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1. UME HA JEKAPCTBEHMSI ITPOAYKT
Kom Pee. Ne .............. *2:' '2—{- Q’)‘JO ..................... |
®ny6opa 0,03% Kanku 3a OuM, pasTBOP [paapﬁwgwf? A i i
0 i L J -Us- 2078
Flubord 0,005 sy drops, solution samame- . HGAL ..., —
5. KAYECTBEH ! KOJIMYECTBEH CBCTAB | OgOBPEHUE N .......csovncrcississinsine, fisasesssasansasssncssssasusosves

Beeku 1 ml pastBop ceabpika 0,336 mg HaTpueB dbnypbunpoden yuxuapat (flurbiprofen sodium
dihydrate), exsuanenter Ha 0,300 mg durypOunpoden HaTpui (flurbiprofen sodium).

[loMOULHO BENIECTBO C U3BECTHO NCHCTBHE

Beeku 1 ml pastBop cbiabpika 5,230 mg TpUHATPUEB LIMTPAT AMXHAPAT, 0,127 mg auHaTpUeB enerar,
0,050 mg THoMepcall.

34 [TLJHUS CIIMCHK HA MMOMOLHHTE BEIECTRA BHXKTE TOYKa 6.1.

J; JEKAPCTBEHA ®OPMA

Kanku 3a ouu, pasTBop.
Buctbp, 6e31BeTeH, €1ab0 BUCKO3CH pa3TBOP, NPAKTHIECKH cBOOOIEH OT BUJAUMH YACTHLIH .

4. KJIMHUYHU JAHHHA

4.1 TepaneBTHYHH HOKA3AHUSA

dnybopa ce H3noJ3Ba 3a:

1) [IpenoTBpaTsABaHe HAa HHTpAONEPATHBHA MHO3a. DyyOOp/L HAMA NPHCHLIKA MHIPHATHYHH
CBOICTBA U HE 3aMeCcTBa MHJIPHATHYHHUTE arcHTH.

2) TpeTupaHe Ha CIIC/IONEPATHBHO BH3NAJICHHE H Bb3NAICHHE CJIC/L 1a3epHa TpabeKyJIoI1aCTHKA
B TIPEHUS CETMEHT HA OKOTO INPH NALMEHTH, [IPH KOUTO HE C€ NPEnopbtiBa CTCPOH/IHA
Teparnus.

42  Jlo3MpOBKA H HAYHH HA NPHJIOKCHHE

Jlo3upoBka

Bv3pacmuu, 6KIIOYUMENHO U XOPAd 6 CMAPYECKA 6b3PAC
3a npel0TBpaTABaHe HAa MHTPa-onepaTuBHa MHO3a, | Karka c¢ npuiara Ha BCEKH I0JI0BMH ac, KaTo

ce 3aroyHe 2 yaca npeau onepanusira.
[ToceanaTa Kanka TpsA6Ba Jia ce NPHIOKH He No-Majiko OT 30 MUHYTH IIPE/H oneparusiTa.

To3u pexxUM Ha JI03MpaHe TPAOBa J1a ce Cra3Ba, 3a Jia e KOHTPOJIMpA CJIC/I0NEPaTHBHOTO BB3NAICHHE

M Bh3NajeHUE clie ja3zepHa TpabeKyJIoriacTHka.
3arnoyBa ce JIBajleceT U YETHPH Yaca cJie/l OllepalusaTa, KaTo e/1Ha Karka ce rpujiara YeTHpH ITbTH

JIHEBHO B NPO/IbJIZKEHKE Ha ITOHE e/1Ha Ce/IMHLA CJICL Jla3epHa TpabeKyJioTuiacTUKa Hiu JBe 110 TPH
Ce/IMULIM CJIEI| APYTH Onepalu. -

ITeouampuuna nonynrayus
BesonacuoctTa ¥ edukacHocTTa Ha Murydop/ npu Aeua HE € yCTaHOBCHA.

Bvbpeuna/uepnoopobuna 1edocmamuvyioc
He e HeoOXxoquMa KOPEKIIHs Ha j103aTa MMPU TaKKBa MAaLHEHTH.

Cmapuecka éb3pacm
He ¢ neoOXxoauMa KOPEKIHS Ha J103aTa MpH TaKKBa MALHEHTH.




HauwH Ha 11puickeHHe
3a OYHO ITPUITOIKEHHE.

DOnybopa ce npuiara JOKaJIHO Ype3 HaKalsaHe B KOHIOHKTHBATHHA CaK.

B ¢LOTBETCTBHE ChC CTAHAAPTHATA MIPAKTUKA, APYTH JICKAPCTBA 32 JIOKAJIHO NPHIIOAKEHHUE HE TpaOBa
aa ce npuiaraT eaAHoBpeMeHHo ¢ Onybopa. Ilpyu npunarale Ha ApYrd MEAMKaMEHTH 34 JIOKAHO
NPUIOKEHHE Ce IPenopbyBa HHTEPBAN OT Hai-MaIKO 5 MHHYTH MEXy NIPHIIaraHeTo M.

4.3 IIpoTHBONOKAZAHHA

. CRpBbX4YBCTBHTC/IHOCT KbM aKTHBHOTO RELUECTBO HITH KbM HAKOC OT NIOMOIIHMTE BEILECTBA.

. HMa 1ToTeHLMA 3a KPLCTOCANA YYBCTBUTETHOCT KbM ALIETHICATMLIMIOBA KHCENHA H APYTH
HECTEPOMIHY NPOTHBOBLINANUTCIHH cpeacTBa. OmybopA € NpoTHBONOKA3AH IPH JIHLA,
KOUTO IIPEAHM TOBA Ca NMPOABHIM YyBCTBHTEIHOCT KbM TE3H JICKApCTRA.

. dnyGopa € NPOTUBONOKA3aH NPH ETMTENIEH Xeprec CHMILIEKC KepaTHT (ACHAPHTEH KEpPaTHT).

. I[IpK HeCTEePOURHHTE MPOTHROBL3MATUTENTHH CPEACTBA CHIRECTBYBA MOTCHILIHAN 32 MTOBHIICHO
KbPBEHE OPAJH CMYIEHHs B arperalysaTa Ha TpombouuTiTe. Ynorpebara Ha dybopa e
MPOTHRONOKA3aHA MPH MALMEHTH C U3BECTHH XeMOCTATHYHH NeDEKTH TN TAKHBA, KOUTO
[IpHeMaT APYTH JIEKApCTBa, KOWTO MOTAT a YAB/DKAT BPEMETO HA KhpBEHe.

. Ony6opa € NPOTHBOMOKA3aH 33 BETPEOYHa YNOTpeda no BpeMe Ha XHPYPruvHu NpoLCaAypH.

. KakTo npH BCHYKM HECTEPOHIHH NMPOTHBOBB3NAIIUTEIHHA CPCACTRA, Onybopa e
NPOTHBOIMOKA3aH Npes TPEeTHA TPHMECThP Ha OpEeMEHHOCTTA.

4.4 CrenHajJHH npeaynpexxaeHns §i NpeAna3Hi MEPKH NPH ymoTpeba

3a3ApaBABAHETO HA PaKK MOJXe Aa cc 3abasH Mo ppeMe Ha ynorpeba Ha dnybopa.
Crobuiapa ce, ue pnypounpoder HaTpHil MOXKe 12 NOBHIIH CKIIOHHOCTTa KhM KbPBEHE B OUHHTC

TBHKAHH, 3aCerHaTH NPH OlepaLuaTa.
[TauueHTHTE C aHAMHE3A 38 XEPIeC CHMIUICKC KEpaTHT TpaOBa Ja ce HabnofaBaT BHUMATEIHO,

nokaro uanonseatr Oaybdopa.
OnyGopi chABPHKA OPraHUYHO XKHBAYHO CheAMHEHHE - THOMEpcas. ToBa MOXe J1a NMPEAN3BHKA

aJIepPrUuHH PEaKLHH.
[1pH NaUMEHTH ¢ ACIMPHHOBO-YYBCTBUTE/IHA aCTMa, ApYTH BHIOBE acTMa, A1abeT, Ha3aIHU MO/IHIIY,

PCBMATOM/IEH APTPMT, APYTH npoGneMH ¢ ounTe (C porobuLaTa, KCepoQTanMHs, MpeAuLIHa
orepaunus), |

45  BsanmogelicTBHe ¢ APYIM JEKAPCTBEHH NPOAYKTH I APYrH GopMH HA B3AHMOACHCTBHE

Benpeky de KIHHUYHUTE [IPOYHBAHHA, TPOBEACHH ¢ AUETHIXOIUH XJIOPH/L H NIPOYYBAHHA BbPXY
YKHBOTHH, W3BBPLLEHH C ALICTHIXOJIMH XJIOPH WK kapbaxo], He ¢a MoKa3a/ii B3aHMO/ICHCTBHE U
HsMa W3BecTHa dapMaxosoruuna 6a3a OT CKCIIEPUMEHTH, CBBLP3aiiv ¢ TO3H NpobieM, Ma cpollLeHus,
ue aLeTUIXOMMH XJIOpKA K xapbaxon ca 6w needeKTHBHH, KOraTo ¢e U3Ioji3BaT NpH HAKOH

XHPYPrHYHH NalMEHTH, NPH KOHTO € n3tion3san ¢pnypSunpoder HaTpHi.

4.6 PeprHauTer, OpEMEHHOCT H KbpMeEHe

DepTUIHTET

JIuncear panny 3a edekra Ha Onybopy BbpXY bEePTWIHTETa NIPH XOpa.




bpeMeHHOCT

HsMa J0oCTATBYHO MH(bOPMaUMA OTHOCHO yroTpebarta Ha Daybopa npyn OpeMEHHH KEHH.
MHXHGMpaHeTO Ha CHHTE3A Ha NPOCTATIaHIHH MOXCE /1 NoB/Mse HeOJIaroNpHUATHO Ha OpeMeHHOCTTa
W/UTH pa3sBUTHETO Ha eMGpHoHa/uona. JlaHnuTe, MOMy4eHH OT CNHAEMHOJIOIHYHH NMPOyHBAHAA,
NpeAnoNaraT MOBUIIEH PHCK OT CIIOHTaHCH abOPT ¥ ChpAeUiia Ma(OPMaLIHA H FACTPOCXUIHC CIICAL
yrnotpe6a Ha HHXHOWTOpP Ha CHHTE3 Ha NPOCTarNaHiMH B paHHa OpPEMEHHOCT. AGCOMIOTHHUAT PHCK OT
ChPAEYHO-CH0BA MaN(GOpMALIHA € YBETHUEH OT No-Manko ot 1%, 1o npubnuanrendo 1,5%. Cmata
C€, € PHCKBT C€ YBENK'UaBA C J03aTa ¥ NPOABIDKUTEIIHOCTTA HA JICHCHHCTO. ExcriepMeHTH ¢
KHBOTHH TOKa3BaT, u¢ NPHIAralieTo Ha HHXHOWTOP Ha CHHTE3 HA NMPOoCTariaHAnH BOAH [0 YBCIIHHUCHA
3aryba npeaH M ciie HMILIaHTallNd, KAKTO U CMBbPTHOCT Ha emOproHa/ruioga. OcBeH ToBa C¢
HabMI0/1aBa yBEIWYEHHE Ha YECTOTATa Ha pasjIHYHM Mai(opMaliH, BKIIOYHTEIHO ChPACHHO-CHAOBH
MaJI(OPMALIMH MPH XKHUBOTHH, NMOMY4YaBailid MHXHOKUTOP Ha NPOCTArJIAaHAHHOBHA CHHTC3 Npe3
OpraHoreHeTHYHHA nepHoa. [1pes MbpBUs W BTOPHA TPHMECTLP Ha OPEMEHHOCTTa He TpabBa Aa ce
nasa hnypounpodeH, 0CBEH ako He e KaTeropu4HO Heo0X0AHMO. AKO Onybopa ce n3on3Ba Npu
JKEHH, KOHTO UCKAT []a POAAT AETE MK Npe3 MbPBHA U BTOPHA TPUMECTHP Ha 6PEMEHHOCTTA, A03aTa
Tps6Ba Ja ce NoAAbPIRA Bb3MOXKHO Hal-1IHCKA H NPOABDKHTENIHOCTTA Ha NEHEHHUETO Tpabsa na Swae

BB3MOXKHO HAH-KPAaTKA.

Tpes mpemus mpusmecmvp NG GPeMeIHOCMMA BCUMKU UHXUOUMOPU HA npocmazNanOuUROBUR CUHME3
Moz2am 0Q u3noHcam niood Ha.

. KapAHO-IyJIMOHATHA TOKCHIHOCT (PAHHO 3aTBAPAHE Ha AYKTYC apTepuosyc i Genoapobia
| XHNEPTOHNA); |
3 6u6peuna anchynkuus (KOATO MOXC Aa Mporpeckpa 1o 610petiio yppexaate ¢
ONIMTOXUAPAMHHOH); |
¢ npw MaiikaTa 1 HOBOPOAEHOTO, B Kpas Ha GpeMeHHOCTTa:

—  yIBJDKABaHE BBB BE3MOXHO BPeMe Ha KbPBEHE, aHTHArperypail epeKT, KOUTO MOXe
J1a ce MPOsABRH JOPH NpH MHOTO HHCKH 103H;

- uHXuGMpaHe HA MATOYHHTE KOHTPAKLIHH, KOETO BOAH A0 3a6aBeHO WK
NIPOBKUTENHO paskaaHe. CnefosaTenHo, GuypbunpodeH HaTpHH €
NMPOTHBOMNOKA3aH TIpe3 TPETHA TPUMECTDP Ha OpeMEHHOCTTA.

Kbpmene

B pe3ynTaT Ha OrpaHHYCHH NpoyuBaiis ¢ ycranoseHo, ue HCIIBC ce exckpeTHpat B Maii4MHOTO
MAAKO B MHoro Hucki koHueHtpaiiid. HCIIBC Tpabsa, ako ¢ BL3IMOKHO, a ¢e H304ArBaT no BpeMe Ha
kppMene. He e u3BecTHO sanyn GypObunpodeH 1 HeTOBH MeTabOJIUTH Ce EKCKPEeTHPaT B KbPMATA.
Tpabea 1a ce B3cMe peLleHHE [dlH J1a CC NPEKpaTH KbPMEHCTO HilM Ja Ce MpeKpaTH/aa He C€ 3aro4Ba
Tepanus ¢ Onybopa, KaTo ce B3eMaT IIPE/IBIJL TIONI3ATA OT KbPMCHETO 32 ACTETO H N0J13aTa OT

TepalHATa 3a MaHKaTa.
47  Edexrn BupXy cnocobHocTTa 32 Htodupane 1 paboTa c MAIIHIH

Cren HaKanBaHe MOXKE Ja CC MOABHM BPCMEHFIO 3aMBINIABAHE HA 3PEHHETO. AKO TOBA C€ CIIyHUH, TpA0OBa
JIa C€ M34YaKa, JOKATO 3PEHHETO CTAHE OTHOBO ACHO NpeaH ogupaHe uin paboTa ¢ MAIIKHH.

4.8 Hexenranu JeKAPCTBENH PCARIAN

CneHiTe HEXCIAHH PEaKUMH ca ¢HoBLUeHH N0 BpeMe Ha ynorpebara Ha dnypbunpopeH HaTpHH B
KIHHAYHH NPOYYBaHHA. | | | -

Muoro uectu (>1/10); Yecrn (>1/100 ao <1/10); Heuecru (=1/1 000 no <1/100); Peax
<1/1 000); Muoro pefixu nexenaii peakiii (<1/10 000), ca npeicraBeH CbIIACHO
oprax-kiac Ha MedDRA. |



Hapywenus na owunie
Mnozo uecmu: npa3HeHe Ha QUHTE, 6omca B O4HTE, XHupema*.

OcBeH TOBa, MO BpeMe Ha OMKTA CJICA IYCKAHE Ha Na3apa ca yCTaHOBCHH CICAAHHUTE HEXKENaHH
peaKiyH.

Hapywenua na oyume
C Heuseecmna wecmoma. KPbBOHINHB B OuuTe®, MUAPHa3a (NPOAL/DKUTEIHA MUAPHA3a), OYHA

XHUIIEPEMHA.
*Ba. Touka 4.4 3a JONBLJIHHTC/IHA HIIPOpPMaLHS.

[leanaTpuyHa nonynanys

BesonacHocTTa H edukacHocTTa Ha Oaybopa I1pH Aelia ¥ FOHOLIH HE Ca YCTaHOBCHH.

Crobarane Ha NoJJO3UPAHH HEXENAHH PeaKLIHU
Crob1iaBaHeTO Ha NOA03HPAHH HEXKEJIaHH PeaKklLHH Clell pa3peniasaHe 3a ynotpeba Ha NeKapCTBEHHA

NPOAYKT € BakHO. ToBa no3sonisBa na NpoAb/LKKH HAGMOACHHETO HA ChOTHOLICHUETO NoN3a/pHUckK 3a
neKapcTBEHHA NPOAYKT. OT MeIHLIMHCKUTE CIIENUATHCTH C¢ H3UCKBA Aa CHOOIIaBaT BCAKA
noA03HpaHa HeXkeNlaHa peakuus Ypes:

HanbaHATEHA areHLMA MO IEKapCTBaTa

yi. ,,JamaH ['pyes® Ne 8, 1303 Co(buﬂ

Ten.: +359 2 8903417 o

yebcaiT: www.bda.bg

4.9  Ilpenosupane

ITpeno3upaneTo o nokaming o TanMonoruueH T oOMKHOBEHO He OM NPHUMHAIIO CEPHO3CH
npobnemn. TIpu ciyyaiiio NOFNBILAHE IcyeHHeTo TpAOBa 1a Ob/ie CUMNITOMATHYHO.

5. ®APMAKOJOI'HYHU CBOUCTBA

51  dapmakoAHHAMHUYHH CBOIICTBA

(dapMaxkoTepanesTHYHa rpyna: NPOTHBOBBL3TIUIHTE/IHH CPEACTBA, HECTCPOHIHH.
ATC xon: S01BC0O4

dnypGunpodeH HATPHIT ¢ HECTEPOHHO NPOTHBOBB3TIAHTCIIHO CPEACTBO, KOETO MHXHOMPA CHHTE3a
Ha NPOCTATNAHAYH Ype3 HHXUOHpaHe 11a eH3HMA LIMKJI0-OKCHAreHasa.
OdTanmonornyHaTa XUpyprus NpH4HHABa ocBoboXkaaBaHe Ha NpocTariaHIHHY, KOETO BOAM 10

nogBaTa Ha MHO3A.

HM3pecTHO e, de edeHuneTo ¢ GpnypbunpodcH HaTpuit npeay onepalyaTa NpeoTBpaTaBa HHTpa-
OMepaTHBHATA MHO3a H Ce CMATA, tIe TOBA CC ALK Ha MHXUOHpaHeTo HA OKYNIapHOTO

oCcBOCOXK/JaBaHe Ha MPOCTArJIaHAHH.
CHMNATHKOBATA HEPBHA CUCTEMA He CE BJIHAE OT TO3H MEXaHU3LM H B KIIMHUYHHTC NPOYYBAHUA HE €

YCTAHOBEHO MHXHOMpaHe Ha MHO03aTa, MeAHUPpaHa OT aUETHIXOJIHH.

M3BecTHO € CbLIO, ¥e NPOCTAMIAHAKHHTE ca MEAKATOPH Ha HAKOW BHAOBC BETPCOUHH BH3NIAIIUTE/IHH
npouecH. B mpoyuBaHus, npoBeen fPH XKHBOTHH, C€ BHX/A, Y€ NPOCTArTaHAWHATE NpeAN3BUKBAT

JNEeBKOILIMTO3a H MNMOBHIIICHO BBTPEOUHIO UAAATAHE.




5.2 PapmMakoKHHETHIHH CBOKCTDA

Ab6copbuus
CrobuiaBar ce KoHUeHTpauuy Ha ¢nypbunpoder ot 213 ng/ml BLB BLTpeOYHATE TEYHOCT ClIe]]
[IPUJIAT3HETO MY Npe3 MOJOBUH Yac, /Ba 1aca Npeay NPoBexAaHe Ha onepauHAaTa.

Pasnpeaenenue
JlekapcTBOTO NPEMHHABA B CHCTEMHOTO KphBooOpailieHHe., AOcopOHpa ce OT KOHIOHKTHBATA H

CKJIepaTa.

Merabonuism
JlanHHTE HE ca HAJIMYHH.

EnuMHHUpaHe
dbnypbunpodeH ce CBBP3BA C MPOTEHHN H HMA ALJIBI NIOJYKHUBOT HA €NTHMHHHPAHC BB BbTPEOUHATA

TEUHOCT.

53 IIpexxynHn4HN JaAHA 33 GeonacHocT

Hama npeaxkIMHYYHK JaHHH OT 3HAYCHHE 32 JICKAPCTBOTO, JOMLIHUTENIHH KbM T€3H, KOWTO BEYe ca
BKJIIOYeHH B KpaTkaTa XapakTepHCTHKA 1ia NPOAYKTa. | '

JILJITOCPOYHHTE TIPOYUBAHHSA NPH MUILKN W/HTH ILTBXOBE OT NPCAKIUHHYHA JaHHH [TOKAa3BAaT, M¢

HiMa KaHLICPOrCHCH PHCK 33 XOpaTa.
He ca MpOBCAHIAAHN ABLATOCPOYHH MYTArciiHi H3CIeABaling InpH *KHBOTHH.

6. ©®APMALIEBTHYHU JAHHH

6.1 Cuauchk Ha NOMOMIHHTE BEIIECTRA

[TonuBUHWIOB AKOXON

Harpues xnopua

TpuHaTpyes LUMTPAT AUXHIPAT
Kanues xnopua

JIMMOHEHA KHCeNHHa MOHOXHAPAT
JdHaTpHeR eAeTaT

TuomMepcasn -

XJI0pOBOJAOPOAHE KMCENHHA
Harpues xuznpokcu

Boaa 3a HHDKEKILAH

6.2 HecnBMecTHMOCTH
Henpunoxumo.
6.3 Cpok naroasocr

36 mecena.
Cpok Ha TORHOCT CJIEA ITbPRO OTBapANC - 15 AHH

64 CocauaidHH YCJI0BHA HA CLXPRUCHNE

Ha ce cuxpansisa oy 25°C.
CuxpaHaBaiTe OyTMNKATA TUIBTHO 3aTROpEA,




6.5 Bua v chAbLpkaHHEe HA ONAKOBKATA

Enna 6ana, venpospauna LDPE 6ytunka ¢ 6an LDPE annukarop-kankomep, 3atBopena ¢ LDPE
kanauxa Ha suHT M HDPE 3awmiuteH npbeTes ¢ obem 5 mi.

CbabpkaHueTo Ha onakoBkaTta € 2,5 ml @nydbopa Kanku 3a ouu, pasTBop.

6.6 CnenManHu npeanainyd MEepKH NpH H3XBLPJsHe ¥ pabdoTta

Hen3nonsBaHUAT NekapeTBEH NPOAYKT WK OTNaAbYHHTE MaTepHanH OT Hero TpaOBa Aa Ce U3XBBPIAT
B ChOTBETCTBHE C MECTHUTE U3UCKBAHHS.

7. IIPUTEXATEJ HA PASPEIHIEHHUETO 3A YIIOTPEBA
Bopnaa Meaucuue Espona EOO/]

yi. ,,bopuc PymeHos® 16
1407 Codus, bearapus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA
Per. Ne 20210230

9. JATA HA TBPBO PA3ZPEIIIABAHE/TIONHOBSIBAHE HA PA3PEINEHHETO
3A YIIOTPEDBA

JlaTta va nspeo pazpeulapaHe: 04 aeryct 2021
JlaTa Ha nocaeAHO NOAHOBABAHE:

10, JATA HA AKTYAJIUIUPAHE HA TEKCTA

12/2025




