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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMUA INMTPOAYKT

baokMAKC 200 mg ¢punmupanu tabneTku
BlokMAX 200 mg film-coated tablets

biokMAKC ¢opre 400 mg dbunmupanu tabnerku
BlokMAX forte 400 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

biokMAKC 200 mg ¢punmupanu tabneTku
Besika Tabnerka cbabpxka 200 mg ubynpoden (ibuprofen).

[TomoriHo(H) BelecTBo(a) ¢ U3BECTHO AekcTBHE: 72,22 mg JIakTO3a MOHOXHUApAT 3a TabieTka.

bnokMAKC ¢opre 400 mg ¢punmupanu TabneTku
Besaka Tabnerka coabpka 400 mg ubynpoden (ibuprofen).

[ToMoruHO(1) BelecTBo(a) ¢ u3BecTHO aekcTeue: 144,43 mg 1akTo3a MOHOXMIpAT 3a TabieTka.

3a MbJIHUA CMIHUCHK HA MOMOILIHUTE BEIeCTBA BUXKTe Toyka 6.1.

3. JIEKAPCTBEHA ®OPMA

e Ounmupana tabnerka

bnokMAKC 200 mg ¢punmupanu tabieTku
[Ipoasnarosaru, 1BONHO-U3NbKHAIM, ey 10 no4TH Oenu puiamMupanu TabneTku.
Paszmepure Ha Bcska Tabnetka ca npubnuszurento 14,5 mm x 6,5 mm.

bnokMAKC dopre 400 mg ¢punmupanu tabierku
[IpoawiiroBary, ABOMHO-U3MTbKHANK, Oesu 10 NouTH O6enu GUuaMUpaHu TabJIeTKH C JeIUTEIHA YepTa OT

e/lHara CTpaHa.
PasmepuTe Ha Bcaka TabneTka ca npubausuTenHo 20 mm x 8 mm.
JlenuTenHara yepra € caMo 3a yJIeCHsABaHe Ha CUYIBAHETO C LI/ MO-JECHO MOrIbIlaHe, a He 3a pa3/ie/isaHe

Ha paBHU JIO3H.

4. KIUHUYHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHS

KpaTkocpo4HO CHMNTOMaTHYHO JIeYeHHE Ha JieKa 10 yMepeHa 00J1ka ¥ BUCOKA TEMIIEpaTypa.

4.2 [1o3MpoBKAa H HAYHH HA NPHJIO0KEHHE




Jo3upoBka

Hait-nuckara edexkTrsHa 103a TpAOBA 1a ce M3MOJ3BA 32 Bh3IMOXKHO Hal-KpaTrkoTo BpeMe, HeoOX0IuMO
33 o0neKk9aBaHe Ha CHMITTOMHUTE (BXK. To4ka 4.4).

Bue3pacmnu u ionowu na svipacm nao 12 2oounu:
Obuuaiinara egHuMYHa 1o3a e 200 mg — 400 mg a0 Tpu MBTH HA AeH cnopel HyxauTe. MakcumanHata
eAHHHYHA 1032 He TpabBa Ja HanpHmasa 400 mg.

OcraBere 4 10 6 yaca MEXAY JO3KTE H HE mpueMalite rosede o1 1200 mg Ha Bcexu nepHom ot 24 uaca.

AKO MpH BB3PaCTHH C€ H3UCKBA NPHEM HA TO3M NPOAYKT 32 NOBEYE OT 3 IHHU B CIIy4al Ha TeMneparypa
WIH 3a [IOBEeYe OT 5 JHM 3a JeqyeHHe Ha DOJIKa WIHM aKko CUMIITOMUTE CE BIIOILAT, HA MALMEHTA Ce

MpenopBYBa Ja ¢ KOHCY/ITHPA € JieKap, OCBEH aKo Jickap He My € npeanucan Apyro.

AKO [IPH IOHOIIIHK C€ H3HCKBA ITPHEM HA TO3H NICKAPCTBCH MMPOAYKT 34 IIOBCHE OT 3 OHH WY aKo
CHMITTOMUTE CE BITOLLAT, TPHGBH Ada CC IMOTBhPCH KOHCYINTAUNA C JICKAP.

Hexenannre peakuMd MOratT na OpAaT HaMmaleHd 00 MHUHHMYM 4Ype3 HM3NoJ3BaHEe HAa HaH-HHCKaTa
edexTHBHA 1033, HEOOX0AHMa 32 KOHTPOJINPAHE HA CHMITTOMMTE 3a Haf-KpaTKOTO BpeMe {BxK. Touka 4.4).

Ieduampuvna nonynrayus

brokMAKC He e nmoaxonam 3a ynorpeda npy Jela Ha Be3pacT noa 12 roauHu. 3a Tasy rnonylnanva uma
IpYyry, No-nOAXOANIUH JeKxapcTBeHH GopMH Ha ubynpodeH.

I ayuernmu 8 cmapueckKa evipacm

HCIIBC tpsfBa na ce u3nonsear ¢ ocoOCHO BHHMAHUE NIPH MALIMEHTH B CTAPUECKA BH3pPACT, KOUMTO ca
NO-MOJAT/IHBH H3 HEXeNaHW peakuHH (Bx. ToOUkH 4.4 ¥ 4.8). AKO JIeUeHHETO ce CYMTA 3a Heobxoaumo,
TpadBa na ce HU3NOJ3Ba HaW-HUCKaTa A03a 3a HaH-KpaTKHS NepHoil, HeoOXOoauM 3a KOHTPOJIMpaHE Ha
cumnTomuTe. Jleuennero TpadBa Aa ce npepaszrnexia Ha pelOBHU HHTEPBANH U Aa 6bae NmpekpaTeHo, ako
He cé HalJroaaBa nojsa Win Bb3HUKHE HEITOHOCHUMOCT,

bvbpeuno yepexcoane

[IpH natmeHTH ¢ NeKO WIM yMEpeHo HamaeHue Ha Onbpevnara ¢pyHkuud nosara Tpadea xa ce moaabpxa
BB3MOXKHO Hal-HHUCKa 32 Hal-KpaTKHS nepuol, HeoOXOOWM 3a KOHTPONHpaHE Ha CHMITOMHTE H
OnOpeunara ¢pyHkuua TpAdBa ma ce Habmwomaea. (IIpH mauMeHTH ¢ Tekka OBOpeUHa HEOOCTATHYHOCT
BIDKTE TOYKa 4.3).

Ueprnoodpobro yepesrcoare

[Ipu nmaumMeHTH ¢ NeKO HWAH YMEpPEeHO HaMalleHHe Ha 4YEPHOApoOHaTa QyHKuUMs ao3ara TpsOBa ga ce
NMOAObPXA BBE3MOKHO Hal-HMCKa 3a Hali-kpatkua HeoOxoaum nepuon. (Ilpm namueHTH C TeXKa
4epHOAPOOHA HEIOCTATHYHOCT BUXKTE ToYKa 4.3).

HauuH Ha NpUIOKEHHE
CaMo 3a nepopanHo MPUIOXKEHHE H KPaTKOCPOYHa yrioTpeoa.
OunmupanuTe TabneTkH TpAOBa 12 ce MOTABILAT ¢ BOAA.




[IpenopBYMTENIHO € NALMEHTHTE ¢ YYBCTBUTENHHU cTtoMacK aa npueMaTr baokMAKC ¢ xpana.

4.3 IIporuBonoxalauus

CBPBXYYyBCTBUT&THOCT KbM aKTHBHOTO BEILUECTBO MJIH KBbM HAKOE OT MOMOILLHWTE BeHecTBa, HIOpOESHH B
TOYyKa 6.1.

[lauvenTH, KOMTO B MMHAIOTO €a MOKA3alH PEaKIMK HA CBPbXIYBCTBHTEIHOCT (HANP. aCTMA, PHHMT,
aHrMoeNeM HIK YPTHKAPHA) B OTFOBOP HA aleTHACANMULIANOBA KUCETHHA WU IPYTH HECTEPOHAHY
[IPOTHBOBBLIMAIHTEIHH CPEACTBA.

AKTHBHA CTOMALIIHA Y AYOACHANHA A3Ba WIH aHAMHE3a 3a pelMAHBUpPALld CTOMAIHO-YPEBHA
13Ba/KbpBEHE (ABa WIH N0BEYE OTAETHM €MU30a Ha J0Ka3aHa A3Ba UIH KbpBeHe).

AHaMHe3a 3a CTOMalllHO-YPEBHO KhpBEHEe WiH nepdopalius, CBbp3aHHu ¢ npenuiuHo neyeHue ¢ HCITBC.

Texka cepaeuna HeaocrarbuHocT (NYHA knac IV), 6156peuna Hea0oCTaThYHOCT WAH YepHOapodHa
HEAOCTATHYHOCT (BXK. TOuYKa 4.4).

XeMoparuyHa quartesa ¥ KoaryJaliOHHH HapyIeHuA.

3HaunTeNHa Jexuaparauus (MpHYHHEHa OT NOBPEINAHE, IHAPHA HJIH HEAOCTATHYEH NPUEM Ha TEYHOCTH ).
Mo3bYHO-CHAOBO WM APYTO aKTHBHO KbPBEHE.

Jleua na Bn3pact nox 12 rogHHH.

[TocneaHUAT TpuMecThp Ha OpeMeHHOCTTA (BXK. TOUKA 4.6).

4.4 ChneuHaaHH NpeayNpeXIeHHS U NPeANa3HH MEPKH NpH ynorpeba

HsnonssaHero Ha briokMAKC ¢be cenbrerpain mpueM va HCIIBC, BKIIOYHTEIHO CElIeKTHBHH
WHXHOHTOpY Ha LMKIOOKCHIEeHas3a 2, TpsiOBa 1a ce u3baraa.

ACTMAaTHYHHTE NALMEHTH TPAOBA 1a NOTHPCAT CHLBETHTE HA CBOJA JieKap Npeay Aa H3NoA3BaT HeynpodeH
(BX. Mo-gouy).

Hexcenanure peakuuy Morart Aa ObAaT HaMaNeHd 10 MUHHMYM 4Ype3 H3MO0/M3BaHe Ha Hali-HHCKaTa
eeKTHBHA 1033, HE0DX0AMMa 33 KOHTPOIMPAHE Ha CUMITTOMMTE, 3a Hali-KpaTkoTo BpeMe (Bx. Touka 4.2,
CTOMALUHO-IPEBHHUTE H CHPACYHO-ChAOBUTE PHCKOBE MO-00J1Y). 03K, No-BHCOKH OT NpenopLyYBaHuTe,
MOraT Aa Npeau3BHKAT CEPHO3HH PUCKOBE,

bnokMAKC 1ps6Ba na ce npunara camo rpu cTpora npeueHKka Ha ChOTHOILEHHETO NON3a-PUCK NPH
CIEOHMTE CHCTOSHHA:

- CUCTeMEH NTyTryc epureMarosyc (CJIE) unu apyru aBTouMyHHH 3a001sBaHuUs

- BpoAeHH HapyueHHa Ha MeTabonu3Ma Ha nopguprH (Hanp. oCcTpa HHTEPMMUTE

- HbPBH M BTOPH TPUMECTHP HA OpeMeHHOCTTa (BXK. TO4Ka 4.6)




- KbpMeHe (BXK. ToUKa 4.6)

CrneuManHo BHUMaHHEe TpAOBa a ce 0ObpHE B CIEXHUTE CITyYau:

- CTOMAILIHO-YPEBHH 3300N9BaHKA, BKITIIOUMTEIHO XPOHUYHH BH3NANUTETHU YUPEBHH 3a00/19BaHHA
(ynueposen xonut, 6oaect Ha KpoH)

- ChpAeYHa HENOCTATBYHOCT ¥ XHIIEPTOHHA

- HamaneHa 6b0pedHa QyHKIuSA

- 4yepHOAPOOHA AMCOYHKLIHA

- HapylIeHa XeMOIoe3a

- nedexTH Ha KoaryJalHaTa Ha KphBTa
- aNeprvH, CEHHA XpeMa, XPOHMUYEH OTOK Ha HOCHATA JIMMaBUIla, YBEITHYEHH CAHBHLIM, XPOHHUYHO

oOCTpYKTHBHO 3200/I9BaHe Ha NMXATEIHHUTE MHTHILA WIH OpOHXHMATHA aCTMa KaTo MOBHIIEH PHCK
OT AICPrHYHH PEaKHH, HACTBIIBALIHM [IPH TE3H NalUHeHTH. Te3H alepruuHH peakliiyd MOKe 1a ce
pEeACTABAT KaTO aCTMATHYHMU aTaky (T. Hap. aHANreTHYHA acTMa), eaeM Ha KBUHKe Unu

YPTHKapHA
- HEITOCPEACTBEHO CNEl MoIEMH XHPYPruuHH UHTEPBEHLIUH

Cmomawno-upesno Kxvpeene, a3ea u nepopayus
Mma crobinenus 3a cToMalIHO-YpEBHO KbPBEHE, A3Ba UNH nepdopanus, KOUTO MoraT fa Onaat aTalHy,

¢ ek HCIIBC o BcAko BpeMe Ha JIeHEHHETOo, CbC WK €3 nNpeaynpeauTentHd CHMITTOMHU, WK
NpEeAHIIHA aHAMHEe3a 33 CEPUO3HH CTOMAIIIHO-YPEBHH CHOHTHA.

PUCKBT OT CTOMALILHO-YPEBHO KBPBEHE, A3Ba Wik nepdopalivs € No-BUCOK C HapacTBaHE Ha A03aTa Ha
HCIIBC npu mauneHTH ¢ aHaMHesa 32 A3Ba, 0CO0EH0 aKO0 € YCI0XKHeHa ¢ KPBBOHIIMB HiIH nepdopalys
(Bk. TOUKa 4.3), ¥ NPU NALMEHTH B CTAPYESCKA BB3pacT. Te3H NallieHTH TpAOBa Aa 3aMnQ4HAT JICYEHHE C
Hal-HUCKaTa Bh3MOXKHA 1034, [Ipu Te3n maunenTn TpadBa na ce 0OMHCITH KOMOMHUPAHO JIEYEHHE ChC
3all[MTHH CPEACTRA (Hanp. MU30ONPOCTONT WIM HHXHOWTOPH HAa MPOTOHHATA [IOMIIA), a CHILO M OpH
NALMEHTHUTE, IPH KOHTO C€ H3UCKBA €AHOBPEMEHHO NMPHIOKEHHE HA HHCKa 71033 alleTHICATHLIWIOBA
KHCEJIMHA WiIH APYTH JICKAPCTBCHH MPOAYKTH, KOUTO MOTAT JIa YBE/IHYAT CTOMAIIHO-YPEBHUA PHCK (BXK.
no-A0Ny H TOYKA 4.5).

[lainmenTy ¢ aHaMHe3a 32 CTOMAIIHO-4YPEeBHA TOKCHMUYHOCT, 0COOEHO TAKMBA B CTAPUYECKA Bh3PacT, Cieasa
Ia cro0INaBaT BCIKaKBU HeoOUYalHM KOPDEMHHM CHMITOMH (0COO€HO CTOMAIHO-YPEBHO KBEPBEHE),
0COOCHO B HAYATHUTE €TAITH Ha JICHEHHETO.

[Ipenopbusa ce NOBUIIEHO BHHMAHHE NP NALIMEHTH, TOJIy4aBaLii ChITETCTBALIO JEUEHHE, KOETO MOMKe
Ja YBEJIHYH PHCKA OT A3Ba HWIH KEPBEHE KaTO IMEPOPATHH KOPTUKOCTEPOHAN, aHTHKOAr'YJIaHTH KaTo
BapQapHH HIIH XenapHH, CENEKTHBHY WHXHOMTOPH Ha 0OpaTHOTO 3aXBallaHe Ha CEPOTOHHHA HITH
AHTUTPOMOOTHYHH CPEACTBA KATO AUSTWICATHIMIOBA KHCENHHA (BK. Touka 4.5).

Koraro npu nanueHTH, nony4yasatid bnoxkMAKC, Bb3HHKHE CTOMAIIHO-YPEBHO KbPBEHE HIH A3Ba,
neveHneTo TpadOBa 1a Obae NpeKpaTeHo.

HCIIBC cneasa na ce nasat BHMMaTEIHO [IPY MAUMEHTH ¢ aHAMHE3a 3a CTOMAUIHO-YpEBHO 3abonsaBane
(ynueposeH konut, Honecr Ha KpoH), Thit kKaTo ChCTOAHHETO HM MOXeE Aa ce 06OCTPH (BiK. TOuKa 4.8).

Ilayuenmu e cmapuecka év3pacm
I1pu nauneHTH B cCTapyecka Bb3pacT ChIUECTBYBA MOBHIlIEHA YECTOTA HA HEXENAHHUTE peakLiti KbM
HCIIBC, ocobeHo cTOMAIIHO-YpEBHO KbPBEHE H Nnepdopanus, KOUTo Morart Ja 6
TO4YKa 4.2).
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Cvpoeuno-cv008U 1 MO3BLYHO-CHOOBU PeaKyull

M3nckBa ce BHHMaHKe (pasroBop ¢ iekap Wi hapManeBT) NMPeaH 3ano4YBaHe Ha JIeYeHUe IpH NaLHeHTH
C aHaMHe3a 33 XUNEPTOHUA H/WIH ChbpACYHA HelOCTATBUHOCT, Thif KaTO HMa CHOOILIEHHS 3a 3aAbPKaHe
Ha TeYHOCTH, XHIMEPTOHUSA U OTOK BBB Bph3Ka ¢ neyenne ¢ HCIIBC.

KinuHyyHHM npoyyBaHHA NMOKA3BaT, Y€ H3II0/3BaHeTO Ha HOynpodeH, ocofeHo pH BHCOKa 1033

(2400 mg/nen), moxe na 6bAe CBBP3AHO C IEKO NOBHLUIEH PHCK OT apTEPHaNnHy TPOMOOTHHHH CHOUTHA
(Harp. uH(papKT Ha MHOKapaa Wik UHCYAT). KaTto usno envaeMHONOrHYHUTE H3CIeBAHNA HE MOKA3BAT,
4e HHUCKA 1032 HbynpodeH (Hanpumep < 1200 mg/neH) e cBbp3aHa ¢ NOBHLIEH PHCK OT apTepHAHa
TpoMbo3a.

[laHenTH ¢ HEKOHTPOJIHPaHA XUIIEPTOHHA, 3aCTONHA ChpaedHa HenoctarsyHocT (NYHA II-111),
YCTaHOBEHA HCXxeMH4Ha 60JecT Ha chpLeTo, nepudepHa apTepHaiHa S0MecT WHIH MO3BLYHO-ChA0BH
3abonaBaHuA TpA6Ba Aa ce Nekysat ¢ H6ynpodeH caMo ciel BHUMATeNHa npelleHKka 1 Tpabsa aa ce
H304rsaT BUCOKH 103 (2400 mg/men).

TpsGBa cuLIO Aa Ce HaNpaBX BHUMATENHA NPELEHKA MPEIH 3aM0YBaHE HA ABJITOCPOYHO JCHEHHE Ha
ALMEHTH ¢ PACKOBH (AaKTOpH 3a CbPACYHO-CHAOBH CHOMTHS (HAMD. XMIIEPTOHUA, XHUIEPIHTTHACMHS,
3axapeH auaber, myuene), ocobeHo ako ce H3IHCKBAT BUCOKHM 1031 HOynpoden (2400 mg/nen).

Cny4an Ha cunapom Ha Kounis ca noxiaasaHu npyu naumueHTy, IEKysaHy ¢ u6ynpodeH. CHHIPOMBT Ha
Kounis ce nepuHupa KaTo CepACHHOCHAOBH CHMITTOMH B PE3YJITAaT HA aNepruyHa peakLHs I peaKius
Ha CBPBXYYBCTBHTEIIHOCT, CBBP3aHa ¢ KOHCTPHKLIHA HA KOPOHAPHHUTE apTePHH H MOTEHLIHANHO BodeIna
A0 UH(PAPKT HAa MHOKapa.

Tesicxu kooicnu Hexcenanu peaxyuu (SCAR)

TeXKH KOXHH HEXXENaHH PEAKUHH, BKJIIOYHTEIHO eKCHONHATHBEH NEPMATHT, EPHTEMA MYJITH(RODME,
CHHIPOM Ha Stevens-Johnson (SJS), TokcuuHa ennaepmanta Hekponusa (TEN). nexapcTBeHa peakLys ¢
eo3uHOQUINA i cucTeMHU cumntoMy (DRESS curapoM) U ocTpa reHepanu3npaHa eK3eMaTo3Ha
myctyno3a (AGEP), kouTo MoXe Z1a ca )MBOTO3aCTPAIABALIM WIH C JIETANIEH U3X0M, ¢4 CHOGIIEHH BbR
BpPB3Ka ¢ ynoTpeda Ha ubynpoden (Bx. Touka 4.8).

[MoBeveTo OT Te3u peakLMH Bb3HMKBAT B PAMKHMTE Ha MbpBHs Mecell. [Ipu nosBa Ha Npu3HaLM W
CUMITOMH, IIpeAronaraii nogsara Ha Te3n peakiiny, Hoynpodex Tpabea na 6nae HezabasHo cnpsH U na
ce OOMHCIIM aNnTEePHATUBHO JN€YeHHe (cnopel HeoOX0aUMOCTTa).

B H3KIIOUHTENRY ClTyyaH BapHLiena Moxe Aa 6be B 0CHOBATA HA CEPHO3RN HHPEKLMO3HH YCIOKHEHHA
Ha KoXKaTa U MEKHTe ThKaHW. KbM iHemHa Aara He MoXe Ja ce H3Kkno4M posta Ha HCIIBC 3a
BJIOIIABAHETO Ha Te3H MHGekiuK. Taka ye e npenopsUMTENHO Aa ce u3bsarea ymorpedara Ha bnokMAKC
NpHY BapHULIENa.

Eghexmu evpxy bvbpeyume

Hbynpoden mMoxe na npennssuka 3aabpiaaie Ha HATPHIH, KATMH M TEYHOCTH MPH NALMEHTH, KOMTO HE ca
CTpazain oT OBOpeuHH HapyIeHHs, nopaay HeroBus edekT BLpXY Gnbpeunara nepdysus. Tosa Moxe aa
MPUYIHHH OTOK WK AOPH Ja KOBEAE 0 ChpIeYHA HEAOCTATBYHOCT WM XHIIEPTOHHA NPH
NPEeApa3noNOKSHH MALHEHTH.

Kakro npu apyru HCIIBC, npoaikHTERHO NpHIokeHHe Ha HOYMpodeH Ha JHBOTHH € A0BENO0 A0
6BOpeYHa manmuIapHa HEKpo3a U APYTrH NaToNoruyHy 6x6peuny npomeny. Ipu xopa uMa chOBILEHHUS 32
OCTEP HHTEPCTHLHATCH HEQPUT C XeMarypHs, NIPOTEHHYPHA H MOHAKOra HedpoTHueH cuHapom. Cnyuau
Ha OBOpeYHa TOKCHYHOCT €2 HabMIoAaBaHH CHILO M IIPU NAUMEHTH, IIPH KOWTO MPOCTALAAN] HHTE UIpasT
KOMIICHCATOPHA POJIA B NOIAbPXKAHETO HA OBOpevyHaTa nepdysus. I'lpu Te3n naps L e:Tn
Ha HCIIBC moxe na nosene 10 10303aBUCUMO HAMANEHUE BHB POPMHUPAHETC ‘




BTOPHYHO B OBOpEeMHNS KPBbBEH NOTOK, KOETO MOXE Ja YCKOPH U3saBeHa OBr0peuHa qeKoMeHcanus.
[launeHTHTE ¢ Hali-roJIEM PHCK 3a pa3BHTHE Ha Ta3M peakuus ca Te3M ¢ ObOpeuHa AucPyHKIMmA,
ChbpAEYHA HEAOCTATBhYHOCT, YepHOAPOoOHA ANChYyHKLMA, DONHHUTE, TpUeMAIHM AMypeTHIH H ACE-
UHXHOMTOPH, W TE€3H B CTapuecka BB3pacT. IIpekparspane Ha neyeHneTo ¢ HCITBC 06ukHOBEHO ce
MOCAEARA OT BB3CTAHOBABAHE HA CBCTOAHHETO NPEAH JICHCHHETO.

HMa puck ot 60peuHo yBpexaaHe IIpH AeXUApaTUpaHH AcLia, OHOLIM U X0pa B cTapuecKa Bb3pacT.

Anepzuunu peaxyuu

MHoro psako ce HabIaaBaT TEXKKN OCTPH PEaKliMi HA CBPbXYYBCTBUTENHOCT (Hanp. aHaQUIIakTHYEH
wok). [Tpy nepBUTE NPH3HALM Ha peakiHsd Ha CBPbXYYBCTBHTEIHOCT Clie[ pHEMAaHE/ IPHIOKEHHUE Ha
bnokMAKC, neuenuero Tpabsa na 6nje npekpareHo. CriendanusupaH nepcoHan TpsbBa aa 3anovHe
HeOOXOOHMHTE MEOULIMHCKH MEPKH CIIOPE], CHMITTOMMTE.

HeobxonuMo € noBHIlIeHO BHUMAHHE NPH MAlAEHTH, KOXTO ¢a HMANHK CBPBXIYBCTBUTSIHOCT HIH
ANePru4HH peaklyy, ThH KaTo T€ MOXKE Ja Ca M3JI0KEHH Ha MOBHIIIECH PHCK OT peaklMH Ha
CBPBXYYBCTBUTEIIHOCT, HacThBalWM ¢ bnokMAKC.

Hpyeu npedonasnu mepxu
bpoHxocna3zsM, ypTHKapHA M aHFTHOEAEM MOTaT a Bh3HUKHAT NPH NALKHEHTH, CTPARALLH OT WIH C
MHHANA AaHAMHE3a 33 OpOHXHATHE aCTMA, XPOHUYEH PHHHUT, CHHY3HT, Ha3alIHH TIOJIKITH, aACHOUIH WIH

ajlleprudHy 3abonapaHuA.

Hb6ynpodiey Moxce na Mackupa NMprU3HaLM WM CHMIITOMH Ha HHQeKLMa (NOBHILIEHA TeMNeEpaTypa, Oonka
H OTOK).

MﬂCKHQHHE HA CUMNIMOMUME HG nodﬂeafcawume HHdJE‘KHHH

biiokMAKC Moxe na Mackupa CHMIITOMMTE Ha HHEKLIUA, KOETO MOXKE 11a JoBeae Ao 3abarsHe Ha
3aoYBaHe Ha NOAXOAALLO JIEYEHHE U MO TO3W HAYMH A4 BIOWK U3X04a oT HHdekuusaTa. Topa ce
Habmonasa npu 6akTepyHania MIHEBMOHUA, NpuaobuTa B 00LIECTBOTO, KAKTO M NpH GakTepHalIHUTe
yctoXkKHeHMs Ha Bapuuena. Korato bniokMAKC ce npunara 3a neyeHHe Ha NoBHILEHA TEMIEPATYpa WK
3a obnekyapaHe Ha 6oJikaTa PBB BPB3Ka ¢ HHEKLMA, ¢ce npenopbunsa HabmoaexHne Ha uHdekuusara, [Mpu
H3BBHOOHHYHH YCI0BHA NALMEHTHT TpaOBa 1a ce KOHCYJITUPa € NEKap, aK0 CUMATOMHUTE NEPCHCTUPAT
WIIH C€ BJIOLLIABAT.

IIpoankuTenHara ynorpeba Ha BCAKaKbB BHA 0OJIKOYCIIOKOABALIO 32 rNaBobonne MoXe Ja ro BJIOLIH.
AKO Bh3HUKHE HIIH CE MOJ03Hpa TAKABA CHTyalud, TpAGBa Aa ¢€ NoJy4Yu MEIULIMHCKA OMOUI H
neyeHuero TpabBa ga 6vae npekpareHo. JHarHocTHLIHpaHeToO Ha rnaBobonue nopagy npekansaBaHe ¢
nexapcrsa TpAOBa Aa ce UMa MpeABUA NPH NALMEHTH, KOUTO MMAT 9€CTO WIH €XeAHEBHO M1aBobonne
BbNpeKy (MM nopaqy) peaoBHaTa ynotpeda Ha JexkapeTia 3a riasobonne.

Karo usno, xaburyanHusT npuemM Ha OONKOYCHIOKOABAILM, 0c00eHO KOMOMHALIMS OT HAKONIKO
00e30onaBaly aKTHBHH BEILIECTBA, MOXE Ja JOBEAE N0 TpaliHO 6H0peyHO YBpexXaHe C PUCK OT
O0b6peuna HegocTaTEUHOCT. TO3M PUCK MOXKE [1a Ce YBEJIHYM NpH (GPH3HYECKO HaTOBapBaHe, CBBP3aHO CbC
3arybara Ha cond B acxuaparauus. [To Tasu npuyKHa ToBa TpAbGBa na ce u3bsATBAa.

ITo BpeMe Ha neucHue ¢ HOynpoden ca HabmogaBaHH HAKOH CITyYad ChC CHMITTOMH Ha acenTH4eH
MEHHMHTHT KaTO CXBalllaHE Ha Bpara, rapodonue, raaeHe, NOBpbIIaHe, BHCOKA ‘JGW'. : -;\
OEe30pHEeHTaUHUA TP NAUMEHTH ChC ChLUIECTBYRALIA aBTOMMYHHHU HapyLUSHHA {/ MR ER I RXC
epUTEMAaTO3yC, CMeCEHO 3ab0NABaHe HA CheAHMHHUTENHATA THKaH). §
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HUbynpodeH Moke BpeMeHHO 1a HHxuOHpa TpoMOOLMTHATA arperalius U Ja YIRIXKH BpEMETO Ha
kbpBeHe. CneaoBaTe/HO NAUUEHTH ¢ Ae(eKTH Ha KPhBOCHCHPBAHETO WM Ha aHTHKOAryJIaHTHA Tepanus

TpsOBa a2 ce HabnroNaBaT BHUMATENHO.

B ciny4ait Ha ABNrOCpoUHO NedcHUe ¢ HOynpodeH € HeoOX0aUMO NMEPHOIHYHO HAOMIOAECHHE Ha
yepHoApoOHaTa U OBOpeyHaTa QYHKLMA, KAKTO M Ha Opos HAa KPbBHHTE KJIETKH, 0COOEHO NpH

BHCOKOPHCKOBH MALIUCHTH.,
KoHcymanuaTa Ha ankoxon TpadBa na ce u3barea, Thil KaTo TOBa MOKe Na 3aCHIH HEKEaHUTE peakiivM

Ha HCIIBC, ocobeHo ako 3acArat cTOMAIlIHO-9YPEBHHS TPAKT MM LIEHTpAlHaTa HEPBHA CHCTEMA.

[TanmenTH, npueMalnu HoynpodeH, Tpabea na crodIaBaT HA CBOA JIeKap NPH3IHAUM MJIH CUMITTOMH Ha
CTOMALTHO-YPEBHY A3BH WIH KbPBEHE, 3aMbBIIICHO 3PEHHE WK JAPYFU OYHU CUMITTOMH, KOKHH 0OpHBH,
HaJJaBaHE Ha TEr0 WU OTOK.

ITo oTHoINEeHHE HA PEPTHNHOCTTA [IPH KEHHUTE BUXKTE TOYKA 4.6.

baokMAKC cbhabpxaTt JaxTo3a, IlalueHTd ¢ peiki HacneaCcTBeHH NpobleMH Ha raTlakTO3Ha
HEMOHOCHMOCT, IThJICH JIAKTa3eH ASOHLMT WM [NHOK030-TraNakTo3Ha Manabcopbuus ne Tpaosa na

NpHEMar TOBa N1eKapCTBO.

ToBa nekapcrBo chabpxa no-Manko ot | mmol Harpuit (23 mg) B Tabnerka, T.€. MOXe JIa Ce KakKe, ue
NPaKTHYCCKH HE ChOBPKA HATPUH.

4.5 BsaumoneficTBHe ¢ ApYrd JeKAPCTBEHH NPOAYKTH B Apyru GopMH Ha B3aHMonehcTBHe

Héynpogern mpabea 0a ce uzbsazea ¢ KOMbBUHAYUA CHC.

ALIeTWICATHIIWIOBA KHCENHHA: EMHOBpEeMEHHOTO NpuioxeHne Ha HOynpodeH U aueTWiCaIHLIMIoBa
KHCETHHA 0OHKHOBEHO HE Ce NIPENopbYBa, NOPaIH MOTEHIHANA 33 NOBHINABAHE HA HEXEMAHUTE Peakuuy,
OCBCH aKO JIeKap He € NpeAnHcal HUCKa 033 aUeTWICAIHMIIWIOBA KUCENHHA (He Haa 75 mg DHEBHO).
EKCEepUMEHTANTHHN JaHHH NOKAa3BaT, Y€ KOraTo Ce MPWIAraT e1HOBPEMEHHO, HOYNPOodeH KOHKYPEHTHO
MOX€E 1a HHXHWOKpa edekTa Ha HECKATa 1033 aleTHNCANTHIANIORA KHCETHHA BLPXY TpoMOOLMTHAaTa
arperauys. BeIIpekH 4e HMa HECUTYPHOCT NO OTHOIIEHHE HA €KCTPAONALMATA HA TE3H JaHHH KhM
KAMHHYHATA CHTYaLMHA, HE MOKE O3 C€ U3KITIOYM Bb3MOXHOCTTA PeAOBHATA, ABATOCPOUHA ynoTpeda Ha
HOynpodeH n1a HaManH KapaUONnpoTeKTOPHUS edeKT Ha HHCKA 1032 aleTWICATMIMIOBA KucenuHa. He ce
CYHTa BEPOATHO ynoTpedata Ha uOynpodeH oT BpeMe Ha BpeMe a J0Bee AC HAKAKBB KIHHUYHO 3HAUNM
edekT (BX. Touka 5.1).

Hpyrun HCIIBC, BxmouuTenHo cenekTuBHH HHXMOMTOPH Ha LIMKIOOKCHIeHasa-2: U3barsaiite
eJHOBpeMeHHaTa ynoTpeda Ha aBa unu nosedye HCTIBC, Thit kaTo TOBa MOXKe A YBEJIHYH PUCKA OT
HEXENaHH peakUHH (BX. To4Ka 4.4).

Hbéynpogen mpabea 0a ce uanon3ea sHUMAMenHo 8 KOMOURGYUS Cve:

AnrukoarynadnTi: HCIIBC morart na 3acwiaT edekrute Ha aHTHKOArylnaHTH kato BapdapHH (BX. TOUKa
4.4},

AHTHXHNepTeH3uBHH cpeacTBa (ACE-nHxubuTOpH, GeTa-Onokepy U aHrnoTensuH-11 penenropHu
RAVNETUIIUTE

aHTaroHucTi) U auyperdi: HCIIBC Morar na HamanaT egekra Ha Te3H Jiekap 2

MOTaT Ja yBenu4ar piucka ot HegporoxcrurHocT Ha HCIIBC. EanospemeHHORO TRANANR :
HOynpogeH ¥ Kanui cbxpaHapauy guyperuum wid ACE-HHXHOHTOpH MO // lesene &>
XHriepkanueMus. Heobxoaumo e BHuMaTenHo HabnoieHue Ha HHBaTa Ha fafdi
2
.
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Kanronpun: EKcriepdMeHTAIHM NpOy4BaHHUA NOKa3Bat, ye nOynpoden rnpoTusoaciicTsa Ha edekra Ha
KarToONPHI Ha MOBHILEHA EKCKPELHA HA HATpHIA.

Koptukocrepouau: [ToBMILIEH PHCK OT CTOMALIHO-YPEBHH A3BH WIM KbpBeHE (BX. TO4Ka 4.4).

AHTHTPOMOOLIUTHH CPEICTBA H CEIEKTMBHH WHXUOUTOPH Ha 0OpaTHOTO 3aXBalllaHe Ha CepOTOHNHA
(SSRIs): moBULIEH PUCK OT CTOMALLHO-YPEBHO KbpBeHe (Bxk. Touka 4.4). HCIIBC He Tpabsa 1a ce
KOMOMHMpAT ¢ aHTHTPOMOOLIMTHH CPEACTBA KATO THKJIONHAKH NOPAaaH AANTHBHOTO HHXHOHpaHe Ha

TpoMOOLIMTHATa PyHKLMS.

Covpaeunn rnuvkosuau: HCIIBC morar na o6ocTpart cepaevHa HepocTtarbyHocT, 1a HaManar GFR 1 na
YBE/IHYAT [UTa3MEHUTE HUBA Ha CHPASYHHUTE INIMKO3UAM (HaNp. IUTOKCHH ).

JIntuit: MMa nokasarencTBa 3a NOTEHLHAIHO NOBUILNEHUE HA IJJa3MeHUTe HHBAa Ha JIMTHIA.

MertoTpekcar: HCIIBC nuxubupar TyOynHaTa cekpeliis Ha METOTPEKCAT U B PE3Y/ITaT Ha NOHHKECHUA
KITMPBHC Ha METOTPEKCAT MOTaT J1a BE3HHKHAT HAKOH MeTaboNHTHH B3auMoeiicTeuA. [TpuaoxkeHHeTo Ha
ubynpodeH B paMxuTe Ha 24 Haca MpeAn MM ¢l MPHaAraHe Ha METOTPEKCaT MOXe Aa JoBeae 0
NOBHILICHA KOHLICHTPpAL(HA Ha METOTPEKCAT M YBENHUaBAHE HA HEFOBHTE TOKCHYHH SPEKTH.
Cnenosarenno eqHospeMenHara ynorpeba va HCIIBC y BUCOKH 1031 MeToTpekcaT TpsifBa na ce
u30sirea. Coimo taka Tpabea Aa ce B3eMe NpeABKA MOTEHUMATHUAT PHCK OT B3aHMOACHCTBUA MPpH
NICYCHHE ¢ HUCKA 0332 METOTPEKCAT, 0CO0EHO Npy MaRHEHTH ¢ HapylieHa 6s0peuHa pyHkuua. [Mpu
kOMOHHMpaHO Neyerue Tpabpa na ce cnean 6s6peynara GpyHxLuA.

Luxnocnopun: IosriueH puck ot HehpOTOKCHYHOCT.

Mugenpucron: HCIIBC He TpatBa na ce uznonseat 8—12 nHu cliea NpWIOKEHHETO Ha MU(DENIPUCTOH,
TBH KaTO Te MOraT aa HaMansaT eekra Ha MHPENpPUCTOH.

Takponumyc: Koraro HCIIBC ce naBaT ¢ TakponHMYC, € BE3MOXKHO MIOBHIIABAHE Ha PHCKA OT
HedPOTOKCHYMHOCT.

3unosyauH: Koraro HCIIBC ce naBar cbC 3M10BYIHH, HM2 MTOBKILIEH PUCK OT XEMAaToJIOrH4Ha
TOKCHYHOCT. MiMa 0Ka3aTeNICTBO 3a IOBUILEH PUCK OT XEMapTpO3u M XxeMaroMH npu HIV(+)

XeMO(HIHIY, TI0TyHaBallA eAHOBPEMEHHO JISYEHHE ChC 3UIOBYAMH U HOynpodeH.

XHHONOHOBH aHTHOMOTHLM: JlaHHH npH XHUBOTHH couaT, u¢ HCIIBC Morar na yBenuyaT pycka oT
rbpY0OBE€, CBLp3aHK ¢ XHHOJIOHOBH aHTUOHOTHLM. [1pn naumenTH, npuemainy HCIIBC v xuHO0HH,
MOX€E [a ChIUECTBYBA NNOBHIEH PUCK OT Pa3BHTHE HA KOHBYJICHH.

Cyndaunnypeitun npoayxkta: HCIIBC Morat 1a nOBHIIAT XHIIONTHKEMHYHHA edexT Ha
cynpanmypelinure npoaykty. [Ipu enHOBpeMEHHO JieueHue Ce Npenopbysa HabnoxeHHe Ha KphBHATA

3axap.

Amunornykozuau: HCTIBC morar na 3a0aBsT eTMMHHUPAHETO HA aMHHOTTIMKO3HIMTE U 112 YBEIHUYAT
TAXHATA TOKCHYHOCT.




eKkcro3ruua Ha S(+)-ubynpogen ¢ npubnnsurento 80 xo 100%. Tpadea na ce oOMUCTH HaMaNsAiBaHe HA
no3ata Ha ubynmpodeH, Koraro ce npuaarar eaHOBpeMeHHO MOHKN HHxuGuTopH Ha CYP2C9, ocobeHo
KOraTto BUCOKHM N03H HOYNIpodeH ce npunarar ¢ BOpUKOHA30J WIH (IIyKOHa3011.

XonectupaMus: ChITETCTBAWIO JIEUEHHE C XONeCTUPaMHH U HOyIpodeH BoaAH A0 YABJKEHA M HaManeHa
(25%) abecopbuus Ha ubynpoden. JlekapcTBeHUTE IPOAYKTH TpAOBA Aa Ce NPWIAraT Ha HETEPBATI OT
[IOHE ABa Yaca.

bunxosu excrpakti: ['uHKO 6Mn06a MOXe na yBemnum pucka ot Kepeene ¢ HCTIBC.

Ankoxon: UinonzpaHero Ha ubymnpodeH Npx JTHLA ¢ XpOHHYHA KOHCYMalUMa Ha ankoxon (14-20
HAIMTKW/CeAMHLa WIH noBeve) Tpadea fa ce u3bArsa mopaii NOBHUIIEHUA PUCK OT SHAYNTEIHH
HeXXelaHH peakUHH OT CTpaHa Ha CTOMAUIHO-YPEBHHA TPAKT, BKIIKOYHTETHO KhpBEHE.

4.6 DepruanTeT, lpeMEHHOCT H KbPMEHe

bpeMeHHOCT

MHxubupaHeTo Ha CHHTE3a HAa MPOCTArNaHAMHUTE MOXKe J1a NIORIUAE HeGnaronpusTHO SpeMeHHoCcTTa
W/WNM Pa3BUTHETO Ha 3apOAMINa/Tuiona. JIaHHH OT enuIeMHOIONHYHH [TPOYYBAHHA MMOKA3BAT NOBUILEH
PHCK OT CIIOHTaHeH abopT, chpAeYHH ManpOopMaLIMHA W FACTPOCXHIKC CNed U3ITON3BAHETO HA HHXHOHTOP
Ha CHHTE€32 Ha NPOCTArJaHAHHHTE B HAYATIOTO Ha OpeMeHHoCTTa. ADCONMOTHHAT PHCK 3a ChPHEYHO-
CBAOBH MaihOpMAlHH € YBEJIHYEH OT No-Manko ot 1% mo mpubnuzutenHo 1,5%. CMmsTa ce, Ye pHCKBT ce
YBEJIMYABA C J03aTa H NPOALIKHTETHOCTTA Ha ICYCHHE.

[1py XKHBOTHH € AOKA3AHO, Y€ MPIIOKEHAETO HA HHXHOUTOP HAa CHHTE3a Ha NPOCTariasAMHATE BOAK 0
NOBHIICHM Mpe- H CACOIUMIUIAHTAUHOHHH 3ary0u u o eMbpuo-peranHa CMBpTHOCT. B nombaneHue,
NpY XHBOTHH HMA CHODLICHHUA 32 MOBHIIEHA MECTOTA Ha PaIHYHH MaTGOpMALIHH, BKTIOYUTENHO
CBpACYHO-CBIOBH, MPH NPHNAraHe Ha HHXUOWTOP HA CHHTE3a HAa NPOCTarNTaHaHHHTE [0 BpeEMe Ha
OpraHoreHesara.

Ot 20-ara cenMuua oT OpeMeHHOCTTA HaTtaThkK ynorpebara Ha BriokMAKC Moxe 1a HpHYHHH
OJIMTOXUApPaMHHOH, ABJIKaIl C€ Ha HapylneHne Ha 6s0peynara QyHkuua Ha deTyca. Tosa MOXe 1a ce
[MOSIBH CKOPO CIICA 3alo4BaHe Ha IeueHHeTo H 0OHMKHOBEHO ¢ 00paTHMoO NpY npekpaTseaHe My. B
NOMMIHEHHE, HMa CBOOILICHUA 34 CTECHABaHE Ha ductus arteriosus Clejl NeUYeHHe Mpe3 BTOPHSA
TPHMECTEP, NOBEHETO OT KOUTO OT3BY4YABAT CJIEA NpeKpaTaBaHe Ha JieyeHHeTo. CneaoBaTenHo, o BpeMe
Ha ITbDBHUA H BTOpHA TpUMeCTHP Ha OpeMeHHoCTTa barokMAKC He Tpa0OBa Ia ce n1aBa, OCBEH ako He €
KaTeropuiaHO HATOXHTENHO. AKo biiokMAKC ce H3no/13Ba oT )KeKa, KOSATO ce ONUTRA 13 3a4eHe, Wil No
BpEME HAa MbPBHA W BTOPHUA TPHMECTBP Ha OpeMEHHOCTA, J03ata Tpa0Ba Ja ce noaabpxka HUCKau
NPOXBDKUTETHOCTTA HA JICYEHHETO 112 € BB3MOKHO Hali-kpaTtka. Cnen excrio3yimsa Ha biokMAKC B
NpOABINKEHHE HAa HAKOJIKO JHH OT 20-aTa recTallHOHHA CEOMHLA HaTaThK TpabBa aa ce obmMHcan
AHTCHATATHO NpociiesBaHE 32 OJIMTOXHIPAMHUOH U CTECHABaHE Ha ductus arteriosus, Ynorpebara Ha
bnokMAKC Tps6Ba fa ce npeycTaHOBH, aKoO C€ YCTAHOBH ONIMFrOXMAPAMHHMOH MM CTECHABaHe Ha ductus
arteriosus.

[1o Bpeme Ha TpeTHA TPHMECTbp Ha OGpPEeMEHHOCTTa BCUYKN MHXHOHTOPH Ha CHHTE3a Ha
NPOCTArMaHAMHUTE MOTAT Aa U3N0XKaT MI0Aa Ha:
- CepneyHo-cbhaoBa TOKCHYHOCT (TIpeXIeBpEMEHHO CTECHABAHE/3aTBapAHe Ha ductus arteriosus n
OemoapobHa XxUNepTOHHA)
-  bubpeyna aucdyHkuMA, KOATO MOXKE Aa nporpecHpa no 66peyna Hex
OJIHFOXMAPAMHHOH (BX. NIO-rope);




MaiikaTra n1 HOBOPOAEHOTO B Kpad Ha OpeMEHHOCTTA Ha:
- EBeHTyanHo yabmkaBaHe Ha BpEMETO Ha KbPBEHE, aHTHArperupalil eQeKkt, KORTO MOXKE 1a Bb3HHKHE

AOPH MPH MHOTO HUCKH I03H
-  HHxubupaHe Ha MATOYHHTE KOHTPAKLIMK, KOETO BOIH 10 3a0aBEHO WM NMPOIBIKUTEITHO PaXIaHe.

Crenoparenno bnokMAKC e npoTusonokasaH 1o BpeMe Ha TPETHANA TPHMECTBP HA OPEeMEHHOCTTA
(Bx.TOUKA 4.3).

KspMene
HoynpodeH ce ekckpeTHpa B KbpMaTa, HO MPH TePaneBTHYHH HO3H 10 BpeMe Ha KPaTKOCPOYHO JICHEHHE
PHCKBT 3a NOBJIHABAHE Ha KEPMAYETO M3rNIEXIa MAIKO BEPOATEH. AKO 00aye € NpeanrcaHo no-Aniro

neyeHue, Tpabra na ce OOMHCIIN paHHO OTOHMBAaHE.

D epTUNMTET
H3nonspanero Ha uOynpodeH Moxe 13 yBpeau PEPTHINTETA H HE C€ MPENophYBa MpH XKEHH, KONTO CE

OINMTBAT Aa 3a4eHaT. [IpH xeHH, KOUTO UMAT TPYAHOCTH NPH 3a4eBAHE T KOMTO Ca NOIOKEHU Ha
H3ciensaHe Ha 6ezruionue, TpabBa Aa ce OOMUCIH cnupaHe Ha nMpyema Ha HOynpodeH.

4.7 EdexTn BBpxy cnocobHocTTa 33 nodHpaHe U paboTa ¢ MAIINKHHK

HoynpodeH 0OuxHOBEHO HE NOBAMABA CIIOCOOHOCTTA 32 modHpaHe H paboTa ¢ MaluMHK. THit KaTo npw
BUCOKH [03H MOTaT A2 BE3HUKHAT HEKeJIaHH PeaKLIMH KaTo YMOpa, CbHIHWBOCT, CBETOBBPTEK
(choOuIaBaHa KAaToO YecTa peakLiMa) ¥ 3pUTE/HK HapyuleHHs (ChoOIaBaHH KaTO HEYECTa PEAKLIMA ),
cnocobHocTTa 3a WodHupaHe Wi paboTa ¢ MaLIMHK MoXe J1a Oble HapylleHa B OTAeNHH cimyvau. To3u
edeKT ce yCHnBa OT eAHOBPEMEHHATa KOHCYMAaIlMI Ha anKOXOJ.

4.8 Hexeaanu JeKapCeTBEHH PeaAKIHH

Ha#i-yecto HabnronapaHHTe HEXeNaHU CHOMTHUA €a OT CTOMAIIIHO-YPEBEH XapakTep. Moske 1a Bh3HMKHAT
MENTHYHH A3BY, nepdopauus WM CTOMAIIHO-4YPEeBHO KbpBeHe, NOHAKora (aranso, ocobfeHo B crapyecka
BB3pacT (Bxk. Touka 4.4). Cnex npuioxeHne ce ¢cro0LIaBaT raaeHe, nospbliale, AHapHs, daaryieHmus,
3aneK, RMCIeNncHA, KopeMHa 00MKka, MelleHa, XeMareMe3a, YIUepo3eH CTOMATHT, 000CTpAHE Ha KOJIUT H
bonect Ha KpoH (Bx. Touka 4.4). [To-panko ce HaGnioaasa racTpur.

Hexenanure peakiMy ca NpeAMMHO 10303aBUCHMU. OcoBeHO PHCKDBT 3a NOABATA HA CTOMAIIHO-YPEBHO
KBPBEHC 3aBHCH OT 103aTa H NPOABLIKHUTENHOCTTA Ha ICUEHUETO. 338 APYrH U3BECTHH PUCKOBH (DaKTOpH
BHXTe TOuka 4.4.

Cro0lLiIeH ca peakUy HA CBPBbXYYBCTBHUTEIHOCT M T€ MOFAT 1d ¢ CLCTOSAT OT:

(a) Hecrieuu$HIHYN aTeprutHH peakuHH ¥ aHaIaKkcHs

(0) peaxuuH Ha AMXATENMHUTE MBTHULIA, HANPHMEP aCTMA, BIOIIABAHE HA aCTMA, OpPOHXOCHAa3bM, NUCITHES
(B) pasiWYHH KOXHH PEaKL[HH, HANpAMEP NMPYPHUTYC, YPTHUKAPHA, TypIypa, aHTHOeAeM ¥ MHOTO PSIKO
exconuaTHBHU U GynO3HA HepMaTosy, (BKTIOYHTENHO CUHAPOM Ha Stevens-Johnson, TokcHuHa
SIHACPMATHA HEKPOIN3a).

OnucaHo € 06ocTpiHe Ha BB3NANCHUA, CBEP3aHH ¢ MH(eknMs (Hanp. pasBHTHE HAa HEKPOTHIUPALL]
¢acuuut), chenanamo ¢ ynorpedara Ha HCIIBC. Ako ce NOABAT HJIH € BNOLIAT PH3HALMTE Ha

HH(pekumA 1o BpeMe Ha H3non3paHeTo Ha biokMAKC, npenopbyusa ce NaluMeHThT He3
Jexap.




B M3KIIOYMTENHH CIIyYad MO BpeMe Ha MHGEKLINA C BAPUIIEA MOTAT Ja BE3HMKHAT TEXKKKE KOKHHU
MHQEKIIHU ¥ YCIOXHEHHUS Ha MEKHTE ThXAHH.

KnuHMYHY NpoyuBaHUA MOKA3BAT, Y€ M3MOI3BAHETO HA HOYIpodeH, 0COOCHO MPpH BACOKA 1033 OT
2400 mg/neH, moxe aa 6bae CBBP3aHO C JIEKO MOBHILEH PUCK OT apTEPHATHH TPOMOOTHUHM CHOHTHA
(Hanp. HHQapKT HA MHOKApHA WIH HHCYNT) (BX. Touka 4.4).

B®B BpBb3ka ¢ neueHHe ¢ HCIIBC ca cboOmenHn oTouM, XMNepTOoHHA H ChpAeHHA HEAOCTAThYHOCT.

HexxenanuTte peakiiuy, moHe Bb3IMOXCHO CBBP3aHH ¢ HOynpogeH, ca NpeacTaBeHu M0 CHCTEMO-OpTraHeH
knac 4 yecrora no MedDRA. H3non3Baso e cnenqHoTo rpynupade no Yyecrora: MHoro yecru (=1/10),

yecTH (21/100 mo <1/10), newectu (=1/1 000 no <1/100), peaku (=1/10 000 no <1/1 000), MBOTO peaxu
(<1/10 000) u ¢ Hen3BecTHA YecToTa (OT HANTMYHKTE JaHHH He MOXKe Ja ObJie HanmpaBeHa OieHK4a).

Crcremo-oprapgen: . | Yecrors Heme/HA JIEKRPCTBERS PeAKIAS
Hudexuuu u Heuyectn PuHuUT
HHQECTAIHH MHoro peaky | ACeNTHYEH MEHHHIUT
HapyweHun Ha MHoro peaky | JleBkorienus, TpOMOOLIMTONEHHS, HEYTPOIICHHS, arpaHyIoLHTO3a,
KPbLBTA H annacTHyHa aHeMHA U XeMOJMUTHYHA aHeMHs. [1epBUTEe CHMITTOMH
JUMPHATA CHCTEMA WIM NPH3HALIK MOT'aT Ja BKJIFOYBAT: BUCOKA TEMIIEPATYpa,
BB3NMAICHO BP0, NOBLPXHOCTHH A3BH B YCTaTa, FpUIONoA00HH
CHMIITOMH, TEXKO H3TOLUEHHE, HEOOACHHMO KBPBEHE H CHHHHM.
Hapyuienus Ha Heyectn Peakilu¥ Ha CBpPBEXUYBCTBHTERHOCT KaTO YPTUKAPUA, NPYPHUTYC,
HMYHHATA Nypnypa ¥ €K3aHTeMa, KaKTO M aCTMaTH4YHH aTakH (ITOHAKOora ¢
CHCTEMA XHUIIOTOHHSA )
Penku Jlyiyc epHTEMAaTO3yC CHHIPOM
MHoro peakd | Texku peakusy HA CBPBXYYBCTBATETHOCT. CHMIITTOMUTE MOTAT Ja
BKJTIOYBAT: OTOK Ha JIULETO, NIOAYBAHE HA €3MKa, BBTPELIHO
NOAYBAHE HAa NAPHHKCA CbC CBHBAHE HA NHXATENHHUTE MMBTHILA,
AUCIIHEs, TAXHKApAWA, aJaHe HAa KPBbBHOTO HANATaHe 00 ToUKara
Ha JXMBOTO3aCTpalliaBalll LIOK.,
IIcHXHYHR Heuectn TpeBoxHOCT
HapYWIeHHs Penku JleTpecusi, ChCTOAHUE Ha 00BPKAHOCT, XATIOLMHALIWY
Hapyumenus Ha Yectu ['maBobonue, chHNKBOCT, BB30YAa, 3aMaliBaHe, Oe3CBHIE,
HEPBHATA CHCTEMA Pa3apasHHTEIHOCT
HeuectH | ITapecresuns
Penky HeBpHT Ha 3pHTENTHHA HEPB
Hapymiennn Ha ounrTe | HeuectH 3PHTENHHU YBPEKAAHHA
Penxu TokcHuHa ONTUYHA HEBPONATHS
Hapymenus Ha yxoto | Uecti CBeToBLpTEX
H rabupunTa HeuectH YBpenaeH cnyx
MHoro THHHTYC
penku

Copaeunn
HapyIeHHsA

MHoOro peakH

CopuebOHeHe, chbpacuHa HEAOCTATPYHOCT, MHPApPKT Ha MHOKApIa,
oCcThp OenoapobeH 0TOK, OTOK

C Heu3zpeCTHA

CunapoM Ha Kounis

4eCcToTa
Coaosy napymenus | Muoro peaku | XuneproHus
Pecnupatopumu, Heuectn ActmMma, OpoHXOoCTIa3bM, JHCITHES




TPLAHH
H MCOAHACTHHAJHH

KOXKATA H
NOAKOXKHATA ThbKAH

HapymIeHHA
CroMamHo-upeBHH Yecrn Jucnericus, 1Mapus, raaeHe, NOBprIlaHe, KOpeMHH 0ONKH,
HAPYIICHHS GJraTyJICHLHS, 3aMEK
HewectH I"acTpuT, AyOACSHANHA 13Ba, CTOMAINHA %3Ba, A3Ba B YCTaTa,
CTOMaUIHO-YPEBHA nepdopauus
MHoro peaku | E3odarut, naHkpeaTHT, YpeBHH CTPHKTYPH, ME/TeHa, XeMaTeMe3a,
CTOMAILHO-4YPEBHA XEMOParus
C neussectHa | Konut u 6onect Ha Kpon
yecTora
XenaTobnanapHu Heuectu XenaTHT, KBJITEHHLA, NATONOTHYHA YepHOAPOOHa (PyHKUHSA
HAPYIUEHHA Penxu YBpekKnaHe Ha YepHus Apod
MHoro penku | YepHoapo6Ha HEAOCTATBHHOCT
Hapymenus Ha HeuectH OOpHB, ypTHKapHA, IPYPHTYC, TypPNypa, peakiiud Ha

(OTOUYBCTBHTENHOCT

MHoro peaku

TeXKH KOHH HexenaHH peakunu (SCAR), (BxirouHTENHO
epuTeMa MynTHdOpMe, ekchonnaTHBEH IePMAaTHT, CHHAPOM Ha
Stevens-Johnson, TOKCH4Ha enUuaepManHa HEKPOIH3a), AJlonenus,

HexpoTtusupain pacuuuT

C Heu3BeCTHa
YyecroTa

JlexapcTBeHa peakuus ¢ €03MHOPWITHA U CHCTEMHH CHMITTOMH

(DRESS cuaapom)
Ocrpa resepanuskpaHa ek3aHTeMarosHa nycrynosa (AGEP)

Hapymwenus Ha

MHoro pegku

TyOyno-uHTepcTHUHANTEH HepUT, HEPPOTHYEH CHHAPOM U

6u6peunTe H 610peuHa HeqOCTaTEYHOCT,

NMHKOYHHTE ocTpa 6B0pevHa HenoCTaTLYHOCT, NaNWIapHa HEKPO3a (0COBEHO

NbTHINA NpH NPOARDKUTENHA YIIOTpeba, CBLp3aHa C NOBUILIEHAa CepyMHa
ypes)

O6mu Hapymenns | Yecrn YMopa

¢PexKTH HA MACTOTO

HA NPHIOKEHHE Penxn OtoK

Croblasate Ha NOA03UPAHH HeXKENaHH peakLiuH

CrobmaBaHeTo Ha MONO3MPaHU HEXENaHH PEaKLMK ClieH pa3pellaRaHe 3a yrorpefa Ha ieKapCcTBEHHUS
NMPOAYKT € BaykHO. ToBa N03BONIABA a NPOABIXKM HaGMIOAEHUETO HA ChOTHOWIEHHETO MOMN3a/PUCK 32
JIEKAPCTBEHUA NPOAYKT. OT MEAMLIMHCKUTE CIISIHANTMCTH C€ H3UCKBA A3 ChOOLIARAT BCAKA NOJO3HPaHa

HeXKejlaHa peakliiA Ypes:
MansanuTenHa areHLMs o NeKkapeTBara
ya1. ,,JlamsaH ['pyes® Ne §

1303 Codux
Ten.: +359 2 8903417
yebcaift: www.bda.bg

4.9 IIpenposnpane

IIpu nena norneuaHero Ha mosede ot 400 mg/kg Moxke Aa NPeAN3BUKa CHMITTQ

CumMnrTomMu




IIpu noseueTo nauMeHTH, KOUTO €A NOTBIHANH KITHHHYHO 3HAYHMH konuvyectBa HCIIBC, cumrirromure
LI C€ NpOABAT B paMKHMTE Ha 4 10 6 yaca. Haii-uecTo cho6maBaHHTE CHMIITOMHU BXIIOYRAT rajcHe,
[IOBpBIIAHE, ENHracTpalHa OONKA WITH NO-PAAKO AHApUs. BB3MOXHH ca cbino IIIyM B YUIHTE,
rnasobosnue, 3aMaiiBaHe, CbCTOAHHE Ha OOBPKAHOCT H CTOMALIHO-YPEBHO KEPBEHE. IIpu no-cepuosno
OTpaBAHE C¢ HAO/MOAaBA TOKCHYHOCT B LIEHTPA/IHATA HEPBHA CHCTEMa, ITPOABABALUA CE€ KATO CHHIIUBOCT,
HOHAKOra BL30yaa U A€30pHEeHTALMS WM KoMa. [TOHAKOra nauMeHTHTe pa3BuUBaT KOHBYJICHH. [fenara
CBLIO MOTAT 114 pa3sBHAT MHOKIIOHHYHH criasM. TIpu cepMo3HO OTpaBsiHe MOXe 1a HACTBIIH
MeTab0IMTHA alMa03a HIPOTPOMGUHOBOTO Bpeme/ INR moxe na 6bae yamikeno, BEPOATHO Nopagy
Hameca B ICHCTBHATA Ha LMPKYTHpaKTe GaKTopH Ha KpBBOCHCHPBaHETO. MOxe fia HaCTBHIH ocTpa
6BOpedHa HeOCTATEYHOCT, YBPEKAAHE HA “e€pHHA ApoD, 3aryba Ha Ch3HAHHE, XHIIOTEH3MS, HHCTarMyc,
XHNOTEPMHSA, THUXATE/IHA ASIPECHA H LIMAaHO3a.

IIpoarickuTenHaTa ynotpeba Ha MO-BHCOKHM OT NpEnopbYaHATE NO3M HITH NPeO3HPAHETO MOXKE J1a
noeene no 6u6peuna TyOynHA auMa03a M XHIOKATHEMHM.

Ilpu acTMaTHIM € BE3MOXKHO 060CTpAHE HA acTMATA.

Jleuenne

He chinecTByBa criemuduyuen aHtHaor. JleyeHHeTO TpA0Ba Aa GBle CHMNTOMATHYHO H NOANBPKALIO, H
/14 BIUHOYBA NOAABLPXKAHE HA OTBOPEHHM AUXATENHH MbTHILA H MOHHTOPHHT Ha CHPAEMHHUTE H KHIHEHHTE
nokasarenu ao crabunusupade. Iommuciere 3a nepopanHO NpUIOKEHHWe HAa aKTHBEH BBIJICH, aKO
NalHEHTBT NIPHCTHTHE B DAMKHTE Ha | 4ac OT MONTBIIAHETO HA MOTEHLMANHO TOKCHYHO KONMYECTRO.
AJITEpPHATHBHO, NPH BB3PACTHH MOXKe A2 ce OOMHCIH CTOMALIHA NPOMKBKA B PAMKHTE HAa €JHH YaC OT
OMILHAHETO Ha MOTEHIHATHO XKHBOTO3aCTpalllaBallla CBPbXA03a. AKO Ca YECTH HJIH NMPOIBIDKHTE/HH,
KOHBYJICHHTe TpA0Ba na OBAaT NeKyBaHM ¢ [MasenaM WIH nopa3ernaM HHTpaBeHO3HO. [laitre
OpoHxoAUNATATOpH NMpH acTMa.

Crenga 1a ce OCHrypH K06pO OTAENsAHE Ha YPHHA.

brOpeuHata u uepHonpoGHaTa GyHKIMS TPAGBA Na 6BAAT BHUMATE/IHO HabmonaBaHH.

[MaiyenTiTe TpsaGaa na ce HaGMOAABAT Hali-Ma/IKO YETHPH Yaca el MOrThIIAHE Ha NOTSHLIHAITHO

TOKCHYHH KOJIHYCCTBA.

5. GOAPMAKOJIOINYHH CBOUCTBA

3.1 PapmakoauHAMHAYHH cBOHCTBA

QapmakoTepanepTHuHa Ipyna: [IpoTHBOBBINANMTENHH M AHTHPCBMATHYHH TNPOXYKTH, HECTEPOMIH,
MPOH3BOAHH HA NPONMHOHORa kucelnHa, ATC xoa: MO1AEQ]

MexaHuasM Ha JelicTere

HbynpodeH e npoH3BOAHO Ha NPOMMOHOBATA KHCEJIHHA C obesbonABallo, MPOTHBOBB3MANHTEHO U
aHTHIHPETHYHO AeHCTBHE. CYHTA Ce, Ye TepaneBTHUHUTE eEeKTH Ha TekapcTeoTo kato HCTIBC ca B
pe3yaTaT OT HHXHOHTOPHHUA €EeKT BEPXY €H3MMA LIMKIOOKCHIeHA3a, KOETO BOJH A0 HAYHTEHO

HaMaJICHHC HA CUHTE3a Ha NpOoCTarjlaHaHHH.

Kannnyna edukacHocT 4 6€30macHOCT
EkCriepHMEHTaNHN JaHHK TOKA3BAT, Ye KOTaTo C€ MPHIAraT eJHOBPEMEHHO, HOYNpodeH KOHKYPEHTHO
MOXe 1a HHXHOHpa eeKTa HA HUCKA 1032 ALETHICATHLUMIOBA KHCEIMHA BhPXY TRGW {’ ‘
arperaud. Hakou ¢gapmakoaMHaMyyHH NpoyYBaHHS MOKA3BAT, Y€ NPH €IHUH //w 3 16y
400 mg, r3eTH B paMKHUTE Ha 8 Haca npeau WK a0 30 MUHYTH cnen A03a aueTOIes; ﬂ-ﬁ TR
He3abaBHO ocBoGoxaaBaHe (81 mg), ce HamanaBa edekTa Ha ALETHICATIHIL ". SBTRRMCEH A B
obpasyBaHeTo Ha TpOMBOKCaH WIH TPOMOGOUMTHATA arperalua. Berpeky ue ‘n MOYDRec
OTHOILLICHHE Ha CKCTPAIoJIaLMATA HA TE3H JaHHH KbM KJINHHYHATA CHTYaLMs,




BB3MOJKHOCTTA PEA0OBHATA, AWITOCPOYHA ynoTpeda Ha uOynpodeH 1a HaManu KapAHONpOTEKTOPHRA

e(peKT Ha HHUCKA [J03a alleTHNCATHIMNOBA KHceMHA. He ce cunTa BeposaTHOo yrnorpebara Ha ubynpoden
OT BpEME Ha BpeMe Aa JOBEIe 10 HAKAKBB KIIHHHYHO 3HaYUM e(eKT {BX. Touka 4.5).

5.2, OapMakOKHHETHYHH CBOHCTBA

AbcopOuma
Hoynpogen ce abcopbupa 65p30 0T cromatuHo-4peBHHA TPakT ¢ OHoHanH4uHoCT oT 80—90%. [MHkoBH

CEpPYMHH KOHLIEHTPALMH HACTBLIBAT CAUH IO JBA 4Yaca el NpWIoKEeHHETO. AKO ¢e pujara ¢ XpaHa,
MHKOBHTE CEPYMHH KOHLIEHTPALMH Ca [0-HHCKM M CE€ NOCTUraT no-06aBHO, OTKOJIKOTO NPH NPHEM Ha
npa3eH CToMax. XpaHaTa He MOBIUABa 3HaUUTENHO of1iaTa GMHOHANUYHOCT.

Pasnpenenexue
HoynpogeH ce cBbp3Ba B roJiiMa CTENEH ¢ Ia3MeHuTe npoteutu (99%). H6ynpoden e ¢ Mansk 0Gem

Ha pasnpeaeneHue ot okono 0,12-0,2 I/kg npyu BB3pacTHH.

buotpanchopmalius
HoynpodeH ce meTabonusupa 6Bp30 B yepHHa Apob upes uuroxpoM P450, npedepenumanto CYP2C9 ,

AO NBa MLPBHYHH HEaKTUBHY MeTabonuTa, 2-xuapoxcuubynpoden u 3-xapbokcunbynpodgen. Cnen
[MeEpopanHo NpHEMAaHE HA IEKapCTBOTO, MAIKO No-Malko oT 90% oT nepopanHara no3a Hbynpoged Moke
72 NNPEMHUHE B YPHHATA KATO OKCHOATHBHU META0ONUTH ¥ TEXHHUTE NTIOKYPOHOBH KOHIOratiH. MHoro
MIKO KOJIH4EeCTBO HOYNpodeH ce eKCKpeTHpa HENMPOMEHEH B YPHHATA.

EnuMuHupane
Exckpenusita oT 6p0peLmTe € 6bp3a v nbnHa. [TonyXHMBOTHT Ha eNTHMHHHpPaHE € NPUOIHIUTENHO 2 yaca.
ExckpenuaTa Ha ubynpoden e mouru nsnHa 24 yaca cireq nocneaHara xosa.

Cneyuannu nonyaayuu

Ilayuenmu e cmapuecka evipacm
Ilpu ycnosue dye He ChilecTBYBa 6b0peyHO YBpEXKIaHe, HMA CaMO MAJIKH, KTHHHYHO HEe3HAUUTETHH

pazNnu4nd BbB (PapMaKOKHHETHYHMs MPOHI U EKCKPELMATA B YPHHATA MEXY MAAIH XOpa H Xopa B
CTapyecka BB3pacT.

ITeouampuyna nonynayus

CucreMnara excno3uuus Ha bynpodeH cnea KOpUrupaHa cpaMo TErJIoTO TepanesTHYHa f03a (5 me/kg
no 10 mg/kg TenecHo Teryo) nNpy geua Ha BB3pacT | roJHHA WK ITOBeYe H3ITIeKaa roxoOHa Ha Ta3u Npu
Bb3PAcTHH.

Hleua Ha Bn3pact 3 Mecenia 10 2,5 roAMHY H3reXAa UMaT No-BUCOK 06eM Ha pasnpencnenue (I/kg) u
knupbHC (I/kg/h) Ha nbynpodeH orkonkoTo neua > 2,5 no 12-roaMiiHa Bb3pacT.

bvbpeuno yepescoane
[Ipu naumeHTH ¢ exo 6B6peyHoO yBpexaaHe ca ChOOUIEHH YBEIHYABAHE HA HECBBP3aHuA (S)-
néynpoden, mo-sucoxu AUC croiiHocTH 32 (S)-uOynpodeH 4 yBenryaBaHe Ha EHAHTHOMEDHHTE
cboTHOEHU AUC (S/R) B cpaBHeHHE CbC 3ApaBH KOHTPOIH.

[Ipy nanxeHTH ¢ KpacH cranui Ha 6B0peyHo 3ab019RaHe, NOMyYaBall| AHANH3A, CREaHAaTa.cBobOHA
$pakuus Ha u6ynpodes e okono 3% B cpaBHeHHe ¢ 0kono 1% npu 3apaBu KoOpgE BURITER
yBpexaaHe Ha On6peuHaTa ¢pyHKUMA MOXe Na DOBeIe A0 KYMYJIHPAHE Ha Mc ( '

BV, g




3HayeHHeTo Ha TO3H edekT € HeuspecTHO. MerabonurHre Morar Aa 6bIaT OTCTpaHeHM ¢ XeMOAHAH3a
(Bx. Touku 4.2, 4.3 u 4.4).

Heproopobuo yepedcoane
ANKOXONHO YepHOAPOOHO 3a00N1ABAHE C JIEKO K0 YMEPEHO HEPHOAPOOHO YBpEeKIaHe He BOOH 40

ChLIECTBEHO MIPOMEHEHH (PAPMAKOKUHETHYHH NapaMeTpH.

[Ipu nauMeHTH ¢ HUpOo3a ¢ YMEPEHO YepHOAPOOHO yBpexkaaHe (6—10 no Child Pugh), nekysanu c
paleMiyeH ubynpodeH, ce HabMoaaBa CpeoHO 2-KPpaTHO YARIKABaHe Ha MMOTYKHBOTA U
cHaHTHOMEPHOTO ChOTHOWEHHE AUC (S/R) € 3Ha4HTENHO NO-HUCKO B CPABHEHHE ChC 3APABH KOHTPOIA,
KOETO npeanonara yspexiaHe Ha MerabonuTHara HHBepcHi Ha (R)-ubynpoden 10 akTUBHHA (S)-
eHaHTHOMep (BX. TOuKH 4.2, 4.3 H 4.4).

3.3 IlpeaxkaHHHYHH JaHHH 38 (e30MACHOCT

JTuncear NpeakIMHUYHY JaHHH OT 3HaueHHe 33 OLeHKaTa Ha 6e30NacHOCTTa, OCBEH Te3U, KOUTO BEUe ca
B3€TU N0 BHUMAHHE B Ta3W KpaTKa XapaKTEpPUCTHKA HA NPOAYKTA.

6. GAPMAIIEBTHYHH 1AHHH
6.1 ChnHenk HA NOMOLIHHTE BeLlleCTBA

Cupyesura na mabaemeama.
llapeBH4YHO HHHIECTE

Jlakro3a MOHOXHIpPAT

Llenynosa, MUKpOKpHCTATHA
Kpockapmenosa Hatpu#t (E468)
CHnHLMeB THOKCHI, KOJIOWAEH Ge3poaeH
I'nuiiepon audexenar

Dwuamupauyo nokpumue:

Xunpomeiosa (E464)

TuranoB auokcun (E171)

Maxporon MW400/PEG (E1521)

6.2 HecbBMeCTHMOCTH

Henpunoxwumo.

6.3 Cpox Ha roaHoOCT

3 ronuHH

6.4 ChneunajHH YCI0BHS HA ChXpPaHEeHHE

To3u nexapcTBeH NPOAYKT HE H3UCKBA CIEIIHATHH YCJIOBHA 332 ChXPAHEHHE.

6.5 Bua R chrAbLpKAHHE HA ONAKOBKATA




OunmupaHuTe TableTky ca onakopaHu B 6nucTepu oT TBBPIO, Mpo3pauHo PVC/AL donyo uny B
aJITEPHATHBHO, 3allMTEHO OT Aeua, 0410 Henpo3spauHo PVC/Al ¢gonuo, noacuneso cne cnoii ot PET.

Beexu baucTrep ceaspxka 10 Tabnerky.
JIutorpadupana xkapronena kytus ¢ 1 (10 rabnerku) 6nucrep unu 2 (20 Tabnerkn) 6nucrepa u

JIMCTOBKA.

He BcHukHM BHAOBE ONaKOBKH MOrat na OhJaT NYCHATH Ha nasapa.

6.6 CrneuxaaHH NpeaNa3HH MEPKH NPH H3XBBLPAAHE
Hama crieiManuy H3UCKBAHMA.

HewnsnonspaHuAT JieKapCcTBEH NPOAYKT WM OTIIAObYHHTE MAaTEPHAIH OT Hero TpAGBa a ce U3XBBPIAT B
CbOTBETCTBHE ¢ MECTHHTE U3HCKBAHHUA.

7. TIPATEXATEJI HA PAZPELLIEHHUETO 3A YIIOTPEBA

ALKALOID-INT d.o.0., Slandrova ulica 4, 1231 Ljubljana — Crnuge
CnoBeHus

Ten.: + 386 1 300 42 90

¢axkc: + 386 1 300 42 91

UMein: info@alkaloid.si

8. HOMEP(A) HA PAZPEIIIEHHETO 3A YNNIOTPEBA

brnoxMAKC 200 mg ¢punMupanu Tabnerku Per. Ne 20160130
biokMAKC ¢opre 400 mg ¢unmupann rabnetku Per. No 20160131

9. HJATA HA ITBPBO PAZPELHIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEDBA

Jlata Ha mepBO paspetnaBaHde: 20 Anpun 2016
Hara Ha nocnenHo noaHoBaBake: 25 CentemspH 2020

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

08/2024

16/16




