KOINums

Stale of Massachusetts)
) Ss;
County of Middlesex)

On the 2 2 day of August in the year 2022, before me, the undersigned, a
Notary Public in and for said state, personally appeared Julie Wong, personally known to
me or proved to me on the basis of satisfactory evidence to be the individual whose name
is subscribed to the within instrument and acknowledged to me that he/she executed the
same in his/her 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.

141 «

Notary Public

LORI mOGAURO
Motar/ Public
M.asMchui«U5
My Commission
Jan 27. 2028
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Instruction for use

Screw caps with “O”-ring for in vitro diagnostic for
0.5-2.0 mL tubes, sterile

. .

Manufacturer:
Corning 1
One Riverfront Plaza, Corning, 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, Tamanlipas 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 Califomia, 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. Corning Incorporated Discovery Labware, | Becton Circle, Durham NC 27712, USA.

7. Corning Gosselin SAS dba Corning 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
«YTBEPXAAIO» / <APPROVE»
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Coming Incorparated,
CORNING New Yo 14331.?1?:' combs.
Instruction for use Description
Description
1. Name

Screw caps with a “O"-ring for in vitro diagnostic for 0.5-2.0 mL tubes, sterile

2. Intended use

Designed to seal in vitro diagnostic laboratory tubes to protect contents from environmental
contaminants and to prevent spillage and/or evaporation of contents during transport or handling,
2.1. Potential risk class of the medical device in accordance with the nomenclature of medical
devices: |

2.2. Indications

- 10 be used as an auxiliary product for clinical testing

2.3. Contraindications

- none

3. Function

Caps guarantee the sealing of laboratory tubes for in vitro diagnostics, reliable closure, protection
of the contents from environmental contamination and prevention of spillage and/or evaporation
of the contents, for long-term storage and long-term incubation of tubes of the appropriate.

4. Description

Screw caps with a “O-ring for in vitro diagnostic for 0.5-2.0 mL tubes, sterile are comprised of a
heat-resistant plastic body and a seal ring, which makes the container air-tight. The caps are
available in the following colours: blue, brown, colourless, orange, red, white, yellow, green,
violet. The colour of the cap indicates the type of contents to be filled in the tubes the cap is
designed for.

5. 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 guaranteed product 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.

9. Precautions
o Before using the product, in order to avoid any mistakes please carefully read the
instructions for use;
o Failure to follow instructions may affect the test safety and its result obtained with the
product;
» Strictly follow the rules established by your facility.

Corning Restricted For circulation on the territory of the Russian Federation
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Instruction for use

Specifications

Parameters Transportation Storage Use
Temperature -10 .. +45 °C -10 ... +45°C +10..+3°C
- 80 % <80 % <70%

Humid N . . -

umidity relative humidity relative humidity relative humidity
Atmospheric
oressure 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
Item

No. Material, grade (Manufacturer) Product component
1 Polypropylene USP M 9003-07-0 (Corning Ca

Incorporated, USA) P
2 Silicone USP W 63394-02-5 (Dongguan Doit el i

Rubber Products Co., Ltd., China) ngs
Polymer colorants:

- Pantone 200C - Red

- Pantone 2603C - Orange

- Pantone 336C - Green

- Pantone 116C “ Yellow

- Pantone 300C - Blue

- Pantone 2593C - Purple

- Pantone White C - White

- Pantone 101 - Colourless

- Pantone 732C - Brown

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

After placing the sample in the tube, close it with the cap of the appropriate colour by rotating it
clockwise until it stops.

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



Instruction for use

4. Appearance

Name Part No. Photo
Colour:

- blue SCO-B-S - O (( (( O -
colourless, SCO-C-S -
orange SCO-0-S
red SCO-R-S
white SCO-W-S
yellow SCO-Y-S
green SCO-G-S
purple SCO-V-S
brown SCO-BR-S

5. Sterilisation

The product is not 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 J1J37-1:2006: 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.

7. Quality management system

Item Document Document name

ISO 9001:2015 Quality management systems. Requirements

OR 1SO 13485:2016

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

3 EN 1041: 2008+Al 2013  |nformation supplied by the manufacturer of medical devices
Packaging for terminally sterilized medical devices. Part 1

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

=) EN ISO 11607-2:2017  Validation requirements for forming, sealing and assembly

N

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

of a sterilisation process for medical devices
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CORNING 3? amf Coming,
Instruction for use Specifications
Item | Document Document name '
7. |1S0 11137-22013 Ss“:;ﬁm‘;"& I mmmmmm Radiation. Part 2.
8. 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 sheif life of the product and that the packaging is
intact.

9. 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.

10. Packaging

Caps are packed in 100 pieces, in a sealed polyethylene bag with a thickness of 55 microns,
forming a consumer package. Next 5 pcs. sealed bags are packed in a polyethylene bag with a
thickness of 55 microns forming a group packaging, which are packed in a box of 8 pes.

11, 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 — for the Russian Federation in accordance with SanPiN 2.1.7.2790 “Sanitary
and Epidemiological Requirements for Medical Waste Management™.

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.

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.

12. Labelling

12.1. Symbols
Symbols used in product labelling,

Coming Restricted For circulation on the territory of the Russian Federation
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Corning Incorporated,
CORN I NG One Riverfront Plaza, Coming,
New York 14831, USA
Instruction for use Specifications
Symbol Description
iVD In vitro diagnostic medical device

Temperature limits

LOT Lot number

RE F Catalog number

Manufacturer

Use before...

[:]E Refer to the instructions for use
TERLE R |

Sterile medical device

Do not reuse

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.

Corning Restricted For circulation on the territory of the Russian Federation
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Wspano juist cityxebuoro nosinzonsanust komnauun Kopnuni (Corning)
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BhInncka H3 TeXHRuYecKoil AOKYMEHTAINHH MEAHINHCKOT0 H3AeHYT

Kponuku BUHTOBbLIE ¢ KOABbLEBOH NPoKAaaKoiH A8 Npobupok Ans in vitro
AHATHOCTHKM o0bemoMm 0,5-2,0 Ma, crepuannbie

HpousBoauTENb:
Corning Incorporated (Kopuumr Unkopnopetitex)
One Riverfront Plaza, Coring, New York 14831, USA

MecTo npon3InoaCcTsa MEAHRHHCKOTO H3NCAHN:

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 Coraing 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. Corning Incorporated Discovery Labware, 1 Becton Circle, Durham NC 27712, USA.

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

Yuoanomouennnsii npeacrasurens (AucrpubuioTop) koMnanun B Poccnfickoit ®esepansus:
O6uiecTBO ¢ OrpaHUICHHOM OTBETCTBEHHOCTSIO «HHTep laGCeparcy
115035, Mocksa, yn. Cagoauueckas, a. 20/13, c1p. 2

«YTBEPXKIAIO» / «<APPROVE»
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. Ha 6nanke komnanuu « Kopruns» «Kopuuur Wnkopnopoitren»

Yau Pusepgponr I1nazay, Kopuunr,
Huio-Hopk 14831, CLWIA
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Ha Gacoixe xomnasnu «Kopimnzy «Kopttsmr Haxopuopatirea»

Vau Pueepdpont Inasas, Kopuwsr,
Hio-Hopk 14831, CILIA
Rucrpykuus no openeHenyio

Onucanne
1. HanMenonanue
Kpuilixs BHHTOBbIC ¢ KOTBUEBOH TIPOKAAAKOHN ANA NPOOHPOK V1A in VItro AHATHOCTHKN 00BEMOM
0,5-2,0 Ma, crepunbHBIE
2. Haznauenue
TlpepnasHaYeHo ANS repMernzauus naGopaTopHLIX MPOGHPOK A1 in vitro AWATHOCTHKH AIA
SAIATH CONEPAUMOTO OT 3AIPAHEHHIN U3 OKpYXaloWeH CpeAbl U NPeNOTBPANICHHS PAlTHTHS
H/WIH HCTAPEHHS COACPKHMOTO BO BPeMs TPAHCTIOPTHPOBKH WK 0GpaboTke.
2.1 Knacc noTeHMMANLHORO PHCKA MPUMCHCHHA MOMLMHCKOIO M3ECNHS B COOTBETCIBHE ¢
HOMEHKJIaTYpHO# Knaccudukaumeds MeaAumHHCKHX: 1
2.2 INoxazanus

= MPUMCHACTCA KAK BCIIOMOTaTeNbHOE H3ACAHA AN NPOBCACHHS KIHHHICCKHX UCCHIeIOBARHIH
2.3 [TporuBonoxasanus

- OTCYTCTBYIOT

3. OynxmuonabHEOC HAZHAYCHHE

Kpbiliky rapatiTApy1oT repMeTHsammio nabopaTtopHeiX mMpoGHpOK A in vitro AuarHocYWxm,
HACKHOC 3aKPHITHE, 3AWNTY CONCPKHMOTO OT 3aIPA3HCHHA OKpyAAIONmeH cpeA #
NPeROTBPALICHES PAMIHTHA H/WIM HCNMAPCHHA COACPXHMONO, A% AIRTEHLHOTO XpaHEHMS H
AsamTensHol HHKYGauHuK npoOHPOK COOTBETCTRBYIOETD 0G1EMA.

4. Onncanne

Kphitxu BUNTOBSIC ¢ KONbLIEBOI MPOKIALKO#H 1 MpoGHPOK in vitro guarkocTHkH 06seMoM 0,5
2,0 M7, CTePHILHBIS COCTOAT H3 TEPMOYCTONUHBOTO TUNIACTHKOBOTO KOPITYCA H YIIOTHHTEILHOTO
KOnbIa {(KONBLEBAS NPOKNAAKS), SAMINACT OT IPOHHKHOBEHHA Bo3ayxa, Kprunku sunyckaorcs
B CACAYIOWMX LBeTax: romyGol, KOpHuHeBBIH, GeclBeTHBIH, OpaHmxeBbid, KpacHbiH, Gemui,
xenrsill, seneHsi, GHONCTOBLE N0 UBETY KPHUIKA ONPEAENKIOT THI HANOMHBTSNS NMPoGHpOK,
JUIA KOTOPBIX HCMONB3YETCA KPHIIKA,

5. OGaacTh BpaMencaEAs
Knunnueckas 1abopaTopHas JHArHOCTHKA,

6. Orpannuenns
He ucnonssosate Ana uesel, He NpeAyCMOTPSHHEIX MPOR3BOAMTENCM,

7. Cpox roanocTR
[apantupoBannsiit CpoK roaHocTH — 3 ropa

8. Ilenesoii noab3oBaTENDL
Bpaun, CreNMANACTH KIHHHYCCKHX NaGopaTophii, mpomejume cneuManbioe oGydeHNe WIH
NOATOTOBKY IO NMPOLICAYPAM SHATH30B, B KOTOPHX HCMIONL3YETCH CHCTEME AUATHOCTHKA in Vitro,

9. Mepbi HpeaoCTOPOXKHOCTH
e [lepen wmcnombsoBaHmeM HINC/HA BHUMATENLHO MNPOYHTAATE MHCTPYKUMIO 110
APAMEHERMIO BO W3bexaHRe ommbok;
¢ Hecobmonenne WHCTPYKUMH MOXET TOBIHATL HA G€30NACHOCT: H PESYNETAT TeCTR,
HOAYYEHHOTO ¢ MOMOLUbIO H3/IEVINA;
¢ Crporo cobmopaiite npaBua, YCTaHOBNEHHbIC Balel OpraHnsaupe.

3
Jns cnyxeGuoro nonssopanns Komnanueli Coming («KopHunrs) HMna obpeuicnns sa reppaTopHn PO
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Ha branke kosmnanuu «Koprnunzy» «Kopuuur Mukopnopafiten»

Yan Pyaepq)pom IMnasza», Kopuuwr,
Hro-Hopk 14831, CIIIA
HHeTpyKumus no npuMeHeHunio

TexHuyeckoe OIMHCAHHE
1. Yc10BHUSl TPAHCHOPTHPOBKH, XPAHEHHN H NPHMEHEHHUS

Tlapamerpbi Tpaucnoprrposka XpaneHne " - IlpumeHenue ;-
Temneparypa ot -10 o + 45 °C ot -10 no + 45 °C ot +10 po +35 °C
< 80 % < 80 % <70 %
Bnaxxocts OTHOCHTENLHOMN OTHOCHTENbLHON OTHOCHTEILHOM
BJIQKHOCTH BJIAKHOCTH BJIQXXHOCTH
ATmocihepoe 500 ~ 1060 rlTa 500 ~ 1060 rTla 800 ~ 1060 rila
llaBlIeHUE |

XpaHUTb M3AENU MOXHO TOJILKO B XOPOLIO MPOBETPUBAEMBIX NOMELLEHUAX B OTCYTCTBHHM
arpeccUBHbIX ra3os. Msberaiite nonananus npsMbIx jyuei CBeTa, XpaHUTE BAATH OT HCTOYHHUKOB
TENJa ¥ KOPPO3UH.

2. MaTepna.nbl, H3 KOTOPLIX H3IOTOBJIEHO ME/ITHIIHHCKOE H3/1e/iHe
MeaMUMHCKOE H3Jleine H3roTaBiUBaETCs U3 MOJIHNPONUIICHA CM. Ta6nuuy HHXE, C OpraHH3MOM
UH€JOBEKA HE KOHTAKTHPYIOT.

Tabauua - Ceedenun o coipbe u Mamepuanax

Ne HaumenoBanue cocTaBHOif yacTu
Matepuai, mapka (IIpouszBoanTenn)

n/n H3ae A

1 MNonunponunen mapku USP VI 9003-07-0

(nponssoscTea Corning Incorporated, CI1IA) Kpoiuka

2 Cunuxon mapku USP VI 63394-02-5 (Dongguan

. N YnnorHuTensHble KONbla
Doit Rubber Products Co,. Ltd., Kuraii) t

ITurmenTtsl 40N MNOJTHMCpOR:

— Pantone 200C — KpacHbiii

— Pantone 2603C ~ OpaHxeBblii
— Pantone 336C — 3enennlii

— Pantone 116C — XKenthiit

— Pantone 300C — Tony6oit

— Pantone 2593C — Mduonerosblii
— Pantone White C — Benwii

— Pantone 101 - BecuserHniii
— Pantone 732C — KopHuHeBbi#i

Bce pabotsl npoeoaarcs B nepuatkaXx. MeAMUMHCKOE M3JE/IME HE COAEPXKUT B CBOEM COCTaBe
JIEKAPCTBEHHBIX CPEACTB, A TAKXKE HE COACPIKHT MATEPHAIOB KHBOTHOTO M (M/IH) 4eJIOBEYECKOro
MPOMCXONJ/IEHHs. MeNMUMHCKOE M3JACIAHE HE COQEPXMT B CBOEM COCTaBE BEILECTB,
KJIACCHPHUHMPYEMBIX KaK «OMacHLIE» HIIH «TPeOYIOIHE CTIeUHANBbHBIX MEP NPEAOCTOPONKHOCTH
npH 06palCHHUH WK XpaHEHHH.

3. Cnoco6 npumeHeHus
Tlocne pasMeiuenus obpasiia B npoGupke, 3aKpoATE ee KPHILKOW COOTBETCTBYIOWIErO LBETA
Bpailas 1o 4acoBOi CTpeENKe A0 ynopa.
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VIHCTPYKUMS MO NPUMEHEHWIO

4. BHelLHWin B1A,
HavnwveHoBaHve ApTUKYN doT0

T i scons ®OQUKO @

6ecuBeTHble, SCO-C-S

OpaH>X eBbI i SCO0-0-S -
KpacHbI SCO-R-S
Genblii SCO-W-S
XK eNnTbli SCO-Y-S
3efIeHbl i SCO-G-S

rnoneToBbLIN SCO-V-S
KOPUYHEBLIN SCO-BR-S

5. Ctepunusauus

|/|3,EI,EI'II/Ie MNOCTaBNAETCA CTEPWIbHLIM B YNakKOBKE 3aBOa-N3roTOBUTESA. I/Is,qenvle CTEPUNSYIOT C
NOMOLLBKO  pagvaLn. |/|3,IJ,el'Il/IFI npegHasHavyeHbl UCKMHOYUTENBHO A1 OAHOPa3oBOro
mcrosnb3oBaHna.  He nogniexxar I'IOBTOpHOI7I cTepunn3aLinn. Cr epunnsaumna NpoBoaUTCA
pa,qmaLLMOHHOVI CTepmnmsau,meVl, KOTOpasA obecneyvBaeT YPOBEHb rapaHTI/IpOBaHHOIZ
cTepunbHOCTM YC 107, He OKa3blBast HEraTVBHOMO BO3AEMCTBYIS HA KAYeCTBO M3ae/ns. B KadecTse
KpUTEPUEB NPUEM/IEMOCTI I'IOFJ'IOU.I,EHHOI7I [03bl B NpoLiecce crepunmsalimn yCctaHoB/IEH Auana3oH
003 oT 15,qo 55 Krp. |-|p0LIIE‘CC CTepUNN3aLIn OCYLLIECTB/IAETCA B COOTBETCTBUIA CO C/iEAYHOLLIMA
CTaHdapTamMu;

ANSI/AAMI/ISO 11137-1:2006: CTepwusaums MeLULWHCKOW npoaykKumn. PagnmayunoHHas
cTepunusauma - YacTtb 1: TpeboBaHuA K paspaboTKe, Banujaumm u TeKyw emy KOHT PO
npouecca cTeplwm3aunmm MegULNHCKNX N3gennid.

ANSI/AAMI/ISO 11137-2:2013: CTepunmsaumsa MeLULUHCKOW npoaykumu. PagnmaynoHHas
cTepunusaumsa - HacTb 2: YCTaHOBMEHWE CTEPUN3YIOLLEA L03bI.

1. CncTeMa MeHepKMeHTa KavecTsa

Ne  [IoKyMeHT HasBaH1e JOKymeHTa
L 1SO 9001:2015 CucTembl MeHepKMeHTa KavecTsa. TpeGoBaHumsA
" ORISO 13485:2016
ENISO 15223-1:2016 [pachnyeckie  CMMBOMbI,  CTONb3YeMble  Ha  3TUKETKaX
MELVLMHCKUX YCTPOVCTB
3 EN 1041:2008+A1 2013 iHcbopmaLis, npeocTae/semas MPOV3BOAUTENEM
MEANLHCKUX U3AEeNNIA
YnakoBKa /11 FOTOBbIX CTEPWUIN30BaHHbLIX MEAVLIMHCKIX
4. ENISO 11607-1:2017  yctpoiicT. YacTb 1 TpeGoBaHWs K MaTepuaniam, CTepuibHON
GapbEPHOI CUCTEME W YMaKOBOYHOW cuCTEME
YNakoBKa /11 rOTOBbIX CTEPUIN30BAHHBLIX MEOULMHCKUX
5 ENISO 11607-2:2017 YCTPOICTB. YacTb 2; TpeGoBaHMA K BanmpaLmm npoLiecca
(hopMMpPOBaHKA, 3areyaTbiBaHNs 1 COOPKY
CrepyvzaLms MeAUUMHCKUX M3aenmiA. Pagvaums. Yactb 1
6. 1SO 11137-1:2006 TpeboBaHMs K pa3paboTke, BaMMpauMn U TeKyllemy
KOHTPO/IHO NpoLiecca CTEPUIN3aLIN MEAULMHCKUX V3LENNA
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Ha 6aanxe xomnanuu «Kopnune » «Kopnuur Hukopnopafitea»
Yau Puscpdpont MNnasa», Kopuusr,
Hrio-Hopk 14831, CLIIA
HHCTPYKLHS 110 NPUMEHEHHIO

No | loxyment 7 HasBaune goxymenra
7. 11SO 11137-2:2013 Crepunusauns MeAMUMHCKHX M3acauii. Panuauus. Yacts 2.
YCTaHOBJIEHHE CTEPUAN3YIONIEH O3B

8. FapanTHH npousBoauTeN St
[lpennpuaTHe-npoOM3BOAUTENb  [APAHTHPYET COOTBETCTBUC TEXHHYECKHMX XapaKTepHCTHK
MCIOHUHHCKOrO U31ENIHUA BCCM TPCGOBaHHSIM NMPUMEHUMBIX HAaLlHOHAJIBLHBIX U MC)KZI)’HﬂpOllelX
CTaHNapTOB NpH COGMOACHHH NOTPEGHTENEM YCIOBUH IKCITyaTaLMH, TPaHCTNIOPTHPOBAHHUA H
XpaHCHHA Ha BEChb CPOK rO1HOCTH, MpH YCJIOBHH, UTO YNaKoBKa HE noBpexacHa.

9. 3amuTa okpykaomei cpeanl
Tlpousgoautens — rapaHTHpyeT — G€30NAaCHOCTh  MEAMUMHCKOTO  M3JENHS,  OTCYTCTBHE
HEJ0TMYCTUMOrO PUCKa M NPUYHHEHHUS BPEJia XU3HH, 3]0pPOBLIO YENOBEKA M OKpYXKaloWed cpese
NMpH MCMONL3OBAHMM M3AENHSA TI0 HA3HAYEHWIO M NpH COOMIOACHUH MEp NpPEOCTOPOXKHOCTH,
NPeNyCMOTPEHHDBIX MPOU3BOAUTEIEM.

10. YnakoBka
Kpbiwku ynakoBbiBaiotcss no 100 wT., B UONMITHICHOBBI MAaKET TOMILMHON 55 MKM
oGpasytowmit noTpe6uTensCKyIo ynakoBky. Jlanee 5 WiT., repMETHUHBIX NAKETOB YAKOBbIBAIOTCS
B MaKET NMONWITUICHOBBIA TONMLMHOA 55 MkM 06pasylowmit rpynnosyio ynakoBKy, KOTOpbie
yNaKoBLIBAIOTCA B KOPOOKY no 8 .

Il. Yrunuszanusa
YTuausupyiite onacHble MM GHONOFHYECKH MHOUUMPOBAHHBIE MATEPHANBI B COOTBETCTBUH C
TpeOOBaHMAMHM  BALUETO  yupeXiaeHus, (elepanbHbIMH M JIOKAJILHLIMH - TPeGOBAHHAMY.
OctaBunecs o6pasubl ¥ OTXOAbI CNEAYET YTHIM3MPOBATh, WCMONB3YS AE3MHPHUMPYIOLLUE
CpeacTBa B COOTBETCTBHM HALMOHAILHBLIMH TPEGOBaHHAMM K Ge30nacHoi paGoTe ¢ NaTOreHHLIMM
MHKpPOOpraHM3MaMd U BO3OYAMTENAMH napasuTapHelX GonesHedt, W TpeGOBAaHMAMH 1O
06palleHHIO ¢ MEANLIMHCKHMH OTXOJaMH.
ITocne ucreuenns cpoka roaHocTH HaGOpbI YTHAMIHPYIOTCA KaK oTXoasl khacca A. Bce
KOMITOHEHTbl MEAULIMHCKOTO M3AENHsA, BXOAMBIUME B KOHTAaKT ¢ GHOMOrnYeckuMu obpasuamy,
YTHAHU3UPYIOTCA KaK OTX0/b! Kilacca b (annaemuuecku onacheie) — nias P® no CaulluH 2.1.3684-
21 «CanuTapHo-3n41EMHONOTHYECKKE TPeGOBAHMS K OOpAILIEHHIO C MEAULIMHCKUMM OTXONAMHY.
YHHYTOXKEHHE OCYWIECTBIIACTCA OpraHv3atiHsaIMH, HMEIOLLHMH COOTBETCTBYIOWNYIO JIHLUCH3NIO, Ha
cneunanbHo 00OpYNOBaHHBIX NMNOLIAAKAX, MOJMIOHAX W B MOMEIIEHUAX B COOTBETCTBHH C
TpeGOBaHNAMYM,  NPEJYCMOTPEHHBIMH  CYWECTBYIOWMMH  DeJepalibHbIMH  3aKOHaMM, ¢
cobmoeHueM 06s3aTenbHLIX TpeGOoBaHMH 110 OXpaHe OKPYXAIOWEH CPeabl, IpH HCNOJb3OBAHNH
METO/108, COTACOBAHHBIX C TEPPHUTOPHANBLHBIMH OPTaHAMM, OTBETCTBEHHBIMM 3d CAHHTAapHO-
3MHAEMHONOrHYECKOE 61arononyyte naceaeHus.
He ncnonb3oBaThk H3genne nosropHo.

I'apanrun
MeauunHckoe u3genue CpoeKTHPOBAHO, M3rOTOBICHO M YNaKOBaHO TaKMM 06pa3oM, 4TOGbI BO
BpEMsl UCMOJIb30BAHHA MO Ha3HAYEHHUIO €ro XapaKTEPUCTHKH U 3 EKTUBHOCTD HE NONABEPraiuCh
OTPHLATEILHOMY BO3ACHCTBUIO TNpPU TPAHCIOPTHPOBKE M XpaHeHuW, Oeps BO BHHMaHHe
HHCTPYKUMH W HHDOPMALIMIO, IPEAOCTABIEHHYIO MPOUIBOANUTEINEM.
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Ha 6nanxe komnanuu « Kopruue» «Kopuunr Uukopnopaiiteas
Yau Pusepdpont IMaasan, Kopuunr,
Helo-Hopx 14831, CILIA
Huerpykius no npumenennio

Fapamuu NPOU3BOIHTE/IA pacNpOCTpaHIETCs HAa H3CJIHA, KOTOPbIC XPAHATCA U HCNOJIB3YIOTCA B
COOTBETCTBHM C HHCTpPYKUHEH no NPAMCHCHHKIO, TaKHE KaK HCNPOCPOYEHHBIE, HCEBCKDBITHIC,
HCMOBPEXKACHHBIC H NPAaBHJIBLHO XpaHsawuec.

12. MapkupoBka
12.1. CamBoJIbI
CHMBOIIbI, HCMIONIB3yEMbIE B MAPKUPOBKE M3JIEIIHS.

12.2. Pekaamauus
[Ipetensuun no kauecTsy (peknamanns) [TOpPsAOK NPENAbABICHNS PeKNaMaLMil H OTBETOB Ha HMX
PCTYJIMPYETCA rpaXAaHCKUM MNpaBoM. PexnaMalis MOXET MpPeaBLABIATLCH TOJBKO MO TAKHM
BOMpPOCaM, KOTOPLIC HE ABJISJIUCH NMPEAMETOM NPHEMKH TOBapa, MPOU3BEJEHHOl B COOTBETCTBHH
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Ha Gaaine xomnarm «Koprszy «Kopuumr Unkopriopoitrens

Yan Pasepdponr Tnazar, Kopuusr,
Hsso-Hopx 14831, CILIA
HucTpykuns 0o npuMenensio

¢ YCnoBHAMH JaoroBopa. Ilo BceM BONpOCaM, CRABAHHBIM ¢ OOCAYXHBAHHMEM M3ACIHS,
HeoOXonuMO OOpaTHTECA K VNONHOMOYCHHOMY NPEACTABHTENIO npomssoanrena. B caywae

PCKTIAMALHH OOpAIATECA K NPOMIBOAHTENO H / WM YNONHOMOMCHHOMY MpEICTABHTEIIO
NPOA3BORUTEAA. YIONHOMOUEHHbIH IPEACTABHTE/Ib NPOH3BOAKTENL HA TCPPRTOPHH PD.
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MepeBof AaHHOr0 TEKCTA BbINO/IHEH NePEBOAYMNKOM ByLLIEHKOBLIM VBaHOM Butanbesnyem

MNOAMUCH

Poccuiickasa ®egepaums
Mopos MockBa
MATHagLaTOro CeHTA6pPA ABe ThicAYM ABafLaTb BTOPOro roja

A, FOpakosa [yaHa LLleBKeTOBHa, BPEMEHHO MCMOMHAKOWAA 0653aHHOCT HOTapuyca ropogda MockebY
Kopcnk Mapun AnekcaHapoBHbI, CBUAETENLCTBYHO MOA/IMHHOCTL MOANUCK NepeBofunKa byllieHKoB™
VBaHa ButanbeBmya.

[Moanues caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTL NOANKMCABLLIErO JOKYMEHT YCTaHOB/IEHA.

3aperucTprpoBaHo B peectpe: Ne 77/2139-H/77-2022-

Ynna4eHo 3a CoBepLLIEHNE HOTapuanbHOro aeicTams: 400 pyo.

noAnuch rep6oBas neyatb
HoTapuyca r. MoCcKBblI
Kopcuk M.A.

Bcero npoLuHyposaHo, m<sTymM»BaHO
1 CKPenieHo neyatbio 17 nncT(-a,-0B).

BPWNO HoTapuyca: noanncCob
Poccuinickasa depepauyuns

Mopos MockBa
MAaTHagLaToro ceHTAGPA ABe ThicAYM ABajLaTb BTOPOro roga

A, KOpakosa [uaHa LLIeBKETOBHa, BPEMEHHO WCMOHSAOLLAA 0653aHHOCTM HOTapuyca ropoga MockBbl
Kopcrk Mapum AnekcaHL Hbl, CBUAETENLCTBYHO BEPHOCTbL KOMUW C MPEACTaB/IEHHOr0 MHE JOKYMEHTA.

3apervcTpumposal 139-H/77-2022- ~ A

YnnayeHo 3a |Llan*H(" pelicus: 1080 py6

. LW KOpakosa

Bcero npoLUHypoBaHo, NPOHYMepPOBaHO
W CKperieHo neyatbto 17 nmcT(-a,-0B).

BPWO HoTapuyca:
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