KPATKA XAPAKTEPHCTHKA HA ITPOAVKTA

1. HME HA JIEKAPCTBEHHRA IMPOAYKT
Anmupan 1.16 % ren
Almiral 1.16 % gel

2. KAYECTBEH K KONTHYECTBEH ChCTAB
Bcexn rpam ot AJIMHUPAIJL 1.16% ren chabpxa Karo NeKapeTBEHO BelnecTeo 11.6 mg

AnKnodeHak JHeTHIaMHH.

3a reIIHUA CNIHMCHK HA TOMOIIHUTE BElSCTBa BIDKTE TOYKa 6.1.
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4.1. TepaneBTHYHE NOKAZAHHN EE | o L

AJIMHUAPAJI e nokazan 3a: R T
» NOKATTHO CHMATOMATHYHO JIedeHHe Ha Bh3NajleHne, 60aka H OTOK MpH BB3NAIHTSAHH H

NIETCHEPATHBHH 3a00NABaHHA M TPABMH HA OMOPHO-ABHraTEe/HHA anapar (CyXOXKWIIHS, MyCKYJIH,
CTaBH);
» JOKaNTHH (opMH Ha MN3BLHCTABEH pPEBMATH3BM Ha OIOPHO-IBHIATE/IHHE amapar,
HanpHMep TeHAOBArHHHT, OYPCHT, CHHAPOM paMO-PEKa H NEPHAPTPONATH.

IIpp Te3n noxasanua neucHuero TpaOBa na Opae mpeoucHaABaHe 14 AuM chex

3AMOYBAHETO MY.

AJIMHPAIJI ren ¢ nokasaH 1 KaTo CIOMararejHO CPeACTBO NpPH NOKAIHH GOpPMH Ha
JACTEHEPATHBHU CTABHHM 3a00/MABaHUA, HAmpHUMEpP OCTEOAPTPHT HA TNeEpUPEpPHH CTABH M Ha

rprOHauYHHA CTHIO.

IIpx Te3n nokazanua Ned4eHHeTo TpAOBa Ja Obae npeoueHeHO 4 ceaMH

3AIIOYBAHETO MY.




4.2. {03HpOBKA A HAYHH HA OPHICKEHAE

Bvipacmuu:

I'eabT HE:XKHO Ce BTpHBa B 3acerHarara koxHa o0iaact 3a JedeHue. B 3aBncHmMocT OT
pazMepa Ha 3acerHarara obnact, TpaOBa na ce HaHacaT okono 2-4 g ren (eKBHBAISHTHO HA
KpBIiia Maca ¢ AMaMeTsp okomno 2 - 2.5 cm), TpH RO HETHPH IBTH JHEBHO.

Pouere Tpabsa na Opaar H3MWTH, clen NPHIOKEHHE, OCBEH aKO JIEUYEHHETO HE €

NpSAHAIHAYCHO 34 PBLCTE.

Hayuenmu ¢ cmapuecka ev3pacm:

Tpabea ga ce w3non3pa NPeNOpPLYBAHATA AHEBHA 1032 33 BH3PACTHH.

Heya:
IIpn Ta3v rpyna manueHTH HE € ycTaHoBeHa OesomacHocT H epukacHOCT. AJIMHUPAJL

req He ¢¢ npenopbyBa NPH Ta3H I'pyna NalueHTH.

Hepnoopobna nedocmamuvunocm:
Nopaau HMCKWA TOTEHIMAN 34 CHCTEMHA pe3opOUHA HE Ce H3WCKBA HaMajleHHe Ha

A03aTa.

bvbpeuna nedocmamvunocm;

[lopagu HHCKHA mOTEHLHAaN 3a CHCTEMHA pe3opOIHA He ce W3UCKBa HaMaJICHHE Ha

A03ara.

4.3. IIpoTHBONIOKAAHHSA

CBpEXIYBCTBHTENHOCT KbM JHKiIodeHaK, aAUeTHICANHLMIOBA KHCEJHHA HNH ApYrH
HECTEPOHAHH NPOTHBOBB3NANMTENIHH CPEACTRA /HBIIBCY.

CBpbXUYBCTBHTENNTHOCT KbM APOMHAEH TJIMKOJ, H3ONPONHIOR afKOXOJM HIH KbM HSKOe
OT APYruTe NMOMOIIHH BEICCTBA HA rena.

[launenTy, ¢ uin 6e3 XpoHHYHA acTMA, NPH KOHTO ALICTHICAIMI[MNIOBA KHCENHHA WIH

OCTBP PHHHT WJIH YPTHKADHA.

IipunoxkeHue BbpXy MecTa ¢ KOXKHH HapaHABAHHSA HWIH OTKPHTH TPABMH,




4.4 Cnenuainy npeaynpekaenus H NPpeANA3AA MePKH NpH ynorpeba

IIpedynpexcoenun:
He ce nocovsar.

IIpednasnu mepxu:

[TauuentHTe Tpabea pa ObAaT mpexynpekaaBaHH ja n30Arear ynorpebata Ha Zpyrd
nepopanui HCIIBC, Thif kaTo 4ecTOTaTa HA HEXKENAHHTE peaKiuH, 0CODEeHO CHCTEMHH e(eKTH,
MOJXe Ja ce NOBULNH (BHK IO 4.5. “BianMoaciicTBie ¢ APyrU NeKapCTBCHH NPOAYKTH H APYId

$opMu Ha B3auMoaeiicTere™).
He TpabBa na ce npunara ¢ Apyry NpoAYKTH ChABPKANIE AHKNODeHaK.

['emsT TpAOBa na ce npuiara Ha MHTAKTHA, 3ApaBa KOXa H Ja He ce MOCTAaBA Ha paHW,
OTKPHTH JIE3HH HIH NO-TEXKKH OTKPHTH HapaHaBaHud. ['enmsT He Tpabsa Aa ¢e H3INON3Ba

CBBMECTHO ¢ NPEBPb3Ka.
He ce no3sonssa rexbT Aa BIK3a B CbIPHKOCHOBEHHE ¢ OMH WIH JIMTABULIH.
I'ensT He TpabBa na O6bae NpReMan IepopatHo.

Hamuuen ca w3onHpadd cpo0INeHMA 3a BB3MOXKHO CTOMALIHO-YPEBHO KBpPBECHE TNpH

NallMEHTH ¢ aHAMHE3a 34 NoJ00HO CHCTOSHHUE.

4.5. B3amMopelicTBEe ¢ ApPYrH JeKAPCTBEHM NPOAYKTH H ApYrH (OpPMEH Ha
B3aEMOAcHCTBHE
' Cucremnara pe3opOLHA Ha rejla e HHCKA M 33TOBA BEPOATHOCTTA Na C€ NMPOABAT HAKAKBH
B3AHMOACHCTBHA € MAJIKA.

He ca H3BecTHN B3aUMOAEHCTBHA NP KOKHO MPUIOKEHHE HA TNKIIOPEHAK.

3a B3aUMOJACHCTBHATA Ha NECPOPAJIHHTE A030BH (POPMH Ha AUKIodeHaK JeKapaT Tpadea

na ce xoHcynTHpa ¢ KXI1 1na chorBerHara nepopantda ¢dopma Ha AMknodeHak.

4.6. DepTHAATET, GPEMEEHOCT H KBPMEHE




bpeMeHHOCT

H3cnensaHuATa, NpoBeeHH ¢ XKHBOTHH, TMOKA2BAT YBEJIHYECHA HECTOTA HA AHCTOHHA H
3abaBeHO paXkAaHe, KOraTo NPHNOKEHHEeTO Ha NpOAyKTa NPOABIKH B KbCHHA cragmdl Ha
6peMeHHOCTTA.

[Tono6Hu NpoyyBaHUA He BHHATH Ca NOKA3aTeNHH 3a NMOBSASHHETO NPH XOpa.

Ynotpebara Ha HHXMOHTOPH HA MPOCTArTAHAUHOBAA CHHTE3 B NMOCIEAHHA TPHMECTBP HA

6PEMBHHOCT1'3 MOXKC Ja MpeAH3IBHKA HHCPTHOCT Ha MAaTKaTa HJIH NPEKACBPCMCHHO 3aTBAPAHE Ha

AYKTYC apTepHo3yc.

Hama anexsarHm u 100pe KOHTpOJHpaHH NpPOy4BaHHA IPH OpeMEHHOCT HAa Xopa C

NoKaneH auknogeHak, 3atoea ynotpebara no speMe Ha GpeMEHHOCT HE ¢e MpenopbyBa.

KbpMeHe
He ¢ H3BeCTHO Janu JOKAJIHOTO NPHIOKESHHE BOAM O OTHENMHETO HA AMKIOG(EHaK B

KbpMaTa H MpH Xopa HAMa ZOCTaTh4HH faHHH. 3aToBa nmpuaoxkeHHeTo Ha AJIMHAPAIJI o Bpeme

Ha KbpMCHE HE CE TIpENopbpYBa.

4.7. E¢exTn BLpxy cnocobHOCTTS 32 modapane B paboTa ¢ MamanRn

He ca n3secTHH edexTH BBPXY cnocoOHOCTTA 3a modupane / paboTa ¢ MALIHHH.

4.8. Hexe1aRH JIeKAPCTBECHE peakuu

Jloxannu peaxyuu.

[ToHgxora Moxe Aa HMa CIIyYad Ha aliepruveH MJIH HealepruiueH KOHTAKTeH NEePMAaTHTH.
CuMnTOMHTE MOraT Jla BKMIOYBAT: ChbpOek, 3auepBiABaHe, OTOK, MAITYJH, BE3HKyaH, OynH Wiu

JNHOLICHE HAa KOXKaTa.

Cucmemnu peaxyuu:
ChcremHara aGcopOuua € MHOrO HHCKA Clell KOXHO NPHIOKEHHEe Ha JHKIO(EHAK B

CpaBHEHHME ¢ HHBATa, NOCTHIHATH ClEM MepopalHa WM NapeHTepaliHa Tepanud ¢ JUKAo(ea

OTHOCHTEJIHO HUCKA B CPaBHEHHC C HCKCIAHHTC PCakilHH Cllel NepopaiiHO HIH

NPpAIOKeHue. Brrpexu ToBa, ako refhT ce MpHiara BupXY FoaeMH KOXHM y4dac




NEepHOA OT BpEME, BE3MOKHOCTTA OT TAKHBA HEXENaHH peakiiH He Moxke Aa ObAe H3IKIIO4eHa.
Axo ce mpeasmxaa nojobeH THn ynorpeda, Jiexapat TpsOBa na npoBepH cnenH(pHUYHHTE

NPEnopbKH Ha MEPOPANHATE JO30BH GOPMH B JOITBJIIHEHHE KbM HACTOSALIHTE TIPENOPBKH.

HMma wu3ondpann cpoOMICHHA 3a reHepanu3MpaH KOXKCH oOOpHB, peakuMH Ha
CBPBXYYBCTBHTEJIHOCT KaTo ACTMATHYHH ATAKM WM AaHTHOEAeM, KAaKTO M peaki[HH Ha

GOTOUYBCTBHTENHOCT.

Ja ma ce HamManu pHucka OT GOTOMYBCTBHTEIIHOCT NAlMEHTHTE TpAOBa pa Opar

IOCHhBETBAHH Jla M30ATBAT HITAraHE HA NPAKA CIBHYEBA CBETIMHA.

Hma penxu cbobmeHds 3a acTMa NOpPH  NAHEHTH, MH3NOA3BAINM HECTEPOHAHH

NPOTHBOBLINAJIHTEC/IHHA CRECACTBA 34 KOXKHO IIPHIMKCHHE.

CrobimaBsane Ha NOJO3UPAHH HEXKENAHH PeaKIHH

CrobluaBaHeTo Ha MOAO3HpAHH HEXKENAHH peaKlMu CclieAl paspeiabaHe 3a ynoTtpeba Ha
JIEKapCTBEHNsA NPOAYKT ¢ BaxHO. Toea no3BoaABa A2 NPOARIDKH HaOMONeHHETO Ha
CHOTHOUICHHETO NON38/ PHCK 34 JICKAPCTBEHHA OPOAYKT. OT MEARUHHCKNTE CIICUHANHCTH Ce
M3HCKBa 33 Ch0OOINABAT BCAKa NMOJO3MpPaHA HEXENAHA peakmHA 4pe3 HaLHOHAJIHATA CHCTeMa 3a
crobmagane:

M3mBIHKTENHA areHIHA NO JIeKapCTBaTa

yi. ,Jlaman I'pyer” Ne §

1303 Codus

Ten.: +35 928903417

yeOcaiit: www.bda.bg

4.9 IIpeno3npane
Cumnmomu:
Iopaan MRoOro Huckara cucreMmHa pezopbuma na AJIMUPAJI ren e m3xmouMMTEIHO

MAJKO BCPOATHA BEIMOXHOCTTA 34 [IPpeAO3HpaHe. CJT}"-IEIﬁHOTO NOrnelaHe MOXE A

JOBele A0 CEPHO3HH CHCTEMHH €(PEKTH H YCIOXKHEHUA. BhIpeku 49e, He MoXe
THIIHYER KIHHWYEH CTaTyc, NPEAO3MpaHETO MOXKE OO JOBENe A0 CTOMALNHO-Y

pecnHparopHa aenpecus, 6n0pevHa HEHOCTATHPYHOCT M XMIOTOHHA.



Jlevenue:

Hama cnenuduyeH anTHAOT NpH NpeAo3HpaHe ¢ AMKIOQEHaK H 3aTOBa JIE9CHHETO Ha
ApeAo3upaHe € CHMITOMATHYHO H MOATBPKAIIO.

[IpeanpuemMar ce oOIMTe TEPATIERTHYHH MEPKH, OOHKHOBEHO CBBP3aHH C MOBEJESHHETO
NpH MNpeAO3HpaHe € HECTEPOMAHH NPOTHEROBB3naduTenHH cpeactBa (HCIIBC). T»i karo
HCIIBC pBB BHCOKA CTENEH ca CBbPIAHH C MNa3MEHHTE MPOTEHHH U TIOANEXAT Ha eKCTEH3HBEH
MeTaboNu3bM € MANKO BEPOSTHO XEMOJHANN3a, XeMonepdysna win $opcHpaHara AHypesa Aa ca
OT [0JI34.

[IpH ycnoxHeHHa xaTo XHNOTOHHA, OBOpevHa HeAOCTATBYHOCT, I'bPUOBE, CTOMAIUHO-
YpEBHO JIpasHEHS H pecnupatopHa Jenpecus TpabGBa za ce mnpuiara NOAXBPXKAMO H

CHMIITOMATHYHO JCYCHHE.

5. PAPMAKOJIOT'HYHHA CBOHUCTBA
5.1. ®apMakoAHHAMAYHE cBolicTBa
ATC xon: MO2AA 15

AJIMHPAJl ren e HecrepoMaHo npoTHBOoBB3naNHTENHO cpeactso (HCIIBC) c
aHaNreTHYHH CBOHCTRA, MpeAHa3HAYEHO 3a KOKHO npHiaokeHHe. Tod e HHxuOHTOp Ha
MPOCTArJIAHAMHOBHA CHHTE3 /LHKNoOKcureHasa/. ITopann BOAHO-aJIKOXOJHATA CH OCHOBA TelbT

MPOSBABA CHIIO OONEKYABAIO H OXAKAALIC JeliCTBHE.

5.2. DapMaKkoKHHETHUHH CBoiicTBa

JloxannoTo nmpunoxenne Ha rexa AJIMUPAJ soan ao pezopbuus Ha 1€KapCTBEHOTO
BelllecTBO 9pe3 Koxkara. Peszopbupa ce nmpubnmsurenno 6% OT NpHIOXKEHATa N033, KOETO €
OLIEHEHO I[IPH 3ApaByu AOOPOBOJILM Ype3 CTEMEHTA HA €KCKPELHA B YpUHATa Ha AHKNOPEHax H
Metabomutute. [lnknodeHak npeMuHaBsa A0 Bh3NAJNCHWTE OONACTH CIER JOKANHO NPUNOKEHHE
A0 MACTOTO Ha Bb3NaleHue. JIokaiHOTO NpunoxkeHHe BhPXY CTABUTE HA PBLETE H KONCHETE BOAH
AC U3MEPHMH HHBa Ha JuKIodeHaK B CHHOBHANHATA TEYHOCT, TPKAHH H Ia3Ma. MakcHMATHHTE
TIa3MeHH HHBa Ha JauknogeHak ca npubmmiutenHo 100 NMBTH NMO-HACKH Ciieg JIOKANHO

NPHJICKEHHE, B CpaBHEHHUE C TEPOPATTHOTO NPHIIOXKEHHE.,

5.3. lipeaxnennany Janny 3a Oe3onacHoCT

Hsma HoBa 3HauHMa HHGOpMALIHA




6. PAPMAINEBTHYHHU JAHHH

6.1. COHECEHK HA NOMOIHAETE BEIIECTBA
[iponuneH rnuron

Haonponason

Kapbokcunonumerunex (Kap6onon 940)
JHIPONHIEH MIHKOJI MOHOMETHIL eTep
MeHToBO Macno

[Ipeunicrena Boga

6.2. Hec:LBMeCTHMOCTH

He ca u3BecTHH

6.3. Cpox Ha roauocT
2 rOOMHHU

Hepnon Ha Hanoja3epaHe C¢a MbpBO OTBAPAHE: 3 Mmecela.

6.4. Cnenuannn ycI0BHS 38 ChbXpAHeHHe
Jla ce cuxpansea npH TemMnepatypa noa 25°C.

Ja ce cbXpaHaBa Ha MACTO, HEAOCTBITHO 3a Jiclla.

6.5. Bax B chABpKAHAEE HA ONAKOBKATA
AJIMHUPAJ ren 1.16% ce npeanara B anymuHHeBr TyOH or 25 g, 50 g n 100 g ¢
NOJHIPONHASHOBA Kanayka Ha BUHT U 6aHka ot 250 g, nocTaBeHH B KAPTOHEHa KYTHA.

He BCHYKH BHAOBe ONMAKOBKH MOTaT Jia ObaaT mycHaTH B npoaaxda.

6.6. Cnennansn npeaAna3an MEPKH NPH H3XBLPJAHE H paboTa

Poeuete ce namupar cnes HaHacaHe Ha AJIMHPAJL ren, ocBeH B CIiydyauTe KOraro phblETe
ca MACTOTO 3a NpHIokenne. Kanaykara ce 3apppra nodpe cnen Bcska ynorpeba.

HeHsnon3BaHMAT AekapCTBEH NMPOLYKT HIH OTNAABYHUTE MATEPHATH OT Hero TpsbBa Aa

C€ H3XBBPIAT B CBOTBCTCTBHE C MECTHHTC H3IHCKBAHHA.

7. IIPUTEKATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA
Medochemie Ltd., p.o.box 51409, Limassol, Kunsp.



3. HOMEP(A) HA PASPEIIIEHHUETO 3A YOOTPEBA
Per., Ne: 20010279

9. JATA HA IIbPBO PA3PEIIABAHE/ IIOXHOBABAHE HA
PA3SPELIEHHETO 3A YIIOTPEBA
Jara Ha mepBoO paspemasake: 06 mapr 2001 r.

Jara Ha nocneHo nojHoBaABaHe: 13 aexemepu 2006 r.

10. JATA HA AKTYAJIUZHPAHE HA TEKCTA
09/2015




