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Table. Further information on medical device overall dimensions and thickness

Designstyle | Sige | ™ Widthforsize | max widthfor | max length, “‘f:‘t‘t‘i“nﬁf‘s min thickness | max thickness | min thickness
XS, mm size XL, mm mm mm® atpalm, mm* | at cuff, mm®* of bead, mm
XS 60 260 0.16 0.08 0.12 1.00
S 260 0.16 0.08 0.12 1.00
COBNJ:IECT M 260 0.16 0.08 0.12 1.00
L 260 0.16 0.08 0.12 1.00
XL 127 260 0.16 0.08 0.12 1.00
S 310 0.45 0.17 021 1.00
CONNECT | M 310 0.45 0.17 021 1.00
Strong L 310 0.45 0.17 021 1.00
XL 119 310 0.45 0.17 021 1.00
XS 60 260 0.17 0.11 0.12 1.00
S 260 0.17 0.11 0.12 1.00
CONGEfCT M 260 0.17 0.11 0.12 1.00
L 260 0.17 0.11 0.12 1.00
XL 127 260 0.17 0.11 0.12 1.00
XS 60 260 0.19 0.11 0.14 1.00
S 260 0.19 0.11 0.14 1.00
CO’;E?CT M 260 0.19 0.11 0.14 1.00
L 260 0.19 0.11 0.14 1.00
XL 127 260 0.19 0.11 0.14 1.00
XS 60 260 020 0.11 0.15 1.00
S 260 0.20 0.1 0.15 1.00
M 260 0.20 0.11 0.15 1.00
L 260 0.20 0.11 0.15 1.00
XL 127 260 0.20 0.11 0.15 1.00

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



Design style

CONNECT
Essential

CONNECT
Vital

CONNECT
X-Blane

Size

XS

< w

XL
XS

w

XL
XS

XL

* - single-wall thikness

min width for size max width for

XS, mm size XL, mm
60
127
60
127
60
127
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max length,
mm

260
260
260
260
260
260
260
260
260
260
310
310
310
310
310

max thickness
at finger,
mm*
0.19
0.19
0.19
0.19
0.19
0.22
0.22
0.22
0.22
0.22
0.40
0.40
0.40
0.40
0.40

min thickness
at palm, mm*
0.11
0.11
0.11
0.11
0.11
0.12
0.12
0.12
0.12
0.12
0.16
0.16
0.16
0.16
0.16

max thickness
at cuff, mm*

0.15
0.15
0.15
0.15
0.15
0.16
0.16
0.16
0.16
0.16
0.21
0.21
0.21
0.21
0.21

min thickness
ofbead, mm

1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00



Transportation conditions
Transportation of gloves packed into transportation package is effected by any means of

roofed transport subject to all warnings indicated on the transportation package and

Transportation by roofed transport means the gloves are not exposed to direct sunlight and
other atmospheric agents.

Climatic transportation conditions: temperature limits - from -30 through +30 °C,
relative humidity - <80%.

After transportation at subzero temperatures gloves can be unpacked and used only after
having been kept in the transportation package at the storage temperature for a period of

24 hours.
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Tabnvua. lononHuTenbHas MHAopMaLUms 0 pasmepax M TOMLMHE U3aenms

BapunaHT min wipusa W max WupynHa W max A/iMHa Max TO/IlUMHA  min TONWMHA Mmax TO/LLNHA Min TONMHA
VICTIONHEH S Pasmep Tunopasmepa XS, Tunopasmepa XL, 1'MM MAMbL, MM*  MBJOHW, MM*  MarKETb, M BeHUMKA
MM MM ! nepyaTrku, Mm
XS 60 260 0,16 0,08 0,12 1,00
S 260 0,16 0,08 0,12 1,00
COBNa':iECT M 260 0,16 0,08 0,12 1,00
L 260 0,16 0,08 0,12 1,00
XL 127 260 0,16 0,08 0,12 1,00
S 310 0,45 0,17 0,21 1,00
CONNECT M 310 0,45 0,17 0,21 1,00
Strong L 310 0,45 0,17 0,21 1,00
XL 119 310 0,45 0,17 0,21 1,00
XS 60 260 0,17 0,11 0,12 1,00
S 260 0,17 0,11 0,12 1,00
Cog'r\if T M 260 0,17 0,11 0,12 1,00
L 260 0,17 0,11 0,12 1,00
XL 127 260 0,17 0,11 0,12 1,00
XS 60 260 0,19 0,11 0,14 1,00
S 260 0,19 0,11 0,14 1,00
CO';',':E T M 260 0,19 0,11 0,14 1,00
L 260 0,19 0,11 0,14 1,00
XL 127 260 0,19 0,11 0,14 1,00
XS 60 260 0,20 0,11 0,15 1,00
S 260 0,20 0,11 0,15 1,00
COP(';:UE\ACT M 260 0,20 0,11 0,15 1,00
L 260 0,20 0,11 0,15 1,00
XL 127 260 0,20 0,11 0,15 1,00
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min wupuHa W max wupuHa W

BapuanT Max WHa max TOAWMHA MInTONWMHA  max TonwpHa N TOMLMAHA
Pasmep Tunopasmepa XS, Tunopasmepa XL, BEHUMKa
cno e * * *
NCNO/THEHWA MM MM 1 MM nasbLa, Mm NnafioHn, MM MaHXXeTbl, MM nepuarTky, Mu
XS 60 260 0,19 0,11 0,15 1,00
CONNECT S 260 0,19 0,11 0,15 1,00
Essential M 260 0,19 0,11 0,15 1,00
L 260 0,19 0,11 0,15 1,00
XE 127 260 0,19 0,11 0,15 1,00
XS 60 260 0,22 0,12 0,16 1,00
S 0,22 0,12 , 1,
CONNECT X 260 0,16 00
Vital M 260 0,22 0,12 0,16 1,00
L 260 0,22 0,12 0,16 1,00
XE 127 260 0,22 0,12 0,16 1,00
XS 60 310 0,40 0,16 0,21 1,00
S 310 0,40 0,16 0,21 1,00
CONNECT M
X-Blanc 310 0,40 0,16 0,21 1,00
E 310 0,40 0,16 0,21 1,00
XE 127 310 0,40 0,16 0,21 1,00

- YKasaHa TO/LLMHA OfJHOW CTEHKN
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YcnoBus TpaHCNopTMPOBaHUA

TpaHcnopTUpOBaHME MepyaTok, YNakoBaHHbLIX B TPAHCMOPTHYH Tapy, OCYyLLeCcTBAsAeTcA
BCEMW BUAAMWN KPbITbIX TPAHCMOPTHbLIX CPeACTB C CO6M0AEHNEM MPELOCTOPOXHOCTEMN,
YKa3aHHbIX Ha TPaHCMOPTHOW Tape, M NpaBun MNEPEBO3KW rPy30B, AENCTBYHOLWMUX Ha
TpaHCNOpPTE KaxKAoro suaa.

TpaHCcnopTUPOBaHMWe KPbITbIMW  BMAAMW  TpaHcnopTa nogpasymeBaeT, 4TO Mpu
TPaHCNOPTUPOBKE TOBAP 3aLiMLLEH OT MPAMbIX COTHEYHbIX NyYeil N MHbIX aTMOCHEPHbIX
BO34eNCTBUMN.

Knumatunyeckune ycnoBusa TpaHCNOPTUPOBaHMA - B AuMana3oHe Temnepatyp ot -30 °C o
+30 ”’C 1 0THOCMTE/NIbHOWN BNXXHOCTKN BO3ayXa He 60nee 80%.

PacnakoBbiBaTb MepyaTku Mocne TPaHCMOPTUPOBaHMA MPU MUHYCOBLIX Temmepatypax
CneayeT, BblAep>XaB X B YNMaKOBKE B TEHEHUE CYTOK MPUN TeEMIepaType XpaHEHNA.

CuumBka:
MpoHyMepoBaHO 1 CKpeneHo £ nucTa
TyaHb Xagpxn Cen Anb Anbpxedippu
Moanuck

MeyaTb opraHunsaumu:
ApnsaHc Xentkenp Mpogaktc 3cAn3dH bn3dnuun. 877084-P

Mognuck, neyaTb:

Nn Moit NHb (Lee Moi Yin)
HoTapuyc

MeTanuur A>kaa (Peialing Jaya)
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dponosa Mapujia MuxainosHa

Poccuiickas ®epepauys
"opoa Mocksa
[ecaToro vonga se ThicAYM CEMHAALATOrO roga

A, AkumoB [ne6 Bopucosuy, HoTapuyc ropoga MOoCKBbI, CBUAETENbCTBYH MOAIMHHOCTb
nognvcy nepesogyrka ®ponosoit MapuHbl MuxainosHsbl.
Moanuck cienaHa B MOEM MPUCY TCTBUMN.
JInyHoCTH NognucasLLero JOKYMeHT YCTaHOB/EHa.
3aperncTpuposaHo BpeecTpe: No
NeTBEHHOI MowunHbl (Mo Tapudyy): HKOOpyoLL, >,
yCnyr npasoBOro U TexHnyeckoro xap™ L a

MOB

MpoLw, ANPOHYMEPOBAHO 1 CKPEN/EHO NevYaThbio nmcT(-a,-0B).

HoTapuyc
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1Description of the medical device
Description: Powder-free latex examination gloves, non-sterile CONNECT (hereinafter -
gloves)

Design styles:
1 Powder-free latex examination gloves, non-sterile CONNECT Basic,
sizes XS, S, M, L, XL;
2. Powder-free latex examination gloves, non-sterile CONNECT  Strong,
sizes S, M, L, XL;

3. Powder-free latex examination gloves, non-sterile CONNECT  Grip,
sizes XS, S, M, L, XL,;
4. Powder-free latex examination gloves, non-sterile CONNECT Flex,

sizes XS, S, M, L, XL;

5. Powder-free latex examination gloves, non-sterile CONNECT Poly-M,
sizes XS, S, M, L, XL;

6. Powder-free latex examination gloves, non-sterile CONNECT  Essential,
sizes XS, S, M, L, XL;

7. Powder-free latex examination gloves, non-sterile CONNECT Vital,
sizes XS, S, M, L, XL;

8. Powder-free latex examination gloves, non-sterile CONNECT X-Blanc,
sizes XS, S, M, L, XL.

2 Manufacturer/Manufacturing site

Advanced Healthcare Products SDN BHD

Lot 60 & 61, Lorong Senawang 3/2, Senawang Industrial Estate, 70450 Seremban, Negeri
Sembilan Darul Khusus, Malaysia

3 Classification

31 Classification Code in accordance with Russian National Classification of Products
OK-005-93: 251460.

32 Risk class in accordance with Classification List of Medical Devices approved by Order
of Ministry of Health of the Russian Federation No. 4n dated 06 June, 2012: 7.

33 Classification Code in accordance with Classification List of Medical Devices approved
by Order of Ministry of Health of the Russian Federation No. 4n dated 06 June, 2012:
122540.

4Intended use, application environment

41 The gloves are used as two-way barrier to prevent healthcare consumer and healthcare
professional from mutual introduction of infections during medical trials, medical
diagnostic procedures and therapeutic measures as well as while handling pathological
waste.

4.2 Applicationfield: broad spectrum.

4.3 Application environment: healthcare facilities.

44 Human body contact type: short-time contact with skin cover and mucous membranes.

3/17
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5Indications, counter-indications and potential complications

51 Indications:
The gloves are used as two-way barrier to prevent healthcare consumer and healthcare
professional from mutual introduction of infections during medical trials, medical
diagnostic procedures and therapeutic measures as well as while handling pathological
waste.
Single use only.

52 Counter-indications:
Idiosyncrasy or allergy to natural rubber latex.

53 Potential complications:
Allergic response.

6 Specification
6.1 Gloves material:
* natural rubber latex, CAS # 9006-04-6, produced by Chip Yoo Latex Co., Ltd,
Thailand.
* colouring agent: Colanyl Blue A2R 100-CN, CAS # 109909-39-9, produced by
Clariant Pigments (Tianjin) Ltd, China - for design style CONNECT Strong.
* polymer coating: N-Uthan 67, produced by CCM Innovative Solutions Sdn Bhd,
Malaysia - for design style CONNECT Poly-M.

6.2 Dispenser (consumer package) material:

e 400 gsm duplex board, produced by Percetakan Tenaga Sdn Bhd, Malaysia -
for design style CONNECT Basic, CONNECT Grip, CONNECT Flex,
CONNECT Poly-M;

e 450 gsm duplex board, produced by Percetakan Tenaga Sdn Bhd, Ma;aysia -
for design style CONNECT Essential, CONNECT Vital;

o fluted cardboard 250BB/120M/120TL E flute, produced by Percetakan Tenaga Sdn
Bhd, Malaysia - for design style CONNECT Strong;

o fluted cardboard 250BB/120M/150 E flute, produced by Percetakan Tenaga Sdn Bhd,

I Malaysia - for design style CONNECT X-Blanc.

6.3 Technical characteristics are shown in Table 1

64 The gloves are solid. Physical properties are shown in Table 2.

65 Overall dimensions are shown in Table 3, Figure 1.

6.6 Bead thickness - not more than 2.5 mm.

6.7 Sterility requirements: the gloves are non-sterile.

6.8 Inspection level requirements, AQL requirements are shown in Table 4.
6.9 External appearance is shown in Table 5.

4/17
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Characteristic
Size
XS
Reorder S
number
depending
onthesize L
XL
Type

(depending on
the material)

Design

textured/
o Smooth
A S powdered/
L powder-
free

Surface
processing

CONNECT
Basic
XS, S M, L,
XL
L65800
65801
L65802
L. 65803
L65804

Natural rubber
latex

Ambidextrous,
solid, beaded
cuff

Textured at
finger tips

Powder-free

Chlorination

CONNECT
Strong

S, M, L, XL

L61601
L61602
L61603
L61604

Natural rubber
latex

Ambidextrous,
solid, beaded
cuff

Textured at
fingers

Powder-free

Chlorination
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CONNECT
Grip
XS, S M, L,
XL
L66700
L66701
L66702
L66703
L66704

Natural mbber
latex

Ambidextrous,
solid, beaded
cuff

Textured all
over

Powder-free

Chlorination

Design style

CONNECT
Flex

XS, S, M, L,
XL

L66500
L66501
L66502
L66503
L66504

Natural rubber

latex

Ambidextrous,

solid, beaded
cuff

Textured all
over

Powder-free

CONNECT
Poly-M
XS, S M, L,
XL
L66800
L66801
L 66802
L66803
L66804

Natural rubber

latex

Ambidextrous,

solid, beaded
cuff

Textured all
over

Powder-free

Polymer
coating

CONNECT
Essential

XS, S, M, L,
XL

L67200
L67201
L67202
L67203
L67204

Natural rubber
latex

Ambidextrous,
solid, beaded
cuff

Textured at
fingers

Powder-free

Chlorination

CONNECT
Vital

XS, S, M, L,
XL

L68200
L68201
68202
L68203
L68204

Natural rubber

latex

Ambidextrous,

solid, beaded
cuff

Textured at
fingers

Powder-free

Chlorination

CONNECT
X-Blanc

XS, S, M, L,
XL

L61400
L61401
L61402
L61403
L61404

Natural rubber
latex

Ambidextrous,
solid, beaded
cuff

Textured at
fingers

Powder-free

Chlorination



Characteristic

Powder residue,
mg/glove
Protein eontent,
lig/dm”
Colouring

CONNECT
Basic
<2

<50

Uncoloured

Table 2. Physical properties

Characteristie

Elongation at
break, % , not less

Force at break, N,
not less

CONNECT
Basic

SR eadas

650
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CONNECT
Strong
<2
<50
Blue
CONNECT
Strong
® &
s
R
750 600
15 10

CONNECT
Grip

<2

<50

Uncoloured

CONNECT
Grip

Design style

CONNECT CONNECT
Flex Poly-M
<2 <2
<50 <50
Uncoloured Uncoloured
Design style
CONNECT CONNECT
Flex Poly-M
g W b4 9
B e D
gJ < ((‘% (;K
650 500 650 500
9 6 9 6

CONNECT
Essential

<2

<50

Uncoloured

CONNECT
Essential

‘S
&
U
<

3R yr¥Oo

650 500

CONNECT
Vital

<2

<50

Uncoloured

CONNECT
Vital

™E sdo
A ggio

650 500

CONNECT
X-Blanc

<2

<50

Uncoloured

CONNECT
X-Blanc

@y
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Table 3. Overall dimensions, thickness at measurement points

Design Width W, Length 1 Thickness at  Thickness at  Thickness of

v A
XS <80 240 0.11 0.22 0.07
s 80+ 10 240 0.11 0.22 0.07
COI'B\'a';'iECT M 95+ 10 240 0.1 0.22 0.07
L 110+ 10 240 011 0.22 0.07
XL >110 240 0.1 0.22 0.07
S 85 +4 200 0.30 0.22 0.16
CONNECT M 95 +4 200 0.30 0.22 0.16
Strong L 105 +4 290 0.30 0.22 0.16
XL 11544 200 0.30 0.22 0.16
XS <80 240 0.12 0.23 0.07
s 80 + 10 240 0.12 0.23 0.07
COCN;'r\i'pECT M 95+ 10 240 0.12 0.23 0.07
L 110+ 10 240 0.12 0.23 0.07
XL >110 240 0.12 0.23 0.07
XS <80 240 0.14 0.23 0.09
S 80+ 10 240 0.14 0.23 0.09
CO’E'I':XECT M 95+ 10 240 0.14 0.23 0.09
L 110+ 10 240 0.14 0.23 0.09
XL 110 240 0.14 0.23 0.09
XS <80 240 0.15 0.23 0.10
s 80+ 10 240 0.15 0.23 0.10
C%Q:DECT M 95+ 10 240 015 023 0.10
L 110+ 10 240 0.15 0.23 0.10
XL 110 240 0.15 0.23 0.10
XS <80 240 0.14 0.22 0.10
l S 80+ 10 240 0.14 0.22 0.10
CEOS':eﬁtEi;T M 95+ 10 240 0.14 0.22 0.10
L 110+ 10 240 0.14 0.22 0.10
XL 110 240 0.14 0.22 0.10
XS <80 240 0.17 0.22 0.11
s 80+ 10 240 0.17 0.22 0.11
CO\'>'i't\'aIECT M 95+ 10 240 0.17 0.22 0.11
L 110+ 10 240 0.17 0.22 0.11
XL 110 240 0.17 0.22 0.11
XS <80 200 0.26 0.22 0.15
s 80+ 10 200 0.26 0.22 0.15
CQ_'\é'l\'aEST M 95+ 10 200 0.26 0.22 0.15
L 110+ 10 200 0.26 0.22 0.15
XL 110 200 0.26 0.22 0.15

*Single-wall thickness
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w
.l
1
dimensions thickness
Figure 1- Measurement points
Characteristics Inspection level AQL
Dimensions (length, thickness, width) S-2 4,0
1000 water leak G-1 2,5

Force and elongation at break (before
and after aging)

S-2 4,0
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Table 5. External appearance
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CONNECT
Grip

CONNECT
Flex
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CONNECT
Poly-M

CONNECT
Essential
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CONNECT
Vital

CONNECT
X-Blanc
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7 Directions for use
7.1 Application rules

» The gloves are intended for use as personal hand protective device.
* Do not use damaged gloves.

* Do not use gloves of improper size.

» Single use only.

* Do not use gloves after the expiry date.

» The gloves do not guarantee protection from punctures and cuts.

7.2 Directions
» Sanitize hands.
» Make sure the gloves are intact.
» Carefully put on the right and left gloves so that the gloves envelope the hands.
o Take off the gloves after use and put them into a special container suitable for
transportation of used disposable medical devices.

7.3 Warning
» The gloves are made of natural rubber latex which can cause allergic response.

8 Complete set

Delivery set:

- dispenser - 1piece;

Abridged directions for use are printed on the dispenser.

9 Packing

100 gloves by weight per dispenser (consumer package) - for design styles:
CONNECT Basic, CONNECT Grip, CONNECT Flex, CONNECT Poly-M, CONNECT
Essential, CONNECT Vital.

50 gloves by weight per dispenser (consumer package) - for design styles:
CONNECT Strong, CONNECT X-Blanc.

10 dispensers per outer carton (transportation package).

Outer carton secures safe transportation and storage.

10 Marking
10.1 Dispenser marking is as follows:

- name and address ofthe manufacturer in Russian and English;

- name and address of the manufacturer’s representative in the Russian Federation;
- gloves name;

- «Examination gloves»;

- «Material: natural rubber latex»;

- «Disposable»;

13/17
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«Non-sterile»;

«Ambidextrous»;

«Liquid-tight»;

«Solid»;

«Powder-free»:

«Beaded cuff»;

«Textured at finger tips» (for design style CONNECT Basic);

«Textured at fingers» (for design styles CONNECT Strong, CONNECT Essential,
CONNECT Vital, CONNECT X-Blanc);

«Textured all over» (for design styles CONNECT Grip, CONNECT Flex,
CONNECT Poly-M);

«Extra strong» (for design styles CONNECT Strong, CONNECT X-Blanc);
«Extended cuff» (for design styles CONNECT Strong, CONNECT X-Blanc);
size;

colour;

quantity of gloves (by weight) per dispenser;

lot number;

reorder number;

date of manufacture;

shelf life;

registration certificate number;

«The product is made of natural rubber latex which can cause allergic response»;
application rules/waming;

directions for use;

«Made in Malaysia»;

«GOST R 52239-2004»;

symbols:
0 REF - Reorder number
LOT - Lot number

- Date of manufacture

® - Single use only

- Contains natural rubber latex

- Non-sterile

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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10.2 Outer carton marking is made in Russian and English asfollows:

Manufacturer

Avoid sunlight

Avoid moisture

Temperature limits (from 0 through +25 °C)

Read user manual

Warning! Read user manual

name and address ofthe manufacturer;
name and address of the manufacturer’s representative in the Russian Federation;

gloves name;

size;

quantity of gloves per dispenser;
quantity of dispensers per outer carton;
quantity of gloves per outer carton;

lot number;
reorder number;
date of manufacture;

shelf life;

Carton number;
registration certificate number;

warning «Store in cool dry place. Avoid ozon and direct sunlight»;

«Made in Malaysia»;

warning «This product is to be store in carton during transportation»;

symbols:
LOT

AT

®

Lot number

Date of manufacture

Single use only

Contains natural rubber latex

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

- - Manufacturer

- - Avoid sunlight

- - Avoid moisture
- - Top

o - - Medical device. Handle with care

11 In-service conditions
Do not use gloves after expiry date.

Single use only.

Temperature - from +5°C through +35°C, relative humidity - from 35% through 60%
(non-condensing) and atmospheric pressure - 500-1060 hPa.

After transportation at subzero temperatures gloves can be unpacked and used only after
having been kept in the transportation package at the storage temperature for a period of
24 hours.

12 Transportation

Transportation of gloves packed into transportation package is effected by any means of
roofed transport subject to all warnings indicated on the transportation package and
haulage rules for the means of transport used.

After transportation at subzero temperatures gloves can be unpacked and used only after
having been kept in the transportation package at the storage temperature for a period of
24 hours.

13 Storage

Gloves are to be stored packed in original manufacturer’s package in cool and well-
ventilated premises. Temperature - from 0°C through +25°C, relative humidity - < 85%
(non-condensing) and atmospheric pressure - 500-1060 hPa, at a distance ofnot less than
one meter from heat-radiating appliances.

While storing the gloves must be protected against exposure to direct sunlight, fluorescent
lighting, atmospheric agents, ozone, greases, petroleum, paraffin and other substances
destroying latex; the gloves should not be in direct contact with metals such as copper,
manganese and iron.
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14 Service and maintenance
The gloves are not subject to service and maintenance.

Re-use is prohibited.

15 Ecological safety
Gloves manufacturing is not to expose environment to any toxic discharges and have
irritating and sensitizing effects on humans.

There is no environmental and human exposure while using, transporting and storing the
gloves.

16 Disposal procedure
The gloves are to be disposed of in accordance with Sanitary Regulations and Rules
2.1.7.2790-10 for class B waste (epidemiologically hazardous waste). After disinfection
with special physical methods equipment and external appearance change ensuring
impossibility of reuse of the device, class B waste can be stocked up, temporarily stored,
| transported, destroyed and buried together with class A waste (epidemiologically non-
hazardous waste, close in composition to household waste). Package of disinfected class
B waste must bear marking showing the waste is disinfected.

17 Warranty
Shelf life:

3 years from the date of manufacture for design styles: CONNECT Basic, CONNECT Girip,
CONNECT Flex, CONNECT Poly-M, CONNECT Essential, CONNECT Vital,
CONNECT X-Blanc.

5 years from the date of manufacture- for design style: CONNECT Strong.

The manufacturer guarantees the gloves sterility and full compliance with the specified
requirements during the shelf life subject to consumer following application, storage and
transportation rules.

18 KoHTaKTHas MHpopmauus

Manufacturer authorized representative in the Russian Federation:
RTL-med, LLC

Russia, 117198, Moscow, Leninsky prospect, 113/1,

Tel.: +7 (495) 783-08-88, e-mail: general@rtl-med.com.

Manufacturer:

Advanced Healthcare Products SDN BHD

Lot 60 & 61, Lorong Senawang 3/2, Senawang Industrial Estate, 70450 Seremban, Negeri
Sembilan Darul Khusus, Malaysia

Tel.: +60-6-678-4109, fax: +60-6-678-4727
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MepeBof C aHT/IMACKOIO A3blKa Ha PYCCKUIA A3bIK
YTBEPXOAKO

Advanced Healthcare Products SDN BHD
(«ApsaHcg Xangkeip Mpogaktc ScANIH Budinyns)

Moanuck 3a TyaHb Xam>kun Cepg Anb Anb>kedpu,
(nogvcs) rNaBHbIA UCMNONHUTENbHbIA AUPEKTOP

(thvo, LOMKHOCTB)

«20» HOoA6ps 2016 T.

MeyaTb opraHuzayuun:
ApfBaHca Xandgkeip Mpogaktc 3cAmdH brudinuun. 877084-P

NMHCTPYKLUUMA MO NPUMEHEHWIO

[MepyaTKu CMOTpPOBLIE NaTEKCHbIE

| HeonyApeHHble HecTepunbHble CONNECT
43 2
% Advanced Healthcare Products SDN BHD

(«ApBaHca Xangkenp Mpogakte ScAn3IH bnudinun»), Manainsns

MNMognuck, WTamn: TucHeHas neyaTb:
KOMWMABEPHA Jin Mot Hb (Lee Moi Yin)
Nn Mot Hb (Lee Moi Yin) HoTapuyc

HoTapwnyc Manaisuns

MeTanuur A>kaa (Petaling Jaya)
3 (hespana 2017
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HanmeHoBaHue MeJNLMHCKOIo n3genns
LLiLieHoBaHne MeANLMHCKOrO usgenua: lepyaTkyn CMOTPOBbLIE IAaTEKCHbIE HEOMNMYAPEHHbIe

wrepunbHble CONNECT (fanee - nepyaTkn)

LLPMaHTLI UCNOSTHEHUA U3AENNA:

1 MNepyaTKM CMOTPOBbLIE NaTeKcHble HeonyapeHHble HecTepunbHble CONNECT Basic,
pasmepbl XS, S, M, L, XL;

2 epyaTKn CMOTPOBbIe NaTeKCHbIe HeonyapeHHble HecTepunbHble CONNECT Strong,
pasmepbl S, M, L, XL;

3 lMepyaTKn CMOTPOBbLIe NaTtekcHble HeonyapeHHble HecTepusibHble CONNECT Grip,
pasmepbl XS, S, M, L, XL;

4 TMepyaTKN CMOTPOBLIE flaTEKCHble HeonygpeHHble HecTepunbHble CONNECT Flex,
pasmepbl XS, S, M, L, XL;

5 lNepyaTKyM CMOTPOBbLIe NaTeKCHble HeonyapeHHble HecTepunbHble CONNECT Poly-M,
pasmepbl XS, S, M, L, XL,

6 lNepyaTKkn CMOTPOBbIE NnaTeKCHble HeonyApeHHbIe HeCTepunbHble
CONNECT Essential, pasmepbl XS, S, M, L, XL;

7. MNepyaTKM CMOTPOBLIE NlaTeKCHble HeonyApeHHble HecTepuibHble CONNECT Vital,
pasmepbl XS, S, M, L, XL,

8 lNepuaTKku CMOTPOBbIE NnaTeKCHble HeonyApeHHbIe HecTepubHbIE
CONNECT X-Blanc, pasmepbl XS, S, M, L, XL.

1pon3BoanTesib/MecTo NPomM3BOACTBA MEAULIMHCKOIO U3aenna

idvanced Healthcare Products SDN BHD (ApasaHca Xandgkeinp [Mpogaktc 3cAnOH
Auan)

ot60 & 61, Lorong Senawang 3/2, Senawang Industrial Estate, 70450 Seremban, Negeri
crbilan Darul Kliusus, Malaysia (Jlot 60, 61, JlopoHr CeHaBaHr 3/2, CeHaBaHr
BacTpuan 9cTanT, 70450 CepembaH, Herepmn Cembunad Aapyn Kycyc, Manaiauns)

Knaccnimkaupss MeanUMHCKOro nsaenns
Kog n3genmsa no O6uiepoccuinckomy Knaccuukatopy npogykumm OK-005-93: 251460.
1 Kracc B 3aBMCUMOCTM OT CTEMEHU NOTEHLUMANbHOIO PUCKA NPUMEHEHUSA B MEAULMHCKUX
LIeNIIX B COOTBETCTBUN C HOMEHKNATYPHbIM KNacCUHUKATOPOM MeAULMHCKUX U3OEeNUi,
YTBEPXKAEHHLIM NMpuKazom MuHUCTEpCTBa 34paBooXpaHeHus Poccuinckon depepaymm
or 06 ntoHA 2012 r. Ne 4H: 1.
3 Knaccugmkaumsa wusgenns B COOTBETCTBMU C HOMEHKNATYPHLIM KNacCUUKATOPOM
MEAUUMHCKUX W34eNNiA, YTBEPXAEHHbIM MpUKazom MUHUCTEpPCTBA 34pPaBOOXPaHEHNS
Poccuiickoin ®epepauymm ot 06 nroHsa 2012 r. Ne 4H: 122540.

HasHaueHve, 06/1aCTb 1 YCN0BUA NMPUMEHEHNA MEAULIMHCKOIO 13aenns

1 MepyaTkn NPUMEHAKOTCA  MNPU  MPOBEAEHUM  MEAUUMHCKUX  UCCefoBaHWUM,
ANArHOCTUYECKMX W TepaneBTUYECKMX npouedyp C UeNbi 3aluTbl nayueHta W
nccnefoBaTens OT B3aMMHOIM0 3apaXkeHus, a TakxXe npefHasHauveHbl 415 UCMob30BaHuUA
Mpn paboTe ¢ 3apaXeHHbIMU MeANLUNHCKUMK MaTepuanamu.

7 O6nacTb NPUMEHEHNS: LLNPOKOTO NPUMEHEHUS.

13 YcnoBust NPUMEHEHMNA: MepyYaTKU NPUMEHSATCA B MEAULMHCKUX YUPEXAEHUSAX.

\hBud KOHTaKTa C opraHn3MOM: KPaTKOBPEMEHHbIN KOHTAKT C KOXHbIMW NMOKPOBaMun ”
CNN3NCTbIMM 060/104YKaMN.
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Hb NMOKa3aHWi K NPUMEHEHWNIO, MPOTMBOMNOKa3aHN, BO3MOXXHbIX MO6OYHbIX
7l

OKas3aHWs K MNPUMEHEHWUIO: WCMOMb3YTCA MpyU  MPOBEAEHUM  MEAULMHCKUX
CNefloBaHUIA, AMArHOCTUYECKMX W TepamneBTUYECKMX MPoUeAyp C Lenbi 3aliuThbl
MeHTa U UCCNeAoBaTens OT B3aMMHOIO 3apaXkKeHus, a TakXe NpeaHas3HayeHbl Ans
0Nb30BaHUs NpY paboTe ¢ 3apaXkeHHbIMU MEAULIMHCKUMU MaTepuanamm.
TKN MOXHO MCMO/b30BaTh TOMbKO OfIMH pas.
2 MpoTMBOMOKa3aHNs K MPUMEHEHWUIO: WHAMBMAYanbHas HEMepeHoCMMOCTb UK
annepruyeckme peakuLuy Ha HaTypanbHbIiA naTekc.
13 BO3MOXHble MOGOYHbIE AEACTBUA: annepruyeckme peakuum.

TexHn4YecKoe onvcaHve, NnapameTpbl U XapaKTepUCTUKN MeguLMHCKOro U3genns

IMaTtepuran N3roToBneHNsA N3Lenns:

» HaTypanbHbI natekc, CAS # 9006-04-6, nponssoactea Chip Yoo Latex Co., Ltd (Uun
Moo Natekc Ko., /ITa.), TannaHg.

o Kkpacutenb: KonaHun Fony6oin (Colanyl Blue) A2R 100-CN, CAS # 109909-39-9,
npounssoacTtea Clariant Pigments (Tianjin) Ltd. (KnapuaHt lMurmenTte (TuamxuH)
N1a.), Kntan - ana sapunaHta ncnonHeHns CONNECT Strong.

e nonumepHoe nokpbiTne: H-KOTaH 67 (N-Uthan 67), npoussoactea CCM Innovative
Solutions Sdn Bhd (CuCun3m MHHoBeTUB ContowH3 3cAMdH bnudinun), Manaisuns
- ana sapmnaHTa ucrnonHeHna CONNECT Poly-M.

1Martepwvian n3rotosfieHns gucreHcepa (NOTpedbnTeNbCKON YNaKoBKN):

e [BYXCNOMWHbIN KapToH, 400 r/m”, npoussBogacTBa Percetakan Tenaga Sdn Bhd
(MepceTakaH TeHara 3cAn3H bndinun), Manansuma - ans BapuaHTOB UCMOSTHEHUS
CONNECT Basic, CONNECT Grip, CONNECT Flex,
CONNECT Poly-M;

e [BYXC/OWHbIN KapToH, 450 r/m”, npoussoacTea Percetakan Tenaga Sdn Bhd
(MepceTtakaH TeHara 3cAnOH bu3anuun), Manansunsa - ans BapnaHToB UCMNONHEHUS
CONNECT Essential, CONNECT Vital:;

* rogpokapToH 250BB/120M/120TL, war rogpsl E, nponssoactea Percetakan Tenaga
Sdn Bhd (MepcetakaH TeHara 3cOu3dH bndinudwn), Manainsumsa - gnd BapuaHTa
ncnonHeHna CONNECT Strong;

* rogpokaptoH 250BB/120M/150, war rogpsl E, npounssogcrtea Percetakan Tenaga
Sdn Bhd (MepcetakaH TeHara 3cOudH bndinudun), Manainsuma - gna BapuaHTa

ncnonHeHna CONNECT X-Blanc.

OTexHunyeckoe onvcaHne COOTBETCTBYET npmueedeHHoMY B Tabnuue 1

4 TMepyaTkn repmMeTuUUHble.  [IPOYHOCTHbIe  XapakKTepUCTUKM B  COOTBETCTBUMU
c Tabnuuen 2.

5 Pa3mepbl, TONUMHA B MecTax WM3MepPeHWss COOTBETCTBYHT YKa3aHHbIM B Tabnuue 3,
PucyHke 1.

6 TonwmHa BeH4YNKa - He 6onee 2,5 M.

7 TpeboBaHMA K CTepUIN3aLUN MEAULMHCKOTO U3AeNns: nepyaTkn HECTEPUIbHBIE.

8§ TpeboBaHMA K YPOBHIO KOHTPOA 1 AQL (npremsiieMoMy YPOBHIO KayecTBa) NpUBeAEHbI
BTabnuue 4.

DRHeAIIHWIA RUN NENUATOK COOTBETCTBYET NpUBEAEHHOMY B Tabnuue 5.
@ 000 LUPMH (7 INFOQCIRMIRU @ WWW GOSZORAVNADZOR RU
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KatanoxHbIn
HOMEp S
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3aBUCUMOCTU
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KoHcTpykums

TEKCTYPHbIN
PUCYHOK/
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K
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Op onyapeHHble/
M HeonyapeHH
ble

O6paboTka
MOBEPXHOCTU

CONNECT
Basic
XS, S, M, L,
XL

L65800
165801
L 65802
L 65803
L 65804

Hatypa/bHbIin
NaTeKkc

NepyaTKkn
NaTUNa/bIE,
6€eCLLOBHbIE.

MaH)xeTa

nepyaTku

3aKaraHa B

BEHUUK

TeKCTYpHbIi
PUCYHOK Ha
KOHYMKax
nasbLes

HeonyapeHHbIe

XnopuHauus

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

CONNECT
Strong

s, M, L, XL

L61601
L61602
L61603
L61604

HaTypasbHblii
natekc

NepyaTKkn
nsaTunanble,
OECLLOBHbIE.

MaH)xeTa

nepyaTku

3aKaTaHa B

BEHUMK

TeKCTYpHbIN
PUCYHOK Ha
nabLax

HeonyapeHHble

XnopuHauuns

CONNECT
Grip
XS, S M, L,
XL
L66700
L66701
L66702
L66703
L66704

HaTypa/bHblii
NaTekc

NepyaTKkn
naTunanble,
0€eCLLOBHbIE.

MaH>xeTa

nepyaTku

3aKaTaHa B

BEHUNK

[MosHOCTLIO
TEKCTYPUMPOB
aHHble

HeonyapeHHble

XnopuHaums

Hapwnalll mcnonHeHun

CONNECT
Flex

XS, S, M, L,
XL

L66500
L66501
L66502
L66503
L66504

HaTypa/bHbli
natekc

NepyaTKkn
naTUNanble,
OeCLLOBHbIE.

MaH)xeTa

nepyaTKu

3aKaTaHa B

BEHUYUK

[MonHocCTbIO
TEKCTYpPUpOB
aHHble

HeonygpeHHble

XnopuHaums

CONNECT
Poly-M
XS, S, M, L,
XL

L66800
L66801
L66802
L66803
L66804

HatypasibHbil
NaTeKkc

NepyaTKkn
naATUNanble,
OeCLUOBHbIE.

MaH>xeTa

nepyaTku

3aKaTaHa B

BEHUMK

[MonHocCTbIO
TEKCTYpPUpOB
aHHble

HeonyapeHHbIe

lNonnmepHoe
NOKpbITHE

CONNECT
Essential

XS, S, M, L,
XL

L67200
L67201
L67202
L67203
L67204

HaTypasbHblii
natekc

NepyaTKkn
nATUNaIbIE,
OeCLUOBHbIE.

MaH)xeTa

nepyaTKku

3aKaTaHa B

BEHUMK

TeKCTYpHbIi1
PUCYHOK Ha
nasibLax

HeonygpeHHble

XnopuHauus

CONNECT
Vital

XS, S, M, L,
XL

L68200
L68201
68202
L68203
L68204

HatypasbHbil
NaTeKkc

NepyaTKkn
nsaTunanble,
OeCLUOBHbIE.

MaH>xeTa

nepyaTkm

3aKaTaHa B

BEHUYUK

TeKCTYpHbIi1
PUCYHOK Ha
nasibLax

HeonygpeHHble

XnopuHauums

CONNECT
X-Blanc

XS, S, M, L,
XL

L61400
L61401
L61402
L61403
L61404

HatypasbHbil
EVE@

NepyaTKM
naATUNanble,
OeCLUOBHbIE.

MaH>xeTa

nepyaTku

3aKaTaHa B

BEHUMK

TeKCTYpHbIN
PUCYHOK Ha
nasbLax

HeonyapeHHble

XnopuHaums
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Xlapaivce'rp CONNECT

Basic
OcTtaro4yHoe
onyzpvatroLLiee
BELLLECTBO, <2
Mmr/nepyarka
CopepkaHue
<50
npoTenHa, MKr/r
OkpawuvsaHune/ HeokpalLLeHHble,
LiBET HaTypa/lbHOro
LBeTa
MPUMEHSIEMOIO
marepviana
CONNECT
Basie
XapakTepuctumka .
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tr 7 w5 i
6S 95
g S o
Y pninHeHne npu
paspbIBe, » . He 650 500
MeHee
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MeHee
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CONNECT

CONNECT CONNECT CONNECT

Strong Grip Flex Poly-M
<2 <2 <2 <2
<50 <50 <50 <50
HeokpalleHHble  HeokpalleHHble  HeokpalLieHHble
. HaTypa/IbHOro HaTypasibHOro HaTypasilbHOro
CvHnn LiBeTa LBeTa LBeTta
MPMMEHAEMOTO  MPUMEHAEMOrO  MPUMEHSIEMOrO
marepriana marepuana marepuania
BapuaHTbl UCnonHeHus
CONNECT CONNECT CONNECT CONNECT
Strong Grip Flex Poly-M
) (¢] 0 (¢] 5 Q c (¢]
kb 2L e o bE ok wkE oaa 9B
R- §8 o o RoOS %" 00-95'- 2 Lég Yy i . o A
>> g s 9 g> S g g) « 57 g>> I7|
750 600 650 500 650 500 650 500
15 10 9 6 9 6 9 6

CONNECT CONNECT CONNECT

Essential Vital X-Blanc
<2 <2 <2
<50 <50 <50
HEOKanJeHHbIe HEOKpaLLIeHHbIe HeOKpaLLIeHHbIe
HaTypa/lbHOr0  HaTypa/lbHOr0  HaTypa/bHOro
LiBeTa LBeTa LBeTa
NpPUMEHAEMOro nprMeHAemMoro MPUMEHAEMOI 0
mMatepuana Marepuasia Marepuasia
CONNECT CONNECT CONNECT
Essential Vital X-Blanc
(0] 2 (6] 9 o
TS EE ST LT
° « « 0. 0 &; ‘(S ﬁ o‘
15 Cop” 18 ¢ |i2 On ¢ oy
93 © >X g>q ©
650 500 650 500 750 600
9 6 9 6 9 6
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Tabnuua 3. Pas3mepsbl, TONWNHA B MeCTax U3MEPEHUA NMepyYaToK
TonwmHa TonwmnHa TonwuHa

BapuaHT wmpuHa W, NIMHAa

cnomenn PN e TSR He  TROHN, Ko MG

XS <80 240 0.11 0,22 0,07

S 80 + 10 240 011 0,22 0,07

Coga';'iECT M 95+ 10 240 0,11 0,22 0,07

L 110+ 10 240 011 0,22 0,07

XL >110 240 011 0,22 0,07

S 85 +4 290 0,30 0,22 0,16

CONNECT M 95 +4 290 0,30 0,22 0,16

Strong L 105 +4 290 0,30 0,22 0,16

XL 11544 200 0,30 0,22 0,16

XS <80 240 0,12 0.23 0,07

S 80+ 10 240 0,12 0,23 0,07

Cog'r\ifCT M 95+ 10 240 0,12 0.23 0,07

L 110+ 10 240 0,12 0,23 0,07

XL >110 240 0,12 0.23 0,07

XS <80 240 0,14 0.23 0,09

s 80+ 10 240 0,14 0,23 0,09

CO';',':XECT M 95+ 10 240 0,14 0.23 0,09

L 110+ 10 240 0,14 0,23 0,09

XL >110 240 0,14 0.23 0,09

XS <80 240 0,15 0.23 0,10

s 80+ 10 240 0.15 0,23 0,10

COP(';'ID'_El\fT M 95+ 10 240 0,15 0,23 0,10

L 110+ 10 240 0.15 0,23 0,10

XL >110 240 0,15 0.23 0,10

XS <80 240 0,14 0,22 0,10

I CONNECT S 80+ 10 240 0,14 0,22 0,10

Essential M 95+ 10 240 0,14 0,22 0,10

L 110+ 10 240 0,14 0,22 0,10

XL >110 240 0,14 0,22 0,10

XS <80 240 0,17 0,22 011

s 80+ 10 240 0,17 0,22 011

CO{)'i':'aIECT M 95+ 10 240 0,17 0,22 011

L 110+ 10 240 0,17 0,22 011

XL >110 240 0,17 0,22 011

XS <80 290 0,26 0.22 0.15

s 80+ 10 200 0,26 0,22 0.15

CS_'}'B'?'&EST M 95+ 10 200 0,26 0,22 0.15

L 110+ 10 200 0,26 0,22 0.15

XL >110 200 0,26 0,22 0.15

*YKaszaHa TONLMHA OAHON CTEHKM
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pasmep TOMIOHHA
PucyHok 1- 3mepeHus nepyaTok

Tabnuua 4. TpeboBaHMS K YPOBHKO KOHTponsa n AQL (npuemsnemMblii YpOBeHb

XapaKTepucTmka YpoBeHb KOHTPONSA AQL
Pasmepsbl (411Ha, TONWMHA, WUPUHA) S-2 4,0
[fepMeTUYHOCTb G-1 2,5
Ycunme n yanmHeHne B MOMEHT
pa3pbiBa (40 1 nocne YyCKOPeHHOro S-2 4,0
CTapeHus)

8/18
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Ta6bnuua 5. BHew HWiH Bug nepyaTtok
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CONNECT
Vital

CONNECT
X-Blanc
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7 YKasaHuA no NpUMeHEHNo
7.1 lNpaBnna NpUMEHEHUA
e [MpegHa3HayeHbl [A14 WCNOMb30BaHUS B KayecTBe CpeAcTBa WMHAMBUAYa/bHOM
3allUThl PYK.
* HeponycTumo MCMosib30BaHMe NPy HapyLweHUn LLeNIOCTHOCTU NepyaTok.
* HeponycTumMo MCMofib30BaHMe NepyaTok HECOOTBETCTBYHOLLEr0 pasmepa.
e HeponycTuMo NOBTOPHOE UCMNOMb30BaHME NEPYATOK.
* He ncnonb3oBatb NepyaTky nocne NCTeYeHna cpoka rogHoCTH.
* He obecneuynBatoT rapaHTUPOBaAHHOM 3alNTbl OT NPOKO/I0B U MOPE30B.

7.2 IHCTpyKUMS

* BbIMbITb PYKU C MbIJIOM WU TWATE/IbHO BbICYLUUTD.

* BTepeTb aHTUCENTUYECKOE CPEACTBO A0 NOJIHOTO BbICbIXaHUA.

* Y6eanTbCA, YTO NepyaTkym He MMEKOT MeXaHNUYECKNX MOBPEXAEHNA.

* AKKYpaTHO HafeTb NepyaTKM Ha NpaBylt W JIEBYH PYKM Takum 06pasom, 4ToObl
nepyaTky NnaBHO o61erann KUCTU PYK Mo BCEX NOBEPXHOCTM.

e [locne ncnonb3oBaHUS CHATb C PYK M BbIOPOCUTL B CreuunanbHblii KOHTENHep,
MPUroAHbIA ANA TPAHCNOPTUPOBKMU UCMNO/b30BAHHOIO 04HOPA30BOr0 MEANLMHCKOTO
NHCTPYMEHTA.

7.3 MpepynpexaeHue

e [lepyaTKM M3roTOBMEHbI M3 HATypasbHOro Jflatekca, KOTOPbIii MOXET BbI3blBaTb

anneprnyeckyro peakumio.

8 KOMMN/IeKTHOCTb

KoMNNeKT NocTaBKu:

- pucneHcep - 1uwT,;

KpaTkas MHCTPYKLUS MO MPUMEHEHWIO HaHeCeHa Ha ANCMeHcep.

9 YnakoBKa

B aucneHcep (noTpebuTtenbckas ynakoBka) ynakoBaHo 100 nepuyaTok no Becy. (Ans
BapnaHtoB wucnonHeHns CONNECT Basic, CONNECT Grip, CONNECT Flex,
CONNECT Poly-M, CONNECT Essential, CONNECT Vital).

B pucneHcep (motpebuTenbckas ynakoBka) ynakoBaHo 50 nepuyatok no Becy. (s
BapunaHTa ncnonHeHna CONNECT Strong, CONNECT X-Blanc).

B KapTOHHYI KOpPOG6KY (TpaHCMOPTHas ynakoBKa) ynakosaHo 10 AMCMEHCepOoB.
TpaHcnopHas ynakoBka o6ecrneunBaeT 6e30MacHOe TPAHCMOPTUPOBAHME U XPaHEHMe.

10 MapkunpoBKa
10.1 MapKupoBKa AnucneHcepa COAEPXUT:

- HaMMeHOBaHMe W agpec opraHM3auuMn-NPoM3BOAUTENS HA PYCCKOM W aHTINACKOM
A3blKax;

- HauMMeHOBaHMe W aApec opraHusayun-npeacTaBuTens MNPOU3BOAUTENS B
Poccuitickoin depfepayuu;
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HaMMeHOBaHMe Mnepyartok;
cnoBa «[lepyaTKn CMOTPOBLIEY;
cnosa «MaTepuan: HaTypanbHbl NaTeEKC»;
cnoso «OHOpPa3oBbLIE;
CNoBO «HeCcTepUNbHbIE®;
cnoso «lnockne»;
CNOBO «[ epMeTUYHbIEY,
cnoBo «becLloBHbIEY;
cnoBo «HeonyapeHHbIE;
cnoBa «MaHXeTa 3aKaTaHa B BEHUUK»;
cnoBa «TeKCTypupoBaHHble Ha KOHYMKax nanbueB» (418 BapmaHTa UCMOMHEHUA
CONNECT Basic);
cnoBa «TeKCTypupoBaHHble Ha Manbuax» (47149 BapuaHTa MWCMOJIHEHUA
CONNECT Strong, CONNECT Essential, CONNECT Vital, CONNECT X-Blanc);
cnoBa «[l1O/MIHOCTBKO  TEKCTYypupOBaHHble» (AN  BapMaHTOB  MCMOJIHEHMA
CONNECT Grip, CONNECT Flex, CONNECT Poly-M);
cnoBa «l0oBbIWEHHOW NPOYHOCTM» (Ana BapuaHTa ucnonHeHnss CONNECT Strong,
CONNECT X-Blanc);
cnoBa «Y[ANNHEHHaa MaHXeTa» (4na sapuaHTta ucrnonHeHna CONNECT Strong,
CONNECT X-Blanc);
pasmep; -
LIBET;
KO/INYeCTBO MepyaTok B gucneHcepe (Mo Becy);
HOMEp napTuu;
HOMep Mo KaTtanory;
MECAL, U roA4 U3roTOBJIEHUS;
CPOK XpaHeHus;
perucTpayMoHHoOe yA0CTOBEPEHME,
< cnosa «[laHHble U34eNnsa N3roToB/ieHbl U3 HATYPaNbHOIo NlaTeKca, KOTOPbIA MOXET
BbI3BaTb a/Iepruyeckyto peakum»;
npasuna npuMmeHeHna/npesynpexaeHue;
NHCTPYKLMSA,
cnosa «CpaenaHo B Manansnmy;
cnoBa «TOCT P 52239-2004»;

CUMBO/bI:

REF Homep no katanory
LOT - Kopa napTtum
Nsal - J[aTta n3rotosneHus
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@ - 3anpeTt Ha NOBTOPHOE NPUMEHeHue

(Iatﬁr)

- HecTepunbHo

N
CoepXXnUT HaTypanbHbIli NaTekc

- He ucnonb3oBaTb NpuU NOBPeXAeHUM YNaKOBKN

- WN3roToBuTenb

- He gonyckatb BO3/eACTBUSA COHEYHOIO CBETA

- bepeub oT BNaru

- TemnepaTypHblin gnana3oH (o1 Ogo + 25 °C)

O6paTUTECh K MHCTPYKLUN NO NPUMEHEHMIO

- OcTopoxHo! O6paTUTECh K MHCTPYKLUM MO NPUMEHEHMIO

> 83

10.2 MapkupoBKa TpaHCNOPTHOM YNakKOBKM HAHOCUTCA Ha PYCCKOM W aHINIACKOM
A3blKax U COAEPXKUT:
- HauMeHOBaHWe 1 aApec opraHn3auMn-nNpPon3BOANTENS;
I - HaMMeHOBaHWe ¥ afpec opraHu3auun-npeacTaBuTeNs NPou3BoAnTeNsS B POCCUNCKON
defepayuu;
- HaMMeHOBaHWe NepyaTok;
- pasmep;
- KONMYEeCTBO MnepyaToK B AUCNEHCEPE;
- KONMYeCcTBO ANCMEHCEPOB B KOPOOKE;
- KONMYecTBO Nep4vaToK B KOPOOKE;
- HOMep napTuu;
- HOMep No KaTanory,
- Mecsill U rof U3roToBNEHNS;
- CPOK XpaHeHus;
- No Kopo6Ku;
- perncTpaunoHHOe ya0CTOBEPEHMUE;
- npeaynpexpaeHne «XpaHWTb B CyXOM MpoXnagHOM MecTe. M36eraTtb BO3AeNCTBUS
030Ha U NPAMbIX CO/THEYHbIX NyYein»;
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- cnosa «CpaenaHo B Manaiisunm»;
- npeaynpexaeHue «Mpyu TPaHCMOPTUPOBKE XPaHeHWEe CTPOro B KOPOGKE»;

- CUMBO/IbI:
LOT - - Kop naptum
- - [laTa n3rotosnieHuns
@ - - 3anpeT Ha NOBTOPHOE NMPUMeEHEHNE

- - CofepXuUT HaTypasbHblIli naTekc

- - HecTtepunbHo
fsTERLe

- - WN3roToBuTesnb

- - He ponyckatb BO3,EI|eI7ICTBVIF| COJIHEYHOrIO CBETa

- - bepeyb oT Bnaru
- - Bepx
n - - MeguunHckoe nsgenne. Ob6pawLaTbCsa 0OCTOPOXKHO

11 ¥YcnoBusa skcnnyataunm
He ncnonb3oBaTb NepyaTtky nocfie NCTEYEHUS CpOKa FrOLHOCTM.

NS 04HOPA30BOro MUCMO/b30BaHUS.

Temnepatypa oT +5 go +35 °C npu OTHOCUTENbHOMW BRaxHocTU oT 35% a0 60%
(HeKOHAeHCHpyrowasca) n atmocgepHom gasneHnn 500-1060 rla.

Mocne TpaHCMOPTUPOBAHUA NepYaTOK NPU MUHYCOBLIX TeMMepaTypax pacnakoBbIBaTb M
MCMONb30BaTb UX CNeAyeT TONbKO BblEPXKaB B TPAHCMOPTHOI YNakKOBKe B TeUeHMe CYyTOK
Npv TemnepaType XpaHeHus.

12 TpaHcnopTupoBaHme

TpaHcnopTUpoBaHWe NepyaTok, yrnakoBaHHbIX B TPAHCMNOPTHYHO Tapy, OCYLLeCTBMAETCS
BCEMMW BUAAMM KPbITbIX TPAHCMNOPTHbLIX CPeACcTB C CO6M0AEHMEM MPeAOCTOPOXHOCTE,
yKa3zaHHbIX Ha TPaHCMOPTHOW Tape, W MpaBuUN MEPeBO3KU rPy30B, LEWCTBYHOLWMX Ha
TpaHCnopTe Kaxaoro suaa.

PacnakoBbiBaTb MepyaTKyM Mocne TPaHCNOPTMPOBAHUA MPU MUHYCOBLIX TeMMepaTypax
cnegyet, Bblep>KaB UX B YNaKOBKE B TEYEHNE CYTOK NpU TeMnepatype XpaHeHUA.
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13 XpaHeHue

MepyaTKU XpaHATCA B yNakoBaHHOM BU/AE B OPUTMHAbHOW ynakoBKe NPou3BOAUTENS B
CYXMx npoBeTpMBaeMblX TMoMeweHNAX npu Temnepatype oT O pgo +25°C wu
OTHOCWUTENIbHOW BNAXHOCTU He Bble 85% (HeKOHAEeHCUpYloWaacsa) U aTMocthepHOM
nasneHny 500-1060 rMa, Ha paccTOAHMM He MeHee 1M OT Tenaou3nyyarouwmx npmbopos.

B npouecce xpaHeHUs nepyaTku A0/MKHbI 6GbiTh 3alULEHBI OT MPSMOr0 MonagaHus
COMHEYHbIX Ny4yeld U NIOMUHECLEHTHOrO OCBeLleHNs; aTMOCHEPHbIX BO3AeiCTBUIA;
HeMnocpeACcTBEHHOI0 KOHTaKTa ¢ MeTa/inamMu, TaKUMKU KaK Meflb, MapraHel, >Xeneso; He
OO/MKHbI NOABEpratbCs BO3AENCTBUIO 030HA, Maces, GeH3WHAa, KEpPOCMHa W Apyrux
BeLLEeCTB, paspyLlarLLMX naTekKc.

14 TeXHUYeCKNA PEMOHT 1 06CNyXXMBaHWe
TeXHI/Il-IeCKOMy PEMOHTY M 06CJ'Iy)KI/IBaHI/IPO HE nopanexar.
He ncnonb3oBatb M3genne NoBTOPHO.

15 TpeboBaHMs 6e30MacHOCTM M OXpaHa OKPY>KatoLLeil cpefbl

Mpon3BOACTBO NEpYaTOK He [O/DKHO BbIAeNATb B OKPYXKalLWyk cpegy TOKCUYHBIX
BEWECTB W O0OKa3blBaTb pasjpaxatroLwero, CEHCI/I6I/II'II/I3I/IpyPOLLI,eFO BOB,D,eI‘/JICTBI/IFI Ha
yes/li0BeKa.

Mpu MCNONb30BaHWMW, TPAHCMOPTUPOBKE W XPaHEHMM MepyaTKM He OKasblBaloT
HEraTMBHOIO BO3[ENCTBUA Ha OKPYXKaloLLyo cpefly U YenoBeKa.

16 CefieHNs 06 yTununsaymm
YTununsauymio usfenna nposoante B cooTBetcTBum ¢ CaHlluH 2.1.7.2790-10 pans
0TX040B Knacca b (anugemmnonormyeckyn onacHole oTxoAbl). [locne annapaTHbIX
crnoco6oB o06e33apamMBaHUA C MNPUMEHEHMEM (U3NYECKMX METOAOB U WU3MEHEHUA
BHELWIHero smaa O0TX040B, UCK/IHOYAKOLWEro BO3MOXHOCTb MX MOBTOPHOIO MPUMEHEHUS,
0TX0A4bl Knacca b moryt HakanaineaTbCA, BPEMEHHO XPaHWUTbLCA, TPaHCNOPTUPOBATLCA,
YHUUYTOXAaTbCA M 3axXopaHuBaTtbCA  COBMECTHO C  OTXogaMu  Knacca A
. (anngemnonornyeckn 6esonacHble OTXOAbl, MO cOCTaBy MpubamxeHHole K TBO).
| YnakoBka 06e33apaXeHHbIX MeAMUMHCKUX OTXO0A0B KfaccoB B fomkHa uMMeTb
MapKMpOBKY, CBUAETENbCTBYHIOLLYHO O NPOBEAEHHOM 06e33apaMBaHUM 0TXO0B.

17 apaHTUIHbIE 06513aTe/IbCTBA

CpoK rogHocTu:

3 roja Cc pgatbl WM3rotoBneHws - Aana BapuaHTtoB ucnonHeHns CONNECT Basic,
CONNECT Grip, CONNECT Flex, CONNECT Poy-M, CONNECT Essential,
CONNECT Vital, CONNECT X-Blanc.

5 net ¢ gatbl N3rotoBneHns - ana sapuaHTa nucnonHeHna CONNECT Strong.

Mpon3BOANTENb FapaHTMPYEeT COOTBETCTBME MepUaToK 3asBfeHHbIM TpeboBaHUSAM Mpu
yCnoBMM  coGMOAeHUs  noTpebuTenem  NpaBUA  3KCNAyaTauunW,  XpaHeHus,
TPaHCNOPTMPOBAHMS.
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18 KoHTaKTHasa MHpopMaLms
YNONHOMOYeHHbI NpeAcTaBnTeNb NPOM3BOAUTENSA B PD:

O6uWwecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO «PT/I-mea» (OO0 «PT/1-Men»),
Poccus, 117198, r. MockBa, JIeHUMHCKUI np-T, 4. 113/1,
Ten.: +7 (495) 783-08-88, e-mail: general@rtl-med.com.

MponssoanTeENb:

Advanced Healthcare Products SDN BHD («AgaBaHca Xandgkeiip MNpogaktc cAnOH
Bnanun»)

Lot 60 & 61, Lorong Senawang 3/2, Senawang Industrial Estate, 70450 Seremban, Negeri
Sembilan Darul Khusus, Malaysia (Jlot 60, 61, JlopoHr CeHaBaHr 3/2, CeHaBaHr
WupacTtpuan 3ctanT, 70450 CepembaH, Herepn Cembunan Oapyn Kycyc, Manainaus)
Ten.: +60-6-678-4109, akc: +60-6-678-4727

CuwmuBka:
[MpoHyMepoBaHOo 1 ckpenieHo \1 11cToB
3a TyaHb Xam>ku Cepg Anb Anba>kedpu

lMognuck

MeyaTb opraHm3aymu:
ApnaHca Xendkeip Mpogakte 3cOAnMIOH bnudnun. 877084-P
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MepeBos AaHHOTO TeKcTa BbINO/HEH MepeBoAYMKOM BagamMiLunHoin SnbBMpoii JayTOBHONM,

MNepeBoaUnNK ﬂ,a‘ bagamiwwunHa 3nbBupa layToBHA

Poccuiickas ®Pefepauys
"opog Mocksa
[BajuaTb ceabMOro (pespasisi ABe ThICAYM CEMHAALATOro roga

A, AkumoB [ne6 bopucosny, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH MNOAJIMHHOCTb
noAnucy nepesogynka bagamiinHon Anberpbl Jay TOBHbI.

Moanuck caenaHa B MOeM NPUCY TCTBUM.

JInyHOCTb NoanucasLLero JOKYMeHT yCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: No

B3bICKaHO rocyapcTBeHHONW nowmnHbl (no Tapudy): 100py6.

YnnayeHo 3a oKasaHue ycnyr npaBoBOro N TEXHNYEeCKOro xapakrepa: —

I.B. AKumoB

[MpoLuHypoBa. enneHo nevyaTbio nucT(-a,-oB).

Hotapuyc
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