KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. VIME HA JIEKAPCTBEHUA ITPOAYKT ﬁ?m-ﬂﬁmﬁﬁﬁﬂ ATERUUS 110 igkasgranss |
) PamKa xapakmepucmuna na APOGYKMA  Mpuacmenn ;'_:..._;
Onunr Jlyo 1 mg/ml + 50 mg/ml cnipeii 3a HOC, pa3TBOp Ko Pea, e gy RIRWEY
Olynth Duo 1 mg/ml + 50 mg/ml nasal spray, solution =~ p——————_ . 0T
Paspewenye e -
somame. 635 P32 01-1-
2. KAYECTBEH U KOJIHUECTBEH ChCTAB AP e L2LLD VA 1 2023
| Ogﬂﬁpeﬁfug P e, S,
Bceku ml cripeif 3a HOC, pa3sTBOp, ChAbPKA 1 Mg KCHIOMETA30THHOB XHAPOXIIOPH]L — e

(xylometazoline hydrochloride) u 50 mg nexcnantenon (dexpanthenol).
Enuo snpbckBade cpabpxka 0,1 ml cnpeit 3a Hoc, pa3TBop, chabpkail 0,1 mg KCHNIOMETa30/1MHOB XHAPOXIOPH
H 5,0 mg AeKCIaHTEHO.

3a I THUR CIOHCHEK HA NMTOMOILHUTE BELIECTBA BIDKTE TOUKA 0.1,

3. JIEKAPCTBEHA ®OPMA

Crpeii 3a HOC, Pa3TBOD.

BucThp, be3uBeTeH N0 ¢nabo KbNTeHHKaB Pa3TBOp, De3 YaCTHIIN.
pH: 5.5-64

Ocmonanyrtet: 400 — 455 mOsmol/kg

4. KJIUHHUYHH JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

Onmuut dyo € noxazaH:
- 33 HaMAMBaHE HA OTOKA HA HA3A/HATA JIMTABHLA NMPH PUHKT K KaTO TOAABPKaLIO JIEYSHHE 33 3a3/IpaBABaHe

Ha fie3UH HA JIUTABULINTE,
- 3a obsnekuenue npu BazoMmoropeH pusut (rhinitis vasomotorica),
- 33 JIeYeHHE HA HA3ATHA PECIIMpaTopHa 0OCTPYKUUA Ciled Ha3allHa OnepaLys.

Osuut dyo 1 mg/ml +50 mg/ml cripeit 3a HoOc, pasTBOp € MOKa3aH NP Bb3PACTHH M 1€Na HA Bh3PacT 6 K noseye
TOIHHM.

4.2 J103ApOBKAa H HAYHH HA NPHIOKEHHE

O3HPOBKA

Bwipacmuu u deya Ha ev3pacm 6 u noseye cOOUHU
O6uuaiinata no3a Ha Onunt Jyo ¢ e1HO BOPhCKBaHE BLB BCAKA HO3pA A0 3 ITBTH HA ACH NP HYXKIA.

I[OBEIT& 3aBHCH OT HHAHBHAOYaltHaTa 1YBCTBHTCIIHOCT H KNHUHHUYHATA E(I!HI{HCHGCT.
[TpoaABOKHTETHOCTTA HA JIEYEHHETO € OrPaHHYENa 10 7 JHH OCBEH aKO HE € MPEANHCaHO ApYro OT JICKaps.
[TorTopHa ynoTpeba ¢ B3MoXHa caM0O CNeN NMPEeKbCBAHE OT HAKOJIKO JHH.

J1a He ¢ HAAXBBPIA NPETOPBYKHTEIHATA 1032,




OT XMrHeHHH CbOOpakeHUs M 3a /1a ce u3bernar nHdexuun, Bcska OyTuika cbe cnpeii TpAdBa 1a ce H3Mo/3Ba
CaMo OT €/IMH U ChLUH YOBeK.

[Teouampuuna nonyrayus

[Ipu10/KEHHETO Ha MPOAYKTA NpH Aeua noa 12-roauumHa Be3pact TpAdBa aa ce HabmoaBa OT Bb3pacTeH. AKO
ciiell 3 IHHM Ha JieueHue, HaMa noaodpeHue Win ce HadoaaBa BOLIABAHE HA CUMIITOMUTE, K/IHHUYHATA
cutyauus TpsaGsa aa ce npeouenu. Buxaru Tpsabsa na ce HanpaBy KOHCYJITaLMA C JIeKap OTHOCHO
NPOAB/DKUTETHOCTTA Ha JICYEHUETO MPH Jeua.

Osmunt Jlyo e mpoTHBONOKAa3aH MpH aeua moa 6 roauHu (BukTe T. 4.3).

HauyuH Ha [MPpHUTOKCHHUC.

To3u JIEKApCTBEH MPOJAYKT € MpeaHa3Ha4yeH 3a Ha3aJIHO IMPHII0KEHHE.

[TbpBO TpAOBa na ce OTCTpaHM 3alUIMTHATA Kanavka OT MyJBEpH3aTopa.

[Ipeau mbpBaTa ynoTpeGa riaBata Ha MyJBepu3aTopa TpAOBa 1a Cce HATUCHE MeT MBbTH 110 MosiBaTa Ha GuH Crpeq.
AKO MyJBepH3aTOPBT HE € M3I0JI3BaH 3a MPOIBL/DKUTE/IEH MEPHOJI OT BPEME, IilaBaTa TpsA0Ba [1a ce HaTHCHE /1Ba
MbTH Npeaun ynotpeoda.

BbpxbT Ha mynaBepu3aTopa TpsAbBa 1a ce BKapa BbB Bb3MOKHO Hal-M3MPaBeHO MOJIOKEHHE B €/1HaTa HO3/pa H
rjaBaTa Ha IyJBepu3aTopa TpsaOBa aa ce HaTucHe BeAHBXK. [launeHTsT TpAOBA Aa BAMLLA JIEKO MPE3 HOCA, 10KaTO
BINPBCKBA. AKO € He0OX0aAuMO, npoueaypaTa TpsOBa J1a ce MOBTOPH B ApyraTta HO3/pa.

Cnen Bcska ynotpeda BbpPXbT Ha MyJIBepH3aTopa TpsAOBa Aa ce u30bplle ¢ XapTHeHa KbprHYKa 1 Kanavkara 1a
ce MocTaBy 0OpaTHO BHPXY IMyJIBEpPH3ATOPA.




4.3 YlporuBonmokazanns

CBpLXYYBCTBUTENHOCT KbM aKTHBHUTE BEIIECTBA UM KBM HAKOE OT NOMOIIHHTC BCUISCTBA, H30pPOEHH B
TouKa 6.1.

Cyxo ph3naneHue Ha HazajiHaTa aurasdua (rhinitis sicca).

AHaMHe3a 3a TpaHccheHomIanHa Xunogu3eKTOMUSA WIH JPYTH XHPYPrH4eCKH HHTEPBCHIIMH, TIpH KOMTO ¢C
eKCIIOHHUpa Aypa MaTep.

Onuut Jyo 1 mg/ml + 50 mg/ml crpeii 3a HOC, pa3TBOpP € NPOTUBONOKA3AH MPH NENa MO 6-roUIIHA BB3PACT.

4.4 CrennajHH NpeAylpexAcHR H NPeANA3HH MEPKH PR yYNOTpeOa

TO31 NEKapCTREH NPOAYKT MOXE A2 Ce U3MON3BA CaMO cle/l BHMMATEIHA OLIEHKA HA PHCKOBETE H MOM3HTC B
CAY4YaH HA:

- MALHEHTH, JIEKYBaHH ¢ HHXHOHTOPH Ha MOHOaMHHookcuaaszaTa (HMAOQO) u Apyru nekapcrBa, KOUTO
MOTEHIIHATHO NMOBUIIIABAT KPHBHOTO HAILTAHE,

- TNOBHIIEHO BLTPEOYHO HAJAraHe, 0c00eHO 3aKpUTOBIBIIHA IJIdYKOMa,

- CEPHO3HYU CHPACUHH H LIHPKY/IATOPHH 3a00/ABaHus (Hanp. HCXeMHYHA OONecT Ha ChpLETO, XHIEPTOHHA),
- {deoxpoMoUUTOM,

- MeTaboNMTHH HApyLWEHH (Hap. XUIePTUPEOUIU3bM, Anader),

- nopgupus,

- XMIEpIUIa3nd Ha mpocTaTaTta.

TTAUMEHTH cbC CUHIPOM Ha yasmreH QT uurepsan, NEKyBauy ¢ KCHAOMETA30MMH, MOXKE Aa OBAT H3N0MEHH Ha
MOBHIICH PUCK OT CEPHO3HH KAMEPHH aPUMTMHH.

YnoTpebaTta npy XpoHWYEH PUHHT MOXKE Ja ¢ H3BBPIIBA CaMO 101 HaOMOAECHHe HA NeKap NMopanH pHCK OT
aTpod s Ha Ha3aTHATa NHraBULA.

[TpoabipkuTenHara ynorpeda U npemo3MpaHe Ha JECKOHIECTAHTH CHMIATHKOMHMMETHIIM MOXKE A3 JOBEAC 110-
CTIEUUANHO [0 PeakTHBHA XMIIepeMHs Ha HasanHaTa nurasuia. Tozu peGayHn edekT NpeAn3BHKBa CTECHABAHE Ha
AUXATeNMHUTEe MBTHILA, TOpajdy TOBA MALMEHTHT MHONOKPAaTHO MpHIara NIEKAPCTBEHHA MPOAYKT, AOKATO
ynotpefara My cTaHe nocrosxHa. [locaecTsusTa ca XpoHUYeH oToK (rhinitis medicamentosa) WiIH JIOpH aTpodus
Hd Ha3aNnHaT4d JIMraBHLA.

TIpH Mo-AeKH CITyYad MOXKE 1A e IOMUCITH 32 TPEYCTAHOBABAHE HA YNOTpedaTa Ha CHMIIATHKOMUMETHKA
IIbPBOHAYAIIHO B €/IHATA HO3Ipa ¥ CJIel HaMaNsgBaHe Ha CHMIITOMHTE J1a ce [[PEMHHE KBM Jpyrara CTpaHa, 3a A
ce MOoAIbpXKa MOHE YaCTHYHO AMIIAHE NIPE3 HOCa.

Tpadea na ce M30ArBa NpsK KOHTAKT Ha JTEKAPCTBEHMA NPOAYKT C OHHUTE.

B cy9ait Ha HETpaBHIIHA YIIOTpe6a WM ynoTpeba Ha IpeKOMEPHH KOIM4ecTBa cnpei abcopbunira na
KCHIOMETA30JIHH MOKe da NMpeJu3BHKa CHCTEMHH HEXEIIAHH PCaKIIHH, oco0eHo npH geua (CbpACYHOCBAOBH H
HEeBPOJIOTMYHH HEeXEeNIaHK peakumu) (BxK. TOYkH 4.8 H4.9).

4.5 B3anmoaeiicTBHe ¢ APYrH JeKAPCTREHU MPOAYKTH H ApYrH (opMH Ha BlanMoJelicTBHE

Kcunomemazonun xuopoxnopud
Ennospemennara ynotpe6a Ha OnuHT JIyo ¢ aHTUXHIIepTEH3HBHU CPEACTBa (Harnp. METHJII0MA) TpI0Ba Aa ce
H304rBa NOpaau MOTEHUHATHMA KT HA KCHTOMETA30/IHH 33 MOBHIIABAHE HA KPBBHOTO HAJLAraHE.
EnHoBpemeHHata ynotpeba Ha OnuHT Jyo ¢ nekapcrsa, KOHTO MOTEHIHAIHO OBHOIABAT KPBBHOTO HATATAHC
(HATIP. TOKCANpPaM, eproTaMiH, OKCUTOLHH, HHXMOUTOPH HA MOHOAMHHO OKCHAA3aTa OT TPAHWINNNPOMKHOE THIL
WM TPHUIUKIAMUYHH aHTHISNPECAHTH), TpA0Ba Ja ce H30arsa, TEH KaTO Ba3OIIPECOPHHUAT e g 1a Obae
3ACHJICH.




EnHoBpeMeHHaTa yIoTpeta Che CHMIaTHKOMUMETHUM (Harp. ncesnoedeaput, edenpu, penwnedpuH,
OKCYMETA30JMH, KCHIOMETA30JIMH, TPAaMa30HH, HaQa30/IHH, TYaMHHOXENTAH) MOXE /1a A0BEE 10 RAHTHBHH
e(heKTH BBPXY CHPACYHOCHA0BATA CHCTEMA H LIEHTPA/IHATA HEPBHA CHCTEMA.

Jexcnanmenon
He ca n3RecTHH.

4.6 ®depruanuTeT, OPpEMEHHOCT H KBPMEHE

bpeMeRHOCT
OnunTt dyo He TpaGBa Aa ce IpHiara no BpeMe Ha OpeMEHHOCT, ThH KATO TUIICBAT A0CTAaTB4YHO AaHHH OTHOCHO
ynoTpedaTa Ha KCHIOMETA30/HHOB XHIPOXJIOpHA NPH OpeMEHHH JKEHH.

KspMeHe
Onuat Qyo He TpaOBa Aa ce W3II0I3Ba B MEPHOIA HA KbPMEHE, Thil KATO HE € H3BECTHO Na/ld KCHIOMETA30MHOB

XHAPOXNIOpHa €€ CKCKPCTHPA B KbpMATa.

PepTUNHTET
JIuriceaT JaHHH OTHOCHO Bb3aeicTBrHeTo Ha OnuHT Jdyo BBpXY QepTHIHTETA.

4.7 EdexkTH BHPXY cniocoGHOCTTA 32 o HPaHEe # paldoTa ¢ MALUKHA

He ce ouaksa OnnuT Jlyo 1a nopmuse ReGnaronpuaTHo cnocoGHOCTTa 3a O(HPAaHE K paboTa ¢ MATLKMHM, KOTATO
CE H3MM0JI3Ba CIopes] YKa3aHuATa.

4.8 HexenaHn JekapcTBeHR peaKIHH
Cneanute nedUHMIIMK CE OTHACAT JO YECTOTATa HA HEXKETAHUTE PEaKiHH:

~  MHoro HectH (>1/10)

— yecty &1/100 go <1/10)

— HevecTd (>1/1000 no <1/100)

— peaxH >1/10 000 go <1/1 000)

- mHoro peaks (<1/10 000)

— ¢ HeHM3BECTHA 4ecTOTa (OT HAJIMMHUTE JAHHU He MOke 1a Ob/e HampaBeHa OlleHKa)

CnHChK Ha HeXellaHATE peakunH B TaOIHYEH BHA

HevecTn Peaxu Muoro peakn C HeM3BECTHA
JECTOTa

Hapyuiennn na peakuus Ha
HMYHHATA CHCTEMA | CBPBXUYBCTBUTEIHOCT
(AHrHoeOeM, KOKEH
o0puB, curpdex)

[Icnxnunn Ge3NOKONCTBO, OE3CHHIE,
HApYIIEHHUSA XaNIOHHALHH (NpeaHMMHO NpH
aeua)




Hapywenns na yMoOpa (CHHIIUBOCT, CEAHPAHE),
HEPBHATA CHCTEMA rnasofosHe, repucBe
(ocobeHO Tpu gewa)

Cupaeunn kbpuebueHe, |apHTMHH
HAPYUIEHHA TaX BKAPIHS,
XUINEPTOHHA
PecouparTopnn, pebayH/ KOHIeCTHA, KHXaHE, Mapek
TPLAHH H KbpBEHE 0T HOCA H
MeAHACTHHAAHH CYXOTa Ha
HAPYIIEHHSA Ha3ajgHaTa

JIUraBHUA

Crpo0llaBaHe Ha MOAO3HPAHH HEXKEIaHH peakliH
CrofimaBaHeTO Ha MOJOIHPAHK HEXKENAHH peakiHy Clie] paspelIaBaHe 3a ynoTpeda Ha JIEKapCTBEHUA NPOAYKT €

BKHO. TOBA MMO3BOMABA N3 IPOABIKH HAOMOAEHHETO HA CHOTHOMIEHHETO MMOJ3/PHCK 32 JIEKAPCTBEHHUA IPOAYKT.
OT MEAHIIHHCKHTE COESHHATHCTH €€ H3KMCKBa 1a choOLABAT BCAKA NIOJ03HPpaHa HEXEMaHa PEAKIHA Hpes.

H3msauuTenna Areduus no Jlekapereata
yvn. JlaMaH F'pyes 8

Codusa 1303

TeN.; +359 2 8903417
¢-mail:bda@bda.bg.

4.9 Ilpenosnpane

Kcunomemazonunoe xuopoxiopuo

KJIHHHYHATA KapTHHA HA HHTOKCHKALIMATA ¢ HMUIA301I0BH MPOM3BOJHM MOXeE N1a 0Bl paiHooOpa3Ha, Thil KATO
(a3n Ha CTUMYNHpaHe MOKe Ja ce peAyBaT ¢ NePHOIN Ha MOTHCKAHE HA LEHTpalHATA HEPBHA CHCTEMA H
ChpJIeMHOCH0BaTa cHcTeMa. [Ipenozupanero, oco0eHo Mpy N€1a, BOAH NPEANMHO A0 edekTH OT CTpaHa Ha
HEHTPANTHATA HEPBHA CACTEMA: BPYOBE H KOMA, OpaZHKapAuA, allHes, XUIICPTOHUA H XHIOTOHH.

CumntomuTe Ha cTumynupane Ha I{THC ca TpeBoskHOCT, BB30Y 13, XA/IOUHHALMY M [BPYOBE.

Cumnromure Ha notdckaHle Ha [THC ca noHv>KeHa TenecHa TEMIIEPATYpa, JICTaprus, CHHJIMBOCT H KOMa.

Moske 12 BL3HHKHAT CMeMHUTE J0MbIHATENHH CHMATOMU: MHO033, MHApHa3a, auadopesa, MOBUIICHA
TeMnepatypa, GIeIHOCT, UMaHO3a, TaficHe, TaXuKapaus, OpanuKkapaus, CbpedHa apuTMus, CbpACHeH apecT,
XHIIEPTOHHA, [HOKOMIOA00HA XUMOTOHHA, Oe/I0apoden 0TOK, PECMUPATOPHIE HAPYLICHHA H alHEA.

B cilyuan Ha TexKo IIPEA03HPaHE € MOKa3aHo HHTEeH3HBHO OOIHHYHO neyeHue. 1 IpunoxeHHETO Ha MENHLUHCKH
BbrieH (aGcopGenT), HaTpHes cyahar (IAKCATHB) WK CTOMALIHA IPOMHBKA (B CTy4aH Ha rofleMi KOH4EeCTBa)
Tpa6Ba 1a ce U3BBPIIM He3a0aBHO, THil KATO KCHIOMETA30IHH MoXe OBp3o aa ce aGeopbHpa. 3a f1a €€ MOHHKHU
KPBBHOTO HANAraHe, MOXKE [1a Ce Aaje HeCeleKTHBeH anda-aapenepruyeH Onoxep.

Ba3onpecopHuTe CPEACTBA ca NIPOTHBONOKA3aH. AKO € HeoOXOXHMO, TpAOBA Aa c& NPEANPHUEMAT CICAHNTE
MEPKH: NOHHEHHE Ha TIOBHIIIEHATA TEMIIEpaTypPa, aHTHKOHBYICHBHA TEPAIlUA M HHXATMPAHE HA KHCTOPOII.

Hexcnanmenoi

[TanTOoTEHOBA KMCEIMHA U HEHHUTE NIPOM3BOAHH, HAMp. GEKCTTAHTEHOJ, KMAT MHOT
HeOOXOAHMH MEPKH B CNTyYaH Ha Npeao3vpaHe.




5. ®APMAKOJOI'HYUHU CBOUCTBA

5.1 MDapMakoAUHAMHYHA CBOHCTEa

dapmakoTepaneBTHIHA rpyna: HazanHu npenapaTy; ASKOHTECTAHTH H APYTH HazaJlHH NpenapaTH 3a jJ0KajlHo

MPHJIOKEHHUE; CUMNATHKOMHAMETHIN, KOMOHHALIHK C H3KJ1. HA KOPTUKOCTEPOUAIH.
ATC xon: RO1ABOG.

PHHONOTMYHOTO CPEACTBO € KOMOHHALIMA OT anga-CUMIATHKOMHMETHK ¢ BATAMMHOB aHAJIOT 34 JIOKAJTHO
NPHIOKEHHE HA HA3aIHaTa nurasuia. KcunoMerazonis HMa Ba30KOHCTPHKTOPHHU CBOXCTEA M OpaaH TOBA BOAH
00 AEKOHreCTALIMA Ha 3amyLIeHHA HOoC. JIeKCIaHTe o € MPOH3BOAHO HA BUTAMHHA [TAHTOTEHOBA KHCCITUHA,
YHHUTO CBOHCTRA Ca MOANMOMAaraHe Ha 3a3ApaBABAHE HA PAaHHUTE M MPOTEKUMA HA JIMTABHLIATA.

Kcuromemasonunoe Xxuopoxaopuo

KcunoMeTa3onus XHAPOXIOPH/, HMHIA30JI0BO IPOM3BOAHO, € anda-aApeHepriyeH CUMMNATHKOMHMETHK. ToH
MMA4 Ba30KOHCTPUKTOpEH edeKT, KaTo Mo TO3H HAYMH HAMAABA OTOKA Ha MraBuuata. Havanoro Ha AEHCTBHE CE
Habmoaapa 0OUKHOBEHO B paMKUTe Ha 5 0o 10 MUHYTH ¥ CH NPOJIMUYARA IO [TO-JIECHOTO AHUIAHE IIPE3 HOCa
nopaay HaManeHHs OTOK Ha JIMraBULATA H NOR00PEHOTO OTTHYAHE HA CEKPETHTE.

Hexcnanmenon

Hekcmantedon (D-(+)-MaHTOTEHUIOB aMKOX0J) € ATKOXONHHAT aHANIOT HA MAHTOTEHOBATa KHCE/IMHA, KOHTO
nopaiay MEXIUHHO peodpazypaHe IpHTEKAaBa ChILATa OHONOrHYHA EPHKACHOCT KATO NAHTOTEHOBATA KHCEIIHHA.
Toii e cBbp3aH ¢ AsAcHaTa D-kondurypauus. [TantoreHoBaTa KHCENUHA H HCHHHTE COMTH Ca BOJHOPAa3TBOPUMH
BUTAMMHH, KOMTO YYACTBAT KaTO KOCH3MM A B MHOXECTBO METAOONHUTHH NMPOLIECH, HANP. CTHMYJTHPAHE HA
CHHTE3a Ha NPOTEHHUTE H KOPTHKOCTEPOHAHTE H MPOH3BOACTRBOTO Ha aHTHTeNA. OCBEH APYTHTE NEHCTBHA,
KOSH3NM A y4acTBa ChLUO ¥ B 00pa3yBaHETO Ha JHUIHUAW, Upe3 KOATO KOXKHaTa MA3HHHA H3TTBJIHABA BaKHA
NPOTEKTHBHA PYHKUMA, KAKTO H B ALCTHIHPAHETO HA aMKHO 3aXapUTe, KOETO noMara 3a 0bpasyBaHe Ha
Pa3IHYHH MYKOIIOJK3aAXAPUAHK.

JlekcnIaHTEHOJ TIPUTEXABa CBOMCTBA, 33aHIHTABALLH €TMTENA, KATO CTAMYJIHpa 3a33paBABaHETO HA PAHHTE.

[1pu r1BX0Be C HEAOCTHT Ha JAEKCNAHTEHO NMPHIAraHEeTO Ha ACKCMAHTEHON BbpPXY KOKaTa HMa TpoduyeH eQeKT.

Korarto ce npuiara BpHLIHO, AEKCMAHTEHOJ/TAHTEHO MOXKE Ja KOMIICHCHpa NOBHLUCHATA HY>K/1a OT
MAHTOTEHOBA KMCEIMHA NPY YBpeAcHAa KOXa WIH JIMTaBHUA.

5.2 PapmMakoxHHeTHYHH CBOHCTBA

Kcunomemazonunoe Xuopoxropuo

IToHsikOra Npy UHTPAHA3AJTHO NPUAOKEeHHe a0COPOHPAHOTO KOJIMYECTBO KCHIOMETA30IMHOB XHAPOXIOPH]L MOKE
oa Obe A0CTaTbYHO 33 MPeXM3BHKBAHE HA CUCTEMHH €(PEKTH, Hanp. BbPXY USHTPAJIHATa HEPBHA CHCTEMA H
CBPISYHOCHA0BATA CHCTEMA.

JIunceBar JaHHA OT GapMaKOKMHETHYHHM NIPOYY{BAHHS Ha KCHJTOMETA30JHHOB XHAPOXIIOPHI NIPH Xopa.

Hexcnanmenon

JlexcnanTteHon ce abcopOupa sepMalTHO H ce OKCHIMPA eH3UMHO B OPraHM3Ma H B KOXKaTa 10 NAaHTOTSHOBA
KHCENWHA. BUTAMHMHBT ce TpaHCHOPTHPA B IUTa3MaTa, CBbp3aH ¢ npoTeuH. [lantoTeHOBaTa KHCETIMHA Ce
MHKOPIIOPHPA KATO OCHOBEH KOMIIOHEHT B KOSH3UM A, KOETO e M3BbPIIBA HABCAKD/IE B OpraHu3Ma. JIUNCBar Mo-
MogpoOHH MPOYYBAHHA Ha MeTaboJIH3Ma B KoXaTa U aurasduute. 60-70% ot nepopanHaTa 1032 Ha
NMEeKCIIAHTEHOJI C& EKCKPeTHPAT B ypuHata, 30-40% BbB QeKanuuTe.

5.3 IlpeakIHAAYHHE AaHHH 32 Ge30NacHOCT
HexnuHuuEMTE GAHHH HE MOKAa3BAT 0coOEH PHCK 34 XOpa Ha 0a3ara Ha KOHBEHLIMOHANHHTE GapMaKOIOrHIHH

KaHUCPpOr€HEH NOTCHUHAI, pCIIpOAYKTHEHA TOKCHYHOCT.
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6. DGAPMAILEBTHYHH JAHHU
6.1 Chouchbk HA NOMOIMHHTE BEeMECTBA
Kanues auxuaporendocdar

HuHatpueB docdar goaekaxHapar
Bopaa 3a MHXeKuuu

6.2 HecnBmMecTHMOCTH
Henpunoxumo.

6.3 Cpok Ha roanocr
3 roauHH

Cre mbpBOHAYaIHOTO OTBapAHE HA OTIAKOBKATA, NPOAYKTHT TPAOBA Aa e H3MOJI3Ba B PAMKHTE Ha 6 Meceua.

6.4 Cnenuaiany yci0BHS HA ChXpaHeHHE

Ha He ce cbxpanaea "ag 25°C.
3a yCIOBHITA HA ChXpaHeHHeE ciie MbPBOHAYATHO OTBapaHe Ha JEKAPCTBEHHA MPOAYKT BHKTE TOUKA 6.3,

6.5 Bua B chALpPXAHHE HA ONAKOBKATA

bana mnacrmacosa 6ytwika ot HDPE ¢ obem 10 ml.
byTHnkara e 3ane4artana c wpakaia go3upawa PP/PE/cromanena nomna ot 0,1 ml ¢ 631 PP nyneepuzatop M
naternama ce kanauka or HDPE.

6.6 Crennajnun npeIEa3HA MEPKH IPH HIXBBLP/IgHE

HeuznonsBaHuar JICKApPCTBCH NPOAYKT WIH OTIIAABYHHTE MaTEpHalll OT HETO TpﬂﬁBﬂ dd CC H3XBEPJIIAT B
ChOTBETCTBHE C MECTHHTE U3MCKBRAHHA.

7. IIPHTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Limited

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

8. HOMEP(A) HA PASPENNIEHHUETO 3A YIIOTPEBA

Per. nomep: 20210193

9. JATA HA ITBPBO PAZPEHIABAHE/TIOTHOBABAHE HA PA3P

JlaTa Ha mepBO paspewnasane: 14.07.2021



Hata H nocnenno noanosueane: 31.05.2023

10. JATA HA AKTYAJIUBHPAHE HA TEKCTA

09/2023




