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Nasal spray MARIMER, compaosed of;
- Nasal spray MARIMER, 100 ml. -1 pte.
- Package leaflet-1 pee.

INFORMATION ABOUT MANUFACTURER

DEVELOPER / MANUFACTURER

Laboratolres GILBERT
Avenue du General de Gaulle, 14200 H8rouvllle-Saint-Clair, France
Tel/Fax +33231 47 15 15/+33231 439500

MANUFACTURING SITE OF MEDICAL DEVICE

1 Laboratolres GILBERT
928, Avenue du Génoral de Gaulle, 14200 H8rouvllle-Salnt-Clair, France

2. Laboratoire de la Mer
ZAC de la Madeleine, Avenue du G6n8ral Patton, 35400 Saint-Malo, France

INTENDED USE OF MEDICAL DEVICE

Nasal spray MARIMER is intended for penetration, purification, release and moisturizing of the nasal
passages and sinuses, for the complex treatment and prophylaxis of ENT diseases, viral infections (ARVi,
flu), allergic and vasomator rhinitis.

INDICATIONS FOR USE

Nasal spray MARIMER is used for the children from 1 year old and adullts:

«for daily cleaning of the nasal cavities, including for the maintenance of the protective properties of the
mucous membrane under conditions of increased dryness or air pollution (air conditioning, central heating,
etc);

«to moisturize the dry mucous membrane of the nasal cavity,

«for the complex treatment and prophylaxis of ENT diseases, viral infections (ARVI, influenza), allergic and
vasomotor rhinitis.

CONTRAINDICATIONS

Children under 1 year.
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SIDEEFFECTS

Side effects when using the device in accordance with the package leaflet have not been identified.

CONDITIONS OF USE

Used in medical facilities, as well as at home. Refers to personal use devices. Carrying out procedures with
this device at home does not require special training and special skills.

DESCRIPTION, COMPOSTION AND SUPPLY PACKAGE OF MEDICAL
DEVICE

Nasal spray MARIMER is an isotonic solution of seawater in a pouch inside an aluminum bottle equipped
with an actuator with a valve.

The solution is administered self-sustained by pressing the actuator. Microdiffusion spray system provides
deep and soft irrigation of the nasal mucosa, which contributes to the effective action of trace elements. The
solution can be sprayed in any paosition. The trace elements in the composition of isotonic seawater solution
improve the function of the ciliary epithelium, which increases the resistance of the nasal mucosa to
pathogens and viruses.

Nasal spray MARIMER is packed ina 100 m aluminum bottle with an actuator and a cap, and then placed
in an amount of 1 pee. in a carton along with a package leaflet.

Composition per 100 ml: seawater - 28 ml, purified water - up to 100 mL.

The bottle is filled with compressed air (or an inert propellant gas), which is not in contact with the solution.
pH 6,585

Osmolality 270 - 310 mOsmvkg

POSOLOGYAND METHOD OF ADMINISTRATION

Device can be used daily for an unlimited period of time.

One spray into each nasal passage from one to four times a day on demand.

Nasal spray MARIMER can be used in any position: lying, sitting or standing (when using in a child, it is
recommended to take into account the general condition of the child and its age characteristics).

»Tilt the head to one side.

= Insert actuator into the upper nasal passage and spray isotonic solution.

*Repeat the procedure with another nasal passage.

«Straighten the head, wipe the excess from the nose with a tissue or blow the nose.

After each use, rinse the actuator with warm soapy Water, rinse and wipe.
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Nasal spray MARIMER is manufactured in compliance with intermational and national standards.

Isotonic seawater solution is packaged in an individual package, which consists of a bag with a valve placed
in an aluminum bottle, an actuator and a cap.

Bag with valve (type Power pouch) made of material: polyethylene.

By the biological effect on the patient, the materials used satisfy the requirements of GOST R 52770 and the
standards of the GOST 1S 0 10993 series. The product is biologically safe.

Product weight without consumer packaging 1459 (+ 159)

Droplet size while spraying Dv(10)- not more than 30pim
Dv(50) - not more than 65pm
Dv(90 - not more than 135pm
Weight of single sprayed dose 2621+5%

The mass of a spray nozzle is 4.6g+0.023g
The dimension of the cap is
Height: 60mmz3.3mm
Diameter 44.4+0.2mm
Weight: 8.2g+0.041g
PRECAUTIONS FOR USE
Attention! Bottle is under pressure!
Store at the temperature from 10 to 50X.
Keep aut of reach of children!
WARNING
Hermetically sealed container: may explode when heated. Keep away from heat, sparks, open flames, hot

surfaces and any other sources of ignition. Do not smoke. Do not pierce or bum, even after use. Protect from
sunlight. Do not expose to temperatures exceeding 50 ° C /122 ° F

STERILIZATION METHODS

Device is supplied as non-sterile.

CLEANSING
This medical device is intended for repeated use, itis used until its contents are consumed.

After each use, wash the actuator in a warm soapy solution, then rinse in running water and wipe until
completely dry.
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OPERATIONAL, STORAGE AND TRANSPORTATION CONDITIONS

This medical device is transported by means of ali types of transport in roofed vehicles in accordance with
the requirements and rules for the transport of goods operating on vehicles of each type. Transportation
conditions: At a temperature from 10 to0 50 °C and a relative humidity of NMT 80%, During operation the

device is resistant against influence of climatic aspects: temperatures from 10to 50 °C and a relative humiciity
of NMT 80%. Store at the temperature from 10to 50 °C.

SHELF-LIFE

3 years from the date of manufacture. Do not use the device after the expiration date indicated on the
package.

ENVIRONMENTAL REQUIREMENTS

This medical device does not adversely affect humans or the environment when used, transported or stored.

LABELLING
Graphic symbols on the labelling of medical product
Graphic symbols Description
i J Manufacturer
C Vl Read the package leaflet carefully before usel
"Throw in the bin" - the device and/or its package are disposed with
household waste at home,
C € Complies with European Directive 93/42/EEC
0459
Batch number
lot|
Expiry date
Manufacturing date
IwT "

PROCEDURE FOR DISPOSAL OR DESTRUCTION OF MEDICAL DEVICE

Special precautions for the destruction of an unused/used devioe are not required. The treatment and its
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disposal must be carried out in accordance with the standards accepted in medical practice, as well as
relevant local, state and federal laws and instructions. In medical institutions, device and/or its package are
disposed of as Class A medical waste in accordance with SanPin 2.1.7.2790-10. At home, the device and/or
its packaging are disposed of with household waste.

LIST OF INTERNATIONAL STANDARDS
Nasal spray MARIMER complies with the following standards:

Standard Name _ _
ENISO 13485 Standard: Medical devices - QUALITY MANAGEMENT SYSTEMS - Requirements for
| _ regulatory purposes.
EN ISO 14971 Medical devices - Application of risk management o medical devices.
Council  Diractive | On the approximation of the laws of the Member States relating to aerosol dispensers.
T5/324/EEC of 20
| May 1975 _
EN ISO 10983-1 Biological evaluation of medical devices « Part 1 Evaluation and testing within a risk
- management process.
EN ISO 10993-5 ical evaluation of medical devices - Part 5 Tests for in vilro
| ENISO 10993-10 | Biological evaluation of medical devices - ~Part 10 Tests for iritation and skin sensHizalion.
EN 62368 Medical devices — Application of usability engineering to medical devices.
EN 1041 Information supplied by the manufacturer of medical device.
EN ISO 16223-1 Medical devices — Symbols to be used with medical device labels, labelling and information
fo be supptied — Part 1 General requirements.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Does not contain materials of animal and {or} human origin.

INFORMATION ABOUT DRUG PRODUCTS, MEDICINAL PRODUCTS AND
PHARMACEUTICAL SUBSTANCES

Does not contain drug products, medicinal products or pharmaceutical substances.

WARRANTY

This device is designed, manufactured, tested and packaged in compliance with all relevant requirements.
The manufacturer guarantees the quality of the medical device until the expiration date, provided that its
package is not damaged, and storage conditions are met.

RECLAMATION

Reclamations to be send to the address of the authorized representative of the manufacturer in the Russian
Federation:

Limited liability company ¢Abbott Laboratories» (¢Abbott Laboratoriess LLC)

125171, Moscow, Leningradskoe shosse, 16A, build. 1

Tel.ffax: +7(495)-258-42-80/81

Page7of7
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UHCTPYKUHA 1O NNPUMEHEHHIO
Cnpeit HazanbHbIn MAPUMEP

YTBEPXREHO

Naboparopw XWILEEP
Aretno l'enepana pe Fonng, 14200 Spysune-Cen-Knep, Gpaupn

OreercTaenHbiil hapmaLest, [upexTop no kavecTey
JomkrocTs

Onopan NUHOH

<Iliramn; JaGoparopms JIIBEEP, Vs
aKUHOHEPROE OOLICCTRO YNPOIICHHOIO

THRA ¢ KannTanoM 5043000 espo, <NOAIMCaHo>

IOpumeckuit anpec: Asemo Nenepana Moanucy

ae Fonna (F), 14200 Spypuns-Cen-Knep,
306 062 944 Toproso-IIpoMblIIACHHRH

peectp r. Kan>

MoATBEPXAAI0 TONHOCTS, NPABANLHOCTE N
ACCTOBEPHOCTL COLPXAHNA TOKCTA NOPEBOAS KA PYCCHMN RILIK

Crpamp i na 7
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NOKASAHHS K NPHMEHEHMIO
NPOTHBOMOKA3AHNA
NOBOYHLIE REACTBHA
YCNOBHS NPHMEHEHNA
ONUCAHHE, COCTAB H KOMINEXT NOCTABKM MEQHLUMHCKOIO HILENHA
CNOCOS NPUMEHEHHA H JO3b/
TEXHUYECKOE ONHCAHHUE MEQHLMHCKOO HARENHSA
MEPb! TPEQOCTOPOXHOCTH.
NPEQYNPEXQEHHE
METOLbI CTEPHAN3ALYM
OYHCTKA, RESHHOEKUMA
YCNOBHS SKCINYATALIMH, TPAHCTIOPTHPOBAHHR H XPAHEHHS
CPOK FOHOCTH
TPESOBAHHSA K OXPAHE OKPYXAIOWEA CPEQbI.
MAPKHPOBKA
NOPAROK OCYLLECTBNEHUA YTHANIALIMH HIH Y HUYTONEHHA MEQHUNHCKOIO HIQENHMA
NEPEYEHD MEXYHAPOLQHbIX CTAHQAPTOB
NEPEYEHD MATEPHATIOB XHBOTHOIO M (M) YENOBEYECKOTO NNPOACXOXBEHHA ............ 7
JDAHHBIE O NEKAPCTBEHHbIX CPELCTBAX, NEKAPCTBEHHBIX NPENAPATAX H

- O O O O vy A A A AW W W

PAPMALIEBTHYECKHX CYBCTAHLIMAX 7

FAPAHTHIHBIE OBA3ATENLCTBA 7

PEKNAMALIMA 7
Crpanmya2wa 7
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HAUMEHOBAHWE MEAVNUWMHCKOIO U3AENNA

Cnpein HazanbHbIn MAPVMEP, B cocTaBe:
- Cnpeit HazanbHbIi MAPVIMEP, 06bembm 100 mn. -1 u.
- VIHCTpYKUMA MO NMPUMEHEHW0 -1 L.

CBEAEHWNA O NPOW3BOAOUNTENE

PASPABOTYMK/MPOU3BOANTEND

Laboratoires GILBERT (Jlaboparopuv XXU/IbBEP)

Avenue du General de Gaulle, 14200 Herouville-Saint-Clair, France (AseHto 'eHepana fe fonng, 14200
pysunb-CeH-Knep, PpaHLmsA)

Ten./®akc +332 31 47 15 15/+33231 439500

MECTO NMPOM3BOACTBA MEANLWHCKOIO N3AENNA

1 Laboratoires GILBERT (/Ta6oparopun XXI/IbBEP)

928, Avenue du General de Gaulle, 14200 Herouville-Saint-Clair, France (928, AseHto l'eHepana e romnns,
14200 3pysunb-CeH-Knep, GpaHums)

2. Laboratoire de la Mer (Jlabopatopus ae na Mep)
ZAC de la Madeleine, Avenue du General Patton, 35400 Saint-Malo, France (3AK ae na MagyieH, ABeHto
leHepana ManoHa, 35400 CeH-Mano, ®paHLys)

HA3HAYEHVNE MEAVNUMHCKOIO U3AEJTNA

Cnpeir  HazasbHbIA MAPVIMEP npeaHa3HayeH A1 MPOHMKHOBEHS, OYMLLIEHWS, OCBOOOXOEHS W
YB/IKHEHWA HOCOBbIX XOZI0B M HOCOBbIX MasyX, /151 KOMIVIEKCHOIO SIeYeHUs U NPOGIAKTVIKIA 3a60/1eBaHIIn
JIOP-opraHoB, BUPYCHbIX MHbekLwiA (OPBIA, rpunm), aniepriyecknx 1 BasoMOTOPHbIX PUHITOB.

MOKA3AHUA K NPUMEHEHNIO

Cnpeli HazanbHbI MAPMEP npryMeHsietcst y aeteit ¢ 1 roga v B3poc/bIX:

e [/ ©KEOHEBHOTO OYMLLEHWA MOJOCTEM HOCA, B TOM YMC/E /11 COXPaHEeHWs 3allMTHbIX CBOWCTB
C/M3UCTON 0BO/MOYKM B YCMOBMSAX MOBLILLEHHOM CyXOCT WK 3arpsisHEHNst BO3ayxa (KOHOMLMOHPOBaHWE,
LieHTpa/IbHOE OTOrVieH1e U T.4,);

/19 YBMTaXXHEHVISI CYXOiA CIIM3MCTOM 0B0/0YKA MOMOCTU HOCa;

e [I/11 KOMIIEKCHOTO JIeYeHst U NponakTuKu 3a6oneBaHniA JIOP-opraHoB, BUPYCHbIX MH(ekLmin (OPBIA,
rPVINM), a/1EPrMYECKMX 1 BA3OMOTOPHBIX PUHUTOB.

MPOTVBOMNOKA3AHNA

[etckuin Bospact Ao 1 roga.

NMOBOYHbIE IENCTBUA

MoGoYHble AENCTBUSI MV MPVYMEHEHWM W3AENMS B COOTBETCTBMM C WHCTPYKLEIA MO MPUMEHEHO He
BbISIB/IEHbI.
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YCII0BUA INPUMEHEHNA

TipUMEHRETCA B YCMIOBUAX MEMUMHCKUX YHPEXEHW, @ Takke B AOMAWHAX YCNOBMAX. OTHOCHTCA K
M3AEIMAM MHAMBNOYANbHOrO NoNbaoaHun. MNposefeHHe NPOLIGAYP C AaHHBIM MIASIMEM B AOMALIHHX
ycnosvax He TpeGyeT cneLpanbHoi NoafoTOBKM M CneLMantHLIX HaBbikos.

ONMCAHHE, COCTAB M KOMMNEKT NOCTABKM MEQHUMHCKOIO
U3LENHA

Cnpeil HasanbHuiit MAPUMEP npepcTasnnet cof0i MIOTOHMMECKWIA PcTBOP MOPCKOA BOALI B MELLKe
BHYTPY aNIOMUWHHEBOrO 5annoHa, CHAGEHHOIO PaCRBINUTENLHONA HACAAKONA C KNaNaHOM.

PactBop BBOAMTCA CAMOCTOSTENEHO C  NOMOWBIO HEXATMA HA  PACNBUMTENHHYIO  HacaaKy.
MukpoamddysHan cuctema pacnbinedms ofecneuneaeT rmybokoe W MAMKOe OPOWEHWe CRMIUCTOR
ofonoukw HOCa, 4TO0 CnocoBCTBYST AdXDeKTMBHOMY AGACTBMIO MWUKPOSNEMEHTOR. PacTBOp MOXHO
pacnbinATe B MOGOM NONOWSHMM. MUKDOANEeMEHTHI, BXOAALIME B COCTaB8 WOTOHWYECKORO DacTBopa

MOPCKOW BOABI, YyMWAHOT QYHKLUMO PECHHMHOTO SNMTENUA, YTO MNOBLILLAET YCTOWMMBOCTE CIIUIUCTON
00OnOouKK HOCA K NaTOreHaM U BUPYCaM.

Cnpeit Hasanbhbiil MAPUMEP ynakosbieaior 8 anioMuHwesbih GannoH ofvemom 100 mn ¢
pacnbiNUTesIbHON HacaRKOM W KONNAWKOM, W 3aTEM NOMEIIMNOT B KONMECTBE 1 WT. B KAPTOHHYIO KOPOOKY
BMECTE C WHCTPYKUMEN NO NPUMEHEHWIO.

CocTa Ha 100 mn; MopCxas 20a — 28 Mn, Boga owilyeHHan — o 100 mn.
BannoH 3an0oNHEH CKATLIM BO3AYXOM (/W MHEPTHBIM ra30M-NPONENNEHTOM), KOTOPLI HO KOHTaKTHDYST C

pacTBOpoM.
pH 6,5-8,5
OcmonanbiocTb 270 - 310 mOCM/r

CNOCOB NNPUMEHEHNA U 4O3bl

W3fenue MOXHO MCNONb30BATb EXEAHEBHO B TEUSHUS HEOTPAHUHEHHOTO NEPHOARA BPEMEHH.

Mo OAHOMY BNPLICKMBANMIO B XEXALIA HOCOBOH XOA OT OAHOTO A0 YETbIpeX pas B AeHb NO HeobxoaMmMoCTH.
Cnpeit HasanbHbiit MAPYUMEP MOXHO MCNONb30BaTL B /MMOGOM NONOXEeHW: nexa, cuas um CToA (npu
WCNONBLIOBAHMKH ¥ PebeHKa PEKOMEHAYETCA YuMTLiBaTh ofwee cocToAHWe pebeHka W efo BO3pacTHbie
0COBeHHOCTH).

e HaxnoHuts ronoey Habox.

+ BeecTit HacaaKy B BEPXHMIA HOCOROW XOA M PACNBINUTL UIOTOHUUECKUI PacTeop.

+ [losTopuTb NPOUBAYPY C APYIMM HOCOBLIM XOAOM.

+  BoinpaMKTL FONOBY, BLITEPETL CANKETKONH BLIASNAGMOE U3 HOCA VMK BLICMOPKATLCA.

Mocne XaXAoro WCRONbIOBAHUA NPOMBITL HACAAKY TENNbIM MBUIbHBIM PaCTBOPOM, ONONOCHYTL W

BLITEPET.

TEXHUYECKOE ONUCAHNE MEQULIMHCKOIO UIQENNA

Cnpeit Hasanbhbit MAPUMEP Boinyckaetca ¢ cobniopeHnem MENAYHApODHLIX W HALMOHAMEHLIX
CTaHAAPTOB.

M30TOHMMECKMIA PACTBOP MOPCKON BOABI, YNAKOBHIBAGTCA B MHAMBAYANbHYIO YNAKOBKY, KOTOPaA COCTONT
M3 MOLLKA C KNANHOM, NOMELLIEHHOTO B AMOMMHNEBLIH HANNOH, PACNBINUTENILHON HACAAKH Y KONNaYKa.

Crpasma du3 7
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MeLLoK ¢ KrnaraHoM (Trna Power pouch) 13rotoe/eH 13 Mareprasna; nosvsTuieH,

Mo 61oMIorYeCKOMyY BO3LENMCTBMIO HA MaLMeHTa UCronb3yeMble MaTepuiaribl YA0BETBOPSIOT TPeGoBaHN M
FOCT P 52770 v ctaHaapToB cepumn MOCT ISO 10993. CpeacTtso Gronoryeckm 6e3onacHo.

Macca m3genvs 6e3 notTpeduTenbCKoii yrakoskm 145 T (+ 1571)

Pa3vep Karm npy pacriblieHnm Dv(10)-He 6onee 30 M
Dv(50) - He 6onee 65 MV
Dv(90) - He 6onee 135 mMkv
Macca ofHOI pacrblisSsemMoli 03kl 2621 1+£5%

Macca pacnbumTesibHON Hacagku 4,6r + 0,023r
Konnayok:

- BbicoTa 60MM £3,3MM

-Anametp 44,4 +0,2vm

-macca 8,2r 10,041 r

MEPbI NMPEAOCTOPOXHOCTN

. BHumvaHve! BanioH nog aasneHvem!

. XpaHuTb npy Temneparype ot 10 go 50°C.
. XpaHuTb B HEIOCTYNHOM [/151 AeTein MecTel
MNPEAYNPEXAEHUE

FepMeTVUHbIA KOHTEMHED: MOXET B30PBATbCA MU HarpeBaHUW. XpaHUTb BOAM OT UCTOYHUKOB Terva,
VICKP, OTKPBITOTO OrHSl, MOPsMX MOBEPXHOCTEW W MIHOBbIX APYIVX UCTOUYHVKOB BOCTUIAMEHeHWs. He KypuTb.
He npokabiBatb M He OKWraTb, O@ke MOoCie WCMo/b30BaHUA. 3alliumiiaTb OT COMHEYHbIX flydeil. He
rnoJBepratb BO3AEVCTBUIO TeMnepaTypb! cbille 50 °C /122 °F

METOAbI CTEPUNNIALINA

[JaHHoe MeayLHCKOe M3aene NOCTaB/ISeTCA HeCTEPUTbHBIM.

OYNCTKA

[JaHHOoe MeaMUyHCKe M3Oe/ve npeaHa3HaYeHO /19 MHOTOKPATHOrO MPUMEHEHMS, WCTONb3yeTcsl [0
MOMEHTa PacX0f0BaHVIS ero CoAEPVIMONO.

rocrie Kaxaoro MpUMEHEHVs MPOMbITb  PacTbUATE/bHYI0 HacadKy B TEMVIOM MbUbHOM PacTBOpe,
OrMO/IOCHYTb B MPOTO4HON BOZE Y BbITEPETH [0 MOSHOMO BbIChIXaHUS.

YCNOBUA SKCINNYATAUMN, TPAHCMTOPTUPOBAHUA N XPAHEHINA

[aHHoe MeaMLMHCKOe M3fene TPaHCTOPTUPYIOT BCEMM BOAMM TPAHCMOPTa B KPbITbIX TPAHCTIOPTHbIX
CpeAcTBax B COOTBETCTBUAWM C TPeGOBaHUAMW W MpaBWIAMU MEPEBO3KA  Py30B, AEMCTBYIOWLMX Ha
TpaHCropTe Kaxkaoro Buaa npu Temneparype ot 10 a0 50°C 1 oTHOCKTENBHOI BiaxKHOCTU He 6onee 80 %.
CpeLcTBO Mpu aKCrilyarauyy YCTOMYMBO K BO3AEMCTBMIO KIMMATUYECKUX (haKTOpOoB /18 Temneparyp ot 10
[0 50 °C 1 oTHoCcKTENBHO BraxXHOCTM He 6onee 80 %.

XpaHuTb npy Temneparype ot 10 go 50°C,
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CPOKropgHocCTH

3 roga ¢ Aatbl MPOM3BOACTBA. He MpUMEHSTL M3AE/Me MO UCTEUEHM CPOKA FOAHOCTY, YKA3aHHOrO Ha
YTIAKOBKE.

TPEBOBAHUA K OXPAHE OKPYXXAIOLLEV CPEAbI

[aHHOE MeVUMHCKOE W3AE/vie MPU WCMOMb30BaHUY, TPAHCTIOPTMPOBKE M XPaHEHUMM He OKa3blBaeT
HEraTVIBHOTO BO3AEVICTBS HA YE/OBEKA 1 OKPY»atOLLYIO Cpey.

MAPKNPOBKA
rpauryeckme CMMBO/IbI Ha MapKVPOBKe MEAVLIMHCKOrO U3aenis
I'padhryeckme CMMBO/IbI OnwvcaHve
[NponssoguTess
I I I BHMMATENBHO NPOYMTAIATE MHCTPYKLMIO Nepe, UCronb30BaHeM!

«BbIBPOCUTL B YPHYy» — B [OMALLHVX YCMOBUSIX M3denve Winm
€10 YTaKoBKa YTUMMPYETCA BMECTE C BbITOBLIMA OTXOAMM.

C € CoortBeTtcTBYeT EBponeiickoii Avpextviee 93/42/EEC
0459
Homep cepumn
lotl Do
fofeH oo
/\ABT [arta npousBoacTea

MNOPAAOK OCYLLECTBNEHUS YTUAMSALMN WAW  YHUYTOXKEHWS
MEZMLMHCKOrO U3AENNSA

CreupianibHbIX Mep NpesoCTOPOXKHOCTY MPU YHUUTOXKEH U3OENNA HEMCNO/b30BaHHOIO/VICM0/1b30BaHHOrO
- He TpebyeTca. ObpaLLeHe 1 ero yTwimsaLmio HeOGX0yIMO OCYLLIECTB/IATb B COOTBETCTBUAN C MPUHSTHIMM
B MEMUMHCKON MpaKkTMke HOpMaMK, a Takke COOTBETCTBYHOLLWIMM MECTHbIMM, TOCYOAPCTBEHHBIMUA 1
(heaepasibHbIMM - 38KOHOAATENBHLIMM aKTaM U MHCTPYKUMAMW. B MeAVLMHCKUX YUpEXOeHUAX u3aenve
WWm ero ynakoBka YTWIM3MPYETCA Kak MeOMUMHCKVE OTXOAbl Kracca A B COOTBETCTBMM C CaHlvH
2.1.7.2790-10. B gomallHVX YCNOBUSX u3aene Wiwm ero yrakoBka YTUimM3upyetcs BMeCTe C ObmOBbIMM

OTX0AAMM.
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MEPEYEHb MEXAYHAPOAHbLIX CTAHOAPTOB

Cnpeii HazanbHbIA MAPVIMEP cOOTBETCTBYET CrieflytoLLyIM CTaHAapTaM

CraHgapt HavimeHoBaHve

EN ISO 13485 CraHpapt: Boeva vepyHoe - CUCTEMblI MEHEDKMEHTA KAYECTBA -
TpeboBaH1st 151 LENevi peryrviposaHis

EN ISO 14971 VBoenvs MegLmHCKVe - TpivieHeHVie YTPaB/IEHA YCKOM K MEOVLHCKVM VBOETVIAM

Ovpexivea CoBeTa O COMMKEHM 3aKOHOOATENBCTBA FOCYAARCTB-YIeHOB EC OTHOCUTENBHO a3p030/bHbIX

EBponieVickoro pacrbImTenen

Cotoza  75/324/EEC

or 20 vea 1975T.

EN ISO 109931 Bronoryeckast OLeHKa MeOMLIVHCKX VROEMWiA. - YacTb 1 OueHKa 1 ueeneoBaHns B
ppaMKax MpOoLECCa YTPaBIEHA VKoM

EN ISO 109935 Brionormieckast  oueHKa  MemMLMHCKIX  veoerwid - Yactb 5. VoonenosaHnA  Ha
LTOTOKCYHHOCTL: METOp| N Vtro.

EN ISO 10993-10 Bronorieckast  oueHKa  MeqyuHoKAX  veoenvid - Yactb 100 VecnenosaHus
Pa3OPHEHOLLIETO Y CRHCOWIVBVPYHOLLIETO [EVCTBIAS

EN 62366 Boevn  vepapHoke - TIPOEKTMpOBaHE  MEMLYHCKX  VBOEMWA € yHeTOM
AKCTVyaTaLYIOHHOI MPUrQLHOCTA.
EN 1041 VHhopmaLws, NpesocTaBeHHas MPOVBBOMTENEM MEVLIHCKONO V3O,

EN ISO 152231 /3oenva MegLyHOKe — YKasaHe CUMVBOZIOB, MPUMVEHAEMBbIX Mo Mapk/pOBaHAM Ha
MEOVLYHCKVX VRO, STVIKETKaX M B COMPOBOAVTENBHON JOKyMeHTaLWM — YacTb 1
OcHoBHb e TpeboBaHI.

MEPEYEHb MATEPWAJIOB XWBOTHOIO U (W) YENTOBEYECKOTIO
NMPONCXOXAEHWA

He COMEpXVT MaTEPMAIoB XXMBOTHOMO 1 (/1) YENOBEYECKOTO MPOVUCXOXKIEHMS,

OAHHBIE o JIEKAPCTBEHHbBIX CPEACTBAX, JIEKAPCTBEHHbIX
MPEMAPATAX N ®APMALEBTUYECKNX CYBCTAHLNAX

He coagpykvT NeKapCTBEHHbIX CPEACTB, NIEKAPCTBEHHbIX NPENapatoB Wi (hapMaLeBTUHECKMX CyBCTaHLMIA.

FAPAHTUNHBIE OBA3ATE/IbCTBA

[aHHoe wu3nenve pa3paboTaHO, W3TOTOB/IEHO, WCMbITAHO W YMakoBaHO Mpy  COGMKOAEHMM  BCEX
COOTBETCTBYHOLLWX TPEOOBAHWIA.

Mpon3BoanTENb FAPaHTMPYET KAYeCTBO MEAMLIMHCKOTO M3AEMMA A0 MUCTEYEHMS CpOKa ero rofHocTv, Mpu
YC/OBUK, YTO €0 YrNakoBKa He NMoBpeXKaeHa 1 coOMoAeHb! YCIOBUA XPaHEHMS.

PEKNAMALNA

PeknaMaLn BbiCbllaTb Ha afpec YMNoIHOMOYEHHOO MPeACTaBUTENs MPOM3BOAMTENA Ha TepPUTOPUM
Poccuiickoin ®epepaLyn:

OOLLECTBO C OrpaHNYeHHOI OTBETCTBEHHOCTLIO «3660TT J1aboparopu3» (000 «3660TT JIaboparopis»)
125171, r. MockBa, JleHnHrpaackoe Lwocce, 4. 16A, crp. 1

Ten./tpakc: +7(495)-258-42-80/81

[epeBog, C aHITIMIACKOro M (hpaHLY3CKOro A3bIKOB Ha PYCCKMI S3bIK BbINOSIHEH NEPEBOAUMKOM AHZIPEEBbIM
[JeHncom Hyikonaesuiem

| KO NMuces
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Poccuiickas depepauus
Mopoa MockBa
[BeHaguaToro oKT6ps ABe ThiCAYM ABafLATOrO roja

A, AnexvH EBreHuii Bnagumupasuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBY MNOAMHHOCTb
noanucy nepeBofunMka AHapeesa [eHuca Hukonaesumua.

Moanuck cienaHa B MOEM MPUCYTCTBUU.

JIM4HOCTb MOANUCABLUEr0 JOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo B peectpe: Ne 57/171-H/77-2020-9-102.

B3bicKaHO rocyapcTeeHHoOl nowmHbl (no Tapuddy): 100 py6. 00 Kon.
YnnayeHo 3a oKasaHvie ycyr npaBoBoro M TeXHUYeckoro xapakrepa: 300 py6. 00 Ko
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Poccuiickas ®egepaums
["opog Mocksa
[lBeHaguaToro oKTA6ps ABe ThiCAUM ABaALAaToOro roga
np=acrar™prm™" ATok" &, """ ™" BEPHOCTbL KOoN™ ¢

3aperacTp3”BaHo B peectpe: A» 57/171-H/77-2020-9-103.

f =¥YM'BeHHO nownuHbl (no Tapudyy): 150 py6. 00 kon.
Ynb'pro”arokrea”™ ycnyr npaBoBoro n Te”H” eckoro xapakrepa: 750 py6. 00 Kon.
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