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KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA 02 /¥ 000 l7

1. MME HA JIEKAPCTBEHWS ITPOIYKT FOOL/ 29-08- 2025

Jmaio®JIEKC 25 mg/ml nipkeKUHOHEH pasTBOP
DicloFLEX 25 mg/ml solution for injection

2. KAYECTBEH M KOJIMYECTBEH CBCTAB
Beska ammysna ¢ 3 ml urkeKIMOHEH pasTBOp chIbpxka 75 mg nuksiodhenak Hatpui (diclofenac sodium).

INomolHu BemiecTBa ¢ u3BecTHO AeiicTBue: 120 mg GeH3WTOB anKOXon B €7HA aMITyna, eTtaHon 96%,
NPONUJIeH MK, HaTpueB Merabucyndur (E223).

3a TBIHUA CIIACHK Ha NOMOILHUTE BELECTBA, BWKTE To4Ka 6.1.

3. JEKAPCTBEHA ®OPMA
HHxeKIMOHeH pa3TBop.

Buctsp, 6e3uBeten 10 6110 KBIT Pa3TBOP.

4, KIMHNTYHA JAHHA

4.1. TepaneBTHUHHA NOKA3aHUS
HATpamyckviiHa HHKEKIHS

3a nedeHue Ha:

- eK3anepbalus Ha BB3MANIUTENIHH U IeTeHepaTHBHH (OPMH Ha CTABHH 3a00NIMBaHUA: PEBMATOMICH apTpPUT,
aHKHMITO3Wpalll CIIOHIWIMT, OCTEOAPTPHT, CHOHAUIOAPTPUT, OOJIE3HEHH CHHAPOMU Ha IpbOHAYHHA CTHIO,
W3BBHCTABEH PEBMATH3bM;

- TIOIarpoO3Ha KpH3a;

- 0p0peuna ¥ JKIIBYHA KOJTHKA;

- TIOCTTPABMATHUHA ¢ TIOCTOIIEPATHRHA 6om<a-, BBIMANCHITE HIH MOAYRAHE;
- TEXKKH IPUCTHIIA Ha MUTPEHA.

Hnartpasenoszna uadyius

Jleuenue win npodUIaKTHUKA Ha MOCTONIEpAaTHRHA GOJTKA B GOJIHHYHH YCIOBHUA.

4.2. lo3HpoBKa H HAYHH HA PHJI0KEHHE

ﬂompoma




Hosara Tpabsa na 6b1¢ HHAMBUIYAJTHO ONpesieNsHa M Aa ObAe npuwiarana Haid-HUCKaTa TepaleBTHYHA 1032
32 BB3MOXKHO Hal-KpaThK NEPHON OT BPEMe.

Hexxenanmre jiekapcTBEHM peaklMM MoraT fa ObJat cBeJIeHH O MHHUMYM upe3 M3II0I3BaHe Ha Hal-HUcKara
edeKTHBHA [103a 32 Hal-KpaTKHUs NEPUOA OT BpeMe, HeOOXOHM 3a KOHTPOIMpaHe Ha CUMITTOMHTE (BIK T.4.4
CrenpanHu npeaynpexaeHus U pena3Hiu MepKH [Ipy ynorpeba).

Buspactau

JAukno®JIEKC 25 mg/ml umkexipoHeH pa3TBop He TpabBa na ce Ipwiara Inosede OT 2 OHH, aKO €
HEeoOXOMHMO JISYEHHETO MOXKeE 1a TIPOIBJIIKH C TAOMETKH.

Yemanoseno cwvpoeuno-cv0060 3aboaseane  unu  3HAYUMEAHU DUCKOBU _(DAKMOPU 30 CbPOCYHO-CbA08

UHHUOeHMN

Jleuenuero ¢ guiodeHaK Karo IsUI0 He ce TpernopbyBa MpH MallMeHTH ¢ YCTAHOBEHO ChPAESYHO-CHIOBO
3abongBaHe WIM HEKOHTPOJIHpaHa XMIepToHHA. IIpr HeoOXOMMMOCT MAIMEHTH C YCTAHOBEHO CHPIEYHO-
ChI0BO 3a00NABaHe, HEKOHTPOJTMPaHa XUIIEPTOHHUA WITH 3HAUUTEIHH PUCKOBH (DAaKTOPH 3a ChPACYHO-CHAOB
WHLMAEHT TpaOBa fa ce NeKyBaT ¢ AMKIOQeHaK caMo clie] BHUMaTellHa npelieHKa ¥ B 1031 < 100 mg mHeBHO,
aKO JISYEHHETO MpOABIKaBa TTOBEYE OT 4 ceIMULIM (BK. Touka 4.4).

Bvbpeyno vepescoane

IIporuBonokazaHa e ynorpebara Ha IUKIO(eHaK NPpH NALHeHTH ¢ 6B0peuHa HeOCTATEYHOCT (BXK. Touka 4.3
,1IpoTuBOnOKazanus").

He ca mposexxnaHu npoyvBaHHs CIIELHATIHO NPX NalHEeHTH ¢ 6B0peuHO yBpexkIaHe, OpajH KOeTo He MOraT
Ja ce AaaaT cneurdUYHH NPenopbKH OTHOCHO KOPUTHPaHeTo Ha fo3aTa. Heo6X0auMOo € TTIOBHIIIEHO BHHMaHHE
IIPH NpWJIaraHe Ha AHKIodeHaK NMpH MalHeHTH ¢ JIEKO 10 yMepeno O0nOpeurno yBpexknane (BxK. Touka 4.4
,»CHelnHalHy IpeRynpekIeHus U Mpeana3Hi MepKH ITpy yrnoTpeba™).

Yeprodpobuo vepexcoane

IIporuBonokasana e ynorpedarta Ha UKIOdEHaK IPH NMALWEHTH ¢ YepHOApOoOHa HEAOCTATHYHOCT (BXK. TOUKA
4.3 nmporuBonoKazanus").

He ca nposesxnany Npoy4BaHHs CHELHATHO NPH NMALMEHTH ¢ YepHOOpOOHO YBpeXIaHe, MOpaad KOeTo He
MoraT Aa ce Jajar crneludHYHH Npenopbkh OTHOCHO KOPUIHpaHeTo Ha no3aTta. Heobxoaumo e noBHiueHo
BHMMaHHE ITPH NPUJIaraHe Ha JHKI0(GeHaK NP NAlMEeHTH C JIEKO 10 YMePeHO YepHoApobHO yBpekaane (BK.
Touka 4.4 ,,Crienuaiioy OpenynpeKaeHys 1 NIpedllasHi MEpKHU NpK ynotpeba').

Hauwe Ha npunoxeHne

Humpamycryana unocexyus

3a ja ce u3berHaT yBpeXIaHHs Ha HEPBHM WM JPYrH TBKAaHM Ha MACTOTO Ha MpHIIOXKEHHe, TpsAbBa 1a ce
CIIa3BaT CJAECIHHUTE TPEIIOPBKY:

IlpenoppunrenHara 103a € eAHa amITysa OT 75 mg IHEBHO, MPHIOKEHA IBI00KO HHTPAryTealHO B FOPHHA
BBHIIIEH KBaApaHT. [Ipy TexkH cityyan (Hamp. KOJTHKH) THEBHATA /1033 MOXKE I10 H3K/IIOUSHHE 1A Ce MOBHINH
Ha J(Be MHDKEKIMHM OT 75 mg, pas/ielieHH ¢ MHTepBaJl OT HAKOJKO 4aca (110 ejHa BBB BCeKHd riyreyc). Jpyra
BB3MOJKHOCT € KOMOMHMpaHeTO Ha egHa amiyiga 75 mg ¢ JApyra JiekapcTBeHa ¢opma nmcno@eHaK

rociefiBala npyu Heobxoaumoct oT Tadjetkn o 100 mg B chinus aeH. ObaTa 103a
175 mg npe3 MLPBHA ACH.
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Humpasenosna ungyzus

Hukno®JIEKC 25 mg/ml unxekuuoHeH pa3TBop He TpsbBa fa ce Mpuiara KaTo MHTpaBeHO3Ha Gonyc
HIKekus. Hemocpencrseno npenu vHpy3uaTa, pa3TBOpBT Ha qukiodeHak Tpsabea ma ce paspeam ¢ 0,9%
pasTBOp Ha HATPHEB XJIOpUI MK 5% pa3TBOp Ha IMOK03a, Gydeprpan ¢ HaTpues 6ukapbonar. I[Ipenoppusar
Ce J1Ba aNTEepHATHBHM JO30BH PeXXHMMa 3a AMKIOo¢EHAK MHXKEKIIMOHEH Pa3TBOp. 3a JieueHHe Ha yMepeHa 1o
CUJIHA mocTonepaTuBHa Gonmka TpabBa Ja ce mpuiokaT 75 mg 3a mepuon ot 30 mMuHyTH no 2 vaca. [lpu
HeoOXOMMOCT JIEYEHHETO MOXKE 114 Ce MOBTOPH CJIe/l HAKOJIKO Yaca, HO 103aTa He TpsOBa na Haneuimasa 150

mg 3a 24-4acoB Mepuo.

3a npodurakTUKa Ha MocToNepaTHBHA OOJKa ce mpujiara HaToBapBaila mo3a oT 25 mg no 50 mg cuex
oTiepalMATa 3a epHoj oT 15 MuHyTH 10 1 yac, mocneaBaHO OT MPOABIKHTETHA MHGY3HS Ha 5 mg Ha Yac 10
MakcHMaJlHaTa AHeBHa 1032 oT 150 mg.

,Qega U IOHOULU

Hopanu Bucokara nosa auiinodenak, Auwio®JIEKC 25 mg/ml urkeKUHOHEH pa3TBOp He € MOIXOAANl 3a
JeLa U FOHOIIH.

4.3. IlporuBonokazanus

- CBpBX4yBCTBHTETHOCT KBM aKTUBHOTO BEHIECTBO KIIM KbM HSAKOH OT MOMOIIHHTE BELIECTBA, H30POEHH B
TOUKa 6.1.

- AKTHBHa CTOMalllHA WM YPEBHA A3Ba, KbpBeHe MU nepdopaiis (Bxk. Touka 4.4 u 4.8).

- JlaHHW OT aHamMHe3aTa 3a KbpPBEHe WIH nepdopawuus OT cTpaHa Ha CTOMAIIHO-YPEBHUS TPAKT, CBBP3aHH C
IpeldiIHa Tepanus ¢ HeCTepOHIHHM TNpoTHRoBR3nanuTenHu cpeictea (HCIIBC). AkTuBHA WM MHHANa
pPEeKypeHTHa MeNTHYHA S3Ba/KPBBOM3IMB (JIBAa WIM [10BEYe OTOEIHU €MH30[a Ha [OKa3aHa YIIeparus HiM
KbpBEHE).

- llocneneH TpuMecTbp Ha GpeMeHHOCTTA (BK. TOUKa 4.6).
- YepHoapoGHa HEAOCTATHYHOCT.

- brOpeuna HegocTaTHYHOCT.

- Texxka cepaedHa HegocTaTEYHOCT (BK. Touka 4.4).

- VcraHoBeHa 3acToHHA cbpiedHa HepocTarbyHocT (NYHA TI1-1V), mcxemumuna GonecT Ha ChHpIETO,
neprdepHo apTepuaHo 3ab0oNsTBaHe W/HIH MOZBLUHO-CHI0BA GONECT.

- KaxT1o u ocrananuTe HectepougHHM npoTHBOBB3ManutenHu cpeactea (HCIIBC), nuxinodeHak chuio e
NPOTHBOTOKA3aH MPH MAllMEHTH, TIPY KOMTO MPUCTHIIM HAa aCTMa, YPTHKapUs WIH OCTHP PHHHT Ce TTPOBOKHpAT
oT auerwicanuuunosa kucenuna win apyru HCIIBC (Bx. Touku 4.4 1 4.8).

4.4. CnenHAJIHH NpexyNpeXIeHHA H NPeANa3Hd MePKH IPH ynoTpeda

Hexxenanute NekapCcTBEHW peakil MOTatr Aa ObIAaT CBEOEHH A0 MMHHMYM KaT
CUMITTOMMTE CE NPUJIAara Bb3MOXKHO Hail-HHUckaTa eeKTHBHA 1032 338 BE3MOXKHO Hall-Kp
(BmxTe T. 4.2 ¥ NMO-A0IIy OCOYEHNTE CTOMAIITHO-YPEBHU M CHPIASYHO-CHAOBH PHCKORE)
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HanHﬁBI/IHT MCTa6I/ICyJ'I(1)I/IT, INpUCHCTRAIL B HHXKEKIITHOHHUA pasTBOpa KaTO IIOMOITHO BEHICCTBO, MOXKE CBHIIO
Aa JOBEAC 1O H30JIUPAHU TEXKKH PEAKIUH HA CBPbXYYBCTBUTCIIHOCT H 6p0oncna31,M.

Auxino®JIEKC 25 mg/ml nHkeknuoHeH pasTBop He OMBa @ ¢ MpeAnHcBa Ha HEIOHOCEHH W HOBOPOIEHH
Jena. beH3HIoBUAT aj1K0X0J MOXKe Jia IPeIH3BHKA TOKCHYHH W aHadMIaKTOWAHH PeakUWH TIpH Jetia moj 3-
FOAMIITHA BB3PAacT.

Tosu nexapctBen mpoxykr cpabpska 10 06. % eranon (ankoxon), T.e. 10 300 mg Ha mosa (3 ml),
CBHOTBETCTBAILY Ha 6 ml 6upa wnu 2,5 ml BuHO Ha H03a. BpeeH 3a cTpajaiy ot ankoxonu3sM. [la ce B3eMe
npeABU]] IpY OpeMeHHHM U KbPMadKH, Jella H BHCOKOPHCKOBH TPYIH KaTO NMALMEHTH ¢ YePHOAPOOHHM
3a00NIRaHUS HITH €TTHJICTICHS.

To3u nekapcTBeH NpoAYKT chabpkKa mo-Maiko oT 1 mmol Hatpuii (23 mg) Ha 7032, T.€. 10 CHILECTBO 'Ge3
ChIBPIKAHUE Ha HATPHIA'.

Pecnupamopnu epexmu (npeoxoacoaiua acmma)

IIpu nanmenTH ¢ acTma, CE30HEH aAJIEpriyueH pUHHT, TIOAYBaHe HA HA3aTHATA JTHTABULA (T.€. Ha3aTHH MOJHUIIN),
XpOHHYHA 0OCTPYKTHBHA GestoipobHa 6oJ1ecT HiIH XpOHHYHH HHGEKIUH Ha pecnUpaTOpHUS TPakT (0cobeHo
CBBP3aHH ChC CUMIITOMH, MOJ0OHM Ha ajepruueH puHUT), peakiuure kbM HCIIBC kato exsanepbamms Ha
acTMa (T.Hap. HEMOHOCHMOCT KbM aHANTeTHLW/AHAITeTHYHA acTMa), 0TOK Ha KBUHKe MM ypTUKapHs ca no-
YeCTH B CPaBHEHHE C APYTH MauueHTH. ETo 3amo npu Te3u NalyeHTH ce NMpenopbyBaT CHELHATHA MEePKH
(roroeHoOCT 3a cremHa nomoin). ToBa ce oTHacd W 338 NAUMEHTH, aIEPrHYHH KbM IpPYrH BELIeCTBa, H
pearupaiiy ¢ Hamp. KOXXHH peaKiMHy, chpOex HTH YPTHKAPHSL.

CrnenyanHo BHUMAaHUWE CE npenopbvyBa, KOoraro L[I/IKJIO(i)eHaK ce IIpujara nape€HTepailHO Ha NalHUCHTH C
6p0HXI/IEUIHa acTMa IropajH pucKk oT eK3auep6auHH Ha CHMIITOMHUTE.

Cmomawmno-ypesHu epexniy

IIpu Benuxkn HCIIBC, BrumtountenHo quknodeHak, € ChobIaBaHo 3a CTOMAaIIHO-YPEBHO KbPBEHE, YIllepalius
WM nepdoparys, KOHTO Morar Aa Ob1ar 1 GarajiHy U [a ce MOSBIBAT [0 BCAKO BpeMe B X0JIa Ha JICYEHHETO
KaKTO ChC, Taka Oe3 mpenynpeIuTeNnHH CUMIITOMH HITH TIpeIXOXKalia aHaMHe3a 3a CEpPHO3HH CTOMAIUHO-
uypeBHH 3abonsaBanus. Hali-06110 nmocnencTemaTa ca no-cepHoO3HH MPH MALMEHTH B CTapuecka BB3pacT. AKO B
X0/la Ha JiedeHye ¢ NUKtodeHaK ce ChobIIH 3a KEPBeHe WK YIILepallis, IPHeMbT TpAOBa J1a ce NPeYyCTaHOBH.

Kakro npu Benyxu HCTIBC, BrumtounrtenHo qukinodeHak, € 3aIb/BKUTETHO CTPOro MEIHIIMHCKO HabioaeHe
KaTo € HeoOXOIMMO CHelMaJIHO BHUMAHHE IIPH NpeJIHCBaHE Ha NALMEHTH ChC CHUMITOMH, YKa3BallfH
CTOMAIIHO-YPEBHU HApyLUeHUsA HIIH C aHaMHe3a, NpeArnonaralia CTOMAlIHO-YpeBHA $S3Ba, KhPBEHE MIH
niepdoparms (Bx.Touka 4.8). PUCKBT OT CTOMAIIHO-YPEBHO KbPBEHE Ce YBEIMYaBa ¢ MOBUILABAHE HA 103aTa
Ha HCIIBC npu nanueHTH ¢ aHaMHe3a 3a A3Ba, YCJIOXKHEHA ¢ KPBBOW3IIHB WITH NepdOopatiis U TIPH NallHeHTH
B CTapuyeccka BB3pacT. [lalMeHTH B HampenHana BB3pacT ChOOILABAT I10-YECTO 3a HEXKEJAHHW JIEKapCTBEHH
peakify KaTo CTOMalllHO-YPEBHO KBbPBEHE M Nnepdopaliys, KOUTo Morat aa ObsaaT dhaTaiHu.

3a HamaJisBaHe Ha PUCKA OT raCTPOMHTECTHHAIHA TOKCHYHOCT IIPH MALMEHTH C aHaMHe3a 3a 13Ba, 0COOEHO
aKo € YCJIOXKHEHA ¢ KPBBOM3IIUB WK nepdopaliis, KaKTO U NMpU MAlMeHTH B CTapyecka BB3PacT, JICYEHHETO
TpsA6Ba Ja ce 3aMoyHe U 1a ce TIO[UIbpIKa ¢ BE3MOXKHO Hali-HHCKaTa e(eKTHBHA 103a.

Tpsabpa na ce MMa npeaBU BE3MOXKHA KOMOUHUpaHA Tepanus ¢ NPOTSKTUBHU CPeACTBa (HaIp. HHXUOUTOPH
Ha IIPOTOHHATa MOMMA WIH MH30MIPOCTON) 3a TaKMBa TALIMEHTH, KaKTO H 3a TAllUeHTHTE, H3HCKBalLIA

MIPOAYKTH, KOUTO MOTAaT Jia IMOBHUIIAT raCTPOHHTECTUHATIHUA PHCK.

INanpenTure ¢ aHaMHe3a 3a FACTPOMHTECTHHAIHA TOKCHYHOCT, 0OCOOEHO TE3H B CTapye
cboOIIaBaT BCHYKH HEOOHYAHH CUMITTOMM B KOpeMHara 061acT (0co6eHO CTOMAIITHO
Heobxoanmo e moBMIeHO BHUMAaHUE IIPY HAaLMeHTHTe, PUEMALH ¢THOBPEMEHHO JI

.

.
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KOHTO MOraT [a [IOBHINAaBaT pHUCKa OT $3Ba WM KPBBOUZIIHB, KATO CHCTEMHU KOPTHKOCTEPOHIH,
AHTUKOAryJaHTH, aHTHATPETAHTH WM CENEKTHBHM MHXUOMTOPH Ha 0OpaTHOTO 3axBalllaHe HA CEPOTOHHHA
(BX. Touka 4.5).

TEI KaTO CHCTOSHMETO Ha MAIMEeHTH, CTPANAllXA OT YIUepo3eH KoIMUT uin Oonectra Ha Kpon moxe na ce
H30CTPH, HeOOXOAMMH ca NMOBUIIEHO BHMaHHe W MEIULIMHCKH KOHTpoN (BX. Touka 4.8).

Xenamobunuaprnu epexmu

HeobxoaMm e CTpor MeOULMHCKKM KOHTPOJ MpH MpeAnucBaHe Ha JUKIO(QEHaK Ha MAalMeHTH ¢ HapylleHa
4epHOApPoOHA PYHKIMS, THH KaTO TAXHOTO CHCTOSHHE MOKE J1a CE BIIOIIH.

Kakro npu apyrure HCIIBC, Taka ¥ npu aukiodeHak, cTOMHOCTHTE Ha €AMH WUJIH MOBede 4EPHOAPOOHH
€H3UMM MOJKe Jla ce moBuiaT. Kato mpenrna3na Mapka MpH TPOABIDKUTEITHO JIeYeHHe ¢ THkIodeHaK (Hanp.
BBbB (popMa Ha TabJIeTKM WITH CYNO3MTOPHMH) Ce MpenopbyuBa PeJOBHO MpOCiedsBaHe Ha UYepHOIApoOHaTa
¢byHKUIHS. AKO HeoOHUaMHUTE CTOMHOCTH Ha YepHOAPOOHUTe (QYHKIIMOHAIHN MOKA3aTENH Ce 3aIbpKaT WiH
BJIOIIABAT, aKO C€ Pa3BUAT KIMHUYHH CUMIITOMH Ha YepHOAPOOHO 3a00MBaHe WIIH HACTHIAT APYTH MPOSBH
("amp. eo3uHoUIMg, OOPUB), NleUyeHHeTO ¢ AUKIodeHaK TpadBa Ja ce npeyctaHoBu. [lpu ynotpebarta Ha
JAMKITo(eHaK MOXKe J]a HACTBITH XeaTUT 6e3 pa3BUTHE Ha IPOJAPOMAIHY CHMITOMH.

TIpu mamuentn ¢ uepHoapoGHa nopdupusa ymorpebara nHa nukinodeHak TpsGea na Oble ¢ IOBULICHO
BHHMaHHE, ThH KaTO MOYe 1a OTKJIFOYH MPUCTBIL

Bvbpeunu edhexmu

Ilopanu croGuieHnATa 33 3aPHKKA HAa TEUHOCTH H OTOUH, CBEp3any ¢ Tepanusira ¢ HCIIBC, sxmounTenHo
nuiodeHak, e HeobxoaumMo ocobeHO BHUMaHME NPH MAIMEHTH ¢ HapylleHa chplaedHa WK OhOpeuHa
(yHKUHH, aHAMHE3a 33 XUNEPTOHUS, PH NALMEHTH B CTAPYECKA BL3PACT, IALMEHTH Ha CHITBTCTBALLO JICUCHHE
C IUYPEeTULH WIH JIeKapCTBEHH MPOAYKTH, KOHTO MOTAT 3HAYHTENHO Ja MOBITHAAT OnOpeuHaTa (QyHKIHS,
KaKTO U IIPH TE3M NMalUEeHTH ChC 3HAUUTENHO HaMalleH eKcTpallesryJapeH obeM nopaju pa3uiHi NpHUuHY,
HAIp.IIpeay WIK ciiel roysMa xupypravuHa onepanus (Bx.todka 4.3). Ilpu ynorpebara Ha muwiodeHak B
TaKHWBa CIy4au ce MpenophyuBa npocieasBade Ha ObpOpeuynara GyHKIMs kaTro mpennasna Mapka. CrnmpaHeTo
Ha TepanuaTa 0OMKHOBEHO BOJH IO BB3CTAHOBIBAHE HA U3XOTHOTO ChCTOSHUE.

Koxcnu echexmu

TexKKH KOXKHHM peakluM, HAKOU OT KOWTO JIETAIHH, BIJIIOYBAIIU eKcGOIHaTHBEH AEPMaTUT, CUHAPOM Ha
CtupeHC-/[KOHCEH, TOKCHYHA eNHJiepMallHa HEKpoJiu3a M TeHepalnsupaH 0yno3eH (UKCUpaH JEKapCTBEH
0bpuB ca cpobLaBaHi MHOro pAako ¢ ynotpebara Ha HCIIBC (BwkTe Touka 4.8). OmacHOCTTa OT TakHMBa
peakiyu € Hal-rojisMa B Ha4aJloTO Ha JIeYeHHMETO: TI0ABaTa Ha PEaKiUsITa B IOBEUETO CIIyYaH € Ipe3 MbpBUsA
mecel oT Tepanusra. [lpHnoxeHuero Ha nuknodeHak TpadBa Ja ce npeycTaHOBH OLIE [IPH N'bPBATa [0sBa Ha
KO)KeH OOpHB, MYKO3HH JI€3HH MM KaKbBTO W Ja € APYT MPU3HAK 3a CBPBXYYBCTBUTETHOCT.

Kakro npu gpyrure HCIIBC, B penku citydyad MoraT Ia BB3HHKHAT aJIeprHYHH PEaKLMM, BKIFOUHTENHO
aHapUIaKTHIHH/aHAQUIAKTOWIHH PeaklHK JOPH TIPH JIUTICa Ha NpeAxoqHa ynoTpeba Ha THKIoGheHaK.

Copoeyno-cb006l U MO3BYHO-CBO0SU edexmu




Heobxonumo e fa ce OCHIypsIT MOAXOAAIIO HabMOAEHHE U ChBET 3a MAlMEHTH C aHaMHe3a 3a XUIePTOHUS
W/UITH JleKa [0 yMepeHa KOHTMECTHBHA ChPAEYHA HENOCTATBYHOCT, Thil KaTO0 MMa ChOGIUEHHS 3a OTOLM M
3aJpbKKa Ha TEYHOCTH, CBBp3anH ¢ siedyeHuero ¢ HCIIBC.

KimHruHM npoyyBaHHS ¥ €NMUeMHONIOTMYHH JaHHHM II0Ka3BaT, Ye ynorpebara Ha aukiodeHak, 0cobeHO BLB
BHCOKA 1032 (150mg aHeBHO) ¥ IPpH IPOABIKHTENHO NPHIOKeHHe MOXKe J1a ObJle cBhp3aHa ¢ JIeKO TTOBHIIECH
PHCK OT apTepUalHd TPOMOOTHUHH CHOUTHS (Harpumep MUOKapAeH HHAPKT MM HHCYIT). «

Kato msmo nedenuero ¢ aukiodeHak He ce MPenophuBa MPH MAIMEHTH C YCTAHOBEHO CHPJASYHO-CHIOBO
3abossaBaHe (3acToiHa ChpleYHa HEJAOCTATHYHOCT, YCTAaHOBEHO HCXEMHMYHO 3a00NsgBaHe Ha CBhpPLETO,
3abonsaBaHe Ha nepudepHUTE apTEPHU) HIK HEKOHTPOJIHPaHa XUIIEPTOHUSA. AKO € He0OXOAUMO, MALMEHTH C
YCTAHOBEHO CBHPICYHO-CHIOBO 3a00JigBaHe, HCKOHTPOJIWpAHAa XHUIIEPTOHHA WIH ChC 3HAUYUTEITHH PHCKOBH
(GakTopu 3a CBPAEYHO-CHAOBH CHOWTHA, HANp. XHUIEPTOHUA, XUIEPIUNUAEMHS, 3aXapeH auaber,
TIOTIOHOIIYLIEHE, KOHIEeCTHBHA CbpAeYHA HEIOCTAThYHOCT, YCTAHOBEHAa HCXEMHYHA OOJECT Ha ChLPLETO,
zabonsBaHe Ha nepH(epHUTe apTepUHH H/HITH MO3BYHO-CB0BA HoJecT, TpaOBa 1a ce JeKyBaT ¢ THKIoheHaK
caMmo clel BHUMaTelHa NpeleHka U B 1o3H < 100 mg AHEBHO, KOraTo JIEUSHUETO NPOABIDKaBa TIOBeUe OT 4
cemMHIM. TBHH Karo CBPACYHO-CHAOBMS PHUCK I[pM AUKIOQEHaK MOXe [a HapacTHe ¢ J03ara M
NpOAB/DKHTENHOCTTAa Ha CKCTIO3MLMATA, TpIOBa 1a ce npuiara Hai-Huckara eeKTHRHA 1033 32 BE3MOKHO
Hali-KpaTkusa mepHoa oT BpemMe. [leproanuHo TpsAOBa Ja ce M3BLPIIBA MPEOIEHKA Ha HeOOXOIUMOCTTa Ha
falMeHTa oT oQJiekyaBaHe Ha CHMIITOMHTE M Ha OTrOBOpa KBM TepamnusTa, 0cOOeHO KOraro JIieUeHWETO
NpoabiDKaBa Mopeyde oT 4 ceAMHLIH.

YcTaHOBEHO ChpAEYHO-CHIIOBO 3a00IABaAHE WITH 3HAYUTETHH PUCKOBH (aKTOPH 33 CHPACUHO-CHIOB HHITHIEHT
Jleuenuero ¢ nuKnodeHak KaTto A0 He Ce MpenophyBa NPH MALMEHTH ¢ YCTAHOBEHO CHPIAeYHO-CHIOBO
3abosisiBaHe WM HEKOHTPOJIIMpaHa XWIepToHHus. IIpH HeoOXOAMMOCT TTALIMEHTHTE C YCTAHOBEHO ChHpPIESYHO-
¢bJI0BO 3a00INABaHe, HEKOHTPOIHPAHA XHUITEPTOHMA WIH 3HAUUTENHH PHCKOBH (JakTOpH 3a CHPAEYHO-CHAOB
MHIUJEHT TpsAOBa Ja ce JieKyBar ¢ qukiiodeHak camo ciesl BHUMAaTeHa [IpelieHKa | B 1031 < 100 mg nHeBHO,
aKo JIeUEHHETO NMPOIBJKaBa IIoBeYe OT 4 ceAMHLH (BX. TouKa 4.4).

Xemamonozuunu ed)ezcmu

[Ipu npoavxuTenHo nedenwe c aukiodenHak, kakto U mpu ocraHamurte HCIIBC, ce mpenopsuea

npocieisiBaHe Ha KPhBHATa KapTHHA.
Hopo6no Ha papyrmure HCIIBC nukiogeHak Moke BpeMEHHO JAa IIOTHCHE TPOMOOLIMTHATa arperaius.
IlanuenTuTe ¢ nedexTH B XeMocTazaTta TpaOBa Ja ObIaT BHHMATENTHO HaOIIoNaBaHH.

Ilayuenmu 6 cmapuecrka 8b3PACHT

HCO6XOHI/IMO € IIOBHILICHO BHUMAaHHE HPH XOpa B cTap4ieCKa Bb3pacT 110 OCHOBHU MEAHMLNHCKH cw;oGpaxceHmI.
B uactHOCT Hpy HEMOIUHHK BB3PACTHH MalMCHTH H NMalUEHTHUTE € HHCKO TCIJIO € MPENOPBYUTENIHO Ja €€
npuiaara Hal-HHCKaTa TEpancBTHYHA 1034a.

Bzaumooeiticmeue ¢ HCIIBC

EnnoBpeMeHHaTa ynorpeba nHa nuxinogdeHax u cucremun HCIIBC, BKAIOUUTENHO CeeKTHBHH MHXHOMTOPH
Ha IIMKJIOOKCHUI'€Ha3a-2, TpsAOBa Ja ce M30rBa mopaay HexxeNaHu peakiuy (Bx. Touka 4.5).

Mackupane Ha cuvnmonmume Ha uHpexyus

Ilopaagu cBouTe hapMakonMHAMMYHHK CBOicTRA, nNoaoOHO Ha ocraHanute HCIIBC
MacK¥pa MPH3HALIMTE K CHMITTOMHTE Ha MHEKIMS.
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HuctpykipuTe 3a MHTpaMycKyJTHa HHXKEKUHA TPIOBa Ja ce crasBaT TOYHO, 3a Ja ce M30erHat HexenaHH
peaKIMK Ha MACTOTO Ha MHKEKTHPAHE, KOMTO MoraT Ja JOBeJaT A0 MYCKYTHA cnabocT, MyCKyiHa Napaiu3a,
xMriectesus, embolia cutis medicamentosa (cuaapom Ha Niculau) U Hekpo3sa Ha MSCTOTO Ha HFDKEKTHpaHe.

4.5. BzanmopeificTBHe ¢ IPYrH JIeKapCTReHH HPOAYKTH H IPYrH (POPpMH HA B3auMoOJeiicTBHE

OmnucannTe B3aUMOJCHCTBUS BKJIIOUBAT HAOMIOJABAHMTE KAKTO IIPH HHKIO(PEHAK HIDKEKLMOHEH pa3TBOP
H/MITH IpyTH JIEKapCTBeHH HOPMH Ha AUKIIO(EHaK.

Haburionapanu B3aUMOIeHCTBHA. KOUTO TPAOBA J1a ce MMAaT NIPEIBHI
Mounn uaxuburopn vHa CYP2C9

HeobxonimMo e MOBHIIEHO BHUMaHHeE, KOTaTo AUKJIO(EHaK ce NMPEeAIca 3aeIHO ¢ MOMIHU WHXUOUTOPH Ha
CYP2C9 (xato BOpHKkoHa3071). ToBa Moxe na IOBele JO 3HAYMTEIHO [TOBHMINEHHWE HA IHKOBATa IUIa3MeHa
KOHLIEHTpalM U Ha eKCIIO3UIMATa Ha AUKITOQeHaK ITOpa i HHXUOHpaHe Ha MeTaboJIu3Ma My.

Jaruii

Ilpu enHoBpeMeHHa ymoTpeba AukiIodeHak MOXKe Ja YBENWYM IUTa3MEHHTE KOHIGHTPAaLlWM Ha JIMTHIL.
IlpenopruBa ce MOHMTOPUPAHE HA CEPYMHUTE JIMTUEBH HUBA.

Hurokcun

IIpu ennoBpemenHa ynorpeba AMKIOheHaK MOXKE Ja YBEIHYM IUIa3MECHHTE KOHLEHTPAIMH Ha IHT'OKCHH.
ITpenopbyBa ce MOHMTOPHpPaHE Ha CEPYMHHTE AUIOKCHHOBH HMBA.

JInypeTHLIM U aHTUXHITEPTEH3UBHY CPE/ICTBA

Kakto u npu npyrure HCIIBC, emHoppemeHHaTta ymoTpeba Ha muknodeHak ¢ JAMYPETHIH HIH
AHTHXHUIIEPTEH3HBHU cpefcTBa (Hamp.Oera-0iokepH, HHXHOWTOPH HAa aHTHOTEH3WH KOHBEPTHPAIIUS €H3MM
(ACE- uaxuburopH) MOXKe [la IOBeAe IO IOHIDKABAHE Ha TeXHWUA aHTHUXUNepTeH3uBeH edekr. ETo 3amo
TakyuBa KOMOMHALMHU TPsAOBa Ja ce W3MON3BAT ¢ MOBHIIEHO BHUMaHHEe W KPHBHOTO HAISTaHe Ha MalHeHTHTE
(ocobero Ha Te3H B cTapyecka Bb3pacT) TpsAOBa 1a ce mpocnenssa penosHo. [Tauuenture TpaGea aa npueMar
JIOCTaThYHO KONMYECTBO TEYHOCTH M OBOpedHaTa UM (QyHKIHS Ja ce MpocieasBa peAOBHO B HAYalOTO Ha
KOMOMHMpaHaTa Teparus, KaKTo M NepHOJMYHO cjlell ToBa, ocobeHo mpu mpueM Ha muyperuin 1 ACE
MHXUOWUTOPH, NOpagy TIOBUINEHUS PHUCK OT HePpPOTOKCHYHOCT. CHIBTCTBAIIOTO JIeYeHHE C KaiHii-
ChXpaHgBaIlld JHYPETHIIM MOKE Ja JIOBEle JIO XMIIepKaJHeMHs, KOSTO M3HCKBa 4eCTO MOHUTOPHpaHe Ha
CEepYMHHTE HHUBA Ha Kamui (Bxk.Touka 4.4),

QI/IKJIOCHO PHH

Huxnodenak, nono6no Ha apyrure HCIIBC, Moxe na 3acunu HepOTOKCHYHOCTTa Ha LIHKJIOCTIOPHH TOpaIu
edexTa My BLpXy 6nOpeunnTe npocTardananHy. ETo 3auo tpabea fa 6bae npenHesan B o-HHCKH 1034 Ha
HaleHTH, TIPHeMaIl| LHIJIOCTIOPHH. '

HeK@QQ’_I‘Ba‘ 34 KOMWTO € H3BECTHO. Y€ NPHYMHABAT XHUINEPKATHEMUA

CeIBTCTBALIOTO JIEYEHHE ¢ KaNMH-ChXpaHsBallld AXYPETHULH, UKIOCTIOPHH, TAKPOIUMYC HITH TPUMETOIIPHM
MOJKE Jla C€ acOLMMpa ¢ YBEJIWYEeHU HHUBA Ha CEPYMHHMs KajMH, KOETO M3HMCKBa YECTO MOHHTOPHpaHE Ha
CepyMHHTE HUBA Ha KaJluH (BxK.Touka 4.4).

XHHOJAOHOBH aHTHOAKTEPHAITHY TEKAPCTBEHH POIYKTH

CrobimaBaHu ca OTAETHH CTy4Yad Ha IbPUYOBE, KOHTO BEPOSITHO C& ABIDKAT HAa STHOBPEM
xunosiodu u HCIIBC.
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QOuakBaHH B3aUMOJIEHCTBUA, KOUTO TPAOBA /13 C€ UMAT NPEABH

Hpvru HCTIBC ¥ KOPTHKOCTEPOMIIM

EnnospeMeHHOTO NPpUIOKEHKE Ha AMKIIodheHaK U apyrd cicteMan HCTIBC witi KOPTHKOCTEPOUAM MOKe 1a
[TOBHILH Y€CTOTATa Ha FACTPOHHTECTHHAIHHTE HE)KEIaHH peakiuuH (Bxk. Touka 4.4).

AHTHKO&F VIIAHTH M MUHXUOUTOPH Ha TpoMOOIIMTHATA arperaimva

IIpenoprusa ce MOBHMILIEHO BHHMAaHUE, THH KAaTO €IHOBPEMEHHOTO IIPUIOKEHHE MOXE Ja PHCKA OT
KPBBOM3IMBH (BK. Touka 4.4). BpIpeky 4e KIMHHYHUTE H3TUTBAHHA He ITOKA3BaT, Ye JUKJIo(eHaK TIOBITHsBA
JNEHUCTBHETO HA AHTUKOAryJIAHTHTE, MMa OTIENHM CHOOLICHHS 33 HOGUUIEH PHUCK OT KPBBOM3NMBH TpH
NalKeHTH, NpHeMalld €IHOBPEMEHHO TUKJIOo(eHaK W aHTHKoaryjgaHtd. ETo 3awo ce mperiopbyBa cTPOro
HaOJII0eHHe Ha TaKUBa MAlHeHTH.

CellcKTHBHHI PIHXI/I6HTOQH Ha O6|:_)aTHOTO 3axBalllaHE Ha CCPOTOHHUHA

EnnoepemenHoTo npunarane Ha cucteMHl HCIIBC, BrimrounTeiHo THKIOhEHAK, H CeJIeKTHBHA HHXHOHTOPH
Ha 06paTHOTO 3aXBalllaHe Ha CEPOTOHHHA MO>KE J1a [TOBUILH PHCKA OT CTOMAIIHO-YPEBHH KPHBOM3IHBH (BK.
Touka 4.4).

AHTHINAOCTHH JeKapCTBEHH IIPOJVKTH

Knvuuuny npoyvBaHMs MOKa3BaT, 4e AUKIO(EHAK MOXke Na Oble NMpWiaraH eTHOBPEMEHHO C TMepopaTHH
aHTHIUabeTHH NpoAyKTH 6e3 [1a ce MOBIMsBA TEXHHUA TepaneBTHYeH edekT. Beopeku ToBa MMa OTAEIHH
CchOOLIEHHA KaKTO 3a XMIIOIJMKEMHYeH, Taka W 3a XUIeprIUKeMH4eH edeKT, Hamaraml MpOMEHH B
JIO3HpOBKAaTa Ha aHTHAHAOeTHHs NpPOAYKT MO BpeMe Ha Tepamusara ¢ aukiodeHak. ETo 3amo mnpu
€NHOBPEMEHHO MIPUIIOXKEHHE KAaTO NMpeAria3sHa MsApKa ce HIPEeNopb4yBa MOHUTOPHMpaHe Ha KPBBHUTE HHBA Ha
TJIIOKO3aTa.

Merorpekcat

Huxnodenak Moxe na MHXUOUpa TyOynHHA OBOpeUcH KIHPBHC Ha METOTPEKCAT KATO [0 TO3M HAYMH HUBATA
Ha METOTpeKcaT ce mobuilasar. IIpemopbuBa ce moBuiieHo BHHUManue, korato HCIIBC, BKmoYMTENTHO
auxiodeHak, ce Npuiara B HHTEPBaJ MO-MalTbk OT 24 Yaca mpey MK Clie]l MPHIOKEHHe HA METOTPEKCaT,
ThH KaTO KOHLEHTPALMATA HA METOTPEKCAT B KPBBTA MOJKE Jja C€ TMOBHIIH, KOETO Aa MOBHIIH TOKCHIHOCTTA

MY.
DeHnToHH

Ilpu eqnospeMeHHaTa ynorpebda Ha PeHHTOMH ¢ AMKIO(eHaK ce MpenopbhuBa MOHHTOpPHpaHe Ha Mia3MeHHTe
KOHIIEHTpalliy Ha (EHUTOHH IOPaJId OYaKBaHAaTa MOBUIIEHA EKCII03ULHS HA DEHUTOUH.

4.6. PepTHAUTET, O pEMEHHOCT, KbpPMEHE

Hama JAaHHH, KOHUTO J1a Ipeanonarat HAKaKBY NPENoOpPBKU [IPH XKEHHU C ASTEPOACH ITOTEHIHAT.

bpemenHoct

HMMa HemocraTBYHO OaHHH 3a ynotpebara Ha AMKIo(peHaKk Npud OpeMEeHHH KeH
IIPOCTAaIJIAaHINHOBYUS CHHTE3 MOJXKE Ia OKaxe oOpaTuM edeKT BbpXy OpeMeHHOCTT, 3@ :
emOproHa/mosa. JlaHANTe OT eMUAEMHONIOTHUHHTE NPOYYBaHMA [IPEIIOJIarat OB UBH/pugd :
chpAeuHH MandopMalMM M racTpocxusa, ako B paHHa OpPeMEHHOCT € 11 @(@%
A\

LR
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NpocTariaHIMHOBHA CHHTe3. AGCOMOTHHAT PHCK 33 ChPASYHO-CHAORA MandOpMaIys ce MOBHIIABA OT MO~
MaJiko oT 1% 1o npubnusurenno 1,5%.

Cuura ce, 4e PHCKBT C€ YBEJIMYaBa C J03aTa M MPONBDKHTENHOCTTA Ha NpHeMa. B onmMTH Ha >KUBOTHM e
YCTAaHOBEHO, 4Ye TMPHJAraHeTo Ha MHXMONTOP HAa I[pPOCTAaryIaHAMHOBHS CHHTE? BOIOM JAO TMpe- H
NIOCTHMILIAHTALMOHHA 3aryba 1 eMOpHO(eTaNeH JeTATHTET.

B nombnnenne ce cho6Inapa 3a NOBMINEHA Y€CTOTAa Ha pa3iM4HU MasidopMallyy, BKIIOYATENHO ChPAESYHO-
CBHOOBH, IpH JXXHBOTHUTE, IIONyYaBAIH MHXUOUTOp HA IPOCTArJlaHAWHOBHA CHHTE3 B I[ICPHOAA Ha
opranorenesara. Ot 20-aTa ceaMuna or OpeMeHHOCTTa HaTaThk yrnorpebara Ha AukinodeHak Moxe jaa
NPHYHHHU OJTATOXMPAMHHOH, ABJDKAI ce Ha HapyiieHnne Ha 0b0peunara ¢yHKIMa Ha deTyca. ToBa Moxe a
Ce NOABM CKOPO CjleJ 3alo4BaHe Ha JieyeHHeTo H OOHMKHOBEHO € oOpaTHMO IpH TpekpaTsBaHe My. B
JOIBIHEHNE, UMa ChOOLLEHHA 3a CTECHABAaHEe HA ductus arteriosus cilel JeUYeHHe Npe3 BTOPHs TPUMECTHD,
MOBEUETO OT KOHTO OT3BYYaBaT CJIe/ MpeKpaTaBaHe Ha jedeHuero. ClleloBaTeIHO, Npe3 IbPBHA H BTOPHUA
TPHMECTLP Ha OpeMeHHOCTTa AuKIodeHaK He TpOBa Jla ce MpHeMa OCBEH aKo He € KpaiHO HATOXKHTENHO
CaMo aKo OYAaKBAaHMTE II0JI3W 3a MalKaTa HaJABMIIABAT PUCKOBETE 3a IUI0JA. AKO JUKIIO(EHaK ce IpyeMa OT
JKEHA, KOATO LieJIeHacOYeHo Hcka Aa 3abpeMeHee WM ¢ OpeMeHHa B IIHPBUS WM BTOPHS TPUMECTBHD, Ji03aTa
TpssOBa 7a € BB3MOXKHO Hail-HHCKAa H IPOAB/DKUTEHOCTTA HA MPHEMa BB3MOXHO Hai-kpaTek. Crex
EKCTO3HLKA Ha AuKIodeHak B NMpOALDKEHHEe Ha HIKOJIKO JHHM oT 20-aTa rectalliOHHA CeMHIA HATaThK
TpAOBa J1a ce OOMHCIIH aHTEeHATAJIHO [IPOCiIeAABaHe 3a OJUTOXHPAMHUOH H CTeCHABaHe Ha ductus arteriosus.
Vnotpebarta Ha AuKIodeHak TpsOBa 1a ce MPeyCTaHOBH, aKO C€ YCTAaHORH OJIMTOXUIAPAMHUOH HITH CTECHSBAHE
Ha ductus arteriosus.

ITpes TpeTus TpuMecThp Ha OPEMEHHOCTTA NMPUEMBT HAa BCEKH MHXMOMTOP HA NPOCTAarNIaHIHWHOBHS CHHTE3
MOJKe 12 M370KH o/ Ha:

- KapIUOIyIMOHAapHA TOKCHYHOCT (IPEKICBPEMEHHO CTCCHSBaHe/3aTBapiaHe Ha ductus arteriosus o
HenoapobHa XUIEPTOHHA),

- 6Bp0OpeuHa AuchYHKUHMA, KOATO MOXe Ja nporpecupa a0 6s0peuHa HeJOCTATBUHOCT € ONIUTOXHUAPOaAMHHO3a
(BX. ro-rope);

Maiixara B kpas Ha OpeMEHHOCTTa H HOBOPOJEHOTO Ha:

- Bb3MOXKHO YADLJDKABAHE HA BPEMETO Ha KbPBEHE, aHTHATPETAHTHHAT e(beKT MOXK€E€ a HaCTeIId AOPH TIPH
MHOT'O HUCKH J1O3H,

- I/IHXI/I6I/IpaHC Ha MaTOYHHTEC KOHTpAaKUOHH, KOETO BOAH OO 3a6aBeH HITH YABKEH POOB TIPOIIEC.

Kakro u npu apyrure HCTIBC, aukinodeHak e NpoTHBOIIOKa3aH Ipe3 TPETHS TPUMECTHP Ha OpeMeHHOCTTA.

Knpmene

[Momo6Ho Ha apyru HCTIBC auknotdeHak MpeMHHaBa B MAWYUHOTO MIIKO B MAJIKK KOJIWYECTBa. ETO 3a1110
JuKoenak He TpsaOBa fa ce npuiiara o BpeMe Ha KbpMeHe, C LieJl [ja ce H30erHaT HexxeslaHHTe eDeKTH BhpXy
KBpMAaueTo.

DepTUNHTET

Kakro npu apyru HCIIBC ynotpe6ata Ha AnKkiIodgeHak Moxe Oa MOBIHsIe GepTInTeTa NpH KEHH U 3aTOBa
He ce NIpenopbyBa ynoTpebaTa My INpH >KeHH, ONUTBAIUM na 3abpemenesT. [Ipu xkeHH ¢ TPYAHOCTH IIpu
3abpeMeHsABaHE W/ TaKuBa, KOUTO IIPOBEXIAT H3cienBaHHs 3a Oesmiogue, TpsiOBa Oa_ce OOMHCITH
MpeKpaTsBaHe Ha JISUeHHETO ¢ AUKIo(deHaK.

4.7. EdekTH BBLPXY cIocOGHOCTTA 3a MopHpaHe H paboTa ¢ MAIIHHHA
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IpenopwuBa ce manmeHTH, CTpajaild OT 3pUTC/IHA HApyLIeHHs, Ja W30sreat wodupane W/HIH pabota ¢

MallrHU.

4.8. Hexeanu jleKapcTBeRN peaknyu

Hexenannte nexkapcTeenu peakuiy ca K1acHHIMPaHH 110 YeCTOTa H 110 CHCTeMa-opraH-kiac, Yecrorara 1o
MedDRA otrosaps Ha: MHoro uects (>1/10), uectu (>1/100 no <1/10), mevectu (>1/1 000 o <1/100), penku
(>1/10 000 no < 1/1 000), mHOTO penxH (<1/10 000), ¢ HemsBecTHa YecToTa (OT HATMYHHTE JAHHH HE MOXKE

Na 6b/le HallpaBeHa OLEHKa).

CJ'IelIHI/ITe HEXKEJIaHH pPeakIuu ca C'I:O6IIIaBaHPI 3a I[PIKJ]O(i)eHaK HIDKCKLIHOHEH pasTBOP Wunn APYru

JIEKapCTBCHH (I)OpMI/I, KaKTo KpaTKOTpaﬁHa, TaKa ¥ OPpH NO-NIPOABJDKHTEIHO JICUCHHE.

.

' Hudexnnn u undecranuu ;l
MHoOro peaxu ] Abcriec Ha MACTOTO HA MHKEKTHPAHE
C HemsBecTHa YecToTa | Hekpoza Ha MACTOTO Ha MHKEKTHpPaHe
Hapymenns Ha KpbpBTa B IuMdHATA CHeTeMa
MHoro penxu ‘ TpoMGoITHTONIEHH A, IEBKOTIEHNS, aHEMUS

(BKJIIOUHTENHO XEMOJIMTHYHA W aINIaCTH4HA
8HEMMUS ), arpaHyJIOLHUTO3a

HapymeHus Ha aMyHHATA cHCTeMa

Penxu | CBpBXYyBCTBHTEIIHOCT, aHabMIAKTHYHHN U
aHaUIAKTOMIHY PeakiuH (BKIIOYHTEIHO
XHUIIOTOHUSA H I1I0K)

[S—

MHoro peku AHrnoenem (BKIIOYHTENHO OTOK Ha JTHIETO)

IlcuxaYHH HAPYIIEHH

MHoro penkn Hezopuenranus, aenpecus, 6e3chHue,
KOIIMapH, pasApa3sHUTEeNHOCT, ICHXOTHYHH
HapYLIEHHs

Hapymenns Ha HepBHATA cCHCTeMAa

Yectn I'naro6onme, 3amasHOCT

Penku CrHuBOCT

MHuoro peaxu [lapactesus, napymenus Ha namerTa, rbpyoBe,

TPEBOXKHOCT, TPEMOP, aCEIITHYEH MEHHHTUT,
JIUCTEY3Usl, MO3BYHO-CHI0B MHIHACHT

Hapymenust na ouurte

MHoro peaxu 3pUTeNHO HApPYLIEHHE, 3aMBITIEHO 3PEHHE

Hapymienns Ha yxo10 n Ja6upunra

Bepruro
Tunutyc, Hapywen cnyx

| Heetn
MHoro peaku

Cbpiaevydn gapymenus

Heyecru * Mpuokapaen uHdapkr, cepaeuna
HEJ0CTAThYHOCT, 60JIKA B IbPAMTE, NALTUTAIIMN

Cb10BH HApYIHeRUS

Mmuoro peaxu I BacKyJIHT, XUIIEPTOHHA
Pecnupatopun, rppAHH 0 MeTHACTHHAIHA HADYIICHHUS
Penxu ‘ AcTma, BKJI gMcIHes
MHoro penku |! TTHEBMOHHUT P
CToMamHO-1peBHH HAPYIIEHHS %
| YecTu | Tanene, nospbare, JHapHSL, J Na, \\
[
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KopemHa boska, GaaTyaeHIHs, HaMalleH anemu

‘ Penxu

.

I'acTpHT, KBpPBEHE OT CTOMAIITHO-UpEeBHHUS TPAKT,
XCMaTeMesa,  KbpBaBa  OHApUA,  MeJleHa,
CTOMAIlHA WM YpeBHa 3Ba (C HITH Ge3 KbpBeHe |
MK iepdopaims)

‘ MHuoro penxn

Konur (Bxmountenso xemoparuuen kot u
ex3arepbanys Ha ynueposeH KOJUT WiIH Goject |

Ha Kpow), 3zamek, cromatur (BKIHOUMTENHO

‘ ‘ YIUEPO3EH CTOMATHT), TNIOCHT, HAPYIIEHHS Ha ‘
| XPaHOIPOBOAA, Inadparmanno "UPEBHO ‘
| 3a00BaHe, MAHKPEAaTUT |
’?Henssecma 4ecTOTa | Mcxemuuen xomur ]
XenatoOH/HAPHE RApYWeHus j
Uectn IloBUIICHH TPaHCAMHHA3H 4‘

‘ Penxu Xenarur, JKbITeHHLIA, YepHOAPOOHH
_l HapYIIeHHs ‘
r»MHOFO penku ‘ OyIMUHAHTEH XellaTHT, YepHOApoGHa Herosa,T

YepPHOAPOOHA HEAOCTATHLYHOCT |

Hapymemm HA KOJKATA H NOAKO0KHATA ThKAaH

O6pue

| Yectn
Penxu

YTpukapus

‘ MHoro peaxu

Bynosen nepmarur, exsema, epurema,
MYITH(OPMEHA epUTeMa, CHHIPOM Ha Stevens-
Johnson, Tokcuuna enunepmanna HEKpONH3a
(cunapom ma Lyell), excponuarusen JIEPMATHT,
aJlonenys, peakius Ha GOTOUYBCTBUTENICHOCT, |
nmyprypa, Henoch-Schonlein myprypa, csp6ex ‘

C HeusBecTHA YecTOoTa

I

DUKCHpPaH JIeKapCTEEH 06PHB ‘
I"enepanusupan 6ynosen dukcupan JIEKapCTREH
obpur

Hapymwenns na 666pennTe 0 MHKOYHUTE NbTHINA

MHoro penxu |

| TyGynouHTCTHIMANEH HedpuT, 6p0peyna

Octpa 6B6peuna HeocTaThYHOCT, XEMaTypHus,
NPOTEeHHYpUs, HePPOTHUEH CHHAPOM,

NNanuIapHa HeKpo3a

O6mn Hapymenns Ha MSICTOT Ha NPHJIOKEHHe

Yectu

P €aKIuAd Ha MICTOTO Ha IIpHIJIOXKCHNE, foka B
MsCTOTO Ha IIPUNTOXKECHHE, BBEBbPAABAHE Ha
MACTOTO Ha NPHJIOXKEHHE

Penxu

OTOK, HEKPO3a Ha MACTOTO Ha TIPUIIOKCHHE

C HeusBecTHa HeCTOTAa

Embolia cutis medicamentosa (cuHOpOM Ha
Hukosay) ]

* yecToTaTa OTpa3saBa JaHHU OT NPOOB/DKUTEIIHO JIEYECHHE C BUCOKH AO34, HalIpHUMep 150 ml/

JTHEBHO.,

Omucanne Ha H36paHH HEXCIaHH JICKapCTBEHH peakumn

ATepoTpoMGOTHYEH HHIIAEHT

JlaHHHTE OT KITMHHYHKTE NPOYYBAHNS H ETHIEMHOIOIHYHNTE AAHHW ¢HAKBO COYAT KbM HOBHILIEH PHUCK OT
APTEPHATHU TPOMOOTHYIHM CHOMTHS (HANPUMEDP MHOKAp/IEH MH(APKT WIIH HHCYIIUH), CBbP3aHH ¢

ynotpebara Ha TUKJIOdeHaK, 0co6EHO MpH BHCOKA 1033 (150 Mr n1HeBHO) M TIpM NpoB

(Bxk. Toukn 4.3 u 4.4.)

Crobuiapane Ha ITO103MPAHU HEeXKEIAHH pPeakiiiu




Crolmasanero Ha momosupanu Hexenau PeaKlu ciiefl paspemaBade 3a ynotpefa Ha JeKapcTBEHHS
HPONYKT e BaxHo. ToBa mospomsBa na mMpoawLIDKH HaBGMIOAEHHETO Ha CROTHOLUEHHETO II073a/pPUCK 3a
JICKApCTBCHUA NMPONYKT. OT MEAHLMHCKHTE CIENHATHCTH Ce H3HCKBA Ja cboOUIaBaT BCAKA MOJO3MpaHa
HEMEIIaHa peakuys Ypes HalMOHANHA CHCTeMa 3a choblaBaHe, B M3mbInuTeNHaTa areHIHMsA 110 JIeKapcTBaTa
yi. Jamsn I'pye” Ne 8, 1303 Codus, Ten.: +35 928903417, yeGceaiir: www.bda.bg

4.9. Ilpenozupane

Cumoromu

Ilpenosuparero Ha nuiTOheHak HIMa THIMYHA KTHHMYHA kapTuna. Ilpenosupanero Moxe na mpuuuHu
CHMIITOMM KAaTO NOBPBIIAHE, TaCTPOMHTECTUHATHH KPhBOH3IIHBH, AWapys, 3aMasHOCT, THHHTYC HIIM IbPYOBe.
B cnydait ma 3nauwrenno OTpaBsHE Ca BB3MOXHH OCTpa OBOpeuHa HemoCTATHYHOCT u YepHOAPOOHO

HapyuicHue.

Tepanestiunu mepku
Osnanssanero Ha octpo orpaBaHe ¢ HCIIBC, sxmoumrenno JAMKIO(EeHaK, ¢e CBhCTOHM OCHOBHO OT

TOLABPHKAIM MEPKH U CHMITOMATHYHO neyenwe. ITommspixauiy MEPKH M CHMMNTOMAaTHYHO JIEYEHHE ce
TIpHAAraT Npy yCHOKHEHHA KAaTo XH I0T OHuA, 6B6peuna HENOCTATBYHOCT, I'bPYOBE, CTOMALIHO-YPEBHHU
HapyLIEHHs ¥ TUXaTeTHa JICIPEeCHs.

Cnenyanny mMepkn kato ¢opcupana AUYpesa, NHAMU3a W XeMonepgysus BEPOATHO He MOMArar NpH
ciumuHupane ra HCTIBC, eromrountenso u na muxiodenax, NOpajiM BHCOKATA CTENEH HAa CBBLP3BaHE C
TUIA3MEHHUTE TIPOTEWHH U €KCTCH3UBHHUS METaGOH3bM.

5. PAPMAKOJIOTHYHH CBOICTBA

5.1. ®apmakopunaMHYHH CROMCTBA

q)apMaKOTepaHGBTH‘-IHa I'pyna.: HECTepOMIHHU NPOTUBOBBINATHUTEIIHH H TNIPOTHBOPEBMATUYHH CpeacCTBa,

TIPOM3BOIHY Ha OLIETHATA KMCEJIHHA H CBbP3aHH BELIECTRA.
ATC xog: MO1ABOS

MexanussM Ha JelicTeHe

Huknodenak e HecTepougHo NPOTHBOBBINANNTEIIHO H AHAJITETUYHO CPEACTBO, NOKA3aJI0 CBOATA eukacHOCT
npu o6uYaliHo BB3MaIeHHe TIp¥ MOZICNIM Ha )KMBOTHH 4pe3 MHXMOHIUS Ha POCTANTAHAMHOBATA GHOCHHTE?A.
Huxubupanero na NPOCTArTIaH/IMHOBUSL CHHTE3, HOKa3aH €KCIIEpUMEHTAJIHO, C€ CYHMTa 3a OCHOBa HAa
MeXaHu3Ma My Ha sielicTeue. IlpocTarnanuuuTte HIpasT BaykHA pOJid B IPUYHHATA 32 Bb3MANCHUETO, GoKaTa
Y MOBHILIEHATA TeMIlepaTypa.

Huknodenak natpuii He moTucka in vitro CHHTE3a Ha TPOTEOITUKAH B XpYyIWAda NpH KOHIIEHTpAIluy,
EKBHBAJICHTHU Ha KOHLEHTPAIMHUTE, TOCTUTaHH TIpy Xopa.

®apMaKoIHHAMMYHY eDeKTH

Ipu peBmaTHYHY 326G0ABaHHS TPOTHBEOBB3NANTHTENHATE I aHAITETHYHH CBOWCTBA HA AUKITOMEHAK BOIAT 10
IJIHHMUEH eIERT, KOHTO CC XapaKTEPH3HPA ChC 3HAUUTEIHO OGJICKUABANE HA CHUMITOMMTC KaTO GOJIKA npu
TIOKOH, [IPH ABIKEHHUE, CYTPeNIHA CKOBAHOCT U TIOZlyBaHE Ha CTaBHTe, (PYHKUHOHAIHO MOAOGpEHYE.
YcraHoBeHo € Chilo, Ye MMKI0dEHaK Moka3ea 3HAUNTENCH aHanreTHyeH eekT npu 60NIKa OT HEPEeBMATHYEH
NPOM3X0J, eeKT, KoiTo HacThiBa ciexn 15 10 30 MHHYTH.

Anknopenak nokaspa u OnaronpuaTeH eheKT NPH MUrPEHO3HHU TIPUCTBITY.

IIpH NOCTTPaBMATHYHHM M TIOCTOMEPATUEHH Bb3IATHTENHH CBCTOAHHS THKIO(EHAK ObpP30 00IeKYaBa KakTo
CTOHTaHHaTa 60JIKa, Taka i GoJIKaTa MpH ABMXKEHHE U HAMAJISBA TIOZYBaHETO M OTOKA HA paHaTa.

Ipu enHOBpeMeHHO NMpUNOkKEHME ¢ OMHOMIH 33 OBNEKYABAHE Ha MOCTOIepaTHBHATa OOJIKA, tbeHax
3HAYUTEITHO HaMAaJIABa HYKIATa OT TAX. o
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Huxnodenak ammymm ca ocobeno YAOOHH 33 ITPBOHAYAIHO JIEYEHHE HAa BBH3NANUTENHH U JETeHepaTHBHU
peBMaTHUHH 3a60/15BaHHA, B HA GONE3HEHU CHCTOSHMA, NBIDKAINM Ce Ha BB3MATIEHHE OT HEepeBMAaTHYeH

NPOU3X0I.

5.2. PapMaKOKHHETHYHH CBOICTBA

Abcopbums

Criex uHTpaMycKyIHO IpHIOKeH e Ha 75 mg MMKIodeHak pe3op6imsra e He3abaBHa M CPEIHATE MIA3MEHH
KOHIEHTpalmy oT 2,5 mukporpama/ml! (8 micromol/1) ce mocTurar cnen oxono 20 muHyTH. PesopGupanoto
KOJIMYECTBO € B JIHHEHA 3aBHCHUMOCT OT J034aTa.

Koraro 75 mg mukiopenax ce npumara xato MHTPaBEHO3Ha HH(Y3usa 3a 2 4aca, CpeJHHTE ILIa3MeHH
KOHLEHTpaunn ca okono 1,9 mukporpama/ml (5,9 micromol/1). Kpartxorpaitaure undysun Boasr mo no-
BHCOKH ITa3MEHH KOHLEHTPAaLMM, 10KaTO HO-IbATHTe HH(YSHH BOAAT 1O IUIaTo KOHIIEHTpALI}H,
TIpOMOPLIMOHAIHY Ha CKOPOCTTA Ha BIMBaHe el 3 10 4 yaca. O6patHo, NPpH UHTPAaMYCKYJIHa MHKEKLI,
CTOMALIHO-YCTOHYHBH TabJIETKH HIIH CyTIO3HTOPHH, TUIA3MEHHTE KOHLEHTpaLWH criazat 6bp30 BeHara mom
MaKCHMAJIHHTE HHBA C€ JOCTHTHAT.

Inomra nox kpusara KoHLeHTpauus-epeMe (AUC) cnen MHTpamMycKysTHO Wi UHTPABEHO3HO NMPHJIOKEHHE €
OKOJIO 7(Ba IIBTH NO-rOJIAMa B CPaBHEHME C TEPOPATHOTO HIIM PEKTATHOTO NPHIIOXKEHHE, 3aI[0TO OKOJIO
TI0/IOBUHATA OT aKTHBHOTO BEIECTBO, MPHUETO NEPOPAIHO MITH PEKTANHO, e MeTaboNu3Hpa NpH MEPBOTO
TIpeMHHaBane npe3 YepHus apo6 ("first pass" effect).

DapMaKOKHHETHYHOTO TIOBENECHHE He ce [IPOMEHA NP MHOTIOKpaTHo npuioxenwe. He ce naGmonasa
KyMyJMpaHe TpH Clia3sBaHe Ha NPeNOPbUMTENTHHTE JO30BH HHTEPBAIIH.

Paznpenenenue

99,7% ot muKnodeHaK ce CBLP3BA C IUIA3MEHKTE IIpOTEHHH, OCHOBHO ¢ andymuH (99,4%). [puBuanusT o6em
Ha pasnpenesienue ce usuuciasea na 0,12 go 0,17 I/kg.

JHKI0deHaK MPOHKKBA B CUHOBHATHATA TEYHOCT, KBCTO MAKCHMAIHH KOHLEHTpAIIMH ce U3MepBar 2-4 yaca
CIE/L IOCTUraHe HA MAKCUMAITH IIa3MEHH KOHLEHTpaliH. EnuMUHaonHusT TIOJLyKMBOT OT CHHOBHAJIHATA
TEYHOCT ¢ 3-6 waca. [lpa waca cllel MOCTHTAaHE HAa MAKCHMATHH [L1a3MEHH HHBA, KOHLEHTpAlUHTE Ha
AKTHEHOTO BEILIECTBO Ca NMO-BUCOKH B CHHOBHAJIHATA TEYHOCT OTKOJIKOTO B ILIA3MATA H OCTABAT 10-BHCOKH 32
nepuon oT 12 yaca.

buotpanchopmauus

Huriodenak ce meTaGonuznpa oTuacTy upes TIOKYPOHHpPAHE HA MHTAKTHATA MOMEKYJIa, HO OCHOBHO upe3
CAHOKPATHO M MHOTOKPaTHO XHIPOKCHITMPAHe H METOKCHIIMPAHE, BOAETIH IO HIKOJIKO dbeHoN0BH MeTabonuTa
(3'-xunpoxcu-, 4'-XMApPOKCH-, 5-xunpokcH-, 4',5-muXuapokcH- M 3'-xuppokcu-4'-MeTokcEIMKIOdeHaK),
TIOBEYCTO OT KOMTO C€ NpEeBPBUIAT B IIIFOKYPOHOBHM KOHIOTaTH. J[Ba oT Tes ¢enonoBu merabonuru ca
GHONOrMYHO aKTHBHH, HO B MHOTO [O-MaJIKa CTEIIeH OT JvKiIodeHak.

EnmuMuHupane

Toranuuar cucreMeH KIMpBHC Ha AuknopeHak or miasmara e 263+56 ml/min (cpe SD). Kpaitausar
TIOYy’XKMBOT B nasMata e 1-2 yaca. UetHpu oT MeTabomuTHTe, BKIIO aKTHUBHH, CHIIO UMAT KbC IUIa3MeH
Tomy)XUBOT ot 1-3 waca. Emwn wmertaGoswr, 3'-MeToKCHIMKIOhEeHAK, WMa MHOTO MO-TBIBr IUIa3MeH
NIOTY?KHUBOT, HO TOH € NMPaKTHYECKH HEaKTHBEH.

Oxoino 60% ot npunosxenara fnosa ce CKCKPETHPAT B ypHHATa KATO IMIIOKYPOHHIHH KOHIOIATH HA HHTAKTHATA
MOJICKYJIa ¥ KaTO METabOIMTH, MOBEHETO OT KOMTO €2 ChLIO T (opmara na rmokyporuan. ITo-manko ot 1%
€€ CKCKPCTHPAT KaToO HETIPOMEHEHO BelecTBO. OCTAHANATa HacT OT 103aTa ce STUMHUHHUPA KaTO MeTaboIHTH
4pe3 JHUThYUKATa BB (erleca.

OcobenocTd Ha narpeHTHTE
Hsma couectrenu Bb3pactosu pasnuku B pesopbipsTa, MeTaboNM3Ma Wik eTUMUHIpAHETO. Benpeku Tosa
P4 Maibk Gpoif nauueHTH B cTapdecka Bh3pact 15 MHHYTHA MHTPaBeHO3Ha MH(}Y3 i
BHCOKH I/Ja3MEHH KOHIICHTPALUK OT OYaKBAHUTE CIIOPE NAHHHTE 3a MJIaau 30paBu
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Mpn nanmenrty, crpagamy or 6BOpeuHa HeIOCTATHYHOCT, OT KMHETHKATA Ha €IMHHUYHA J]03a HE MOXE 1A ce
HarfpaBH H3BOX 32 KyMYJIHpaHe Ha HENPOMEHEHOTO BElLIeCTBO npu obHuyalHa TepaleBTHYHA cxema. Ipu
KpCaTMHWHOB KIMPBHC no-Mansk ot 10 ml/min, wuzuucieHuTE PaBHOBECHHM TIITa3MEHM HHBA Ha
XHAPOKCHMETAOOINTHUTE ¢a OKOJIO 4 ITHTH MO-BHCOKH OT HOpMmata. Benpeky ToBa Hakpas MetabonHTHTE ce
SIHMHHUPAT Npe3 ¥ITBUKATA.

[Ipy maLueHTH ¢ XpOHHYEH XEeNaTHT UK KOMHNEHCHpaHa IMpo3a, KHHETHKATa U MEeTabo/IH3Ma Ha AMKITO(eHaK-
Ca CBUIMTE KaKTO NPU NALHEHTHTe 6e3 depHOApo6HO 3a6oaBaHe.

5.3. [IpeaxTHHMYHHE IaHHH 3a Ge30MACHOCT

HpeaxnvHUYAMTE NaHHM OT MPOYYBAHMS HA TOKCHYHOCT NpY €AHOKPATHO M MHOTOKPATHO TPHJIOKEHHE,
KaKTO M MPOYYBAHMSA Ha F€HOTOKCHYHOCT, MyTareHHOCT H KaHLEPOTE€HHOCT He MOKA3BAT ONACHOCT 34 xXopata
TIpH MSIIO/I3BaHe HA MPETIOPBYMTENHA TepaneBTHuHa 103a. HAMa NoKa3aTelicTBO, ue JuMKIodeHaK uMa
TEPATOTEHEH NOTEHIHAI IIPH MUIIKH, [UTBXOBE WIH 3aiily.

/lukiiodeHak HAMa BIMAHME BBPXY (EPTHIMTETA Ha ILTBXOBE. IpenaTanHoOTO, NEpHHATATHOTO W
IIOCTHATATHOTO Pa3BHTHE HA MTOKOJIEHHETO HE € 3aCerHaTo.

6. PAPMALIEBTHYHHW TAHHI

6.1. CiiceKk Ha moMoNHATE BeIecTBA

Ilporunen ramkon

Benzunos ankoxon

Etanon 96%

Hartpres metaGucyndur (E223)
Harpuer xunpoxcun

Bona 3a vmxeknmu

6.2. HecbBMecTHMOCTH
He ca u3zpectuu

6.3. Cpok Ha roaHocT
3 romuny.

6.4. Cieua/IHy yCJIOBHS HA ChXpaHeHHe
Hpu Temnepatypa ion 25°C, Ha CyX0 H 3aLIMTEHO OT CRETIHHA MACTO.
Ha ce chXpaHsaBa Ha MecTa HeJIOCTBITHH 3a fela.

6.5. Mannn 3a onakoBKaTa

Huxno®JIEKC 25 mg/ml umxexunonen PasTBOP ¢ IOCTABEH B aMITyJIH OT O€3LBETHO HEYTPATHO CTBKIIO, THIT
I, ¢ BMectumoct 5 ml. 10 6post ammynu ce mocTaBAT B Gmuctep or PVC donuo. Beeku 6mucTep (10 ammyn),
TIPHAPYKEH C JINCTOBKA 3a IALHUEHTA C& MOCTaBs B KAPTOHEHA KYTHS.

6.6. Crienua/IHu NpeANAIHA MepKH NpH U3XBBPJIsiHe H paboTa

Peaxiyuu na MACHIONIO HA UHIHCEKMUPAHE

Crobumenn ca peakuuu Ha MACTOTO Ha MHKCKTHPAHS CIIE[l MHTPaMYCKYJIHO NPHITOXKEHHe Ha JTUKIO(eHaK,
BRTIOYMTENHO HEKPO3a HA MACTOTO Ha MHXKEKTHpaHe M emMGomus cutis medicamentosa, 3BecTHa CBLIO Kato
cunnpom Ha Hukonay (ocoGeHo cien MHITMOEHTHO TOAKOKHO npunoxenue). I1o Bpeme Ha MHTPaMycKYITHOTO
TIpUI0KeHE Ha TUKodeHak Tpsbsa 1a ce chobpasn M360p Ha MOAXOAMIIA HIVIA U 14 ce crla3ra TEXHHMKATA Ha
HUHKEKTHPAHE.
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