KOMNUA

State of Massachusetts)
) ss:
County of Middlesex)

On the 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.

1.
hﬁ%ﬁﬂ
Jan 27. 202
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Manuiactares:
Coring Incorporated
One Riverfront Plaza, Coming, New York 14831, USA

Masufacturing sites:

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

2. WBWW&WMM”WMMMMWW ur

84107, USA.
3, Pacific Integrated Manufiicturing, Cof Linds Vista, 1089-1 Avenida Prolongacion M Juseez,
Tﬂmaﬁac.lmmm

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

5. Corning Life Sclences (Wujisag) Co., Lad., No. T03/17 Building, No. mrmmm

wmmmnmmzlsmwmcﬁu

6. MWMMIMMMMNCW!&M

;9ﬁ’%tn;ngmliaSASMCmgmmlz3mdemm e
rance.

Authorised representative (Distribator) of the manufacturer in the Russiaa Federation:
interLshService Lud., Co.,
Sadovnicheskaya sir., 20713, buitding 2, 115035, Moscow ,

T ‘ } APPROVES.
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5. Sterilisation ...........cecssmcemsisnis
§. Quality management system .
7. Manufacthurer's guarsotocs

8. Environmenta! protection.

9. Packaging

10. Disposal

11, Warranties

12. Labelling ..

12.1, Symbols

12.2. Complaints

Coming Restricted For circulation on the territory of the Russian Federation
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GrHietnoaporti,
COR N I N G Ona RwertrtMt P1«u. Coming

NmYetk 14631. USA

Instruction for use Dcseiif*a

Description
1. Name
General laboratory tubes, sterile. In difTerent venloiis:
1 0.5 mL screw neck tubes.
15 mL screw neck tubes.
2.0 mL screw neck tubes.
5.0 mL screw cap tubes.
10.0 mL screw cap tubes.
ISOmL screw cap tubes.
50.0 mL screw cap tubes.

No o~

2. Intended use

The tubes are designed for PCR analysis, as well as for any laboratory tests

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

2.2 IndicrUions

« to be used as an auxiliary product for clinical testing

2.3 Contraindications

- none

3. Fnnction
Containers for consumable laboratory substances (e.qg., reagents, buffers).

4. Description

Laboratory tubes are cylindrical containers of different heights and diameters, with a semicircular,
flat or tapered bottom, 0.5; 1.5; 20; 5.0; 10.0; 15.0; 50 ml, made of polypropylene (PP), The tubes
are compatible with laboratory r~:ks, heating plates, centrifuges and other devices for convenient
positioning of Laborator>' glassware. Graduated tubes are used for accurate dosing of substances,
solutions, liquid indicators, reagents. Tightly capped tubes provide a favourable environment for
storing and transporting sensitive, voUuiie 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 manufecturer.

7. Shelflife
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 use an in vitro diagnostic.

Coming Restricted For circulation on the territory of the Russian Federation
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Conting IfwofpoiiWw.

CO R N I N G On* RTiwlrant Pieza. Conwig.

N*wvon 14831. USA
[nsmiction for use Specifkatiou

9. PrecautloDs
« Before using the product, in onier to avoid any mistakes please carefully read dte
instructions for use;
e Failure to follow instructions may the test safety and its result obtained whh the
product;
« Strictly follow the rules established by your facility.

Specifications

Parameters Tranyortation Stange Vm
Temperature -10...-45C -10 ...+45*C +10...+35*C
Humidity <80% <Vi% <704

relative hunudity relative humidity relative humidity
Atmomheric 500- 1060 hPa S00-1060hPa S00-1060hPa
pressure

Store (Koducts only in welUventilated areas without corrosive gases. Keep away from direct
sunii™t. heat and corrosive substances.

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

Tabie — Rgw materials emd TLLlerLLle

Product Type Manufacturer Cottutry Grade

Screw caps with a seal ) USPVI
ring 1‘ort 852;2.0 mL Polypropylene Coming Incoporated uUsS 9003-07-0

Dongguan Doit USPVI
5bl rings Silicone rubber  Rubbn* Products Co., China N3944)2-

Ltd. 5
Coining Incopcnated

15mL screw neck Coming Life : USPVI

tubes Polypropylene Sciences (Wujiang) China 9003-07-0
Co., Ltd.
Coming Incoporated

2.0 mL screw neck \ Coming Life . USPVI

tubes Pol>propylene  gyokcs (Wujiang) China 9003-07-0
Co., Ltd.

5.0 mL screw cap Coming Science . USPVI
tubes Polypropylene  prexinSA deCy. M 9003070

10.0 mL screw cap Coming Science . WPY1
tubes Polypropylene  previco SA deCv.  MeXIC®  gn03.07.0

15.0 mL screw cap Coming Science : USPVI
tubes Polypropylene  \rsxko SA deCV,  MXI®  9003.07.0

50.0 mL screw cap Coming Science . USPVI
tubes Polypropylene  prexicoSA. deCv. MBI g503.07.0

Coming Restricted For circulatitMi on the territory of die Russian Pederson
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Cc«mtne tncorpofSMd,

On« W—rtront Pliun. ComMg.
CORN I NG Nngoik 1:1%31. UISUAn ome

iDstrik"ion for use Specifications

Wear gloves when handling the product. The medical device does not contain my medicinal
products or materials of animal and (or) human origin. The medical device does not contain
sid)stances clai”ifted as “hazardous™ or **requiring special ~ecautions” during handling or storage.
3. Method of application
Place the sample in a test tube.
After placing the sample in the tube, close it with the cap of the appropriate color by rotating it
clockwise until it stops.
Place a self-adhesive label on the tube or mark it with Ll1 akohol-based marker.

4. Dimenslons/appearance
Parameters

0.5 mL screw neck tubes. Volume 0.5 mL

15 mL screw neck tubes Volume 1.5 mL

2.0 mL screw neck tubes Volume 2.0 mL

Coming Restricted For circulation on the territory ofthe Russian Federation
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Os1awIxorpent L
CO R N I N G g)nt No «|i1/C\){!tUSA Canwg,

Insiruction for e SpeciOo0i"BS

5.0 mL screw cap hibes

10.0 mL screw captubes ~ Volume 10.0 mL MM~

15.0 mL screw cap lubes Volume 15j0mL

50.0 mL screw cap tubes Volume AR

« permissi >k tolerance for we il and dimensions is + 5%

Coming Restricted For drcatation on the territcary of fte Kn5£{LLI Federation
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Coming Incorpomtod.

CORNING Oy G Mg Coog,
Instruction for use Spedfleatioas

5. Sferillsatiofl
The product is sterile when supplied in its original packaging. The jKodtict is sterilised by. 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
10 to 4DkG>'. Sterilisation is performed in accordance with the following standards:
ANSI/AAMI/ISO 1N37-1:2006: Sterilisation of health care fs"ducts. Radiation. Part 1
Requirements for development, validation and routine contr<d of a sterilisation process ”
medical devices.
ANSI/AAMJ/ISO 11137-2:2013: Sterilisation of health care products. Radiation. Pewt 2:
Establishing the sterilisation dose.

6. Quality management system

Item Document Docanteat name
1 ISO 9001:2015 Quality mana”ment systems. Recpiirements
' 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. Pait 1.
4, ENISO 11607-1:2017 Requirements for materials, st~ile barrier systems and

packaging systems
Packaging for terminally sterili:red medical devices. Part 2:

5. EN ISO 11607-2:2017 Validation requirements for forming, sealing and assembly
processes
Sterilisation of health care products. Radiation. Part 1.
6. ISO 11137-1:2006 Requirements for development, validation and routine control

ofa sterilisation process for medical devices
Sterilisation of health care products. Radiation. Part 2.

[ 15011137-2: 2013 Establishing the sterilisation dose

7. Mauufocturer’s guarantees

The manutecturer guarantees diat the specifications of the medical device comply widi alt
applicable national and imemational standards, provided that the consumer observes the conditions
ofuse, trans”rtation and stora” for die entire shelf life of the product and that the packaging is
intact.

8. Environmental protectiou

The manufacturer guarantees the safety of the medical device, the absence of nnaccepbl>1le rbir*
injury to life or health and environmental hmm, when the product is i”d as intended while
observing the precautions provicted for by the manufacturer.

9. Packaging

- Screw neck tubes with a volume of 0.5; 1.5 and 2.0 ml are packed by 500 tubes per pack ina
polyethylene bag with a thickness of 55 microns, forming a consumer package. Next 8 pcs.
consumer packages are packed into a box.

Coming Restricted For circulation on the territory ofdie Russian Federation
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QnirgrNarivie
CO R N I N G Wq»?trom F;QBUA Comne,

Instruction for IBC Specifications

- Screw cap tubes with a volume of 5.0 and 10.0 ml are packed by 25 tubes per pack in a
polyethylene bag with a thickness of SS microns, forming a consumer package. Next 20 pcs.
consumer packages are packed into a box.

- Screw cap tubes with a volume of 15.0 ml are packed by 25 tubes per pack in a polyethylene bag
with athickness of 55 microns, forming a consumer package. Next 20 pcs. consumer packa” are
packed mto a box. Or 50 tubes in a cardboard rack, which are packed in a polyethylene with
a thickness of SS microns, then 10 pcs. consumer packages are packed into a box.

- Screw cap tubes with a volume of 50.0 ml are packed by 25 tubes per pack in a polyethylene bag
with a thickness of 55 microns, forming a consumer package. Next 20 pcs. consumer packages are
packed into a box. Or 25 tubes in a cardboard rack, which are packed in a polyediylene bag with
a thickness of 55 microns, then 20 pcs. consumer packages are packed into a box.

10. Dbposal

Hazardous or bio-contaminated materials should be disposed of in accordance with your A iltty 4
requirements, federal and local requirement. Remaining samples and waste should be disposed
ofusing disinfectants in accordance with national requirements for the safe handling o f 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 (epidonrcally
hazardous) waste — for the Russian Federation in accordance with SanPiN 2.1.7.2790 *‘Sanitary
and Epidmiological 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 wift the mandatory
environmental protection requironents. using methods approved by local agencies in charge of
sanitary and epidemiological welfare ofthe population.

The product should not be reused.

. Warranties

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
~Acount the mstructions and information provided by the manufacturor.

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

12. Labelling
12.1. Symbols
Symbols used in product labelling.
Symbol OescripdoB
livd]| In vitro diagnostic medical device

Temperature limits

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

Instructi(Hi for use

LOT
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12.2. CompUiots

ComlRf IncorpofMiJ,
One Riwwinenl Pdu Coming
NawYwk t4«3t.USA

Spcdficttioas

Lot number

Catalog munber

Manufacturer

Use before...

Refer to the instructions for use

Sterile medical device

Do not reuse

Claims relating to quality (complaints) The procedure for fUing complaints and handling them is
governed by civil law. Complaints can only be filed on such issues that are not related to
acceptance o fthe goods, made as per contract. For all questions related to the product mainterumce,
please contact the manufacturer's authorised i”presentative. In case 0 ia complaint, please contact
the manufacturer and/or the authorised representative. The manufacturer's authorised
representative in the Russian Federation.

Coming Restricted
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lTepeaod ¢ anaaulicko20 AILIKG HA PYCCKUE ALK

LLiraT Magcayycerc)
Oxpyr Muancexc)

)ss:

Ceroans, 13 pgexabpa 202] roaa nepeao MHOIO, HOTAPHYCOM, B YTIOMRHYTOM OKpYTE M LITaTe,
anuHo npeacran(a) bkynu Bour, uisecTHuIA(af) MHE JTHYHO, MAH bR JIMYHOCTb NOATBEPKICHA Ha
OCHOBAHHM MPEAOCTABACHMA YOCAHTEABHLIX A0KalaTCALCTB, B  Ka4eCTBC JIMLUA MOAMKCABIUOIO
BLILICYNOMAHYThIR JOKYMEHT ANA YKa3aHHBIX B ITOM AOKYMEHTE uene.

noOnucano!
Horapuyc
Wmawn:
Kpyenan cepbosas JIOPH MOT'AYPO
neuamo Hotapuyc

UWTar Maccauycerc
Cpok neficTBHA ANUCH3INH
ncrexaet 27 ansapa 2028 rona

H3aako ans cayxebuoro nonssosawns komnasuu Kopuunr (Corning)
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NHCTPYKUMS M0 NPUMEHEHNIO MEANLIMHCKOTO U3aenns

Mpobupkn nabopaTopHble 06LEro HasHauYeHUs,
CTepU/ibHbIE, B BApUaHTax NUCMOSIHEHNSA

Mpon3soguTens:
Coming Incorporated (KopHUHT VIHKOpnopeiiTea)
One Riverfront Plaza, Coming, New York 14831, USA

MecTo Npon3BoACTBa MEAULIMHCKOIO U3eNNSA:

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

YMONHOMOYEHHbI NpeacTaBuTenb (QUCTpmnbbOTOP) KOMMaHnn B Poccuiickon degepauunn:
O6LLEeCTBO C OrpaHNYeHHOl 0TBETCTBEHHOCTLIO «HTep/1a6CepBuc»
115035, Mocksa, yn. CagoBHuyeckas, 4. 20/13, ctp. 2

«YTBEPXOAIO» /| «k<APPROVE»

/MeHef>Kep No HOpMaT MBHO-NPABOBLIM BOMPOCaM
(momxHocT/PO5LLIOM)
JT>xynun BoHr
(umsa/naTe)
/nognucaHo/1S pekabpsa 2021,
(nodnucb/signature)

M.M./Stamp

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



Ha 6naHke kKomnaHum «KOpHUHT»

OrnaBneHue
O] 31 ok- T TSR URRP PR 3
L HAUIMEHOBAHYIE. ...ttt bbbt b e bt h e bt e e skt e e et bt et e s bt e st e e b e st et ebe et e 3
2. HAZHAUBHYIE. ...t e e e 3
3. DYHKLUMOHATIBHOE HABHAUEBHMIE. ....vviveerieiteiieeseesieestesteeseestesteestesbeeseestesseesbesseessesbeeseesbessensbesteeseestesseessens 3
O 5 7 Tox= U =TSP RTU PP 3
5. OBNACTD MPUMEHEHUIA. ...c.veeeveeteatieieetesteseeseesesseeseseestesteseesteseeseasessessessessesseseaseesessessesseneeseenenes 3
6. OTPAHUUEHYIA.....cveeueintiiteeie sttt sttt sttt sttt et b e sttt e st s bt e e e s bt eh ekt a s e bt e he e s bt s bt e n b e b e n b s bt et e nb e et b e bennte s 3
O o To] o 11 oL 1 TSSO PRTUPPRPPR 3
8. LLIETIEBOM MOMBB0BATE IB. .. .cvvcveevivetetieteseesteteetestestesbessesseseesesseebesbeasesbesseseebesbesbesbesbesbe s ensetesbestestensessens 4
9. Mepbl NPELOCTOPOMKHOCT . ...eevieeereirieeneesiesseeseesstessesseestesseessessesssessesssessessesssenns 4
TEXHUUBCKOE OMUMCAHME ..c.eiiiiertiteeiee sttt ettt ettt sb b se e b et eb e e be b e ebe e sbe s b e es bt e bt et e nbe e s b e bt ebeenbenbeennennas 4
1 YcnoBms TpaHCMOPTUPOBKU, XPAHEHUA U NMPUMEHEHNSA. .......ccvrerreenenens
2. MaTepuanbl, U3 KOTOPbIX U3rOTOBMNEHO MEANLMHCKOE U3AENMUE......c.cvvverveeeneene
3. CIIOCOO MPUIMEHEHMS. ... e.veveneeseeneeneste st sieseeseeseeseeseesesaeatesseseesaeseeneaseasessesseseeseseaneesessesaeseensesseseeseasees —5
4. TABAPUTDBI/ BHELLHUIA BUL.....veivvereeteseeteieetessesessetessesessesessesessssessssessssessasessesessasessssessssessssessssessssesssessans 5
D CTEPUIIMBALMA. ..ttt sttt sttt ettt st s b et sh e e bbbt b s btk e s b ek e e st e eb e e e e sbe e b e e b e ebeenbesbeebeenbesbeenbe s 7
6. CUCTEMA MEHE/MKMEHTA KAUECTBA. ... eveveeestetesteseeseesessessessessesseseessesensessessessessessessesessessessessessessesessensens 7
7. TaPAHTUN MPOUBBOLMTEII. ... .vevirenriiieiisieee sttt sr et sr e sr et r e r e n e r et enesrenr e sr e n e ne e ene et 8
8. 3ALLNTA OKPYIKAIOLLIEI CPBID. ... eveueetenertenesteseteststesestesestesesbesesbesesbeseebesbebesbebeseebeseebeseebesbsbesbabesaebesaenennns 8
LS BT (0] =1 TSRS 8
LN 01 T L1 < S 9
I I 1o T 1 L OSSOSO UP PP 9
12, IMIAPKMPOBKA..cveeevieeuietesiestestesteee st ssesiesbesbesbesbese e b be et sbesbesbe s e sbe e et ssneneees 9
12.1. CUMBOJIbL.ccvveviiiieeiie e 9
12.2. PEKMAMALMSA. ....veeveeeeeeiniesieeieestee e esteesteesneesnteeneaesneesnaeenseeseeesneesneennnn s et —————— O]
[nsa cnyxebHoro nosnb3oBaHnsa KomnaHuvein Corning («KOpHUH») [na obpaweHns Ha Tepputopun PP
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Ha 6naHke komnaHuy «KOpHUHI» «KOPHUHT VIHKOpnopanTea»
YaH PuBepdpoHT Mnasza», KopHuWHT,
Hblo-Mopk 14831, CLLUA

WHCTPYKLMS NO NMPUMEHEHNIO

OnucaHwne
1. HammeHoBaHue
Mpobupkn nabopaTtopHbie 06LLEro Ha3HaYeHUA, CTEPUbHbIE, B BapMaHTax UCMOTHEHUSA:

1. Mpo6upKy ¢ BUHTOBO ropsioBUHON 06bemMoM 0,5 M.

. Mpo6bupKn ¢ BUHTOBOW FOpP/IOBUHON 06beMOM 1,5 ma.
Mpo6UpKM ¢ BUHFOBOI rOpNoBMHON 06BbeMOM 2,0 M.
Mpo6upKK ¢ 3aBMHUMNBAIOLLENCS KPbILLKON 06beMOM 5,0 M.
Mpo6upKKM ¢ 3aBUHUYMBAIOLLENCS KPbILLKO 06bemMom 10,0 mn.
Mpo6UpPKK ¢ 3aBUHYMBAIOLLENCA KPbILLKOM 06beMom 15,0 mA.
Mpo6UpKKM C 3aBMHYMBAIOLLIENCSA KPbILLKOA 06bemom 50,0 mn.

~No oA W N

2. HasHaueHue

MpepHasHayeHbl Ans npoeefeHust TLIP-aHanusa, a Takxe, AN NO6bIX NabopaTopHbIX
nccnefoBaHui.

2.1 Knacc MNOTEHLMAanbHOrO0 pucKa MPUMEHEeHWA MeAMLMHCKOro W3Lenus B COOTBETCTBUWU C
HOMEHK/aTypHOM Knaccugukaumnein megmumHekmx: 1

2.2 ToKasaHua

- NPUMEHSETCS Kak BCroMoraTe/ibHoe M3genus Ans NpoBefeHUs KNMHNYECKUX UCCNeL0BaHuii
2.3 lNMpoTuBonNoKasaHns

- OTCYTCTBYHOT

3. hYHKLMOHaNbHOE Ha3HayeHue
EMKOCTM [ns  pacxofHblX NabopaToOpHbIX BelwecTB (Hanpumep, peareHToB, OydepHbIX
pacTBOpOB).

4. OnucaHue

Mpo6ypkn nabopaTopHble NPeACTaBAAT COO0M LMANHLPUYECKME EMKOCTU PasHOlM BbICOTbI U
AnameTpa, C NONYKPYI/bIM, MIOCKAM WK CYXXUBaKOLWMMCs gHoM, obvemamm 0,5; 1,5; 2,0; 5,0;
10,0; 15,0; 50 mn, w3 nonunponuneHa (MM). Tpobupkn COBMECTUMbI C NabopaToOpPHbIM
KpenieHneM LUTaTUBOB, HarpeBaTesIbHbIX MANUT, LeHTPUGYr 1 ApYruMu NpMUcnocobneHnamu ans
YL0OHOr0 NO3ULMOHNPOBaHKA NabopaTopHO Nocyabl. pagynpoBaHHble MPOBUPKM NMPUMEHSIOT
419 TOYHOT0 [03MPOBaHNA BELLECTB, PACTBOPOB, XUAKUX NHANKATOPOB, peareHToB. Mpobupku ¢
MI0THO 3aKPblBaeMbIMW KpbllLKaMy 0becrneunBatoT 61aronpuATHYO cpesy A8 XpPaHeHUs U
MepeBO3KM YyBCTBUTENbHbIX, AOWbHbIX NMpPenapaToB, MOMOrarT n3bexaTb KOHTaKTa nepcoHana
C OMacHbIMMN BELLECTBAMMU.

5. O6nactb NnpUMeHeHuns
KnunHnyeckas nabopaTopHas AuarHOCTHKa.

6. OrpaHuyeHuns
He ncnonb3oBath ;X9 LieNei, He NpeayCcMOrpeHHbIX NPON3BOANTENEM.

7. CpoK rogHocTu
"apaHTVpPOBaHHbLIN CPOK rOAHOCTM - 3 roja

Onsa cnyxebHoro nonb3oBaHma KomnaHueli Coming («KOpHUHI») [na obpalueHns Ha Tepputopun PP
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Ha 6naHke KomnaHum «KOPHUHI» «KOpHUHT NHKOpropaiTes»
YaH PHBeppoHT Mnasa», KOpHUHT,
Hblo-Mopk 14831, CLUA
VIHCTPYKLMA NO NPUMEHEHWIO

8. Lienesoii nonb3oBaTeNb
Bpauun, cneynanncTbl KAWHUYECKUX nabopaTopuid, npouwegline creyuanbHoe o06yyeHue Unu
MoAroTOBKY MO MpolieaypaM aHa/in30B, B KOTOPbIX UCMOMb3YeTCs CMCTeMa AMarHOCTUKM in vitro.

9. Mepbl NpegoCTOPOXXHOCTYU
e Tlepef WCMOMb30BaHMEM W34eNUS BHUMATENbHO MNpoOYUTaiTE WMHCTPYKUMIO MO
NPYMEHEHNIO BO 136eXxaHue OWnBoK;
e Heco6noeHne WMHCTPYKLUIA MOXET MOBAUATbL Ha 6e30MacHOCTb WM pe3ynbTaT TecTa,
MOMYYEHHOr0 C NOMOLLbIO U3AENNs;
* Crpoix) cobntofainte npaBmna, ycTaHOB/IEHHbIE Balleil opraHu3aymen.

TexHun4yeckoe onucaHme
1. YcnoBus TpaHCMNo pTHPOBKMW, XPaHeHNsA 1 NPUMEHEHNS

MapameTpbl TpaHcnopTu”BKa XpaHeHue MNpumeHenné
Temnepatypa 0T7-10 o +45 ®C 0T-10 fo+ 45 0T+10 L0+35 ®C
BnaxHocTb <80 % <80% <70 %

OTHOCUTENbHOM OTHOCUTENbHOIA OTHOCWTE/IbHOIA
BNaXXHOCTM BNaXXHOCTM B/TXKHOCTM
ATMmOchepHoe 500 - 1060 rlla 500 ~ 1060 rila 800-1060 rMa
[iaBneHve

XpaHWUTb W3[eNUsA MOXHO TONbKO B XOPOLIO MPOBETPUBAEMbIX MOMELLEHUAX B OTCYTCTBUM
arpeccuBHbIX rasoB. V36eraiiTe nonagaHus NpAMbIX Nyyeid cBeTa, XpaHUTe BAANMN OT UCTOYHWNKOB
Tenna u Kopposuu.

2. Matepuasnsbl, 3 KOTOPbIX N3rOTOBJIEHO MEAULNHCKOE n3fenue
MeanunHCKoe n3fenve U3roTaBamMBaeTca U3 NOAMNPONKUAEHA CM. Tabnuuy HUXKe, C OpraHU3MoM
YyenoBeKa He KOHTaKTMPYIOT.

MpoaykT Twvn lMNpounssognTens CtpaHa Mapka
BWHTOBbIE KPBILIKY C
YNNOTHATENBbHBIMU ;
KOMbLAMY 15 MonunponwuneH Coming CLUA USPVI
Incorporated 9003-07-0
npo6mpok o6bemom 0,5
-2,0 mn1
Y RTOTHUTENbHbIE CunukoHoBoe Dongguan Doit USP VI
KONbLLO Rubber Products Co, Kwurait 63394-02-
KO/bLa
Ltd. 5
MpobupKKM ¢ BUHTOBOLA Coming Incoperated
rop no:moﬁ 06LEMOM MonunponuneH Coming Life Kurait USPVI
P 5 Sciences (Wujiang) 9003-07-0
o M Co., Ltd.
Mo0GHDKA C BAHTOBOI Corning Incoperated
r(? nOprlHoM 06BEMOM Coming Life Kutali USP Vi
P MonunponwneH Sciences (Wujiang) 9003-07-0
2,0 mn
Co., Ltd.
Mpobupkm ¢ MonunponuneH Coming Science MeKcuKa USPVI
3aBMHYMBALOLLENCA Mexico S.A. de C.V. 9003-07-0
Lns cny>xxebHoro nonb3oBaHma Komnanueli Coming (« KOPHUHI») [ns obpawieHns Ha Tepputopumn Pd
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Ha 6naHke KoMnaHUM «KOPHUHI» «KopHWHT VHKopnopaliTea»
YaH PuBepdpoHT Mnasa», KOpHWHT,
Hblo-Mopk 14831. CLUA

WNHCTpykbKS NO NpUMeHeHUIo

KpbILLKOI 06beMOM

5,0 mn
Mpo6bupkm ¢
3aBMHUMBatOLLeliCA MonunponuneH Corning Science MeKenKa USP VI
KPbILLKOV 06bEMOM Mexico S.A. de C.V. 9003-07-0
10,0 mn
Mpobupku ¢
3aBMHYMBAtOLLENCA MonunponuneH Coming Science MeKcnKa USP VI
KPbILLKO/ 06bEMOM Mexico S.A. de C.V. 9003-07-0
15,0 mn
Mpobupku ¢
3aBMHYMBALOLLElCS MonunponuneH Coming Science MeKcrKka USP VI
KPbILLKO/ 06 bEMOM Méxtoo S.A. de C.V. 9003-07-0
50,0 mn

Bce paboTbl NPOBOAATCA B mepyaTkax. MeAWLUHCKOe U3Lenne He COLEPXMUT B CBOEM COCTaBe
NeKapCTBEHHbIX CPEACTB, a TaKXKe He COAEPXMUT MaTepuanoB XXMBOTHOTO U (UNK) YeNOBEYECKOTO
npoucxoxaeHus. MeAWLMHCKOe W3[enMe He COAEPXWUT B CBOEM COCTaBe BELLECTB,
KnaccuuumpyemMbix Kak «OnacHble» Uan «Tpedytolme cneunanbHbiX Mep npefjocTOPOXHOCTN»
npv o6paLeHnn NN XpaHEeHUN.

3. Cnocob npumeHeHuUs

MomecTunTe 06pasel, B NpobUPKY.

Mocne pasmelieHns obpasya B NpobMpPKe, 3aKPOWTE ee KPbIWKOW COOTBETCTBYIOLLErO LBeTa
BpaLlias No 4acoBOi CTpesKe Ao ynopa.

HakneiiTe Ha NpoGWMpKY CaMOKMEeAWYHCA 3TUKETKY WAM NPOMapKMpyinTe ee MapKepoM Ha
CNMPTOBOI OCHOBE.

4. MabapuTbl/ BHELWHWUI BUA
MapameTpsl 3HauveHuna*

Mpo6upKK C BUHTOBOWN FOPNOBUHON Mn
o6vemom 0,5 mn. 1

Mpo6bupKK ¢ BUHTOBOI FOPIOBUHON O6béM 1,5 mn
ob6bemom 1,5 mn

[Onsa cny>xe6Horo nonb3oBaHua KomnaHueid Corning («KOPHUHT) [na obpaweHna Ha TeppuTopumn P®
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Ha 6naHKe KOMMaHUM «KOPHUHI»

WIHCTPYKUMSI MO NPUMEHEHWIO

Mpo6UPKN C BUHTOBOW FOPNOBUHOW
o6vemom 2,0 Mn

Mpobupkn C  3aBUHYMBAIOLLENCSA
KpbILWKOI 06bemoMm 5,0 mn

Mpobupkn Cc  3aBUHYMBAlOLLENCSA
KpbIWKOi 06bemom 10,0 mn

«KOpHUHT NHKopnopanTeg»
YaH PuBeppoHT Mnasa»» KOPHUHT,
Hbto-Mopk 14831, CLUA

O61BbEM 2,0 Mn

O6bém 5,0 mn

O6BbEmM 10,0 mn

[nsa cny>ke6Horo nonb3oBaHmsa KomnaHueit Coming («KOpHUHI»)
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Ha 6naHke kKomnaHum «KOPHUHI» «KopHUHT VIHKopnopaliTea»
YaH PuepgpoHT Mnasa», KOpHWHT,
Hbto-Mopk 14831, CLUA
MHCTPYKUMS No NPpUMEHeHUIo

Mpobupkn ¢  3aBuMHYMBalOLLeiics O6bEM 15,0 mn
KpbILIKON 06bemom 15,0 mn

Mpobupkn ¢  3aBuMHYMBawLleiica O6bEM 50,0 mn
KpbIWKO 06bemom 50,0 mn

*00NycTMMasn NOrpewHoCcTb MaCCOI'aﬁapVITHbIX XapaKTEPUCTUK COCTaBNIAET +5%

5. CTepununsayms

3nenve nocTtasnfeTca CTepubHbIM B YMaKOBKE 3aBOAa-U3roTOBUTENA. 3enme cTepunusyoT ¢
nomolbo  paguaumn. Ws3genna npefHasHayeHbl  UCKAKOUYUTENbLHO ANd  04HOPasoBOro
nucnonb3oBaHUs. He noanexar MOBTOPHOW cTepw[m3aumn. CTepunusanms nNpoBoaUTCS
paguauuoHHOR  cTepunu3auueid, KoTopas obecneynmBaeT ypOBeHb  rapaHTUPOBAHHOWA
cTepuibHOCTM YC 10" He 0Ka3blBas HEraTUBHOIO BO3AEMCTBMA Ha Ka4eCTBO M3aenus. B kayecTse
KpUTEepueB NPMEeMNEMOCTM NOMNOLLEHHON J03bl B MpOLECCe CTepUAN3aLnmM YyCTaHOBIEH AnanasoH
£03 oT 10 go 40 kIp. MNMpouecc cTepunmsaunm oCyLLEeCTB/IAETCA B COOTBETCTBUY CO CNELYIOLLMMU
CTaHfapTaMu:

ANSI/AAM1/ISO 11137-1:2006: CTepunmsaums MeLUUMHCKOA npoAdykumn. PaguaynmoHHas
cTepunmn3auma - YacTtb 1: TpeboBaHusl K paspaboTke, Baamgauun U TEKYLWEMY KOHTPONO
npouecca CTepuamnsaLnm MegUuLUHCKNX U3aeuii.

ANSI/AAMI/1SO 11137-2:2013: CTepuamsaumsa MeguUMHCKON npoaykuun. PagmaunoHHas
cTepumsauns - HacTb 2: YCTaHOBNEHWE CTepunsytoLLen 4o3bl.

6. Cnuctema MeHeXXMeHTa KayecTBa

Ne  JOKYMEHT HasBaHue JOKYMeHTa
1ISO 9001:2015 CucteMbl MeHeAXXMeHTa KayecTBa. TpeboBaHus
OR ISO 13485:2016

[na cnyxe6Horo nonb3osaHnsa KomnaHuven Corning («KOpHUHI») [na obpaweHna Ha Tepputopun PP
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Ha 6naHke KomnaHun «KOPHUHM» «KOpHUHT VIHKopnopanTea»
YaH PuseptpounT Mnasa», KOpHWHT,
Hbto-Mopk 14831. CLLUA
VIHCTPYKLLA N0 NPUMEHEHNIO

Ne  JlOKYMEHT HasBaHuMe JOKYMeEHTa
5 EN ISO 15223-1:2016 padnyeckmne CMMBO/IbI, MCMO/b3YeMble Ha STUKETKaX
MeAULUHCKUX YCTPOMCTB
NHdopmaLms, npegocTaBfiseMas npoun3BoAnTeNnem
MeLULUHCKNUX 1n3aenunii
YnakoBKa A1 rOTOBbIX CTEPWUSIN30BAHHBIX MELULUHCKUX
4. EN I1SO 11607-1:2017 ycTpoiictB. Yactb 1. TpeboBaHua K MaTepuanam,
CTepUNbHOI 6GapbepHO cUCTEME N YMaKOBOYHOI CUCTEMe
YNnakoBKa A1 TOTOBbIX CTePWUIN30BaHHbLIX MEULUHCKNX
5. EN 180 11607-2:2017 ycTpoiicTB. YacTb 2: TpeboBaHMA K Baaugaumm npouecca
thopmMupoBaHUs, 3anevaTbiBaHUS U COOPKU
CTepunusauna MeguUNHCKUX n3genunin. Pagnaums. YacTs L
6. ISO 11137-1:2006 Tpe6boBaHus K pas3paboTke, Baaujauum K TeKylemy
KOHTPOAIO npoLecca cTepuansanmm MeguLnHCKUX n3nenuni
CTepunusaumns MeauLNUNCKUX ngennii. Paguaums. Yacts 2.
YcTaHOBNEHWe cTepunmaytoLeii 4o3bl

3. EN 1041:2008+A1 2013

7. ISO 11137-2:2013

7. FapaHTUX NpPoOn3BOAUTENSA

Mpepnpuatne-npousBOAUTENb  FapaHTUPYeT COOTBETCTBUE TEeXHUYECKUX  XapaKTepuUcTuK
MeAULUHCKOro n3fenna Bcem TpeboBaHMAM MPUMEHUMbIX HALMOHANbHbIX U MeXAYyHapOoLHbIX
CTaH4apToB Npu cobnojeHnn notpebuTenem ycnoBuid akcnnayatauuu, TPAHCNOPTUPOBAHUA U
XPaHeHns Ha Becb CPOK rofHOCTU, NPU YCNOBUU, YTO YNaKOBKa He NOBPeXKaeHa.

8. 3awmnTa oKpyXarlLien cpegbl

MpousBoguTens  rapaHTUpyet  6e30MacHOCTb  MeAMLMHCKOro  u3genuns,  OTCYTCTBUE
HeZoNyCTUMOTro PUCKa U MPUUYUHEHUS Bpefa XU3HW, 340P0BbI0 YE0BEKA U OKPYXaloLw et cpese
NPy WUCMOMb30BaHUM U3JEeNNA MO Ha3HAYeHUO W Npu cobnogeHUn Mep MpefoCTOPOXKHOCTH,
npeaycMOTPEHHbIX NMPOWU3BOAUTENEM.

9. ¥YnakoBKa

- Mpobupkn ¢ BMHTOBOWN ropnoBuHol obvemom 0,5; 1,5 n 2,0 mn,- ynakossiBatoTca no 500
nNpo6upoK B MONM3ITU/IEHOBbLIA NakeT TOMAWMHON 55 MKM 06pasytolmnii NoTpebuTensCKyo
ynakoBky. [lanee 8 WT. NOTpe6bUTENbCKUX YNAKOBOK YK/aAblBalOTCSA B KOPOOKY.

- Mpobupkn ¢ 3aBMHUMBAlOLLEACA KPbIWKOWA obbemom 5,0 n 10,0 ma, ynakosbiBaroTca no 25
Npo6MpoK B MOMUITUNEHOBbLIA NakKeT TOMWMHONW 55 MKM o06pasyrowmnin noTpedbuTenbCKyto
ynakosky. flanee 20 WwT. NOTPe6UTENLCKUX YNAKOBOK YK1ablBAOTCA B KOPOOKY.

* MpobupKM € 3aBMHYMBAIOLLECA KPbIWKOA 06bemomM 15,0 M/, ynaKoBbIBatOTCA No 25 Npo6bMpok
B MNOMIMITMNEHOBLIM NaKeT TONLWMHON 55 MKM 06pasyounin noTpebuTeNnbCKY O YNakKoBKy, aanee
20 WwT. nNoTpebuTenbCKMX YMNaKOBOK YyKNafdblBaloTca B KOpobky. Mnm no 50 npo6bupok B
KapTOHHOM LWTaTMBe, KOTOPbLI/ YNaKOBbIBAOTCA B MOAMITUIEHOBbIA NakeT TONLWMHONA 55 MKM
obpasylowmnii - NoTpebuTeNnbCKytd YynakoBky, fanee 10 wT. NOTPeOUTENbCKUX YMNAaKOBOK
YKNafblBAKOTCS B KOPOOKY.

- Mpo6upkn c 3aBnHYMBatOLLEiCA KpbIWKOW 06bemom 50,0 M1, ynakoBbiBaloTCs No 25 NpobMpok
B NO/IM3TUNEHOBLIM NakeT TOMAWMHOMW 55 MKM 06pa3yloLwmnii NnoTpedbnTenbCKy ynakoBKy, ganee
20 Wwr. noTpedbuTenbCKMX YNaKoBOK YKAagblBaldTCA B KOpobKy. Mnm no 25 npo6bupok B
KapTOHHOM LUTATMBE, KOTOPbIA YMNakoBbIBAKOTCA B MOMUITU/IEHOBLIA NaKeT TOAWMHONW 55 MKM
o6pasyloWwmnini - norpebuTenbCKY0  YnakoBky, fanee 20 WT. MOTPeOUTENbCKUX YMNAKOBOK
YKNaAblBatOTCA B KOPOOKY.

[nsa cny>ke6Horo nonb3oBaHunss KomnaHmein Coming («KOPHUHI») [na obpaweHnsa Ha TeppuTopun PO
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Ha 6naHke KoMnaHun «KOpHUHT» «KOpHUHT VIHKOpnopaliTea»
YaH PueppoHT Mnasa», KOpHUHT,
Hbto-Mopk 14831, CLLUA
VIHCTpYKUUA MO NPUMEHEHIO

10. YTunusauyus

YTunusnpyiite onacHble UM 6MON0rMYeckn MHQUULNPOBAHHbIE MaTepuasbl B COOTBETCTBUM C
TpebGOBaHUAMU  Ballero yupexgeHus, QegepanbHbIMA U IOKaNbHLIMU  TPe6OBaAHMAMMU.
OcTaBlnecs obpasybl U OTXOAbl CneAyeT YTWUAM3UPOBaTb, WCMNOMAb3YS Ae3MHDULUPYIOULLC
CpeAcTBa B COOTBETCTBUM HaLMOHANbHBIMU TpeboBaHUAMK K 6e30MnacHoi paboTe € NaTOreHHbIMM
MUKpPOOPraHnusMamMmy 1 BO3OYyAMTENs MM  napasuTapHbiX 60ne3Heir, u TpeboBaHMAMU NO
06palLeHnto ¢ MeAULUHCKMMU 0TX04aMU.

lMocne wncTeyeHMsa cpoka rOAHOCTM Habopbl YTUAU3UPYIOTCA Kak oTxoAbl Knacca A. Bce
KOMMOHEHTblI MEeAULUMHCKOTO U3Aenns, BXOAMBLUME B KOHTAKT C GMOM0rnyeckumMu obpasuamum,
YTUNN3NPYIOTCA KaK 0TX04bl Knacca b (anugemuyeckn onacHele) - ans P® no CanlMNunH 2.1.3684-
21 «CaHUTapHO-3NMAEMUONOTMYECKNE TpeboBaHNA K 06paLlleHNI0 C .MeLULUHCKUMWN OTX0LaMU».
YHUYTOXEHME OCYLLECTBNAETCA OpraHn3aLmsMmn, UMerLWnMN COOTBETCTBYHOLWYIO JINLEH3MIO, HA
cneymansHO 060pyAOBaHHbLIX NoWaaKax, MOAUrOHax W B MOMELLEHUAX B COOTBETCTBUU C
TpeboBaHNAMMK, MNPefYCMOTPEHHbIMW  CyllecTByloWwmMn  PefepalbHbIMU  3aKOHaMu, C
cobntoeHnemM 06s3aTenbHbIX TPe60BaHWIA MO 0XpaHe OKPYXXatoLW el cpefbl, NPU NCMONb30BaHUN
METOJ0B, COrNacoBaHHbIX C TeppuTOpUaNbHbIMU OpraHamu, OTBETCTBEHHbIMUW 3a CaHUTApHO-
3NMAEMMNONOTMYECKOe 61aronoyyme HaceneHus.

He ncnonb3oBaTb n3genne noBTOPHO.

11. MapaHTUK

MeAnLMHCKOE U3fjenne CNPoeKTUPOBAHO, U3rOTOB/IEHO M YNaKoBaHO TakuM 06pa3om, 4To6bl BO
BPEMS UCNO/b30BaHMA MO HA3HAYEHUIO ero XapakTepucTuKy 1 3 HeKTUBHOCTb He NOABepranunch
0TpULAaTeNbHOMY BO3AEWCTBMIO MpPW TPaHCMOPTUPOBKE W XpaHeHuW, 6epsa BO BHUMaHue
WHCTPYKUMM ¥ MH(OopMaLmio, NpeaocTaB/ieHHY0 [pon3BoAnTeNEM.

1"apaHT1n Mpon3BOANTENS PACTIPOCTPAHAETCA Ha U3AeNNA, KOTOPbIE XPaHATCA U UCMOJb3YHOTCA B
COO'TBETCTBUMMN C VIHCTPYKUMe NO NPYMEHEHWUIO, Takue KakK HernpoCpOYeHHble, HEeBCKPbITbIe,
HENoOBPEXEeHHbIE 1 NPaBUIbHO XPaHSALLMeCs.

12. MapkupoBKa
12.1. CumBO/bI
CWMBO/bI, UCNOMb3YeMble B MapKUPOBKE U3Jenuns.

CUMBON e 0603Hal-l.eHT/Ie .........................
IVD MeanUNHCKOE YCTPONCTBO ANA ANArHOCTUKM in vitro
OrpaHuyeHne Temnepartypbl
i
I| ot I Homep napTuu
REF Homep no katanory
[nsa cnyxebHoro nonb3oBaHna KomnaHueli Coming («KOpPHMHI») [na obpaweHnsa Ha TeppuTopun PP
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Ha 6naHke KomnaHum «KOpHUHT» «KopHWHT VIHKopnopaliTea»
YaH PHBepdpouT MNnasza», KOPHUHT,
Hbto-Mopk 1483!. CLLUA

VIHCTpYKUMS! 1O MPUMEHEHIIKO

MpownssoguTens

M Mcnonb3oBath 0. ..
I I I O6paTUTECh K MHCTPYKLMM MO MPUMEHEHMIO

I BTB((,/\FI PaaunaLnoHHas cTepuimn3saLms

q) 3anpeT Ha NOBTOPHOE UCMO/b30BaHMe

12.2. Peknamauyuns

MpeTeH3nn no KadecTBy (peknamauyms) MNMopsagok nNpeabaBAeHUs peknamauuii 1 0TBETOB Ha HUX
perynupyetcsi rpaxgaHCKMm npaBoM. Peknamauus MOXeT npeabsBnAaTbCA TOMbKO MO TakuUM
BOMpOCaMm, KOTOpble He ABASNNCL NPEAMETOM MPUEMKN TOBapa, NPOM3BeeHHON B COOTBETCTBUM
Cc ycnosusmu pgorosopa. 1o Bcem BoMpocam, CBfi3aHHbIM C 06CAy)XWBaHWEM W34enuns,
HeobXoAMMO 06paTUTbCA K YNONHOMOYEHHOMY MpeACcTaBUTEN0 Npou3BoauTens. B cnydae
peknamauun obpawiatbCs K NPOU3BOAUTENO U / WAM YNONHOMOYEHHOMY NpeAcTaBUTENtO
npon3BoANTENS. Y NONHOMOYEHHbIA NpeAcTaBUTENb NPON3BOANTENS HA TeppuTopumn PO,

10
[ns cny>kebHoro nonb3oBaHus KomnaHueii Coming (« KOPHMHI») [na obpaweHnsa Ha TepputTopun PO
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MepeBogaaH|nc(roTekcTa BbIMO/IHEH MepeBOAYMKOM MaxTyHOBbIM AnekceeM BnagmmupoBuyem.

A

Poccuiickaa denepauus
"opog MockBa
[BaguaTth Broporo gekabps fse ThiCA4YU ABafLaTh MEPBOro roga

A, Bepemuii FOnus MropeBHa, BPEMEHHO MCMOMHAOLLAA 0653aHHOCTM HOTapuyca ropoga Mockebl Kopcuk
Mapun AnekcaHgpoBHbI, CBUAE3eNbCTBYHO MOA/IMHHOCTL NOANUCY NepeBoavmK!

Bnagumumposunya.
Mognuck caenaHa B MOEM MPUCYTCTBUN. A
JInyHOCTb NoANUCaBLLEro AOKYMEHT YCTaHOB/EHa. AN |
Mn
3ape( MCTPUPOBAHO B peecTpe: Xs 77/2139-H/77-2021- M <Te

YnnayeHo 3a CoBepLUEHMe HOTapUasibHOro AeincTems; 400 py6. 00 kon. % R

10.1.B

(7 ~

Bcero npoLuHypoBaHo, NPOHYMePOBaHO
1 CKpenneHo neyatbto 3 i nmcTlaYoB)

BPWO HoTapuyca
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Poccuiickas ®epepaymnsa
Mopos Mocksa
[Bapuatb TpeTbero gekabps ABe ThiCAYM ABafLaTb NEPBOro roga

A, Tpokowenkosa EneHa EBr HOTapuyc ropoga MoCKBbI, CBMAeTeNbCTBY Bepi
KOMWU C NPeACTaBNEHHOrO0

3aperucTpmpoBaHo B pe

YnnayeHo 3a cosepLu nctema: 1320 py6.

AE, THMLopLLe "0B% =

Bcero npowH €HO neyaTbto 22 nncT(

E.E. lNMpokowweHKoBa
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