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i. HWME HA JIEKAPCTBEHHUSA MPOAYKT

.................

Onwunt JIyo 1 mg/ml + 50 mg/ml cnpeit 3a HOC, pa3TBop
Olynth Duo 1 mg/m! + 50 mg/mi nasal spray, solution !
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2. KAYECTBEH U KOJIMYECTBEH ChCTAB e —

Bceku ml cripeii 3a HOC, pa3TBoOp, Chabpxka | ME KCUITOMETAa30JIMHOB XKUIAPOXJIODPU
(xylometazoline hydrochloride) u 50 mg nekcnanrenon (dexpanthenol).
Enno BrnpbckBaHe cbabpika 0,1 ml cnipei 3a Hoc, pa3TBop, chabpkaii 0,1 mg KCHIOMETA30JIMHOB XUAPOXIJIOPH

1 3,0 mg OeKCNaHTEHOI.

3a MBJIHUA CITUCHK HA ITOMOLUIHUTE BellleCTBa BUKTE TO4YKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

Crpe# 3a HOC, pa3TBOP.

buctep, Oe3uBeTeH 10 ¢1abo KBITEHUKAR Pa3TBOP, 663 YaCTHLIK.
pH: 5.5-6.4

Ocmonanuret: 400 — 455 mOsmol/kg

4. K/IHHWYHHU NAHHM

4.1 TepaneBTHYHH NMOKaA3aAHHS

Onunxt lyo e noka3saH:

- 3@ HaMQIABaHE Ha OTOKA Ha HA3aJIHATA JIMTaBHLA IIPYM PUHUT U KaTo NOAABPKAIIO JIEYESHHE 3a 3a3PaBABAHE
Ha JIE3UH Ha JIMTaBHIIUTE,

- 3a obnekyeHue NpU Ba3oOMOTOpeH puHMT (rhinitis vasomotorica).

- 3aJIe4CHHE Ha Ha3aJHa PECTUPATOPHA OOCTPYKUMA ClIEN HA3aIHA ONepaLu.

Omunt Qyo 1 mg/ml +50 mg/ml cripeit 3a Hoc, pa3TBOp € MOKa3aH NMpy B3PACTHH M JIela Ha Bh3PACT 6 1 noseye
TOAHHM.

4.2 J103MPOBKA W HAYMH HA NMPHJI0KEHHE

03upoBKa

Bvspacmnu u oeya na ev3pacm 6 u nogeve 200unu
ObnyaitHara no3a Ha OnuHT [{yo € eqHO BIPLCKBAHE BHB BCAKA HO3LpA 110 3 NbTH HA [IeH [PHU HYX)I2.

Jlo3aTa 3aBHCH OT MHIMBHIyaHaTa YyBCTBUTEIHOCT ¥ KIIMHUYHATA e(hUKACHOCT.
[TpOABIDKUTENIHOCTTA Ha JIEYEHUETO € OTPaHHYEHa 10 7 JHH OCBEH aKO He € MPEANMCAHO APYro OT JIEKaps.

[ToropHa ynorpeba € Bb3MOXKHA CaMO Clie]] MPeKbCBAHE OT HAKOJIKO JHHU.

Jla He ce HaIXBBbpJis NpenopbYyyTeIHATA JI03a.




OT XMrMeHHH choOpaxkeHHs | 3a J1a ce u3berHar nHdekmu, Bcika OyTUIka Cbe cnpel TpsOBa na ce U3nosi3sa
CaMo OT €/IMH U CBIIIY YOBEK.

IHeduampuuna nonyaayus

[IpunoxeHueTo Ha NPOAYKTa MpH aeua nox | 2-ropuiiHa eb3pacT TpsaOea na ce HabniogaBa 0T Bb3pacTeH. AKO
cien 3 IHU Ha JieYeHHe, HAMa noJo0peHne Wi ce Hadnronasa BIOIABAHE HA CUMITTOMMUTE, KIMHUYHATA
cuTyalus TpsOBa J1a ce npeoLieHU. BuHaru TpsbBa na ce HanpaBd KOHCYJITALUA C JiIeKap OTHOCHO
NPOABIDKUTENIHOCTTA Ha JICYEHUETO NIpH [ELa.

OnunT /lyo € NpOTHBOMOKA3aH INpHY Aeua noxa 6 roguHu (BuxTe 1. 4.3).

Ha4yuH Ha NPUIOKEHHE:

3a Ha3aJIHO TIPUIOKEHHE.

Tpabea na ce OTCTPaHM 3alMTHATA Karayka OT ITyJIBEpPH3aTopa.

ITpeny nepBara ynorpeba riaBpara Ha ImyJiBepu3aTopa TpAbBa fa ce HATUCHE NET IhTHU 10 110ABaTa Ha GUH CIIpei.
AKO myJIBEpU3aTOPBT He € OUII M3M0JI3BaH B IMPOABKEHHUE HA 7 MM [IOBEYE JHHU, rj1aBaTa TpAOBa 1a C€ HATUCHE
J1Ba MbTH Npeau ynorpeoda.

BbpXbT Ha MyJiBEpU3aropa TpAOBa Jia ce BKapa BbB Bb3MOKHO Hal-W3MpaBeHo MOJIOKEHHE B eHATA HO3/pa U
rJ1aBaTa Ha IyJjBepu3aTopa TpsOBa 1a ce HaTUCHE BeAHBXK. [lalMeHTET TpabBa 1a BAMIIIA JIEKO [IPE3 HOCA, JOKATO
BIIPbCKBA. AKO € HeoOX0aAUMO, Mpoueaypara TpsabBa Ja Ce NOBTOPH B APYraTa HO3Zpa.

Cren Besika yniorpeba BEPXBT Ha IyJiBepu3aTopa Tpa0Ba Jia ce H3Gbplile ¢ XapTHEeHa KbPIMYKa ¥ Kanaykara aa
Ce MoCTaBM 0OpaTHO BbPXY MyJIBEpU3ATOPA.




4.3 IlpornBomoKasanuA

CBpPBXYYBCTBHTEIHOCT KbM AKTHBHHMTE BELUECTBA HIIU KBM HAKOE OT IOMOILUHHTE BEIIECTBA, H30POCHH B
TouKa 6.1.

Cyxo Bh3MasieHHe Ha HasaHaTa aurasuua (rhinitis sicca).

AHaMHe3a 3a TPaHCCHEHOHAANHA XMNOGU3EKTOMMA WIK IPYTrd XUPYPrudyecky HHTEPBEHLMH, IIPH KOUTO CE

€KCIIOHUpa Aypa MaTep.
Onunt Hyo 1| mg/ml + 50 mg/ml cnipe#t 3a HOC, pa3TBOP € NPOTHBOIOKA3AH MPH Jela NojJ O6-roaMuIHa BE3PAcT.

4.4 CpoenHaJHH NPEAYNPEXACHHN B NPEANAIHH MEPKH NIpH ynoTpeda

To3u nexapcTBeH NPOAYKT MOXKE Ja ¢& U3MI0/13Ba CaMO Clell BHHMaTelHa OLCHKA HA PHCKOBETE M ITOJI3UTE B
ClTy4day Ha:

- MalHeHTH, NEKYBaHHU ¢ NHXWbuTopH Ha MoHoaMHHOOKcHAa3aTa (HMAQ) u apyrm nekapcTsa, KOHTO
NOTEHLIMAJIHO NOBHLIABAT KPHLBHOTO HANAraHe,

- NOBHILICHO BTPEOYHO HANIAraHe, 0CODEHO 3aKPUTOBIBIHA [NIayKOMa,

- CEpHO3HH ChbPACYHH H UMPKYNAaTOpHH 3abonABaHus (Hanp. HCxeMUvHa DONeCT Ha CHPLETO, XUIEePTOHHS ),
- (eoXpOMOLIMTOM,

- MeTADONIMTHA HApYLIEHUA (HAMP. XHNIEPTHPEOUAH3IEM, N1Haber),

- noppHpHA,
-  XHUIMepIUIa3yd Ha IIPOCTATaTa.

[TauueHTH CHC CHHAPOM Ha YawmkeH QT UHTepBas, TeKYBAHH ¢ KCHIOMETA30MHH, MOXKe 1a OBIaT U3N0KEHU Ha
MMOBHILIEH PHCK OT CEPHO3HH KAMEPHH apUTMHH.

Ynorpebara NpH XpOHHYEH PHHHAT MOKE J1a Ce U3BbPILBa CaMO o1 HAOII0ICHUE HA JIeKap Nopajiu pUCK OT
aTpodHsA HA HA3ATHATA IUraBHIIE.

[IpogbmxuTenHata ynotpeba H Npeao3HpaHe HAa NEKOHFECTAHTH CUMITATHKOMHMETHLIH MOXe Ja Josede no-
CHCLMAIHO [0 PCaKTHBHA XUIIEpEMHA Ha HasanHara jdrasuua. To3n pebayHna edekT mpeau3BUKBA CTECHABAHE Ha
HNXATEJIHWTE ITbTHILA, MOpajd TOBA IALUWEHTHT MHOIOKpPaTHO I[IpHiara leKapCcTBeHMA TMPOIYKT, AOKATO
ynorpebara My cTaHe mocrosHHa. [TocnencTsnara ca xpoHuuen orok (rhinitis medicamentosa) i Aopu arpodus
HAa Ha3aJTHATA TMraBULA.

[1pu no-nexu cryyan Moxe Aa ¢e MOMHCIIH 3a NPeyCTAHOBABAHE Ha yrioTpebaTa Ha CHMITaTHKOMHUMETHKA
MbPBOHAYAIHO B €4HATa HO3/IpA M Cllel HAMANMBAHE Ha CUMITTOMHTE Ja Ce MPEMUHE KBM ApYyraTa CTpaHa, 3a Ja
Ce OATBLDKA [TOHE YaCTUYHO AULIAHE [IPe3 HoCca.

Tpabsa na ce n3b6ArBa NPAK KOHTAKT HA NEKAPCTBEHHA ITPOAYKT ¢ OYHTE.

B cny4a# Ha HenmpaBH/IHA ynoTpeba MK ynotpeba Ha npekoMEpHH KONHYIECTBa cnipe aGcopbuusTa Ha
KCHIIOMETa30/JIHH MOXE [a TPCAU3BHKA CHCTEMHH HEXKEIAHH Peakiuu, 0COOCHO NpH Jela (ChbpAEeYHOCHAOBH H
HEBPOJIOTHYHH HEXENAHM peakKliiH) (BK. TOUkH 4.8 u 4.9).

4.5 BaanMoaeilcTBHE ¢ APYrH JEKAPCTBEHH NPOAYKTH H APYrH GOPMH Ha B3aMMOJeiiCTBHE

Kcunomemasonun xuopoxaopuo

ExHoBpeMeHHaTa ynoTpeba Ha OnuuT Jlyo ¢ aHTHXHNEpTEeH3MBHY CPEACTRa ( HAIIP. METHIIIONA) TPA6Ba Ja ce
u3GArBa NOPaAH NOTCHLUNATHHA e(eKT Ha KCHIIOMETA30JIMH 38 NOBUILABAHE HA KPHLBHOTO HANAAHE.
EnnospeMerHara ynorpeda Ha OnuHT Jlyo ¢ nekapeTsa, KOWTO NOTEHLMANHO MMOBHINABAT KPHBHOTO HANATaHE
(Hamp. AOKCAnpaM, eproTaMuH, OKCHTOUMH, HHXHOHTOPH Ha MOHOBMWHO OKCHA3aTa OT TPAHWILMITPOMHHOB THN
WA TPHLMKIHYHH aHTHOENPECAHTH). TpAOBA 1a ce n3bsArea, Teil KaTo Ba3onpecopHMIT edekT Moxe a3 6nae
3aCHIICH.




EnHoBpeMeHHATa YNIoTpeba Che CUMIIATUKOMHMETHIM (Hanp. nceenoedeapus, edenput, peHrnnepHy,
OKCHMETA3OIHH, KCHIIOMETA30JIMH, TPaMa3oNHH, Haha3loMH, TYaMBHOXEITTaH ) MOXe Ia ROBeAe KO AAUTHBHH
eeKTH BbPXY ChpACYHOCHAOBATA CHCTEMA H LIEHTPAIHATA HEPBHA CHCTEMA.

Lexcnanmenon
He ca U3BECTHH.

4.6 DepTHIANTET, peMEHHOCT H KBPMEHE

BpeMeHHOCT
Onuurt Jyo He TpabBa na ce ripyaara no ppeMe Ha OpeMEeHHOCT, ThH KaTo JMIICBAT JOCTaTHYHO AaHHM OTHOCHO

yrnoTpedara Ha KCHWIOMETa30JIMHOB XHAPOXJIOPHA NPH OPEMEHHH KEHH.

KnpmeHe
OnunT Jlyo He TpadBa fia ¢ M3MOMN3Ra B NEPUOAA HA KbPMEHE, ThH KaTO HE € H3BECTHO JanH KCHIOMETA30JIHHOB

XHAPOXJOPHJ, C€ €KCKPETHpa B KbpMara.

DepTHIHTET
JIunceaT JaHHH OTHOCHO Bh3aeicTeHeTo HA OnudT [dyo Bupxy deprunureTa.

4.7 E¢QexTH pbpxy cnocoOHOCTTA 32 modHpaHe H paboTa ¢ MAIIHHH

He ce ogaksa OnunT Jyo ga moBnuAe HeOIaronpHATHO CIOCOOHOCTTA 32 WodHpaHe U paboTa ¢ MALLIHHK, KOTaTo
Ce H3I10/3BA CIIOpEell YKa3aHHATA.

4.8 HexenaHH NEKAPCTBEHH PEAKIHH

CI!E,IIHHTB ,IIC(I]HHHH,HH CE€ OTHACAT OO 4ECTOTATa Ha HCXKCIIARHTE PCaKIIHN!

— MHoro gecry (=1/10)

—  yectd (>1/100 mo <1/10)

— HeyecTtH (>1/1000 no <1/100)

— peaku (=1/10 000 go <1/1 000)

— MHoro peakH (<1/10 000)

- € HEH3BECTHa 4YectoTa (0T HAMWYHUTE JaHHU He MOXKe Jia Obae HanpaBeHa OLIEHKA)

CnuchK Ha HEXENaHUTE peaklUH B TaONHYEH BHA

Heuectn PenxH Mmuoro peaxu C HeH3BecTHA
HECTOTS

Hapyunienud Ha peakima Ha
HMYHHATA CHCTEMA | CBPBEXYYBCTBHUTEIHOCT
(aHruoeaeMm., KoxeH
o6puB, CHpOex)

i | I

HeHxHynH besznoxo#icTBO, HeICKHHE,
HAPYLICHHSA XaNOUUHALUKH (TPEAMMHO NIpH
neua)




HapymeHusa Ha yMoOpa (CBHAMBOCT, CEAHPAHE),
HEPBHATA CHCTEMA rnasobonue, repuone
(ocobeno npu geua)

CopaeuHn chpucbueHe, (ApHTMHY
HapyOleHHd [raxyKapaus,
X HIIEPTOHHSA
PecnUMpaToOpHH, pebayHa KOHrecTHA. KUXaHe, rapek
rPphAHH K KbPBEHE OT HOCA %
MEAHACTHHAJIHH CYXOTa Ha
HAPYLICHHA Ha3anHAaTa

JTHTaBHIIA

CprofliaBaHe Ha IOAO3HPAHM HEXKEJAHH PEaKIIUH
Cro0LaBaHeTO Ha NOAO3KPAHH HEXENAHK peakiMH Clic] pa3peilasaHe 3a ynotpeda Ha nexapCTBEHUA NIPORYKT €

BaKHO. TOBa MO3BOJIABA /1a NPOALIDKH HabmoAeHUETO Ha CHOTHOIIEHHETO MOJI38/PHCK 32 JIEKAPCTBEHUA ITPOXYKT.
OT MEIMLIMHCKUTE CAEIHAIMCTH C€ M3HCKBA Ja ChboOHIABAT BCAKA TIOA03HPAHA HEXKENAHA peaKLHA upes:

HimenHuTenHa AreHuma no Jlekaperpara
yn. Jlamsau ['pyes 8

Copus 1303

Te.: +359 2 8903417

e-mail:bda@bda.bg.
4.9 Ilpenosupane

Kcunomemazonurnog xuopoxnopuo

KnyHHYHATA KAPTHHA HA MHTOKCHKALUATA ¢ AMHAA30IOBH NIPOU3BOAHH MOXeE J1a ObJe pasHooOpa3Ha, ThH KaTo
¢a3n Ha CTUMYJIMPAHE MOXE A4 CC PEAYBaT C [IEPUOH Ha ITOTUCKAHE H& LUEHTPAIHATA HEPBHA CHCTEMA H
ChpAevHOoChA0BAaTa CHeTeMa. [Ipeno3lupanero, ocobeHo IpH Aeila, BOAU NpeauMHO 10 edeKTH OT CTpaHa Ha
LIEHTpaJIHaTaA HEPBHA CUCTEMa: TbpY0BE U KOMA, OpaguKapaus, altHeEs, XHIEPTOHHA U XUITOTOHHS.
CumrrroMute Ha cTHMynHpaHe Ha LIHC ca TpepoxHOCT, Bb30yIa, XamOUMHALIMH H I'bPYOBe.

Cumnrromute Ha noTeckane Ha [JTHC ca noHibkeHa TenecHa TeMneparypa, JeTaprius, ChHIKBOCT H KOMa.

Moxe 1a BE3HMKHAT CIICAHHTE IOMTBTHHTENIHHA CHMITTOMHM: M#03a, MUIpHaia, aMadopesa, MOBHIlIEHA
TeMneparypa, OneaHocT, IMaHo3a, raAcHe, TaXHKapAus, Opanukapaus, ChpaeuHa apHTMHA, CEPACYEH apecT,
XHANEPTOHMA, IOKONON00HA XMIIOTOHHA, 6enoapobeH OTOK, peCIIHpaTOPHU HAPYLICHHS H aTlHes.

B cnyyau Ha Texko nmpeao3upaHe e nokalaHo HHTEH3HBHO DOTHMYHO NeveHue. [ IpHiokeHHeTo Ha MeqHIMHCKH
BEIIeH (abcopbeHT), HaTpHeB cydar (JlakCaTHB) HiIM CTOMALIHA MPOMKMBKA (B CiTy4aif Ha rojieMud KOnM4YeCTBa)
TpsOBa aa ce H3IBbPIIM He3abaBHO, THH KATO KCHITOMETa30/IHH MOXke OBbP30 Aa ce abcopbupa. 3a Aa ce MOHWKH
KPBLBHOTO HANRraHe, MOXKe Aa ce AaJic HecelleKTHREH anda-anpeHeprudeH 6rokep.

BazonpecopHHTE CpecTBa ca MPOTHBOIIOKa3aHH. AKO € HeoOXoaumo, TpaOBa J1a ce npearpreMaT CIIeIHHTE
MEPKH: MIOHMKCHHE Ha NMOBHINEHATa TEMIEPATYpa, AHTUKOHBYJICHBHA TEPAllHA H HHXATHPAHE Ha KHCIOPOI.

Hexcnanmenon
[laHTOTEHOBA KHCEIMHA ¥ HEHHHUTE MPOU3BOAHH, HAMp. JEKCIAHTEHO, UMaT MHOIO HHACKa TOKcHYHOCT. He ca

HeoOX0AMMM MEPKH B CITYYaH Ha MPedo3HpaHe.




5. GOAPMAKOJOI'MYHHU CBOUCTBA

5.1 dapMakoaHHAMHYHHA CBOHCTBA

(dapMmakoTepaneBTHYHA rpyna: Hasanam npenapaTu; ZeKOHI€CTAHTH K APYI'H HA3AIHH NpenapaTy 3a JOKAIHO
NPHIOXKEHHE; CHMNATHKOMUMETHIH, KOMOMHAIIMK € U3KJI1. HA KOPTHKOCTEPOMIM.
ATC kon: RO1ABO6.

PHHONOTHYHOTO CPEACTRBO € KOMOUHAIMA OT an(a-CHMIATAKOMHUMETHK C BHATAMHHOB a8HAJIOT 3a JIOKATHO

NPUI0KCHHE Ha HA3AJIHATa TUraBuLa. KCHIOMETa30/IMH HMa Ba30KOHCTPHKTOPHH CBOWCTBE M NOPaAH TOBA BOIH
N0 JEKOHIeCcTallyA Ha 3anymeHns Hoc. [{ekCMasTe o € NPOM3BOAHO HA BUTAMHHA NAHTOTEHOBA KUCEIIHHA,
qUHTO CBOUCTBA Ca MOANOMAaraHe Ha 3a3JpaBABAHE HA PAHUTE ¥ IPOTEKIMA Ha JIKNTAaBUIIATA.

Kcunomemaszonunoe xuopoxaopuo

KcunoMeTa3onmHH XHAPOXJIOpHI, MMHAA30I0BO NPOU3IBOIHO, € anda-anpeHepruieH CHMIIATHKOMHMETHK. T ol
HMa Ba30KOHCTPHKTOPEH edekT, KaTo 10 TO3¥ HAYHH HAMAaNABa OTOKAa Ha JiMraBHiiaTa. Hauanoro Ha xelcTBuHe ce
Habnionasa 0OUKHOBEHO B paMKkuTe HA 5 10 10 MHHYTH ¥ CH IIpOJKMYABE MO NO-JIECHOTO JMIIAHE 1pe3 HOoca
nopagyd HAMICHUA OTOK HA TUraBHLATA H MOAOOPEHOTO OTTHYAHE HA CEKPETHTE.

Hexcnanmenon
HexcnanreHon (D-(+)-MaHTOTEHAIOB AJIKOXOJI) € ATKOXOIHHAT AHANIOT Ha MAHTOTEHOBATAa KHCEIMHA, KOUTO

Mopaji MEXIHHHO nNpeobpasyBaHe NMpUTEXapa ChliaTa 6Honoryasa epHKacHOCT KATO NAHTOTEHOBATA KHCEITHHA.
To#t e cpbp3aH ¢ aacHata D-koH¢urypauud. [TaHTOTeHOBaTa KHCENHHA M HEHHHTE COMH Ca BOAHOPA3TBOPUMH
BHTAMHWHH, KOHTO YZaCTBAT KaTO KOSH3HM A B MHOXECTBO METAaDOJINTHH NPOLIECH, HANp. CTHMYJIHpaHe Ha
CHHTE3a HA IPOTEHHHTE U KOPTHKOCTEPOHAHTE H IPOM3BOACTBOTO HA aHTHTena. OcBeH Apyrure AeHCTBYA,
KOEH3MM A y4acTBa ChII0 H B 00pa3yBaHETO Ha MHITHAH, YPe3 KOHTO KOKHATA Ma3HAHA H3ITLIHARA BAXKHA
NMpOTEKTHBHA GQYHKILIMA, KAKTO H B ALIETHIHPAHETO Ha AMHHO 3aXapHTe, KOeTo noMara 3a obpasysaHe Ha
PATHYHA MYKOIIONH3axapuau.

JlexcraHTeHON MPHTEXKaBa CBOMCTBA, 3aUIMTABALUM EMHMTENA, KATO CTHMYJIMPA 3a3ApaBABAHETO Ha PaHMUTe.

[Tpyn nnbxoBe ¢ HEAOCTUT HA AEKCNIAHTEHON MPHIAraHETO Ha ACKCIIAHTEHON BhPXY KOXKAaTa HMa TPOQUUEH edexT.
Koraro ce mputara BbHUIHO, EKCIIAHTEHON/TIAHTEHO MOXKE J1a KOMIEHCHPa NMOBHMUIEHATA HYMX/A OT
NMAHTOTEHOBA KHCEJIHHA ITPH YBPEACHA KOKa HITH JIMTABHLIA.

3.2 DapMAKOKHHETHYHH CBONHCTBA

Kcunomemasonunog xudpoxaopuo |
Ilonskora NMpH MHTPAHA3AIHO IPIWIOXKeHHEe a6COPOHPAHOTO KONHYECTBO KCHIOMETA30IHHOB XHPOXJIOPHIL MOXe
Aa 6nae TOCTATHYHO 33 NPEAKU3BUKBAHE HA CHCTEMHM eEKTH, HAND. BbPXY LICHTPATHATA HEPBHA CHCTEMA M

ChPACYHOCHAOBATA CHCTEMA.
Jluncesar gaHHH OT GapMaKOKHHETHYHH NPOYYBAHMS HA KCHIOMETA30IMHOB XUAPOXIOPH IIPH XOpa.

Iexcnarnmeron

JlekcnanTeHon ce abcopbupa nepManHO ¥ ce OKCHIKpa €H3IMMHO B OPTaHH3IMA ¥ B KOXKATa 0 TAHTOTEHOBA
KHCENHHA. BATAMHHLT C€ TpaHCROPTHpA B IU1a3MaTa, CBBP3aH ¢ MpoTeHH. [TaHTOTEeHOBATa KHCEIMHA Ce
HHKOPTIOpHpa KaTO OCHOBEH KOMIIOHEHT B KOCH3UM A, KOETO C¢ H3RbPIIBA HABCAKBAE B opraHu3ma. JIuncear no-
NnoApoOHH MpOy4BaHHA Ha MeTab0IH3Ma B KoXarTa M nurasuumTe. 60-70% OT nepopaiiHaTa 1033 Ha
JEeKCTIaHTEHOJI Ce eKCKpeTHpaT B ypuHara, 30-40% BuB dexannure.

5.3 IIpeAkJAHHHYHH NaHHHK 3a Ge3onacHoOCT
HexnuHU4YHHTE JaHHU HE MOKa3BaT 0Co0eH PHCK 3a xopa Ha 6a3aTa Ha KOHBERLHOHATHUTE (GapMaKoJIOrHiHH

NPpoOvYBaHHA 34 5330!'[36!‘100’1‘, MpOY4BaHHA 33 TOKCHYHOCT IIPH MHOIMOKPAaTHO NpUIaraie, reHOTOKCHYHOCT,
KaHLUEPOTCHCH NNOTCHU AN, PENNPOIYKTHBHA TOKCHYHOCT.




'6. @®APMAIIEBTHYHM JAHHH

6.1 ChnuchbK HA NIOMOIIHHTE BEIIeCTha

Kanues puxuaporenpochar
HuHatpues dpochat goAckax4apat
Bojaa 3a HHDKEKLUWH

6.2 HechBMECTHMOCTH

HenpuioXuMo.

6.3 Cpok Ha rogHoCT

3 rOOUHHU

Cnen rbpBOHAYATIHOTO OTBApPAHE Ha OMAKOBKATA, MPOXYKTHT TPAOBa fa ce U3M0138a B paMKHTe Ha 6 meceua.
6.4 ChneunHaAJIHH YCIOBHS HA ChXPaHEHMe

Jla He ce cbXxpaHasa Han 25°C.
3a yCIIOBYATA HA CBXPAHEHHKE Clie] MbPBOHAYAIIHO OTBAPAHE HA JICKAPCTBCHHUA MPOAYKT BHKTE To4Ka 6.3,

6.5 Bua H CLABLPXAHHE HA ONAKOBKATA
bsna mnacrMacoBa Oyrunka ot HDPE ¢ 0bem 10 mi,

byTHinkara e 3aneuaraya ¢ nipakama no3upama PP/PE/cromadeHa nomna ot 0,1 ml ¢ 6sn PP mynBepH3arop
uaternaia ce kanayka or HDPE.

6.6 ChnenHaNHH NpPEeXNAZHH MEPKH MPH H3XBbPJRHE

Heu3non3BaHMAT JE€KapCTBEH NPOAYKT WIH OTHATBYHUTE MATEPHAJIM OT HEro TPAOBA /1a Ce H3XBLPJAT B
ChOTBETCTBHE C MECTHUTE H3HCKBAHHA.

7. [IPATEXATEJ HA PASPEIIEHHETO 3A YHOTPEBA

McNeil Healthcare (Ireland) Limited

Offices 5-7
Block 5
High Street
Tallaght
Dublin 24
D24 YK8N

Apnaxnus

8. HOMEP(A) HA PAJPEIHEHHETO 3A YIIOTPEBA

Per. Homep: 20210193

9. JATA HA ITBPBO PASPEINABAHE/TMIOAHOBABAHE HA PA3PEIIEHHETO 3A YIIOTPEBA

Jara Ha mepBo paspemasane: 14.07.2021




*  JlaTa H nocneHo nofHoBmBane: 31.05.2023

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA
03/2026




