKT Ha XUAPOXIOPOTHA3K]] CE HAMAIIIBa OT KaJUii-
chXpansBamus eekT Ha upoecapran. OCBEeH TOBa, MOXKE J1a C€ OYaKBa TO3H e(PEeKT Ha
XUJIPOXIIOPOTHA3U] BHPXY CEpYMHHUS KaJuii 1a Objie IOTCHIUPAH OT JPYTH JICKAPCTBEHU MPOIYKTH
CBBP3aHH ChC 3ary0aTa Ha Kaauil U XUIIOKAIHEeMUs (HaIlp. JPYTU KaluiypeTUYHU JUYPETHUIH,
JmakcaTtuBy, aMm(poTepuInH, kKapOeHOKCoIoH, NeHUImH G HaTpwii). OOpaTHO Ha TOBA, Bh3 OCHOBA HA
omnuTa ¢ yrnorpebara Ha APYTH JEKapCTBEHH MPOAYKTH, TIOBJIHSBAIIN PEHUH-aHTHOTCH3MHOBATA CHCTEMA,
€HOBPEMEHHOTO NPUIIOKECHUE C KAINH-ChXPaHsBaIll TUYPETHUIIN, KATHEBH JOOABKH, 3aMECTUTENN Ha
COJITa, ChABPIKAIIH KAJTUH WK IPYTH JEKAPCTBEHU MPOYKTH, KOUTO MOTAT JIa IIOBUIIIAT CEPyMHHUTE HUBA
Ha Kanus (Hamp. XemapyuH HATPHiA), MOTaT Ja TOBEAAT /10 MIOBUINIABAHE HUBATA HA CEPYMHUS KA.
[IpenopbuBa ce ChOTBETHO MPOCIIEIIBAHE HA CEPYMHHS KU MPU MAIIMEHTUTE C IIOBUIIICH PHUCK (BXK.
Touka 4.4).

JlexapcTBEHM IPOIYKTH, IOBJIUSBAIIH CE€ OT HAPYIIEHUATA Ha CEPYMHHUS KaJTUi

IIpenoppuBa ce NEPUOAUYHO NPOCICAIBAHE HA CEPYMHUS Kaduil Mpy MPUIOKEHUETO Ha
UpbGecapran/Xunpoxnopotrazuj TeVa ¢ JeKapcTBEHHU MPOAYKTH, OBIHSBAIIH CE OT HAPYIICHUETO Ha
CepyMHHUs KaJInii (HalpuMep ChPASYHH TIINKO3UIH, AaHTHAPUTMHIIN).

HecreponiHy NpoTHBOBB3NATUTEIHH CPEJICTBA

IIpu eqHOBpeMeHHaTa yrioTpeda Ha aHTMOTEH3NH-1] aHTarOHNCTH U HECTEPOUTHU TPOTUBOBHINAIUTEITHN
cpenctsa (kato cenekTuBHU COX-2 HHXUOUTOPH, alleTUIICAIMIIIIOBA KUcenrHa (> 3 §/IHEBHO) U
HecenektuBHU HIIBC), MOXe ja HACTHIIM HAMAJIIBaHE HA AaHTUXHUIICPTCH3UBHUS S(DEKT.

ITono6nHo Ha ACE nHXuOUTOpHTE, €IHOBPEMEHHOTO MTPUJIOKEHUE Ha aHTMOTEeH3MH 1] aHTaroHUCTH 1
HCIIBC moe ma noBeje 10 OBUIIIAaBaHE HA PHUCKA OT BJIOIIaBaHe Ha OhOpedHaTa QyHKITHS,
BKITFOUUTEITHO Bh3MOXKHOCTTA 32 TI0SBa HA OCTpa ObOpeYHa HEJOCTAThYHOCT U ITOBUIIICHUE HA CEPYMHHS
KaJnii, 0COOCHO TpY MAIMEHTH ¢ MPeIIIecTBal0 HapylieHue Ha Ob0peunara pyHkius. Komonanpaneto
TpsiOBa J]a cTaBa C MOBUIIIEHO BHUMaHUE, 0COOEHO NPY MAIlMEeHTH B cTapuecka Br3pact. [lannenture




TpsiOBa 1a ObJAT aJICKBATHO XUAPATUPAHH, KaTO € He0OX0JMMO IIpociieAsBaHe Ha ObOpeYHaTa (hyHKIIHS
CJIe]] 3aroYBaHe Ha KOMOWHUPAHOTO JICYEHUE U TIEPHOIUYHO CJIE]] TOBA.

JonbnHuTeHA HHPOPMAIIHMS OTHOCHO B3aMMOJICHCTBUATA HA UpOecapTaH

[Tpu xIMHUYHY M3NUTBaHKSA, PapMaKOKHHETHKATa Ha HpOecapTaH He ¢ Ona OBJIHsIHA OT
xuapoxiioporuasu. Mpbecapran ce Mmerabonmmsupa ocHOBHO ¢ oMorra Ha CYP2C9 u B mo-mainka
CTETICH Ype3 IIIoKopoHupane. He ca Oniu HaOmoqaBaHy 3HAYUMH (PapMaKOKHHETHYHH H
(hapMakoIMHAMUYHN B3aHMOJICHCTBHS TIPU €THOBPEMEHHOTO MPIIIOKEHNE Ha UpOecapTaH ¢ BapdapuH,
KOHTO ce Meraboim3upa ¢ nomoinra Ha CYP2C9. Edekrute Ha unmgykropute Ha CYP2C9 karo
pudaMnuIH BEpXy (papMaKkOKWHETHKATa Ha HpOecapTaH He ca mpoydeHu. PapMakOKHMHETHKATA Ha
JIMTOKCHH HE Ce € MPOMEHWIIA IIPH €HOBPEMEHHO MPHUIIOKEHUE ¢ upbecapTaH.

JlonsiHUTENIHA HHOOPMALMSI OTHOCHO B3aUMOJJAEHCTBUATA HA XUIPOXIOPOTHAZH
IIpu cHBMECTHOTO UM MPUIIOKECHHE, IPEACTABECHUTE MO-I0IY JICKAPCTBEHU MPOAYKTH MOTaT Jia
B3aMMOJICUCTBAT C THASHIHUTE JHYPECTHIIH:

Ankoxon
Mosxe 1a HaCThIIM MOTEHIIMPaHe Ha OPTOCTATUIHATA XUTIOTOHHS;

Aumuouabemmnu rexapcmeeru npoOyKmu (NepopanHy 1eKapcmed i UHCYIuHu)
Moske 1a € HeoOXOJMMO a/IaliTUPaHe Ha J103aTa Ha aHTUANA0STHUS JIEKapCTBEH MPOAYKT (BXK. TOUKa 4.4);

XOﬂecmupaMMH u KorecmunoJjloeu cmojiu

AOcopbuusTa Ha XUAPOXJIOPOTHAZH]L € HapyIIeHa B TPUCHCTBUETO HA aHUOHHU OOMEHHH CMOJTH;
Hpbecapran/Xuapoxaoporuasus Teva TpsOBa aa ce mpueMa Hali-MaJiko €IMH Yac MPeAr WK YSTHPH
yaca clie/l IpueMa Ha CIIeJJHUTE JIeKapCcTBa.,

Kopmuxocmepouou, AKTX
HemocTursT Ha eNEKTPOIUTH 0COOCHO XUITOKATUEMHS, MOXKE J1a O'bJIe TIOBUIIICH;

Cupoeunu 2nuxosuou
[Ipenu3BrKaHUTE OT THA3UANTE XUITOKAIMEMHS WIIM XUITOMarHe3ueMusi 01aronpusTCTBAT MosiBaTa Ha
WHIYIUPAHUTE OT JUTUTAINCA ChPICYHH apUTMHUH (BXK. Touka 4.4);

Hecmepouonu npomusogv3nanumentu cpeocmea
IIpunoxkeHnero Ha HECTEPOUHYU IIPOTUBOBB3NAIUTEIHHA CPEACTBA MOXKE 1a HAMAJIU IUYPETUYHUSA,
HAaTPUYPETUYHUS U aHTUXUIIEPTEH3UBEH €(EKT Ha THa3UIHUTE AUYPETULH MIPU HAKOU MALMCHTH;

Ipecopnu amunu (Hanp. HopadpeHanun)
EdexTsT Ha MpecopHUTE aMUHU MOXKe J1a Obie HaMaJIeH, HO He B TaKaBa CTEIeH, Ue /1a N3KIII0YH
BB3MOKHOCTTA 32 TAXHATA YIOTpeoa;

Hedenonapusupawu peraxcanmu Ha CKelemHama MycKyiamypa (Hanp. myooxypapumu)
EdexTsT Ha HepemonIpu3upanii perakcaHT! Ha CKeJIeTHAaTa MyCKyJIaTypa MOXe J1a ObJe TOTeHIIUPaH OT
XUIPOXJIOPOTHA3HU;

Jlexapcmeenu npodykmu 3a neverue Ha nooazpa

Moske fa ce HaJIOXKHU alalTHpaHe Ha 03aTa Ha aHTUIIOJAarPO3HATE JIEKAPCTBEHH MPOAYKTH, ThI KaTo
XUJAPOXJIOPOTHA3UT MOKE JIa TIOBUIIIM HUBAaTa HA CEpPyMHATa MUKOYHA KHCEIHA. MOoXe J1a € He00X0JUMO
MOBHINIABAHE J103aTa Ha MPOOCHEUA WiH CyahuHINpa3oH. EAHOBpEMEHHOTO PHIIOKEHHUE C THA3HTHU
TUYPETHIIA MOJKE /Ia TIOBHIITM YECTOTaTa Ha XUIIEPTEH3NBHUTE PEAKINHU TP aJIOIYPHUHOIT;

Kanyuesu conu

TuasuaHUTe TUYPETUIM MOTAT JIa MOBHIIIAT HUBATA HA CEPYMHHUS KaJILIMH MOPaIy MOHMKEHA CKCKPEIIHSL.
AKko TpsiOBa j1a ObJaT NPUIOKEHHU KAIIIUEBU JO0ABKH MJIH JIEKAPCTBEHU IPOAYKTH ChXPaHABAIIM KaJII[UsI
(Hamp. nevenue ¢ putaMuH D), TO € HEOOXOIMMO MIPOCIICIBAHE HUBATa HA CEPYMHUS KaJIIUN 1
ChOTBETHA MPOMSIHA Ha J103aTa Ha KaJILH;



Kapbamaszenun

EnnoBpemennara ynorpeda Ha kapOamMa3eniH U XUIPOXIOPOTHUA3H]] CE€ CBBP3BA C PUCK OT
CUMITOMAaTHYHA XUTMIOHaTpueMus. [Ipu eqHOBpeMeHHa ynoTpeba eeKTpOIUTHTE TPsOBa 1a Obaat
npociensBaHi. AKO € Bb3MOXKHO, TPsIOBa Jia ce U3MOJ3Ba JIPYT KIac INYPETHUIIH;

pyeu e3aumooeticmaus

XunepriaukeMuIHUsT ehekT Ha OeTa-0JIoKepuTe U TUa30KCHI MOXKe Jja ObJie YBEITUUEH OT THA3HIIUTE.
AHTUXONMHEPTUYHATE TPOIYKTH (HAIp. aTPONHH, Oenepu/IeH) MOraT Jla TIOBUIIAT OMOHAIMYHOCTTA Ha
THA3UIHUTE JUYPETULU Ype3 MOH)KEHNE Ha CTOMALTHO-UPEBHUSI MOTHIIMTET U CKOPOCTTA Ha U3Mpa3BaHe
Ha cTomMaxa. Tha3uauTe MoraT 1a MOBHIIAT PUCKA OT HEXKEJIAHNUTE peaklUy IPUYUHEHN OT AaMaHTaIHH.
Tuazuaure Morar Jia IoHmKaT ObOpedHaTa eKCKpelus Ha IIUTOTOKCHYHUTE JICKAPCTBEHHU MPOYKTH
(mamp. nuknodocdamMua, METOTpeKcaT) U 1a TOTCHIUPAT TEXHUTE MUETIOCYITPECUBHU €PEKTH.

JaHHU OT KITMHUYHY TPOYYBaHUsI TOKA3BAT, Y€ JIBOMHOTO OJIOKUpaHE HA PEHUH -aHTHOTCH3MH
anpgocreponosara cuctema (PAAC) upes komOuaupanata ynorpeba Ha ACE HHXUOUTOPH, aHTHOTEH3UH
I1-penenTopHu O6JI0KEpU MM aJTMCKUPEH CE CBBP3BA C MO-BHCOKA YECTOTA HA HEXEJIAHW CHOUTHS, KaTo
HalpUMep XUIMOTOHHS, XUTIEPKAIMEMHS U HamallsiBaHe Ha ObOpeuHaTa (GyHKIUs (BKIIOYHTEIHO OCTpPa
O0BOpevHa HeZIOCTATHYHOCT), B CPABHEHHE C YIOTpedaTa caMo Ha €JHO CPEJCTBO, JCHCTBAIIO BHPXY
PAAC (Bx. Touku 4.3, 4.4 u 5.1).

4.6 @epTHauTET, GPEMEHHOCT U KbPMEHe

Bbpemennoct

Aneuomensun-II peyenmopnu anmaconucmu (AIIRAs)

VYnorpebara Ha AIIPA no Bpeme Ha IbpBUsI TPUMECTBP OT OPEMEHHOCTTA HE Ce MpenopbhUBa (BXK.
touka 4.4). Yrorpebarta Ha AIIPA 110 BpeMe Ha BTOPH U TPETH TPUMECTHP OT OpEeMEHHOCTTA €
MPOTUBOIIOKAa3aHa (BXK. TOUkH 4.3 u 4.4).

EnmpemuonornyHuTe JOKa3aTeNCcTBa 110 OTHOIICHHE PHCKA OT TePaTOTeHHU e(eKTH CIIe]] 3jaraHe Ha
ACE unxuburopu, 110 BpeMe Ha I'bpBUsI TPUMECTHP OT OPEeMEHHOCTTa HE Ca KaTerOPUYHH, HO BCE MaK
c1a0o MOBHUILICHUE Ha PUCKA HE MOXe Ja ObJe n3kioueHo. Thil KaTo He ca HATMYHU KOHTPOJIUPAHU
eNHUIEMHUOJIOTHYHH JaHHU 3a pucka ¢ anrnotensuH Il peuentopuute anraronuctu (AIIPA), nogobuu
PHCKOBE MOTaT 3a ChILIECTBYBAT U 3a Ta3U Ipyma NpoaykTu. OCBeH, ako IPObJDKaBaHETO HA TEPANUATA C
AIIPA He ce cunTa 3a )KU3HEHO HE00X0IMMa, TIAITUEHTKUTE TUTAHUPAII OpeMEHHOCT TpsOBa 1a
NPEMHUHAT Ha aJITEpHATHBHA aHTUXUIIEPTEH3MBHA TEPaMs C YCTaHOBEH NMPo(driI Ha 6€30MacHOCT 32
yrnotpeba 1o Bpeme Ha OpemeHHOoCT. [1pu noTBbpIKIaBaHe Ha OpeMeHHOCT, jieueHueTo ¢ AIIPA TpsiOBa
Ja ObJie He3a0aBHO MPEYCTAaHOBEHO M aKO € HEOOXOAMMO Jia Ce 3ar0vHe AITePHATHBHA Teparusl.

UzBectHO e, ue Tepanusita ¢ AIIPA no Bpeme Ha BTOpHUS U TPETHs TPUMECTHP Ha OPEMEHHOCTTa MOXKeE Ja
JIoBeJie 10 (eTOTOKCHYHOCT (TOHMKEeHA ObOpeuHa (hYHKIIHS, OJIMTONMUAPAMHIOH, 3a0aBeHa ocU(UKALIUS
Ha YepeIHUTE KOCTH) U HEOHATAIHA TOKCUYHOCT (ObOpeuHa HeAOCTaThUYHOCT, XUIIOTOHUS,
xunepkanuemus) (Bx. Touka 5.3). Ako ce yctanoBu ekcrio3unius Ha AIIPA no Bpeme Ha BTOpHS U TpeTHUst
TPUMECTHP OT OPEMEHHOCTTA, Ce MPETophUBa exorpadCKo U3CIIeABaHE Ha Yeperna u Ob0peuHara
(hyHKIHSL.

HoBopoaenure, unnto Maiiku ca npuemainu AIIPA, Tps0OBa 1a ObaaT BHUMATEIHO HAOJII0aBaHH 32
TOsIBa Ha XUITOTOHUS (BXK. TOUkH 4.3 u 4.4).

Xuopoxnopomuazuo

Hma orpaHnveH ONMUT ¢ XUAPOXIOPOTHA3U] 110 BpeMe Ha OPEMEHHOCT, 0COOEHO 0 BpeMe Ha ITbPBHUS
TpuMecThp. IIpoyuBaHusITa IPH KUBOTHHU Ca HEAOCTATHYHH. XUAPOXJIOPOTHA3U IPEMIHABA TIPE3
uianenTaTa. Bp3 ocHOBa Ha (apMakoJIOrHYHMSI MEXaHU3BM Ha JICHCTBHE, yoTpebaTa Ha
XUIIPOXIIOPOTHA3U] IT0 BPEME Ha BTOPHS U TPETUSI TPUMECTHP MOXKE J1a MpeIu3BUKa (eTo-



TUTAl[eHTapHA TIepy3usi © MOXe Jia MPUIMHU (eTaTHU U HEOHATATHU e(DEeKTH KaTo KbBITCHUIIA,
HapyIIeHHe Ha eJIeKTPOIUTHHS OaaHC ¥ TPOMOOIUTOIICHUSI.

XuapoxIopoTrasul He TpIOBa Jia ce M3MOI3Ba 32 TECTAIIMOHEH €/IeM, TeCTAllMOHHA XUTIEPTOHUS WITH
NpeeKIaMIICHsI, TIOPaJIi PHCKa OT HaMaJIsIBaHe Ha IJIa3MEHHUs1 00eM U IUIalleHTapHa Xunonepysus,
0e3 OaronpusaTeH eeKT BbpXy Xo0/1a Ha 6ojecTTa.

XuapoxaopoTrasu He TpAOBa /1a ce M3MO0JI3Ba 32 JISYSHNE Ha €CeHIINAIHA XUTIEPTOHNS TIPH
OpeMeHHH KE€HH, OCBEH B PENIKH CITy4an, KOTaTO He MOXe J1a ObAe MPHUII0KEHO APYTO JICUCHHE.

Toit kaTo Upbecapran/Xuapoxnoporuasun Teva cbabpika XuAPOXJIOPOTHA3HI, TOH HE CE MPENOpPhUBa 110
BpeMe Ha ITBPBUsI TPUMECTBp Ha OpemMeHHocTTa. [IpH uraHupaHe Ha OPEMEHHOCT, MAIMEHTKUTE TPIOBa
Jla IpeMUHAT Ha MOAXO/AIIO AITEPHATUBHO JIEUCHHE.

Kspmene

Aneuomensun-11 peyenmopru anmazornucmu (AIIRAs)

Twit kato HIMa nHbOpMaIMs 3a ynotpebaTa Ha Mpbecapran/Xuapoxioporuasua Teva rmo BpeMe Ha
KbpMeHe, yrorpebara Ha pbecapran/Xuapoxinopotuasua Teva He ce mpernopbuBa. 3a IpeIoYnTaHe €
0 BpeMe Ha KbPMEHE J1a C€ M3MO0JI3BaT MPOIYKTH C U3BECTEH Mpodmi1 Ha 6€30macHOCT, 0COOCHO MPH
HOBOPOJICHH U MPEXKAEBPEMEHHO POJICHH JIeTia.

He e u3BecTHO manu updbecapTaH WM HETOBUTE METa0OJIMTH CE€ EKCKPETHPAT B KbpMaTa.
Hanuunute papmakoanHaMUYHN/TOKCUKOJIOTHYHH JaHHU MPH ILIHXOBE, IOKA3BaT SKCKPEIHs Ha
upOecapTaH WM HETOBUTE METa0OJIUTH B MJISIKOTO (3a MOAPOOHOCTH BXK. TOUKA 5.3).

Xuopoxnopomuazuo

XuapoxiaopoTHa3uj ce EKCKPEeTHpa B MaJIKU KOJIMYECTBA B KbpMaTta. THa3uauTe BbB BUCOKHU J03H,
BOJCIIM O UHTCH3UBHA ANYpPE3a, MOTaT Ja MOATUCHAT IPOU3BOACTBOTO Ha KbpMa. M3mon3BaHeTo Ha
Hpbecapran/Xuapoxaoporuasu Teva rmo BpeMe Ha KbpMEHE He ce IpenopbuBa. AKO

HWpbecapran/Xuapoxioporrasua Teva ce U3Moi3Ba 1o BpeMe Ha KbpMeHe, JJ03uTe TpsioBa 1a ce
HOAbPKAT Bb3MOYKHO Hai-HUCKH.

DepTunuTer

UpOGecapTan HsiMa eeKT BbpXY QepTHINTETa HA TPETUPAHH TUTBXOBE U TAXHOTO IIOTOMCTBO JI0
JI030BY HUBA, IPUYMHABAIIY ITbPBUTE CUMITOMH Ha TOKCUYHOCT IIPU POAUTENIUTE (BXK. TOUuKa 5.3).

4.7 Edextu BbpXy cioco0HoCTTA 32 ogupaHe u padora ¢ MALIUHA

Bb3 ocHOBa Ha (hapMaKkOAMHAMUYHUTE CH CBOMCTBa, He ce ouakBa MpOecapran/XuapoximopoTrasua Teva
Jia TIOBIMsie Ha crtocoOHOCTTa 3a modupane u padoTta ¢ MamHU. B cinydail Ha modupane uinu padora ¢
MaIlluHH, TPSOBA Ja ce MMa MPe/BH] Bb3MOXKHOCTTA 32 TI0s1Ba Ha 3aMastHOCT WIIM OTIIaJHAJIOCT IO BpeMe
HAa JICYCHHETO Ha XUIIEPTOHHS.

4.8 He:xejaHu JJeKapCTBEHU peaKUMu

Hpbecapran/XuapoxsiopoTuasu KOMOUHALUS

Ot 898 manueHTy ¢ XUIEPTOHUS, KOUTO ca IPUEMAIA PA3JIMIHM 03K upOecapTaH/XuaIpoXI0pTHASHL
(ot 37,5 mg/6,25 mg no 300 mg/25 mg) B rianedo KOHTpOIUpaHu npoyuBanus, 29,5% ot
MAIUCHTUTE ca MOJYYWIN HeXKEJIaH! JIeKapCTBEHU peakiuu. Hali-uecTo choOIaBaHuTe HEeXEIIaHU
JIEKapCTBEHU peakiuu ca omim 3amasHocT (5,6%), ymopa (4,9%), ragene/moBpsinane (1,8%) u
npobiemu B ypunupaneto (1,4%). OcBeH ToBa, MOBHINIABAHE HA ypeiHus a30T B KpbBTa (BUN)
(2,3%),kpeatnn kuHa3ara (1,7%) u kpeatuanna (1,1%), cbio ca HaOIFOIaBaHU YECTO MO BpEMeE Ha
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MPOyYBaHUSATA.

Tabmuua 1 moka3Ba HeXXeTaHUTE PEaKLUUH MOTYUCHU OT CIIOHTAaHHU ChOOIICHUS U TI0 BpeMe Ha
1ane6o0 KOHTPOJIUPAHH MPOYUBaAHHUSL.

UectoTara Ha MpeICTaBEHUTE MO-J0Ty HEXKETTAHUTE PEAKIINH € ONPeIeieHa KaKTo CIIe/IBa: MHOTO YECTH
(= 1/10); wectu (> 1/100, < 1/10); neuectu (> 1/1 000, < 1/100); peaxu (> 1/10 000, < 1/1 000); mHOTO
penxu (< 1/10 000). TTpu Besiko rpynupaHe B 3aBUCHMOCT OT 4€CTOTaTa, HeXKeJaHNuTe JIEKapCTBEHN
peaKIuy ca MPEeICTaBeHU B HU3XOII P 10 OTHOIIICHUE Ha TEKECTTA HM.

Taﬁ.lmua 1. Hexenanu JICKApCTBCHU pCAKIUU MMOJYYCHU OT nnaue6o KOHTPOJIMPpAaHU U3NIUTBAHUA U

CIIOHTAaHHU CHOOIIEHHS*

Hscneosanus

Yectu

IToBuieHO HUBO Ha ypeUHUS
a30T B KPBBTA, KPEATUHUH U
KpeaTHHHMH KMHa3a

Heuectn IToBmxeH cepyMeH KaJluii 1
HaTpuit
Cvpoeunu napywenus Heuectn CHHKOM, XUTIOTOHUS,
TaxXUKapIus, OTOK
Hapywenus na nepsnama Uectn CBeTOBBPTEX
cucmema Heuectn OpTocTaTH4YeH CBETOBBPTEK

C HeHn3BecTHA YECTOTA

I'maBoOomme

Hapywenus na yxomo u C HeusBecTHa yecToTa Tunantyc
aabupunma
Pecnupamopnu, epvonu u C HewsBecTHa yecToTa Kamuuia
MeQUACMUHATIHU HADYWEHUsL
Cmomawno-upesnu Hapyutenus | Yectu I'anene/noBpbiane
Heuectn Huapus
C HensBecTHa yecToTa Jlucnienicusi, Tucre3ust
Hapywenus na 6vopeyume u Yectn HeobuuaiiHo ypunupane

NUKO4YHUme nomuuia

C HeHn3BecTHA YECTOTA

Hapymena 650peuna ¢yHkuus,
BKITIOYHTEITHO U30JIHPaHH
ciy4yau Ha OBOpeUHa
HEIOCTaTHYHOCT NP MaLlUCHTH
B puCK (BX. Touka 4.4).

Hapywenus na myckyno-
CKelemHama cucmema,
CbeQuHUMenHama mvkKam u
Kocmume

Heuectn

OTOK Ha KpaltHUITUTE

C Heu3BeCTHA YECTOTA

ATNTpanTusi, MUAIITHS

Hapywenus na memabonuzma u | Heuectn JKbiarenuiia
Xpareremo C Heu3BeCTHA YeCTOTa XurepkanueMus
Cv0oosu Hapyuenus Heuectn 3auepBsiBaHE
Obwu napywenus u e¢pexkmu na | Yectn OtnamHanocT
MACHOMO HA NPULOHCEHUE

Hapywenus na umynnama C Hem3BecTHa 4ecToTa Peakmmu Ha

cucmema

CBPBXUYBCTBUTEIHOCT KaTO
aHTHOeNIeM, OOpUB, YPTHKapHUs

Xenamo-ounuapru Hapyuiernus

C Heu3BECTHA YECTOTA

XenaTuT, HapyllleHa
4epHOApoOHa QyHKUHS

Hapywenus na
8b3NPOU3EOOUMETHAMA
cucmema u 2bpoama

C HeHn3BecTHA YECTOTA

Cexkcyanna aucyHKUuS,
IIPOMEHH B JIUOMIOTO

I[OH’LJ'IHI/ITGJ'IHEI I/IH(i)ODMaHI/I}I 3a OTACTHUTC CbCTABHU: KATO JOIMMBJIHCHHUC KbM HCKCIIAHUTC PCAKIINU,

OTIMCaHU TO-TOpe 32 KOMOMHUPAHUS IPOAYKT, IPYTUTE HEXKETIAaHH PEaKI|H, KOUTO ca OWIIN JOKJIaABaHU
3a BCSIKA OT ChCTaBKHUTE Ha KOMOMHAIMITA MOTaT Jia ce posBAT npu MpbecapTan/XuapoxiopoTHa3H
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Teva. Tabmumm 2 u 3 1Mo-I0Ty JaBaT B IETAWIN HEXKETAHUTE PEaKITHH, ChOOIIEH! 3a OTICITHUTE
KoMmIoHeHTH Ha MpOecapran/Xumpoxioporuazus Teva.

Taoauua 2. Hexxenanu nexkapcTBeHN peakUK JOKIaIBaHU NIpH yHoTpebaTa Ha npoecapTan

CaMOCTOATCIIHO

Obwu Hapyuwienust u egpexmu Ha
MACMOMO HA NPUNOACEHUE

Heuectn

boinka B repaute

Hapywenus na kxpvema u
aumg@nama cucmema

C HeHn3BecTHA YECTOTA

TpomboruToneHUS

Hapywenus na umynnama
cucmema

C Heu3BECTHA YECTOTA

AHapuIakTHYHA PEaKIIus,
BKITIOUHUTEITHO aHA(DUITAKTHICH
IIOK

Taoauna 3. Hexxenanu peakuu JOKJIaBaHU NP yIOTpeOaTa Ha XHUAPOXJOPOTHAZH] CAMOCTOSTEIHO

Heonnazmu — HewusBectna Hememnanomen pak Ha Koxara

dobpoxawecmaen, (6azaHOKIIETHYCH KApPIITHOM U

3/10Kauecmeenu U HeonpeoeneHu CKBaMO3HOKJIETHYEH

(6K KUCMU U NOIUNU) KapIUHOM)

Uscneosanus HeussectHa Enexrponuten aucbananc
(BKITIOUHMTETHO XUTTOKAINEMUS
Y XUITOHATPHEMHS, BXK. TOUKA
4.4), xunepypuxkemus,
TITIOKO3YPHSL, XUIIEPTIUKEMHUS,
MTOBHIIIEH XOJIECTEPOIT U
TPUTITUIICPUIH

Cvpoeunu napywenus HewusBectHa ChplieyHH apuTMUN

Hapywenus na kpvema u HewnssectHa ATutacTiYHa aHEMUIS,

aumgnama cucmema MMOTHCKAaHE Ha KOCTHUS MO3BK,
HEYTPOIICHUS/arpaHyIoIuTo3a,
XEMOJUTHYHA aHEMUS,
JIEBKONICHUIS,
TPOMOOIIUTOTICHUS

Hapywenus na nepsnama HewusBectna Bepruro, mapecresus,

cucmema 0e3MOKONCTBO

Hapywenus na okomo HewuspecTtHa IIpexoaHO 3aMBbIJIEHO BUXKAAHE,
KCaHTOTICHS, OCTPa MUOTIHS U
BTOPUYHA OCTPa 3aKPUTOBIBIIHA
TJIayKoMa

Pecnupamopnu, epvonu u HewuspecTtHa Pecniuparopen auctpec

MeOUACMUHATHU HAPYUWEeHUs. (BKJITIOUMTETHO THEBMOHUT U
0emoIpoOeH 0TOK)

Cmomawno-upesnu Hapywenus | HemzectHa [Tankpearur, aHopekcHs,
Iuapus, KOHCTUTIAITHS,
BB3MAJICHUE HA CTOMAaxa,
CHAJIOA/ICHUT, 3ary0a Ha aneTuT

Hapywenus na 6vbpeyume u HewuszpecTtHa WuTepcrunuanes Hedpur,

NUKOYHUMe Nbmuya HapylIeHre Ha ObOpeuHaTa
(byHKIHS

Hapywenus na xoorcama u HewnsBectHa AHapWIaKTHYHH PEaKIiH,

NOOKOJICHUME MbKAHU

TOKCHYHA enujiepMaiHa
HEKPOJIN3a, HEKPOTH3HPAIIL
AHTUUT (BACKYJIUT, KOKEH
BaCKyJIHT), KOxkHa popma Ha
JIYTyC TIOAOOHU PEaKIiH,
peaKTHBAIUS HA KOXKCH JIYITyC
epUTeMaToJiec, peaKIuy Ha
(hOTOUYBCTBUTEITHOCT, OOPHB,
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YpTHKapus

Hapywenus na myckyno- HewnssectHa CnabocT, MyCKyJTHH CIIa3MU
CKelemHama cucmema,
CbeQuHUMenHama mvkKam u

Kocmume

Cv008u HapyuieHus HewnsBectHa [locTypanHa XHUIIOTOHHUS

Obwu napywenus u epexmu na | HemssectHa [ToBumena remmeparypa

MACMOMO HA NPULOHCEHUE

Xenamoobunuapru HaTyuwieHus. HeussectHa JKbpnrenuna (MHTpaxenarainHa
XOJIECTaTUYHA )KBITCHNILIA)

Icuxuunu napyuwenus HewuspecTtHa Jenpecusi, HapyleHus Ha ChHS

J10303aBUCHMHUTE HEXKENAHU PEaKIUU Ha XUAPOXJIOPOTHA3H]T (0COOCHO HAPYIIICHUSTA HA ICKTPOIUTHHS
Oaanc) Moke a ObIaT YBETWUICHH IPY TUTPUPAHETO HA XUAPOXIOPOTHAZHI.

Onucanue Ha u36panu Hedicelanu 1eKapCcmeeHu peakyuu
HemenanomeH pak Ha koxkarta: B3 ocHOBa Ha HAIMYHUTE JAaHHU OT €MUIEMHOIOTHYHU IPOYUYBaHUS €
Ha0JI0JaBaHa 3aBUCHMa OT KyMyJaTHBHaTa /1032 Bpb3ka Mexay XX 13 u HMPK (Bx. cpiio Touku 4.4 u

5.1).

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIE]] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBeHUS
MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIBJKHM HAOIIOICHUETO Ha ChOTHOIICHUETO I0JI3a/PUCK 32
JIEKapCTBeHUS NPOAYKT. OT MEIUIIMHCKUTE CIICIUAIMCTH CE U3MCKBA J]a ChOOIIaBaT BCsAKA MOI03UPaHa
HEe)KeJlaHa peakIus ype3 HallMOHATHA CUCTeMa 3a ChoOIaBaHe, mocoueHa B [punoxkenue V.

4.9 Ilpeno3upane

Hsama cnemmdrana nHbOpMAINS 0 OTHOIIEHUE HA JICYEHHETO MPH MPEI03UpaHe ¢ KOMOWHAIIMHUTE OT
upOecapTaH u Xuapoxyoporrazul. [lanneHTsT TpsiOBa 1a ObJie BHUMATEITHO IPOCIIEASBaH KaTo
JICYCHUETO TPAOBa 1a ObJIc CUMIITOMATUYHO U MO IbpKaIlo. JICUeHHETO 3aBUCH OT BPEMETO OT
MIPUEMaHETO U TeXKECTTa Ha cuMIToMuTe. [IpenopbuBa ce mpeIu3BUKBaHe Ha TIOBPBINAHE H/HITU
CTOMaIITHa TPOMHUBKA. AKTUBHUSAT BBIJIEH MOKe /1a ObJie MOJIe3eH NPH JIeUeHHE Ha MPE03UPaHETO.
CepyMHUTE €NEKTPOIUTH M KpeaTHHIHA TPsIOBa Aa ObaaT yecTo npocneasBann. Ilpu nossa Ha
XUTOTOHUS, AIIMEHTHT TPsIOBa fa ObJIe TOCTAaBEH B JISTHAJIO TOJIOXKEHHE U JIa Ce peAnprueMe 0bp30
00eMHO U eJEKTPOIUTHO 3aMECTBAHE.

Haii-uecture IIPOsIBH HA NPEAO3HUPAHE C Hp6ecapTaH C€ O4YaKBa aa 6’B,E[B.T XUIIOTOHHUA U TaXUKApAUSL;
BB3MOJKHA € U I10sgBaTa Ha 6pa,Z[I/IKap):[I/I$I.

[Ipeno3upanero ¢ XUIPOXIOPOTHAZU € CBBP3aHO C HEOCTHUT Ha EIEKTPOJIUTH (XUIIOKaTHEMUS,
XHUIOXJIOPEMUSL, XMUITOHATPUEMUS) U ACXHIpaTalus B pe3yiITaT Ha IpeKoMepHaTa auypesa. Haii-uecture
MPU3HALM ¥ CHMIITOMH Ha Mpe03upaHe ca raJieHe 1 COMHOJIEHTHOCT. XHUITOKAJIMEMHUSITa MOXKE Ja TOBEJIE
JI0 MYCKYJTHH CIIa3MH W/WITU H3sIBEHA ChPJICUHa apUTMUSI CBbp3aHa ¢ €IHOBpEMEHHATa yrorpeba Ha
CHPACYHHU TIUKO3UAM WIN HAKOU aHTH-apUTMHUYHHU JIEKAPCTBEHH MTPOAYKTH.

WpOGecapran He ce oTaens upe3 xemonuanusa. CTenenra Ha OTAEISIHE Ha XUIPOXJIOPOTHA3HU]L C IOMOILTa
Ha XeMO/IMaJIn3a He € YCTaHOBEHA.

5. DOAPMAKOJIOT'NYHHA CBOUCTBA

51 @apmakoguHAMUYHM CBONCTBA

dapmMakoTeparneBTHIHA rPyIa: aHrHOTeH3UH- || aHTaroHuCTH, KOMOUHAIIMN
ATC kox: C09D A04.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

MexaHu3bM Ha JIEUCTBUE

Hpbecapran/Xuapoxiaoporuasus Teva e KoMOWHAIMS OT aHTHOTeH3UH-11 perienTopeH aHTaroHucT
upOecapTaH U THA3HJICH JUYPETHK XUIPOXI0poTHazua. KoMOMHaIMTA OT IBaTa KOMITOHEHTA
MIpUTEXaBa aTUTHBEH aHTUXUTIEPTEH3NBEH €(EeKT, KaTo MOHMWKaBa KPHBHOTO HAJSITaHE B IMTO-TOJSMA
CTEIEH B CPABHEHUE C BCEKU OT OTACIHUTE KOMIOHCHTH MPUIIOKEHU CAMOCTOSITEIIHO.

Upbecapran e MoIeH, iepopaieH, cenekTuBeH anruoreH3nH-11 penenropen (tum AT;) aHTaroHuUCT.
OuakBa ce OJIOKMpaHe Ha ISIOCTHOTO JISHCTBUE Ha aHrnoTeH3uH-11 Mmenuupanute ot AT penenTopu,
HE3aBUCUMO OT U3TOYHMKA WIH IIHTSI HA CHHTE3 Ha aHTMOTCH3UH-1. CEeJICKTUBHUSAT aHTarOHU3bM CIIPSIMO
aurunorersuH-11 (AT;) perenTopure, BOAX 0 MOBHIIABAHE Ha IUIA3MEHNUTE HHUBA HA PEHUH U
anrnoTeH3uH-11 1 moHMkaBaHe Ha TUTa3MeHaTa KOHIEHTpaIlusl Ha anjgoctepoH. CepyMHUTE HUBA Ha
KaJIM{ HE Ce MPOMEHAT 3HAYUTEITHO TPU CAaMOCTOSATEITHOTO MPUJIOKECHHE HA HpOecapTaH B
NpenopbYaHuTe JI03H, MPH NMAIMEHTH 0e3 ChIECTBYBAII] PUCK OT MOSIBa Ha HAPYIICH EICKTPOJIUTCH
6ananc (k. Touku 4.4 u 4.5). Upbecapran ne nuxudbupa ACE (kununasa-11), ensum, Koiito renepupa
anruoTeH3uH-11, a chII0 U pasrpaxaa OpaguKUHUHA 0 HEaKTUBHU MeTabonutu. MpOecapTan He M3UCKBa
MeTaOOJIMTHO AaKTHBHPAHE 3a OCHIIECTBIBaHE Ha epeKTa My.

XuApOXJIOPOTHA3H] € THA3HIACH JUYPEeTHK. MeXaHU3MbT HAa aHTUXUIIEPTEH3UBHUS €(DeKT Ha THA3UTHUTE
JUYPETHLY HE € HaII'bJIHO M3BecTeH. THasuaure BIussIT BbpXy ObOpeuHuTe TyOyTHE MEXaHU3MH Ha
peabcopOIust Ha eNeKTPOIUTUTE KaTO JUPEKTHO YBEIMUYABAT EKCKPETUPAHETO HA HATPUHN U XJIOPHIH B
MPUOJIN3UTETHO €KBUBAJICHTHH KOWYecTBa. JAMypeTHIHOTO eHCTBHE Ha XUAPOXJIOPOTHA3H HAMAIISIBA
IUTa3MeHUs 00eM, MTOBHIIaBa aKTUBHOCTTA HA PEHHH B IJIa3Mara, 3aCUJIBa CEKpELHATa Ha aJIIOCTEPOH C
TIOCJIE/IBAILO YBEJIIMUCHO OTAEIISIHE HA Kaauii 1 OnkapOOHATH B ypHHATa U HaMaJsiBa cepyMHarTa
KOHIICHTpAIHs Ha Kajuid. BeposaTHo upe3 OloKupaHe Ha cUCTeMaTa PeHUH-aHTMOTEH3MH-AIIZIOCTEPOH,
€IHOBPEMEHHOTO IIpUjIaraHe Ha upOecapTaH UMa TEHACHIM KbM MPEJOTBpATABaHE 3arydarta Ha Kalui
CBBbp3aHa ¢ ICHCTBUETO Ha Te3u AuypeTHur. C XHUIPOXIOPOTHA3N HAYaI0TO Ha AWype3aTa HacThIIBa
ciesl 2 yaca ¥ MAaKCUMAITHHAT epekT OOMKHOBEHO ce JI0CTUTa clies 4 yaca, a ISHCTBUETO PO IbIKaBa
npubmm3uTenHo 6-12 gaca.

KOMGI/IHaHI/IHTa OT XUAPOXJIOPOTHA3U I 1 HpGecapTaH MMpe€aAn3BUKBA 10303aBUCUMO, aIUTUBHO
MOHW)KEHHUE Ha KPHBHOTO HAJSITaHE NP MPHEM Ha TeparneBTUIHuTe 103u. Jlob6aBsHeTo Ha 12,5 mg
xuapoxioporuasua keM 300 mg updecapTaH BeIHBK THEBHO IPH MAMEHTH, KOUTO HE ca Ce MOBIHSIIN
JOCTaTBYHO A0OpE OT CaMOCTOATETHOTO npuioxkenue Ha 300 mg upbecapTaH, MpeAU3BUKBA I10-
HATaTHIITHO MOHKEHNE Ha JIUACTONHOTO HAJISITAaHE B CpaBHEHHE C MJanebo, koeTo crnaaa ¢ 6,1 mm Hg
(24 gaca cnen mpuema). KomOunanmsta ot 300 mg upbecapran u 12,5 mg XuapoxiopoTHasug
MIpeIM3BUKBA 00IIa pa3iinKa ¢ manedo Ha CUCTOIHOTO M TUACTOIHOTO Hamsarane no 13,6/11,5 mm Hg.

OrpaHn4eHu KIMHUYHY JaHHu (7 0T 22 ManeHTa) NOKa3Bar, 4e MU NalUeHTH, TPH KOUTO HE €
MOCTHUTHAT KeJTaHusI KOHTPOJI pu koMOuHarmsta 300 mg/12,5 mg, 6uxa Moriu J1a ce MOBJIHSAT OT
xoMmbuHanuaTa 300 mg/25 mg. ITpu Te3u manueHTH € HaOI0AaBaHO 3HAYUTEITHO TIOHIKABaHe Ha
KPBBHOTO HaJISITAHE KAKTO HA CUCTOJIHOTO, TaKa M Ha IMACTOJIHOTO HaJisAraHe (CboTBeTHO 13,3 1
8,3 mm Hg).

[MpuemsbT Ha 150 mg upbecaptan u 12,5 mg XUAPOXIOPOTHAZUA BEAHBXK AHEBHO NPEAN3BUKBA
CHCTOJTHO/AUACTOTHO TTOHIKCHIE Ha KPBBHOTO HAJISTaHE B CpaBHEHHE ¢ Tutane0o (1o 24 Jaca cien
mpuema) ¢ 12,9/6,9 mm Hg mpu nanuedTy ¢ Jieka 0 yMepeHa XUnepToHuss. MakcuMaTHHAT e(ekT ce
noctura cien 3-6 yaca. Ilpu amOynaTopHO mpociieAsiBaHe Ha KPbBHOTO HaJlsiraHe, KOMOMHALIMATA OT

150 mg up6ecaptan u 12,5 mg XuapoxJIOpoTHA3U]T IPUETA BEIHBK JTHEBHO, ITOIHPKA TOCTOSIHHU
CTOWHOCTH Ha KPHBHOTO HAJIATAHE TIpe3 24-9acoBUs MIEPHOT ChC CPeaHO MOoHKeHue oT 15,8/10,0 mm Hg
pasnuka c mianedo. AMOyIaTOPHOTO MPOCIEASIBaHE € OTYENO0, Ye ChOTHOIIEHHETO MEKIY Hall-MaJIKus U
Haii-rojeMust eeKT oT nmpuema Ha upoecapran/xuapoxiaoporuasun 150 mg/12,5 mg e 6uno 100%.
ChII0TO CHOTHOIIEHUE U3MEPEHO TP IOCEIICHUE B JIEKAPCKU KAOMHET C amapar ¢ MaHiiera ¢ ouiao 68%
u 76% nipu ynotpeba chOTBETHO Ha upobecapran/xuapoxioporuasua 150 mg/12,5 mg u
upbecapran/xuapoxioporuazua 300 mg/12,5 mg. Tesu 24-uacoBu edektu ca Onnn HabMOAaBaHK Oe3
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TBBPJIC TOISIMO MOHWKEHUE HA MAKCUMAITHHS ePEeKT U € OHII0 IO IbPKaHO Oe30MacHO U e)EeKTUBHO
MOHIDKEHNE Ha KPbBHOTO HAJISTaHEe MPH €JHOKPATECH JHEBEH MTPHUEM.

Ipu marueHTH, KOMTO HE Ce TOBIUIBAT J00pe caMo OT 25 mg XUAPOXIOPOTHA3H/, J0OABSIHETO HA
upbecapTaH MpeIU3BUKBA JOIBIHATEIHO CPEIHO TIOHIKEHHE HA CHCTOIHOTO/ JMACTOIIHOTO HAJISITAHE OT
11,1/7,2 mm Hg pasnuka c miarne6o.

XumoTeH3uBHUAT eeKT Ha KOMOMHAIMATA UpOecapTaH ¢ XUAPOXIOPOTHA3HU] CE TIPOSIBSIBA OIIIE CIIE]
IIpUEM Ha IIbpBaTa A03a U € C MPOAB/LDKUTCIITHOCT 1-2 CCAMUIM, KaTO MaKCUMAITHUAT MY e(beKT HacCTbIIBa
cien 6-8 ceamuny. [Ipy NpoXBIDKUTEIHN KIMHUYHY U3MIMTBAHUS € OMIIO YCTaHOBEHO, Y€ e(heKThT Ha
upOecapTan/XuapoxJIOpoTHa3n] ce MoAabpka Haa 1 roquHa. BeIipeku, ye He ca OWiI pOBEXKIaHU
Ie/IEHACOUEHN KIMHUYHU TIPOyYBaHus ¢ MpOecapTan/XuapoXI0poTHa3u/ o OTHoIIeHHe Ha rebound-
XUIEPTOHUS, TAKBB e(DeKT He € Onin HaOII0JaBaH MpH IpreMa Ha UpOecapTaH U XUAPOXIOPOTHASHI.

He ca npoBexnany KIMHUYHU U3MUTBAHUSA, LSIIAIIM ONpEeisHe Ha ehekTa Ha KOMOMHAIIHUATA
upOecapTaH ¥ XUAPOXJIOPOTHA3K/L II0 OTHOIIICHUE Ha 3a00JIeBACMOCT M CMBPTHOCT. EnuaeMuonornaHure
MIPOYYBAHUS Ca MOKAa3aju, Y€ IPOABIIKUTEIHOTO JICYCHUE C XUAPOXIOPOTHA3U] HAMAIISIBA PUCKA OT
pa3BUTHE HA CHPACYHO-CHIOBH 3a00SIBAHUS U CMBPT.

EdexTpT Ha KOMOMHAIMATA HpOEcapTaH/XUIPOXIOPOTHAZK HE CE OIIpeesis OT Bb3pacTTa U IoJia.
[TonoGeH e cay4asT ¢ ApyTrH JEKapCTBEHU MPOAYKTH, KOUTO MOBIUIBAT CCTEMaTa pEHUH-aHTMOTEH31H,
AHTUXHIIEPTEH3UBHHUAT OTTOBOP MPU MALMEHTH OT YepHAaTa paca € 3a0eIeKUMO Mo-ciiad MmpH
MoHoTepamus ¢ updecapran. [Ipu npunarane Ha upOecapTaH 3a€IHO C HUCKA 1033 XUAPOXJIOPOTUA3U]
(mamp. 12,5 mg AHEBHO), aHTUXUIIEPTEH3UBHUAT OTTOBOP Ha MALMEHTUTE OT YepHATa paca ce
npuOIMKaBa 10 OTTOBOpa HA MAlUEHTH OT JPYTH pacu.

Knnanuna edukacHocT 1 0€300aCHOCT

EdukacHocTTa 11 6e30macHOCTTa Ha HpOecapTaH/XUIPOXIOPOTHA3U]T KATO HayalHa TepaItus IPH TEKKa
xunepTonus (nedpunupana npu SeDBP > 110 mm Hg), ca Ouin orieHeHn B MHOTOLICHTPOBO,
PaHIOMHU3HPAHO, ABOMHO CIISINO, AaKTUBHO KOHTPOJIUPAHO, §-ceAMUYHO u3nuTBane. O0mo 697 nauneHTn
ca OWIIM paHIOMHU3HPAHHU B ChOTHOIIEHME 2:1 Ha upbecapran/xumpoxiaoporuasuz 150 mg/12,5 mg wmu
upOecapran 150 Mg, ¥ cucTeMHO TUTpHUpaHH (IIpeau 1a ObJe OIICHEH OTTOBOPa KbM IO-HHCKaTa J103a)
clles eTHa ceqMuIa KbM upoOecapran/xuapoxiuopruasug 300 mg/25 mg nim xeM upbdecapran 300 mg
CHOTBETHO.

58% OT maIMeHTuTe B U3CIEABAHETO ca OMITM OT MBXKH 1o, CpeiHaTa Bh3pacT Ha MAIUSHTUTE € Ouiia
52,5 roguamn, 13% ca Owmm Ha BB3pacT > 65 rogunu u enBa 2% ca Oun Ha Be3pacT > 75. J[Bananecer
nporieHTa (12%) oT manuenTuTe ca Onnu aquadeTuim, 34% ca OWIH ¢ XUICPIUNHIEMHUS U HalH-4eCTOTO
CBHPJEYHO-CHIOBO ChCTOSIHUE € OMla CTa0MIIHA aHTWHA TTeKTopuc Tipu 3,5% OT yJacTHUITUTE.

OcHoBHaTa 11e71 Ha TOBa U3cje/[BaHe € Ouiia J1a ce ChIIOCTAaBH ChOTHOIICHUETO HA MAIUeHTH, IPU KOUTO
SeDBP e 6uno xontponupano (SeDBP < 90 mm Hg) npe3 5-ta cenmunia ot iedenueto. Yetupuaecer U
ceaem mporieHTa (47,2%) OT manueHTUTe JeKyBaHU ¢ KOMOMHAIMATA ca IOCTUTHAIIN Hali-HUCKAa CTOMHOCT
SeDBP < 90 mm Hg, B cpaBHenue ¢ 33,2% ot nanueHture Ha upoecaprtas (p = 0,0005). Cpennara
W3XO/IHA CTOMHOCT Ha KPBBHOTO HaJIsITaHe € Owmina nmpudnusurento 172/113 mm Hg npu Beska ot
JIeKyBaHHUTE TPynH U HaMmansiBaHeTo Ha SeSBP/SeDBP npes nerara ceamuia € 6110 cbOTBETHO

30,8/24,0 mm Hg u 21,1/19,3 mm Hg 3a up6ecapran/xuapoxiaopruazua u upoecapras (p < 0,0001).

CpoOuieHusTa 3a BH/Ia U YECTOTAaTa HA HEXKEJITAHUTE PEaKIMH MTPH TAIMEHTH JICKYBaH ¢ KOMOMHANUATA
ca OmM motoOHM Ha MpodHiIa Ha HEXKETAHUTE PEaKIuy PH MAlMeHTH Ha MoHoTeparnus. [1pe3 8-
CEIMUYHUS TEPaNleBTHYCH NIEPUOJ] He ca OWIIM JOKIIaBaHU CITydad Ha CHHKOII B HAKOS OT TPYIIHUTE.
CroO1IieHHsTa 32 XMIIOTOHUS KaTo HeXXenaHa peakiust ca oumu npu 0,6% u 0% oT marueHTuTe 1 3a
3amasiHOCT 1ipu 2,8% u 3,1% chOTBETHO OT rpynara ¢ KOMOMHHMpPaHA Tepanus U Irpynara ¢ MOHOTEpamnusl.

JIBoiHO OJOKMpaHe Ha PEHUH-aHTHOTeH3nH-aanocreponoBara cucrema (PAAC)

15



JBe rojemu panmoMusupanu koaTpoaupanu npoyusanus — ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial — Teky1o rimo6anHo u3muTBaHe 3a KpaitHU
TOYKHM Ha TEIIMHCAPTaH, CAMOCTOSTEIHO U B KoMOuHaimsa ¢ pamuripui) 1 VA NEPHRON-D (Knuanuno
NpOy4BaHE CBHP3aHO C Pa3BUTHE Ha HePOHATHs MPH AUA0ET, MPOBEACHO 0T MUHHCTEPCTBO IO
BBIIPOCHUTE Ha BEeTEpaHUTE) — MPOyYBaT yrnorpedara Ha komOuHarmsata ot ACE nHXubuTop u
anruoteH3uH ll-pereniropen Giiokep.

ONTARGET e npoyuBaHe, MpOBEJIEHO IPY NAIIMEHTH C aHAMHE3a 32 ChPJICYHO-Ch0BA WIH
MO3BYHOCHI0BA OOJIECT, HIIH 3aXapeH AUadeT THII 2, IPUIPYKEHH C IAHHU 32 YBpeX/1aHe Ha eekTopHH
opranu. VA NEPHRON-D e npoy4BaHe npu ManueHTH ChC 3axapeH aunader tun 2 u auaberHa
HedpomaTus.

Te3u mpoy4BaHus HEe TIOKA3BaT 3HAYMM OJaronpusTeH ehekt BbpXy ObOpEeUHUTE W/UITH ChPIEIHO-
CBHJIOBHTE MOCIEIUIH U CMBPTHOCT, KaTO ChIIEBPEMEHHO ca HaOII0laBaH! MOBUILIEH PUCK OT
XHUIIEPKAJIMEMUs, OCTPO YBpekAaHe Ha ObOpennTe W/MiM XUIOTOHHUS B CpaBHEHUE ¢ MOHoTepanusta.Kato
ce UMaT MPEeBH] CXOJHUTE UM (papMaKOJUHAMUYHH CBOWCTBA, TE3N PE3YIITATH ca MPHUIIOKUMH U 32
npyru ACE uaxubutopu u anrnoreHsu ll-penentopau 6i1okepu.

ACE unxubutopu u aHrnoteH3uH ll-perientopan 6J0KkepH ciieJoBaTeTHO HE TPsIOBa Jia ce M3IOJI3BaT
€IHOBPEMEHHO IPH MMAlMEHTH C AMa0eTHa HeypOraTHsl.

ALTITUDE (KnuauuHO mpoy4BaHe NMPOBEACHO € aTMCKUPEH NP MALUEeHTH ChC 3axXapeH AuadeT THIl 2 ¢
W3M0JI3BaHe Ha ChPJCYHO-CHAOBU U OBOpeYHH 3a00NBaHUs KaTO KPaifHU TOYKH) € TIPOy4YBaHe,
NpeaHa3HAYeHO Aa U3CIeABa MoI3aTa oT 100aBsSHETO Ha aJMCKUPEH KbM cTaHgapTHa Tepanus ¢ ACE
MHXUOUTOP WM aHruoTeH3uH lI-penenTopen O10kep Mpy NaUKMEHTH ChC 3axapeH nuadeT Tl 2 u
XpOHHYHO 0BOpeyuHo 3a00isBaHe, ChPAEYHO-CHI0BO 3a00sBaHe WK U Asere. [IpoyuBanero e
MIPEKpaTeHO MPEXACBPEMEHHO TIOpaiy MOBUIIIEH PUCK OT HeOIaronpusTHY mociaeanuu. Kakro chpaedno-
CHJI0BATa CMBPT, TaKa U MHCYATHT Ca O-YECTU B Ipynara Ha aIMCKUPEH, OTKOJIKOTO B IpyrnaTa Ha
wiane0o, a MPeICTaBIsBALIMTE HHTEPEC HEXKEJIaHU ChOUTHS U CEPUO3HHU HEXEJaHu ChOUTHUS
(xunepkanuemusi, XMoTOHUS 1 ObOpedHa TUCYHKIHS) ce ChOOIIaBaT Mo-4ecTo B Ipynara Ha
QIMCKUPEH, OTKOJIKOTO B rpyIara Ha 1aneoo.

Hemenanomen pak Ha kokata: Bb3 0CHOBa Ha HATMYHUTE JAHHU OT €MUIEMHOJIOTHYHHU MPOYYBAHUS €
Ha0JIroaBaHa 3aBUCHMa OT KyMyJlaTHBHATa 103a Bpb3ka Mexay XX T3 u HMPK. Enxo npoyuBane
BKITFOYBA TOITyJaIs, cherosima ce oT 71 533 cmydan va BKK u 8 629 cirygan sa CKK, u momymanus ot
cpotBeTHO 1 430 833 u 172 462 noaxonsmu KoHTposn. Bucokara ynorpeda na XXT3 (kymymnaTHBHO
>50 000 mg) e cBbp3ana ¢ kopurupan OR 1,29 (95% JIU: 1,23-1,35) 3a BKK u 3,98 (95% IU: 3,68-4,31)
3a CKK. HabmtonaBana e sicHa Bpb3ka KyMyJaTuBHa 103a-0TroBop kakTo 3a BKK, taka n 3a CKK. [pyro
MpOyYBaHe IMOKa3Ba Bb3MOXKHA Bph3ka Mex Ty paka Ha yctHuTe (CKK) n ekcriozmmmsita Ha XXT3: 3a
633 cny4yan Ha pak Ha YCTHUTE € moaOpaHa nomynanus ot 63 067 moaxoasiy KOHTPOIIH, KaTo ce
M3II0JI3BA CTPATETHs 3a B3eMaHe Ha PoOu, ONpeeseHa oT pucka. JleMoHCTpHpaHa € Bpb3Ka
KyMyJaTHBHA 703a-0TroBOp ¢ kKopurupan OR 2,1 (95% AU: 1,7-2,6), mapactBam 10 OR 3,9 (3,0-4.,9) 3a
BHUcOKa ynorpebda (~25 000 mg) u OR 7,7 (5,7-10,5) 3a Haii-Bucokara kymynaTusHa no3a (~100 000 mg)
(BK. cbIo TouKa 4.4).

52 @apmMakoKHHETHYHH CBOWCTBA

EnnoBpeMeHHUAT NpreM Ha XUIPOXJIOPOTHA3H U HpOecapTaH He BIUsAe BbPXY (GapMaKOKHHETHKATA HM.

AOGcopOrus

HpbecapTan U XUIPOXIOPOTHA3H/ Ca AKTUBHH MTPH TICPOPAJICH MTPUEM U U3sBATA HA TIXHATA AKTHBHOCT
He M3KCKBa Onorpanchopmarun. Crel mepopaIHo MPUIOKEHHE Ha HpOecapTaH/XuapOoXI0pOTHASH]I,
abcolroTHATa repopaiHa OHOHATMYIHOCT € oT mopsiabka Ha 60-80 % n 50-80% croTBeTHO 32 UpbecapTan
u xuapoxioporuasu. [IpueMbT Ha XpaHa HE TPOMEHS 3HAUYUTEIIHO OMOHATMYHOCTTA Ha
upOecapran/xuapoxioporuasu. [InkoBaTa ma3MeHa KOHIIEHTpaIus ce gqocrura 1,5-2 gaca cnen
MepopaTHo MPIIIOKEHHE 3a upOecapTan u 1-2,5 gaca 3a XHIPOXIOPOTHAZHUI.
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Paznpenenenue

CBBp3BaHETO HA UPOECAPTAH C TIA3MEHUTE MMPOTEUHH € OKOJIO 96%, KaTO CBBP3BAHETO C KPHBHUTE
KJICTBYHH €IIEMEHTHU € He3HauuTenHo. O0eMbT Ha pa3npezeiieHre Ha upoecaptat ¢ 53-93 nurpa. Okoio
68% OT XUIPOXIIOPOTHA3H]L € CBBP3aH C TIA3MEHUTE MIPOTEHHH, & BUIUMHUAT 00eM Ha pasnpelielicHHe €
0,83-1,14 I/kg.

JInHEeHHOCT/HENMMHEHHOCT

Hpbecapran noka3sa JIMHEHA 1 IPOTIOPIIMOHAIIHA Ha JJ03aTa (hapMaKOKHHETHKA Tpy 1034 oT 10 10

600 mg. Ilpu nepopanHo npuiaoKeHue Ha 1o3a mnpesumasamia 600 mg, e Ouna HabI0AaBaHa MO-Mallka OT
MIPOIOPIIHOHATIHATA a0COPOLIMS; MEXaHH3Ma Ha TOBa He € u3scHeH. OOIIUAT TelleceH U ObOpeucH
KIHPBHC € choTBeTHO 157-176 u 3,0-3,5 ml/min. TepMuHaIHUAT €TMMUHAIIMOHEH MOJTYKUBOT Ha
upbecapras e 11-15 gaca. CranmoHapHU II1a3MEHU KOHIIEHTPAIUY CE TIOCTUTAT B pAMKHTE Ha 3 JTHU CIIe]
3aroYyBaHe Ha JICYCHUETO C IHOKPATEH AHEBEH npueM. [Ipu MHOrOKpaTHO MPUIIOKEHHE Ha 103U
IpHEeMaHHu BEJHBX THEBHO, € HA0JII0JaBaHO OTPAHMYCHO aKyMyiHupaHe Ha upoecaptad (< 20%). B
Ipoy4YBaHe ca OmiM HaOII0JaBaHK B U3BECTHA CTETICH IT0-BUCOKH TUIA3MEHH KOHIICHTPAIINH Ha
upOecapTaH NPy )KEHU C XUIIEPTOHUA. Bblpeku ToBa, He ca OMIM HAaOJII01aBaHU Pa3IHUUKs 10 OTHOIICHUE
Ha CJIMMUHAIIMOHHMSAT MOJYKUBOT U aKyMyJIMpaHeTo Ha upbecaprad. He ¢ HeoOxoauma rnpoMsiHa Ha
Jo3ara mpu nauerTute ot skeHcku noi. CroitHoctute Ha AUC 1 Ciax Ha UpOecapTaH ChINo ca OWim mo-
BHCOKHU JI0 M3BECTHA CTEIICH NIPU MAIMEHTUTE B CTapuecKka Bb3pacT (> 65 roannam), B cpaBHEHHE C
mitagute nHauBuan (18-40 rogunn). Benpeku ToBa, TEPMUHATHUAT €IMMUHAIMOHEH TTOTYKHBOT HE €
0w MpoMeHeH 3HaunTeaHo. He e HeoOxonuMa mpoMsiHa Ha J1o3aTa [P Xopa B cTapuecKa Bh3pacT.
CpenHOTO BpeMe Ha MoTyelIMMUHUpaHe Ha IIa3Mara Bapupa ot 5-15 gaca.

BuorpanchopMmarus

Crnen mepopaliHO WM UHTPABEHO3HO MPUIIOKEHUE Ha “c upbecapran, 80-85% OT painOaKTHBHOCTTA B
IIa3Mara ce OTJaBa Ha HempoMeHeHus npoecapran. Mpbecapran ce MeTabomu3nupa B YepHUS Apo0 dpe3
KOHIOTHpaHe C TJIIOKOPOHUIN U OKHCIsIBaHe. | TaBHUAT HUPKyIUpaI] MeTadoINT € upOecapTan
rIoKopoHu (0komo 6%). M3cneaBanusiTa in Vitro mokassar, uye updecapTaH ce OKHCISIBA OCHOBHO OT
urtoxpoM P450 emsum CYP2C9; m3oer3umbpT CYP3 A4 nva MuanmManeH edekr.

Enumunupane

Hpbecapran 1 METaOOIUTUTE MY CE SIIMMHHHPAT Ype3 XKITbukara u 0p0perute. Ciien epopaiHO WK
MHTPAaBEHO3HO MPUJIOKEHUE Ha “c up0Oecapras, okosio 20% OT paAMOaKTUBHOCTTA CE€ OTKPHBA B
ypYHaTa, a OCTaHaJlaTa 4acT - BbB pekanmute. [lo-mManko ot 2% OT 03aTa ce eKCKpeTHpa B ypHHATA KaTO
HenpoMeHeH upbecaptaH. XHuIpOXJIOPOTHA3U]] HE CE METa00IM3Upa, a ObP30 CE SINMMUHUPA UPE3
O0nOpenure. Hali-manko 61% ot nepopaiHara J103a ce eTMMAHIPa B HEMPOMEHEH BUJT 32 TIEPHOJ OT

24 qaca. XunpoxiopoTruasu] MpeMUHaBa IIalleHTapHaTa, HO He TPeMUHABa KPbBHO-MO3b4HATA Oapuepa
U C€ EKCKpeTHpa B KbpMarTa.

brOpeuno yBpexaaHe

[Ipu nauyenTr ¢ 6b0pEYHO YBpEKIaHE WM TaKHBa Ha XeMoIuanu3a, hapMaKOKMHETHYHHUTE TTapaMeTpu
Ha upOecapTaH He ca IPOMEHEHHU 3HaunTeIHO. MpOecapran He ce oTCTpaHsABa upe3 xemoauanusa. [Ipu
NalKUeHTH C KpeaTHHUHOB KIupbhHC < 20 ml/min ce cro01aBa, ye BpeMeTo Ha MOIyeTUMUHUPAHE Ha
XUIPOXJIOPOTHA3U] ce yABIKaBa A0 21 gaca.

YepuoapoOHO YBpEKIaHE

[Ipu manmeHTHTE C JIeKa 0 yMEpeHa 1upo3a, papMakOKHHETHYHUTE MTapaMeTpH Ha upOecapTaH He ca
MpoMeHeHH 3HaunTeNnHO. He ca mpoBekaHu npoy4BaHUs IPH MAIMEHTH C TEXKO YEPHOAPOOHO
HapyIICHUE.
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5.3 IlpeakIVHUYHHU JAHHU 32 0€30MACHOCT

Hpbecapran/Xuapoxa0poTHasug

[ToTeHuMaHaTa TOKCHYHOCT Ha KOMOMHAIIUATA HPOECapTaH/XHUAPOXIOPOTHAZH/I CIIE] IIEPOPAITHO
NpUIIOKEeHUE ¢ OWiTa OlleHeHa MPH TUThXOBE W MaKalld B IPOYYBAHUS MPOBIDKIIM JIo 6 Mecena. He ca
OWIM yCTaHOBEHH TOKCHKOJIOTUYHHU HAXOJAKH C KIMHUYHO 3HAYCHHE TI0 OTHOIICHHE Ha TepareBTUYHATA
yrnoTtpeba mpu xopa.

OnwucanuTe Mo-10Ty IPOMEHH HAOII0IaBaHK MIPU TUTHXOBE M MaKal[i, KOUTO ca MMOyJYaBaju

KOMOMHAIUATA OT upOecapTan/xuapoxiopoTrazun B 1o3u 10/10 u 90/90 mg/kg nHeBHO ca Ouin

HaOJII01aBaHM CHIIO M [IPU CAMOCTOSITENHATA yOTpeda Ha OTAEITHNUTE ChCTABKU H/UJIHM Ca BTOPUYHO

BB3HUKHAIM B PE3YJITAT OT IOHIKAaBaHE HA KPHBHOTO HassiraHe (He ca Owii HaOJro1aBaHy 3HAYHMHU

TOKCHKOJIOTUYHH B3aHUMOJIEHCTBUS):

e npoMeHH B OBOpennTe, U3passaBally ce ¢ JIEKO MOBUIICHNE HUBATa HA CEpyMHATa ypesl U KpeaTHHMH,
XHUIMEPIIIa3usy/ XUnepTpous Ha IOKCTArIOMEPYJIapHHUS anapar KaTo TUPEKTHO CIEICTBUE OT
B3aUMOJICHCTBUETO HA HpOEcapTaH C peHUH-aHTHOTEH3MHOBATa CUCTEMA,

®  JIeKO NOHMKEHH CTOWHOCTH Ha €PUTPOLIUTHUTE MTOKa3zaTenu (Opoi epUTPOIIUTH, XEMOTIIO0UH,
XEMaTOKPHT);

e MpOMSsHA B I[BETA HA CTOMAIITHATA JIMTABUIIA, I3BU M (hOKAITHA HEKPO3a Ha CTOMAIIIHATA JTUTaBHIA Ca
Ouny HabroIaBaHU MTPU MaTbK OpOil TUTBXOBE, IPH €JHO 6-MECEUYHO TOKCUKOIOTHYHO IPOYYBaHEe
npu ipueM Ha upbecapran 90 mg/kg nHeBHO, Xuapoxmoporruasua 90 mg/kg MHEBHO U
upOecapran/xuapoxioporuasus 10/10 mg/kg nuepHo. Te3u ne3uu He ca OnKM HAOIOJaBaHH ITPH
MaKar;

® [OHIKCHUE HA CEpyMHATa KOHIICHTPAIINS Ha KAIHH, TBIDKAIIO Ce Ha XUAPOXIOPOTHAZH]T K YACTUUHO
U30SIrHATO NP KOMOWHKMPAHE Ha XUIPOXJIOPOTHA3HU]T C UpOecapTaH.

[ToBeyeTo OT ropecnoMeHaTuTe e(heKTH BEPOSTHO CE IBDKAT Ha (hapMaKOIOTHIHOTO JCHCTBHE Ha
upOecapTaH (O10KHpaHe aHTHOTeH3UH-1[-HHIYIPaHOTO 0CBOOOX1aBaHE HAa PEHHH ChC CTUMYJIUPAHE Ha
KJICTKUTE 00pa3yBallld peHUH) U CE CPEIaT ChIIO0 NPU MHXUOUTOPU Ha aHTMOTECH3UH-KOHBEPTHPAIIUS
eH3uM. Te3n HaxXoJK1 M3rIexkaa ca 6e3 3HaUeHue 3a yrnorpedaTa Ha upOecapTaH/XuAPOXIOPOTHAZH B
TEPANeBTHYHH JI03H IIPH XOPa.

He ca Ounm ycTaHOBeHH TepaTOreHHH e()eKTU NPH TUThXO0BE, Ha KOUTO ¢ Onia JaBaHa KOMOWHAIIMSATA
npbecapTaH/XUIPOXIIOPOTHAZH/] B 1031 TOKCHYHM 3a Maiikute. EdhekTnre Ha KOMOMHaIMsATa HpOEcapTan
1 XUJIPOXJIOPOTHA3U/I CIIPSIMO (hepTHIINTETA, HE ca OMIIN OIIEHSBAHU B IPOYYBAHUS C )KUBOTHH, THI KaTo
Y TIPY KUBOTHHU U [IPH X0Opa HAMA JaHHH 32 HEXKEJIaHW PEaKLUH B TOBAa OTHOLICHHUE, KAKTO IPH
CaMOCTOSITEITHO MPHIIOXKEHNE Ha MpOecapTaH, Taka M Ha XuApoxiopotuasua. I1pu nposeneHu
MIPOYYBaHMUS NIPH )KUBOTHU 00ade, € OMII0 yCTaHOBEHO, Y€ APYT aHTArOHUCT HA aHTHOTeH3UH-11
MIPUIIOKEH CAMOCTOSITEIHO, OKa3Ba BIMSAHUE BHPXY MOKazaTenuTe Ha (eprunuTera. Te3u TaHHd Onmn
YCTAaHOBEHH U MPH MIpHUJIaraHe Ha Mo-HUCKH J03U OT TO3HM aHTHoTeH3UH-1] anTaroHuct, Korato e Oui
M3M0JI3BaH B KOMOMHAINS ¢ XUAPOXIOPOTHAZH.

Hsma nokasaresncTsa 3a MyTareHEH WM KJIACTOTCHEH e€)EKT Ha KOMOMHAIUATA
npoOecapTaH/XuAPOXIOpOoTHA3N . KapIIMHOTEHHUAT OTEHIINAT Ha KOMOMHANHATA HpOecapTaH U
XUJIPOXJIOPOTHA3U] HE € TIPOYUEH ITPH OIUTH C )KUBOTHH.

Hpbecapran

Hsma nannn 3a aOHOpMHA CHCTEMHA TOKCHYHOCT MITH TOKCHYHOCT TI0 OTHOLICHHE Ha TAPTETHUTE OPTaHH,
IpY [IpUEM Ha OIIPe/IeNICHUTE B KIMHUYHATA IpaKkTuKa 703u. [1o Bpeme Ha MpeqKIMHNYHUTE IPOYYBaHHS
3a 6e30MacHoOCT, MPUEMbT Ha BUCOKH 103U upbecapTan (> 250 mg/kg/nHeBHO mpu IUIBXOBE U

> 100 mg/kg/nHeBHO Mpu Makalu) € JOBEI A0 MOHIWKECHUE Ha ITapaMeTPUTE CBbP3aHH C YEPBEHUTE
KPBBHH KJIETKH (€PUTPOLUTH, XEMOTJIOOMH, XeMaTOKpHT). [Ipi MHOTO BUCOKH 103U

(= 500 mg/kg/nueBHO) npOecapTaH NpH ITBXOBE U MaKaly, ca OMiIM yCTAaHOBEHHU JI€TCHEPATUBHH
NpOMEHH B ObOpenuTe (KaTo HHTEPCTUIMAIeH HeQpUT, pa3lIupeHre Ha TyOynuTe, 6a30puaHu TyOyny,
MOBHUIIIaBaHE HA TIA3MEHUTE KOHIICHTPAIIMY Ha ypesiTa i KpeaTHHUHA), KaTO Te3H IIPOMEHH ca
OTIpeJieJIeH! KaTo BTOPHYHH, B PE3yJITaT Ha XUMIOTEH3UBHUTE e(DEKTH Ha JIEKAPCTBEHHUS TIPOTYKT, BOJCIITH
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10 TOHIKeHa 0bOpeuHa nepdys3us. OcBeH ToBa, UpOecapTaH BOAM 10 XHMIIEPILIA3UA/XUIIEPTPOPHS Ha
IOKCTarJIoMepyJapHUTe KISTKU (IIpu IuIbXoBe, npu > 90 mg/kg/mHeBHO U IpH MaiiMyHH OT pojia MakKak
npu > 10 mg/kg/nHeBHo). Beruku Te3n npoMeHH, ca OMIIN OTNpeeeHd KaTo pe3yirTaT OT
(hapMakoJIIOrHYHOTO JeHCTBUE Ha upOecapTaH. B TepaneBTuuHM 1031 npOecapTaH Mpu Xopa,
XUIEPILUIA3UATA/XUIEPTPOhHUITa Ha OBOPEYHHUTE FOKCTATJIOMEPY/IapPHHU KICTKH U3MJICXKAa HAMA KIMHUIHO
3HaYCHUE.

He e umano JaHHU 3a HAINYUECTO HA MYTAar¢HEH, KJIaCTOICHCH HUJIU KapIIMHOI'CHCH e(i)eKT.

[pu nmpoy4BaHMs IPH MBKKH U JKEHCKH TUTHXOBE, (DEPTIINTETA U PENPOAYKTUBHHUTE CIOCOOHOCTH HE ca
OWiM 3acerHary, JOpy MpH IepOopaIHU 103K Ha UpOecapTaH, NPUUNHSBAILY U3BECTHA TOKCUYHOCT TIPH
poaurenute (ot 50 10 650 mg/kg/nHEBHO), BKIIIOYUTEIHO CMBPT MPU Hal-BHCOKaTa 103a. He ca
HaOJII01aBaHK 3HAYMMH e(PEKTH BBXPY OpOst Ha )KBJITHTE Tella, UMIUIAHTATUTE WM KUBUTE (PETYCH.
Hpbecapran He 3acsra MPeXUBIEMOCTTA, PA3BUTUETO WU PEIIPOIYKTUBHOCTTA Ha TIOTOMCTBOTO.
[TpoyuBaHus Mpu )KUBOTHHU TTOKABAT, Y€ PaJHOAKTHBHO Oelisi3aH upbecapTaH ce OTKpHBa BbB (PeTyCH Ha
IUTBXOBE U 3aiiiu. MpbecapTaH ce eKCKpeTHpa B MIIIKOTO Ha JIAKTHPAIIH ITHXOBE.

[IpoyuBaHusTa MPU )KUBOTHU € UpOEcapTaH ca MOKa3aIn NMPEXOIHN TOKCHYHU eeKTH (yBeTUIeHHEe Ha
OBOpPEUHOTO JIeTeHY€e, XUAPOYpPETEP UK MOJKOKEH OTOK) MPH (PETyCH Ha IUTBXOBE, KOUTO Ca OT3BYYaIH
crent paxaanero. [Ipu 3aiiy, B 1031 NIPUYMHSABALIM 3HAYMTEIHA TOKCUYHOCT WM CMBPT Ha Maiikara, ca
Owmnn HaOro1aBaHu abOpPT WK paHHA pe3opOius. [Ipu mrpxoBe uiy 3aiiiy He ca O HaOJIF01aBaHU
TepaTOTeHHH e(heKTH.

XUIpOXJIOPOTHABH]T

Brnpeku ge npu HIKOW €KCIIEPUMEHTATHA MOJIENH ca OWJIH MTOTydYeHN HECUTYPHU JaHHHU 32
TEHOTOKCHYECH WM KaHIIEPOTeHEH e(DEeKT, TOJIEMUST OIUT C yIoTpedaTa Ha XUAPOXIOPOTHA3K] TIPH X0pa
HE € [M0Ka3aj Bph3ka MEX Iy ynorpedaTa My ¥ HapacTBaHE YeCTOTaTa Ha MOsIBa HA HEOTUTa3MH.

6. DAPMAIIEBTUYHU JAHHU
6.1 ChnucbK Ha IOMOLIHHUTE BellecTBa

Slapo Ha Tabnerkara:

IloBunoH

[IpexxenatuHM3UpaHO HUIIECTE (IIAPESBUYHO)
ITonokcamep 188

MukpokpucTaiHa 1eiyno3a
Kpockapmenosa Harpuit

CunuimeB TUOKCHIT, KOJIOUJIEH, 0€3BOICH
Marue3ueB cTeapat

DUIMOBO MOKPUTHUE 32 TAOJIECTKUTE OT
150 mg/12,5 mg u 300 mg/12.5 mg:
Xwumnpomenosa

TutaHnoB TUOKCUT
IMomuerunenrmukon 6000 (Makporon)
ITomuermmenrmkon 400 (Makporoo)
Kenesen oxcup, yepBeH

KeneseH okcum, KbAT

JKeneseH okcua, uepeH

DUIMOBO MOKPHUTHE 33 TAOIETKHUTE OT
300 mg/25 mg:

Xwumnpomenosa

TuTanoB THOKCH]T
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TTomuermnenrmkon 6000 (Makporoir)

ITomuermmenrmkon 400 (Makporoa)

Kenesen oxcup, yepBeH

Wnpurotun (Muauro-kapmun anymunuyM jieiik FD&C cunpo Ne 2)
JKenesen okcun, uepeH

6.2 HecbBMecTUMOCTH

He e mpuioxumo.

6.3 Cpok Ha rogHocT

2 TOJIMHU.

6.4 ChnenmuaJHM ycJI0BUS HA ChbXpaHeHUe

benn nenpospaunn PVC-PVAC-Anymunnii 6mucrepu: a ce cexpansisa mog 30°C.
AnyMuHWI-ATyMUHUEBH OnucTepu: To3H JIeKapcTBEH MPOAYKT HEe U3UCKBA CIIEIMAIHU YCIIOBHS Ha
ChXpaHEeHHE.

6.5 Bun u chabpikaHne HA ONIAKOBKAaTAa

benu nenpospaunu PVC-PVAC-Anymunuii win ATyMUHHUI-ATyMUHHEBU OITHCTEPH

OmnaxoBku ot 7, 14, 15, 20, 28, 30, 56, 60, 84, 90, 98 u 100 dbunmupanu TadbneTky B HeniephopupaHu
onmcrepu.

Omnaxkorka ot 50x1 ¢puiMupana TabjaeTKa B €JHOI030BU OJIUCTEPH.

OmnaxkoBka ot 28 ¢unMupanu TabiaeTku B HenepopupaH KaJleHIapHU OJIMCTEPH.

He Bcruku BHOBE OMAKOBKHM MOXeE J]a ObJaT MyCHATH B MPOAAKOa.

6.6 CrhenunaJHu NpeanasHu MePKH NPH U3XBBPJIsIHE WM padoTa

Hewsnon3BaHusT JeKapCTBEHIPOLYKT WK OTHAIbYHITE MaTEPUAII OT HETro TpsiOBa Jia ce U3XBBPIIAT B
CHOTBETCTBHE C MECTHUTE H3UCKBAHUS.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.

Swensweg 5

2031GA Haarlem

Hunepnannus

8. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

Upbecapran/Xunapoxnoporuasu Teva 150 mg/12,5 mg dunmupanu TabaeTku
EU/1/09/583/001-024

EU/1/09/583/073
EU/1/09/583/076

Upbecapran/Xuapoxaoporrazua Teva 300 mg/12,5 mg dunMupanu TabaeTku
EU/1/09/583/025-048

EU/1/09/583/074
EU/1/09/583/077

Up6ecapran/Xuapoxaoporuasun Teva 300 mag/25 mg dunmupanu TabIeTKH
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EU/1/09/583/049-072
EU/1/09/583/075
EU/1/09/583/078

9. JATA HA IT'BPBO PAZPEHIABAHE /IIOJJHOBSAIBAHE HA PAZPEHIEHUETO 3A
YIIOTPEBA

Jara Ha mepBo paspemasane: 26 HoemBpu 2009 r.
[Hata Ha nocneano nonHoBsiBane: 11 noemBpu 2014 r.

10. [JATA HA AKTYAJIU3UPAHE HA TEKCTA

ITonpoOHa mHpoOpMAaIKs 32 TO3M JICKAPCTBEH NPOAYKT € MpefocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIys o Jekapcreata http://www.ema.europa.eu/
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HNPUJIOKEHHUE 11
MNPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXJIABAHE HA ITAPTUAN
YCJIOBUSA NN OTPAHUYEHUAS 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIOBUA U U3UCKBAHMUS HA PASPELHIEHUETO 3A
YIIOTPEBA

YCJIIOBUA NJIN OTPAHNYEHNS 3A BE3OITACHA U EOEKTUBHA
YIOTPEBA HA JIEKAPCTBEHMS ITPOAYKT
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A.  NPOU3BOIUTEJIN, OTTOBOPHHU 3A OCBOBOKJIABAHE HA ITAPTHU/U

Hme n aapeC HAa MPOU3BOAUTCINTEC OTTOBOPHH 34 OCBO60)KI[aBaHC Ha DapTHAUTC

Teva Operations Poland Sp.z.0.0
ul. Mogilska 80

31-546 Krakéw

ITonma

Teva Pharmaceutical Works Private Limited Company
Pallagi ut 13.

Debrecen H-4042

VYHrapus

TEVA UK Ltd
Brampton Road
Hampden Park
Eastbourne

East Sussex

BN22 9AG
O06ennHEHO KPaJICTBO

Pharmachemie B.V.

Swensweg 5

Postbus 552

2031 GA Haarlem

Hunepnannus

[TeyaTHaTa JIMCTOBKA 3a MAllUCHTA HA JICKAPCTBEHUS MTPOAYKT TPsOBa Ja ChIIbpKa KMETO M ajpeca Ha
IPOU3BOAUTEIISA, OTTOBOPEH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA IapTuia.

b. YCJI0OBUA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MIPOAYKT CE OTIIyCKa I10 JIEKAPCKO IPEAINUCAHUE.

B. JPYI'M YCJIOBUS U N3UCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA

. IeproguyHM aKTYaJIU3UPAHM JOKJIATH 32 0€30IaCHOCT

[IpurexxaTensaT Ha pa3pelIeHUeTo 3a ynorpeda TpsiOBa 1a noAaBa NEPUOANYHN aKTyaIM3UPaHu JOKJIaaAN
3a 0€30MacHOCT 3a TO3U MPOLYKT ChIIACHO U3UCKBAHUSTA, IOCOYEHH B CIIUCHKA C pe)epeHTHUTE AAaTH HA

EBponetickus cpio3 (EURD cnuchk), npensuaeH B wi. 1078, an. 7 ot Jupextusa 2001/83/EO u
myOJIMKyBaH HA €BPOMEHCKIS yebrmopTai 3a IeKapcTBa.

. YCJIOBUs NN OI'PAHUYEHUA 3A BE3OIIACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUA TPOAYKT

. Ilnan 3a ynpasJjienue Ha pucka (ITYP)

Henpuoxumo.
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IPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Upb6ecapran/Xunpoxaopotrazuz Teva 150 mg/12,5 mg hunMupanu TabmeTKu
upOecapTaH/XUuIpOXIOPOTHAZUT

‘ 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Besika ¢punMupana tadiaerka cpabpika 150 mg upbecapran u 12,5 Mg XuapoxaopTHA3UI

‘ 3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

Ounmupanu TabJIETKH

7 puaMupanu Ta0JIeTKH
14 punmupanu TaOICTKH
15 ¢hmunvmupanu TabIeTKH
20 ¢punmupaHu TAOIECTKH
28 GunmMupaHu TaAOIECTKH
30 ¢hunmupaHu TaOICTKH
56 punmupaHu TabIeTKH
60 GpunmMupaHu TaAOIECTKH
84 dpunvupann TabIeTKN
90 dhunmupanu TaOICTKH
98 punmupanu TaOIECTKH
100 pummupanu TabIeTKH
50x1 ¢punmupana TabiaeTka

‘ 5. HAYYH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBEKJTAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
Ilepopanno npunioxeHue.

6. CIIEIIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT NPOAYKT TPABBA 1A
CE CBbXPAHSABA HA MSACTO JAJIEYE OT IIOI'JIEJA U JOCEI'A HA JEIIA

I[a CC€ ChbXpaHsBa Ha MACTO HEAOCTBITHO 3a AC1a.

‘ 7. APYI'U CIHEHUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT
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T'onen no:

9. CIIEIMAJIHU YCJIOBUSI HA CbXPAHEHUE

benn nenpospaunn PVC-PVAC-Anymunnii 6mucrepu: [a ce cexpansina moxg 30°C.

10. CHELHUAJIHU ITPEANTASHU MEPKHU INPU U3XBBPJIISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5
2031GA Haarlem

Hunepnannus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/583/001-024
EU/1/09/583/073
EU/1/09/583/076

13. ITAPTUJIEH HOMEP

[Taptma Ne

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/I}IT MPOAYKT CC€ OTITYCKaA IO JICKAPCKO MPCANNCaHUC.

‘ 15. YKA3AHMUS 3A YIIOTPEBA

‘ 16. WH®OPMAIINS HA BPAHJIOBA A3BYKA

Irbesartan/Hydrochlorothiazide Teva 150 mg/12,5 mg

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JIBynamepeH 0apKoJI ¢ BKIIIOUYCH YHUKAICH HICHTU(DHUKATOP.
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18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE UJIN JIEHTUTE

BJIUCTEP

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Upb6ecapran/Xunpoxaopotrazuz Teva 150 mg/12,5 mg hunMupanu TabmeTku
upOecapTaH/XuIpOXIOPOTHAZUT

2. UME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4, IHHAPTUJAEH HOMEP

ITapTt.Ne

|5.  JPYIO
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE UJIN JIEHTUTE

KAJIEHJAPEH BJIMCTEP

1. UME HA JIEKAPCTBEHUSA TPOAYKT

Upb6ecapran/Xunpoxaopotrazuz Teva 150 mg/12,5 mg hunMupanu TabmeTku
upOecapTaH/XuapOXIOPOTHASHL

2. HUME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

[TapT.Ne

|5.  JPYIO

[onenennuk Bropuuk Cpsna YetebpThk [leTsk CpboTa Hemens
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Upb6ecapran/Xunpoxaoporrazuz Teva 300 mg/12,5 mg hunMupanu TabIeTKu
upOecapTaH/XuIpOXIOPOTHAZUT

‘ 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Beska pumvupana Tabnetka cpabpika 300 mg upbecapran u 12,5 mg XuApOXIOPTHASHT

‘ 3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

Ounmupanu TabJIETKH

7 puaMupanu Ta0JIeTKH
14 punmupanu TaOICTKH
15 ¢hmunvmupanu TabIeTKH
20 ¢punmupaHu TAOIECTKH
28 GunmMupaHu TaAOIECTKH
30 ¢hunmupaHu TaOICTKH
56 punmupaHu TabIeTKH
60 ¢unmupanu Ta0ICTKH
84 dpunvupann TabIeTKN
90 dhunmupanu TaOICTKH
98 punmupanu TaOIECTKH
100 pummupanu TabIeTKH
50x1 ¢punvupana tabaeTka

‘ 5. HAYYH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBEKJTAHE

[Ipenu ynoTpeba npoyerere INCTOBKATA
Ilepopanno npunioxeHue.

6. CIIEIIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT HNPOAYKT TPABBA 1A
CE CBbXPAHSABA HA MSACTO JAJIEYE OT IIOI'JIEJA U JOCEI'A HA JEIIA

I[a CC€ ChbXpaHsBa Ha MACTO HEAOCTBITHO 3a AC1a.

‘ 7. APYI'U CIHEHUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOJINMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

9. CIIEIMAJIHU YCJIOBUS HA CbXPAHEHUE

bexu nenpospaunu PVC-PVAC-Anymunnii 6mucrepu: Ja ce coxpansia mog 30°C.

10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. UME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5
2031GA Haarlem

Hunepnannus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/583/025-048
EU/1/09/583/074EU/1/09/583/077

13. MHHAPTUJAEH HOMEP

TTaptuma Ne

14. HAYUYH HA OTITYCKAHE

JlexapcTBEHHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHUCAHE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. UH®OPMAIIMS HA BPAMJIOBA A3BYKA

Irbesartan/Hydrochlorothiazide Teva 300 mg/12,5 mg

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAIECH HACHTU(HUKATOD.
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18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE UJIN JIEHTUTE

BJIMCTEP

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Upbecapran/Xuapoxnoporuasun Teva 300 mg/12,5 mg punmupanu TadbiaeTku
upOecapTaH/XuAapOXJIOPOTHASHL

2. HNME HA ITIPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

[TapT.Ne

| 5. TIPYTO
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MUHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT BJIMCTEPUTE UJIN JIEHTUTE

KAJIEHJAPEH BJIMCTEP

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Upb6ecapran/Xunpoxaopotrazuz Teva 300 mg/12,5 mg hunMupanu TabmeTKu
upOecapTaH/XuIpoXIOPOTHAZUT

2. UME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4, IHHAPTUJAEH HOMEP

ITapTt.Ne

5.  JPYIO

ITonenenmank Bropauk Cpsima UetBbpThK [leThk CrboTa Hemens

35



JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Upb6ecapran/Xunpoxaoporuazuz Teva 300 mg/25 mg dpunMupanu TadbaeTku
upOecapTaH/XuIpoXIOPOTHAZUT

‘ 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Beska pumvupana Tabnetka cpabpika 300 mg updbecapran u 25 mg XUAPOXIOPTHAH

‘ 3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

Ounmupanu TabJIETKH

7 puaMupanu Ta0JIeTKH
14 punmupanu TaOICTKH
15 ¢hmunvmupanu TabIeTKH
20 ¢punmupaHu TAOIECTKH
28 GunmMupaHu TaAOIECTKH
30 ¢hunmupaHu TaOICTKH
56 punmupaHu TabIeTKH
60 GpunmMupaHu TaAOIECTKH
84 dpunvupann TabIeTKN
90 dhunmupanu TaOICTKH
98 punmupanu TaOIECTKH
100 pummupanu TabIeTKH
50x1 ¢punvupana tabaeTka

‘ 5. HAYYH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBEKJTAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
IlepopanHo npusioxeHue.

6. CIIEIIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA A
CE CBbXPAHSABA HA MSACTO JAJIEYE OT IIOI'JIEJA U JOCEI'A HA JEIIA

I[a CC€ ChbXpaHsBa Ha MACTO HEAOCTBITHO 3a AC1a.

‘ 7. APYI'U CIHEHUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOJINMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

9. CIIEIMAJIHU YCJIOBUS HA CbXPAHEHUE

bexu nenpospaunu PVC-PVAC-Anymunnii 6mucrepu: Ja ce coxpansia mog 30°C.

10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. UME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5
2031GA Haarlem

Hunepnannus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/583/049-072
EU/1/09/583/075
EU/1/09/583/078

13. IHHAPTUJAEH HOMEP

ITaptuma Ne

14. HAYUH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHUCAHIE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIINS HA BPAHJIOBA A3BYKA

Irbesartan/Hydrochlorothiazide Teva 300 mg/25 mg

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAIECH HACHTU(HUKATOP.
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18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE UJIN JIEHTUTE

BJIMCTEP

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Upb6ecapran/Xunpoxaoporuazuz Teva 300 mg/25 mg dpunMupanu TabaeTku
upOecapTaH/XUuIpOXIOPOTHAZUT

2. UME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4, IHHAPTUJAEH HOMEP

ITapTt.Ne

5.  JPYIO
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE UJIN JIEHTUTE

KAJIEHJAPEH BJIMCTEP

1. UME HA JIEKAPCTBEHUSA TPOAYKT

Upb6ecapran/Xunpoxaoporrazuz Teva 300 mg/25 mg hunMupanu TabaeTku
upOecapTan/XuapOXJIOPOTHASHT

2. HUME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

[TapT.Ne

|5.  JPYIO

[onenennuk Bropuuk Cpsana YetBbpThk [leTsk CpboTa Hemens
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Bb. JUCTOBKA
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JlucroBka: nngopmanus 3a noTpeduTeNst
Hpoéecapran/Xuapoxaoporuasug Teva 150 mg/12,5 mg puamMupanu TadaeTku
upbecapran/xunpoxnoporuasua (irbesartan/hydrochlorothiazide)

IIpoyeTeTe BHMMATEIHO 1[S/1aTa JIMCTOBKA MPeHU /12 3aMl0YHeTe /1a IpueMaTe TOBA J1eKapcTBO, Thil

KaTo TA Chbp:ka BazkHa 3a Bac undopmanms.

- 3anmasere Ta3u JUCTOBKA. MoXe 1a UMaTe HY>K/a Aa g MPOYETETE OTHOBO.

- Axo nMare HJIKaKBH JAOMBJIHUTEHN BBIIPOCH, TIONUTalTe Barmms nexap win (apMmaienT.

- Toga nexkapcTBo € npeanucano Ju4Ho Ha Bac. He ro npeorcroiBaiite Ha Apyru xopa. To Moxe na
UM HaBpE/IH, HE3aBUCUMO Y€ MIPU3HAIMTE Ha TAXHOTO 3a00JIIBaHe ca ChIIUTE KakTo BammuTe.

- AKko monyunTe HIKaKBU HEXEIIaHU JICKAPCTBCHH PEaKIny, yBeJoMeTe Bamms nekap wim hapMarieBT.

ToBa BKJII0YBa U BCUYKH BH3MOKHHU HEXKEIaHU p€aKnnun, HEOIMMCAaHU B Ta3u JIMCTOBKA. Bmxre Touka
4,

KakBo chabpika Ta3u JUCTOBKA

Kakso npencrapnsisa Mpbecapran/XunpoxnopoTrasuj Teva u 3a KakBo ce M3I10JI3Ba
Kakso Tpsi6Ba na 3Haere npenu na npuemere Upbecapran/Xuapoxioporuasus Teva
Kak na npuemate MpOecapran/XuapoxinopoTrasua Teva

BB3MOKHY HEXeNaHU peakiuu

Coxpanenne Ha UpGecapran/Xuapoxioporuazus Teva

ChbabppxaHue Ha ONAKOBKATa M AOIBIHUTENIHA HH(POPMALUS

ourwLNE

1. Kakso npeacrasiasBa Upb6ecapran/Xuapoxiaopornasua Teva n 3a kakBo ce H3M0/13Ba

NpOecapran/XuapoxnopoTrasua Teva ¢ KoMOuHaIus OT JIBE aKTUBHH BEIIECTBA, upOecapTaH u
XUIpoxjaopTuasul. MpodecapTan npuHaUIek K KbM IpyIia JIEKapCcTBa U3BECTHH KATO aHTATOHUCTH Ha
anruoreHsuH-11 perentopure. AHruoteH3un-I1 e BemecTBo, KOETO ce MPOU3BEXK/IAa B OPraHU3Ma U Ce
CBBp3Ba C pCUCTITOPHU B KPbBOHOCHUTC CHIOBE, KATO BOJAU O TAXHOTO CBUBAHC. Tosa BOIHU 10
MIOBHUIIIABaHEe HA KPBBHOTO Halsirane. MipbecapTan npeoTBpaTsaBa CBP3BAHETO Ha aHTHOTEH3UH-11 ¢ Te3n
pELeNTOPH, KATO TOBA BOJIU JI0 OTITYCKAHE HA CHJOBETE U MOHMKCHHE HA KPhBHOTO HAJISATAHE.
XuIpoxJIopTHa3ul MPUHAUICKN KbM IpyIia JekapcTBa (HapeueHH THA3UIHH AUYPETHUIIN ), KOUTO
ImoBumiaBaT OTACIAHCTO Ha YpUHA U 110 TO3W HAYMWH MMOHMXKXAaBaT KPBBHOTO HaJIATaHEC.

JBete akTHBHU chcTaBKkH Ha MpOecapran/XumpoxaopoTuasua Teva neiicTBaT ChbBMECTHO, KaTo
TIOHM)KaBaT KPHBHOTO HaJIsITaHEe MOBEYE OTKOJIKOTO BCAKA €HA OT TAX IO OTIEITHO.

Hpbecapran/XuapoxjopoTuasu Teva ce H3M0J3Ba 32 JieueHHe HA BUCOKO KPbLBHO HaJsATaHe,
KOTaTo JIEYEHHETO ¢ upOecapTaH WK XUIPOXJIOPTHA3H]] CAMOCTOSITENIHO HE € J0BEJIO JI0 a/IeKBaTeH
KOHTPOJI Ha KPBBHOTO HaJIATaHE.

2. KaxBo Tps6Ba n1a 3Haete npeau ga npuemerte Upoecapran/Xuapoxaoporuasua Teva

He npuemaiite Up6ecapran/Xuapoxiaoporuasua Teva

- aKO CTe aJICPTUYHM KbM UpOecapTaH WU HAKOS OT OCTAHAIMTE ChCTABKH HAa TOBA JICKAPCTBO
(n30poeHH B TOUKA 6)

- aKo CTe aIePTUYHH KbM XHIPOXIOPOTHAH] FITH KbM HAKOHU JAPYTH JIEKapCTBa, MPOMU3BOIHU Ha
cyiadoHamMuIuTe

- ako cTe OpeMeHHa cien 3-Tu Mecell (OCBeH TOBa € J00pe 1a n30sAreaTe yroTpedara Ha
Hpbecapran/Xunpoxiaoporuasua Teva mo BpeMe Ha paHHAa OPEMEHHOCT — BIDKTE pa3jieria 3a
OpeMeHHOCT)

- aKo CTpaJiaTe OT TEKKH YePHOAPOOHU Wi ObOpEUHU ITPOOIIeMHU

- aKo MMare IpobIeMH ¢ OTACNISHETO Ha YpHHA

- aKko BammAr nekap ycTaHOBH, Y€ MMaTe MOCTOSHHO BUCOKH HMBA Ha KaJIUI MM HUCKA HUBA Ha
KaJlui B KPbBTa
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- aKo nMmare JuadeT Wi HapylieHa Ob0pedHa QYHKIHS U ce JIEKyBaTe ¢ JIGKapCTBO, 32 TIOHIKaBaHe
Ha KPbBHOTO HAJIATaHE, CHIBPKAIIO aATUCKUPEH.

[penynpe:xaeHus: U MpeIna3sHu MEPKH

T'oBopere ¢ Bamus nekap npeau na npuemere Mpo6ecapran/XuapoxaopoTrasus T€eva U ako HIKOE OT

CIIEJTHUTE € MPUII0KUMO 3a Bac:

- aKO MMaTe TEKKO TOBPBIAHE HITH THAPUS

- aKo nMate ObOpeUHH MPOOIEMH HIIM UMaTe TPaHCIDIAaHTHPaH ObOpeK

- aKo MMaTe ChbpPACYHH MPOOIeMHU

- aKo MMaTe YepHOAPOOHHU MPOoOIeMH

- aKo cTpajare OT JuadeT

- aKo cTpazare ot Jymyc epuremarosyc (orne u3BecteH karo CJIE)

- aKO MMaTe TbPBUYCH AJIOCTEPOHU3BM (CHCTOSHUE, CBBP3aHO C IMOBUIIICHA TPOIYKIUS HA XOPMOHA
aJIJIOCTEPOH, KOETO MPUYMHSBA 33ApHKKA HA COJ M MTOBHUILIEHO KPHBHO HAJIATaHE)

- aKo mpueMare HjIKoe OT CICTHHUTE JISKapCTBa, U3MOI3BaHHU 32 JIeYeHUE HA BHCOKO KPBBHO

HaJlsTaHe:

- anruorensuH ll-penentopen 6mokep (ARB) (M3BeCTHH CBHINO KAaTO CApTaHU — HATIPUMED
BajicapTaH, TeJIMUCApTaH, MpOecapTaH), 0COOCHO aKo UMaTe OBOPEUHU IIPOOJIEMH, CBBP3aHH C
nurabera.

- aJUCKUpEH.

- aKo CTe MMaJIM paK Ha KOXKaTa MU aKo Pa3BUETE HeOYaKBaHA KOXKHA JIe3Hs 10 BpeMe Ha

JeueHneTo. JIeueHneTo ¢ XUApOXIOpOTHA3H], 0COOEHO MPOIBIDKUTENTHATA YIIOTpeOa Ha BUCOKH

JIO3M, MOJKE J1a TTOBUIIN PUCKA OT HAKOHM BHUJIOBE paK Ha KOXKaTa U yCTHUTE (HEMeJIaHOMEH PaK Ha

KOoara). 3aluTeTe KoXKaTa CH OT M3JIaraHe Ha CI'BHIIE U YITPAaBUOJIETOBUTE JILYH, JTOKATO

npuemare Mpbecapran/Xuapoxmnoporrazu Teva.

Bamusr nexkap Moxe epuoJuyHO Aa nposepsiBa Ob0peunaTa Bu ¢yHKIuS, KPbBHOTO HAIATAHE U
KOJINYECTBOTO Ha EIEKTPOIUTHUTE (HAIp. Kajluil) B KpbBTa Bu.

Bmxre cpio napopmarusta o3arnaseHa “He npuemaiite MpOecapran/Xuapoxmoporuasun Teva®

TpsioBa 1a nabopmupare Baius nekap, ako MUCIIUTE, Ye cTe (WIH MOXe O cTe) OpeMeHHa.
Upbecapran/Xunpoxnopotrazuj Teva He ce MpernopbyBa Mo BpeMe Ha paHHa OpEMEHHOCT U He TpsiOBa
Jla ce mpremMa, ako cTe OpeMeHHa cliel] 3-TH Mecell, Thi KaTo MOXKe Jia MPUYUHY CEPHO3HA YBpeaa Ha
Bamero 6ebe, ako ce H3I0JI3Ba MPE3 TO3H MTEPUOT (BHKTE paszesia 3a OpeMEHHOCT).

Ocgen ToBa TpsiOBa 1a nHpopmuparTe Bammus jekap:

- AKO CTe Ha iMeTa ¢ OrpaHUYeH NPUEM Ha COJl.

- AKO uMaTe MpHu3HaIK KaTo MOBHUIIIEHA jKaX/1a, CyX0Ta B ycTara, 00Ia ciabocT, OTHaIHaAIOCT,
MYCKYJIHH OOJIKH WM CIa3MH, rajicHe, NOBPBIIAHE UM HEPaBHOMEPHO OMEHe Ha ChPLETO, KOETO
MOXeE J]a € TIOKa3aTell 32 MHOTO CHJIEeH epeKT Ha XUAPOXIOPOTHAa3H (KOITO € ChCcTaBKa Ha
Upbecapran/XumpoxaopoTrasuz Teva).

- AKO TIOJTyYHTE MOBHIIIEHA YyBCTBUTEITHOCT Ha KOKaTa KbM CIBHIIETO ChC CUMIITOMH Ha CIIHHUEBO
u3rapsige (kato 3auepBsiBaHe, CbpOEXK, OTOK, 00pa3yBaHe Ha MEXypH), KOUTO CE MOABABAT IO-PAHO
0T 00H4aitHOTO.

- Axo Bu npenctou onepanus (Xupyprudsa) wiu me Bu Opaat npuiaranu aHeCTETHIIH.

- AKO UMaTe MPOMEHH B 3pEHUETO MM 0OJIKa B €AHOTO WM B IBETE 0YM, JOKATO NpUeMare
UpGecapran/Xunpoxnopotuazug Teva. ToBa moxe qa Obae NpU3HAK, Y€ pa3BUBATE TIayKOMa,
MOBHILIEHO HansraHe BbB BameTo oko(oun). Bue Tpa6Ba na npeycraHoBuTe mpreMa Ha
UpGecapran/Xunpoxaopotnazuj TevVa 1 Ja NOTbPCUTE MEIUIIMHCKA TTOMOILL.

C’L)j[’bp)KaHII/IHT CC B TOBA JICKAPCTBO XHUAPOXJIOPOTHUAZUA MOKE J1a JOBCAC 10 MOJIOXKUTCIICH PE3YJITAT 110
BpPEMC Ha U3CJICABAHC 3a JOIIMHI .

Jlena ¥ IOHOIIH

NpOecapran/XuapoxnopoTra3usa Teva He TpsOBa 1a ce npusiara npu Jelia ¥ FOHOIIHU (Ha Bb3pacT MO
18 romuHM). AKO JieTe MOTbIHE HIKAaKBH TaOJIETKH, He3a0aBHO ce CBbpkKeTe ¢ Bamms exap.
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Jpyru nexapcra u Up6ecapran/Xuapoxsioporuasua Teva
WNudopmupaiite Bamust nexap wiu papmareBt, ako rpreMare, HaCKOpO CTE MPUEMATH WIH € Bh3MOKHO
Jla TIPUEMETE JPYTHU JICKapCTBa.

Moske na ce Hayoku Barusr jiekap 1a npoMeHu qo3ata Bu u/unu ga B3eMe apyru npeana3Hd MEpPKU:

Axo npuemare aarnoteH3uH Il-penentopen 6mokep (ARB) minm anuckupeH (BHKTe ChI0 HHPOpMaIusITa
o3zarnaseHa “He npuemaiite UpOecapran/Xuapoxnoporuazun Teva” u “IIpenynpekacHus U mpeana3Hu
MepKu”).

JuypeThiuTie KaTo XUJApoXJIOpOTHA3H]I, KOWTO ce Chbpka B MpbOecapran/Xuapoxiopotuazus Teva
MOXe€ J]a UMa Bb3JeHCTBUE BBPXY ApYrHu Jiekapctsa. [IpenapaTtu, chabprkaluy JTUTHH He TpsAOBa da Obaat
npuemaru 3aeHo ¢ UpOecapran/Xunpoxiaopotuasug Teva 0e3 HermocpeacTBeHo HabroneHne ot Bamms
JeKap.

Mo:ke 1a ce Hajiara u3cjieBaHe HA KPbBTA, aKO MpUeMare:

- KaJMeBU NJOOABKH

- 3aMECTUTEIIN Ha COJITA, ChIAbPIKAIIN KaJIUi

- KalTuii-ChXpaHABaIllX JISKApCTBA WITH IPYTH JUYPETULIN (00€3BOIHSBAIIH TAOIETKH)
- HSIKOU JIAKCATUBHU MPOTYKTH

- JIeKapCcTBa 3a JICYeHUE Ha Tojaarpa

- BuTaMuH [| chappikaimy 1006aBKu

- JIEKapcTBa 32 KOHTPOI Ha ChPJICYHUS PUTHM

- JieKapcTBa 3a MuadeT (MepopaHu CPeACTBA WIIH UHCYIIH)

- KapOamasenuH (JISKapCTBO 3a JISUCHUE Ha CTIUJICTICHS).

OcBeH TOBa € BaxHO Jia nHpopMmuparte Baius nekap, ako npreMaTe APYTrH JeKapcTBa 3a MOHMKABAHE HA
KPBBHOTO HAJIsITaHe, CTEPOU/IH, JIGKapCTBa 3a JICUCHUE Ha PaK, 00e300IIsBalIlH, JISKAPCTBA 33 apTPHUT HIIH
XOJICCTUPAMUH M KOJIECTHITONIOBH CMOJIM 33 HAMAIIIBaHE Ha XOJIeCTepolia B KPhBTA.

Hpbecapran/XuapoxjgopoTuasua T€Va ¢ aJakoxoJ

[Mopanu ceabpxaHueTo Ha XuApoxJIopoTHasun B Mpbecapran/Xuapoxnoporrazuy Teva, ako mueTe
AJIKOXOJI IOKaTO CTE Ha JIEYEHHE C TOBA JIEKapCTBO, MOXKE Jla UMaTe MO-CUIIHO YCelLIaHe 3a CBETOBBPTEX
IpY U3NpaBsiHe, 0COOCHO MPU IPEMHUHABAHE OT CEIHAJIO B MPABO MOJIOKEHHE.

BpeMeHHOCT 1 KbpMeHe

Bpemennoct

Tpsi6Ba na nHPOpMupaTe Bamus nekap, ako MUCITUTE, Ye cTe (MM MOoXe Ou cTe) OpeMeHHa.

Oo6ukHOBeHO Bammsr nekap me Bu moceBeTBa fa cripete mpuema Ha Mpbecapran/ XuapoXiaopoTHasua
Teva npenu na 3a0peMeHeeTe MM Bb3MOYKHO Haif-CKOPO CIIE TOBA U IIIe BU MIPENopbya APYyro JIeKapcTBO
BMecto Upbecapran/Xuapoxnoporuasua Teva. Mpoecapran/Xunpoxioporuasuj Teva He ce pernopbhyBa
10 BpeMe Ha OPEMEHHOCT U He TpsIOBa Jia ce mpuemMa, ako cTe OpeMeHHa 1oBede OT 3 Mecela, Thil KaTo
MOJKe J1a TPUYMHH CEepHO3Ha yBpeaa Ha Bamero 6ebe, ako ce n3moisBa cliell TPETHs Mecel] OT
OpeMeHHOCTTA.

KbpMmene

HNudopmupaiite Bamms mekap ako KbpMHUTE, HIIH Bh3HAMEPSBaTe Ja KbPMHTE.
Wpbecapran/Xuapoxiaoporuasu Teva He ce MpernopbyiBa 3a Mallku, KOUTO KbPMST, U Bamusrt jgekap
MOJKe JIa TIperodeTe ApyTo iedeHne 3a Bac, ako xemaeTe qa KbpMuUTe, 0COOEHO aKo aetero Bu e
HOBOPOJIEHO WJI POJICHO MPEXKIEBPEMEHHO.

Hlopupane u padoTa ¢ MAIIUHU

Hpbecapran/XunpoxiaopoTua3ua |€Va He ce 09aKBa Ja MmoBiause BamaTa criocoOHOCT 3a modupane Wit
pabora ¢ mamuHH. TpsOBa ma Marte peaBua 0d6ade Korato modupare Wik paboTUTE C MAIIHHHA, e
JIOKATO CTE Ha JICYCHHE 32 BUCOKO KPBBHO MOHSKOTa MOKE JIa TIOJyYUTE 3aMaiiBaHe WIIK J1a Ce
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MOYyCTBaTe M3MOPEH. AKO MOIY4IHTE NOJ00HN CHMIITOMH, KOHCYITHpaiiTe ce ¢ Bamms nekap npenu ga
MpaBUTE OIUT Jia Mo(UpaTe WiK Aa padOTHTE C MAIIUHH.

Hpbecapran/Xuapoxsaopornasug Teva cbabpika HaTpHi
ToBa jekapcTBO ChABPIKA MO-MaNIKO 0T 1 mmol Hatpuit (23 mg) Ha GpuiMupaHa TabjeTKa, T.€. MOXKE Ja
ce Kake, 4e MPaKTHYECKH HE ChIbPKa HATPHIA.

3. Kak n1a npuemate UpoecapTan/Xuapoxjgoporuasua Teva

Bunaru npuemaiite ToBa I€KapcTBO TOYHO KakTo Bu e kazan Bamus nekap. AKO HE CTe CUTYPHHU B HELIO,
nonuTaiTe Bamms mekap winm Gapmanest.

Jo3upoBka

[penopbunrennata no3a Upodecapran/Xuapoxioporuasus TevVa e eHa Win JIBe Ta0JIIETKH THEBHO.
Hpbecapran/Xuapoxiaoporuasu Teva 00MKHOBEHO Ce M3IKMCBA OT JieKaps, korato BaiieTo
NpeAIecTBaIIO JIeUeHHe Ha BUCOKOTO KPBBHO HAJISITaHE HE € JOBEJIO 0 HEOOXOAMMOTO MTOHMKaBaHE Ha
apTepUaNHOTO Halsirane. Bammsar nekap e Bu o0scHY Kak Jja MpeMUHeTe OT MpeiHaTa Teparus Ha
Hpbecapran/Xuapoxiaoporuasus Teva.

Haunn Ha npuiIoKeHHe

Hpbecapran/Xuapoxiaoporuasus Teva e 3a nepopanna yrnorpeoda. [lormbiiaiite TabaeTKUTE €
JIOCTaThYHO KOJIMUYECTBO TEYHOCT (HArp. Jarra Bojaa). Moxke aa mpueMare
Hpbecapran/Xuapoxioporuasug Teva ¢ wim 6e3 xpana. OnuraiiTe ce 1a mpreMate THEBHATA 71032 110
€/IHO U ChIIIO BpeMe Ha JICHOHOIINETO. BaxkHO € Ja MpoabIKKTe J1a IpreMaTe
Hpbecapran/Xuapoxiaoporuasus Teva qokaro Bamusar nekap He Bu mocsBeTBa Apyro.

MakcuManHuAT eq)eKT MO OTHOHICHUEC HAa KPBbBHOTO HAJISITAHC TpH6Ba Ja C€ 0O4aKBa OKOJIO 6-8 cCaAMHUI
CJIEA HA4YaJIOTO Ha JICYCHHUCTO.

AKO cTe npueJM oBeye oT HeodOxoaumara go3a Updecapran/Xuapoxiaoporuasua Teva
Axo cityqaifHO cTe IpUeu TBbpe MHOTO TalJIeTKH, BeJHara ce obaaere Ha Bamust nekap.

AKko cte nponycHaau 1a npuemere Upbdecapran/Xuapoxjoporuazug Teva
AKo ciydaifHO cTe MpOITyCHAJIM IHEBHATA /1033, B3eMeTe 5 BeJiHara cje KaTto cu ciomHute. He
NpueMaiiTe ABOIHA 71034, 32 Jla KOMIIEHCHUpaTe MpolycHaTaTa 103a.

AKO UMaTe HSIKaKBH JOMBJIHUTEIHNA BBIIPOCH OTHOCHO yIoTpebara Ha TOBa JICKapCTBO, MOMUTANTE
Bamus siekap wiu gpapMarieBT.

4, Bb3MoKHU HeKeJIaHU pP€aKuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a JOBCC 10 ITOSABATA HAa HCIKCIIAHU PCAKIINU BBIIPCKH,
Y€ HC BCCKHU I' ITIOJIyUaBa. Hskou ot X Morar ja ca CCPUO3HHU U J1a U3UCKBAT JICKapCKa IIOMOIII.

[Ipu mamuenTn monydaBaniy upOecapTaH ca OWIM JOKJIAJIBaHU PEIKU CIydaW Ha aJICPTUYHH KOXKHU
peakuuu (0OpWB, ypTHKApWs), KaKTO W JIOKAIM3MPAH OTOK Ha JIMIETO, YCTHUTE W/WIM €3uKa. AKO
NMOJIy4YHuTe HAKOM OT Te3W CHUMNTOMHM WM MOYYBCTBAaTe 3aTPYJAHEHO TUILIAHe, CIIpeTe NpUeMa Ha
Upbecapran/Xuapoxiaoporuasua Teva u HezabaBHO ce o0ajere Ha Bamus sekap.

Hexenanute peaknuu HaOMI0aBaHU MO BpeMe Ha KIWHWYHU M3MUTBAHUS TIPU TAIUCHTH, JIEKYBaHU C
KOMOMHAIIMATA OT UpOEecapTaH U XUJIOXJIOPOTHA3K/, Ca OUIIH:

YecTu HexkeJIaHuTe peaknuu (Moxe 1a 3acerHar 7o 1 Ha 10 gymm):

. rajicHe/TIOBpPbIIIaHe
. MOBHUIIICHO OT/CISHE HA YPUHA
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. OTITHANOCT

. 3aMaliBane (BKJIIOUMTEITHO MPU M3MPaBSHE OT JISTHAIO WK CETHANIO MOJIOKECHNUE )

. W3CJIC/IBAHUATA Ha KPHBTA MOXKE J1a MTOKaXKaT MOBUIIICHA HUBA HA CH3UMa, KOWTO ONpe/Ielis
MYCKYJIHaTa U chpjeyHa QyHKIMS (KpeaTHH KMHA3a) WM TIOBUIIICHH HUBA Ha BEIIECTBA,
W3II0JI3BaHM 3a M3MepBaHe Ha ObOpeuHarta GyTKIus (KpbBHA ypes, KpEaTHHUH).

AKO HSIKOSI OT T€3H He:KeJIaHH PeaKluu BU NPUYMHABA MPodaeMu, oO0chaeTe ro ¢ Bamms ekap.

HeuecTn HexkenanuTe peakuun (Moxe fa 3aceruar g0 1 #a 100 mgymn):

Juapus

HUCKO KPBbBHO HaJIATAHE

NPUNATBLIA

YCKOpEHa ChpJieuHa JEHHOCT

3auepBsIBaHE

MOTyBaHe

HapyIieHa noioBa GpyHKIHS (TIPOOJIEMH ¢ OCBIIECTBIBAHETO HA TTOJIOB aKT)

H3CJICABAHUATA HA KPBbBTA MOT'aT Jia IMOKaXXaT IMMOHWKCHU HUBA HAa KaJIWAd U HAaTPUA B KPBBTA.
AKO HSIKOSI OT Te3H HeKeJIAaHH pPeakIini BH MPUYHHABA MPo06JieMH, 00CcheTe ro ¢ Baius ekap.

Hsxon HexxenaHu peaknuu ca OWIH JOKITaJBaHU Clie/ ycKaHe Ha KOMOMHAIMATA OT upOecapTaH u
XUAPOXJIOPOTHA3H] Ha Ma3apa. HexenaHUTe peakiuy ¢ HEM3BECTHA YECTOTA ca: I1aB000I1e, 3BbHEHE B
yIIUTE, KAlUIAIA, HAPYIISHUs Ha BKyca, HapyIIeHO XpaHOCMMIIaHe, 00JIKa B CTAaBUTE U MYCKYIIUTE,
HapyIIeHa 4epHopoOHa GyHKIMS 1 Ob0peyHa (pyHKITHS, TOBUIIIEHN HIBA HA KaJusl B KPHBTA H
AJIEPTUYHU PEaKIMU KaTo 0OpHB, KOPUBHA TPECKa, OTOK Ha JIMIETO, yCTaTa, €3UKa WU T'bPIIOTO.
Heuectu ciryyan Ha »bITeHUIA (IOXKBJITABAHE HA KOXKAaTa H/WIIK OSJI0TO Ha OYUTE) CHILO ca OWin
JIOKJIaIBaHU.

HOI[O6HO Ha BCAKa KOM6I/IHa]_[I/I$1 OT IB€ aKTUBHU BCUICCTBA, HCKCIIAHUTC PCAKIIMU CBBbP3aHU C BCAKA OT
CbCTAaBKHUTC HC MOTraT Jga 6T>Z[aT M3KJIIOYCHU.

He:xenanu peakuuu, CBbpP3aHu caMo ¢ HpdecapTaH:

B nombiiHeHne KbM N30POSHUTE TTO-TOPE HEXKENAHH PEaKIy, € ChOOIIaBaHO 3a OOJIKHU B TBPANTE, TEXKKH
aJepruyHU peakiuy (aHapUIaKTHYeH MI0K) U MIOHKaBaHe Ha Oposi Ha TPOMOOIUTHTE (KPBbBHU KIIETKH,
HEOOXOIMMH 33 ChCUPBAHETO HA KPBHBTA).

He:xenanu peakuun, CBbP3aHU caMoO ¢ XHIPOXJIOPOTHAZHUL:

3ary0a Ha aneTHT, Bh3MAJICHHE HAa CTOMaxXa, CTOMAIIIHYU CIIa3MHU, 3alleK, *KbITSHHUIIa IPOsIBEHA KaTo
MOXBITSABAHE HA KOXKaTa W/WiIK OsJI0TO HA OUMTE, Bh3MaJeHUE Ha 33JCTOMAIIHATA JKJie3a,
XapaKTepU3UPAIIIO Ce ChC CHITHA 0OJIKa B TOPHATA KOpPEMHA MOJIOBUHA, YeCTO TPUIPYKEHA OT rajicHe U
MOBpBIIAHE, HAPYIICHUS HAa CHHS, ICPECHsl, 3aMbIIICHO BIDK/IAHE, JTUICA HAa OE KPBhBHU KIIETKH, KOCTO
MOXe J]a OBeZIe A0 YeCTH MH(EKIMH ¢ TIOBUIIIEHa TeMIlepaTypa, HamajieH Opoi TpoMOOIUTH (KPBBHU
KJICTKH, KOUTO Ca CHIECTBEHHU 332 KPHBOCHCUPBAHETO), HAMaJIeH Opoil YepBeHN KPHBHU KIIETKH (aHEMH),
XapaKTepu3upalia ce ¢ OTaIHaIOCT, TIaBO00IIMe, HETOCTUT Ha Bh3AYyX NPU (PU3MUECKO HATOBApBaHE,
CBETOBBPTEK, OsiegocT, Ob0peuHo 3abonsBaHe, 6€10ApOOHH TPOOIEMH BKIIIOYUTEIIHO THEBMOHHUS T
3apBHKKa Ha TEYHOCT B OenuTe ApoOOBE; MOBHUILIEHA YYBCTBUTEIIHOCT HA KOKaTa KbM CITbHUYEBUTE JTBYH,
Bh3MalicHHe Ha KPHBOHOCHHUTE CHIOBE; KOXKHO 3200 IsIBaHE, XapaKTEePU3UPAIIIO CE C UINIONBAHE HA
KOXKaTa Ha LSJI0TO TSUI0; KOKEH JYIYC epUTEMaTO/IeC, KOETO ce OpeAesisi OT 00pHB, KOWTO ce MOSBSBa
10 JIMLIETO, HIMATA ¥ CKaJIIa, aJIePTUYHH PeaKlny; CIad0CT U MyCKYJIHH CIIa3MH; IPOMEHEH ITyJIC;
MOHW)KEHO KPBBHO HAIISTAHE CJIe]| IIPOMSHA B TIOJIOXKEHUETO HA TSAJIOTO; OTOK HA CIFOHUCHHTE JKIIC3H;
BHCOKH HVBA Ha KpPhBHATA 3axap; HAJMUYKME Ha 3aXap B YPUHATA; IIOBUIIIABAHE HA HIKOHW BUIOBE MACTH B
KPBHBTa; TIOBHUIIIABaHE HUBOTO HAa MMKOYHATA KMCEJIMHA B KPBBTA, KOCTO MOJKE JIa JIOBE/IC 10 Pa3BUTHE Ha
nojarpa.

C Hem3BecTHA yecToTa: Pak Ha KoXkaTa M YCTHUTE (HEMEIIaHOMEH paK Ha KOXKaTa)

3Hae CC, UC HCIKCIIAHUTC PCAKIIUN CBbP3aHU C IIPUIIOKCHUCTO Ha XUAPOXJIOPOTHUA3NU, MOT'aT Ja CC YCUTIAT
IIPpU MMO-BUCOKHU 03U HA XUAPOXJIOpOTHA3KUAA.
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Cpo011aBaHe Ha HeKEITAHN PEAKITHH
AKO TOJIyYHTE HSAKAKBU HE)KEJIAaHU JICKAPCTBCHHM peakiuu, yBemomere Barws jekap mium (apmarieBT.

ToBa BKJIFOUBa BCHYKH BH3MOXKHHU, HEOMTUCAHHU B Ta3W JUCTOBKA HEXEJAHW peakiuu. Moxkere ChIIo na
CHOOIIUTE HEXKENAHW pPEaklUu NUPEKTHO 4Ype3 HAlMOHAJHATA CHUCTEMa 3a ChOOINaBaHE, MOCOYCHA B
IIpunoxenne V. Kato crobmaBaTe He)XeIaHN PEaKIUy, MOXKETE J1a JaieTe CBOS MPUHOC 32 IMOJTydaBaHe
Ha 1oBede nH(OpPMAIUs OTHOCHO 0€30MMacHOCTTa Ha TOBA JICKApPCTBO.

5. Kak na cexpansiBate Up6ecapran/XuapoxjgopoTua3ug Teva
Jla ce chxpaHsiBa Ha MSCTO, HEJIOCTHITHO 32 JICTa.

He u3non3BaiitTe TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOEI3aH BEPXY KapTOHEHATA OMAaKOBKA U
BBpXyY Onmctepa cien “Tomgen m0:”. CpoOKbT Ha FOJTHOCT OTrOBaps Ha MOCIIEIHUS JICH OT TTIOCOYCHUS
MecelL.

3a Upbecapran/Xuapoxmnoporuazua Teva onakosa B 6enu Henpospaunu PVC-PVAC-AnymuHeBr
ommctepu: Ja ce chxpanssa oz 30°C.

3a UpbGecapran/Xunpoxioporrasua Teva omakoBaH B allyMUHHH-ATyMUHHEBH Onuctepu: To3u
JIEKapCTBEH MPOIYKT HE M3MCKBA CIICIHAIHN YCIOBHSI HA ChXPaHEHHE.

He uzxBbpsiitTe nekapcTBaTa B KaHAIU3AIMATA WM B KOHTETHEpa 3a JOMaIIHU oTHaabIu. [lonuTaiite
Bamus dapmMarnieBT kak Ja U3XBBPIATE JIEKapCTBaTa, KOUTO BeUe HE U3IMo3BaTe. Te3u MepKH Iie
CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CPEaa.

6. Chabp:kaHHe HA OMAKOBKATA M JONbJIHUTETHA HHpoOpManus
KakBo chabp:xa UpdecapTan/XuapoxJjgoporuasu Teva

- AKTHBHHUTE ChCTaBKH ca UpOecapTaH U XUAPOXIOPTHAZH/.
Besika punmmupana tabserka Mpbecapran/Xunpoxmoporuasu Teva 150 mg/12,5 mg ceaspixa
150 mg up6Gecapran u 12,5 mg XuapoxJIOpTHAZH]IL.

- OcraHanuTe ChCTaBKH Ca:
CopueBrHa Ha TabieTkaTa: MOBHUJOH, TPEXeIaTHHU3UPAHO HULIeCcTe (IApEBUYHO), MOJIOKCAMED
188, MEUKpOKpHCTaTHA IIeITyJI03a, KPOCKAPMENI03a HaTPHUi, CUITUITUEB JTUOKCHU, KOJIOUICH,
0e3BOJICH 1 MarHEe3UeB cTeapar.
O6BuBKa Ha TabeTkara 3a 150 mg/12,5 mg: xunpomesnosa, THTAHOB THOKCHI,
nonueTmieHraukon 6000 (Makporon), monueTmiaeHrauKoa 400 (Makporou), JKene3eH OKCUI,
YepBEH, KEJIE3CH OKCHUJI, JKBIIT U KEJE3CH OKCH/I, YSPCH.

Kak n3rane:xxna Up6ecapran/XuapoxjaopoTuasua Teva u cbabpkaHue Ha 0NAKOBKAaTa

Wpbecapran/Xuapoxmoporuasug Teva 150 mg/12,5 mg punmupanu TabaeTku ca CBETIO PO30OBH JI0
po3oBu (uIMHpaHu TabJIeTKU ¢ popMa Ha Karicyia. ExHara ctpaHa Ha Ta0jeTkara € rpaBUpaHa ¢
qucioro “93”. JIpyraTta ctpaHa Ha TabJieTKaTa € rpaBupaHa c¢be “7238”.

Upbecapran/Xuapoxioporuasua Teva ce mpeanara B omakoBku oT 7, 14, 15, 20, 28, 30, 56, 60, 84, 90,
98 u 100 ¢punmupanu TabnaeTku B Henepdopupanu OyMcTepy; onakoBka oT 50x1 ¢unmupaHa TabieTKa B
€HOI030BU OJIUCTEPUN OMaKoBKa OT 28 prmMupanu TabneTku B HenephoprupaHu KaJleHIapHHA OJIMCTEPH.

He Bcnuky BUAOBE OMaKOBKH MOXe Aa ObAaT MyCHATH B Mpojaaxoa.
IIpuTeskaTes Ha pa3peLIeHUETO 3a ynorpeda
Teva B.V.

Swensweg 5
2031GA Haarlem
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Hunepnannus

IIponsBoaurenu:

Teva Operations Poland Sp.z.0.0
ul. Mogilska 80

31-546 Krakow

TTonma

Teva Pharmaceutical Works Private Limited Company

Pallagi ut 13
Debrecen H-4042
YHrapus

TEVA UK Ltd
Brampton Road
Hampden Park
Eastbourne, East Sussex
BN22 9AG

O6ennHEeHO KPaJICTBO

Pharmachemie B.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

3a TOMBbIHNUTENHA HHPOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKAITHUS PEICTaBUTE
Ha MIPUTEXAaTels Ha pa3penIeHneTo 3a ynorpeoda:

Belgié/Belgique/Belgien

Teva Pharma Belgium N.V./S.A/AG

Tel/Tel: +32 38207373

Bbuarapus
AkraBuc EAJL
Ten: +359 24899582

Ceska republika

Teva Pharmaceuticals CR, s.r.o.

Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
Teva GmbH
Tel: +49 73140208

Eesti
UAB Sicor Biotech Eesti filiaal
Tel: +372 6610801

EArGoa
Teva EALGg ALE.
TnA: +30 2107279099

Luxembourg/Luxemburg
Teva Pharma Belgium N.V./S.A./AG
Tel/Tel: +32 38207373

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +353 51321740

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
Tel.: +48 223459300
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Espafia
TevaPharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +353 51321740

island

ratiopharm Oy
Finnland

Simi: +358 201805900

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
Teva EALGg ALE.
TnA: +30 2107279099

Latvija

UAB Sicor Biotech filiale Latvija

Tel: +371 67323666

Lietuva
UAB Sicor Biotech
Tel: +370 52660203

Portugal

Teva Pharma - Produtos Farmacéuticos,
Lda

Tel: 351 214235910

Romania
Teva Pharmaceuticals S.R.L
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
Teva Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
ratiopharm Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom
Teva UK Limited
Tel: +44 1977628500

JlaTa Ha mocJieAHO mMpepasriie:kaaHe Ha JUCTOBKaTa {MM /TTIT}.

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € NPEAOCTAaBCHA HA ye6cal71Ta Ha EBpOHeﬁCKaTa arcHuus 110
nekapctara (EMA): http://www.ema.europa.eu

49


http://www.ema.europa.eu/

JlucroBka: nngopmanus 3a noTpeduTeNst

Hpbecapran/Xugpoxsoporuazua Teva 300 mg/12,5 mg ¢puimupanu TadaeTkn
upOecapran/xuapoxioporuasuj (irbesartan/hydrochlorothiazide)

IIpouyereTe BHUMATEIHO LSIJIATA JIMCTOBKA NPEAH 12 3all04HeTe 1a IpUeMaTe TOBA JeKapPCTBO, Thil
KATO TH CbAbPika BaxkHa 3a Bac nagopmanus.

. 3amazere Ta3u JIMCTOBKA. MoJke 1a mMaTe Hy>K7a J1a s IpoYeTeTe OTHORBO.

. AKO UMaTe HAKaKBH JOMBIHUTEIHHA BBIIPOCH, onuTaiiTe Bamus nekap wiu GpapmarieBT.

. ToBa nexkapcTBo € mpennucano 1uyHo Ha Bac. He ro mpeorcrhnBaiite Ha apyru xopa. To Mmoxe aa
UM HaBpEJIH, HE3aBUCUMO Y€ MPU3HAINTE Ha TAXHOTO 3a00IIsBaHe ca ChIHUTE KakTo BammuTe.

. AKO TOTyYuTe HIKAKBU HEKEJIAHU JICKAPCTBEHU PEaKITNH, YBEOMeTe Barmmis mekap niu

¢apmaneBT. ToBa BKIIFOUYBA U BCUYKH Bb3MOXKHH HEXXETIAaHU PEAKI|K, HEOTIMCAaHH B Ta3U JINCTOBKA.
Buxre Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npencrasnsia MpOecapran/Xunpoxinopotuasu Teva v 3a KakBO ce H3I10JI3Ba
Kakso TpsiOBa na 3Haere, npeau na npuemere Mpoecapran/Xumpoxioporuasus Teva
Kak na mpuemare Mpbecapran/Xuapoxmoporuazus Teva

BB3MOXHU HEKENTaHN PEaKIUH

Coxpanenne Ha MpOecapran/Xunpoxiaopotuazug Teva

ChabpkaHye Ha ONIAaKOBKATa W JOIBIHUTEIIHA HHPOPMAIIUS

ocoakrwndE

1. Kakso npeacraBiasasa Upoecapran/Xugpoxiaoporuasug Teva u 3a KakBo ce U3M0J13Ba

UpbGecapran/XunpoxiopoTrazua Teva e KOMOMHALus OT B aKTUBHM BEIIECTBa, UpOecapTaH u
xuapoxiopruasul. MpbecapTan NpuHaUIeKH KbM IPyTia JIEKapCTBA U3BECTHU KaTO aHTarOHUCTH HA
anrnotensuH-1I peuenropure. Aurnorensus-Il e BemecTBo, KOeTo ce MPOU3BEX/Ia B OpraHu3Ma  ce
CBBP3Ba C PELENTOPU B KPbBOHOCHUTE CHA0OBE, KATO BOJU JI0 TSIXHOTO cBHBaHe. ToBa BoIU 10
NOBHIIIaBaHE HA KPBBHOTO Haysirane. Mipbecapran npenoTBpatsiBa CBbP3BaHETO Ha aHrnoTeH3uH-11 ¢ Te3n
peucuTopu, KaTo TOBAa BOAU 10 OTIIYCKAaHC HAa CbAOBETC U IMOHMKXCHNUE HA KPBbBHOTO HAJISATaHEC.
XuapoxJopTHa3ua MPUHAIIEKH KbM IpyTia JeKapcTBa (HapeueHU THA3UIHU TNYPETHIIN ), KOUTO
MOBHINABAT OTACISHETO HA YPUHA U IO TO3W HAYMH IMOHM)KAaBaT KPHBHOTO HAJIATAHE.

JIBete akTHBHU cheTaBkH Ha MpOecapran/Xumpoxioporuazua Teva neiicTBaT ChbBMECTHO, KaTo
MTOHMKaBaT KPBbBHOTO HAISTAaHE IIOBEYE OTKOJIKOTO BCAKA €HA OT TAX IO OTAEITHO.

Hp6ecapran/Xuapoxioporuazua Teva ce H3moJi3Ba 3a JiedeHHe Ha BUCOKO KPbBHO HaJIsITaHe,
KOTaTO JICYCHUETO ¢ UpOecapTaH WIH XUAPOXIOPTHA3H]] CAMOCTOSATEITHO HE € JIOBEJIO JIO aJIcKBATECH
KOHTPOJI Ha KPHBHOTO HAJISITAHE.

2. Kakso TpsoBa 1a 3Haete, npeau Aa npuemete Upodecapran/Xuapoxiaoporuasua Teva

He npuemaiite Up6ecapran/Xuapoxiaoporuasua Teva

- aKo CTe aJlepTUYHH KbM UpOecapTaH WiIH HAKOS OT OCTAHAINTE ChbCTaBKH Ha TOBA JIEKAPCTBO
(n30poeHu B TOUKA 6)

- aKo CTe aJlePTUYHU KbM XUAPOXJIOPTHAZU WIH KbM HIKOH APYTH JIEKapCTBa, MPOU3BOIHH HA
cyndoHaAMHIUTE

- aKo cte OpeMeHHa cien 3-TH Mecell (OCBEH ToBa € 1o0pe na m3bareaTe ynorpedarta Ha
Hp6Gecapran/XunpoxnopoTtuazua Teva mo BpeMe Ha paHHa OPEMEHHOCT — BIDKTE pasjiena 3a
OpeMeHHOCT)

- aKo CTpaaaTe OT TeXKKH YEPHOAPOOHH WM ObOpETHH MPOOIeMHU

- aKo MMare IpobIeMH ¢ OTIEIISTHETO Ha YPHHA

- ako Bammsr iekap ycTaHOBH, Y€ UMaTe MOCTOSHHO BUCOKH HMBA Ha KU WM HUCKH HUBA Ha
KaJui B KpbBTa
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- aKo nMmare JuadeT Wi HapylieHa Ob0pedHa QYHKIHS U ce JIEKyBaTe ¢ JIGKapCTBO, 32 TIOHIKaBaHE
Ha KPbBHOTO HAJIATaHE, CHIBPKAIIO aTUCKUPEH.

[penynpe:xaeHus: U MpeIna3sHu MEPKH

T'oBopere ¢ Bamus nekap npeau na npuemere Mpo6ecapran/XuapoxaopoTrasus T€eva U ako HIKOE OT

CIIEJTHUTE € MPUII0KUMO 3a Bac:

- aKO MMaTe TEKKO TOBPBIAHE HITH THAPUS

- aKo nMate ObOpeUHH MPOOIEMH HITM UMaTE TPaHCIDIAaHTHPaH ObOpeK

- aKo MMaTe ChbpACYHH MPOoOIeMU

- aKo MMaTe YepHOAPOOHHU MPOodIeMH

- aKo cTpajare OT JuadeT

- aKo cTpajgare ot JayIyc epuremarosyc (orre u3BecteH karo CJIE)

- aKO MMaTe TbPBUYCH AJIOCTEPOHU3BM (CHCTOSHUE, CBBP3aHO C IMOBUIIICHA MPOIYKIUS HA XOPMOHA
aJJIOCTEPOH, KOETO MPUYMHSBA 33JpHKKa Ha COJI ¥ ITOBUILIEHO KPHBHO HAJISTAHE)

- aKo mpueMare HjIKoe OT CICTHHUTE JISKapCTBa, U3MOI3BaHHU 32 JIeYeHUE Ha BHCOKO KPBBHO

HaJlsTaHe:

- amrmotensuH ll-penieniropen 6mokep (ARB) (M3BecTHU CHIO KaTO capTaHU — HAIIPUMED
BajicapTaH, TeJIMUCAPTaH, MpOecapTaH), 0COOCHO aKo uMaTe ObOPEUHU TTPOOJIEMH, CBBP3aHH C
nrabera

- aJUCKUpEH.

- aKo CTe MMaJI paK Ha KOXKaTa WU aKo Pa3BUETe HeOYaKBaHA KOXKHA JIe3Hs 10 BpeMe Ha

JeueHneTo. JIeueHneTo ¢ XUApOXIOPOTHA3H], 0COOEHO MPO/IBIDKUTENTHATA YIIOTpeOa Ha BUCOKH

JTO3M, MOJKE J1a TTOBUIIN PUCKA OT HAKOM BHUJIOBE paK Ha KOXKaTa U yCTHUTE (HEMeJIaHOMEH PaK Ha

KOara). 3aluTeTe KoXKaTa CH OT M3JIaraHe Ha CI'BHIIE U YITPAaBUOJIETOBUTE JILYH, JTOKATO

npuemare Mpbecapran/Xuapoxmoporrazus Teva.

Bamusr nexkap Moxe epuoJuyHO Aa nposepsiBa Ob0peunaTa Bu ¢yHKIuUS, KPbBHOTO HAIATAHE U
KOJINYECTBOTO Ha EJIEKTPOIUTHUTE (HAIp. Kajluil) B KpbBTa Bu.

Bmxre cpmio napopmarmsTa o3arnaseHa “He npuemaiite pbecapran/Xuapoxmnoporuazun Teva®.

TpsioBa na nnpopmupare Baius gekap, ako MUCIIHTE, Ye cTe (HWIM MOXe Ou cTe) OpeMeHHa.
Upbecapran/Xunpoxnopotrazuj Teva He ce MpernopbyBa Mo BpeMe Ha paHHa OpEMEHHOCT U He TpsiOBa
Jla ce mpremMa, ako cTe OpeMeHHa cliel] 3-TH Mecell, Thi KaTo MOXKe Jia MPUYUHY CEPHO3HA YBpeaa Ha
Bamero 6ebe, ako ce H3I0JI3Ba MPEe3 TO3H MTePHOT (BHKTE paszesia 3a OpeMEHHOCT).

Ocgen ToBa TpsiOBa 1a nHpopmuparTe Bammus jekap:

- AKO CcTe Ha iMeTa C OrpaHUYeH NPUEM Ha COJl.

- AKO UMaTe IpHu3HaIM KaTo MOBHUIIIEHA JKaX/1a, CyX0oTa B ycTara, 00Ia ciradocT, OTHaIHaIoCT,
MYCKYJIHH OOJIKH WJIM CIIa3MH, rajieHe, NOBPBIIAHE UM HEPaBHOMEPHO OMEHe Ha ChPLETO, KOETO
MOXeE J]a € TIOKa3aTell 32 MHOT'O CHJIEH epeKT Ha XUAPOXJIOPOTHAa3u] (KOITO € ChCcTaBKa Ha
Upbecapran/XumpoxaopoTrasus Teva).

- AKO TIOJTy4YHT€ MOBHILIEHA YyBCTBUTEITHOCT Ha KOKaTa KbM CIBHIIETO ChC CUMIITOMH Ha CIIHHUEBO
u3rapsige (Kato 3auepBsiBaHe, CbpOeXK, OTOK, 00pa3yBaHe Ha MEXypH), KOUTO CE MOABABAT IO-PAHO
OT 00n4aitHoTO.

- Axo Bu npenctou onepanus (Xupyprudsa) wiu me Bu Opaat npunaranu aHeCTETHII.

- AKO UMaTe MPOMEHH B 3pEHUETO MM 0OJIKa B €AHOTO WM B IBETE 0UYM, JOKATO MpUeMare
UpGecapran/Xunpoxnopotuazug Teva. ToBa moxe ga Obae NpU3HAK, Y€ pa3BUBATE TIayKOMa,
MOBHILIEHO HansraHe BbB BameTto oko(oun). Bue Tps6Ba na npeycraHoBuTe mpreMa Ha
UpOGecapran/Xunpoxaopotrasuj TevVa 1 Ja NOTbPCUTE MEIUIIMHCKA TTOMOLLL.

CLI[Lp)KaI]_[HHT CC B TOBA JICKAPCTBO XHUAPOXJIOPOTHUA3UA MOKE J1a TOBCAC 10 IMOJIOXKUTECIICH PE3YJITAT 110
BPEMC Ha U3CJICABAHC 3a JOIIMHT.

Jlena v I0OHOIIM

Hpbecapran/Xuapoxsaoporuasu Teva He TpsOBa Jla ce mpujiara npu Jea U FHOIIH (Ha Bb3PacT MO
18 romuHM). AKO JieTe MOThIHE HIKAaKBH TaOJIETKH, He3a0aBHO ce CBbpKeTe ¢ Bammms ekap.
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Jpyru nexapcra u Up6ecapran/Xuapoxsoporuasua Teva
WNudopmupaiite Bammst nexap win papmaieBr, ako npruemMare, HaCKOpO CTE MPUEeMaId UiIH € Bb3MOXKHO
Jla TIPUEMETE JPYTHU JICKapCTBa.

Moske na ce Hayoku Barusr jiekap 1a npoMeHu qo3ata Bu u/unu ga B3eMe apyru npeana3Hd MEpPKU:

Axo npuemare aarnoteH3uH Il-penentopen 6mokep (ARB) minm anuckupeH (BHKTe ChI0 HHPOpMaIusITa
o3zarnaseHa “He npuemaiite UpOecapran/Xuapoxnoporuazun Teva” u “IIpenynpekacHus U mpeana3Hu
MepKu”).

JuypeThiuTie KaTo XUJApoXJIOpOTHA3H]I, KOWTO ce Chbpka B MpbOecapran/Xuapoxiopotuazus Teva
MOXe€ J]a UMa Bb3JeHCTBUE BBPXY ApYrHu Jiekapctsa. [IpenapaTtu, chabprkaluy JTUTHH He TpsAOBa da Obaat
npuemaru 3aeHo ¢ UpOecapran/Xunpoxiaopotuasug Teva 0e3 HermocpeacTBeHo HabroneHne ot Bamms
JeKap.

Mo:ke 1a ce Hajiara u3cjieBaHe HA KPbBTA, aKO MpUeMare:

- KaJMeBU NJOOABKH

- 3aMECTUTEIIN Ha COJITA, ChIAbPIKAIIN KaJIUi

- KalTuii-ChXpaHABaIllX JISKApCTBA WITH IPYTH JUYPETULIN (00€3BOIHSBAIIH TAOIETKH)
- HSIKOU JIAKCATUBHU MPOTYKTH

- JIeKapCcTBa 3a JICYeHUE Ha Tojaarpa

- BuTaMuH [| chappikaimy 1006aBKu

- JIEKapcTBa 32 KOHTPOI Ha ChPJICYHUS PUTHM

- JieKapcTBa 3a MuadeT (MepopaHu CPeACTBA WIIH UHCYIIH)

- KapOamasenuH (JISKapCTBO 3a JISUCHUE Ha CTIHUJICTICHS).

OcBeH TOBa € BaxHO Jia nHpopMmuparte Baius nekap, ako npreMaTe APYTrH JeKapcTBa 3a MOHMKABAHE HA
KPBBHOTO HAJIsITaHe, CTEPOU/IH, JIGKapCTBa 3a JICUCHUE Ha PaK, 00e300IIsBalIlH, JISKAPCTBA 33 apTPHUT HIIH
XOJICCTUPAMUH M KOJIECTHITONIOBH CMOJIM 33 HAMAIIIBaHE Ha XOJIeCTepolia B KPhBTA.

Hpbecapran/XuapoxjgopoTuasua T€Va ¢ aJakoxoJ

[Mopanu ceabpxaHueTo Ha XuApoxJIopoTHasun B Mpbecapran/Xuapoxnoporrazuy Teva, ako mueTe
AJIKOXOJI IOKaTO CTE Ha JIEYEHHE C TOBA JIEKapCTBO, MOXKE Jla UMaTe MO-CUIIHO YCelLIaHe 3a CBETOBBPTEX
IpY U3NpaBsiHe, 0COOCHO MPU IPEMHUHABAHE OT CEIHAJIO B MPABO MOJIOKEHHE.

BpeMeHHOCT 1 KbpMeHe

Bpemennoct

TpsioBa na nnpopmupare Baius gekap, ako MUCIIHTE, Ye cTe (WIM MOXe Ou cTe) OpeMeHHa.

OO6ukHOBeHO Bammsr nekap me Bu mochBeTBa fa cripete nmpuema Ha Mpbecapran/ XuapoxaopoTHasua
Teva npeau na 3a0peMeHeeTe WM Bh3MOKHO Hal-CKOPO CJIE]] TOBA U IIIE BH MPETNopbhya JIPYyro JICKAPCTBO
BMecTo UpOecapran/Xuapoxnoporuasua Teva. Mpoecapran/Xuapoxiaoporuasu Teva He ce Mpernopbysa
0 BpeMe Ha OpeMEHHOCT U He TPsIOBa Ja ce MprueMa, ako cTe OpeMeHHa ImoBeUe oT 3 Mecera, Thil KaTo
MOJKe JIa IPUYUHY CepPHO3Ha yBpeaa Ha Barero O0ebe, ako ce U3Ioi3Ba ciaell TPETH Mecell OT
OpeMeHHOCTTA.

Kbpmene

WNudopmupaiite Bamust nexap ako KbpMUTE, WM Bb3HAMEPSIBATE J]a KbPMUTE.
Hpbecapran/Xuapoxiaoporuasu Teva He ce MpernopbyiBa 3a Maliku, KOMTO KbPMAT, U Bamusr jgekap
MOJKe JIa TIpeIoueTe qpyTo JiedeHue 3a Bac, ako kxenaeTe na KbpMuUTe, 0COOCHO ako aetero Bu e
HOBOPOJIEHO WJI POAEHO NMPEXKIEBPEMEHHO.

Ilodupane u padoTa ¢ MAIIUHU

Hpbecapran/Xuapoxiaoporuasu Teva He ce o4akBa Ja rnmosnuse Bamara ciocoOHOCT 32 modupane win
pabora ¢ mamwau. TpsiOBa ma Mmarte npeaBua odade Korato modupare Uik paboTHTE C MAIIUHY, e
JIOKATO CTE Ha JIEYeHHE 32 BUCOKO KPHBHO TIOHSAKOTa MOJKE /Ia TTOyYUTE 3aMaliBaHe MK J1a Ce
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MOYyCTBaTe M3MOPEH. AKO MOIY4IHTE NOJ00HN CHMIITOMH, KOHCYITHpaiiTe ce ¢ Bamms nekap npenu ga
MpaBUTE OIUT Jia Mo(UpaTe WiK Aa padOTHTE C MAIIUHH.

Hpbecapran/Xuapoxsaopornasug Teva cbabpika HaTpHi
ToBa jekapcTBO ChABPIKA MO-MaNIKO 0T 1 mmol Hatpuit (23 mg) Ha GpuiMupaHa TabjeTKa, T.€. MOXKE Ja
ce Kake, 4e MPaKTHYECKH HE ChIbPKa HATPHIA.

3. Kak n1a npuemate UpoecapTan/Xuapoxjgoporuasua Teva

Bunaru npuemaiite ToBa I€KapcTBO TOYHO KakTo Bu e kazan Bamus nekap. AKO HE CTe CUTYPHHU B HELIO,
nonuTaite Bamms nekap wim Gapmanest.

Jo3upoBka

[Ipenopbuntennara no3a Upbecapran/XuapoxnopoTua3un Teva e eaHa TadjieTka JHEBHO.
Hpbecapran/Xuapoxiaoporuasu Teva 00MKHOBEHO Ce M3MKMCBA OT JieKaps, korato BaiieTo
MIPEJIIIECTBRAIIO JICYSHHE Ha BUCOKOTO KPHBHO HAIIATaHE HE € JIOBEJIO JJO0 HEOOXOAMMOTO IOHMKaBaHe Ha
apTepHaIHOTO HajsraHe. Bamusat nexap e Bu 00sicHM Kak J1a IpeMUHETE OT MpeHaTa Tepamus Ha
Hpbecapran/Xuapoxaoporuasus Teva.

Hauynn Ha npuiIoKeHHe

Hpbecapran/Xuapoxiaoporuasus Teva e 3a nepopanna yrnorpeoda. [Tormbiiaiire TabaeTKUTE €
JIOCTaThYHO KOJIMYECTBO TEYHOCT (HArp. Jarmra Bojaa). Moxke aa mpueMare
Hpbecapran/Xuapoxioporuasug Teva ¢ wim 6e3 xpana. OnuraiiTe ce 1a mpreMate THEBHATA 71032 110
€/IHO U ChIIIO BpeME Ha JICHOHOIINETO. BaxkHO € Ja MpoabJKKTe J1a IprHeMaTe
Hpbecapran/Xuapoxiaoporuasus Teva qokaro Bamusar nekap He Bu mocsBeTBa Apyro.

MakcuManHusaT eq)eKT IO OTHOHICHUEC HAa KPBbBHOTO HAJISITAHC TpH6Ba Ja C€ O4aKBa OKOJIO 6-8 cCaAMuUI
CJIEA HAYaJIOTO Ha JICYCHHUCTO.

AKO cTe npueJM noBeye oT HeoOxoaumara g03a Updecapran/Xuapoxiaoporuasua Teva
Axo ciry4qaifHO cTe IpueH TBbpe MHOTO TaOJIeTKH, BeAHara ce obanere Ha Bamus sekap.

AKko cte nponycHaau 1a npuemere UpbGecapran/Xuapoxjoporuazug Teva
AKo ciydaifHO cTe MpOITyCHAJIM HEBHATa /1033, B3eMeTe 5 BeiHara cjeJ KaTto cu cmoMHuTe. He
MpueMaiTe ABOIHA 71034, 32 Jla KOMIIEHCHUpaTe MpolycHaTaTa 103a.

AKO UMaTe HSIKaKBH JOMBJIHUTEIHNA BBIIPOCH OTHOCHO yIoTpebara Ha TOBa JICKapCTBO, MOMUTANTE
Bamus siekap win GpapMarieBT.

4, Bb3MOXKHU HeKeJIaHU pPe€aKkuumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a JOBCAC 10 ITOSABATA HAa HCIKCIIAHU PCAKIIUU BBIIPCKHU,
Y€ HC BCCKHU I' ITIOJTyUaBa. Hskowu ot X Morar ja ca CCPUO3HHU U J1a U3UCKBAT JICKapCKa ITOMOIII.

[Ipu maruenTn monydaBaniy upOecapTaH ca OWIM JOKJIAJIBaHU PEIKH CIydaW Ha aJICPTUYHH KOXKHU
peakuuu (0OpWB, ypTHKApWs), KaKTO W JIOKAJIM3MPaH OTOK Ha JIMIETO, YCTHUTE W/WIM €3uKa. AKO
MOJIy4UTe HAKOU OT Te3d CMMITOMH WJIH MOYYBCTBAaTe 3aTPyAHEHO AMIIAHe, CIpeTe IpueMa Ha
Upbecapran/Xuapoxioporuasua Teva u He3abaBHO ce o0ajzere Ha Bamus sekap.

Hesxenanure pCakonn Ha6_HI-OZIaBaHI/I 10 BpEME€ Ha KIIMHUYHU M3IMUTBAHUA IIPU MAIMUCHTH, JICKYBAHU C
KOMOWHAINUATA OT UpOecapTaH U XUAJIOXJIOPOTHAZH]L Ca OHJIIH:

YecTu HexenaHu peaknun (Moxxe Aa 3acersar 7o 1 Ha 10 mymm):
o rajicHe/TIOBpPbIIIaHe

. TIOBUILIEHO OTJENSHE HAa ypUHA
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o OTITHATOCT

o 3aMaiiBaHe (BKJIFOYMTEITHO NPU M3MPABSIHE OT JIETHAIO WJIH CEHAIIO MOJIOKCHHUE )

o W3CJIC/IBAHUATA HA KPHBTA MOXKeE Ja MOKAXKAT MOBUIIICHN HUBA HA €H3MMa, KOWTO ONpeems
MYCKyJTHATa ¥ ChpJieuHa QyHKIUS (KpeaTHH KHHA3a) WK TIOBUIIICHN HUBA Ha BENECTBa,
W3IIOJI3BaHM 3a M3MepBaHe Ha ObOpeuHaTa GyTKIus (KpbBHA ypes, KpEaTHHIH).

AKO HSIKOSI OT Te3H HeKeJJaHH PeaKIni BH NPUYHHABA MP00JIeMH, 00ChaeTe ro ¢ Bamms nekap.

HeuecTu Heskeanu peakumnu (Moxe fa 3acerat 10 1 va 100 qymmm):

Iuapus

HUCKO KPBBHO HaJsITaHE

npUnagbIy

YCKOpE€Ha Chp/eYHa JEHHOCT

3auepBsiBaHE

MOJTyBaHe

HapylieHa nonoBa GpyHKus (mIpodiieMH ¢ OCHIIECTBABAHETO HA ITOJIOB aKT)

M3CIIEBAHMATA HA KPBBTA MOTaT /1a TIOKAXXaT MIOHMKEHN HUBA Ha KaJisl U HaTpUs B KPBBTA.
AKO HSIKOSI OT T€3M HeKeJIaHH PeaKUuH BU NPUYMHABA npodiemMu, obchaete ro ¢ Bamms nekap.

Hsikou HexenaHu peakimy ca OuiM JOKJIaJABaHM ClIe]] ITyCKaHe Ha KOMOMHAIMATA OT UpOecapTaH U
XUIIPOXJIOPOTHA3K] Ha Ma3zapa. HexenaHnure peakiy ¢ HEM3BECTHA YECTOTa ca: TIaBo0oIIne, 3BbHEHE B
yIIUTE, KalTHIA, HApYIICHNs Ha BKyCa, HAPYIIICHO XPAaHOCMUJIaHE, 00JIKa B CTABUTE U MYCKYJIHTE,
HapyllIeHa YepHOoApoOHa (yHKIMS U ObOpeyHa QyHKIINS, OBUIIICHA HUBA HA KaJIKsl B KPhBTA U
aJICPrUYHU PEaKIui KaTo 00pUB, KOIPUBHA TPECKa, OTOK Ha JIMIIETO, yCTaTa, €3UKa WIH I'bPJIOTO.
Heuectu ciydan Ha xxbaTeHUIA (TOKBITABAHE Ha KOXKATa W/MIIK OSTOTO HA OUUTE) CHINO ca OWITH
JIOKIIaIBAHU.

[Tomo6HO Ha Bcsika KOMOMHAINS OT JABE aKTHBHHU BEIIECTBA, HEXKETAHUTE PEAKIINU CBBP3aHU C BCIKA OT
CBCTABKUTE HE MOraT Ja ObIaT N3KIIOYEHH.

He:xkenanu peakuuu, CBbpP3aHu camMo ¢ npdecapTas:

B nombiiHeHne KbM H30POCHUTE TTO-TOPE HEXENAHHU PEaKINH € ChOOIIaBaHO 3a OOJIKU B I'bPINTE, TEKKH
aJepruYHU peakiuy (aHapIIaKTHYCH MI0K) U MIOHKaBaHe Ha Oposi Ha TPOMOOIUTHTE (KPBbBHU KIIETKH,
HEOOXOJIUMH 32 ChCUPBAHETO HA KPBHBTA).

Hesxenanm peakuum, CBbpP3aHH caMoO ¢ XUAPOXJIOPOTHAZHL

3ary0a Ha aneTHT, Bh3MaJICHHE Ha CTOMAaXa, CTOMAIIIHYU CIIa3MHU, 3alleK, )KBbITCHUIIA TPOsIBEHA KaTo
MOXBATSABAHE HA KOXKaTa U/WiK OsJI0TO HA OUYMTe, Bh3MaJCHUE Ha 33JCTOMAIIHATA JKJie3a,
XapaKTepU3UPAILO Ce ChC CHIIHA 00JIKA B TOpHATa KOPEMHA MOJIOBUHA, YECTO MPUAPY>KEHA OT rafeHe U
MOBpBIIaHe, HAPYIIECHHUS Ha ChHSI, AENPECHsl, 3aMbIJIEHO BIKIAHE, JIUICA Ha OeM KPbBHU KIIETKH, KOETO
MOXe€ J]a TOBEZE A0 YeCTH MH(EKINH ¢ TIOBUIIIEHa TeMIlepaTypa, HamajieH Opoi TpoMOoOUTH (KPBBHU
KJIETKH, KOUTO Ca CHINECTBEHHU 332 KPHBOCHCUPBAHETO), HAMaJIeH Opoil YepBEeHN KPHBHU KIIETKH (aHEMH),
XapaKTepU3Upalla ce ¢ OTNAAHAIOCT, TIaB000IINe, HEIOCTUT Ha BB3AyX IpU (PU3MUECKO HATOBAPBAaHE,
CBETOBBPTEXK, Osenoct, 6b0peuHo 3aboinsBaHe, 6€10ApOOHH MPOOIEMH BKIIIOYUTEIIHO THEBMOHHUS T
3apBKKa Ha TEYHOCT B OenuTe ApoOOBe; INOBUILIEHA YyBCTBUTEIHOCT HA KOKaTa KbM CITbHYEBUTE JIbUH,
Bb3IaJICHUE Ha KPbBOHOCHUTE ChI0BE; KOXKHO 3200 IsIBaHE, XapaKTepU3UPAILO CE C U3NIOLIBAHE Ha
KOXKaTa Ha LSJI0TO TSUI0; KOKEH JYIIC €pUTEMaTO/eC, KOETO ce Onpeaesis OT 00puB, KOWTO ce MOsBSBa
10 JINLETO, LIMATA U CKaJITa, AJIEPTUYHHI PEaKLNH; cI1a00CT U MYCKYJHH CIIa3MH; IPOMEHEH ITyJIC;
HOHM)KEHO KPBBHO HAJITaHE CJie]l IPOMsHA B IOJI0KEHUETO Ha TAJIOTO; OTOK Ha CIFOHUCHUTE JKIIE3H;
BUCOKM HHMBA Ha KpbBHATA 3axap; HaJM4YHE Ha 3axXap B ypUHATA; IOBUILIABAHE HAa HIKOM BUAOBE MAaCTH B
KPBBTA; MOBUILIABAaHE HUBOTO HAa MMKOYHATA KHCENMHA B KPBbBTA, KOETO MOXKE J1a IOBEJIE 10 Pa3BUTHE HA
nojarpa.

C HemsBecTHa yecToTa: Pak Ha KOXaTa M yCTHUTE (HEMETTaHOMEH pakK Ha KOXKaTa)

3Hae CC, 4€ HCKCIaHUTE PCAKIIUH CBbP3aHU C IPUIIOKCHUCTO Ha XUAPOXJIOPOTHA3NU, MOTraT Ja C€ YCHUIIAT
IIPpU MMO-BUCOKHU 1031 HA XHUAPOXJIOpOTHA3HUAA.
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Cpo011aBaHe Ha HeKEITAHN PEAKITHH
AKO TOJIyYHTE HSAKAKBU HE)KEJIAaHU JICKAPCTBCHHM peakiuu, yBemomere Barws jekap mium (apmarieBT.

ToBa BKJIFOUBa BCHYKH BH3MOXKHHU, HEOMTUCAHHU B Ta3W JUCTOBKA HEXEJAHW peakiuu. Moxkere ChIIo na
CHOOIIUTE HEXKENAHW pPEaklUu NUPEKTHO 4Ype3 HAlMOHAJHATA CHUCTEMa 3a ChOOINaBaHE, MOCOYCHA B
IIpunoxenne V. Kato crobmaBaTe He)XeIaHN PEaKIUy, MOXKETE J1a JaieTe CBOS MPUHOC 32 IMOJTydaBaHe
Ha 1oBede nH(OpPMAIUs OTHOCHO 0€30MMacHOCTTa Ha TOBA JICKApPCTBO.

5. Kak na cexpansiBate Up6ecapran/XuapoxjgopoTua3ug Teva
Jla ce chxpaHsiBa Ha MSCTO, HEJIOCTHITHO 32 JICTa.

He u3non3Baiite TOBa JIEKapCTBO CIIE] CPOKA HAa TOHOCT, OTOE3aH BEPXY KapTOHEHATA OMAaKOBKA U
BBpXyY Onmctepa cien “TomgeH 10:”. CpoKbT Ha TOJTHOCT OTrOBaps HA MOCIEIHUS JICH OT TTOCOYCHUS
Mecell.

3a Upbecapran/Xuapoxmnoporuasua Teva omnakoBan B 6enu Herpospaunu PVC-PVAC-AnymuHeBr
ommcrepu: Jla ce cwxpanssa mox 30°C.

3a UpbGecapran/Xunpoxioporrasua Teva omakoBaH B allyMUHHH-ATyMUHHEBH Onuctepu: To3u
JIEKapCTBEH MPOIYKT HE M3MCKBA CIICIHAIHN YCIOBHSI HA ChXPaHEHHE.

He uzxBbpsiitTe nekapcTBaTa B KaHAJIU3AIMATA WM B KOHTETHEpa 3a JoMaIIHU oTHaabIu. [lonuTaiite
Bamus dapmMarnieBT kak Ja U3XBBPIATE JIEKapCTBaTa, KOUTO BeUe HE U3IMo3BaTe. Te3u MepKH Iie
CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CPEaa.

6. Chabp:kaHHe HA OMAKOBKATA M JOMbJIHUTETHA HHpoOpMaus
KakBo cbabp:xa UpdecapTan/XuapoxJjoporuasua Teva

- AKTHBHHUTE ChCTaBKH ca UpOECapTaH U XUAPOXIOPTHASH]I.
Bcesika punmmupana tabiaerka Mpbecapran/Xunpoxmoporuasu Teva 300 mg/12,5 mg ceaspixa
300 mg upbecapran u 12,5 mg XuapOXJI0pTHA3UIL.

- OcTaHaJIuTe ChCTABKH Ca:
CoplieBrHA Ha TabJIeTKaTa: MOBUIOH, MPSKEIaTHHU3UPAHO HUIIIECTE (LIAPEBUYHO), TOJIOKCAMEP
188, MEKpOKpHCTaTHA IIeITyJI03a, KPOCKAPMENI03a HaTPHUi, CUITUITUEB JTUOKCHU, KOJIOUICH,
0e3BOJICH 1 MarHEe3UeB cTeapar.
O6BuBKa Ha Tabnerkara 3a 300 mg/12,5 mg: Xxunpomesnosa, THTAHOB THOKCHI,
nonueTmieHraukon 6000 (Makporon), monueTmiaeHrauKoa 400 (Makporou), JKene3eH OKCUI,
YepBEH, KEJIE3CH OKCHUJI, JKBIIT U KEJE3CH OKCH/I, YSPCH.

Kak u3riexxna Up6ecapran/Xunpoxiaoporuasua Teva u chabpikaHue Ha ONAKOBKATA

Upb6ecapran/Xuapoxmoporuasu Teva 300 mg/12,5 mg punmupanu TabaeTky ca CBETIO PO30BH JI0
po3oBu punmupanu TabneTku ¢ popma Ha Karcyia. Eqnara ctpana Ha TabjeTkaTa € ¢ BIIbOHATO
penedHo o3HaueHuEe Ha YuCioTo “93”. Jlpyrara cTpaHa Ha TabeTkara € ¢ BJUIbOHATO pesie(hHO
O3HadeHue Ha yucioro “7239”.

NpOecapran/XuapoxiopoTua3ua Teva ce npenjiara B onakoBku ot 7, 14, 15, 20, 28, 30, 56, 60, 84, 90,
98 u 100 punmupanu TabneTku B He-iephoprpanu OmucTepy; onakoBka ot 50x1 ¢unmupana TabneTka B
€HOI030B1 OJUCTEPUH OMaKoBKa OT 28GuinMupanu TabJIeTKH B HeTlepQOpHpaHu KaleHIapHHU OIHCTEPH.
He Bcruky BUAOBE ONMAKOBKU MOXe Ja ObAaT MyCHATH B IPOJIaXK0a.

IIpuTeskaTes Ha pa3peLieHUETO 3a ynorpeda

Teva B.V.
Swensweg 5
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2031GA Haarlem
Hunepnannus

IIponsBoauTenu:

Teva Operations Poland Sp.z.0.0
ul. Mogilska 80

31-546 Krakéw

Tloymma

Teva Pharmaceutical Works Private Limited Company

Pallagi ut 13
Debrecen H-4042
VYHrapus

TEVA UK Ltd
Brampton Road
Hampden Park
Eastbourne, East Sussex
BN22 9AG

O06ennHeHo KpaJICTBO

Pharmachemie B.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

3a AomBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE€ C JIOKATHHUS MPEICTABUTEI
Ha PUTEKATEIsl HA Pa3pelIeHHEeTo 3a yrnorpeoa:

Belgié/Belgique/Belgien

Teva Pharma Belgium N.V./S.A/AG

Tel/Tel: +32 38207373

bbarapus
AkraBuc EAJL
Ten: +359 24899582

Ceska republika

Teva Pharmaceuticals CR, s.r.o.

Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
Teva GmbH
Tel: +49 73140208

Eesti
UAB Sicor Biotech Eesti filiaal
Tel: +372 6610801

EA\rada
Teva EALGg ALE.

Luxembourg/Luxemburg
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 38207373

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +353 51321740

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
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TnA: +30 2107279099

Espaiia
TevaPharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +353 51321740

island

ratiopharm Oy
Finnland

Simi: +358 201805900

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
Teva EAAGG ALE.
TnA: +30 2107279099

Latvija

UAB Sicor Biotech filiale Latvija

Tel: +371 67323666

Lietuva
UAB Sicor Biotech
Tel: +370 52660203

Tel.: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos,

Lda
Tel: 351 214235910

Romania
Teva Pharmaceuticals S.R.L
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenské republika
Teva Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
ratiopharm Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom
Teva UK Limited
Tel: +44 1977628500

JlaTa Ha mocJieIHO mpepa3rjiekaane Ha JUCTOBKATa {MM /TTIT}.

[TonpoOHa uHOpMaLKs 3a TOBA JIEKapCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornelickaTa areHIus mo
nekapctata (EMA): http://www.ema.europa.eu
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JlucroBka: nngopmanus 3a noTpeduTeNst

Hpbecapran/Xugpoxsoporuazua Teva 300 mg/25 mg ¢puimupanu TadaeTkn
upOecapran/xuapoxioporuasuy (irbesartan/hydrochlorothiazide)

IIpoyeTeTe BHUMATEIHO LSIJIATA JUCTOBKA IIPeIM Aa 3all0YHeTe /1a IpHeMaTe TOBa JeKapcTBO, Thil

KATO TH ChAbPiKka BaxkHa 3a Bac nadgopmanus.

- 3amaseTe Ta3u JUcTOBKAa. MoXke 1a ©MaTe Hy>K/a Ja 5 IPpodYeTeTe OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHU BBIIPOCH, NonuTaiTe Bamms nexkap nnu dpapmanesT.

- ToBa nexapcTBo € mpeanucano JnyHo Ha Bac. He ro mpeotcrenBaiite Ha apyru xopa. To Moxe aa
UM HaBpeIH, HE3aBHCUMO Y€ TIPU3HALMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KakTo BammmuTe.

- Axo IMMOJIYYUTE HAKAKBH HCXKCJIAaHU JICKAPCTBEHU PCAKIINU, YBEIOMETC Bammns JICKap Uin
¢dapmaneBT. ToBa BKIIIOUBA M BCHUKH BH3MOXXHH HEXKeJIaHW PEAKLUH, HEONMCAHH B Ta3H JIUCTOBKA.
Buxre Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxkso npencrasissa MpGecapran/Xunpoxiopotuazun Teva 1 3a KakBo ce U3IM0JI3Ba
Kakso Tps10Ba na 3naere, npeau Aa npuemere Mpoecapran/Xuapoxioporuazus Teva
Kak na npuemate MpOecapran/XuapoxinopoTuasua Teva

BB3MOXHYU HEKENTaHU peaKLUuH

Coxpanenne Ha UpOecapran/Xunpoxiaopotuazug Teva

ChIbprkaHue Ha OTIAKOBKATA U OMBIHUTEIHA HHPOpMAIIUS

o E

1. Kaxkso npeacraBasasa Upoéecapran/XugpoxaopoTnasua Teva u 3a KakBo ce H3M0J13Ba

UpOGecapran/Xunpoxiaopotuazus Teva e KoMOMHaLuUs OT JBE aKTUBHH BELIECTBa, UpOecapTaH U
XuIpoxjopruasua. MpbecapTan npuHaUIexKu KbM IpyIia JIEKapcTBa H3BECTHU KaTO aHTarOHUCTH HA
anrnotensuH-1l peuenropute. Aurnorensus-Il e BemecTBo, KOeTo ce MPOU3BEX/Ia B OpraHu3Ma H ce
CBBP3Ba C PELIENTOPU B KPBBOHOCHUTE CHA0BE, KATO BOAU A0 TSAXHOTO CBHBaHE. ToBa BOIU 10
NOBHIIIaBaHE HA KPBBHOTO Haisirane. MipbecapTan npenoTBpatsiBa CBbP3BaHETO Ha aHrMOTeH3MH-11 ¢ Te3n
peLenTopH, KaTo TOBA BOJU 10 OTIIYCKaHE Ha ChIOBETE U IOHWKEHHUE HA KPbBHOTO HAJISITAHE.
XuapoxJopTHa3ua MPUHAIIEKH KbM TpyTia JeKapcTBa (HapeueHU THA3UIHU TUYPETHIIN ), KOUTO
MOBHILIABAT OTACISHETO HA YPUHA U 11O TO3W HAYMH IMOHMKAaBAT KPBBHOTO HAJIATAHE.

JBete akTHBHU cheTaBkH Ha MpOecapran/Xumpoxioporuazua Teva neiicTBaT chbBMECTHO, KaTo
MTOHMKaBaT KPBBHOTO HAJSTAaHE TIOBEYE OTKOJIKOTO BCAKA €HA OT TAX IO OTACTHO.

Hpobecapran/XuapoxsiopoTua3ua Teva ce n3noJi3Ba 3a JiedeHre Ha BUCOKO KPbBHO HAJISITAaHE,
KOTaTO JICYCHUETO ¢ UpOecapTaH WK XUAPOXIOPTHAZU] CAMOCTOSATEITHO HE € JIOBEJIO JIO aJeKBaTeH
KOHTPOJI Ha KPHBHOTO HAJISITAHE.

2. KaksBo TpsioBa 1a 3HaeTe, npeau Aa npuemete Upoecapran/Xuapoxjgoporuasua Teva

He npuemaiite Up6ecapran/Xuapoxiaoporuasua Teva

- aKo CTe aepTUYHH KbM UpOecapTaH WM HAKOA OT OCTAaHAINTE ChbCTAaBKH Ha TOBA JIEKAPCTBO
(n30poenn B ToUuKa 6)

- aKo CTe aJlepruYHU KbM XUAPOXIJIOPTHAZU WIH KbM HSKOH APYTH JEKapCTBa, MPOU3BOIHH HA
cyndoHaAMHATUTE

- aKo cte OpeMeHHa cien 3-Tu Mecel] (OCBEH TOBa € Jo0pe Aa n3bsArBare ynorpedaTa Ha
UpbGecapran/Xunpoxiaopotuazug Teva mo Bpeme Ha paHHa OpEeMEHHOCT — BIKTE pas3ziena 3a
OpEeMEeHHOCT)

- aKo CTpazaTe OT TeXKKH YSPHOAPOOHH Wi ObOpETHH MTPOOIeMHU

- aKo MMare IpoOIeMu ¢ OTAENSIHETO Ha YpHHA

- ako Bamwsr yiekap ycTaHOBH, Y€ MMaTe MOCTOSHHO BUCOKH HUBA Ha KU MM HUCKHA HUBA Ha
KaJui B KpbBTa
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- aKo nMmare JuadeT Wi HapylieHa Ob0pedHa QYHKIHS U ce JIEKyBaTe ¢ JIGKapCTBO, 32 TIOHIKaBaHe
Ha KPbBHOTO HAJIATaHE, CHhIBPKAIIO aTUCKUPEH.

[penynpe:xaeHus: U MpeIna3sHu MEPKH

T'oBopere ¢ Bamus nekap npeau na npuemere Mpo6ecapran/XuapoxaopoTrasus T€eva 1 ako HIKOE OT

CIIEJTHUTE € MPUII0KUMO 3a Bac:

- aKO MMaTe TEKKO TOBPBIAHE HITH THAPUS

- aKo nMate ObOpeUHH MPOOIEMH HITM UMaTE TPaHCIDIAaHTHPaH ObOpeK

- aKo MMaTe ChbpACYHH MPOoOIeMU

- aKo MMaTe YepHOAPOOHHU MPOodIeMH

- aKo cTpajare OT JuadeT

- aKo cTpazmare ot Jymyc epuremarosyc (orre u3BecteH karo CJIE)

- aKO MMaTe TbPBUYCH AJIOCTEPOHU3BM (CHCTOSHUE, CBBP3aHO C IMOBUIIICHA TPOIYKIUS HA XOPMOHA
aJJIOCTEPOH, KOETO MPUYMHSBA 33pHKKa Ha COJI ¥ ITOBUILIEHO KPHBHO HAJISTAHE)

- aKo mpueMare HjIKOe OT CICTHHUTE JIEKapCTBa, U3MOI3BaHHM 32 JIeYeHUE Ha BUCOKO KPBBHO

HaJlsTaHe:

- amrumotensuH ll-penieniropen 6moxep (ARB) (M3BecTHH CBHINO KaTO capTaHU — HATIPUMED
BajicapTaH, TeJIMHUCApTaH, MpOecapTaH), 0COOCHO aKo UMaTe OBOPEUHHU TPOOIEMHU, CBBP3aHU C
nrabera

- aJHCKUpEH.

- aKo CTe MMAaJI paK Ha KOXKaTa WU aKo Pa3BUETe HeOYaKBaHA KOXKHA JIE3Hs 10 BpeMe Ha
neueHneTo. JIeueHneTo ¢ XuApOXIOPOTHA3H], 0COOEHO TPOIBIDKUTENTHATA YIIOTpeOa Ha BUCOKH

JIO3M, MOJKE JIa TIOBUIIIN PUCKA OT HAKOM BHUJIOBE paK Ha KOXKaTa U yCTHUTE (HEMEIaHOMEH PaK Ha

KOoXara). 3aluTeTe KOXKaTa CH OT M3JIaraHe Ha CI'BHIIE U YITPAaBUOJIETOBUTE JILYH, JOKATO

npuemare Mpbecapran/Xuapoxmnoporuazus Teva.

Bamusr iekap Moxe NepuoJuyHO Aa nposepsiBa Ob0peunaTa Bu ¢yHKIuUS, KPbBHOTO HAIATAHE U
KOJINYECTBOTO Ha €IEKTPOIUTHUTE (HAIp. Kajuuil) B KpbBTa Bu.

Bwxre cpmio napopmarmsTa o3arnasena “He npuemaiite MpOecapran/Xunpoxmoporrasun Teva“.

Tpsi6Ba na nHPOpMupate Bamms nekap, ako MUCTUTE, Ye cTe (MM MOXKe OU cTe) OpeMeHHa.
UpbGecapran/Xuapoxnoporrasua Teva He ce mpernopbyBa Mo BpeMe Ha paHHA OPEMEHHOCT U He TpsiOBa
Jia ce TIpreMa, ako cte OpeMeHHa cliell 3-TH Mecell, Thil KaTo MOXe Jia MPUIHHU CEPUO3HA yBpeia Ha
Bamero 6e0e, ako ce u3mos3Ba npe3 To3u nepuoj (BUXKTE paszjiesia 3a OpeMEeHHOCT).

OcgeH ToBa TpsiOBa 1a uH(popmuparte Bammus nexap:

- AKO CcTe Ha iueTa ¢ OTpaHr4eH MPUEeM Ha COJI.

- AKo0 MMaTe MpU3HAIM KaTo MOBUIIIEHA KaXKa, CyX0Ta B ycTara, o0m1a ciadocT, OTHa HaiocT,
MYCKYJTHH OOJIKH WJIH CIIa3MHU, Ta/IeHe, OBPhIIaHe WK HEPaBHOMEPHO OMeHe Ha ChPIETO, KOETO
MOJKe JIa € TIOKa3aTes 32 MHOTO CHiieH e(DeKT Ha XUAPOXIOpoTHasn (KOHTO € ChCTaBKa Ha
Hp6ecapran/XumpoxaopoTrasus Teva).

- AKO TIOJTyYuT€ MOBUINIEHA YYBCTBUTEITHOCT Ha KOXAaTa KbM CIBHIIETO ChC CHMIITOMH Ha CIIbHUEBO
nsrapsHe (KaTo 3adepBsBaHe, ChbpOexX, 0TOK, 00pa3syBaHe Ha MEXYPH ), KOWTO C€ TIOSBSIBAT ITO-PaHO
OT 00UYATHOTO.

- Axo Bu nipencrou onepanus (Xupypruvna) wiu e Bu Ob1at npuiiaraHu aHeCTETHIIH.

- AKO uMaTe MpOMEHH B 3pEHUETO MK O0JIKa B €JHOTO WIIM B JBETE OYH, JTOKATO MIpHEeMaTe
Hpbecapran/Xunpoxiaoporua3ua 1eva. ToBa Moxke a Ob/1e IpU3HAK, Y€ pa3BUBATE IIIayKoMa,
MOBUILIEHO HaysiraHe BB BameTo oko(oun). Bue TpsOBa na npeycraHoBUTE ITprieMa Ha
Upbecapran/Xunpoxmopotrazuy TeVa u Jia MOThbPCUTE METUIIMHCKA ITOMOIIL.

C’LZ{’Lp)KaH_II/IHT CC B TOBA JICKAPCTBO XUAPOXJIOPOTHUAZUA MOKE J1a JOBCAC 0 MOJIOXKUTCIICH PE3YJITAaT I10
BpPEMC Ha U3CJICABAHC 3a JOIIUHT .

Jlena u roHOIIM

Hpbecapran/Xuapoxiaopotuasu Teva He TpsOBa J1a ce mpuiiara npu Jena U FHOIH (Ha Bb3PacT MO/
18 romuuu). AKo JIeTe MOrbJIHE HIKAKBH TaOJIETKH, He3a0aBHO ce CBbpKeTe ¢ Barus nekap.
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Jpyru nexapcra u Up6ecapran/Xuapoxsioporuasua Teva
WNudopmupaiite Bammst nexap win papmaieBr, ako npruemMare, HaCKOpO CTE MPUEeMaId UiIH € Bb3MOXKHO
Jla TIPUEMETE JPYTHU JICKapCTBa.

Moske na ce Hayoku Barusr jiekap 1a npoMeHu no3ata Bu u/unu ga B3eme apyru npeanasHid MEpKU:

Axo npuemare aarnoteH3uH Il-penentopen 6mokep (ARB) minm anuckupeH (BHKTe ChI0 HHPOpMaIusITa
o3zarnaseHa “He npuemaiite UpOecapran/Xuapoxnoporuazun Teva” u “IIpenynpekacHus U mpeana3Hu
MepKu”).

JuypeTHiuTie KaTo XUJApoXJIOpOTHA3H]I, KOWTO ce Chbpka B MpbOecapran/Xuapoxiopotuazuy Teva
MOXe€ J]a UMa Bb3JeHCTBUE BBPXY ApYrHu Jiekapctsa. [IpenapaTtu, chabprkaluy JTUTHH He TpsAOBa da Obaat
npuemaru 3aeHo ¢ UpOecapran/Xunpoxiaopotuasug Teva 0e3 HerocpeacTBeHo HabroneHne ot Bamms
JeKap.

Mo:ke 1a ce Hajiara u3cjieBaHe Ha KPbBTA, aKO IpHeMare:

- KaJMeBU NJOOABKH

- 3aMECTUTEIIN Ha COJITA, ChIAbPIKAIIU KaJIUl

- KalTuii-ChXpaHABaIllX JISKapCTBA WITH IPYTH JUYPETULIN (00€3BOIHSBAIIH TAOIETKH)
- HSIKOU JIAKCATUBHU MPOTYKTH

- JIeKapCcTBa 3a JICYeHUE Ha Tojarpa

- BuTaMuH [| chappikaiy 1006aBKu

- JIeKapcTBa 32 KOHTPOI Ha ChPJICYHUS PUTHM

- JIeKapcTBa 3a MuadeT (MepopaTHu CPEACTBA IIH UHCYIIH)

- KapOamasenuH (JISKapCTBO 3a JICUCHUE Ha CTIUJICTICHS).

OcBeH TOBa € BaxHO Jia nHpopMmuparte Baius nekap, ako npreMaTe APYTrH JeKapceTBa 3a MOHMKABAHE Ha
KPHBHOTO HAJISITaHe, CTEPOU/IH, JIGKapCTBa 3a JICUCHUE Ha PaK, 00e300IIsBalIlH, JISKAPCTBA 33 apTPHUT HIIH
XOJICCTUPAMHH M KOJIECTHUITONIOBH CMOJIM 33 HAMAIIIBaHEe Ha XO0JIeCTeposia B KPhBTA.

Hpbecapran/XuapoxjgopoTuasua Teva ¢ aakoxoJ

[opanu ceabpkanueTo Ha Xuapoxioporuasua B Mpbecapran/Xuapoxmoporuasun Teva, ako nmuiere
QJIKOXOJI IOKaTO CTE Ha JIEYEHHE C TOBA JIEKapCTBO, MOXKE J1a UMaTe MO-CUJIHO YCEILIaHe 3a CBETOBBPTEX
IIpY U3NpaBsiHe, 0COOCHO MPU IPEMHUHABAHE OT CEIHAJIO B IPABO MOJIOKEHHE.

BpeMeHHOCT 1 KbpMeHe

Bpemennoct

TpsioBa na nnpopmupare Baius nekap, ako MUCIIHTE, Ye cTe (WIM MOXe Ou cTe) OpeMeHHa.
OO6ukHOBeHO Bammsr nekap me Bu mochBeTBa fa cripete nmpuema Ha Mpbecapran/ XuapoxaopoTHasua
Teva npeau na 3a0peMeHeeTe WM Bh3MOKHO Hal-CKOPO CJIE]] TOBA U IIIE BH MPETNopbhya JIPYTo JICKAPCTBO
BMecto UpOecapran/Xuapoxnoporuasusa Teva. Irbesartan/Hydrochlorothiazide Teva He ce mpenopbsyBa
0 BpeMe Ha OpeMEHHOCT U He TPsIOBa Ja ce MprueMa, ako cTe OpeMeHHa ImoBeUe oT 3 Mecena, Thil KaTo
MOJKe J1a IPUYUHY CepPHO3Ha yBpeaa Ha Barero 0ebe, ako ce U3Ioi3Ba ciaell TPETH Mecell OT
OpeMeHHOCTTA.

Kbpmene

WNudopmupaiite Bamust nexap ako KbpMUTE, WM Bb3HAMEPSIBATE J]a KbPMUTE.
Hpbecapran/Xuapoxiaoporuasu Teva He ce MpernopbyiBa 3a Maliku, KOMTO KbPMAT, U Bamusr jgekap
MOJKe JIa TIpeIoueTe qpyTo JiedeHue 3a Bac, ako kxenaeTe na KbpMuUTe, 0COOCHO ako aetero Bu e
HOBOPOJIEHO WJI POAEHO NMPEXKIEBPEMEHHO.

Ilodupane u padoTa ¢ MAIIUHU

Hpbecapran/Xuapoxiaoporuasu Teva He ce o4akBa Ja rnosnuse Bamara ciocoOHOCT 3a modupane win
pabora ¢ mamwau. TpsiOBa 1a Mmarte npeaBua odadye Korato modupare Uik paboTHTE C MAIIUHU, e
JIOKATO CTE Ha JIEYeHHE 32 BUCOKO KPHBHO MOHAKOTa MOJKE /Ia TTOyYUTe 3aMaiiBaHe WM J1a Ce
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MOYyCTBaTe M3MOPEH. AKO TOIY9IHTE NOJ00HN CHMITTOMH, KOHCYITHpaiiTe ce ¢ Bamms nekap npenu ga
MpaBUTE OIUT Jia Mo(UpaTe WiK Aa padOTHTE C MAIIUHH.

Hpbecapran/Xuapoxsaopornasug Teva cbabpika HaTpHi
ToBa jekapcTBO ChABPIKA MO-MaNIKO 0T 1 mmol Hatpuit (23 mg) Ha GpuiMupaHa TabjeTKa, T.€. MOXKE Ja
ce Kake, 4e MPaKTHYECKU He ChIBPKa HATPHI.

3. Kak n1a npuemate Upoecaptan/Xuapoxjgoporuasua Teva

Bunaru npuemaiite ToBa 1€eKapcTBO TOUHO, KakTo By € ka3an Bamwst nexap. AKo HE CTe CUTYPHHU B
HeIlo, monuTaiTe Bamms nekap win ¢papMariesT.

Jo3upoBka

[Ipenopbuntennara no3a Upbecapran/XuapoxaopoTua3un Teva e eaHa TadjieTka JHEBHO.
Hpbecapran/Xuapoxiaoporuasu Teva 00MKHOBEHO ce M3IKMCBA OT JieKaps, korato Baiieto
TIPEJIIIECTBRAIIO JICYSHHE Ha BUCOKOTO KPHBHO HAIIATaHE HE € JIOBEJIO JJ0 HEOOXOANMOTO TOHMKaBaHe Ha
apTepHaIHOTO Hajsrane. Bamusat nexap e Bu 00sicHH Kak J1a IpeMUHETE OT MpeHaTa Tepamus Ha
Hpbecapran/Xuapoxaoporuasu Teva.

Haunn Ha npuiIokKeHHe

Hpbecapran/Xuapoxiaoporuasus Teva e 3a nepopainna yrnorpeoda. [Tormbiiaiire TabaeTKUTE €
JIOCTaThYHO KOJIMUYECTBO TEYHOCT (HArp. Jarra Bojaa). Moxke aa mpueMare
Hpbecapran/Xuapoxioporuasus Teva ¢ wim 6e3 xpana. OnuraiiTe ce 1a mpreMate THEBHATA /1032 110
€/IHO U ChIIIO BpeMe Ha JICHOHOIINETO. BaXKHO € Ja MpoXBIDKKTE J1a pHeMaTe
Hpbecapran/Xuapoxiaoporuasus Teva qokaro Bamusar nekap He Bu mocsBeTBa Apyro.

MakcuManHusAT eq)eKT IO OTHOHICHUEC HAa KPBbBHOTO HAJIAATAHC TpH6Ba Ja C€ 0O4aKBa OKOJIO 6-8 cCaAMuIu
CJIEA HA4YaJIOTO Ha JICYCHUCTO.

AKO cTe npueJM noBeye oT Heodxoaumara g03a Updecapran/Xuapoxiaoporuasua Teva
Axo ciry4qaifHO cTe Ipue TBbpe MHOTO TaOJIeTKH, BeAHara ce obanere Ha Bamus nekap.

AKko cte nponycHaau 1a npuemere Upb6ecapran/Xuapoxjoporuazug Teva
AKO cny4ailHO cTe MpOINyCHalIM [IHEBHATa J03a, B3eMETe s BeAHara ciiefl kato cu crnomHute. He
MpueMaiTe ABOIHA 71034, 32 Jla KOMIIEHCHUpaTe MpolycHaTaTa J103a.

AKO UMaTe HSIKaKBH JOMBJIHUTEIHNA BBIIPOCH OTHOCHO yIoTpebara Ha TOBa JICKapCTBO, MOMUTANTE
Barmus siekap win gpapMarieBT.

4, Bb3MOXKHU HeKeJIaHU pPe€aKkuumn

Kakro Bcuuku JICKAapCTBa, TOBA JICKAPCTBO MOXKE J1a JOBCAC 10 ITOsABATAa HAa HCIKCIIAHU PCAKIINU BBIIPCKHU,
Y€ HC BCCKHU I' ITIOJIyYaBa. Hskowu oT TX Morar j1a ca CCPUO3HU U Ja U3UCKBAT JICKapCKa ITIOMOIII.

[Ipu maruenTH monydaBaniy upOecapTaH ca OWIM JOKJIAJBAaHU PEIKU CIydau Ha aICPTUYHH KOXKHU
peakuuu (0OpWB, ypTHKApHs), KaKTO W JIOKAJIM3MPaH OTOK Ha JIMIETO, YCTHUTE W/WIM €3uKa. AKO
MOJIy4UTe HAKOU OT Te3d CMMITOMH WJIM MOYYBCTBAaTe 3aTPyAHEHO AMIIAHe, CIpeTe IpreMa Ha
Upbecapran/Xuapoxioporuasua Teva u He3abaBHO ce o0azere Ha Bamus sekap.

Hesxenanure pCakonun Ha6_HIO)IaBaHI/I 10 BpEME€ Ha KIIMHUYHU MU3IUTBAHUA IIPU TAIMUCHTH, JICKYBAHU C
KOMOWHaINUATA OT UpOecapTaH U XUAJIOXJIOPOTHAZH]L Ca OHJIIH:

YecTu HexelaHu peaknun (Moxxe Aa 3acersar g0 1 Ha 10 mymm):
o rajicHe/TIOBpPbIIIaHe

. TIOBUILIEHO OTJENSHE HAa ypUHA
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o OTITHATOCT

o 3aMaliBane (BKJIFOUHTEITHO MPU M3MPaBSHE OT JICTHAIO MM CETHAIIO MOJIOKECHNUE )

o W3CJIC/IBAHUATA HA KPHBTA MOXKE Ja TOKAXKAT MOBUIIICHN HUBA HA €H3MMa, KOWTO ONpeaes
MYCKyJTHATa ¥ ChpJieuHa QYHKIUS (KpeaTHH KHMHA32) WK TIOBUIIICHN HUBA Ha BENECTBa,
W3IIOJI3BaHM 3a M3MepBaHe Ha ObOpeuHaTa GyTKIus (KpbBHA ypes, KpEaTHHHH).

AKO HSKOSI OT Te3H HeKeJaHH PeaKIni BH MPUYHHABA MP00JieMH, 00CheTe ro ¢ Bamms nekap.

HeuecTu Hexkesanu peakumnu (Moxe fa 3acerat 10 1 va 100 qymnm):

Iuapus

HUCKO KPBBHO HaJIsITaHE

npUnagbIy

YCKOpE€Ha Chp/eYHa JEHHOCT

3auepBsiBaHE

MOTyBaHe

HapylleHa nonoBa GpyHKIus (IpoOsieMH ¢ OCHIIECTBABAHETO HA ITOJIOB aKT)

M3CIIEBAHMATA HA KPBBTA MOT'aT /1a TIOKAXXaT MIOHMKEHN HUBA Ha KaJIisl U HaTpUs B KPBBTA.
AKO HSIKOSl OT T€3M HeKeJIaHH PeaKUuH BU NPUYMHABA npodiemMu, oochaere ro ¢ Bamms nekap.

Hsikou Hexxenanu peakimu ca OuiM JOKJIaJABaHM CIIe]] ITyCKaHe Ha KOMOMHAIMATA OT UpOecapTaH u
XUIIPOXJIOPOTHA3K] Ha Ma3apa. HexenaHnurte peakiy ¢ HEM3BECTHA YECTOTa ca: TIaBo0oIre, 3BbHEHE B
yIIUTE, KalIHIA, HApYIICHNS Ha BKyCa, HAPYIIICHO XPAHOCMUJIaHE, 00JIKa B CTABUTE U MYCKYJIHTE,
HapyllIeHa YepHOopoOHa (GyHKIMS U ObOpeyHa (QyHKIINS, TOBUIIICHA HUBA HA KaJIKsl B KPbBTA U
aJICPrUYHU PEaKIui KaTo 00pUB, KOIPUBHA TPECKa, OTOK Ha JIMIIETO, yCTaTa, €3UKa WK I'bPJIOTO.
Heuectu cirydan Ha xxbaTeHHUIA (TIOKBITABAHE Ha KOXKATa W/MIIK OSTOTO HA OUWTE) CHINO ca OWITH
JIOKIIa/IBAHU.

ITomo6HO Ha Becsika KOMOMHAIMS OT JBE aKTHBHU BEIIECTBA, HEXKETAHUTE PEAKIIMU CBbP3aHH C BCSIKA OT
CBCTABKUTE HE MOraT Ja ObIaT M3KIIOYEHH.

He:xenanu peakuuu, CBbpP3aHu camMo ¢ npdecapTas:

B mombnHEeHNE KM H30pOCHUTE MO-TOPE HEXKENAHN PeaKIny € OMIIo cho0IIaBaHo 3a OOJIKHU B TbPANTE,
TEXKH aJIeprU9HN peaknny (aHa(UIaKTHYEH III0K) U MTOHKaBaHe Ha Opost Ha TpPOMOOIUTHTE (KPHBHU
KJIETKH, HEOOXOAMMHU 3a ChCUPBAHETO Ha KPHBTA).

Hesxenanm peakuum, CBbpP3aHH caMoO ¢ XUAPOXJIOPOTHAZHL!

3ary0a Ha aleTHT, Bh3MAICHHE HAa CTOMAaXa, CTOMAIIIHYU CIIa3MHU, 3alleK, )KBbITCHUIIA TPOsIBEHA KaTo
MOXBATSABaHE HA KOXKaTa U/WiIK OsJI0TO HA OUYMTE, Bh3NaJCHNE Ha 3aJCTOMAIIHATA JKJie3a,
XapaKTepU3UPAILO C€ ChC CHIIHA 00JIKa B TOpHATA KOPEMHA M0JIOBUHA, YECTO MPUAPY>KEHA OT rajfeHe U
NOBpBIIaHe, HAPYIIECHHUS Ha ChHSI, IENPECHs, 3aMbIJIEHO BIKIAHE, JIUICA Ha OelNr KPbBHU KIIETKH, KOETO
MOXe J]a TOBeZIe A0 YeCTH MH(EKIMHU ¢ IOBUIIeHa TeMIIepaTypa, HamajieH Opoi TpoMOOIMTH (KPBBHU
KJIETKH, KOUTO Ca CHINECTBEHHU 332 KPHBOCHCUPBAHETO), HAMaJIeH Opoil YepBEHN KPHBHU KIIETKH (aHEMU),
XapaKTepU3Upalla ce ¢ OTNAAHAIOCT, TI1aB000JINe, HEIOCTUT Ha BB3AYyX IpU (PU3MUECKO HATOBAPBAaHE,
CBETOBBPTEXK, Osienoct, 6b0peuHo 3adoinsBaHe, 6€10ApOOHH MPOOIEMH BKIIIOYUTEIIHO THEBMOHHUS T
3apBKKa Ha TEYHOCT B OenuTe ApoOOBE; INOBUILIEHA 1yBCTBUTEIHOCT HAa KOKaTa KbM CITbHUYEBUTE JIbUH,
Bb3IaJICHUE Ha KPbBOHOCHUTE ChI0BE; KOXKHO 3200 1sIBaHE, XapaKTepU3UPAILO CE€ C U3NIOLBAHE Ha
KOXKaTa Ha LSJI0TO TSUI0; KOKEH JYIIYC €pUTEMaTOAEC, KOETO ce ONpeAesis OT 00puB, KOWTO ce MOsBSBa
10 JINLETO, UIMATA U CKaJINAa, AIEPTHYHHI PEaKLUH; cI1a00CT U MYCKYJHH CIIa3MH; IPOMEHEH ITyJIC;
MOHM)KEHO KPBBHO HAJISITAaHE CJie]l IPOMsIHA B MOJI0KEHUETO HA TAJIOTO; OTOK HA CIFOHUCHUTE JKIIE3H;
BUCOKH HHBA Ha KpbBHATA 3axap; HaJM4YHE Ha 3axXap B ypMHATA; IOBUILIABAHE HAa HIKOM BUAOBE MAaCTH B
KPBBTA; IOBUILIABAHE HUBOTO HAa MMKOYHATA KHCENNHA B KPBbBTA, KOETO MOXKE J1a IOBEJIE 10 Pa3BUTHE HA
nojarpa.

C nemsBecTHa yecToTa: Pak Ha KOXaTa M yCTHUTE (HEMETTaHOMEH paK Ha KOXKaTa)

3Hae CC, Y€ HCKCIIaHUTE PCAaKIIUM CBbP3aHU C IPUIIOKCHUCTO Ha XUAPOXJIOPOTHUA3HU/I, MOTraT Ja CC YCHUIIAT
IIPpU MO-BUCOKHU 03U HA XHUAPOXJIOpOTHA3HUAA.
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Cpo011aBaHe Ha HeKEITAHN PEAKITHH
AKO TOJIyYHTE HSAKAKBU HE)KEJIAaHU JICKAPCTBCHHM peakiuu, yBemomere Barws jekap mium (apmarieBT.

ToBa BKJIFOUBa BCHYKH BH3MOXKHHU, HEOMTUCAHH B Ta3W JUCTOBKA HEXEJAHW peakiuu. Moxkere ChIIo Ja
CHOOIIUTE HEXKENAHW pPEaklUu NUPEKTHO 4Ype3 HAlMOHAJHATA CHUCTEMa 3a ChOOINaBaHE, MOCOYCHA B
IIpunoxenne V. Kato crobmaBaTe He)XeIaHN PEaKIUy, MOXKETE J1a JaieTe CBOS MPUHOC 32 IMOJTydaBaHe
Ha 1oBede nH(OpPMAIUs OTHOCHO 0€30MMacHOCTTa Ha TOBA JICKApPCTBO.

5. Kak na cexpansiBate Up6ecapran/XuapoxjgopoTua3ug Teva
Jla ce chxpaHsiBa Ha MSCTO, HEJIOCTHITHO 32 JICTa.

He u3non3Baiite TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOEI3aH BEPXY KapTOHEHATA OMAaKOBKA U
BBpXY Onmctepa cien “Tomen 10:”. CpOKBT Ha TOJTHOCT OTrOBaps Ha MOCIEIHUS JICH OT TTIOCOYCHUS
Mecell.

3a Upbecapran/Xuapoxmnoporuazua Teva onakosa B 6enu Herpospaunu PVC-PVAC-AnymuHeBr
ommcrepu: Jla ce cwxpanssa mox 30°C.

3a UpbGecapran/Xunpoxioporrasua Teva omakoBaH B allyMUHHH-ATyMUHHEBH Onuctepu: To3u
JIEKapCTBEH MPOIYKT HE M3MCKBA CIICIHAIHN YCIOBHSI HA ChXPaHEHHE.

He uzxBbpsiitTe nekapcTBaTa B KaHAJIU3AIMATA WM B KOHTETHEpa 3a JoMaIIHU oTHaabIu. [lonuTaiite
Bamus dapmMarnieBT kak Ja U3XBBPIATE JIEKapCTBaTa, KOUTO BeUe HE U3IMo3BaTe. Te3u MepKH Iie
CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CPEaa.

6. Chabp:kaHHe HA OMAKOBKATA M JOMbJIHUTETHA HHpoOpMaus
KakBo cbabp:xa UpdecapTan/XuapoxJjoporuasua Teva

- AKTHBHHTE ChCTABKH Ca UpOECAPTaH U XUIPOXIOPTHAZHI.
Bcesika ¢punmmupana tabiaerka Mpbecapran/Xunpoxmoporuasu Teva 300 mg/25 mg ceabpxa
300 mg upbecapran u 25 mg XUAPOXIOPTHAZHI.

- OcTaHanuTe ChCTaBKH Ca:
CoplieBrHA Ha Ta0JIeTKaTa: MOBUIOH, MPEKEIaTHHU3UPAHO HUIIIECTE (LIAPEBUYHO), TOJIOKCaMEp
188, MEUKpOKpHCTaTHA EeTy103a, KPOCKAPMEI03a HATPH, CUITUITUEB JUOKCHI, KOJIOUICH,
0e3BOJICH U MarHe3ueB cTeapar
O6BuBKa Ha Tabietkara 3a 300 mg/25 mQ: xunpomenosa, THATAHOB THOKCH/I, TOJTUETUIICHTITUKOI
6000 (makporou), monueTwieHrauKos 400 (Makporoi), JKeJIe3eH OKCUI, YepPBEH, HHIUTOTHH
(maguroxapmuH anyMmuHueB nak FD&C cunbo #2) u Kee3eH OKCH, YepeH.

Kak u3raexxna Up6ecapran/Xunpoxiaoporuasua Teva u chabpikaHue HAa OMAKOBKATA

Upbecapran/Xuapoxiaoporuazu Teva 300 mg/25 mg dunmupanu TabaeTku ca po30BU 10 ThMHO PO30BH
¢unmupanu tabnetku ¢ popma Ha karcyna. Ennara crpana Ha tabnerkaTa € ¢ BIUIbOHATO peseHO
O3HaYCHUE Ha YucioTo “93”. JIpyraTa cTpaHa Ha TabJeTKaTa € ¢ BIJIbOHATO peliehHO O3HAUCHUE Ha
yrcnoTo “7469”.

Hpbecapran/Xuapoxaopotuasu Teva ce npeaiara B ornakosku ot 7, 14, 15, 20, 28, 30, 56, 60, 84, 90,
98 u 100 punmupanu Tabnetku B Henepdopupanu Oauctepu; onakoBka ot 50x1 ¢punmupana tabierka B
€/IHOJI030BHU OJIHMCTEpH U ONAKOBKa OT 28GuiMupanu TableTKu B HenephoprpaHu KaleHAapHH OarcTepu
He Bcuuku BHOBE OMTAaKOBKH MOYXeE Jja ObJaT MyCHATH B ITPOIax0a.

IIpuTe:kaTes Ha pa3pelIeHHeTO 32 yoTpeda
Teva B.V.

Swensweg 5

2031GA Haarlem
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Hunepnannus

IIponsBoaurenu:
Teva Operations Poland Sp.z.0.0
ul. Mogilska 80

31-546 Krakow
TTosmma

Teva Pharmaceutical Works Private Limited Company

Pallagi ut 13
Debrecen H-4042
YHrapus

TEVA UK Ltd
Brampton Road
Hampden Park
Eastbourne, East Sussex
BN22 9AG

O6ennHEeHO KPaJICTBO

Pharmachemie B.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

3a JonBJIHKUTETHA HHOPMALUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKATHUS IPEACTABUTEI
Ha MIPUTEXATels Ha Pa3penIeHneTo 3a ynorpeoda:

Belgié/Belgique/Belgien

Teva Pharma Belgium N.V./S.A/AG

Tél/Tel: +32 38207373

bbarapus
AxtaBuc EAJ]
Tem: +359 24899582

Ceska republika

Teva Pharmaceuticals CR, s.r.o.

Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
Teva GmbH
Tel: +49 73140208

Eesti
UAB Sicor Biotech Eesti filiaal
Tel: +372 6610801

EALGoa
Teva EAAGG ALE.
TnA: +30 2107279099

Luxembourg/Luxemburg
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 38207373

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +353 51321740

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska

Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300
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Espafia
TevaPharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +353 51321740

island

ratiopharm Oy
Finnland

Simi: +358 201805900

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
Teva EALGg ALE.
TnA: +30 2107279099

Latvija

UAB Sicor Biotech filiale Latvija

Tel: +371 67323666

Lietuva
UAB Sicor Biotech
Tel: +370 52660203

Portugal

Teva Pharma - Produtos Farmacéuticos,
Lda

Tel: 351 214235910

Romania
Teva Pharmaceuticals S.R.L
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
Teva Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
ratiopharm Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom
Teva UK Limited
Tel: +44 1977628500

JlaTa Ha mocJieAHO npepasriie:kaane Ha JUCTOBKATa {MM /TTIT}.

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € NPCAOCTAaBCHA HA ye6cai/'ITa Ha EBpOHCﬁCKaTa arcHus 110
nexapcteara (EMA): http://www.ema.europa.eu
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