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Tpudac® 10 mg/2 ml MHXEKUKOHEH PASTBOD

IlpodeTeTe BAAMATENHO NAJIATA JHCTOBKA, PEAH A2 3al0YHETe X HINOI3BATE TOBA

JEKAPCTBO, Thil KATO TA CHLABPXKA BaKHA 32 Bac Hudopmanus.

- 3amasere Ta3y aucroska. Moxe Aa ce HANOXKH 13 A NpoYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JOMBAHATEIHY BEOPOCH, ToNUTaliTe Baund sexap HAH GapMaUesT.

- ToBa EKAPCTBO € MPSANucaHo TUYHO Ha Bac. He ro npeoTcThNBalTe Ha ApyrH xopa. To
MO3KE i WM HAaBpEAH, HE3aBHCHMO 46 MPU3HALMTE Ha TAXHOTO 3a00/IABaHE Ca CHIIHTE KaTo
Bauwmre.

- AKO NOJy4HTe HAKAKBH HEXE/IAaHH JIEKAPCTBCHH PEaKLHH, yBCAOMCTS Bauris nexap Wil
dbapmanieT. ToBa BIJIOYUBA H BCHYKH BE3MOKHH HEXE/IAHH peakuuH, HCOMHUCAHH B TasH
JAUCTOBKA. BipkTe TOUKA 4.

KakBo ¢chABPKA TAZH JHCTOBKA

1. Kaxso npeactasasea Tpudac® 10 mg/2 ml i 32 KakBO ce H3NO/3BA

2. Kaxgo Tps6Ba fa 3HaeTe, npeau aa usnonseare Tprudac® 10 mg/2 ml

3. Kak na wnomzpare Tpudac® 10 mg/2 ml

4, BB3MOXHH HEKEITAHH peakLHH

5. Kak na chxpaussare Tpudac® 10 mg/2 ml

6. Chbapp>kaHHe Ha ONaKOBKaTa M AOMBJIHATENIHA HHpopManms

1. Kaxso upeacrasassa Tpadac® 10 mg/2 ml u 3a kaKBo ce H3N0A3BA

Tpudac® 10 mg/2 ml chabpka aKTHBHOTO BEIIECTBO TOPACEMU/ H € JIEKAPCTEO OT rpyliaTa
Ha GpuMKoBHTE AWypeTMuH. TopaceMup 3acHiBa 00pasyBaHETO H OTACIAHCTO Ha ypHHara H
[IOHIOKABA KPhBHOTO HAJIATaHe.

Tpudac® 10 mg/2 ml ce u3noN3Ba MPH BE3PACTHH 32 JIEUCHHE HA:

e OTOLM (3aCTOM HA TEUHOCTH B THKaHHTE) M/WIH
e u3nueM (CHOMpaHE HA TEYHOCT B KyXHHUTE HA OPTaHU3Ma),
B pe3yNTAT Ha HapyllleHa ChpAedHa (yHKUHA, aKO € HeoOXOXMMO MHTPABCHO3HO JICUCHHE
(namnp. GenoapobeH OTOK NOpanH 0CTpa ChpACYHA HEAOCTATHYHOCT).

2. Kaxso Tpa6Ba xa 3uaere, npexu aa nanoaspare Tpudac® 10 mg/2 ml

He npuemaiite Tpudac® 10 mg/2 mi:

» @AKo CTe aNeprHyHH KbM: ‘
- aKTHBHOTO BEILECTBO TOPACEMH; Py
- BELIGCTBA ¢ XHMHUYHA CTPYKTYpa, OZ00Ha Ha TopaceMuA (CyIidoH |
- HAKOA OT OCTAHANMTE CHCTABKH HA TOBA NEKApCTRO (M3GPOCHH B T

npe 6L0peyHa HEAOCTATHYHOCT C HEOTACIIAHE HA YPHHA (aHypHA);

IpH TEKKO HapylleHa uepHoApoOHA (IYHKIHA C HAPYWIEHO CB3H

KOMa WIH 4epHOAPOOHA NpeKoMa);

MPH HUCKO KPBBHO HANSITaHe (XHITOTOHUA);

fIpd HaMasicH 06eM Ha KpbBTa (XHIIOBOJIEMHA);
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» TpH HEAOCTHT Ha HavpHii Hnu Kanii (XHNOHATPHEMHA, XHTTIOKATHEMHS ),

> TIpH CEpHO3HH CMYLUECHHS NpH ypHHHpadHe (Hamp. B PE3yaTaT Ha MNaTOJOTHYHO
YroJieMABaHE Ha NpOCTaTaTa);

» aKo KbpMHTe,

HpeayupexaeHus U NpeANasHM MEPKH
Fopopere ¢ Baiuua nexap unu dapmanest, npeay aa npuemete Tpudac® 10 mg/2 ml.

B ciennuTe cayyan BCe oile HAMa AOCTaTLYHO onHT ¢ acvenue ¢ Tpudac® 10 mg/2 mi. Eto
3amo Tpudac® 10 mg /2 ml He TpabBa na ce npueMa pH CREAHUTE CITy4aHu:

- mojarpa;

-  TEeXKH HapyIIeHWSA Ha CBhpPAEYHUA PUTBM, OCOOEHO aKO CHPACYHATA MEeCTOTa € MHOro
GaeHa (BHCOKOCTENEHHHW PUTLMHO-TIPOBOJHH HAPYINEHMA HA CHPLETO, Hanp. SA -0Jok, BTOpa H
Tpeta creneH AV-610k);

- MATOJIOTHYHH MPOMEHM B ANKATHO~KHCETMHHOTO paBHOBECHE HAa OPraHH3Ma;

-  eJHOBPEMEHHO JACHYEHHE ¢ JIMTHIA (NICKapCTBO, KOETO C€ H3MOA3Ba 3a JICYCHHE Ha
NMPOMEHH B HACTPOSHHETO U HAKOW BHAOBE JACTIPECHA );

- ¢AHOBPEMEHHO JIEUeHHE C HAKOM aHTHOHOTHLH (AMHHOITHKO3HAH, US(ATOoCNOpHHH) 32

JIeYCHHEe Ha MH(DEKLIMH;
- [AaTONIOrMYHM MPOMEHH B KpbBHaTa KapruHa (Hamp. HamaneH OpoH TpomOGouwTH HAM

HaMasieH Opoif epuTpouUMTH NpK NanHeHTH 6e3 Hapymena 6x0peuna QyHKLHA);
-  HapymeHa 6:0pedHa GyHKIHA, NPHYMHEHA OT BEILIECTBA, YBpekaamiH 6s0peunTe.

Jdena i onomn nox 18 roauun

Jeua u ooy nox 18 ronvum He Tpabea na npuemar Tpudac® 10 mg/2 ml, Teit karo
3aCera BCe OLHE HAMA TEpaneBTHUEH OTMT C Zieua H IOHOIIH roa 18 roauHu.,

EdexTn BLPXY IONHHT TECTOBE H HPH 310ynoTpeda 3a AONUAT Ne/IHd
Ynorpebara na Tpudac® 10 mg/2 ml moxe aa AOBeAe RO MOMOKHTENHH PE3YJIFATH NPH
AONHHT TECTOBE.

He Moxe aa ce npeapupar edexrure Bbpxy 3apasero Ha Tpudac® 10 mg/2 ml npm
3moynoTpe6a 3a AOMMHN LIENK, HE MOTAT Aa C& M3KITIOUAT PHCKOBE 33 3/IPaBeTo.

Mpyra gexapcrea n Tpadac® 10 mg/2 ml
Hudopmupaiite Bamua nekap nnn GpapMaLEBT, ako NPHEMATE, HACKOPO CTe MpHeMald HiH ¢
BB3MOKHO A2 TIPHEMETE APYTH JIEKAapCTBa.

o Tpugpac® 10 mg/2 mi moxce da nosnuse Oelicmeuemo Ha creOHuUME AeKapemea

» IloHwkaBalgd KpPBLBHOTO HansaraHe JiekapcTea, ocobeHo ACE-uHxmbuTOpH: aKo
npuemate ACE-UHXHOUTOPH JOMBJIHKWTEIHO HAM BeAHara ciea npueM Ha Tpugac® 10
mg/2 ml, MOXe Aa HACTHIIH CHIHO IOHW)KABAHE HA KPBBHOTO HaJATaHe.

Teohnnun (nexapctso 3a neuenwe Ha acrMma): Tpudac® 10 mg/2 ml moxke aa 3acHm
edexTa Ha ToBa JIEKAPCTRO.

BeulecTBa, kouTO ca O6AM3KM nNO XMMHYHA CTPYKTYpa Ha Kypape: 3acHiaeH
MYCKyJopenakcupai e(exT.

AnTuvaGeTHH NekapcTBa (JieKapeTsa 3a jievende Ha saxaped aHaber): Tpudag® 10
mg/2 m} MOXe /12 TOHKH edeKTa Ha TE3H IEKAPCTBA. 7 S X
JlekapcTBa npoTHB GONKA ¥ PEBMATHIBM: NPH JICUECHHE ¢ BUCOKH JO3H NeKapCred ' N
O0onka M pEeBMATHIBLM OT TPYNaTa Ha CAUTHLWIATHTS, MOXKE Ja Ceé 3ac
BBPXY LIEHTPAITHATA HEPBHA CHCTEMA.
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o [leiicmsuemo na Tougac® 10 mg/2 ml ce noanunga om crednume nexapcmea

> [IlpoGeneupn (JrekapcTBo 3a JedeHHe Ha mopaarpa): npoOeHeuua Moxe A3 MOHWKH
edexra Ha Tpudac® 10 mg/2 ml na 3acunBa OoTAENAHETO HA YPHHA M J1a NMOHHXABA
KPBBHOTO HaIATAHE.

> Haxkom NPOTHBOBL3NANUTENRHH JieKapcTBa (Hamp. HWHOOMETALUMH, aleTHICAIMIWIOBA
KHCENMHA): Te3H JIeKApCTBA MOXKe fAa noHmwkar edexra Ha Tpudac® 10 mg/2 ml na
3aCHJIBA OTHENAHETO Ha YPHHA H J1a NOHIDKABA KPBBHOTO HAJIMraHe.

o Ocobeno npu nevenue ¢ eucoxu 0o3u (suxc mouxa 3), Tpugpac® 10 mg/2 ml mooce oa
dogeode 00 growasane Ka credrume egexmu

» VYBpexaaHe Ha ciyxa B OvOpeuute npu ynorpedba Ha T. Hap. aMHHOINHKO3HIHH
aHTHOMOTHLIM (HAITP. KAHAMHLIMH, NEHTAMHLIHH, TOOPAMULIMH) 33 JIEUSHHE HA HHOESKIMH.

> VBpexaane Ha cnyxa B OpOpewre npu ymorpeba Ha JSEKapCTBa, KOHTO CBABPIKAT
HUCIUIATHH (KATO AKTHBHO BELLIECTBO 33 JIEYEHHE HA 3I0KAYECTBEHH 3a00aBaHuA).

» Yppexaane Ha 6nOpenyTe npu ynorpeba Ha T. Hap. LiedanocnopHHH (AKTHBHK BELISCTBA
OT Ipynara Ha AHTHOHOTHLMTE) 34 JieYeHHe Ha HHQEKLIMH.

o [lpyeu sesaumodeiicmeun na Tpugac® 10 mg/2 ml npu ynompeba c opyeu nexapcmea

» Hepmoctursr Ha Kanmii, npuavnen ot Tpudac® 10 mg/2 ml, moxe na 3avecTn ¥ Ja

YTEXKHH HEXEJIAHWTE PEaKiii HA AUCHTAIHCOBUTE MPENnapaTH (JICKapCTBa 3a JICYCHHE Ha

ChpAcuHa HEAOCTATBYHOCT) NPH CAHOBPEMCHEH TIPHEM.

3acHnBaHe Ha HEROCTHUIA HA KaJIMH NpPH €HOBPSMEHEH NMPHEM HA JIAKCATHBH.

3acunBaHe Ha HEAOCTHra Ha KalHWii NpH €AHOBpPEMEHEH IpHEM Ha ANPEHOKOPTHKANHH

XOPMOHH (T. HAP. MHHEPAIOKOPTHKOHAHU H FIIOKOKOPTHKOHAH, HaMp. KOPTH3OH).

» 3acunBaHe Ha BpeAHHA eeKT BBPXY ChpuUeTo H ObOpeumTe Ha THTHE (JIEKApCTRO, KOETO
Ce M3MON3BA 34 JIEYEHHE HA TIPOMEHH B HACTPOCHHETO H HAKOH BHAROBE JCNPECHH).
Enxospemenausat npuemM Ha Tpudac® 10 mg/2 ml w nuTHii MoXe Ja INOBHINH
KOHLICHTpaLMUTE HA JIATHH B KPBBTA,

VvV

bpeMenuocT, KhpMeHe H GepTHIINTET

Axo cTe OpemenHa wiM KbpPMHTE, CMATaTe, ue Moxe Aa cTe OpeMeHHa HJIH IUIaHHpaTe
GpeMeHHOCT, MOChBETRATE ce ¢ Bamma nexkap wnu ¢apmauesT npeaH ynorpebaTta Ha ToBa
JIEKAPCTBO,

bpemennocm

Axo cre GpemenHa, Mmoxe Aa m3nonssare Tpudac® 10 mg/2 ml, camo ako Bawmar siekap
fnpeLickH, Ye ToBa ¢ abcomoTHo Heobxoaumo. Moxke Xa ce U3no/3Ba caMo Hali-HUckaTa xo3a. He
ca usBecTHH edexture Ha Tpudac® 10 mg/2 ml prpxy mwioxa.

Kvpmene

He e u3BecTHO nanm akTuBHOTO BeulecTso Ha Tpudac® 10 mg/2 ml npemunaBa B KbpMara.
Eto 3amo Tpudac® 10 mg/2 ml e TpaGea fa ce npueMa npH Kbpmene. Ako nedenuero ¢ Tpudac®
10 mg/2 ml e HANOXKATENHO, TPAOBA Aa CIpETE KEPMEHETO.

llo¢pupane u pabora ¢ MAIMKAH

Tpudac® 10 mg/2 ml moxke na npomend peakupmure Bu. Tpudac® 10 mg/2 ml moxe aa
HapymH criocoGHocTTa By f1a yyacTBaTe akTHBHO B YJIMMHOTO ABHXXEHHUE, Aa paboTHTe C MAIUKHHE. ..
niK aa pabortute Ge3 curypHa onopa Ha Kpakara. o 5>

ToBa ce oTHacs Haii-Beue:

® 33 HAYANIOTO Ha JIEYUEHHETO

¢ [IpH YBEJIHYEHHE Ha [03aTa

® MpH CMAHA HA JIEKAPCTBOTO

® B HAYAIOTO HA AONBJIHHTEIHO JICYCHHE C APYTH JIEKAPCTBA
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ANKOXOTBT MOXeE fia 3acHAH To3d edekT. ETo 3amo no Bpeme Ha newenue ¢ Tpudac® 10
mg/2 m] ve Tpabra Aa OpHemaTe ANKOXON.

3. Kak aa m3nossare Tpadac® 10 mg/2 ml

Bunary w3non3paiite ToBa NeKapcTBC TOYHO KakTo By e kxasan Bamwar nexkap win
¢apmManieBT. AKO He CTE CHUI'YPHH B Hello, nonutaire Bainng sexap wid ¢papMaLCBT.

HozupoBxa

JlozMpoBxaTa ce onpeaensd OT TEXeCTTa Ha YBpexaaHero Ha 6p0peuHara pyHkuus.

[IpenopbunrenHaTa 703a ¢ eAHokpatHa ac3a or 2 ml Tpadac® 10 mg/2 m! anemHo
(ekBuBaneHTHH Ha 10 mg TopaceMHA). AKO €(pEKTBbT HE € AOCTATHYEH, A03aTa MOXKE Aa CC YBEIHYH
a0 4 ml Tpudac® 10 mg/2 ml (exsuranenTHr Ha 20 mg TopaceMua). AKO epeKTET NPOARDKABA Ja
He e JOCTATHYEH, BPeMEHHO (MaKCHMYM 3 JHH) MoxKe Aa ce onuTa JeveHde ¢ Ao 8 ml Tpudac® 10
mg/2 ml AHeBHO (eKBHBANECHTHH Ha 4() mg TopaceMUa ZHEBHO).

[Ipu octep Oenoapoben oTOK, jleUeHHETO TPAOBA a 3aN0YHE ¢ HHTPABEHO3ZHO NMPHIIOKEHUS

Ha eqHokpatHa ao3a ot 4 ml Tpudac® 10 mg/2 ml (eksupanenTHn Ha 20 mg Topacemun). B
3aBHCHMOCT OT YCIIEXa Ha JICYEHHETO Ta3H /1032 MOXKeE Aa ¢¢ MOBT4PA Nnpe3 NoJIOBHH 4yac; He Tpa6Ba

Ia ce HaABHIaBa MakcMmanHa noza or 20 ml Tpugac® 10 mg/2 ml (exBuBaseHTHH Ha 100 mg
TOpaceMH) 3a 24 vaca.

e JlanmenTn ¢ HApyweHa YepHoaApOoOHA PynKIHA

Axo ueprHompoOHara Bu (yHKuMs e HapymicHa, JicdeHHeTO TpaOBa Aa ce H3BbpIlBa
BHAMAaTENAHO. Moxe /1a ce mOBUIIIM HHBOTO HA TOPaCeMMI B KPBBTA.

e Crapuecka Bb3pacT
He ce npenopbusa painnHyHa J03HPOBKA B CTApueCKa BH3pPacT.

Hayun Ha ynorpeba
Tpudac® 10 mg/2 ml ce nprnaratT UHTpaBeHO3HO; HHTPABEHO3HATa HEDKeK1MA TpaAOea fa ce
nipHI102kH 6aBHO.

Ha ce nmxexrupar camo 6HCTpU pasTBOpH!
Jla He ce mpuUnara HHTpaapTCPHAITHO!
Ot mukpo6GHonoruyna riueaxa Touka, Tpudac® 10 mg/2 ml TpaGea ga ce u3nonsea BeaHara

Cie[, MBPBO OTBapsHe. AKO HE Ce€ M3MOA3Ba BEAHAra, OTTOBOPEH 3a NPOABDKHTEIHOCTTA H
YCNIOBUSTA HA ChXPaHEeHUE Npenu ynorpeda e To3H, KoifTo ro ynorpedsasa.

Tpudac® 10 mg/2 ml ne Tpa6ea na ce u3noN3Ba 3a6QHO C [APYTH JeKapCTBa, CMECEH B S/IHA
HHDKEKLHA WIH HHPY3HA.

e Hucrpyxuusn

3abeaexka: OTBapane HA aMNYJAHTE C 03HAYCHO C TOUKA MACTO 3a CUynBaHe .o
He ¢ HeoOx0auMO Ja ce pexe ¢ Hox4ye!




AMnynara @ ¢ TouKata kbm Bac Amnynara e ¢ Toukara KM Bac

OcrapeTe pasTBopLT Aa Ce3e OT LUMAKATE KbM CuyneTte WKiAkaTa Ha amnynara c ABiKeHue
AONHATA YaCT KaTO MeKo MOYYKBATS KK pasknaware Haaony.

amnynara. -

Hpoap/sxuTeanoct Ha ynorpeba
JlexyBawust BH nexap uie MpetieHn NpOABLKHTENROCTTa Ha ynoTpe6a Ha Tpadac® 10 mg/2

ml.

UurtpasenosuoTo neucHue ¢ Tpudac® 10 mg/2 m) He Tpabea Aa npoaeipkasa NoBeye OT CAHA

CCIAMMULIA.

B

Cyyaili Ha NPOALIDKMTENHO JICYEHME <€ MNpenoppyYBa paHHO MPEMHHABAHC OT

MHTPABEHO3HO NIEYEHHE KbM MPHA0KEHHE Ha TabAeTKH.

[To Bpeme sa neuenue ¢ Tpudac® 10 mg/2 ml, Bamuar nexap Tpabsa BHHMATENHO Nia BH
Habmoznasa.

AKO CTe H3I0J13BAJIE HoBe4e oT HeoOxoamata no3a Tpadac® 10 mg/2 ml
Ako cre u3nompanu roiamo konuuectso Tpudac® 10 mg/2 ml, morar Aa BB3HHUKHAT

CACOHHTE OIUIaKBaHUA:

&

HMHTECH3HBHO, B3MOXKHO OIACHO MOBHLIECHO OTACIIHE Ha CONTH B BOAA;
HAPYLIEHHA B CH3HAHHETO;

oObprBaHe,

MOHIKESHHE B KPBLBHOTO HANATAHE,

HUPKYJIATOPEH KOAANC;

CTOMAITHO-YPCBHH OIUTAKBAHHA.

B To3m cnyuaii segmara unbopmupaiite Bamna sekap. Todl me npeanpueMe BCHMKH
HEO0XO0AUMH MEPKU.

AKO HMaTe HAKAKBH AOMLIHHTENHH BHIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa JNEKapCTRO,
nornyraiite Bauus nekap uaM gapmManesr.

4,

Bb3MOKHM HeXe/IaHd PeAKNMH

KakTo BcMMKHM JIGKapcTBA, TOBA JIGKAPCTBO MOXKE fAa Npenu3BHKa HEKENIAHH PCaKIHH,
BBIPEKH Y€ HE BCEKH 'l NONyJaBa.,

Yecmu (mozam oa 3aceznam 00 1 ng 10 vosexa)

HApYIICHUA B PEryfallUaTa HA alKaJIHO-KHCEJIMHHOTO paBHOBECHE B OpraHu3ma (T. Hap.
MeTaGOMNTHA ANKAN03a); ST

MYCKYJIHH Kpami (0cO0€HO B Ha4aJIoTO Ha JICYEHHETO); '"
NMOBHIICHH HHBA HA MHKOYHA KHCEJIHHA, IMIOKO03a W NHIHAY B KPhB
XOMeCTEPON);

HEJOCTHI HA KaNHil (XMIOKanuemMus) B chueTanue ¢ auera, Oenna Ha , NOBPBILIAHE, )
NHAPHA, MW3MON3BaHE HA BHCOKH JO3H JIAKCATHBHY, XPOHHYHH| “HAPYIICHHA ..B
yepHOAPoOHAaTA PYHKLHA, G =
pHOAPOGHaT (yHiIINA; \\%;,. NN
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¢ B 33BHCHMOCT OT NO3MPOBKATA H TNPOXLDKHTENTHOCTTa HA JICYCHHETO, MOXKE la MMa
HapyIEHUd BbB BOAHO-COMEeBUs OanaHc, Hamp. 3aryba Ha TEUHOCTH (XHMOBONEMMS ),
HENOCTHI Ha Kanuit i/HH HaTpHil (XMIOKANHEMHSA, XHIIOHATPHEMHA);

® CTOMAUIHO-YPEBHH OIUIAKBaHHA, OCOOEHO B HAYAJNOTO HA JICUCHHETO, HAID., JIMIICA HA
aneTur, cToMalllHa Goska, ragcHe, NOBPBLIAHE, AUAPHA, 3AIIEK;

* NOBHIIEHH KOHLIEHTPAIMH Ha OTIPSNENEHH YepHOAPOOHH CH3HMH (rama-I'T) B KpBETAa;

¢ raaBobonne, 3aMatHOCT, YMOPa, cnabocT, 0cobeHo B HAUAIOTO Ha JICHCHHETO.

Hevecmu (mo2am 0a 3aceznam oo 1 na 100 vosexaj

¢ NOBHINEHH KOHLEHTPALHMH HA ypes M KpeaTHHHH (MYCKYNeH NpOTeHH) B KPBBTA, IPH
HaIM4YKE Ha 3aTPyAHEHHS TpH YpHHHpaHe (Hamp. npH yroleMiBaHe Ha IIPOCTATATA),
MOJKE J1a HMa 3aPbKKA Ha YpUHA. B TO3H Ciryyali YpPHHHPAHETO € CHITHO 3aTPYAHCHO HIH
HAN'BJIHO HEBB3MOXKHO,
CyXOTa B YCTATA,

® YYBCTBO 33 H3TPBLINBAHE K CTYACHWHA B KPAHHHIIHTE (IAPESCTE3HH).

Mnozo pedxu (mozam da 3aceznam do 1 na 10 000 yosexa)

s HamaneH Opoii yepseHy H Oeny KPHBHH KNCTKH (EPHTPOLMTH H JIEBKOLMTH) B HAMAJICH
6poii Ha KNETKHTE, MOANOMAraild KPbBOCHCHPBAHETO (TPOMGOLIHTH);

* aNeprHYHH peaKUHH, HanpuMep chpOek, KoxkeH OOpHB (EK3aHTEM), HyBCTBHTETHOCT KbM

ceeT/IHHA ((POTOUYBCTBUTENHOCT), TEKKH KOXKHHA PCakUHH.

OcTpH, NMOTEHUHANHO MKHBOTO3aCTpauiaBallly PeakuMH HAa CBPBHXHYBCTBHTCIHOCT CICA

MHTPABEHO3HO MPHUIOKEHHE HE MOTAT Aa Ce H3KTI0HaT,

ofpa3yBaHe Ha KPbBHH ChCHpELH B cbioBeTe (TpOoMEoeMOONHYHH YCJIOKHEHHA);

ChCTOAHU Ha OOBPKAHOCT;

HHCKO KPBBHO HaNAraHe (XUnoToHua),

HapylleHO KpbBOCH20AMBaHe HAa CBHPACYHMA MYCKYJl H Ha MO3bKa ChC CICAHHTS
MOCMEACTBHA: HAPYIIEH ChPAEYEH PHTBM (apUTMUA), YYBCTBO HA CTATaHe B I'bPAHTO
(aHrvHA MEKTOPHE), OCTHP ChpAeveH MH(DAPKT, BHE3aNHa 3aryba Ha Ch3HaHKe (CHHKOM);
BE3NAJICHHE Ha NMAaHKpeaca (MaHKPeaTHT);

3PUTETHY HaPYLUCHHS,

WIyM B YIIHTE (THHUT),

3aryba Ha ciyX.

Ako 3abenexure, 4e MMAaTe HAKOS OT TE3W HEXKEIAHH peaKuuu, HHGbopMHpaHTe BeaHara
Bamusa nekap. Toil mie npeueHU TEKECTTa ! 1Iie PeIUH KaKBH MEPKH MOrat Aa ¢ MpEeAlpHOMAT.

AKO HAKOS HEXeNaHa PeaKiys BB3HHKHE BHE3ANHO WM € CHIHO H3paseHa, HHOpMKpaHTe
senEara Baius nexap. Tosa € BaXKHO, 3aLIOTO HAKOH HEXEMAHW pPCAKLUM Morar fia CTaHatr
MOTEHIMANHO JKUBOTO3acTpauaBay. JIekapsT e NpelUeHH KakBd Mepky TpAOBa i peAIpHeMe
M JaJI4 JICUSHHETO MOKE 1A MPOABI/LKH.

[Ipn mEpBa NOABRAa HA MPH3HAK HA CBPBXYYRCTBHTENHOCT (Hanp. TEKKA KOXKHA peaKims),
Tpudac® 10 mg/2 ml ue TpaOBa Aa ce MpUeMa MOBTOPHO.

MepkH B ¢iyyail HA peaKInH HA CBPEXUYBCTBHTEAHOCT

Moke /Ja BB3HMKHAT OCTPM, MOTCHUHAIHO JHBOTO3ACTpALABAUIA peaKlMH Ha
CBPBXUYBCTBUTENHOCT (aHapunakTH4YeH oK), Topa Hanara NpeANPHEMAHETO Ha CICINHH MCPKH,

KATO MOCTaBAHE HA TANOTO B AHTULIOKOBO TIOMOKEHHE (JIETHAJIO MOJIOKEHHE ¢ HGBEW%W)\
.B— . -
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NOYKCTBAHE Ha JMXATEJHHTE MLTHINA, NPWIOKCHHE HA KHCJAOPOA H, aKO ffé{;‘ 0bx0HIM \
W3KyCTBEHO AWIIAHE, OCHTYpABAHE HA BEHO3EH MLT, KAKTO W MHTPABEHOSHY/MEWIOKEHHE, Hb, EN
aJipeHAITHH, KOPTHKOCTEPOHIH H, 8K0 & HeoBGX0UMO, 06eM0O3aMECTHTENHO SIeUeMHey / - - .= . -
Crofmasane Ha HEXENAHH PeaKkinn

AKO MONYYHTE HAKAKBH HEXKENAHM JICKAPCTBEHU PeakuMH, ysegomere B




MoskeTe CHIIC 1A CHLOOLIHTE HEXENAaHH peaklMH AWPEKTHO 4pe3 HaUMOHATHaTa CHCTEMA 3a
crOOILABAHE:

HM3nbIHHTENHA areHLMA 110 JICKAPCTRATa
yn. ,Jdaman I'pyes” Ne 8

1303 Cogdusn

Ten.: +35928903417

yeGcaiiT. www.bda. bg

Karo chobuasare HexkelaHH peakLive, MOKETe Ja JafeTe CBOA NMPHHOC 34 NOJTy4aBaHe HA
noseye HHGopMAalIHa OTHOCHO O€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kax aa coxpanssare Tpadac® 10 mg/2 ml

Jla ce cpxpaHfiBa Ha MACTO, HEAOCTHIHO 34 ACLA.

Ha ce cpxpansesa nof 25 °C!

Ja ce uepkekTHpaT camo OHucTpH pasTropH!

HanonseaiiTe HMHXEKIMOHHHAT PpasTBOp BeOHara Cciiedl HpBO OTeapsAHe. (OCTaHANOTO
KOJIHYECTBO C€ H3XBBLIIA.

He msnomssaifte TOBa JIEKAPCTBO CNel CPOKA Ha TOAHOCT, OTOesA3aH BBPXY KAPTOHEHATA
onaxoBKa. CpOKBT HA FOZHOCT OTrOBapA Ha IMOC/IEAHHA AEH OT MOCOUCHHA MECELL.

He wsxebpngiite 1eKapcTsaTa B KaHANHW3AUMATA WIH B KOHTeliHEepa 3a JOMAIIHH OTNANBIH.
[Monuraiite Bauina $hapMalesT Kak Aa W3XBPJIATE JEKapcTBaTa, KOHTO Beue He manmonseare. Teau
MEPKH ¢ CIIOMOrHAT 32 OTa3BaHe Ha OKOIHATA Cpeaa.

6. CohanpKanne HA ONAKOBKATA H AOUBJHATEIHA HHPOPpMALHA

Kaxso cuabpaxa Tpudac® 10 mg/2 ml

AKTHBHOTO BEILECTBO € TopaceMua, Beaka ammyna oT 2 ml HHXKEKUHOHEH pasTBOp ChAbPIKA
10,631 mg TopacemHn Harpuii (torasemide sodium), expupasenTeH Ha 10 mg TOpaceMHX
(torasemide).

JIpYrH CBECTaBKH: HATPHER xu,upoxclm,' TpomeTamon, Makporos 400, Bosa 3a HIDKCKIHH.
pH na Tpudac® 10 mg/2 ml e 8,5 no 9.5.

Kax narsexaa Tpugac® 10 mg/2 ml 1 KAKBO CHABLPKA ONAKOBKATA

AMmynu ¢ OucThp, Oe3LBETEH PasTBOP.

Tpudac® 10 mg/2 ml ¢ B onakoBkk OT 5 HWIM 25 aMmmyJH, BCAKa ¢ 2 ml HHKEKUHOHCH
pasTBOp.

He pcyukH ONakoBKH MOraT na ObAaT MyCHATH B mpojaxoa,

IIpuTexaTes HA paspelleHHeTo 3a ynoTpeda
Menarini International Operations Luxembourg S.A.
1, Avenue de la Gare

L-1611 Luxembourg
JirokceMOypr

IIpon3BoauTe.

A. MENARINI Manufacturing Logistics and Services S.r.l.
Via Sette Santi 3

50131 Florence

Htanusa

Hara Ha NOCNeTHO NpepaA3TISKAARE HA JHCTOBKATA
Arryct, 2015 .




