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1. ¥IME HA JEKAPCTBEHUA HPOAVKT LE//747 /7/“ JYE?

e Ne B2,

1

Tenmucapras/Xnapoxnopornasua Tepa 80 mg/12,5 mg Tabnerkn
Telmisartan/Hydrochlorothiazide Teva 80 mg/12,5 mg tablets ~

2. KAYECTBEH H KOTHMECTBEH CbCTAB

Bcska Tabnetka caaeprka 80 mg Tenmucapran (telmisartan) u 12,5 mg XMapoxiopoTHazng
(hydrochlorothiazide).

IoMOIIHH Bel{ecTBa ¢ H3BECTHO AeHCTBHE:
Bcaxa Tabnetxa cpabpxka 175,10 mg nakto3za MOHOXMAPAT H 56,74 mg copGuron (E420).

3a MENIHHA CHHCHK Ha ITOMOITHHTE BELUeCTBa BIKTE TO4UKa 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerka.

Yepseno u Oano ao noyrn G6sna, ¢ opma Ha karcyna gsycnoiina TabneTxa ¢ AeNUTENHA YEPTA BEPXY
OliBeTeHATA B UepBeHO cTpaHa (pasMep: npuda. 16,5 x 8,0 mm).

Jenyrenuara 4epra € caMoO 3a YNecHABaHe Ha CHYNIBAHETO C LeN NMOo-JIeCHO MOTTBILAHE, a He 33
pa3zenaHe Ha PABHU 034,

4. KIMHAYHU XAHHH
4.1 TepaneBTHYHH HOKa3AHBH
JleueHne Ha eceHIMaTHa XHTIEPTOHHA.

Tenmucapran/Xuapoxnoporuazua Tesa 80 mg/12,5 mg Tabmetkn, KOMOHHaIMA ¢ PHKCHPAHA /1034, €
MOKa3aH NpH BBL3PACTHH, YHETO KPBBHO HAJIATAHE He € I0CTATHYHO KOHTPOJIHPAHO NMPH NpHUiaraHe
CAMOCTOATETHO HA TEIMHCAPTAH.

42 Jo3mpoBKa W HAYHH HA NPAJIOKEHHE

Hoanponxa

Tenmucapran/XugpoxioporHasua Tesa TpsaGsa na ce MpHeMa OT NaLMEHTH, YHETO KPLBHO HATIATAHE
He € JOCTAThYHO KOHTPOIMPAHO NPH NPHNATAHE CAMOCTOATENHO Ha TeMUcapTaH. [IpenopLaHTeHo €
WHAWBHYAITHO TUTPHPAHE HA JO3aTa Ha BCEKH OT ABATA KOMIIOHSHTA MpejH Ja c¢ [peMHHe KEM
KoMOHHALMA ¢ puKcHpasa A03a. KOraTo e KiIMHHYHO YMECTHO, MOXKE [ Ce MPELIEHH AHPEKTHO
NpEMHHABAHE OT MOHOTEpAIma KbM (HKCHPAHA KOMOUHATIMA.

Teamucapran/Xuapoxnopornazua Tera 80 mg/12,5 mg TabneTky MOXKe Aa C& NPHIATAT €,
JHEBHO [PH NALHEHTH, YHETO KPbBHO HAJIATAHE HE € AOCTATHYHO KOHTPONUPAHO NPH 1P,
CaMOCTOATeTHO Ha TenMucapTad 80 mg,

DEM/BT23/001-002/B/020/G



BrOpeuHo yBpexnase

XKenatenHo e NepHOAMYHO a ce MOosATOpHpa GB0peunaTa dyHKIMS (BX. TouKa 4.4).

Yepraonpobuo yBpexaane

ITpyu nanmesTy ¢ JeKO A0 yMEPEHO 4epHOOPOOHO YBpekaaHe NO3HUpOBKATR He TpAOBa Ja HABHIIABA
TenMucapTan/xuapoxnoporrazng 40 me/12.5 mg eqHH BT JHEBHO,
Tenmucapran/Xunpoxnopornazua Teba He e NOKa3aH NMPH MALMEHTH C TEXKKO YePHOAPOSHO
yepexcaane. THasHAH Tpabaa a ce U3ITON3BAT BHUMATETHO TIpH NaMHeHTH ¢ YBpeeHa YepHOApoOHa
byukmma (BXx. Touka 4.4).

Crapyecka BB3pacT

He ce Hanara xopexups Ha 103aTa.
Heduampuyna nonynrayun

Besonacnoctra 1 edukacHocTTa Ha TenMucapran/Xuapoxnoporuasni Tepa Mpy Jena H I0HOMH Ha
BB3pacT noa 18 roauny He e ycranopeHa, JIMIICBAT AaHHH.

Hauun Ha npupoxense

Teamucapran/Xuapoxnopornaszua Tera TabneTxu ca npeHA3HAYMEHH 3a MIEPOPAJIHO NPUIOKEHHE
©IHH BT JAHERHO H TPAGBa Ja ce MPHEMAT ¢ TEYHOCT, Ch¢ HIH Oe3 xpaHa.

4.3 IIporaBonoxazanms

*  CBpBbXMYBCTBHTENHOCT KbM AKTHBHOTO BELIECTBO HIIH KbM HAKOE OT MOMOLIHHTE BEIECTBA,
wibpoeny B Touxa 6.1;

*  CBpBXMYBCTBHTENHOCT KBM APYTH BEILECTRA, IPOH3BOHU Ha cy/ldoHaMunuTe (Thi KaTo
XHAPOXNOPOTHAZHN € JIeKapCTBeH NPOLYKT, NONYYeH OT CYA(OoHaMHN);

*  BTOpH H TpeTH TpuMecTHp Ha GpeMeHHocTTa (BXK. TOUKH 4.4 1 4.6);

+  HapymeHus, cBbp3and ¢ XOJleNHTHa3a H GHIHapHa o6CTpyKIMS;

+  Texko uepHoupoGHO yBpexaaHe;

*  Texko 6u6peuno yBpexaane (KpeaTHHHHOB KiMpBHC < 30 ml/min);

+  PedpakrepHa XMNOKATHEMHs, XHUIEPKATIHEMHA, ‘

*  EnHobpemennara ynotpeba Ha Tenmucaptal/XunapoxiopoTHasu/ TaOMeTKH ¢ alTHCKMPEH-
CHOBPAKAINM NPOOYKTH € IPOTHROTIOKA3aHa NPH NALKWEHTH CBC 3aXapeH auadeT win 6u0peuHo
yBpexnane (GFR < 60 ml/min/1,73 m?) (Bk. Touku 4.5 | 5.1).

4.4 Cpenmajasn npeIynpexAeHHs H NpPeANa3HH MePKA NpH ynorpeda

Bpemennoct

AHTaroHucTH Ha aHrnorensuH Il penenrropure He TpaGBa fa ce 3anousart No BpeMe Ha GPEMEHHOCT.
OcpeH B Ciry4yanTe, KOraTo HEMPEKECHATOTO JASYEHHE ¢ AHTATOHHCTH HA aHrHOTeH3HH 1] petienTopuTe
¢e CYMTa 3a CHILECTBEHO, MALMEHTKHTE, KOUTO IIaHHPAT GpeMeHHOCT TPAGBA Ja OhAaT HACOUCHH KuM
anTepHATHBHH aHTHXHMIIEPTEH3HBHM JICHeHHA, KOHTO Ca ¢ YCTaHOBeH npodii Ha Ge30MmacHOCT 3a
ynotpeba npu GpemenHocT. KoraTo ce AHarHocTHIMpa GpeMEHHOCT, IEYEHHETO ¢ AHTArOHHCTIEHE
aHrHoTeHsuH 11 peuenropure TpaGpa fa 6bae He3abaBHO NPEyCTAHOBEHO H, KO € YMeC /./'
JANOYHE ANTEPHATUBHO NeyeHne (BK. ToukH 4.3 u 4.6).
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YepHonpobHo yEpexknane

TabneTkuTe TEIMHCAPTAH/XHAPOXIIOPOTHA3HA He TPAOBA 1a ce NIPHIIAraT NPy MALHEHTH C X0JeCTass,
HapYLICHHA, CBhP3aHH ¢ OHnHapHa oOCTPYKIHA HH TEXKA YePHOIPOOHA HEAOCTATEYHOCT (BiK.
Touka 4.3), THH KaTo TEIMHUCApTaH Ce eMMMHHHPA OCHOBHO ¢ xTb4Kara. OUaKea ce pH TaKyWBa
TAlMEeHTH /1a HMa peayLHpaH Y¢pHOApoOeH KIHPBHC HAa TeIMUCAPTAH.

B nonbnrenue, TabneTkdTe TEIMUCAPTAR/XHAPOXIOPOTHA3MA TPSOBA 1A ce HAMOIZBAT C MOBHIIEHO
BHHMaHHe TpH NALMEHTH ¢ Hapyileha Y4epHORPOOHA QYHKIIMA WM IIPOrpecHpamo YepHOAPOGHO
sabonsaBaHe, THil KATO MaJIKH MPOMEHH RBB BOOHUA WIH €JIEKTPONMTHHA GaaHC MOXe J1a OTKITIOuaT
yepHOAPoOHa KoMa. JIMNCBa KIIHHHYEH OMHT ¢ TENMHCAPTAR/XUAPOXIOPOTHASHI {IPH HAHEHTH C

YepHOAPOGHO YBpeXKAaHe.
PeHOBacKyllapHa XUNEPTOHNA
CoinecTeyBa NOBUINEH PHCK OT TEXKKA XHMITOTOHHA U 6B0peuHa HeAOCTATHYHOCT, KOraTO MALHEeHTH C

GunatepanHa cTeHo3a Ha 6BOpeuHHTE apTEPUM WK CTEHO3a HA APTEPHATA HA eAHHCTBEH

¢dyHKUHOHHpaN 6E0peK ce IEKYBAT ¢ JCKAPCTBSHH NPOIYKTH, KOWTO BIHAAT BBPXY CHCTEMAaTa
PEeHHH-aHrHOTEH3HH-AJILOCTEPOH.

Brbpeuno yRpekaaHe H GE6peyna TpaHCIUIaHTALIAA

TabneTkuTe TeNMHCAPTAH/XHIPOXTOPOTHAZHA He TPAOBa 43 c€ H3MO/I3BAT NPH NAUMEHTH C TEKKO
Opbpeyno yppexkaaHe (KpeaTHHMHOB KIMpEHC <30 ml/min) (Bx. Touka 4.3). JIuncea onur no
OTHOILIEHHWE HA NMPHIAMKEHHETO Ha TableTKHTE TeNMHCAPTAH/XIIPOXIIOPOTHASH NPH TAIMEHTH C
HeorAaBHalsa GE0peyHa TpaHcemnanTauusa. OnUTHT C TENMHCAPTAH/XUAPOXITIOPOTHA3H € CKPOMEH
[pH MAUMEHTH ¢ Jeko A0 yMepeHo Ou0pedHo yBpexaaHe, nopani KOETO e [IPEnoppYBa NEPHOLHNYHO
MOHMTOpPHpaHE Ha CEPYMHHTE HHBA Ha KaJTHi, KPEATHHHH M MMUKO4Ha kucenuHa. [IpH mauneHTH ¢
Hapyuieda Oubpeuna dyHKIMA MOXKe Ja ce pazBue CRbP3aHa ¢ THAMIHWTE THYPETHIM a30TeMMS.

Ba1 PECHAORE XHTIOBOIEMHA

CHMrToMaTHYHA XWIIOTOHAA, 0cO0CHO cliell ITEpBaTa A03a, MOYXe Ja Ce PasBHe IPH MALHeHTH ¢
H3YCpIaH 00eM W/HIIH HeSOCTUT Ha HaTpHH TIOPaJH arpecHBHO JHYPETHYHO JTEYEHHE, OrpaHHIaBaHE
Ha CONTa B XpaHaTa, JHapHi Wi nospbmane. ITono6Hu cxeTosnna Tpabea a ce KOPHIHpAT NPean
npHIokeHUeTo Ha Tenmucapran/Xuapoxnopornasug Tesa.

JBoiiHo GrokupaHe HA cHCTEMaTa PeHUH-aHrHOTeH3HH-annocTepol (PAAC)

HMa nausy, ye enHoBpemenHara ynotpeba na ACE uaxuburopu, anrorensut Il-peuenropsu
GnOKepH KITH ATUCKHPEH MOBHIIABA PHCKA OT XHIIOTOHMA, XHIIEPKATHEMHA H HaMALIBAHE HA
OBpOpednaTa QyHKLUMA (BKTIOYHTENHO OcTpa ObOpeuna HegoctaTtsuuoct). [Topaau Toea He ce
npenoppuba neoiHo 6noknpare Ha PAAC upes komGunupanara ynorpeba Ha ACE unxuburopy,
aHrHoTeH3HH ll-peuentopHn OnokepH WK aTMCKHpeH (Bx. ToukH 4.5 1 5.1).

AKO ce nperieHn, 4¢ TepankaTa ¢ AsoitHo OnokupaHe e aGCOMOTHO HEOOXOANMA, TOBA TpAGBa 1a
CTaBa caMa 1101 HabJIOACHHETO Ha CIICIHAIUCT H NIPY HeCTO BHAMATEIHO MOHHTOPHpAHe Ha
6b0peunaTa hyHKUHA, ENEKTPONUTHTE ¥ KPBBHOTO HAJIATAHE,

ACE wrxuGuropu u anrnorerssH [[-penentopHu GnokepH ue TpAGBa 1a C¢ U3NMON3IBAT eIHOBPEMEHHO
NpH NAuMeHTH ¢ AnabeTHa Hedpomarus.

Epym CHCTOAHNA ChC CTHMYITHPAHE HA CHCTEMATA PEHUH-aHTHOTEHIMH-AJINOCTEPOH

IMpu nauMeHTH, YHHTO CHAOB TOHYC M 6bOpeuHa dYHKLMA 3aBHCAT Haii-Beye OT a
CHCTEMATa PeHHH-AHTHOTEH3MH-AI0CTEPOH (HaMTp. TALMEHTH C TexKa 3actoifua
HEIOCTATBYHOCT K NoUiexkaio Gx0peuHo 3a60naBane, BRIIOYHTETHO CTEHO32
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apTepHs), IEYEHHETO ¢ IEKAPCTBEHH NMPOJYKTH, BE3ACHCTEALIHM BBPXY Ta3H CHCTEMA CE CBBpP3Ba ¢
OCTpa XHIIOTOHHA, XHIIEPA3OTEMHS, OIATYPHSA HIIH PAOKO ocTpa OBOpeuHa HEAOCTATHIHOCT {BXK.
Touka 4.8).

IIepBHYECH aRACCTEPOHAIHM
TlauneHTH ¢ MHPBHYCH ANAOCTEPOHASHM T10 MPHHLIMI HE Pearnpar Ha AHTHXHNEPTeH3INBHA
JIEKapCTBEHH NPONYKTH, KOHTO AeHCTBAT Ype3 NOTHCKAHE HA CHCTEMATA PeHHH-aHTNOTEH3KH.

IMopaxs ToBa ynoTpedarta Ha TabNeTKUTE TEIMMCAPTAH/XHAPOXIOPOTHAIH HE Ce MPENOPhYBA.

CreHo3a Ha a0pTHA H MHTpaNlHA kiana, o0CcTPYKTHBHA XUTNIepTpoHYHa KApAHOMHONATIN

KakTo ¥ oCTaHAIHTE Ba3OMHIATATOPH, CIELMATHO BHHMAHHE € NOKA3AHO NPH NALMEHTH ¢ A0PTHA HIIH
MHTpPaTHA CTEHO3a, WIH O0CTPYKTHBHA XHNepTpoduvHa KapAHOMHONATHS.

MetabGonHTHA H eHIOKPHHHY edeKTH

TUa3nAHOTO NeyYeHHe MOXKE [a HApYLIH MITIOKO3HHA TONEPaHC, KATO XHIIOTITHKEMHS MOKE Ja Ce
pasBHe MpH NanMeHTH ¢ quaber, NeKyBaH! ¢ HHCY/IMH WIH NPOTHBOAHAGETHO TeYeHHe H
Tenmucapras. [Topanu ToBa npH Te3H NaLMeHTH TpA0Ba Aa ce HabmoJaBa KPEBHATA 3aXap; KOraTo e
NIOKA3aHO MOXE Ja CE HAJIOKM KOPEKLMA Ha J03aTa Ha HHCYJIHHA HIH MPOTHBOAHAGETHHTE IIPOIYKTH.
JlaTeHTeH 3axapeH nMabeT Moske Ja ce MaHu(decTHpa NpH JeUeHHe ¢ THASHAH.

INosminarane Ha HHBaTA Ha XOJIECTEPO/A H TPHTIIHLIEPHANTE € OUIIO CBBLP3BAHO C THA3HAHO
JHYPETHYHO JIEYCHHE; NPH Ao3arta oT 12,5 mg obave, cpabpikalla ce B Tabnerkure
Tenmucapraw/Xuapoxnopordasun Tega, ce cho6iaBa 32 MEHUMATIHYE WK HUKAKBH eeKTy.

Moike Aa ce pasBHe XHIIEPYPHKEMHs WM Ja ce MPOBOKHPA YHCTA MOJArpa NMpH HAKOH NAalHEeHTH Ha
THA3HIHO JIeYeHHE.

Enexrponuren aucbanaHc

KakTo npH BCeKH NaLMEHT Ha AHYPETHYHO JIeUeHHe, pe3 NOAXOAAI HHTCPRAIH OT BPEME
TIEPHOAWYHO TPAOGBA Ja c& ONpPENe/IAT CePyMHHTE eNeKTPOIHATH, .

TwHazuanTe, B TOBA YHCIIO XHAPOXJIOPOTHAIH], MOTAT Jia NPEAU3BHKAT BOASH HIH €NEKTPOJIHTEH
IucOanaHc (BITIOUHTETHO XUTIOKATHEMHUS, XHIIOHATPHEMHA ¥ XHIIOX/IOPEMMYHA AJIKAI03a).
IIpexynpenure/HuTe NPH3HALM 33 BOASH HIH €/IeKTPOIHTeH AuchanaHe ca CyXoTa B ycTaTa, )KakKa,
ACTEHH, JICTAPTHA, CBHIHBOCT, 6e3M0KOHCTBO, MYCKY.THH DOJMKH HIM KPaMITH, MyCKYJTHa YMOpa,
XMITOTOHHA, OJTHTYPHA, TAXHKApPANS B CTOMANIHO-YPEBHH HAPYIIEHHS KATO raf€He WIH NOBPHUIAHEe
(Bx. Touka 4.8).

- XHIOKaTHeMusL

Brnpeks, ye npu ynorpe6Ga Ha THA3UIHKM AMYPETHLH MOXKE JIa CE Pa3BHE XHIMOKATHEMHS ,
CBLINPOBOKALIOTO JIEUEHUE C TEIMHCAPTAH MOXKE Ja HAMAJIH HHIYHHPAaHATa OT AUYPeTHLIK
XMIOKATHEMHA, PHCKET OT XHMNOKATHEMHA © ITO-TOJIAM IIPH NMAUKHEHTH ¢ IHPO3a Ha YepHud Apol, npu
NaLHUeHTH ¢ GopcHpaHa Juypesa, MPH NALMCHTH, TOMyJYaBalli HEANEKBATEH EPOpasieH [IPHEM Ha
€JIEKTPONMTH H NPH NALHEHTH, MPOBSKIALIH CEITETCTRAINA Tepanid ¢ KOPTHKOCTEPOUIH HITH
aapeHokopTHKOTponieH XopMoH (ACTH) (k. Touka 4.5).

- XHnepkanHeMHs
OOpaTHO, NOpaIy aHTATOHM3EBEM MEXAY peLentopute Ha aHrHoTeH3uH 11 (AT1) u TenMuca
KOMIOHeHT Ha TenMucapran/Xunpoxiopornasun Tesa, MoXKe Ja ce pa3BHE XHIEPKAITH
Brrpeks, ye KTHHHYHO 3HAYKMA XMIIEPKATHEMEA He e OHla NOXyMEHTHpaHAa NpH

TEIMHCAPTAH/XUIPOXJIOPOTHAZH/L, PUCKOBHTE (JAKTOPH 34 PA3BHTHE HA XHIICPKATHEM
6B0pedHa HeZOCTATEYHOCT W/HIH ChpIeHHA HENOCTATEYHOCT, KAKTO M 3aXapeH AHab
KaJTHid IHYPETHIH, KUTHEBH NOOABKH HWIH KalHil CEABPKAINH CONSBH 3aMECTHTEITH TP
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TIPHIATaT ¢ OBHINEHO BHHMAaHHE 38€MHO ¢ TabNeTKHTE TeIMHUCAPTaH/XHAPOXIOPOTHAZHA (BX.
Touka 4.5).

- XunoHaTpHeMHS H XHIIOXJIOPEMHYHA AKAJIO33

Hsma nokaszatencTea, ye TabNETKATE TeIMHCAPTAR/XHAPOXIIOPOTHA3MA OHXA MOFMM Aa PEAYLHPAT
HITH [PeAOTBPATAT HHAYLIHPAHA OT AHYPETHIH XHIIOHATPHEMHA.

Xnopuuar gedunpr € OGHKHOBEHO JIEK H B Haii-00LIMA ciTy4ali He Hanara JiedeHHe.

- XunepkaiuuHeMHAs

TuazAaute Morar Aa NOHIDKAT YPHHAPHATA KAJILMEBA €KCKPELHA H 2 NPHUHHAT MEKIHHHO H JIEKO
MOBHIIICHHE HA CEPYMHHA KAILHI IIPH OTCHCTBHE HA YCTAHOBEHH HApYINCHHUA Ha KaJILUeBHs
merabonuabm. Mizpasenara xunepkammeMus Moxe Aa Oble JOKA3aTeNICTBO 3a CKPHT
XHMIISPNApaTHPEOHIM3EM. THasHauTe TpsOBa Ja GBAAT CIPEHH NPEAH IPOBEXKAAHe Ha H3CNeABAHHA HA
NMaparMTOBHIHATA GYHKIME.

- XunomaraezHeMHa
THaspauTe NOKa3aHO MOBHLIABAT YPHHAPHATA €KCKpeLls Ha MarHesuii, KOeTo MoXe Aa AOBede H0
XHIIOMarHe3HeMH4 (BaK. Touka 4.5).

ETHHYEeCKH pa3anyus

Kaxro npu B¢HUKM ocTAHAIM aHTATOHHCTH HAa aHMHOTeH3uH 11 pelienmopHTe, TEIMUCAPTaH € BUAHMO
no-cnabo edeKTHREH MO OTHOLIEHHE NIOHHKABAHE HA KPLBHOTO HANAraHe MPH [FALMEHTH OT YepHaTa
paca, OTKOJIKOTO NpH OCTAHAIMTE [TALHEHTH, BEPOATHO NOPaJH NO-H3pa3eHOTO PAINPOCTPAHEHHE Ha
CBLCTOSHHA ¢ HHCHK PEHHH B NOMYJIAIHATA CPEl YePHATa paca ¢ XHIIEpTOHHA.

Hpyro

Kaxro npH Bcexy aHTHXHNEPTEH3MBEH NPOAYKT, NPEKOMEPHOTO NOHIDKABaHE HA KPBBHOTO HAJIATAHE
TNIpH NIAUHEHTH ¢ HCXEMHYHA KapIHOTIATHA HIIH HCXEMHYHO ChPAEYHOCHI0BO 3a60NMBaHe, MOXKE Aa
HOBeNe A0 HHGbAPKT HA MHOKApJa HIIH HHCYIIT.

O6un npobremu

Peakuyu Ha CBPBEXYYBCTEHTETHOCT KEM XHAPOXIOPOTHAIHI MOXE 2 C& Pa3BHAT MPH NALHMEHTH ChC
HIH 6e3 aHaMHe3a 3a aleprys HWiH OpoHXHaTHA acTMA, HO Ca NO-BEPOATHH NpH NALMEHTH C TAKaBa
aHaMHeaa.

3a obocTpsHe WIH aKTHBHPaHEe Ha CHCTEMEH JIYITyC epHTeMaTosyc ce cpobiuasa npu ynotpebarta Ha
THa3HIHH JHYPETHIM, B TOBA YHCIAO H Ha XHAPOXJIOPOTHAZHA,

Cryuau ¢ peakuiH Ha (OTOMYBCTBHTEIHOCT ca OHIH choOIaBaHH NPH THAZHAHH JUYPETHLH (BXK.
Touka 4.8). AKo no BpeMe Ha JiedeHHeTO ce paisue HOTOUYBCTBHTEIIHOCT CE MPENOpHYBa
TIPEKPATHBAHE HA JieUeHNHeT0. AKO TIOBTOPHOTO NPIWIOKEHUE Ha ANYPETHLIH € NEHCTBHTENIHO
HeoOX0AHMO, NPENOPEYHTEITHO € Ad CE MPeANna3H H3ToKeHaTa Ha CITBHLE WIH H3KycTeeHH YBJI 30Ha.

Xo POHOATICH H3JHEB, OCTPpa MHONMHA H 3aKpHTOBRIBIHA LIAYKOMA

XuppoxsnopoTnasua, kolito e cynpoHammua, Moxke Ja NpeAn3BUKA UINOCHHKPATHYHE PEAKLMA,
BOZieWIa IO XOPOHIaNeH KB ¢ JedeKT Ha 3PHTETHOTO Nojie, OcTpa NPeXoaHa MHOITHS H ocTpa
3aKPHTOBI'IHA rfaykoMa. CHMOTOMHTE BKJIIOUBAT OCTPO HAYAIO HA MOHHIKeHa 3pmem{a ocTpoTa

Ce HAJIOXH CBOEBPEMEHHO MEIHLMHCKO HIH XHPYPrHYECKO J€UCHHE, KO BETPeO]
OCTaHe H3BBH KOHTpOJL. PrckoBrTe (hakTopH 3a pa3BHTHe Ha OCTpa 3aKPHTOBIBIHA
Ia OBaaT aHaAMHE3a 33 anCprud KbM CyNT(OHaAMHAH WIH MEHHLKITHH.
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HemenanoMeH pak Ha KOxaTa

B 1pe envaeMHonOrHIHH IPOYiBaHKs, OCHOBABAIIM CE Ha JATCKHA HAUMOHAJICH PakOB PErMCTED, &
HabmonapaH MOBHILEH PUCK OT HeMeNaHOMeH pak Ha koxkata (HMPK) [6asamHokneTbyeH kapiHOM
(BKK) ¥ ckeamo3HOKIeTh4eH XapimHoM (CKK)] npu HapacTeallla eKcrio3HIis Ha KyMYy/IaTHBHA /1038
xuapoxnoporuasil (XXT3). @orocencubiummupainyre edext Ha XX T3 mMorar aa AeficTear KaTto
BEpOATEH MEXAHW3BM 3a pasBuTie Ha HMPK.

[NaipenTrre, npremanm XX T3, Tpabea aa 6saat HHpopMupanH 2a prcka or HMPK 1 cuBersanu
PEAOBHO Ja MPOBEPABAT KONKATA CH 33 HOBH JIe3MH H He3a0aBHO ia choOMIABAT ITPH MOABA HA
NOJO3PHTEITHH KOKHH nesud. Ha nauuneHTITe TpaOBa Aa ce mpenopsyaT B3MOMNKHE NPEBAHTHBHH MEPKH,
KaTo OTpaHHYeHO HANaraHe Ha CITbHUEBA CBCTIHHA H YATPABHONETOBH JIFYH, 4 B CITY4ail Ha eKCIIO3HIINA,
noaXOAANA 3AIHTA, 3a 1a ¢€ CBee 10 MHHHMYM PHCKET OT paK Ha KoxaTa. [Tonospuremime KoxaH
ne3wy TpadBa g HuAAT NONTOKEHH Ha HezaGABHO W3CNeABaHE, IOTCHIHANHO BIIOYBAING XMCTOMOrHIHIA
HicneaBaHua Ha OMoncuyHH Mateprany. Ipepasrnesknane Ha ynotpebara Ha XX T3 Moxe Ja ce HANOKH
H TIpH MaiMeHTH, KOHTO ca HManu npeaxoaeH HMPK (ex. crimo Touka 4.8).

OcTpa pecnupaTopHa TOKCHYHOCT

Cnen npreM Ha XHAPOXJIOPOTHA3K] c€ CHOOILABAT MHOTO PeIKH TEXKH CITydaH Ha ocTpa
PECNHpaTOpPHAa TOKCHYHOCT, BKIIFOUHTENHO OCThp pecnuparopeH amcrpec cunapoM (OPIIC). Cnen
NpHEM Ha XHAPOXJIOPOTHA3HI 0OHKHOBEHO ce pa3BHBa GenonpolfeH OTOK B paMKMTE Ha MHHYTH 10
qacoBe. B HayanoTo CHMITOMHTE BIUTIOYBAT JUCIHEH, IOBHINEHA TEMIEPATYpAa, BIOIIABAHE HA
6emoapobHata pynkia u xumororus. [Ipn cemuenne sa OPJIC Tpabea ga 61ae cripAH NPHEMET Ha
Tenmucapran/XuapoxnoporHazun Tepa U Aa ce NPHNOKH IOAXOAALLO NevdeHHe, XUAPOXIOPOTHASH
He TpaOBa Ja ce Npinara nNpH NaUHeHTH, KOHTO NPeay ToBa ca nomyyapam OPIIC cnen npueM Ha
XHAPOXJIOPOTHA3HA,

TomMommuK BelIecTRa

Jaxmoza

To3zu IekapeTBeH NPOXYKT ChALPIKA I1aKTo3a MOHOXHApaT, [lalHeHTH ¢ peaKkH HacNeACTBEHH
npobaeMH Ha HEMOHOCHMOCT KBM IalaKTo3a, IThJIeH JIAKTAa3¢H Ae(PUIHT WIH IMOK030-TAIAKTO3HA
manabcopOiums He TpnbBa Aa NpHUeMaT TOBA IEKAPCTBO.

Copbumon

TpaGea na ce MMa NpeaBH ATHTHBHHAT €EKT Ha CHITETCTBALLO MPHIATAHH IPOLYKTH, ChIBPKALIH
cop6uTOon (1M GpyKTO3a), KAKTO M XPAHHTEIHHAT NpHEM Ha copOuTon (W GpyxTo3a).
CopabpXKaHHETO Ha COPOUTOIN B IEKAPCTBEHH NPOAYKTH 32 MEPOPATTHO MPHIIOKEHHE MOXe Az TIOBIHAE
GHOHATHYHOCTTA Ha JPYTH NEPOPAIHH JIEKRPCTBEHH NMPOIYKTH, KOHTO Ce NPHIAraT CHIFTCTRAILO.

Hampuii
To3u nekapcTeeH NPOAYKT CHAEPKA MO-Maliko oT 1 mmol natpuii (23 mg) Ha Tabnerka, T.€, MOXE I3
ce Kake, 46 NMPaKTHYECKU He ChAbPIKa HATPHIL.

4.5 BiaumopgeiicTBue ¢ APYrH JIeKAPCTBEHA NPOAYKTH H APYTH OPMH HA B3aHMOAeiicTBHE

JluTuit
HiMa crobmenns 3a o6paTHMO MOBHINABAHE HA CEPYMHHTE KOHLEHTPAIHH Ha IUTHH M THTHEBA
TOKCHYHOCT TIPH €JHOBPEMEHHO NMPHNOKEHHUE Ha THTHH 1 HHXHOHTOpY Ha aHMMOTEH3UH
KOHBepTHpalus eH3uM. HMa crolimenns # 3a peaxu ciayyau ¢ anrHoteHsud 11 peue
aHTAroHHCTH (BKIIOYMTENTHO TEAMUCAPTaH/ XuApoxiIopoThasua). [lopagn ToBa eaHo Vi
ynorpeba Ha NUTHIE W Te/IMHCAPTaH/XHAPOXTIOPOTHA3HA He Ce NpenopbyBa (Bi.
CYMT4, Y€ Ta3M KOMOHHALIHA € OT CBINECTREHO 3HAYEHHE, Ce MPENopEuBa BHUMATE
HA CEPYMHHTE HHBA Ha TATHH NPH eAHOBPEMEHHO NPIIOKEHHS,
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JlekapcTpe CBLp3aHM Che 3ary(a Ha KATHH ¥ XUNTOKATHEMHs (Hamp. APYTH
Ka/ypeTHqHI JHYPEeTHIIH, takcaTHBH, kopTHKocTeponan, ACTH, amdorepuiis, kapOeHOKCONOH,
NeHHWINH G HaTPHiA, CANTHITANIOBA KHCEIMHA H IPOM3BOLHH)

AKO Te3u BemecTea TpAGBa Ja ce MpeanucBaT B KOMOHHAIHA ¢ TEIMHCAPTAH/XHAPOXTOPOTHAZH,
JKeJIATeTHO ¢€ NpenopbiBa MOHHTOPHPAHE Ha IUIa3MeHHTE HHBA Ha Kamua. Te3u lexapeTBenu
HPOTYKTH MOE Aa YCHAAT e(peKTa Ha XMAPOXIOPOTHA3H] BEPXY CEPYMHHA Kanuii (BxK. Tovka 4.4).

CKAPCTREHY 1T H, KOHTO MOrat NOBHINAT HABATA HA KATHI KIH 3 1 aT
xunepkandeMud (Hanp. ACE uHxuburopn, waadmy KaTus JHYPETHUH, KaTHeBr J00aBKH, CONEBH
3aMECTHTE/TH, CHIbLPKAINM Kantii, MIUIOCNIOPHE WIH ADYTH JIeKapCTBeHH NPOAYKTH, KATO XeIIapHH
HATpHiT)

AKO Te3H NexapcTBEHH NPOIYKTH TPa6Ba a ce H3MHCBAT B KOMOWHAIMA ¢
TEIMHCAPTAH/XHAPOXIOPOTHAZM/L € HKEIATEAHO 4 €€ MOHHTOPHPAT IUTa3MEHHTE HHMBA Ha HaTPHIL
Cnopea onwra ¢ ynorpefaTa Ha IPYTH NeKapcTREHH NPONYKTH, KOHTO OTCIA0BAT CHCTEMATA PEHMH-
aHTHOTEH3HH, EJHOBPEMEHHATA YTIOTpe6a ¢ rOpPHHTE NEKapPCTBEHH MPOAYKTH MOXKe Jia AOBele A0
MOBHIIIABAHE HA CCPYMHMA KaNHi{ H MOPafM TOBA HE CE NpenopryBa (BXK. Touka 4.4).

JIEKapCTBeHH NPOIYKTH, MOBIHIBAHH OT HAPYIIEHHATA B CEPYMHMA KaTuii
INepuoauynoTo MOHHTOpHpaHe Ha cepyMHHs Kanui W EKT ce npenopsusa, korato

TeJIMHCAPTaH/ XHAPOXIOPOTHAZM/ C¢ PUNATA C TE3H JICKAPCTBEHH NPOAYKTH, TIOBJIMABAHH OT
NPOMEHHTE B CepYMHHA Kaluii (Hafp. RHrHTATHCOBH TIIHKO3ZHAM, NPOTHBOAPHTMHYHH NPOIYKTH) H
clIeIHHTE HHIYLMPAIH torsades de pointes NeKapCTBEHH NPOAYKTH (KOWTO BKIFOYBAT HAKOU
IPOTHBOAPHTMHYHH MPOAYKTH), KATO XHIIOKATHEMUATA ¢ Ipepasnonaram GakTop 3a torsades de
pointes.

- k1ac [a npoTHBOAPHTMEYHM NPOINYKTH (HaNp. XUHHAHH, XMAPOXUHHAMH, AH30THPAMET)

xnac III nporHeoapuTMUYHYE NPOAYKTH (HAIIp. AMHODAPOH, COTAI0N, AOGETHARA, HOYTHIU)
HAKOH AHTHNICUXOTHIIM (HaNp. THOPHIAZMH, XITOPIPOMA3MH, JIEBOMENPOMA3HH, TpHIyOnepasHH,
LHAMEMA3HH, CYANHPUA, CYATONPKI, aMHCYIIIPHA, THANPKA, MMMO3HL, XaNoNepuaol,
IpOTIEPHAOIT)

apyru (Hanp. 6enpuaun, uKMcanpus, THdeMaHuT, MHTPABEHO3EH EPUTPOMHIIMH, XanogaHTpuH,
MM30JIACTHH, NEHTAMM/MH, CrIpaduIOKCALIHH, Tep(CHAANH, HHTPABEHO3CH BHHKAMHH).

JururagucoB MKO3UIH
MHayliapanara OT THa3HAK XMIIOKANHEMHS HIH XHTIOMArHE3HEeMiA GNaronpHATCTBAT HA4aNoTO Ha
WHAYLHpPAaHa OT JUIHTATUC APHTMHEA (BXK. TouKa 4.4).

JMrokcHH

Korato TeimucapTas ce Mpuiara €IHOBPEMEHRO C IMTOKCHH, ce HalmoaaBa cpeiHo HapacTBate B
MAaKCHMATHATA MJIa3MEHA KOHUEHTpallus Ha AUroKeHH (49%) 1 Ha Hall-HuCKAaTa KOHNEHTPalsg
{(20%). Korato ce 3anousa, KOPHIrHpa K MPEKPATABA JICueHHe ¢ TeIMHCapTaH, HabmoAasaiite HuBaTa
Ha AArOKCHHA, 3a J1a ¢ NOANBKAT HHBA B PAMKWUTC HA TEPANICBTHYHHA NHATIA30H.

TH aHTHXHIIEPTEH3IUWBHY 11 KTH
TenmucapTan MoXe 1a YCHITH XMIIOTEH3UBHUS edeKT Ha APYTH AaHTHXHTIEPTEH3HBHEY NPOXYKTH.
JaHHH OT KTMHHYHHK NPOYYBAHKA N0OKA3BAT, Ye NBOMHOTO GNOKHpaHe HA PCHHH-AHIMOTEeH3HH-
angocreponoBara cicTeMa (PAAC) ype3 komOumypadara ynorpeda Ha ACE HHXHOUTOPH,
aHrroTeH3uH ll-penenTopHn OnoKepy WIH ATHCKHPEH ¢é CBLP3BA ¢ I0~BHCOKA YeCTOTA HA HEXKEJIAHH
CHOMTHS, KATO HATIPHMEP XMNOTOHKS, XHITEPKATHEMHA 1 HaMasBane Ha Os6peunara dyH
(BKIIIOUHTENHO ocTpa GEOpedHa HENOCTATRYHOCT), B CpaBHeHMe ¢ yrioTpeQara caMo Ha el
cpenctro, aedcTrano BEprY PAAC (Bk. Touku 4.3, 4.4 1 5.1).
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[IpornsonabeTny sekapcTREHH DPONYKTH (TEPOPANEE NPONYKTH H HHCYIAH)
Moxe ga ¢e HANIONKH KOPEKTUA HA JO38Ta HA AHTHAMAOCTHHTE JIeKAPCTBEHH NPORYKTH (BX.
To4Ka 4.4).

Metdopmun
Metdopmun TpaGBa a ce H3NOI3BA ¢ HOBHILIEHO BHUMAHKE: PHCK OT JAKTATHA ali103a, HHEYLMpaHa
OT BB3MOKHA QYHKIHOHANHa 6L0peyHa HeAOCTATHYHOCT, CBHP3aHA C XHAPOXIOPOTHAIH,

XorecTHPaMAHOSH H KONECTHIOAOBH CMOJTH
AGcopbuHATa Ha XMAPOXJIIOPOTHAZHI € YEPEX/a B NPHCHCTBHETO HA AHHOH-OOMEHHE CMOJTH.

Hecrepouakn NpoTHBOBLINANHTENIHH JEKAPCTBEHH cpecTsa
HCIIBC (T.e. aueTiicanMIiiosa KHCENHMHA B CXeMH ¢ NIPOTHBOBB3MAIHTEIHA 1038, COX-2

HHXuOHTOpY K HecenekTHeRM HCIIBC) Moske na oTcnabaT QUypeTHUHNsA, HATPHYPETHUHHA 1
AHTHXHNEPTEH3HBHUS eeKT Ha THA3HIHHUTE NUYPETHLM K aHTHXHITCPTEHIHBHUTE eQeKTH Ha
anrHoTeHsuH Il penenTopHUTe aHTATGHACTH.

IIpy HakoN NnanuMeHTH ¢ KoMnpoMeTupaHa 6GpeuHa GpyRKUNA (HAIP. ASXHAPATHPAHH NALMEHTH WITK
TIALMEHTH B CTAPUECKA BB3PAcT ¢ KOMIIpoMeTHpaHa Gr0peuHa GyHKUHA) eAHOBPEMEHHOTO
IIPHIOXKEHNE Ha AHTATOHHCTH Ha PELICITOPHTE Ha aHTHOTEeH3HH I1 M NpOAYKTH, KOHTO MOTHCKAT
IHKIOOKCHTEHA3aTa, MOXE N JIOBEAE O NOMBJIHHTENHO BlollaBate Ha Ob0pevHaTa dyHKLINY,
BKTIOUMTENHO BH3MOKHA 0cTpa Op6pedHa HeROCTATBYHOCT, KoATO 06HKHOBeHO ¢ oGpaTuMa. [Topanu
TOBa KOMOHHALHATA TPAGRA A4 ce MpUAra ¢ MOBHIIEHO BHUMAHHE, 0CODEHO B CTAPYECKA BB3PACT.
HaunentHTe TpAOBa Aa GBAAT 3JEKBATHO XHMAPATUPAHH U 13 C¢ OOMHC/IH MOHHTOPHPAHE Ha
610peuHaTa (GyHKIHA Cliel] 3aNoYBaHe Ha ChIPOBOXK/ALIO JIeYEHHE, KAKTO K MIEPUOLHYHO CNIEI TOBA.

B e/1HO npoyYBaHe eTHOBPEMEHHOTO NPUIOKEHHE HA TEIMMCAPTAH U PAMMITPHI © AOBENO A0 2,5-
kparHo nosHmapade Ha AUC0-24 u Cmax Ha paMunpun ¥ paMHnpunat, KnHHHYHOTO 3HaYeHHe Ha
TOBa HaGMmoNeHHe HE € H3BECTHO.

OpHH aMHHM (HaIp. HO eHAIIH
EekThT Ha IpecOpPHHTE aMHHH MOXE J1a 6ble oTclaleH.

Henenonapu3npailiy CKeNeTHO-MYCKYIHH penakcalTd (Hanp. TvGokypapuH)
EdekThT Ha HeACNONSPUINPAIIMTE CKEETHO-MYCKY/IHH PEIAKCAHTH MOXKE A2 §bJe YCHIEH OT

XHAPOXJIOpOTHA3UA,

JlexapcTBEHH NPOAYKTH, HANOJI3BAHY 34 JiedeHUe Ha O . IpoGeHe cyndUHNMPa3OH ¥
ANONypHHON)

Mozxke na e HeoOX0/AUMa KOPEKLMA HA 03aTa HA AHTUNIOAArPOIHUTE JIEKAPCTBEHH TIPONYKTH, Thi KaTo
XUIPOXIIOPOTHAIHA MOXKE 12 MOBHIIN HHBOTO Ha CEPYMHATA NMUKOUHA Kucenuua. Mosxe na ce Hanoxm
NOBUINABAHE HA 103aTa HA npobeHelMA M cyaduHNHMpasos. EnHOBpeMEeHHOTO NPHNOKEHHE ¢
THA3HIN MOXKe J1a MOBUIIHA 4eCTOTATA HA PEAKIMHTE HA CBPHXUYBCTRHTENHOCT CIPAMO ATOTYPHHOIL.

KanigeBH coan

TrHazuaHKTe DHYPETHII MOXKE J1a TOBHILIAT CEPYMHHUTE HHBA HA KajliHii Opau HaMaJjleHa
eKcKpenys. Ako TpAOBa Ja ce M3MHCBAT KANIMEBH JOOABKM WIH KATIWH-CHXpaHABALIH IeKAPCTBEHH
npoAyxTH (Hanp. feueHHe ¢ BuTaMuH D), Tpabea na ce MOHMTOPHpAT CEPYMHHNTE HUBA HA KAIMA H
AO3UPOBKATA Ha KATUMii 1a ObAe CHhOTBETHO KOPHTHPaHa.

Deta-0IoKepH H JHAZO0KCHI

XunepraukeMHIHHEAT edekT Ha bera-bnokepuTe B aua3oKcHy MoXKe Aa Obae YCHIEH ¢
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AHTHXONBHEPruYsH cpesctsa (Hanp. arponuH, GunepuaeH} MOTaT Aa yBemHIaT OHOHANHIHOCTTA Ha
IMYPETHLM OT THA3UAECH THIL, KaT0 OTCNabAT CTOMAIBO-YPEBHUA MOTRIUTET B CKOPOCTTA Ha
H3Npa3eaHe Ha CTOMAaXa.

AMaHTATHH
Tuazupute Moxice Aa NOBHINAT PHCK2 OT HEXEIAHH PeaKIiH, TPHUHREHH OT AMAHTANMH.

Hurorokcuayy cpegeTra (Hanp. unkiodocdaMBa, METOTPEKCAT)
Tuasuzaure Moxke Ja peyMpar 6s0peynara eKCKpenHa Ha HTOTOKCHYHHTE AeKapCTBeHs DPOIyKTH
H /13 MOTEHIHPAT TEXHHTE MHEJIOCYTIPECHBHH e(DEKTH.

BB3 0cHOBS Ha (papMaKOIOrHIHATE HM XAPAKTEPHCTHKH, MOXE 1A CE 0UaKBa, 4e CJIeAHUTE
NIeKapCTBEHH NPOJAYKTH MOTAT A NOTEHUMPAT XHIOTCHIHBHHTE 6eKTH Ha RCUYKH
SHTHXHICPTEH3HBHH NPORYKTH, B TOBA YWCIOC H HA TenMucapTaH: bawiodeH, aMutocTd.

OcgeH TOBa, OPTOCTATHYHATA XUIOTOHAA MOXKe 1A € 3aIRI00UM OT aKoxod, GapSaTyparu,
HapKOTHLM WM aHTHAETIPECAHTH.

4,6 @eprunnTer, GpeMEeHAOCT H KbPMEHE

BEpeMenHocT

Vnorpebara Ha aHTArOHUCTH HA PeleNTOpUTe Ha aHrHoTeH3uH 11 He ce npenops1sa npes Mepeys
TPHUMECTBD Ha OpeMeHHOCTTa (BXK. Touka 4.4). YnorpeGara Ha AaHTArOHKCTH Ha PeLENITOPUTE HA
AHrnOTEHMH 11 e NPOTHBOMOKA3aHa NIPE3 BTOPH K TPETH TPMMECTHP Ha bpemeHnocTTa (Bx. ToukM 4.3
H4.4).

Jluncrar anexeaThHy JaHHM OT ynoTpebaTa Ha TEIMUCAPTAH/ XHAPOXIOPOTHAZW] TabNneTKH NpH
OpemennH sxenn. IIpoyaBaHuaTa NPH KUBOTHY NOKA3BAT PENPOAYKTHBHA TOKCHYHOCT {BiK.
TOuKa 5.3).

EnmpeMuonoraMHuTe 10Ka3aTe/ICTRE OTHOCHG PHCKA OT TEPATONEHHOCT CNEJ eKCIO3UUHS HA
uaxubuTopy Ha ACE nipes iepBus TPHMECTED 0T OpeMEHHOCTTA, He ¢a YOeaMTENHH; MANKO
NOBMINEHHE Ha prcka obade He Moe Ja ce HaknouK. TIpy TurcaTa Ha KOHTPOIHpPaHA
CNHAEMBOJOTHYHH JAHHM 33 PHCKA NPH aHTArOHMCTHTE Ha PeLenTOpUTe Ha aHrnorensus I, nonobun
PHCKOBE MOKe [ ChIUCCTBYEAT 32 TO3H KJIAC JEKAPCTBEHH NpoaykTH. OCBeH B CIydaHTe, KOTaTo
HeNpEKBCHATOTO JIEYeHHE C aHTarOHUCTH Ha aHTHOTeH3WH 1T peuenropuTe ce cYHTa 38 CHINECTBEHO,
TIaLMEeHTKATE, KOUTO (ITaHupaT OpeMenHocT, Tpa6Ba Aa 614aT HACOUESHH KM aITEpHATHBHH
aHTHXHIIEPTCHIHBHY JICYCHMS, KOMTO ca ¢ yeradoseH npodun ua HesonacHoct 3a ynorpeba npu
opemerHocT. Korato ce RarHocTaimpa 6peMeHHOCT, JIEUSHHETO ¢ AHTATOHHCTH Ha aHrioTeHauH 11
pelenTopure Tpabea fa 6bae HezabaBHO MpeyCTaHOBEHO K, AKO € YMECTHO, Aa C€ 3aNOUHE
ANTEPHATURHO JICUEHHE,

YCTaHOBEHO €, 4e eKCNO3HUHATA Ha JIeYeHHe ¢ AHTATOHACT HA pellenTopa Ha anrdoTensuH Il nipes
BTOPHS H TPETHA TPHMECTRP MHAYLHPa NpH Xopa derorokcuyaoct (HaManeya 6s6peuna Gynxuma,
ONUTOXUAPaMHKO3a, 3a0aBeHa OCH(DMKALIAA Ha Yepena) M HEOHATAHA TOKCHYHOCT (GBOpeuna
HEAOCTAaTRHHOCT, XMIICTOHUA, XHITepKaTHeMEa ) (Bx. Toaka 5.3). TIpy excnosyuus Ha aHTArOHHCTH HA
peuenTopute Ra aHrHoreHsuH Il cnesl BTOpHs TpyMecTbD HA GpeMeHHOCTTa Ce penophYBa
YITPa3ByKOBO NpocnenssaHe Ha OuOpeuHaTa GyHKIHS K qepena.

Jeuara, YHHTO MalKH ca NpueMalii AHTArOHHCTH HA PELENTTOPHTE Ha @HTHOTCH3HH
6bnaT HefpexbeHaTo HabmogaBaly 3a xunorouus (BK. Touky 4.3 n 4.4).

OmHTsT ¢ XHAPOXJIOPOTHASHA N0 BpeMe Ha GpeMEHHOCT e OrpanuteH, 0cobeHo It
TpuMecTsp. [IpoyuBanKATa IPH JKMBOTHY Ca HEAOCTATHYHH. XHAPOXIOPOTHAIH]
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mnaiesrara, Ha 6a3ara Ha apMakonor#MHuA MeXaH|3bM Ha AeiicTBYE HA XHAPOXAOPOTHAZKN,
ynorpe6ata My npe3 BTOpYS H TPETHSA TPAMECTHP MOKE a KOMApOMETHpa (DeTO-TIaleHTapHATA
nepdy3ns H MOXe Ja NPHYIHH GeTanHn B HeOHATANHH eeKTH KAaTO HKTep, HapylieHHe Ha
€NIEKTPOJMTHOTO PaBHOBECHE H TPOMOOLIHTOTIEHNMS.

Xuapoxnoporuasna He TpaOBa 2 ce WANON3BA NIPH MecTAlMOHEH OTOK, PECTALMOHHA XHIICPTOHUS HIIH
NpeeKIaMIICHa OPaAH PHCKA OT HMOHIKaBaHe Ha IUTasMelns obeM ¥ naueHTapHa xunonepdysns,
Gea GnaronmpuATeH edeKT B MPOTUYAHETO Ha 3a00NABaReTO.

Xunpoxnoporaasnz He TpaBa fa ce HINoN3Ba NP SCEHLHATIHA XMIIEPTOHU Ha GPEMEHHM XEeHH, C
H3KIIOUEHHE Ha PEAKHTE CHTYALHHM, IPH KOMTO HE MOJke 1a 6B/ H3NOMBAHO APYTO JIedeHue.

KnpMmene

T xato nuncea MAGOpMaIDIK 33 ynoTpeGaTa Ha TENMECAPTAH/XHAPOXIOPOTHASMY, TIPH KEPMEHE,
TaGIeTKHTe TEIMRCAPTAR/XHIAPOXJIOPOTHA3H He Ce MPENOPHUBAT M 33 NPEATNOUNTAHE CA
AITCPHATHBHH JICUCHHA, ¢ N0-100pe ycTarRoBeH npodun Ha GesonacHocT Npu KEpMeHe, ocobero npu
HOBOPOJIEHO WM HENOHOCEHO AeTe.

XBapoxnopoTHa3ull ce eKCKPeTHpa B KbPMaTa PH X0pa B MAIKH KONHYeCTBa. THA3WANTe BB BUCOKH
RO3H NpeAu3BHKBAT HHTEHIUBHA JMyPe3a ¥ MOraT Aa NOTUCHAT 00paiyBaneTo Ha KbpMa. YnorpebGarta
Ha TeIMHCAPTaH/XHAPOXNOPOTHAZHA IPH KbpMeHe Ne Ce npenophyea, AKo
TeNIMHCAPTaH/XHAPOXIOPOTHA3H CE U3NOM3BA MPH KEPMeHe, A03HTE TpabBa na Gu1aT MAKCHMATHO
HUCKH,

Qepraaurer

B npeaxknuBuuEE mpoyusaHms He ¢a Habmonapasy edeKTH Ha TEIMHCAPTAH H XHAPOXNIOPOTHASH
BBPXY MBKKUA H )KEHCKAA (epTHIIHTET.

4.7 Edexta Bupxy cnocobHocTTa 32 modupade u pabora ¢ MALIKHE

Tenmucapran/Xuapoxnoporrasul TeBa MOXKE 14 OKAKE BIHAHHE BBPXY CIIOCOGHOCTTA 32 LwodHpaHe
u pabota ¢ mammeH, [loysxora cnes npUeM Ha AHTHXUIIEPTEH3MBHH IIPOAYKTH KATO
TENIMHCAPTAH/XHAPOXTIOPOTHA3N/ MOTAT A Ce MOABAT 3aMafiBaHe WIH CHHITHBOCT.,

4.8 Hexenanu AeKapCTBCHE PeaKnHA
Pesiome Ha npoghuna na bezonaciocm

Hait-uecto cnobmasanarta HeXesaHa IGKAPCTBEHA peakuy e 3aMaliBaHero. CepHoO3eH aHrHOeNEM
MOXe Jia ce passue panko (=1/10 000 xo <1/1 000).

Obmara yecToTa Ha HEKENAHHTS NICKAPCTBEHH PeakllvH, CHo01ABaHH MpH TableTKITe
TENMHUCAPTAR/XHAPOXIIOPOTHAIN] € CPABHHMA C Ta3|, Cho0LIaBaHa TIPH CaMOCTOATETHO MPHIAraHe Ha
TEAMHMCAPTAH B PAHAOMHU3IHPAHH KOHTPOIMPAaHH M3HTBAHMA ¢ Y4acTHeTO Ha 1471 nauuenTh,
PAaHAOMHIKHPAHH [a 10Jy4aBaT TENMHCAPTaH TG XHApoxaopoTyazud (835) unu camo TenMHicapTan
(636). Bpb3ka ¢ no3ara Ha HeXKeMaHHUTE TCKAPCTBEHH PEAKLHH HE € YCTAHOBEHa U He ce Habmonasa
KOpenauus mo noi, BE3pacT WIH Paca Ha NalHeHTUTE.

Tabruven cnucex #a neXceranume JEKAPCMBEeHU pedKyul

ITo-pony ca npeacTaBeHu Crope/i CHCTEMO-OPIaHEH KITaC HEXETAHN JIEKaPCTBEHH pea
HaOMOJIABAHK BBE BCHUKH KITHHHYHM H3NHTBAHUA H HOSBABaIUM ce no-uecto (p <0,05)
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XapaxTePHH 34 BCEKH OT KOMIIOHEHTHTE NOOTICAHO, HO KOUTO HE ca Habmonasany B KINHAYHY

H3NMUPTBAHHUA,

Hexenaunre JICKAPCTECHH PEaKIIMK Ca KATeTOpH3HDaHW CNOPeA YECTOTATd, KaTO € H3II0/13BaHa

cepgHaTa KnacuQHKanms:

MHoOTO 9ecTd (2 1/10); wecta (= 1/100 no <1/10); siewectn (=1/1 000 mo <1/100); penxn (>1/10 000 mo
<1/1 000); mroro pemxn (<1/10 000), c HemzBecTHA YecTOTA (OT HATMYHHTE JAHHH He MOXe Aa 6ble

HanpaseHa OLEHKa).

Ilpu BeAKo rpymHpane 0 HECTOTR, HEXETAHHUTE JIEKAPCTBEHH PEakuii ca NPSIACTABCHH B
HOCNENOBATENHOCT, CHOTBETHA HA HAMAABAIIATA HM CePHO3HOCT.

Wndexiwn v vadecTamu
Penxi:

Hapyisenpa Ha HMyHHATA CHCTeMA
Penxn:

BpoHxuT, GapuHrT, CHHY3HT

OB6ocTpaHe MK aKTWBKPAHE HA CHCTEMEH JIYITyC
epuTemaroayc!

Hapymenns Ha MerabonuzMa ¥ XpaHeHETO

Heuectn:
Penxu;

Hewxuuny HapylIeHHS
Heuecrn:
Peaxu:

Hapyioesis Ha HEpBHATA CHCTEMA
Yeeru:

Heuectn:

Penxu:

Hapymienns Ha ouute
Pesman:

HapymeHus Ha yX0To i NabHpHHTA
HeuecrH:

Cupreynn HapyLleRUs
Heuecty:

Crpaosat HapyueHus
Heuecrn:

XunokanHeMus
XHnepypHKeMus, XHIOHaTPHEMHA

TpesoxHoCT
Henpechs

3amaiigaue
Cunxon, napecresus
BescpHEe, HapyINEHHS HA CHHA

Bu3yannu cMyLueHus, 3aMERICHO 3peHHE

Bepruro

Taxuxkapaus, apuTMHH

XuIoToOHuU, OPTOCTATHYHA XHIIOTOHHA

PECHHpaTOPHH, I'PBAHH B MEAHACTHHANIHH HADYIDCHHUA

Hevnecrn:
Penu:

CroMaluBo-ypeBHN HAPYIISHHA
Heuectn:
Penxu:

DE/M/6723/001-002/B/D20/G

JlucnHes
Pecnupatopen aucTpec (BKTIOYHTENHO MHEBMOHHT 1
GenoapobeH oTOK)

Jnapusa, cyxora B ycTara, IOAyBaHe HA KOpeM:
Kopemna Gonxa, 3aniek, JUCTICNCHs, NOBPBLY
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XenaroGunuapHy HapyeHH]

Peaxu: AbGnopMHa yepHOAPoOHa DyHKUAL MepHOAPOOHO
HapyLIEHHE?

Hapymemm Ha KOXKAaTa ¥ MOAKOKHATA TPKaH

Penixu: AHrnoezeM (u ¢ daTaneH u3xof), epurema, cepoex, obpus,
XHIIEPXHAPO38, YPTHKAPHS

Hapymenns Ha MycKy/IHO-CKENeTHATAa CHCTEMA H CHEIHBHRTEITHATE THKAH

Hewectu: Bonxka B rep0a, MycKy/iHH cliasMu, MEAITHSL

Penxu: ApTpanrus, MycKY/THH KpaMmini, Gonka B xpalinuire

Hapymenns Ha penpoayKTHBHATA CHCTEMa H TbpIaTa

Hevecu: Epextunda nuchynxuns

OO0my HapyiieHHS ¥ eeKTH HA MACTOTO HA MPHIOKEHHE

Heuectn: Bonka B ripauTe

Penxu: I'punononobro 3abonasane, Sonxa

Hacnenpsanms

Heuectu: TloBureHa NMKOYHA KHCETMHA B KPLETA

Penxu: [ToBumeH KpeaTHHHH B KPBETA, [TOBHLIEHA KPEATHH

thochoxnHaza B KPhETA, NOBHINEHH 4ePHONPOGHH SH3UMH

I: Ha 0azaTa Ha MOCTMAPKSTHHTOBHA OIUT
2: 3a no-nonpobrO OUKCcaHKe, MO, IpOUeTeTe NOXTONKA ,,OnUcante Ha u3BPaHY HENCERaNY
nexapcmeenu peaxyuu'*

Honvanumenna unpopmayua 3a omoennume koMrROHEHMY

Hexkesanu peakiyi, cho61aBany MpeH TOBA ¢ BCOKH €AHH OT OTAEMHATe KOMINOHEHTH, MOTAT [a
6bAaT nOTEHNHANHH HENENAHH PeakITiy 3a TabNeTKITe TENMUCAPTaH/XHAPOXIOPOTHA3KA, JOPH A4 HE
ca HabmonaBaly B KNIMHHYEWTE M3NATBAHHUA C TO3H JIEKAPCTBEH [IPOAYKT.

TenmpucapTan:
Hexenasu rexapcTBEHH peakiliH, HabnoAaBany ¢ NoAo0Ha YeCTOTa IPH TPETHPAHH ¢ nauedo u
TEJIMHCAPTAH NAUMEHTH.

Obuara yecToTa Ra HeKenaHWTe JeKapCTBEHN Peakimy, chobasany npe TenMucapTan (41,4 %) e
CPABHMMA ¢ Ta3H NPH 1w1aneto (43,9 %) B WIHHHMHH W3IMTBaHNS, KORTPONHPAHH ¢ Nnane6o.
Creanyre HekeNaHH JIEKAPCTBEHH PEaKLINM, W30pOeHH IO-A0MNY, ca CHOPaHH OT BCHYKM KIHHRYHR
W3NHTRAHNA C MALMEHTH, NEKYBAHU C TEIMHCAPTAH 328 XHNEPTOHHS H/IH NPH NAUMEHTH Ha BB3pacT 50
H [IOBEYE TOJHHHE C BUCOK PHCK OT CHPACYHOCHIORH ChOHTHA.

Hudekunn H HRGecTaluH

Heuecn: Ungexiya Ha ropauTe JHXaTe/iHu MbTHING, HHpEKIHS Ha
OHKOYHYTE TBTUIA, BKIIOYHTENHO UHCTHT

Penky: Cenciic, BRIIOUMTENHO ¢ daTanied kpai®

Hapyiienus Ha kpbBTa M Mum¢HaTa cHcTeMa
Heuecth: AHeMHR
Pemian: Eosnnotunmus, TpoMOOLHTONEHUS

Hapymenaa Ha HMyHHaTa cHcTeMa
Pemxu: CBpBXYYBCTBHTEIROCT, AHADMIAKTHYHH D
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Hapyurerss Ha MeTaBonusMa 1 XpaHeHeTo

Heuecrm: XunepranaeMuns

Peman: Xunoraukemns (Npy NalMeHTH ¢ Anaber)
Cupacyny Hapywenus

HeuectH: BpaguxapEan

HapyimeHna Ba HEpRHATA CHCTEMA
Penxn: CrHMMBOCT

Pecriipatoptu, MpbAHE # MEAHACTHHANTHH HAPYIIEHBS
Heuecru: Kaummnmuna
Muoro peaxy: Hurepcriunanya Seaoapobra 6onect

CToMauHoO-4peBHI HapyHeHHA
Pejxn: Cromauren auckomdopr

Hapyuienus Ha xoaTa B NOAKOIKHATA THKaH
Peaxwu: Ex3eMa, nexapcreeH oOpuB, TOKCHIeH KoxkeH obpus

Hapyluensa Ha MyCKyNHO~CKENETHATA CHCTEMA M CheRMHMTEIHATA ThKAH
Penxu: Aprpo3a, HosKa B CyXOKWIHATA

Hapyienss Ha 656pe1MTe 1 NHKOYHUTE NETHINA
HeuecTn: BrOpeuro yppe:kzaHe (BmOIATENHO ocTpa GuOpedna

HEeJOCTATHUHOCT)

Of1m HapyleBnd H eheKTH Ha MACTOTO HA IPHITIOKEHHE

HeuwecTw: AcTeHun
Hacnenpanus
Penxu: Hamainen xemornobua

3: 3a no-noapobHO onNHcaHKue, MONA, NPOYETETE TIONTOUKA ,,Onucanye Ha UIGPAHY HENCERaNY
aexapcmeenu peakyuu

XHApOXTIOPOTHAIUA; :
Xuaapoxj0poTHa3HA MOXKE 13 NPHMBHSABA WIK 000CTPA XHTIOBOIEMHA, KOETO MOXKe Aa AOBEaE O
esrexTponuTed auchanauc (Bx. Touxa 4.4).

Hexenanure nexapcTBeHH PeaklMH ¢ HER3BECTHA YeCTOTA, CHOOIABAKM TIPH CAMOCTOATENHA
yroTpeba Ha XuAPOXIOPOTHARN, BKJIOYBAT:

Undexunn 1 undecraimu
C HeH3BeCTHa 4eCTOTa, Cuananeuur

Heomnmaamn — n06poxavuecTBeHH, 3/10Ka4CCTBEHH 0 HeOnpeaesnesH (BKi1. KHCTH ¥ TIOJHNK)
C HemnsBecTHa HecToTa: HemenanoMeH pak Ha Koxara (6a3a1HOKNETEUSH KapUHHOM H
CKBAMO3IHOKNEThYEH KapLUWHOM)

Hapymennsa Ha kpuBTa M THMHATE CHCTEMa
Pemku: TpomGoLyronesns (oHAKOra ¢ MypIrypa)
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C HeH3BECTHA YECTOTA:

HapyireHHs Ha HMYHHATA CHCTEMA
C HeM3BeCTHA 4eCcToTa:

ExgoxpuHHn Hapymenns
C HeH3IBECTHA YeCTOTA:

AnnacTHYHa aHeMHS, XEMONMTHYHA AHEMHS, KOCTHO-MO3BYHA
HEROCTATEIHOCT, TIEBKOTICHHS, HEYTPOIIEHNS,
arpaHyJIoLHTO34

AxadBnaxTH4HM PEAKIMY, CBPEXYYBCTBHTOAHOCT

HeanexrareH kOHTpON Ha 3axapeH guaber

Hapymenus Ha meTaGomI3Ma 1 XpaHeHETO

YecTH:

Penxu:

Muoro penku:

C HOW3BECTHA YECTOTA:

INeuxnunn Hapyzenna
C deH3BecTHa yecTora:

HapymieHus Ha HEPBHATA CHCTEMA
Penxu:
C HeH3BECTHA YECTOTA:

Hapymenus ga ogure

C HeM3BeCTHA 4ECTOTa

Crpnosu napymieHns
C HewsBecTHa YecToTaA:

XunoMmarneinemMus

XunepranpeMus

XunoxnopeMBYHA aKanoza

AHOPpeKcHS, HAMAJEH aneTHT, SIEKTPOIUTEH JHCOanaHc,
XHITEPXOIECTEPONEMHA, XUITCPIAHKEMHA, XHTIOBOIEMHA

BeanoxoiicTBO

I'napoBonue
3amasnoct

Kcanroncns, XopoHaaneH HAIHB, 0CTPa MHOMHA, OCTpa
3AKPUTORIBIHA NAYyKOMA

HekpoTuzHpaid BaCKyaHT

Pecnnpa’ropnu, TPBAHW H MEAHACTHHAIHH HAPYIRSHMA

MHuoro peagu:

CroManiHo-4pepHH HapyDICHHUs
Hecru:
C HensBecTHA “eCTOTA,

XenarobuauapHu HapyILICHHA
C HeH3BECTHA YECTOTA:

Octhp pecuparopen auctpec cusapoM (OPC) (sx.
T0uKa 4.4)

Tanene
[lauxpearur, cromaues gackomMpopt

XemarouenynapeH HKTep, XONeCTATHYHA JKBITESHHIA

Hapymeﬁun Ha KOXKaTa M NOAKOKHATE ThKaH

C Heu3PeCTHA YeCTOTA:

Jlynyc-noaobed cHAAPOM, pEaKIid Ha QOTOUYBCTBUTENRHOCT,
KO2KEH BaCKyJHT, TOKCHYHA eNHAePMATIHA HEKPOIMH3a,
epUTeMa My nTH(OpME

Hapytiens Ha MycKyaHO~CKENETHATA CHCTEMA W CheAHHUTENHATE THKAH

C HenaBecTHA YECTOTA:

Hapymenus Ha 6p0peuiTe ¥ MAKOUHATE MHTHINA

C HeH3BECTHA YeCToTa:

DE/M/8723/001-00218/020/G

Cnabocrt

HurepctHuyanen Hedput, 5n6peuna nucd
TIIIOKO3YPHA
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O6mm HapyInenus H ehexTH Ha MACTOTO Ha IIPRIGKEHHE

C HensBecTHa decToTa: Tupexcus
Hzcnenpanus
C HEH3BECTHA MECTOTA: TNosuimesny TPUIIMLEPHAK

Onucanue na us6panU HEXNCERAHYU NEKAPCMBEHY PeaKijui

A6HOpMHA wepHOApOb: HePHOAPOGHO HAPYIICHUE

Iobeuero cryuan Ha aGHOpMHA yepHOIPoOHA DYHKIHA/MEPHOAPOGHO HAPYIIEHNE OT NOCT-
MapKeTHHIOBHSA OMHT ¢ TeIMHCApTaH C& npH nauueHTy oT Snonus. Upa nammenTty or AnoHus uma
[O-roJisMa REPOATHOCT Jja CE TIONY'JAT Te3H HeXKElIaHH JeKAPCTBEHH PeaKIfHH.

Cencuc

B uznuteaneto PROFESS, ce Habmonapa noBHINeHA YeCTOTA HA CETICHC TIPH TEAMHCAPTAH B
cpapnesne ¢ nnauebo. CrbuTHeTo MOXKe Aa € CydyaHa HaX0OKa HITH J1a € CEBP3aH0 ¢ HeH3BECTEH 3a
MOMEHTA MEXaHWIBM (BiK. ToUKa 5.1).

Hureperviuanua Genonpobua 6onect
Cnyuau Ha MHTepcTHUMANHa Genoapobua Sonect ce cpoBIABAT B NOCT-MAPKETHHIOBHA TIEPHO, IPH

HaHYHE HA BPCMEHHA BPB3Ka ¢ NPUEMaA Ha TCIMHCAPTAH, lefl"'ll/l}l}la BEDPB3KA obave He ¢ YCTaHOBCHA.

Hemenanomen pak Ha Koxara
B13 0CHOBA HA HATHYHHUTE JAHHH OT ENMASMHONOTHYHH NMPOyYRaHNA ¢ HaGMoAaRaHa 3aBHCHMA OT

KyMy/JaTHBHATa 1033 Bpb3ka Mexay XXT3 n HMPK (sx. chimo Toukd 4.4 1 5.1).

Crofmagane Ha TOTO3HPANH HEKEIIAHY PEaKIUK

CrobmasaneTo Ha IONO3WPAHK HEXENAHK PeakiMK cie]| paspeluasate 3a ynorpeba na nexapcrseHns
TIPOAYKT € BAXKHO. TOBA TIO3RONABA A4 NPOALIDKH HabIoAeHHETO Ha CLOTHOINICHHETO NON3A/PUCK 3a
NEKAPCTBEHAA MPOAYKT. OT MEAHIIHHCKHATE CNEUNATHCTH Ce W3HCKBA Na Cho0IaBaT Beska
[IOI03HpAHA HeKeIana peakiig dpes ManhaHuTenna areHims no JekapeTBata, yi. ,,JdaMan I'pyes”
Ne 8, 1303 Codus, ten.: +359 2 8903417, yebeaift: www.bda.bg.

4.9 Ipeposepane

Hudopmaimara 3a TE/IMBCAPTaH [0 OTHOLICHHE NPERO3HpaKe NPH Xopa e orpanueda. CrenenTa, 1o
KOATO XHAPOXAOPOTHA3KS CE OTCTPAHABA YPE3 XEMOHANHN3A, HE € OlpeeeHa.

CHMITOME

Haii-uzsBeHATE NPOABH Ha NPENO3HPAHE C TEIMHCAPTAH ¢ca XUITOTOHUSA U TaxHkapaud; Gpaguxapams,
3amalipane, NOBPEIIaHeE, NOBHIIABAHE Ha CEPYMHUA KPeaTHHUH H ocTpa 650petina HenoCTaTEUHOCT
CbIno ca crolmasany. [IpenozupadeTo ¢ XHAPOXIOPOTHAZK] Ce CBBHP3BA ¢ SISKTPONNTHO H3vuepBaHe
(xHMnoKanueMus, XHIOXTOPEMHES) H XUITOBOJIEMUA B PEIYNTAT HA NpeKOoMepHaTa Auypesa. Haii-
YeCTHTE NPOJRA ¥ CHMIITOMM HA MPEJO3NpaHE CA FaJCHe B CHHIHBOCT. XHITOKAIHEMHATA MOXKe Jia
DOBENE A0 MYCKY/HH CIIa3M¥ U/HNH aKUCHTYHPaHa apHTMAA, CRBP3aHa ChC CHIPOBOKIALIATA
ynoTpeba Ha AMCHTATHCOBH TMIHKO3HAN WM OTIpeIeNeHH NTPOTHBOAPHTMUYHY TeKapCTBeHd
NPORYKTH.

Jleuenue

TenMucapTal He ce OTCTpaHgRa ¢ XeMoauamiza. [lanuenToT Tpa6Ba fa 6ba¢ HenpexsCH
MOHHTOPMPAH, a NIeueHHeTo Ja Obae CUMITOMATHHHO H OARBLpKao. JlevyeHuerTo 3a
Ha TOTIBUIAHETO H TeXeCTTa Ha CHMIrToMuTe. Tlpenaranure MepKyl BITIOYBAT TIPE
NoBpbiliaHe Wi cromamiet nasax. [Ipu nedeHreTo HA NpeaO3NpPane None3eH MOXE B
aKTHREWAT BhINeH. YecTo TPAGEA [a ce HAGIONABAT CepyMHHTE eNeKTPONHTH U KpAATSE
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NosABa Ha XHOTOHHUS, TAUHEHTHLT TpAOBa Na Obe NocTaBeH B JIErHANO NONOKEHHE, KaTo GBp20 ce
TIPHIOXKH 338MECTBAINA TEPAIMA CBC CONHM M TEYHOCTH 32 KOPHrupane Ha obema,

5.  ®APMAKOJIOIHYHH CBOHCTBA
5.1 ®dapmakosHBAMHYRE CBOlicTBA
GapmakoTepaneBTHUHA rpyna: AHTArOHHCTH Ha anrroTessud 11 1w auyperuim, ATC kon: COIDAGT

Tabneriure Termmvucapran/Xuapoxnoporrasuy Tesa ca KOMOHHALHA OT TE/IMUCAPTAH - AHTATOHHCT
HA PeNENTOPHTE HA aHruoTeH3HH [ ¥ THa3uaHEA RuypeTHK XHuapoxaopoTnasna. KoMGuHaumaTa ot
TE3W CHCTABKK HMA ANHTHBEH AHTHXHICPTCHIUBEH e(heXT, HaMangpaiiky KPbBHOTO HANATAHE NIOBEYS
OTKOIKOTO BCEKH OT KOMIIOHEHTHTE nooTaenyo. TIpunoxkeHneTo Ha TabneTkuTe
Temmucapran/Xaapoxaoporuasys Tesa eNVH BT AHEBHO OCHIYPABA 6QEKTHBHO H IUIaBHO
NOHHKCHHAE Ha KPBBHOTO HaNATaHe B TEPAaNeBTHYHHA RHURIIA30H.

MexanmysM Ha AelicTane

TeaMHcapTa € nepoparHo edekTUBeH 1 criel(HYeH AHTATOMMCT Ha AaHrHOTeH3HH 1 peuenTopure
ot noasun 1 (AT)) . Tenmucapran uzmectpa anrdorersud I ¢ MHOTO BHCOK aQHHHTET OT MACTOTO My
HA CBBpIBaHe ¢ peuenTopure or nofsiA AT, kOHTO ¢a OTFOBOPHM 32 H3BECTHHTE NeHCTBIA Ha
anrvoren3nd I, TenMucapran HAMa HHKAKBA YACTHYHA ATOHMCTHYHAE AKTUBHOCT BEpXY AT
peuenropute. TeMECapTaH ce CRBPIBA CENIEKTHBHO ¢ penenTopure oT moaeux AT CenpsBauneTo e
IpoaLRKHTENHO. TeIMHUCApTaH He MoKa3Ba aduHHTET KBM APYTH peuenTopy, BnoynTeno AT, n
npyru, no-cnabo xapakrepau AT pererrropu. (DYHKUMOHIHATA PO HA TE3U PELIETTOPH HE €
M3BECTHA, HATO e(EKTa OT TAXHOTO EBEHTYATHO CEPLXCTHMYITUpaHe OT aHrHoTeHsuH 11, yndro Husa
¢e MOBHIHARAT NpH NPHAOKEHHE Ha TeIMMcapTas. TeMHcapTaH NOHWKABA TU1a3MEHHTE HUBA Ha
angocTepon. TeanMucapTan He NOTHCKA peHHHA B IUIA3MATa IPH XOpa H He Gnokupa HOHHITE KaHAanM.
TenmucapTati He IOTHCKA aHMHOTEH3WH KOHBEPTHPALIHA eH3kM (kunnHa3a I1) - eH3uMa, Kolito
pasrpakaa cullo v 6pagukuruy. [fopaaw ToBa He ce OUaKRa TIOTEHLMpPaHe Ha MENMUPAHH OT
OpanuKHHAR HEKENAHH JIEKAPCTBEHW POaKIIHH,

Ilpu ao3a 80 mg TenMucapTa, MpWioXKeHa Ha 3APaBH JoGPOBONIIH, IOYTH HAWBIHO €& MOTHCKA
NOBHIUABAHETO HA KPHBHOTO HAIATAHE, TIpeHsRHUKane or aurnoTensnH 11, EdexTrT Ha noTuckane ce
noaxaspxa sag 24 u € Bee oule u3MepkM A0 48 vac.

XuapoxnopoTHa3ill e THASHICH AMYPeTHK. MeXaHu3IMET Ha aHTUXHIICPTEHZHBHIA edeKT Ha
THAIMAHUTE AMYPETHLH He € HAITRIHO M3acHeH. THazHauTe HMaT edexT BLpxy OulpeunTe TyOYIHA
MEXaHH3MK Ha CNEKTPONHTHE peabcopbiid, MUPEKTHO NOBMINABANKH eKCKPEIUSTa Ha HATPUi 1 Xiop
B DPHOIH3UTEIHC eKBHBANEHTHH KoNuyecTa. JJUyPeTHUHOTO NelicTBre Ha XHAPOXAOPOTHA HA
HaManBa IWiasMeHKa o0eM, NOBHIaRa AKTHBHOCTTA HA MITAIMEHHA PEMHH, NOBHINABA CEKPELMATA HA
AfAIOCTEPOH, ¢ MOCEABAIIO NOBHINABAHS Ha ypHHapHaTa saryGa Ha Kanuii » GnkapOonaTy v
NIOHHKABAHE Ha CepyMHMA Kanuii. Hail-eepoaTHO Ypes 010kana Ha CHCTEMATA PEHHE-AHTHOTEH3IHH-
ATAOCTEPOH, CAHOBPEMEHHOTO NPHIOKEHME ¢ TENMHBCAPTAH NMa TEHICHIUMA 33 00PaTHMOCT Ha
3arybata na Kanui, cBbp3aHa ¢ Tesu nuypetHun. [lpy XuapoxmopoTHasHa, HAYATOTO Ha AHYPE3aTa €
cnen 2 yaca, a MakcumManeH edexr ce Habmonasa caen okono 4 Haca, KaTo ASHCTBHETO NepCeueTHpa
npudnu3uTenHo 6-12 yaca.

@apMaKoIUHAMIYHHN edexTH

JleueHue Ha eCeHIMANHA XHIIEPTOHAS
Cren ITLpRATA /1032 TEAMHKCAPTAH, BHTHXHIICPTEHIHBHATA aKTHBHOCT NIOCTENEHHO Ce TIPOABIBS
pamkKTe Ha 3 yaca. MakcHManHO NOHIKeHHEe HA KPBBHOTO HANATAHE KaTO L0 e YOI
CeAMHI CNIEM 3aN0YBAHE HA JICUSHHETO H € MOCTOAHHO NPH NPOXBIKKTENHO TEHEHNE,)
AHTHXHIIEPTEHIUBHHAT eeKT NePCHCTUPA HENPEKsCHATO 24 4aca cnel aosupanero 4 gk
TOCTIEIHUTE 4 uaca Mpeay ciepaliaTa 1038, KAKTO € ZOKa3aHo ¢ aMOynaTopHy usMdpul
KPBBHOTO HanaraHe. Topa ce NOTBBbPAKAABA OT U3MEPBAHNS, HANPABEHH B TOUKATA U4
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edexT 4 HeMECPEACTBEHO NPEAN CIEIBANATA J038 (CHOTHOWEHMETO MEARY HAB-HUCKOTO HUBO B
MaKcHMYMa € nocTogHHo Han 80% cien nosu ot 40 v 80 mg TeaMucapTaH B KOHTPOMPAHH ¢
wiauefo KAHHEYHH NPOYYBAHHA).

TIpH nauHeHTH © XANEPTORUS TEIIMHCAPTAH HAMAIABA CIHOBPEMEHHO CHCTONHYHOTO M
AHACTONHMHOTO HaNsrane 6e3 Ja Bvse BBPXY MYyNICOBATA HECTOTA, AHTHXHITCPTEH3HEHATA
€(pHKACHOCT AA TETMHCAPTAH € CPABHUMA C TA3H HA APYTH KJIACOBE SHTHXMIIEPTeHIHBHH
JIEKapCTBEHH NPOAYKTH (IEMOHCTPHPAHO B KITHHHYHH HINHTBAHHA, CPABHABAIIH TEAMUCAPTAH C
AMJOAMITHH, ATEHONOJ], ERANATIPHIL, XUAPOXFOPOTHAZHI H JIH3HHONPHT).

YTIpH pa3ko criApaHe Ha JIEUeHUETO ¢ TEMMUCAPTAH, KPEBHOTO HAIINTAHE NOCTENEHHO C€ BPBINA KBM
CTOMHOCTUTE NpPe/TH JIEYSHHETO 34 MEPHOZ OT HAKONKO AHM (63 JaHHH 33 TIORTOPHO Pa3BHTHE HA
XHIISPTOHMA.

YecToTara Ha CyXaTa Kailnikiia € 3SHAaYHTE/IHO NO-HHCKA NIPH NALUHeHTH, NeKYBAHH ¢ Te/IMHUCapTaH, B
CPaBHEHME C Te3H, ITONYHIHIH HHXHﬁHTOpH H3 aHTHOTEH3HH KOHRBEPTUPALIMA €H3IHM, NeMORCTPHPRHO
B KJIMHHYHN M2IHTBAHHA CpaBHABAIH JBETE AHTHXHIICPTCHIMBHA JTCUCHHA.

Knvuvuha edukacHoct i fesonacHocT

Crpae4Ho-ChA0B2 MPOQIJIAKTHKA

ONTARGET (Texymo rnobanso npoyuBaHe Ha KpaitHu TOUKH TPH NPHIOKECHHE HR TE/IMUCAPTAH
CaMOCTOATENHO H B KOMOHHALMS C PAMHTIPHN) CPABHARA edexTHTE Ha TEIMHCAPTAH, PAMMIIPHI U
KOMOMHALHMATS OT TEIMACAPTAH U PAMHNIPMI BPXY ChPACHHO-CHAOBHA HIXO0A IIpH 25 620 nauuesTn
Ha BBR3pacT 55 FoNMHHE WiH NO-BH3PACTHH, C dHAMHE3a 38 KOPoHapHa apTephaina GoecT, MO3bUeH
HHCYJIT, NPEXOREH HCXEMHUEH NPHCTRIL, eprdepHO apTepHanHo 3a00NIBaHe WIN 3axapeH qnafer
THI 2, NPUAPYXKEH C JAHHM 32 KpaiHa CTelen Ha OPrarHO YBpexJane (KaTo PeTHHONATHS,
JieBOKaMepHa XHIEPTpo(UsA, MaKpo- HIH MAKPOAnOyMHHYpH ), KOWTO ¢a TIOMyNAuys ¢ pUCK OT
BB3HMKBAHE HA CHPAEYHO-CBIOBH HHLIAZSHTH.

TaumenTHTe Ca paHIOMU3HPAHH KbM €4HA OT C/ieHMTe TPH IPYIH HA NeYeHHe: Teimucapran 80 mg
(n=8 342), pamunpun 10 mg (n=8 576) wi xomOuHaNuATA OT TeNMucapran 80 mg 1 pamMunpun
10 mg {(n=8 502), c mocneABamo cpeAHO BpeMe Ha NpociensBane 4,5 rojH=H.

Tenmucapran nokassa cxoneH eeKT ¢ paMHIPW 3a HaManABaHe Ha [TLPBHYHATA KOMOMHMpaHa
KpaHHa TOYKa OT CEPACYHO-CLI0OBA CMEPT, HedaTaneH HHGAPKT Ha MHOKapAa, HedaTalleH MO3BEUEH
HHCYNT WIH XOCIMTANW3ALMA OPAAHK 38CTOHHA ChpAeiHa HeROCTATLYHOCT. YecToTaTa Ha
N'BPBHYHATA KpaiHa TOYkA € CXO/IHa B TPYTIHTe Ha TenmucapraH (16,7%) u pamunpun (16,5%).
KoeduumenTsT Ha pHcK 3a TeAMUCAPTaH ciipaMo pamunpin e 1,01 (97,5% JIA 6,93 - 1,10; p (ue no-
noma eduxacHoct) = 0,0019 npu rpasmua 1,13). IIpoueHTHT Ha clyYanTe Ha CMBPTHOCT MOPaRH
KaKBATO M [ia € MPHYHHA € ChoTeeTHO 11,6% 1 11,8% cpen nanueHTHTE, ICKYBaHH ¢ TCRMHCApTad H
PAMHITPUL.

YcTaHOBEHO €, 4e ePHKACHOCTTA Ha TEIMUCAPTAH € CXO/HA ¢ TA3H Ha PAMUIIPHA IPY NIPeIBaPHTENIHO
ofipefieieHaTa BTOPHYHA KpaliHa To4YKa Ha ChpPICYHO~-CHAORA CMBPT, HedaTaneH HHdapKkT Ha
MuOkapna 1 Hearanen mozbuen uncynt [0,99 (97,5% U 0,90 ~ 1,08; p (#e no-nowa edukackoct) =
0,0004)], mepprynara kpalitia Touka B pedepesitHoTo npoyusane HOPE (Tlpoyyrane 3a oleHKa Ha
ChpAeutud H3X0N NPy TPOPHUNAKTHKE), KOETO poydsa edekTa Ha paMMIPpU Cnpsamo niauebo,

IIpoyusanetro TRANSCEND panaoMushpa nauseHTH ¢ HenoHocuMoceT koM ACE nuxuburopH cue
CXOAHH KpyTepHH 3a pIioqBade Kato upoyusanero ONTARGET, wa renmucapran 80 mg (n=2 954)

CTATHCTHYECKH 3HAYHMA PALIHKA B YECTOTATA Ha ITHPBHYHATA KOMOUHHpaKa KpaiHa
(chpaeuHo-chROBa CMBPT, HehaTanes MHbAPKT Ha MUOKapAa, HedaTATEeH MO3BYEH Uf
XOCHHTAIM3AIH IOPAJH 3aCTOMHA ChpleyuHa HeaocTarpunoct) [15,7% B rpynara Ha
17,0% B rpynara va nnaueto ¢ xoeguumeHT Ha puck 0,92 (95 % M 0,81 ~ 1,05; p
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JAHHH 34 NIOJ3a Ha TEJMKCAPTAH B CpaBHERHE ¢ Iauebo NpH NpepapuTeNHo ONpeaeieHaTa
BTOPHYHA KOMOHHHpaHa KpaliHa ToUKa 0T ChPACHHO-CHAOBA CMBPT, HedaTaneH HHPapKT Ka
MuoKapaa H HepaTanes moswuen uucynt 0,87 (95% M 0,76 — 1,00; p = 0.048). Hama nannm 3a
10132 NPy CHPACHHO-CHAORE CMBPTHOCT (Koeduiment Ha puck 1,03, 95% ITH 0,85 - 1,24).

Katumuna v asruoeseM ce cro0laBaT NO-PAAKO NPH MAIHEHTH, JIKYBaHH ¢ TEIMHCAPTaH, OTKOIKOTO
TIPH NAlHEHTH, JIGKYBaHK ¢ PAMHIIPHJY, A0KATO XHIOTOHUA Ce ChO0MaBa NO-UECTO MPU TEIMUCAPTAH.

KoM6GHHApaHeTO Ra TEIMUCAPTAH C PAMHOPWI HE YRENUYABA 1013814 CHPAMO PAMHIIDHI HJIH
TeNMHCAPTAH, IPHIOKEHY camocTosTento. CrpAeHRO-CHA0BATa CMBPTHOCT U CMBPTHOCTTA IOPAJM
KAKBATO Y J1a € RPHYHHA C& YHCIEHO NO-BHCOKHA NpH koMbusaimaTra. OCBeH TOBA UMA 3HAYHMO 1HO-
BHCOKa JeCTOTA Ha XMIlepKaikeMus, GL0peuHa HeloCTATBUHOCT, XHIOTOHHA H CHHKON B IPYIIATA C
xoMOHHaumaTa. [lopany Ta3u NpHYHHA, eXHORPeMEHHATa YIoTpeba Ha TeIMHCAPTAH M PAMANPHI He
e MpernopLYBa IPH Tasy NomyIalns,

B manursasero ,,CxeMa 3a NpeBeHUMA ¢ e ¢PeKTHBHO H30ArBaHE HA NOCISABAIH HHCYIITH
(Prevention Regimen For Effectively avoiding Second Strokes, PROFESS) npu nanyenTy Ha BE3pacr
50 u noeede roAHHM, KOHTO ca NPEKAPANH HACKOPO HHCYIIT, ce 3a0eif3sa NOBHINCHA 4eCTOTa Ha
CencHuc npy TelMHCApTaH B cpaBHEHUE ¢ Tanebo, 0,70% cfy 0,49% [Koed. Ha prcxa 1,43 (95%
HHTepBan Ha nopepurentoct 1,00 - 2,06)]; yecroTata Ha cay4aBTe ¢ GaTaNeH cencyuc HAPACTBA IPH
natueHrHTe da resamucapran (0,33%) c/y naimenrure Ha nauebo (0,16%) [Koed. Ha pucka 2,07
(95% nrrepBan Ha nopepurensoct 1,14 - 3,76)]. Habnionapanara noBHilleHa YECTOTA HA CETICHC BBB
Bpb3Ka ¢ ynoTpebara Ha TeNMHCAPTAH MOXKE Ja € WAH CiTydaiiHa Haxoxa, WIH JIa € CEbP3aHa ¢
HEH3BECTEH 33 MOMEHTA MEXaHH3EM.

JiBe rojieMH paHAOMM3HpaHK KoNTponupany npoy4ysanus — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Texymo rnofanto M3nuTeaHe 3a
KpalHH TOYKH Ha TeIMHCAPTaH, CAMOCTOATENTHO W B xoMOHHaitHs ¢ pamunpin) 1 VA NEPHRON-D
(KnuuyyHo 1poy4saHe CRLP3aHO ¢ pasBHTHE Ha HedponaTds npH AnaleT, npoBeneHo oT
MHHHCTEPCTBO NO BEAPOCHTE Ha BETCPAHKHTE) — NPoyuBaT ynorpebara Ha komOunauwmsTa ot ACE
UHXHOWTOp ¥ aHrHOTeH3UH ll-penenropeH Gnokep.

ONTARGET e npoyusaHe, npoBeaeHO IIpH TALIHESHTH ¢ aHAMHEE3a 34 CHPAEYHO-CH0BA MM
MO3BYHOCHNOBA Gonect, Wi 3axapeH auaber Tan 2, MpRAPYXEHM ¢ NAHHH 32 YBPEKIAHE HA
edexTopHI opradH. 3a no-nogpobua naGopMalua BKTe pasael ,,CrpAeHHO-CBAOBA NIPeBeHIHA™ 110~
rope.

VA NEPHRON-D e npoyuBaHe fmpu nanseHTu cue 3axapen nvaber vn 2 u guabeTna HedponaTys.
Tesu npoyusaina He NOKaBaT 35aYNM Onaronpusted edext Bbpxy 660peuHHTe H/WIH CHpACUHO-
CBIOOBHTE NOCNIENHLH U CMBPTHOCT, KaTO CHINECBPEMEHEO C& HaGIIONABAHY TTOBUINEH PHCK OT
KHNCPKATHEMYS, OCTPO YBp&xAane Ha Os0penTe WM XHIOTOHHA B CPABHEHHE C MOHOTEPAITHATA.
Karto ce uMaT Bpeasun cxoanuTe UM (apMakoJHHAMHYHH CBOHCTEA, TE3W PE3YJITATH ¢4 MPHIOKMMH
u 33 Apyri ACE uExubHTOpE M asrioTeH3uH I-petenTopri 6a0kepH.

ACE unxuburopu u anruorexsis 1-peuenropan 6rokepn cneaosatenno He TpadBa na ce M3n0M3BaT
€AHOBPEMEHHO NPH naleHTH ¢ THaberna nedponarms.

ALTITUDE (Kiunyuro npoydsaHe NPOBEASHO ¢ ATHCKMPEH NPH NAlIEHTH Cbe 3axaped auabet Tum
2 ¢ wano/3BaHe Ha ChpaeuHO-CHR0BY M 610peunn sabonasanus KaTo Kpaituu To4KH) € TpoyHBaHe,
npeAHa3HAYeHO 2 H3CHE/Ba NMON3aTa 0T NoGARAHETO Ha ANHCKHPER KbM cTalHaaptTha Tepamis ¢ ACE
UHXUOMTOpP MM aHTHOTeH3HH [I-penemropeH 640kep MpH HALMEHTH CBe 3axapeH Adaber Thn 2 1
xporuyHo 6B0peuno 3afonaBaHe, ChpAeuHO~CBI0BO 3ab0ndBaHe Wik M gBete. [Ipoyusanero e
NpPEeKpaTeRo NPeXAEBPEMEHHO NOPAaM NOBKUIEH PUCK OT HEONATONPUATHE NOCACAHIH. KakTo

cuOuTHA (XunepkamneMss, xunoronns k1 6s6peuna nuchynkiws) ce crobmasar mo-
Ha anHCKEPeH, OTKOJKOTO B IpyniaTa Ha mwiauebo.
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EnuaeMucIoruaaHm pOYyHBAHUA NOKA3BAT, Y€ MPOABIDKRTEIHOTO JIEUCHHE ¢ XUOPOXTIOPOTHAIHL
HaManABg PHCKA OT CHPACUYHOCHAORA CMBPTHOCT H 3a6071eBAEMOCT.

Edexrire Ha PukcHpanaTa 10332 B KOMOHHALMATA TEIMHCAPTAH/XHAPOXNOPOTHASK BEPXY
CMBPTHOCTTA H CHPASYHOCHAORATA 3200/IEBAEMOCT 38 MOMEHTA C4 HEH3BECTHH.

Heguarpudna nomynamps
EpporieiickaTa areHius 1o JIEKApCTBaTa 0¢BoG0KAABA OT 3aIL/DKEHHETO 38 NPESOCTABSHE Ha

PeAYATATHTE OT MPOYUBAHKATA C TEAMMCAPTAH/XRIPOXTOPOTHAZU] BB BCHUKH NOArPYIIH Ha
NEAHATPHYHATA NOMyNalkd 1Ipy (BK. TOvKa 4.2 3a HuGopMaLWa OTHOCHO yrioTpeda B neHaTpHITa).

Hemenanomen pax na koxcama

B#3 0CcHOBA Ha HANWYHHTE NAHHK OT CTHIEMHONOTHYHH NPOYHBAHHUA € Ha0mogaBaHa 3aBHCHMA OT
KyMyJaTHBHAaTa 1033 BpE3ka Mexxxy X XT3 1 HMPK. Eano npoyusane RIIIOYBA DOMYNALUHS, CHCTOAINA
ce ot 71 533 cayuan Ha BKK 1 8 629 coyuau na CKXK, u nomynaips ot choreeTHo 1 430 833 1 172 462
noxxonauM kouTpom, Bucokara ynotpeGa Ha XX T3 (kymynatueso =50 000 mg) e cBpp3ana ¢
kopurupa OR 1,29 (95% 1H: 1,23-1,35) 3a BKK 1 3,98 (95% [JU: 3,68-4,31) 3a CKK. Habinonasasa ¢
ACHA BPR3KA KyMyJaTHBHa 103a-0TroBop kakTo 3a BKK, Taka u 3a CKK. Jpyro npoyusake nokasea
BBE3IMOXHA BPB3Ka Mexy paka Ha yorHHre (CKK) 1 excriozuimnra Ha XXT3: 3a 633 cnyuan Ha pak Ha
ycTHHTE € nopfpana ronynangs ot 63 067 noaXonRIH KOHTPOIH, KATO0 ¢ H3N038a CTPATErHs 38
B3eMaHe Ha RpolH, onpeneneHa or pucka. JleMOHCTpHpana e Bph3ka KyMy/aTHBHE H033-0TTOBOD ¢
xopurnpan OR 2,1 (95% JH: 1,7-2,6), napacteamg no OR 3,9 (3,0-4,9) 32 Bucoka ynorpeba (~ 25 000
mg) ¥ OR 7,7 (5,7-10,5) 3a Haii-BrcOKaTa KymynaTtiepa no3a (~ 100 000 mg) (mK. chmo Touka 4.4),

52 ®apMaAKOKAHETHYHEA CBOHCTBA

KoMGHHHPaHOTO NPHAOKEHHE HA XMAPOXIOPOTHAIKA H TEIMHCAPTaH KAaTO 4e /i HAMA eeKT BhpXY
(papMaKOKMBETHKATA HA KOETO H JIa € OT JBETE BelNeCTRA NPH 3APaBH HBJMBHIM,

Abcopbuns

Teamucapran: Cnell nepopaiHo NPMIOKeHHe MaKCHMATHH KOHUESHTPALMH Ha TeIMHCAPTAH ¢e
gocrdrar 0,5 — 1,5 qaca cnex noaupadero. A6conjorHaTa GHOHATMMHOCT Ha TeIMucapTaH pH 40 mg
4 160 mg e crorBeTHO 42% 1 58%. Xpanarta nexo noBmwkaBa GHOHATHYHOCTTA HA TENIMUCAPTAH, ¢
peNylMpaHe Ha 30HATA MOA KPHBATA 34 IUIa3sMeHaTa KouleHTpauna/epeMe {AUC) ot okono 6% npu
tabrietka ot 40 mg # oxono 19% cuen po3a ot 160 mg. Okono 3 yaca clel NPHIKEHHETO
II23MEHATA KOHIIEHTpAlNA € e/IHa H ChIA, HE3aBHCHMO JajlH Te/IMHCAPTaH € IPHeT ¢hC 1M Ges
xpauna, Mankoto nosmkenre 8 AUC Re ¢e 04aKBa Jia IpeIH3RAKA PEIYKIMSA B TEPATNICBTHHHATA
aKTHBHOCT. TeJIMHCAPTAH He C& HATPYIIRA 3HAYMMO B TUIA3MATA NPH NOBTOPHO NPIHITOKEHHE.
Xunpoxnopornasug: Cnen nepopanso NPUICKSHHE Ha TAOIESTKH TeMHCAPTAH/XHAPOXNOPOTHAZH
MaKCHMATHH KOHUEHTPALIHY Ha XHAPOXIOPOTHAINS ce JocTurar npubnuzurento 1,0 - 3,0 uaca cnex
nosupane, Ha 6asara na kyMynaTupHaTa 6E0pewHa eKCKpeLs Ha XUAPOXIOpoTHazHaa, abcomoTHaTa
GuonanmuyHocT e oxono 60%.

Pasnpenenenne
TenMucaptan ce CRBP3Ba B IONAMA CTEIEH ¢ ILUTA3MEHHTE NPOTeHRH (>99,5%), npeauMHo ¢ anfyMiHa
u anda t-kucemusa rukonpoTend. Buaumust o0eM Ha pasnpefeneHue Ha TENMUCAPTAY €
npubaysarento 500 nUTpa, KOETO € MOKA3ATENHO 33 AOWBJHUTEIHO TEKAHHO CBbPIBAHE.
XupoXIOpOTHAZK] ¢ CBEP3Ba B 68% C MPOTEHHHTE B MIA3MATa ¥ HETORMAT BHIHM 00eM Ha
pasnpenenenue ¢ 0,83 — 1,14 Vkg.
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buorpaHchopMaig

Tenmucapran ¢e MeTabonusHpa Ypes KOHIOTALMA, KaTo GopMHpa PapMaKoIOrHIHO HEAKTHREH
ALMINTIOKYPOHKA. I IIOKYPOHMALT HA OCHOBHOTO CheJHHEHRE & eHHCTBEHHAT MeTabomuT
nACHTH(NUMpaH Npy Xopa. Clell eAMHUYAHE /1034 0T “C-MapKHPaH TeNMHCAPTAH, TIOKYPOHUTET
npeacrapnissa npudnusurenHo 11% ot uamepenaTa B nna3Mara pagnoaktieHOCT. Liuroxpom P450
W30CH3HMMITE He YUacTRaT 8 MeTabO/IH3Ma Ha TEIMMCAPTaH.

XuapoXnopoTHa3MALT He ce MeTabonmHpa NPy Xopa.

Ennmutupade

Tenmucapran: Cre HHTpaBeHO3HO HIIM TEPOPATTHO NPAIOKEHHE HA “C-MapKHpaH TEIMHCAPTaH,
[OBEMETO OT NPHAOKEHAaTa 1033 (>97%) ce enumunnpa ¢ dekannuTe dpe3 Arpyaa exckpeuns. CaMmo
M&JIKH KOJMYECTBA CC OTKPHMBAT B ypuHaTa. QCIIMAT [W1a3Mes KIHPHHC HA TEIMHCAPTAH Clie]|
nepopanHo npuaoxenne € >1 500 ml/min. TepmusanHHAT euMHEaUBOHEH TTONYXUBOT € >20 Yaca.
XHAPOXTIOPOTHASAA Ce EKCKPETHPA NOYTH M3LAIO0 KaTO HENPOMEHEHO BelIECTsO0 B YpuHaTa. OKono
60% oT nepopassaTa A03a ce enxuMuHHpPE 3a 48 Yaca, BEOPeUHNAT KIHPHHC ¢ oKoo 250 —

300 mV/min. TepmuHansvaT HoNyKHBOT Ha XHAPOXNOpoTHAsuA ¢ 10 - 15 uaca.

JlunetinocT/HeMMHEHHOCT

dapMakOKMHETHKATA HR NEPOPATHO NIPHIOKEHMS TEIMHCAPTAH ¢ HelIMHEHHa B 203H oT 20 — 160 mg,
€ HO-FONAMO OT NPONOPUHOHATHOTO NOBUINEHNE Ha IIA3MeHATe koHuerTpauHK (Cmax 1 AUC) npu
TOBHITABAHE HA AOIHTE.

XuapoxIoporHasHyi NOKa3Ba IMHeHHa GapMakoKMHETHKE.

E,Qgeu CREYULTHY RORVIAYUY

CTapyecKa BL3pacT
GhapMaxoKHHETHKATa Ha TEIMHCAPTAH HE CE PATTHYABA IPH NALMIEHTH B CTAPUSCKA BH3PaCcT B

CpaBHeHHe ¢ Te3H HA PB3paCT nod 65 rogrum.

ITon

ITiasMeHHTe KOHUSHTPRLHH HA TeNIMHCAPTAH OOHKHOBEHO ¢a 2 — 3 TLTH HO-BHCOKH TIPH KEHH B
CPABHEHHE ¢ MEKe. B KIHHHYHY H3NMTBAHMA 06aue He ce YCTAHORABA 3HAYHMO [IOBHIIGHUE HA
KPBBHOTO HAJIATAHE HIM B YECTOTATA HA OPTOCTATHYHATA XMIIOTOHHS npH ietH. He ce Hanara
KOpeKIHMA Ha 703aTa. CHINECTBYBA TEHACHLIMSA KBM II0-BHCOKH IINTa3MECHH KOHUEHTPALAY HA
XHIAPOXJIOPOTHA3HN DY KEHM B CpaBHEHUE ¢ Mbxe. ToBa He ce CHHTa 32 KIMHHYHO SHAYMMO.

Brbpeuno yepexnaune

BrOpeuHara exckpenys He JONPHHACA 38 KIMPHHCA HA TEAMHCAPTaH.

Ha GasaTa Ha CKPOMHHA OIMT ¢ fieko Ao ymepeto 6nOpeuno yBpexiaHe (KpeaTHHHUHOB KIHpPBHC 30 —
60 ml/min, cpenno okono 50 ml/min) He ce Hanara KOpeXIMA HA NO3ATA NPH NANMEHTH ¢ NOHIDKCHA
OnOpedna Qyukimd. TeaMucaprad He ce OTCTPaHAB2 OT KPhETa ¢ XeMoanamu3a. [Ipu naipent ¢
HapyicHa 6s0pedna GyHKIHA CKOPOCTTA Ha SNIMMUHHpPAHE Ha XMAPOXIIOPOTHAZHA Ce NOHWwKaga. B
THNHYHO NPOYHBAHE C NAUMCHTH, IPH KOMTO CPEAHVAT KPeaTHHHHOB KNHPBHC ¢ 90 ml/min,
CIUMUHALHOHHHAT NONYXKHBOT Ha XMAPOXIIOpoTHasu] ce nosuinasa. ITpu ¢yuxumonanno
aHepH4HH NaHEHTH ETMMHHAIMOHHKAT HONYXHBOT € oKofio 34 yaca.

YeproapobHo yppesknane
DapMaKOKMHETHUYHHMTE TIPOYUBAHUS [PH 4epHOAPOGHO YBpexKAaHe NOKA3BaT NORNIARAHE HA

abcomoTrara GuoHanuunocT Ko noyuty 100%. ExpMuHauHOHHHAT NOTYXKHBOT HE CE MPOMEHS 1Py
ALMEHTH ¢ YepHoApoSHO yBpexkaane.

53 Tipenxamurven JanHR 32 GezonacuocT

B npeastuHudHyE Opoy4BaHNA BEPXY 6€30NaCHOCTTA, HANPABEHH C €HOBPEMEHHO
h

TENMHCAPTAH H XHAPOXIOPOTHAIH] [IPH HOPMOTEHZWEHM IUTHXOBE K KyUeTa, 403

cpaBHUMa C Ta3H Ha KIHHWYHAS TEPANEBTHYEH AHATIA30H HE HPUMHHABAT JOHLIH
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KOMTO BEve He Ca HaOJIIOAABaHY MPH MPUIOKEHHETO HA BCAKO OT BEWISCTBATA IOOTAGIHO,
HabmoaasanuTe TOKCHKONOTHMHA HAXOAKH K&TO 4€ JIH HIMAT OTHOWIEHME KBM TEPANCRTHIHOTO
TIPHIIOKEHHE TIPU XOPa.

TOXCHKONOrMYHKTE HAXO/KH, MHOIO ROGpE H3BECTHH OT HPSIKIHHHYHHTE NPOYIBAHHA C
HHXHOMTOPH HA eH3KMMa, KOHBEPTHPAIL 8HIHOTEHIHH H aHTATOHKCTH HA POLEITTOPHTE Ha aHMHOTCH3HH
II, ca: nosmwkeH NapaMeTpy Ha YEPBCHKTE KPRBHM KIETKY (GPHTPOLIMTH, XeMOTNOOHH, XeMaTOKPHT),
npoMesH B 6s0peynaTa xeMOARHAMUKA {TIOBHIDEHHE HA YPEITA B KPEBTA H KPEATHHHHA), HOBHIICHA
AKTUBHOCT Ha INa3MEBUA PEHHH, XHITePTPOPHA/ XHIIePpIIa3ia Ha IOKCTAINOMEPYIAPHUTE KIETKH H
YBpexIaKe Ha CTOMatlHaTa urasuiia. CTOMAITHHTE ne3ny Moxe A3 OblaT

TIPEAOTBPATEHH/ NOTHCHATH YPe3 NepOpatHO NPWIOKEHHNE HA CONH U TPYTIOBO OTINIEAKAAHE Ha
»)usoTHHTe. [IpK Kydera ce Habmoaasa Junatauus ¥ atpodus Ha Ge0peunure TyOyau. Cunra ce, e
TE3M PE3YIITaTH Ce AB/DKAT Ha QapMaKoIorHyHaTa AKTUBHOCT HA TEIMHCAPTAH.

HsMa Ge3ciopHH JaHHH 38 TEPATOrCHHH eheKTH, HO NPH TOKCHMHE JO30BH HUBA HA TEIMHCAPTaH €
HabmopaasaH edekT BBPXY HOCTHATANHOTO PAIBUTHE Ha TIOKONEHHUETO, KATO [T0~-HHUCKO TENECHO TETII0
M 3a0aBeHO OTBAPSHE HA OYMTE,

TenmucapraH He M0Ka3Ba ZAHHH 32 MYTareHHOCT H CHOTBETHA KAPUKOHN¢HHA AKTHBHOCT B
MIPOYUBAHMS in Vitro H HAMA A2HHY 33 KAHIIEPOTCHHOCT NpPH NYbXoBe i MUUKH. [Ipoyyusaunsta ¢
KAIPOXNOPOTHA3H] TOKaIBAT aHAIOTHYHY J0KA3aTENICTBA 33 eHOTOKCHYCH HITH KaplMHOreHeH efexr
MIPH HAKOH €KCTIePHMEHTAIHH MoAend. ODUTET NPH Xopa o0aye ¢ XHAPOXAOPOTHAINA He TIOKa3Ba
HAITHYHE Ha BpB3Ka MEXIY HeroeaTta ynorpeba v NoBMIaBaHe HA HEOILTA3MHTE.

3a deTOTOXCHYHHS ROTEHUMAN! Ha KOMOUHAUMATA TEIMHCAPTAH/XHAPOXAOPOTHAIMI, BIKTE TOUKA 4.6.

6. PAPMAINEBTWYHU NTAHHH

6.1 Corenk Ha NOMOUIHATE BEMECTBA
Hatpues xunpokcusg

Xunpomernosa

Copburon (E420)

Mermymun

Mannron (E421)

Tanx

Marsxesnes creapar

Jlaxro3za MOHOXUIPAT
Xuapoxcunponmnenyiosa

Yeppen xenesen okeun (E172)

6.2 HecsamecTuMOCTH

Henpunoximo

6.3 Cpox ua roguoct

3 roauBEd

6.4 Cnenuasuu ycAOBHS Ha ChXPaHeHHe
To3n nexapeTBeH MPOAYKT HE H3HCKBA CTICIAATHH YCIOBUA HA CHXPaHEHHE.

6.5 Bua s coabpkaHRE HA ONAKOBKATA

Anymuruii/anymunuit Gaucmepu (OPA/Al/PVC/AID)
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Bugose onakosxu: 7, 10, 14, 28, 28x1, 30, 30x1, 50x1, 56, 60, 84, 90, 90x1, 98, 100, 112, 120, 156
wi 300 rabnerkn.

He seudky BHROBE OMAKOBKH Morar Aa ObJAT IMyCHATH Ha Hazapa.
6.6 CoenaanAH NpeINAIHA MEPKH OPH M3XBLPAnne 1 palora

Hen3nomsBaHHAT JIeKapcTBEH MPOLYKT WK OTHaXb4HHTE MATEPHAIM OT HEr0 TPIGRA A4 C& M3XBBAAT

B CROTEETCTBHE C MECTHHTE M3HCKBAHWS.

7.  TIPUTEXATEJ HA PASPEIIEHHETO 3A YHHOTPEBA

Teva B.V.

Swensweg 3, 2031 GA Haarlem

Hupepnanams

8. HOMEP(A) HA PASPENIEHWETO 3A YOOTPEBA

Per. No 20140081

9. JATA HA ObPBO PASPEIUABAHEMIOTHOBABAHE HA PASPEHIEHUETO 3A
YHOOTPEBA

Hata 8a oepBO pasperuasane: 27 mapt 2014 r.

Jlata Ha nocieHo noauosasane: 02 anpun 2019 .

10. JATA BA AKTYAJIH3NPAHE HA TEKCTA
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