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1. Nawe of the medical device ’\'.E

Product for washing and irrigation of the nasal cavity for children and adults Aqualor® Active Soft

Dosage forms: v

1. Product for washing and irrigation of the nasal cavity for children and adults Aqualor® Active Soft Mini
SOmL;

2. Product for washing and irrigation of the nasal cavity for children and adults Aqualor® Active Soft
iS0mL

How supplied:

Option 1

- Product for irrigation and rinsing of the nasal cavity for children and adults Aqualor® Active Soft Mini
50 mL in an individual package (can) - | pc.;

- Instruction for Use — | pc.;

- Carton -1 pc.

Option 2

- Product for irrigation and rinsing of the nasal cavity for children and adults Aqualor® Active Soft 150 mL
in an individual package (balloon) - 1 pc.;

- Instruction for Use - 1 pc.;

- Carton -1 pc.

2. General properties

| Name of the parameter Description

Device description The product for washing and irrigation of the nasal cavity for children and adults
Aqualot® Active Soft Mini 50 mL, Aqualor® Active Soft 150 mL (hercinafier,
product, medical device) consists of a valve-package system containing & solution
for irrigation and washing of the nasal cavity, in an aerosol can with an anatomic
spray nozzle for the nose. The can with a bag inside is under pressure. The can
contains propeliant gas around the bag, thus separated from the liquid to be
sprayed. The gas always remains inside the can.

Anatomic spray nozzle tightly fixed on the can makes it possible to conveniently
position the fingers on it to adjust the pressing force during application. In addition,
the anatomic spray nozzle has the soft rounded form to minimize the effect of the
nozzle surface contact with the nasal cavity walls. The can is equipped with a valve

which allows regulating the delivery of the product.
This is not a medicinal product.
Filling volume 50 mL, 150 mL
Description of the Transparent, colorless, odorless liquid, with a slightly salty taste, which is a
device content seawater solution (27-34% of natural seawater) with hypertonic NaCl
concentration.

Content composition | Isotonic seawater solution (0.9% NaCl concentration),

containing natural seawater, purified water, carbon dioxide (0.4% CO;
concentration).

pH 3.5-5.5.

Osmolality of 270-350 mOsm/L.
Preservative free.
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Technical parameters | Type of spraying: “shower” (continuous fine-dispersed);

pressure of 5.8 bar (0.58 MPa).
Sterilization Sterilization by radiation. Remains sterile for the entire period of use.
Package The medical device in an individual package (balloon) is placed in consumer

packaging (carton) with the instruction for use.

3. Purpose

The product is designed for prevention and complex treatment of ENT diseases in children aged 2 years
and adults by irrigation and washing of the nasal cavity.

The product is designed to remove excess mucus, reduce secretions, soften and remove crusts, moisturize
the nasal cavity mucosa. The product has a positive effect on the nasal cavity and nasopharyngeal mucosa,
heips reduce nasal congestion and restore nasal breathing. Provides the most thorough washing of the nasal
cavity, facilitates removal of any pathogens (viral, bacterial, fungal), as well as allergens and dust particles
from the nasal cavity and nasopharyngeal mucosa due to the "shower” spraying and adding carbon dioxide
(CO2) bubbles to the seawater solution, without disturbing the biocenosis (normai microflora) of the nasal
cavity mucosa. COz bubbles also contribute to the destruction of bacterial biofilms capable to protect
themselves from antibiotics (causing antibiotic resistance), antiseptics, human immune system factors, and
cause acute and chronic inflammatory diseases. The salts contained in seawater contribute to the liquefaction
of mucus, normalization of its production in mucosal goblet cells, hamper formation and maturation of new
biofilms, which reduces the bacterial foad on the nasal cavity mucosa and increases the efficacy of antibacterial
drugs used. Calcium and magnesium ions contained in the salt significantly improve the functioning of the
nasal mucosa ciliated epithelium cells, normalize the rheological properties of mucus, increase the resistance
against the introduction of viruses and bacteria. Iodine and sodium chloride have antiseptic properties. Zinc
and selenium ions create conditions for the activation of the nasal mucosa and paranasal sinuses local
immunity.

After washing the nasal cavity with the product, the therapeutic efficacy of the drugs applied to the nasal
mucosa increases, the duration of respiratory diseases is reduced, the risk of infection spreading into the
paranasal sinuses and the ear cavity is decreased.

The product is intended for individual use in one patient, in order to avoid infectious contamination.
Conditions for use: at home and in the medical institutions.

Area of application: otorhinolarynology.

4. Therapeutic indications

The product is used for:
e prevention and complex treatment of acute and chronic inflammatory diseases of the nasal cavity,
paranasal sinuses and rhinopharynx (infectious, allergic, atrophic):

- acute and chronic rhinitis (running nose);

- acute and chronic sinusitis (including maxillary sinusitis);

- acute and chronic adenoiditis;

- allergic and vasomotor rhinitis;

prevention and complex treatment of respiratory infections (influenza, SARS, etc.);

daily hygiene of the nasal cavity and nasopharynx;

prevention and complex treatment after surgical interventions in the nasal cavity and paranasal sinuses;
preparation of the nasal cavity mucosa for the use of nasal drugs.

The product is indicated for children over 2 years of age and adults.
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5. Contraindications:

Individual intolerance of the can contents components.
Children under 2 years of age.

Special warnings:
Pregnancy and breastfeeding are not contraindications.

6. Side effects
No side effects revealed.
7. Precautions

Inspect the product and package before use. Do not use the medical device in case of damage to the
integrity of the package.

To ensure the product good quality and dosing system operation, do not disassemble the medical device
(e.g., do not remove the anatomic nozzle from the can).

The can is under pressure: may burst if heated.

- Do not puncture or heat, even after use.

- Keep away from heat, hot surfaces, sparks, open flames, and other sources of ignition. Do not smoke
during application.

- Do not expose to the temperature above 50 °C.

- Do not expose to sunlight.

- Keep out ofthe reach of children.

8. Methods and means of cleaning

The product is intended for individual use. After each application, clean the anatomic nozzle with
soap and warm water, then rinse.

9. Procedure of use

Wash the nasal cavity as needed, 2-4 times a day on average, and more often if necessary. Duration
and frequency of treatment are not limited.
Important! During the procedure, the person subjected to washing should not breathe in, talk, or

shout.

For children from 2 years

Perform nasal washing in children in an upright position of the body, preferably sitting on the arms of
an adult. In this case, the child's head should be placed straight and be slightly tilted forward (Fig. 1). Ensure
that the child does not throw back his head during the wash.

1 Remove the protective cap before use. At the first application, it may be necessary to press the
anatomical nozzle several times before spraying the product. Insert the anatomical nozzle into the right nasal
passage (Fig. 2).

2. Press the nozzle and hold it for several seconds, thus washing the right nasal passage (Fig. 3),

3. Remove residual flushing fluid by blowing it out.

4. Repeat the procedure with the left nasal passage.

5. if necessary, repeat the procedure.

er/sta
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Fig. 1 Fig. 2.

For adults

Perform nasal washing in adults with the body upright (sitting or standing). In this case, the head should
be located straight and be slightly tilted forward. Make sure that during washing, the head is not thrown back
(Fig. 4).

1 Remove the protective cap before use. At the first application, it may be necessary to press the
anatomical nozzle several times before spraying the product. Insert the anatomical attachment into the right
halfof the nose (Fig. 5).

2. Press the nozzle and hold it for a few seconds, thus washing the right nasal passage (Fig. 6).

3. Remove residual flushing fluid by blowing it out (Fig. 7).

4. Repeat the procedure with the left nasal passage.

5. if necessary, repeat the procedure.

Fig. 4. Fig. 5. Fig. 7.
10. Conditions of use, storage, and transportation

When stored properly, the shelf life of the medical device is 3 years.

Do not use the product after expiry date.

Store and use at a temperature from 15 °C to 30 °C and humidity not above 70 %. Keep out of reach of
children. Protect from heating.

The medical device is transported by all types of transport in covered vehicles in accordance with the
regulations for freight transportation applicable for each means of transport. Ambient temperature during
transportation  should be from -20°C to 40°C, humidity of not more than 80 %.
When transporting, avoid damaging the cardboard boxes.
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IL Disposal procedure

The medical device should be disposed of in accordance with the applicable legislation at the time ofdisposal
in the country where the medical device is being used. Class A of medical waste hazard.

12. Manufacturer/Manufacturing site

Aurena Laboratories AB, Sweden

Fjarviksvagen 22, SE-653 50 Karlstad, Sweden
www.aurena.se,www.bagonvalve.com

Tel.: +46 54 44 44 800; e-mail: contact@aurena.se

13. Authorized representative of the manufacturer in the Russian Federation

Nizhpharm JSC, Russia

7 Salganskaya St., Nizhny Novgorod 603105
Tel.: +7 (831) 278-80-88, fax: +7 (831) 430-72-28
E-mail: med@stada.ru, website: www.aqualor.ru

14. Warranty

The manufacturer guarantees the sterility of the medical device and its compliance with the requirements
of international and national standards during the medical device entire shelf life, subject to the compliance
with the rules of transportation, storage, and operating conditions established by the manufacturer and when
used in accordance with the instruction for use.

15. Explanation of symbols on the package

Manufacturer Sterilization by
y STERLE radiation
Best before... Batch code

LOT

Date of manufacture
Iw T

Deputy Executive Officer,
Aurena Laboratories AB ared
auren
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/Mevams: «Aypena Jlabopamopuc 34 Buy (Aurena
Laboratories AB) * Kapacmaod, lleeyur *
«AYPEHA JIABOPATOPHC»

«YTBEPXKAAIO»
3amecTHTENb HCIONHHTENLHOTO AHPEKTOPA

«Aypena Jlaboparopuc I Bn»
/1odnuce/ Annepc Bapen (Anders Bared)

10 aupaps 2023 r.

HHCTPYKLIMA IO NPUMEHEHHMIO
MEJMLIAHCKOI'O U3XEJINA

Cpeacrso a1a opomienns 1 RPOMLIBAHRNA NOKOCTH HOCH ANR AeTelt K BIPOCALIX «Axnanop® AxTHE codm»

NPOH3BOACTEa «Aypena JlaGoparopuc it Bun, Ulseuns

Haumenoranie MEQHLNHCKOTO H3nCNN

OCHOBHLIE XBPAKTEPHCTHKH

Ha3snayenwe

TokA3AHUA K TPRMEHERNIO

Hporusonoxazauna

HMoGounsie adpextn

Mepit NPEAOCTOPOXHOCTH

Meroaw u cpeacTsa ouHCTRES

Tlopaaox paSotm

10. Venosna npumenetaus, XpRHEHUS H TPRHCNOPTHPOBKH
11. Tlopanox ytunEsaumnu

12. TlponssoAnTens / MECTO NPOHIBOACTSA

13. YnonHomouenHbiit RpEACTaBHTENL APOHIBOIHTENA Ha TeppuTOpHH Poccuiickoit Geacpaunn
14. TapauTniineie obasarenscTea

15. PacuindpoBxa CHMBOJIOB HE YNAKOBKE

OGN A WLN—~

/AlUmamn: TOQITHCAHO B MOEM TPUCYTCTBHH

/Toonucy/

Kpucemuan Huseccon (Christian Nilsson)

Homapuye, 20pod Kapacmao

Yemanosaenue suvnocmu: O odumeabckoe ydocmosepenue O nacnopm D YOOCHOSEPERUE ARYROCITY
Houmep: 6e3 nomepa B Kod yugpoaozo ydocmosepenun susnocmu, evidannsiit anxam (Bank 1D}
20.10.2023/

ATevams: HOTAPHYC * I KAPSICTALY
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1. HaumeHoBaHMe MeAMLUHCKOTo M3aenns

CpeACcTBO A4/11 OpPOLIEHUs Y MPOMbIBAHMS MOMOCTU HOCA ANS AeTel U B3poC/biX «AKBanop® AKTUB COPT»

BapvaHTbl UCNONHEHNSA:

1. CpefCTBO 415 OPOLUEHMS M NPOMbIBaHWA NOMOCTK HOCA AN AeTel 1 B3pOCNbIX «AKBaiop® AKTUB COPT MUHM» 50 Mn
2. CpeficTBO NS OPOLUEHUSA WM NPOMbIBaHWUSA NONOCTU HOCa ANS feTeil 1 B3pOCabIX «AKBanop® AKTUB cothT» 150 mMn

KoMnneKT NoCcTaBKu:

BapunaHT Ne 1

- CpeAcTBO A8 OPOLWEHNA 1 NPOMbIBAHUSA NOMOCTW HOCa ANA AeTell n B3pocnbix «AKkBanop® AkTus coT MuHu» 50 mn
B MHOWBUAYanbHOW ynakoBke (6annoH) — | wrt.;

- MHCTpyKuMAa no npumeHeHuto — | wT.;

« KapToHHaa nayka — 1 wWwT.

BapuaHT Ne 2

- CpeAcTBO ANs OPOLIEHUS U NPOMbIBAHUSA MOMOCTU HOca Ana aeTeli U B3pocnbix «Aksanop® Aktue codTt» 150 mn B

MHAMBUAYanbHON ynakoBke (6annoH) — 1 wrT.;
- HCTpYKUMA Mo npuMeHeHnio — 1 wrT.;
- KapTtoHHasa nayka — | wr.

2. OCHOBHblEe XapaKTepucTukKm

HaumeHoBaHue OnucaHue
napameTpa
OnuncaHue ycTpoiictBa CpeAcTBO ANS OPOLIEHMS W NPOMbIBaHWS MNOMAOCTW Hoca ANs [eTel U B3pOCHbIX
n3genuns «AKBanop® AKTMB copT MuHM» 50 mn, «AkBanop® AkTuB codpT» 150 mn (ganee

no TEKCTy CpeACTBO, MeAULWUHCKOE W3Aenne) COCTOUT M3 CUCTEMbI KianaH-makeT,
COfepXXalleil pacTBOpP AN OPOLIEHWS W NPOMbIBAHWS MONMOCTU HOca, B GassoHe
a3po30/IbHOM C aHaTOMWYECKOW pacnmbinUTeNbHOW Hacagkol fAns Hoca. bannioH
C MakeTOM BHYTPU HaxoAWTCSA NOA faBfeHUeM. BOKPYF MakeTa 3akayaH ras-nponesnneHT,
KOTOPbIi TakuM 06pa3oM HaxoguTcs 0TAeNbHO OT pacnbiNsgeMoit Xuakoctu. a3 scerga
0CTaeTcs B 6anoHe.

AHaTOMWuecKas pacnbliMTenbHas Hacagka, MAOTHO 3aMKCMpOBaHHas Ha GassoHe,
no3BoNsieT YA06HO PacmoNoXWUTb Nasblbl HAa Hel AAf PEryiMpOBKW CUMbl HaXaTus mnpu
npuMeHeHnn. Kpome TOro, aHaToMmM4yeckas Hacafka UMeeT MArKue oKpyribie hopMbl C
Uenbio MUHMMW3ALUKM NOCNeACTBUIA KOHTaKTa MOBEPXHOCTel HacafKn CO CTeHKamu
MonocTM Hoca. BanfoH CHaGXeH KiamaHOM, MO3BO/AKLWMM pPeryniMposath nojauvy

cpefcTaa.
He sBnseTca nekapCTBEHHbIM CPEACTBOM.

O6bEM HaANONHEHUS 50 mn, 150 mn

OnucaHne cofepXnmMoro Mpo3payHas 6ecuBeTHas XUAKOCTbL 6e3 3anaxa, cCo cnabocofeHbIM BKYCOM, ABAsOLLasCcA

nsgennsa pacTBOpOM MOpPCKO Bofbl (copepxaHue 27-34 % HaTypa/JibHOW MOPCKOA BOAbI) C
N30TOHMYECKON KoHueHTpaynein NaCl.

CocTaB COLepXnmMoro M30TOHMYecKNiA pacTBOpP MopcKol Boabl (KOHUeHTpauus NaCl 0,9 %),

cofepxalnii Bogy MOPCKYH HaTypanbHYl, BOAY OUMLLEHHYK, AMOKCUA Yyrnepoja
(koHUeHTpauusa CO3 0,4 %).

pH 3,5-5,5.

OcmonanbHoCTh 270-350 mOcm/n.

He cofepXXUT KOHCEPBAHTOB.

/MevyaTb: HOTAPUYC + I'. KAPJICTAL/
/Hagnucb oT pyku: KH 20.10.23/
/Mopgnuck/
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TexHnueckue XapakTtep pacnblfieHns - «Ayw» (HenpepbIBHOE MeNKOAMCMNEepCHOoe);

XapaKTepucTukun nasneHue 5,8 6ap (0,58 MIa).

Crepunusayms Crepunusaunsa pagvmauuoHHbIM MeTogoM. CoXpaHsfeT CTepU/IbHOCTb B TeYeHue BCero
nepuoga Ncnosb30BaHus.

YnakoBka MeanuuHCcKoe wu3genne B WHAUBUAYaNbHOW ynakoBke (6anjioHe) MNOMeELEHO

noTpebUTeNbCKYIO YNaKOBKY (KAPTOHHYIO Nayky) C MHCTPYKLMEA NO MPUMEHEHUIO.

3. HasHaueHue

CpeAcTBO NpefHa3HayYeHO 419 NPOPUNaKTUKM N KOMMEKCHOro nedeHus JIOP-3a6oneBaHuil y AeTeil B Bo3pacTe OT
2 NeT 1 B3pOC/bIX MOCPEACTBOM OPOLUEHUS ¥ MPOMbIBAHUA MOMIOCTU HOCA.

CpeAcTBO MpeAHa3Ha4yeHOo AN yAaneHus U3bbITOYHON CAN3M, YMEHbLEHUS BbILeNeHWNIA, pasMATUYeHNA 1 yaaneHns
KOPOK, YBMaXHEHUS CcAn3McToii 060M104KM MonocTu Hoca. OkasbiBaeT 6naronpuAaTHOE BO34ElCTBME HA CAWU3UCTYIO
060104KY NOMOCTHU HOCA U HOCOTNIOTKW, CNOCOGCTBYET YMEHbLUEHWIO 3a/10)KEHHOCTH HOCA U BOCCTAHOB/IEHUIO HOCOBOTO
AblxaHus. ObecneynBaeT Hanbonee TWaTelbHOE NPOMbIBAHWE NONOCTY HOCA, CNOCOGCTBYET yAaneHnto N0 6biX NaTOreHoB
(BUpYCHBIX, 6aKTepuanbHbIX, FPUBKOBbLIX), & TAKXe annepreHoB v 4acTuy MblInW €O CAM3UCTON 060/104KM NONOCTM HOCA U
HOCOT/MI0TKM 3a CYET pacnblfeHns «4yWw» 1 jo6aBneHns B pacTBOP MOPCKOW BOAbl My3blpbKOB AMoKcuaa yrnepoga (COr),
He Hapywas 6uoueH03 (HOpManbHY MUKPOMAOpY) CAM3UCTON 060/104KM NOMOCTM Hoca. Mysbipbkn COi TakXe
CNoCO6CTBYIOT paspylleHuto 6GakTepumanbHbiX 6GUONMEHOK, KOTOpble 06MafatdT CNOCOGHOCTbIO 3aluuiatbcs  OT
BO3/E/CTBNA aHTUOUOTUKOB (BbI3bIBas aHTUGUOTUKOPE3UCTEHTHOCTbL), aHTUCENTUKOB, ()aKTOPOB UMMYHHOW CUCTEMBI
YyenoBeKa U BbI3bIBAKT OCTPbIE U XPOHUYECKME BOCMaNnTebHble 3a6oneBaHnsa. Conu, cofepxalynecs B MOPCKOW Bofe,
CNOCOGCTBYIOT Pa3XWKEHUD CAU3M, HOpManu3auuu ee BbIPpaGoOTKM B GOKaNOBUAHBIX K/ETKax CAU3NCTON 060104KM,
3aTPYAHAIOT 06pa3oBaHMe M CO3peBaHMe HOBbIX GMOMMNEHOK, YTO CHVKaeT 6akTepuanbHYK Harpysky Ha CAU3UCTYHO
060/104KY NONMOCTM HOCA M NOBbILWAeT 3 (PeKTUBHOCTb aHTUBaKTepManbHbIX MpenapaTtoB Mpu UX MCNONb30BaHWUK. VIOHbI
KanbLns U MarHus, cogepalimecs B COMM, 3HaYNTENbHO yay4llaloT paboTy KNeTOK MepuaTenbHoro anuTensa Cam3nucToin
060/7104KM HOCa, HOPMaNU3yT Peonornyeckne CBOMCTBA CAN3U, YCUNUBAOT PE3UCTEHTHOCTL K BHEAPEHWUIO BUPYCOB U
6akTepuii. Vion n xnopua HaTpus 061a4al0T aHTUCENTUYECKUMU CBOICTBAMU. MOHBI LMHKA U CeneHa co3AalT yCnoBus
ONS aKTMBaLMKM MECTHOIO UMMYHMTETa CAM3UCTON 060/104KM HOCA M OKOTIOHOCOBbLIX Nasyx.

lMocne NpoMbIBaHUS MOMOCTM HOCA CPeACTBOM MOBbILaeTcs TepaneBTuveckas 3PHEKTUBHOCTb NEKAPCTBEHHbIX
CpPeACTB, HAHOCMMbIX Ha CAM3MCTYH 060/104KY MNOMOCTM HOCA, COKpaw,aeTcs MNPOAO/HKWUTENbHOCTb PecnMpaTopHbIX
3ab0MeBaHNiA, CHUXAETCA PUCK pacnpocTpaHeHWa MHMeKLMM B OKONOHOCOBbLIE Ma3yXu 1 MOMOCTb yXa.

CpefCcTBO NpeAHa3HauyeHOo AN WHAMBWUAYaNbHOrO NPUMeEHEHNS Y OfHOrO NauueHTa, BO M36exaHne NHHEKLMOHHOW
KOHTaMUHaLWUW. Y CNOBMS NPUMEHEHUA: B JOMALUHUX YCNOBUAX U B YCN0BUAX Ie4eOHO-NPOPUNAKTUYECKUX YUPEXAEHUA.

O6nacTb NPUMEHEHNA MEeLULUHCKOTO U34ennsa: 0TOPUHONAPUHTONOT LS.

4. TlokKasaHuWa K NPUMEHEHUIO

CpefacTBO NpuMeHseTcs 4na:
*  NPOPUNAKTUKM U KOMMNEKCHOTO IeYeHNa OCTPbIX Y XPOHUYECKUX BOCNANNTENbHbIX 3a601€BaHN NONOCTM HOCa,
OKONOHOCOBbLIX Ma3yX ¥ HOCOrNOTKN (MHPEKLMOHHBIX, annepruyecknx, aTpothnyecknx):
OCTPble U XPOHUYECKUE PUHUTLI (HACMOPK);
OCTpble U XPOHUYECKME CUHYCUTBI (B T. Y. raiMopuT);
OCTpble U XPOHUYECKMNE aeHONANTDI;
anneprmyeckne v Ba3oOMOTOPHbIE PUHUTDI;
*  NpodMNaKTUKN 1 KOMMNNEKCHOrO fle4eHNs pecnmpaTopHbiX UHGekuyuii (rpunna, OPBU v ap.);
*  eXeAHeBHON rMrueHbl MOMOCTM HOCA M HOCOTNOTKY;
*  Mpo@UNAKTUKM W KOMMIEKCHOTO SIeYeHNsA COCTOAHWUIA MOCNe XMPYPruyecknx BMeLaTesbCTB B NOAOCTW HOCA U
OKOJIOHOCOBbIX Nasyxax;
*  MOATOTOBKM CAM3NCTON 060M10YKM MOMOCTM HOCA K MPUMEHEHWNIO Ha3abHbIX NE€KaPCTBEHHbIX CPEACTB.
CpeAcTBO NpefHasHa4yeHo 4ns geTelt ¢ 2 N1eT 1 B3pOCAbIX.

/MevaTb: HOTAPUYC *I. KAPNCTAL/

/Hagnuch oT pyku: KH 20.10.23/
/Mopnuck/
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5. MpoTuBONOKasaHus:

NHamBMAayanbHas HenepeHoCMMOCTb KOMMOHEHTOB COAEPXMUMOro 6annoHa.
[eTckuin Bo3pacT fo 2 ner.

Oco6ble ykasaHus:
EEDEMEHHOCTb N KOpMNeHne Tpyabo He ABNAKTCA NPOTUBONOKa3aHUAMMN,

6. Mo6OUYHbIe 3ahdeKThl
He BbIiBNEHDI.
7. Mepb NPejoOCTOPOXHOCTH

OcmMOoTpUTe MEANLMHCKOE N3Jenne 1 ero ynakoBky nepej npuMeHeHvem. He ucnonb3yiite MeguLUHCKOe nsgenne
B C/ly4ae HapyLlleHUs LesloCTHOCTU YNaKOBKH.

[na rapaHTUM Hagnexaliero Kayectsa MeAULUHCKOTO U3genus u MYHKUMOHUPOBAHUSA CUCTEMbl AO3UPOBAHUA HE
cnepyeT pas3bupaTb MegMUMHCKOE M3genne (Hanpumep, CHUMaTb aHAaTOMUYECKYIO HacagKy ¢ 6annoHa).

bannoH HaxoguTcsa Noj AaBfeHnem: MOXET B30pPBaTbCA MPU HarpeBaHuu.

- He npokanbiBaTb M He Harpesatb, fjaXKe Nocfie UCMoNb30BaHNA.

- flepxatb BAanu OT Tenna, ropsYnx NOBEPXHOCTEN, NCKP, OTKPLITOrO OFHA U APYTMX UCTOYHWKOB BOCMNAMEHEHNUS.
He KypuTb BO BpPeEMS UCMONb30BaHUS.

‘He nofBepratb BO3Ae/CTBMIO TeMMepaTypbl Bbilie 50 ®C.

- He nogBepratb BO34EACTBUIO COMTHEYHbIX NyUyeil.

- XpaHuTb B HefJOCTYNHOM /15 [eTeil MecTe.

8. MeToAbl U CPEACTBA OUYNCTKM

CpeAcTBO NpeAHasHauYeHo AN UHAWBMAYaANbHOTO NpUMeHeHWs. Mocne Kaxaoro NCnonab3oBaHuUs cpeacTBa
BbIMbITb @HATOMWUYECKYIO HACafKy TeMnao0i BOAON C MbIIOM W 3aTEM OMOMOCHYTb.

9. MNopAapok pa6boThl

MpombiBaHMe MNOMOCTM HOCAa MPOBOAAT MO Mepe Heo6XOAMMOCTU, B CpefHEM 2-4 pasa B [€Hb, npw
Heo6X04MMOCTHN yYalle. JAUTeNbHOCTb W KPaTHOCTb MPUMEHEHUS CPeACTBa He OrpaHUYeHbl.

BaxHo! BO BpeMs BbINOSHEHMS MpPoOLEAYpbl YeN0BEK, KOTOPOMY MPOBOAAT MPOMbIBaHUE, He JO/KEH AeNnaTb
B/I0X, Pa3roBapuBaTh UM KpUyath.

Ons peteid ¢ 2-x net/

MpombiBaHWe Hoca y peGeHKa MPOBOAAT NPW BepTUKaNbHOM MOMIOXEHUN Tena, Nyywe CUAA Ha pyKax y
B3pocnoro. Mpu aTom ronoBa pebeHKa J0/MKHA pacnonaratbca NPAMO U 6bITb HECKONLKO HaknoHeHa Bnepef (puc. 1).
Cnepunte, 4To6bl peb6eHOK He 3anpoKWAbiBan ros0By Has3az BO BPEMSA MPOMbIBAHUA.

1. CHMMUTe 3aWUTHbIA KONNA4yoK nepej MCNonb3oBaHWeM. [pu nMepBOM MPUMEHEHWM MOXEeT MoTpeboBaTbCA
HECKO/NIbKO pa3 HaXaTb Ha aHaTOMMWYECKYK HacajKy [0 Hadyana pacnbliieHus cpefctea. BcTaBbTe aHAaTOMUYECKYHO
HacaZiky B MpaBylo MoA0BMHY Hoca (puc. 2).

2. HaXXMuUTe Ha Hacagky W yfepXuBaiTe B TeYeHMe HECKONbKUX CeKyHA, Takum 06pasom, NpombiBas npaByto
nonoBuHy Hoca (puc. 3).

3. Ypanute ocTaTKu NPOMbIBaOLLEA XNAKOCTU MyTEM BbICMapKMUBaHUS.

4. TMpoBeAnTe aHaNOTMYHYI MpoLefypy € NeBO NOMOBUHON HOCa.

5. Mpu Heobxo4MMOCTHN MOBTOPUTE NpPOLEAYpPY.

/MevaTb: HOTAPWYC *I. KAPNACTNA/
/Hagnucb oT pykn: KH 20.10.23/
/Mopnucb/
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Puc. 1

Ona B3pocnbiX.

NPOMbIBaAHWE HOCA Y B3POC/bIX MPOBOAAT MPU BEPTUKANLHOM MONOXEHUWU Tena (cmaa unm ctod). MNpu atom
ronosa [O/KHa pacnofiiaraTtbCAd NPAMO W ObiTb HECKO/IbKO HaknoHeHa Bneped. CneauTe 3a Tem, 4TO6bI BO Bpems
NPOMbIBaHUS roa0Ba He 6blna 3anpoKUHYTa Hasag (puc. 4).

1. CHMMUTe 3aWUTHBLIA KONNa4yoK mepes Mcnonb3oBaHWem. pn NepBoM MPUMEHEHUM MOXeT noTpe6oBaTbCs
HECKONbKO pa3 HaxaTb Ha aHaTOMWYEeCKYH HacagKy [0 Hayana pacnblneHus cpefctBa. BcTaBbTe aHAaTOMMUECKYHO
HacafKy B MpaByl NOM0OBUHY Hoca (puc. 5).

2. HaxXmuTe Ha HacagKy W yaep>XuBaiiTe B TeYeHME HECKOMbKMUX CEKYHSA, TakKuM 06pa3om, NpoMbIBas NpaByto
nonoBuHY Hoca (puc. 6).

3. YpanuTe ocTaTKn NPOMbIBatoLL el XXNLKOCTU NyTeM BbiCMapKuBaHus (puc. 7).

4. MNpoBeanTe aHaNOrMYHY0 Npoueaypy C 1IeBOl MONOBUHON HOCA.

5. Mpn Heo6X0ANMOCTM NOBTOPUTE NPOLESYPY.

Puc. 5 Puc. 6 Puc. 7

10. YcnoBus NpUMEHEHUs, XpaHEeHUs1 N TPAHCMOPTUPOBKU

Mpwn co6nofeHUN YCI0BUIl XpaHEHUS CPOK FTOAHOCTU MeAULMHCKOTO U3LeNus cocTaBnseT 3 roga.

He npvMeHATb Mocne UCTEYeHUA CpoKa rogHOCTU.

XpaHuUTb U NpuMeHATb npu TemnepaTtype oT 15 °C go 30 °C npu BnaxHocTu He Bbliwe 70%. XpaHutb B
HefOCTYNHOM AN AeTell mecTe. Bepeyb OT Harpesa.

MeguunHcKkoe un3fenne TPaHCMOPTUPYIOT BCEMU BMUAAMU TpaHCMNoOpTa B KPbITbIX TPAHCMOPTHbLIX CPeACcTBax B
COOTBETCTBUM C NpaBunaMu nepeBo3ku y30B, ANCTBYIOWMUMK Ha KaXAOM BUAe TpaHcnopTa. TemnepaTypa OKpyXatoLl el
cpefbl Npu TpaHcnopTuposke 0T - 20 °C go + 40 °C. BNaxHOCTb He 6onee 80 %.

Mpu TpaHCNOPTUPOBKE 136eraTb NOBPEXAEHNA KAPTOHHbIX KOPOOOB.

/MevyaTb: HOTAPUYC ~I. KAPNCTAL/
/Hagnuch oT pyku: KH 20.10.23/
/Mopnuck/
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n. [llopagok yTunnsaymn

MeZaWLMHCKOE n3genne yTuam3upyeTcs B COOTBETCTBUM C A€ACTBYIOLMM 3aKOHOAATE/IbCTBOM Ha MOMEHT YTU/N3aL UK
Ha TeppUTOPUK CTPaHbI, B KOTOPOI 06pallaeTcs AaHHOe MeAULUHCKOoe n3genmne. Knacc onacHoCTM MeuLMHCKUX 0TX040B —
A.

12. MpownssoanTenb / MecTo Npon3BOACTBA

«AypeHa JlabopaTopuc 3t bux», LLBeyna / Aurena Laboratories AB, Sweden

Fjarrviksvagen 22, SE-653 50 Karlstad, Sweden/®bappeukceareH 22, SE-653 50 Kapnctag, L seyuns
www.aurena.se,www.bagonvalve.com

Ten.: +46 54 44 44 800, e-mail: contact@aurena.se

13. YNOo/MHOMOYEHHbI NpeAcTaBUTENb MPOU3BOAUTENS Ha TeppuTOpPUM Poccuiickoii deaepauun

AO «Hwmxdapm», Poccus

603105, r. HuxHuit Hoeropog, yn. CanraHckas, g. 7
Ten.: +7(831)278-80-88, dakc: + 7 (831) 430-72-28
E-mail: med@stada.ru, agpec caiita: www.aqualor.ru

14. FapaHTMiiHbe 0693aTenbCcTBa

Mpon3BoaMTENb FapaHTUPYeT CTepUNbHOCTb MeAMUMHCKOrO W3fenns, a TakXKe ero COOTBETCTBUE TpPe6oBaHMAM
MEXAYHapOAHbIX N HALMOHANbHbIX CTaHAAPTOB B TeYeHWe BCEro CPoKa ro4HOCTY MEAULMHCKOTO U34eNnns npu ycnosum
COGNI0A€HMSA NPABUA TPAHCMOPTUPOBAHUS, XPaHEHUS U YCNOBWIA 3KCNyaTalynm, yCTaHOBIEHHbLIX NPON3BOAUTENEM U MPU
MCNONb30BAHUN B COOTBETCTBUM C UHCTPYKLMEN MO NPUMEHEHWIO.

15. PacwmgppoBKa CUMBONOB Ha YyNaKoBKe

M3roToBuTENb PaanauunoHHas
STERLE cTepunusaums
Wcnonb3oBaThb 40 Koa napTtum

LOT

[aTa n3rotosneHus

3amecTUTeNb UCMONHUTENLHOTO AMpeKTopa
«AypeHa Jlabopatopuc 3it Bu» AHpepc bapeg
/MevaTb: «AypeHa JlabopaTopuc Jii bu» *KapncTag, Weeuna *«AYPEHA JTABOPATOPWUCx»/

/WTamn: NOANMNCAHO B MOEMIMPUCYTCTBNIA

/Mognucs/

KpucTunan HunbccoH

HoTapuyc, ropog Kapncrag

YcTaHoB/eHNe IMYHOCTU; O BOAUTENLCKOE YA0CTOBEPEHNe O NacnopT O YAOCTOBEPEHNE TIMYHOCTN

Homep: 6e3 Homepa W Kog ynthpoBoro ya0cTOBEPEHUS NIMYHOCTU, BblAaHHbI 6aHKom (Bank ID)
20.10.2023/

/MevaTs: HOTAPUYC *I' KAPJICTAL/
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MepeBog Ta BbIMO/IHEH NepeBOAYMKOM MantoLwoBo AHHOW AHAPEEBHOM

Poccuitckas ®epepaumns
Mopos MockBa
TpuauaToro Hosbps ABe ThiCAYM ABajLATb TPeTbero roga

f, Bepemunii HOnus WropesHa, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYIO MOAAMHHOCTL MOAL
nepeBogynka MantoLwoBoil AHHbI AHAPEEBHbI.

Mognwuck caenaHa B MOEM NPUCYTCTBUMN.

JlnyHocTb NognucasLlero 4OKYMEHT YCTaHOBEHA.

3apeructpu O77/2194-H/77-2023- ]

YnnayeHo 3acose HoTa”anbHOro geicteus: 400 py6. 00 kon.

HO.N.

ro NpOLHYpPOBaHO, MPOHYMEPOBAHO
ckpenneHo nevatbto 13 nucTt(a)(oB)

HoTapuyc
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Poccuiickas ®epepayns
Mopog MockBa
JeBATHajLaTtoro mapra ABe ThiCAYM ABajLAaTb YeTBEPTOro roga
A, Panbko Bacunuii BacunbeBu4y, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
BEPHOCTb KOMUU C NPeLCTaBNEHHOro MHe JOKYMEHTA.

3apernctpupoBaHo B peecTpe: No 77/468-H/77-2024-9-642.

YwiiiieHO 3a coBeplLeHMe HoTapuanbHoro genctens: 1300 py6. 00
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