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HCTOBKA: HH(opManus 32 ﬁauueﬂra 5,/1.:’ O 7 033 G

Haksodpen 75 mg/3 ml nH:xeKnHOHEH pa3TBOP

AMKI0(pEHAK HATPHIA - FovvLd  19-09- B

Naklofen® 75 mg/3 ml solution for injection
diclofenac sodium

[Ipouerere BHUMATE/IHO USJIATA JIACTOBKA, MPE/IH 14 3aN04YHeTe 12 H3M0/13BaTe TOBA
JeKAPCTBO, Thi KaTO TH CbhAbpPAKa BaxkHa 3a Bac undopmanus.

3ana3ere Ta3u JUCTOBKA. MOKE /1a C€ HAJIOXKH 1A s MPOoYEeTeTe OTHOBO.

AKO UMAaTe HAKAKBH JOIMbJHUTEIHH BLNPOCH, nonuTaiTe Baluuns sekap wiv gpapMmaLesT.

Tosa nekapcTBO € npeanucaHo aAMyHo Ha Bac. He ro npeorcTbnsaitte Ha apyru xopa. To moxe
71a UM HaBpPE/H, HE3ABUCHMO Ye NMPHU3HALMTE HA TAXHOTO 3a00/15BaHe ca ChlLIMTE KaTo Bawuure.
AKO MOJIy4YHTE HAKAKABW HEKE/IaHH JIEKAPCTBEHH peakLWH, yBeaomere Baiuus nekap viu
dapmauLeBT, UM MeMLIMHCKA cecTpa. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIAHH PEaKLUH,
HEOINKWCaHU B Ta3M JIMCTOBKA. BuxkTe TOUYKA 4.

KakBo ¢cbABbpKa TA3H JIHCTOBKA:
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KakBo npeacrasnsa HaknodeH HHKEKLIMOHEH pa3TBOP M 3a KaKBO C€ W3I10/13Ba

KakBo TpsOBa 1a 3HaeTe, MpeaM Aa 3anouHere aa uznonssare HaknodeH HHKEKLIHOHEH
pa3TBop

Kak na w3nonssare HaknodeH HHKEKLIMOHEH pa3TBOP

B1b3MOXKHH HEXKE/IaHU peaKkLUH

Kak na ce cbxpansa HakiodeH HHKEKLIHOHEH pa3TBOP

ChbabprkaHHWE HA OMAaKOBKATa M 0MbJIHHUTEIHA HH(OPMaLKS

Kakso npeacrasiasBa Hakjiodpen HHKEKIIHOHEH Pa3TBOP H 32 KAKBO Ce H3M0JI3BA

Kakso npeacraBiasiBa Haknoden nHkeKnHOHEH pa3TBop?

HaknodeH e HecTepoH1€H NPOTHBOBB3NAIMUTEJICH JIEKAPCTBEH MPOAYKT C MPOTHBOBb3MAIUTE/THO,
00e300/1BalO W TeMIepaTyponoHHxasaulo AeUcTBue. OCHOBHUAT MY MEXaHHW3bM Ha IEHCTBHE €
MNOTUCKAHETO Ha CHHTE3a Ha npocrarnanauHuTe. Tol ce U3noa3ea 3a Je4eHHe Ha BCHYKH QOPMH Ha
pEBMAaTHYHM CTaBHHU 3a00J1sBaHUA U 3a 00JIeKYaBaHe HA Pa3/InYHK BH10BE DONKH.

U HKeKIHOHHHAT Pa3TBOpP OOHKHOBEHO ce H3I0/13BA 32 KPATKOTPAHO JieYeHHe HA OCTPH
CbCTOSIHHA.

3a kakBo ce n3no.3Ba Hakaoden HHKeKIHOHEH pa3TBoOp?
JlekapuTe nNpeanucBaT TO3M JIEKAPCTBEH MPOAYKT 3a JieYeHHe Ha 3a0019BaHUs, KOUTO H3UCKBAT
[MPOTUBOBB3MAJIMTEIHO H/ MM 00€300/19BaLLO I€HCTBHE:!

Bb3naniurenHu peBMaTiyHM 3a0019BaHUs U 1€r€HEPATUBEH PEBMATH3bM Ha CTABUTE W
rpbOHaKa, peBMaTOM/I€H apTPUT, CEPOHEraTUBEH CMIOHANWI0APTPHT, APYTH apTPUTH, apTPO3H,
CMOHAMUIO3H.

ApPTPUTH, NPUUHUHEHHU OT KPUCTAJIM (roaarpa, ncepaonoaarpa).

U3BbHCTaBEH peBMATH3bM (NEPHAPTPUT, OYPCHT, MUO3HT, TEHAHHHT, CHHOBHT).

bbOpeuHH H KNBYHH KOJIHKH.

JIpyru 60J1KOBH CbCTOSAHUS (NPH HapaHsBaHe, Cjiel CTOMATOJIOTHYHH H IpYTH
NPOLEY PH). /
TeXKu NpUCTBIHU HA MUIPEHA. /X
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He u3noaspaiite Haxnogen

- aKO CTe ANePruUiHM KbM AHKN0dEeHaK HATPUH, METAOUCYNPUT HIH KbM HAKOH OT MOMOLIHHTE
BELUECTBA Ha TOBA JeKapcTBO (M30POEHH B TOUKA §), ALUETHICATHLIMIOBA KHCETHHA U APYTH
HECTEPOHAHH APOTHBOBBLINAIHUTENHH JIEKAPCTBEHH MPOAYKTH,

- ako cyies ynorpeba Ha HECTEPOMAHH NPOTHBOBB3NATHTEIHH JIEKAPCTBEHH NMPOAYKTH HIH
ALIETHICATHIIAAOBA KHCEAUHA CTe MOMYYHIH npobaemn ¢ AuwaneTo (GpoHxHaiHa acTMa),
0GpHB (YPTHKApHA), Bb3NAIECHHE Ha IMraBHLIATA HA HOCA (21epriyeH PUHHT) WK PEaKLUHH Ha
CBPBXUYBCTBHTEHOCT C BHE3AMCH OTOK HA YCTHHTE H JIMLETO, LIMATA, BH3MOKHO € CBILO H HA
pBLETE U KpaKaTa, 560/1ka B PbPANTE WM PH Bb3HUKBAHE HA 3a1yLIABAHC H Jpe3raBocT
(aHruoenem);

- aKO MMaTe WIH CTe MMallM CTOMAaLIHA WK AYO/A€HA/Ha 1384, FACTPO-HHTSCCTHHAIHO KbPBEHE,

- aKO CT€ MMATH CTOMALLIHM WIH YpeBHM NpoONeMH Criel npuemMa Ha ApyrH HECTEPOHIHH
NPOTHBOBBL3NAJIHTENHH NEKAPCTBA;

- aKo cTpajare OT TeXka yepHOApoOHa unyv 61pOpeyHa HeOCTAThHYHOCT,

- aKo cTe OpeMeHHa B NOCIEAHHA TPUMECTHP Ha OPEMEHHOCTTA;

- aKO MMATe YCTAHOBEHO ChpAEYHO 3a00ABaHe /WKW MOIBYHOCHA0BO 3a00/19BaHE, HANPHUMED
aKO CTe HManM cbpaedeH HHdapkt, HHCyNT, MHKporHeynT ([TATT) uin 3anysanus Ha
KPbBOHOCHHTE ChI0BE Ha ChPLETO MK MO3bKA, HIH onepalys 3a OTNyLWBaHe Ha KPBBOHOCHHTE
cbhAoBe K Hannac;

- aKO MMATE WM CTe HMaIH NpoBaeMH ¢ KpbBoOOpaleHHETO (MepHPEePHO apTEpHATHO
3a00nABaHe).

IlpexynpexacHHA H HpeANa3HH MEePKH
[oBopere ¢ Bawuusa nexap, npeaun aa npuemere Haknoden:

- aKo CTpaaaTe OT CTOMALIHO-YPEBHH 3aD0NABAHNA WK HMaTE aHAMHE3a 32 TAKMBA 3a0019BaHUA,
TpaGea Aa ObaeTe BHUMATENHO HAONIOAABAHH OT JieKap;

- aKO MMaTe TeKKO ObOpeUHO WK YepHOAPOOHO YBpEXKAaHE UNY CTE B CTApHECKa Bb3PacT;

- aKO Ce NIeKyBaTe 3a eMUIENCHS WIHM aKo CTpaaaTe oOT, 0OM4aiHO C MHOTO PAAKA YECTOTa,
HapyLIeHHe B MeTaboIn3Ma Ha KPbBHUTE fIKTMEHTH (NOpOHpHA);

- aKO MMAaTe HapYLIEHHS B CbCHPBAHETO HA KPBBTA WIH KO Ce JieKyBaTe C JICKapCTBa, KOHTO
ApPEeACTBPATABAT ChCHPBAHETO HA KPBBTA (AHTHUKOAry/1aHTH) HITH JICKApCTBa, KOUTO pa3TBapAT
CbILECTBYBAIUKTE KPLBHH cheHpeud (PUOPHHONUTHUN),

- aKO MYLLMTE;

- axKo umare gHaber;

- aKO MMAaTe CTEHOKAPAUA, KPbBHH CbCHPELIH, BUCOKO KPBBHO HaNAraHe, MOBHUIEH X0I€CTEPO
WU MOBHLLEHK TPUTNTHLEPHIH,

. AKO WMATE aCTMa, ANepPruueH PHHUT, OTOK HA HOCHATa MraBHLa, XpPOHUYHA OOCTPYKTHBHA
6enoapobHa GonecT WM XpOHHYHH MHPEKUHMHN Ha AHXATENHNTE MBTHLLIA, TPAOBA fa obcbauTe
toBa ¢ Bawus nexkap, npean aa ezemere Haknogen;

- aKO HAKOra CTe HMATH TEXbK KoxkeH oOpuB M OeneHe Ha koxkata, oOpasysaHe Ha MEXypH
w/unu adru B ycTtaTa chen ynotpeba Ha Hawtoden unu apyru nekapcrtea 3a bonka.

Undopmupaiite Bawina nekap, ako HACKOPo ¢Te GMUnM NOANOKEHH HA UM By NPeacTOM onepauus Ha
cTOMaXa WM YepBaTa, Npean Aa nonyunre/npuemere/usnonssare Haknoden, ThH Kato HaknodgeH
[OHAKOra MOKE [1a BJAOLLM 3apaCTBAHETO HA paHATa B HEPBATa C/I€] XMPypruiHa onepauus.

AKO no BpeMe Ha npueMa Ha HaknogeH yceTHTe NprU3HaLM Wi CHMNTOMH Ha npobaeMH ¢bC CbPLETO
MK KPBBOHOCHHTE ChOBE KaTo Gosika B rbpauTe, 3a4yX, C1abOCT HITH HEACEH roBOp, He3a0aBHO ce

cebpxeTe ¢ Balnusa nekap. \

Hexenanure pC€akuHH MOoraT ia ObaaT CBEACHH A0 MHWHHMYM 4Ype€3 U3NOJI3BAHC Ha Ha

edeKTHBHA 1032 3a HAH-KPaTKWa HEOOXOAMM NMEPHOA OT BpEMe. i

Jlenna H IOHOUIH




HaiiodeH MHKEKLIMOHEH Pa3TBOP HE € NMOAXOALL 32 NPHIMKEHHE NPH IeLa U IOHOLIH O | 8-
roJHuIHa Bb3pPacrt.

Jipyru nexapcersa n Haknogen
Undopmupaiite Baluug nekap nan GpapMauesT, ako NpUemare, HaCKopo CTE NPHEMATH HIlH ©
BL3MOXHO /138 NpHEMaTe APy JieKapcTea.

[lopaau B3aMMOAEHCTBHA C HAKOH APYTH NEKapCTBa, EPEKTHT Ha HaknodeH vuin Ha T€3M NEKapcTBa

MOJKE 71a Ce NMOBHILUM WAM Aa ce HamanH. ToBa MOXe 1a Ce CTy4H C HAKOH N1eKapCTBa, KOMTO €€

M3MOA3BAT 34.

- fleyeHWe Ha NCUXHUHW npodnemu (TUTHH);

- fieyeHre Ha cbpaeyuHu npodaemu (AUrOKCHH);

- NeKapcTBa 33 YBEIHUABAHE KOJUYECTBOTO Ha OTAENIEHATa ypUHa (MY PeTHLM);

- NeKapcTBa 3a NPeAna3BaHe OT M JIEYEHHE Ha MH(PEKLNK HA MHKOYHHTE MbTULLA
(TPUMETOMPHM);

. obe3bongBatiy (AUETUACATHMLIMNOBA KHCEIMHA WK IPYTH HECTEPOUAHH NMPOTHBOBB3NAIHTEIHH
NEKApCTBEHHU CPEACTBA);

. /1eKapCTBa 3a NPEAOTBPATABAHE ChCHPBAHETO HA KPbBTA (BaphapHH);

- nevyeHHe Ha aenpecus (nekapcTBa, H3BECTHH KaTo SSRIs);

- IEKAPCTBA 33 IeHEHHE Ha Q1abeT,

- NOTHCKAHE HA UMYHHATa CHCTEMA (LIMKIIOCTIOPHH, TAKPONHUMYC);

- NleueHHE Ha 310KauecTBeHH 3abonsBaHus (METOTPEKCaT);

- neueHue Ha HHPEKUHH (XHHOMIOHOBH aHTUOHOTHLN);

- neyeHne Ha ropuoBe (PeHHUTOUH);

' leyeHue Ha BUCOKO KpbBHO Hanarane (ACE unxubutopu, Geta-Onokepn);

- feyeHKe Ha Bb3NaneHus ( KOPTHKOCTEPOUIN);

- MOHMXKABaHE HA XOJecTepona (KONeCTUroN/XoNeCTHPaMHUH);

y fleueHne Ha noaarpa (CynhpHHNUPa3OH, NPoGeHeLH) U 3a 1eYeHHE HA rBOHYHN HHPEKLIHH
(BOpUKOHA301).

BpemMeHHOCT, KbpMeHe H depTHAHTET
AKO cTe GPEMEHHA WK KbPMUTE, CMATATE, 4€ MOXKE Na cTe OpEeMEeHHA WU M1aHHupaTe OpEMEHHOCT,
nocbeeTBaiiTe ce ¢ Bamus nekap nan papMaueBT npead ynorpedbara Ha TOBA 1€KapCTBO.

HaknodeH He ce npenopbysa 3a ynotpebda no speme Ha GpemeHHOCT. JlekapaT Lie npeLeHH fanu
non3zara 3a GpeMeHHaTa XKEeHa NpeBHLIAaBa pycka 3a neteto. Taka ye TpAOBa na u3non3BaTe
NEKapCTBOTO MO BpeMe Ha GPEMEHHOCT camo Mo CbBeT Ha Bawua nekap. Ot 20-aTta ceamuua Ha
6pemennoctTa HaknodeH Moxe na npuunHH ObOpeuHH npoSaeMu npH oLue HepoaeHoto Bu 0ebe,
aKO Ce NpHeMa MoBeye OT HAKOAKO AHH, KOETO MOXKE /12 NOBE/Ie 10 HAaMANEHO KOTH1ECTBO Ha
OKOJIONJIOAHATA TEYHOCT, KOATO 3a00ukana 6e0eTo (ONHroXMapaMHHOH) WK CTECHEHHE Ha
KPbBOHOCEH CbA (ductus arteriosus) B CbpueTo Ha 6ebeTo. AKO C€ HyXKAaeTe OT ICHCHHE NO-ABJr0
OT HAKOJIKO AHW, BauvsT nekap MoXe Aa npenopubya AOMbAHUTEIHO NPOCIENAABAHE.

He tpafBa Aa H3NO3BaTE NEKAPCTBOTO NMPE3 MOCIEAHNA TPUMECTBLD Ha OpemeHHOocTTa. MOXe na
npu4rHKU GHOpeUHH K chpAedYHH MpobsieMy NpH OLle HEPOAEHOTO Bu 6ebe. Moxe na noeause Ha
BaiaTa cKJIOHHOCT H Ta3Hu Ha Baweto 6e6e KbM KbpBEHE W MOXKeE Oa ObAe NPHUHHA PaXKAAHETO Aa
3anoqHe NO-KbCHO MK Aa Oble NO-NpPOaABLMKHTENHO OT OYAKBAHOTO.

He ce npenopbuBa KbpMeEHe N0 BpeMe Ha fedeHHeTo ¢ Haknogen.

EdexTn BLpXY cn0coGHOCTTA 32 modHpane H padoTa ¢ MALIHAN
Haknoden nma cnabo v yMEPEHO BIHAHKE BBPXY CMOCOOHOCTTA 32 LO(HUpaHe
AKO Ce YyBCTBATE 3aMasHH, YMOPEHY HITH ChHIMBH, He Tpabea fa wodupare 1

ONacHHU MALLHHH, |
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Tosa nekapcTso chbaAbpka 120 mg 6eH3UN0B aNKOXON BB BCAKA 1032, KOETO € EKBUBA/ICHTHO Ha 1,89
mg/kg/neH (ako cpeaHoTo TenecHo Terto € 63,3 kg). beH3nNoBHAT ankoxol MOXKE fa NpHHHHA
anepruiHy peakuHH.

O6bpHeTe ce kbM Bawua nexap uin gapMauesT 3a CbBET, aKO CTE OpeMeHHAa WU KbPMHTE, 3all0TO
FOfleMU KONH4YecTBa OeH3MAOB AJIKOXOM MOraT Ja ¢€ HaTpymaT B OpraHM3Ma Bu u Moxe Aa NpUYHHAT
He)KenaHa peakuua (HapeveHa ,,MeTabonHTHaA auuao3a™).

O6bpHeTe ce KbM Balius nexap wid ¢gapMaLeBT 3a ChBET, KO MMATE zabonsasade Ha 6LOpeumTe HIN
yepHUa Apob, 3aLO0TO roJIeMH KONHUYeCTBa HEH3NI0B ankoXon MOTaT 1a C€ HaTpynaT B OpraHn3Ma Bu
¥ MOXKeE [1a NPHUYHHAT HeKenaHa peakuus (HapeueHa MeTadonuTHa aumnao3a’).

ToBa 1lekapCTBO ChaLPXkA No-Manko oT | mmol HaTpuii (23 mg) Ha 103a, T.€. MOXKE 1A CE Kaxe, 4e
MPaKTUYECKH HE ChAbPXKa HATPHH.

ToBa NekapcTBO ChAbPXKA MeTabucyndut. MeTabucynduThT B peakH CTyUau MOXKE 1a NPHHIUHA
TEKKH peaKUHMH Ha CBPbXUYYBCTBHUTEHOCT H OPOHXOCNA3LM.

ToBa lekapcTBO ChabpKa 630 mg NpONUAEHINHKON BbB BCAKA 103a, KOETO € €KBMBAJICHTHO Ha 9,95
mg/kg/neH (ako cpenHoTo Tenecko Terno e 63,3 kg)

3. Kak aa n3noassate Haxnoden HHKEKINAOHEH PA3TBOP

Bunaru npuemaiiTe TOBa JIEKApCTBO TOHHO KakTo Bu € kaszan Bawuuat nekap van dapmaLeBT. AKO He
CTe CUMYPHH B HEllo, nonuraiite Baums nexap Hiu GapMalesT.

HaknodeH HHKEKUHMOHEH pasTBOp TpAbBa Aa ce npunara Asa100KO HHTPAMYCKYJTHO.
M HKEKLMOHHUAT Pa3TBOP CE M3IOM3BA 32 NleYeHHe Ha OCTPH ChCTOAHMA. KOIKOTO € BB3MOXHO M0-
CKOpPO eueHHeTo TpAOBa Na IPOABL/KY C TAONETKH HAH CYNO3ZHTOPHH.

Tuesna oo3za
HAYAIHa nooospACcala

HUHxKekLunOHEeH pa3TBOp

(75 mg/3 ml) | amnyaa unmpamycxkyano, eour uru 06a Nbmu OHeeHO

Ha nauueHTy ¢ 6pOpeuHn KOMMKH MOXE Ja Ce NMOCTaBH BTOPA HHXKEKLMA cliea uHTepsan ot 30
MUHYTH.

MHxxekUUHTE HE ¢a MOAXOIALLH 3a dea.

He)kenaHuTe peakiMy Morat Ja 6bAaT CBEIeHH 0 MHHUMYM Upe3 H3MOI3BaHe HA Hal-HUCKATa
epeKTHBHA 032 3a Hait-KpaTKHA HECOXOAUM NEPHOA OT BPEME.

Axo umame uyecmeomo, ue epexmom na Haxnrogen e mevpoe curen wiu meppoe caab, 2o6opeme ¢
AEKYBAWUA CU ReKap uau gapmayesm.

AKO0 H310.13BaTe noBeuye oT HeobGxogumara A03a Hakogen nHKEKUHOHEH Pa3TBOP

[Ipu neueHue caMo C MHKEKLHOHEH Pa3TBOP HE MOXKE Ja C¢ OHaKBa NPEe03HpaHe.

JlekapsT L€ NPeLeHHHa 103aTa ¥ NPOALDKHTENHOCTTA Ha JIEYEHHETO. AKO Bb3HMKHAT MPH3HALM Ha
npeaosupate win Bue nonosupare, ue cTe NOMy4YHIH NO-BUCOKE A03a, OTKOAKOTO ou Tpabsano,
TpaA6Ba Aa Ce KOHCYATHpaTe ¢ Bawus fiekap, KOHTO We NpeanpHeme HeoOXOAUMHTE MEPKH 3a
NIeYEeHUE WITH L€ HaManu n03ara.

AKo cTe nponycuann aa a3noassate Haxkiodpen HHXKeKIHOHEH Pa3TBOp
JlekapAT 1LE NPELEHH YECTOTaTa Ha PHIIOKEHHE HA HHKEKLIMKTE. AKO NO HAKAKBa MPHHUHA HE
MONAYUYHTE HHIXKEKLIHATA 1O cXeMa, HHpopmupaHTe Baluus nexap, KOTKOTO € 8b3MOKHO N0O-CKOPO.

Axo cre cnpean ynorpebdara aa Haxioden BHKeKIHOREH Pa3TBOP |
Mosxe fa 6bae OnacHo fa NpekpaTHTe neveHueTo, 6e3 aa ce koHcynTHpaTe ¢ Bawum: 3
npremate nnknodeHak 3a KpaTKoTpaiiHo obnekuaBaHe Ha Bonkara, MokeTe 1a cnpefg
My BEHAra C/ieQl KaTo He Ce Hy>KaeTe MoBeYe OT TOBaA. B

AKD MMaTe HAKAKBM AOMLIHHUTENHH BLIIPOCH, CBBP3aHHM ¢ ynoTpebarta Ha TOBA EKAPCTRO



Bauius nexap, GapMaueBT WK MEIHLIMHCKA CECTpa.

4. BL3MOXKHH HeXKETAHH PEAKIHH

KakTo BCHYKH N€KapCTBEHH MPOAYKTH, TOBA IEKAPCTBO MOXE /12 MNPEAH3BUKA HEXEIAHH PEAKLIMH,
BBIPEKH Y€ HE BCEKH M MOJy4ana.

Hskou HexenaHu peakudd MOraT Aa Obaar CepHO3HM.

Cnpere aa u3nonssate Haknoden u kaxere Ha Baluus nekap, ako 3abenexure:

- Jleku cna3Mu K® 4yBCTBHUTETHOCT B 00JAaCTTa Ha KOPEMA, 3aMOYBallll MajJKo Cie/l Ha4anoTo Ha
neyenueto ¢ Haxoden v nocnensanu oT PEKTANHO KbPBEHE HIH KbpPBABa AHAPHS, OOMKHOBEHO
B paMKHTE Ha 24 yaca OT nosBaTta Ha 60JIKH B KOpema (4ecToTaTa HE € H3BECTHA, HE MOJKE Ja
6bae OLEHEHa OT HATHYHHTE AZHHH).

- Bosika B MbpAMTE, KOATO MOXKE A2 € NPH3HAK Ha MOTEHUHANHO CEPHUO3HA anepruyiHa peakLus,
HapeueHa CHHAPOM Ha KyHHC.

- Peaxuuy Ha MACTOTO HA HIDKEKTHPAHE, BKIIHOYHTENHO D0/1Ka HA MACTOTO HA MHXKCKTHPAHE,
1auepBaBaHe, NoaysaHe, Oyuka, paHHUKH M CHHUHYM, ToBa MOXe 1a nporpecupa 1o
NOYEPHABAHE M 3arWBAHE HA KOXKATA H MEKHTE TbKAHH OKOJIO MACTOTO Ha HHXEKTHpaHE, KOCTO
3apacTsa ¢ 0eJie3u, NO3HATH OLLE KaTo CHHAPOM Ha Hukonay.

- Cepuo3Ha ajlepruuHa KoXKHa Peakiua, KOATO MOXKE Aa BIJTIOYBA FONEMH, LIMPOKO
PA3MPOCTPAHEHH YEPBEHH H/KIIM ThbMHH NETHA, MO/JyBAHE HA KOXATA, MEXYPH H CbpOex
(reHepanu3upad 6ynoseH GuKcHpaH 1eKapcTBeH OOpHB).

- Yecmu (mooce 0a 3aceznam 0o 1 na 10 Oywu): raneHe, nuapHs, kopemHa 6onaka, aucnencus
(3aTPYAHEHO XPaHOCMMIIAHE), METEOPH3BM (ra3oBe B Kopema), rapodonue, 3aMalBane,
MOBHILIEHA aKTUBHOCT HA YEPHOAPOOHHUTE EH3UMH, OOPHUB, PCAKLIHH HA MACTOTO Ha
MHXKEKTUpaHe; Donka, Apa3HEHe U HHAypauus.

- Peoxu (moxce oa 3aceznam do 1 na 1 000 Oywu): xbpBeHe, 1384, MepQopauH, KbITeHHLA,
HapyllieHHs Ha yepHoapobHaTa QyHKLMA (aCHMNTOMATHYEH XENATHT, OCTLP XENaTHT,
XPOHHYEH aKTUBEH XEMNaTHT), HapyLIEHHE Ha HOPMANHHSA MOTOK HA JUTHYKA OT YEPHHUS ApoDd
KbM 4epBaTa (XoecTasa), CbHIIMBOCT, yMopa, Ob0OpeyHa HeAOCTaTbYHOCT, KPbB B YpHUHATA
(xemaTypui), KONpUBHaA Tpecka (YPTHKApH3), peakilliik Ha CBPbXHYBCTBHTEIHOCT
(6pOHXOCNA3bM, AHTHOEIEM, aHA(QWIIAKTHYEH WOK), 3a4PbKKA HA TEUHOCTH (OTOK), HAPY LIICHHS
Ha AULIAHETO (acTMa, AUCITHER).

- Muozo pedxu (moxce da 3acezram 0o 1 ua 10 000 dywu): npomern B Opost Ha KPBLBHH KJIETKH
(anemus, TPOMOOLIMTONEHHA, JIEBKOMIEHHSA, arpaHyIOLNHTO3a), MOAYBAHE HA JTHLETO
(AHTHOHEBPOTHUEH €1eM), IE30PUEHTALMA, JEMPECHS, HAPYLIEHNS Ha CbHA (De3chHHe),
KOLUMApPH, Pa3Pa3HUTEIHOCT, ICUXOTHYHO Pa3CTPOKHCTBO, HAPYIIEHHE HA YCELLAHETO
(napecTe3us), HApyLUEHUA Ba MaMETTa, FbpPUYOBE, TPEBOXKHOCT, TPEMOP, ACENTHYEH MEHUHIUT,
BKYCOBH HapyleHHs, MO3bYHOCHAOB HHUHMIACHT, HAPYLUCHHE Ha 3PCHUETO, 3aMbIIIEHO
BHIKIAHE, NBOMHO BKAAHE (AMIIONHA), LWYM B YUIMTE, YBPEICH CITYX, aHOMAJIUH Ha ITyJica
(NanfnuTauMK), rpbaHa 6oka, CbpAEYHA HENOCTATLYHOCT, MMOKAPAEH UH(PAPKT, BHCOKO
KpPbBHO HANATaHe, Bb3NANEHHE Ha KPbBOHOCHUTE CHAOBE U 6enoapodHaTa ThKaH, Bb3MaeHHe
Ha aebenioTo uepso (HecneuUpHUEH XeMOParuyeH KOJIUT, PELMKWBY WK BIOLLIABAHE HA
yuepo3eH konut uan Gonect Ha KpoH), 3anek, CTOMATUT ( BKIIOYHTENHO YALEPO3EH
CTOMATHT), Bb3NaJIeHHE Ha €3uKa (TJIOCHT), e3odarnaiHo pascTPOMCTBO, Bb3NAJNCHHE HA
JAUraBMLATA HA CTOMAxa, MaHKpeaca H YpeBHH CTPUKTYPH, YepHOAPOOHH HapyLIeHHA
(byNIMHMHAHTEH XENaTUT, 4epHOAPOGHA HEAOCTATBLYHOCT H HEKPO3a), 3a00NABaHNS HA
MAKOYHHUTE NbTULLA (HHTEPCTUHLHANEH HEQPHUT, HEPPOTHUEH CHHIPOM, ManuiapHa HEKpo3a,
npoTenHypus), OyN03HH PEaKLHH, BKIIOYUTENHO CHHAPOM Ha Stevens-Johnson (reihk,00pke
KOMTO 3aCAra KoXara, ycTara, OuMTE H reHHTanHarta 0bnacT) U ToKCHUHA enpigdNias
HeKponu3a (TeXKKbK 0OPHUB, KOHTO 3acdra oGLIMPHHU YaCTH ¢ MEXYPH H TIOLAQuE '
ONAJaHe HA KOCA, YyBCTBUTENHOCT KbM CiTbHYeBa CBeTIMHA (PoToToKCHYAIRDE
WM JIWNABH OLBETABAHMA BbPXY Koxkara (nyprypa), cbpbex (npypuwc)i{aﬁ:
HA HHIKEKTHpAHE, o




- C neuzgecmua yecmoma (vecmomama He Moxce 0a 6v0e oyeHena om HAIYHUmMe OAHHUY.
06BPKAHOCT, XaIOUHHAUWH, 061, AUCKOMGOPT (HEPA3NOIOXKEHHE), YBPEXKAAHE HA ThKAHTA Ha
MACTOTO Ha WHXKEKTUPAHE, ANCprii4Ha KOXKHA PEaKUuMs, KOSTO MOXKE 12 BKIIKOYBA KPBLINH HIH
OBATHHK MIETHA CbC 3aYepBABaHE M NOAYBaHE HA KoxXaTa, 0OpasyBaHe Ha MEXYPH H CbpOex
(pHKcupaH nekapcTBeH 0Opus). Moxe aa ce NOSBY U NOTBMHABAHE HA KOXKATA B 3aCETHATHTE
oBNAacTH, KOETO MOXeE Aa OcTaHe cliel] HuieKyBaHeTo. PDUKCUPAHUAT neKapcTBeH 0Opue
OOMKHOBEHO Ce NOABABA OTHOBO Ha CBLLLUOTO{UTE) MACTO(MECTa), AKO NEKAPCTBOTO CE€ MPHITOKH
OTHOBO.

KAMHHYHY NPOYUBAHHA H ENMAEMHONIOTHYHH aHHH T0C/IEI0BATENHO CO4AT, Ye ynoTpebdara Ha
auknodeHak HaTpuii, ocobeHO BbB BUCOKH A03H (150 mg AHEBHO), W NPH MPOIBIKUTEIHO IEHEHHE,
MOFAT A2 5bAaT CBBP3aHH ¢ NOBUIIEH PHCK OT aPTEPHATHH TPOMOOTHUHH CHOUTHA (HAMPUMED PUCK
OT HHODAPKT Ha MHOKAPAA WU HHCYIT).

[Mopaay NOKAaNHO Apa3HeHe Ha MACTOTO HA NPHIIOXKEHWE MOraT Aa ce nosBAT OoMkKa, NnosysaHe H
334epBABAHE.

AKO HAKOS OT HEXKENAHHTE PEaKLMH CTAHE CEPHO3HA WiH 3abenexuTe Apyry, HEONUCaHH B Ta3H
AMCTOBKA HEXXeNaHW peakuuu, Mons yseaomeTe Bartins nekap.

Cro0maBale HA HEXKEIAHH PEeaAKIHH

AKO NoNy4uTe HAKAKBY HEKESIaHH JICKApPCTBEHHU peakLy, yseaomeTe Bawns nekap unu ¢papmalesT.
ToBa BKIIOYBA BCHUYKH BBb3MOXHY HEOMHCAHH B Ta3H JIMCTOBKA HEXKENAHU peakunu. MoxeTe cbilo Aa
CHLOOUIMTE HEXKENTAHH PEAKLIMY AUPEKTHO YPe3

HanunHUTENHA areHUMs MO JIEKapCcTBaTa

ya. ,,Jlaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaiiT: www.bda.bg

Kato choOLasaTe HEXENaHH peakLii, MOXKeTE Ja NaneTe CBOA NPUHOC 3a NMoJyvyaBaHe Ha NoBeue
HHpopmalns oTHOCHO He30MacHOCTTa Ha TOBA JICKApPCTBO.

S. Kak aa ce cexpanaa HaknodeHn HIDKeKIIHOHEH PA3TBOP
Ha ce chbXpaHaBa Ha MACTO, HEAOCTLITHO 34 Aeua

He u3non3BaiiTe TOBA 1€KapCTBO CNER CPOKA HA MOAHOCT, OTOENA3aH BbpXY KapTOHEHATa ONaKOBKa
cnen ,.,JoneH 10:”. CpokbT Ha rOAHOCT OTroBaps Ha NOC/AE€AHHA A€H OT MOCOYEHHUS MECELL.

ITa ce cbxpansia noa 25°C.
Jla ce cbXxpaHdBa B OPUrHHANIHATA ONIAKOBKA, 33 1a CE NpeAnasH oT CBeTIHHA.

He u3xBhLpasiiTe neKapcTaTa B KaHANW3aUMATA HAH B KOHTEHHEpa 32 IOMaUIHY OTNAaJbUH,

[MonuTaiite Bauina gpapMaueBT Kak a U3XBLPIATE JEKAPCTBATA, KOHTO BEY€ HE H3Moa3Bare. Tesu
MEPKH L& CNIOMOTHAT 34 OMa3BaHe Ha OKOJiHaTa cpefa.

6. CoaAbpikaHBe HA ONAKOBKATA H JONLJAHHATEIHA HEPOpMALHS

Kaxpo ceaspxa Haknogen
- AKTHBHOTO BelecTBo e auKtodenak Hatpui (diclofenac sodium). Beekn m|
MHXXEKTHpaHe ChAbpXa 25 mg aukiodpeHak Hatpuit. Beekn 3 ml ot pasteopa
(1 aMnyna) cCbaAbPKAT 75 Mg AHKIOPGEHAK HATPHH. b
- JIpyruTe ChCTaBKH ca OeH3uNoB ankoxos, nponuneHrnukon (£1520), HaTpHEB m



(E223), narpues xuapokcua (E542), Boaa 3a vHKeKUMH. BHKTE TOUKaA 2 ., Haknoden cbabpxka
GEH3MJIOB AIKOXOJ1, HATPHit, HATPUEB METAOUCYIPUT K MPONMUIEHIIHKOT™.

Kak m3riaexiaa Hakioden H KakBo ¢bIbpP/Ka ONAKOBKATA
Pa3TBOPBLT 3a MHIKEKTHUPAHE € YHCTA, Oe3LBETHA WJIK JIEKO XK bJITa TEHHOCT. To# ce npeanara B KyTHH

oT no 5 amnyjau no 3 ml pa3Teop 3a HHKEKTHPAHE.

Mme u aapec HA NPOH3BOAHTE/IS H NPHTEXKATE/IS HA Pa3PELICHHETO 32 ynorpeoa:
KRKA. d.d.. Novo mesto, Smarjeska cesta 6, Novo mesto, 8501 Cnosetus

JlaTa HA MOCJIeIHO Mpepasrjexk/iaHe HA JIHCTOBKATA
| CenremBpu 2025

[MoapoGHa nHGbOpMaLKA 3a TOBA JIEKAPCTBO € NPeI0CTaBeHa Ha yeOcakTa Ha HUsnbnHuTeHa AreHums
no Jlekapcrsara (MAJI) http://www.bda.bg.




