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1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

CHUHTYC 0,5 % nepopanHu Kanku, pa3TBop
SINTUSS 0,5 % oral drops, solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

| ml (28 kanku) pa3TBOp chaABpKA 5 mg OyramuparoB uMTpar (butamirate citrate).
[ToMOLIHH BeLIECTBA C H3BECTHO AEHCTBHE:

1 ml pazTBOp chabpka 283,5 mg copburon

| ml pa3TBOp cbhabpka 2,81 mg eTaHON

3a IMbJIHUA CITUCHK Ha NMOMOILIHUTE BeELEeCTBa, BUXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

[lepopanuu karnku, pa3TBop.

BbHiueH Bua — OUcTbp, Oe3lBeTeH pa3TBOp ¢ apoMaT Ha MaJIMHa.

4. KJIMHUYHHU JAHHU
4.1. TepaneBTHYHH NMOKA3aAHHSHA

CHHTYC pa3TBOp € IOKa3aH 3a CUMNTOMAaTH4YHO JIEYEHHWE HAa CyXa HeNpOAyKTHBHA KallUIMIAa C pa3jiHyeH
MPOU3XOLI.

HPH JACLla Ha Bb3pacCT 1101 2 FrOAHUHH, NMNPOAYKTHT CC€ IpHJiara €AHHCTBECHO IO JICKAPCKO MpeAIrHCaHHe.

4.2. 03HpOBKA H HAYHH HA NPHJIOKEHHE
Jo3upoBKa
Bb3pacroBa rpyna AHeBHA 103a
CaMo 1o Jekapcko npeanucaHue
Jleua nox 2 Meceua
BuxT. 4.4
Jleua ot 2 Meceua no 1 roaguHa 4 bTH IHEBHO X 2,5 mg (14 kankw)
Jleua ot 1 roguHa 10 3 roaquHH 4 nbTH AHEeBHO X 3,75 mg (21 kanku)
Jlenla Haa 3 roauHH 4 nbTH AHEBHO X 6,25 mg (35 kanku)

MakcumanHa Npoab/DKUTEHOCT Ha JIeYEeHHETO 0e3 KOHCY/TAalLUA ¢ JieKap — He N
Touka 4.4).

[TaumeHTH ¢ 6b0peyHa U/Wau YepHOAPOOHA HENOCTATBYHOCT
He ca HalM4HHU JaHHW OTHOCHO MPHUJIOXKEHHETO HA MPOAYKTA MPH TE3M I'PYIH Mna
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[lenuaTpuyHa nomnyJjalus:
[Ipu neua noxa 2 roaMiliHa Bb3pacT, TOBA JIEKAPCTBO C€ J1aBa CaMo IO JIEKApCKO INpeAnrucaHue.

HauyuH Ha NpUI0KEHHE
CHHTYC pa3TBOp € MpeJHa3Ha4eH 3a IepopaiHO NpuiiokeHue. Kankure morar Ja ce NnocCTaBsAT B MalKo

KOJIMYECTBO TCHHOCT.

4.3. IIpoTHBONOKAa3aHHA

CBpBX4YYBCTBHTETHOCT KbM aKTHBHOTO MJIM HAKOE OT NMOMOLIHHWTE BellecTBa, U30pOEHH B TOUKa 6.1.
4.4. CnenHajJHH NpeaynpexJaeHHs H NpeANa3ZHH MEPKH NpH ynorpeda

Byramupar notucka KauuiMyHus peduekc. EqHOBpeMEHHOTO NMpHIIOKEHHE C MYKOJIMTHLIM H €KCTIEKTOPAHTH
TpsaOBa na ce W30srea, nopaju Bb3MOXKHOCTTA OT 3aCTOM Ha MYKYC B JMXaTeJIHWTe NbTHILA BCIEACTBUE Ha
MOTHCHATHSA KalLIW4yeH pediekc, KOeTo MOBMILIABa pUCKa OT OpPOHXOCNa3bM W UH(PEKLMH Ha NUXATEJIHHUTE
MBTHLLA.

[Ipy nepcucTHpaHe Ha KalUIMLATa NoBevye OT 7 JHU WIM MPH MOsBa Ha MOBHILEHA TEMIlepaTypa, JUCIHES
HJIM TEXKECT B I'bPJUTE € He0OX0AMMAa KOHCY/TALUA ChC CMNELHAIUCT.

[Ipequ 3amoyBaHe Ha JieYeHHE C TO3M JIEKApPCTBEH MPOJAYKT € HeoOXOIMMO Ja ce YTOYHH Jajli He €
HeoOXOAHUMO MpeAnpHeMaHe Ha €THOJIOTMYHO JIeYeHHE Ha KalllJlMuara.

B Cﬂy‘]ﬂﬁ Ha NEpCHUCTHPAHE HA KalullHlarTa cjiell JICYHCHHE C INocoYeHaTa TEparneBTH4YHa CXEMa, NMpucEMaHaTa
034 HE CJICABa 4 obae [MOBHUILIIABAHA, a4 € HEGﬁXGﬂHM& NnpeoucHKa Ha KIIMHUYHOTO CbCTOAHUC OT CTPpAaHA Ha

CIiCllHaJIUCT.

[Ipu neyeHHeTO C TO3M MPOAYKT Ha TMALMEHTH ¢ OBbOpeYHH W/UaK YyepHOApOoOHU 3abonsaBaHusa TpsAOBa na ce
KMa TpeJl BUJ MOBULIEHHS PHCK OT pa3BUTHE HAa HE)KeJIaHH JIEKAPCTBEHH peaklMM B pe3y/ITaT Ha eBEHTYyaslHa

KyMyJjauuia Ha aKkTUHBHOTO BCLICCTBO.

JlekapcTBEHMSAT MPOAYKT ChABPKA KAaTO MOJACIaAUTEN COpOUTOII, KOETO o NpaBy MOAXOASALL MPH MAaLHEHTH,
cTpajally oT 3axapeH nuaber (1 g copburon orrosaps npubausurentHo Ha 17 kJ/4 kcal).

[Topaau chabPKAHKUETO Ha COPOMUTON B CHCTABAa HA TO3U JIEKAPCTBEH MPOJYKT, JULA C PEAKH HAC/IEACTBEHH
npo61eMH Ha HEMOHOCHMOCT KBbM (pYyKTO3a He TpsAOBa Ja npueMaT TOBa JIEKapCTBO.

To3u nekapcTBEH NPOAYKT ChAbpPKA MAJIKU KonuvecTtBa eraHon (2,81 mg/ml), no-manko or 100 mg B eqHa
no3a.

[leauarpuyHa nonyamus
JlexapcTBEHHAT NMPOAYKT MOXKe Aa Obae mpuiaraH npu jAeua Ha Bb3pacT Nnoj 2 rOJAUHHM €QUHCTBEHO I10
JIEKapCKO MpearnucaHue.

4.5. B3aumojaelicTBHe ¢ JPYrH JIeKAPCTBEHH NPOAYKTH H APYrH pOpMH HA B3aHMOJEHCTBHE

EnHOBpeMEHHOTO NpPUJIOKEHHE C OTXpayBallld CPeACTBAa MU MYKOJMTHULIM TpAOBa 1a ce u304rea (BX. TOYKa
4.4).

NEeKApCTBEHH TMPOAYKTH € MpPEernopbuMTEHO Ja ce HW30iarsa €QHOBPEMEHHOTO Ip
MHXHUOUTOPH C Orjieq] Bb3MOXKEH PUCK OT MOBUILIABAHE HA €KCITO3ULIUATA C ﬁyramnpa’r
TECEH TepareBTHYEeH HHAEKC NMopaay Bb3MOXHOCT OT HapyllaBaHe Ha €KCIMO3ULIUATA

4.6. @DeprHIHTET, OPEeMEHHOCT H KbpPMEHe
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bpemeHHOCT |

Hsma naHHH OT KOHTPOJIMPAaHW KJIMHHWYHH HM3MUTBAHUS NMpPH OpeMEHHH KEHH, MOpPaaAud KOETO MPOAYKTHT
MOXKE Ja Ce€ IMpujara no BpeMe Ha OpeMEHHOCT caMO cliedl JIEKapcKo MpeArvMcaHue MpPH OLEHKa Ha
CbOTHOIIEHHUETO IM0J13a 3a MaikaTa M PHUCK 3a Mjaoda M HoBopoaeHoTo. [lpunoxkeHuero My B MbpBHSA
TPUMECTBHP Ha OpeMeHHocTTa TpAOBa na ce u3bsAraa.

KbpmeHe

He e M3BeCTHO JajlM aKTUBHOTO BELIECTBO WJIM HErOBUTE METabOJMTH C€ U3IBbYBAT C MANYMHOTO MIISKO.
[IpoaykThT MOXKE J1a ce Mpuiiara rno BpeMe Ha KbPMEHE €JMHCTBEHO Clle]] OLlEeHKa Ha CbOTHOLUEHHETO M10J13a
3a MalKaTa ¥ pUCK 3a KbPpMa4eTo.

DepTUIUTET
Hsma naHHM 3a HeOnaronpUusaTHU €(PEeKTH BbpXY QepTHIMTETA.

4.7. EdexTH BLpXy cnnoco0OHOCTTA 32 mIodupaHe H padoTa ¢ MALIHHH

CHHTYC pa3TBOp € MPENnOpPbYMUTEIIHO [1a C€ NpHJIara ¢ NMOBHIIEHO BHUMAaHHWE NpH WO(QHOPH M JiMLa, padoTeuu
C MalllMHM, OPAH TOBA, Y€ MOXKE, MaKap U B PE/IKH CJIy4Yau [1a MpeJAU3BUKA ChbHJIUBOCT W/ UIIU CBETOBBPTEX.

4.8. Hexenanu JjeKapcTBeHH peaKIHH

Morar na ce H&ﬁﬂl{),ﬂaBaT CJICOAHHTEC HCKC/IAHHU pCAaKUIHUH, pA3IIpCaACIICHH MO CHCTCMH H HCCTOTA.

MedDRA SOC/YectoTa HexesiaHa JieKapCcTBEHA peaKIHs

HapylueHus Ha HepBHAaTa CUCTEMA
Penku (=1/10 000 oo <1/1000) CBHIIMBOCT, CBETOBBPTEXK

CToMalliHO-YPEBHHU HAPYILLIEHUS
Penku (=1/10 000 no <1/1000) ["aneHe, nnapus

HapyiieHus Ha Ko)KaTa U MNOAKO)KHATA ThKaH
Penku (>1/10 000 oo <1/1000) YpTUKapus

Cnob11aBaHe Ha MOA03UPAHU HEXKEJIAHH PEeaKLIUK

CpoO1aBaHeTO Ha MOJAO3MPAHW HEXENAaHW peakUUH Clel paspellaBaHe 3a ynorpeba Ha JieKapcTBEHHUS
MPOAYKT e BaxkHOo. ToBa mno3Bo/isBa Ja NMpOAB/DKKM HaOMIOAEHHMETO HAa CHOTHOLUEHHETO MoJi3a/pUcCK 3a
JeKapcTBeHUs npoaykr. OT MeAUMLMHCKHUTE CrNeLMalIdCTH C€ M3MCKBA Ja ChoOLaBaT BCAKAa MOJO3MpaHa
He)KejlaHa peakLMs 4pes:

H3nbaHUTEIHA areHL M 110 JieKapcTBaTa

yi. ,,JlamsH ['pyeB” Ne8

1303 Codus

Ted.: + 359 2 8903417

yebcaiiT: www.bda.bg

4.9. Ilpeno3upane

CUMOTOMH
[lposBuTe Ha npeno3upaHe ca CHHJIMBOCT, CBETOBBPTEK, rajeHe, MNOBpblIAHE, AHApUA, 3aMasHOCT,
XHUIOTOHMUS. =

Mepku
CTomallHa npoMMBKAa U MPUEM HA aKTHMBEH BBIJIEH C OrJieJ eJIMMUHUpaHe Ha JieKapc

HaMmaJllsiBaHe CTENEHTa Ha CTOMallHO-4YpEBHA pe3opOLusi.
[Ipu HEOOXOAMMOCT ce npuiaarat CHMNTOMAaTUYHU CPEACTBA.
He e u3BecTeH cneuuduyeH aHTUIOT.
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5. ®APMAKOJIOIT'NTYHU CBOUCTBA ‘

S5.1. @PapmakoaHHAMHYHH CBOHCTBA

®apmMmako-TepaneBTUYHa rpyna: Jpyru cpeacrsa rnoTUCKally Kaluiylara
ATC koa: RO5SDB13

MexaHW3bM Ha J€ACTBHUE
MHTUMHHMAT MeXaHW3BbM Ha JeHCTBUE HE € HambJIHO M3SICHEeH. byramupar, Makap 1a He ce OTHacs
XHUMHYECKH H HapMaKoJIOrH4YHO KbM OMHOMIHHUTE AJIKAJIOUIHM, OKa3Ba LICHTPaJIeH MPOTHBOKALIUMYEH €(EKT.

dapmakKoIOoruyHy eHeKTH
ByramupaT uMa M3pa3eHO NMPOTHBOKALLIWYHO JaelcTBUe. [IpuTekaBa cblo Taka HecneluduueH neprudepeH
aHTUXOJIMHEPrUyeH U OPOHXOCNa3MOJIUTHYEH €(EKT.

He [MpeAHU3BUKBA THUITHYHHUTE 34 HAPKOTHYHHTE IMPOTHBOKAUUIHYHH CPEACTBA HCXKCE/IaHH JICKAPCTBCHH
P€AKLIUH KAaTO CCAAllHUA, 3alICK H IIPHUCTPACTABAHC. hUma HIMPOKA TCPAlICBTHYHA LIHPHHA.

5.2. ®apMaKOKHMHETHYHH CBOHCTBA

Abcopbuus
[IpunoxeH nepopasHo 6yramupaT ce pe3opOupa OBp30 M MBJIHO B racTpO-MHTECTHHAJIHHMA TpakT. Hsama
JJaHHH 3a MOBJIMABAHE Ha CKOPOCTTA M CTENEHTa Ha pe3opOuus OT MpUeMa Ha XpaHa.

MakcuMaJHU TJ1a3MEHM KOHLIEHTpaUuWM Ha OyramMupar ce aocturar cpenHo | yac cien mpuemMa M vmar
CTOMHOCTH OT nopsaabka Ha 16,1 ng/ml caen npunoxenue Ha no3a 90 mg.

MakcuMajaHHM IJIJa3MEHH KOHLIEHTpAalliM Ha OCHOBHMS MeTabonut (2-¢peHundyTupoBa KHCEJIMHA) OT
nopsabka Ha 6,4 mcg/ml ce nocrurar cpeaHo 1,5 yaca cnen npuem Ha 150 mg OyramMupaTtoB LUMTpAT Moa
¢opmara Ha cupon.

Excniozuuusra ¢ 2-gpeHun0yTupoBa KMCeJIMHa U IUeTHIaMHHOETOKCHETAHOII € JIMHEHHA B 1030BHs J1Hana3oH
22,5 - 90 mg.

Pa3snpeaeneHue

2-heHnnOyTHpOBaTa KMUCEJIWHA U JUETUIIAMHUHOETOKCHETAHOI NPUTEXKAaBaT MPOTHBOKALIMYHA aKTHBHOCT M
noaobHo Ha OyraMupar ce CBBP3BAT €KCTEH3UBHO C IJIa3MEHUTE NpPOTEUHHU (~ 95%), KOeTo BEpOATHO
npeaonpenesis U NPOABJ/DKUTEHUA IMIIa3MEH MOJTY>KHUBOT.

O6embT Ha pasnpenesieHre e roisam (81 — 112 L). Cebp3Ba ce B 3HaUMMa CTENEH C MJIa3MEHHUTE NPOTEUHH. 2-
¢eHunOyTupoBaTa KHCEJIMHA CBLIO CE€ CBbP3Ba B roJjisMa CTENeH C IUIa3MEHUTE NMPOTEHHH BBB BCHYKH
1030BH HHUBA (22,5 — 90 mg) c¢be cToiiHocTH 89,3 — 91,6%.

Hsama nanHu ganu OyramMupar M HEroBMTe MeTabOJIMTH NMpeMHUHABaT IUlalleHTapHaTa Oapuepa U Jajnu ce
U31HYBAT C MAHYHUHOTO MJIFKO.

buoTrpancdopmauus

Xuaponuzara Ha Oyramupar a0 2-GpeHUI0yTUpoBa KUCEIMHA U AUETUIIAMUHO-ETOKCHETaHOJT 3ar04Ba OlIIE B
niasmata. Tesu 1Ba Merabonura ca (apMakoJOrHYHO AKTHBHH M MpUTEXaBaT MPOTHBOKALIAYHA
aKTHBHOCT. 2-¢eHHIOyTHpOBaTa KMCEJIMHA YaCTHUYHO ce MeTaboNu3Hpa MocCpeCTBOM XHAPOKCUIYPAHE Ha

napa rno3uius.

EnuMuHUpaHe by
MeTaboJMTUTE OCHOBHO C€ €JIMMUHMpAT Ipe3 ObOpeuUTe, NMPHU KOETO KHCEJIHTE|[ME
€KCTEH3UBHO C€ CBBP3BAaT C TIJIIOKYpOHOBa KHceluWHa. HuUBara Ha KOHIOrMpaMg beHunoyY
KHCeJIMHA ca 3Ha4YMMO T10-BUCOKH B YpPHHATa B CPaBHEHHME C Mjla3mara. byramMupar c\OTkpies RS o




48 yaca caex npunoxeHHero. OCHOBHO c€ €IMMHHHpA KaTO JMETHI-aMHHOETOKCHETAHOJI HWJIM KaTo
JAeKOHIOrupaHa 2-peHundyTupoBa KucelMHa. He € ycTaHOBEHO KyMyJIMpaHe B OpraHu3Mma. |

Cneur$puyHU rpyNnuy NaLueHTH
HsaMa nanHM nanv HapyweHWsATa Ha 4yepHoaApoOHata MM ObOpeyHaTta GyHKUMS OKa3BaT BJIMSHHE BBPXY
(apMaKOKHHETHYHOTO MOBeJIeHUe Ha OyTaMUpaTOBUA LIMTPAT.

S.3. IIpeak/JHMHHYHH JaHHH 32 0€30MACHOCT

HexkJ1MHHMYHUMTE JaHHM He TMoKa3BaT oco0eH PHCK 34 XOpa Ha ObazaTta Ha KOHBCHLIHOHAJIHHUTC
d)apmamﬂorutmu [IPpOY4YBAHHUA 34 6830“30}[{}(:']‘, TOKCHYHOCT [TpH MHOI'OKpPATHO [IpHJIAraHe,
F’CHOTOKCHYHOCT, PENIPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT HAa Pa3BHTHETO.

6. PAPMAIIEBTHUYHU JAHHH

6.1. CnHCBHbK HA NOMOIIHHTE BellecTBA

CopOuTo
[ nunepon
3axapyMH HaTpUH

beH3oeHa kucenuHa
ApoMar Ha MaJIMHa, HATypaJieH (CMEC Ha HAaTypaJiIHi apOMAaTHM BELIECTBa M INIKK03a)

HarpueB xuapokcua
Eranon 96 %

[IpeuncreHa Bona

6.2. HecbBMeCTHMOCTH
He ca u3BecTHH.

6.3. Cpok Ha rognocr

3 TrOOIHUHMU.
CpOK Ha roHOCT c¢Jiel MbPBO OTBapsHEe Ha OMakoBKaTa — 4 Mecela.

6.4. ChneuHa/JJHH YCJIOBHSl HA CbXpaHEHHE

[1pu Temneparypa nox 25°C.

|

6.5. BuaH cbhabpKaHHe HA ONIAKOBKATA

byrunka or TeMHO cThKIIO (Kiac III), ceabppxkawa 20 ml pa3TBop W 3aTBOpeHa ¢ mylacTMacoBa Kamavka ¢
BrpajieH KarkoMmep.

6.6. Choenua/ilHH npeana3sHH MepPKH NPH H3XBBLPJIsiHe H paboTa

Hsama crneliMaiHu U3UCKBaHUA.

7. ITPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

JAHCOH-bI OO/]
yi. Oren [lancuit Ne 26
2400 rp. Pagomup

bbarapus
Ten.: 024519300
office@danhson.com




8. HOMEP(A) HA PAZPEIIEHMETO 3A YIIOTPEBA

Peructpauuoner Ne 20190158

9. JATA HA II'BbPBO PA3PEHNIABAHE/MIOAHOBSIBAHE HA PA3SPEHIEHHUETO 3A
YIIOTPEBA

JlaTa Ha nbpBO pa3pewaBane: 21.06.2019 r.
JlaTa Ha nocjaeaHO NOJHOBSBAHE:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

03/2024 r.




