KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1.  HFME HA JJEKAPCTBEHMS TPOXYKT W3NMbAHATEAHA ATEHLMS 110 NIEKAPCTBATA |

Kpamka xapaxmepucmuxa Ha npogysma - fTpusoxenie 1
Tenmuras 30 6 ;
MITTat OF Mg TabreTy Kem Pez. Ne 9631{00“/ 6
Telmitan 80 mg tablets .
Paspeusenus Ne 5@/1{# /MPJ'fO(‘?CPy .....
obpaHue Ne /. 3] -0 o
2. I{A‘I_ECTBEH H KOquECTBEH C’I)CTAB @_ p irdirddrarnasvasnarienirnerasf puasarecdnrrageernrsasarearatorest

Tenmuran 80 mg TaGnetku: Beaxa tabnerka cpabpxa 80 mg Tenmncapran (telmisartan).

3a OBIHHESA CIHCHK Ha MOMOHIHHTE BELISCTEA BHIKTE TOHKa 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnertka.

Tenmuran 80 mg: ca Genu, NpoaBITOBATH TAOMETKH ¢ rpaBHpal Haanuc "LC" OT eqnara cTpaHa.

4.  KIMHHYHY JAHHH

4.1 TepanesTHIHH NOKAZAHHS

XHneproHus:
Jeuenue Ha eCeHIMANTHA XUTIEPTOHHA [IPH BE3IPACTHH.

CrpieyHO-CHOOBA NTPCBEHIHAL
HamansgBase Ha chbpAevUHO-CEAOBAT2 3aD0/EBAEMOCT [IPH Bb3PacTHH C:

® MPOABEHO aTepOTPOMOOTHUYHO CHPAEHYHO-CHIOBO 3a00yABaHe (aHAMHE3a 32 KOPOHAPHO
chpAeyHo 3aboisraHe, HHCYNT WK neprdepHo apTepHanHo 3aboqBaHe) HiH
* 3axapen aHaler THII 2 ¢ yCTAHOBEHO YBPEXKIaHE Ha OPraH-MHIIIECHA.
4.2 [lo3HpOBKA M HAYHH HA NPHIVKCHHE

O3HpOBKA

Heuenue na ECeRYUATRA XHNEPMOHNA

Ob6nuaiinaTa edukacHa 103a € 40 mg BeqHBX QHeBHO, HAKOH NanueHTH noly4aBar GnaronpHsTeH
edekT 1 npH gHesHa N03a 20 mg, AKO HE Ce MOCTHra KEI4HOTO apTEPHAIHO HAJLATaHe, 103aTa Ha
TENMMHCAPTAH MOXKe J1a Obe NOBHLIEHA 10 He noBeye or 80 mg BeaHek AHeBHO. Karto anTepHaTHBa,
TEJIMHCAPTaH MOKE [1a Ce W3IION3BA B KOMOMHAIMA ¢ JHYPETULH OT THA3HIEH THII KATO HANPHMED
XHAPOXJIOPOTHAZH, 32 KOHTO € YCTAHOBEHO, Ye HMAT afuTHBeH edieKT ¢ TeIMHCApTaH 32 NOHWKaBaHe
Ha apTepHAnHOTO Hanarake. Korato ce o6Muc/Is OBHINAaBaHe Ha H03aTa, TPAOBA fia ce HMA IIpeaBH], Ye
MaKCHMANHWAT aHTHXHNEPTEHZNBEH edpekT 0OUKHOBEHO ce MOCTHTa YETHPH A0 OCEM CEIMHIIM
HAYaI0TO Ha TepanuATa (BK. Touka 4.3, 4.4, 4.5 1 5.1).

Coplevypo-co0osd RpegeHyis




HpH 3all04YBaHe HA Tepanud ¢ TSIMHCAPTAH 3a HAMAJIIBaAHE Ha ChpACYHO-CHIOBATA 3ab0/1eBaEMOCT Ce
IPenopBYBA NOCTOAHHO CNIEACHE HA KPBBHOTO HA/IATAHE H, KO © HGOﬁXOJIHMO, peryiHpaHe Ha
JIeKapCcTRaTa, KOHTO NMOHHXKARAT KPEBHOTO HAIAraHE.

Creyuannu nonvaayuy

IManmenTr ¢ 650peHO YBpEXAaHE
Ipe magueHTy ¢ TCKKO GL0peuHe YBpeXkane HIIH TaKMBA, KOHTO Ca Ha XeMOTHAJIM3a, OIIHTHT €

OrpaHH4YEeH.
TIpH Te3W MAIMEHTH Ce IPENOPHYEA MO-HHCKA Ha4anHa 7032 - 20 mg (BkK. Touxa 4.4). 3a naryedTy ¢
7ieKo 1o ymepeHo OROpedHo yBpexXIaHe He ce Halara aJalTHpaHe Ha jo3ara.

TauuenTH ¢ YepHONPOOHO YRpEXKIaHE
TenMUTaH € TIPOTHBOTICKA3aH MIPH NALMEHTH C TEXKO YepHOAPOGHO YBpekaaHe (Bxk. Touxa 4.3). Ilpu

MALHEHTH ¢ JIEKO 10 YMEpeHO uepHoApodHO yBpekaaHe [103aTa He TpAOBa Ja npesuinara 40 mg BeTHBK
JHeBHO (BK. To4ka 4.4).

[lanpeHTy B CT&PYECKA BB3PACT
3a mauMeHTHTE B CTapuecKa Bb3pacT He € HeoOXoaUMO aJlanTHpaHe Ha J03aTa.

Heduampuuna nonyrayun

BezonachocrTa B eukacHocTTa Ha TeMMUTAH MPH fENa K IOHOWH Ha BB3pacT noa 18 roaunu e ca
YCTAHOBEHH.

HanuupuTe NOHACTOSINEM JaHHM C2 OIMMCAHH B TOUKH 5.1 M 5.2, HO NpenopLKH 3a JO3HPOBKA HE MOTAT
Ja 6BaaT NancHu.

HauuH Ha NpHIOKEHNE
TaGneTsuTe TeIMHCAPTAH ¢a 3a TIEPOPAITHO MPHIOKEHHE BEHEK JHEBHO H MOTaT 14 ce NIPHEMAaT ChC
i Ge3 xpaHa.

4.3 TlpornsomoxkazaHus

+ CBPBXYYBCTBUTETHOCT KbM AKTHBHOTO BELIECTBO WM KBM HAKOE OT OMOLIHKIC BEILECTBA, H30pOeHH
B TOUKa 6.1

» Bropu 4 TpeTH TpUMecTEp oT OpeMeHHocTTa (BXK. Touku 4.4 1 4.6)

» OOCTPYKTHBHH HapylICHHA Ha KIbYHHTE ITETHIIA

» Texxo yepHOAPOOHO YBpeKAaHe.

EQHOBPEMEHHOTO H3MOI3BAHE HA TEIMHCAPTAH M JIEKAPCTBEHH MPOTYKTH, ChABPKAIIH aTHCKHPEH, €
IPOTHEONIOKA32HO [IPH TMAIMEHTH ChC 3axapeH auabet wid 6uOpeuro yspexnane (GFR <60
ml/min/1,73 m?) (Bx. Touxw 4.5 u 5.1).

4.4 Cnenuansg nNpeAyOpexIeHHS H HpeINa3HH MEPKH NpH ynorpeda

BpemenHoct
IMo Bpeme Ha OpeMeHHOCT He TPAOBA Jia Ce 2a1104Ba IcueHHe ¢ aHrioTeH3uH I perienTopHy

anTaronucrd. IlalMeHTKUTe, IaHHpamy 6peMeHHOCT, TpA0Ba Aa NPeMUHAT KBbM allTepHATHEHO
AHTHXHIEPTEH3MBHO IeUeHHe ¢ YCTAHOBSH MpodHT Ha Ge30onacHocT IpH ynoTpeda no BpeMe Ha
fpeMEHHOCT, OCBEH aKO MPOAL/DKaBAHETO HA TEpaNMATa ¢ aHTHOTeH3HH 1l pellenTopes aHTaArOHUCT Ce&
CMATA 32 KaTeropuuno neobxonumo. Koraro ce yctaHoBH GpeMEHHOCT, JICUCHHETO ¢ aHrHOTeH3uH 1
PELIENTOPHH aHTArOHUCTH TPAOBa /12 c& TIpeKpaTH He3abaBHO M, aKO & MOAXOAAIID, ia CE 3an0UHe ...
arTepHaTHBHA Tepamia (Bx. ToukH 4.3 1 4.6). S

YepHoapoGHO YBpexaaHe
Tenmuran e TpsaOBa na ce fdBa Ha MAUHEHTH C X0/1eCTa3a, OOCTPYKTHBHH HapyNIeHus Ha



TenmucaptaH. [IpH HalMeHTH ¢ JIEKO 10 yMEPEHO YepHOApoOHO yBpexkaaHe Tenmurtan Tpadsa fa ce
H3MO/I3RA NPeiNaliiBo.

PeHoBazanHa XHIEPTOHKA
Koraro raniesTH ¢ IBYCTPaHHA cTeHO3a Ha OBOpevYHHTE apTepHH HITH CBC CTEHO3a HA apTepHATa Ha

eIHHCTEeHHA $YHKUHOHHpaW, Os0pek ce AeKyBar ¢ JICKapCTBEHH NPOIYKTH, KOHTO 3aCAraT peHHH-
AHIHOTEH3MH-ATIOCTEPOHOBATA CHCTEMA, CHIIECTEYBA MOBHIIEH PHCK OT TeXKa XHIOTOHHA M 6s0peuna
HEeJOCTATEYHOCT.

Bn6peyro yepexaHe n 6p6pedHa TpAHCHIAHTALAS

Korato TenMHTaH ce MpHIAra HA NalHeHTH ¢ yBpeaeHa 6s0pevHa QyHKIS, ce npenopbyusa
TepPHOAMMHA [IPOBEPKA Ha HHBATA HA CEPYMHMA KMl H KpeaThHHuH. HaMa onuT no oTHOIEHHE
yrotpebara Ha TeJIMHTaH NPH MAIMEHTH ¢ HACKOPO TPAHCILTAHTHPaH GhOpexk.

BrTpechaoBa XHITOBONEMHS
[pH nanuedTy ¢ XUIIOBOIEMHS H/WITH Ae(HIHUT HA HaTpHil BCIEACTRBHE HA MOIIHA AHYPECTHYHA Teparims,

OrpaHMYCH IIPHEM Ha COJI € XpaHaTa, AHapHa HIH NOBPEIUIAHE MOXKE [1a & pa3sBHe CHMIITOMATHYHA
XHIIOTOHMA, [IABHO cnea mepsara no3a Tenmurad. Teau crerosHua Tpabsa na GbAaT KOPUTHPaHH TIpe ik
NpHIaraneto Ha Tenmurad. XHOOBONEMHATa H HEAOCTHIBT HA HATPHE TpAORa Ja 6baT KOPHIHPAHH
npeIy MPUIOKEHHETO Ha TeIMHTaH.

Jeoiina Gnoka/ia Ha peHHH-aHTHOTEH3HE-AI0CTepoHoRaTa chcTema (PAAC)

Hma JaHHH, 4e eAHOBpeMEHHATa ynotpeba Ha ACE-unxubutopy, anruotensus-11-petenropan Snokepu
HUTH AMTHCKHPEH NIOBHIABA PHCKA OT XHIIOTOHHS, XHTISPKAMEMAS H HaMaTsBaHe Ha GB0peuHaTa
GyHKIMA (BKIIOYHTENHO ocTpa Gv0peuna HenocTaThuHocT). [lopany ToBa He ce NpenophuBa ABOHHO
Gnokupane Ha PAAC dpes komGuuupanarta ynotpeba Ha ACE-HHXubuTOpH, aHrHoTeH3HH-11-
pelenTopHH GHOKepH WITH aTHCKHpeH (BxX. Toukd 4.5 1 5.1).

AKoO ce MpELEHH, e TepamusTa ¢, ABokino Gnokupane e abcomoTHO HeoOxoaMMa, ToBa TpAORa Aa CTaBa
caMo N0/ HaOMOIEHUETO Ha CHEUMAITHCT ¢ YECTO BHUMATENIHO MOHHTOpHpaHe Ha OBOpeuHaTa QyHKLH,
eNISKTPONKHTHTE W KPBbBHOTO HalAraHe.

ACE-HHXWGHTOPH ¥ aHruoTeH3HH-11-penentopuy Gnokepd He TpaOBa Aa ce H3MOM3BAT €AHOBPEMEHHO
TIPU TAUHEHTH ¢ AuabeTHa HedponaTHA.

JpyrH ¢BCTOIHHA CBC CTHMYNIAI(HA HA DEHHH-AHTHOTEH3UH-ANIOCTEPOHOBATA CHCTEMa

Ipn naumentn, YHETO CHIOB TOHYC B GBOpeyYHa QYHKINA ca 3aBUCHMH MPEJHMHO OT aKTHBHOCTTA Ha
PEHHH-aHTHOTEH3HH-ANJOCTEPOHOBATA CHCTEMA (HAIP. NAlIMEHTH C TEXKA 3aCTOHHA ChpeyHa
HEJOCTATHYHOCT HIIH MoUIekaino 6x6pedHo 3a60sBaHe, BKIIOYHTEHO CTeH03a Ha HROpeyHa apTepus),
JICUECHHETO ¢ JIEKAPCTBEHH MPOAYKTH, KOMTO TMOBJIHSBAT Ta3) CHCTeMa, KaTo TelIMHcapTaH, & 6o
CBBP3aHO C MOSBATA HA OCTPa XMIIOTOHHS, XHIIePa3OTEMHA, OJIMIYPHA HIIH B Pe/IKH CITyUaH - Ha OCTpa
OBp0peYHa HeJOCTATEYHOCT (BK. TouKa 4.8).

I[IBpBHtCH ATA0CTEPOHUIBM

TTaiMeHTH ¢ MHPBUMEH ANA0CTEPOHH3EM, OOHKHOBEHO HE C€ IIOB/TMABAT OT TePAIHA C
AHTHXMIIEPTEH3UBHH JICKAPCTBEHH IPOAYKTH, JeHCTBAlM TOCPEACTEOM HHXHOMpPAaHe Ha peHWH-
aHrHOTEeH3MHOBATA CHCTeMA. 3aToBa yriorpebaTa Ha TEMMECAPTAH HE CE NPENOpPBYBa.

Creno3a Ha A0pPTHA M MUTpATHA KJIana, OOCTPYKTHBHA XHIIEPTPOdHIHA KapAHOMHONIATHS
KaKTo ¥ NpH 0CTAHANIMTE BAZ0W/IATATOPH, [IPH MALHEHTH Ch¢ CTEHO3a HA A0PTHATA MM MHTPAHATA
Kiana, Wiy o6CTPYKTHEHA XHIIepTpoGHIHA KapIHOMHONMATHA € HeoOX0MHMO 0cODEHO BHAMAHKE.

[lanuenTH ¢ gHaber HA NeYenye ¢ WHCYIHH WK aHTHAHAOeTHH NeKapeTBa

AHIEpKanTHeMHs




Ynorpebata Ha TeKapCTBEHH HPOAYKTH, KOHTO HOBIHABAT PEHHH-aHI HOTEH3HH-AJII0CTePOHOBATA
CHCTEMA, MOME JIa MPSIH3EHKA XANECPKATHEMHUA.

Ipu nmamMeHTH B cTapyecka Bh3pacT, NalMeHTH ¢ Ob0peuHa HEOCTATHYHOCT, NALMEHTH C auaber,
MALHEHTH, TeKyBaHH €THOBPEMEHHOC ¢ /IDYTH JIEKAPCTBCHH MPOAYKTH, KOMTO MOTaT Aa MOBHINAT HHBATA
Ha KaJIHsl WHIM MAlHEHTH ¢ MHTEPKYDPEHTHH 2a00NsBaHKA, XUNePKATHEMHUATa MOXe Aa 6bae
CMBPTOHOCHA.

IMpeas 0OMUCIAHETO HA eIHOBPEeMEHHATA YTIOTpe6a Ha JieKapCTBeHH IMPOLYKTH, KOMTO NMOBIHABAT
PEHMH-AHTHOTEH3HH-AOCTEPOHOBATA CHCTeMA, TPSOBa Aa Gbe OLCHEHO ChOTHOLIEHHETO MON3a/PHCK.
[MaBHHUTE PHCKOBH QAKTOPH 3a XHIIEPKaTHeMus, KouTo TpAGBa na ce B3eMaT npeaBus ca:

- JaxapeH nuaber, 6x0peqHo yBpeskaaHe, BB3pacT (> 70 romHHu)

- KoM6HHAUMATA ¢ €IHH HIH NOBEYE JIEKAPCTBEHH IPOAYKTH, KOUTO HMAT eIeKT BBPXY PEHHH-
aHTHOTeH3HH-AITOCTEPOHORATA CHCTEMA WM KanueBr J00aBKH. JlekapctseHd NPOAYKTH UITH
TEPANEBTHYHH KIACOBE AEKAPCTBEHM MPOIYKTH, KOWTO MOraT a IIpOBOKHPAT MOABaTa Ha
XMIIEPKATHEMHUS, ¢4 KATMii-ChILpKall| 3aMECTHTENH Ha COTa, KalHii-ChXxpanasaiiy aaypetuun, ACE-
HHXHOWTOPH, aHTHOTEH3HH 1] peleNnTOpHH aHTArOHHCTH, HECTEPOHIHY NPOTHBOBL3NATTHTENHH
nekapcteedu npoayktu (HCIIBC, BETIOUMTENHO CeNMEKTHBHA HHXHOWTOPH Ha COX.-2), xenapHH,
HMYHOCYTIPECOPH (LIMKJIOCTIOPHH HIH TAKPOAMMYC) H TPUMETOMPHM.

- UHTepKyPEeHTHH CHCTOAHMA, 0CODSHO AEXMAPATALAS, OCTPa ChPeYHA ISKOMIIEHCALHA, MeTaboIHTHA
anuzo3a, BIowaeaHe Ha 6pOpeunara QYHKLHAA, BHE3aMHO RIIOMIABaHE HA ChCTOAHHETO Ha OBOperinTe
(Hanp. npu uudexnMoO3HO 3a60naBaHe), KIETHYHO paspyluaBaHe {HAIp. OCTPa HCXEMHA HA KpaHHHK,
pabnoMmuoN3a, MacHBHA TPaBMa).

Mpenopsuea ce BHAMATEIHO MOHHTOPHPAHE HA CEPYMHUS KATHI [IPH [TALMEHTHTE B PHCK (BXK. TOUKA
4.5).

ETHHYEeCKH pa3THInAg

KaxTo u nipH HHXHOHTOpHTE HA aHTHOTEHIHHKOHBEPTHPAILHA CH3HM, TENMHCAPTAH X OCTAHAIHTE
aHrHoTeH3uH [l pelienTopHM aHTATOHMCTH HMAT No-c1abo W3paseH MOHIKABAIL, ApTEPHAIHOTO HaJIsraye
e)eKT IpH MAlMEeHTH OT YePHATa paca, B CpaBHEHME C IPYTHTE PAaCH, BEPOATHO TOPATH MMO-BHCOKATa
HECTOTa HA HUCKO HUBO HA pBHHH MMpH MAIHEHTHTE C BHCOKO Kp’bBHO HAIATAHE B Ta3H nonynaum[.

EQEI‘H
Kakxro u TIPH APYTH AHTHXHIIEPTEH3HBHH JICKAPCTBA, NPEKOMEPHOTO MOHMKABAHE HA KPRBEHOTO HAAATaHE
TIpH NaMHeHTH ¢ HCXEMHYHA OonecT Ha CBPLETO HIH HCXEMHYHO CHpACYHO-CBHAOBO SHGOHHBHHG, MOXKE

Nia [oBeAE 10 HHPAPKT Ha MHOKAp/a HiIH MO3bYEH HHCYIIT.
4.5 BzanmoaeiicTBHe ¢ JpYrH JeKAPCTBEHH TPOAYKTH H APYrA OPMH Ha B3aAMo/ciicTBHe

EHI’OKGHH

Koraro Tenmucapran ce npriara ¢IHOBPEMEHHO ¢ JUrOKCHH, ce Hab/oAasa CpeiHO YBEJIHUEHHE Ha
nuKoBata (c 49 %) v Ha MunuManHara (¢ 20 %) TasMeHa KOHLEHTpalia Ha Jurokcuna. Ilpu
3aro4BaHe, NPoMAHA Ha JI03aTa MIIH NPEeKpaTsaBaHe Ha yrnoTpebara Ha TENMHCApPTaH, KOHTPOIOpakiTe
HHBATA HA JIMTOKCHH C LieJ 1a ¢ NOASBPKAT HHBATA B TEPAaNEBTHYHHTE TPAHHIIA.

IlonobHO Ha ApyrH TeKapcTBeHH NPOJYKTH, KOHTO MOB/IMABAT PEHHH-aHTHOTEH3HH-aNII0CTEPOHOBATE
CHCTEMA, TEJIMHCAPTAH MOXE A MPOBOKHpa NIOABATA Ha XunepkatueMus (Bx. Touka 4.4). PuckbT moxe
JIa ce TMOBHILH MPH TePAHeBTHYHA KOMOHHALMA ¢ IPYTH JTEKApCTBCHH MPOAYKTH, KOUTO CBHIIO MOTAT 2
NPOBOKHMPAT N10ABATA HA XHIIEPKATAEMHA (KaTHIi-CHABPIKALIN 3aMECTHTE/IH Ha CONTA, KAITHH-
chXpaHaBaiy auyperuuu, ACE-uaxubutopy, aHrnorensuH 11 penenTopHd aHTAarOHHCTH, HECTEPOHIHH
NPOTHBOBB3NANHTENHH JiekapeTsenu nponykry (HCTIBC, pxmountenHo cenextupin COX-2
HHXHOHTOPH), XENAPHH, HMYHOCYTIPECOPH (LIHKAOCTIOPHH HIM TAKPOJIHMYC) H TPHMETONPHM).

MMospaTa HA XUTIEPKATHEMHS 3aBUCH OT PHCKOBHTE (AKTOPH. PHCKET ¢ MOBHILABA B CI1y4a
ropecroMeHaTHTe TepaneBTHYHH KoMOHHAWHH. Toli € 0coGeHo BHCOK MpH KOMOHHAms ¢
CHXPaHABAINH JIMYPETHLH H TIpH KOMOHMHALNA © KANHH-CHABPKAIIH 3aMECTHTEH HA CONTAl



Kombuuupaneto ¢ ACE-urxuGuropy wixt HCTIBC HoCH NO-HHCHK PHCK IPH YC/I0BHE, Y€ CTPUKTHO C&
cra3eaT NpeANas3HITe MEPKH 3a yroTpeda.

Eonospemenna ynompeba, koamo ne ce npenopyysa

Kannii-cpxpanapany JUYpeTHIM WIH KATHEBH TOGaBKH
AnrnotenzHH Il perienTOpHATE aHTArOHHCTH KATO TEIMHCAPTAH HAMANIARAT HHIYIIMPAHATa OT

JHYPeTHLH 3aryba Ha kanui. Kamii-crxpaHsepalmiyre QHypeTHLH, HAIpP. CIIHPOHONAKTOH, EILIEPEHOH,
TPHAMTEPEH WM aMUNIOPHUE, KanueBy Ao0aBKH WiH Kamuii-ChILPIKALH 3aMECTHTETH Ha CONTA, MOTaT Aa
ACBEAAT 10 3HATHTENHO MIOBHILICHAE Ha CepYMHHA Kaii. AKO eJHOBPEMEHHATA MM ynoTpeba ¢
NOKA3aHa [IOpagd JOKyMEHTHPaHa XHITOKATHEMHSA, Te TPAOBa J1a ce W3NO0A3BaT NpelIa3IiBo H ¢ YECTO
KOHTPOJIHPAaHE Ha CepYMHHS KasiHil.

Jhrui

Hma crobineHns 3a o6paTHMO TMOBHIIEHHE H2 CEPYMHITE KOHLUEHTPAaLUHH HA THTUH H TOKCHYHOCT NIPH
€JHOBPEMEHHO IPHIOKEHHE Ha JIMTHH ¢ HHXMOHTOPH Ha aHTHOTEH3MH-KOHBEPTHPAIHA €H3HM, KAKTO H
¢ aHTHOTeH3HH [ pellelTOpHY aHTATOHKCTH, BIJIFOYHTETHO TEIMHCAPTaH. AKO TakaBa KOMOHHALKA Ce
OKaske HeoOXoauMa, ce MPenopbhYBa BHUMATETHO MOHHTOPHPAHEe Ha CePYMHOTO HMBO HA JTIHTHE.

Eouospemenna ynompeba, xosmo usuckea npednaznusocm

HecTeponaHu MpOTHBOBB3NANHTENHH NEKADCTREHH MPOIYKTH

HCIIBC (1.e. aueTHICATHIMIOBA KMCEMHHA B [IPOTUEOBB3NIATHTEIHH f030BH peskumH, COX-2
AHxubuTOpH U HecenekTuBHH HCIIBC) Moxe 1a HAMANAT AHTHXHITEPTEH3HBHHA eeKT Ha AaHrHOTEH3HH
II peuerrTopHUTE AHTArOHKCTH.

IMpy HsxoW NAUMEHTH ¢ KOMIpoMeTHpata OrOpedna GYHKIHS (HaNp. NMAMEHTH ¢ JEXHADATALIMA YTH
NALIHEHTH B CTapyecka BB3pacT ¢ HapynieHa Op0pevHa QyHKIHA), eIHOBPEMEHHOTO IIPWIMKEHHUE Ha
anrHoTen3dH Il penenTOpHH aHTaroHHCTH | JIEKAPCTBa, KOUTO HHXHOHPAT LHKICOKCHIeHa3aTa, MOKE Ia
ZoBene Jo IOIBIHHTEHO BIomaBaHe Ha Os0peunaTta GyHKUHS, BKITIOYHTENHO BE3MOKHO PasBHTHE Ha
ocTpa 6B6peyHa Hel0CTaTBYHOCT, KOSTO OGHKHOBEHO € 00paTHMO. 3aroBa KoMOUHALMATA TpAGBA na ce
H3II0N3BA TPEATIA3IHBY, 0COOSHO NPH NAUHEHTH B cTapuecKa Be3pact. [lanuenTure TpabBa ga 6baaT
afieKBATHO XHIPATHPAHH H J1a c€ 0fMUCIH MOHHTOpHpaHe Ha OBOpeynara QyHKIUs Cllel 3anoysase Ha
KOMOMHHpaHaTa TepanHa H NepHoJHYHO Clle TORA.

B enno npoy4sane eqHOBpeMeHHATa YNIOTpeda Ha Te/IMHCAPTAH ¥ PAMHIIPHI € ROBEJa 0 2,5-KpaTHO
nosuuenue Ha AUCy,4 M Cp Ha paMUNIPHT B paMUIpunaT. KIIHHHYHOTO 3HAYEHHE HA Ta3K HaXO4Ka e
HEHM3BECTHO.

Huypervuy (TRasunan 0 OpEMKOBH MYDETHIIH)

IpemmecTralio NeyeHHe ¢ BHCOKH JI03H AHYPETHIH KaTo (Gyposemu (OPUMKOB JHYPETHK) H
XMJIPOXIOPOTHAZK] (THA3HAEH IMYPETHK) MOXKE J1a JOBEAE JO XHIIOBOIEMHMS H PHCK OT XHIIOTOHHA [PH
3aM0YBAHE HA Tepallys C TEJMHCApTaH.,

Aa ce umam npedgud npu ednospemenna ynompeba

JpYTH aHTHXHNepTEH3HBHE [IPOAYKTH
[NoumwkapalHAT apTepHATHOTO HasAraHe edekT Ha TeJIMHCApTaH, Moxe Aa 6bje yCHIEH oT
kombuHHpanaTa ynotpeba ¢ qpYTH AaHTHXHIIEPTEH3HBHE NIEKAPCTBEHH MPOLYKTH.

JaHHM OT KAKHMYHHA H3THTBAHUA NMOKA3BaT, Ye JBOHHOTO 0JI0KHPaHe Ha peHHUH-aHTHOTEH3HH-
anpocreponorara cucTema (PAAC) upes xoMGuHHpaHaTa ynotpeba Ha ACE-umxuburopy,
aHruoteHsHH-1I-penierrropHH GI0KepH HITH AIHCKAPEH CE CBBP3Ba ¢ TO-BHCOKA YeCTOTA Ha HEwKelL

(BRMIOYUTENHO OcTpa OLOpedHa HeTOCTaTHYHOCT), B CpaBHEHHE ¢ yroTpebaTa caMo Ha elHO
ZericTrao Bepxy PAAC (Bxk. Touxn 4.3, 4.4 u 5.1).

Karo ce umar npensun Texuute hapMakoOIOTHYHH CBOMCTBA, MOJKE Ja C€ OUaKBa, 9€ CIIE/THH
JEKAPCTBEHH NIPORYKTH MOraT J1a IOTEHUHPAT XHIIOTEHIMBHUTE €(DEKTH Ha BCHUKH dHTHXHIT



neKapeTRa, BRIIOUHTEITHO TeAMHcapray: GaknodeH, amutdocTHH. OCBEH TORa, ANKOXONLT, GapOHTYpaTH,
HApKOTHYHH BELIECTBA WK AHTHAETIPECAHTH MOTAT J1a 3aCHIMT OPTOCTATHYHATA XMIOTOHHS.

Kopmixocteponan (CHCTEMHO NIPUIGKEHHS
[MoHwkapaT aHTEXMNIEPTEH3UBHHA etheKT.

4.6 @epraIATET, DpeMEHHOCT H KEpMeHe

BpeMeHHOCT

Ynorpebara Ha anrHoTeH3HH I] penenTOpHH aHTATOHECTH HE C€ NPENMOPBYBA 10 BPEME Ha ITBPBHA
TpUMECTHP Ha OpeMeHnocTTa (BXK. Touka 4.4). Ynorpedara Ha anrHoTeH2vH Il penenTOpHH aHTArOHHCTH
€ IPOTHBOTIOKA3aHa TIPe3 BTOPHA H TPETHA TPUMECTEP Ha OpeMeHHOCTTa (BK. TOUKH 4.3 W 4.4).

Jluncear agexBaTHH NaHHK 33 yrnoTpebara Ha Tesmurad nipu OpemernH sxenu. [Ipoyusanus npu
JKHBOTHH ¢a [OKA3aJIH PeNpOLyKTHBHA TOKCHIHOCT (BK. TO4Ka 5.3).

EnmupeMHONOTHYHHTE JAHHH 10 OTHOLICHHE Ha TEPATOTEHHHA PUCK Cliel excnosuuma Ha ACE-
HHXWOHMTOPH N0 BpeMe Ha MEPBHA TPHMECTEP OT OPeMEeHHOCTTA HE Ca SNHO3HAYHH; BCE [TaK HE MOXKE Ja
ce MRKJTIOYH JIEKC MOBHIIEHHE HA PUCKa . Boopeku 4e He ChIIeCTBYBAT KOHTPOIHPaHH
eNHAESMHOIOrHYHH JAHHH OTHOCHO PUCKa, CBBp3aH ¢ aHrdoTeH3MH Il pelienrTopHy aHTaroHKCTH, [IPH
TO3M K/1ac JeKAPCTBA MOXKE [1a ChlUeCTBYBAT NoAo0HH pUckose. OCBEH ako NpOABDKABAHETO HA
JIeYeHUETO ¢ aHTHOTEH3KH [ pelienTopHI AHTArOHMCTH Ce CUHTA 32 HIKTIOUHTENHO HE0OX0IHMO,
NALHEHTKUTE, [UTAaHHpatiny OpeMeHHoCT, Tpa0Ba fa MPeMHHAT Ha ANTEPHATHEHA AHTHXHOEPTCH3MBHA
TepanwA ¢ ycTaHOBeH npod Ha 6e30MmacHoCT Mo Bpeme Ha GpeMEHHOCT.

IMpu ycranosssale Ha GpeMeHHOCT jtedeHueTo ¢ anroTes3nH LI penenrrophu aHTaronucTd Tpabea na ce
npexpaTy He3abaBHO W, aKO € MOAXOMALIO, Ja CE 3aMOUHE ATTEPHATHBHA Teparnui.

H3BecTHO €, Ye eKCTOZHIMATA Ha aHrHOTeH3HH 1 penerrropHH aHTArOHKCTH Npe3 BTOPHA H TPeTHA
TPUMECTED OT GPEMEHHOCTTA [PEIH3BUKBA (GETOTOKCHYHOCT MpH Xopa (noHmkeHa 060peyna QpyHKIWA,
ONMFOXHAPaMHKOH, 3a0aBeHa OCH(HKALINS Ha Yepena) H HEOHATaTHa TOKCHUHOCT (OhOpetHa
HeIOCTATHYHOCT, XHNOTOHUS, XHIepKanneMus) (Bx. Touka 5.3).

Axo rpe3 BTOPHR WIH TPETHA TPHMeCTHP Ha OpeMeHHOCTTa & MpHIiarasd auruTeHsud Il pesenTopen
AHTATOHHCT, C€ IPENOPBYBA YATPA3BYKOBO H3C/IeABaHe Ha 6p0peunaTa dyHKuua 1 Yepena .

BeGerara, 9HHTO MaitkH ca IpHEMAIH aHrHOTeH3uH 11 peeniTOpHE aHTaroHUCTH, TpAOBa na OwpaaT
BHHMATETHO HA0TIONABAHM 32 [I0ABA HA XHIIOTOHHA (B3, TouKH 4.3 1 4.4).

Knpmene
T kato nuncea HHGOpPMAIHA OTHOCHO YHOTpeOaTa Ha TEMHCAPTAH [10 BPEME Ha KEPMEHE,

ymoTpefara My He ce NPenopbYBa H 3a MPeANOYHTaHE € H3IOI3BAHETO HA ANTTEPHATHEHA TEPAIHi C 10-
Jo6Gpe yetaHOBeH npodn Ha 6e30MacHOCT MO BpeMe Ha KbpMeHe, OCOGEHO MPH KbPMEHE Ha
HOBOPOASHH HITH HEOOHOCEHH ACHA,

Geprinurer
B npeaknEHHYHA TPOYUBAHNA HE ca HaOM0daBaHH €pekTH Ha TeMHUTaH BEPXY (DEPTHIHTETA HA MBKKHA

H KCHCKH WHIHBHIH.
4.7 EdexTn BbpXy cnocobnoerta 3a modupane u padora ¢ MallnAR
Ipu wodupane wim paGora ¢ MaluHKW TPAOBA Aa c€ Ma IPEABHI, Y€ KOTATO CE [IPHEMAT

AHTHXHMEPTEH3MBHH NEeKAPCTBEHH [IPONYKTH KaTo TeJMMTaH, MOHAKOra MOrar A1 ¢¢ HOABAT
CBETOBBPTESHK HIIH CHHIHBOCT.

4.8 Hexenann JeKAPCTBEHM PeaKIHH

KpaTtko nanoxkeHHe HA nvodm.na Ha Ge30nmacHoCT




Cepuo3HUTe HeXeTaHH NeKapCTBEHH PeakUiy BKIIOYBAT aAHAGWIAKTHYIHH PEaKIIHM ¥ aHTHOEIeM, KOUTO
MoOe aa ce nossat paako (=1/10 000 zo <1/1 000) 1 ocTpa 6B6peyHa HENOCTATBYHOCT.

OBmaTa 4€CTOTa Ha HEXKENIAHKTE /IeKapCTBEHU PeakLiyy, JOKIaABaHH C TeIMHMCapTaH, 0OHKHOBEHO €
Owia cpaBHuMa ¢ wianedo (41,4% copamo 43,9 %) npH KOHTPONHPaHH IIPOYIBAHHS NPH NALKEHTH, IPH
KOHMTO € NPIIAraH 3a IeYeHye Ha XHUNepToHks. YecToTaTa Ha HEXeIaHWTE PEakipy He ¢ 6Hia cBbp3aHa
C J03aTa M HE € OKa3a/ia Kopesanis ¢ oA, BB3pacTTa WK pacata Ha nauuenTare. [Ipoduner Ha
$e30MmacHOCT Ha TEMMHCAPTAH TIPH NMAaLMEHTH, JISKYBaHH 34 HAMa/IABaHe HA ChPAEYHO-CHAVBATA
sabonepaeMocCT, € NoAo0eH Ha TO3H, NOMYYSH NPH NALMEHTH ¢ XMIIEPTOHHA.

Hexenanure 1eKapcTBEHH peaKiyH, OMHCAHH T0-10MY, ¢a ChOPaHH OT KOHTPO/IHPAHH KIHHHIHH
M3MUTAHH IpY NALHCHTH, JIEKYBaHH 110 TIOBO] XHIIEPTOHHS M OT NOCTMAPKETHHTOBH chobmenns. B
CIMHCHKA Ca OTYETEHH M CEPHOIHMTE HEXEIAHN PeakudH H HEKETaHHTE PeaKliH, BOAELIH IO
NPEKBCBAHE, ZIOKIA/IBAHH B TPH KIIMHHYHH THITOCPOUHHM NpoyuBaHis ¢ 21 642 nauyeHTH, TeKyBaHu ©
TENMHCAPTAH B NPOABIDKEHHE HA IO MIECT TOJMHH 338 HAMAJIABAHE HA ChPOEYHO-CHIOBATA
3ab0neBaeMocT.

Kpatko HaoxeHHe Ha HeXeTaHUTe JeKAPCTBEHH PEAKLHMH B tabnmyen dopmar

Hexenanvre peakiyy ¢a IpynHpaHHi B 3aBHCHMOCT OT YE€CTOTATA KATO C¢ M3II0NI3Ba CIeIHATA
KOHBEHLHMA: MHOTO 4ecTH (31/10), uectn (=1/100 go <1/10), Hewectr (>1/1 000 no <1/100), pemeu
(>1/10 000 go <1/1 000}, muoro peaxs (<1/10 000).

BEB BCAKA rpyna 3a 4eCTOTaTa HEXEIAHHTE IEKAPCTREHH PEAaKIHK ce H30poABaT 8 HH3XOASIL Pel 110
OTHOLIEHHE Ha TIXHATA CEPHO3ZHOCT.

Hudexunu u uadectauru

Hewecru: Hn¢ekuns Ha YpHHAPHUA TPAKT, BKIFOUMTEIHO [IHCTHT,
WHGEKIMs Ha TOPHHTE JHXATETHH IBTHINA, BKITIOYMTEIHO
dapuHreT M CHAYIAT.

Peaxn: CeNCHC, BKITIOYHTENHO ¢ NETATEH H3X01'

Hapywienns Ha KpbBTa H IHMGHATa CHCTEMa
HevecTn: Ademua
Penku: EosuHothrmmg, TPOMOOIUTONIEHHA

Hapymenns Ha HIMyHHaTa CHCTEMA
Penxu: AHadHunaKTHIHA PEAKIIHA, CBPBXYYBCTRUTEHOCT

Hapymenus ga MeTabonuaMa B XpaHEeHETOo
Heuectn: Xunepkanuemus
Penku: XHUNOriHKeMEs (TIPH MALMEHTH ¢ JHabeT)

INeuxu4HH HapyIUeHHs:
Heuecry: beacsnue, Aenpecua
Penxu: TpesosxHoCT

HapymeHus Ha HepBHATA CHCTEMA
HeuectH: CHHKON
PenxH: CBHIHBOCT

HapymeHnq Ha ouHTe:
Pemn: HapyuicHo 3peHte

Hapyinenns Ha yxoTo W nabupuHTa
Heuecrn: ' CeeToBBpTEXK




ChbpaeyHH HapyIIeHHAS
Heuecrn: Bpanurapaus
Penxu: Taxuxapams

C1b10BH HapyLIeHHA
Heyectn: XHIIOTOHHA, OPTOCTATHYHA XHUIIOTOHHS

Pecnupatopts, rpbIHH H MeAHACTHHAIHH HAPYIICHHS
Heuectn: Hucnres, kammuna
Mamnoro peaku: Hurepctuipianaa 6emoapobua Gonect’

CToMallHO-4pEBHH HAPYLUEHHA
Heuectu: Kopemuu Gonku, AHapus, JHCOETNCHA, Ta30B¢, MOBPBILAHE

Penxu: Cyxota B ycTara, CToMaleH JHCKOM(OpT, JHCTEY3HA

XenaToOHIHAPHHA HAPYIISHHAS
Penxu: AGHOpMHA uepHoapoGHa QyHKIMA/ vepHOapobHO HApyIICHHE®

Hapymemm HA KOXAaTa H MOAKOXHATE ThKaH!:

HeuecTtn: Xwunepxuzpoza, cbpbek, oGpHEH

Peaxu: AnrHoeaeM (BKIIOUHTENHO U C IETAICH U3X0T), eK3eMa,
€pUTEMA, YPTHKApHi , JIEKAPCTBEH 0OPHB, TOKCHYEH KOXEH
o0OpHE.

Hapyinerns Ha MyCKyTHO-CKENETHATa CHCTEMA M ChEIMHHTE/IHATA THKaH:

HevecTn: Mpuanrus, 6onk# B repba (Halp. HIIKHAC), MyCKYJIHH CIIA3MH

Penxm: Aprpanrus, Gonkd B KpaliHULHTE, G0IKH B CYXOXKHIHATA

(TEeHOHHHTONONOOHH CHMITTOMH)
Hapyenus Ha Gp0perTe ¥ MIHKOYHHTE ITETHIIA
Heuecern: Hapyensns Ha {u6pernte, BRIIOYHTENHO ocTpa 616peuna

HEAOCTATEYHOCT

O61mn Hapymenus 1 eheKTH HAa MACTOTO HA NIPHITOKEHHE

Heuecru: Boiky B CbpaMTE, acTeHuA (cnabocT).

Pemau: ['punonogoGen GonectH

Hscaenpanua

Heuectu: IloBHIIEH KpeaTHHHH B KPBETA.

Penku: TToHmKeH XeMOrnoOHH, NOBUINEHA MHKOYHA KHCEMHHA B KPhBTA,

TIOBHIIEHH YepHOAPOOHH €H3MMH, TIOBHLICHA
kpeatandocoKHHa3a B KPBBTA.

1,234
“*%: 33 ROITHIHHTENTHO OIMCAHHE BHAKTE TOATOUKA Onticanue Ha u3OpanU HEXCERAnU peakyuy’

Onucanre Ha H30paHH HeKENAHN PeaKIIHH

Cencue
B usmmteaneTo PRoFESS e HaGnrogaBaHa yBenHYeHa 4€CTOTa Ha COIICHC MNP TEIMHCAPTAH B CPABHEHME
¢ ianebo. Topa MOXKE 14 € CIYHaiHO WK CBHP3aHO ¢ HEH3BECTEH MEXaHH3bM (BXK. TOUKa 5.1).

XHNOoTOHHA
Ta3u HexeNnaHa peakiya e cboOILaBaHa KATO YECTa NPH MAIMEHTH ¢ KOHTPOIHPAHO KPb
KOMTO ¢a JIEKYBaHH ¢ TEIMHCAPTAH 32 HAMAIABAHE HA CHPASYHO-ChA0BaTa 3a00neBaeM
JOITBTHEHHE KBM CTRHAAPTHOTO JICYEHHE.

AbHOpMHA YepHOApOOHA HVHKIHA / YepHoApoOHO Hapylllerue




[oeeuero cmyuau Ha abHopMHA YepHOAPOOHa QPyHKIHA / YePHOAPOGHO HapyllleHHe OT
[IOCTMAPKETHHIOBHA OIUT ¢4 HabOaIOaBaHH MPH MAIMEHTH OT ANOHCKH IPOM3X0H. TakuBa HeXenaHu
PEaKIHH € M0-BEPOSTHO 1a BE3HHKHAT TIPH [TAIIMEHTH OT ATIOHCKH NPOH3XOI.

Huteperunania 6enonpobHa Gonect
Cnen myckaHeTo Ha asapa ¢a choGIUaBaHH cly4aH Ha HHTepcTHUHANHa OenonpobHa Gonecr, CBBpP3aHH
110 BpeMe ¢ NpueMa Ha Te/MucapTaH. [[PHYMHHO-CNENCTEEHA BpBb3Kka obave He e NoKa3aHa.

Crolmarane Ha TOAO3MPAHA HEXeIAHH PEarITHH

CroBIIaBaHeTo Ha MoJ03UpaHy HEXeTAHH PeakiiiH cliell pa3pelaBane 3a ynorpeda Ha NeKkapCTBEHMA
MpOAYKT e BakHO, Tosa no3posABa Ja NPOIEIKH HAGMOASHASTO HA ChOTHOLIEHHETO NOJI3A/PHCK 32
NeKapcTBEeHHA MPpoAYKT. OT MeAMLHCKHTE CISLHATHCTH C€ H3HCKBA Ja ChoOUIaRaT BCsAKa MOJAO3HpaHa
HeXeNlaHa peakilis Ype3 HAHOHAJIHA CHCTeMa 3a ChoDiapaHe:

HismbnHuTe/IHA areHUMA M0 NeKapcTBaTa

yn. ,Jlamsan I'pyes” Ne 8,

1303 Codus,

Ten.: +359 2 8903417,

yebcaitr: www.bda.bg

4.9 Iipeposnpane
JaHHATS 32 NPEKOINPAHE TIPH XOpa ¢a OFPAaHHYEHH.

Cumrromu: Hali-u3sBeHuTe MPosSEH Ha PeAC3HpaHe ¢ TENMHCAPTAH ca OHUTH XHIIOTOHHMA H TAXHKADPIMI;
OCBEH TOBa ca ¢b001aBalu U SpagdKapana, CBETOBBPTEK, MOBHINABAHE HA CEPYMHHUS KPEeaTHHHH H
ocTpa OB0pevHa HenOCTATHYHOCT.

Jeuenme: TenMucapTad He ce OTCTPaHABA upe3 Xxemonuanusa. [lauuenTsT Tpsa6ba Aa ce HabmoAaBa
BHHAMATEJIHO H JIa CC NpMIara CHMITOMATHYHA M MOAABpXkalla Tepamus. HeoOxomumuTe aeficTBus
32BHCAT OT BPEMETO, KOETO € M3MUHANO OT MOLTHINAHETO | TEXKECTTa HA CHMIITOMUTE . BhaMomHuTe
MEpPKH BKIIOYBAT MPeAH3BHKBAHE HA [IOBPBINAHE H/HIH CTOMALIEH JaBaxk. B eueHnero Ha
[PeIO3HPAHETO MOXKE /A € TONIE3Ha YIIOTpedara Ha akTHBEH BbIuieH. CepyMHHTE ENCKTPOIHTH H
KpeaTHHHH TPA6Ba 1a C& [IPOBEPABAT 4YeCTO. AKO Ce pa3BHe XUIIOTOHMY, TIAIIHEHTT TPAGBa Aa 6bae
MIOCTABEH B JIETHAIIO TIOJIOKeHHe TI0 IPh0 M Aa ce npeanpueMe O1p30 00EMHO 1 COACBO 3aMeCTBaHe.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 <ddapMakoIMHAMHYHH cBoiCTBA
(MapMakoTepaneBTAYHA [PYTIa: aHTArOHHCTH Ha anrHoTessdH [I, camoctosTenno, ATC kon: CO9CAQ7

Mexanusbm Ha geHcTBHE
TeaMHcapTaH € AKTHBEH [IPH MEPOPATHO NPHICKCHHE CleH(HYEH aHTArGHHCT Ha PELICITOPHTS {THIT
AT1) 33 anruorensun I1. TesMHCapTaH H3MECTBA C MHOTO BHCOK ahHHHTET aHrHoTeHsuH Il oT HETOBOTO
MACTO Ha CBBP3BaHe KbM PeLienTopHTe oT noaTH AT1, KOHTO ca OTroBOPHH 33 W3BECTHHTE ACHCTBHSA Ha
aurvotensnd Il TenmucapTaH He MPOSBABA YaCTHYHO arOHHCTHUHO feficTBHE NMpH cBbp3sane ¢ AT
peuenropa. TenMucapraH ce cBbp3Ba ceekTuBHO ¢ AT1 petientopa. CBLP3BHETO © ABJITOTPAHHO.
TenMucapTaH He NpuTEXaBa aQHHHTET KBM IPYTH penenTopH, siunoyntemso AT2 u apyru no-crabo
xapaktepusnpain AT peuentopu. (PYHKLMATA HA TE3H PELISITOPH He € H3BCCTHA, HATO eeKTUTe OT
TAXHOTO CBPBXCTHMYJIMPAaHE OT AHMMOTEH3HH II, YHHTO HHB2 C€ IOBHINABAT OT TE/IMHCAPTaH.
11nazmeHuTe HHBA HA ANJOCTEPOH C& TIOHWKABAT OT TEIIMHACAPTaH. TeJIMHCapTaH He HHmGHpa
YOBEUIKHA TU1a3MEH PEHHH, HUTO GI0KHpa HOHHE KaHaid, TeaMucapran He HHxuOHpa
AHTHOTEH3WHKOHBEPTHPALlHs en3uM (KMHHHA3a 1I), eHsiMa, kolTo pasrpaxia Opaiu
¢e 0YaKBa MOTEeHUWpaHe Ha MEAMHPAHH OT OpaJHKWHHH HeXKeTaHH PeaKilHH.




TTpu Xopa TejMucapTaH B 03a 80 mg MOYTH HAMBJIHO HEXHOHPA NPEAH3BHKBAHOTO OT aHrHOTeH3HH 11
TIOBHIIEHHE Ha KPBBHOTO Hanarane. Muxubupanmsar edexrt ce moAIbpika B MPOTWDKEHHE HA Hajl 24
yaca U Moxe Ja Oble uameped 1o 48 yaca.

KnuHuyHa edukacHOCT U Ge30macHOCT

JleueHne Ha eceHUHATHA XHNEPTOHHA:

AHTHXHHCPTGHSHBHHJ[T ereKT Ce MpoABABRA NOCTCNEHHO N0 3 yaca cneq ITBpBAaTa A03a TeJIMHCAPTAH.
MaxkcumanHoTo TOHKEHHE HA KPbBHOTO HATATAHE oOHKHOBEHO C€ IMOCTHIA ¢nea 4 710 8 ceaMHUIM ot
Ha4YaJI0TO Ha JCHEHHETO H C€ NOAIbpKa NPH JEIrOCpoiHa TepalnHa.

AHTHXMNEPTEH3HBHUAT eeKT OCTaBa TIOCTOAHEH 24 Haca ciefl [IPHEMaHE Ha 203aTa H BKJIOYBA
nocneauuTe 4 yaca MpeiH ClISABANIATA 1034, KAKTO € IOKA3aHO OT H3MEPBAHE HA KPEBHOTO HAIATAHES B
aMGynaTopHH yeioBHa. ToBa € MOTEBPAEHO H 0T ChOTHOLIEHUETO MEKITY MUHUMANHATA W MKOBATA
KOHILIEHTpauHs, koeTo e Han 80 % cien npHeM Ha 1o3u oT 40 u 80 mg Tenmucapran npu rwiaueto
KOHTPONMPaHH KIIHHHYHHE H3nuTBaHuA. Hamule e TenaeHnns 3a Bpb3Ka MEXIY [I034aTa H BPEMETO Ha
PL3CTAHOBABAHE Ha 0a3aHOTO CHCTOMHO KPEBHO HAaATaHe. B TOBA OTHOLIEHHE JAHHHTE 32 -
IMACTONHOTO KPBBHO HAIATAHE HE €A €THOZHAYHH.

IMpy nan#edTH ¢ XUNEPTOHHA TEIMHCAPTAH NIOHHKABA CHCTOIHOTO H JHACTONIHOTO KPBEHO HAATAHE
Ge3 ma MoBNUARA ITYJICOBATa YecToTa. [IpeacToH Aa ce onpeaend NPHHOCET Ha IHYPETHUYHHS U
HATPHYPETHYHHUA €(HEKT 33 XHNOTEH3UBHATA aKTHBHOCT Ha JIEKapCTBEHHA NPOAYKT.
AHTHXHMIIEPTEH3HBHATA ¢(PUKACHOCT HA TEIIMHCAPTAH € CPAaBHHMA ¢ Ta3H Ha NPOIYKTH NPEACTABHTETH
Ha JpyrH KJI2COB€ AHTHXHIIEPTEH3HBHH JICKAPCTBEHH NPOAYKTH (YCTAHOBEHA NPH KIHHAYHH
H3NHTBaHUA, CPABHABAIIH TEMMHCAPTAH ¢ aMJIOAMIIHE, ATEHONO0M, EHATAMPHIL, XHEPOXIOPOTHAZHI H
JTH3HHOTIPII ).

IIpH BHe3anHO NMPEKLCBAHE Ha IEUSHUETO ¢ Te/IMHCAPTAH KPBBHOTO HANATAHE [IOCTENEeHHO B
[POIBIKEHHE Ha HAKO/IKO JeHa Ce BPBILA 0 CTOMHOCTHTE NpeaH NevueHneTo, 6e3 sanHy 3a rebound
XHMIEPTOHHA.

Cﬂ}"‘IaHTE Ha CcyXa KalUTHLA ca OFIH 3HAUYHTENHO MO-MAIKO NpH HAOUEHTH, JIEKYBaHH ¢ TeIMHACapTaH,

OTKOMKOTO IIPH TAKHBa, HA KOWTO Ca JaBAHKH HHXHﬁIflTOpH Ha aHrHOTEHIWHKOHBEPTHPALTHA EH3HM B
KIHHH4YHH H3NHTEAHHA, JHPEKTHO CpaBHABALIN JBETE AHTUXHIICPTCHIHBHH JTCYCHHA.

CopaeuHo-chI0Ba MPEBEHIIAS:

B xnuanunoro usnuteade ONTARGET (ONgoing Telmisartan Alone and in Combination with
Ramipril Global Endpoint Trial) ca cpagHcHHE edexriTe Ha TeJIMHCAPTaH, PAMHIIPHI H KOMOHHAUHATA
Ha TEeJIMHCAPTaH ¢ PAMMIIPHI BEPXY CHPASYHO-CHAORUTS pe3ynTaTH npu 25 620 nanmenTy Ha BB3PacT OT
55 rogMHH HAarope ¢ aHAMHECTHYHH JaHHH 338 KOPOHAPHO aprepuanHo 3abonssane, uacynt, TIA
(MpexoiHa MCXeMHYHA aTaka), nepHdepHo apTepuanHo 3abonspafe HIH 3axapeH Axaber THI 2 ©
VYCTAHOBEHO YBPEXKIAHE HA OPTaHM (HANp. peTHHOMATHS, XHNepTpO(dUa Ha IBATA CHpaeUHA KaMepa,
MAKpoO- HIIH MHUKPO&NOYMHHYpPHA), KOETO € MOITyJalud ¢ PHCK OT CHPIESYHO-CHIOBH ChOHTHA.

TMaukeHTHTe ca PAHAOMH3MPaHH KbM e[JHa OT CIISIAHMTE TPH IPyId 3a JledeHue: Tenmucapran 80 mg
{n=8542), pamunpun 10 mg (n=8576) mnn komOuHaws Ha Tenmucaprad 80 mg nmoc pamunpun 10 mg
(n=8502) ¢ nocieaBatia cpeHa MPOTLLKHTETHOCT Ha HabmoneHue 4,5 roguHm.

TenMucapran e nokazan eeKT, nogobeH Ha paMHIIPHIL, 10 OTHOLIEHHE HA HaMalABaHe Ha MBPBHYHATA
ChCTaBHA KpaiiHa TOYKa Ha CHPAEHHO-CHA0BA CMBPT, HedaTaneH HH(bapKT Ha MHOKap/a, Hetbameu -

CroTHOILUCHHETO HA PHCKA ¢ TEIMHCAPTaH CIIpAMO paMHIIpHA € 1 01 (97,5 % C10,93 -
Manka edukacuoct) = 0,0019 npu rpanuua 1,13). Obmara cMBPTHOCT ¢ KaKBAaTO H J1a €




YCTaHOBEHO €, 4¢ TeJIMMCAPTaH € ¢ TOX0OHA Ha paMHTIpHI €(PHKACHOCT MO OTHOIIGHHE Ha
Hpe/TBAPHTENHO 3a/1a/IeHaTa BTOPHYHA KPAHHA TOYKA OT ChP/ICYHO-CBI0BA CMBPT, HedaTaneH HHpapKT
Ha MHOKapa M medataned aucyat [0,99 (97,5 % CI10,90 — 1,08), p (He mo-manka edhHKACHOCT)
=0,0004], kosiTo e Guita mEpEMYHA KpaiiHa TodKa B pedeperTHOTO npoyusade HOPE (The Heart
QOutcomes Prevention Evaluation Study), B xoerto € npoysiex ¢deKTsT Ha paMANPWI cnpamo rnanebo.

B mznutBaneto TRANSCEND c uHade cxomun kputepus 3a sunoysaHe Kato ONTARGET nmauneHTH ©
HenoHocuMocT kbM ACE-HHXMOHTOPH ca panaoMuzupany 3a Teamucapran 80 mg (n=2954) unu
mnaueto (n=2972), kaTo H B JiBeTe PyH Te ca Ounu ;o0apKa KbM CTaHOapTHOTO JedenHe. CpenHara
TIPOALDKWTENHOCT Ha ipocnensaBase ¢ 4 rogunH M 8 meceua. He e oTkpHTa CTaTHCTHYECKH 3HAUMMAa
pa3IHKa 1O OTHOIIEHHE Ha IM,pRHYHATA CHCTABHA KpaliHa TouKa (ChbpAeYHO-CHI0BA CMBPT), HedaTaneH
HHOAPKT Ha MHOKApJa, He(aTaTeH HHCYIT WIH XOCIHTANH3ALYS 33 3aCTOHHA ChplIeYHa
HexocTaThunoct 15,7 % B rpynata ¢ renmucaptas 1 17,0 % B rpynara ¢ miauebo, ChOTHOIIEHHE HA
pucka 0,92 (95 % CI 0,81- 1,05, p=0,22)]. YcTaHOBeHM ca JOKA3ATENCTBA 34 10133 OT TEIMHCAPTAaH B
cpaBHEHHE ¢ INatebo 1o OTHOLICHHE HA MpeBAPHTEHO OIpeaeNeHaTa BTOPHYHA CHCTABHA KpaliHa
TOYKA OT CHPASYHO-CHAOBA CMEPT, HethataneH uHdapkT Ha MUOKapaa u Hedatanen uucynr [0,87 (95 %
CI1 0,76 — 1,00, p=0,048)]. Hama noxasatencTsa 3a Hoisa no OTHOLICHHE Ha ChPAeYHO-ChIOBATa
CMBPTHOCT (CHOTHOIICHHE Ha prcka 1,03, 95 % CI 0,85 — 1,24).

Karmsma 1 anruceneMa ca crolbmagaHi [C-pAaKO IMpH NaUKUEHTH, JTEKYBAHH C TEJIMHACaApPTaH, OTKOIKOTC
HpH JEKYBAHU C PAMHIIPDHIL, JOKATO XHIIOTOHHA € ¢po0lasaHa NQ-uegTo MPH TEIMHCApTaH.

Kom6uHupaHeTo Ha TEMMHCAPTAH ¢ PAMHITPWIT HE HOCH JOIBIHHTEIHA 107134 B CPABHEHHE CBC CaMO
PAMHNIPHT HilH caMO Te/iMHcapTaH, ChPAeMHO-CHI0BATA CMBPTHOCT M 00IIATA CMBPTHOCT OT KAKBHTO H
Ia ca IPHYHHH Ca YHCIEHO MO-BHCOKH NpH KoMOuHaiiaTa. OCBEH TOBa YECTOTATa Ha XHIIEPKaTHEMHA,
6BOpeYHa HEAOCTATHYHOCT, XHITOTOHHA H CHHKOII € 3HAYHTENHO TIO-BHCOKA NPH KOMOHHALMATA. 3aTOBa
KOMOWHAITHA OT TE/TMHCAPTAH M PAMHIIPHIT He C€ TIPEMOPHYBA 32 TA3H MOy 1ALk,

B usneTBaneTo ,,Prevention Regimen For Effectively avoiding Second Strokes ” (PRoFESS) npu
MALMEHTH HA BE3PACT OT 50 rogMH| Harope, KOWTO HACKOPO Ca NPeThpIIEH HHCYIIT, € 0TOe/IM3aHa o-
BHCOKA 4ECTOTA HA CENCHC NPH TE/AMHCAPTaH B cpasHerue ¢ Iwianebo: 0,70 % cnpamo 0,49 % [RR 1,43
(95 % momepurenen uHrepsan 1,00 - 2,06]; HecToTara Ha celICHC € JIETATEH H3XO0A € [O-BHCOKA IIPH
nau{eHTyTe, npueMamy Tenmucaprad (0,33 %) copsmo nauveHTHTE, NpHeManty rmaneto (0,16 %) [RR
2,07 (95 % nosepureiicH uutepean 1,14 - 3,76)]. HabnogapaHata MOBHINIEHA Y€CTOTA HA CITyYaHTe Ha
CETCHC, CBBP3aHH € YIoTpedaTa Ha TeIMHCAPTAH MOXKe Ja € CIy4YalHa, HIH [a € CBbp3aHa C HEH3BECTEH
B MOMEHT2 MEXaHU3BM.

B gBe ronemu pangoMusapann Kontponipadd Hanutannst — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial) 1 VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes) — e u3nurana ynotpebara Ha kombunanuaTa o1 ACE-HHXHGHTOD K
anrsotensuH-1I-penenTopen Gnokep.

ONTARGET e npoyyipaHne, HpoBeI€HO [PH NALHCHTH ¢ aHAMHE3a 33 ChPJASYHO-CHAORA HIIH
MO3bBYHOCH/10Ba 6OECT, WM 3axaped quadeT THII 2 ¢ YCTaHOBEHO YBpEXAaHe Ha opraH. 3a no-
noapotHa HEGOpMALIEA BIDKTE MO-TOPE MO 3ariaBreTo ,,ChPAeuHO-ChA0BA IPEBEHIMA".

VA NEPHRON-D e npoyusane NpH NaugHeHTH Cbe 3axapen AuabeT Tu 2 ¥ qHabetHa He(ponaTHs.
Tesn Mpoy4IBaHua HE TIOKA3BAT 3HATHM 5/IaronpHATeH e(heKT BEpXYy ObOpedHHTe W/H ChPIEUHO-
CBAOBHTE PE3YATATH H CMBPTHOCTTA, KATO CHILEBPEMEHHO ca HaOIIONaBaHH IOBHILEH PHCK OT
XHIIEPKATHEMHA, OCTPO YBpeXxaaHe Ha OLOpeuHTe H/HTH XHIOTOHHA B CPABHEHHE ¢ MOHOTEPAINTHATA.
Karo ce umat npefiBHz cXoHATE HM (apMakoTHHaMUYHI CBOHCTBA, TE3H PE3YNITATH Ca NPHIIOKHMH U
3a Apyra ACE-unxuburopn u aHriorensus-Il-penenropu 6nokepH.

o Ta3u npuuraa ACE-uHxuGHTOpH H anrHoTeH3uH-1[-penentopau 6iokepu He TpaGea na

H300N3BAT eAHOBPEMCHHO NPH AIMEHTH ¢ auabeTHa HedponaTHa. /
ALTITUDE (Aliskiren Trial in Type 2 Diabetcs Using Cardiovascular and Renal Diseag¢ Ehfipoints)e. -
IpOyYBaHe, NPeIHA3HAYEHO Jia H3C/AEBA [I0/13aTa OT 106aBAHETO HA A/HCKHPEH KbM CTAHJAPTH:
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tepanui ¢ ACE-unxuurtop iwin anrnorensus-1l-penenrtopen 6;10kep pH DALHEHTH CBC 3aXapeH
nuaber tun 2 M XpoHHYHO OBbOpeyuHo 3a00/19Bane, CHPAEYHO-CHAOBO 3a00IIABAHE HITH B JBETE.
I[TpoyvBaHeTO ¢ PEeKpaTeHO NPEKAECBPEMEHHO NIOPaH MOBHIIEH PHCK OT HEOIarONpPHUATHH MOCTEAULH,
KakTo cEpAeqHO-chI0BATa CMBPT, TaKa H HHCYJITET €A IT0-4€CTH B FPYTaTa ¢ a/THCKHPEH, OTKONKOTO B
rpynara c¢ miauebo, a npeacTapNsBatiiTe HHTEpEC HexeNlaHH CEOMTUA H CEPHO3HH HEXXEaHH ChOUTHSA
(XunepkaTHeMHs, XHIIOTOHHA H OBE0peyHa THChYHKIMA) ce cBOOIMABAT MO-4YECTO B [PYNAaTa Ha
AMMCKHPCH, OTKOJIKOTO B Ipynara Ha mwianedo.

IepHaTpraea nomynaris
BezonacHocTTa B e(hHKACHOCTTA HA TEIMHCAPTaH MPH Aeli2 U FOHOIIY Ha BE3pacT non 18 roqsHH He ca
YCTAHOBEHH.

Ed)ekTHTE Ha NOHMWKABAHE HA KPHEHOTO HAIATAHE OT B HO3HPOBKH TEIMHCAPTAH ¢a OLCHABAHHM IpH 76
MALMEHTH ¢ XUIEPTOHUA, IPEAHMHO ¢ HATHOPMEHO TEINIO, Ha BB3PacT OT 6 1o < 18 roauHu (TenecHo
terao > 20 kg u < 120 kg, cpeano 74,6 kg) cnen mprem Ha Teamucapran | mg/kg (n = 29 nekysaHu) HiId
2 mg/kg (n = 31 nexypaHu) 3a NepHO/, Ha JICYEHHE OT YeTHPH ceAMHUM. IIpH BKTIOUBAKHE B H3CJIEBAHETO
He € MPOBEPABAHO HAJTHYHETO HA BTOPHYHA XHNIEpTOoHMA. [Ipi HAKOH OT H3C/IeABAaHHTE NALIMEHTH
HIMOMBRAHUTE 1034 ca OHITH [O-BHCOKH OT TE3H, NPENoPLYBaHH 32 JIeHeHNHe Ha XHIEPTOHNA pH
BB3PACTHH, KaTO ¢a JOCTHTATH JHEBHA 1033, ChH3MepHMa c¢b¢ 160 mg, koATo € npoyyBaHa IpH
BB3pacTHH. Cre KOpHrEpaHe 3a eeKTH HA BBE3pPAacTOBaTa rpyna, CpeaHaTa NPOMAHE Ha CHCTOIHOTO
KPBBHO HAATAHE CTIPAMO H3XOJHHTE CTOMHOCTH (IrbpertHa ten) € -14,5 (1,7) mm Hg B rpynara Ha
teamucaptas 2 mg/kg, -9,7 (1,7) mm Hg B rpynara Ha Tenmucaprad 1 mg/kg u -6,0 (2,4) B rpyniata Ha
mnanedo. KopurupaHHTe NPOMEHH B IHACTO/IHOTO KPBHBHO HarATaHe CIpAMO H3XOAHHTE HHEA ¢4
csotBeTHO -8,4 (1,5) mm Hg, -4,5 (1,6) mm Hg 1 -3,5 (2,1) mm Hg. IIpoMeHHTE ¢a A0303aBHCHMH.
Hanrute 33 6e30aCHOCT OT TOBA NPOYYBAHE NPH MTAIIMEHTH HA BB3PAcT oT 6 10 < 18 roJMHH Karo 1o
¢a nofo0HH Ha Te3H MPH BE3pacTHH. be3omacHoCTTa NpH ABATOCPOUHO JIEYEHHE ¢ TEIMHCAPTaH MpH
Jielia ¥ FOHOLLA He € OLEHABaHA.

B a3y nomynanus NafaeHTH € ChoBIIeHo YBETHYCHHE Ha COSHHOQIIIHTE, KAKBOTO HE € JOKYMEHTHUPAHO
IpH BB3pacTHH. KITMHUIHOTO My 3HAYEHHE He € H3BECTHO.

Te3u KIHHUYHE JaHHH He NO3BOJIABAT Aa ¢€ HAIPABAT 3aK/TIOUSHHA OTHOCHO e(pHKACHOCTTA H
0e30MacHOCTTA Ha TeAIMUCAPTAH B NEAUATPHYHATA NOMY/IALMA ¢ XHIIEPTOHHS,

5.2 DPdapvmakoxnANeTAYHH cBolcTBa

Abcopbrya:
AGcopbuuara Ha TenMucapraH € 65p3a, BEIPEKH ye abcopOUpaHOTO KOMHYCCTBO Bapupa. CpenHara

abcomoTHa OHOHAIMYHOCT 32 TeJMHcapTaH € okonoe 50 %. Koraro TenMucapTtad ce MpHEMa ¢ XpaHa,
[UIOINTA TIOX KpUBATa HA TiMasMeHara koHIeHTpamMa (AUCq.,) 38 TEIMHCAPTAH HAMATTABA ¢ MEKTY
npubnuzuTenHo 6 % (npu no3a 40 mg) 1 npuGnmzuTento 19 % (npa no3a 160 mg). Tpu yaca cien
LPHIATAHETO UIA3MEHKTE KOHLICHTPALMY Ca CXOAHH, HE3aBHCHMO JATH TEJIMHCapTaH Ce NMpHeMa Ha
T/TAJTHO HIH C XpaHa,

JIuHeHHOCT/HETHHEHHOCT:

Mankoro HamaneHne va AUC He ce ouaksa Aa oBeje O HAMAJIGHHE Ha TEPANeBTHYHATA eUKACHOCT.
Hsma nuHeiHa 2aBHCHMOCT MEXIY J03aTa U [Uasmenwre uuea. Cmax ¥ B no-Manxa crenen AUC ce
MOBHUIABAT HENPOTIOPIIAOHAHO NpH 103K Haa 40 mg.

Paznpenenexue:
TenMHcapTaH ce CBBP3Ba B LOJIAMa CTETNEH C MIA3MEHHTE TIPOTEHHH (>99,5 %), npeAuMHO aOyMHH H

anga-1 kucen raukonporerH. CpeqHUAT NpHBHAEH 00eM Ha pasnipeacicH#e (Vdss) B CTALOHAPHO
cbeToanue (steady state) e npuGnmsutenao 500 1.

Buotpatcdopmans:

TenmucapTal ce MeTaGOIHEUPA Ype3 KOHIOraLHs A0 NTIOKYPOHHK/, Ha H3XOIHOTO BEIIECTB
KOHIOTaTa He ¢ 0iia yeTaHoBeHa (papMaKonorHyHa akTHBHOCT.

EnvMugHpane:




TenMucapTaH ce XapakTepH3upa ¢ OMeKCIIOHeHIHAIHA (apMakOKMHETHKA Ha pasrpakiaHe C
TEPMHHAICH STMMHHALTHOHEH TIOMYKHBOT OT >20 waca. MakcumanHara niasMeHa KOHIEHTpaLus
(Cmax) 1 B No-Manka CTeneH ILIOLITA MO/ KpHUBATa Ha IL1asmenara koHueHTpanus (AUC), ce
TIOBHMIIIABAT HEMPOIOPIHOHAIHO CIPAMO m0zaTa. HaMa [oKa3aTeAcTBa 3a KIIHHHYHO 3HAYHMO
HATPYTIBAHE HA TEJIMHCAPTaH, KOTATO € NMPHEMAH B MPEeNOPBUHTENHATA 103a. [LTa3MeHHTE KOHLECHTPaHU
ca GMITH 110-BHCOKH MPH SKEeHH, OTKOJKOTO NMPH Mbike, Ge3 3HAYUMO NOBANSIBAHE BBPXY eHKacHOCTTA.

Crnen nepopaiHo (H HHTPABEHO3HO) NPHIOKEHHE TENMHCAPTAaH C€ H3XBBPIIA HOUTH CAMO C
HAPXHEHHATA, [NTABHO KAaTO HEMPOMEHEHO chequHeHHe. KyMynaTHBHaTa excKkpenya ¢ ypuHara e <1 %
oT nosara. O6wunar wiazmed KIHPBHC (Cly) e Bicok (mpubnuzurenno 1 000 mi/min) B cpapHeHHe C
yepHOOpOOHHA KpEBOTOK (okono 1 500 ml/min).

Creyuanny nonyaayuu

[enuarpuvHa nomynanus
dapMaKOKHHETHKATA Ha JBE [03H TEIMHCAPTAH € OLEHABAHA KaTo BTOPHYHA 1S [IPH NAIMEHTH C

xunepronna (n = 57) Ha Br3pacT or 6 10 < 18 roauam cned nprem Ha TenMucapTad 1 mg/kg wm 2
mg/kg 3a IIEpUO/ Ha IeYeHHE OT YETHPH ceaMMUM. DapMAKOKUHETHUIHHTE LIETH ¢a OWITH onpejie/iaHe Ha
CTALHOHAPHOTO CHCTOAHKE HA TEIMUCAPTAH MPH JIELA H OHOLIH H NPOY4BaHe Ha pa3HYHATa, CBBP3AHI
¢ BBE3pacTTa. Brupexy, 9e npoyuBaneTo € GHiro MHOPO MalKo 32 35a9KMMa OlISHKA Ha
thapMakOKHHETHKATA IIPH Jeua nox 12 roduay, pe3y/ITaTHTE KATO LAJIO Ca B ChOTBETCTBHE C HAXOAKHTS
[IPH BB3PACTHH H TIOTBBPKAABAT HEJTMHEHHOCTTA Ha TENIMHCAPTAH, 0CO0EHO NO OTHOMEHHE HA Cpay

ITon
By ca HabMrOdaBaHK pasmMKH B TIA3MEHUTE KOHIEeHTpalkH, kaTo Cmax # AUC ca 6umm cpoTBeTHO
NPHONH3HTENHO 3- B 2-KPaTHO NO-BHCOKHM [IPH SKEHH B CPABHEHHE C MBKe.

Crapuecka BB3pacT
DapMaKkOKHHETHKATA HA TEIMHCAPTAH NP NALHESHTH B CTAPYECKa BB3PAcT M Moj 65 roquuIHa Bh3pact
HE CE pa3Ii44Ba.

br0peuno yBpexnane:
[Ipr HAUMEHTH ¢ IEKO AC YMEPEHO | TeXkKo OB0pedHo yBpexaane € Habmogasano yAsosbane Ha

nia3sMeHHTe KOHeHTpaluH. [1py nanuenTs ¢ 6s0peuna HeAOCTATEUHOCT Ha XeMOnanl3a obade ca
HalIIoNaBaHH MTO-HUCKH TUIA3MEeHH KOHUEHTpaIHy. TenMucapTaH ¢e CEbp3Ba B roNsMa CTENeH C
MAa3MEeHHTE MPOTEHHH [IPH NALHEHTH ¢ Ob0pedHa HEAOCTATEYHOCT H He MOske Aa ObJ€ OTCTpaHeH 4upes
avannza. ETAMHHALHOHHMAT TIOTY)KHBOT He ¢e TIPOMEeHs TIPH HALeHTH ¢ Or0petuHo yBpekaane.

YepHoApoOHO YBpexKIaHe:

DapMaKOKHHETHYHH W3MHTBAHHA NPH MALMEeHTH ¢ YepHOAPOOHO YBPEKIaHe Ca MOKa3alH MOBHILEHHE
Ha abcomorHaTa GHOHATHYHOCT A0 modTH 100 %. EnMMHHAIHOHHUAT MOJTYXKHBOT NPH NallHEHTH C
uyepHOAPOOHO YBpeXIAHE He & IPOMEHA.

5.3 IIpeaxiwunvHH Jansd 3a Ge300acHOCT

B npeaxnuHuaHUTe H3NUTBAHNA 32 0€30NaCHOCT NO3UTE, BOASILH O CKCTIO3UIINS CDABHNMA © Ta3H B
KIHHHYHHSA T€PaneBTHYEH IHAIIA30H, ¢A TIPEIUIBHKATH HAMalleHHE HA EPHTPOLIMTHHTE MMOKA3aTeNH
(6poit ePHTPOLIMTH, XEMOTIIOOMH, XeMaTOKPHT), IPOMeHH B ObOpeyHaTa XeMOIHHAMHEKE (TOBHILABAHE
Ha ypesTa B KPbBTA M KPEaTHHHH), KAKTO U TIOBHIIARAHE HAa CEPYMHHA KalHi DY HOPMOTCH3HBHH
#HBOTHH. [IpH KyueTa ca OHIM HabmoaaBauu quiaTauus U atpodua Ha 6nOpednire TyOynm. OcBeH
TOB&, MPH IUIBXOBE H KyueTa ca fumm oTGengzann yBpeskIaHiud Ha CTOMAIIHATA THrapHIIA (€pO3KH, S3BH
HJIH BB31asieHne). Te3n papMakonoruuHo MEHHPAHH HEXKETAHH eeKTH, H3BECTHH OT MPEAKI
H3MHTBAHHA 332 HHXHOUTOPH HA aHTHOTEH3HHKOHBCPTHPALTHA €H3HM H aHTHOTEH3HH 11 penym
AHTATOHMCTH, ca OWiK IPeAOTBPATEHH Upe3 NepopalTHH JOOABKH HA COJL. S /

Ipu nBaTa Buaa kuBOTHH ca OunH HabM0NABaHH MIOBHILABAHE HA TUIA3MECHATA PEHUH a(::ﬁKTHBHOCT H
xuneprpodHA/xuneplnasus Ha Os0pedHNHTEe IOKCTAIIOMEPY/IapHH KIETKH. Tesn npomc Hy KOHTO ca



XapaKTepHH eeKTH Ha Ki1aca HHXHOHTOPH Ha aHMHOTEH3HHKOHBEPTHPALMS €H3HM H IPYTH
adruorenzul Il peuentopHu AHTATOHHCTH, M3MEKIA HAMAT KTHHHYHO 3HAUCHUE.

Hsama sBHM TOKA3aTENCTRA 3a TepaToreHeH e)eKT, BENPEKH TOBA NPH TOKCHYHH /10308 HHBA HA
TeNMHCapTaH € Hab/oAaBaH e(eKT BhPXy MOCTHATATHOTO Pa3BHTHE HA IOTOMCTBOTO KaTo M0-HACKO
TEJIECHO TErI0 H 3a0aBeHo OTBAPAHE HA OYHTE.

He ca Ouny OTKPHTH NOKAATENCTRA 33 MYTATeHHOCT U CHOTBETHA KNACTOTSHIA AKTHBHOCT B
MPOYYBAHMA iN Vitro W HAMA JOKa3aTesCTBA 32 KAHLEPOreHHOCT MPH ITEX0BE M MALLIKH.

6. QAPMANEBTHYHI TAHHHA
6.1 Couchk Ha WOMOIMHHATE BEIIECTBA
TTorunoH

MeraymuH

Hatpues xanpoxecun

Manwrton

Maruesues cTeapar

KpocnopuaoH

6.2 HechBMECTHMOCTH
Henpunoxumo

6.3 Cpoxk Ha rogaocT

2 roauHa

6.4 CneunanHp ycIoBHs #a cChXpaHeHAe

AstymuHEH/ aTyMUHBEBH GNUCTEPH:
To3H NEeKapCTBeH MPOLYKT He U3NCKBA CNSUMANHN YCIOBUA Ha ChXpPaHeHHe.

6.5 Bmnau chIbp:KaHHe HA OIAKOBKATA
BTOpHYHUTE ONAKOBKH ¢4 KAPTOHEHH KYTHH.

Tenmuran 80 mg TabneTku ce NOCTaBAT B OnucTepH (ATyMUHMIaTyMuHuit), no 14, 28, 30, 56, 84, 90,
98 Ttabnerksn.

He BCHYKH BHOBE ONAKOBKM MOrar ga ObJar mycHaTH B npogaxba.
6.6 CneunanHn DpeANazHH MEPKH NPH H3IXBLpasne H pafoTa
Hama crnenpaniy n3ucKBaHus,

HensnonspaHHAT NpOSYKT HIIH OTHaIBYHUTE MATCPHAIH OT Hero TpAbBa Na Ce H3XBBPIIAT B
CBOTBETCTEME ¢ MECTHHTE H3HCKBAHHA.

7. IIPHTEXATEJ HA PA3ZPEIIEHHETO 3A YIIOTPEBA
CODAPMA Al

yi. Unuencko moce 16, 1220 Codus, Bbirapua

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA




Temmuran 80 mg Tabnerkn Per. Ne 20110246
9. JATA HA ITBPBO PAZPEINIABAHE/TIOTHOBABAHE HA PAIPEIIEHUAETO 3A
YIIOTPEBA

Jara Ha mEpERO paspemasane: 13.04.2011
Jlara Ha noanosssane: 01.04.2019

10. JATA HA AKTYAIIM3HPAHE HA TEKCTA

Oxromepu 2019




