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Dade Beiering Inc. 510(k) Prenaiaket Not ificat ion
Straits W CS JIhiCG 'I c.Ahlk, Stratus®,w CS ~h( G ( ali'ak, Strawus. CS [fii( G IDilJak and
Stratus.SI CS Acute Cau~Ic'' NT-pi oI3NI' (pl3.NJ') 'Iclesiak, Stratus ( S Acute C(u'ar' NT-proBlNP (pi3NP1)
Cal1~ak, StlauIS~ R'CS Acutie Caicil NlI-p~oBNi3 (p-BNP) IDilak

51 0(k) SummnaryN

i'his: summ111ary of 5 10(k) safety and effectiveness information is submitted in accordance with the
requcicremets of SMDA 1990 and 21 ('R §807.92.

The assigned 5 10(k) number is: M (Zoos y

I . Manufacturer's Name. Address, Telephonec anid (Contact Person, IDate of
Preparation

Manufacturer: Dade l3ehri 'w Inc.

P.O. Box 6101
Newark. T)E 19714

Contact Inforniation: Dade Meiring Inc.
P.O. Box 6101
Newark, DL1- 9714
Attn: Pamela A. Jurga
Tel: 302-63 1-8891

Date of Preparation: February 28. 2006

2. Device Name / Classification

*Stratus® CS Acute CareTM fIihCG TestPak / Class II
* Stratus®& CS Acute CarOM" fihCG Call'ak (the assay calibrator)/ Class 11
*Stratus®R CS Acute CarOCM IleCG DilPak (the assay dill.1nt) / Class II
*Stratus® CS Acute CareOM NT-p-oI3NP (pBNP) TestPak / Class 11
*Stratust ('S Acute CarOMI NT-proBNP (pU1N!') Ca~llak (the assay calibrator)/

Class U1
*Strat[us® CS Acute CarOM" NT-prl3Ni' (pBlNP) DilPak (the assay di]luent)/

Class 11

3. Jolentification of the Predicate Device

* Dade Beh rim St ratus®'C'S 131hCG 'I estl~ak, Call~ak andle DilPak
K003 696

* Dade lBehring Stratus®1" ('S pI3NI Acute CarOCM 'TCStPak, Callalk and Dil~ak
1K043476
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Dade Bchring Inc. 510(k) Prnmarket Notification

Stratus(® CS [ihCG Tcstl'ak. Stnrtusii CS jtlh(i Cu! Puk. StratLus0 CS friOCG I DilPak and
Straltus R CS Acute CareT " NT-prlBNI' {pI3NP)TI lstl'ak. Stralus R CS Aculc CareT M NT-proI3N}I (pBNP)
Call'ak. Stratus(R CS Acute Care T" N'l-prollNP (pBNPI I)ilPak

FDA Guidance Document(s):
* "Bundling Multiple Devices or Multiple Indications in a Single

Submission" - 11/26/2003

* "'Class 11 Special Control Guidance Document lotr B-Type Natriurctic
Peptiide Prcmarkel Notifications: Final Guidance for Industry and FDA
Reviewers" - 11/30/2000

4. Device Description(s):

[IC(;
Method
The Stratus® CS Acute CareiM 1l[1CG method is a solid phase, two-site sandwich filuorometric

immunoassay based upon Radial Partition hImiunoassay (RP'IA) technology. In this procedure,

dendrimer linked monoclonal Iih(C'G antibody is added to the center portion of a square piece Of glass

fiber paper in the I5hCG TestPak. The dendrimner binds electrostatically to the glass fibers and

immobilizes the capture antibody to the paper. Sample is then added, whereupon PhCG reacts with

the immobilized antibody. After a short incubation, a conjugate, consisting of enzyme-labeled

(alkaline phosphatase) monoclonal antibody directed against a distinct antigenic site on the [tICG

molecule, is pipetted onto the reaction zone of the paper. During this second incubation period, the

unbound, labeled antibody is radially eluted with a wash solution. By including substrate (4-

methylumbeliferyl phosphate) for the enzyme within the wash solution, initiation of enzyme activity

occurs simultaneously with the wash. The enzymatic rate of the bound fraction increases directly with

thie concentration of [ihCG in the sample.

Utilization of two monoclonal antibodies which are specific for distinct antigenic sites on the [3

subunit of hCG allows the assay to measure the total [iliCG in the sample, vis, both the intact hCG

dircer and the free 1 subunit. Concentration is measured by an optical system that monitors the

reaction rate via front surface fluorescence. All data analysis fbnctions are performaed by the

microprocessor within the analyzer.

Calibrator
The Stratus® CS Acute Care f5hlCG calibrator (fi{iCG CalPak) contains human hCG in a bovine serum

matrix with preservatives. The JIhCG CalPak is a single-use liquid product which contains one

calibrator level at an approximate concentration of 950 mrltU/mL* [IU/L] in each of three wells. The

kit consists of five CalPaks at a single calibrator level.

Diluent
The Stratus® CS Acute Care f1hCG Dilucnt (fthCG DilPak) contains a liquid buffered bovine protein

protein matrix with stabilizers and 0.09% sodium azide. The kit consists of 5 DilPaks with diluCnt in

one well.

NT-proBNP
Method
The Stratus® CS Acute CareT M tlNT-proBNP method is a two-site sandwich assay based upon

solid phase Radial Partition limmunoassay (RPIA) technology. In this procedure, dcndrimcr
linked polyclonal antibody is added to the center portion of a square piece of glass fiber paper in

the pBNP TestPak. This antibody recognizes a distinct antigenic site on the NT-proBNP

molecule. Sample is then added onto the paper where it reacts with the immobilized antibody.

After a short incubation, a conjugate consisting of cnzyme-labclcd polyclonal antibody directed
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Dade Behring Inc. 510(k) Premarkel Notification
Stratus® CS jIh('( Testiak. StrutatsL CS [3h('( ('al Pak. Slratulsik CS [JI[CG I)i Pak and
StratusK CS Acute CareT MI NTi-proBNP (pBNP) ' cstPak, Status, ('S Acute CarTM NT-proB?\l' (pBNP)
('al'ak, Stralus'R CS Acute Caic T " Nl-pioBNP (pl3NlP) l)ilPak

against a second distinct antigcnic site on the NT-proBNP molecule is pipetted onto the reaction
zone of the paper. During this second incubation period, enzyme-labeled antibody reacts with the
bound NT-proBNP, forming an antibody-antigcn-labcled antibody sandwich, The unbound
labeled antibody is later clutcd from the field of view of the Stratus® CS analyzer by applying a
substrate wash solution to the center of the reaction zone. By including substrate for the enzyme
within the wash solution, initiation of enzyme activity occurs simultaneously with the wash. The
enzymatic rate of the bound fraction increases directly with the concentration of NT-proBNP in
the sample. The reaction rate can then be measured by an optical system that monitors the
reaction rate via fi-oni surface fluorescence. All data analysis functions are performed by the
microprocessor within the analyzer.

Calibrator
The Stratus® CS Acute Care pBINP Calibrator is a frozen liquid product containing synthetic human
NT -proBNP in a bovine albumin matrix with stabilizers and preservative. The kit consists of five
CalPaks at a single calibrator lcvcl. Each CalPak contains calibrator reagent in three wells.

Dilucnt
The Stratus®k; CS Acute Care pBNP' Diluent is a refrigerated product containing a buffered bovine
protein matrix with stabilizers and prescrvative. The kit consists of 5 DilPaks with dilucrtt in one well

5. Device Intended Use:

IEhCG
Method
The Stratus® CS Acute CarerT r [hC('G method is an in rito diagnostic test for the quantitative
measurement of the total beta subunit, vis, both the intact hCG dimcr and the free f subunit. of the
human chorionic gonadotropin Ihormone in heparinizcd plasm a. [lhCG is used for the carly I detection
of pregnancy. This method is for use by trained health care professionals in the clinical laboratory
and point of care (POC) settings.

Calibrator
The Stratus® CS Acute CareTM~ IhCG Calibrator ([hlCG CalPak), Cat. No. CBI]CG-C is an in ijtro
diagnostic product intended to be used for calibration of the Stratus& CS Acute CareTM flhCG
method.

Dilucnl

The Stratus® CS Acute CareT "M flhCG Dilution Pak (f3hCG DilPak), Cat. No. CBIICG-D is an in ,ir(
diagnostic product intended to be used in conjunction with the Acute Care" M flhCG TestPak CAT.
NO. CBI ICG, *for the mneasurement of samples with clevaled Ievels of'hCG .

NT-proIlNP
Method

The Stratus® CS Acute Care TM NT-proB3NP method (pI3NP) is an in vitro diagnostic test for the
quantitative measuremcnt of N-tcrminal pro-brain natrirctic peptide (NT-proBNP) in hcparinizcd
plasma. In individuals suspected of having congestive heart thilure (CHF), measurements of NT-
proBNP arc used as an aid in the diagnosis and assessment of severity. The test is further indicated
for the risk stratification of patients with acute coronary syndrome and heart failure. This method is
for use by trained health care professionals in the clinical laboratory and point of care (POC) settings.
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Dade Bchring Inc. 510(k) Prernarket Notification

StrutausC®, CS [~hCG 'I[cstlak, Strualus® CS [lhC'G Call 'k, Straltus! CS [IhCG DilPak and
Stratus k CS Acute CarcTM NT-proBNI' (pBNi}) TestPak, StuMUs it CS Acute Ca'crTM NT-proBNP (pBN!')

Call'ak, StraLus k CS Acute CaicT' N'l -proBNP (pBINII) lil]ak

Calibrator

The Stratus® CS Acute Care TM NT-proBNP Calibrator (pBNl' CalPak) ), CAT. NO. CPI3BNP-C is an

in vitro diagnostic product intended to be used for calibration of the Stratus® CS Acute CareTM NT-

proBNP (pBNP) method.

DilLiCnlt

The Stratus® CS Acute Care TM NT-proBNP Dilution Pak (pBNP DilPak), CAT. NO. CPBNP-D is an

in vi'ro diagnostic product intended to be used in conjunction with the Acute CareTM pBNP TcstPak,

REF CPBNP, for the micasureoment of samples with elevated levels of NT-proBNP.

6. NMedical device to w hich equivalence is claimed:

Substantial Equivalence:

The products are substantially equivalent to the commercial Dade Behring Stratus® CS [IhCG and

NT-proBNP TesiPaks, CalPaks and DilPaks.

I4hCG TestPak, CalPak and DilPak K003696

pBNP Acute Care Im TestPak, CalPak and DilPak K043476

]1tCC
Method
The Stratus® CS Acute CareTM PhCG Test Pak is substantially equivalent in the principle of

operation and performance to the current Dade Behring Stratus® CS fIhCGO TestPak (K003696). Both

assays are in vitro diagnostic tests fbr the quantitative measurement of the total beta subunit, vis, both

the intact hiCG dinier and the free [3 subuuit, of the human chorionic gonadotropin hormone in

heparinized plasma and are used I-r the early detection of pregnancy.

There are no formulation or design changes associated with the Stratus® CS [3hCG TestPak intended

use change. The two products are identical and use the same manufacturing processes. Labeling

changes reflect the new intended use, supporting data and new name in addition to minor format

changes.

Plrecision and accuracy data generated by "non-laboratory" personnel is comparable to precision and

accuracy data generated by "laboratory" personnel supporting the addition of point of care to the

intended use.

Calibrator
The Stratus® CS Acute Carei M j]hCG calibrator (fihCG CalPak) is substantially equivalent in the

principle of operation and performance to the current Dade Bebring Stratus® CS [3iCG CalPak

(K003696). Both calibrators arc intended to be used to calibrate the Stratus® CS Acute CareTM [hICG
assay.

There arc no lbrmulation or design changces associated with the Stratus® CS flhCG CalPak name

change, The two calibrator products arc identical and use the same manufacturing processes.

Labeling changes reflect the new name in addition to minor ]ormat changes.
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Dade Behring Inc. 510(k) Premarket Notification
StratusC®e CS J3hCG TestPak, Stratus®k CS IllhCG ('all'ak, Stiraus'®,, CS [PhCG DilPak and
StraLus'R CS Acute CareT M NT-proBNP (pBNP)Testcak, Stratusik CS Acute Care Ti NT-proBNP' (pBNP)
CalPak, StralusLw' CS Acute Care' M NT-prol3NI' (pB13 NI') Dilljak

DiluCnt
The Stratus® CS Acute CareTM fIhCG Di] Pak is substantially equivalent in the principle ofopcration

and performance to the current Dade Behring StratusCIV CS [rhCG DilPak (K003696). Both dilucnts
arc intended to be used in conjunction with the Stratus/ CS Acute Carc TM [3hCG TestPaks for the

measurement of samples with elevated levels of f[hCG.

There arc no formulation or design changes associated with the Stratus® CS f3hCG DilPak name

change. The two diluent products arc identical and use the same manufacturing processes, Labeling
changes reflect the new name in addition to minor format changes.

pBN'
Method
The Stratus® CS Acute CareTI pBINP lest Pak is substantially equivalent in the principle of
operation and performance to the current Dade Behring Stralus CS Acute CarcTM pBNPI lcstPak

(K043476). Both assays are in vitro diagnostics test for the quantitativc measurement of N-terminal
pro-brain natriuretic peptide (NT-proBNP) in heparinized plasma. In individuals suspected of having
congestive heart failure (Cl-F), measurements of NT-proBlNP arc used as an aid in the diagnosis and
assessment of severity. The tests are further indicated for the risk stratification of patients with acute
coronary syndrome and heart failure.

There are no formulation or design changes associated with the Stratus® CS pBNP TcstPak intended

use change. The two products are identical and use the same manufacturing processes. Labeling
changes reflect the new intended use and supporting data in addition to minor format changcs.

Precision and accuracy data generated by "non-laboratory" personnel is comparable to precision and
accuracy data generated by "laboratory" personnel supporting the addition of point of care to the
intended use.

Calibrator
The Stratus® CS Acute Care TM' NT-proBNP Calibrator (pBNP CalPak) is substantially equivalent in

the principle of operation and performance to the current Dade BDhring Stratus CS® Acute CareTM

pBINP CalPak (K043476). Both calibrators are intended to be used to calibrate the NT-proBNP

(pBNP) assay on the Stratus® CS analyzer.

There are no formulation or design changes associated with the Stratus® CS Acute CareT MI pBNP
Call'ak name change. The two calibrator products are identical and use the same manufacturing

processes. Labeling changes reflect the new name in addition to minor format changes.

Diluent
The Stralus® CS Acute Care TM pBNP Dil Pak is substantially equivalent in the principle of operation
and performance to the current Dade Behring Stratus® CS pBNlP DilPak (K043476). Both diluCnts
arc intended to be used in conjunction with the pBNP TestPak on the Stratus® CS analyzcr for the

measurement of samples with elevated levels of NT-proBNP.

There are no formulation or design changes associated with the Stratus®() CS Acute Care'' Troponin I

TcstPak intended use change, The two diluent products are identical and use the same manufacturing
processes. Labeling changes reflect the new intended use, supporting data and new name in addition
to minor format changes.
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Dade Behring Inc. 510(k) Premarket Notification
Stratus®k CS [FhCG Testl'ak, Stratus:) CS [hC'G 'alPak, Stratus®. CS I}hCG DilPak and
Stratus K CS Acutc CareT M' NT-proBNP (pBNl') TcstPak, Stratus R CS Acute (CarcT " NT-proBNP (pt3NP)
Call'ak, Stnatus!< CS Acute CareTM NT-proBINP (pBNP3) Dill'ak

Comparison to Predicate Device:

The modification of these two methods by adding point of care to the intended use is supported by
data included in Section 18 (PhCG) and Section 19 (NT-proBNP).

Method comparison and precision analyses wcre performed at three different locations (clinical
laboratory (LAB), Emergency Department (ED) and Cardiac Care Unit (CCU) within either one
(3lhCG) or two (NT-proBNP) external evaluation sites. This data and a summary of information on
the operators and their training, fr'om either the ED or CCU, i.e. "non-lab" operators, is also included
in Sections 18 and 19.

This data supports use of these products by trained health care professionals in the clinical laboratory
and point of care (POC) settings.

Conclusion:

The products listed in the following table are substantially equivalent based on their indications for
use and performance characteristics, Precision and accuracy data generated by "non-laboratory"
personnel is comparable to precision and accuracy data generated by "laboratory" personnel
supporting the addition of point of care to the intended use.

Predicate Device New Device

Dade Blehring Stratus® CS J3tCG TestPak The Stratus® CS Acute CareTM 31-HCG TestPak
(K003696)
Stratus®) CS tlHCG CalPak (K003696) Stratus®J CS Acute CaremT OHCG CalPak

Stratus® CS flIlCG DilPak (K003696) Stratus® CS Acute CareTM 1311CG DilPak

Dade Behring Stratus® Acute CareTh pBNP Stratus® CS Acute CareTM pBNP TestPak
TestPak (K 043476)
Stratus® CS pBNP CalPak (K043476), Stratus® CS Acute CareTM pBNP CalPak

Stratus®t) CS pBNP DilPak (K043476) Stratus® CS Acute CareTM pBNP DilPak

/ Pamnlii A .IuTT
Regulatory Affairs and Compliance Manager

February 28, 2006
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Gaither Road

Ms. Pamela A. Jurga APR 6 2008 Rockville MD 20850

Regulatory Affairs and Compliance Manager
Dade Behring, Inc.
PO Box 6101, Bldg. 500; M.S. 514
Newark, DE 19714-6101

Re: k060548
Trade/Device Name: Stratus® CS Acute CareTM j3hCG TestPak

Stratus® CS Acute CareTM J3hCG CalPak
Stratus® CS Acute CareTM I3hCG DilPak
Stratus® CS Acute CareTM NT- proBNP (pBNP) TestPak assay
Stratus® CS Acute CareTM NT- proBNP (pBNP) CalPak
Stratus® CS Acute CareTM NT- proBNP (pBNP) DilPak

Regulation Number: 21 CFR§862.1155
Regulation Name: Human chorionic gonadotropin (HCG) test system
Regulatory Class: Class II
Product Code: DHA, NBC, JIT
Dated: February 28, 2006
Received: March 1, 2006

Dear Ms. Jurga:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820).



Page 2 -

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific information about the application of labeling requirements to your device,
or questions on the promotion and advertising of your device, please contact the Office of In
Vitro Diagnostic Device Evaluation and Safety at (240) 276-0484. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97).
You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda. gov/cdrh/industry/support/index.html.

Sincerely yours,

Alberto Gutioffez, Ph.D.
Director
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and

Radiological Health

Enclosure



Dade Behring Inc. 510(k) Preonarket Notification
Stralusk CS [ihcG IustI'ak. Strlausai CS IItiCC CalPak, Snattis(K CS [IhCG DilPak and
StauLis ('iS Acute (arle N'I-pniBNP (pIBNl)' cstPak. Stratus it (S Acuti ('are.l N'[ -ptolNI (pflNl')
(alF'ak, SlraiLs R (S Acteit (zaic TNI NI-pioBNP (pBlNP) DIilak

Indications for Use

5I0(k) Nuntber (if kiooin): k zO SV
Device Name:

Straitis® CS Acute Care T" fIhCG TestPak
* Stratus®lb CS Acute CareTN [IhCG CalPlak
* Stratus(®0 CS Acute C'areT M PIhCG DilPak

Idicatlions For Use:

Thc Stratus® CS ActLie CareFN jIlhCG method is an in 'ifo diagnostic test for the quantitative
mcasurcment ofthe to otal beta subunit, ViS, both the intact hCG dimer and the free i subunit, ofthe
Ihumaan chorionic goiadotropin hormone in hcpai'inizcd plasma. PIhCG is used for the early detection
of pregnancy, This method is for use by trained health care professionals im the clinical laboratory
and point of care (PO(') settings.

The Strt us® CS Acuite Care TM1 fIhCG CaClibrator ([IhCG C(IPaak) is an in rio l diagnostic product
intended to be used for calibration of the Stralus;TP ('S AcuItc CareT" PIhCG method.

1The Stralus® CS Acute CareUT M fIhICCG Dtiti on iPak ( [hCG Di]Pak) is an in vtio diagnostic product
intended to bc used in con junction with the Acui te ( aICeM [3tiCG TcstPak foii Ihe 1ncasULic Imcnt Of
samples with eeVralCd levels of 31hCG.

Prescription ise S _____ x AND/OR Over-TIh-Counter Use
(Parl 21 CFI. 8(1 Subparl D) (21 (TIR 801)

(P'L.EASE DO NOT WRITE BEI OW 'IllS LNI!-CONTINtIL: ON ANOTIIER PAGL IF NEEDlED)

ConcurrecieL of (I)RII, Office idf'It Vitro I)iagnostir I)cviccs (OWVI))

Qfl 4.#$J C} 24zvva,'vt.lileuc I of"t

DIvision Sign-Of

Office of in Vitro Dkagnostc
Device Evaluafion and Safety

51 0(k) c ~c
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Dade lehrITing Inc. 510(k) I' remarket Notification
StratusR~ C'S fiiC'G Tcstl'ak. Siiatti0R C'S jIhE( (alI'ak, StitowsK ( S [IItCG( I )iluk and
S ijaiusiL CS A cute CkxrerMl Ni -pwolN Ni (p B NI'} lest Ila k, Stratusl C S Acute (arIL'''NIpiI IN P(MI')IP
C'aII'a K. StuatLis R CS A cute Ckir&'"' NT- l k' p~' lila

Indications for Use

510(k) Ntumber (if known): A ct qos 9
IDevice Name:

* Stratus® C'S Acu~te C'atet" Ni-prol3Nl (pI3Nl) l'est~lak assay
* Str-atu.s® C'S Actite C~are 1 'I NT-prol3NPI (pB3NI) C'alPak

*Stratus®I C'S Acute C'arcFTM NT-piol3NP (p13NP1 ) DI~ilak

InIIdicatiotls For Use:

The Str-atuIs® CS Acute CareT"I NT-pr-ol3NP method is an i/I vitr) diagnostic test for thre Lquantitative

meaCsuremenC~t of N-terminal pzo-hra 2in natIn LiretiC pept idc (NI'-pmlo3N I') ii heparin iized p1lasnma. InI
individuals suspected of having congestive heart ihilure (C]1~.measurements of NT-prol3NIP arc
used as an aid in the diagnosis and assessmen~t Of severiIty. The test is fITtrther indicated for the risk
straltificat i ot of patients with acu~te coron~ary synd ronm and heart FZ111tir.17C 'his niethod is for usc by
trained health care professionals in the cli incal I aboratoty and point Of care( WOC ) settings.

'lhe Stratus®0 CS A CLI IC ('areiM NT-proB3NI> Ca I brat or (pI3 N'P Call 'a k) is an i; vilm di agno stic

piiodtuct intended to be used for calibration of the StratusT® C'S Acute C'aicNI NTl-prolINP (pI3NP)
Imethod.

The Stratus® ('S Acute C'are''' NTI-proB3NI 1)ilution l'Ak (pISNP' 1ill'ak~ is ani in 3'it;'( diavnostic
produoct intended to be u sal in conjunction with [lie Acutie CarTJl pB NP csletI'a k for the
measurement of samples with elevated levels ofN I -pr-OINT I'

Pre scription Use -N- AND/OR ON-ciThe-Countcr tUsc
(Part 21 ('ER 801 Subpart D.) (21 (TFR S Il)

(l'ITASII 1)0NOT WRITE BEL OWTHIlS LINL-CON'IJNl.!lK ON ANO']']11 PR AGEI I NITD)LD))

('otleL1,rteieo .(DR1)1I (tffilc oIt III Viiio lDiarIl(stie DC1,ceS ( {()'I\ 1))

Offic 01 In Vito Diagnostc
bevicoe Evaluation onci Safet
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