¥
3 ) S e | l

KPATKA XAPAKTEPUCTHKA aA IIPO)IYKTA ,,Z V) oj m !U

v iz, o O

o ,gg/M/r/H/ J’}Sb’

1. VMIME HA JEKAPCTBEHMS MPOIYKT 1[1 11 m

Juxnax 75 mg/3 ml HEkeKUMOHEH Pa3TBOD
Diclac 75 mg/3 ml solution for injection

2. KAYECTBEH 1 KOJIMYECTBEH CbhCTAB

Enna amityna ¢ 3 ml HHSKEKUHOHEH Pa3TROp ChAbpka 75 mg auxiodenak Hatpuit (diclofenac
sodium).

[ToMolyHU BELECTBA ¢ M3BECTHO AcHCTBHE:

bensmnos ankoxon- 120 mg/3 mi

Harpwuit- 5,81 mg/3 ml

Ilponunenrmmxkon- 600 mg/3 ml

3a MBAHHA CITHCHK HA MOMOITHHUTE BEIHECTREA BIDKTe TOuKA 6.1.

3. JEKAPCTBEHA ®OPMA

HHxXeKIMOHEH palTeop.

4. KIVHAYHH TAHHH

4.1 TepaneBTHUHE NOKAIAHHA

HurpaMyCcKyITHa HIDKEKITHS
3a JeycHue Ha:

» eK3anepbaia Ha BH3MANUTEHH U ISTCHEPAaTHBHN GOPMH Ha CTaBHH 3a60MABAHAA:
PEeBMATOMICH APTPHT, AHKWIO3HPAILL CIIOHANIINT, OCTE0APTPUT, CITOHIMIOAPTPHT, forie3HEHH
CHHAPOMH Ha rpLOHAYHNS CTHIO, U3BBHCTAREH PEBMATHIEM
NOAArpo3HAa KpH3a
OB6pevHa H HIIBYHA KOMHKA
NOCTTPaBMATHYHA M NIOCTOUEPATHRHA 00K, BE3MANCHHE WM [IOAYBaHe
TEKKY IPUCTHNM HA MUTPEeHa

@ rPaBeHO3HA HHQI! VIHA

Jieyenwe WK NpOodHITAKTHKA HA MOcTONEpaTHBHA 607IKa B DONHHYHH YCIOBHS.

4.2 Jl03HpOBKA H HAYHH HA NPHJIOKEHHE

Jo3Hposka

Karo ob1ia nmpertopska fo3ata TpaORa da Ople HHANBHAYANHO ONpeienaHa H Ja Ob4e npuiarada na-
HHCKaTa TepaneBTHYHA 4033 34 BB3MOKHO HaH~KpaThbK NEepHo/l OT BpEME.

Hesxxenannrte nexkapcTBeHH peakiu MoraT fa ObAAT CBeficHH A0 MHUHHMYM 4pe3 H3NON3BaHe Ha Hall-
HUCKaTa ePEeKTHBHA 1034 34 Hal-KpaTKHA NEPHUOA OT BpeMe, HEOOXOANM 32 KOHTPOIHPAHE Ha
CUMITOMHTE (B3, TOUKa4.4 CrieuyanHy NpexypeKaeHHs U NpeanasHy MEepKH NpH ynoTpeha).

Bwvapacmnu
JnkiiodeHak HIDKEKLMOHEH pasTBop He TpA0Ba Aa ce npuiara nopeyve o1 2 IHH
NEYCHHETO MOXKE N1 C€ MPOABILKH ¢ TalNeTKH. (
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Jlewenuero ¢ quKknOdEHAK KATO L0 HE CE NPENOPLIBA NPH NAUHEHTH ¢ YCTAHOBSHO ChPASHHO-
CHAOBO 3a00ABaHE WIH HEKOHTPONUPaHa XUnepToHHA. IIpy HeoOXOMHMOCT NALMEHTHTE C
YCTaHOBEHO CBPACYHO-CBHAORO 3a00ABaHE, HEKOHTPONHPAHA XHIICPTOHHA HNH 3HAYMTEIHH PUCKOBH
(axTopH 3a CHPACYHO-CHAOB HHUBAECHT TPAOBA Aa e eKyBaT ¢ JHIUTOQEHAK CaMO C/ICX BHHMATENHA
apencHKa # B 2o3H < 100 mg anesno, ako jJeveHHETO NMPOab/KABA TIOBeYe 0T 4 ceAMULM (BAK. TOYKA
4.4).

bvbpeuno yepewcoane
{Iporueonokasana e yriorpedara Ha AuKToGeHax npu nausenTH ¢ 6L6peuna nenocraTruHoeT (GFR
<15 ml/min/1,73 m*) (. Touka 4.3 ,[IpoTHBONOKA3aHHA").

He ca npoeexaaHu Npoy4dBaHHA CIIEUHAIHO [P NALMEHTH ¢ DEOPEYHO VBpEKIaHe, NOpaiy KOSTO He
MOTaT Ja ¢e Aajar cneludiyHy Npenopsky OTHOCHO KOPHTHPaHETO Ha Ao3ara, HeoOxoamumo ¢
NOBHINEHO BHUMAHKE NPH TIpYjIaraHe Ha QMKIoheHaK Npu MALKeHTH ¢ JIeko A0 yMepeHo OpOpeuso
yBpexaane (Bx. Touka 4.4 ,,CrelpaiHy npeaynpexkIeHus v NpenaHi Mepkd NpH ynotpe6a™).

Heprnoopobro vepesxcoane
[Ipotusonokasata e ynorpebara Ha JxnodeHak NpH NaLHEHTH ¢ YepHOAPOGHA HEOCTATHYHOCT {BIK.
Touka 4.3 , [Iporvronokazauus™).

He ca nporexaRd npoyvBaHms CNICUHATHO NPH NALHEHTH ¢ YSPHOAPOOHO yBperkaaHe, MOPAAH KOETO
HE MOraT Aa c€ JafiaT CneUMQHUYHA NpenopuKd OTHOCHO KOPHTHpaHeTo Ha fo3aTta. HeobxomumMo ¢
NOBHIICHO BHHMaHWE TPH TIPUIaraHe Ha JHKIOGEHAK NPY NALMEHTH C JIEKO A0 YMEPEHO
uepHOAPObHO yBpexnane (Bx. Touka 4.4 ,,CrienHanum npeynpe;KACHNA H IPSANASHA MEPKH MPK

ynorpeba”).
Hayuy Ha npuioxeHie

HrmpamycKynua uHicexyun |

3a 1a ce w3bernar yBpex/1auUa Ha HEPBM WIH APYTH TEKAHH HA MACTOTO HA MPUIOKEHHE (KOETO 4a
AoBeAe 10 MyCKYIHa criabocT, MyCKYJIHA Iapanysa B XMIoecTe3us), Tpadpa Aa Ce CrazBar CCAHHTE
TIPENOPDHKH :

IIpenoprunTentara 103a e eAHa amiyna ot 75 mg AHEBHO, PHIOKEeHa ABIGOKO KHTPAIVIYTEATHO B
TOpHHA BRHUIEH KBAAPaHT. IIpH Texxky cimyuan (Hamp. KOJIMKH) THEBHATA 038 MOMXE 110 HIKTIOUCHHE
7la ce TIOBUINH HA ABE MHKEKLHH OT 75 mg, pa3aeaeHn ¢ UHTEPBAN OT HAKONKO 4aca (10 €IHA BLB
BCEKY rayTeyc). Jpyra Bb3MOXKHOCT ¢ KOMOMHHPAHETO HA e/JHa aMityJjia 75 mg ¢ Apyra JIEKapCTBeHa
thopma nuknopenak (Hanp. TabneTku) Ao 00ma MakcHMalHa IHEBHA 1033 OT 150 mg. ITps mprcTHmE
Ha MHIPEeHA KIHHHYHUAT OHHT € OrpaHMdCH 0 NPHWIOKSHHUE Ha HA aMIyNa OT 75 mg BeaHAra cien
HACTBITBAHE HA NIPHUCTHIIA, NIOCIIEABAHA IPH HEOOX0MMMOCT OT TabneTkH 2o 100 mg B chiuHs AeH.
Obmara no3a He TPA6Ba Ja HafeHINaBa |75 mg npes WEPBHS JEH.

Humpasenosna undhyzun
HA¥xnopeHak HIHKSKIMOHEH Pa3TBOP He TPAOBA Aa Ce IPWIara Kato HHTPaBeHO3HA Gonyc HIDKSKLMA,
HenocpeacTaeno npean vHQysuaTa, paaTROPBT Ha MukiodeHak TpaGBa aa ce paspemu ¢ 0,9% pasteop
Ha HATPHEB XJIOPHA M 5% pa3TBOp Ha roko3a, Sydepupad ¢ varpuep SukapOonaTt. [Ipenopr4sar
C¢ IBA AITEPHATHBHN JO30BH pekuMAa 3a AUKIO(eHAK HHDKEKLIMOHEH PasTBOP. 34 JICUEHHE HA
YMEpPeHa 10 CHIIHA nocronepaTisia 60mka Tpabra ga ce npwiokar 75 mg 3a nepnox or 30 MURYTH

1o 2 gaca. ITpy Heo6XOAUMOCT 1e4YeHHETO MOXe [Ja ce TOBTOPH ¢l HAKOJKO 1ACa, HO J03aTa He
Tpa6Ba fa Haapumasa 150 mg 3a 24-yacon MepHOA.

3a npouiakTHKa HA NocTonepaTHBHa 00Ka ce NpMiiara HATOBAPBALIA 1034 OT 25
OfepanHATa 38 NEPHOA OT 15 MHHYTH ¢ 1 yac, MOCNenBAHO OT nponmmmenﬂ A
Yac 10 MakKCHMAasiiHaTa AHEeBHa Jo3a oT 150 mg, -

Heya u wnowu



Iopanu Bucokara no3a auiuioderHak [IMKIaKk HIDKEKIMOHEH paiTBOP HE e MOAXORALL 32 Aella U
IOHOLIH.

4.3 IIpoTaronOKA3AHAS

¢ CBpBXYYBCTBHTEHOCT KbM aKTHBHOTO BEIIECTBO, KbM HATPHEB METaOHCYN(UT HAM KbM
HAKOE OT IOMOHIIHHTE BelllecTBa, u30poeHH B Touka 6.1.

® AKTHBHa CTOMAIIHA WIH YpeBHA 4384, KbPBeHe HWiIH nepdopanms (Bx. Touxu 4.4 4 4.8).

JaHHH OT aHAMHE3aTa 34 KbpPBEHE WK niepdopalia OT CTPaHAa Ha CTOMAIYHO-YPEBHHSA TPAKT,

CEEP3aHH ¢ MPESAHILIHA TePalHA ¢ HECTEPORIAHHN NPOTHROBB3NANHTENHH cpenctea (HCITBC).

AKTHBHA WIH MHHAJIA PSKYPEHTHA NENTHYHA A3Ba/KPBHBOM3NHE (1A WK NOBEYE OTCIHH

enu308a Ha TOKasaHa yniepaiisd WiH KbpBeHe);

ITocneaen TpuMecTsp Ha OpeMeHHOCTTA (BK. TOUKA 4.6).

YeproapobHa HeaOCTATHUHOCT

Bbr6pedna HenocrarsuHoct (GFR <15 ml/min/1,73 m?)

Texka cupaeyHa HEIOCTATEYHOCT (BXK. TOUKA 4.4).

YCTaHOBEHa 3aCTOiHa cbpre4dra HeaoctaThbuHocT (NYHA II-1IV), Hexemuuna GonecT Ha

CBPLETO, NEPHPEPHO apTEPHAITHO 3a00NBaAHE W/HIH MO3IBYHO-CBHIOBA GONECT.

¢ KakTo H OCTRHAIHTE HECTEPOHAHH NPOTHBOBE3NAIMTEHH cpencTea (HCTIBC), aknodenak
CBIIIO € IMPOTHBOMOKA3AH [IPH MAalHEHTH, NPH KOUTO yrnoTpedara Ha alleTHWICATHLIWIOBA
kucenuHa wiu apyre HCTIBC Moxe na npeamsBHka acTMa, aHTHOEAeM, YPTUKAPHA WIH ocThp

pusuT (T.Hap. HCTIBC uBnyuupans peakiiiy Ha KpBCTOCaHa PEAKTHBHOCT) (BXK. TOYKH 4.4 U
4.8).

4.4 Croendansd npeaynpexienHa B NpeANa3HH MEPKHE NpH ynorpeda

Hexenanure nekapcTBeHM peakiii MOTaT A3 OB1aT CBeIeHH A0 MHHHMYM KaTO 3a ORJIa/idBaHE Ha
CUMITOMHTE C€ NPHIIara Bs3MOXHO HaH-HHCKAT4 €(EKTHBHA 032 32 BE3MOMKHO Hal-KpaThK MEPHOI
OT BpeMe (BIDKTE TOYKA 4.2 H NO-A0Ty MOCOUEHHTE CTOMAIIHO-YPEBHH H CHPAEYHO-CHIOBH PHCKOBE).

HaTpuesuaT MeTabMCyn(UT, NPHCHCTBALL B HH/KEKIIMOHHHA PA3TBOPA KaTO MOMOIHO BEIIECTEO,
MOJKE CBILIO Aa NOBEAC O H3OIUPAHH TEKKH PEAaKHHMH Ha CBPBXUYBCTBUTETHOCT H GPOHXOCNA3EM,

JMKopeHak MIKEKIMOHEH pa3TBOp He OHBa Ja ce MPEANMCEa HA HEJOHOCEHH W HOBOPOJEHH JElIA,
BeH3MNOBHUAT aJIKOXON MOYKE /ia PEAM3RHKA TOKCHYHH U aHA(WIAKTOHAHH PEaKUHH MpH Jiena noy, 3-
rOJULIHA BB3pacT.

Pecniuparopun edexti (In 0 acT™MAa

IIpu nauueHTH ¢ ACTMA, CE€30HEH AJICPTHYEH PUHHT, NOAYBAHE HA HA3alHATA IMraBMlia (T.¢. HazaIHU
[I0JIMIIH ), XPOHHYHA OOCTPYKTHRHA 6e0ApoGHa GosiecT WM XpoHUYHY HHQEKIHA Ha pecNEPATOPHHA
TPAKT {(OCOOSHO CBBHP3aHH CHC CHMITTOMY, NOJOOHH Ha alleprHyueH pHHUT), peakinTe kbM HCITBC
Kato ek3auepOalma Ha acT™Ma (T.Hap. HEMOHOCHMOCT KbM AHANTETHIH/aHANTeTHYHA acTMA), OTOK Ha
KBHHKe MM ypTHKapHs ca NO-4eCTH B CPpaBHEHHE C ApyTH naupeHTH. ETo 3a110 IpH Te3H NALHEHTH
¢e NpenopbLYBaT CIISLUAIHA MEPKH (MOTOBHOCT 2a CrelmHa ToMoIn). ToBa ce oTHacsa M 3a NAIMEHTH,

AJICPTHYHH KbM APYTH BEILIECTBA, H PEArHPAINH ¢ HAIp. KOJKHH Peakiy, ChpOeikK WIH YPTHKapHA.

CrieliHaIHO BHHMAHHE C€ NPENopbhYBa, KOraTo AHKIOPEHAK ce NPHIara napeHTepalIHo Ha MALMEHTH ¢
OpoHxHanHa acTMa MIOpail PUCK OT €K3alepOanus Ha CHMITTOMMTE.

CToMamHo-ypeBHH edekTH
ITpu ey HCTIBC, srmounTenHo nukinodenak, € chob1aBaHo 3a CTOMALIHO-YPEBHO ma.paeﬂe,
ynuepauss Uy nepdopanyd, koHTO MoraT Aa 6eaat U GaTaaHH 4 Aa ce TIOABABAT [J01 -
X0Aa Ha JIEYEHHETO KAKTO CBC, Taka 0e3 MpeaynpeaHTeNsd CHMITOMH WIH fIpe R

yJLEepalMs, MpHeMET TPAOBA Ja ¢€ NPEYCTAHOBH,



Kakro npi  scnuxu HCIIBC, srmounTeTHO JHKNOPEHAK, € 3aXBDKATEIHO CTPOro MeAHLIMHCKO
Habmo/leHHe KaTo € HeOOXOAUMO CICLMATHO BHUMAaHHE NIPH NIPEANUCBAHE Ha MALMEHTH Che
CHMIITOMH, YKa3BalllM CTOMALIIHO-9PEBHA HApyILICHUS MM ¢ aHaMHe3a, [Ipeanojaraua ¢TOMAalIHA WK
4YpeBHA A3Ba, KbPBEHE HWiIH Nepdopaund (BxK. Touka 4.8). PHCKBT OT CTOMAILIKO-UPEBHO KEPBEHE O
YBEJIHY4BA € nopAiiiagade Ha goszara Ha HCTIBC v npu nallHeHTH ¢ aEaMHE3a 3a 2384, 0COGEHO aKo &
YCIOXKHEHA ¢ KPHBOHIIHB WK nepdopallid ¥ MPH NMALHEHTH B cTapuecka Brapact. IlamienTuTe B
CTapYecKa BE3pacT ChOOIIABAT NMO-YECTO 3a HEXEMAHH JiekapcTBeHH peakiud kbM HCTIBC, ocobeno
33 CTOMAIHHO-YPEBHO KbpBeHe U nepdopaliud, KOHTO MOTAT Aa ObaaT daranHu,

3a HaMaJIfBaHe Ha PHCKA OT raCTPOHHTECTHHAJIHA TOKCHYHOCT NPH NALMEHTH ¢ aHAMHE3a 34 A3B4,
0CODEHO AKO € YCIIOXKHEHA C KPBBOMAIHE HIH Nep(opaliis, KaKTO M IPH MALHEHTH B CTAPYecKa
BB3PAcCT, JICUCHHETO TPA0Ba [1a ce 3aMI0YHE H Aa Cce NOANBPXKA ¢ Bb3MOXKHO Hali-HHCKATA eheKTHBHA
H03a.

Tpabea na ce MMa NpeABA BE3MOXKHA KOMOHHUpaHa Tepamnus ¢ MPOTEKTHBHH CpeACTBa (Harp.
MHXHOKUTOPH Ha MPOTOHHATA [MOMIIA WIH MM3OIIPOCTOMN) 33 TAKHBA MALIHEHTH, KAKTO H 3a MALIACHTHTE,
H3UCKBALH CHIIBTCTBRALLO JICUCHHE ¢ HUCKH JI03H aLIeTWICANHLMIOBA KUCENHHA/ACTTHPHH WIH APYTH
JIEKApCTBEHH NPOAYKTH, KOHTO MOraT Ja MOBHLIAT FaCTPOMHTECTHHANHHAA PHCK.

ITareHTHTE ¢ aHAMHE3A 33 FACTPOMHTECTHHANIHA TOKCHYHOCT, 0CO0EHO Te3H B cTapuecKa BB3pacT,
Tp20Ba Aa cbobmaBaT BCHYKM HeoOHYaliHH CHMITTOMH B KOpeMHAaTa 061acT (0co0eHO CTOMamHO-
YpeBHO KbpBeHe). HeoOxonumo € nmoBHIEHO BHUMaHHE NTPH NMALMEHTHTE, NPHEMaIH eTHOBPEMEHHO
JICKapCTBEHH MMPOAYKTH, KOHTO MOTAT [ja MOBUINABAT PHCKA OT A3Ba WIH KPBBOH3IIHB, KATO CHCTEMHH
KOPTHKOCTEPOHIM, AHTHKOATY/IaHTH, aHTHAIrpEeranTH MM CEICKTHBHA MHXHOUTOpN Ha 0OpaTHOTO
3aXBalaHE Ha CEPOTOHHHA (B:K. TOYKA 4.5).

HeobxoaMM e cTpor MEAHLIMHCKH KOHTPON H NMOBHIICHO BHUMAHKE H NPH NAlHEHTH ¢ YALSpOo3eH
KOJHT WIH Gonectra Ha KpoH, TEH KaTO TAXHOTO CHCTOAHHE MOXKE Ja ¢ H30CTpH (BXK. To4Ka 4.8).

HCIIBC, pxmrounTen1HO AMKI0GeHaK, MOXKE 1a Ca CBBP3aHH ¢ YBEJIHYEH PUCK OT M3THYAHE OT
CTOMAUIHO-YpeBHA aHaCTOMO3a. IIpenopbyuBa c¢ BHUMATENHO MEMHIIMHCKO HA0moneHHe H MOBHIIEHO
BHHMaHHE py yrnorpebara Ha quotoQeHak clief CTOMALIHO-YPEBHA XHPYPrHIHE HHTCPBCHIHA.

XenaroOuIHapHH edekTH

HeobxonmM e crpor METHUMHCKH KOHTPON NPH NMPEANHCBEaHE Ha TUKJIOPERAK HA NALHEHTH ¢
HapyImeHa YepHoApoOHA PYHKIHSA, ThHl KATO TAXHOTO CLCTOSHHME MOYKE A Ce BIIOLIH.

Kaxro npu apyrure HCIIBC, taka 1 npu auiiodeHaK, CTOMHOCTHTE Ha €AMH MITH NIOBEYe
YEPHOAPOOHU CH3UMK MOJKE Ja ce noeumaT, Karo npeanassa Mapka npy NpoIbKHTENHO JIEYCHME C
nuKnodeHak (Hanp. peB dopma Ha TAONETKH HIH CYTIOZHTOPHH) C€ NPENOPLYBA PEAOBHO
npocneasbane Ha YepHOAPOOHaTa QYHKUMA, AKO HeoOMUaliHHTe CTOMHOCTH Ha YepHOAPOSHHTE
GyHKUMOHANIHN NMOKA3aTENH ¢e 3aXbPXKaT HIIW BJIOIIABAT, 4KO Ce Pa3sBHAT KIMHHYHH CHMITTOMM Ha
uepHOAPoOHO 3a60/1BaHE WK HACTHIIAT APYTH MPOABH (HANP. €O3HHODHINA, OGPHB), TEHESHHETO ¢
JMKnodeHak Tpabea Ja ce npeycradoeu. [Ipu ynorpebara Ha qMKI0dEeHAK MOXKE @ HACTBIIM XCATHT
Oe3 paiBHTHE Ha MPOAPOMAIHH CHMIITOMH.

[Ipn nanmeHTH ¢ uepHoapobHa nopdupus ynorpebara Ha AukinodeHak Tpa6sa na 6n/ie ¢ MOBHIICHO
BHHMaHHE, THH KaTO MOXKE [a OTKIIOYH IIPUCTHIL.

br6pednu edekrr

ITopamu ¢eO0IICHHATA 32 33JIPBKKA HA TETHOCTH H OTOLH, CBhp3aHH ¢ TepanisaTta ¢ HCIIBC,
BIUTIOYHTEITHO AHIUIOQEHAK, € HeoOX0auMO ocobeHo BHAMaHKe NPH NALHEHTH ¢ HApYHICHA ChpIeYHa
Wi 6B0peuna GpyHKIMH, aHaMHE3a 33 XMIEPTOHHS, NPH MALHEHTH B CTAPUECKS Wﬂﬂ HTH Ha
CBITBTCTBALLO JICYCHHE C AUYPETHITH HIH JICKApCTBCHH IIPOAYKTH, KOHTO MO y aeTeITHe %
NoBHAAT ObOpeHaTa GyHKIws, KAKTO H NPH TE3U NALMEHTH CHC SHAUHTEHO HAMaries =,
eKcTpaLeTynaper obeM Nopaj paTHUHH NPHYHHH, HATIP.IPE/H HIK Crie)f CATEMA XHPYPriFis; =2}
onepauus (Bx.Touka 4.3). Ilpu ynotpe6ara Ha qUKIOdEHAK B TAKHBA peTopEUEy | & !




npocieansane Ha Ob0peuHara QyHKIMA KaTo mpeAnasHa Mapka. CNHpaseTo Ha TCPATHATA
OOHKHOBEHO BOAH A0 BB3CTAHOBARAHE HA MIXONHOTO CECTOAHHE.

KoXHH edeKTH

TexKH KOXKHH PEAKIHH, HIKOH OT KOHTO (aTaHi, BRITIOYBALM eKCHONTHATHBEH NEPMATHT, CHHIPOM
Ha CTuBbHC-J[KOHCHH H TOKCHYHA eNMHACPMAlHa HEKpOou3a ca chofliaBaHu MHOro pAOKO BB BPh3Ka
¢ ynotpebara va HCIIBC, sxmiountenHo auknodenak (BrokTe Touka 4.8). OnacHocTTa OT TRKMBA
peaKIiiiH € Hali-rojiiMa B HAUaJIOTO Ha JICYEHHETO: MOIBaTa Ha peakMaTa B OBEUCTO CITyHaH € npes
ITBPBHA Mecell 0T TeparmuaTa. IIpwioskeHneTo Ha gukinodeHak TpaOBa fa ce NPEYCTAaHOBH Ollle TIpH
IIBPBATA MOSBA Ha KOXKeH OOpHB, MYKO3HH JIe3UH HJIH KaKBBTO U J1a € ApYT IPH3HaK 3a
CBPBXYYBCTBHTEIHOCT.

Kakro npn octananure HCIIBC B pefiki CTydad MOTaT a Bh3HHKHAT AICPrUYHH PEakiyH,
BKIIOYHTENHO AaHAGHIAKTHYHH/aHADWIAKTOHIHHA PEaKIUH JOpH NIPH JIHTICA Ha MpeaXOAHa
EKCIIO3HLMA Ha AHKI0(eHak. PeakiindTe HA CBPEXYIYBCTBUTENHOCT MOXKE CBIIO TaKa /ia NPOTpeCcHpaT
a0 cuHapoM Ha Kounis — cepro3Ha anepruyHa peakips, KOSTO MOXKe Aa JoBee 10 HHPApKT Ha
MHOKapJa. CHMOTOMHTE Ha TAKHBA PeakMik MOXKE [a BKJIIOYBAT DONKA B TBPAMTE, KOATO BE3HHKBA
BBB BPB3Ka ¢ ajllepriyHa peakiHid KbM JHKIO(EeHaK.

CEpaeyHo-CHA0BH ¥ MO3IBYHO-CBAOBH edexTH

HeobxonuMo € Ja ce ocurypar NoAxXoAsmo HabmoaeHHe U ChBeT 3a NAITHEHTH ¢ AHAMHE3a 34
XHIEPTOHHA H/HWIM JIeKa 0 yMepeHa KOHMECTHBHA CBpASYHA HEAOCTATHYHOCT, THH KATO HMa
CLOBIIEHNMS 38 OTOLM M 3a/IphKKa Ha TEMHOCTH, cBBp3aHH ¢ euenreTo ¢ HCIIBC.

KAMHHYHK Tpoy4BaHHS ¥ ENMUAEMHOJOTHYHHA JaHHH NOKA3BaT, ue ynoTpebara Ha QHKIOPeHaK,
0cobeHo BEB BHCOKa 1032 (150mg AHeBHO) H IpH NPOAWDKHTENHO NPIWIOKeHHe Moke Aa Obae
CEBP3aHa ¢ JIeKO TIOBHIIEH PHCK OT apTEPUANTHH TPOMOOTHYHH CHOMTHA (HATIPHMED MHOKapACH
HHGAPKT HJIH MHCYIIT).

KaTto nano neyeHHETO ¢ AUKodeHaK He Ce NMPenopLyBa NpY alHeHTH ¢ YCTaHOBEHO ChPACHHO-
CBAOBO 3a60/14BaHe (3aCTOMHA ChpievHA HENOCTaTHYHOCT, YCTAHOBEHO HCXEMUYHO 3a00/11BaHe Ha
chbpleTo, 3a0o/aBaHe Ha NepHQepHATE apTEPHH) HIH HEKOHTPOMHPaHa XMIIEPTOHNA. AKO €
He06XOAMMO, MAIWMEHTH ¢ YCTAHOBCHO CHPACHHO-CHA0BO 3a00/14BaHe, HEKOHTPOIHPAHA XHIICPTOHHS

HWIH ChC SHAYHTEIIHH PHCKOBH (DaKTOPH 32 ChPAEYHO-CHIOBH CHLOUTHSA, HANpP. XHNEPTOHHA,
XUIIEPITHIIBASMHS, 3aXapeH qHalbeT, TIOTIOHONYIIEHe, KOHTeCTHBHA ChPASYHA HEJOCTATEYHOCT,
YCTAHOBEHA MCXEMHYHA 5OMIecT Ha ChPLETO, 3a00/9BaHe Ha NepH(pEPHATE apTePHHH H/WIM MOIBYHO-
cbaoBa 6onect, TpAOBa Ia ce eKyBaT ¢ TUKIOQEHAK caMo ClIeX BHUMATeTHA MPELeHKA H B 03K <
100 mg aueBHO, KOTAaTO JICUEHHETO MPOIE/DKABA MOBeYe oT 4 ceAMHULH. Thil KaTO CHPASTHO-CHAOBHA
PUCK NPH JHKIO(EHAK MOXE [1a HAPACTHE ¢ K03aTa U MPOABDKUTENHOCTTA HA EKCIIO3HINATA, TpA0Ba
na ce MpHiara Haii-HHCKaTa e(peKTHBHA [03a 32 BB3MOXKHO Hail-KpaTKus NMEPHON OT BpeMe.
[MepuoaHyHo TPAGEA Aa Ce MIBLPILIBa NPEOLEHKA Ha HEOOXOMMOCTTA Ha NAlMEHTa oT obyieK4asane
Ha CHMITTOMHTE H Ha OTTOBOpPa KbM TEparmsaTa, 0co0eHO KOraTo I€Y6HHETO NPOABIDKaBa NoBeYe OT 4
CEAMHMLIA.

VCTaHOBEHO ChPEYHO-CHA0BO 3a60/ABaAHE HiIH 3HAYHTETHH PUCKOBH (PAKTOPH 3a CHPACYHO-CHAOB
WHLMACHT |

JledenueTo ¢ AHKNOGHEHAK KATO 14710 HE CE nperopbyuea IPH NaUMEeHTH ¢ YCTAHOBEHO ChPACYHO-
ChAOBO 3aboysiBaHe WIH HEKOHTPOMPaHa XUIIepToHHA. [IpH HeoOXOAMMOCT NAaliHEHTHTE C
YCTAHOBEHO CHPACYHO-CBAOBO 3a00MIBaHE, HEKOHTPOIUPAHA XHIIEPTOHHS HIIH 3HAYMHTEIHH PUCKOBH
¢aKTOpH 33 CHPACYHO-CHAOB HHLIHASHT TPAGBA /1a e JISKYBAT ¢ AUKIOPeHaK caMo clie/l BHHMATeIHa

npeueHka ¥ B A03d < 100 mg AHeBHO, aKO NeYSHHETO NPOALIIKABA [T0BEYE OT 4 CEAMHLM (BX. TOUKA
4.4). o

XeMaTonoruuHi ehekTy

TTpH NpOXBDKATENHO JICUeHHe ¢ AMKIOPeHaK, KakTo U npu octanamure HCIIB
npocieasBaHe Ha KPBRHATA KapTHHA.




Tono6eo Ha apyrute HCITBC auknodeHak Mojke BPEMEHHO Ja [IOTHCHE TPOMOOIHTHATA Arperanys.
MaumenTute ¢ aedexTy B XeMocTasara TpaOBa Aa 654aT BHUMATEIHO HaGMOAABAHH.

ITaiMeHTH B cTapuecka Bh3pacT

Heobxoaumo € OBHIEHO BHUMAaHHE IPH XOpa B CTApYEecKa Bb3pacT Mo OCHOBHH MEAHIHHCKH
cboOpakeHHs. B 4acTHOCT NpH HEMOLUHH BE3PACTHH NALHEHTH H MALHEHTHTE ¢ HUCKO TErJIO €
NPEenopLYHTEIHO Nla ¢¢ MpHiara HaH-HHCKaTa TepalneRTHYHA 1034.

Bsanmoneiictsie ¢ HCTIBC
EnnoBpemeHHarta yrotpeda Ha JukitofpeHak ¥ cucteMHH HCIIBC, BRITIOUMTEITHO CENIEKTHBHH

HHXHUOHUTOPH HA HHMKIOOKCHI€HA3a-2, TpAORA Ja ce H30Area Nopajy HeXENaHy PEAKLHH (BXK. TOUKA
4.5).

MackupaHe Ha CHMITTOMHTE Ha HH(EKIHA
[Topanu cBouTe hapmMaxkOIMHAMHYHHE CBOMCTRa, nonobHo Ha octaHamuTe HCIIBC, nuknodeHak Moxe
Ad MAcKHMpa IIPU3HALKMTE H CHMITTOMUTE Ha HH$peKLHA.

HHCcTpyKIMuTE 32 MHTPaMYCKYJIHA HIDKEKLA TpAOBa Ja ce cra3BaT TOYHO, 34 a ¢e H30erHar
HejkeNaHH PeaKL|H Ha MACTOTO HA HEDKEKTHpPaHe, KOMTO MOTarT Ja JOBEAAT A0 MYCKyiHa crnabocT,
MYCKYIIHA NApanyu3a, XMNeCcTe3Hs ¥ HEKPO3a Ha MACTOTO HA HHIKEKTHPAHE,

ToBa JekapcTBO ChAbPXKA HATPHI, KPONHAJICHIAHKO] H GeHIH/IOB AJIKOXOJL.
Topa nexapcTso chABPKA 5,81 mg B eana ammyna ot 3 ml. ToBa tekapcTBO CHABPKA N10-MANKO OT 1
mmol HaTpwi (23 mg) Ha aMITyna, T.€. MOXKE JIa C€ KaXKe, Ue IPAKTHHESCKH He ChIABpKA HATPHH.

Tora nexapereo cuaspixka 600 mg NpoNWICHINKON BBB BCAKA AMITYIA.

Axo cTe OpeMeHHA HIIH KEPMUTE, He MPHEMAKTE TOBA JIEKAPCTBO, OCBEH aKO HE € MPENopBYaHo oT
Bamusa nekap. [okaTo nmpreMare ToBa J€KapcTBoO, BalidaT nekap Moxe Aa BH HasHaum
OOITBJIHHMTETHH H3CICABAHHS,

AKoO cTpazaTe oT 6n0pewHO WiIH uepHOApoOHO 3a0onsaBaHe, He IPHEMaRTEe TOBA JICKAPCTRO, OCBEH aKo
He ¢ Tpernope4aHo oT Bamiig nekap.

Tora nekapcTBo chaAbpka 120 mg GeH3nnos ankoxon BB Bedka aMITysia. Moxe aa mpuyiHM
allePriu4yHH PCaKLHH.

OO0npHeTe ce kbM Batug nexap wiu (papMaiieBT 3a CHBET, ako cTe¢ OpeMeHHa WIH KbpPMHTE, HITH
umare 3abonarane Ha yepHua qpob, 3a1m0To ronemu KonugecTsa OEH3HIOB aTKOXOJ MOTAT 4a ¢
HATPYNAaT B opranu3Ma BH U MOXe Na NPHYHHAT HeXellaHa peakums (HapeueHa ,MeTaboIUTHA

aupaosa’).
4.5 Bsaamo/elicTBAE ¢ IPYTH JEKAPCTBEHH NPOAYKTH H APYTrH ¢opMH HA B3aHMOAeHCTBHE

OnucanuTe B3auMoAeHCTBHA BKIIOYBAT T€3H, HAOMOAABAHH TIPH AHKIO¢EHaK HHKSKIIHOHEH Pa3sTBOp
H/WIH JPYTH JEKapCTBEHH QOPMH HAa THKIOQCHAK.,

Habniodasanu e3aumodeticmeus, koumo mpabea ce umam npeosuo

Moman uHxubuTopy Ha CYP2C9

Heo6Xx0a1uMO € IIOBHILIEHO BHAMAHHE, KOTaTO JHKIO(EHAK Ce MPEANNCEA 3a6HO ¢ MOIIHH
uaHxuOuTopy Ha CYP2C9 (xaTo BopHKOHa30/1). ToBa MOXeE Aa J0BEAE M0 3HAYHTENHO MOBHIICHAS HA
MUKOBATA T1A3MEHA KOHLICHTPALHA H HA EKCIIOIHIMATA Ha AMKIo(EHaK IopagH HHXHOHpaHe na
MeTabonH3IMa My,

Jlnruii )
Ilpu enHOBpeMeHHa yHoTpeba AHKIogeHaK MOXE 13 YBEJIUYH IUTA3SMECHHTE KOHLIC!
IIpenopbuBa ce MOHHTOpHPAHE HA CEPYMHHTE JIHTHECBH HHBA. {

JUTOKCHH




[Tpu enHoBpeMEHHA yrioTpeba AHKI0(eHaK MoXKe 13 YBEeJIHYH IWIa3MEHHTE KOHICHTPAlMM Ha
aurokcuH. [Ipenopryga ce MOHUTOpUPaHE HA CEPYMHHTE [IHTOKCHHOBH HHBA.

JAypEeTHIIH 1 aHTHXUIICPTCH3NBHH CPEACTBRA
Kakto u npu apyrure HCIIBC, egHoBpeMeHHaTa yrioTpeba Ha AMKIOQEHAK ¢ ZHYPETHIH HIH

AHTHXMIEPTEHIHBHH cpeactea (Hanp.Oera-Onokepu, HHXHOUTOPH HA aHTHOTEHIUH KOHBEPTHPAIIKS
er3uM (ACE- uHXMOUTOpH) MO3Ke 1A IOBEAE A0 MOHIKABAHE HA TEXHHA AHTHXHMIIEPTCH3HBCH C(QIeKT.
ETo 3amto TakuBa koMOHHALMH TpAOBa 12 C€ H3IOI3BAT ¢ IOBHIIEHO BHHMaHHE W KPbBHOTO HaNATAHE
Ha naumeHTHTE (0COGEHO HAa TE3H B CTapyecka BB3pacT) TpAOBa ja ce npocieaBa peIoBHO.
[NaupenTrTe TPpaGBa Aa MPHEMAT AOCTATEYHO KONUMECTBO TEMHOCTH H OBOpeyHaTa uM QyHKIHA 13 ce
NPOCHEAARa PSOBHO B HAYAIOTO Ha KOMOMHMAPAHATa Tepanys, KakTo ¥ TIEPHOAWGHO CIIeA TORA,
ocobeHo npu pueM Ha auypeTuitd # ACE uHxnGrTopy, nopany NOBHIIEHHS PHCK OT
HePPOTOKCHYHOCT, CBITBTCTBAILOTO JICUCHHE C KATHH-ChXPaHABallH NHYPSTHLUH MOXKE Aa noBeje A0
XMIICPKATTHEMHS, KOETO H3UCKBA 4ECTO MOHHTOPHPAHE Ha cepyMHHTe HHBA Ha Kayuii (B.Touka 4.4).

KJIOCIIOPHH # JAMYC
HuxnodeHak, nonobuo Ha gpyriure HCIIBC, Moxe na 3acHiIH HEQPOTOKCHUHOCTTA HA LIHKIFOCIIOPHH
H TAKpOJAHMYyc NopaaH ediekta My BBPXY 6b0peunnTe npoctarnasauun. Eto 3auo tpabea aa Obae
NPEAMHCEAH B NO-HUCKH J03H HAa MALMEHTH, NpUeMaliy UHKIOCHIOPHH H TAKPOITHMYC.

JlexapcTBa, 3a KOMTO ¢ H3BECTHO, Y¢ NPHIUHABAT XHIEPKATHEMHAA

ChIBTCTBALIOTO JICYEHHE C KATHH-ChXPaHsBalilH JHypPeTHLH, WAKJIOCTIOPHH, TAKPOJHUMYC HITH
TPUMETONPHUM MOXKE 14 Ce ACOLMMPA ¢ YBEITMHEHW HHBA HA CEPYMHHI KATHH, KOETO HIHCKBA HECTO
MOHHTOpPHpaHe Ha cepyMHHTE HHBA Ha KajHi (Bxk.Touka 4.4),

XHHOJOHOBH AHTUOAKTEPHA/IHH JIEKAPCTBEHH NPOAYKTH
Cpo0IaBaHy ca OTIETHH ClTydaH Ha FbpYoBe, KOHTO BEpOATHO ¢€ ABDKAT HA €JHOBpEMEHHATA

ynotpefa Ha xunosouu u HCITIBC,

Ouareanu gzaumoodeticmeun, Koumo mpabea oa ce umam npeoguo

Hpyru HCTIBC ¥ KOpTUKOCTEPOUAH

EnxoBpeMeHHOTO MPWIOKEHHE Ha qukinogeHak ¥ Apyrk cucteMand HCIIBC win KOPTHKOCTEPOHIH
MOMKE 713 TMIOBHIIHM YECTOTATA HA FACTPOMHTECTHRAITHHUTE HEKENIAH! peaKLiMK {BXkK. TouKa 4.4).

AHTHKOATYJIAHTH W AaHTHTPOMOOLIMTHY CPEeICTRA.
INpenopsuBa ce NOBHIIEHO BHHMAHKE, ThHii KATO eJHOBPEMEHHOTO MIPHIOKEHHE MOJKE JIA NOBUIIH

pHCKa OT KbpBeHE (BXK. Touka 4.4). Bhnpeky ye KTHHHIHHTE M3CICABAHUA HE TIOKA3BAT, 4¢
AMKTIO(PEeHAK MOBITHABA NeHCTBUETO HA AHTHKOATyTaHTUTE, UMa ChOOIEHHS 338 MOBHILEH PHCK OT
KPBHBOMIIHE MIPH MALMENTH, KOMTO NOTy4YapaT €JHOBPEMEHHO AWKIOPEHAK H aHTHKOoArynanTH. [1o
Ta3H MIPUYHHA CE MPeNOoPhYBa BHUMATETHO HAOIOACHUE HA TAKUBA TAUMEHTH.

CenekTHBHH HHXHOMTOPH Ha 00PaTHOTO 3aXBalllaHe HA CepPOTOHHMHA
EaHoBpeMeHHOTO npuiiarane Ha cicteMHd HCIBC, BRIFOUHTENHO AHKAO(EHAK, H CEIEKTHBHH

HHXUGHTOPH Ha O0PaTHOTO 3aXBalllaHe HA CEPOTOHHHA MOXE Ja TIOBHLUHM PHCKA OT CTOMAIIHO-9PeBHU
K{YEBOWTUBH (BA. Touka 4 4).

AamuanabeTnn nexkapcTBeHH NPOIYKTH
KnHEyYHM NpoyyBaHus MOKA3BAT, 4e AMKIIo(peHak Moxe aa ObAE MpHNarad efHOBPEMEHHO C

niepopanuy aHTHAHabeTHH NMpOIYKTH §e3 aa ce MOBIHABA TEXHUA TEPaNeBTHUCH edekT. BEIpeKkH ToBa
¥MA OTNENHH CHOOIEHHSA KAKTO 3a XUNOTIMKEMHYEH, TaKa 1 338 XHIEePIVIHKeMITIEH e(PEKT, HAjaraill




MeTtoTpexcar
HNuknodeHak Moxe na HHxuOupa TyOynHHs OBOpedeH KIHPBHHC HA METOTPEKCAT KAaTo 110 TO3H HaYHH

HHBATA Ha METOTPEKCAT ce MoBHIIARAT. [Ipenoprusa ce nopueHo BHuManue, koraro HCIIBC,
BIUTIOUMTEJTHO AHKNI0(EHaK, ce TIpHiara B MHTepBal o-Mamek ot 24 Jaca NMpeaH Wik el
[PHI0XKSHHE HAa METOTPEKCAT, Thi KaTO KOHLICHTpAllMATA Ha METOTPEKCAT B KPBBTA MOKE J1a C€
MIOBHIIIH, KOSTO J1a OBHIIH TOKCHYHOCTTA MY.

DeHUTOHH
ITpu enHOBpeMeHHATa yNoTpeba Ha GeHUTOMH ¢ JUKIIOPEHaK ¢e IPENophIBa MOHMTOPHPAHE Ha
MIa3MEHMTE KOHLIEHTPalMH Ha (PEHHTOMH MOPaAy OYAKBAHATA MOBHIIEHA SKCMOSHIMA HA (PEHHTOHH.

Hupykropu na CYP2C9

[IpenopruBa ce NOBHILIEHO BHHMAHME KOTATO JHKIO(EHAK € PEANNCAH eJHOBPEMEHHO ¢ HHAYKTOPH
Ha CYP2C9 (xaro pHpaMIHIIFAH), Thil KATO MOXKE Aa AOBEE OO 3HaUYHTENIHO HAMAIIABAHC Ha
IUIa3MEeHaTa KOHIIEHTPALMA H eKCIIO3HIIHATA HA JTHKJIO(EHAK.

4.6 ®epTHAATET, 5PEMEHHOCT B KbpPMEHE

XKenu ¢ eTepoacH NOTEHIHA
HsMa naHHH, KOWTO ha apeAnoiarar HAIKAKBA NPENOPbKH NIPH XEHH ¢ AeTepoAeH NOTEHITHA.

BpemenHoct
Hma HegocTaTh4HO JaHHH 33 YIOTpebaTa Ha qUKNOheHaK TpH OpeMEHHH KEHH. ‘

MuxubupaneTo Ha IPOCTArIAHAMHOBHA CHHTE3 MOYKE 1a OKaxke oOpaTHM edekT BppXy OpeMeHHOCTTa
H/HWIK pa3BHTHETO Ha eMOprOHa/TUIoAa. JJaHHHTE OT CHHASMHOIOFHYHHATE POYYBAHHA IIPEAYIONIarar
IOBHINCH PUCK OT abOpPT H 0T CHPACYHH MATPOPMALIH ¥ FaCTPOCXH3a CIICA ymoTpeba Ha HHXHOUTOp
Ha npocTarnagauHoBHs cHHTe? (kato HCTIBC) B panHa OpeMeHEOCT. BBEnpekH ToBa, 001uTe NaHHHA
He ca yOoequTenHu. AOCOMIOTHHAT PHCK 33 CHPACYHO-CBAOBA MAIPOPMALHA Ce MOBHINABA OT N0~
Manko oT 1% mo npubnusurendo 1,5%.

CuaurTa ce, 4e PHCKBT CE YBEIMYARA ¢ J03aTa M MPOXBJDKHTEAHOCTTA Ha ipHeMa. B onuTH Ha JXKHBOTHH
€ YCTAHOBEHO, Y€ NPWIaraHeTo Ha HHXHOWTOp Ha NpOCTArJIAHIHHOBHS CHHTE3 BOJM A0 NIpe- H
NOCTHMILTAHTAIMOHHA 3aryba u eMOpHodeTaleH eTaIHTET.

B qonsaHenHe ce ¢h0o0Iana 33 NOBHLIEHA YECTOTA HA PAIHYHHE Mal(hopMaliiH, BKITIOYHATETHO
CHPAEYHO-CHIOBH, IPH KHBOTHHTE, MOMYYaBAJIH HEXHOHTOP HA NPOCTANIAHAHHOBHS CHHTES B
nepHoIa Ha opraHoreHesara. IIpe3 mppeHs H BTOPHS TPHMECTHP Ha GpeMeHHOCTTa AMKIO(eHAK He
TpaOBa 1a ce MPHEMa OCBEH AKO He € KpafHO HAIOKHUTEIHO H CaMO ako O4aKBAHMTE TI0JI3M 3a MalikaTa
HAJBHUINABAT PHCKOBETE 34 IUI0Ja. AKO IHKIOJEHAK Ce NMPHEMA OT XKEHA, KOATO LIIEHACOYCHO BCKA
na 2abpeMeHee WM € GpeMEHHA B ITEPBUsA WIH BTOPUS TPHMECTED, A03aTa TpAOBa 1a € Rh3MOXKHO
Halti-HHCKAa M NPOABDKHTETHOCTTA Ha NPUEMA BE3MOMXKHO HAH-KPATHK.

Ipe3 TpeTus TPUMECTHP Ha GPEMEHHOCTTA MPHEMBT Ha BCEKH HHXHOWTOP Ha MPOCTarIaHAHHOBUA
CHHTE3 MOXe J1a HAI0XKH IUIONA Ha:
— KapIHOIY/IMOHAPHA TOKCHYHOCT (C MpeXIeBPEMEHHO 3aTBAPIHE HAa TYKTYC apTepHo3yc H
GenonpobHa XHNIEPTOHNUA );
— 656peuHa AHCHYHKIMA, KOATO MOXe JIa TporpecHpa 1o OB0pedHa HeAOCTATHUHOCT ¢
OJIMTOXKZPOAMHHO34;
MaiKaTa B Kpasd Ha OpeMEHHOCTTa H HOBOPOICHOTO Ha:
— BB3MOXKHO yALDKABaHe Ha BPEMETO HA KEPBECHE, aHTHAI PETAHTHHAT e(DEKT MOXKS Aa HACTHIH
JOPH IPH MHOIO HHCKH AO3H;
—MHXHOUpaHe Ha MATOYHHTE KOHTPAaKI[HH, KOETO BOOH J10 3a0aBeH WM yABIDKCH
npolIec.
Kakro u npu apyrute HCTIBC, aukiodeHak ¢ TPOTHBONIOKA3AH TIPE3 TPETHA TPHMEC)
OpeMeHHOCTTA. '
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[Tono6Ho Ha apyru HCTIBC muxnodeHak nmpeMHHaBa B MAHYHHOTO MJITKO B MAJTKH KoJIM4ecTBa. ETO
32010 AMKIo(EHaK He TPAOBA Ja ce NPHIAra 0o BPEME Ha KbPMEHE, C LIEN Aa ce M30erHaT HexkeslaHuTe
eheKTH BEPXY KBPMBUETO.

Qeprunurer
Kakro npu apyru HCIIBC ynorpeGara Ha qukiiodeHak Moxe Ja NOBAHAS GEePTANHTETA NIPH KCHA H

34TOBA He ce MPEenopLuBRa yIoTpeSara My NpH HKeHuU, OHTBAH fa 3a0peMenesT, IIpu xenu ¢
TPYAHOCTH NpH 3a6peMeHsBaHE WM TAKHBA, KOHTO IIPOBEXAT H3cie BaHus 3a Ge3rionne, TpAOBa 1a
ce OOMHCITH NpeKpaTABAHE HA JICUEHHETO ¢ THKIO(EHaK.

4.7 EdexTd BupXy cnocofuoctTa 38 modHapane ¥ pabora ¢ MalIuHn
HenpuiomuMo.

4.8 Hexenann texapcTBeHN PeaKnEN

TabauuHO npeacTapAHe HA HEXKETAHHTE JICKAPCTBEHH peaKiHH
HexenaHute NekapcTBeHH PEAKUHH OT KIIHHUYHY NPOYYBAHUA W/WIH CTIOHTAHHH JOKIIaJH HIH

nureparypHy HaTouruid (Tabmma 1) ca w3bpoedu no cucTemo-opraniu Kinacose cnopen MedDRA,
BEB BoAKO MPYITHPAHE IO MeCTOTA HEKETAHWTE JEKapCTBEHH PEdKIHH Ca ITPEACTABCHH B HH3XOAIN
CTOpEN TAXHATA TeXeCT. B NombiHeHNe KATErOPHATA HA Y€CTOTATd, CHOTBETCTBAlA HA BCHKA
HeXKe/TaHa peakiis ¢e ocHOBaBa Ha cieaHarta kinacuduxamusa (CIOMS II):

CleauuTe HeXKeNTaHH peaKilMy BKINOYBAT TaKHBA, ChoOINaBaHH 3a JHKON(eHaK HEKCKIMOHECH PA3TROP
H/MITH APYTH JIeKapCcTBeHH GOpMH HA JHKNO¢EHAK KAKTO NPH KpaTKOTPadHO, TaKka M MpH TI0-
NPOABJDKHTEHO JICUEHHE © JHKITO(PEHAK.
Tabauua 1 - Hexenanw nexapcTseHH peaxuuu
Hudexunn 1 nudecTanan

MHOTO penxH Afcliec Ha MACTOTO Ha HIDKEKTHPAHE

C HEH3BECTHA Y€CTOTa Hekpoza Ha MACTOTO Ha HIDKEKTHpaHe
Hapymenns 52 KPbBTA B AIBMPHATA CHCTEMA

MHoro peaxH TpoMOoLUHTONEHH, JICBKONCHUS, AHEMUS

(BKIIOUHTETHO XEMOJIMTHYHA M aILTaCTHIHA
aHeMH# ), arpaHyJIOLHTO3a

Hapymienus HA AMYHHATA CHCTEMA
Penxu CBpBXYYBCTBUTECITHOCT, aHAQDHAAKTHIHH H
aHRQWIAKTOMIHM PEAKLIMH (BKITIOYHTENHO
XHIIOTOHHA H LIOK)

Mmuoro peaxu ARTHoeleM (BRMIOMHTENIHO OTOK Ha JIAIETO)
IlcHXHY1HH HAPYHICHHS
MBmuoro peaxu HezopueHTatus, JeTpecus, 6e3ChHHE, KOIIMApH,

pa3apa3HATECIIHOCT, ICHXOTHYHH HapYIICHH

Hapymenns Ha HEPBHATA CHCTEMA

YecTH I'naBobosne, 3aMagHOCT
Peaxn CBHIHBOCT
MHoro peaku Ilapecresusd, HapyllieHHA Ha NAMETTa, I'EPYOBE,

TPEBOKHOCT, TPEMOP, aCCIMTHYCH MEHHHIHT,
AACTEY3HA, MO3BUHO-ChAOB HHIHACHT

Hapymenun Ha 09HTE

Muoro pemkH 3pHTEJIHO YRpEXKAAHE, 3AMBIJICHO 3peHHE,
JHILIONHS '
Hapymenus Ha yxoTo H JalHpanTa
Yectn Bepturo
MHOTO pejKH TuHuTYC, HApYLIEH CIyX

ChbpaeuHH HAPYIICHHS
Hevectu®: MuokapaeH HH(papKT, ChpAeYHa'




HEJIOCTATHYHOCT, NAAMUTALHM, OONKA B I'bPANTE

C HEeH3BeCTHA YeCcTOTAa

CunapoM Ha Kynuc

CbI0BH HapYIIeHHSA

MHoOTO peJKH XHIIepTOHHA, BACKY/IHT
PecnHpaToOpBHE, IPHAHE H MEAHACTHHATHE
HAPYIICHAS
Penxu Act™a (BKIIOUHTETHO JUCITHEs )
MHOIro peaku [THeBMOHHT
CroMamHo-1peBHH HAPYIMESHAS
HectH ["ageHe, MOEpPEIIANE, AHAPYA, THCTICTICHY,
KopeMHa fonka, (uiaTyneHIpd, HAMATEH aneTHT
Penxu ["acTpHT, KBPBEHE OT CTOMALHO-YPEBHAA TPAKT,
XeMaTeMesa, KbpBapa JUapHi, MeneHa, CTOMAllHa
HJIH YpeBHa A3Ba {ChC M D€3 KBpBEHE,
CTOMALIHO-YPEBHA CTCHO3a WiH nepdopalu,
KOETO MOXKE [1a AOBeAE A0 NEPUTOHHT)
Mnoro penxn KomHT (BKIIOYHTENHO XEMOparuieH KOJIHT,

MCXEMHYEH KONHT H ex3auepdaiud Ha yaueposeH
xosut M Oonect Ha KpoH), 3anek, CTOMATHUT
(BKIIOUYUTENHO YILEPO3EH CTOMATHT), TTIOCHT,
HapylIeHHa Ha XPAHONPOBOAA, ANapparManio
4peBHO 3a00/1BaHe, AHKPEATHT

XenaToSuJIHAPHE HAPDYIICHHSA

YectH IToBHIIeHH TpaHCaMHHA3H
Penxwm XenaTtuT, KXWITSHHLA, YepHOAPOOHH HAPYIICHHS
MHoro peaks DynMUHAHTEH XEMATHT, YePpHOAPOOHA HEKPO3a,

yepHOoAPOOHa HEAOCTATHYHOCT

Hapynienns Ha KOXKATA H NOAKOKHATA ThKaH

YecTn Obpus
Penxu Y pTHKapus
MHOTO peakH BynoseH aepMaTHT, €K3€Ma, EPHTEMA,

MyJITHhOpMEHA ePHTEMA, CHHAPOM Ha Stevens-
Johnson, TOKCHYHa eHACPMaliHa HEKPOTH3a
(cuagxpom Ha Lyell), exconuaTHBeH AepMAaTHT,
ATONEIMS, PEaKiyy Ha POTOTYBCTBHTENHOCT,
nypmypa, Henoch-Schonlein mypmypa, cepbex

Hapymennan Ha ObOpennaTe H IHKOIHHATE
OLTHINA

MHoro peaku

OcTtpa 6B0pedHa HEZOCTATHYHOCT, XEMATYPHA,
NPOTCHHYPHA, HEPPOTHYEH CHHIPOM,
TyOyJI0HHTEpCTHLIMANCH HedpuT, OLOpeuHa
nanwiapHa HEKposa

O6mu sapymenns 4 ¢pekTH HE MACTOTO HA

IIPHJIO?HBHIIE
YectH Peaxiyis Ha MiCTOTO Ha NpuaAcKeHue, 60JKa B
MACTOTO Ha [PWIOKEHHE, BTBHP/AIBAHE HA
MACTOTC HA MPHIIOKEHHE
Penku OTOK, HEKpO3a Ha MACTOTO Ha IPHIOKEHHE

*HUudopMariMaTa 33 YECTOTATa OTPa3fABa JaHHH OT MPOTB/DKHTENIHO JIEUCHHE ¢ BHCOKa A03a (150 m

JHEBHO).

Onucanue gHa H30paHy HexxeNaHH JIEKAPCTBEHH PeaKLMH

Amepompombomuunu unyudenmu

JlaHHuTE OT KIMHMYHHTE NPOYYBAHMA H CITHACMHONIOrHYHH JaHHH eJHAKBO COYaT
OT ApTEPHATHH TPOMOOTHYHY CEOWTHA (HaITpUMep MHOKap/ieH HHQAaPKT WIH HHCY

e
| — e




ynoTpebata Ha AuxnodeHak, ocodeHO mpH BHcoka go3a (150 mg AHeBHO) ¥ NPH HPOAB/DKHTEIHO
neuenue (Bx. ToUkM 4.3 u 4.4).

3purennu edexTH

3pHTENHH HapYIISHHSA, KATO SPHTETHO YBpEKIaHe, 3aMbIJICHO 3peHHE HITH JHILIOMNA, H3rIeKAa, 3¢ 2 e(eKTH
ot ctpana Ha HCIIBC u o0uKHOBEHO ca o0paTuMH NpH NPEYCTAHOBABAHE HA TeYEHHETO. BepoATHHAT
MEXAHHM3EM 34 3PHTEHKTE HApYIICHHA € HHXHOHPAHETO HA MPOCTATIABIHHOBHA CHHTE3 H IPYTH NONO0HH
ChEIUHEHHSA, KOHTO IIPOMEHAT PETYIHPAHETO Ha KPhBHKA NMOTOK Ha PETHHATA, KOSTO BOAM A0 NOTCHIHATHH
IPOMEHH B 3PEHHETO. AKO TAKMBA CHMITTOMM C€ TIOABAT MO BpeMe Ha JICICHHETo ¢ AMKnodeHak, MoxXe 1a ce
MIOMHC/TH 38 O¢TanMONOrYEH NPeries, 3a 1a ce W3KNOYAT APYTH NPHIYHHH.

Crobmarane Ha OJO3HPaHH HEXKENAHW PEaKIHMA

Cho0maBaHeTo Ha NOLO3HPaHH HeKEaHH peaKiii Clie/] paipeiliaBaHe 3a ynoTpeba Ha nekapcTBeHHA MPOAYKT
e BaXHO. ToBa 1O3BONABA 13 NPOABLIDKH HAOOAEHHETO Ha CHOTHOINEHHETO TI0J133/PUCK 33 JIEKAPCTREHAA
NpoAyKT. OT MEANIIMHCKHTE CHSHHANNCTH ¢ H3ACKBA Aa ¢hOOINABAT BCAKA NOA03HPAHA HEICTAHA peaKmus
ype3 HALHOHAIHA CHCTEMA 32 chobinapane kbM HM3mpaHATe IHATA areHLNA 110 ICKapCTRaTa, Yi. ,.JamaH ['pyes”
Ne 8, 1303 Codmn, Tea.: +35928903417, yebeatit; www.bda.bg.

4.9 IIpenosupane

CuMOTOMH

IIpenosupaneTo Ha AHKIO(EHAK HAMA TUIIMYHA KJIMHHYHA KapTHHA. [IpenozupaHero Moxe Oa
NPUMHUHYA CUMITTOMHE KaTO MOBpPbIliaHe, FaCTPOMHTECTHHAIIHY KPBBOH3IMBH, IHAPHA, 3aMagHOCT,
THHHTYC HITH I'bPUOBe. B ciTyyaii Ha 3HauMTENTHO OTpaBsHE ca BE3MOKHH ocTpa 656peina
HEAOCTATBYHOCT M HEPHOAPOOHO HAapyIIeHHE.

TepanesTHYHH MEPKH
OsnagaeaneTo Ha ocTpo orpaeiane ¢ HCIIBC, BKmoOYHTETHO THKJIOPEHAK, C& ChCTOH OCHOBHO OT

MOATEPKALH MEPKH M CHMITTOMATHYHO JiedeHHe. [onapp:xamm MEpKH H CHMITTOMATHYHO JIeMeHne
CE MPUIIArar MpH YCIOKHEHHA KATO XHIIOTOHHA, OBOpeuHa HEAOCTATEYHOCT, I'BPUOBE, CTOMALIHO-
YPCBHY HAPYLICHHS H JHXATCIHA AeTIpecHs.

CrnenuanHy MepkH Karo gopcHpasa AHype3a, AHATH3A WIH XeMonepdy3us BepoATHO HE MOMArar InpH
enumuHuApade Ha HCIIBC, pxmouyTenHo ¥ Ha JUKNOQEHAK, 10paaH BUCOKATa CTENEH HA CBBP3BAHE ¢
TUIA3MEHHTE TIPOTEHHH H eKCTCH3HBHUA META0ONH3EM.

5. ®APMAKOJIOTHYHU CBOMCTBA
S.1 PapMaKoAHEAMHAYHHE CBOHCTEA

ATC xon: MO1ABOS
(dapMakoTepaneBTHIHA IPYTIa: HECTEPOHAHH MPOTHBOBBANAIIMTEIHH W MPOTUBOPEBMATHYHH
CpeACTBa, MPOH3BOJAHM Ha OLICTHATA KHCEIHHA H CRHP3aHH BEIIECTBA

MexaHu3zbM HA NEHACTBUE

JTuknak ceappoka aukaodeHak HaTpuii, HECTEPOUAHO BEMECTBO ¢ H3ABEHH NTPOTHBOPEBMAaTHYHH,
NPOTHBORB3NAJIATEITHY, AHANTeTHYHH H AHTHNHPEeTHYHY cBoiicTea. MiHxuGupanero Ha
NPOCTarJaHAHHOBHA CHHTE3, JOKa3aH €KCTIEPHMEHTAHO, € CUMTA 3a OCHOBA HA MEXAHH3IMA MY Ha
nevicTeue. [Ipocrarmanauuirte HrpasT BaxKHa poJIf B IPHYHHATA 33 BL3NAJICHHETO, OJIKATa H
NOBHIIEHATA TEMITEPATYDA.

JHKI0(peHaK HATPHHA HE MOTHCKA In VItro CHHTE3a Ha MPOTEOr/IHKaH B Xpy1liia NpH KOHIEHTPALNH,
¢KBHBAJIEHTHH Ha KOHLEHTPAaLMKTE, JOCTUIAHH NPH XOpa.

MdapMakoaMHAMWYHH €DEKTH
[Tpu peeMaTHYHH 3a00NABAHUA TIPOTHBOBBL3MAIHTEIHATE H AHAIITETHYHH CBOHCTBA
BOJAT AC KIHHHYEH (DEKT, KOHTO C¢ XapaKTepH3Npa ChC 3HAYHTENHO 00/1eKJYapaH




KaTo 6051Ka Py NOKO#, MPH ABIKEHHE, CYTPEITHA CKOBAHOCT M MIOJYBaHe HAa CTABHTE, KAKTO U 0
bYHKUHMOHAIHO nogobpeHue.

Y(¢TaHOBEHO € ChINO, Y¢ AMKIOHEHAK NOKA3BA 3HAYHTENICH aHANTeTHYEH €EKT MPH YMePeHa H TEXKKA
GoNIka OT HepeBMaTHYEH MPOU3X0, ePexT, koiiTo HacTeIBa cneA 15 no 30 MUHYTH.

NuxnodeHak moxaszea H Onaronpusrer eGext NMPH MUTPEHO3ZHH MPHCTHITH.

[Ipu nocTrpaBMaTHYHY ¥ TIOCTONEPATHBHH BE3NATMTENHH ChCTOAHNA AnKIoheHak 66p30 obaexyapa
KaKTO CIIOHTAHHATa 00JIKa, Taka H O0JkaTa NpH ABIKEHHE H HAMAJIsBA [TOAYBAHETO H OTOKA HA
paHaTa.

TTpH e IHOBPEMEHHO NPHIIOKEHHE ¢ ONHOMIH 33 00NIeKYABAHE HA MOCTONepaTuBHATa O0JIKa,
IRKI0(EHaK 3HAUYATENHO HaMaJIABa HYXKJIaTa OT THX.

Jinkaodenak aMmynd ca oco0eHo yI00HH 3a MbPBOHAYANHO JICYSHHE HA BEITIATHTEIHH H
ASTEHEpATHBHH PEBMATHYHH 3a00/I9BaHns, ¥ Ha OoNe3HeHH CHCTOSHHA, AB/DKAUIH C€ HA BE3NaNeHHe
OT HEPEBMATHYEH MPOH3XON,

5.2 PapMaKOKHHECTHYIHH CBOHCTBA

Abcopbuus

Cnea MHTPaMyCKYJIHO MPIWIOKEHHE Ha 75 mg aukiotheHak peopbimara ¢ HezabaBHa K Cpe/IHUTE
1a3MeHH KoHIEHTpauHH ot 2,5 mukporpama/ml (8 micromol/l) ce mocturar cnex oxono 20 MUHYTH.
Pezop6bHpaHOTO KOJIMYECTRO € B THHEHHA 3aBHCHMOCT OT 103aTa.

Koraro 75 mg akknodeHaK ce mpuiara KaTo UHTPABEHO3HA MH(Y3HA 32 2 Uaca, CPeHUTE IUIa3sMeHH
KOHIICHTPALMH ¢a 0koio 1,9 Mukporpama/ml (5,9 micromol/l). Kpatkorpatinure HHy3uH BOAAT 10
N0-BHCOKH TIa3MEHH KOHLIEHTPALMH, JOKATO NIO-TBIArWTe UHPY3HH BOLAT AO IU1ATO KOHLUCHTPAIHHA,
NPONIOPIHOHATHHE Ha CKOPOCTTA Ha BiHBaHe ciex 3 Ao 4 gaca. OOpaTHo, NIPH HHTPaMYCKYJ/THA
HHXKEKIHS, CTOMALIHO-YCTOWYMBH TAGNIETKH HJIM CYNO3UTOPHH, IUTa3MEHUTE KOHLUCHTPaLHK criafaT
O0Bp30 BeAHAra MoOM MaKCHMANTHHUTE HHBA C& JOCTHIHAT.

Ilnowyra mon kpueaTa KoHueHTpalHa-speme (AUC) cinel HHTpaMyCKyAHO HWIH HHTPABEHO3HO
MPHJIOKEHHE € OKOJIO ABa IIbTH MO-TOAAMA B CPaBHEHKE C NEPOPATHOTO HIH PEKTANTHOTO
NPHIIOKEHHE, 3aII0TO OKOJIO IIONOBHHAT2 OT AKTHBHOTO BELICCTBO, IPUETO NIEPOPATIHO WAH PEKTaNHO,
ce MeTabou3Mpa NpH MHPROTO NpeMHHAaBaHe pe3 YepHus apob (“first pass™ effect).

DapMaKOKHHETHUHOTO [IOBEACHHE HE ¢ POMEHS IIPH MHOTOKpaTHO nMpHioxeHne. He ce vabmonasa
KYMYJIHpaHe TIPH CIIa3BaHe HA NMPenopb4YHTeIHHTE JO30BH RHTEPBAJIH.

Pasnpenenenne
99,7% oT JUKIO(EHAK CE CEBP3Ba C IUIa3MEHHTE MPOTEHHH, OCHOBHO ¢ anbymuH (99,4%).

[IpupHaHHAT 06eM Ha pasnpeneneHue ce H3uucnsara Ha 0,12 no 0,17 Vkeg.

Huxnodenak npoHUKBa B CHHOBHAJIHATA TEYHOCT, KBAECTO MAKCHMAJIHH KOHIICHTPALIHH ¢¢ H3MEPBAT
2-4 yaca ciiell JOCTUIaHE HA MAKCHMAJTHH IUIA3MEeHH KOHLUCHTpalmu. EAMMHHAUHOHHHAT NOIYKHBOT
OT CHHOBHAJIHATA TEYHOCT € 3-6 yaca. /[pa yaca crnea A0CTAraHe Ha MaKCUMaIHH TUTa3MeHH HURBA,
KOHICHTpal[HHTE Ha AKTHBHOTO BELLIECTBO CA HO-BUCOKH B CHHOBHATHATA TEYHOCT OTKOJIKOTO B
IJIa3MAaTa ¥ OCTaBaT MO-BUCOKH 33 Nepuox ot 12 gaca.

buorpaHcdopmana

JnxnodeHak ce MeTaboNM3Hpa OTYACTH Hpe3 MIIOKYPOHUPAHE HA MHTAKTHATa MOJIEKYIa, HO
ypes eAHOKPATHO H MHOTOKPATHO XUIPOKCIIHPAHE U METOKCHJINpAHE, BOACIIH IO HAK ﬁﬂ'\w
¢eHonoen merabonura (3 -XHAPOKCH-, 4 -XHAPOKCH-, 5-XUAPOKCH-, 4,5 -AHXHIPOKCH-,
XUAPOKCH-4" -METOKCHIHKIOMEHAK), IOBEYETO OT KOHTO ¢€ NMPEBPBINAT B IIIOKYPOHOS
JIBa OT Te3H (eHOIOBH MeTabONNTH ca OHOJIOFHYHO aKTHBHH, HO B MHOT'O MO-MaKa OTE¢H C o
AUKNO(EeHaK. | ii L ﬁ/ ;




EauMHHHADaHE
ToTamsusaT CHCTeMEH KIMphHC Ha AMKkiiodeHak oT riaaMara e 263+£56 ml/min (cpeana cTOMHOCT +

SD). KpaitausT momyxuBoT B ru1asMaTa € 1-2 daca. Yetupu ot MeTaboaHTHTE, BRIIOUHTE/THO ABATa
AKTHBHH, CBIIO HMAT KBC IUIASMEN NOMyXuBoT or 1-3 uaca. Exnn Merabomar, 3 -xuapokcu-4 -
METOKCHAMKIIOPEHAK, HMa MHOTO MO-ABIBI [UTa3MEH NIONYKHBOT, HO TOH € NPAKTHYECKH HCAKTHBCH.

Oxono 60% ot npunokeHaTa 7103a Ce eKCKPEeTHPAT B YPHHATA KATO IIOKYPOHHAHH KOHIOTATH Ha
HHTAKTHATA MOJIEKYNa ¥ KaTo MeTabOoNHTH, IOBEYETO OT KOHTO ¢a ChILo noAa gopMara Ha
raoKypoHuad. TTo-Manko ot 1% ce eKCKPEeTHPAT KaTo HEMPOMEHEHO BeulecTeo. OcTaHanara 4acT oT
[03aTa C& eNHMUAHMPA KaTo MeTaOOMHTH Ype3 AUTHYKATa BBB delleca.

OcobeHocTH Ha TALTHEHTHTE
Hama criliecTBEHM RR3PacTORH PA3IAKH B pe3opOimsTa, METAOOIN3Ma WIH eTMMHHHpaHETO. BBnpexku

TOBa NIPH MATHK Opoii MauHeHTH B cTapuecka Bb3pacT 15 MHHYTHA HHTPABCHO3HA HHPY3IHA BOOM 10
50% Mo-BUCOKH TUTA3MEHH KOHLICHTPALMH OT OYaKBaHUTE CHIope] ZaHHHUTE 3a MIaIH 3NPaBH
HHAHBHM]IH.

[Tpu nanmedTH, ctpaganm ot 666peuHa HEAOCTATEHHOCT, OT KHHETHKATa Ha eiHHHYHA 038 HE MOXKe
Ja Ce HAITPaBH W3BOJ 3a KyMyJ/IMpaHe HAa HENPOMEHEHOTO BELIECTBO IPH oOK4aiiHa TepaneBTHIHA
cxema. IIpi KpeaTHHHHOB KIHPBHC NO-Markk OT 10 mV/min, y3uucieHnTe paBHOBECHH I1a3MEHH
HHBA Ha XHAPOKCHMETA0ONUTHTE ca OKONo 4 ITbTH MO-BKCOKH OT HOpMaTa. BBApekH TOBa HaKkpad
MeTabONUTUTE CE eTAMHHHMPAT TIPE3 HTHYKATA.

Ips nManueHTH ¢ XPOHHYEH XEMATAT WIIH KOMIIEHCHPAaH4 LHpPO3d, KMHETHKATa H MeTabomiaMa Ha
aHknodeHaK ca CHIIMTE KaKTo NpH nalpeHTHTe 0e3 yepHoaApodHO 3abomsiBaHe.

53 IpeaxTHEEYAE AaHAH 32 (e300aCHOCT

HpeAxIHHUYHHUTE JAHHY OT NPOYYBAHMA HA TOKCHYHOCT NPH €AHOKPATHO H MHOTOKPATHO
NPHIOKEHNE, KAKTO M MPOYYBAHMA HA FTEHOTOKCHYHOCT, MYTAar¢éHHOCT H KaHIIEPOreHHOCT He NOKA3BaT
OTIACHOCT 38 X0paTa NpH H3MNOJI3BaHe Ha NpenophudTe/lHa TepanepTUMHA A03a. HaMa nokasatencrso,

ye AMKIOPEHAK UMA TEPATOreHEH MOTSHLHAT IIPH MHIIIKH, IUTHXOBE W 3aHLH.

JMKTo(eHaK HAMA BIHAHEE BBPXY QepTIIHTETA HA IBX0BE. [IpeHaTanHoTo, NepUHATATHOTO ¥
MOCTHATATHOTO Pa3BUTHE HA NMOKOJICHHETO HE € 3aCETHATO.

6. @GAPMAIEBTHYHM JAHHHA

6.1 CorchK Ha DOMOIMHATE BeIECTBA

N-al.leTHJI].ll-lCTEiHH, OeHIuNoB ANKOXO0JN, MAHUTO/, TPOIMHIICHITTHKOJI, HATPHEB XHAPOKCHI, BOAA 34
HHAKCKIIHH.

6.2 HecnBMecTUMOCTH
He ca d€3BecTHH.
6.3 Cpox Ha rogaoCT

2 TOOHHH.
Ja He ce npHnara cnej H3TH4YaHE Ha JaTaTta, O3Hau€Ha BEPXY ONAKOBKATA.

6.4 Crnennaann ycioBud Ha ChXPAHEHHE

Ha ce ¢bxpangsa nog 25°C.
Ja ce nas3u OT CBETJIMHA.




6.5 JdafnnH 3a OHAKOBKATA
OmnaxoBka, cpaBpAxaIia | wid 5 ammyns ¢ 3 ml MEXKeKIHMOHEH pasTBOP.
6.6 Cuenpajipu NpeAnailin MepKHE NpH H3XBbpIgHe 7 padoTa

Hama cneuyanHu HHCTPYKLHH 3a yrioTpeda.

7. MMPHTEXKATEJ HA PASPEIIEHHAETO 3A YHHOTPEDBA
Hexal AG

Industriestrasse 25
D-83607 Holzkirchen

I'epMaHud

8. HOMEP HA PAPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20030085

9. JJATA HA ITBPBO PASPEMMMABAHETIOMHOBABAHE HA PA3ZPEIIEHHUETO 3A
YIIOTPEBA

JlaTa Ha mepBO pa3peliaBaHe 2a ynotpeda: 30.01.2003

Jlata Ha NONHOBABAHE Ha pazpelueHHETO 3a ynotpeda: 28.02.2008

10. JATA HA AKTYAJIMZHPAHE HA TEKCTA

07/2020




