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State of Massachusetts)
) ss:
County of Middlesex)

On the 0~ day of August in Ue year 2022, before me, the undersigned, a
Notary Public in and for said stale, personally appeared Julie Wong, personally known to
me or proved to me on the basis of satisfactory evidence "0 be the individual whose name
is subscribed to the within instrument and acknowledged to me that he/she executed the
same in his/lier capacity, and that by his/her signature on the instrument, the individual,
or the person upon behalf of which the individual acted, executed the instrument.
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Instruction for use

Sterile multi-purpose plastic tips in racks for laboratory pipettes and

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

automated systems

Manufacturer:

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

Manufacturing sites:

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

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

3. Pacific Integrated Manufacturing, Col Linda Vista, 1089-1

Avenida Prolongacion M Juarez, Tijuana, Baja California, 22054,
Mexico.

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

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

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.

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

InterLabService Ltd., Co.,
Sadovnicheskaya str., 20/13, building 2, 115035, Moscow
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Coming Incorporated, 1978 442 2200

CORNING One Riverfront Plaza www corning.comflifesciences

Corning, New York 14331, USA
Instruction for use

Description

Description
1. Name
Sterile multi-purpose plastic tips in racks for laboratory pipettes and automated systems:
1. Sterile tips for automated systems without filter, 5 ul, 10 pl, 20 pul, 30 pl, 50 pl, 70 pl, 100 pl,
200 pl, 250 pl, 300 pl, 1000 pl in a rack, 96 pes/pack.
2. Sterile tips for automated systems without filter, 5 pl, 10 pl, 20 pl, 30 ul, 50 pl, 70 pl, 100 ul,
200 ul, 250 pl, 300 pl, 1000 pl in a rack, 384 pes/pack.
3. Sterile tips for automated systems with filter, 10 ul, 15 pl, 20 pl, 30 pl, 50 pl, 100 pl, 165 pl,
180 pl, 200 ul, 300 pul, 1000 pl, in a rack, 96 pes/pack.
4. Sterile tips for automated systems with filter, 10 pl, 15 pl, 20 pl, 30 pl, 50 pl, 100 pl, 165 pl,
180 pl, 200 pul, 300 ul, 1000 pl, in a rack, 384 pes/pack.
5. Sterile tips without filter, 10 pl, 20 pl, 200 pl, 300 pl, 1000 pl, in a rack, 96 pes/pack.
6. Sterile tips without filter, 10 pl, 20 pl, 200 pl, 300 pl, 1000 pl, in a rack, 100 pes/pack.
7. Sterile tips with filter, 10 pul, 20 pl, 50 pl, 100 pl, 150 pl, 200 pl, 300 pl, 1000 pl, 1100 pl, ina
rack, 96 pcs/pack.
8. Sterile tips with filter, 10 pl, 20 ul, 50 pl, 100 pl, 150 ul, 200 pl, 300 pl, 1000 pl, 1100 ul, ina
rack, 100 pcs/pack.

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

Sterile 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.

Sterile 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 sterile
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.

Corning Restricted For circulation on the territory of the Russian Federation
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Corning Incorporated, 1978 442 2200

CORJSIIMN C jr Riverfront Plaza, www.corning.com/lifesciences
Corning, New York 14831, USA

Instruction for use
Specification

7. Shelf life
The guaranteed 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;

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

» Strictly follow the rules established by your facility;

e 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 -10...+45 °C -10...+445 °C +10...+35°C
Humidit <80 % <80 % <70 %

umidity 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.

2. 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.

Table- Raw materials and materials

[tern Material, brand (Manufacturer) Product component
No.
1  Type — Polypropylene, Tips

Grade — USP VI19003-07-0,

Manufacturer — Coming Science Mexico S.A. de
C.V., Mexico

Corning Life Sciences (Wujiang) Co., Ltd., China
Colourants:

White — Pantone 101

Yellow — Pantone 116C

Blue — Pantone 301C

Black — Pantone Black

2 Type — Meltblown, Filter
Grade — F5BL,
Coming Restricted For circulation on the territory of the Russian Federation
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Corning Incorporated, t 978 442 2200
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Corning, New York 14831, USA
Instruction for use
Specification

[tem Material, brand (Manufacturer) Product component
No.

Manufacturer— Coming Science Mexico S.A. de

C.V., Mexico

Coming Life Sciences (Wuiiang) 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.
3. Method of application
Select a tip compatible with the pipette
- Putthe tip tightly on the pipette for manipulation. Don’t touch the tip with your hands. In
the case of a sterile tip, first put it on the pipette without removing it from the opened
package, and only then remove the tip from the package (rack).
- After the end of the work, the tip is thrown into a special container for collecting waste.

4. Appearance

Volume Photo Parameters
Tips for automated systems without filter

Sterile tips for automated systems Length - 32 mm

without filter, 5 pi, 10 pi Diameter - 7.8 mm
Weight, NMT 1.0g
Filter: no

Colour: transparent, black

Length - 59 mm

Diameter - 7.8 mm

Weight, NMT 1.0g

Filter: no

Colour: transparent, black, blue

Sterile tips for automated systems
without filter, 20 pi, 30 pi, 50 pi,
70 pi, 100 pi, 200 pi, 250 pi, 300 pi

Coming Restricted For circulation on the territory of the Russian Federation
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Corning, New York 14831, USA
Instruction for use
Specification

Sterile tips for automated systems Length - 96 mm

without filter, 1000 pl Diameter - 7.8 mm
Weight, NMTI1.Sg
Filter: no

Colour: transparent, black

Tips for automated systems with filter

Sterile tips for automated systems Length - 32 mm

with fllter, 10 pl, 15 pl Diameter - 7.8 mm
Weight, NMT 1.0 g
Filter: yes

Colour: transparent, black

Sterile tips for automated systems Length *59 mm
with fllter, 20 pl, 30 pl, 50 pl, 100 pl, Diameter - 7.8 mm
Filter: yes

Colour: transparent, black, blue

Sterile tips for automated systems Length - 96 mm

with filter, 1000 pi Diameter - 7.8 mm
Weight, NMTI1.Sg
Filter: yes

Colour: transparent, black

Tips without filter

Coming Restricted For circulation on the territory of the Russian Federation

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Corning Incorporated, 1978 442 2200

CO R N I N G One Riverfront Plaza, www.corning.com/lifesciences

Corning, New York 14831. USA
Instruction for use
Specification

Sterile tips without filter 10 pi Length - 32 mm
Diameter - 6.2 mm
Weight, NMT 1.0g
Filter: no
Colour: transparent, blue

Sterile tips without filter, 20 pi, Length - 51 mm

200 pi, 300 pi Diameter - 7.2 mm
Weight, NMT 1.0g
Filter: no

Colour: transparent, yellow

Sterile tips without filter, 1000 pi Length - 78 mm
Diameter - 9.6 mm
Weight, NMT 15¢g
Filter: no
Colour: transparent, blue

Ti th filter

Sterile tips with filter, 10 pi Length - 32 mm
Diameter - 6.2 mm
Weight, NMT 1.0¢g
Filter: yes
Colour: transparent, blue

Coming Restricted For circulation on the territory of the Russian Federation
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Corning, New York 14831, USA
Instruction for use
Specification

Sterile tips with filter, 20 pi, 50 pi,
100 pi, 150 pi, 200 pi, 300 pi

Length - 51 mm
Diameter - 7.2 mm
Weight, NMT 1.0g
Filter: yes

Colour: transparent

Sterile tips with filter, 1000 pi, Length - 78 mm
1100 pi Diameter - 9.6 mm
Weight, NMT 15¢g

Hp/\ﬂ Filter: yes

Colour: transparent

Sterile tips with filter, wide hole. Length - 51 mm
200 pi Diameter - 7.2 mm
Weight, NMT 1.0¢g
Filter: yes
Colour: transparent
Wide hole for pipettes: yes

Sterile tips with filter, wide hole, Length - 78 mm
1000 pi Diameter - 9.6 mm
Weight, NMT 15¢g
Filter: yes
Colour: transparent
Wide hole for pipettes: yes

Sterile tips with filter, multibarrier. Length - 32 mm

10 pi Diameter - 6.2 mm
Weight, NMT 15¢
Filter: yes
Colour: transparent

Coming Restricted For circulation on the territory of the Russian Federation
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Corning Incorporated, 1978 442 2200

CO R N I N G One Riverfront Plaza, WWAWW corning.comifesciences

Corning, New York 14831, USA

Instruction for use
Specification

Sterile tips with filter, multibarrier, Length m51 mm

20 pi, 200 pi Diameter - 7.2 mm
Weight, NMT 1.0g
Filter: yes

Colour: transparent

Sterile tips with filter, multibarrier, Length - 78 mm

1000 pi Diameter - 9.6 mm
Weight, NMT 15¢g
Filter: yes

Colour: transparent

* permissible tolerance for weight and dimensions is + 5 %

5. Sterilisation

The product is sterile when supplied in its original packaging. The product is sterilised by radiation.
The products are non-reusable. They cannot be re-sterilised. The products are sterilised by
radiation sterilisation, which provides a sterility assurance level of SAL 10", not affecting the
product quality. The acceptance criteria for the absorbed dose during sterilisation are doses in the
range from 15 to 55 kGy. Sterilisation is performed in accordance with the following standards:

ANSI/AAMI/ISO 11137-1:2006: Sterilisation of health care products. Radiation. Part 1:
Requirements for development, validation and routine control of a sterilisation process for
medical devices.

ANSI/AAMI/ISO 11137-2:2013: Sterilisation of health care products. Radiation. Part 2:
Establishing the sterilisation dose.

6. Quality management system

Item Document Document name

1

ISO 9001:2015 Quality management systems. Requirements

OR ISO 13485:2016

ENISO 15223-1:2016 Symbols to be used with medical device labels

EN 1041:2008+A1 2013 Information supplied by the manufacturer of medical devices
Packaging for terminally sterilized medical devices. Part 1:

ENISO 11607-1:2017 Requirements for materials, sterile barrier systems and
packaging systems
Packaging for terminally sterilized medical devices. Part 2:

ENISO 11607-2:2017 Validation requirements for forming, sealing and assembly

processes
Sterilisation of health care products. Radiation. Part 1
ISO 11137-1:2006 Requirements for development, validation and routine control

of a sterilisation process for medical devices

Coming Restricted For circulation on the territory of the Russian Federation
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Instruction for use
Specification
Item | Document Document name
. Sterilisation of health care products. Radiation. Part 2.
7. ISO11137-2:2013 Establishing the sterilisation dose

7. Manufacturer’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 shelf life of the product and that the packaging is
intact.

8. 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.

9. Packaging

® Sterile tips for automated systems without filter are packed in racks, 96 or 384 tips per rack
(sterile, consumer packaging). Racks of 4, 5, 8. 10, 16, 24 pcs. are packed in a group package
(cardboard box). Then 1, 5, 8 or 12 cardboard boxes are placed in a shipping box.

° Sterile tips for automated systems with filter are packed in racks, 96 or 384 tips per rack
(sterile, consumer packaging). Racks of 5, 10, 16, 24 pcs. are packed in a group package (cardboard
box). Then 5, 8 or 12 group packages are placed in a shipping box.

. Sterile tips without filter are packed in racks, 96 or 100 tips per rack (sterile, consumer
packaging). Racks of 5 or 10 pcs. are packed in a group package (cardboard box). Then 1 or §
group packages are placed in a shipping box.

o Sterile tips with filter are packed in racks, 96 or 100 tips per rack (sterile, consumer
packaging). Racks of 10 or 12 pcs. are packed in a group package (cardboard box). Then 1 or 5
group packages are placed in a shipping box.

10. Disposal

Hazardous or bio-contaminated materials should be disposed of in accordance with your facility’s
requirements, federal and local requirements. Remaining samples and waste should be disposed
of using disinfectants in accordance with national requirements for the safe handling of pathogens
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.

10
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Instruction for use
Specification

11. Warranties .

The medical device is designed, manufactured and packaged in such a way that, if used 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.

1
Corning Restricted For circulation on the territory of the Russian Federation
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Specification

12. Labelling
12.1. Symbols

12.2. 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 of the goods, made as per contract. For all questions related to the product maintenance,
please contact the manufacturer’s authorised representative. In case of a complaint, please contact
the manufacturer and/or the authorised representative. The manufacturer’s authorised
representative in the Russian Federation.

12
Corning Restricted For circulation on the territory of the Russian Federation
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NHCTPYKLUMS MO0 NPUMEHEHNIO MeAULINHCKOTO MU3enns

HaKoHeYHMKM CTepu/bHble YHNBEPCa/bHble N1aCTUKOBbIe B LUTATMBAX A5l
nabopaTopHbIX 403aTOPOB 1 POBOTM3MPOBAHHbBIX CUCTEM

MNpoussoauTens:

Coming Incorporated (KopHuHr VIHKopnopeiiTen)
Coming Incorporated, One Riverfront Plaza, Coming,
New York 14831, USA

MecTo npon3BoACTBa MEAULMNHCKOTO U3aenus:

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

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

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

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

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

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

7. Coming Gosselin SAS dba Coming Incorporated, 123
route de Caestre, Borre, Hazebrouck 59190, France.
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defepaumnn:
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Huctpykums 110 npEMeReH o «KopHHHT HHKOpnopsiiTen»
‘ Van PusepdponT Inasar, Kopnuuur,
Huo-Hopk 14831, CLIA

Onncanue
1. HanmeHoBaHNE
HakoHeYHHKH CTepUNbHEIE YHHBEPCAIHHBIC IUIACTHKOBHIC B INTATHBAX A JabOpaTOPHBIX
J03aTOPOB H pOGOTH3HPOBARHEIX CHCTEM:
1. Hakoneunuky crepubibie g poSoTHIHPOBAHAKX cHcTeM Oe3 gunbTpa, obbemoM 5 Mk, 10
Mk, 20 Mk, 30 MK, 50 Mxa, 70 Mxa, 100 Mxa, 200 Mxa, 250 mxn, 300 mxn, 1000 Mxn B ImTATHBE
no 96 mr./ym;
2. HakOHEUHHKH CTEPHAbHBIC V1A poGOTH3HPOBAHAEIX CHCTeM Ge3 punbTpa, o6beMoM 5 micn, 10
MK, 20 Mo, 30 Mo, 50 mxa, 70 Mx, 100 Mxa, 200 yMx, 250 mxon, 300 Mxa, 1000 Mxu1 B IraTuBe
no 384 wr./yn.;
3. HakOHeYHUKH CTEPHIBHHE A8 pOOOTHIBPORAHHLIX CHCTEM ¢ IbTpoM, oGbemoM 10 Mk, 15
MK, 20 Mxn, 30 M, 50 Mxor, 100 M, 165 mMxa, 180 Mk, 200 mxt, 300 Mxn, 1000 MKi1, B ITaTHBE
no 96 wr./ym.;
4. HaxoHeyHHKM CTepHIBHBE 118 poGOTHIAPOBARHKX CHCTEM ¢ QrIBTpoM, o6pemom 10 MK, 15
MK, 20 Mk, 30 Mxr, SO Mt 100 Mxa, 165 mxa, 180 Mxa, 200 mxn, 300 M1, 1000 Mxn, B MTAaTHBE
no 384 mr.yn.;
5. HakoneynuKH cTepwibHEIE Ge3 ¢unbTpa, obbemoM 10 miar, 20 mxn, 200 Mxn, 300 mxa, 1000
MKJI, B IITaTHRE 1O 96 WT./YN.;
6. Haxoneunuku crepunbinie Ge3 dunpTpa, o6seMoM 10 miur, 20 mxa, 200 mxa, 300 Mxa, 1000
MKI, B mratupe no 100 mr./ymn.;
7. HakoHeYHHKH CTepHALHLE ¢ PuabTpoM, obbemMoM 10 M, 20 Mxa, SO Mk, 100 Mk, 150 mxa,
200 mxn, 300 mxn, 1000 mxn, 1100 My, B mraTuse no 96 mr./yn.;
8. HakoHeunuxu cTepunbHbe ¢ GIILTpoM, o6semoM 10 Mk, 20 mia, 50 Mxot, 100 mx, 150 mxn,
200 mx, 300 mxn, 1000 mxor, 1100 Mxa, B mrratuse no 100 wr./ym.

2. Haznagenne

IMpeauasHaYeHk! A1 NPHKPEIUICHUA X BRIXONHOMY OTBEPCTHIO A03aTOPOB ¥ PpOGOTH3HPOBAHHEIX
CHCTEM Juid epeHoca TpebyeMoro o6beMa KHAKOCTH B HEOOXOAMMYIO EMKOCTD.

2,1 Knacc nmOTeHIHANTBHOrO pHCKa NMPHMEHEHAA MENHUHHCKOrO H3JIENHA B COOTBETCTBHH C
HOMEHKJIaTYpHOit KiaccHpuKaumelt MEAHLITHCKUX: |

2.2 Toxazanus

- IPAMEHAETCA KaK BCIIOMOTaTeNbHOe U3AeNHA A NPoBeeHHA KIHHKYECKHX HCCNeNOBaHAIH
2.3 IIpoTuBonoxasaHns

- OTCYTCTBYIOT

3. OyRKOROHAILHOE HASHAICHHE
BcnoMorartessHoe CpeacTBO AJS HATHOCTHKA in vitro.

4, Onucanne

HaxoHeYHHKH CTEpHAbHLIC YHHBEpCAIbHBIC IUTACTHKOBHIC U JIR0OPATOPHEIX J03aTOPOB
TMpCAHA3HAMCHH JUIA HCIIONB30BAHHA € IIMPOKHM CIIEKTPOM OAHOKAHANBHBIX H MHOTOKAHAIBHBIX
Z03aTOPOB.

I'n6GKHe CTEHKH H pAAl BHYTPeHHHX YIUIOTHHTENLHBIX KOJell 00ECIeYHBAIOT HANCKHYIO IIOCAIKY
C MCHBUIHM YCHIHEM, HCOOXOAHMBIM V1A 3arpy3KH H H3BJIeueHus. Taxke OCTYIHEI MOACHH C
yBeTHyeHHOH JUTHHOMH H IIMAPOKAM OTBEPCTHEM.

HakoHe HHKH CTepHILHBIE YHHBEPCAILHEIE ILIACTHKOBHC UIX POGOTH3HPOBAHHHIX CHCTEM
OPOH3BOAATCE B COOTBETCTBHM C TOYHBIMM crenuuxauuaMu, HeoOXOMMMBIMH IAS TOMHOH
ROCTaBKH Mpos B aBTOMATH3HPOBAHHBIX CHcTEMaX. HakOHEUHHMKA CTCPHIBbHBIC IPOU3BOAATCA C

3
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MHCTPYKLMA M0 NPUMEHEHUIO «KOpHUHT VIHKOpnopanTea»
YaH PueppoHT lMnasa», KOpHUHT,

Hbto-Mopk 14831, CLLA

MCNONb30BaHNEM BbICOKOKAYECTBEHHbIX (HOPM, YTO 06ecrneynBaeT MOMHYH COBMECTUMOCTb U
CTabunbHyl0 Nocafky. dTW HAaKOHEUYHWKM MPOW3BOAATCS C MCNONb30BaHWEM aBTOMaTM3auuu,
4TOObl rapaHTMpOBaTb OTCYTCTBUE 3arps3HEHUn U AedeKTOB, KOTOPble MOTYT ObiTb BbI3BaHbI
PYUYHbIM NepeMeLLeHNEM.

5. O6nacTb NPUMEHEHUA
KnuHnyeckasa nabopaTopHas AnarHoCTuKa.

6. OrpaHnyeHns
He ncnonb3oBaTb 414 LeNneid, He NpeAyCMOTPEHHbIX NPOU3BOLUTENEM.

7. CpOK rogHocTu

FapaHTMpPOBaHHbLIN CPOK FroAHOCTU - 3 rofa

8. LleneBoii nonb3oBaTesb

Bpauu, cneumanuctbl KIWHWYECKUX nabopatopuid, npolleflive cneyuanbHoe 00yyeHWe wunm
MOArOTOBKY MO npouefypamM aHann3oB, B KOTOPbIX UCMNO/b3YeTCA CUCTEMA AMArHOCTMKK in Vitro.

9. Mepbl NPesoCcCTOPOXXHOCTH

* [epes wucnonb3oBaHWemM W3JeNNs  BHUMATENIbHO NpoynTaiTe WMHCTPYKUUIO MO
NPUMEHEHUIO BO U36exaHune oWwnbok;

* HecobniogeHne UHCTPYKUWUA MOXeT MOBMMATL Ha 6e30MacHOCTb WM pe3ynbTar TecTa,
MONYYEHHOro C NOMOLLbIO U3Aenus;

» CrTporo cobntofainTte npaBuna, yCTaHOB/IEHHbIe BaLleil opraHu3aLuneii;

e HapgeTb nepyaTKy ¥ NEPCOHaNbHYIO 3alWUTY OT NMepeKpecTHOro 3apaxeHus npu pabote ¢
6uonornyeckMMu maTepranamm u peareHtamu nepef paboTow.

*  YTUnn3npoBaTb WCMNONb30BaHHbIE HAaKOHEYHWKW, 6Guonpenapatbl W peareHTbl B
COOTBETCTBUWN C MECTHbIM 3aKOHOAATe/IbCTBOM W/ MpaBuiamu.

TexHn4yeckoe onncaHume

MapameTpsbl TpaHcnopTUpoBKa XpaHeHve Vicnonb3oBaHue
Temneparypa ot -10 o + 45 °C oT-10 go + 45 °C ot +10 go +35 °C
BnaxkHocTb <80 % <80 % <70%

OTHOCUTENbHOA OTHOCUTE/NbHOM OTHOCUTE/NbHOM
B/I&XKHOCTM BIXKHOCTU BIXKHOCTH
ATmMOC(epHoe 500-- 1060 rMa 500-- 1060 rMa 800-- 1060 rMa
[laBneHue

XpaHUTb U3LeNNA MOXHO TO/IbKO B XOPOLUO MPOBETPUBAEMbLIX MOMELLEHUSAX B OTCYTCTBUM
arpecCmBHbLIX ra3os. W36eraiite nonagaHnsa npamMbIX ﬂyquI CBeTa, XpaHWUTe BAasin 0T UCTOYHNKOB
Tensaa n KoOpposnn.

2. MaTepuanbl, U3 KOTOPbIX U3roTOBMEHO MeAULIMHCKOE n3aenne
MeAnLMHCKOe U3AeNne N3roTaBIMBaeTCAa U3 NONUNPONUEHA CM. TabanLy HUXE, C OpraHM3mMom
YyenoBeKa He KOHTaKTUPYHOT.

Tabnuua - CeefieHMA 0 Cbipbe N MaTepuanax

[ns obpaweHns Ha Tepputopun PP
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MHCTPYKLMA N0 NPUMEHEHUIO «KOpHUHT NHKOpropanTes»
YaH PuBeptpoHT Mnasa», KOpHWHT,
Hbto-Mopk 14831, CLUA

Ne Matepuan, mapka ([Mponssogntens) HanmeHoBaHMe COCTaBHOW 4acTu
n/n nsgenna
1 Twun - NonunponuneH (Polypropylene), HakoHeYHNKM

Mapka - USP VI19003-07-0,
MpounssoacTea - Corning Science Mexico S.A. de
C.V., Mekcuka
Corning Life Sciences (Wujiang) Co., Ltd., Kutai
MurmeHToI:
Benblili - mapku Pantone 101
XenTblii - Mmapku Pantone 116C
CuHuii - mapku Pantone 301C
UepHblii - mapku Pantone Blacke

2 Tun - Menb6noyH, dunbTp
Mapka - F5BL,
MpownseoacTtea - Coming Science Mexico S.A. de
C.V., Mekcuka
Coming Life Sciences (Wujiang) Co., Ltd., Kutaii

Bce pa6oTbl npoBoasTcs B nepyatkax. MeauLUMHCKOe U3[enne He COAEPXMT B CBOEM COCTaBe
NeKapCTBEHHbIX CPEACTB, a TAKXE HE COAEPXUT MaTepUanoB XXMBOTHOTO W (M1KN) YeNIOBEYECKOTO
NpoucxoXxaeHus. MeauUMHCKOe WU3fenve He COAEPXMT B CBOEM COCTaBe BeELLECTB,
KNnacCcuuUmMpyeMblx Kak «0nacHble» UIn «Tpebytoline cneunanbHbiX Mep NPeaoCcTOPOXHOCTI»
Mpy 06paLLeHNN UNN XPaHEHUN.

3. Cnocob npuMeHeHUs

* BbibpaTb HaKOHEYHUK COBMECTUMbIA C NPUMEHSAEMbIM 403aTOPOM.

e T1NOTHO HajeTb HAKOHEYHUK Ha [03aTop ANA NPOBefeHWs MaHunynsuuii. Hu B Koem
C/llyyae Hesnb3A NnpukacaTbCs pyKaMu K HaKOHEYHUKY. B cnyyae CTepuibHOro HakKOHEeYHMKa ero
cnefyeT cHavana ofeTb Ha 03aTOp, He BbIHUMAS U3 BCKPbITON YNAaKOBKM, U TONIbKO 3aTEM U3BJIeYb
[103aTOp M3 YNaKoBKKU (LUTaTnBa).

» Tlocne oKoOHYaHMA paboTbl HAKOHEYHUK cOpacbliBalOT B CreLmanbHy0 eMKOCTb 4N1d c6opa
OTXOZ0B.

4. BHeWwHI Bug
O6bem doT0 MapameTpbl

HaKoHEYHUKMN AN po60TU3NPOBAHHbLIX CUCTEM 6e3 (hUNbTpa

HakoHeYHUKM  cTepufibHble  AN4 OnuHa 32 Mm
po60TM3NPOBAHHbLIX  CUCTeEM  6e3 [uameTp 7,8 MM
thunbTpa, o6bemom 5 Mk, 10 mkn. Macca. He 6onee 1r

Hanunune qunbTpa: Het
LLBeT: Npo3payHbIii, YepHbIi

[Ona obpalyeHns Ha Tepputopumn PP
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VHCTPYKLUNA Mo NPUMEHEHUIO «KOpHUHT NHKOpnopaliTea»
YaH PuBeppoHT Mnasa», KopHUHT,
Hbto-Mopk 14831, CLUA

HakoHeYHnKn  cTepusibHble  Ans OnuHa 59 mm
po60TU3NMPOBaHHbLIX  cucTem  6e3s [unameTp 7,8 MM
tunbTpa, ob6vemom 20 mkn, 30 MK,
50 mkn, 70 mkn, 100 mkn, 200 mKn,
250 mkn, 300 mks.

Macca, He 6oniee 11
Hanunuve qunbTpa: HeT
LiBeT: npo3payHblii, YepHbIli, rony6oi

HakoHeYHnKn  cTepusibHble  Ans OnuHa 96 mm
po60TU3NMPOBaHHbLIX  cUCTEM  6e3 [unameTp 7,8 MM

punbTpa, 06vemom 1000 MKN Macca, He Gonee 15 r

Hanunuve unbTtpa: HeT
LiBeT: Npo3payHblil, YepHbIii

HaKoHeYHUKN JN1s po60TUINPOBAHHbIX CUCTEM C (DUNbTPOM

HakoHeYHUKM  CTepufibHble  A4nd OnnHa 32 MM
PO60TU3NPOBAHHbIX cucTem c [unametp 7,8 MM

(GunbTpoM, 06beMOM 10 MK/, 15 MKA. Macca, He Gonee 1T

Hannuune dunbTpa: ga
LiBeT: npo3payHblii, YepHbIi

HakKoHeYHUKN CcTepunbHble e Aang OnvHa 59 mm
pOﬁOTVIBI/IpOBaHHbIX CUCTeM C OunameTp 7,8 MM
(hunbTpom, 06vemom 20 mkn, 30 MK,
50 mkn, 100 mkn, 165 mkn, 180 mkn,
200 mkn, 300 mKn

Macca, He 6onee 11
Hannuue gunbtpa: fa
LiBeT: npo3payHblii, YepHbIiA, rony60ii

[ns obpaleHnsi Ha TeppuTopun Pd

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



MHCTPYKLMSA MO0 NPUMEHEHNIO «KOpHUHT VHKOpnopaiiTea»
YaH PuBeptpoHT Mnasa», KOpHUHT,
lo-Vopk 14831, CLLUA

HakoHeYHNKM  cTepuNibHble AN AnnHa 96 Mm
po6OTU3NPOBAHHbBIX CUCTEM c [vnameTp 7,8 MM

GhunbTpom, o6Lemom 1000 MKn Macca, He 6onee 151

Hanvnuve qunbtpa: ga
LiBeT: npo3payHblii, YepHbIi

HaKoHeUYHUKH GunbTpa

HakoHeYHWKN  cTepunbHble  6e3
thunbTpa, 06Lemom 10 MK

OnuHa 32 mm

OnameTp 6,2 MM

Macca, He 6onee 1T
Hanunune dunbtpa: Het

T: MPO3payHblil, rony6oii

HakoHeYHUKU CcTepunbHble  6e3 OnvHa 51 mm
GhunbTpa, 06bemom 20 Mk, 200 MKA, [lnameTtp 7,2 MM
300 mKn.

Macca, He 6onee 1r
Hannuune dmnbtpa: HeT
LLBeT: npo3payHbIii, XXeNnTbli

HakoHeUYHNKK CTepunbHble  6e3
thunnbTpa, 06LEMOM MK, 1000 MKN

OnvHa 78 Mm

OnameTtp 9,6 Mm

Macca, He 6onee 15T
Hanuuve gunbTtpa: Het
LiBeT: npo3payHblil, rony6oi

HaKOHEYHUKN C PUNBTPOM

[ns obpaleHuns Ha Tepputopun PP
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MHCTPYKLMSA MO NPUMEHEHUIO «KOpHUHT VIHKopnopaiiTea»
YaH PuBeppoHT Mnasa», KopHUHT,
Hbto-Mopk 14831, CLLA

HakoHe4HVKK CTepu/ibHble c
hunbTpom, 06vemMom 10 MK/

OnuHa 32 mm

OnameTtp 6,2 MM

Macca, He 6onee 1r
Hanunuune dunbTpa: ga

LiBeT: npo3payHsblil, rony6oui

HakKoHeUYHUNKK CTepufbHble c AnvHa 51 mm
hunbTpom, 06veMom 20 MKA, 50 MKn, OunameTp 7,2 MM

100 mkn, 150 mkn, 200 mkn, 300 mkn. Macca. He 6onee 1r

Hannuue dunbTpa: ga
LiBeT: npo3payHbIin

HakoHeuHuKHN CTepUNbHbIE c OnuHa 78 mm

¢unbTpom, o6vemom 1000 mkn, 1100 Nunametp 9,6 MM

MK Macca, He 6onee 1,5 1
Hannune dunbtpa: ga
LiBeT: Npo3payHblii

HakoHeuyHnKu CTepusbHble c OnuHa 51 mm

(hUNBTPOM, C LUMPOKUM OTBEPCTUEM, [vameTp 7,2 MM

06bemom 200 mKn. Macca, He 6onee 1T

Hanunuwne dunbtpa: ga
LiBeT: npo3payHbIii
LLInpokoe oTBepcTUe A4N14 403aTOPOB: Aa

HakoHeuHUKn CTepunbHbIe c OnunHa 78 mm
(hMnbTPOM, C LUNPOKMUM OTBEPCTUEM, JvameTp 9,6 MM

o6bemoM 1000 mK. Macca, He 60nee 15T

Hannuune gunbtpa: ga
LiBeT: npo3payHblii
LLInpokoe oTBepcTune Ans L03aTOPOB: Aa

[Ona obpalyeHuns Ha Tepputopun PP
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WHCTPYKUMA MO NMPUMEHEHNIO «KOpHUHT NHKopnopanTea»
YaH PuBeppoHT Mnasa», KOpHWHT,
Hbto-Mopk 14831, CLUA

HakoHeYHUKu CTepunbHbIE o OnunHa 32 mm
OUNbTPOM, MHOro6apbepHble, Jvnametp 6,2 MM
o6bemom 10 MK Macca, He 6onee 1r
> Hanvuve dpunbTpa: fa
LiBeT: npo3payHblii
HakoHeYHNKN CTepusbHble c OnvHa 51 mm
OUNbLTPOM, MHOrob6apbepHble, [vameTp 7,2 MM
o6bemom 20 mk/, 200 MK. Macca. He 6onee 1r
Hannuune qnnsTpa: ga
LiBeT: npo3payHbIii
HakoHeuyHnKn CTepuUbHbIE c OnvHa 78 Mm
(*)VII'IprOM, MHOF06apbeprIe, plmame'rp 9,6 Mm
obvemom 1000 mkn. Macca, He 6onee 1,51

Hannuwne dunbrpa: ga
LiBeT: npo3payHbilii

*[00MNyCTMMas NOrpewHoCTb MaccorabapmnTHbIX XapaKkTepucTuk coctaenseT +5%

5. CTepunusauuna

M3genue nocTaBnseTcsa CTEPUIbHBLIM B YMaKOBKe 3aBO4Aa-U3roToBUTeNA. V3genne cTepunmsytoT C
nomouLbo  paguaumun. Wsgenua npefHasHayeHbl  UCKOUYUTENIbHO ANA  O4HOPA30BOro
ncnonb3oBaHMsa. He nognexaTr MOBTOPHOW cTepunusauuun. CTepunusaums NpPOBOAMTCS
paguaunMoHHOW  cTepunusaumeid, Kotopas obecrneuymBaeT  YpOBeHb  rapaHTUPOBaHHOWN
cTepunbHocT YC 10", He OKa3blBas HEraTUBHOIO BO3/eMCTBMA Ha Ka4eCTBO n3genms. B kayecTse
KpUTepmeB NPUeMIEMOCTH MOT/IOLWeHHON 403bl B NPOLEcce CTEPUN3aLMm yCTaHOB/EH Anana3oH
pos3 ot 15 fo 55 kIp. lMNMpouecc cTepnnnsaLmm ocyLLeCTB/IAETCA B COOTBETCTBMN CO CNeAYyOLLMMM
cTaHjapTamu:

ANSI/AAMI1/1SO 11137-1:2006: CTepunusauna MeAULWHCKON npoaykuuu. PaguauuoHHas
cTepunusayma - Yactb 1: TpeboBaHMs K pa3paboTkKe, Banumpgauum M TeEKyLWeMy KOHT PO
npouecca cTepunusaymm MEAULNHCKNX U3LENNIA.

ANSI/AAMI1/1SO 11137-2:2013: CTepunaumsauna MeaUULUHCKON npoaykuum. PagmnauyumoHHas
cTepuanzauuns - YHacTb 2: YCTaAHOBNEHUE CTEPUAN3YIO L, el JO3bI.

6. Cnuctema MeHe)XMeHTa KayecTsa

Ne  [JOKYMEHT HasBaHVe JOKYMeHTa
1 ISO 9001:2015 CucTembl MeHe)KMeHTa KayecTsa. TpeboBaHua
' OR ISO 13485:2016

2 ENISO 15223-1:2016 Fpaq)mquKme CUMBOJIbI, WCNOJIb3yeéMbleé Ha 3TUKETKaxX

MeANLMHCKNX YCTPOIACTB

[ns obpalyeHms Ha TeppuTopun PO
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VHCTPYKUMSA NO NPUMEHEHUIO «KOpHUHT VIHKopnopaiTea»
YaH PuBeptdpoHT Mnasa», KopHWHT,
Hbto-Mopk 14831, CLUA

Ne [OKYMEHT Ha3BaHue JOKYMeHTa
WHpopmauus, npegocrtasngemas npou3BoAMTENIEM
MeANLUHCKUX U3aenni
YnakoBka [Nf FOTOBbIX CTEPUIWN30BAHHbLIX MELULNHCKUX
4, ENISO 11607-1:2017 yCcTpolicTB. YacTb 1. TpeboBaHMA K MaTepmnanam, CTEPUIbHOM
6apbepHOli cUCTEME M YNaKOBOYHOM CUCTeme
YnakoBka [N TOTOBbIX CTEPUIN30BAHHbLIX MELULWHCKUX
5. EN ISO 11607-2:2017 ycTpoKcTB. YacTb 2: TpeboBaHuWA K Banupauum npowecca
(hopmMupoBaHUS, 3aneyvatbiBaHUA U COOPKU
Crepunusauna MegnunHCKUX m3genuin. Pagmauymsa. Yacte 1
6. ISO 11137-1:2006 TpeboBaHuA K pa3paboTke, Baaujauunm u TeKyllemy
KOHTPOAO npouecca CTepuansaunm MegnUNHCKNX n3aenuii
CTepunusaumnsa MeguUUHCKUX n3gennii. Pagmnaymsa. Yacts 2.
YcTaHOB/IEHME CTEPUNN3YIOLLEI A03bI

3. EN 1041:2008+A1 2013

7. ISO 11137-2:2013

7. FapaHTuUn NpousBoLnTeNs

MpegnpuatTve-nponM3BOANTENL  FApPaHTUPYeT COOTBETCTBME  TEXHUYECKUX  XapaKTepPUCTUK
MEeAMLUHCKOTO M34eNnna BCEM TPe6OBAHMAM MPUMEHUMBIX HALMOHaNbHbIX U MeXAYHapOoLHbIX
CTaHAapToB Npu co6n04eHUN NoTpebuTenemM YCnoBui akKcnyataunumn, TpaHCNOPTUPOBAHUA U
XPaHeHMNs Ha BECb CPOK rOLHOCTM, NMPU YCNOBUM, YTO YNaKOBKa He NOBPeXeHa.

8. 3awmMTa oKpyXatoLLen cpeabl

MpousBoguTeNb  rapaHTMpyet  6e30MacHOCTb  MEeAMLWMHCKOro  U34enuns,  OTCYTCTBUE
HeLONYCTMMOrO pucKa ¥ NPUYMHEHNSA BPeAa XU3HW, 340P0BbI0 YENOBEKA U OKpYXXatoLL el cpege
Npyv MCMNOJIb30BaHUM W3JeNnsA N0 Ha3HayeHW U Npu CO6MOAEHUU Mep MNPefOoCTOPOXKHOCTH,
npegycMOTPEHHbIX MPOU3BOAUTENEM.

9. ¥Ynakoska

e HaKoHeYHUKM CTepusibHble ANd  po6OTM3MPOBAHHBLIX  cucteM  6e3  uabTpa.
yNakoBbIBAKOTCA B WTaTUBLI Mo 96 wunm 384 HakoHeyHUKa (CTepuSibHasdA, NoTpebuTesbCKas
ynakoBka). LUTtatuebl no 4, 5, 8. 10, 16, 24 WT. 1N yNakoBbIBAIOTCA B TPYMnnoBy YMNakoBKY
(kapToHHaa kopo6ka). 3atem no 1, 5, 8 umnm 12 rpynnoBbiX YNakOBOK YKNajblBalOTCSA B
TPaHCMOPTHY KOPOGKY.

* HaKOHeYHUKWN CTepusibHble A1 PO60TU3NPOBAHHBLIX CUCTEM C PU/IBTPOM, YyNaKOBbIBAOTCH
B WITATMBbI 96 Unn 384 HakKOHEeYHMKa (CTepuU/ibHasA, NOTPebuTenbCcKas ynakoska). LLitatussl no 5,
10,16, 24 WwT. ynakoBbIBaOTCA B FPYNnoByt ynakoBKy (KapTOHHas Kopo6ka). 3atem no 5, 8 nnu
12 rpynnoBbIX YNaKoBOK YK/afblBatOTCA B TPAHCMOPTHYHO KOPOGKY.

* HakKOHeYHUKM CcTepunbHble 6e3 PunbTpa, yNakoBbIBAOTCA B WTaTUBLI No 96 nam 100
HaKOHe4yHuKa (cTepunbHas, noTpebuTenbckad ynakoska). LTatmeel no 5 wam 10 wr.
yNakKoBbIBAKOTCA B FPyNnmnoByk YNakoBKy (KapTOHHas Kopob6ka). 3atem no 1 unuv 5 rpynnosbixX
YyNakKoBOK YKNaAblBalOTCA B TPAHCMOPTHYHO KOPOOKY.

HaKoHeYHUKN CTepunbHble C (UNbTPOM, YNaKOBbIBAOTCA B WTaTuBbl nNo 96 wuam 100
HaKOHeYHMKa (CTepunbHasA, noTpebuTenbckas ynakoska). LlTatmebl no 10 wam 12 wrt.
yNnakoBbIBalOTCA B FPYNMOBY YNakoBKY (KapToOHHasa Kopobka). 3aTtem no 1 unum 5 rpynnosbIx

10. YTnnusauuma

YTununsnpyinte onacHble UM 61M0NOrMYeCKN UHPULMPOBAHHbIE MaTepuasbl B COOTBETCTBUM C
TpeboBaHUAMM  Ballero YyuypexzaeHus, efepanbHbIMA W JIOKaNbHbIMW  TpeboBaHUAMMN.
OcTaBwuecqd o6pasubl M OTXOAbl CnefyeT YTWAM3UPOBATb, WUCMOMb3YA [Ae3nHDUuUpyoLine
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VIHCTPYKLMA M0 NPUMEHEHUIO «KOpHWHT MIHKopnopainTea»
YaH PvBeptpoHT Mnasa», KOPHUHT,
Hblo-Mopk 14831, CLUA

CpefcTBa B COOTBETCTBMU HaLMOHaNbHbIMW TpeboBaHUAMY K 6e30MmacHOi paboTe ¢ NaTtoOreHHbIMU
MWUKpPOOPraHmM3Mamm © BO3GyaMTENsMU MapasuTapHbiX 60ne3Hein, u TpeboBaHUAMU MO
0bpaLleHmnto ¢ MeAULUHCKUMY OTX04aMW.

lMocne wucTeyeHMs cpoka rOQHOCTM Habopbl YTUAM3MPYKOTCA KakK oTXoAbl Knacca A. Bce
KOMMOHEHTbl MeAULMHCKOTO M3Aenuns, BXoAMBLUME B KOHTAKT ¢ 6MONOrnyeckuMmn obpasyamu,
YTUAN3NPYIOTCS KaK 0TX0Abl Knacca b (anugemmnyeckn onacHele) - 4ns P® no CanlMunH 2.1.3684-
21 «CaHMTapHO-3NMAEMUNONIOrNYecKne TpeboBaHMA K 06paLleHnio ¢ MeAULMHCKUMMN OTX04aMU».
YHUUTOXEHWE OCYLLECTBSAETCA OpraHn3almMamMmmn, UMetL MMM COOTBETCTBYHOLLYIO JIMLEH3NIO, Ha
cneynanbHO 060pyfAOBaHHbIX MoWajaKax, MNONUIOHaX W B MOMELEHUAX B COOTBETCTBUMU C
TpeboBaHUSAMKN, NPEAYCMOTPEHHbIMKU  CylecTBYOWMMN  PefepanbHbIMU - 3aKOHaAMKU, C
cobntofeHmnemM 06s3aTelbHbIX TPe6OBaHNIA N0 OXpaHe OKPYXXatoLLen cpeabl, MPW UCMONb30BaAHNN
MeTOZO0B, COrNacoBaHHbIX C TEPPUTOPUA/IbHBIMK OpraHamu, OTBETCTBEHHbIMU 3a CaHUTapHO-
3NMAEMMNONIOTMYECKOe 61arononyyne HaceneHus.

He ucnonb3oBaTtb n3genme noBTOPHO.

11. NapaHTUK

MeguumHCKoe n3genve CNpoeKTUPOBaHO, M3roTOBNEHO M YNaKoBaHO TakUM 06pa3om, 4TOoObl BO
BpPeMS UCMO/Ib30BaHUA MO Ha3HAYeHUIO ero XapakTePUCTUKN U 3PHEKTUBHOCTb He NOABEPrasncCh
OTpULAaTeNbHOMY BO34EeACTBMIO MPU TPAHCNOPTUMPOBKE W XpaHeHun, 6eps BO BHUMaHWe
WMHCTPYKUMU U UH(OpMaL Mo, NpefocTaB/eHHYo MponsBoanTenem.

MapaHTUK NPOM3BOAUTENSA PACMPOCTPAHAETCA HA U3LENNA, KOTOPbIE XPAHATCA U UCMONb3YHOTCH B
COOTBETCTBUWM C WHCTPYKLMENW NO MPUMEHEHUIO, TaKMe KaK HenpoCPOYEHHble, HEBCKPbITbIE,
HEMOBPEeXEHHbIe Y NPaBUNLHO XPaHALLMecs.

12. MapkunpoBka
12.1. CumBonbl
CunMBO/IbI, UCMOJIb3YEeMblE B MapKUPOBKe M3fenus.

CumBon O603HauyeHne

|VD MeAnUNHCKOe YCTPONCTBO AN AMarHOCTUKM in Vitro
OrpaHuyeHne Temnepartypbl
I| ot I Homep napTuu

REF Homep no katanory

MII MpounssoanTesns
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MucTpyxuus no npAMeNeHiio «Kopunrr Huxopnopoliteas
Yau Pusepdpont IInssax, Kopaunr,
Huo-Hopx 14831, CILIA

12,2, Pexaamanus

IMperenasm no xanecrsy (peKnaMalya) NOPAKOK NPEILABICRHA PEXIAMALMY H OTBETOB HA HHX
PeTYAUpYETCA IPAXIZHCKHM NPasoM. Pexnamaius MOXeT OPeXBABIATECA TONBKO IO TAKHM
BOTIPOCAM, KOTOPBIC HE ARLIKCH NPEAMETOM NPHEMKH TOBAPA, MPOM3BEACHRON B COOTBCTCTBHH
C ycnopusMu JoroBopa. II0 Bcem BORpOCAM, CBAIAHHHIM C OGC/IY)KHBAHHMCM MBAICRHA,
HCOOXOANMO OOPATUTHCH K YMOMHOMOYEHHOMY NPOACTABMTENIO NPOHIBOZMTeNs. B clydae
peKnaMauMu OGpAIATRC K NPOHIBOSMTENIO M / MAM YNOMHOMOYSHHOMY NPEICTABHTENIO
UPOH3BOAMTEIIA. Y NOMHOMOUCHHEH NPEICTABUTEN IIPOMABOAMTENA HA TeppHTOpHE PO,

12
Jina ofpautenns Ha reppuropsn PD

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




MepeBoA faHHOrO TEKCTA BbINOMHEH MepeBofYNKOM BylleHKOBbIM /BaHOM ButanbeBmnyem

noAanuMchb

Poccuiickaa degepayms
Fopog MockBa
MAaTHagLaToro ceHTAGPA 4Be ThiCAYM ABafLAaTb BTOPOro rofa

A, KOpakoBa [unaHa LLIeBKeTOBHa, BPEMEHHO MCMNOMHAKOLWAsA 0653aHHOCTM HoTapuyca ropoga MockebI™
Kopcnk Mapum AnekcaHApOBHbI, CBUAETENbCTBYH MNOAMMHHOCTL MOAMMUCKU MepeBofYUKa BylueHKoB(
MBaHa Butanbesnya.

Moanuck cienaHa B MOEM NMPUCYTCTBUM.
JIMYHOCTb NOANMCABLLENO JOKYMEHT YCTaHOB/EHA.

3apernctpupoBaHo B peectpe: X3 77/2139-H/77-2022-

YnnayeHo 3a COBepLUEHMe HOTapuanbHoro aeicteus: 400 pyo6.

MNOANUChH fepboBasA neyartb ~||6ollasa ~enVb »
HoTapuyca r. MocKBblI HoTapuwe~r/MfljCigfei
Kopcuk M.A. Kopcnk M.A. i

*1 L. KOpakoBa

Bcero npowHypoBaHo, Npoli”"BpoBaHo
M CKpenneHo neyatbio 26 nuct(-a,-0B).

BPWMO HoTapuyca: noarmncob

Pocculickas ®Pegepayums
Mopog Mocksa
MATHaAuUAaToro ceHTAGPS ABe ThiCAYN ABafLATb BTOPOro roga

¢, lOpakoBa [OnaHa LLleBKeTOBHa, BPEMEHHO WCMONHAKLWAaA 0693aHHOCTM HOTapuyca ropoga MoCKBbI
Kopcuk Mapun AnekcaHApOBHbI, CBUAETENIbCTBYIO BEPHOCTb KOMUU C MPeACcTaB/IeHHOro MHe JOKYMeHTa.

3apernctpupoaHo™'eecTpe: X9 77/2139-H/77-2022- ~

YnnayeHo 3a™e LuMe HoTapmanbHOro gencteusa: 1620 pyo6.

L. KOpakoBa

Bcero npowHypoBaHo, MPOHYMEPOBaHO
N CKPenaeHo nevatbio 26 nuct(-a,-0B).

BPWO HoTapuyca:
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