INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JJEKAPCTBEHUS TPOAYKT
PritorPlus 40 mg/12,5 mg tabnerku

PritorPlus 80 mg/12,5 mg tabnerku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
PritorPlus 40 mg/12,5 mg tabnerku

Besika Tabnetka chaspika 40 mg renmucaptan (telmisartan) u 12,5 mg xuapoxaopoTrasu
(hydrochlorothiazide).

PritorPlus 80 mg/12,5 mg tabaerku
Bcesika Tabnerka cpappika 80 mg tenmucapran (telmisartan) u 12,5 mg xuapoxnopoTuasus
(hydrochlorothiazide).

IToMo1IHM BelecTBa ¢ U3BECTHO JEHUCTBUE

PritorPlus 40 mg/12,5 mg tabnerku

Bcesika Tabnetka cpabpxka 112 mg nakTo3a MOHOXHIPAT, KOUTO ca eKBUBaJeHTHH Ha 107 mg nakTo3a,
6e3BosHA.

Bcesika Tabnerka cpabppika 169 mg copouron (E420).

PritorPlus 80 mg/12,5 mg Ttabnetkn

Bcesika Tabnerka cpaspka 112 mg makTo3a MOHOXUIpAT, KOUTO ca eKBUBaieHTHH Ha 107 mg makTo3a,
0e3Bo/HA.

Bcesika Tabnerka cbbprka 338 mg copouton (E420).

3a IIBJIHUS CIUCHK Ha ITOMOIIHHUTEC BEUICCTBA BHXKTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerku
PritorPlus 40 mg/12,5 mg TabneTku

YepBeHO-0eiH, IBYIUIACTOBH TabJIeTKU ¢ poabiroBara Gopma (5.2 mm) u rpaBupaH BbPXY TIX KOJ
H4.

PritorPlus 80 mg/12,5 mg tabnerku
YepBeHo-0enu, ABYIUIACTOBH TabJETKH ¢ MpoabiIroBata Gopma (6.2 mm) u rpaBUpaH BbPXY TAX KOJI
H8.

4. KJIMHUYHU JAHHHN

4.1 TepaneBTUYHU NMOKA3aAHUSA

JleueHne Ha eceHIMATHA XUIIEPTOHUSL.

KomOunmnpanusar nexkapctBer npoaykT PritorPlus e ¢ pukcupann no3u (40 mg tenmucaptan /12,5 mg

xugpoxioporuasun (HCTZ) u 80 mg renmucapran/12,5 mg HCTZ) u e nokasaH 3a je4eHue Ha
BB3PACTHH, YUETO KPHBHO HAJSITAaHE HE € KOHTPOJIUPAHO a/IeKBaTHO CaMo C TEIMHUCAPTAaH.



4.2 Jlo3upoBKa M HAYMH HAa MPUJIOKEHHE

2031/1[2031«1

KomOuHupaHusT N1eKapcTBEH NPOIYKT ¢ (PUKCHpaHU 03U ce MTpHeMa OT MAllueHTH, YUETO KPHBHO
HaJsIraHe He € aJIeKBaTHO KOHTPOJIMPAaHO MU IpHeM caMo Ha TenMucaprad. [Ipean aa ce npemune
KBbM TO3U KOMOWHHUpaH JEKapCTBEH NPOAYKT C (PUKCUpAHH 03U € He00X0IMMO ITOOTACTHO Ja ce
TUTPUPAT JO3UTE HA BCEKH OT /IBaTa KOMIOHEHTA. | Ipy MOoaXoAsIy KITHHUYHA TOKa3aHUs MOXKE
JTUPEKTHO J1a ce MPEMHIHE OT MOHOTEpaNuiITa KbM IIpreM Ha KOMOWMHHUPAHHS JIEKapCTBEH MPOIYKT.

o PritorPlus 40 mg/12,5 mg mMoske aa ce MPHIOKH SIUH BT JHEBHO MPH MAIHEHTH, YHETO
KPBBHO HAJIITaHE HE € aJeKBaTHO KOHTPOJIHUPAHO MIPH CAMOCTOSITEITHO MpHiiarale Ha Pritor
40 mg.

o PritorPlus 80 mg/12,5 mg mMose 1a ce MPHIOKH SIUH BT JHEBHO MPH MAIIHEHTH, YHETO
KPBBHO HaJIITaHE HE € aJeKBaTHO KOHTPOJIMPAHO IPH CAaMOCTOSATEIHO Mpuiarane Ha Pritor 80
mg.

Cmapuecka ¢v3pacm
He e HeoOxoauMo KopUrupaHne Ha 03aTa [pH NalyueHTH B cTapyecka Bh3pacT.

bwvbpeuno yspeocoane

OnuThT MpH MAIMEHTH C JIeKa 10 yMEepeHa CTeleH Ha ObOPEeYHO yBpeXkKIaHe € MUHUMAJICH, HO He
Tpenoara Hekenanu e(eKTH BbpXy ObOpennTe u He ce CUNTa 32 He0OXO0ANMO KOPUTHPAHE Ha
no3ata. [IpenoppuBa ce MEepUOANYIHO HPOCIIe/isBaHe Ha ObOpeuHuTe GpyHKIuM (BK. Touka 4.4).
[Mopanu Hanu4YKeTo Ha KOMIIOHEHTA XHIPOXJIOPOTHAZNA KOMOWHUPAHUSAT JIEKAPCTBEH MPOIYKT C
(buKCcHpaHu 103U € MPOTHUBOIIOKA3aH MIPH NAlIMEHTH C TEKKa CTENeH Ha OBOpEeYHO yBpexkKIaHe
(kpeaturnHOB KIUpbHC < 30 ml/min) (Bx. Touka 4.3).

Tenmucapran He ce OTAENS OT KPBBTA ITPU XeMODMITpAIHs U HE Ce UAITU3HPA.

Yeproopobno yspexcoane

[Tpu manumenTy ¢ JeKo 10 CpeHO YepHOoApoOHO yBpekaane PritorPlus TpsioBa na ce mpuinara c
MOBHIIIEHO BHUMaHUe. 3a TeMHIcapTaH JI03UpPOBKaTa He TpsiOBa ja Hajasuiasa 40 mg BeHBK
nHeBHO. KOMOMHMpaHUAT JeKapCTBEH MPOAYKT ¢ (PUKCHPAHH J03H € IPOTHBOIIOKA3aH MPH MAIlHEHTH
C TEKKO YepHOAPOOHO yBpexaaHe (Bxk. Touka 4.3). Tuasuaure TpsOBa Ja ce U3MOI3BAT MPE/a3InBoO
[PH MAIMEHTH C HAPYIICHN YepHOAPpOOHH BYHKIMH (BXK. Touka 4.4).

Tleouampuuna nonynayus
bezomacHocTTa 1 edmkacHocTTa Ha PritorPlus nmpu nanmenTn Ha Bp3pacT nox 18 roanHu He ca
ycTaHoBeHH. Ymorpebara Ha PritorPlus npu nena u roHOIIM HE € MpenopbYUTENTHA.

Hauwun Ha npuioxeHue
Tabnerkute PritorPlus ca mpeanasnadenu 3a nepopayHO NPUIIOKEHHE BEAHBK JHEBHO U TPsIOBa Ja ce
MOTTBIIAT LIENH ¢ TeUHOCT. PritorPlus Moske aa ce npuema cbe wiin 0e3 XpaHa.

IIpeonasnu mepxu, koumo mpabea da bvoam 3emu, npedu paboma CvC UNU NPUOACEHUE HA
JleKapcmeerusi npoOYKm.

PritorPlus TpsiOBa fa ce chxpaHsBa B 3arie4aTtaHus OJUCTep, MOPagr XUIPOCKOIIMYHUTE CBOHCTBA Ha
tabnetkute. TabneTkuTe TpsOBa a ce U3BAXKAAT OT OJIMCTEPa HEIOCPEACTBEHO MPeIu yHoTpeda.
(Bk. Touka 6.6).

4.3 IIpoTuBOomOKAa3aHUS

o CBpBXYyBCTBUTEITHOCT KbM aKTHBHHUTE BEIECTBA MM KbM HSAKOE OT TOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

. CBpBX4yBCTBUTEITHOCT KbM MPOU3BOIHUTE HA cylioHamMunHuTe cybcTaniuu (Toit kato HCTZ
€ CyJA(pOHAMUIHO TIPOU3BOJIHO).

o Bropo u Tpero TpuMeceune Ha OpeMeHHOCTTa (BK. ToukH 4.4 u 4.6).

L Xouecraza u 06Cpr1(TI/IBHI/I 3a00JI9IBaHUS HA KIHYHUTE II'bTHUIIA.
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o Texko 4epHOAPOOHO YBpEKIaHE.
o Texka creneH Ha 0bOpedHO yBpexkaane (kpeatnHuHOB KiupbHC < 30 ml/min), anypwust.
. PedpaxTopHa XuNOKaTMEeMusl, XUTIEPKATLUCMHUSL.

Ennospemennara ynorpe6a Ha tenmucaptan/HCTZ ¢ anucKupeH-ChIbpIKallu IPOLYKTH €
IPOTUBOIIOKA3aHa TIPY MALMEHTH ChC 3aXapeH AnabeT Win ObOPEYHO YBpeXkIaHe
(GFR < 60 ml/min/1,73 m?) (Bx. Touku 4.5 u 5.1).

4.4 ChoeuuajaHu mpeaynpesaeHus U Npeana3sHyd MepKH NP4 ynorpeda

bpemeHHocT
He tps6Ba ma ce 3amouBa npueM Ha aHTHOTeH3HH Il perienrropam 010KepH 1O BpeMe Ha OPEeMEHHOCT.

[lanueHTKUTE, KOUTO IUTAHUPAT OPEMEHHOCT, TPA0Ba Ja MPEeMUHAT KbM aITEPHATUBHO
AHTUXHIIEPTEH3UBHO JICUEHHE C YCTaHOBEH Mpo(dui Ha 6e30MacHOCT MpH yHnoTpeda 1o BpeMe Ha
OpEMEHHOCT, OCBEH aKO CE CUMTa, Y€ € OT 0COOEHA BaXKHOCT Ja C€ MPOABIDKH JICUCHUETO C
aarnoTers3uH Il perenrropHu O610Kepu. AKO € THArHOCTHLIMPaHa OPEMEHHOCT, JISYEHUETO C
anruoreHs3uH Il penentopuu 6iokepH TpsiOBa He3a0aBHO Ja ObJe MPEYCTAHOBEHO M aKO € TIOJAXOISIIO
Jia ObJIe 3aII0YHATO AITEPHATUBHO JieueHUE (BK. TOUKH 4.3 u 4.6).

UYepHoIpoOHO YBpekIaHE

Tenvucapran/HCTZ He TpsOBa aa ce mpuiiara Mnpy MalueHTH ¢ X0JIeCTas3a, ¢ XKIJIbYHU OOCTPYKTUBHU
HapYIICHUS WIH TeXKa YepHOIpoOHa HHCY puimeHIHs (BXK. Touka 4.3), Thil KaTo MO-TOIIMAaTa 9acT
OT TeJIMHUCApTaH Ce SMMMUHHPA Ype3 *KITbUKata. [Ipy Te3u manueHTH MoXKe J1a ce OYaKBa HaMalleH
4epHOAPOOCH KIMPBHC.

OcgeH ToBa, Tenmucaptan/HCTZ TpsOBa na ce mpriara BHUMATEIHO IPU MAIMEHTH C HAPYIICHUS B
yepHOApoOHaTa (PYHKIHS WK POTPECHPAI0 YEPHOAPOOHO 3a00sIBaHE, THil KATO B TE3H CIIyYaH
MaJIK{ IPOMEHH BBB BOJHO-CJICKTPOJIUTHU OajlaHC MOTarT Jia IOBeJaT 10 YepHoapoOHa koMa. Hsama
KJIMHAYHU IaHHM 32 u3noi13BaneTo Ha tenmucapran/HCTZ npu nanuenT ¢ 4epHoIpoOHU
HapyLICHHS.

PenoBackynapHa XUIIEPTOHHUS

Koraro manueHTH chC cTeHO3a Ha iBeTe ObOPEUHHN apTepuH WK CTEHO3a Ha apTepUATa KbM €TMHUYCH
¢dyHKIIOHUpAal] 0bOPEK ca TPETUPAHHU C JIEKAPCTBA, MOBJIUABAIIM CUCTEMAaTa PCHUH-aHTMOTEH3NH-
aJ'I)Z[OCTepOH C’LIlIeCTBYBa IIOBUIIICH pI/ICK OT TCXKKa XUIIOTOHUA U 6L6peqHa HEOOCTATBYHOCT.

br0peuno yepexaane 1 00pedyHa TPAHCIUIAHTALIUS

Tenmucapran/HCTZ e TpsiOBa Aa ce mpuiara Mpy NalyueHTH ¢ TeXKa cTereH Ha Ob0peuHo
yBpexaane (kpeatnHUHOB KiupbhHC < 30 ml/min) (Bx. Touka 4.3). HaMa gocTaTh4HO TaHHU 110
OTHOLIEHHE Ha IpuiiokeHneTo Ha Tenmucapran/HCTZ npu nanuenTH, npeThprienyd HacKopo
0b0peuHa TpaHcrulaHTanus. Hamuie e orpannder onut ot ynorpebara Ha tenmucapran/HCTZ npu
MAIMEHTH C JIEKH JI0 CPETHO TEXKKH ObOPEYHU HAPYIIECHHS, TIOPaJH KOETO Ce MPErnophyuBa
NEePUOJUYHO NpoCieasiBaHe Ha HUBAaTa HAa KW, KpEaTWHUH U MMKOYHA KHCeNrHa B cepyma. [Ipu
MAIMEHTH C HapyIleH! ObOpevHN QYHKIIMH MOXeE Ja Ce MOSIBU a30TEMUsI, CBbpP3aHa C THA3UIHUTE
JINYPETHUIIH.

TenmucapTad He ce OTAETS OT KPbBTaA IPH XeMOQUITPALKS U HE C€ AUAIU3UPA.

[anueHTH ¢ TeXbK HATPUEB JTQHUIUT W/ UK HaMaJleH 00eM Ha IIMPKYJIUpaIaTa KPbB
CumnromMaTuyHa XUIOTOHHSI, 0COOEHO cliell ITbpBara J103a, MOXe Ja ce HabJro1aBa npy NalueHTH C
TEXbK HATPHEB AeHUIMT WM HaMaJleH 00eM Ha IUPKyJIMpalaTa KpbB IPU MOIIHA TUYpPEeTHYHA
Tepanusl, AUeTa ¢ OrpaHHYCHO NTPHEMaHe Ha COJI, IMapHs WU MOBpbIaHe. TakuBa CbCTOSHUS,
0c00EHO TeXKBK HATPUEB JePHUIIUT U/WIIM HAMAJIEH 00eM Ha IIUPKYJUpalaTa KpeB, TpsOBa ga Obaar
KOpPHUTHPaHU Mpeau npuiokeHue Ha PritorPlus.

IIpu ynorpeba Ha HCTZ ca nHabmoiaBaHu H30JIMpPaHU CIydal Ha XUIIOHATPUEMIIS], TPUIAPY>KEHA C
HEBPOJIOTUYHH CUMITOMH (TaJieHe, IIPOrPeCHUBHA JIC30PUCHTAIINS, ATaTHs).




JBoitHO GI0KHpaHe Ha cUcTeMaTa peHUH-aHIHOTeH3uH-anocTeporoBaTa cucteMa(PAAC)

Wwma nanHu, e enHoBpeMeHHara ynotpeda Ha ACE naxuburopu, anrnorensut ll-penentopan
OJIOKEepH WM ATMCKUPEH MTOBUIIABA PUCKA OT XUIIOTOHHS, XUTIEPKATUEMHSI 1 HAMAJIIBaHE Ha
O0bOpeunaTa ¢yHKIUsA (BKIOUUTENHO ocTpa Ob0peuHa HenoctaThyHOCT). [lopanu ToBa He ce
mpenopbYBa ABOHO O6mokupane Ha PAAC upe3 komOuHnpanara yrnorpedba Ha ACE naxuburtopu,
aHTuoTeH3uH |l-pertenrropan 610Kepy WM aTucKuUpeH (BK. ToUku 4.5 u 5.1).

AKO ce TIpelieHy, Ye TepanusiTa ¢ ABOHHO OJoKupaHe € aOCOIMI0THO HEOOX0J1MMa, TOBa TpsiOBa Ja
CTaBa camo [0/ HaOJIIOJICHUETO Ha CICIUAIUCT U MPH YeCTO BHIMATEITHO MOHUTOPUPAHE Ha
0p0peuHaTa GyHKIUS, EIEKTPOIUTUTE U KPHBHOTO HAIIATAHE.

ACE unxubutopu u anruotensuH |l-penentopau 61okepu He TpsiOBa Jla ce U3MOJI3BAT €THOBPEMEHHO
NpY aLMEeHTH ¢ ArnabeTHa HedponaTusl.

Jpyru chCTOSIHUSA ChC CTUMYJIALIMS HA CHCTEMAaTa PeHUH-aHTMOTEH3WH-aII0CTEPOH

[Tpu manmenTy, YMTO BacKyJapeH TOHyC U ObOpedHa (yHKIHUS 3aBUCAT OCHOBHO OT aKTHBHOCTTA Ha
cHCTeMaTa peHHH-aHTHOTEH3UH-ANIOCTEPOH (HAIpUMep MalUeHTH ¢ TeXKKa 3aCTOHHA ChpaeyHa
HEJOCTATHYHOCT HITH TIO/IIEKA0 ObOpeyHO 3a00sIBaHe, BKIIFOUYUTEITHO U CTEHO3a Ha ObOpeyHaTa
apTepm{), JICYCHUCTO C JICKAPCTBCHU NNPOAYKTHU, KOUTO IMOBJIMABAT Ta3u CUCTEMaA IPECAMU3BHUKBA OCTPa
XUTIOTOHHUSA, XATIEPA30TEMUS, OJIUTYPHS WU PSAKO OcTpa OhOpedHa HeloCTaThUHOCT (BK. Touka 4.8).

[IbpBHUYEH AJIIOCTEPOHUZEM.

HaHI/ICHTI/I C I'bPBUYCH aJIJOCTCPOHUIBM 110 ITPUHLUILI HAMA J1a pe€arupar Ha aHTUXUIICPTCH3UBHHA
JIEKApCTBEHHU MPOJYKTH, NSUCTBAIY Ype3 UHXUOUIHS HA CHCTEMaTa PeHUH-aHTHOTeH3UH. [lopaau
TOBa, ynorpebara Ha Tenmucaptan/HCTZ He ce mpenopbuba.

CreHo3a Ha aOpTHATA M MUTpAJIHA Kjama, OOCTPYKTHUBHA XUIEPTPOGHUIHA KAPIUOMHUOIATHSI
KakTo nipu apyrute BazogumaTaTopu, ClelnaaIHo BHUMaHUe € He0OXOIUMO TIPH MAIUeHTH, CTPAIAIN
OT a0pTHA WJIM MHUTpAJIHA CTEHO3a MM OOCTPYKTHBHA XHIIEPTPOPHUIHA KapJUOMUOTIATHS.

MeTabonUTHU U eHIOKPUHHHN e()EKTH

JledeHueTo ¢ THA3MIU MOXKE J]a HAPYIIH [IFOKO3HUS TOJIEPAHC, TIOPaid TOBA, MPH MMALUEHTH ¢ J1a0eT,
JISKYBaHY C MHCYJIMH WJIM aHTHIMA0CTHH JICKAPCTBCHH NIPOAYKTH U TEPAIHs C TEIMHUCAPTaH, MOXKE J1a
HACTBITN XHIIOTIMKEMU. 3aTOBA IPU TE3H MAIMEHTH TPIOBa J1a ce OOMHUCIN ChOTBETHO MPOCTeISIBaHe
Ha KpbBHATA 3aXap U MOXKE Jla CE HAJIO)KK KOPUTHUPAHE Ha J103aTa Ha UHCYJIMHA WIN aHTUINA0CTHUTE
JISKapCTBa, KOraTo e nokaszano. [1o BpeMe Ha TepanusTa ¢ THa3UI¥ MOXKE J1a Ce MPOSIBY JIATCHTEH
3axapeH AuaderT.

JledeHueTo ¢ THa3UHU IUYPETHUIIM CE€ CBHP3BA C ITOBUIIIABAHE HA HUBATA HA XOJECTEPOI U
Tpuriuuepuau. Bee mak, npu go3a 12,5 mg THa3uAeH ANYPETUK, ChIBpPKAIA CE B JIEKAPCTBEHUS
NPOAYKT, Te3H e(EeKTH ca MUHUMAIHU WM JurcBart. [Ipy HIKou manueHTy Ha THAa3WAHA Tepanus
MOXKe€ J1a CE€ pa3BUE XUIIEPYPUKEMUS WIM pa3rbpHATa 1101arpa.

Enexrponuten nucbananc

KakTo npu BCHYKM MalMEHTH Ha AWYPETUYHA TePaIsi € HEOOXO0AMMO Ha ONPE/ICIICHH HHTEPBAJIH J1a
ce IPOBEX/1a ePUOANYHO IIPOCIIE/IIBAHE HA HUBATA HA EIICKTPOJIUTHTE B CEpyMa.

Tuazunure, BKIFOYUTEIHO XUAPOXIOPOTHA3HI, MOTAT Aa JOBEAT JI0 BOAHO-CIICKTPOIUTEH TUCcOaIanc
(BKIJIFOUMTEITHO XMIOKAIMEMUS], XUTIOHATPUEMHUS M XUITOXJIOpEMUYHA ankano3a). HauamHure
HPH3HAIH 32 BOJHO-EJICKTPOIIMTEH IUCcOaaHC ca: CyXxoTa B yCTara, )KaK/1a, aCTeHHs1, ChbHIIUBOCT,
3amaiiBaHe, O€3MO0KOMCTBO, OOJIKA B MyCKYJIMTE MM MYCKYJIHH KPaMIIi, MyCKyJIHa c1abocCT,
XHUIIOTOHHS, OJIUTYPHS, TAXUKAPAXS U CTOMAITHO-YPEBHH CMYIICHUS KaTO raJIcHe MM TOBPbIaHe
(Bk. Touka 4.8).

- XunoxkaaueMus
Brnpeku ue, npu yrorpedara Ha THA3UIHH JUYPETULIM MOXKE J]a CE€ Pa3BUE XUTIOKATTUEMUIS,
€HOBPEMEHHOTO JICUCHHE C TeIMHUCAPTaH MOXKE Ja PelylHpa NpeAn3BUKaHATa OT JUYPETHIINTE
XUNOKaTueMusi. PUCKBT OT pa3BUTHE HAa XUIIOKATUEMHS € TI0-TOJISAM MIPH MAIlUSHTH C YePHOAPOOHA
IMPO3a, TP MAIMEeHTH ChC 3aCHIIeHa TNype3a, P MalueHTH, KOUTO T0eMaT HeaZeKBaTHO
KOJIMYECTBO EJIEKTPOJIUTH MPE3 yCTaTa v MpH MAMEeHTH, KOUTO ETHOBPEMEHHO CE JIEKYBaT C
KOPTHKOCTEPOUIN MK ampeHokopTukorpomnen xopmon (ACTH) (Bx. Touka 4.5).
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- XunepkalueMust

B npoTrnBomION0XKHYS CIydai MOXKe 1a C€ CTUTHE IO XUIIEPKAIUEMUs, IbJDKAIA Ce HAa aHTarOHW3Ma
Ha TeMucapTaH (KOMIIOHEHT Ha JIEKapCTBEHU MPOIYKT) KbM anruoreHsuH Il (AT1) pemenropure.
Makap de, 1ocera He € OTOEIA3aHO HANWYKE HAa KIMHAYHO 3HAYMMA XUIEPKAINEMHUS TI0 BpeMe Ha
nederue ¢ reamucaptan/HCTZ, puckoBute (hakTOpH 3a pa3BUTHETO W BKIIOYBAT OBOpeUHa
HEJOCTAaThYHOCT W/HUITH ChPJIeYHA HEJOCTATHYHOCT 1 3aXapeH nuader. Kannii-cpxpaHsBamuTe
JIUYPETUIIN, KATHEBUTE JOOABKH I 3aMECTHTEIIMTE Ha COJITA, ChABPIKAIIM Kalluii TpsiOBa a Obaat
BHUMATEJTHO MPUJIAraHu 10 BpeMe Ha jieueHue ¢ tenmucaptan/HCTZ (Bx. Touka 4.5).

- XUnoxjiopeMrUyHa ajaKanos3a
XnopHuST nepuIT 0OMKHOBEHO € JIEK U HE Hajiara JIOMbIHUTEITHO JICUCHHE.

- XunepkaiiuueMus

Tuaszunure Morat Ja HaMaJsAT U3MBYBAHETO HA KaJIUK C ypUHATa U J]a JOBEJAT A0 IPEXOAHH U JICKU
YBCIMYCHUA HA CCPYMHUA KaHHHfI IIpU JIMIICa Ha YCTAHOBCHU HAPYIICHUSA B KaJIIUCBUA MCTa6OHI/I3’bM.
3HauuTeNHATa XUIEPKAIINEMHUs MOXKE J1a € IOKA3aTEeJICTBO 32 CKPUT Xulepraparupeonan3bpm. [Ipenu
Jla ce MPOBEJIe M3CIIeABaHe Ha MapaTHpOUIHUTE (DYHKIMH TPsIOBa Ja ce MpeKpaTH MpreMa Ha THa3HIH.

- XHUMOMAarHe3ueMust
Tuaszunure yBenuuaBat OTICISHETO Ha MarHE3Mi C ypHHATa, KOETO MOXKE J1a JOBENIE 110
Xunomarsesuemus (Bx. Touka 4.5).

Etangecku pasmamaus

Kakro e HaOmogaBaHo Mmpyu MHXKOUTOPUTE HA AaHTMOTEH3WH KOHBEPTHPAILUS €H3UM, TEIMUCAPTAH U
IpyruTe aHruoteH3uH 1l penentopHu 6JI0KepH ca OYEBUAHO MMO-MAJIKO e(EKTUBHH B TIOHIKABAHETO
Ha KPHhBHOTO HAIIATaHE MPH XOpa OT YepHaTa paca, OTKOJIKOTO MPH IPYTUTE PacH, BEPOSITHO Opaan
MO-4€CTOTO CpelllaHe B YEepHATA MOMYJIAIKs Ha HUICKO PEHUHOBO HHUBO C MIPOSIBH HA XUTIEPTOHUS.

HcxemMuuHa 60JIECT Ha CHPLIETO

KakTo npu Apyru aHTUXHUIIEPTEH3UBHH areHTH, €KCIIECHBHATA PEAYKINS HAa KPHBHOTO HAJISITAHE TIPU
MAIUSHTH C MICXEMHUYHA KapIUOTaTUs MIIM UCXEMHUYHO KapHMOBaCKyJIapHO 3200 IsIBaHEe MOXKE Ja
JTIOBeJIe 10 MUOKapIeH UHPAPKT WIH WHCYIT.

OO0

[Tpu narueHTH che WM O€3 aHAMHE3a 3a aJePrus Wik OPOHXHAIHA aCTMa MOJKE JIa CE Ha0JII01aBaT
peaxiuu Ha CBpbxayBcTBUTETHOCT KbM HCTZ, HO ca 1o-BeposTHU NpH MAIMEeHTH ¢ TaKaBa aHAMHE3a.
Nma cpobmieHust 32 000CTpsIHE WM aKTUBUPAHE Ha CUCTEMEH JIYITyC €pUTEMATO3YC MPH MAlUeHTH,
JISKYBaHU C THA3UIHU AMYPETUIH, BKiountenHo HCTZ.

Nma cpobmieHust 3a peakiuu Ha (OTOTYBCTBUTEITHOCT IPH YITOTpedaTa Ha THA3UIHH JUYPETHIN (BX.
touka 4.8). [IpemopruBa ce npekpaTsiBaHe Ha TepanuiaTa, ako ce MOSIBH PEaKIus Ha
(OTOUYBCTBUTEIIHOCT B IIEPHO/Ia HA JICUCHHE. AKO CE CUMTa 32 HEOOXOAUMO OTHOBO BKJIFOUYBAHE Ha
JIINYPETHK, ce MPEeTIophYIBa Mpea3BaHe Ha 30HUTE, KOUTO C€ U3JlaraT Ha CITbHIIC WU Ha N3KYCTBCHH
UVA npun.

XopouanaeH U3JIUB, KbCOTJISICTBO U 3aKPUTOBI'BJIHA TJIAYKOMA

Xunpoxnopotuasuj € cynhoHaMul, KOWTO MOXKE Ja MPUYUHY UUOCHHKPATHYHA PEaKIUs, BOACIIA JI0
XOPOUJIAJICH U3JIHB C AePEKT Ha 3pUTEITHOTO I0JIE, OCTPO MPEXOAHO KHCOTIIEACTBO H OCTPa
3aKpUTOBI'BIIHA TIIaykKoMa. CHMIITTOMHUTE BKIIIOUBAT B HAYAJIOTO OCTPO TOHIKEHUE Ha 3pUTEITHATA
OCTpOTa WK 0OYHA 0O0JIKA, 1 OOMKHOBEHO CE TOSIBSIBAT B PAMKHUTE HA YaCOBE JI0 CSAMMIIA OT HAYAJIOTO
Ha JiedeHneTo. HenekyBanara, octpa, 3aKpUTOBI'BIIHA IIIAYyKOMa MOKE J1a JIOBEJIE 10 TpaiiHa 3ary0a Ha
3penue. [I5pBUUHOTO JIeUeHHE €, Ja Ce CTpe IMpremMa Ha XUIPOXIOPOTHA3H/I, KOJIKOTO € BE3MO)KHO T10-
ckopo. HaBpeMeHHO JieueHue Wi XUpyprudHa HHTEPBESHIIAS MOXKE J1a C€ HAIOXKH J1a € OOMUCTIAT,
aKO BBTPEOYHOTO HAJIAraHe OCTaBa HEKOHTPOJIUpaHo. PuckoBute pakTopu 3a pa3BuBaHe Ha OCTpa
3aKpUTOBI'bJIHA [JIAyKOMa MOJKE JIa BKIIFOUBAT aHAMHE3a 3a aJIeprus KbM CyJI(OHAMHUIH WUITH
TIEHUIVITAHA.




HemenanomeH pak Ha Koxara

B nBe enuneMuonornyHu npoyyBaHus, OCHOBABAILHU CE HA JATCKUS HALMOHAJICH PAKOB PETUCTHD, €
HaOJIro1aBaH MOBHIICH PUCK OT HeMellaHOMeH pak Ha koxkata (HMPK) [6a3zanHokneTbueH KapiuuHOM
(BKK) u ckBamo3noknerpyer kapurHoM (CKK)] npu HapacTBaia ekcro3uus Ha KyMyJIaTHBHA /1032
HCTZ (Bx. Touka 4.8). ®orocencudmnmmsupaniure epexru Ha HCTZ morar ma meiictBaT Kato
BEpPOATEH MeXaHu3bM 3a pazputue Ha HMPK.

IManuenture, npuemainu HCTZ, tps6Ba na 6baaT nHGopMupanu 3a pucka or HMPK u cbBeTBanu
PEIIOBHO J1a TPOBEPSBAT KOXKATA CH 32 HOBH JIC3MH U HE3a0aBHO Jla ChOOIIABAT TIPH MOSIBA HA
MOTO3PUTEITHH KOXHH Jie3un. Ha manuenTure TpsiOBa aa ce mpenopbuaT Bb3MOXKHH MTPSBAHTUBHU
MEpPKH, KaTO O'PaHUYCHO M3JIaraHe Ha CITbHYCBA CBETJIMHA U YATPABUOJICTOBH JTbYH, a B CITydail Ha
EKCIIO3HITHS, TIOJIXOIAIIIA 3aIlUTa, 3a JIa CE CBEJIe 10 MUHUMYM PUCKBT OT PaK Ha KOXKaTa.
[Momo3puTeHUTE KOXKHY JIS3UU TPsIOBa J1a ObJAT MMOAJIOKEHH Ha He3a0aBHO M3CIIC/IBAHE,
MOTCHITUATHO BKJIFOYBAIIO XMCTOJIOTUYHH U3CIICIBaHMS Ha OUoTiCHYHM MaTepuanu. [IpepasriexnaHe
Ha ynotpebata Ha HCTZ Moxxe 1a ce HalloXH U TPH MAIMeHTH, KOUTO ca nMaiu npenxoaeH HMPK
(BXK. cpImo TOuKka 4.8).

OcTpa pecnupaTopHa TOKCUIHOCT

Cren mpueM Ha XUIPOXJIOPOTHA3U] CE ChOOIABAT MHOTO PEIKH TEXKKHU CIyJYan Ha OCTpa
pecnupaTopHa TOKCUYHOCT, BKIYUTEIHO OCThp pecnuparopeH auctpec cunapom (OPJC). Crnen
NpYEeM Ha XUAPOXJIOPOTHA3H] OOMKHOBEHO ce pa3BHBa 0enoipoOeH OTOK B paMKUTE HA MUHYTH IO
yacoBe. B HAUamoTo cHMNTOMUTE BKITIOYBAT AUCITHES, TOBUIIICHA TEMITEPATypa, BIOMIABAHE HA
oenonpobHata hyHKIMs 1 XxunoTonus. [Ipu ceMuenue 3a OPJIC TpsiOBa na ObJe CIipsiH IPUEMBT Ha
PritorPlus u 1a ce mpuI0KK TOAXOIAIIO JeUCHHE. XUAPOXIOPOTHA3H HE TPsAOBA /1a Ce Tpuiara npu
MalMEHTH, KOUTO mpeau ToBa ca nonaydaBanu OPJIC cnen npueM Ha XUAPOXJIOPOTUAZHIL.

HHTecTrHANIECH aHTHOEAEM

3a MHTECTHHAJICH aHTHOE/IeM Ce ChOOIIaBa IPH MalMeHTH, JICKYBaHU ¢ aHTHOTeH3UH 11 perientopHu
aHTaroHucTH (BX. Touka 4.8). Te3u manueHTn UMat KopeMHa O0JKa, TaJileHe, TOBPBIAHe U THAPHSL.
CuMnToMHTE OTIIYMSBAT CJE/ MPEYyCTAHOBIBAHE HA aHTHOTEH3MH 1] perlenTopHuTe aHTarOHUCTH.
AKO ce TMarHOCTUILIMPa UHTECTUHAJICH aHTHOEIEM, JICYSHHUETO ¢ TeJIMUCapTaH TpsiOBa Ja ce
MIPEYCTAaHOBH U JIa CE 3aIl0YHe TOIXO/ISII0 HAOIIOIeH e 10 TBITHOTO OTIIYMSBAHE HA CUMIITOMUTE.

JlakTo3a

Bcesika Tabnerka chabpika aktos3a. [lanueHTy ¢ peky HacueACTBeH! Mpo0IeMH Ha HETIOHOCHMOCT
KBM TaJIaKT03a, IIbJICH JIAKTA3eH JAe(PUIINT WK TIFOKO30-TaIaKTO3HA MalabcopOIus He TpaOBa /1a
MpUeMaT TO3H JIEKAPCTBEH MPOTYKT.

CopOuTon
PritorPlus 40 mg/12,5 mg TabneTku

PritorPlus 40 mg/12,5 mg tabnetku chabpka 169 mg copOUTO BHB BCsiKa TaOIeTKA.

PritorPlus 80 mg/12,5 mg tabnerku
PritorPlus 80 mg/12,5 mg rabnerku chabpika 338 mg copOuTos BbB Besika Tabinerka. To3u
JIEKapCTBEH MPOJIYKT He TPsOBa Ja ce MpreMa OT MAIHEeHTH ¢ HAaCJIeJICTBEHa HETOHOCUMOCT KbM

bpyxTO3a.

Bcsika Tabnerka cbabpika mo-manko oT 1 mmol HaTpwmii (23 mg) Ha TabieTKa, T.€. MOXKeE J1a Ce Kaxe,
Yye IPAKTUYECKU HE ChIbPKa HATPUil.

4.5 BzaumopaeiicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru opMHU HA B3auMoJelicTBUE

Jlutuit

[lo Bpeme Ha eTHOBPEMEHHO NPUIIOKEHHE Ha JTUTUH ¢ MHXMOUTOPY Ha aHTMOTEH3MH KOHBEPTUPALLIHS
€H3MM ca HalJII0IaBaHu 00paTUMH MMOBUIICHUS HA CEPYMHUTE JTUTHEBH KOHIEHTPAIMH 1 TIPOSIBU HA
TOKCHIHOCT. ChOOIIaBaHM ca PEAKHU CIIydan U ¢ anruoTeH3uH Il pertenropan 610kepr (BKIIOUYATEITHO
tenmucaptan/HCTZ). EnnoBpemenHoTO npuinarane Ha quthid U tenmucaptan/HCTZ He ce



npenopbuBa (BX. Touka 4.4). AKo Ta3u KOMOMHAITHS € OT CHIECTBEHO 3HAYUCHHE, CE TIPETIOPHUBA
BHUMATEITHO MPOCIIe/IIBaHE HA CEPYMHHTE JTUTHEBU HUBA IO BpeMe Ha €THOBPEMEHHO MPUIIOKEHHE.

JlekapCTBEHU MPOAYKTH, KOUTO BOJAT JI0 3ary0a Ha KaJuid U XUNOKanueMus (Harmpumep ApYyrH
KaJTMypeTHYHH TUYyPETHIIH, JIakcaTuBH, KopTukoctepouan, ACTH, ampoTepariia, kapOeHOKCOIOH,
neHunH G HaTpHid, CAMIIUIIOBA KUCEIIMHA U TIPOU3BOTHUTE ).

AKO Te3u BellecTBa TPsAOBa Aa ce MpueMar eIHOBPEMEHHO ¢ KoMOuHanuaATa Tenmucaptan-HCTZ, ce
npenopbyBa Mpoclie/isIBaHe Ha KATMEBUTE HUBA B IIa3Mara. Te3u JeKapCcTBEHH MPOJAYKTH MOXKE Ja
notenimpar edpexture Ha HCTZ BopXy cepyMHus Kanuii (BxK. Touka 4.4).

Mo/IHN KOHTPACTHY BElecTBa

Ipu mexumpaTaiiisi BCICACTBUAE HA MPUEMa Ha JUYPETHIIN ChIIECTBYBA MMOBUIIICH PUCK OT OCTpa
(yHKIIMOHAIHA ObOpEeYHA HEAOCTATHYHOCT, OCOOCHO MPH YIOTpeOa HAa BUCOKH JI03U HOJTHU
KOHTpacTHH BerecTBa. Heobxoauma ¢ pexuapararius npean IpUIoKEHHEeTO Ha HOAEH MPOIAYKT.

JlekapcTBEHU NPOAYKTH, KOMTO MIOBHUIIABAT KAJIIMEBUTE HUBA WM HHAYIHMPAT XUIICPKATHUEMUS
(narmpumep ACE nHXuOHUTOPH, Kanui-ChXpaHsBalll AUYPETUIH, KaTHeBU 100aBKH, COJIEBH
3aMECTHUTEINH, ChABPKALIY KaJIUi, IUKIOCIOPHUH WM JPYTH JEKApCTBEHU NPOIYKTH KaTo XelapuH
HaATpUH)

AKO Te3H JIEKapCTBSHH NMPOYKTH Ca MPEANUCAaHH 32 YIOTpeba eTHOBPEMEHHO ¢ KOMOWHAIIMATA
tenmucaptan-HCTZ, npernopbuBa ce MOHUTOpUpPAHE Ha KallMeBUTE IJIa3MEHU HUBA. Bb3 ocHOBa Ha
OIKTA C U3MOI3BAHETO Ha APYTH JEKAPCTBEHH NMPOAYKTH, HAMAISIBALIHM ACHCTBUETO HA CUCTEMATa
PEHHUH-aHTHOTEH3WH, CHITBTCTBAILIOTO NMPHUIIOKEHUE HA TOPECTIOMEHATUTE JICKAPCTBEHH MPOAYKTH
MOJKe J]a JOBEE A0 MOBHUILIABAHE HA CEPYMHUS KaJlMii U 10 Ta3W NPUYMHA HE Ce MPernopbyBa (BXK.
Touka 4.4).

JlekapCTBEHU MPOAYKTH, KOUTO CE MOBIUABAT OT HAPYIICHHUS B CEPYMHHS KaIUK

IIpenoppuBa ce neproAWYHO MpocieAsBaHe Ha HUBaTa Ha cepyMHus kanuii u EKIT', korato

tenmucaptan/HCTZ ce npusara eJHOBPEMEHHO C JIEKAPCTBEHH MPOIYKTH, KOUTO CE MOBJIHSBAT OT

MPOMEHH B CEPYMHUS KAl (HanmpuMep AUTUTAIHCOBU TIMKO3UIH, aHTUAPUTMUYHH) U CIICTHUTE

JIEKapCTBEHHU MPOJYKTH, pean3BUKBay torsades de pointes (BKIIOYBAIIY HIKOM aHTHAPUTMHUYHH),

KaTo XMIIOKaJIMEMUsTa € mpenpasnonarai ¢paktop 3a torsades de pointes:

- kiac la anTrnapuTMUYHY (HanpUMep XUHUIWH, XUAPOXUHUINH, TU30HPAMU)

- knac Il anTHapuTMU4HY (HanpuMep aMUOAAPOH, COTANON, To(eTHIna, KOy THITHT)

- HSIKOM aHTUIICUXOTHULHM (HapuUMep THOPHUIA3UH, XJIOPIPOMa3HH, JIEBOMEIIPOMAa3HH,
TpudayonepasuH, TMaMeMasuH, CyJINUPHULL, CyATONPUA, aMUCYJIIPUA, THAIPUA, TUMO3H,
XaJIOMEePUAOI, IPOTIEPUION)

- JIpyru: (HanpuMmep OenpuIui, u3anpu, AudeManmi, epuTpoMuluH [V, xanodanTtpuH,
MU30JIaCTHH, IEHTaMUIUH, criap(IIoKcalyt, TeppeHaarnt, BUHKaMuH [V)

JururanicoBy riMKo3uIu
[Ipenu3Bukanara OT THa3UAN XUIOKATUEMUS] WM XUTIOMarHe3nemMus 0JaronpuaTcTBa Bb3HUKBAHETO
Ha MpeIU3BUKaHa OT AUTHTAINC apUTMUS (BK. Touka 4.4).

ﬂI/IFOKCI/IH

[Ipu enqHOBpeMeHHa ynoTpeba Ha TeIMHUCApTaH C IMTOKCHH ce HaOJII0/jaBa yMEpPEHO TOBHIIIaBaHE Ha
nukoBara (49%) u Ha Haii-uuckara (20%) ma3meHa KOHIIEHTAIMs Ha IMTOKCcHH. [Ipu 3anouBaHe,
KOPHUTHpaHe Ha J03aTa WK CIIUpPaHe Ha JICYUCHUETO C TeIMHUCapTaH, TpsOBa Jia ce HaOJII0aBaT HUBaTa
Ha JMTOKCHH, 32 J1a ce MOUIbP)KaT B TEPANICBTUYHHS MHTEPBAJL.

JIpyTu aHTUXHUNEPTCH3UBHHU JICKAPCTBCHU IPOAYKTH
TCHMI/IcapTaH MOXKE JJa ITIOBHUIIINW XUIIOTCH3MBHUA e(l)eKT Ha APYrd aHTUXUIICPTCH3MBHU CPCACTBA.

HaHHI/I OT KIIMHUYHU ITPOYYBaAHHA IIOKa3BaT, 4€ JIBOI>’IHOTO 6HOKI/IpaHe Ha pCHUH aHI'MOTCH3UH
angocrepononara cuctema (PAAC) upes komOuanpanata ynorpeba Ha ACE naxuburopu,
anruoteH3uH ll-penentopHu 6I0KEpH WM ATMCKUPEH CE CBHP3BA C MO-BHCOKA YECTOTA HA HEXKEIAHH
CHOUTHS, KaTO HAIPUMED XUIIOTOHHS, XUTIEPKATMEMHUS 1 HaMaJIsiBaHe Ha ObOpedHaTa (yHKIIHS



(BKJIIOYHMTEIHO OCcTpa ObOpEeYHa HEOCTaTHUHOCT), B CPABHEHHUE C yIoTpedaTa caMo Ha SIHO
cpenctBo, aeiictBamo BepXxy PAAC (Bx. Touku 4.3, 4.4 u 5.1).

[poTrBOIMaGETHH JEKAPCTBEHHU MPOIYKTH (TIEPOPATTHH M HHCYJIVH)
Moske 11a ce HaJIO)KH KOPUTHPAHE Ha JJO3UTE Ha TPOTHBOANAOETHHUTE JICKAPCTBEHH MPOLYKTH (BK.
Touka 4.4).

Mertdopmun

TpsOBa 1a ce U3MoN3Ba MPEANA3INBO MOPAJN PUCK OT JAKTATHA al[|103a WHAYIIUPAaHA OT Bh3MOXKHA
¢ yHKIIMOHAIHA OBOpEYHA HEAOCTATHYHOCT, CBhp3aHa ¢ HCTZ.

KosiectupaMuH ¢ KOJIECTUIOIOBHA CMOJIH
[Tpu Hanuuue Ha aHMOHHO-00MEHHU cMouH, abcopOrmara Ha HCTZ ce Hapymiaga.

Hectepouanu npoTUBOBB3NAIUTEIHN CPEACTBA

HCIIBC (.. anieTuicanuipioBa KUCeMHA B MPOTUBOBB3NANUTENHN 1031, COX -2 HHXHOUTOPH H
HecenektuBHd HCIIBC) mMorar 1a HaManaT IMypeTUYHUS, HATPUYPETUUHUS aHTUXUIIEPTCH3UBHUS
e(eKT Ha THA3UAHNTE JUYPETHLIN 1 aHTUXUIIEPTEH3UBHUA eeKT Ha anrnoTeH3uH Il peuentopHuTe
Oyokepu.

[Tpu HsIKOM MalMeHTH ¢ HapylleHa ObOpeuHa GyHKIUS (HanpuMep eXuApaTHpPaHu MallUeHTH HITH
MaIMeHTH B HAaIlpeJHaja Bb3pacT ¢ HapylleHa ObOpeuHa (GyHKIMS) eTHOBPEMEHHOTO MPHUIIOKEHUE Ha
anruoreHsuH Il penentopHu 6JI0KepH U JIEKAPCTBEHH NPOLYKTH, KOUTO HHXHOUpPAT
IIUKJIOOKCUT€HA3aTa MOXeE JIa JIOBEJIE J0 MI0-HATATHIIIHO BJIOIIaBaHe Ha ObOpeuHaTa QyHKIIHUS,
BKITIOUHTEITHO € Bh3MOYKHA 0cTpa ObOpeuHa HeI0CTaTBYHOCT, KOSITO 0OMKHOBEHO € oOparuma. [1o
Ta3W MpUYNHA, KOMOMHAIMATA TPsOBa a OBb/Ie MpHUiIaraHa ¢ MOBUIIEHO BHUIMaHUE, 0COOEHO IpHr
NalMeHTH B HampeaHasa Be3pacT. [lanmenture TpsiOBa na ObAaT afeKBaTHO XUAPATHPAHU U Ja Obae
npociensBaHa Ob0peyHaTa UM (QyHKIHS B HAYAJIOTO HA KOMOMHUPAHOTO JICYEHUE U TIEPHOAUYIHO CIIe]
TOBA.

B enHo npoyuBane eTHOBPEMEHHOTO MpUJIarane Ha TEIIMUCAPTAH M PaMUIIPIII € JOBEJIO JI0 TTIOKaYBaHE
Ha AUCo.24 1 Crnax Ha paMUTIPIIT M paMHUTNIPUIIAT 110 2,5 mhTH. KMMHWYHATA 3HAYUMOCT Ha TOBA
HaOJFO/IeHHE HE € N3BECTHA.

IIpecopHu amMuHu (HaopuMep HOpaIPEHATNH)
EdexThT Ha IpecopHUTE aMUHHI MOXKE J]a C€ HaMallu.

Henenonsipusupaiiiy MuopeaakcaHTy (HanpuMep TYOOKypapuH)
HCTZ moxe na noteHiupa edekra Ha HEACTIOIAPU3UPAIIUTE MUOPEIIAKCAHTH.

JlekapcTBEHM MPOAYKTH M3IOJI3BAHM 34 JI€YEHHE Ha Imojarpa (HampuMep IpoOeHUITN
CYI(GUHIIMPA30H U aJIOITYPUHOII)

Moske 1a ce HaJlo)KW KOPUTHPAHE Ha J103aTa Ha YPUKO3YPUYHHUTE JIEKAPCTBEHH MTPOAYKTH, ThH KaToO
HCTZ moxe na yBennuu cepyMHUTE HUBA Ha MUKOYHATA KHCceIWHA. MoXe 1a ce HaJlOXKU
MOBMILIABAHE HA JI03aTa Ha MPOOCHUIIM MK CYIPUHIHUPa30H. EMTHOBpEeMEHHOTO ITpreMaHe Ha
THA3UIM MOXKE Ja TIOBUIIIA Y€CTOTAaTa Ha PEaKI[MUTE Ha CBPHXUYBCTBUTEIIHOCT KbM QJIOIYPHHOIL.

Kannuesu conn
TI/IZBI/IIIHI/ITG JII/IypeTI/I]_II/I MOX€E€ Oa ImoBuiuar CePYMHI/ITe HHWBA Ha KEUIHI/IIZ, KOCTO CE€ OIBJIDKHU Ha

MOHM)KEHATa My eKCKpelust. AKO TpsiOBa Ja ce MpeNuIIaT KaJIUeBH J0OaBKH WK JIEKAPCTBEHH
HPOIYKTH, 3aIbpIKaIli KaJIHii B OpraHu3Ma (HarnpuMmep teparnus ¢ ButamuH D), e HeoOxoaumo s1a ce
IIpOCIEAABaT CEPYMHUTE HUBA Ha KaJLUs U CbOTBETHO J1a CE KOPUTMpa 103aTa.

Bera-0mokepu ¥ Ma30KCcuI
Tuasuaure MoXKe J1a OBUIIAT XUIIEPTIIUKEMUYHUTE ePeKTH Ha OeTa-0JOKepUTE U JMa30KCH/IA.

AHTHXOJMHCPTUUHUTE JICKAPCTBESHU IIPOAYKTH (Haan/IMep aTpOIrH, 6I/IHCpI/II[eH) MOXKE Ja IIoOBHUIIAaT
OMOHAJTUYHOCTTA Ha TUHA3UJIHUTEC JUYPETUIHN YPE€3 MOHUKABAHEC HA CTOMAITHO-YPEBHUA MOTUJIIUTET U
YeCTOTaTa Ha M3IIpa3BaHC Ha CTOMaxa.




AMaHTHIHH
Tuasuaute MOXKe J1a YBEITUYAT PUCKA OT HEXeNaHu e()eKTH, MPUIMHEHU OT aMaHTHJIHH.

1IUTOTOKCHYIHM JIEKapCTBEHU MTPOIYKTHU (HampumMep IukiIodochamum, MeToTpeKcar)
Tuazuaute MOXe Ja HaMaaT ObOpevHaTa eKCKpEeIHsl Ha MIMTOTOKCUYHUTE JICKAPCTBEHHU MPOAYKTH U
Jla TIOTSHIIMPAT MUEIOCYTIPECUPAIIUS UM €(PEKT.

B®3 ocHOBa Ha (hapMaKOJIIOTHYHHUTE M CBOWCTBA € BE3MOXKHO Jla C€ OYaKBa, Ue CICTHUTE
JICKaPCTBEHU MPOJTYKTH MOTaT Ja MOBHUINAT XUIIOTCH3UBHUSA €(pEKT Ha BCUYKU aHTUXUIICPTCH3UBHU
CPEeJICTBA, BKIIFOUUTEIIHO TEIMHUCAPTaH: OakiodeH, aMu(OCTHH.

CpI110 Taka, OpTOCTaTUIHATA XUTTOTOHHS MOXKE Ja ObJIe 3aCHIIeHa OT alIKOXO0JI, OapOuTyparH,
HApPKOTUYHH BEIIECTBA WIH aHTHJICTIPECAHTH.

4.6 DepTHIHTET, OPEMEHHOCT U KbpMeHe

BbpemeHHocT

He ce npenopruBa ynorpebara Ha anruoreH3uH Il penentopHu 6510KepH npe3 MbPBUS TPUMECTHDP Ha
OpeMenHocTTa (BXK. Touka 4.4). Ynorpebarta Ha aHrnoteH3uH Il penentopHu O10KepH €
MPOTHUBOIIOKA3aHa Mpe3 BTOPHS U TPETUSI TPUMECTHP Ha OpeMeHHOCTTa (BK. ToukH 4.3 1 4.4).

Hsma nocrarpuno ganuu 3a ynorpebara Ha tenmucapran/HCTZ npu 6pemennu sxenu. [lpoyuBanusita
IPH KMBOTHH MOKa3BaT PENPOIyKTHBHA TOKCUYHOCT (BXK. TOUKa 5.3).

EnuneMuonornyHuTe TaHHU 32 PUCKA OT TepaTOreHHOCT cien excro3uius Ha ACE uaxuburopu npes
OBbPBHS TPUMECTBP Ha OpEeMEHHOCTTA He ca yoeautenHu. Bee mak, He MOXe Ja ce U3KIII0YH a0
HOBHIIIABaHe HAa pUCKa. JJOKaTO HsIMa KOHTPOJIMPAHH SIHAEMHUOJIOTHYHHI JJAHHHU 33 PHCKA ITPU
ynotpeba Ha aHrnoTeH3uH I perenTopHu 6JI0KepH, CXOJHU PHCKOBE MOTaT Jia ChLICCTBYBAT M MPH
TO3M KJIAC JieKapcTBa. [alMeHTKUTe, KOUTO IUIAHUPAT OPEMEHHOCT, TPOBa Jia IPEMHHAT KbM
AITePHATUBHO aHTUXMUIIEPTEH3UBHO JICUCHHUE C YCTAaHOBEH MPOQ I Ha 0€30MaCHOCT MpH yroTpeda 1mo
BpeMe Ha OPEMEHHOCT, OCBEH aKO CE CUMTa, Y€ € OT 0COOCHA BAYKHOCT J[a C€ MPOIBIDKU JICUCHHETO C
anrnoteH3uH Il penenropau OokepH. AKO € IMarHOCTUIIMPaHa OPEMEHHOCT, JICYCHHETO C
anruoreH3uH Il penentopuu 6iokepH TpsiOBa He3a0aBHO Ja ObJe MPEYCTAHOBEHO M aKO € TOJXO/ISIIIO0
Ja ObJie 3aM0YHATO ANTEPHATHBHO JICYCHHE.

YcTaHOBEHO €, ue eKCIO3HIUATa Ha aHTnoTeH3uH 1 perienTopHu GJIOKepH Mpe3 BTOPUS U TPETHS
TPUMECTHP Ha OPEMEHHOCTTa NPeIN3BUKBa (DETOTOKCUYHOCT IPH Xopa (MOHImKeHa ObOpedHa
(GYHKITHS, OJIMTOXHUIPAMHUOH, 3a0aBeHa depertHa OCU(pUKAIUs) 1 HEOHATAITHA TOKCUIHOCT (ObOpedHa
HEJIOCTaThYHOCT, XMIIOTOHHUS, XUIIepKaIueMusi) (Bxk. Touka 5.3).

[IpenopwuBa ce yaTpa3ByKoB Iperiies] Ha ObOpeuHaTa QyHKIUS U Yepena, aKo HaCThITN eKCIIO3UIUS
Ha aHrnotensuH Il penenTopHu GoKepy npe3 BTOpUS TPUMECTHP Ha OPEMEHHOCTTA U Clie]l TOBA.
HoBopoaenute, uniiTo Maiku ca mpueMainu aHruoTeH3uH 1l perentopau 6510kepu, TpssOBa Aa ObAAT
BHUMATEITHO HAOJI0JaBaH! 32 HAJTMYHUE HA XUTIOTOHUS (BX. TOUkH 4.3 u 4.4).

Onutbt ¢ HCTZ no Bpeme Ha OpeMEHHOCT € OrpaHUYeH, 0COOCHO TPe3 IbPBUS TPUMECTHP.
[IpoyuBaHusiTa IPH )KUBOTHU ca HEJIOCTATHYHU. XUAPOXIOPOTHA3H/ IPEMUHABA TIPE3 TUIAICHTATA.
Basupaiiku ce Ha GpapMakoIoOrnyHus MexaHu3bM Ha neiictBue Ha HCTZ, ynotpebara My mipe3 BTopHs
Y TPETHUS TPUMECTHP MOKE J1a KOMIPOMeTHpa (peTo-TualieHTapHaTa IpoITyCKIUBOCT, U J1a IPUYUHA
(deTarHu U HEeOHATATHH eEKTH, KaTo XBITCHUIA, HAPYIIICHUE Ha CIEKTPOJIUTHUS OallaHC U
TPOMOOLIMTOTICHUSI.

XuapoxJIopoTHa3Hl He TPsAOBa Ja ce U3I0JI3Ba NP recTallHOHEH OTOK, TeCTAllMOHHA XUIIEPTOHUS T
MpeeKIaMIICHs, TIOPaJi PUCK OT TIOHIDKaBaHe Ha Tula3MeHus 00eM U TUlarieHTapHa xunonepdysus, 6e3
mmoJie3eH epeKT BHPXY X07a Ha 3a00JIIBaHETO.

XuApoXxJIOpOTHA3H] HE TPsAOBa Ja ce U3I0JI3Ba IPH €CCHLIMAIHA XUIIEPTOHUS TIPU OpeMEHHH JKEHH,
OCBEH B PEIIKHU CITyyad, KOraTo HEe MOXKE JIa CE MPUIIOXKH JIPYTo JIeUeHHE.
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Kspmene
Twif kaTo HIMa JaHHW OTHOCHO yrnoTpebara Ha Tenmucaptan/HCTZ B mepuoaa Ha KbpMeHe,

tenmucaptan/HCTZ He ce mpenopbuBa, a ce NpeIoYnTaT aITSPHATUBHY JICUCHHUS C 110-100pe
YCTaHOBEH Mo Ha 0E30MaCHOCT B NIEPHUO/Ia Ha KbPMEHE, 0COOCHO MPU KbpMEHE Ha HOBOPOJICHO
WU TIPEKICBPEMEHHO POJICHO JICTe.

XuapoxJopoTrasul e eKCKPETUpa B MAJTKA KOJIMYECTBA B KbpMata. THa3uau BbB BUCOKH JIO3H,
NpeIM3BUKBAIIY HHTCH3UBHA TUYpe3a MOXKE J]a MHXUOUPAT MPOIYKIUATA HA MIISIKO. YToTpebara Ha
tenmmucapTan/HCTZ B meproaa Ha KbpMeHE He ce npernopbuBa. Ako tenmucaptan/HCTZ ce n3non3sa
B IIEpPHO/Ia HA KbpMEHE, TPsI0Ba Ja ce MO IbPKAT Hali-HUCKUTE Bb3MOXKHH JIO3H.

depTunurer
He ca npoBexaanu nmpoyuBaHus 3a epekTUTE BHPXY (HEepTUIUTETA IIPU XOpa C KOMOMHHUPAHUS

JICKapPCTBEH NMPOAYKT C (PUKCUPAHU JIO3U WU C OTACITHUTE KOMIIOHCHTH.
B mpeaknuHUYHY poyYBaHus He ca HOMoaaBaHu edekt Ha Teamucarpad 1 HCTZ Bupxy
(bepTHIUTETa HA MBXKH W )KEHCKH WHIUBUJIH.

4.7 EdexTu BbpXy criocodHOCTTa 32 modupaHe U padoTa ¢ MAIIUHA
PritorPlus moske na mosnusie criocoOHOCTTa 3a modupane U paboTa ¢ MamuHu. [IOHIKOTa IPH TIPHEM
Ha aHTUXUIIEPTEH3WBHA Tepanus, kaTo Teamucaptan/HCTZ, morar ia ce mosBAT 3amaliBaHe, CHHKOI

HJIN CBETOBBLPTCK.

[armenTure TpsOBa 1a M30SATBAT U3BBHPIIBAHETO HA MMOTEHIIMAIHO OMACHH 33]Ia4H, KaTo modupane
wim paboTa ¢ MaluHK, aKo IMOTyYaT TAaKUBA HEXKETaH! PEaKIIHU.

4.8 Hexenanu JeKapcTBeHH peaKuH
Kpatko nsnoxenue Ha npoduiaa Ha 6€30macHOCT

Haii-yecTo chro011aBanara HexellaHa peakius e 3amaiiBane. Cepro3eH aHTHOeZieM MOXKe
Ja HacThIH psiako (> 1/10 000 xo < 1/1 000)

YecroTata Ha HEXKEJIAHUTE PEAKIMH, ChOOIIEHH NpH yroTpeda Ha Tenmucapran/HCTZ e cpaBHuMa ¢
Ta3u Ha HeXKENAaHUTE PEaKIuu, ChOOIIEHH NPU YIOoTpeda caMo Ha TEIMHCAPTaH B PAHIOMHU3UPAHH
KOHTPOJIMPAHU TpOyuYBaHus, ooxBammamy 1 471 nanueHTy, pasnpeieieHd Ha ClyYaeH PUHIINT 3a
neuenne ¢ renmucaptad witoc HCTZ (835) unu camo ¢ Tenmucaprad (636). He e ycranoBena
3aBHCHMOCT MEX]Ty J03aTa U HeXKEJTaHUTE PeaKIiK U JIMIICBA BPh3Ka C 10Jia, Bb3pacTTa MM pacoBara
NPUHAJIKHOCT HA MAI[HSHTHTE.

TabnuueH cCiuChbK HAa HEXKETAHUTE PEaKIINU

Hexemanure p€akuunu, C’LO6HICHI/I BBB BCMYKHU KIIMHUYHU NIPOYUBAHUA WU HACTBIIWIA ITO-4E€CTO ITPU
U3Mo0J3BaHeTo Ha TenMucapTa mioc HCTZ, otkonkoTo mpu mrane6o (p < 0,05), ca onucanu mo-
JI0JIy B CbOTBETCTBUE ChC CUCTEMO-oprannara kinacudukanus. [Ipu neuenune ¢ renmucapran/HCTZ
MOTaT Jia ce MOSIBIT M HEXKENaH! JICKAPCTBEHU PEaKIMU, KOUTO Ca XapaKTePHHU 32 CAMOCTOSTEITHOTO
Impujiarane Ha OTACIIHUTE MY CbCTaBKH, HO KOUTO HE Ca HaGHIOJIaBaHI/I B KIIMHUYHUTEC IIPOYyYBaHUA.
Hexenanute peakunu, cboOLIaBaHu MPEIU TOBA IPHU CAMOCTOATEIHOTO U3IION3BaHE HA HAKOH OT
KOMITOHEHTHTE, MOTaT J]a Bb3HUKHAT M IIPU n3noi3BaHeTo Ha PritorPlus, nopu na He ca HabIro1aBaHu
IIPpU KIIMHUYHUTE IIPOYUYBAHUA HA TO3U IIPOAYKT.

HeskenanuTe peakimu ca KaTeropu3upaHy CIIOpPe]] 4eCTOTaTa, KaTo € U3I0JI3BaHa ClieiHarTa
Kiaacupukarms: MHOTO vectd (> 1/10), wectu (> 1/100 mo < 1/10), mneuectn (> 1/1 000 mo < 1/100),
penxu (> 1/10 000 mo < 1/1 000), muoro peaku (< 1/10 000), ¢ HenszBecTHA YecTOTA (OT HATMIHUTE
JIAHHH HEe MOKe J1a ObJle HallpaBeHa OIEHKA).

IIpu Bcsiko rpymnupaHe B 3aBHCUMOCT OT YECTOTaTa, HEXKEJIaHUTE PEaKIMU ce N30POSBAT B HU3XOIAI]
pel o OTHOLIEHUE Ha TEKECTTA.
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Ta6mmma 1: Tabauven cnuchk Ha HexenmanuTe peakiuu (mo MedDRA) ot miare60-KoHTpOIupaHu
MPOYYBaHUS U IIOCTMAPKETUHTOBUS OITUT

Cucremo- Hexesann peakuuu YecTOoTa
OpraseH KJiac 1o
MedDRA PritorPlus Teamucapran? | Xuapoxa0poTHasua
Nndexunu u Cerncuc,
uHpecTaunu BKJIFOUUTEIIHO C
JIeTajIeH U3XO0. penku?
bpouxur pelnKu
DapuHrut penku
Cunys3ut peaKu
Nudexnns Ha
TOPHUTE AUXATEITHU
ITbTUIIA HEUYECTH
Wndexnus Ha
MMUKOYHUTE IHTHUINA HEYECTH
Iuctur HEYCCTH
Heonnazmu — Hemenanomen pak Ha
A00poKavYecTBEHH,| KOXKaTa
3J10Ka4YeCTBeHU U | (0a3aIHOKICThYCH
HeomnpeeJaeHn KapIIMHOM U
(BKJI. KHCTH U CKBaMO3HOKJIEThYEH C HEU3BECTHA
TOJIUITH) KapIHHOM) 4ecToTa’
Hapyuienunst Ha | Apemus HEYECTH
KpbBTa U Esunodums peaKu
auMpnara TpomborToneHus peaKu peaKu
cuerema TpombonToneHnyHa
mypiypa peIKH
C HEU3BECTHA
ATmyiacTUYHa aHEMUSI 4eCcToTa
XeMoJIMTUYHA
aHeMusl MHOTO PEJIKH
KoctHOMO3BYHA
HEJIOCTAThYHOCT MHOTO PEJIKH
JleBKoneHust MHOTO PEJIKH
ArpaHyJoIuTo3a MHOTO PEJIKH
Hapymenus Ha AnadunakTuyHa
HMYHHATa peaKIst penKu
cucreMa CBpBXUYBCTBUTEIHOCT penKu MHOI'0 PEIKU
Hapyumienuns Ha XUNoKaTueMus HEYECTU MHOI'0 YECTH
MeTaboIM3Ma H | Xynepypukemus penKu 4eCTH
XpAHEHETO XHATIOHATPHEMIIST peIKH penKu YECTH
XunepKaaueMus HEYECTH
Xunornukemus (pu
MTAIEHTH ¢ Arader) pelKu
XunomarHe3uemus 4eCTH
XunepKaaueMus peaKu
XUNoxnopeMHyHa
ajkajiosa MHOTO PEIKH

IToHMXeH aneTuT

YCCTH

XI/IHepJ'H/IHI/I)lCMI/IH

MHOTI'O YCCTH

XuneprivkeMus

penKH
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Henocratbuen
KOHTPOJI Ha 3aXapHUs

auader penKu
IHenxnunn besnokoiicTBo HEYECTU peaKu
HapyleHust Jlenpecus penKH HEYECTH penKu
bescbHue peaKu HEYeCTH
Hapymienus Ha CbHSL | peliku penKu
Hapymenus na 3amaiiBaHe 4eCTH peaKu
HepBHaTa Cunkon HEYEeCTH HEYECTH
cucrema ITapecresust HEUYECTU peaku
CBHIMBOCT peIKH
I'maBoOonne peIKu
Hapymenns na Hapywienns Ha
o4uTe 3pEHHETO peaKu peaKku peaKu
3aMBbITICHO BWXKIAHE | PElIKH
Octpa
3aKpPUTOBI'BIIHA C HEeU3BECTHA
rJIayKoma YyecToTa
C HEU3BECTHA
XopouaieH U3IuB YECTOTa
Hapymenust Ha
YX0TO B
JIAOUPUHTA CBETOBBPTEXK HEYECTU HEYECTH
Copaeunu Taxukapaus HCUYCCTHU peaku
HapyuIeHus AputMun HEYECTH pesKu
bpanukapaus HEUYECTH
CoaoBu XHUIIOTOHUS HCUYCCTH HEYECTH
HapymeHus OprocTtatnyna
XHUIIOTOHHUS HEYECTH HEYECTH 4eCTH
Hexporusupang
BaCKYJIHT MHOTO PeJIKH
Pecnuparopuu, HucniHes HEYECTU HEYECTH
TPBAHA U Pecriuparopen
MEIHACTUHATHHM | nucTpec penku MHOI'0 PEIKU
HAPYIICHUS [THEBMOHHUT penKu MHOTO PEJKH
Bbenoapoben ook penKu MHOT'O PE/IKH
Kanunna HEUYECTH
HuTepcTunmanya
OenoipoOHa Gosect MHOTO peKu’?
OcTbp pecnimpaTopeH
JUCTPEC CUHAPOM
(OPZIC)
(Bk. Touka 4.4) MHOTO PEJIKH
CromamHo- Huapus HEYECTH HEYECTH qeCTHU
IpeBHH Cyxota B ycrara HEYECTH peiKu
HapyleHus QPuaryneHus HEYECTU HEYECTH
Kopewmna 60oi1ka peaKu HEYeCTH
3anex peAKu peaKu
Jucnencus pEeAKU HEYECTH
[oBpbiIane pelKU HEUYECTH YEeCTH
T'actpur peaKu
Kopemen peaKu peIKu
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JUCKOMQOPT

TI"anene

YCCTHU

ITankpeatur

MHOTO PEIKH

XenaTtoouauapHu

HapyLIeHHUs!

Hapywena
YepHOIPOOHA
¢byskums/
YepHOAPOOHO
HapylIeHHe

penku’

penKu’

Kroarenunia

penKH

XoJecrasa

peaxu

Hapymenus na
KO0KaTa u
MOIKOKHATA
TbKaH

AHruoenem
(BKITFOUNTEITHO C
JIeTaJIeH W3X0/)

peaKu

peaKu

Epurem

peaKu

peaKu

IIpyputyc

peaKu

HCYCCTHU

O6pus

penku

HCYCCTH

YCCTH

Xunepxuaposa

penKu

HCYCCTH

Yprukapus

peaKu

peaKu

YCCTHU

Ex3ema

penku

JlexapcTBeH 00pHB

penku

TokcuueH KoxxeH
o0puB

peaKu

Jlynyc-nono6ex
CHHAPOM

MHOT'O pE€AKH

Peakuus Ha
(hOTOUYBCTBUTEITHOCT

peaKu

Toxkcuuna
enujiepMalHa
HEKpOJIn3a

MHOT'O pCAKHU

Epurema
MyaTtudopme

C HCHU3BCCTHA
qgecToTa

Hapymenus Ha
MYCKYJIHO-
CKeJIeTHATA
CHCTEMA H
CheHHUTEJHATA
TbKaH

Bonku B rpba

HCYCCTH

HCYCCTHU

MyckynHu ciazmu
(kpammu B Kpaka)

HCUYCCTU

HCYCCTHU

C HCHU3BCCTHA
qCCTOTa

Muanrusa

HCYCCTH

HCYCCTHU

Aptpanrus

peaKu

peaKu

bonka B kpaitHuK
(6onka B Kkpaka)

penKu

penku

Bonku B
CYXOXKHIIASTA
(TeHAMHAUT-TIOTOOHN
CHUMIITOMH)

peaKu

CucremeH nymyc
epuTeMaTojiec

penku’

MHOT'O pCAKHU

Hapymenust Ha
0LOpenuTe U
NMUKOYHHUTE
MbTHIA

bpOpeuno yBpexnane

HCYCCTHU

C HCHU3BCCTHA
qgecrora

Octpa 6B0peuna
HEJ0CTaThbYHOCT

HCYCCTHU

HCYCCTHU

['imroko3ypust

peaKH

Hapymenus Ha
Bb3IIPOM3BOIH-
TeJHATA CHCTEMA
W I'bpaaTa

EpexTtunna
JUCHYHKITHS

HCUYCCTU

YCCTHU
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Oonm bonka B rppaHus

HApYLIEHUs 1 KOLI HEYeCTU HEYeCTH
epekTH Ha I'punonogo6nO
MSICTOTO Ha 3a0oisiBaHe S penKu
NMPUJI0KeHNe Bomka penKn
C HEM3BECTHA
Actenus (cnabocT) HEYeCTH YyecToTa
C HEeM3BECTHA
TTupexcust 4ecToTa
HN3caenBanus IToBumena nukouHa
KHCEIMHA B KPbBTa HEYeCTU peaku
[ToBuiieH KkpeaTnHUH
B KpBBTA S HEYECTH

IToBumiena kpeaTn
(docdokrnaza B

KpBBTa peIKu penKu
IToBumenu

YepHOAPOOHH €H3UMH | PEAKHU peaku
Ionmxen

XEeMOTJI00HMH peaKu

! Ha 6a3a Ha IOCTMAPKETHHTOBUS OITAT

2 3a pombiHUTENHA HHQOpPMALUSI BUKTE MOJTOYKUTE T10-J10ITY.

YecToTaTa Ha HEXKETAHNTE PEAKIMHU TIPH U3IIOJI3BAHETO HA TEIMHCApPTaH | IUIAe00 € OYTH eIHAKBA.
YecToTaTa Ha HEXKETAHNUTE PEaKIMU, ChOOIIEHN NpH ynoTpeda Ha Tenmucapra (41,4%), e cpaBHIMA ¢ TTane6o
(43,9%) npu mnane00-KOHTPOIMPaHU MPOydBaHUsL. [IpeicTaBeHuTe MO-TOpe HEXENAHU PEAKIMN OTPa3sBaT
pe3ynTaTuTe OT BCUYKH KIMHUYHU IPOYUYBAHUS [P MAILMEHTH, JICKYBaHH C TEIMHUCAPTaH 3a XUIICPTOHHS, W
IpY nanueHTH Ha 50 win noBede roAWHU C MOBUIIEH PUCK OT ChbPACYHOCHIOBH HHIIUICHTH.

a

Onucanue Ha I/I36DaHI/I HCXCJIaHU pCaKInu

AOGHOpMHA YepHOApoOHa HYHKINS/9epHOAPOOHO HApYIIIEHHE

[ToBeueto ciry4yan Ha aOHOpMHA YepHOAPOOHA (PYHKIHSA/9epHOIPOOHO HAPYIIIEHUE OT IOCT-
MapKETUHTOBHSI OITUT C TEJIMUCAPTaH HACTBIBAT MPH MAMEHTH OT STOHCKU Npou3xo. [Ipu manuenTn
OT SITIOHCKH MTPOU3XO0J1 CHIIECTBYBa MO-TOJIsIMa BEPOSITHOCT 32 pa3BUTHE Ha TE3U HEXKEIaH! PEaKIIHy.

Cencuc

B npoyuBaneto PROFESS e HabnroiaBana nosuiieHa 4ecToTa Ha CETCUC MPU TeJIMUCApTaH B
cpaBHeHHe ¢ miane6o. CrOMTHETO MOXKeE Ja € ClTydaiiHa HaxOJKa WM J1a € CBBP3aHo ¢ HEMO3HAT JI0
MOMEHTA MEXaHU3bM (BXK. Touka 5.1).

Hurepctuinania 6enoapodbHa 6osect
Cryuyau Ha HHTEpCTUIMATHA OeoapoOHa OoJeCT ca JOKIaJABaHU OT OCT-MapKETUHTOBHUS OIUT, BHB
BpbB3Ka C MpueMa Ha Tenmucaptas. [IpuuHHO-ClIeICTBeHHA Bpb3Ka 00ade He € yCTaHOBEHA.

HemenanomeHn pak Ha Ko)kaTta
Bb3 0cHOBa Ha HAIMYHUTE JAHHU OT CMTUIEMHOJIOTUYHU MPOYYBaHHS € HaOIlI0/[aBaHa 3aBrcUMa OT
KyMyJaTuBHaTa 103a Bpb3ka Mexxay HCTZ u HMPK (Bx. cbmio Touku 4.4 u 5.1).

HHurectuHanes anruoenem
CpoO011eHH ca cily4an Ha MHTECTHHAJIEH aHTHOEIeM cliell ynoTpeOa Ha anrnoTeHsuH 1l penentopan
AQHTaroHUCTH (BXK. Touka 4.4).

CpoOuiaBane Ha NOAO3UPAHH HEXKEJIAHN PEAKIIMHI

Cro0miaBaHeTo Ha MOIO3UPAHU HEIKEIIAHU PEAKIIUU CIIe/] pa3pelaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakKHO. TOBa MMO3BOJISIBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO IOJI33/PUCK 32
JICKapCTBEHUS NPOoAyKT. OT MEIUIMHCKUTE CIICIHAINCTH CE€ U3MCKBA Jia ChOOIIIaBaT BCAKA
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[O0I03UPaHa HeXKEIaHa Peakiys Ype3 HAI[MOHAIHA CUCTEMa 3a ChOOIIaBaHe, MOCOYCHA B
[punoxenue V

4.9 TIlpemo3mpane

CriiecTByBa orpanndeHa uHGOpMaIys 0 OTHOIIICHHE Ha MPEJO3UPaHe Ha TeIMUICAPTaH IIPH X0pa.
TenmucapTa He ce oTAems pu XxeMoauanu3a. He e ycranoBeno no kaksa crenied HCTZ ce otnens
TP XeMOIHaITU3a.

CumMnromu

Haii- u3siBeHHTE MPOSBU Ha NPEAO3UPAHE C TEIIMHUCAPTAH Ca XUTIOTOHHSI U TAXUKAPJIUS, a ChIIO Ce
CHOOIIaBaT U OpaauKapans, 3aMasHOCT, IOBUIIIABaHE Ha CEPYMHUS KPEaTHHUH U ocTpa ObOpedHa
HenoctaTbyHOCT. [Ipenosupanero ¢ HCTZce cBbp3Ba ¢ HamassiBaHe Ha EIEKTPOIUTHTE
(XUMmokaaMeMusi, XMIOXJIOPEMHsI) M XUTIOBOJIMEMHS, TbJDKAIIA Ce Ha eKCIIeCHBHATa auype3a. Haii-
YeCTUTE CUMIITOMH Ha Tpe/lo3hpaHe ca rajJeHe U COMHOJIEHTHOCT. XUTIOKAIHEMHSITAa MOXKE J1a JI0Bee
JI0 MYCKYJTHH CTIa3MH W/WITU aKIIEHTYUpaHa apUTMUs, CBbP3aHH C eJHOBPEMEHHATA yoTpeda Ha
JUTUTAITCOBH TITUKO3UTU WM OTIPECICHH aHTHAPUTMHYHH JICKAPCTBEHHU MPOAYKTH.

Jleuenue

TenmucapTad He ce OTACTS PH XeMOQHUITpaNrs U He ce Auanu3upa. [lanuenTsT TpsioBa 1a 0bae
BHUMATEJIHO HAOJIOIaBaH U JICYEHUETO TPAOBa fa ObJIe CHMITOMATHYHO U IMOATBPIKAILIO.
OBRajsIBAHETO 3aBUCH OT BPEMETO Ha MPUEMaHe Ha MPOYKTA U TSIKECTTA HA CHMITOMHUTE.
[TpenopbUYUTETHUTE MEPKU BKITIOUBAT MPEAM3BUKBAHE HA TTOBPBIIAHE W/HIH CTOMAITHA TPOMHMBKA.
[MpunaraneTo Ha aKTHBEH BBIVIEH MOXKE J1a O'bJIe TIOJIE3HO MU JICYCHUE Ha MPEI03UPAHETO.
Heob6xomumo e yecTo npocieasiBaHe Ha CEpyMHUTE EIEKTPOIUTH U KpeaTuHuH. [Ipu mosiBa Ha
XHUIIOTOHUS, MMAIIMEHTHT TPIOBa J1a O'bJIe MOCTABEH B JICTHAJIO 110 IPHO MOJI0KEHHE U OBP30 J1a ce
MIPUJIOKAT COJIEBU M OOEMHH 3aMECTHTEIH.

5. ®APMAKOJIOTMYHU CBOMCTBA
51 ®apmakoguHAMUYHH CBOHiCTBA

®dapmakorepanetuuHa rpyna: Auruorensut Il penenropau 6mokepu (APB) n nuyperunu, ATC kox:
CO09DAO07

PritorPlus e xomOuHanus ot anruotensuH Il penenropen 650kep, TeIMUCAPTaH, U THA3UACH
JUYPETUK XUAPOXIopoTHa3u. [Ipr KOMOMHHPAaHETO M TE€3H ChCTAaBKU UMAT aJJUTUBEH
AHTHXHIIEPTEH3UBEH €EKT, KOETO BOJIH JIO MO-TOJIIMO HaMaJsiBAHE Ha KPHBHOTO HAJISITaHE
OTKOJIKOTO, aKO ca IPHJIOKEHH N00TAenHO. PritorPlus, npueman BenHBK THEBHO B T€PaNleBTHYHH
JI03H, BOJM JI0 €EeKTUBHA U TUIaBHA PEYKIIMs Ha KPbBHOTO HAJIsTaTe.

MexaHu3bM Ha AecTBUE

TenmucapTan e nepopaiHo eekTuBeH u crnenuduueH anrnoreHsuH I perenropen 6iokep (tum ATh).
Toli m3MecTBa ¢ MHOTO BHCOK aMHHUTET aHTHOTEH3UH Il 0T HETOBOTO MsICTO HA CBBp3BaHe B AT
pelenTOpHUSI IOJITUIL, KOMTO € OTTOBOPEH 3a U3BECTHUTE JIEUCTBUS HAa aHrnoTeH3uH Il. Teamucapran
HsIMa JOPY Y YaCTUYHA arOHUCTUYHA akTUBHOCT crpsiMo ATi penentopa. Tenmucapran ce cBbp3Ba
cenektuBHO ¢ AT1 penienropa. CBbP3BaHETO € MPOAB/DKUTEIHO. TeIMHUCcapTaH He MoKa3Ba aUHUTET
KBM JPYTH perenTop, BkiounteaHo AT, u npyru mo-cnado xapakrepusupanu AT-penentopu.
DyHKIMOHATHATA POJISl HAa TE3W PELENTOPH HE € M3BECTHA, HE € N3BECTEH U e(heKThT Ha TIXHATA
Bb3MO>KHA CBPBXCTUMYJIALMS OT aHTuOoTeH3uH 11, yniiTo HuBa ca moBuiieHu oT TenMucapTad. Husata
Ha TTAa3MEHUS aJiZIOCTEPOH ca IOHWKEHH OT TeIMUCcapTaH. TenMucapTan He HHXHOWpa YOBEIIKHUS
TUTa3MEH PEHUH U He OJIOKMpa HOHHUTE KaHauW. TeaMmucapTaH He MHXUOUpa aHTHOTEH3UH
KOHBepTHpaius eH3uM (kuHnHa3a 1), eH3uMBbT, KOWTO ChINO pasrpaxna OpaaukuauHa. [lopaau ToBa
HE Ce 0YaKBa Jia MOTeHIHpa OpaInKNHUH-METUUPAHNTE HEXKeJIaH! JIEKAPCTBEHN PEaKIINU.

IIpu xopa mozara ot 80 mg TenMucapTaH HOYTH U310 MHXUOHMPA MIPEIU3BUKAHOTO OT

anrnoTeH3uH Il moBuIIaBaHe Ha KPBBHOTO HansraHe. IHXMOUTOPHUAT e(DEKT ce Mo IbpiKa Hal

24 4aca, KaTo BCe OIle MOXe J1a ObJie YCTaHOBEH 10 48 vaca.
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XuApoXxJIOpOTHA3H]] € THA3HJICH JUYPETHK. MeXaHU3MBbT, IO KOWTO THA3HIHUTE TUYPETUIN TOCTUTAT
AHTUXUTICPTEH3UBHUSA CH €(DEKT, HE € HAITBJIHO U3SACHEH. THa3uauTe OKa3BaT Bb3/ICHCTBUE BBPXY
MEXaHU3MHTE Ha peadcopOIus Ha eIEKTPOJIUTH B ObOpeuHUTE TyOYJH, KaTO IUPEKTHO TOBHIIABAT
EKCKpEeInATa Ha HATPUH U XJIOp B IPUOJIM3UTEIHO EKBUBAIICHTHU KOJMHUYeCcTBa. JInypeTHIHOTO
neicteue Ha HCTZ HamansBa mia3MeHus 00eM, IOBHIIIaBa aKTHBHOCTTA HA PEHUHA B IIa3Mara,
yBeNN4aBa eKCKpEIHATa Ha all;IOCTEPOH C TIOCJICABAIIO YBEIUICHNE HA KM B ypUHATa U 3ary0a Ha
OukapOOHAaTH, M HaMaJlsIBa HUBaTa Ha Kamnui B cepyma. CumTa ce, 4e Ipu eTHOBPEMEHHO
MPUIOKEHUE Ha TEIMHUCAPTAH, OJIOKUPAaHETO HA CHCTEMAaTa PEHUH-aHTHOTEH3WH-aJJIOCTEPOH BOJH JI0
oOpateH e(eKT 1Mo OTHOLIeHNE Ha 3arybaTa Ha KaJllid, KOATO ce€ IBbJDKU Ha Te3 JuypeThuu. [Ipu
npunarane Ha HCTZ Hauanoro Ha muypesara e cief 2 4aca, KaTo MUK Ha eeKkTa ce HabIoaaBa clesn
OKOJI0 4 Yaca M IEPCUCTUPA B IPOAbIDKEHHE Ha IPHOIN3UTEIHO 6-12 yaca.

®dapmakoarHaMUIHH e(hEeKTH

JleueHne Ha eCEHITUAITHA XUIIEPTOHUS

Cren nmpunaraHe Ha MbpBaTa 033 TEIMHUCAPTaH ce HAOI0aBa TIOCTEIICHHO MOsIBa HA
AHTUXUIICPTCH3UBHA AKTUBHOCT B PaAMKUTC Ha 3 yaca. MakcumaiHaTa pEeAYyKIMA Ha KPbBHOTO
HaJIATaHe e JIOCTUTA HAITBIIHO B paMKHUTE Ha 4-8 ceIMUIIM Clie]] HAYalIoTO Ha JICUCHUETO H Ce
MOJUTBPIKA Upe3 MPOIbIDKUTENHA Tepanus. Ciiell mprueMaHe Ha J103aTa aHTUXUIICPTEH3UBHUAT e(PeKT
nepcucThupa noseye ot 24 yaca, KaTo BKIIIOYBA M MOCIETHATE 4 Yaca Mpeu CIeABAIIOTO
MPUJIOKEHUE, KaKTO TIOKa3BaT aMOYJIaTOPHUTE M3MEPBaHUs Ha KPBBHOTO HajsraHe. ToBa €
MOTBBPJICHO U OT M3MEPBAHUATA B MOMEHTA Ha MAKCHMATHUS e(DEKT M HEMOCPEICTBEHO MPEIU
preMa Ha ciie/iBamiaTa 1032 (CbOTHONICHUETO MUHUMAIIHU KbM MaKCHMAaJTHH KOHIICHTPAIUH, KOSTO €
noctosiHHO Hax 80% ciien npuem Ha jo3u ot 40 mg u 80 mg TeaMucapTaH MpH miamneoo
KOHTPOJIMPAHU KIMHUYHH MPOYYBAHU).

IIpu nanueHT ¢ XUNEePTOHUS TENMUCAPTAH PEAYLUPA U CUCTOJIHOTO U AUACTOIHOTO KPBBHO
Hausirane 0e3 /1a TOBJIKSBA ITyJICOBATa YeCTOTa. AHTUXUIIEPTEH3WBHATA €PUKACHOCT Ha TeJIMHCApTaH
€ CpaBHHMa C Ta3{ Ha MPOIYKTH, IPEICTABUTEIHN Ha IPYTH KJIACOBE AaHTUXHUIIEPTEH3UBHU
JIEKapCTBEHU MPOAYKTH (yCTaHOBEHA NMPH KIMHUYHU U3MUTBAHUS, CPABHSIBAILM TEIMUCAPTAH C
aMJIOZMIIHH, aT€HOJION, CHATANPWII, XUIPOXIOPOTHAZU U JTU3UHOIIPHI).

[Ipu BHE3arHO MPEKHCBAHE HA JICYCHUETO C TEIMUCAPTaH KPHBHOTO HAJISTAHE IMTOCTEIICHHO CE BPhILA
JI0 CTOHHOCTHTE MIPEe/I JICUYCHUETO, 3a MIEPUO/] OT HAKOJKO JTHU 0e3 JaHHHU 3a peOayH | XUIEPTOHNYCH
edexr.

CriydanTe Ha cyXa Kaluldia ca 3HAaYUTETHO [10-MaJIKO MIPH NALMEHTH, TPETUPAHU C TEIIMHCAPTaH,
OTKOJIKOTO TIPH TaKWBa, HA KOUTO ca JIaBaHN MHXUOUTOPH Ha aHTHOTEH3WH KOHBEPTHUPAIIUS CH3UM B
KJIMHAYHU TIPOYYBaHUsI, JUPEKTHO CPABHSBAIIY JIBETC AHTUXHUIICPTCH3NBHU JICUCHUSI.

KnunnyHa edukacHocT 1 6e30macHOCT

[MpodunakTrika Ha ChPCUHO-ChAOBU UHIIMICHTH

ONTARGET (ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint Trial)
cpaBHsBa €(DEKTHTE OT NPHIOKEHHETO Ha TEIMUCAPTaH, PAMUIIPHI U KOMOMHAIMATA OT TeJIMUCAPTaH
Y PaMHUIIPHII BEPXY PE3YJITATHTE 110 OTHOIICHHE Ha ChPJICYHO-ChIOBATA cHCTeMa, rpu 25 620
NalMeHTH Ha Bb3pacT > 55 roanHu, ¢ aHaMHe3a 3a KOpOHapHa apTepualiHa 00JIeCT, MO3bUCH UHCYIIT,
NPEXOJHO HapylIeHHEe Ha MO3bYHOTO KPHBOOOpAIlleHNE, YBPEkKIaHEe Ha TIepu(epHH apTePUU WIH
3axapeH JuadeT THIl 2, ChITBTCTBAH C JIAHHU 32 YBPEXKJIaHe Ha MPHIICITHUTE OpraHu (KaTo
peTHHONATHS, JIEBOKAMEPHA XUIEePTPO(dHs, MAKPO- WIIM MHKPOATIOYMUHYPHSI), KOUTO ca TOMyJIaIus ¢
PHCK OT HAaCTBIIBaHE HA ChPJCYHO-CHIOBU WHIIUACHTH.

[NanuenTuTe ca paHAOMU3MPAHU B €[HA OT CJICJHUTE TPU TPYIH 3a JIeueHue: Tenmucapran 80 mg
(n =8 542); pamumnpun 10 mg (n = 8 576) nm koMOMHAIMSA OT TenMucapTad 80 mg U paMUIIPHIT
10 mg (n = 8 502), mocnenBaHo OT MPOCIEIIBAHE ChC CPEIHA MPOIBIDKUTEIHOCT OT 4,5 TOAMHMY.

TenMucapraH nokasBa cxojicH e(peKkT ¢ paMUITPHJI 110 OTHOIICHHE HaMaJIIBaHEe Ha ITbPBUYHATA
ChCTaBHA KpaiiHa TOYKa OT ChPJCYHO-CHI0BA CMBPT, HedaTalieH HH(DAPKT Ha MUOKap/a, HedaTalleH
MO3BYCH UHCYIIT HIIH XOCTIUTAU3AIHS TIOPay 3aCTOWHA ChpIeYHa HeJlocTaThYHOCT. YecToTara Ha
IbpBUYHATA KpaifHa TOYKa € CXO/IHA B rpynuTe Ha Tenmucaptas (16,7%) u pamunpun (16,5%).
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KoedunumeHTsT Ha pUCK npu TenMucapTaH crpsiMo pamunpui e 1,01 (97,5% C1 0,93 —1,10; p (ue mo-
Manka eduxacaoct) = 0,0019 mpu mapx ot 1,13). [IporeHTHT Ha caydanTe Ha CMBPT O BCAKA
npuyuHa € cboTBeTHO 11,6% u 11,8% npu nanuieHTuTe, J€KyBaHU ¢ TEAMHUCAPTAH U PaMUTIPUIL.

YcTaHOBeHO e, 4e e()eKTUBHOCTTA Ha TeJIMHUCAPTAH € CXOJ[HA C Ta3W Ha PAMUIIPUII MPH MPEIBAPUTEITHO
orpeJiesieHaTa BTOPUYHA KpaiHa el OT ChPJIeYHO-ChJI0BA CMBPT, HedaTaicH

MH)apKT Ha MUOKapaa U HedaTaneH Mo3bdyeH HHCyaT [0,99 (97,5% CI 0,90 —1,08; p (He mo-Manka
e¢pukacuoct) = 0,0004)], mepBudHa KpaitHa 1ien B pepepentaoto npoyuBane HOPE (The Heart
Outcomes Prevention Evaluation Study), koeto u3cnensa edekra Ha paMUIIPHI CIIPSIMO IIIANE00.

B mpoyuBaneto TRANSCEND ca pannoMusupanu nanueHTs ¢ HemonocumocT KbM ACE-|
WHXHOUTOPH, HO WHAYE ChC CXOAHH KPUTEPUH 32 BKIIFOUBaHe KakTo B mpoyuBaneto ONTARGET B
rpyma, npuemamnia Teamucaprad 80 mg (n = 2 954) wm nane6o (n = 2 972), kaTo U 1BaTa MPOAyKTa
ce mpuJjaraT B JONbJIHEHUE KbM CTaHJApTHOTO JieueHne. CpeqHara npoabKUTEIHOCT Ha
npocnensaBaHe € 4 ronuHu U 8 Mecena. He ce ycTaHOBsIBa CTaTUCTUYECKHU 3HAYMMA Pa3jIvKa B
YyecToTaTa Ha IbPBUYHATA ChCTABHA KpaiHa TOUKa (ChbpAEUHO-ChI0BA CMBPT, HedaTaneH HHPAPKT Ha
MHUOKap/ia, HedaTaieH MO3bUeH HHCYIT WK XOCIUTAIH3ALUS TOPaJH 3aCTONHA ChpIeYHa
HeznoctaTb4yHOCT) [15,7% B rpynara Ha teamucaptas u 17,0% B rpynara Ha riane0o, ¢ KoeHuuueHT
Ha puck 0,92 (95% CI 0,81-1,05; p = 0,22)]. ima narHM 3a oa3aTa OT TEJIMHUCAPTAH B CPABHEHHUE C
iane6o Mo OTHOIICHUE Ha TIPEIBAPUTEIIHO OTNIpe/esieHaTa BTOPUYHA ChCTaBHA KpaiiHa TOYKA OT
CBhpACYHO-CHIOBA CMBPT, HeaTaneH nHpapKT Ha MUOKapa U HedaTaneH Mo3b4yeH HHeyaT [0,87
(95% C1 0,76-1,00; p = 0,048). Hama nanHu 3a 1moJi3a 1o OTHONICHHE HA HAMAIIIBAHE Ha ChPICYHO-
chI0BaTa CMBPTHOCT (KoedurmenT Ha puck 1,03, 95% CI1 0,85-1,24).

Kamnua u anrnoenem ce cho0I1aBaT no-psaKo Ipy MaUEeHTH, JIEKYBaHH ¢ TEIMUCApTaH, OTKOJIKOTO
IIpY TALMEHTH, JIEKYBaHHU C PAMHUIIPHJII, JOKATO MPHU TEPAIUs ¢ TEIMHCAPTaH M0-4eCTOo ce ChoOIIaBa 3a
CIIy4ad Ha XUTIOTOHMSL.

KOM6I/IHI/IpaHeTO Ha TSJIMUCAPTAH C paMHUIIPWII HE AaBa JOIIbJIHUTCIIHA 1T0JI3a CIIPSIMO
CaMOCTOATE/IHATA TE€palrd ¢ paMUIIPUII UJIW TCIIMHUCAPTAH. C’pr[G‘IHO-CBI[OBaTa CMBPTHOCT U
CMBPTHOCTTA IO BCAKA IIPUYNHA, KaTO YUCJIICHO U3PAKCHUEC, Ca ITIO-BUCOKU IIpH KOM6I/IHI/IpaHOTO
neuerue. OcBeH TOBa, UMa 3HAYMMO I10-BHCOKaA Y€CTOTA Ha XUIICPKAJTIUCMHU, 61,6peqHa
HEAOCTATBbYHOCT, XUIIOTOHUA U CUHKOIT B paMOTO C MAllUCHTH Ha KOM6HHI/IpaHO JICUCHUC. Hopa,un
Ta3u Npu4vHa, CIHOBPEMCHHATA yHOTpe6a Ha TSJIMUCAPTaH U paMUIIPpHUII HE C€ IPETIOPBHUBA ITPU Ta3U
nomyJaagus.

B npoyuBaneto “TIpodmiaktiuueH peskum 3a epeKTHBHO MpEa3BaHe OT MOBTOPEH MO3bUEH HHCYNT
("Prevention Regimen For Effectively avoiding Second Strokes" (PROFESS)) mpu nmanuentn Ha

50 roguHaM MM MO-BBH3pPaCTHU, KOUTO HACKOPO Ca MOIYYHIIA MO3bUEH HHCYIIT ce 3a0eIsi3Ba MOBUIIICHA
YECTOTa Ha Bh3HUKBAHE Ha CEIICUC MPH TeJIMHUCApTaH B cpaBHEeHUE ¢ miarebo, 0,70% crpsmo 0,49%
[RR 1,43 (95% noseputesnen unatepsai 1,00-2,06)]; yecTroraTa Ha Bb3HUKBAHE Ha CETICHC C (aTalieH
M3XO07 € MOBHILEHA IPU MalMeHTuTe, npueMamy teamucapras (0,33%) cipsiMo naueHTUuTe Ha
wiare6o (0,16%) [RR 2,07 (95% nosepurenen untepran 1,14-3,76)]. HabnonaBanata nosuiieHa
4YecToTa Ha Bh3HUKBAHE Ha CETICHC, CBbp3aHa ¢ yroTpedara Ha TeIMHCapTaH MOXKe Jla € CITy4YaifHo
OTKpHTA WU JIa € CBbpP3aHa C MEXaHU3bM, KOMTO € HEeIIO3HAT 32 MOMEHTA.

JlBe roneMu panaomMuzupanu Koutposupanu npoyuBanus — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Texyo rinob6anHo u3nuTBane 3a
KpaiiHu TOYKH Ha TeIMUCapTaH, CAaMOCTOSTENHO U B KoMOuHawus ¢ pamunpuia) u VA NEPHRON-D
(KnrHMYHO NIpoy4vBaHe CBBP3aHO € pa3BUTHE HA HEPPOMATHs ITPH JHAOET, MPOBEICHO OT
MUHHCTEPCTBO 10 BHIIPOCHTE HA BETEPAHUTE) — IIPOyUBaT ynoTpedara Ha komOuHarmsaTa oT ACE
MHXUOUTOD M aHruoTeH3uH ll-penentopen 61okep.

ONTARGET e npoyuBane, MpOBEJ€HO IpY NAIMEHTH C aHAMHE3a 32 ChPICYHO-CH0BA WU
MO3BYHOCHJIOBA OOJIECT, HIIH 3aXapeH AHadeT THII 2, IPUJPYKEHH C IAHHH 32 YBpEXIaHe Ha
edexTopHU opranu. Bikre cbio nadopmarmsara ozarnasena “TIpoduinakTuka Ha ChpEYHO-CHIOBH
WHIMACHTH .

VA NEPHRON-D e npoyuBaHe npu MalueHTH ChC 3aXapeH JuadeT Tull 2 U AuabeTHa HedponaTHsl.
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Te3u npoy4BaHus HE IOKAa3BaT 3HAUYMUM OJIaronpusaTeH eeKT BbpXy ObOPEUHUTE U/UIH ChPACYHO-
CHJIOBHTE MOCIETUIM U CMBPTHOCT, KaTO ChIIIEBPEMEHHO ca HAOI0JaBaHU TIOBUIIIEH PUCK OT
XUTNCPKATUEMHS, OCTPO YBpPEXKJIaHE Ha ObOPEIUTE W/UITH XUTIOTOHUS B CPABHEHUE C MOHOTEPAITUSATA.
Karo ce umat npenBuj CXoHUTE UM (hapMaKOIMHAMUYIHHA CBOMCTBA, TE3U PE3YNITATH Ca MPHIOKUMU
u 3a npyru ACE naxubutopu u anrnotensuH |l-penentopau 010kepu.

ACE naxubutopu u anrnoteH3uH |l-perentopHn 6J10kepH ClIeToBaTEITHO HE TPsIOBa 11a Ce M3IMOJI3BAT
€HOBPEMEHHO MPH MMAIMEHTH C AMa0eTHA HepOTaTHsl.

ALTITUDE (KnuardaHO poydYBaHe MPOBEACHO C ATUCKUPEH MPH MallMeHTH ChC 3aXapeH ArnadeT

TUT 2 ¢ U3MO0J3BaHe Ha ChPJICYHO-ChAOBU U OBOPEUHN 3a00sIBAaHMS KATO KPAiHU TOYKH) €
Mpoy4YBaHe, MPEIHA3HAYCHO J1a U3CJIe[Ba MoJI3aTa OT 100aBSHETO Ha aIMCKUPEH KbM CTaHapTHA
tepanus ¢ ACE naxuburop niam anruoteH3uH II-pernentopen 6i1okep Mpu MaliEeHTH ChC 3aXapeH
JqalbeT TUI 2 U XpOHUYHO ObOpeYHO 3a00isBaHe, ChPCUYHO-ChI0BO 3a00JIIBaHE WU U JIBETE.
[IpoyuBaHeTO € MPEKPATEHO MPESKICBPEMEHHO MTOPAH MOBHUIIICH PUCK OT HEOJIArONPUATHU
nocienuiy. Kakto chpiedHo-cha0BaTa CMBPT, TAKa U MHCYJITHT €a IMO-YECTH B IPynaTa Ha
ANMCKUPEH, OTKOJIKOTO B rpyIara Ha Iane0o, a IpeCTaBIsABaIIUTE HHTePEeC HEXKEaH! ChOUTHS U
CEPUO3HU HEeXeJlaHU CHbOUTHUS (XUIIEPKATMEeMUsl, XUIOTOHUS U ObOpeyHa AuchYHKIUS) ce choOImaBar
MO-YECTO B rpyMara Ha alTMCKUPEH, OTKOJIKOTO B IpyIaTa Ha Imianedo.

EnunemMuonornuyHuTe NpoyuBaHUs MOKA3BaT, Ue IBITOCPOYHOTO JieueHue ¢ HCTZ namansBa pucka ot
CHPJEYHO-CHJI0BA 3200J1€BaEMOCT M OT CMBPTHOCT B PE3yJITaT Ha ChPJICYHO-ChI0BU OOJIECTH.

KbsM MomeHTa edexTuTe Ha puKcupaHara 1030Ba koMOuHanus Ha TenMucapTan/HCTZ Bbpxy
CMBPTHOCTTA U ChP/ICYHO-CHA0BATA 3200JIEBAEMOCT HE Ca U3BECTHH.

Hemenanomen pak Ha KoxaTa

Bb3 ocHOBa Ha HATMYHUTE TAHHU OT EMHUAEMHUOJIIOTHYHHI TIPOYYBAHUS € HAOJIr01aBaHa 3aBUCHMa OT
KyMyJaTuBHaTa J103a Bpb3ka Mexxay HCTZ u HMPK. Enno npoy4Bane BKIIIOUBa MOIMYJIAIMS,
cberosiia ce oT 71 533 cnywan Ha BKK n 8 629 cniyyan va CKK, 1 momynamus oT CbOTBETHO

1430 833 u 172 462 noaxonsuy koHTponu. Bucokara ynotpeda Ha HCTZ (kymynaTuBHO

> 50 000 mg) e cBbp3ana ¢ kopurupan OR 1,29 (95% JIU: 1,23-1,35) 3a BKK u 3,98 (95% AU:
3,68-4,31) 3a CKK. HatGimojaBana € sicHa Bpb3ka KyMyJlaTHBHA J103a-0TroBop kakTo 3a BKK, Taka u 3a
CKK. Ipyro npoyuBaHe Ioka3Ba Bb3MOKHa Bpb3ka Mex 1y paka Ha yctHUTe (CKK) n excriozunusita
Ha HCTZ: 3a 633 cnyuaun Ha pak Ha yCTHUTE € Toi0paHa momynanws oT 63 067 moaxomsmim
KOHTPOJIH, KaTo € M3MO0JI3Ba CTpATEr sl 32 B3eMaHe Ha MPpoOH, omlpesieieHa oT prcka. JleMoHcTprpana
€ BpB3Ka KyMyJIaTHBHA /103a-0TroBop ¢ kopurupan OR 2,1 (95% JIU: 1,7-2,6), napactair g0 OR 3,9
(3,0-4,9) 3a Bucoka ymorpeda (~25 000 mg) u OR 7,7 (5,7-10,5) 3a Haii-BHCcOKaTa KyMyJIaTHBHA J103a
(~100 000 mg) (Bxk. cbIio Touka 4.4).

IlenpnaTpuyHa nomyJsianus

EBporneiickaTa areHuus 110 JiekapcTBaTa 0CBOO0XkK1aBa OT 3aIbJKEHUETO 3a [IPEJOCTaBsSHE Ha
pesynratute oT nmpoyuBanusaTa ¢ PritorPlus BB Bcuuku moArpynu Ha neauaTprHyHaTa MOMYJIAIHs TPH
XHIIepTOHHs (BXK. Touka 4.2 3a uH(OpMAaIHsi OTHOCHO yroTpeda B MeIuaTpusiTa).

5.2 dapmakoKHMHeTHYHH CBOWCTBA

Ennospemennoto npuioxkenne Ha HCTZ u tenMucapTan npu 3apaBu CyOEKTH HE TPOMEHS
(hapMaKOKMHETHKATa Ha KOSTO U J1a € OT ChbCTaBKHUTE.

AOGcopouus
Tenmucapran: [THKOBHTE KOHIICHTPAIIMH HA TEJIMUCAPTAH Ce MocTUraT B paMkute Ha 0,5-1,5 vaca

clie]] epopalieH npueM. AOcomoTHaTa OMOHATMYHOCT Ha TenMucapTaH B 1031 40 mg u 160 mg e
cboTBeTHO 42% 1 58%. XpaHara JIeko CHIKaBa OMOHATMYHOCTTA Ha TEJIMUCAPTAH KaTO PEIyKIUATa
Ha 00JacTTa MoJ KpuBaTa Iuia3MeHa KoHreHTpanus-speme (AUC) Ha TenmMucapTad € oT okojio 6%
mpu 40 mg no3a u okono 19% nmpu 160 mg no3za. Tpu gaca cien npuioKeHUE TUIA3MEHNTE
KOHIIEHTPAIMK ca OJO0HHM, HE3aBUCHMO Al TeIMHUCApPTaH € MPUJIOKEH Ha TJIaHO Wi ¢ XpaHa. He
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ce ovakBa crnabara penykmnus B AUC ma npein3BHKa peyKIUs B TepaneBTUYHATA e(hUKACHOCT.
TenMmucapTal He KyMyJUpa 3HAYUTETHO B TIa3MaTa MpU IOBTOPHO MPHIIOKEHHUE.
Xunapoxmoporuazu: [Tukosure KouneHTpanun Ha HCTZ ce mocTurat B paMKUTE Ha MPUOTH3UTEITHO
1,0-3,0 yaca cnen nepopaieH npueM Ha PUKCHUpaHaTa J030Ba KOMOMHAIUSA. AOCOIOTHATA
OMOHANTMYHOCT, 0a3upaHa Ha KyMyJiaTHBHaTa peHanHa ekckpenust Ha HCTZ, e okono 60%.

Pasnpenenenue
TenMucaprtaH ce CBbp3Ba B roJisiMa CTEIICH C Iia3MeHuTe npotennu (> 99,5%), raBHO ¢ anOyMuH u

anda-1 xkucen rmoxonporent. CpeJHUAT IPUBHICH 00eM Ha pasmnpezencHue e okoio 500 1.
XuapoxsopoTuasuj ce CBbp3Ba B 64% ¢ MIa3MeHUTE IPOTEUHU U IPUBUIHUAT My 00eM Ha
pasmapenenenne e 0,8+0,3 I/kg.

buortpancdhopmanus

TenmucapTan ce MeTaboIM3Upa Ype3 KOHIOTAIMsI KaTo 00pazyBa (hapMaKoJIOTHYHO HEAKTUBEH
AIMITIIOKOPYHUI. [ MIOKOPYHHUABT HA OCHOBHOTO BEIIECTBO € EMHCTBEHUSAT METa0OIHT,
uaenTuuuMpan npu yoseka. Clie/] eJHOKpaTHA J103a Oess3an ¢ paJuoakTHBeH BbIyepos *4C
TEJIMUCAPTaH TIIOKOPYHUIBT NpeAcTaBisaBa npuodamsutento 11% ot u3MepenaTa paguoakTUBHOCT B
ra3mara. M3oersumure Ha uroxpoM P450 HaMaT yyactue B MeTa0oIM3Ma Ha TEIIMUCAPTaH.
XuApoxJIOpOTHA3H HE Ce METa0OoIM3Hpa pU Xopa.

Enumunupane
Tenmucapran: Kakto cieq MHTpaBeHO3HO, Taka H CJIE]] IEPOPaAIHO npuioKenue Ha “C Gensasan

TeIMHUCAPTaH, MO-TOJIIMaTa 4acT OT Ipuerara no3a (> 97%) ce enmuMuHUpa C U3MPAKHEHUATA Ype3
OmnmapHa eKckpenus. B yprHara ce OTKpUBaT caMO HEe3HAYUTEIIHH KoJmdecTBa. TOTaTHUA T1a3MeH
KIMPBHC HA TEIIMUCAPTaH cliel nepopaiHo npunoxenne € >1 500 ml/min. TepMuHATHUAT MOy KHBOT
Ha eTMMUHHIpaHe e moseue ot 20 yaca.

XunpoxjaopoTHa3u ce eKCKpeTHpa MU3IUI0 HempoMeHeH ¢ ypuHaTa. Oxono 60% ot nepopaiHaTa 103a
Ce eJIMMHUHHpa HerpoMeHeHa 10 48 vaca. BrOpeunusT kiaupbHC € okos10 250-300 ml/min.
TepMUHATHUAT €TMMUHAMOHEH 1Oy )kHBOT € 10-15 gaca.

JIMHEeHHOCT/HETMHEMHOCT

Tenmucapran: papMakOKMHETHKATA HA MEPOPATHO MPUIIOKEHUS TenMucapTaH ¢ n1o3u ot 20-160 mg e
HeJIMHelHa, KaTo ce HaOJro1aBa HelTPOOPIIMOHAIHO MOBUIICHUE HA MJIa3MEHUTE KOHIIEHTPAIHN
(Cimax 1 AUC) ¢ noBwuiiaBase Ha jo3ara. TeamucapTad He KyMyJiupa 3HAUUTEIHO B IJ1a3MaTa MpH
MOBTOPHO NPHIIOKEHHUE.

XuApOoXJIOpOTHA3H/ IIOKa3Ba JIMHEHHA (papMaKOKUHETHKA.

Dapmakoxunemuxa npu_cneyu@uyny nonyaayuu

Crapyecka Bb3pacT

dapMakOKUHETHKATA Ha TeJIMUCAPTaH HE Ce pa3uuaBa MKy MalMEHTHTE B CTAPUECKa Bh3pacT U
[O-MJIAJUTE MAlUEHTH.

Ilon

[pwu xeHu MmIasMeHuTe KOHIIEHTPAIMY Ha TeMIcapTaH 00n4aiiHO ca 2—3 MbTH M0-BUCOKH,
OTKOJIKOTO TIPH MBbKe. B KITMHUYHUTE TPOyYBaHuUs1, 00ade, P KeHH He ce HaOIro1aBaT 3HAYMMO
YBEJIMYEH OTIOBOP HAa KPBBHOTO HAJIsITaHE MJIM YeCTOTaTa Ha OpTocTaTU4HA Xunoronus. He ce nayara
npenusupade Ha go3ara. [Ipu skeHu UMa TeHIeHIMA KbM [0-BUCOKHM Iuta3Menn HuBa Ha HCTZ,
OTKOJIKOTO TIpH MBke. ToBa obaue HAMa KIMHUYHA 3HAUUMOCT.

brOpeuHo yBpekaaHne

[pu nanpenTn ¢ 6bOpeYHa HEOCTATHYHOCT, ITOJUIOKEHH Ha JTUalii3a, ce HaOIr01aBaT MO-HUCKH
TuTa3MeHH KOHIeHTparuy. [Ipy yuacTHUIM ¢ 6b0peyHa HeTOCTaTHYHOCT TEIIMICAPTaH Ce CBhP3Ba B
rojsiMa CTEIeH ¢ IIa3MEeHHUs POTEHH U He MOXKe J1a Objie oTAeseH npu auanusa. [lpu nanuenTtu c
0BOpeUHO yBpeKJaHe eNMTMMHUHALIMOHHHUSAT MOJTY>KUBOT HE € poMeHeH. [Ipu naunenTu ¢ HapymeHu
0bOpeunn QyHKIHMHK cTenenTa Ha enumuanpane Ha HCTZ e penyuupana. B eqHo TunmuaHo
IpOyYBaHe, BKIIOYBAIIO MAIIMEHTH ChC CPEICH KpeaTHHHHOB KinpbHC 90 ml/min, momykuBoTa Ha
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enumubupane Ha HCTZ ce yeennuasa. [Ipu GpyHKIMOHATHO aHS(PUYHH MAMECHTH €TMMUHAIMOHHHUS
MOJTY’KHUBOT € 0KoJIo 34 4Jaca.

[MaumeHTH ¢ YepHOAPOOHO YBpEKIaHE

DapMaKOKHHETUIHUTE MTPOYUBAHUS TIPH MAIMEHTH C YePHOIPOOHO YBPEXKIaHE TIOKA3BAT MOBHUINIABAHE
Ha abcomoTHaTa GMoHaMMYHOCT 10 oKoso 100%. Ilpu manuenTH ¢ 4epHOIPOOHO YBpEKIaHE
SNMMUHAIMOHHUSIT TIOTY>KUBOT HE € TIPOMEHEH.

5.3 IlpeakJIuHUYHYU TaHHH 32 0€30MACHOCT

HpI/I MPECAKIMHUYHU IPOYUYBaHUA 3a 0e30IMacHOCT ¢ CAHOBPEMCHHO MPUIJIOKCHUC HA TCIIMUCAPTAH U
HCTZ Py HOPMOTCH3UBHU IUTBXOBC U KYUC€Ta, 103U, CPABHHUMHU C TE3U B KIIMHUYIHUA TCPAIICBTUUCH
Juaria3oH HE NPEAN3BUKBAT e(l)eKTI/I, pa3iIn4dHu OT Ha6J'IIO,Z[aBaHI/ITC IIpu CaMOCTOATEIIHOTO
IIPUJIOKCHHUE HAa IBETEC BCUICCTBA. Ha6J'II-O,I[aBaHI/ITe TOKCHUKOJIOTHYHHA ITPOMEHHU

HAMAT OTHOIICHHUE KbM H3IIOJI3BBAHETO 3a TEPANICBTUYHU LEIIU ITPU YOBEKA.

TOKCHKOJIOTUYHUTE HAXOJKH, TI00PE MO3HATH OT MPESAKIMHUYHUATE MPOYYBAHMS HA HHXUOUTOPU Ha
aHTMOTCH3MH KOHBEPTHPAILUS SH3UM M OJIOKEepH Ha aHrHoTeH3uH Il perienTopure ca: HamansiBaHe Ha
napaMeTpHUTe Ha YePBEHUTE KPBBHU KJICTKHU (€PUTPOIIUTH, XEMOTJIOONH, XeMaTOKPHT), IPOMEHHU B
0b0OpeyHaTa XeMOoMHaMHKa (TIOBUIIIEHO HIBO HA a30T B KPHBTA U KPEATHHHH ), TIOBUIIICHA aKTHBHOCT
Ha MJIa3MEHUS PEHHH, XUMEePTPOQUS/XUTIepILIa3us Ha FOKCTATIOMEPYJIAPHUTE KICTKH U YBPEXKIaHEe HA
cToMainrHara jurasuiia. CTOMaIIHUTE JIC3UU MOTaT Ja ObJIaT MPEAOTBPATEHU/OTPaHUYCHU Ype3
MEePOpPaTHO A00aBsHE Ha (PU3NOJOTUYCH PA3TBOP M IPYIOBH JKHJIUINA 3a )KMBOTHHTE. [Ipn KydeTa ca
HaOJo1aBaHu ObOpeuHa TyOyapHa nunaraius u arpodus. Cunra ce, 4e Te3U HaXOJKH Ce IbJDKAT Ha
(bapMakoJIOrHYHaTa aKTUBHOCT Ha TenMucaptad. He ca HabmronaBanu eeKTH Ha TEIMUCAPTAH BBPXY
(bepTHIUTETa HA MBXKH W )KEHCKH WHIUBUJIH.

Hsima sicHu jaHHY 32 TepaToreHeH e)eKT, BIPEKH TOBAa PU TOKCHYHH JI030BU HMBA Ha TEJIMHCApTaH
€ HaOJrojaBaH eeKT BbpXy MOCTHATAIHOTO Pa3BUTHE HA TOTOMCTBOTO, KaTO IMO-HUCKO TEJIECHO
TErj0 U 3a0aBEHO OTBAPsIHE HA OUUTE.

Hsma nokasarencTsa 3a MyTareHHOCT U ChOTBETHA KJIACTOI€HHA aKTUBHOCT Ha TE€JIMHMCAPTaH MpH
U3MHUTBAHU IN VItro U KaHIIEPOTeHHOCT MPH ITbX0Be U MUIIKH. [IpoyuBanusita c HCTZ naBat
HECHT'YPHU JIaHHH 332 TEHOTOKCUYHOCT WITM KaHIIEPOTEHHU €EeKTH TPU HAKOM EKCIIEPUMEHTAITHU
MOJIEJIH.

3a (eTOTOKCHYHUS MOTEHIMAI HA KOMOMHALMATA TeIMUCAPTaH/XHIPOXIOPOTHAZN BUXKTE TOUKa 4.6.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NOMOIIHHUTE BelIeCTBA

JlakTo3a MOHOXHApAT

Marne3sues creapar

IlapeBuuHO HULIECTE

Mernymun

MukpokpucTaiHa Leryio3a

[osunon (K25)

UYepseH xene3ern okcup (E172)
Hatpues xunpokcun,

Harpues Humecren ravkonat (Tum A)
Copowuron (E420)

6.2 HecbBMecTHMOCTH

Henpunoxumo
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6.3 Cpok Ha rogHocT
3 ronuHU
6.4 CnenmuajJHM yCJI0BHUS HA ChbXpaHeHHUe

To3u JICKApPCTBCH NPOAYKT HC M3MCKBA CIICIUAIHNA TEMIICPATYPHU YCJIOBUS HAa ChbXpPaHCHHC. I[a Cce
ChbXpaHsBa B OpUTMHAJIHATa OIIaKOBKa, 3a 1da CC IPEAIIasyu OT BJiara.

6.5 Bwuau chabp:kaHue HA ONAKOBKAaTAa

Anymunuit/anymunnit omuctepu (PA/Al/PVC/Al nn PA/PA/AI/PVC/AL). Equn Gructep chabpxa 7
w10 TabneTku.

Bugose omakoBku:
- bmmacrep ¢ 14, 28, 30, 56, 90 unm 98 TabneTky wWiIu

- nepdopupan OaUCcTep ¢ SAMHUYHM J103H, ¢ 28 X 1 TabneTKu.

He Bcuuky BUOBE ONaKoBKM MOrar Aa ObAaT MyCHATH Ha masapa.

6.6 ChnenmnaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

PritorPlus Tpsi6Ba na ce chbxpaHsBa B 3amieyaTaHUTE OIMCTEPH, TIOPATIN XUTPOCKOITMYHUTE CBOMCTBA Ha
tabyietkute. TabneTkuTe TPsiOBa Ja ce U3BaXIaT OT OJUCTEpa, HEMOCPESACTBEHO MPEIU YIoTpeoa.
[lonsikora BRHIIHUS CIIOW HA OIUCTEpa MOXKE Jla C€ OTIENH OT BBTPEIIHUS CIoi. B Te3u ciydan He e
HEO0XOIUMO J1a ce IpeAlprueMar HsIKaKBH JHCTBUS.

Hewnsnom3panusat JICKApCTBCH NPOAYKT WJIM OTHAABYHUTE MATCPUAJTIU OT HETO TpHGBa Ja C€ U3XBBPJIAT
B CbOTBETCTBHE C MECTHUTE U3UCKBAHMS.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG

51368 Leverkusen

I'epmanus

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

PritorPlus 40 mg/12,5 mg TaGuetku
EU/1/02/215/001-005, 011, 013

PritorPlus 80 mg/12,5 mg Ttabuetku
EU/1/02/215/006-010, 012, 014

9. JATA HA ITbPBO PAZPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha epBO paspemasane: 22 anpuia 2002 r.
Jata Ha mociaemnHo nmoaHoBsBane. 14 maii 2007 T.
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

IMoapobHa uHpOpMaIKs 3a TO3M JIEKapCTBEH MPOIYKT € MpeJocTaBeHa Ha yebcaiita Ha EBpomneiickaTa
areHIusl Mo JiekapcTaaTa http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMSA TPOAYKT

PritorPlus 80 mg/25 mg tabietku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika Tabnetka cpaspika 80 mg Tenmucaptan (telmisartan) u 25 mg xuapoxaopoTuasua
(hydrochlorothiazide).

ITomonTHM BemiecTBa ¢ N3BECTHO JCHCTBHE

Bcesika Tabnerka chabpika 99 mg nakTo3a MOHOXHIPAT, KOUTO Ca EKBUBAJIICHTHH Ha 94 mg J1aKTo3a,
0e3BOIHA.

Bcesika Tabnerka chabpika 338 mg copoburon (E420).

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

TaOnerku
XKbaro-6enu Tabaetku ¢ npoawiroBara Gopma (6.2 mm) u rpaBupaH BbPXY TAX GUPMEH 3HAK U KOJ
H9.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHU MOKA3AHUS
JleyeHue Ha eCEHIMAIHA XUTIEPTOHUSL.

KomOunupanusT nexkapcTBeH npoayKT PritorPlus e ¢ pukcupanu no3u (80 mg Tenmucapras /25 mg
xuapoxsnoporuazua (HCTZ)) u e mokasaH 3a JieueHHE Ha Bb3PACTHH, YMETO KPHBHO HAJSTAHE HE €
KOHTpOJIMpaHo ajgekBatHo ¢ PritorPlus 80 mg/12,5 mg (80 mg tenmucapran/12,5 mg HCTZ) winu Ha
BB3PACTHH, KOUTO ca CTaOMIIM3UpaHy Mpeau Toea ¢ Tenmucaptad 1 HCTZ, npuemMaHu OTIEITHO.

4.2  Jlo3MpoOBKA M HAYMH HA MPUJIOKEHHE

2!03I/I[ZOBKa

KomOuHMpaHusT J1eKapcTBEH NPOAYKT C (PUKCUPaHU JO3U Ce IIpHeMa OT NAllMeHTH, YUETO KPHBHO
HaJISIraHe HE € aJleKBaTHO KOHTPOJIMPAHO MPU IPUEM caMo Ha TeaMucapTas. Ilpenu na ce npemune
KbM TO3U KOMOWHHUpAH JIEKapCTBEH MPOIYKT ¢ (GPUKCUPAHH JI03U € He00XOIMMO ITOOT/IEITHO Jia ce
TUTPUPAT JO3UTE HA BCEKH OT J[BaTa KOMIOHEHTA. [Ipy MOaXOASIIIN KIMHUYHA TOKa3aHUsI MOXKE
JUPEKTHO J1a ce IPEMHUHE OT MOHOTEpanusATa KbM preM Ha KOMOMHHUPaHHUS JIEKAPCTBEH MPOAYKT.

o PritorPlus 80 mg/25 mg moske na ce npuiioku eTUH BT JHEBHO MPH MAMEHTH, YAE€TO KPHBHO
HaJsiraHe He € KOHTPOJIMPaHo anekBatHo ¢ PritorPlus 80 mg/12,5 mg wiu Ha manueHTH, KOUTOo
ca crabunusupanu npenu Tosa ¢ renmucaptad U HCTZ, npuemanu otaenHo.

PritorPlus cemnpeiara omre u B 1o3u 40 mg/12,5 mg u 80 mg/12,5 mg.

Cmapuecka ev3pacm
He e HeoOxoauMo clienuaaHo KOpUrupaHe Ha 7j03aTa [IpY IallueHTH B cTapyecka Bb3pacT.

bvbpeuno yspeocoane

OnuThT NpH MAIUEHTH C JIeKa 10 yMEepeHa CTeNeH Ha ObOpEeYHO yBpeXk1aHe € MUHUMAJIECH, HO He
npeanonara HeXxenanu epeKkTH BbpXy ObOpennTe 1 He Ce CUMTa 3a He0OXO0AMMO KOpUTHpaHe Ha
no3ata. [IpenoppuBa ce MepUOANIHO NpOCiIeAsBaHe Ha ObOpedHuTe PyHKINH (BK. ToUKa 4.4).
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[Mopaan HaNMMUYUETO HA KOMIIOHEHTA XUIPOXIOPOTHA3H]] KOMOMHUPAHUST JICKAPCTBEH MPOIYKT C
(uKCHMpaHU A03M € MPOTHBOIOKA3aH MPH MAllMEHTH C TeKKA CTETNeH Ha OBbOpEeYHO yBpeKIaHe
(xpeatnrnHOB KIMpBHC < 30 ml/min) (Bk. Touka 4.3).

TenmucapTad He ce OTAETS OT KPBBTA MPH XeMOPUITPALXS U HE c€ AUANTU3UPA.

Yeprnoopobno yspedcoane

[Tpu manumenTy ¢ JeKo 10 CpeaHo YepHoapoOHO yBpexkaane PritorPlus TpsiOBa na ce mpuinara c
MOBHIIIEHO BHUMaHUe. 3a TeIMHUCapTaH JO3UPOBKaTa He TpsOBa 1a HaxBumasa 40 mg BeAHBK
nHeBHO. KOMOMHHpaHUAT IEKapCTBEH MPOIYKT ¢ GUKCUPaHH JJO3H € MPOTHBONIOKA3aH MPH MallHCHTH
C TEXKKO YepHOAPOOHO yBpexkaaHe (Bk. Touka 4.3). Tuasuaure TpsOBa Aa ce U3MOA3BaT MPEIIa3IHBO
NPY MAIKMEHTH C HAPYIICHU YePHOIPOOHH (YHKIMH (BXK. Touka 4.4).

Ileouampuuna nonynayus
besonacHocTTa 1 edukacHocTTa Ha_PritorPlus npu nanmenTu Ha Bb3pact nox 18 roaunu He ca
ycTaHoBeHH. Ymiorpebara Ha PritorPlus mpu fena u roHOIIM He € MpenopbYNTETHA.

Hauun Ha npunoxxeHue
Ta6nerkute PritorPlus ca mpennasHaueHu 3a MepoOpaHO MPHIOKEHHE BEIHBK JHCBHO U TPsIOBa 1a ce
MOTITBIIAT LIeNH ¢ TedHOCT. PritorPlus Moke ma ce mpuema cbe mim 6e3 xpaHa.

IIpeonasnu mepxu, Koumo mpa66a 0a Ovoam 3emu, npeou paboma CbC ULU NPUTIOdICEHUE HA
JIeKapCcmeenust NPOOYKm.

PritorPlus TpsioBa ia ce chxpaHsiBa B 3aniedaTaHus OiucTep, MOPaJd XUTPOCKOITMYHUTE CBOMCTBA Ha
tabyietkute. TabneTkuTe TpsiOBa Ja ce U3BAXKIAT OT OJIUCTEpa HEITOCPEACTBEHO MPEaU yrnoTpeoa.
(BX. TOuKa 6.6).

4.3 TIIpoTruBomoKa3aHus

o CBpBXYyBCTBUTEITHOCT KbM aKTHBHHUTE BEIIECTBA MM KbM HSAKOE OT TOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.
o CBpBbXUyBCTBUTETHOCT KbM IPOU3BOAHUTE Ha cylpoHamMuIHUTe cyOcTanuu (Teii kato HCTZ

€ CyJI(OHAMHUIHO TIPOU3BOJIHO).

Bropo u Tpero TpuMeceure Ha GpeMeHHOCTTa (BK. TOukH 4.4 U 4.6).

XoecTaza 1 OOCTPYKTHBHH HAapyIICHHS HA KIIbUYHHUTE IBTHUIIA.

TexKo uepHOAPOOHO YBpeXKIaHE.

Texka creneH Ha 0bOpedHO yBpexaane (kpeaTnHUHOB KimpbHC < 30 ml/min), anypwust.
PedpakTopHa XHNOKaIMEeMusl, XUTIEPKAIIIUEMHSI.

EnnospemenHnara ynorpe6a Ha Tenmucaptan/HCTZ ¢ anuckupeH-chIbpikaliy NpogyKTHU €
MIPOTUBOIIOKA3aHa NIPU MAIIMEHTH ChC 3aXapeH auadeT win ObOPEeYHO YBpPEKIaHEe
(GFR < 60 ml/min/1,73 m?) (Bx. Touku 4.5 5.1).

4.4 CneuuajHu npeaynpe:kaeHus ¥ NpeAna3Hu MepKH NpH ynorpeda

Bbpemennoct
He Tpsa6Ba na ce 3anouBa npuem Ha aHTHOTeH3HH 1l penenrtopHu 010KepH 1Mo BpeMe Ha OpeMEHHOCT.

[TarueHTKUTE, KOUTO TUIAHUPAT OPEMEHHOCT, TPsIOBa Ja MPEMHUHAT KbM aJITePHATUBHO
AHTUXUIIEPTEH3UBHO JICYCHHE C YCTAHOBEH MPoduiI Ha O€30MacHOCT IpHU yIoTpeda 1Mo BpemMe Ha
OpeMEHHOCT, OCBEH aKO CE€ CUUTa, Y€ € OT 0COOCHA BAXKHOCT JIa C€ TIPOABIIKHU JICUCHHETO C
anrnoten3uH Il perenropHu O10Kepu. AKO € TMAarHOCTUIIMPaHa OPEMEHHOCT, JICUEHUETO C
anrnotensuH Il penenropuu O10Kkepu TpsOBa He3a0aBHO Ja Ob/Ie IPEYCTAHOBEHO M aKO € MOAXOIAII0
Jia ObJIe 3aII0YHATO ANTEPHATHUBHO JieueHue (BK. TOUkH 4.3 u 4.6).

UepHOOpoOHO yBpEKIaHE

Tenmucapran/HCTZ e TpssOBa aa ce mpuiiara MpH MaldeHTH ¢ X0JIeCTas3a, ¢ XKIIbYHU OOCTPYKTUBHU
HAPYIICHUS WIH TSKKA YepHOIPOOHA MHCY puimeHIus (BXK. Touka 4.3), Thil KaTo MO-TOJIIMATa YacT
OT TEJIMHCAPTaH Ce eTMMIHKpA upe3 rbukaTa. [Ipu Te3n manueHTH Moxe Ja ce o4YakBa HaMaJleH
YepHOPOOCH KIUPHHC.
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Ocgen ToBa, renmucaptan/HCTZ Tps6Ba ga ce mprunara BHUMATEIHO IPU MAMEHTH C HAPYIICHUS B
4epHOIPOOHATA (DYHKITHS M IPOTPECUPAII0 YSPHOIPOOHO 3a00IsIBAHE, Thil KATO B TE3U CIIy4au
MaJIKU IPOMEHU BBB BOJTHO-CIICKTPOJIUTHHS OaJlaHC MOTAT Jia J0BEIaT 0 YepHOApoOHa koMa. Hsma
KIMHAYHU JTaHHY 32 U3no13BaneTo Ha tenmucaptan/HCTZ npu manueHT ¢ 4epHoIpoOHN
HapyIICHHS.

PeHoBackynapHa XHIIEPTOHUS

Koraro nanuenTy che cTeH03a Ha ABeTe OBOpPEUHN apTeprH WM CTEHO3a Ha apTepHsTa KbM eIHHUICH
¢dyHKIIOHUpaN] ObOPEK ca TPETUPAHHU C JICKAPCTBA, MOBIUABAIIM CUCTEMAaTa PCHUH-aHTHOTEH3WH-
AJIJIOCTEPOH ChIIECTBYBA MOBUIIICH PUCK OT TSKKA XUIIOTOHUS M OhOpeUHa HEIOCTATHYHOCT.

br0peuHo yBpeksiaHe v ObOpeYHa TPaHCIIIIAHTALIUS

Tenmucapran/HCTZ e TpsiOBa Aa ce mpuiara Mpy NalMeHTH C TEXKa cTereH Ha 0bO0peyHo
yBpexaane (kpeaTHHUHOB KiHpBHC < 30 ml/min) (Bk. Touka 4.3). HaMa noctaTh4HO JaHHU 110
OTHOIIICHWE Ha MpmiiokeHueTo Ha tenmucaptan/HCTZ npu manueHTH, MpeThpIiess HACKOpo
0b0peuHa TpaHcrulaHTauus. Hanmune e orpannyen onut ot ynorpebara Ha tenmucapran/HCTZ npu
MIAIUEHTH C JIEKH J0 CPEAHO TeKKH ObOpEeUHU HApYIIeHUs, TIOPaIn KOETO CE MPEernophIBa
MIEPUOANYHO TIPOCIICIBAaHE HA HUBATa HA KWW, KPeaTHHUH U TIMKOYHA KUCEeNTnHA B cepyMa. [Ipu
MAIMEHTH C HapylleH! ObOpevHr QYHKIMH MOXKE Jia Ce MOSIBH a30TEMHUsI, CBbpP3aHa C THA3UIHUTE
JTUYPETHLIH.

TenMucapTtaH He ce OTAENS OT KPBBTA MIPHU XeMODMITPAIHA U HE Ce TUaH3upa.

IanueHTy ¢ TeKBK HATPUEB JeHUITUT W/ WK HaMaJIeH 00eM Ha IUPKYJIMpaIlara KpbB
CuMITTOMaTHYHA XUIIOTOHUS, OCOOEHO CIIe]] ITbpBaTa J03a, MOXKe JIa Ce HaOJr01aBa IpY MAIHEeHTH C
TEXbK HaTPHEB NePUINT WIK HAaMaJIeH 00eM Ha ITUPKYJIHpaIiaTta KpbB IIPH MOIIHA Ny PEeTUYHA
Tepanus, JUeTa ¢ OrpaHUYEHO IPUEMaHe Ha COJI, TUapys WIK NOBpbINaHe. TakuBa ChCTOSHUS,
0c00€HO Te)KBK HATPUEB JePHUINT U/WIIM HaMalleH 00eM Ha UpKyJIupaliata KpbpB, TpsaOBa aa Obaat
KOpPHTHPaHH Mpeu npuiokeHue ua PritorPlus.

ITpu ynotpeba Ha HCTZ ca nabiiojaBaHu U30IMPaHK CTydad Ha XUITOHATPUEMUS, TIPUAPYKEHA C
HEBPOJIOTMYHU CUMIITOMH (TajICHe, IPOTPECUBHA JIC30PUCHTAIINS, allaTHs).

JIBOiHO OJIOKMpaHEe Ha PEHMH-aHTHOTeEH3nH-agocTeponoBara cucrema (PAAC)

Wwma nannu, ye eqHoBpeMeHnHaTa ynorpeba Ha ACE unaxuburopu, anruotensut [I-penentopan
0JIOKEepH WM ATMCKUPEH MTOBUIIABA PUCKA OT XUIIOTOHMS, XUIIEPKATUEMHSI 1 HAMAJIIBaHE Ha
0b0OpeuHaTa QyHKIUS (BKIIOUUTETHO OcTpa OBO0pevHa HepocTaThaHOCT). [lopanu ToBa He ce
npenopbyBa qBoiHO O6nokupane Ha PAAC upe3 komOnHupanara ynorpeda Ha ACE naxuburopwu,
anruoreH3uH |l-penentopHu 65oKkepH wim anuckupeH (Bxk. Touku 4.5 u 5.1).

AKO ce TpelieHy, Ye TepanusaTa ¢ ABOHHO OloKupaHe € a0COIIOTHO He00X0AuMa, ToBa TpIOBa Ja
CTaBa camo 10/ HaOJI0JJIEHNETO Ha CIICIMATUCT U MPH YeCTO BHIMATEITHO MOHUTOPUPAHE Ha
O0bOpevHaTa QYHKINS, EIEKTPOIUTHTE M KPHBHOTO HaJIATaHE.

ACE unxuburopu u anruotensuH |l-penentopan 61okepu He TpsiOBa J1a ce M3MO0JI3BAT €THOBPEMEHHO
NpY TTALMEHTH ¢ AuabdeTHa HedponaTusl.

Jpyru cbCTOSHUSA CHC CTUMYJIAINS HA CUCTEMATa PEHUH-aHTMOTEH3UH-AIIOCTEPOH

[Ipu nauyeHTH, YUITO BacKynapeH TOHyC U ObOpeyHa GyHKLHUS 3aBHCAT OCHOBHO OT aKTMBHOCTTA Ha
CHCTeMaTa PeHWH-aHTMOTEH3NH-ATA0CTEPOH (HApUMeEp MAIlMeHTH C TeXKa 3aCTOWHA ChpeYHa
HEJOCTaThYHOCT WM TOUIeXKAIIo ObOpeyHO 3a00IsBaHe, BKIIOUUTEIHO U CTEHO3a HAa ObOpeuHara
apTepus), JICYCHUETO C JIEKAPCTBEHH MPOILYKTH, KOUTO MOBIUSABAT Ta3U CHCTEMa IPEIN3BUKBA OCTPa
XHUIIOTOHHSI, XUIIEPA30TEMHUS, OJTUTYPHUS WK PSAIKO ocTpa ObOpedHa HeIOCTaThYHOCT (BXK. Touka 4.8).

[IspBUYEH AIOCTEPOHUIBEM

[TanueHTH ¢ TBPBUYEH ANIOCTEPOHU3HM 110 TIPUHITUIT HAMA JIa pearupat Ha aHTUXUIIEPTEH3UBHU
JICKApCTBCHU IMPOAYKTH, HeﬁCTBaIHH upe3 I/IHXI/I6I/IHI/I$[ Ha cucteéMara pCHUH-aHT'MOTCH3UH. Hopazm
TOBa, ynorpebara Ha Tenmucaptan/HCTZ He ce mpenopbuba.

CreHo3a Ha a0pTHATA U MHTPAJIHA Kilarna, OOCTPYKTHBHA XI/IHCDTDOd)I/I‘-IHa KapaAnOoMHUOIIaTHA
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KaxTto npu apyrute BazoauaaTaTopH, CICIHAIHO BHUMAHUE € HEOOXOIUMO TIPH MAIMCHTH, CTPaIaIn
OT a0pTHA WITM MHUTpPAJTHA CTEHO3a WM OOCTPYKTHBHA XUIIEPTPOPUIHA KaPTUOMHOTIATHSI.

MeTa0oauTHH U eHIOKPUHHU eEeKTH

JleyeHneTo ¢ THA3UIN MOJKE JIa HAPYIIH TIFOKO3HUS TOJIEPAHC, TOPAJIU TOBA, P MAIUCHTH C JHAa0eT,
JIEKYBaHU C MHCYJIUH WM aHTUINA0CTHH JIEKAPCTBEHH MPOJAYKTH U TEPAIUs ¢ TEIMUCAPTaH, MOXKE Ja
HACTBIIM XUITOTIIMKEMUsI. 3aTOBA MPHU TE3H MAIUEHTH TPIOBa Ja ce OOMHUCIU ChOTBETHO MPOCIE/ISIBAHE
Ha KpbBHATA 3aXap ¥ MOXKE J]a ce HaJ0XKHU KOPUTHUPAHE Ha J103aTa Ha MHCYJIMHA WK aHTUINA0CTHUTE
JICKapCTBa, KOraTo € rmokaszano. [1o BpeMe Ha Tepanusrta ¢ THA3UIM MOXKE Ja Ce IMPOSIBH JATCHTECH
3axapeH AuaderT.

JleuenneTo ¢ THa3UIHU JUYPETHULIM CE CBBP3Ba C MIOBUIIABAHE HA HUBATA HA XOJECTEPOJI U
Tpurnunepunu. Bee mak, npu no3a 12,5 mg TuasuaeH JUypeTHK, ChIbpiKalla ce B JIEKapCTBEHUSI
MPOAYKT, Te3U e()eKTH ca MUHIUMAIHU WU JurcBart. [Ipy HIKOW manueHTy Ha THAa3WAHA Tepamus
MOJKeE J]a C€ pa3BUe XUIIEPYPUKEMHUsSI WK pa3rbpHATa M0Jarpa.

Enekrponuten aucbananc

KakTo npu BCHYKH MAIMEHTH Ha TUYPETHYHA TEPAIHs € HEOOX0IUMO Ha ONpe/eeHH HHTEPBAIN J1a
ce MPOBEX/1a MEPHOINYHO MPOCIICIIBAHE HA HUBATA HA €JIEKTPOJIUTUTE B CEpyMa.

TuasuauTe, BKIIOYUTEIHO XMIPOXIOPOTHA3H/I, MOTaT JIa TOBEIAT J0 BOAHO-EJIEKTPOIIUTEH ArcOaIaHc
(BKHIO‘-II/ITCHHO XUIIOKAJIMEMH, XUIIOHATPUECMUA U XUITOXJIOPEMUYIHA aJ'IKaJ'IO3a). Hauannure
NPHU3HAIH 32 BOJAHO-CJICKTPOIIMTEH TUCOATAHC ca: CyX0Ta B yCTaTa, Xax/1a, aCTCHHUS, ChHIUBOCT,
3aMaiiBaHe, 0€3MOKOICTBO, 00JIKa B MYCKYJIMTE WJIM MYCKYJTHH KpaMIIH, MyCKYJIHa c1a00cCT,
XHUIIOTOHHA, OJIUT'YPUs, TaXUKApAHUA U CTOMAITHO-YPEBHU CMYIICHHA KATO Ira/ICHC UJIU MMOBPHIIAHC
(Bx. Touka 4.8).

- XunoxkanaueMus

Brwnpeku ue, npu ynorpebara Ha THa3UIHU JUYPETHIIA MOXKE J1a CE Pa3BHE XUMOKATHEMUS,
€IHOBPEMEHHOTO JICUCHHE C TeIMUCAPTaH MOXKE J1a peAyLHpa PpeAU3BUKaHaTa OT AMYPETHLINTE
XUMOKAIMEMHS. PUCKBT OT pa3BUTHE HA XUTIOKATMEMUSI € TI0-TOJISIM ITPH TAMEHTH ¢ YepHOAPOOHA
UpO3a, TIPH MAIUEHTH ChC 3aCHIICHA Uy pe3a, TIPH MAIllMeHTH, KOUTO OeMaT HeaJeKBaTHO
KOJINYECTBO €JIEKTPOJIUTH NPE3 yCTaTa 1 MPH NallUeHTH, KOUTO €THOBPEMEHHO C€ JIEKYBAT C
KOPTHUKOCTEPOUIH WK aJpeHOKOPTUKOTporieH xopMoH (ACTH) (Bk. Touka 4.5).

- XunepkaiueMmust

B npoTHBONONOXHUS CIydail MOXKE J1a Ce CTUTHE 10 XUIIEPKaJTUeMus, IbJDKaIlla ce Ha aHTaroHu3Ma
Ha TeTMHUcapTaH (KOMIIOHEHT Ha JIEKapCTBEHUs MPOIYKT) KbM aHruoreHsuH Il (AT1) peuentopure.
Makap ue, nocera He € 0TOeINsI3aHO HATMYME HA KIIMHUYHO 3HAYMMa XHUIIEPKaJTHeMus 110 BpeMe Ha
neuyenne ¢ renmucapran/HCTZ, puckoBute hakTopu 3a pa3BUTHETO i BKIIOYBAT ObOpedHa
HEIOCTATHYHOCT W/HITU Chp€YHA HEIOCTAThYHOCT U 3axapeH auader. Kanuit-cbxpaHsBamure
JTUYPETHUIIH, KaTMeBUTE T00ABKU HIIM 3aMECTUTEITUTE Ha COJNTA, ChABPIKAIIY Kalllid TpsIOBa Ja Obaat
BHHMATEJTHO NIPUJIaraHy 1o Bpeme Ha jedenue ¢ tenmucaptan/HCTZ (Bx. Touka 4.5).

- XUMOXJIOPEMUYHA aIKa103a
XIOpHUAT AePUINT OOMKHOBEHO € JIEK M HE HaJlara JOIbJIHUTEITHO JICUEHHE.

- XunepkaiuueMus

Tuazuaure Morar Ja HAMAJSAT U3BYBAHETO HA KM C ypUHATa U J1a JOBEJAT 10 IPEXOJAHU U JIEKU
YBEJMYEHHs HA CEPYMHHUS KLU [IPH JIMIICA HA YCTAHOBEHHU HAPYIIECHHS B KAILUEBHS METa00IU3bM.
3HauuTeNHATa XUIIEPKAIINEMHUs MOKe J1a € IOKA3aTENCTBO 3a CKPUT Xumepnaparupeonan3sm. [Ipenn
Jia ce TIPOBEJIe U3CIICABAHE HA TIAPATUPOUTHUTE (PYHKIIUH TPSOBA J]a ce MPEeKpaTH IpueMa Ha THA3UJIH.

- Xuromarsae3ueMus

Tuazugure yBenuyapar OTAEISHETO Ha MarHe3uil ¢ ypuHara, KOeTo MOXe Ja J0BeJe 10
XHromartesuemus (Bx. Touka 4.5).
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Etanuecku pasnmaus

KaxTo ¢ HabmromaBaHo Ipy HHXUOUTOPHUTE Ha aHTHOTEH3WH KOHBEPTHPAIIHS €H3UM, TeIIMUACAPTaH U
JpyTuTe aHrnoTeH3uH 11 penenTopHu OJI0KEepH ca OUEBUIHO MO-MAIKO €EKTUBHU B MOHMKABAHETO
Ha KPBBHOTO HaJISITaHE MPHU XOpa OT YepHaTa paca, OTKOJIKOTO MPHU APYTUTE PACH, BEPOSITHO MOPATU
M0-9eCTOTO CpellaHe B YepHAaTa MOIyJIalns Ha HICKO PEHHHOBO HHBO C MPOSIBM HA XUIIEPTOHUS.

HcxemuuHa 6oiecT Ha ChpLETO

Kakro npu apyru aHTUXUNIEPTEH3UBHU ar€HTH, €KCLIECUBHATA PEAYKIHS HAa KPBBHOTO HAJSITAaHE IIPU
NAIMEHTH C UCXEMUYHA KapAUONAaTHsI MM UCXEMUYHO KapAMOBACKYJIAPHO 3200 sIBaHE MOXKeE /1a
JIOBeJie 10 MHOKapeH NH(PAPKT WIH UHCYIT.

O6mu

[Tpu manmenTy che uaK Oe3 aHaMHe3a 3a aJleprus WM OpoHXHallHa acTMa MOXKe J1a ce HabIronaBaT
peakuuu Ha cCBpbX4yBcTBHTENHOCT KbM HCTZ, HO ca mo-BeposTHH NpH MALUEHTH C TaKaBa aHAMHE3a.
Vma cpo01menns 3a 000CTpsiHE WM aKTHBHPAHE HA CUCTEMEH JIYITyC €pUTEMATO3YC ITPH TAIlHEHTH,
JEKyBaHU C THA3UIHU ANYPETUIH, BKirountenHo HCTZ.

Nma cpobienns 3a peakiuy Ha ()OTOUYBCTBUTEIHOCT IPH yHOTpedaTa Ha THA3HHU AUYPETHLH (BK.
touka 4.8). [IpemmopruBa ce mpekpaTsiBaHe Ha TepanusiTa, akO c€ MOSIBH PEaKIIis Ha
(OTOUYBCTBUTEIHOCT B TIEPUOA Ha JICYEHHE. AKO CE CUUTA 32 HEOOX0IMMO OTHOBO BKJIFOUBAHE Ha
JIUYPETHK, ce MPernopbyBa Npeana3BaHe Ha 30HUTE, KOUTO CE U3JIaraT Ha CIIbHIIC HJIH Ha U3KYCTBEHH
UVA ibum.

XopouaaneH U3IUB, KbCOJIEICTBO U 3aKPUTOBI'BJIHA INIAYKOMa

Xuapoxsopotuasuj € cyahoHaMu I, KOWTO MOXKE Ja MPUYUHY UIUOCHHKPATHYHA PEaKIus, BOACIIa J10
XOPOHIANICH U3JHB C Ae(QEeKT Ha 3PUTEITHOTO I0JIE, OCTPO MPEXOTHO KHCOTIIEACTBO H OCTPa
3aKPUTOBIBIHA TTaykoMa. CHMIITOMHTE BKIIIOYBAT B HAYAJIOTO OCTPO MMOHIDKEHUE Ha 3pUTETHATa
OCTpOTa WJIK 0OYHa 00JIKa, 1 OOMKHOBEHO CE TOSBSIBAT B PAMKHUTE HA YaCOBE JI0 CEAMMIIA OT HA4aJ0TO
Ha nedeHuneTo. HenekyBaHara, ocTpa, 3aKpUTOBI'bIIHA TJIAyKOMa MOKE JIa TOBEJIE JI0 TpaiiHa 3ary0a Ha
3penue. [I5pBUYHOTO JIeUEHHE €, Ja ce CIpe MprueMa Ha XUPOXIOPOTHAZH]T, KOJKOTO € Bb3MOXHO TI0-
ckopo. HaBpeMeHHO JieueHne Wi XUpyprudHa HHTEPBEHIIUS MOXKE J1a C€ HAIOXKHU J1a C€ OOMUCTIAT,
aKO BBTPEOYHOTO HaJlaraHe OCTaBa HEKOHTPOJUPaHO. PuckoBuTe akTopu 3a pasBuBaHe Ha OCTpa
3aKPUTOBIBITHA TITAYKOMa MOKE Jla BKIIIOUBAT aHAMHE3a 33 aJIeprus KbM CYJI(POHAMUIH WITH
TIEHUIIFITAHH.

HemenanomeH pak Ha KoxkaTta

B nBe enuueMHONIOrnYHN NPOYYBaHMS, OCHOBABAILM CE HAa JATCKUS HALMOHAJICH PAKOB PETUCTHD, €
HaOJIr0/1aBaH MMOBHIIECH PUCK OT HeMellaHOMeH pak Ha kokata (HMPK) [6a3zanHokneTbueH KapiuHoOM
(bKK) u ckBamo3zHoknerpueH kapunaoM (CKK)] mpu HapacTBala ekcro3unys Ha KyMyJaTHBHA 71032
HCTZ (Bx. Touka 4.8). ®orocencudbmmmsupaniure epexrn va HCTZ morat 1a aeicTBar KaTo
BEpOATEH MeXaHU3bM 3a pa3zutue Ha HMPK.

[Nanuenture, npuemaiiu HCTZ, tpa6Ba na 6bpaat nHpopmupanu 3a pucka or HMPK u cpBeTBann
PEIOBHO J1a TPOBEPSIBAT KOXKATa CU 32 HOBM JIE3HUM M He3a0aBHO Jja ChOOLIaBaT IpH MOsIBa HA
MIOJIO3PUTEITHY KOXKHH Jie3nd. Ha marueHTuTe TpsiOBa Ja ce mpenopbyar Bb3MOXKHU PEBAHTUBHU
MEPKH, KaTO OTPaHUYEHO M3JaraHe Ha CIIbHYEBa CBETJIMHA U YJITPaBUOJICTOBH JIbUH, a B CIIydyail Ha
€KCIO3MLMS, TOIXO0IAIIA 3aIUTa, 3 JIa CE CBeJle 10 MUHUMYM PUCKBT OT PaK Ha KOXKaTa.
ITomo3purenHuTe KOKHM JIe3UH TPsiOBa Aa OBIAT MOAI0KEHN Ha HE3a0aBHO M3CIIEBAHE,
MOTEHIIMAITHO BKITFOYBAIIO XUCTOJIIOTUYHH U3CIIe[BaHMs Ha OHOTIcHYHN Matepuaiu. [Ipepasriexnane
Ha ynotpebata Ha HCTZ moske a ce HaJloXH U PH MAlMEeHTH, KOUTO ca nMaiu npenxoaeH HMPK
(BK. cbiio Touka 4.8).
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Octpa pecnupaTopHa TOKCHIHOCT

Crnen mpueM Ha XHIPOXJIOPOTHA3U]I CE ChOOIABAT MHOTO PEIKH TEXKKHU CIydan Ha OCTpa
pecrnupaTopHa TOKCHYHOCT, BKIIOUUTEITHO OCTHp pecrupaToper auctpec cunapom (OPJIC). Cnen
NpYeM Ha XUAPOXJIOPOTHA3H] OOMKHOBEHO c€ pa3BuBa 0enoipoOeH OTOK B paMKUTE HAa MUHYTH JI0
yacoBe. B HAUamoTo CHMITOMHUTE BKITIOUYBAT JAUCITHES, IOBUIIICHA TEMITEPATypa, BIOMIABAHE HA
6emonpobHarta dhyHkIws u xunoTonus. [Ipu cemuenne 3a OPJIC Tps6Ba na 6be CripsiH IPUEMBbT Ha
PritorPlus u na ce mpuioxu MoaXo 110 JieueHrne. XUAPOXJIOPOTHA3H] He TPsIOBa J1a ce mpujiara npu
MaIMeHTH, KOUTO Nipean ToBa ca nonydaBand OPJIC cnen npuem Ha XUIAPOXIOPOTHAZH.

WHTecTHHANCH aHTHOEIeM

3a UHTECTHHAJICH aHTHOE/IeM Ce ChoOIIaBa IPpH MalUeHTH, JICKYBaHU ¢ aHTHOTeH3UH 11 perientopHn
aHTaroHUCTH (BX. Touka 4.8). Te3n manueHTn nMaT KopeMHa 00JiKa, TaJicHe, TOBPBIAaHe U AHAPHS.
CHUMITTOMHTE OTIIYMSBAT CJIE/ MPEYCTAaHOBSBaHE Ha aHTHOTEH3UH Il perenTopHUTE aHTarOHUCTH.
AKO ce TUarHOCTUIIMPa UHTSCTUHAIICH aHTHOCIEM, JICYCHUETO C TeIMUCApTaH TpsiOBa Ja ce
MPEyCTAaHOBH M JIa CE 3all0YHE MOIXO IS0 HAOMIOACHUE J0 TBIHOTO OTINYMSIBAHE HA CHMIITOMHMTE.

JlakTo3a

Bceska Tabnerka cpabppika gakTo3a. [lanenTy ¢ peaku HacaeICTBeHU NPoOIeMH Ha HETOHOCUMOCT
KBM TaJIaKTO03a, IIbJICH JIAKTa3eH AS(PUIINT WK TIFOKO30-TaIaKTO3HA MaabcopOIsl He TpAOBa 1a
NpUeMar TO3H JIEKapCTBEH MPOIYKT.

Copburon
PritorPlus 80 mg/25 mg Tabnetku chabpka 338 mg copOuTos BbB Besika TabneTka. To3u ekapcTBeH

MPOAYKT He TpsiOBa /1a ce mpueMa OT MalueHTH ¢ HacleICTBEHa HETOHOCUMOCT KbM (pPyKTO3a.

Bcesika Tabnerka chabpika mo-manko ot 1 mmol mHatpwmii (23 mg) Ha TabieTka, T.e. MOXe J1a Ce Kaxke,
4e MPaKTUUECKU HE ChAbPKa HATPUH.

45 B3aumMmopeiicTBHE ¢ IPYTHU JeKAPCTBEHH MPOAYKTH U APYTrH (JOPpMH HA B3aUMOoO/eiicTBHE

JIutuii

ITo BpeMe Ha eTHOBPEMEHHO NPUIIOKEHHUE HA JIUTHUH ¢ MHXUOUTOPH HA aHTMOTEH3WH KOHBEPTUPAIINS
€H3UM ca HabIoaaBaHu 00paTUMH MTOBULICHUS HA CEPYMHHTE JIMTHEBU KOHLEHTPALMH U IPOSBU Ha
TokcmyHOCT. ChOOIIaBaHu ca PEAKH CiTydau u ¢ anrnoTeH3uH Il petientopHu 01okepy (BKIIOYUTEITHO
tenmucaptan/HCTZ). EnnoBpemenHoTO npritarane Ha tuThid 1 renmucaptan/HCTZ we ce
npenopbuBa (BX. Touka 4.4). AKO Ta3u KOMOMHALMS € OT ChIIECTBEHO 3HAUEHHUE, CE MIPEropbyBa
BHUMATEIHO MPOCie/IIBaHe Ha CEpyMHUTE JTUTHEBU HUBA 110 BpEME Ha €THOBPEMEHHO MPUIIOKEHHE.

JlexapcTBEHU MPOJIYKTH, KOUTO BOJAT JI0 3ary0a Ha KWl U XUIIOKAIMEMUS (HaIlpuMep JIPYTH
KaJIMYPETHYHH TUYPETHIIH, JIaKcaTuBH, kKopTukoctepouau, ACTH, ampoTepaliit, kapOEHOKCOJIOH,
neHuIIuH G HATPUH, CATUIIMIIOBA KUCEIUHA U TIPOU3BOIHUTE i).

AKO Te3u BelecTBa TpsAOBa J1a ce MpHeMaT eTHOBPEMEHHO ¢ KoMOuHarusTa Tenmucapran-HCTZ, ce
MperopbhYBa MPOCieIsIBaHe Ha KAIMEBUTE HUBA B TIa3Mata. Te3u JIeKapCTBEHH MPOYKTH MOXKE J1a
notenimpar epexture Ha HCTZ BopXy cepyMHus Kanuii (Bx. Touka 4.4).

MoHI KOHTPACTHY BeliecTBa

HpI/I Aexuapartangus BCICACTBUC Ha IpUEMaAa Ha AMYPETHULN ChIIECTBYBA ITOBUIIICH PUCK OT OCTpa
(G yHKIIMOHAIHA ObOpeYHa HEAOCTATHYHOCT, OCOOCHO MPH YIOTPeOa Ha BUCOKH J03U HOJIHU
KOHTpAacCTHH BemecTBa. HeoOxoauma e pexuparaius npean MpIoKEHUETO Ha HOIeH POIYKT.

JlexapcTBEHM MPOAYKTH, KOUTO NOBHIIIABAT KAIMEBUTE HUBA WIIM HHAYIIMPAT XUTEPKATUEMUS
(narmpumep ACE nHXHOHUTOPH, Kanui-ChbXpaHABaIlIN AUNYPETHULH, KaTUeBU 100aBKH, COJIEBH
3aMECTUTEINHN, ChAbPKAIY KaJINH, IUKIOCTIOPHH WIN APYTH JIEKAPCTBEHU POAYKTH KaTO XENapHuH
HaTpUi)

AKO Te3u JIeKapCTBeHH MPOAYKTH Ca MPEANUCaHH 3a YIoTpeOa eTHOBPEMEHHO C KOMOMHAIIHSTA
tenmucaptan-HCTZ, nmpenopbuBa ce MOHUTOpUpPAHE Ha KaJIMEBUTE IJIa3MEHU HUBA. Bb3 ocHOBa Ha
OIKTA C U3MOJI3BAHETO Ha APYTH JEKAPCTBEHU NPOAYKTH, HAMaIsIBally AEHCTBUETO HA CUCTEMATa
PEHHUH-aHT'MOTEH3UH, CHIIBTCTBAILOTO IPUIIOKEHUE HA TOPECTIOMEHATUTE JIEKAPCTBEHU NPOJSYKTH

29




MOJKE J1a IOBEJIE JI0 MOBHIIaBaHEe Ha CEPYMHHUS KaJIUi U TI0 Ta3W MPUYMHA HE e PErnopbuBa (BiK.
Touka 4.4).

JlekapCTBEHU NPOJIYKTH, KOUTO CE MOBJIMSIBAT OT HAPYIICHUS B CCPYMHHUS KA

IIpenoppuBa ce nepruoAUYHO NpocieasIBaHe Ha HUBaTa Ha cepyMHus Kanuid u EKT" xoraro

temucaptan/HCTZ ce npunara eqHOBpPEMEHHO € JIEKapCTBEHH MPOTYKTH, KOUTO CE MOBIMSABAT OT

MPOMEHH B CEPYMHUS KK (HAPUMEP AUTUTATUCOBU TIIUKO3UIH, aHTHAPUTMUYHH) U CIICTHUATE

JIEKapCTBEHU MPOAYKTH, Tpenn3BUKBaIy torsades de pointes (BKIIFOYBAIIN HIKOW aHTHAPUTMUYHH),

KaTo XUIOKAIMEMHSITA € TIpeapasmosarani ¢paktop 3a torsades de pointes:

- kiac la anTuapuTMuyHY (HampuMep XUHUIUH, XUIPOXUHUIUH, JU30THPAMU]T)

- kiac [l anTHapuTMUYHU (HanpuMep aMUOIAPOH, COTAION, TOPESTHIIU T, HOYTHITU)

- HSKOW aHTUTICUXOTHIHN (HAIPHIMEP THOPHUIA3WH, XJIOPIIPOMA3HH, IEBOMETPOMA3HH,
TpUQITyOTIepa3uH, TUaMEMa3¥H, CYJITUPUJ, CYJITONPHUI, AMUCYJIIIPHI, THATIPHUI, TUMO3UI,
XaJIONEePUAOI, APOTIEPUI0I)

- Ipyru: (HampuMmep OempuandI, nu3anpun, nudeManu, eputpomunuH [V, xanodanTpuH,
MU30JIACTUH, TIEHTAMHUINH, criapdokcanuH, TepdeHannH, BHHKaMuH [V)

JWIUTaTCOBY TIINKO3H/IH
[Ipenu3BUKaHaTa OT THA3HIM XUIIOKATMEMHUSI WIIM XHUITOMarHe3ueMus 0J1aronpHATCTBA BE3HUKBAHETO
Ha NpeIM3BUKAHA OT AUTHTAIMC apUTMHS (BXK. TOUKa 4.4).

JINTOKCUH

IIpu eqHOBpEeMeHHA yIOTpeda Ha TEIMUCAPTAH C TUTOKCHH ce HaOII0JaBa yMEPEHO OBUIIaBaHE Ha
nukoBara (49%) u Ha Haii-Huckara (20%) ma3MeHa KOHIIEHTaIMs Ha IMTOKCHH. [Ipu 3anouBaHe,
KOpHUTHpaHe Ha J03aTa WK CIIUPaHe Ha JICYUCHUETO C TeIMHCapTaH, TpsOBa a ce HaOJII0aBaT HUBaTa
Ha JIMFOKCHH, 32 J]a C€ MOIbPKAT B TEPATIeBTUYHHS HHTEPBAJL.

JpyTru aHTUXUIECPTCH3UBHU JICKAPCTBEHU IPOIYKTU
TGJ'IMI/IcapTaH MOXKE JJa ITIOBHUIIINW XUIIOTCH3MBHUA eq)eKT Ha APy aHTUXUIICPTCH3MBHU CPC/ICTBA.

JlaHHU OT KITMHUYHH TPOYYBaHUsI [TOKA3BaT, Y€ JIBOMHOTO OJIOKUpaHE HA PEHUH aHTHOTEH3WH
anpgocreponoara cuctema (PAAC) upes komOuaupanata ynorpeda Ha ACE naxuburopu,
aHruoreHsuH lI-penentopHu 60KEpH WM ATMCKUPEH CE CBHP3BA C M0-BUCOKA YECTOTA HA HEXKEJIAaHU
CHOUTHSA, KATO HANIPUMEP XUTIOTOHHSI, XUTIEpKaTHEMUs 1 HaMalsiBaHe Ha ObOpeuHaTa QyHKIHs
(BKITIOUHMTETHO OCcTpa OBOpPEeYHa HEOCTATHYHOCT), B CPABHEHNUE C yroTpebaTa caMo Ha eHO
cpenctBo, aeiictBamio BbpXxy PAAC (Bx. Touku 4.3, 4.4 u 5.1).

[IpotrBoiMaOETHY JEKAPCTBEHHU MPOIYKTH (TIEPOPATHHA M UHCYJIHH)
Moske 1a ce HaJlOKU KOPUTUpaHe Ha JJO3UTe Ha MPOTUBOANAOCTHUTE JICKAPCTBEHH MPOIYKTH (BXK.
Touka 4.4).

Merdhopmun
TpsiOBa 1a ce W3MOa3Ba MPENa3IMBO OPAIX PUCK OT JIAKTaTHA allyi103a HHyIIUPaHa OT Bh3MOXKHA
G yHKIIMOHAIHA ObOpEYHA HEAOCTATHYHOCT, CBhp3aHa ¢ HCTZ.

KonectupamMuH 1 KOJIECTHUIIOIOBU CMOJIH
[Ipu HanMuKe Ha aHHOHHO-OOMEHHHU cMOJIH, abcopOiusaTa Ha HCTZ ce Hapymiasa.

HecTepouaHu npoTHBOBB3NATUTEIHU JICKAPCTBEHH CPECTBA

HCIIBC (T.€. aneTuiicaldnniaoBa KUCEIMHA B MPOTUBOBB3MATUTEHA 103U, COX -2 HHXHUOUTOPH H
necenexkruBun HCTIBC) mMorar fa HaMajsT I0nypEeTHIHIUS, HATPUYPETHIHNS aHTHXUITEPTEH3NBHIS
e(eKT Ha THA3UIAHUTE JUYPETHUIIN ¥ aHTUXUIICPTCH3UBHUS e(eKT Ha aHrHoTeH3uH [I penenTopHuTe
OnokepH.

Ipu HSAKOM TMAMEHTH C HapyIeHa Ob0peuna QyHKIMs (HapuMep AeXuApaTHPaHH MaIHEHTH Wi
MaIMEeHTH B HAaITpeIHasa Bb3pacT ¢ HapylleHa 0b0peuHa (HyHKINA) eTHOBPEMEHHOTO MPHUIIOKEHHE HA
anruoteHsuH Il perenTopHu GIOKEPH U JIEKAPCTBEHH MPOTYKTH, KOUTO HHXHOUPAT
[MUKJIOOKCUTEHA3aTa MOXKe J1a JOBEJIC JIO MTO-HATATHITHO BIIONIaBaHe Ha OhOpeuHara QyHKIHS,
BKIIFOUUTEIIHO € Bh3MOXKHA OCTpa ObOpeyYHa HEAOCTAThYHOCT, KOITO OOMKHOBEHO ¢ oOparuMma. [1o
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Ta3M MpUINHa, KOMOMHAIUATA TPSAOBA Ta OBJIE MpHIaraHa ¢ IOBUIIICHO BHUMAaHNE, 0COOCHO TIPH
MaIMeHTH B HAaITpeHaa Be3pact. [lanuenTrre TpsOBa 1a ObAT aJIeKBATHO XUIPATHPAHU U Ja ObJe
npoceasBaHa ObOpeuHaTa UM (GYHKIUS B HAYAIOTO HA KOMOMHHPAHOTO JICUCHUE U TIEPUOUIHO CIICH
TOBA.

B eano npoyuBaHe eIHOBPEMEHHOTO IIPUIIaraHe Ha TEAMHUCAPTaH U PaMHIIPHI € JOBEJIO O IIOKaYBaHe
Ha AUCp.24 1 Cinax Ha paMMITPWII U paMuAnpuiiaT Ao 2,5 nbty. KnuHn4yHaTa 3Ha4MMOCT Ha TOBa
HaOJIIOICHNE HE € U3BECTHA.

[IpecopHu aMuHU (HanpUMep HOPAJAPECHAIIVH )
EdexThT Ha IpecopHUTE aMUHU MOJKE J1a Ce HaMaJIH.

Henenomsipuszupaim MuopenakcauTd (Hanpumep TyOOKypapuH)
HCTZ moxe na noteHiupa edekra Ha HEACTIONAPU3UPALIITE MUOPEIIAKCAHTH.

JlekapCcTBEHH MPOIYKTH W3MOJI3BAHU 32 JICUCHHE Ha IoJIarpa (HanpuMmep IpoOCHUINT
CYJA(GHUHIINPA30H U aJIOMYPHHOII)

Moske 1a ce HaJIO)KH KOPUTHpaHe Ha JI03aTa Ha YPUKO3YPUYHHTE JIEKAPCTBEHHU MPOIYKTH, Tl KaTo
HCTZ moxe na yBenn4u cepyMHUTE HUBA Ha MMKOYHATA KHucennHa. Moke 1a ce

HAJIOH MMOBHUINIABAHE HA JI03aTa Ha MPOOSHUIIM] MK CYJI(PUHIHPa30H. EMHOBpEMEHHOTO IpHUEMaHe
Ha TUA3UJIU MOKE J1a MMOBUIIHN YECTOTATa Ha PCAKIIUHUTE HA CBPBXUYBCTBUTCIHOCT KbM aJIOIIYPHUHOJI.

Kasuesu conu
TI/Ia3I/II[HI/ITC I[I/IypeTI/I]_[I/I MOXK€E€ da [moBUIIaT CCPYMHI/ITG HHWBA Ha KaJ'IHHfI, KOCTO CC ABbJIKHU Ha

MOHIDKEHATa My €KCKpelus. AKO TpAOBa /1a Ce MPEANUIIAT KaJIHeBH JOOABKH WM JIEKApCTBEHU
NPOIYKTH, 3aIbpIKaIlli KaIIMii B OpraHu3Ma (HarmpuMep Teparnus ¢ ButamuH D), e HeoOxoaumo s1a ce
MpOCIeAsIBaT CEPYMHUTE HUBA Ha KaJIUs U CHOTBETHO Jla CE€ KOPUTHpa 03aTa.

Bera-010Kepy ¥ AUAa30KCUI
Tuasuaure MOXKe J1a TIOBUIIIAT XUIIEPTIIUKEMUYHUTE ePEeKTH Ha OeTa-0JOKepUTE U JMa30KCH/IA.

AHTHXOJ’IHH@DFH‘IHHT@ JICKAPCTBCHHU MPOAYKTH (HaanMep aTpPOIIrH, 6I/IH6pI/II[CH) MOXXE Ja ITOBHIIIAT
OMOHATUYHOCTTA HA TUA3UJIHUTC JUYPECTULIHN YPEC3 ITOHUKABAHEC HA CTOMAIITHO-YPCBHUA MOTUINUTET U
YeCTOoTaTa Ha M3IIpa3BaHE Ha CTOMaxa.

AMaHTHIHH
Tuasuaure MOXKe J1a YBEJIUUAT PUCKA OT HEXeIaHH e()eKTH, MPUIMHEHU OT aMaHTHIMH.

I{UTOTOKCUYHH JIEKAPCTBEHH MPOAYKTH (Harpumep HuKiodochamus, MeToTpeKcar)
Tuasuaure MoXKe J1a HaMaJIsAT ObOpeUHAaTa eKCKPEILHs Ha IIUTOTOKCUYHHUTE JICKAPCTBEHU MTPOAYKTH U
Jla TIOTEHIIMPAT MUEIOCYTIPECHPAIIUs UM e(PEeKT.

B3 ocHoBa Ha q)apMaKOJ'IOFI/I‘lHI/ITe MM CBOMCTBA € Bb3MOKHO Ja C€ O4aKBa, Y€ CICIHHUTEC
JICKApPCTBCHU IMPOAYKTH MOrat J{a NOBUIIAT XUIIOTCH3NBHUA e(i)eKT Ha BCUYKHU aHTUXUTICPTCH3NMBHU
CpeAacTBa, BKIIFOUUTCIIHO TCIIMUCAPTAH: 6aKJ’IO(1)CH, aMI/I(l)OCTI/IH.

C’BH_IO TaKa, OPpTOCTAaTUYHATA XUIIOTOHUA MOXKE /1a 6’1;,[[6 3aCuJI€Ha OT aJIKOXOJI, 6ap6I/ITypaTI/I,
HapKOTHYHHU BCIIECCTBA UJIN aHTUACTIPCCAHTH.

4.6 @epTuauTeT, OPEMEHHOCT U KbPMEHe

BpemeHHocT

He ce npenopbsuBa ynorpedara Ha anrnoTeH3uH Il perienropHu 610Kepy Npe3 MbpBUS TPUMECTHP Ha
OopeMenHocTTa (BXK. Touka 4.4). Ynorpebarta Ha aHruoreHsut Il perentopHu O0kepH €
MIPOTHUBOIIOKA3aHa IIPe3 BTOPHUS U TPETHsI TPUMECTHP Ha OpeMeHHOCTTa (BXK. TOUKH 4.3 u 4.4).

Hsama goctaTeuHo gaHHU 3a yrnorpedara Ha tenmucapran/HCTZ npu Opemennu skenu. [IpoyduBanusTa

IPH KUBOTHH MOKa3BaT PENPOIYKTHBHA TOKCHYHOCT (BXK. TOUKa 5.3).
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EnmneMuonornyanTe TaHHU 32 PUCKa OT TepaToreHHOCT cien ekcro3unus Ha ACE naxuburopu npes
I'bPBHS TPUMECTHP Ha OPEMEHHOCTTA HE ca yoenuTennu. Bee mak, He MOXe Ja ce U3KIIoYH ¢1abo
MOBUIIIaBaHE Ha pucka. [[okaTo HsIMa KOHTPOJIUPAHU €MUISMHUOIOTHYHY JAHHU 33 PUCKA IIPHU
ynorpeba Ha anrroTeH3uH Il penentopHn 6J10KepH, CXOTHU PUCKOBE MOTAT Ja CHIECTBYBAT U TIPH
TO3M KJIac JieKapcTBa. [lanneHTkuTe, KOUTO TUTaHupaT OPEMEHHOCT, TPSIOBa 1a MPEMUHAT KbM
ITePHATUBHO aHTUXMITICPTCH3UBHO JICUCHHUE C YCTAaHOBEH MPOQMII Ha 0€30MacCHOCT MpH yIoTpeda 1mo
BpeMe Ha OpEMEHHOCT, OCBEH aK0 CE CUHTa, 4€ € OT 0COOeHa BaYKHOCT JIa C€ MPOIBJDKH JIEICHUETO C
anruoteH3uH Il penenropan 6;10KkepH. AKO € TMATHOCTHIIMPAaHa OPEMEHHOCT, JICUCHUETO C
anruoteHsuH Il penentopuu 6510kepH TpsiOBa He3a0aBHO Ja ObJe MPEYCTAHOBEHO M aKO € TIOAXOISIIO
Ja ObJie 3aI0YHATO aJITEPHATHBHO JICUCHHE.

YcTaHOBEHO €, Ye eKCIo3uLUATa Ha aHTnoTeH3uH 11 peenTopHu GoKepyu mpe3 BTOPHUS U TPETHS
TPUMECTHP Ha OpPEMEHHOCTTA MPEAU3BHKBa (DETOTOKCHYHOCT IPH Xopa (ToHIKeHa ObOpeuHa
(GYHKIHS, OJIMTOXHUIPAMHYOH, 3a0aBeHa deperrHa oCu(pHUKaIisi) 1 HeOHATATHA TOKCUIHOCT (O0p0pedHa
HEJIOCTAThYHOCT, XUIIOTOHHUS, XHIIEpKaTHeMusi) (BXk. Touka 5.3).

[IpenopwuBa ce ynTpa3ByKOB Iperiie] Ha ObOpeuHaTa (PyHKIUS U Yeperia, aKo HACThITN SKCIIO3ULIUS
Ha aHTHOTeH3uH I penenTopHu GIOKEpH Mpe3 BTOPHS TPUMECTHP Ha OPEMEHHOCTTA U CIIE/T TOBA.
HoBoponenute, umiiTo Maliku ca mpuemMany aHrnoTeH3uH Il penentopan Ookepw, TpsaOBa 1a ObaaT
BHHUMATEITHO HA0JII0IaBaHU 3a HAJTMYME Ha XUIIOTOHUS (BX. Touku 4.3 u 4.4).

Onutbst ¢ HCTZ o Bpeme Ha OpeMEHHOCT € OTpaHW4YeH, 0COOCHO Tpe3 IbPBUS TPUMECTEDP.
[MpoyuBaHusTa MPY )KUBOTHH Ca HEJOCTATHUHU. XHUIPOXIOPOTHA3H] TPEMUHABA TIP3 TUIAIICHTATA.
bBasupaiiku ce Ha papmakomoruuHus MexaHu3bM Ha nevicteue Ha HCTZ, ymotpebaTta My nipe3 BTOpHs
U TPETHS TPUMECTBP MOXKE Ja KOMIpoMeTupa (eTo-IuiareHTapHaTa npoIryCKINBOCT, U a TPUIHHA
(eranHN 1 HeOHAaTATHH e(PEeKTH, KaTo KBJITCHUIIA, HApyIICHUE Ha eIEKTPOINTHHUS OajlaHC
TPOMOOIIUTOTICHHSL.

XuapoxJIopoTrasul He TpsiOBa J1a e M3MO0I3Ba IPH TeCTAI[MOHEH OTOK, TeCTAIlMOHHA XUIIEPTOHUS HITH
MPEEKJIAMIICHSI, ITOPai PUCK OT TIOHMW)KaBaHEe Ha IJIa3MEHHUs 00eM U IulalieHTapHa xunonepdysus, 6e3
noJie3eH epeKT BbPXY X0JIa Ha 3a00JIIBaHETO.

XI/I)lpOXJ'IOpOTI/IaSI/IZ[ HC TpSI6Ba Ja C€ U3M0JI3Ba MPU €CCHIIMAJIHA XUIICPTOHUS IIPU 6p6M€HHI/I KCHU,
OCBCH B P€AKHU CiIydau, KOraTo HE MOXKE J1a CC MPHUIIOXKU APYTo JICUCHUC.

Kvpmene
Tbit kaTo HIMA JaHHU OTHOCHO yroTpebata Ha Tenmucaptan/HCTZ B nepuojia Ha KbpMEHE,

tenmucaptan/HCTZ He ce npenopbuBa, a ce NpeArnoYnuTaT alTepHaTUBHE JICUSHHUS C T0-100pe
yCcTaHOBEH Npo¢ui Ha 0e30MacHOCT B IEPHO/Ia Ha KbPMEHE, 0COOCHO NP KbpPMEHE Ha HOBOPOAEHO
WIN IPEXIEBPEMEHHO POJIEHO JIETE.

XUapoxXIMpOoTHA3H]l CE eKCKPETHUPa B MAJIKM KOJIMUYECTBA B KbpMaTa. THa3uau BB BUCOKH JI03H,
NpeAU3BUKBAILY HHTCH3UBHA TUYpe3a MOXKeE J]a HHXUOUpAT NPOAYKLMATAa Ha MIISIKO. YToTpebara Ha
tenmucaptan/HCTZ B mepuosa Ha kbpMeHe He ce npenopbuBa. Ako Teamucaptan/HCTZ ce uznonssa
B MIEpHO/1a HA KbpMEHE, TPsI0Ba Ja ce MO IbPKaT Hal-HUCKUTE Bb3MOKHH JIO3H.

DepTUnuTer
He ca npoBexxaanu npoyuBanus 3a epekTuTe Bbpxy HepTUIUTeTa IPU X0pa ¢ KOMOMHUPAHHS

JIEKapCTBEH MPOJYKT ¢ PUKCHPAHU JIO3H WU C OTJEITHATE KOMIIOHEHTH.
B npenxnuHuuHM poy4BaHus He ca HOMoAaBaHu edextd Ha Teamucarpad 1 HCTZ Bepxy
(bepTuIMTEeTa HA MBXKH U )KEHCKH WHIIUBUJIH.

4.7 EdexTn BbpXy cnoco0HOCTTa 32 modupaHe 1 padoTa ¢ MALINHH
PritorPlus Mose /1a TIOBJIHsIE CITOCOOHOCTTA 3a Imodupane u pabora ¢ MamiHy. [TOHIKOTa IpH TIPHEM

Ha aHTUXUIIEPTEH3WBHA Tepanws, kaTo Teamucaptan/HCTZ, morar ia ce mosBar 3amaliBaHe, CHHKOI
UJIU CBETOBBPTEXK.
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[TanmeHTHTe TPsIOBA 1a U30SATBAT U3BHPIIBAHETO HA MMOTCHIIMAIHO OMACHM 3a/1a4M, KaTo modupaHe
i paboTa ¢ MaluHM, aKo IMOTyYaT TAKUBA HEXKETaH PEaKIIHH.

4.8 Hexenanu JieKapcTBeHH peaKIuH
Kparko n3noxenne Ha npodria Ha 6€301MaCHOCT

Haii-yecto cho0liaBaHaTa HeXXellaHa peakius ¢ 3amaiiBaHe. Cepruo3eH aHTHOEIeM MOXKE
Ja HacTeIH psaako (> 1/10 000 mo < 1/1 000)

OO01iaTa 4ecToTa Ha HeKEJIAHUTE PeakIuu, ChoOIIeHH TpH yrnotpeda Ha PritorPlus 80 mg/25 mg e
cpaBHMMa C Ta3u npu ynorpeda Ha PritorPlus 80 mg/12,5 mg. He e ycTraHoBeHa 3aBHCUMOCT MEXKIY
J103aTa ¥ HeXKEJTAHUTE PEaKkIuy U JIMIICBA BPB3Ka C T0JIa, Bh3PAcTTa WM pacoBaTa MPHHAIIEKHOCT HA
HalUCHTHTE.

TaOnu4eH CIMCHK Ha HEXETAaHUTE PeKaluu

Hexenanute peakuuu, CbOOLICHN BbB BCHUKH KIIMHUYHH [IPOYYBAHUS M HACTBIIIIH [10-YECTO MPU
M3M0J3BaHeTo Ha TenMucapTan mwioc HCTZ, otkonkoTo mpu mrane6o (p < 0,05), ca onucanu mo-
JIONTy B CHOTBETCTBHE ChC CHCTEMO-OpraHHaTa Kinacudukanus. [Ipu neuenne ¢ renmucapran/HCTZ
MOrar Ja ce MOSIBAT M HEXKENaH! Peakliu, KOUTO ca XapaKTEePHH 3a CAMOCTOSITETIHOTO NpHIaraHe Ha
OTACIIHUTEC MY CbCTaBKH, HO KOUTO HE Ca Ha6J'IIOILaBaHI/I B KIIMHUYHUTEC IIPOYYBaHUA.

Hexenanute peakiuu, ch00IIaBaHH MIPEIH TOBA TIPU CAMOCTOSATETHOTO U3MOI3BaHE Ha HAKOM OT
KOMIIOHEHTHTE, MOTAT Jla Bb3HUKHAT U IPH H3M0J13BaHeTo Ha PritorPlus, mopu na He ca Habir0aaBaHU
IIPpU KIIMHUYHUTE IIPOYUYBAaHUA HA TO3U TPOAYKT.

HeskenanuTe peakivu ca KaTerOpu3UpaHH CIIOPE]T 4eCTOTaTa, KaTo € U3I0JI3BaHa CleHaTa
kiacudukarms: maoro gectd (= 1/10), wectu (= 1/100 o < 1/10), weyectr (= 1/1 000 mo < 1/100),
penxu (= 1/10 000 mo < 1/1 000), muoro peaku (< 1/10 000), ¢ Hen3BecTHA YeCTOTA (OT HATUYHUTE
JIAHHU HE MOXe J1a ObJIc HallpaBeHa OILICHKA).

IIpu Bcaxo rpynupaHe B 3aBUCHMOCT OT YeCTOTaTa, HeXKEIaHUTE Peakilui ce U30posBaT B HU3XO IS
pell 10 OTHOILIEHUE Ha TEXKECTTA.
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Ta6mmma 1: Tabauven cnuchk Ha HexenmanuTe peakiuu (mo MedDRA) ot miare60-KoHTpOIupaHu
MPOYYBaHUS U IOCTMAPKETUHTOBUS OITUT

Cucremo- Hexesann peakuuu YecTOoTa
OpraHeH KJac 1o
MedDRA PritorPlus Teamucapran? | Xuapoxa0poTHasu
Nndexunu u Cerncuc,
HH(pecTaunu BKJIFOUUTEIHO C
JIeTajIeH U3XO0. penku?
bpouxur pelnKu
DapuHrut penku
Cunys3ut peaKu
Nudexnns Ha
TOpPHUTE JUXATEIHU
I'BTUIIA HEYECTH
Wndexnus Ha
MMKOYHHTE MBTHUIIA HEYeCTH
Iuctur HEYCCTH
Heonnazmu —
nodpokavectBeH | HemenaHoMmeH pak Ha
u, KOoXarta
3j10KaYecTBeHH U | (0a3aTHOKIIETHYCH
HeonpeaeleHU KapLMHOM U
(BKJI. KHCTH M CKBAaMO3HOKJIETHUYCH C HEU3BECTHA
NOJIUIIH) KapLMHOM) 4ecToTa’
Hapymenusi Ha | Anemus HEUYECTH
KpbBTa U Esunodums peaKu
UM pHATA TpombouuToneHus penku penKu
cuerema TpomMboruToneHnyHa
nyprypa peaKu
C HEeU3BECTHA
AmulacTuyHa aHeMus yecTora
XeMOIUTHYHA
aHeMHUS MHOTO PeJIKH
KoctHOMO3BuUHA
HEJAO0CTaThYHOCT MHOTO PeJIKH
JleBKOnIeHHUS MHOT'O PE/IKH
Arpanynonurosa MHOTO PeJIKH
Hapymenus na AnHadunakTHyHa
HMYHHATa peakuus peaKu
cucrema CBpBXUYBCTBUTEIHOCT penKu MHOI'0 PEIKU
Hapymenns na XUnoxkaaueMust HEYECTH MHOI'0 YECTH
MeTaboMmM3Ma U | Xynepypukemus peaKu 4eCTH
XpaHeHeTo XUIMOHATPUEMHS peAKu peaKu YECTH
XunepxkajaueMust HEYECTH
Xunorimukemus (pu
TTAIAEHTH ¢ arader) pelKu
XUIMOMarHe3uemMust YECTH
XunepxkajaueMust peaxu
XHUMOXJIOpEMUYHA
aJIKajgo3a MHOTI'0 Pe/IKH

IToHmxeH aneTur

YCCTHU

XI/IHepJ'H/IHI/I)ICMI/IH

MHOTI'O 9YCCTHU
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XUNepriuKeMHust peaKu
Henocrarbuen
KOHTPOJI Ha 3aXapHHUs
nraber peaKu
Ieuxuanu Be3MnoKoiCTBO HEYEeCTH penKu
HapyleHnust Jlenpecust penku HEYECTH penku
bescbHue penKu HEUYECTH
HapyuieHus Ha CbHSL | pelKH peaxu
Hapyuienusi Ha | 3amaiisane 4eCTU penKu
HepBHaTa Cunkon HEYECTH HEYECTH
cucrema ITapectesust HEYeCTU peIKu
CpHIMBOCT peaKu
I'maBoOonne peIKu
Hapymenust Ha Hapyumienus Ha
o4uTe 3pEHUETO peaKu peaku peaxu
3aMBIICHO BIDKJIAHE | PEIKH
Octpa
3aKpPUTOBI'BIIHA C HEeU3BECTHA
[J1ayKoMa YECTOTa
C HEU3BECTHA
XopouaieH U3nuB 4ECTOTA
Hapymenus Ha
YX0TO B
Ja0UPUHTA CBETOBBPTEXK HEYECTHU HEYECTH
Copaeunu Taxukapaus HCUYCCTHU peaku
HapylmeHust Apur™mun HEYecTu pelKn
bpanukapaus HEYECTH
CoaoBu XUMOTOHUS HEYECTHU HEUYCCTH
HapyleHus OpTtocratnyHa
XHUIIOTOHHUS HEYECTH HEYeCTH YECTH
Hexporusupang
BACKYJIUT MHOTO PEJIKH
PecninpaTopun, Jucnaes HEYECTH HEUYECTH
TPBHIAHU U Pecniuparopen
MEAMACTUHAIHM | nrcTpec penxu MHOTO PEJIKHU
HapyureHust [THeBMOHHUT peaKu MHOTO PEJIKH
benmonpoben oTok peaKu MHOTO PEJIKH
Kannmna HE4eCTH
HuTepcTunmanya
OesnopobHa GosecT MHOTO peiku™?
OcTbp pecniupaTopeH
TUCTPEC CUHAPOM
(OPLC)
(Bx. Touka 4.4) MHOTO PEIIKH
Cromaurno- Huapus HEYECTU HEYECTH 4ECTU
IpeBHN Cyxota B ycrara HEYECTH penKu
HapyleHus QuaryneHus HEYeCTH HEYeCTH
Kopemna 6onka peAKu HEYECTH
3anex pEeAKU peaKu
Hucnencus peaKu HEYECTH
IToBpbIIane peaxu HEYECTH YECTH
lactput peaKH
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Kopemen
JcKOM$OopT

peaKu

peaxu

T'agene

YCCTH

ITankpeatur

MHOTO PEIKH

XenaToonauapHu

HapyLIEeHUs!

Hapymena
YepHOIPOOHA
¢byskuus/
YEPHOIPOOHO
HapylIeHHe

penku’

penku’

Koarenuniia

peaKu

XoJjecrasa

peaKu

Hapymenust Ha
KOKaTa U
NOJKOKHATA
ThKaH

AHTHOETEM
(BKITFOUNTEITHO C
JIeTajIeH W3XO0.)

peaKu

peaKu

Epurem

peaKu

peaKu

Hpypuryc

peaKu

HCYCCTHU

O6puB

penKu

HCYCCTH

YCCTH

Xunepxuaposa

peaKu

HCYCCTHU

Yprukapus

peaKu

peaKu

YCCTHU

Ex3ema

penku

JlexapcTBeH 00pHB

penku

TokcuueH KoxxeH
o0puB

peaKu

Jlymyc-momoben
CHHAPOM

MHOT'O pE€AKH

Peaknusg Ha
(hOTOUYBCTBUTEIIHOCT

peaKu

Toxkcuuna
enuaepMainHa
HEKpOJIn3a

MHOT'O pCAKHU

Epurema
MyaTtudopme

C HCHU3BCCTHA
qecToTa

Hapymenus Ha
MYCKYJIHO-
CKeJIeTHATA
CHCTEMA H
CheIMHHUTEIHATA
TbKaH

Bonku B rpba

HCYCCTH

HCYCCTHU

MyckynHu ciazMu
(kpamru B Kpaka)

HCUYCCTU

HCYCCTHU

C HCHU3BCCTHA
qeCTOTa

Muanrusa

HCUYCCTHU

HCYCCTHU

Aptpanrus

peaKu

peaKu

bonka B kpaitHuK
(6onka B kpaka)

peaKu

peaKu

Bonku B
CYXOXKHIIASTA
(TeHAMHAUT-TIOTOOHN
CHUMIITOMH)

peaKu

CucremeH nymyc
epuTeMaToec

penku’

MHOT'O PEJIKH

Hapymenust Ha
0LOpenuTe U
NMUKOYHHUTE
MbTHIA

bpOpeuno yBpexnane

HCYCCTHU

C HCHU3BCCTHA
qgecrora

Octpa 6b0peuna
HEJI0CTaThYHOCT

HCYCCTHU

HCYCCTHU

['imroko3ypust

peaKH

Hapyumenus Ha
Bb3NPOU3BOIH-
TeJHATa CHCTeMa
W rbpaaTa

EpexTtunna
JUCHYHKITHS

HCUYCCTU

YCCTHU
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Oonm bonka B rppaHus

HApYLIEHUs 1 KOLI HEYeCTU HEYeCTH
epekTH Ha I'punonogo6nO
MSICTOTO Ha 3a0oisiBaHe S penKu
NMPUJI0KeHNe Bomka penKn
C HEM3BECTHA
Actenus (cnabocT) HEYeCTH YyecToTa
C HEeM3BECTHA
TTupexcust 4ecToTa
HN3caenBanus IToBumena nukouHa
KHCEIMHA B KPbBTa HEYeCTU peaku
[ToBuiieH KkpeaTnHUH
B KpBBTA S HEYECTH

IToBumiena kpeaTn
(docdokrnaza B

KpBBTa peIKu penKu
IToBumenu

YepHOAPOOHH €H3UMH | PEAKHU peaku
Ionmxen

XEeMOTJI00HMH peaKu

! Ha 6a3a Ha IOCTMAPKETHHTOBUS OITAT

2 3a pombiHUTENHA HHQOpPMALUSI BUKTE MOJTOYKUTE T10-J10ITY.

YecToTaTa Ha HEXKEMAHNTE PEAKIMHN TIPH U3IOJI3BAHETO HAa TEIMHCAPTaH | IUIAIe00 € OYTH EIHAKBA.
YecToTaTa Ha HEXKETAHNUTE PEaKIM, ChOOIIEHN NpH ynoTpeba Ha TenmucapTaH (41,4%), e cpaBHMMa ¢ mIane6o
(43,9%) npu mnane00-KOHTPOIMPaHU MPOydBaHUsL. [IpeicTaBeHuTE MO-TOpe HEXENAHU PEAKIMN OTpa3siBaT
pe3ynTaTuTe OT BCUYKH KIMHUYHU IPOYUYBAHUS [P MAILMEHTH, JICKYBaHH C TEIMHUCAPTaH 3a XUIICPTOHHS, W
IpY nanueHTH Ha 50 uin noBede roAUHU C MOBUIIEH PUCK OT ChbPACYHOCHIOBH HHIIUICHTH.

a

Onucanue Ha I/I36DaHI/I HCXCJIaHU pCaKInu

AOGHOpMHA YepHOAPOOHA DYHKIIWS/9ePHOAPOOHO HApYIIICHHE

[ToBeueto ciry4yan Ha aOHOpMHA YepHOAPOOHA (PYHKIHSA/9epHOIPOOHO HAPYIIIEHUE OT IOCT-
MapKETUHTOBHSI OITUT C TEJIMUCAPTaH HACTBIBAT MPH MAMEHTH OT STOHCKU Npou3xo. [Ipu manuenTn
OT SITIOHCKH MPOU3X0/1 ChIIECTBYBA MO-TOJIsIMa BEPOSITHOCT 32 pa3BUTHE Ha TE3U HEXKEIaH! PEaKIIyH.

Cencuc

B npoyuBaneto PROFESS e HabnroiaBana nosuiieHa 4ecToTa Ha CETCUC MPU TeJIMUCApTaH B
cpaBHeHHe ¢ miane6o. CrOMTHETO MOXKeE Ja € ClTydaiiHa HaxOJKa WM J1a € CBBP3aHo ¢ HEMO3HAT JI0
MOMEHTA MEXaHU3bM (BXK. Touka 5.1).

Hurepctuinania 6enoapodbHa 6osect
Cryuyau Ha HHTEpCTUIMATHA OeoapoOHa OoJeCT ca JOKIaJABaHU OT OCT-MapKETUHTOBHUS OIUT, BHB
BpbB3Ka C MpueMa Ha Tenmucaptas. [IpuuHHO-ClIeICTBeHHA Bpb3Ka 00ade He € yCTaHOBEHA.

HemenanomeHn pak Ha Ko)kaTta
Bb3 0cHOBa Ha HAIMYHUTE JAHHU OT CMTUIEMHUOJIOTUYHY MPOYYBaHHS € HAOII01aBaHa 3aBHCUMa OT
KyMyJaTuBHaTa J103a Bpb3ka Mexxay HCTZ u HMPK (Bx. cbmio Touku 4.4 u 5.1).

HHurectuHanes anruoenem
CpoO011eHH ca cily4an Ha MHTECTHHAJIEH aHTHOEIeM cliell ynoTpeOa Ha anrnoTeHsuH 1l penentopan
AQHTaroHUCTH (BXK. Touka 4.4).

CpoOuiaBane Ha NOAO3UPAHH HEXKEJIAHN PEAKIIMHI

Cro0miaBaHeTo Ha MOIO3UPAHU HEIKEIIAHU PEAKIIUU CIIe/] pa3pelaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakKHO. TOBa MMO3BOJISIBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO IOJI33/PUCK 32
JICKapCTBEHUS MPOAyKT. OT MEIUIIMHCKUTE CIICIUAIIMCTH CE€ U3UCKBA Ja ChOOIaBaT BCAKa
[0I03UPaHa HeXKEIaHa Peakiys Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIaBaHe, OCOYCHA B
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IIpunoxenue V.

4.9 Ilpemo3upane

ChlliecTByBa OrpaHUYeHA UHPOPMAIIHS IT0 OTHOIICHHE Ha MPEJI03UPaHe Ha TeIMUCAPTAH MPH X0Opa.
TenmucapTa He ce oTAems npu XxeMoauanu3sa. He e ycranoBeHo jo kaksa crenied HCTZ ce otnens
MIPY XEMOIHAJIH3a.

CumnromMu

Haii- u3sBeHHTE NMPOSBU Ha NIPEAO3UPAHE C TEIMHUCAPTAH Ca XUTIOTOHHSI U TAXUKAPJIUS, a ChIIO Ce
CHOOIIaBaT U OpaauKapans, 3aMasHOCT, IOBUIIIABaHE HA CEPYMHUS KPEaTHHUH U ocTpa ObOpedHa
HenoctaThyHOCT. [Ipenosupanero ¢ HCTZ ce cBbp3Ba ¢ HaMasiBaHE Ha ENEKTPOIUTUTE
(XMmoKanueMusi, XHITOXJIOPEMHST) H XHITOBOJIMEMHS, TbJDKAIA CE HA eKCIIeCUBHATA Tuype3a. Haii-
YEeCTUTE CUMIITOMH Ha TIPEIO3UpAHE ca raJicHe U COMHOJICHTHOCT. XUTIOKATMEMHUSITa MOXKeE Ja JIOBEJIC
JI0 MYCKYJTHH CIIa3MH W/WITK aKIEHTYUpaHa apuTMHUsL, CBbP3aHH C eJHOBPEMEHHaTa ynoTpeba Ha
JAUTUTAJIIMCOBU TNIMKO3UAN UKW ONPCACIICHU aHTUAPUTMUYHHU JICKAPCTBCHU IMMPOAYKTH.

Jleuenune

TenmucapTan He ce OTAETS PH XeMOPHUITpaUs U He ce Auanu3upa. [lanueHTsT TpsioBa 1a 0bae
BHUMATEJIHO HAaOJII01aBaH M JIEYEHHETO TPsiOBa a O'b/Ie CHMIITOMATHYHO M MOAIbPIKAIIO.
OBnasiiBaHETO 3aBHUCH OT BPEMETO HA IPHEMaHe Ha MPOIYKTa U TEKECTTa Ha CHMIITOMUTE.
[TpenopbUNTENHUTE MEPKU BKIFOUBAT

NpeM3BUKBAaHE HA MMOBPBIIAHE W/MIM CTOMAIITHA TIPOMUBKA. [IpHiaraneTo Ha akTHBEH BBIJIEH MOXKE
Ja Ob/ie TIONIe3HO MPH JIeYeHUe Ha npepo3upaneTo. Heo0xommmo e yecto mpociieisiBane Ha CepyMHUTE
EJIEKTPOJIUTH U KpeaTuHUH. [Ipu mosiBa Ha XUMOTOHMSI, TALMEHTHT TPAOBa Ja ObJie MOCTABCH B
JIETHANIO MO TPBO MOJIOKEHUE U OBP30 J1a ce MPUIIOKAT COJIEBH U 00EMHU 3aMECTUTEIH.

5. ®APMAKOJIOTUYHU CBOMCTBA
51 ®apmakoguHAMUYHH CBOMiCTBA

dapmakorepanesTuuHa rpyna: Auruorensut Il penenropuu 6moxepu (APB) u nuyperunu, ATC kox:
C09DAO07

PritorPlus e komOuHanust ot anruoten3u Il perienropen Oyokep, TeIMUCAPTaH, U THA3HICH
JUYPETUK XUAPOXIopoTHa3u. [Ipyn KOMOMHHPAaHETO M TE€3H ChCTAaBKU UMAT aJJUTUBEH
AQHTHXMIIEPTEH3UBEH EeKT, KOETO BOJIH JI0 MO-TOJIIMO HAMaJIsIBAHE Ha KPhBHOTO HAJISITaHE
OTKOJIKOTO, aKO ca IPHWJIOKEHH N00TAenHO. PritorPlus, npueman BenHbK THEBHO B T€panieBTHYHH
JI03H, BOJM JI0 €EeKTUBHA U TUIaBHA PEYKIIMs Ha KPbBHOTO HAJIsITaTe.

MexaHu3beM Ha JIEUCTBUE

Tenmucapras e nepopaiHo epekTuBeH U cnenududeH anruorensu Il perenrropen 6mokep (tum ATy).
Toli m3MecTBa ¢ MHOTO BHCOK aMHHUTET aHTHOTEH3UH Il 0T HETOBOTO MsICTO HA CBBp3BaHe B AT
PELENnTOPHUS MOATHIL, KOUTO € OTTOBOPEH 3a U3BECTHUTE JAeHCTBUS Ha anrnoTeHsuH Il. Tenmucapran
HsIMa JTOPY ¥ YaCTHYHA arOHUCTUYHA akTUBHOCT cripsimo AT; perenrropa. Tenmucapran ce cBbp3Ba
cenektuBHO ¢ AT1 penienropa. CBbP3BaHETO € MPOAB/DKUTEIHO. TeIMHUCcapTaH He MoKa3Ba aUHUTET
KBM JpYTH perentopu, BkitounteaHo AT, u npyru mo-cinabo xapakrepusupanu AT-penentopu.
DyHKIMOHATHATA POJIS HAa TE3W PELENTOPH HE € M3BECTHA, HE € U3BECTEH U e(DeKThT HA TAXHATA
Bb3MOXHA CBPBXCTUMYJIAllMA OT aHTHOTeH3UH I, uniiTo HUBA ca MOBUILIEHU OT TeaMucapTad. HuBarta
HAa TUTa3MEHUS aJiJIOCTEPOH ca IOHWKEHH OT TeJIMUCApTaH. TenMucapTaH He HHXUOWPa YOBEIIKHUS
TUTa3MEH PEHUH U He OJIOKMpa HOHHUTE KaHaW. TenMmucapTaH He HHXUOUpa aHTHOTEH3UH
KOHBepTUpamus eH3uM (kuauHa3a II), eH3uMbT, KOHTO ChITo pasrpaxaa OpagukuauHa. [lopagn ToBa
HE C€ OYaKBa J1a MOTCHIINPA OpaTHKHHIH-METUUPAHUTE HeXKETaH! JIEKAPCTBEHN PEAKITHU.

IIpu xopa mozata ot 80 mg TenIMucCapTaH HOYTH U3ISII0 HHXUOMPA MPEAU3BUKAHOTO OT AHTUOTEH3UH
Il noBuIaBaHe Ha KPBBHOTO Hajsirane. HXUOUTOPHUAT eheKT ce MoAabprKa Hal 24 Jaca, KaTo BCe
oIIe MoXke 11a ObJIe yCTaHOBEH 70 48 Jaca.
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XuIpoxXI0pOTHA3U] € THA3HICH TUYPETHK. MEXaHU3MbBT, 110 KOUTO THA3HIHUTE ANYPETHITH IIOCTUTAT
AHTUXUTIEPTEH3WBHUS CH €(DEKT, He € HAITBITHO M3ACHEH. THasuauTe OKa3BaT Bb3ACUCTBHE BBPXY
MEXaHU3MHTE Ha peadcopOIus Ha eIEKTPOIUTH B ObOpeyHUTE TyOYJH, KATO TUPEKTHO TOBUIIIABAT
EKCKpeIusTa Ha HATPUi U XJIOp B TIPUOJIM3UTEITHO CKBUBAJICHTHU KOJIMYECTBA. J[nypeTHuHOTO
neicteue Ha HCTZ HamansBa mia3MeHus 00eM, IOBUIIIaBa aKTUBHOCTTA HA PEHUHA B IIa3Mara,
yBeJIHMYaBa eKCKPENHATa Ha aIIOCTEPOH C TIOCIIEIBAIIO YBETMUECHUE Ha Kalisl B YpUHATA U 3ary0a Ha
OukapOOHATH, M HAMAJIIBA HUBATa Ha Kaiuii B cepyma. CuuTa ce, ue pH ¢THOBPEMEHHO MPIIIOKEHUE
Ha TeJIMHCapTaH, OJJOKHPAHETO Ha CUCTEMaTa peHUH-aHTHOTEH3WH-aJIA0CTEPOH BOIH 10 0OpaTeH
e(eKT 1o OTHOIIEHNE Ha 3ary0aTa Ha KaJIHid, KOSITO Ce IBJDKH Ha Te3u nuypeTtund. [lpu npunarane Ha
HCTZ nauanoro Ha auypesara e ciiej 2 yaca, KaTo MUK Ha edekTa ce HabJroJaBa cie1 OKoJio 4 yaca u
MEepCUCTUpPa B MPOABIDKEHHE Ha MPUOTU3UTENHO 6-12 yaca.

DapmakoauHAMUYHY e(HEKTH

Jleuenne Ha eceHIMATHA XUIIEPTOHUS

Cren nmpunarase Ha IbpBaTa 71032 TEIMHCAPTaH ce HaOJII0AaBa IOCTENIEHHO MOsIBa Ha
AHTHXMIIEPTEH3UBHA aKTUBHOCT B paMKHUTE Ha 3 yaca. MakcuMaiHaTa pelyKius Ha KpbBHOTO
HaJsiraHe ce JOCTHUra HaIlbJIHO B paMKHUTE Ha 4-8 ceIMUIIM ciie/l Ha4yajloTo Ha JIEYEHUETO U ce
NOJIbPKA Ype3 NpoabIDKUTeNHa Tepanus. Ciel mpueMaHe Ha J03aTa aHTUXUIIEPTCH3UBHUAT e(peKT
MEPCUCTHUPA MOBeYE OT 24 yaca, KaTo BKJIIOUBA U MOCIECAHUTE 4 yaca Mpeau CICIBAIOTO
NPUIOKEHUE, KAKTO MOKa3BaT aMOyJIaTOpHUTE H3MEPBAaHUS Ha KPbBHOTO Haysirane. ToBa e
IMOTBBPACHO U OT UBMCPBAHUATA B MOMCHTA Ha MAKCUMAJIHUA C(l)CKT 1 HCIIOCPEACTBCHO NIpCan
npreMa Ha cieBaaTa 103a (CbOTHOIIEHHETO MUHUMAIHU KbM MaKCHMaJIHU KOHIIEHTPALMH, KOETO €
noctosiHHO Hax 80% ciien npuem Ha jo3u ot 40 mg u 80 mg TeaMucapTaH MpH miamneoo
KOHTPOJIMPaHH KIIMHUYHU MPOYUBAHUS).

IIpy manueHTy ¢ XUIIEPTOHUS TEIMHUCAPTaH PEAYLUpa U CUCTOIHOTO U AUACTOIHOTO KPHBHO
HaJsirane 0e3 /1a TOBJIKSBA ITyJICOBATa YeCTOTa. AHTUXUIIEPTEH3WBHATA €PUKACHOCT Ha TeJIMHCApTaH
€ CpaBHHMa C Ta3{ Ha NMPOAYKTH, IPEACTABUTEIHN Ha APYTH KIACOBE AaHTUXUIIEPTEH3UBHU
JIEKapCTBEHHU NMPOIYKTH (YCTAaHOBEHA NPU KIMHUYHH W3MUTBAHUS, CPABHABAILU TEJIMHUCAPTaH C
aMJIOZMIIHH, aT€HOJION, CHATANPWII, XUIPOXIOPOTHAZU U JTU3UHOIIPHI).

B 1BOIHO-CIISIIO KOHTPOJIMPAHO KIMHUYHO M3MUTBaHe (n = 687 manueHTy, oleHeH: 3a e(hUKacHOCT)
IPH TALHEHTH, KOUTO HE Ce MOBJIUSBAT OT JIeUeHHETO ¢ KomOuHarmsita 80 mg/12,5 mg e
HaOJIF0/1aBaHO TIOCTETICHHO yBelMuaBaHe Ha ehekTa Ha MOHMKaBaHe Ha KPHBHOTO HAJISTAHE C
2,7/1,6 mm Hg (CKH/JKH) npu komOuHarmsta 80 mg/25 mg crpsiMo NpOIbIDKUTEIHO JICUCHHE C
komOuHarmsata 80 mg/12,5 mg (pasnuka B CpeAHUTE POMEHH, KOPUTHPAHHU CIPSIMO U3XOHOTO
HHUBO). B moceBano KMHAYHO H3MUTBaHe ¢ kKomOuHanmsaTa 80 mg/25 mg ce mabioaBa
JOIIBIIHUTEITHO MTOHM)KaBaHe HA KPBBHOTO HaJsiraHe (M3pa3sBalilo ce B 000 MOHIKABAHE C

11,5/9,9 mm Hg (CKH/[IKH)).

B 0000111eH aHau3 OT JIBE CXOHH 8-CEIMUYHH JTBOWHO-CIIETH TUIale00 KOHTPOIMPAHU KIMHUYHH
u3nuTBaHus cupsamo 160 mg/25 mg Bancapran/xunpoxinoporrasua (N = 2 121 nanmeHTy, OeHEeHH 32
e(uKacHOCT) € HaOJIF0JaBaH 3HAYMMO ITO-TOJISIM e(eKT Ha TIOHKaBaHe Ha KPbBHOTO HAJISITAHE C
2,2/1,2 mm Hg (CKH//IKH) (pa3nuka B cpeJHATE IPOMEHH, KOPUTHPAHHU CIIPSMO M3XOJHOTO HHBO) B
nossa Ha komOuHanusaTa 80 mg/25 mg TenmucapTaH/XuApPOXIOPOTHAZH]L.

IIpu BHE3aMHO TIPEKBCBAHE HA JIEYEHUETO C TeIMHUCAPTaH KPHbBHOTO HAJIATaHE ITOCTETIEHHO CE€ BPhIIa
JI0 CTOMHOCTHTE IPEe/IH JICUYCHUETO, 3a TIEPUOJ] OT HAKOIKO THHU 0e3 JaHHH 3a pebayH 1 XHIIEPTOHUYCH
edext.CnyyanTte Ha Cyxa KalllIMLA ca 3HAYUTEIHO ITO-MaJIKO IPH MALUEHTH, TPETHUPAHHU C
TEJIMHCAPTaH, OTKOJIKOTO MPH TaKWBa, HA KOWUTO Ca 1aBaHW HHXUOUTOPU Ha aHTHOTEH3UH
KOHBEPTHPAIHUS €H3UM B KIIMHUYHU TPOYYBAHUS, TUPEKTHO CPABHIBAIIN ABETE aHTHUXUIIEPTEH3UBHU
JICYEHUS.

Kinnuyna edukacHoCT U 0€301aCHOCT

HpO(i)I/UIaKTI/IKa Ha CbpAEYHO-CHA0BU MHIIUACHTH

ONTARGET (ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint Trial)
cpaBHsBa e(heKTHTE OT IPUIIOKCHUETO HA TeIMUCAPTaH, PAMHIIPHI U KOMOWHAIIMATA OT TeIMUCAPTaH
A paMHUIIPWI BBPXY PE3YITATUTE 110 OTHOIICHNE HA ChbPAECYHO-ChI0BAaTa CUCTEMA, IIPU
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25 620 naryieHTH Ha Bb3pacT > 55 roauHu, ¢ aHaMHe3a 3a KOpOHapHa apTepraiHa 00JIeCT, MO3bUEH
HHCYJIT, IPEXOIHO HAPYIIICHHE HAa MO3BYHOTO KPhBOOOpAIICHHE, YBPEKIaHE HA TEpUPEPHU apTEePUH
WK 3aXapeH auabeT TUM 2, ChITBTCTBAH C JaHHU 33 YBPESKIaHE HA TPHUIICTHUTE OpraHu (KaTo
pEeTUHOMATHS, IEBOKAMEPHA XUTIEPTPO(DHs, MAKPO- UITH MUKPOATOYMUHYPHSI), KOUTO Ca TOMYJIaIUs ¢
PHCK OT HACTHIIBAHE HA ChPACYHO-CHIOBH HHIIUICHTH.

[NaruenTrTe ca paHIOMHU3UPAHU B €{HA OT CICJHUTE TP IPYIH 3a JIeUeHue: Teamucaprad 80 mg
(n =8 542); pamumnpun 10 mg (n = 8 576) wiu koMOHHAIHS OT TeamucapTad 80 mg U paMUTIPHIT
10 mg (n = 8 502), mocmeaBaHo OT MPOCIEASBAHE ChC CPEIHA TPOABIDKUTEIHOCT OT 4,5 TOIUHH.

TenmucapTad moka3Ba cxoeH e(eKT ¢ paMHITPpUII [0 OTHOLICHHE HaMallsiBaHE Ha IbPBUYHATA
ChCTaBHA KpaiiHa TOYKa OT ChPACUYHO-CHIOBA CMBPT, HedaTaieH HHDApKT Ha MUOKapaa, HedaTaaeH
MO3BYCH HHCYIIT WM XOCTIMTATU3aIHs IOpaIy 3aCTOWHA ChpACYHA HelocTaThYHOCT. YecToTara Ha
I'bpBUYHATA KpaiiHa TOYKA € CXOJIHA B rpynuTe Ha Tenmucaptas (16,7%) u pamunpun (16,5%).
KoedunueHTsT Ha pUCK npu TenMmucaptaH crpsmo pamunpui e 1,01 (97,5% CI10,93-1,10; p (ae mo-
Mmanka eduxacroct) = 0,0019 pu mapx ot 1,13). [IporeHTHT Ha caydanTe Ha CMBPT IO BCAKA
npuanHa € choTBeTHO 11,6% 1 11,8% npu narueHTUTE, IEKyBaHU C TSIMHUCAPTAH U PAMUIIPHIL.

YcraHoBeHO €, 4e e()eKTHBHOCTTA Ha TEJIMUCAPTaH € CXOJHA C Ta3H Ha PaMHITPUII IIPH IPEIBAPUTEITHO
ompeJenieHaTa BTOpUYHA KpaliHa 11eJl OT ChPAEYHO-ChI0BAa CMBPT, HedaTaneH

WH)apKT Ha MHOKap/a U HedaTanen mo3bueH uacyaT [0,99 (97,5% CI 0,90-1,08; p (ne mo-manka
edpukacnoct) = 0,0004)], mppBryHa KpaiiHa 1en B pepepentnoro npoyuBane HOPE (The Heart
Outcomes Prevention Evaluation Study), koeTo u3ciensa epexra Ha paMHIIPII CIIPSMO TL1aneoo.

B npoyuBanero TRANSCEND ca pannoMusupanu nanueHTH ¢ HenonocumMocT kbM ACE-|
WHXHOUTOPH, HO WHAYE ChC CXOAHH KPUTEPUH 32 BKIIFOUBaHE KakTo B mpoyuBaneto ONTARGET B
rpyma, npuemaria teamucaprad 80 mg (n = 2 954) wim mwiame6o (n = 2 972), kaTo U ABaTa MPOAYKTa
ce mpujaraT B IOMbJIHEHUE KbM CTaHJAPTHOTO JieueHue. CpeqHara mpoabKUTETHOCT Ha
npocrnensBade € 4 ronuHu U 8 Mecena. He ce ycTaHOBsIBa CTaTUCTHUECKH 3HAYMMA PasjIvKa B
YyecToTaTa Ha IbPBUYHATA ChCTABHA KpaiHa TOUKa (ChbpAEYHO-ChI0BA CMBPT, HedaTaneH HHPAPKT Ha
MHUOKap/ia, HedaTaieH MO3bUeH HHCYJIT WK XOCITUTAIH3ALIUS TOPaH 3aCTONHA ChP/ICYHA
HeA0CcTaThYHOCT) [15,7% B rpynara Ha TenMucaprad u 17,0% B rpynara Ha muiane0o, ¢ KOeQHUIMEeHT
Ha puck 0,92

(95% CI 0,81-1,05; p = 0,22)]. Ima manHu 3a T0/13aTa OT TEJIMUCAPTaH B CPAaBHEHHE ¢ TU1arie6o mo
OTHOIIICHNE Ha TIPE/IBAPUTEIIHO OIpe/ielieHaTa BTOPUYHA ChCTaBHA KpaliHa TOYKA OT ChP/ICYHO-ChI0BA
CMBPT, HepaTasieH nHGapKT Ha MUOKapaa 1 HedaTtaneH mo3bueH uncyirt [0,87 (95% CI 0,76-1,00;

p = 0,048). Hama nanHu 3a 1oj3a 1o OTHOLICHUE HAa HAMaJIsIBaHE Ha ChPIEYHO-CHJI0BATA CMBPTHOCT
(roedurment Ha puck 1,03, 95% CI 0,85-1,24).

Kanmua u anrnoenem ce chbo0IaBaT no-psaKo Ipy MaUEeHTH, JIEKYBaHH C TEJIMUCAPTaH, OTKOJIKOTO
MIpU MAIMEeHTH, JIEKYBAaHU C PAMUIIPHII, IOKATO TIPU TEpaIus ¢ TeIMHCApPTaH MO-4eCTO ce ChoOIIaBa 3a
CITy4ad Ha XUTTOTOHWS.

KOM6I/IHI/IpaHeTO Ha TSJIMUCAPTAH C paMHUIIPWI HE AaBa JOIIbJIHUTCIIHA I1OJI3a CIIPSAMO
CaMOCTOATEIHATA TE€palurd C paMUIIPUII UJIW TEJIMHUCAPTAaH. C’bp]IeLIHO-CT)JIOBaTa CMBPTHOCT U
CMBPTHOCTTA IO BCAKA IIPUYIMHA, KATO YUCJIICHO U3PAKCHUC, Ca [TIO-BUCOKU IIPpHU KOM6I/IHI/IpaHOTO
neueHue. OcBeH TOBa, UMa 3HAYMMO IMO-BHCOKA Y€CTOTA HA XUIICPKAJIUCMH, 61,6peqHa
HEAOCTATBYHOCT, XUIIOTOHMA U CUHKOIT B paMOTO C IMMAIIUCHTH Ha KOM6I/IHI/IpaHO JICHCHHUC. HOpaIII/I
Tasu Npu4vHa, CIHOBPEMCHHATA yHOTpeGa Ha TEJIMHUCApPTaH U paMUIIPpHUIT HE CE€ IPETIOPBHYUBA IIPU Ta3U
rnomyJianus.

B npoyuBaneto “TIpodmnaktudeH pexxum 3a eeKTHBHO Mpe/a3BaHe OT TOBTOPEH MO3bYEH HHCYIT”
("Prevention Regimen For Effectively avoiding Second Strokes" (PRoOFESS)) npu nanuenTn Ha

50 ronuHM WK MO-BB3PACTHH, KOUTO HACKOPO Ca MOIYyYHIIM MO3bUEH MHCYIT ce 3a0ems3Ba MOBUILIEHA
YeCTOTa Ha BR3HUKBAHE Ha CETICUC TIPH TEIIMHUCApTaH B cpaBHEHUE ¢ muaredo, 0,70% crpsmo 0,49%
[RR 1,43 (95% nosepurenen unateppan 1,00-2,06)]; yecroraTa Ha Bb3HUKBAHE Ha CETICHC C (aTalieH
M3XO0J € TOBHILEHA IPU MalUeHTUTe, nprueMamu Teamucapras (0,33%) cpsmMo mauueHTuTe Ha
mrane6o (0,16%) [RR 2,07 (95% noseputenen unrepsan 1,14-3,76)]. HabnromaBanaTta moBuIieHa
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4YecToTa Ha Bh3HUKBAHE Ha CETICUC, CBhp3aHa ¢ yrorpedara Ha TeIMHCapTaH MOXKe Jla € CITy4aifHo
OTKpHTA UITH JIa € CBhpP3aHa C MEXaHNU3bM, KOMTO ¢ HEeITO3HAT 32 MOMEHTA.

JlBe ronemu pangomuzupanu kKoutposiupanu npoyuBanus — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Tekyio rinobanto u3nuTBane 3a
KpaliH{ TOYKH Ha TeJIMHCApTaH, CAaMOCTOATEIHO U B KoMOuHanus ¢ pamunpuia) 1 VA NEPHRON-D
(KnuHnuHO npoy4BaHe CBBP3aHO C pa3BUTHE Ha HeQpomaTHsl MpU AUadET, MPOBENEHO OT
MuHHUCTEPCTBO 0 BRIIPOCUTE HA BETEpAaHUTE) — MPOydyBaT ynorpedara Ha komOuHamusATa oT ACE
WHXUOWTOP B aHTHOTEeH3UH |l-pemenrropen Omokep.

ONTARGET e mpoyuBane, IpoBeJIcHO NMPHU MAIMEHTH C aHAMHE3a 33 ChPICYHO-CHA0BA UITU
MO3BYHOCH0Ba OOJIECT, I 3aXapeH AUa0eT THII 2, MPUAPYKEHH C IaHHM 32 YBpPEXKAaHe Ha
edexTopuu opranu. Bikre chio nHbopMamuaTa o3ariaBeHa “IIpoduiakTuka Ha ChPACUYHO-CHIOBU
AHIMIACHTH .

VA NEPHRON-D e npoyuBaHe npu Ma@eHTH CbC 3aXapeH AuadeT Tvm 2 1 AuadeTHa HedponaTusl.
Te3n npoy4uBaHusI HE IOKa3BaT 3HAUYNM OnaronpusTeH eheKkT BrpXy ObOpedHuTe U/ ChPICTHO-
CHIOBUTE TOCIEANIIA U CMBPTHOCT, KaTO CHIIEBPEMEHHO Ca HAOI0JaBaHH ITOBUIIIEH PUCK OT
XHIIEPKATHUEMUS], OCTPO YBpEXKIaHe Ha ObOpELUTe W/ XUIIOTOHHS B CPABHEHUE C MOHOTEPAITHATA.
Karo ce umat npenBu cxomqHuTe UM (hapMaKOIMHAMUIHH CBOMCTBA, TE3U PE3YNITATH Ca MPHIIOKUMHU
u 3a npyru ACE naxubutopu u anrnotensuH |l-penentopau 010kepu.

ACE unxubutopu u anrnoteHsuH |l-penentopHu 6510kepH ciiejoBaTeTHO HE TPSOBaA Jja C€ M3MOJI3BAT
€IHOBPEMEHHO IPHU MALUEHTH ¢ AnabeTHa HeppomaTusl.

ALTITUDE (KnuauuHo npoy4BaHe MPOBEACHO ¢ aTMCKUPEH NP MAaLMeHTH ChC 3axapeH quadeTt

TUIN 2 ¢ U3NOJI3BaHe HAa ChbPACYHO-CHAOBH U OBOpeyHH 3a00JIIBaHMsI KATO KPAitHN TOUKH) €
Ipoyd4BaHe, IPEJHA3HAYCHO J]a U3CIeqBa [10J13aTa OT J0OAaBSIHETO Ha ATUCKUPEH KbM CTaHIApTHA
teparmusa ¢ ACE uaxuburop nnm anrnorensuH ll-penentoped Ookep MpH MalueHTH ChC 3aXapeH
quabeT TUN 2 U XpoHMYHO OBOpeyHo 3a00isBaHe, ChPIECYHO-CHIOBO 3a00IsIBaHE UK U JBETE.
[TpoyuBaHeTo € MpeKpaTeHo NPEeXkKICBPEMEHHO MOPaIH MOBHUIICH PUCK OT HEOIArONPHUsITHA
nocieauny. Kakro cepaedHo-chaoBaTa CMBPT, TaKa M HHCYJITHT €a M0-YECTH B IpynaTa Ha
AIMCKUPEH, OTKOJIKOTO B rpyIara Ha Iiamnedo, a IpeICTaBIsBalIuTe HHTEpeC HeXKeIaH! ChOUTHS U
CEPUO3HU HEeXeJlaHU CHbOUTHS (XUIIEPKaTMEeMUsl, XUITOTOHUS U ObOpedHa AUCHYHKIUS) ce ChoOIaBat
M0-4€CTO B rpynara Ha allMCKUPEH, OTKOJIKOTO B IpyIiaTa Ha mianedo.

EnunemMuonornyHuTe MpoyuBaHus NMOKA3BaT, ue IbITocpoyHoTO JieueHue ¢ HCTZ namainsBa pucka ot
CBPJICYHO-CHI0BA 3200JIEBAEMOCT M OT CMBPTHOCT B PE3yJITaT Ha ChPJCYHO-CHIOBU OOJIECTH.

KbM MomeHTa edexTuTe Ha uKcUpaHarta 1030Ba kKoMOuHaus Ha TenMucapTan/HCTZ Bbpxy
CMBPTHOCTTA U ChP/ICYHO-CHI0BATA 3200JIEBAEMOCT HE Ca U3BECTHH.

HemenanomeH pak Ha KokaTa

BB3 ocHOBa Ha HAJTMYHUTE IAaHHU OT EMHUIAEMHUOJIOTHYHHI TIPOYYBAHUS € HAOJII0JaBaHa 3aBUCHMa OT
KyMyJaTuBHaTa J103a Bpb3ka Mexxay HCTZ u HMPK. Enno npoy4Bane BKITFOUBA MOy JIAIHS,
cberosiia ce ot 71 533 ciywan Ha BKK n 8 629 cniyyan va CKK, n momynamusi oT CbOTBETHO

1430 833 u 172 462 noaxoasmu koHTpoau. Bucokara ynotpeda na HCTZ (kymynaTtuBHO

>50 000 mg) e cepp3ana ¢ kopurupan OR 1,29 (95% JU: 1,23-1,35) 3a BKK u 3,98 (95% JU:
3,68-4,31) 3a CKK. HabGmtoaBana e sicHa Bpb3ka KyMyJlaTHBHA J03a-0TroBop kakTo 3a BKK, Taka u 3a
CKK. pyro npoyuBaHe 1moka3Ba Bb3MOKHa Bpb3ka Mexay paka Ha yctHUTe (CKK) n excriozunusita
Ha HCTZ 3a 633 ciiyyan Ha pak Ha yCTHUTE € iogOpaHa nomynanus ot 63 067 moaxoasmy KOHTPOIIH,
KaTo ce M3I0JI3Ba CTPATETHs 32 B3eMaHe Ha poOH, ollpesielieHa oT pucka. JleMoHCTpUpaHa € Bpbh3Ka
KyMyJIaTUBHA J103a-0TroBop ¢ kopurupan OR 2,1 (95% J1U: 1,7-2,6), napactsai 1o OR 3,9 (3,0-4,9)
3a Bucoka yrotpeda (~25 000 mg) u OR 7,7 (5,7-10,5) 3a Haii-BHCcOKaTa KyMyJIaTUBHA 1032

(~100 000 mg) (Bx. chImo Touka 4.4).

leanatpuyna monymnanus

EBpomneiickaTa areHIus 1o jJekapcTBaTta 0cBOOO0X/1aBa OT 3aIbJDKEHHETO 32 IIPEIOCTaBSIHE Ha
pesyJrTaTuTe oT npoyuBaHusta ¢ PritorPlus BsB BCHYKH MOATpYNH Ha NEAMATPUYHATA TOITYIALHS TIPH
XHIIEPTOHHS (BXK. Touka 4.2 32 MH(OpPMAIHsE OTHOCHO yIoTpeda B MeIUaTpusITa).
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5.2 dapMaKkoKHHETHYHH CBOWCTBA

EnnoBpemennoro npunoxkenue Ha HCTZ u tenmucapTan npu 3paBu CyOeKTH HE TPOMEHS
(hapMaKOKMHETHKATA Ha HUTO €/IHO OT BEI[CCTBATA.

AbGcopOrus
Tenvucapran: [TukoBUTE KOHIIGHTPAIIMK Ha TEIMHUCAPTAH ce OCTUraT B pamkute Ha 0,5-1,5 vaca

cien nepopaieH npueM. AOCoMoTHATa OMOHATMYHOCT Ha TenMucapTad B 1031 40 mg u 160 mg e
croTBeTHO 42% 1 58%. Xpanara Jieko CHIKaBa OMOHATMYHOCTTA Ha TEIMHUCAPTaH KaTo PeIyKIUsATa
Ha 00JIacTTa 1Mo/ KpUBaTa 1mia3MeHa KoHleHTpaius-speMe (AUC) Ha TeaMucapTaH € oT okoio 6%
npu 40 mg no3a u okoso 19% npu 160 mg no3za. Tpu yaca cien NpuIoKeHNUE TUIA3MEHNUTE
KOHIICHTPAIIMH ca TIOJJOOHU, HE3aBUCHMO JIANTU TEIIMHUCAPTAH € MPUIIOKEH Ha TTIaJHO WK ¢ XpaHa. He
ce ouakBa crnabata penykuus B AUC ma npean3BHUKa pedyKUus B TepaneBTUYHATa e(UKACHOCT.
TenmucapTad He KyMyJTUpa 3HAYUTEIHO B TUIa3MaTa MPU MOBTOPHO MPHIIOKEHHE.
Xuapoxaoporuasui: [Iukosute konnentpauud Ha HCTZ ce mocturar B paMKHUTE Ha MPUOIU3UTEIIHO
1,0-3,0 gaca cnen mepopaieH nmpueM Ha PUKCHpaHaTa J030Ba KOMOWHAIMSA. AOCOTIOTHATA
OMOHANMMYHOCT, 6a3upaHa Ha KyMyJaTHBHaTa peHanHa ekckpenust Ha HCTZ, e okono 60%.

PasnpenencHue
TenmucapTaH ce CBbp3Ba B TOJISIMA CTENCH C MJIa3MeHUTE poTerHu (> 99,5 %), TmaBHO ¢ AIOYMUH U

andal kucen raroxonpoTenH. CpeTHUST IPUBHACH 00eM Ha pasnpeaeneHue ¢ okojo 500 1.
XuapoxJopoTHa3u] ce CBbp3Ba B 64% c Mia3MeHUTe NPOTCUHH U MPUBHIHUAT My 00eM Ha
pasnpenenenue e 0,8+0,3 I/kg.

buortpancdopmanus

TenMucapran ce MeTabonm3nupa 4pe3 KOHIOTaIHs KaTo 00pa3yBa (papMaKoJIOTHIHO HEAKTHBEH
AIMITIIOKOPYHUL. [ MIOKOPYHUIBT Ha OCHOBHOTO BEIIECTBO € EAMHCTBEHUSAT METa0OIHT,
uaenTuuumpan npu yoseka. Ciiel eJHOKpaTHA J103a Gess3an ¢ paJuoakTHBeH Bbriepos *4C
TeJIMUCAPTAaH TIIOKOPYHUIBT NpeAcTaBisaBa npubansurento 11% ot u3MepeHaTa paguoakTUBHOCT B
razMata. M3oenzumure Ha uroxpom P450 Hsamar yyactie B MeTabonn3Ma Ha TEIMUCAPTaH.

Enumunupane
Tenmucapran: Kakto cneg HHTpaBEHO3HO, TaKka U Cliel IEPOPaIHO MPUIIOKEHUE HA 1C denszan

TeIMHUCAPTaH, MO-TOJIIMaTa YacT OT IpueTara no3a (> 97%) ce enuMuHupa C U3NPAKHEHUATA Upe3
OwnmapHa exckpenus. B ypuHara ce OTKpUBaT caMO HEe3HAYMTEITHH KoJrdecTBa. ToTarHus Ta3sMeH
KITMPBHC HA TEIIMUCAPTaH cliel nepopaiHo npuioxenne € >1 500 ml/min. TepMUHATHUAT MOy KHBOT
Ha eTMMUHHIpaHe e moseue ot 20 yaca.

XunpoxJI0opoTHA3U C€ EKCKPETHPa MU3ILUI0 HempoMeHeH ¢ ypuHaTa. Oxoino 60% ot mepopairHara go3a
ce eJIMMHUHKpa HerpoMeHeHa 110 48 daca. brOpeunusaT kiaupbHC € okosto 250-300 ml/min.
TepMUHATHUAT eTMMUHAIIMOHEH MONTY)KUBOT € 10-15 yaca.

JIuHeHOCT/HEMUHEWHOCT

Tenmucapra: papMakoOKMHETHKATA Ha MEPOPATHO MTPUIIOKEHUS TeNMucapTa ¢ n1o3u ot 20-160 mg e
HeJIMHEeWHa, KaTo ce HabJro/1aBa HelTPOTIOPIIMOHAIHO MTOBUIIICHUE HA IJIA3MEHUTE KOHIICHTPAIHN
(Cmax 1 AUC) ¢ moBuIaBane Ha jgo3ara. TelMucapTan He KyMyJIHpa 3HAUHTETHO B I1a3Mara MpH
MOBTOPHO MPHIIOKEHHUE.

XuApoxJIopoTHa3H/I ITOKa3Ba JIMHEHa papMaKOKWHETHKA.

Dapmaxokunemura npu cneuud)ulmu nonyiaauuu

CTapqecxa BB3pacT

q)apMaKOKI/IHeTI/IKaTa Ha TCJIMHUCApPTAaH HC CC pa3jindaBa MCXKAY MAIIUCHTUTE B CTAPUYCCKA Bb3pacCT U
IIO-MJIAAUTEC ITAIMCHTH.

[on

[Tpu >xeHu M1a3MeHUTe KOHIIEHTPAIIMK Ha TeIMHCapTaH 00u4aifiHO ca 2—3 BT M0-BUCOKH,
OTKOJIKOTO TIpH MBXe. B KITMHUYHATE TpoydIBaHUs, o0ade, IPH KCHH HE ce HAOI01aBaT 3HAYNMO
YBCJIMUYCH OTI'OBOP HAa KPBbBHOTO HAJIATAHC UJIK Y€CTOTATA HAa OPTOCTAaTUYIHA XUIIOTOHHA. He CC HaJilara
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mpeLu3upaHe Ha go3ara. [IpH jkeHu MMa TSHICHIUS KbM IT0-BHCOKH IUTa3MeHu HuBa Ha HCTZ,
OTKOJIKOTO TIpH MBXe. ToBa o6ade HAMa KITHHUIHA 3HAYAMOCT.

Br6peuHo yBpexkaane

[pn matmenTyn ¢ 6pOpedHa HETOCTATHYHOCT, ITOUIOKEHH Ha JIMANIN3a, Ce HAOII0AaBaT MO-HUCKH
1a3MeHu KoHneHTpamu. [Ipu ygactHum ¢ 6p0pedHa Hel0CTaThYHOCT TEIMUCAPTaH CEe CBBP3BA B
rojisiMa CTETeH ¢ TIa3MEHUs MPOTEHH U He MOXKe J1a Ob/ie OTAeseH NpH nquanu3a. [Ipu manuentu c
OBOpEYHO yBpeXkKIaHe STMMUHAIMOHHUAT TIOJTYKHBOT He € mpoMeHeH. [Ipu manuenTu ¢ Hapymenn
O0BOpevHn QyHKIMHK cTenenTa Ha enumuanpane Ha HCTZ e penynupana. B eqHo THITUYHO
NpOYYBaHe, BKIIIOYBAIIO MAUEHTH ChC CPECH KPEaTUHUHOB KIUpBbHC 90 ml/min, modykuBOTa Ha
enmumunnpane Ha HCTZ ce yBenuuaga. [Ipu ¢pyHKIIMOHATHO aHehpUYHM TAMEHTH €TUMUHALIMOHHNS
MOJTY>KHUBOT € oKoJIo 34 Jaca.

YepHoapoOHO yBpekIaHEe

®apMaKOKMHETUYHHUTE MTPOYYBAHMS IIPH MALMEHTH C YEPHOIPOOHO YBpEKAaHE MOKA3BaT OBHUIIABAHE
Ha abcomoTHata OnoHanu4yHocT 10 okojo 100%. [Ipu nauneHTr ¢ 4epHOAPOOHO YBpEKAAHE
CIIMMUHAITUOHHUSAT IMMOJTY>KUBOT HE € IPOMCHCH.

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

He ca npoBeieH# DOMBIHUTEIHE NPOYYBaHUS ¢ KOMOMHaIws ¢ pukcupanu no3u 80 mg/25 mg.

[Ipy npeAKITMHUYHYE TPOYYBaHUS 32 O€30MACHOCT C €THOBPEMEHHO ITPHIIIOKEHNE Ha TEIMUCAPTaH U
HCTZ npu HOpMOTEH3UBHU ILTHX0BE M Ky4eTa, 1031, CPABHUMH C T€3W B KIMHUYHHS TepPaAleBTUUCH
JMana3oH He MPEeJU3BUKBAT eEKTH, pa3IMuHH OT HAOMIOJaBAHUTE [IPU CAMOCTOSITETHOTO
NPUJIOKEHUE Ha JBeTe BemecTBa. HabmoraBaHuTe TOKCHKOJIOIMYHH ITPOMEHH HSIMAaT OTHOIICHHE KbM
M3II0JI3BAHETO 32 TEPATIEBTHYHH IIEJIN TIPH YOBEKA.

TOKCHKOMOTHYHUTE HAXOAKH, A0OpE MO3HATH OT MPEAKINHUYHUTE IPOYYBaHUI HA HHXHUOUTOPH Ha
AQHTMOTEH3MH KOHBEPTHPALIMS €H3UM U OJI0KepH Ha aHrnoTeH3uH Il penenropute ca: HamansBaHe

Ha MapaMeTpuTe Ha YEPBEHNUTE KPHBHH KIETKU (EPUTPOIIUTH, XEMOTJIOOWH, XeMAaTOKPHT), TPOMEHH B
O0BOpevHaTa XeMoIMHaMHUKa (ITOBHUIIIEHO HUBO Ha a30T B KPHBTA U KPEATHHUH ), TIOBUILICHA AKTHBHOCT
Ha IJIa3MEHUs PeHHUH, XUIEePTPOoUs/Xunepria3usi Ha IOKCTarJIOMEpyJIapHUTE KIETKH U YBPEXIaHe Ha
cTomalHara jurasuia. CTOMaIIHUTE JIE3UH MOTaT J1a ObJIaT NPEIOTBPATeHN/OTPaHINYCHH Ype3
nepopaiHo 100aBsiHE HA (PU3UOIIOTHYEH Pa3TBOP U TPYIIOBH JKWIIMIIA 32 )KUBOTHUTE. [IpH Kydera ca
HaOronaBanu ObOpedHa TyOynapHa quinatanus u arpodus. Cumra ce, ue Te31 HaXOAKH ce IbJDKAT Ha
(apmakoJOruyHaTa akTUBHOCT Ha TeiMucapTad. He ca HabmronaBanu e(eKTH Ha TEJIMUCAPTAH BBPXY
(bepTuIUTEeTa HA MBXKH U )KEHCKH WHAWBUJIH.

Hsima sichu naHHU 3a TepaToreHeH e)ekT, BRIPEKH TOBa IIPU TOKCUYHHU 1030BU HHMBA HA TEIMUCAPTaH
€ HaOJItoJaBaH epeKT BbpXY MOCTHATATHOTO Pa3BUTHE Ha TOTOMCTBOTO, KaTO IMO-HUCKO TEJIECHO
TETJI0 ¥ 3a0aBEHO OTBAPSHE HA OUYUTE.

Hsma nokasarencTBa 3a MyTareHHOCT M ChOTBETHA KJIaCTOT€HHA aKTUBHOCT HA TEJIMHUCAPTaH NpU
U3MHUTBaHUA N VItro U KaHIIEPOTreHHOCT MPH ILThX0Be M MUIIKH. [IpoyuBanusta c HCTZ naBat
HECHT'YPHU JIaHHH 332 TEHOTOKCUYHOCT WITM KaHIIEPOTEHHU €EeKTH TPU HAKOU EKCIIEPUMEHTAITHU
MO/IEIIH.

3a (eTOTOKCHYHUS MOTEHIMA Ha KOMOMHALMSTA TeJIMUCAPTaH/XHUIPOXIOPOTHA3N BUXKTE TOUKa 4.6.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa NIOMOIIHHUTE BELIeCTBA

JlakTo3a MOHOXUIpAT
Marune3ueB cteapat
[{apeBn4HO HUILIECTE
Mernymun
MukpokpucTaiHa 1einyno3a
TToBumon (K25)
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JKunt xenezen okenn (E172)
Harpues xuapokcus,

HatpueB Humecten raukonat (Tum A)
Copb6uron (E420)

6.2 HecbBMecTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHoCT

3 roaguHu

6.4 CrhenmnaJHM ycJI0BHUS HA ChbXpaHeHHUe

To3u nekapcTBEH MPOAYKT HE M3UCKBA CIELUAIHU TEMIIEPaTypHH yCIOBUS Ha cbxpaHeHue. Ja ce
ChbXpaHsBa B OpUTMHAIIHATA OIIAKOBKA, 3a Jla C€ IPeAIa3y OT Biara.

6.5 Bwuau chabp:kaHNe HA OMAKOBKATA

Anymunuit/anymunnii 6nuctepu (PA/Al/PVC/Al nunn PA/PA/AI/PVC/AL). Enun Gnuctep chabpxa 7
iy 10 TabneTku.

BungoBe onakoBKu:
- osuctep ¢ 14, 28, 30, 56, 90 niau 98 TabneTKU WU

- nepdopupan OivcTep ¢ eAMHUIHH 031, ¢ 28 X 1 TabneTku.

He Bcruky BUiOBE ONAKOBKH MOTaT Jia Ob/IaT MMyCHATH Ha Ta3apa.

6.6 CrhenuajJHy npeanasHu MePKH NP U3XBbPJIsiHe U padoTa

PritorPlus TpsioBa ia ce chxpaHsBa B 3a1ie4aTaHUTE OJIMCTEPH, IIOPAU XUTPOCKOIIMYHUTE CBOWCTBA HA

tabnerkute. TabneTkuTe TpsiOBa Ja ce U3BaXAaT OT OIUCTEpa, HEMOCPEICTBEHO TIPeIu yroTpeda

[onsikora BRHITHUS CIIOW Ha OJHICTEpPAa MOXKE J1a C€ OTAENH OT BBTPEIIHUS ClIoi. B Te3u cirydan He e

HEOOXOIUMO J1a ce TIpeIlTprueMar HIKaKBU JICHCTBUSI.

Hewnsnom3BaHusT JeKapCcTBEH NPOAYKT WU OTHAABFYHATE MaTePHAII OT HETO TPsAOBa Ja ce U3XBBPIIST

B ChOTBETCTBHE C MECTHUTE M3UCKBAHUS.

7. HNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG

51368 Leverkusen

T'epmanus

8. HOMEP(A) HA PASPEIHIEHHUETO 3A YIIOTPEBA

EU/1/02/215/015-021

9. JATA HA TBbPBO PAZPEIIABAHE/ITIOJJHOBSIBAHE HA PABPELHIEHUETO 3A
YIHOTPEBA

Jlata Ha mepBO pazpemanane: 22 Anprr 2002 r.

JaTa Ha nociaeaHo moaHoBsBaHe: 14 maii 2007 r.
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10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

ITonpo6Ha mH(pOpManHs 3a TO3H JeKapCTBEH MPOAYKT € MpelocTaBeHa Ha yebcaiiTa Ha EBpomneiickara
areHIws 1o JiekapcraaTa http://www.ema.europa.eu.
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INPUJIOKEHHUE IT

MMPOU3BOJUTEJI(M), OTTOBOPEH(HM) 3A
OCBOBOJKJIABAHE HA APTHUIN

YCJIOBUA NJIN OTPAHUYEHUA 3A TOCTABKA U
YIIOTPEBA

JAPYI'U YCJIOBUS U UBNCKBAHUSA HA PASPEIIEHUETO
3A YIIOTPEBA

YCJOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  NIPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKIABAHE HA
ITAPTU N

HmMe u aapec Ha HDOI/I3BOI[I/IT6J'I$1(I/ITC)., OTFOBODGH(HI/I) 3a OCBO60)KILaBaHe Ha MapTuauTe

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'epmanus

b. YCJIOBUs WM OI'PAHUYEHUA 3A TJOCTABKA U YIIOTPEBA

.HCKapCTBeHI/IﬂT MPOAYKT C€ OTILYCKa I10 JICKAPCKO MPCANNCaHUC.

B. JAPYI'M YCJIOBUSA N U3NCKBAHUSA HA PASPEIIIEHUETO 3A
YIIOTPEBA

. IlepuoguyHu aKTyaJau3npanm aokaanau 3a oezonacuoct (ITAB)

W3uckBanusra 3a nogaBane Ha [TAJIB 3a TO3U neKapCTBEH MPOAYKT Ca OCOYEHH B CIIHCHKA C
pedepentauTe natu Ha EBporetickus cpro3 (EURD cnmcek), npeasunen B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIEABAIIN aKTyaJIM3allH, ITyOJMKYBaHH Ha €BPOTNEHCKUS
yeOIopTal 3a JeKapcTBa.

. YCJI0OBUA NJIN OI'PAHUYEHUA 3A BE3OITACHA U E®OEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT

. Ilan 3a ynpaBienue Ha pucka (ITYP)

[Mpurexaressar Ha paspeiennero 3a ynorpeda (ITPY) TpsioBa 1a n3BbpiiBa H3UCKBAaHUTE ICHHOCTH U
JIeCTBUS, CBBP3aHU C TIPOCIIe/sIBaHe Ha JIeKapcTBeHaTa 0€30IacHOCT, MocoueHH B 0Jj00penus [TYP,
npezncrased B Moayin 1.8.2. Ha pa3pelieHneTo 3a yrnorpeba, KakTo U BbB BCHUKHU CIIE/IBAIIH 0JO0peHH
akTyanuzauuu Ha [TYP.

Axryanusupan [IYP TpsiOBa na ce mogaBa Ha BCEKH TPU TOANUHM.

OcgeH ToBa, aktyanusupat [IYP tps6Ba na ce nogasa:

e 110 HcKaHe Ha EBporneiickara areHuus 1o JeKapcTBara;

e  BHHArW, KOTaTO C€ M3MEHs CHCTeMaTa 3a yIpaBJeHHe Ha PUCKA, 0COOEHO B pe3yaTaT Ha
NoJy4aBaHe Ha HOBa MH(pOPMaLHs, KOSTO MOXKeE /1a JOBeIE 10 3HAYMMHU IPOMEHH B
CHOTHOIIIEHHETO TOJI3a/PUCK, WIIH CIIE/T JIOCTUTaHE Ha Ba)KEH eTal (BbB BPB3Ka ¢
npocIie/isiBaHe Ha JIeKapcTBeHaTa 0e30MacHOCT WM CBEKIaHe HA PHUCKA JI0 MUHHMYM).
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INPUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

PritorPlus 40 mg/12,5 mg tabaetku
TeIIMHUCAPTAH/XUIPOXIOPOTHAZHT

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

Bcesika Tabnerka cpabpika 40 mg renmucaptad U 12,5 My XUApOXIOPOTHASHI.

3. CIIMCBK HA ITIOMOIIHUTE BEIECTBA

Crappxa makTo3a MoHOXHIpAT U copouton (E420).
3a nombIHUTETHA WH(pOPMAIIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

14 TabneTku
28 TabeTKH
30 TabmeTku
56 TabIeTKH
90 TabjIeTKH
98 TabiaeTKn
28 x 1 TabneTku

5. HAYUH HA TPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

3a mepopaHo MPUIIOKEHHUE.
[Mpeau ynorpeba npovereTe JIMCTOBKATA.

6. CIIEHUAJIHO NNPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT IMPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCETI'A HA TELIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEX/IEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen mo:
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o,

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

To3u ekapcTBeH NPOAYKT He M3UCKBA CHENUATHH TeMIePaTYPHH YCJO0BHS 32 CbXpaHeHHe.
Jla ce chbXpaHsiBa B OpUTMHAJIHATA OMAKOBKA, 32 /Ia ce Mpeana3u oT BJjara.

10. CIHENHUAJIHU NNPEIANA3HHU MEPKMU IIPU U3XBBPJIASHE HA HEU3IOJ3BAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU WJIU OTHNAABYHU MATEPUAJIA OT
TSX, AKO CE UBUCKBAT TAKHUBA

11. HWME U AJPEC HA NIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bayer AG

51368 Leverkusen

I'epmannus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/215/001 14 taGnerku
EU/1/02/215/002 28 tabnerkn
EU/1/02/215/003 28 x 1 Ttabinerku
EU/1/02/215/013 30 tabnerku
EU/1/02/215/004 56 Tabnerku
EU/1/02/215/011 90 tabnerku
EU/1/02/215/005 98 tabnerku

13.  TAPTHJEH HOMEP
[Maptunen Ne
| 14, HAYMH HA OTIIYCKAHE
| 15. YKA3AHMSI 3A YIIOTPEBA
| 16. MH®OPMAILIMSI HA BPAIJIOBA A3BYKA

PritorPlus 40 mg/12,5 mg

| 17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3BMEPEH BAPKO/{

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
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18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep cbe 7 TabneTkn

| 1. NME HA JJEKAPCTBEHUA NPOAYKT

PritorPlus 40 mg/12,5 mg tabaetku
TGJ'IMI/ICapTaH/XI/II[pOXJ'IOPOTI/IEBI/IIL

| 2. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TAPTHMJEH HOMEP

Lot

|5.  JPYro

ITH
BT
cp
uT
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbADBPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep ¢ exmHIYHYN 1034 (omakoBKa oT 28x1 TabJyieTka) WM Apyr OaucTep, KOWTO He € ¢bC 7
Ta0JIeTKH

| 1. NME HA JJEKAPCTBEHUA NPOAYKT

PritorPlus 40 mg/12,5 mg tabietku
TeIIMHUCAPTAH/XUIPOXIOPOTHAZHT

| 2. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TAPTHMJEH HOMEP

Lot

|5.  JPYro
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

PritorPlus 80 mg/12,5 mg tabaerku
TeIIMHUCAPTAH/XUIPOXIOPOTHAZHT

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bceska Tabnerka cpabpska 80 Mg tenMucapTad u 12,5 My XUAPOXIOPOTHAZU,

3. CITMCBK HA TIOMOIIHUTE BEIIECTBA

Coabpika nakro3za MoHOXuapat u copouron (E420).
3a 1OoMbIHUTENTHA HHPOPMAIIHS IPOYETETe JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

14 TabneTku
28 TabIeTKH
30 rabmeTku
56 TabneTKH
90 TabyeTKH
98 TabieTkn
28 x 1 TabneTku

5. HAYMH HA NPUWJIOKEHUE U ITbT(UIIA) HA BBBEXKJIAHE

3a nepopaHO IPHIIOKEHHE.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

6. CHELHUAJIHO IMPEAYHPEXJIEHUE, YE JIJEKAPCTBEHUAT INPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:
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o,

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

To3u JekapcTBeH NPOAYKT He H3UCKBA CHEHUATHHA Y TEMIEPATYPHU CJI0BHA 32 ChbXpaHeHHUe.
Jla ce chbXpaHsiBa B OpUTMHAJIHATA OMAKOBKA, 32 /Ia ce Mpeana3u oT BJjara.

10. CIHENHUAJIHU NNPEIANA3HHU MEPKMU IIPU U3XBBPJIASHE HA HEU3IOJ3BAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU WJIU OTHAABYHU MATEPUAJIA OT
TSX, AKO CE UBUCKBAT TAKHUBA

11. HWME U AJPEC HA NIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bayer AG

51368 Leverkusen

I'epmannus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/215/006 14 tabnetku
EU/1/02/215/007 28 tabnerkn
EU/1/02/215/008 28 x 1 TabieTKu B OJUCTEP C €AUHUIHA T031
EU/1/02/215/014 30 tabnerku
EU/1/02/215/009 56 Tabnerku
EU/1/02/215/012 90 tabnerku
EU/1/02/215/010 98 tabnerku

13.  TAPTHJEH HOMEP
[Maptunen Ne

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAILIMSI HA BPAIJIOBA A3BYKA

PritorPlus 80 mg/12,5 mg

| 17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3BMEPEH BAPKO/{

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
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18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JJAHHH, KOUTO TPSABBA JIA CbABPKXAT BJIMCTEPUTE U JIEHTUTE

Baucrep cbe 7 TabneTkn

| 1. HUME HA JIEKAPCTBEHMA TPOAYKT

PritorPlus 80 mg/12,5 mg tabnerku
TEIMHCAPTaH/XUAPOXIOPOTHAZUL

| 2. NME HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TIAPTHMJEH HOMEP

Lot

|5.  JPYroO

IIH
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbADBPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep ¢ exmHIYHYN 1034 (omakoBKa oT 28x1 TabJyieTka) WM Apyr OaucTep, KOWTO He € ¢bC 7
Ta0JIeTKH

| 1. NME HA JJEKAPCTBEHUA NPOAYKT

PritorPlus 80 mg/12,5 mg tabaerku
TeIIMHUCAPTAH/XUIPOXIOPOTHAZHT

| 2. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TAPTHMJEH HOMEP

Lot

|5.  JPYro
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

PritorPlus 80 mg/25 mg tabietku
TeIIMHUCAPTAH/XUIPOXIOPOTHAZHT

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bceska Tabnerka cpabpika 80 Mg TenMucapTan 1 25 My XUAPOXIOPOTHASHUI.

3. CITMCBK HA TIOMOIIHUTE BEIIECTBA

Coabpika nakro3za MoHOXuapat u copouron (E420).
3a 1OoMbIHUTENTHA HHPOPMAIIHS IPOYETETe JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

14 TabneTku
28 TabIeTKH
30 rabmeTku
56 TabneTKH
90 TabyeTKH
98 TabieTkn
28 x 1 TabneTku

5. HAYMH HA NPWIOKEHUE U ITbT(UIIA) HA BBBEXKJIAHE

3a nepopaHO IPHIIOKEHHE.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

6. CHELHUAJIHO IMPEAYHPEXJIEHUE, YE JIJEKAPCTBEHUAT INPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEHE OT IIOTJVIEJA U TOCEI'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:
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o,

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

To3u ekapcTBeH NPOAYKT He M3UCKBA CHENUATHH TeMIePaTYPHH YCJO0BHS 32 CbXpaHeHHe.
Jla ce chbXpaHsiBa B OpUTMHAJIHATA OMAKOBKA, 32 /Ia ce Mpeana3u oT BJjara.

10. CIHENHUAJIHU NNPEIANA3HHU MEPKMU IIPU U3XBBPJIASHE HA HEU3IOJ3BAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU WJIU OTHNAABYHU MATEPUAJIA OT
TSX, AKO CE UBUCKBAT TAKHUBA

11. HWME U AJPEC HA NIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bayer AG

51368 Leverkusen

I'epmannus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/215/015 14 tabnetku
EU/1/02/215/016 28 tabnerkn
EU/1/02/215/017 28 x 1 TabmeTKu B OJIUCTEP C €AUHUIHA T031
EU/1/02/215/018 30 tabnerku
EU/1/02/215/019 56 Tabnerku
EU/1/02/215/020 90 tabnerku
EU/1/02/215/021 98 tabnerku

13.  TAPTHJEH HOMEP
[Maptunen Ne

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAILJIOBA A3BYKA

PritorPlus 80 mg/25 mg

| 17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3BMEPEH BAPKO/{

JByn3mepeH O0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD

| 18.

YHUKAJIEH WIEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JJAHHH, KOUTO TPSABBA JIA CbADBPKAT BJIMCTEPUTE U JIEHTUTE

Baucrep cbe 7 TabneTkn

| 1. HUME HA JIEKAPCTBEHMA TPOAYKT

PritorPlus 80 mg/25 mg rabnerku
TEIMHCAPTaH/XUAPOXIOPOTHAZUL

| 2. NME HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TIAPTHMJEH HOMEP

Lot

|5.  JPYroO

IIH
BT
cp
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbADBPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep ¢ exmHIYHYN 1034 (omakoBKa oT 28x1 TabJyieTka) WM Apyr OaucTep, KOWTO He € ¢bC 7
Ta0JIeTKH

| 1. NME HA JJEKAPCTBEHUA NPOAYKT

PritorPlus 80 mg/25 mg tabietku
TeIIMHUCAPTAH/XUIPOXIOPOTHAZHT

| 2. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TAPTHMJEH HOMEP

Lot

|5.  JPYro
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b. IUCTOBKA
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JlncroBka: undopmanus 3a noTpeduTeNs

PritorPlus 40 mg/12,5 mg Ta6aeTkn
Tenmucapran/xuapoxioporuazua (telmisartan/hydrochlorothiazide)

IIpoyeTeTe BHMMATEIHO USLJIATA JIMCTOBKA, NPeIM 12 3all0YHETe 12 pUeMaTe TOBa JIEKAPCTBO,

Thil KaTO TH ChABbPKA BaxHa 3a Bac ungopmanus.

- 3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HaJOXH JIa sl MPOYETEeTe OTHORO.

- AKO UMate HIKaKBH JIOTBIHUTETHHA BBIIPOCH, TonnTaiiTe Bamus nekap wiu GpapmarieBT.

- Toga nekapcTBo € npeanucano JuyHo Ha Bac. He ro mpeoTrcThnBaiite Ha npyru xopa. To Mmoxke
Jla M HaBpeJly, HE3aBUCHMO Y€ TPU3HAILIMTE HA TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo Bamure.

- AKO TIOJTyYnTe HSKAKBH HEXEJIAHU peakiuu, yBenomere Bamus nekap wim dapmarert. Toa
BKJIIOYBA U BCHUYKM BBH3MOXKHH HEXKEJIAHM DPEAKIMH, HEONMHCAaHU B Ta3u JIUCTOBKA. Biukre
TOuKa 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso mpencrasmnssa PritorPlus u 3a xakBo ce n3momn3sa
KakBo Tpsi6Ba 1a 3Haete, nmpeau aa npuemere PritorPlus
Kak na nmpuemate PritorPlus

Bb3MOXKHHU HEXKETaHH PEaKIUU

Kak na cpxpansiBate PritorPlus

ChIbprkaHue Ha OTMIAKOBKATA U IOMIBIHUTEIHA HHPOPMAIIUS

Uk wd P

1.  Kaxkso npencrasasiBa PritorPlus u 3a kakBo ce u3no/3Ba

PritorPlus e koMOuHaIKMs OT 1B aKTUBHU BEIIECTBA B €IHA TAaOJIE€TKA — TEIMHUCAPTAH U
xXuIpoxjopoTuasu. W 1Bere BemecTBa noMarar Jia ce KOHTPOJIMpa BUCOKOTO KPHBHO HAIISTAHE.

- TenmucapTran NpUHAIIICKN KbM IpyIIa JIEKAPCTBEHU NPOAYKTH, HAPEUEHHU PEeLeNITOPHU OJI0KepH
Ha aHruoteH3uH lI. ArrnorensuH Il e BemecTBo, 00pa3yBaHo BEB Bamus opranuzbm, KOETO
MIpeIM3BUKBA CBUBaHE HA KPhBOHOCHUTE CHA0BE, KaTO MO TO3M HAYMH MOBHIIABAa KPbBHOTO B
Haysirane. Tenmucapran O10kupa edexra Ha aHruoTeHs3uH Il Taka, ue KpbBOHOCHUTE CHIIOBE CE
OTIyCKAaT M KPbBHOTO HAJIATAHE CE IOHMKABA.

- XUIPOXIOPOTHA3UL IPUHAIIEKN KbM I'pyIia JIEKAPCTBA, HAPEUECHU THA3HHU JUYPETHULIH,
KOUTO MPEIU3BHUKBAT yBEINYABAHE HA OTACISHOTO KOJIMYECTBO YPUHA, BOACIIO O MOHMKaBaHe
Ha KpbBHOTO Bu Hassirane.

Axo He ce JICKYBAa, BUCOKOTO KPBBHO HAJIAATAaHEC MOKE a YBPEAU KPbBOHOCHUTC CHbJAOBC B pCaulia
OpraHu, KOCTO MOHAKOr'a MOKC a JOBEAC N0 CbPACYHU NPUCTHIIHN, ChbpJACYHA UIIN 6L6peqHa
HEAOCTATHhYHOCT, MO3BbUCH UHCYIJIT U CJICTIOTA. CI/IMHTOMI/I, B pE3yJITaT Ha BUCOKO KPBbBHO HaJIATAHE,
OOMKHOBEHO HE Ce Ha6J'II-O)_'[aBaT npeau 1a Bb3HUKHAT YBPCIKAAHUA B OPraHUTC. Hopaﬂn TOBa € BaXXHO
PEAOBHO Aa €€ U3MEPBAa KPBbBHOTO HAJIATAHE, 3a J1a CC IMIPOBECPU AaJIM TO € B HOPMAJIHU I'PAHUILIHN.

PritorPIlus ce n3mon3Ba 3a neueHre Ha BUCOKO KPBBHO HajIsATaHe (€CEHIMATHA XUTIEPTOHNS) TIPH
Bb3PaCTHH, YHETO KPHBHO HAIITAHE HE CE KOHTPOJIHMPA J0CTAThYHO, KOTAaTO TEIIMHUCAPTaH CE M3M0JI3Ba
CaMOCTOSITEITHO.

2. Kakso TpsdBa na 3Haete, npeau Aa npuemete PritorPlus

He npuemaiite PritorPlus

o aKo CTe alepPruYHU KbM TeIMHCAPTaH WM KbM HAKOS OT OCTAHAJIMTE ChCTABKH HA TOBA
JekapcTBO (M36pOoeHH B TOUKA 6).

o aKo CTe aJleprU4HU KbM XUAPOXJIOPOTHAZHUIT MITH KM JIDYTH JIEKapCTBa, TPOU3BOTHH HA
cynhoHaAMUTUTE.
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ako cre OpeMeHHa ciient TpetHs Mecel (mo-100pe ia u3osreare ynorpebara Ha PritorPlus u B
paHHa OpEMEHHOCT - BIJKTE pa3aell bpeMeHHOCT).

aKO MMaTe TeKKH YepHOAPOOHH MPOoOIEMHU KaTo XoJiecTasa HilH *KJIbuHa 00CTpyKuus (podiem
C IpeHa)ka Ha )KIIbUKaTa OT YePHUS APOO U KITHYHUS MEXYp) WU KAKBOTO U JIa € APYTO TEHKKO
4epHOIPOOHO 3a00IIsIBAHE.

aKo MMare TeXKOo OBOpedHo 3abosiBane win anypus (rmo-maiako ot 100 ml ypuna Ha aeH).

ako Bammsr Jiekap ycTaHOBH, 4e UMATe HUCKY HHUBA HA KaJHW WM BUCOKHM HUBA Ha KUK B
KPBBTa, KOUTO HE CE MOBJHABAT OT JICUCHHE.

aKo MMare JuadeT Wik HapylieHa ObOpedyHa (YHKIUS U Ce JISKYBAaTE C JICKapCTBO 3a
MOHW)KaBaHe Ha KPHBHOTO HAJSITAHE, ChABPIKAIIO ATUCKUPEH.

TpsiOBa na kaxxere Ha Bamus nexap win ¢apmaneBt, npeau aa npuemere PritorPlus, ako Hskoe ot
TOpEToCOUYEHUTE ChCTOSHUA ce OTHAcCS 3a Bac.

IIpenynpesxxaeHus u npeanasHu MepKH
['oBopete ¢ Baust siekap, npeau aa npuemere PritorPlus, ako crpagate wim Hikora cTe CTpajaid OT
HSIKOE€ OT CJICIHUTE ChCTOSHUS WK 3a00JIBaHUS:

HHUCKO KPBBHO HAIATaHE (XUIIOTOHHUS ), KOETO € BB3MOXKHO J]a B3HUKHE, aKO CTe
IeXuapaTupany (pexoMepHa 3aryda Ha BoJia OT OpraHu3Ma) WM ako NIMaTe HeIOCTHT Ha COITH,
Mopajy JieueHne ¢ TUypeTuln (00e3BOAHSBAIIN JIEKAPCTBA), AUETa C HUCKO ChAbpPKaHUE Ha
COJI, TUapUs, TIOBPBIIAHE HIH XeMO(UITPAIIUs.

0B0peuHo 3a0omnsBaHe WK OBOPEYEH TPaHCIUTAHTAT

CTEHO3a Ha peHaJIHaTa apTepHs (CTeCHsIBaHE Ha KPhbBOHOCHUTE CHJIOBE HA SAMHUS WM HA J[BaTa
OBOpeka)

4epHOIPOOHO 3a00MsIBaHE

ChpJeYHHU pobIeMH

nrader

nojarpa

MIOBUILICHN HUBA Ha IJJOCTEPOH (3abpKaHe Ha BOJIA U COJIM B TSIIOTO, IPUAPYKEHO OT
nucOanaHc Ha pa3IMuyHU MUHEpald B KPHBTA)

CHCTEMEH JIynyc eputemarozec (Hapudad oute “nymnyc” unu “CJIE”), 3a6omsBaHe pu KOETO
coOcTBeHaTa MIMyHHA CHCTEMa aTaKyBa OpraHu3Ma

aKTHBHATa ChCTaBKa XUAPOXJIOPOTUA3HI MOXKE J1a IPHYNHHA HeoOMUaifHa peakiusi, BOEIIa JI0
HaMalleHo 3peHue U 0ojKa B 0koTo. ToBa MOXe Jja ca CHMIITOMH Ha HAaTPyIBaHe HA TEYHOCT B
CBJOBHS CJION Ha OKOTO (XOPOMIAJIECH U3JIHMB) WIX TIOBHIIABAaHE HA BBTPEOYHOTO HAJlaraHe u
MOJKE J[a C€ CIyYH B PAMKHTE Ha 4aCOBE JI0 CEJMHIIM OT HAYaJ0TO Ha mpuema Ha PritorPlus.
ToBa Moxe /1a 10Bezie 10 TPaiHO yBpeXk/IaHe Ha 3pEHHUETO, aKO HE Ce JIEKYBa.

aKo CTe UMAaJTU paK Ha KoXKaTa MM aKo pa3BUEeTe HeouaKkBaHa KOKHA JIe3Usl 110 BpeMe Ha
Je4eHneTo. JIeueHneTo ¢ XuapoxJIOpoOTHA3U I, 0COOCHO MPOIBIDKUTEIHATA YIOTpeOa Ha BUCOKH
71031, MO>KE J1a TIOBUIIIK PUCKa OT HAKOW BHJIOBE PaK Ha KOXKAaTa M YCTHHUTE (HEMEIaHOMEH paK
Ha KOXara). 3aluTeTe KoXKaTa CH OT U3JIaraHe Ha CI'bHIIE M YITPABHOJICTOBUTE JTbYH, JIOKATO
npuemarte PritorPlus.

T'oBopeTte ¢ Barus nekap, npenu aa npuemere PritorPlus :

aKo IpHeMare HAKOE OT CIICAHUTE JICKapCTBa, N3MOJI3BAHH 32 JICUCHNE HA BUCOKO KPBBHO
HaJIsATaHe!

-ACE unxubutop (Hanpumep eHananpui, JM3UHOIIPHI, PAMUIIPHII), 0COOEHO aKo UMaTe
0B0peuHn mpoOeMu, CBbpP3aHu ¢ quabera.

- AIICKHUPEH

Bammwsr siekap Moxe MepruoJuYHO Jia ipoBepsiBa Ob0peuHaTa Bu ¢yHKIUS, KPEBHOTO HAJISATaHE
Y KOJIMYECTBOTO HA ENIEKTPOIUTUTE (Harp. Kanui) B KppBTa Bu. Bukre chino napopmanusiTa
o3arnaseHa “He npuemaiite PritorPlus”

aKo MpHeMare JUrOKCHH.

aKo CTe MMaJIH MPOOJIEMH C TUIITAHETO WIH OenuTe NpoOoBe (BKIIOUYNTEITHO BB3MAJICHUE WITH
TEYHOCT B OesuTe ApoOoBe) ciell MpHeM Ha XHAPOXJIOPOTHA3U B MUHAIOTO. AKO MOJTYYHTE
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TEKBK 3ayX WK 3aTPYAHEHO AMIIaHe ciaen mpreM Ha PritorPlus, HezabasHo moTepcete
MEIUIUHCKA TTIOMOIII.

I'oBoperte ¢ Bamus nekap, ako moay4yute KopeMHa 00JIka, TajicHe, TOBPBIIAHE WU JUAPHsI CIIC]T
npreM Ha PritorPlus. Bammsr ekap 1ie B3eMe peleHune 3a mo-HaTaThIIHO JeucHue. He crmpaiite na
npuemare JekapctBoro PritorPlus camocrostenso.

Tps0Ba ma KaxkeTe Ha Baims 1ekap, ako MHECJIHNTE, 4e cTe OpeMeHHa (MM MOKe J1a 3a0peMeHeeTe).
PritorPlus He ce npemopruBa B paHHa OpeMEHHOCT M He TpsIOBa J1a ce IpreMa cJied TPETUS MECeIT OT
OpeMeHHOCTTa, ThH KaTo MOKE CEpHO3HO J1a YBpeau Bamero gete, ako ce U3M0I3Ba B TO3U EPHOA
(BmxTe pazmen bpeMeHHOCT).

JledeHueTo ¢ XUAPOXIOPOTHAZUI MOXKE J1a JOBEJIE JI0 SICKTPOJIMTEH nucOananc Ha Bamms
Oprau3bM. THUMHYHUTE CUMIITOME Ha BOJHO-EJIEKTPOIUTEH qucOaIaHc BKIIFOYBAT CyXOTa B yCTaTa,
cimabocT, JieTaprusi, ChHINBOCT, OE3MOKOHCTBO, MYCKYJIHH OOJIKH FJTH KPaMITH, TajieHe (TIOBAHNTaHe),
MOBPBIIIaHE, MYCKYJIHA YMOpa U chpueduene (mosede ot 100 ymapa B MuHyTa). TpsadBa ga cho0muTe
Ha Bamus nekap, ako MoyyBCTBATE HIKOW OT TE3H CUMIITOMM.

TpsiOBa na kaxxere Ha Bamms ekap U ako YCTaHOBHTE MTOBHILICHA YyBCTBUTEIHOCT HA KOXKATa CH MPU
U3JIaraHe Ha CII'bHIIE, ChC CHMIITOMH Ha CI'bHYEBO M3rapsHe (TaKhBa KaTo 3a4epBsBaHE, ChpOEeK, OTOK,
00pHB), KOUTO Ce MOSBSIBAT ITO-UYECTO OT OOMKHOBEHO.

B ciryuaii Ha onepanus wiin anectesus, TpsOBa 1a cho0ImuTe Ha Bamms jgekap, ye npuemare
PritorPlus.

PritorPlus moske 1a 6b/1e mo-Maako eeKTHBEH MpH MOHMKABaHE HA KPHBHOTO HAJISITAHE TIPU
YEPHOKOXKH TTaI[HEeHTH.

Jeua v roHOImIM
He ce npenopwsuBa ynorpebara Ha PritorPlus npu gena u roHomu g0 18 roaunu.

Jpyru gexapcrsa u PritorPlus

TpsidBa na kaxkere Ha Bamust iekap win hapMaieBT, ako MpuemMaTe, HACKOPO CTe MPUEMAJTH WK €
BB3MOJXKHO JIa ITpUeMaTe Apyru Jiekapcrea.Moxe /1a ce Hastoxu Bamust jiekap 1a npoMeHH J103ara Ha
TE3M JICKapCTBa WK J1a B3eMe JPYTHU Mpena3Hi Mepku. B Hsikou cirydan Moxe 1a € HeoOX0auMo Ja
CIIpeTe M3IMO0JI3BaHeTO Ha HIKOe OT JekapcTBara. ToBa ce oTHAcs 0COOEHO 3a JIeKapCTBaTa, IOCOUYCHN
10-710JTy, KOTaTo Ce U3MO0JI3BaT eaHOBpeMeHHO ¢ PritorPlus:

- JIeKapCTBa, ChAbP>KAILH JIUTUH, N3MI0JI3BAHU 32 JICYCHUE HA HAKOU TUIIOBE JIEIpechs

- JIEKapCTBa, CBbP3aHN C HUCKO HUBO HA KaIHWH B KPBHBTA (XUIOKAUIMEMHS ), HAIPUMED JIPYTH
nuypeTunn (00e3BOIHSBAIIY JIEKAPCTBA), CTIA0UTENHN (HAIPHIMEP PUIMHOBO MAacIio),
KopTHUKOCTepouu (Hampumep npeaan3oH), AKTX (xopMmoH), amboTepuiind (IpOTHBOIbONYHO
JIEKapPCTBO), KapOEHOKCOJIOH (M3II0JI3BaH 3a JICUCHHE Ha sI3BU B yCTaTa), NeHUIMINH G HaTPHit
(aHTHOMOTHK), CaTUIMIIOBA KHCETMHA U HEMHNUTE POU3BOTHU

- HOJHO KOHTPACTHO BELIECTBO, U3IIOJI3BAHO BHB BPb3Ka C 00pa3HO U3CieIBaHe

- JIeKapCTBa, KOUTO MOTAT Jia TIOBUINIAT HUBOTO HA KAJIUH B KPhBTA, KATO KaIHH-ChXPaHIBaIIH
MY PETUIIH, KATMEBH JJOOABKH, KATNH-ChAbpxKaiy conepu 3amecturenu, ACE naxuburopw,
LUKJIOCTIOpUH (JIEKapCTBO 32 MOTHCKaHE HA UMYHHUTETA) U JPYTH JIEKApCTBEHU MPOAYKTH, KaToO
XelapyuH HaTpuil (AHTHKOAryJaHTt)

- JIEKapCTBa, KOUTO CE BIHSIAT OT MPOMEHH B HUBATa Ha KallMil B KPBBTA, KaTO JIeKapCTBa 3a
CBpLETO (HampuMep, IUTOKCHH) WITH JIEKapCTBa 32 KOHTPOJIUPAHE Ha ChbPJACUHHS PUTHM
(HanpuMep, XMHUINH, AU30ITUPaMU/I, aMUOIAaPOH, COTANION), JIEKAPCTBA, U3IIOJI3BAHH TIPH
MICUXUYHH Pa3CTPONCTBA (HAIpUMeEp, THOPHUIA3UH, XJIOPIIPOMa3HH, JICBOMEIIPOMAa3HH) U JAPYTH
JIeKapCTBa, KaTO HAKOW aHTHOUOTHUIIH (HarpuMmep, criap(IOKCaIMH, IIEHTAMUINH) WIH HAKOU
JIeKapcTBa 3a JISYeHUE Ha aJIepTUYHU peakuu (Hanpumep, TepdeHanH)

- JIeKapcTBa 3a JIeYeHue Ha TualeT (MHCYIUHH WK TIEPOPATHH JIEKapCTBa, KaTo MET(HOPMUH)

- XOJIECTUPaMMH M KOJIECTHIION, JIEKapCTBa 3a IOHWKaBaHEe HAa HUBATa HA JIMIIUIUTE B KPbBTa
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- JIeKapCcTBa 3a IOBUIIABaHE HAa KPBBHOTO HAJISIraHe, KaTo HOpaJApeHaIuH

- JIEKapCTBa 3a OTILyCKaHEe Ha MyCKYJINTE, KaTO TYOOKypapuH

- KaJIIueBU 100aBKU W/WiIK 100aBKU ¢ BUTAMHUH D

- AHTHUXOJIMHEPTHYHH JIeKapcTBa (JIeKapcTBa, M3MOJI3BAHH 32 JIeUeHHE Ha Pa3IMiuHU HAPYILICHHS,
KaTO CTOMAIIHO-YPEBHHU KPaMIIH, CIIa3MU HAa MUKOYHUS MEXYp, aCTMa, MOpPCKa 00JIecT,
MYCKYJIHU clia3Mu, 6osiecTTa Ha IlapkuHCOH 1 3a moArioMaraHe Ha aHEeCTE3HATa), KaTo
aTpOMNUH U OUIepuAeH

- aMaHTUAMH (JEKapCcTBO, KOETO C€ M3II0JI3BA 3a JieueHue Ha OojectTa Ha [lapKHMHCOH, KaKTo U
3a JIeYeHre WK PO HIaKTUKA Ha HAKOM 3200 sIBaHNUS, IPUIMHABAHU OT BUPYCH)

- JpYyTH JIEKapCTBa, U3MOI3BaHHU 32 JICYEHUE Ha BUCOKO KPBBHO HaJsiTaHe, KOPTUKOCTEPOUIH,
00e300J1sIBaIIM JIeKapcTBa, (KaTo HECTePOHIHH poTHBOBB3nanuTentu cpencrea [HCIIBC]),
JIEKapCTBa 3a JICYEHUE Ha paK, [oJarpa Wi apTpuT

- ako npuemare ACE HHXUONUTOD WK alTUCKUpEH (BIDKTE ChIO HHPOpMaIusTa o3ariasena “ He
npuemaiite PritorPlus” u “Ilpenynpexnenus u npeanasHu MepKu’).

- JUTOKCHH

PritorPlus mosxe a yBenuun edekra Ha MOHMKaBaHe Ha KPBBHOTO HAJISTaHe Ha IPYTH JICKapCTRa,
M3II0JI3BAHH 32 JICYCHUE Ha BUCOKO KPHBHO HAJISTAHE WM Ha JIGKapCTBA C MOTEHIHAN 32 IIOHMKABaHEe
Ha KpbBHOTO Haysirane (Hamp. 6akiodeH, amudoctrr). OcBeH ToBa, eheKTHT HA TOHWKABAHE HA
KPBBHOTO HaJATaHE MOXKE JIa CE YCUJIM NP yroTpebara Ha alkoxoil, 0apOouTypaTu, HApKOTHUHH
BEIIECTBA WIIM aHTUICTIpecanTu. Brue Moxke 1a yceTuTe ToBa KaTo 3aMaiiBaHe MPH U3NpaBsHE.
IlocwBetBaiiTe ce ¢ Bamms nekap, ako € HE0OX0IUMO Jla ce KOPUTHpa J103aTa Ha APYTOTO JIEKapPCTRO,
nokaro mpuemare PritorPlus.

EdextsT Ha PritorPlus moxe na 6pae HamaneH, korato ce npuiara ¢ HCIIBC (necrepounmau
HPOTHBOBB3MAIUTEIIHNA CPEICTBA KATO aCIUPUH WM HOYTIpodeH).

PritorPlus ¢ xpaHa u ajJKoxoJ

Mosxerte na npuemare PritorPlus cbe wium 6e3 xpaHa.

N30srBaiiTe 1a KOHCyMHpaTe aJIKOXO0JI IOKATO HE ce KOHCYJITHparte ¢ Bamms nekap. AJKOXOIbT MOXe
Jia IOHWKHM KPbBHOTO B HamnsiraHe /Win J1a MOBUILY PHCKA Ja OYYBCTBATE 3aMaliBaHe WIIN
pUMasIBaHe.

BpemeHHoOCT 1 KbpMeHe

bpemeHHOCT

TpsiOBa a kaxxere Ha Barms iekap, ako cMsTaTe, 4e cTe OpeMeHHa (UM MOXe Jia 3a0peMeHeeTe).
Oo6ukHOBeHO, BammsiT nexap me Bu mochBeTBa 1a npeycranoBute npuema Ha PritorPlus npean na
3abpeMeHeeTe WK BelHara oM pasdepere, ue cte OpeMeHHa U 1ie Bu nochBeTBa Ja npueMarte Apyro
JekapcTBo, BMecTo PritorPlus. PritorPlus ve ce nmpenopsuBa 1o Bpeme Ha OpeMEHHOCT M He TpsiOBa 1a
ce mpueMa, ako cTe OpeMeHHa Clie/l TPETUs Mecell, Thil KaTo MOKe CepHO3HO Jia yBpenu Bareto nere,
aKo Ce M3II0JI3Ba CJIeJ TPETUsI Mecel OT OpeMEHHOCTTA.

Kspmene
TpsibBa na kaxkere Ha Baiust jiekap, ako KbpMHUTE WM KMaTe HaMepeHue 1a Kkbpmute. PritorPlus we

ce IIPenopbyUBa Ha MAaKH, KOUTO KbPMAT U Bamusrt nexkap Moxe na Bu Ha3Hauu Apyro JIeyeHue, ako
HCKATe Ja KbPMHUTE.

Ilodupane u padoTa ¢ MAIIMHHA

Hsikon xopa ce 4yBCTBaT 3aMasiH{, U3MUTBAT CJIA0OCT WM YCelllaHe CSKalll BCHYKO HA0KOIIO C€ BhPTH,
korato npuemart PritorPlus. Ako monyunTe HIKO# OT Te3u eeKTH, He mopupanTe U He padoTeTe ¢
MaIlVHH.

PritorPlus chabp:ka HaTpmii
ToBa JiekapcTBO ChabpIKa MO-Maiko oT 1 mmol HaTpuii (23 mg) Ha TabyeTKa, T.€. MOXKe /1a Ce Kaxe,
Yye MPaKTUYECKH HE ChIbpiKa HATPUH.

PritorPlus chabp:ka miieuna 3axap (J1aKTo3a)
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Axo Bamust nekap Bu e kazal, ye uMate HEOHOCUMOCT KbM HAKOM 3aXapH, CBbPIKETE CE C HETO,
MIpeIn 1a IpUEMETE TOBA JIEKapCTBO.

PritorPlus chabp:xa copouTo
Tosa nexapcTBo chabpika 169 mg copouron BHB Besika TabieTka.

3. Kak na npuemare PritorPlus

Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e kazan Bamust nekap. AKO HE CT€ CUTYpHHU B
HeIo, onuTaiTe Bamms nekap wimm GpapmaneBT.

[IpenopbunTenHaTa 103a € eAHa TaOJIETKa THEBHO.

Onuraiite ce na mpuemaTe TabJeTKa 10 €IHO U ChII0 BpeMe BcekH JeH. Moxke aa npuemarte PritorPlus
¢ mm 6e3 xpana. TabmerknuTe TpsOBa /1a C€ MOTITBIIAT IENH C MAJIKO BOJIA HITH IpyTa 0e3aIKoX0IHa
HanuTKa. BaxkHo e na nmpuemate PritorPlus Bceku nen, noxkaro Bamus siekap He Bu mocsBeTBa Apyro.

Axo Bammst yepen npo6 He GyHKIIMOHMpPA MPABIITHO, OOMYaifHaTa 1032 TeIMICapTaH He TPsAOBa 1a
HajBumasa 40 mg BeIHBX THEBHO.

AKo cTe MpHeJU MoBeYe 0T HeoGxoaqumara no3a PritorPlus

AKO cy4aiiHO IpUeMeTe TBBPJIC MHOTO TaOJIETKH, MOXE Jia U3MUTATE HAKOU CUMIITOMH, KaTo
HOHIKEHO KPBBHO HAIISITAaHE M YCKOPEH ChpaeueH puThbM. ChoOIIaBar ce ChIlo U 3a0aBeH Chp/cucH
PUTHM, 3aMasHOCT, MOBPBIIaHe, HaMalicHa ObOpeUHa PYHKIIMS, BKIIFOYUTEITHO ObOpeyHa
HEJIOCTATHYHOCT. XHUIPOXJIOPTHA3H], KATO KOMITOHEHT MOKE JIa IOBEJIE JI0 3HAYUMO TOHIKABAHE
KaKTO Ha KPhBHOTO HaJsiraHe, Taka U 10 MOHW)KaBaHEe HUBATA HAa KAJTHU B KPHBTA, KOUTO MOTaT Jia
ObJaT MpUYMHA 32 TaJICHEe, CHHINBOCT U MYCKYJIHH CIIa3MH W/WJIH HEPEIOBCH ChPJCUCH PUTHM,
CBBP3aH ChC CHITBTCTBAIIATA YIOTPeOa Ha JEKapCTBa KaTO TUTUTAIUC, WK ONPEACICHN
aHTHAPUTMHUYHHM JiekapcTBa.CBbpKeTe ce He3abaBHO ¢ Barms iekap, papmaieBT Wik ¢ Hal-OIu3Kus
HEHTBP 3a CIIeIIHA TOMOIII.

AKko cte npomycHaJu aa npuemere PritorPlus

AKo cTe npolycHallu Jia IpueMeTe e/1Ha J103a, He ce Oe3rokoiite. Biemere no3ara BegHara oM ce
CETHUTE M CJIe]] TOBA MPOIBIDKETE MpreMa 1mo oOnyaitHus HaunH. AKO He ipueMmere Bamrara Tabierka
CBILM JIeH, B3eMeTe OOnyaiiHaTa 103a Ha clieiBalIus AeH. He B3emaiite 1BoiiHA 1034, 3a J1a
KOMIIEHCHpATe NPOITyCHATUTE HHAUBHUIYAIHHU J103H.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpebaTa Ha TOBA JIEKAPCTBO, TIOMHUTANTE
Bamus nekap nim ¢papmManesT.

4. Bb3MOKHHU He:KeJIaHU peakuuu

KakTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPEAN3BHUKA HEXKCIIaHNU p€aKIIUH, BBIIPEKU Y€ HE
BCCKH I' TIOJTy4aBa.

Hsixou HexxeJIaHM PeaKkUMU MOsKe 1A ¢a CEPUO3HU M H3MCKBAT BHUMAHHETO HA JieKap.
Heza6asHo yBemomeTe Bammmst mekap, ako npu Bac ce mosiBU HAKOW OT CISAHUTE CHMITTOMHU:

Cencuc*(yecto HapuyaH “OTpaBsiHE Ha KPBBTA” € TeXKa WHPEKIHS C BH3MATUTENICH MPOIIEC B ISTOTO
TSJ10), OBP30 MOAYBaHE HA KOXKATa U JIMTAaBUIIaTa (AHTHOSCM, BKITFOUUTEHO ¢ BaTajeH U3Xom),
oOpa3zyBaHe Ha MEXypH ¥ OeJICHE Ha MOBBPXHOCTHUS CJIOM Ha KOXaTa (TOKCHYHA emuepMaHa
HEKPOJIN3a); Te3U HEXKETaH! PeaKin ca peaku (Moxe fa 3acernat 10 1 Ha 1 000 mgymm) wim MHOTO
penku (TOKCHYHA enuaepMaiItHa HeKpom3a; Morar na 3acersar 10 1 xa 10 000 myrmm), HO MHOTO
cepuo3Hu. [TaneHTUTE TPSOBA Ja MPEYCTAHOBST ITPUEMa Ha JIEKapCTBOTO U HE3a0aBHO Ja ce
KOHCYJITHpAT C Jiekap. AKO HE ce JIEKYBaT, Te3H Peakiui Moxke fa Obaat datanau. [TouiieHa
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qYeCTOoTa Ha CCIICHUC CC Ha6m0z[aBa caMo IIpu TEIMHUCAapTaH, HO BCC ITaK HE MOXE J1a 6’13,[[6 HU3KIIIOYCHA
npu PritorPlus

Bb3mo:KHN HexkenaHu peakuuu Ha PritorPlus

YecTy HexeJaHu peakimuy (Morar jaa 3acersat 10 1 Ha 10 xyun)

3amaiiBane.

Heuectn Hexesnann peakuuu (Morar aa 3acernat 10 1 Ha 100 xymm)

[ToHm>kxeHU HUBA HA KW B KPBBTa, TPEBOXKHOCT, MIPHUIMAABK (CHHKOI), ycelIaHe 3a MpaBydKaHe U
M3TPHIIBaHE Ha KpaWHUIHTE (TTapecTe3nsi), CBeTOBBPTEX (BEPTHUTO), YCKOPEH MyJIC (TaXUKapaAns),
HapyIIeHHS Ha ChPACYHUS PUTHM, HUICKO KPHBHO HAJIATaHE, BHE3AITHO TIOHIKABAHE HA KPHBHOTO
HaJsTaHe TIPU U3MpaBsHe, 3aAyX (AUCITHEs ), AMAPHs, CyX0Ta B ycTaTa, ra3oBe, 00iKa B I'bpoa,
MYCKYJIHHU CIIa3MH, MYCKYyJIHa 0OJIKa, epeKTHIIHA TUCYHKIHS (HECIOCOOHOCT 3a TOTy4aBaHe WK
3al1a3BaHC Ha epCKHI/IH), 6OHKa B I'PbAHHMA KOIII, IOBUIIICHO HMUBO HAa IMMMKOYHA KUCCIIMHA B KPBBTA.

Peaxu Hexxenanu peakuuu (Morat aa 3acerdat a0 1 va 1 000 xymin)

Br3nanenune va 6emust 1pod (OpOHXHUT), BB3IAICHO I'bPII0, BH3MAICHN CHHYCH, TOBUIIIEHO HUBO Ha
MIKOYHA KHCEMHA, HUICKO HUBO Ha HATPUil, YyBCTBO 3a Thra (Iempecusi), TPy IHO 3aCIIMBaHEe
(6e3chHUE), HAPYIIICHUE HA ChHS, 3pUTEIIHU CMYIICHHUS, 3aMbBIJICHO BIDKIAHE, 3aTPYAHCHO JTUIIIAHE,
KOpeMHa 00JiKa, 3aIeK, MoyBaHe Ha Kopema (IUCIIeIICHs ), TajieHe (TOBPhIaHe), Bh3MaJICHUES Ha
cTomaxa (racTpuT), HapylICHUs Ha YepHOaApoOHaTa GYHKIMS (MIPY MALMEHTH OT AIMIOHCKU TPOU3XO0]]
CBILIECTBYBA MO-TOJIIMA BEPOSATHOCT 32 Pa3BUTHE HA TA3U HEXeJlaHa PEeaKLus), 3aUepBsIiBaHe Ha
KoXarta (epuTeM), allepTUIHN PEeaKINU KaTo ChpOeX WM 0OPHB, TOBUIIICHO ITOTOOT/EIISIHE, KOTIPUBHA
Tpecka (ypTukapusi), 00oika B cTaBuTe (apTpairusi) U 0oika B KpaitHunuTe (00JKa B Kpaka), MyCKYITHH
KpaMmIii, akTUBUpaHE WM BIIOIIABaHE Ha CUCTEMEH JIYITyC epuTemMaroec (3adbonsBaHe, Ipu KOETO
coOCTBeHHaTa IMyHHATa CUCTEMa aTaKyBa OpraHM3Ma, KOETO MPUYMHIBA O0JIKa B CTABUTE, KOKEH
00OpHB ¥ TpecKa) , TPUIIONOA00HO 3200 siBaHe, 00JIKa, TOBUIIICHO HUBO Ha KPEaTHHUH, YEPHOAPOOHHU
€H3UMHM WM KpeaTHH GochOoKnHa3a B KPHBTA.

Hexenanu peakninu T0KJIaIBaHU 32 BCEKHU OTENIEH KOMIIOHEHT, MOYXeE J1a ca IMMOTEHIIMATHN HeXXeIaH!
peaxmu 3a PritorPlus, mopu 1 1a He ca HaOIIOAaBaHH M0 BpeMe Ha KIMHUIHUATE MPOYIBAHMUS 3a TO3H
MPOIYKT.

Teamucapran
CrnenHATE TOMBIHUTETHHN HEXXEIIaH! PEaKIu ce ChOOIaBaT NP MAIMEHTH, TPUEMAIIH CaMo

TCJIMUCAPTAH:

HeuecTH HekeTaHM JIeKAPCTBeHH peakuuu (MoraT aa 3acerHat a0 1 Ha 100 xyunu)
Wudeknus Ha rOpHUTE TUXATEIIHN TBTUIIA (HAIPUMED Bh3IAICHO I'bPJI0, Bh3NAJICHH CUHYCH,
MPOCTY/ia), HHPEKIIMK Ha TUKOYHUTE ITbTHUINA, MHPEKIMs Ha TUKOYHUS MEXYp, HaMaJIeH Opoii Ha
YepPBEHUTE KPHBHU KJIICTKH (aHEMHUS ), IOBUITICHN HUBA HA Kawii, 3abaBeH mysic (Opamukapus),
Kanummna, 0bOpEeYHO YBpeKIaHe, BKIOYUTEIHO 0CTpa ObOpeyHa HeJJ0CTaThYHOCT, cladocCT.

Penxn Hexxenanu peakuun_(Morat aa 3acertat 10 1 na 1 000 xymm)

Hamanen Opoii Ha TpoMOoumTHTE (TPOMOOLMTOIICHHUS ), yBETMUEH OpOoii Ha onpeesieH! Oelu KPbBHU
KJIETKH (€03MHO(DHITHNS), CEpHO3HH aJIEPTUYHN PEaKINHU (HAIPUMEp CBPbXUyBCTBUTEITHOCT,
aHa(UIaKTUYHA peaKiysl), IOHMKEHN HUBA Ha KpbBHA 3axap (MpH NalyueHTH ¢ 1ualeT), CbHIUBOCT,
pascTpoeH cToMax, ek3ema (KOKHO HapylIeHHe), IEeKapCTBEH 00pUB, TOKCHYEH KO>KEH 00pHB, O0NKa B
CYXOKUITHsTA (TCHANHUT-TI0JOOHN CUMIITOMH), TOHIKEH XeMOTJIOOMH (KPBBEH MTPOTEHH).

MHoro penku He:keJaanu peaknuu_(morart ia 3acernar 10 1 ma 10 000 xymm)
[IporpecuBHO cpacTBaHe Ha OernoApoOHaTa ThKaH (MHTEpCcTUIHANHA OenopodHa Oonect)™**.

C Hen3BeCTHA 4eCTOTA
WHTecTHHANCH aHTHOEACM: TIOlyBaHE Ha YepBaTa, IPOSBABAIIO CE ChC CUMIITOMH KaTO KOpeMHa
Oorka, TajJieHe, TOBPBINAHE U THAPHs, CE ChOOIIaBa ciie] yrmoTpebdaTa Ha CXOIHH MTPOTYKTH.
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*CpOUTHETO MOXKE J1a € CIYYaiHO WIIH /1a € CBBP3aHO C HETIO3HAT 10 MOMEHTA MEXaHHU3bM.

**Cmydau Ha MPOTPECHUBHO CpacTBaHe Ha OeroapoOHaTa ThKaH ca ChOOIaBaHM MO BpEME Ha IPHEM
Ha Tenmucaptad. O0aue, He € M3BECTHO JIajlM IIPUUMHATA € TeIMUCAPTAH.

XHIPOoXJI0pOTHAZHJL
CrneHUTE HEXKENAHU PEaKIMU Ce ChOOIIaBaT MPH MAI[MEHTH IPUEMAIX CaMO XUIPOXIOPOTHAZH/T;

MHoro 4ecTu HekeJIaHH peaknuu (Morart aa 3acerHat Haj 1 na 10 qyuiu)
[loBumienn HUBa Ha JIUITUAN B KPBBTA.

YecTn HexenaHn peaknum (Morat aa 3acersat Ao 1 na 10 qymm)
[ToBpbiiane (raneHe), HUICKM HUBA Ha MarHe3uii B KPbBTa, IOHMKEH afleTHT.

HeuecTu He:kenanu peakuuu (Morat aa 3acernat 10 1 na 100 gymm)
Octpa 660peyHa HEAOCTATHYHOCT.

Penku Hexenanu peakuum (Morat aa 3acersat 10 1 ma 1 000 xymm)

Hucwk 6poii TpoMOOIIHTH (TPOMOOLIMTOIICHHS), KOETO BOJIX /IO TIOBHILEH PUCK OT KbPBEHE WIIN
HAaTHPTBAaHU (MAJIKU JINJIABO-YEPBEHH METHA M0 KOXKATa WM IPYTH ThKaHH, BCIEACTBHE Ha KbPBEHE),
BHCOKH HHBAa Ha KaJIIIU{ B KPBBTA, BUCOKH HHMBA HA KPbBHATA 3axap, I11aBo0oire, KopeMeH
JUCKOM(OPT, TOXKBITABAHE HA KOXKAaTa WM OYUTE (KBITECHUIA), U3JHIIBK Ha KITBYEH COK B KPBHBTA
(xomectasa), peaknys Ha GOTOUYBCTBUTEITHOCT, HEKOHTPOJIMPAHH HUBA HA TIIOKO3a TIPH MAIUEHTH C
JMarHo3a 3axapeH quader, 3axapu B ypuHaTa (TIIOKO3ypHs).

MHoro peaku HexelaHu peakiuu_(Morat aa 3acernat 10 1 ma 10 000 xymm)

AOHOpMEH pa3naj] Ha YepBEHUTE KPbBHU KIIETKH (XEMOJIUTHYHA aHEMHsI), HECIIOCOOHOCT 32
HOPMAaITHO (PYHKI[HOHHPAHE Ha KOCTHHUS MO3bK, HAMaJIeH Opoi Oenu KphBHU KIIETKH (JIEBKOTICHUS,
arpaHyJIoNUTO3a), CEPUO3HU AICPIHYHM PEeaKIUK (HaIp. CBPBXYYBCTBUTEIHOCT), oBUIIIeHO pH
HOpajd HUCKH HUBA HA XJIOP B KPhBTA (HAPYIICH aJKaTHO-KUCEIHMHEH OaaHC, XUITOXJIOPEMUYHA
ajKao3a), OCThp PECIHPATOPEH AUCTpec (TIPU3HAIUTE BKIIOYBAT TEXKBK 3a1yX, IOBUIIICHA
Temreparypa, cabocT U 00bPKAHOCT), Bh3MAJICHHE HAa MAHKpeaca, CHHAPOM, MO100eH Ha JTyyc
(chcTOsTHIE, HATOAO0SBAIIO 3a00ISIBaHE, HAPEUEHO CHCTEMEH JIYITYC €PUTEMATOIEC, IPH KOETO
coOcTBeHATa MIMyHHA CHCTEMa aTaKyBa OpraHu3Ma), Bb3MaJCHHUE HA KPhbBOHOCHHUTE ChIOBE
(HeKpOTH3UpAI] BACKYJIHT).

C HeH3BeCTHA 4ecTOTa (OT HAJTMYHUTE JaHHH He MOKe 1a Ob/le HANPaBeHa OlleHKa Ha
4ecToTaTa)

BB3MaJICHHE Ha CIFOHYCHUTE JKJIE3H, PaK Ha KOXKaTa U yCTHUTE (HEMEIIaHOMEH pPaK Ha KoKara),
neuyT Ha KPBBHU KIIETKH (aIIaCTHYHA aHEMHS) HAaMaJICHO 3peHne U 00JIKa B OKOTO (BB3MOXKHHU
NPU3HALM Ha HATPYNBaHE HA TEYHOCT B ChIOBUS CJIOH HA OKOTO (XOPOHUIAJICH U3JIMB), HIIH OCTPa
3aKpUTOBI'BITHA TTIAYKOMa), HApYIIeHHS Ha KOXKaTa KaTo Bh3NaJleHH KPhbBOHOCHHU ChJIOBE B KOXKATa,
MIOBHUIIIEHA YyBCTBUTEITHOCT KbM CIThHYEBA CBETIIMHA, 00OPUB, 3aUuepBsBaHe Ha KoXara, 00pa3yBaHe Ha
MEXypH 10 YCTHUTE, OUHTE WIH B yCTaTa, OelieHe Ha KoXKaTa, Tpecka (BEpOsITHU MPHU3HAIIM Ha epUTeMa
mynTtudopme), cnaboct, ObOPEUHO YBPEKIAHE.

B H30JIMPpAaHU ClIydau Ce Ha6J'IIOZ[aBaT HHWCKH HHBa Ha HanI/Iﬁ, MNPpUAPYKCHU OT CUMIITOMH, CBBP3aHU C
MO3BbKa WJIN HEPBUTC (razleHe, IIpOorpeCruBHa AC30pUCHTAMA, JIMIICA HAa UHTEPEC UITU eHepmﬂ).

Cpo01aBaHe HA HeKeJIaHU PeaKIun

AKO TIONTyuuTe HAKAKBU HEXEJIaHU JICKAPCTBEHH PEeaKIvH, yBenoMere Barmust nexap nin apmarieBT.
ToBa BKITIOUBA BCUKH BH3MOKHH, HEOTIFICAHH B Ta3H JINCTOBKA HEXETAHH peakimu. MoXKeTe ChITo Ja
CHOOIINTE HEXKEIAHU PEAKIIMK JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a ChoOIIaBaHe, II0CoUeHa B
[punoxkenne V. Karo cho01iaBare HexXEIaHU PEaKIMH, MOXETE Ja JaJIeTe CBOS IPUHOC 3a
MoJTyJaBaHe Ha MoBeue MHPOpMaIHS OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKApCTRO.
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5. Kak na cexpansiBate PritorPlus
Jla ce chxpaHsBa Ha MSCTO, HEJOCTHITHO 32 Jelia.

He uzmon3Baiite TOBa JIEKapCTBO CJEJl CPOKa Ha TOJHOCT, OTOENA3aH BbPXY KapTOHEHATa OMaKOBKa
cien “T'omen mo: /EXP”. CpoKbT Ha TOAHOCT OTTOBAPS Ha MOCIIEAHUS ICH OT MOCOYCHUS MECEI.

ToBa JlekapcTBO HE M3MCKBA CIIELHAIHY TEMIIEPAaTypHHU YCJIOBHS Ha chbXpaHeHue. [la ce cbxpaHsBa B
OpHI'MHAJIHATa OTAaKOBKa, 3a J1a ce Mpe/rasu oT Biara. M3Bagere tabnerkara PritorPlus ot

3arcyaTaHus 6J'H/ICTCp HCIMOCPEACTBCHO NPCAU Aa i IMMPUEMCTE.

[Nonsikora BBHIITHYS CJIOW Ha OHMCTEpa Ce OTACIS OT BBTPEIIHUS CJIOH. B TakbB citydaii He €
HEOO0XOIMMO J1a Ce MPEANIPUEMAaTe HUKAKBU JCHCTBUS.

He u3xBbprsiiTe nekapcTBaTa BKaHAIU3aLUATA WIM B KOHTEMHEpa 3a JOMAIIHU OTIAabIIY.
[Momuraiite Bamust hapMalieBT Kak Ja U3XBHPIATE JIeKapcTBaTa. KOMTO Bede He u3noi3sate Te3u
MEPKH 1€ CIIOMOTHAT 34 ONa3BaHe Ha OKOJHATa Cpefa.

6. Cbm)pmalme Ha OnMaKOBKaTa M JO0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cpabp:xa PritorPlus

. AKTHBHH BeUIeCTBa: TEIMECAPTaH M XHUAPOXJIOpOoTHa3wn. Bcska Tabmetka cpabpxka 40 mg
TeaMHcapTaH u 12,5 Mg XuapoxaopoTHasua.
o Jpyru cbCTaBKU: JAaKTO3a MOHOXHIPAT, MarHE3UEB CTEApaT, LAPEBUYHO HMIIECTE, METIYyMHH,

MUKpPOKpHUCTaJIHA ILenyno3a, moBuaoH K25, uyepBen xenesen oxcun (E172), Hatpues
XUAPOKCHI, HATPUEB HUIIECTEH TauKonaT (Tunl A), copouton (E420).

Kak u3rie:xna PritorPlus u kakBo chbabp:kKa ONaKOBKAaTa

PritorPlus 40 mg/12,5 mg ca yepBeHO-0€11 POABITOBATH BYCIIOWHH TAOJIETKH C TPABUPAH BHPXY
Tax xkox H4.

PritorPlus ce nipexyara B 6mucrepw, coaspikamtu 14, 28, 30, 56, 90 wiu 98 Tabnetku win nephopupan
0JIMCTep C €IMHUYHU 103U, ¢ 28 X 1 TabiieTku.

He Bcuukn BHUIOBEC OIMAKOBKH MOTIaT Ja 6’L,Z[aT IIYCHATHU Ha I1a3apa BbB Bamara CTpaHa.

IIpuTexaTes HA pa3peLIeHUETO 32 yoTpeda
Bayer AG
51368 Leverkusen

I'epmanus

IIpounsBoguten

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'epmanus
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3a JomBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa:

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

Baiiep bearapus EOO/J]
Ten. +359 (0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45-45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAAGdo

Bayer EAAég ABEE

TnA: +30210618 7500
Espafia

Quimica Farmacéutica Bayer S.L.
Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.0.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353-1-216-3300
island

Icepharma hf

Simi: +354 540 80 00
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited

TnA: + 357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 52 33 68 68
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungéria Kft.

Tel.: +36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal Lda

Tel: +351-21-416 42 00
Roméania

SC Bayer SRL

Tel.: +40 21 528 59 00
Slovenija

Bayer d. 0. o.

Tel.: +386-1-58 14 400
Slovenska republika
Bayer, spol. sr.0.

Tel: +421 25921 31 11
Suomi/Finland

Bayer Oy

Puh/Tel.: +358-20 785 21
Sverige

Bayer AB

Tel: +46-(0)8-580 223 00
United Kingdom (Northern Ireland)
Bayer AG

Tel: +44 (0) 118 206 3000

JlaTta Ha mocJieqHO Mpepa3rJjexaane Ha gucroBkata {MM/I'TTT?}

JApyru u3To4yHUIM HA HHPOpMaIUs

ITonpoOHa uH(popMarlms 3a TO3M JIEKaPCTBEH MPOAYKT € MpeaocTaBeHa Ha yeOcalita Ha EBpornelickara
areHIusl Mo JekapcTeaTa http://www.ema.europa.eu.
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JlncroBka: undopmanus 3a noTpeduTeNs

PritorPlus 80 mg/12,5 mg Ta6aeTkn
Tenmucapran/xuapoxioporuazua (telmisartan/hydrochlorothiazide)

IIpoyeTeTe BHUMATEIHO IAJIATA JUCTOBKA, MPEIH J1a 3aMl04YHeTe /1a MpUeMaTe TOBA JIEKapCTBO,

Thil KaTO TH ChAbPKA BaxHa 3a Bac ungopmanus.

- 3amazere Ta3u IUCTOBKA. MOJKe /1a ce HaJIOXKH J1a 5 POYETETe OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- Toga nekapcTBo € npeanucano JuyHo Ha Bac. He ro mpeotcThnBaiite Ha npyru xopa. To Mmoxke
Jla M HaBpeJy, HE3aBUCHMO Ue TIPU3HAIIUTE HA TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo Bamwre.

- AKO TIOITydnTe HSKAKBH HEXEIlaHW peakiud, yBemomere Bamms nekap wim dapmarert. Tosa
BKJIIOYBA U BCHUYKM BBH3MOXKHH HEXKEJIAHM DPEAKIMU, HEOMHCAaHU B Ta3u JIUCTOBKA. Buxre
TouKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

1. Kakgo npencrasmnssa PritorPlus u 3a kakBo ce uznomn3sa

2. KakBo Tpsi6Ba 1a 3Haere, mpeau aa npuemere PritorPlus

3. Kak nma mpuemate PritorPlus

4. BB3MOKHU HEXENTaHN PEaKIUuH

5. Kak na cpxpansiBate PritorPlus

6. ChIpprkaHne Ha OTIAKOBKATA U IOMBIHUTETHA HHPOPMAIIUI
1. Kaxkso npeacrasassa PritorPlus u 3a kakBo ce u3nosszsa

PritorPlus e koMOuHAIMS OT IBE aKTHBHY BEIIECTBA B €/IHA TaOJETKa — TEIMUCAPTAH U
XUAPOXIJIOpoTHa3ul. M nBete BemecTBa momarar Jja ce KOHTPOJIMpa BUCOKOTO KPHBHO HAJISTaHE.

- TenmucapTran NpUHAIIICKN KbM IPyIIa JIEKAPCTBEHU NPOAYKTH, HApEUEHH PeLeNTOPHU OJI0KepH
Ha anruoteHsuH Il. Aaruorensu Il e BemecTBo, 00pa3yBaHo BbB Bamus opranuzbsm, KOETO
HPEAU3BUKBA CBUBAHE HA KPbBOHOCHHUTE ChA0OBE, KATO 110 TO3M HAYMH IIOBUILABA KPBBHOTO Bu
Haysirane. Tenmucapran O10kupa edexra Ha aHruoTeHs3uH Il Taka, ue KpbBOHOCHHUTE CHIIOBE CE
OTIIyCKaT YU KPbBHOTO HAJISTAHE CE ITOHMKABA.

- XuapoxaopoTruasuj NpUHAUIEKN KbM Irpyla JEKapcTBa, HApEUEHN THA3UIHN JHYPETHUILH,
KOUTO MPEIU3BHUKBAT yBEJINYaBaHE HA OTACISHOTO KOJMYECTBO YPUHA, BOACIIO O TOHMKaBaHe
Ha KpbBHOTO Bu Hassirane.

Axo He ce JICKYBAa, BUCOKOTO KPBBHO HAJIATAaHEC MOKE a YBPEAU KPbBOHOCHUTC CHbA0OBC B pCaulia
OpraHu, KOC€TO IMOHAKOra MOXKE aa 10BEAC 10 CbPACYHU NNPUCTHIIN, ChbpJACYHa UIIN 6L6peqHa
HEAOCTATHhYHOCT, MO3BbUCH UHCYIJIT U CJICTIOTA. CI/IMHTOMI/I, B pE3yJITaT Ha BUCOKO KPBbBHO HAJIATAHE,
OOMKHOBEHO HE Ce Ha6J'II-O)_'[aBaT npeau 1a Bb3HUKHAT YBPCIKAAHUA B OPraHUTC. Hopa;m TOBa € BaXXHO
PEOAOBHO Ja €€ U3MEPBA KPHBHOTO HAJIATAHE, 3a Jia CC IMIPOBEPU AaJIM TO € B HOPMAJIHU I'PAHUIIU.

PritorPlus ce u3mosa3Ba 3a jieueHre Ha BUCOKO KPBbBHO HaJIsTaHe (€CEHIMAIHA XUTIEPTOHUS) TIPH
BB3pACcTHHU, YHETO KPBBHO HAJIATAHE HE CE KOHTPOJIMPA JOCTaThUHO, KOTaTO TEIMUCAPTaH CE U3I0I3Ba
CaMOCTOSITEJIHO.

2. Kakso TpsdBa na 3Haete, npeau Aa npuemete PritorPlus

He npuemaiite PritorPlus

o aKo CTE aJePrUYHM KbM TEIMHUCAPTaH WM KbM HIKOS OT OCTAHAINTE ChCTABKH Ha TOBA
JIeKapcTBO (M30POCHU B TOYKA 6).

o aKo CTe aJeprU4HU KbM XUAPOXJIOPOTHA3HU]L MIIM KbM JIPYTH JIEKapCTBa, IPOU3BOJHH Ha
cyndonamMuIuTe.

74



ako cre OpeMeHHa ciient TpetHs Mecel (mo-100pe ia u3osreare ynorpebara Ha PritorPlus u B
paHHa OpEMEHHOCT - BIJKTE pa3aell bpeMeHHOCT).

aKo MMaTe TeXKKH YePHOJPOOHHU MPOOIEMH KaTO X0JIeCTa3a HilH JKITb4YHa 00CTpyKIHs (Ipodiem
C IpeHa)ka Ha )KIIbUKaTa OT YePHUS APOO U KITHYHUS MEXYp) WU KAKBOTO U JIa € APYTO TEHKKO
4epHOIPOOHO 3a00IIsIBAHE.

aKo MMare TeXKOo OBOpedHo 3abosiBane win anypus (rmo-maiako ot 100 ml ypuna Ha aeH).

ako Bammsr Jiekap ycTaHOBH, 4e UMATe HUCKY HHUBA HA KaJHW WM BUCOKHM HUBA Ha KUK B
KPBBTa, KOUTO HE CE MOBJIHABAT OT JICUCHHUE.

aKo MMaTe 3axapeH AuadeT WK HapylieHa ObOpeyHa (YHKIIMS U CE JISKYBaTe C JICKapCTBO 3a
MOHW)KaBaHe Ha KPHBHOTO HAJSITAHE, ChABPIKAIIO ATUCKUPEH.

Tpsi6Ba na kaxxere Bamus nexap win papmaneBt, npeau aa npuemere PritorPlus, ako Hsikoe ot
TOpEToCOUYEHUTE ChCTOSHUA ce OTHAcCS 3a Bac.

IMpenynpeskaeHus U NpeANnasHu MEePKHU
I'oBoperte ¢ Bamus nekap, npenu aa npuemete PritorPlus, ako ctpamaTe uiam HIKora cTe CTpaiaiv OT
HSIKOE OT CIICAHUTE ChCTOSIHUS WIIA 3a00JISIBAHUS:

HHUCKO KPBBHO HAIATaHE (XUIIOTOHHUS ), KOETO € BB3MOXKHO J]a B3HUKHE, aKO CTe
IeXuapaTupany (IMpexoMepHa 3aryda Ha BoJia OT OpraHu3Ma) Wik ako IMaTe HeJIOCTHT Ha COIIH,
Mopajy JieueHne ¢ TUypeTulin (00e3BOAHSBAIIN JIEKaPCTBA), AUETa C HUCKO ChAbpPKaHUE Ha
COJI, TUapUs, TIOBPBIIAHE HIH XeMO(UITPAIIUs.

0B0peuHo 3a0omnsBaHe WK OBOPEYEH TPaHCIUTAHTAT

CTEHO3a Ha peHaJIHaTa apTepHs (CTEeCHsIBaHE Ha KPbBOHOCHUTE CHJIOBE HA CIMHUS UJIM Ha JIBATa
OBOpeka)

4epHOIPOOHO 3a00MsIBaHE

ChpJeYHHU pobIeMH

nrader

nojarpa

MIOBUILICHN HUBA Ha IJJOCTEPOH (3abpKaHe Ha BOJIA U COJIM B TSIIOTO, IPUAPYKEHO OT
nucOanaHc Ha pa3IMuyHU MUHEpald B KPHBTA)

CHCTEMEH JIynyc eputemarozec (Hapuuan omie “nmynyc” unn “CJIE”), 3a6omsBaHe mpu KOETO
coOcTBeHaTa MIMyHHA CHCTEMa aTaKyBa OpraHu3Ma

aKTHBHATA ChCTaBKa XUAPOXJIOPOTHUA3HI MOXKE JIa IPHYMHHE HeoOMUaifHa peakiysi, BOIEIIa JI0
HaMalleHo 3peHue U 0ojKa B 0koTo. ToBa MOXe J]a ca CHMITOMH Ha HAaTPyNBaHe HA TEYHOCT B
CBJOBHS CJION Ha OKOTO (XOPOMIAJIECH U3JIHMB) WIN TIOBHIIABAaHE HA BETPEOYHOTO HAJAaraHe u
MOJKE J[a C€ CTyYH B PAMKHTE Ha 4acOBE 10 CEJIMHIIM OT HAYaJI0TO Ha mpuema Ha PritorPlus.
ToBa Moxe /1a 10Bezie 10 TPaHO yBpeXk/IaHe Ha 3pEHUETO, aKO He Ce JIEKYBa.

aKo CTe MMAaJTM paK Ha KoXKaTa MK aKo pa3BUeTe HeouaKBaHa KOKHA JIe3Usl 110 BpeMe Ha
Je4eHneTo. JIeueHneTo ¢ XuapoxJIopoTHa3u 1, 0COOCHO MPOIBIDKUTENHATA YIIOTpeOa Ha BUCOKH
71031, MO>KE J1a TIOBUIIIK PUCKa OT HAKOW BHJIOBE PaK Ha KOXKAaTa M YCTHHUTE (HEMEIaHOMEH paK
Ha KOXara). 3aliuTeTe KoXKaTra CH OT U3JIaraHe Ha CI'bHIIE M YITPABUOJIETOBUTE JTbYH, JIOKATO
npuemarte PritorPlus.

T'oBopeTte ¢ Barus nekap, npenu aa npuemere PritorPlus :

aKo IpHueMare HJIKOe OT CICTHHUTE JISKapCTBa U3IMOJI3BAHH 34 JICUCHHE Ha BUCOKO KPBHBHO
HaJTaHe:

- ACE nnxuburop (HanpuMmep eHaJIalpul, JIM3WHOIPUII, PAMHUIIPHI), OCOOCHO aKo UMaTe
0BOpevHn npobIIeMu, CBbP3aHHU C TuabeTa.

- QIUCKUPEH

Bammwsr siekap Moxe MepruoJUYHO J1a ipoBepsiBa Ob0peuHaTa Bu GyHKINS, KPBBHOTO HaJsITaHEe
Y KOJIMYECTBOTO HA ENIEKTPOJIUTUTE (Harp. Kanuii) B KppBTa Bu. Brkre chino napopmanusita
o3arnaBeHa “He npuemaiite PritorPlus”

aKo IpHueMare AUrOKCHH.

aKo CTe UMaJIM MPOOJIEMH C TUIIAHETO WK Oenute Ipo0oBe (BKIIOYUTEIHO Bh3MAIICHHE WIN
TEYHOCT B OeIUTe IPoOOBE) I IIPUEM Ha XHIPOXJIOPOTHA3HI B MHHAIIOTO. AKO TIOTyIHTE
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TEKBK 3ayX WK 3aTPYAHEHO AMIIaHe ciaen mpreM Ha PritorPlus, HezabasHo moTepcete
MEIUIUHCKA TIOMOIII.

I'oBoperte ¢ Bamus nekap, ako moay4yute KopeMHa 00JIka, TajicHe, TOBPBIIAHE WU JUAPHsI CIIC]T
npreM Ha PritorPlus. Bammsr ekap 1ie B3eMe peleHune 3a mo-HaTaThIIHO JeucHue. He crmpaiite na
npuemare JekapctBoro PritorPlus camocrostenso.

Tps0Ba Ha KaxkeTe Ha Baims Iekap, ako cMsaTaTe, ue cTe OpeMeHHa (I MOXe Ja 3a0peMeHeeTe).
PritorPlus me ce mpenopbs4Ba B paHHa OpEMEHHOCT M He TpsAOBa Ja ce IMPHEMA CIIe TPETHS MECEI] OT
OpeMeHHOCTTa, ThH KaTo MOKE CEpHO3HO J1a YBpeau Bamero gete, ako ce U3M0I3Ba B TO3U EPHOA
(BmxTe pazmen bpeMeHHOCT).

JledeHueTo ¢ XUAPOXIOPOTHAZUI MOXKE J1a JOBEJIE JI0 SICKTPOJIMTEH nucOananc Ha Bamms
Oprau3bM. THMHYHUTE CUMIITOME Ha BOIHO-EJIEKTPOIUTEH qucOaIaHc BKIIFOYBAT CyXOTa B yCTaTa,
cimabocT, JieTaprusi, ChHINBOCT, OE3MOKOHCTBO, MYCKYJIHH OOJIKH FJTH KPaMITH, TajieHe (TIOBAHNTaHe),
MOBPBIIIaHE, MYCKYJIHA YMOpa U chpueduene (mosede ot 100 ymapa B MunyTa). TpsaodBa ga cro0muTe
Ha Bamus nekap, ako MoyyBCTBATE HIKOW OT TE3H CUMIITOMM.

TpsiOBa na kaxxere Ha Bamms ekap U ako YCTaHOBHTE MTOBHILICHA YyBCTBUTEIHOCT HA KOXKATa CH MPU
U3JIaraHe Ha CII'bHIIE, ChC CHMIITOMH Ha CI'bHYEBO M3rapsHe (TaKhBa KaTo 3a4epBsBaHe, ChpOekK, OTOK,
00pHB), KOUTO Ce MOSBSIBAT ITO-UYECTO OT OOMKHOBEHO.

B ciryuaii Ha onepanus wiin anectesus, TpsOBa 1a cho0ImuTe Ha Bamms jgekap, ye npuemare
PritorPlus.

PritorPlus moske 1a 6b/1e mo-Maako eeKTHBEH MpH MOHMKABaHE HA KPHBHOTO HAJISITAHE TIPU
YEPHOKOXKH TTaI[HEeHTH.

Jeua v roHOImIM
He ce npenoppuBa ymorpedara ua PritorPlus mpu aera u ronomu 1o 18 rogunm.

Jpyru gekapcrBa u PritorPlus

TpsiOBa a kaxxere Ha Bamms nekap win papManeBT, ako pueMaTe, HaCKOpO CTe MPpUeMalTH HITH
€BB3MOXKHO [[a TIpHeMaTe IpyrH JiekapcTBa. MojKe J1a ce HaJoKu BammsT jexap J1a mpoMeHH 1o03ata
Ha TE3M JIEKapCTBa WJIH JIa B3eMe IPYTH MpeAna3Hi MepKu. B HsIKou citydan MOXe J1a € He0OXO0MMO
Jla CIIpeTe U3MOJI3BAHETO Ha HAKOE OT JiekapcTBara. ToBa ce OTHacs 0COOSHO 3a JieKapcTBara,
HOCOUYCHH MO-/0JTy, KOTaTo Ce M3M0JI3BaT eTHOBPEeMeHHO ¢ PritorPlus:

- JIEKapCTBa, ChAbPIKAIIW JTUTUH, N3MOI3BAHU 32 JICYCHUE HA HAKOU THUTIOBE JIETPECHs

- JIEKapCTBa, CBbP3aHM C HUCKO HUBO HA KaIUH B KPBbBTA (XUIIOKAINEMHUS), HAIPUMED IPYTU
Juyperunn (00e3BOAHSBAIIN JIEKAPCTBA), CIA0UTENTHH (HAITPUMED PUIMTHOBO MacJio),
KopTukKocTepouu (Harpumep npeaan3on), AKTX (xopMoH), aMpoTepuIiH (TPOTHBOTEOUIHO
JIEKapCTBO), KAPOSHOKCOJIOH (M3MOJ3BaH 3a JICUCHUE Ha SI3BH B ycTaTa), NeHUIWIMH G HATpHUid
(aHTHOMOTHK), CANIMIMIIOBA KUCEITMHA 1 HEHUTE TPOU3BOTHH

- HOJTHO KOHTPACTHO BEUIECTBO, U3IOJI3BAHO BHB BPBh3Ka C 00pa3HO U3ciieIBaHe

- JIeKapCcTBa, KOUTO MOTAT Jia TIOBUINAT HUBOTO HA KaJIUi B KPHBTA, KATO KaIHH-ChXPaHIBaIIH
JUYPETHULIH, KAJIMEBH JOOABKH, KAINH-ChABPXKaLM conesu 3amecturenu, ACE uaxuburopw,
[IUKJIOCTIOPWH (JIEKapCTBO 3a TIOTHCKAHE HA UMYHHUTETA) M JPYTH JIEKAPCTBEHHU MPOAYKTH, KaTO
XeMapuH HaTpHUi (aHTHKOATYJIaHT)

- JIeKapCTBa, KOUTO CE BIMSIAT OT MPOMEHM B HUBATa Ha KaJIM B KPBBTA, KaTO JIEKAPCTBA 32
CBpLETO (HampuMep, IUTOKCHH) WITH JIEKapCTBa 32 KOHTPOJIUPAHE Ha ChPACUHHS PUTHM
(HanpuMep, XMHUINH, JU30MTUPaMUJI, aMHOIaPOH, COTAJION), JIEKAPCTBA, U3IIOJI3BAHH TIPH
NICUXUYHH Pa3CTPONCTBA (HAapUMep, THOPHIA3UH, XJIOPIIPOMa3HH, JIEBOMEIIPOMAa3HH) U APYTH
JIeKapCTBa, KaTO HAKOM aHTHOMOTUIM (HanpuMmep, crap(IoKCalyH, IEHTAMUANH) WINA HAKOU
JIeKapcTBa 3a JICUCHNE Ha aJIEPTHYHN Peakuy (HanpuMep, TepheHaanH)

- JICKapCTBa 3a JICUCHUE Ha AuabeT (MHCYJIMHU WK NIEPOPaHH JeKapCTBa, KaTO MET(HOPMHH)

- XOJIECTUPAaMHH M KOJIECTHIION, JIEKapCTBa 3a MOHMKaBaHEe Ha HUBATA HA JIUITUIUTE B KPBBTa
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- JIeKapcTBa 3a MOBHIIaBaHE Ha KPHBHOTO HAJISITaHE, KATO HOpaIpeHaIHH

- JeKapcTBa 3a OTIyCKaHe Ha MyCKYJIHTE, KaToO TyOOKYpapuH

- KaJILIueBU 100aBKU W/WiIK 100aBKU ¢ BUTAaMUH D

- AQHTUXOJMHEPTUYHU JICKapCTBa (JICKapCcTBa, U3IOJI3BAHHM 32 JICUYCHUE HA PAa3IMYHU HAPYLICHUS,
KaTO CTOMAITHO-YPEBHU KPAMITH, CTIa3MH Ha MUKOYHHS MEXYp, acTMa, MOpcKa 0ojecT,
MYCKYJIHHU cria3mu, Oonectta Ha [TapkuHCOH 1 3a moJrmoMarane Ha aHECTE3UATA), KaTo
aTPONHH U OUTICPHICH

- aMaHTHIMH (JIEKapCTBO, KOETO CE M3II0JI3Ba 3a JieueHHe Ha OoectTa Ha [lapkuHCOH, KakTo U
3a JIeYeHHe WK NPOPIIAKTHKA HA HAKON 3a00JsIBaHIS, IPUINHIBAHU OT BUPYCH)

- JPYTH JICKapCTBa, U3IMOJI3BaHU 32 JICUCHHE Ha BUCOKO KPBBHO HAJATaHE, KOPTUKOCTEPOUIH,
00e300J1sIBaIIM JIeKapcTBa, (KaTo HECTePOHIHH poTHBOBB3nanuTentu cpencrea [HCIIBC]),
JeKapcTBa 3a JICYeHNE Ha pak, 1Moiarpa Wik apTpyUT

- ako npuemare ACE nHxuOuTop min anuckupeH (BIKTe chio HHpopMalusaTa o3ariaBeHa “He
npuemaiite PritorPlus” u “TlpeaynpexaeHus U MpeanasHd MEPKH™).

- JIUTOKCHH

PritorPlus mosxe ma yBenuun edekra Ha MOHMKaBaHe Ha KPHBHOTO HAJISTaHe Ha APYTH JICKapCTRa,
M3II0JI3BAHH 32 JICYCHNE Ha BUCOKO KPHBHO HAIISITAHE WIH Ha JIEKapCTBa C MOTCHINAN 32 TIOHWKaBaHe
Ha KpPBBHOTO Hajsrane (Hamp. 6akinoden, amudoctuH). OcBeH ToBa, ePeKTHT Ha TIOHIKaBaHE Ha
KPBBHOTO HaIATaHE MOXKE JIa CE YCHJIHM NPU YIOTpedaTa Ha allkoxoi, 0apOuTypaT, HApKOTHYHH
BEIIIECTBA WM aHTHACTIPECaHTH. Brue Moske 1a yceTnTe ToBa KaTo 3aMaiiBaHe Ipy H3IPaBsHE.
IlocwkBeTBaiiTe ce ¢ Bamms nekap, ako € He0OX0IUMO Jla ce KOPUTHpa J103aTa Ha APYTOTO JIEKapCTRO,
nokaro mpuemare PritorPlus.

Edexrobr Ha PritorPlus moske 1a 6b1e Hamasen, koraro ce npuiara ¢ HCTIBC (necrepouanu
NPOTHUBOBB3NAIUTEIHN CPEACTBA KaTO aCHUPHH WM HOYmpodeH).

PritorPlus ¢ xpana u ankoxoJ

Moxere na npuemate PritorPlus cbe mium 6e3 xpaHa.

306sreaiiTe 1a KOHCYMHpATe alIKOXO0JI JIOKATO HE Ce KOHCYJITHpare ¢ Bamus jiekap. AJKOX0JIbT MOXKe
Jla IOHIKH KPBBHOTO By Hansrane n/wiy Ja TOBHIIM PUCKa J1a TIOYyBCTBATE 3aMaliBaHe HIIH
NpUMasIBaHe.

BpemMenHOCT M KbpMeEHe

bpemeHHOCT

TpsibBa na kaxkere Ha Bamus jiekap, ako cmsitaTe, 4ye cTe OpeMeHHa (HIu MOXe J1a 3a0peMeHeeTe).
OobukHOBeHO, Banmsit nexap me Bu nmochBeTBa ga npeycranoBute npuema Ha PritorPlus npenu na
3a0peMeHeeTe WK BeaHara mom pasoepere, ue cre OpeMeHHa U 11e Bu mockBeTBa 1a mpuemare
Ipyro jexkapcTBo, BMecTo PritorPlus. PritorPlus He ce mpenopbuBa no Bpeme Ha OpEMEHHOCT U He
TpsiOBa J1a ce mprueMa, ako cTe OpeMeHHa ciie/l TPETHs Mecell, Thii KaTo MOXKe CEPHUO3HO Jla YBpEIn
Bamiero nere, ako ce U3M0I3Ba Cliel] TPETHUs Mecell 0T OpeMEHHOCTTA.

Kspmene
TpsOBa ga kaxkeTe Ha Bamms jgexap, ako KbpMHUTE WM UMaTe HaMepeHue aa Kepmure. PritorPlus ve

ce IIPenopbyUBa Ha MAalKH, KOUTO KbPMAT U Bamusrt nexkap Moxe na Bu Ha3Hauu Ipyro JIeyeHue, ako
HCcKaTe Ja KbpPMUTE.

Ilodupane u padoTa ¢ MAIIMHHA

Hsikon xopa ce 4yBCTBaT 3aMasiHU, U3MUTBAT CJIA0OCT WM YCeIaHe CSKalll BCHYKO HAOKOJIO €€ BHPTH,
korato npuemart PritorPlus. Ako monyunTe HIKO# OT Te3u eeKTH, He mopHupanTe U He paboTeTe ¢
MaIluHH.

PritorPlus cbabpika HaTpuid
ToBa JiekapcTBO ChabpiKa MO-Maiko oT 1 mmol HaTpuii (23 mg) Ha TabeTKa, T.€. MOXKe /1a Ce Kaxe,
Yye MPaKTUYECKH HE ChIbpiKa HaTPUH.

PritorPlus ecoabpska Mitedna 3axap (Jiakro3a)
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Axo Bamust nekap Bu e kazal, ye uMate HEOHOCUMOCT KbM HAKOM 3aXapH, CBbPIKETE CE C HETO,
MIpeIn 1a IpUEMETE TOBA JIEKapCTBO.

PritorPlus chabp:xa copouTo

Tosa nexapcTBo chabpka 338 mg copouTON BHB Besika TabneTka. COpOUTONBT € M3TOYHHUK Ha
¢dpykroza. Ako Bammsr nekap Bu e ka3an, 4ye nMaTe HSTOHOCUMOCT KbM HSKOU 3aXapH Wik Bu ¢
MOCTaBEHA JIMarHO3a HACJICACTBeHA HEMOHOCUMOCT KbM ()PYKTO3a, PAIAKO TCHETUYHO 3a00IIsIBaHe, IPU
KOETO XOpara He MOTarT Jia pa3rpaxiar ppyKTo3ata, ToBopere ¢ Barms iekap, npenu i1a npueMere
i 1a Bu ObJie MpUII0KEHO TOBA JIEKAPCTBO.

3. Kak na npuemare PritorPlus

Bunaru npuemaiite ToBa JEKapCTBO TOYHO KakTo Bu e ka3zan Bamust nekap. AKO HE CT€ CUTYpHH B
HEIlo, monuraite Bamus nekap wim dapMariesT.

[IpenopbunTenHaTa 103a € eAHa Ta0JIETKa THEBHO.

OnuraiiTe ce qa mpuemare TablieTKa [0 €IHO U ChIIO BpeMe BcekH JeH. Moxe aa npuemarte PritorPlus
¢ uin 0e3 xpaHa. TaOmeTkure TpsAOBa Ja ce MOTIIBINAT LIENH C MAJIKO BOJa WM Ipyra 0e3aJKOX0JHa
HanuTKa. BaxkHo e ma mpuemate PritorPlus Bceku nen, nokaro Bammus nekap vHe Bu mochsBeTBa npyro.

Axo Bammst uepen apo6 He QpyHKIIMOHHMpa MPaBUIIHO, O0MYaiiHaTa 71032 TenIMKcapTaH He TpsaOBa na
HajBumasa 40 mg BeIHBX THEBHO.

AKO cTe MpHesu MoBeyYe 0T HeoOxoauMarta 103a PritorPlus

AKO cy4yaiiHO IpUeMeTe TBBPJIC MHOTO TaOJIETKH, MOXE Jla U3MUTATE HAKOU CUMIITOMH, KaTo
MOHW)KEHO KPBBHO HAIITAHE M YCKOPEH chpJeueH puThbM. ChOOMABAT Ce CHINO U 3a0aBEH ChpICUYCH
PUTHM, 3aMasHOCT, MOBPBIaHe, HamMalieHa ObOpeUHa (PYHKIIHS, BKIIOYUTEITHO ObOpeyHa
HEOCTATHYHOCT. XHUPOXJIOPTHA3H, KATO KOMIIOHEHT MOJKE JIa IOBEJIE IO 3HAYMMO TIOHIDKaBaHe
KaKTO Ha KPhBHOTO HaJsiraHe, Taka U JI0 MOHW)KABaHEe HUBATA HA KATWN B KPHBTA, KOUTO MOTaT Jia
ObJaT NpUYMHA 32 TaJIeHe, ChHIMBOCT U MYCKYJTHH CIIa3MH W/UITH HEPEJIOBEH ChPJICUCH PUTHM,
CBBP3aH ChC CHITBTCTBAIIATA YIOTPeOa Ha JIeKapcTBa KaTo JTUTUTAIUC, UK ONpe/ICIIeH!
aHTHApUTMUYHU JiekapcTBa. CBBpKeTe ce He3abaBHO ¢ Bamms nekap, GpapManeBT uin ¢ Hail-Omm3Kus
[EHTBP 32 CIIEIIHA TTOMOIII.

AKo cTe nponycHaau a1a npueMete PritorPlus

AKO cTe TIpoITyCcHaJM Jla IpUeMeTe eIHa 103a, He ce Oe3nokoiiTe. Bzemere no3ara BeHara mom ce
CETHUTE M CIIe]] TOBA MPOIBIDKETE MpreMa 1mo oOnyaitHus HaunH. AKO He ipueMmere Bamrara tabmerka
CBINMUA JICH, B3eMeTe oOnualiHaTa J103a Ha clieJiBalus AeH. He B3emaliTe JBOMHA /1034, 32 Aa
KOMIIEHCHPATE NPOIYCHATUTE UHAUBUAYAJIHU JT03H.

AKO UMate HAKaKBH JIOMTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, IOMUTANTE
Bammus nekap nim ¢papmManesT.
4. Bb3MOKHHN HexKeTaHU peakuu

KakTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPEAN3BHUKA HEXKCIaHU p€aKIIUH, BBIIPEKU Y€ HE
BCCKM I'l IIOJTy4aBa.

Hsixon HexxenaHu pPe€aKIMu MOXKe 1a €Ca CCPUO3HU U H3MCKBAT BHUMAaHHMETO HA JIeKap.
He3zabaBHo YBEAOMCTE Bamms JICKAp, ako mnpu Bac ce nosiBu HAKOM OT CIICAHUTC CUMIITOMU:

Cericuc* (4ecTo HapHyaH “OTpaBsHE Ha KPbBTAa” € TEKKA HHOEKINS C Bb3MAIUTEIICH MPOIIEC B ISLIOTO

Ts10, OBP30 MOyBaHE HA KOJKATa M JIMTABUIIATA (aHTHOEIEM, BKIIFOYUTEITHO ¢ (haTaeH U3X0/1)

o0Opa3yBaHe Ha MEXypH U OcJICHE Ha MMOBBPXHOCTHHS CJION Ha KOXaTa (TOKCUYHA eruiepMaiHa

HEKPOJIN3a); Te3U HeXETaH! peakiiu ca peaku (Morat fa 3acerHat 70 1 Ha 1 000 aymm), uim MHOTO
78



penkn (TOKCHYHA enuaepMaitHa HeKpom3a; Morar na 3acersar g0 1 xa 10 000 mymmm), HO MHOTO
cepro3nu. [larmenTuTe TpsiOBa a MPEYCTaHOBAT MPUEMa Ha JICKAPCTBOTO M He3a0aBHO J1a ce
KOHCYJITHpAT C Jiekap. AKO He ce JIeKyBaT, Te3H Peakini Moxe a Obaat datamau. [ToBuiieHa
4eCTOTa Ha CEINCHC ce HAOJII0JaBa caMo MPH TeIMUCAPTaH, HO BCE MaK He MOXKe J1a Ob/Ie M3KITI0UeHa
upu PritorPlus

Bb3MokHE HeskeaaHu peakuun Ha PritorPlus

YecTn HexkesNaHU peakuyuy (Morar aa 3acersat 10 1 Ha 10 xymm):
3amaiiBaHe.

Heuectn Hexesianu peakuuu (Morar aa 3acernat 10 1 Ha 100 xyum)

[NonmwkeHn HUBa Ha Kanuil B KPBBTA, TPEBOKHOCT, IPHUIAIBK (CHHKOII), yCeIaHe 3a MpaBy4KaHe U
M3TPBIBaHE Ha KpalHUIKTE (apecTe3nsl), CBETOBBPTEX (BEPTUT0), YCKOPEH MyJIC (TaXUKapAns),
HapymeHus Ha CbpACYHUA PUTHM, HUCKO KPBBHO HAJITaHE, BHC3AITHO IMOHMXKaBaHE Ha KPbBHOTO
HaJIsITaHe TPH U3MpaBsiHe, 3a0yX (AUCIHes), Iuapus, CyX0Ta B ycTara, ra3ose, 0ojKa B rep0a,
MYCKYITHH CIIa3MH, MYCKYJTHa 00JIKa, epeKTHIIHA TUCHYHKIHS (HECTIOCOOHOCT 3a TIOy4YaBaHe WiTh
3amas3BaHe Ha epeKIys), O0JIKa B IPhIHHMS KOIII, IOBUIIEHO HUBO HA IIMKOYHA KUCEINHA B KPHBTA.

Penxn Hexkenanu peakuun (Morat aa 3acerdat 1o 1 a 1 000 xymm)

Brananenue Ha 6enust qpo6 (OpOHXUT), BB3MAIECHO T'bPII0, Bh3MAIEHH CHHYCH, TOBUIIICHO HIUBO Ha
MUKOYHA KHCEMHA, HUCKO HUBO Ha HATPUH, YyBCTBO 32 Thra (IeTpecus), TPy IHO 3acTIBaHE
(6e3cpHME), HAPYLICHUE HA ChHS, 3pUTEIHN CMYILEHHS, 3aMbIJICHO BIKAAHE, 3aTPyIHEHO IUILIAHE,
KopeMHa 00JIKa, 3areK, oJyBaHe Ha Kopema (IUCIIETICHS ), Ta/ieHe (TOBphIaHe), Bh3MalIeHne Ha
cTtoMaxa (TacTpHT), HapyIIeHU Ha YepHOApoOHaTa PyHKIHUS (TIPU MAIMEHTH OT SITOHCKHU MPOU3XO0/T
CBILECTBYBA MO-TOJISIMA BEPOSTHOCT 32 Pa3BUTHE HA TA3W HEXellaHa Peakius), 3auepBsiBaHe Ha
Ko)KaTa (epuTeM), alepTUYHH PEAKIUU KaTo ChbpOekK Uil 00pHB, TOBUILIEHO OTOOTACISIHE, KOTIPHUBHA
Tpecka (ypTukapus), 60jKa B CTaBUTE (apTpaiirus) u 0oJika B KpaitHUITUTE (00JKa B Kpaka), MyCKYITHH
KpaMmIli, akTUBUPAHE WM BIIOIIABaHE Ha CUCTEMEH JIYIIyC epuTemMaroec (3abonsBaHe, Ipu KOETO
coOCTBEHHaTa UIMyHHATa CUCTEMa aTaKyBa OpraHu3Ma, KOeTO NPUUMHsBA O0JIKa B CTABUTE, KOXKEH
0o0OpHB U Tpecka), TPUIONO00HO 3a00sABaHe, 00K, TIOBUIIIEHO HUBO Ha KPEaTHHHH, YePHOPOOHU
EH3UMH WK KpeaTrH GochOKHHA3a B KPHBTA.

Hesxenanu peakuuu J0OKJIaJBaHU 32 BCEKU OT/EIEH KOMIIOHEHT, MOXKE /1a ca IOTEHIIMAJIHU HEXelaH!
peaxuuu 3a PritorPlus, nopu 1 1a He ca HaOMOAaBaHU 1O BpeMe Ha KJIMHUYHUTE MPOYUBAHUS 3a TO3H
MPOAYKT.

Teamucapran
CHGJIHI/ITC JOIIBJIHUTCIIHU HEXKCIIaHU peaKHI/II/I Cce CT)O6IIIaBaT HpI/I MMaIucHTH, HpI/IeMaHII/I caMo

TeJIMHCapTaH:

Heuectn Hexesnann peakuuu (Morat aa 3acernat 10 1 Ha 100 xymm)

WHdekuust Ha TOPHUTE TUXATETHH ITBTHIIA (HAIPUMEP BB3MAJICHO I'bPII0, Bb3MAICHH CHHYCH,
npocTyAa), MHOEKIMY Ha TMKOYHUTE ITbTHIIA, HHPEKIUS Ha TUKOYHUS MEXyp, HamalleH Opoii Ha
YepBEeHHUTE KPbBHH KJIETKH (aHEMHUsI), TOBHUILEH HUBA Ha KaJuii, 3a0aBeH myJsc (Opagukapaus),
Kallunia, 0bOPeUHO yBpEKAaHe, BKIYUTEIHO 0cTpa ObOpeyHa HeJ0CTaThYHOCT, C1ad0CT.

Penkn Hexxenanu peakuun_(Morat aa 3acersat 10 1 va 1 000 xymm)

Hamanen Opoii Ha TpoMOoumTHTE (TPOMOOLMTOIICHH)S ), yBETHMUEH OpOoii Ha onpeesieH! Oeu KPbBHU
KJIETKHU (€03MHO(DHITHNS), CEpHO3HH aJIEPTUYHN PEAKINH (HAIPHIMep CBPbXUyBCTBUTEITHOCT,
aHaMIIaKTUYHA peaKIysl), TOHMKEHN HUBAa HAa KPbBHA 3axap (IpY NalMeHTH ¢ 1uadeT), ChHINBOCT,
pascTpoeH cToMax, ek3eMa (KOKHO HapylIeHHe), IEeKapCTBEH 00pUB, TOKCHYEH KO>KEH 00pHB, OONKa B
CYXOKUITHsTA (TCHANHHUT-TI0JJOOHN CUMIITOMH), TOHIKEH XEMOTJIOONH (KPBBEH MTPOTEHH).

MHoro peaku He:keJanu peakuuu (Morar aa 3acernar 10 1 ma 10 000 xyuu)
IIporpecuBHO cpacTBaHe Ha OenoapoOHaTa ThKaH (MHTEPCTHIIMAIHA OeToapoOHa Goect)™**,
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C HeHU3BECTHA YeCTOTA
HHaTecTnHaIeH aHTHOEIEM: TMOAYBAaHE Ha 4Y€pBaTa, MpoABIABAIIO CE€ CbC CUMIITOMHU KaTO KOPpEMHA
60m<a, TaZICHC, IOBPBIIAHE U JUapus, CC cHO0IIIaBa ({1 yHOTpeGaTa Ha CXOJHU NPOAYKTH.

* CpOUTHETO MOJKE /1a € CITyJaifHO WIIH J]a € CBBP3aHO C HEMO3HAT O MOMEHTa MEXaHU3bM.

**Crmydau Ha MPOTPECUBHO CpacTBaHe Ha OenoIpoOHaTa ThKaH ca ChoOIaBaHy 10 BpeMe Ha TpHeM
Ha Tenmucaptad. O0aue, He € M3BECTHO Ay IIPUYMHATA € TSIMUCAPTAH.

XHIPOoXJI0pOTHAZHL
Cnednume HexCceranu peaxkyuu ce cboowasam npu NAYUeHmMY nPUEManju Camo Xuopoxaopomuasuo.

MHoro 4ecTu HekeJIaHH peaknuu (Morat aa 3acerHat Haj 1 nHa 10 qyuu)
[ToBuiieHN HUBA HA JUMUIU B KPHBTA.

YecTH HexeIaHU peakuuu (Morat aa 3acerdart ao 1 na 10 gymm)
[ToBpbmane (TajgeHe), HUICKH HIBA HA MarHe3uil B KPbBTA, MOHMKECH aleTHUT.

HeuecTn He:kenanu peakuum (Morat aa 3acerHat A0 1 na 100 gymm)
Octpa 66p0peyHa HEJOCTATHYHOCT.

Penxu Hexenanu peakuum (Morat aa 3acersat 10 1 ma 1 000 xymm)

Hucwk 6poii TpoMOOIIHTH (TPOMOOLIMTONICHHS ), KOETO BOJHU /IO TIOBHILEH PUCK OT KbPBEHE WIIN
HAaTHPTBAaHU (MAJIKU JIMJIABO-YEPBEHH MIETHA MO KOXKATa WM JPYTH ThKaHH, BCICACTBHE Ha KbPBEHE),
BHCOKH HHBA Ha KaJIIU{ B KPBBTA, BUCOKM HHMBA HA KPbBHATA 3axap, I11aBo0ore, KopeMeH
JICKOM(BOPT, MOKBITABAHE HA KOYKAaTa WM OurTe (KBJITCHHUIIA), M3IUIIBK HA )KIThYEH COK B KPhBTa
(xonecraza), peakius Ha OTOUYBCTBUTEIHOCT, HEKOHTPOJIIMPAHU HUBA Ha TIFOK03a TIPH MALlUCHTH C
JMarHo3a 3axapeH quader, 3axapu B ypuHaTa (TIOKO3YpHUs).

MHoro peakn HexkeJlaHu peakiun (Morat aa 3acernat 10 1 ma 10 000 xymm)

AOGHOpMEH pasraj] Ha YePBEHUTE KPBbBHHU KJICTKU (XEMOJUTHYHA aHEMUS), HECIOCOOHOCT 32
HOPMAaTHO (PYHKI[HOHHPAHE HA KOCTHUS MO3bK, HAMaJieH Opoli Oeu KpbBHU KIIETKH (JIEBKOTICHUS,
arpaHyJIoNnuTO3a), CEPUO3HN aIEPTHYHH PEAKIUK (HaIp. CBPBXYyBCTBUTEIHOCT), TOBUIIIeHO pH
MopaJii HUCKU HYBA Ha XJIOP B KPBBTa (HAPYIICH AIKATHO-KUCEIMHEH OallaHC, XUMOXJIOPEMUYHA
aNKano3a), OCThp PECIHUpaTOpeH aucTpec (MPU3HAIMTE BKITIOUBAT TEXBK 3a/1yX, TOBHUIIICHA
TeMIeparypa, c1adocT 1 00bPKAHOCT), Bh3MAJICHUE Ha TTaHKPeaca, CUHIPOM, I0I00€H Ha JIyITyC
(cvcTosiHUMe, HANO100BAIIO 3a00IsIBaHe, HAPEUECHO CUCTEMEH JIYITYC EPUTEMATOIEC, IIPH KOETO
coOCTBeHATa UMyHHA CHCTEMa aTaKyBa OpPraHu3Ma), Bh3MaJICHHE Ha KPhbBOHOCHUTE ChJIOBE
(HEeKpoTH3UpAIll BACKYJIUT).

C Hen3BeCTHA 4ecTOTa (0T HAJTMYHUTE JAaHHH He MOKe 1a Ob/le HANPaBeHAa OlleHKa Ha
4ecToTaTa)

Bb3nanenue Ha CAIOHUSHNUTE JKIIE3H, paK Ha KOXKaTa M YCTHUTE (HEMEJIAHOMEH PaK Ha KOXara),
JIeHUIUT Ha KPBBHU KJIETKHU (aIIacTHYHA aHEeMHMs1), HaMaJIeHO 3peHHe U 00JIKa B OKOTO (Bb3MOXKHHU
NPU3HALM HA HATPYNBaHE HA TEYHOCT B ChAOBUS CJIOH HA OKOTO (XOPOHUIAJIEH U3JIMB), HIIH OCTPa
3aKpUTOBI'BITHA TTIAYKOMa), HApYIISHHS Ha KOXKaTa KaTo Bh3NaJleHH KPhbBOHOCHHU ChJIOBE B KOXKATa,
TIOBHUIIIEHA YyBCTBUTEITHOCT KbM CITbHYEBA CBETIIMHA, 00OPUB, 3aUuepBsBaHe Ha KoXara, o0pa3yBaHe Ha
MEXypH 10 YCTHUTE, OUHUTE WIH B yCTaTa, OelieHe Ha KoXKaTa, Tpecka (BEpOsITHU MPHU3HALIM Ha epUTeMa
mynTtudopme), cnaboct, ObOPEUHO YBPEKIAHE.

B H30JIMPpAaHU ClIydau Ce Ha6J'IIOZ[aBaT HHWCKH HUBa Ha HanI/Iﬁ, MNPpUAPYKCHU OT CUMIITOMH, CBBP3aHU C
MO3BbKa WJIN HEPBUTC (razleHe, IMporpeCruBHa AC30pUCHTAMA, JIMIICA HAa UHTEPEC UITU eHepmﬂ).

Cho01aBaHe HA HesKeJIAaHH PeakIuu

AKO TIOITyYnTe HAKAKBU HEXEJIaHU JICKApCTBEHU peakiyy, yBegomere Bammus nexap winn hapMaresr.
ToBa BKJIIOYBa BCHYKH BH3MOKHH HEOIIMCAHH B Ta3M JIMCTOBKA HEXKETAHH peakimu. Mo)keTe ChIIo Aa
ChOOIINTE HEXKENAHH PEaKIMU JUPEKTHO Ype3 HAMOHAJIHATA CHCTEMa 32 ChOOIIaBaHe, IIOCOYCHA B
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IIpunoxenne V. Kato cro01maBare HexXEIaHA PEaKIIMH, MOXKETE Jla TaJIeTe CBOSI PUHOC 3a
MoJTydaBaHe Ha MoBeue HHPpOpManusa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak n1a cexpansBate PritorPlus

[a ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIELa.

He n3nomn3BaiiTe TOBa JI€KapCTBO €I CPOKA HA TOTHOCT, OTOETSI3aH BEPXY KapTOHEHATa OIaKOBKa
cien “T'onen no:”. CpoKbT Ha TOHOCT OTTOBAps Ha MOCIEAHUA JEH OT TIOCOYEHHUS MeCell.

ToBa JlekapcTBO HE M3MCKBA CIICLHATIHY TEMIIEPAaTypHHU YCJIOBHS Ha chXpaHeHue. [la ce cbxpaHsBa B
OpHI'MHAJIHAaTa OTAaKOBKa, 3a J1a ce Mpe/ras3u oT Biara. M3Baaere tabnerkara PritorPlus ot

3arcyaTaHus 6J'H/ICTCp HCIMOCPEACTBCHO MNPCAU Aa i IMPUEMCTE.

[onsikora BHHITHUS CJION Ha OHCTEpa ce OTAENS OT BBTPEIIHNUS ClIoi. B TakbB cirydaii He e
HEO0XOIUMO J1a IpeiprueMaTe HUKaKBH ACHCTBHSL.

He u3xBbprsiite nekapcTBaTa B KaHAIU3aUATa WIM B KOHTEMHEpa 3a JOMAIIHU OTIabIIH.
[Momuratite Bamus apMaleBT Kak Ja U3XBHPIATE JIEKapTCBaTa, KOUTO Beue He u3nonseare. Te3n
MEPKH 1€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa Cpera.

6. Cbm)pmalme Ha OnMaKOBKaTa M J0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cbabpixa PritorPlus

o AKTUBHH BEIIECTBA: TEJIMUCAPTAH M XUAPOXJIOpOTHA3U. Besika Tabnerka chabpika 80 mg
TeaMucapTad u 12,5 mg XuapoxiaopoTHa3ui.
o Jpyru cbCTaBKU: JIaKTO3a MOHOXHUPAT, MArHE3MEB CTEApaT, HAPEBUYHO HUIIECTE, METIYMUH,

MHUKPOKPHUCTAJIHA 1IeiTyJ103a, moBuaoH K25, uepsen xene3en okcua (E172), HaTtpues
XUJAPOKCH]I, HATPUEB HUIIIECTeH TauKonaT (Tun A), copouton (E420).

Kaxk u3rie:xna PritorPlus u kakBo chbabp:ka 0NaKoBKaTa

PritorPlus 80 mg/12,5 mg ca uepBeHO-0€11 POABITOBATH JBYCIOWHH TAOJIETKU C TPAaBUPaH BBPXY
Tax xkox H8.

PritorPlus ce npesara B 6mctepu, chabpikaitd 14, 28, 30, 56, 90 wiu 98 tabnetku win nephopupan
0JIMCTep C €MHUYHU 103U, ¢ 28 X 1 TabiieTky.

He Bcuukn BHIOBEC OIMAKOBKH MOTIaT Ja 6’L,Z[aT IIYCHATHU Ha I1a3apa BbB Bamara CTpaHa.

IIpuTexkaTes HA pa3pelIeHUETO 32 YIOTpeda
Bayer AG
51368 Leverkusen

T'epmanus

IIpoussoaure
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'epmanus
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3a JomBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa:

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

Baiiep bearapus EOO/J]
Ten. +359 (0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45-45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAAGdo

Bayer EAAég ABEE

TnA: +30210618 7500
Espafia

Quimica Farmacéutica Bayer S.L.
Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.0.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353-1-216-3300
island

Icepharma hf

Simi: +354 540 80 00
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited

TnA: + 357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 52 33 68 68
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungéria Kft.

Tel.: +36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal Lda

Tel: +351-21-416 42 00
Roméania

SC Bayer SRL

Tel.: +40 21 528 59 00
Slovenija

Bayer d. 0. o.

Tel.: +386-1-58 14 400
Slovenska republika
Bayer, spol. sr.0.

Tel: +421 25921 31 11
Suomi/Finland

Bayer Oy

Puh/Tel.: +358-20 785 21
Sverige

Bayer AB

Tel: +46-(0)8-580 223 00
United Kingdom (Northern Ireland)
Bayer AG

Tel: +44 (0) 118 206 3000

JlaTta Ha mocJieqHO Mpepa3rJjexaane Ha gucroBkata {MM/I'TTT?}

JApyru u3To4YHUIIM HA HHPOpPMAaIUA

TMoxpoOHa uHpopMaIlrs 3a TO3H JEKAPCTBEH MPOIYKT € MPe0CTaBeHa Ha yebcaiita Ha EBpomnelickaTa
areHIusl Mo JekapcTeaTa http://www.ema.europa.eu.
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JlucroBaka: undopmanus 3a norpeduTeNs

PritorPlus 80 mg/25 mg Ta6jeTkn
Tenmucapran/xuapoxioporuazua (telmisartan/hydrochlorothiazide)

IIpoyeTeTe BHUMATEIHO IAJIATA JUCTOBKA, MPEIH J1a 3aMl04YHeTe /1a MpUeMaTe TOBA JIEKapCTBO,

Thil KaTO TH ChAbPKA BaxHa 3a Bac ungopmanus.

- 3amazere Ta3u JIUCTOBKAa. MOJKe /1a ce HaJOXH JIa sl MPOYETETe OTHORO.

- AKO UMaTe HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexkap wiu gapmarieBt.

- Toga nekapcTBo € npeanucano JuyHo Ha Bac. He ro mpeotcThnBaiite Ha npyru xopa. To Mmoxke
Jla M HaBpely, HE3aBUCHMO, Ue MPU3HAYNTE Ha TAXHOTO 3a00JIsIBaHe ca ChIIUTE KaTo Barmure.

- AKO TIOITydnTe HSKAaKBH HEXENIAaHW peakiud, yBemomere Bamms nexkap wim dapmarert. Tosa
BKJIIOYBA U BCHUYKM BBH3MOXKHH HEXKEJIAHM DPEAKIMU, HEOMHCAaHU B Ta3u JIUCTOBKA. Buxre
TouKa 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

1. Kakso mpencrasnssa PritorPlus u 3a xakBo ce n3momn3sa

2. KakBo Tps16Ba 1a 3Haere, nmpeau aa npuemere PritorPlus

3. Kak na nmpuemate PritorPlus

4. BB3MOKHN HEXENTaHN PEaKIUuH

5. Kak na cexpansiBate PritorPlus

6. ChbabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS
1. KakBo npeacraBasiBa PritorPlus u 3a kakBo ce n3nosssa

PritorPlus e komOWHaI¥s OT 1BE aKTHBHU BEIIECTBA B €{HA Ta0JIeTKa — TEIMHUCAPTaH U
xuIpoxjopoTuasu. Y 1Bere BemecTBa moMarar Jia ce KOHTPOJIMpPa BUCOKOTO KPEBHO HAIISTAHE.

- TenmucapTan NpUHAIIICKU KbM IpyIIa JIEKApPCTBEHU NPOAYKTH, HAPEUEHHU PeeNTOPHHU OJI0KepH
Ha aHruoteH3uH ll. ArrnorensuH Il e BemecTBo, 00pa3yBaHo BEB Bamust opranuzbm, KOETO
MIpeIM3BUKBA CBUBaHE HA KPbBOHOCHUTE CHA0BE, KaTO MO TO3HM HAYMH MOBHIABA KPbBHOTO B
Haysirane. TenMucapran O1okupa edekra Ha aHrHoTeH3uH ] Taka, ue KpbBOHOCHUTE ChIOBE CE
OTITyCKaT ¥ KPbBHOTO HAJISITAHE CE€ MTOHHUXKABa.

- XHIPOXIOPOTHA3U IPUHALIEKU KbM I'pylla JIEKAPCTBA, HAPEUECHU THA3HUIHU ANYPETULIH,
KOWTO IPEAU3BUKBAT yBEINYABAHE HA OTAEIAHOTO KOJIMYECTBO YPUHA, BOAECIIO 10 [IOHUKABAaHE
Ha KpbBHOTO By HanArane.

AKO He ce JIeKyBa, BUCOKOTO KPbBHO HaJsITaHE MOXeE Jja YBPEAH KPhbBOHOCHUTE ChJIOBE B pEeAMLA
OpraHu, KOEeTO MOHAKOTa MOXKE /1a JI0BeJIe 10 ChbPACYHU PUCTBIN, ChpleuHa Uin ObOpedHa
HEJOCTaThYHOCT, MO3bUEH HHCYINT U ciienoTta. CHMITOMH, B pe3yJITaT Ha BUCOKO KPBBHO HAJISTaHE,
0OVMKHOBEHO He ce HabJIoJaBaT Mpear Aa Bb3HUKHAT YBpeXKIaHus B opranute. [lopaan ToBa e BaxkHO
PENOBHO J1a ce U3MepBa KPbBHOTO HAJISITAaHE, 3a J1a CE IPOBEPH JAJIM TO € B HOPMAJIHU FPaHULH.

PritorPlus ce nsmon3Ba 3a neueHre Ha BUCOKO KPBBHO HajsTaHe (€CEHIMAIHA XUIIEPTOHMS) TIPH
BB3PacTHH, YUETO KPHBHO HAJISITaHE HE CE KOHTPOJIMPAHO 10CTaThuHO 100pe ot PritorPlus 80/12.5 mg
WY TIPY BB3PACTHHU, KOMTO Beye ca OWiIM CTaOWIIM3UPaHH Ype3, TeIMUCAPTaH U XUAPOXIOPOTHAZU,
W3TOJI3BAaHH TIOOT/IEITHO.

2. Kakso Tps0Ba na 3Haete npeau na npuemere PritorPlus

He npuemaiite PritorPlus

o aKo CTE aJepPruYHM KbM TEIMHUCAPTaH WM KbM HAKOS OT OCTAHAINTE ChCTABKU HAa TOBA
JeKapcTBO (M30pOCHU B TOUKA 6).

o aKo CTe aJlepru4HU KbM XUAPOXJIOPOTHA3HL WU KbM JIPYTH JIEKapCTBa, MPOU3BOAHN Ha
cyndonamMuIuTe.
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ako cre OpeMeHHa ciient TpetHs Mecel (mo-100pe ia u3osreare ynorpebara Ha PritorPlus u B
paHHa OpEMEHHOCT - BIDKTE pa3aell bpeMeHHOCT).

aKO MMaTe TeKKH YepHOAPOOHH MPOoOIEMHU KaTo XoJiecTasa HilH *KJIbuHa 00CTpyKuus (podiem
C IpeHa)ka Ha )KIIbUKaTa OT YePHHUS APOO U KITBYHUS MEXYP) WU KAKBOTO U JIa € APYTO TEHKKO
4epHOIPOOHO 3a00IIsIBAHE.

aKo MMare TeXKo OBOpednHo 3abosiBane win anypus (rmo-maiako ot 100 ml ypuna Ha aeH).

ako Bammsr iekap ycTaHOBH, 4e UMaTe HUCKY HUBA HA KaJH WM BUCOKHM HUBA HA KU B
KpPBBTa, KOUTO HE CE MOBIHABAT OT JICUCHHE.

aKo MMare JuadeT Wi HapylieHa ObOpedyHa (YHKIUS U Ce JIEKYBaTe C JIEKapCTBO 32
MOHW)KaBaHe Ha KPHBHOTO HAJSITAHE, ChABPIKAIIO ATUCKUPEH.

Tps6Ba na kaxere Ha Bamms nexap wim gapmanesT, npeau Aa npuemere PritorPlus, ako Hsikoe ot
TOpEToCOUYEHUTE ChCTOSHUA ce OTHAcCS 3a Bac.

Ipenynpesxaenust ¥ NpeanasHu MEePKH
I'oBopere ¢ Bamms nekap, npeau aa npuemete PritorPlus, ako cTpanaTe nnm HIKora cTe CTpajaiu OT
HSIKOE OT CIICAHUTE ChCTOSIHUS WIIA 3a00JISIBAHUS:

HHUCKO KPBBHO HAIATaHE (XUIIOTOHHUS ), KOETO € BB3MOXKHO J]a B3HUKHE, aKO CTe
IeXuapaTupany (pexoMepHa 3aryda Ha BoJia OT OpraHu3Ma) WM ako NIMaTe HeIOCTHT Ha COITH,
Mopajy JieueHne ¢ TUypeTulin (00e3BOAHSBAIIN JIEKAPCTBA), AUETa C HUCKO ChAbpPKAaHUE Ha
COJI, TUapUs, TIOBPBIIAHE HIH XeMO(UITPAIIUs.

0B0peuHo 3a0omnsBaHe WK OBOPEYEH TPaHCIUTAHTAT

CTEHO3a Ha peHaJIHaTa apTepHs (CTeCHsIBaHE Ha KPhbBOHOCHUTE CHJIOBE HA SAMHUS WM HA J[BaTa
OBOpeka)

4epHOIPOOHO 3a00MsIBaHE

ChpJeYHHU pobIeMH

nrader

nojarpa

MIOBUILICHN HUBA Ha IJJOCTEPOH (3abpKaHe Ha BOJIA U COJIM B TSIIOTO, IPUAPYKEHO OT
nucOanaHc Ha pa3IMuyHU MUHEpald B KPHBTA)

CHCTEMEH JIynyc eputemarozec (Hapuuas omie “nynyc” uin “CJIE”), 3a6omsBaHe pu KOETO
coOCTBeHaTa MIMyHHA CHCTEMa aTaKyBa OpraHu3Ma

aKTHBHATA ChCTaBKa XUAPOXJIOPOTHUA3HI MOXKE JIa IPHYMHHE HeoOMUaifHa peakiysi, BOIEIIa JI0
HaMalleHo 3peHue U 0ojKa B 0koTo. ToBa MOXe Jja ca CHMIITOMH Ha HAaTPyIBaHe HA TEYHOCT B
CBJOBHS CJION Ha OKOTO (XOPOMIAJIECH U3JIHMB) WIN TIOBHIIABAaHE HA BETPEOYHOTO HAJAaraHe u
MOJKE J[a C€ CTyYH B PAMKHTE Ha 4acOBE 10 CEJIMHIIM OT HAYaJI0TO Ha mpuema Ha PritorPlus.
ToBa Moxe /1a 10Bezie 10 TPaHO yBpeXk/IaHe Ha 3pEHUETO, aKO He Ce JIEKYBa.

aKo CTe UMM paK Ha KoXKaTa WM ako pa3BUeTe HeouaKkBaHa KOXKHA JIe3Us 110 BpeMe Ha
Je4eHneTo. JIeueHneTo ¢ XuapoxJIopoTHa3u 1, 0COOCHO MPOIBIDKUTENHATA YIIOTpeOa Ha BUCOKH
71031, MO>KE J1a TIOBUIIIK PUCKa OT HAKOW BHJIOBE PaK Ha KOXKAaTa M YCTHHUTE (HEMEIaHOMEH paK
Ha KOXara). 3aluTeTe KoXKaTa CH OT U3JIaraHe Ha CI'bHIIE M YITPABHOJICTOBUTE JIBYH, JOKATO
npuemarte PritorPlus.

T'oBopeTte ¢ Bamus jekap, npeau aa npuemere PritorPlus:

aKo IpHeMare HJIKOe OT CICTHHUTE JIEKapCTBa, U3IMOJI3BaHHM 32 JIEYeHUE HA BUCOKO KPHBHO
HaJTaHe:

- ACE nnxuburop (HanpuMep eHaJlalpul, TU3UHOIPHII, PAMHIIPHI), OCOOCHO aKO UMaTe
0BOpevHn npobIIeMu, CBbP3aHHU C TuabeTa.

- QIUCKUPEH

Bamusr siekap Moxe MepuoJuyHO Aa npoBepsiBa Ob0peunaTa Bu ¢yHKIuMs, KpbBHOTO HANIATaHE
Y KOJIMYECTBOTO Ha €JIEKTPOJIMTUTE (HaMp. Kanii) B KpbBTa Bu. Bikre chio nHpopmanmsTa
o3arnaBeHa “ He mpuemaiite PritorPlus”

aKoO IMpuemMare JUrokKCHH.

aKo CTe MMaJIH MPOOJIEMH C TUIITAHETO WIH OenuTe NpoOoBe (BKIIOUYNTEITHO BB3MAJICHUE WITH
TEYHOCT B OesuTe ApoOoBe) ciaell MpHeM Ha XHAPOXJIOPOTHA3U B MUHAIOTO. AKO MOJTYYHTE
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TEKBK 3ayX WU 3aTPYAHEHO AnIIane cies npremM Ha PritorPlus, Hesabasao moTspcete
MEIUIUHCKA TIOMOIII.

I'oBoperte ¢ Bamus nekap, ako moay4yute KopeMHa 00JIka, TajicHe, TOBPBIIAHE WU JUAPHsI CIIC]T
npreM Ha PritorPlus. Bammsr ekap 1ie B3eMe peleHune 3a mo-HaTaThIIHO JeucHue. He crmpaiite na
npremare JekapctBoro PritorPlus camocrostenso.

Tps0Ba Ha KaxkeTe Ha Baims Iekap, ako cMsaTaTe, ue cTe OpeMeHHa (I MOXe Ja 3a0peMeHeeTe).
PritorPlus me ce mpenopbs4Ba B paHHa OpEMEHHOCT M He TpsAOBa Ja ce IMPHeEMA CIIe TPETHS MECEI] OT
OpeMeHHOCTTa, ThH KaTo MOKE CEpHO3HO J1a yBpeau Bamiero aere, ako ce M3M0I3Ba B TO3U IEPHOA
(BmxTe pazmen bpeMeHHOCT).

JledeHueTo ¢ XUAPOXIOPOTHAZUI MOXKE J1a JOBEJIE JI0 SICKTPOJIMTEH nucOananc Ha Bamms
Oprau3bM. THMHYHUTE CUMIITOME Ha BOIHO-EJIEKTPOIUTEH qucOaIaHc BKIIFOYBAT CyXOTa B yCTaTa,
ciabocT, JieTaprusi, ChHINBOCT, O€3MOKOHCTBO, MYCKYIIHHA OOJIKH FUTH KPaMITH, rajieHe (TIOBIUTaHe),
MOBPBIIIaHE, MYCKYJIHA YMOpa U chpueduene (mosede ot 100 ymapa B MunyTa). TpsaodBa ga cro0muTe
Ha Bamus nekap, ako MoyyBCTBATE HIKOW OT TE3H CUMIITOMM.

Tpsi0Ba na kaxxere Ha Bamms nekap U ako YCTaHOBHTE MOBHILEHA YyBCTBUTEIHOCT HA KOXKATa CH MPU
U3JIaraHe Ha CII'bHIIE, ChC CHMIITOMH Ha CI'bHYEBO M3rapsHe (TaKhBa KaTo 3a4epBsBaHE, ChpOEeK, OTOK,
00pHB), KOUTO Ce MOSBSIBAT ITO-UYECTO OT OOMKHOBEHO.

B ciryuaii Ha onepanus wiin anectesus, TpsOBa 1a cho0ImuTe Ha Bamms jgekap, ye npuemare
PritorPlus.

PritorPlus moske 1a 6b/1e mo-Maako eeKTHBEH MpH MOHMKABaHE HA KPHBHOTO HAJISITAHE TIPU
YEPHOKOXKH TTaI[HEeHTH.

Jeua v roHOImIM
He ce nmpenoppuBa ymorpedara ua PritorPlus mpu mera u roromu 1o 18 rogunm.

Jpyru gekapcrBa u PritorPlus

TpsioBa a kaxxere Ha Bamms nekap win papManeBT, ako preMaTe, HaCKOpO CTE MPUEMAITH HITH €
BB3MOXKHO JIa IpUeMare APYrH jiekapcTBa. Moxe Jja ce Haloxu Bamust nekap /1a mpoOMeHH 103arta Ha
JPYTH JIEKapCTBa HJIH Jia B3eMe JIPYTH Mpena3Hu Mepku. B Hskou ciyuan Moxe J1a € HeoOXO 1Mo Ja
CIIpeTe M3MOJI3BaHETO Ha HIKOE OT JiekapcTBara. ToBa ce 0THACs 0COOCHO 3a JIeKapCTBaTa, MOCOUYCHU
H0-7I0JTy, KOTaTo Ce M3M0JI3BaT eJHOBPeMeHHO ¢ PritorPlus:

- JIEKapCTBa, ChAbPIKAIIW JTUTUH, N3MOI3BAHU 32 JICYCHUE HA HAKOU THUTIOBE JIETPECHs

- JIEKapCTBa, CBbP3aHM C HUCKO HUBO HA KaIUH B KPBbBTA (XUIIOKAINEMHUS), HAIPUMED IPYTU
Jquyperuln (00e3BOAHSBAIIN JIEKAPCTBA), CIA0UTENTHH (HAlpUMEpP PUIIMHOBO Maciio),
KopTukKocTepouu (Harpumep npeaan3on), AKTX (xopMoH), aMpoTepuIiH (TPOTHBOTEOUIHO
JIEKapCTBO), KAPOSHOKCOJIOH (M3MOJI3BaH 3a JICUCHUE Ha SI3BH B ycTaTa), eHUUWInH G HaTpui
(aHTHOMOTHK), CANIMIMIIOBA KUCEITMHA 1 HEHUTE TPOU3BOTHH

- HOJTHO KOHTPACTHO BEUIECTBO, M3IOJI3BAHO BHB BPBh3Ka C 00pa3HO U3cieIBaHe

- JIeKapCTBa, KOUTO MOTAT Jia TIOBUINIAT HUBOTO HA KaJIUi B KPHBTA, KATO KaIHH-ChXPaHSBaIIH
JUYPETHULIH, KAJIMEBH JOOABKH, KAINH-ChABPXKaLM conesu 3amecturenu, ACE uaxuburopw,
[IUKJIOCTIOPWH (JIEKapCTBO 3a TIOTHCKAHE HA UMYHHUTETA) ¥ JPYTH JIEKAPCTBEHU MPOAYKTH, KaTO
XemapuH HaTpHUi (AHTHKOATYJIaHT).

- JIeKapCTBa, KOUTO CE BIMSIAT OT MPOMEHM B HUBATa Ha KaJluil B KPbBTA, KaTO JIEKapCTBa 3a
CBpLETO (HampuMep, IUTOKCHH) WITH JIEKapCTBa 32 KOHTPOJIUPAHE Ha ChPACUHHS PUTHM
(HanpuMep, XMHUINH, AU30ITUPaMUJI, aMHOIAPOH, COTAJION), JIKAPCTBA, U3IOJI3BAHH TIPH
NICUXUYHH Pa3CTPONCTBA (HAapUMep, THOPHIA3UH, XJIOPIIPOMa3HH, JIEBOMEIIPOMAa3HH) U APYTH
JIeKapCTBa, KaTO HAKOM aHTHOMOTUIM (HanpuMmep, crap(IoKCalyH, IEHTAMUANH) WINA HAKOU
JIeKapcTBa 3a JICUCHNE Ha aJIEPTHYHN Peakuy (HanpuMep, TepheHaanH)

- JICKapCTBa 3a JICUCHUE Ha AuabeT (MHCYJIMHU WIH NIEPOPAIHH JeKapCTBa, KaTo MET(HOPMHH)

- XOJIECTUPAaMHH M KOJIECTHIION, JIEKapCTBa 3a MOHMKaBaHEe Ha HUBATA HA JIUITUIUTE B KPBBTa
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- JIeKapCcTBa 3a IOBUIIABaHE HAa KPBBHOTO HAJISIraHe, KaTo HOpaJApeHaIuH

- JIEKapCTBa 3a OTILyCKaHEe Ha MyCKYJINTE, KaTO TYOOKypapuH

- KaJIIueBU 100aBKU W/WiIK 100aBKU ¢ BUTAMHUH D

- AHTHUXOJIMHEPTHYHH JIeKapcTBa (JIeKapcTBa, M3MOJI3BAHH 32 JIeUeHHE Ha Pa3IMiuHU HAPYILICHHS,
KaTO CTOMAIIHO-YPEBHHU KPaMIIH, CIIa3MU HAa MUKOYHUS MEXYp, aCTMa, MOpCKa 0oJecT,
MYCKYJIHU clia3Mu, 6osiecTTa Ha IlapkuHCOH 1 3a moArioMaraHe Ha aHEeCTE3HATa), KaTo
aTpOMNUH U OUIepuAeH

- aMaHTUAMH (JEKapcTBO, KOETO C€ M3II0JI3BA 3a JieueHHe Ha OojecTTa Ha [lapKMHCOH, KakTo U
3a JIeYeHre WK PO HIaKTHKA Ha HAKOH 3200 sIBaHUS, IPUIMHSABAHU OT BUPYCH)

- JpYyTH JIEKapCTBa, U3MOI3BaHHU 32 JICYEHUE Ha BUCOKO KPBBHO HaJsiTaHe, KOPTUKOCTEPOUIH,
00e300J1sIBaIIIy JieKapcTBa (KaTo HECTEPOUIHHU MpoTHBOBB3ManuTennu cpeacrsa [HCIIBC]),
JIeKapCTBa 3a JICYEHUE Ha paK, [oJarpa Wi apTpuT

- ako npuemare ACE nHXUOUTOpP WK alMCKUpeH (BIKTE ChIo MHPOpManusTa o3ariasena “ He
npuemaiite PritorPlus” u “Ilpenynpexnenus u npeanasHu MepKu’).

- JUTOKCHH

PritorPlus mosxe a yBenuun edekra Ha MOHMKaBaHe HAa KPHBHOTO HAJISTaHe Ha APYTH JICKapCTRa,
M3II0JI3BAHH 32 JICYCHUE Ha BUCOKO KPHBHO HAJITAHE WIHM Ha JIEKapCTBa C MOTSHIMAN 32 IIOHM)KABaHEe
Ha KpbBHOTO Haysirane (Hamp. 6akiodeH, amudoctrr). OcBeH ToBa, eheKTHT HA TOHWKABAHE HA
KPBBHOTO HaIATaHE MOXKE JIa CE YCHJIHM IPU YIOTpedaTa Ha allkoxoi, 0apOuTypaT, HApKOTHYHH
BEIIECTBA WIIM aHTUICTIpecanTi. Bue Moxke 1a yceTuTe ToBa KaTo 3aMaiiBaHe MpH U3IPaBsHE.
IlocwkBetBaiiTe ce ¢ Bamms nekap, ako € HE00X0IUMO J]a ce KOPHUTHpa J103aTa Ha APYTOTO JIEKAPCTBO
nokaro, mpuemare PritorPlus.

Edexrobr Ha PritorPlus moske na 6n1e Hamasen, korato ce npwiara ¢ HCIIBC (aectepouanu
HPOTHBOBB3MAIUTEIIHNA CPEICTBA KATO aCIUPUH WM HOYTIpodeH).

PritorPlus ¢ xpana u ankoxoJ

Moxere na npuemate PritorPlus cbc nm 6e3 xpana.

N30srBaiiTe 1a KOHCYyMUpATe aJKOXOJ JOKATO HE ce KOHCYJITUpaTe ¢ Bamus nekap. AJKOXOIBT MOXKeE
Jia IOHWKH KPbBHOTO B HamnsiraHe /Wiy J1a MOBUILY PHCKA Ja IOYYBCTBATE 3aMaliBaHe WIIN
pUMasIBaHe.

BpeMenHOCT M KbpMeEHe

bpemeHHOCT

TpsiOBa a kaxxere Ha Barms nekap, ako cMsTaTe, 4e cTe OpeMeHHa (UM MOXe Jia 3a0peMeHeeTe).
OobukHOBeHO, BanmsiT nexap me Bu nmochBeTBa ja npeycranoBute npuema Ha PritorPlus npenu na
3a0peMeHeeTe WK BeJlHara oM pasdepere, ye cte OpeMeHHa u 11ie Bu nochBeTBa j1a mpuemare
Ipyro jexapcTBo, BMecTo PritorPlus. PritorPlus He ce mpenopbuBa no Bpeme Ha OpEMEHHOCT U He
TpsiOBa J1a ce mprueMa, ako cTe OpeMeHHa ciie/l TPETHS Mecell, Thii KaTo MOXKe CEPHO3HO Jla YBpeIn
Bamrero nere, ako ce M3M0JI3Ba CIie/ TPETHS Mecell OT OPEeMEHHOCTTA.

Kspmene
TpsiOBa na kaxere Ha Bamms nekap, ako KbpMHUTE HITH UMaTe HaMepeHue Jia Kbpmute. PritorPlus He

ce IIPenopbyUBa Ha MAaKH, KOUTO KbPMAT U Bamusrt nexkap Moxe na Bu Ha3Hauu Apyro JIeyeHue, ako
HCKATe Ja KbPMHUTE.

Ilodupane u padoTa ¢ MAIIMHHA

Hsikon xopa ce 4yBCTBaT 3aMasiH{, U3MUTBAT CJIA0OCT WK YCelllaHe CSKalll BCHYKO HA0KOIIO C€ BhPTH,
korato npuemart PritorPlus. Ako monyunTe HIKO# OT Te3u eeKTH, He mopupanTe U He padoTeTe ¢
MaIlVHH.

PritorPlus cbabpika HaTpuid
ToBa jekapcTBO ChABPIKA MO-MaKo 0T 1 mmol Hatpuii (23 mg) Ha TabneTkKa, T.e. MOXKE Jia Ce Kaxe,
Yye IPAKTUYECKU HE ChIbPKa HATPUil.

PritorPlus ecoabpska Mitedna 3axap (Jiakro3a)
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Axo Bamust nekap Bu e kazal, ye uMate HEOHOCUMOCT KbM HAKOM 3aXapH, CBbPIKETE CE C HETO,
MIpeIn 1a IpUEMETE TOBA JIEKapCTBO.

PritorPlus chabp:xa copouTo

Tosa nexapcTBo chabpka 338 mg copOuTON BHB Beska TabneTka. COpOUTONBT € M3TOYHHK Ha
¢dpykroza. Ako Bammsr nekap Bu e ka3an, 4ye nMaTe HSTOHOCUMOCT KbM HSKOU 3aXapH Wik Bu ¢
MOCTaBEHA JIMarHO3a HACJICACTBeHA HEMOHOCUMOCT KbM ()PYKTO3a, PAIAKO TCHETUYHO 3a00IIsIBaHe, IPU
KOETO XOpara He MOTarT Jia pa3rpaxiar ppyKTo3aTa, ToBopere ¢ Bamms ekap, npeau ia npueMere
i 1a Bu ObJie MpUII0KEHO TOBA JIEKAPCTBO.

3. Kak na npuemare PritorPlus

Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e kazan Bamust nekap. AKO HE CT€ CUTYpHHU B
HeIo, monuTaiTe Bamms nekap wim papmaneBT.

[IpenopbunTenHara q03a € eHa TabJIeTKa JHEBHO.

Omnwuraiite ce ma mpuemarte TabJeTKa 1Mo eTHO U CHI0 BpeMe Beeku JeH. Moke a mpruemate
PritorPlus ¢ unm 6e3 xpana. TabmeTkuTe TpsOBa [1a Ce MOTITBIIAT LENH C MAJIKO BOJa HITH IpyTa
Oe3anmkoxoiHa HanuTKa. BaxHo e xa npuemare PritorPlus Bcexu neH, nokato Bammus nexap He Bu
IIOCBHBETBA APYTO.

Axko Bammst uepen apo6 He QpyHKIMOHHMpPa MPaBUIIHO, O0MYaiiHaTa 71032 TeIMHcapTaH He TpsaOBa na
Hazasumasa 40 Mg mg BeAHBK JAHEBHO.

AKO cTe mpueu MoBeYe 0T HeoOxoauMaTa 103a PritorPlus

AKO cy4aiiHO IpueMeTe TBBPJE MHOTO Ta0JIETKH, MOXKeE Jia U3MUTATE HAKOM CUMIITOMH, KaTo
HOHIKEHO KPBBHO HAIISTaHE M YCKOPEH ChpedeH puThM. ChoOIIaBat ce ChIIo 1 3a0aBeH ChpedeH
PUTBM, 3aMasHOCT, MIOBPHIIaHe, HaMalleHa ObOpedHa (PYHKIHS, BKIIOYUTEITHO ObOpeuHa
HEIOCTATHYHOCT. XHUPOXJIOPTHA3H, KATO KOMIIOHEHT MOJKE J1a JIOBEJIE IO 3HAYMMO TIOHIDKaBaHe
KaKTO Ha KPHBHOTO HaJsiraHe, Taka U JI0 MOHWKaBaHEe HUBATA HA KWK B KPHBTA, KOUTO MOTaT Jia
OBbJaT MpUYMHA 32 raJieHe, CbHINBOCT U MYCKYJTHH CIIa3MH W/HJIH HEPEIOBEH ChPJCUCH PUTHM,
CBBP3aH ChC CHITBTCTBAIIATA YIOTpeOa Ha JeKapcTBa KaTo IUTUTAIUC, WK ONpeIe]IeHH aHTUPUTHMHH
nekapctBa. CBbpiKeTe ce He3abaBHO ¢ Baius nekap, GpapMaieBT uiu ¢ Hali-OIM3KUs IICHTHP 3a
CIICIIIHA ITOMOIII.

AKo cTe mponycHaau a1a npueMete PritorPlus

AKoO cTe mpoITycHalU J1a IpUEMETe e/1Ha J103a, He ce Oe3mnokoiite. Bzemere no3ara BegHara miom ce
CETUTE U CJIe/l TOBA MPOIBIDKETE MprUeMa 1o o0uyaiinus HauuH. AKo He mpuemere Bamara TaGnerka
CBIMUA JICH, B3eMeTe oOnyaliHaTa J103a Ha clieJiBalus AeH. He B3emaliTe JBOWMHA /1034, 32 Aa
KOMIIEHCHpATe MPOITyCHATUTE WHANBHIyaTHHU JI03H.

AKO UMate HAKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, ITOMUTANTE
Barmus jiekap win GpapMaresT.
4. Bb3MOKHHN HeKeTaHU peakuu

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a NTPECAU3BHUKA HCIKCIAaHU PCAKIIUH, BBIIPECKU Y€ HC
BCCKM T'l ITIOJTy4aBa.

Hsakon He:KelaHU peaKIuH MOKe /1a €A CEPUO3HHN M M3HCKBAT BHUMAHHUETO HA JeKap.

HezabaBHo yBenomeTe Bamus siekap, ako npu Bac ce mosiBi HAKOH OT CJIETHUTE CUMIITOMHU:

Cericuc* (4ecTo HapuyaH “OTpaBsHE Ha KPbBTA” € TEKKA HHPEKIUS C Bb3MAIUTEIICH MPOIIEC B ISUIOTO
TAJI0), OBP30 MOAyBaHE Ha KOXKATa M JIMTaBUIlaTa (AHTHOSACM, BKITFOUHTEITHO ¢ (haTajieH U3X0.)

o6pa3yBaHe Ha MCXYpHU U Ocnene Ha MOBBPXHOCTHU A CIIOM Ha KOXKaTa (TOKCI/I‘lHa cruacpMaiHa
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HEKPOJIN3a); Te3W HEeXeJTaH! peakiun ca peaku (Morar fa 3acertar 10 1 Ha 1 000 mymm), uinm MHOTO
penku (TOKCHYHA enuaepMaiHa HeKposin3a; Morart ja 3acerrar 1o 1 xa 10 000 myim), HO MHOTO
cepro3nu. [larmenTuTe TpsiOBa a MPEYCTaHOBAT MPUEMa Ha JICKAPCTBOTO M He3a0aBHO J1a ce
KOHCYJITHpAT C Jiekap. AKO He ce JIeKyBaT, Te3H Peakini Moxe a Obaat datamau. [ToBuireHa
4eCTOTa Ha CETCHC ce HabJr01aBa caMo NPH TEIMHUCApTaH, HO BCE TaK HE MOXeE J1a Ob/Ie U3KITI0YeHA
upu PritorPlus

Bb3mo:KHN HexkenaHu peakuuu Ha PritorPlus

YecTn HexkesNaHW peakuuy (Morar aa 3acersat 10 1 Ha 10 xymm):
3amaiiBaHe.

Heuectn Hexesianu peakuuu (Morar jaa 3acersat 10 1 Ha 100 xyuu)

[ToHmkeHU HUBA HA KW B KPBBTa, TPEBOXKHOCT, MIPHUMAABK (CHHKOI), ycelIaHe 3a MpaBydKaHe U
W3TPBIIBaHE HAa KpaHUIKUTE (ApecTe3nsl), CBETOBBPTEXK (BEPTUT0), YCKOPEH ITyJIC (TaxXUKapaus),
HapymeHus Ha CbpACYHUA PUTHM, HUCKO KPBBHO HAJIATaHE, BHC3AITHO IMOHMXKaBaHE Ha KPbBHOTO
HaJsSTaHe TPU U3MpaBsHe, 3aAyX (AUCITHES ), AMAPHs, CyX0Ta B ycTaTa, ra3oBe, 00jiKa B I'bp0a,
MYCKYJTHH CIIa3MH , MyCKyJTHa O0JIKa, epeKTHIHA TUCPYHKIHS (HECTIOCOOHOCT 3a MOTyYaBaHe WA
3ama3BaHe Ha epeKLHs), 00JIKa B IPbIHMS KOIL, IIOBUILICHO HUBO HA IMKOYHA KHCEINHA B KPBBTA.

Penxn Hexkenanu peakuun (Morat ja 3acerdat 1o 1 a 1 000 xymm)

Brananenue Ha 6enust qpo6 (OpOHXUT), BB3MAIECHO T'bPII0, Bh3MAIEHH CHHYCH, TOBUIIICHO HIUBO Ha
MUKOYHA KHCEMHA, HUICKO HUBO Ha HATPUil, YyBCTBO 3a Thra (Iempecusi), TPyIHO 3acCIIMBaHEe
(6e3cpHME), HAPYLICHUE HA CHHS, 3pUTEIHN CMYILEHHS, 3aMbIJICHO BIKAAHE, 3aTPyIHEHO IUILIAHE,
KopeMHa 00JIKa, 3areK, o JyBaHe Ha Kopema (IUCIIETICH ), Ta/ieHe (TOBphIaHe), Bh3MalIeHne Ha
cTomaxa (racTpuT), HapylICHUs Ha YepHOApoOHaTa GYHKIMS (IIPU MALMEHTH OT AIMTOHCKU TPOU3XO]]
CBILECTBYBA MO-TOJISIMA BEPOSTHOCT 32 Pa3BUTHE HA TA3W HEXellaHa Peakius), 3auepBsiBaHe Ha
KoXKaTa (epuTeM), aIepTUYHH PEAKIMU KaTo ChbpOekK Ui 00pHB, TTOBUIIIEHO OTOOTACISIHE, KOTIPHBHA
Tpecka (ypTukapus), 0oyka B ctaBuTe (apTpairus) U 0oika B KpaitHunuTe (00JKa B Kpaka), MyCKYJITHH
KpaMmIli, aKTUBUPAHE WM BIIOIIABaHE HA CUCTEMEH JIYIIyC epuTemMaroec (3abosBaHe, Ipu KOETO
coOCTBEHHAaTa UIMyHHATa CUCTEMa aTaKyBa OpraHu3Ma, KOeTO NPUYMHsBA O0JIKa B CTABUTE, KOXKEH
00pHB ¥ TpeckKa), TPUIOINOI00HO 3a001BaHe, 00JIKa, TIOBUIIICHO HUBO HA KPEATHHHH, YePHOIPOOHU
€H3UMH WK KpeaTrH GochOKHHA32A B KPHBTA.

Hexxenanu peakuy AOKIaBaHU 32 BCEKU OTAEJICH KOMIIOHEHT, MOXeE Jla Ca MOTEHIMAIHN HeXKelaHH!
peaxuuu 3a PritorPlus, nopu 1 1a He ca HaOMIOAaBaHU 10 BpeMe Ha KJIMHUYHUTE MPOYYBAHUS 3a TO3H
MPOAYKT.

Teamucapran
CHGJIHI/ITC JOIIBJIHUTCIIHU HEXKCIIaHU peaKHI/II/I Cce CT)O6IIIaBaT HpI/I IMaIucHTH, HpI/IeMaHII/I caMo

TCJIIMUCAPTAH:

Heuectn Hexesnann peakuuu (Morat aa 3acernat 10 1 Ha 100 xymm)

Wudexnyst Ha TOpHATE TUXATETHH MTBTUINA (HATPUMED BB3MAIIEHO T'hPJI0, Bh3MAICHH CHHYCH,
npocTtyna), UHPEKIWU Ha MTUKOYHUTE IBTUINA, HHOEKIHS Ha TMKOYHUS MEXyp, HamalleH Opoil Ha
YepBEeHHUTE KPbBHU KIIETKH (aHEMHUsI), TOBHUILEH HUBA Ha KaJuii, 3a0aBeH myJsc (Opagukapaus),
Kanuuia, 0b0peyHo yBpexiaHe, BKIIOUMTEIIHO OcTpa ObOpevyHa HeJOCTaThbuHOCT, CIa00CT.

Penxu Hexkenanu peakiuu_(Morat aa 3acertat a0 1 ma 1 000 gymnu)

HamanenOpoii Ha TpomOonuTiTE (TPOMOOIIMTONICHHS), YBETUYEH Opoii Ha onpeaeneHu O0en KpbBHU
KJIETKHU (€03MHO(DHITHNS), CEpHO3HH aJIEPTUYHN PEaKINHU (HAIPHIMep CBPbXUyBCTBUTEITHOCT,
aHaMIIaKTUYHA peaKIysl), TOHMKEHN HUBAa Ha KPbBHA 3axap (IpH NalMeHTH ¢ 1uabeT), ChHINBOCT,
pascTpoeH cToMax, ex3ema (KOKHO HapylIeHHe), IeKapCTBEH 00pUB, TOKCHYEH KO>KEH 00pHB, OONKa B
CYXOXKUITHSATA (TCHANHHUT-TIOJOOHU CUMIITOMH), TOHIKEH XEMOTJIOOMH (KPBBEH MTPOTEHH).

MHoro peaku He:keJanu peakuuu (Morar aa 3acernar 10 1 ma 10 000 xyuu)

IIporpecuBHO cpacTBaHe Ha OenoapoOHaTa ThKaH (MHTEPCTHIIMAIHA OeToapoOHa Goect)™**,
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C HeH3BECTHA Y€CTOTA
WuTecTrHANCH aHTHOEIEM: TIO{yBaHEe Ha UepBaTta, MPOSIBABAIIO CE ChC CUMIITOMH KaTO KOPEMHA
0oka, rajicHe, MOBPBIAHE U AUAPHS, CE ChOOIaBa ciie ynorpedaTa Ha CXOIHU IMPOIYKTH.

*CpOUTHETO MOXKE J1a € CIYUaiHO WIIH /1a € CBBP3aHO C HETIO3HAT 10 MOMEHTA MEXaHHU3bM.

**Crmydau Ha IPOTPECUBHO CpacTBaHe Ha OemoIpoOHaTa ThKaH ca ChOOIaBaHy 1Mo BpeMe Ha MpHeM
Ha TenMucapTad. Obade, HE € U3BECTHO Jallil IPHYMHATA € TeJIMUCApPTAaH.

XHIPOoXJI0pOTHAZHJL
CremauTe HEXXEIIAaH! PEAKITUHN ce ChOOIABaT MPH HAITUCHTH MIPHUEMAIITH CaMO XHAPOXJIOPOTHABHL;

MHoro 4ecTH HesKeJJaHH peaknuu (Morat aa 3acerHat Haj 1 Ha 10 qymm)
IloBumienu HUBA Ha JIUMIUAM B KPBBTA.

YecTH HexxkeJIaHU peakuuu (Moratr aa 3acerdHar a0 1 Ha 10 gymm)
[ToBpbmane (TajgeHe), HUCKH HUBA HA MarHe3uil B KPbBTA, MOHMKCH aleTHUT.

HeuecTn He:kenanu peakuum (Morat aa 3acerHat A0 1 na 100 gymm)
Octpa 66p0peyHa HEJOCTATHYHOCT.

Penxu Hexenanu peakuum (Morat aa 3acersat 10 1 ma 1 000 xymm)

Hucwk 6poii TpoMOOIIHTH (TPOMOOLIMTOTICHHS ), KOETO BOJU /IO TIOBHILEH PUCK OT KbPBEHE WIIN
HAThpPTBaHMs (MAJIKU JINJIABO-YEPBEHH METHA MO KOXKATa WM IPYTH ThKaHH, BCICACTBHE Ha KbPBEHE),
BHCOKH HHBAa Ha KaJIIU{ B KPBBTA, BUCOKM HHMBA HA KPbBHATA 3axap, I11aBo0ore, KopeMeH
JTHCKOM(OPT, TOXKBITABAHE HA KOXKAaTa WM 04uTe (KBJITCHUIIA), M3JIUIIBK HA )KITHYEH COK B KPBHBTA
(xonecraza), peakuus Ha OTOUYBCTBUTEIHOCT, HEKOHTPOJIIMPAHU HUBA Ha TIFOK03a TIPH MALUSHTH C
JIMarHo3a 3axapeH auader, 3axapy B ypuHara (TITFOKO3ypHs).

MHoro peakn HexkeJlaHu peakiuu (Morat aa 3acernat 10 1 ma 10 000 xymm)

AOGHOpMEH pasraj] Ha YePBEHUTE KPBbBHHU KJICTKU (XEMOJUTHYHA aHEMUS), HECIOCOOHOCT 32
HOpPMaJIHO (PYHKIIMOHUPAHE HA KOCTHUS MO3bK, HaMaJIeH Opoii Ol KPbBHU KJICTKH (JICBKOTICHUS,
arpaHyJIoNUTO3a), CEPUO3HU ATICPTHYHH PEaKIUK (HaIp. CBPBXYYBCTBUTEIHOCT), oBUIIeHO pH
MopaJii HUCKU HYBA Ha XJIOP B KPBBTa (HAPYIICH AIKATHO-KUCEIMHEH OallaHC, XUMOXJIOPEMUYHA
ajKao3a), OCThp PECIUPaTOpPEH AUCTpec (TPU3HAIMTE BKIIOYBAT TEXKBK 3a1yX, IOBUIIICHA
TeMIieparypa, c1adocT U 00bPKAHOCT), Bh3MAJICHUE Ha TTaHKPeaca, CUHIPOM, I0I00€H Ha JIyIyC
(checTOsTHME, HAMOO0BAIIO 3200JISIBaHE, HAPEUYEHO CUCTEMEH JIYITYC EPUTEMATO/IEC, TIPH KOETO
coOcTBeHaTa UMyHHA CHCTEMA aTaKyBa OpPraHu3Ma), Bh3MaJeHHE Ha KPhbBOHOCHUTE CHIOBE
(HEeKpoTH3UpAIll BACKYJIUT).

C Hen3BecTHA 4ecTOTA (OT HATMYHUTE JAHHH He MOKe /1a ObJle HAPABeHA OIleHKA Ha
4ecToTaTa)

Bb3nanenue Ha CAIOHUSHNTE KJIE3H, paK Ha KOXKaTa M yCTHUTE (HEMEJIAHOMEH PaK Ha KoXara),
JeQUIUT Ha KPBBHU KIIETKH (aIIacTHYHA aHEeMHsT), HaMaJIeHO 3peHHe U 00JIKa B OKOTO (Bb3MOXKHHU
NIPU3HAIM HAa HATPYTMBaHE HA TEYHOCT B ChJOBUS CIIOH Ha OKOTO (XOPOHJIAJICH U3JIMB), WITH OCTPa
3aKpUTOBI'BITHA TTIAYKOMa), HApYIIeHHS Ha KOXKaTa KaTo Bh3NaJleHH KPhbBOHOCHHU ChJIOBE B KOXKATa,
MOBHUIIIEHA YyBCTBUTEIHOCT KbM CTbHYEBA CBETJIMHA, O0OPUB, 3aUuepBABaHE Ha KoXKaTa, 0Opa3yBaHe Ha
MEXYpH 110 YCTHUTE, OUUTE WM B YCTaTa, OelieHe Ha KoXKaTa, Tpecka (BEpPOsITHU MPHU3HALM Ha epUTEMa
mynTtudopme), cnaboct, ObOPEUHO YBPEKIAHE.

B H30JIMPpAaHU ClIydau Ce Ha6J'IIOZ[aBaT HHWCKH HHBa Ha HanI/Iﬁ, MNPpUAPYKCHU OT CUMIITOMH, CBBP3aHU C
MO3BbKa WJIN HEPBUTC (razleHe, IIporpeCruBHa AC30pUCHTAMA, JIMIICA HAa UHTECPEC UIIU eHepmﬂ).

Cpo01aBaHe HA He:KeJIAHU peaKIun
AKO TIOJTyYuTe HAKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIINH, yBeoMeTe Barmust nexap niu hapmarieBT.
Tora BKITIOUBa BCHUKH BH3MOKHHM HEOITMCAHH B Ta3H JINCTOBKA HEXKETaHU peakiuu. MoKeTe ChITo 1a
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CHOOIINTE HEKEIIAHU PEAKIINK JUPEKTHO Ype3 HAIMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, I0COYeHa B
Ipunoxenue V. Kato chobiaBate HeKEIaHN PEAKIMH, MOXKETE JIa JaJieTe CBOSI IPHHOC 32
HoJTy9YaBaHe Ha MOBeYe HH(OPMAIHsi OTHOCHO OE30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate PritorPlus

I[a C€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a I€Ia.

He usnon3paiite TOBa JICKapCTBO CJIEI CPOKA HAa TOHOCT, OTOEA3aH BbPXY KapTOHEHATA OMaKOBKa
cien “T'omen 10:/EXP”. CpokbT Ha TOJHOCT OTIOBaps Ha MOCIEIHHS ACH OT MOCOUCHHS MECEIL.

ToBa JiekapcTBO HE U3HMCKBA CIECIIUAIHY TEMIIEPaTypHHU YCIOBUS Ha cbxpaHeHue. [la ce cbxpaHsBa B
OpUTHHATHATA OMAKOBKa, 3a J1a ce Mpe/nasy oT Biara. M3sagere Tabnerkara PritorPlus ot

3areyaTanus OMCTep HEMOCPEICTBEHO TIPEIH /1a 5 IPUEMETe.

[onsikora BBHIITHUS CJIOW Ha OKMCTEpa Ce OTACNSA OT BBTPEIIHUS CJIOH. B TakbB citydail He €
HEOOXOMMO J1a TIpeIpreMaTe HUKaKBH JIEHCTBHSL.

He u3xBbpisiiTe nekapcTBaTa B KaHAIU3aLUATA WIM B KOHTEHEPA 32 JOMAIIHU OTHAAbIH.
[Nonwuratite Bamms dapMalieBT Kak U3XBbPJIATE JCKapCTBaTa. KOUTO BeUYe HE U3M0J3BaTe. Te3u MepKu
1€ CIOMOTHAT 3a Ola3BaHE HAa OKOJHATA Cpeaa.

6. Cpabp:kaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHpopMauus

KakBo cbabpaka PritorPlus

o AKTUBHH BEIIECTBA: TEJIMUCAPTAH M XUAPOXJIOpOTHA3u. Besika Tabnerka chabppika 80 mg
TEJIMUCAPTAH U 25 MY XUIPOXIOPOTHAU.
o Jpyru cbCTaBKH: TaKT03a MOHOXHIPAT, MarHe3UeB CTeapaT, IapeBUYHO HUIIECTE, METJTyMHUH,

MUKPOKpHCTAITHA TIeITyJio3a, moBumoH K25, sxbar xeneszen okcun (E172), Harpues
XUJPOKCHI, HATPUEB HHUIIECTEH TuKoJaT (Tun A), copouton (E420).

Kaxk m3rie:kna PritorPlus u kakBo chbabp:ka onakoBKaTa

PritorPlus 80 mg/12,5 mg ca sxbaT0-0€11 MPOABITOBATH JBYCIIOWHH TaOJIETKH C TPAaBUPaH BBPXY TAX
xox HO.

PritorPlus ce npeara B 6mctepu, chabpikait 14, 28, 30, 56, 90 wiu 98 tabnetku win nephopupan
OJMcTep ¢ eMMHUYHU 103U, ¢ 28 X 1 Tabnerku.

He Bcuuku BUI0BE OMAKOBKHM MOT'AaT Jia ObJaT MMyCHATH Ha Ma3apa BbB BaiaTa crpaHa.

IIpuTexaTes Ha pa3pelIeHHETO 3a YNOTpeda
Bayer AG

51368 Leverkusen

I'epmanus

IIpoussoaure

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'epmanus
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3a JomBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa:

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

Baiiep bearapus EOO/J]
Ten. +359 (0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45-45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAAGdo

Bayer EAAég ABEE

TnA: +30210618 7500
Espafia

Quimica Farmacéutica Bayer S.L.
Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.0.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353-1-216-3300
island

Icepharma hf

Simi: +354 540 80 00
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited

TnA: + 357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 52 33 68 68
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungéria Kft.

Tel.: +36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal Lda

Tel: +351-21-416 42 00
Roméania

SC Bayer SRL

Tel.: +40 21 528 59 00
Slovenija

Bayer d. 0. o.

Tel.: +386-1-58 14 400
Slovenska republika
Bayer, spol. sr.0.

Tel: +421 25921 31 11
Suomi/Finland

Bayer Oy

Puh/Tel.: +358-20 785 21
Sverige

Bayer AB

Tel: +46-(0)8-580 223 00
United Kingdom (Northern Ireland)
Bayer AG

Tel: +44 (0) 118 206 3000

JlaTta Ha mocJieqHO Mpepa3rJjexaane Ha gucroBkata {MM/I'TTT?}

JApyru u3To4YHUIIM HA HHPOpPMAaIUA

TMoxpoOHa uHpopMaIlrs 3a TO3H JEKAPCTBEH MPOIYKT € MPe0CTaBeHa Ha yebcaiita Ha EBpomnelickaTa
areHIusl Mo JekapcTeaTa http://www.ema.europa.eu.
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