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1. Name of the product.

Diapers for incontinent patients TENA® Pants Normal
small, medium, large, extra large

2.Manufacturer: Essity Hygiene and Health AB, SE-405 03 Goteborg, Sweden

Production site:
1. Essity Operations Poland Sp. z 0.0., Ul. 3 Maja 30 A, 55-200 Olawa, Poland
2. Essity Canada Inc., 999 Farrell, Drummondville, Quebec, J2C 5P6, Canada

3. Intended use of MD

TENA® Pants Nonnal are disposable absorbent panties that are worn like normal underwear.
Absorbency is indicated in the "drops™ on the package. The product is intended for people with
moderate incontinence. Suitable for men and women with an active lifestyle. This product is
available in the following sizes: S (small) - small, waist 65-85 cm, M (medium) - medium, waist
80-110 cm, L (large) - large, waist 100-135cm, XL (Extra Large) - waist 120-160 cm. Itis a
medical device of 1*risk class, contacts the undamaged human skin for a short time.
4.Indications for use of MD.

For protection of incontinence.

5. Contraindications
No contraindications found.

6. Side Effects
No side effects found.
7. Precautions

N/A

8. Information about potential customers of this MD

This medical device is intended for people living an active lifestyle, suffering from

incontinence from moderate degree. The product can be used in a home-care environment or at
institutions.

P.Functional characteristics of MD and indications for use
Incontinence of moderate degree.

Size Average value of absorption capacity ()
Small (S) 1010
Medium (M) 1010
Large'(L) 1010
E~tm Large (XL) 1010
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/ 10. Risks of using a medical product, contraindications, expected and predictable side

effects associated with the use of a medical product for the intended purpose.
None

11. Technical characteristics of MD

TENA® Pants Normal

Measurement ) Extra Large
point Small (mm) Medium (mm) Large (mm) (mm)
+10% +10% 10% +10%
"ength of MD 674 726 826 883
Vidth of MD 544 680 810 920
.ength of 500 500 500 500
ibsorbent core *
Vidth of 120 120 120 120
bsorbent core*
.ength of core 500 500 500 500
Irap
Vidth of core 160 160 160 160
Irap
-ength of transfer 245 245 245 245 m
lyer
iNidth of transfer 80 80 80 80
lyer
*There is only 1 core on Pants Normal
SIZE Weight ()
Small (S) 51,7 +8¢g
ledium (M) 5518¢g
arge (L) 59,7 + 8¢
xtra Large (XL) 60,3+ 8¢g
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12. How to apply product

Put on TENA® PANTS as usual underwear.
Change the product when appropriate.
To remove after use, tear the product at the side seams

13. Handling conditions

To handle product under normal conditions.
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Requirements for environmental conditions during handling

Air temperature, °C

Air relative humidity

14. Materials used

a) sizes Small (S), Medium (M), Large (L)

Component Material Brand of material
Inner Top Sheet Non woven SS4FW-01
material 016CG/SS5FW-01
016CG
Transfer layer Non-woven 12050W50A(B5)
material
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Pahlir

Supplier

Fitesa Sweden

Berry Italy

+ 15°C-+35"C

not more 40’

MSDS (date)
(day/month/year)
25/04/2018

02/02/2016



Absorbent core,
Fluffpulp

Absorbent core,
Superabsorbent

Core Wrap

Backsheet, film
laminated with
Nonwoven material

Elastics threads

Elastic threads,
waist position

Adhesive

Barrier elements

NW chassi (inside
of the ""pant

material)
NW chassi (outside
of the "'pant

material)

b) size XL

Component

Inner Top Sheet

Transfer layer
Absorbent core.
Fluff pulp

Absorbent core.
Superabsorbent

Core Sealing

Backsheet, film
laminated with
Nonwoven material

Pulp bleached;

SAP

Nonwoven material
(PP)

Polyethylene film
and

Nonwoven material
(PP)

Synthetic threads

(Polyuretane)

Synthetic threads
Polyuretane,
(Peach Spandex
Fiber)

Adhesive hotmelt
/
Nonwoven material
(PP)
Nonwoven material

(PP)

Nonwoven material
(PP)

Material

Non woven material

Non-woven material
Pulp bleached;

SAP

Nonwoven material
(PP)

Polyethylene film
and Nonwoven
material (PP)
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FR Supersoft Plus 8%
HySorb®B6600
3001145

12000 Aptra B 140 or
FBBX20

D0801PH W/
D1403PHW

C-100
Creora

Creora C100 Peach
(GO83R)

NW 1002 ZP/ (FC8400)
Kmelt PERFECTCARE
W510

D0801PH W/
D1403PHW
D0801PH W/
D1403PHW

D0801PH W

Brand of material
B0305-5
12050W50A (B5)

PN Supersoft Plus 8%

T6600

3002151

12000 Aptra B 140,

B0264-5

International
paper

BASF

Avgol lzrael

RKWor
Pelsan,

Union Industries
SpA

Hyosung
corporation

Hyosung
corporation

HB Fuller
Colquimica

Union Industries
SpA
Union Industries
SpA

Union Industries
SpA

Supplier

BERRY North
America

Berry Italy

International
paper

BASF

Avgol USA,
Mocksville NC

RKW

BERRY North
America

25/9/2017
01/06/2017
04/2018
31/1/2018
13/7/2018

07/2013

07/2013

08/2016

15/07/2014

31/01/2016

07/2013

07/2013

07/2013

MSDS (date)
(day/month/year)
11/10/2018

02/02/2016
25191111

01/06/2017

04/2018

>1L20L,



Synthetic threads

Elastics threads (Polyuretane)

Adhesive Adhesive hotmelt

Barrier elements Nonwoven material
(PP)

NW chassi (inside Nonwoven material

of the "'pant (PP)

material)

NW chassi (outside  Nonwoven material

of the "pant (PP)

material)

T837

Full-Care 8500N
Syle 3002553
80022015017x&
80016015017XX

3002751

IS.Labeling of consumer packs and MD

LOT number is usually indicated on the product.

Information on consumer pack:
-medical device name

- indication for use

- size of medical device

- recommended waist / hips size
- number of items per package

The LYCRA
Company
HB Fuller

Avgol USA,
Mocksville NC

BERRY North
America

Avgol USA,
Mocksville NC

- name and address of the location of the manufacturer (seller,

- distributor), trademark

- address of production site

- date of manufacture

- expiration date

- storage and handling conditions
- disposal instructions

- distinctive characteristics of the diaper in accordance with the technical

- product illustrations
- how to use product;
- article

- Lot number;

- number and date of registration certificate;

- barcode

Graphic symbols on consumer pack

Symbol

Explanation

1/03/2018

09/10/2017

04/2018

11/10/2018

04/2018

The possibility of processing low density polyethylene

PE-LD

\
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Symbol of voluntary certification

(LDPE).



16. Information about transportation of MD

Consumer pack with the diapers enclosed in it should be complete. On the surface, tears and
other damage are not allowed.

Temperature -30°C to +35°C; Air relative humidity not more than 80% .

Diapers are transported only in a dry, clean transport that does not have extraneous odoss.

17. Storage and Shelf life
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The product in the packaging of the enterprise should be stored in a cool place - clean, dry, we
ventilated areas; It is strictly forbidden to store products near sources of sharp odors (for
example: paintwork materials, household chemicals, burns, solvents, etc., etc.);

When storing and operating the product, direct sunlight and sudden changes in temperature
should be avoided.

Environmental conditions during storage

Requirements for environmental conditions durﬁg storage
Airt C rIve-
ir tem, °
peratire, +35°C
not more
Air relative humidity
40%

Shelf life of the diapers is 3 years from the production date indicated on the package.

18.UTILIZATION

The product must be disposed of as medical waste of hazard class "B"
Do not throw into drains.

19.Manufacturer's warranty

The manufacturer guarantees the quality of diapers under the conditions of operation, storage
and transportation within 3 years from the date of manufacture date indicated on the package.

20,Authorized representative in Russia

During the warranty period, claims are made to the manufacturer at the address: LLC Essity,
Russia, 117218 Moscow, ul.Krzhizhanovskogo, 14, building 3, phone: +7 (495) 967-33-67.

21. List of applicable national standards

Harmonized and other International Standards that are relevant to prove conformity to Medica
Devices Regulation (EU) 2017/745 by Essity Hygiene and Health AB applied in full or in part
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1 1SO 13485:2016

© 180 9001:2015

1 1SO 14971:2012

- EN ISO 10993:2009

' EN 1SO 17025:2005

| EN 1041:2008
| 1SO 15223:2016

ISO 7000:2012

Medical devices - Quality management systems - Systems
requirements for regulatory purposes

This international standard specifies requirements for a quality
management system that can be used by an organization for the
design and development, production, installation and servicing of
medical devices, and the design, development, and provision of
related services.

Quallty managmnt oystoms

This international standard specifies requirements for a quality

management system where an organization

a) needs to demonstrate its ability to consistently provide
product that meets customer and applicable regulatory
requirements, and

b) aims to enhance customer satisfaction through the effective
application of the system, inciuding processes for continual
improvement of the system and the assurance of conformity
fo customer and applicable regulatory requirements.

Risk management

This international standard is a framework for effective
management by the manufacturer of the risks associated with the
use of medical devices. It includes a procedure to investigate,
using available information, the safety of a medical device,

including accessories, by identifying hazards and estimating the
risks associated with the device.

Bilological evaluation

a) the fundamental principles governing the biological evaluation
of medical devices

b) the definition of categories of devices based on the nature
and duration of contact with the body:;

c) the selection of appropriate tests.

General Requirements for the oompetonco of testing and
calibrating laboratories

This international standard specifies the general requirements for
the competence to carry out tests and/or cafibrations, including
sampling. It covers testing and calibration performed using
standard methods, non-standard methods and laboratory-
developed methods.

Information suppliod bytho manufacturer of medical devices
This standard specifies the information to be supplied by a
manufacturer for different categories of medical devices, as
required by the relevant EEC Directives. it does not specify the
language to be used for such information.

Medical devices - Symbols to be used with medical device
labels, labeling and information supplied.

This international standard identifies symbols conventionally used
to convey information essential for proper use to the user and
others for safe and effective use of medical devices.

Graphical symbols for use on equipment — Index and
synopsis.

This international standard provides a synopsis &raphlgaL
symbols, which are placed on equipment or parw
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EN 1SO 14155:2011

MEDDEV24I1 rev. 9
MEDDEV271 rev. 4
l MEDDEV2 12/1 l‘a‘va

_ t Commission Decision
| 2000/632/EC
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any kind in order to instruct the persons handling the equipment
asto its use and operatlon
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“Clinical Invowoaﬂon of medical devices for human subjects
This international standard defines procedures for the conduct and
performance of clinical investigations of medical devices. it
specifies general requirements intended to —-protect human
subjects, ~ensure the scientific conduct of the clinical
investigation, —assist sponsors, monitors, investigators, ethics
committees, regulatory authorities and bodies involved in the
conformity assessment of medical devices.

Part 1 of ISO 14155 a) specifiss requirements for the conductof a !
clinical investigation such that it establishes the performance of |
the medical device during the clinical investigation intended to
mimic normal clinical use, reveals adverse events under normal
conditions of use, and permits assessment of the acceptable risks
having regard to the intended performance of the medical device,
b) specifies requirements for the organization, conduct,
monitoring, data collection and documentation of the clinical
investigation of a medical device, c) is applicable to all clinical
investigation(s) of medical devices whose clinical performance
and safety is being assessed in human subjects.

Part 2 of this standard provides requirements for the preparation
of a Clinical Investigation Plan (CIP) for the clinical investigation of
medical devices. The compilation of a CIP in accordance with the
requirements of this standard and adherence to it will help in

optimising the scientific validity and reproducibility of the resuits of
a cinical investigation. o

 Guidelines to the Classification of Medicel Devices
 Guidelines on Medical Devices, Clinical Evaluation

Guidelines on a Modloal Device Vloﬂaneo System
Europoan List of Waste
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' Mepeeod c aHaNUiicKORO A3LING HA PYCCKUL AILIK

HaknanHas neyarb, CKpenIAiomas JOKyMeHT:
HOTAPRYC CTOKIO/1bMA
*rABPHI/Tb PYOABEK*®

YTBepxAaio

MeHemkep nNo TEXHUUECKOMY H3AENHIO (MPOAYKTY)
Oca JleHHepcTen
«Acentn XalipkuH a1 Xenc Ab»

UHCTpYyKLMS NO NPUMEHEHHIO

Noarysunxn - Tpycw ans s3pocasix TENA® Pants Normal
npH cpeaneii cTeNeHH HeAePKAHHA B CACAYIOMHX PA3MEPAX:
Small (S), Medium (M), Large (L), Extra Large (XL)

«Icenru Xaitanun yna Xeac AB» (Essity Hygiene and Health AB),
SE-405 03 Goteborg, Sweden, lllsenns

[}ramn:

Accun Xatizknn 3ua Xeac Ab

405 03 TETEBOPI

HIBELIUA
A, imxenoanucasumtica, Fadpuans PyaGek, Hotapnyc Mevars:
no ropogy Crokronsm, llJeeums, CBHACTENLCTBYIO, 4TO HOTAPHYC CTOKTOJIbMA®

*TABPUI/ID PYABEK™® 2283
Oca Kpucrnna JIcHHepCTeH - - -
COCTaBHIA H NOANHCANA HIDKEHINOKEHHBIN AOKYMEHT
C6op CToKronsm
Kpon B cuny sannmaemoi aomxrocth  23-03-2020
<Hoonuce>
2020 .

Ha xaxaol cTpasnue 10KyMeHTa nevath:
HOTAPHYC CTOKIOJ/TbMA
*TABPHUI/1b PYABEK®
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, 1. Hanmenosanune MH
/ Moary3unku — Tpycs ana B3pocabix TENA® Pants Normal npn cpeaHelt cTeneHn Heaepxanus
B cneaylolmx pasMepax: Small (S), Medium (M), Large (L), Extra Large (XL)

2. INpoussoauTtens: «Iccuti Xakiakun 34a Xenc Ab» (Essity Hygiene and Health AB),
SE-405 03 Goteborg, Sweden, [1lperus

MecTo npon3soacTBa:
1. «3ccutu Onepoiitnc [Nonana Cn. 3.0.0.» (Essity Operations Poland Sp. z 0.0.),
ULl. 3 Maja 30 A, 55-200 Olawa, Poland, Ionbiua;
2. «3ccutu Kanana Uuk.» (Essity Canada Inc.),
999 Farrell, Drummondville, Quebec, J2C 5P6, Canada, Kanana

3. Hazuauenne MH

Moary3unku-Tpycs Ata sapocasix TENA® Pants Normal npn cpennefi crenenn Heaepxanns s
cheayromux pazmepax: Small (S), Medium (M), Large (L), Extra Large (XL)

- 3TO OIHOPA30Bbie BIUTHIBAIOINE TPYCHI, KOTOPbIC HOCAT Kak o6bluHoe HHXKHEe Genbe.
BnuthiBacMOCTb TOATY3HUKOB yKa3aHa B «Kamndx» Ha ynakoske. Mzaenue npeanasnaieo ana
KN, CTPAjAIoIUX HenepxkanneM cpeareli crenenu. I1oaxXoanT AN MyX4MH H XKCHIIMH,
BedyLIHX aKTHBHBIA 00pa3 xu3nn. U3nenne 0cTynHO B cieaytomux pasmepax: Small (manbiit)
- 06xBat Tanuu 65-85 cM, Medium (cpeanmuii) - o6xsar Tanuu 80-110 cMm, Large (Gonbiuoit) —
obxear Tanun 100-135 cM, Extra Large (cBepxGonbimoii) — o6xsat Tanuu 120-160 cm. Jlannoe
u3genne | knacca NOTEHUHANLHOTO PHCKA MPHMEHEHHS; B TE4EHHE KOPOTKOrO NPOMEKYTKa
BPEMEHH KOHTAKTHPYET C HEMOBPEXKICHHON KoXeH yenopeka.

4. lToxazanua k npumenenuo MH.
Henepxanue moun.

S. IllpoTuBoNOKa3aRNA
FlpoTHBONOKA3aHHHA HE BLIIBJIEHO.

6. Tobousbie 3§pdexTn
[NoGounnix 2ddexToB He OOHAPYKEHO.

7. Mepui NpeaocTOPOXHOCTH
p He npamennmo

8. Uudopmanus o noTenunaabHbIX norpeburensx MH .
NMoTeHuHanbLHBE NOTPEOHTENH AAHHONO MEAHLHMHCKOrO H3AEAHA - ITO JIMLA C HeAepKaHHEM
cpeaneli cTenexy, Beaymye akTHeHbIH 00pa3 xH3HU. [loAXOAAT ANA MYKYHH H KEHLUHH.
[oAry3HAKH MOTYT NPHMEHATLCA B KIHHHYECKHX, NONHKIHHHYECKHX YUPeXICHHAX U B
JOMAUIHHX YCJIOBHAX.

9. OyHRKUHOHAJILHBIC XAPAKTEPHCTHRH N HazHavenne MH
H3nenue npeaHasHaueHo A JIKL, CTPARAIOLIAX HeiepKaHHeM cpeaHel CTeNeHH.

Paimepnsiit pax MH Cpeannii noxaszatens BIRTHIBAIOMEeH cnocofnocTu (r)
Mansiii Small (S) 1010
Cpeannii Medium (M) 1010
bonbiuoi Large (L) 1010
CaepxOonbiuo# 1010
Extra Large(XL)
2
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noGounvie 3dpPexrnl, ceazannbie ¢ npamenenneM MH no nasnavennio.

/ 10. Puckn npumeneuns MH, npoTusonoxaszanns, o’kHaaeMble H npeacKayeMble

OTCyTCTBYIOT

11. Texnuueckne xapakrepucraks MH

Pasmepuwiit paa TENA® Pants Normal

XapakTepucTHKH Manmit Cpennnit Bonbioit CaepxOonbiuoi

MH, mm +-10% +-10% +-10% +-10%
mina MU 674 726 826 883
Iupuna MH 544 680 810 920
nuHa 500 500 500 500
ycopOupyloLero
103 *
Inpuua 120 120 120 120
ycopoupylolero
og*
una 500 500 500 500
SOJIHPYIOLLEro c0s
Inpuua 160 160 160 160
JONHPYIONIErO CHOS
NHUHA 245 245 245 245
ICTIPEAEANTENBHOIO
103
Mpuna 80 80 80 80
\CAPEACTHTENLHOTO
1081
3 nannomM MH abcopOupytommnii cnoii onux.
b
a3mepHblil pag MH Macca (r)
‘ansiit Small (S) 51,7 +/-8r
peanuit Medium (M) 55+/-8r
mbioii Large (L) 59,7 +/-8 r
sepxGonswoii Extra Large (XL) 60,3 +/-8r
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CxemaTuveckoe uzobpaxenne MH (npumep)

’
90

12. Cnocod npumcrHenns MU

Hanenvte noarysunka TENA Pants kak o6sqnoe HHXHee Oease.
MensiiTe HOATY3HRKH NO Mepe HeoGXONUMOCTH.
Y1o6b! CHATH H3AENNE NOCAE HCTIONL30BAHNA, PAa3OPBHTE €70 NO GOKOBBLIM IIBAM.

13. Ycnosnsa obpamenun c MU

Obpatienue ¢ uaaenueM (Norpyska-pasrpyska) — B OOBIYHBIX YCIOBHSEX

TpeGoBanns K yc0BRAM 00pallICHHN ¢ MEAHNHHCKHM H3e/IHEM

Temnepatypa Bosayxa, °C +15°C - +35°C
OTHOCHTENbHAN BAAKHOCTH BO3AYXa He 6onee 40%
14. HenoabiyeMble MATePHANDI
a) ans pazmepos Small (8), Medium (M), Large (L);
Komnonenv Marepnan Mapxa ITocTaBunk [Iacnopr
GezonacuocTn
MaTEpHaa
(nara)
Bepxuuit Herkanblii SS4FW-01 Fitesa Sweden 25/04/2018
NOKPOBHLIH cnoli | MaTepnan 016CG/SSSFW-01
016CG
4
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PacnpegenutensH
bl croii
ABCopoUpyoLLnIA
cnovi ¢
LIe/I/0N030M
Ab6copbupyoLLniA
cnoin ¢ CAN
3onunpytowmii
cron

HWKHWIA
MOKPOBHbIA/
3aLUMTHBIA C/OR
(nneHka
NaMUHMPOBaHHast
HeTKaHbIM
marepuasiom)
ANacTUYHbIE HUTK

SnacTUYHbIe HUTU
B 00n1acTu nosica

Knein

bapbepHble
3N1EMEHTbI
BHYTpeHHsAs
CTOpOHa
NoAry3HuKa
BHeLIHAA cTOpoHa
noarysHuka

b) ona pasmepa Extra Large (XL)

KOMMOHEHT

BepxHuit
MOKPOBHBIA €101

PacnpepnenutensH
bl cnoii

HeTKaHbIi
martepuan
Llenntonosa
beneHas

CArl

HeTkaHbI
matepuman (MH)
MonnatuneHoBas
nneHka

N HETKaHbIN
martepuan u3
nosmnponuieHa

CUHTEeTUYECKUE
HUTWN U3
nonnypeTaHa

CUHTEeTUYECKUE
HUTU 13
NnonnypeTaHa,

Kneii ropsiuero
pacnnasa

HeTkaHbll
marepuan
HeTkaHbIi
matepuan (MH)

HeTkaHbll
matepuan (MH)

Martepunan

HeTkaHbll
maTepuan

HeTkaHbll
martepuan
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12050W50A (B5)

FR Supersoft Plus
8%

HySorb®B6600

3001145

12000 AptraB 140,

uim FBBX020
D0801PHW/
D1403PHW

C-100
Creora

Creora C-100 Peach

(GO33R)

NW 1002 ZP
(FC8400)

Kmelt
PERFECTCARE
W510

D0801PH W
D1403PHW
D0801PH W
D1403PHW

D0801PH W

Mapka

B0305-5

12050W50A (B5)

Berry Italy

International
paper

BASF

Avgol Izrael

RKW wvnn
Pelsan

Union Industries
SpA

Hyosung
corporation

Hyosung
corporation

HB Fuller
Colquimica

Union Industries
SpA
Union Industries
SpA

Union Industries
_SeA

lMocTaBLUMK

BERRY North
America

Berry Italy

02/02/2016

25/09/2017

01/06/2017

04/2018

13/01/2018
13/07/2018

07/2013

07/2013

08/2016

15/07/2014
31/01/16

07/2013

07/2013

07/2013

MacnopT
6e30MmacHoOCTU
mMaTepuana

(nata)
11/10/2018

02/02/2018



AbcopoupytoLmin
Cron,
pacryLleHHas
Lennonosa
AbBCopbupyoLLniA
cnoi ¢ CAIN
3onmpytowmii
Cnou

HWKHMI
MOKPOBHbIN
[3aWNTHbINA Cnov
(nneHka
NaMUHMPOBaHHas
HeTKaHbIM
marepuasiom)

AnacTUYHbIEe HATU

Knel

bapbepHble
3N1EMEHTI

BHyTpeHHAA
CTOpPOHa
MOAry3HuKa
BHelLHAs cTOpoHa
NOAry3HuKa

Llenntonosa
6eneHas

CAIl

HeTkaHbll
matepuman (1)
MonnaTtuneHosas
nneHka

N HETKaHbIN
martepuan u3
nonunponuneHa

CUHTETUTYECKNE
HUTKU U3
nosmypeTtaHa

Kneli ropsuero
pacrnnasa
HeTkaHbI
matepuan (M)

HeTkaHbIl
marepuan (M)

HeTkaHbIl
matepuman (M)

PN Supersoft Plus
8%

T6600

3002151

12000 AptraB 140,

B0264-5

T837

Full-Care 8500N

Syle 3002553

80022015017 X&
80016015017XX

3002751

15. Mapkuposka MW 1 noTpebunTeNbCKON YNaKoBKU

Ha camom 13fennmn ykasblBaeTcsi HOMep NapTum.

MHhopmaums Ha NoTpebUTENbCKOM YNaKOBKE COAEPXKUT:
HanmeHoBaHne M
HasHayeHne M
pasvep M

- peKomeHZyeMblil pa3mep Tanuu/besep
KOMIMYECTBO U3MeNNIA B YNaKoBKe
Ha3BaHVe 1 aipec MecTa HaxoXaeHuns npoussoanTens (Npoaasua,
ANCTPUOBLIOTOPA), TOProBasi MapKa

agpec Mecta npoussoactea MU

[laTa U3roToB/eHUA
CPOK rogHoctn MU
YCNOBUS XpaHeHUs
yKasaHus no ytuausaumm

OT/INYNTENbHbIE XapPaKTEPUCTUKN NOoAry3HMKa B COOTBETCTBUU C TEXHNYECKUM

NCMo/IHeHVEM (B BUAE PUCYHKOB)
npasuna no NPUMEHEHUIO NOANY3HNKa;
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- apTHKYJ] H3Je/Ius

- HOMEp NapTHH;

- HOMEp H JIATa PErHCTPALHOHHOTO YAOCTOBEPSHUS;
- LUTPHX-KOA

I'paduueckue CHMBOIBI HA YNAKOBKE H HX 3HAYCHHE
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16. Yka3zauna no nepesozke MU

MorpeGuTensckas ynaxoBka ¢ NOAry3HUKaMK A0mkHa GbITh uenoctHoit. He nonyckaerca
MEXaHHYECKOC¢ MOBPEXKACHUE YIaKOBKH, OTKPHIBAOLIEEe AOCTYN K NOBEPXHOCTH NOATY3HHKA.
Yenoeua nepeso3ky npu Temnepatype ot -30°C go +35°C; OTHocHTeNbHAA BAOKHOCTh BO3AYXA
He Gonee 80%. [Noary3Hukn nepeBo3sTCA TOABKO B CYXOM, YHCTOM TPaHCTIOPTHOM CPEACTBE, He
MMEIOLIEM [OCTOPOHHHX 3al1aX0B.

17. YenoBua xpaHenns u cpox roaHocth MH

HUsnenne B 3aBOACKON YNaKOBKE CNEAYET XPAHUTD B YHCTHIX, CyXHX, XOPOHIO MPOBETPHBACMBIX
noMeuleHHAX; Kareropuuecks 3anpeillacTcs XpaHuTh H3ACAHA BOTH3IK HCTOYHHKOB OCTPSHIX
3anaxoB (310 MOTYT ObITh, K IPHMEPY, 3aNaXH JaKOKPacOYHbIX MaTEpPHAJIOB, CpeacTs GuTosolH
XHMHH, 00xura, pactBoputenel n 1.4.)

[Tpu xpasenun n3penus cnexyer vaberarb BO3ACHCTBHA NPAMBIX CONMHEYHBIX Ny9eli H pe3KHX
nepenanoB TeMNEpaTyphi.

Yoaosua okpyxatoueil cpeabl NPpH XPaHeHHH
Temneparypa so3ayxa, °C +15°C - +35°C

OTHOCHTENEHAA BAAXHOCTH BO3AYXa He Gonee 40%

CpoK roaHocTH NOAry3HHKOB COCTaBARET 3 roja ¢ AaThl NPOM3BOACTBA, YKA3aHHOH Ha
noTpebuTeNbCKON ynakoBKe.

18.YTHIIU3IALINSA

Hcnonb3oBankoe H3aenne HeOOXOMMMO YTHN3UPOBATD KaK MEHLMHCKHE OTXOAb! KAacca
onacrocTn «B» 3anpeiaercs Gpocars B KaHAIU3AUKIO.

19. I'apanTin npousBoanTENR

TIpon3BoauTeb rapaHTHPYET KAMECTBO MEAMUMHCKOTO M3JCIHA NPH cOGMoneHHH ycnosui
IKCTIyaTallH, XPaHEHHA W TPAHCHIOPTHPOBAHUA B TeYEHHE 3-X JIET CO AHA JaTHl H3rOTOBNEHHA,
VKa3aHHOH Ha YNaKkoBKe.

20. VYnoanomouennsiii npeacraBuTeAbL Npon3BoauTesN B Poccun .

000 «3centur, 117218 r. Mocksa, yn.Kpxuxatosckoro, u.14, kopn.3,
Ten.: +7 (495) 967-33-67;, www.TENA ru;

21. Cnncok npuMeHsieMbIX HAUMOHAILKBIX CTAHAAPTOB,
lapmonu3KpoBaHHbIE H APYTHE MEXAYHAPOAHbIE CTAHAADPTHI, NOATBEPKAAIOLIHE
cootBercTBHe Pernamenty EC o Meanuuncknx n3genuax (EU) 2017/745, xoropuie
NOJHOCTHIO UM YACTHYHO NPUMEHSET XOMIAHNA «JccHTH Xalipku 36 Xenc Ab».

ISO 13485:2016 Hzneans meannunckne — CucreMbl MEHEAKMEHTA KAYECTBA —
Tpebopauna x cucremam Ann uenelf HOpMATHBHOTO
PeryaHpoBanHun
JlanHbiii MEXAYHAPOAHLIH CTAHAAPT YCTaHaBHBaeT TpeGOBAHHA K
CHCTEME MEHEDKMEHTA Ka4yecTBa, KOTOpble MOTYT ObITh
HCTI0)Ib30BaHb! OpraHH3auWell 1A NPOEKTHPOBaHUA ¥ pa3paboTKu,

8
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MPOU3BOACTBA, YCTAHOBKMW, TEXHUUYECKOTO 06CY)XXMBAHUS
MEAVLIMHCKNX U3[eNniA, a TaKxKe ANs NPOEKTMPOBaHUS 1 pa3paboTKy
NN NPeoCTaB/IEHNst COMYTCTBYHOLLMX YCAYT.

ISO 9001:2015 CucteMbl MeHepKMeHTa KadecTsa

[aHHbIi  MeXAyHapoAHbIl CTaHAapT onpefenset TpeboBaHUS K
cuCTeMe YNpaBieHWs KauecTBOM, NPK KOTOPOIA OpraHu3aLum

a) HeobxoaMMO NokasaTb CBOK CMOCOGHOCTb MOCTOSHHO — BblAaBaTb
NPOAYKUMIO,  OTBevalollyto  TpeboBaHMSM  KAMEHTa U
COOTBETCTBYHOLLMX [eACTBYHOLLMX HOPMATMBOB, U

b) CTpPemneHMe MOBbIWATb YAOBNETBOPEHHOCTb K/MEHTA Yepe3
3(pheKTVBHOE MPUMEHEHME CUCTEMbI YMpPaB/EHNS KauyeCTBOM,
BK/tOYast NMPOLIECChbl MOCTOSAHHOTO YNYYLLEHMS 3TOW CUCTEMbI, U
obecneumBatb  CO6MOAEHMe  TpebOBaHWMA  K/MEHTA U
[EeNCTBYIOLLErO 3aKOHOAATE/NbCTBA.

ISO 14971:2012 YnpaBneHne pycKamu
[JaHHbIN MeXXayHapoaHbI CTaHAapT PEKOMEHAYeTC paccMaTpuBaTh
Kak OCHOBY /19 3((heKTUBHOIO YrpaB/ieHNa N3roToBMUTeNeM PUCKOB,
CBA3aHHbIX C NPUMEHEHVEM MeULMHCKUX n3fenuin. CtaHaapT
COAePXNT npoLeaypbl MO UCCeA0BaHNIO, BKNOYas MMEOLLYHCS
MH(opmaLmio, 6e30MacHOCTV MeAMLIMHCKOTO U3Lenns, BKIKOYas ero
MPUHAANEXHOCTU, NYTEM BbIIBNIEHWSA ONacHOCTEN N OLEHKW PUCKOB,
CBSI3aHHbIX C 3TUM MEAULMHCKUM U3LENNEM.

EN I1SO 10993:2009 OueHKa 610N10rMYecKoro AeicTBMUSA MeAULMHCKUX U3LeNNA..

a) ®yHAaMEHTa/IbHbIE MPUHLWMbI, KOTOPLIMI PYKOBOACTBYETCS
61onornyeckas oLeHKa MeULMHCKNX U3aenuii

b) OnpeaeneHne Kateropun MeauLMHCKOro U3aenns Ha OCHoBe
XapakTepa 1 NPoA0/HKUTENBHOCTM KOHTaKTa C OpraHM3MoMm
YesioBeka

C) BbI6op COOTBETCTBYHOLLMX TECTOB

EN ISO 17025:2005 O6uyme TpeboBaHNA K KOMNETEHTHOCTU UCNbITaTe/IbHbIX U
NOBEPOUHbIX NabopaTopuin

[aHHbIN MeXayHapoAHbIV CTaHAapT yCTaHaBNMBaeT o6Lyme
Tpeb0oBaHMs K KOMNETEHTHOCTM 1abopaTopuin B NPOBeAEHN
UCMbITaHUIA U/MNN KanMBPOBKM, BKKOYas 0T60p 06pasLoB,
NCNbITaHWS 1 Kaimoposky. CTaHAaPT BK/IKOYaET TecTMpoBaHMe U
KannmbpoBKy Mo CTaHAAPTHbIM MeTOAUKAaM, HeCTaHAAPTHbLIM
MeTOAMKaM 1 MeTOAMKaM, pa3paboTaHHbIM 1abopaTopueit.

EN 1041:2008 MHpopmauma, nogrotaBnvBaemas N3roToBuTesieM Ha
MeAVLMHCKNE U3aenus
[aHHbIN cTaHAapT ycTaHaBNMBaeT TpeboBaHWsA K MH(opMaLmm
N3roTOBUTENS, CONPOBOXAAIOLLEN MEANLMHCKNE U3LeNS Pas/IYHbIX
KaTeropuid, Kak Toro TpebytoT cooTBeTcTBYOWMe AnpekTusbl EC.
CTaHaapT He OroBapmBaeT Ha KaKOM MMEHHO fi3blKe [0/DKHA
NnpeLoCTaBNATLCA MOL0OHaA MH(OpMALKS.

ISO 15223:2016 M3penna megmunHceKune. CUMBONbI, NPUMeHAEMble NpU
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MapKMPOBKe MEANLIMHCKNX U3AeNNMN, STUKETKaX U B
COMpPOBOANTE/TIbHOM AOKYMEHTaLMN

[aHHbIN MeXAyHapoaHbIN CTaHAaPT paccmaTpyBaeT CUMBO/IbI,
KOTOpble MOTyT ObITb UCMO/Ib30BaHbI A1 Nepefayn 31eMEHTOB
NHOPMaLMK, BXKHbIX, MO0 MHEHUIO PErY/IMPYIOLWMNX OPraHoB, 4/1s
6e30MacHOro 1 Hagnexawlero NPMMeHeHN MeANLMHCKUX N3L4eNniA
MoNb30BaTe/NeM.

ISO 7000:2012 ["panyeckmne cMMBOSIbI, HAHOCUMble Ha 060pyAOBaHMe

3TOT MeXAyHapoAHbI CTaHAapT obecrneynBaeT KpaTKuii 063op
rpauyecKmnx CMBO/OB, KOTOPbIE pa3MeLLarTCs Ha 060pyA0BaHNM
WK YacTax 060pyLoBaHMs NHOGOro TMNa, YTo6bl MHCTPYKTMPOBATD
NN, obpaLLaromxcs ¢ 060pyA0BaHNEM, OTHOCUTENLHO €ro
1CNOMb30BaHNA M 3KCMyaTauum,

EN ISO 14155:2011 KnnHnyeckme ncnbiTaHUs MeAULMHCKUX U3Aennia
B gaHHOM cTaHaapTe onpejeneHbl 06Lme TpeboBaHus,
HarnpaB/ieHHble Ha 3aWuUTy NpaB K obecrneyeHne 6e30MacHOCTU U
onarononyuuns noaein; obecneyeHme UCnob30BaHMS HayUHbIX
noaxoAoB Npu NPoBeAeHNN KIMHNUYECKOro uccneaoBaHns v
obecreyeHne JOCTOBEPHOCTM pe3y bTaToB KMHUYECKOrO
nccnefoBaHns; onpegeneHne OTBETCTBEHHOCTM CMOHCOpa U
OTBETCTBEHHOIrO MCMOMHUTENS; COAENCTBME CMIOHCOPaM,
nccneaoBartenam, aTUYECKMM KOMUTETaM, PerynpyroLLMm BNacTam v
[Apyrm opraHam, BOB/IeYEHHbIM B OLEHKY COOTBETCTBUS
MeANUNHCKNX U3AENNIA.
Yactb 11SO 14155 a) ycTaHaBnMBaeT TpeboBaHMSA K MPOBEAEHNIO
KMIMHUYECKMX UCTIbITAHWUIA, a8 UMEHHO K ONPeaeneHno KIMHNYECKOW
3 peKTUBHOCTN MEAULIMHCKOrO MU3AeNna B X04e KIMHUYECKNX
UCMbITaHNA, UMUTUPYIOLWNX NPUMEHEHNE AAHHOTO U30eNNS B W
LUMPOKOIA MeAMLMHCKOW MPaKTUKe, K BbISIBIEHUIO HeXXenaTe/lbHbIX
COObITUIA MPY 0ObIYHbIX YCNOBUSAX MPUMEHEHUS N K OLIEHKE
[OMYCTMMOCTUN PUCKOB, CBSA3aHHbIX C NpeaHa3HaYeHHbIM
NPUMEHEHNEM MEANLIMHCKOrO n3aenns; 6) ycTaHaBNMBaeT
Tpeb0oBaHUs K OpraHm3auun, NpoBeaeHn0, MOHUTOPUHTY, coopy
[laHHbIX 1 AOKYMEHTUPOBAHNIO KTMHNYECKUX UCTbITaHWUIA
MeAULMHCKOro 13aenns, ¢) NPUMeHseTca KO BCEM KIMHUYECKUM
NCMbITAHUAM MEAULMHCKUX U3AENNIA, KNTUHUYECKYHO 3(PEKTUBHOCTb
N 6e30MacHOCTb KOTOPbIX OLEHMBAKOT C y4acTUEM /HO/EN B Ka4ecTBe
CYObEKTOB KNMHWUYECKUX UCTbITAHWIA.
B YacTtu 2 3T0ro ctaHgapTa U3M0XKeHbl TPE60BaHUA K COCTaBNEHUIO
nnaHa KnMHn4Yeckux mcenepoanunii (CIP) ans KNMHUYeCKux
nccnenoBaHWin MefMUUHCKNX n3aennid. CocTaBneHMe nnaHa B
COOTBETCTBUM C TpebOBaHMAMMN 3TOrO CTaHAapTa U ero cobntogeHune
NMOMOXET ONTUMWN3MPOBATL HAYYHYIO JOETOBEPHOCTb U
BOCNPOWN3BOAMMOCTb Pe3y/ibTaTOB K/IMHUYECKOro UCCNeL0BaHUS.

MEDDEV 2.4/1 pen. 9 PyKOBOACTBO MO KnacCUuUKaumm MeguumMHCKNX U3genui
MEDDEV 2.7.1 pen. 4 PyKOBOACTBO M0 MeANLMHCKUM N3[eNUaM, KIIMHUYeCKas OLeHKa
MEDDEV 2.12/1 pea.8 Cuctema 6anTeNbHOCTU MeANLMHCKOro 060py0oBaHus

PeweHne Komuccun EBponenckunin KnaccupukaTop 0Txof0B
2000/532/EC
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MNepesog faHHoro™ facgenaH MmHoW, nepeBoAgYnMKoM MapkoBbiM AnekcaHapoM ANeKcaHLPOBUYEM.

Poccuiickaa Pegepayus
Mlopog Mocksa

[BaauaTb ceibMOro anpens fBe ThiCS4M ABagLaTOro roga

A, Akumos 'ne6 bopucosuy, HOTapuyc ropoga Mocksbl, CBUAETENbCTBYHO NOAIMHHOCTb NOANUCH
nepesogunka Mapkosa AnekcaHgpa AnekcaHaposuya.
Moanuck caenaHa B MOEM MPUCY TCTBUM.

JInyHoCTb NognuncasLLero ONOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: No 77/09-H/77-2020-
B3bICKaHO rocyaapcTBEHHON NownHbl (Mo Tapudy): 100 py6.
Yn.4aueHo 3a OKasaHue yC.uyr NpaBoBOro M TexHUYeckoro xapakTepa: 300 pyo.

ol P )
I".B. AkumoB
HooLLIMdosaHo
iiqHb ' "
n cBﬁen«ug TJ,MCT(a 0B)
\ /o',
HoTapuyc
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Poccuiickas depepauns

[Ra0ETb
A TpokoLeH
Mocksbl, (
MHe oKy
3apeructpupoBaHo B/CecTpe:

B3bICKL
Ynna'
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