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NAME OF MEDICAL DEVICE

Nasal drops sterile MARIMER, composed of:
- Nasal drops in a single-dose 5 mL dropper vial ~ 10 pcs.
- Package leaflet-1 pee.

INFORMATION ABOUT MANUFACTURER

DEVELOPER/MANUFACTURER

Laboratoires GILBERT
Avenue du General de Gaulle, 14200 Herouville-Saint-Clair, France
Tel./Fax +33 2 31 47 15 15/+33 2 31 43 95 00

MANUFACTURING SITE OF MEDICAL DEVICE

Laboratoires GILBERT
928, Avenue du General de Gaulle, 14200 H*rouville-Saint-Clair, France

INTENDED USE OF MEDICAL DEVICE

Nasal drops stenie MARIMER is Intended for Irrigation, rinsing of nasal passages and sinuses, for the
complex treatment and prophylaxis of ENT diseases, viral infections (ARVI, flu), allergic and vasomotor
rhinitis

INDICATIONS FOR USE

Nasal drops sterile MARIMER are used for the newborns, children and adults;

« 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.):

+in case of nasal congestion to encourage elimination of mucus;

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

CONTRAINDICATIONS

Device has no documented contraindications.

SIDE EFFECTS

Side effects when using the device in accordance with the instructions for use have not been identified.
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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

MARIMER nasal drops sterile is a sterile isotonic seawater solution in a single-use dropper vial, The solution
is administered self-sustained by compressing the dropper vial. The trace elements in the composition of
sterile isotonic seawater solution improve the function ofthe ciliary epithelium, which Increases the resistance
of the nasal mucosa to pathogens and viruses.

MARIMER nasal drops sterile are packaged in a 5 ml single-use dropper vials made of low-density
polyethylene and then placed in amount of 10 pcs. in a tamper-evident carton along with a package leaflet.

Composition per 100 mL; seawater 28 m|, purified water- up to 100 mL.
pH 6,5-8,5
Osmolality 270 - 310 mOsm/kg

POSOLOGYAND METHOD OF ADMINISTRATION®

For daily cleansing of the nasal cavities: rinsing of each nasal passage 11to 4 times a day.

For complex treatment, prophylaxis of diseases and nasal congestion: rinsing of each nasal passage 4 to 6
times a day before additional local treatment.

Single-use dropper vial provides easy and safe use of the product.

Single-use dropper vial is opened by twisting off the nozzle.

For instillation and rinsing:

+ Primarily, each nasal passage must be cleaned by blowing. In infants, itis possible to use an aspirator, for
example, a nasal pediatric aspirator MARIMER (MA N° ®C3 2011/09100).

+ Infants are advised to rinse while lying down, children - sitting or standing, tilting the head to one side (it is
recommended to take into account the general condition of the child and his age characteristics).

« Carefully insert the tip into the nasal passage and squeeze the dropper vial slightly,

* Repeat the procedure with a different nasal passage,

« Straighten the head, wipe the nose with a tissue or blow the nose.
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TECHNICAL DESCRIPTION OF MEDICAL DEVICE

Nasal drops sterile MARIMER are manufactured in compliance with international and national standards.
Dropper vial of 5 ml (+ 5%) is made of material; low density polyethylene.

Used materials comply with the requirements of GOST R 52770 and the standards of the GOST 1S 010993
series by the biological effect on the patient. The product is biologically safe.

The product is sterile. Sterilization is carried out using aseptic production methods according to GOST 1SO
13408-2-2007 (sterilizing filtration).

Weigh of the product in a dropper vial is 6.45-7.90 g.

PRECAUTIONS FOR USE

* Store at the temperature from 15 to 30°C.

* Keep out of reach of children!

* For infants - instill the solution with a minimum pressure to avoid any risk of affection of the middle
ear.

* Dropper vial with sterile isotonic seawater solution is single-use and individual.

* Do not use opened or damaged dropper vial with sterile isotonic seawater solution due to a risk of

rapid bacterial contamination.

STERILIZATION METHODS

Sterile: sterilization using the sterilizing filtration method.

OPERATIONAL, STORAGE AND TRANSPORTATION CONDITIONS

This medical device is transported by means of all 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 15 to 30 *C and a relative humidity of NMT 80%.

During operation the device is resistant against influence of climatic aspects: temperatures from 15 to 30 "C
and a relative humidity of NMT 80%.

Store at the temperature from 15 to 30 “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.
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LABELLING
Graphic spbols on the labelling of medical product
Graphic symbols Description
Manufacturer
mJ
Read the package leaflet carefully before use
Sterilization using aseptic techniques
STERILE A
Do not reuse
“Throw in the bin’ - the device and/or its package are disposed with
household waste at home.
f)
Temperature range
15*C 1
Complies with European Directive 93/42/EEC
c e
0459
[I’ ef Catalogue number
Batch number
(1ot
Expiry date
: Manufacturing date
jWT ’

PROCEDURE FOR DISPOSAL OR DESTRUCTION OF MEDICAL DEVICE

Special precautions for the destruction of an unused/used device are not required. The treatment and its
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 drops sterile MA RIMER complies with the following standards;

Standard Name

EN ISO 13485 Standard: Medical devices - QUALITY MANAGEMENT SYSTEMS - Requirements for
regulatory purposes.

EN1S014971 Medical devices - Application of risk management to medical devices.

EN ISO 10993-1 Biological evaluation of medical devices - Part 1 Evaluation and testing within a risk
management process.
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EN 1S 010993-5 Biological evaluation of medical devices - Part 5 Tests for in vitro cvtotoxicitv.

EN 1SO 10993-10 Biological evaluation of medical devices - Part 10 Tests for irritation and skin sensitization.

EN 556-2 Sterilization of medical devices - Requirements for medical devices to be designated
'STERILE" - Part 2 Requirements for aseptically processed medical devices.

EN1041 Information supplied by the manufacturer of medical device.

ISO 15223-1 Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied — Part 1 General requirements.

EN ISO 13408-1 Aseptic processing of health care products — Part 1 General requirements.

EN ISO 13408-2 Aseptic processing of health care products — Part 2 Filtration.

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 Laboratories» LLC)

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

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

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



WHCTPYKUWA no NMPUMEHEHWIO

Kannn HasanbHble ctepunibHble MAP/MEP

<LLItamn: 68562
14.09.2020>

<UWTamn: /la6opatopuu XUNJbBEP,
aKUMoHepHoe 06LLecTBO YNPOLLEHHOTO
Tnna c Kanutanom 5048000 espo,
HOpuanyeckuii agpec; ABeHto NeHepana
ae Monns (F), 14200 3pysunb-CeH-Knep,
306 062 944 ToproBo-MNpoMbILLIEHHBI
peecTp r. KaH>

amvn: Toproeo-NpoMbILL/IEHHAs Manara pervoHa
HopwmaHaus
Mo nopyueHwto MNpe3ngeHTa
<rnognmcaHo>
HOC-T’MMBEP ®nopeHc, cBuaeTeNbCTBYeTCA
;KIMOUNTENBbHO MOAMHHOCTL nognucy ®JIOPAH
MAHOH>
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«YTBEPXIAEHO»

Nabopatopumn XWNbBEP

AseHto 'eHepana ae lonng, 14200 Spysunb-CeH-Knep, ®paHumns

OTBETCTBEHHbI (hapMaLeBT. [ MpekTop No KayecTsy

JlonxHOCTbL

®nopaH NMAHOH
Vv

<noAnucaHo>
Mognuch

I'Io,qTBep>K,qaro TOYHOCTb, NPaBUJIbBHOCTb U

[I0CTOBEPHOCTb COZIEPXAHNSA TEKCTA NEPEBO/a Ha PYCCKUI A3bIK



AMNOCTWUJ1b

(Faarckas KoHBeHUmMs 0T 5 okTA6ps 1961 roga)
1. ®paHuy3ckas Pecnybnnka poccud
Hactoswmii ouumanbHblil [OKYMEHT

2. 6b1n nognucaH KPOC-I'MIMBEP dnopeHc

3. BbICTYNalOWMM B KauyecTBe OTBETCTBEHHOTO MO
MEX/yHapPOAHbIM Jenam

4, cKpen/eH neyarbto / LWTaMMNom

TOproBo-nNpoMbILLIEHHON NanaTbl permoHa HopmaHaus
Y [10CTOBEPEHO

5.BT. KaH
6. 21 ceHTA6ps 2020 T.

7. 'eHepa/ibHLIM NPOKYPOPOM AnennsaumoHHoro cyaa r. Kau

8. 3a NeRG 20/00525
JokymeHT Ne 1404

9. MeyaTb: <Kpyrnaa neyars: 10. Nognuce
ANennaunoHHBbIRA cya r. KaH> Mackanb LLIO (Pascal
CHAUX)

I"eHepanbHbIA agBoKaT

<noAnmcaHo>

«HacToawwnii anocTuib noaTeep>KaaeT NCKNYNTeNbHO
MOAMMHHOCTb MOANUCK, MeYyaTWu WKW LWTa.una, NpPocTaBleHHbIX Ha
[OKyMeHTe. HacToAwmMM anocTuiem He MoATBEPXKAaeTcs, uTo
Cofiep>KaHve AOKYMeHTa BepHo unu yTo PpaHuykkas Pecnybavka
0[100pAeT ero cogep>kaHue».

<Kpyrnas neyatb: ANensiLMOHHbIA cyg . KaH>
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HAMMEHOBAHWE MEAVWUWHCKOI O U3AENNA

Kannun HasanbHble cTepunsHble MAPVIMEP, B cocTase:
- Kannm HasasibHble B 04HOPa30BOM (pniakoHe-kanesbHuLe, 06beMoM 5 mi-10 L.
- VIHCTpYKUMSA MO NPUMEHEHMIO -1 LT,

CBEAEHUA O NMPOWU3BOAUTESE

PA3PABOTYIK/ NPON3BOANTE/b

Laboratoires GILBERT (Jlabopatopuu XI/IbBEP)

Avenue du General de Gaulle, 14200 Herouville-Saint-Clair, France (AseHto 'eHepana ge Fonns, 14200
Ipysunb-CeH-Knep, ®paHums)

Ten./®akc +33 2 31 47 15 15/+332 31 43 9500

MECTO NPON3BOACTBA MEAVNUWNHCKOI O N3AENNA

Laboratoires GILBERT (/labopatopun XI/TbBEP)
928, Avenue du General de Gaulle, 14200 Hérouville-Saint-Clair, France (928, ABeHto 'eHepana ae onns,
14200 3pysunb-CeH-Knep, ®paHupms)

HA3SHAYEHVE MEAMUWHCKOIO N34ENNA

Kannu HasanbHble ctepunbHble MAPUMEP npefHasHayeHb! 419 OpOoLLeHns, NPOMbIBaHISA HOCOBbIX XOZ0B
W HOCOBbIX NasyX, 415 KOMMIEKCHOTO NeYeHus 1 npothunaktuki 3abonesannii TOP-opraHoB, BUPYCHbIX
nHdpekupia (OPBIA, rpunn), annepryecknx 1 BasOMOTOPHbIX PUHITOB.

[MOKASAHUA K MTPUMEHEHWIO

Kannu HasasbHble cTepunbHble MAPUMEP NpuUMEHSOTCS Y HOBOPOXAEHHBIX, AETEN 1 B3POC/bIX;

* NS ©XeAHEBHOr0 OuYMLLEHWS MOMOCTEA HOCa, B TOM YUCNe [N COXPaHEHWS 3alUUTHbIX CBOVCTB
C/M3NCTON 060/104KM B YCNOBUAX MOBBILIEHHOW CYXOCTW WM 3arpsi3HEHNs BO3ayxa (KOHAMLMOHMPOBAHME,
LieHTpasIbHOE OTON/IEHNE U T.4.);

* NIPW 3a/10KEHHOCTW HOCA 4151 0O/IETYeHNs YCTPaHEHs Cmn3L;

* NS KOMM/IEKCHOTO NleYeHns 1 npodunakTukn 3ab6onesanmii TOP-opraHoB, BUPYCHbIX MHApeKLmiA (OPBIA,
rpuvnmn), annepryeckmx n BasOMOTOPHbIX PUHUTOB.

[MPOTUBONOKA3AHUSA

N3penve He uMeeT 3a0KyMEHTUPOBAHHBIX MPOTUBOMOKa3aHNIA.

MOBOYHBIE AENCTBUA

Mo60ouHbIE [ENCTBMS MPU MPUMEHEHUN U3LENMS B COOTBETCTBUM C WHCTPYKLMENA MO MPUMEHEHWIO He
BbISIBNIEHBI.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



YCNnosud NPUMEHEHNA

NPUMEHSIETCS B YCMOBNAX MEAMUMHCKAX YUPEXAEHWA, a Takke B JOMALIHMX YCMoBMsX. OTHOCUTCA K
M3AeNMSM MHAMBMAYaIbHOTO NOMb30BaHMSA. MpoBefieHne npoleayp C AaHHbIM M3AeNeM B [OMALLHUX
YCNOBWSIX He TpebyeT cneLyabHON NOArOTOBKM U CeumabHbIX HaBbIKOB.

OMUCAHVE, KOMMEKT MOCTABKM W COCTAB MEAULMHCKOIO
N3LENNS

Kannm HasanbHble cTepunbHble MAPUMEP npefctaBnsioT CO60i CTEPUbHBIA U30TOHUYECKIA pacTBop
MOPCKOW BOAbl B OHOPA30BOM (pr1akoHe-kanenbHuLe, PacTBop BBOAUTCA CAMOCTOATE/NLHO C MOMOLLbH)
oxatus  (pnakoHa-KanesbHLbl.  MUKPO3MEMEHTBI, BXOAALME B COCTaB CTEPUIbHOTO M30TOHUYECKOTO
pacTBopa MOPCKOW BOAbl, YyyllalT (DYHKUMIO PECHUYHOrO 3NUTENINA, YTO MOBbIWAET YCTOWYMBOCTb
CNM3UCTOI 060/104KM HOCA K NaToreHam 1 Bupycam.

Kanmm HasanbHble cTepunbHble MAPUMEP ynakoBbiBalT B OfHOPA30Bble (P/1akOHbI-KanebHULbl 13
NO/MATUNEHA HWU3KOIA NIIOTHOCTM 06bEMOM 5 M, 1 3aTeM nomeLlatoT no 10 WT. B KApTOHHYK KOPOOKY C
KOHTPO/IEM MEPBOr0 BCKPbITUS BMECTE C MHCTPYKLMEN MO NPUMEHEHMIO.

CoctaB Ha 100 mn: mopckas Boja - 28 mn, Bofa ouuniieHHas - o 100 mn.
pH 6,5-8,5
OcmonsnbHocTb 270 - 310 MOCM/Kr

CNOCOBb NMPUMEHEHWA N AO3bI¥

[Lns exeHEBHOTO OUMLLEHMS NOMOCTEN HOca: MPOMbIBAHME KaX/AO0ro HOCOBOTO XoAa 0T 1 /10 4 pa3 B [ieHb.
[INsi KOMN/IEKCHOrO NEYEHUs, MPOYUNAKTUKI 3a60NEBaHUA N NPU 3A/IOKEHHOCTM HOCA: MPOMbIBaHWE
KaXa0ro HOCOBOrO X0fia OT 4 710 6 pa3 B ieHb nepep, AoNONHNTENbHBIM MECTHBIM IEYEHUEM.
OpHopasoBblii (hnakoH-kanenbHULA 06eCneunBaEeT NPOCTOE M 6e30NacHoe 1CMOMb30BaHNE U3AENS.
O[iHOpa30BbIit (hNakoH-KanebHULY OTKPbIBAKOT NOBOPOTOM HACALKM.

Mpy 3aKkanbIBaHUM U NPOMbIBAHN:

. CHavana Heo6X0AMMO OYACTUTL MO OYepean KadkAbl HOCOBOW X0 BbiCMapkuBaHuem. Y
M/afIEHLIEB BO3MOXHO 1CMO/Mb30BaTh acnmparop, HanpuMep, acnupartop HasasbHbid getcknic MARIMER
(PY Ne C3 2011/09100).

. MnazieHuam pekoMeHayeTcs NpoBOAUTb NMPOMbIBAHWE B MONOXEHWM Nexa, LEeTAM - cuas wm
CTOSl, Hak/IOHWB roNoBYy HAbOK (PEKOMEHZYETCS yunTbIBaTL 06LLEe COCTOAHNE pebeHka M ero Bo3pacTHble
0COBEHHOCTH).

. OCTOPOXHO BBECTM HAKOHEUHWK B HOCOBOWA XOZ 1 C/Ierka CxaTb (D1akoH-kaneibHuLy.

. MoBTOPUTL NpoLeaypy C APYrMM HOCOBBIM XOZO0M.

. BbINpsAMUTL r0N0BY, BbITEPETh CaNIPETKOI BbIAENEHNS U3 HOCA WU BbICMOPKATHCS.
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TEXHWYECKOE OMNNCAHWE MEOVLUMHCKOI O U3AENNA

Kanmm HasanbHble cTepunbHble MAPKVIMEP  BbinyckatoTcs € COGMIOAEHMEM  MEXAYHapOAHbIX U
HaLOHa/IbHbIX CTaHAaPTOB.

®nakoH-kanesbHMLa 5 M (£ 5 %), U3roToBMEH U3 MaTepuana: nosMaTUAEH HU3KOI NAOTHOCTH.

Mo 6uonorMyeckoMy BO3AEICTBMIO HA MauueHTa UCMoMb3yemble  MaTepuasibl  YA0B/IETBOPSAIOT
Tpe6oaHuam FOCT P 52770 u ctaHgaptos cepumn FOCT ISO 10993. CpeacTBo Guonornyeckm 6e3onacHo.
Cpeactso cTepunbHo. CTepunnsaLmns ocyLLecTBAETCA C NPUMEHEHVEM METOZ0B acenTUYECKOro
npounssogctea no MOCT NCO 13408-2-2007 {cTepunusytowas guabtpaums).

Macca u3genus B piakoHe-kanensHuue 6,45-7,90 r

MEPbI MPEAOCTOPOXHOCTHU

. XpaHuTb npu Temnepartype ot 15 ot 30X.

. XpaHuTb B HELOCTYNHOM [/19 feTell MecTe!

. [lna mnageHues - 3akanblBaTb PacTBOP C MUHWUMAbHBIM [aBNeHUeM, YTobbl u3bexars oboro
pucka nopaxeHus CPeAHero yxa.

. PnaKkoH-KanenbH1La Co CTepPU/IbHbIM U30TOHUYECKMM PacTBOPOM MOPCKO BOAbl SABMAETCH
0[JHOPa30BbIM ¥ UHAMBULYASbHbBIM.

. He wucnonb3yinte OTKPbITBIA WM MOBPEXAEHHbIA  (hAKOH-KaNesbHULY €O CTEpUSbHBIM

M30TOHMYECKMM PACTBOPOM MOPCKOI BOAbI BBUAY prCKa BbICTPOro 6akTepUasibHoOro 3arpsisHeHus.

METOAbI CTEPUTU3ALNI

CTepubHO: CTEPUNM3ALNS C MPUMEHEHNEM METOAA CTEPUIN3YIOLLEN (UNbTpaLMn.

YCNOBUA SKCINYATAUWN, TPAHCTIOPTUPOBAHUA N XPAHEHA

[laHHoe MefuLMHCKOe u3fenue TPaHCMOPTMPYHT BCeMM BUZAMW TPaAHCMNOPTA B KPbITbIX TPAHCMOPTHbIX
cpefcTBax B COOTBETCTBAW C TpeOOBaHWAMK W MpasiiaMu NEpPeBO3KA TPy30B, AEMCTBYIOWMX Ha
TpaHCNnopTe Kaxaoro suaa npu temneparype ot 15 o 30“C v oTHOCUTENbHOI BnaxHOCTU He 6onee 80 %.
Cpe[CTBO Npy 3KCM/TyaTaLmuy YyCTONUMBO K BO3AEICTBUIO KIMMATUYECKMX (PakTOpOB ANs Temnepatyp ot 15
0o 30 ¥ OTHOCUTENbHOIA BaxHOCTK He 6onee 80 %.

XpaHuTb npu Temnepatype ot 15 o1 30RC.

CPOKTOAHOCTNU

3 roga ¢ fatbl NPOM3BOACTBA, He NPUMEHSTb N0 UCTEYEHUN CPOKA FOAHOCTM, YKa3aHHOTO Ha YMaKoBKe.

TPEBOBAHWA K OXPAHE OKPYXXAIOLLEN CPE/bI

[laHHOe MeauLMHCKOe U3enie Npu UCNOMb30BaHUIA, TPAHCTIOPTUPOBKE 11 XPaHEHUM He OKasbiBaeT
HEraTUBHOrO BO3/IEICTBIS HA YEMOBEKA 1 OKPYXaloLLYto Cpefy.
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MAPKWPOBKA

rpacpmyeckne CMMBO/bI Ha MapKMPOBKe MeaMLIMHCKOTO 3aenis

padpuyeckne cUMBOSIbI OnucaHue
[Mpown3soauTens
It
O6patnTech K MHCTPYKLMN N0 NPUMEHEHUIO
[ a
Crepunu3aums € NPUMEHEHWEM  METOLOB  acerTUyeckoi
STERILE A

06paboTkm
3anpet Ha NoBTOPHOE NPUMEHEHME

«BbIBPOCUTb B YpHY» — B [OMALUHUX YCNIOBUSIX M3nenre wium
€ro ynakoBka yTUIM3MPYeTCs BMECTE C BbITOBBIMI OTXOAAMM.

L
J3o-c TemnepaTtypHblii A1anasoH
15*C |
C € CootBetcTByeT EBponeiickon AupekTuse 93/42/EEC
0459
REF KatanoxHblit Homep
Homep cepun
LOT heep
FofieH fo
. ara npou3BoAcTBa
JW f A p A

MOPANOK OCYWECTBAEHWSA YTUAMSALMA WA YHUUTOXEHUS
MEAVLIMHCKOrO N3AEMNSA

CreypanbHbIX Mep NpesoCTOPOXHOCTY MPU YHUMTOXEHUN W3LENUS HENCNO/Ib30BaHHOT0/MCMNO/Ib30BAHHOTO
- He Tpebyetca. OOpalleHne W ero yTUau3auuio HeoOXOAMMO OCYLLECTBATb B COOTBETCTBUM C
NPUHATBIMA B MEAMUMHCKOW MNpakThke HOpMamu, a Takke COOTBETCTBYIOWMMIA  MECTHbIMU,
rOCYLapCTBEHHbIMU U (hefepasibHbIMU 3aKOHOLATE/IbHBIMY aKTaMi WU WHCTPYKLMAMK. B MefuumMHCKuX
yUpexaeHuax usgenve wunu ero ynakoBka YTUAM3MPYETCA Kak MeAuLMHCKMe OTXofbl knacca A B
coorBetcTBUM € CaHluH 2.1.7.2790-10. B pomawHux YCNoBusx W3Aenue wwunu ero ynakoska
YTUNN3MPYETCA BMECTE C ObITOBbIMI OTXOAaMMU.

MEPEYEHb MEXAYHAPOAHLIX CTAHOAPTOB

Kannun HasanbHble ctepunbHele MAPUMEP cOOTBETCTBYET CeAyoLMmM CTaHAapTam:
CraHpapTt HanmeHoBaHue

EN ISO 13485 W3penna weguumHckne - CUCTEMbl MEHEQXKMEHTA KAYECTBA - CucremHble
TpeboBaHMa Ans Lenei perynmposaxus
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EN ISO 14971 3nenua meguunHckue - NpUMeHeHne MeHeXXMEHTa prUcka K MeAULMHCKIM U3Lennam

EN 1SO 10993-1 OueHka 6K0NOTMYECKOro [AeiicTBUS  MeauUMHCKMX n3gennid. Yactb 1. OueHka u
nccnefoBaHns B pamkax npoLecca MeHeKMeHTa prcka.

EN I1SO 10993-5 OueHka 61onormyeckoro AeicTena MeLuLMHCKUX n3gennin - Yactb 5. MccnegoBanus Ha
LMTOTOKCMYHOCTbL: METOABI in Vitro

EN 1SO 10993-10 OugeHKka 61oorMyeckoro AeiicTens MeauUMHCKMX u3genuii - Yacts 10. Viccnegosanus
pasfpaxaroLLero u CeHCUBUNU3NpYIoLLero AeicTams

EN 556-2 Ctepunusauns MeguumHCKuX n3genuid. TpebosaHus K MeAULMHCKAM WU3aennsaM, KOTopble

[O/MKHbI ObITb 0603HaueHbl «CTEPWU/IbHO», YacTb 2. TpebGoBaHMS K acenTuyecku
06paboTaHHbIM MEANLMHCKAM U3LENUAM.

EN1041 ViHtopmaLmsa, npefocTaBneHHas NPoOU3BOANUTENEM MELWULMHCKOTO U3Lenus.

ISO 15223-1 V3penusa meguumnHckne — CUMBOJIbI, NPUMEHAeMble NPU MapKUPOBaHUU Ha MEAULIMHCKUX
n3Lenusx, 3TUKETKaX W B CONPOBOAWTENbHOW AOKymeHTauun — YacTb 1. OCHOBHblE
TpeboBaHns.

EN ISO 13408-1 AcenTuyeckoe NpoM3BOACTBO MeANLMHCKOI npoaykumm — YacTtb 1. O6Lime TpeboBaHus.

EN ISO 13408-2 AcenTuyeckoe Npou3BOACTBO MeANLMHCKOI npodykLumn — YacTb 2. dunbTpauus.

NMEPEYEHb MATEPWAJIOB XWBOTHOIO W (M) YENOBEYECKOIO
[MPOUNCXOXAEHNA

He copepXut MaTepranos XMBOTHOTO W (VII'IVI) 4Ye/10BEYECKOr0o NPONCXOXAEHNA.

OAHHBIE O JIEKAPCTBEHHbIX CPEACTBAX, JIEKAPCTBEHHbIX
MPENAPATAX N ®PAPMALIEBTUYECKNX CYBCTAHLUNAX

He cofepxuT NekapcTBEHHbIX CPEACTB, SIeKapCTBEHHBIX IPenapaToB Uam hapMaLeBTUYECKINX
cybCTaHLMi.

FAPAHTUHBIE OBA3ATE/ILCTBA

[laHHoe wn3fgenve paspaGoTaHo, M3rOTOBMEHO, WCMbITAHO W YNakoBaHO MNpu  COG/IOAEHMN  BCeX

COOTBETCTBYHOLLMX TPEOOBAHMIA.
Mpon3BOANTENb TapaHTUPYET KAYeCTBO MEANLMHCKOTO U3LEeNNa 4O UCTEYEHUS Cpoka ero rogHocTu, npu
YCNOBWM, YTO €0 ynakoBka He NOBPEeXAeHa W COBMIOLEHBI YCI0BUS XPaHEHUS.

PEKTAMALNSA

Peknamauuy BbICblIaTb Ha afpec YnoJHOMOYEHHOrO MPeACTaBUTENs MPOWU3BOAUTENA HA TeppuTopun
Poccwitckoin deaepauun:

O6LLEeCTBO C OrpaHUYEHHON OTBETCTBEHHOCTBLIO «3660TT JlabopaTopus» (000 «3660TT JlabopaTopms»)
125171, 1. Mocksa, JleHnHrpaackoe Lwocce, a. 16A, ctp. 1

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

MepeBof, C aHrIIACKOTO 1 opaHLLy3CKOro A3bIKOB Ha PYCCKUIA A3bIK BbINOSHEH NEPEBOAYNKOM AHAPEEBbLIM
[leHucom Hukonaesnyem  f oA
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Poccuiickaa ®epepauuns
[opopg MockBa
MepBOro okTA6GpA ABe ThiCAYM ABajLaToro roga

A, AnexvH EBreHuit BnagummpoBuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO MOA/JMHHOCTb

nognucu nepesofyvka AHgapeesa eHnca Hukonaesuny.
Mognuck caenaHa B MOEM MPUCYTCTBUN.
JTnyHoCTb NognucasLUero JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 57/171-H/77-2020-6-4463.

B3biCkaHO rocyapCTBeHHON nownuHbl (No Tapudgy): 100 py6. 00 kon.
YnnayeHo 3a okasaHue yCnyr npaBoBOro v TexXHMUYecKoro xapaktepa: 300 py6. 00 kon.

E.B.AnexunH

*TCTH|Y<TE rTiTHH

' - Fepoo8M:= ne- = "

PenneHc

o:!

Poccuiickas ®egepaymns
fopof MockBa
MepBOro okTA6GpPA ABe ThiCAYM ABafjLaToro roga

A, AnexuH EBreHuii BnaguMuposuyd, HoTapuyc ropoga MOCKBbI, CBUETENLCTBYHO BEPHOCTb KOMUM C
NpefCcTaB/NEHHOr0 MHE [OKYyMEHTa.

3apernctpupoBaHo B peectpe: Ne 57/171-H/77-2020-6-4464.

B3bickaHO nownuHel (no Tapudy): 160 py6. 00 Kon.
Ynnaue paBOBOr0 U TeXHUYeCKOoro xapakrtepa: 800 py6. 00 kon.

E.B.AnexunH
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