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Description
Latex surgical gloves, sterile.

Manufacturer
Advanced Healthcare Products SDN BHD Xt e

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

Manufacturing site:

L™, ~ala”!'Kawasan Perusahaan Bandar Baru Salak Tinggi, 43900 Sepang, Selangor
Darul Ehsan, Malaysia.

The manufacturer possesses a certified quality managements system, the
process and final quality control folly comply with the requirements established
by EN ISO 13485:2012, EN ISO 9001:2008, Directive 93/42 EEC, that is confirmed by

* S - 29.10.2014. valid wlll -
No FM 13934, date of issue - 26.10.2014, valid until - 20.12.2017, Notified Body. BS,

No. CE 00742, date of issue - 08.08.2014, valid until - 06.12.2018, Notified Body. BS .

Classification Code in accordance with Russian National Classification of Products
OK-005-93: 257465.

Riak c te 1» accordance with Classif,cation List ot Mcdical Devices » P " by Order
of Ministry of Health ofthe Russian Federation No. 4n dated 06 June, 2012

Classification Code in accordance with Classification M~ical D evic”h
by Order of Ministry of Health of the Russian Federation No. 4n dated 06 June, 20
122630,122640.

Human body contact type: short-time contact with skin cover, mucous membranes and
wound surface.

Application environment: healthcare facilities, medical and preventive treatment facilities.

Intended use

The gloves are used as two-way barrier to prevent healthcare consumer and healthca
professional from mutual introduction of infections dunng surgical operations
healthcare facilities.
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Specification

Materials used:
Design style Material

Powdered latex surgical gloves, sterile Natural Rubber Latex CAS # 9006-04-6,

connect elite produced by Chip Yoo Latex Co., Ltd,
Thailand
Powder: Absorbable comnstarch 21CFR
878.4480

Powdered latex surgical gloves, sterile Natural Rubber Latex CAS # 9006-04-6,

connect pro produced by Chip Yoo Latex Co., Ltd,

Thailand
Powder: Absorbable cornstarch 21CFR
878.4480 '

Powder-free latex surgical gloves, sterile

Natural Rubber Latex CAS # 9006-04-6,

connect mt produced by Chip Yoo Latex Co., Ltd,
Thailand
Packing:
Medical paper, produced by Billerud AB,
Inner wrap country of origin — Sweden
White peelable film, 70 um + PA/PE 70 um
Peel Pouch Nylon, produced by Amcor, country of
origin — Singapore
Fluted cardboard 250BB/120M/120TL E
Dispenser flute, produced by Percetakan Tenaga Sdn
Bhd, country of origin — Malaysia
|
*  Human body contact type

Short-time contact with skin cover, mucous membranes and wound surface.

Design

§ Technical characteristics are shown in Table 1.

Overall dimensions are shown in Table 2, Figure 1.

External appearance is shown in Table 3.
Physical properties are shown in Table 4.
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Table 1. Technical characteristics

Parameter/Characteristic , Design style
connect elite connect pro connect mt
Size 5%,6,6%,7, 7%, | 5%,6,6%,7,7%, | 5%,6,6%,7, 7%,
8,8%9 8,849 8,84%9
5% W31355 W35455 $41155
6 W31360 W35460 $41160
6% W31365 W35465 S$41165
Reorder No. 7 W31370 W35470 S$41170
depending on the size | 7% W31375 W35475 S41175
8 W31380 W35480 S41180
8% W31385 W35485 S41185
9 W31390 W35490 S41190
. Type (depending on the Natural rubber Natural rubber Natural rubber
material) latex latex latex
Design Hand-specific Hand-specific Hand-specific
gloves, solid, gloves, solid, gloves, solid,
straight fingers, straight fingers, straight fingers,
beaded cuff beaded cuff beaded cuff
Surface textured/smooth Smooth Smooth Smooth
finish x::f;’“ Powdered Powdered Powder-free
Powder Cornstarch Cornstarch -
Colouring Uncoloured, of Uncoloured, of Uncoloured, of
natural colour of | natural colour of | natural colour of
the material used | the material used | the material used
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Table 2. Overall dimensions
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Design style

Powdered latex surgical
gloves, sterile

connect elite

Powdered latex surgical
gloves, sterile

connect pro

Powder-free latex surgical
gloves, sterile

connect mt

Figure 1- Measurement points

Surface finish Powder content

Powdered with

absorbable <15 mg/dm*
cornstarch

Powdered with
absorbable <15 mg/dm*
cornstarch

Powder residual -

Chlorination
<2 mg per glove
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Protein content

<200 jug/dm*

<200 |ig/dm”

<50 pg of total
extractable protein per
gram

7/15



Table 3. External appearance
Design style Photographic image
Powdered latex surgical
gloves, sterile connect elite

Powdered latex surgical
gloves, sterile connect pro

Power-free latex surgical
gloves, sterile connect mt
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Table 4. Physical properties.

Design style
o connect elite connect pro connect mt
¢ teristic Before After Before Atfter Before Aﬁer
aging aging aging aging aging aging
Elongation (%) 750 560 750 560 750 560
Modulus 500%
55 - 5.5 - 55 -
(MPa)
Force atbreak, N, |}, 9.5 12.5 9.5 12.5 9.5
not less
|’ Inspection level, AQL requirements
Characteristic Inspection level AQL
Dimensions thickness, width) S-2 4.0
1000 water leak G-1 1.5
Force and elongation at break (before and S-2 4.0
after aging), Modulus 500% (before aging) '
Complete set
Delivery set:

— dispenser — 1 piece;
User manual is printed on the dispenser.

Packing and marking

1 pair of gloves (1 right glove and 1 left glove) per inner wrap (inner individual package).
1 inner wrap per peel pouch (outer individual package). Peel pouches are hermetically
sealed.

50 peel pouches per dispenser (consumer package).

6 dispensers per outer carton (transportation package).

Glove marking is as follows:
¢ marking “Size” is embossed on the cuff of each glove.

Inner wrap marking is as follows:
o gloves name;
e «Powdered latex surgical gloves, sterile» in Russian and English (for powdered latex
surgical gloves, sterile connect elite, powdered latex surgical gloves, sterile connect pro)
o «Powder-free latex surgical gloves, sterile» in Russian and English (for Powder-free latex
surgical gloves, sterile connect mt)
size;
indication «Open here»;
indication «Left» and «Right»;
indication «Cuff end»;

warning «Remove powder before use» (for powdered latex surgical gloves, sterile connect
elite, powdered latex surgical gloves, sterile connect pro)
&
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Peelpouch marking is asfollows:

* name and address ofthe manufacturer in Russian and English;

* name and address of the manufacturer’s representative in the Russian Federation in
Russian and English;
gloves name;
«Surgical gloves»;
«Material: natural rubber latex»;
«Disposable»;
«Sterile»;
«Hand specific»;
«Straight fingers»;
«Liquid-tight»;
«Solid»;
«Beaded cuff»;
«Surface finish: smooth»;
«Powdered» (for powdered latex surgical gloves, sterile connect elite, powdered latex
surgical gloves, sterile connect pro)
«Powder-free» (for powder-free latex surgical gloves, sterile connect mt)
«Powder —eornstarch» (for powdered latex surgical gloves, sterile connect elite, powdered
latex surgical gloves, sterile connect pro)
size;
colour;
quantity of gloves per peel pouch;
lot number;
reorder number;
date of manufacture;
shelf life;
warning «The product is made of natural rubber latex which may cause allergic
response»;
«Made in Malaysia»;
«GOST R 52238-2004»;

symbols:
REF - reorder number
LOT - lot number

- date of manufacture

® - single use only

- contains natural rubber latex

STERLE R - jrradiation sterilisation
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@ — do not use ifthe package is damaged

- manufacturer

i d

- avoid sunlight

I — avoid moisture

- temperature limits (from 0 through +25 °C)

- read user manual

A - warning! Read user manual

Variable information on the size of the gloves, lot number, reorder number, date of
manufacture is printed on peel pouches with special equipment immediately after packing

Dispenser marking is asfollows:
name and address ofthe manufacture in Russian and English;
name and address of the manufacturer’s representative in the Russian Federation;
gloves name;
«Surgical gloves»;
«Material: natural rubber latex»;
«Disposable»;
«Sterile»;
«Hand specific»;
«Straight fingers»;
«Liquid-tight»;
«Solid»;
«Surface finish: smooth»;
«Powdered» (for powdered latex surgical gloves, sterile connect elite, powdered latex
surgical gloves, sterile connect pro)
«Powder-free» (for powder-free latex surgical gloves, sterile connect mt)
«Powder - cornstarch» (for powdered latex surgical gloves, sterile connect elite, powdered
latex surgical gloves, sterile connect pro
«Beaded cuffr>;
«Each pair is in an individual sterile package»;
«Sterility is guaranteed subject to peel pouch being intact»;
size;
colour;
quantity of pairs per dispenser;
lot number;

\ I \\i\s
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 reorder number;

» date of manufacture;

o shelflife;

* registration certificate number;

» warning «The product is made of natural rubber latex which may cause allergic
response»;

 application rules/waming;

* directions for use;

* «Made in Malaysia;

* «GOST R 52238-2004»;

» symbols:

REF - reorder number
LOT - lot number

I"nl - date of manufacture

® - single use only

- contains natural rubber latex

STEMLE R - jrradiation sterilisation

@ - do not use if the package is damaged
. - manufacturer

1 J

- avoid sunlight

- avoid moisture

- temperature limits (from 0 through +25 °C)

f
X
| 2 - read user manual

- warning! Read user manual

Variable information on the size of the gloves, lot number, reorder number, date of
manufacture is contained on a special sticker-label.
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Product range

Latex surgical gloves, sterile, design styles:
1 Powdered latex surgical gloves, sterile connect elite, sizes: 5,5; 6; 6,5- 7- 7 5 8*8 5 9
(code 122640). » N NNy

2. Powdered latex surgical gloves, sterile connect pro, sizes: 5,5; 6;6,5; 7; 7,5; 8*8 5- 9 (code
122640). TV

3. Powder-free latex surgical gloves, sterile connect mt, sizes: 5,5; 6; 6,5; 7*7 5 8*85° 9
(code 122630). by

Information on sterilisation

The gloves are sterile.

Method of sterilisation - irradiation sterilisation, sterilising agent - gamma rays.

The minimum dose is 25 kGy. The dose setting is performed per ISO 11137-2 (2012) usine
the VVDmax™ method.

The Sterility Assurance Level (SAL) is 10"

Single use only. Reuse is prohibited.

Sterility expiry dates: 3 years from the date of sterilisation for powder-free latex surgical
gloves, sterile connect mt; 5 years from the date of sterilisation for powdered latex surgical
gloves, sterile connect elite, powdered latex surgical gloves, sterile connect pro.

Transportation, storage and in-service conditions

Storage conditions: temperature - from 0°C through +25°C, relative humidity - < 85%
(non-condensing) and atmospheric pressure - 500-1060 hPa, at a distance of not 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.

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
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.

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

Do not use the gloves after expire date.
Single use only.

Make sure the peel pouch is intact (hermetically sealed) before use.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 13/15



Information for healthcare professional

Indicataions:

The gloves are used as two-way berrier to prevent healthcare consumer and healthcare
professional from munual introduction of infections during surgical operations at
healthcare facilities.

Counter indications:
Idiosyncrasy or allergy to natural rubber latex.

Potential complications:
Allergic response.

Warning
» Sterility is guaranteed subject to peel pouch being intact.
» The gloves are intended for use as personal hand protective device.
* Do not use damaged gloves.
* Do not use gloves of improper size.
» Do not use gloves after the expiry date.
» The gloves do not guarantee protection from punctures and cuts.

Materials (application information for healthcare professional)
The gloves are made of natural rubber latex.

Directions for use
Application rules/warning:
Sterility is guaranteed subject to peel pouch being intact.
The gloves are intended for use as personal hand protective device.
Do not use damaged gloves.
Do not use gloves of improper size.
Do not use gloves after the expiry date.
The gloves do not guarantee protection from punctures and cuts.

Directions:
Sanitize hands.
Open the peel pouch where indicated.
Take the inner wrap out of the peel pouch.
Take the gloves out of the inner wrap.
Make sure the gloves are intact.
Carefully put on the right and left gloves so that the gloves envelope the hands.
Take off tfre gloves after use and put them into a special container suitable for
transportation of used disposable medical devices.

Service and maintenance

Service and maintenance are not applicable to the medical device.
Single use only.
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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.

Warranty

Shelf life:

3years from the date of manufacture (for powder-free latex surgical gloves, sterile connect
mt);

5 years from the date of manufacture (for powdered latex surgical gloves, sterile connect
elite, powdered latex surgical gloves, sterile connect pro).

The manufacturer guarantees the gloves sterility and full compliance with the specified
requirements during the shelflife subject to peel pouches being intact (hermetically sealed)
and consumer following application, storage and transportation rules.

Contact details

Powdered latex surgical gloves, sterile connect elite, powdered latex surgical gloves, sterile
connect pro, powder-free latex surgical gloves, sterile connect mt manufactured by
Advanced Healthcare Products SDN BHD. On quality issues please contact:

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, Malaysia.

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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MeyaTb OpraHM3aLmu:
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Mognuce, WwTamn: TucHeHasa nevyaTb

KOMWA BEPHA Jln Moit Nub (Lee Moi Yin)
JNIn Moit NHb (Lee Moi Yin) HoTapuyc

HoTapuyc Manaiizus
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'HanmveHoBaHVe n3genmsa
'(MepyaTkn XMpPYpruyveckme naTekCHble CTEPUbHBIEY,

NpoussoanTenb
Advanced Healthcare Products SDN BHD («ApaBaHca Xandkeinp Mpopaktc ScAnIH

Bndiudu»), Manaiisus.
Lat 60 & 61, Lorong Senawang 3/2, Senawang Industrial Estate, 70450 Seremban, Negeri

Sembilan Darul Khusus, Malaysia.

MecTo npon3BoOACTBa:
WRP Asia Pacific Sdn Bhd («4a6ntOApln 3iiwa Macndpuk cAndH budinun»).

Lot 1, Jalan 3, Kawasan Perusahaan Bandar Baw Salak Tinggi, 43900 Sepang, Selangor
Daml Ehsan, Malaysia.

Pa3paboTka, MNPOM3BOACTBO W nNpofaxa W3Lenus COOTBETCTBYeT TpeboBaHUAM
EN ISO 13485:2012, EN I1SO 9001:2008, AunpekTtuebl 93/42 EEC, uTo noaTeepxaaercs

CnefyowmmMn cepTupmuKaTamm:
Ne MD 99288, pgata Bbigaun - 29.10.2014, pata uctevyeHus fenctema - 20.12.2017,

HOTU(UUMPOBaHHbLIN opraH: BSI;
Ne FM 13934, pata Bblgaum - 26.10.2014, pata ucTteyeHus penctema - 20.12.2017,

HOTU(UUMpPOBaHHbI opraH: BSI;
Noe CE 00742, paTa Bblgaum - 08.08.2014, paTta ucteyeHus geinctems - 06.12.2018,

HOTUULMPOBaHHbLIA opraH BSI.
Kopg n3genus no O6uiepoccuiickomy knaccudukatopy npogykumm OK-005-93: 25 1465.

Knacc B 3aBUCHMOCTM OT CTEMEHWN MOTEHLMANbHOTO PUCKa NMPUMEHEHUS B MEAULMHCKMX
LeNsiX B COOTBETCTBMM C HOMEHK/ATYPHbIM KNacCU(UKATOPOM MEAULMUHCKUX U3LENNA,
YTBEPXAEHHbIM NprKazoM MUHUCTEPCTBA 3[paBoOXpaHeHns Poccuiickoli degepalun ot

06 noHA 2012 r. Ne 4H - 2a.

Knaccuukauma wsgenmsa B COOTBETCTBUM C HOMEHKAATYPHbIM  KnacCU(UKaTopoM
MeAUUUHCKUX W3LeNNA, YTBEPXKAEHHbIM MNpUKasoM MUHUCTepCTBa 34paBOOXPaHEHMS
Poccuitckoin ®epepaunm ot 06 noHa 2012 r. Ne 4H - 122630, 122640.

Bung KoHTakTa C OpraHnM3mMom 4esioBeKa - KpaTKOBpeMeHHbIVI KOHTaKT C KOX>XHbIMU

MOKPOBaMM, CN3UCTBIMU 060/104YKaMN U PaHEBOI NMOBEPXHOCTbLHO.

YCcnoBus nNpuUMeHeHWUs: nevyebHble U N1e4e6HO-NPOGUNAKTMYECKNE  MeULUHCKMe

yUpexaeHus.

O6nactb NpUMeHeHMA
MepyaTKy MCNOMb3YIOTCA B KayeCTBe [BYCTOPOHHEro Gapbepa 4/ 3alUTbl NauueHTa U
MeLVWLMHCKOro paboTHMKA OT B3aMMHOIO 3apaXeHWs BO BpeMS  NPOBefEHUS

XUPYPrMyecknx onepaymin B MEAULMHCKUX YUPEXAEHUAX.
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TexHuueckas crneundukayms

HanmeHoBaHNe
MMepyaTKn  XMPYpruyeckne  niaTekCHbole
CTepunbHble onyapeHHble connect elite

[MepuaTkn  XuUpypruyeckme  natekcHble
CTEpPUNbHbIE ONyAPEHHbIe connect pro

[MepuaTkM  XUpypruyeckme  naTeKkCHble
CTepubHbIE HEONYAPEHHbIE connect mt

YnakoBKa:

BHYTPeHHAS UHAMBMAYaANbHAs yNakKoBKa

BHeLlHss nHAMBMAYaNbHas ynaKoBKa

AuncneHcep

Bua KoHTaKTa C OpraHN3mMom:

MaTepunan
HaTypanbHbiii natekc CAS # 9006-04-6,
nponssoactea Chip Yoo Latex Co., Ltd.
(Uun Moo Natekc Ko., N14.), TalinaHg
Onypapwusatollee BewecTBo: KyKypysHbIi
Kpaxman 21CFR 878.4480
HaTypanbHblin natekc CAS # 9006-04-6,
npoussogctea Chip Yoo Latex Co., Ltd.
(Ynn Moo Natekc Ko., N1a.), Taiinang
OnyppuBatoulee BellecTBo: KyKypy3Hblii
Kpaxman 21CFR 878.4480
HaTypanbHblil natekc CAS # 9006-04-6,
npounssoactea Chip Yoo Latex Co., Ltd.
(Unn Moo Natekc Ko., Nta.), Taiinang

bymara  MefuUMHCKas,  MNPOM3BOLCTBA
Billerud AB (bunnepyp 3ibu), cTpaHa
npousso/cTsa LUBeyus

nfeHKa Jierkoorcnavearolaacs  6enag,
70 mkm + Monnamnag/fonnatuneH 70 MKM
HeinoH, npowussoactea Amcor (3mKop),
cTpaHa npoussoacTea CuHranyp
ropoKapToH 250BB/120M/120TL,
npounssoacTea Percetakan Tenaga Sdn Bhd
(MepceTakaH TeHara dcAn3iy bndinun),
CTpaHa npou3soacTea Manainsus

KpaTKOBPEMEHHbIN  KOHTAKT C kowHbIMW MOKPOBAMMW, CAUUCTBIMU 0BGOMOYKAMU W

paHeBO NOBEPXHOCTbIO.

KOHCTpYKUMSA n3fenms:

TexHn4eckune xapaktepucTnukn nsaenPla npmueegeHsl B Tabnuuye 1
FabapuTHbIE pa3mepbl n3genusa npueeaeHsl B Tabnuue 2, Ha PucyHke 1.

BHewHuin Bug n3penPla npmeeseH B Tabnuue 3.
3HaYeHNs PU3NKO-MEXaHUYECKMX NOKasaTesnen

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

nepyaTok npmsefeHbl B Tabnuue 4.
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.'E)I'a_@wa 1. TexHnyecKune xapakTepucTUKN U3genms

m [lapameTp/xapaKTepncTuka

1 Pa3vep
\ 52
6
. 6\2
KaTanoXxHbli1 HoMep 1
B 3aBMCUMOCTU OT TA
pasmMepa
8
8/2
9
Tun (B 3aBUCMMOCTK OT
marepuana)
KOHCTpYyKUMs
TEKCTYpPHbIN
OTgenka PUCYHOK/TNafiKas
MOBEPXHOCTW  onyApeHHble/
HeonyapeHHble

OnyppviBatoLLiee BeLLeCTBO

OkpalumsaHue/uBeT

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

connect elite
5Y2 6,62 7, TA,
8, 8129
W31355
W31360
W31365
W31370
W31375
W31380
W31385
W31390

3 naTekca
HaTypa/IbHOr0
Kay4yka
NepuaTtkn
aHaTOMUYeCcKu
npaBu/bHOM
(hopMbI C
PacnosioKeHVeM
60nbLLOro NanbLa
B Hanpas/ieHNW
NajoHw,
GeCLUOBHbIE.
Manbupbl NpaMbIe.
MaHxeTa
nepyaTku
3aKaraHa B
BEHUVK

["naakas

OnypapeHHble

KyKypy3Hblii
Kpaxmas
HeokpalleHHble,
HaTypaJilbHOro
LBeTa
MPYMEHSAEMOro
maTepvana

BapuaHT ucnonHeHus

connect pro

572 6, 62 7, TA,
8,89
W35455
W35460
W35465
W35470
W35475
W35480
W35485
W35490

3 naTekca
HaTypa/lbHOro
Kay4yka
MepyaTku
aHaTOMUYeCKu
npaBU/IbHOM
(hopmbI C
pacnosioXXeHnem
60/1bLUIOro NasbLa
B Harnpas/eHnm
nafjoHu,
GecLUOBHbIE.
Manbupbl Npamele.

MaH)xeTa

nepyaTkm

3aKaTaHa B
BEHUYUNK

"napkas

OnyapeHHble

KyKypy3Hbli
Kpaxman
HeokpalleHHble,
HaTypa/lbHOro
LiBeTa
NMPUMEHSEMOrO
maTepuana

connect mt
/2 6,67, 7, TA,
8,829
S41155
541160
541165
S41170
S41175
S41180
S41185
S41190

3 natekca
HaTypasibHOro
Kay4yka
[MepuaTka
aHaTOMWNYeCKU
NpaBn/IbHOM
(hopmbI C
pacnonoXeHnem
60/bLIOro nasbLa
B Hanpas/eHU
NafioHMN,
OecLLOBHas.
Manbupbl npamble.
MaHxeTa
nepyaTKu
3aKataHa B
BEHUMK.

["napkas

HeonyapeHHble

HeokpalleHHbIe,
HaTypa/ibHOro
LiBeTa
NMPUMEHSIEMOr 0
marepuana
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. Tabmua 2. Ma6apuTHbIe pasmepbl U3Aenus
TOMLMHA OHOV CTEHKM, MM 1 0/ILUnHA

WnpHa ANnHa 1 BEHUYMKa
I Tun Pasmep W om  HE MeHee  aney NafjoHb Marketa, NepYaTky,
’ He MeHee He MeHee  He bonee
MeHee MM
[Mepyatku 52 72 +4 270 0,19 0,17 0,14 2,50
Xvpypruyeckme 6 77 5 275 0,19 0,17 0,14 2,50
IATEKCHbIE 6/2  83+5 275 0,19 0,17 0,14 2,50
CTEPUIbHbIE 7 8945 280 0,19 0,17 0,14 2,50
onyApeHHble
connect elite TA  95+5 285 0,19 0,17 0,14 2,50
8 102 +6 285 0,19 0,17 0,14 2,50
82 1086 285 0,19 0,17 0,14 2,50
9 114+6 285 0,19 0,17 0,14 2,50
MepuaTkn 512 72 +4 250 0,15 0,11 0,11 2,50
Xnpyprudeckme 6 77 +5 260 0,15 0,11 0,11 2,50
JIaTEKCHBIE 6/2 8345 260 0,15 0,11 0,11 2,50
CTEPW/IbHbIE 7 8945 270 0,15 0,11 0,11 2,50
onyfpeHHble
connect pro TA  95+5 270 0,15 0,11 0,11 2,50
8 102 +6 270 0,15 0,11 0,11 2,50
82 1086 280 0,15 0,11 0,11 2,50
9 114+6 280 0,15 0,11 0,11 2,50
MepyaTku 52  72+4 278 0,18 0,15 0,13 2,50
Xnpyprudeckme 6 77 +5 280 0,18 0,15 0,13 2,50
’S?lﬁﬁiii'f.e 6/2  83+5 280 0,18 0,15 0,13 2,50
Heony peHHble 7 89 +5 283 0,18 0,15 0,13 2,50
connect mt TA 9545 287 0,18 0,15 0,13 2,50
8 102 +6 288 0,18 0,15 0,13 2,50
8/2 108 +6 290 0,18 0,15 0,13 2,50
9 114+6 290 0,18 0,15 0,13 2,50
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PucyHok 1- Vi3amepeHns nepyatok

CopfeprkaHue
O6paboTka AED
HavmeHoBaHMWe onyJpuBatoLLEero
MOBEPXHOCTY
BeLLeCTBa
MepyaTKn XMpypruyveckme OnyapeHsl
abcopbupyeMbIM
NaTeKCHble CTepU/bHbIE poupy <15 M/
OnyApeHHble connect elite KYKYPY3HbIM
Kpaxmasiom
MepyaTKy XMpypruyeckme OnyapeHsl
NaTeKCHble CTepUIbHbIe abcopbupyemMbim <15 Mg
onyapeHHble connect pro KYKYPY3HbIM
Kpaxmasiom
Mepyatku CpenHuiA npegen
XUPYpPruyeckme Maccbl OCTaTO4YHOIO
ony/puBatoLLEero
NaTeKCHbIE CTEPU/bHbIE X7I0pUHaLWS yap i}
HeonyapeHHble connect BELLLeCTBa COCTaB/sAET
mt He 60/ee 2 Mr Ha OfHYy
nepyaTtky.
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CopepxxaHue npoTenHa

<200 mkr/gvt

<200 mKr/gm®

<50 MKr obLLero
aKCTparnpyemoro
6enka Ha rpamm
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Tabnuua 3. BHewWHNA BBA, n3aenus
HanmeHoBaHve N306paxkeHue
MepyaTkn Xpypruyeckme
NaTeKCHble CTePUIbHbIE
onyfapeHHble connect elite

[MepyaTKM XMpypruyeckme
NaTeKCHbIEe CTepu/bHbIE
onyApeHHbIe connect pro

[MepyaTKn Xmpypruyeckume
naTeKCHble CTePUbHbIE
HeonyapeHHbIe connect mt
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XapakTepuctuka BapuaHT ncnonHeHus

MepuaTtkn MepuaTku MepuaTkn
XUpypruyeckme XUpypruyveckme XUpypruyeckue
NaTeKCHble CTEPU/bHbIE JTATEKCHbIE CTEPU/IbHbIE  NIAaTEKCHbIE CTEPU/IbHbIE
onyApeHHble OnyfpeHHble Heony/peHHbIe connect

connect elite connect pro mt

'}

>T\Qo@ﬂ'l>
wn>
QO PO
ono @Aﬂ
D O
NS G

EJ 0 0
0
oo 1
S 53 902 0 90 2
g " g g " g g "
OTHocATENbHOE 750 560 750 560 750 560
yamHeHne (%)
Mopaynb
ynpyrocti 500% 5,9 : 55 : 55
(MMa)
Ycunve npu
pa3pbiBe, H, He 12,5 9,5 12,5 9,5 12,5 9,5
MeHee
XapaKkTepucTmka YpoBeHb KOHTPONA AQL
Pa3mepb! (411Ha, TONWMHA, LWNPUHA) S-2 4,0
"epMeTUYHOCTb G1 15

Ycunve v ygiuHeHWe B MOMEHT paspbiBa
(B0 n nocne YCKOPEHHOro CTapeHus),
ycunve npuv yanuHeHun Ha 500% (ao
YCKOPEHHOr 0 CTapeHus)

S-2 4,0

KoMNMIeEKTHOCTb

KomniekT NoCTaBKU:
- pucrnieHcep - 1w,
WHCTpYKLMA NO NPUMEHEHNIO HAHECEHA Ha AUCMEHCED.

YnakoBKa U MapKnUpoBKa

OpHa napa nepyaTok (1 npaBas M 1 neBas) ynakoBaHa BO BHYTPEHHWI KOHBEpPT
(BHYTPeHHSA NHAMBMAYaA/IbHAA YNaKOBKa).

OOVH BHYTPEHHWUIA KOHBEPT ynakoBaH B OfWH BHELIHWIA KOHBepT (BHewLWwH
VHAMBMAYaNbHAs YNakKoBKa). BHELLIHWIA KOHBEPT repMeTUYEH.,

B ancneHcep (notpebutenbckas ynakoeka) ynakosaHo 50 BHELHWX KOHBEPTOB.
B kKapTOHHY0 KOPOOKY (TpaHCnopTHas yrnakoBKa) ynakoBaHo 6 AMCMeHCepos.
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MapKupoBKa nepuyaToK COLep>KNT:

Ha MaHXXeTy KaXK0i nepyaTKu HaHeceHa TUCHEHas MapKMpoBKa «Pa3mep».

MapK1MpoBKa BHYTPEHHel UHAMBUAYANbHO YyNAaKOBKN COAEPIKUT :

HauMeHOBaHMe Nepyartok;
cnoBa «llepyaTky XUpypruyeckue naTekcHble OnyLpeHHbIe CTEePUIbHbIE» HA PYCCKOM
M aHTIMACKOM A3blKax» (418 NepyaToK XUPYPruyeckux NaTteKCHbIX CTepUIbHbIX
OMyApeHHbIX connect elite, MepyaToK XWPYPruYeCKUX NaTeKCHbIX CTEPUIIbHBIX
OnyZApeHHbIX connect pro)

cnoBa «[llepyaTKM XUPYpPruyeckue faTekCHble HEeonyApeHHble CTepusibHbie» Ha
PYCCKOM W aHIIMACKOM f3blKax (415 MepyaTtok XUPYpPruyeckmux NaTEKCHbIX
CTEPUNbHBLIX HEOMYAPEHHbIX connect mt)

pasmep;

cnoBa «OTKPbITb 3[eCb»;

0603HaveHue «JleBas» un «lpasas»;

0603HaueHne «KOHel MaHXeTbI»;

cnosa «[llepef MCMOMb30BaHWMEM  MepyaToK  CnefyeT  CTEPUNbHO  YAANNUTb
onyfpuBaloLLee BellecTBO» (419 NepyaToOK XMPYPrnuyecKnX NatekKCHbIX CTEPUbHBIX
onyfApeHHbIX connect elite, nepyatok XMPYPruyeckMx nNATEKCHbIX CTEePUIbHBIX
OnyfApeHHbIX connect pro)

MapKnpoBKa BHELLIHEW NHAMBNUAYaNbHOV YNAKOBKN COAEPYKNT :

HauMeHOBaHMe W afpec OpraHM3auuMmn-nNpou3BOAMUTENS HAa PYCCKOM W aHI/IMIACKOM
A3blKax;

HaMMeHOBaHMe W afpec opraHu3aunmn-npeacTaBuTeNs Npon3BoauTens B Poccuiickon
depepaunm Ha PyCCKOM U aHTIMACKOM fA3blKax;

HanMeHOBaHMe NepyaTok;

cnosa «llepyaTkn Xnpypruyeckme;

cnoBa «Matepuman: HaTypanbHbIA NaTEKC»;

cnoso «OHOPa30BbIeY;

cnoBo «CTepunbHbIe;

cnosa «AHaToMU4YecKas opma;

cnoBa «[lManbubl NpAMbIe»;

CNoBO «I epMeTUYHbIe»;

CNnoBO «beclwoBHbIeY;

cnosa «MaH)eTa 3aKkaTaHa B BEHYNK»;

cnoBa «[10BEPXHOCTb: rnajKasa»;

cnosa «[pegBapnTenbHO ONyApeHHbIe» (4NA MepyaToOK XUPYPruvecKUX NaTeKCHbIX
CTEPU/IbHBLIX ONYyAPeHHbIX connect elite, MepyaToK XWUPYPrUYEeCKUX JaTeKCHbIX
CTEPU/IbHBIX ONYAPEHHbIX connect pro)

CNnoBo «HeonyapeHHble» (419 NepyYaToK XUPYPruyecKmx NaTeKCHbIX CTEPUSIbHbIX
HeonyApeHHbIX connect mt)

cnoea «OnygpuBaroLlee BEWECTBO - KYKYPY3HbI Kpaxman» (4nd nepyaTok
XUPYPrNUYECKMX NaTeKCHbIX CTEPUbHbIX OnyApeHHbIX connect elite, nepyaTokK
XVUPYPrnuyecknx nateKCHbIX CTepUIbHbIX OMYyAPeHHbIX connect pro)
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pasmep;
L|BET;

KONIMYECTBO MepyaTok;
HOMEp MapTUK;

HOMep Mo KaTanory;

rog v Mecsil, N3roTOB/EHUS;
CPOK XpaHeHus;

cnoBa «[laHHble n3genus NU3roToBNEHbI M3 HaTypanbHOro naTekca, KOTOprI7I MOXXEeT

BbI3BaTb a/l/IEPrUYECKYI0 peakLunto y onpeaeneHHbIX Nnu»;
cnosa «CaenaHo B Manaiianmn;
cnoBa «TOCT P 52238-2004»;

CUMBOJIbI:

- HOMep Mo Katanory
- KOf, naptum
- JaTta U3roToB/IeHNsA
- 3anpeT Ha NMOBTOPHOE MPUMEHEHNE
- COAEPXUT HaTypasbHbli naTekc

STERILE R - paguaumoHHas ctepunusayus

@ - He UCMO0/b30BaTh NP NOBPEXAEHNUMN YNaKOBKM
- U3roTOBUTESb

w N

- He ONYyCKaTb BO3/1eCTBNSA CONHEYHOrO CBeTa

- bepeyb OT Bnaru

- TemnepaTtypHblin gnana3oH (o1 0 go + 25 °C)

f
3 - 06paTuTech K MHCTPYKLUM MO NPUMEHEHUIO

- OCTOPOXHO! O6paTMTeCh K UHCTPYKLMM MO NMPUMEHEHMIO

MepemMeHHasi MHGoOpPMaLUSA 0 pa3Mepe MepyaTok, HOMepe MapTuuW, AaTe W3roTOB/EHUS,
HOMepe MO KaTaslory HaHOCMTCS Ha YNaKoBKY C MOMOLLbIO CheuuanbHOro 060py0BaHus

HEernocpeACTBEHHO Noc/ne pacacoBKM NepyaTok.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MapKnpoBKa gucneHcepa CoLep>KUT:
HavMeHOBaHMe W afpec opraHu3auMu-npou3BOAUTENS HA PYCCKOM W aHTIUACKOM
A3blKax;
HanMMeHOBaHMe W afpec opraHM3auumn-npeacTaBuTeNs NPoOU3BOANTENA B PoccuiAcKoi
depepauuny;
HauMeHOBaHMe Nepyartok;
cnosa «lNepyaTtkm Xnpypruyeckme;
cnosa «Matepuan: HaTypasibHbIil NaTeKC»;
cnoBo «OfHOpPa30oBbIeY;
cnoBo «CTepuibHbIEY;
cnoBa «AHaTommyeckas opma;
cnoBa «[lanbubl NpAMbIe»;
CNoBO «[ epMeTUYHbIE»;
CNnoBO «becloBHbIE;
cnosa «lMoBepXHOCTb: rnagKas»;
cnosa «[pegBapnTenbHO ONyApeHHble» (4NA MepyaTOK XUPYPruyYeCKMX NlaTeKCHbIX
CTEPU/IbHBLIX ONyApPeHHbIX connect elite, MepyaToK XMPYPruyYecKpPrx JaTteKCHbIX
CTEPUNbHBLIX ONYAPEHHbIX connect pro)
cnoBo «HeonypgpeHHble» (4NA NepyaToK XUPYPruYecKUX NaTeKCHbIX CTePUSIbHbIX
HeonyApeHHbIX connect mt)
cnosa «OnyapuBarolllee BEWECTBO — KYKYPY3HbIA Kpaxman» (gns nepyaTok
XUPYPTrUYECKUX NlAaTEKCHbIX CTEePWUSIbHbIX ONYAPeHHbIX connect elite, nepyaTok
XUPYPrUYecKmx aTeKCHbIX CTEPUbHBIX ONYAPEeHHbIX connect pro
cnosa «MaHXeTa 3aKaTaHa B BEHUNKY;
cnoBa «Kaxpasi napa B OTAe/NIbHON CTEPUNIbHON MHAMBUAYANbHON YNAaKOBKE»;
cnoBa  «CTepu/IbHOCTb  rapaHTUpoBaHa MNpPU  COXPaHEHWUW  LENOCTHOCTU
UHAWBUAYA/IbHOW YNaKOBKW»;
pasmep;
LiBET;
KOMNMYeCTBO nap;
HOMep mapTuu,
HOMep Mo Kartasnory;
rofg U Mecsl, U3roToBeHNS;
CPOK XpaHeHus;
pernctpaunoHHoe ya40CTOBEPEHNE;
cnosa «[laHHble M34eNns U3roTOB/IEHblI M3 HaTypanbHOro NnaTekca, KOTOpPbIA MOXET
BbI3BaTb a/l/IEPrMYECKY0 peakuuio y onpeaenieHHbIX Nnuy;
npasuna npumeHeHua/NpeaynpexaeHue;
NHCTPYKUMS;
cnoBa «CpaenaHo B Mananaunm;
cnoBa «TOCT P 52238-2004x»;
CUMBOJbI:
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REF HOMEP NO KaTanory

LOT Kof napTuu

faTa U3roToB/1EHNA

® 3amnpeT Ha MOBTOPHOE MPYMEHEHNE

(/\AT/\ .
COZlePXXUT HaTypasibHbIN naTekc
STEMLE R pafivaLMoHHas cTepuIn3aLms
@ He UCNO/b30BaThb MPU NOBPEXAEHUW YNaKOBKM
i J N3roTOBUTENb
He foNnyCcKaTb BO3AENCTBMNA COMHEYHOro CBeTa
bepeyb OT Bnarun
f
- TemnepaTtypHbIi gnana3oH (ot Ogo + 25 °C)
X
- obpaTuTecb K UHCTPYKLUKN MO NPUMEHEHUIO
m
A - 0CTOpOXKHO! O6paTMTECh K MHCTPYKLUMK NO NMPUMEHEHWIO

MepemeHHast MH(oOpMaLMsA O pa3mepe MepyaTok, HOMEpe NapTuW, AaTe W3rOTOBNEHWS,
HOMepe Mo KaTasory HaHOCUTCA B BUAe HaK/enKn Ha AucreHcep.

ACCOPTUMEHT U3aenns

[MepyaTKy XNPypruyeckne naTeKcHble CTEPUSIbHbIE, B CNEAYIOLWMUX NCMNONHEHNUAX:

1 TlepyaTkm Xupypruyeckme naTeKCHble CTepunbHble onyApeHHble connect elite,
pa3mepsl: 5,5; 6; 6,5; 7; 7,5; 8; 8,5; 9 (Bug 122640).

2. lepyaTkym XUpypruveckne naTekCcHble CTepu/bHble OMyApeHHble connect pro,
pasmepsbl: 5,5; 6; 6,5; 7; 7,5; 8; 8,5; 9 (Bug 122640).

3. lMepyatkn Xumpypruyeckme naTekCHble CTepPUSIbHble HeonyapeHHble connect mt,
pa3mepsbl: 5,5; 6; 6,5; 7; 7,5; 8; 8,5; 9 (Bng 122630).

CBefleHNs 0 CTEPUNIBHOCTU U3AENNSA

3penve noctaBnaeTca CTepUIbHbLIM.

MeTopa cTepunusaymn - pagnaunoHHbIn, CTEPUINZYIOLLNIA areHT - ramMa-usfyyeHune
MwunHMManbHaa BenuumHa f[03bl U3nydeHna 25 kIp. OnpefeneHve BeNNYUHBLI [03bl
ocyulectenserca B coorBetcteumM ¢ ISO 11137-2 (2012) ¢ ucnonb3oBaHWEM MeToAa
VPmax
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1

ypoBeHb MapaHTun CtepunbHocTn (SAL) coctaBnsder 107

N3penue npefHazHavyeHO TONbKO A1 OAHOKPATHOIO MCMO/b30BaHUS.

[MoBTOpPHOE NMPUMEHEHNE 3anpeLLEHO.

CpoKM coxpaHeHUA CTepunbHOCTW: 3 roja C faTbl CTepunamsaumm  LANd  nepyaTok
XUPYPrUYECKUX NATEKCHbIX CTEPU/IbHbIX HEOoMnyApeHHbIX connect mt; 5 feT ¢ fatol
cTepunmsaummn Ansa nepyatok XUPYPruvyeckMx naTtekKCHbIX CTepUsibHbIX OMyApeHHbIX
connect elite, nepyaToK XMPYpPruyecknxX NaTeKCHbIX CTEPUIbHbIX OMyApPeHHbIX connect
pro.

TpaHcrnopTupoBaHue, XpaHeHue 1 aKcnayaTtauns
Ycnosus xpaHeHus: Temnepatypa Bo3sgyxa oT 0°C po +25°C npu OTHOCUTENbHOWA
BNAXHOCTM He Bbllwe 85% (HEKOHAeHCHpylowWwasncd) W aTMOCHEpPHOM AaB/ieHUU
500—060 rlMa, Ha pacCTOAHMUK He MeHee 1M OT Tennon3Nyyarowmx Nnpubopos.

B npouecce XpaHeHWs MepyaTky A0MXKHbI ObiTb 3alMLLEHbl OT MPSIMOro MonagaHus
CO/MIHEYHbIX Nyyeld U NHOMUHECLEHTHOTO OCBeLLeHUs; aTMOCHEPHbIX BO3AeCTBUIA;
HenocpeACTBEHHOr0 KOHTAKTa C MeTan/aMu, TaKUMU KaK Mefb, MapraHeL, >Xeneso; He
[O/KHbI NOABEPraTbCs BO3AEWCTBUIO 030HA, Macen, GEH3MHa, KepocuHa U ApYrux
BELLLECTB, paspyLUaloLLnX NaTekc.

YCnoBusi TPaHCNopTUPOBAHNS:
TpaHCNopTUPOBaHME MEpYaToK, YNaKoBaHHbIX B TPAHCMOPTHYI Tapy, OCYLLECTBNSAETCS
BCEMU BMAAMMW KPbITbIX TPAHCMOPTHbLIX CPEACTB C COBMOAEHNEM MPEefOCTOPOXHOCTEN,
yKasaHHbIX Ha TPaHCMOPTHOW Tape, W MNpaBWN MNepeBO3KM FPYy30B, [AENCTBYHOLIUX Ha
TpaHCNopTe Kaxaoro Buaa.

PacnakoBblBaTb MepyaTKM Mocne TPaHCMNOPTUPOBAHUA MPW MUHYCOBbLIX TemmepaTypax
CnefyeT, BblAepXXaB VX B YNaKOBKE B TeUEHWE CYTOK MPU TeMMepaType XpaHeHus.

Ycnosua akcnnyaTauun: Temnepatypa Bosgyxa ot 5°C go +35°C npu OTHOCUTENbHOM
BnaxxHoctn oT 35% po 60% (HekoHAeHcupylowasca) W aTMOCHepHOM AaBneHUK
500-1060 rlMa.

He ncnonb3oBaTtb nepyaTky Nocfie UCTeYeHns CPpoKa rofHOCTH.
[na ofiHOpPa30BOro NUCMoJb30BaHUA.

Mepes v“cnosb3oBaHWEM MPOBEPATL LLENIOCTHOCTb YMNAKOBKU (TEPMETUYHOCTb BHELLHErO
KOHBEPTA).

PekomeHpauun Bpavy-cneymanncTy
[NMokasaHu4:

M3genne wucnonb3yetca Kak [ABYXCTOPOHHMI 6Gapbep [An8 3alWuTbl NauueHTa u
MEAULUMHCKOro paboTHMKa OT B3aMMHOI0 3apaeHMs BO Bpems MNPOBeAeHUS
XUPYPruyecknx onepayuii B MEAULMHCKUX YUPEXAEHUSX.

[MpoTunBONOKa3aHuA:
NHauBnayanbHas HenepeHOCUMOCTb WU anfiepruyeckume peakuyum Ha HaTypaibHbIi
narekc.

MOoTeHUMaNbHbIA OCNOXKHEHUS
Annepruyeckne peakuuu.
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Mepbl NPesoCTOPOXKHOCTH

o CTepunbHOCTb rapaHTMpoBaHa MpPU COXPaHEHUU LEeNOCTHOCTU WHAUBUAYANIbHOW
YNaKOoBKMU.

* [peaHa3HayeHbl A48 UCNOIb30BaHMA B Ka4eCTBe CPefcTBa UHANBUAYA/IbHOM 3aWuUThbl
PYK.

e HeponycTmo MCMNonb3oBaHWe Mpu HapyLleHUW LeN0CTHOCTM NepyaTok.

e HegonycTMo UCnonb3oBaHMe NepyaToK HECOOTBETCTBYHOLLErO pasmepa.

* He ucnonb3oBaTb NnepyaTkn nocsie UCTeYeHUA CpoKa rofgHOCTMN.

* He obecneunBatoT rapaHTMPOBAHHOM 3aWMTbl OT MPOKOIOB W MOPE30B.

MaTtepuanbl (MHpopmaLma 0 NPUMeHEeHNN AN MeAULUMHCKOro paboTHUKA)
CoaepXXUT HaTypanbHbIA Kay4yKOBbI/ NnaTekc.

YKaszaHus rno npumMeHeHUo

MpaBuna npumeHeHUa/npefynpe K aeHue:
CTepunbHOCTb rapaHTMpoOBaHa MNPU COXPaHEHWW LENOCTHOCTU WHAMBUAYa/IbHOM
yNaKoBKMU.
MpefHa3HaveHbl 419 UCMONb30BAHNA B KAYeCTBe CpeAcTBa UHAMBUAYANIbHON 3alMTbl
PYK.
HefonycTtumo ncnosib3oBaHWe Npy HapyLLIEHUN LLeIOCTHOCTY NepyaTok.
HegonycTuMo Mcnonb30BaHWe rnepyaToK HECOOTBETCTBYHOLLENO pasmepa.
He nucnonb3oBaTtb nepyaTky rnocsne UCTEYEHNS CpOKa rogHOCTH.
He o6ecneunBaloT rapaHTMPOBaHHOW 3alMTbl OT NPOKOJIOB U NOPE30B.

WVHCT pyKuns:
BbIMbITb PYKW C MbIZIOM U TLWAaTENbHO BbICYLUNTD.
BTepeTb aHTUCENTUYECKOE CPeACTBO [0 MOJTHOIO BbIChIXaHUS.
BCKpbITb MHANBNAYANLHYIO YNaKOBKY B YKa3aHHOM MeECTE.
3BNneYb BHYTPEHHUIA KOHBEPT C nepyaTkamun U3 MHAMBUAYANIbHOW YNaKOBKMW.
M3Bneyb nepyaTky U3 BHYTPEHHEr0 KOHBepTa.
Y6eauTbea, YTO NepyaTKy He MEKT MEXAHUYECKUX MOBPEXAEHNNA,
AKKypaTHO HafleTb MepyaTKy Ha MNpaByl M NIEBYKD PYKW TakMm 06pa3om, 4ToObl
nepyaTku naaBHO o6/1erann KACTU PyK Mo BCei NOBEPXHOCTH.

» [locne UCNO/MIb30BaHUA CHATb C PYK W BbIOGPOCUMTbL B CheuunasnbHbIi KOHTelHep,

MPUroAHbIA ANs TPaHCNOPTUPOBKMU MCMNONb30BAHHOIO OAHOPA30BOro MeAMLUHCKOTO
MHCTPYMEHTA.

TexXHUYeCKniA peMOHT 1 06CNyXMBaHUe
TeXHUYECKOMY PEMOHTY U 006CNY>KMBAHUID HE NOANEXNT.
He ucnonb3oBaTb M3fenme NoOBTOPHO.

CsepgeHunsa 06 ytunusayum

YTunnsaunio n3genns nposoguTb B cootseTcTBuUmM ¢ CaHlnH 2.1.7.2790-10 ans otxon0s
Knacca b (snupgemMmonornyeckn onacHole o0TXoAbl). llocne anmapaTHbIX Crnoco6oB
o6e33apaxuBaHUsA ¢ NPUMEHeHMEM (PU3NYECKUX METOLOB M M3MEHEHUS BHELLHEro Buaa
0TX0A0B, UCK/HOYaKOLLEero BO3MOXHOCTb UX MOBTOPHOIO NPMMEHEHUA, 0TX0A4bl KiaccoB b
MOTYT HaKannmBaTbCsi, BPEMEHHO XPaHWTbCHA, TPaHCMOPTUPOBATLCA, YHUUTOXKATLCA U
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0TXO0/bl, MO cocTaBy NpubAMXKeHHble K TBEO). Y nakoBKa 06e33apaxXeHHbIX MeAULIMHCKNX
OTXOZ0B K/accoB B A0/MKHA MMETb MapKUPOBKY, CBUAETENLCTBYIOLLYIO O NPOBEAEHHOM
06e33apaxnBaHUM OTXOA0B.

TapaHTUIiHbIE 0653aTe/IbCTBA

CpoK rofHocCTu:

3 roga ¢ patbl usrotosneHus (MepyaTky XuUpypruyeckue naTekCHble CTepUsibHbIe
HeonyApeHHble connect mt)

5 net c patbl u3rotoBneHua (lMepyaTku XMPYpPruyeckue natekcHble CTepusibHble
onyfpeHHble connect elite, nepyatkM XuUpypruyeckue JiaTeKCHble CTEPUSIbHbIE
onyapeHHble connect pro).

Mpon3BoAnTeNb rapaHTUPYeT COXPaHeHWe CTEPUNbHOCTY WU3denuii, a TakXe WX
COOTBETCTBME 3asiBNIeHHbIM TPpeboBaHMSIM B TeUeHUe BCEro CPOKa FoAHOCTM NpW YCNoBUU
LLeNOCTHOCTM (repMETUYHOCTU) BHELLHE WHAWBWUAYANbHON YMNakKoBKW W COBGMOAEHNS
noTpebuTeneM npaBun 3KCNAyaTaLUun, XpaHeHUs, TPaHCMOPTUPOBaHUS.

KoHTaKTHaa nHpopmMaums

Mo Bonpocam KayecTBa MeAMLMHCKOro m3genusa «lepyatky Xupypruyeckune natekcHble
cTepunibHble connect elite», «lepyaTKM XMPYpPruyeckne naTeKkCcHble CTepu/ibHbIe
connect pro», «[llepyaTkM XUPYpPruyeckue naTekCHble CTepuUbHblIE connect mty,
npoussogctea Advanced Healthcare Products SDN BHD (AaBaHcg Xendkelip MpopakTc
ScAn3H bndnuun) obpawarbes:

OduumanbHblil NpeAcTaBUTENb NPOM3BOANTENS B PD:

«OO6LLECTBO C OFPaHNYEHHOW O0TBETCTBEHHOCTbIO «PT/1-mea» (OO0 «PT/1-men»),
Poccus, 117198, r. MockBa, JIeHUHCKKUIA np-T, a. 113/1,

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

Mpon3sognTeNb:

Advanced Healthcare Products SDN BHD («ApaBaHca Xandgkeip MNpogaktc dcnOH
Bnanun»), Manainsus.

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

TenedoH: +60-6-678-4109, (hakc: +60-6-678-4727

Cwwuska
[MpoHYyMepoBaHO 1 CKpensieHo 15 NnuCToB
TyaHb Xamxku Cef Anb Anbgxedgpu

Moanuck

MeyaTb opraHusaumu:
AgnaHc Xendgkeinp Mpogaktc cAnMIOH budinuun. 877084-P

MeyaTb HOTapuyca:
Jin Moin b (Lee Moi Yin) * Hotapuyc * Metanuur Oxas (Petaling Jaya)

Moanuck
13 okTA6psa 2016
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®ponosa MapuHa MuxalinosHa
MepeBoaumnK

"'ZtamTZeepmL okTAbpa LU ThicAYM WeCTHAOTLIONO roga.

JINYHOCTL ee ycTaHOB/EHA.

3aperncTpuposaHo B peecTpe 3a Neo

B3bickaHo no Tapudy: 100 py6. 00 kon.

Homapi”
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