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KPATKA XAPAKTEPHCTHKA HA IPOAYKTAS I 76 7 g 17904
1. UME HA JIEKAPCTBEHHS IIPOJYKT

Caun Kosn & ®ny 325 mg/ 15 mg/ 1 mg Tabnetku
Snip Cold & Flu 325 mg/ 15 mg/ 1 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CBHhCTAB

Beska tabnetka cbhabpka mapaueramon 325 mg, nceBoedeApuHOB Xuapoxsopua 15 mg,
XnoppeHaMuHOB Masiear 1 mg.

3a MbJHUS CIIUCHK HA MOMOLLIHUTE BElLeCTBA BUKTE TOouka 6. 1.

3. JEKAPCTBEHA ®OPMA

besin, KpBIIH, NJI0CKH TabNeTKH, C Ae/IUTENHA YepTa OT eIHAaTa CTPaHa.
4. KIMHUYHHU JAHHHU

4.1. TepaneBTHYHH NOKA3aAHHS

Cuun Kona & ®ny e nokasas 3a o6nekyaBaHe CHMIITOMHTE Ha 'PHIT K HACTHHKA KaTo:
- 3anyliBaHe Ha HOoca

- PUHUT

- Kuxane

- Temneparypa

- Jleka 10 cunna Gonka ot pasnuyen npousxon

4.2. I03HpOBKAa H HAYHH HA NPHJIOKEHHE

lo3upoBka

llpu ev3pacmuu:
[-2 TabneTku Ha 6 yaca cnopea HYKAMTE, MAKCHMAJTHO 10 6 TableTKH THEBHO.

Ipu onowu (nao 12-co0uwna év3pacm):
| TabneTka Ha 6 yaca cnopea HyXJHTE, MAKCHMAJIHO 10 6 TabIeTKH THEBHO.

lpu oeya om 6 do 11- coouwna év3pacm
1 Tabnertka Ha 6 yaca, Ho 6e3 1a ce HaABUIIABA 103aTa OT 3 TabJleTkH JIHEBHO.

Heya noo 6-coouwna év3pacm:

He ce npunara npu aeua noa 6 roanHu, Thii KaTo nekapcTBeHaTa ¢opma He e noaxoasa.
I'pabBa na ce uma npeasua HamansBaHe Ha oOlaTa AHEBHA 103a NPH NALMEHTH C YepHOApPOOHa
W1 ObOpeyHa HeOCTATBhYHOCT.

Cmapuecka 6v3pacm: HaJMYHU Ca JJaHHH 3a yIbJDKaBaHe Ha MOJY)XKUBOTA B CTA
3aTOBa TPsAOBA /1a ce UMa MpeaBH/ NMOHWXKaBaHe Ha 103aTa.

4.3. IIporuBonoka3anus



CBpbX4yBCTBUTE/IHOCT KbM AKTHBHHTE BEIECTBA MIH KbM HAKOE OT NOMOLIHHTE BELIECTRA,
H30poeHH B ToYkKa 6.1.

Texka xUnepToHus HIH HEKOHTPONHPAHA XHIIEPTOHHS.

Texko ocTpo uny xposuyHo 666peyno 3abonapane/6LOpeUHa HEAOCTATLYHOCT.

[Ipy nauHeHTH Che 3axapeH AuabeT 1 TexkH YepHoAPoGHH 3aGonsBaHus.

Caun Kong & @iy e npoTHBOnmokazaH Npu JIHLA, KOMTO NpHeMaT WJIH ¢a NpHEeMasH
MOHOAMHHOOKCUAA3HH HHXHOHTOPH B PAMKHTE Ha NPEAXOAHHUTE ABE CEOMHLIH.

4.4. Cuenuannn npeaynpexaesns H NpeANasHA MePKH 34 ynorTpeba
IIpedynpexcoenun

TeKKH KOXHH peaknan

Ilpun ynotpeba Ha NpoayKTH, ChAbpXKawK ncepnoedepHH MOTaT 13 HACTBIAT TEXKH KOXHH
peakili, Kkarto oCTpa TeHEpanu3upaHa eK3aHTeMaTro3Ha mycTynosa (acute generalised
exanthematous pustulosis, AGEP). To3u ocThp nycrynosen o6pus Moxe Aa ce nosBH B PAMKHTE
Ha MBPBHTE 2 IHU OT JICYEHHETO, C MOBHLIEHA TEMIIEPATYpa H MHOTroOpO#HHH MankH, IIpeJHMHO
HEQOJIMKYIADHK NMyCTY/H, Bb3HUKBALIK BBPXY OOLIHpEH efemaTo3eH €PHTEM H JIOKATIH3HPAHH
FMIABHO B KOXHHTC I'bHKH, MO TOpCa M ropuurte kpaiHuuu. Ilaumenture Tpa6Ba ga ce
HabMIOaBaT BHUMATENHO. AKO C€ MOABAT MPU3HALNM M CHMIITOMH KaTo MHPEKCHS, EPHTEM HIIH
MHOXMCECTBO MAIKK NYCTYAH, npunoxeHnero Ha Cuun Kona & ®ny Tpsabea ga ce npeycTaHOBH M
KO € HeOOXO/IMMO, Jia Ce B3eMaT NOAXOAAIM MEPKH.

CnmapoM Ba 3agna ofpatuma ennedasonatus (posterior reversible encephalopathy
syndrome, PRES) u cneapom Ha ofpatama nepebpanna sazoxoHcTpuKNHESA (reversible
cerebral vasoconstriction syndrome, RCVS)

Cpobuwenn ca cinysan wa PRES u RCVS npu ynorpeba ua NPOOYKTH, CbAbPXKAIIH
ncesgoedenpud (BK. Touka 4.8). PuckbT € mnoBuuIeH NpH NaUUEeHTH ¢ TeXKa WIH
HCKOHTPOIHpaHa  XMNCPTOHMA WM C TEeXKKO OCTPO HJIM  XPOHHYHO  OBOpedHo
3abonsaBane/6r6peuHa HeJOCTATHYHOCT (BXK. TOuKa 4.3).

ITpuemsT Ha nceepoedenpus Tpabea Aa ce NPEYCTAHOBH H 14 ce MOTHPCH He3abaBHO JeKkapcka
[HOMOL, aKo €& NMOABAT CNEAHUTE CUMNTOMH: BHE3ANHO CHIIHO INAaBOGOIHE WAH ,,FPhbMOTEBHYHO®
rnaBobosne, rageHe, noBpbliaHe, OGBPKAHOCT, I'bPYOBE H/HIH HapylleHHA Ha 3pEeHHETO.
[loeueto cboOwenu cnywau Ha PRES w RCVS ormymssar cnen NpEeyCTAHOBABAHE Ha
ynorpedara 1 noAXoAAII0 Je4eHHE.

Prck ot 310ynoTpe6a

Ilcesnoedenpun kpue puck ot 3noynorpe6a. IToBHIIEHHTE NO3M MOTaT B KpaiiHa cMeTka faa
AOBEAAT N0 TOKCHYHOCT. llpomwbikutenHara ynorpeba moxe Aa AoBeae Ao TonepaHe H Aa
YBEJIHYH PHCKaA OT npenosupane. IlpenopbunTennarta MakCHMAaNHA 033 U NPOILIKHTETHOCT HA
JICYEHHETO He TPAOBA Aa ce NpeBHLIaBaT (BUXTE ToUKa 4.2).

HcxeMAYeH KOMHT

Cpobluenn ca cnyuan Ha HCXEMHUYEH KOMHT NpH ynotpeba na ncepaoepenpuH. Ynorpebara Ha
ncesaoedeapuH TpabBa a ce NMpeyCTAHOBH M 4a C€ MOTbPCH KOHCYATALHS C JIEKap, ako ce NogBH
BHE3aMHa KOpeMHa 00/Ka, peKTaNHO KbPBEHE HITH APYrH CHMIITOMM HAa HCXEMHYEH KOJIHT.

IMauuenTH, cTpapa OT CepHO3HM CbpAcuHH, OBOpeuyHH WAu YepHOAPOOHH

AHa0EeT, rNayKkoMa, BUCOKO KPBBHO HansraHe, GpOHXHAIHA acTMa, He TpADB:
MPOAYKT.




ENHOBPEMEHHOTO NPHIIOXEHHE Ha NCEBAOEPEAPHH H TO3H NPOAYKT MOKE B ONpPEACIEHH cnyqau
A2 AOBEAC A0 MOBHIIEHHE HA apPTEPHANHOTO HaNATaHe, MOpaJu KoeTo Tpaba na 6bae H3dareano.

Ilaunenture TpabGBa Ja OBLAAT CHBEeTBAaHH Ia He HaABHMIIABaT IMpenopbYBaHaTa 0o3a M Aa
H3OATBAT aNKOXOJ.

JiMuata ¢ rnaykoma, BHCOKO apTepHanHO Halfrase, cbpAedHO 3abongBaHe, 3a0onsiBaHe Ha
LIHTOBU/IHATA JUIe3a, ANaleT, npocTaTHa xuneprpodus, o6CTPyKLUMS Ha WHHKATA HA NHKOYHMUS
ME€Xyp, CTCHO3HMpalla NEeNTH4YHA A3Ba, eM(H3EeM HIH XpoHUuYeH OpOHXMT Tpabsa aa NOTHLPCAT
JIEKApCKH CBBET NMPEAM NMPHEM Ha TOBa NEKApPCTBO. OCBeH TOBAa € HEOOXOAMMA KOHCYNTAUHA ¢
Jiekap, B Clyyal Ha eAHOBPEMEHHO NMPWIOKEHHE HAa aHTHXMIEPTEH3HBHH NEeKapCTBa, CeJATUBHH
JICKapCTBEHH NPOAYKTH WM TPaHKBHAM3ATOPH, MYCKYJIHH peNaKCAHTH, aHTHAETIPECAHTH HITH
ApPYrH TIPOAYKTH NOTHCKAIM LEHTpalHATa HEPBHA CHCTEMa; MalMeHTHTe TpabBa na ce
NPENYNpekaBaT 3a aAUTHBHHTE nNOTHCKAIMM epekTH Ha noaobHM koMmOuuaumuu. [Mopaau
HATHYHETO Ha XJopdeHaMHH MoKe a HaCThIIH BE3OYAUMOCT, 0CO0eHO Py Jelia.

Chun Kong & ®ay He Tpabea ja ce npunara ¢ ApyT ChABPKAIL napaneTaMoi NpoayKT.

Chun Konn & @ny ne Tpabsa na ce npunara ¢ Apyry MpoAYKTH, U3NON3BaHM 33 00JIeKyaBaHe Ha
CHUMITOMHUTE HA FPHIl, NPOCTY/1a UIIM TaKHBA C AEKOHTECTAHTHO IelicTBHE.

Ilpenosupanero moxe 1a yBpeau 4epHus Apob, IIaBHO NOPamH HaTpynBaHe Ha MeEXAHHHH
MeTaboNNTH Ha napalleTamosl, KOUTO NMPEeAH3BHKBAT YepHOIpOGHA HeKpo3a. HesaBucumo panu
NaUMEHTBT Cce YyBCTBA J00Ope, B cmydali Ha mpefo3dpane Tpsa6GBa na ce NMOTBPCH He3abaBHO
MEMMIMHCKA NOMOIU, nopaiM pHCka OT 3abaBeHO, CepHO3HO 4epHOAPOGHO yBpexnaHe. B
CpaBHEHHe C obliaTa nonynauus, pHCKBT OT MpPEAO3MPAHE € INO-TOJNAM TMPH NAUHEeHTH ¢
HELHPOTHYHA AJIKOXONHA uepHOApoOHa DoecrT.

HeobxoanMa e KOHCYNTalNA € JieKap NPH BHCOKa TEMIEPATYDPa, KOATO NpoAb/pKaBa MOBeue OT 3
AHH, K NEPCHUCTHPaHe HAa CHMNITOMHUTE — IOBEYE OT 5 HH.

HcxeMHYBA OOTHYHA HEBPONATHA

[Monyuyeny ca cboblueHHs 3a Cyyan Ha MCXEMHYHA ONTHYHA HEBPOMATHA np4 ncesacedenpuH.
IlceBnoedeapun Tpabsa na ce npekpaTd, ako ce NOSBH BHe3anmHa 3aryba Ha 3peHHE WU
HaMaJIEHHE Ha 3pHTENHATa OCTPOTA, KATO CKOTOMA.

IIpeonasnu mepxu

Chun Konpg & ®ay tpabea na ce npunara ¢ BHHMaHHE NpH MMalHEeHTH ¢ 4YepHOApPOoOHA WM
ObLOpeuna HeaOCTaTLYHOCT, Thif KATO MOXE Na HACTBIAT MO-BHCOKH CEPYMHH KOHLCHTpalMH
Wiy 3abaBeHO eTHMUHHDAHE.

Ilopaau yBenuuenus puck oT MeTaboO/IMTHA auMI03a ¢ roSMa aHMOHHA paznuka (HAGMA) ce
MPENopbiBa NOBHLIEHO BHMMaHHE MNpPH CBHITBTCTBAILO NPUIOKEHHE HAa (MIYKJOKCAUHIHH M
napamneramosn, 0cobeHo npH nalHeHTH C TeXKa CTeleH Ha ObOpedHO yBpeXIaHe, Cencuc,
HEJI0XpaHBaHE ¥ JPYrH H3TOMHHUH HA ACQHLIMT Ha IJIYTATHOH (HANp. XpOHHYEH ANKOXOJH3IBM ),
KaKTO W NpH TE3H, KOMTO M3NOJI3BAT MaKCHMAJIHATA JHEBHA 103a napauetamo. [Ipenopbysa ce
CTPHKTHO NPOCNEAABAHE, BKIKUYUTEIHO H3MEPBAHE HA S-OKCOMPOIHH B YPHHATA.

4.5. BzanmoneficTBHE ¢ APYrH JleKAPCTBEHH NPOAYKTH H APYrH (OPMH Ha BIanMoJeHCcTBHE

Ckopoctra W/ unu crenenTa Ha abcop6uus Morar na 6bIAT NOBIHAHHM OT AelCTBHETO Ha ApYyru
MPOAYKTH C H3pa3cHO CTOMAWIHO-YPEBHO MAEHCTBHE; HaNpUMep, MerHK OUpaMyR WK
ROMNEPHROH MOXE Ja YCKOPAT NPEMHHABAHETO OT CTOMAaXa KbM 4epBar: / SR 000  vosxce
ha Hamanu abcopbunsra. ‘§}
— .
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lapayemamon

[Ipu BHCOKH 103K e(eKTbLT Ha NMPOABIDKHTEIHO NMPHEMAHHTE @HTHKOAryJaHTH ¢€ MOTEHLHUPA.
[lapaueramon, koraro € npueMaH BBB BHCOKHM JI03H 32 IPOAB/DKHTENCH MEPHOA OT BpeMe, MOXe
Aa B3aHMOJCHCTBA C KYMapHH, HHIAHAHOHOBH JE€PUBATH U PEHOTHA3HUH.

AnkoxonbT, OapbuTypaTHTE M TPHUMKJIMYHHTE AHTHACNIPECAHTH MOTAT fia MOBHILAT
XCTIATOTOKCHYHOCTTa Ha napauetamon. [IpH nauueHTHTe, npHeMAalH aHTHEMWICNITHYHH
IeKapCTBa, KaTo KapbamasenuH, QeHobapbutan, (EHMTOMH HNH N[PHMHIOH, 703aTa Ha
napaneraMmon Tpadea aa 6pae noumxena.

CpBMECTHOTO npunoxeHHe Ha napaneramon ¢ HCIIBC moxke na moBHIIM PHCKa OT HeXeNIaHH
ObLOpeunn peakuuu. [IpoabmKHTENHATA CHBMECTHA ynoTpeba Ha Te3n NPOOYKTH MOXe aa
YBEAHYH pHcKa oT 6B0peuHo yBpexaaHe.

Heobxomumo € mnoBuueHO BHHMaHHE NpH CHIBTCTBAINA ynoTpeba Ha GbnyKIOKCAUMANH W
napaueTamMos, TbH KaTo €IHOBPEMEHHHUAT MpPHEM Ce CBEP3BA ¢ METabONIMTHA anKa03a ¢ rojiaMa
aHUOHHA Pa3jInka, 0COOEHO NPH MALMEHTH C PUCKOBU (akTopH (BXK. Touka 4.4).

IIcesdoegheopun

Paako Moxe na ce HabnonaBa MOBHIIEHHE HA KPBBHOTO HANATaHe, KOraTo neesgoedeapuH ce
npunara CbBMECTHO C JCKOHIECTAHTH, TPHUMKIHYHH aHTHAENPECAHTH, NEKapCTBa, MOTUCKALIHM
ancTHTa, NCHXOCTHMYNAHTH — KaTo aMpeTraMHHH H MAQO-uHXH6HTOPH.

Merunaona, a- 1 B- agpeHepruyHi 610KepH, ryaHUTHAHH MOTAT Aa 3arybsT e(PEKTHBHOCTTA CH
NPH €AHOBPEMEHHO NPHIIOKEHHE C NICEBAOESPHEAPHHOB XHAPOXJIOPHUL.

Xnopgpenamun
XnopheHaMHHOBHST ManeaT Moxe Na 3a6aBH uepHOOPoGHUT MeTaboMUIbM Ha $eHUTOHH 4pe3
MOBHLIABaHE HA I1a3MEeHAaTa MY KOHLIEHTDALHA.

IIpomenu e nabopamoprume noxazamenu ecredcmeue Ha npodykma:
XnoppeHaMHH MoXe Ja NOBJHAE HAa HHTEPNPETALMATA HA M3CJEABAHMATA Ha benoapobuara

$pyHKUHS cnea 6poHXHANHHA TecT ¢ MeTaxonuH. BuIpeky ue MEXaHH3MBT He e H3LAJIO SCEH ce
pUeMa, ue XiaopdeHaMHUH TNpPOMEHA OTTOBOPA HA AMXATENHMTE NHTHIIA Ha METAXOJIHMH,

CACROBATCIHO, 2KO € BBH3MOXKHO, NpPEOH METaXOJHHOBHA TECT 3a AOKa3BaHE Ha OpOHXHaNHA
xuneppeakTuBHocT Tabnerkure Caun Kona & Oay tpabsa na ce cnpar 3a 48 uaca.

4.6. ©epTHaHTET, GpeMeHHOCT H KLPMeEHE

bpeMeHHOCT
3HAYUTENHO KOJMYECTBO AaHHM NPH GpeMeHHH XKEeHH He MOKa3BaT HHTO Man@popMaTHBHA, HHTO

(eTo/HeoHaTanHa TOKCMYHOCT. Pe3yaTaTHTe OT €NMAEMMOJOTHYHHTE MPOYYBAHHA BbPXY
HCBPOJIOTHYHOTO PAasBHTHE HA LA C €KCIO3MIIHA HA NApaueTaMmol in utero ca HeyOeaHTEHH.
AKO ¢ HEOOX0AMMO OT KIIHHHYHA IJIe[HA TOYKA, MIAPALETaMON MOXE 1A Ce npunaara 1o speMe Ha
OpemeHHOCT, HO Tpa6Ba Aa ce U3N0M3Ba Hail-HHUCKaTa eeXTHBHA /1033 33 Bb3MOXHO Hali-xpaTko
BPEME U C Bb3MOXKHO HaW-HUCKATA YECTOTA.

KbpMeHe
[Napauetramon ce oTaens B KbpMaTa, HO B KJIMHHYHO HE3HAYHMH KOR Y IRNHHTE
MyOnHKYBaHH AAHHW KbPMEHETO He € mpoTHBonokaszaHue. Usuugfed® €. ' OT

€AHOKpATHATA 103a NCeBAOCPENPHH, TPHETA OT MaHKaTa Lie ce OTHae



[To mpelLieHKa Ha nekaps MoXke fa ce NPEyCTaHOBH KbPMEHETO WK Aa Ce NPEeyCTAaHOBH MPHEMBT
Ha TO3H NMPOAYKT, ChoOpa3sHO HEOOXOAWMOCTTA OT NMPHEMA MY 3a MaHKarTa.

4.7. Edextn Bupxy cnocofHocTTa 32 miopupane H pabora ¢ MALIHHA

YcraHoseno e, ye Tabnerkure CHun Konn & @y Moxe Ja NPHYHHAT 3aMasHOCT H HApylICHA
peakTuBHOCT. [TauneHTHTe He TpAGBa Aa wodHpaT MIH Aa pabOTAT C MAalUMHH, AOKATO HE
YCTAHOBST JIANTH MPH TAX CE MPOABABAT IOAOOHH CHMIITOMM.

4.8. Hexe1aHH NEKAPCTBEHA peaKIHH

HexenaHute neKapcTBEHH peaxkiMH ca NPeACTABEHH I[OOTAENIHO 32 BCAKO OT AKTHBHMTE
BEllIECTBA, CNOPEA KaTeropH3auusATa Mo CHCTEMa-OpraH-kjac, KaTo €€ H3MOoN3Ba CICAHATA
knacubuxaiua: MHoro yecrd (= 1/10), uectu (=1/ 100 go < 1/10), newectu (= 1/ 1000 go <
1/100), peaku (= 1/10 000 ao < 1/1000), mHoro penku (< 1/10 000), ¢ HeH3BeCTHA 4eCTOTa
(uecToTaTa He MOXe 4a Ob/ie YCTaHOBEHA OT HANMUHHTE JaHHH).

Iapayemamon

HapymeHHs HA KPbLBTA H JIHM(QHATA CHCTEMA

Penxu: TpoMBOLMTONEHUS, JEBKONEHHA H NAHUNWTONCHHS.

Meuoro penxu: HeyrponeHus, TpoMOOLMTONECHUYHA NypRypa H arpaHyJjoLHTO3a.

Hapymmenuss Ha HMYHHATA CHCTEMA

Penxu: Peaxuu Ha CBPbXHYBCTBHTEJIHOCT, KATO YPTHKAapHsA H MakyjonanmynapeH oOpus M
chpbex.

Cho01aBaHy ca MHOTO PEAKH CJIyYyau Ha CEpHO3HH KOXHH PEaKLHH.

Icesooedpeopun

HapyuieHHS HA KOXKATA ¥ MOAKOKHATA ThKaH

Muoro peaxu: Makynonamnyno3eH oOpHs.

C mnpeusBecTHa uecToTa: TeXKH KOXHHM peakKUHH, BKIIOYUTENRHO OCTpa reHepalH3HpaHa

ek3aHTeMo3Ha noctyno3a (AGEP).

HapynieHusi HA HepBHATA CHCTEMA
MHoro peaku: MoraT aa ce MNpOSABAT CBPbXBb3OyJa Ha LEHTpanHara HEpBHA CHCTEMa,

HAPYIICHHS Ha ChbHA H XaTIOLHHALHH.
C HenspecTHA uectoTa: CHHApPOM Ha 3aiHa obpatuma eHuedanonatus (PRES) (Bx. Touka 4.4).

CurapoM Ha obpatuMa LiepeGpanta BazokoHcTpHKEHA (RCVS) (Bxk. Touka 4.4)

Hapymennsa Ha Ob0penuTe H YPHHAPHHS TPAKT
MHoro peaku: 3agspxaHe Ha ypHHa.

HapyiieHus Ha OUHTE
C Heu3BEeCTHa 4eCTOTa: UCXEMUYHA ONITHYHA HEBPOINATHA.

Xnophenamunos maream

HapymeHHs HA KPLBTA # JHM(HATA CHCTEMA
C Heu3BeCTHA YecToTa: XeMOJUTHYHA AHEMUA.

HapymenHus Ha HEPBHATA CHCTeMA
C HeusBecTHa yecToTa: Ceaupane, rnapodboue, CBETOBbPTEK.




Ounn napymenns
C HEeH3BECTHA 4YeCTOTAa: 3aMBIJIEHO 3PEHHe.

Copaeunn napymenns
C HensBecTHa yecToTa: [TannuTauuy, apUTMUA, XUITOTOHHS.

CromMamiHo-9peBHHA HApYIIEHHAS
C HeuspecTHa yectoTa: CyX0Ta B ycTaTa, aHOPEKCHS, MOBpbLIaHe, AHApHA, HCXEMHYEH KOJIUT.

XenaToGHIMAPHH HAPYIUCHHAS
C HensBecTHa YecToTa: XenaTur.

HapywenHs na 6u6penuTe 5 ypHHapHHS TPaKT
C Heu3BecTHa yecToTa: 3aabPrkaHe Ha ypHHa.

XnopheHaMHHOBHAT MajleaT MOXe Ja A0BEAE 10 aHTHMYCKAPHHOBH edekTH.

Croblilapatie Ha NofO3MpaHy HeXxenauu peakiIiy

CpoOluaBaHeTO Ha MONO3MPAHM HEKENAHH pPEaKUHH Chef paspeliapaHe 3a ynorpeba Ha
JICKApCTBEHHA NPOAYKT € BaxHO. ToBa Mo3BoifBa Aa NPOABLMKH HabMOIEHHETO Ha
CbOTHOUIEHHETO NON3a/ PUCK 3a JIEKAPCTBEHHA NpoAYKT. OT MEIMLHHCKHTE CHELHAIHCTH Ce
M3UCKBA Ja CHLOOLIABAT BCAKA MOKO3MPAHA HEXENAaHA PeaKiMs Ype3 HALMOHAJIHATA CHCTEMa 3a
choblaBane:

M3nbanuTenHa areHuus 0o nexapersara

yn. ,,JamsaH ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

4.9. IIpego3upane

CHMNTOMHTE Ha ocTpa TOKCHYHOCT OT TabneTkute Chun Konx & ®ny MOxe 1a BKIIOYBAT
CbHJIMBOCT, JI€TAprud, 3aMasHOCT, aTakchd, cnaboCT, XUNOTOHMA, pPEeCTHpPATOpHA Ienpecus,
CYXOCT Ha KOXaTa H JIMraBHLIMTE, TAXHKAPAMSA, XHNEPTOHHA, XUNEPIHUPEKCHS, XHITEPAKTHBHOCT,

Pa3fpa3sHUTENHOCT, FbPYOBE H 3aTPYAHEHUS TIPH YPHHHUPAHE.

Ilapayemamon: CHMITOMHTE HA NpeO3HpaHE MOXE 1a He ce NpOABAT A0 KBCHO, HO PaHHOTO
HIMCDBAHC Ha HHMBATA HAa DNapaleTaMon € CbLISCTBEHO. METHOHMH nepopanHo wiu  N-
AUCTHILHCTCHH WHTPAaBEHO3HO, MPHIOXKEHH Bb3MOXHO Hal-paHO ca eeKTHUBHH 33 HAMAIABaHE
Ha TOKCHYHHTE e(heKTH Ha NapaleTaMoll H MOXE 1a MMaT fofieseH edekT qo none 48 yaca ciexn
npeposupane. Jlewennero tpabea na 3amouHe B paMkHTe Ha 16 uaca Cciel TOMTBIUAHE.
CuMnToMHTE npe3 mbpeHTE 24 yaca ca GNEAOCT, aHOPEKCHS, rajeHe, nospeilade, npodysHo
[MOTEHE, HCPasMONOXEHHE U KOpPeMHH Oonku. Bbnpekd TOBa, nauMeHTbT MOXKE Oa HAMA
CHMNTOMH. MoXe 12 HACTBNAT HapyWEHHS HA LIIOKO3HHA MeETabONH3BM M MeTaboIHTHA
auuao3a.

Ho 72 4aca cnex nornbiiaHe MoXe Na ce NPOABAT MOCAEABALIM NaHHM 34 YepHOApoOHa
AucyHKUMA K aKO € TeXKa Aa AOBEE N0 HeobpaTuma 4YepHOAPOOHA HeKpo3a U CMBPT B pAMKHTE
Ha 3-7 aHu. Paaku ca cbo0UIeHHATA 33 YepHOAPOGHA TOKCHUROCT NPpH OCTPO NMPEIO3npaHe C Mo-
Manko oT 10 g. Benpekn ToBa € BBE3MONKHO uepHOAPOGHO YBpeXaaHe npH xE -n"WTr RBUTO




npuemar 10 g unu noseue napaneramon. [1pu ocTpo orpaesre, ¢ noseye ot 15 g, uepHoapobHaTa
HCROCTATRHHOCT MOXE 1a IpOrpecupa A0 eHUedanonaTisi, KoMa W CMbPT.

TpabBa pa ce B3eMaT HEOGXOAMMHUTE MEpKH 3a NOAAbPXKAHE U NOANOMAraHe Ha JMUIAHETO W 3a
KOHTPOJIHpaHe Ha rbpyoBeTe. TpsOBa ga ce HanmpaBu CTOMAllHA NMPOMHMBKA A0 3 uaca clen
NOrIbIUIAHETO, KO € Noka3aHa. Moxe Ja e Heo6XonMMO KaTeTepH3HpaHe Ha MHKOYHHUS MEXYP.

Tpabea na ce uMa npeABUA NleUSHHE C AKTHBEH BBIVIEH, aKo IPeAO3MPAHETO € HACTBITHIO NPEAH
1 yac. TpabBa za ce onpeaensT nnasMeHUTe KOHUCSHTPAllHH Ha napanetraMon Ha 4-Hg 4ac HiH [o-
KbCHO Clesl mormbiiaHeTo (NO-PaHHHTE KOHUEHTPAUMM He ca Hanexiauu). JleueHnero ¢ N-
aUETHJILMCTENH MOXE Aia Ce HanpasM 10 24 4aca ciell NOTTbLIAHETO Ha MapaueTamol, BbIpeKy
1€ MAaKCHMaNHO 3aUIMTHO ACHCTBHE ce mony4aBa A0 8 uyaca cnex normbiuane. Cred ToBa
ePeKTHBHOCTTA HA AHTHJOTA HAMAISBA PA3KO. AKO € HeOOGXOAUMO, Ha NALMEHTA TpaOBa na ce
APHI0XH HHTPABEHO3HO N-aLIETHIHCTEHH, B ChOTBETCTBHE ¢ YCTAHOBEHATA CXEMa Ha NO3HpaHE.
Ilpn oTcheTBHE Ha MOBpBLIAHE HOAXOAALIA ANTEPHATHBA 334 OTAAICYEHH OT bonuuua obnacty €
METHOHHH NepopanHo. IloBeeHHEeTO NpH NauMeHTH CbC Cepuo3HA YepHOAPOGHa AUCPYHKUNS
cnel 24 yaca crep mornbluaHeTo TpAGsa ga ce KOHCYJITHpPa ¢ HalMOHaNHUA HHOOPMALHOHEH
HEHTBHD [IPH OTPAaBAHWA HIINW C YEPHOAPOOHO OTAEAECHME.

Ilcesdoeghedpun

CuUMNTOMHTE Ha Npeno3upaHe ca: neko Ge3nokoHcTRo, TaxHKapAHA U/ WIH JIEKO NOKayBaHe Ha
KPBBHOTO HaNATaHe.

AKO ce Ha/ara, enMMHHHPARETO Ha NceBRoedeaPHH MoXKe a ce YCHJIH 4pe3 KHCENTHHHA AHYpe3a
HJIH C JHAJIM3A.

Xnopgenamunoa maream

HMHTOKCHKAUKATA ¢ XNOPDEHAMHHOB MalleaT CTaBa OYEBHAHA HAKOJIKO Yaca cled npHema.
[lpunara ce neyeHHe KaKTO € OMHCAHO B CXEMaTa Ha JIEYEHHE HA AHTHXHCTAMUE/
AHTHXOJHMHEPrHYHO OTPaBAHE.

CroO0lLeHn ca ChpaevHH apuTMHH M NAHKPEATHT.

OcTpara 6b6pedna HexOCTATBYHOCT MOMKE Ja CHNPOBOXKAA YyepHOApoOHaTa AUCYHKIIUA U MOXKe
lla HacThNH 63 Oene3n Ha HyIMHHAHTHA YepHOAPOGHA HEAOCTATLYHOCT. THIIHYHOTO OB0peyno
YBpE€XAaHE € MOo-U3ABCHO 6-9 AHM cnel npeno3upaxe.

5. DAPMAKOJIOIT'HYHMU CBOMCTBA

S.1. ®apMaKoOAHHAMHYHH CBOHCTBA

DapmaroTepaneBTHYHa I'pyna: [apaeramos, KOMOMHALIMA C H3KTIOYCHHE Ha NICUXONENTHIIH
ATC xon: NO2BES|

HEK&DCTB&HHHT NMMPpOAYKT HMa AHANreTH4eH, AHTUITHPCTHYEH, AHTHXHUCTAMHHOB H HaMaJisaBalil
OTOKa Ha JIHraBHlaTa Ha FOPHHMTE AHXATENHH [TbTHIA G¢EKTH, KOHTO C€ ABJIXKAT Ja HEeroBuUTe
aKTHBHR BCLLUECTBA.

[Napaneramon e KIHHMYHO JI0Ka3aH AQHANTETHK H AHTHITUPETHK. AHAJIre3HATa ce OCBILECTBABA
1pe3 NOBHINABAHE Ha Mpara Ha OONkaTa;, AHTUNMPETHYHHAT €(PEKT e upe3 MOBJHABAHE HA
LIEHTbPA HA TCPMOPETYNALMS B XHIIOTAIaMyca.

ITcenoedeApuHBLT HMa JHPEKTHO W MHAMPEKTHO CHMNATOMMMETHYHO AEHCTE
[I€POpANICH NEKOHTeCTAHT Ha FOPHUTE AMXaTENHH MbTHLIA. [IceBaoedenpuHs




no-crabo aelicteue or edelpHHa NO OTHOLIGHHE HA NPEJH3BUKBAHETO Ha TAXUKapIHs,
MOBHIIABAHETO HA CHCTONMYHOTO apTEPHANHO HaNAraHe M CTHMYJIMPAHETO Ha LIEHTpalHATA
HEepBHA CHCTEMa.

XnoppeHaMHH € NMpONMUIaMHHOBO MPOH3BOAHO HA AHTHUXHCTAMHHA OT AIKMIAMUHORHS KJac.
To3n arenT cneunduyno 6nokupa H1 penentopure, koeto HHXUOUpa AelCTBUETO HA XHCTAMHHA.
XnoppeHaMuH O6nokupa AEHCTBHETO, KOETO XHCTAMHMHBLT HMa BbDXY TIMaJKHTE MYCKYNH,
BIJIIOYHTCTHO Ha CTOMAUWIHO-YPCBHHA M PECIIUPATOPHUS TPAKT, TO3H areHT npogunaxrupa
Ba30MIaTallHATA NPEAU3BUKAHA OT XHCTaMHHA H NOTHUCKA KaWIAPHHA NepMeaGHIHTET, Bogeln
A0 HaMaliAsBaHe Ha OTOKa WM 3a]yXa.

5.2. ®apMaKkoKHHETHRYIHH CBOHiCTBA

[lapaueramMon ce pesopbupa 6BpP30 H MOYTH M3LAIO OT CTOMAIIHO-YPEBHUA TPAKT Chex
NEPOPaNHO TNPUJIOKEHHE M 3a (opMuTe Ha mapaueramon ¢ He3abaBHO ocBOGOXIaBaHe,
MaKCHMAaNHK MIA3MEHN KOHUESHTpalWH ce focTHrar 3a 10-60 munyty. InasMeny koHLEeHTpauuu
Ha napauetamon ot 2,1 mecg/ml HacTenBaT 6 Yaca Cle/ NPUIIOXKEHHE HA €AHa KOHBEHLHOHANHA
rabnerka or 500 mg. Ilapaueramon ce pasmpenens Obp3o B TaAnoOTO, 4 25% € cBBp3aH C
Ia3MEHHTE NPOTEHHH. IlnasMeHuAT nonyxuBoT Ha napaueramon e 1,5-3 uaca, a 80-85% ot
Ao3aTa C€ nojjiara Ha rMOKYPOHO- WIH cyndokorioraums. Ipubnusutenno 85% ot nosara
[1apaleTamon €€ CKCKpETHpa B ypPUHATA KaTo CBOOOAEH H KOHIOTHPAH MAPalieTaMOo/ B PAMKHTE Ha
24 yaca cnen npHeMa.

Cnen nepopanto npunoxeHHe ncepaoedeapuH ce pesopbupa 6bp30 ¥ u3uAno. Cnen nepopanHa
Ro3a oT 180 mg npu xopa, MaKCHMAaTHH NIA3MEHHN KOHLIEHTPaUuK ot 500-900 ng/ml ce gocTurar
3a 1Ba 4aca ciel Aosupane. [lnazmMeHnar nonyxuBoT e npubnausnTenHo 5,5 yaca u ce yBenu4aBa
IpH JIMlia C alkaluW3HpaHe Ha ypHHaTa, a HaMamdBa MPH JHUA C NOJKHCENEHa YDPHHA.
EAHHCTBEHHAT MeTabonu3sM e N-IeMeTHIIHpaHe, KOeTO HACTBIBA B MaNKa CTeleH. Exckpeuuara
€ OCHOBHO ¢ YpHHaTa.

IlonobHo Ha ApyruTe aHTHXHCTAMMHH, XIOpdheHaMHH MalleaT ce pe3opbupa Obp30, MAKCUMATHY
NIa3MEHH HUBA ce HabmoaaBar 2 yaca el nepopaieH NpueM, MeTaGoaH3npa ce B YepHHSA Apob
W CE& eKCKpEeTHpa ri1aBHO MoA (opMara Ha MeraGONMTH B ypuHaTa, Karto camo 3-18% ce

CKCPCTHPA KaTO HENPOMCHEHO JIeKapcTBo. [1nasMeHUAT nonyxueoT e npubnusurenuo 20 yaca.
ENHMHHALHOHHHAT NONYKHBOT CE HAMANIABA B CTAPYECKA Bb3pacT H INPH JcLa.

3.3. IIpeaknEHHYHNR JaHAH 33 Ge3onacHOCT

JIANCBAaT KOHBEHUMOHANHH NMPOYYBAHMSA, W3MON3BAIIN NPHETUTE MOHACTOALIEM CTaHJapTH 3a
OL€HKA Ha PEMPOAYKTHBHA TOKCHYHOCT U TOKCHYHOCT 33 PA3BHTHETO.

6. PAPMAHEBTHYHH JAHHH

6.1. CnuchbK Ha IOMOIIHHTE BellleCTBA
Llenynosa MUKpOKpUCTaNHa, KpocKapMenosa HaTpHil, Lenyn03a Ha Nnpax, MarHesueB creapar
6.2. HechBMecTHMOCTH
Henpunoxumo.

6.3. Cpox Ha rognocr




J TOAHMHH.
6.4. Coenua/inn ycnoBAA HA ChXpAHEHHE

Jla ce cbxpaHsBa npu TeMnepatypa noj 25° C.
[la ce cbXpaHsBa B OpUTHHAHATA OTIAKOBKA, 34 Ja ce NIPEAnasy OT CBeTIHHA U Blara.

6.5. Bua 5 chaAbPKAHEE HA ODAKOBKATA

PVC/Alu 6nucrepu ¢ 10 tabnerku. Beska kapToHena Kytus cuaspxa 10, 20 win 30 TabneTku u
JIACTOBKA 32 NalHEHTA.

He Bcruku BHAOBE onakoBH Morar Aa 6baT MycHaTH B poaaxGa.

6.6. Cnenna/inm npeAnasAn MepKH NPH B3XBLPJASHE H paboTa
HaMma cneunannn H3uckBaHus.

7. IPHTEXATEJ HA PAPEIHIEHHUETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kunmbp
8. HOMEP(A) HA PABPEILIEHHETO 3A YIIOTPEBA

Per. Ne: 20120363

9. JATA HA ITBPBO PA3SPEHIABAHE/ HOJHOBSIBAHE HA PA3PEUIEHUETO 3A
YIIOTPEBA

Jlarta na mupBo paspewenue: 10 ronu 2012 roguua
Hlata Ha nocneaHo noaxsosaBaue: 02 oktomspu 2017 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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