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INSTRUCTIONS FOR USE
OF A MEDICAL PRODUCT

Cure for nose cavity lavage «<NATUMA Aquastandard 125 ml» for children and
adults,

manufactured by YS LAB, France

Siege Social: YSLAB - 2 rue Felix Le Pantec - 24000 QUIMPER- FRANCE
SAS au capital de too 000 Euros - RCS Quimper 433 203 593 - Code APE 20427

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



1. Main Characteristics

Description: Cure for nose cavity lavage «<NATUMA Aquastandard 125 ml» for children and adults is
an aerosol product in pressurized metal container with internal protective anti-corrosion coating, with
anatomy nose sprayer and plastic cap.

It contains a clear colorless and odorless with slightly salty taste, which is a sterile seawater solution (100
ml contain 30-33 ml of natural sea water) with isotonic NaCl concentration of 8,7-10,2 ¢g/1 and all active
substances and microelements of seawater: K, Mg, Na, Ca, Cl, Se, I, Zn, Cu, Fe, Ag.

The product doesn’t contain any conservants. It is not a drug.

Designed for babies from 6 months and adults.

2. Technical Specifications
Technical and functional characteristics of the product are provided in the table below:

Name of Description

characteristic

Product description Aerosol in pressurized metal container with internal protective anti-

and design corrosion coating.. A four-layer bag with content and a special nonreturn
valve maintaining sterility of the content during the whole term of use by
preventing backflow of content and penetration of ambient air into the bag is
placed inside the container.

Package materials Container - aluminum (ALU 8); bag with nonreturn valve: four-layer
bag - polypropylene (PP 75)-polyamide (OPA 15)-aluminum foil (ALU
8) - polyester (PETP 12); valve body - polypropylene (HJ 325MO);
valve: piston - polyacetal resin (POM Kepital F2503); spring - stainless
steel (AISI 316); inner liner - natural rubber (DB 219); external liner -
butyl (U 133); valve cup - aluminum (ALU 8); nose piece -
polyethylene (PE HE7541); cap - polypropylene (PP RF830MO).

Product form Nasal spray

Size (mm) Balloon (h-148+l; d-45+l), cap (h-33%l; d-33zl), diffuser (h-38zl; d-

h-high; d-diameter 34+1)

Balloon volume (ml) 125

Weight with cap (9) 169+5

Description of Clear colorless and odorless liquid with a slight salty taste, being a sterile

contents sea water solution (100 ml contain 30-33 ml of natural sea water), with
isotonic NaCl concentration

Contents composition  natural sea water 30 %, purified water 70 %

pH 6.0-8.5

NaCl content (g/1) 8.7-10.2

Storage conditions Keep in a dry place protected from direct sunlight at +5 °C to +25 °C.
Keep out of the reach of children.

Sterility Sterile. Irradiation sterilization. Maintains sterility during the whole
period of use.

The quantity of > 120.0

extracted substances

volume (ml)
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Relative density at 20
OC (density solution)
ml

Source of raw
materials for the
aerosol, of which the
manufacturer allows
the preparation ofa
medical device
Maximum pressure
for unclosing of
aerosol valve
Allowable steam
leakage through seal
of nipple

Stability to axial force
of compression
(opening/closing)
Spray head’s nozzle
pressure

Force of tube removal
off pocket shank
Internal burst
pressure

Withstand the internal
pressure of balloon
without causing
permanent
deformation

The material of
internal protective
anti-corrosion coating

Outer balloon coating

1.000- 1.010

Nitrogen,

Sea water from the North of Brittany on the Pink Granite Coast (Cote de
Granit Rose), in the Cotes d'Armor department, in Pleumeur-Bodou, on
the island '‘lie Grande” (22560), more than 22 meters deep.

Purified water

should not exceed 40 N (4 kp)

should not exceed 0,1+0,05 cm3 during 6 hours under pressure
(1,20*0,05) MPa

Aerosol valve should withstand axial force of compression not less 150
N (15 kp) during 500 work cycles (opening/closing)

Spray head’s nozzle should withstand pressure without falling out:
Plastic nozzle - (1,00+0,05) MPa

Not less 60 N (6 kp). Allowable gap between tube’s back and pocket -
no more 0,8 mm.

15 MPa

1,2 MPa;

t

Internal coating: SISTIAGA® 1420-14 Aluminum Container Coating is
a pigmented epoxy phenolic based lacquer for use in monobloc aerosol
cans. The material has protective and anti-corrosion effect. The coating
is fully cured and solid.

The value of electrical current flowing through the coating is not more
than 20 mA

The outer balloon coating is chemically resistant and resistant to hot
water.

Mark of outer balloon coating’s material is a paint SWS 13-POM
WeiZbatch 50, Item-No. 91-01449, manufacturer is GRAFE Color
Batch GmbH, Germany.

Siege Soda!: YSLAB - 2 rue F6Ux Le Dantec - 20000 QUIMPER- FRANCE
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3. Intended use

Cure for nose cavity lavage «<NATUMA Agquastandard 125 ml» for children and adults is intended
for the prevention and treatment of acute respiratory viral infections, influenza, acute rhinitis (including
allergic), sinusitis, during exacerbation of chronic rhinitis, dryness of the mucosa of the nasal cavity
(subtropical and atrophic rhinitis), preparation of the nasal cavity to the application of drugs, and also for
the daily hygiene of the nasal cavity.

Cure for nose cavity lavage «<NATUMA Aquastandard 125 ml» for children and adults has the following
properties:

- thoroughly flush all parts of the nasal cavity and nasal pharynx actively clearing them from bacteria,
viruses, allergens, crusts, mucus, dust particles;

- induce a beneficial effect on the nasal mucosa and nasal pharynx, reduces swelling of the nasal mucosa
and nasal pharynx, helps to restore nasal breath;

- induce the moisturizing effect, relieves irritation;

- reduces the risk of complications after surgery in the nasal cavity and paranasal sinuses;

- helps to maintain normal physiological condition of the nasal mucosa and nasal pharynx;

- enhances the therapeutic efficacy of drugs applied to the nasal mucosa, reduces the need for their use
and side effects.

Conditions of use: for individual use and in health care institutions.

4. Indications and contraindications:

Indications for use:

Prevention and treatment of acute and chronic inflammatory diseases of the nasal cavity, paranasal
sinuses and nasal pharynx (infectious, allergic, atrophic):

- acute and chronic rhinitis (including allergic and vasomotor),

- acute and chronic sinusitis (including antritis),

- acute and chronic adenoiditis,

Prevention and treatment of acute respiratory viral infections and influenza,
Preparation of the nasal cavity to the application of drugs,
Prevention of colds during epidemics,
Daily hygiene of the nasal cavity and nasal pharynx,
Hygiene after surgery in the nasal cavity, nasal pharynx and paranasal sinuses.
Contraindications:
Individual intolerance to the components of the container contents.
Special instructions:
Pregnancy and breastfeeding are not contraindications.
Side effects are not identified.

5. Preparation for work and operation of the product

For infants from 6 months to 2 years:

The nasal lavage is performed in the supine position (Fig. 1):

Turn the child's head to one side.

Insert the can’s nozzle into the nasal passage on the top. Rinse the nasal cavity for several seconds.
Remove residual rinsing liquid with an aspirator. Repeat the procedure if necessary.

Perform the procedure with another nasal passage.
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Fig-1

For children older than 2 years and adults:
The nasal lavage for children older than 2 years and adults (Fig.2):

- Turn the head on one side.
- Insert can’s nozzle into the nasal passage on the top. Rinse the nasal cavity for several seconds.
- Remove residual rinsing liquid with an aspirator/ for a child to blow his nose. Repeat the procedure if

necessary.
- Perform the procedure with another nasal passage.

Fig.2

For daily hygiene:

Flush each nasal passage 2-3 times a day (morning and/or evening).
Rheum:

Flush each nasal passage 4-6 times a day (frequently if it is necessary).
To Prevent The Common Cold:

Flush each nasal passage 3-4 times a day.

6. Sanitization indications: process the nose sprayer by solution of ethyl alcohol before application of
the medical device.

7. Packaging and labelling

Metal container with internal protective anti-corrosion coating, with anatomy nose sprayer and plastic
cap in cartoon box with leaflet describing the usage of MD.
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Marking
Cartoon box
Marking Meaning
0 125ml 210 Net weight 125 ml
Cl/] Refer to the instructions for use
= Fabriqup par: Yadb Name and the address of manufacturer
2, e Felix Le Dantec
29000 Quirper - Fane
C< LO459 Code of products’ certification in the European Union
Batch code

Expiry date (indicated on the box’s bottom)

T T
8HNLE Has been sterilized
V] J

Packing from cartoon

PAP

b |-|: Selfrecycling (do not contaminate the environment)
Non-toxic material

Eﬂt The Unified Mark of products on the market of states - members of
the Customs Union

Warning: Pressurized container:
may explode when heated. Keep away
from heat, sparks, open flames, hot
surfaces. No smoking. Do not pierce or
burn, even after use. Protect from Features of use and storage
sunlight. Do not expose to temperatures
exceeding 50 O C. Keep away from
chilg™yn. Store at temperatures between
+5 \Zto +25 OC,
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Metal container

Marking

<* 125ml 210

| Feorique par' Yslab
2 e Fdix Le Dantec
I 29000 Quiner - Frane

3
C € 0459

STERILE

ALU pp

o

n

ERE

Warning: Pressurized container: may explode
when heated. Keep away from heat, sparks, open
flames, hot surfaces. No smoking. Do not pierce or
bum, even after use. Protect from sunlight. Do not
expose to temperatures exceeding 50 ° C. Keep
away from children. Store at temperatures between
+5 0Cto +25 OC.

Meaning

Net weight 125 ml

Name and the address of manufacturer

Manufacture date

Code of products' certification in the European
Union

Batch code

Expiry date (indicated on the box's bottom)

Has been sterilized

Packing from aluminum (container) and plastic
(nozzle and cap)

Selfrecycling (do not contaminate the
environment)

Non-toxic material

The Unified Mark of products on the market of
states - members of the Customs Union

Features of use and storage

Siege Social: YSLAB - 2 rue Ffelix Le Dantec - 29000 QUIMPER- FRANCE
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It is also prescribed on the metal container:

- The name and address of the manufacturer, the country;
- The product name in English and Russian languages;

- The indications of the product;

- The application mode;

- Supply conditions from the pharmacies;

- Number of the registration certificate

On the cartoon box:

- The name and address of the manufacturer, the country;
- The product name in English and Russian languages;

- The indications of the product;

- The application mode;

- Supply conditions from the pharmacies;

- Address for the claims submission;

- Number of the registration certificate

8. Rules of storage, transportation, waste disposal.

Shelf life of the product - 3years. Use before the date labeled on the package.

Store the product at the temperature from +5°C to +25°C, in a dry place protected from direct sunlight.

Keep out of the reach of children.

Cure for nose cavity lavage «<NATUMA Aquastandard 125 ml» for children and adults can delivered
by any kind of transport in covered vehicles in accordance with the current rules of this mode of transport
at a temperature within the range of from +1 °C to +40 °C.

Cure for nose cavity lavage <NATUMA Aquastandard 125 ml» for children and adults refers to Class A
of medical waste classification in accordance with SanPiN's sanitary - epidemiological rules and norms
2.1.7.2790-10.

Cure for nose cavity lavage «<NATUMA Aquastandard 125 ml» at the end of shelf life is disposed with
other industrial waste in accordance with applicable national legislation.
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9. Manufacturing organization, warranty
The product is manufactured by YS LAB, Le Forum, 2 rue Felix Le Dantec, QUIMPER 29000,

France.
Quality of Cure for nose cavity lavage «<NATUMA Aquastandard 125 ml» for children and adults and

production facilities of YS LAB, France comply with all international quality standards, which is
confirmed by the ISO 13485:2012 certificate Ne12656 Revision 5 and declaration of compliance for the

product.
The manufacturer guarantees the quality of the product during the shelf life.
On the territory of the Russian Federation all the claims to quality must be send to FarmaStar Co., Ltd.,

104005, Moscow, 2-ya Baumanskaya street, building 7, str. 1A, tel. 8 495 969 21 84.

General Director

Hemon Mark

......
..........
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.
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MepeBoj C aHIIMIICKOTO U hpaHLy3CKOTO S3bIKOB HA PYCCKUIA 3bIK

NHCTPYKLS MO NPUMEHEHUIO
MEAVLUMHCKOrO U3AENNSA

CpeAcTBO A4N15 NPOMbIBaHMA MOMOCTU HOCA ANA AeTeil 1 B3pOoC/biX «HaTtyma
AkBactaHaapT» 125mn1 (NATUMA Aquastandard 125 ml)
npounssoactea «MC JTIAB», ®paHyus

LTamn: «AC NAB»

pto denunke né flaHtek 2

29000 Kemnep

Ten. 02 98 53 30 03 / dakc 02 98 94 87 37

3apernctpupoBaHo B TOproso-npombiineHHoMm peectpe Kemnepa 3a Ne 433 203 393
Mognuce

LLTamn: HacToswmm cBUAeTeNbCTBYIO MOA/MHHOCTL nognucu r-Ha Mapka XemoHa.
MaTp VMB-Mapwu lNyaTeBuH, HoTapuyc

29100 OyapHeHe

31.03.2016 .

Moanuck

HOpuanyeckuin agpec: «NC JTAB» - pto denuke né JaHTtek 2 - 29000 Kemnep - ®paHuyms
KomnaHwusa ¢ kanvtanom 100 000 EBpo - 3apeructprposaHa B TOproso-npomblILLieHHOM peectpe Kemnepa 3a Ne 433 203 393 - Kog,
OCHOBHOIi AeATeNbHOCTY Npeanpustus (APE) 20427
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1. OCHOBHbIE XapaKTePUCTUKHN

OnwucaHune: CpefCTBO AN NPOMbIBAHMSA NMONOCTU HOca ANA AeTeil u B3pocnbiX «HaTyma AkBacTaHZapT»
125mn (NATUMA Aquastandard 125 ml) npeactaBnsieT co6oii aspo3o/ib B METa//IMYECKOM 6GannoHe Mof
[AaBMIEHNEM C BHYTPEHHUM 3alUTHbIM aHTUKOPPO3UOHHBLIM MOKPLITUEM., C aHaTOMUYECKOIM Hacagkon Ans
HOCa U NIacTUKOBbLIM KonnavykoM. CogepXkumoe 6annoHa - npo3padHas 6ecuBeTHas XUAKOCTb 6e3 3anaxa,
CO €n1aboconeHbIM BKYCOM, SBAAKOLWAACA CTepU/ibHbIM PacTBOPOM MOPCKOM BOAbl, C W30TOHWUYECKOWA
KoHUeHTpaumein NaCl.

He cogepXuT KOHCepBaHTOB. He ABNAeTCA NeKapCTBEHHbIM CPEeACTBOM.

MpeHasHaveHo A4n1a rpyAHbIX AeTel ¢ 6-TU MecALEeB M B3POC/bIX.

2. TexHwudeckas cneungukauuns

TexHUueckme 1 QYHKLMOHaNbHbIE XapaKTEPUCTUKM:

HaumeHoBaHWe napameTpa OnucaHune
OnvcaHne 1 yCTPOCTBO A3p0301b B META/I/IMYECKOM 6asiIoHe Nog AaB/IEHVEM C BHYTPEHHUM
n3genus 3alWMTHBLIM  @aHTMKOPPO3WOHHLIM  MOKPbITUEM. BHyTpb  6ansioHa

NMoMeLleH MeTa/INYECKUIA MakeT C COLEPXUMbIM, CHabBXeHHbIN
cneunanbHbIM  OLHOCTOPOHHMM  K/arnaHOM, KOTOPbIA COXpaHseT
CTEPWNbHOCTb  COLEPXKMMOro B TeyeHwe  BCEro  nepuopa
MCMoMb30BaHNA  NyTeM  MNpeaynpexzgeHus  obpaTHOro  Toka
COLEPXMMOro ¥ MpefoTBpalleHns nonagaHus  OKPY>KaroLero
BO34yXa BHYTPb MakeTta.

Martepuasnbl ynakoBku BannoH - anomuHuin (ALU 8); nakeT ¢ OAHOCTOPOHHUM K/anaHoM:
YeTbIPeXC/ONHbIN nakeT - nonunponuned (PP 75)-nonnamng (OPA
15)-antomunHmeBan onbra (ALU 8) - nonuactep (PETP 12); kopnyc
KnanaHa - nonunponuneH (LW 325MO); knamaH: MOpLeHb -
nonvauetans (POM Kepital F2503); npyxuHa - HepxaseroLlas
ctans (AlSl 316); BHYTpeHHAs npoknagka - kaydyk (DB 219);
BHeWHAsS npoknagka - 6ytun (U 133); yawa knanaHa - antoMUHUIA
(ALU 8); wHacagka - mnonuatuned (PE HE7541); konnauvok -
nonunponuned (PP RF830MO).

dopma Bbinycka Cnpeil Ha3a/IbHbIN

Mabaputbl (MM) 6annoH  (h-148+l; d-45+l), «konmayok (h-33xl;  d-33zl),

h-BbicoTa; d-guameTp pacnbinutens (h-38+l; d-34+1)

O6bem HanosHeHns (Mn) 125

Macca ¢ konnaykom (r) 169+5

XapakTepucTtuka Mpo3payHas 6GecuBeTHas XWAKOCTb 6e3 3amaxa, Co CnabocoseHbIM

COAEPXKMMOro BKYCOM, SBMAIOWAACA CTepUIbHbIM PacTBOPOM MOPCKOW BOAbl, C
M30TOHMYECKOW KOoHLUeHTpauueli NaCl

CocTaB cofep>xxnumoro HaTypanbHas mopckasa sofa 30 %, ouunwieHHasa soga 70 %

CopgepxxaHue xumunyecknx  Hatpwuid, Na (mr/n) - 10750.0

3/1EMEHTOB B MOPCKOW Boge MapraHeu, Mn (mkr/n) - 9
Xnop, C1 (mr/n) - 19780
Bpom, Br (mr/ n) - 67
Maruuii, Mg (mr/ n) - 1290
Kanbuuia, Ca (mr/ n) - 404
Kanuit, K (mr/ n) - 403
Vog, | (mr/n) -2

pH 6,0-8,5
CopepxaHue NacCl (r/n) 8,7-10,2
YCnoBums XpaHeHus XpaHUTb B CYXOM M 3aLUULLEHHOM OT MPSIMbIX COTHEUHbIX NTy4eit

MecTe Npu KOMHaTHOM Temnepatype oT +5 °C go +25 °C, B
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CTtepunbHOCTb

BennunHa n3snekaemoro
ob6bema BellecTBa (Mn)
OTHOCUTE/IbHasA NNOTHOCTb
npn 20 ° C (NNI0THOCTb
pacTeopa)

VCTOUHUK Cbipbs Ang
BELLECTB aspo30ns, U3
KOTOPOro npou3BoaunTesnb
[LONyCKaeT NpuroToB/ieHne
MeAULMHCKOro n3genus

MakcumasnbHoe ycunme
Ha)xaTua Ans OTKPbIBaHUA
a3p030/1bHOr0 KnanaHa
Jonyckaemas
MWUKpPOYTeYKa rasa yepes
MecTa yn/j0THEeHNA
Hunnens

Y CTOMYMBOCTb K OCEBOMY
YCUNNIKO CXaTuA
(oTKpbIBaHME/3aKpbIBaHUE);

[JasneHue B (conno)
pacnbIINTENbHON FO/I0BKMU;
Ycunne cHATUA Tpy6Km C
XBOCTOBMKA KapMaHa
PaspyLiatoLiee BHyTpeHHee
[aBfieHue;
Bbigep>kvsaemoe
6a/II0OHOM BHYTpEHHee
[aBfieHNe, He Bbl3blBatoLLee
0CTaTOYHON aethopmaumnm;
Martepuan BHYTpPeHHero
3alnTHOoe
aHTMKOPPO3MOHHOE
NOKpPbLITUA 6asiNoHa;

BHellHee noKpbITUe
6anoHa;

HeAOCTYNHOM ANst AeTeid MecTe.

CTepunbHo. MeTo4 CTepunusauny  PagvoLMOHHBIA.
CTEPUNbHOCTb B TEYEHME BCEro Mepmoja 1cnosb3oBaHus.
>120.0

CoxpaHseTt

1.000- 1.010

A30T,

Mopckaa Boga ¢ ceBepa bpetaHu Ha Mobepexbe Po3oBoro MpaHuTa
(KoT-ge-IpaHuT Poys), B MNMnémép-bogy, B otgene Kot g’Apmop,, Ha
octpose "Unb-I'paHge" (22560), ¢ rnybuHbl 6osee, yem 22 meTpa
OunweHHasa soga

He JO/MKHO npeBbiwatb 40 H (4 krc)

He fo/mkHa npesbiwarts 0,1+0,05 cm3 B TeyeHue 6 4 Npu LaBfeHUN
(1,20*0,05) MMNa

A3p030/bHbIA KnanaH LO/XeH BblAepXXMBaTb 0CEBOE YCUINe CXKaTus
He MeHee 150 H (15 «krc). A3pO030/bHbIA  KnanaH [oskKeH
BblAepXmBaTb He MeHee 500 paboymx UWKNOB (OTKPbiBaHWME —
3aKpbiBaHMe)

Conno pacnbiNMNTENbHON TONM0BKW [LO/MKHO BbIAEPXMBATL AaBfieHNe,
He BbiNajas M3 ronoBku: nnactmaccosoe — (1,00+0,05) MIMa

He MeHee 60 H (6 krc). [lonyckaemblii 3a30p MeXAy TopuemM Tpy6Ku
N KapmaHoM — He 6onee 0,8 MM.

1,5 MMa

1,2 MMa;

BHyTpeHHee MoKpbiTMe: [MOKpPbITME ANS aNtOMUHWEBLIX €MKOCTEN
SISTIAGA® 1420-14 - 3TO NUIrMEHTMPOBAHHbLIA 3MNOKCUAHBIA Nak

Ha (DeHONbHOW OCHOBE [A/1  UCMO/Mb30BaHUS B MOHOBIOUHBIX
a’p0o30/IbHbIX  (hnakoHax. [OKpbITME 06M1agaeT 3alUTHBIM 1
AHTUKOPPO3UOHHbIM CBOViCTBaAMW. MoKpbITHE MONHOCTbIO

0TBepfeBLLee, CMNJIOLHOE.
BennunHa npoTekatoLLlero Yepes nNoKpbITUE 3NEKTPUYECKOr0O TOKa He
6onee 20 MA

BHellHee MOKpbITUE 6annoHa XWUMUYECKUM CTOMKOW M CTOIKOoe K
ropsuen Boge.

Mapka MaTepuana BHELIHEro MoKpbITUA GanoHa: Kpacka SWS 13-
POM Weiflbatch 50, Item-No. 91-01449, npoussoantess GRAFE
Color Batch GmbH, MepmaHnus.

3. HasHayeHue mMegULMNHCKOro n3fenus
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npefHaszHa4eHo A1 NPOMUNAKTUKM U KOMMIEKCHOro neveHus OPBUW (OCTpbIX PecrnupaTopHbIX BUPYCHbLIX
NHEKLMIA), rpunna, OCTPbIX PUHUTOB (B T.4. aNIeprmyeckoro), CUHYCUTOB, NP 060CTPEHMM  XPOHUYECKOrO
PUHWTA, CYXOCTW CAU3UCTOM NONOCTM Hoca (Cy6aTpoduyeckoM M aTpoPUUECKOM PUHUTE), NPW NOArOTOBKE
MOJIOCTM HOCA K HAHECEHWIO NIEKAPCTBEHHBIX CPEACTB, a TakxXe [N eXXe[HEBHON rMreHbl Noa0CTU HOCA.

CpefcTBO 418 MPOMbIBaHWA MOMOCTM HOca ANA feTeil u B3pocnbix «HaTtyma AkBacTaHfapt» 125mn
obnagaet cnefyroLWMy CBONCTBAMM:

- TLWAaTe/IbHO MPOMbIBaeT BCe OTZAe/bl MONOCTM HOCA U HOCOF/IOTKM, aKTMBHO O4YMLLas UX OT 6GaKTepuii,
BUPYCOB, a/fIEPreHoB, KOPOK, CNN3K, YacTul, nbiu;

- OKasblBaeT 6naronpuATHOE BO3MENCTBME HA CMM3UCTYHO 060/10YKY MOMOCTM HOCA W HOCOI/IOTKMU,
YMeHbLIaeT OTeK C/IM3UCTOM 060/104KM MONOCTA HOCa W HOCOrNOTKW, CMNOCOBGCTBYET BOCCTaHOB/EHUIO
HOCOBOIO [bIXaHWS;

- OKa3blBaeT YBNaXHSAOLLee AeliCTBUe, CHUMAET pasfpaxeHue;

- CHWKaeT pUCK pa3BUTUA OCNIOXXHEHWIA NOCNe onepawmin B MOSIOCTU HOCA U OKOIOHOCOBbIX Masyx;

- CNoco6CTBYET MOALEPXKAHUIO HOPMaNbHOr0 (PM3MONOrMYECKOr0 COCTOSHUA C/IM3UCTOM  060/104KK
MoJIOCTM HOCA M HOCOT/IOTKM;

- TMOBbILIAET TepaneBTUYECKY 3(M(EKTUBHOCTb /IeKAPCTBEHHbLIX CPeACTB, HAaHOCUMMbIX Ha CM3UCTYIO
MOMIOCTM HOCA, CHKAET HEOBXOAMMOCTb UX MPUMEHEHNSA M NO6OYHBIE 3((DEKTDI.

YcnoBus NpUMeEHEHUA: AN8 UHANBUAYANIbLHOTO NPUMEHEHUS U B YCIOBUAX MESULMUHCKUX YUPEXIEHWNA.

4. TlokasaHMsa 1 MPOTUBOMNOKA3aHUA K NPUMEHEHNIO:

lMoKaszaHUs K NPUMEHEHNIO:
MpodunnakTka M KOMIM/IEKCHOE JledeHUe OCTPbIX U XPOHUYECKUX BOCMAUTENbHLIX 3a60/1eBaHui
MOJIOCTU HOCA, OKOSIOHOCOBbIX Ma3yX U HOCOTNMOTKN (MH(EKLMOHHDBIX, a/ifIEPrMYecKnX, aTpoPpuyeckmx):
- OCTPble U XPOHUYECKME PUHUTBI (B TOM YMC/ie anfieprmyeckuii U Ba3oMOTOPHbIN),
- OCTPble U XPOHNYECKME CUHYCUTLI (B TOM YMC/e raiMopuT),
- OCTpble Y XPOHNYECKME aIEHONANTI,
- CYXOCTb C/IM3UCTOI NONOCTM HOca (Cy6aTpothMyecKnin n aTpoPUUECKniA pUHNT).
MpodunnakTrka 1 KomnaekcHoe nedyeHne OPBW v rpunna.
MoAroToBKa MOMOCTN HOCA K HAHECEHMIO JIEKAPCTBEHHBIX CPELCTB.
MpohmnakTKa NPOCTYAHbIX 3a6071€BaHNI B MEPUOL, aNnLeMUA.
EXXefjHeBHas rurvieHa nosocTn Hoca v HOCOT/I0TKM.
MMrueHa nocne XMpypruyeckmnx BMeLLaTesIbCTB B MOJIOCTU HOCA, HOCOT/IOTKM 1 OKO/IOHOCOBbIX MasyX.

MpoTMBOMNOKa3aHMS K NPUMEHEHWIO:
NHanBuayanbHas HeNMepeHoCKMOCTb KOMMOHEHTOB COAEPXXMMOro 6anoHa.

Ocobble yKazaHus:
BepeMeHHOCTb M NaKTaLMOHHbIA Neprof He ABNAOTCA MPOTMBOMOKA3aHNSAMMN.
B03MOXHble MO6OYHbIE AEACTBMS OTCYTCTBYHOT.

5. TMogrotoBKa K paboTe 1 NOPALOK NPUMEHEHUS:
Cnocob npumeHeHUA: VIHTpaHa3anbHo.

[na rpyaHbIx geTeli ¢ 6-Tn MecALeB Ao 2-X NeT:

MpomblBaHWe Hoca y pebeHKa paHHero BospacTta NPoBOAUTCA B MONOXeHUU fiexa (Puc. 1):

- MOBEPHYTb ron0By pebeHKa HaboKk;

- BCTaBUTb HAaKOHEYHUK 6asiioHa B HOCOBOW XOf, HaxXOAALMIACA CBEPXY, B TEYEHNE HECKONbKUX CEKYH[,
NnpombIBaTb HOCOBYHO MONOCTb;

- YAa/IUTb OCTaTKM MPOMbIBAIOLLEN XMAKOCTY NPU MOMOLLY acrnpatopa, Npy He0BXOAMMOCTH NMOBTOPUTL NPOLELYpY.
MpoBecTn npoueaypy C APYrMM HOCOBbLIM XOLOM.
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Puc. 1

[nsa peteli cTaplie 2-xX NeT 1 B3pOC/bIX:

MpombiBaHMe HOca Y AeTeid cTapwle 2-x neT u B3pocbix (Puc. 2):
- HAaKNOHWUTbL rON0BY HAbOK;

- BCTaBMTb HAKOHEYHMK 6af/IoHa B HOCOBOIA Xxona, H&XO,EI,FILLI,I/IVICFI CBEPXY, B TEHEHNE HECKO/IbKNX CEKYH[,
MPOMbIBaTb HOCOBYHO MOJIOCTb;

- YAaNUTb OCTaTKM NPOMbIBAKOLLEN XUAKOCTY NPX NOMOLLYM acnmpaTopa Y pe6eHKa/BbICMOPKaTbCs, Npu
Heo6X0AMMOCTI NOBTOPUTL MpoLeaypy. MpoBecTn npoueaypy € APYTM HOCOBbIM XOAO0M.

Puc. 2
Ona exkeqHEBHOWN rMIUeHbl:

MpoMbIBaHUE KaXk0ro HOCOBOro xoaa 2-3 pasa B AieHb (YTPOM U/Unn Bedepom).

Mpn HacMopkKe:
MpoMblBaHME KaXKA0ro HOCOBOro xoa 4-6 pa3 B fieHb, NpY HEO6XOAUMOCTM MOXHO Yalle.

B uenax npomnakTUku HacMopka:
lMpomMbiBaHMe KaXKA0oro HOCoBOro xoga 3-4 pasa B feHb.

6. YKasaHusA Mo caHMTapHOW 06paboTKe: nepes MCNONb30BAHMEM MeAULMHCKOIO MU3genus

06pa6oTaTb aHATOMUYECKYHO HacafKy KUMSATKOM M60 pacTBOPOM 70-MPOLEHTHOIo 3TUI0BOTO
cnupTa.

7. YnakoBKa U MapKMpoBKa

MeTannmyeckunin 6annioH, CHabXXeHHbIi aHaTOMWYECKO HacagKol Ans Hoca M NAaCTUKOBLIM KONMavykoMm B
KapTOHHOW KOPO6Ke C MHCTPYKLMEN N0 NPUMEHEHUIO MEeAULMHCKOrO U3Aenns.

TakxXe NponucbiBaeTcs Ha 6ansoHe:

Ha3BaHue W aapec GUpMbI-NPOU3BOANTENS, CTPAHA;
Ha3BaHue W3eNnst Ha PYCCKOM W aHT/IMIACKOM S3bIKE;
- Ha3HayeHWe n3genus;

- crnocob nNpuMeHeHus;
- YCNOBMA OTNYCKa 13 anTek;
- Ne perncTpaumoHHOro ya0CTOBEPEHUS;
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Ha KopobKe:

- Ha3BaHWe 1 agpec YUPMbI-NPOU3BOAUTENSA, CTPAHA;

- Ha3BaHWe U3JeNns Ha PYCCKOM W aHTIMACKOM A3bIKaX;
- Ha3HayeHve n3genns;

- CNoco6 NpUMeHeHMs;

- YCNoBWS OTMyCKa U3 anTek;

- agpec npvema npeTeH3nii;

- Ne permcTpaLMoHHOro y40CTOBEPEHNS;

MapkupoBKa
KapToHHas Kopobka

Mapknposka 3HaueHve
0 125 ml 210 Bec HeTTO 125 Mn
Cl/l O6paTnTech K MHCTPYKLMMU MO NMPUMEHEHUIO
m Febriqe par: Ysib HavmeHoBaHWe 1 agpec npounsBoaMTENs

2, ne Fdix Le Dantec
m 29000 Quimper-France

Kog ceptudumkauun npogykumnv B EBponelickom Cotose

C C 0459
nan
- Kog naptuu
OKOHYaHMA CpoKa rogHoCTN (YKa3blBaeTCsA Ha fHe KOpPOoOKM)
r 1
STERILE Bb110 NOABEPrHyTO CTEpUAN3aLUN
L J
MapKnpoBKa YNakoBKN 13 KapToHa
PAP
i f CamocTosTelbHas yTunmn3aumua (He 3acopaiTe OKpyxxatoLyo cpesy)
I I I HeToKCUYHbI MaTepuran
)K EauHbIA 3HaK obpalleHns NpoAyKLUM Ha PbIHKE rOCYAapCTB - Y/IEHOB
TamoxeHHoro Coto3a
BHUMaHMe: epmeTUYHbIN

KOHTEHEP: MOXET B30pBaTbCcs Mpu
HarpeBaHMM.  XpaHuWTb  BfamM  OT
WCTOYHMKOB Terna, WCKP, OTKPbITOro
OrHs, ropsiumx MOBEPXHOCTEIA.

OCOGEHHOCTM MCMOJb30BAHNS 1 XPaHEHNS
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KypeHve 3arpeLyeHo. He
NPoKasbIBaTb W He OKUratb, [axe
nocsie MCrosb3oBaHus. bepeub  oT
COMHeYHbIX fyyeid. He nogsepratb
BO3AEMCTBUIO TeMnepaTypbl Bbile 50
° C. XpaHUTb B HeJOCTYMHOM AfiA
feTei MecTe. XpaHnTb npu
TemnepaType oT +5 °C g0

+25 °C.

dnakoH

MapkunpoBka

0 125 ml

td

£

C C 0459

210

| Fahrique par: Yslah
1 2, ne Fdix Le Dantec
1 29000 Quimper-France

]
2
STERILE

pp

FE &

BuumaHue: [ePMETWYUHBLIA  KOHTEHEP:  MOXeET
B30pBaTLCA MpUM  HarpeBaHUW. XpaHWTb BAaM  OT
WCTOYHWMKOB Terna, WCKP, OTKPbITOrO OrHs, ropsavnx
nosepxHocTeil. KypeHue 3anpeLleHo. He npokanbiBatb 1
He okuratb, faXe MOCMe WCMonb30BaHUS. bepeyub OT
COMHEYHbIX flyyeil. He nogsepraTb  BO3LENCTBUIO
Temnepatypsbl Bbiie 50 0 C. XpaHUTb B HEAOCTYMNHOM /1
[eTeii MecTe. XpaHWUTb Mpu TemnepaType oT +5 °C 1o
+25 °C.
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3HayeHne

Bec HeTTO 125 Mn

HaumeHoBaHWe 1 aipec NPoOU3BOANTENS

[lata n3rotoeneHuns

Kog ceptuimkaummn npogykumm B Esponelickom Coro3e

Kog naptun
OKOHYaHuA cpoka rogHoctu (yKasblBaeTcs Ha fHe
KOpPOOKM)

Bbln0 NOABEPrHYTO CTEPUN3ALLUM

MapKrpoBKa yrnakoBKN U3 antoMnHNA (6ansioH) un
naacTuka (Hacajgka u Konna4vok)

CamocTosATeNbHan yTunmsaumns (He sacopsaite
OKpYy>aioLLyto cpefy)

HeToKCcUYHbIN MaTepuan

EAnHbIN 3HaK 06palleHns NpoAyKLMN Ha PbIHKe
rocyaapcTs - 4ieHoB TamoxkeHHoro Coro3sa

OCOGEHHOCTM UCMO/b30BaHNS W XPaHEHNS



8. TlNpaBuna xpaHeHUs, TPAHCMNOPTUPOBKN, yTUNAU3ALNN

Cpok rogHocTu - 3 roga. Vicnonb3oBatb 0 AaTbl, yKa3aHHOI Ha ynakoBKe.

XpaHUTb B CYXOM M 3alMLLIEHHOM OT NPAMbIX CO/THEYHbIX Nyyeil MecTe npu TemnepaType oT +5 °C o
+25 °C, B HelOCTYNHOM [Ns JeTel MecTe.

CpeacTeo 4ns NPOMbIBAHUA MONOCTU HOca Ana [feTel M B3pocnbiX «HaTyma AkBacTaHgapT» 125mn
TPaHCMOPTMPYETCA BCEMM BWUAAMW TPAHCMOPTa B KPbITbIX TPAHCMOPTHbIX CpPeAcTBax B COOTBETCTBUM C
[encTBYOWUMY Ha JaHHOM BUAe TpaHcnopTa npasuaammn nepeBo3ok npu temnepatype ot+1 °C go +40 °C.

CpeactBo «Hatyma AKBacTaHAapT» OTHOCUMTCA K Knaccy A kKnaccuiukauuy MeguuuHCKUX OTXO0[0B
cornacHo CaHuTapHO-3aNnMAeMmnoorM4yecknm npasunam n Hopmatmsam CanluH 2.1.7.2790-10.

CpeactBo A4/ NPOMbIBaHWA MOIOCTM HOca ANA AeTeil u B3poc/bix «HaTyma AksacTaHgapT» 125mn no
OKOHYaHWM CpOKa TOAHOCTM  YTWAM3UPYHOT B  COOTBETCTBMM C  MPUMEHSEMbIMU  HauWOHaIbHbIMW
3aKOHOaTeNlbHbIMW HOPMaMW COBMECTHO C APYTUMU NPOMbILLIEHHLIMW OTX04aMMU.

9. OpraHmsaumna-n3roToBUTe b, rapaHTUn

CpencTtBo Ansi NpoOMbIBaHMA MONOCTM HOca ANA AeTel M B3pocibiX «HaTyma AkBacTaHgapT» 125wmn
npomssoanTca komnanmerr YS LAB, Le Forum, 2 rue Felix Le Dantec, QUIMPER 29000, France.

KauyecTBO AaHHOro MeAMLUMHCKOrOo W3fennsa u npou3BOACTBEHHbIE MOLLHOCTUM KomnaHuu «UC JIAB»,
®paHUKWs, 0TBEYAKOT BCEM MEXAYHapOoAHbIM CTaHLapTam KauyecTBa, 4YTO MOATBEPXAEHO cepTudukaTom I1SO
13485:2012 Ne12656 Revision 5 n feknapaumeil COOTBETCTBUA Ha U3genue.

MpounsBogmnTenb rapaHTUpyeT KauecTBO M3LeNus B TeYEHMe BCEro CPoKa rofHoCTM.

MpeTeH3M MO MOBOAY KayecTBa MeLMLMHCKOTrO M3fgenuns Ha Tepputopuu Poccuiickoii degepauuu

HanpasnaTca OO0 «PapmaCrap», 104005 r. Mocksa, yn. 2-a baymaHckas, 4. 7, ctp. 1A; ten. 8-495-969-
21-84.

"eHepanbHbli gupekTop «C JTAB»
XeMoH Mapk

LWramn: «AC NAB»

pro Pennkc né flaHTek 2

29000 Kemnep

Ten. 02 98 53 30 03 / dakc 02 98 94 87 37

3aperncTpmnposaHo B Toproso-npomMblLneHHoM peecTpe Kemnepa 3a Ne 433 203 393

Mognuce

LTamn: HacToswmnm cBUAETENbCTBYIO MOAIMHHOCTD BbILLECTOAWEN NoagnNncK r-Ha Mapka XemoHa.
MaTtp ViB-Mapu lNyaTeBuH, HoTapuyc

29100 OyapHeHe

31.03.2016 .

Mopnucs

HOpuanyeckunii agpec: «C JTAB» - py, denmke né JaHTtek 2 - 29000 Kemnep - dpaHuus
KomnaHusa ¢ kanvtasiom 100 000 EBpo - 3apeructpupoBaHa B Toproso-npomMbituneHHom peectpe Kemnepa 3a Ne 433 203 393 - Koz,
OCHOBHOI4 AesiTeNbHOCTM nNpeanpusaTus (APE) 20427

Mepesoguunk
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Mopog Mocksa.

LLlecToro anpens fjge ThiCAYM LLECTHaALATOrO roja.

A, Mwunesckuii BnagucnaB [eHHagmeBuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
MOA/IMHHOCTb  NOAMUCK, CAENaHHOW NepeBOAUYMKOM [OpsAYKMHOA MapuHOit BUKTOPOBHOW B MOEM
NPUCY TCTBUN. JINYHOCTb ee yCTaHoB/eHa.

3aperucTpuposaHo B peecTpe 3a Neo *2eUs
B3bickaHo noTBpbIhyLLIOOpy6nei 00 Koneek.
HoTapuyc* m \

Bcero npoLLHYpOoBaHo,
MPOHYMEPOBAHO Y CKPervieHo
revar» »ei)
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