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KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA 0 9-10- 201

1. HME HA JIEKAPCTBEHMSA ITPOAYKT
Anmupan 1.16 % ren
Almiral 1.16 % gel

2, KAYECTBEH H KOJIHYECTBEH CHCTAB
Bceku rpam or AJIMUPAII 1.16% ren cbaspika kato nekapcTseso Bemectso 11.6 mg

JUKJIO(EeHaK IHEeTHIaMHH.
3a mBIHHA CNIHCHK HA MOMOLHUTE BELIECTBA BHXTE Touka 6.1,

3 JIEKAPCTBEHA ®OPMA

Ien.

4, KJIMHHYHH JAHHHA
4.1. TepaneBTHYHH NOKA32HAA
AJIMHUPAII e nokasaH 3a:

. JIOKAJIHO CHMIITOMaTHYHO JIeYEHHE Ha Bb3NnajeHHe, 60/Ka H OTOK MpPH Bb3NANUTENHH H
JiereHepaTHBHH 3a00/IBaHHA W TPABMH Ha ONOPHO-ABHTaTeNHUA anapat (CyXOXIHA, MyCKYJIH,
CTaBH);
. NokanHH (OpMH Ha M3BBHCTABEH PEBMAaTH3bM HA ONOPHO-ABMraTe/IHMA amnapar,
HalpHMep TeHAOBarHHHT, OypPCHT, CHHAPOM paMo-pbKa H TIepHapTPONaTHs.

Ilpu Te3sn nokasaHus nedeHuero TpsGBa gna Obae npeouenssano 14 auM ciepn

3aMno4BaHeTO MY.

AJIMHUPAIJI ren e mokasaH M KaTO CNOMAraTejHO CPEJCTBO NPH JOKanHH (opmu Ha
JereHepaTHBHH CTaBHM 3a00/IsBaHM#A, HANpUMEP OCTEOAPTPHT HAa mNepudepHH CTaBH M Ha

rpeOHaYHMA CTHIO.

[Ipn Te3u nokazaHus jeveHuero TpaAbBa na Gbae npeoueHeHO 4 ceAMHLM Clen

3a1M04YBaHETO MY.



4.2, lo3HpOBKA ¥ HAYHH HA NPHJACKEHHE

Bw3pacmnu:

l'enbT HEXHO ce BTPHBA B 3acerHartata koxkHa oGnact 3a nedenue. B 3aBHcuMmocT ot
pasmepa Ha 3acerHatara obzact, TpAGBa Ja ce HaHAcAT OKOJIO 2-4 g rei (€KBHBaJEHTHO Ha
KpbIjla Maca ¢ JHaMeTbp OKoJo 2 - 2.5 cm), TPH 0 YETHPH TBTH AHEBHO,

Pouere Tpabsa na Obaar M3MHMTH, Cnel NpPHIOKEHHE, OCBEH aKO JIEYEHHETO He e

TNpeiHa3Ha4Y€eHo 3a PhLETE.

Hauuenmu 68 Cmap4ecka ev3pacm.

Tpabea na ce n3nonsea npenopbrYBaHaTa JHEBHA /103a 3@ Bb3PACTHH.

Heya:
IIpu Ta3u rpyna nauumeHTH He e ycraHoBeHa GesonacHocT M edukacHoct. AJIMUPAJI

reql He ce NMPenopbyBa NMPH Ta3H rpyna nalueHTy.

UYepHoopobHa HedocmamvuHocm:
[lopajy HHCKHS TOTEHLHal 33 CHCTeMHa pe3opOuMsA He ce H3HCKBAa HaManeHHe Ha

JAo3ara.

bvopeuna neoocmamvunocm:
INopanu HHCKMA NOTEHLMan 3a CHCTeMHa pe30pOLHs He ce W3MCKBA HaMaleHHWe Ha

jaosara.

4.3. IIpoTHBONOKA3AHHA

CBpbX4yBCTBHTETHOCT KbM JHKIO(EHAK, AUETHICATHLMIOBA KHCENMHA WIH ApYTH
HECTEPOH/IHH NPOTHBOBb3NanuTenHu cpeacrea /HBIIBC/.

CBpPbX4YYBCTBHTEIHOCT KBbM MPOMHUIEH IJIHKOJ, H30MPOMNHJIOB ANKOX0J HJIH KbM HAKOE
OT ApyruTe NOMOIIHH BELIECTBA Ha rejia.

[TauuenTH, ¢ uaH 6e3 XpOHHYHA acTMa, MPH KOMTO ALETHJICAIHIIHIOBA KMCENHHA WIH
ApYTH HECTEPOMAHH NMPOTHBOBB3NAIMTENHH CPEJICTBA Ca MpPEJH3BHKAIH ACTMATHYEH MpPHCTBI,
OCTBP PHHHT WJIH YPTHKAPHSA.

[TpunoxeHue BbPXy MeCTa C KOXHH HapaHABaHHSA MIIH OTKPHTH TPABMH.



4.4 Cnenua/ine npelynpexIeHHs H NPeANa3HH MEPKH NpH ynoTpe6a
IIpedynpexcoenus:

He ce nocousar.

IIpeonasnu mepxu:

[Taunenture Tpabsa na 6vnar npenynpexaaBaHu na usbsrsatr ynorpeGara Ha Apyrw
nepopanin HCIIBC, Thii kaTo yecToTaTa Ha HeKENaHHTE peakiuy, 0cOOEHO CHCTEMHH edeKTH,
MOXe Jla ce MOBHILUK (BHXK chINo 4.5. “B3aumoneiicTBue ¢ APYrH JieKapcTBEHH NPOAYKTH H APYTH

¢dopmu Ha B3auMoAeiicTBHe™).

He tpsa6Ba j1a ce npuniara ¢ Apyru NpoAYKTH ChAbPKALLH JUKIO(EHAK.

l'enbT TpabBa na ce npunara Ha MHTAKTHA, 3/paBa KOXa M Ja He Ce MOCTaBA Ha PaHM,
OTKPHTH JIe3HH HIIH MO-TeXKKH OTKPHTH HapaHsBaHus. ['enbT He TpsbBa fga ce wW3non3sa
CBbBMECTHO C MPEBpPb3Ka.

He ce no3BosisBa reibT Aa BAK3a B ChIPHKOCHOBEHHE C OYH HIIH JIMTABHIIH.

IenbT He TpsOBa na 6be NpHeMaH NepopaHo.

Hanuunu ca H30JIHpaHH C’bOGH.[CHHﬂ 332 BB3MOXHO CTOMALUHO-YPEBHO KBPBEHE MNpH

NalHeHTH ¢ aHaMHe3a 3a NoA00HO ChCTOAHHE.

4.5. BsammopeiicTBHe ¢ ApPYrH JIeKAPCTBEHH NPOAYKTH H JApyrH ¢opMH Ha
B3auMo/eiicTBHE

Cuctemnara pe3opOumns Ha rejla € HHCKa H 3aTOBAa BEPOATHOCTTA /a C€ MPOABAT HAKAKBH
B3aHMOJIEiCTBHA € MaJIKa.

He ca n3BecTHH B3aHMO/IEHCTBHS NIPH KOXKHO NPHIIOKEHHE HA AHKIO(EHaK.

3a B3aumojeiicTBHATA Ha mepopanHuTe N030BH (GOPMH Ha AMKIOodeHaK nekapsaT TpaGBa

Aa ce koucyntupa ¢ KXII Ha choTBeTHaTa nepopaiHa gopma Ha AukIoQeHak.

4.6. ®epruauTer, GpeMEeHHOCT H KbpMeHe



BpemenHocT
H3cenBanusTa, NpoBeeHH C XHBOTHH, NMOKa3BaT yBeNMYeHa YeCTOTA HAa JHCTOHHS M
3a0aBeHO pak/laHe, KOraTo TNpPHJIOXKEHHETO HAa MPOAYKTa NPOAB/XKH B KbCHMA CTaauil Ha

OpeMeHHOCTTA.

Ilopo6GHu Nnpoy4BaHHA He BHHATH Ca NIOKA3aTe/THH 3a MOBEAEHHETO NPH XOpa.

Ynm'peGaTa Ha HHXHGHTO]JH Ha MpocCTarjaHAHHOBHA CHHTE3 B MOCJIEAHHA TPHMECTHP Ha
GPCMEHHOC'ITE MOXe [1a IpeAH3BHKA HHEPTHOCT Ha MaTKaTa HIIH NpexIeBpeMEeHHO 3aTBapsaHe Ha

JIYKTYC apTepHOo3yc.

Hsma anexsaTHu W n00pe KOHTpONHMpaHH NpOy4YBaHHs TpPH OPEMEHHOCT Ha Xopa ¢

nokaneH puknodenax, 3atosa ynorpebara 1o Bpeme Ha GpEMEHHOCT He Ce NpenopbYBa.

Kvpmene

He e M3BeCTHO jany NOKANHOTO NPHIIOKEHHE BOAH O OTAENAHETO Ha AMKIOdEeHaK B
KbpMaTa ¥ NPH XOpa HAMA JIOCTaThYHM JaHHH. 3aToBa npuiaoxkeHueto Ha AJIMUPAII no speme

Ha KbPMEHE He Ce Npenopb4sa.

4.7. EdexTn BbpXy cnoco6HOCTTa 3a modpHpane n paboTa ¢ MAIIHHA

He ca u3Becthu edektH BEpXY cnocobHocTTa 3a wodupane / paboTa ¢ MalIMHH.

4.8. HexelaHH JIeKAPCTBEHH peaKnHH

Hapywenusa na xoxcama u noOKoJCHAMA MuKau.:

Tlonsikora MoxXe a MMa ClTy4ad Ha alepruieH HIH Heallepri4eH KOHTAKTeH A€PMaTHTH.
CumnToMHTE MOraT fia BKIIOHBAT: chpOeixk, 3auepBsBaHe, OTOK, MANyjiH, BE3HKY/IH, OylH WM
JIOLIEHE Ha KoXaTa.

C HewsBecTHa 4yecToTa (OT HaJHYHMTE NaHHH He Moxe Ja ObJe HanpaBeHa OlLEHKA)

MOrarT Ja ce NpoABAT YCellaHe 3a NapeHe Ha MACTOTO Ha NMPHJIOXKEHHE H CyXa Koxa.

Cucmemnu peakyuu:
Cucremnara abcopbuns e MHOrO HMCKa cie]i KOXKHO NPHIOXKEHHe Ha JuKIodeHak B
CpaBHEHHE C HHBaTa, JOCTHIHATH CNie/]l NepopajiHa WIIH MapeHTepalHa Tepanus ¢ JukjIodeHax.

Bb3MOXHOCTTa OT MosfiBa Ha HEXeJaHW PeaklMH OT CHCTEMEH THI Clle]l KOXKHO NpPHIOKEHHE €



OTHOCHTENIHO HHCKa B CPABHEHHE C HEXKEIaHWUTE PeaklMH cle]l NepopanHo WIH NapeHTepaiTHo
npunoxeHue. BeNpekn ToBa, ako rensT ce Mpuiara BbpXy NOJEMH KOXXHH YYAcTbLH 3a AbJIbI
NepHoJ OT BpeMe, Bb3MOXKHOCTTA OT TaKHBA HEXENaHH peaklHH He Moxe Aa Obie H3K/IYeHa.
Axo ce mpeaswxiaa noaobeH THn ynorpeba, JiekapaT TpaOBa ja mpoBepH creUHHYHHTE

NpenopbKH Ha NEPOpaNHUTE 1030BH POPMH B IONMbJIHEHHE KbM HACTOSLIUTE NPENOPBKH.
MUma wu3onupanu choOlueHMs 3a reHepaNM3HpaH KokeH OOpHMB, peakiuMH Ha
CBPBXYYBCTBHTENHOCT KATO AacTMATHYHH AaTakH WIM aHCHOENEeM, KAaKTO W PpeaklUWH Ha

(hoTouyBCTBHTENHOCT.

3a na ce HamanM pHCKa OT (POTOMYBCTBHTENHOCT NaLMEHTHTE TpabBa na Gnar

NOChBETBaHH Jia H30ATBaT H3jlaraHe Ha NnpsAKa Cl'bHY€Ba CBETJIHHA.

Uma penkd cboOuieHHs 3a acTMa NpH MAUHEHTH, H3MON3BAllM  HECTEPOMIHM

NMPOTHBOBB3NAIHTEIHHA CPEACTBA 34 KOXHO NMPHIIOKEHHE.

C’bOﬁg&B&He Ha NMOA03HPAaHH HEXEIaHH peaKLHH

CrobluasaHeTo Ha NONO3MpaHH HeXeNaHH peakUWH clej paspeliaBaHe 3a ynoTpeba Ha
NeKapcTBEHHs MNPOAYKT € BaxHo. ToBa 1no3BossfBa Ja TNPOABIKH HabmMoAeHHEeTO Ha
CHOTHOLIEHHETO MOJ3a/ PHCK 3a JIeKapCTBeHMA NPOAYKT. OT MEIMIHHCKHTE CrEelMaJuCcTH ce
M3HCKBA 3a ChOOINABaT BCAKA MOJO3HpaHa HeXeJlaHa peakuus Ype3 HalHOHANHATA CHCTEMa 3a
cboOlaBaHe:

M3nbnHHTENHA areHuus o JeKapcTearta

yi. ,,Jlaman 'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ipeno3npane

Cumnmomu:

[Topagn MHOro HHCKara cHcTeMHa pesopbums Ha AJIMUPAJL ren e M3KIIOYMTENHO
MaJIkO BepOsTHA Bb3MOMKHOCTTA 3a MPeA03HpPaHe, CnyuaitHOTO nNomTBLIaHE — MOXKE Ja

NoBelie 10 CEPHO3HH CHCTEMHH eexTH W ycnokHeHHs. Benpeku ue, He MoXe 1a C€ MpenBHaAN

._-\\



THNHYEH KIHHHYeH CTaTyc, Mpejo3HpaHeTo MOXeE 0 J0BEle N0 CTOMAIIHO-YPEBHO Apa3HeHe,
pecnuparopHa Jenpecus, 6b0pevHa HeJOCTATBYHOCT H XHIIOTOHHS.

Jevenue:

Hama cneuuduyen aHTHAOT NpH npefosupaHe ¢ AMKIOQEHAK M 3aTOBA JICYEHHETO Ha
npeo3npade € CHMNTOMAaTHYHO M MOAIBPXKALIO.

[lpeanpuemar ce obmuTe TepaneBTHYHH MEPKH, OGMKHOBEHO CBBLP3aHH C TOBEJEHHETO
NpH TNpefo3HpaHe C HECTEPOMAHH NpoTHBOBB3namHTeNHH cpeactea (HCIIBC). Twii kato
HCIIBC BB BHCOKa CTeNeH ca CBbP3aHH C MJIa3MEHHTE TIPOTEHHH M TIOANEKAT HA eKCTEH3HBEH
MeTaboJIN3bM € MaJko BEPOATHO XeMoauanusa, xemonepdysus uim Gopcupanara auypesa 1a ca
OT MoJ3a.

Ilpu ycnoxHeHHs Kato XWnoToHus, 6GbOpevyHa HEJOCTATBYHOCT, MbPHYOBE, CTOMAIIHO-
YPEBHO [pasHeHE W pecnupaTopHa JenpecHs TpsbBa Ja ce npuiara NOAABPKALIO M

CHMINITOMATHYHO JICYEHHE.

5. PAPMAKOJIOT'HYHHU CBOMCTBA
5.1. PapmMaKoAHHAMHYHH CBONCTBA

ATC xon: M02AA 15

AJIMHUPAJl ren e HecTepoHMZHO mNpOTHBOBB3NanuTenHo cpeactso (HCIIBC) ¢
AHANTEeTHYHH CBOHCTBA, TNpEJHA3HAYEHO 3a KOXKHO npuioxenue. Toli e WHXMOHTOp Ha
NpOCTarJaHJAMHOBHA CHHTE3 /LMKIOOKCHIreHasa/. [lopaiin BOAHO-AJIKOXONHATA CH OCHOBA reNIbT

NposABsABa ChLIO 00/1eKYaBaI0 H OXJIAXKAALI0 AeHCTBHE.

5.2. apmMakOKHHETHYHH CBOlicTBa

JlokanHoTto npunoxenue Ha rena AJIMMPAIJL Boan 1o pe3opbuus Ha JeKapcTBEHOTO
BellecTBO 4pe3 koxkara. PesopGupa ce npubnmsurtenHo 6% oT npuiokeHata 103a, KOeTo e
OLICHEHO NpPH 3/1paBH A0OPOBOJILIM YPE3 CTENEHTAa Ha eKCKpPelHs B YPHHATA HA AMKJIODEHAK H
metabonutute. Jlukiodenak npeMuHapa 10 Bb3najeHUTe 061acTH Clel NOKANHO MPHIOKEHHE
A0 MACTOTO Ha Bb3naneHne. JIOKATHOTO NPHIIOKEHHE BBPXY CTABHTE HA PBLIETE H KOJIEHETE BOAH
70 H3MEpHMH HHMBa Ha AMKNO(eHaK B CHHOBHAIHATA TEYHOCT, ThKAHH M NJja3Ma. MakcHManHuTe
niasMeHd HHBA Ha Auknodenak ca npubnuszurendHo 100 MBTH NO-HUCKM Clel NOKATHO

NIPHIIOKEHHE, B CPABHEHHE C NEPOPaIHOTO NPHIOKEHHE.



5.3. llpeaxanun4an nanum 3a GesonacHocT
Hsama HoBa 3HauMMa uHpOpMaLus

6. PAPMALIEBTHYHH JAHHHA

6.1. ConHchbK HA NOMOIUHHTE BelIECTBA
Ilponunen rauron

Hzonponanon

Kap6okcunonumetuner (Kapbonon 940)
JlMnponuieH rMKol MOHOMETHII eTep
MenToBO Macio

ITpeuncrena Bosa

6.2. HecbBMeCTHMOCTH

He ca n3BecTHn

6.3. Cpox Ha rogHOCT
2 roJHHH

Hepno,u Ha H3NO0JI3BaHe CJIEl MbPBO OTBapsAHE: 3 mecelia.

6.4. CniennaJing yC/JI0OBHS 32 ChbXpaHeHHE
Jla ce chxpansBa npu Temneparypa noz 25°C.

Jla C€ CbXpaHABa Ha MACTO, HEAOCTBITHO 3a J€eLa.

6.5. Bua H chAbpkKaHHE HA ONAKOBKATA
AJIMHUPAIJI ren 1.16% ce npeanara B anymuHHeBH Ty6u ot 25 g, 50 g u 100 g ¢
TMONKNPONHICHOBA Kana4yka Ha BUHT U 6anka oT 250 g, mocTaBeHH B KAPTOHEHA KYTHA.

He BcHYKH BHIOBE ONMAKOBKH Morar Aa 6baart nycHaTth B npojaxoa.

6.6. Cnennajiam npeana3’HH MepKH NPH H3XBLpJsaHe H paboTa

Pbuere ce usmusar ciea HaHacaHe Ha AJIMUPAJI ren, ocsen B ciiyyauTe Korato pBLeTe
ca MACTOTO 3a npuiaoxenue. Kanaukara ce 3aBbpra 100pe cnen Beska ynorpeba.

Heu3snonssauuaT nexkapcTBeH MPOAYKT WM OTNaAb4YHHTE MAaTepPHAIH OT Hero TpabGea aa

C€ H3XBbPJIAT B CbOTBETCTBHE C MECTHHTE H3HCKBaHHA.



7. MPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
Medochemie Ltd., p.o.box 51409, Limassol, Kumsp.

8. HOMEP(A) HA PAZPEIIIEHHETO 3A YIIOTPEBA
Per. Ne: 20010279

9. JATA HA ITIbPBO PA3PEIIABAHE/ IIOJHOBSBAHE HA
PA3BPEIHIEHHUETO 3A YIIOTPEBA
Jara Ha nbpBo paspewasane: 06 mapt 2001 r.

Jlata Ha nocneHo nogHoBsBaHe: 13 nekemepu 2006 r.

10. TATA HA AKTYAJIM3UPAHE HA TEKCTA
07/2019



