PEJEPANIBHASA CNYXXBA MO HAA3OPY B CPEPE 3[IPABOOXPAHEHWSA
(POC3JPABHA/I30P)

PEMCTPAUVMOHHOE YAOCTOBEPEHWE

HA MEAVLUVHCKOEW3AENNE
oT 19 ceHTAGPA 2022 rogaNe dC3 2010/06583

Ha meguunHcKoe nsgenve
PeareHTbl, KOHTPO/IbHble MaTepuasnbl, KanmbpaTopbl U NMPUHALIEXHOCTU K
peareHTam Ans OLEHKN FOPMOHA/IbHOIO CTaTyca Ha UMMYHOXUMUYECKOM

aHanusatope ARCHITECT i

HacTosliee permctpayoHHOe y40CTOBEPEHME BblAaHO
O6wWecTBO C OrpaHMYEHHO OTBETCTBEHHOCTbLIO 2660TT J1abopaTopuns”

(OO0 "3660TT JI1abopaTopus™), Poccus,
125171, MockBa, JleHuUHrpagckoe w., a. 16A, cTp. 1

[MpounsBoguTenb
"2660TT J1abopaTopus, narHoctnuyeckoe nogpasgeneHue’, CLUA,
Abbott Laboratories Diagnostics Division, 100 Abbott Park Road, Abbott Park,

IUinois 60064, USA

MecTo Npon3BoACcTBa MEAULMHCKOIO N3aenus ;!
CM.MPUIOXKEHNE

Howmep peructpaynoHHoro gocbe Noe PA1-51862/69714 ot 06.09.2022
Knacc noTeHUNanbHOro pucka npMMeHeHUsa MegULMHCKOro usgenus 2a

Kog Obuiepoccniickoro knaccugukaropa npoayKLuuy no Buaam 3KOHOMUYECKO
fearenbHoctn 21.20.23.110

HacTosllee perncTpaLnoHHoe yA0CTOBEPEHNE UMEET MpunoXxe” e Ha 1

npukasom Poc3gpaBHaasopa o1 19 ceHTA6psa 2022 roga Ne
[ONYLLEHO K 06pallLeHnto Ha TeppuTopun Poccuidickoin depepr

3aMecTUTeNb pyKoBoauTens ®egepanbHol CNyXobl
no Haa3opy B Chepe 3ApaBOOXPaAHEHUS / 0-HO. MaBnoKoB

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



PEJEPAIBHAA CNYXXBA MO HAL30OPY B COEPE 3[PABOOXPAHEHWSA
(POC3APABHAZ3OP)

MPUNOXEHUE

KPEIT'MCTPAUVMOHHOMY YAOCTOBEPEHUIO
HA MEQVLIMHCKOE N3AENVE
oT 19 ceHTA6pAa 2022 roga  Ne PC3 2010/06583

Nnet 1
Ha meanumnHckoe nsgenune
Y PeareHTbl, KOHTPO/IbHbIE MaTepuasbl, KannbpaTopbl U NPUHAAIEXHOCTU K peareHTam
0N OUEHKW TOPMOHAa/bHOro cTatyca Ha UMMYHOXMMMWYECKOM aHanu3aTope
ARCHITECT i:

1. ARCHITECT AHTU-Tr peareHT (ARCHITECT Anti-Tg reagent).

ARCHITECT AHTK-TT Kanubpatopsl (ARCHITECT Anti-Tg calibrators).

. ARCHITECT AHTKU-Tr kKoHTponu (ARCHITECT Anti-Tg controls).

. ARCHITECT AHTK-TIMO peareHT (ARCHITECT Anti-TPO reagent).

ARCHITECT AHTU-TIMNO kanubpatopbl (ARCHITECT Anti-TPO calibrators).

. ARCHITECT AHTU-TIMO koHTponnm (ARCHITECT Anti-TPO controls).

. ARCHITECT T-3axsar peareHT (ARCHITECT T-Uptake reagent).

. ARCHITECT T-3axBatT kanuépatopbl (ARCHITECT T-Uptake calibrators).

. ARCHITECT T-3axBat koHTponn (ARCHITECT T-Uptake controls).

10. ARCHITECT wnHcynuH peareHT (ARCHITECT Insulin Reagent).

11. ARCHITECT uHcynuH kanubpatopbl (ARCHITECT Insulin Calibrators).

12. ARCHITECT wnHcynuH kKoHTponu (ARCHITECT Insulin Controls).
MpuHaAnexHocTu;

1. ARCHITECT i nporpammHoe obecnedveHune gononHeHme C (ARCHITECT i System Assay
CD-ROM Addition C).

MecTo npon3BoACTBa:

1. Denka Co., Ltd., Kagamida Factory, 1359-1, Kagamida, Kigoshi, Gosen-shi, Niigata,
959-1695,Japan.

2. Abbott GmbH, Max-Plemck-Ring 2, 65205 Wiesbaden, Germany.

3. Fisher Diagnostics, A division of Fisher Scientific Company, LLC, A part of Thermo
Fisher Scientific, Inc., 8365 Valley Pike, Middletown, Virginia, 22645, USA.

4. Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.
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