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Instruction for use

Multi-purpose plastic tips in racks and without racks for laboratory pipettes
and automated systems

Manufacturer:
Riverfront Plaza, Coming, New York

Manufacturing sites:

Sciences (Wujiang), Co., Ltd., No. T03/17 Building, No.
100l Pang Jm Rd., Wujiang Economic Development Zone, 215200
Jiangsu Province, China.
2. Coming Science Mexico, Avenida Industrial Del Norte S/N, Lote 1
Manzana 7, Parque Industrial del Norte, Reynosa, Tamaulipas C P 88736
Mexico.
3. Sorenson BioScience dba Coming Incorporated, 6507 South 400 West
Salt Lake City, UT 84107, USA.
4. Pacific Integrated Manufacturing, Col Linda Vista, 1089-1 Avenida
Prolongacion M Juarez, Tijuana, Baja California, 22054, Mexico.
5. Scientific Specialties, Inc., 1310 Thurman Street, Lodi, California
95240, USA.
6;"Commg Incorporated Discovery Labware, 1 Becton Circle, Durham NC
27712, USA.
7. Coming Gosselin SAS dba Coming Incorporated, 123 route de Caestre
Borre, Hazebrouck 59190, France. ’

Authorised representative (Distributor) of the manufacturer in
the Russian Federation:

InterLabService Ltd., Co.,

Sadovnicheskaya str., 20/13, building 2, 115035, Moscow

«YTBEPXJAK» / «k/APPROVE»

A A (nodmcb/iisnature)
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CORNING
Instruction for use

Description
1. Name
Multi-purpose plastic tips in racks and without racks for laboratory pipettes and automated
systems:

1. Multi-purpose tips for laboratory pipettes without filter, from 10 pl till 10 mL.

2. Multi-purpose tips in racks for Iaboratory pipettes without filter, from 10 ul till 1000 pl.
3. Multi-purpose tips for laboratory pipettes with filter, from 10 wl till 1000 pl.

4. Tips in racks for automated systems without filter, from 10 pltill 1100 pl,

5. Tips in racks for automated systems with filter, from 250 pul.

2. Intended use

Designed to be attached to the outlet of pipettes and automated systems to transfer a required
amount of liquid to a required container.

2.1 Potential risk class of the medical device in accordance with the nomenclature of medical
devices: 1

2.2 Indications

- to be used as an auxiliary product for clinical testing

2.3 Contraindications

- none

3. Function
In vitro diagnostic auxiliary product.

4. Description

Multi-purpose plastic laboratory pipette tips are designed for use with a wide range of single-
channel and multichannel pipettes.

Flexible walls and internal o-rings provide a secure fit with less loading and removal force. Longer
models and wider hole models are also available.

Multi-purpose plastic tips for automated systems are manufactured to match the exact
specifications required for accurate sample delivery in automated systems. The tips are
manufactured using high quality molds to ensure full compatibility and a stable fit. These tips are
manufactured using a computer-controlled system to ensure they are free from contamination and
defects that can be caused by manual handling.

§. Areas of use
Clinical laboratory diagnostics.

6. Restrictions
The product should not be used for purposes other than those specified by the manufacturer.

7. Shelf life
The shelf life is 3 years,

8. End user
Physicians, clinical laboratory technicians who have completed specific training or training in test
procedures that employ an in vitro diagnostic system.

9. Precautions
* Before using the product, in order to avoid any mistakes please carefully read the
instructions for use; _

" 3
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CORNING

Instruction for use

* Failure to follow instructions may affect the test safety and its result obtained with the
product;

e Strictly follow the rules established by your facility;

« Wear gloves and personal protection against cross contamination before handling
biological materials and reagents.

« Dispose ofused tips, biological materials, and reagents following local laws or regulations.

Specification

Parameters Transportation Storage Use
Temperature 210 ... +45 °C -10..+45 C +10...+35°C
Humidity < 80 %. . .<80 %. . < 70%

relative humidity relative humidity relative humidity

Atmospheric
pressure

500- 1060 hPa 500- 1060 hPa 800- 1060 hPa

Store products only in well-ventilated areas without corrosive gases. Keep away from direct
sunlight, heat and corrosive substances.

11. Materials used to manufacture the medical device
The medical device is made of polypropylene (see the table below), it does not come into contact
with the human body.

Item
No.
1 Type - Polypropylene,
Grade - USP VI19003-07-0,
Manufacturer - Coming Science Mexico S.A. de C.V., Mexico
Coming Life Sciences (Wujiang) Co., Ltd., China
Colourants: Tips
White - Pantone 101
Yellow - Pantone 116C
Blue - Pantone 301C
Black - Pantone Blacke
2 Type - Meltblown,
Grade - F5BL, .
Manufacturer - Coming Science Mexico S.A. de C.V., Mexico Filter
Coming Life Sciences (Wujiang) Co., Ltd., China
Wear gloves when handling the product. The medical device does not contain any medicinal
products or materials of animal and (or) human origin. The medical device does not contain
substances classified as “hazardous” or “requiring special precautions” during handling or storage.
Products are validated for the absence of human DNA, DNases, RNases, PCR inhibitors.

Material, brand (Manufacturer) Product component

12. Method of application

Multi-purpose tips for laboratory pipettes:

To carry out the work, the tip is hermetically put on the fitting ofthe dispenser - a laboratory device
designed for sampling and dosing samples. Due to the creation in a removable, hermetically put
on the nozzle ofthe dispenser, the tip is alternately vacuum or excess pressure, as a resultofwhich
the dispensed liquid is sucked into or drained from the tip.

Coming Restricted For circulation on the territory of the Russian Federation
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CORNING

Instruction for use

Tips for automated systems:

Forwork in a robotic system, the tip is hermetically installed automatically in the dosing unit for
sampling and dispensing samples. By creating alternately vacuum or overpressure in the tip placed
in the dosing unit, as a result of which the dispensed liquid is sucked into or drained from the tip.

13. Appearance and specifications

Name Photos Parameters
Multi-purpose tips for laboratory pipettes without filter, from 10 ul till 20 Tb.mn.
Tips without filter, 10 pi. Length 32 mm

Diameter 6.2 mm
Weight NMT 0.15¢g
Filter: no

Color: transparent, blue

Tips without filter, 20 pi, 200 pi, Length 51 mm

300 pi. Diameter 7.2 mm
Weight NMT 0.05 g
Filter: no

Color: transparent, yellow

Tips without filter, 1000 pi. Length 78 mm
Diameter 9.6 mm
Weight NMT 1.0g
Filter: no
Color: transparent, blue

Coming Restricted For circulation on the territory of the Russian Federation
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CORNING

Instruction for use

Tips without filter, 5 mL, 10 mL

Length 145 mm
Diameter 17.5 mm

Weight NMT 0.5 g
Filter: no
Color: transparent

Multi-purpose tips in racks for laboratory pipeﬂ:eu without filter from 10 pl till 1000 pl.

Tips without filter, 10 pl.

Length 32 mm
Diameter 6.2 mm
Weight NMT 0.15 g
Filter: no

Color: transparent, blue

Tips without filter, 20 ul, 200 pl,
300 pl.

Length 51 mm

Diameter 7.2 mm

Weight NMT 0.05 g
Filter: no

Color: transparent, yellow

Tips without filter, 1000 pl,

Length 78 mm
Diameter 9.6 mm

Weight NMT 0.05 g
Filter: no
Color: transparent, blue

Muiti-purpose tips for laboratory pipettes with filter from 10 pl till 1000 pl.

Corning Restricted
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CORNING

Instruction for use

Tips with filter, 10 pl. ' Length 32 mm
Diameter 6.2 mm
Weight 0.15 g

Filter: yes

Color: transparent, blue

Tips with filter, 20 pl, 50 i, Length 51 mm

100 i, 200 yl, 300 pl. Diameter 7.2 mm :
Weight NMT 0.35 g
Filter: yes

Color: transparent

Tips with filter, 1000 pl. Length 78 mm
Diameter 9.6 mm
Weight NMT 1.05 g
Filter: yes

Color: transparent

Tips in racks for automated systems without filter, from 10 pl till 1100 pl.

Tips for automated systems Length 32 mm
without filter, 5 pl, 10 pl. Diameter 7.8 mm

Weight NMT 0.05 g

Filter: no

Color: transparent, black
Tips for automated systems o Length 59 mm
without filter, 20 pl, 30 pi, 50 pl, Diameter 7.8 mm
70 pl, 100 pl, 200 pl, 250 pl, 300 Weight NMT 0.55 g
Hl. ‘ Filter: no

Color: transparent, black, blue

7
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CORNING

Instruction for use

Tips for automated systems Length 96 mm

without filter, 1000 pi Diameter 7.8 mm
Weight NMT 0.05 g
Filter: no

Color: transparent, black

Tips in racks for automated systems with filter from 10 pi till 12000 pi

Tips in racks for automated Length 52 mm

systems with filter 250 pi Diameter 7.8 mm
Weight NMT 0.05 g
Filter: no

»
Color: transparent

1
* permissible tolerance for weight and dimensions is+ 5 %

14. Quality management system

Ne Document Document name

ISO 9001:2015 Quality management systems. Requirements

OR ISO 13485:2016

2. EN ISO 15223-1:2016 Symbols to be used with medical device labels

3. EN 1041: 2008+Al 2013 Information supplied by the manufacturer of medical devices

1.

15. M anufacturer’s guarantees

The manufacturer guarantees that the specifications of the medical device comply with all
applicable national and international standards, provided that the consumer observes the conditions
of use, transportation and storage for the entire shelflife of the product and that the packaging is

intact.

16. Environmental protection
The manufacturer guarantees the safety of the medical device, the absence of unacceptable risk,
injury to life or health and environmental harm, when the product is used as intended while
observing the precautions provided for by the manufacturer.

17. Sterility
Single use products, supplied non-sterile, sterilization prior to use is not required.

18. Packaging
Multi-purpose tips without filter for laboratory pipettes, from 10 pi till 10 mL, are packed in
200, 250, 1000 tips in package. Then 5, 10, 20 packages are placed in a transport container.

Multi-purpose tips without filter in racks for laboratory pipettes, from 10 pi till 1000 pi, are
packed 96, 100 tips per rack, then 5 and 10 tips in a cardboard box or stack. Then 5,10 cardboard
boxes or stacks are placed in a transport container.

8
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CORNING

Instruction for use

Multi-purpose tips with filter for laboratory pipettes with filter, from 10 pi till 1000 pi, are
packed 1000 tips in package. Then JQ 10 packages are placed in a transport container.

Tips with filter in rack for automated systems, from 10 pi till 1100 pi, are packed 96, 384 tips
in rack, then 4, 5, 8, 10, 16, 24 racks are packed in cardboard box or stack. Then 2, 5, 8 cardboard
boxes or 5, 6, 30 stacks are placed in a transport container.

Tips in rack with filter for automated systems, from 250 pi, are packed 96 tips in rack, then 10
racks are packed in stack. Then 5 stacks are placed in a transport container.

19. Disposal

Hazardous or bio-contaminated materials should be disposed ofin accordance with your facility’s
requirements, federal and local requirements. Remaining samples and waste should be disposed
ofusing disinfectants in accordance with national requirements for the safe handling ofpathogens
and parasites and the medical waste management requirements.

After the expiry date, the kits should be disposed of as class A waste. All components of the
medical device that contacted biological samples should be disposed of as class B (epidemically
hazardous) waste — in accordance with SanPiN 2.1.3684-21 “Sanitary and Epidemiological
Requirements for Medical Waste Management” for the Russian Federation.

The products should be destructed by licensed organisations at specially equipped sites, landfills
and rooms in accordance with existing federal laws, in compliance with the mandatory
environmental protection requirements, using methods approved by local agencies in charge of
sanitary and epidemiological welfare of the population.

The product should not be reused.

20. W arranties

The medical device is designed, manufactured and packaged in such a way that, ifused as intended,
its characteristics and effectiveness are not affected during transportation and storage, taking into
account the instructions and information provided by the manufacturer.

The manufacturer’s warranties shall apply to products that are stored and used in accordance with
the instructions for use, such as unexpired, unopened, intact and properly stored.

21. Labelling
Symbols used in product labelling.
Symbol Description
VD In vitro diagnostic medical device

Temperature limits

LOT Lot number

REF Catalog number

Manufacturer

Best before...

Coming Restricted For circulation on the territory of the Russian Federation
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CORNING

Instruction for use

Symbol Description
1 Refer to instruction for use
Don’t reuse

22. Complaints

Claims relating to quality (complaints). The procedure for filing complaints and handling them is
governed by civil law. Complaints can only be filed on such issues that are not related to
acceptance ofthe goods, made as per contract. For all questions related to the product maintenance,
please contact the manufacturer’s authorised representative. In case ofa complaint, please contact
the manufacturer and/or the authorised representative. The manufacturer’s authorised
representative in the Russian Federation.

10
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LIraT Maccayycerc
Oxpyr Mugiceke

07 oxrabps 2022 roja, KO MHE, HIKCIOMNMHCABIIEMYCS NyOIMYAOMY HOTapHyCY
BBIIICYNOMSHYTOrO 1NTATA, JMYHO #BHNach JDKyny BOHr H MOATBEPANIR HAa OCHOBAHWH
AOCTATOYHHIX CBHAZETENILCTB, MTO OHA ABMAETCH JMHOM, IbHM HMEHEM IIOJIMCAH MIpHIaraeMErH
JAOKYMEHT, TAKKe OHA MOATBEpAMNA, YTO JOMKHHKIM 00pa3oM YIONHOMOMEHA Ha COBEPIICHHE
caenyiomux aecramit. JimaHocTs o6paTaBIerocs KA S IIOATBEPKAAIO.

Jlopu Moraypo
/modnuce/

ITyGmmramsit HoTapuyc

fumamn/:

Jlopa Moraypo

IyGnwansit HoTapnyc

Maccauycerc

Cpok aeficTBrs MoHX nonHoMoqul ncTexaeT 27 auBaps 2028 roaa

Jns ciryxebHoro nonbsopanus komnaunel Kopuatr (Corning)
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NHCTPYKLUMS N0 NPUMEHEHMIO MEANLIMHCKOIO WU3aenmns

HaKOHeUYHMKN YHUBepCaibHble N1ACTUKOBbIE B LUTATMBax N 6e3 LTaTuBOB
ANa nabopaTopHbIX 403aTOPOB M POBOTU3MPOBAHHbIX CUCTEM
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MponsBoanTesb:

Coming Incorporated (KopHuHr HKopnopeiiTen)

Coming Incorporated, One Riverfront Plaza, Coming, New York
14831, USA

MecTo Npon3BOACTBA MEAMNLMHCKOTO U34enns

1. Corning Life Sciences (Wujiang), Co., Ltd., No. T03/17 Building, No.
1801 Pang Jin Rd., Wujiang Economic Development Zone, 215200
Jiangsu Province, China.

2. Coming Science Mexico, Avenida Industrial Del Norte S/N, Lote 1
Manzana 7, Parque Industrial del Norte, Reynosa, Tamaulipas C.P. 88736,
Mexico.

3. Sorenson BioScience dba Coming Incorporated, 6507 South 400 West,
Salt Lake City, UT 84107, USA.

4. Pacific Integrated Manufacturing, Col Linda Vista, 1089-1 Avenida
Prolongacion M Juarez, Tijuana, Baja California, 22054, Mexico.

5. Scientific Specialties, Inc., 1310 Thurman Street, Lodi, California
95240, USA.

6. Coming Incorporated Discovery Labware, 1 Becton Circle, Durham NC
27712, USA.

7. Coming Gosselin SAS dba Coming Incorporated, 123 route de Caestre,
Borre, Hazebrouck 59190, France.

YNoAHOMOYEHHbI NpeacTaBuTeNb (AUCTPUOLIOTOP)
KoMnaHun B Poccuinckon deaepaynm:

O6LwecTBO C OFpaHNYEHHON OTBETCTBEHHOCTbIO
«HTepMabCepBUC»

115035, Mocksa, yn. CagoBHuueckas, a. 20/13, c1p. 2

«YTBEPXOAK»/«APPROVE»
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Jozomun Kopuunz
HUHCTPYKLHA NO MPHMEHEHHIO MEAHLIKHCKONO H3ACTNA

Onucanne
1. HanmMeHOBaHHE
HakoHeiHAKH YyHHBepcanbHbie IUIACTHKOBble B INTATHBAX H 6e3 mTaTEsoB Aif
Ja6opaTopHBLIX A03ATOPOB H POGOTHIHPOBANHLIX CHCTEM:
1. HakoneuHMKH yHHBEPCAIbHbIE JUIA R038TOPOB Ge3 dmmbTpa oGpeMoM ot 10 Mxn a0 10 M,
2. HakoHeuRHKH YHUBEPCANEHEIE I 103aTopoB Ge3 pumstpa o6vemoM ot 10 Mk 10 1000 mx,
B OITATHBE.
3. HakoHEYHHUKH YHHBEPCANbHEIC 1T NO33TOPOB ¢ QUILTPOM o6bemom ot 10 Mxn xo 1000 ax.
4. HaxoHeuHHXH 1N poGOTHIHPOBAHHEIX CHCTeM Oe3 ¢unnTpa obbvemoM ot 10 Mxxn ao 1100
MK, B IDTATABE,
5. HakoHeuHHKH 218 pOCOTHIHPOBAHHLIX CHCTeM ¢ PuabTpoM o6seMoM oT 250 MKJI, B INTATHBE.

2. Haznagenne ‘

[penrasHateHo A4 OPHKPEIICHHS K BRIXOAHOMY OTBEPCTHIO HO3ATOPOB U poﬁomsnponanm
CHCTeM I11 mepeHoca TpefyeMoro o6beMa XKHAKOCTH B HEOOXONMMYIO EMKOCT.

2,1 Knacc NOTEHNMANBHONO PHCKA NPHMEHCHNA MCENMIIMHCKOTO H3JENHA B COOTBETCTBHH C
HOMEHKNIaTypHOl knaccapukanpeii MegumaHCKEX: 1

2.2 Tloxazauus

- NPAMEHAETCS KaK BCIOMOTATEIEHOE H3AEIMA It npoaeneunn KITHHEHYECKHX nccnenonalmﬁ
2.3 IIporasonoxasanus

= OTCYTCTBYIOT

3. (bymmuoumube HAHAMEHHE
BcnoMoraTennHoe CpeACTBO A AHATHOCTHKH in vitro.

4, Omucanme _

HakoHEUHHKH YHHBEPCATBHEIC TUIACTHKOBHE AN NAGOPaTOPHHX AO32TOPOB HpeNHAZHATCHEH
A4 HCTIONB30BAHHS C LIUPOKAM CIIEKTPOM ORBOXAHANBHEIX H MHOTOKAHANBHEIX HO34aTOPOB.
I'n6xue cTeHKY M pAA BHYTPEHHHUX YIUIOTHHTEBHBIX KOJEl O0SCICUHBAIOT HANEKHYIO MOCAAKY
¢ MEHBITAM YCHITHEM, HEOOXOAHMBIM JUIA 3aIpy3Kd H H3BACUeHHA. Taioke AOCTYMHB MOZENH C
yBEeANYICHHON JUIMHON H MIMPOKHM OTBEPCTHEM.

HakOHeUHMKH YHHBEPCANBHBIC [UIACTAKOBHE UM POGOTH3HPOBAHHBIX CHCTEM TIPOM3BOAAICA B
COOTBSTCTBHH ¢ TOYHEIME chnenupuKanuaMH, HOOXOMMMBEIMHE IS TO4HOM mocTaBxm Npob B
ABTOMATHIMPOBAHHEIX CHcTeMaX. HakoHeuHMKH DNpPOM3BOJETCA € HCIOJB30BaHHCM
BHICOKOKAYeCTBEHHEIX (OpM, 9TO OGeCHET RBAET TONHYIO COBMECTHMOCTE K CTaOHILHYIO
NOCAZKY. OTH HAKOHCUHMKH IPOM3BOAATCS ¢ MCONE3OBAHHEM aBTOMATH3AKH, TToOH
rapaHTHPOBATH OTCYTCTBHE 3arpA3HeHult U AedekTOB, KOTOPHIE MOTYT OMITH BHI3BAHE! PYYHEIM
nepeMenieHHeM,

5. O6aacTh npuMenenns
Kannugeckas naGopaTopHas AMArHOCTHKA.

6. Orpanmaenns
He ncnone3oBars Ans nenel, He OpeyCMOTPEHHBIX TPOH3BOAMTENIEM.

7. Cpok cayx6nt
IapanTritHEIf cpox rogsocTH — 3 roga.

' : 3
Jna cmyxebHoro nonpzopanua Kopausar Hng ofpainenns sa repparopun PO
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NoroTun KopHWHT
NHCTPYKLUMA N0 NPUMEHEHNIO MEANLIUHCKOTO M3Lenus

8. LleneBoli nonb3oBaTtesb
Bpaun, cneynanucTtbl KAMHWYECKMX NnabopaTopuid, npowejwue cneyunanbHoe 06y4veHMe WAw
MOATrOTOBKY MO NpoLeAypam aHaaM30B, B KOTOPbIX MCMOMb3YyeTCA CMCTEMA AMArHOCTUKM in Vitro.
9. Mepbl NPesoCcTOPOXKHOCTU
e T[lepes UCNONb30BaHWEM W3J4eNUS  BHUMATENbHO MNPOYUTANTE MHCTPYKLWIO NO
NMPUMEHEHMNIO BO M36eXaHue OWNBoK;
e HecobnwoaeHne MHCTPYKUMIA MOXET MNOBAUATbL Ha 6e30MacHOCTb WM pe3ynbTaT TecTa,
MONYYEHHOTO C MOMOLLbIO U3AENNS;
e CrTporo cobnwopaiitTe npaBuna, yCTaHOB/NEHHbIe Ballei opraHn3aLmneil;
* HapgeTb NnepyaTKM 1M NepPCOHaNbHYI 3alWMTy OT NEPEeKPecTHOro 3apaxeHus npu paboTe ¢
6uonornyecKnMu MaTepuanamn n peareHTamu nepej paboToii.
e  YTuansupoBaTb WUCMOMb30BaHHble HAKOHEYHWKKU, OuonpenapaTbl W peareHTbl B
COOTBETCTBMW C MECTHbIM 3aKOHOAATENbCTBOM WU NpaBuUiaMu.

TexHNnYeckne xapakTepucTuKu

MapameTpbl TpaHcnopTupoBKa XpaHeHue Vcnonb3oBaHue
Temnepatypa oT-10 80 + 45 °C oT-10 g0 + 45 °C oT +10 go +35 °C
BnaxHocTb <80 % <80 % <70 %

OTHOCMTENbHOIA OTHOCUTENbHOIA OTHOCUTENbLHOWA

BMaXXHOCTK BNAXHOCTK BNAXXHOCTK
ATMOC(epHoe 500- 1060 rMa 500- 1060 rMa 800- 1060 rMa
[laBneHme

XpaHUTb N3LeNMgd MOXHO TO/IbKO B XOPOLWO MPOBETPUBAEMbLIX MOMELLEHUAX B OTCYTCTBUU
arpecCmBHbIX Tra30B. N3berainte nonagaHna npamblX nyqeﬁ CBe€Ta, XpaHuUTe BAaanm OT
MCTOYHWNKOB Tenna N KOpposnn.

11. MaTepuanbl, N3 KOTOPbIX N3roTOB/IEHO MEAULUHCKOE n3genune
MeguunHCKOe n3genne U3roTaBnnBaeTcs U3 NOAMNPONMAEHA CM. TabNULY HUXKe, C OPraHU3MOM
yenoBeKa He KOHTaKTUPYIOT.

Ne Matepuan, mapka (MpovssoanTens) HaunmeHoBaHMe CcOCTaBHOW
n/n yacTu n3genusa
1 Tun - Noaunponunex (Polypropylene), HaKoHeuYHnKK

Mapka-USP VI9003-07-0,

MpounssoacTea - Corning Science Mexico S.A. de C.V.

Coming Life Sciences (Wujiang) Co., Ltd., Mekcuka

MUrMeHTLI:

Benblii - mapku Pantone 101

XenTblii - mapku Pantone 116C

CuHuin - mapku Pantone 3010

UepHbli1 - mapku Pantone Blacke
2 Tun- MenbbnoyH, PunbTp

Mapka - F5BL,

Mpoussoactea - Coming Science Mexico S.A. de C.V.

Coming Life Sciences (Wuiiang) Co., Ltd., Mekcuka
Bce paboTbl NpoBoAATCS B nepyaTtkax. MeguumnHCKoe n3fgenne He COLEPXUT B CBOEM cOCTaBe
NeKapCTBEHHbLIX CPELCTB, a TAKXKE HE COLEPXMUT MaTepPManos XMBOTHOIO U (1K) YeOBEYECKOTO
npoucxoxpaeHns. MeguuuHCKoe un3fenne He COLepXWUT B CBOEM COCTaBe BeLLECTB,

4
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NoroTun KopHWHT
NHCTpYKLMS N0 NPUMEHEHNIO MEAVLIMHCKOTO U3Aenms

KNnaccmuumMpyeMblX Kak «0nacHble» Uan «Tpebytouime cneymanbHbiX Mep NpesocTOPOXHOCTM»
npu 06paLLeHUN UMK XPaHEeHUN.

N3penns BanuampoBaHbl Ha oTcyTcTBue yenosedveckoin AHK, AHKa3, PHKa3, uHrubutopos
Mnup.

12. NMpnmeHeHMe

YH/BICaHHLE A BTGB
Ons nposefeHna paboTol Hﬂ(-?Hel-IHVIK repMeTUYHO HafeBaeTcqd Ha LWTyUep posaTopa -
nabopaTtopHoro npubopa, npegHasHayeHHoro Ans 3abopa M fJo3upoBaHMA npob6. 3a cuet
co3JaHna B CbEMHOM, TEepMETMYHO HaJeBaeMOM Ha WTyuep Jo3aTopa HaKOHeYHUKe
nornepemMeHHoO BakKyyMa WAW U30bITOYHOrO [aBleHusd, B pe3ynbTaTe Yero B HaKOHEYHWK
BCaCbIBaeTCA NN CIMBAETCA U3 HETO A03UPYyeMast XXULAKOCTb.

LA OO0 TVRA0EaHBK O/CTEM
Ons  npoBefeHus paboTbl B pPOOOTU3MPOBAHHON CUCTEME HAKOHEYHUK TepMeTUYHO
yCTaHaBNMBAETCA B aBTOMATMUYECKOM pexume B 6N10K [O3MPOBKWM fAns 3abopa M 403MpOBaHuUs
npo6. 3a cyeT co3faHWMA B FepMETUYHO YCTAHOBNEHHOM B 6/10Ke A03MPOBKW HaKOHEYHUKe,
NMonepemMeHHO BakKyymMa WAM M36bLITOYHOrO faBNeHWUs, B pe3ynbTaTe Yero B HaKOHEYHUK
BCacblBaeTCsA UMW CINBAETCA U3 HETO J03Mpyemas XULKOCTb

13. BHEWHW BUA N TeXHUYECKNE XapaKTePUCTUKN
HavnmeHoBaHue doTo MapameTpbl ™
HaKOHEeYHWKN YHMUBepCabHble 414 A03aTOPOB 6e3 hunbpa 06bemMom oT 10 mka go 10 ma.

HakoHeuyHVkun 6e3  unbTpa. OnnHa 32 mm

06beMoM 10 MK/ n LU [inametp 6,2 MM
Macca, He 6onee 0,15 r
Hanuuwne dunbTpa: HeT
LiBeT: npo3payHblii, rony6ori

HakoHeuHunkn 6e3  dmabTpa. OnvHa 51 mm
o6bemom 20 mkn, 200 mkn, 300 -l OvameTp 7,2 MM
MKI1. Macca, He 60nee 0,05 r
Hanuuwne dunbTpa: HeT
I P LiBeT: Nnpo3payHbIii, XXenTblii
N |
[nsa cny>XebHoro nonb3oBaHUa KOpHUHT [nsa obpaweHns Ha Tepputopumn PO
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Jozomun Kopuunz

HHCeTpyKima 10 NPAMEHCHHIO MEAULIMHCKOTO H3REIUS

Haumenopanne ®doro Hapamerphi*

Hakoneunuku Ges ¢unsrpa, Anana 78 MM

obsemom M1, 1000 Mxn Jnamerp 9,6 Mm
Macca, ue 6onee 1,0 r
Hanwane ¢unsrpa: Her
Liget: npospayHsllt, rovtyGol

Haxoneunuxkn 6e3 dunstpa,

obbeMoM 5 mn, 10 Mn Jnuna 145 MM
Juamerp 17,5 MM
Macca, ve 6onee 0,5 r
Hanuune ¢punerpa: Her
Lget: npospauHbli

I

HakoEeYHEKH yHHBEepCANbHbIE A4 Ko3aTopos Gea duanTpa obvemom ot 10 Mxx o 1000 mxa, B

ETATHRE.

Haxoseunnkn 6Ge3 dunetpa,
obpemom 10 M.

Jnuna 32 MM
Hnamerp 6,2 MM
Macca, He 6onee 0,151
Hanuume punbTpa: Her

Liget: mpospaunnii, ronyGoit
Hakonemnuxu Oes  ¢unetpa, Jnuna 51 MM
obremom 20 mxr, 200 Mxn, 300 Jnamerp 7,2 MM
ML Macca, ne Gonee 0,05 r

Hanwuwe punerpa: Her

Liger: npoapauHbifl, senTuiéi

6
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NoroTun KopHWHT
MHCTpYKUMA NO NpUMEHEHNIO MeLUUNHCKOro 13fenus

HanmeHoBaHMe ®oTo0 MapameTpbl™
HakoHeuyHVKn 6e3  ¢mnabTpa, OnvHa 78 mm
06beMOM MK/, 1000 MKN OvameTtp 9,6 MM
ﬁﬁh** Macca, He 6onee 0,05 1
Hannune punbtpa; HET
LLI ﬂ by p

LLBeT: npo3pauHblid, rony6oit

HakoHeYHUKN yHMBepcanbHble A5 403aTOPOB C PuAbTPOM 06bemomM 10 Mkn go 1000 Mk,

HakoHeuYHVKM ¢ (uabTpOM. OnnHa 32 mm
06bemom 10 MK, [vameTp 6,2 MM
Macca, He 6onee 0,15 r
| H Hannuve punbtpa: aa

LIBeT: npo3payHblii, rony6ori

HaKOHeUYHNKM C  PUILTPOM, OnnHa 51 mm
o6bemom 20 mMkn, 50 mkn, 100 HslIM [vameTp 7,2 Mm

mkn, 200 mKn, 300 MKn. Macca, He 6onee 0,35 1

7 p Hanuuune punbTpa: aa

LiBeT: npo3payHbiii

HakoHeUYHNKM C  (UIbTPOM, OnvHa 78 mm
o6bemom 1000 MKn H M JunameTp 9,6 Mm
Macca, He 6onee 1,05 r
N1 ||_|J Hanuune dunbtpa; fa
m kK J LiBeT: npo3payHbIii

mpi
= D

HakoHeYHUKN ana po60TU3MPOBAHHbLIX CUCTEM 6e3 unbTpa 06bemom oT 10 Mkn go 1100 mkn, B
wraTuee.
[ns cnyebHoro nonb3oBaHUa KOpHUHT [nga obpaleHnsa Ha TepputTopun PP
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NoroTun KOopHUHT
WHCTpYKUMA NO NPpUMEHEHUIO MeLULNHCKOro N3fenus

HavmeHoBaHue doT0 MapameTpbl’
HakoHeYHnKM ans OnvHa 32 mm
po60TU3NPOBaHHbLIX cUCTeEM 6e3 [nameTp 7,8 Mm
tmnbTpa, o6bemom 5 mkn, 10 Macca, He 6onee 0,05 r
MKI. Hannuue dunbtpa: HeT

LiBeT: Npo3payHbIii, YepHbIii
HakoHeYHUKuM ans OnnHa 59 mm
po60TN3MPOBaHHbLIX cUCTemM 6e3 [JvameTp 7,8 Mm
thunbTpa, o6vemom 20 mMkn, 30 Macca, He 6onee 0,55 r

MKn, 50 mkn, 70 mkn, 100 mKn,

200 MKN, 250 MK/, 300 MK, Hanuuve gunbTpa: Her

LIBeT: Npo3payHbIii, YepHbIA,

rony6oi
HakoHeuHuKK ans OnnHa 96 mMm
po60TU3NPOBaHHbLIX cUcTem 6e3 [uameTp 7,8 MM

(hunbTpa, 06LEMOM 1000 MKN Macca, He 6onee 0,05 r

Hanuune dunbTpa: HeT
LIBeT: Npo3payHbIii, YepHbIii

HaKoHeYHWNKM AN po60TM3NPOBAHHBIX CUCTEM C (OUIbTPOM 06bemMoM OT 10 MK o 1000 MKn, B

LTaTtuee.
HakoHe4yHVKN ¢ hunbTpom ans OnnHa 52 mm
p060TI/I3I/IDOBaHHbIX CNCTEM Ouametp 7,8 mm
06bemom 250 MK/, B LITATMBE. Macca. He 6onee 0.05 r

Hanuune dunbtpa: HeT
LiBeT: npo3payHsblii
JonycTumas norpewHoCcTb MaccorabapmTHbIX XapaKTepUCTUK cocTaBnseT +5%

14. Cuctema MeHegKMeHTa KadecTBa
Bce nsgennsa nvetoT ceptudukat ISO 9001 1 coOTBETCTBYIOT Tabnunue HUXe:

Ne OOKYMeHT Ha3BaHue JOKYMeEHTa
1 ISO 9001:2015 CucTtembl MeHe>XMeHTa KauecTBa. TpeboBaHuMA
' OR ISO 13485:2016
lpadnyeckne CUMBONbLI, WCMONb3YeMble Ha 3TUKETKax
2. ENISO 15223-1:2016 pac o 4
MeLULNHCKUX YCTPOICTB
3 EN 1041: 2008+Al WHhopmayus, npepocrasngaemas Npoun3BOANTENEM
' 2013 MeAULUHCKUX N3aennii
8
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Jlozomun Kopruna
HHCTPYKIHA O MPHMEHEHKIO MEAHLIKHCKOIO HIACHA

18. IapanTuu [Ipomssoaurens

TIpeAnpREATAE-NPOA3BOAKTENb TAPaHTAPYST COOTBETCTBHE TEXHHUECKHX XAPAKTCPHCTHK
MEeUIIMHCKOTO H3AEMNS BCeM TpeOoBaHHAM NPHMEHHMEIX HAHWOHAIBHEIX H MEKIYHARPOAHBIX
CTaHAapTOB NpH cobmoicHuH moTpeOuTeneM yCHOBHE 3KCIUTyaTallMH, TPAHCIIOPTHPOBAHHA H
XpaHCHHA Ha BECh CPOK N'OAROCTH, [IPH YCAOBHH, YTO YIIAKOBKa HE NOBPEKACHA.

16. 3amuTa okpyxawmeit cpeant

IIpouspomuTens rapasTApyerT Oe30NmaCHOCTh MCAMOMHCKONO  H3RENHd4, OTCYTCTBHE
HEAOIMYCTHMOTO PHECKA H MPATAHEHAA BpeAa XKH3HH, 3A0POBBIO IC/IOBCKA H OKpyXatomel cpene
OpH HCNONHE30BAHHM H3AENUA NO HA3HAYCHUIO H npn cOOMmONEHHH Mep MPEeNOCTOPOKHOCTH,

OPEAYCMOTPEHHBIX [IPOM3BOAHTENEM.

17. CrepmanHOCT
Usnenusa OAHOKPETHOTO IMPHMEHSHHS, MOCTARNNIOTCS He CTEPHILHEIMH, CTCPHIH3ALMA Nepen
HpHMEHEHAEM He TpefyeTcs.

18. VYnaxkoBkxa
HaxoHeYHRKHE YHHBEpPCATRHBIE 19 A03aTopoB Ge3 dpuasTpa obvemom ot 10 mxa o 10 mur.,
ynakoesiaior mo 200, 250, 1000 HaxoHewHHKOB B makeTe. 3areM mo S, 10, 20 makeros

YKIQALIBAIOT B TPAHCNOPTHYIO KOpOOKy.

HakoHeUHHKH YHRBEPCAJIbHBIC AN 103aTOpoB Ge3 duanTpa obnemom or 10 M xo 1000
MK/, B INTATHMBE YNAKOBHBaOT 1o 96, 100 HAKOHEYHMKOB B IITaTHBE, Xanee mo 5 u 10
MTATHBOB B KAPTOHHOM KopoOke Wi Gamne. 3aTeM mo 5, 10 xopobok HaM Gamler YKNaIsBalOT

B TPAHCTIOPTHYIO KOpoOKy.

HakoHeMHHKH YHHBEPCATLHBIE AIS A03ATOPOB ¢ $HIbTPOM ofnemom ot 10 MK a0 1000
MKJIL., YIAKOBHBAIOT no 1000 HakoHeYHHKOB B nakere. 3areM mo 5, 10 makeToB yKIAALIBAIOT B

TPAHCIIOPTHYIO KOPOOKY.

Haxoneanaku A1 poSoTn3uposaunbix cucrem 6e3 puasTpa obbemom ot 10 mxa a0 1100
MKJ, B INTATHBE YIAKOBEIBAIOT MO 96, 384 HaKOHEYHUKA B ITATHBE, Aanee 4, 5, 8, 10, 16, 24
IITATHBOB YIIAKOBHBAIOT B kOpoGky Wi Gammo. 3atem mo 2, 5, 8 kopobox wim 1o 5, 6, 30

GamieH YKIAALIBAIOT B TPAHCIIOPTHYIO KOPoOKy.

HaxoneanEKkH 218 poSOTHIHPOBAHHBIX CHcTeM ¢ GHIBTPOM o6bemoM 250 MK, B mMTAaTHBE
YINAKOBHBAIOT N0 96 HAKOHEYHMKOB B IITATHBE, Aanee mo 10 mrarnpoB B GamrHe. 3arem no 5

GamieH yKIaaHBAIOT B TPAHCIIOPTHYIO KOPoOKy.

19. YTramanus

Yrunusupylite onacHesie WM OHONOrAIeCKH HHOHIMPOBAHHEIE MATEpHANH B COOTBETCTRHH C
TpeGOBAHMAMH  BAllEro yupexiaeHus, (QemepalbHBIMM H  JNOKAMLHEIMH  TpeGOBaHUAMH.
Ocrasmmecs ofpastpl B OTXOZH CHEAYET YTHIHM3EpPOBaTh, MCIOMB3YS AEIHHGEOMpYIOMHE
CPCACTBA B COOTBEICTBHM HAUMOHANLHEIME TpeGoBanmaMu K GesomacHolt pabore ¢
NATOTEHHHIMH MHMKPOOPTraHH3MamMH M  Bo30y MTeNsiMH TNapasHTApHEIX . OonesHedl, mu
TpeGoBaHHAMH IO OGPAIICHMIO ¢ MERHITHHCKHMMH OTXOAAMH.

IMocne McTeueHHs CPOKA IOAHOCTH HaGOPH YTHIM3HDYIOTCA Kak OTXOMM Kimacca A. Bee
KOMITOHEHTHI MEIMLMHCKOTO H3IEMHs, BXONUBIIHE B KOHTAKT ¢ GHONOrHYECKUMH 00pasLiaMH,
YTHTH3APYIOTCA KaX OTXonml knacca b (snumemuuecku onacmwie) — ama PO no CanlluH

9
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NoroTwun KopHuHr
VIHCTPYKUMSA NO NPUMEHEHUIO MeAMLMHCKOrO U3genms

2.1.3684-21 «CaHUTapHO-3aNMaeMunonormyeckme tpeb6oBaHMsa K obpalieHnto ¢ MegULUHCKUMK
0TX04amMm».

YHUUTOXEHME OCYLLeCTBAETCA OpraHm3aLmMaMmn, UMeto LW MMN COOTBETCTBYIOLLYIO NIMLLEH3UIO, HA
cneynanbsHo 060pyAoOBaHHbLIX MNAowagkax, NOAWIOHaX WM B MOMELWEHUSX B COOTBETCTBUMM C
TpeboBaHMAMU, NPEAYCMOTPEHHbIMKU  cywecTBywWmMmn  degepanbHbiMU  3aKOHamMu, ¢
cobnogeHnem 0653aTenbHbIX TPe6OBaHNIA MO 0OXpaHe OKpPYXXar L e cpedbl, NpU MCNONb30BaHNN
MeTO[OB, COrflacoBaHHbIX C TEPPUTOPUANIbHbBIMWU OpraHamu, OTBETCTBEHHbLIMW 3a CaHUTapHO-
anMgeMmonormyeckoe 6narononyyme HaceneHums.

He ncnonb3oBaTb U3gesnne NoBTOPHO.

20. MapaHTMX NPOM3BOANTENSA

MeAULMHCKOE N3enne CNpPOeKTUPOBAHO, N3TOTOB/IEHO M yNakKOBaHO TakuMm 06pa3om, 4T0Obl BO
BpeMS UCMOMb30BaHWA MO HA3HAYEHUID €ero XapakTepucTukm ©n 3PPEeKTUBHOCTb He
nofsepranvucb OoTpuuaTeNbHOMY BO3AelCTBUMIO MPW TPaHCMOPTUPOBKE W XpaHeHuu, 6eps BO
BHUMaHWe MHCTPYKLUM N MH(pOPMaL MO, NpeaocTaBneHHyto Mponssogntenem.

MapaHTun MponsBoauTENs pacnpocTpPaHAeTCs Ha M3Aenuns, KOTopble XpaHATCA U UCMNONb3YHTCSA
B COOTBETCTBUMU C WHCTpPYKUMEl MO NPUMEHEHUNIO, TaKne KaK HernpoCpOYeHHble, HEBCKPbITbIE,
HEMOBPEXAEHHbIE N NPAaBU/IBHO XpaHsALLMecs.

21. CUMBO/IbI NPUMEHSIEMbIE NMPU MapKNPOBKe
CUMBONbI, UCMOMNb3YEMble B MAPKMPOBKE N3feNus.

CumBon O603HayeHue

VD MeAnLMHCKOoe YCTPOMCTBO ANA ANATHOCTUKM in Vitro

OrpaHuyeHne TeMnepaTypbl

LOT Homep naptuu

REF Homep no kartanory

H i MpoussoauTens

Mcnonb3oBaTh f40...

O6paTnTech K MHCTPYKLMM N0 NPUMEHEHUIO

3anpeT Ha NOBTOPHOE MCMO/b30BaHNe

22. Peknamauyus
MpeTeH3nn No KavyecTBy (peknamauumsa) Mopsgok NpeabsaBAEHNS peknaMalnii U OTBETOB Ha HUX
perynupyetca rpaxgaHckum npasoMm. Peknamauusa mMoXeT NpefbABAATbLCA TONbKO MO TakuMm
BOMpPOCaM, KOTOpPbIe He ABAANUCL NpeaMeTOM NpUeMKn ToBapa, MPOM3BEAEeHHON B COOTBETCTBUM
c ycnosumamum porosopa. [lo BceM Bonpocam, CBA3aHHbIM C 06CAY>XUBaAHUEM U3JeNus,
HeobXxoAMMO 06paTUTLCA K YNOMHOMOYEHHOMY MpeAcTaBuTento npoussopuTtend. B cnyuvae
peknamauuu obpawarbCs K MNPOU3BOAMTENO M / WA YNOJHOMOYEHHOMY MNpPefCTaBUTENIO
NPON3BOAMTENS. YNOMHOMOUYEHHbIV NpeAcTaBMTeNb NPON3BOAUTENS Ha TeppuTopumn Pd.

10

[Ona cny>ebHOro nofb3oBaHUs KOpHUHT [Ona obpalweHns Ha Tepputopun PP

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



Jlozomun Koprunz
HHCcTpYXUMa N0 NPHMEHEHAI) MEHLMHCKOTO H3ACIuA
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MepeBoA AaHHOI0 TEKCTA BbIMOHEH
nepesogunKom MaxTt>HoBbIM .Anekceem BnaanmmupoBuyem.

Poccuiickas degepauyns
"opog MockBa
[lBeHaaLaToro oKTA6ps ABe ThicAYM ABajLaTh BTOPOro roga

rop,,. Moo... Kope.

S. S Z —
Bnagumuposunya. [Je”enbCcTBYHO NOAMMHHOCTL NOANUCK NepeBoAynKa MNaxTyHoBa Anekces

Moanuch caenaHa B MOEM NPUCYTCTBUN.
JINYHOCTb NOAMMCABLLEr0 JOKYMEHT YCTaHOB/EHA.

3apernctpupoBaHo B peecTpe; No 77/2139-H/77-2022- Q V”DIK

YnnayeHo 3a coBeplleHmne HoTapuansHor*gencrteuns; 400 py6. 00 kow

KO.N. Bepemuii

BKCKpenaeHo neyBsTC nncra KCS\

BPWO HoTapuyca
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Poccuitckasa degepauyms
Fopog MockBa
UeTbIpHaALaToro oKTA6pa ABe ThiCAYM ABajLUaTb BTOPOro roja

A, Kopcuk Mapua AnekcaHApoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYH BEPHOCTbL KOMUW C
npeacTaB/EHHOro MHe JOKYMEHTa.

3aperncTpupoBaHo B peecTpe: Ne 77/2139-H/77-2022-
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