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doTorpadmyeckme n3obpakeHNs MeANLMHCKOIO U3aenns 41 UarHoCTUKK in vitro

Habop peareHToB A/ onpeAenieHns KpeaTMHMHA Ha aHanulaTopax 6uoxnmmuyecknx cepun Atellica (Atellica CH
Creatinine_2 (Atellica CH Crea_2))
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October 3, 2019

To Whom it May Concern:

This is to certify that the attached document is the labels of the medical device:

Atellica CH Creatinine_2 (Atellica CH Crea_2)

For and on behalf of
Siemens Healthcare Diagnostics Inc.

Toshaben Dave
Regulatory Affairs Specialist Ill, LD
Siemens Healthcare Diagnostics Inc.

81uwm lltrthenra Dtognosto Ina
ffll BeneddAvenu*
Twrytown, NY 10681 USA

JANICE E HENRY
MOTAHYPUBUQ STATEOF NEWYORK
Registration N a 01HE622S0S0
Qualified in Westchester County
Commission Expires July 19,2022

Siemens Healthcare Diagnostics Inc. 511 Benedict Avenue 914 631-8000
Tarrytown, NY, 10591, USA www.siemens.com/diagnostics
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The labels of the medical device:
Atellica CH Creatinine_2 (Atellica CH Crea_2),

Siemens Healthcare Diagnostics Inc.
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The example of the labeling of secondary package - Variant 1

“A

3" B0JO
H3 .D” niaiv
g NiDeH
N3Ngi

Crea 2 heamne o

Atellica® CH

Crea 2

J5
B¢

SIEVENS

Healthineers «*

AtelLica®CH

Crea 2

m2b

(0,0) 03’

For USA RXO niy
pDlin fin* Iwarusi:. Jbc 1 H-fcfjeribain oeei iiitidX'iotjtdUr-ieii'r.i i
seoip- pidaiisiziltin bey i jrt/jniie jsiry tfe Aetko HAQ4i,‘ei

Coolaini: P* i9'd* rya axce b T 1if P/ jPiti~j -0 nnui-il n

Ci
ER3- 1K>:



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



The additional label for Russia which is pasted on the secondary

11097596

WHdopmalms o nponssoguTene u cTpaHe NpoMsBOACTBa;

CM.Ha ynakoBke

package

Ha6op peareHToB ans onpepeneHns KpeaTUHUHa

aHanusaTtopax 6Guoxumumuyeckux cepun Atellica (Atellica

Creatinine_2 (Atellica CH Crea_2))

PerucTpaynoHHoe yj0CTOBEpPEHNE:

wo oT

TOJIbKO ana ANArHOCTUKU IN VITRO

Kog mapTuu, cpok roffJHOCTH, yCNOBUSA XPAHEHNS M Ap. CUMBObI yKa3aHbl Ha

OprMHaI'IbHOI‘;I ynakoBKe

VIHCTPYKUMSA NO NPUMEHEHNI0 Ha PYCCKOM fAi3blke Rev. 04

CocTaB; yka3zaH Ha OpUTUHANIbHOW ynakoBKe W B UHCTPYKLMN MO NPUMEHEHUIO

Ha

CH

ABTOpPU30BaHHbI NpeAcTaBUTENlb NPOU3BOAMTENSA HA TeppuTopumn Poccuiickoit ®epepaynn:

OO0 «CumeHc 3apaBooxpaHeHune», 115093, Mocksa, yn. ly6uHuHckas, 96
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The example of the labeling of primary package

Atellica® CH
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DANGER

Siemens HeallhGare Diagnostics Inc
Tsfrylown, NY 1Q691 USA

11111408 Rev. 03
XXXX XXXX XXXX XXXX XXXX XXX
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Siemens Heenficare Diagnostics Inc
Taffyiown. NY 10691 USA

11111409 Rev 03
XXXX XXXX XXXX XXXX XXXX XXX



