TOBAPUCTBO 3 OBMEXEHOIO BIANOBIRANLHICTIO «bIOMEIHBECT»
Ykpaina, 01103, m. Kuis, Byn. [lparomuposa, 4

Tern.: (044) 490-20-35, chakc: (044) 490-20-36

e-mail: bmi@bmi.com.ua, kag EQPMNOY 24740569

bioMenglHBecT

BIOMEDINVEST

Ne 18-030p Bin 17.10.2018 p.

HavanbHuky Biaainy
JIep>KaBHOFO PUHKOBOT'O Harjsay
HepxarHoi cnyxbu Ykpaiuu

3 NiKapchbKUX 3acobis Ta
KOHTPOJIIO 38 HApPKOTHKaMH
Kozopowo 10.A.

I1lanoenuii FOpito AHapifioBHuy!

TOB "BIOMEJIHBECT", sike € yNOBHOBa)XEHHM MNpPEeACTABHUKOM KOMNaHii-BMpoOHUKa Abbott
Ireland Diagnostics Division, ska 3Haxoautbes 3a aapecoto Lisnamuck, Longford, Co. Longford, Ireland /
Ipnanpis, w00 MeAMYHUX BUPOGIB U151 JIarHOCTHKH in Vitro:

Howmep 3a | Ha3ra BupoOy aHruificbkoro MOBOIO Hasea BupoOy ykpaiHCBKOIO MOBOIO
KaTajloroM
7K63-01 | ARCHITECT Free T3 Calibrators | Kani6paropu ARCHITECT Free T3 Calibrators
7K63-02 | ARCHITECT Free T3 Calibrators | Kani6patopu ARCHITECT Free T3 Calibrators
7K63-10 | ARCHITECT Free T3 Controls Kontponi ARCHITECT Free T3 Controls
7K63-12 | ARCHITECT Free T3 Controls Kontponi ARCHITECT Free T3 Controls
7K63-25 | ARCHITECT Free T3 Reagent Kit | Ha6ip pearentis ARCHITECT Free T3 Reagent Kit
7K63-27 | ARCHITECT Free T3 Reagent Kit | Habip pearentieB ARCHITECT Free T3 Reagent Kit
7K63-30 | ARCHITECT Free T3 Reagent Kit | Habip pearentis ARCHITECT Free T3 Reagent Kit
7K63-32 | ARCHITECT Free T3 Reagent Kit | Habip pearentie ARCHITECT Free T3 Reagent Kit
7K63-35 | ARCHITECT Free T3 Reagent Kit | Habip pearentis ARCHITECT Free T3 Reagent Kit
7K63-37 | ARCHITECT Free T3 Reagent Kit | Ha6ip pearentisB ARCHITECT Free T3 Reagent Kit
7K64-01 | ARCHITECT Total T3 Calibrators | Kani6paropu ARCHITECT Total T3 Calibrators
7K64-02 | ARCHITECT Total T3 Calibrators | Kanibparopu ARCHITECT Total T3 Calibrators
7K64-25 | ARCHITECT Total T3 Reagent Kit | Ha6ip pearentis ARCHITECT Total T3 Reagent Kit
7K64-30 | ARCHITECT Total T3 Reagent Kit | Ha6ip pearentiB ARCHITECT Total T3 Reagent Kit
7K64-35 | ARCHITECT Total T3 Reagent Kit | Ha6ip pearenris ARCHITECT Total T3 Reagent Kit
7K64-27 | ARCHITECT Total T3 Reagent Kit | Hab6ip pearentis ARCHITECT Total T3 Reagent Kit
7K64-32 | ARCHITECT Total T3 Reagent Kit | Habip pearentie ARCHITECT Total T3 Reagent Kit
7K64-37 | ARCHITECT Total T3 Reagent Kit | Habip pearentis ARCHITECT Total T3 Reagent Kit
7K64-50 | ARCHITECT Total T3 Manual Po3uunHuK 115t pyuHoro po3seaenns ARCHITECT
Diluent Total T3 Manual Diluent

Ha niacraei JlopydyeHHs Bia BUpoOHHKa TepMiHoM aif Big 15.04.2016 p. no 15.04.2021 p., Bucnosmoe Bam
CBOIO LLIMPY NOBAry Ta, BiNOBIZHO N0 BUMOT, 110 3a3HaveHi B n. 5 Jlonatky 3 no TexHiuHOro periameHty
11010 MeJHYHUX BHpOOIB U1 AIarHOCTHKM in vitro (3arBepmxeHoro Ilocranosoio KMVY Ne 754 Bin
02.10.2013 p.) niaTBepKye, 110 3a3HA4EHUM BHPOOHMKOM po3pobiieHa Ta MIATPUMYEThCS B aKTyallbHOMY
CTaHi CHCTEMarTdyHa ripouefypa aHallizy AOCBily, OTPHMAHOro Mic/s BBeAeHHS BUpoOiB B 00ir, Ta
BMPOBa/LKEHI BiANOBIAHI 3acO00M A/1s 3aCTOCYBaHHSA HEOOXiAHUX KOPUTYIOUHUX i, BpaxOBYIOUH NPHPOAY Ta

PHU3MKH, OB’ S3aHi 3 BIANOBIAHHMH BUpoOaMHu.

B skocTi niaTBepmkeHHs, iHPOpPMyeEMO NMpo MpPOBEAEHHI KOPUrywodi Iil MO BiAHOIUEHIO O 3a3Ha4yeHHX

BHpOOIB.

OaxouacHO NMOBIIOMIISEMO, WO HACTYMHI iHLUMACHTH He Oynu 3adikcoBaHi Ha TepuTopii YKpaitu:
®  HecrnpaBHICTh ab0 NOTipLIEHHS XapaKTepHCTHK Ta/abo eheKTHBHOCTI, a TaKOX Mpo OyAb-AKi
HEBIAMOBIAHOCTI B MapKyBaHHI Ta/abo B iHCTPYKUIi i3 3acTOCYBaHHS, SKi MOXKyYTb a60 MOrnu

M2 Hepwnikcnyxba

Ne13453/0/08-18 sig 18.10.2018
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MPH3BECTH 1O CMEPTi CNoXKKBaya abo KopucTyBaya, abo 10 Cepito3HOro NMoripIeHHs cTaHy ix
3/10pOB’S;

e TexHiyHi ab0 MeIUYHI NPUYUHHM, NOB’A3aHI 3 XapaKTepUCTHKaMH ab0 e(EeKTUBHICTIO, 3 NPHUMH,
3a3Ha4yeHWX y nmyHkTi 5 Jlonatky 3 o TexHi4HOro pernaMeHTy 1040 MEAUYHHX BUPOOIB ans
JIArHOCTHKH in Vitro, 110 MPU3BOAAThL A0 CHCTEMATUUYHOIO BiIK/IWKaHHS BUPOOIB TAKOro THIY
BUPOOHHUKOM.

Jlo naHoro nucra 10aa€eThCR:

1. Indopmauiro Big BUpoOHHKA 11010 MPOBEAEHUX KOPHUIYIOUMX Aiil (aHIiHCHKOIO MOBOIKO 3
nepeKsiagom);

2. Jlopy4enHs TepMiHOM aii Biz 15.04.2016 p. no 15.04.2021 p. Bin BUpoOHHKA npo
TIOBHOBXXEHHS YIIOBHOBAXXEHOTO NPEACTaBHHKA,;

3. Jeknapauis Ne DOC-7K63-UKR-v.1 tepmiHom aii Big 24.05.2017 p. npo BiANOBIAHICTD
BUpoOiB BUMOraM TeXHIHYHOTO perjaMeHTy LIOJ0 MEAHYHHUX BUPOOIB AJs JiarHOCTHKH in
Vitro;

4. Jleknapauis Ne DOC-7K64-UKR-v.t! tepminom aii Big 24.05.2017 p. npo BiANOBIAHICTDb
BHpoOiB BUMoram TexHI4HOro pernaMeHTy 11010 MeAHYHUX BUPOOIB A AiarHOCTHKH in
vitro.

3 noBaro Ta BASHHICTIO 3a CMIBIPALIO,

Jupexrop TOB "BIOME/IIHBECT" C.O. OnbxoBeup



Abbott Ireland Diagnostics Division DIAGNOSTICS
Lisnamuck, Longford
Co. Longford, Ireland

Product Correction
Urgent - Immediate Action Required

Abbott

Date Issued October 12, 2018

Product Product N List Lot Numbers | UDI Numb Kit

roduct Name Number*/** ot Numbers umbers Configuration

. 4 x 100

ARCHITECT Free T3 Reagent Kit 7K63-20 All N/A X

tests/kit

. 1x100

ARCHITECT Free T3 Reagent Kit 7K63-25 All N/A .

tests/kit

. 1x100

ARCHITECT Free T3 Reagent Kit 7K63-27 All N/A .

tests/kit

ARCHITECT Total T3 Reagent Kit 7K64-20 All N/A 4x 10_0

test/kit

. 1x100

ARCHITECT Total T3 Reagent Kit 7K64-25 All N/A .

tests/kit

ARCHITECT Total T3 Reagent Kit 7K64-27 All N/A 1x100

& tests/kit

*Note: Some size codes are not available in all countries
** Note: Size codes 7K63-27 and 7K64-27 are not available in the United States.

Explanation This letter is to inform you of a Product Correction, which impacts ARCHITECT Free T3 and
ARCHITECT Total T3 assays and provide instructions on the actions your laboratory must take.
Samples tested using ARCHITECT Free T3 or ARCHITECT Total T3 assays may show depressed results
due to reagent carryover when testing on board with the assays specified in table 1 below.

Table 1: List of assays that should not be tested while the ARCHITECT Free T3 (7K63-20/25/27) or
Total T3 assay (7K64-20/25/27) is on the ARCHITECT i1000SR Platform.

Assay Name List Number* | Assay File Number

ARCHITECT TSH 7K62 241 ,
ARCHITECT T-Uptake 2K48 271 JOPHT THAROM 3TIAHO
ARCHITECT HIV Ag/Ab Combo | 4J27/2P36 639/877  [upEWTD

ARCHITECT Cortisol 8D15 601 AN

ARCHITECT LH 2P40 187 L.U.V]

ARCHITECT ProGRP 1P45 527

ARCHITECT rHTLV-I/Il 6L61 442

ARCHITECT Total PSA 7K70/6C06 211

ARCHITECT AFP 3P36 003

ARCHITECT Free PSA 7K71/6C07 221

ARCHITECT 25-OH Vitamin D 5P02 523 or 670

*Note: Some list numbers are not available in all countries
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Please refer to Appendix 1 for additional information.

The root cause for this issue is under investigation. Further corrective actions will be implemented
and communicated upon completion of the investigation. Please refer to the Necessary Action
section of this letter for recommendations on an interim mode of control to mitigate this issue.

Samples tested using ARCHITECT Free T3 or ARCHITECT Total T3 assay may show falsely depressed
results when tested on board with select ARCHITECT assays, as listed in Table 1. Refer to Appendix 1
for additional data.

In order to prevent the interaction described above:

if.... Then...

you can use a separate instrument Separate the ARCHITECT Free T3 and ARCHITECT Total T3
assays from the assays detailed in Table 1 above, by
running these tests on different instruments

you cannot use a separate Perform Maintenance Procedure (6445 Pipettor/WZ Probe
instrument* Cleaning for i1000SR) in the i1000SR Operations on the
instrument prior to performing batch testing for all
ARCHITECT Free T3 or ARCHITECT Total T3 samples.

*It is suggested to run all Free T3/Total T3 samples immediately after this maintenance in order to
minimize additional disruptions to laboratory workflow.

» Please review this letter with your Medical Director or Laboratory Management and follow
your laboratory protocol regarding the need for reviewing previously reported patient
results.

¢ If you have forwarded the product listed above to other laboratories, please inform them of
this Product Correction and provide to them a copy of this letter.

e Complete and return the Customer Reply Form.

e Please retain this letter for your laboratory records.

We sincerely regret any inconvenience this issue may cause. If you or any of the health care providers
you serve have any questions regarding this information, U.S. Customers please contact Customer
Service at 1-877-4ABBOTT (available 24 hours a day, 7 days a week). Customers outside the U.S.,
please contact your local area Customer Service.

Adverse reactions or quality problems experienced with the use of this product may be reported to
the FDA’s MedWatch Adverse Event Reporting program either online
(http://www.fda.gov/MedWatch/report.htm), by mail
(http://www.fda.gov/MedWatch/getforms.htm), by phone (1-800-332-1088), or by fax (1-800-FDA-

0178).
A\
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Appendix 1

The frequency of this issue is determined by the order of pipetting driven by the instrument scheduler when potentially
contaminating assays are run with Free T3 and Total T3 and not all controls and patient samples will be affected. Based
On an assessment of product formulation and design of the ARCHITECT i1000SR system, ARCHITECT TSH (7K62) is
representative for assays listed in Table 1.

Internal studies were designed to replicate the necessary event to evaluate the % bias at a concentration level of 3.1
pg/mL or 4.8 pmol/L for Free T3 and 0.86 ng/mL or 1.32 nmol/L for Total T3, and the frequency of occurrence was
calculated through an assessment of 4.05 x 10° on-market Free T3 and Total T3 tests. Therefore, the occurrence of the
bias observed in your laboratory may vary.

Please review this information with your Medical Director or Laboratory Management and follow your labaratory
protocol regarding the need for reviewing previously reported patient results.

Table 2: Observed % bias of ARCHITECT Free T3 (7K63) or ARCHITECT Total T3 assay (7K64) when tested internally on
board with ARCHITECT TSH (7K62) on the ARCHITECT i1000SR platform.

Product Name List Number | Size Code Frequency of Occurrence % Bias Observed
ARCHITECT Free T3 7K63 27 0.98% -39%
ARCHITECT Total T3 7K64 27 1.88% -21%
ARCHITECT Free T3 7K63 25/20 0.07% -17%
ARCHITECT Total T3 7K64 25720 0.13% -23% ]

S opHT IHANOM 3THARO
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Abbott Ireland Diagnostics Division DIAGNOSTICS
Lisnamuck, Longford
Co. Longford, Ireland

Product Correction
Urgent - immediate Action Required

Abbott

Date Issued October 12, 2018

Product Product Name List Lot uDI Kit
Number*/** Numbers Numbers Configuration
ARCHITECT Free T3 Reagent Kit 7K63-20 All N/A 4 x 100 tests/kit
ARCHITECT Free T3 Reagent Kit 7K63-25 All N/A 1 x 100 tests/kit
ARCHITECT Free T3 Reagent Kit 7K63-30 All N/A 4 x 500 tests/kit
ARCHITECT Free T3 Reagent Kit 7K63-35 All N/A 1 x 500 tests/kit
ARCHITECT Free T3 Reagent Kit 7K63-27 All N/A 1 x 100 tests/kit
ARCHITECT Free T3 Reagent Kit 7K63-32 All N/A 4 x 500 tests/kit
ARCHITECT Free T3 Reagent Kit 7K63-37 All N/A 1 x 500 tests/kit
ARCHITECT Total T3 Reagent Kit 7K64-20 All N/A 4 x 100 test/kit
ARCHITECT Total T3 Reagent Kit 7K64-25 All N/A 1 x 100 tests/kit
ARCHITECT Total T3 Reagent Kit 7K64-30 . All N/A 4 x 500 tests/kit
ARCHITECT Total T3 Reagent Kit 7K64-35 All N/A 1 x 500 tests/kit
ARCHITECT Total T3 Reagent Kit 7K64-27 All N/A 1 x 100 tests/kit
ARCHITECT Total T3 Reagent Kit 7K64-32 All N/A 4 x 500 tests/kit
ARCHITECT Total T3 Reagent Kit 7K64-37 All N/A 1 x 500 tests/kit

*Note: Some size codes are not available in all countries
** Note: Size codes 7K63-27/32/37 and 7K64-27/32/37 are not available in the United States.

3 CPHTIHAROM 3T1AHY
RupeqtoP
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This letter is to inform you of a Product Correction, which impacts ARCHITECT Free T3 and
ARCHITECT Total T3 assays and provide instructions on the actions your laboratory must take.

Samples tested using ARCHITECT Free T3 or ARCHITECT Total T3 assays may show depressed results
due to reagent carryover when testing on-board with the ARCHITECT 25-OH Vitamin D (LN5P02)
assay on the i2000/i2000SR platform.

Please refer to Appendix 1 for additional information.
The root cause for this issue is under investigation. Further corrective actions will be implemented

and communicated upon completion of the investigation. Please refer to the Necessary Action
section of this letter for recommendations on an interim mode of control to mitigate this issue.

Samples tested using ARCHITECT Free T3 or ARCHITECT Total T3 assay may show falsely depressed
results when tested on board with the ARCHITECT 25-OH Vitamin D assay. Refer to Appendix 1 for
additiona!l data.

In order to prevent the interaction described above:

if.... Then...

you can use a separate instrument Separate the ARCHITECT Free T3 and ARCHITECT Total T3
assays from the ARCHITECT 25-OH Vitamin D assay, by
running these tests on different instruments.

you cannot use a separate Perform Daily Maintenance {Operations Manual, 6041 for

instrument* i2000/i2000SR) on the instrument prior to performing batch
testing for all ARCHITECT Free T3 or ARCHITECT Total T3
samples.

*It is suggested to run all Free T3/Total T3 samples immediately after this maintenance in order to
minimize additional disruptions to laboratory workflow.

e Please review this letter with your Medical Director or Laboratory Management and follow
your laboratory protocol regarding the need for reviewing previously reported patient resuits.

e If you have forwarded the product listed above to other laboratories, please inform them of
this Product Correction and provide to them a copy of this letter.

e Complete and return the Customer Reply Form.

o Please retain this letter for your laboratory records.

We sincerely regret any inconvenience this issue may cause. If you or any of the health care providers
you serve have any questions regarding this information, U.S. Customers please contact Customer
Service at 1-877-4ABBOTT (available 24 hours a day, 7 days a week). Customers outside the U.S.,
please contact your local area Customer Service.

Adverse reactions or quality problems experienced with the use of this product may be reported to
the FDA’s MedWatch Adverse Event Reporting program either online y
(http://www.fda.gov/MedWatch/report.htm), by mail :"ﬂ
(http://www.fda.gov/MedWatch/getforms.htm), by phone (1-800-332-1088), or by fax (1-800-FDA-
0178). fool
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Appendix 1

The frequency of this issue is determined by the order of pipetting driven by the instrument scheduler when potentially
contaminating assays are run with Free T3 and Total T3 and not all controls and patient samples will be affected. Based
on an assessment of product formulation and design of the i2000/i2000SR System, ARCHITECT 25-OH Vitamin D (5P02)
is the only assay that may cause a negative bias with ARCHITECT Free T3 and ARCHITECT Total T3 assays.

Internal studies were designed to replicate the necessary event to evaluate the % bias at a concentration level of 3.1
pg/mL or 4.8 pmol/L for Free T3 and 0.86 ng/mL or 1.32 nmol/L for Total T3 and the frequency of occurrence was
calculated through an assessment of 4.05 x 10° on-market Free T3 and Total T3 tests. Therefore, the occurrence of the
bias observed in your laboratory may vary.

Table 2: Observed % bias of ARCHITECT Free T3 (7K63) or ARCHITECT Total T3 assay (7K64) when tested internally on
board with ARCHITECT 25-OH Vitamin D (5P02) on the ARCHITECT i2000SR platform.

Product Name List Number| Size Code Frequency of Occurrence % Bias Observed
ARCHITECT Free T3 7K63 27/32/37 0.44% -26%
ARCHITECT Total T3 7K64 27/32/37 0.41% -22%
ARCHITECT Free T3 7K63 20/25/30/35 0.27% -14%
ARCHITECT Total T3 7K64 20/25/30/35 0.17% -18%

. - snoem o M
L OPRTIRARCH ST AT

BypEHTOP

€.0.0nbX0oBEUD

FA120CT2018A_Letter B

Page 3 of 3







s . Abbott Ireland Diagnostics Division DIATHOCTUYHWUIA
Lisnamuck, Longford nigpPoO3AaIN
Co. Longford, Ireland
BunpasneHHA iHpopmallli
LLOA0 NMPOAYKTY
Abbott HeraitHO — A0 HErauHOro BUKOHAHHA
Aara 12 »koBTHA 2018 p.
MpoAaykr Katanowuuii | Homepa .
MpoAayKT HOMep*/** cepiit UDI | KomnneKrauin
Architect BinbHuit T3 peareHT 4 x 100 TecTis y
-20 B -
Architect Free T3 Reagent 7K63 ce Habopi
Architect BinbHnit T3 peareHT 1 x 100 TecTiB y
Architect Free T3 Reagent 7K63-25 Bee i Habopi
Architect BinbHuit T3 peareHT 1x 100 recTiBy
Architect Free T3 Reagent 7K63-27 Bee ) Habopi
Architect 3aranbHuit T3 peareHt 4 x 100 TecTiB Y
7K64- -
Architect Total T3 Reagent K64-20 Bee Habopi
Architect 3aranbHuid T3 peareHT 1 x 100 TecTiB Y
Architect Total T3 Reagent 7K64-25 Bee ’ Habopi
Architect 3aranbHuii T3 peareHT 1 x 100 TecTiB Y
- B -
Architect Total T3 Reagent 7K64-27 ce Habopi
* MpumiTka: [leaki NpoAyKTU AOCTYNHI He Y BCiX KpaiHax
** MNpumitka: NpoayKTH 3 KaT. Homepamu 7K63-27 n 7K64-27 He poctynHi 8 CLUA.
Onuc [aHuit AncT MicTuTL HOBY iHbopmauito no Tectam ARCHITECT Free T3 i ARCHITECT Total T3,

a TakoK nepenik Aid, Aki HeobxigHO BUKOHATK Balwii nabopaTopii.

AKwo Ha 6opTy aHanizaTopa 3HaXOAATLCA TECTKH, NepepaxosaHi y Tabauui 1 Huxkue,
3HaYEHHA, OTPMMaHI Npu focnigxeHHi 3paskis B Tectax ARCHITECT Free T3 un ARCHITECT
Total T3, MOXYT 6yTr XMBHO 3aHMKEHI BHACNiAOK NepeHoCy peareHTis.

Tabnuua 1: Nepenik TecTtis, AKI He CNig BUKOPUCTOBYBATKU Ha aHanizaTopi i1000SR, AKLO Ha
L{bOMY aHanisaTopi BUKOHytoTbCA TecTn ARCHITECT Free T3 (7K63-20/25/27) un ARCHITECT
Total T3 (7K64-20/25/27).

Tecr Kat. Homep* Homep ¢ainy recta

ARCHITECT TSH 7K62 241

ARCHITECT T-Uptake 2K48 271

ARCHITECT HIV Ag/Ab Combo | 4J27/2P36 639/877

ARCHITECT Cortisol 8D15 601

ARCHITECT LH 2P40 187

KoHtponu ARCHITECT ProGRP 1P45 527 P
ARCRITECT rHTLV-/I] 6L61 aa2 7 CPATTHRROR-3T | AHd:
ARCHITECT Total PSA 7K70/6C06 211 DupER o, ¢~
ARCHITECT AFP 3P36 003 R
ARCHITECT Free PSA 7K71/6C07 221 \BE ‘(W 09%3"&&‘,
ARCHITECT 25-OH Vitamin D 5P02 523uan 670 Sl

* MpumiTka: [leaki NpoayKTH JOCTYNHI He B YCiX KpaiHax
JopatkoBy iHpopmauito aus. y JoaaTky 1.
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Onuc (npopoBiK.)

KopiHHa NnpuynHa HeBIANOBIAHOCTI, WO BUABNEHA, Ha AAHUWA MOMEHT 3'aCoBYETbCA. 0
pesynbratax po3cainyBaHHa 6yayTb NPUAHATI HeobXxiagHi Koperytoui 3axoau. Npo NpUIAHATI
3axoam sBam byae cnosilueHo K0AaTKOBO. PeKOMEHAOBaHI TAMYACOBI 3aX0AM NO YCYHEHHIO
HachifKis HesianosigHocTi Ans. B N. "HeobxigHi A4ii" AaHHoro iHdopmatinHoro nucra.

Bnaus Ha
nayieHTiB

AKWo Ha 6opTy aHanizaTopa 3HaXOAATLCA TECTU, NepepaxoBaHi y Tabauui 1, 3HaveHHR,
oTpPUMaHi Npu AocnigeHHi 3paskis y Tectax ARCHITECT Free T3 uu ARCHITECT Total T3,
MOXyTb 6yTH xnbHO 3aHMKeHi. [loaaTkosy iHpopmauito aus. y foaaTky 1.

HeobxigHi gii

06 yHUKHYTH BKA3aHOTO BULIE BNUBY, AOTPUMYMITECH HACTYNHUX PEKOMEHAALLIN:
fikwo... Togai...
Y BauWiomMy po3nopALKEHHI € BukoHyitte Tect ARCHITECT Free T3 / ARCHITECT Total

e OAUH aHanizaTop T3 i tectu, HaseaeHi y Tabnuui 1 suuge, Ha piaHMx
aHanisaTopax

Y BawoMmy po3nopaaKeHHI MNepea pocnigrkeHHAM 3paskiB y Tectax ARCHITECT Free

Hemae uie oagHoro T3 uu ARCHITECT Total T3 Ha aHanizaropi i1000SR

aHanisatopa* BUKOHYUTe npoueaypy TO (6445 OuucTka ronku

ninetopa/N3).
*Lo6 miHimizyBaTU MoxNMBMIA BNAMB Ha pobodi npouecu nabopatopii, peKoMeHA0BaHO
Aocnigkysatu Bci HeobxigHi 3pa3ku y Tectax Free T3/Total T3 ogpasy nicnsa BMKOHaHHA
BKa3zaHoi npoueaypu TO.

YBaXHO BUBYITL aHUIA NUCT PAa3OM 3 MEAUYHUM AUPEKTOPOM YU KepiBHUKOM nabopatopii
Ta OUjHiTb HeobXiAHICTb Nepernaly pe3ynbTaTiB NaLUMUEHTIB, AKI ByAKU OTpUMaHI paHilse, y
8iANOBIAHOCTI 3 BUMOramu NpoToKony Bawoi nabopatopil.

AIKWO BX HaNpaBNA/IK HaBeAeHI BULLE NPOAYKTU B iHWI naboparopii, cnosicTits ix npo
BUNpaBAeHHA iHopMaLii o NpoAYKTY Ta HadaWuTe Konito AaHoro AaucTa "BunpasneHHs
iHbopmauii no npoaykry".

3anosHiTb i BignpasTe opmy 8igNOBIAI KOpUCTyBaua.

36epexiTe KOMilo 4aHOro ANCTa y NpoToKkonax Bawoi naboparopii.

KoHTaKTHa
inpopmauin

Mu npuHocumo Wwnpi BubaveHHA 3a 3aBAaHi Bawin nabopaTopii Heapy4HocTi. AKWO y Bac
abo y Bawunx napTHepis, WO HAJAOTh MEAUYHI NOCAYTY, € NUTAHHA WOA0 AAHOT iHPOopMaUi,
3BepHITLCA Y Cnyxby cepsicHOT nigTpumkm 3a TenedpoHom +38044 459-75-10, +38044 490
20 35 (+7-800-333-99-89 - y PD).

CnosicTuTH NPo NOB’A3aHI 3 BUKOPUCTAaHHAM BKa3aHOTO NPOAYKTY HebaaHi peakuii um
HEBIANOBIAHOCTI WOAO AKOCTI B paMKax Nporpamu peectpauii HebaxaHux ssuu, MedWatch
MO3KHa Ha cauTi nporpamu (http://www.fda.gov/MedWatch/report.htm)}, no anekTpoHHi#
nowri (http://www.fda.gov/MedWatch/getforms.htm), no tenedony (1-800-332-1088) un
no ¢akcy (1-800-FDA-0178).

N,
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JdoaaTtok 1

HacToTa HeBiANOBIAHOCT, O ONUCaHa, BUIHAYAETLCA NOPAAKOM MNeTyBaHHA, AKMIA 334AETLCA NNAHYBANbHUKOM
aHanisatopa, ToMy He BCi pe3ynbTaTu A0CAIAKEHHA 3paskiB NaUieHTIB Y4 KOHTPONIB y TecTax Free T3 i Total T3
6yayTb 3aHmxkeHi. Mpuiimaloun go ysaru CKNaA NPOAYKTY | XapaKTepucTuKkm aHanisatopa ARCHITECT i1000SR,
penpeseHTaTUBHUM NPUKNAAOM TecTis, HaBefeHUX y Tabanuui 1, € Tect ARCHITECT TSH (7K62).

B xo4i BHYTpiwWHix gocnigkeHs 6yna creopeHa CUTyauis, AKa MOXe NPUBOAUTH A0 HaBe e HOI 83aemogii, wob
OLLIHWATM 3CYB 3HaueHb (B %), LLO OTPMMYIOTLCA NpU AOCNigKeHHi y TecTi Free T3 3paskis 3 KoHueHTpauiamu 3,1 nr/mn
um 4,8 nmonb/n, i npu gocnipxenniy Tecti Total T3 3paskis i3 KOHUeHTpauiamu 0,86 Hr/mna um 1,32 HMONb/N. OKpim
LbOrOo OUiHEHO BIPOriAHICTL HaBeAEHOT B3aUMOAIT LAAXOM aHanuay 4,05 x 106,qocni,q>+(eHb y Tectax Free T3 i Total
T3, BUKOHAaHMX y NOCTMapPKETUHTOBUX YMOBAX. BiporigHicTs 3cysy 3HaueHs y sawwiit nabopatopii MOXKeT BiaPi3HATUCH
Bif, HABEAEHUX AAHUX.

YBaXHO BUBYITb Liel IUCT Pa3oM i3 meauuHUM AMPEKTOPOM 4K KepiBHUKOM nabopaTopii Ta OLiHITL HeobXigHICTb
nepernafy pesynwTaTie nayienHTis, aki 6ynu otpumani paniwe, Yy BiANOBigHOCTI i3 BUMOramu NPoOTOKOANY BawWoO(
naboparopii.

Tabnuusa 2: 3cys 3HaueHb (B %) y Tectax ARCHITECT Free T3 (7K63) i ARCHITECT Total T3 (7K64), BUKOHaHUX Ha
aHanizaTopi ARCHITECT i1000SR y npucyTHocTi Ha 6opTty Tecty ARCHITECT TSH (7K62).

MpoAaykT Karano)xHuit Homep Yacrota BUHUKHEHHA 3cys, wo
cnocrepiraerbca (%)
ARCHITECT Free T3 7K63-27 0,98% -39%
ARCHITECT Total T3 7K64-27 1,88% -21%
ARCHITECT Free T3 7K63-25/20 0,07% -17%
ARCHITECT Total T3 7K64-25/20 0,13% -23%

h .

SOUPETIRATY S
Evrenrop
C.0. Cneyopryy

FA120CT2018A_Letter A Crp.3u33







s Abbott Ireland Diagnostics Division DIATHOCTUNHUIA
Lisnamuck, Longford naro3ain
Co. Longford, Ireland
BunpasneHHs iHpopmauii
LWOAO NPOAYKTY

Abbott HeraitHo — 1,0 HeraMHOro BUKOHAHHA

Aara 12 wosTHA 2018 p.
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* NpumiTka: fleski NPOAYKTH AOCTYMHI He Y BCIX KpaiHaX . .omm.,
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Onuc

Brniaue Ha
nauieHTiB

HeobxigHi ail

KoHTaKTHa
inpopmauin

[laHunit INCT MicTUTb HoBY iHdopmaLito no Tectam ARCHITECT Free T3 i ARCHITECT Total T3, a
TaKoX nepenik Ai, Aki HeobxiaHO BUKOHATK Bawii nabopatopii.

AKwWwo Ha 6opTy aHanizaTopa i2000/i2000SR 3HaxoauTbea Tect ARCHITECT 25-OH Vitamin D
(LN5P02), 3HaueHHs, OTpUMaHi Npu focnigkeHHi 3paskis B Tectax ARCHITECT Free T3 uu
ARCHITECT Total T3, MoXyTb 6yT XMEHO 3aHWKEHI BHACNIAOK NePeHOCY peareHTis.
NopaaTtkosy indopmauiio Aus. y Joaatky 1.

KopiHHa npuuMHa HeBiANOBIAHOCTI, WO BUMABAEHA, Ha A3HNI MOMEHT 3'ACOBYETbLCA. [0
pe3ynbTaTax po3caigyBaHHsa 6yayTb NpuitHATI HeobxiaHi koperytoyi 3axoau. Mpo NPUAHATI
3axoau Bam byae cnoBileHo A0AaTKOBO. PeKOMEHA0BaHI TMMYACOBI 3aXOAM MO YCYHEHHIO
HacniAKiB HesignosiaHocTi avs. B . "HeobxigHi Aii" AaHHOro iHdopmauiiiHoro ucTa.

AKWo Ha BopTy aHanizaTtopa 3HaxoanTbea TecT ARCHITECT 25-OH Vitamin D, 3HadeHHs,
OTpuMaHi Npu gocaigkeHHi 3paskis y Tectax ARCHITECT Free T3 un ARCHITECT Total T3,
MOXyTb 6yTH xMbHO 3aHukeHi. loaaTtkosy indopmauio aus. y loaatky 1.

(1|06 YHUKHYTH BKA3aHOTO BULIE BNAWBY, AOTPUMYATECH HACTYMHUX pekomeHgauin:
fAlkwo... Togai...
y BaLLOMY PO3NOPASIKEHHI € BukoHyiTe Tect ARCHITECT Free T3 / ARCHITECT Total

uie oauMH avanisatop T3 i Tect ARCHITECT 25-OH Vitamin D Ha pi3Hunx
aHanisaTopax

Y BaWOMy PO3NOPAAKEHHI MNepea pocnigeHHAMm 3paskis y tectax ARCHITECT Free

HEeMaE LWe 04HOoro T3 un ARCHITECT Total T3 na ananisaTopi i2000/i2000SR

aHanisaTtopa* BUKOHYMTE npoueaypy wogeHHoro TO 6041 (aue.

KepisHuuTBO 3 eKkcnayaTauii aHanizaTopa)

* 11|06 MiHIMi3yBaTU MOXNWBMW BNAMB Ha poboui npouecu nabopatopii, pekoMeHA0BaHO
JOCNiAXyBaTH BCi HeobxigHi 3pa3ku y TecTax Free T3/Total T3 oapasy nicna BUKOHAHHA
8Ka3aHoi npoueaypu TO.

0 YBaMHO BUBYITb AaHUI UCT Pa30OM 3 MEAUYHUM AUPEKTOPOM YU KePIBHUKOM
nabopatopii Ta OUiHITL HEOBXiAHICTb Nepernaay pesynbraTis nauueHTiB, AKi 6ynu
OTPUMaHIi paHile, y BiaNOBIAHOCTI 3 BUMOramu NPoToKoNy sawoi naboparopii.

o fIKWO BM HaNpaBNANM HaBeAEHI BULLLE NPOAYKTH B iHLL naboparopii, cnosicTiTh ix npo
BUMNPaBAEHHA iHPOPMALLii N0 NPOAYKTY Ta HagaiTe Konilo 4aHoro nucta "BunpasieHHs
iHpopMmauii no npoaykTy".

o 3anosHiTb i Bignpaste Gopmy BigNOBIAI KOPUCTYBAYa.

o0 36epexiTb KOMilo A3HOTO IMCTa y NPOTOKONAX BaLWO( naboparopii.

Mu NPUHOCHMO WMpi BUBaYeHHA 3a 3aBAaHi Bawii nabopatopii He3py4HOCTI. AKWO Y Bac
ab0 y BawWwMx NapTHepiB, Wo HaAATh MEANYHI NOCNYIN, € NUTAHHA WOA0 AaHoi iHpopmauii,
3BepHITbCA y CAyKBy cepBicHOT NiATPUMKM 3a TenepoHom +38044 459-75-10, +38044 490 20
35 (+7-800-333-99-89 -y P®).

CnoBicTUTH NPO NOB’A3aHI 3 BUKOPUCTAHHAM BKa3aHOTO NPOAYKTY Heba)kaHi peakuii uun
HeBiANOBIAHOCTI U040 AKOCTI B paMKax nporpamu peeapa}},i}ﬂ@'ﬁdmmx asuu, MedWatch
MOXXHa Ha CaWTi nporpamu (httP:/ www.fda.g v/Mede{éh/i’eport‘.ht'for);; \O 3/1EKTPOHHIN
nowTi (http://ww\}c}.‘? é,égé\/s&ﬁe" {cnnwetfor .htm)g,?‘ﬁyﬁene¢ony (1B 32-1088) un no
daxcy (1-800-FL{OEIB) O P 5 b
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dogatok 1

YacroTa HeBiAnoBiAHOCTI, WO ONMcaHa, BU3HAYAETLCA NOPAAKOM NiNeTyBaHHA, AKUWA 331a€TLCA NAAHYBaNbHUKOM
aHanisatopa, TOMy He BCi pe3yabTaTi A0CAIAXKEHHA 3pa3KiB NaUieHTIB UM KOHTpoOAiB y TecTax Free T3 i Total T3
6yAyTb 3aHMKeHi. MpuitMaloumn A0 yBaru cknag NpoAyKTy | XapakTepucTukK aHanisatopa ARCHITECT i2000/i2000SR,
Tect ARCHITECT 25-OH Vitamin D (5P02) € eaAnHKUM TECTOM, AKUWA 34aTHUIA NPUBECTU A0 OTPUMAHHSA 3aHUMKEHUX
3HaueHb y Tectax ARCHITECT Free T3 i ARCHITECT Total T3.

B xo/,i BHYTpilWHix AoCNifKeHb Byna CTBOpPeHa CUTyauisn, AKa MOXe NpUBOAMTU 0 HaBeAeHOT B3aEmogii, ob
OLiHWTK 3CYB 3HaueHb (8 %), LLO OTPUMYIOTLCR NPU AOCAIAMKEHRI Y TecTi Free T3 3pas3kis 3 KoHUeHTpauiamm 3,1 nr/mn
umn 4,8 nmonb/n, i Npu gocnigkexHi y Tecti Total T3 3paskis i3 KoHUeHTpaLiaMmn 0,86 Hr/mn umn 1,32 HMonb/n. OKpim
UbOro ouiHeHO BipPOFiAHICTL HaBeAeHOT B3auMoAii waaxom aHanusy 4,05 x 106,q0cni,qmenb y Tectax Free T3 i Total
T3, BUKOHAHUX Y NOCTMapPKETUHIOBUX YMOBaX. BiporigHicTb 3cyBy 3HaueHsb y Bawi nabopatopii moxeT Bigpi3sHATUCD

BiO HaBeeHUX AaHUX.

YBaXHO BUBYITL Lie NUCT pa3oMm i3 MeAUYHUM AUPEKTOPOM YK KepiBHUKOM nabopaTopii Ta ouiHiTE HeobxigHiCTb
nepernaay pesynbraTie NalieHTis, AKi 6ynn oTpuMaHi paHile, y BiANOBIAHOCTI i3 BUMOraMu NPOTOKO/Y BaLWOi

nabopartopii.

Tabnwnysa 2: 3cys 3HaveHsb (B %) B Tectax ARCHITECT Free T3 (7K63) i ARCHITECT Total T3 (7K64), BuKOHaHuMX Ha
aHaniszaTopi ARCHITECT i2000SR y npucyTtHocTti Ha 6opTy Tecty ARCHITECT 25-OH Vitamin D (5P02).

MNpoAay«xr KatanoHuii Homep Yacrora BUHUKHEHHA 3cys, wo
cnocrepiraetben (%)
ARCHITECT Free T3 7K63-27/32/37 0,44% -26%
ARCHITECT Total T3 7K64-27/32/37 0,41% -22%
ARCHITECT Free T3 7K63-20/25/30/35 0,27% -14%
ARCHITECT Total T3 7K64-20/25/30/35 0,17% -18%
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Abbott Ireland Diagnostics Division. v 352 43 3331000
Lisnamuck 4 353 43 3331001

Longford.

ireland SLIGO CHAMBER OF COMMERCE (INC)
C TIF/:fD%OR ECT IN ALl GOOD FAITH
vek(/_,\ JQ ﬁﬁ) 5)4?/6 Authorised Official
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Power of Attorney

We. the undersigned. Abbott Ireland Diagnosties Division. Lisnamuck. Longford.
County Longford, Ireland (hereinafter referred to as the Manufacturer) authorize Limited
liability company "BIOMEDINVEST". a lcgal entity registered under the laws of
Ukraine (Certificate of state registration of the legal entity A00 No. 696757, identification
code of the legal entity: 24740569, place of state registration: Solom’ianska District State
Administration in Kviv. date of statc registration: 04.04.1997) and located at 4
Dragomyrova street, office 122 and 125, Kiev. 01103, Ukraine (hereinafier referred to as
the Authorized Representative). to act on the behall of Abbett Ireland Diagnostics
Division as its Authorized Representative in the territory of Ukraine for all necessary tasks
according to legislation of Ukraine in respect of the in vitro diagnostics medical devices
(Technical regulations on In Vitro Diagnostic medical devices approved by Resolution of
the Cabinet of Ministers of Ukraine Ne 754 of 02.10.2013. as well as legislation on
technical regulation and market surveillance) manufactured by the Manufacturer
(hereinafter referred to as Products) at the owned manufacturing facility, and also at the
third partics manufacturing facilities of products with Abbott Ireland Diagnostics
Division being the lepal manufacturer.

For the performance of this function the following tasks are delegated to the Authorized

Representative:

e 1o represent interests of the Manufacturer before the Ministry of Health of Ukraine.

State Administration of Ukraine on Medicinal Products, Notified Bodies and before

all and any other authorities and entities ol any legal form engaged in conformity

assessment procedures and market surveillance of Products:

o conduct the negotiations:

1o receive information on procedures of conformity assessment:

to submit all necessary documents (materials) in own name for conformity

assessment;

e 10 sign the appropriate applications and any other documents related to the
conformily assessment procedures and market surveillance of Products, including
the financial ones;

s {0 use a stamp of Authorized Representative;

e to submit changes and amendments in the documents, provide the explanations and
submit additional documents;
to certify copies of the documents submitted by the Manufacturer;

e 10 form and keep technical documents under the requirements of the Technical
regulations on in vitro diagnostic medical devices (approved by Resolution of the
Cabinet of Ministers of leraix}gz;{;@*’fi‘?F},p‘f\‘B. 10.2013): il

s 1o make payment for the scpv‘iée‘% relatéd (g ‘ccmformity\'c@g@ss'mé‘d‘t proce
and market surveillance of/Praducts: “%{'\"’:»\ N oaRRitt
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¢ 1o receive necessary documentation including but not limited to certificate of
conformity, design-examination certificate, type-¢xamination certificate;

e {0 receive letters. do correspondence:

¢ to translate and to submit to whom it may concern Declaration of Conformity for
Products, which is issued by Manufacturer according to legislation of Ukraine. and
also to add any additional document on the basis of Declaration of Conformity
issued by Manufacturer:

e to perform market surveillance activities including but not limited to act as required
in order to deal with medical devices. cancel inappropriate medical devices, submit
due notices on inappropriate medical devices to the State Department of market
control;

¢ 1o provide any other additional activities in order to fulfil the requirements of local
legislation for Products.

Manufacturer is liable (as well as the Authorized Representative of the Manufacturer in
Ukraine) under the application and the contract of conformity assessment of Products
under the requirements of the Technical regulations on in vitro diagnostic medical devices
{approved by Resolution of the Cabinet of Ministers of Ukraine Ne 754 of 02.10.2013).

This Power of Attorney is valid from 15.04.2016 till 15.04.2021 (unless revoked earlier in

writing).

Yours sincerely

/mjé %MW Az fw@ et

Lourda Fitzpatrick Date
Regulatory Affairs
Abbott Ireland Diagnostics Division, Longford
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[lepexnas 3 artmsceKol MOBH Ha ¥KDAIMCbEY MOBY

Abbott Irelend

Diagnostics Division, Lisnamuck, Longford, Ireland
Ten: +353 43 333100

Darc: +353 43 3331001

Toprosa Manara Cniro
3acsigqeHo
22.06.2016 /Nocagosa ocoba/

[osipeHicry

My, HWKYeninnucani, «AB60TT AlneHn HOiarxocrike fisixH» /Abbott Ireland
Diagnostics Division/, flicHamak, Noxrdopa, Okpyr Jlonrdopa, Ipnanaia JLisnamuck,
Longford, County Longford, Ireland/, (nani - BWpOBHWK) YNOBHOBAXYE ToBapucTBO 3
06MEeXeHOoI BIANOBIAaNLHICTIO «BIOMEIIHBECT», wopuanyHa ocoba, 3apeecTpoBaHa 3a
3akoHoaaBcTBoM Ykpainu (CBiaoutso Npo AepxasHy peectpauiio lopuavuroi ocobu ADO N@
696757, ineHTudiKauiiH1i KOA OpUANYHOT ocobu: 24740569, Micue AepxasHOi peecTpauii:
ConoM'sHCbKa PaitoHHa [epxasHa AaMiHicTpauia y M. KveBi, nata aepxasHoi peecrTpauil:
04.04.1997), anpeca: Byn. Aparomuposa, 4, odic 122, 125, M. Kvis, 01103, YkpaiHa (nani -
YrnoBHoBaxeHWiA MPeacTasHnK), ATy BIA iMeH «A660TT Atneng Riarnocrikc [JiBixH»
/Abbott Ireland Diagnostics Division/ 8 aKOCTi YrosHOBaxeHoro [lpeAcTaBHuKa Ha
Teputopil YKpaiHu 3rigHO 3aKoHOAaBCTBa YKkpainu CTOCOBHO Mepuumux  Bupobis  ans
LIarHOCTUKN in vitro (TexHiuHU pernameHT LWOoAo MeAUHHUX BUPOBIB ANa AiarHoCTUKK in
vitro, 3aTBepaxenui MocraHosoro KabiHety MinicTpis Ykpainu N2 754 sig 02.10.2013, a
TakoX 3MiAHO 3aKOHOAABCTBA YKpaiHM WWOAO TeXHIYHOro PerynioBaHHs Ta PUHKOBOTO
Harnagy), BupobneHux BupobHWKOM (pani - Mpoaykuis) Ha BRacHUX BUPOBHUUMX
AiANPUEMCTBAX, @ TaKOX Ha BUPOBHMYMX NIANPUEMCTBAX TpeTix oci6, npoaykuii «A660TT
Anenn [liarnocrike flisxn>» /Abbott Ireland Diagnostics Division/ ang sxoi ue €
neransHui BUPOGHUK.

[na BUKOHAHHS LbOro, YrioBHOBaXeHWH NpeacTaBRUK Mae Npaso:
- npepcTasnaTv iHTepecn Bupobruka B MiRiCTepCTBI  OXOPOHM 310pOB'R  YKpaiHu,
[epxasHiin cnyx6i YpaiHn 3 nikapCbkux 3acobiB Ta KOHTPOMO 3a HAPKOTUKaMU,
YIOBHOBAXEHWX OpraHax Ta byab-sikux iHWMX yCTaHoBax Ta opraHizauisx ByAb-sKol
hopMW BNAACHOCTI 3 NUTAHL Npoueayp OUiHKK BIANOBIAHOCTI Ta PUHKOBOIO Harnsay
Mpoaykuii;

- BECTH Neperosopu,;

- OTpUMyBaTH iH(OPMALIo WOAO NPOUEAyYp OUiHKM BIANOBIAHOCTI;

- nopasath Oyab-sKi HeobXifHI [OKYMEHTY (maTepianu) BiA BNACHOTO IMeHi LOAD
OUiHKK BIANOBIAHOCTI;

- nignucysaTi HEOBXIAHI 3anBKY Ta iHLL AOKYMEHTH, noB'a3aHi 3 NpoueaypamMy OUiHKN
8iANOBIAHOCTI T8 PUHKOBOrO Harnaay NpoayKuii, 8 TOMY 4uChi PiHAHCOBI ROKYMEHTH,

- KOPWCTYBATUCh NEYaTKOI YNOBHOBAXEHOMO MNpeacTasHUKa;

- BHOCATW 3MiHM Ta AOMOBHEHHS Y AOKYMEHTH, HAAaBaTW NOSCHEHHH Ta NOAaBaT
NOAATKOBI [IOKYMEHTH;

- 3acBinuyBaTy KOMil AOKYMEHTIB, HaAaHWX BupobHUKOM,

- odopmmosatn Ta 30epiratv TexHiuHy AOKYMeHTauilo BIANOBiAHO A0  BUMOr
TexHI4HOrO  PErnamMeHTyIuago MeanqHuX BMpoOGiB ANs  AQiarHocTvkM in  vitro,
3aTeepaxeHoro Mocrakosord KglieTy MiHicTpis Yipainn Ne 754 Big 0X10.2013;

’ y s'a3ant 18 HPol AYSAMA loliHidh sinmNgi
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- HafasaTy 3pa3KkM  OpraHy OuiHKW BIANOBIAHOCTI ANR NposefeHHs HeobxigHux
BUNPOOYBaKrp;

- 3aMOBASTH Ta onnadysaty ennpobysaHHs y TpeTix ocib, oTpumyBaTh Ta 3bepiratu
pezynbTaTtv sunpobysamb;

- oTpuMyBaTHM HeobxigHi OOKyMeWTW, B ToMmy uuchi, ceprtudikar BiANoBIAHOCTI,
cepTudikat BunpobysaHb, cepTndikart nepesipkn Tuny;

- OTPUMYBATW NACTK, BECTU KOPECNOHAEHLLIIO;

- nepeknajaty Ta noaaeaty 3a BuMorolo [exnapauio npo signosiaHicts Mpoaykuii,
BUOAHY BupoOHMKOM BIAMNOBIZHO A0 3aKOHOAABCTBA YKpaiHW, TakKoX BWAABaTH
[ONaTKOBI  [OKYMeHTW Ha OCHOBI [lexknapauil npo  s8ianoBIAHICTL, HapaHo!
BupobHukom,

- 3AiCHIOBATH A1 3 PUHKOBOrC Harnsgy, B TOMy Wuchi QISTW BiANOBIAHO A0 BUMOr
WOAO MeAuuHuX BupobiB, yCyBaTw HesianoBiaAHI meauyHi Bupobu, nojasaTh
sinnoBigHi  NoOBiAOMMNeHHs Wloao MenuuHux  BUpoGIB  HeHanexHol sKocTi A0
OepxasHoro [lenapTaMeHTy 3 pyHKOBOMO Harnsay;

- 3piMcHIOBaTY iHWI AiT ANS BUKOHAHHS BUMOI 38K0HOAABCTBa CToCaBHO Mpoayxuil

BupobHuK Hece BianosiganbHicTb (siK i YnosHosaxenud [peacrasHuk BupobHuka Ha
Ykpaini) BianoBiaHO A0 AOrosopy Npo OuiHKy siarosigHocTi MNpoayxuil Ta suMor TexHiuHoro
pernaMeHTy WoAo MeanuHux BupobiB AN piarHoCTUKM  in vitro,  3aTBepaXeHOoro
MNocraHosoo KabineTy MinicTpis Ykpainm N 754 Bin 02.10.2013.

Us AosipericTs € wnHHOW 3 15.04.2016 no 15.04.2021 (skwo He Byae ckacosaHo paHiw B
nuceMoBin hopmi).

3 nosarow,

[nianuc/

JNloypaa Oitunatpik

PerynatopHi nutanHHa

«Ab660T1T Ainenp Qiarvocrike AQisikn» /Abbott Ireland Diagnostics Division/

Nonrdopa




ANOCTUNb
(Faa3bka KOHBEHLIR BiA 05 KOBTHA 1961 POKY)

1. KpaiHa: Ipnanaia

Llen ogilitHni [OKYMEHT

2. nignvcaxni: Mepi XapTi
3. Ai04HOro B AKOCTI: Toprosa Nanata

4. CKpinAEHWH NevaTKo/WTaMnomM: o

3acsigueHo

5. B M. Ay6niH

6. 29.06.2016

7. KkM: [enapTaMeHT iHO3eMHUX CNpas | TOprisni
8

9

1

NO 4861402016
. Nevartka/wTramn:
0. Nianuc:

MNepexknan UbOro AOKYMEHTa 3 AHFNIACHKOT MOBM Ha  YKPAIHCLKY MOBY
BUKOHaHWI MHOW, nepexnagaven 3apybinow OneHoo OnekcanapiBHOO
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£} Abbott

Declaration of Conformity

NAEKJAPALLS TTPO BLUITOBIAHICTD

Document number
Homep aoRymenry:

DOC-TR63-UKR-v.1

Legal Manufacturer’s Name
Hasna supobunka:

Abbott freland Diagnostics Division

Legal Manufacturer’s Address
Anpeca supolnnka:

Lisnamuck, Longford, Co. Longford, hreland
Ipaanais

List Number & Size Code

Karasoaunii nomep

Device Name
Haisna supody

Classification
Kaacndixauin

7K63-258
TR63-30
7K 63-35

7K63-27
TK63-32
7K63-37

ARCHITECT Free T3 Reagent Kit

Habip pearentis ARCHITECT Free T3 Reagent Kit

7K63-01
TK63-02

ARCHITECT Free T3 Calibrators

Kanigpatopu ARCHITECT Free T3 Calibrators

TK63-10
TK63-12

ARCHITECT Free T3 Controls

Kowrpoai ARCHITECT Free 13 Controls

Not applicable to List
A or List B of Annex
11 to Technical
Regulations on VD
Medical Devices. nat
intended for self-
control, not for
performance
evaluation

He nanexirts 1o
nepeaiky A 1a
nepeniky B Jloaarky
2 g0 Texuiunoro
PErAAMEHTY OO
MeanuHnX 81pobin
A UarHOCTHKH In
Vitro, He s
CHMQKDHT]’)OJHO. HE
SUIH OUEHKN
XAPAKTEPHCTHEK

Authorized Representative in
Ukraine (nnme and address)
Yiosnosarennii
npeacrasrink 8 Yxpah
(uazsa i aapeca):

BIOMEDINVEST, LLC

4, Dragomyrova Str., office 122, 123, Kyiv. 01103, Ukraine

TOB «bIOMEJIHBECT»

syn. Jparosposa 4. odic 122, 1235, v, Knin, 01103, Yepaina
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(-] Abbott

Declaration of Conformity

JAEKJIAPAILS 1TPO BIINTOBIAHICTD

Document number DOC-TRO3-UKR-v | ;
Hosep soxymenty: i
Legal Manufacturer’s Name Abbott Irefand Diagnostics Division |
Hasa supobuna: ) L
Legal Manufacturer’s Address Lisnamuck, Longford, Co. Longford, treland
Aapeca Bupoiiura; Iphansis [
We. the undersigned. hereby declare that the in vitro diagnostic medical devices described above and bearing the [
Ukrainian national marking of conformity, conform with the applicable provision of the Decree of Cabinet of |
Ministers of Ukraine No 754 dated 02.10.2013 on Technical Regulations on In Vitro Diagnostics Medical -

Devices. All supporting documentation is retained and held by the Manufacturer and by the Authorized
Representative in Ukraine. This Declaration is made in accordance with Annex 3 of Technical Regulations on In
Vitro Diagnostic Medical devices approved by Decree of Cabinet of Ministers of Ukraine No754 on 2 October

2013 and 1s issued under the sole responsibility of the Manufacturer.

Mu, age  Hipkue nianmscanies, ACKIApyeMo. 10 BRasasi  Bmile sHpobH a8 jlardoctHky in vitro Ta
NPOMAPKOBAHT  YKPATHCLENM  HAIHOHANBHUM  3HAKOM  BIANOBIAHOCTI, BiANOBIa0TL wimoram  Texuimioro
PEFNIAMENTY 1040 MEAHIHHX sHpoBIB Ans iarnoctHki in vitro, savecpaokesoro [locranosow KaGinery
Minictpin Yrpainun Ne754 gig 02.10.2013. Bei niarsepakyoui AoKyMents 0epiraiotses v sHpoBuuka 1a B
Ynosuopawenoro npedcrapniika 8 Yepaiui. s Jleksapawis cxuanewa y sinnosianocri 3 Jlonarkom 3
Texuivyoro peraaMecHTy HOAe MeAnsHux Bupodis ans JHArHOCTHKM in vitro, sartsepekenoro Tloctanosolo
Kabinery Minicrpis Yepainn Ne754 sin 2 wowrus 2013 1a puiana il snkaioqsy  sUnosizansHicTs

Bupothka.

Signature / Tizue:

|
,/ PR 6[& |
Sp Jipie & ({1/(44 A ;
—
' f
Full Name / Iv"a: Lorraine Whitney at {RRO |

| 4 ophr 1ARROY ¥ |

Senior Manager Regulmo"ﬁw@ﬁ oP
¢.0. anXGBE“b

Position / Iocasa:

2 vy |3

Date of Approval / Jlara sarsepakenns:
F Auth

Place Issued / Micue snaaut: Longford. Ireland / lpaanais

! Ukry
; Yo
| pei
TOoPI
Chpa
HAJlE

g
0¢0Ga

fage 2ot 2




APOSTHLLE
{Convention de La Haye du 3 octobre 1961

1. Country:
PraysPais

IRELAND

‘This poblic document
Lo présent acte pubilic / B prosente dectimento piblice

2, has been signed by

3 E16 signd pay an MeCows
ha side Tirmuds por Alan MeGowan

A, acting i the capacity of

agissant en quotied e Chamber of Commerce
Gitten sctaa en oalidad e

4. beary the seal / stamp of
eat revétn du saeau f timbre sde PR
v euid revestidn det sello 7 timbre de

Cerlified
Aftestd 7 Certiticado

S5.ut 6. the

dien fe fel diu

by

par 7 por Departmeni of Foreign Affairs and Trade
LAF 2

B.No
Rts Dy
bugo el nimero

Y. Seu) ,(;‘f‘,@l“l& 10. Signature:
Scgf =

s Mbg.' ?:‘:\Jum C gj/ ! "

P18 WhY etk 37 the DUl ot
s o [, Rt
e R
B

okt
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.~ | Abbott

Declaration of Conformity
AEKAAPALLS ITPO BIAITOBIAHICTH

Pocument number

- DOC-TKO3-UKR-v.
Howep 1oxymenry: :

Legal Manufacturer's Name
Hazsa supobuura:

- Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Irefand
¢ Ipaannis

Legal Manufacturer’s Address
Agpeea supodunna:

List Number & Size Code
Karaqomunii vomep

Device Name
Hasna supody

Classification
Kancudirauin

TK63-25
Z:gj::’ ARCHITECT Free T3 Reagent Kit
Haoip pearenris ARCHITECT Free T3 Reagent Kit
TR63-27
TK63-32
TK63-37

7K63-01 ARCHITECT Free 13 Calibrators

7K63-02 Kaaioparopu ARCHITECT Free T3 Calibrators

TK063-10 ARCHITECT Free T3 Controls

TK63-12 Konrponi ARCHITECT Free T3 Controls

Not applicable to List |
A or List Bof Annex
1 to Technical
Regulations on VD)
Medical Devices. not .
intended for seli-
control, not for
performance
evaluation

He sanewurs 10
fepeniky A 1
nepesicy B [loaarky
2 o Texuidnoro
peraaMenTy oo
MEAHYHUX BHPOOIB
A8 AIAarHOCTHRN in
Vilro, He 4%
CAMOKOHTPO:10, HE
AR OUIHKH
NAPAKTEPHCTHR

BIOMEDINVEST, LLC

4, Dragomyrova Str, office 122,
TOB «blOMEJIHBECT

BYA. dparosupona 4, oc]m {22

Authorized Representative in
Ukraine (name and address)
Ynosuosaseuni
CnpeteTaBunk 8 Yrpaiui
| (uassa i aapeca):

S. Kyiv, ()! l()? Uk
LPW

2,125, a1, Kuin, ()&mw‘\p?m

aleno 31 LaHO

L.
TOPIOBA NANATA M. CJIARTO (IHK. ) T (fﬂawmz N

CHPABKHICTD JOKYMEHTA 3AC m?wb HA FOPED
HAJEARHHM YHHOM 14E !
; o ym \mf A

arionu 30.03. 201 7p, ¥ HOBHOBARCH uof; CHHA

ocoa

£ ) 0 f\nLYﬂBE\‘b
V.

A TTAJIATA M. CHAHTO (IHK. ) *
HHHA CEPTH®OIKAT PO

Cropuma |12



-+ Abbott

Declaration of Conformity
AEKJAAPALIS PO BUINOBLUIICTH

gnnl.:)ucumcm nuniber DOC-TKO3-URR-v, 1

- Hovep qoryvienry:

o Legal Manufacturer’s Name Abbott freland Diagnostics Diviston
] ~
- Masa pupoGunwa:

¢ Lega! Manulacturer's Address Lisnwmnuck, Longtord. Co. Longlord, Irekand

L Adpeca supobnika: Ipraniais

W the undersigned. hereby declare that the in vitro diagnostic medical devices deseribed above and bearing the
Ukramian national marking ol contormity. conform with the applicable provision of the Decree of Cabinet of
Ministers of Ukraine Ne 754 dated 02102003 on Technical Regulations on In Vitro Diagnostics Medical
Devices. Al supporting documentation is retained and held by the Manufacturer and by the Authorized
Representative in Ukraine. This Declaration is made in accordance with Annex 3 of Technical Regulations on In
Vitro Dragnostic Medical devices approved by Decree of Cabinet of Ministers of Ukraine No754 on 2 October
20103 and is issued under the sole responsibility of the Manulacturer.

Min o missNe HinCanscH, IOKAAPYOMO, 1O BRa3ani  Bawe  mpodly U HArsocTHRE N vitra T
HPOMAPKOBANT  YEPATHCBRUM  HOGHIOHAABINM  THAKOM  BLANORLNOCTL,  8LIBOBL&IOTE  BuMoraM  Texnivnoro
PEEIINCHTY HHOAO SCARMIHN BUpodis juis darvoctukn in vitro, sarsepaxcioro [locranosow KaGinery
Minicrpis Yrpaiine Ne754 siz 02.10.2013. Bei niarsepimytoni 10KyMenTH 30epiraioThes v supobHiKka 1a i
YiosHosekenoro  apeacrasiinka B Yepainh Lls Mexaapadis  examena yosianosizmoeri 3 Jloaarkom 3
TeNHIUNOTO peraasenTy HoA0 MCANUHIN BUpoGiB 18 Hardoc iR in vitro, narsepukenoro Toctaosoio
KaGisery Minictpis ¥ipaiie Ne734 min 2 owows 2013 12 siaaua aia BHKAIONHY  BLATOHURULHTIC T
Bupobiuka,

Signatture 7 lianme: frbanne/
Fult Name 7 v s Lorraine Whitney 7 Hopelin Yitni
Position 7 Hocaaa: Senior Manager Regulatory AfTairs / Crapussii sicuetwep

HOPMATHBHO-NPABOBOTO BigAiny

Date of Approval ¢ Hara sarseposenis: 24 rpasus 2017 poxy
Place Issued ' Micite s Longford, Treland 7 Ipaanais, Jonrdopa

End of document 7 Zakinucnns 1okyMenn

{/vwm@:‘ ) s e ) 3 (‘,7P RT IHATO 4 37 LAH 0
TOPEORA TLAAATA M. CHALTNO 114 CHETNENIT CEPTHOIRAT 11PO HOXOKEHIS
BRPERTOP,

C_0.0npxoBERy Cromese




APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Kpaina: IPAAHAIA
Lel odigiiini goxymenT
Nignucanuil Anaronm Makfosanom
vy AKOCTI NpeAcTaBHKa ToproBoi nanaty
4. MICTWTH NPOCTABAEHY NEYATKY/WTAMO --v-

fligrBepameHo
g [lyGniri 6. 12 yepsun 2017 pory
MiHICTEPCTBOM 38HOPAOHHMK CRPas i TOPrisAi
3a Ng 1359702017
Nevarka/ wramn 10. fliganuc

W N

MinicTepcTso sakopaonrux  /nianuc/
crpas { Yoprigai

Llef anoCtvns NIRTEEpAXYE BUKNOUHO copasxHicTe NignMcy Ta ficsaaTricts ccola. Wo nignucana oditiftnuh
NOKYREHT T8, [|8 UE 3RCTOCOBAKRD. cnpaBxHicTs neuaTku abo wramny Ha odiyirHOMY AORYMERTE

Lo anocTunh HE 3ECEIANYE 3MICT AOKYMEHTA, ANR AKOTO gin Bye oopMneHni. NepesiDaTi BNoCTHAL MOXHE TyT
v authentications

Tevamna,

TOPTORA DATATA M. CAAHIO (1HK ) * 3ACBIAYEH] 11 CEPTHDIRAT PO NNOXOUKEHHA

2 opui LAANOM 37 14RO
JUPERTOP
¢ .0, CnbXoBEUD

eKCT LOrO JOKYMEHTY MNepeKiaeHo 3 AHIJIHCBLKOT MOBU Ha YKPaiHCLKY MOBY
How, nepekiazavem 3axapenko —Mapifiuyk Csrenicio Onexcanapisnorno .

183492




-iB, Yrpaina. Tpuausitoro 4epsHs ABI THCSYI CIMHAAUATOO POKY.

S, Jursuna JL.O.. npusatHuil  notapive  KHIBCBKOro  MICBKOTQ
HOTAPIAILHOTO  OKPYTY, 3dCBUIMYIO  CHPABKHICTL  NIANKCY  HIEPEKaaiada
3axapeHko-Mapiliyyk €BreHii OJieKCaHAPIBHH sKUX 3POOJICHO Y MOTH
npucyriocti. Ocofy mepekiagada  BCTAHOBIEHO, HOCO  AI€3/1aTHICTL  Ta
KBANIDIKAUIIO NEPEBIPEHO.

F A0S

3apeccmposano 6 peccmpi 3a N

Cmniziymo naamu na nigemagicm, 31 3axony Ykpainu «llpo nomapiamy
AR S L ’

5 &® B Bra TRy .

N % R

5

e

S

Hpugamnuit nomapiyc - _

SOCPRTIRATCH STHA Ho
EurERTOP
C.0.CnbxoBEUYL

s s T /







Declaration of Conformity
AEKJIAPALLIA HPO BLINTOBIHICTD

Document number
Hosep aoxymenrty:

DOC-TRK64-UKR-v.]

Legal Manufacturer’'s Name
Haina supodnuwa:

Abbott Iretand Diagnostics Division

Legal Manufacturer's Address
Aapeca supobunra;

Lisnamuck. Longford. Co. Longford, Ireland
Ipaaiais

List Number & Size Code
Karanowanil vosmep

Device Name
Hazna supoby

Classification
Kaacndixanin

7K 64-25
7K 64-30
TK64-33 ARCHITECT Total T3 Reagent Kit
Ha6ip pearciitis ARCHITECT Total T3 Reagent Kit
7K64-27
7K64-32
TK64-37
7K64-01 ARCHITECT Total T3 Calibrators
7K64-02 KaniGparopy ARCHITECT Total T3 Calibrators
ARCHITECT Total T3 Manual Diluent
TK64-50

Posununuk o pyrnoro pozseacnna ARCHITECT

Total T3 Manual Diluemt

Not applicable to List
A or List B of Annex
1 to Technical
Regulations on 1V
Medical Devices. not
intended for self-
control. not for
performance
evaluation

He nanexwurs j1o
nepetiky A 1a
nepeniky B Jloaarky
2 a0 Texuivuoro
peraaMenTy oo
Meansnux BHpodin
AR IArHOCTHEYN in
Vitro, He s
CAMOKOHTPOIO, Hie
ANA OUIHKH
NAPAKTePHCTHE

Authorized Representative in
Ukraine (name and address)
Vnosuonawennii
npexcTasuni B Yrpaiui
(mwazna i anpeca):

BIOMEDINVEST, LILC
4, Dragomyrova Str., office 122, 125,
TOB «BIOMEHINBECT»

ryn. Jparositposa 4. odic 12

Kyiv, 01103, Ukraine

125 M0 Kufe. 01103, Ykpainia

SLIGO CHAMBER OF COM gq@gg PNl

:/”’

o

0BEUbpuge o2




APOSTILLE
(Convention de La Haye do £ octobre 1961)

1. Uountry: ; {RELAND

s s Pais i

Vhis public docoment
{a présent acse public - B prosente documente piblice

2, tay been sigued by
avh g e Alan MeGowan

fri »ido ticimsdo pos

3, scting in the capaciny of

agivsut e g de {hamber of Comerce
wrien au it en cidad e

4. bears the seat / s of
esy sevin di seay 2 nnshre de PRSI
y eandt revestido det selio 7 timbre di

Certified
. Atentd / Cenlivadn
Sout . s 6. thye .
W e Dbl Ve /ol dia 124052017

5

Department of Foreign Affars and Trade

Q983972017

O Tier

[ ERTRN S TH IS I

- 10, Signature:

Sighature: C ﬁé
Fma: u

prosg x
§ 3 YRR Y LOrUion e Bt 5 TG pATOT Wl Kas R e (il
H ;s e Rt e, 0 e et bas Tie Rpastite
1 s »y g;‘ neherk b s s e IRIANGE G 10k Apogsie. ses
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1 0pRT IHARCYN 3TIAKO
RurrHTOP
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] Abbott

Declaration of Conformity
AEKJAPALLIA NPO BUINOBUIHICTE

Document number DOC-7TK64-UKR-v |

Homep aoxymenry:

Legal Manufacturer's Name Abbaott Ireland Diagnostics Division

Hassa supobinuka:

Legal Manufacturer’s Address Lisnamuck, Longford, Co. Longford, Ireland
Ajipeca supolHnKa: | Ipaanais

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and hearing the
Ukrainian national marking of conformity, conform with the applicable provision of the Decree of Cabinet of
Ministers of Ukraine Ne 754 dated 02.10.2013 on Technical Regulations on In Vitro Diagnostics Medical
Devices. All supporting documentation is retained and held by the Manufacturer and by the Authorized
Representative in Ukraine. This Declaration is made in accordance with Annex 3 of Technical Regulations on In
Vitro Diagnostic Medical devices approved by Decree of Cabinet of Ministers of Ukraine No754 on 2 October
2013 and is issued under the sole responsibility of the Manufacturer.

Mi o miskue nianucannes, aeknapyemo, wo mkazami suue sHpobH A0 GATHOCTIKH in viro T
NPOMAPKOBART  YKPATHCLKUM  HALOHANLHUM  3HAKOM  BLANOBIAHOCTL. BIANORLAIOTL BIMOraM Texniunoro
PCIAAMCHTY  LIOAQ MCIAHMHIX BUPOGIB A1 AHArHOCTHK in vitro, 3atsepakenoro [TocTanonoio Kabinery
MinicTpis Ykpainy Ne754 gin 02.10.2013. Bei NIATBEPKYIONT ZOKYMENTH 30epiraoThes Y BHPOGHHKA Ta B

Ynosrosakenoro npejcrasuuka B Yepaini. s Jexnapanis cknagena v sianosizmocri 3 Jlosarkom 3
Texuivnoro pernamenty w020 MeAHUHHX BHPOGIR IS AlarHocThKi in vitro, sarsepaxenoro [locranosoo
KaGivery Minicrpis Vepainn Ne754 six 2 womtus 2013 va suaana nin BHKTIOMHY  RNOBIAQAGHICTD

Bupobunka.

/ {

Signature / Mianuc: A2 Co s e,
N

Full Name / Ins: Lorraine Whitney
Pasition / [ocaga: Senior Manager Regulatory Affairs
. N ; 7 3 “?,
Date of Approval / Jlara sareepaxkenns: LY ety ¢
Place Issued / Micue suaaui: Longford, Ireland / Ipaanais

End of document / 3axinueuns nokymenty

;!;w;',v ERTOP &Q
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| Abbott

Declaration of Conformity

AEKJAPALLSE TTPO BLANOBIAHICTD

Document number
Hoxep aoxysenry:

¢ DOC-TRO4-UKR-v |

Legal Manufacturer’s Name
Hasna supobunka:

Abbott lrefand Diagnostics Division

Legal Manufacturer’s Address

Aapeca pupoldnuka:

Lisnamuck, Longtord, Co. Longford, lreland
Ipsanits

List Number & Size Code

Device Name Classification
Karaaonusii nosep Hasisa supoby Kascutirauin

7K64-25
7K 64-30
TK64-35 ARCHITECT Total T3 Reagent Kit
Hadip pearenris ARCHITECT Total T3 Reagent Kit
7K64-27
TK64-32
TK64-37
7K64-01 ARCHITECT Total 13 Calibrators
7K64-02 KaaiGparopu ARCHITECT Total T3 Calibrators
ARCHITECT Total T3 Manual Dituent
TK64-50

Total T3

Posunanng aas pyauoro posseienns ARCHITECT
Manual Diluent

Not applicable to List
Aor List B of Annex
1 to Technical
Regulations on IVD
Medical Devices, not
intended for self-
control, not for
performance
evaluation

Me Hanesknth 10
nepeaiky A 1a
nepesiky B Josarky
2 1o Texuiinoro
PRLAAMEHTY 1010
MEAMMHUX BHPODiB
A5 ArHOCTHR Y 10
vitro, He s

CAMOKOHTPOK), HE

A8 OLLEHKH
XQPAKTEPHCTHK

Authorized Representative in

Ukraine (name and address)

Ynosuosamenuii
HpeACTaBHUK B YKRpaiui

(na3ma i aapeca):

BIOMEDINVEST, LLC
4. Dragomyrova Str., office 122,

25 Kyiv, 01103, Ukraine

BVIL ;lpalounpm‘x 4 on 122,125, m. Kurig, 01103, Yrpaina

TOPIOBA HAJIATA M. CTAHTO Sﬁ.ﬂ\)

o
CHPABKHICTD JJIOKYMEHTA s,‘yc BUIYEN, wwow B4 uulgpﬁﬂi”v ?/U

HAJEAKHHIM YAHOM

mia}

o f,‘,{,‘f' C.

\;;\%i)

O IHK ) *
[HE Illllﬁ( i-{ /{GQII\”H npo

0 Q“hy\“aihb Cropiwa £ 30
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- Abbott
* L4
Declaration of Conformity
AERJAPALISI TTPO BUINOBLIHICTT
}‘lmcumeui nunther DOC-7K04-UKR-v. |
I Howiep aoryseny:
5 Legal Manufacturer's Name Abbott Ireland Diagnostics Division
- Hassa sapotiiwa:
Legal Manufacturer's Address Lisnamuck, Longlord. Co. Longford. Ireland
_Aapeca supobiura: { iprangs

We. the undersigned. hereby declare that the in vitro diagnostic medical devices described above and bearing the
Ukrainian national marking of conformity. conform with the applicable provision of the Decree of Cabinel of
Ministers of Ukraine Ne 754 dated 02.10.2013 on Technical Regulations on In Vito Diagnostics Medical
Devices. All supporting documentation is retained and held by the Manufacturer and by the Authorized
Representative in Ukraine. This Declaration is made in accordance with Annex 3 of Technical Regulations on In
Vitro Diagnostic Medical devices approved by Decree of Cabinet of Ministers of Ukraine o754 on 2 October
2015 and is issued under the sole responsibility of the Manufacturer,

Mu, o mokue DIANNCAZNCH,  ACKAAPYEMO, WO BKA3AHD BHILC BUPOBH ANS AAFHOCTHKN i1 vilro 1a
HPONIIPROBAHT  VKPATHCLKIM  HALGOHANLHUAM  3HAKOM  BIANOBILANOCT, BIANOBIANMOTH BUMOraM Texiiunoro
PELIAMCITY IOAO MEAHYIIX BUPODIB 18 AiarHocTHkn in vitro, satsepamenoro [1ocTanosoo Kabinery
Minicrpis Yepaiin Ne754 sia 02.10.2013. Bei niarsepkyviov AvkysmeHTy 30epiraloTecs v BupoGinka Ta B
Yoomonmkenoro npeactasiuka 8 Yxpaini, Ls Jekaapauis cknaiena v sianosizsocti 3 Jlosatkon 3
TeNHIMHUID PersamMenTy 1OAO MEAHUBIN BHPOGIB A8 HarHocTHRIL In Vilro. sareepakenoro Hocranonowo
Kadinery Minictpin Yipatun Ne754 mia 2 wowrus 2013 va swgana nia BHKIOMHY  8LAROBIAQALNICTE
Bupobnxa.

Signature / THanue: e/
Full Name 7 Ia' s Larraine Whitney 7 Hopeitn Virui
Position / Hocana: Senior Manager Regulatory Aftairs / Crapumit meneaep

HOPMATHRHO-NPABOBOTO Biaainy

- ol TS e R ar - o P aig
Date of Approval / Jlara sarsepawenns: 24 tpasig 2017 poky 3 GRuTLHD noy 30 | AEY
: , : BPERTQP

Place Issued 7 Micne siaui: Longford, Ireland / lp;langﬁﬁ?ﬁum‘( WPA

C.0.0npXeBELD

End of document / 3akinuenns aokysenty

Hevanua:

Cropiowu 2



{Convention de 1.a Haye du 5 octobre 1961)

1. Kpaiwa: IPAAHAIA
Liett odiuitinnir porymenr
Nignucanni Ananom MaxloBaHom
y RKOCTI npencrasHuia Toprogol nanarti

MICTHTL NPOCTABACHY NEUATKY/WTAMN -~

Nigrseppxeno

5. 8 Aybnini 6. 12 yepeua 2017 poxy
7. MIHICTEPCTBOM JBKOPAOHHMX CNpas | Toprisni

8. 3a Ne 08583972017

8. Mevarxa/ wramn 10. Nigouc

MiHICTepCTBO 338KOPROHHIX /nianue/
cnpas i Toprisai

Lief anoCTunb NATRENAKYE BRKNONKRO CAPABXNHICTS NIAMMCY T8 AIEIABTHICTL 0cobit, WO nignucana odiyinkma

ACKYMEHT Ta, fie L& 3aCTOCOBaH0, CAPaBKHICTD neuaTtki abo wramny Ha ohiLiRHOMY QOKYMEHTI.
Lie# anocTune He 3acBiguye 3MICT [OKYMEHTA, ANR sKoro 8iH Bys ohopmnenwui. Nepesiputi anocTune MORHa TyT

www authentications

Jlevamwa:

183483

TOPFOBA JTTAAATA M CHALNO (1HK ) * 3ACBIAYENIT CEPTHOIKAT 11PO TOXO/DKEHHS

e P ., B - . [z bYs . W
I'eKeT NBOTO HOKYMEHTY NEPeKafeHo 3 ANTJIHCbKOT MOBH Ha YKPaiHCBKY MOBY /’f
MHOI0, nepekianadem 3axapenko ~Mapiituyk €sreniero Onekcanapisuoio_.
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-iB, Ykpaina. Tpuausitoro uepsusi ABi THESIYI CIMHAZUSTOTO POKY.

Ao Jlareuna JLO.,  npupatenit  norapive  KHIBCBKOrO  MICLKOTO
HOTAPIAIBHOIO  OKPYTY, 3acBiIuYI0  CHPABKHICTH MLUTMCY  Nepekiajada
3axapenko-Mapiituyk €Brenii OsieKcaHAPIBHM skux 3pobieHo v MOiH
npucytnocti.  Ocody nepeknanaua  BCTAHOBAEHO, HOTro  ie3jaTHicTh  Ta
KBaJIDIKALIIO 1EpeBIpeHo.
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