KPATKA XAPAKTEPUCTUKA HA IMPOAYKTA
2o/l30 /&I

1. UME HA JIEKAPCTBEHUA ITPOAYKT

Banrensun 320 mg dpunmupanu tadiieTku
Valtensin 320 mg film-coated tablets

2. KAYECTBEH H KOJIMMECTBEH CbhCTAB
Besika hunmupana tabnerka chabpaxka 320 mg Bancapran (valsartan).
[ToMOLIIHO BeLIeCTBO ¢ M3BECTHO JIEHCTBHE:!

Besika puimupana tabnerka cpabpka 168,88 mg nakrosa monoxuapar, 1,01 mg neunTrH u
ouseturen E110.

3a MbJIHUS CITUCHK HA MOMOLIHUTE BELIECTBA BHIKTE TOYkKa 6.1.

3. JIEKAPCTBEHA ®OPMA

duimupana tadbnerka

Kadssu, oBaiHu, ABOHHOM3MBKHAIK UIMUpaHu TabneTky, 19 mm x 8,2 mm, ¢ nenuTesiHa yepra ot
e/1HaTa CTpaHa M Jioro V ot Japyrara cTpaHa.
Tabnerkara moxke 1a Objie pa3/jie/ieHa Ha 1B€ paBHH J103H.

4. KJIMHUYHHA JAHHH
4.1 TepaneBTHYHH NOKA3AHHA

XHUNEPTOHUSA
JleyeHue Ha eCeHLIMAIHA XUIIEPTOHHUS NPH Bb3PACTHH.
JleueHue Ha XUTEPTOHMS TMPH JI€La ¥ IOHOLIK Ha BB3pacT oT 6 10 18 roauHmu.

4.2 Jlo3MpoOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Xunepmonus

[IpenopbruMTeHaTa HavajlHa A03a BajicapTaH € 80 mg e1MH NbT AHEBHO. AHTHXMIIEPTEH3UBHUAT
eeKT e ACHO U3pa3eH ciiell 2 CeAMHLIM, a MakcumasieH edekT ce noctura cnel 4 ceamuuu. [1pu Hakou
MaLMeHTH, YHETO apTEPUAITHO HAJIiraHe He Ce€ KOHTPOJIMpa a/IeKBaTHO, Jl03aTa MOXKe J1a Ob/ie
noBuineHa 10 160 mg u makcumMaiiHo 10 320 mg.

BanTeH3uH MOXKe ChILIO J1a Ce MpUjiara eJHOBPEMEHHO ¢ APYTH AaHTHXHUITEPTEH3HBHH JIEKAPCTBEHH
cpeactsa (Bxk. Touku 4.3, 4.4, 4.5 n 5.1). JlobaBsaHeTo Ha AMYPETHK, HANPUMEP XHJIPOXJIOPOTHA3HI,
JOMBJIHHATETHO NMOHWKABA aPTEPHAITHOTO HAJISIraHe NMPH TE3HU NMaLHEHTH.

Honvanumenna unpopmayus 3a Cneyuainu epynu nayueHmu

Crapuecka Bb3pacT
He ce Hanara npomsiHa B J103MpOBKaTa IpH NalMeHTH B CTapyecKa Bb3pacT.

|
bvopeuno yspescoane \
He ce Hanara npomMsHa B J03MPOBKAaTa NPH Bb3PACTHHU NALUEHTH C KPEATHHHHOB KIIHPBHHC
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> 10 mV/min (ex. ToKx 4.4 1 5.2). Tpy namwess ¢ 616pewHo yspexaane (GFR < 60 ml/min/1,73 m?
eXHOBpEMEHHATA YNoTpeba Ha BAJICApTaH C AMHCKHPEH € IPOTHBOMNOKA3aHa (BXK. TOUKa 4.3).

3axapen Ouaéem
Tlpn naipreHTH CB¢ 3axXapeH quaber exHOBpEMEHHATA ynorpeﬁa HA BaJICAPTaH ¢ ATMCKUPEH €
MPOTHBOMNOKA3aHa (BXK, Touka 4.3).

Yeprodpobro yepexcoane

BajicapTaH € MPOTHBOTIOKA3aH NPH MALMEHTH C TEXKO YepHOAPOGHO yBpexknaHe, Gunnapa uMposa H
NPH NAIMEHTH ¢ XonecTasa (BX. Touxu 4.3, 4.4 n 5.2). ITpH NauueHTH ¢ IEKO A0 YMEPEHO
gepHOApobHO yBpexaane Ge3 xonecTasa, Ko3aTa Ha BAICAPTaH He TpAGBa na npesumasa 80 mg.

Ile NOIYII

Xunepmonus npu oeyd
,Hemummumea&pacmomﬁdal&aadm

Hauannarta zo3a e 40 mg BeaAHsK JHEBHO 38 JeNa ¢ Terno noa 35 kg 1 80 mg BeAHBK AHEBHO 38 TE3N
- ¢ Terno 35 kg wim noeewe. Jlosara TpsGaa Aa ce KOPHIHpA B 3aBUCHMOCT OT MOBIHABSHETO HA
apTepHAHOTO HANATaHe. Mo, BIbKTe MAKCHMAJIHHTE I03H, MPOYUEHH B X0/18 HA KIHHHIHHTE
WInuTBARKMA B TalurHLaTa no-xoiy.

JI03H NO-BHCOKH OT ONMHCAHMTE He ca M MPOYUBAHH U MOPATH Ta3H MPH4HHA HE Ce NPenopLYBaT.

Terno | maxcnm.:ma 71033, MPOYYEHA B KIMHAYHHTE

> 18 kg no <35kg 80 mg
> 35 kg 10 < 80 kg 160 mg
> 80 kg no <160 kg 320 mg

Heya nood 6-zoouwuna ev3pacm - -
HanwauiTe AaHHM ca ONHCAHH B To4kH 4.8, 5.1 1 5.2. BesonacHocTTa H €pHKACHOCTTA Ha BaICAPTaH
MpH Aela Ha Bh3pacT or 1 10 6 rogHHH He ca YCTaHOBSHM. |

| Ynmpeﬁara Py nemm'rpmlm nmmerrm c xpeammmon KmHpbHC < 30 ml/min 1 neauaTpuYHH
NauHeHTH, MOAROKEHH HA XeMOJHATH3a He € TPOyYeHa, NOPagH KOETO NPH Te3H MALMCHTH He C¢
npenoprYBa NpHIarakeTo Ha Basicapras. He ce H3HCKBA KOPHTHPSHE Ha JIO38TA NPH NEAMATPHYHH
NAIHEHTH C KPeaTHHHHOB KMHPBHC > 30 mi/min. Br6peunara GyHKIms ¥ CTORHOCTHTE HA CEpyMHHS
_Kanmif Tpaba Aa GBIAT BHMMATE/IHO MPOC/IEASBAHH (BX. TOUKH. 44K 5.2).

Vnompea npu neouampuvny nauuenmy Ha euipacm om 6 0o 18 200unu ¢ ¥epnodpobro yepexcoane
[Tono6HO HA BL3PACTHHTE NAIMEHTH, BAJICAPTAH e nponmonoman NpH NCAHATPHYHH MALHEHTH C
TEXKO SepHOAPOSHO YEpexKaaHe, CHIHapHa LIMPO3a H NALMEHTH C X0/6CTa3a (BXK. TOUKH 4.3,

4.4 n 5.2). HMa orpaHWYeH KIHHMYEH OMHT ¢ ynoTpebara Ha BAJICAPTAH IPH MNEAMATPHYHH NALICHTH
¢ JIeKO A0 YMepeHo depHoapobno yBpexRzate. TIpu TAaxHBa NALMEHTH A03aTa Ha BajicapTaH He Tpadsa
na npepumnasa 80 mg.

HaqnH 53 NpHNOKEHHS
ITepopanHo NPRIOKEHHE
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omnHcaHM B Touka 6.1.

® Texko yepHOAPOOHO yBpexIate, OuHapHa IMpO3a ¥ X0JIeCTasa.

o BTOpH H TpeTH TpHMeCTHp Ha GpeMEeHHOCTTa (BK. TOUKH 4.4 1 4.6).

. EanoBpeMeHHaTa ynotpeba Ha BanTeH3HH ¢ aTHCKHPeH-ChABPKALIM MPOXYKTH €
POTHBOMOKA3aHA TIPH MALMEHTH ChC 3aXapeH auaber win 6p6pedHo yBpexnaie
(GFR < 60 mI/min/1,73 m?) (Bx. ToukH 4.5 1 5.1). |

¢ Aneprus KbM QBCTBLIM HITH COA.
44 Coensajns NpeAynpenIcHES H NPEANAINE MEPKH OpA ynorpeba

XHTIepKaHeMua |
He ce npenopsuBa eAHOBpeMeHHaTa ynoTpeba ¢ Kainesn nobasky, KAMHR-CEXPAHABAIIH AXYPETHIMH,

KAJTHI CHIBPKATIM 3aMECTHTETH Ha CONTTa, HIIH APYTH JIEKAPCTBEHH NPOAYKTH, KOHTO HHXa MOIIIM Jia
NOBHINAT CTOMHOCTHTE Ha KA (XenapHH H T.H.). CTORHOCTHTE Ha KAJTHA TpaGea na ce MOHATOPHpAT

Houmoameu HAMA Hmpynan OIHT OTHOCHO Oe30MacHaTa ynorpeda npu MaUKeHTH C KPEaTHHHHOB
KIHpBHC < 10 mi/min ¥ naLHeHTH, NOANOXKEHH HA XEMOZHANH3A, NOPAJH KOSTO BascapTaH Tp2OBa 1a

" ce M3MOJI3Ba ¢ MOBHILIEHO BHHMAaHHE NPH TAXKMBA NnauueHTH. He ce H3NCKBA KOPUrHpaHe HA N03aTa npn

TNALHEHTH C KPeaTHHHHOB xnnpmc > 10 ml/min (B2X. TOUKH 42n5 2)

Ipu naupen! ¢ 6u6peuHo ynpemane (GFR < 60 ml/min/1,73 m?) e npoteBONnOKA3AHA
eXHOBPEMEHHATA YNIOTpe6a Ha AHTMOTEH3WH PeLeNTTOPHH aHTaroHHCTH (ARBS), BUIOYHTENHO
BA/ICAPTAH WM Ha HHXHOHTOPH HA aHTHOTCH3HH KOHBEPTHPAIHA CH3UM (ACEIs) C AIMCKHPEH (BXK.
Touxn 4.4 u 4.5).

HepuoapoOHO yppexaane
ITpn naumeHTH C JIEKO 10 YMEpEHO depHopobHo yBpexkaane 6e3 xonectasa, pajicapral TpaOsa aa ce
H3NOJI3BA C MOBHINEHO BHHMaHHE (BXX. TOUKH 4.2 ¥ 5.2).

l'lpn MAIHEHTH C TEXHK HATDHER u/m oﬁeuen NeHIHT, KATO TE3H, KOHTO MOMYYABAT BUCOKH J03H
RHYPETHLM, B PEJIKH CITy4aH c/iell 3aT0YBAHE HA TePaITHA C BAJICAPTAH, MOXKE 1 Ce TIOKBH
CHMITTOMETHYHA XHnotoHua. Hatpuennst w/wm oSeMunsaT reduipar Tpabpa a8 ce KOPHIHPAT NpeH
3aM0YBaHe HA JIEYCHUETO C BAICAPTAH, HATIPHMED Upe3 MOHWKABAHE HA J034Ta H& JUYPETHIHMTE.

Cren Ui

Hpunmemcﬁmmpmamammﬁsﬁpemapnpm mmnpnmumauaampnmm
enuHcTBeH OBOpek, 6ezonacuara ynorpeba Ha BancapraH He € YCTAHOBEHA.

Kparkocpo4so nprioxeHne Ha BAJICAPTAH NPH JBAHAJIECET NAHEHTH C peuommma XUNEPTOHHA,
BCJICACTBME HA €AHOCTPAHHA CTeHO3a Ha GrOpedyHaTa apTepus, He BOOH A0 3HATHMH NPOMEHH B
Ou6pevHaTa XeMOAHHAMHKA, CEpYMHHA KPEATHHHH HIM HEBOTO Ha ypesaTa B kpuera (BUN).
HesaBscHMO OT TOBa APYTH JICKAPCTBEHM BEIECTBA, KOMTO NMOBIHABAT CHCTEMATA PCHHH-
AHrHOTeH3HH, MOTAT J1a NOBHIIAT CTOHHOCTHTE HA KPBBHATA ypes H CEpYMHHA KPSaTHHHH NPH
NalHeHTH ¢ €AHOCTPAHHA CTeHO3a Ha GpOpeunaTa aprepus, nNOpanH KOETO ¢ MpenopLYBa
ApocienapaHe Ha Op6pedHaTa HyHKIMA NPH NALMEHTHTE, ICKYBAHK C BAJICAPTaH.

Ehﬁmmmﬂ&uamm

NMAIMEHTH, NPH KOMTO HACKOPO € M3BLpIIcHA GL0peTHa TPaHCIVIAHTALR.

wmmmu :
TanpeHTHTe C MLPBAYECH XMIEPANROCTEPOHHIEM He TpAOBA a Ce JIKYBAT C BAJICA[YTaEN
TAXHATA CHCTEMa PCHHH-aHTHOTECH3HH HE € AKTHBHpaHa.
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g- M DAJTHE AMMHA CTEHO38. OOCTDYKTHEHA NnepTpoM@HYHA KADAHOMHOITE
KaxTo nmpH BCHYKH JPYTH Ba30ARIATATOPH € He0OX0AHMO 0cO0EHO NOBHINECHO BHHMAHHKE IIPY

AALMEHTH, CTPAAALIH OT A0PTHA WY MHTpAJIHA CTEHO3a, HNA OoT 00CTPYKTHBHA XHNEPTPOdHYHA
kapaaomMuonarus (OXKM).

bBpemeHHQCT |

He TpsaGBa na ce 3anousa seuenne ¢ anrnorexsuH Il peuenrophn Onokepn (APb) nmo spemMe Ha
6pemeHHOCT. OCBEH B CITy4aHTe, KOraTo MpoXWDKHTeNHATa Tepamis ¢ AP ce npeueHH kaTo

. HeoOXOOHMa, ICUCHUETO Ha NALMEHTKH, KOMTO TU1aHyBaT OpeMeHHOCT, TpAGBa Aa Obie 3aMeHEeHo ¢
ATTePHATHBHO AHTHXHIIEPTEH3UBHO JIEUEHHE C YCTaRHOBEH Mpodu Ha GesonacHocT 3a ynorpeda no
ppeme Ha GpemexHocT. [Ipu ycraHoBsBaze Ha GpeMenHocT neuenneTo ¢ APB Tpabsa nesabasHo na ce
MPEyCTAHOBH H aKO € MOAXOAAIIO Aa Ce 3aN0YHE ATTEPHATHBHO JICYEHHE (BXK. TOUKH 4.3 H 4.6).

. AHAMHE33 38 BHTHOCIIEM

IpH naLMeHTH, JEKYBAHH ¢ BAJICAPTaH Ca JOKIAMABAHH CTy4ad Ha AHTMOEEM, BKITIIOUHTEAHO OTOK Ha
NIAPHHKCA U 1IOTHCA, KOETO BOJM [0 OGCTPYKUMA HA AMXATE/THHTE MHTHINA H/WIH OTOK Ha JIHLIETO,
yeTHHTe, hApHHKCA WIWIH €3HKA; HAKOH OT Te3H MAIMEHTH [IPeH TOBA Ca NOTYYABATH 8HTHOSAEM OT
ApyrH nexapctea, axnounTenHo ACE unxuburopu. [1pn nampenTH, KOUTO NOMY4aT aHTHOEEM
ynorpe6aTa Ha BancapTas Tpa0Ba He3abaBHO a C€ MPEYCTAHOBA M BANICApTaH He Tpsbea fa ce
APKJIAra NMOBTOPHO (BIDK TouKa 4.8).

 HuTecTHHANEH AHTHOESIIEM 1

3a MHTECTHHANICH AHTHOEEM ce CHOOIIARA TTPH MALMEHTH, JICKYBaH! ¢ anrnorensnn 1l peuenrophnu
aHTarOHMCTH, BKMOYHTENHO BaIcapTaH (Bk, TouKa 4.8). Tesu nanpenT! KMaT KOpeMHa Goka,
rajeHe, NMOBpuiaHe ¥ quapus. CMMIITOMUTE OTIYMSABAT ClIC/ HPEYCTaHOBABAHE HA AHIHOTEH3HH 11
PELIENTOPHITE AHTArOHHCTH. AKO Ce JHATHOCTHIIMPA MHTECTHHANICH AHTHOEAEM, ITIEYEHHETO C
BancapTaH Tpi0Ba A3 ce MpeyCcTaHOBH H Aa C€ 3anoYHe NOAXOAALIC HabmoReHHEe X0 MIHOTO
OT3BY4aBAHE HA CHMITTOMHTE. "

l'IpH nanneum, YHATO 6'56pequa :bymuma Ou Morna .na 3aBHCH OT AKTHBHOCTTA HA CHCTEMATa PCHHH-
AHTHOTEH3HH-AAOCTEPOH (HANP. MALMEHTH C TEXKKA 3aCTOlHa ChPACTHA HEJIOCTATHYHOCT),
JICYSOHHETO ¢ HHXMOUTOPH Ha 8HTHOTEH3HH-KOHBEPTHPALMS CH3HM C€ CBBP3BA C OJTHTYpHS M/HIH
IPOrpeCHPAINA A30TEMHS, H B PEJIKH CJiyuaH ¢ ocTpa Onbpedna HeAOCTATHYHOCT WHIIH CMBPT. Thid

~ KATO BajicapraH € auruorensuH Il aHraroHMcT, He MOXE 1a €€ H3K/IIOYH BE3MOXKHA BPB3Ka HA

ynoTpe0ara Ha BaJICAPTAH ¢ HapyluasaHe Ha Ou0peunara QyHKIMs.

Hua JAaHHH, ye emionpeuermm yno'rpeﬁa ACE mixuﬁmopu, aHrHoTeH3uH Il-penerrropun
6noKkepH WIH ATHCKHPEeH MOBHINABA PHCKA OT XMINOTOHHS, XHITCPKATHEMHN H HAMANABAHE HA
-6uOpeunaTa yHKIMA (BKTIIOUHTENHO ocTpa Ob0pedHa HeocTaTEYHOCT). Ilopany Topa He ce
npenops4Ba ABoiHO 6noknpaxe Ha PAAC upes komburmpanata ynorpeba Ha ACE HHXHOHTODH,
anruoren3uH ll-peuenTopru 610kepn WM anuckMpeH (BX. TOYKH 4.5 K 5.1).

AKO ce IIpeLieHH, Y4e Tepanu1aTa ¢ JBoiHo Gnokupane e abcomoTro HeobXxoanMa, ToBa Tpabsa Aa
cTaBa caMo NoA HabMONIEHHETO HA CIIELMANHCT H MPH Ye€CTO BHUMATE/IHO MOHHTOPHpaHe Ha -

~ 6nOpeunaTa QYHKLHSA, JIEKTPOJIMTHTE H XPHBHOTO HAJIATAHE,

ACE unxu6bvropu B anrnorensiH Il-penerrropan 6s0kepu He Tpabpa na ce H3MOI3BAT emionpemenno
NPH NAUMEHTH C nﬂaﬁe'ma HedponaTus.

HeofxoauMo e NoBHIICHO BHMMAHHKE NTPH €IHOBpeMEHHO mpuiokeHHe Ha ARBS, B0

BaJICapTaH, ¢ APYTH cpeacTsa, 6moxupamu RAAS, kato ACEIls nnun anuckupes (BK. TO #ﬁ‘f};*\

v : ..f: P N,
[eduampuyna nonyrayus ’f‘“‘*
Hapymesa Gs6pera by |
VnotpebaTa npH NeAKATPHIHH NALUMEHTH ¢ KPEATHHAHOB XIHpbHC < 30 mi/min 1 nejns ;
NAUMEHTH, TIOVIOKEHH Ha XEMOIMANM3A He € IPOYYeHR, MOPAAH KOeTo NpH TaKHBa nm.qiﬂrg Heoe . S

" '}{'3" "':*
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npenopLYBa. MPHIAraHeTo Ha BasicapTaH. He ce H3HCKBa KOPHTHpAHE HE 103ATA IIPH NeAHATPUYHHA
NailMEHTH ¢ KpeaTHHHHOB KIHpBHC > 30 ml/min (Bx. Touxu 4.2 1 5.2). brbpeunara pyHKiHA |
croliHOCTHTE HAa CepyMHHA KanuH TpaOea aa 6bAAT BHHMATENHO MPOCACAABAHH 110 BPpEME Ha
JIEYEHHETO ¢ BAJICAapTaH, 0COOEHO KOraTo BaICApPTaH ce MpHIIara MpH HAIHYHE Ha APYTH ChCTOSHHA
(TeMmepaTypa, ASXHAPATALMS ), KOHTO MOTaT Ja NPeXM3BHKAT HapyllleHHe Ha OuOpednara dyHKims.

H YepHo HA

[Tono6HO Ha BL3PACTHHTE MALMEHTH, BAICAPTAH € MPOTHBOTIOKA3aH IIpH NMEAMaTPHYHM NIALMEHTH C
TEXKKO UePHOAPOOHO yBpeKaaHe, OWIHAPHA IMPO3a ¥ NAMEHTH ¢ XoJecTasa (BX. TOYKH 4.3 1 5.2).
HiMa orpaHHueH KIMHHYEH OITHT ¢ ynoTpe(ara Ha BAICAPTaH NPH NCAHATPHYHH NALMEHTH ¢ JIEKO A0
yMepeHo uepHoaApoOHO yBpexkaaHe. [Ipu TakuBa nalMeHTH 103aTa Ha BAICapTaH He Tpa0Ba Aa
npepumnaba 80 mg.

mwm

Jaxmoza

ITauMeHTH ¢ peaKH HACNEACTBEHH NMPOO/ieMH HA HEMOHOCHMOCT KbM TajlakTo3a, IThIeH aKTa3eH
nehHIMT WK IMOKo30-ranakTo3Ha ManabecopOis He TpsGBa Aa MpUEMAaT TOBA JIEKAPCTBO.

Oyeemumen E110
- Moxe 4 MPHYHHY ATICPrUYHH PEaKiiHH.

Jleyumux
JlexapcTBEHHAT NPOAYKT He TpabBa na ce NpHEMA OT MAIMEHTH, KOHTO C4 ATePrH4HH KbM (rbOTHLHM
WIH COA.

Hampuii
To3u neXapCTBEH MPOAYKT ChALMKA NMo-Manko oT 1 mmol Harpuii (23 mg) Ha q:lmunpaﬂa Tabnerxa,
T.€. MOXKE JIa C€ KaXe, Y€ MPAaKTHYECKH He ChIbpka HATPHH,

4.5 BaammoaelicTBEE c APYTH uenpe'rnenn OPOAYKTH H ApYrH $OpPMH HA BIaEMOAelicTBHE

Botino 6noKHpaHe HA penuH-aurHOTeH3HH-cucTeMaTa (RAS) ¢ ARBs, ACEIS win ansckupen:
JIaHHH OT KIHHHYHH MPOYUYBAHMA NOKA3BAT, He JBOHHOTO Gnompaue Ha PEHMH-aHI'HOTEH3HH -
anaocrepoHopaTa cucteMa (RAAS) upes komburnpanara ynorpefa ra ACE unxuburopw,
aurnoTeHsud lI-peuenropHn 6nokepH WIH ATHCKUPEH C€ CBLP3Ba C MO-BHCOKA YECTOTA Ha HEXEJTaHH
CHOHTHSA, KATO HANPHMED XHNOTOHHR, XHITEPKATHEMHA M HaManapaHe Ha Ob0peusaTa pyHkums
(BKTIOUMTENHO OCTpa OROpeuHa HEAOCTATHYHOCT), B CPaBHEHHE ¢ ynoTpedaTa caMo Ha €HO
CpencTBo, AeticTBamo BEpXY RAAS (mk. Toukm 4.3, 4.4 1 5.1).

H. I M

Sumuii

O6paTHMO MOBHIIABAHE HA CEPYMHHTE KOHLCHTPALMH HA JIMTHI H TOKCHYHOCT ca ChOOIIEHH MpH
eaHoppemMeHHaTa ynorpeda ¢ ACE mnxuburopu. [lopaau nuncata Ha ONUT OT €AHOBPEMEHHA
ynorpeba Ha BaJicCapTaH M JIMTHH, Ta3K¥ KOMOHHALMA He ce npenopbysa. [Ipenophusa ce BHMMATEHO
npocieasBaHe HA CEPYMHHTE HHBA HA JIHTHIA, aKO ce NpeLeHH, Y€ KOMOHHaLHATa e HeoOxoauma. Ako
ce mpUMnara M JMYPETHK Ce MPeArnosara, ue pucKsT OT JINTHEBA TOKCHYHOCT Moxe na 6npae
JOITHJIHMTEHO ITOBUIICH.

Kanuii-coxpanseaiyu ouypemuyi, xanuesu c)ofiasxu 3amecmumenu Ha conma, c-ba'bpalcau; Y
opyau cybecmaryuy, Koumo 6uxa Moznu 0a nosuuwiam CmouRoOCmume Ha Kanui A

~ AKO Ce MpelLieHH, Ye € HeoOX0AHMO ennoapeueﬂno ¢ BAJICAPTaH Ja C€ MPHIONKH Jie YRT, C7, "\
KOHTO OKa3Ba BAMAHHE BLPXY CTOHHOCTHTE HA KANHI C€ NPenophYBa NPOCTeIBaH Hﬁcﬂ) goeTirme | \ f
Ha kami B cepyMa. ( Flee NS
! f‘__- 1 ‘:'I' 5‘. T n - "fl:fut H " '
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Ocobeng 6HUMAanue ce Y3UCKBa NPy eOHoepemenKa ynompeba

Hecmepouonu npomugoessnarumennu cpeocmea (HCIIBC), exmouumenno cenexmugiu COX-2
UNXuUBUmMOPY, ayemunCanuyunoea xucenuna > 3 g/onesno u necenexmuenu HCIIBC

Koraro anrnorensus II peuernrropsure 6nokepu ce npunarat eaHospemenHo ¢ HCIIBC, Moxe na ce
Ha6mopasa otcnabeane Ha aHTUXMpepTeH3MBHNA edexT. OcBeH TOBa, CAHOBpEMEeHHATa yrioTpeba Ha
anruorexsuH II peuenrrophn 6nokepu 1 HCTIBC, Moxe na nosesie 10 MOBHILIEH PHCK OT RIIONIABAHE
Ha Gu6peuHaTa QYHKIMA M NOBHIIABAHE HA cepyMHHA Kanuil. [lopaau ToBa ce npenopbtisa
 npocnengsale Ha 6nOpeuHaTa QyHKIMA B HAYATIOTO HA JICYCHHETO, KAKTO H aICKBATHA XHMAPATALIUA Ha

| naiHeHTa.

Tpaucnopmepu

HiH BHTPO IaHHMTE NOKA3BAT, Y€ BATICAPTAH € Cy(CTpaT Ha TPAHCHOPTEPHTE 38 YepHOAPOoOHO
saxpamane OATP1B1/OATP1B3 u na uepHoapobuus epaykc tpancnoprep MRP2. Knunuanoro
3HASMEHHE Ha Ta3H HaXO/Ka He € W3BeCTHO. EAHOBpEeMEHHOTO NPHIOKEHHE Ha HHXMOMTODH Ha
TPAHCMOPTEPHTE 3a 3aXBalaHe (Hanp. pHGaMITHH, LIMKIOCTIOPHH) HIH Ha e(IYKC TPAHCTIOPTEpHTE
(nanp. pmonannp) MOXeE /13 YBEJIHYH CHCTEMHATA eXCo3HIms Ha BancapraH. [Ipu 3anousane Win
' NpEKPATABAHE HA CHITHTCTBALLO JICYECHHE ¢ TAKHBA JIEKAPCTRA ¢4 HEOOXOMHMH CHOTBETHHTE

NOAXOOAHIH I'PHXH,

Apyeu

[Tpu nmpoyvBaHus 38 JIGKAPCTBEHO B3AHMOEHCTBHE C BAICAPTAH HE C& YCTAHOBCHH KJIHHHYHO
3HAYMMH B3aMMOCHCTBIA ¢ BAICAPTAH WM HAKOE OT CJISHHTE BEIecTRA: IIMMETHINH, BapdapHH,
¢ypo3eMui, JUTOKCHH, aT€HOJION, HHIOMETAIMH, XHIPOXIIOPOTHA3HA, AMIOLUITHH, INMHOCHKIaAMKA,.

Iedougmpuyna nonyrayus .
HpH JICYCHHC HA XHIICPTOHMA MpH ACLA H IOHOUIH, ITPH KOHTO YECTO IThTH HMAa A ITOJICKALLA

6b0petHa NATONOrHS, ¢e MPEnopLYBa NOBKHIIEHO BHHMaHKHe NPH €THOBPEMEHHO NpHIIaraHe Ha
BaJIcapTaH ¢ APYTH BELIECTBA, KOKTO OTHCKAT PEHHH-AHTAOTEH3HH-AIAOCTEPOHOBATA CHCTEMA H
MOTAT Ja AOBEAAT JO NMOBMINABaHE HA CTOMHOCTHTE HA CepyMHHA Kauil, BrOpeunara yHKIis u
CTOHHOCTHTE HA CEPYMHHS KayiHii Tpa0Ba fa ObAaT BHUMATEIIHO ITPOC/ICAABAHH.

4.6 @epTaanTeT, (peMeRHOCT H KbPMEHE

Bpementoct |

Vnorpebata Ha aHrnoTensuH 11 perierrropHn aHTaroHUCTH (AIIRAs) He ce npenopsysa npe3
ITLPBUS TPUMECTHP Ha OpeMeHHOCTTa (Bok. Touka 4.4). Ynorpebara Ha AlIRAs e
IPOTHBOTIOKA3AHA ITPe3 BTOPUA H TPETHA TPUMECTHP Ha OpeMeHHOCTTa (BXK. TOUKH 4.3 U 4.4).

]

EnuaeMHoIOrHYHHTE AAHHK 38 PHCK2 OT TEPATOreHHOCT cnex excnosuuma Ha ACE unxuburopy npes
MHpBHS TPHMECTHP Ha OpeMEHHOCTTa He ca OKOHYATENHH; HEe3ABHCHMO OT TOBA HE MOXeE Ja ce
M3KITIOMHM JIEKO MOBHINEHHE Ha PUCKA. BHIpexH, ue HAMA KOHTPOJIHPAHH EMHACMHOJIOTYHH JaHHH 38
pucka ot AIIRAs, nonoGeH puck Moxe 1a ChIIECTBYBA ITPH TO3H KiIac JexapeTsa. OCBeH B Cirydait ve
tepamusTa ¢ AIIRAs ce npeiieHABa KATO MHOTO BRXKHA, NALHEHTKUTE, KOHTO IaHyBaT OpeMeHHOCT,
Tpa6Ba Aa NPEMHHAT HA ANTEPHATHBHO AHTHXMIIEPTEH3IUBHO JIGYEHHE ¢ JoKa3aH npodun Ha
6esonacHocT 3a ynorpeGa npu 6pementHoct. [Ipn ycranosapane Ha OpeMEHHOCT, aeyeHueTo ¢ AIIRAs
TpaOBa aa ce NpeycTaHOBH He3a6anHOo H NMpH HEOOXOMMOCT /14 €€ 3AMOYHE AJITePHATHBHA TeparHA.

H3pecTHO ¢, e ekcrio3ulmaTa Ha Teparis ¢ AIIRAs no BpemMe Ha BTOPHSA H TPETHS TPUMECTLD HA

OpeMeHHOCTTa, NPHYHHABA (PeTOTOKCHYHOCT NpH Xopa (ToHwkeHa 6pbpeuna dyHkums,
ONMMIOXHAPAMHHO3a, 3a6aBeHa OCH(MKaALMA HA Hepena) H HEOHATATTHA TOKCHYHOCT ( (HH

HEAOCTATHYHOCT, XHITOTOHMS, XMIIEpKaIHEeMHA) (BXK. CBHINO TOUKA 5.3). 2 %v "
B ciyqa#t Ha excriosnid Ha AIIRAs CNleJl BTOpUS TPHMECTDHP Ha GpemeHHOCTTA Ce Nl %ﬂ;lma e ]
yATPA3ByKOBa NMpoBepka Ha 6b6peuHara QyHKIMS H yepena. | \ F N Es
N R
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HoeopoaetH, ynnTo Mailixu ca npuemany ATIRAs, Tpa6sa na 6naar sHuMarenHo HaOmoaAaBaHH 328
XHNOTOHHA (BXK. CHINO TOUKH 4.3 1 4.4).

[Topajy JUICATR HA AAHHH OTHOCHO YTIOTpeOaTa Ha BancapTaH M0 BpeMe Ha KbpPMEHE, IPHEMBT Ha
BAJICAPTAH HE Ce NPETNopBYBa, a Ce NPEANOYHTa ATTEPHATHBHO eYeHHe ¢ No-1oGpe ycTanoBeH
npodt Ha 6e30NaCHOCT N0 BpeMe Ha KbPMEHe, 0COOEHO TpH KEPMEHE HA HOBOPOAGHO WIH
HeAoHOCeHO Gebe.

QepTHTeT

BancapraH HaMa HexkesJaHH e(heKTH BLPXY PEeNPOAYKTHBHATA CIOCODHOCT HA MBXKH H REHCKH
IUTHXOBE [IPM NPHEM Ha Niepopaniu 1o3u Ao 200 me/ke/nen. Ta3u 21038 € 6 ITbTH N10-BUCOKA OT
MAKCHMATHATA TIPENIOPHYIBAHA N038 FIPH XOpa, onpeneicHa Ha 6a3a mg/m? (HIYMCIEHHETO € 38
nepopaiiHa ao3a ot 320 mg/aeH u 60-morpauon MALHEHT).

4.7 Edexrn BBpXy cnocobuocTTa 32 mo«birp:ne u pabora ¢ Mamunn

He ca npoBexaany NpoyBaHMA 3a eeKTHTe BbPXY CrocoOHOCTTa 32 moqmpaﬁe. TpubBa na ce nma
MpeByJ, 9e NpH modHpate # paboTa ¢ MAITHHA € BE3MOXKHO NOHAKOra 1Ia HACTBANT 3aMASHOCT HIH

- ymopa.
4.8  Hemenaun NexapcTpeHn peaknuu

B KOHTPOIHPaHM KTHHHYIHH MPOYYBAHKA NIPH BL3PACTHH NALMEHTH C XHIIEPTOHMA OO0IIATAa 4ecToTa
na Hexenanure peaxipi (HJTP) e cpasnima ¢ Tasi npH wiane6o u e B cernacke ¢ GapMakonorHiHHa
npodwn na sancapral. Yecrorara Ha HJIP He e cBBp3aHa ¢ 038Ta HITH MPOAB/DKHTE/IHOCTTA HA
JICYCHMETO, a4 CHIIO TAKA HE TMTOKA3BA BPBH3Ka C I10J1a, Bh3PAcTTa WiM pacara.

HexxenaHuTe peaxiiu, c'boﬁ_meim OT KJIMHHYHH TIPOYIBaHHA, NOCTMAPKETHHIOB OIHT H J1a60paTOPHH |
pe3yaTary ca u3bpoeHH no-A0my No CHCTEMO-OPTaHHH K/I4COBE, |

HexenaHuTe peaxiliy ca NoApeAeHH N0 HeCTOTa, KATO HAl-4eCTHTe ca ITLPBH, CHIOpE/ ClICAHATA
KOHBeHIMA: MHOro gectH (2 1/10); sectu (= 1/100 no < 1/10); Hevectu (= 1/1 000 po < 1/100); peaxu
(= 1/10 000 o < 1/1 000); muoro peaxu (< 1/10 000), BkmoIKTENHO OTAGTHH cHoOmeHHA. [IpH Besko
rpynHpaHe 1o 9ecTOTa, HEXEIAHATE JCKApCTBCHH PeaxiMy ce H30POABAT B HU3XOAAIN pell Mo
OTHOIICHHE HA TAXHATA CEPHOZHOCT.

3a BcruxkH HJIP, ¢boOLIeHH OT NOCTMAPKETHHIOBHA OIHT H JAGOPATOPHHTE HAXOAKH, HE € Bh3MOXKHO
JIa ce MpuioxkH HIKkoA YectoTa HA HJIP B nopaau ToBa T¢ ca YIIOMEHATH C "HEH3BeCTHA" YecToTa.

¢ lem

[HapymeHus va KpLBTA B ANMQHATS CRCTEMA
r? HEH3BECTHA 4ecTOTa [[TOHIKEH XeMOrNOGHH, NOHIDKEH XEMATOKPHT, HEYTPONCHA,

MOOLITONEHHA

- HES HR HMYEHATS CHCTEMA
HEH3BECTHA HeCTOTa [CBPBXUYBCTBHTENHOCT, BKIIOHMTENHO CopyMHa Gonect

E._-_Eymnu Ha MeTalo1N3Ma B XpaneneTo
HeH3BecTHa YecToTa [{IoBHINEH cepyMeH KAk, XHTIOHATPHEMHUA
Hapymesns Ha yX0T0 B Ja0RpRHTS

Heuecn CeeToBBpTEHR
ICLA0BE BApYIIeHRR
Ei:emm gecrora_{Backymur
HEPATOPHN, FPHLABK H MEJNACTHAAHN HAPYNIeHRY

ICTOMATIEO-1peBER HAPYICHES
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Hegectu opemua Gonka

MHOro pesKH eH AHTUOe/ieM

Xemarofuamapus Ha s |

IC senssecTHA uecToTa [[IOBMIICHHE HA MOKASATENINTE 38 YepHOAPOOHA PYHKUNHA, BKITICIHTESTHO
' OBMINABaHe HA cepyMHHA 6nMpyOuH

Hapymennd HR KOKATS B NOAKOKEATS ThKAH

IC memsBecTHa uecToTa |[AHrHOSmEM, ofpus, cupbex, GynoseH AepMaTHT

Hapymenns Ha MyCKYJHO-CKE/ICTHATS CHCTeMA H CheAHHATENRATA THKAR.

'IC Hem3BecTHa YecToTa MHANTHA

Hapymenns 82 6u0peusTe & NEXOTRNTE ILTHMA

F HEHIBECTHE HeCTOTa [BHOPEdHa HEIOCTETEUHOCT H YBPEKAAHE, IOBHINABAHE HA CEPyMHHA

k)ﬁml HAPYWICHES N e)ekTH HA MECTOTO HA NPRJIOAKEHNE
Hegecn YMopa

I nonyi

XHNECPTOHHA -

AHTHXHIIEPTEH3HBHUAT eeKT Ha BAICAPTaH € OLCHEH B XO/Ia Ha /(B PAHAOMH3UPAHH, ABOHHO-CIIENH
KITMHWYIHH TIPOYHBAHHS (BCAKO OT KOMTO MOC/IE/BAHO OT NEPHOA Ha YARDKABAHE HIIK OT NPOYBaHe) U
eHO OTKPHTO Npoy4sane. Te3n npoyysaHHs BKIOUBAT 711 AeIUATPHYHH MALMEHTH HA BE3PACT OT

6 nonoxn 18 mnmmmmﬁmxpowoﬁﬁﬁpeqnosaﬁonmem) oT KOHTO 560 naigeHTH
npHeMaT Bajicapra. C H3KIOYeHHE Ha HIOJAHPAHH CITy4aH Ha CTOMAIIHO-UPEBHH HAPYIICHHA (xaro
KopeMHa Go/ka, raieHe, NOBPBIIAHE) H 3AMAAHOCT, HE C8 YCTAHOBCHH 3HAYHMH PalIdyua BHB BHJA,

YeCTOTAaTa M TEXKECTTa HA HEOKEIAHHTE peaxiyy, HAG/MOJABAHH TIPH NeAHATPUIHH NALHEHTH Ha
BB3pacT ot 6 Ao noa 18 roguuu ¥ Te3u, cHOOIMEHH NMPeaR TORA NPH PLIPACTHH NANHEHTH.

HspspieH e obobmeH ananus Ha 560 neanaTpHuHH NALHEHTH C xunepmm (Ha BB3pAacT 6-

17 rommim), NpHeMaINH WM MOHCTepamig ¢ Bancapras [n=483] wm koMGHHHMpana
AHTHXMNEPTEH3HBHA Tepanus, BKnodsama sancaprad [n=77]. Ot 560 naiprerTs 85 (15,2%) ca Gm
- ¢ XB3 (mxoana GFR <90 ml/min/1,73 m?). O6mio 45 (8,0%) naimenTH ca MpeyCcTaHOBHIH
NPOYIBAHETO TIOpagy HexeNnaHu cuburug. O6mo 111 (19,8%) naumeHTs ca NOAY TN HEXKENAHA
nexapcraena peakias (HIP), ¢ rnapoSonue (5,4%), samagocT (2,3%) H XHICPKATHEMHS (2,3%).
Ipn nampenTrre ¢ XB3 Hali-yecture HIIP ca xunepkannemus (12,9%), raasoSomze (7,1%),
NOBMINCHHE Ha KPEATHHHHA B KPBBTA (5,9%) 1 xunoronus (4,7%). Ipu naumenture 6¢3 Xb3 Haki-
yecTre HIIP ca 6w rnasoGoine (5,1%) 1 3amassocT (2,7%). HexenatnTe NEKapCTBEHM PeaKILHH
' ca Hab/moJaBaHH MO-YeCTO NPH NALYAEHTH, TPHEMAIITH BAICApTaH B KOMOMHALNA C APYTH -
AHTHXHIICPTCH3HBHH JICKAPCTBA, B CPABHEHME C BAJICAPTAH CAMOCTOSTEIHO.

OneHxaTa Ha HeBPOKOrHHTHBHHMTE PYHKIMH H PASBUTHETO HA NETMATPHYHH MALHEHTH Ha BE3PACT OT
6 1o 16 roaMHHK, KATO HAIO HE M10KAIBA HAKAKBO KITHHHYHO 3HAYHMO HEOIArONpHATHO NOBIHABAHE

' IpH JIeYEeHHe ¢ BAJICAPTAH B NPOABDKEHHE HA €IHA I'OHHA.

B emHO QBONHOCIATIO PAHIOMH3HPAHO Npoy4Bane mpy 90 seua Ha BB3IPAcT ot 1 10 6 roAHHH, KOeTO €
NPOXHDKEHO KATO €IHOrOIMIIHO OTKPHTO NMpoyyBaHe, ca Halyno/apaHu JBa CMBbPTHH CITyuas H

M30/IMPAHH CITyYaH HA H3Pa3eHO NMOBHINABAHE HA YPHOAPOOHUTE TpaHcaMuHasy. CiTyuanTe ca
HaGMmopABAHA B NIOMYNAIMA CHC 3HAYMMH CHITETCTBAIM 3a6onasanug. [IpHauHHO-ClleACTBEHA BPB3KA

€ ynotpe6aTa Ha BAICSPTAH He € yCTaHOBeHa. B Apyro npoyu4Bake, B KOETO ca PaRIOMHE3HPAHH

'nunnemmo xpouuaso 6u0peuno 3abonasaue.

Ilpoqmrm* Ha Oe3onacHocT, HAGMORABAH NPH xorrmom—rpmm KIHHUMHA npo
NAUHEHTH ClIE/l MHOKAp/IeH l{thapKT WHIH CBC ChpAEYHA HENOCTATHYHOCT, ¢ W .
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LAAOCTHHA NpodUn Ha 6e30RACHOCT NPH NALIHEHTH ¢ XHTIEPTOHHA. ToBa MosKe I € CBBP3aHO C
NpUAPYkaBailioTo 3afonasase Ha nawpenTa. HIIP, KOHTO HACTBIBAT NIPH BB3PACTHH NALUMEHTH Cle/
- MEOKap/ieH HRGApKT W/HIM MPH NAUHEHTH C1C ChPACTHA HeIOCTATLIHOCT, Ca A30poerH no-nouy:

. CrcrosHEe Qe MuOKapaeH HHQAPDKT W/ WIH ChpaeYRA HeOCTATHIHC IDOYHIBARMA CAMO

[DH BBIPACTHH NALMEHTH)

ApYIlIeHES HA KPLBTA H THMOHATS CHCTEMA
HEH3BOCTHA UecToTa [T poMOOLHTONEHNHS
Hapymengs Ha HMYHEATS CHCTEMA
F HEHIBECTHA 9ECTOTa ]Cnpmqyncramnuocr, BKJIIOYHTENHO CepyMHa Gonect

apymeHus Ha MeTa60NRIMA B XPRHEHETO

€9eCTH XHnepxaTHeMus
IC HeusBecTHa uecToTa  [TIOBHINEH CEpYMEH KAnHi, xmmna'rpnem
IHapyIIeBHS HA BEPBHATA CHCTEMA
UecTn Bamafisane, 38BHCEINO OT NI03aTA 3aMaliBaHe
eq4ecTH _ [Cunxon, rnaBobonue
¢HES HA YXOTO B Aa6HpHATA

eueCTH | CaeToBBpTeX

¢9eCTH Chpaeyss HeA0CTAThYHOCT

Eeqecm [XunoroHnus, OPTOCTATHYHA XHIOTOHH
HEM3IBECTHA MeCTOTa  [BACKYJIMT

[PecnmpaTopus, TPLANE § MEARACTREAINE BADYMCHAN

HeuecTu IKauusua |

ICTOMAIIHO-PeBEA HAPYMCHES

Heuectn Cazene, AMAPHA

Xenarofnamapun napymenus

- F HeM3BECTHA MecToTa  [TIOBHNIEHHE HA NIOKA3ATETHTE 38 YePHOAPOOHS QyHKILMA

[Hapymenns Ha KOXATA B HOAKOKHATR THKAH

Heuectn ~ |Aurnoenem

IC nenspecTna uectora _ |OGpuB, chpbex, Gya03eH AepMATHT

%Eﬂnenu HA MYCKYJIHO-CKeJIeTHATA CHCTEMA N CheJNHATE/IHATA THKAN
HeH3BECTHA YecToTa  Muanrusa

iHapymenns na 6L6penaTe B DEKOYHATE NHTHMA

Hectn B6petuHa HeIOCTATLYHOCT H YBPEXKAAHE

HeuwecTH Pcma 610peuHa HeAOCTATHYHOCT, NOBUIABAHE HA CEPYMHHA xpeammm

IC HeM3BECTHA YecTOTd  [[IOBHMINEHHE Ha YPesTa B KPBBTa
IO6m= mapysienns H eGexTH HA MECTOTO HA NPRIOMEHNE

HewecTn AcTennus, }’MOB"

CmeaBane'roHa nonoanpalm HeMeIaHH peamum cnen paspeiasane 3a ynorpefa Ha 1eKapCTBeHUS
MPOAYKT € BaxHo. ToB& N03BONABE 2 MPOAL/DKH HACIOACHHETO HA CHOTHOIICHHETO MOJI38/PHCK 33
NeKapcTBeHnd mpoaykr. Or MEHLIMHCKHTE CTIELMATHCTH ©€ H3HCKBA /1 cpo0mIABAT BCAKA

Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaii: wwwbda.bg

49 Ilpenoanpane

[TpenosupaHeTo ¢ BAICAPTAH MOXKE /1A NPHYHHH uspaseua XHITOTOHNA, KOSTO Mome‘im‘mneﬁem gty

\\ =

NO13 | 9 \\ff}umm S
] ""-."'"""‘-q'-i"'*.ﬁ"




MOHKDKABAHE HA ACHOTATA HA CHh3HAHHECTO, IHPKYJNATOPEH KOJanc W/ WIM LIOK.

TepaneBTHYHHTE MEPKH 38BHCAT OT BPeMETO HA TPHEM Ha JICKAPCTBOTO H BHJA H TEKECTTa Ha
cumnToMuTe. OT MBPBOCTENIEHHA BXXHOCT € CTaOMIM3HPAHEeTO Ha UMPKY/NATOPHEA CTATYC.

B cyuait Ha XHTIOTOHMA NalMeHThT TPAGBA Aa 6ble OCTaBeH B IErHANO NONOXKEHHE H O%P30 na ce
NpeANpHEME SAMECTBaHE ¢ 00eMO3aMEeCTRAINM H COJIEBH PA3TBODH.

Manxo BepoaTHO € BasicapraH Aa 6n/ie OTCTpaHeH Ype3 XeMOAHANH3A.

5. ®OAPMAKOJOTHMYHHM CBOMCTBA
5._1 PapmaxkoaNHAMBEYHH cBOHcTRS

(apMakoTepaneBTHIHA rpyna: aurnoreHsnH 1 peuenropan aHTaroHHCTH, caMocToareman, ATC xox:
CO9CAQ3

Me M Ha Je He

Basicapra € NepopaIHO aKTHBEH, MOINEH M cnewrdiven anrnorersu [I (AT II) penerrropen
aHTaroHucT. Tolt aekicTna cesleKTHBHO BLpXY AT peLienToOpHHSE NOXTHIL, KOATO € OTTOBOPEH 3a
NO3HATHTE AeHcTBHEA Ha aHrHoTeH3uH 11, [ToBmmnenwTe NNasMeHn HHYBA Ha aHTHOTEH3HH Il B pesynTar
Ha AT peuerrropraTa Giiokaza ¢ BAJCAPTAH MOTAT /8 CTUMYJMpaT Hebnoxupanure AT; penenropu,
X0eTO u3rnexaa nporusoneiicraa Ha edexra Ha AT, penerrropa. BancapraH He nNpoABABa HAKAKBA
YACTMYHA ATOHUCTHYHA aKTHBHOCT KBM AT) penierrropa # MMa 3Ha9HTENHO (okono 20 000 myTH) no-
ronsm apunnteT KbM AT peuenropa, oTkonkoTo KeM AT: penierrropa. BancapTad He €€ CBBP3Ba H HE
Glokupa PeLIeNTOPH Ha APYTH XOPMOHH HNH HOHHM KAHATH, 38 KOUTO € H3BECTHO, Y€ Ca BKHH B

" ChPACYHO-CBHAOBATA peryaims.

- BancapraH He uxubupa ACE (u3BecreH C‘H.IIO 1 KaTto kuHuHA3a II), koo rpespbilla AHTHOTEH3NH [
B anrHoTenH3uH [ ¥ pasrpaxaa 6paguxunnHa. Toi karo HaMaT edext pspxy ACE H He 3acunBar .
AeHcTeHeTO HAa OpagMKHHMHA Wi CyOcTaHums P ¢ Maniko BEpOSTHO aHTATOHHCTHTE Ha AKrHOTeH3HH 11
Zia ca CBBP3aHM ¢ KAULTHIA. B KIMHHYHM MpOy4BaHHA, KbAEeTO BasicapTaH e cpasHeH ¢ ACE
MHXHGHTOP, 4€CTOTAaTa Ha CyXa KauumHiia e 3HauHTenHo (P < 0,05) no-mManka npH NatMeHTH, NEKyBaHHd
C BAICAPTAH, OTKOJAKOTO NpH NekyBaHnTe ¢ ACE unxuburop (2,6 % cpemy 7,9 % pecnexrusHo). B
KIMHHYMHH MPOYYBAHHA MPH NALMEHTH ¢ aHAMHE3a 38 CyXa KalllKIA no BpeMe Ha neuenne ¢ ACE
uEXuGHTOP, 19,5 % OT Npoy4BaHKUTE THLA, NOTYYaBAINM Basicaprad, H 19,0 % oT Te3n nonyqasalnm
THA3H/ICH AMYPETHK UMAT KAIUTHUA, B CPaBHEeHHE ¢ 68,5 % oT HuATA, IEKYBaHH C ACE uHxubuTop
(P <0,05).

OCT H oCT

XHIIEPTOHWA

- TlpunoxeHneTo Ha BAJICAPTAH NPH NALHCHTH C XHIICPTOHHA BOH /10 TIOHHIKABAHE HA 8PTEPHATHOTO

Hasiarane 6€3 rnornUABaHEe Ha ITYJICOBATA YECTOTA.
[1pB NoReweTO NALMEHTH, CNIEA EAHOKPATEH NIEPOPAJICH NPHEM, HAYANIOTO HA AHTHXMIIEPTEHIUBHOTO
HEHCTBHE HACTHIBA € B PAMKHTE HA 2 4aca, @ MAKCHMAJICH AHTHXHTIEPTEH3HBEH eeKT HACTHLIBA B
paMKHTE Ha 4 - 6 9aca. AHTHXHITEPTEH3HBHHAT e()eKT MPOXB/DKaRa Haj 24 qyaca cnea npuema. [Ipu
MHOTOKPATHO NMpPUIaraHe peajieH aHTHXHIEPTEeH3HBEH €(DEKT € Ha/TMIie B pAMKMTE Ha 2 CE/IMHLUA, 8
MAKCHMATHHAT e(eXT ce NOCTHTa B PaMKHTE Ha 4 CeAMMIIM H Ce NOANBPXKA B XOAR Ha 2
Tepamnui. 3HaYHMO AOITHITHHTEIHO NOHWKCHHE Ha apwpmnuom HanAraHe ce It
KOMOHHALMA ¢ XHIPOXJIOPOTHA3H.
BHe3anHoTO MpeyCTAHOBABAHE HA JIEYEHHETO C BANICAPTAH HE CE CBBHPIBA © rebound/xusiopreinn -y
[Ipu nauMeHTH ¢ XMNEPTOHHUA H naaﬁer THI 2 ¢ MEKPOUIOYMHHYPHA € OTYETEHO, g6 1

' HAMAJABA OTACNSHETO Ha aT6ymus B ypunara. [Tpoyusanero MARVAL (Ham
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MEKpoanGyMuHypusTa ¢ pancapraH (Micro Albuminuria Reduction with Valsartan)) onenssa
HAMAJIABAHETO Ha OTAEATHeTo Ha anOymuH B ypHHata (UAE) ¢ pancaprasn (80 - 160 mg/nen) B
cpasHeHHe ¢ amnogunud (5 - 10 mg/aeH), npu 332 nanuenT! ¢ AMaber THn 2 (CpeaHa BLIPACT:

58 romumu; 265 Muxe), ¢ MukpoaOyMuHypua (sancapran: 58 pg/min; amnogunun: 55,4 pg/min), ¢
HOPMATHO MJIM BHCOKO apTepHaTHO HalATaHe H CBe 3araseHa 6b0peuHa GpyHkums (CepyMeH
kpeaTHMH < 120 pmol/1). Cnex 24 ceamuun, UAE e Hamaneno (p < 0,001) ¢ 42 % (-24,2 pg/min;

95 % CI: -40,4 no -19,1) ¢ asncapran i npubmureaHo 3 % (-1,7 pg/min; 95 % CI: -5,6 mo 14,9) c

. aMJIOMITHH, HE3aBHCHMO OT CXOAHATa CTENEH Ha MOHMKEHHE Ha APTEPHANTHOTO HAIATAaHE B ABETE
rpyIA.

[MpoyusaneTo Hamanseaxe Ha nporeHHypHaTa ¢ Bancaprad (DROP) uscnesea AOIMBIHUTENTHO
epHKacHOCTTA Ha BajicapTaH npH peayumpane Ha UAE npy 391 naupenTi ¢ XuneproHss
(AH=150/88 mmHg) ¢ auaber Tin 2, anbymunypus (cpeana croitHoct = 102 pg/min;

20 - 700 pg/min) ¥ 3anaseHa 6x6peuna GpyHkLma (cpeacH cepyMeH kpeaTHHuH = 80 pmol/l).
[TaumeHTHTE Ca PAHAOMM3NPAHH Ha eHA OT 3-Te no3u BaicapraH (160, 320 1 640 mg/renHnK
IHEBHO) H JIEKYBaHH B NpoAB/DKeHHe HA 30 ceqMHIM. [{enTa Ha MPOYUBAHETO € A2 YCTAHOBH
ONTTHMAJIHATA X034 Ba/icapTaH 34 peayipaHe Ha UAE npu naumeHTH ¢ XHNEPTOHHS H 1HabeT THN 2.
Cnen 30 cenmuum npouieHTHaTa npoMaHa B UAE e 3HauHTeNnHO HaManeHa (¢ 36 % ot m3xonHara
crolinoct) ¢ sancapral 160 mg (95 % CI: 22 no 47 %) u ¢ 44 % c rancaprau 320 mg (95 %CI: 31 no
54 %). HanpaBeHo e 3amodeHne, ue 160 - 320 mg pasicapraH BOAH A0 KIHHHYHO 3HAYHMH PeXYKUMH
Ha UAE npn naipmenT ¢ xuneproHua u auaber tun 2.

Toviy: o ;nu- . peHMH-AHTHOTEH3HH-aN0CTepOHOBATa cucTeMa (RAAS

JiBe royieMH paHAOMH3UPAHN KOHTpoIHpanu npoyusanus — ONTARGET (ONgomg Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - rexymo rrobanso usnuTaxe 3a

KpaliHK TOYKH Ha TEJIMHCAPTaH, CAMOCTOATENHO K B koMOuHanms ¢ pamunpit) H VA NEPHRON-D
(KnasmaHO NpoyuBaHe CBBP3aHO C pa3BHTHE Ha HepONaTHA NpH AMaleT, MPOBEICHO OT
MHHMCTEPCTBO MO BRIIPOCHTE Ha BETEpaHUTE) — Npoyysart yrorpebarta Ha koMOuHauuaTa ot ACE
HHXHOMTOp M anrHoTeH3uH HI-perierrropen 6nokep. ‘

ONTARGET e npoyusaHe, NpOBEACHO ITPH NAIMEHTH ¢ AHAMHE34 34 CHPACIHO-CHA0BA HIH
MO3BYHOCHA0BA Oonect, Wi 3axapeH AHabeT THN 2, NPHAPYXEHM C AAHHH 38 YBPEKIAHE HA
edexropuu oprauu, VA NEPHRON-D e npoyusane npH naupeHTH CeC 3axapeH auaber THN 2 B
mHaberHa HedponaTus.

Tean npoyuBaHHA He MOKA3BAT 3HAYAM OnaronpusaTeH egekr Bopxy 6b0peunure W/HITH ChpJETHO-
CHAOBHTE NOC/IEANLIH H CMBPTHOCT, KATO CHIIEBPEMEHHO ¢a HaOIIONABAHH NOBHILIEH PHCK OT
XHTIEpKAITHEMHS, OCTPO YBpeskaHe Ha GrOperre WK XMIIOTOHHA B CPABHEHHE ¢ MOHOTEPATMATA.
Kato ce HMaT npeBAA CXOOHUTE HM (apMaKOAMHAMHYHH CBONMCTBA, TE3H PE3ysITaTH ¢a MPHICKHMH
u 3a Apyrd ACE unxuburopu u anrnoteHsus Il-peuenropau 6aoxeps.

ACE unxuturopu ¥ anrnoreHsuH [1-penierrropan 6s10xkepu cnenosaresiHo He TpAOBa Ja ce H3NON3BAT
eXHOBPEeMEHHO NPH NalMeHTH ¢ nHabeTHa HedponaTus.

ALTITUDE (KauHHYMHO NMpoYyHBaHe MPOBEACHO ¢ &IHCKHPEH MPH HAIMEHTH ChC 3axapeH anabder
THN 2 C H3NOM3BAHE HA CHPACHHO-CHAOBH H GB6peurM 3a00IMBaHNA KATO KpaHHU TOUKH) €
npoy4BaHe, MPeIHA3HAYCHO Aa W3c/ieBa NoJ3aTa OT A00ABAHETO Ha AMMCKHPEH KbM CTaHIapTHA
tepanis ¢ ACE unxuGurop win anrsorensus Il-penerrropen 6ioxep npu NaumeHT! Che 3aXapeH
auabet THN 2 ¥ XpoHWMHO 610peuro 3a6onnBane, ChpASTHO-CHAOBO 3a60M1BaHe WK H ABETE.
IpoyuraHeTo € NPEeKPATEHO MPeKAEBPEMEHHO NOpPaaM MOBHINEH PUCK OT HeOIaronpusTHH
nocneamiy. Kakro CbpaevHO-ChAOBATA CMBPT, TAKA H HHCYJITET ¢A NO-YECTH B rPyMara Ha
ATHCKHPEH, OTKOJIKOTO B IpyTiaTa Ha 1uialie6o, a npecTapIsBaliHTe HHTEpeC HexellaHu ChOHTHA H
CePHO3HH HeXXeJIaHH CLOMTHA (XHATIepKaTHeMHs, XUITOTOHKA H OB6peuHa auchyHKims) ce crobmasar
N0-4eCTO B rPyNaTa Ha ATHCKHPEH, OTKOAKOTO B rpynara Ha miatebo.

[leduampuyna nonyrayus

XHIIePTOHHS
AHTVIXMNEPTEH3UBHHAT ¢()EKT Ha BAJICAPTAH € OLEHEH B XO/la HA YeTHPH PAHIOMM3

CIIENM KIMHWMHM NPOYYBAHHA NMpH 56| nenmaTpHUHH NAUMEHTH Ha BB3PacT ot 6 ao 18: ! i
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Pa3sBHTHETO HA XHIIEPTOHHA NPH ,_r.leua'ra, BKJIIOYCHH B MMPOYYBAHUATA.

Kaunuvuen onum npu Oena na 6 ¥ noseve 200unu

B IHHMYHO MPOYUBaHE, BKIOYBAINO 261 NneaHaTpHYHH NALIHEHTH ¢ XHIIEPTOHUA Ha BBL3PACT OT 6 10
16 rogvsm, nanueHTHTE ¢ Terno < 35 kg nonygasar 10, 40 uin 80 mg sancapraH AHeBHO AOA
¢opmaTa Ha TeONETKH (HHCKa, CpeJiHa U BHCOKa A032), a MauMeHTHTe ¢ Terno > 35 kg nomyuasar 20,
80 wim 160 mg sancapraH gHeBHO nojl popMaTa Ha TabnerkH (HMCKa, CpeiHa H BHCOKA 103a). B kpas
Ha BTOPATa CEAMHLIA BA/ICAPTaH BOAH A0 J0303aBHCHMO TIOHHXXEHHME, KaKTO Ha CHCTOJIHOTO, TAKA H Ha
AUACTONHOTO, HansAraHe. TpHure Z03H BancapraH (HHCKA, CPeIHA H BHCOKA) 3HAYHMMO NOHIKABAT
CHCTOMTHOTO HandraHe cboTBeTHO ¢ 8, 10 1 12 mm Hg cnpamo usxoaumre crofHocTH. IlaimenTure ca
NOBTOPHO PAHIOMH3HPAHH Jia MPONKDKAT 18 NPHEMAT CBIIHUTE J03M BAICAPTAH WIH A8 PEeMHHAT HA
mnane6o. ITpn nalpeHTHTE, KOMTO POXL/DKABAT Ja NpHEMAaT CpeaHa H BHCOKa 7038 BAJICAPTaH
CHCTOJIHOTO HAJIATAHE € ¢peaHo ¢ 4 H 7 mmHg no-HUCKO OTKOIKOTO MPH NALMEHTHTE HA JICYEHHE C
nnane6o. [Ipu naiMeHTHTe, MpUEMAaINy HHCKa /i03a BAICapTaH, CHCTOMHOTO HandgraHe € noAoGHo Ha
TOBA [IPM MALMEHTHTE Ha ieueHne ¢ mane6o. Jlo303aBHCHMHSAT AHTHXUNEPTEH3HBEH ebeKT Ha

BAJICAPTAH € HANMLIE NPH BCHYKY AeMorpadekn cydrpymu.

B eaHO APYTo KAHHHYHO NPOy<iBaHe, BKMOYBAmO 300 nenﬂa':puq}m NMAUMEHTH ¢ XHTIEPTOHHS HA
BB3pacT oT 6 10 18 roZiMHK, onpeeNeHH NAUMEHTH Ca PaHAOMH3HPAHH [1a PHEMAT BAJICAPTAH WK
eHAJIANIPHJ B Npoab/DKeHHe Ha 12 ceammipa. Jleniata ¢ Terno Mexay 18 kg u 35 kg npuemar 80 mg
Bancapral WM 10 mg exHananpm; Teau ¢ rerno Mexay 35 kg n 80 kg npuemar 160 mg pancaprad win
20 mg enananpun; a Tesu ¢ Terno > 80 kg npuemar 320 mg pancaprad wan 40 mg eHananpu.
TToHIDKEHMETO Ha CHCTONHROTO HAJIATAHE € CPABHHAMO MEXTY NALMEHTHTE NMPHEMAINH BAJICAPTAH
(15 mmHg) u enananpun (14 mmHg) (p-cToliHocT 38 He no-maka epuxacHoct < 0,0001). [lonobHn
PE3YTATH ¢& HaOMOAABAT H 34 JHACTO/IHOTO apTEPHATIHO Halaraxe, noHwkeHHe ¢ 9,1 mmHgu ¢
8,5 mmHg chOTBETHO C BATICAPTAH H ¢ CHAJAIPHIL.
B Tpero, OTKpPHTO KIMHHYHO Npoy4eaHe, Bxmousamo 150 neqaTpydHM NAaUMEHTH ¢ XHIIEPTOHMA Ha
BB3pacT oT 6 Ao 17 romunu, nexysanuTe natpeHTH (cuctonmgano BP > 95™ ngepcenman 3a B13pacr,
NoJA M BHCOMHHA) NMPHEMAT BaJICapTaH B NMPOAB/DKCHHE Ha 18 Mecena, 3a Aa ce OLieHAT 6e30MacHoCTTa
1 noHocumMocTTa. Ot 150-T€ naumMeHTH, y4acTpallli B TOBA NpoyusaHe, 41 NalHeHTH MPHEMAT CHIRO
CHITFTCTBALOM AHTUXHIICPTEH3HBHH NekapcTra. JlolaTa Ha NalMEeHTHTE CE OMpEeieNis B3 OCHOBA HA
rPYIHPAHETO HM [0 TErJIO 38 HAYaIHH H MoAXbpkalld Ao3H. IlatmeHTH ¢ Terno 2 18 no <35 kg,
235 no <80 kg u > 80 no <160 kg npuemar 40 mg, 80 mg u 160 mg 1 Ko3UTE C€ THTPHPAT CROTBETHO
~jio 80 mg, 160 mg u 320 mg cnex eAHA ceaMHLA. [lonopuHAaTa OT BKIIIOUEHHTE NAIMCHTH (50,0%,
n=75) ca ¢ XB3, kato 29,3% (44) or naumenTHTe ca ¢ Xb3 craamii 2 (GFR 60-89 mi/min/1,73 m?)
wm cragud 3 (GFR 30-59 ml/min/1.73 m?). Ipn BCHYKH NALMEHTH CPeJHOTO HAMA/IABAHE Ha
CHCTOJNHOTO KPEBHO HansArase ¢ 14,9 mmHg (u3xoaso muBo 133,5 mmHg), npu naienTd ¢ Xb3 ¢
18,4 mmHg (u3xoano Huso 131,9 mmHg) u npu naumerTu 6e3 XB3 ¢ 11,5 mmHg (u3xonHo HUBO
135,1 mmHg). IlpoueHTLT Ha NAIMEHTHTE, NOCTHTHAIM LAJIOCTeH KOHTpon HAa BP (cheronuuno K
aHactonHHO BP <95™ niepceHTr), € MANKO NO-BHCOK B rPYNAaTa Ha XB3 (79,5%) B cpaBHeHHE C
rpynara, kosto € 6e3 Xb3 (72,2%).

- Knunuyen onum npu-agua nog 6-zoouuna évipacm
[Ipoeesness ca ABE KMMHHYHH NPOYYBAHUA NPU NALMEHTH HA BE3PACT OT | 10 6 rOAMHY, CHOTBETHO C
90 1 75 naupeHTH. B NpoyuBaEmMATA He ca BIVIIOYEHH Ziena no/ 1 romuHa. B mepsoTO Npoyusase,
e(DHKACHOCTTA Ha BA/ICAPTAH € JIOKA3aHa crpaMo Iiaebo, HO He € IEMOHCTPHPAH [O303aBHCHM
KJIHHHYEH OTroBOp. BBB BTOPOTO NMpoyHBaHe, NO-BUCOKHTE JO3H Ha BAJICAPTAH Ca CBBP3aHH ¢ Mo-
ronAMoO TIOHIDKEHHE Ha SPTEPHANTHOTO HAMATAHE, HO TEHACHLUATA 38 JO303aBUCHM KIHHHYEH OTTOBOD
He NOCTHIa CTATHCTHYECKA 3HAYHMOCT M PAa3IMKATA CAPAMO JICHEHHETO ¢ MUialebo €
Hecnrm«bmmna Ilopaay Te3y HECHOTBETCTBHA, BAJICAPTAH HE CE NMPENOPLYBA 34 yno'rmﬁa p

BB3PAcTOBa rpyma (BXK. Touka 4.8).

Esponetickara areHiqs 1o JIeKapcTBaTa 0CBOOOXIaBa OT 3aALDKEHHETO 38 Ipe

pe3yJITaTHTE OT MPOYYBAHWATA ¢ BAJICAPTAH BHB BCHUKH NOATPYTIH HA NeAMaTPHYHATA cmjaglmcm .
CBPACYHA HEAOCTATHYHOCT H CHPACYHA HEJOCTATBYHOCT CJIE] MPECeH MHOKAPACH HH h

TouKa 4.2 32 HH}popMalHa OTHOCHO NEAMATPHIHATA yrioTpeba. ,, o
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5.2 @apmakoxuHeTH'INH cBolicTBA

Cnen nepopanﬂo NPHIOKEHHE CAMO HA BANICAPTaH, MAKCHMATHY IL1A3MEHHM KOHUESHTPALMH HA
BAJICAPTAH Ce HOCTHIAT 3a 2 - 4 yaca. Cpennara aGcomoTna GuoHANHIHOCT € 23 %. Xpanata
HAMaJIEBa ekcnosuimsTa (imMepeHa upes AUC) Ha pancapraH ¢ oxoio 40 %, a MakcuManHaTa
rasmMeHa KOHUSHTPAUHA (Cuax) ¢ 0k0NI0 50 %, BRIPEKH He OKONo 8§ Jaca Crie/i MPHEMA IUIAIMEHHTE
KOHIICHTDALIMH HA BATICAPTAH Ca NOA0OHM B rpyNMTE HA NIPHEM Clie]l HAXpaHnBaHe ¥ Ha rnagHo. Tosa

- noHkenue Ha AUC, obaue He ce npHAPYXABA OT KIHHUYHO 3HAYMMO HAMA/INBAHE HA TEpPaNeBTHIHHA
edyexT, NopanH KOETO BAJICpTAH MOXKE Jia C€ AaBa ChC HIH Ge3 XxpaHa.

OfeMBT Ha pa3npejieNleHHe HA BAJICAPTAH NPY CHCTOAHWE HA HACHIIAHE CJIe/l HHTPABEHO3HO
MPANOXeHHe ¢ 0KoMNo 17 JMTpa, KOeTo MOoKa3Ba, Y€ BATICAPTAH HE e pasnpeeNs eKCTEH3HBHO B

ThKAHATE. BasicapTaH e CBEP3aH B rO/IAMAa CTENEH ¢ IUTa3MeHUTe IpOoTeHHH (94 — 97 %), npeauMHo

Buotpatcopmauns:
Basicapran He ce GuoTparcgopMHpa B ro/isMa CTeneH, Thit K&TO CaMo oxaio 20 % oT JAO36TA CE
OTKPHERA KaTo MeTaboauTH. B nnasMara e ycTaHOBEH XHAPOKCHMETAOOIHT B HHCKH KOHICHTPALMH

(no-manko ot 10 % ot AUC Ha rancapran). Tosu MeTabonuT € GapMakoNOrHiHO HEAKTHBEH.

Ennvunppane;

Bancapre noxa3sa My/ITHEKCIIOHEHIMAIHA KMHETHKA Ha pasnaj (tua < 1 uac u tf oxono 9 uaca).
Bancapras ¢e eTMMHHWPA NPEAMMHO dpe3 GimapHa exckpelma ¢ exanunre (oxono 83 % or aosara)
i ot 6u6pewmre upes ypunara (oxono 13 % or 103aTa), IMABHO KATO HEIPOMEHEHO JieKapcTro. Ciien
HHTPABEHOIHO NPHIOKEHHE, TUIA3MEHHAT KIHPLHC Ha BajicapTaH e okono 2 Uh u neroust 616peveH
xmupbHe € 0,62 Vh (oxono 30 % ot 06ums wmpbRc). [TonyxHBOTHT Ha BancapTas € 6 uaca. |

Hpn HSKOH rmmerrm B CTApHECKA BE3PACT € HAl/IOAABAHO MAIIKO NO-BHCOKA CHCTCMHA CKCIIO3HIMA
Ha BAJCAPTAH B CPaBHEHHE ¢ MiIaaHTe NamHeHTA. Toa obave HIMa NOKA3AHA KNHHH'HA 3HAMHMMOCT.

Kan'o ce ouaKBa 38 mmenne, auiito 6u0peveH kMMpBHC cheraBiasa camMo 30 % ot oOurua
I1a3MeH KIHPBHC, He ce HabmoaaBa kopenamus Mexxxy Gnbpeunara QyHKIA U cHCTEMHATA
eKCro3ulHg Ha pancapra, [Iopagu TasK NpHIMHA HE C€ HAJIAra KOPHTHPAHE HA J034Ta NPH NAIHCHTH
¢ 6u6peano yBpexaaHe (KpeaTHHHHOB KIHpbHC > 10 ml/min). Jlanicear f1aHHH 38 Sesonacsa
yroTpeta TpH NALMEHTHTE ¢ KPCATHHHHOB KIHPEHC < 10 mi/min ¥ NPH NPOBEKAAINHTE THANH3A,
NOpaH KOeTo BajcapraH Tpa6sa jia ce ynorpebasa ¢ NOBHINCHO BHUMAHWE IPH TE3H NAIHEHTH (BXK.
Touku 4.2 u 4.4). BancapraH ce cBbp3Ba ¢ IUIA3MEHHTE MPOTEHHH BhB BHCOKA CTENEH H HAMA

BepomocT Ia Opae oTCTpaHeH upe3 JHAIH3A.

Hpuﬁmmno 70 % r.:rr aﬁcopﬁnpanm 11034 Ce eJIMMHHHAPA Jpe3 mqlca'ra, IJIABHO B HENPOMEHEHA
dopma. BancapraH He nperbpnana Haxakpa 3HaYuMMa GHoTpaHchopMAaIA. Y ABOABAHE HA
excnosummaTa (AUC) ¢ Habmonarana NPy NAUHCHTH C JIEKO 10 YMEPEHO 4ePHOAPOGHO YBpEKIaHe, B

Hanancap'mnnmnemmqepmnpoﬁnamctbymmn BancapraH He € NPOYYCH IMPH
TeKA 9epHOAPOOHA MHCHYHKIHS (BK. TOUKH 4.2, 4.3 1 4.4).

B emo ripoyuBaHe ¢ 26 neqHATPHYHH NALKEHTH ¢ XHITEPTOHMA (Ha BB3PAcT oT 1 fo
eAHOKPATHO NpHIATaHe Ha BancapTaH nojx ¢opmMara Ha CYCIeHIHR (cpenso: 0,9 no 2
MakcHManHa no3a 80 mg), KmupBEHCHT (MuTp/uac/kg) Ha BAJICAPTAH € CPABHHM M
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BB3pacTH oT 1 2o 16 rogunu u nogoGen HA TO3H NPH BB3PACTHH NALMEHTH, MPUEeManlH ChIINTe JO3H,

Yno'rpeﬁa'ra npu nemrpm}m NALHEHTH ¢ xpecrmnmon KIHpbHC < 30 mY/min ¥ neauaTpHIHK

NAIMEHTH, NMOMIOKESHH HA XeMOANAJIN3a, He € NPOYYEHA U NOPaAH Ta3H MPHYHHA He ce Npernophusa
NPHIArAHCTO HA BAICAPTaH NpH TaKKuBa nauueHTH. He ce mascKkpa KOpUrHpane Ha KO3a8Ta NpH
NeJHaTPHYIHH NALHECHTH ¢ KPEATHHHHOB KIHPHHC > 30 ml/min. Brbpeunata QpyHkuma 1 HUBATS Ha
cepymHms kanuit Tpabsa aa 68T BHHMATENHO NMpoC/eAABAHM (BXK. ToUkK 4.2 1 4.4).

53 IIpeaxnmuuvan JannR 38 GesonmacrocT

HexnMHMMHUTE JAHHM He NOKa3BaT 0co0eH pHCK 3a xopata Ha 6a3a Ha KOHBEHIIMOHATHATE
¢$apMaKkONOrH4HH H3NUTBAHMA 38 6€30MacCHOCT, TOKCHIHOCT NMPH MHOTMOKPATHO NPHIOKEHHE,
MeHOTOKCHIHOCT M KAPLIMHOTeHEH TIOTeHLHA. - -

Ipu naexoBe, TOKCHYIHM Jo3H 32 Malikara (600 mg/kg/nex) no BpeMe Ba nocaeHUTE AHH OT
GpeMEeHHOCTTa H NePHOIAa HA NAKTAIMA ¢4 JOBE/TH O NO-HUCKA CTeNeH Ha NMpesXKUBAEMOCT, To-cnabo
HAZIABAHE HA TETJIO K 380aBeHO. pa3BATHE (OTHE/INHE HA YIIHATA MHAA H OTBAPAHE HA CIYXOBHA
KAHAI) HA NOKONeHHeTo (BK. TouKa 4.6). Tesn n1oau npu wrsxose (600 mg/kg/nen) npeacrasnssar
npuGausaTeNHo 18 MbTH MAKCHMAITHATA NPENOPHLYBAKA 038 NPH XOpa Ha 6azara Ha mg/m?
(A3aMCICHHATA Ce OTHACAT 33 nepopaiHa Ao3a 320 mg/nen u nauwmenT ¢ Terno 60 kg).

[Ipy HEKNMMHHYHM NPOYYBAHHUA 38 6e30MmacHocT BUCOKM 103K BajicaptaH (200 no 600 mg/kg TenecHo
TeI710) NPEAMABHKBAT NMPH IUTLXO0BE HAMANISBAHE HA NIAPAMETPHTE HA YEPBEHHTE KPHBHH KICTKH
(epuTpoLHTH, XeMOrNIOOMH, XeMaTOKPHT) H NPHYHHABART NpoMeHH B 610pednaTa xeMoxuHaMHuKa
(nexo NOBHINABAHE HA MNA3MEHATA ypes, OvOpeuna TyOynHA xunepasus ¥ 6asoQHaus npH
’KHBOTHHTE OT MEXKH nioi), Tean no3u npu mwrexose (200 xo 600 mg/kg/Aen) npencrarnsgpar
npu6GmsATeNHO 6 1 18 ITHTH MAKCHMANHATA NPENIOPHYBAHA 11038 NPH Xopa Ha Gasara Ha mg/m?
(M3UMCICHHATA C€ OTHACAT 38 Nepopanya xo3a 320 mg/neH u nauuent ¢ Terno 60 kg).

IMpr MapMo3eTkH B nofo6HM 103U MM NOA0OHH, HO TIO-TEXKKH NPOMEHH, ocobeHo B Gx6peunTe,
KBACTO MPOMEHHTE CE€ PA3BUBAT X0 He(PONATHA, BKIOIBAHIA NOBHILICHH Ypes B KPCATHHHH.
Habmonasa ce cpmo xuneprpodus Ha Ob0pedHUTE IOKCTArNIOMEPYIHM KJICTKH U NIPH IBATA BHAA.
Cuura ce, 9¢ BCHUKH NMPOMCHH C¢ ALJDKAT Ha (PapMakoNOrHIHOTO AclcTsHE HA BAICAPTaH, KOETO BOAH
IO MPOXBTKHTEHA XHNOTOHHA, 0cofeHo npu MapMo3eTkHTe. Marexaa, ye TepanepTHYHATA 038 Ha
BAJICAPTAH MIPH XOpA HE € CBBp3ana ¢ xuneprpodpua Ha 6L6peaHHTe I0KCTATIOMEPY/THH KITETKH.

HeQuampuyna nonyrayun
ExxeaHeBHOTO NEPOPATTHO NPHIIOKCHNAC HAE BAACAPTAH ITPH HOBOPOACHH/MIANM TUTbXOBE (OT 7-MH O
70-T1 nocTHaTaneH AeH) B 1034 1 mg/kg/aen (oxono 10 - 35 % or MakcHMATHATA IPENOPHYBAHA
‘menaaTpudHa fosa 4 mg/kg/neH Ha 6a3a CHCTEMHA EKCIIO3ALIAA) NPEAH3BHKBA TPaiino, HeoGpaTHMO
6u6pearo yspexnane. CioMeHaTHTE NOCNEANIM NPEACTARIABAT OYAKBAH ArDABHPAH
dbapmakonornyeH eQexT Ha HHXHOHTOPHTE HA AHTHOTCH3HH KOHBEPTHPAUIHS CH3HM M AHrHOTEH3HH I]
pelienrTopauTe ONOKepH, KaTo NoAoOHH edeKTH ce HAOMOAABAT, 8KO IUTEXOBETe ca OHIH NONI0KEHH
Ha JICYeHHE npe3 MbpBHTE 13 M oT XHMBOTA HM. TO3H NEpHoa chBOAAA ¢ 36-Ta reCTALIMOHHA
CeIMHLA TIPH XOpa, KATO NOHAKOra Moxe 1a ObAe yALDKEH 10 44 ceIMHIM cel KOHUSIIHUATA IIPH
xopa. ILrexoBere B I0OBEHWIHOTO NMpOyYBaHe Ha BANICAPTAH, IPHEMAT BaJIcapTaH a0 70-Tv nen H
edexTs BBpXY pa3BuTHeTO Ha OBOpelmTe (4 - 6 NOCTHATAIHM COAMHULIM) HE MOTAT a CE H3KITIOYAT.
OVYHKIHOHANHOTO pa3sATHE Ha OEOpeKa e npouec, KOHTO MPH XopaTa MPOXWDKABA U NIPe3 ITHPBATA
TOAHHA OT *XuBoTa. CleI0BATENIHO, IIPH Jella HAa BL3pacT < | roguHa He MOXKE A ¢ HRKIIIOYH
KIMHUYHA 3HATHMOCT, AOKATO TIPHM Te3H NO-rojieMH OT | roAHHA MpeAKAMHHYHHTE AAHHA HE MI0KAIBAT
HSKAKBHM ODPHTECHEHHA OTHOCHO 0e30nacHOCTTA.

6. ®APMAIEBTHYHH JAHHH
6.1 Comcek Ha NOMOIINATE BeMIECTBA

Anpo Ha Tabnerkara
Jlaxro3a MOHOXHApAT
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MHEKpPOKpHCTATHA LETYN03a
Kpockapmeinosa Harputi

Tlosumon K29-K32

. Tank

Marnesses creapar

KonouneH, 6e3B01ICH CHIMIMEB NHOKCHA,

IMomu(BHHKIOB anxoxon)
Tank

.Tirranos auoxcua (E171)
Makporon 3350

JleuuTHH

Cohcer xwiaro FCF (E110)
Yepen xeuieseH okcua (E172)

6.2 HechBMEeCTAMOCTH
Hertpuwioxumo
6.3 Cpox na roasocT

3 romunu 3a 6imcrepn or PVC/PE/PVDC-Al donmo,
4 IOZMHM 38 TIOIHETHIICHOBA ONAKOBKA 34 TableTKH.

64 Chnennajnnn yC/10BHE Ha ChIpaBtHHE |

3a Tabnerxnre B 6mmcTep or PVC/PE/PVDC-Al pommo: Ma ce coxpanssa noa 30°C.
3a TalneTkTe B NOJUETWICHOBa ONIAKOBKA HAMA CTICIMAIHM M3MCKBAHME, -

6.5 Bua B chbALPKAHAE HA ONAKOBKATA

Bmucrep or PVC/PE/PVDC-Al donuo
Onaxoskn; 7, 14, 28, 30 u 56 dpunvmpany Tabnerxu.

[MonueTHIEHOBA ONAKOBKA
Onaxoska: 100 pummvuparn TabneTxn.

- He BCHYXH BHAOBE ONAKOBKH MOTAT A8 ObJaT ITYCHATH Ha rnasapa.
6.6 CHenHANEE NPEANAIEE MEPKH HPH HIXBLPJISHE
Hsama crienManHy H3HCKBAHUA.

HeusnomBaHHST JEKAPCTBEH MPOAYKT WM OTTIaXBIHATE Marepaanﬂ OT Hero TpA0Ba 28 ce H3XBBPIAT |
B CHOTBETCTBHE C MCCTHHTE H3HCKBAHUA.

7. TIPUTEXATEJ HA PAPENIEHHETO 3A YIIOTPEFA
Tena @apmMa EAII

yi. ,,JTio6a Bemuxosa“ Ne 9, 1407Co¢m
~ brarapus
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8. HOMEP HA PASPENIEHHETO 3A YIOTPEBA

Per. Ne 20130185

9. JATA HA HBPBO PAIPEIIABAHE 3A YIIOTPEBA

Nara Ha mepBo paspemasane: 20.05.2013 .
Hara na nocaeano noxgHoessane: 21.06.2018 r.

10. © JATA HA AKTYAJM3HPAHE HA TEKCTA

22.01.2025
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