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State of Massachusetts)
) Ss:
County of Middlesex) ~

On the 13~ day of December in the year 2021, 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.

M u—

Notary Public

LﬁRi tOGA. Ait0

My CwnmHiJon EiQiirtt
Jtn 27. 202*
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Microcentrifuge tubes, sterile, in different versions

Manufacturer:
Corning Incorporated
One Riverfront Plaza, Corning, New York 14831, USA

Manufacturing sites:

1. Coming 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. Corning 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

«YTBEPXKIAIO» /| <xAPPROVE»
; RA Mhngaee

donacuoche/position)

Julil V\IC{M

(ums/name)
\A-DEA-20U
(noonucwy/signature)

M.IL /Stamp
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Microcentrifuge tubes, sterile, in different versions:
1. 0.6 mL graduated microcentrifiige tubes
2. 15 mL graduated microcentrifuge tubes
3. 1.7 mL graduated microcentrifuge tubes
4. 2.0 mL graduated microcentrifuge tubes

2. Intended use

Microcentrifiige tubes, sterile, in different versions are desired for storage, transportation, mixing
and centrifugation of biomaterial.

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
Containers for laboratory consumables (e.g., reagent or other material associated with in vitro
diagnostics for separation by centrifugation).

4. Description

Laboratory tubes are cylindrical containers of different heights and diameters, with a semicircular,
flat or tapered bottom; 0.6; 1.5; 1.7; 2.0 ml, made of polypropylene (PP). The tubes are compatible
with laboratory centrifuges and other devices for convenient positioning of laboratory glassware.
Ti~tly capped tubes provide a favourable environment for storing and transporting sensitive,
volatile preparations, helping personnel to avoid contact with hazardous substances.

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 Ufe
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

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

Coming Restricted For circulation on the territory o f the Russian Fwleration
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SpecificitioDs
» Failure to follow instructions may affect the test safety and its result obtained widi the
product;
« Strictly follow the rules established by your facility.

Specifications

Parameters Transportati<m Storage Um
Temperature -10...+ 45‘C -10...+445 X +10...+35X
Humidity <80 % <80% <70%

relative humidity relative humidity relative humidity
Atmospheric 500- 1060 hPa 500- 1060 hPa 800-1060 hPa
pressure

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 Material, grade (Manufacturer) Product component
No.
1  Type — Polypropylene, Microcentrifuge tubes

Grade — USP VI19003-07-0,

Manufacturer — Coming Science México 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

The order of work is determined by the objectives of the study.

The tubes are placed in a rack, an aliquot of the analytical material and/or the reaction mixture is
introduced into them using a semi-automatic pipette, the tubes are closed and either pl*ed in
storage, or a reaction is carried out in them, or they are placed in an amplifier.

All tubes are for single use only.

Coming Restricted For circulation on the territory of the Russian Federation
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4. Dimensions/appearance
Patameters.
0.6 mL graduated microcentrifuge tubes

1.5 mL graduated microcentrifuge tubes

1.7 mL graduated microcentrifuge tubes

2.0 mL graduated microcentrifuge tubes

General characteristics - tubes are compatible with Eppendorf
* permissible tolerance for weight and dimensions is + 5 %

§. Sterilisation (for sterile products)
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 105, not affecting the
product quality. The acceptance criteria for the absorbed dose during sterilisation are doses in the
range from 10 to 40 kGy. Sterilisation is performed in accordance with the following standards:
s
Coming Restricted For circuiation on the territory of the Russian Federation
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Coming Incorpontod,

CORN I NG On* RIverhont PiK*, Coming.
New York 14831, UGA
Instruction for use Specifications

ANSI/AAMJ/ISO H137'1:2006: Sterilisation of health care products. Radiation. Part I:
Requirements for development, validation and routine control of a sterilisation process for
medical devices.

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

6. Quality management system

Item Document Document name
1 180 9001:2015 Quality management systems. Requirements
OR ISO 13485:2016

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

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

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

5. EN I1SO 11607-2:2017 Validation requirements for forming, sealing and assembly
processes
Sterilisation of health care products. Radiation. Part 1

6. 1ISO 11137-1:2006 Requirements for development, validation and routine control
of a sterilisation process for medical devices

7 1SO 11137-2:2013 Sterilisation of health care products. Radiation. Part 2.

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

 Microcentrifuge tubes, graduated with a volume of 0.6 ml; 100 test tubes are packed in a sealed
polyethylene bag with a thickness of 55 microns, forming a consumer package. Next 5 pcs.
consumer packages are packed into a cardboard box, which is dien packed into a shipping box of
10 pcs.

* Microcentrifuge tubes with a volume of 15; 1.7; 2.0 mi, 50 tubes are packed in a sealed
polyethylene bag with a thickness of 55 microns, forming a consumer package. Next 5 pcs.
consumer packages are packed into a cardboard box, which is then packed into a shipping box of
10 pcs.

Coming Restricted For circulation on the territory of the Russian Federation
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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
medioal device that contacted biological samples should be disposed of as class B (epidemicaily
hazardous) waste — for the Russian Federation in accordance with SanPiN 2.1,7.2790 “Sanitary
and Epidemiological Requirements for Medicat 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.

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.

12. Labelling
12.1. Symbols
Symbols used in product labelling.
Symbol Desctiption
ivD In vitro diagnostic medical device
'/l/- Temperature limits
LOT Lot number
REF Catalog number
‘ Manufacturer
7
Corning Restricted For circulation on the territory of the Russisn Federstion
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Coming IncorporatM,
CORNING O Rt laza. Comig

Instruction for use Specifications

Use before...

Refer to the instructions for use

BTEMLI*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 ofthe goods, made as per contract. Forall 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.

Coming Restricted For circulation on the territory of the Russian Federation
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MHCTPYKUNS MO NPUMEHENNIO MeAULMHCKOTO N3aenmsa

MPo6MPKN MUKPOLLEHTPUGYXHbIE, CTEPU/bHBbIE, B BapMaHTaxX UCNOMHEHNS

MponsBoanTenb:
Corning Incorporated (KopHUHT NHKOpNopenTc)
One Riverfront Plaza, Corning, New York 14831, USA

MecTo Npon3BOACTBA MEAULMHCKOIO U3LeNns:

1.1. Corning Science Mexico, Avenida Industrial Del Norte S/N, Lote 1 Manzana 7, Parque
Industrial del Norte, Reynosa, Tamaiilipas 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. Corning 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 Coming Incorporated, 123 route de Caestre. Borre, Hazebrouck
59190, France.

YNOoMHOMOYEHHbI NpeacTaBuTenb (AUCcTpnbbIOTOP) KOMNaHUM B Poccniickoin depepaumn;
O6LecTBo ¢ Ol'paHNYeHHO OTBETCTBEHHOCTbLIO «VHTep/1la6CepBuc»
115035, Mocksa, yn. CagoBHuyeckas, a. 20/13, ctp. 2

«YTBEPXAAK» /| <APPROVE»

J MeHea>kep N0 HOpMATMBHO-NPABOBLIM BONPOCAM
(momkHocTb/position)
O>xynu BoHr
(umsa/TTeE)
/nognucano/13 gekabpa 2021
(nodnucb/signature)

MM. /Stamp
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Ha 6nanke KomnaHun «KOPHUHI» «KOPHUHT MTHKOpHOpanTe»
YaH HuseppoHTHNaNa», KOpPHUHT.
Hbto-Mopk 14831, CLLUA

OrnaesneHune
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Ana cnyxe6Horo nonb3oBaHus KomnaHueli Conling («KopHUHI») Lna obpawieHna Ha TeppuTopumn PP
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Ha 6naHke KomnaHun «KOPHUHI» «KOpHUHT NHKOpMopanTea»
YaH PHBeppoHT Mnasa», KOpHWHT,
Hbto-Mopk 14831, CLLUA
VIHCTpYKUWA MO NPUMEHEHWIO

OnucaHue
1. HanmeHoBaHue
MpobrpKN MUKPOLCHTPUGYXKUbIE, CTEPUSbHbIE, B BApUAHTaX UCMONHEHUS:
1 TpobupKn MUKPCLLEHTPUPYXKHbIE TPasyMpoBaHHbIe 06beMom 0,6 M.
2. TpobupKM MUKPOLIEHTPUQYXHbIE rpafynpoBaHHble 06bemMoM 1,5 M.
3. T1pobypKN MUKPOLEHTPUMYXKHbIE rpasynpoBaHHble 06bemoM 1,7 M.
4. TIpobUPKN MUKPOLEHTPUPYXKHbIE FpagynpoBaHHble 06bemom 2,0 M.

2. HasHaueHwue

MpobUPKN MUKPOLLEHTPUMYXHbIE, CTEPU/IbHBIE, B BapuaHTax UCMONHEHUS NpeAHasHayeHbl Ans
XpaHeHus, NepeBo3KK, NepeMeLLnBaHna 1 LEHTPUMYrmpoBaHus buomaTtepuana

2.1 Knacc noTeHUManbHOro pucka MpYMEHEeHUs MeAWLMHCKOro W3fenus B COOTBETCTBUU C
HOMEHK/IaTypHON Knaccuukaumnen meguumHekmx: 1

2.2 lNoKasaHnd

- MPYMEHSETCA Kak BCOMOraTeNnbHoe U3fenuns 418 NpoBefeHUs KIMHUYECKUX UCCef0BaHuni
2.3 MNMpoTnBoOMNoOKasaHUs

- OTCYTCTBYIOT

3. ®YHKUNOHa/IbHOE Ha3HauYeHne
EMKOCTV NS pacXo4HbIX nabopaToOpHbIX BELLECTB (HanpumMep, peareHTa uam gp3Toro Matepuana,
accoumMpyemoro ¢ AnarHoCTUKOM in vitro, 4na cenapaumm nyTeM LeHTPUGYrmpoBaHns).

4. OnucaHue

Mpo6vpkn nabopaTopHble NpeAcTaBnsao! coboi UUAMHAPUYECKE EMKOCTW Pa3HON BbICOTbI W
Anameda, C NONYKPYI/bIM, MIOCKAM WKW Cy>KnBatowmnmes gHom, o6bvemamu 0,6; 1,5; 1,7; 2,0 mn,
13 nonunponuseHa (1111). Npobupkn coBMecTUMbI C NabopaTOPHLIMU LEeHTpUQyramv 1 Apyrumm
npucnocobneHnaMn ana ynobHo No3vLMOHMPOBaHWSA N1abopaTopHoil nocyfbl. Mpobupku c
MI0THO 3aKPblBaEMbIMM KpbILLKaMn 06ecneymBaroT 61aronpuaTHYO cpefy ANA XpaHeHus u
MepeBoO3KN YyBCTBUTE/IbHBIX, 1abUNbHbLIX NpPenapaTos, MOMOraroT n3bexarb KOHTaKTa nepcoHana
C OMacHbIMMN BeLLLeCTBaAMM.

5. O6nacTb NPUMeEHEHNSA
KnuHuyeckas nabopatopHas AuarHOCTUKa.

6. OrpaHu4yeHuns
He ncnonb3oBatb AN Leneid, He NPesyCMOTPEHHbIX NPOU3BOAUTENEM.

7. CpOK rogHoOCIH
FapaHTMPOBaHHbIN CPOK rOAHOCTM - 3 roja

8. LleneBoin nonb3oBarenb
Bpaun, cneumnanucTbl KIMHUYECKUX nabopaTtopuil, npowegwime crneynanbHoe obyveHne uam
MOArOTOBKY NO MpoLeAypaM aHann3oB, B KOTOPbIX MCMNONb3YeTCs CUCTeMa ANarHoCTUKK in Vitro.

9. Mepbl NPesoCcTOPOXKHOCTHU

* T[lepes MCNONb30BaHWEM  U3AENNS  BHUMATENbHO MpoYUTaiTe  WMHCTPYKLUMIO MO
NMPUMEHEHMWIO BO N36eXaHne OLNGOK;

' 3
[nsa cnyebHoro nonbtoBavns KomHaHHeli Coming («KOpHUHI») [ns obpalleHns Ha TeppuTopumn PO
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Ha 6naHKe KomnaHum «KopHUHM» «KOpHUHT VIHKOpnopaiiTe»
YaH PuBepdpoHT Mnasa», KopHWHT,
Hbto-Mopk 1483 I, CLLA
WHCTPYKLWS MO NpUMEHEHIIO

* HecobnoneHne WMHCTPYKUUA MOXET MNOBAMATb Ha 6e30MacHOCTb M pesynbTaT TecTa,
MOTYYEHHOr 0 C MNOMOLLbIO U3JeNns;
e Crtporo cobntogaiiTe npasuna, yCTaHOB/IEHHbIE Balleli OpraHu3auuen.

TexHM4YecKoe onucaHue
1. Ycnosua TpaHCNOPTUPOBKN, XPAaHEHUA H MPUMEHEHNE

MapameTpbl TpaHcnopTUpPOBKa XpTio» m[1plimeHeHMne
Temnepatypa oT-10p0 +45 °C o7 -10 o + 45 °C oT +10 go +35 °C
BnaxHocTb <80 % <80 % <70 %

OTHOCUTE/IbHOM OTHOCUTENbHOM OTHOCUTE/IbHOW
B/IXKHOCTU B/IXKHOCTK B/I2XKHOCTU
ATmMOChepHoe 500-1060 rla 500-1060 rMa 800-1060 rMNa
fasneHne

XpaHnTb U34enns MOXHO TONbKO B XOPOLUO MPOBETPUBAEMbIX MOMELLEHUAX B OTCYTCTBUM
arpeccuBHbIX rasoB. /136eraiite nonagaHns NpsMbIX nyyeit CBeTa, XpPaHUTE BAAIM OT UCTOUYHUKOB
Tenna v Kopposum.

2. MaTtepunansl, U3 KOTOPbIX U3FOTOBNEHO MEAULMHCKOE H3feNHe
MeauuMHCKOe 13fenne N3roTaBnnMBaeTCca M3 MOMUMPONMIEHa CM. TabanLy HXKe, C OpraHU3MOM
YenoBeka He KOHTaKTUPYHOT.

Tabnuua - CBeAieHUs 0 Cbipbe H MaTepuanax

Ne MaTepuan, mapka (MpounssoanTens) HavmeHOBaHMEe COCTaBHON 4acTu
n/n n3genns
1 Twn - nonunponunex MpoBUPKM MHKPOLEHTPUDYXHbIE

M apka-USPV19003-07-0.

MpounssoacTea - Coming Science México S.A. de
C.V., Mekcuka

Corning Life Sciences (Wuiiang) Co., Ltd., KuTaii

Bce paboTbl NMpoBoAsTCS B nepyaTkax. MeAMLMHCKOe M3feNnne He COAEPXXWUT B CBOEM COCTaBe
NEKapPCTBEHHbIX CPEACTB, a TAKXKE He COEPXKUT MaTepUanoB XKUBOTHOFO U (1K) YeNI0BEYECKOTO
NPOUCXOXAeHNs.  MeauUMHCKOe UM3[enMe He COAEepPXWT B CBOEM COCTaBe BELUECTB,
KnaccuuumpyemMbiX Kak «omnacHble» Unn «TpeGytoLye crelmanbHbiX Mep NpeaocTOPOXKHOCTU»
npy 06paLLEHNN NN XPaHEHUN.

3. Cnocob npumeHeHns

MopsafoK paboTbl onpeaenseTcs 3afadamMmy UCCNefoBaHns.

Mpo6VPKK BbICTABNAKOTCA B LUTATUB, C MOMOLLbIO M0/lyaBTOMaTUYECKON NUMETKM B HAUX BHOCUTCA
afMKBOTa aHa/IMTUYECKOro Matepuana u/wnnm peakuMOHHOW CMecn, NPOOUMPKM 3aKpbiBalOTCS U
NGO MOMELLAKTCA Ha XpaHeHWe, M60 B HUX MPOBOAMTCA peakums, NM60 OHU MOMeLLaloTCs B
amnamdukarop.

Bce npobupku npegHasHaveHbl AN O4HOKPATHOIO NPUMEHEHNS.

[na cnyxe6Horo nonb3oBaHns KomnaHvein Coming («KOpHUHI») [ns obpaleHna Ha TepputTopun PP
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Ha 6naHke KoMnaHum «KOPHUHM» «KOpHUHT NHKopnopaliTea»
YaH PuepgpoHT Mnasa». KOpHUHT,

Hbto-Mopk 14831,CLUA
MHCTPYKLUMA 1O NPUMEHEHUIO

4. T'abapuTbl/BHELWHII BUA
MapameTpbl 3HayeHua*

Mpo6upkm MUKPOLENTPUPYXKHbIE
rpagyvpoBaHHble 06bemom 0,6 M.

Mpobupkn  MUKPOLEH PUPYXKHbIE
rpagyvpoBaHHble 06beMom 1,5 Mn

Mpo6upku MUKPOLENTPUGYXKHbIE
rpagyvnpoBaHHble 06bemMoM 1,7 mMA

Mpobupku MUKPOLENTPUQYIXKHbIE
rpagyvnpoBaHHble 06bemom 2,0 M.

ObLime XxapaKTepuUCTUKK - NPOGUPKN NOAXOAAT ANS LEeHTPUAQYr TMna
Eppendorf

AfonycTUMasi NMOlPeLIHOCTL MaccorabapuTHbLIX XapakTepUCTUK COCTaBNseT 5%

5. Crtepununsauyuns

M3genue noctaBnsieTcs CTEPUNbHLIMK B YNaKOBKE 3aB0AAa-M3roToBUTENA. M3genne cTepunmsytoT
C nomouwbi paguauymun. Wsgenma npegHasHayeHbl WCKAKOYUTENbHO ANS O0A4HOPa30BOro
ncnonb3oBaHns. He noanexaT MOBTOPHOW cTepuamsauymu. CTepuausayus nNpoBOANTCA
paguaunoHHOli  crepunusaumeid, Kotopaa obecrneymBaeT  ypOBEHb  FapaHTUPOBAHHOM
cTepunbHocT YC 107, He OKa3blBas HEraTMBHOMO BO3AECTBMA Ha Ka4eCTBO usgenns. B kavectse
KpUTepmeB NpUemMIeMoCT NOTIOWEHHON 403bl B NpOLEcCe CTepUIM3aLnmM YCTaHOBEH AManasoH

[Onsa cnyxxe6Horo nonb3oBaHna KomnaHueli Corning («KOpHUHM») [na obpalueHns Ha TepputTopumn PP
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Ha 6nai{ke komnaHum «KOPHUHT» «KOopHUHT VIHKopnopaliTea»
YaH PuBcppoHT Mnasa», KOpHUHT,
Hbio-Mopk 14831, CLLUA
VIHCTpYKUWA M0 MPUMEHEHWIO

003 0oT 10 0 40 K1'p. MNMpouecc cTepunmnsalmm OCyLLECTBAETCSA B COOTBETCTBUN CO CEAYIOLNMN
CTaHAapTamu:

ANSI/AAMI/IS() 11137-1:2006: CTepwusT{ll m™eauynHckoii npoaykuyun. PagnaymoHHas
cTepunmsaums - 'mjacTb 1: Tpe6oBaHua K pa3paboTke, Bawjgauunm u TeKylWwemy KOHTPO/O
npouecca cTepuun3annm MeguLUHCKUX U3Lenui.

ANSI/NAM1/ISO W 137-2:2013: CTepTwusauua MeauMLWHCKOKW npogykuun. PaguaunoHHas
cTepwws3ayms - YUacTb 2: YCTaHOBNEHME CTEPUN3YIOLLER JO3bI.

6. CucTeMa MeHe[KMeHTa KadyecTBa

xX* JOoKymeHT HassaHue JoKyMeHTa

1 180 9001:2015 CuctemMbl MeHePKMeEHTa KayecTsa. TpeboBaHuA

' OfA 180 13485:2016

5 EN 180 15223-1:2016 I"padmyeckune CMMBO/IbI, MCMOMb3YEMble Ma ITUKETKax
MeAMLMHCKNX YCTPOICTB

3 RN 1041:2008+A1 2013 WNHdopmaums, NpejocTasnsemMas  NpoN3BOANTENEM
MEAMNLMHCKUX U3Aenni
YnakoBka ans roTOBbIX CTEePUIN30BaHHbIX

4 EH 180 11607-1:2017 MeANLMHCKMX yC3p0I/ICTB.V Yactb L UTpe6OBaHI/IF| K
maTtepuanam, CTepW/bHOW  6apbepHOi cucTemMe 1
YNaKOBOYHOW cucTeme
Ynakoska ansa roToBbIX CTEPUIN30BaHHbIX

5, EN 180 11607-2:2017 MeAMUMHCKMX YCTpOiAcTB. YacTb 2: [peboBaHus K
Ba/mauuy npouecca (popMmMpoBaHuUS, 3aneyarbiBaHUsa v
CO0pKU
Crepunusauna  MeAWMLMHCKUX  u3fenunii.  Pagmauus.

6 180 11137-1:2006 Yactb 1 TpeboBaHus K pa3paboTke, Banmpjaunu u
TeKyllemMy  KOHTPONK  npolecca  CTepunnsauun
MeAVLMHCKUX U3LeNunia

7 180 11137-2:2013 Crepunusaumsa  MeAUUMHCKUX  U3genuin.  Paguaums.

YacTb 2. YCTaHOB/EHME CTEPUIN3YIOLLEN A03bI

7. MapaHTuu MNMpounssoguTensa

MpeanpuaATne-NPOU3BOAUTENL  FapaHTUPYeT COOTBETCTBME TEXHUYECKUX  XapaKTepUCTUK
MeAWLMHCKOro n3fenns Bcem TpeboBaHMAM MPUMEHUMbIX HaUMOHAbHLIX U MEXAYHapOLHbIX
CTaH4apTOB Mpu COGMOAEHMN MOTPebUTeNneM YCNOBWUIA 3KCMyaTaummn, TPaHCMOPTUPOBaHUS 1
XpaHeHWs Ha BeCb CPOK |04HOCTH. Mpy YCNOBUK, UYTO YNaKoBKa He NMOBPeXeHa.

8. 3awmTa oKpy>KatoLeii cpegbl

Mpon3BoauTeNb  rapaHTMpyeT-  6e30MacHOCTb  MeAUUMHCKOro  U34enus,  OTCYTCTBME
HefOoMYyCTMMOrO PUCKa M MPUYMHEHNA BPeAa XXM3HU, 3L0POBLI0 Ye/I0BEKA N OKpYXKatoLLein cpeje
npyv UCMOJMIb30BAHUW W3LeNNA MO Ha3Ha4YeHU0 U NpU COGMOLEHUN Mep MPeLOoCTOPOXHOCTH,
npegycMOTPeHHbIX NPON3BOAUTENEM.

9. ¥YnakoBKa
* [1poGMpPKN MUKPOLEHTPUPYXKHBIE TpagynpoBaHHble o6beMom 0,6 M ynakoBbiBatoTcs no 100
NPO6UPOK B TrepMETUYHbIA MNOAUSTUNEHOBLIA NakeT TOMWMHOA 55 MKM 06pasyroLumii

[ns cnyxe6Horo nonb3oBaHus KomnaHuent Coming («KOPHUHI») [na obpaleHns Ha Tepputopumn PP

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



Ha 6naHke KoMnaHuM « KOPHUHI» «KOpHUHT VIHKOopnopaiTes»
YaH PuBepgpoHT Mnasa», KOpHWHT,
Hbto-Mopk 14831, CLUA
VHCTpYKUMSA MO NPUMEHEHNIO

noTpebUTeNbCKY0 YMNakoBKy. [lanee 5 wWT., NoTpe6UTENbCKUX YNaKOBOK YKNaAblBalOTCA B
KaproHHy KOpobKy, KOTOPYIO fa/fiee yNakoBbIBalOT B TPAHCMOPTHYO KOpobKy no 10 wr.
* MpoOUPKN MUKPOLEHTPUAYXNble FpagynpoBaHHble 06beMom 1,5; 1,7; 2,0 M, ynakoBbIBakOTCS
no 50 nNpo6upok B repMeTWYHbIA MOMU3TUNEHOBbLIA NakeT TOAWWHOW 55 MKM o6pasytowuii
noTpebUTeNbCKYIO YNakoBKYy. [Jlanee 5 WT. nNOTPeObUTENbCKUX YNaKOBOK YKNajblBalOTCA B
KapTOHHYH0 KOpOO6KY, KOTOPYIO fafiee ynakoBbIBalOT B rPaHCUOPIHY0 KOpo6Ky no 10 wr.

10. YTunnuzauymsa

YTunnsunpyiire onacHble nam 6MONOTMYECKN MHAULMPOBAHHbIE MaTepuanbl B COOTBETCTBUM C
Tpe6OBaHMAMM  Ballero yupexgeHus, QegepanbHbIMM W NOKaJdbHbIMW  TpebOBaHMAMMU.
OcrtaBlinecs ob6bpasubl WM 0TaoAbl clnefyeT YTUAN3UPOBaTb, WMCNOMb3yA [Ae3nHpuuupyoLine
CpeAcTBa B COOTBETCTBUM HaLMOHaNbHbIMW TpeboBaHMAMU K 6e30NacHO paboTe ¢ MaToOreHHbIMMK
MUKpoopraHuamMamun u BO3byaAUTeNaMW napasuTapHbiX 6GonesHeil, u Tpeb6oBaHMAMM NO
06paLleHunto C MeJULMHCKUMU OTXOAAMMN.

Mocne wucTeyeHMa cpoka rOAHOCTM Habopbl YTUAM3UPYIOTCA Kak 0oTXoAbl Knacca A. Bce
KOMMOHEHTbl MeJULMHCKOrO W3Aenuns, BXOAMBLUMWE B KOHTaKT ¢ 6Monormyeckummn obpasuamu,
YTUNU3NPYIOTCA Kak 0TX0Abl Knacca b (anugemuyecku onacHele) - ana P® no CanluH 2.1.3684-
21 «CaHWUTapHO-3aNNAEMMNONIOTMYECKME TpeboBaHUA K 06palleHnto ¢ MeULUHCKAMMN OTXO4aMMN».
YHUUTOXEHWE OCYLLeCTBNAETCA OpraHu3aumnamMm, UMeoLWnuMy COOTBETCTBYIOLLYIO NNLEH3NIO, Ha
cneyuanbHo 060pyf0BaHHbIX MAoOWAAKAX, MNOMUIOHAX W B MOMELWEeHUAX B COOTBETCTBUU C
TpeboBaHWAMM, MPEfYCMOrpPeHHbIMM  cywecTBylownmm  degepanbHbiMM  3aKOHamu, C
cobnogeHnem o06s3aTenbHbIX Tpe60BaHMI MO OXpaHe OKpyXXato el cpedbl, NPU UCNONb30BaAHUN
MErofj0B. COrNacoBaHHbIX C TeppuTOpuUanbHbIMKU OpraHaMu, OTBETCTBEHHbLIMMW 3a CaHUTApPHO-
anugeMmunonornyeckoe 6narononyyme HaceneHus.

He ncnonb3oBaTtb n3genune noBTOPHO.

11. MapaHTUK

Me,qMLLMHCKoe mn3nenne CrnpoeKTnpoBaHo, N3rOTOBNIEHO U yNnakKOBaHO TakKnUM o6pa30|v|, 4yT06bI BO
BPEMA MCNO/Ib30OBAHNA NO HAa3SHAYEHWNIO €M0 XapPaKTEPUCTUKN U Sd)(bEKTI/IBHOCTb He noaBepranncb
oTpunuaTenbHOMY BOS,EI.eI\/'ICTBI/HO npn TPaHCNOPTUPOBKE N XpPaHEHWUN, 6epF| BO BHWMaHWe
WHCTPYKLMMN 1 MHGOPMaLMIo, NpefocTaBneHHyto MNponssogurtenem.

MapaHrum MNMpoussoanrens pacnpocTpaHaeTca Ha U3genns, KoTopble XPaHATCA U UCNOJb3YIOTCA B
COOTBETCTBMM C VIHCTPYKLMEN NO MPUMEHEHWUI0, TakKMe Kak HernpocpoyeHHble, HEBCKPbITbIE,
HenoBpeXXaeHHble N NPpaBUNbHO XpaHALlhecs.

12. MapKknpoBKa
12.1. CumBONbI
CUMBObI, NCNONb3YEMbIE B MAPKUPOBKE U3aeNus.
CumBon O603HauyeHune

| ivd | MeAnLMHCKOe YCTPOCTBO AN ANArHOCTUKY in Vitro

OhaHuyeHune 3emnepaTypbl

[ns cnyxe6Horo nonb3oBaHns KomnaHvein Coming («KOPHUHT») [na obpalleHns Ha Tepputopumn PP
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Ha 6naHKe KOMMNaHUM «KOpHUHT» «KOopHUHT MHKoprnopaiiTey»
YaH PuBeppoHT Mnasa», KopHWHT.

Hbto-Vopk 14831. CLLA
WHCTPYKLUNA N0 NPUMEHEHNIO

12.2. Peknamauyus

MpeTeH3UM No KayecTBY (peknamauus) Nopsagok npeabsBneHNs peknaMalmili 1 0TBETOB Ha HUX
perynupyeTca rpakgaHCKMM npaBoM. Peknamauua MOXeT npeabaBnAaTbCA TOIbKO MO TakuM
BONpocaM, KOTOpble He SBASAMCL NPeaMeTOM NPUEMKW ToBapa, NPOM3BEAEHHON B COOTBETCTBUM
Cc ycnosuamu fgoroBopa. [1o Bcem BoOnpocam, CBSi3aHHbIM C  OGCAYy)XXMBaHMEM U3AeNns,
Heo6XoAMMO 06paTUTLCA K YNOMHOMOYEHHOMY MpPeACTaBUTENO Mpou3BoauTens. B cnydae
peknamauum obpawatbCsd K Mpou3BoAUTENtO W / WAX YNONHOMOYEHHOMY MpPeacTaBUTeNtO
npousBoauTeNs. YNONHOMOYEHHbIV NpeAcTaBUTeNb NPOU3BOANTENSA Ha TeppuTopun PO,

[nsa cnyxeb6Horo nonb3oBaHns KomnaHuein Coming («KOPHUHI») [ns obpaleHns Ha Tepputopun PP
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ﬂepeson AAHHOro TEKCTa BbIO/IHEH NEPEBOAYHKOM naXTyHOBblM AnexceeM BJ’!MHMHPOBH‘{CM.
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' Poccuiickas ®enepauns
- Fopoa Mocksa
JlBaauaTh TpeTbero aexabps ABe THLICA4H ABRAANATH NEPBOTO roaa

S, Bepemuit IOnus HUropesHa, BpeMeHHO HCONHAIOWas 0643aHHOCTH HOTapHyca ropoaa Mockeg; Kopcux

Mapun AneKCaHAPOBHbI, CBHAETELCTBYIO NOATHHHOCTb MOANHCH NEPEBOAYHKA eKkces

Bnaarmuposuya. P i

[Moanuck caenaHa 8 MOEM NPUCYTCTBHM. & “3

JIYHOCTL NOANMCABLIErO NOKYMEHT YCTaHOBNEHA. (9 A - A
wf- 777 & v &

] .
3apeructpuposaHo B peectpe: Ne 77/2139-n/77-2021- R~ .U
YnnaueHo 3a coepLieHHe HOTapHanbHQro aeicTeua: 400 py6. 00 kon. 3 N
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Bcero npowHypoBaHo, fIPOHYymepoBano
M CKpETJIeHO Nne4aTbio nmcT(a)(os)

BPHO norapuyca
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Poccuitckaa degepaums
Nopoa MockBa
[BajuaTb 4eTBEpPTOro aekabps ABe ThiCAYM ABajLaTh NepBOro roga

A, lNpokoweHkoBa EneHa EBreHoesHa, HoTapuyc ropofa MOCKBbI, CBUAETENTBYIO
KOMUMW C NpeAcTaB/eHHOro MHe JOKYMeHTa.

3apermcTpupoBaHo B peecTpe: Ne 21/86-H/77"

YnnayeHo 3a coBepLUeHMe

Bcero npowHyp' 0 neyatbto 19 nuct(-a,-0B).

E.E. MNpokoLw
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