MeguuHui Bupi6

KPAMJII BYLUHI

«OTOT'YT CKBAJIEH» (0ToGUT SQUALENE)

UA.TR.120

Cknap.

Aitoui peyoBuHm: edipHa onis eBKaninTa — 0,5%, eKCTPAKT KaneHaym —
0,15%, ekcTpaKT wasnii - 0,1%, ckeaneH — 0,1%.

[onomixHi pe4oBUHN: rNiLlepyH, BOfa, XOprekCcnanHy GirniokoHar,
nonikeatepHiym-37.

Onuc.

OpHopiaHa pigvHa Bif CBITNO-XOBTOro A0 KOBTOro Konbopy, 6e3
CTOPOHHIX BK/OY€Hb Ta [JIOMILLOK. ﬂ03BOJ1ﬂ€TbCﬂ HAABHICTb HE3HAYHOro
NOMYTHIHHA abo ocagy.

®opma BUNYyCKy.

®nakoH nonimepHMit KpanenbHMin micTkictio 10 mn (ml), Bmilwernit B
ggBTOHHy KOPOOKY pa3oM 3 iHCTPyKLU€lo i3 3acTocyBaHHA. He MeHLue Hix
no3.

Bnactmeocri.

Kpanni BywHi «OTOrYT CKBAJIEH» (OTOGUT SQUALENE) € megnyHum
BNPOGOM ANA MICLIEBOTO 3aCTOCYBaHHA Y 30BHIlHbOMY CIlyXOBOMY
npoxopji Ta, 3a pekomeHjaLli€lo NikapsA, Y BuMaakax, Mos'A3aHUX i3
[OrNAA0M 3a TKaHMHaMW NiCNA BTPyYaHb y AiNAHLI cepejHboro Byxa.

[Lis BUpo6y peanizyetbcs He GapMaKoOriyHIM, He IMyHONOTIYHIUM i He
MeTaboMIYHUM LINIAXOM, @ 3a PaxyHOK Oi3nuHMX i $i3nKo-XimiuHux
BlACTUBOCTEN  KOMMOHEHTIB,  AKi  3abe3neuyloTb  3BOMOXEHHS,
MOM'AKILEHHA, MOKPUTTA MOBEPXHi TKaHWH Ta iX 3aXMCT Bif 30BHiLLHIX
NoAPa3HIOBaNIbHUX YAHHVIKIB.

Bupi6 cnpuAe yTBOPEeHHIO Ha MOBEPXHi TKaHWH 3aXUCHOTrO LWapy,
MiATPYMaHHIO HaNeXHOro CTaHy TKaHUH 30BHILIHbOTO CJlyXOBOTO
NPOXOfly Ta CTBOPEHHIO YMOB [iji MPUPOAHOIO BiHOB/IEHHA TKaHUH
nicnA NoApasHeHHA, BOAHWX NpoLieayp, MaHinynaui abo onepaTvBHMX
BTPYyYaHb Yy AinAHLI Byxa.

KomnoHeHTn BUpOObY nifgibpaHi 3 ypaxyBaHHAM iX ¢i3nKO-XiMiuHNX
B/IaCTUBOCTEN, O 3abe3nevyioTb AOMAA4 3a TKaHWHaMW Byxa, iX
3BOMOXEHHS, NMOM'AKLIEHHS Ta 3aXUCT.

E¢ipHa onia eBkaninTa npurtiyye pict i po3MHoxeHHs 6akTepii, Aki
MOXYTb CIPUYMHATY IHGEKLIIIHMI OTIT, 3MEHLUYE 3ananeHHA Ta HabpAK
B ypaXeHill [inAHL, 3He3apaxye Miclie 3aCTOCyBaHHs Ta 3anobirae
NOLWVPEHHIO IHdeKLil.

EKCTpaKT KaneHAynu Mae aHTUMIKpOOHi BnacTMBOCTI. BiH BuABNAE
NpOTUBIPYCHY aKTMBHICTb WOAO WPOKOrO CrekTpa MiKpoopraHismis,
30KpeMma CTadifIOKOKIB | CTPEMTOKOKIB, AIKi 4acTo € 30yAHNKaMM iHpeKL|in
Byxa. DnaBoHOIAM Ta OpraHiuHi KNCNOTY y CKNafi eKCTpaKTy Aonomara-
10Tb 3MEHIUUTI HaBbPAK i rinepemilo (MOYEPBOHIHHA) TKaHUH CIlyXOBOTO
npoxogy, NPUCKOPIOIOTb pereHepaLlilo NOLWKO/KeHOI WKIPY Ta CIM30BUX
060JT0HOK 30BHILLHLOTO ByXa i1 3aX1LalOTb Bifj MOABY FPy6Oro Kenoigy y
MicLi MOWKOAXKEHHS.

EKCTpaKT WaBnii Ma€_aHTUCENTUYHI BNACTUBOCTI, 3HWLIYE NaTOreHHi
6aKTepii, 30Kkpema cTadiNnoKOKM Ta CTPENTOKOKY, 3HIMA€E NOAPA3HEHHSA i1
HabpAK, MPUCKOPIOE 3arO€HHA TKaHUH | CIM30BUX OOOMOHOK Yy
C/lyXOBOMY MPOXOAI.

CKBasieH CTUMYJIIOE pereHepaLiio KNiTWH WKIpK i Cn30B1Xx 06010HOK.
MprpoaHNin aHTUOKCMAAHT, Ma€ aHTUMIKPOOHi BnacTusocTi. BiH mae
3FlaTHiCTb 3axonnweaTtu TepMOF[I/IHaMi‘-lHO AKTWBHI CUHIIETHI aTtomu
KWCHIO, WO YTBOPIOKTbCA B Pe3ynbTaTi OKMCIIOBAbHUX peakuin. Y
KNiTWHaX WKIPY NIOVHU CKBaNeH NOMVHAE BiNbHI paankanu i 3SMeHLye
NOLWKOAXKEHHA, BUKNUKaHi OK1CNOBaIbHUM CTpecom.

iLepuH 3aCTOCOBYETbCA AK NOM'AKLLYBa/IbHNIA 3aCi6 3a paxyHOK Oro
BNIaCTUBOCTEN, AK PEYOBUHA, L0 LWBUAKO BifibVpae BOAly 3 TBAPUHHOI Ta
POC/IMHHOT TKaHWHW, | PeYOBMHA, WO NEePEeLIKOAXaE BUCKXaHHIO 1
3aMep3aHHIo0.

XnoprekcupauHy 6irniokoHaT (KOHCEpPBaHT) -  aHTUMIKPOOHUI
KOMMOHEHT, 3aBAAKN AKOMY CYTTEBO 3MEHLIYETbCA PU3SUK MiKpO6HOI’O
3apakeHHA, 34aTHoOro BUKIMKatn ncyBaHHA NpoAyKTY. M_eTa_
3aCTOCyBaHHA KOHCEPBAHTIB — Lie abo 3HUIlLeHHA 6aKTepiv, APIKAXIB i
UBineBux rpn6is, abo CNoBiNbHEHHA IX 3POCTaHHA | PO3BUTKY.
Moka3saHHA 40 3aCTOCYBaHHA.

Kpanni BywHi «OTOT'YT CKBAJIEH» (OTOGUT SQUALENE) 3acTocoBy-
0TbCA:

« ANA JOTNAAY 32 TKaHWHaMU 30BHILIHBOMO CNlyXOBOrO NPOXOAy Npu ix
noApasHeHHI;

* ANA 3BONOXEHHA, NOM'AKLIEHHA Ta 3aXMCTY TKaHMH 30BHIlIHbOTO
CﬂyXOBQFO npoxoay nicna BnavuBy BoAW, XONOAY Ta IHWNX 30BHIWHIX
YMNHHUKIB;

+ ANA NIATPUMAHHA HANEXHOTO CTaHy TKaHWH 30BHILLHBOTO C/lyXOBOTO
npoxoay nicna MaHinynauin;

« ANA AOrnAdy 3a TKaHWHaMK NiCA OnepaTUBHKX BTPYYaHb Y AinAHLI
CepefiHbOro Byxa — 3 METOK CTBOPEHHA 3aXWCHOro CepefoBula Ta
NIATOMMAHHA NPUPOAHOrO BIAHOB/IEHHA TKAHWH;

« AK AOMOMIXKHUIA 3aCi6 ANA NiATPUMAHHA HaNeXHOTo CTaHy TKaHUH
ByXa Npu BiaUyTTi CyxOCTi, NOApa3HeHHA abo anckomdopTy.
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IHCTPYKLIA 13 3BACTOCYBAHHA

O 10 ma (ml)
Cnoci6 3acTocyBaHHA.

Litam Bikom Big 6 go [OPOC/IM 3aKaryBaTu N0 4 Kpansii y 30BHiLHIN
cnyxoBuin npoxia 2-3 pasu Ha A06y.
TpuvBanicTb 3acToCyBaHHA He MOBUHHa NepesuulyBaTy 10 fAHIB, AKLO
iHLWe He peKoMeHA0BaHO Nikapem.

Y Bunagkax 3acTOCyBaHHA MiCnA ONepaTWBHUX BTpy4YaHb Y AinAHui
CepeAHbOro Byxa BUPIb CNif BAKOPUCTOBYBATM BIANOBIAHO 4O PEKOMEH-
Aauin nikaps.
3acrep

P Ta MOXnuBi no6iuHi edpekTn.

[nA 3ano6iraHHA HENPUEMHUM BigUyTTAM Y pe3ynbTaTi KOHTaKTY WKipu
CNIyXOBOro NPOXoAy 3 XOJIOAHUM PO3YMHOM nepea 3acToCyBaHHAM Crig
3irpiT GpnakoH y pykax.

3acTocyBaHHA [iTAM JO3BONAETLCA NULLE Nif HArNABOM JOPOCNX.
He cnia KopucTyBaTICA OAHUM GIaKOHOM KiflbKoM 0cobam.

He 3actocoBysaTy 3aci6 ocobam 3 iHAMBIfyanbHOK0 MiABULIEHOK
Yy TAMBICTIO 10 6YAb-AKOTO 3 KOMMOHEHTIB.

Y pasi nosBu WKipHOro BICKMY, Nofipa3HeHHA abo iHWIMX 03HaK MicLieBoT
4K 3aranbHOI rinepyyTAnNBOCTI 3aCTOCYBaHHA 3ac06y ania NPpUNUHUTA.

Kpanni BywHi «OTOMYT CKBAJIEH» (OTOGUT SQUALENE) He cnig
3aKanyBatu B oui abo Hic.

IHTepBan MiX 3acTOCyBaHHAM LbOrO BMPOGY Ta iHIIMX MeAnuHMX
BUPOGIB abo NiKapCbKyX 3aCO6iB Ma€ CTaHOBUTN He MeHLUe 15 XBUANH.

Y BunNagkax 3acTOCyBaHHA MiCNA OMepaTBHUX BTpy4YaHb Y AinAHUi
cepeaHboro Byxa BUPI6 BUKOPUCTOBYBaTY 3a pekomeHaLli€lo Nikapa.
TepmiH npupaTHocTi.

[OvneuTnca Ha ynakosui. Micna Binkpntta ¢pnakoHa 3aci6 pekomeHayeTb-
CA BUKOPWCTATU NPOTATOM 5 TUXKHIB.

YmoBwn 36epiraHHA.

36epiraTi npy Temnepatypi Big +5 °C ao +25 °C B 3axuiLeHOMy Bifj CBiTNna
Ta HefloCTYNMHOMY ANA fiTei micui.

He cnig 3actocoBysatn nicna 3akiHueHHA TepMmiHy NpuAATHOCTI,
3a3HayYeHOro Ha ynakoBLyi.

BunpoGHuK.

TOB «Teopr biocnctemu».
Byn. BoksanbHa, 6)g:(. 3, cmT lMoby3bke, l0N10BaHIBCbKNIN palioH,
Kiposorpaacbka 06n., 26555, YKpaiHa.

Appeca BUpo6HMLTBa.
Byn. [lopoxHa, 646, M. Kam'siHCbKe, [IHiNnponeTpoBcbka 061, 51905, YkpaiHa.
Ten.: 0800501 161. E-mail: contact@georgbio.com

[ina 3ano6iraHHa Nigpo6oK B opuriHanbHy yrnakoBKy 3acoby, Ha A0AATOK 0 IHCTPYKLi
i3 3acTocyBaHHS, A e Y 3 YHi KOZIOM.
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CropoHa 2
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3HAYEHHA CMMBOJ1IB HABEAEHUX HA MAPKYBAHHI:
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Homep naprii
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& [laTa BUroToBNEeHHs

O6MexeHHA Temnepatypu

KopucTtyiTeca iHCTpyKLi€to i3 3acTocyBaHHA

3HaK BiANOBIAHOCTi TeXHIYHMM pernameHTam
Ta laeHTudikauiitHuii Homep NpusHayeHoro
OpraHy 3 OuiHKM BIANOBIAHOCTI

ObepiraTi Bifj COHAYHOrO CBiTNa

[lata ocTaHHBLOrO Nepernaay iIHCTPYKUii i3 3acTocyBaHHs: 24.07.2026



Medical device

EAR DROPS

"OTOGUT SQUALENE"

INSTRUCTIONS FOR USE

UA.TR.120

Components.

Active components: eucalyptus essential oil - 0.5%, calendula extract -
0.15%, sage extract - 0.1%, squalene - 0.1%.

Auxiliary components: glycerin, water, chlorhexidine digluconate,
polyquaternium-37.

Description.

A homogeneous liquid from light yellow to yellow in color, without
foreign inclusions and impurities. ‘Slight cloudiness or sediment is
allowed.

Form of manufacture.

10 ml polymer dropper bottle, placed in a cardboard box along with the
instructions for use. Not less than 280 doses.

Properties.

Ear drops "OTOGUT SQUALENE" are a medical device intended for
topical application in the external auditory canal and, as recommended
by a doctor, in cases involving tissue care following procedures in the
middle ear region.

The product’s action is not achieved through pharmacological,
immunological, or metabolic means, but rather through the physical
and physicochemical properties of its components, ‘which provide
moisturization, softening, and coating of tissue surfaces, as well as
protection against external irritants.

The product promotes the formation of a protective layer on the tissue
surface, maintains the proper condition of the tissues of the external
auditory canal, and creates conditions for natural tissue regeneration
following irritation, water treatments, procedures, or surgical
interventions in the ear area.

The product’s components are selected based on their physicochemical
properties, which ensure the care, moisturization, softening, and
protection of ear tissues.

Eucalyptus essential oil inhibits the growth and reproduction of
bacteria that can cause infectious otitis, reduces inflammation and
swelling in the affected area, disinfects the application site, and prevents
the spread of infection.

Calendula extract has antimicrobial properties. It exhibits antiviral
activity against a wide range of microorganisms, including staphylococci
and streptococci, which are common causes of ear infections. The
flavonoids and organic acids in the extract heli) reduce swelling and
h¥peremia (redness) of the ear canal tissues, accelerate the regeneration
of damaged skin and mucous membranes of the outer ear, and protect
against the formation of rough keloids at the site of injury.

Sage extract has antiseptic properties, kills pathogenic
bacteria-including staphylococci and streptococci, relieves irritation and
swelling, and accelerates the healing of tissues and mucous membranes
in the ear canal.

Squalene stimulates the regeneration of skin cells and mucous
membranes. A natural antioxidant, it possesses antimicrobial properties.
It has the ability to scavenge thermodynamically active singlet oxygen
atoms formed as a result of oxidative reactions. In human skin cells,
squalene absorbs free radicals and reduces damage caused by oxidative
stress.

Glycerinis used asa softenin? agent due to its properties as a substance
that rapidly extracts water from animal and plant tissues, and as a
substance that prevents drying and freezing.

Chlorhexidine digluconate (preservative) is an antimicrobial
component that ~significantly reduces the _risk of microbial
contamination that could cause product spoilage. The purpose of using
preservatives is either to destroy bacteria, yeasts, and molds or to slow
down their growth and development.

Indications for use.

Ear drops "OTOGUT SQUALENE" are used:

- for the care of the tissues of the external auditory canal in cases of
irritation;

- to moisturize, soften, and protect the tissues of the external auditory
canal after exposure to water, cold, and other external factors;

- to maintain the proper condition of the tissues of the external
auditory canal following medical procedures;

- for caring for tissues following surgical procedures in the middle ear
region - to create a protective environment and support natural tissue
regeneration;

- as an adjunct to maintain the proper condition of ear tissues when
experiencing dryness, irritation, or discomfort.

Geor
BioSyslems.

www.georgbio.com
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Method of application.

For children aged 6 years and older and adults instill 4 drops into the
external auditory canal 2-3 times daily.

The duration of use should not exceed 10 days, unless otherwise
recommended by a doctor.

When used following surgical procedures in the middle ear, the product
should be used in accordance with the doctor’s recommendations.

Precautions, warnings, and potential side effects.

To prevent discomfort caused by the cold solution coming into contact
with the skin of the ear canal, warm the bottle in your hands before use.

Use for children is permitted only under adult supervision.
Do not share a single bottle among multiple people.

Do not use this product if you have an individual hypersensitivity to any
of its components.

If a skin rash, irritation, or other signs of local or systemic hypersensitivity
occur, discontinue use.

Ear drops "OTOGUT SQUALENE" should not be instilled into the eyes or
nose.

The interval between the use of this product and other medical devices
or medications should be at least 15 minutes.

In cases of use following surgical procedures in the middle ear area, use
the product as recommended by a doctor.

Expiration date.

See on the packaging. After opening the bottle, it is recommended to
use the product within 5 weeks.

Storage conditions.
Store at a temperature from +5 °C to +25 °C in a place protected from
light and inaccessible to children.
Do not use after expiration of the date indicated at the package.
Manufacturer.
"Georg BioSystems" LLC.
3, Vokzalna str., Pobuzke village, Holovanivsk district, Kirovohrad region,
26555, Ukraine.
Address of manufacture.
64B, Dorozhna str,, city of Kamianske, Dnipropetrovsk region,
51905, Ukraine.
Tel.: 0800 501 161. E-mail: contact@georgbio.com

To prevent counterfeiting, the original packaging of the product contains an insert
with a unique code in addition to the instructions for use.
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THE MEANING OF THE SYMBOLS SHOWN ON THE MARKING:

Use - by date

Batch code

Manufacturer

& Date of manufacture

Temperature limit

Consult instructions for use

Mark of conformity with technical regulations
and Identification number of the designated

URTII20 conformity assessment body
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Keep away from sun light

Date of the last revision of the instructions for use: 24.07.2026



