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1. HMEHA JEKAPCTBEHUS IPOAYKT | R/ k7 Fp - 1077
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Tenmumes [lmoc 80 mg/12,5 mg Tabnetcn P . i3 12 2[121

Telmimed Plus 80 mg/12,5 mg tablets R LU L P ST LI b R b haestiripmeamee

2. KAYECTBEH H KOTMYECTBEH ChCTAB

Besika Tabnerka cuabpaxa 80 mg Tenmucapran (telmisartan) u 12,5 mg XuapoXI0poTHA3HA
(hydrochlorothiazide).

IToMoLIHO BENecTBO ¢ HABSCTHO AEHCTRHE:
Besika Tabnerka cvabpxa 49,8 mg naxroza MOHOXHIpAT.
3a MBJIHKA CIMCHK HA MOMOIIHUTE BEIIECTBA, BIXKTE TOYKA 6.1.

3. JJEKAPCTBEHA ©®OPMA

Tabnerka ¢ auameTsp npuba3uTenso 10,5 mm.
Kpwrinua asycrnofine Tabnetku ¢ G471 M PO30OB L{BAT.

4, KJAMHHYHH JAHHHA
41 TepaneBTHYHH NOKAIAHAT
Jleuexude Ha eceHLHAIHA XUIEPTOHMS.

Kombunupanusr nexapctser npoxyxt Tenmumen [lmoc e ¢ duxcHpanu xo3u (80 mg Tenmucapran/12,5 mg
xuapoxnoporHasuil (XXT3)) 4 € nokasaH 3a ICUCHHE HA BL3PACTHH, YHETO KPHBHO HANATAHE HE €
KOHTPOTHPAHO afiCKBATHO CaMO C T&IMHCAPTAH.

42  To3HPOBKA W HAYHMH HA OPHAGKECHHE

ﬂosggonxa

QukcupaHaTa 103082 KOMOHHAIMA TPAGBa /12 ce NPUEMA OT MALMEHTH, YMETO KPBBHO HANATAHE HE € AleKBATHO
KOHTPOJNHPAHO MPH MPHEM CaMO Ha TenMycapTaH, [ipean na ce npeMyHe KbM TO3H KOMOMHHpAH JIeKAPCTEEH
HPORYKT ¢ (PHKCHPaHU 103H € HeoOXOAMMO IOOTAENHO Ja C€ THTPHPAT JO3UTE HA BCEKH OT JBATA KOMIIOHEHTS.
[1pu nopxoasIM KIHHHSHM 110KA3aHAS MOXKE IMPEKTHO Aa Ce MpeMuHe OT MOHOTEPANUATA KbM NIPHEM Ha
KOMOWHHPAHUSA NIeKapcTBEH POAYKT.

Teamumen I1moc 80 mg/12,5 mg mMoxe na ce npunara eAMH 0BT AHEBHO [TPH IALMEHTH, YHETO KPHBHO
Ha/IAraHe HE € aleKBATHO KOHTPOIHPAHO NPH CAMOCTOATE/IHO NpHarake Ha TenMucaprad 80 mg.

BbOpeuHo yRpemaaHe
INpenopnusa ce nepHOAHYHO NpocneasBaHe Ha ObOpeunyTe dyHKUKMH (BXK. Touka 4.4).

YepHonpobro yepexnane

IIpu nauyeHT! ¢ J1eKo 10 yMEpeHO YEPHOAPOOHO yBpeKaaHe NO3HMPOBKATA He TpAOBg. Hane e enmumen
. ' > )

Ilmoc 40 mg/12,5 mg senubk queHO. Tenmumen [TToc He € noKasaH 3a AeueHHe/ME eT ;

uepHOApo6HY HapywieHUs. THasuauTe TpAGBa Aa ce HAMON3BAT IPEA3AUBO P,

4epHOAPOOHA QyHKIMH (BXK. Touxa 4.4),




Crapuyecka BrapacT
He e HeoGxo1HMMo KOpHTHpaHe Ha H033TA.

Ileouampuuna nonynayun
He ¢ ycranoneHa GesonacHocTra ¥ eduracHocTTa Ha Tenmumen LMo npu Jelia H IOHOLIK HA BB3PacT moA 18
roguxy. Hama HamHuH! RaHHW.

Hauus Ha npHIOKEHUE
Tabnerkure Tenmumen [lmoc ca npenHasHa4YeHH 3a NEPOPANHO NPHIMKEHHE BEAHBK AHCBHO H TPAOBa Aa ce
MIPHEMAT € TeUHOCT, ChC Hin be3 xpaHa.

IIpednaznu mepxu, xoumo mpabea 0a 6v0am ezemu npedu 6opasee U RPURONCERUE HA NEKAPCIMEEHUR
npooyKm.

Tenmumen ILuoc TpaGea na ce chXpaHABa B 3aMeyaTaHHs 6nucTep NOpaAK XHIPOCKOIMYHHTE CBOMCTBA HA
tabnerxure. Tabnerkure Tpa6Ba fa ce usBakKAAT OT SAHCTEpPa HEMOCPEACTBEHO Npean ynorpeba (Bx. Touka
6.6).

4.3 ITpornBonokazanns

* CBpBXUYYBCTBUTEJIHOCT KbM HAKOE OT JICKAPCTBEHHTE BELIECTBA KIH KbM IIOMOLIHHTE BEILIECTBA, M3GPOEHH B
TouKa 6.].

* CBPBXUYYBCTBHTEIHOCT KbM APYTH CYOCTAHLIMH, IPOH3BOAHH Ha CYI(OHAMMAH (Thif KATO NEKAPCTBEHHUAT
npoaykt XXT3 e cynpoHAMHUAHO IPOUIBOAHD).

* Bropo u Tpeto Tpumeceune Ha GpeMeHHOCTTA (BXK. TOYKH 4.4 u 4.6).

» Xonecrtasa ¢ o0CTPYKTHBHH HAapYIICHUA HA FTHYHHTE MBTHILE.

* Texxo depHoapobHO yBpexnane.

*» Texxko 6BOpeuHo yBpexkaaHe (KpeaTHHHHOB KIMPEHC < 30 ml/min).

* PepakTepHa XUNOKATHEMHS, XHTIEPKAILIMEMHA.

Ennospemenrarta ynorpefa Ha Teamumen TUToc ¢ anuckupeH-coabpall IpOAYKTH € NPOTHBONIOKA3aHA NIPH
NAaUMEHTH Che 3axapeH auaber knu 6bOpeuro yspexaaHe (GFR < 60 ml/min/1,73 m2) (ex. Touku 4.5 u 5.1).

4.4 Chnenmannn npeqynpexxaeHns H NPeANa3IHE MEPKH IIpH ynorpeba

BpemenHOCT
He Tpa6za aa ce 3anousa npueM Ha anrnoTensny 11 penentopHy aHTaroHKCTH [0 BpeMe Ha GPeMEHHOCT.

[TauneHTKHTE, KOHTO MIIAHHPAT GPEMEHHOCT, TPAOBA 1a NPEMHHAT KbM ATTEPHATHBHO AHTHXHTIEPTEH3HBHO
JcueHHe ¢ yCTaHOReH Mpodun Ha Ge3onacHoCT npH ynotpeba no BpeMe Ha GpeMEHHOCT, OCBEH aKO CE CUHTa, 4
€ OT 0co0cHa BAXKHOCT 1A C€ MPOXBIDKH IEUSHHETO ¢ aHTHOTEH3HH 11 peuerrropuy aHraroducTy. [pu
AHATHOCTULIHpaHa OPEMEHHOCT IedeHHETO ¢ aHrHoTeHs3uH Il peenropHu aHTaroHucTd TpGBa HezabasHO Aa
6bae npeyCTaHOBEHO H, aKO € NOAXOAAILO, 12 ObAE 3aNOYHATO ANITEPHATHBHO JedeHne (Bx. Touxk 4.3 u 4.6),

Yeproapobho yBpesxnane
Teamucapran/ XXT3 ne Tpatea na ce nprnara npy NaUMeHTH ¢ XO/I€CTa3a, C ¥ILYHE OGCTPYKTHBHH

HapyLICHUS WM TEKKA YepHOApobHa HHCYdhuLMeHIMA (BK. Touka 4.3), Thil KaTO UO-ToIaMaTa yacT OT
TEJIMMCAPTAH CE EIMMHHHPA Upe3 WbykaTa. IIpH Te3d NauMeHTH Moke Aa e OUaKBa HaMalleH YepHoIpodeH
KJIHPBHC 33 TeMHCAPTaH.

Ocsen ToBa Tenmucapran/ XXT3 Tpabea Aa ce npunara BHUMATEIHO NPH NALHEHTH ¢

NpPOMEHH BbB BOJHO-E/IEKTPOIMTHHA §anaHC Morar Ja JOBeAaT N0 4epHONPoOHa
TeaMucaptan/X XT3 npy naukenTH ¢ YepHOAPOOHH HapyLIeHNs.

PeHOoBacKy/IapHa XHIEPTOHUS




Koraro nalMeHTH cbC CTEHO3a Ha ABeTe ObOpeuHH apTepHK WM CTEHO3a Ha apTepPUATA KbM €IHHHYEH
dyuxkuHonupain 6x6pex ca TpeTHpaHH C 1EKapCTBA, MOBNMABALIH CHCTEMATA PEHHH-aHI HOTEH3MH-AII0CTEPOH,
CBILCCTBYBA MMOBHINEH PHCK OT TEXKA XHIOTOHHA U hOpeYHa HEMOCTATEHHOCT.

bnOpeuHo yepexaade u 6b0peuna TpaHCcIIaHTAHS
Tenmucapran/ XXT3 He Tpafsa /la ce Npiara NpH MalMeHTH ¢ TEXKO 656peuHo yBpexaane (KpeaTHHUHOB

knHpEHe <30 ml/min) (Bk. Tovka 4.3). Hama onuT no oTHowe e Ha npuiaraHeTo Ha Tenmucaptan/ XX T3 npu
NALMEHTH, TIPETEPIENA Hackopo Gb6peuna Tpancnnanraums. Hanvue € orpanied onut or ynorpe6ara Ha
TenmHucapran/ XXT3 npy NaUMEHTH € JeKH A0 CPeHO TEKKH OuOpeuny HapylueHHd, IOpaaH KOETo ce
Npenopb4sa NEPHOAMYHO NMPOCTEASBAHE HA HHBATA HA KAJIHH, KPEaTHHHH M MMKOYHA KKCelHHa B cepyma. [lpu
NaLMeHTH ¢ HapyuieHa 6u0peuna GyHKUKA MOjKe 1a ce NOABH A30TEMHA, CBBP3aHA ¢ THAZHAHKTE AHYDETHLIH.

Berpechaona xunosonemus

CummromariyHa XHNoTOHHA, 0cofeHO CiIel IILPBaTa 1038, MOXe 14 ce HabGaI0AaBa IPY NAIMEHTH C TEXbK
HATpHER AehUUAT WIH HaManeH 00eM Ha LIHPKy/IpalHaTa KPBB IIPH MOLIHA JHYpPETHYHA Teparus, JHETa C
OrpaHHYeHO NPHEMaHe Ha COJl, AMapHA WIM NoBpblaHe. Takuea CHCTOSHUA TPAGBA A8 ObAAT KOPHTHpaHH

NpeH NpunoxeHne Ha Tenmucaptan/ XXT3.

[Boiino Grokupane HA cMCTeMaTa peHHH-aHrHoTeH3MH-aocTepoH (PAAC)

Hima nanu, e exHospemeHHata ynorpeba Ha ACE-uuxuburopn, auruotensun 11 penerrropuu Gnokepu uny
ATHCKHPEH MOBHIIABA PHCKa OT XHIOTOHHS, XMIICPKATHEMHA B HaManABaHe Ha GbOpedHaTa QyHxkumsa
(srmiounTENHO OCTpa 6BOpeyHa HegocTaTsYHOCT). [lopaan ToBa He ce Mpenopnysa ABoiiHO B0KHpaHe Ha
PAAC upes kombunnpanara ynorpeda Ha ACE-unxuburopy, anrnorensus II peuerrropru 610kepu win
aTucKHpeH (BX. Toukd 4.5 1 5,1},

AXO ce NPELEHH, ue TepanHsTa ¢ ABoHHO 6nokupane ¢ abcomoTHO HeoOXoauMa, ToBa TpAGBA Ja cTaBa camo
noj HaboAeHHETO Ha CIELHATHCT | NP YeCTO BRHMATE/IHO MOHHTOPHpPAHE Ha 656peyHara dyrKums,
EJICKTPOTHTUTE M KPbBHOTO HANAraHe.

ACE-unxuburopu u anrsorensuH I peuentopuy Grokepu He 'rpﬁﬁaa [a ¢& H3NOA3BAT COHOBPEMEHHO TpH
TaumMeHTH ¢ AnabetHa HedponaTus.

JpYry chCTOAHMS CHC CTHMYJIALMS HA CHCTEMATA DEHHH-aHTHOTeH3UH-AI0CTEPOH

ITpu nauMeHTH, 4uiiTO BaCKynapeH TOHYC U 61h6peuHa PyHRIHA 3aBHCAT OCHOBHO OT aKTHBHOCTTA Ha
CUCTEMATA PeHMH-AHTHOTEHIHH-AINOCTEPOH (HaNpUMep MALMEHTH ¢ TeXKA 3aCToiHa ChpaeunHa
HEIOCTATHYHOCT WIIH NoIexallo 60peuno 3a6014BaHe, BRIOYHTEIHO CTEHO3a Ha GE0peuHaTa apTepus),
JIEYEHHETO € JIEKAPCTBEHH MPOIXYKTH, KOHTO ITOBIHABAT Ta3H CHCTEMA, IPEIM3BMKBA OCTPA XHMIIOTOHHS,
XHNEpa30oTeMUs, OTHIYPHA WIH PAAKO ocTpa 6u6peuta HegocTaTbyHOCT (BXK. TOUKa 4.8).

IIspBUHEH ANIIOCTEPOHHIBM
TMaureHTH ¢ MbPBHYEH aNKOCTEPOHUIBM 1O MPHHIHI HAMA N4 PEarupar Ha AHTHXUNEPTCHIHEHH JNEKAPCTBEHH

MPOAYKTH, NeACTBAINM Ype3 HHXUOKLIMA Ha CvcTemaTa peHHH-anrnoTeH3HH, [lopaay ToBa yrioTpeGara na
renmucapran/ XXT3 ne ce npenopsusa,

CTeHo3a Ha A0PTHATA K MHTpaIHA Kiana, oOCTPYKTHRHA XMIiepTpOdHIHA KapIHOMHOOATHA
KakTo npu apyrure BasoAuIaTaTOpH, CEUHATHO BHUMAHHE € HEOBXO0AMMO NIPH NIALMEHTH, CTPAJAIM OT
a0PTHA KM MHTpaIHA CTeHO3a WA 00CTPYKTHBHA XHIIEPTPO(GHYHA KAPIHOMHOMATHS.

MeTaboaMTHY H eHAOKPUHHH edeKTH
Jle4eHHeTO ¢ THAZHIH MOXKE Aa HAPYLIM ITIOKO3HHA TONEPaHC, KATO NPH NauMeHTH ¢ quadeT. , JIEKyBaHH ©
WHCYNWH WITH AHTHANAGETHH TEKAPCTBEHH MPOTYKTH U TEpamus ¢ TeIMACAPTaH, MO / :
XMIOrIHKEMHKSA. 3aT0Ba NPH TE3H NAUKECHTH TpAOBa 1a ce NpeABUIH NPOCaeAABaH oM R
Ce HAJIOKK KOPHIMpPaHe Ha 103aTa Ha MHCY/TMHA WIIH Ha aHTHAKHAaOeTHHTE Nekap
BpeMe Ha TEpaIluATa ¢ THA3HAK MOXE Ja CE TIPOABM TATEHTEH 3axapeH Anaber.




JleneHHETO ¢ THA3HAHH JHYPETHUH C€ CBbP3Ba ¢ NOBUINABAHE HA HUBATA HA XONECTEPOIT M TPUIIMUepHIn. Bee
naK, npu 103a 12,5 mg THAIMACH AHYPETHK, CEabpKama ce 8 Tenmumen [Litoc, Tean edexTH ca MUBHMATTHH
WA uncsar. [Tpy HAKOK MAlMEHTH HA THA3K/IHA TEPAIHA MOXKE 14 CE Pa3BHE XHIIEPYPUKEMHA WM MOIArPa.

Enexrponured aucananc

Kakto npy BCHYKH NalMEeHTH Ha JHYPETHYHA TEpanus € HeoOXOAMMO HA ChOTBETHH MHTEPBAIM A CE NPOBEKIA
OIIpPeAE;IHE HA eIEKTPONUTHTE B cepyMa. THasHauTe, BRTIOYHTETHO XMAPOXAOPOTHAZH/, MOTAT Aa AOBEAAT A0
BOJHO-E/IEKTPONMTEH AucOanaHe (BKIIOYHTEITHO XUNOKAIMEMHMS, XMITOHATPHEMHESA M XHIIOXJIOPEMHYHA
ankanosa). HavaiHuwTe npuaHaly 3a BOAHO-ENEKTPONMTeH Aucbanase ca: cyXoTa B YCTATa, XaK/Ia, aCTCHuU,
CBHHITHBOCT, 3aMaliBane, 6e3n0k0iCTBO, HoNka B MyCKYy/THTE WIH MYCKY/THH KpaMiH, MycKy/Ha cnabocT,

XHMIOTOHHA, OJHTYPHA, TAXHKAPIHE H CTOMAIHO-YPEBHH CMYLHEHHA KaTo raeHe Wil NOBphIIaHe (B)K. TOYKa
4.8).

- XunokanueMus

Bernpexu, ye NpH ynoTpebara Ha THA3HIHH JUYPETHLH MOXKE 1A CE PA3BUE XUITOKATMEMHS, EHOBPEMEHHOTO
JCUEHHE ¢ TEIMHCAPTAH MOXE /ia peIYLHpa NPEAMIBUKAHATA OT AMYPETULIMTE XUTIOKATHEMHA. PHCKET OT
Pa3sBHTHE HA XMIOKATMEMHS € 110-TOAM MPH MALMEHTH ¢ YepHOApoGHa MpPO3a, PH MALHEHTH ChC 3aCHIeHa
AMype3a, (pH NalHEHTH, KOHTO NOEMAT HEANEKBATHO KOJTHYECTBO SIEKTPOIMTH NPe3 YCTaTa M IPH MAlHEHTH,
KOHTO €IHOBPEMEHHO CE JIEKYBAT ¢ KOPTHKOCTEPOMAH MM afpeHokopTHxoTponeH xopMoH (ACTH) (ex. Touxa
4.5).

- Xunepkannemus

B npoTHBONONOKHUA CIIyYaii MOXKE 11a Ce CTHTHE 10 XHITEPKAIIMEMHS, Th/DKAIA Ce HA aHTATOHHAMA Ha
TeRMMCcapTaH (KaTo KOMNOHEHT Ha TenMucapTad/X X T3) kM aurdoTensul II (AT1} petenropure. Bunpeku, ue
zocera He e oTdeA3aH0 HaTTHYHe Ha KITMHHMHEO 3HAYMMA XUIIEPKAINEMHs TI0 BPEME Ha JIeYEHHE ¢ TE/IMHCApPTaH/
XXT3, prckosute PaKTOPH 33 PA3BUTHETO ¥ BKITIOYBAT HbOpeUHa HEROCTATLYHOCT W/HIIH ChpACYHA
HEAOCTATEYHOCT H 3axapeH nuater. Kanuii-coXpaHapallinTe qUypeTULIK, KATHEBHTE 100aBKH WU
3aMECTHTE/THTE HA CONTA, ChAbPHAIH KajTHit, TpA0Ba Ja 6bIaT BHUMATETHO TIPWIATAHM TI0 BPEME HA JIe4EHHE C
tenmucapran/ XXT3 (Bx. Touka 4.5).

- XHIIOHATPHEMEA H XHIIOXTOPEMUAYHA ATKAI034
Hsama nanum, ye Tenmucaptan/ XX T3 Moxke f1a peayLHpa WK NPEAOTBPATH NPSAH3BHKAHATA OT AHYpEeTULIH
XHIIOHATPHEMHS. XIIOPHHAT AehUIUT OGUKHOBEHO € JIEK M He HAara JOMBIHHTEIHO ICUYCHHE,

- XunepxameMus

TrasuauTe MOraT Ja HaMaJIAT HANBYBAHETC Ha KATUHH ¢ YPUHATA W Ja JOBEAAT GO IPEXOSHM H JIEKH
YBEJTHYEHHA HA CEPYMHHA Kalilui NpH NHIIca HA YCTAHOBEHH HAPYLIEHHA B KANIMERHA MeTaboNu3bM.
3uaqMTeIHATA XHTICPKATUHEMHR MOKE 12 € I0KA3aTe/ICTBO 32 CKPHT xunepraparupeonamsbM. [Ipenn na ce
MpoBEZe K3C/IeBaHE Ha NAapaTHpongHuTe GyHKUMH, TPIOBA 1a ce NPEKPATH IPHEMA HA THAZHIH.

- XHnomMarHesueMus

TrnasunuTe yBenu4apaT OTUEAAHETO HA MATHE3M C ypHHATA, KOETO MOXKE /13 JI0BE/E [0 XHIOMAarHe3ueMus (Bx.
TouKa 4.5).

ETupieckH paityins

Kaxro u nipu Apyrute anruorensus Il peuenTopHn aHTarOHKCTY, TEIMHCAPTAH € N0-MAJIKO ethexTHREH Ipy
MOHWKABAHETO HA KPBBHOTO HAJIATAHE TIDH XOPA OT YePHATa paca, OTKOIKOTO NIPK KPYTUTE pack, BEPOATHO
NOpaIy MO-4eCTOTO CpellidHe B YepHATA [TOMy/alisa Ha HHCKO PEHHHOBO HHBO C [TPOSBH HA XHNEPTOHHA.

Opyra
KakTo rpH Apyrd aHTMXMNepTEeH3UBHH AT€HTH, 6KCLIECUBHATA PEAYKLMS HA KPBBHOT!
€ MCXeMHYHa KapAHONATHs HTM HCXEMHUHO KapIHOBacKyIapHo 3abonspsaHe Moxe
HHDAPKT HNK HHCYIT.

06w



[Ipn naupeHTy ¢ win Ge3 avaMHesa 3a aneprud wix GPOHXHAIHA 4CTMA MOXE [a o€ HaOMo/1aBaT peakLMH Ha
CBPBX4YBCTBHTETHOCT KbM XX T3, HO ¢a 0-BEPOATHH NPH NAIMEHTH ¢ TakaBa aHamue3a, MMa chobiuenny 3a
oBocTpaHe 1K aKTHBMpPAHE HA CHCTEMEH JTyTyC EPUTEMATO3YC IPH MAUMEHTH, IEKYBAHH ¢ THA3HIHH
auypetTdiH, Bkmountenso XXT3. ma cxofmerns 3a peakiiy Ha GoTouyBCTBHTEHOCT pH ynotpebara Ha
THA3KIHA JUYypeTHIH (BiK. Touka 4.8). [Ipenopr4Ba ce NpekpaTABaHe HA TEPANHATA, 8KO Ce MTOABH PEaKLIHa Ha
(OTOUYBCTBHTENHOCT B MEPHO/IA HA JIEHEHHE. AKO Ce CUeTe 32 HeoOX0IMMO OTHOBO EKNIOUBAHE HA IUYPETHK,
Ce NPenoprYBa NPEANAa3BaHe Ha 30HUTE, KOUTO CE HINATAT HA CIIBHLIE WIH Ha H3KycTBeHH UVA npuu.

XOpHOHIAEH UIIHB, OCTPA MUOMHA W 3aKPUTOBIEIHA [JIAYKOMA

XuapoxaopoTHa3na, KoHTo e CynpoHamMus, Moxke a NPEHIBHKA HAKOCHHKPATHYHA PEaKUMs, BOAEIIa [0
XOPOMAANIEH H3NHE C JeheKT HA ZPUTEIHOTO f10J1e, OCTPa NPEeXOHa MUONIKA U OCTPA 3aKPHTOBIB/IHA
rnayxoma. CHMITTOMHTE BIJIFOYBAT B HAYANOTO OCTPO NOHIKEHHE Ha 3PMTENHATA OCTPOTA M Goika B OKOTO
¥ 0OMKHOBEHO Ce MOABABAT OT YacOBE A0 CEAMMLM OT HAYANOTO Ha Jevenneto. Henexysanara ocTpa
3aKPHTOBI'BIHA [TlayKOMA MOJKe Ja IoBe/E 10 TpaiHa 3aryba Ha 3pensero. [TupBoHauanHOTO nedenne € aa
Ce clipe MMPHEeMa Ha XHAPOXIOPOTHA3H, KOJIKOTO € BB3MOXKHO 110-CKopo. HaspeMeHHOTO NeyeHde WiH
XHMPYPrudua HHTEPBEHIIHA MOXeE Ja CE HATIOAKH Ja ce OOMHCAH, aKO BETPEOYHOTO HAIATAHE OCTaBa
HEKOHTPONHpaHO. PUCKOBHTE (hakTOPH 32 pa3BHTHE Ha 3AKPHTOLIBIHA [NIAYKOMA MOXKE Ja BKTIOYBAT
aHAMRE34 33 ATePTHA KbM CYIGOHAMHIH WTH MeHHLHAXHH.

HemenaHoMeH pak Ha koxKaTa
B n1pe enKaeMHONOrHYHE MPOYYBAHHS, OCHOBABALIY CE HA JATCKHA HALIHOHAJIEH PAKOB PETHCTBD, &

HabmonaBaH NOBUIICH PHCK OT HEMENIAHOMeH pak Ha koxata (HMPK) [6asanuoxnersuen kapunaom (BKK) u
¢kpaMosHokIeThueH KapiunHoM (CKK)] npu HapacTsaila ekcro3uis Ha KyMyJIaTHBHA 032
xuapoxnopotuazua (XXT3). Qorocescubunusnpammure edexth Ha XX T3 Morar aa aeficTsar karo BepoaTeH
MexaHH3BM 32 paseuThe Ha HMPK.

TauuenTure, npuematuy XXT3, Tpabra na Gbaat undopmupann 3a pucka or HMPK u cheeTBanu penoBHo Ja
MPOBEPABAT KOKATA CH 32 HOBH IEIMH ¥ He3abaBHO Ja croOIIARAT (py NOSBA HA NONO3PHTENHH KOXKHH JISIHH.
Ha narnmenrure Tpa6Ba Aa ce npenopbyaT BE3MOKHHM [PEBAHTUBHH MEPKH, KATO OFpaHHUYEHO H3Narake Ha
C/IbHYEBA CBET/IMHA H Y.ITPaBHOJIETOBH JTbYH, 4 B C/Ty4ail Ha eKCIIO3HIMA, MOAXOAIIA 3A1HTa, 32 I3 CE CBelIe
A0 MEHHMYM PHCKBT OT paK Ha Kokata. [loqo3pHTenHnTe koAatHH Te3nu TpA6Ba aa GbIaT NOAIOXEHH HA
He3a6aBHO M3CNEABAHE, IOTEHLHAIIHO BIMTIOYBALIO XHCTOMOrMYHH H3C/IEABAHHS Ha GHONICHYMY MATEpHAIH.
Ipepasriexnane va ynotpebara Ha XXT3 Moxe a ce HANIOX¥ M NPH MALMEHTH, KOMTO CA UMATH NMPeIXOAcH
HMPK (8x. ¢bimo Touka 4.8).

OcTpa peciupaTopHa TOKCHYHOCT

Crien npueM Ha XHAPOX/IOPOTHA3KA C€ CHOGLIABAT MHOIO PeKH TEKKH CTYHau Ha OCTPa PECITHPATOPpHA
TOKCHUMHOCT, BKNIOYHTENHO OCTBP pecnvparopen auctpec curapoM (OPIIC). Cnex npuem Ha
XHAPOXJIOpOTHA3H] 06HKHOBEHO ce pa3zBHBa O€10APOOEH OTOK B paMKHTE HA MHHYTH 10 uacose. B HauanoTo
CHMITTOMMTE BKIIOYBAT JHCIIHEA, HOBHIICHA TEMIIEPATYpa, BAOmaBaHe Ha Oenoapobuara GyHkilua #
xunorouus. I1pu cemuenne 3a OPJIC Tpabsa na 6vae cnpax npuemsT Ha Teamumen [Lmoc 1 1a ce NPHIIOKHA
MOAXOAALIO Jieuetine. XUAPOXI0poTHA3KI He TpsOBa fa ce npuiara npu MaUUeHTH, KOWTO [PEJH TOBA ca
nomyuapand OPJIC cnen npHeM Ha XMAPOXIOPOTHA3UA,

IToMoOmuK BewecTRa;

JlakTo3sa
Beska Tabnetka cpAbpxa nakrosa. HauneHTHTe ¢ peaky HacneaCTBeHH NPoGIEMH Ha HETIOHOCHMOCT KbM
ranaxro3a, o0 1akTa3eH AeHIIMT WK MOK030-TaNaKTO3Ha MaabeophLns He TPAGBa J1a IIPHEMAT TOBa
nexapcTso.

Harpuit
‘Toan nexapcTeeH NPOAYKT ChabPKa M0-Manko ot | mmol Hatpuif (23 mg) ua
CLABPXKA HATPHIA.




4.5 B3anmoneilicTBHe ¢ APYrA JeKapcTBeRA NPOAYKTA # ApYra GopMu Ba B3aaMoacHCTBAE

Jlurmit

Ho BpeMe Ha €THOBpEMEHHO NPUIOKEHHE HA TMTHH ¢ UHXMOMTOPH HA AHTHOTEH3IWH-KOHBEPTHPALIAA €H3UM ca
Habmonaanu oGpaTHMHU NOBHILEHUS HA CEPYMHHTE NTMTHEBH KOHIIEHTPALMM M MPOSABH HA TOKCHHMHOCT.
CrobiliaBany ca PEIKH CITyuau M ¢ AHrHOTEeH3HH I1 pelienTopHr aHTaroHHCTH (BIUTIONMTETHO TEIMHCAPTAH/
XXT3). EnnospeMeHHOTO NpHIarate Ha JTHTHH H TeaMucapras/ XXT3 ne ce npenopbysa (Bx. Touka 4.4). Axo
Ta3H KOMOHHALIHUA € OT CHIIECTBEHO 3HAMEHHE, CE MPENOPHYBA BHUMATETHO NPOCIENIBAHE Ha CePYMHHTE
JIHTHCBM HHBA B [EPHOOA Ha CIHOBPEMEHHO MPUIIOIKCHHE,

JlekapcTReHH NPOIYKTH, KOHTO BOAST N0 3aryba Ha Kanuif H XMnoKaTHeMus (HATPAMED APYTH KATHYPETHUYHH
Iy pETHLM, TAKCAaTHBH, KOpTHKocTepouaH, ACTH, amborepuLiun, kapSeHokconoH, neHUIMIuH G HATpHiA,
CAITHIIMNIOBA KHCEITHHA ¥ NMPOM3BOIHUTE 1)

AKQ Te3H IeKapCTBEHH POXYKTH TPSOBa 1a ce MpueMaT eJHOBPEMEHHO ¢ KoMOMHaMsTa TenMucapran/X XT3,
ce [IpenophLHsa NpocieJaBaHe Ha KalHeBHTE HHBA B TI1a3MaTa. 1e3u 1eKapeTBEHH NPOXYKTH MOXE J1a
noteHuupar edexTuTe Ha XX T3 BbpXY cepyMHus kanuil (Bx. Touka 4.4).

JlexapcTReHH MPONYKTH, KOWTO NOBHINABAT KANMGRATE HHBA WM HHIYLMpAT Xunepkanuemus (Hanpumep ACE-
MHXHOHTOPH, KaHii-ChXpaHABAIM JHYPETULIH, KATHERH N0GABKH, COJIEBH 3aMECTHTENH, ChABPKALUM Kanuii,
LUHKIIOCTIOPHH WM APYIH JIEKAPCTBEHH NPOXYKTH KaTO XEMapHH HaTpuii)

AKO TE3H JIEKaPCTBEHH NPORYKTH €4 NPEANUCAHM 33 YNOTpeba eHOBPEMEHHO ¢ KOMOHHAlIHATA
TeaMucapra/XXT3, npenoprusa ce MOHMTOPHpAHE HA KATMEBUTE [U1A3MEHH HHBA. B3 OCHOBA HA OMWTA C
H3NO/3BaHETO HA APYTH JIEKAPCTBEHH NPOAYKTH, HAMAMABAILH NeHCTBHETO HAa CHCTEMATA PCHHH-AHMMOTEH3HH,
CBITBTCTBALIOTO NPHIIOKEHHE HA FOPECITOMEHATHTE TIEKADCTBEHH MPOTYKTH MOXKE Aa OBEJE 10 MTOBHIIABAHE
Ha cepyMHMA KaaHMi H [0 Ta3u NpUYMHA HE CE NPErophyuBa (BK. Touka 4.4).

JlexapcTBeHH NPONYKTH, KOHTO ce IIOBNMABAT OT HAPYIIIEHUA B CEPYMHMIA KasiHii

Hperopsusa Ce nep#OIHIHO NMPOCcneasBaHe Ha cepyMHHa Kamui v EKT', xoraro Tenmucapran/ XXT3 ce
MpUIara €HOBPEMEHHO ¢ JIEKAPCTBEHH MPOAYKTH, KOHTO CE NOBJIHABAT OT NPOMEHK B CEPYMHHS KATHN
(HanpEMep TUIHTAIMCOBH IMKO3HIH, AaHTHADUTMHYHH) W CIICAHHTE JICKAPCTBCHH NPOAYKTH, NPEAH3BMKBALIM
torsades de pointes (BKIIOYBAILY HAKOH aHTHAPHTMHYHH), KATO XHIIOKATHEMHATa € MpeApasnonarail Gpaxrop 3a
torsades de pointes:

- nac [a auTHapuTMHYHH (HAlpuMep XHHHANH, XHIPOXHHUIHH, TH3OTHPAMHUII)

- kiac 11l anTHapuTMHYHH (HANPHMEP AMHOJAPOH, COTaNnoN, JodeTwna, HbyTHINA)

- HAKOM RHTHIICHXOTHIH (HANPHMEDP THOPHAAIHH, XJIOPIPOMA3KH, IEBOMENPOMA3HH, TPU(IIyONepa3uH,
LMaMEeMa3HH, CyJITHPUN, CYITONMPHI, AMHCYITIPH, THATIPHA, TIAMO3UA, XANOMEPHION, APONSPULOIN)

- ipyTH: (HanpuMep Senpunun, UM3anpri, IudeMaHI, HHTPABEHO3eH EPATPOMHLMH, XaTO(gaHTPHH,
MH30/TACTHH, MeHTAMUAHH, crapiokcaluy, TepheHaaRH, HHTPRBEHOICH BHHKAMHH).

JMIMTanHeoBH rINKO3UAM
[Ipenu3BMkaHaTa OT THA3KMAY XHTIOKATMEMHs WM XHMIIOMATHe3HEMHs GNIarompHATCTEA Bh3HMKBAHETO Ha
npeAH3BHKAHA OT AHTUTATHC ApHTMAA (B, TOUKa 4.4).

TOKCHH
Koraro TenmucapraH € npuIokeH ¢ZHOBPEMEHHO C JUIOKCHH, ce HabIonaBa CPpeaHo HAPACTBAHE Ha
MAaKCHMATHATA [UIA3MEHA KOHUECHTpauMs Ha AUroKcHH (49%) 1 Ha Haii-HuckaTa kouueHTpauua (20%). Koraro
Ce 3aro4Ba, KOPMIHMpPa U NPEKPaTABA JICYEHHE C TEIIMUCAPTAH, IPOCIEABaiTe HUBATA HA JUTOKCHH, 33 14 Ce
noaasPAKAT HHBA B paMKHTE Ha TePaneBTHYHHA JHATIA3OH.

Apyry aHTUXHIIEPTEHIMBHY JIEKADCTBEHH IPOIYKTH
Teamucapran Moxe 18 NOBHIIH XHIOTEH3UBHUS eeKT Ha APYTH AHTHXHIIEPTEH3H

cucrema (PAAC) upe3 komGunnpana ynorpe6a Ha ACE-uHXHOUTOPH, aHTHOTE
HIIH a.nﬂcxupeﬂ ce CBBp3Ba C NIO-BHCOKA Y&CTOTA Ha HEXCAAHH cEOUTHA KaTo



HamaneHa 6s0pesHa GyHKIMA (BrIOUMTENHO OcTpa GBOpeuHa HEIOCTATEUHOCT), B CPABHEHHE ¢ ynorpebara
CaMo Ha eIHO CPeACTBO, AeficTBamo BbpXy PAAC (Bxk. Toukn 4.3, 4.4 u 5.1).

HQOTHBOEHH.GQTHH JIEKAPCTBEHYW OPOAYKTH (IEPOPaHH H WHCYJIMH)

Moxke Aa c¢ HanoKK KOPHTHPaHE Ha AO3UTE Ha MPOTHBOAUAOETHHTE NEKAPCTBEHH MPOXYKTH (BK. Touka 4.4).

Merdopmus
Tpsbsa na ce M3NOI3IBA MPEANANMBO NIOPAAM PUCK OT JIAKTATHA aLM03a, MHIYIIHPAHA OT BEIMOMKHA
dyHkumoHaiHa 6s6peuHa HeROCTATEYHOCT, CBBp3aHa ¢ XX T3.

XOnecTHpaMHMH M KONECTHIIONOBH CMOITH
Ipy Hanuune Ha aKUMOH-0OMeHHU cMouH, abcopbumsTa Ha XX T3 ce Hapyiiasa,

HecTepouIHH NMPOTHROBBINATHTENHH CPEACTRA
HCTIBC (T.¢. aneTvacanuumiiosa KHCENUHA B NPOTHBORBINATHTEHH 103d, COX-2 HHXHOHTOpH 1

HecenektuBHr HCIIBC) MoraT na HAMANAT DMy peTHUHHS, HATPHYPETUHHHA H AHTHXHIICPTCH3HBHHA €EKT HA
THA3UIHWTE AHYPETULM H aHTHXHNCPTEH3HBHHA eQeKT Ha aHrHoTeH3WH [ pettenTopunTe avTaronucty, Ilpu
HAKOM TaUMEHTH ¢ HapyieHa 6b6peuHa PYHKUHA (HAMPHMED ACXHAPATHPAHH MALHEHTH HIH NALHEHTH B
HanpeaHaia B3pacT ¢ HapynieHa Gu0peyna GyHKIHA) eTHOBPEMEHHOTO NPHAKEHHE HA aHrHOTeH3HA 1]
PEUENTOPHH AHTArOHUCTH M JEKAPCTBEHH NPOAYKTH, KOUTO HHXHOHpPAT LMKIOOKCHI®HA32TA MOYXKe JIA AOBEAE
10 NO-HATATHIIHO BAOUIABAHE Ha 6BOpeyHaTa BYHKUMA, BRIIOYHTEIHO € BEIMOXKHA 0cTpa Ou6peuna
HEJ0CTATEYHOCT, KOATO 00HKHOBEHO € 06patnma. [lo TasH npuuuHa, xomMbnHayusTa Tpsbea na Gnae npunarana
C NOBHMILEHO BHUMAHKE, OCOOCHO NPH NALHEHTH B HanpeAHaIa Bb3pacT. [lampenTyTe TpsaGpa aa Gpnar
aNeKBaTHO XHAPATUPaHU W Aa Gpae npocneaasana 6s0peunaTa uM GyHKIMS B HAYANOTO HA KOMOMHHPAHOTO
Ne4CHHE H MEPHORHYHO Clel TOBA.

B eano npoy4Bane eAHOBPEMEHHOTO NIPHIIAraHe HA TEIMHCAPTAH W PAMUIIPH € OBEJIO IO NOKAYBaHEe Ha
AUCq.24 H Cmax Ha paMunpit ¥ paMHnpuiaT 0o 2,5 nbtd. KNMHU4HATA 3HAYHMOCT Ha TOBA HalioneHHe He ¢
H3BCCOTHA.

Ipecopuu aMuuy (HanpyMep HOpagpPEHATHH)
E(dexTrT Ha npecOPHUTE aMUHY MOKe 1a ¢€ HaMasTH.

Henenonspuanpamy MuopestakcalTi (Haripumep TYOOKYpapuH)
XHIpOXIOPOTHAIMI MOXKE Ja NOTEHLUPA eeKTa HA HEAENONAPUIUPALIMTE MUOPETAKCAHTH.

JlekapCTBEHH POMYKTH, HAMONIBAHY 34 Jevesue Ha noaarpa (Hanpumep npoGeHenms, cynbUHITAPa3IOH 1
ANOIMYPHHOI)

Mosxe n1a ce HaNOXKH KOPUTHpPAHE Ha [1032Ta Ha YPHKOIYPHUHHTE JIEKAPCTBEHM IPOAYKTH, Thil KATO
XUAPOXJIOPOTHAIH/L MOXKE JIa YBEJIHYH CEPYMHHTE HYBA Ha NHKO4HATA KMCENMHA. Moe Aa ce HAToKu
NOBHIUABAHE HA 03MTE Ha npobeHewa uni cynduHmipasoH. EXHOBPEMERHOTO NpHeMaHe Ha THA3HIH MOXKE
Za MOBHLIK YECTOTATa HA PEaKIHTE HA CBPBXYYBCTBHTENHOCT KbM IO PHHOIL,

Kanuuepu cony

TuasugHuTe NMYPETHIM MOXKE Ja IOBHILIAT CEPYMHHTE HKWBA HA KANUKH, KOETO Ce Ib/DKM HA NOHMKEHATA MY
ekckpeurs. Ako TpaOBa 1a ce MPeANMIIAT KanHEBY N0OaBKH WM KANUMi-ChXPAHABAIIK IEKAPCTBEHH
TPOJYKTH MEIULIAHCKH 1IPOAYKTH { Hanp. npu BuTaMuH D Tepanns), e HEO6X0AMMO J1a ce MpocneasBaT
CEPYMHHMTE HKBa Ha KaTUMH M CLOTBETHO Ja €& KOpUrkpa A03ara.

Bera-Gnokepu u auazokeun
TuasnauTe MOXe Na NMOBULIAT XHIEPIIMKEMHYHHTE edekTH Ha OeTa-6noKepuTe W qNa3o

AHTHXONUHEPIUYHHTE JIEKAPCTBOHH NPOAYKTH (HANPHMED aTpONuH, CHIEPHAEH) MO
OMOHANMYHOCTTa Ha THAHAHHUTE AUYPETHLM Ype3 NOHIKABAHE Ha CTOMAILHO-UPEBH
Ha H3Mpa3RaHe Ha CTOMAaxa.




AMaHTaIHH
THazupuTe MOMKE A3 YBETHHAT PHCKA OT HEXENIAHH edeKTH, NPHIMHEHH OT AMAKTAAUH,

L#rorokcHyHy J1¢xapcTREHH NPOAYKTH (HanpuMep uukaodochaMu, METoTpeKear)
Tuasunure Moxe na HamanaT GeOpeynaTa eKCKPELMS HA IMTOTOKCHYHHTE JICKAPCTBEHY NPOAYKTH H 12
NOTEHLMPAT MHENOCYPECHPALIHA UM e(eKT.

B3 ocHosa Ha (apMaKOIOrHMHHTE HM CBOMCTBA € BRIMOKHO J2 C€ O4AKBa, HE C/ICIHATE JICKAPCTBEHH
(pOAYKTH MOraT Ja NOBHIUAT XHIOTEHSHRHUA eleKT HAa BCHUKH aHTHXHIIEPTEH3HBHH CPEACTBA, BKIIOUMTEIHO
TeAMHCapTan: Haknopes, amupocTuH. ChILo Taka, OPTOCTATHUHATA XHIIOTOHKA MOXeE N4 (bAe 3aCHNIeHA OT
ankoxon, 6apGuTypary, HAPKOTHYHHE BEIUECTBA WK AHTHACIPECAHTH,

4.6 Pepruanrer, bpemenHocT H KbpMeHe

bpeMeHHQCT

He ce npenopruba ynotpebaTa Ha arrnoTensnH 11 penenTopHM aHTaroHHCTH 1pe3 IEPBUA TPUMECTED Ha
GpemeHHOCTTa (BX. TOuKa 4.4). Ynotpebara Ha anruoTensuH Il peLenTOpHU aHTArOHHCTH € TIPOTHBONOKA3AH
11pe3 BTOPUA H TPETHA TpUMecThp Ha GpeMerHocTTa (BXK. Touky 4.3 1 4.4).

Hama nocrarhuHo nannu 3a ynorpebata va Tenmucapran/ XXT3 npu Gpemerns xenu, EkcIepHMEHTATHHTE
MpOYYBAHMA MIPH IHBOTHH MOKA3BAT PENPOLYKTHBHA TOKCHYHOCT (BX. Touka 5.3).

EnnaeMHOnordyHmTe AaHHM 32 pECKA OT TEPaTOreHHOCT crell eKcnosuuma ha ACE-uHxubutopu npes nupsus
TPUMECTEP Ha OpeMeHHOCTTa He ca yOeauTenuu. Bee nak, He MOXke Na c€ M3KTIOUM c1ab0 MoBHMIIaBaHE Ha
pucka. JIokaTo HuMa KOHTPOJIMPAHH SIMAEMHOIOTHYHY JAHHH 32 PHCKA [pH ynorpeba ua aHruoteHsuH I
PeLieITOPHH AHTATOHHCTH, CXOHH PHCKOBE MOIaT /J1a CBhUIECTBYBAT M IIPH TO3M Kiiac jeKapcersa. [lauueHTkuTe,
KOMTO [IaHHPaT GpeMEHHOCT, TpAOBa 1a NpeMMHAT KbM 81TEPHATHBHO AHTHXUIEPTEHIMBHO JICYEHHE C
ycTaHoBeH npodii Ha GesonacHocT Npu yrnorpeba 1o BpeMe Ha GPEMEHHOCT, OCBEH aKO C& CYHTA, Ye € OT
ocobeHa BaXHOCT Na C& NPOAL/DKM JIEYEHHETO ¢ aHrHOTeH3MH 11 pertenropuy anTaronucTy. Ao e
AHATHOCTHLHpaHa OPEMEHHOCT, Ie4eHUeTO ¢ aHrHoTeH3uH 11 pelienTOpHM aHTAroHKUCTH TPAOBa He3abaBHO aa
OBbAe MPeyCTAaHOBEHO H, AKO € NOAXOAALIO, Ja ObAe 3an0oYHATO ANTEPHATHEHO JICUCHHE,

YCTRHOBEHO €, Ye €kCIO3HLMATA Ha AHTHOTEHIMH 1] pelienITOPHY aHTATOHHCTH 11Pe3 BTOPUA U TPETHs
TPUMECTED Ha OPeMERHOCTTA NPEeIM3BUKBA PETOTOKCHYMHOCT NpH Xopa (noHwkKeHa 666peuna dyHKUHA,
OIMTOXH/IPAMHHOH, 3a0aBeHA YepenHa OCH(HKALINA) H HEOHATAIHA TOKCHYHOCT (0n6peyna HeA0CTATHUHOCT,
XHIOTOHHS, XHMepKanKeMus ) (8. Touka 5.3). [penoprusa ce ynTpaspykos npernieq Ha GuOpevuara (yukuma
H Yeperna B Cliyyail Ha ekCMo3MIMA HA AHFHOTEH3HH 1 pelleNTopHH aHTarOHHCTH OT BTOPHA TPHMECTBP Ha
fpemeHHOCTTa H ciiea ToBa. HoBopoernTe, 4MHTO Madiki ca pHemany aurHotensuH Il peentopHy
aHTArOHHCTH, TpAGBa fia 6baat BHEMATENHO HA/TIONARAHH 33 HAMYHE HA XHNOTOHHA (BX. Touky 4.3 u 4.4),

OmuteT ¢ XXT3 no Bpeme Ha SpeMeHHOCT € orpanu4eH, ocofeHo npes mbpeus TpuMecTsp. TIpoyusaHmsITa pa
KHBOTHH €2 HEJOCTATHYHE, XyipoxnopoTHa3ua NpeMHHaBa pe3 IaleHTaTa. basupaiiku ce Ha
(apmaxoNOrHuHuA MeXaHu3bM Ha fedicteue Ha XXT3, ynotpeGara My npes BTOpHA d TPETHS TPUMECTBD MOKE
a xoMnpoMeTHpa GeTo-MIaleHTApHATA IPOITYCIIHBOCT H A2 NPHYAHH (ETATHY M HEOHATAIHH ¢PeKTH KaTo
KRITEHHUA, HAPYLIEHHE Ha €IeKTPOJUTHHAS BanaHe ¥ TpoMBGoLMTONEHHUS.

Xuapox/TopoTHA3HA He TPsOBa 1 e MU3MOMIBA [IPH IeCTAIIMOHEH OTOK, PECTALIMOHHA XHIICPTOHUA WM
TIpecKIaMCHsl, TIOPAIH PHCK OT [OHIKABAHE HA MNa3MeHud 00eM H IUIaUeHTApHA XHIIONE Ge3 nonesen
edexT BBPXY X0ma Ha 3a00NABAHETO,

Xuapoxnoporrasys He TpIOBa Aa e HNOJ2BA [IPH ECEHLIHANHA XMMEPTOHKUS fIp
PEeIKH ClTyHuan, KOTaTO HE MOXKE Aa CE NIPHIOKH JPYro JCUEHHE.

Kppmene



Tl karo HAMa naHHKM OTHOCHO ynoTpebata Ha Tenmycapran/ XXT3 B nepHona Ha KbPMeHe, TeIMUcapTan/
XXT3 ne ce npenopwuea, a C¢ NPeANOYMTAT ANTEPHATUBHK Je4eHHA ¢ TIO-A06pe ycTaHoBeH mpodun Ha
Ge30macHOCT B epHO/A Ha KbpMeHe, 0coGEHO NPH KbPMEHE HA HOBOPOICHO HITH IIPEXKIEBPEMEHHO POACHO
JIeTe.

XuapoxXTOpOTHA3HA C& EKCKPETHPA B MATKM KOIHYECTBA B MAHHHHOTO MIAKC. THA3WAM BBB BHCOKH A03H,
TIPEIU3BHKBAILH HHTEH3WBHA NHYpPE3a, MOXKE Ja HHXHOHpAT NpoAyKimMaTa Ha MKo. YnorpeGarta Ha
Teqmucapran/ XXT3 no speMe Ha KbPMEHE He ce Mpenopbusa. Axo Tenmucapran/ XXT3 ce u3nonsea B
NEepPHOA HA KbPMEHE, TPAOBA 2 ce NONTBLPXKAT HAaH-HICKUTE Bb3MOXKHH J03M,

Deprunurer
B npenknuaBudyg npoy4saHna He ca HabmonaraHd edekrd Ha TenmmucaTpad H XX T3 BupXy MBXKKEA H
KEHCKMA (epTUITHTET.

4.7 Edextn Bppxy cnocobaocTTa 332 modupane n pabora ¢ MAIHAR

Teamumen I[Lttoc Moxxe na Noeuae ciocobHocTTa 32 wodupaye # paboTa ¢ MalHkn. IToHskora MOXe Aa ce
NOSBH 3aMai{Bane WIIH CBHHIMBOCT IIPH MpHeM Ha Tenmucapran/ XXT3,

4.8 Hexenans JIeKapcTBeHY PeaKIHA

Kpamuo usnooicenue na npoghusa na bezonaciocm
Haii-yecTo chobiianaHaTa HeXKellaHa JEKAPCTBEHA peakiud € 3amaiipaHe. CeprO3Ha PeaKiHs Ha aHrHoeIeM
MOKe J1a HacThIM paaxo (>1/10 000 zo <1/1000). '

YecToTaTa Ha HEXKENAHHMTE IEKAPCTBEHN PeaklyH, crobmieHy npu ynorpeba Ha Teamucapraw/ XXT3, e
CPaBHHMA C Ta31 HA HEXEJIAHHTE JIEKapCTREHH PeaKiMH, CLOSILEHH NpH ynoTpefa caMo Ha TeIMHCAPTaH B
PaHAOMHIHPAHH KOHTPOIHPAHM IPpOYYBannd, o6xBamamy 147] nanmerTH, pasnpeneneHH Ha CIy4acH
TIPWHLKI 34 TeYeHHe ¢ TENMHCAPTAH IUIOC XUApoXaopoTHalua (835) unu camo ¢ TeniMucapTal (636). He e
YCTAHOBEHA 3aBHCHMOCT MY [103aTa M HEXKEIAHWUTE JIEKAPCTBEHH PEAKLMH ¥ JIUNCBA BPb3KA C 10714,
BB3PACTTa WIH pacoBaTa MPHHAVIEKHOCT HA NALMEHTHTE.

Tabnvven cMCHK Ha HEXENAHWTE JISKAPCTBEHH DEAKIHM

HexenannTe NekapcTBeHH peakiy, ChOOIIEHU BbE BCHYKH KITHHUYHH NIPOYUYBAHHMSA W HACTHIIWIH [10-4ECTO NPH
H3MI0/I3BAHETO Ha TenMHcapTad itoc XXT3, B cpasHenue ¢ mnanedo (p<0,05), ca onucaly no-nony B
CBOTBETCTBHE ChC CHCTEMO-0OpranHaTa Klacuduxauua. Ipu nevenuwe ¢ tenmucapran/ XXT3 morar na ce
HOSBAT H HEXKEJIAHH JIEKAPCTBEHH PEAKLINM, KOUTO CA XapaKTEPHH 33 CAMOCTOATENHOTO NPIIIArake Ha
OTACAHHMTE MY CBCTABKH, HO KOMTO HE ca HaOmoJaBaHH B KITMHHYHHTE NPOYUBAHMA,

Hesxenanure 1€KapCTBEHH PeakUMH Ca KATETOPU3MPAHH CIIOpE] YeCTOTATA, KATO € H3MON3BAHA ClleAHAaTa
KiachpHKanma: MHoro uectH (=1/10), wectu (>1/100 no <1/10), ueyectrr (>1/1000 no <1/100), peaxu
{(=1/10000 mo <1/1000), muoro penkn (<1/10000), c Hen3BeCcTHA YecTOTA (OT HAITMYHKTE JAHHM HE MOXKE Ja
6bAe HanpaBeHa OLEHKaA).

[Mpw BeAKO rpynupaHe B 3aBUCHMOCT OT 4€CTOTATE, HEXKENAHMTE JIEKAPCTBEHH peakuiu ce Hapossar B
HM3XOAAUL Pe]] 110 OTHOLIEHHE Ha TEXKECTTa.

Hudexumu n undecraipm
Peoxu: OpoHXHT, HAPHHTHT, CHHYMT

HapyineHus Ha UMyHHAaTa cucTEMa
Peodxu: 060CTpsAHE WK AKTHBHPAHE HA CHCTEMEH NTyyC epUTe

Hapyuenus Ha MeraGonuama H XpaHeHeTo
Hevecmu. XHIIOKATHEMUA



Peoru: XHIICPYPHKEMHA, XHIIOHATPHEMHA
HcuxuyHn HapyeHus

Heyecmu: OeanokoiicTeo

Peoxu: JenpecHs

HapyiueHus Ha HepBHaTa CHCTEMA

Yecmu: 3aMaiiBaHe
Hevecmu: CHHKOIl, NapecTe3ns
Peoxu: 0e3chHue, HAPYIIEHHA Ha ChHA

Hapyiuenis Ha ounte
Peoxu: HApPYINESHHUS HA 3PEHHETO, 3aMBITIEHO BHIKIAHE

Hapymenua Ha yxoTto u fa0upHHTa
Heuecmu: BEPTHIO

CeppaedHu HapyllieHHs
Hevecmu: TAXMKAPANA, APHTMUSA

Coa0B1 HapyuieHus
Hevecmu: XHMITOTOHHS, OPTOCTATHYHA XHITOTOHHSA

PecnupaTopHu, rphaHK ¥ MEAHACTHHAIIHH HAPYIUSHHUSA
Hevecmu: JHCIHEA
Peoxu: pecnupaTopeH QUCTPeC (BKIFOYMTETHO MHEBMOHUTH H GenoApobeH 0ToK)

CroManIHO-4peBHH HAPYIUCSHHA
Hevecmu: JHapus, CyXoTa B yCTaTa, hraTyaeHuus
Peoxu: abnomuHanHa Gollka, 3aneK, JUCTIENCHA, NOBPbIaHe, FACTPUT

Xenaro-OunHapHH HapyIIEHUA
Peoxu: HapyllieHa 4epHOApoOHa hyHKUHA

Hapymenus Ha KoKaTa ¢ GOJIKOKHATA THKAH
Peoxu: aHrHoeAeM (ChINO K ¢ (aTaneH H3X0A), epuTeMa, TIPYPHTYC, OOPHB,
XHIEPXHAPO3a, YPTHKAPHSA

Hapywienus Ha MyCKY/THO-CKEIETHATA CHCTEMA, CHeAMHUTE/THATA ThKAH H KOCTHTE
Heuecmu: 6051KH B repba, MyCKY/THH CTIA3MH, MMAITHA
Peoxu; ApTPANTHS, MyCKYJTHH KpaMITH, Golka B KpailHHK

HapyiieHus Ha BE3MPOH3BOAMTEIHATA CHCTEMA W IbpAaTa
Heuecmu. EpeKTHITHA AHCHYHKUHA

OO0y HapymeHus d eheKTH Ha MACTOTO Ha MPUIOKEHHE

Heuecmuy: 6onKa B rpbAHHA KOLI
Peoxu: rpunonofobHo 3abonsrate, Honka
Hzcnensanns
Hevecmu: MOBHIIEHA MMKOYHA KHMCE/IMHA B KPBBTA
Peoxu: MOBUIIIEH KPEAaTHHKH B KPLBTA, [MOBHILEHA KpeaTHH dochoku

NIOBHILEHH YEPHOAPOOHHUTE CHIUMH

': Ha 6a3a Ha NOCT-MApKETHHIOBO ITpociesdBaKe




%: 38 AOITBIHUTETHO OMHCAHME, MO, BIDKTE NMOATOUKA “Omicanyic Ha H3GPAHH HEKETAHH JICKAPCTBEHA
peaxkimu®.

Honvanumenna unhopmayus 3a acexu om KoMnonenmume

Hexenannre peakipu, cbo0iaBaty IIpein TOBA NPH CAMOCTOATENHOTO W3MIO/13BAHE HA HAKOH OT
KOMINOHEHTHTE, MOraT 4 B3HWKHAT M MPY H3Mon3BaHeTo Ha TenmuMen Thmoc, nopn 1 na He ca HabmonasaHy
P KIMHUYHUTE W3NHTBAHHA C TOZH NPOXYKT.

Tenmucaprau
Yecrorara Ha HeXeJaHUTe JEKAPCTBEHH PeaKLMU TIPH M3IIOI3BAHETO Ha TeIMUCapTaH | rwiauebo e mouTu
enHaKea.

YecToTaTa Ha HeKENaHUTE JICKAPCTBEHK PeaKuu, ChobiIenH npH ynotpeda Ha renmucapras (41,4%), e
cparHHMa ¢ rnaitebo (43,9%) npu nnauebo-KOHTPONHpaHK npoy4sanuA. IlpefcTaBeHHTE O-A0Ty HEXETaHH
PeakLHH OTPA3ABAT PE3YATATHTE OT BCHUKH KITHHHYHH NPOYYBaHUS TP NALHEHTH, JICKYBaHH ¢ TEIMMCAPTAH 33
XHAEPTOHNUA WIH NIPH NALMEHTH Ha 50 TrOAMHM HIH MO-BE3PACTHH C TIOBHLIEH PUCK OT CHPACHHO-ChIOBH
HHUHUICHTH.

Hudexumu 1 nadecTamu

Hevecmu: HHOEKUMA HA TOPHITE JMXATEHH TETHILE, HHPEKUHA HA THKOYHHTE ITTHILA
BRIIKQYMHTCIIHO HHCTHT
Peoxu: CeICHC, BKTIOYUTENHO ¢ (haTalleH u3xon’®

Hapymenns Ha kpbBTa ¥ TumMdHaTa cucTema
Hevecmu: aHeMHA
Pedxu: €03MHOMHIMA, TPOMOOLIMTONEHHA

Hapyloeuus Ha HEMYHHAT2 CHCTEMA
Peoxu; CBPBLXYYBCTBHTETHOCT, AHADWIAKTHYHA peaKius

Hapymienns Ha MeraGonu3ma i XpaneseTo

Hevecmu: xUnepkaitneMusn

Peoxu: XHNOrMKeMud (TIpH naudedTd, 6onHd oT AualeT)
CrpaeyHy HapylIeHUs

Hevecmu: HpaauKkapaus

Hapymenns na HepBHaTa cucTeMa
Pedxy: CBHIIHBOCT

PecniupaTopHy, rpBIHA M MEAHACTHHAIHHM HAPYILSHKUA
Hevecmu: Kauiaria
Mnozo peoxu: unrepcTHunanHa 6enonpobua Gonect

CToManHO-4peBHU HApyIIeHUs
Peoxu: cToMaileH ARCKOMOpT

HapyieHus Ha koJKaTa ¥ NOJAKOKHATA TEKAH
Peoxu: €K3eMa, JIeKapcTBEH 00PHB, TOKCHUEH KOxeH o0pus

HapymieHus Ha MyCKY/IHO-CKENETHATA CUCTEMA, CheIMHHTETHATA ThKAH M KOCTHTE
Peoru: aptpo3a, O0/KK B CyXOKHAHATA

Hapyinesns Ha 6bOpeLiTe M IMKOYHKUTE IHTULIA
Hevecmu: 6pOpeyHo yBpexaaye (BITIOUHTENHO ocTpa O16peuHa neno




O61y HapyIIeHHA H eheKTH Ha MACTOTO Ha NPHIOXKEHHE

Hevecmu: aCTCHHA
Hacnenanun
Peoxu: NOHHMKEH XeMOorTo0uH

3: 3a HOMBJIHHTENHO OMIMCAHHE, MOJISL, BHIKTE MOATOUKA ,,ONUCAHKE Ha H30paHy HeXenanu peakuun”™

XHIpoXHOPOTHAZIS
XuapoxIOpOTHAIMA MOXKE Aa IPHYHHH WK 000CTPH CBCTONHHE HA XMIIOBONEMHS, KOETO OT CBOS CTPaHa MOXe
Jla [OBee N0 eNICKTPOINTeH arcGananc (Bx. Toyka 4.4),

Hexxenanure AekapcTBEHH peakiiH C HEHIBECTHA UECTOTA, ChoOIABAHM NPK CaMOCTOATENHATA yioTpeha Ha
XMAPOXJIOPOTHAIM, Ca:

Hugpexunn » nudecranmu
C neuzgaecmna vecmoma: CHAITOAAEHHUT

Heormnaimu - no6pokadecTBeHH, JTOKAHECTBEHH | HeOTipeaeaeHH (BKT. KHCTH M ITOTHIIH)
C neuzsecmna vecmoma; HEMeJIaHOMEH PaK Ha KoxKaTa (6a3aTHOKNeTEYeH KapLIKHOM H
CKBaMO3HOKJIETBYEH KAPLMHOM)

HapyiueHus Ha KPBBOHOCHATA H THM(IHA CHCTEMH
Pedxu: TpombouHTOneHMs (NOHAKOTa © MypiTypa)
C neussecmua wecmoma: aracTHYHA aHEMMH, XeMOIMTHYHA AHEMHS, KOCTHO-MO3bYHA
HEAOCTATBYHOCT, JIEBKOTNCHHA, HEYTPONEHHA, ArPaHy.TOUKTO3a

Hapymenus Ha iMyHHaTa cucTeMa
C newzeecmua vecmoma: aHahHAAKTUHHY PEaKkiHK, CBPbXYYBCTBHTETHHOCT

Hapymienns Ha eHAOKPHHHATA CUCTEMA
C neuzsecmua vecmoma. HeajIeKBATEH KOHTPO!1 HA 3axapeH quader

Hapymenus Ha MeTaGoni3Ma M XpaHEeHETO

Yecmu. XHNOMATHE3HEMHSA

Peoru; XHMEepKANLHEeMHS

Mnuozo peoxu: XKHNOXIIOPEMHUYHA aNKaAI03a

C Heuzgecmna wecmoma: AHOPEKCHS, MOHIKEH ANeTHT, eAEKTPOIHTeH auchanauc,

XHIICPXONECTCPONeMHEA, XUIICPraIUKeMHa, XHIIOBOIeMHSA

TIcHXHYHH HapyIIeHHA
C newzgecmna vecmoma. beanokoiicTeo

HapyiieHusa Ha HEpBHATA CUCTEMA
Pedru. rnapodoTHe
C Heuzgecmud vecmoma; 3amaiiRaHe

HapyiieHus Ha ounre
C Reussecmna vecmoma: KCHHTOMCHSA, OCTPA 3aKPHTOBIBITHA NayKoMa, XQ H3/THB

CbaoBH HApYIIEHUs
C reuzeecmna yecmoma: HEKPOTU3MpALL, BACKYIHT

PecrparopHy, rphaHE 1 MEIHACTHHATHH HAPYILEHUA



Muozo peoru: CHHAPOM Ha OCTBp pecnupatoper aHcrpec {ARDS) (sk. Touka 4.4)

CroMauino-4peBHH HAPYLICHHA:
Yecmu: rajsicHe
C neussecmna vecmoma: MaHKpeaTT, CToMameH AHcKkombopT

XenaTo-GUuapHu HapyIUeHHA
C neuzgecmna vecmoma: XENAaTOLETYIAPHA KEBJITCHHALA, XOIECTaTHYHA JKBJITEHHLA

HapymeHus Ha K0xXKaTa ¥ NOIKOKHATA THKAH
C newzsecmua vecmoma: Jaynyc-nofoGeH CHHAPOM, Peakiiy Ha (hOTOUYBCTBHTENHOCT,
KOXXEH BACKYJUT, TOKCHYHA ENHACPMAIHA HEKPOIKH3a, EPHTEMa

myrtupopme

HapyieHna Ha MyCKY.IHO-CKe/IETHATA CHCTEMA, CHEAHHHTE/IHATA THKAH B KOCTHTE
C neuzsecmua wecmoma: craboct

Hapyinenns Ha OB0peurre B NHKOYHUTE MHTHINA
C reussecmua wecmoma: HHTepPCTHUMANICH HedpuT, Ob6pedna qucdyHKIMA, TTIOKO3YPHA

O6mm HapyieHus U eheKTH Ha MACTOTO HA TIPHIIOKEHHE

C neuzgecmua vecmoma: TTHPeKCHs
Hacnenpanns
C neuseecmna vecmoma: NOBHILEHH HHBA HA TPUIIIMLEPUIH.

Onucanue na usbpanu HeXceaani 1eKapCmeeni peaxyuu

Abuopmua YepHoRpobHa dyHKINMA/HepHoapobHO HapylueHye

TToseuero cny«an Ha abHopmua uepropobHa QyHIIM/ MepHOAPOOHO HAPYWIEHHE OT NOCT-MAPKETHHIORHS
OIHT ¢ TENMHUCAPTAH HACTHNBAT NPH TALUEHTH OT AHCHCKH HPOM3XOA. IIpH naupeHTy OT ATIOHCKH NPOK3X0]
CBIIECTBYRA [O-TOSIMA BEPOSTHOCT 3a PA3BMTHE HA TE3H HEXE/IRHH PEaKuHH.

Cencuc

B nipoyusaneto PROFESS ¢ nabmoaapana nosuineHa 4€CTOTa HA CETICUC MPH TEIMHCAPTAH B CpaBHEHHME C
nnaueto. CHOMTHETO MOXKE 14 € ClTydaiia HAXO0KA HIH /I € CBBP3aHO ¢ HEMO3HAT 10 MOMEHTA MEXAHH3HM
(Bk. TO4Ka 5.1).

Hureperuimanta GenonpobHa Gonect
Cny4au na uaTepcTHnMAansa SenoapobHa Gonect ca JOKIAABAHH OT NOCT-MAPKETMHIOBMS OTIMT, TI0 BpeMe Ha

npyeM Ha TenMHcapTaH. [IpyuMHHO-cencTBeHa BpE3Ka ofaue He € YCTaHOBEHE.

HeMenaHoMeH pax Ha Koxarta
B%3 0CHOBa Ha HAIHUHHTE JAHHH OT CIIHAEMHONOTHYHH NPoydYBanus € HamoJaBaHa 3aBMCHMA OT

KyMyJiaTHBHATE 1038 Bpbika Mexay XXT3 u HMPK (px. cuuio Touky 4.4 v 5.1),

CrofutaBate Ha NOMOIMPAHM HEKETAHH PEAKIHH
C1o0mapaneTo Ha NOAO3MPAHY HEKENAHH PEAKLHH ClIed paspeluasaHe 3a YIoTpeba Ha IEKapCTBeHHS IPOAYKT
e BaxHo. ToBa NO3BONSBA Ja C& MPOABIKH HAOITIONEHHETO HA CHOTHOLICHHETO MO/133/ PHCK-STTIORADCTBEHHS

/i

yebca#iT: www.bda.bg.

4.9 Ilpexozupane



ChecTsyBa orpaHHieHa HHOPMAIIMA N0 OTHOWICHHE HA NPERO3Mpatie Ha TenMMcapTan npu xopa., He e
YCTAHOBEHO [0 KAKBA CTEMIEH XHAPOXIOPOTHAZH] Ce OTAENs NPH XEMOIHAJIHAa,

Cumnromu: Hafi-usdseHuTe MposBH Ha PEAO3HPAHE C TEIMMCAPTAH €A XUTIOTOHHS U TAXMKAPAHS, a ChINO Ce
chobaBat H GpaHKapans, 3aMaqHOCT, MOBPLIIAHE, NOBUILABAHE HA CEPYMHMA KPEATHHUH M ocTpa G36peuna
HeZOCTATEYHOCT. [1peno3upaneTo ¢ XHAPOXIOPOTHAIN/ CE CEBP3BA C HAMAIABARE Ha ENEKTPONIMTUTE
(XHTOKaNTHEMHA, XUTOXTOPEMHA) H XHIIOBGIICMHA, TH/DKAINM CE HA EKCIleCHBHATA quypesa. Hati-uectute
CHMIITOMH HR TIPEA0IHPAHE Ca MAJCHE W COMHONICHTHOCT. XHUIIOKANHEMUATA MOXE 8 JOBEAE A0 MYCKYIHH
CRasMy WM aKUCHTYMPAaHa apUTMHA, CBEP3atH ¢ @RHOBPEMEHHATa ynorpeba Ha JUrHTanuCcOBY TIHKOZHIM
WM ONpEAeieHd aHTHAPHTMHYHH JISKAPCTBEHH IIPOIYKTH.

Jlguenne: TenmucapTas He ce OTHENA pH xemonuanuza. [laumenTsT Tpabea Aa Gbae BHUMATENHO HABmONABaH
H NeueHHETO TpabBa Aa Hbe CHMOTOMATHYHO H NOAIbPXawo. OBIaIIBaHETO 3aBUCH OT BPEMETO 0T fipHeMaHe
Ha MPONYKTA H TEKECTTA HA CHMITTOMUTE. [TIpenopbuHTeHITE MEPKS BIUTIOHBAT RPEAH3BAKBAHE HA NIOBPhILAHE
H/vnu croManiHa nipomueka. [IpuiaraneTo Ha aKTHBEH BhIVIEH MOXKe a Gbae NONe3Ho npH JIe4eHHe Ha
npenosupaneto. Heobxonumo e uecto NpociesBaHe Ha CEPYMHHTE €IEKTPONUTH H KpeaTusuH. [Ipy nossa Ha
XUMOTOHYA, NALMEHTHT TpAOBa Aa O'blie MOCTaBeH B JIerHAO 0o rphb nonoxeHHe # HBP30 1a ce TIPHIOKAT
cOTeBH ¥ OGEMHH 2aMECTHTEIIH.

5. DAPMAKQJIOTHUYHH CBONCTBA

51 PapMaKOIHHAMEMHR CBoMCTBA
®apmakorepanesTuyHa rpyna: Anrdotensut 11 perientopuy anraronucts u quyperuu, ATC kox: CO9DAO7

Teamumen [Tmoc € xomGuHaimA OT aurdoTen3nH 11 pelienrTOper AHTArOHWCT ~ TENMHCAPTAH M THASHICH
AWYDPETHK - XHOPOXJIOPOTHA3HA. IIpH KOMOMHHPAHETO UM TE3U CHCTABKH UMAT BAHTHBEH AHTHXHITCPTEHIHBEH
edieKT, KOeTO BOAH O NO-TONSMO HAMAIABAHE HA KPLBHOTO HAIBITAHE OTKONKOTO, aKO Ca NPHII0KEHH
nootaento. Tenmumen ITmoc, npueMas BeIHbK JHEBHO B TEPANCBTHYHM JO3H, BOAM 10 e(eKTUBHA U TUIABHA
PENYKUHA HA KPLBHOTO HaATAHE.

Mexann3bM Ha neficTaue

Tenmucaprau e nepopamuo edexruses 1 cnelmduver aurnotensnd Il peuenropen nogramn 1 (AT1)
anraroHKcT. Toli ¥3MECTBa ¢ MHOTO BUCOK aQMHHTET aHrHOTeH3HH [l OT HETOBOTO MACTO Ha cBBp3Bane B AT1
peuenTopivi NOATHI, KOATO € OTTOBOPEH 3a H3BeCTHHTE JelicTBHs Ha anrnorersud I1. Tenmucapran Hsma
YacTH4HA ArOHRCTHHA akTHBHOCT cnpamo AT, peuenropa, TenMucapTaH ¢e CBLP3BA ceeKTHBHO ¢ AT
pentenTopa. CBLP3BAHETO € NPOALDKUTENRHO, TeAMHcapTaH He MOKa3Ba AGHHKTET KbM PYTH PELENTOPH,
sxnouMTenHo AT, v Apyrd no-cnabo xapaxrepuaupany AT-petentopi. @yHKIMOHANHATA POJiS HA TE3H
PeUEnTOPH HE € HIBECTHA, HE € M3ReCTeH W eheKThT Ha TAXHATA BRIMOKHA CBPBXCTHMYTAHA OT QHTHOTEH3MH
11, 4mitro uKBa ca NOBMINEHN OT TenMucapTad. Hirara Ha Mi7a3MeHns ATAOCTEPOH €A NOHIKABAT OT
Teamucaprad. Tenmucapran He HHXHGHPa YOBELIKHA TUIa3MEH peHnH U He Gnokupa HOMHWTE KAHATH.
Tenmucapras He mHXHOMPA AHIHOTEH3WH KOHBEPTHpAINKS eH3uM (KiuuHasa [I) — enanMebT, KOHTO cBHIlO
paarpaxna Opaaukuanua. (lopanu ToBa He ce o4aKpa 3a HOTeHUMPa OpatHKUHEH-MEMHPAHKTE HEXeEaHH
JICKAPCTBEHH PEAKLHH.

Tlpu 3apass aobporomiy fosarta oT 80 mg TeIMUCAPTAH NOYTH M3LANC RHXHOHPE IPEANIBUKZHOTO OT
aHrnoTensuH Il nosumasane Ha KPLBHOTO HamAraHe. MHXHOHTOPHUAT eeKT ce NOUIbPXKa Haj 24 yaca, KaTo
BCE O1Ie Molke Aa §Bae yeraHoBeH 2o 48 vaca.

XuapoxyIopoTHa3uz € THa3SMACH AHypeTux. Mexanusma Ha aHTHXHIIEPTEHIMBHHS eEKT Ha THAAAHY
AWYPETHLH HE € HAMBIHO M3ACHEH. TuasHanTe UMAT edeKT BbpXy GrOpeunuTe TYOYRH V-
peabeopbipis Ha EEKTPOIHMTH, KATO JHPEKTHO YBEIUIABAT CKCKPELHATA HA HATPUH U
eKBMBAJIEHTHH KONMUYECTBA. JHypeTHUHOTO AcHCTRHE HA XMIPOXIOPOTHA3K HAMANARA A
YBEHUY4BA [U133MEHATA AKTHBHOCT HAa PEHHH, YREIHHARA CEKPEUMATA HA AIAOCTEPO
yBe/MuaBaHe Ha sarybara ha kanuid u 6MkapboOHAT 8 YPHHATA H HAMAIABA CEPYMHUS Kas




frokana Ha PeHUH-AHMAOTEHIUH-ATI0CTEPOROBATA CHCTEMA, ENHOBPEMEHHOTO NIPUIIOJKEHNE Ha TEIMUCAPTAH
HMa TeHCHLHA Ja o0spHe 3arybara na xanui, cBBp3aHa ¢ Te3w quypeTuli. [Ipy XMApoXIopoTHAsHA,
HAYATOTO HA AHYPE3aTa € ciiefl 2 Haca, & MAKCUMATHMAT eeKT HACTHIIBA 38 OKONO 4 yaca, KaTo JelCTBHETO
NponLbKaBa NpUONU3MTEnHO 6-12 yaca.

DapMaKoaHHAMHYNY edexTy

Jlgdenne Ha eceHUMANHA XHIIEPTOHHA

Cnen mpunaraHe Ha ITbPBaTa 4032 TENMYCAPTEH ce HalmoAasa NOCTENEHHO NOABA HA AHTHXHNEPTEH3HBHA
axTHBHOCT B paMKHTe Ha 3 Jaca. MakcuMmaiuaTa pe/yKUus Ha KPhBHOTO HAJIATAHE CE JOCTHIa HATHIHO B
paMkuTe Ha 4-8 ceaMHLUM Crie] HAYATO0TO Ha JIEYEHHETO M Ce NOATBPXA upe3 POaLILKATEHA Tepanus. Cres
npHeMate Ha 4034Ta aHTHXHIEPTEHIMBHHAT edekT nepeicTypa nokeve ot 24 yaca, KaT0 BKIOYRA M
nocreaxUTe 4 4aca NpeH cleJBalioTO NPHIOKEHHe, KAKTO TOKa3BaT aMOy/1aTOPHHTE H3MEPBaHus Ha
KPBBHOTO HanAraxe. ToBa e NOTBLPACHO H OT H3MEPBRHUATA B MOMEHTA HA MAKCHMATTHUSA ehHEeKT U
HENOCPEACTBEHO NPESAK NPHEMA Ha CI€BAIIAaTa 1032 (CHOTHOUMIEHHETO MUHHMAITHH KbM MaKCHMATHH
KOHLeHTpalu# ¢ nocrosyHo Han 30% cnien npuem Ha no3u ot 40 u 80 mg Teamucapran npy mianeGo
KOHTPOIHPAHH KNUHHYHK NPOYYBAHMA ).

[lpu naimeHTH ¢ XUNEPTOHHA TENMHCAPTAR PENYLMPA i CHCTONIHOTO, ¥ AMACTOIHOTO KPABHO HansraHe, be3 ga
NOB/IKABA NYACOBATA YECTOTA. AHTHXHIIEPTEHINBHATA €HKACHOCT HA TENMHCAPTAH € CPARHUMA ¢ TA3M HA
TIPOLYKTH, MPEACTABHTENY HA APYTH KNaCOBE RHTHXHICPTSHIMBHY JIEKAPCTBCHH NMPOAYKTH (YCTAHOBEHA NPH
KTMHHYHE K3THTBENHA, CPABHABALIH TEJIMHCAPTAH C aMIONMITKH, ATCHOION, EHANANIDI, XHIPOXJIOPOTHA3HA B
AH3HHOTIPHN).

ITpH BHE3ANHO NPEKBCBAHE Ha JIEMEHHETO € TEIMACAPTaH KPHBHOTO HAAAHE NOCTENEHHO Ce BPBILia 10
CTORHOCTHTE NPEAH JICYEHHETO, 32 IEPHOJ OT HAKOJIKO AHW 6e3 NaHHK 32 pebayHa XunepToHuyeH eekT.
CayuanTe Ha Cyxa KAULTHIA Ca 3HAYWTENHO [10-Ma7K0 [IPH NALHEHTH, TPETHPAHY C TEIMUCAPTAH, OTKOIKOTO
NpHM TaKKBA, Ha KOKTO C& AaBaHH MHXHOUTOPH Ha aHFMOTEH3UH KOHBEPTHPALUMSA SH3UM B KTHHUYHY
NPOY4BaHHA, JUPEKTHO CPABHABALIH JBETE AHTHXMUIICPTCHIMBHY JTCUESHHMA.

Knvruyna edukactocT H 6e30macHOCT

CrpaeuHo-cha0Ba MPOMHIAKTHKA

ONTARGET (ONgoing Telmisartan Alone and in combination with Ramipril Global Endpoint Trial) (Tekywo
rnobanHo npoyJyBaHe Ha KpaifHH TOYKH MPK MPHIOKEHHE Ha TEIMMCAPTAH CAMOCTOSTEHO U B KOMOMHALMS C
PAaMHNPHIT) CPABHABAE CHEKTHTE HA TENMHCAPTAH, PAMUTIPHIT U KOMOWHALIMATA OT TEJIMUCAPTAH H PAMHIIPH
BBEPXY ChPASYHO-CHIOBHS H3X0D IpH 25620 nauyeH™ Ha BB3PAcT 55 rOAWHH WM N0-BH3PACTHH, ¢ AHAMHE3A 33
KOpOHapHa aprepranna OonecT, MHCYNT, Mpexofer nexemuyya ataka (TIA), nepudepua aprepuanua Gonect
WK 3aXapeH AualeT THN 2, PAAPY-KEH OT JAHHH 32 yBPEXKAAHE Ha KpalHUTe OpraHu (Hamp. peTHHONATHR,
XHepTpodHa Ha 198aTa KAMEPA, MAKPO- WX MHKPOANOYMAHYPH), KOKTO Ca MOMYRAUHA C PHCK OT CHPAEUHO-
CHLAOBH CHOMTHAL.

TMauueHTHTE C& PRHAOMHIHPAHH B €1HA OT CACTHUTE TPH IPYNiH Ha TeueHue: TeaMucapTad 80 mg (n= 8542),
pamunpun 10 mg (n=8576) wnu komGunanmara ot renmucapran 80 mg muoc pamunpun 10 mg (n= 8502) u ca
MPOCHEJeHU 3a NEPUMON, cpeHo ot 4,5 roduHM.

TenmucapTak nokasga 1ofodeH Ha PaMUTIPUI eeKT 33 HAMANABAHE HA MbPBHYHATE KOMOMHMpaHa Kpaiina
TOYKA OT CBPACYHO-CBHI0BA CMBPT, HedaTaiey MHOKapaeH HHDapKT, HedaTaneH HHCYIT MK XOCTHTATM3ALMA
NOpaJy 3aCTOHHE Chp/leyHa HEAOCTATHLYHOCT. YeCcTOTaTa HA MMePBUYHATA KPaifHa TOUYKA € CXOAHA B [PYIIUTE HA
Tenmucaptay (16,7%) u pamunpun (16,5 %). KoedulmeHTsT Ha PUCK 38 TEIMUCAPTAH CIPAMO PAMMIIPWI &
1,01 (97,5% [N 0,93-1,10; p (e no-nowa eduxacuocer) = 0,0019 npu rpanuua 1,13). H QUTETHA.CTYHAHTE




[0,99 (97,5% JTA 0,90-1,08), p (se no-aoma edukacuoct) = 0,0004], wbpsHUHATA KpaiiHa TOYKA B
pedepeurtoro mpoyyrare HOPE (The Heart Outcomes Prevention Evaluation Study) (Ilpoyusaue 3a oueHka
Ha CBPAEYHHA B3XO] NPU NpoUIAKTHKA), KOSTO NPOYUBa eeKTa Ha PaMHIIPHA CIPAMO IL1aLedo.

[Tpoyusasero TRANSCEND panaom#3upa naupeTy ¢ HenouocumocT kbM ACE-uHXMGHTOPH Che CXOAHH
KpHTEPHH 32 BRIOUSaHe kaTo npoyusadero ONTARGET, na tenmucaprad 80 mg (n=2954) unu nnanebo
(n=2972), 1 npata ce npuiIaraT B JOMBIHSHWE KbM CTAHRAAPTHHTE rpwki. CPeaHaTa MPONBIDKHTEIHOCT Ha
npocieassase € 4 roavHH u 8 Meceria. He ce ycTaHOBABA CTATHCTHYECKH 3HAUMMA PA3IMKA B YECTOTATA HA
UbPBUMHATA KOMOMHHpPaHa KpaiiHa TOUKa (CHPASYHO-CHAOBA CMBPT, HedaTaeH MHOKApAEH HHGEPKT,
HebaTanen UHCYAT WIH XOCIUTATH3ALMA TIOPA/IA 3aCTOMHA ChpAeUHE HepocTaThuHOCT) [15,7% B rpynata ua
tenMucapras U 17,0% B rpynara Ha nnanebo ¢ xoeduuueHt Ha puck 0,92 (95% 1TH 0,81-1,05; p=0,22)]. Hma
LAHHM 34 [IOJ138 HA TEIMHCAPTaH B CPaBHEHME ¢ IU1auedo fpy NPEeBaPUTENHO ONMpPEAeICHATE BTOPHYHA
kombHHMpana kpaliHa TOUKA HA ChPIEMHO-CHIOBA CMBPT, HedaTanen MuoKapien HHGApKT K HedaTateH
nueynr [0,87 (95% I 0,76-1,00; p=0,048)]. Hama aannuu 32 10133 np1 CHPAEYHO-CHAOBATA CMEPTHOCT
(xoeurweHT Ha puck 1,03, 95% JIH 0,85-1,24).

Kauuiua n anruoenem ce chobmiarar mo-paAKo MM MAMHEHTH, REKYBAHH C TEJIMUCAPTAH, OTKOJIKOTO TIPU
MAUMEHTH, NEKYBAHY C PAMHIIPHT, OKZTO XHIIOTOHHA ¢€ ChOBIIABA 1M0-YECTO NIPH TEIMHCAPTAH.

KomOHEMpAHETO Ha TEIIMHCAPTAH ¢ PAMHIPHIL HE YBE/THYABA [ION3aTa CHPAMO PAMUEPH WK TENMKCAPTaH,
TIPUNOKEHH CAMOCTONTEMHO. ChPACYHO-CHAOBATE CMBPTHOCT H CMBLPTHOCTTA [IOPaJH KAKRATO M Ja € NPUUMHA
¢a YHC/ICHO NT0-BHCOKH Npi KoMOHHanuaTa. B J0IsIHeHue, MMa 3HAYHTENHO O-BHCOKA YecToTa Ha
xuneprkaemMus, 6L0peuna HENOCTATLYHOCT, XMIIOTOHUS W CHHKON B rpyniata ¢ kombunannara, [lopany Tasy
NIpUYNHA, e1HOBPEMEHHATA YIIOTPeOa Ha TEMUCAPTAH H PAMHIPIT He Ce NPENOPHYBA 1P TA3H NOIMY NALMA.

B npoyusanero ,,Cxema 3a npereHInA 3a edekruBHO M3GArBane ua MOBTOpHH HHCyaTH” {,,Prevention Regimen
For Effectively avoiding Second Strokes*, PRoFESS) nipu natuesTs Ha Buapact 50 u roBeve roAWHE, KOUTO Ca
Npekapanu HACKOPO HHCYITT, c¢ 3a0e/113Ba NOBUIIEHA YECTOTA HA CETICHC MPH TEIMMCAPTAH B CPABHEHHE C
mwauebo, 0,70% copamo 0,49% [Koedunment Ha pucka 1,43 (95% gosepurenen untepsan 1,00 —2,06)];
HECTOTATA HA CIYUaNTe C (haTaneH CENCHC HApacTea NpH NaUHMeHTHTe, NpHemaily TenmucapraH (0,33%) cnpamo
nauueHTuTe Ha rianebo (0,16%) [Koebuuunent na pucka 2,07 (95% nosepurenen uurepran 1,14 — 3,76)].
Hab:mopasanara nosuuiena 4eCToTa Ha CENCHC BHR BPL3Ka ¢ ynorpefara Ha TenmMucapTad MOXe Aa € CTydalina
HAXO0JKa WK JIa e CBBP3aHA ¢ MEXaHW3bM, KOKHTO 3acera e Helrmo3Har.

HBe ronemu paHROMH3HpPaRK KOHTpoNHpaHH npoyysanus - ONTARGET (Ongoing Telmisartan Alone and in
combination with Ramipril Global Endpoint Trial) (Texyiuo rnoSanHo H3nHTaase 32 KpaifHH Touky Ha
TEJIMHUCAPTAH, CAMOCTOATEHO H B KoMOHHAUMA ¢ paMunipi1) 1 VA NEPHRON-D (The Veterans Affairs
Nephropathy in Diabetes} (Kmunnuro npoysusane cappaalo ¢ pa3suTue Ha Hedponarus npu nuaber, OpoBeaeHo
OT MHHHCTEPCTRO 110 PBIPOCHTE HA BETEPAHHTE) NPOYYBAT ynorpetata Ha kombunauusta or ACE-nuxuburop
¥ anrnoTensuH 11 petenrropes 6moxep.

ONTARGET e npoyusane, MPoBeACHO MPH MAUHEHTH ¢ AHAMHE3a 38 CHPAEIHO-CHAOBA HITH MOYBYHO-CHIOBA
Goaect, wiM 3axapeH Auaber THI 2, IPHAPYIKEHY C JaHHU 32 YBpekaue Ha edieKTOpHH oprasu. 3a no-
noaPobHA HHGpOPMALIMA BIDKTE TIO-TOPE MON3ArTABMETO ,,ChPACHHO-ChAOBE NMPOHIAKTHR™,

VA NEPHRON-D ¢ npoy:sane npH NauHeHTH cbe 3axapen Anaber tun 2 v AuabetHa HedponaTys.

Tesu npoyyBanns He NOK23BaT 3Ha4MM ONAronpUATEH eeKT BRPXY OBOPeUHATE H/WIH CHPAEHHO-CHAOBHTE
NOCNEANLIY ¥ CMBPTHOCT, KATO CHUIEBPEMEHHO & HaOMI0aBaHH NMOBHILCH PUCK OT XMIEPKAIHEMHS, OCTPO
yBpexjane Ha GrGpeunTe H/WTH XHIIOTOHHA B CpaBHEHHe ¢ MoHoTepanuara. Kato ce uMar npeasus cXodHKTe
uM GapMakoaHHAMHYHH CBOMCTEA, TE3W PE3y/ITATH ca NpunokuMH M 3a fpyru ACE-auxuburopy u
anrnoTensuH 11 peuenropuy Gnoxepu,

ACE-umxwburopu n anrvotensns Il penentopau 6noxepu cnepopatenyo ke TpaGsa
eIHOBPEMEHHO 1Py BAUHEHTH ¢ AHabeTHa HePONaTHA.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Rena
{KitirgqHO Npoy+BaHe, IPOBEACHO € ATHCKMPEH NPH NALHEHTH ChC 3aXapeH Iu



CHPIIEYHO-CLI0BH U GBOpeunn 3a60MIRAHHA KaTO KPAHK TOUKK) € IPOYYBAHE, MPEAHAIHAUCHO [ H3CTCABa
noazara ot nobapAHeTO Ha ATHCKHPEH KbM CTanAapTHa Tepannd ¢ ACE-uuxuburop win anraorensus 11
peiienTopes (;l0Kep NPy NalMEeHTH CbC 3axapeH tHaber Tun 2 ¥ xpoumyno 656peuno 3abonsrane, ¢upaeqHO-
¢HAOBO 3abonABane Wik 4 aseTe. [Ipoy:BaHeTO e NPeKPaTeHo NPEXIESBPEMEHHO TIOPAH MOBKLIEH PHCK OT
HeGnaronpuaThy nocneAniM. KaxTo ¢hpAeUHO-CHIOBATA CMBPT, TAKA H MHCYATHT €& NIO~HECTH B rPYNATa Ha
ANTMCKUPEH, OTKOJIKOTO B rpyriara Ha 1anedo, a MpeACcTaRIsBALIHTE HATEPEC HeXkelaH! ChOUTHA U CepHO3HHM
HEKeNaHH Ch0MTHA (XUepKandeMHs, Xunoronwt 1 6u6peuna mucdyHkuma) ce choBABAT N0-YeCTO B Ipynara
Ha aJTHCKMpeH, OTKONKOTO B rpynara Ha mnaneto.

EnunemMronoryyHy 0poy«BaHHA TOKA3BAT, Y€ POSDKUTETHOTO JIEHEHHE C XHIPOXTIOPOTHAIH HAMAABE
pHcKka OT CHPASHHO-CHA0OBE CMBPTHOCT U 3a007eBAEMOCT.

KM mMOmeHnTa edhexTiTE Ha UKCHpaHaTa 0030Ba KOMOMHALIMA TEMHCAPTAH/XUAPOXIOPOTUAZU] BLPXY
CMBPTHOCTT # CRPALYHO-CHAOBATA 3200/IEBAEMOCT He Ca H3BSCTHH.

HemenanoMeH pak Ha koxara: Bs3 0CHOB2 Ha HAIMYHATE JAHHH OT SNUAEMHONOTMYHY IPOYHUBAHHA €
#abmonaBana 3aBHCHMa OT KyMyNaTMBHATa 103a Bpb3Ka Mexny XX T3 u HMPK. Eaxo npoyusaHe BKIOUBA
TIIOMyJ1aUMS, cheTostila ce of 71 533 cmywan Ha BKK u 8 629 caywaw sa CKK, » nomynaumsa or choteetHo 1 430
833 w 172 462 nopxopsinu koRTpoAd. Bucokara ynorpeba na XX173 (kymynatusno >50 000 mg) e canpsana ¢
kopurupan OR 1,29 (95% JIH: 1,23-1,35) 3a BKK u 3,98 (95% H: 3,68-4,31) 3a CKX. Ha6monasana e scha
BPB3Ka KyMyJlaTHBHa 103a-0TroBOp KakTo 3a BKK, Taka # 3a CKK. Jlpyro npoydsaHe roxasgsa Bb3MOXKHA
BPB3Ka MeXIy paka Ha yerHute {CKK) # excriosdumara va XXT3: 3a 633 ciyvuau Ha pak Ha YCTHHTE €
rioaGpada nomynaya or 63 067 NoAXONAUIHA KOHTPOIH, KATO CE M3ION3Ba CTPATErHA 32 B3gMaHe Ha npobuy,
ornpezesieHa ot pucka. JJeMOHCTpHpPaHa € Bpb3Ka KyMyJIaTHEHA J032-0TroBop ¢ kopurupan OR 2,1 (95% TH:
1,7-2,6), napacreai g0 OR 3,9 (3,0-4,9) 3a sucoka ynorpeba (~ 25 000 mg) u OR 7,7 (5,7-10,5) 3a uaii-
BHCOKATa KyMyAaTuBha 1o3a {~ 100 000 mg) {exk. chbino Touka 4.4).

[eauarpyna nomyrais

Esponefickata aresuys no 1eKapcTpata 0CBof0M1aRa OT 38IbJDKEHKETO 34 [IPEJOCTABAHE Ha PE3YATATHTE OT
npoyysasssTa ¢ Teamumen Ilnoc BB BCHUKH NOArPYTid HA HeAHATPHMHATA [OMYAALKA MPH XUNEPTOHHA (BXK.
TouKa 4.2 30 uHGOpMaLMA OTHOCHO yroTpela B NeaparpusTa).

52 PapMAKOKHEETHYHA CBOHCTER

Emuonpemennoro npwioxenne Ha XXT3 # TenMucaprad (py 3ApaBi JOGPOBOIUIK BEPOATHO HE IPOMEHA
thapMakoKkHHeTHKaTa Ha KOATO U 1a € OT CHCTABKHTE.

Ab6copbitus

Tenmucapran: [IukoBHTe KOHISHTPAIHM Ha TEIMHCAPTAH C€ NOCTHraT B pamxure Ha 0,5 — 1,5 vaca caen
nepopasied fipueM. AGcomntorHara GHOHATHYHOCT Ha TeIMHCapTaH B 103K 40 mg u 160 mg € choTReTHO 42% M
58%. Xpanara neko CHH3aBa OHOHAAHYHOCTTA HA TEIIMMUCAPTAH, KATO PEAYKLHITA HA 05AACTTa IO KPHBATA
rnasmeHa kounenTpauus-speme (AUC) Ha TenMucapras € ot okoto 6% npu zosa 40 mg u oxono 19% npu
nosa 160 mg. TpH yaca cleil NPIIOKEHHE IUIA3MEHNTE KOHLIEHTPALWM Ca NOA0OHH, HEe3aBHCHMO Al
TE/IMHUCAPTAH € MPUIOKEH Ha FNadHo WIK ¢ Xxpasa. He ce ouakea cnabara peaykumsa 8 AUC na npenussuka
HaManABaHe Ha TepaneBTHUHATA ehukacnocT. TeNMUCAPTAH He KyMyndHpa 3HAYHTENHO B FUTa3MaTa Npu
[OBTOPHO [PUIIOKEHUE.

XugpoxnopotHasua: [IMKOBHTe KORLIEHTPAUMH HA XUIPOXJIOPOTHAIMA CE NOCTHIAT B PAMKHTE Ha
npubmaarenyo 1,0 — 3,0 qaca cnen nepopaieH np4eM Ha apoaykra. AGcomoTHata Huonannunoct, 6asupana
Ha KyMYNaTHBHATA peHaiHa ekekpeuns Ha XXT3, e oxono 60%.

Paanpenenenue
Tenmucapran ce CBLP3Ba B I'OJIAMA CTeMeH ¢ [UTa3MeHHTe NpoTesnH (>99,5%), rn

Kucend rankonpoTery. Cpennust 06eM Ha paznpeaescHKe Ha TENMUCAPTAH € Ok
ACITRIHHTEHO CBHP3BAHE C ThKAHHTE. -



XuIpoxXIOpOTHAIMS CE CBBP3Ba B 68% C nnasMeHHTe NPOTeHHH ¥ HEroBUAT 0OeM Ha pasnpenenenue e 0,83 —
1,14 Vkg.

by chopm

TeamucapraH ce merabonusupa 4pes xkorioranus, xato o6pasypa (ApMaKONOrHYHO HEAKTHBEH
ALMICAIOROPYHEA. T HOKOPYHMABT Ha OCHOBHOTO REIECTBO € CAMHCTBEHHAT MeTabomdT, HaeHTHOHUHpaH py
yoneka. Criesl eHOKpaTHA 1032 GenasaH ¢ pauoaKTHRSH BBIepod M TeIMHCapTaH IIIOKOPYHMAET
npencTasnasa npubnusutenso 1% 0T #usMepeHaTa panHOaKTHBHOCT B UTa3MaTa. HaoeH3uMuTe Ha HHTOXpOM
P450 ramar yuacTHe B MeTaGoIH3Ma Ha TEIIMUCAPTAR.

Xuapoxaopornasyj He ce Merabonuanpa upu xopa.

Enwmunupate
Tenmucapran: Kakto cine HHTPABEHOIHO, TAKA W CNEN MEPOPAITHO MpriokenHde Ha “C-benssan TeJIMHCAPTAH,

[o-ronsMara 4acT OT npueTaTa 403a (>97%) ce eNHMUHEPA ¢ HINPAXKHEHUITA Ypes OwinapHa ekckpenus. B
ypUHAaTa Ce OTKPHBAT CaMO HEIHAYHTEIHH KOIH4ecTBa. TOTATHUAT MIa3MEeH KIMPBHC HA TEIIMUCAPTAH ClIEH
nepopanio npwicskeHne e >1500 mi/min. TepMusaTuuAT NOMYKUBOT HA ETHMUHUpaHE & floBeve oT 20 yaca.
XHApoxiopoTHA3MA CE EKCKPETHPA M3LANO HelpoMeHeH ¢ ypuaara. Oxono 60% oT nepopansara g03a ce
eNTMMMHYEPA HenpomeHeHa Ao 48 daca. brOpedrHHAT KIHPBHE e oxo0 250 — 300 mi/min, TepmunanuusT
NOAYKUBOT Ha efmHuHpane € 10 — 15 yaca,

JInHeHnoCT/HenMHeHHOCT

Tenmucapran: PapMaKOKHHETHKATA Ha OPATHO MPHIIOKEHHS TEIMICAPTAH € HelTMHeHHA B 103K ot 20-160 mg,
€ MO-FONIAMO OT NPONOPUHOHAHOTO NOBUIIEHHE HA TUIa3MeHHTe KonueHTpatus {(Cmax u AUC) npu
NOBUILABAHE HA AO3WUTE.

XHAPOXNOPOTHAZHA IOKA3BE IMHEHHA DAPMaKOKHHETHKA.

PapmakoKHHETHKA NPU CHENHMATHY MONYIaUHH

Crapuecka pu3pacy
DapMakoKMHETHKATA HA TeMUCAPTAH He CE PAIHY4Ba MEXKAY MAUHEHTH B HATIPEIHANA BL3PacT U TAKUBa Ha

BE3pAcT noA 65 roguau.

Ton

[Tpu xeHn INa3MEHNTE KOHUCHTPALKH Ha TE/IMHCApTaH 0DMKHOBEHO €8 2 — 3 MBTH N0-BHCOKH, OTKOJIKOTO NpH
MBke. B kiguaunyTe npoyupanua ofiaye NpH KSHN He ce HAOMIONABAT 3HAUMMO YBEIIMHYEH OTTOBOP Ha
KPBBHOTO HATAraHE WIM YECTOTATA HA OPTOCTATHYHA XHIIOTOHUA. He ce Hasara npenmsupasue na noszara. [pu
HKEHH UMA TEHACHUMA KbM [10-BHCOKY IUTA3MEHH HHBA HA XMAPOXJOPOTHA3H/, OTKOAKOTO NpH Mbxe. Tosa
obade He ¢ CUHTA 38 KIIHHHYHO 3HAUMMO.

BnGpeauo yEpexnaue

BuOpeunara exckpenus He AOMPHAACT 32 KINPBHCA Ha TenMmucaptan. Cniopel OrpaHWyeHuds OHT pK
NauHeHTR ¢ J1eKo 10 cpeano 6ubpetno yBpexaaHe (KpearHRHHOB KnuphHC 30 — 60 ml/min, cpeano oxono 50
ml/min), He ¢e Hanara KOpUrUpaHe Ha JO3ATA (P NallMeHTH ¢ HamaneHa Gs0peuna Gynkuus. TenmucapTan e
Moxe fa 6be oTaeNeH TIpH Xemaauanu3a. Ilpy naupenTy ¢ Hapywenn Go6peunn QyHKIMY cTeneHTa Ha
endMHiupane Ha X XT3 e peqyunpana. B QO THIKMYHO (pOyUBaHe, BKIIOYRAILO NALHEHTH ChC CPeleH
KpeaTHHHHOR KIMPBHC 90 ml/min, noxyxueoThT Ha enaMunurpane Ha XX T3 e 6mn ysennuen. [pu
GYHKUHOHANHO aHehPUYHH TaHEHTR TTOMY)KHBOTET Ha €IAMUHKPAHE € OKONO 34 uaca.

Yepronpobuo yepexnate
QapMaKOKUHETMYHU TIPOYSBAHUA [IPH NAUMEHTH ¢ YepHOIPOOHO YBpeXaaHe NOKA3IBA
abcomoTHata SHoraTHUHOCT Bo noyTH 100%. Ilpu naumenTy ¢ yepHoapoGHO yepe,
ENHMHHHPAHE HE € IPOMEHEH.

5.3 Hpeacrunnanu aHHA 33 Ge30uacHOCT



ipu npeqxanHHAR npoyHBaHEA 32 6€30MACHOCT C EXHOBPEMEHHO NPWIOKEHNE Ha TeaMucapran H XXT3 npu
HOPMOTEH3HBHY TUTHXOBE M KyH€Ta, 103, CPABHHMH C Te3H B KITMHHYHHS TCPaNEBTHYCH JHANIA30H He
NPeAW3BUKBAT ¢eKTH, PANTHIHK OT HAOMIOAABAHHTE PH CAMOCTOATENHOTO NPHIOKEHHE HA ABETE BelIeCTRa,
HaGmoaaganie TOKCHKOIOTHIHH NIPOMEHH BEPOATHO HAMAT OTHOLIEHHE KbM H3NOM3BAHETO Ha KOMOHHAUHATA
TEIMHCAPTAH/ XHAPOXIOPOTHAZNN 38 TEPAICETHYHH LEH [IPH YOBEKA.

ToKCHKOMOrHYHHTE HAXOAKH, NOOPE NO3HATH OT NPEAKNMHHMHITE NPOYUBAHHS HE KEXHOUTOPH Ha
24rHOTEH3IHH KOHBEPTHPAI{HS SH3UM M aHTArOHWCTH Ha aHrHoTeHzuH Il perenTopyre ca: HaMasaBaHe Ha
MapamMeTPUTe Ha YePBEHHTE KPbBHH KICTKM (€PHTPOLMTH, XeMOTI00HH, XEMAaTOKPHT), NPoMeHH B GhOpeyHara
XeMOAWHAMHKA (TIOBHIUEHO HHBO Ha ypes ¥ KPEaTHHUH B KPbBTA), OBMLIEHA AKTHBHOCT Ha [IA3MEHHS PEHHH,
XHNEPTPOQUS/XHTIEPTLIAZNS HA IOKCTATIOMEPYIAPHUTE KIIETKY U YBPEKIGHE HA CTOMAIIHATA JIMTaBULIA.
CromamnHre Nesnn Morat f1a GbAaT NPEAOTBPRTEHH/OrPaHHYEHH YPe3 NEPOPATHO No6assHe Ha GU3HOIOTHUCH
Pa3TBOP M IPYMOBH XWIHILA 38 XKHBOTHHUTE. [1py Kyyera ca nabmogasanu Ou6peura TyOynapHa quiatanus u
arpodus. Cuunra ce, Je Te3u BAXONKA Ce NB/DKAT Ha hapMaKOIOrHYHATE AKTHEHOCT Ha TE/IMHCAPTAH.

HsiMa 5ICHM naHHK 38 TepaTtoreHeH eeKT, BBNPEKH TOBA NPH TOKCUYHH JO30BU HHBA HA TEJIMUCAPTAH €
HabmonasaH edekT BupXy NOCTHATAIHOTO PA3RMTHE HA MOTOMCTBOTO, KATO HO-HHCKO TEECHO TENIO U
3afaBeHo OTBapAHe Ha ounTe. HAMa NoKasarencTea 3a MyTATEHHOCT K CHOTBETHA KIACTOTEHHA AKTHBHOCT Ha
TEIIMHCAPTAH IIPH H3TTMTBAHUA 7 Vilro ¥ KapLMHOTEHHOCT NMPH IUTBX08¢ W Mullky. [Tpoyusasusara ¢ XXT3
AABaT HECHIYPHH JaHHH 338 TCHOTOKCHYHEOCT MIH KAPUHHOreHHH eeKTH TPU HAKOH EKCITEPHMEHTANHY MOIENH.
Banpexu ToBa, HATPYIaHKA ONMT OT M3NO/38aHeTo Ha XXT3 npu yoseka e Jaea JOKA3ATE/ICTSA 3a BPB3KA
MeXLy ynoTpe6ata My d NOBHLIEHA YECTOTA HA HEOTUIA3MHTE.

3a GeTOTOKCHYHHSA TIOTEHIMAN Ha KOMOMHALMATA TENMUCAPTAH/ XWAPOXTIOPOTHA3HA BHXKTE TOUKa 4.6.

6. PAPMANIEBTIUHHN TAHHHA
6.1 Cnachk 44 NOMOIMHATE BellleCTRA

Maunwuron {E421)

Mosupon K25 (E1201)

Kpocnoengon (E1202)

Marnezues creapat (ES72)

MermyMuH

Harpues xuapoxcun (E524)

Jlaxro3a MoHOXHApAT

Muxkpokpucranta uetyniosza (E460)

Xumnpomenosa (XHAPOKCH-NpoTMAMETHALENYI033) (E464)
Harpres HulIecTeH rukonat or kaprodu (Tam A)
Yepsen xenesen oxcua (E172)

6.2 HecnBMecTHMOCTH
Henmpunoxumo.

6.3 Cpok na roasoct
3 rognnan

6.4 CnenuaanH yCIOBHY HR ChXpaHEHne

To3K NeKapeTBEH NPONYKT HE HIUCKBA CIIEUHATHN TEMITEPATYPHH YCIOBAS 34 ChXP
Jla ce cBXpaHABa B ODHIHHAHATE ONAKOBKA, 32 JA Ce NPEANAN OT BIlara U CRETIT

6.5 Janas 3a 0HAKOBKATA



Teamucarpad XvnpoxnopoTHasui TaONETKH ¢a ONaKOBAHH B ATyMUHHI ATyMHHIHE GIucTepH.

Onaxopkn: Biverep ebe 7, 10,14, 28, 28x1, 30, 30x1, 50, 56, 84, 90,90x1, 98,100, 112, 126, 140,
154,168,182,196 Tabnetk,

He Bcuiky BHIOBE ONakoBKH MOTraT Aa GBbOAT MyCHaTH B npoawkba.

6.6 Crennanup NpeAna3in MEPKA NPH MIXBLPIRARE

Hama crietmanyy n3sckeaums.

Hen3non3panusT leKapeTBeH MPOLYKT WITH OTHANBYHMTE MATEPHATH OT Hero TpADBA Jja ce H3IXBHPJIAT B
CHOTBETCTBHE C MECTHUTE HIHCKBAHHS.

7. PUTEXATEJ HA PAJPEHIEHHUETO 3A YIIOTPEEBA

CODAPMA A

yn. Hinercko woce 16,

1220 Codus, boarapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPERA

Perncrpaunonen Ne: 20130288

9, AATA HA ITBPBO PAIPEINABAHEATIOAHOBABAHE HA PAPEUIEHHETO 3A
YIIOTPEBA

Jara na mpso paspewasave: 01,10.2013

Jlata va spBo nogHossBaue: 04.07.2019

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

Hoemepu 2022

INoxpobua uudopmanus 3a TOBA NEKAPCTBO € NpefocTaseHa Ha yeb calita na Esponelickara arenums no

nexapcreata (EMA): http://'www.ema.europa.ew/




