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NAME OF THE MEDICAL DEVICE

VACUTEST transfer straw for urine collection, single use, in design variants (hereafter referred to
as the VACUTEST transfer straw for urine collection, transfer straw(s))

DESIGN VARIANTS
1. VACUTEST transfer straw for urine collection, single use, short straw - 100 pcs/pack.
2. VACUTEST transfer straw for urine collection, single use, long straw - 50 pcs/pack.

DESCRIPTION

VACUTEST transfer straw for urine collection is a disposable non-sterile device made of
semitransparent polypropylene. The transfer straw is designed for a fast transfer of a sample
from any container to a vacuum tube. It can be used with urine collection containers and any
other tanks. The transfer straw can be used with one or more vacuum tubes for the same patient.
The straw of the device is placed in a container, and due to the fact that there is a needle closed
with a rubber valve inside the device, when the tube cap is pierced, urine is quickly, safety,
without direct contact with the medical staff and environment, transferred into the vacuum tube.

INTENDED USE

VACUTEST transfer straw is intended for transferring the patient's urine into a vacuum tube for
the subsequent laboratory tests, as an auxiliary for in vitro diagnostics.

VACUTEST transfer straw can be used as an auxiliary in conjunction with the corresponding
vacuum tubes for common (clinical) urine analysis or for microbiological urine analysis.

SCOPE OF APPLICATION
The transfer straw is intended for use in medical treatment and prevention institutions, and
laboratories as intended.

INDICATIONS FOR USE
Use as intended for all patient groups to transfer a urine sample from a container or any other
tank to a vacuum tube for further studies.

LIST OF POSSIBLE STUDIES FOR WHICH THE DEVICE IS USED
The list (including but not limited) is provided in Table 1

Table 1
No. Design variant Ref. No. Studies
1. VACUTEST transfer straw for urine 21810 For clinical and
collection, single use, short straw - 100 microbiological studies, in
pcs/pack. conjunction with suitable

vacuum tubes
2. VACUTEST transfer straw for urine 21840 For clinical and
collection, single use, long straw - 50 microbiological studies, in
pcs/pack. conjunction with suitable
vacuum tubes
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LIMITATIONS OF USE (CONTRAINDICATIONS)

» Use only as intended;

» Do not use for transferring other biological fluids;

* Do not use if there are signs of use and damage to any part of the transfer straw.

POTENTIAL USERS
Medical staff.

SAFETY MEASURES

» Do not use after expiry date.

* Do not use ifthere are signs of use and damage to any part of the transfer straw.

» Do not reuse. Single use only!

* Do not use ifthere is a sharp obtrusive edge, protrusion or roughness on the surface of the device
that could cut, pierce or tear the gloves or the user's finger.

* Do not ignore cases of contact with biological samples in order to avoid the transmission of
infectious agents.

CONDITIONS OF USE

The device should be used at temperatures from +5°C to +25*"0 and relative humidity not higher
than 75%.

COMPATIBILITY

The transfer straws are compatible with containers without integrated urine collection device and
any other tanks. Requirements to the urine collecting container: height from the edge to the
bottom of the container is no more than 8 cm (for ref. No. 21810) and no more than 16 cm (for
ref. No. 21840).

The transfer straws are compatible with vacuum tubes supplied by the main manufacturers. The
list of compatible tubes is provided in table 2.

Table 2

Seg.  Ref. No. Description Manufacturer ~ Data on

No. registration

VACUTEST tube for urine collection, sterile, single use Vacutest Kima It is registered

1 14900 Sterile VACUTEST tube for urine collection, single  S.r.l., Italy in parallel with
use, 13x75 mm, 4 ml, round bottom, no additive the device.

2. 14911 Sterile VACUTEST tube for urine collection, single Information
use, 13x100 mm, 6 ml, round bottom, no additive about the RC

3. 148201 Sterile VACUTEST tube for urine collection, single will be added
use, 16x100 mm, 6 ml, round bottom, no additive at the end of

4, 14930 Sterile VACUTEST tube for urine collection, single the registration
use, 16x100 mm, 9 ml, round bottom, no additive procedure.

5. 14936 Sterile VACUTEST tube for urine collection, single
use, 16x100 mm, 9 ml, round bottom, no additive

6. 14850 Sterile VACUTEST tube for urine collection, single
use, 16x100 mm, 9.5 ml, conical bottom, no additive

7. 14851 Sterile VACUTEST tube for urine collection, single

use, 16x100 mm, 9.5 ml, conical bottom, no additive
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Seq.  Ref. No. Description Manufacturer
No.
8. 14750 Sterile VACUTEST tube for urine collection, single
use, 16x100 mm, 11 ml, round bottom, no additive
0. 14762 Sterile VACUTEST tube for urine collection, single
use, 16x100 mm, 11 ml, round bottom, no additive
10. 149610 Sterile VACUTEST tube for urine collection, single
use, 13x75 mm, 4 ml, round bottom, with boric acid
11 149600 Sterile VACUTEST tube for urine collection, single
use, 16x100 mm, 9 ml, round bottom, with boric acid
149685P Sterile VACUTEST tube for urine collection, single
use, 16x100 mm, 9 ml, round bottom, with boric acid
Sterile VACUTEST tube for urine collection, single
148600 use, 16x100 mm, 9 ml, conical bottom, with boric
acid
14, Sterile VACUTEST tube for urine collection, single
147700 use, 16x100 mm, 11 ml, round bottom, with boric
acid
Devices for urine collection, transportation and analysis, single-use Becton
BD Vacutainer in kits and single packs Dickinson and
Company,
1 368500 Vacutainer urine tube, no additive, 4 ml, 13x75 mm USA
2 368501 Vacutainer urine tube, no additive, 6 ml, 13x100 mm
3 364992 Vacutainer urine tube, with additive, 8 ml, 16x100
mm
4 365017 Vacutainer urine tube, with additive, 8 ml, 16x100
mm
5 365000 Vacutainer urine tube, no additive, 9.5 ml, 16x100
mm
6 364938 Vacutainer urine tube, no additive, 10 ml, 16x100
mm
7 364915 Vacutainer urine tube, no additive, 11 ml, 16x100
mm
8 364958 Vacutainer urine tube, with additive, 4 ml, 75 mm
9 364955 Vacutainer urine tube, with additive, 10 ml, 16x100
mm
Vacuette system for vacuum urine collection, with accessories Greiner Bio-
1 456007 Vacuette urine tube, no additive, 6.5 ml, 13x100 mm  One GmbH,
2 455028 Vacuette urine tube, no additive, 9.5 ml, 16x100 mm  Austria
3 455007 Vacuette urine tube, no additive, 10 ml, 16x100 mm
4 456009 Vacuette urine tube, with additive, 6.5 ml, 13x100
mm
5 454239 Vacuette urine tube, with additive, 4 ml, 13x75 mm
6 455003 Vacuette urine tube, with additive, 10 ml, 16x100
mm
7 455029 Vacuette urine tube, with additive, 9.5 ml, 16x100
mm
8 455049 Vacuette urine tube, with additive, 9.5 ml, 16x100
mm
9 455048 Vacuette urine tube, with additive, 10 ml, 16x100
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Seq.  Ref. No.

No.

Devices for laboratory studies made of polymer materials
12007050  Urine tube, no additive, 9 ml, 16x100 mm

Urine tube, with additive, 9 ml, 16x100 mm
12007052  Urine tube, no additive, 9 ml, 16x100 mm

1
2
3

Vacuette system for vacuum urine collection, with accessories
Vacuette urine tube, no additive, 6.5 ml, 13x100 mm
Vacuette urine tube, no additive, 9 ml, 16x100 mm
Vacuette urine tube, no additive, 10ml, 16x100 mm
Vacuette urine tube, with additive, 9 ml, 16x100 mm
Vacuette urine tube, with additive, 10ml, 16x100

gD WN -

Medical polymeric single-use devices for collection and analysis of
biolog cal materials in laboratories V-Monovette
V-Monovette Vacuum Urine Collection Tubes, no

1

2

3

Devices for laboratory studies made of polymer materials
12007050  Urine tube, no additive, 9 ml, 16x100 mm
Urine tube, with additive, 9 ml, 16x100 mm
12007052  Urine tube, no additive, 9 ml, 16x100 mm

1
2
3

12007051

456007
455028
455007
455049
455048

11.2252.0
01
11.2352.0
01
11.2452.0
01
11.2552.0
01
11.2253.0
01
11.2453.0
01

12007051

INDICATIONS FOR USE

Description

mm

mm

additive, 4 ral

V-Monovette Vacuum Urine Collection Tubes, no

additive, 6 ml

V-Monovelte Vacuum Urine Collection Tubes, no

additive, 10 ml

V-Monovette Vacuum Urine Collection Tubes, no

additive, 9.5 ml

V-Monovette Vacuum Urine Collection Tubes, with

additive, 4 ml

V-Monovette Vacuum Urine Collection Tubes, with

additive, 10 ml

Manufacturer

Ningbo
Greetmed
Medical
Instruments
Co., LTD,,
Chine

Greiner Bio-
One GmbH,
Austria

Sarstedt
AG&Co.,
Germany

Ningbo
Greetmed
Medical
Instruments
Co., LTD,,
China

Data on
registration

RCNo. FSZ
2012/11857
dd. 28.03.2012

RC No. FSZ
2011/09315
dd. 23.01.2015

RCNo. FSZ
2009/04699
dd. 18.10.2017

RC No. FSZ
2012/11857
dd.
28.03.2012

» Check the integrity and absence of damage to the group package by visual inspection, if the
package is damaged, the integrity of the contents should be checked before use.

e Check the expiration date of the device.
e Open the cardboard box, unwrap the plastic bag.

e Take one transfer straw at a time directly from the box as needed.
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CAUTION! The transfer straws are disposable devices.
They can be used with one or more vacuum tubes for the same patient.

USE OF THE DEVICE

Recommendationsfor use

Use of the transfer straw

» Thoroughly clean your hands before use.

* Use personal protective equipment (gloves, mask).

* Prepare all necessary items (transfer straw, tube, container with urine).

Transfer ofthe urine to the tube using the transfer straw

1

w

Before transfer of urine to the tube, gently homogenize the urine sample (mix the urine in
the closed container or other tank by circular motions).

Open the container's/tank’s cap. Place the transfer straw into the container/tank.

Insert the vacuum tube into the urine transfer straw.

Gently press the tube to allow the cap piercing. Wait for the complete filling of the tube
(stop ofthe flow).

Pull the tube out of the device. For tube with additive: Gently invert the sample tube 6-8
times to dissolve and mix the additive. (If necessary, insert the next tube into the transfer
straw).

Close the container's/tank’s cap.
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Insert the tube
into the transfer straw

ert the tube
nsfer straw

GENERAL VIEW OF THE DEVICES, DESCRIPTION

General view ofthe device andprinciples ofoperation

The transfer straw is a holder for a vacuum tube, there is a needle inside the holder, on the outer
side the holder's luer adapter is equipped with a short or long immersion tube, which is placed in
a container or tank with urine. Due to the fact that there is a needle closed with a rubber valve
inside the device, when the tube cap is pierced, urine is quickly, safety, without direct contact
with the medical staffand environment, transferred into the tube under vacuum.

See Figure 1.

Holder Immersion lube

Figure 1
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General view of the devices is given in table 3.

Table 3
Design variant Ref. No. Weight ofthe View
transfer
straw, ¢
1 VACUTEST transfer 21810 2.6
straw for urine collection,
single use, short straw
2. VACUTEST transfer 21840 2.8

straw for urine collection,
single use, long straw

REQUIREMENTS TO MANUFACTURE PROCESS

* On the surface of the transfer straw, there should be no sink marks, burrs, traces from the moli
connector with a height of more than 0,5 mm and foreign inclusions protruding above the surface.
» Expected expiry date must be 3 years from the manufacturing date.

» The devices should be resistant to mechanical and climatic effects during operation,

transportation and storage.

» Materials, safety of which is confirmed in the prescribed manner, must be used during

manufacture ofthe devices.

» The devices should be resistant to the effects of biological fluids and secretions of body tissues

with which they come in contact during operation.

M aterial

Materials used in the manufacture are presented in table 4.

Table 4
Intended use Material

Luer Adapter Polypropylene (yellow)
Note-dyes:
Yellow -YELLOW PE 3/R067-AT

Cannula (18G): Siliconized with single tip & beige rubber back-flow protection
Cannula material: Stainless steel (AISI 304)
Rubber protection material: 100% isoprene rubber
Adhesive: Epoxy bonding
Lubricant: silicone fluid

Holder Polypropylene, uncolored

Straw collection Polypropylene, uncolored
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TECHNICAL SPECIFICATIONS
Weight and main dimensions of the devices are provided in table 5.

Table 5
Parameter )ata
21810 21840
Dimensions, mm Length, mm Diameter, mm Length, mm Diameter, mm
Total length of 138.2+5.0 : 212.2+5.0 -
transfer straw
Holder 52.20+ 05 20.00 + 0.5 52.20+0.5 (total) 20.00 + 0.5
(total) (cylindrical part) (cylindrical part)
30.00+ 0.5 (base) 30.00+ 0.5 (base)
Luer Adapter 14.1+0.5 6.00+ 0.15 14.1+0.5 6.00+ 0.15
Cannula (18G) 18.00+0.5 18G(l,2mm) 18.00+ 0.5 18G(1.2 mm)
Straw collection 86.00+5.0 2.40+0.15 160.00+5.0 2.40+ 0.15
SCOPE OF SUPPLY
Design variant Ref. No. Packaging
1. VACUTEST transfer straw for Instructions for Use, 1pc
urine collection, single use, short 21810 100 pcs per shipping case
straw
2. VACUTEST transfer straw for Instructions for Use, 1pc
urine collection, single use, long 21840 50 pcs per shipping case
straw

STERILIZATION
Non-sterile.

SHELF LIFE
Shelflife is 3 years from the manufacturing date.

STORAGE AND TRANSPORTATION CONDITIONS

 Transportation and storage can be carried out by any means of transport in closed vehicles in
accordance with the rules applicable to each mean of transport and approved in the prescribed
manner. Transportation conditions: from -5 to +50 °C.

« Storage and preservation of transfer straws for a long time is carried out in heated spaces at
temperatures from +5 to +25 °C in a dry place.

DISPOSAL

» The used devices shall be disposed of in accordance with current legislation.

» The used devices are classified as epidemiologically hazardous waste (class B)and must be
collected and disposed of in accordance with current legislation (for the Russian Federation in
accordance with requirements of SanPiN 2.1.3684-21 *“Sanitary and epidemiological
requirements for maintenance of the territories of urban and rural settlements, for water bodies,
potable water and potable water supply, air, soils, living quarters, operation of industrial, public
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premises, organization and implementation of sanitary and anti-epidemic (preventive) measures"
dd. 29.01.2021).

* I'he devices unused for their intended purpose due to the expiration of the shelf life or other
reasons are classified as epidemiological safe waste (class A), similar in composition to solid
household waste, and disposed of as household waste.

WARRANTIES OF THE MANUFACTURER

» ‘'fhe manufacturer warrants that the transfer straws conform to the requirements if the use
observes conditions of transportation and storage, as well as operating rules.

» Warranty shelflife is 3 years from the manufacturing date.

TECHNICAL SERVICE AND REPAIR
The transfer straws are disposable devices. They are not a subject to technical service and repair.

MANUFACTURER

Vacutest Kima S.r.l., Via delT Industria, 12-35020 Arzergrande (PD), Italy
Tel.:+39 049 97 19511

E-mail: info@ vacutestkima.it

Manufacturing site:

ROLL S.r.l, Via Leonardo Da Vinci 24/A, 35028 PIOVE DI SACCO (PD), ltaly

AUTHORIZED MANUFACTURER REPRESENTATIVE IN THE

RUSSIAN FEDERATION

Limited Liability Company "BioSystems” (“BioSystems” LLC)

Legal Address: Russia, 197022, Saint Petersburg, inner-city municipality Aptekarsky Ostrov, 23
Professora Popova Str., Let. E, premises 3H/5H, room 207

Post Address: Russia, 197022, Saint Petersburg, 23 Professora Popova Str., Let. E

Tel.: (812) 320-49-49

E-mail: main@bioline.ru

LIST OF STANDARDS APPLIED BY THE MANAFACTURER OF THE
MEDICAL DEVICE

UNI EN ISO 9001:2015 Quality Management System. Requirements;

UNI EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for
regulatory purposes;

CE: quality guarantee system tlirough the CE Declaration of Conformity issue after preparation
of technical files available for competent authorities, and according to CE 98/79/CE Directive
(Italian legislative decree 08/09/2000 No0.332)

UNI EN 928 In Vitro Diagnostic Systems - Directions for application of EN 29001, EN 46001
and EN 29002 E EN 46002

UNI EN 980 Symbols used for labeling medical devices.

UNI EN 1041 Information supplied by the manufacturer of medical devices

UNI EN 14971 - Application ofrisk management to medical devices

PACKAGING
10
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Consumer package
The transfer straws in plastic bag are placed in pieces in a cardboard box (100 pcs/pack. (ref. No.
21810) and 50 pcs/pack. (ref No. 21840)). There are warning symbols on the package.

Shipping case
Cardboard box containing 10 consumer packaging boxes.

ser
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Dimensions and weight of the package are given in table 6.

Table 6
Package type / Dimensions, L XW XH, mm Weight, g
ref. No. 21810 21840 21810 21840
Consumer package 210*155*155 210*155*155 +- 7% 96 +/- 7%
Shipping case 330*330*443 330*330*443 874 +/-7% 874 +/-7%

MARKING OF THE DEVICE
The marking should be legible, clear and resistant to external exposure.

Marking on a consumer package

Manufacturer marking:
'I'ne marking include: reference number, lot and expiry date, quantity, barcode, manufacturer.

C€ IMROLL a.rj, prove dl Sacco - lteiy

M»ri)»ttffiorTQ«ticin'»md«v>ce Oifictlv« SBfFTWCE

CmilAfa divpoBitlvo dl pralinva longh.tot. 22 cm
(Hndfl t7 cmK «terllfi.

UiiuB callwciton rfewWr»* irtfaH rnjifi 2Am .
{ttnW 17 cfTT). non
REF 21840 ® T 3
et 2019-09 in 2022-03
LOT 936E22 QTY 60
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For marking in the Russian Federation, consumer packaging has an additional marking in
the form of a sticker:

YcTtpoiicteo VACUTEST ana nepeHoca MoYM B BaKyyMHYH Npo6GUpKY
HavimeHoBaHwve BapyaHTa WUCMOMHEHNS
Mpownssogutens: BakyTtect Kuma C.p.a.
(Vacutest Kima S.r.l.), Utanus,
Bva gens VHgyctpua, 12-35020
ApueprpaHge (Magys), Utanus

Mecto npoussogcsa PO C.p.n. (Roll S.r.l),
Bwa JleoHapao Aa BuHuu, 24/A 35028
MbOBE-AN-CAKKO (Maays) Utanus

MHopmauus o KatanoxHom Homepe (REF), Homep napTtum (LOT) m cpoke rogHocTn (EXp)

yKaszaHa Ha yMaKOoBKe.

PervctpaumoHHoe yaoctosepeHmne Ne oT r.

HE CTEPUNbHO

YN0NHOMOYEHHbIN nNpeacTaBuTens B PO: OO0 «brnoCuctembl»

197022, r. CaHkT-MeTepbypr, yn. Mpodeccopa MNonosa, 4.23, nmTepa E

Mopsavas nuHusa: 8-800-555-49-55

Shipping case marking:

M anufacturer marking:

13
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For marking shipping case in the Russian Federation, additional marking (located on the
shipping case) is used:

Yctpoiicteo VACUTEST gns nepeHoca MOUM B BaKYYMHYH Npobupky
HavmeHoBaHWe BapuaHTa UCMOHEHNA
Mpown3sogutens: BakytecT Kuma C.p.n.
(Vacutest Kima S.r.l.), Utanus,
Bwva penb MiHgyctpua, 12-35020
ApueprpaHge (Magys), Ntanus

MecTto npoussogcsa POJI/1 C.p.n. (Roll S.r.l),
Bwa leoHapao Ja BuHuwm, 24/A 35028
MbOBE-AN-CAKKO (Magys) Utanus

MH(opmauus o KatanoxHoMm Homepe (REF), Homep naptum (LOT) n cpoke rogHocTu (Exp)
yKasaHa Ha yraKOBKe.

PerncTpauyoHHOe yi0cToBepeH e Ne oT
HECTEPWU/IBHO

YNOMHOMOYEHHbI NpeacTaBuTens B PO: OO0 «BnoCuctembi»
197022, r. CaHkT-MeTepbypr, yn. Mpodeccopa Monos.a, A4.23, n1tepa E

r.

"opsyas nuHnA: 8-800-555-49-55

IMPORTANT SYMBOLS ON MARKING

Symbol Meaning
Hi Manufacturer
VI Best before
EXP. Best before
Lot number
Reference number
REF
IVD medical device
Mandatory conformity mark for products
ce

placed on the market in the European
Economic Area
No reuse

14
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Symbeol Meaning
! I Manufacturing date
or", Keep dry
% Avon@ sunlight
-
2
tH
-l_l. Bottom
Side

Take care! See !nstructions for Use

4

Temperature range

Fragile Handle with care

A
Y
D

Country of origin: Italy

¥y

Keep out of the reach of children

Take care! Sharp needle inside
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CAUERA a COIMERCIO. WOUSTRtA. ART10IANATO E AAAICOITURA (HPAOOVA
PAOOVA CHAINER OF COUMERCE. WOUSTRY. HAMDtCRAFT AW) AQRICULTVRE

In relazione aflisUnza agh M1 resa dal «tolmAegjle r~ipresentanle®ocuratoi«
deUmpreu. RcerMcadtelinedMimohapoteridHbnu su alliedKtiarazion tfelnpresaa
valere per Cestero

In idabon to t« instance on record made by tw proprielontegal tepresetdalive/alomey ot
me company we cetWy M  Nee uid appicatd is a Ady autuxtzed aignatory for any
documents and ads to be used m Irade vwlt foceign couitnea

Finna.3 $rtMiie P K. SEORETARO GENERALE
I Funziorm Dekeaio
Eku Spnela

PADOVA, 13/12/2021

ELISA SPINELLO
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«YTBEPXJAHD» LLiTann:

BAKYTECT KUMA c.p..i.

Mva nenb HHNycTpya, 12
,ﬂll/lpeKTOp 35020 Apueprpange (Magyw)
BakyTtect Kuma C.p.n Momep nnaTerbiuMKs VAC
[Vacutest Kima S.r.1] 03450130285
MoHunka BuaHenno <noAnucb>

«01» okTA6pa 2020 r.

MHCTPYKLMA no MPUMEHEHUIO
MEANLIMHCKOIO U3AENNSA

YcTpoinctBo YACUTEST 115 nepeHoca MOYM B BaKyyMHYHO MPOGUPKY,
0fHOpas3oBoe

2020

BAKYTECT KVIMA cpn - BakyymHble npo6upku - Bua fienb VHgyctpra, 12 - Apueprpange (Magys) Utamms - e-mail: info@vacutesikima.ii
Ten. +39 049 9719511/9720624-® akc +39 049 9719543 /9720182 - PeecTp topuanuecknx nuy, Magys, Kog HanoronnatenbLimka 1 perucTpaLmoHHbIi Homep 03450130285, Homep
B aMVHNCTPATNBHO-3KOHOMUYECKOM NepeyHe 311870- Ycr. kanutan 15 300,00 eBPO, NOMHOCTLIO OMIAYEHHbIA
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HAMMEHOBAHWVE MEOVNUNHCKOI'O N3AEJTNA

YctporictBo YACUTES3T gns nepeHoca MOYM B BaKyyMHY Npobupky, 04HOPa3oBoe, B
BapMaHTax MCMOMHeHMs (Aanee no TeKCTy - ycTpoicteo YACUTE3T gnsa nepeHoca Moun B
BaKyyMHY NpobupKy, yCTpoIicTBO(a))

BAPVAHTbI NCTOJIHEHUNA
1. YctporictBo YACUKMTEST fgns nepeHoca MOYM B BaKyyMHYO Npo6UPKY, 04HOPa30BOE,
KopoTkoe - 100 wT./yn.
2. YctpoitctBo YACUHTEST ans nepeHoca MoYM B BaKyyMHY MPo6GUPKY, 0HOPA30BOE,
ANnHHOE - 50 wT./yn.

ONMMCAHME

YctpoiictBo VACUTEST pfana nepeHoca MOYM B BaKyyMHYH npobupky - 0OfHOpa3oBoe”
HecTepu/ibHOe MW3fenve M3 MONYyNnpo3payHoro noAWMponuaeHa. YCTpPoicTBO obecneymBaeT
ObICTPbI MepeHOC o6pasua M3 N6Oro KoHTeliHepa B BakKyyMHYH npobupky. OHO MOXeT
MCMONb30BaTbCA C KOHTEMHEpaMu Ana co6opa MoYmn 1 NI06bIMU APYTUMU EMKOCTAMU. Y CTPONCTBO
MOXET MCNO0/b30BaTbCA C OAHOW MM 60/ee BaKyyMHbIMW NpPo6upKaMmu LS OAHOFO MauueHTa.
Morpy>xHas Tpybouyka yCTpOMCTBa NOMeLLaeTCHs B KOHTeiHep, W 3a CYeT TOro, YTO BHYTpU
YCTPONCTBA HaxO4WUTCHA 3aKpbiTas Pe3VHOBLIM K/lanaHOM Wrfia, Nnpu npokaibiBaHUU KPbILLKK
npobupkn mMoya 6bICTPO, 6e3onacHo, 6e3 NPAMOro KOHTaKTa C MeAULMHCKUM MEePCOHANoM U
OKpY>KatoLLein cpefoli NepeHoCUTCS B BaKyyMHYHO MPo6upKy.

HA3SHAUYEHUNE

Yctporicteo VACUTEST npefgHasHayeHO Aas nepeHoca MOYM nNaumeHTa B BaKyyMHYHO *
npobupKy, C LUenbk NOCMefylowWwero MpoBeAeHUA  pas/iMyHbIX  BUAOB  N1abopaTOpHbIX
nccnefoBaHuii, B Ka4eCTBe BCNOMOraTe/lbHOro0 CpeACcTBa AN in Vitro AUarHoCTUKM.

YctpoiictBo VACUTEST MOXeT MCMO/Mb30BaTbCA B KayeCTBE BCMOMOraTe/lbHOro yCTpOMcTBa
COBMECTHO C COOTBETCTBYHOLWMUMMN WUCCNEL0BaHUIO BaKyyMHbIMW MpobupkaMmu Ans npoBefeHus
obwero (KMMHNYeCKOro) aHaamsa moum uam gns MUKpPoobuonornyeckoro aHanm3sa Moun.

OBJIACTb NMPNMEHEHUA

YCTpOACTBO NpefHa3HaYeHOo A1s NMPUMEHEHUS B MeAULMHCKMX NevyebHO-NpoduniakTnieckmx
yupexaeHusax 1 nabopaTtopmsax COrnacHO HasHauYeHuHo.

NOKA3AHNA K NMPUMEHEHNIO

MpUMEHATL COrNacHO HazHa4YeHWUIO ANs BCEX FPynn nauueHTOB A5 nepeHoca obpasya Moyu 13
KOHTeliHepa WA n6OA Apyroli EMKOCTM B BaKyyMHYK MNpoOMpPKY ANa  AafibHenLWnx
nccnefoBaHui.

NMEPEYHEHb BO3MO>XHbIX MCCﬂEﬂO?AHMM, B PEAJINSALINN
KOTOPBbIX NCTMOJIb3YHOTCA YCTPONCTBO

MepeueHb (BKAKOYaAsA, HO HE OFpaHWyYmMBasCh) NpeacTaseH B Tabnuue 1.

Tabnuua 1
No HanmeHoBaHMe BapuaHTa UCMONHEHNA ApTukyn Wceneposanua
1 YcTtpoitictBo YACUKMTEST pana nepeHoca 21810 Ana KnuHn4yecKoro un
Moy B BaKyyMHY'0 npo6upky. MUKPO6MONOTNYECKOTO
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WY ERpial
Ne HanmeHoBaHMe BapMaHTa UCNONHEHUA ApTrkyn WccneposaHnsg
ofHOpasoBoe, KOpoTkoe - 100 wT./yn. nccnefoBaHusa, COBMECTHO C
COOTBETCTBYHOLLUMUN UCCNELOBAHUIO
BaKyyMHbIMK Npobupkamu
2. YcTtpoincteo YACUTEST pgna nepeHoca 21840 Ana KnnHn4yeckoro u
MOYu B BaKyyMHY10 npooupky, MUKPO6GMONOTYecKoro
04HOpa3oBoe, ANUHHOE - 50 wT./yn. nccnefoBaHnsl, COBMECTHO C

COOTBETCTBYHOLW UMW UCCNELOBAHUID
BaKyyYMHbIMU MPOGUPKaMm

ONPAHNYEHUA (MPOTUBOIMOKA3AHUA) K MPUMEHEHNIO

o [TIPUMEHSATb TONbKO B COOTBETCTBUM C HAa3HAUYEHUEM;

e He NnpuMeHaTb AN nepeHoca APYrnx 61Monornyecknx XMLKocTei;

e He NpUMeHSATb NPY HAIMYKM CNe0B UCNONb30BaHMSA U MOBPEXAEHMA NHOGbIX YacTei yCTPoCcTBa.

NMOTEHUWMAJIBHBIE MOJ1Ib3OBATEJ1

MeauuHCKIIA nepcoHann.

MEPbLI NMPEAOCTOPOXXHOCTN

* He ncnonb3oBatb N0 UCTEYEHUW CPOKA FOLHOCTH.

* He ncnonb3oBatb, ecniv 06HapyXeHbl Ciefbl UCNOMb30BaHUS Y NOBPEXAeHUA N0ObIX YacTei
YCTpONCTBaA.

* He ucnonb3oBatb NOBTOPHO. [1N15 O4HOKPATHOrO NpUMeHeHus!

* He npuMeHATb NPy HanM4yuMy Ha NOBEPXHOCTU YCTPOWCTBA TOpYalLero oCTpPoOro kKpas, BbiCTyna
WK LEepoXoBaToCTW, CMOCOGHON nopesaTb, MPOKONMOTb WM MNOpBaTb MepyaTku, UAM nanel
nonb3oBaTens.

* He ocTaBnaTh 6€3 BHMMaHUS Cinyyanm KOHTakTa ¢ 6uonornyeckummn obpasuamum BO n3bexaHue
nepefayn Bo3byanTenein onacHbIX MHMEKLMWIA.

YCNOBUA SKCTUTYATALNN

dKcnnyaTupoBaTb U3genue cnegyeT npu Temnepatype oT +5°C go +25°C 1 OTHOCUTENLHOW
B/I&XKHOCTU BO3AyXa He Bbille 75%

COBMECTMMOCTb

YcTpoicTBa COBMECTUMbI, C KOHTeliHepaMu 6e3 BCTPOEHHOro ycTpolicTBa ANnd cb6opa Mouu u
no6bIMK  ApyruMn EmKoctaMmu. TpeboBaHMA K EMKOCTM ANnA cbopa MOuM: BbicOTa OT Kpas
OTBEPCTUSA A0 AHA EMKOCTU - He 60nee 8 cMm (ansa kat. Ne 21810) n He 60nee 16 cM (ana kaT.Ne
21840).

YCTpoiicTBa COBMECTUMbI C BaKyyMHbIMU NPOGUPKaMW OCHOBHbIX Mpou3BoguTenei. MepeyeHb
COBMECTUMbIX NMPOGKPOK, NPesCcTaBieH B Tabnuue 2.

Tabnuua 2
Xo Kar. Xa OnucaHve MponssoamnTens CsefieHns o
n/n perucTpaumu
Mpo6upka BakyymMHasd YACUTEST ana c6opa moun, cTepunbHas, ofgHopasosas  BakyTtecT Kuma PervucTpupyetca
1 Mpob6upka BakyyMHast YACUTEST ana céopa moun, C.p.n. (Yaculesl napanfieNibHo ¢
14900 CTepwusibHas, ogHopasosasd, 13x75 MM, 4 MA, KpYr/ioe AHo, Klrta 5.r.1), YCTPOCTBOM.
6e3 HanonHWTENs Utanua WHdopmaums O
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Kat. Ne

14911

148201

14930

14936

14850

14851

14750

14762

149610

149600

149685P

148600

147700

OnucaHue MpowvssoguTenb

Mpobupka BakyymHass Y ACUTEST ana céopa mouu,
CTepwnbHas, ogHopasosas, 13x100 mm, 6 Mn, Kpyrnoe gHo,
6e3 HanonHuTens

Mpobupka BakyymHas Y ACUTE3T gns cbopa moum,
CTepusibHad, ogHopasosas, 16x100 mm, 6 M, Kpyrioe AHO,
6e3 HanonHuTeNs

Mpobupka BakyymHass Y ACUTE3T gns cbopa moum,
CTepusnbHas, ofHopasosas, 16x100 mm, 9 mn, Kpyrioe AHo,
6e3 HanoHMTENA

Mpobupka BakyyMHass YACUTES3T ana céopa mouu,
CTepunbHas, ogHopasosas, 16x100 mm, 9 mn, Kpyrioe AHO,
6e3 HanoHMTENA

Mpobupka BakyyMHass Y ACUTE3T ana céopa mouw,
CTepusnbHasd, ogHopasosad, 16x100 mm, 9,5 mn,
KOHMYECKOE AHO, 6e3 HaMoHNUTENS

Mpobupka BakyyMHass YACUTES3T gns coopa mouu,
CTepwu/ibHas, ofHopasosas, 16x100 mm, 9,5 mn,
KOHWYECKOe fHO, 6e3 HanoH1Tens

Mpo6upka BakyymHass YACUTE3T ana céopa moun,
CTepu/ibHas, ofHopasosas, 16x100 mm, 11 mn, Kpyrnoe
[HO, 6e3 HanoNHUTeNs

Mpo6upka BakyymHas Y ACUTEST gnis cbopa moun,
CTepu/ibHas, ogHopasosas, 16x100 mm, 11 mn, Kpyrnoe
[HO, 6e3 HarMo/HUTENS

Mpobupka BakyymHas YACUTE3T gns cbopa moun,
CTepusibHas, ogHopasosas, 13x75 Mm, 4 M, Kpyr/ioe AHO,
c GOpHOI KUCNoTOl

Mpobupka BakyyMHass Y ACUTE3T ana coopa mouw,
CTepusibHas, ogHopasosas, 16x100 MM, 9 M, Kpyrioe 4Ho,
¢ BopHOIA KucnoToit

Mpobupka BakyyMHass YACUTEST ana céopa mouw,
CTepu/ibHas, ogHopasosas, 16x100 mm, 9 M, Kpyrnoe 4Ho,
¢ 6OpHOI KMUCNoTOl

Mpobupka BakyymHas YACUTES3T pna c6opa mouu,
CTepwusibHad, ogHopasosad, 16x100 mMm, 9 M, KOHUYeCKoe
[IHO, C 6GOPHOIN KNCMOTOM

Mpobupka BakyymHas Y ACUTES3T ansa c6opa moun,
CTepuibHad, ogHopasosas, 16x100 mm, 11 mn, Kpyroe
[HO, C BOPHOI KMCNOTOl

W3gennsa ana c6opa, TPaHCNOPTMPOBKM W UCCNEA0BaHNIA MOYM Becton Dickinson
ofHopa3oBble BO Yaculalner B Habopax M OTAENbHbIX YNaKoBKax and Company,

1

2

368500

368501

364992

365017

365000

364938

364915

CLLUA
Mpo6upka ana moun Yaculalner 6e3 peareHta 4 mn 13x75
MM
Mpobupka o Moun Yaculalner 6e3 peareHta 6 ma 13x100
MM
Mpobupka ans Moum Yaclllater ¢ KOHCEPBaHTOM 8 M
16x100 mm
Mpobupka o1 Moumn Yacuralner ¢ KOHCEPBAHTOM 8 M
16x100 mm
Mpobupka gns moum Yaclllater 6e3 peareHTta 9,5 mn
16x100 mMm
Mpobupka o Moun Yaculater 6e3 peareHta 10 mn
16x100 Mm
Mpobupka ans moumn Yactalner 6e3 peareHta 11 mn
16x100 mm
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Xs  Kar. Ne OnucaHve Mpou3soauTens
n/n
8 364958 Mpobupka ana Mmoun Yaculalner ¢ KOHCEPBAHTOM 4 MN
13X75 MM
9 364955 Mpobupka Ans Moun Yaculalner ¢ KoHcepBaHTOM 10 mMn
16x100 mm
CucTema BaKyyMHOro 3abopa mouu Vacuette ¢ NpuHaANeXHOCTAMU Greiner Bio-One
1 456007 Mpo6urpka Ans moumn YacueHe 6e3 peareHta 6,5 mn 13x100  GmbH, Asctpus
MM
2 455028 Mpobupka Ans Moun Yacueae 6e3 peareHta 9,5 mn 16x100
MM
3 455007 Mpobupka Ang moun Yacuene 6e3 peareHta 10 mn 16x100
MM
4 456009 Mpobupka zlnga Mmoun Yacuelle ¢ KOHCepBaHTOM 6,5 M/
13x100 mMm
5 454239 Mpobupka ana moun YacmeHe ¢ KoHcepBaHTOM 4 Mn 13X75
MM
6 455003 npobupka ang Moyn Yacuene ¢ KoHcepsaHTom 10 mn
16x100 mMm
7 455029 Mpobupka Ang Moun Yacmeme ¢ KOHcepBaHTOM 9,5 mn
16x100 mm
8 455049 Mpobupka ang moun YacueHe ¢ KoHcepBaHTOM 9,5 M1
16x100 mMm
9 455048 Mpobupka Ana Moun Yacmene ¢ KoHcepBaHTOM 10 Mn
16x100 mMm
W3penua ana nabopaTtopHbIX UCCNefoBaHWi M3 nonMMepHbiX matepuanos  Ningbo Greetmed
1 12007050  Mpo6upka ans moum 6e3 peareHta 9 ma 16x100 Mv Medical
Instruments Co.,
2 12007051 Mpobupka A4ns Moumn ¢ KoHcepBaHTOM 9 M1 16x100 mm LTD.. KuTaii
3 12007052  Tpobupka gis moun 6e3 peareHta 9 ma 16x100 mm
CuctemMa BaKyyMHOro 3abopa mouun Yacuelle ¢ npuHagNexXHOCTAMN Greiner Bio-One
1 456007 Mpo6upka ans Moun Yacmelle 6e3 peareHTa 6,5 Mn 13x100  GmbH, AscTpua
MM
2 455028 Mpobupka gnsa moun Yacvelle 6e3 peareHta 9 mn 16x100
MM
3 455007 Mpobupka ana moun Yacuene 6e3 peareHta 10 mn 16x100
. MM
: 4 455049 Mpobupka and moun YacmeHe ¢ KOHCepBaHTOM 9 MN
16x100 mMm
5 455048 Mpobupka ang moun Yacuelle ¢ KoHcepsaHToM 10 mn
16x100 mm
M3penus MmefULMHCKUE NOAMMepPHble nabopaTopHble 0AHOPAa30Bble AN Sarstedt AG &
B3ATMA U UccnefoBaHua 6uomartepuanos VeMonovette Co., l'epmaHus
! 11.2252.00 TNpobupkmn BakyyMHble Y-Monoyelle gns B3aTvs npob
1 Moumn 6e3 peareHTa 4 mn
2 11.2352.00 TNpobupkmn BakyyMHble Y-Monoyeiie gns B3sTus npob
1 Moumn 6e3 peareHTa 6 mn
3 11.2452.00 Mpobupku BakyyMHble Y-Monoyelie ans B3sTvA Npob
1 Moum 6e3 peareHTa 10 mn
4 11.2552.00 Mpobupkn BakyyMHble Y-Monoyeiie 415 B3TVst Npo6
1 Mouu 6e3 peareHTa 9,5 mn
5 11.2253.00  TNpobupkun BakyyMHble Y-Monoyeiie g1 B3TUs Npo6
1 MOYM C KOHCEPBAHTOM 4 M
6 11.2453.00 Mpob6upkn BakyymMHble Y-Monoyelie ans B3aTWa npob
1 MOUM C KOoHcepBaHTOM 10 M/
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Ne Kar. X” OnucaHwne MpounssoguTesns CsefieHns 0
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WN3genua gna nabopaTopHbIX UCCNefoBaHUA 13 NoAMMepPHbIX MaTepuanoB  Ningbo Greetmed PY X« ®C3

1 12007050 Mpobupka ans Moumn 6e3 peareHTa 9 Ma 16x100 mm Medical 2012/11857 or
2 12007051 Mpobupka 4S8 Mo4M C KOHCepBaHTOM 9 ma 16x100 Mm Instruments Co., 28.03.2012
3 12007052  Tpo6upka ans moun 6e3 peareHta 9 mi 16x100 MM LTD., Kurai

YKA3SAHUA MO SKCITJTYATALNA

e BwusyanbHbIM OCMOTPOM OnNpeAenuTb LENOCTHOCTb WM OTCYTCTBME MOBPEXAEHWI rpynnoso!
yNaKoBKM

e Y6eanTbCA B AeACTBUTENbHOCTM CPOKa rOAHOCTW YCTPOICTBA.

* BCKpbITb KapTOHHYO YNaKOBKY, pa3BepHYTb MNONUITUNEHOBbIV NakeT.

» [lo mepe HeobXxoaMMOCTK 6paTb NO OAHOMY YCTPOMCTBY HEMOCPEACTBEHHO U3 KOPOOKMN.

BHMUMAHWE! YcTpolicTBa ABAAKTCA U3AeMAMM O4HOKPATHOI0 NPUMEHEHNS.
MoryT u1cnonb3oBaTbCA C OAHOA wWNM 6onee BaKyyMHbIMM MpPOOMpKamMn AN O4HOro
nauueHTa.

SKCINNYATAUNA N3OESTNA

PekoMeHAaL/nmn No NPUMEHEHIO

MpumeHeHWe ycTponcTBa

* HenocpeAcCTBEHHO nepef NPUMEHEHNEM TLLATe/IbHO OYUCTUTE PYKMU.

* cnonb3yiiTe cpefcTBa MHAUBUAYANbHOM 3aWMThl (NepYaTkm, Macka).

* MoarotoBbTe BCe HEOOXOAMMbIE MpeaMeTbl (YCTPOMNCTBO, NPOOGMPKA, KOHTENHEP C MOYOWA).

MepeHOC MOYM B NPOOGMPKY C NOMOLL b0 yCTPONCTBA A4 NepeHoca Mo4u B Npooupky

1 T[epen nepeHOCOM MO4YM B MNPOOGMPKY, MATKO T[OMOFEHU3NPyrWTe o6pasel, Mouu
(NnepemelualiTe 3aKpbITbI KOHTEAHEP WU APYTYIO EMKOCTb KPYTrOBbIMU ABVKEHUAMMN).

2. OTKpONTe KPbIWKY KOHTeHepa/émKocTh. OnycTuTe TPpy6OUKY YyCTpPONCTBa A4N1A NepeHoca
MOYM B KOHTEHEpP/EMKOCTb.

3. BcTaBbTe BaKyyMHY Npo6upKy B YCTPOWCTBO A1 NepeHoca MOYMn.

4. AKKypaTHO HafaBuTe Ha NpobupKy, YTO6bl MPOTKHYTH €e KPbIWKY. [JOXAUTeCh MOAHOIO
3anofiHeHUs Npo6upky (0CTaHOBKaA MOTOKA).
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5. BblTawmrte npobupKy 13 ycTpoincTea . B cnyyae npobupky ¢ HanofHUTENEeM, aKKypaTHO
nepesepHuTe npobupky c obpasyom 6-8 pa3, ANA pacTBOPeHUs U PaBHOMEPHOro
nepemewnBaHns HanonHutensa. (Mpu HeO6XOLMMOCTIN BCTaBbTe CNEAYIOLLYIO MPOOUPKY).

6. 3aKpoiTe KpbILWKY KOHTelHepa/EMKOCTN 06paTHO.

301
BcTaBbTe NPo6UpPKY

YCTPOICTBO

BbTE NPOOUPKY
CTPOWCTBO

oo6w M BUO n3genmmn,onmncaHume

OO6LWKit BUA N34ennsa U NPUHLMN AeACTBUS

YCTPOCTBO NpeACTaBNAET AepxXaTeNb A1 BaKyyMHOW Npo6upKy, BHYTPY AepXXaTens pasmMeLleHa
Urna, C BHELWHeNn CTOPOHbl  Nitoep-ajanTep AepXXaTens OCHaleH KOPOTKOM Wan LJUHHOWN
NOrpy>Hoi TpybouKoi, KoTopas NomelLaeTcs B KOHTEHEP UM EMKOCTb C MOYOI. 3a cYeT TOro,
YTO BHYTPW YCTPOIMCTBA HAXOAMTCA 3aKpbiTasd Pe3NHOBLIM K/iarnaHOM Urna, npyu npokasblBaHWUu
KPbILWKW NPO6UPKM MoYa Nof AeiicTBMEM Bakyyma npobupku, 6eicTpo, 6e3onacHo, 6e3 npsamoro
KOHTaKTa ¢ MeAULMHCKUM MepCcoHaNoM U OKPYXXaloLiei cpefoil nmepeHOCUTCHS B BaKyYMHYHO
npooupKy.

CM.PucyHok 1.

PucyHok 1.
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BHelHWIA BUA n3aennin npeactaBneH B Tabnuue 3

Tabnuua 3

HanmeHoBaHMe BapuaHTta ApPTUKYN

NCNONTHEHNA

YCTpoIicTBO
YACUTES3T gna
rnepeHoca mMouu B

Macca
YCTPOWCTBA,
r

Bug

21810 2,6

BaKyyMHYIO MpooupKy,
0[jHOpa30BoOe, KOpoTkoe !

YCTpoiicTBO
YACWTE3T ana
nepeHoca Mo4un B

21840 2,8

BaKyyMHYI0 NpoobupKy,
0[lHOPa30BoOe, A/IMHHOE

TPEBOBAHUNA K U3TOTOBJIEHUNIO

» Ha NoBepXHOCTU YCTPOCTBA HE [JO/MKHO ObiTb BMATUH, 3ayCEHLIEB, CMeJ0B OT pa3beMa Npecc

(hopmbl BbicOTO 6onee 0,5

MM 1 NOCTOPOHHUX BK/KOUYEHNIA, BbICTyNnakOLWNX Haa NMOBEPXHOCTLHO.

» HasHauyeHHbIli CPOK “OAHOCTM LOMKEH 6bITh 3 roga ¢ AaTbl NPON3BOACTBA.

* M3genus npu sKcnnayatauuu, TPaHCMOPTUPOBAHWM U XPaHEHUU AOMXKHbI 6bITb YCTOWUMBLI K

MeXaHNYECKNM N KNNMaTUYECKNM BO3,EI,EI7ICTBI/IFIM.

 [1py N3roToBieHUN 0K

Hbl NPUMEHATLCA MaTepnansbl, 6e30MacHOCTb KOTOpPbIX NOATBEPXAEHA

B YCTaHOB/IEHHOM MNMOpAAKeE.

* 3aenms fOMKHbI 6bITb YCTOWYMBLI K BO3AEACTBUAM BMONOTNYECKUX XKULKOCTEN U BblaeNeHI

TKaHeli opraHnMamMa, ¢ KOTOPbIMU OHU KOHTaKTUPYOT B MPOLECCe IKCMyaTaLuu.

Matepuvan U3rotoBneHmA

Martepuanbl, MpUMeHsieMble NpY U3FOTOBNEHWUM NpeAcTaBeHbl B Tabnuue 4.

Tabnuua 4
Ha3HaueHune

Jtoap-aganTep

KaHtong (18G):

JepxaTtenb
MorpyxXHaa Tpybouka
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Martepuan U3roToBeHNs

MonunponuneH (KenTbliA)
MpuMmeyaHne-KpacuTenb:
Xentbii -YELLOW PE 3/R067-AT

Mrna ¢ CMAMKOHU3NPOBAHHbLIM MOKPLITUEM C OAHUM 320CTPEHHbIM
KOHLLOM ¥ pe3avHOBOWA 3alnToli 6eXeBoro ueta.
Martepuan urnel: Hepxkasetowtasa ctanb (AlSI 304)

MaTtepnan pesMHOBOW 3alMTbl: M30MPEHOBbLIN KayuyK-100%
Kneit: 3nokcmaHoe coefuHeHne

CMa304HbIli MaTepuan: CUINKOHOBAA XUAKOCTb
MonunponuneH, HeoOKpaLeHHbIN

MonnnponuieH, HeoKpaLleHHbI N
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TEXHUNWYECKWE XAPAKTEPUCTUKHU
Macca 1 0CHOBHble FabapuTHbIE pasMepbl N3Aennii NpeAcTaBneHbl B Tabauue 5.

Tabnuua 5

MapameTp

Pasmep, mm

OnvHa, mm

OaHHble
21810

OuameTp, Mm OnvHa, mm

21840
OvameTp, Mm

O6uwasa gnuHa 138,2+5,0 - 212,2+5,0 -
ycTpoiicTBa
[Lepxatenb 52,20 + 0,5 20,00 + 0,5 52,20+ 0,5 20,00+ 0,5
(obwas) (umnuHppunyeckas (o6wwan) (umnuHgpunueckas
4acTb) yacTb)
30,00+ 0,5 30,00+ 0,5
(ocHoBaHwue) (ocHoBaHwue)
Nioap-agantep 14,1+0,5 6,00+ 0,15 14,1+0,5 6,00+ 0,15
KaHtona (180) 18,00+ 0,5 18C(1,2mm) 18,00+ 0,5 180(1,2 mm)
MorpyxHas 86,00+ 5,0 2,40+ 0,15 160,00+ 5,0 2,40+ 0,15
Tpyb6ouka
KOMMMEKTHOCTb
HanmeHoBaHue BapuaHTa ApTUKyn YnakoBKa
NCMNONTHEHNA
1  YcTpoiicteo YACUTEST pana WHCTpYKumMa no
nepeHoca MO4YM B BaKYyMHYIO 21810 100 wr. akcnayataymm, 1WT. Ha
npo6upky, 04HOPa30BOE, KOPOTKOE TPAHCMOPTHYIO YNaKoBKY
2. YCTpolicTBO YACUTE3T pns WHcTpyKuma no
nepeHoca Moun B BaKyyMHYIO ,. 0,0 50 W, aKcnayataumm, 1wWT. Ha

Npo6MpKyY, 0HOPa30BOe, A/TMHHOE TPaHCMOPTHY YNaKoBKY

CTEPNNTNSALNA

He cTepuncHo.

CPOKropgHocTH

CPOK roHOCTU 3 roda ¢ faThbl MPOM3BO/ACTBA.

ycnopmnd XPAHEHUA N TPAHCITOPTUNPOBAHWNA

* TpaHCMOPTMPOBKA U XpPaHeHMEe MOXXET MPOBOAMUTLCA NOObIM BUAOM TPaHCMOPTa B 3aKPbITbIX
TPaHCNOPTHbLIX CpeAcTBaxX B COOTBETCTBMM C AEACTBYHOLLMMMK Ha TPaHCMOPTe KaXAoro BuAaa
npaBunamm, yTBepXAEHHbIMU B YCTAHOB/IEHHOM MOPAAKE. Y CNOBUA TPaHCMOPTMPOBaHMA: OT -5
4o +50 °C.

e XpaHeHWe N KOHCepBaLus YCTPOWCTB Ha ANMTeNbHOe Bpems NpPOM3BOAMTCS B OTan/IMBaeMblX
nomMelLeHUAX Npu TemnepaTtype oT +5 go +25 °C B Cyxom MecCTe.

YTUNITN3AUNA
* lcnonb3oBaHHble  U3[enus  YTUAN3MPYIOTCA B COOTBETCTBMM  C  [elCTBYIOLLUM
3aKOHOJaTeNbCTBOM.
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* /icnonb3oBaHHble N34eNnUA OTHOCATCS K 3NMAEMUONOTMYEeCcKU onacHbIM OTX04aM Knacca b u
[O/DKHbBI ObITb CO6PaHbl ¥ YTUIN3UPOBaHbI B COOTBETCTBUY C AeCTBYOLLNUM 3aKOHOAATENbCTBOM
(ans  Poccuiickon depepaunm B COOTBETCTBUM C TpeboBaHMamMM CaHlMuH 2.1.3684-21
"CaHMTapHO-3NNMAEMNONOTNYECKME TpeboBaHUS K COAEpPXXaHUK TeppuTOpWiA TFOPOACKUX W
CeNbCKNUX MOCeNeHU, K BOAHbIM 06beKTam, NUTbLEBOW BOAE W MUTLEBOMY BOAOCHAGXEHMIO
HacefeHns, aTMoC(epHOMY BO34yXy, MOYBaM, >KWIbIM MOMELEHUAM, 3KChayaTayuu
NMPOU3BOACTBEHHbIX, O6LECTBEHHbIX MOMELLEeHWUA, opraHu3auuM W MpOBeAeHU0 CaHUTApHO-
NPOTMBO3ANUAEMMNYECKMX (MPOGMnakTU4yecknx) meponpuatnin” ot 29.01.2021r).

* 134enns, Heucnosib30BaHHble MO MPAMOMY HAa3HAYeHUI0 MO0 MPUYMHE OKOHYaHWA Cpoka
XPaHeHUs Unn Spyrux NpUYmMH, OTHOCATCS K KNaccy anumAaeMmnoniornyecknx 6esonacHbiX 0TX040B
(knacc A), NPUBIMXKEHHBLIX NO COCTaBY K TBEPAbIM ObITOBbIM OTXOAaM, U YTUIU3UPYHOTCA Kak
ObITOBbIE OTXO/AbI.

FAPAHTUNIN N3AFTOTOBUTENA

e M3roToBMTENb rapaHTUPYyeT COOTBETCTBME YCTPOWCTB TPeGOBaHMAM NpU  COBMOLEHNN
noTpebuTeNIeM YCNOBUIA TPAHCMOPTMPOBAHUSA, XpPaHEHWS U NPaBUN IKCMNyaTaLum.

» [apaHTWiiHbINA CPOK FOAHOCTM C 3 roja AaThl NPOM3BOACTEA.

TEXOBCNYXWNBAHVE NN PEMOHT
Y CTpoiicTBa ABNSOTCA U3AENNEM 0HOPA30BOr0 NpMMeHeHNs. TeXHNUYECKOMY 06CYXXUBAHUIO 1
PEMOHTY YCTPOIACTBA He MoA/iexar.

MPON3BOONTE/b

BakyTecT Kuma C.p.n. (Vacutest Kima S.r.l.), Bua genb Mugyctpumn, 12-35020 ApueprpaHie
(Magys), Utanua

Ten.:+39 049 97 19511

E-mail: info@vaciilestkima.it

MecTo nNpon3BoACTBa:

PO C.p.n. (Roll S.r.l.), Bua JleoHapgo Aa BuHuwn, 24/A 35028 NMbOBE-AN-CAKKO (Maays)
NTanusa

YMNONHOMOUEHHbIW MPEACTABUNTENIb NPON3BOANTE/A B P®
O6LecTBO C OrpaHNYeHHON OTBETCTBEHHOCTbIO «BrnoCucrtembl» (OO0 «BnoCuctembl»),
Agppec: Poccusa, 197022, r. CaHkT-MeTepbypr, BH.Tep.r. MyHuuMnanbHbIl OKPYr ANTeKapCcKuii
ocTpos, yn. Mpodeccopa Monosa, 4.23, nutepa E, nomeweHne 3H/5H, komHaTta 207
MouToBbIN agpec: Poccusa, 197022, r. CaHkT-MeTepbypr, yn. Mpodeccopa Monosa, 4.23,
nntepa E

Ten.:(812)320-49-49

E-mail: main@bioline.ru

MEPEYEHbL NMPUMEHAEMbBIX NMPOUN3BOANTEJIEM
(N3AroTOBUTEJIEM) MEANUMNHCKOTIO N3AENNA CTAHOAPTOB

UNI EN ISO 9001:2015 CucTeMbl MeHe)KMeHTa KayecTBa. TpeboBaHus;

UNI EN ISO 13485 :2016W3nenna meguumHckne - CUCTEMbl MEHEL)KMEHTA KayeCcTBa-
Tpeb6oBaHUs gns Lenei HOPMaTUBHOIO PeryanpoBaHus;

CE: cncrtema rapaHTUpOBaHMA KayecTsa NOCpPeACcTBOM Bblgauu [eknapauun cooTsetcteusa EC
nocne NOAroTOBKN TEXHUYECKMX (DaiifioB, 4OCTYMHbIX KOMMETEeHTHbIM OpraHam, B COOTBETCTBUK
¢ Aupektnsoii EC 98/79/EC (MTanbsSHCKWIA 3aKOHOAaTeNbHbIA yKa3 08/09/2000 Ne 332)
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UNI EN 928 JluarnHocTHyeckue CHCTEMB!I in Vitro — PykoBoACTBO No npuMeHeHuU10 ykasaHuit EN
29001, EN 46001 u EN 29002 E EN 46002

UNI EN 980 CuMBosibl, HCIIOSIB3yeMBbIE HA MAPKMPOBKAX MEAHLMHCKHX H3LENHIA.

UNI EN 1041 Undopmauns, npegocraBnsemMas NpoH3BOAUTENEM Ul MEAHLIMHCKHX W3JEIHIl.
UNI EN 14971 - IIpumeHeHHe MEHEIKMEHTA PHCKA K MEAHLIMHCKHM H3IENHAM

YIIAKOBKA

IloTpebuTennckan ynakoBka

YcrpolicTBa B MOJMITHIEHOBOM  MaKeTE  POCCHIMBIO  MOMEMIEHBI B KapTOHHYIO
kopoObky no 100 wr/yn. (kar.Ne 21810) u SOwTt/yn.(kat Ne 21840). YnakoBka COREpPXHT
npeaynpeauTe/ibHble CHMBOJIBHEIE HANMKCH.

TpancnopTHas ynakoBka
KapronHas kopo6ka, B KOTOpYIO ynakoBaHb! 8 1T KOpOGOK NOTPeGHTENBCKOH YTIaKOBKH.

11
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Pa3Mepbl 1 BEC YNaKoBKM NpeacTaB/ieHbl B Tabnuue 6.

Tabnuua 6
Bup Pasmep, 4*W*B, MM Bec, r
ynakoBKu/Kat.Xr 21810 21840 21810 21840
MoTpebutenbckas 210*155*155 210*155*155 96 +/. 7% 96 +/- 7
TpaHcnopTHas 330*330*443 330*330*443 874 +/-7% 874 +/-7

MAPKVNPOBKA N3OENNA

MapKupoBKa AonXHa 6biTb YETKOW, ICHOW, YCTOMYMBOWM K BO3AENCTBUIO BHELLIHMX BO3A4ENCTBUIA.
MapKMpoBKa Ha NOTPeOUTENbCKOW YNaKoBKe

MapKupoBKa NMpoU3BOANTENS:

NHpopmaumus Ha 3TUKETKe: KaTanoXHblii HOMEp, HOMep NapTuX 1 CPOK FOAHOCTU, KONMYECTBO,
WTPUX-KOJ, NPON3BOAUTENb.

C€WOLI s.rj, Plove dl Sacco « Italy N

Madtcal diagnoylw In vitro dvvic«. Olncttv» SBtTO'CB '’ -w

Cirhiofrcnn-dluftooHlvo dl prolldwb lurtgh.tbt. 22 cm r'l.
1 2 .
o> cin), non »Torme;—-

UHfia coUfctfon device length 22cm.-
17 cmj. non sfeH/e. .

REF 21840 T LW

% 7201909 v U ~022-09vi
(lot 936E22' Q.TY 60 ..srS
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Ana mapkuposku B P® na norpeburensckoil ynakopie HMeeTcH AOMONHUTENLHAR

MAPKEPOBKA B BHIC CTHKepAa:

Yerpolicrao VACUTEST ais nepenoca MOMN B BAKYYMEY1I0 npobupky
Hanmenoraune BapualTa HCROMHEHHA
[ponssoautens: Bakyrect Kuma C.p.n.
(Vacutest Kima S.r.1.}, Umanmn,
Bua aens Muayctpua, 12-35020
Apueprpange (Manys), Hranna

Mecto nponseoacaa POJJI C.pa. (Roll Sr.l),
Bua Jleonapao Ha Buuun, 24/A 35028
NbOBE-JIN-CAKKO (laaya) Hranua

Hrndopmauns o karanoxnoM Homepe (REF), nomep naptan (LOT) n cpoxe roanoctH (Exp)

YK238HA Ha YNIAKOBKe,

Perncrpaunonioe yaocrobepeHne Ne oT r.

HE CTEPUNILHO

Ynonunomouenusilt npeacrasutens 8 PO: OO0 «bHoCHCTEMUI»

197022, r. Cauxr-[letepbypr, ya. lpodeccopa [lonosa, n.23, nkrepa E

Topagas nuung: 8-800-555-49-53

MapkupoBKa TPAHCTIOPTHOH YNAKOBKH:

MapknpoBKka NIPOH3IBOAUTENR:

13
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AN MapKMpOBKW TPaHCMOPTHOW ynakoBKW B P® ncnonb3yetcs 4ONONHUTENbHAA
MapKupoBKa (pacnofiaraetca Ha TPAHCNOPTHOM YNaKoBKe):

YctpollctBo VACUTEST ansa nepeHoca MOUM B BaKyYMHYH NPOGUPKY
HavMeHoBaHWe BapyaHTa UCMOTHEHWS
MpounssoguTens; BakytecT Kuma C.p.n.
(Vacutest Kima S.r.l.)> Utanus,
Buagens Hayctpuma, 12-35020
Apueprpange (Magys), Utanma

MecTo npoussogcea POJ1/1 C.p.n. (Roll S.r.l.),
Bua JleoHappo Aa BuHum, 24/A 35028

MbOBE-AN-CAKKO (Magys) Utanns

MHopmauusa o KatanoxxHom Hovepe (REF), Homep naptum (LOT) u cpoke rogHoctu (Exp)
YKa3aHa Ha ynakoBKe.

PerucrtpaunoHHoe ygocTosBepeHue No oT, r.
HECTEPW/IbHO
YNONHOMOYEHHBIA npeacTaButens B PO: OO0 «broCuctembi»

197022, r. CaHkT-IMeTepbypr, yn. Mpodeccopa Monosa, 4.23, nutepa E
"opsyas nmHuA: 8-800-555-49-55

BAXXHbBIE CMMBOJ1bl HA MAPKPOBKE
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[Jata u3rotoeneHus

AYAnr|
bepeub oT Bnarwu
f
He ponyckaTb BO3AENCTBMUA CONHEYHOTO
cBeTa
M -
r Huns
L. 9 Bok

OcTopoXxHO! O6paTnTech K UHCTPYKLMKN MO
NMPUMEHEHWNIO

TemnepaTypHbIil fuanasoH

Xpynkoe. O6pawaTtbca OCTOPOXHO
CTpaHa npoucxoxpgeHua Ntanuga
Bepeub OT feTel

OcTopoxHo! OcTpas nrna BHYTpM
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Ne npoTokona 73963/2021
Nenpor. 1851/2021

ToproBo-NPOMbILLIEHHaS!, pemec/ieHHas
H CeNbCKOoX01 HHC''vieHHan nasiaTa ManyH
B COOTBETCTBMM C 3amMUCbiO, CAEMAHHOM BradensueM / odwviupanbHbiM - npeactaBuTesiem /
MoBePeHHbIM  KOMMaHY, Mbl MOLATBEMKAAEM, YTO YKa3aHHbIA 3asBUTENb AO/DKHBIM  06pasom
YMOSTHOMOYEH CTaBUTL CBOHO MOAMCh Ha JAOKyMeHTax W AeCTBOBATL B TOProBbIX OTHOLLEHUSM C
3apy6eXXHbIMM CTPaHAMM.

Mogninek: ot vveHn MEHEPAJIbIFOITO CEKPETAPA
YNo/THOMOYeHHOE [0/ DKHOCTHOE JINLO
anuca CnHHC10
<nognucL>
MMeyaThb:
TOproBo-11pOMbIHLIENHAS, PEMEC/IEHHAs M CE/IbCKOXO3SMCTBEHHas nanaTta MagyH

NAOYA, 13122021
3/NCA CMHENNO
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#, nepeBoaYVK Map6oBckan TaTbaHa DflyapfioBHa, B/AJEHOLLIAA PYCCKUM, UTA/LAHCKIM W aHITIMACKUM A3bIKAMW,
MOATBEPXKAALD, UTO BbINO/HEHHbIA MHOKO MEPEBO/, NPUIOXEHHOTO [IOKYMEHTA SIBMSETCS MPaBWIbHBIM, TOUHBIM 1

MO/HBIM.

Poccuiickaa ®epepaumns, CaHkT-Metepbypr,

ABajuaTb BTOPOro gekabpa ABe ThicAuM ABajlLaTb NepBoro roja.

1, OcTtaneHko EneHa KoHCTaHTMHOBHa, HOTapuyc HoTapuasbHOro okpyra CaHKT-
MeTepbypr, CBUAETENbCTBYW MNOAMMHHOCTL MNOAMMCKM nepeBogynka [ap6OBCKOWA
TaTbAHb d4yapAOBHbI.

Moanuce caenaHa B MOeM NMPUCYTCTBUN.

JTInyHoCTb NoANMCaBLIEro JOKYMEHT yCTaHOB/IeHa.
3apernctpupoBaHo B peecTtpe; Ne 78/189-H/78-2021- 6 ~

Bropo nopsBoaoB CABpOpa» AURORA Translation Services OrPH: 1089647219043
197342, r CaHkT-MeTepbypr, 197342, Saint Petersburg, VHH/KIN: 7841388560/761401001
M. UepHas peuka, Chernaya Rechka subway st. OKHO 09801859 OKOHX 96120
yn Topxkoeckas, A 5, S Torzhkovskaya Sir. plc 40702810507380000116
BL| cOmmmbla>, odmc 41 OPTIMA Business Center, office 417 OUIMAN NMETPOBCKUIA
Ten (912)441-39-10 phone. (612)441-39-10 MAO BAHKA "®K OTKPbITUE'
wwwaurora-Prter.com VWwWV.aLrora-piter.com K/c 30101810540300000795
a\jrora-pi(er@mail m aurora-prter@meail.ru BIK 044030795
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PSRN: 1069847219043
ITN/CRR. 7841388560/781401001
RNNBO 09801659 ARCEA 96120

s/ 40702810507380000118

PETROVSKY BRANCH

OF FC OTKRYTie BANK, PJSC
0or/a30101810540300000795
BIC 044030795
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