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BaokMAKC 200 mg ¢punMupann TabieTku L
BlokMAX 200 mg film-coated tablets

broxMAKC dopre 400 mg ¢punmupanu TabierTky
BlokMAX forte 400 mg film-coated tablets

2, KAYECTBEH U KOJIMMECTBEH ChCTAB

bnokMAKC 200 mg dunmupanu tadieTku
Besika Tabnerka ceabpaka 200 mg ubynpoden (ibuprofen).

[TomouiHo(1) BeLecTBo(a) ¢ U3BECTHO AeiicTBMe: 72,22 mg NaKTO3a MOHOXHApAT 3a TabjieTka.

BrokMAKC dopre 400 mg punMupanu TabneTku
Bcaka tabnerka chaspxa 400 mg ubynpoden (ibuprofen).

[MomotHo(1) BelecTso(a) ¢ u3BecTHO aeiicTBHe: 144,43 mg nakTo3a MOHOXHAPAT 3a TabsieTka.

3a MBJIHHUA CNUCHK HA MOMOIIHHTE BELISCTBA BHXTE TOYKA 6.1.

J. JIEKAPCTBEHA ©OPMA

° dunMupana Tabnerka

bnokMAKC 200 mg dunmupanu TabIeTKH
[TpomBLAroBaTyH, ABOHHO-U3MBKHAH, Genu o nouTH 6ean GHamupaHu TabaeTKH.
Pasmepure Ha Beska Tabnerka ca npubnusuTesiHo 14,5 mm x 6,5 mm.

BrokMAKC dopre 400 mg dbunmupanu tabnerku

[MpoabAroBaTH, ABOHHO-U3MBLKHANH, Geau A0 ModTH O6e1H HUAMHPAHY TabJIETKH ¢ AEIHUTENHA YepTa
OT €[JHaTa CTpaHa.

PasmepuTe Ha Besika TabsieTka ca npubmnzurenHo 20 mm x 8 mm.,

JlenuTenHaTa yepTa € caMo 3a YJIECHABAHE Ha CYYTIBAHETO ¢ LIEN MO-IECHO NOMThLIAHE, 4 HE 33

pa3sac/IaHC Ha paBHH NO3H.

4. KJIMHHYHHA JAHHU
4.1 TepaneRTHYHHA NOKA3AHHA

KpaTKoCpoYHO CMMITOMAaTHYHO JieueHHe Ha Jieka o ymepeHa Oonka v BHCOKa TeMepaTypa.

KpaTkocpo4yHO CHMIITOMATHYHO JieueHue Ha 6onka H GeOpunnTeT, CBbp3a
HACTHHKA.

4.2 Jlo3HpOBKA H HAYHH HA NMPHJI0KECHHE
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Haii-uuckata edexkTBHa 1032 TpsOBa Aa ce u3non3Ba 3a Bb3MOXKHO HAH-KPATKOTO BpEME,
HeoBXx0auMo 3a 061eKYaBaHe Ha CUMITOMMTE (BXK. To4Kka 4.4).

Bwv3apacmnu u onowiu Ha év3pacm Hao 12 zoounu:
OfuuaiiHata eguauyHa fao3a € 200 mg — 400 mg no Tp¥ NMBETH Ha JAE€H CHOpPEA HYXAMWTE.
MaxkcuManHaTa eIHHHYHa 103a He TpaOBa aa HageMiuasa 400 mg.

OctaBete 4 10 6 4Yaca MEXAy I03UTE M He npvemaiire noseue or 1200 mg Ha BCekH mepHon oT 24
yaca.

AKO NPH BL3PACTHH Ce H3UCKBA NPHEM Ha TO3HM MPOAYKT 34 MIOBEYE OT 3 AHM B CIyuaH Ha
TEMIIepaTypa WIH 3a NOBeue OT 5 AHM 3a leyeHHe Ha OOoJIKa Wid aKO CHMIITOMMTE CE BIIONIAT, HA

MaLlMEHTa C€ NMpenopbyBa Ja ¢€ KOHCYITHpa C JIeKap, OCBEH aKo JCKap He My ¢ MpeaAnHcan Apyro.

AKO TPH IOHOLIM CE W3HCKBA NTPHEM HA TO3M JIEKAPCTBEH MPOAYKT 3a NOBEYE OT 3 THH UIIH aKO
CUMITTOMHTE C€ BJIOLLAT, TpAOBa Aa ce MOTHPCHU KOHCYNITALHA ¢ JIEKap.

Hexenanute peakuuu mMorat Aa ObJar HaMaleHH A0 MHHHMYM 4pE€3 M3M0/I3BaHe Ha HaH-HHCKaTa
ethekTHBHA 033, HEOBXOAMMA 38 KOHTPOAMpAHe HA CHMITTOMHUTE 33 Hali-KpaTKOTO BpeMe (BXK. TOUKa

4.4).

Heduampuuna nonyarayun

baokMAKC He e noaxoasin 3a ynorpeba npH Acua Ha Bb3pacT noa 12 roauHy. 3a Tasy nmomyJiauus
UMa JPYrH, Mo-MOAXOAALLH eKapcTBeHU PopMH Ha HOynpogen.

Hayuenmu 8 cmapuecxa gv3pacm

HCIIBC Tpatea na ce n3non3sat ¢ ocoOEHO BHUMAHHE OpPH NAlWEHTH B CTapueCKa BB3PACT, KOUTO
ca MO-MOJATIMBH Ha HekenaHu peakuud (k. Toukn 4.4 M 4.8). AKO JICYCHHETO C€ CYHTa 32

HeoGX0auMo, TPAGBa [a Ce M3MON3Ba Hali-HMCKaTa 103a 3a Hali-KpaTKHs MEpHOA, HecOXonuM 3a
KOHTPOJIMpaHe Ha CUMNTOMHTE. JleveHneTo Tpabba Jia ce mpepasryieikaa Ha peAOBHU MHTEPBAJIM M 1A
OBbIe NpeKpaTeHo, ako He ce HadIoAaBa Non3a Wik Bb3HUKHE HEMOHOCHMOCT.

bvbopeuno yspexcoane

[IpM NaliMeHTH C JIEKO WIH yMepeHOo Hamanenue Ha Onbpeunara ¢yHkuus Ao3aTa TpsOBa Ja ce
NOANBKA Bb3MOMKHO Hai-HMUCKA 3a Hali-KpaTKHA mnepuo], HeoOXoAMM 3a KOHTpPOJNMpaHe Ha
CHMNTOMHTE U Ob6peuHaTa GpyHKkuHA Tpabpa na ce Habmoaaea. (TIpH nauMeHTH C Texka bLOpeuHa
HENIOCTATBYHOCT BHXKTE TOUKa 4.3).

Yeproopobro yepeswoane

[MpM MaUMEHTH C EKO WM YMEPEHO HamaleHHe Ha yepHoapobHaTa (pyHKLMA 103aTa TpsbBa na ce
NnoaAbpka BBH3MOKHO Haii-HMCKa 3a Haif-kpaTkus HeoOxoauM nepuoa. (Ilpu nalMeHTH C Texka

4yepHOApOOHa HEAOCTATHYHOCT BHIKTE TOUKA 4.3).

HauyuH Ha NpUAOxKeHHE

CaMo 3a nepopaiHo NPHIOKEHHE W KpaTKOCPOUHa ynoTpeoa.
dunMupannTe TabneTku TpadBa 1a ce noribulaT ¢ Boaa.
[IpenopbUNTENHO € NalMEHTHTE ¢ YYBCTBHTEIHH CTOMACH Ja npyeMat bAOR ‘




4.3 IlIpoTHBOomOKaA3ZaAHHSA

CBPBXYYBCTBHTEIHOCT KbM AKTUBHOTO BELUECTBO WK KBM HAKOE OT NOMOLIHHTE BELLIECTRA,
1u30poeHH B Touka 6.1.

[TaliHeHTH, KOUTO B MHHANOTO ¢a MOKAa3all peakLUMH Ha CBPbX4YYBCTBUTENHOCT (HAMP. aCTMA, PHHMUT,
AHFHOEIEM HJIM YPTHKAPHA) B OTTOBOP HA aLETHNICATHLIMIIOBA KHCENHHA WK APYTH HECTEPOUAHH
NPOTUBOBB3NAJIHTE/IHH CPEACTBA.

AKTHBHAa CTOMAllLIHA MJTH Ayoa€HallHa A3Ba WIH aHAMHC3a 3a pCUHAMBHpallld CTOMALIIHO-4YpCBHA
HBBafK'preHE (,IIB& HJIHK TIOBCYEC OTAOCJIHH CINMA300a Ha JOKa3aHa A3Ba WIH K’LPBGHE).

AHaMHe3a 33 CTOMaUIHO-YPEBHO KbPBEHE HIIH nepopaLiis, CBbP3aHH C NPEAHUIIHO IEeHEeHHE C
HCIIBC.

Texka cepaeuHa HeaocrarbuHocT (NYHA knac 1V), 6n0peuna HenocTaTbHHOCT HAXH YEPHOAPOOHA
HEeNOCTATBYHOCT (BXK. Touka 4.4).

XEMOP&FH‘{HH AWATE3a KU Koary/iallHOHHH HAPpYLICHHA.

3HavyyTeNHA aexuaparauda (MpUYMHEHa OT NOBPLIIAHE, AWAPHA HIIM HEAOCTATBUYCH [IpHEM Ha
TEYHOCTH ).

MoO3Bb4YHO-CBAOBO WM APYrO AKTUBHO KbPBEHE.
Jleua Ha BB3pacT noj 12 roauHH.

[TocneqHUAT TpUMeCTHP Ha OpemMeHHOCTTA (BXK. TOuKa 4.6).

4.4 ChnenHaaHH NpeAyNpPeXINCHAA H NPeANa3HH MEPKH HPH ynoTpeda

HanonssaHero Ha BaokMAKC cie chbTeTRam npueM Ha HCTIBC, BKIIOYHTEIHO CENIEKTHBHH
MHXHOHTOPH Ha LIMKJIOOKCHIeHa3a 2, TpsaOBa aa ce u3barea.

ACTMaTHUMHHTE NaUMeHTH TpAOBA 1a NOTHLPCAT CLBETHTE Ha CBOA JIEKAp NpeAu 1a U3MNOJI3BaT
ubynpodex (Bx. no-zoay).

HexenanuTe peakuuH Morar aa ObAaT HaMaleHH A0 MHHHMYM Ype3 H3I10/13BaHe Ha Hal-HHCKaTa
edeKTHBHA 1033, HEOOX0AMMA 338 KOKTPO/IMpPaHE HA CHMNTOMHTE, 32 Hal-KPaTKOTO BpeMe (BxK. TOYKa
4.2, CTOMaIUHO-YPEBHHUTE H CHPAEYHO-CHhAOBHTE PUCKOBE NMO-101Y). [103H, TO-BHCOKH OT
nNpenopb4YBaHUTE, MOraT J1a NpeAV3BHKAT CEPHO3HH PHCKOBE.

EnokMAKC Tpabea aa ce npunara camo npH ¢Tpora npeLeHka Ha ChOTHOLIEHHETO NOJI3a-pHCK MNpH

CleAHUTE ChCTOAHMA:

- crcTeMeH aynyc eputemMarosyc (CJIE) wnu ApyrH aBTOUMYHHH 3a00/19BaHHS

- BpOJEHH HapylueHua Ha MeTabonnima Ha nop@upHH (Hamp. OCTPa HHTEPMHUTEHTHA
nopgupns)

- MbPBU H BTOPH TPUMECTBP Ha OpeMeHHOCTTa (BXK. TOUKA 4.0)

- KbpMeHe (BX. Touka 4.6)

CrnenuanHo BHMMaHKHe TpAOBa Ja ce 00bpHE B CIICAHUTE CIYYaH:
- CTOMAaLLHO-YpEBHHU 3a00/I9BaHUs, BKIKOYHTEIHO XPOHHYHH B3R
3abonaBaHuA (yLepo3eH KonuT, bomect Ha KpoH)



- ChpPACYHA HEAOCTATBYHOCT U XHITEPTOHHS

- HamaneHa 0bOpeyHa HyHKLMA

- YyepHOApOOHA IUCHYHKLIMA

- HapylleHa XeMOoroesa

- nedheKTH Ha KoaryjlauyuaTa Ha KpbBTa

- aJlepryiu, CCHHA XpemMa, XpOHHYEH OTOK Ha HOCHATA JIMTaBHLIA, YBETUUEHHU CIIMBHLIM,
XPOHMYHO 0OCTPYKTHBHO 3a00JIIBaHE HA UXATEJHUTE MbTHILA MM OPOHXHANTHA aCTMA KaTo
MOBHMIIIEH PHCK OT aJIEPrHYHH PeaKLMy, HACTBIBALIUM NPH Te3X NauueHTH. Te3u anepruinu
peaKLMH MOKe Jia CE MPEACTABST KATO aCTMATHUHH aTakH (T. HAp. AHAITETHYHA acTMa), el1eM
Ha KBUHKE WIH yPTHUKaAPHA

- HEMOCPEACTBEHO Clie] FOJIEMHA XHUPYPTrAUHA HHTEPBEHIIHH

Cmomatuno-upesno xvpaeHe, 136a u nepopayus

WMa chLOBIIEeHHS 332 CTOMAILIHO-YPEBHO KbPBEHE, A3Ba WK nepdopauus, KOUTo MoraT na obaart
daramuy, ¢ scrnuku HCIIBC no Beako BpeMe Ha JIEUEHHETO, ChC WK 6€3 NpeaynpeanTeTHK
CUMITTOMH, HJIH NPEAHIIHA aHAMHE3A 3a CEPHO3HMU CTOMAIITHO-YPEBHH CHOHUTHA.

PUCKBT OT CTOMAITHO-YPEBHO KBPBEHE, A3Ba WK nepdopaLus € No-BUCOK ¢ HapacTBaHE Ha 103aTa Ha
HCIIBC npu nauuedTH ¢ aHaMHE3a 3a 13Ba, 0CODEHO aKo € YC/A0XKHEeHa ¢ KPbBOHUIJIHB HIIH
nepdopatiys (Bx. Touka 4.3), ¥ NPH NalueHTH B cTapuecka Bb3pacT. Tean naumenty TpaOBa na
3anOYHAT JICUeHHe ¢ Hall-HUCKaTa Bb3MoxkHa fo3a. [IpH Te3n nauueHTH Tpabea aa ce oOMHCITH
KOMOMHHMPEHO JIEYEHHE CBC 3AILMTHH CPeacTBa (Halp. MH30NPOCTON MK HHXHOHUTOPH Ha MPOTOHHATA
[MOMIA), @ ChIO U MPH NaIMEHTUTE, NPH KOUTO C€ H3HCKBa €AHOBPEMEHHO ITPWIOKEHHE HA HUCKA
71034 aLEeTWICANHIIWIOBA KHCEJIMHA WM APYTH JIEKAPCTBEHH NPOAYKTH, KOUTO MOraT Aa yBenn4ar
CTOMALIHO-YPEBHHA PUCK (BXK. MO-A0J1Yy U TOUKa 4.5).

[lamMeHTH ¢ aHaMHE3a 3a CTOMAIIHO-YPEBHA TOKCUYHOCT, 0COOEHO TAKHBA B CTApYeCKa Bb3pacT,
CIelIBa Ja ChoOIAaBaT BCAKAKBH HEOOHUaHHH KOPEMHH CUMNTOMH (0CODEHO CTOMAIIIHO-YPEBHO
KbpBeHe), OCOOCHO B HAYATHHTE €TaINH Ha JICYCHHETO.

[Ipenopbysa ce NOBKHILIEHO BHUMAHHUE NPH NALIHEHTH, NMOJTYYaBalllk CBITBTCTRALLO JICUCHHE, KOCTO
MOXE 1a YBEJINYH PUCKa OT A3Ba WM KbPBEHE KAaTO MepopalHyd KOPTHKOCTEPONUAM, AHTHKOArYJIaHTH
kaTto BapdapHH WIH XeNapHH, CeJIEKTHBHH HHXUOUTOpK Ha 0OpaTHOTO 3aXBalllaHe Ha CEPOTOHHHA
WJIH aHTUTPOMOOTHYHH CPEACTBA KaTO aLeTHICATHIIWIOBA KHCETHHA (BXK. TOUKA 4.5).

Koraro npu naruenTy, nomy4yasaiid biokMAKC, pb3HHKHE CTOMAIIHO-YPEBHO KbPBCHE HIIH A3Ba,
neueHHeTo TpadBa aa 6bae NpexkpaTeHo.

HCIIBC caeasa Aa ce AaBAT BHHMATETHO NPH NAUMEHTH ¢ aHAMHE3a 32 CTOMALIHO-YPEBHO
3a6ossBaHe (YJILEPO3EH KONMT, Gonect Ha KpoH), Thii KaTo ChCTOAHHETO HM MOXE Jia ce 000CTpH
(Bx. TOuka 4.8).

IIayuenmu e cmapuecka ev3pacm
[Mpy nailieHTH B CTapuyecKa Bb3pacT ChIUECTBYBA MTOBHLLIEHA YECTOTA Ha HEXKE/TAHHTE PCaKLIHH KbM

HCIIBC, ocofeHo CTOMALIHO-YPEBHO KbpPBEHE M nepdopaLms, KOUTO MoraT Aa 6baaT parantu (Bik.
TO4YKa 4.2).

CoupOeuno-cv008uU U MO3BHHO-CHO08U PEAKYUU
M3uckea ce BHUMaHHKe (pa3roBop ¢ Jekap Hiu (papMaLEBT) NPeax 3an04BaHe HA JICYEHYE NMPH
NALMEHTH C aHAMHE3a 32 XMIIEPTOHHA H/WITH ChPACYHA HEIOCTATBHHOCT, THH KATQ MMA LN
3abPKaHE HA TEHHOCTH, XMNEPTOHHA H OTOK BbB BPB3Ka C JICUEHHE C -"-‘- Qﬁ“\

KNMHHUYHM NpOy4YBaHUA MOKA3BaT, Ye U3MON3IBAHETO Ha HOYNpOdeH, ocC I' ot .I? N g
(2400 mg/nen), Moxe aa 6b/e CBBLP3aHO C JIEKO MOBULIEH PHCK OT apTCPNagHHIEILUONA
cbOMTHS (Hanp. HHGAPKT HA MHOKapAa UK HHCYAT). KaTto Luano enuaeMyo Y
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He NTOKA3BAaT, Ye HUCKa 1032 uOynpoden (Hanpumep < 1200 mg/neH) e cpbp3aHa ¢ NOBHILEH PHCK OT
aptepuanHa Tpom603a.

[TalyeHTH ¢ HEKOHTPOIMpaHa XMIEPTOHKA, 3acToiiHa chpaeyHa HepoctaTbuHOCT (NYHA 1I-11I),
YCTAHOBEHA HCXEeMHUYHA 6osecT Ha chpLieTo, nepudepHa aprepuanHa Sonect W/ wiH MO3bYHO-CHIOBH
3a60onaBaHus Tpa6GBa aa ce nexysar ¢ ubynpodeH camo cnell BHUMAaTeslHa nNpeileHKa 1 TpaOBa aa ce
u30arsaT BUCOKM 1034 (2400 mg/aeH).

Tpabra cbLUO 1a ce HANPaBX BHUMATENHA NpeLieHKa Npeay 3ano4BaHe Ha XbJArOCpO4HO JIEYCHHE Ha
MALUEHTY ¢ PUCKOBH (DaKTOPH 3a ChPACYHO-CBAOBU ChOHTHA (HAMNpP. XHIIEPTOHAA, XHIICPIHITHIEMHA,
3axapeH auaber, mymene), 0COGEHO aKo ce H3UCKBAT BUCOKH Ro3H uOynpoden (2400 mg/nen).

Cny4aud Ha cHaapom Ha Kounis ca nokjiagsaHy Npy NaiMeHTH, J1eKyBaHH ¢ HOynpodeH. CHHAPOMBT
Ha Kounis ce neduHHpa KaTo ChbpASYHOCHAOBY CUMITTOMH B Pe3yJ/ITaT Ha aNepruiHa peakuuna UiH
pecaklUa Ha CBPBXUYBCTBHUTENHOCT, CBbpP3aHa C KOHCTPHMKLIHSA Ha KOPOHAPHHUTE apTEPHH H
NOTEHLIHATHO BOAELIA A0 YH(PAPKT HA MUOKap/a.

Teorcku xoncnu nexcenanu peaxyuu (SCAR)

TexKH KOKHH HEXKENIAaHH peakliMH, BITIOYHTETHO €KCPONHaTHBEH AePMaTHT, epUTeMa My ATHdOpMe,
cuHapoM Ha Stevens-Johnson (SJS), Toxcnuna enuaepmanHa Hekpoausa (TEN). nekapcTeHa
peakiys ¢ eosiHopuIHg U cucteMHy cuMiromMH (DRESS cunapom) n octpa reHepainsvpaHa
ek3eMaro3Ha nyctynoza (AGEP), KOUTO MOXKe Aa ca JKMBOTO3aCTpallaBallly WiIH € JIETAJIEH U3XO0], Ca
cbOOLIEHH BBB BpB3Ka ¢ ynotpeba Ha ubynpodeH (BXx. Todka 4.8).

[ToBeyeTo OT T€3M peakliH Bb3HUKBAT B paMKHTE Ha MbpBUA Mecel. [Ipu nosBa Ha NPHU3HALK H
CHMATOMH, NPEATNOIArailld NoABaTa Ha Te3M peakunu, HGynpodeH Tpabsa na 6b1e HezabaBHO cnpsH
M 11a ¢ OOMMCIIH aNTepHATUBHO NieyeHue (crnopen HeoOXO0AUMOCTTA).

B u3KmourTETHH ClTy4an BapHuena Moxe Aa Ob/ie B OCHOBaTa Ha CEPHO3HH HHPEKIIMO3HH
YCI0KHEHMS HA KOJKATA K MeKuTe Thkand. KbM AHelllHa JaTa He MOXKE [a €€ H3KIIIOYH ponaTa Ha
HCIIBC 3a BnowmapaneTo Ha Te3u uHbekuuu. Taka ue e npenopbyMTEHO Aa ce u3barsa ynorpedara
Ha bnoxkMAKC npu Bapuuena.

Edbexmu evpxy 6v0peyume

Hb6ynpodeHn MOXKe Aa MpeAN3BHKA 3abPiKaHe Ha HATPUH, KallHi ¥ TEUHOCTH NPH NALHEHTH, KOUTO
He ca cTpajany oT 6bOpedHH HapyllieHHs, opaau HeroBus edeKT BbPXy 6bOpeuHaTa nepgys3us.
Toea MOe Aa NPUYMHH OTOK WJIM AOPH Ja NOBEAE A0 ChpJAEYHA HEAOCTATHYHOCT HIIH XHNEPTOHHA
MPH NIPEAPA3NOI0KEHH NALMEHTH.

Kakto npu apyru HCIIBC, npoas/mKUTENHO NPHAokKeHHe Ha HOynpodeH Ha )KMBOTHH € 0BENO 10
6B6peyHa NanuapHa HEKpO3a W APYrH NaToaoruuHy 660peuHn npoMern. IIpu xopa nMa CLOOLUEHHS
3a OCTbP MHTEPCTHLHAAECH HEDPHUT C XeMATypHs, NPOTEUHYPHA K MOHAKOTa HepoTHYEH CHHAPOM.
Ciyuan Ha 6b0peyHa TOKCHUYHOCT ¢a HabIoaBaHH ChLLO H NPH NALUMEHTH, NPH KOUTO
NpocTariaHAMHHTE HTPasT KOMINEHCATOpHa Poas B MOLAbpkaHeTo Ha 6b6peunara nepdysud. Ipu
Te3n nauveHTH npunoxkeHuero Ha HCTIBC Moxe aa noBene A0 40303aBHCUMO HAMAJICHHC BbB
dopMHpaHETO Ha MPOCTArNIaHAWH U BTOPUUHO B GLOpeuHHs KPbBEH NOTOK, KOETO MOXE 13 YCKOpH
u3gBeHa ObOpeuna nekomneHcauus. [landeHTuTe ¢ Hal-roiaAM PUCK 32 pa3BUTHE Ha Ta3H peaKklUMs Ca
Te3u ¢ GpGpeuna AnchyHKLMA, ChpAeUHa HEAOCTATHYHOCT, YepHOAPOOHa auchyHKUKS, OONHHUTE,
npuemaiy auypetuuy ¥ ACE-HHXHOUTODH, U Te3H B CTapuyecKa Bb3pacT. [lpexpaTsaBane Ha
nedyenuero ¢ HCIIBC oGukHOBEHO ce mocaeasa OT Bb3CTaHOBABAHE HA CHCTOSHHETO NPEIH
JICYEHHETO.

Anepzuunu peaxyuu
MHoro pagko ce HabmonaBaT TEXKKH OCTPH PEaKIIHH Ha CBPBXHYBCTBHTE \
aHacdunakTHueH wok). [Ipu mppBrTE MPH3HALIM HA PEAKLIMA Ha CBPBXYYBC



npueMaHe/punoxxenue Ha bnokMAKC, neyennero tpabsa na 6bae npekpareHo. Cneurdany3Hpan
nepcoHan Tpa6Ba fa 3anouHe HEOOXOAUMHTE METHLIMHCKH MEPKH Criopel CHMITTOMMTE.

Heob6xoaumo e NoBHLIEHO BHUMAHHKE TIPH NMAUMEHTH, KOUTO ¢a HMAIH CBPBXYYBCTBHTEITHOCT WITH
afiepriyHM peakLiy, TbH KaTO T€ MOXKE J1a Ca H3JIOXKECHH Ha NOBHILEH PUCK OT pE€aKLIMH Ha
CBPBXYYBCTBHTETHOCT, HacTbnBaluy ¢ barokMAKC.

Apyau npedonasznu mepxu

BpoHxocnasbm, YPTHKapHa ¥ aHrHOEIEM MOraT 1a Bb3HHKHAT MPH NaUMEeHTH, CTPaAally OT HITH C
MHHAJIa aHaMHe3a 3a OpoHXHaIHA acTMa, XPOHHYEH PHHHT, CHHY3HT, HA3A/IHK MOJHIH, aACHOHIH
WK aJIepruuHu 3abongaBaHus.

H6ynpodeH MOXKe Ja MACKHPA MPU3HALIM WM CUMITTOMH Ha HH(eKUUs (NOBULICHA TEMIIEPATYPa,
OoJKa U OTOK).

Macxupare na cumnmomume Ha nodnexicawume unpexyuy

BriokMAKC Moxe 1a Mackupa CHMIITOMHTE HAa MH(EKLIMA, KOETO MOXeE Aa JoBeae A0 3abaBiHe Ha
3ano4BaHe Ha MOAXOIALIO JEYEHHE H TI0 TO3H HAUMH J1a BIIOLIM U3Xo[a oT HHpekuuaTa. Toa ce
HaGmogaBa Npu 6aKkTepHanHa MHEBMOHHUA, MPHAOGHTA B 0OLIECTBOTO, KAKTO H NpH DakTepHanHHTE
ycnoxkHeHua Ha Bapuuena. Koraro bnokMAKC ce npunara 3a eueHHe Ha NOBHIIEHA TEMIICpaTypa
WM 3a obnekdaBaHe Ha OonkaTa BbB Bpb3Ka ¢ MH(EKLHsA, ce npenopbyBa HabmoJeHHe Ha
uHpekunsTa. [Tpy H3BBLHOOTHWYHH YCIOBHSA MALMEHTHT TPAOBA Ja ce KOHCYJITHpa C JeKap, aKo
CHMIITOMMWTE NMEPCHCTUPAT WM CE BOLLABAT.

[Ipoaw/pkuTenHaTa ynorpeba Ha BCAKAKBB BUA 5ONKOYCNOKOABALLO 32 M1aBo0osIe MOXeE J1a Io
BAOWN. AKO Bb3HHKHE WIH C€ N0I03Hpa TakaBa CUTyauus, TpsaOBa 1a ce MolydH MeAHHHHCKA MOMOLI
H nedeHUeTo TpaOBa Oa 6uae npekpareHo. JJHarHOCTHLHPAHETO Ha rnaBobosiie NopajiH NpexansiBaHe
¢ exapcTBa TpAOBA Aa ce HMa NpeABUA NPH NAUKMEHTH, KOHTO UMAT YECTO HIH €XKEHCBHO
r1apoGosHe BbIpeky (WIH NOpau) peaoBHATa YOTpeba Ha JEKapCTea 3a [1aBodboHe.

Kato 1o, XabuTyaTHUAT NpUeM Ha 0OJIKOYCTTIOKOABALIY, 0CO0eHO KOMOHMHALIUA OT HAKOJKO
o06e3b0naBalli aKTHBHH BELLECTBA, MOXKE J1a IoBee A0 TpaiHo 6b0peuHo yBpexaaHe ¢ pucK OT
6b6peuna HeaocTaTbYHOCT. T3 PHCK MOXKe J1a ce YBEIHYH MPH HU3UYECKO HATOBAPBAHE, CBBP3aHO
che 3aryBara Ha cofM v aexuapaTauus. [To a3y npu4HHa ToRa Tpabsa 1a ce u3bArea.

[1o BpeMe Ha ieueHune ¢ uGynpodeH ca Hab/IO1aBaHH HAKOHU Clly4aH CbC CHMNTOMH Ha acenTHYCH
MEHMHIUT KaTO CXBaillaHe Ha BPAaTa, rnapobonne, rajieHe, NoBphllaie, BHCOKAa TeMnepaTypa Ui
[€30PUEHTALIMA MPH MALHEHTH CBC ChLIECTBYBALM aBTOWMYHHH HApYLIEHHA (KATO CHCTEMEH JTYITyC
EPHTEMATO3YC, CMECEHO 3a00NABaHe HA ChEJUHHTENIHATA ThKaH).

H6ynpodeH Moxe BpeMEHHO Ja MHXHOUpa TpoMOOLINTHATA arperaums 1 Aa yaAhJDKH BPEMETO Ha
kbpBeHe. CNeNoBaTeHO MAUHEHTH ¢ I¢DEKTH Ha KPbBOCHCHPBAHETO HJIM Ha aHTHKOAryJIAHTHA
Tepanusa TpAOBa aa ce Habnogasar BHUMAaTETHO.

B cnyuyaii Ha ABJIrocpoHO NeueHre ¢ ubynpodeH € HeoOXoAMMO NEPHOAHYHO HaDMIOACHHE HA
4epHOAPOGHATa H GLOpeuHaTa GYHKLMA, KAKTO M Ha Opost Ha KPLBHUTE KJIETKH, 0COOEHO NMpH

BHCOKOPHCKOBH NALUEHTH.
KoucymanuusTa Ha ankoxon Tpsbsa aa ce H30iarsa, TbH KaTo TOBA MOXKE 1 3aCHJTH HEKCTAHHTC

peakuun Ha HCIIBC, ocofieHo aKko 3acsrar CTOMALIHO-IPEBHHs TPAKT WK LCH JRadfTaTa-HeggHa
CUCTEMA.

[TauyeHTH, NpHeManid ubynpoden, TpsaoBa na cboOLIABAT HA CBOSA J1eKap
HA CTOMAILIHO-YPEBHH A3BU UIIW KBPBEHE, 3aMbITICHO 3PEHHE UK APYTH (
oOpHBH, HAAABaHE HA TEITI0 HIIH OTOK.



[To oTHoLLEeHHe Ha (PePTHIIHOCTTA NPH XKEHHTE BUKTE TOUka 4.6.

BaokMAKC cbpanpxar gakro3sa. [launeHTH ¢ peaky HacneacTseHy NpodiieMU Ha rajlakTo3Ha
HEMOHOCUMOCT, ITHJIEH TaKTa3eH Ne(HLHT KK FHOKO30-TalnakTo3Ha ManabcopOums He TpabBa Aa
MPHEMAT TOBA JIEKAPCTBO.

ToBa nekapcTBO cbabpkKa no-mManko oT | mmol Hatpuil (23 mg) B Tabnerka, T.€. MOXE Ja c€ Kaxe,
4e PaKTU4ECKH HE ChIbPIXKa HATPHH.

4.5 BiaumojaelicTBHE ¢ JPYTrH JEKAPCTBEHH NPOAYKTH B APYra ¢opMH Ha B3aHMOACHCTBHE

Hbynpochen mpabea 0a ce u36426a 8 kKoMOuHayua cvce:
ALETHICATHLIWIOBA KHCENHHA: EAHOBpEMEHHOTO NMpUNOKEHHE HA HOYNIPOPEH H AUECTHICAIHIIMIIOBA

KHCEeJIHHA OOHKHOBEHO HE ¢€ MPenopbUBa, NopaqH NOTCHUHANA 338 NOBULIIABAHE HA HEXEJIAHATS
peakLiMK, OCBEH aKO NEKApP HE € NpeAnycal HUCKa 103a aleTHWICANHIWIOBA KHCEIHHA (He Haa 75 mg
JHEBHO).

ExcriepMMeHTAJIHH JaHHH NOKAa3BaT, Y€ KOraTo ce npuiarat eAHOBpeMeHHo, HoynpogdeH
KOHKYPEHTHO MOXe 1a HHXHOupa edekra Ha HUCKATa 4034 ALETWICATHLWIOBA KHCEJIHHA BbPXY
TpoMOOLHTHATA arperauus. BLnpexy 4e vMa HECUTYPHOCT MO OTHOLIEHHE Ha €KCTpanojianMAaTa Ha
TE€3W JAHHHW KbM KIIMHHYHATA CUTYaLKA, HE MOXeE Ja CE H3KIIOUYH Bb3MOKHOCTTA PelOBHATA,
IbArocpodHa ynotpeba Ha nbynpodeH aa HaManu KapAHONPOTEKTOPHUA eeKT Ha HUCKa 1032
aALETHICANMLIWIOBA KucenauHa. He ce cunra BeposTHo ynortpebara Ha ubynpodeH OT BpeMe Ha Bpeme
Na JOBEJAE AC HAKAKbB KIIMHHYHO 3HA4MM edekT (BxK. To4Ka J.1).

Hpyrn HCTIBC, BKAIOUHTENHO CEIEKTHBHH MHXUOUTOPH Ha LIMKNOOKCHIeHas3a-2: Usbareaiite
eqHOBpeMeHHaTa ynotpeba Ha nBa unu noeede HCIIBC, To# kaTo TOBA MOXKE @ YBEHYH PHUCKa OT
HEXKeNaHU peakuuu (Bx. Touka 4.4).

Hoéynpoghen mpabsa 0a ce uznon3ea BHUMAMeNHO 8 KOMOUHAYUA CbC:!
Antukoarynantu: HCIIBC morat aa 3acHnat ehexTuTe Ha aHTUKOArynaHTH KaTo BaphapHH (BX.
touka 4.4).

AntnxunepreHsuBay cpeactsa (ACE-unxuburtopu, 6era-6nokepu H anrinoreHsuH-11 peuenropau

aHTaroHUucTy) v auypetuum: HCIIBC morar na HamansT edekTa Ha Te3d ekapeTea. JuypeTuuure
MOTAT Ja YBeJH4aT pucka ot HedpoTokcHyHocT Ha HCTIBC. EAHOBpeMEHHOTO NPUJTOKEHHUE Ha

uOynpodeH 1 kanuii cexpaHspamy guypetdud M ACE-uHxuburopu MoXke na nosele 10
xunepkaatneMus. Heobxoaumo e BHUMaTenHoO HabMiOIeHUE HA HUBATA Ha KAIHH.

Kantonpwi: EkcnepuMeHTATHH MPOyYBaHus NoKas3sart, Yye ubynpodeH npoTHBOAEHCTBA Ha edeKTa Ha
KanTOMPW1 Ha MOBHIIIEHA EKCKPELIMA HA HATPHUH.

KoprukocTtepounu: [TopullieH pUCK OT CTOMALLIHO-YPEBHH A3BH WM KbPBEHE (BX. TOUKa 4.4).

AHTUTPOMOOLIMTHH CPEACTBA M CEJICKTHBHY HHXUOMTOPH Ha 00paTHOTO 3aXBalllaHe Ha CEpOTOHKHA
(SSRIs): MOBHLIEH PHCK OT CTOMALIHO-YPEBHO KbpBeHe (Bxk. Touka 4.4). HCIIBC ne TpadBa na ce
KOMOHHHUPAT C AHTHTPOMOOLIMTHH CPEACTBa KaTO THKJIONKMAUH MOPaaH aAHTHBHOTO HHXHOUpaHe Ha
TpoMOOLUTHATa QYyHKLIHA.

Copaeunu rinxosuan: HCIIBC mMorar aa 000CTpAT CbpAcuHa HEAOCTATLUHOSE Ay i3

Ja YBEJHYAT IUTA3MEHHTE HHBA Ha CHPACYHMTE TMUKO3UAM (HaMp. JUrOKCHAT).«

Jluruii: MUMa aokazatencTBa 3a MOTEHLUHAJTHO NOBULLUEHHE HA MIa3MEH



Merorpekcar: HCIIBC unxubupat TyOynHaTa cekpeuys Ha METOTPEKCaT H B PE3Y/ITaT Ha
MOHMMKEHHUA KIHPBHC Ha METOTPEKCAT MOraT Aa Bb3HHWKHAT HAKOH METAOONHTHH B3aHMOAEHCTBHA.
[TpunoxxeHuero Ha uOynpodeH B paMKUTe Ha 24 yaca nNpeay Wik Clell NpHiaraHe Ha METOTpEeKCaT
MO3KE Aa JOBeJIe 10 NOBHIIECHA KOHLICHTPaUHA HA METOTPEKCAT H YBEIHYaBaHe Ha HETOBHUTE TOKCHYHH
edexru. Crnenosarento equoBpemendara ynorpeda Ha HCTIBC u BHCOKH 1O3M METOTPEKCAT TpsibBa
na ce u3barea. Cuilo Taka TpaOBa 1a ce B3eMe NpeABUA NOTCHUMAIHHAT PHCK OT B3aUMOJEHCTBUA
P JIEUEHHE ¢ HUCKA 1034 METOTPEKCAT, 0COOEHO NPH NALMEHTH ¢ HapylieHa 6bOpeuHa QyHKLMA.
[Tpu koMGuHUpaHo NeyeHue TpaOra aa ce cneau OnbpeunaTta Pyuxkums.

LluknocnopuH: [loBuilieH pHCK OT HE(QPOTOKCHHHOCT.

Mudenpucton: HCIIBC He Tpa6Ba na ce uznon3sat 8—12 nHu ciie/l NPUIOKEHUETO Ha
MH(}ENPHCTOH, Thif KATO T€ MOraT Aa HaManaT edeKTa Ha MHETPHUCTOH.

Takponumyc: Korato HCIIBC ce narat ¢ TakpoiuMyc, € Bb3MOXHO MNOBHIIABAHE HA PHCKA OT
HEPPOTOKCHYHOCT.

3unosyauH: Korato HCIIBC ce naBat cbe 3MA0BYAHH, HMa MOBHIIIEH PHUCK OT X€MaTOJIOrH4Ha
TOKCHMYHOCT. VIMa A0KAa3aTeNncTBO 3a NOBHILEH PHCK OT XeMapTpo3H U xeMaTtoMH nipH HIV(+)
XeMO(HIHLH, NIOYYABAIH EAHOBPEMEHHO JIeYEeHHE ChC 3HAOBYAHH H HOynpodeH.

XHHOMOHOBH aHTHOWOTHLIM: JaHHM nipH kuBOTHYU couat, ye HCIIBC Morar ga ysennuat pucka ot
[bPUOBE, CBbP3aHH C XMHONOHOBH aHTHOKWOTULIM. [1pH nauuenTtH, npuemawy HCIIBC v xuHonony,
MOX€E N4 CBUIECTBYBA MOBHILEH PUCK OT pa3BUTHE HA KOHBYJICHH,

Cyndanunypeitnu npoaykti: HCIIBC morar aa noBHLIAT XMMIOMMMKEMAYHHA €(DEKT Ha
cynadanunypeiaure npoaykty. [IpH eqHOBpeMEHHO NIeUEHHE e NpenopbyBa HabmoaeH e Ha
KpbBHAaTa 3axap.

AMmuHornuxosuau: HCIIBC Mmorar aa 3a0aBaT €TMMUHUPAHETO HA aMHHOT/IHKO3HAKTE U Aa yBE/THYaT
TAXHATa TOKCHYHOCT.

Huxuburopu na CYP2C9 (Hanp. BopukoHa3oa uix $irykoHas3oJ1): ETHOBPEMEHHOTO [PHIIOKEHHE Ha
u6ynpoden ¢ naxuburopn Ha CYP2C9 moxe Aa yBeaHUM eKcrnosHumaTa Ha HOynpode (cybcTpar
na CYP2C9). B npoyuBaune ¢ BopHkoHazon H ¢paykoHaszon (waxuburopu Ha CYP2C9) e nokazaHa
NOBHLICHA €KCNO3HUMA Ha S(+)-u6ynpoden ¢ npubansutenHo 80 no 100%. Tpabea na ce obMucny

HaMa1sBaHe Ha A03aTa Ha UOynpodeH, Koraro ce npuIaraT eJHOBPEMEHHO MOILHH MHXHUOUTOPH Ha
CYP2C9, ocobeHo Korato BUCOKH 1031 HOYnpodeH ce npUIarat ¢ BOPMKOHAa30J1 WIH (JIyKOHA30J1.

Xonectupamuu: CHIBTCTBALIO JIEYEHHE C XONECTHPAMHUH U HOynpodeH BOAH A0 YABIKEHA H
HamaneHa (25%) abcopbums Ha ubynpodeH. JlekapcTBeHUTE NPOAYKTH TPIOBa Aa Ce rpUNaraT Ha
MHTEPBAJ OT MOHE ABA YaCA.

BunkoBy ekctpakTi: I'HHKO 6Hn06a Moxke na yBenuuu prcka ot xepeeHe ¢ HCTIBC.
Asikoxon: Uanonzsadero Ha uGynpodeH MpH JIMNA ¢ XpOHHYHA KOHCYMalMs Ha ankoxon (14-20

HaNUTKH/ceIMHLIA WM NTOBeye) TpAOBa aAa ce U30Area nopaau NOBHLUICHHA PUCK OT 3HAYHTE/IHH
HeXKEJIJaHHW PeaxkLiMy OT CTPaHa Ha CTOMAUHO-YPEBHUA TPAKT, BIJIIOYATENHO KbPBEHE.

4.6 DeprHIAHTET, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT
MHxubupaHeTo Ha CHHTE3a HAa MPOCTAarJIaHAWHUTE MOXKE Aa NOBIHse HeOJE

W/ WIH pa3BUTHETO Ha 3apoaMlIa/moaa. JaHHH OT eMHAEMHONOTHYHH Mp{
MOBULIEH PUCK OT CTIOHTaHEH abopT, ChPACYHH MAT(POPMALMH H FaCTPOCK




Ha UHXWOHUTOP Ha CHHTE3a Ha MPOCTarJaHAHHUTE B HAYaNoTo Ha SpeMEeHHOCTTa. AOCONMIOTHUAT PHCK
33 ChPAECYHO-CHIAOBH MaN(OPMALIMM € YBEAKUEH OT No-Manko oT 1% 10 npubansuTenHo 1,5%. Cmara
ce, Ue PMCKDBT C€ YBe/JIMUaBRa C J03aTa U NPOABLLKMTENHOCTTA Ha JISHEHHE.

[TpH KHUBOTHHU € A0KA3aHO, Y€ TNIPHJIOKEHHETO Ha HHXHOMTOP HAa CHHTE3a Ha NPOCTArJIAHAHHUTE BOAH
10 MOBHILIEHH NPeA- U CNEAUMILIAHTALHMOHHH 3arybu u no eM6puno-gerania cMbpTHOCT. B
OMBJIHEHHE, NPY XXHBOTHH HMa CbOOIIEHHS 33 NOBHILIEHa Y€CTOTa Ha PalIniyHK Man(OPMALIMH,
BIUTIOUHTEJIHO ChPAEYHO-CBAOBH, MPH NpWiaraHe Ha UHXHOMTOP Ha CHHTE3a HA NPOCTArJIaHAWHHTE
Mo BpEeME Ha OpraHoreHe3ara.

Ot 20-ata ceamuua or OpeMeHHocTTa Hatarek ynorpedara Ha baiokMAKC moxe 1a npuunHU
OMHIOXHAPAMHHOH, AbJDKALY Ce Ha HapylueHHe Ha ObOpeynara ¢pyHkuMa Ha QeTyca. ToBa MOXe Ja c€
OABH CKOPO CJIE[ 3aN0O4BaHe Ha JIEYEHHETO  OOUKHOBEHO € 0OpaTHMO NpH npexpaTasaxe My. B
IONBAHEHHE, KMA CLOOLIEHHS 3a CTECHABAHE Ha ductus arteriosus CNe] NEYECHUE NPE3 BTOPHS
TPUMECTBP, NMOBEYETO OT KOUTO OT3BYYaBaT Clie¢] NpeKpaTaBaHe Ha nedyeHHeTo. Cl1e10BaTENHO, Mo
BpEME Ha ITbPBUA H BTOPHA TpUMeECTbp Ha GpemenHocTTa Bi1okMAKC He TpabBa na ce aBa, OCBEH
aKO HE € KaTeropH4YHO HANOXHUTENHO. AkO brokMAKC ce H3mnoJ3Ba OT xKeHa, KOATO Ce ONUTBA 12
3aueHe, WIH 110 BPEMe Ha ITbPBHS M BTOPHA TPUMECTHP Ha GpeMeHHOCTa, N03aTa TpAOBa na ce
MO/UIbPKA HUCKaH NPOABLKHTENTHOCTTA Ha JIEYEHHETO 1a € Bb3MOXKHO HaH-kparTka. Cieql eKCro3HUMA
Ha BiokMAKC B npoabhxeH?e Ha HAKOIKO AHU oT 20-aTa recTallHOHHA CeAMHLA HATATHK TPAOBa f1a
ce OOMHC/IY aHTEHATAIIHO NPOCEAABAHE 32 OJIMrOXMAPAMHHOH U CTECHABAHE Ha ductus arteriosus.
Vnorpebara Ha BrokMAKC TpabBa na ce npeycTaHOBH, 2KO €€ YCTAHOBH OJIMTOXHAPAMHHOH WIH
CTECHABAHE Ha ductus arteriosus.

TTo BpeMe Ha TPETHA TPUMECTHLP Ha OpeMEHHOCTTa BCHUKH MHXHOHUTODH Ha CHHTE3a Ha
ApOCTarjaHIUHKUTE MOTaT Aa MU3/10KaT FI0AA Ha:
- CbpaevHO-CbA0BA TOKCHYHOCT (TIPEXKAEBPEMEHHO CTECHABAHE/3aTBAPAHE HA dUCIUS arteriosus Y
GenoapobHa XUNEPTOHHS)
- Bu6peuHa avcyHKUMA, KOATO MOXKE 11a porpecupa Ao 0n0peyuHa HeAOCTaTEYHOCT C
OJIMFOXHIPAMHHOH (BX. NO-TOPE);

MaiikaTa H HOBOPOAEHOTO B Kpas Ha OpeMEHHOCTTA Ha:

- EBeHTyaJlHO yOB/DKaBaHe Ha BPEMETO Ha KbPBEHE, aHTHArpervpail eekT, KOHTO MOXE 1a
Bb3HUKHE JOPHU NPH MHOTO HUCKH JO3H

- Unxubupane Ha MATOUHHTE KOHTPAKLHMH, KOETO BOAH 0 3a0aBeHO HIH MPOAB/KUTEIHO

pakaaHe.

Cnenosatenno 5aokMAKC e npoTHBOMOKa3aH NO BpeMe Ha TPETHAHSA TPUMECTBP Ha OpeMeHHOCTTa
(Bx.TOYKA 4.3).

KbpMeHe

H6ynpodeH ce ekcKpeTHpa B KbpMaTa, HO NPH TEPaneBTHYHHU JO03H N0 BPEME Ha KPaTKOCPO4HO
fleueHHEe PHCKBT 34 MOBJIHSBAHE HAa KbPMAUETO H3rJIex1a MAIKO BeposiTeH. AKO oDaue ¢
OpennucaHo No-AbITo ieueHue, TpaOBa na ce oOMUCIM paHHO OTOHBAHE.

DEPTUIHTET
HsnonssaHeTo Ha HOynpodeH Moxe 1a yBpeaH GEpPTUINTETA M HE C€ NMPENopHUBa NPH KEHH, KOHTO
ce ONMUTBAT Aa 3aucHat. [IpH xKeHH, KOUTO UMAT TPYAHOCTH MPH 3a4€BAHE HJIH KOHTO €2 [TOUTI0KECHH
Ha M3cenBaHe Ha 6e3ruioaue, TpabBa Ja ce 0OMHCIH CITMpaHe Ha NpHEMa Ha HOYNPOWMEH.
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crocoOHOCTTA 3a odupaHe Wik padoTa ¢ MalUIMHHA MOXeE J1a Ob/le HapylUeHa B OTAE/IHH ClTy4aH.
To3u edekT ce ycuapa OT €IHOBPEMEHHATA KOHCYMALIUS HA aJIKOXOJI.

4.8 Hexke1aHH JIEKAPCTBEHH PEAKLIHH

Hait-uecto Habsro1aBaHUTE HEKelaHU ChOMTHS ca OT CTOMaLLHO-4YpeBeH XapakTtep. Moxke /1a
Bb3HUKHAT MENTHYHH A3BH, nepdopalus HIKM CTOMaILIHO-YPEeBHO KbPBEHE, MOHAKOra (atajiHo,
ocobeHOo B cTtapyecka Bb3pacT (Bxk. Touka 4.4). Ciiel npuiioKeHue ce cboOLIaBaT rajeHe, rnoppblilate,
nvapus, paaryjeHuums, 3anek, AMcnencus, kopemHa 0oJika, MejieHa, XxemMaremesa, YJLuepo3eH
CTOMATHT, 000CTpsiHE Ha KOJIHUT U OojiecT Ha KpoH (Bxk. Touka 4.4). [lo-psako ce HaOitoaaBa racTpur.

Hexxenanure peakuuu ca npeaMMHO 10303aBUCUMHA. OCOOEHO PUCKBT 3a NosgBaTa Ha CTOMALHO-
YPEBHO KbPBEHE 3aBUCH OT [103aTa U MPOAbHKUTETHOCTTA HA JICYEHUETO. 3a IpYTrH U3BECTHH
PUCKOBH (haKTOPH BHIKTE TOUKA 4.4.

CboO011eHH ca peakLlMK Ha CBPbXYYBCTBUTE/IHOCT M T€ MOraT Jla ¢€ CbCTOSAT OT:

(a) HecneuM(UYHU allepruuyHu peakurH U aHadHIaKCHUs

(0) peakuLMu Ha AMXATEJIHUTE MTHTHIIA, HATIPUMEP acTMa, BJIOLLIABaHE HA acTMa, OPOHXOCIIA3bM,
JIUCITHES

(B) pa3/IMYHU KOYKHH peakliMu, HaNpuMep NpYypUTYC, YPTHKApHs, Mypriypa, aHruoe1eM U MHOro
PSIKO eKChOIHATUBHU M OYJI03HH 1€pMaTO3H, (BKJIKOUYUTEIHO CHHAPOM Ha Stevens-Johnson,
TOKCHYHA €Mu/1epMaiHa HEKPOJIU3a).

OnucaHo € 000CTpsiHE Ha Bb3MaAeHUs, CBbP3aHu ¢ HH(EKUHUd (Hanp. pa3BUTHE HA HEKPOTHU3HPAlll
bacummT), cbBnanaiio ¢ ynorpedara Ha HCIIBC. Ako ce nosiBAT WK Ce BJOWAT NPU3HALMTE Ha
uHdeKLMs no Bpeme Ha u3nossaneto Ha biiokMAKC, npenopbysa ce nauMeHTHT He3a0aBHO J1a
MOCETH JIeKap.

B M3KII0UMTENIHHM ClydaH no BpeMe Ha MHQEKLHs ¢ Bapullesia MoraT 1a Bb3HUKHAT TEXKKH KOXKHH
HH(DEKUMH U YCII0XKHEHHUS HA MEKHUTE ThKaHH.

KJIMHWYHY NpOyYBaHMUA MOKA3BaT, Ye M3MoJI3BaHeTO Ha HOynpodeH, 0COOEHO NpH BUCOKA 103a OT
2400 mg/neH, Moxe 1a ObJe CBbP3aHO € JIEKO MOBHILIEH PUCK OT apTepHaIHK TPOMOOTHYHH CHOUTHA
(Hanp. MHAPKT HA MUOKAp/1a WM UHCYJIT) (BXK. TOuKa 4.4).

BB Bpb3ka ¢ neyenue ¢ HCIIBC ca cb0o011eHH OTOLH, XHITEPTOHHUA U Chp/I€4Ha HEAOCTATbYHOCT.

HeskeslaHUTE peakiliMM, TTIOHE Bb3MOYKHO CBBbp3aHu ¢ MOynpodeH, ca npeCcTaBeHH Mo CHCTEMO-
opraHeH Kiac u yectora no MedDRA. M3non3saHo e ¢/IeAHOTO rpynupaxe no yectora: MHoro
gectu (=1/10), ywectu (=1/100 no <1/10), euectu (=1/1 000 no <1/100), peaxu (=1/10 000 no

<1/1 000), muoro peaku (<1/10 000) u ¢ Heu3BecTHA YeCcTOTA (OT HAJTMYHUTE IaHHK HE MOXKE /1a NG
HarpaBeHa OLICHKA).

Cucremo-opratien YecToTa Hexe1ana JieKapcTBeHa peaKius
KJ1ac
NUndexkuun u HeuecTu Punur
HHpecTAlHH MHoro AcenTHYeH MEHUHTUT
pE/KH
Hapymenus Ha MHoro JleBkoneHus, TPOMOOLUTONEHHS, &
KPbBTa H pEaKH arpaHyJIoLMTO3a, arlacTH4Ha aj / . a aHEeMH
JaMHaTa CHCTEMA [TbpBUTE CUMITTOMH WJIH NPU3JK @l 1389 ” . BUCOKA

HMO

TeMIrieparypa, Bb3MnajieHo F’bp §|
FPUNONOI00HH CHMITTOMH, TEPKRD
| -

yCTaTa




KbpBCHC U CHHHHM.

Hapymenus na Heuyectu Peakuy Ha CBPBXUYYBCTBHTEJIHOCT KATO YPTHKApHS, MTPYPUTYC,
HMYHHATA Myprypa ¥ ek3aHTeMa, KakTo  aCTMaTHYHH aTaku (MOHAKOra C
CHCTEMA XHNOTOHMSA )
Penku Jlynyc epuTeMaTo3yC CHHAPOM
MHoro TexKHn peakLIMH Ha CBPBXUYBCTBMTEIHOCT. CHMNTOMKUTE MOraT
peaxu J1a BKJAIOYBAT: OTOK Ha JIMLETO, NOAYBAHE Ha €3MKA, BbTPEUIHO
MOAYBaHE Ha JIApHHKCA ChC CBUBAHE Ha NUXATETHUTE MbTHLLA,
AWUCNHER, TAXUKApAUs, NagaHe HA KPbBHOTO HAIATAHE A0
TOMKATA Ha )KUBOTO3aCTpalliaBall 1IOK.
Ilcnxnunn HeuecTH TpeBoXKHOCT
HApYIICHHAS Penku Jenpecus, CeCTOAHHE Ha O0bPKAHOCT, XaHOLMHALIUH
HapyiieHus1 Ha Yectn [ naBoGosive, CHHIMBOCT, Bu30y/aa, 3amaiiRane, 6€3CpHMeE,
HepBHATA CHCTEMA pa3apa3HUTENTHOCT
Heuectn IlapecTe3us
Penku HeBpHT Ha 3pUTEIHHUS HEPB
Hapymenns na Heuyectn 3pHTENHH YBPEXKIAHUA
OYHTE Peaxu TokcuuHa ONTHYHA HEBPOTIATHSA
Hapymenns Ha Uectu CBETOBLPTEXK
yxoTo H J1abmpunra | HeuecTH YBpeaeH cnyx
MHoro TuanTyC
peAKH
Copaeunn MHoro CupuebueHe, ChpagiHa HEAOCTATHLHHOCT, HH(APKT Ha
HAPDYIICHHS peaKku MHOKapa, ocTbp O6en10apodeH 0TOK, OTOK
C Cunapom Ha Kounis
HEH3BECTHA
4eCTOTa
CobaoBr mapymenua | MHoro XUneproHus
peaxu
PecnapaTopHH, Heuect AcTMa, OpoHXOCNa3bM, AUCTTHES
rpbaHH
H MEHACTHHAJIHH
HADYIICHHS
CroMamHO-9peBHH YectH Nucnencus, AKapus, rajeHe, MOBpblaHe, KOPEMHH DONKH,
HapymieHHs ¢raTyNIeHUHA, 3aNeK
HeuecTn "acTpuT, IyoZeHaIHAa 5A3Ba, CTOMAlllHA A3Ba, A3BA B YCTaTA,
CTOMAIHO-4YpeBHa NnepdopaLus
MHoro Esodarur, NnaHKpeaTHT, YpeBHH CTPUKTYPH, MEJICHA,
| peAkH XeMaTeMes3a, CTOMallIHO-UpPEBHA XeMOoparus
C Konur v 6onect Ha Kpod
HEW3BECTHA
4ECTOTa
XenaToOnIHAPHA HeuecTH XenaTuT, )bATEHHLA, NaToOTHYHA YepHOApoOHa yHKUMS
HApPYIMICHHAS Peaxu YspexaHe Ha uepHHs Apod
MHoro YepHoapoOHa HEOOCTATHHHOCT
PEAKH
Hapymenusa Ha HeuectH OGpuB, ypTHKapHs, IPYPHTYC, Myprypa, peakums Ha
KOXKATA B ¢GOTOUYBCTBUTEITHOCT
NOAKOKHATA THKaH MHoro TexkKH KOXKHM HEXKEJTaHH peak
peaKH epuTemMa MyntudopMe, ekcdo e O LIRS TpOM Ha
Stevens-Johnson, TOkCH4YHA ef D
Anoneums, HekpoTHhaukpalll n L R I
C JlekapcTBeHa peakuysi C €03HE @'ﬂv s Ml;ﬂ? MITTOMH
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HeuzBecTHa | (DRESS cunapom)

4ECTOTa OcTpa reHepanu3upatia eK3aHTeMaTo3Ha myctysiosa (AGEP)
Hapymeunnsa Ha MHoro Tybyno-uarepcTHuManeH HedpHT, HEPPOTUUEH CUHAPOM H
opOpennTe H peaky 6bOpeyHa HeAOCTATHYHOCT,
NHKOYHHTE ocTpa OOpeuHa HEAOCTATHYHOCT, NANKWIapHa HEKPO3a
NHLTHINA (ocobeHo npH MPOABDKUTENHA YHOTpeda, CBbp3aHa C

IOBUilICHA CEPYMHa ypes)

O0mu napymenns i | Yecry YmMopa
edeKTH HA MACTOTO
Ha NPUIOKEHHE Peaxu Oroxk

CrobinasaHe Ha NOJAO3HPAHU HEXKENAHH PEAKLUH

ChobiaBaHeTo Ha NOAO3UPAHH HEXETaHH PeakUWH Clle/ paspelilapaHe 3a ynotpeda Ha ekapCTBeHUS
NpoAYKT € BakHO. ToBa 1103BONIABA 14 NPOABIKH HAOMIOAEHUETO Ha CHOTHOLUEHHETO NOJI3a/PHCK 3a
NeKapCTBEHUA NPOAYKT. OT MEMLIMHCKUTE CMIELIHATMCTH C€ H3HCKBA Aa ChOOILABAT BCAKA
NnoJIo3MpaHa HeXKeJlaHa Peakiliya upes.

HM3npaHUdTENHA areHUMA 1o JieKapcTBata

yn. ,,JJamsau ['pyes“ Ne 8

1303 Codusa

Ten.: +359 2 8903417

yebcarT: www.bda.bg

4.9 Ilpeao3upane

[TpM Aella norTbIIAHETO Ha nosede or 400 mg/kg Moxke na Npean3BrHka CHMITOMH. 11pH BB3pacTHH
[10303aBUCHMHUAT e(EKT € Mo-MaIKO AcHO onpeaesieH. [1onyKMBOTHT NpH Npeaosupaye e 1,5-3 vaca.

CamMnromMnu

[Tpn noBedeTO NAUWEHTH, KOUTO €a NOrbIHATH KIHHHYHO 3HAYMMH KOJTHYECTBA HCIIBC,
CUMITTOMHTE L€ ce MPOABAT B paMKHTE Ha 4 no 6 uaca. Haii-uecto ¢po01IaBaHUTE CUMITOMH
BKJIIOYBAT rafieHe, NOBPBILAHE, eNUracTpaida 60nka Wi No-paako AqHapHia. Bb3MOXHH €a ChLIO
WIYM B YUIHTE, rnaBofonue, 3amaiieaHe, CbCTOSHHE HA OOBPKAHOCT M CTOMAIIIHO-YPEBHO KBPBEHE.
[Ipy no-cepHO3HO OTpaBsaHe ce HabmoAaRa TOKCHYHOCT B IEHTPAIHATa HEPBHA CHCTEMA,
NpOABABALLA CE KATO CHHJIMBOCT, NOHAKOra Bb30yaa H A€30pHEHTalHs Wik koMa. llonskora
NauMeHTHTe Pa3BHBAT KOHBY/CHH. Jleuara chlIO MOraT fia pa3ssBHAT MHOKIOHWYHH cnasMu. Tlpu
CEPHO3HO OTPaBAHE MOXE 12 HacThNH MerabonuTHa aunaosa. [fporpomGuHoBoTO Bpeme/ INR morat
Aa 6BAAT YABIKEHH, BEPOSTHO MOPAIH HaMmeca B A€/CTBUATA Ha LIMPKY/IHpalNTe (hakTOPH Ha
KpBBOCHCHPBAHETO. MOXe ia HacThIH ocTpa ObOpeUHa HeAOCTaTHHHOCT, YBPEKAAHE HA YEPHHA
apo6, 3aryda Ha Cb3HaHHe, XUIIOTEH3U, HUICTArMycC, XMIOTepMHsl, AMXaTenHa IENPECHA W LHaHOo3a.
[Ipy acTMaTULHM € B3MOXHO OOOCTPAHE HA aCTMATA.

JleueHne

He cbuecTeyBa cneudduueH aHTHaoT. JleueHHeTO Tpabea na 6bAe CHMNTOMATHHHO M NOALbPXKALLO,
M Ja BIUIIOYBA MOAABbPKAHE HAa OTBOPEHH NUXATE/HU NMBTHLIA W MOHHTOPDHHI Ha CbpPACHHMUTE W
XH3HEeHHWTE MNokKas3areny a0 cradbwinsupade. Ilomucaere 3a nmepopajHO NPUIOKEHHE HA AKTUBCH
BBIJICH, AKO NaLMEHTHT NPHCTHIHE B PAMKMTE Ha | 4ac OT NOrjIbLIAHETO HA NMTOTEHLUMHATHO TOKCHYHO

KOJIMYECTBO. ANTEPHATHBHO, MPH BL3PaCTHH MOXKE Na ¢€ OOMHCIM CTOMZ -“" B pPaMKHTE

HA €IMH YaC OT MOTBLIAHETO HA NOTEHLHMATHO XMBOTO3aCTpaLIaBalia CEphudaa.' ecm WiH
NPONB/DKHTEIHH, KOHBYJCHUTE TpAGBa na ObAaT JieKyBaHM C - Y Nypaszenam
HHTpaBeHo3HOo. [aiiTe OpoHXOIUIATATOPH MPH aCTMA.
Creasa fna ce ocHrypu 1o06po oTaensHe Ha YpHHa.

bu6peuHaTa U yepHOApOoOHaTa QyHKLHA Tps6Ba 1a ObaaT BHHMATEJIHY ﬁ
(.:é" ‘
ﬂpf

RN En YBIMQ‘(D
e
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[TauueHTHTE TPAOBA Ja Ce HAbNIOAABAT HAH-MAIKO YETHPH 4aca CNel MNOrbUIaHe Ha TOTCHUHATHO
TOKCHUHH KOJIWUYECTBA.

5. @®APMAKOJIOTHYHH CBOHCTBA
5.1 dapmMakoaARHAMHYHH CBOHCTBA

dapmakoTeparnepriuHa rpyna: [IpOTHBORB3NATUTEIHY H AHTHPEBMATHYHH TIPOAYKTH, HECTCPOUIH,
[MPOK3BOAHM Ha nponnoHosa kucenuHa, ATC koa: MOTAEO]

MexaHH3IBM Ha NEHCTBHE

U6ynpodeH e npou3BoaHO Ha NMPONUOHOBATA KHCEIHHA ¢ 06€30014BaLO, TPOTHBOBB3NATIHTEIHO H
AHTUITMPETHYHO AciicTeue. CunTa ce, ue TepaneBTHYHUTE epekTh Ha nekapeTeoTo kato HCIIBC ca B
pE3YNTAT OT UHXHOHTOPHHS edeKT BbpXy €H3MMa IIMKJIOOKCHI€Ha3a, KOeTO BOJIH 10 3HAUHUTETHO
HaMaJeHWe Ha CHHTE3a HAa NPOCTarjJaHAHHH.

KnuHuuHa ePHKAcHOCT ¥ 6€30MacHOCT

ExcnepyMeHTATHH JaHHU NIOKA3BAT, U€ KOraTo ce NpuaraT eaHOBpPeMEHHO, HOympodeH
KOHKYPEHTHO MOXe Ja HHXHOUpa edekTa Ha HUCKA 1032 aLeTUICATULMIOBA KHCETHHA BBPXY
TpoMGouHTHaTA arperauyda. Hakou ¢apmakoaHHaMUYHUA NPOYUYBAHHA NOKA3BAT, Y€ NPH CAUHUYHH
no3u ubynpodes 400 mg, B3eTd B pamkuTe Ha 8 waca npean wiau Ao 30 MHHYTH ciell A03a
aLEeTHICAIMIUIOBAa KMCEJIMHA ¢ He3abasHo ocroboxkaapaHe (81 mg), ce HamanaBa edekra Ha
ALETUICANTMIIMIOBATA KHCETHHA BhpPXY 00pa3yBaHETO Ha TPOMOOKCAaH WK TpOMOOLIMTHATA
arperauusi. Borpeku ye HMa HECHTYPHOCT MO OTHOLUEHHE HA €KCTPAnoNaunaTa Ha TE3H AaHHH KbM
KIHHUYHATA CUTYaLUA, HE MOYKE 12 CE H3KJIIOUH BB3MOKHOCTTA PEJOBHATA, ABIFOCPOHa yroTpeba
Ha HOynpodeH Ja HaMaaH KapAHONPOTEKTOPHHA €PEKT HA HACKA 1032 aLCTHICATHHMIOBA KHCEHHA.
He ce cuuta BeposTHo ynortpebarta Ha ubynpogeH oT BpeMe Ha BpeMe a NTOBEAC 10 HAKAKDB
KJIMHHYHO 3Ha4uM edexT (BX. TOuKa 4.5).

5.2. ®apMaKoKHHETHYHH CBOHCTBA

Abcopbuus
H6ynpoden ce abcopOupa 6bp30 OT CTOMALIHO-UPEBHHA TPAKT ¢ OHOHATTHYHOCT OT 80—90%. [1nkoBH

CEpYMHH KOHIUCHTPALMM HACTBLIBAT €UH [0 ABA Yaca C/Ie/ MPHIOKEHHETo. AKO Ce Mpujiara C XpaHa,
MUKOBUTE CEPYMHH KOHLIEHTPALIMH Ca NO-HUCKH H CE NIOCTHrat rno-06aBHo, OTKOJIKOTO HPH NPHEM Ha

Hpa3eH cToMax. XpaHaTa He MOBJITHABA 3HAYHTEJIHO 001ara 6HOHAMHYHOCT.

PasnpeneneHHe
HU6ynpodeH ce cBbp3Ba B roJisMa CTeNeH ¢ IU1a3MEeHUTe NpoTerHH (99%). HbynpodeH € ¢ MaTbK

obeM Ha pasnpeneneuude oT okoso 0,12-0,2 I/kg npH BbL3pacTHH.

buoTpaHchopManyd
UGynpodeH ce MeTabonusupa 6bp30 B Yepuua Apob upes uuroxpom P450, npedepeHIHATHO
CYP2C9 , 00 1Ba TEPBUYHM HEAKTHBHH MeTafonuTa, 2-XHApPOoKCHUOYNpOQeH U 3-
kapbokcHnOynpodeH. Cnen nepopajiHO NpHeMaHe Ha JIEKapCTBOTO, MAJIKO MO-MaJIKo OT 90% ot
nepopasnHaTa qo3a ubynpodeH Moxe 1a NpEMHHE B ypHHATA KaTO OKCHAATHBHH MeTabOTUTH K
TEXHHTE IIOKYPOHOBH KOHIOraTH. MHOro Manko KoJIH4ecTBO KOynpogdeH ce exc
HEMTPOMEHEH B ypUHAaTA.

EnuMHHHUDpAHE
Exckpeumara ot 6u0peunte ¢ 6bp3a v mbaHa. [1onyXMBOTLT Ha €/THM

yaca. Ekckpeuusta Ha nGynpodeH e noury mejHa 24 yaca cnes nocie

Cneyuannu nonynayuu
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Iayuenmu ¢ cmapuecka év3pacm

[Ipu ycnoeue ue He culiecTByBa OB0peUHO yBpexKIaHe, HMa CaMO MaJIKH, KTHHHYHO HE3HAYHUTEITHH
pa3iuMa BbB (PapMAKOKMHETHYHUA Npodua M eKCKpeLHATa B yPHHATA MEXAY MJIaJdH Xopa H Xopa B
cTapyecKa Bb3pacT.

Heouampuuna nonyaayun

CucTeMHaTa €KCNo3uuMs Ha UOYNpodeH cnel KOpUrupaHa CrpsiMo TErjoTO TEpaneBTUYHA 1032

(5 mg/kg no 10 mg/kg TenecHo Tero) npu Aeua Ha Bb3pacT | rogyHa UK moBeve H3riexna nogodHa
Ha Ta3u MPHU BB3PACTHH.

Jleua Ha BB3pacT 3 Mecela 10 2,5 rOJHHH U3rIexaa HMAT No-BUcok o6eM Ha pasnpeaeneHue (I/kg) u
krmpbHC (I/kg/h) Ha ubynpoden oTkonKkoTO aeua > 2,5 Ao 12-roauiiHa Bb3pact.

bvbpeuno yepesxoane

[Ipy naLMeNTH ¢ JIeKo OBOPEYHO YBpEXKAAHE ca ChOOIIEHH YBEINYaBaHe Ha HECBBP3aHHA (S)-
noynpodeH, mo-sucoku AUC croiiHocTH 3a (S)-ubynipodeH ¥ yeeau4aBaHe HA eHAHTHOMEPHHUTE
¢boTHoleHus AUC (S/R) B cpapHEeHHE ChC 3ApaBH KOHTPOJIH.

[Tpu nauueHTy ¢ KpaeH CTaAHi Ha 6BOpeunHo 3aboABaHe, MONyYaBally AMAIN3a, CpeaHaTa CBoO0AHA
dpakuus Ha u6ynpoden e okosio 3% B cpaBHeHUe ¢ okoJo 1% npu 3apaBH 100poBosiuM. Texko
yBpeskaade Ha 6bhOpeyHaTa GyHKIMs MOKe Ja A0BeJE 10 KYMYJIHPaHe Ha METaOOIUTH Ha
ubyrnpodeH. 3HaueHHETO Ha TO3K eeKT € Heu3BeCTHO, MeTrabosuTuTe MOrar 1a ObJaT OTCTPaHEHH ¢
xeMoauanuia (BXx. ToukH 4.2, 4.3 u 4.4).

Yeprnoopobro yspescoane

AJTKOXOJTHO 4epHOAPOOHO 3ab0sBatie ¢ JIEKO 10 YMEPEHO YEPHOAPOOHO yBpeXk/laHe HE BOAH 10
CBHLHECTBEHO MPOMEHEHH (PapMaKOKHHETHYHH MapaMeTPH.

IIpH MalLUeHTH C LHPO3a ¢ YMEpPeHO uepHoapobHo yspeskaane (6—10 mo Child Pugh), nexysanu ¢
paleMHueH HoynpodeH, ce HabnoAaBa CPEHO 2-KPaTHO yABDKaBaHe Ha ITOJIy>KHBOTA U
eHaHTHOMEpHOTO choTHOLIeHHe AUC (S/R) € 3HaUMTENHO NO-HHCKO B CPABHEHHE ChC 31IPaBH
KOHTPOIIH, KOETO Mpe/inoiara yppexaaHe Ha MeTaboIMTHAaTa HHBEPCHS Ha (R)-ubynpodeH oo
akTUBHMUA (S)-eHanTHoMep (BXK. Touku 4.2, 4.3 u 4.4).

5.3 IlpeakJIHHHYHH JAHHH 34 0€30MACHOCT

JlurcsaTt npeIKIMHHYHH JaHHH OT 3Ha4EHUE 3a OLIEHKAaTa Ha 0€30MacHOCTTa, OCBEH TE3H, KOHUTO BEHE
¢a B3€TU M0/ BHUMAHHE B Ta3M KpaTKa XapakTepUCTHKA Ha MPOXyKTa.

6. GOAPMAILIEBTHYHHU JAHHHA
6.1 ChnuchbK HA NOMOIMHHTE BelIeCTBA

Covpyesuna Ha mabremrkama:
LlapeBHYHO HHLLECTE

JlakT03a MOHOXMApAT

Llemynosa, MUKpOKpPHCTA/THA
KpockapMmenosa natpuii (E468)
CHNMLIHER IHOKCKI, KONOHAEH 0e3BOaeH
[nuuepon aubexeHat

Dumupawo noxkpumue.
Xunpomenosa (E464)
Turanor groxcun (E171)




Maxkporon MW400/PEG (E1521)

6.2 HecbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roasocTt

3 rOOHHH

6.4 ChnenHanHH YCJI0BHA HA ChXPAHEHHE

To3u nekapcTBEH NPOAYKT HE H3UCKBA CIELIMATTHY YCIOBHS 33 ChXPaHCHHE.

6.5 Bnaa B chabLpXKaHHe HA ONAKOBKATA

dunmupanuTe TabAETKH €a ONaKoBaHy B GIUCTEPH OT TBBPAO, Npo3pauHo PVC/Al donuno nnm B
ANTEPHATHBHO, 3aIUTEHO OT JeLa, 6410 HenpospauHo PVC/Al doano, noacuneHo c¢be ok ot PET.
Bceeku Onucrtep cpawpxka 10 TabnerkH.

Jutorpadupana kapronena kytus ¢ 1 (10 Tabnerku) Gnucrep wiu 2 (20 Tabnerkn) 6ancrepa
JUCTOBKA.

He BcHukH BHAOBE ONAKOBKH MOraT Aa O0bJaT IMyCHATH Ha ma3apa.
6.6 ChnenHanam npeana3’HH MEPKH NPH H3XBBLPJIAHE
Hsama cneuyanHy H3HCKBAHHA,

Heusnon3BaHMAT JeKapCcTBEH APOAYKT WIM OTNaIb4YHHTE MaTepHand OT HEro TpabBa na ce
W3XBBPAAT B ChOTBETCTBHUE C MECTHHTE H3HCKBAHUA.

7. TMPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEDBA

ALKALOID-INT d.0.0., Slandrova ulica 4, 1231 Ljubljana ~ Crnuce

CnopeHus
Ten.: + 386 1 30042 90

dbakc: + 386 1 300 42 91
umeitn: info@alkaloid.si
8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

bnokMAKC 200 mg dbunmupany TabieTky Per. No 20160130
BaokMAKC dopre 400 mg punmupann tabnerku Per. Ne 20160131

9. JIATA HA O'BbPBO PA3PEHIABAHE/TIOTHOBABAHE HA PA3SPEHIEHHUETO 3A
YIIOTPEBA

Ilara Ha mbpso paspewuaBade: 20 Anpua 2016
Ilata Ha nocneaHo noaHosasaxe: 25 Cenremepy 2020

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

12/2023




