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(Convention de La Haye du 5 octobre 1961)
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Exploitation documentation

DIRECTIONS FOR USE
OF THE MEDICAL PRODUCT

Medical absorbing products for ND 961_E
dimensions (see Paragrap 0

Headnuernars
Korte ki, s 28

«Ontex BYBA», Genthof S, 9255 Buggenhout, Belgium
2018 ;

signature on this document is the signature of Mr. Bart Waterschoot ard is well

This confirmation of the signature only concerns its authenticity and does not imply 3
notary of the capacity or the powers of the aforementioned signatory.

Done on the 17™ of April 2018 at Buggenhout.
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Authorised representative of the manufacturer: LLC «Ontex RU», 105064, Moscow,
Zemlyanoy val St, 9, www.ontex.ru, Russia.

X Sizy.
3. Description of the product

Medical absorbing products for ND 961900 in the following dimensions (see Paragraph

on page 2) - single use.
V'

3.1 Description of the product structure
Photo of a diaper pant in the expanded and collapsed views.

Photo of the diaper is minimized. Photo of the diaper in the unfolded state.
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Schematic representation of a diaper pant for adults

w Example of the adult pants

Schematic representation of adult diaper

m  Example of the adult diapers
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Products are used at general healtheare institutions as well as domieiliary (in everyday
life).

3.7 Use instructions of the product

Before application of the product one should:

- wash hands before and after the change of the product;

- change the product every 3-4 hours or more often, if the product soaks quicker;

- touch fasteners should not disturb the belly and legs, that is normal blood circulation
should not be disturbed;

- do not tear the used product, don’t wash it, don’t throw to the sewage ling;

- do not cut or change the form of the product because it may influence its effectiveness;
- wash genitals or clean the intimate zone with the help of special napkins for intimate
hygiene at each change of the product.

3.8 Methods of product application:

- Unwrap the product;

- l'urn the lying patient on the side, put the narrower part of the diaper between the
patient’s legs. Then lay the patient on the back in such way that the rare wider part of the
diaper was under the clunis.

- Fix the produet with the help of toueh fasteners from the both sides of the diaper or
wear like the underwear (as pants);

- Only intended for single use;

- Wrap the used product into the paper napkin and throw to the dustbin.

3.9 Completeness
Products are supplied eompleted in aeeordanee with the engineering and teehnical

documents and order requirements. Completeness of the product delivery should eomply
with the information specified in the fable No 1

Table No 1. Completeness of the delivery

No Name Number (pcs.)
1 Medieal absorbing products for ND 961900 from 8to 30
in the following dimensions (see Paragraph
1 on page 2)

Products are manufaetured under private labels on request. The list of trademarks

covered by this manual is listed in APPENDIX 1
All products are produeed under the control of the c4tnpany Ontex BVBA unified design
doeumentation, technology, using the same materiais(:regardless of,brand.
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Table No 3.Sizes of pants for adults

L]
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Layers (seams) of the products should be fastened tightly tﬁé‘:ﬁ’\é\ly"pf thermal
processing or hot-melt glue, or other method providing the tightt*gs pf the glued layers
and seams of the diapers. Seams should be smooth. J

4.3 Weight and functional performance of the product
Weight and functional performance of the product (diapers or pants) are specified in the

Table No 5, No 6

Table No 5. Weight and absorptive capacity of the products

U Specification of the diapers for adults ~ Specification of the pan Ls for adults
fotal Full Weight fotal Full Weight
°'0 2 weight, absorption, of the weight,  absorption, of the
absorbent, absorbent,
not less g, not less g, not less not less g, not less g, not less
qc than g than than than, g than than
XS 50 1000 5 70.6 1000 5
S 79.5 1000 5 66 1000 5
M 86 1450 10 70.5 1450 10
L 96 2000 8 75 2000 8
XL 134 2800 6 80.5 2800 6
Table No 6. Functional performance of the products
P Specification of the diapers for adults Specification of the pants for adults
o) Absorptive  Absorption  Rewet, no Absorptive Absorption
capacity time, not more, ¢ capacity after time, not
- Rewet, )
P after less than, centrifuge, less than,
o) 8 o more, centrifuge, cmVs not less than, cm /s
% Y not less g
than, g
XS 120 120
S 120 120
M 4,4 220 2,3 4,4 220 2,3
L 500 500
XL 560 560

5. Classification of the medical product

In accordance with the degree of potential risk of the application in medical purposes
medical product " Medical absorbing products for ND 961900 in the following
dimensions (see Paragraph 1 on page 2)" belong to the 1 class according to Annex 2 of
the Order No 4n "On approval of nomenclature classification of the medical products™ as
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X

- Protect from sunlight

n
w I - Disposal; do not dispose into the sewers

-The Loop

- the level of absorbance

It is allowed to mark other data ineluding information about consumer properties and the
use of the products.

Data are printed or embossed that ensure their readability and preservation (stability)
during the storage, transportation, handling and intended usage of the products.

Marking of the transportation tare with the following information:

- the name of the products;

- the article of the products;

- the number of the products in the transportation tare;

- the name and the address of the manufacturing company;

- the name and the address of the company authorized by the manufacturer, of the
importer;

- the bar code of the transportation tare (if available);

- the date of manufacturing of the products (month, year);

- the expiry date;

- conditions of storage, transportation, recycling possibility;

- icons and symbols according to the legislation requirements of the consignee country.

7. Packaging

Several pieces of products are packed into the bags made ol'polyethylene which protects
the products in transportation and storage. Seams in the bags of polyethylene should be
welded.

Products of one group, structure, linear sizes, technical and decorative version are packed
in one bag.

Package should provide the protection of the products from the contamination,
mechanical damage, weather impact in transportation and storage as well as the most
complete usage of vehicle capacity (tonnage) and easy performance of loading-unloading

operations.
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Bua aeaTenbHOCTM NPOM3BOANTENS:
Mpon3BOACTBO, MPOAAXKA U PacNPOCTPAHEHNE TUTMEHNYECKOW Y MEANLIMHCKOM MPOAYKLUMK, KaK
rnof, COGCTBEHHBIMM TOPrOBbIMW MapKamu, Tak W NOA PO3HUYHBIMK MapKamMm.

YMONHOMOYEHHbIM NpeacTaBuTesnb npoussoanTens: OO0 «OTake PY», Poccusi, 105064,
r. Mocksa, yn. 3emnsHon Ban, 4. 9., www.ontex.ru.

3. OnucaHne MeAULMHCKOrO 13aenus

V3pgenna meguuMHCKMe opHopasoBble BnuTbiBaowme no ND 961900, B cnegyrowmx
ncnonHeHmsx (cm. NMyHKT 1Ha nucte 2) npeAHasHaveHbl Ans 04HOPa30BOro HPUMENEHNS.

3.1 OnucaHme KOHCTPYKUUN N3[eNuns
doTorpagms NoAry3HMKOB-TPYCOB B pa3BepHYTOM W CBEPHYTOM BUAAX.

doTorpagms noArysHnka B cBepHyTom Buge. PoTorpadus NoAry3HuKa B pa3BepHyTOM BUE.

Meyatb / OHTEKC BBBA leHTX0(h 5- B-9255 ByrreHxayT, FonosHoi otmc Koprte
Kennectpaat 21, b-9320 Spemboaerem ten. +32 53 333 600 ¢hakc +32 53 790 342 (ONTEX
BVBA Genthof 5- B-9255 Buggcnhout, Headquarters Korle Keppestraat 21 B-9320
Erembodegem T +32 53 333 600 F +32 53 790 342)
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CxemaTUYHOe 1306paKEHNE NOATY3HUKOB-TPYCOB /11 B3POC/IbIX

m  o6pasel TPYCOB AS B3POC/bIX

3alLUTHBINA
Cnoii u3
NOMN3TUNEH

CxemaTtunyHoe I/I306pa)KeHI/Ie noarysHnka anga B3pOC/bIX

Meuvatb / OHTEKC BEBBA leHTX0(h 5- B-9255 ByrreHxayTt, FonosHoi ouc KopTte
Kennectpaart 21, b-9320 9pembogerem Ten. +32 53 333 600 thakc +32 53 790 342 (ONTEX
BVBA Genthof 5- B-9255 Buggenhout, Headquarters Korte Keppestraat 21 B-9320
Erembodegem T +32 53 333 600 F +32 53 790 342)
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- 5«WCTM4hUH ne»f

L - MHoropasosble
I iat TKAU-UNYYUIm

' BEpXHWiI1 NOKPOBHbIN cnoit
' P4cn™»AennT*MbHbIN Cxel

' BNUTLIBAKOWNIA CNOV *-.«vini*»iBeo06F-«t(

«HelKiiHbin MaTepuan

~[1BOMHOW MHAMKATOP
enaroHXxbllWennH

Meuatb / OHTEKC BBBA T'eHTX0( 5- B-9255 byrtemxayT. "onoBHoi ogmnc Kopre
KennecTpaat 21, b-9320 Spemboaerem Ten. +32 53 333 600 hakc +32 53 790 342 (ONTEX
BVBA Genthof 5- B-9255 Buggenhout, Headquarters Korte Keppestraat 21 B-9320
Erembodegem T +32 53 333 600 F +32 53 790 342)

Bce BapuaHTbl UCMOMHEHWS M3AeNniA (MOArY3HNKOB ANs B3POC/bIX) UMEKOT [IBOHOWM MHAMKATOP
BNaroOHacbILLEHMS.

3.2 HasHaueHue n3aenuns, yctaHoB/IEHHOe NPOU3BOAUTENEM

N3penns npefHasHaueHbl An1s 60MbHbIX, CTPAJalOruyX HefaepXKaHWEM CPeAHen U TsHKenoi
CTeNneHW. M3aenvs 3alimilaoT oaexay v 6enbe 0T HAMOKaHWS 1 3arpsi3HeHNs GUOMOMMYECKUMY
BblENEHUSMU NaUMeHTOB. W3aenus npegHasHayeHbl A1 MCTONb30BAHWS KaK B YCMOBUSIX
NeYeBHbIX 1 NeYeOHO-NPOPUNAKTUYECKUX MEAULMHCKUX YUPEXAEHUN, TaK U B AOMALLHUX
YCNOBUSIX.

3.3 MNoKaszaHUA K NPUMEHEHWNIO U3AeNWniA

N3penms nNpuMeHAOTCA B ClyYasX HefepXkaHUs MOYM Mpu pasIMYHON CTEMEHN HeLepXXaHus.

B 3aBMCMMOCTVM OT KOMMYeCTBA BMMUTLIBAEMOM >KWUAKOCTU W3AENNS PasInNyatoT Criefdyowmx
BW[0B:

- m3gemma  (MOArY3HWKW, MOArY3HUKU-TPYCbI) MpW CpefHel CTerneHn HefepxaHus (pasmepsbl
XS (Extra Small), S (Small), M (Medium));

- n3genus (NOATY3HUKK, NOATY3HUKU-TPYCbI) MPU TSHXKEOW CTeneHW HefdepXaHus (pasmepbl L
(Earge), XL (Extra Large)).

3.4 TpoTuBOMOKa3aHWs B NPUMEHEHUN U3AENWIA:
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HaVMeHOBaHWe U3aenus;
pasmep U3aenus;

KONMYeCTBO M3AeNNIA B YaKOBKE;

MaTepuasnbl, NPUMEHsIEMble MPY NPOU3BOACTBE W3AE/NNIA;

HOMep MapTuM Ha BOKOBOW YacTh ynakoBku B opmate: bO'T JInHus;
ac/geHb/rog/MuHyTa/mecay, ;

[laTa npomssoAcTea ( CM. HOMep MapTun);

CPOK rofiHOCTH;

[iaTy OKOHYaHMs CpoKa rogHocTu (cMm. B HoMepe naptun: EXP mecau/ron);

Cnoco6 NpuMeHeHnst (PUCyHKaMK W/unu cnosamm);

HasHaYeHne N3aenns;

MPOTMBOMOKa3aHNA K MPUMEHEHUIO U3OEeNNs;

YC/IOBUS XPaHEHNS;

yKazaHus Mo yTUU3aunm n3aenui;

LUTPUXOBOI Kof n3penus (Npu Hanmumn);

NH(OopMaLMIO 0 perncTpaumm muaenus;

yKaszaHua 0 TOM, YTO MPOAYKUMA npeaHa3HayeHa 414 0AHOPa30BOro MCMO/b30BaHUS;
HavVIMeHOBaHWe KOMMaHun-nMmnopTepa na repputopun Pd;

afpec umrnopTepa Ha Tepputopun PO;

Mevatb / OHTEKC BEBBA EeHTxoh 5- B-9255 byrreHxayT, EonosHoi odmc KopTte
KennectpaaT 21, b-9320 3pemboaerem Ten. +32 53 333 600 dakc +32 53 790 342 (ONTEX
BVBA Genthof 5- B-9255 Buggenhout, Headquarters Korte Keppestraat 21 B-9320
Erembodegem T +32 53 333 600 F +32 53 790 342)

PaCLLII/I(*)pOBKa 3HAKOB U MNMUKTOrpaMm Ha MapKNPOBKE.

- «He 1cnonibL30BaTb NMOBTOPHO»

T «bepeyb OT Bnarm»

- «bepeyb OT COMHEUHbIX Nyyeii»

- YKasaHune no ytuamsauuu: ne 6p0C&Tb B KaHa/n3ayuto

- MeTtna Mebuyca
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Poccuiickas ®egepauus

Mopos Mocksa

OfvHHafLaTOro Mas ABe TbiCAYM BOCEMHAALATOrO roga.

A, Manbuesa CseTnaHa BwukTopoBHa, HoTapuyc ropoga MOCKBbI, CBU/EreNbCTBYO
NOANMHHOCTbL Nognucu nepesogumka MagopuHoil Onbrn HMKoNaeBHbI.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NnognucasBLlein JOKYMEHT yCTaHOB/EHaA.

3aperucTpuposaHo B peectpe: Ne 04/18-H/77-2018-5-31 HO

B3bickaHo WHOW nownHbl (No Tapudy); 100 py6. 00 kon.
Ynnauer NnpaBOBOI W TexXHMYecKoro xapakrepa: 200 py6. 00 kon.

C.B. ManbueBa

Col

MpOLHYPOBAHO, NMPOHYMEPOBAHO W
CKpenneHo nevateio bA,

C.B. ManbueBa
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