KPATKA XAPAKTEPHCTHKA HA TPOAYKTA
1. UME HA JIEKAPCTBEHMS IMPOAYKT

Anmupan 1,16 % ren
Almiral 1,16 % gel

2. KAYECTBEH H KOJIHYECTBEH CbhCTAB

Bcexn rpam ot AJIMHUPAJL 1,16% ren cbabpka karo nekapcTeeHo BeulecTso 11,6 mg
AvKJIodeHaK AHEeTHIAMKH.

3a ITbJIHUA CIINUCHK HA NMOMOLIHHTE BeIlecTBa BHKTE TOYKaA 6. r

e

N3NLAHUTENHA ATEHUMSA N0 NEKAPCTRATA

pa

3. JEKAPCTBEHA ©OPMA | Kpamxa XBPAKITPDUCTINE HE NDOGYKMA - [OUAOMENL: |
Kb Pse. Ae ‘1@01‘9213

['en.

4, KJHHHYHHU JAHHH
4.1. TepaneBTHYHH HOKA3AHNSA

AJIMHPAIJ] e nokazan 3a:

* JIOKATHO CHMITITOMATHYHO JIeYEHUE Ha Bb3NaneHue, 060Jika H OTOK NPH Bb3NAJMTEIHH U
AereHepaTHBHM 3a000ABaHUA W TPaBMHU Ha OTIOPHO-ABUIaTENHHUS anapart (CyXOxKHWIHA, MYCKYIIH,
CTaBi);

* NOKanHA ¢(opMHM HAa M3BLHCTaBeH peBMaTH3bM HA OIOPHO-ABHraTelHUs anapar,
HanpuMep TEHAOBAarHHUT, OYPCUT, CHHAPOM paMO-pbKa M I€pUaPTPONaTHA.

Ilpn Te3u nokasaHus neueHUeto TpadBa na Obae npeoleHsraHo 14 IHH cnea 3aMo4YBaHETO MY.

AJIMHUPAJl ren ¢ noka3aH ¥ Karo CHOMArateiHO CPEACTBO NPH NOKAIHM (opMH Ha

RErCHEPATHBHH CTaBHM 3a00NABaHHMA, HaNpUMep OCTEOApPTPHT Ha NepudepHH CTaBU H Ha
rpbOHa4YHuS CTBHIO.

[Ipu Te3n nokasanus nedeHHeTo TpAbBa Aa ObAe NpeoLUeHEHO 4 CEAMULHM Cllel 3aMOYBAHETO MY,

4.2. lo3HpORKa H HAYHH HA NPHJIOKEHHE

Ho3npoBka

Bw3pacmnu:
['enbT HEXHO ce BTPHBA B 3acersarara koxkHa obnacr 3a nevyeHue. B 3aBUCHMOCT OT pa3Mepa Ha

3acerHarara obusact, TpAOBa Ja c€ HaHACAT Okono 2-4 g res (€KBUBAEHTHO Ha KPbrjia Maca ¢
AUaMeTbp OKOJIO 2 — 2,5 ¢m), TPU A0 YETUPH IIbTH JHEBHO.
Pouere TpabBa ga 6baar Uu3MHUTH, clle] NPHIOKEHNE, OCBEH aKO JIGUEHHETO HE € MpeAHAa3HAuYEeHO

3a pPBLETE.

Hayuenmu ¢ cmapyecxa gv3pacm. T
Tpabea na ce u3non3ea npenopbuBaHaTa AHEBHA J103a 34 Bh3PACTHH. / CATRTR v g TN
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Heya:
I1pn Ta3u rpyna nauMeHTH He € ycTaHOBeHa OGe3onacHocT U edpukacHoct. AJIMUPAIJL ren He ce

[IpENOPLHUYBA NPH Ta3HK Ipyliad MNALIHEHTH.

Hepnoopobra neoocmamuvusocm:
Ilopanu HECKUSA NMOTEHLUAN 34 CUCTEMHA pe3opOdiUa HE ce H3MCKBA HAMAJIEHUE Ha [03aTa.

bvbpeuna nedocmamuvunocm:
[Topaan HUCKHA MOTEHLMAN 3@ CHCTEMHA pe30opOIIiHg He ce M3HCKBA HAMAaJIEHWE Ha A034aTa.

HauyuH Ha npunoXeHHe

3a KOXHO NPUIOKEHHKE,

['enbT ce HaHacs BbpXY 3aCErHATHTE YA4CTHU Ha TANOTO HAa ThHBK CJIOH H BHUMATENHO CE BTPHBA B
koxcara. Crnej ToBa prleTe TpsOBa fa ce M30BpLUAT C XapTUEHA KbpPIa M CJie]] TOBA Aa CE H3MHAT,
OCBEH aKO PBLETE HE Ca TPETHPAHATA 30Ha.

AKO cllyyaliHO c€ HaHece TBbpPAE MHOrO ref, U3IMIIHUAT res Tpa6sa Ja ce u30bplLue ¢ XapTUeHa
Kbpra.

XaptueHaTa Kbpna TpaOBa Aa ce M3XBbpPAM NpH OUTOBHTE OTHAABLM, 32 Ja C€ NPEeaOTBPaTH
NomnafgaHeTo Ha HEU3ION3BaH NPOJAYKT BbR BOJHATA cpeaa.

Ilpean na nocraBuTe npeBpb3Ka, rensbT TpadBa ga ce OCTaBH Aa M3ChXHE BLPXY KoXKaTa 3a
HAKOJIKO MHHYTH.

4.3. [IpoTHBONOKA3aAHAA

CBpbX4YBCTBHTENHOCT KbM  JHKIO(EHAK, AUETHICAIUIHIOBA KUCEJWHA HWIAH  JpYyru
HECTEPOUHH NpoTHBOBb3NanuTenHu cpeactea /HBITBC/.

CBpPBXYYBCTBHTEIHOCT KbM IMPONWIEH TINHKON, H3ONPOMHU/JIOB alKOoXon MJM KbM HAKOE OT
APYTHTE ITOMOLIXHH BELLECTBA Ha reJa.

[TauveHTH, ¢ UK Oe3 XpOHHYHA acTMa, NMPH KOUTO ALETHICANHLUNOBA KHCEINHA HWNIM APYrH
HECTCPOHIHH NPOTHBOBB3NAJHUTEIHH CPEACTBA Ca NPEAU3BUKAIU ACTMATHYEH MPHUCTBLI, OCTHP

PHHHT KIIH ypTHKApHA.
[Tpunoxenne BPXy MecTa ¢ KOXXHH HapaHABaHHS HITH OTKPHTH TPaBMH.

4.4 Cnenna/IHH NpeAyNpekIeHHs H NpeANa3ZHH MEPKH NPH ynoTpeba

lIpedynpescoenun:
He ¢e nocoysar.

IIpeonasznu mepru:
[launentute TpadBa Aa 6bAaT npeaynpexaasaHu ga n30areat ynorpebara Ha APYrH nepopaiHu
HCIIBC, To# kaTo yecToTara Ha HexeNaHUTE peaKilHH, 0coOeHO CUCTEMHH edeKTH, MOXe Ja ce
MOBHIIM (BHXK CbLIO 4.5. “B3anMoaeicTBHE ¢ APYrH JIeKapCTBEHN NPOAYKTH H ApYrH dopMu Ha
B3aUMOIECHCTRHE ).

He Tpabea na ce npunara ¢ Apyru npoiyKTH CbIObPXKALIH JHKITO(pEHAK.

NMpeBpPb3Ka.




He ce no3BoagBa reqbT Aa BIKH3a B CbIIPHKOCHOBCHHEC C OHH UJIK JIMTaBHILIH,

['ensT He TpaORBa na ObAE NPUEMAH NepopaHo.

HanuyHM ca u3onaupaHu ChOOLISHHS 334 Bb3MOKHO CTOMAIIHO-UPEBHO KbpBEHE MpH MALMEHTH C
aHaMHe3a 3a NOoJ00HO ChbCTOAHHE,

4.5. BzanMmoaeiicTBHE ¢ APYIrd JeKAPCTREHH NPOAYKTH B Apyra GopMB Ha B3auMoaeficTene

CucreMHata pe3opbums Ha rena € HUCKa M 3aTOBa BEPOATHOCTTA Ad C€ MPOABAT HAKAKBH

B3aHMOJIEHCTBHA € MAJIKA.
He ca u3BecTHH B3auUMoIecicTBUSA NPpH KOXKHO NPHN0KEHHE Ha ,umcﬂmbemalc.

3a B3aUMOJEHCTBUATA HA NEPOPANHHTE N030BH GOpPMH Ha Aukaoderax nexkapat TpabOBa aa ce
kodcyntipa ¢ KXII Ha cboTBETHaATa nepopanHa opMa Ha AUKIIOGEHaK.

4.6. @epTRIANTET, OPEMEHHOCT B KbLPMEHE

bpeMeHHOCT
M3cnensaHusTa, NpoBeAEHH ¢ XHBOTHH, MOKA3BAT YBEJNYEHA H4€CTOTA HAa AMCTOHHMA U 3abaBeno

paXciaHe, KOrato NPUIOXKEHUETO Ha NPOAYKTa NPOABLJAXHU B KbCHHA CTAAHH HAa OpeMEHHOCTTA.
[lonoOGHU NpoyyBaHHs He BUHArY ca nNOKa3zaTe/IHH 3a MOBEACHHETO NPH Xopa.

Ynorpebata Ha HHXMOMTOPH Ha MpOCTArNaHAWHOBMA CHHTE3 B MNOCIEAHHA TPUMECTbD Ha
OpeMEHHOCTTa MOXe Ja NPeAU3BHKa UHEPTHOCT Ha MaTKaTa MM npexAeBpeMeHHO 3aTBapaHe Ha

OYKTYC apTepHO3YC.

Hama agexBaTHH W noOpe KOHTpOJMpaHM Npoy4uBaHHA NpH OpPEeMEHHOCT Ha Xopa C JIOKaleH
avkiogenak, 3aTopa ynorpedara no BpemMe Ha OpeMEHHOCT He ¢e Npenopbysa.

Kbpmere
He € W3BeCTHO JanH JIOKATHOTO NPUIIOKEHHE BOAN 0 OTACNSHETO Ha AMKIO(EHaK B KbpMaTa H
NpyH XOpa HAMAa JOCTaTh4HH JaHHU. 3arosa npuiaoxkeHvero Ha AJIMUPAJl no Bpeme Ha

KbpPMEHE He ce MpernopbyBa.

4.7. EdekrH BBPXY c10c06HOCTTA 32 INodHparae H paboTa ¢ MAIHHH

He ca u3BecTHH edeKTH BbPXY ¢nOcoOHOCTTA 3a odHupaHe / paboTa ¢ MallMHK.

4.8. HexkeIaHH NeKAPCTBEHR PeaKIHN

Hapywenus na xoxcama u nooKOXCHama mvKau:
[lonskora moxke na MMa Clyyay Ha ajeprdueH WM HeanepriueH KOHTAKTEH AEpMAaTHTH.

CuMIITOMHTE MOraT Aa BKJIIOYBAT: Cbpbex, 3auepBiBaHe, OTOK, MANyJH, BEIUKYJIH, OYyNd HIH

NIOLIEHE Ha KOXKarTa.
C HewnsBecTHA YecToTa (OT HATMUHUTE JaHHH He Moxe Ja Obae HanmpaBeHa OLEeHKa) MOraT ia ce

[IPOABAT yCeLUaHe 3a MapeHe Ha MACTOTO Ha MPHIIOKEHHE H CyXa KOXKa.

Cucmemnu peaxyuu.




Cucremnuara abcopOumnsa € MHOTO HHCKa ciel] KOXKHO MPUIIOKEHHE Ha AHKJI0(EeHaK B CPaBHEHHE C
HHBaTa, NOCTHIHATH CJIe] EpopanHa UK NapeHTepalHa Tepanus ¢ AnkiodeHak. Br3MoxHocTTa
OT MOABAa HAa HEXEeNaHU peaKklUWH OT CUCTEMEH THUN CleJl KOWKHO NPUIOKEHHE € OTHOCHTENHO
HUCKa B CPaBHEHUE C HEXENAHWTE peaklUUH cliel NePOpaHO HIH NapeHTepaHO MPHIIOKEHHE.
Bbnpeku ToBa, aKko reabT ce€ MpUara BbPXY IOJIEMH KOXHH Y4acTblUW 3a ABJIBI MEPHOA OT
BpeMe, Bb3IMOXKHOCTTa OT TAKMBA HeXeNaHH DeakuMh He MOXe Ja Oble H3KIYeHa. AKO ce
npeaBuxaa noaodeH tun ynorpeba, nekapst TpAdGBa ga npoBepH cnelHPHUHHTE MPEMIOPLKH Ha
NepopanHUTE A030BH (POPMH B AONBIHEHHE KbM HACTOALIUTE MPENOPbKHY.

Mma  w3onmupann  cboOuleHHs 3a  reHepanu3MpaH  KoxeH oOpHB, peakuMH  Ha
CBPBXYYBCTBHTEJHOCT KaTO acTMATHYHM aTakl MM AaHTHOeAeM, KaKTO W peakKlHH Ha
(OTOYYRCTBUTEHOCT.

3a 1a ce Hamanu pUCKa OT POTOYYBCTBUTENHOCT NaluMeHTUTe TpabBa Aa 64aT nochbBEeTBaAHU Na
H30srBaT U3jlaraHe Ha NpAKa CAbHYEBA CBETJIMHA.

Mma peaku cpobuieHus 3a  acTMa INpM  NAUMEHTH, M3NON3BAllM  HECTEPOMIHU
MPOTHBOBB3NAINTENHN CPEACTBA 34 KOXKHO MPUIIOXKEHHE,

CoobuiaBaHe HA NOAO3HPAHH HEXENAHU pPeaKLIMH

CoobulaBaHeTo Ha MOAO3ZHPAaHH HexeNaHH peakuud chnej paspelliaBaHe 3a ymoTtpeba Ha
NEKApCTBEHUA NOPOAYKT € BaxHO. ToBa TMO3BONABa Ja NPOAbIKH HAOIIOAEHHETO Ha
CLOTHOLIEHHETO NoN3a/ PHCK 3a NeKapCTBEHHS MPOAYKT. OT MEAHUMUHCKUTE CIELHAIHCTH Cce
H3KHCKBA 3a CHOOINABAT BCAKA MORO3ZMpPAHA HEXEJIaHA peaklUs 4Ype3 HaUWOHANIHATa CHCTEMa 3a
cpoOLaBaHe:

M3nbaHuTenHa areHUHs Mo leKapeTBaTa

yin. ,,JdamsiH ['pyeB” Ne 8

1303 Coduns

Ten.;: +35 928903417

yebcalit: www.bda.bg

4.9 Ilpenosnpane

Cumnmomu.
Ilopany MHOro HMckata cHCTeMHa pe3opbuna Ha AJIMHUPAIJl ren e M3kIIOUMTENHO MaKo
BEPOATHA BE3MOXKHOCTTA 3a NIPEao3vpaHe. Ciy4aliHOTO norjablUlaHe MOXe JAa JOBEAE RO

CEpPHO3HH CHCTEMHH €(EKTH U YC/IOKHEHUA. Bbhpeku ue, He MOXe Aa ce NpeABHAM THITHHEH
KAUHUYEH CTaTyc, NpeAo3WpPaHETO MOXe A0 JA0BEAe [A0 CTOMAUIHO-YPEBHC Jpa3HEHe,
pecnupaTropHa aenpecus, 0b0peUHa HENOCTATLYHOCT U XHITOTOHUA.

Jlevenue:
Hama cneuuuueH anTHAOT npu npeaosupaHe ¢ AWKiIodeHak M 3aToBa JICHEHHETO Ha
Npeao3HpaHe € CUMITOMATHYHO H TTOAABPKAILLO.

[IpeanpuemMar ce obuiMTe TepaneBTUYHH MEpPKH, OOMKHOBEHO CBBP3aHH C MOBEAEHHETO IPH
npeao3upaHe ¢ HecTepouAHM npotuBoBL3naluTeNHn cpeactea (HCIIBC). Twit kato HCIIBC
BbB BHCOKA CTENEH Ca CBbpP3aHH C I[JAa3MEHUTE TNPOTEHHH H NOANEKAT HAa EKCTEH3HBEH
METa0OJIH3IbM € MaJiko BEpOATHO Xemoauanusa, xeMonepdysns unn dopcupaHara aMypesa &
OT Mon3a.




l’lpu YCUIOKHEHHA KAaTO XHINOTOHHA, 6’bﬁpELlHa HCAOCTATBbYHOCT, I'bpP4YOBE, CTOMAlLUHO-4YPEBHO
APAa3HCHE H PECNIHUpPATOpPHA ACTIPCCHUs TpHGEﬂ Ada CC IIpHJjara noaaxbpxatio H CHMIITOMATHUYHO
JICHCHHE.

5. PAPMAKOJIOTHYHH CBOHUCTBA
5.1. PapMakoJHHAMHYHH cBOficTBa

ATC xoa: MO2AA 15

AJIMHUPAIJl ren e HecreponaHo npotusosbinanutenuo cpeactso (HCIIBC) ¢ ananretHuHu
CBOHCTBA, NMpEeAHa3HAYEHO 34 KOXKHO NpHaoxkeHHe. Tod € MHXUOMTOpP Ha mpocTarnaHiMHOBHS
CHHTE3 /uMKnookcureHasa/. Ilopagn BOAHO-aNKOXONHATA CH OCHOBA renbT MPOABABA CHILO
o0eKk4aBalo M OXJNaxaalo nehcTere.

S.2. DapMaKOKHHEeTHYHH CBOHCTBA

Jloxannorto npunoxenne Ha rena AJIMUPAJI Boan mo pe3opOunsg Ha €KapCTBEHOTO BELLECTBO
upes koxara. Pesopbupa ce npubnausutenso 6% oT npunoxeHara A03a, KOETO € OLEHEHO NPH
3apaBu NOOPOBOJILM Ype3 CTENEHTA Ha eKCKpPEeLUWs B YpHHATa Ha ankiodenak B MetabonuTure.
Jduiiodenak npeMHHaBa 10 Bb3NajJeHUTe 00NacTU cliell TOKAJHO MPHIOKEHUE 10 MACTOTO Ha
Bb3naieHue. JIOKaATHOTO NPUII0KEHHE BLPXY CTABHTE Ha PbLETE H KOJCHETE BOJAK J0 N3MEPHMH
HUBA Ha JUKNO(EeHAK B CHHOBHATHATA TEYHOCT, TbKAaHH H Mia3Ma. MakcuMannute nnasMeHH
HMBA Ha AMknodenak ca npubnuzutenHo 100 MbTH NMO-HHUCKH ClEA JOKAJHO NPHIOXKEHUE, B
CPaBHEHHE € NEPOPATHOTO IPHAOKEHHE.

3.3. [IpeaxknnHAYHA NaHAH 32 Oe3onacHoOCT

Hsama HoBa 3HauumMa WHpopMaius

6. PAPMAIIEBTHYHH JAHHH
6.1. CnuchLK HA NOMOINHHTE BeLeCTBA

[IponuneH rnuron

H3onponaHon

Kapboxcunonumerunex (Kapbonon 940)
HAUnporHieH rMTUKO MOHOMETH] eTEP

MeHTOBO Macio
[Ipevyncrena Bona

6.2. HechBMeCTHMOCTH
He ca U3BeCTHH

6.3. Cpox na roanocr

2 roguHH
[lepyoa Ha H3non3BaHe ciaed NbLPBO OTRAPAHE: 3 Mecela.

6.4. Coenuaug yc10BHA 33 ChXpaHeHHe




Ila ce cbxpansBa npu Temneparypa noxn 25°C.
Jla ce cbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a Jela.

6.5. Bua B chaABbpKAHAE HA ONIAKOBKATA

AJIMHUPANT ren 1,16% ce npeanara B anymHHHeBH TyOm ot 25 g, S0 g u 100 g ¢
MOJUIPONHIIEHOBA Kalla4yKa Ha BUHT U DaHka oT 250 g, nocTaBeHH B KAPTOHEHA KYTHA.

He BCHUKH BH0OBE OMAaKOBKW MOrat Ja 64T NyCHaTH B npojaxoa.

6.6. CnenuajiHA NpeANa3HH MEPKH NPH H3XBLpAgHE H paboTa

Pouere ce uamupBar ciel HanacaHe Ha AJIMUPAIJI ren, ocBeH B ciiyuyauTe KOraTo phlieTe ca
MJCTOTO 3a npuioxeHue. Kanadkara ce 3aBbpTa A00pe ciel Besgka ynotpeba.

Hen3non3BaHUAT nekapcTBEH NPOAYKT WJIH OTNAaAbUHHTE MaTepHalH OT Hero TpabBa ja ce
HU3XBBbPJAT B ChOTBETCTBUAE C MECTHHUTE H3HCKBAHHMAL.

7. IPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kunsp.
8. HOMEP(A) HA PAJPELILIEHHUETO 3A YIIOTPEBA

Per. Ne: 20010279

9. AATA HA IIBPBO PAZPEHIABAHE/ IOJHOBABAHE HA PASPELHIEHHETO 3A
YIIOTPEBA

Jata Ha nbpBO paspewasane: 06 mapt 2001 r.
Hata Ha nocneano noaHoesagare: 13 nexemspu 2006 r.

10. IATA HA AKTYAJIU3HPAHE HA TEKCTA

06/2024



