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I, Rachel Hannon, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Finisklin Business Park,
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that the attached documents are for product registration in Russia and in the countries of Eurasian Economic Union.
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VIHCTPYKLMSA N0 NpMMeHeHNo Ha meguunHckoe mngenue (Insert for medical devise)

«[AN0EHT ANA py4YHOro pa3BefeHuns 06pasLoB Npy UCCNeL0BaHUMN HAMYMA MOBEPXHOCTHOrO aHTUreHa
BMpyca renatuta B ¢ ncnonb3osaHvem Habopa HBsSAQ kayecTBeHHbIN Il MogTBepxxaatowme PeareHTbl Ha
MMMYHOXUMUYecKnx aHanmnsatopax Alinity i "HBsSAQ kayecTBeHHbIli |1 MoaTsepxxpatrowuii AunoeHT (Alinity
i HBsAg Qualitative Il Confirmatory Manual Diluent)"»

WHCTPYKLMA NO NpUMeHeHnto Ana JunioeHT 418 pyYHOro passefeHuns 06pasuoB Npu UCCNefoBaHUM HaNNUns
MOBEPXHOCTHOrO aHTMreHa BMpYyca renatuta B ¢ ucnonb3oBaHnem Habopa HBsAQ KauyecTBeHHbI I
MoaTeepxfaroLme PeareHTbl Ha UMMYHOXMMUYECKUX aHanu3aTopax Alinity i "HBsSAQ kauecTBeHHbIi I
Moateepxpgatowmin AuntoeHT (Alinity | HBsAg Qualitative Il Confirmatory Manual Diluent)" cogepxut
crnefytolime BapuaHTbl COKPALLEHHbIX HaMeHOBaHWUI MeAULMHCKNX U3Lennii, KOTOpbIe ABNAKOTCS
cnpaBefMBLIMUN 1 paBHO3HaYHbIMK MepeyvncneHHbiM Boiwwe (Insert for medical devise for the Alinity i HBsAg
Qualitative Il Confirmatory Manual Diluent)» includes the followings true and equivalent short names of
medical devices listed above):
1 "HBsAg kadecTtBeHHblIii Il MoaTeepxaatowme PeareHThl™ (Alinity i HBsAg Qualitative
Confirmatory Reagent Kit)
2. "HBsAQg KauecTBeHHbIl 11 MoaTeepxgarowmin aunoeHt" (Alinity i HBsAg Qualitative Il
Confirmatory Manual Diluent)

B cocrase:
# Title Number of
pages
1 Insert for the Alinity i HBsAg Qualitative 11 Confirmatory Manual Diluent with 3
ADDENDUM for Russia.
2 VIHCTpYKUMs no npumeHeHnto "1 1IBSAQ KauecTBeHHbI |l MogTBepxaatowuit 3

annoeHt" (Alinity i HBsAg Qualitative 1l Confirmatory Manual Diluent) ¢
MPUNNTOXXEHWEM pns Poccun

Signed: ~“HcDIODD Date: £)'3mul fo

Rachel Hannon.

Re%ulatoryAffair_s Specialist g" GO CHAMBER OF COMMERCE (INC
Abbott Ireland Diagnostics Division, !

Finisklin Business Park, Sligo, Ireland CERJ|FIED CORRECT IN ALL GOOD FAIT

Diretlors: Brian B. Viior, Paul (> Hennessv. Declan .1 Woods
.Abbott Ireland Incur|xirated in Bermuda Authorised Official

Abbott

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MERHLMHCKWX H3OENHIA A Promise for Life



Alinity |

HBsAg Qualitative Il Confirmatory Manual Diluent

Created September 2016.

NAME

Alinity i HBsAg Qualitative MConfirmatory Manual Diluent (also
referred to as HBsAg OualC Manual Diluent)

INTENDED USE

The Alinity i HBsAg Qualitative It Confirmatory Manual Diluent is used
for manually diluting specimens for testing on the Alinity i analyzer
using the Alinity i HBsAg Qualitative Il Confirmatory Reagent Kit.

For additional information, refer to the Alinity i HBsAg Qualitative If
Confirmatory reagent package insert and the Alinity ci-sehes
Operations Manual.

CONTENTS

08P1140

MANUAL DILUENT |

1 X100 mL

iIMANUALDILueNTI cootains recalcified human plasma. Preservatives
ProClin 950 and sodium azide.

PRECAUTIONS

e ®
*  For In Vitro Diagnostic Use

Safety Precautions

A ,.CAUTION: This product contains human-sourced and/or
potentially infectious components. Refer to the CONTENTS
section of this package insert. No known test method can

offer complete assurance that products derived from human
sources or inactivated microorganisms will not transmit infection.
Therefore, all human-sourced materials should be considered
potentially infectious. It is recommended that these reagents and
human specimens be handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materieils that
contain or are suspected of containing infectious agents."*"

The human-sourced material used in the manual diluent is
nonreactive for HBsAg, HIV-i Ag or HIV-1 RNA, anti-HCV.
anti-HIV-i/HIV-2. and anti-HBs.
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The follnwino warninos and orecautions applv to: imanual diw em tl

()

WARMNQ Contains methyllsothiazolones and sodium azide.

H317 May cause an allergic skin reaction.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated work clothing should not be allowed
out of the workplace.

P260 Wear protective gloves / protective clothing / eye

protection.

Response

P302+P352  IF ON SKIN: Wash with plenty of water.

P333+P313 If skin irritation or rash occurs: Get medical advice /
attention.

P362+P364  Take off contaminated clothing and wash it before
reuse.

Disposal

P501 Dispose of contents / container in accordance with

loceil regulations.

Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.

PREPARATION FOR USE

« This product is liquid ready-to-use.

¢ This product may be used immediately after removal from
2 to 8'C storage.

STORAGE

« Do not use past expiration date.

Storage Maximum Additional Storage
Temperature ~ Storage Time Instructions
Unopened 2to 8C Until expiration
date
Opened 2to 8C Until expiration ~ Store tightly capped.
dale Store in an upright
position.

Return to refrigerated
storage after use.

INDICATIONS OF INSTABILITY OR DETERIORATION
instability or deterioration should be suspected if there are
precipitates, visible signs of leakage or turbidity.

SAMPLE DILUTION PROCEDURES

Refer to the Alinity i HBsAg Qualitative Il Confirmatory reagent
package insert for the sample dilution procedures.
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Note for number formatting:

* A space is used as thousands separator (example: 10 000
specimens}.

« A period is used to separate the Integer pan from the fractional
part of a number written in decimal form (example; 3.12%).

Key to Symbols

n Caution
B Consult instructions for use

i Manufacturer

X Temperature limitation

2 Use by/Expiration date

|COKTAINS AZIDH| Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

M In Wro Diagnostic Medical
Device
Lot Number

IMANUAL DILUENT Manual Diluent

1IPRODUCT OP IRELAND | Product of Ireland

1A List Number

Alinity IS a trademark of Abbott Laboratories in various jurisdictions.
All other trademarks are property of their respective owners.
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ADDENDUM

to the 1n8lrlx/lon for Use (Alinity i HBsAg Qualitative Il Confirmatory Manual Diluent

(for Russia)

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for device is 2-8°C. Device is stable until the
expirabon date indicated on the package Device is no longer suitable for use if
shipping temperature limits have been violated Ship in an enclosed earner vehicle of
any kind in accordance with shippng rules, applicable to the respective carrier
Medical device must be stored at a temperature of 2'C to 8*C in
refrigeratorsfrefrigerator chambers to ensure regulated temperature conditions with a
daily temperature record

SHELF LIFE

12 months at the recommended storage condition (2 to 8°C).

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when
stored and handled as directed. The maximum shelf life of the medical device is 12
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer's requirements (GOST R 51068-2013).

MAINTENANCE

Not required

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of
SanPin 2.1.7.2790-10 dated December 12, 2010 “Sanitary-epidemiological
Requirements for the Management of Medical Waste*

Transmit and dispose of a product and its components and packaging in accordance
with local regulalions

waste class - B

LIST OF APPLICABLE STANDARDS
GOST R 51088-2013, GOST R 51352-2013, GOST R ISO 23640-2015, GOST R ISO 18113-1-2015, GOST R ISO 18113-2-2015, GOST R ISO 15223 -1-2014, GOST REN
13612-2010, GOST R 53022.2-2008, GOST R 53022 3-2008

Decree of the Government of the Russian Federation of December 27, 2012 No 1416 “On approval of the rules of slate registration of medical devices", Order of the Ministry
of Health of Russia of 06 06 2012. No 4n. Order of the Minisby of Health of Russia of 01/09/2014 No. 2n, Orderof the Ministry of Health of the Russian Federation No 11n
of January 19, 2017

POTENTIAL USER

Professional user- doctor, laboratory assistant, laboratory technician

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-applied

MATERIALS OF ANIMAL ORIGIN
Matenals of animal origin are tested and risks of using MD are indicated in SOS Safety
Data Sheets are available at www abbottdiagnosbes com or contact your local

representative

INDICATIONS

The Alinity i HBsAg Qualitative Il Confirmatory Manual Diluent is used for manually
diluting speamens for testing on the Alinity i ar>alyzer using the Alinity i HBsAg Qualitive
Il Confirmation Reagent Kit

CONTRAINDICATIONS
Not applicable
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MANUAL DILUTION PROCEDURE

Suggested dilution 1500

Add 25 pL of the sample to 475 pL of Alinity i HBsAg Qualitative Il
Confirmatory Manual Diluent for a 1;20 dilution.

Add 20 pL of the 1.20 dilution to 480 pL of Alinity i HBsAg
Qualitative Il Confirmatory Manual Diluent for a 1 500 dilution.
Additional specimen dilutions may be performed if the 1.500 dilution
result is still reactive but not neutralized

Fora 1:20 000 dilution, add 25 pL of the 1.500 dilution to 975 pLof

Alinity i HBsAg Qualitative Il Confirmatory Manual Diluent.
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Alinity i

HBsAg Qualitative Il Confirmatory Manual Diluent

Pepakumsi: ceHTs6pb 2016 .

HASBAHNE

Alinity | HBsAg Qualitative Il Confirmatory Manual Diluent
(CokpalyeHHoe HasBaHue: HBsAg QualC Manual Diluent)

HA3HAYEHNE

The Alinity i HBsAg Qualitative Il Confirmatory Manual Diluent
npeAHa3HaHeH Ana PyHHOro passefeHns o6pasLoB A/
nccnefosaHns ¢ ncnonbsosaHvem Alinity i HBsAg Qualitative Il
Confirmatory Reagent Kit Ha aHanu3atope Alimty i.
JlononHutenbHylo MHopMaLMIo CM. B MHCTPYKLMM NO NPUMEHEHUIO
K peareHTy Alimty i HBsAg Qualitative Il Confirmatory n PykoBoactee
no akcnnyatauun Alimty ci-series.

COOAEPXWMOE
[iiiel 06P1140
[*nunb pugrent | 1k 100 mL

WAMUM.MLLUBATLcoaepXnT pekanbLHYPOBaHHYO Naasmy KpoBwu
yenoseka. KoHcepsaHTbl: ProClin 950 v a3ung Hatpus.

MEPbI MPEAOCTOPOXHOCTHN

e [Onsa gnarHoctukuy In Vitro

Mepbl NpeAoCcTOPOXHOCTU

A | .BHAMAHVE: [laHHblii NpoAyKT COAEPXUT NOMyYeHHbIE
OT YenoBeka W/WAn NOTEHLUMaIbHO UH(EKLIMOHHbIE KOMMOHEHTBI.
Cwmotpute pasgen COAEPXXVIMOE aaHHOW UHCTPYKLMKU Mo
npYMeHeHno. H1 0nH 13 13BECTHbIX METOA0B TeCTUPOBaHUSA
He MOXeT rapaHTMpoBaTb, YTO MaTepuasbl, NosyYyeHHble OT
yenoBeka, WN VHaKTUBMPOBaHHbIE MUKPOOPTaHU3Mbl He
nepeHocsT nHdekuyio. MoaToMy BCe mMaTepuasibl, NoyYeHHble
OT YesnoBeka, crefyeTt cHMTaTb NOTEHUMAbHO MHEKLMOHHBIMU.
PekomeHayeTca obpaliatbcsi ¢ peareHTamu 1 obpasuamu,
NoSly4YeHHbIMY OT YesioBeka, B COOTBETCTBUM co CTaHAapToM Mo
o6palleHUo C reMOKOHTaKTHbIMW naToreHamu, paspaboTaHHbIM
Ynpasnennem CLUA no oxpaHe TpyAa v NMPOMbILLIEHHON
rmrneHe (OSHA). Mpu paboTte ¢ matepuanamu, cogepxatimumm
WM NPefnonoXnTENIbHO CoAepXalnumMy NHPEKLMOHHbIE areHTbl,
cnepyeT cobnogaTb npasuna 6uonornyeckoii 6esonacHocTH,
YpOBeHb 2, UK Apyrvie COOTBETCTBYIOLME Npasuia
6uonornyeckoii 6esonacHocTun.’”

Martepuan, nonyyeHHbli OT YesioBeka, UCNOMb30BaHHbIV B
PY4YHOM AuntoeHTe, He peakTuseH Ha HBsAg, HIV-1 Ag unn HIV-1
RNA. aHTU-HCV, aHTn-HfV-I/HIV-2 n aHTn-HBs.
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Cnegytouwme npegynpexaeHus u Mmepbl NpegocTOPOXHOCTH
OTHOCATCA K: Imamualmluemtl

()

MNPEAYNPEXOEHUE CofepXuT MeTUIN30TNA30/I0H 1 asung,
HaTpus.

H317 MOXeT BbI3blBaTb a/l1epruyeckyto
KOXHYIO peakuuio.

EUH032 Mpu KOHTaKTe ¢ kucnotamu obpasyeTtcs
BbICOKOTOKCWYHBII ras.

MpepoTepalyeHne

P261 M36eratb BAbIXaHUs TymaHa/napos/
asposonei.

P272 He BbIHOCUTL 3arps3HEHHYI0 ofexay C
paboyero mecta.

P280 Monb3oBaTbCs 3aWUTHLIMU NepyaTkamu/
3alnTHOI opexaoi/cpeacTeamu
3aluThl rnas.

PearnposaHue

P302*P352 NPW NONAJAHN HA KOXKY: MpombITh
60/1bLUIMM KOSTMYECTBOM BOApI.

P333+P313 MMpy pasgpaxeHnn KOXn 1nm nosis/ieHnmn
cbinu: O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpsi3HEHHYI0 ofexay v
BbICTMPaTb ee nepej nocneayowmnm
1CNoib30BaHNEM.

Ytunusauma

P501 YTunusupyiite cogepxumoe/KoHTelHep

B COOTBETCTBUW C CaHUTapHbIMU
Hopmamun P® (CaHluH 2.1.7.2790-10 ot
09.12.2010).

MacnopTa 6e30nacHOCTU JOCTYMHbI Ha caiite
www.abboltdiagnostics.com nnu 'y mecTtHoro npeacrasurens.
Mopapo6Hyto MHhopMaumio 0 HEOHBXOAUMBIX Mepax
nNpeaoCcTOPOXHOCTU Npu paboTe ¢ aHaNN3aTOpPoOM CM. B
PykoBoacTBe no akcnayaTauun Alinity ci-series. Pasgen 8.

NnoAroToBKA K MCMNOJIb3OBAHUIO

*  XlaHHbli NPOAYKT NOCTABMSETCA B XUAKOM BUAE, FOTOB K
MCNOMb30BaHWIo.

e [laHHblii NPOAYKT MOXET UCMONb30BATLCS HENOCPEeACTBEHHO
nocne W3BMEYEHUS U3 MECTa XpaHeHWsi ¢ TemnepaTypoit 2 - 8‘C.



XPAHEHWE
*  He ncnonbayiiTe nocne OKOHYaHWs cpoka roAHoCTH,

[JlononHnTensHble
Temnepatypa MakcuMasibHOe — WHCTPYKUMW MO
XpaHeHus BPeMsl XpPaHeHWin XpaHeHuto
2-8C [lo oKoHuyaHusa
cpoka roHoCTu

HeBcKpbITbIN
hnakoH
BCKpbITbIN 2-8C
dnakoH

[lo oKoH4yaHuA
cpoka rofiHocTn

XpaHuTb BO
chnakoHax,
NMI0THO 3aKPbITbIX
KpbILLKamu.
XpaHutb B
BEPTUKA/IbHOM
NOJIOXEHUN.
MomecTnTb B
XO0NOANNBHUK
nocne
1CNO/b30BaHNSA.

MOKA3ATE/NIN HECTABWU/IbHOCTW W1 NMOPYA

MokasaTensmm HecTabUNbLHOCTY WAN NOPYU CAYXKWT OCAAOK,
BUAVMBIE Criefibl NPOTEUKN WU 3aMyTHEHHOCTb.

NMPOLUEAYPbI PA3SBEAEHVA OBPA3LOB
MHdhopmaumio o passefeHun o06pasuos cMm. B pasgene 'Tipoueaypsl
pasBegeHns 06pa3uoB’ MHCTPYKUMUM NO NpUMeHeHuto K Alinity i
HBsAg Qualitative Il Confirmatory.

BVWBJTNOIMPADUNA

1 usS Department of Labor. Occupational Safety and Health
Administration. 29 CFR Part 1910.1030, Bloodborrie pathogens.

2. US Department of Health and Human Services. Biosafetyin
Microbiological and Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupation~ty Acquired Infections:
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014,

cdopmar uncen:

* B kayecTBe pasgenuTens TbiCAY UCMONb3yeTcs npoben (npumep:
10 000 o6pasLoB),

* B KayecTBe pasgenuTens AeCATUYHbIX UCMOMb3yeTCs Touka
(npumep: 3.12%),
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Micnonb3yemble CUMBO/IbI

BHumaHne
A
S

i
1
2

CONTAINS AZIBE]

CM, UHCTPYKLMIO Mo
NPUMEHEHNIO
M3rotoButesnb

TemnepaTypHblii AuanasoH

Mcnonb3oBaTb fo/Cpok rogHoCTH

Copaepxut asug Hatpus.

Mpn KOHTaKkTe ¢ Kkucnotamm
06pasyeTcs BbICOKOTOKCUYHBIV
ras.

MepuunHckoe nsgenvie gia
auarHoctukum In Vitro

Homep cepumn

IMANUAL DILJENE | PyuHoit AnnoeHT

1PAOB/CTor IAELAND | MpoaykT Vipnasamn

KaTanoxHblii Homep

Alinity siBnseTca Toprosoii Mapkoit komnaHun Abbott Laboratories B
pasnunuHbIX LPUCANKUMAX Bce apyrine ToproBble Mapku sIBSOTCA
COGCTBEHHOCTLIO COOTBETCTBYHOLLUX BNafesbLEB.

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo

Ireland
+353-71-9171712

CC

CepBucHas nogaep)kka; Obpauialiitecb K CBOeMy MeCTHOMY
npeAcTaBUTENIO UM CMOTPUTE KOHTaKTHYO UHopMaLuio Ans
Balleli cTpaHbl Ha cailite www.abbottdiagnoslics.com

Pepakuus: ceHTsI6pb 2016 T.

©2016 Abbott Laboratories

ABTOpPM30BaHHbIN NpeAcTaBUTE b N3FOTOBUTENSA HA TEPPUTOPUU
Poccun n gpyrux ctpad CHrI:

O6uecTBo c orpattH'ietittofi oTHeTcTBETIOCTHIO "9660TT JTabopaTopus”
NeHvHrpagckoe wocce, 16A, cTpoeHue 1,

Ten: +7 (495) 258 42 80; chakc: +7 (495) 258 42 81



MPNNOXEHNE

K VHCTpY0™MK no npumeHenuto Alinity i «<HBSAQ kadecTBeHHbI || MoaTBepx)aatowmii

AnntoekT (Alinity | HBsAg Qualitative Il Confinnatory Manual Diluent) gnst Poccumn

YCNoBWA TPAHCMOPTUPOBKU UXPAHEHNA

M3pgenne pekomeHAyeTcs TpaHcnopTupoBaTb Mnpu Temnepatype 2-8°C  Wspgenve
ocTaeTcs CTabU/bHBIM 10 OKOHUYaHMA CPOKa FOAHOCTY, YKa3aHHOro Ha ynakoske. Mpu
TPaHCMOPTUPOBAHWU C HapyLUEHNEM TEMMNEPaTYPHOro pPeXxnuMa usgenme He NoANeXUT
NpYMEeHeHN0  TPaHCMOPTUPOBKA OCYLIECTB/ISIETCA BCEMU BWaMU TpaHcropTa B
KPbITbIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCTBUM C NMpaBuiaMy NepeBo3Kn rpy3oB,
[eCTBYIOWMMI Ha KaXA0M Buie TpaHcnopTa

XpaHeHune usgenuii AOMKHO OCYLLECTBNATLCS NMpu Temnepatype oT 2*C go 8°C B
XONOANNBHBIX Kamepax vnm B XONOANNBHUKAX, obecneynBaroLmx
pernameHTUpPOBaHHbI TeMNepaTypHbIi pexum.

CPOK ropgHocCTH

12 MeCALEB NP XPaHEHWUN B PEKOMEHAOBaHHbBIX YCOBUSX (2-8*C).

FTAPAHTUVHBIE OBA3ATE/IbCTBA

MpousBoauTENb rapaHTUPYET, YTO NPY NPaBUILHOM XpaHeHUN 1 o6palleHnn usgenve
0CTaeTCA CTabUNbHLIM 0 UCTEUYEHWSI CPOKA FOAHOCTY MaKCUMasibHbIi CPOK FOAHOCTU
MeJULVHCKOro usgenus He 6onee 12 mecsiueB C gaTbl npousBoacTea. Msgenve,
XPaHWBLUEECS C HapyLUeHWEM pPeriaMeHTUPOBaHHOTO MPOU3BOAUTENIEM PEXVMA,

npYMeHeHnIo He noanexuT (B cooteeTcTeum ¢ FOCT P 51068-2013).

TEXHWYECKOE OBCNY>XNBAHNE

He TpebyeTcsa

TEKYWWIA PEMOHT

He TpebyeTcs

OAHHBIE  AnA  YTUAM3AUMKN 1 YHUYTOXEHUA
MEONUNHCKOI o N3[enna

MeauunHcKoe usfenve yTUAMSUPYIOT U YHUYTOXAlOT B COOTBETCTBUM C Mpasuiamm
obpalleHns C MeAWULMHCKUMKM  OTXOofamu, pernameHTupytowmmmucs  CaHMuH
2.1.7 2790-10 oT 12.12.2010 «CaHuWTapHO-3anNuaemuosniornyeckme TpeboBaHua K
06palLeHUIo C MEAVULIMHCKUMI OTXOAaMI».

Heo6xoanmo crefjoBaTb HaUMOHaNlbHbIM CTaHgapTam npu nepejaye v yTuaMsauum

n3aenvsi, ero KOMNOHEHTOB U YyNakoBKU

Kacc oTxofos - b

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEOMLVHCKOE W3AENVE

FOCT P 51088-2013, FOCT P 51352-2013, TOCT P UCO 23640-2015, FTOCT P UICO
18113-1-2015, NOCT P MCO 13113-2-2015, TOCT P UCO 15223-1-2014, TOCT P
EH 13612-2010, TOCT P 53022.2-2008, NOCT P 53022.3-2008

MocTaHoBNeHne MpaBuTenbcTBa PO oT 27 aekabpsa 2012r NS1416 «O6 yTBepxaeHnn
npasw rocyapCTBEHHON perncTpauum MeULMHCKUX n3aenuii». Mprkas MuHsgpasa
Poccum ot 06 06.2012r. Ne 4H. Mpukas MuHsgpasa Poccum ot 09.01 2014r Ne 2H.

Mpuka3 MuHncTtepcTea 3apaBooxpaHeHnss P® Ns 11H oT 19 aHBaps 2017

I'IOTEHLI,I/IAﬂbeIVI NMOTPEBUTE/b
MpocheccroHanbHbIN Nosb30BaTeNb - BpaY, (PenbAlepHrabopaHT n1abopaTopHbIi
TEeXHUK

VH®OPMALUMA O HAIMYNM B MEANUMHCKOM WU3AEANN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPW/IBHOCTb
MocTtaBnsaetca B HecTepusbHOM Buae CTepVII'II/ICSaLl'VIﬂ nepes npuMeHeHWemMm He

TpebyeTcsa

VMHOOPMALIMA O  BO3MOXHOCTWU  NMOBTOPHOIo
MPUMEHEHNA

He noAnexuT noBTOPHOMY NPUMEHEHNIO

MATEPWA/bI XXNBOTHOIO NMPONCXOXAEHNA
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METODVRNS! XUBOTHOTO NPONCXOMOHIR NDOBEREHG W DVCKW TRvteteen MIA

yxaa@r: B (Iacnopre 6 ey Nacnopra 6 CHUHO HEHTY = CINTE
www gbbotidiagnosiics com ww obp [ Y npag
NOKA3AHWA K NPUMEHEHWIO

MpRgainiegn AR PYWOr0  paseensrws OSOANPS ANR  WOCNEAOBIHMA C
wenonuIoBsmes Aknty ) HDsAQ Queatve H Confrmatory Reasgert Kd wa
BRIWIITOPO ANy «

NMPOTUBONOKAZAHUA K NPUMEHEHWIO

H9 MDD

NPOUENYPA PAIBEAEHUA OEPA3LIOB
TIPOUSAYPS Ry #10r0 PEIMeAGHMR MoweY GuiTh NpDEELEHS, €CIW
9 TocTe Almiy ¢ HBaAg Quaktative 1) Confitmatory pesynetar
AGITABTCR PESKT LM, HO 060381 He Guin HeATPINMMIcBEM
{HB3AgQUAC2 S/CO 2 10 00 » % wesmpanmaguym < S0%)
DononunTensHyno bopmaLyso cv » palaene PEIYNLTATH

BAONH VP 0O NP
MPOURLYPA PY-MOr0 PEIBOAIHMA
POKOImMaysmoe B 1500

DoGaswre 25 14 0OPRILR K 475 Ul HESAD mavecTotrmes ||
Nonveepxamowero fumoesta (Alndty ) HBsAQ Quaitaine 1
Confvmatory Manual Diluent} anm passagesmn 1 20

fAoSesete 20 L 06pILH, PAIBAAGHOND B NPONOPLIM 1 20, k 480 L
. HBSAG xanocTBIsnnm H ITORTEEOMAMOLMIO armenTs (AWnly s HBSAG
' Quakistive Il Confrmatory Manual Dduent) ans paseenesn 1 500
Aonoewstenenit DajeRaena 00DAILS MONHD SLNDMIATE, SCTW
PesyNyTat 00PEILS. PEINEASHHOND B NPONOPUMK 1 SO0, BCe s
PRONETES DESKTABIIM MO OODBI8L, 8 Guift HORTDANNIONEH
Aobaante 2% jh COPILS PAISENNMOTD & NPONOPLYM 1 500. x H75
UL HBSAQ cavecTaewin Il NQnTRePMAMOWSTO NnmoTs (Alnwly |
HBsAD Quakative Il Confirmatory Manual Divent) ans palseneres
120000

/
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SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH
fm Authorised Officiat
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MepeBog C aHITNIACKOTO SA3blKa Ha PYCCKUNIA A3bIK

[wnarHoctunueckoe T: +353 71 9156200
noppaspeneHune

DuHUCKNINH busHec lMapk,

Cnaiiro, ipnaHgms

MognucaHo: /nognucaHo/ Jata: 21 niona 2020T.

Peituen XaHHoH (Rachel Harmon)

CneumanuncT No HOPMaTUBHO-MPaBOBOMY PerysinpoBaHuio,
2660TT NpnaHaus,

[dnarHoctnyeckoe nogpasgeneHue

PUHUCKNNH BusHec lMNMapk,

Cnaiiro, pnangns

/MeuaTb: TOPTOBASA MAJIATA C/TIANTO (MHK)
NOANNMHHOCTb 3ACBUAETENNILCTBOBAHA AJOBPOCOBECTHO
YnonHomo4eHHoe nnuo /nognucaHo/ 21.07.2020 r./

/MeyaTb: 9660T T WpnaHaus,
[unarHocTun4yeckoe nogpasgeneHue
PUHUCKNUH BusHec Mapk,

Cnaiiro

MpacgcTBO Chaiiro

WpnaHans/

/MenaTbl TOPFOBAATIANATA C/IANTO (MHK)
3ABEPEHHbIV CEPTU®UKAT O MPOUCXOXAEHN I/

TeKCT B AOKYMeHTe «W/HCTPYKUUA MO MPUMEHEHMWIO» HA aHIINACKOM U PYCCKOM
A3blKax NMOMIHOCT b0 COBMNAAET .
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lMepeBof 4aHHOTO TeKCcTa BbIMO/HEH NepeBoguynKkom3ecenosbiM Nasnom MUTpresnyem.

Poccuiickaa degepayms
Mopog MockBa.
[BajuaTb BOCbMOro MOAA [Be TbiCAYUN ABajLaTOro roja.
A, NMpokoweHkoBa EneHa EBreHbeBHa, HOTapuyc ropoga MOCKBbI, CBUAETE/NILCTBYIO
NOANVHHOCTbL NOANUCK NepeBofvnKa Becenosa MNaBna AMmutpuresunya.
Mognuck caenaHa B MOeM MPUCYTCTBUN.
JInyHOCTb NoAnNucaBLUEro fOKYMern

3aperncTpupoBaHo B peecTp

B3bicKaHO rocygapcTtBelHO Opy6. 00 kon.
YnnayeHo 3a okasaHue. Koro xapaktepa: 300 py6. 00 kon.

MpowHypoBaHO, NpoHyme”oBasgii

0'*IM.,
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