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2. KAYECTBEH H KOJTHYECTBEH CHLCTAB

TAHHWJIOH 40 mg ¢puaMupany Tabaerxu

Brska puiMupana Talnetka ceaspxa 40 mg TENMUCAPTAaH (telmisartan).

TloMOLIHY BelNECTBA ¢ H3BECTHO AeiicTaHe:; 217,35 Mg JIAKT03a (KATO J1AKTO32 MOHOXHAPAT)
TAHWAOH 80 mg ¢puamMupany Tabnerku

Bcaka dpunmupana tabnerka coanpia 80 mg TEeJIMHCApTaH (telmisartan).

[ToMoIHK BelecTna ¢ M3BECTHO AeticTeue: 434,70 mg J1aKTOo3a (KaTO JaKT03a MOHOXMIPAT))

34 0BAHHA CIIHCHK HA [TOMOLUHHKTE BSLIECTBA, BUXKTE TOYKa 6.1,

3. JEKAPCTBEHA ®OPMA

DuiMupana Tabnerka.

TABWIOH 40 mg dunmupauu raGuetkn

Kb, dunmupanu tabnerxu ¢ gopma Ha xkancyna, ¢ magnue ‘40’ ot €aHaTa cTpana H ‘T’ oT Apyrara.

TAHHJIOH 80 mg OUIMHDPaHH TabaeTku

AKenrd, grnmupanu Tabnerku ¢ popma Ha kancyna, ¢ Haanuc “80° oT €aHaTa cTpaHa H “T” oT Zpyrara.

4. KJIMHHMYHH JAHHH
4.1 TepaneBTHYHH NOKAIIHHS

XHUNEPTOHUS
JleveHne Ha eCeHIMANTHA XHTIEPTOHUS NPH BH3PACTHIL

CLpAcYHO-ChA0BA IpodHAAKTHKA

Hamansisane Ha cBpaeuHO-CHAOBATA 33601€BACMOCT NMpPH BB3PACTHH C:

- H3SBEHA aTEPOTPOMOOTHYHA ChpIeYHO-ChA0Ba GonecT (aHaMHesa 3a KOpoHapHa Oonecr Ha
CBPLETO, MOIBHEH HHCYNIT HITH NEPHPEPHO apTepHaH0 3a6oNTBane) Win

- 3axapeH AuadeT THN 2 C YCTAHOBEHO YBPEXKAaHe Ha KPaHHUTE NMPHUENHA OpraHy.

4.2 JI0o3HPOBKA2 H HAYHH HA NPHJIOKEHHE

Z03UpOBKa
Jevenue na ecenyuarna XUNEPMOHUR




MOHMKABA KPLBHOTO HansaraHe. [1pu pelIeRye 33 MOBHIIARAHE Ha Ro3ata, Tpabea fa ce Uma NpeaBHI, e
MaKCHMATHHAT aHTHXMAEPTEH3HBEH €eKT Ce NOCTHTA B PaMKHTE Ha YCTHPH 10 OCEM CEAMHLH Cle
HA9aJ10TO Ha ISYCHHETO (BXK. TOYKa 5.1).

Cwpoeyno-cvdosa npogusaxmuxa

[Ipenoprusanara noza ¢ 80 Mg BEAHBX AHEBHO. He ¢ H3BeCTHO 1Ay No-HHCKH 103K oT 80 mg TeAMHUCAPTaH
ca eeKTHBHH 33 HaMaNABaHe Ha CBPACYHO-CHA0BA 3a60eBaeMocT.

IIpH 3anouBane Ha nevenue c TEIMACApTaH 32 HAMANABAHE Ha CHPAEYHO-CHIOBA 3a60NEBACMOCT Co
NPENOPbiBa BHHMATENTHO NPOC/eNABaHe HA KPHEHOTO HANAAHE M 2KO e HaJara, KOpuriupaHe Ha
AICKapCTBaTa, KOHTO MOHHXABAT KPHBHOTO HAJIATAHE.,

Creyuannu nonyrayuy
bvbpeuno yepescoane

Hamiyven e orpanuven onur TIpH MAUHEHTH C TEXKH HapylleHus Ha 6u6peunaTa byHKIHA HINK
xeMmonuanu3a. I1pH Te3su naumenTy ce Mpenope1Ba No-HHCKA HayalHa fo3a ot 20 mg (BK. To4ka 4.4).
Hosnposka ot 20 mg TEIMHCApTaH HE € HANHYHA TIPH TO3H JIEKAPCTBEH NpOAYKT.

Ilpu nanpenTw ¢ nexo 1o ymepero 616pedno YBPEXAAHE HE C€ Ha/ara POMAHA B J03UPOBKATA.

Yeprodpobuo yepesicdane

TanuaoH e npoTUBONOKa3aH NMPH MAUKEHTH C TEXKKO YepHOAPOGHO YBpexaane (BX. TOUKa 4.3).

[pu naupenTy ¢ nexo Ao ymepero HEPHOAPOOHO yBpexknaHe N03MPOBKATA He Tps0Ba na HagBHIaBa 40 mg
B¢AHBK JHEBHO (BK. TOUKA 4.4),

Cmapuecka evspacm
He ¢ neo6xoaumo KOopurvpane Ha 103aTa TIPH NALKMEHTH B CTapyecka Bh3pacT.

lleduampuyna nonynayus

besonachoctra M edpukacHocTTa Ha TaHWIOH Npx ICla M FOHOLIHK HA BR3PACT Nox 18 roauuu He ca
YCTAHOBEHH.

Hanuunure B MoMeHTa BaHHU ca ONMcaHH B TOUKA 5, ] H 5.2, HO He MOTAT A3 C& HANpPaBAT TIPENOPBKH 3a
AO3HPOBKATA.

Hauux Ha NPHIOKEHHE

Tabnerxure Tenmucapran ca NpEAHA3HAYEHH 33 ICPOPATHO NPHIMKEHIE BEAHDK THEBHO U TpAOBa aa ce
[IPHEMAT ¢ TEYHOCT, ChC WM Ge3 xpaHa.

43 IIporuBonoxazauus

— CBPBX1YBCTBHTENHOCT KbM AaKTHBHOTO BELIECTBO HIH KBM HAKOC ITOMOLIHHTE BeIeCTBa, H36poeHH B
TOYKa 6.1,

~ Btopo 1 TpeTo TpuMeceune Ha GpeMeHHOCTTA (Bk. TOuKH 4.4 1 4.6)

- OO6CTPYKTHBHYU 3aG0NABANMSA HA FIVbIHUTE MBbTHUIR

- Texko 4epHORPOGHO yBpex1aue

- Ennospemenrara ynotpe6a na TanunoH ¢ ATHCKHPEH-CHABPKALUM NIPOAYKTH € HPOTHBOIIOKA3aHA
NpH NAUUEHTH CLC 3axapeH auabet niu 6u6pedno yspexaane (GFR < 60 mL/min/1 ,73 m®) (Bk.
TOYKH 4.5 1 5.1)

4.4 Crneunanum npexynpexaeHus: u NpeanasHa MepKH npH ynoTpeda

bpemenHocT




AKO € IMarHOCTHUHMPaHa 6PEMEHHOCT, TeYEHHETO ¢ aHrHOTeH3HH I penenTopun anTaroducTy Tpabsa

He3a0aBHO Aa GBIE NPEYCTAHOBEHO M aKo e NOAXOAAMO Aa OBAC 3aN0YHATO ANTEPHATHBHG NeYeHHe (BK.
TOYKH 4.3 H 4.6).

HepHonpobHo yspexaane

Tanuaon He TpaGea a ce npuiara Npy NalHeHTH ¢ XONecTasa, ¢ KIbYHH OOCTDYKTHBHH HAPYILUEHUS HH
TCXKKO 9CPHOAPOOHO yBpexaaHe (BK. TOYUKA 4.3), Thii KATO NMO-TONAMATA YACT OT TEIMUCAPTaH ce
CTHMHUHHDPA YWpes xbukata. ITpu Te3n nauneHTH MoXe fa ce 04aKpa HaMaTeH YEPHOAPOOCH KIMPBHC.
TanupaoH Tpabea aa ce npunara BHEMATEIHO TIpH MAUHEHTH C JICKH 10 YMEDEHH HApPYILICHHS B
JYeproApobHaTa PyHKLMA.

Penonacsgnapna XHOEPTOHHS

Koraro natmenty cube cTenosa Ha apeTe 6B0peunn aprepun A cTeHO3a Ha APTEPHUATA KBM SIHRHYECH
dyHKuHOHHpawW 6B6pek ca TPETHPAHH C NICKapCTBA, MOBAUABAILM CHCTEMATA PEHHH-AHTHOTEHIHH-
a/1I0CTCPOH CBIUECTBYBA NOBHIUEH PHCK OT TEXKA XHIIOTOHHS 1 656peuHa HepOCTATHYHOCT.

br6peyno YBpexcaane u Gubpeyuna TPAHCIUTAHTALIHS

Koraro ce usnon3sa TaunaoH npu naumenTs ¢ HapyweHa Op0peyHa Qyrxus, ce NPENOPLYBA NEPHOAHYHO
MOHHTOPHPAHE Ha KaJTHA H CEPYMHOTO HMBO HA KpeaTHHHHA. Hima ROCTATBYMHO JAHHH 1O OTHOLIEHHE Ha
MIPHAOCKEHHETO HA TaHMAOH NIpH NalMEHTH, NpeThpnend HacKopo 6uOpeyuHa TpaHcIIaAHTALMS.

BxTpectaosa xunopomeMus

CHMITTOMATHYHA XMIOTOHNS, 0COBEHO Cllea nbpBata 1032 TawuaoH Moxe Aa ce Habnioaasa TIPH NaWHEHTH
€ TEXKBK HATPHEB ACPHLIMT W/UIH HaMajleH obeM Ha IHPKy1HpallaTa KpeB NPH MOIHA JHYPETMYHA
TCParii, IHETa ¢ OrpaHHYCHO MPHEMAHE HA CON, AMAPHS WIH NoBphINaHe. Takuea chcToSHUA TpaGea aa
OBAAT KOPHIMpaHU NpeaH NPUIOKEHHE Ha Tanngon. HarpueBusT feduumT w/inmm HaManesusT 0obeM Ha
LHMpKynupamara KpeB Tpadsa aa 6bae KopurupaH npeau NPUNOKEHHe HAa TaHWmooH,

Boiigo Gnokupane Ha PEHHH-AHITHOTEHINH-AII0CTEPOHOBATA CHCTEMA (PAAC)

HMa nannm, e egnospeMeHHaTa ynotpeba Ha ACE HHXHOUTOPH, aHIMOTEH3HK II-penentopun 6nokepu unu
ATHCKHPEH TIOBHILABZ PHCKA OT XMIIOTOHUSA, XHNEPKATHEMHS H HAMAISBANE HA OBvOpeunara pyuxuns
(BKIOUMTENHO ocTpa 6B0pevHa HEAOCTaThYHOCT). [lopany TOBa He ce npenopbusa ABOHHO Onoxvpane Ha
PAAC upes komGunupanara ynotpe6a Ha ACE HHXHOMTODH, aHTHOTEH3MH Il-penentopru Grokepu unu
aNHCKHpeH (BX. Touku 4.5 1 5.1).

AKO e npeleHu, ue TCpanuATa ¢ RBOHHO OyiokHpaHe € abcoNTHO HeoOXxonuMa, ToBa TPA0Ba N3 CTARa CaMo
NOA HaOMIOAEHHETO HA CHELHANHCT ¥ NPH Y€CTO BHAMATETHO MOHHTOpHpaHe Ha ObOpeuHaTa hyHKuMs,
CICKTPOJIHTHTE M KPBBHOTO HANATAHE,

ACE HHXHOHTOpPH H aHTHOTEHRHH 11-penenrrophn 6noxepu He TpsaORa 1a ce H3NONIBAT €AHOBPEMEHHO ITpH
MAUMCHTH ¢ AMabeTHa HedponaTus.

[H ChCTOAHNSA CBC CTUMYNIAUMS HA CHCTEMATA PEHHH-aHIHOTEH3MH-A1A0CTEDOH
I1pu nauxenTH, yMitTo BACKyNlapeH TOHYC H ObOpeuna GyHKIMA 3aBHCAT OCHOBHO OT aKTHMBHOCTTA HA
CHCTEMATA PCHYH-AHTHOTEH3NH-ANAOCTEPOH (HaNp. MALMEHTH C TEXKA 3aCTONHA ChpAeYHA HEAOCTATHYHOCT
HITH moAnekanio 650peyHo 3a00NMBaKe, BKIKYHTENHO U CTEHO03a Ha OBOpeuHara aprepus), NeYeHHETO C
ACKapCTBCHY NPOAYKTH, KOMTO NOBITHABAT Ta3H CHCTEMa, KaTo TeIMUCapTaH, IPeIH3BHKBA OCTpa
XHUNOTOHMA, XHIIEPAOTEMHS, OJIMIYPHA MM PAAKO 0CTpa 6BOpesHa HenoCcTATHUHOCT (BXK. TOUKA 4.8).

IIszppuyeH ANIOCTEPOHHIBM

[TanueHTH ¢ MEpBHYEH ANAOCTEPOHH3BM MO NPYHLUKA HAMA Ja pearupaT Ha AHTHXHMIIEPTEH3HBHY
JICKAPCTBCHH IPONYKTH, ASHCTBAILH 9pe3 MHXHOHIMS HA CHCTEMATA PCHHH-BHrHOTeH3KH. [lopanu Toea,
ynotpedaTa Ha TEIMHUCApTaH He ce IPENOpPLYRA.

(CTeHO3a Ha a0pTHATA H M Ha Knama, of KTHBHA XHIIE
Kaxto npn npyrure Ba30HJIATATOPH, CNIEHANTHO BHUMAHHE € Heod




[TaupenTy ¢ auabeT, TeKyBak ¢ HHCYTHH MR aHTHAHA0CTHH JeKapCTBa

HpH Te3n naUMEHTH MOKe A2 HACTBIH XUIOCIUKEM 1S Py NEUeHHE ¢ TeAMUCAPTaH. 3aTOBa, IPH Te3H
NauMeHTH TpA0Ba na ¢e 06MHUCIH CHLOTBETHO NpoCneaAABale Ha KPBBHATA 3aXap M MOXeE J1a ¢& HATOXKH
KOpHTHpaHe Ha Ao3aTa HA MHCYNHHA WIH aHTHIHAGETHHTE NEKapCTBA, KOTaTo € NOKa3aHo.

XHnepKaTHeMus

YnoTpeOara Ha ReKapcTBeHH IPOAYKTH, KOMTO TIOBTHSBAT CHCTEMATa PCHHH-aHI HOTEH3HH-AAOCTEPOH

MOXE J1a JOBEAC N0 XHUIIEPKANHEM U,

XunepkanneMusTa Moxe na 6nie ¢ (haTanen MIXON NpH NALHEHTH B CTap4ecKa BB3PACT, IPH NALUHEHTH C

0B0peyHa HeaOCTATRYHOCT, IPH NALAEHTH ¢ IHA0ET, IPH NAUMEHTH, TEKYBAHH SAHOBPEMEHHO U € ApYIH

JIEKdPCTRCHU NPOXYKTH, KOMTO MOTaT 2 NOBHIIAT HUBATA HA KATHS M/HIN IIPH MAUMEHTH ¢ pUIPYKaBallH

CBCTOAHHS.

[Mpean na ce B3eMe peinenye 3a CAHOBPEMEHHO MPHIIOKEHHE HA JICKAPCTBEHH TIPONAYKTH, KOHTO NORTHARAT

CHCTEMATA PCHHH-aAHTHOTEH3HH-AIA0CTEPOH, Tpatpa na ce MPELCHH CHOTHOLUCHHUETO NOM3A/PHUCK.

OcHOBHHTE PHCKOBH (JaKTODH 3 BH3HHKBAHE HA XHICpKANHEMH, KOUTO TpA6GBa Na ce BieMar noj

BHIMaHHE Ca;

~ 3axapen nuaGer, 666peuno yepexnane, BB3pacT (>70 roguHn)

- KoMOnHanwms ¢ exnH win noseye ICKApCTBEHH MPONYKTH, KOUTO NOBIHABAT CHCTEMATA PEHUH-
AHFROTEH3WH-AN0CTEPOH H/IIH KATHEeBH Ao6abku. JlekapcTpeny APOXYKTH WIH TEpareBTHYHU
TPYTH ICKAPCTBA, KOUTO MOTAT 2 NPEAH3BHKAT XHNEPKATHEMHS CA COCEH 3aMECTHTESNH,
CBABPXALIM KaTHH, Kanui-ceXpasaBamm AuypeTHIM, ACE unxubutopu, anruorensun 11
PCUCTITOPHH aHTArOHACTH, HECTEPOUAHH NPOTHBOBLIMATHTEIHM cpencrtea (HCIIBC srxnmrouutenno
cenexTHBHl COX -2 wHXubuTOpH), Xenapun, HMYHOCYTIPECOPH (LHKIOCTIOPHE HITH TAKPOIMMYC) 1
TPHMETOMPHM.

- MHTepKypPeHTHH ¢hOHTHS H HO-CRIeLHATHO ACXHAPATHPaHE, 0CTPa ChpACYHA AEKOMIEHCALMA,
MerabonuTHa auKao34, BIOeHA 6n6peuna $yukuns, BHe3aNHO BAOINABAKE Ha 616peunoTo
CBCTOAHHE (HanpuMep WHPEKUHO3HY 3a00/1BaKA), KNETBYHO NMH3KpaHe (HanpHMep ocTpa HexeMus
Ha KpaliHHKa, pabooMuonm3a, o0wMpHA Tpasma).

[1pu puckosy naumenrtu ce IPCNOPEL1BA BHHMATETHO MOHUTOPUPAHE Ha CEPYMHMA KaTuii (Bxk. TOUKA
4.5).

Jlakroza

To3n nexapcreen nponykr CBABPKA NAKTO3a MOHOX HIPAT.

[MauueHTH ¢ peaku HacnencTrenn npoOIeMH Ha HENOHOCHMOCT KbM Fa/1aKTo3a, NbACH naKrased meduur
WY TKITIOK030-TanakTo3Ha ManabcopOums He Tpabea fa npuemar Tosa JEKAPCTRO.

Harpwii
Tosa nexapctro covaBpKa mo-Manko or ! mmol HaTpwii (23 mg) Ha GpHiIMHpana TaBneTka, T.¢. MOKe 11a ce

K&KE, 4€ IPAKTHYECKH HE CBABPKA HATPHIL.

ETHHYeCK: paziHyHg

Kakro € naGmronasano npu WHXMOUTOPHUTE Ha AHTHOTEH3IHH KOHBEPTUPAUIHA €HIHM, TEIMHCAPTAH H
APYTHTE AHTHOTEH3HH Il PeUEeNTOPHY AHTArOHHUCTH Ca OYEBHAHO NMO-MATKO ePEKTHBHY B IOHHIKABAHETO HA
KPBBHOTO HasTaHe NPH XOpa OT YEPHATA Paca, OTKOJIKOTO [IPH APYruTe pacH, BEPOATHO MOPAAHM 10~
HECTOTO CpellaHe B YEPHATA MOMYNALMA HA HUCKO DEHHHOBO HHBO C IPOABN Ha XHOEPTOHHA.

EQEFH

Kakro npa apyru anTuxuneprensupan arcHTH, EKCUSCHBHATA PEOYKUHA HA KPBBHOTO HATATAHE npH
MALMCHTH ¢ NICXEMUYHA KAPXUOIATHA HITH HCXEMHYHO KapAHOBACKYnapHO 3aongBane MOXe a AOBEE N0
MHOKapACH HHAPKT WIH HHCYNT.

AHrokcu#
Korato TenMucapran ce npunara CAHOBPEMEHHO ¢ QJMIOKCHM, ca HabnogaBanu Meauan
TTHKOBHTE NNAMEHHM HHBA Ha NMrokcHH (49%) M Ha MHHHMaJIHaTa KOHILIeHTpaLmA (20%




JCHCHRETO, NPOMAHA B 1034Ta H CIIHPAHE HA IEYSHHETO C TCIMUCAPTAH, HUBATA HA JTUTOKCHH TpAGBa Aa ce
C/CIAT 3a 1a C& HAMMPAT B TEPANeBTUYHHS HANIAZ0H.

Kaxro u npyrure nexapcraenu NPOAYKTH, KOHTO NOBIHABAT CHCTEMATA PCHHH-aHTHOTEH3UH-ATTOCTEPOH,
TENMHUCAPTaH MOXe N1a NPefU3BHKA XHMEPKATHEMHS (BXK. TOUKa 4.4). To3n puck Moxe 1a ce YBEJIHYH B
Ciy4aii Ha KOMOHHHDPAHO JICYEHHE ¢ OPyrH fICKAPCTBEHH NPOAYKTH, KOUTO CBHILO MOTAT A4 NPeaM3BHKAT
XHICPKATMEMHA (CONEBA 3aMECTHTENH, ChIBPYHALIH kKanui, kKanni-cexpadasawy aaypethuu, ACE
HHXUOHTOpH, aBrHoTeH3NH ] PEUCITOPHU aHTATOHNCTH, HECTEPOKIIHY MTPOTHBOBEINAIHTENHH CpencTea
(HCTIBC Bomouutenso cenexktusin COX -2 HHXHOMTODH), XenapuH, HMYHOCYNPECOPH (LHKTOCIOPHH HIH
TAKPONIUMYC) U TDHMETONPHM).

Bb3Hnkeanero Ha XHICPKATHCMHA 3AaBHCH OT CBBP3AHUTE ¢ TOBA PHCKOBH (akTopu. PucKbT ce noBHIABa
NpH N10-TOpE MOCOICHHTE NevyeOHn KoMOHEAUHH. PUCKBT ¢ 0cOBCHO BHCOK NpH KOMOHHaLMs ¢ Kanyii-
CBXPaHABAIM NHYPETHUM H KOTATO C& KOMOMHHPA Che COMICBH 3aMECTUTENH, ChAbPXKAILM kanui. Hanpumep
lpH koMOuHalws ¢ ACE nuxu6uropu win HCTIBC PHCKLT € H0-Ma®K, NIPH YCNOBHE Y€ CTPUKTHO ce
CIIasBaT MpeAnasHUTE MEPKH NpH ynotpela.

Ednospemennomo npunoxcenue ne ce RPEenopBsYeq ¢

I{annﬁ-cnxpaﬂaagl_]m AHYPETHUHW WIH KAllUEBH TOGABKH

Axruotensnn II peuerrroprure AHTarOHHCTH, KAKbBTO € TEJIMUCAPTAH, HAMANABAT 3arybara Ha Kanuii,
KOATO C& MPUAHM3BHKBA OT JHYPETHLIHTE. Kanuii-chxpanasammre AWYPETHIM KATO CNIMPOHOIAKTOH,
CILIEPEHOH, TPHAMTEPEH WAH aMHIIOPHA, KaTHEBHTE N0GABKH WK CONEBHTE 3aMECTHTENH, CbIEPXKAIIH
Kaui MOraT a AOBEAAT 10 3HA4YMMO NOBHILABANE HA CCPYMHHA KaNuH. AKO €AHOBPEMEHHOTO MPUIOKEHHE
€ IIOKA3aHO NOpany yCTAHOBEHA XUNOKAJIHEMHS, TO TpAOBa /1a ce H3BLPILUBA C NOBHIIEHO BHAMANYE H
TpA6Ba HecTo fa ce MOHHTOpHpa CEPYMHHUSA Kamui,

JInTanii

ITo Bpeme Ha eaHOBpeMeHHO NPUIIOKCHUE HA JTHTHIE ¢ HHXMOMTOPH Ha aHTHOTEHIHK KOHBEPTHPALIMA SH3HM
H C aHTHOTEH3UH [l peuenTopHH aHTArOHHCTH, BKAIOYUTEIHO TCIMMCApTaH, ¢a HabnronaBanu oGpaTumo
NOBHIICHHE Ha CEPYMHHUTE IUTUEBH KOHLUEHTDALIMH H IPOABH HA TOKCHYHOCT. AXO Ta3H KOMGHHALHA ¢
HeoOX0NMa, Ce NPenopbyBa BHUMATETHO MOHHTODHPAHE HAa CEPYMHHTE HHBA HA JIHTHS.

EQnospemennomo npunoxcenue usuckea nosuueno BHUMANUE NpU

Hecreponpnu npornBopsananurensu ¢

HCTIBC (1.e. auermncaniunnosa xucenuna p [POTOBOBB3NANMTENHY 103U, COX-2 uHXxubUTOPH N
HecenekTHBHH HCTIBC) MoraT a3 namansr AHTHXHNEPTCHRHBHHA €eKT HA AHTHOTeH3HH I peuenTopuHTe
aHTaroHucTH. [1py HAKON maumeHTH C HapymeHa 0s0peyna pyHxuus (HanpuMep JEXHAPAaTHPAHH MALUEeHTH
HITH NTALKMEHTH B HANPEHAN2 BE3PacT ¢ HapyLieHa 616petna Gyukius) CAHOBPEMEHHOTO NPHAOKEHHE HA
AHTHOTCH3MH 1] penenTOpHY aHTATOHHCTH 1 TeKapeTBeHH NPOAYKTH, KOMTO HHXUGHPAT LHKIO-
OkcHMreHazara MOXe ta ZOBEAE A0 NO-HATATHIUHO BJIOIIABAHE HA ObOpeuHata ¢yHKIHE, BRIIOYHTENHO e
BB3MOXKHA ocTpa Ob0peyna HeZOCTATHYHOCT, KOSTO 0bHKHOBEHO € obpaTuma, I1o Tazu TPHYHHA,
KoMOHHAHATA TPs6Ba aa Guae Tipunarana ¢ NOBHIIEHO BHHMaHHE, 0COGEHO NIPH MAIHEHTH B HanpegHana
Br3pact. [Taunenrure tpsabea aa 6Laat anekpatso XHApaTHpaHu H fia Ovae npocneAssana 6u6peunara um
(YHKLHA B HAYANOTO HA KOMBHBUDPAHOTO JleYeHHe 1 NEPHOIUYHO Cliell TOBA.

B enxo npoyusane exroBpementoro [IPUIAraHe Ha TEAMMCAPTaH M PpaMHITPHI € NOBENO N0 NOKAYBAHE Ha
AUCo.24 M Crax HA paMunpun 1 pamMunpunar 1o 2,5 neti. Knunnasarta suauumoct Ha Topa HabIII0eHHE He
€ U3BECTHA.

HUH { THASHAHU MIH ODUMKORHU
Ilpenmectpaia TEpanus ¢ BUCOKH JO3H JUYPETHIM KATO dypozemua (bpuMKkoB AHYPETHK) H
XHAPOXOPOTHAZNA (THA3HOEH AUYPETHK) MOXeE a [oBee II0 HaManeH 0beM Ha UHPKYIpaIaTa Kf

BH
PHCK OT B3HHKBAHE Ha XHIIOTOHMA TIPH 3aN0YBAHE HA JICUYERHe C TeIMUCAPTaH,

Tpabea ca ce e3eme nood eHumarue npu eOHOBPEMEHHO NPUNOICEHE




BHTHXMIICPTEH3HBHH JIEKADCTBEHH NI KTH
XHIOTEHIUBHUAT €(eKT HA TeIMECapTaH MOXE Ia Ce TIOBMLIY MPH €AHOBPEMEHHOTO NIPHIOKEHHE C JpyrH
AHTHXUNICPTEH3UBHH JIEKAPCTBEHH MPONYKTH.

JlaHHH OT KTHHMYHH OPOYYBAHAA NOKA3BAT, Y€ ABOHHOTO bnOoKHpaHe Ha PeHUH-AaHTHOTEH3HH-
annocreponosara cucTema (PAAC) dpes komGunupanara ynoTpeba Ha ACE unxuGuTopH, aurnoTeHzun [1-
peLenTopHH OIOKEePH HITH ATHCKHPEH C€ CBBP3BA C M0-BHCOKA YECTOTA Ha HEXeNaHu CEOUTHA, KaTo
HAIPHMED XHITOTOHHA, XMIIEPKATHEMHUA M HAMAIABAHE HA GLOpeuHaTa QYHKUHMS (BKITIOYHTENHO OCTPa
6s0peuna HenocTarbuHOCT), B CpaBHEHME C yTIOTpedaTa caMo Ha €AHO CPEACTBO, ACHCTBALLO BEpXy PAAC
(BX. ToukH 4.3, 4.4 n 5.1).

B13 0cHOBA Ha (hapMaKoNIOrHYHKUTE HM CBOMCTBA € BHIMOKHO Aa ¢e 04aKBa, 9€ CNSAHHUTE TEKAPCTBEHH
NPOAYKTH MOTAT A3 NOBHIUAT XHMOTEH3UBHUA €DEKT HA BCHYKH AHTHXUNEPTEH3UBHU CPENCTBa,
BIJIIOMHTENHO TenMucapraH: Oaknoden, amndoctis, Chno Taka, OPTOCTATHIHATA XHIIOTOHHA MOXKeE 13
OBae 3achneHa or anxoxoun, Gapbutypath, HapkOTHYHH BewieCTBA HITH AHTHACMPECAHTH.

KoprHkocTepouau (CHCTEMHO NpHAQKEHHE):

Hamanssane Ha anTHXMnEpTEeH3HBHIS edekT.

4.6 Deprusnurer, GpeMeHnoCT 1 KBPMeEHe

Bgmegﬂocr

He ce npenopsusa ynorpe6ara na anrnoremsun 11 PELLENTOPHH AHTarOHHCTHU NPE3 ITLPBUS TPHMECTBP Ha
6peMenHoCTTa (BK. TOUKa 4.4), YnorpeOara Ha aurnotenzu || PELENTOPHH AHTATOHUCTH &
NPOTHBONOKA3AaHA MPE3 BTOPHSA M TPETHA TPHMECTHP Ha GpeMeHHOCTTa (BX. Touku 4.3 u 4.4),

HsaMa nocrathbyuno naHuu 3a ynorpe6ara Ha Tanunon npu GpeMerHy xenw. ExcnepuMenTanuure
NPOYHBAHUA NIPH )KHBOTHH MOKA3IBAT PEMIPOAYKTUBHA TOKCHYHOCT (Bk. TOYKa 5.3).

EnnaemMuonornynuTe AaHHM 3a prCKa OT TEPATOTEHHOCT chen ekcno3nuus Ha ACE nuxubutopn npes
MBPBHA TPHMECTBP HA OpEeMEHHOCTTA He ¢a yoeauTenun. Bee NaK, HE MOXE na Ce H3KHOUH ¢1abo
TIOBHINIABAHE HA PHCKA. JIOKATO HsiMa KOHTPOITHPAHH ENHISMHOIONMYRY AAHHH 33 PUCKa NIPH yrioTpeba
Ha aHTHOTeH3KH [ penienTopHM anraronucTH, cxoanu PHCKOBE MOTaT N1a ChIECTBYBAT M NIPH TO3M KAac
nexapCTBa. [launenTkuTe, KOHTO nUTaHHpaT OpeMeHHOCT, TpAGBa N1a IpeMHUHAT KbM ANTTEePHATUBHO
AHTHXHICPTCH3UBHO JICUEHHE C YCTAaHOBEH Npodt Ha Ge30NacHOCT npu ynorpeba no Bpeme Ha
OPEMEHHOCT, OCBEH aKO ce CYHTA, ue € OT ocobena BaXHOCT fa CE€ NPOIBINKH JICYEHHETO C AHIHOTEHIHY
II peenropsu anTaronucTH. Axo e AHarHOCTHUMpPaHa BpEMEHHOCT, NeueHHeTo ¢ aHrHOTeR3HY I
PCLENTOPHH aHTAarOHHCTH TPs6Ba He3abasHo Ja 61.0¢ NPeycTaHOBENO H aK0 & NOAXOAALLO Aa 6b1e
3aM0YHATO WITSPHATHBHO JICYSHNE,

YCTaHOBEHO e, Ye eXCNO3HNMATA Ha AHFHOTEeN3HH 1] PCUETITOpHM AHTATOHHCTH IPE3 BTOPHA U TPETHS
TPUMECTED Ha OPEMEHAOCTTA NPEAM3BHKBA (DeTOTOKCHUHOCT Np¥ Xopa (moHuskeHa 6v6pedna GpyHkuus,
OJIMrOXUAPAMHHOH, 3abaBeda uepenHa ocnpuKalns) ¥ HeOHATATHA TOKCHYHOCT (0bOpeuna
HENOCTATEYHOCT, XHIIOTOHMUS, XUNepKkanueMua) (Bx. To4Ka 5.3).

IIpenoprupa ce ynTpa3syxkos npernea na OBOpeyHaTa GyHKUMA H yepena, ako HACTBIH €KCITO3ULIMA Ha,
aHrHoTeH3uH 1l penenroprn anTaronnery npes BTOPHA TPHMECTBP Ha OPEMEHHOCTTA M CIIEH TOBA.
HoBopoaenure, uniito Maiiku ca npuemMany aurnotemsuy II PCUCTITOPHH AHTArOHHCTH, TPAOBA Oa 6BaaT
BHHMATEHO HAOMONABAHH 334 HANHYHE HA XUTIOTOHHS (BX. Touku 4.3 u 4.4).

KbpMeHe




B npenxnuuugHK npoyusauns we ca Habmoaasany edhexti Ha TaHUAOH BBPXY QEPTHIHTETa HA MBIKKY K
KEHCKH WRIAHBHAM.

4.7 Egexts Bupxy cnocoGHOCTTa 33 wojpHpaHe H paéora ¢ MAIMHHK

Korarto ce modnpa unu paGotu ¢ Mamminm TpAbBa Aa ce uMa npensuz, e npu AHTHXHNEPTEH3IHBHA TePAIig
KaTO TEIMHCAPTaH, Makap H PAAKO, MOTAT [ia C& NPOABAT 3aMAiBAHE WM CEHITHBOCT.

4.8 HemenaHu AexapcrBeHn PeaKkuun

KpaTko n3noxenue Ha npoduna na 6ezonacHoct

CepuosnuTe Hexenanu nexapeTseny PCAakLMH BXIIOYBAT AaHAPWIAKTHYHH PeakUHH 1§ AHTHOENEM, KOHTO
MOMKE A2 HACTBIAT paaKo (=1/10 000 o <1/1 000), u ocTpa 016pedna HenocraTrunoCT.,

YecToTaTa Ha HeXenaHHTe peaKkiH, CrobuieHH Mpu ynotpeba Ha TENMHCADPTAH € CpaBHUMA ¢ rnanebo
(41,4% cnpamo 43,9%) npu IU1a1e00-KOHTPONHPAHH NPOYIBAHMS TP NalHEHTR, NeKyBARHU 32 XMNEPTOHMHS,
Cnydante Ha NposBeHM HexenaHy NICKAPCTBEHH PEAKIMH HE Ca CBBLP3aHH ¢ [03aTA U He NOKa3BaT
SaBHCHMGCT OT MOAia, BB3PAcTTa WM pacaTa Ha NAIUEHTHTE,

[IpodunsT Ha GezomacHoCT Ha TCJIMUCAPTaH MPH MALMEHTH, IEKYBaHH 32 HAMAIABAHE Ha CHPACUHO-
CBA0BaTa 3a00]IEBAEMOCT, € CXOZIEH C TOZH, HaGMmoaBan NPH MALMEHTH C XHAEPTOHHA.

[Ipencrarenure nogony Hexenanu ACKAPCTBEHH PEAKLHHU, OTPA3ABAT PE3YNTATHTE OT KOHTPOAHPAHH
KNHHUYHH OPOy4BAHMA [P MAUHEHTH, JIEKYBAaHH 33 XHNCPTOHUA M OT NOCTMAPKETHHIOBH CHOBILICHHA,
CrHCEKDY, chlue Taka, 0Tpasssa CEPHO3HH HEKENAHH PEaKUMK H REKEIIAHH PeaKIHH, BOAELIH [0
NPEKPATABAHE HA AEUCHHETO, CHOGIUEHH B TPH ABITOCPOYHH KITHHHYHM NIpOYYBAHHA, BKIIOUBAILH 21 642
MALMCHTH, JICKYBAHM C TEIMHCAPTAaH 32 HaMangBaHe Ha CbpACHHO-CBAOBATA 3a00/1€BaEMOCT 32 NEPHOA IO
INECT FOAHHH.

Kpartxo #3n0KeHue Ha HexeTaHUTe DeakLyy B TabanveH gopmar

Hexenanure nexapcreenu peakunu ca KaTErOpH3NpaHH CNIOpe, HeCTOTATa, KaTo € H3MO13BaHa
ClefHaTa KiacHdpuKkauua: MHOro YecTH (>1/ 10), vectn (>1/100 no <1/10), HeyecT (=1/1 000 no
<1/100), penxu (>1/10 000 no <1/t 000), muoro peaxu (<1/10 000), ¢ HenspecTHA YyecToTa (OT
HUIHYHHTE TaHHH He MOXe fa 6hAae HanpaBena OLICHKA).

ITpu BCaxo rpynupase B 3apucHMoOcT ot "CCTOTATA, HEMENAHUTE JISKAPCTBEHH PEakLUH C& H3GPOABAT B
HH3XOAAI pej, N0 OTHOIIEHHE Ha TEXECTTA.

Hudbexyuu u unpecmayuu

Hewecmu: Hudexuna Ha ypuHapHus TpakT, BKIIIOYHTEIHO UHCTUT, NHQEKIWA HA FOPHHUA
PECTIMPaTOPCH TPAKT, BKIIOUHTENHO (apiHTHT H CHHY3MT
Peoxu: Cencnce, BKTIOYHTENHO ¢ daTanen uaxon!

Hapywenun na kpvema u numgrama cucmenma
Hevecmu. AHemHus
Peoxu: Eosuxodunns, tpomGouuronenys

Hapywenua na umynnama cucmema
Peoxu: AHaQUIAKTHYHA peaKLius, CBPBLXYYBCTBHTENHOCT

Hapywenus na memaGonuama u xpanenemo

Hevecmu: XHNepKTHEMHR

Peoxu: XHIOTTHKEMHA ([P NALMEHTH ¢ auader)
Heuxusnu napyuenus

Hevecmu: bescrHue, aenpecus

Pedru: Be3nokoiicteo




Hapywenus na nepsnama cucmema
Hevecmu: CHHKON
Peoru. CBHANBOCT

Hapywenun na ovume
Peoru: Hapymeno 3peuue

Hapywenus na yxomo u aabupunma

Heuecmu. CBeToBbpTEK

Cvpdevwnu napywenus

Hewecmu: Bpaaukapaus

Pedxu; Taxukapams

Cvoosu napywern

Hevecmu: XUNoTOHNS", OPTOCTATHYHA XHIOTOHHS

Pecnupamopnu, zpveonu u meduacmunannu HApyuieHus
Hevecmu: JAucnHes, kammuua
Muozo peoxu  Mmrepcrnumanna 6enoapobna Gonect”

Cmomawrno-upeenu napyuenun
Hevecmu: Abpomunansa Gonka, Auapua, JHCHeEncHs, GIaTyeHnus, IORPEILaHE
Pedxu: Cyxorta B ycTara, cToMatueH AMCKOMQOpT, AHCrey3Hs

Xenamo-6unuapnu napyuwenus
Peoxu: A6HOpMHa YepHOApOOHa dyHKumMs/HeproapobHO HapymeHue®

Hapywenua na xoxcama u nodxosicnama muican

Hevecmu: Ipyputyc, xumepxuaposa, 06pus

Peoru: AHruoenem (culuo # ¢ $aranen H3XOX), €K3eMa, epuTeEMa, YPTHKapHA, IcKapCTBeH
00pHB, TOKCHYEH KOXKEH OGpHB

Hapywenua na xoocama u nodroxcrama mexan
Heveemu. Bonka B repba (uanp. nummac), MYCKY/IHH CIIa3MH, MUAJITH
Peoru: Aprpanrus, 6onka B KpaiftHuk, Goaky B CYXOXHIHMATA (TeHAHHUTONOAOOHH CHMIITOMH)

Hapywernus na 6vbpeyume u nuxounume Rumuya
Hevecmu: B16pedro yBpexknane, BKNOYHTETHO ocrpa 6b6peuna HenocTaTHLYHOCT

Obuyu napyruenus u egpexmu na macmomo ua RPUAONCEHUE

Hevecmu: bonka B rpeAHHMA KOLL, aCTEHNA (cnabocer)

Peoru: I'punonono6Ho 3a6omnsrane

Hzcnedeanus

Hevecmu: IToBnien kpeaTvnyH B XpbBTa

Pedxu; [Tonmken xeMornobuH, nosHmEeHa NHKOYHA KHCE/IHHA B KPBBTA, NTOBHILIEHK

YEPHOAPOOHH EH3NMH, OBHIIIEHA KPEATHH ¢ocdoknnaza 8 kphBTa
1,2,3,4: 33 JONBITHUTENHO OITUCAHHE, MONA BHIKTE noATodka “OnHcaHue Ha M3OPaUN HeXKeTAHH Peaknun”,

Onucanue Ha uzbpanu nexceranu peaxyuy




mane6o. Cuburnero Moxe fa € cyyaitna Haxoaka Wiy 1a e CBBP3AHO C HENO3HAT 0 MOMEHTA MEXAHHIBM
(BXK. CBIO TOUKa 5.1),

XHIIOTOHHA
Tasu Hexenana peakums € cro0IIEHA KATO HCCTR, NP NALHEHTH C KOHTPONHPAHO KPBBHO HANATAHE, KOUTO
¢4 JICKYBaHH ¢ TEIMHCAPTAH 3a HAMAIABAHE HAa ChPICYHO-CHIOBATA 3a00IeBAEMOCT, B JONBITHEHHE KM

CTAHAAPTHUTE rPHKH,

A6HOpMHA YepHOAPO6HA DYHKIHA/ 9epHO HO HapYIICHHE

IloBevero cnyvau Ha aBHopmHua GYHKUMA/ YepHOAPOGHO HapylleHHe oT NOCT-MAPKETHHIOBHA OIIHT C
TCIMHCAPTAH HACTBIBAT NPH NMALMECHTH OT ATIOHCKA NpousxoA. Tipy NauueHTH 0T SNOHCKY NPOH3XOA
CBUICCTRYBA MO-TONAMA BEPOATHOCT 32 PA3IBHTHE Ha Te3H HeXelaHu peaKkLHH.

Hurepcrrumanna 6enog poGHa fonect

Cnyyan Ha MHTEpCTHLMATHA OenmonpobHa Gonect ca AokNanBany ot NOCT-MapKeTHHIOBHSA OTIUT, BbB Bpb3Ka
C fpHEMA Ha TenMucapral ITpuynnno-caencTReHA Bpb3ka obave He e YCTaHOBEHA.

CrobiuaBade ua ON03INPAHN HEXKETAHHW PeaKLH

CrobuaBanero Ha Mofo3HpaHK HEReTaHHU PCakliMy cnen paspelitapaHe 3a ynotTpeba Ha nexapcreeHns
MPOAYKT € BXHO. ToBa Mo3ponABa fa nponsaxu HabIOIeHUETO Ha ChOTHOLUCHHETO NON3a/PHCK 3a
ACKAPCTBCHUA TPORYKT. OT MEAMUMHCKHTE CTIELMANKCTH Ce H3HCKBA Aa cpo0LIaBaT BeaKa OA0SHpaHa
HEXENaHa peakunA upe3 M3menHuTenra arenuus o nekapereara ya. ,Jamsu Cpyes” Ne 8, 1303 Codun,
Ten.: +35 928903417, yebcaiit: www.bda bg.

4.9 Ilpemosnpane
ChilecTBYBa OrpaHHycHa HMHQOPMAUMR 110 OTHOLISHHE Ha MPENOINPAHETO NPU XOpa.
Cumrromu: Haii-H3asenure IpOABH HA PEAO3NPAHE ¢ TEJIMHCAPTAH €A XHIIOTOHUA H TAXHKAPAHS,

CHOOILABAT Ce CHINO GpaaHKapIHA, 3aMALHOCT, MOBHIIABAKE HA CEPYMHHA KPEaTHHHH M ocTpa Gu6peyna
HEeNOCTAaTEYHOCT.

Jleuenue: TenmucapraH He ce oTaens NpH xeMoauanusa. IannenTsT Tpa6pa 1a 664 BHUMATETHO
HaOIIORABaH H IETEHHETO TPA6Ba Aa 65A€ CHMITTOMATHYHG K noanepxao. OpnaasBaHETO 3aBHCH OT
BPCMCTO Ha [IpDHEMAHE HA MPOJYKTA H TEXECTTA HA CUMITTOMHUTE., [IpenoprunTtennure MepkH BKOIBAT
MIPCAU3IBUKBAHE HA MOBPBIUAHE H/HIIH CTOMAIIHA NIPOMHBKA, [IPUNATAHETO HA AKTHBEH BLITICH MOXKE Ja
AOMpPHHECE NPH NCUCHHE HA NpeoanpaHeTo. Heobxomumo e yeero NPOCNCAABAHE HA CepyMHHTE
CICKTPOIHTH H KpeaTHHHH. [Ipy nmosBa Ha XHNOTOHMA, NALHEHTET TpabBa aa 611€ NocTaBex B AerHao
10 TPEO NMONOXKEHHE # 6BP30 A CE NPHIOKAT CONEBH H 06EMHM 3aMECTHTEJH.

5. ®APMAKOJOI'UYHH CBOHCTBA
5.1 ®apmakonumamHuHH cBONCTRa

(DapMakoTepaneBTHYHa rpyna; AHTHOTeR3HH [1 aHTaroHHCT, caMocToarento, ATC koa: CO9CAG7.

MexaHH3BM Ha JeiicTeue:

TenMucapras e nepopanto edexThBeH H cnieuudHYeH aHruorensun I PeUCNTOPeH aHTaroHUCT (T AT) ).
Toii namMecTra ¢ MHOTO BHCOK aduHUTET aHTHOTEH3NH I OT HErOBOTO MACTO Ha CBBbp3BaHe B AT,

PCUETITOPHHAA NOATHIL, KOHTO € OTTOBOPEH 33 UIBECTHHTE ASHCTBHN Ha AHCHOTeH3uH L Tenmucapran nama
AIOPH H HaCTH'Ha arOHHCTHYHA aKTHBHOCT cripsaMo AT peuenTopa. Tenmucapran ce cbp3sa.c
AT peuentopa. CBBP3BAHETO € NPOXLNKHTENHO. Tenmucapran He nokassa adHHHTET KEHF PWOs?




MOHIHXCHH OT TEAMUCApTaH. Tenmucapran He “HXHGHPA YOBEIIKMA TTA3MeH PEHHH U HE Onokupa ifioHHMTE
kaHanK. TeaMHucapraH He MHXHOHPA AHFHOTEH3UH KOHBEPTHPAILNS eH3UM (KMEHHA3A I1), eH3uMET, KOlTO
ChlLo pasrpaxaa GpaankunuHa. Topaau Toea He ce oyakBa Ja NOTEHUMPa OpaaHKUHUH-MeqHHpAHNUTE
HEXENAHN NieKkapcTBeny peakiuu. ITpu Xopa ao3ara ot 80 mg TenMucapran noYTH H3NANG HHXUOHpa
MPCAH3BHKAHOTO OT AHIHOTEH3HH 1l NOBHIIABAHE HA KPBBHOTO HANATAHE, HuxHOHTOpHUAT edeKT ce
noanbpKa Hax 24 yaca, KaTo BCE OIIE MOXe Na Onle YCTAHOBEH 110 48 uaca,

Knunuyna edukacHocT M 6e30MacHOCT
JleyeHne Ha eceHIManHa XHOEPTOHHUR

Cnea npunarare H5a THPBaTa 1032 TEAMACAPTAH Ce HabMIONABa OCTeNeHHO 10582 Ha AHTHXHNEPTEHIUBHA
dKTUBHOCT B paMKHTE Ha 3 waca. MakcHMallHaTa DeAyKIIMA HA KPLBHOTO HANATARE CE AOCTHIA HAITLIIHO B
PaMKHTE Ha 4 N0 8 cexMHLM Cllel HAYANIOTO Ha JIEYESHUETO U Ce NOAABPIKA Ype3 NPOABLIDKUTETHA TEPANTHIL.
Cien npueMaHe Ha 1034Ta AHTHXANEPTEHIHBHHAT e(ekT nepcucTHpa noseye oT 24 yaca, KaTo BKIIOYBA K
NOCACAHHTE 4 Yaca NMPEAM ceNBAWOTO NPHAOKEHHE, KAKTO MOKA3IBAT aMOyJIaTOpHUTE HIMEPBAHUA HA
KPBBHOTO HanAraHe. ToBa € MOTBLPACHO H OT ChOTHOLIEHHETO MHHMMAIHH KBM MaKCHMAIHH
KOHUECHTPALHH, KOETO & MocToAHHO Hax 80% cnen npueM Ha 1034 o1 40 1 80 mg TEMMHCApTAH NpH naauedo
KORTPONMPaHH KIHHHYHH npoyuBanud. Hanule e oueBuana Tennennus 3a spbika MEXAY N03aTa H BPEMETO
Ha BB3CTAHOBABAHETO HA 633ANHOTO CHCTONHO KPHBHO HANSTaHe (SBP). B ToBa otHOmIEHHE AaHHNTE 33
IHACTONHO KpBBHO HanAraHe (DBP) ca HenocTosHHu.

Ips naumenTH ¢ XUNepToHua TeMMUcapTaH peoyluHpa H CHCTOMHOTO H JHACTONTHOTO KPbBHO Hanarade 6e3
Aa OBNTHsABA My/ICOBATA YeCTOTA. Hanu4uneTo Ha UuypeTHYEH H HATPHYpPETHUEH edekT, KoiiTo Aa fonpuRece
32 XHMOTCHINBHATA AKTHBHOCT HA NIEKAPCTBEHHA IIPOAYKT BCE OLIE HE € AOKA3AHO, AHTHXHIIEPTEH3HBHATA
e(PHKaCHOCT Ha TEJIMHCAPTAH € CPABHHMA C Ta3H Ha NpOAYKTH, [IPSACTABHTEIH HA ZPYIH KIacoBe
aHTUXUNEPTEHIHBHH JICKAPCTBEHH HPOAYKTH (YCTAHOBEHA NPH KNHHUYHH H3NUTBAHNA, CpPaBHSABALIU
TCAMHCAPTAH € AMIIOIUITHH, STEHONION, CHANANPHI, XHAPOXAOPTHAKH H JIH3HHONDW).

IlpH BHE3aNHO NpexLCBaHe HA IEYUEHHETO C TCIMHCAPTaH KPBBHOTO HAIATaHE IIOCTENEHHO CE BPBILA A
CTOHHOCTHTE NPy NCUCHUETO, 32 TIEPHOA OT HAKOKO AHHM 63 NauHH 3a pedayHA XHNEPTOHHYeH edeKT.
Cryyaute Ha cyXa KaUUIHLA ¢a 3HAYHTENHO NO-MajIKo fIpY NAIMEHTH, TPETHPAHH ¢ TEIMHCAPTaH,
OTKOJIKOTO NpH TAKKHBA, HA KOHTO ¢a JaBaHH HHXHOHTOPH HA aHTHOTEH3HH KOHBCPTHpALLUL €H3UM B
KIMHIYHH MTPOYYBaHHA, THPCKTHO CPaBHABAILM JBETE AHTHXHIIEPTEH3UBHH eYEHMSL.

ChpaeyHo-ChI0BA npoQHNAKTHKA

ONTARGET (ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint Trial)
(llpoapmkapaino i  MOMeHTa ro6aIHO IpoyYBaHe Ha TCAMHCAPTAH CAMOCTOATEIHO H B KOMOUHALUHS C
PAMHUNPHIT ¢ KpalHa ToKa) CpaBHABA €QEKTHTE HA TENIMHCAPTAH, PAMUIIPHI K KOMOWHALHATA OT
TENMUCAPTAH H PAMHIIPAT BBPXY ChPOCYHO-CBHAOBHTE PE3yNTaTH MpH 25 620 NauxeHTH Ha BbL3pPAcT

53 FOAMHH HJIM IO~-BH3PACTHH C AaHAMHE3a 33 KOpOHapHa apTepHanHa G0NecT, MO3bYEeH HHCYJIT, IpeXofieH
MCXEMH'ICH NPUCTLI, Eph(epHO apTepHanyo 3abonaBane WK 3axapeH qUaGeT THI 2, CBITBTCTBAH ¢ AAHHH
32 yBpEK/IaHe HA OPraHUTE (KATO PETHHONIATHA, IeBOKaMEPHA XHIIEpTPod, Makpo- HIIH
MHKPOATOYMHHYDHA), KOMTO ¢4 NIOMY/ALKMS ¢ PUCK OT BE3HHKBAHE Ha CHPAEYHO-CHAOBH HHUHAEHTH.

TlauneHTHTC Ca PAHROMHIMPAHH KBM €HHA OT CCIHUTE TP IPYTId Ha ICYeHUe: Teamucaprad 80 mg
(n=8542), pamunpun 10 mg (n=8576) WiH KOMOMHALKTA OT TenmucapTad 80 mg w pamunpun 10 mg
(n=8502), ¢ mocnenBauio cpeaso BpeMe Ha NPOCIeAABaHE 4,5 rogunH.

Tesnmucapran nokazea cxone edexr ¢ pamunpan NpH HAMAIABAHE HA TBPBUYHATA ChCTABHA KPAliHa TOYKa
OT ChbpAEYHO-CBAOBA CMBPT, He(aTaneH UHPAPKT Ha MHAOKapna, HedaTaleH MO3BUEH HHCYIT WIH
XOCIHTATH3ALMA TOPanH 3aCTOHHA ChPACYHA HEAOCTATHYHOCT. UeCTOTaTa Ha ITbPBUYHATA KpaiiHa TouKa e
UXOHa B IPYNHTE Ha TeMucapTan (16,7%) u pamunpun (16,5%). KoeduupueHTsT Ha pick 3a TEIMHCAPTaH
Chipamo pamunphn e 1,01 (97,5% QU 0,93 - 1,10; p (se no-romsama epukacHocT) = (,0019 npu rpadnna
1,13). IIponeHTBT Ha ciyvauTe Ha CMBPTHOCT 110 BCAKA NpUYHHA € cbOTBETHO 11,6% 1 11,8% cpen
TALHEHTHTE, JIEKYRAHH € TENMHUCAPTAH H PaMUNPHA.

Y CTaHOBEHO e, Y€ ¢()eKTHBHOCTTA Ha TEIMHCAPTAH € CXOJIHA C TA3M Ha PAMHIIPIA [TpH
ONpeASiCHaTa BTOPUYHA KpaiiHa TOYKA 0T ChpPAEYHO-CHIOBA CMBPT, HedaTanex nHp
Hedaranen mo3wuen uucyar [0,99 (97,5% JIH 0,90 — 1,08; p (He no-ronama edukac



IThPBHIHATA KpaiiHa TO4Ka B petiepenTHOTO Npoyysane (The Heart Outcomes Prevention Evaluation Study)
(Tlpoyusane 3a oueHKa Ha CHPAECYHUTE PE3YNTATH NPH NPOPUIAKTHKA), KOSTO IPOYUBa eexra Ha
paMHOpUn CripsMo rnanebo.

[Tpoyusanero TRANSCEND panmoMH3Hpa MaLHeHTH ¢ HENOHOCUMOCT kBM ACE MHXHOHTOPH, ChC CXOOHH
KPMTEpHH 32 BIUHOYB2aHe Kato npoyusatero ONTARGET, na renmucapran 80 mg (n=2 954) nnn nnauebo
(n=2 972), kaTo ¥ ABATA CE NPHNIATAT B AOITEAHECHUE KM CTAHIAPTHITE rpwxH. CpesiHara
NPOABIDKHTENHOCT HA IPOCNEAABAHE € 4 rofuHH M 8§ Mecewa. He ce OTKpHBa CTATHCTHYECKH 3HAYNMA
Pa3Nika B HECTOTAaTa Ha TbPBUYHATA CHCTABHA KPaitHa TOUKa (ChpASUHO-CBAOBA CMBPT, HedaTaneH
HHGAPKT HA MHOKapaa, HedaTaneH MO3bYCH HHCYNT MM XOCTIHTANH3ALIUS nopanH 3acToifHa ChpacYHa
HeAocTaThyHocT) [15,7% B rpynara va Tenmucapran u 17,0% B rpynata na nnaneto c KoeHUMEHT Ha pHCK
0,92 (95 % U 0,81 — 1,05; p = 0,22)]. ima nauBy 3a non3ara Ha TENMMCAPTaH B CPaBHEHNE ¢ ruianefo npu
TIPCABAPHTCIIHO ONpE/ie/IEHATa BTOPAHA CBCTABHA KpaHHa ToUKa OT ChPAEHHO-CBA0BA CMBPT, Hedaranex
HHpapxT Ha MHOKapaa H HedaTanen Mossuen nucynT [0,87 (95% AN 0,76 ~ 1,00; p = 0,048), Hama ganan
33 [0/133 NpH CHPACYHO-CHA0BA CMBPTHOCT (KoeuLmenT Ha pHck 1,03, 95% JIH 0,85 ~ 1,24).

Kauutiua 1 aHruoeqem ce crob1aBar no-paako NpH NaUMEHTH, NeKyBaH# ¢ TEAMHCAPTAH, OTKOJAKOTO TIPH
MAHEHTH, JIEKYBAHH C PAMUIIPHJL, IOKATO XHNIOTOHMS Ce ChOGIABA [10-Y€CTO MPH TEMMHCAPTAH.
KoMGuHipakeTo Ha TeNMHCApTAH ¢ PAMMIIPIUL HE yBENHYaBa [IONI3aTa CIIPAMO PaMHNPHA HITH TENMUCAPTAH
CaMOCTOATENHO. ChpAEHHO~CHAOBATA CMBPTHOCT H CMBPTHOCTTA 110 BCAKA IPAYUHA, KATO YUCIICHO
H3PANKCHHUE, €A 110-BHCOKH IIDH KOMGHHE].[HHTEI. OcseH TOBa HMa 3H2YHMO [TO-BUCOKA YECTOTA Ha
XBIEpKATHEMHA, 6b0pedHa HEAOCTATHYHOCT, XHIIOTOHHA H CHHKOM B rpynara ¢ koMOHHauuara, Iopaau
Ta3H NpHIHHA, CAHOBPEMEHHATA YNIOTPEDA Ha TENMKCAPTAaH H PAMKIIPIIL HE CE NPENOPHYBA NPH Ta3H
TIOTTYTAIHS.

B npoyusarero “TIpodunakriuen pexum 3a edpekTusHO [IpeAna3BaHe 0T IOBTOPEH MO3BLYEH HHCYIT”
(“Prevention Regimen For Effectively avoiding Second Strokes(PRoFESS)) npu nauuenTs Ha 50 ronunn
HIM T10-BB3PACTHH, KOHTO HACKOPO Ca TMIONYYHIH MO3IBYEH HHCYT Ce 3a6e/138a MOBKIICHA YECTOTA Ha
BE3HMKBAHE Ha CENICHC MPH TEIMHCApTaH B cpaBHeHHe ¢ naueto, 0,70% cnpamo 0,49% [RR 1,43 (95%
noseputeneH untepsai 1,00 — 2,06)]; uectoraTa Ha Bh3HUKBaHE Ha cencuc ¢ (aTaneH HIXOJ € OBHLIeHa
Mp¥ NAtMCHTHTE, IPHEMallly TeaMucapTan (0,33 %) cipaMo naunentute Ha wianebo (0,16%) [RR 2,07
(95% nosepurenen unrepsan 1,14 — 3,76)). Habmozasanara NORKILEHA Y€CTOTS HA BB3IHUKBAaHEe HA CEncHc,
CBBbP3aHa ¢ ynoTpedarta Ha TeNMHCAPTaH MOXKE A2 € CAYHAHHO OTKPHTA HWIH A3 € CBLP3aHAa C MEXaHH3IEM,
KOHTO € HEMO3HAT 33 MOMEHTA.

J\BE roleMu paHAOMK3UPAHH KOHTPONHPaHH Npoyusarns — ONTARGET (Ongoing Telmisartan Alone and
in combination with Ramipril Global Endpoint Trial - TEKYILO IJI00aIHO HINHTBAHE 33 KPAiHH TOUKM HA
TEIMUCAPTAH, CAMOCTOATENHO H B KOMOHHaIMA ¢ pamunpun) 1 VA NEPHRON-D (Knunwyso IIPOYYBAHE
CBBP32HO € Pa3BUTHE HA HedponaTHs npu auaber, NpoBeACHO OT MHHHCTEPCTBO 110 BBEIPOCHTE Ha
BETEPAHHTE } — IPOYUBAT YIoTpedara Ha koMOHHAUHUSTa OT ACE HHXHOKTOP H aHrnoTeHank ll-peuenropen
bnokep. ONTARGET e npoyunane, mposeaeHo Npu NaMEeHTH ¢ aHAMHE3A 3a ChpAESYHO-CHAOBA WK
MO3B4HOCHA0BA OonecT, uinu 3axapex anabet THI 2, NPUAPYXEHM C NAHHH 33 yBpexaaHe Ha ¢heKTopHU
OpraiH. 3a no-noApofHa HHHOPMALIHA BIKTE TIO-rOpe MOA 3arNABHETO "ChpIe4yHO-CHIOBA
npodunakTHka".

VA NEPHRON-D ¢ npoyusase fps NAaUHEHTH Cbe 3axapeH nuaber Tur 2 4 auaberHa HedpomaTHs.

Tesu npoyuBanua He Noka3saT 3HauMM BraronpusTed edext BEpXy OnOpeunnTe W/unu ChbpACYHO-CBAOBHTE
MOCTCANIH U CMBEPTHOCT, KaTO CBIUECBPEMEHHO €2 HalMioNaBaHi MOBHIIIEH PHCK OT XHNEPKANMEMH, OCTPO
yBpexRaHe Ha OBOpenHTe H/HIH XHIIOTOHKA B CPABHERUE C MOHOTepanuaTa. Karo ce uMar npeasua
CXOAHNTE HM papMaKkOOHHAMUYHU CBOMCTRA, Te3W PesyNTaTH Ca IPIIONKHME H 32 Apyru ACE unxuburopn
H aHTHOTEH3UH 1I-penenTopru 6noxepu clienopaTento He TpOBa fa C€ H3NOM3BAT CHHOBPEMEHHO npu
NalMeHTH ¢ AuabeTHa HedponaTus.

ALTITUDE (Knuxu4HO Npoy4BaHe NPOBEAEHO ¢ UTHCKHDEH IIPH MAUHEHTH Che 3axXxapeH puaber Tun 2 ¢
U3NON3IBAHE HA CBPICYHO-CHAOBH H OBOpeHN 3260naBaHuA KaTO KpaiiHyu TOUKH) € NpoyyBaHe,
NpenHasHaueHo 112 U3CALSABA NOA3ATA OT N0BABANETO HA ANUCKHPEH KBM CTAHAApTHA Te T2
MHXHOHMTOD MM anTHoTeH3uH 1I-penenTopen Griokep NpH NauHenTH CbC 3aXapeH AHA

6u6peuno 3aGonsBane, ChpAEUHO-CHAOBO 3a00NaBae WK M BeTe. [TpoyuBaHETO € e
NpEXACBPEMERHO NOPaAH IOBHILIEH PUCK 0T HebnaronpusTHU nocneany. Kaxro Hﬂ%ﬁﬁgﬁﬁ@
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CMBPT, TAKd B HHCY/ITBT €2 MO-YSCTH B IPYIaTa HA ATHCKAPEH, OTKOAKOTO 8 rpynata Ha mnaueto, a
NPEICTABIABALUNTE HHTEPEC HEXENAHU ChOHTHA H CEPUO3HA HEXENAHH CHOUTHA (XUIepKaTHEMHs,
XHIOTOHHA H 636peyuta AMcPYHKUHA) ce ChobLIaBaT No-4eCTo B rpynara Ha aTHCKHPEH, OTKOIKOTO B
rpynara Ha rauebo.

[MeauaTpuuHa NONYIAIIMS

bezonacHocTTa ¥ €PUKACHOCTTA HA TEIMMCAPTAH NIPH ACUA H IOHOLLY Ha BB3pacT noA 18 roauHu He ca
YCTaHOBCHH.

EQeKTsT 32 noHHKABAHE HA APTEPUATHOTO HANATAHE HA 1BE NO3H TEIMHUCAPTAH € OUEHEH np 76
XHITPTOHHIIH CHC 3HAUHTENIHO HATHOPMEHO TETJIO HA BB3PAcT Mexay 6 U <18 roauHu (Terno >20 kg u
<120 kg, cpenno Terno 74,6 kg) cnen npuem Ha TenMucaprad 1 mg/kg (n=29 nexysanu) unn 2 mg/kg (n=31
JIEKYBAHH) B MPOABIKEHHE HA 4-CeAMUYEH nepHoA Ha JIeueHHeE, [Ipd BXIIOUBAHETO HANHYHETO HA BTOpHYHAa
XHIEPTOHHA HE € H3cNeABaHO. ITpH HAKOM yHaCTHHLK B IPOYUBAHETO JO3NTE Ca GIIIH IO-BHCOKU OT
MPCMOPBIHTCITHATE 34 JICUCHHE HA XMOSPTOHHA NMPU NOMYNAAMATA OT BB3PACTHH MALMEHTH, AOCTUrALg
AHCBHA 71032, CBNOCTaBAMA ¢ 160 mg, koATO ¢ uacnensaHa npu Bb3paCTHH MalHeHTH. Clien kopexkHs Ha
eeKTHTE CTIOpER BB3PACTOBATA IPYIIA CPEAHHTE MPOMCHH NPOMAHA Ha CHCTOIHYHO apTEPHATHO HAJATAHE
CIIPAMO H3XOHOTO HUBO ca -14,5 (1,7) mmHg B rpynara ¢ TenMucapran 1 mg/kg u -6,0 (2,4) mmHg B
rpynara ¢ niraueto. Kopurupaiure MpoMeHH B MHACTONHYHOTO ApPTEPHANHO HANATAHE CTIPAMO W3XOAHOTO
HHBO Ca CbOTBeTHO -8,4 (1,5) mmHg, -4,5 (1,6) mmHg 1 3,5 (2,1) mmHg. IMpomsHaTa e 3aBucHMa OT
posara. Harnexna, ye aannuTe 3a 6e30NaCHOCTTA NPH MAUACHTUTE Ha Bh3pact MeXy 6 u 11oa 18 roouuu ca
Kato LWUIo CXOMHH € TE3H NPH BB3PacTHUTE NauuenTH. He e npapera oueHka Ha 6€30MaCHOCTTa Ha
JBJITOCPOYHO NIEYEHHE C TeJIMHCAPTAH NPH Aelid H IOHOLIY.

[osunienuero Ha eozoHOdHINTE, CHOBLIEHO MPH NALKEHTH OT Tasu NOMyNauusd, He € Habnoaasaso npu
BL3PACTHH MAUHCHTH. He ¢ H3BECTHO KNMHUYHOTO 3HaYeHKe M OTHOCHMOCT Ha TOBa MOBHIICHHE,

BB3 0CHOBA Ha TE3H KWIMHHYHM JAHHH HE MOTaT 1a GhIaT HAlPABCHH 3aKITIOYEHUA OTHOCHO e eKTHBHOCTTA
1 6e30NacHOCTTa Ha TENMHCAPTAH NIPH XUNEPTOHHYHM NAUHEHTH OT NEAHATPHYHATA TIOTTYNALNS.

5.2 @apMaKOKHHETHYHM CBOHCTEA

Abcopbunusg

AbcopbLniTa Ha TeaMMcapTaH € 65p3a, HE3aBHCHMO, Y& 20COpOHPaOTO KONHYECTBO BApHPA.

Cpeanara abconroTaa GMOHAIMYHOCT Ha TeIMuCapTaH € okono 50%. Koraro tenmucapran ce fpHeMa ¢
XpaHa, peyKiMATa Ha OONACTTA O] KPHBATA IUI23MEHA koHUeHTpalug-speMe {AUC,. ») na Tenmucapran
BapHpa OT 0kono 6% (40 mg noza) zo oxono 19% (160 mg no3a). TpH 4yaca cnen npunokeHHE TNA3MEHKTe
KOHLCHTPAHH €A NOACOHU HPH NPHEMAHE HA TENIMHCAPTAH HA ITATHO HITH C XpaHa.

JuneltnocT/HenHe HHOCT

He ce ovaksa cnaGara penyxuus 8 AUC na MPEAH3BHKA PENYKLIUA B TepanieRTHYHATA edHukacHocT. Hama
IMHEHHa 3aBHCHMOCT MEXKY AO3UTE H MNAIMEHHTE HIBA. Cmax 1 B nmo-Maika crened AUC ce mosumagar
HEPOMOPUNOHANHO NPH 1031 Hax 40 mg.

a3penencHHe
Tenmucapran ce cBbp3Ba B rofsmMa CTeNeH ¢ MNa3MeHKUTe nporennu (>99,5%}), rnasHo ¢ anbyMuH u
anpa-1 xucen rmoxonporent. CpenHnsT npusuaeH obeu Ha pa3NpeneRcHHE MPH AOCTHTaHe Ha
CTALHOHAPHO CBCTOAHKE (Vdss) e okono 500 L.

buotpancopmaumus

Tenmucapran ce MeraGonusupa upes cBLP3BaNE HA OCHOBHOTO BEIISCTBO ¢ NMOKYpoHUI,. He e
HabmozapaHa GapMaKkoNOrHYHA AKTHBHOCT Ha KOHIOTATHTE.

Enumunnpane
Tenmycapran ce xapakTepu3npa ¢ GHEKCNOHEHLHATHA 0Tca0Baa PpapMakOKHHETHKA C TepMHHANEH

CIMMHUHALIHOHEH TONYKHBOT >20 yaca. MakcuManHara rasMena KOHIeHTpauua (Cmax) # B nO-ManKa
CTeNeH 00MacTTa Noj KpHBara Ia3MeHa KoHueHTpanua-BpeMe (AUUC) ce nosuiasa
Rozara. HaMa [aHHM 338 KTHHHWYECKH 3HAYHMA dKyMynauHsa Ha TEIMHCAPTAH, NIPHET




n03H. [Ina3sMEHHTE KOHUEHTPALMH Ca 10-BHCOKH IIPH YEHH, OTKOKOTO IIPH MBXe, 663 TOBA 1a & CBBP3aHO C
BIIMAHKE BbPXY e(HKaCHOCTTA.

Cnen nepopanto (M HHTPaBEHO3HO) IPHUIOKEHHE TENIMHCAPTAH Ce CKCKPETHPA NOUTH H3LIANO ¢ QeKaTHuTe,
TIaBHO KaTO HENPOMEHEHO ChelnHeHHe. KyMynaTuBHaTa ypuHapHa ekckpenus e <1% ot mosara.
ToTanuuAT nnasMer knuprHc (Cltot) e Bucok (okono 1000 ml/min), cpasHeH ¢ yepHOAPOGHHA KpLBEH
noTok (oxono 1500 mL/min).

Cneyuanru nonyrayuu

Hepnatpiina nonynauus

DapMaKkOKMHETHKATA HA JBE KO3M TE/IMHCAPTAH € OLEHEHA KATO BTOPOCTENEHHA He NPH XUNEPTOHUYHH
naupeHTH (n=>57) Ha BB3pacT Mexny 6 u ox 18 roguKu, cren npueM Ha TenmMHAcapTad 1 mg/kg u 2 mg/kg B
IPOAB/DKEHHE HA 4-CENMUNEH IEPHOA Ha NeucHye. LlenuTe, CBbp3aHH ¢ $papMaKOKMHETHKATS, BKTIOURAT
OTPEACIAHE HA PABHOBECHOTO CBCTOAHHE HA TEIMHCAPTAH NPU AeLA H IOHOLLYM M POYYBAHE Ha PasIHKHTE,
CBBP3aHH C BB3PacTTa. BeNpeky ye npoyInaneTo € NPpeKkaneHo MaiKko, 3a Aa MOXe 4a ce Halpaed 3HaYHMAa
OLEHKA Ha (apMaKOKHHETHKATA NP A€UA Ha BB3PACT 0 12 roIMHm, KaTo LAJo Pe3yNTaTHTE ChOTBETCTBAT
Ha YCTAHOBEHOTO IpH BL3PacTHH NALWEHTH # NOTBbLPXAABAT HENMHEHHOCTTA Ha TEIMHCAPTAH, 0Co0eHo
Conax.

Ilon
Ha0monasann ca MonoBH pazmuyus B InasMeHuTe KoHUEHTpauMy, Cmax 1 AUC croTBeTHO 0k01o 3 1 2
IBTH [10-BUCOKH NIPH KEHUTE, CPABHEHH C TE3H NPH MBIKETE.

Crapyecka Bp3pacT
DapMakOKHHETHKATA HA TEIMUCAPTAH HE Ce pasiuvaBa MEKNY MALKEHTH B HAaNpeIHANA BH3PACT M TE3M, JIo-
MAanH ot 65 roauny,

bn6peynn yepexnauns

Ilp4 nausenTy ¢ AEXM 10 YMEPEHH H TEXKH YBPESKJaHHS Ha OpOpeyHaTa dyHkuua ce Habnrogapa
yABOABAHE Ha [UTA3MEHHTE KOHUEHTpauwH, Habmonasar ce no-HUCKH INasMeHH KOHLIEHTPALMH npH
NALKEHTH ¢ 0BOpetHa HEMOCTATBYHOCT, NIOUIOKEHH HA THATIM3A. [Tpu GonHY ¢ OE0pedna HeAOCTATBYHOCT
TCAMMACAPTAH CC CBHP3BA B roJIsiMa CTETIEH C NJIA3MEHNUTE NPOTEHHH H HE MOXe a 6ble oTaenen NpH
Auanuza. Ilpu naunenTH ¢ 6u6pedHn YBpeXIAHUA eMTUMHHALMOHHHST MoAYKHBOT HE € MPOMEHEH.

YepHonpoOHH YBpEK AAHUS

QapMakOKHHETHYHHTE NPOYYBAHHA NMPH MALHEHTH C 4EPHOAPOOHH YBPEKAAHHS NOKA3BAT MMOBHIUABAHE Ha
abcomoTHaTa GHOHANMYHOCT A0 0kono 100%. [Ipu nauueHTH ¢ 4epHOAPOOHH YBpeXKAaHUA
CTHMIHALMOHHHUAT NOJYKHBOT HE € IPOMEHEH.

5.3 Ilpeaxannvynn naunH 3a Gezonacnoer

[Tpy npeAKNHAKYHKM NPOYBaHHS 3a 6€30MACHOCT, 03N, CPaBHHMH C T¢3H B KTHHHYHUA TepANEBTHYCH
AHAMA30H, Ca NPESAMIBHKATY HAMANZBAHE HA [I3PAMETPHTE Ha YEPBEHHTE KPLBHH KIETKH {epHTpOLMTH,
X€MOrN00UH, XEMATOKPHT), IPOMEHH B GBGPEUHATA XeMOAMHAMHUKA (MoBHLIEHO HHBO Ha 230T B KPHBTA H
KPEaTHHHH), KAKTO H NOBHIUEH Kanuii B CCpyMa Ha HOPMOTCH3MBHE XHBOTHU. [IpH Kydera ca HaGmoaasanu
O6s6peuna TyGynapHa nunatauns u atpodus. [IpH mIBXoRe M Kyuera e OT6EIA3aHO CILO YBpeXJaHe Ha
CTOMAIIHATA MYKO3a (€PO3Ks, A3BH Wik Bb3naneHue). Tean dpapMakonorndaxo MEIHUPAHK HEXKETAHH
JICKAPCTECHU PEAKLIMH, H3BECTHH OT NPEAKNHHHYHHTE IPOYYBAHUSA C MHXHOHTOPH HA AHFHOTEH3ME
KOHBEPTUPAIHNA CHIUM H aHTArOHHCTH Ha aHrHOTeH3HH II penenTopa, ca npenorepareny 4pe3 nepopanHo
Aobapare Ha HHIMONOTHYEH pa3TBOP.

I'lpu ApaTa BHAA KHBOTHH Ca HAaGMIONABAHY NOBHIIEHA AKTHBHOCT Ha MIA3MEHNUS PEHEH
XHUNEPTPOQHI/XHNIEPINA3HA Ha IOKCTArIOMEPYIIHHTE KTeTkH. Teau NPOMEHH, KOHUTO
Ha HHXHOHTOPHTE HA AHTHOTEH3HH KOHBEPTHPAILHSA €H3KM ¥ Ha APYTH aHTHOTEH3
AHTArOHHCTH, HAMAT KNHHHYHA 3HAYUMMOCT.




Hiama kaTeropHvHH AOKA3aTENICTBA 32 TEPATOreReH e(eKT, MaKkap Ye npH TOKCHYHH A030BH HHBA Ha
TenMHUCapTal € HabnonasaH eeKT BHPXY NOCTHATANHOTO Pa3BUTHE HA NOKONEHHETO, HAMp. NO-HHCKO
POOMIIHO TETNO K 3a0aBEHO OTBAPAHE HA OYHTE,

HaMa naHuu 3a MyTareHHa 4 cbOTBETHA KJIACTOTeHHA AKTHBHOCT NIPH M3ITHTBAHMA iR Vilro | 3a
KapUHHOT'€HHOCT IIPH INBX0BE B MHLIKH,

6. QAPMAIEBTHYHH JAHHH
6.1 Cnucbx HA NOMOILHHTE BEMECTBA
Hatpues xuapoxcua,

IosuaoH (K-25)

Mermymun

JlaxTo3a MOHOXHAPAT

Kpocnosuaon

XKeneseH okcup, xuar (E172)

MarnesHes creapar

PHAMOBOTO NOKPHTHE ChABPKA:
XHIIpOMEno3a

TurasoB anoxcuz (E171)

Maxporon-400

Tanx

XKeneaeH okcua, xuat (E172)

6.2 HecnaMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha ropuocr

3 roguny

6.4 CrienHaaHH YCI0BHA H3 CHXPAaHEHHE
To3u nexapcTBeH NMPOAYKT He H3MCKBA CIIELMATHM YCIOBHSA 33 ChXPaHEeHUe.

6.5 BHa 4 chAbpxkaHHE HA ONTAKOBKATA

Amymanuii/anyMuRui 6nmctepr — CryaeHo GOpPMOBaHO aNyMHHHEEBO (ONTHO U TBLPAO TEMIEPHPAHO
ATYMHHHEBO QOITHO,

Onaxkosxu: biucrep ¢ 28, 30 wnn 90 Tabnerxu.
He BCHYKM BHI0BE ONAKOBKH MOTaT Oa ObAAT MYCHATH B NMpoAakosa.

6.6 CnemmanHu npeaAnasHN MePKH NPH H3XBL]JIAHE U paGoTa

Hsama cnenuanie H3HCKBaHYA.,

7.  IIPUTEXKATEJI HA PAZPEIIEHHETO 3A VIIOTPEBA

Gedeon Richter Plc.




1103 Budapest,

Gy6mroi ut 19-21.

YHrapHusa

8. HOMEP(A) HA PAZPEINIIEHUETO 3A YIIOTPEGA
Tauunon 40mg punmupanu TaGuerku: 20110394

Tannaon 80mg ¢prunmupann tabnerku: 20110395

9.  TATA HA ITBPBO PA3PEIHABAHE/NIOJHOBSIBAHE HA PAZPEHIEHHUETO 3A
YIIOTPEEBA

Hara Ha mbpBo pazpemasane:28 onu 2011
Jara Ha nocneaHo noaHoBasase; 20 wuu 2017

10. JNATA HA AKTYAJHU3HUPAHE HA TEKCTA

21/08/2020




