KPATKA XAPAKTEPHCTRKA HA TPOAYKTA
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1. IME HA JIEKAPCTBERHRS MPOAYKT M3ABHETERHA ATEHUIAA 10 NEKAPCTBATA |
BH-TIPOGEHH] 150 mg Tabnerxy ¢ uaMeneHo ocBoGOKaapane [Kpamxa mpamepuanmm H& npogyrma - Flpunconer;.ig 1
BI-PROFENID 150 mg modified-release tablets O 377_
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2.  KAYECTBEH H KOJHMYECTBEH ChCTAB
1 AByractoBa Tabnerka Ceabpka 150 mg KeronpodeH (ketoprofeWM Me 3( / /Ez” )74.. J}’f_fj
bsan nuract - ceappia 75 mg xeronpoden (ketoprofen) 09 -05- 2[]22
Xy nnact - cruepixa 75 mg xeronpoden (ketoprofen) (07 [ o - ossasssssessarssasiss

3a IThJIHHA CHHCHK Ha NTOMOUIHMTE BeIIeCTBa BYWKTe Toaka 6.1,

3. JEKAPCTBEHA ®OPMA

JABynnacTosH JenrMu Tabnerky ¢ H3MEHEHO 0CBOGOKAABAHE.

Tabnerxara ¢ ¢ popma Ha Kanicyna, MITBKHANA OT [BETE CTpaHH, rpasupana ¢ “RPR 225” ot exnara crpasa
U C JIeNHTesHa YepTa OT ApyTara CTpaHa.

Lisgr:

Enwnndar croff e 6431, 8 APYTHAT € CBET/IONBIIT.

TaGnerkara Moxe xa Gble paznesieHa Ha PaBHU O3M.

4. KIHMHHWYHU JAHHH
4.1 TepanesTHIHN NORIIANYA

JlexapcTBEHMAT NPOAYKT C¢ HPR/IAra ApH NMHa Haa 1 5-TONHIINA Bh3pacT, KATo:

— TIPONBIDKMTENHO CUMIITOMATHRHO J€deHHe NPH: XPOHHYCH BLINAIMTENCH DPEBMATH3LM, 0COGeHO
PeBMATOUACH APTPHT, aHKMAONPAIL CIOHNWIMT (MN¥ CBEP3AHUTE ¢ HETO CHHAPOMM KATO CHHIPOM Ha
Malicunrep - Jlepoii - Palirep w ncopwaruyed aprput),

- HAKoH Gopmy Ha O0e3HER HHBATHAHHPAL] OCTE0APTPUT.

KparkorpaliHo CHMITOMATUYHO NEHEHHE HA OCTPH N30 Ha!
- H3BBLHCTABEH DEBMATHIBM, KaTO CKANyIOXYMEPATHH (PaAMEHHK) NEPUAPTPATH, TEHAMKAT H ypouT
- MMKpPOKDHCTANEH apTpHT,
- OCTE0apTpHT,
- Gomxu B TONMATA YACT Ha repla,
- papuKynHT HomgkH,
- OCTPM NOCTPABMATHYHA JOOpoKaueCTBCHH 3a60NABAHEA HA ABNTATENHNA anapar.

4.2 fo3uposKka B HAYMB HA DPANOKEHNE
J03MpoRKa
B o6aacTra Ra PeBMATONOTUNTS
~  DIPOXBILKHTENHO CHMITOMATHIHO nedenne: 150 mg AneBHo, T.¢. e/Ha TabneTka nox popMara Ha
€IHOKDPATHA 1033 WA [Ba NpUemMa Ha MonoBuH TabnerTxa.
- KPATKOTPARHO CHMOTOMATHYHO JIEUeHHE Ba OCTpH ermisond: 300 mg AuesHo, T.e, ase Tabrerky or 150 mg
Ha /1B TIPMEMa.
B HUKAKDBB CJTYYAH JIA HE CE ITPEBHIHABA jo3ata ot xBe Tabnetkn no 150 mg 3a 24 uaca (300 mg
JHESHO).

HecroTa Ha Npwioxenue:
Tabnerkure TpAORA i ce IPUEMAT 0 BPEME Ha XpaHEHe W/ C JEKa 3aKycKa.

Huepnara no3a tpabiea fa ce B3ema Ha | wim 2 npdema.

E HCKOBH HOITYIANH.

Hayuenmu ¢ napywenu 6vbpewna @ynkyus u nayuenmy @ cmapuecka gwapacm. 11penopbHsa ¢e 1a ce
HAMAN HAYAIHATA H03a H TakHBa HAUHEHTH Ja C¢ NOANLDKAT Ha MUHMMAnHa ede
HHAHBRAYRIHOTO KOPUIMpAHe Ha NO3aTa MOXKE Ja C¢ WMA MPEIBHE CaMO Clel Y
HHIMBYIYTHATA OHOCHMOCT Ha [AUMEHT4.




ayuenmy ¢ ramanen obem Ha yupkyaupawama xpes: BX. T09xa "TIpeaynpesAeHHA H MpeanasHi MEpKH
npy yroTpeGa".

Hayuenmu ¢ napywena yeprodpobra gynkyus.
Teau nanyeHTH TpAGEA BHUMATENHO Aa ceé HabmoAaBaT K Ja 3aNa3AT MHHHMAIIHATA e(EeKTHRHS JHEBHA 1032

(B TOuKa 4.4),

Heya
BesonacHocTTa 1 €EKTHBHOCTTA Ha keTolipodeH TabeTky, Karcy H H CyNoInTOpHY He e GHIa YCTBHOBEHa

TIpH Jena.

HeskeNaHWTe NEKAPCTBEHH PEakllHH Morat fa GbAaT HaMaNeHy Karo 3a KOHTPOJMpAaHE Ha CHMITTOMETE Ce
yrnotpeb4Ba BEIMOKHO Half-HHCKATA e eKTHBHA 1032 33 BRIMOKHO Hal-KpaTek Cpok (B, TOYKA 4.4),

YWH HA TPHIOKEHHE
3a nepoparHo NpHIOKEHHE.
TaGnerkute TpabBa fa ce norremar nenu (Ges fa ce CXBBKBAT) ¢ TOJIAMA Yalla BOJA.

4.3 IpoTHROMOKA3AHHS

Keronpoden e npoTHBonokasaH NpH HALUMEHTH ¢ H3ABSHH B MHHATIOTO PeakUMH H3 CBPBXUYYBCTBHTEIHOCT
KaTo cnassM Ha OpOHXMYE, aCTMATHHHH HPHUCTEIM, PUHHUT, YPTHKAPHA HIH JAPYTH ANepridHi peakiiny KbM
keronpodeH, aleTHICATHIIATOBA KHCENMHA WIH APYI'H HECTEPOHAHH NMPOTHBOBBINATHTENHH JEKAPCTEEHH
cpenacrea (HCIBC).

Texku, paako ¢ $atanen n3xol, aHadIUIAKTHYHE peaxiiiy ¢a GMnu JOKNANBAHY TIPH TAKKBA NAUHEHTH (BX.
touka 4.8).

KeronpodeH e NPOTHBONOKA3aH TPHM NALMEHTH CBC CBPBXIYBCTBHTEIHOCT KBM HSAKOE OT MOMOIIHHTE
BeIlieCcTBa Ha JIEKapCTBEHHA TIPOAYKT.

Ketonmpoden e chll0 NPOTHBONOKA3AH B TPETOTO TpHMECeUMe HA GpeMEHHOCTTA.

KerompodieH e IpOTHBONOKA3AH H OPH CACAHRTE CITYIaH:

- Texka chpneuda HeNOCTATHIHOCT

- AKTHBHZ CTOMAIIHA A3B3 HITH BCAKE AHAMHE3a 33 CTOMALIHO-YPEBHO KbPBEHE, A3B8 WIH
nepdopauus

- XemoparnyHd JuaTesa

- Texxa yepHONpo6HA HEOCTATHYHOCT

- Texka 6n6pedna HEZOCTATHUHOCT

- Kbpaese 0T CTOMAIIHO-YPEBHHSA TPAKT, MO3LYHO-CHAOR KPHBOH3IIHE WIH KaKBOTO H [ € APYTO AKTHBHO
KBpBEHE

CBpBX4yBCTBHTENHOCT HIH HEHOHOCHMOCT KBM INyTeH, NOpaJH HATHYHETO HA NINEHAYHO HHILECTe
(rmyen).

4.4 CienuanHu npeaynpexaeHns H NPeANAIHN MEPKY IpH ynorpehia

TNamwenTs ¢ peaxs HACHEACTBEHHA 3af0NABAHKA KATO ralakKTO3HA HEMOHOCUMOCT, Lapp nakrasen ActuuyT
HIIM TIEOK030-TalaxTo3Ha ManabcopbiHe He Tpadea Ja MpHeMaT TOBA JIGKApCTBO.

Tpenynpexnesua

HesxenasuTte JNeKapcTBEHH peakIMK MOTAT Aa GblaT HAMANICHH KATO 3a KOHTPONPpAHE Ha CHMITOMMTE Ce
ynotpebsABa BBIMOXKHO Hali-HWUCKATa e(eKTHBHA X034 33 FH3MOXKHO HAl-KPATHEK CPOK OT BpeMe (BXK. TOUKA
4.2 ¢ no-noNy fOCOYEHUTE CTOMANIHO-IPEBHH H CHPAEYHO-ChIOBH PHCKOBE).

Ocobeno BrumManne TpiaGea Ja ce ofpbilla HA MATMERTH ¢ KOMOUHHPAHO JCUSHHE, MOPAaH YBEMHUEH PHCK
OT s3Ba M/TH KBPBEHE, KaTo MCPOPATHH KOPTHKOCTEPOUAH, aHTHKOATYNaHTH KaTo Bap}aphH, CENeKTHBHH
HHXUOUTOPH HAa OOpATHOTO TOEMAHe Ha CEPOTOHHH Wi  AHTHTPOMOOUMTHM TPOAYKTH Karo
AUeTHICATHIMAOBATA KHcemita (BxX. Touka 4.5).

BKTHOMHTENHO H LIMKNOOKCHTEHAa-2 CeIeKTHBHY HHXHOHTOpH Tpa6Ba 5a ce u3Ibsrea.

¢+ CTOMAIIBO-4peBHH HApYIIEHHA




Tlpeniopruea ce NOBMILEHO BHUMAHHE MTPH NALMEHTH, TPHEMAIIY eAHOBPEMESHHO JICKapCTDa, KOHTO MOTaT Aa
TIOBMIUAT PHCKA OT 4384 HIIH KEPBEHE, KATO NEPOPATHE KOPTHKOCTEPORIH, AHTHKOATY TAHTH KaTO BapdapuH,
cenexTrBun MAXHONTOpY Ha OGpaTHOTO 3axBamase HA ceporoHHH (SSRIS), arTHrpOMEGOLNTHH cpencTBa
KATO ACHKPHH WK HUKOPAHIUIL.

CroMamHO-9peBHO KEPBEHE, A3B2 H NEpQopamid: CTOMAMHO-YPEBHO KEpBEHE, A38a Wi nephopanps,
KodTO MoOTaT Ja ca C (araseR wixoa, ca OwiM JOKRTAABAHH MOPH BCHYKH HECTEPOHIRH
TIPOTHROBLINATHTEHH CPE/ICTRA MO BCAKO BpeMe Ha EYEHHETO, ¢ WK 6e3 mpeecT AN CHMITTOME WM C
MPEAHIIHG aHAMHE33 32 CEPHO3HH CTOMAUTHO-YPERHY CHOMTHA.

Haxon enuIeMHONIOTHIHN JOKA3ATENCTBA IOKA3BAT, Ye KeTonpodeH Moxe a e acolMMpaH ¢ BUCOK PHCK OT
CePHO3HA CTOMAITHO-IPEBHa TOKCMYHOCT, CPaBHMMA ¢ TasW npu Hsakom Apyru HCIBC, ocobGeno Bss
BHCOKH A03K (BWXK CBI0 Touka 4.3).

PHCKBT OT CTOMANIHO-YPEBHO KBPBEHe, 2383 WM nepdopanns € No-BHCOK ¢ yBe/MYaBaHe HA AO3UTE Ha
HCTIBC, npu naideHTH ¢ AHAMHE3a 33 #4384, 0COGEHO IIPH YCIOKHEHHS ¢ XeMOpParnd HiH nephopanus (Bx.
Touka 4.3} M TN NAIMEHTH B CTAPYeCKa BH3PAcT. Telw malmeATH TpADBa ja 3anoqHaT JieyeHwe ¢ Hali-
HHCKHTE BEIMOMHN 034,

KombGupupana Tepanud ¢ TPOTEKTHBHM TNPOAYKTH (HANPHMEpP MH3ONPOCTOA HIH HHXMOMTODH Ha
[IPoTOHKATa NoMma), TpudBa [a ¢¢ OOMMCI 32 Te3H NAUMEHTH, 3 CHII0 M 33 NMAUMEHTR HYXIaemmy ce
¢HHOBPEMEHHO 53 NIPHEMAT ¥ HUCKM AO3M AUCTWICAMIWIOBE KUCETHHA, HIH JPYTH JEKaDCTREHM
NPOAYKTH, YBeJWHABAIM CTOMAIIHO-IPEBHHA PHCK (BX. NO-HAAOIY M ToUKa 4.5).

IMaipienTnt ¢ aHaMHe3a 33 CTOMALIHO-YPEBHA TOKCHMHOCT, oco0eHO B crapuecka Bb3pacT, Tpabpa na
NOKIANBAT BCAYKK HeoOWHalfhy aGaoMUHATHE cHMITTOME (0c0BeHo CTOMAINRO-UPEBHO KhpBeHe), 0co0eHD
B HAYAIOTO Ha IEYEHMETO.

TaumesT B crapuecka Bb3pacT: [Ip nanueHTHTe B HApPERHANA BHIPACT YECTOTATA HA HEKENAHUTE
nexapcrseHd peaxunn kM HCIIBC ¢ yBenmdeHa, ocoDeHO CTOMAUIHO-YPEBHO KbpseHe # mepdopanud,
KOMTO MOTAT 14 ¢a ¢ daTanes Hixos.

Koraro ce nosBs cTOMaIIHO-4PEBHO KEPBEHE WY A3B2 NPH TIAIMEHTH NPHEMAIIH KETONPOdeH, TeTeHReTo
TpAGBA A3 Ce IPEKPaTH.

»  Coppnevyro-ChAOBH PeakLuy
Kimanpqsn npoyvsaiua ¥ eNHAEMUOJIOTMYHY TAHHH OKA3BAaT, 4Ye ynorpeGara Ha HeacmupuHopH HCTIBC,
0co0eHO NPH O-BUCOKM JO3H W NPU HPOIHDKHTEIRO edeHie Moke Ja Gbhe cRbp3aHa ¢ NOBUMINEH PHCK OT
aprepuairy TpoMBoTHYHY CHOHTHS (HAIPBMED MHOKApAEH WH(APKT WK HHCYIIT).

Kakro mpu scirikd HCTIBC, TpsGBa BHEMATENHO A2 ce OOMMCIH TPHAOKEHAETO Ha KerolpodeH OpH
TedeHHe HA TAIMEHTH CbC CBHIISCTBYBALA HEKOHTPONHpaH4 XMIEPTOHHA, KOHISCTMBHA CHpHASYHA
HENOCTaTRYHOCT, YCTAaHOBEHA HCexeMMuHA OonecT HA CBpueTo, nepubepHa aprepwanHa SomecT H/WM
MO3BYHO-CBA0BA fosiecT, XakTo W DpedM 3anodBaHe Ha ABRTOCPOYHO JICYCHHE HA NALAEHTH ¢ PACKOBH
daxtopu Ha CrpAEYHO-CHRORH 3a60719BaHMA (HAUPHMED XHIICPTOHHSA, XMIEPAMIMAEMYUS, 3aXapeH Auaber,
TIOTIOHONYINEHE),

IlopuileH pHCK 28 apTCPUATHH TPOMOOTHHHM CHOMTHA ¢a cpOOWUIABAHM TIPH HAUHEHTH, JeKyBAHW C
HeacmupnnoBr HCTIBC 3a neproneparisHa G0onKa npl NOCTARIHETO HA a0pTo-KopoHapen Galimac (CABG).

o Kownu peakuuy
TesiKH KOXHH PeakHK, HIKOM OT TAX ¢ (ataneH W3xos, BKIOUNTENHO eKCPOMATHREH AEPMATHT, CHHIPOM
Ha Stevens-Johnson, M TOKCHYHA eMUIEpPMaiHa HEKponu3a ca GWIM JOKIANBAHH MHOTO PAAKO B
romOusaigis ¢ HCIIBC (Bx, Touka 4.8). [TaupenTnre ca WMINOMEHW HA HAR-TOMAM puCK B HAYAJOTO Ha
NeYSHHETO, KAKTO U NOBEYETO CIYYAH Ha [10S8a HA TAKHBR PEaKIMH Ca IIpe3 ITbPBUA Mecell Ha
nevenuero. Keronpoder Tpsbsa Ja Gpae cnpas TpH whpsaTa NosAka Ha o6puB 1O KOKATA,
HJTA HAKAKBB APYT 3HAK 38 CBPBXYYBCTRHTEIHOCT.




Tlpennassm mepky npy ypotpeGa

HCIIBC tpa0pa a3 c¢e zasar ocofeHO BHUMATENHO H2 TAMMEHTH ¢ aHAMHE3R 32 CTOMANHO-YPERHO
safosmsane (ynueposed xommT, Gonect na Kpow), Thit K810 Te3H CRCTOAHMN MOIAT /ia Ce BIOMAT (BXK. TOYKa
4.8).

B nawano Ha neveHnero, OpOpeunata QyHKIHA TPpaOBa BHEMATENHC Ja ce HAGMONABA TPH NAUMEHTH CBC
CHPHEYHA HEHOCTATHYHOCT, HPO3a M Hedpo3a, NPH MAUHEHTH NOdydaBall JMYPETHYHA Teparmd, fApH
NAHCHTH ¢ XpoHUdHA Ge0peuda HeA0CTATHIHOCT, OCofeHO aKko MAIMEHTST ¢ B Crapuecka pnipact. [lpH
Te3H MALMEHTH, ynorpelara Ha keTonpodeH MOXe N3 NPenM3BiKa HamanasaHe Ha OBGpeuHHA KPLBOTOK,
NPUIMHEHO OT HHXHOHPaHe HA NPOCTAFNAHAVHITE K BOAM A0 0b0peuna HEAOCTATBYHOCT,

Heo0x0aHMO € MOBHIIGHO BHEMAHKE TIPH NAUMEHTH ¢ AHAMME3A 33 XUTICPTOHMA /WM JieKa IO YMEDEeHa
3acTolHa ChpAedYHa HEJOCTETHYHOCT, Thil KATO UMa CHOGILIEHHA 3a OTOHH M 331pPBXKKA Ha TEYHOCTH,
CBEp3aHN ¢ neverpero ¢ HCTIBC,

TaiHeHTH ¢ HEXOHTPONHPAYA XUNEPTORNAS, 3ACTORHA ChPETHA HEAOCTATHUHOCT, YCTAHOBEHA MCXEMUIRA
Bonecr Ha cupUeTo, 3a60nABANE HA NepUdEPHHTE RPTEPHA H/HIM MOZBLMHO-chRoBa Gonect TpaGBa Aa ce
JIEKYBaT ¢ keronpodes caMo clief BHMMAaTeIHa npetieHka, Takara npenenxa TpaOBa Ia ce Harnpas H MpeaH
3aIl0YBaHE Ha NBArOCPOTHO JEYCHHE Ha MAMeHTH ¢ PUCKORHU (AKTOPH 34 CHPACHHO "CHAORH 3ab601ABaHUS
(HampuMep XUMEPTORMA, XHTISPAHRHIEMUY, 3aXapel Nuaber, TIOTIOHONYIIEHE).

IoBHIuEH PHCK OT MPEACHPARO MBRKACHE © AOKIIANBAHO BHB BPB3Ka ¢ ynotpebara Ha HCTIBC,

XunepkamieMss MoRe 1a BR3RMEHE, 0co0eH MpH manuedTn ¢ qruader, ¢ GulpedHa HeAOCTATRUNOCT, WK
CHITETCTBALHD JIeHeH e ¢ JIeKapcTBEeHH BEIIeCTsa BONSINU N0 XUnepKkanueMis (8. Touka 4.5.).
Husara na xanuit Tpabsa a2 ObaaT wicnenpaHy npy TesH ofcrosTencTea.

Tozobro Ha apyrure HCTIBC npu Hammvueto Ra HH(exkumozso 3afonspane, Tpaea na ce orfenenu, ue
NPOTAROBLIMAINTEIHNTE, aHAITETHYRHTE H aNTMNUpeTHuHHTe cBoMCTBA Ha KetompodeH Morar aa
3aMACKHpaT oOHuJaHITe [IPHIHALN 38 PAIBHTHETO Ha BHQEKUHL, HAPHMEP TPECKE.

MacknpaHre Ha CHAMITTOMUTE Ha ITOANIEHANEHTE RHQEK1MH

BU-TIPOOEHRHUA 150 mg Tabnerxd ¢ m3MeHeHO OCBOGOXABAHE MOAE A4 MACKHPA CHMIITOMHTE Ha
rHeKIHR, KOeTO MOXe Ja JoBe/e N0 3afaBdHe Ha 3AOYRAHE HA MOMXOMAMIO JEHEeHYE ¥ IO TOM HaYhH A
BROWH HiIxona oT HEdeximaTa, Tora ce Halmomasa npH OakTepnajHa HHEBMOHUA, NpHAoGHTA B
06DiecTBOTD, XAKITO W npu GakTepHaiHuTe yonoxuenus Ha papunena. Korarvo BU-TTPOOEHH]T 150 mg
Ta0NeTKA C HM3MEHEHO OCBODMKAABAHEG €¢ NpHNara 3a JedeHHE HA NOBHILEHA TeMneparypa HaM 3a
ofnekyasane Ha Ooikata BHB Bpb3Ka ¢ MH(eKuMs, ce npenopbusa HabimoxeHue Ha mxpexmuara. Ilpn
U3BBHOOTHIYHH YCIOBHA NAUHEHTET TPAOBA 1a C& KOHCYIITAPA © eKap aKo CHMITTOMHTE NEPCHCTUPAT WK
ce BiomaBar.

TIpi namdeRTH ¢ H3Ipa3eHO HApyWieHWE Ha vePHONpOGHWTE dYHKMM Wi C aHaMHe3a 33 vepHonpoGHo
3aboqBake, ce NPeNoPhYBA NEPHOJIMUHO W3CIeIBaHe HEBATa Ha aMHHOTpancdepasdTe, 0cobGeHo 110 BpeMe
Ha NPOXLDKHTENHO NedcHNe. Pelky ciay9an Ha XhiTeHHIA H XENaTuT ¢a 1IN OnHcay ¢ ketonpoded.

Ynorpebara Ha HCTIBC Moxe G2 Hapymy deprandreta Npd skeHY K 33T0BA He Ce TPeNiopbYRa TIPH HEHH,
HENaey Na 3abpemenedr. JKeHu, xouro me MOrar xa 3abpeMeHesT WM UPOBEKIAT H3CAEABAHHA 33
CTEPUITHOCT, TPAOBA Ja NpeycTasoBAT tpuemanero ga HCTIBC.

TTauyesnT, cTpanailll OT aCTMa, CBBbP3aHa ¢ XPOHHYEH PHHHT WILIH ¢ XPORWYER CHHY3HT WHIH C HalanHa
MONMHIO3a, PUCKYBAT MOBEHE OT OCTAHAIHTE Ja NONYHAT QIEPruydHa PeakiMd 00 BpeMe Ha NPHEMa Ha
aneTHiIcandunIoRa kucenuna wuny apyrs HCIIBC. [IpunaraHeTo Ha TO3H JeKApCTBEH NPOAYKT MOXe Jia
AOBeAC AC acTMATHYeH NPHCTHLI WIM cuayeM Ha Opomxure, OcofeHO NpH XOpa, ANEPIUYHA KbM
aleTHICATHUMNORA Kucennta wid xem HCTIBC.




Mausentare ¢ zauHKE 3a peakiuy Ha QOTOUYBCTBETERHOCT WM doroTokcHuHocT TpibBa Aa ce Ciemmr
BHHMATE/HO.

ITimenanHO HHINECTe (CHIBPKAIO Iy TEH)
ToBa NeKapcTBO CHIBPAKA CaMO MHOTO HMCKH HEWBR Ra ryTeH (0T mmexwyHo Auwecre); Curra ce 3a Oe3
IITyTEH B € MHOFO MAIKO BEPOATHO Ja chifane mpoliemMH B cayyall Ha NBOTHAKUA,

Enua TabieTka ¢ H3MEHERO 0CROOOMNABAHE ChIBPKa He noBewe OT 3,80 MUKpOTpaMa TIyTeH.
TMaugenTirre ¢ aieprua ¥bM MUCSHNHNA (PANTHYHO OT UbOKAAKYS) He TPA0Ba fa MPUMEMAT TOBA MEKapPCTBO.

4.5 BaanmonelicTene ¢ APYTH ACKAPCTBEHH MPOIYKTH K APYTH POPME Ha BIAHMOAEHCTRHE

He ce npenopruba XOMORHApAHETQ ¢

Jpyra HCIBC (BEMOYHTENHO IHIUTGOKCHFEHA33-2 CeNIeKTHBHN HHXMOHTOPH) H BHCOKH JIO3H CANTHIMNATH:
YBETMUYEH PHUCK OT CTOMAIIHO-YPEBHa 7382 H KbPBEHE,

AHTHKOAry IauTH:
Mosuuien puck or kupseHe (Bx. Touxa 4.4):
- Xepapun
- AmraroHncT¥ Ha BRTAMEH K
- ANTarosncTH Ha TPOMOOIMTHATA arperatiug (TakHBa KaTo TAKTOIMARE, KIONRAOIPEN)
-  TpomGunosn nrxubHTOpH (TAKWB2 KaTO JabHrarpaH)
- Jmpexruy naxuburopy na dakrop Xa (Takuea xare anukcabaH, pusapokcalal, efoxcaban).
AKO eRHOBPEMEHHOTO MM TIDHIOKEHWE HE MOXe Ja ce M30erne, nauMeHTET TpAGBa cTPHKTHO 7a ce
Habuioaana.

Nyruii:

Prcx or noRMmIaBaHe HHBOTO H2 NHTHY B KPHRTA, NMOHAKOra MOXE Ja AOCTHTHE TOKCHYHM HVBA HOpaxM
HamausBade Ha GnOpednata excxpeuns. IIpu HeOOXONHMOCT, HHBOTO Ha JHTHA B KPhBETa Tps0Ba CTPOro oa
ce CNeAH M SO3aTa Ha JIATHA 12 C¢ KOpHTHPa TI0 Bpeme Ha, H clien ciupane ka reparmsra ¢ HCIIBC,

Merorpexcar B 1o3a Hag 15 mg/CexmudHO: YERENMYEH PHCK OT XEMATONOTHYHA TOKCHWHMOCT Ha
MeToTpeRcaT, 0co0eHO axo o€ NpHiara BB BHCOKH 71038 (15 mg/CeIMUYHO), BEpOATHO AB/LKAEE CE Ha
H3MECTRAHE OT CRLP3aHNS C IUTASMEHHTE NPOTCHHM METOTPekCaT H HAMaTeH Op0pedeH KITRPHHC.

MOu 194 id H ODH Y1
JlekapcTBeHn NPOAYKTH H TEPalleRTHRHA FPYNH, KOKTO MOTAT 1A NOBENAT A0 XHIEPKASHEMAN (T.e.
Kanuepd o, xanwi-chxpadssanm axyperwiy, ACE-mmxubwropw o amruorensmd 1 amraromucTy,
HECTEPOMAHK TPOTHBOBE3MAMTEHH cpeactea (HCIIBC), xenapus (¢ HHCKO MORGKYNHO TETO WM
HedpaKUMOHUpPaH, IMKIOCHOPHH, TaKPOTHMYC B TPUMETONPHM):

PHcK®T OT XMfepKanHeMusd MOXe 2 €€ NOBHINH, KOTATO JICKAPCTBATA, CHOMEHaTH NO-Yope e
APHJISTAT eAHOBPEMEnHO (BK. ToUKa 4.4).

Kopmuxocmepoudu: yeenued pack OT CTOMAIHO-YPeBHa 2383 WM KbpBeHe (BXK. TOUKa 4.4)

Huypemuyu:
Tangertd u ocobeno nexHAPATHPAHE NALHEHTH, B3eMAY NWYPETHIM, Ca ¢ Hal-TroasM PHCK 33 DAlBUTHE

Ha OBOpeyHa HeNOCTATHUHOCT M BTOPHIHO HaMANSRAHE Ha [JIOMEpY/HATE GHATPaLHE NMoPasy HaMasgBane
CHHTe3aTa Ha Op0peuHuTte npocrarsaunmyn. TaKuea NaluMeRTH TpadBa [a ce XUApaTHpar H Ja Ce M3caenss
On6peunaTa UM QyHKIHA IPSAH 32T0YRaHE HA KOMONHMPAHOTO NeyeHHe (BK. TOUKA 4.4).

ACE-mxu6uropy 1 nEXU6WTOpK Ha anrdoreingd [l peuemropyre:
IMpy naurenTH ¢ Hapymena OnGpeuda Qysrums (Halp. JEXHAPaTPAHH NAUVEHTA WM AP HRUHSHTH B
cTapUecka BhIpact, efHOBpeMeHHata yuorpeba Ha ACE-urxnburopu ¥ ubxvbnropn ma asrugreHzpd I1
peHEnTopHTE M areHTH, KOWTO NOATHCKAT (MKNOOKCHIeHA3ara MOXe A3 Tpeiu3IBMKa Hap
66peanara hyHxuns, BIUTOUMTENTHO octTpa GHOpeHa HelOCTaTEHHOCT.




MeToTpekcar B A034 NO-HHUCKH OT 15 mg/ceMHYHO;

Tipes mbpBuTe CefMutl Ha KOMOGUHHDAROTO JIEHEHNE, BEIHBK COIMUUHO C¢ MPABH MbJHA KPbBHA KapTHHA,
AXO ¥M3 HSKAKBO OTKNOHHHE OT OnOpeunata (yHKUMA HNM NAUMEHTET € B CTAPUECKA BHIPACT,
HA0IDONEHHETO CE H3BLPHIBA [T0-YECTO.

Tlenroxcugunus: ma yeenwuen puck oT xbpbese. M3NCKBa ce TO-NECTO KIRRMYRO Hab/monenne u
NipocienABRaHe Ha BpEMETO Ha KEpPBEHE.

Tenodosup: Ennospemensoro npuwioiesue Ha tenopoBup ausonpoxcan dpymapar u HCTIBC Moxe na
YBEJIMYH PHCKa oT GuOpednd HapyuIeHus.

Hexopanmwt: [Ipn nanuesTr, nomydaBamy eJHOBpEMERN0 Hukopavman ¥ HCTIBC, e Hamume mopuineH
PHCK OT TEXKHA YCTOKHEHUA, KATO 4382, RepPopalina Wity KPSBOUAIMB HA XPAHOCMHTATENRAA TPAKT.

Copaeunm Taukodunn: PapMaKOKWHETHIHOTO B3AMMONEHCTBAC MEXAY KETONpOdeH M IHIOKCHH He e
JoxazaHo. Brnpeku TOBa, OPENnopbdBa C€ MNOBHOICHO BRMMAHME, OCOGEHO NpH NAlweHTd ¢ GB6peyNo
yBpexaane, Teii karo HCTIBC morar aa namanar Gp6peauata dyHKMs K HaMasissar GuGpedrun KIHpERe
H2 CHPIEYHH TTHKO3HAH,

Haxnocnopus: [Moswmen puck ot HedPOTOKCHYROCT.
Taxponumyc: TopnieH prCK 0T HedPOTOKCHIHOCT,

a J119) AHME KOMO :

AxTHXUDEpTEH3MBEA tponyKTH (GerabnokepH, MAXMOUTOPH Ha AHIMOTEHIHH KOHBEDTHPALIMS EHIHM,
IvyperHun): PUCK OT HaMaleH aHTHXMIEPTEH3WBEH e(eKT (MHXUOHpaHe Ha CBHIOPAIUHPABALNNTE
npocraraadauin or HCTIBC).

TpomGonuTany: YeenuueH pHCK OT XBPBEHE.

TIpoGenenn:
Ennospementoro nprnoskenue Ha npobeHelyyy MOKe 3HaYMTENHO A8 HAMANM NA3MEHHS KIHPHHC Ha

KETOTIpothe.

CenekrisHE HHXHGHTOPH Ha 06paTHOTO HoeMaHe Ha cepoToHuH (SSRIs):
YBenuues PHCK OT CTOMAINHO-YPEBHO Xbppene (BX. Touka 4.4).

4.6 @epmaauTer, HpeMERHOCT U KbPMeHe
Bpemenroct;

Hirxubupanero Ha CHHTE3A HA NIPOCTArNAHWHATE MOKE A HOBNHiE HeOIAronpuaTHO GPeMEHROCTTA W/Wtu
PasBUTHETO Ha emOpHoHa/mioNa. anuy OT eMMIEMUONOTHYHE HAC/IENBAHMS NOKAIBAT NORKIIEH PHCK OT
crodTaReH aBopT, 0T ChLPIETHA MAN(OPMAIMKM K OT TaCTPOCXR3a C/lel RIMONIBAHETO HA MHXHOWTOPH Ha
CuHTe3a Ha NPOCTArNAHZMHHTE IPe3 PaHHata OpPeMEHHOCT. AGCOMOTHUAT PHCK OT KADIMOBACKYNApHY
ManopMarui € ysenreH o 11on 1% 1o okono 1,5%. Caura ce, 4e pHCKa c& YBenHYaBa ¢ yBeNMUABAHE Ha
A03aTa H NPOSBILKUTEITHOCTTA HA TepanuaTa. [Ipu skMBOTHH, HpWIaTaHETO HA HHXUOWTOPH HA CUMTE3a Ha
TIPOCTAr RAHIMHHETE € MOKA3AN0 YBETHYaBAHe Ha 3ary0ara npei X cfel HMIVIAHTHDAHE ¥ Ha CMBPTHOCITA
Ha emOpuona/mnoga. B sonbiHenyie, yBENWUEHA YeCTOTA Ha DANDIYRM MANDOPMAUMYM, BKIOYMTE/HO
KapauORacKy IapHI, ca GHIIH JOKNaNBaHy TIPA XUBOTHH, Ha KOHTO ca SHimd Aasann UHXMGHTOpH Ha CUHTe3a
Ha MPOCTArIAHIHHUTE TI0 BPEME HA OPTAHOTEHEINCHUA Nepuox. [To BpemMe Ha IHPBOTO M BTOPOTO
TPHMECEHHEe Ha OpemeHHOCTT2, KeronpodeH ue Tp#0Ba [Oa ce W3ITON3B3, OCBEH AKO He € KpaitHo
HAIOKUTERHO. AKO KETORPODEH Ce M3NON3BA OT XKEHA. Keaeiud fa 330peMeHee, HIM 110 BpeMe HA IbPBOTO
¥ BTOPOTO TpHMeceuue Ha OpeMEeHHOCTTa, TO p[o3arda Tp#GBa 18 € BB3MOKHO Hali-HUWCKA W
MPOABUKHTETHOCTTA HA JIEYEHHETO PH3MMKHO Hall-xpaTka.

Io BpeMe Ha TPETOTO TpUMeECEHHE, BCHIKW HHXMOHTODH Ha CMHTE3R2 HA TIPOCTAITH
M3TIOKAT ILIO0A HA;



- KapIMOMyIMOHAPHA TOKCHYHOCT (¢ mpexAeBpeMeHHO areapsiHe Ha ductus arteriosus W 6enompobua
XMNEPTEH M)

- 6B0peuna TUCHYHKID, KOATO MONKE J2 oBesie X0 GBOPedHA HeJIOCTATHUHOCT ¢ ONUTOXHAPAMHHAOH,

B xpan na OpemMeHHOCTTA MaHKaTa H JETETO MOTAT 3 OBAaT HUIOKEHH Ha:

- CBCHTYaJHO YABLDKABAHE HA BPEMETC Ha KBPBEHE, AHTHAIDEraHTCH eeKT KOHTO MOXE Ja ce NOsBH
JOPY ¥ IPH MHOTO HHCKH LO3H;

- OTJIOXKEHO WIH yALIDKEHO PaiAaHe R PE3YNITAT HA IOATHCKANE Ha KONTPAKIHHTE HA MATKATA.

Crenosarenuo, keToNpodeH e NPOTHBONOKA3AH NPE3 TPETOTO TPUMecese Ha GpeMeHROCTTa.

Krpmene:
Hsma wanuusM fadiy 3a mpeMHHAaBaHeTO Ha KetompodeH B Mafiuusoro musxo. Kerompoden me ce

HPenopbYBa NPU KbPMAYKH,

4.7  Edexrn Bupxy cnocobroctTa 32 wodnpane u pabora ¢ Mamumk

(auuerrture na GpaaT NpeylpexaBaHn 33 BH3MOKHA NOABA HA CBETOBBPTEK, CHHIHBOCT, 3aMASHOCT,
KOHBYJICHY WM 3PUTENHH CMYUICHHS ¥ 13 Obiar ChBeTBAHM A2 He odHpar Wik aa He paboTaT ¢ MalMgEy,
AK0 1M OT Te3R CHMITTOMHM Ce IPOABH.

4.8 HexestanH JeKapCTBeHH PEAKIHA

Knacuduxanus Ha 09aKkpaHuTe eCTOTH:

Muoro gectn (21/10); wectn (21/100 mo <1/10); weyectu (=1/1000 no <1/100); pemxm (>1/10000 1o
<1/1000); muore penxu (< 1 /10000), ¢ Wen3BecTHA 4ecToTa (0T HaNHYHHTE JAHHHM He MOXe A3 Obae
HAMPABEHA OLSHK]).

CreaipatiuTe HexeNaRY PeakUWM ca CHTH JOKIANBAHU C KETONPODHEH NPH BH3IPACTHY:

H A HA H a eMa;

- PeIKH: aHeMHA FBIUKAINE CE HA KPbBOHIINABH;

- C HeW3BeCTHAa YeCTOTa: TPOMOOUMTOREHHA, ArPAHYNOLMTO32, KOCTHO-MOIBYHA AILIA3HA, NCBROMEHMA,
XeMONHTHIHA aHEMES

HapylieHus Ha WMYHHATA CHCTEMA:

- C HEM3BeCTHA YECTOTA: AHAMWIAKTHIHN PeaKHH (BXIHOYHTEIHO 1HOK)
c n HHS:

~ ¢ HEW3IBECTHA YECTOTA: JeNPECHd, XaMORHAanY, ofbpKBAHE, IPOMEHH B HACTPOSHHETO
apyie EPBHATA CH! :

~  HEYecTH: raBodoIne, 3AMATHOCT, ChHAHROCT

- PeIKH: napectesus

- CHEeWIBECTHA UeCTOTA: ACeNTHYCH MEHHHIHT, KOHBYJICHH, JUCTEY 3N, CBETORBPTER

Hapymenus na oasre:

- PemKH: HapyleHa 3pWTeslHa OCcTpoTa (BXK, ToUKE 4.4)

Hapyenns na yxoro ¥ malupuars:

- peaNH: LIYM B YNIMTE

Crpreany HapyieHys:

- C HeW3BECTHA YecTOTa: OBOCTPINE HA CHPACHUHA HENOCTATHIHOCT, HPEACHPIHO MBKIEHE

ChIoRY HAPYIISHAS!

= € HEH3BECTHR WeCTOTa: XHMEPTORHSA, BA3ONWIATALHA, BACKYNHTH (BRIKYMISNHO JEBKOUWTOKTACTHU
BACKYIIHTH)

Pecnuparophel, FPRIEK ¥ MEAHACTHHATHY HAPYIHCHUA:

~  PEOKH: aCTMa;

- C HEW3BECTHA 4YeCToTa: CrmassM Ha OpoHxure (0co0EHO NPH  MAUMEHTH,
aueTHACANHIMIOBATA KHCEMHHA 1 kM Apyru HCTIBC)




CTOMAIIHO-4DEBHN HADYNIHHS:

- 9eCTH: AHCIIENCH:, xopemua GONKa, rajiede, NOBphinaHe

- HeYeCTH: IMADHA, 3arieK, PraTyneHIud, racTpuT

- pelKH: CTOMATHT, 53B2 Ha CTOMaxa

- ¢ HemsmecrHa dYecToTa: ofocTpen xomut w GonecT Ha KpoH, CTOMAIIHO-YDERHA XeMOPArHs u
nepdopanig, croMamna GoiKa, 3aTpySHEHO XPAHOCMIIAHE, TaHKPEaTHT.

CHATO- 51
~ PEAKM: XenaTaT, Yeemriapane Ha HHBOTO Ha TPAHCAMMHAZATE.
CH a OXKHATA

- HeuecTH: o6pus, CHeH chrpbex

- C HEU3RECTHA 4eCTOTa: (OTOMYBCTBUTENHOCT, ANONENHA, YPTHKAPHA, AHIHOEZEM, BYI03HA JepMaTO3H
KaTo cuHApoM HA CTUBRAC — JIKOHCBHH, TOKCHYHA CNWIEPMANAR HEKPONHIZ, OCTPA FEHEPANMIUPaHa
eK38HTEMATO3HA HYCTYNI032

Hapyue ;| OYHMTE [T

= C HEH3BECTHA YECTOTA: ocTpa Grbpedna HeOCTATEYHOCT 0cobeno NPy JaHHY 33 Mpeixommuo Fubpeyno
YBpeKiaHe WY XUTIOBONEMYS, WHTEPCTHIMANEH HedpaT, HepoleH CHHOpOM, HeoGHMalHK TecTORE
Ha 6pOpeunara pyHKIHA

# RapyuleHus ¥ ehexTr Ha MSCTOTO HA IPHACKEHHE:
- HEUECTH: OTOK,
- C HeM3BECTHA YECTOTA: yMOpa

H el QOTHAM: AHEH!
~ © peqipecTda decTora: xunonarpﬁemm, xnnepxa:mem.
Hacneasanns:

-~ PEIKH. YBEIUYARAHS HA TCHECHOTO Terno

Crofmasane Ha MOJ03HPAHH HeXKEIAHY DEaKIEE

Cro0maBaHeTO Ha MOAO3UPARH HEXENAHP PeaKiMM Ciel paspeliasane 3a ymorpeda Ha JeKapeTReHMS
NPORYKT € BakHO. ToBa HO3BONAB2 A2 NPONLIKY HAGMIONEHWETO HA CHOTHOWIEHHETO TION3A/PHCK 3a
NeKapCTReHWA NPORYKT. OT MEAMIMHCKHATE CIElMANNCTH Ce W3HCKBA 43 ChobaBar BCAKa NOJO3Mpana
HeKE[lAHa peakiinA upe3 MImbAHKTENHA areHims no nexapcrsara yi. ,Jasss Ipyes" Ne 8, 1303 Cogus,
Ten.: +35 928903417, yebealiT: www.bda.bg.

4.9 Hpenoatpane

Cnyyau wa npegosupane ca NOKNAmBaHK C Jo3d Hagm 2,5 g keronpobed. B nopewero cnmyuau,
HaboRaBaAHNTE CHMITTOMN ca OUNK B Jiexa OpMA M C& Ce OrpasiuIIM JO JIETAPTHA, CRHIIMBOCT, rajeHe,
NOBPBILAHE ¥ KOpeMAH BOMKY,

Hama creundudms: auTHIOTH Npu npenosnpaHe Ha Keronpoder. B cnyualt ma nonosupaHa Texxa
HHTOKCHKAUHA C¢ NPEMOPBYBA Ja Ce WIBBPIMM CTOMAIUHA NPOMMKBKA, CHMITFOMATHYHO ¥ HOLTLDKALIO
JeqeHue, 32 fla ¢¢ KOMIEHCHpa AeXuiparaumsata, O3 ce Halionasa OTACHAHETO HA YPHMHATA M Ja ce
fipeIpHeMaT KOPEKTHBHM MEPKY B CTydall Ha alumoaa.

B cayuail ua O6nlpeqana HepocraTnuHocy, Xemonunannsa 6u morna aa Goxe oT nmossa, 3a 4a Owpae
DPEeMAXHAT URPKYAHPAULAH JIEKIPCTBEH RPONYKT,

5. @APMAKOJOTHIHN CBOMCTRA
5.1 @apMaroIuHAMBINE CROACTRA
DapmMakoTepanepTHyHa rpyna: HecreponnHo npotuaosssnanTenno (M: MyCKyIHO-CKENeTHA CHCTEMA)
ATC xog: M0O) AE 03

Keronpodes ¢ HeCcTEpOWIHO NPOTHBOBBIMANUTENHO, TPOMIBOAHO HA ADHN KapOOKCHTHATS
TPYNaTa Ha NPONMOHATHTE.

Toli nipUTeXABA CeTHWTE CBOMCTRA:




+ llerrpayHo ¥ neprdepHO AHANTSTHIRO,
*  AHTHTIMPETITHO,
¢ [IpoTHROBB3NATHTENHO,

¢ Kpartkorpalino wEXuGAEpaRe HR TPOMOCLHMTHATA PyHKLNA.
Hawuast My Ha nelicTaue He e Hamhano obicHen.
Toll HEXHOHpa NPOCTATTIARIMHOBATA CHHTETA3a H TPOMDOIMTHATA arperamus

52 dapMaxKoKHHETHYHH CBROICTRS

AGcopbuus;

Keronpoten 6bp30 1 HanwaxHo ce abcopbupa 0T CTOMAIIHO-IPEBHHA TPAKT.

MaxcHMANHATE [FA3MEHH HHBa Ce JOCTUIraT B paMiHTe Ha 60 10 90 MIHYTH ClIeH NEPOPAIHO NPIIToKeHE.
Iuxopute MasMeru KoHuenTpayd ca 7,72 + 1,6 mg/l.

Koraro xeTonpodeH ce npHeMa ¢ XpaHs, CKOpPOCTTA Ha abcoplind ce 3abasa, KOETO BONM 10 OTNOKEHY K
CHIKEHH ITMKOBY INAMeHH HHBE (Cunax). OO1aTa My GuonanuanoCT 06ade, He ce HpOMeH.

Pasnpedenenue:

KeromnpodeH ¢ cabp3ad B 99% ¢ INasMEHATe IpOTSHHH,

Tolt audyHIHpa B CHHOBUANHATA TEUHOCT K € HA/IHIE B HHBa NO-BHCOKY OT CEPYMHHTE KORUCHTpRUMY Clle]]
4-THs YBC Cliel NEPOPANEH NIPHEM,

Tolf npemuyasa uauenTapuara Sappepa n KPLBHO-MO3paBAaTa Gapyepa.

ITna3MeHRAT eNHMHEHADHOHEH NOMYXHBOT € IpUGIH3UTeNHO 2 3aca.

OGeMBT Ha pasnpeneneHue ¢ npubmusuTenao 7 nurpa.

Bugmpanchopmayus:

Keronpoben ce GuotpancdopMupa upes ABa NPOLEca: XUIPOKCHNHMpPAHe M KOHIOTAHHA ¢ [HOKYPOHORA
KUCEIHHA, KaTO NOCIEHAAT NPOLEC € OCHOBEH NPH XOpaTa.

IMo-manko or 1% or npanokeHara 803a keTorpodeH ce OTKPHBA B HENPOMEHEHO CHCTOSRHE B yPMHATA,
HOKAaTO KOHIOTathT Ha MBOKYPOHORATA KUCE/MHA TPeACTaREABA NpROau3nTeHO 65% 1o 85%.

Enupupupane.

Excxpenmara, riasso 656petira, € Onp3a Thi karo 50% or npHaokeraTa 203a ce ETMMEHNADA B PAMKHTE Ha
6 yaca cyen MpueMaHe, HE3ARHCAMO OT ITBTA HA NPWIGKEHNE, B paMKUTE Ha 5 IHE ClieJ NepopancH npHeM,
75% no 90% ot no3ata ce exckperupa or HebpeumTe 1 1% Ko 8% upes H3npaKHSHHATA.

@H3NONETATOIHYHE PAHORNTHOCTH:

Xopa ¢ cmapugexa gezpacm

Ilpn xopa B crapuecka Br3pacT, afcop0umfATa HR KETONPOPEH HEe CC TIPOMEHS, HO C€ YNRJDKABA
SNMMBHAHHOHAHAT NOMYHUBOT 3 9aca U ¢ HaMaiasa (e0pedHnn H IIaIMeH KIHMPEHC.

Xopa ¢ GvOpesHy HADYWeRUs
YIpy Te3M MAlHEHTH ¢ HATHUS CROTRETCTBAIIO HA TeXecTra Ha SrOpeanata HEAOCTATHUHOCT CHIDKARAHE HA
ODIMUA KNIMPLAC M YIBDKABANE HA €THMHHANHOHHNA NOTYRHABOT,

5.3 IDpeaxanuuunv panun 3a GesonacHocr
Hsama vosu nansd.

6. DAPMAHEBTHYHM JAHHH
6.1  CnHceK T8 MTOMOIMHHTE BEINECTEA

. Bsn mmact: naxrtosa- 257 mg, DIUEBMYEO HEMeCTe - 38 mg;, CUTHIMER AROKCHA, KOROHOEH
xuapatupas — 3,8 mg; xenarun- 0,38 mg; marueanes creapar ~ 5,7 mg;




. HBIT TNACT: XMAPOKCHOTHNNENYNo3a- 75 mg; xammwes xuzpored gocdar muxunpar-259 mg,
narpues pubodnasuu docdar(E 101) - 0,38 mg; Marnesues creapar- 7,6 mg.

6.2 HecsBmecTHMoOCTH

Henpunoxumo

6.3 Cpox Ha rogHocy

2 rogumm

6.4 Cnesnainy yc/10BHE HA CLXPAHCHHE

Ha ce ¢pxpasspa on 25° C

Ha ce cuxpansBa Ha MECTa, JAIATEHH OT CBETIIMHA i BIAATA.

6.5 Bun u chaBpEaHMEe HA ONAKOBKATA
ITepruuma onakosxa - PVC /Al domio
BropHa ONAKOBKA - KapToHeHa KyTHa X 20 tabnerky wiu X 100 Tabnerxd,

He Bcumu BrOBE ONaxoBky me GHIAT MYCHATH A4 Ha3apa.

7. IPRTEXATEJI HA PAPEIIEHHETO 3A YIIOTPEBA
Sanofi-Aventis Groupe 54 rue La Boétie 75 008 Patis, Opasias

8. NIPUTENKATEJ HA PAZPEHIEHHETO 3A ITAPAJIEAEH BHOC
“Becra Men” EOOJL, yn. Knrao Cropuen Ne8, 5350 TpspHa, Beirapus

9. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEGA
Per. Ne 9900097

10. JATA HA MIbPBO PA3IPEMABAHEMIOAHOBABAHE HA PA3PEUMIEHUETO 3A
YHOTPEBA

Hara Ha wspBo paspemasane: 18.03.1999 r,

JiaTa Ha nocneAHO nogHoBABane: 27.08.2010 .,

11. JATA HA AKTYAJIIMIUPAHE HA TEKCTA
16 Mapr 2020




