KPATKA XAPAKTEPUCTHKA HA [IPOJIYKTA
- __ —
N3NLJIHWTENHA ATEHUMS 110 HEKAPCTBATS: |

1. HUME HA JIEKAPCTBEHHUA ITPOAYKT

OKHTACK 25 mg rpanyu
OKITASK 25 mg granules

4 -08- 2005
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2. KAYECTBEH H KOJIHMECTBEH CbhCTAB

Beako calle ¢bAbpka akTUBHATA CheTaBka keronpoden (ketoprofen) 25 mg (kato 40 mg
keTonpodeH nu3rMHoBa co.) (as ketoprofen lysine salt 40 mg).

[ToMOWIHY BELLIECTBA ¢ U3IBECTHO AcHCTBRUE:
["'moko3za 63 MuKporpama
3axapoza 6,13 Munurpama

332 MbJAHUA CAKCBK HA NOMOLLUHHTE BEU1EeCTBA BHXTe TOYka 6. 1.

J. PAPMAILLEBTHYHA POPMA

[ panynwu B caiue

benu 1o O61€80 KBATH rpaHy .

4. KIAHHUYHH JAHHHA

4.1 TepaneBTutinE NOoKa3aHAs

OkuTack ce npenopbysa 32 KparkoCpO4YHO CHMITTOMATHYHO JIEUYEHHE HAa OCTPa JieKa 40 YMEPEHa
00NKa U MOBULICHA TEMMEpPATYpA.

OxuTack € noxasaH 3a ynorpeba npu Bb3pacTHH Ha |8 W noBeye roanHM.

4.2 JAO03MpPOBKA H HAYHH HA NPHIOKEHHE
Jo3upoBKa
[lokaszanue BuipacroBa rpyna Ho3a Ipoab/KHTEIHOCT
CHMMITOMATHYHO Bv3pactHu Han 18 | cawe karto Murumannara

obnexyapaHe Ha Donka
H MOBHLUICHA

TEMNEpaTypa

T'OAHHH

eAHOKpaTHA 11034,
MOBTOpeHa 2 10 3
NbTH JHEBHO, aKO €
HeoOxoaumo. *

eheKTHBHA A03a
TpsaOBa Aa Ce U3Mo/3BA
33 HAW-KPaTKOTO

O '1I‘ ‘I’-

06.11

BpeMe
A ok

CHMYI'FEH




J l TOUYKa 4.4)..

* Tpabsa na ¥Ma HHTEPBAN OT NOHE 4 Yaca MeXx Ay AO3HTE.
He npeByiuaBaiiTe npenopbuBaHaTa AHEBHA 1034 OT 75 mg .

AKO CUMIITOMUTE NpOADBJEKABAT IMOBSHC OT TPH AHH TIPH NOBHWICHA TEMINEPATYPA HIY NCT AHHU NPpH
00/1Ka UNH aKO CUMIITOMHTE Ce BJIOLLIAT, TpﬂﬁBa Aa CC KOHCYNTUHpPATE € MCAUUHHCKH CITELLHANHKCT.

[TauMeHTH B CTApPUECKa BH3pacT

Ketonpoden nu3auHoBa con TpadBa ga ce H3N0M38a C MOBUILEHO BHUMAHUE NPH TIALIHEHTH B
CTapyecKka Bb3pacT.

[Tpy nauHeEHTH B CTApUYECKa Bb3pacT Ce NpenopsYBa 403a OT | calle AHEBHO.

[legnaTpuyHa nonynaiids
Ketonpoden NU3nHOBA Con He TPAOBA Aa ce WU3NON3BA NPH Jeua Ha Bb3pacT noA |18 roauHm.

Hauun na npuaoxkenne

[lepopanno npunoKeHue.

CpabpKaHUETO Ha CalETO MOXE Ja C€ NOCTaBH AUPEKTHO BbpXY €3uKka. To ce pasrsaps B
CIMIOHXATA M CIESAOBATEIHO MOXe Ja ce npueMa 6e3 Boja.

4.3 IIporuBONnOKa3aHu

Henapcraeunm NPpOAYKT HC Tpﬂﬁﬂﬂ Ad CC U3I10J13Ba B CJICAHUTE CyHau:

® TipH MNAUHEHTH C aHaMHe3a 3a peakUuWHh Ha CBPbXUYBCTBHUTENHOCT, KATO HanpuMep
OpOHXOCNa3bM, MPHCTBITH HA aCTMA, OCTbP PUHUT, YPTUKapHs, OOpUBH WK APYIH AJIEPruyHH
peakuvi KbM KeTonpodeH UM KbM BELIECTBA ¢ nopobBeH MexXaHW3bM Ha aeHcTBUE (KATO
aneTHaAcanvunnoBa kuceadua wnw apyru HCIHBC). Hpu te3u nauneHtn ca HabGnoaaBavu
TeXKKH U B peAKH ciayvyau gatanHu peakunn (Bx. Touka 4.8);

* TMPU NAUMEHTH € YYBCTBHTEIHOCT KbM HAKOE OT NOMOLUHUTE BeuiecTBa, uibpoenu B
TouKa 6.1;

* [10 BpEME HA TPETHUA TPUMECTHP Ha OpeMeHHOCTTA ( BXK. TOuka 4.6 );

* [IPY TEXKA ChPACYHA HEAOCTATHUYHOCT,

¢ [IpU NALKHECHTH C aKTHBHA NEMTHYHA S3Ba WK C aHAMHE3a 3a CTOMAILLIHO-4YPEBHO KbDBEHE,
S3BK UJIH Nepdopauns;

¢  [IpH NALIMEHTH C 5A3Ba HA CTOMAXa HJIM ABAHANCCETONPBLCTHUKA, XPOHUYHA AHCMENCHA |
racTpuT;

¢ NpH MNAUKUEHTU C JIEBKOLUTONMEHUS HJIH TPOMOOUHMTOMEHUR, AKTHBHO KbpPBEHE HH
KbpBSilia AHATE3a NpH JIEYCHUE C AHTHKOATYJIaHTH;

* IpY NALHUEHTH ¢ TeXKKA ObOpeUHa UKW YepHOAPOOHA HEAOCTATLYHOCT .

4.4 CrnenvaJHH NpeaynpexIeHNs H npeana3Hi MepKH npH ynorpeba

CbOo0OLIaBaHK Ca MHOT'O PeIKH CAY4an Ha TeXKa, B HAKOW ciiyyad (aTanna peakumns, BIITIIOUUTENHO
€KCPONHATUBEH NEPMATHT, CHHAPOM Ha CTHBBHC-J[)KOHCHH M TOKCHHHA EMUACPMANHA HEK




NPpH NbPBHTE NpU3HaU4 HA OOPHB, YBpEeXAAHS HA JMraBulaTa WM HAKAKDLB APYr NPU3HAK Ha
CBPBXYYBCTBUTEIHOCT.

H3nonsBaHeTo Ha Ketonpoden nu3uHoBa con eaHoBpeMeHHo ¢ HCIIBC, BkaAOYHTENHO
LHKJIOOKCHIeHa3a-2 CeeKTHBHH HHXUONUTOpH, TpabBa aa ce H3bsaraa.

Hexenanute PCAKLUHH MOraT 1a Obaar CBCACHH O MUHHUMYM YPC3 H3i10J138aHC HA MUHHUMAJ/IHATA
E(IJEKTH BHa 0034 34 H&ﬁ-!{paTKHH [IEPHOA OT BpPpCMC, HEOOXO0AHM 3a KOHTpOJHPAHE HA CHMIITOMMUTC.

[Tpekomephara ynotpeba va HCIIBC moxe na goBene a0 rnapodonne, npean3BuKaHe oT
MearKkaMeHTH. Ha maunenTure ce npenopeyuBa Aa iipeyCTAHOBSAT JE€UCHUETO H aa Obaat
NpeaynpeacHH 3a Bb3MOXKHA CUMITTOMH Ha OTHEMAHE, KOUTO MOraT /1a BKAKOUYBAT BAOIUABAHE Ha
rnaso0ONKHeTOo, KOETO MOXKE Ja MPOAbAKH HAKOJIKO AHH,

[layveHTH B_CTap4ecka BBL3pACT: XOpara B CTapyecka BbL3pacT HMMaT ROBUILCHA 4ecTOoTa Ha
nexenauu peakudd kbmM HCIIBC, ocobeHo cTOMalUHO-UpeBHO KbpBEHE u nepdopalus, KOHTO
MOraT 1a 6baar datanHy (BXK. Touka 4.2).

CTOMAalHO-YPEBHO KbpBEHE, A38H U nepdopauus: npu scnuxky HCIIBC ce ¢chobiuasa 3a kbpsene,
S13BM HITH NepopaLivs Ha CTOMALLHO-YPEBHHA TPAKT, KOMTO Morar aa 6waat dartansu, no Bcako
BPEME Ha JICYCHUETO, CbC MK 0e3 npeaynpeauTeNHU CHMITTOMH HiH NPEeAUILIHA aHaMHe3a Ha
CEPHO3HH CTOMALITHO-YPEBHH CHOUTHS.

Hsakou enuaeMHONOrnyHu JadHu npeanonarar, ye ketonpoded Moxe aa 6bae CBbP3aH ¢ BUCOK
PUCK OT CEPHO3HA CTOMALLHO-4PEBHA TOKCHYHOCT, B cpaBHeHHe ¢ Hakou npyru HCIIBC, ocobeno
MPH BUCOKH HO3H (BXK. Cbitlo ToukH 4.2 1 4.3).

PHCKBT OT KbpBEHE, 138U Ui niepdopauus Ha CTOMALIHO-4YPEBHUA TPAKT € NO-BHCOK MPH
ysesivuaBaHe Ha no3ute Ha HCIIBC, npyu nauyuenTy ¢ aHaMHe3a 3a s13Ba, 0CO0EHO aKo € YCNOKHEHa
C KPbBOH3AHB UNH niepdopaiins (BK. Touka 4.3), KAKTO ¥ NPy NAUMEHTH B CTAPUECKA BbL3PACT.
Te3u nauneHTH TpAOBA Aa 3aMmOYHAT JeYeHHe ¢ Haik-HUcKaTa Bs3MoXHA no3a. KomOuHrpanara
TEPAIHA CbC 3aLMTHH CPENCTBA (HANP. MU3OMPOCTON HIIH HHXKOUTOPH Ha NPOTOHHATA IOMNA)
TpaOBa 11a ¢ce OOMHUC/H NP TE3M NALKEHTH, & CHILO U NPU NALKMEHTH, KOUTO CE HYXKAAAT OT
€¢IHOBPEMEHHO NpUlaraHe HA HHCKA J103a aCNKHPHH WK APYTH NeKapCcTBEHH NIPOAYKTH, KOWTO
MOrar Jia MOBHLIAT PHCK 3a CTOMALLHO-YPEBHNUS TPAKT (BXK. No-a00y U Touka 4.5). [Mauuenrure ¢
aHaMHe3a 33 CTOMAIHO-YPEBHa TOKCHYHOCT, 0CODEHO aKo ca B cTap4uecKka Bb3pact, Tpabea 1a
CbOOLIABAT 32 BCHYKK HeoOHYalHM abaoMKHHANHU CHMRTOMH (0CO0EHO KbpPBEHE HA CTOMALLIHO-
YPEBHUSA TPAKT), OCOOEHO B HAUAIHUTE €TanH Ha AeuyeHmneTo. [Ipenopbusa ce NOBHILLIEHO BHUMANHUE
MpY NAUHEHTH, NOJy4YaBallH ChIIbTCTBALLM NIEKAPCTBA, KOUTO MOTAT 4a C€ yBEAMYaT PUCKa OT A3Ba
HIIH KbPBEHE, KaTO NepopaiHi KOPTHKOCTEPOUIH, aHTHKOAry1aHTH KaTo BapapHH, CENEeKTHBHH

HHXHOUTOPH Ha 0OpaTHOTO 3aXBalliaHe HA CEPOTOHHH UK AHTU-TPOMOOLIMTHH CPEACTBA KATO
acnupuH (BXK. Touka 4.3).

Koraro npH nauMeHTH, Noayvasalitd keronpodeH JU3MHOBA COJl, CE NMOSABAT KbPBEHE UM 93Ba HA
CTOMAlIHO-YPEBHHUSA TPAKT, JieueHHeTO TpaOBa 1a ce npeycraHosu. HCIIBC tpabsa na ce npunarar
BHUMATEHO NPH NaUMEHTH C aHAMHE34 33 CTOMALUHO-YPEeBHU 3ab0NABaHuSA (YJIIEPO3EH KOMNT,
OonecT va KpoH), Thii Karo Te3u ChCTONHUSA MOTAT Aa Ce Bnowwar (Bx. Touka 4.8). IMauvenTute
Tpa6Ba Aa ObAAT BHUMATENHO MPOCREARBAHH, OCOOEHO 3a CTOMALIHO-YPEBHO KbPBEHE.

KavBuyHuTe NpoyYBaHHs W €MUAEMHONOTHUHMTE JAHHK MOKA3BaT, Y€ YMOTP
HCTIBC (ocobeHo npu BUCOKHM [03M ¥ 33 NPOALMKUTEIHO JIEUECHHE) MOXe aa



MOBHILABAHE HA PHCKA OT apTepHanHH TPOMOOTHYHH CbOMTHR (HanmpuUMEp MHOKAapaeH uhdapkt
HITH KHCYINT). HaMa 10CTaThuHO AaHHH, 3a Aa ce U3KII0UuH noaodeH pUcK 3a keTonpodeH .

Kakro v npu apyr# HCIIBC, nauuenTn ¢ HeKOHTpONHpaHa XHMEPTOHHS, OTRbPACHA HCXEMHYHA
KapaHOMHOIaTs, nepugepHo aprepuando 3abonssaHe uw/mnn uepedpoBackynapHo 3abossiBane
MOTaT Aa ObAaT NEKYBAHM C KETONPOgEH JTH3NKHOBA COJi CaMO Cliejl BHHMATENHA fTpeLeHKa.

B HauyanoTo Ha nedeHueTto HbOpeunata pyHkuua Tpsbsa ga ce cnejd BHUMATENHO AipH NAUHMEHTH
ChC ChpAEYHA HEAOCTATLYHOCT, UMPO3a U HEPPO3a, Te3H Ha JeUeHHe ¢ ANYPEeTHLH (BXK. To4Ka 4.5)
H nauueHTH ¢ ObOpeyHo yBpexxaaHe, ocobeHO ako ca B cTapyecka BbL3pacT. [Ipu Te3u nauHeuTu
ynorpebarta Ha keTONpogeH MOXKe Aa AoBeae A0 HaMansBaHe Ha ObLOpeyHOTO KpbBOCHabASBaHe.
nopaad UHxuOUpaHe Ha rpocTarnasanH, Boaello A0 0b0peuHa HeJOCTATBUHOCT.

[lo Bpeme Ha nedeHue ¢ HCIIBC ca nabaonasany 3agbpkaHe HA TEHHOCTH, XMREPTOHUSA H OTOK.
HeobxonnMO € NOBHIIEHO BHHMaHWE TNPead 3aM0vMBaHE Ha JIEYEHMETO NPH NAUMEHTH <
MONOXKUTETHA MEJULMHCKA aHAMHE3A 33 TE3H ChCTOAHUA.

[Ipy nNauuMeHTH ¢ HapylWIEHH CTOMHOCTH Ha uepHoapoOHaTa (YHKUHS WIM aHamHesa 3a
4epHOAPoOHO 3ab0.sBaHe, CTORHOCTHTE Ha TpaHcaMUHa3uTe TPSOBa J1a e OLEHSBAT NIEPHOAUYHO,
ocobeHO N0 BpeMe Ha TPOABDKMTENHO AeueHue. MMa cbolLietns 3a peaky cilyyad Ha *KbATeHU1a
W XEenaTuT, CBbpP3aHy ¢ ynorpedara Ha keronpodeH.

HeobxonuMo € BHUMaHMe, KOraTto JIEKapCTBEHHAT NPOAYKT Ce MpuUNara MpH [auMEHTH C
yepHOApOOHa NOpPUPHS, Thit KATO TOBa MOXKE A3 IPEAU3BHKA NMPHCTLIT.

Kakro ¥ npu apyru HCIIBC, npn nanuuueto Ha wHdekuus TpabBa na ce uMa npeaBua, ue
MPOTHBOBBL3NAJIHTENHUTE, AHANTETHYHNUTE H AaHTUNUPETHUYHHATE CBOICTBA Ha KeTonpoder MoraT aa
NPAKPUAT CHMINITOMH, H4€CTO CBbP3aHH C NPOTrPeCHPaHETO Ha MHDEKLIUA, KAaTO TPeCKa.

B cnyyau Ha OpeMEHHOCT, PEPTHANTET AN KbPMEHE BHXKTE TouKa 4.6.

[laumeHTH C acTma, CBbp3aHH C XPOHMYEH WM ANEPrUyeH PUHUT, XPOHHUEH CHHY3UT W/ UIH
HA3anHA MNOJMNO3a Ca TNO-CKIOHHHW KbM Af€PrHU KbM aUCTHICATHLUMIOBA KUCEIHHA W/ MWW
HCIIBC, oTkonxoTo octaHamaTa 4acT OT HaceNeHHETO. TIpHEMAHETO Ha KeronpodeH NH3WHOBA
COT MOXE Ja OpPUYMHHU MPHCTBNKW HA acTMa HAN OpPOHXOCNa3dbM NPU NaUUEHTH, KOUTO ca
aNepriuHy KbvM aueTuicanuuunosa kuceauHa uan HCIIBC (Bxk. Touxa 4.3). Cnenosatenno npw
TE3W NAlLMECHTH U NpH XpPOHWYHA 0OCTpYKTUBHA OenoapobHa Gonect unn 6LOpeuro 3abonsBane
JICKapCTBCHUAT NPOAYKT TpA0Ba Aa ce U3N03Ba CaMo NOA NEKapCcKo HabaoaeHue.

IIpeycraHoBeTe neueHHEeTOo B Cliydail Ha NpoOneMH ChC 3PEHHETO, KATO 3aMBIIIEHO BUKAaHe.

MackupaHe Ha CHMNTOMHTE Ha moanexamute uH@exunn: OKHTACK MOXE [a Mackupa
CHMNTOMHUTE Ha WH(EKUHNA, KOETO MOXKe Aa AOBede A0 3a0aBsHE Ha 3aNouBaHE HA f10]XONSILO
NIEYCHHE W MO TO3W HA4yWH Ja BNOLIM H3X0Aa OT HHpekuusara. Toea ce Habaopasa npw
bakrepuanua NHEBMOHHUS, NPHAOOHTA B OOLLECTBOTO, KAKTO U PH GAKTEPHAHUTE YCIOKHEHUS HA
BapHuena. Koraro OxuTack ce npunara 3a JeyeHde Ha TOBHINEHA TeMnepatrypa HiM 3a
oOnei4aBate Ha OonkaTa BB Bpb3ka ¢ HHpeKuus, ce npenopbusa Habmogenne Ha nHEKLNATA.
[lpH 13BLHOONHWMHM YCNOBMA MALMEHTBT TPAOBa fa Ce KOHCYATHPA ¢ Jekap, ako cH
NEPCUCTHPAT KK CE€ BNOLUABAT.
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[TaureHTHTE C PEAKH HACICACTREHH NPOOIEMH HA HENOHOCHMOCT KbM (BPYKTO3a, MIKO30-
ranakTo3Ha MajabcopOuns UK 3aXapo30-Kn3omanTaizeH acPHUUT He TpAaOBa Aa NpUeMar TO3u
IEKapCTBEH MPOAYKT .

AKO CHMIITOMHTE MNPOAbMAKABAT UK CE BJIOLIABAT UK CE MOABAT HOBH CHMATOMH, NALHEHT LT
TpAOBa a ce KOHCYJITHPA C Jiekap.

4.5 B3auMmoaeiicTBHE ¢ APYIH JIEKAPCTBEHH MPOAYKTH H APYTH (opMH Ha B3aHMoaeHcTBUHE
Kom6GnHaonn, kouTo Tpabra 1a ce n3barsart

ANKOXO0J: ATKOXOJBT, KOHCYMUPAH CaMOCTOSTENHO, MOXE 1a NPEAH3BHKA NPa3HEHE Ha
CTOMALLIHO-YPEBHUA TPAKT, IOPAAH KOETO UMA NOBULLEH PHCK OT CTOMALLHO-YPEBHO KbPBEHE W
384, korato HCIIBC ce npueMat eanoBpeMetHo ¢ ankoxon. Ha naunenture ce npenopbusa aa
u304rBar Tazu KoMOWHaNNUA.

AHTHKOArYJaHTH (kaTo xenapyH v Bapgapu): HCIIBC morar pa 3acunar egextute Ha
AHTHUKOAryNaHTHTE (BX. ToO4Ka 4.4) . [lopanu noBuLLIeHHS PHCK OT KbpBEHE nauneHTHTe TpadbBa na
ObJaT BHHMATEJIHO NPOCNEASBAHH, KOTATO € HEOOXOAMMO €JHOBPEMEHHO NPHIOKEHHE.

LIMKIOCMOPHH | HMa YBENHUYEH PHCK OT HedpoTokcHyHocT, koraro HCIIBC ce npunarar ¢
HUHKJIOCNOPHH

JaburaTpan: Bb3MOXEH NoBULLEH pUck OT KbpBeHe, korato HCTIBC ce npunarar ¢ paGurarpan.

EpnaoTunu6 : nosuiueH puck oT kbpeeHe, korato HCIIBC ce npunarar ¢ epioTHHUO.

JINTHH: PUCK OT NNOBULLABAHE HA M1A3MEHATa KOHLIEHTPALKA Ha TUTHH, KOATO MOXe Ja JOCTHUTHE
TOKCHYHH HHBA, MOPaAH HaMansiBaHe HA ObOpeuHaTa ekckpeuus Ha JuTui. Korato e npunaoxkumo,
Na3MeHUTe HUBa HA TUTUHR TpaOBa Ka ObAAT BHUMATENHO NPOCAEAABAHH R A0O3ATa HA NUTHI
CleaBa Aa ce KOpUrupa no Bpeme Ha u cnea neueunuero ¢ HCTIBC.

MeToTpekcaT, NpA A03M NO-BUCOKM OT 15 mg/ceamuua: noBHuIeH PUCK OT CBbP3aHa ¢
METOTPEKCAT KPBBHA TOKCHYHOCT, OCOOEHO KOraro ce npunara BbB BHCOKH A03v (> 15
mg/CeAMHLIA), KOATO HAH-BEPOATHO € CBbP3aHa € HW3MECTBAHE OT METOTPEKCAT-CBLP3aHHTE
MPOTEeHHH ¥ HamaieH OnOpeuen knupbHC . [lopaad TOBa nNaUMEHTHTE, NEKYBaHW ¢ Te3u
NIEKAPCTBEHH MNPOAYKTH, TpsbBa na MOTLPCAT JeKapcka MNOMOlL, Npead na MpHeMmar TosBa
NeKapeTBo.

Hpyru HCIIBC (BKMOYHTENHO CENEKTUBHH UHXHOMTOPH HA LIHKAOOKCHIEHAa3a-2) U BUCOKH N03H
CAJIMLHIATH. MOBUILEH PHCK OT FACTPOMHTECTHHANHM S3BH W KbPBEHE.

XHHOJIOHU: Bb3MOXEH MOBULLEH PUCK OT Mbpuose npu npuemare Ha HCTIBC u xuHonoHwu

BennagakCuH: NOBUILEH PHCK OT KbpBeHe npy npuaarane Ha HCTIBC ¢ BennadakcH

KomM0OHHanuH, H3IHCKBAIH NPEeANA3JIHBOCT




AHTU-TPOMOOUHMTHH CPEACTBA ¥ CENEKTHBHU WHXUOUTOPH HA 0OPATHOTO 3aXBaliaHE Ha CEPOTOHUH
(SSRIs): noBuieH PUCK OT CTOMALLHO-YPEBHO KbpBeHE (BXK. Touka 4.4).

AdTuxunepren3iBHU cpefcTBa, ACE uHxubutopu # aHrHoTeH3uH Il peuenTopHd aHTArOHWCTH :
[lpy nauMeHTH ¢ HapyweHa ObOpeuna ¢QYHKUHMA (HanpuMep AEeXHAPATHPAHW W MalHEeHTU B
CTAPUYECKA BBL3PACT), €AHOBPEMEHHOTO npunoxcHue Ha ACE-uuxuburop unm avrvotensud Il
pELUSnTOPEH aHTArOHMCT H LHKIIOOKCHICHA3HN WHXHOUTOPU MOXE Aa NPEAN3BHKA ACMbIAHHTEIHO
prowaBaHe Ha ObOperHa PYHKLHA, BKIKOUUTENHO MOTEHUHANHE 0CTpa Ob0peyHa HEAOCTATBUYHOCT.
[lopaan TtoBa Te3n koMOWHauMK TpsaOBa Aa ce mpunaraT ¢ NOBHLIEHO BHHMaHHWE, OCOGEHO MpH
MauMEHTH B cTapuecka Bb3pacT. IlaunedTnTe TpadBa aa 0bAAT NOAXOAALIO XHAPATHPAHH U TpsOBa
Aa ce obMucan MoHWTOpupane Ha ObOpewyHata dyHKUMS CN€A 3anouyBaHe Ha €AHOBPEMEHHO
neyeHue. HCIIBC Morar na aHTaroOHM3upaT ePeKTHTE HA NOHMWKABAHE HA KPhBHOTO HANAraHe Ha
AHTUXKTIEPTEHIKUBHATA TEPATIHUAL,

baknogen: HCIIBC BepodatHo HaMansasa Ha OTAeNAHETO HA HaknodeH (MOBUILEH PUCK OT
TOKCHYHOCT).

Copaeunru rauko3nay - HCITBC BeposaTHO noBHILIaBaT NAa3MeHaTa KOHUEHTPAIUA Ha ChPASUHY
MJIMKO3UIH, ChLIO BEPOSATHO ODOCTPAHE HA ChpleuyHaTa HeJAOCTATBLYHOCT H HaMansaBaHe Ha
OBvOpeyHara pyHkuUS .

Koprukoctepouad: [10BUILIEH PpUCK OT raCTPOMHTECTHHANHY A3BU UM KbPBEHE (8. Touka 4.4).

Kymaputy: HCIIBC BepOATHO MOBHILIABAT AHTHKOATYNAHTHUA €(EKT HAa KYMAPHHHTE

AndeHunXHIaHTOMH K cyN(POHAMUAHK: Thil KATO KETORPOMEH € CUNHO CBbP3aH C NPOTEUHH, MOKE
Aa e HeoDXoANMO Ja ce HaMany 203ara Ha AM(PEHUIXHAAHTOUH UK CYN(POHAMUIN, IPHAAraAHK 110
BPEME Ha JieueHHeTo.

Huypetnun: [audeHTUTE, NpUeMally AUYPETHLIH W TE3U, KOMTO ChILO Ca TEXKO AeXHAPATHPaHH.
Ca U3JJOXKEHU Ha MO-TONIAM PUCK OT BTOPHUYHO pa3BUTHE HA OBLOPEHHA HENOCTATBYHOCT NOPAIH
HaManfBaHeTo Ha 6BOpeUHns KpbBEeH NOTOK, NPUYHHEH OT UHXHUOUpaHe Ha npocTaryasguH. Tesuy
nauMeHTH TpA0Ba na ObAAT PpEXUAPATUPAHU MPEAU 3aN0YBAHE HA eJIHOBPEMEHHOTO MPUJIOKEHHE H
O0bOpeynaTa pyHkuua TpadBa na ce cnean BHUMATENHO (BXK. Touka 4.4) cneJ Ha4anoTo Ha
neyenueTo. HCITBC moraT aa Hamanar edekTa Ha AUYPETHLHTE.

XunorankeMudnu cpeactsa (cyngonunypen). HCIIBC BeposaTHo 3acunsar edekTuTe Ha
cynpoHuUnypeure.

MeTtoTpeKcar B 4034 MO-HUCKH OT |5 mg/ceamuua:

HeobxoanMO € execeAMUYHO TBIHO NPOCNeAABaHE HA KPbBHATA KAPTHHA NPE3 NbPBHUTE HAKONKO
CeAMHLH OT koMOHHUpaHOTO npunoxkenne. [lpocneassaneTo TpAGBa Na C€ U3BLPLLBA NO-HECTO
MpH HANHYHKE Ha nNpoMaHa B ObOpeuHaTa GyHKUHA W NPH NARKEHTH B CTAPUYECKa Bb3PacT.

[HenTokcuunuy: [lopuiuen puck or kbpeeHe. HeoOxoanMH ca No-4eCTH KIMHWYHU Npernen
KOHTPOJ1 HAa BPEMETO HA KbpBEHE.




[leHuiuiaMuH : Bv3MoXeH nosulleH puck oT HegpoTokcHuHocT, korato HCIIBC ce npunarar ¢
MeHUUUNAMHUH.

[lemerpekcen : HCHBC BepoaTHO HamanaBar 6b0peyHaTa EKCKpeus Ha NEMETPEKCE .

[Ipacyrpen : Bb3MOXKeH MOBULLEH PUCK OT KbpBeHe npH npuiiarade Ha HCIIBC ¢ npacyrpen.

[1pobenenna: EAHOBPEMEHHOTO MNPUIIOKEHHE HA NPOOEHUUMA MOXKE 3HAMMTEINHO Ja Hamanu
N1a3MeHUs KIMPBHC Ha KeTonpodeH.

TakponuMyc : BL3MOXEH NOBUUIEH PUCK OT HedpotoxcuuHocT npu npuaarade va HCTIBC ¢
TAKPONHUMYC.

3naoByauH : [ToBHLWIEH PUCK OT XEMATONOrHUYHA TOKCHYHOCT npu nipuaarade Ha HCTIBC cie
3WA0BYAUH.

PutoHaBHp : [lnasmennte koHuenTpaunn Ha HCIIBC BeposiTHO ce NoBHLLABAT OT PUTOHABHP.

4.6 PepTHARTET, OPEMEHHOCT H KbpMeHe

bpemeHHOCT

HNuxubupanHeTo Ha NPOCTArNaHAWHOBUA CHHTE3 MOXKE Ja NOBAUAC HEONAroNnpHATHO Ha
OpeMEeHHOCTTA H/HJIH eMOPHOHANHOTO/PETANHOTO pa3BUTHE. JIaHHUTE OT ENUAEMHONIOTHYHHUTE
NPOy4YBaHUA MOKA3BAT NOBULLIEH PUCK OT CNOHTAHEH abopT U cbprevHy mandopMauyy 1
racTpoCxu3uc ciell ynorpeda Ha MHXUOMTOp Ha NPOCTAarNaHAHHOBHA CHHTE3 NO BPEME Ha paHHa
OpeMeHHOCT. ADCOMOTHUSAT PHCK 33 CbPASMHOCHA0BA MANPOPMALIHA € YBEIHUECH OT NO-Malko Ot
1%, no npudnusutento 1,5%. Cyura ce, ue pUCKDBT CE€ YBEINYABA € 203aTa ¥ NPOALAKUTENHOCTTA
Ha ICYEHHUETO.

[IpH )KUBOTHU € AOKA3AHO, 1€ MPHIOKEHHETO HA HHXHOUTOP Ha NpoCTarnaHAHHOBUS CHHTE3 BOAM
A0 MOBHILEHA Npe-H MOCT-WMIJIAHTAUHOHHA 3aryba v emMOpuo-detanen neranurer. OcBeH Toea,
MPH AKUBOTHH, MOAY4HHIH HHXHMOUTOP HAa NPOCTArSaHINHOBHS CHHTES MO BpEME Ha
OpraHoOreHETHYHHSA TIEPUOL, ce cbO0UIaBa 332 NOBHLIEHA YECTOTA HA Pa3JHUHH MaOPMaLIMH,
BKJIHOYHTEIIHO CHPAEYHOCHA0BH.

Ot 20-ara ceamMuLa Ha OpeMEHHOCTTA HaTaThK ynoTpedaTa Ha keTonpodeH Moxe Aa
MPUUYHHHU OJIMFOXHAPAMHHOH B pe3yTar Ha 6bOpeyHa aMcdyukuusa Ha nnoja. Tosa
MOXKE [a C€ CIIYYH CKOPO Clie]] 3a1104BaHe Ha JEYEHUETO U OOMKHOBEHO € 00paTUMO
NPY NPEKpaTABaHE HA JedyeHUeTo. B frombaHeHue, nMa ChoOLLIEHHWS 32 CBUBAHE HA
ductus arteriosus caen Neuerue npe3 BTOpHA TPHMECTHP, MOBEYETO OT KOHTO
OT3BYYaBaT Ciej NpeKpaTaBaHe Ha neueHueTo. CneaosaTenHo mo BpeMe Ha (ThbPBHA H
BTOPHSI TPUMECTBP HA OpeMEHHOCTTA, KeTonpodeH He TpAOBa Aa ce npuaara, OCBeH
ako e abcontoTHO HeobXxoauMOo. AKko keTonpodeH ce U3NoA3Ba OT XKEeHa, KoATO ce
ONUTBA Na 3abpeMenee, Wik Mo BpeMe Ha ITbPBUSA U BTOPUS TPUMECTDD Ha
OpemMeHHOCTTA, A03aTa TpAOBa na Ce NOANBPKA Bb3IMOKHO Hall-HUCKA U
NPOAL/DKHTENHOCTTA Ha JICUEHHETO Aa Obae Bb3MOXHO Hali-kpaTka. Ciea ekcnosu
Ha KetonpodeH 8 NPOABNAKEHHUE HA HAKONKO AHH, CYNTAHO OT 20-ata recTalnoH#H
ceaMnua, Tpabsa na ce uMa npeasua aHTeHaTanHo npocheasBaHe 3a




OJIMTOXHAPAMHHOH U cBHBaHe Ha ductus arteriosus. [TpueMsT Ha keTonpodeH TpsadBa
14 Ce NpeyCTaHOBH, aKO C€ YCTAHOBH ONHIOXHIIPAMHHOH MJIH CBHBaHe Ha ductus

arteriosus.

[lo BpeMe Ha TpeTHA TPUMECTLP HA OpEMEHHOCTTA BCHUKH HHXHONTOPH Ha MPOCTArTaHANHOBH S
CHHTE3 MOraT Aa W3N0XKAT:

. M1oAa Ha:
e KapAWONYJIMOHANHA TOKCHUHOCT (CBUBaHe/3aTBapAHE HaA ductus arteriosus v BenoapobHa
XUIMEePTOHUSN);

o ObbOpeuHa AuchyHKUMS, KOATO MOXE Na nporpecupa o 6bdpevHa HeAOCTATBUHOCT ¢
ONHrOXHAPOMHUO3a (BHKTE 110-rope);

. MaiiKxara 4 HOBOPOACHOTO, B Kpas Ha OpeMEHHOCTTA, Ha:
e BB3MOXHO YAb/DKABaHE Ha BPEMETO Ha KbpPBEHE, aHTH-arpervpail egekT, KOHTo MOoXKe /14
HACTBIN JOPH NPH MHOTO HHCKH 103H,
e WHXHOWpaHE HA MATOYHUTE KOHTPAKLUMH, BOJACLIO 10 3a0aBEHO HIIH MPOABIKHTEITHO
pajkaaHe.

CnenoBarenHo, xeronpodeH JU3nHOBa COJ e IIPOTHBONOKA3AH 10 BPEME HA TPETHA TPUMECTHD Ha
OpeMeHHOCTTA.

KbpMene
Hsama noctaTe4HO KaHHY 3a €KCKpelHATa Ha ketonpodeH B kbpMaTta. KetonpodeH nu3nnona con
HE CE MPEnopbYBa NMPH KbPMEHE.

DepTHAUTET

[Ipoasnxutentara ynorpeda Ha Hiakou HCIIBC e cebp3ana ¢ HamManeHa GpepTHIHOCT NpH KEHUTE,
KOATO € 00paTHMa NpHU CNUpaHe Ha JieHeHUETO. Ynorpedbara Ha KeTonpodeH, KaKTo BCAKO
JIEKAPCTBO, 34 KOETO CE 3Hae, 4€ HHXHOHMpA CHHTE3a HA LHMKJI00KCHUreHasa / npocTarNaHAnH, MoXe
Aa yBpeaIM (PEPTUIINTETA H HE CE TIPENOPbUBA [IPH XKEHH, KOUTO €€ ONUTBAT Aa 3abpemeneart. [Tpu
KEHH, KOMTO U3MHTBAT 3aTPYAHEHUA 1pH 3a0peMeHsIBaHe UK KOHUTO C€a NOUTOKEHH Ha NpoyyBate
3a Oe3nnoaue, TpsadBa fa ce OOMUCTH CIMpaHE Ha KeTONMPOdEH.

4.7 EdexTu BLPXY cnocobHocTTa 32 mo¢pupaHe u pabora ¢ Mamiduu

KeTonpogeH NTM3HHOBA COIl HMA HE3HAYUTENIHO BIHSHHME BbPXY CNOCOOHOCTTA 3a wodupaHe Hin
paboTa ¢ MallMHY NpH NPENOPBYUTENIHATA A03A U NPOABIKUTEIHOCT Ha NeyeHneTo. BB3MoxHM ca
HEXe/laHH peaKLMH KaTo 3aMbIAEHO 3pEHHE, 3aMasHOCT M CbHAUBOCT (BX. Touka 4.8). AKko ca
3aCeTHaTH OT TAKHBA, NauHeHTUTE He TpaAbBa na wodupar Uik ga paboTsT ¢ Malli¥HU.

4.8 Hexenanu peaknuuu

CromauHo-4ypesuu: Hali-uecto HabmionaBaHWTe HexXeNnaHW peakiii ca CTOMALIHO-YPEBHM NO
npypona. Moxe aa ce nosBAT NENTHYHY A3BH, NePPOPALNA UKW KbPBEHE HA CTOMALIHO-YPEBHHS
TPaKT, NoHAKora datanHu, 0cobeHO NpU NAUMEHTH B cTapyecka Bb3pacT (Bx. Touka 4.4). Caen
MPHAOKEHHUE Ca JOKNAABAHH raJcHe, NOBpPBILIAHE, AUAPHS, METEOPH3DLM, 3anex, AUCnenc

Kpoh (Bx. Touka 4.4). To-paaxo ce HabNOAaBa raCTPHT.




B MHOrO peAkKu Cny4ad MOXE Na C€ MOABH CBPbLXYYBCTBHTENHOCT noa ¢opMmara Ha TexKW
CUCTEMHH peakUHM (OTOK Ha AApHHKCA, OTOK HA fNOTHCA, 3aayX, NANMUTALUK, CUHAPOM Ha
CTuBbH-JDKOHCHLH), BXIIOUHTENHO A0 aHadpunakTHueH woxk. B TtakuBa chnyuyam ce H3HCKBa
HezabapHa MEMLIHHCKA NOMOLLL,

[

|

MedDRA Muoro | Yectn HeuecTn Peaxnu Muoro | C HeniBecTHA wecToTa
CHCTEMHO- YeCcTH E1/100a0 | (=1/71000 g0 (=z1/1000 | peaku
opraHeH Kjaac | (= 1/10) | <1/10) <1/100) ao <1/1, 000) | (<1/
10000)
Hapyuienus q XeMOparuyH TpombouuTonenua,
HA KPBLBTA H | a aHeMH$ arpaHynolLuTO3a,
JaMpHATA MeaynapHa
CHCTEMA HEAOCTATBYHOCT U
| XMITONNAa3u s
HMyHRH AHa@QUNaKTHYHU
HAPYLICHHSA peaxliy ( BKIKOHUTENHO
HIOK),
| CBPBbXUYBCTBHUTEIHOCT
Ienxnuny [Tpomenru B
| pascTpoHCcTBA _ i | HaCTPOCHHETO
Hapyumiennn ["nasoboaue, [TapecTesus [Tpunanbuu. AUcrey3us
HA HepBHATA ' CBETOBBLPTEK,
cHCTEMa CBHJIWBOCT
L — -
Hapyuienus [ 3amwraeno
Ha O4HTE | 3peHue
Hapywmeuns lliym B
HA YXOTO H YIUINWTE
Ja0HpUHTA
I
Conpaeunn CbpaguHa
HAPYIIIEHHS 1 HEAOCTATbUYHOCT
ConaoBH XunepToHns,
HADYLICHHS Ba30AHNATALKS
AnxaTeIHH, | 1 AcTMa bponxocnasem
rPLAHH d (0cobeHO NpH naunedTy
MEIHACTHHA C NOTBbPICHA
HH CBPbXUYBCTBHTENHOCT
HADYILCHAS KbM aUETHNCANNIIHIOBA
KHCENWHA H APYTH
| | L HCIIBC), pnHur.
Cromamno- | [lucnencus, | 3anek, anapus, CroMaTur, O0oCTpsIHE HA KOJNT M
Y PEBHH rajgeHe, dbnaTyneHums U nenTUYHa 6onect Ha KpoH,
HapyleHus KOpeMHA racTpuT fA3Ba CTOMALLHO-YPEBHO
donka, KbpBeHe U nepdopauus,
NOBpPbIIAHE YNUEPO3CH CTOMATHT,
MEJICHA , XCMATeMEaRs
t s
Xenarto- 1 XenatTur
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MedDRA Mnoro | Yecrn HeuecTn Penku Muoro | C Hen3BecTHA 4eCcTOTA
CHCTEMHO- YEeCTH E1/10000 | (=1/1000 o (21710000 | peakn
opraven knac | (= 1/10) | <1/10) <1/100) Ao <1/1, 000y | (<1/
10000)
! - e '
Onanapuu
HAPYILICHHSA 4
Hapyuienus OO6puBs, cbpdex Peakiinmn Ha
Ha KOXKAaTa H (OTOUYBCTBUTENHOCT,
NOAKOXHATA anorneuxs, ypTuKapms,
ThHKAH aHruoeneMm, oyns03uu
KOMHH PEaKLHH.
BKJIHOHUTESAHO CHHAPOM
Ha CTUBBLHC-/ONCHH W
TOKCHYHA erHAcpManHa
HEKpO3a, OTOK H
| L CK3AHTEM.
Hapyumienus OcTtpa 6bOpeuna
Ha 6bOpenuTe HENOCTATLYHOCT.
H NHKOYHHUTE TyOy JOMHTEpPCTHUHANICH
NbTHIIA HedpUT, HepuTeH
| | CHHAPOM.
O6uin YMopa, 0TOK
HAPYIEHUSA U
ehpeKTH HA
MSCTOTO HA
| IpHJOKEHHE _
Hscaeapanun [loBuiuaBane [TpomeHn B OLOpeuHaTa
Ha TErjioTo, pyHKUNS.
NOBH LLIABAHE
Ha
TpaHCaMKHa3
uTe W
MOBULLICHA
KOHUEHTpau
s Ha
cepyMeH
O6uiHpyOuH
nopaau
YEPHOAPOOH
Y
HapyweHHs.

Cbo011aBaHe Ha NOAO3MPAHN HEXKENAHH DEAKLIMH

Cpo01LaBaHeTO Ha NOAO3UPAHH HEXENAHH peakiMH Cliel pa3pellaBaHe 3a ynorpeda Ha
NexapCTBEHUA NPOAYKT € BAXHO. T0Ba N03BONABA Aa Ce NPOJABLKHY HabmoaeH e Ha
ChOTHOLLEHHETO 110133 / PUCK HA JIEKAPCTBEHUS NMPOAYKT. OT MEAHLMHCKUTE CNELHANHCTH Ce

H3UCKBA 12 CbOOLaBaT BCAKA MOAO3HpaHa HEXeNaHa peaklHa Ypes HALHOHANHATA CUCT
cbobLiasate KbM M3nmbanuTennara areHUuUs no nexapcTeara, yi. ,,Jamau [pyes* Ne
Cous, ten. +35928903417, yebeaiiT: www.bda.bg.




4.9 IIpeno3npane

CuMnToMy

CroOiaBaHu ca ciny4au Ha NpeRo3Mpase NpH 4034 4o 2,5 g keronpogeH. B noseuero cnyyau
Hab1KI0AaBAHATE CHMIITOMH OOMKHOBEHO Ca OrPaHHYEeHH A0 NeTaprus, CbHAHBOCT, KOpemHa 0onka,
rafcHe, MOBphUIaHE, KOUTO OOUKHOBEHO ca ofpaTHMH C HOLANBDXKALIN FpHXKy. PecnupaTtopHa
AENPECUd, KOMa UM FbPUOBE Ca HACTLIUAM ClE/ FONsSMO NMPEAO3HPaHE ¢ KeTonpodeH. Moxe na
BL3HUKHE KbpPBEHE HA CTOMAILIHO-UYPEBHUA TPAKT, XUNOTOHWS, XUNIEPTOHUA HIH ocTpa ObOpeyHa
HEAOCTaTbYHOCT, HO PAJKO.

Mepku 3a jeyeHune

Hama cneunduuHu aHTHROTH npH npeao3dpade ¢ keronpodeH nuznHoBa coil. B cnyyail na
CbMHEHHE 33 Npeao3upaHe, NPenopLYBaHOTO JICHEHHE Ce CbCTOW B CTOMAILHA NPOMUBKAE, CBLP3aHa
C NpuharaHe Ha CUMITTOMATHYHO W NMOAABPKALIO NCYEHHE 3a KOMTNEHCUPAHE HA AEXUAPATALIMATA,
MOHRUTOPHPAHE HA EKCKPEUHATA HA YPUHATA U KOPEKUMA HA allM103aTa, ako UMAa TaKasa.

B cayuvail Ha 6b0OpeyHa HEAOCTATBHHOCT XeMoaManu3aTa Moxee Aa Objie NoJie3na 3a OTCTpaHsIBaHe
Ha NEKAPCTBEHHUA TIPOAYKT OT KPbBHHA NOTOK.

5. GAPMAKOJIOTHYHHU CBOUCTBA
3.1 PapMaKOIHHAMHYHH CBOHCTRA

PapMaKkoTepaneBTHYHA IpyNa: HECTEPOUAHH NPOTHBOBBL3NANUTENHK CPEACTBA, MPOM3BOAHH Ha

POMHOHOBA KHCEWHA.
ATC xon: MO1AEQ3.

MexaHu3bM Ha JEHCTBHE

MexannaMbT Ha aciicterue HA HCIIBC e cebp3aH ¢ HamanaBaHe Ha CHMHTE3a Ha NPOCTArfaHauH,
PHUUHEHO OT HHXUOHPAHE HA €H3KUMA UMKIIOOKCHTEHA3A,

[To~-cnenunanno, HCIIBC uHXxWOHUpaT npeBpbLIAHETO HA apaXHAOHOBATA KUCENWHA B HMKIHYHH
engonepokcuiM, PGG; u PGH, npexypcopute Ha npocrarnavaunu PGE, PGE. PGF., u PGD,
npocrauMkaud PGl W Ttpombokcadu (TXA, u TXB; Wuxubupawero Ha cuHTE3a Ha
NPOCTAarJaHAUHHTE MOXE ChINO Aa NOBJHAEC HA APYTH MEAMATOPH KATO XHHHUHH, KOETO
NPEeAN3BHKBA HENPAKO ACHCTBHE B AOTLJIHEHUE KbM AHPEKTHOTO ACHCTBHE.

Keronpoden au3vHOBa con  uUMa cuaeH  aHanretuyeH edekT, nNopaau  HeropuTe
MPOTHBOBBL3INAIHTENHH edekTH M e(peKTH BbPXY UCHTpasiHata cucrema. boneznenuTte
Bb3NAIINTENHH ChCTOAHUA C€ EAMMUHHPAT UK HAMANSBAT, KaTo MO TO3M HAUYMKH Ce BAaronpUATCTBA
MOABHIKHOCTTA HA CTABUTE.

Oxurack 25mg rpanyns (He3abaBHO OCBOOOXKAaBaHE) ChABPKAT ACIHHTErPAHTHA CHCTEMA, KOSTO
YBEANYaBa pa3TBOPHMOCTTA HA KETONPOMEH.

5.2 PapMaKOKHHETHYHH CBOHCTBA




Abcopbiins

Keronpogen nu3uHoBa con ce abcopbupa 6bp30 M HambAHO. BB (apMakOKMHETUYHO NMPOyUBaHe
BbpXY 69 nauueHTH, NUKOBHU Nua3sMeHd kKoHueHtpauuu or 2,77 pg / ml (SD 0,82 pug / ml ) ca
nocTUrHaTH 15-30 MHHYTH CIE NPUIOKEHHETO.

Korato keronpogeH ce npuema ¢ Boja, Herosara obuia OvonannuHoct (AUC) He ce npoMeHs:
obaue ckopoctTa Ha abcopbuus ce 3abaes. He e HabsiogaBaHo HaTpynsaHe cnea NOBTOPHO
npujaraHe Ha KeTonpodeH.

PasnpeneneHue
Keronpoden 95- 100% ce cBbp3Ba ¢ nitazMeHHUTE NPOTEUHH (F1aBHO anbyMun).
HpusuanwusT obem Ha pasnpenenenue e 0,1-0,4 L/kg.

buotpanchopmalims

Keronpoden ce MeTabonu3npa eKCTeH3MBHO OT YEPHOAPOOHHTE MHUKPO3OMANIHH €H3HMM,
NPEAHMHO YPE3 KOHIOTHPAHE K CAMO HE3HAYUTEITHO Ype3 XUapokcuinpane, [lonyuenuTte
META0ONUTH HAMAT (PapMaKONOTHYHA aKTHBHOCT.

EnvuMuHupane

CTolHOCTUTE Ha niaaMeuust KnupwsHC ca mexay 0,06 u 0,08 L/kg/h. JekapcTBennar npoaykr ce
eJIMMHHUpa Obp30 U rnasHo npe3 0LOpeunTe. [InazmeHnaT nony:kuBOT € NpUOAU3UTENHO |.S uaca.
00-80% or nozata OxMrack 25 mg rpaHy/iu Ce€ €KCKpeTHpa B yDWHATa KaTo MeTaboNuT Ha
IMIOKOPOHKHI B pAMKHUTE Ha 24 4aca.

3.3 IIpeAKTHHUYHH JaHHH 32 6e30NaCHOCT

HexnuHuuHuTe navnn 3a QapmaxonoryyHarta Ge30MacHOCT, TOKCHUHOCTTA MPU MHOFOKPATHO
pyWJiaraie, penpoayKTHBHATA TOKCHYHOCT M JIOKAJIHATA NOHOCHMOCT Ha KeTonpodeH nu3uHoBa
COJl HE NOKa3BaT OCOOEH PUCK 3a XOpaTa, KOATO Aa He € 00XBaHaT OT APYFH pazaeny Ha Tazu KXII.

He ce cvobuana keronpoden ansnnosa con aa € 6una MytareHHa 1o BpeMe Ha in vifro W in vivo
TeCTOBE 33 MEHOTOKCHUYHOCT. [lpoyuBaHus 3a xapuuHoreHesza Ha KeTONPodeH NPH MUIUIKKH W
[IILXOBE HE MMOKA3BAT KAPUWHOTEHEH eheKT.

6. OAPMAHEBTHYHU JAHHH
6.1 CnHcenLK Ha NOMOIIHHTE BelllecTBa

[oesupon ( E1201)

CunuuueB aokeua, konouneH 6ezsoaeH ( E551)
Xunpomenosa

OcHoBEH OyTUNIMETaKPUIIATEH ChITOAMMED
Hatpues naypuncyadar

CreapudoBa knucenuHa (E570)

Maruesuen creapar ( E572)

Manuton (E421)

Kcunwron ( E967)

Tank ( E553B)




OBKYCHTEH

[‘moKko3a

3axapo3a

ManroaekcTpuH

LlapeBHyHO HHULLIECTE

by TUIXWAPOKCHAHH30
Apabcka ryma

HatypaneH apoMar Ha Jiafim
HatypaneH apoMart Ha TUMOH
Hatypanen apomar Ha MeHTA.

6.2 HechBMECTHMOCTH

Henpunoxumo
6.3 Cpox Ha roanocr

3 rOARHN
6.4 CneuHanuH ApeAnazHd MepKH 32 ChXpaHeHHe

To3u NEKAPCTBEH TPOAYKT HE H3UCKBA CINIELHANIHH YCIIOBHUA Ha ChbXPaHCHHUE.

6.5 BHa ¥ CHABPKAHHE HA ONAKOBKATA

Henpospaunu, PE/anymuunit/PET cawera, coabpxai 700 mg 0OBHTH rpanyny B cieaHdTe
KOJIWUYECTRA:

8, 10, 15, 16 unu 20 cawera
He BCHuYKHM BMI0BE ONMAKOBKH MOraT aa Obaar nycHatH B npoaaxoa.
6.6 Cnennanun npeanas’HH MepKH 3a H3XBLPASHE

HsaMa cnieunanyu u3uckBaHng. HeM3non3BaHUAT nekapcTBeH MPOAYKT WM OTMaAbYHHUTE
MaTepPHaIH OT Hero TpabBa Aa ce H3XBbPJIAT B ChOTBETCTBHE C MECTHUTE WIUCKBAHUS.

7. IIPUTEXATEJ HA PASPELIEHUETO 3A YIIOTPEBA

Dompé farmaceutici S.p.A
Via San Martino 12,

20122 Milano
HUtanusn
8. HOMEP (A) HA PASPEIHEHHUETO 3A YIIOTPEBA

Per. Ne 20190221




9. JATA HA ITbPBO PAZPEHIABAHE / IOZHOBSIBAHE HA
PAZPELLIEHHETO 3A YIIOTPEBA

Jara Ha nbpeo paspewnasane: 08/10/2019
Nata Ha nocaeAHO NOAHOBABAHE:

10. HATA HA IIPEPA3IIEXJAHE HA TEKCTA




