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Kpamxa XapaKmepucIuKa Ha npogyxms - flousoxenus 1

1. HME HA JIEKAPCTBEHHS IPOAYKT ‘; Kbm Pea, N ........... 92019‘9211 ........................
-J - %o
OKFTaCK 25 mg rpany. Paspetueriue NQJG’(W ¢ W
Okitask 25 mg granules 1 g 04, mn
OGOBPOHUE N vovrvvnvreemcncsnrsscrcsssnsS ersarsesnenisicon
2 KAMECTBEH H KOJIMYECTBEH CLCTAB

Besko camie chabpika akTHBHaTa chetaBka keronpogden (ketoprofen) 25 mg (kato ketonpoden
Jm3HHOBA col (as ketoprofen lysine salt 40 mg)) .

INomowmy BeniecTsa ¢ H3BECTHO AeHCTBHE:
Acnapram (E951) 350 Mmukporpama
I'moko3a 63 Mukporpama

3axaposa 6,13 Munurpama

3a ITBNHMA CIUCHK Ha MOMOLLHHTE BEIOECTBA BHAKTE TOYKA 6.1.

3. DAPMAIIEBTHYHA ®OPMA
T'panymu B came

besm a0 6ne/1o KbITH rpanyIy.

4. KIMHAYHUA JAHHH
4.1 TepanesTwunu noxazanns

OxaTack ce npenopbusa 3a KPATKOCPOYHO CHMIITOMATHYHO IGYEHUE HA OCTPA JIEKA 10 YMEpPeHa
Gonxa 1 moBmIIEHa TeMnEpaTypa.

Oxurack € nokasaH 3a ynorpeba pu BL3pacTHH Ha 18 ¥ noBeye roAN.

4.2 Jlo3apoBKa H HAYHA HA NPHICKEHNE
Ho3npopxa
Hoxka3zanue BunipacroBa rpyna Jo3a IpoaAbL/DKATENHOCT
CuaMnToMaTH4HO Buapactin Han 18 1 cawe xato MunsHMannara
obnexvaBane na Gonka | rogHHH EAHOKpATHA J034, eexTHBHA 1032
H NOBHIIEHA NoBTOpeHa 2 10 3 TpsOBa J1a ce H31'IOJ13Ba
TEMNepaTrypa TBTH AHEBHO, aKO € &
seobxozumo. *




CHMITTOMHTE {BX.
To4Ka 4.4)..

* TpaGea fa uma BUTEPBAN OT NOHE 4 Yaca MEMIY AOIATE.
He npepminasaiite npenopbupasaTa IHEBHA 034 oT 75 mg .

AKO CHMITTOMMTE NpOAB/DKABAT MOBCYE OT TPH AHH NPH NOBHILEHA TEMIICPATYPA RN €T AHH TPH
fornKa HIM ak0 CHMOTOMHTE ce BJIOINAaT, TpﬂﬁB& JAa C€ KOHCYITHPATEC ¢ MCOHHHHCKH CIICLHAIIHCT.

IlaunenTu B HanpeHana BL3IpPACT

Keronpogen nmu3nHoBa coll TpsbBa ia ce H3MON3Ba ¢ OBHIIEHO BHAMAHHE NPH NALHEHTH B
HanpeaHana Be3pacT.
[Ipu nauuenTH B HanpeaHANa BB3PACT Ce NPENOPbYBA A03a OT | callle AHEBHO.

IlennaTpuyuHa nomynauns
Keronpoden nusunopa con e TpAGBa Ja ce H3M0/3Ba IPH Aeiia HA BL3PACT NoA 18 roauHA.

Hausn Ba npaiokenne

[epopanto npunokenue,

C'B,?];'Bp)KBI-IHCTO Ha callléTO MOXE Ja CC MOCTABH AHMPEKTHO BLPXY C3HWKA, To ce pa3tBaps B
CIIOHKATA H CNeA0OBATENHO MOKE 1A Ce TIpHEMa 6e3 BoOa.

43 IIpoasonokasanus

JlexapcTeHMAT NPOAYKT He TPGBa Aa CE H3MON3BA B CCAHHTE CITY4au:

. OPH NailHCHTH ¢ aHaMHes3a 3a pPC€akiiiH Ha CBPBXUYBCTBHTCIHOCT, KATO HAaNPHMED
SpoHxocHaybM, IPHCTHITH HA ACTMA, OCTBP PHHHT, YPTHKAPHSA, OOPHBH MM JPYTH aleprHIHU
peakun KkeM KeTonmpodieH MM KbM BellecTBa ¢ MonoGeH MeXaHH3bM Ha AeHcTBHE (KaTO
aneruncanauunesa kucemuHa wnd apyrs HCIIBC). Ilpu Tesu naumeHTH ca HabmoJaaBaHw
TEXKH H B PEAKH CllydaH daTanHH peakuun (Bx. Touxa 4.8);

* TpH NAUHCHTH C YYBCTBHTEIHOCT KbM HAKOE OT NMOMOINHHTE BellecTsa, H30POEHH B
To4Ka 6.1;

*  TI0 BpeMeE Ha TPETHA TPHMECTBD Ha OpeMerHocTTa ( BK. Touka 4.6 );

¢ IIPH TEXKA CbPAEYHA HEOCTATEYHOCT;

¢  NpH NAUHEHTH C AKTHBHA NENTHYHA A3Ba HJIH ¢ aHaMHe3a 3a CTOMAIIHO-YPEBHO KbpBEHe,
A36H unM nepoparus;

* [IpH DaUMEHTH C A3BAa HA CTOMAXa HIH ABaHAXECETONPBCTHHKA, XPOHHYHA JHCICNCHSA H
TACTPHT,

¢ 1pH OALHEHTH C JIEBKOLIMTONEHHS MJIH TPOMGOUMTONEHHS, AKTHBHO KBbPBEHE MHIH
KbpBAIIA [IHATE3A [IPH JIEYEHHE C AHTHKOATYNAHTH;

*  TpH NAIHEHTH ¢ Texka OpOpeuHa HNu yepHoApoOHa HEAOCTATHYHOCT .

44 CnenHaNHE DpeIynpexIeHMs H OPeANA3HA MEPKH NpH ynoTpeda
Crobuiasany ca MEOIO PeAky CIY4al HA TEXKA, B HAKOH CyuaH (paTalHa pea

eKcONHATHBEH JePMATHT, CHHAPOM Ha CTHBBHC-IKOHCHH H TOKCHYHA &
npH ¢ ynorpedara ka HCIIBC (Bx. Touxa 4.8). Ketonpoder nu3uHOBa




HNPpH ITBPBHTC IIPH3HAOH HAa OﬁpHB, YBPCKIaHe Ha JIHraBKIATa HIIH HAKAKBB JpYIr INpH3HAK Ha
CBPBXYYBCTBHTCIIHOCT.

Hanonssanero Ha keronpoden su3uHoBa con egroppemerto ¢ HCTIBC, BxmounTento
LMKIIOOKCHTEHA3a-2 CENCKTHBHH HHXHOHTOpH, Tpa6aa Aa ce HaGArsa

Hexenannre peaxnpn Morar Aa GbAaT CBEAEHH 10 MUHHMYM Upe3 H3TOJI3BAHE HA MHHUMAITHATA
ebexTiBHa 1032 32 Halt-KpaTKuA NEPHOA OT BpeMe, HEOOXOIHM 33 KOHTPOJHPAHE HA CHMITTOMHTE,

IIpexomeprara ynorpe6a Ha HCIIBC Moxe aa nopeze A0 rnasoGoiAe, MPEeAHIBUKAHO OT
MeaukamenTr. Ha nanuenTHTe ce npenopnusa Ja npeyCTAHOBAT IEUEHHETO H 1a GbaaT
NpeaynpeaeHH 32 Bh3MOKHH CHMIITOMH HAa OTHEMaHe, KOHTO MOTAT Ja BEKJIIOYBAT BJAOIMIABAHE HA
raBoboHeETOo, KOETO MOXE Aa MPOIBIKH HAKOJIKO JHH.

[lauvenTy B HATIpEQHANA BB3PACT: XOPATa B HANpEAHATa BH3PACT MMAT MOBHIIEHA YeCTOTa Ha
HewxenaHy peakuun kbM HCIIBC, ocobeno CcTOMAIHO-YpEBHO KbpBEHE H nepdopanus, KOHTO
Morar Aa 6saar darammu (Bx. Touka 4.2).

CToMaIHO-YpeBHO KLpBeHe, A38H M nepdopauns: npr BcHyku HCTIBC ce chobimasa 3a KepBexe,

A3BH HJIH IepPopaliHs Ha CTOMAIHO-UPEBHHA TPAKT, KOHTO MOraT ja 6baT (aTaiHH, Mo BCAKO
BPEME Ha JICYEHUETO, ChC HIH 6e3 MpeaynpeauTenHy CHMITOMH WITH TIPEAHIIHA AaHAMHEa HA
CEPHO3HH CTOMAILHO-PEBHH ChOMTHSL.

Hsikou enuzeMrONOrAYHH JaHHH IPeNIonaraT, de KeTonpoden Moxe Aa Gbae CBBHP3aH ¢ BHCOK
PHCK OT CEpHO3HA CTOMAIIHO-YpEBHA TOKCHYHOCT, B cpaBHeHHe ¢ Hakou apyrd HCIIBC, ocobeHo
MPH BUCOKH 03H (BXK. ChIIO TOUKH 4.2 1 4.3).

PuCKLT OT KbpBEHE, A3BH HIH nepdopanys Ha CTOMAIIHO-9PEBHHS TPAKT € NO-BHCOK MPH
ysenuvanane ga no3ute Ha HCIIBC, npu naumenty ¢ anamnesa 3a #38a, 0CODEHO aKo € YCHOKHERa
€ KPBHBOH3IHB Wi niepdopauus (8x. Touka 4.3), KaKTO U IIPH NAIlHEHTH B HANPEAHANA BB3PacT.
Te3u nauuenTd TpAGBa Aa 3aMI0MHAT NEUSHHE ¢ HAl-HHCKATA Bh3MOXHA 1033, KoMOunrpanara
Tepanus Che 3aWTHH CPEACTBa (HAMP. MA3ONPOCTON HIH HHXHOHTOPH HA MPOTOHAATA MOMITA)
Tpsi6Ba fa ce OOMHCIH IPH TE3H NALHEHTHR, a ChIIO H NIPH MALHEHTH, KOHTO C& HYXAAAT OT
€/IHOBDEMECHHO MPHJIATAHE HAa HACKA 033 aCIIHPHH MIH APYTH JEKapCTBEHH NMPOLYKTH, KOUTO
MOraT A2 BOBHUIAT PHCK 3a CTOMAIIHO-YPEBHAA TpakT (BxX. no-gony | Toduka 4.5). Ilannedture ¢
aHaMHesa 33 CTOMANIHO-YPEBHA TOKCHYHOCT, 0COOEHO aKo ca B HanpeaHana Be3pacT, Tpsdba 1a
CboOIIaBAT 33 BCHYKH HeoOH4aiiHn aGAOMHHAIHH CHMITTOME (OCOGEHO KBPBEHE HA CTOMALIHO-
YPEBHUA TPaKT), OCOGEHO B HAYANHHTE €TaNK Ha NevyeHneTo. [Ipenophusa ce NOBHILEHO BHEMAHHE
TIPH NIALIHEHTH, MOMYYABAIIlH CHITBTCTBAIA JIEKApCTBa, KOUTO MOTarT J1a Ce YBEIHYaT PHCKa OT 43Ba
HIIH KbPBEHE, KATO [IEPOPANHA KOPTHKOCTEPOU/IH, AHTHKOArYJIAHTH KaTto BaphapHH, Ce/leKTHBHH
HHXHOHTOpH Ha 0GPaTHOTO 3aXBAWaHe HA CEPOTOHAH HJIH AHTH-TPOMGOUHTHH CPEACTBa KaTo
ACTIHPHH (BX. TouKa 4.5).

Koraro npu naunenTH, noryuasaty KeTonpodeH MH3HHOBA COM, CE MOABAT KhPBEHE MM A38a HA
CTOMAITHO-YPEBHAA TPAKT, JiedeHHeTo TpAbBa na ce npeycrasosn. HCIIBC Tpsi6Ba na ce npunarat
BHHMAaTE/HO NIPH MALMEHTH ¢ aHAMHESA 334 CTOMALIHO-YpeBHH 3abongpanns (YILepo3eH KOMNT,
Gonect na Kpon), Thil KaTo Te3u CHCTOAHMA MOraT Ja ce Bnoluar (Bx. Touka 4.8). [lansue
TpabBsa Na GbRaT BHHMATEIHO NPOCASAABAHH, OCODEHO 32 CTOMAIIHO-YPEBHO KKPHS

KIMHHHYHHTE NPOYYBAHHA M €IHMAEMHONOTHYHHTE JAHHH TOKA3BAT, Ye;
HCIIBC (ocoGeHO NpH BHCOKH 103 H 3a MPOXBL/DKHTENHO JCYeHHe) M



TIOBMINABAHE HA PHCKA OT APTCPHANHH TPOMOOTHYHH CHOMTHS (HampuMep MHOKAapAeH HHpapkT
HITH HHCYNT). HAAMa AoCTaThYHO NaHHH, 33 4a ce H3KMOUH noAo0eH pucK 3a keronpodeH .

Kakro # npn apyra HCTIBC, natments ¢ HEKOHTPOIMpaHa XHIEPTOHHN, IOTBBPACHA HCXEMHYHA
KapaHOMHoOnaTds, nepudepHo aprepdanio 3aGonsBaHe W/MMH LepeOpoBacKynapHO 3afoniBaHe
morar a Gsar NEKyBaHH ¢ KeTonpod)eH TH3HHOBA COM CAMO CJICE BHHMATETHA NIpelieHKa.

B nauanoro Ha nedennero 6bbpeuHara GyHkuna TpAGBa a ce clean BHHMATENHO NPH NaliHeHTH
ChC CHPACYHA HEAOCTATBYHOCT, IMPO3a H Hehpo3a, TE3N HA JIeUcHHE ¢ JUYPETHOH (BXK. Touka 4.5)
H mauueHTH ¢ (b6peuno yspexaane, 0cobeHO ako ¢a B HanpeaHana Bb3pacT. [IpH Te3u nanHeHTH
ynoTpebara Ha KeTonpodeH Moxe na AoBefe a0 HamansBaHe Ha 6BOpeuHOTO KphBOCHabASBaHE,
mopaau HHXHOHpaHe Ha pOCTArNaHIuH, BOJELo A0 616peusa HenoCTaTBYHOCT.

ITo Bpeme Ha neuenne ¢ HCIIBC ca naGmopasany 3aqbpKaHe Ha TEYHOCTH, XHIIEPTOHHA H OTOK.
Heo0XonuMo € nNOBHINEHO BHHM&HHE NpeNH 3aMOYBaHe HA JIEYEHHETO MPH MALHEHTH C
TIONOKHTENHA MEAHIIMHCKE aHAMHE3a 33 TE3H ChCTOIHHA,

Ilpy nauueHTH ¢ HApyuIeHH CTOHHOCTH Ha uYepHOApoGHATa QYHKUMS HAM aHAMHE3a 3a
uepHOnpOGHO 3a6019BaNE, CTOMHOCTHTE Ha TPAHCAMHHA3HTE TPAOBA Ja C€ OLCHABAT IICPHOHYHO,
0cobeHO Mo BpeMe Ha MPOABIDKATENHO JedeHde. iMa chobImenHs 3a peKH CIIydaH Ha KbITCHHIA
H XCTATHT, CBLP3aHH ¢ ynoTpebara Ha KeTonpodeH.

HeobxoauMo € BHHMaHHe, KOTaTO /EKAPCTBEHHAT NPOAYKT Ce NpHIara p¥ NAUMEHTH ¢
YepHOApobHa NOpdHPHA, ThH KATO TORA MOXKE Aa IPEH3BHKA NPHCTBIL.

Kaxto u npu gpyrm HCIIBC, npu Hanwunero na unexums TpsOba Aa c€ HMa NpeRsHA, e
NPOTHBORB3NAIHTENHHTE, HAINETHYHHTE H aHTHIHPETHYHHTE CBOHCTBA Ha KeTonpoden Morar fa
NPHKPHAT CHMITTOMH, 4€CTO CBbLP3aHH C [IPOrPECHPAHETO Ha HH(EKIHA, KATO TPECKa.

B cifydau Ha GpeMeRHOCT, PEpPTHIHTET MM KbPMEHE BHAKTE TOUKA 4.6.

[lanpenTd ¢ acTMa, CBBP3aHH C XPOHHMYEH HJIH AJEPrHYEH DHHHT, XPOHHYEH CHHY3HT H/HIM
Ha3alHa [MOJHIO33 €4 TO-CKAOHHH KBM ANEpPrHH KBM AlETHICANHLMIOBA KHCEAHHA H/HIH
HCTIBC, orkonkoto ocTaHanarta yact OT HaceneHHeTo. IIpHeMaReTo Ha keTonpodeH JTM3HHOBZ
COII MOXe Ja HPHYHHH NAPHCTLOH HAa acTMa MM OpOHXOCTAa3bM MpH TAlHEHTH, KOHTC ca
AIEPIHYHE KbM aleTHncamiunnosa knceimnHa ung HCIIBC (Bxk. Touka 4.3). CneaoBaresHo mpH
Te3d MAIMEHTH H NPH XpoHHYHA O0CTPYKTHBHA Genofpobra Gonect wmi 616peuno 3abonasane
NeKaPCTBEHHAT NpoAykT Tp:AGBa Aa ce W3MOI3BA CaMO O[] IEKAPCKO HAGMOAEHHE.

[lpeycranoBere Je4eHneTo B Ciyyalt Ha npoGleMH C 3PEHHETO, KATO 3aMEBITIEHO BHK/AHE.

MackipaHe Ha CHMOTOMHTE Ha nojiexampre uudexiymd: OKHTack MOXKE Ja MacKupa
CHMATOMHTE Ha MH(EKIHA, KOETO MOXe Aa AoBeae A0 3abaBsHe Ha 3alOYBaHe Ha MOIXOAMILO
ACUCHWE M MO TO3M Ha4uAH Aa BAOWIH W3Xoaa OT HWHJeknusTa. ToBa ce nabmoaasa npu
Gaxrepuania NHEBMOHHSA, IPHAOGHTA B OGLIECTBOTO, KAKTO H NPH GaKTEPHATHATE YCAOMKHEHHS HA
BapHnecna. Koratro Oxmurack ce npHiara 3a JIEHMCHHE Ha MMOBRIUCHA TEMOCparypa HIM 3a
obnexyasaHe Ha oNkaTa BbB BPB3Ka ¢ MH(EKIus, ce NpenopbyBa HaGmoneHne Ha HHe

NEPCHCTHPAT HJTH C€ BIOIIABAT,

I'Ipenynpexc,ueﬂaﬂ 33 MOMOIIHHTE BemeCTha:



Oxurack 25mg rpaHynH CbEBPKET M3KYCTBEH NOACTAZHTEN aclapTaMm: MalUeHTH ¢
dennnkeronypus Tp6Ba 1a H3NON3BAT TO3H JEKAPCTBEH NPOAYKT C MOBUIIEHO BHHMAHHE.

TTaupeHTHTE ¢ PEAKH HACTERCTBEHM NpobaeMy Ha HEMOHOCHMOCT KbM (pyKT03a, FIIOK030-
ranakTo3Ha ManaGcopOuis HiH 3axapo30-H3oMaiTTaseH JeduuHT He TpaGBa a MpHEMAT TO3H
JICKapCTBEH POAYKT .

AKO CHMIITOMHTE NPOIBIIKABAT HITH Ce BJIOMIABAT HJIH C¢ NOABAT HOBH CHMITTOMH, DALMEHTET
TpsA6Ba ia ce KOHCYNTHPA C JIeKap.

4.5 BaanmopelicTeuae ¢ APYTH AeKAPCTBEHH NPOIYKTH A ApYTrR (GOPMH Ha
B3aHMoAeHcTBAE

Kom0mAaums, koRTO TpEGBa Aa ce n3barear

AJKOXON: ANKOXONET, KOHCYMHPAH CAMOCTOSATE/IHO, MOXE Ja IPEAN3BHKA Jpa3HeHe Ha
CTOMANIHO-YPEBHHA TPAKT, IOPaJH KOETO HMA MIOBHILEH PHCK OT CTOMAIIHO-YPEBHO KbPBEHE H
a3e, koratro HCTIBC ce npuemat eqnoBpeMeHHO ¢ ankoxoll. Ha naupeHTuTe ce npenops4sa Aa
u30arsar tasy koMGuHanns.

AHTHKOAryiauTH (xaro xenapuH H sapdapux): HCTIBC Morar za 3acHnsT edekTHTe HA
aHTHKOAry NaHTHTE (BXK. TOuKa 4.4) . [Topagy NOBHINEHHA PHCK OT KbPBEHE MALMEHTHTE TpAORa 1a
6BAaT BHUMATEHO NPOCIEASBAHH, KOTaTo € HeoGX0ZHMO €AHOBPEMEHHO IPHIIOKEHHE.

Ll4KI0cnopuH © HMa yBERWdeH prck oT HedpoTokcuunocT, korato HCIIBC ce npanarar ©
LHKJIOCTIOPHH

Iaburatpal: BR3MOXEH MOBHILIEH PHCK OT Khpeere, koraro HCITBC ce npunarar ¢ gaburaTpas.
EpriotrHHG : noBuinen puck ot kbpeene, Korato HCITBC ce npunarar ¢ eploTHHEG.

JIuTHii: pack OT MOBHIIABAHE HA NNIA3MEHATa KOHLEHTPAIMSA HA JMTHH, KOATO MOXE /1 AOCTHIHE
TOKCHYHH HHBA, IOpay HaMajseaHe Ha 6b6peunara exckpenusa Ha nuthi, Korato e npHnoxuMo,
MAa3MEHHTE HHBA Ha MATHI TpAOBa Na ObAAT BHUMATEIHO IPOCAENIBAHY | AO3ATA HA MUTHE
CllefiBa 1a ce KOpHTHpa o Bpeme Ha | ciel nevenuero ¢ HCIIBC,

Merotpekcar, mpu X03H nNo-BHCOKH OT 15 mg/ceMMUA: MORMINCH PHCK OT CRHP3aHA C
METOTPEKCAT KPBBHA TOKCHYHOCT, OCOOEHO KOrato ce Nnpunara BbE BHCOKM no3u (> 15
mg/ceAMHLA), KOATO Hali-BEPOATHO € CBbp3aHa C H3IMECTBAHE OT METOTPEKCAT-CBLP3AHHMTE
NPOTEHHH H HaManeH OnOpeyeH wmupsHc . IlopagM TOBa NALMEHTHTE, NEKYBAHH C TE3H
TEKAapCTBEHH NPOAYKTH, TpAOBA Ja MOTHPCAT NeKapcka MOMOLL, Mpead fAa TPHEMAT ToBa
TIEKapCTRO.

Hpyru HCTIBC (BKMOYHTENHO CENEKTHBHH HHXMOHTODH HA IMKIOOKCHTEHA3a-2) H BHCOKH AO3H
CATHUH/IATH: [IOBHIIEH PHCK OT FACTPOMHTECTHHAIHH S3BH M KhpBEHE.




Betinadakcnn: noBrien puck ot kbppete npH npunarake ia HCTIBC ¢ sennagakcuy

KomOuAanna, H3RCKBANA NPeINaIHBOCT

AHTH-TPOMOOLMTHH CPEACTRA U CENEKTHBHA HHXHOUTOPH HA OBPATHOTO 3aXBAlllAHE HA CEPOTOHHH

(SSRIs): noBMiNeH PACK OT CTOMANINO-YPEBHO KbpBEHE (BX. TouKa 4.4).

AHTHXHOEpTEH3HBHU cpeacTea, ACE HHXUOWTOPH M aHrHOTeH3HH [| penenTopHH AHTATOHHCTH :

Ilpn naument ¢ Hapymena 6v0peqHa QyHKiMA (HanmpHMep NEXHAPATHpPAHH H NALHEHTH B
HanpezHaia BL3PACT), €NHOBPEMEHHOTO NpHioXeHHe Ha ACE-HHXHOHTOp M aHrHOTeH3HH I
PELENTOPEH AHTAMOHHCT M BHKIOOKCHI'€Ha3HH HHXHOHTOPH MOXe Ja Npeau3Bhka AOITBIHKHTENIHO
Browasane Ha 6p0pedHa (yHKUHSA, BKIOYHTENHO IOTEHUMATHA 0cTpa GhOpeYHa HETOCTATBYHOCT.
[lopann Topa Teau xomMOumAWA TPaOBA A2 C& MPANATAT C NMOBHIICHO BHHMaHHe, OCOGEHO NpH
NalHeHTH B HampeAHana Bs3pact. [laitHenTHTe Tpabsa pa Objar NOMXOAAINO XMAPATHPAaHH H
TpAdBa j1a ce oOMucan MorHTOpHpane Ha GnOpeunara dyHKUMs clie] 3aroMBaHe HA eHOBPEMEHHO
nevende. HCTIBC morar na anTaroHM3sHpar eieKTHTE HA [IOHHXABAHE Ha KPBBHOTO HausTaHe Ha
AHTHXHNEPTEHIHBHATA TEpaIlHs.

Baknoden: HCIIBC BeposTHO Hamasapa Ha OTACHAHETO Ha Gaknoden (MOBHINEH PHCK OT
TOKCHYHOCT).

Copneunn rankosnuy : HCITBC BeposTHO NOBHINARAT IIA3MEHATA KOHUCHTPALAS HA CHPUCHHH
TJIHKO3WJH, CBIIO BEPOSTHO 00OCTPAHE HA CHPAEYHATA HEAOCTATHYHOCT ¥ HAMANABAHE HA
OnOpeunara GpyHkHA .

Koprrkocteponny: [ToRHIeH pHCK OT FACTPOMHTECTHHAAH S3BH I KbpBeHe (BX. Touka 4.4).
Kymapuan: HCITBC BeposaTHO NOBHUIABAT AHTHKOATYJAHTHHSA e(eKT Ha KyMAPHHHTE
HubennxunanTonn i cynhOHAMUAN: THH KaTo KeTONMpodeH € CHIHO CBEP3aH ¢ MPOTEUHH, MOXKE

Aa e HeoOX0AHMO fla ce HAMAH 103aTa Ha JU(EHUIXHIAHTOMH HIH CyN1(OHAMHIH, NPHAAraHH Mo
BpPEME HA JIEYEHHETO.

Ouypernun: MaipienTute, npheMamu AHYPETHIH H TE3H, KOHTO CHILO €2 TEXKO AEXHAPATHPAHH,
Ca H3NOXEHW HA MO-TONSM PHCK OT BTOPHYHO pa3BHTHE Ha OBEGpedHa HEOOCTATRYHOCT IIOPAAH
HAMANABAHETO Ha OBOPEUHES KPbBeH NOTOK, NPHYHHEH OT HHXHOHpaHE Ha NpocTarnaHiny. Tesu
manueHTH TpsAGBa Aa ObAaT pexHApaTHpaHK NpeaH 3anoyBaHe Ha IHOBPEMEHHOTO NPHUIQKEHHE H
0B6peunara yHKiHA TPIOBA 1A Ce CleH BHUMATEMHO (BXK. ToUKa 4.4) clell HauANoTO Ha
Jeyennero. HCIIBC Morar xa HamanaT edekra Ha AHYPETHOMTE.

XUNOTNHKEMHYHHN cpenctsa (cyadonnmypen): HCIIBC BepoATHO 3acHIBAT eeKTHTE Ha
cyndoHnITypenre.

MetoTpekcat B 103H NO-HACKH oT 15 mg/cenMnrg;

Heo6xonumo e exceceIMETHO ThJIHO MPOCTEAABAHE HA KPHBAATA KAPTHHA TIpe3 HPBHTE HAKOJKO
CeIMHUH OT KOMOMHHPaHOTO NpHIokenue. [Tpocneaspaero TpAbBA 1a C& H3BLPIIRAE
IPH HaNWIHe Ha NpoMAHa B 6b0peuHaTa QyHKIMA H IPH NalHEHTH B HANPEIHARFTLALNS

-



lenroxcudmmmn: TloBamen puck or xepsene. HeoGX0quMK ca MO-YeCTH KIMHHYHH TPErTICAH H
KOHTPOJ1 Ha BDEMETO Ha KbPBEHE.

TleHuuunaMAK : BeaMoxker MoBAIIEH pyck oT HedpoTokcHuHocT, korato HCTIBC ce npunarar ¢
IeHHIHTAMHH.

Ilemetpekcen : HCITBC BeposTHo HaMansgat 66peuHaTa eKCKpeLs Ha MeMeTPeKCe.
IIpacyrpel : BeamoxeH NOBHIIEH PHCK OT KbpBeHe mpu npuiarate Ha HCIIBC ¢ npacyrpen.

IIpoGenennn: EanoBpemMeHHOTO NpHNOXKeHHe Ha NPOOEHHUHA MOXe 3HAYMTENHO A& HaMajiu
Nia3MeHAs KIHPBHC HA KeTenpodeH.

TakponuMyc : BE3MOKEH NOBHUIEH DHCK OT HedpoToKcHuHocT mpH npunarase wa HCIIBC ¢
TaKPONHMYC.

3unosyanH : [ToBAMIEH pHCK OT XEMATONOrUYHA TOKCHYHOCT pH npunarane na HCTIBC che
3WIOBY JHH.

Parouasnp : Ilnasmenute konuenTpaunn Ha HCIIBC BepoATHO ce NOBHINABAT OT PHTOHABHD.

4.6 DepTHARTET, GpeMeHHOCT A KbPMEHE
Bpemennoct

Huxubupanero Ha IpocTarnaHAMHOBHA CHHTES MOXE 113 MOBIHSAE HEGIATONPHATHO HA
GpeMeHHOCTTa H/HITH eMOPHOHANHOTO/(eTannoTo paspuTHE. JIAHHATE OT EMUAEMHOTIOTHYHNTE
Npoy4BaHHA TIOKA3BAT OOBHIIEH PHCK OT CHIOHTaHeH abopT U ChpAeHHH MAPOPMALHH H
TacTPOIH3HKC clied ynotpeba Ha AHXHOHTOP Ha MpocTarfaHqHHOBHA CHHTE3 110 BpeMe Ha paHHa
OpeMeHHOCT. AGCOMOTHHAT PHCK 33 CHPAEUHOCHA0BA MAN(OPMALIHS € YBETHYEH OT TI0-MAaNKO OT
1%, no npu6m3ntenno 1,5%. Caura ce, ue PHCKBT C€ YBEJIHYABA C 1034Ta H NPOIBIDKHTEIHOCTTA
Ha JIEYEHHETO.

Ilpu KHBOTHH € N0KA3aHO, Y€ NPHIIOKESHUETO HA MHXHOHTOP Ha MPOCTAMTAHIHHOBHS CHHTES BOH
A0 [IOBHLIEHA Mpe-H MOCT-HMILIAHTalHOHHA 3ary0a 1 eMOpuo-detanch neranurer. OCBEH TOBa,
NpH XHBOTHH, NTONYYHAH HHXHOHTOP Ha MPOCTAraHAHHOBHA CHHTE3 IO BpeMe Ha
OpraHOTeHETHYHHA NEPHOJ, Ce ChO0IilaBa 3a MOBHIIIEHA HECTOTa HA Pa3IHYHH MATKPOPMAIIHH,
BK/TIOYHTEIHO ChPAEYHOCHIO0BH.

ITo Bpeme HA THPBHA H BTOPHA TPHMECTED Ha GpeMEHHOCTTS, KeTonpoteH TM3HHOBA CONl HE
TpA0Ba Aa Ce NpUAara, OCBEH ako ¢ a6COIOTHO HeoGXONHMO. AKO KeTonpodeH JTH3HHOBA COI C&
H3TIOJT3Ba OT XKCHA, KOATO C& OIUTEA Ja 3a6peMeHee, HIIH 110 BpEME HA MBPBHA H BTOPHA
TPHUMECTHP Ha OPEMEHHOCTTA, A03aTa TPAGBA Ja ce NOIBPKA BE3MOKHO Hal-HHCKA H
TIPOXL/DKHTENHOCTTA HA IEYEHHETO A3 Ob/ie Bh3MONKHO Hall-KpaTKa.

o Bpeme Ha TpeTHA TPHMECTBP Ha GPeMEHHOCTTA BCHUKH HHXHOHTOPH HA IPOCTATTIAHAHHOBHS
CHHTE3 MOTAT Aa W3NOKAT: =

4 Inona Ha:



*  KapAMONY/JIMOHAJHA TOKCHUHOCT (C MpekACBPeMEHHO 3aTBapAHe Ha ductus arteriosus n
GenoapobHa XMIEPTOHM),

* Owubpeuna mMchyHKIMSA, KOATO MOXE Aa IIpOTpecHpa 10 650pedHa HEAOCTATEYHOCT ¢
OIIHTOXHAPOMHO34,

. MakikaTa H HOBODOXEHOTO, B Kpasl Ha GpeMeHHOCTTa, Ha:
*  BB3MOXKHO YABILKABAHE HA BDEMETO HAa KbpBeHe, aHTH-arperapam edext, KoATO MoXe Aa
HACTBIH AOPH NPH MHOTO BHCKH J103H.
e uHXHOHpaHE HA MATOYHHTE KOHTPAKIHH, BOLEIIO [0 3a6aBeHO WIIH [IPOABIDKHTEIHO
pamAase.

CrniefioBarento, keTonpoden IM3HHOBA COJ € NPOTHEOTIOKA3aH N0 BpeMe Ha TPETHs TPUMECTBD Ha
OpeMeHHOCTTA.

KspMmene
HaAMa I0CTaThYHO AAHHU 3a eKCKpeLuATa Ha keTonpodeH B kbpMaTa. Keronpoden nusnHoBa con
HE CE MPETophYBa MPH KbPMEHE.

Geprumiter

IpoabkuTennara ynorpe6a na Hakon HCTIBC e cebp3ana ¢ HamasieHa GEPTHIHOCT IIPH JKEHHTE,
KOSTO € o0paTHMa I1pH CTHpaHe Ha JiedenneTo, YnoTpebara Ha keTonpodeH, KakTo BCAKO
JIEKapCTBO, 3a KOETO C¢ 3Hae, 4 HHXMOHPa CHATE3a HA UHKJIOOKCHIeHa3a / TIPOCTAarIaH{HH, MOXe
Aa yBpe2d PEePTHINTETA H HE Ce IPENOpHEYBa IPH JKeHH, KOHTO ce ONUTBAT Aa 3abpemenest. [Ipu
XKEHH, KOHTO H3MIHTBAT 3aTPyAHEHHSA NPH 3a0peMeHsBaHe HTH KOHTO ca MOAJIOKEHH Ha Mpoy4YBaHe
3a be3nnonne, TpAGBa Aa ce OOMHUCIH CHHpaHE HA KeTONPOdeH.

4.7 EdexTn BHpxy cnocofHOCTTA 32 modHEpARe B paboTa ¢ MALLIHEA

Keronpoden nu3MHOBA COJl HMa HE3HAYMTE/HO BIMAHHE BbPXY cnocobHOCTTa 3a modHpane win
paloTa ¢ MalIMHH MPH NPENnOPBYHTENHATA 1033 M NPOALIDKHTENHOCT Ha JeueHKeTo. BE3MOXHH ca
HEXCNAHH PEaKUHA KATO 3aMEBITICHO 3peHHe, 3aMasdHoCT B CHHMHBOCT (BXK. Touka 4.8). Ako ca
3aCCTHATH OT TAKWBA, NAUCHTHTE HE TPAOBa A3 modupaT WiH Aa paboTAT ¢ MAITHHH.

4.8 Hexenand peakuan

Cromamso-upessu: Hali-uecTo HaG/moAaBanuTe HEMENAHH PEAKIHH ¢4 CTOMAIIHO-UPEBHH TI0
npHpoaa. Moxe 1a ce OSBAT NENTHYHH A3BH, TepGoOpalua MM KbpPBEHE Ha CTOMAMIHO-9PEBHUA
TPAKT, NOHAKOra (aTalHH, ocoGeHO MPH MTALMEHTH B HANIpEAHAaNa BB3pacT (8. Touka 4.4). Cuen
NpPHIOKEHHE ca NOKTAABaHU TaieHe, NOBPbILaHE, THAPHA, METEOPH3bM, 3allek, JHCTIENCHS,
kopeMHa 00/iKa, MeTaHa, XemaTeMesa, YILEepO3eH CTOMATHT, 060CTpsHE Ha KONMT H 6ojiecT Ha
KpoH (ex. Touka 4.4). Tlo-psaako ce HaGnogaBa racTpur.

B MHOro penkm ciydan Moxe Ja Ce NOABH CBPBXHYBCTBUTENHOCT NMOA (POpMATAa HA TEXKH
CHCTEMHH peakuMH (OTOK Ha NapHHKCA, OTOK HA [OTHCA, 3aAyX, NMAllMTALMH, CHHAPOM Ha
CruBeH-JDKOHCEH), BKMOYMTENHO 0O aHaduiakTHYeH mOK. B TakuBa ciydaH ceé H3MCKBA
He3abaBHA MEIHIMHCKA ITOMOLI,




MedDRA Muore | Yectm Hewectn Peaxn Mnoro | C HeH3BecTH2 YeCTOTA

CHCTEMHO- YeCTH 110080 | (>1/1000 oo (=1/10000 | peaxkn

oprager Kkaac | (= 1/10) | <1/10) <1/100) ao <1/1, 000) | (<1/

10000)

Hapymenns XeMmoparnyx TpomGonuronenus,

HA KpbLBTA H a aHeMHA arpaHyJIoONMTOo3a,

aumbnara MeIyapHa

CHCTEMA HENOCTATEYHOCT H

' XHMOILIA3HA

Hmynnp AnxadunakTauHi

HApYImenRs peakiHH (BIIOYHTEHO
OK),
CBPBHXYYECTBHTEIHOCT

Ilcuxnann IIpoMeHH B

pazcTpoiicTsa HacTPOSHHETO

Hapymenns IrasoGonue, Ilapecresus Ipunansiie, AuCrey3us

Ha HepBHATA CBETOBBPTEX,

CHCTEMA CHHIHEQOCT

Hapymenus 3amMeraeno

Ha 04HATE 3peHne

Hapymennn HlyM B

Ha YX0TO H YIOHTE

JaCHpHATA

Copaeann Cepaedna

HApYIIeHUS HEJOCTATRYHOCT

Coaoen XHNepToHuA,

HApYIIeHHA Ba30HIATALHS

JuxaTeaHn, AcTMa Bponxocnaism

rPLIHHE B (ocoGeno npu NALMEHTH

MEIHACTHHAN ¢ HOTBBPAEHA

HH CBPBXYYBCTBHTEIHOCT

HADYIIeHHS KbM aleTHICATHIHIOBA
KHCEJIHHA H JPYyTH
HCTIBC), punut.

CromMamno- Jucnencus, | 3anex, puapus, Cromartur, O0bocTpsiHe Ha KONHAT H

9peBHH rajeHe, $naryneHuus u NenTHIHA Gonect Ha Kpon,

HAPYMEHNSA KOPEMHA TAcTpHT A3Ba CTOMAHO-YPEBHO

Gosika, KBPBCHE H nepdopalius,
NOBPbILAHE VIILEpO3€eH CTOMATHT,

MeNieHa , XeMaTeMesa,
nepdopalHs H 1384 Ha
JABAHAJECCTONPBCTHHKA

Xenaro- Xenarut

6nmapHn

HAPYMeHAN

Hapymenny Ob6pHus, chpbex




MedDRA Muoro | Yecrn Heuecrn Penxn Mnuoro | C men3BecTna 9ecTOTA
CHCTEMHO- JecTH 110050 | (=>1/1000 g0 (21/10000 | peaxs
opranen K1ac | (21/10) | <1/10) <1/100) oo <1/1, 000) | (<1/
10000)
HA KOXRATS B $OTOUYBCTBUTEIHOCT,
HOAKOXKHATA anonewus, ypTaKapHs,
ThKaH aHruoeAeM, OyabO3AH
KOXHH DEaKIUH,
BIJIIOYMTENTHO CHHIAPOM
Ba CTuBbHEC-JXOHCHH H
TOKCHYHA eMHACPMATTHA
HeKpo3a, OTOK H
SK3AHTEM.
Hapymenun Ocrpa 6n0peuna
Ha OuOpenaTe HEAOCTATEYHOCT,
H NHKOYHHTE TyOyIOHHTEPCTHLHATIEH
OLTHINA HedpHT, HePpHTEH
CHHIIPOM.
O6mn YmMopa, oTok
HAPYIICRHS H
ejexTn Ha
MSACTOTO Ha
MPUIOKEHHE
Hicnenpanus [NoBAmaBane ITpomenn B 6nOpeunara
Ha TErAoTo, (yHKLH.
NOBHIIABaHE
Ha
TPaHCAMHHA3
ure "
NOBHIIEHA
KOHLIEHTpAal|
us Ha
CepyMeH
6umipy6un
nopagH
4epHOAPOOH
"
HapyHIEHHS.

CpoliaBane Ha N0OJO3MPAHH HEXKEIAHH PEAKIIHH

Crobmiaranero Ha IOAO3HPANHH HeXENaHH PEaKIHH CAE pa3pelIaBaHe 3a ynorpeba Ha
JIEKAPCTBEHHSA NPOAYKT € BaxXHO. ToBa NO3BOMNARE A2 c€ NPOXBIIKH HabmoAeHNE Ha
CHOTHOILIEHMETO 10132 / PHCK HA JIEKApCTBEHHA IPOAYKT. OT MEULIHHCKHTE CIIEHANHCTH Ce
H3HCKBA Jia ChOOLIABAT BCAKA [TOX03MPAHA HEKENTAHA PeakIMs Ypes HALMOHATHATA CHCTEMS 33
cho0LaBane KbM M3IbTHHTeIHATA areHIps 0 neKapersara, yi. . Jlamsu Tpyes™ Ne 8 1303

Codus, Tex. +35928903417, yebceaiit: www.bda.bg.




49 Ilpenonpane

CuMnToMH

Crobluasany ca crydal Ha Npeflo3MpaHe MPH Jo03H J0 2,5 g keronpogeH. B noseuero ciayuan
HabJOAABAHHTE CHMNTOMH OOHKHOBEHO C2 OPaHHYEHH [0 JETapIHs, ChHIMBOCT, KOpeMHa Goka,
rafieHe, MOBPHILAHE, KOKTO OOUKHOBEHO ca OOPATHMH ¢ NOAABDKALIM rpikH. PecnipaTopHa
ACTPECHA, KOMa HIIH I'bPYOBE Ca HACTHITHIM Clledl FONAMOo nipefo3upane ¢ keronpoden. Moxke aa
BbL3HHKHE KbPBEHE Ha CTOMALIHO-YPEBHAA TPAKT, XHNIOTOHHSA, XHICPTOHHA HIH ocTpa GR0peyna
HEAOCTATHYHACT, HO PARKO.

Mepxkn 3a neyenue

Hsma cnenuduvHH aHTHAOTH NPH npefosHpaHe ¢ kerompodeH im3uHoBa con B cmywaii na
CbMHCHHE 3a NIPEJIO3HPaHE, IPEMOPLYBAHOTO IgUEHHE CE ChCTOH B CTOMAIUHA IPOMHEBKA, CBBP3aHa
C IIpRIaraHe Ha CAMIITOMATHYHO H nogaALpxaIne JICYEHHe 3a KOMIICHCHpaHe Ha ACXHIpaTalldATa,
MOHHTOPRPAHE HA EKCKPELHAT2 HA YPHHATA H KOPEKLHA HA AIIAJ03aTa, aKo HMA TakaBa.

B cmyyaii Ha 6b0pedHA HEROCTATBYHOCT XEMOAHANIH3ATA MOXKe 2 Ob/ie monesna 3a OTCTpaHABaHE
Ha JIEKAPCTBEHHS NPOIYKT OT KPbBHHS [OTOK.

S. ®APMAKOJOTHMHM CBONMCTBA
5.1 PdapMaxoAHHAMAIHA cBolicTBa

PdapMakoTepaneBTHYHA PYNa: HECTEPOMAHH NPOTHBOBLINMANNTEIHH CPeACTBA, MPOH3BOAHH Ha
MPOTIAOHOBA KHCENMHA.
ATC xon: MOTAEQ3,

MexaHusbm Ha aeficTRHe
MexaausMeT Ha fAcifcrene na HCIIBC e cabpaal ¢ HamasisBaHe HA CHHTE3a HA NPOCTAlNAHAHH,

NPHYHHEHO OT HHXHOHPaHe HA eH3HMA WHKNOOKCHEHAa3a.

Tlo-cnenranto, HCIIBC usXuOHpaT MpeBpBIaHETO Ha apaxHIOHOBATA KHCENHHA B LHKMHYHH
cnponepokcuny, PGG. u PGH, npexypcopure Ha npocrarnanzukn PGE, PGE, PGF., u PGD,
npocrauuiime PGL, u Tpombokcand (TXA, m TXB; Huxubupasero Ha cuHTE3a Ha
NpOCTArNaHfHHUTE MOXKE CBINO Ja MOBAWSe HA JAPYTH MEAMarTOpH KAaTO XHHUHH, KOETO
MPEAU3BHKEA HETPAKO ACHCTEHE B ROMbLAHEHHE KbM AMpeKTHOTO AelicTBue.

Kerorpoen nH3HHOBE CcOMl  HMa CHNGH  aHaareTHuYeH eieKT, NOpajM  HEroBHTE
DPOTHBOBE3MATHTENHH edekTH W edexkTn BBLPXY UEHTpanHaTa CHcCTeMa. bonesuwenuTe
BBINAIHTEIHY ChCTOAHHA C€ €JHMHHHDAT HIH HaMAaJsABaT, KaTo O TO3H HAYHH ce GNaronpHATCTBa
NO/BHKHOCTTA Ha CTABHTE.

Oxnrack 25mg rparyiH (He3abaBHO 0CBOGOXIaBAHE) ChABPKAT JEIMHTEIPAHTHA CHCTEMA, KOATO
YBeNHYaBa pasTBOPHMOCTTA Ha KETONpodeH.

5.2 PaApMAKOKHHETHYHH CBONHCTBA




Abcopbius
Keronpoten musunona con ce abcopbupa 66p30 1 HambiHO, BbB QapMakoxnHETHYHO IPOydBaHe

BBPXY 69 malnueHTH, NHKOBH IUIa3MEHH koHueHTpauuw oT 2,77 pg / ml (SD 0,82 pg / ml ) ca
NOCTHTHATH 15-30 MHHYTH ClleAl TPHNOKEHUETO.

Koraro xeronpoden ce mpuema ¢ Boza, Herosata obina GuoranmuHoct (AUC) He ce NpoMeHs;
ofaue ckopocTTa Ha abcopbums ce 3afaps. He e HabmozapaHo HaTpynBaHe CieX NMOBTOPHO
[pPHTATaHE Ha KeTonpodeH.

Pasnipenencupe
Keronpoden 95- 100% ce ceopasa ¢ mnasMennTe NpoTekHH (T1aBHO AN6YMHR),

TpuBuanusT obem Ha pasnpenenenne ¢ 0,1-0,4 Lkg.

brotpancdhopmauus
Keronpoden ce MeTaboM3npa excTEH3IUBHO OT YepHOAPOOHHTE MHUKPO3OMAJIHY €H3HMH,
NPeAHMHO Ype3 KOHIOTHPaHe H CaMo HE3HAYHTENIHO Mpe3 XHApOKcHIupane. [TonydennTte
MeTabOMHTH HAMAT $apMaKONOrHIHA AKTHBHOCT.

EnvMHHHpaHe
CrolinocTaTe Ha NIasMEHHA KIUpBHC ca mexay 0,06 u 0,08 L/kgh. JlekapcTaeHHsT OPOAYKT ce

€MHMHHHPA 61p30 U rNaBHO Npe3 GuOpeunTe. [LTA3MEHUAT OMYXHBOT € IPHOIH3HTENHO 1,5 gaca.
60-80% ot nosata OkuTack 25 mg IpaHyTd ce eKCKDETHpa B ypHHaTa Karo MeTaGonMT Ha
TIIOKOPOHAA B paMKATE Ha 24 qaca,

53 [IpepnnA9HH JaAHH 33 Ge30nacHOCT

Hexmanynure nanen 3a Qapmakonorndsara 6e30MacHOCT, TOKCHYHOCTTA [IPH MHOTOKPATHO
NpHJaraHe, penpoAyKTHBHATa TOKCHYHOCT H JIOKATTHATA MOHOCHMOCT Ha KeronpodieH JHM3HHOBA
COJl HE MOKA3BaT 0COOEH PHCK 32 XOpara, KOHTO /2 He € 00XBaHaT OT APYrH pa3fiei Ha TasH KXII.

He ce cvobmaga keronpodeH 1H3nHOBA con Aa e GHia MyTarcHHa Mo BPEME Ha in vitro W in vivo
TECTOBC 38 T€HOTOKCHYHOCT. l'[pqunaﬂnx 34 KapIHHOTEHE3a Ha KBTOI'[pOIl)eH npH MHOIKH H
ILTXOBE HE MOKA3BAT KAPLMHOTEHEH edeKT.

6. PAPMALIEBTHYHH JAHHH

6.1 CHHCLK HA NOMOIIAKTE BelllecTBa

Tosunon ( E1201)

Cunmmumes auoxcuy , kononae 6essozen ( E551)
XunpoMenosa

OcHoBeH GyTHAMETaKPHIIATEH CHITONHMED
Harpues napucyndar

CreapunoBa xucenura (E570)

Marueanes creapar { E572)

Acmniaptam (E951)

Manuron (E421)

Kenmron ( E967)

Tank ( E553B)




OBKycuteny
Fmokoza

3axapoza
MarronekcTpuH
Iapepuuno HuecTe
ByTHIXHAPOKCHAHM3ON
Apabcka ryma
Harypanen apoMar Ha saiiM
Harypanen apoMar Ha IMMOHH
Harypanen BKkyc Ha MeHTa.
6.2 HecnBMecTHMOCTH
Henpunoxwmo
6.3 Cpox Ba rogHoct
3 ropunau
6.4 CnenuaiHe Opesna3sHH MEPKH 38 CLXpAHEHAE
To3u rexkapCTBEH NPORYKT HE H3UCKBA CIIEUHAIHH YCITOBHS HA ChXPaHEHHE,

6.5 Baj H chALpXKAHAE HA OMAKOBKATA

Henpo3paunn, PE/anymunuii/PET cauwera, coaspskany 700 mg OGBMTH rpaHy/H ¢ NOKPHTHE B
C/EAHATE KONHYECTRA;

8, 10, 15, 16, 20 camera
He BcHixy BHOBE omakoBku Morar Aa Gbaar mycHatd B npoaaxta.
6.6 Croensa/An npeanasHn MEPKH 32 HIXBLPIANRE
HaMa cneuuanty usnckpanhs. HeH3nom3Basv|sT NEKapCTBEH MIPOAYKT WM OTNATbYHHTE
MaTepHaNA OT HETO TPAOBA 1a Ce H3XBLPJAT B CHOTBETCTBHE C MECTHHTE H3HCKBAHHS.
7. IIPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
Dompé farmaceutici S.p.A
Via San Martino 12,

20122 Milano
Hrams

8. HOMEP (A) HA PASPEIIEHHETO 3A YIIOTPEBA
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9. AATA HA ITBPBO PA3PEIUABAHE / IOAHOBSABAHE HA
PA3PEIIEHUETO 3A YIIOTPEBA

10. JATA HA IIPEPA3TJIEXKJAHE HA TEKCTA

03/2021 r.




