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MEDICAL PRODUCT NAME
Vacutest Urine Containers, sterile (hereafter referred to as the Container(s)).

DESIGN VARIANTS

1. Vacutest Urine Container, 120 ml, with screw cap and integrated collection device for urine
collection with vacuum tube

2. Vacutest Urine Container, 120 ml, with screw cap and integrated collection device for urine
collection with vacuum tube, single pack

3. Vacutest Urine Container, 60 ml, with screw cap and integrated collection device for urine
collection with vacuum tube, single pack

4. Vacutest Urine Container, 60 ml, with screw cap and integrated collection device for urine
collection with vacuum tube

5. Vacutest Urine Container, 3 [, with screw cap and integrated transfer straw

INTENDED USE
Containers are designed for urine collection, storage and/or transportation of the urine sample for
further laboratory analysis as a supporting aid for in-vitro diagnostic.

FIELD OF APPLICATION
Containers are designed for using in medical treatment and preventive care institutions.

INDICATIONS FOR USE
To be used according to prescription for all groups of patients for urine collection, storage and/or
transportation for further analysis.

LIST OF POSSIBLE ANALYSIS WHERE CONTAINERS COULD BE USED
The list (including, but not limited) is presented in the Table 1.

Table |
Name Ref Type of analysis

' Vacutest Urine Container, 120 ml, biochemical analysis, clinical analysis,
with screw cap and integrated 21820 Nechiporenko test

collection device for urine
collection with vacuum tube
Vacutest Urine Container, 120 ml,
with screw cap and integrated
collection device for urine | 21800
collection with vacuum tube,
single pack

Vacutest Urine Container, 60 ml,
with screw cap and integrated
collection device for urine
collection with vacuum tube
Vacutest Urine Container, 60 ml,
with screw cap and integrated
collection device for urine
collection with vacuum tube,

21890

21883
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Name Ref Type ofanalysis

single pack

Vacutest Urine Container, 3 1, with biochemical analysis, Zemnitskiy test
screw cap and integrated transfer

90476S
straw

CONTRAINDICATIONS

Do not use when damaging to package integrity (for containers in single packs).

* Do not use when damaging to hermetic state ofthe container: if there are signs of the container’s
opening, of damage to the protective label placed on the cap.

POTENTIAL USERS
Medical personnel.

SAFETY MEASURES

« Do not use after expiry date.

« Do not use if package integrity is damaged (for containers in single packs).

* Do not use if hermetic state of the container is damaged.

« Do not reuse. Single use only!

» Do not use if there is a sharp edge, protrusion or roughness on the surface of the container that
can cut, pierce or tear gloves, or the user's finger.

USE GUIDELINES

» Determine the integrity of consumer packaging by visual inspection. Verify the best before date
of the container. Before sampling, open the consumer packaging (if any), open the cap, fill the
container with biomaterial, tightly close the cap.

Do not use if package (if any) integrity is damaged.

e Do not use when damaging to hermetic state of the container: if there are signs of the
container’s opening, of damage to the protective label placed on the cap.

» Use containers only for their intended purpose.

CAUTION! Containers are single use products.

OPERATING CONDITIONS
The product should be used at the temperature from +10°C to +35°C and relative are humidity
75% at 15°C and 100% at 25°C.

COMPATIBILITY

Containers are compatible with vacuum tubes for urine collection used for safe transfer of the
sample from container.

Compatible products are listed in Table 2.
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Tab e2

No.

Products for urine collection, transportation and analysis, single-use BD

Ref. No.

Description

Vacutainer in kits and single packs

1

o r wDd

© 0 N o

Vacuette system for vacuum urine collection, with accessories

10.
11.
12.
13,
14.
15.
16.
17.
18.

Polymer products for laboratory analysis

19.

20.

21.

368500
368501
364992
365017
365000

364938
364915
364958
364955

456007
455028
455007
456009
454239
455003
455029
455049
455048

12007050

12007051

12007052

Vacutainer Urine Tube, without reagent, 4 ml, 13x75 mm

Manufacturer

Becton
Dickinson and
Company, USA

Vacutainer Urine Tube, without reagent, 6 ml, 13x100 mm
Vacutainer Urine Tube, with preservative, 8 ml, 16x100 mm
Vacutainer Urine Tube, with preservative, 8 ml, 16x100 mm
Vacutainer Urine Tube, without reagent, 9,5 ml, 16x100

mm

Vacutainer Urine Tube, without reagent, 10 ml, 16x100 mm
Vacutainer Urine Tube, without reagent, 11 ml, 16x100 mm
Vacutainer Urine Tube, with preservative, 4 ml, 13x75 mm
Vacutainer Urine Tube, with preservative, 10ml, 16x100

mm

Vacuette
Vacuette
Vacuette
Vacuette
Vacuette
Vacuette
Vacuette
Vacuette
Vacuette

Urine tube without reagent 9 ml 16x100 mm
Urine Tube, with preservative 9 ml 16x100 mm

Urine tube without reagent 9 ml 16x100 mm
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Urine Tube,
Urine Tube,
Urine Tube,
Urine Tube,
Urine Tube,
Urine Tube,
Urine Tube,
Urine Tube,
Urine Tube,

Greiner Bio-

without reagent, 6,5 ml, 13x100 mm One GmbH,

without reagent, 9,5 ml, 16x100 mm Austria

without reagent, 10 ml, 16x100 mm

with preservative, 6,5 ml, 13x100 mm

with preservative, 4 ml, 13x75 mm

with preservative, 10 ml, 16x100 mm

with preservative, 9,5 ml, 16x100 mm

with preservative, 9,5 ml, 16x100 mm

with preservative, 10 ml, 16x100 mm
Ningbo
Greetmed
Medical
Instruments
Co., LTD.,
China

Registration
data
Registration
Certificate
No. cpC3
2007/00888
dd.
28.01.2016

Registration
Certificate
No. OC3
2011/09315
dd.
23.01.2015

Registration
Certificate
No. OC3
2012/11857
dd.
28.03.2012
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USE OF PRODUCT
Recommendationsfor use

A. Use of containers with volume of 60 ml and 120 ml
» Clean the hands and genitals thoroughly before using the container.
» After clean the genitals thoroughly collect in a container the first morning micturition (as
more concentrated), paying attention to avoid the first spout.
e Urine should be transferred to medical staffto the laboratory within 1.5-2 hours after

collection. Recommended storage temperature during this period is from +2 to +8 °C.

1. Open the cap by unscrewing 2. Lay the cap upside down on 3. Do not touch internal surfaces

anti-clockwise. a clean surface. ofthe container and cap.
4. Collect the urine sample. Fill 5. Turn the cap tightly in

the container up to V* of the clockwise direction to seal.

capacity.
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Urine transfer to the tube

6. Gently shake the sample 7. Partially raise the 8. Insertthe tube. 9. Remove the tube
before transferring it to the protective label (do not  Gently apply pressure to and f“_”y restick the
tube. remove it completely). pierce of the tube cap. Protective label.

Keep the tube immersed
until it is full, (end of
flow).

B. Use of containers with volume of 31

Urine collection

* Clean the hands and genitals thoroughly before using the container. The first morning spout
should be avoided. But the time of micturition is fixed.

e Further all the urine urinated during 24 hours from the time of the first micturition to the same
hour in a day;

1. Open a big cap by screwing anti-clockwise, lay the cap upside down on a clean surface. Do
not touch internal surfaces of the cap

2. Micturition shall be made directly to the container, its wide throat. After each micturition the
cap should be screw tightly. Urine should be kept in a closed container in the refrigerator at
bottom shelf, avoiding freezing at temperature from +2 to +8°C.

3. When finishing the collection (the last micturition at time as the first micturition was, but in a
day), the urine should be transferred to the medical personnel or to the laboratory during 1,5-2
hours after collection completed. Recommended storage temperature from +2 to +8°C.

Urine transfer to the tube

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

2. Lift the label placed on a small cap with integrated transfer straw and avoid to detach it
completely.

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

4. Pull out the tube and restick the protective label.

General view of the products
Containers are hollow cylindrical vessels with screw cap. Containers are provided with
graduation.
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Technical specifications and description

* Containers do not contain additives.

« Containers assembled shall be hermetically sealed.

» A single commercial pack of the containers (if any) shall be hermetically sealed.

* On the surface of the container there should be no tears, dents, barbs, traces from the press mold
with a height of more than 0.5 mm and foreign impurities protruding above the surface. No more
than three foreign impurities with an area of no more than 0.25 mm” each are allowed.

« Containers cannula should be tightly fixed in the cap.

« Metal parts should be manufactured of corrosion-resistant materials.

* A window for information and graduation should be applied on the side surface of the container

by injection casting.

* The shelf life must be at least 3 years from the date of sterilization.

 The container must remain sterile throughout its shelf life.

* During operation, transportation and storage the products should be resistant to mechanical and

climate effects.

» Only materials the safety of which is duly confirmed should be used for manufacture.

* Products should be resistant to the effects of biological fluids and secretions of body tissues they

come into contact during operation.

Materials used during manufacture
Materials used during manufacture are presented in table 3.

Table 3

Purpose M aterial
Container Polypropylene 100% (CAS No. 9003-07-0)

Cap Polyethylene (LPNP) CLEARFLEX - FLEXIRENE
Integrated collection Cannula (20 G):

device for vacuum Stainless steel AIS| 304

tube, Base:

Polypropylene (CAS No. 9003-07-0)

Cover glove: isoprene rubber -100% isoprene rubber

Glue: epoxy compound LOCTITE ABLESTIK 927-10E(ECCOBOND 927-10 E)
Lubricant: silicone fluid Dow Corning® 360

Cannula (20G)

Note - dyes:
1. Amber - AMBER PE 9/F090-TP
2. Yellow -YELLOW PE 3/R067-AT
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Dimensions and weight of the products are presented in tables 4 and 5.
Table 4
Name Reference Container’s Weight of cap with Weight of a Total
weight, g urine collection device, bigger cap, weight,
9 g g
Urine container with screw cap
and integrated transfer straw, 3 187,0
90476S 170,5+0,5 6,5+0,5 10,0+0,5
1 +0,5
Vacutest Urine Container with
screw cap and integrated
collection device for urine 21820
collection with vacuum tube,
120 ml 11,5+0,5 9,0+£0,5 205 +
Vacutest Urine Container with e e 0,5
screw cap and integrated
collection device for urine 21800
collection with vacuum tube,
120 ml, single pack
Vacutest Urine Container with
screw cap and collection
device for urine collection with 21890
vacuum tube, 60 ml 125 +
Vacutest Urine Container with 6,5+0,5 6,0+0,5 ()"5
screw cap and collection
device for urine collection with 21883
vacuum tube, 60 ml, single
pack
Table 5
Parameter Reference No.
21800/21820 21890/21883 90476S
Diameter o f base, mm 49 39 132
Height, mm 82 65 276
Nominal volume, ml 120 60 3000
Graduation, ml 20-40-60-80-100- 10-20-30-40-50- 100-500-1000-1500-
120 60 2000-2500-3000
Indication minimum level, ml 50 50 100
Indication maximum level, ml 100 60 3000
Diameter ofcap, mm 66,5 54 Large cap - 83
Small cap - 35
Diameter of hole in the cap for 19 19 19
vaccum tube, mm
Height o fcap, mm 16,1 15,2 Large cap - 15
Small cap - 12
Diameter ofcannula (£0,1), mm 0,9
Lenth ofcannula, mm 18

Note - allowed deviation from dimensions +1 mm
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COMPLETENESS OF SETS
1 Product in single pack or without pack
2. User’s manual, 1pc. for a shipping case

STERILIZATION

Containers are single use products and released sterile. Internal volume of the container shall be
sterile.

Way of sterilization: irradiation. Radiation dose: 15 kGy.

SHELF LIFE
Shelf life: 3 years from date of sterilization.

CONDITIONS OF STORAGE AND TRANSPORTATION

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

» Containers should be stored in the manufacturer's packaging in a dry heated room at
temperature from +5 to +40 °C and with relative humidity of not more than 80% at a distance of
at least 1 m from heating appliances. Avoid exposure to direct sunlight and significant
temperature fluctuations during storage.

» After transportation in conditions of below-freezing temperatures, the products should be kept
in a shipping case under storage conditions for at least 12 hours prior to use.

DISPOSAL

» Used products shall be disposed in accordance with current legislation.

» Used products relate to the class of epidemiological waste and shall be dispose accordance
with current legislation.

e Products not used for their intended purpose due to expiration of storage or other reasons
relate to the class of epidemiological safe waste, which is close in composition to solid
household waste, and disposed of as household waste.

WARRANTIES OF THE MANUFACTURER

e The manufacturer warrants that container conforms to the requirements (sterility, integrity of
individual pack) if the user observes conditions of transportation and storage, as well as operating
rules.

e Warranty period - 3 years from date of sterilization.

TECHNICAL SERVICE AND REPAIR
Containers are single use products. They are not subject to technical service and repair.

MANUFACTURER

Vacutest Kima S.r.L, Via dell Industria, 12- 35020 Arzergrande (PD), Italia
Tel.:+39 049 97 19511

E-mail: info@vacutestkima.it
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Manufacturing site: ROLL S.r.l., Via Leonardo da Vinci, 24A - Zona Industriale Tognana 35028
Piove di Sacco (PD), ltalia
Vacutest Kima S.r.l., Via dell Industria, 12- 35020 Arzergrande (PD), Italia

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE RF
Limited Liability Company “BioSystems” (“BioSystems” LLC),

197101, Russia, Saint Petersburg, 3 Pinsky lane, let. A

Tel.: (812) 320-49-49

E-mail: main@bioline.ru

LIST OF STANDARDS APPLIED BY THE MANAFACTURER OF MEDICAL
PRODUCTS

UNI EN ISO 9001:2015 certificate no. 4264/4 issued by ICIM spa

UNI CEI EN ISO 13485:2016 certificate no. 4265/4 issued by ICIM spa

CE; quality guarantee system through the issuing of CE deelaration of conformity according to
CE Directive 98/79/CE

UNI CEI EN ISO 15223-1 Symbols to be used on medical devices labels.

UNI EN 14971 risk management application on medical devices

UNI EN 556-1 requirements for medical devices indicated as sterile

UNI EN ISO 11137-1 sterilization of sanitary products - Radiation - Part 1

UNI EN 1SO 11737-2 microbiological methods - sterility tests made during sterilization process

validation.

EN 14254 In vitro diagnostic medical devices - Single-use receptacles for the collection of
specimens, other than blood, from humans

EN ISO 11607-1 Packaging of medical products subject to final sterilization. Part 1
Requirements for materials, sterilization barrier systems and packaging systems.

PACKAGE
Containers 21800, 21883 shall be individually packed in a transparent bag.
Containers in single packs and without them shall be placed in a shipping case.

Data on packaging materials are presented below in table 6.

Table 6

Packaging / 21800 21820 21890 21883 90476S

Ref. No.

Single pack Polypropylene Polypropylene
F203T (CAS F203T (CAS
9003-07-0) 9003-07-0)

Shipping case 200 pcs. 400 pcs. 500 pcs. 500 pcs. 30 pcs.
Material: Material: Material: Material: Material:
cardboard cardboard cardboard cardboard cardboard
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MARKING
Individual marking of containers 21820, 21800,21883, 21890:

Individual marking of containers 90476S:

S2S3i 2021-07.31
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There is an additional marking (on single pack) for marking of containers in single pack

(21800,21883) in the RF:

KoHTelHepbl Vacutest gnsa cé6opa Mo4Yu, CTepUbHbIE

HanmeHoBaHune BapuaHTa NCNOJIHEHUA

npoussogctea Vacutest KIMA s.rL. Wranua, saeol)
narotosutenboi S.r.l, 36028 Piizye di Sacco (PO). Utanns

WHdhopaadhlA o ATanoxHom (REF), movepe napmm (KOT) n cpoke romxiotn (Exp)
yKasaHa Ha ynakioke.

CYEBVRBHE LLr™ A

YNonHoMo4eHHbIi npegctasuTeni B PO: OO0 ubnoCucrtembi» 197101 C.
MeTepbypr, MuHckMin nep. 3 NuT A. ropsiyas nuHusa 8-800-565-49-55

Marking of shipping case:

Vacated Kima Sir.l.. Viadell indusEria. 12- 35020 Ar/ergrande (I'DK Italia

. aps ROILS r 1{PONN CPAN]. Ve LtoMtdo 4k Vkrt. 24A ZonalIndiniikk FTo*sam J5W«P|WC*S»‘A»(PPI‘lula
Rid It IUrili

by ImwBirton URINE CONTAINER ary™
sterilel r| Qrigitoe parrecodiauire22H aondsositivod Saurezae ath

e
mrerer 241 urine container with safety device and urine transfer straw

REF I ' I
cd

LOT QTY

OoP DAY

Vot. _.mi Patented
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For marking of shipping case in the RF an additional package (on transport case) shall be
applied:

KoHTeliHepbl Vacutest gnsa c6opa Mo4u, CTEPUSIbHbIE

HanmeHoBaHune BapunaHTa NcnosiHeHna

yrnakoBka: npoussoactea Vacutest KIMA s.r.L, Wranusa, 3asoga-
wT usrotosutesib Roll S.r.l., 35028 Piove diSacco (PD), Utanus-

VHdhopMauyst 0 KatarioxHom Hovepe (REF), Hovepe napmm (LOT) m cpoke rogHoctu (EXp)
yKasaHa Ha yrnakoBke.

PeTcTpauymoHHoe y,u,OCTU!Ip!Hme No or

CTEPNBHO

YnonHoMoueHHbI npeactaButens B P®: OO0 «bnoCuctembl» 197101 C.-
MeTepbypr, MuHckuit nep. 3 AnT.A, ropsyasa nnHusa 8-800-555-49-55
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N. Prot. 44642/2019
CAMERA DI COMMERCIO, INDUSTRIA, ARTIGIANATO E AGRICOLTURA DI PADOVA N. Prog. 1687/2019
PADOVA CHAMBER OF COMMERCE, INDUSTRY, HANDCRAFT AND AGRICULTURE

In relazione allistanza agli atti, resa dalia Slgra MONICA VIANELLO, titolare/legale
fappresentante/procuratore deli'impresa VACUTEST KIMA SRL, si certifica che I medesimo ha poten di
firma su atti e dichiarazioni deli'impresa a valere per Cestero.

In reiafion to the instance on record made by Mrs, MONICA VIANELLO, proprietor/legai
representative/attomey ofthe Company VACUTEST K |1 SRL, we certify that the said applicant is a duly
authorized signatory for any documents and acts to be used In trade with foreign countries.

Firma/Signature: per il SECRETARIO GENERALE
IL FUNZIONARIO DELEGATO
Steteno Cassaro

L

PADOVA, 26/09/2019
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«YTBEPXOAHKO»
AnpekTop

BakyTtect Kuma C.p.n
[Yaculesl K1ta 3.r.K]
<MNONMNCb> MoHunka BuaHenno

« 04» asryct 2019r.

LTamn:

BAKYTECT KUMA C.p.n.

Bwva genb NHayctpua 12

35020 ApueprpaHge (Magys)
Homep nnat-ka HAC 03450130285

MHCTPYKLUWNA MO MPUMEHEHWIO
MEOVNUNHCKOI'O N3AENTNA

KoHTeliHepbl Vacutest gns c6opa Mo4u, CTepUSbHbIE

(Bepcus 2)
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HAVMMEHOBAHME MEOVNUWHCKOIO U3AENUA
KoHTeilHepbl Vacutest gns c6opa moyun, cTepunibHble (fanee nNo TEKCTY - KOHTelHep(bl)

BAPVNAHTbI NCMNOJTHEHWNA

1. KoHTeitHep Yacule3l gns c6opa Moumn, 120 M/, C 3aBUHYMBAIOLLENACH KPbILLKON CO BCTPOEHHbIM
YCTPONCTBOM A1 B3ATUSA MOYU B BaKyYMHY MPOOUPKY -

2. KoHTeliHep Yacllles! gns c6opa Moy ,120 M/, C 3aBUHYMBAIOLLEACA KPbILLIKOA CO BCTPOEHHbLIM
YCTPOWCTBOM /151 B3STUS MOUYM B BaKyYMHY MPOBGUPKY, B UHANBUAYaNbHOW yNnakoBKe

3. KoHTeiliHep Yaculesl ans c6opa mouu, 60 MJI, C 3aBMHUYMBAIOLLLEACA KPbILLIKON CO BCTPOEHHbLIM
YCTPOACTBOM N5 B3ATUS MOYM B BaKyYMHYHO MPOBGUPKY, B UHANBUAYaNbHOW yNnaKoBKe

4. KoHTellHep YacTe3! gns c6opa moumn, 60 M1, C 3aBUHUYMBAIOLLEACA KPbILLKOA CO BCTPOEHHbIM
YCTPOWCTBOM A5 B3ATUSA MOYM B BaKYYMHY MPo6GUpPKY

5. KoHTeliHep Yacllle3! gns c6opa mMouu, 3 /i, C 3aBUHUYMBAIOLLENCA KPbILWKOW CO BCTPOEHHbLIM
YCTPONCTBOM A/11 B3ATUA MOYU B BAKYYMHYIO MPOGUPKY.

HA3SHAYEHWE

KoHTeliHepbl npefHa3HayeHbl AN WUCMNONb30BaHUA B Lenax cbopa, XxpaHeHWs wu/unu
TPaHCMOPTMPOBKKN 06pa3ua Mmoun AN fasibHeiwero nabopaTtopHOro uUccinefoBaHus, B KayecTse
BCMOMOraTeNbHOro cpeAcTea And in vitro AnarHoCTUKWU.

OBJTIACTb MPUMEHEHINHA
KoHTeiiHepbl NpeaHasHauyeHbl AN NPUMEHEHUS B MEANLUHCKNX NedebHO-MpopunakTnieckmnx
YUPEXAEHUSIX.

MOKA3AHNA K MPUMEHEHWIO
MpUMEHATb COrNacHO Ha3Ha4YeHWUt0 [ANnd BCeX FPYnn MauuMeHToB ANA cbopa, XpaHeHus W
TpaHCNOPTMPOBKM 06pa3La Moun ANs AanbHERLWnX nccneaoBaHuii.

MEPEUEHb BO3MOXHbIX WCCNEALOBAHWWN, B PEANN3ALMKN KOTOPbIX
NCMONb3YKTCA KOHTEVWHEPHI
MepeyeHb NpeacTasneH B Tabnuue 1

Tabnuua 1
HavnmeHoBaHMe BapuaHTa ApTUKYn WccneposaHua
NCNOIHEH NS
KoHTeitHep Yaclle3! pgna c6opa Guoxummyeckuii aHanus, OO6LIMIA aHanus
mouun, 120 mn, € 3aBMHYMBAKOLLEACS MOYM, aHasnM3 Moun nNo HeymnopeHko
KPbILLUKOW co BCTPOeHHbIM 21820

YCTPONCTBOM [ANsi B3ATUS MOYM B
BaKyYMHYI0 Npo6upky

KoHTeitHep Yacllle3! gna c6opa mouun
120 mAa, ¢ 3aBMHYMBaKOLLENCH
KPbILI KO co BCTPOEHHbIM
YCTPOACTBOM ANA B3STUA MOYM B
BaKYYMHYIO npooupky, B
NHANBUAYaNbHON yrnakoBKe
KoHTeilHep Yaclle3! pana c6opa
moumn, 60 mn, C 3aBUMHYMBaKouielica 21890
KPbIL KO co BCTPOEHHbIM

21800

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



'‘ACNTES3T

o yaBIKR L

HanmeHoBaHMe BapnaHTa ApTUKYn WccnepoBaHus
NCNONMHEHNSA
YCTPOWCTBOM /18 B3ATUA MOYM B
BaKyyMHYI0 NpobupKy

KoHTeilHep  Yacllles! pna cbopa
mouu, 60 Mn, C 3aBWHYMBAKOLLENCH

Kpblu.nu(oﬁ co BCTPOEHHBIM ) 000
YyCTPOMUCTBOM [ANA B3ATUA MOYM B
BaKyyMHYIO npooupKy, B
WHOMBMAYaNbHON yNnakoBKe
KoHTeitHep Yaclle3! pgna c6opa OMOXMMUNYECKUI aHanu3, aHaans Mouyun no
moun, 3 I, C 3aBMHYMBaIOLLeiicA 3UMHMLKOMY
KPbILLKOWA co BCTPOEHHbIM 904768
YCTPOWCTBOM [N B3ATUA MOYM B
< BaKyYMHY0 NMpo6upky

MPOTNBOMOKA3AHNA K MPUMEHEHWIO

* He nNpuMMeHATb NpW HapyLlweHUU LefoCTHOCTU YNakoBKMW, (418 WHAWBUAYANIbHO YNaKOBaHHbIX
KOHTenHepoB).

* He NpMMeHATb Npy HapyLleHUn repmMeTUMYHOCTM KOHTelHepa: Mpu Hanu4yuMm CnefoB OTKPbITUA
KOHTeHepa, NOBPeXAeHNsa 3alUTHON HaKNelKn, pa3MeLLeHHON Ha KPbILLKE.

MOTEHUMANBbHBIE MOJ/Ib3OBATEJ/IN
MeauLMHCKKIA nepcoHan.

MEPbI MPEAOCTOPOXXHOCTWU
* He ncnonb3oBath N0 NCTEYEHUW CPOKA FOLHOCTHU.
* He ncnonb3oBatb, €CNM HapyLleHa LLeN0CTHOCTb YNakoBKM (419 UHANBMAYANbHO YNaKoBaHHbIX
KOHTeliHepOoB).
* He ncnonb3oBaTb, C/M HapyLUeHa LiefIoCTHOCTb KOHTelHepa.

4 * He ncnonb3oBaTb NOBTOPHO. NS OAHOKPATHOrO NpuMeHeHns!
* He NpuMeHATb NPM HaNMUYMKM Ha NOBEPXHOCTU KOHTEeliHepa Topyallero oCTpPoro Kpas, BbiCTyna
WAW WepoxoBaToCTW, CMNOCOGHON nopesaTb, MPOKONIOTb WAW MNOPBaTb MepyaTku, WKW nanewy,
nonb3oBaTens.

YKA3AHWA MO 3KCMTYATALNU

* Bwu3sya/ibHbIM OCMOTPOM OMpPeAeNnnTb LLeNOCTHOCTb NOTPeOUTENbCKOW YNakoBKN. Y 6einTbCs B
[eNcTBUN CpoKa FOAHOCTU KOHTeilHepa. HenocpeAcTBeHHO neped 0T60pPOM Npobbl BCKPbITb
NnoTPebUTeNbCKYO YNakoBKy (MpY  Hanuumm), OTKPbITb KPbIWKY, HANOAHUTb KOHTelHep
fvomatepuanom, nNJ0THO 3aKPbITb KPbILLKY.

* He npvMeHATb NPU HapyLUEeHWN LeNOCTHOCTM YNaKoBKMN (NPU Hanuuuwm).

* He nNpuMMeHATb NpW HapyLlleHUW TepMeTUYHOCTM KOHTelHepa: Npu HaiMyuu CnefoB OTKPbITUA
KOHTeNHepa, NOBPEXAEHNS 3alUTHOW HaKNelkun, pa3MeLleHHON Ha KpbILLKe.

* [pUMEHATb KOHTeHepbl TOMbKO MO Ha3HaYeHMo.

BHVUMAHWME! KoHTelHepbl SABNASAKTCS U3LeNNAMU 0QHOKPATHOIO NPUMEHEHUS.

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



'AQUTEST

WWW vacute5tkima.i{

YC/TOBUA SKCIMNNTYATALNN
JkcnnyaTupoBaTb U3genus cnefyet npu temnepatype ot +10°C go +35°C 1 OTHOCUTENIbHOM
BNaXHOCTM Bo3gyxa 75% npu 15RC n 100% npwn 25°C.

COBMECTMMMOCTDb

KoHTeliHepbl COBMECTUMbI C BaKyyMHbIMU NPo6upKamMu Ans c60pa MOUYU, UCMONb3YEMbIMI ANS
6e3onacHOro nepeHoca o6pasiia U3 KOHTeHepa.

MepeyeHb COBMECTUMbIX U3[EeNNiA, NpeAcTaBneH B Tabnuue 2.

Tabnuua 2
Ne KaT. Ne OnwuncaHwne Mpounssogutens CBefeHusa o
n/n pernctpauumn
M3genusa ansa c6opa, TPAHCNOPTUPOBKMW U UCCNeJ0BaHUA MOYM Becton PY Ne ©C3
oAHOpas3oBble BB Vacutainer B Ha6opax M 0TAeNlbHbIX yNaKoBKax Dickinson and 2007/00888
i 1 368500 Mpo6upka ans moun Yacmulalner 6e3 peareHta 4 mn 13x75 Company, oT
MM CWA 28.01.2016
2. 368501 Mpo6upka ana moun Yaculalner 6e3 peareHta 6 mn 13x100
MM
3. 364992 Mpob6bupka ansa moun Yaculalner c KOHCEPBAHTOM 8 M
16x100 mMm
4. 365017 Mpobupka gnsa moum Yaculalner ¢ KOHCEepBaHTOM 8 mMn
16x100 mMm
5. 365000 Mpobupka gnsa mounm YacllaTer 6e3 peareHta 9,5 mn
16x100 mm
6. 364938 Mpobupka gnsa moun Yacllalner 6e3 peareHta 10 mn 16x100
MM
7. 364915 Mpo6upka gnsa moumn Yaculalner 6e3 pearenta 11 mn 16x100
MM
8. 364958 Mpo6upka gna moun Yaculalner c KoHcepBaHTOM 4 MmN
13x75 MM
9. 364955 Mpo6upka ansa moyn Yaculalner ¢ koHcepBaHToOM 10 mn
16x100 mMm
Cnctema BaKyyMHOro 3abopa Moumn Vacuette c npuHagneXHoOCTAMM Greiner Bio- PY No ®C3
10. 456007 Mpo6upka ans moun Yacueite 6e3 peareHta 6,5 mn 13x100 One GmbH, 2011/09315
MM ABCTpusa oT
11. 455028 Mpo6upka ans moun Yacuelle 6e3 peareHta 9,5 mn 16x100 23.01.2015
MM
12. 455007 Mpo6upka gna moum Yacuelle 6e3 peareHta 10 mn 16x100
MM
13. 456009 Mpob6upka gna moum Yacueiie ¢ KOHCepBaHTOM 6,5 MmN
13x100 MM
14. 454239 Mpobupka gna moum Yacuelle c koHCepBaHTOM 4 mn 13x75
MM
15. 455003 Mpo6upka gna mouun Yacuelle ¢ KoHcepBaHTOM 10 Mn
16x100 mMm
16. 455029 Mpob6upka gna mounm Yacuelle ¢ kKoHcepBaHTOM 9,5 mMn
16x100 mm
17. 455049 Mpob6upka ana moun Yacuelle ¢ KoHcepBaHTOM 9,5 mMn
16x100 Mm
18. 455048 Mpo6upka gns moun Yacuelle c koHcepBaHTOM 10 Mn
16x100 mm

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



'ACUTEST

Ne KaT. Ne OnucaHune Mpoussogntens CBegeHns o
n/n perucrTpaumm
N3genusa ans na6opaToOpHbLIX UCCnef0BaHuii U3 nonnumepHbix matepuanos Ningbo PY Ne #C3
19. 12007050 [po6upka Ans Mouu 6es peareHta 9 Mn 16x100 MM Greetmed 2012/11857
20. 12007051 [po6upka Ansi MOUYM C KOHCEPBAHTOM 9 MM 16x100 MM Medical oT
21. 12007052 Mpobupka Ans moyun 6e3 peareHta 9 mn 16x100 mm Instruments 28.03.2012
Co.,LTD.,
Kuraii

AKCIMNYATAUNA N3QENNA

PekomeHaauny no NnpUMEHeHUo

A. NMprnMeHeHNe KOHTelHepoB 06beMoM 60 M 1 120 mn

* HenocpeACTBEHHO nepes MNPUMEHeHWeM TUaTe/IbHO OYUCTUTE PYKU W TeHUTanuu nepes
NCNoNb30BaHNEM KOHTelHepa

e Mocne TWaTeNbHOW OYUCTKU TeHUTaNNIA cobepuTe B KOHTEMHEP NEPBYHO YTPEHHIO MOYY (Kak
Hanbosiee KOHLEHTPUPOBAHHYID), W3HAYaNbHO BbIMYCTUB HEOO/bLIOE KO/MIMYECTBO MOYM B
YHUTA3.

* Mouy HeobxoAMMO nepefaTb MeAULUHCKOMY MepcoHany Wan caaTb B 1abopaTopuio B TEYEHUN
1,5-2 yacoB nocne cbopa. PekomeHyemas TeMnepaTypa XpaHeHus oT +2 ao +8 °C.

1.0'MdpyTuTe KPbILWK)', MOBOPaYNBas 2. MonoxuTe Ih>'WKy MHA YMCTy0 3, He npukacaiitecb K BHYTPEHHUM

ee NpoOTUB 4acoBOW cTpento! NMOBEPXHOCTb BB X AHOM MOBEPXHOCTAM KOHTelHepa n I bILKu
4. CoGepute o6pasel Moun. 5. 3aig>ynrre Ihbruiky, nosopauyvnsasn ee
HanonHute toxeTliHep Ha 3/4 oT no 4acoBoli cTpesike

obuiero o6bema
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MepeHoC MOYM B NPOGUPKY

6. AKLL3aTHO BCTPAXHUTE 7. MOAHUMUTE 3aLLUUTHYHO 8. BcTaBbTe Npoobupky. 9. BblTawumTre
ob6pasel, nepep, ero 3TUKETKY (HO He AlocypaTHO HafaBuTe Ha  NPOBUPKY U HakneinTe
nepeHocom B NPOGUPKY ponycluiite ee nonHoro Hee, YTOObl MPOUCHYTb 3aLUNTHYH 3TUKETKY
OTCOEAUHEHNS) KPbILLKY NPOBUPKM. obparHo.

Jo>kauTecb nonHoro

3anosiHeHns npobupL

(ocTaHoBKa NOTOKA)
B. MpumeHeHMe KOHTeliHEPOB 06beMOM 31
C6op mouu
* HenocpeacTtBeHHO nepef MNPUYMeEHEHWEM TLaTe/lbHO OYUCTUTE PYKU W TeHUTannuu nepeq
MCNOMb30BaHMEM KOHTeliHepa MepBy0 YTPEHHIO MOpLUi0 MOYM He cobupatoT. Ho oTMevaroT
BpeMS MOUENCNYyCKaHuUS;
*B fJa/bHeilllemM co6UparOT BCHO MOYY, BbiAeNseMyto 3a 24 yaca OT OTMEYEHHOro BpeMeHU
MepBoro MOYencnycKaHus Lo TOro e yaca Yepes CyTKU;
1. OTKpyTMTe O6ONbLIY KPbIWKY, MOBOpayMBas ee MNPOTUB YacOBOW CTPesikKW, MONOXKUTE
KPbILIKY Ha YMCTYI MOBEPXHOCTb BBEpX AHOM. He npukacariteCcb K BHYTPEHHel MOBEPXHOCTM
KPbILLKWN.
2. MouunTbca cnefyeT HeNnOCPeACTBEHHO B KOHTEWHep, B €ro LMPOKYK ropnosuHy. llocne
KaXX[0ro MO4YencrnycKaHus naoTHO 3aBUHUMBATL KPbIWKY. MoYy cnefyeTt XpaHUTb B 3aKPbITOM
KOHTeHepe B XO/IOAUNbHUKE Ha HUXXHEN MonKe Npu Temnepatype oT +2 go +8 °C, He gonyckas
3aMOpaxXmBaHus.
3. o okoH4yaHun cbopa (mocnefHee MOYenCnycKaHme B TO XXe BPEMSA, KOTOPOe OTMEYEHO Kak
BpeMsi MepBOro0  MOYEUCMYCKaHWA, HO 4epe3 CyTKW), MO4Yy HeobxoguMmo nepepatb
MeAULMHCKOMY MepcoHany unu cpatb B nabopatoputo B TeyeHuwm 1,5-2 yacoB nocne cbopa.
PekomeHayemas TemnepaTypa XxpaHeHus oT +2 go +8 °C.

MepeHoC MOUN B NpOBUPKY

1 Mepen nepeHOCOM MOYM B NPOGMPKY, MATKO FOMOreHe3npyiiTe obpasel, moumn (nepemeLlainTe
3aKpbITbIi KOHTEHEeP KPYroBbIMU ABVMKEHUAMM).

2. TlMogHuMWTe 3TUKETKY, PacnofiOKEHHYKD Ha ManeHbKOW KpblWKe €O BCTPOEHHbIM
YCTPOWCTBOM A1 MepeHoca MOYM, HO He LOMyCKanTe ee NOSIHOIO OTCOELUHEHNS.

3. BcTaBbTe NpobupKy. AKKYypaTHO HafjaBuTe Ha Hee, 4TOObl MPOTKHYTb KPbIWKY MNPOOUPKHN.
[oxanTech MONHOrO 3aMoHeHUA NPOOGUPKM (OCTaHOBKa MOTOKA).

4. BolTalwuTe npobupKy 1 HaKelTe 3aWUTHY0 3TUKETKY 06paTHO.

O6LWmnii BN N3aennia

» KoHTeliHepbl NpeAcTaBAsalOT CO60M NOMble LUAWHAPUYECKME eMKOCTU, C 3aBMHUYMBALOLLENCS
KPbIWKOW. KOHTeNHEepbl MMEKT rpagynpoBKy.

Tpe6oBaHMA K U3TOTOBIEHUIO

» KOHTeiiHepbl BbiNyCKaoTCa 6e3 06aBoK.

* KOHTeiHepbl B CO6paHHOM BMAE A0MKHbI OblTb TEPMETUUYHBIMMN.
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yacules00Ta.
* NHpmBMAyanbHaa noTpebuTenbckas ynakoBKa KOHTEWHepOB (MPU Hanmyuu) A0NXHa OblTh
repMeTUYHON.
* Ha NMOBEpPXHOCTU KOHTeWHepa He AO/MKHO ObiTb BbIPbIBOB, BMATWH, 3ayCeHLEB, ClejoB OT
pasbema npecc-opmbl BbICOTOW 60nee 0,5 MM 1 NOCTOPOHHUX BKAKOYEHWUIA, BbICTYNAOLWLIMX Haj
MOBEPXHOCTbIO. [lonyckaeTcs He 60/iee TpeX MOCTOPOHHMX BK/OYEHUI naowagbio He 6onee
0,25 Mmm™ Kaxpoe.
» KaHtona KoHTeliHepa Ao/mMKHa 6bITh HafleXKHa 3aKpensieHa B rHe3fe KpbILWKM.
* MeTannnyeckme 4acTu W3LeNUIA  [JOMKHbI  6biTb U3rOTOBAEHbI W3 KOPPO3MOHHOCTOMKMX
maTepuanos.
» Ha 60K0OBOW MOBEPXHOCTW Kopryca KOHTeliHepa MeTO4OM NNTbA NOA AaBNeHWEM AO/HKHO ObiTh
HaHeceHo OKHO ANS HaHeceHus MHMopMaLun 1 rpagympoBKa.
» HasHa4yeHHbIV CPOK FOAHOCTU AO/MKEH ObITb He MeHee 3 NeT ¢ AaTbl CTepUNn3aLuu.
» KOHTeHep AO/MKEH COXPaHATb CTEPUNIBHOCTbL Ha NPOTSHXKEHUN BCEro CPOKa rogHOCTH.
* i3genuns npu akcnayartauum, TPaHCMOPTUPOBAHUN WU XPAHEHUMN AO/MKHbI OblTb YCTOWYMBLI K
MeXaHNYECKNUM U KNMMaTUYeCKUM BO3LENCTBUSM.
* [1pn M3roTOBNEHUM LOMKHbI NPUMEHATLCS MaTepuanbl, 6e30NaCHOCTb KOTOPbIX NOATBEPXAEHA
B YCTaHOB/IEHHOM MOpPsALKe.
* V13penuns fomKHbI 6bITb YCTOWYMBBI K BO3AEACTBMAM OMONOTMYECKNX XKNLKOCTENR 1 BblgeNeHWi
TKaHei opraHu3ma, ¢ KOTOPbIMU OHM KOHTAKTUPYIOT B MpoLecce aKcnayaTayuu.

MaTepnan nsroTosneHuns
Martepuanbl, NpUMeHAeMble NPU U3rOTOB/IEHUN NPeACcTaBfeHbl B Tabnuue 3.

Tabnuua 3

Ha3sHaueHue Martepunan 13roTosneHus
KoHTeitHep MonvnponuneH 100% (CAS Ne9003-07-0)
KpbliLwka Monuatunen (JIMHIT) mapkn CLEARFLEX - FLEXIRENE

BcTpoeHHoe ycTpolicTBo - Katons 20 G:
AN B3ATUA  MOUM B Hepxkaserowas ctasib AlSI 304

BaKyyMHY0 NpooupKy, OcHoBaHue;
Kantons (200) MonmnponuneH (CAS Ne9003-07-0)
Sawmra:

M30NPEHOBbLIN Kay4yK-100% M30MPEHOBbLIA Kayuyk.

Kneit: 9nokcuaHoe coeanHenne LOCTITE ABLESTIK 927-10E (ECCOBOND
927-10 E).

CMa30u4HbIii MaTepuan: CUIMKOHOBas XnakocTb Dow Corning® 360.

MNprMeyaHne-KpacuTenu ;
1. OpaHxeBblii - AMBER PE 9/F090-TP
2. XXenTtbln-YELLOW PE 3/R067-AT

OCHOBHble rabapuTHble pa3mMepbl 1 Macca U3gennin npeacTaBfeHbl B Tabnmuax 4 n .
7
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Tabnuua 4
HanmeHoBaHWe

ApTVKYN

KoHTeitHep Yaculesl ansa c6opa moun, 3 1, €

3aBMHYMBAIOLLENICS KPBILLKOV CO BCTPOEHHbLIM
YCTPOVICTBOM /151 B3ITUSI MOUM B BaKyyMHYHO

NpoGUpKyY

90476S

KoHTeliHep Yacllk51 ana c6opa Moum, 120 mn,

C SaBVIH‘-II/IBaPOLU,el\/JICFI

BaKyyMHYH0 MPoOUpKy

KPbILLIKOWA co
BCTPOEHHbIM YCTPONCTBOM A/151 B3ATVSI MOUM B

21820

KoHTeliHep Yacllle3! ana c6opa moum ,120 mn,

C 3aBMHYMBAIOLLIEIACS KPbILLKON CO
BCTPOEHHbIM YCTPONCTBOM /151 B3ATUSA MOYM B

21800

BaKyyMHYI0 NMPOGUPKY, B MHAVBUAYa/IbHO

yMNaKoBKe

KoHTeliHep Yacnle51 ana cbopa Moum, 60 mn, ¢

3aBMHYMBAIOLLIENCS KPbILLKOA CO BCTPOEHHBIM
YCTPOWCTBOM A/151 B3ATUS MOYM B BaKyyMHYHO

NPoBUPKY

21890

KoHTeliHep Yacnle51 ansa cbopa mMoum, 60 mn, ¢

3aBMHUMBAIOLLIEICA KPbILLKOWA CO BCTPOEHHbIM
YCTPOCTBOM A/151 B3ATWA MOYM B BaKyyMHYHO

21883

NPOOUPKY, B UHANBUAYaIbHON YMNakoBKe

Tabnuua 5
MapameTp

[JunawmeTtp ocHoBaHWA, MM
BbicoTa, Mm
HoMWHaNbHbBIN 06BEM, M/
"pagyvpoBKa, M

O603HaY€eHHbIM
MWUHUMasbHbIA YPOBEHb, M/
O0603HaYeHHbIIA
MaKCUMasIbHbIA YPOBEHb, M
JnamMeTp KpbIWKK, MM

[namveTp  oTBepcTus
KpblllKe AnA  BaKyyMHO
NpooGupKN, MV

BbicOTa KpbILKK, MM

B
7z

OnameTp kaHwonm (x0,1) ,
MM
JNvHa KaHon, Mm

21800/21820

49

82

120

20-40-60-80-100-120

50

100
66,5

19

16,1

Macca Macca Macca O6LwwiA
KOHTEliHepa,r KPbIWKM € OONbLIOA  Bec, T
YCTPOMCTBOM  KPbILLKW,
ona - B3ATUA T
moun, 1
187,0
170,5+0,5 6,5+0,5 10,0+0,5 105
205+
11,5+0,5 9,0+0,5 - 05
6,540,5 6,040,5 . 1%’21
ApTuKyn
21890/21883 90476S
39 132
65 276
60 3000
10-20-30-40-50- 100-500-1000-1500-
60 2000-2500-3000
50 100
60 3000
54 bonbLas Kpbiwwka - 83
Manas KpbiLKa - 35
19 19
15,2 bosnbLiaa KpbllwKa-15
Manas Kpbilwka -12
0,9
18

MprmMeyaHne-20NyCcTUMOE OTK/IOHEHME OT rabapuTHbLIX Pa3MepoB (1 MM

KOMIMJIEKTHOCTb
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1 W3penve B MHAMBUAYaNbHON yNakoBKe uim 6e3
2. VIHCTpyKuuMsa no akcnayatauuun, 1wt Ha TpaHCNOPTHYH YNakoBKY

CTEPUNNIALNA

KoHTeliHepbl ABAAIOTCA U3AENNAMU OLHOKPATHOIO MPUMEHEHUA U BbINYCKAKOTCA B CTEPU/IBHOM
BMAe. BHYTpeHHNN 06beM KOHTeliHepa f4O/MKEH 6biTb CTEPUbHbLIM.

Cnocob cTepununsaunmn-pagnaLmoHHblii. [osa 06nyyveHus 15 kIp.

CPOK N0OAHOCTHU
CPOK roAHOCTM 3 rofa c faTbl CTEPUIM3ALMUN.

YCNOBUNA XPAHEHWA N TPAHCITOPTNPOBAHWNA

* TpaHCMOPTMPOBKA N XpPaHEHWE MOXET NPOBOANTLCA NNOOLIM BULOM TpaHCNopTa B 3aKPbITbIX
TPaHCNOPTHbIX CPeACTBaxX B COOTBETCTBUM C AeACTBYIOLMMMN Ha TPAHCNOPTE KaXA0ro Bnja
npasunamu, yTeepXaéHHbIMW B yCTaHOB/IEHHOM MOPsAAKe. Y CNOBUA TpaHCNOPTUPOBaHNA: OT -50
fo +50 "C.

* KOHTeliHepbl [O/MKHbI  XPaHUTbCA B YyMNakoBKax MNpeAnpuAaTUA-U3rOTOBUTEN B  CYyXOM
0TanaMBaeMOM MOMELLEHMN Npu Temnepatype oT +5 g0 +40 °C M OTHOCUTENbHON BAAXHOCTU
BO3fyxa He 6onee 80% Ha pacCTOSHMM He MeHee 1 M OT HarpeBaTenbHbIX npubopos. M3beratb
BO34ENCTBUSA MPAMbIX COMHEYHbIX Nyyeid M 3HAYUTENbHbIX KonebaHWi TemnepaTypbl BO BpeMS
XpaHeHus.

* [Tocne TpaHCMOPTUPOBAHMA B YC/IOBUAX OTPULLATE/IbHLIX TEMMepaTyp U3fenua AO/KHbI ObITb
Bbliep>XaHbl B TPAHCMOPTHOM Tape B YC/IOBUAX XpPaHeHUs He MeHee 12 4acoB [0 MUCMO/b30BaHNA.

YTNIN3AUNA

e lcnonb3oBaHHble — U3LeNUs  YTUAW3MPYKOTCS B COOTBETCTBUM AeicTBYOLUM
3aKOHO/aTeNbCTBOM.

* iIcnonb3oBaHHbIe M3AeNNs OTHOCATCS K 3MWAEMMONOTMYECKM OMAcHbIM 0TX04aM U [LO/KHbI
6bITb YTUN3MPOBAHbI B COOTBETCTBUM C [€MCTBYHOLLMM 3aKOHOJATENbCTBOM.

» 3aenuns, HEMCnonb3oBaHHble MO MNPSMOMY Ha3HAYEHWID MO MNPUYMHE OKOHYaHMS CpoKa
XPaHEHUs WAU APYTUX TMNPUUMH, OTHOCATCA K KnacCy anuaemMuoNnornyeckux 6e3onacHbIx
0TX0/10B, MPUBAMXKEHHBIX MO COCTaBY K TBEPAbIM GbITOBbIM O0TX0AaM, U YTUAUIUPYIOTCS Kak
6bITOBbIE OTXOABbI.

FAPAHTUN N3IrOTOBUTENA

o VI3roToBUTENb rapaHTMpyeT COOTBETCTBME KOHTeilHepa Tpe6oBaHMAM  (CTEPUIbHOCTD,
repMeTMYHOCTb NOTPeBUTENbCKOM YyNakoBKW) Mpu  COGMOAEHUN NOTpebuTenem  YCloBUiA
TPaHCNOPTMPOBAHMWSA, XPAHEHMS U NPaBU/ IKCNyaTaLmm.

e [apaHTWIAHbIA CPOK FOAHOCTU - 3 rofa C AaTbl CTEPUAN3ALUN.

TEXOBCNYXNMBAHVE N PEMOHT
KoHTelliHepbl ABAAOTCA M3a4e/IMeM OAHOPa30BOro NPUMeHeHUs. TeXHNYeCKOMY 06CNY)XKMBAHUIO
I PEMOHTY KOHTeHepbl He MoAnexar.

MPON3BOANTENDb
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‘Aww.vacutestkima.it
BakyTtect Kuma C.p.n (Vacutest Kima S.r.L), Bua geno UHgyctpmna 12 - 35020 ApueprpaHge
(Magysn), NTanma (Via dell Industria, 12- 35020 Arzergrande (PD), Italia)
Ten.: +39 049 97 19511
E-mail: info@,vacutestkima.it
Mecto npowmssogctea: POJI/1 C.p.n. (ROLL S.rl), Bua JleoHapgo [Aa BwuHun, 24A -
MpomblwneHHas 30Ha ToHbAHA - 35028 MboBe-an-Cakko (Magys) Ntanus
(Via Leonardo da Vinci, 24A - Zona Industriale Tognana 35028 Piove di Sacco (PD), Italia)
BakyTtect Kuma C.p.n. (Vacutest Kima S.r.l.), Bua gens Nupyctpua 12 - 35020 ApueprpaHgie
(Magys), Ntanma (Via dell Industria, 12- 35020 Arzergrande (PD), Italia)

YMNONMHOMOUYEHHbIVN MPEACTABUTE/Ib MPOV3BOANTENA B P®
O6LLecTBO C OrpaHNYEHHOM OTBETCTBEHHOCTbLIO «BroCuctembl» (OO0 «BUOCKCTEMBI»),
197101, Poccus, r. CaHkT-IMeTepbypr, nep. MuHckuniA, 4. 3, nutep A

Ten.: (812) 320-49-49

E-mail: main@,bioline.ru

MEPEYEHDb NMPUMEHAEMbI X NMPON3BOANTENEM (M3STOTOBUTEJIEM)
MEANUMNHCKOIO USAETNA CTAHOAPTOB

*UNI EN ISO 9001:2015, ceptugmkat Ne4264/4 sbigaHHblii ICIM spa;

* LINI CEI EN ISO 13485: 2016, cepTugmkat Ne4265/4 BbigaHHblin ICIM spa;

* CE: cucTtema rapaHTuM KayecTtBa NoATBepXAeHa BbinyckoMm Jleknapauuu cooTtBetcTBus EC B
cooTBeTCcTBMU C AupekTneoin CE 98/79/CE;

*EN ISO 15223-1 W3penuna megunuymHckue. CUMBOSbI, UCMOMb3YEMble NMPU MapKUPOBAHUN Ha
MeAULUHCKUX U30ennax, aTUKeTKax n B CONPOBOAUTENIbHON fOoKYMeHTauun. Yacte 1. OCHOBHbIe
TpeboBaHus;

¢ ISO 14971 MNpuMeHeHNe MeHeLKMeHTa pUCKa K MeAULMHCKUM U3LENNAM;

*EN 556-1 Crepunumsauma mMeguuUHCKUX u3genuii. TpeboBaHUS K MeAUUUHCKAM W3LENUAM
Kateropum "cTepunbHble”. YacTb 1. TpeboBaHMS K MeAULMHCKUM W3AeNMaM, MoAneXallnum
(DMHWLLIHON CTepunn3aLmnu;

*EN ISO 11137-1 Crepunmsaumsa MeaULMHCKOW NpoAyKuMu. PaguaumoHHas cTepuansalums.
Yactb 1 TpeboBaHua K pa3paboTke, BanujaumM W TeKylWemy KOHTPOMK npouecca
cTepununsaLmm MeUUUHCKUX U3LENNNA;

« EN ISO 11737-2 CTtepunusauns MeguMLMHCKOA NpoAyKuuuW. PagvaumoHHas cTepunamnsayus.
YacTb 2. YCTaHOBNEHWE CTEPUIN3YIOLLEl [03bl;

« EN 14254 V3penua MeLWUWHCKUE AN OMAarHOCTMKMW in vitro. OaHOpa3oBble eMKOCTU Afif
cbopa 06pa3LoB y YenoBeka (KpoMe KpoBH);

« EN ISO 11607-1 ¥YnakoBka MeAMUWHCKUX W3AeNnin, noanexawmnx GOUHULIHOM
ctepunusaummn. Yactb 1. TpeboBaHus K maTepunanam, 6apbepHbIM CUCTEMaM A1 CTepuan3anum
N YNakKoBOYHbLIM CUCTEMAM.

YMNMAKOBKA

KoHTeliHepbl 21800, 21883 [0/XHbI OblTb YNakoBaHbl B WHAWBWUAYaNbHYIO YMNaKOBKY,
npeAcTaBNsAOLLY0 CO60I NMpo3payHblii Naker.

KOoHTelHepbl B MHAUBWUAYaNbHOW yMNakoBKe W 6e3 MHAMBUAYANbHON YNakoBKW AO/KHbI ObITb
YNI0XeHbl B TPAHCMOPTHYH0 YNaKoBKY.

CBe.quvm 06 YNakKoBOYHbIX MaTephanax npeactaB/ieHbl HNXXE B Ta6]'II/ILI|e 6.
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Tabnuua 6
YnakoBka/ApTukyn 21800 21820 21890
NMuanengyanoHas Monunponunex
ynakoBKa Mapku F203T
{CAS 9003-07-0)
TpaHcnopTHasa 200 wr. 400 wr. 500 wT.
ynakoBKa Matepuan: Matepuan: MaTtepuan:
KapToH KapToH KapToH
MAPKNPOBKA

21883
MonunponunexH
Mapku F203T
(CAS 9003-07-0)
500 wrT.
MaTepunan:
KapToH

NHuaneBmnayanbHasa MapKMpoBKa KOHTelHepoB 21820,21800, 21883, 21890:

NHgmBuayanbHaa MapKnpoBkKa KOHTeinHepoB 90476S:
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90476S

30 wr.
Matepunan:
KapToH



i oM
viwwea s Sinak
Ona MmapkMpoBku B P® KOHTeilHepoB B MHAUBMAYaNbHOM ynakoBKe (21800, 21883)
nMeeTcsa fONONHUTENIbHAA MapKUpoBKa (pacrnosiaraeTcs Ha MHAUBUAYaNbHOW YNaKOBKe);

KoHTeliHepbl Vacutest gna céopa Mo4n, CTEpPUbHbIE

HanmeHoBaHue BapumaHTa UCNOJIHEHUA

npousBoactea Vacutest KIMA s.rl., Wranus, 3aBopg-
narotosutens Roll S ri, 35028 Piove di Sacco (PD), Utanus.

VHdhopyawyst o katasniowHom Hovepe (REF], Homepe napim (FOT) m cpoke rogHocTu (Exp)
yKasaHa Ha ynakoBke.
PelucTp3umoHKoe yaocToBepeHe N? oT r

CTEPWILHO T

YnonHoMoueHHsblli npeactasutesis B P@ OO0 ebnoCuctembr» 197101 C -
MeTepbypr, MuHckuii nep 3 nuT A, ropsayvas nmHus 8-800-555-49-55

MapK1poBKa TPaHCMNOPTHOW YNaKOBKMU:

Vacutest Kima S.r.l., Viadell Industria. 12- 35020 Ar/crgrandc<i4». tlalta
R»('{Is snrtie HULLS r 1(toNN cpjl). V» Vm@24K - Xim liiduan” Ttijinan«.A2$ Panc<>  iPDI. luird

oy It tton URINE CONTAINER
STERItEIRI Conteritofe par recodiauine 24H aondispositvod Saurezza e da

" «'O" 24H urine confamer safety device and unne transfer straw

Vol.  mi Patented

REF CD (D f
. cd ail
| LOT Q.TY

OP DAY
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feinor rie

www.vacutestkima-it

ONna MapKMpPOBKW TPAHCMOPTHOM YyNaKoBKM B P® Mcnosb3yeTca 4ONOIHUTENbHAA
MapKUpoBKa (pacrnosiaraeTca Ha TPaHCNOPTHOM yrNaKoBKe):

KoHTeliHepbl Vacutest Ans coopa MouM, CTEPUNbHbBIE

HanmeHoBaHMe BapnaHTa UCMNOJSIHEHUA

ynakoBkKa: nponssoactea Vacutest KIMA s.r.L, Wrtanua, 3aBoa-
Luf MsroTOBHTenbRoll S ri, 35028 Piovedi Sacco (PD), UTanus.

VHthopMawwst 0 katasiokHom Homepe (REF), Homepe naptm (LOT) m cpoke rogHoctn (Exp)
ykasaHa Ha ynakoBke
PervcTtpaunoHHoe ygoctoBepeHne Ne oT r.

CTEPWIBHO T

YnonHoMouyeHHblit npeactasutens B P®: OO0 «BuoCucrtembi» 197101 C.-
MeTepbypr, MuHcknini nep. 3 nuT.A. ropsyas nuHua 8-800-555-49-55
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BAXHbBIE CMMBOJ1bl HA MAPKNPOBKE
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3HauveHune
M3rotoBuTtenb

Mcnonb3oBaTb 40...

Homep naptun

Homep no kaTanory
PagnaunoHHas cTepunnsayus

MeanunHcKoe nsgenve 4ns

AVArHOCTUKM in vitro

Ob6s3aTeNbHbI 3HaK COOTBETCTBUSA
NpoAyKUMN, NpeacTaB/IeHHOM Ha pblHKE B
EBponeicKon 3KOHOMNYECKOM 30He
3anpeT Ha NOBTOPHOE NPUMEHEHME

[aTta nsrotoesneHus

Bepeub oT Bnaru

He gonyckaTb BO34eiACTBUSA COMHEYHOI0
cBeTa

Bepx

Hwns

Bok

OcTopoxHo! O6paTUTECh K MHCTPYKL UK
Nno NPUMEHEHMIO

TeMnepaTypHbIi franasoH
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MpoT. Ne44642/2019
Mpor. Ne1687/2019

LWrtamn: Toproso-npoMblLll/IEHHAA, PEMEC/IEHHAsA

N cenbckoxo3sslicTBeHHasa nanata Magywm

ToproBo-npombllIEHHAA, peMec/ieHHas

N cenbcKoxo3salicTBeHHan nanata Magyv B cBA3W ¢ obpaweHvnem MoHUKN BuaHenno B kayecTse npeacraButens
komnaHun YACUTEBT K1MA 8Kb, mbl noagTBepxaaem No/HOMOYUA NOAMUCU Ha akKTaxX U JOKYMEeHTaX KoMmnaHuu,
[eNCcTBUTENbHbIX ANSA 3apy6eXHbIX CTpaH.

OTHOCUTENbHO 3aperncTpMpoBaHHOro obpalwieHns, cgenaHHoro MoHnkon BuaHenno, Bnageneu/3akoHHbIN
npegctaButens komnaHum YACMTE3T K1IMA 8BE, Mbl noATBEPXAAEM, YTO YKa3aHHbIN 3asBUTENb ABASETCA
YNO/ITHOMOYEHHbIM NOAMNUCAHTOM [JOKYMEHTOB W aKTOB, KOTOpble 6yAyT NCNO/b30BaTLCA 3a Py6exom.

noANUCb reHepanbHOro cekpeTaps ynpasnstowero oduuepa
CredpaHo Kaccapo

/nognuckb

/nevatb

Mapysa, 26/09/2019
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Poccuitickan depepaumst

Mopoz Mocksa

TpeTbero oKTAGPSA [jBe ThICAYN AeBATHAALATOrO roga

A, PebpuHa EneHa IMATpreBHa, BPEMEHHO UCMOMHAOLLAA 0653aHHOCTN HOTapuyca

ropoga Mocksbl AkumMoBa 'neba bopucosuya, CBUAeTENLCTBYHO NO/IMHHOCTb NOANMCK NEPEBOAYMKA
AnekceeBa Anekcest AnekcaHapoBsuya.

Moanucb™e>kBTEN;"eM NpUCY TCTBUN.

NInyH (™Mb noAwroasn™ ™ [OKyMeHT yCTaHOB/EHa.

~BY eEc\e: N9 77/09-H/77-2019- 70/ ~
ATBe>Tor owmHbI(no Tapudy): 100py6.
MpPaBoBOro 1 TeXHWUYecKoro xapakTepa: 200 pyo.

E.[. PebpuHa

Bcero nporwyp4™aHo, npoHyMepoBaHo
W CKPEn/eHo neyaTbio

BPVO HoTapunyca
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