WHCTpyKUMS MO NpYMEHEHUIO NIEKAPCTBEHHOTO NpenapaTa
(onst naumeHToB)

3BE3OO4YKA AOYO JIOP cnpenn ana MeCTHOro
NnpuMeHeHuaA
ZVEZDOCHKA DUO LOR

MexayHapoaHoe HenaTeHTOBaHHOE Ha3BaHue:
XnoprekcmanH + beHsnagamumH

CocrtaB

Helicmesyrowee sewecmso: 30 Mn cnpes cooepxuT
36 mr xnoprekcuguHa éurntokoHata (180 mn B Buge
20 %-Horo pactBopa xnoprekcuanHa burntokoHaTa) u
45 mr 6eH3vgaMmHa rmgpoxnopuaa.
BcrniomozameneHble eewjecmsa: 15 % pacTBop
caxapuHaTta HaTpusi rMapaTUpOBaHHbLIN, MLIEPO,

nonucopbat 20, apomaTusaTtop MSATHbIV
957685P0551, aTaHon (96%), HaTpus
rmgpokapOoHaTt;  XJIOpUCTOBOAOPOAHAs  KUcroTa
KOHLEHTPUPOBaHHas; BOAA OYULLIEHHAS.

OnucaHue

Mpo3payHbii  pactBop oT  GecuBeTHOro Ao

XKenTtoBaToro uBeTa C XapakTepHbIM 3anaxom.

dapmakoTepaneBTMYecKas rpynna

HecTtepouaHbii NpoTMBOBOCNANUTENbLHBIN Npenapat
(HMBIM) + aHTMCcenTnyeckoe cpeacTso.

ATX koa: RO2AA20

®Papmakonornyeckme cBoncTea
®dapmakoOuHaMuKa

XnopaeKcuOuH — ABNSETCA MECTHbIM aHTUCEMNTUKOM,
C MNpeumyLlecTBEHHO bakTepuumaHbIM OEeNCTBUEM.
OddhekTMBEH B OTHOLLIEHUW FPaAMMONOXUTENBHBIX U
rpamoTpuuartenbHbix Oaktepun (Treponema spp,
Neisseria gonorrhoeae, Chlamydia spp., Ureaplasma
spp., Bacteroides fragilis); NPOCTENLLIMX

The instructions on use of medicinal product
(for patients)

ZVEZDOCHKA DUO LOR spray for topical use

International non-proprietary
Chlorhexidine + Benzydamine

name:

Composition

Active ingredient: 30 ml of spray contains 36 mg of
chlorhexidine bigluconate (as a 180 ml of
chlorhexidine bigluconate 20 % solution) and 45 mg
of benzydamine hydrochloride.

Auxiliary substances: saccharin sodium 15%
hydrated, glycerol, polysorbate 20, mint flavor
957685P0551, ethanol (96%), sodium hydrogen
carbonate, hydrochloric acid, concentrated, purified
water.

Description
Colorless to light yellow, transparent solution with a
characteristic smell.

Pharmacotherapeutic group.

Nonsteroidal anti-inflammatory drug (NSAID) +
antiseptic.

ATC code: R02AA20

Pharmacological properties

Pharmacodynamics

Chlorhexidine is a local antiseptic, with a
predominantly bactericidal effect. Effective against
gram-positive and gram-negative bacteria
(Treponema spp, Neisseria gonorrhoeae,
Chlamydia spp., Ureaplasma spp., Bacteroides
fragilis); protozoa (Trichomonas vaginalis); viruses

Darman vasitasinin istifadasi Gizre telimat
(xastaler tGglin)

ZVEZDOCKA DUO LOR yerli istifada tgln sprey
ZVEZDOCHKA DUO LOR

Beynalxalq patentlogdiriimamig adi: Chlorhexidine
+ Benzydamine

Torkibi

Tasiredici madds: 30 ml spreyin tarkibinds 36 mq
xlorheksidin biglikonat (180 ml 20 %-li xlorheksidin
biglikonat mahlulu seklinda) ve 45 mq benzidamin
hidroxlorid vardir.

Kémekgi maddaler: hidratlagdiriimis, 15 %-li natrium
saxarinat mehlulu, gliserin, polisorbat 20, nane
aromatizatoru 957685P0551, etanol (96%), natrium
hidrokarbonat, qgati  hidrogen xlorid tursusu,
temizlanmis su.

Tosviri
Xarakterik atirli, rengsizdan sarimtil ranga kimi, saffaf
mahluldur.

Farmakoterapevtik qrupu

Qeyri-steroid iltihab sleyhine preparat (QSi9P) +
antiseptik vasita.

ATC kodu: R02AA20

Farmakoloji xtisusiyyatlori

Farmakodinamikasi

Xlorheksidin - asasen bakterisid tasirli  yerli
antiseptikdir. Qram misbst ve gram menfi
bakteriyalara (Treponema spp, Neisseria
gonorrhoeae, Chlamydia spp., Ureaplasma spp.,
Bacteroides fragilis); ibtidailers  (Trichomonas

vaginalis); viruslara vo glbslaklare garsi effektivdir.




(Trichomonas vaginalis); BupycoB u rpuboB.
CoxpaHseT aKTUBHOCTb (HECKOJNbKO MOHWMXEHHY) B
NPUCYTCTBUM KPOBW, THOSA, PasfUYHbIX CEKPETOB WU
OopraHn4eckux BeLliecTB.

beHsudamuH ABnaeTcs HecTeponaHbIM
NpoTMBOBOCNANUTENBHBLIM npenapartom,
npuHagnexvT K rpynne wHaasonosB. Oka3sblBaet

NpoTMBOBOCMANUTESNbHOE n MecCTHoe
obesbonuearoLlee Jencrtseue, obnapaet
aHTUCENTUYECKMM [OEWCTBUMEM MPOTUB  LLUMPOKOrO
crekTpa MuKpoopraHuMamoB. MexaHuam OencTeus
npenapata CBsi3aH CO CcTabunusauuen KneToYHbIX

membpaH " MHrMBUpOBaHNEM CcuHTE3a
npocTarnaHgnHoB.
BeH3svgamnH okasbiBaeT aHTubakTepuanbHoe u

cneundunyeckoe aHTUMUKPOOHOE OelcTBMe 3a cyeT
ObICTPOro  MPOHUKHOBEHUS  Yepe3  MembpaHbl
MMUKPOOPraHM3MOB C NOCneaylLlWnM noBpexaeHnem
KNeToYHbIX CTPYKTYpP, HapyLleHneM MeTabonmyeckmx
NpoOLIECCOB 1 NN30COM KNETKM.

Ob6napgaetr  NpOTMBOrpMOKOBbIM  OEWUCTBMEM B
OTHOLLEHUU Candida albicans. Bbi3biBaeT
CTPYKTYpHble  MOAUMUKAUUN  KIETOYHON  CTEHKMU
rpmboB M KX MeTabonuueckMx Uenen, Takum
obpasoM, npenatcTByeT WX penpoaykumu, 4To
SIBUMNOCh OCHOBaHWeM ans NpYMeHeHNs
OGeH3ngaMmMHa npy BOCNanUTEmNbHBIX MpoLeccax B
pOTOBOM  MOMOCTW,  BKMYas  UHGEKUMOHHYIO
3TMOMOTUIO.

®dapmakokuHemuka

beH3uOamuH NpuU MECTHOM MNPUMEHEHUN XOPOLLO
abcopbupyeTcs 4Yepe3 CAM3UCTble ODOMOYKM U
NMPOHUKaeT B BOCManeHHble TkaHu, oOHapyxuBaeTcs
B Mria3me KpoBW B KONMYECTBE, HEAOCTATOYHOM ANd
NonyyYeHnss CUCTEMHbIX 3GEKTOB.  IKCKpeuus
OeH3ngaMmHa NpoOMCXOAMT B OCHOBHOM MOYKamu, B
BMOE HEaKTMBHbIX MeTabonuToB WM NpPOAYKTOB
KOHbOrauum.

XnopeekcuduH He abcopbupyeTca B CUCTEMHbIN
KPOBOTOK MpX MECTHOM NMPMMEHEHWM U He OKa3sbiBaeT

and fungi. Remains active (somewhat reduced) in
the presence of blood, pus, various secretions and
organic substances.

Benzydamine is a nonsteroidal anti-inflammatory
drug, belongs to the group of indazoles. It has anti-
inflammatory and topical anesthetic effects,
antiseptic action against a broad range of
microorganisms. The mechanism of action of the
drug is associated with the stabilization of cell
membranes and the inhibition of the synthesis of
prostaglandins.

Benzydamine has an antibacterial and specific
antimicrobial effect due to the rapid penetration of
microorganisms through membranes, followed by
damage to cellular structures, metabolic processes
and cell lysosomes.

Has an antifungal effect against Candida albicans. It
causes structural modifications of the cell wall of
mycetes and their metabolic chains, thus hampering
their reproduction, which was the basis for the use
of benzydamine in inflammatory processes in the
oral cavity, including infectious etiology.
Pharmacokinetics

When applied topically, benzydamine is well
absorbed through the mucous membranes and
penetrates into inflamed tissues, it is found in blood
plasma in an insufficient amount to obtain system
effects. Excretion of benzydamine occurs mainly by
the kidneys, in the form of inactive metabolites or
conjugation products.

Chlorhexidine is not absorbed into the systemic
circulation when applied topically and has no
systemic effect.

Qan, irin, muxtalif ifrazatlar ve Uzvi maddaler
istirakinda fealligini (bir gader azalmis) saxlayir.
Benzidamin, indazol grupuna daxil olan geyri-steroid
iltihabsleyhine preparatdir. lltihabsleyhine ve yerli
agrikesici tesir gdstarir, mikroorganizmlarin genis
spektrine qarsi antiseptik tasire malikdir. Preparatin
tosir mexanizmi hiceyra membraninin sabitlesmasi
va prostaglandin sintezinin inhiba edilmasi il
alagadardir.

Benzidamin mikroorganizmlerin membranlarindan
suratle niifuz edarak hlceyra strukturlarini zadslayir,
metabolik prosesleri va hiceyra lizosomlarini
pozaraq antibakterial ve spesifik antimikrob tasir

gOsterir.
Candida albicans-a qarsi gobalak aleyhine tasira
malikdir. Benzidamin gb6balaklarin hlceyra

membranlarinda va onlarin metabolik zancirlarinda
struktur dayisikliklari edersak onlarin ¢oxalmasinin
garsisint alir, bu da benzidaminin infeksion
etiologiyall prosesler de daxil olmaqgla agz
boslugunun iltihabi proseslerinds istifadesina zemin
yaradir.

Farmakokinetikasi

Benzidamin vyerli istifade zamani selikli gisalardan
yaxs! sorulur ve iltihablagsmis toxumalara nifuz edir,
gan plazmasinda sistem tesiri alde etmak Ugiln
kifayet migdarda tesaduf edilmir. Benzidaminin xaric
olunmasi geyri-faal metabolitler ve ya konyuqasiya
mahsullari saklinde asasan bdyraklar vasitesils olur.
Xlorheksidin yerli istifade zamani qgan ddvranina
absorbsiya olunmur va sistemli tesir gdstarmir.




CUCTEMHOro JEeNCTBUS.

lMoka3aHua K NpUMMeHeHuto

CumnTomaTnyeckass Tepanus Gonesoro cuHApoma
BOCNanuTenbHbIX 3abonesaHun nonoctu pta u JIOP-
OpraHoB (pasnMyHoOn 3TUONOrnN):

- TMHIUBUT, FFIOCCUT, CTOMATUT, adTbl, anbLBeonuT (B
T.4. NOCne Ny4YyeBOn U XMMMoTepanun);

- (hapuHIMT, NAPUHIUT, TOH3WINT;

- KaHaugo3 cnv3ucTo obonoyku nonoctu pta (B
cocTaBe KOMBMHMPOBaHHOM Tepanuwn);

- KarnbKyrnesHoe BoCMnaneHue CroHHbIX Xenes;

- nocre onepaTMBHbIX BMeLLATENbCTB W TpaBMm
(TOH3MNN3KTOMUSI, NEPENOMbI YENHCTH);

- nocne neveHus v yganeHuns 3y0os.;

- B npocmnakTu4eckmx Lensax
CTOMAaTOMOorMyecknmmn npoueaypamu;

- NapoJoHTUT, NApPOAOHTO3;

- AN nepopanbHbIX TMrIMeHNnYeckux npouenyp.

nepen

npl/l I/IH(*)eKLI,I/IOHHbIX n BOCNaNMTENbHbIX
3aboneBaHusIX, Tpe6leLLl,l/IX CUCTEMHOIo Jie4yeHunAd,
HeobxogMMo npumeHeHune B cocCcTtaBe

KOMOUHMPOBAHHOW Tepanuu.

MpoTuBonokasaHus

- MNoBbllLEeHHaA 4YyBCTBUTEJIbHOCTb K 6eH3I/I,EI,aMI/IHy,
XroprekcuauHy mnn apyrum KOMMOHEeHTaMm
npenapara;

- AeTCcKuin Bo3pacT Ao 6 ner.

Oco06ble ykasaHusi 1 Mepbl NPeAOCTOPOXKHOCTHU
Mpenapat 3Be3gouka [yo JIOP npumeHsieTcH
TONbKO OJ19 MECTHOIO MPUMEHEHMUS.

Cnpen Henb3a BApixaTb. [lpenapat He cnegyet
npornaTbiBaThb.

MNpn cnyyanHoMm nonagaHun npenapaTta B rnasa,
HeobX0aMMO TLaTeNnbHO NPOMbITb BOOOW.

Ecnn 6Gonb B ropne Bbi3BaHa OGakTepuanbHOWM,
rpnbkoBoON, BUPYCHOM WHGEKUMEN, B AONOMHEHUE K
neyeHuto npenapatom 3Bes3poyka flyo JIOP moxet

Indications for use

Symptomatic treatment of painful inflammatory
diseases of the oral cavity and ENT organs
(different etiology):

- gingivitis, glossitis, stomatitis, aphthae, alveolitis
(including after radiation and chemotherapy);

- pharyngitis, laryngitis, tonsillitis;

- candidiasis of the oral mucosa (as part of
combination therapy);

- calculous inflammation of the salivary glands;

- after surgical interventions and traumas
(tonsillectomy, jaw fractures);

- after treatment and removal of teeth;

- for preventive purposes before dental procedures;
- paradontitis, parodontosis;

- for oral care procedures.

For infectious and inflammatory diseases requiring
systemic treatment, the use of this drug in
combination therapy is necessary.

Contraindications

- hypersensitivity to benzidamine, chlorhexidine or
other components of the drug;

- children under 6 years of age.

Special warnings and precautions for use
Zvezdochka Duo LOR is for topical use only.

The spray should not be inhaled. The drug should
not be swallowed.

In case of contact with the eyes, rinse thoroughly
with water.

If a sore throat is caused by a bacterial, fungal, viral
infection, antibiotics or other medications may be
required in addition to the treatment with
Zvezdochka Duo LOR. In this case you should

istifadesine gosteriglar

Agiz boslugu va LOR organlarin iltihabi xastaliklarinin
(muxtelif etiologiyal) agri sindromunun simptomatik
mualicasi:

- qinqivit, qlossit, stomatit, aftalar, alveolit (o
cumladen sua va kimyaterapiyadan sonra);

- faringit, laringit, tonzillit;

- agiz boslugunun selikli gisasinin kandidozu
(kombinsolunmus terapiyanin terkibinds);

- tlpurceak vazilarinin kalkulyoz iltihabr;

- cerrahi mudaxilelerden ve travmalardan sonra
(tonzillektomiya, ¢ena siniglar);

- diglerin mualicasi va gixarilmasindan sonra;

- stomatoloji prosedurlardan avval profilaktika
maqsadils;

- paradontit, paradontoz;

- peroral gigiyenik prosedurlar Ggun.

Sistem mualice talab eden infeksion va iltihabi
xastaliker zamani kombina olunmug terapiyanin
terkibinda tatbiq edilmasi zaruridir.

Oks gostariglor

- benzidamina, xlorheksidine ve ya preparatin diger
komponentlarina qarg! yiksak hassasliq;

- 6 yasa gader usaglar.

Xisusi gostariglar va ehtiyat tadbirlari

Zvezdogka Duo LOR preparati yalniz yerli istifade
olunur.

Spreyi nafesla igine gakmak olmaz. Preparati udmaq
olmaz.

Preparat tasadiifen géze dlisersa su ila yaxsi yumaq
lazimdir.

Oger bogazda agri bakterial, gdbalak, virus mansali
infeksiya naticesinds amala gelibse Zvezdogka Duo
LOR preparati ile mialicays antibiotikler va ya diger




notpeboBaTbCA HasHayeHMe aHTUOMOTUKOB WNK
apyrux npenapatoB. B atom cnyvae HeobGxoammo
NPOKOHCYNbTMPOBATLCS C BPA4OM.

MpenapaT MoxeT npuBecTm K  obpaTtumomy
M3MEHEHN0 LUBeTa MNOMOCTU pTa, fA3blka U 3y0oB.
3ybHasa 4yncTka pekomeHayeTcs nepea NpUMeHeHnem
npenapara, 4Tobbl CBECTU K MUHUMYMY W3MEHEHUE
uBeta. Ho npn aTom He pekomMeHOyeTCs MPUMEHSTb
3Be3gouky [yo JIOP HenocpeOCTBEHHO OO MIu
nocne YncTkM 3y6oB.

MpenapaTt 3Be3poyka Ayo JIOP cogepXuT HWU3Kui
ypoBeHb 3TaHona (96%). CopepxaHune aTaHona,
meHee 100 mr B pa3oBou gose.

lMpenapaT QOMmKEH C OCTOPOXXHOCTLIO NMPUMEHATLCS Y
naumMeHToB C OpoHxManbHOW acTmMon (B T.M. B
aHamMHe3e), MOBbILWEHHON YYBCTBUTENBHOCTbIO K
aueTmncanMumnoBon Kucnote nnu apyrum
HecTepongHbIM NPOTUBOBOCNANUTENbHbLIM
npenapatam (HIMBI1), y peten B Bo3pacTte 40 12 neT.

BsaumopencTteme ¢ ApyruMy neKapCTBEHHbIMM
cpencTBaMm

3Besgouka [yo JIOP He wumeeT Kakux-nmbo
N3BECTHbIX 3HaYMMbIX NEeKapCTBEHHbIX
B3aUMOAENCTBUN. XroprekcuauH, ogHO n3

coaepXalimMxca B HEM feKapCTBEHHbIX BELLECTB,
HECOBMECTUM C HEKOTOPbIMY areHTamu:

- Conu xnoprekcnanHa HECOBMECTUMbI C MbISIOM U1
OpYrMMy aHUOHHBIMU COEANHEHUSIMU.

- Conun xnoprekcngnHa COBMECTUMbI C KATUOHHBLIMU 1
HEMOHOreHHbIMU NOBEPXHOCTHO-aKTUBHbIMM
BeLlecTBaMW; OAHAKO MpUM WX  COBMECTHOM
NPUMEHEHNN B BbICOKMX KOHLEHTPALUMSAX aKTUBHOCTb
XJoprekcuanHa MOXeT CHWXaTbCs n3-3a
MULIENNSAPHOIO CBA3bIBAHUS.

- PacTBopyMOCTb conen xnoprekcmamHa MOXKHO
YBEMNYUTb C TMOMOLLBI MOBEPXHOCTHO-AaKTUBHbIX
BELLECTB, Takux Kak uetpumng u nuccanon NX.

- OH HECOBMECTUM C @aHMOHHBIMW NOSNNANEKTPO4AMM,
TakuMM  Kak  rymmuapabuk, anbruHat  HaTpwus,

consult a doctor

The drug can cause reversible discoloration of the
mouth, tongue and teeth. To minimize the
discoloration it is recommended dental brushing
before using the product. But it is not recommended
to use the Zvezdochka Duo LOR immediately
before or after brushing teeth.

The drug Zvezdochka Duo LOR contains a low
level of ethanol (96%). Ethanol content, less than
100 mg in a single dose.

The drug should be used with caution in patients
with bronchial asthma (also in the anamnesis),
hypersensitivity to acetylsalicylic acid or other
nonsteroidal anti-inflammatory drugs (NSAID),
children under 12 years of age.

Interaction with other medicinal products
Zvezdochka Duo LOR does not have any known
significant drug interactions. Chlorhexidine, one of
the drug substances it contains, is incompatible with
some agents:

- Chlorhexidine salts are incompatible with soap and
other anionic compounds.

- Chlorhexidine salts are compatible with cationic
and nonionic surface active agents; however, when
they are co-administered at high concentrations,
chlorhexidine activity may be reduced due to
micellar binding.

- Solubility of chlorhexidine salts can be increased
with surfactants such as cetrimide and lissapol NX.

- It is incompatible with anionic poly-electrodes such
as gum arabic, sodium alginate, sodium carboxy
methyl cellulose and it is incompatible with starch
and gummi tragacanthae; their effects are also
reduced with these agents.

- Chlorhexidine is also incompatible with substances

dermanlar alave oluna biler. Bu halda hakimle
maslahatlesmak lazimdir.

Preparat agiz boslugunun, dilin ve dislarin ranginda
geriyadOnan  dayisiklikler  térade  biler. Rang
dayisikliyini minimuma endirmak Ugln preparatin
istifadesindan avvael diglerin tamizlanmasi maslehat
gorulir. Bununla bels Zvezdogka Duo LOR-u
dislerin temizlanmasindan bilavasite avvel ve ya
sonra istifade etmak tdvsiyya olunmur.

Zvezdogcka Duo LOR preparatinin terkibinde az
miqdarda etanol (96%) vardir. Birdafeflik dozada 100
mqg-dan az etanol mévcuddur.

Bronxial astmasi olan (o cimladen anamnezinda),
asetilsalisil tursusu va ya diger geyri-steroid iltihab
sleyhine preparatlara (QSi©P) qarsi yiiksek
hassaslgi olan pasiyentlorde, 12 yasadek usaqlarda
preparat ehtiyatla istifade olunmalidir.

Digar derman vasitalori ile qarsiliqh tasiri
Zvezdogka Duo LOR-un diger derman vasitaleri ila
he¢ bir nazars c¢arpan qarsiligh tsesir reaksiyasi
yoxdur. Preparatin torkibindaki darman
maddalarinden biri olan xlorheksidinin bazi maddaler
ilo uyusmazlg var:

- Xlorheksidin duzlarini sabun va digar anion
birlesmaleri ile eyni zamanda istifade etmak olmaz.

- Xlorheksidin duzlari kation ve geyri-ionogen sathi-
aktiv maddslerls istifads oluna bilar; lakin, onlarin
yuksek konsentrasiyada istifadasi zamani misellyar
birlessma hesabina xlorheksidinin faallid1 zsiflaya
biler.

- Xlorheksidin duzlarinin hallolmasi setrimid ve
lissapol NX kimi surfaktantlar ile arta biler.

- O, woreb Kkitresi, natrium alginat, natrium
karbonsimetilselliloza kimi anion polielektrodlari ile
eyni zamanda istifade olunmamalidir; o ctimladan
nisasta va traqakantla birlikde istifadasi zamani tasiri
zoiflayir.




KapbokcumeTunuennono3a Hatpud, a  Takke
HECOBMECTUM C KpaxmManoM W TparakaHTOBOW
Kamedbto; MX 9dPekTbl Tawke YMeHbLIaTCs C
3TUMW areHTamu.

- XroprekcuguH Takke HECOBMECTUM C TaKMMM
BELleCTBAaMM, Kak  OpuUnNnMaHTOBLIN  3emeHbIN,
xnopamdeHukon, cynbcat meau, dnyopecuenH
HaTpws, hopmanbaerng, HuTpaT cepebpa u cynbdat
LUHKA.

- [MockonbKy xnoprekcuanH B3aMMOLEWCTBYET C
katTmoHamm Ca u Mg npu pasbaBneHun XecTkown
BOOOW, OH MOXeT ocaxgatbcd B  Buge
HepacTBOPUMbIX COSEMN.

- Mpwn coeguHeHMn pacTBOPOB COMEN XoprekcuanHa
¢ ©eHsoatamn, OukapboHaTamu, KapboHaTamu,
Bopatamu, HuTpaTamu, docdatamm u cynbdatamm
bonee 4yem 0,05%; ero pacTBOPMMOCTb Nagaer,
MOCKONMbKy OH obpasyeT conMM C  MeHblueWn
pacTBOPUMOCTLI0. [MOCKONMbKY LIETPUMWUA MOBLILLAET
pacTBOPUMOCTb 3TUX COMEeN, MpU WX CoYeTaHuu C
LEeTPMMMAOM 3TUX OCAOKOB HE NMPOVCXOANT.

- XroprekcuguHa  [fOKOHaT ~ COBMECTMM  C
uetTpumngoM un - xropugom  6eHsankoHusi.  OHu
CMHEepreTu4eckn ycunmearoT BGaKkTepuuMaHbIA
adppekt. UeTpumng npegoTtepawiaeT ocaxaeHue
XroprekcuanHa B )XeCTKON Boae.

- 3a MCKMYeHNeM XroprekcuauHa rrKoHaTa,
XINOprekCuamMH 1M ero Conu Nnyylle pacTBOPSIHOTCS B
cnupte, 4YemM B Boge. PacTtBop xnoprekcuguHa
rroKoHaTa MOXeT ocaxaaTbCsi Npy AobaBneHun Hag
cnupToMm. OTaHoMN B cocTaBe AenaeT pacTtBop bonee
3P EKTUBHBIM npoTuB rpamoTpuLaTeribHbIX
MUKpOOopraHnamoB. OHu MoryT ObITb agcopbrpoBaHbl
npv unbTpaummn Yepes LEenmono3Hble (ounbTpbI.

0] nekapCTBEHHOM B3aMMOOEeNCTBMM c
OeH3ngaMnHOM He cooOLLLanoch.

such as brilliant green, chloramphenicol, copper
sulphate, fluorescein sodium, formaldehyde, silver
nitrate and zinc sulphate.

- As chlorhexidine interacts with Ca and Mg cations
when diluted with hard water, it may precipitate as
insoluble salts.

- If solutions of chlorhexidine salts are combined
with benzoates, bicarbonates, carbonates, borates,
nitrates, phosphates and sulphates more
concentrated than 0.05%; its solubility precipitates
as it will form salts with less solubility. As cetrimide
enhances solubility of these salts, these
precipitations do not occur when they are combined
with cetrimide.

- Chlorhexidine gluconate is compatible with
cetrimide and benzalkonium chloride. These
synergistically enhance bactericide effect. Cetrimide
prevents precipitation of chlorhexidine with hard
waters.

- Except for chlorhexidine gluconate, chlorhexidine
and its salts dissolve better in alcohol than water.
Chlorhexidine gluconate solution may precipitate
when it is added over alcohol. Ethanol in formulation
renders the solution more effective against gram
negative microorganisms. They can be adsorbed
during filtration through cellulosic filters.

Drug interactions with benzydamine have not been
reported.

Use during pregnancy and lactation

The use of the drug during pregnancy and
breastfeeding is possible if the expected benefit to
the mother outweighs the potential risk to the fetus
or child.

It is necessary to consult a doctor before using the
preparation.

- Xlorheksidin, o cumleden brilliant yasil,
xloramfenikol, mis sulfat, flioressein natrium,
formaldehid, gumus nitrat ve sink sulfat kimi
maddalarla birga istifade olunmamalidir.

- Xlorheksidin Ca ve Mg kationlari ile garsiligl tesirda
oldugundan cod su ile durulagdirildijinda huda hall
olmayan duzlar seklinde ¢dklnti vera bilar.

- Xlorheksidin duzlarinin mahlullarinin gatiligi 0,05%-
den artiq olan benzoatlar, bikarbonatlar, boratlar,
nitratlar, fosfatlar ve sulfatlarla qarsiligh tasiri zamani
hallolmasi azalir, bels ki, hallolmasi daha zasif olan
duzlar emale galir. Setrimid bu duzlarin hallolmasini
artirdigindan, setrimidle garsiligli tasir zamani bu clr
¢okuntular emale galmir.

- Xlorheksidin glukonat setrimid ve benzalkonium
xloridla birlikds istifade oluna biler. Onlar bakterisid
tesiri sinergetik glclendirirlor. Setrimid xlorheksidinin
cod suda ¢dkunti emaela getirmasinin qarsisini alir.

- Xlorheksidin glikonat istisna olmaqgla xlorheksidin
vo onun digar duzlar suya nazeren spirtde daha
yaxsl hall olurlar. Xlorheksidin glikonat mahlulu
spirtin Uzerina slava olunduqda ¢okuntl emale gatire
biler. Terkibde olan etanol mahlulu gramm-manfi
mikroorganizmlare qargi daha tesirli edir. Onlar
filtrasiya zamani selliiloz filtrler terafinden adsorbsiya
oluna bilir.

Benzidaminle derman qarsiligl
malumat alinmamisdir.

tesir bassesinde

Hamilsalik ve laktasiya dévriinds istifadasi
Hamilelik ve ana sUdi ile gidalanma doévrinde
preparatin istifadesi o halda mimkindir ki, ana Gglin
gozlenilen fayda dol ve ya usaq ugln potensial
riskden yuksak olsun.

istifadedan avvel hakimle meslehatlosmak lazimdir.




MpumeHeHne B nepuop GepeMEHHOCTU U

nakrtauum
lMpumeHeHne npenapaTa B nepuop 6epemMmeHHOCTH U
rpygHoOro  BCKapMnvBaHus BO3MOXHO, ecnum

npeanonaraemMaa nonb3a AnAd MaTtepu npesblllaeT
NoTeHLUManbHbIN PUCK Ona nnoga unu pe6eH|<a.

Mepen NpUMeHeHem HeobXxoaMMo
MPOKOHCYNbTUPOBATLCH C BPAYOM.
BnusiHue Ha CcnocobHoOCTb ynpaensTb

TPAHCMNOPTHbIMA  CpeAcTBaMM MU
noTeHUMasribHO onacHbIMU MeXaHU3MamMm
3Be3gouka Ayo JIOP npu npumeHeHun B [Jo3ax
COMMacHO WHCTPYKUMW He BNUSIET Ha CMNOCOOHOCTb
ynpasndatb TpaHCNOPTHbIMU cpeacteamu n
3aHMMaTbCA Opyrumn  noteHumanbHO  OonacCHbIMU
BUOAMU OeATenbHOCTU, TPeOyWNMN NOBbILLEHHON
KOHLeHTpauum BHUMaHUS n ObICTPOTHI
NMCUXOMOTOPHbIX peakLni.

apyrumum

Cnoco6 npuMmeHeHUs u go3a
MpenapaT crnegyeT NPUMEHSITb MECTHO, NOCIe efpbl.

OpgHo BnpbicknBaHue (npumepHo 0,13 mn), npwm
KpaTKOBPEMEHHOM  Haxatum  (1-2  cek.) Ha
pacnbinutens, cooteetctByeT 0,195 wmr (0,15%)

6eHsngamuHa n 0,156 mr (0,12%) xnoprekcngnHa.
BapocnbiM (B T.4. 60MbHBIM NOXMMAOro Bo3dpacTa): no
4-8 BnpbIcknBaHW 2-6 pa3s B CyTKY;

Oetam ctaplue 6 net: no 4 BNpbICKMBaHNA 2-6 pa3 B
OeHb.

He npeBbilwlanTte pekomeHaoBaHHble 003bl. Ecnn Bl
nponycTunu npuemM npenapata, TO Npu criegyrolem
NMPUMEHEHUM HE MPUHMManTe [OBOWHYIO  [03Y.
MpopomkuTenbHOCTb neyeHus He OomkHa
npeBbiwate 7 pgHen. B cnyyae HeoGxoammocTw,
noXanyncra, NPOKOHCYNbTUPYMUTECH C BpayoM nepeq
NpYMEHEeHeM fekapCTBEHHOTO npenapara.

lMepen npumeHeHnem npenapata HeobxoaMmo
HaXkaTb Ha HacafgKy-pacnbifiUTeNb HECKONbKO pas,
yTobbl  0OGUTBCS  KAYECTBEHHOrO  pacnblfieHus.

Effects on ability to drive vehicles and other
potentially dangerous machinery

If it was used according to the dosing instructions
Zvezdochka Duo LOR does not affect on driving
vehicles and activities potentially hazardous actions
that require high concentration and quickness of
psychomotor reactions.

Method of administration and dosage

The drug should be administered topically, after a
meal. One spray (approximately 0.13 ml), with a
shot (1-2 sec.) pressing of the sprayer, corresponds
to 0.195 mg (0.15%) of benzydamine and 0.156 mg
(0.12%) of chlorhexidine.

Adults (including elderly patients): 4-8 sprays 2-6
times a day;

Children over 6 years of age: 4 sprays 2-6 times a
day.

Do not exceed the recommended dose. You should
not double the next dose if you've missed a dose of
preparation. The duration of treatment should not
exceed 7 days. If necessary, please consult with a
doctor before using the drug.

Before using the drug, you must press the spray
nozzle several times in order to achieve a high-
quality spraying. Rotate the cannula to the “vertical
to the vial” position. Insert the cannula into the
mouth and aim at the inflamed areas in the mouth or
throat. Press the spray nozzle of the bottle as many
times as instructed or prescribed by your doctor.
Hold your breath while injecting.

Naqliyyat vasitalarini ve digar potensial tahliikali
mexanizmlari idaraetma qabiliyyatina tasiri
Zvezdocka Duo LOR iglik varegesine uygun
dozalarda istifade olundugda nagliyyat vasitelerini
idareetma ve diqqgetin yiksak konsentrasiyasini ve
psixomotor reaksiyalarin tezliyini teloeb eden diger
potensial tahlikali fealiyyat névlari ilo maggul olma
gabiliyyatina tesir etmir.

istifads qaydasi va dozasi

Preparati yemakden sonra, yerli istifade etmak
lazimdir. 1 puskirtma (texminan 0,13 ml) plskurducu
bashgda gisamuddatli basma zamani (1-2 san.) 0.195
mq (0.15%) benzidamine ve 0.156 mq (0.12%)
xlorheksidine uygundur.

Bdyuklara (o cimladan yasl xastelar): 4-8 puskirtma
glinds 2-6 dafs;

6 yasdan boéyuk usaqglara: 4 puskirtme ginds 2-6
defa.

Tovsiyye olunan dozani asmayin. ©gar preparatin
gebulunu unutmusunuzsa ndvbati gabul zamani
ikigat doza gabul etmayin. Mualice muddati 7 giinden
¢ox olmamaldir. Ehtiyac olarsa preparatin
gabulundan 6nca hakimle maslahatlagin.

Daha keyfiyyatli ¢cilomaya nail olmaq Ugln preparatin
istifadesinden avval plskirdict basliga bir negea
dafe basin. Kanyulani “flakona vertikal” vaziyystine
gatirin. Kanyulani agziniza salin ve agiz boslugu ve
ya bogazin iltihablasmis yerlarine  ydnaldin.
Paskurdicl bashgda iclik veragasinda gdstarilan va
ya hsakim terafinden tayin olunan gader basin.
Piskulrtma zamani nafasinizi saxlayin.




[ToBepHUTE KaHIOMO B MOMOXEHNE «BepTUKanbHO K
donakoHy». BcTaBbTe KaHOMNO B POT M HanpaBbTe Ha
BOCManeHHole Mecta B MONOCTW pTa wunu ropna.
HaxmuTe Ha  Hacagky-pacnbinutens  ¢nakoHa
CTONMbKO pas, CKOMbKO YKa3aHO B WHCTPYKUMU UIK
npeanucaHo Bpadvom. 3agepxuTe AblxaHue BO Bpems
BMPbICKMBAHUS.

Mo6ou4Hble adhcheKTbI
Knaccundumkauma 4yactoTbl
adhpekToB BcemupHon
3ppaBooxpaHeHus (BO3):
OueHb vacTo - = 1/10;

YacTto - o1 = 1/100 go < 1/10;
HeuacTto - o1 2 1/1000 go < 1/100;

Peako - ot = 1/10000 go < 1/1000;

OueHb peako - < 1/10000.

YacTtoTa HeU3BeCTHa - He MOXET ObITb OLleHeHa Ha
OCHOBE NMEILLMXCS AaHHbIX.

MecmHbie peakuuu

Penko: cyxocTb, XKeHUe B pOTOBOM MOSIOCTH;
YacTtoTa HeusBecTHa: YyBCTBO OHEMEHWSI B POTOBON
MoniocTu, OKpalLMBaHWE 3Manu, OTIIoXeHne 3yGHOro
KaMH$1, HapyLUeHne BKyca.

Arninepaudeckue peakyuu

HevacTo: dpoTtoceHcnbunusaums;

Pepnko: koxxHas Cbinb, KOXHbIN 3YA;

pasBuTus  NoBOYHbIX
OpraHusauuu

OyeHb peako: @HMMOHEBPOTUYECKUIA OTEK,
napuHrocnasw;
Yactota HeusBeCcTHa: TsKemnble annepruyeckune

peakumu, BKrtovasa aHadmnakcuio.

Ecnu nobble n3 ykazaHHbIX B UHCTPYKLUMKU NOBOYHBIX
aphekToB yCyryonsTcs, unn oTMevarTcs gpyrue
nobo4yHble 3dhPeKTbl, HE YKa3aHHbIE B WUHCTPYKLUW,
coobLmTe 06 3TOM Bpayy M CBSXKMTECH CO Cry>Oon
dhapmMakoHasopa, npuHMMaroLLen coodLWeHnsa oT
notpebutenern no HexenaTenbHbIM SABMEHUAM [/
OTCYTCTBUIO  TepaneBTUYECKOr0  AEWCTBUSA, MO
MeOUUMHCKON WHdopMauun v Apyrum Bonpocam,
CBsi3aHHbIM € obpallieHnem npenapara Ha pblHKeE.

Side effects

Classification of the frequency of development of
side effects of the World Organization Health
(WHO):

Very common - = 1/10;

Common- 2 1/100 to < 1/10;

Uncommon - from = 1/1000 to < 1/100;

Rare - from = 1/10000 to < 1/1000;

Very rare - < 1/10000.

Frequency is unknown - cannot be estimated from
the available data.

Topical reactions

Rare: dryness, burning in the mouth;

Frequency is unknown: numbness in the oral cavity,
staining of enamel, tartar formation, taste
disturbance.

Allergic reactions

Uncommon: photosensitivity;

Rare: skin rash, itchy skin;

Very rarely: angioedema, laryngospasm;

Frequency is unknown: severe allergic reactions,
including anaphylaxis.

If any of the side effects listed in the instructions on
use are aggravated or other side effects which are
not indicated in the instructions on use will occur,
notify the doctor and contact the pharmacovigilance
service that receives messages from consumers on
adverse events / lack of therapeutic efficacy, for
medical information and other issues related to the
product circulation on the market.

Overdose

Symptoms: at present, cases of benzydamine and
chlorhexidine overdose after topical application
have not been reported. When using the drug in
accordance with the instructions on use, an
overdose is unlikely. In case of the accidental
swallow of the drug, the following symptoms are

Olava tasirlori

Umumdiinya Sehiyye Taskilatinin
tosirlorin inkisaf etma tezliyinin tasnifi:
Cox tez-tez - 2 1/10;

Tez-tez - 21/100 - < 1/10 araliginda;
Bazan - 2 1/1000 - < 1/100 araliginda;
Nadir - = 1/10000 - < 1/1000 arali§inda;
Cox nadir - < 1/10000.

Rastgelma tezliyi malum deyil — mdvcud malumatlara
asasan giymatlandirile bilmaz.

Yerli reaksiyalar

Nadir hallarda: agizda quruluqg, yangi hissi;
Rastgalma tezliyi melum deyil: agiz boslugunda
keyima hissi, dis minasinin ranginin dayismasi, dis
daslarinin amale galmasi, dadbilmanin pozulmasi.
Allergik reaksiyalar

Bazan: fotosensibilizasiya;

Nadir hallarda: daride sapgi, deri gasinmasi;
Cox  nadir hallarda: angionevrotik
laringospazm;

Rastgalma tezliyi malum deyil: anafilaksiya da daxil
olmagla agir allergik reaksiyalar.

Oger talimatda geyd olunan olava tesirlarden har
hansi biri agirlagsarsa va ya tslimatda qeyd edilmayan
diger slave tesirlor misahida olunarsa bu haqda
hakima mealumat verin ve istehlakgilardan
arzuolunmaz hallarin olmasi / mdualicevi tasirin
olmamasi, tibbi informasiya ve preparatin bazarda
dovriyyasi ile elagsli diger masalaler ila bagl
malumatlari gabul edan farmakonezarat xidmati ila
alaga saxlayin.

(UST) elave

odem,

Doza haddinin agiimasi

Simptomlar: hal-hazirda benzidaminin Vo
xlorheksidinin yerli istifade zamani doza haddinin
asllmasi  hallari  baresinde malumat yoxdur.
Preparatin istifadesi Uzra tslimata mivafig olaraq
istifadesi zamani1 doza haddinin asilmasi az ehtimal
olunandir. Preparatin tesadifen udulmasi zamani




Mepeno3upoBKa

Cumnmomsbl: B HacTodulee BpemMAa O cny4yaax
nepenosvpoBkN GEH3AAMUHOM U XNTOPrekCUanHoOMm
npy MECTHOM npUMEHeHMn He coobwanock. [lpu
npUMeHeHUn npenapata B  COOTBETCTBUN  C
WHCTPYKUMENn NO MPUMEHEHUIO nNepeno3npoBka
ManosepodTHa. [lpu cnyvyarHoM npornaTbiBaHUK
npenapata BO3MOXHbl CMegyllmne  CUMMITOMbI:
pBOTa, CrMa3mbl B XMBOTE, OGECNOKOMCTBO, CTpax,
rannouMHaumm, Ccygoporu, atakcusi, nmMxopagka,
Taxvmkapaus, yrHeTeHWe AblXxaHus. AHTUOOT He
n3secTteH. B cnyyae nepenosmpoBku npenapata npwu
crny4anHoMm npornaTbiBaHuM obpaTnuTech K Bpayy.
JleyeHue: npu nNepefosvMpoBke  pPeKkoMeHOyeTCs
cnuMmnTomMaTun4yeckoe rievyeHue.

®dopma Bbinycka

Cnpei ona mecTtHoro npumeHeHus 1,2 mr/mn + 1,5
Mr/mn.

Mo 30 mn npenapaTa BO pniakoHe U3 TEMHOro CTekna
obbemom 30 MR, CcHabXeHHbIN MacTMacCoBbIM
HacoCoM-NoMMOM W Hacagkon-pacnbiMtenemMm U3
nonunponuneHa. o ogHomy nakoHy BMecTe C
WHCTPYKUMEN MO MPUMEHEHUIO YMNaKOBbLIBAOT B
KapTOHHYIO Nauyky.

YcnoBua xpaHeHusi

XpaHuTb npu Temnepatype He Bbiwe 25° C, B
OpUrMHANbLHOM YNakoBKe WM B HEOOCTYNHOM [Ans
neten mectel

Cpok rogHoCTH
3 ropa.
He ncnonb3oBaTb NOCne UcTeveHns cpoka rogHOCTMU.

YcnoBusa oTnycka u3 antek
Bes peuenTa.

possible: vomiting, abdominal cramps, anxiety, fear,
hallucinations, convulsions, ataxia, fever,
tachycardia, respiratory depression. The antidote is
not known. In case preparation overdose if the
medicine was swallowed accidentally, call your
doctor.

Treatment: in case of an overdose symptomatic
treatment is recommended.

Presentation

Spray for topical use 1.2 mg/ml + 1.5 mg/ml.

30 ml of preparation in a 30 ml amber glass bottle,
equipped with a plastic pump and a polypropylene
spray nozzle. One bottle along with the instructions
on use is placed in cardboard packing.

Storage conditions
Store at a temperature not above 25° C, in original
package and keep out of the reach of children!

Shelf life
3 years.
Do not use after the expiry date.

Pharmacy purchasing terms
Without recipe.

asagidaki simptomlar meydana ¢ixa bilar: qusma,
garinda spazm, narahathq, qorxu, hallusinasiyalar,
gicolmalar, ataksiya, hararat, taxikardiya,
nafasalmanin ¢atinlegsmasi. Antidotu malum deyil.

Tesadifen udulma naticesinde doza haddinin
aslimasi bas verarsa hakima miracist edin.
Miialicesi: doza  haddinin asllmasi  zamani

simptomatik mualice maslehat gorilur.

Buraxilis formasi

Yerli istifade Gglin sprey 1.2 mg/ml + 1.5 mg/ml.

30 ml preparat plastik nasos-pompa va polipropilen
puskirdici basligla tachiz edilmis 30ml hacmli tlind
suse flakonda. Bir flakon iclik veraga ile birlikda
karton qutuya gablasdirilir.

Saxlanma goraiti
25° C - den yuxari olmayan temperaturda, orijinal
gablasdirmada ve usaglarin ali catmayan yerds
saxlamaq lazimdir!

Yararhlig muddati

3il.

Yararhlig muaddeti bitdikden sonra istifade etmoak
olmaz.

Aptekdan buraxilma gorti
Reseptsiz buraxilir.




MpounsBoauTenb

OeBa Xonguur A.C.

OpraHusoBaHHass  MpOMbIWNEHHAa  30Ha,  yn.
Atartiopka, 32, 59500, Kapaarau, painoH Yepkesken,
nposuHuma Tekupgar. Typuns

OKCKMNIO3NBHBIN
AszepbangxaHe:
«TETPALOA» NITAO.

AZ1102, ynuua 20AHBaps, 14; baky,
AzepbangxaH
Ten.: (+994 12) 431-59-24,

(+994 12) 431-05-41
dakc: (+994 12) 430-80-51
E-mail: info@tetrada-az.com
www.tetrada-az.com

ONCTpubblOTOp B

Manufacturer

Deva Holding A.S

Organized industrial zone, Ataturk str. 32, 59500,
Karaagac, Cerkeskoy dist., Tekirdag province,
Turkey

Official distributor in Azerbaijan
«TETRADA» LTD.

Baku, Azerbaijan

Tel.: (+994 12) 431-59-24,
(+994 12) 431-05-41

Fax: (+994 12) 430-80-51

E-mail: info@tetrada-az.com

www.tetrada-az.c

AZ1102; 14, 20th January street,

istehsalg!

Deva Holding A.S.

Mutagakkil senaye zonasi, Atatirk kug. 32, 59500,
Karaagag, Cerkezkdy ray., Tekirdag ayalati, Turkiys

Azorbaycanda resmi distribyutor
«TETRADA» MMC - dir.
AZ1102, 20Yanvar kugasi,14; Baki,
Azarbaycan
RED= Tel.: (+994 12) 431-59-24,
(+994 12) 431-05-41

Faks: (+994 12) 430-80-51

E-mail: info@tetrada-az.com

www.tetrada-az.com




