JIncroBka: HRpopMANES 32 NAIHEHTA

Ma6pon MR 200 mg TabneTkn ¢ yab/keno ocBofoKAaABARE
Mabron MR 200 mg prolonged-release tablets
TPAMAJO/OB XHAPOXIOPHL
(Tramadol hydrochloride)

IIpovereTe BHHMATEJIHO HA/IATA JHCTOBKA fPEAH A 3aN09HETE Aa NpHEMATE TOBA
JEKAPCTBO, Thil KATO TH CHALPKA BAkHA 33 Bac unrdopmanus.

. 3anasere TasH JUCTORKA. Moxke Z1a ce HANIOXH Aa 4 POUYETETE OTHOBO.

. AKO HMAaTe HAKaKBH JOITBJIHUTEIHH BBIPOCH, NoNUTakiTe Bamus sexap wiu
dbapmanerT.

. Topa nexapcTso e npeamucano aAuHo Ha Bac. He ro npeoTcThnBaiiTe Ha ApYTrH

xopa. To Moxke J1a HM HaBpeAH, HE3ABHCHUMO OT TOBA, Ye TMPU3HALIMTE HA TAXHOTO 2abonaBaHe ca
cpliiMTe Kato Bamure.

* AKO NOJTYYHTE HAKAKBH HEXENaHH JIEKapCTBEHH peakUny, yBeaomere Bammug
nexap Wik ¢papmauepT. ToBa BKIIOYBA H BCHYKH BE3MOXKHH HEXKEIaHH peaKliHH, HEOTTHCAHH B
Ta3H JINICTORKA. Brxre Touka 4,
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1. Kakso npeacTaiaBa Mabpon MR u 3a kakBo ce H3NO0I3Ba

Tpamanon, akTusHOTO BemecTBo B Mabpon MR ¢ 6onkoycnokoapamio BELIECTBO, KOETO
NpUHAUIEXKH KbM K/1aca Ha OMHOJAMTE, KOHTO BIMAAT BLPXY LEHTPAIHATA HEpBHA cucTeMa. Toi
obnexuaBa Gonkara Ype3 NOTHCKAHE HA ONpeAe/ieHH HEPBHM KJIETKH B MO3BKA H B IpLOHauHMA
MO3BK.

Mabpon MR ce u3mon3ea 3a jieueHHe Ha yMepeHa J0 cHiHa Gonka.

2. KaxBo TpabBa aa 3HaeTe npean Aa npuemere Mabpon MR

He upmemaiite Mabpon MR:

. AKO cTe ajJepruyHH KbM TpaMaZonoB XHAPOXJOPHA HAH KbM HAKOA OT
OCTaHAJIMTE CHCTABKH HA TOBA NeKapcTBO (M30poeHM B TOUKA 6).

° AKO HAaCKOpO CT€ KOHCYMHpPAllH TBHpAE MHOI'O &JIKOXOJ WIH CTe B3eJIH TBBPAC
MHOTO Ta0lleTKH 34 CBbH, ApYrH OONKOYCNOKOABAlllH, OMKATH MIH HAKAKBH JIEKAPCTBEHH
[POAYKTH, KOMTO BJTMAAT Ha MO3bKa (ICHXOTPOIHH NeKapcTBa).

. AKO B3eMaTe MNH CT€ B3eManu [pe3 NOCHCAHMTE 14 OHH AHTHACNPECAHTEH
NeKapcTBeH MPOAYKT (MO3HAT KaTo MHXHOHTOp Ha MoHoaMMHookcHpaszata (MMAQ)) (BHXTe
To4Ka ,,JIpyru nexapcrsa 1 Mabpon MR*).

° AKO HMATE¢ CHIIENICHA, KOATO HE C€ KOHTPOJAHpPA OT JICUEHHETO.

. 3a nevyeHHE Ha CUMITTOMM Ha OTHEMaHe TPH HapKOTHYHa 3aBUCHMOCT.

Hpeaynpexnennn n apeaAna3HH MEPKH
I'oBopere ¢ Bamnsa sexap nnn ¢papmanesT npean Aa npaemere Mabpos')
o Mucnure, 4e cTe NPHCTPACTEHH KbM APYTrH OONKOYCMOKOAHAIR
(onuouaH)



* Crpagare oOT pa3cTpoiicTBa Ha Cb3HAHMETO (MMATe YYBCTBOTO, uYe INE
MPHNAAHETE)

. Cre B IIOK (CTYJICHATA MMOT MOXKE [a € MIPH3HAK 33 TOBA)

. HMaTe NOBHILIEHO BHTPESUCPENHO HANMATAHE (BLIMOKHO CJIC] TPaBMa Ha riaBara
HJIH TTPH MO3BbYHO 3abonaBane).

. Hmate Ou0peuHa MK YepHOIPOOHA HEAOCTATBYHOCT.

. Hmare 3aTpyaHEHO JUILAHE.

o MmMare npeapasnonokeHOCT KbM eNINIeNcHd WIH I'bp4YOBE, Thi KaTo PHCKET OT

MOABA Ha I'bPYOBE MOXKE Ja C€ 3aCHIM.

CrobliaBaHs ca TBPUOBE NpPH MNALMEHTH, [PHEMauld TpaMalol B NPECHOPBYHTCIHHTE
rpaHHIA Ha A03dpaHe. PHCKBET Moxe aa ce MOBHIIM, KOTATO AO3HTE TPaMajoJ Ha/JBHILABAT
IPENOPBHYNTENTHHTE rOPHHA rPaHULM 3a AHeBHa no3a (400 mg).

Mons, oObpHeTe BHHMMaHMe, 4e Mabpon MR Moxe jga jpoBeae 0 ¢H3Huecka H
ncuxuyecka 3asucuMocT. Koraro MaGpon MR ce npuema npoabKHTENIHO BpEME, JCHCTBHETO
MOXEe Ja ce oTcnabu M 3aroBa TpadBa na ce NpHUEMAT NO-BUCOKH RO3H (PasBHTHE HAa
TonepanTHoCcT). Ilpu MalHEeHTH ChC CKIOHHOCT 3a MPHUBHKBAHE KBbM JICKAPCTBA HIH KOMTO Ca
3aBMCHMHU OT JICKapcTBa, JedeHuero ¢ Mabpon MR T1psbBa pa ce npoBexiaa caMmMoO 3a KPaTKH
MHTEPBAJIM H MO CTPOrO MEAMIMHCKO HAabmoAeHue.

B pomeirenye, MonA yBeoMeTe Baiiua iekap, ako HAKOH OT T€3H NpobaemMu ce NpoaBH
npy Bac no Bpeme Ha neuennero ¢ Mabpon MR nim ako ca ce oTHacsan 3a Bac B MEHANOTO.

Apyra nexaperea 1 Mabpon MR
HUudopmupaiire Bamus nekap u gapMaliest, ako npueMare, HaCKOpo ¢Te NpHEMaNH HITH €
BBH3MOXKHO [a MPUEMETE APYTH JIEKAPCTBA.

Mabpon MR He Tpabea pa ce npuema 3zacaHo ¢ MAO uHxubuTopH (onpeaecneHu
JICKAPCTBA 34 JISUEHHE Ha JCTIPECHA).

O6e3bomaBamioro aeiicteue Ha MaGpon MR moxke aa ce orcnabu u / WiH Aa Tpae mo-
KPaTKO, aKO MpHEMAaTe JICKapCTEa, ChABP/KALLHN:

° KapbamazenuH (NpH eTMJICTITHYHA NPUTNIAALLIH),
° bynpenopdnn, HanOyduH win nerTasousH (06e3bonaBaly)
o OupaHceTpoH (JIEKAPCTBO, H3MONIZBAHO 38 NIPEAOTRPATARAHE Ha Fa/ICHE)

Baiougt nekap e Bu xaxke nanu Tpabea na npuemare Mabpon MR H B kakBa fo03a.

PHCKBT OT HeXKeNaHH peakiLiMi € NO-roJsaM:

o aKo MpUeMaTe JIeKAPCTBA, KOWTO MOTAT Ja NMpPEOU3BHKAT IbPUOBE (NPHIAXBIH),
KaTO HIKOH aHTHAENPECAHTH WIM aHTHNCHXOTHLH. PHCKBT OT I'bpYyoBe MOXKE Ja ¢ MIOBHIIH, ako
cbBMecTHO npHemate Ma6pon MR. Bammar nekap we Bu kaxe namu Mabpon MR e noaxonsin
3a Bac.

. ako MpHEMaTe onpeaesieHH aHTHaenpecantn. Mabpon MR moxe pa cu
Baaumoneﬁcm ¢ Tax H BHe mMoke na M3nMTaTe CHMIITOMH K4TO HEBONEBH, PHTMHUYHH CBHBAHHS
HAa MYCKYJIHTE, BKJIIOYHTENHO HA MYCKYJMTE, KOMTO KOHTPOIHMpAT ABIKCHHETO Ha OYHTE,
Bb30yHa, NMpEeKOMEPHO H3MOTABAHE, TPEMOP, 3aCHICHH peduieKCH, MOBHLICHO HANPEKESHHE B
MYCKYZIMTe, NTOoBHIIeHa Temneparypa Han 38°C.

. aKko IpHEMaTe KyMapHOBH AaHTHKOAryJaHTH (JleKapCTBeHH TMPOAYKTH 34
paspexaaHe Ha KpbBTa) Karo Bapdapub 3aeano ¢ Mabpon MR. EdekTsT Ha - HERBPOATRA
BBPXY CHCHPBAHETO Ha KPBBTA MOXe Aa OBbJie NOBJIMAHO U 1A Ce IPOABH mpBeHe / SR N0 Nk, .

. aKko TNpUeMAaTe TPaHKBHIM3ATOpPH, TaDleTKM 3a CBHH, ApPYTH

KaTo MOPHH M KOJEHMH (CHUIO KATO JIEKApCTBO 33 KAlUIMLA), M alKOXO) / @ 310
Ma6pon MR. Moxe fia ce 4yBCTBATE 3aMasgHH WIH a HMAaTe TyBCTBOTO, ve LiePuiiaising. Al
TOBa ce CITy4uM, yBegomeTe Baung nexap. \ E3




Maopor MR ¢ xpaHH, BADRTKH B AJ1K0X0/1
Tabmerkure Mabpon MR He Tpsadsa na ce npueMatr B komOHMHalMe ¢ aKoXo0il, Thi KaTo
eeKTHT UM MOXKeE J1a ¢ 3aCHIH. XpaHaTa He MOBNHABA HaYMHA Ha AciicTBHe Ha Mabpon MR.

bpeMeHHOCT, KbpMeHe H PepTAIHTET

Ako cre OpeMeHHa WIM KBPMHTE, CMATaTe, e MOxXe Ja cTe OpeMeHHA MM TUIAHHPATe
OpeMeHHOCT, TOCHBeTBalite ce ¢ Bawmma nexap unu Qapmatesr npeaw ynorpedarta Ha TOBa
JIEKAPCTBO.

Hudopmanmara 3a 6e30macHOCTTa Ha TPaMaaoil Mo BpeMe Ha OPEMEHHOCT € OrpaHMyeHa.
[lopanu ToBa, He TpsaOBa na mpueMare MaGpon MR no Bpeme Ha OpeMenHoctra. [locTosHHOTO
NMPUIOKEHHEe MO BpeMe HA OpeMeHHOCT MOXe Aa MpeAu3BHKA CHMITOMH HA OTHEMaHe NpH
HOBOPOAECHOTO.

OGHuaiiHO He ce mpemopwsupa Aa npuemare Mabpon MR gpokato xespmure. Manku
KONMYECTBA TPAMaZoll ce EKCKPETHpaT B KbpMaTa. BEIPEKH TOBa, HE TpsAOBa Ja NpeycTaHOBABATE
KBPMEHETO 3a €IMHCTBeH npueM Ha Tabnetka Mabpon MR. Mond, koHcyiTupaiite ce ¢ Balna
JieKap.

Illodpupane ma| paboTa ¢ MAIMHHHA

Mabpon MR Moxe aa npeau3sBHKa 3aMafsHOCT, CHBHIHMBOCT H 3aMBIJICHO 3p€HHE H Nopaau
TOBa Ja NORIHiAe peakuuure Bu. Axo moduyecrBaTe, 4e peakUuMTe BH ca 3acerHatd, He
modupaiite, He UNON3BalTE €l1EKTPHYSCKH HHCTPYMEHTH H He paboTeTe ¢ MALIUHH.

3. Kak aa npaemare Mabpon MR

Bunaru npuemaiite TOBa JIEKAPCTBO TOYHO KaKTO BH e ka3zan Bamusar nexap. AKo He CTe
CUI'YPHH B HeIlO, nonutaiite Baumsa nekap Wid ¢papMaleBT.

Hosara TpaOBa na Objae ajanTHpaHa B CHOTBETCTBHE ¢ TeXeCTTa Ha Ooikara W Bamata
YYBCTBUTEJIHOCT.

O6Huaiino TpaGpa 71a ce npunara Had-HHcKaTa obnekyaBaina Gonkara qo3a.

OcBeH ako He € NpeIHCaHo Apyro, NpenopbYHTEIHATA 1032 €:

Br3pacTHH ¥ Aela Haa 12-rogduiHa BB3PAcT:
HauyanHarta no3a e:

Enna tabnerka MabGpon MR 100 mg nBa mbrH iaHeBHO (€KBHBajJIcHTHO Ha 200 mg
TPaMaZIoJIOB XHAPOXJIOPH AHEBHO), 32 NPENOPHYBaHe CYTPHH H BEYEp.

Enna tabnerka Mabpon MR 150 mg npa nmeTH AHepHO (exBuBaneHTHO Ha 300 mg
TPaMagoJiOB XHAPOXJIOPK/ JHEBHO), 3a NPENOPHLYBAHE CYTPHH H BEYEp.

Eana Tabnerka Mabpon MR 200 mg asa mbTH AHeBHO (exBuBanieHTHO Ha 400 mg
TPaMaJoJIOB XHAPOXNOPH AHEBHO), 3a PENOpPBUBaHe CYTPHH U Bedep.

Bamuar mekap mMocke Aa TpeAmMuIe Apyra, no-nopaxopsma noza MaGpon MR, axo e
HEOOX0AUMO.,

He npuemaiire nmopeke or 400 mg Tpamajonos XHAPOXIOPHZ AHEBHO, OCBCH aK0 BamusaT
nexap He BH e noceeeTBal.

Ynorpeba nipu ena
Ma6poxn MR He ¢ noaxona 3a ynorpeba npu aeua noz 12-roguiliHa Be3pacr.

IlaumeHTH B cTapuecka Bh3pacT
IIpn nauuenTn B crapyecka Bb3pacT (Haj 75 roAMHH) eKCKpEIMATa Ha TPaMaziol MOXe na

AO30BHA nn'repnan.

Texxko VYBpexkIaHe Ha depHOApoOHaTta miau O6BOpc
€HTH Ha JHaili3a




[TaumenTH ¢ TexkKa gepHOAPoOHa WM OBLOpeuHa HEAOCTATHYHOCT HE TPAOBa Aa NpHEMAT
Mabpon MR. Ako crpanare OT JieKa A0 YMepeHa HeaOoCTaThYHOCT, BauMaT nekap me npenopeya
yABDKaBaHE Ha AO3OBHA HHTEPBAaJL.

Kak u xora Tpa68a aa nprHemare Mabpon MR?
Mabpon MR ca Tabnerkn 3a nepopaiHO NPHIOKEHUE,

[lornbmaitre Tabnerkure nend, 6e3 AbBUeHE WM PpasdynBaHe, ¢ 4valla BoJAa, 3a
NpeanoYMTaHe CYTpUH U Bedep. Moxke na npuemere TaOneTkHre Ha MIAAHO WM IO BpeMe Ha

XpaHeHe.

Konko gearo 1pabsa na npuemate Mabpon MR?
He wsnomspalitre MaGpon MR no-npoap/DKMTENHO, OTKOIKOTO € abCONIOTHO

HeoOX0auMo. Ako nedeHHeTo Bu TpabBa na e mpoaw/pKHTENHO, BamHAT jekap e npocienssa
peryadpHo (JOpH MoXe Zia NIPEYCTAaHOBH BPEMEHHO JieMeHHeTOo) Aamd TPAOBa Aa NMpoab/DKHTS a
npueMate MaGpon MR u B KakBa jxo3a.

Ako mucaure, Ye aelicrBuero Ha Mabpon MR € TBBpae CHNHO WIH € HENOCTATHhYHO,
KOHCY/THpaiiTe ce ¢ Bamua nekap win gapMauesr.

AKXo0 cTe npHEJH HoBeYe OT HeoOxoauMaTa no3a MaGpon MR

AKO cTe npHeNd AONBJIHHTENHA A03a MO rpemika, o0HYaiiHO TOBa HAMa Ja noBede Jo
HexenaHH edextd. [IpreMeTe ciienBaimara Ao3a B o0HUARHOTO BpeMe,

[Ipu mpueM Ha M3KIIOYHTEIHO BHCOKH M03H, BB3MOKHH CHMITTOMH, KOHTO MOXKE 1a e
NPOABAT Ca: TOYKOBHAHM 3C€HHIH, NOBPBUIAHE, NOHWKCHHE HA ApPTEPHAJIHOTO HAATaHe,
cepucOHeHe, Konanc, HapyllleHO CB3HAHHE, BKIIOVMMTENIHO KoMma (3aryda Ha cB3HaHHE),
SNWICNITHYHA TLPYOBE M 3aTPyAHEHO IMIIAHE, KOeTO MOXE a nporpecwpa 0 CIIHPaHe Ha
muiaHero. B To3u ciy4aii ce cpepkere ¢ Bamus mexkap HesabaBHo.

AKo ¢Te mponycHAAR Aa npreMeTe Ma6pon MR

AKo crte 3a0paBwin fa B3eMete Talnerka e BepoaTHO OoKaTa 4a ce BE300HOBN.

He B3emaiire apoliHa Z03a, 3a Ja KOMIIeHcHpare nponycHarata aosa. [Ipoawnkere
IpHeMa Ha TaONeTKHTe KAKTO MpeaH.

Axo cTe cnpenn nprema aa MabGpon MR

AKO npeKkbcHeTe WIHM chpere JiederHeto ¢ Mabpon MR TBBpAE CKOpO € BEpOATHO
Oonkara Aa ce B300HOBH. AKO XKellaeTe Aa CIapeTe JSYCHHETO TopajH HEXeIaHH peakLMH, MO
undopMupaiite Bamms nexap.

OOMKHOBEHO HAMA 118 HMA HAKAKBH MMOCJISIBAINM CIIHPAHETO Ha JeveHHetro ¢ Mabpon MR
edexTd. Brnpexy ToBa, B peAKH Cyyan JIHIlA, KOHTO ¢a NMpHeManu Tabnerkure Mabpod MR 3a
H3BECTHO BpeMe MOJKe /1a He ce 4yBCcTBaT AoOpe, aKko BHE3aIHO crpar fpHema. Te Moxke Jia ca
HECIIOKONHH, TpeBOXKHHM, HEPBHH WIH Hectabunnu. Morar ga ca oObpkaHM, XMIICPaKTHBHH, Aa
HMAaT 3aTPyAHEHHS NpH 3aCNHBAHE H A3 HMAT CTOMALIHA HIH YPEBHU HApyILIeHHA. MHOro Manko
XOpa MOXe Aa UMAT NPUCTBIK Ha [TAHHKA, XaMOLHHALHH, HeOOHJaHHH Bb3NPHATHA, TapaHOS HITH
YyBCTBO 32 3ary6a Ha HAGHTHUHOCT. Te MOraT Aa M3NHTAT HeoOHuYaliHH BB3NpHATHA KaTO Chpbex,
H3TPBIBAHE H CKOBaBaHe, KaKTo M LiyM B ymmre (THHUTYC). donbaHurenHo, HeoOHYalHH
CHMITTOMM Ha I|eHTpajHaTa HepBHA CHCTeMa KaTo oOspkaHocT, 3al0myaa, mpomana B
ceOepB3NpUATHETO  (JeNepCOHANM3ALMA), MPOMAHA BhE BB3NPUATHETO Ha PealTHOCTTa
(mepeanu3anmg) ¥ ycellaHe, Ye TH INpecsieaBaT (napaHos) ca cbO0OmMAaBaHH MHOIO pﬂ,III{O AKko
HMATe HRKOE OT Te3H OIUIAKBaHMA cli¢ll cnupaHe Ha Mabpon MR, MO8 KoOH
Bammusa nekap.

JIeKapcTBO, NONATAlNITe BAamIAa Jexap Hin papManesT.

4. Bb3MOXHE HEKEIAHA PeaKIHaH



KakTo BCHYKHM JIEKAPCTBa, TOBA JIEKAPCTBO MOXE Aa INPEAH3BHKA HEXKENIaHM peaKliM,
BBIPEKH Y€ HEe BCEKH I'M NOJTYaRa.

OOuu4aiiHo HexelaHHUTE JIEKAPCTBEHH peakliuH ca KiacuHIMPaHM KakTo cleBa:

- MHOTO 4ecTH {MOraT Ja 3acerHar noseue ot 1 Ha 10 ayuu)

- uyecTH (Morat ga 3acersar Ao 1 Ha 10 xymm)

- HedecTH (Morar fa 3acertar A0 1 sa 100 gymmn)

-  peaxu (Morar aa 3acerHar go 1 na 1 000 gymm)

- MHOTrO penxu (Morar jaa 3acerHat a0 1 na 10 000 xymwu) |

- C HEH3BeCTHa YecToTa (YecToTaTa He Mo)ke Aa ObAe ycraHOBeHa OT HAIHYHHTE

JAHHH)

TpsadBa na nmocerure Bamms nekap HezabapHO, aKO M3NMTATEC CHMITOMH Ha anepravHa
PeaKkLMsa KaTO OTOK Ha JIHLETO, €3HMKa H/ WM I'bpJIOTO W WIIH 3aTPYAHEHO NperybLIaHe WK 00pHB,
NMPUAPYKEH OT 3aTPYJHEHO IHINAHE.

Haii-yectuTe Hexenanu peakuwd npH ymorpebata Ha Mabpon MR ca ragene #
NOBPBLIAHE, KOMTO MOTAT Aa € NMPOABAT NpH nmoeeye ot 1 Ha 10 gywn.

CoppaedHH HapyIllIeHHA H HapylIeHHd Ha KPBBOOOpallleHHETO:

Hevecmu: edexktH BBPXy CBHPUETO H KpbBoOoOpalieHHETO (cbpucOHeHe, YHECCTCHa
chpAeyHa JeHHOCT, yoelnaHe 3a MpUnafiase Wik Konanc). Te3H peakigyi Morar Ja c¢e moABAT HpH
MALAeHTH B H3IIPABCHO TION0KEHHE WIH [IOA CHIHO HANPEKESHHE,

Peoxu: 3abagena cppeyHa A¢HHOCT, IOBHIIIABAHE HA APTEPHAIIHOTO HaJIAraHe.,

HapymeHus Ha MeTabonm3Ma H XpaHCHETO:
C neuzgecmua yecmoma. NOHWKABaHE HA HUBATA HA KPBHBHATA 3aXap, HACKH HHUBA Ha
HATpUi B KPEBTA (XMIIOHATPHEMHSA ).

HapyleHHsd Ha HEPBHATA CUCTEMA:

Mnozo vecmu: 3amaiiBaHe

HYecmu: riaasobolHe, CHHIHBOCT.

Peoxu: mpomeHH B aneTura, HeoOHMualiHH ycelmanuma (M3TpPBNBaHE, MpaBydKaHe TIIO
KOXaTa, CKOBAHOCT), TpeMop, 3a0aBReHO AUIIAHE, ENWISNTHYHH TIbPYoBe, CBhKpalllaBaHe Ha
MYCKYJIATE, JIHNCA HAa KOOPIHHALIMA H NPEeXoAHa 3ary0a Ha Cb3HAHHE (CHHKOI).

AKO NpeNnopbYHTENIHHTE A03H C3 NMPEBHIICHM 3HAYMTENIHO K CHBMECTHO €A NPHIOAKEHH
APYTH JICKAPCTBA, KOHTO NMOBJIMABAT MO3BUHATa (PYHKLHA MOXeE Ja c¢ MPOSBH NOTHCKAHE Ha
AWIIAHETO.

EnnnentidopMens rspuoBe ce MOABABAT OCHOBHO CNIEA NPHIMKEHHE Ha BHCOKHM 03M
TpaMaAoil WIH Clie] CHBMECTHO JieUeHHe C JICKEPCTBEHH MPOAYKTH, KOHTO MOTAT NPERH3BHKAT
I'bPYOBE.

C neuzsecmna yecmoma. HaApyLIESHUs B TOBOpA.

TIcHXHATpHYHH HAPYLUCHHS:

Peoxu: xanonuHaipy, oObpkBaHe, TPEBOXKHOCT, ACAUPHYM, HapyUIeHHS Ha CBHA H
KotMapH. TICHXHUHKTE HeXXellaHH peakUMH MOTAaT Ja ce npoaBaT cien yeueHne ¢ Mabpon MR.
Te Morar ga papupar (B 3aBHCHMOCT OT MHOMBMJA M MpPOJBDKHTENHOCTTa Ha ne4yeHwme). Te
BKJHOYBAT TNPOMEHH B HACTPOSHHETO (OOHMKHOBEHO [MMOBHLICHO HACTPOCHHE, TOHAKOra
Pa3Apa3sHUTENHOCT), NPOMEHH B aKTHBHOCTTAa (OOHKHOBEHO 3a0aBsiHe, MOHAKOra MOBHINEHA) H
HEBB3MOKHOCT 32 B3HMaHe Ha pellieHHd, KOSTO MOXKE Aia JOBEIE A0 IPEIKH B MPELICHKATA.

Moske 1a ce H3ABH 3aBHCHMOCT,

O4HH HAPYILICHHSA:
Peoxu: 3aMmerneHo 3peHne, CBMBaHe Ha 3¢HHLMTE (MHO34)

C neuzeecmna yecmoma: MPEKOMEPHO pPa3lIHPABAHE Ha 3CHHIINTC (MH.IlpH L

HAuxarenHy HapyIeHHA:




Pedxu: 3anbxpaHe (AUCHHeA)
CpoDmaBaHO € CHINO BROIN3ABAHE HA aCTMa, BBIPEKH Y€ HE € YCTAHOBEHA TIPHIMHHO-
CIIEZICTBEHA BPB3Ka.

CroMalllHO-YpEBHH HAPYUICHHA

Muozo vecmu: ragene

Hecmu: nOBpHUIaHe, 3aICK, CYXO0Ta B yCTaTa.

Hevecmu: nopauraHe, croMaldHH npobneMM (MyBCTBO 3a HalpeKCHME B CTOMAaxa,

NOAYBaHe), AHAPHA.

KoxxHu HapyuieHus:
tecmu: notexe
Hevecmu: xoxxuu peakuuu (Hanp. cspOex, 0OpHB)

MycKynHi HapyLueHHA:
Pedxu: cnaboCcT B MyCKYJIMTE

YepHOoApOOHH H JKITHYHH HAPYIICHHS:
Mnozo peoxu: TOBHIICHHE B YEPHOAPOOHHTE EHIUMH.

bBOpeunu HapyleHus:
Peoxu: TpyAHOCTH WK OONE3HEHO YPHHHpaHe, 3aApBbAKKA Ha YPHHA.

O01mH HapyLIEHHS:

Hecmu: yMopa.

Pedxu: anepruyuHM peakuuy (HaIpHMEp 3aTPYAHEHO AWILIAHE, XPHIIOBE, OTOK HA KOXKaTa)
H oK {(BHE3aMHa LMPKYIAaTOpHA HEAOCTATBYHOCT) ¢ MPOABABAT MHOTO PAAKO.

Axo Mabpon MR ce mpveMa 3a MpOAB/DKHTENCH NEPHOR OT BPEME MOKE Ja c€ NMPOABH
3aBUCUMOCT, BBIPEKH 9¢ PHCKBT € MHOr0 ManbK. Koraro NeueHHETO ¢¢ MPEeyCTaHOBH BHE3AIHO
MOTAT Ja ¢ MOABAT CHMITOMH HQ OTHEMaHe (BIDKTE Touka ,,AKO cTe cnpeny npiema Ha Mabpon

MR*).

CrhobmaBane HA HeXKEJIAHH JEKAPCTBCHH PeAKIHA

AKO ITOJIyUHTe HAKAKBH HEXEJIaHH JIEKAPCTBEHH peakilHH, yBeaomere Baluus jexkap WiH
¢dapmanerT. ToBa BKIIOYBA BCHUYKH Bb3MOKHH HEOIMHMCAHH B TAa3H JINCTOBKA HEXEIAHH PeaKiHH.
Moxke cBLIO Aa CHOOIIMTE HeXKeNlAaHH PeaKLMH JUPEKTHO Ype3 HAlMOHAIHATA CHCTEMA 34
chobiaBaHe:

M3nbaRATENHA ATeHNHE D0 JeKAPCTBATA

yi. ,,Jlamsan I'pyes” Ne 8,

1303 Cous,

Ten.: +359 2 890 3417

yeOcaiT: www.bda.bg

Karo crobmaBate HexxelaHH peakLiH, MOJKETe Aa AaAeTe CBO IPHHOC 34 NMOMYyYaBaHe Ha
noBeve HHPOPMALHA OTHOCHO 0€30MacHOCTTA HA TOBA JICKAPCTEO.

5. Kak ga chxpansasate Mabpoa MR
Ha ce cexpasfBa Ha MACTO, HEAOCTBIIHO 32 AElia.
Ja ce cbXpaHsABa B OpHIHHAJTHATA OTIAKOBKA, 34 J]a € NPEANasH OT Biara.




He u3XpEpasiiTe JiekapcTBaTa B KaHANM3allMATA WIM B KOHTEHHEpa 3a AOMAIIHH
ornaxsuy. [lonwraiite Bamua ¢apmauneBT Kak Aa HM3XBBPIATE JICKADCTBA, KOHTO BedYe HE
nomsBare. Tesu MEPKH 1le CIOMOTHAT 33 ONa3BaHE Ha OKOJIHATA cpena.

6. CoabpkaHHe HA OHAKOBKAKA H JONL/JHHETEHA HEGOpManNu

Kakso cuabpxa MaGpon MR:

AKTHBHOTO BEINECTBO € TpaMafioiios xuapoxiopua (tramadol hydrochloride)

- Enna tabnerka Ma6pon MR 200 mg cxabpxa 200 mg TpaMagonoB XHAPOXIIOPHA.

- Jlpyrire ChCTABKH c¢a: Kanmuer xuaporeHdochar momapar (E341),
Xugpokcunpomwenyinosa (E463), cunuures Auokena, konouaeH Oessoger (ES51), marnesues
cteapart (E470b).

Kak maraexna Mabpon MR i kakBo ¢bAbLpKA ONAKOBKATA
Mabpon MR 200 mg ca ¢ dopma Ha kancymm, noutn Oem Tabnerkd ¢ YABIDKEHO

ocBofOKnaBaHe.
Ma6por MR 200 mg: onakoeka ¢ mo 10, 20, 30, 50, 60, 90, 120, 180 u 500 6emn
TablleTKH B ONIHCTEPU HIIH B IUIACTMACOBA OMAKOBKA ¢ TabNeTKn.

He BcH4KH BUAOBE OMAKOBKH MOrat Aa ObJat MycHaTH B NpojaxDa.

IIpaTexarTen Ba pazpemieHHeTO 32 ynoTpeda:
Medochemie Ltd., 1-10 Constantinoupoleos str., Limassol, CY-3505, Kunitp

IIpon3BoanETe.I:
Farmaceutisch Analytisch Laboratorium Duiven B.V (FAL B.V), Dijkgraaf 30, Niewgraaf
Industrial Park, 6921 RL, Duiven, Gelderland, Hunepnanans

Medochemie Ltd., Facility AZ, Mich. Erakleous, Ayios Athanassios Industrial Area,
Limassol, Knmrep

JAaTA HA HOC/eAHO NpepasTiexkaaHe HA JucToBkaTa: 01/ 2016




