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1 GENERAL INFORMATION

1 Name of medical device

Quality Control Kit «Ortho Confidence WB» - erythrocytes and antibodies to erythrocyte
antigens

Composition:
«Ortho Confidence WB 1» Quality control - 6,5 ml in vial with white cover - 1unit.
«Ortho Confidence WB 2» Quality control - 6,5 ml in vial with red cover - 1unit.
«Ortho Confidence WB 3» Quality control - 6,5 ml in vial with blue cover - Lunit.
«Ortho Confidence WB 4» Quality control - 6,5 ml in vial with black cover - 1unit.
Information insert.

Short names that will be used thereafter in the text:
Quality Control Kit ORTHO CONFIDENCE WB

The manufacturer’s abbreviation for the test: ORTHO CONFIDENCE WB

2. Name and address of manufacturer
(Alba Bioscience Ltd. James Hamilton Way, Penicuik, EH26 OBF, United Kingdom)

I1. INSTRUCTION FOR USE.
See Attachment.
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{Attachment 1
to Operational Documentation)

Instruction
On

Quality Control Kit «Ortho Confidence WB»

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



TRANSFUSION MEDICINE

INSTRUCTION

Quality Control Kit «Ortho Confidence WB)»-

erythrocytes and antibodies to erythrocyte antigens REF

6842785

Intended Use
Forin vitro diagnostic use only
Quality Control Kit «Ortho Confidence VW\B=>- erythrocytes and antibodies to erythrocyte antigens

Intended for use as qualitative controls to assure the reliability of basic blood bank serological reagents and automated/manual
blood grouping systems using column agglutination techniques.

Summary and Explanation

The purpose of dally quality assurance in the blood bank is to confirm the reliability of the test system. The test system includes
reagents, test procedures and equipment. Testing known samples is an accepted method of quality control. Itexpected test
results are observed, procedures are being performed accurately and reagents and equipment are performing properly. If
unexpected results are observed, the problem may be due to improper test performance, faulty equipment or contamination or
deteriordation of reagents. The source of the problem should be determined and resolved before pafient/donortest results are
reported.

The ORTHO CONFIDENCE™ WB Quality Control Kit provides a means of confirming the reactivity of routinely used reagents
and is to be tested on each day of use. Observation of expected test results with the ORTHO CONFIDENCE™ WB Quality
Control Kit will confirm the reactivity of A80, Rh. and Kantibodies, as well as reverse grouping cells and reagent red blood
cells used for antibody detection.

Principle of Procedure

The procedures used with these reagents are based on the principle of agglutination. Normal human red blood cells will

agglutinate in the presence of the appropriate antibody directed against antigens on those red blood cells. No agglutination
indicates the absence of the demonstrable antigen or antibody.

Reagents

The ORTHO CONFIDENCE™" WB Quality Control Kit is prepared from red blood cells collected from blood donors. ABO and
anti-Ry® antibodies are of monoclonal origin and anti-D and anti-c antibodies are of polycional origin. Polyclonal anti-D source
material is prepared froman initial concentration of <10 IU/mL to a concentration of approximately 0,1 1U/mL,

The concentration of red blood cells in each of the samples is 15% +2%, The red cells are suspended in a preservative
solution to retard haemoiysis and bacterial contamination,

Vial 1- Group AiB D+C+E+ct+et+ (RiR2)

Vial 2 - Group O D+C+E-c-e+ (R Ri) K+, anti-A, anti-B, anli-c

M 3 - Group AD+C-E+c+e- (RiRz) Fy(a-), anti-B, anli-F/

Vial 4 « Group B D-C-E-c+e+ (1) K-, anti-A, anti-D {concentration of approximately 0.1 IU/mL)

Storage Requirements
In refrigerators at a temperature of 2to 8 ' Cwith a relative humidity of 20 to 80%.

Shelf life -
Vials 1-4 Conditions Stability
Unopened ; Qo To expiration date. Shelf life
P Refrigerated, at 2-8 ° C is indlljcated on the package.
Opened Refrigerated, at 2 8° C 14 days
Transportation

in refrigerators at a temperature of Shipping temperature; 2 to 8 ° Cwith a relative humidity of 20 to 80%.
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TRANSFUSION MEDICINE
INSTRUCTION

Precautions

Precautions

Do not transfer any of the vial contents to another container as this could result in spillage orcontamination.
Do not use beyond the product expiry dale.

Once the product vials are opened, the reagent's performance characteristics are maintained for 14days.
Do not freeze.

Do not use if marked haemolysis is observed. Slight discoloration inthe supernatant is normal over the shelf life of the
%rgduct. Extreme turbidity, precipitation or haemolysis of the red btood ceils may indicate product alteration.
not use Ifevidence of contamination is present.
Replace vial caps when not in use.
Allowthe vials to warm to room temperature (18-25 "C) prior to use.

Caution; Source material from which this product is derived was found non-reactive for
HBsAg, Anti-HIV 1/2 and Anti-HCV. No known test methods can offer assurance
that products derived from human blood will not transmit infectious disease.
Appropriate care should be taken in the use and disposal of this product.

Procedure

This reagent has been validated for use manually on the ORTHO BioVue- System, and for use on ORTHO AutoVue- System
{Innova or Ultra). ORTHO VISION Analyzer, and ORTHO VISION-Max Analyzer automated blood grouping test systems and
therefore its suitability for use by other technologies cannot be guaranteed. Cusiomers who choose to use commercial
antisera and red cell reagents in an off-label manner must ensure the test method is appropriate by validating its intended use.
When using automated instruments, follow the procedures that are contained in the operator's manual provided by the device
manufacturer.

The ORTHO CONFIDENCE™WB Quality Control Kit is intended to simulate normal blood samples. The samples contained in
the ORTHO CONFIDENCE™ WB Quali(t}/ Control Kit must be used at room temperature (18-25 'C) and should be tested by
following standard procedures In accordance with the applicable Instructions for Use for routine reagent use.

Vials are required to be centrifuged prior to first use. Centrifugation must be performed according to the user’s standard
laboratory practice for the centrifugation of patient samples. Subsequent upright, refrigerated storage eliminates the
requirement for further centrifugation unless mixing has occurred.

Materials Provided

'sOrtho Confidence WB 1mQuiality control - Quality control material containing erythrocytes of the A1B group (according to the ABO
system); Rh phenotype erythrocytes D+CHE+C-(-e+ (R1R2); 6,5 ml in vial - 1 unit.
«(Ortho Confidence V/B 2» Quality control - Quality control material containing erythrocytes of the group O, Rh phenotype erythrocytes
D+C+Ecet (R1BL), Kell positive (m/[hrog?/tes - Kell-K+; antibodies (according to the ABO system): anti-A, anti-B; ailoimmune anti-
erythrocyte antibodies - anti-c; 6,5 ml invial - 1 unit.
«Ortho Confidence WB 3- Quality control - Quality control material containing erythrocytes of group A Rh phenotype D+C-E+c+e-
&R2R62)5Fy a) r]g?atlive etrythrocytes; antibodies (according to the ABO system): anti-B, ailoimmune anti-erythrocyte antibodies - anti-

ya; b, invial -1 unit.
'sOrtho Confidence WB 4» Quality control Kell (K-) - Quality control materia! containing erythrocytes group-B; Rh phenotype 0-C-E-c+e+
(m). Kell-negative erythrocytes - Keil-K-; antibodies (according to the ABO system); anti-A, ailoimmune anti-erythrocyte antibodies - anti-
D T(concentra]tion of approximately 0.1 1UimL); 6,5 ml invial - Lunit.
Information insert sheet.

Additional Materials Required but not Provided

For Automated Testing,-

e ORTHO BioVue* System Cassettes

* Reagent Red Blood Ceils

¢ ORTHO AutoVue* System (Innova or Ultra)/ORTHO VISION* Analyzer/ORTHO VISION* Miax Analyzer

For Manual Testing;

ORTHO BioVue* System Cassettes

Reagent Red Blood Cells

Manual or Electronic Pipettes

Pipette Tips

Timer

Test Tubes

ORTHO™* Workstalion/ORTHO BioVue* System Centrifuge and ORTHO Bio\ie™ Incubator
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TRANSFUSION MEDICINI
INSTRUCTION

Interpretation of Results

Interpretation of Results

The following table illustrates the expected results in tests with ORTHO CONFIDENCE**WB Quality Control Kit and routine
blood bank reagents.

Positive Result (in the table designated +): Agk%utination of the red blood cells is a positive test result and indicates the
presence of the corresponding antigen or anlibody.

Negative Result (in the table designated 0): No agglutination of the red blood cells is a negative test result and indicates the
corresponding antigen or antibody is not demonstrable.

Component of ORTHO
CONFIDENCE™ WB Reagent Under Test Expected Test
Quality Control Kit Results
Artl-A ~~
Vial 1 Arti-B
Arti-AB
Ati-D
wcelts
Arcells
Beells
0 ceils, )
bcreening cell i (HH,)
Screening cell 2 (R:R)
Screening cell 3 (1)
Anti'C
Anti'E
Anti-c
Anti-e
Ati-A
Vial 2 Arti-B
Anti-AB
Anti-D
A cells
A cells
Beells
0 cells
Screening ceil 1 (HiH:)
Screening cell 2 (PrBr)
Screening cell 3 (1)
Antl-C

Antl-E
Anti-c
Anti-e
Anli-K
Ati-A
Vial3 Anti-B
Anti-A8
Anti-D
A cells
Arcells
B cells
0 cells
Screening ceil 1 (HtHu
Screening cell 2 (HPr)
Screening cell 3 (i)
Anti-C
Anti-E
Anti-c
Anti-e

+00 0O +++00000COCO+ + + +

LO+O0 O+ +0O++ +00++ +00+ +

O ptO &

Discrepam rasalts must be Investigated (urther.
* Results depend upon antigen configuration.
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TRANSFUSION MEDICINE

INSTRUCTION
Quality Control

Component of ORTHO £ ed Test
CONFIDENCE™WB Reagent Under Test RXpeﬁ ed Tes
Quality Control Kit esults
Anti-A
Vial4 Anti-B
Ati'AB
Anti-D
A cells
Arceils
Bcells
O cells

Screening cell 1 R,
Screening cell 2
Screening cell 3 (i)
Anti

i-C
Anti-E
Anti-c
Anti-e
Anti-K

o+ +0O

oo

* Oisaepant results must be Investigated further.
" Results depend upon antigen configuration.

Quiality Control

This product is a quality control reagent and its satisfactory performance when used by the recommended techniques
represents an adequate level of control.

Limltations of the Procedure

o A~ WP

ORTHO CONFIDENCE"WB Quality Control Kit is designed to be tested with reagents that have not been diluted.
Improper techniques may invalidate the results obtained with this product,

False positive or false negative results can occur due to contamination of lest materials, improper reaction temperature,
improper storage of materials, and omission of test reagents,

individual laboratory procedures may affect the final reaction strength observed in tests performed with ORTHO
CONFIDENCE" WB Quality Control Kit,

Under certain circumstances, the anti-c specificity present in the plasma of vial 2 may react at room temperature with

Affirmagen O cells when tested in conjunction with ORTHO BioVue" System Reverse Diluent cassettes, generating an
unexpected weak positive reaction.

Performance Characteristics

Each cell sample is shown to have a negative direct aniiglobulinlest.

When properly stored and used according to standard procedures, these reagents will demonstrate the appropriate
antigens / antibodies specified in the reagent description.

The Procedure and interpretation of Results must be followed closely to ensure the accuracy of the lest results. Each
laboratory should have a program that will train personnel on the proper use and handling of the product.

Technical questions concerning this reagent should be directed to your local Ortho CareS' Technical Solutions Center.

Glossary of Symbols

The following symbols may have been used in the labeling of this product.
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TRANSFUSION MEDICINE
INSTRUCTIONS

General Information

Guaranties

Ortho Clinical Diagnostics Inc. guarantees that the product is applicable for the intended use. The product is ready for use before the
indicated shelf life and in the event of conipliance with all storage, transport, package integrity and use procedures specified in the
instructions for use.

Standards

The production is certified for compliance with the requirements of the international stai“dard 1SO 134S5; quality management
system. Medical devices comply with the National Standards of the Russian federdtion and regulatory docomerUs in terms of safely
and efficiency requirements.

Potential users

Users - specialists in the field of laboratory diagnostics:

-a doctor of clinical labcatory diagnostics,

-medical laboratory technician (paramedic labo”\atory assistant).
- laboratory specialist (including with biological education)

Scope of application

Laboratory of IN VITRO diagnostics.

The medical device is intended for professional use. Training on work with tlie product is provided by Ortho. The medical product is
used manually with the ORTHO BioVue system, as well as with automated  stems for determining the blood group ORTHO AutoVue
(Innova or Ultra), and with automated blood group testing systems - ORTHO VISION and ORTHO MISION Max analyzers.

Requirements for technical maintenance.
Maintenance and repair is not applicable.

Methods of sterilization.
it is not required sterilization

Software of medical device
It is absent.

Utilization

Care must be taken when handling materials obtained from human blood. All hematological materials should be considered as
potentially infected. Disposal of waste must be in accordance with international requirements, fedetai and local legislation.
According to SanPiN 2.1.7.2790-10 "Sanitary and epidemiological requirements for the management of medical waste" the product
can be classified inclass B

Disposal or destruction, disinfection of reagent kits should be carried out in accordance with SanPiN 2,1.7.2790-10 "Sanitary-
epidemiological requiremei’ts for handling medical waste™ and MU 287-113 "Methodological instructions for disinfection, pre-
steriiizalion cleaning and sterilization of medical devices".

Measures in the event of a spillage of the reagent: wipe the contaminated surface with absorbent material (for evample: fabric,
fleece, etc.V Thoroughly clean the contaminated surface.
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TRANSFUSION MEDICINE
INSTRUCTIONS

Summary of Revisions

Summary of Revisions

Version Date of Revision Description of Technical Changes

7 12-12-2019 Glossary of Symbols - Added EC Representative symbol
Back Page - Added EC Representative address. Changed Notified Body number
Registration certificate number added

Changed Publication Number of IFU

Authorized representative of the manufacturer in the territory of the Russian Federation:
Limited Liability Company Orlho-Clinical Diagnostics

100 bid, Litera A A. Novaya str, Skolkovo. Odintsovo district, Moscow region,
143026, Russia

Registration certificate number: Ne R2N 2019/9224 from 13,11.2019

Quotient Suisse SA.
Unit B1 Terre Bonne Business Park
Route de Grassier 13

1434

Eysins 1262, Switzerland

Aiba Bioscience Limited
James Hamilton Way, Penicuik, BH26 CBF, LK

Distributed by;

Ortho-Clinical Diagnostics, Inc. : :
1001 US Highway 202 ORTHO CONFIDENCE”"WB Quality Control Kitisa

. trademark of Ortho Clinical Diagnostics,
Raritan. NJ 08369 USA Ortho Clinical Diagnostics, 2010-2019

Ortho Clinical Diagnostics
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' C @HTNINIACKOTO A3blKa Ha PYCCKUIA A3bIK
«YTBEPXOEHO»

<BANVCAHO>

«Anbba buocaitHc NT4.»
MwmapTa 2020 roga

Oxelimc XamMUNTOH Y 3,

<Uram: IuHAcK XeneH POBUHCOH MeHnkyk, EH26 OBP,
Kouer u HoTapuyc> BenukobputaHunsg
DWFLLP

N2/loxpuH Ckyaiip

96®ayHTeliHOpY,

3AMngr P Oata: 11 mapTa 2020 r.
B3 9QA

DXED15 Mma: OxaHHn Po66

<Kpyrnas neuyatb HoTapuyca
KPpacHoro Ligeta ¢ 3y64yartbimm

Kpesvit>

<nognucaHo>
nognuch

LONMKHOCTb: PYKOBOAUTENb TEXHUUYECKO MOAAEPXKKN

MeyaThb:

<W tamn: Anbb6a buocainHc TnmnTen,

ocyl ecTBNAO W, aA CBOK AeATeNbHOCTb NO4 HaUMeHOBaHNEM
«KBOTUEHT»>

SAKCNMNYATAUMNOHHAA AOKYMEHTALWA
Ha MefULMHCKOe M3fenne:

Habop KoHTponbHbIX MaTepuanoB «Ortho Confidence WB» - spuTpounTbl N aHTUTENA K
APUTPOLUNTAPHBLIM aHTUITeHaMm

[NponsBoguTesb:

Anbba buocainHc NT1gh., Oxeldmc XamMunToH Yain, Mennkyk, EH26 O0BF, Benukob6putaHus
(Alba Bioscience Ltd. James Hamilton Way, Penicuik, EH26 OBF, United Kingdom)

2020 rog
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ObWAA NHPOPMALINA

1. HasBaHue nsgenuvsa:

Ha6op KOHTPO/IbHbIX MaTepuanoB «Ortho Confidence WB» - 3puTpounTbl 1 aHTUTENa K
3PUTPOUMUTAPHBIM aHTUTEHaM

"KOHTpPONbHbI MaTepuan «Ortho Confidence WB 1» - 6,5 mMn Bo hflakoHe ¢ 6eN0A Kpbl W KON-1 wWwT.
KoHTponbHblt maTepuan «Ortho Confidence WB 2» - 6,5 Mi1 BoO hlaKoHe ¢ KPacHOW KpblWwW KoM - 1 WwT.
KoHTponbHbIn maTepunan «Ortho Confidence WB 3» - 6,5 Mmn BOo hf1lakOHe C CUHEN KpblWwW KoM - 1 wrT.
KoHTponbHbIi maTepunan «Ortho Confidence WB 4» - 6,5 M1 BO p1aKOHe C YEPHOU KpblW KO - 1wrT.

MHGpopMaLMOHHBIA BKAaAbI L.

KOPOTKVe Ha3BaHUA, KOTOpble OyAyT MCNOMb30BaTLCA fasiee No TEKCTY.
1a260p KOHTPO/bHLIX MaTepuaioB ORTHO CONFIDENCE WB

<1A66peBMaTypa NPOM3BOANTENA ANA JAaHHOTO TecTa: ORTHO CONFIDENCE WB

2. HasBaHue n agpec npousBoLUTENA
Anbba buocaiiHc N1g., AxXehimc XaMUNTOH Y3, MeHnkyk, EH26 OBF, BAuko”~6putaHus
IAlba Bioscience Ltd. James Hamilton Way, Penicuik, EH26 OBF, United Kingdom)

IL MHCTPYKLWNA
Cm. MpunoxkeHne
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MNpunoxeHve 1
K 9KCIM/yaTaUyOoHHON JOKyMeHTaLmm

MHCTpYyKUKMA
Ha

Habop KoHTposbHbIX MaTepnasioB ORTHO CONFIDENCE WB
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Ortho Confidence WB

Habop koHTposbHbIX MaTepranos «Ortho Confidence - REF 6842785
WB>» 3puUTpoUuTbl U aHTUTENa K 3pUTPOLUTAPHBIM
aHTUreHam

HasHaueHune

MpeaHasHayeH TOMbKO A/ AMArHOCTUKM in vitro.

Habop KoHTponbHbIX MaTepuanos (Ortho Confidence WB) - spuTpoLUTLI M aHTUTeNa K 3pUTPOLUTapPHBIM aHTUreHam
[lns KOHTPO/A KauecTBa OCHOBHbIX CEPOMIONMHECKIX PeareHTOB B 6aHKe KPOBM, @ TaloKe CCTEM aBTOMATUYECKOrO WM PYHHOTO
onpefeneHnsa rpynn KPoBY, B KOTOPbIX 1CMOMb3YETCA UMMYHOreMaTo/oryeckas MeTOAMKA KOJIOHOYHOM arrioTvHaLmK,

Kpartkas nHopmaums 1 nosicHeHve
Llenbto exkefiHeBHbIX MpoLieAyp obecrneveHns KayecTsa B 6aHKe KPOBY SBNSETCA MOLTBEPKAEHVIE MPUTOLHOCTY TECTOBBIX
CHCTEM K MCIO/b30BaHUIO. TeCTOBbIE CHCTEMbI BK/HOHAOT B Ce0A peareHTbl, METOAMKW TECTUPOBaHMA 1 060pyS0BaHME.
MpUHATBIM METOLOM KOHTPO/A KaYecTsa ABNSETCS TECTUPOBAHME M3BECTHBIX 06pasLIoB. EC/M nonyyeHHble pesynbTarbl
onpefieNieHns CoBMafatoT C OXUAAEMbIMM, 3TO FOBOPUT O TOYHOM COB/IFOLEHMW METOAMKM, & Takke O COOTBETCTBYHOLLEM
KauecTBe peareHToB M 060pyA0BaHMs. ECnmn pe3ynbTaTbl OT/IMYAOTCA OT OXUAaeMbIX, NPO6IeMa MOXET 3aK/THo4aTbcs
BHenpas/IbHOM BbINO/HEHNM TECTUPOBAHWS, HEVCTPaBHOM 0B0PY/A0BaHMM, a TakoKe B KOHTaMUHALIM WX YXY/LLEHWN
KayecTBa peareHTOB. [Npexxae Yem MPOBOAWTL ONpejerieHue Y nauyieHTa Wi JoHopa, CnefyeT YCTaHoBUTL 1 YCTPaHWTbL
VCTOYHVK MPOG/eMb!.
Hab6op KoHTponbHbIX MaTepranos ORTHO CONFIDENCE WB o6ecneunBaeT CpeAcTBa MPoBEpKY akTUBHOCTU
1Cnonb3yemblX B MOBCEAHEBHON MPAKTUKE PEareHToB, KOTOPYH HEO6X0AMMO NPOM3BOAUTL EXeAHEBHO. MonmyyeHve
0XnaeMblx pesy/bTaToB TeCTUPOBaHWA € 1cno/b3osaHreM ORTHO CONFIDENCE WB no3BosiseT NoATBepAUTb
aKTVBHOCTb aHTUTEN KaHTureHaMm ABO, Rh n K a Taioke CTaHapTHbIX 3pUTPOLIMTOB 1 PeareHToB Ha VX OCHOBE,
UCMO/b3YeMbIX [i/11 OMPeesieHns aHTUTeN.

[pUHLMN METOOMKN
MeToanka 1Crnonb30BaHKA faHHLIX peareHToB OCHOBaHa Ha MpUHLMMNE arriioTyHauLmn. B HopMe arr/iioTuHaLUms SpUTpoLImMToB
YHenoseKa NPonUCXoauT Npu HTNYM COOTBETCTBYHOLLMX aHTUTEN KaHTUreHaM, PacrosioXKeHHbIM Ha NOBEPXHOCTU 3TNUX
apuTpouyuToB. OTCYTCTBME arr/IOTMHALMM CBMAETENLCTBYET 06 OTCYTCTBUM 06HaPY>KMBAEMOT0 aHTUIEHa WM aHTUTeNa.

PeareHThl
Habop KoHTporbHbIX MaTepuanos ORTHO CONFIDENCE WB 13roToBneH Ha OCHOBE JOHOPCKMX 3pUTPOLIMTOB. AHTUTENMA K
ABO 11 B®VMEIOT MOHOK/TOHa/IbHOE MPOVCXOXKAEHMWE, a aHTUTeNa aHTu-D 1 aHTU-C UMEHOT MONMKIIOHANBHOE MPOVCXOXKAEHVE.
KOHLEeHTpaLys Mo/MKNOHa/TbHBIX aHTUTeN aHTK-D B MCXopHOM MaTeprane cocTasnseT <10 ME/Mn, B KOHEYHOM MPOAYKTe —
npu6nmsnTensHo 0,1 ME/MN.
KOHLEHTpaLyis SpuTPOLMTOB B KaxkoM 06pasLie cocTaBseT 15+2%. SpuTpoLyThI CyCreHAMPOBaHbI B pacTBOPE KOHCEpPBaHTa
ON19 3aMefIeHNs rTemMonm3a 1 6aKTepuaibHON KOHTaMHaLWN.

dnakoH 1 - rpynna AiB D+C+E+c+e+ (RiR:)
dnakoH 2 - rpynna O D+C+E-c-e+ (RiRi) K+, aHT-A, aHTW-B 1 aHT-C
c PnakoH 3 - rpynna A D+C-E+cte- (R.R:) Fy(a-), aHT-B,aHTn-Py®
®riakoH 4 - rpynna B D-C-E-ct+e+ (Im) K-, aHTW-A, aHTK-D (B KOHLIeHTpaLmm npnbmsntensHo 0,1 ME/wn)

YcnoBusa XpaHeHus
XpaHuTb Mpy Temnepatype 2-8 'C (36-46 °F) npy OTHOCUTENBbHO BiaKHOCTM OT 20 4o 80%.

CpoK roaHocT

®nakoH 1-4 Ycnosus xpaHeHWs CrabunbHoOCTb
3aKpbITbI B xonoguneHuKe 2-8°C [0 ncTeyeHns cpoka rogHoCTw.
CpOK roaHoCTV yYKasaH Ha
YMAKOBKE.
OTKpbITbIN B xonogunbHuke 2-8"C 14 fHeld

TpaHCropTMPOBKa

XonoanibHuk 2-8 “C (36-46 °F) mpy OTHOCUTESNbHOM BaXXHOCTYM OT 20 A0 80%.
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TRANSFUSION MEDICINE
NHCTPYKU/A

MpedynpexaeHus U Mepbl NPeLoCTOPOXHOCTY

MpeaynpeXkaeHrs 1 Mepbl NPeaoCTOPOYKHOCTY

He nepemeLLiaTb HAYEro 13 coaePXXVMOro (H1aKOHOB B APYTYHO MKOCTb, MOCKO/bKY 3TO MOXET MPMBECTY KMPO/IMBaHIIO
W KOHTaMUHALANA.

*  3anpeLLUaeTcs UCMo/b30BaTh PEareHT MoC/e UCTEUEHMS! CPOKA MOAHOCTM.

 [Mocne BCKpbITYA iiakoHa MOTPeGUTENLCKIE CBOMCTBA peareHTa COXpaHsoTCs He MeHee 14 fHeiA.
*  He 3amopaxviBarb.

*  3anpeLLaeTcs UCMOo/b30BaTb MPW HA/IMHMW BbIP2XKEHHOTO reMov3a. [lomyckaeTcs HeBObLLIOE M3MEHEHNIE LiBETa
CyrnepHaTaHTa Ha NPOTKeHVW CPOKa FOAHOCTW NPoAyKTa. CUMbHOe MOMYTHEHME, NPELMNATALMS WK remMonn3
3PUTPOLIMTOB MOXET CBUETEbCTBOBATL O HEMPUIOAHOCTM peareHTa.

*  He 1cnonb308aTh MpY H/YUM MPU3HAKOB KOHTaMUHALM.

o ECnm peareHT He VCMoMb3yeTcs, HEOOXOAMMO 3aKpbIBaTb KOMMaYKI()IaKOHOB.

* [lepes NpuMeHeHVIEM HEOBXOAVMMO HarpeTb UIakoHbI O KOMHATHOV TemnepaTypbl (18-25 °C).

MNpepynpexaexve; B maTepranax, n3 KOTOPbIX NPOU3BEAEH JaHHbIV NPOAYKT, He OGHapPY>eHbl
aHTureHol HBsAg, aHTuTena Kk BUY 1, 2 n k Bupycy renatuta C. B HacTosLee
BPpeMs He CyLlecTBYeT MeTO0B, KOTOpPble MO/ 6bl rapaHTUpoBaThb
OTCyTCTBME BO3OyAnTeneli MHMEKLUNOHHbIX 3a60/1eBaHnli B NOMYYEHHbIX
13 KpOBM YenioBeka npogykTtax. MNpun ncnosib3osBaHuy n ytuamsaumm atoro
npoAyKTa A0/HKHbLI CO6/I0AAaTLCA COOTBETCTBYOWME MePbl NPefOCTOPOXHOCTU.

MeToayiKa

,U,I/I JaHHbIA peareHT BanmaypoBaH 415 1cnosnb3oBaHus B cucteme ORTHO BioVue BpyuHyto, a Taioke 4151 UCMO/b30BaHMs
B aBTOMATVYECKOI CMCTEME A/151 onpeaeneHns rpynnbl kpos ORTHO AutoVue Fglnnova Wi Ultre?), B
aBTOMATV3MPOBAHHbIX CUCTEMAX TECTUPOBaHUSA Pynn kposu - aHasim3aTtopax ORTHO VISION n ORTHO VISION Max 1
MO3TOMY Hefb35 rapaHTUPOBaTL ero MPUroAHOCTbL 4115 APYrnX MeTOAOB. Ero NpurogHoCTb K MCMoMb30BaHUEO C ApYTMMA
CUCTEMaMU He MOXET 6bITb rapaHTUpoBaHa. KnveHTbI, KOTOpbIe HaMepeBatoTCA UCMOb30BaTb KOMMEPUECKNE peareHTbl
Ha OCHOBE MMMYHHbIX CbIBOPOTOK 1 3pUTPOLIMTOB C HAPYLLIEHEM UHCTPYKLMM MO MPUMEHEHIIIO, JO/KHbI 06eCNEUNTb
afieKBaTHOCTb METOAMKM TECTVMPOBaHUS NP NMOMOLLM Ba/IMAALIMM CrOCcO6a MPUMEHEHNS peareHTa.
IMpy MCNOMb30BaHMM aBTOMATMYECKMX CUCTEM HEOOXOAMMO Cef0BaTb NPOLEeaypaM, OMCaHHbIM B MPEeA0CTaBISIEMOM
V3roTOBUTE/IEM YCTPOICTBA PYKOBOACTBE MO SKCIUTyaTaLyu.
Habop KoHTporbHbIX MaTepranos ORTHO CONFIDENCE WB npegHasHaueH 4151 MATaLMN HOpMarbHbIX 06pa3LoB
Kpoeu. OBpasLbl, KOTOPbIe CofePXKaTcs B Habope s KoHTpona Kadectsa ORTHO CONFIDENCE WB, fA0/mKHb!
MCMO/b30BaTLCA NPV KOMHATHOM TemnepaType (18-25 *0). /X TecTupoBaHwme creayeT NPou3BOAUTL CTaHAAPTHLIMM
METOAVIKaMM1 COT/IaCHO COOTBETCTBYHOLLM MHCTPYKLIMSIM 10 MPUMEHEHWIO peareHTa B NMOBCEHEBHOM MPaKTVIKe.
Mepes Ha4a1I0M MCMO/b30BaHWS HEOOXOAMMO BbIMOMHUTL LIEHTPUQYTpOBaHWE (h1akoHOB B COOTBETCTBUM CO CTaHAAPTHOM
NTab0PaTOPHON METOANKON LIEHTPUGYTMPOBaHMS 06pa3LioB KPOBM MaLUMeHTOB. MocneaytoLlee XpaHeHWe B XOMOANIbHNKE
B BEPTMKA/ILHOM MOJIOKEHWM YCTPAHSIET NOTPEBHOCTL B MOBTOPHOM LIEHTPUDYrMPOBaHWK, ECNIW He NMPOM3OLLYTO
nepemeLLIMBaHUe peareHTa.

[MocTaBnsAeMble MaTepuasibl

- KoHtponbHbiii MaTepuan «Ortho Confidence VB 1» - KOHTPO/bHbIV MaTepyias, COAEpXaLLmiA: 3puTpoLmTSI rpynnsl ALB
(o cucteme ABO); apUTpoLmThI pesyc deHoTuna D+C+E+c+e+ (RIR2); 6,5 M BO (hlakoHe - 1um.

- KoHTponbHbI MaTepuan «QOrtho Confidence WB 2» - KOHTPOMbHbIA MaTepuas, CoaepKaLLyic: SpuTpoLmTLl rpynnb! O,
3puUTpOLMTBI pesyc heHoTuna D+C+E-c-e+ (R1R1), Kenn nosutusHble aputpoumTsl - Kell-Kt aHTUTena (ro cucteme

): aHTW-A, aHTK-B, aNnoMMMMYHHbIE aHTUSPUTPOLMTAPHbIE aHTUTENa; aHTK-C; 6,5 M1 BO (hakoHe - 1um.

- KoHTponbHbiin maTepuan «Ortho Confidence VWB 3» - KOHTPO/bHbIA MaTepuas, COAepaLLiA: SpUTPOLMTLI FpYMbl A,
3pUTPOLMTLI pe3yc theHoTuna D+C-E+c+e- (R2R2); 3pmTpoumThl OTpULaTe/bHbI M0 aHTUreHy Fy(a-); aHTuTena (Mo
cucteme ABO); aHTW-B, annoMMMMyHHbIE aHTUIPUTPOLMTAPHbIE aHTUTEeNa aHTW-Fya, 6,5 Mn Bo thiakoHe -1 T.

- KoHTponbHbI MaTepuan «Ortho Confidence WB 4» - KOHTPO/bHbI MaTepuas, COAEPXaLLMA SpUTPOLMTLI Mpynibl - B,
3pUTPOLMTLI pesyc deHoTuna D-C-E-c+e+ (IT); 3puTpoLmThl OTpULaTeNbHbI Mo aHTUreHy Kell (K-); aHTtutena (ro
cucteme ABO): aHTU-A; a/lIOMMMMYHHbIE aHTVUSPUTPOLMTaPHbIE aHTUTENa - aHTW-D (B KOHLiEHTpauum
npuénmutensHo 0,1 ME/w), 6,5 M1 BO (hiakoHe - 1L,

- VIHthopMaLMOHHBI BKIGABILLL.

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



JOoNoONHUTENBbHO Tpe6yeMb|e MaTepunasibl, KOTOpPpble HE BXOAAT B KOMMNMEKT NOCTaBKU

[ns aBToMaTn4ecKoro onpeneneHus:

*  KacceTbl cuctembl ORTHO BioVue

e CTaHAaPTHble 3PUTPOLMTLI

e ORTHO AutoVue System {Innova or 1LLIra)/AHanmszatop ORTHO VISION /AHanmsatop ORTHO VISION
Max

[ns pyyHoro onpegeneHus:

*  KacceTbl cucTembl ORTHO BioVue

e CTaHAapTHbIE 3PUTPOLMTI

*  PyYHble W 3MEKTPOHHbIE
MNNeTKM
*  HAKOHEUHVKW N1 MUMETOK

e TaliMep

e TeCTOBble MPOBMPKU

e HaCTO/bHasA paboyast CTaHUMs AN MHKyGaumm 1 LeHTpudyrpoBaHus kacceT ORTHOWorkstation
e ueHTpudyra cuctembl ORTHO BioVue

¢ uHKy6atop ORTHO BioVue
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TRANSFUSION MEDICINE
VHCTPYKLIS

WHTepnpeTauus pesynbTaToB

MHTepﬂpeTaLl,VIFI pesy/ibTatoB
B CrieaytoLLell TabnnLe NepeymncrieHbl OXMaaeMble pe'%anaTbl TECTVPOBaHUS CTaHAAPTHbBIX PeareHTOB GaHKa KPoBM Mpy
noMoLLY Habopa Ans koHTpona KadectBa ORTHO CONFIDENCE WB.
MonoxuTenbHbIA pesynbTar (B Tabnmue 0603HaYeH +): ArT/IHOTYHALMS SPUTPOLMTOB SBMISIETCS MOMOXKMTENbHLIM Pe3ybTaToM U
CBUAETENbCTBYET O HA/IMUNY COOTBETCTBYHOLLIETO aHTUreHa Wn aHTUTENa.
OtpuuaTenbHbIiA pesynbTar {B Tabnuue 0603HaveH 0): OTCYTCTBME arr/HoTUHALMM SPUTPOLIMTOB SBSIETCSA OTPULIATENbHLIM
pe3ynbTaToM Y CBUAETENLCTBYET 00 OTCYTCTBUM COOTBETCTBYHOLLErO aHTUrEHa Wi aHTUTENa.

KomnoHeHT Habopa ans Oxunpaemble
KOHTPOJIA KavyecTea TecTupyemblii peareHT pesynbTathl
ORTHO CONFIDENCE WB TecTupoBaHusa*
AHT-A
®nakoH 1 Am-B
AMAB
AHT-D

DpUTPOLUTLI Fpymnbl A
SpUTPOLUTBI rpynnbl AF
SpUTpOLMTLI rpynnsl B
SpuTpouuTs! rpyrns O
CKpyHMHroBble apuTpoumTsl 1(RiRi)
CKPUHUHIoBble apuTpoLTLI 2(R2R2)
CKPUHUHIOBble 3pUTPOLWTLI 3 (IT)
AHT-C
AHE
AHTY-C
AHTV-€
AHTU-A

PriakoH 2 Ann-B
AHAB
AHTU-D
SpuTpoumTbl rpynnsl A
SpUTPOLMTLI rpymnnbl A
SpuUTpOLMTBI rpynnsl B
SpuTpoumTsI rpyrnsl O
CKpuHUHroBble apuTpoumThl 1(RIRi)
CKPUHMHIOBble 3pUTPOLMTLI 2(R2R2)
CKPVHVHIOBble 3puTPOLMTBI 3 (IF)
AH-C
AHTHE
AHTU-C
AHTH-E
AHHK

AHTH-A

PnaxoH 3 AHM-B
AmtAB
AHTV-D
SpuTpoumTbl rpynns! Al
SpUTPOLMUTBI Tpynnbl AT
SpUTPOLTBI rPYNbl B
SpuUTpoumThI rpynnbl O
CKpuHUHroBble apuTpouThl 1{RiRi)
CKPWHWHIoBble apUTPOLMTBI 2(R2R:)
CKPYHUHIOBble 3puUTpOLNTLI 3 (IT)
Avm-C
AdnE
AHTV-C
AHTV-€

O+ 40 $ O +OO ++0 + ++00 ++ +0O0 + ++ +0OO0O ++++0000O0OO + + + +

npojoOnXeHue
© OTNYAIOLMECS Pe3yNbTaTbl 4OMKHbI CTAaTb NPEAMETOM AasIbHEALIEro U3yyeHus.
" Pe3ynbTarbl 3aBUCAT OT KOH(IUIypaLmuy aHTUreHoB
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KOoHTpONb KavyecTBa

KomMmnoHeHT Habopa ansa Oxunpaemble

KOHTPO/1A KayecTBa TeCTI/IpyEM bl peareHT pe3ynbTaTbl

ORTHO CONFIDENCEWB TecTupoBaHuna*
AHTH-A

PriakoH 4 AH-B

AAB
AHTV-D
SpUTpPOLMTLI rpyMMbl Al
SpUTPOLMTLI rpymnsl AT
SpuTpOoLMTLI rpynnsI B
SpuTpouuTs! rpynnsbl O
CKpUHUHroBble apuTpoumTsl 1(RiRi)
CKpUHVHroBble apuTpoLmThl 2(R2R2)
CKPUHUHIOBbIe 3pUTPOLWTLI 3 (/1)

O+ +000 + +0O0 + +O + +O

* OT/MyaloLLmecs pesynbTaTbl AO/MKHbI CTaTb IPEAMETOM AasibHeLlero nsyyeHms.
** PesynbTaTbl 3aBUCAT OT KOHUTypaLymn aHTUreHoB.

KoHTponb KayecTBa

JaHHbIA NpoayKT NpeAcTaBseT coBOV peareHT Ans KOHTPOSIA Ka4ecTBa; Mo/yyeHHbIe NP1 UCMO/b30BaHNN B PEKOMEHAYEMbIX
MeTOAMKaX Y/0BNETBOPUTE TbHbIE Pe3y/bTaTbl OTPAKAKOT aAeKBATHbINA YPOBEHb KOHTPOSS.

OrpaHn4eHna MeToaMKN
Habop KoHTPObHbIX MaTepuanoB ORTHO CONFIDENCE WB npefHasHaueH Ans TecTUpOBaHUS
Hepa3baB/eHHbIX PeareHToB.
OTK/IOHEHME OT METOAVKNA MCMOMb30BaHWS JAHHOIO NPOAYKTa MOXKET MPUBECTY K UCKEXEHWIO Pe3y/bTaTOoB.
JI0XKHOMONOXUTEbHbIE UM TOXKHOOTPULIATE/bHbIE PE3Y/bTaTbl MOrYT ObITb 00YCMOBNEHLI KOHTAMUHALMEN TECTVPYEMbIX
MaTepuanoB, HapyLLEHVEM TeMMEPaTYPHbIX YCIOBUI PeaKLK, HapyLLIEHEM YCIOBUIA XPaHEHNS MaTepPUasioB, a Takke
HenpasW/1bHbIM UCMO/b30BaHMEM pPeareHToB ANIATECTUPOBaHNA.
OTenbHble nabopaTopHble METOAVIKV MOTYT MPUBECTY K VICKSKEHIO UTOMOBOI YYBCTBUTENBHOCTY PeakLmmn B TecTax,
MPOBOAMMBIXC MCMO/b30BaHMEM Habopa /1 KoHTpons KadyectBa ORTHO CONFIDENCEWB,
IMp1 onpefeneHHbIX YCoBUSX CrELMGUUHOCTL aHTUTEN aHTK-C, KOTOPbIE COAEPXKATCA B N/a3mMe BO (hiakoHe 2.
06yCNaB/INBaET BOSMOXKHOCTb UX PEAKLIM MPY KOMHATHOI TeMMeparype C 3pUtpoLyTami rpyminsi O Adgupmaikena,
KOrga UCCefoBaH1e NPOBOAWTCS C MCMO/b30BaHWEM KacCeT ¢ pa3baBuTeneM Ans obpaTHoM peakumm cuctembl ORTHO
BioVle®. IMpv aToM NosBNsieTcA HenpeasuaeHHas cnabomnonoxXunTeNbHas peakLys.

SKCMyaTalyOHHbIE XapaKTePUCTUKU

[ina Kaxxaoro obpasLia KneToK NosyyeHbl OTPULATENbHBIE Pe3y/bTaTbl MPSIMOT0 aHTUII00Y/IMHOBOIO TECTa.

*  [pv NPaBUILHOM XPaHEHIM M UCMOMb30BaHM B COOTBETCTBIAM CO CTAHAAPTHBLIMW METOAMKAMM B JaHHBIX peareHTax
GyaeT OMpPeAensiTbCA HaMUMe COOTBETCTBYHOLLIMX aHTUIEHOB W aHTUTEN, YKazaHHbIX B ONUCaHMN peareHTa.

e [Ina obecneyeHms TOUHOCTW Pe3ynbTaToB TECTMPOBaHMS HEOOXOAMMO TLUATEbHOE COO/HOAEHME METOAMB: W yKa3aHWIA
M0 MHTEpMPEeTaLYV MOMYYEHHbIX Pe3y/bTaToB. B KaKaoi nabopaTopum Jo/mKHa CYLLECTBOBATL NMPorpamMmMa 0byyeHms
nepcoHana NpasuIbHOMY UCMO/b30BaHWIO NMPOAYKTa M 06PALLEHMIO C HAM.

TexHWYecKme BOMpOChl, CBA3aHHbIE C 3TVIM peareHToM, HeoBXO0AVMIMO HaMPaB/IsTh B BaLLl MECTHbII LIEHTP TEXHUYECKOI
MOALEPKKN KIEHTOB.
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TRANSFUSION MEDICINE

VHCTPYKU/A
O6LLast MHopmauys

[ noccapun CUMIBO/IOB
Cne,qyrou.u/le C/MBO/1bl MOI/IM NCMO/Mb30BaTbCA B MapKMPOBKE AaHHOIO npo,qyloa

AN VMcnonb3oBatb go
U (rop-mecsu-AeHb) MponssoguTens 1 OrpaHuyeHne no Temneparype

IVD 1 MeanupnHcknii npu6op ans

1 LOT 1 KOi naoTum unu HOMBO NaoTumn |
avarHocTuki INVIIO

CM. MHCTPYKLWKX Mo
nNpYMeHeHno

Homep no katanory nnm

Kof, NpoAyKTa 1EC IREP YNO/HOMOYEHHBI NpeacTasnTenk

B EBponelickom Coobuiectse

FapaHTn

Opro-KnuHykan [yarHocTvike rapaHTUpYeT, YTo U3fenve NpUMeHUMO Ans 3adB/IEHHOTo HasHaueHus. V13aenme rotoso A/1s UCro/b30BaHKA
[0 YKa3aHHOr0 CpoKa roIHOCTU 1 B Clyyae COG/HOAEHMS Beex TpeboBaHWIA MO XpaHeHMHO, TpaHcropTupoBke, LIETOCTHOCTI ynakoBk/ 1

MPOLIEAYP MCMO/b30BaHNS, YKa3aHHbIX B MHCTRYKLIAM M0 MPUMEHEHNIO.

CraHOapTbl
Mpon3BOACTBO MMEET CepTM(MLIMPOBAHHYHO Ha COOTBETCTBME TPeboBaHUA M MeXLyHapoLHOro CTaHaapTa 1SO

13485 cuctemy MeHempKMeHTa kadecTsa. MeayUMHCKME U34enna COOTBETCTBYHOT HauyoHabHbIM cTaHgapTam PO
1 HOPMATMBHBIM JOKYMEHTaM B YaCTV TPeGOBaHM 6e30MacHOCTY U 3PGEKTVBHOCTI.

|_|OTeHLI|I/IaI'IbeIe nosib3oBarenn n3genna
Monb3oBaTenu - CreumanncTbl B 06/1acT 1abopaTopHO AyarHOCTUKM:
*BpaY KMHUYECKOI 1ab0paTOPHOI AVAarHOCTUKA,
- MEAVLMHCKMIA TabopaTopHbIA TeXHUK ((henbaLep-nabopaHT),
*N1a60PaTOPHBIIi CNELManCT (B TOM YMCTE C BMONOMMYECKVIM 0Bpa30BaHNEM)

Ob6nactb MpUMEHEHUS.

Na6opatopumn IN VITRO anarHoCTUKN.
MeanLMHCKOe 13aenne npeaHasHaueHo Ans NPOdecCMOHaIbHOO UCTOb30BaHS. TPEHUHT Mo paboTec U3genvem

f) pegocTasnaeTcs OO0 «Opro-KmHukan [yarHocTvike». MeavuyHCKoe VI3LE/J'IVIE MCMO/b3YeTCA BPyUHyto, B cucteme ORTHO
BioVue, a Takke B cucTemax 41 onpeaeneHus rpymnnbl kposr ORTHO AutoVue (Innova uin Ultra), 1 B aBTOMATU3MPOBAHHbIX

cucTemax TeCTMPOBaHWA rpyrn kposm - aHamsaTtopax ORTHO VISION n ORTHO VISION Max.

TpeboBaHMA KTEXHNYECKOMY OOCY>KMBaHUIO.
OBCMYXVBAHUIO W PEMOHTY HE MOL/IENUT.

MeTO,EIIbI crepynnsaumn n3genns
W3aenve He TpeBYeT CTEPUAM3ALMN.

[NporpaMmmMHoe obecrneveHre paboTbl U3AeNns
OrtcyTCTBYET.
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0630p VM3MEHEHMIA

YTUNN3AUNA
Heobxoammo cob/ogaTh OCTOPOXHOCTb M 06paLLeHnM ¢ MaTepraiamm, NoydeHHbIMA U3 KPOBX YenoBeka. Heobxoaymo
paccMaTpuBaTh BCE reMomaTepUaribl Kak MOTEHLMANbHO MHMLMPOBaHHbIE.

YTWn3aLms 0TX0A0B J0/DKHA BbiTb B COOTBETCTBUM C MEXAYHaPOAHbIMU TPeGOBaHWAMM, (hefepasibHbIM 1 IOKa/IbHBIM
3aKOHOJATE/LCTBOM.

CornacHo CaHlM1H 2.1.7.2790-10 ""CaH1TapHO-3MMAEMMOOrMYeCKMe TPe6oBaHNS KOBPALLIEHWIO C MEAVLIMHCKMN
0TXOAaMV» U3AENNEe MOXET BbITb OTHECEHO K Knaccy b.

YTUI3aLMI0 W YHUMTOXEHME, AE3VH(EKLIMIO HABOPOB peareHToB CreayeT NPOBOAUTL B COOTBETCTBUM ¢ CaHluH
2.1.7.2790-10 "CaHu1TapHO- 3nNMAEMI1O/IOrNyecKme TpeboBaHMs KOBPaLLEHNIO C MeAVLHCKMMM oTXogammn™ n MY 287-

113 "MeToamnueckyie YKasaHWs Mo AE3VH(EKLIMM, NPEACTEPUN3ALMOHHOM OUICTKE W CTEPUM3ALAN U3LENMIA
MEAMLIVHCKOrO HasHaveHus"

MepbI B C/lyuyae MposMBa peareHTa: NpoTepeTh 3arpsisHEHHYHO MOBEPXHOCTb aGCOPBUPYHOLLMM MaTeprasioM (HampuMep: TKaHb,
(e nT.n.). TaTenbHO OUUCTUTL 3arpsisHEHHYHO MOBEPXHOCTb.

Bepcus [Lata OB30P MN3meHeHUi

7 12-12-2019 CnoBapb CMMBOJIOB - Ao6aB/ieHne CMMBONA YNOTHOMOYEHHOTO NnpeacTaBnTens B EC
MocnepHasa cTpaHuua - go6asneHne agpeca ynosHOMOYEHHOro npeacTaenTens B EC, nusmexneHvne
HOMepa HOTU(NLMPOBAHHOTO OpraHa.
N3meHEH HoMep ny6avkaunm

YNOoNHOMOYEHHbI NpeAcTaBUTeb NPOU3BOAUTENS HA TeppuTopun P®: OO0 OpTo-KnuHuHan funarHoctuke

143026, Poccua, MockoBckas o6nactb. O UHL0BCKNI paiioH,
nepesHa Ckonkoso, yn. Hosas, gom 100, nuT.AA

Ten: +7 (499) 951-26-12

PerncTpaunoHHoe yaoctosepeHue B P®: Ne P3H 2019/9224 ot 13.11.2019

C€ Quotient Suisse SA

rep  Unit Bl Terre Bonne Business Park
1434 Route de Grassier 13
Eysins 1262, Switzerland

Alba Bioscience Limited
James Hamilton Way, Penicuik, EH26 OBF, UK

[JuctprbbioTop;
Opro-KnHukan OyarHoctuke, HK Ha6o

Mt P KOHTPO/bHLIX MaTepuasios ORTHO CONFIDENCE WB
éou?i HO-3c Xaityaii 202 PapuraH, Heto-[prepcn 03869 AB/IAETCA TOBAPHbLIM 3HAKOM KOMMaHUN

Ortho-Clinical Diagnostics.
©0rtho-Clinical Diagnostics, 2010-2019

Ortho Clinical Diagnostics
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O630p V3MEHEHMI

BOP USMEHEHWN

Bepcus [Hara Ob3O0P V3meHeHui
7 12-12-2019 Crnosapb CYMBOJIOB - J06aB/ieHne CMMBOAA ynonHoMoueLl !0t npeacTasuTe.on B EC

MocnegHas cTpaHuua - fo6asneHve agpeca ynoiHOMOYEHHOro npefctasutens B EC, n3mexeHve

HOMepa HOLU(ULIMPOBAHHOIO OpraHa.

MI3MeHEH HOMep My6AMKaLmMmM UHCTPYKLIMN N0 NPUMEHEHUIO

NMONHOMOYEHHbI NpeAcTaBUTENb MPOLIBOAUTCAN HA reppuTopuH Pd: OO0 Opto-KnnHukan AuarHocTrke 143026, Poccumsi, MockoBCKas
BnacTb. OAMHL0BCKWIA paiioH, Aep. CkonkoBo, yn. Hosas, gom 100, imT.A.A

ermcTpaymoHHoe ygoctosepeHune B P®: Ne P3H 2019/9224 ot 13.11.2019

(( C€ KsotneHT Cymncc C.A. (Quotient Suisse S.A.),

EC nopgpasfenerve B1, busHec-napk Teppe boH,
1434 Pyr ge Knaccobe 13, 33eH 1262, LLBeliLapus
<JloroTun; «Anbba brocalieHe»
Anbba buocaitHe J1tg,, [keiAmMc XamMunroH Yai, NMeHnkyk,
EH26 OBP, BenvnkobputaHus >
Habop koTrrponbHbIX MatepmanoB ORTHO CONFIDENCE™
[AwnctpubbloTtop;

WB aBnsetca ToBapHbIM 3HAKOM KOMMaHUu
Opro-KnuHnkan [inarHoctuke, K. OpTO-KNuHMKan [jnarHoctuke.
1001 tO-3c Xanyain 202 © Ortho-Clinical Diagnostics, 2010-2019
PaputaH, Hblo-I>xepcn 08869 CLUA.

OpT1o-KnuHukan AnarHoctuke
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AICAT-TTYIY YAN 1IN UM .1KM . 41U remp

Mepesoj faHHOIoO Teka Hewwnen"&aywikom KpanavHeiMm [eHncom AnekcaHaposnyem

tinrcer? iHLUCHTHEOBtHHai

Poccuiickasa defepauys

"opog, Mockaa.
Bocbmoro aripesia aBe TbiCAYM ABaalartoro roga.
A, NMpokoweHkoBa EneHa EBreHbesHa, HoTtapuyc ropoga MOCKBblI, CBULETENbLCTBY O

MOANMHHOCTL MOAMMCKU MepeBofYMKa KpannuHa [leHuca AnekcaHipoBuua.
Moanuch cfenaHa B MOEM MPUCYTCTBUU.
NTMyHOCTb MOANMCABWEro AOKYMEHT YCTAaHOB/IEHA.

3aperucTpuposaHo B peectpe: Ne 21/86-H/77-2020- //m

B3bickaHo rocysapcTB&HHOW'N6W NAHb (N6|Tapudy): 100 py6. 00 kon.
YnnayeHo 3a okasaHui ycCTl€l M |’exHMYeckoro xapaktepa: 300 py6. 00 kon.

E.E. MpokoweHKOBa

: TepboBas nevyatb \
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