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EU DECLARATION OF CONFORMITY (DoC)

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle Sparks,
Maryland 21152, USA
Manufacturer SRN: US-MF-000018910
Authorised Becton Dickinson Ireland Ltd.
Representative: Donore Road, Drogheda Co. Louth,
A92 YW26, Ireland
Authorised IE-AR-000007610
Representative SRN:
Product: Catalog Product Trade Name
Number
221819 BD BBL™ Saline, Normal, 5 mL
297753 BD BBL™ Saline, Normal, 10 ml
221508 BD BBL™ Cooked Meat Medium
295982 BD BBL™ Cooked Meat Medium with Glucose, Hemin &
Vitamin K;
297307 BD BBL™ Chopped Meat Carbohydrate Broth, PR 11
220837 BD BBL™ Brain Heart Infusion, 8 mL
221812 BD BBL™ Brain Heart Infusion, 5 mL
221813 BD BBL™ Brain Heart Infusion, 5 mL
221785 BD BBL™ Brain Heart Infusion with 6.5% Sodium Chloride
221747 BD BBL™ Campylobacter Thioglycollate Medium with 5
Antimicrobics
299701 BD BBL™ Dermatophyte Test Medium, Modified with
Chloramphenicol
221351 BD BBL™ Trypticase™ Soy Broth with 6.5% Sodium Chloride
221093 BD BBL™ Trypticase™ Soy Broth, 8§ mL
221715 BD BBL™ Trypticase™ Soy Broth Soybean-Casein Digest
Medium, 5 mL
221716 BD BBL™ Trypticase™ Soy Broth Soybean-Casein Digest
Medium, 5 mL
221815 BD BBL™ Trypticase™ Soy Broth, 2 mL
297354 BD BBL™ Trypticase™ Soy Broth, 10 mL
295872 BD BBL™ Chocolate II Agar Slants (GC II Agar with
Hemoglobin and IsoVitaleX)
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296266

BD BBL™ Lim Broth, 5 mL

292209

BD BBL™ Lim Broth, 5 mL

298268

BD BBL™ Mueller Hinton II Broth (Cation-Adjusted), 5 mL

220966

BD BBL™ Mycosel™ Agar Slants

220967

BD BBL™ Mycosel™ Agar Slants

220971

BD BBL™ Nutrient Agar Slants

221669

BD BBL™ Nutrient Broth

221012

BD BBL™ Sabouraud Dextrose Agar Slants

221013

BD BBL™ Sabouraud Dextrose Agar Slants

221825

BD BBL™ Sabouraud Dextrose Agar with Chloramphenicol
Slants

296182

BD BBL™ Sabouraud Dextrose Agar Deeps

297252

BD BBL™ Sabouraud Brain Heart Infusion Agar with
Chloramphenicol and Gentamicin Slants

297649

BD BBL™ Sabouraud Dextrose CC Agar Slants

221542

BD BBL™ Schaedler Broth with Vitamin K;

221195

BD BBL™ Fluid Thioglycollate Medium, 8 mL

221196

BD BBL™ Fluid Thioglycollate Medium, 8 mL

221200

BD BBL™ Thioglycollate Medium without Indicator-135 C

221742

BD BBL Thioglycollate Medium, Enriched with Vitamin K, and
Hemin, 5 mL

221787

BD BBL Thioglycollate Medium, Enriched with Vitamin K, and
Hemin, 8 mL

221788

BD BBL Thioglycollate Medium, Enriched with Vitamin K, and
Hemin, 8 mL

297642

BD BBL™ Fluid Thioglycollate Medium, Enriched

298518

BD BBL™ Thioglycollate Medium with Calcium Carbonate
Marble Chip

221714

BD BBL™ Todd Hewitt Broth

299486

BD BBL™ Todd Hewitt Broth with Gentamicin and Nalidixic
Acid

298323

BD BBL™ Trichosel™ Broth, Modified, with 5% Horse Serum

221082

BD BBL™ Trypticase™ Soy Agar (Blood Agar Base), Deeps

221086

BD BBL™ Trypticase™ Soy Agar Slants

221087

BD BBL™ Trypticase™ Soy Agar Slants

220830

BD BBL™ Blood Agar Slants

297941

BD BBL™ Trypticase™ Soy Agar Modified (TSA II) Deeps
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Basic UDI-DI: Catalog | Product Trade Name Basic UDI-DI
Number
221819 | BD BBL™ Saline, Normal, 5 mL 038290ITOXDPSHE6
297753 | BD BBL™ Saline, Normal, 10 ml 038290II0XDPSHEG6
221508 | BD BBL™ Cooked Meat Medium 038290IKISKVUQEA
295982 | BD BBL™ Cooked Meat Medium with 038290IKKSAOED9H
Glucose, Hemin & Vitamin K;
297307 | BD BBL™ Chopped Meat Carbohydrate 038290ISMFOZFYGA
Broth, PR 11
220837 | BD BBL™ Brain Heart Infusion, 8 mL 038290ISVNMBONJN
221812 | BD BBL™ Brain Heart Infusion, 5 mL 038290ISVNMBONIJN
221813 | BD BBL™ Brain Heart Infusion, 5 mL 038290ISVNMBONIJIN
221785 | BD BBL™ Brain Heart Infusion with 6.5% 038290JAWSZUZRIJW
Sodium Chloride
221747 | BD BBL™ Campylobacter Thioglycollate 038290ITHFLYLYEJ
Medium with 5 Antimicrobics
299701 | BD BBL™ Dermatophyte Test Medium, 038290IWATYBVBGU
Modified with Chloramphenicol
221351 | BD BBL™ Trypticase™ Soy Broth with 0382901ZCPSWKWLS5
6.5% Sodium Chloride
221093 | BD BBL™ Trypticase™ Soy Broth, 8 mL 038290KVSSTALFNJ
221715 | BD BBL™ Trypticase™ Soy Broth Soybean- | 038290KVVFCHXAHG
Casein Digest Medium, 5 mL
221716 | BD BBL™ Trypticase™ Soy Broth Soybean- | 038290KVVFCHXAHG
Casein Digest Medium, 5 mL
221815 | BD BBL™ Trypticase™ Soy Broth, 2 mL 038290KXKICVBWGL
297354 | BD BBL™ Trypticase™ Soy Broth, 10 mL 038290KXKICVBWGL
295872 | BD BBL™ Chocolate II Agar Slants (GC II 038290JDRQWTAHDZ
Agar with Hemoglobin and IsoVitaleX)
296266 | BD BBL™ Lim Broth, 5 mL 038290JFCCIICQY2
292209 | BD BBL™ Lim Broth, 5 mL 038290LCGOOHKK6Z
298268 | BD BBL™ Mueller Hinton II Broth (Cation- | 038290JFDTXQDA9Z
Adjusted), 5 mL
220966 | BD BBL™ Mycosel™ Agar Slants 038290JHPEYYOYES
220967 | BD BBL™ Mycosel™ Agar Slants 038290LCQHTPVTCL
220971 | BD BBL™ Nutrient Agar Slants 038290JNSJHQDREG
221669 | BD BBL™ Nutrient Broth 038290JQIUEXEDFF
221012 | BD BBL™ Sabouraud Dextrose Agar Slants 038290JQNNEXCEEX
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221013 | BD BBL™ Sabouraud Dextrose Agar Slants 038290JQNNEXCEEX

221825 | BD BBL™ Sabouraud Dextrose Agar with 038290JQNNEXCEEX
Chloramphenicol Slants

296182 | BD BBL™ Sabouraud Dextrose Agar Deeps | 038290JQNNEXCEEX

297252 | BD BBL™ Sabouraud Brain Heart Infusion 038290JRPQHSIJSIQ
Agar with Chloramphenicol and Gentamicin
Slants

297649 | BD BBL™ Sabouraud Dextrose CC Agar 038290JVDUPYVWME
Slants

221542 | BD BBL™ Schaedler Broth with Vitamin K; | 038290JVNDZNHMIJ6

221195 | BD BBL™ Fluid Thioglycollate Medium, 038290JYNZUPNNT6
8 mL

221196 | BD BBL™ Fluid Thioglycollate Medium, 038290JYNZUPNNT6
8 mL

221200 | BD BBL™ Thioglycollate Medium without 038290JYTHEOYOLU
Indicator-135 C

221742 | BD BBL Thioglycollate Medium, Enriched 038290JYYXMLXUVX
with Vitamin K;, and Hemin, 5 mL

221787 | BD BBL Thioglycollate Medium, Enriched 038290JYYXMLXUVX
with Vitamin K, and Hemin, 8 mL

221788 | BD BBL Thioglycollate Medium, Enriched 038290JYYXMLXUVX
with Vitamin K;, and Hemin, 8 mL

297642 | BD BBL™ Fluid Thioglycollate Medium, 038290KADATNHWZQ
Enriched

298518 | BD BBL™ Thioglycollate Medium with 038290KAIOTIBY7L
Calcium Carbonate Marble Chip

221714 | BD BBL™ Todd Hewitt Broth 038290KHCHUKWD7H

299486 | BD BBL™ Todd Hewitt Broth with 038290KKBKFOMY 7F
Gentamicin and Nalidixic Acid

298323 | BD BBL™ Trichosel™ Broth, Modified, with | 038290KQAESHMO9A
5% Horse Serum

221082 | BD BBL™ Trypticase™ Soy Agar (Blood 038290KSYQDAHIJZ
Agar Base), Deeps

221086 | BD BBL™ Trypticase™ Soy Agar Slants 038290LGEYAXRCBC

221087 | BD BBL™ Trypticase™ Soy Agar Slants 038290LGEYAXRCBC

220830 | BD BBL™ Blood Agar Slants 038290KXUOCDNJL8

297941 | BD BBL™ Trypticase™ Soy Agar Modified | 038290LHLTAOWXDD
(TSA II) Deeps

Risk Class and Rule : Class A, Rule 5 (a)
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Intended Purpose: Catalog Product Trade Name Intended Purpose

Number

221819 | BD BBL™ Saline, Normal, 5 Saline, Normal (physiological) is used
mL in procedures that require the use of an

297753 | BD BBL™ Saline, Normal, 10 | 180t0nic diluent.

ml

221508 | BD BBL™ Cooked Meat BD BBL Cooked Meat Medium is used
Medium in the cultivation of anaerobes,

especially pathogenic clostridia.

295982 | BD BBL™ Cooked Meat Cooked Meat Medium with Glucose,
Medium with Glucose, Hemin | Hemin and Vitamin K} is a general-

& Vitamin K| purpose medium used for the
cultivation of obligate anaerobes,
especially Clostridium spp.

297307 | BD BBL™ Chopped Meat BD BBL Chopped Meat Carbohydrate
Carbohydrate Broth, PR 11 Broth, PR II (pre-reduced medium in

Hungate tubes) is a general-purpose
medium for the enrichment and
cultivation of anaerobic
microorganisms, particularly obligate
anaerobes.

220837 | BD BBL™ Brain Heart BD BBL Brain Heart Infusion (BHI) is
Infusion, 8 mL a general-purpose liquid medium used

. in the cultivation of fastidious and

221812 | BD BBL™ Brain Heart L . .

Infusion, 5 mL ponfas.tldlous microorganisms,
including aerobic and anaerobic

221813 | BD BBL™ Brain Heart bacteria, from a variety of clinical and
Infusion, 5 mL nonclinical materials.

221785 | BD BBL™ Brain Heart The broth medium which contains
Infusion with 6.5% Sodium 6.5% sodium chloride is used to
Chloride differentiate the enterococci from

nonenterococcal group D Streptococci.

221747 | BD BBL™ Campylobacter BD BBL Campylobacter
Thioglycollate Medium with 5 | Thioglycollate Medium with 5
Antimicrobics Antimicrobics is recommended as a

holding medium for samples suspected
to contain Campylobacter jejuni subsp.
Jjejuni when immediate inoculation of
Campylobacter Agar with 5
Antimicrobics and 10% Sheep Blood
cannot be performed.

299701 | BD BBL™ Dermatophyte Test | BD BBL Dermatophyte Test Medium
Medium, Modified with (DTM) is a selective and differential
Chloramphenicol medium used for the detection and

presumptive identification of
dermatophytes from clinical specimens.
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Because of the unavailability of one of
the inhibitory agents, chlortetracycline.
BD BBL Dermatophyte Test Medium
(DTM), Modified with
Chloramphenicol is recommended as a
substitute for the original DTM
formulation.
221351 | BD BBL™ Trypticase Soy BD BBL Trypticase Soy Broth
Broth with 6.5% Sodium conforms with specifications of The
Chloride United States Pharmacopeia (USP).
221093 | BD BBL™ Trypticase Soy BD BBL Trypticase Soy Broth
Broth, 8§ mL (Soybean-Casein Digest Medium) is a
- general-purpose medium used in
221715 | BD BBL™ Trypticase Soy qualitative procedures for the
Broth Soybean-Casein Digest | ¢yltivation of fastidious and
Medium, 5 mL nonfastidious microorganisms from a
221716 | BD BBL™ Trypticase Soy Varie.ty of clinical and nonclinical
Broth Soybean-Casein Digest specimens.
Medium, 5 mL BD BBL Trypticase Soy Broth with
221815 | BD BBL™ Trypticase Soy 6.5% Sodium Chloride is used to
Broth, 2 mL differentiate Enteroco.ccus species from
the Streptococcus bovis group of
297354 | BD BBL™ Trypticase Soy streptococci.
Broth, 10 mL
295872 | BD BBL™ Chocolate IT Agar The BD BBL Chocolate IT Agar slants
Slants (GC II Agar with are an improved medium for use in
Hemoglobin and IsoVitaleX) qualitative procedures for cultivation of
fastidious microorganisms, especially
Neisseria and Haemophilus species,
from a variety of clinical specimens.
296266 | BD BBL™ Lim Broth, 5 mL BD BBL Lim Broth is used for the
292209 | BD BBL™ Lim Broth, 5 mL selective enrichment of group B
Streptococci (Streptococcus
agalactiae), especially from genital
specimens.
298268 | BD BBL™ Mueller Hinton II BD BBL Mueller Hinton II Broth is
Broth (Cation-Adjusted), 5 mL | intended for use in quantitative
procedures for susceptibility testing of
rapidly-growing aerobic and
facultatively anaerobic bacteria isolated
from clinical specimens. It is
formulated to have a low thymine and
thymidine content and is adjusted to the
calcium and magnesium ion
concentrations recommended in the
CLSI standard M7-A7.
220966 | BD BBL™ Mycosel Agar BD BBL Mycosel Agar is a highly
Slants selective medium containing

| Form No. CBI-058 FRM24 (IVDR DoC) | Revision 04




BD | Integrated Diagnostic Solutions (IDS)

Document No. DS-TubeMedia-DOC

Page 7 of 11 Revision/Version:02
220967 | BD BBL™ Mycosel Agar cycloheximide and chloramphenicol. It
Slants is recommended for the isolation of
pathogenic fungi from materials having
a large amount of flora of other fungi
and bacteria.
220971 | BD BBL™ Nutrient Agar BD BBL Nutrient Agar is used for the
Slants cultivation of bacteria and for the
enumeration of organisms in water,
sewage, feces and other materials.
221669 | BD BBL™ Nutrient Broth BD BBL Nutrient Broth is used for the
cultivation of many species of non-
fastidious microorganisms.
221012 | BD BBL™ Sabouraud BD BBL Sabouraud Dextrose Agar is
Dextrose Agar Slants used in qualitative procedures for
cultivation of dermatophytes. The
221013 | BD BBL™ Sabouraud S .
Dextrose Agar Slants med{um is rende‘rgd more selective for
fungi by the addition of
221825 | BD BBL™ Sabouraud chloramphenicol.
Dextrose Agar with
Chloramphenicol Slants
296182 | BD BBL™ Sabouraud
Dextrose Agar Deeps
297252 | BD BBL™ Sabouraud Brain This medium is used in qualitative
Heart Infusion Agar with procedures for the selective isolation
Chloramphenicol and and cultivation of pathogenic fungi
Gentamicin Slants from clinical and nonclinical
specimens.
297649 | BD BBL™ Sabouraud This medium is used in qualitative
Dextrose CC Agar Slants procedures for the cultivation of
dermatophytes and other pathogenic
and nonpathogenic fungi from clinical
and non-clinical specimens.
221542 | BD BBL™ Schaedler Broth BD BBL Schaedler Broth is used for
with Vitamin K; the cultivation of fastidious aerobic and
anaerobic microorganisms.
221195 | BD BBL™ Fluid BD BBL Fluid Thioglycollate Medium
Thioglycollate Medium, 8 mL conforms with specifications of The
271196 | BD BBL™ Fluid United States Pharmacopeia (USP).
Thioglycollate Medium, 8 mL | BD BBL Fluid Thioglycollate Medium
(FTM) is used for the sterility testing of
biologics and for the cultivation of
anaerobes, aerobes and
microaerophiles.
221200 | BD BBL™ Thioglycollate BD BBL Thioglycollate Medium
Medium without Indicator-135 | without Indicator-135C is an enriched
C general-purpose medium for the
recovery of a wide variety of
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microorganisms, particularly obligate
anaerobes, from clinical specimens and
other materials.

221742 | BD BBL™ Thioglycollate BD BBL Thioglycollate Medium,

Medium, Enriched with Enriched with Vitamin K; and Hemin
Vitamin K;, and Hemin, 5 mL | is a general-purpose medium used in
221787 | BD BBL™ Thioglycollate qualitative procedures or the
Medium, Enriched with cultlvat.lo.n of fa;tldlous as well as
Vitamin K;, and Hemin, 8 mL ponfas.tldlous MICTOOTEAmIsIs,
including aerobic and anaerobic
221788 | BD BBL™ Thioglycollate bacteria, from a variety of clinical and
Medium, Enriched with nonclinical materials.
Vitamin K;, and Hemin, 8 mL
297642 | BD BBL™ Fluid BD BBL Fluid Thioglycollate Medium
Thioglycollate Medium, Enriched is a general-purpose medium
Enriched for the cultivation of a wide variety of
298518 | BD BBL™ Thioglycollate microorganisms, particularly obligate
Medium with Calcium anaerobes.
Carbonate Marble Chip BD BBL Thioglycollate Medium with
Calcium Carbonate is also
recommended for the maintenance of
stock cultures.

221714 | BD BBL™ Todd Hewitt Broth | BD BBL Todd Hewitt Broth is a
general-purpose medium which
primarily is used for the cultivation of
beta-hemolytic Streptococci, especially
for serological studies.

299486 | BD BBL™ Todd Hewitt Broth | BD BBL Todd Hewitt Broth with

with Gentamicin and Nalidixic | Gentamicin and Nalidixic Acid is used

Acid for the selective enrichment of group B
Streptococci (Streptococcus
agalactiae), especially from genital
specimens.

298323 | BD BBL™ Trichosel Broth, BD BBL Trichosel Broth, Modified,

Modified, with 5% Horse with 5% Horse Serum is used for the
Serum isolation and cultivation of
Trichomonas species.
221082 | BD BBL™ Trypticase Soy BD BBL Trypticase Soy Agar is used
Agar (Blood Agar Base), Deeps | for the isolation and cultivation of
221086 | BD BBL™ Trypticase Soy fa.stidious as well'as nor}fastidious -
Agar Slants microorganisms, 1nclqd1ng anaerol?u? as
well as aerobic bacteria, although it is
221087 | BD BBL™ Trypticase Soy not the medium of choice for
Agar Slants anaerobes.

220830 | BD BBL™ Blood Agar Slants | BD BBL Blood Agar (Trypticase Soy
Agar with 10% Sheep Blood) in slant
form is used for cultivating and
maintaining fastidious microorganisms.
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297941 | BD BBL™ Trypticase Soy BD BBL Trypticase Soy Agar,

Agar Modified (TSA II) Deeps | Modified (TSA II) supplemented with
blood is used for cultivating fastidious
microorganisms and for the
visualization of hemolytic reactions
produced by many bacterial species.

Notified Body: Not applicable, Device self-certified

We, as the manufacturer of the device(s) take sole responsibility for and hereby declare that the above mentioned
product(s) meet(s) the provisions of the following Directives/ Regulation(s):

e Regulation (EU) 2017/746 on In Vitro Diagnostic Medical Devices.

Conformity Assessment Route:

[ ] ANNEX IX Technical File Examination | EC CERTIFICATE No.: N/A

EC Certificate Expiration Date: N/A

[ ] ANNEX IX Full Quality System EC CERTIFICATE No.: N/A

EC Certificate Expiration Date: N/A

[ ] ANNEX X Type Examination EC CERTIFICATE No.: N/A

EC Certificate Expiration Date: N/A

[ ] ANNEX XI Production Quality System EC CERTIFICATE No.: N/A

EC Certificate Expiration Date: N/A

X] ANNEX I & II+III N/A

Common Specifications (CS):

Number:

Title: Full or Partial Application:

Common Specifications have not been issued for this products.

Devices Covered by this DoC:

SKU# Device Name Device Class
221819 BD BBL™ Saline, Normal, 5 mL Class A
297753 BD BBL™ Saline, Normal, 10 ml
221508 BD BBL™ Cooked Meat Medium
295982 BD BBL™ Cooked Meat Medium with Glucose, Hemin & Vitamin K;
297307 BD BBL™ Chopped Meat Carbohydrate Broth, PR II
220837 BD BBL™ Brain Heart Infusion, 8 mL
221812 BD BBL™ Brain Heart Infusion, 5 mL
221813 BD BBL™ Brain Heart Infusion, 5 mL
221785 BD BBL™ Brain Heart Infusion with 6.5% Sodium Chloride

Form No. CBI-058 FRM24 (IVDR DoC) | Revision 04




4

b a B D BD | Integrated Diagnostic Solutions (IDS) Document No. DS-TubeMedia-DOC
Page 10 of 11 Revision/Version:02

221747 BD BBL™ Campylobacter Thioglycollate Medium with 5 Antimicrobics

299701 BD BBL™ Dermatophyte Test Medium, Modified with Chloramphenicol

221351 BD BBL™ Trypticase Soy Broth with 6.5% Sodium Chloride

221093 BD BBL™ Trypticase Soy Broth, 8 mL

221715 BD BBL™ Trypticase Soy Broth Soybean-Casein Digest Medium, 5 mL

221716 BD BBL™ Trypticase Soy Broth Soybean-Casein Digest Medium, 5 mL

221815 BD BBL™ Trypticase Soy Broth, 2 mL

297354 BD BBL™ Trypticase Soy Broth, 10 mL

295872 BD BBL™ Chocolate II Agar Slants (GC II Agar with Hemoglobin and
IsoVitaleX)

296266 BD BBL™ Lim Broth, 5 mL

292209 BD BBL™ Lim Broth, 5 mL

298268 BD BBL™ Mueller Hinton II Broth (Cation-Adjusted), 5 mL

220966 BD BBL™ Mycosel Agar Slants

220967 BD BBL™ Mycosel Agar Slants

220971 BD BBL™ Nutrient Agar Slants

221669 BD BBL™ Nutrient Broth

221012 BD BBL™ Sabouraud Dextrose Agar Slants

221013 BD BBL™ Sabouraud Dextrose Agar Slants

221825 BD BBL™ Sabouraud Dextrose Agar with Chloramphenicol Slants

296182 BD BBL™ Sabouraud Dextrose Agar Deeps

297252 BD BBL™ Sabouraud Brain Heart Infusion Agar with Chloramphenicol and
Gentamicin Slants

297649 BD BBL™ Sabouraud Dextrose CC Agar Slants

221542 BD BBL™ Schaedler Broth with Vitamin K;

221195 BD BBL™ Fluid Thioglycollate Medium, 8 mL

221196 BD BBL™ Fluid Thioglycollate Medium, 8 mL

221200 BD BBL™ Thioglycollate Medium without Indicator-135 C

221742 BD BBL™ Thioglycollate Medium, Enriched with Vitamin K, and Hemin, 5
mL

221787 BD BBL™ Thioglycollate Medium, Enriched with Vitamin K;, and Hemin, 8
mL

221788 BD BBL™ Thioglycollate Medium, Enriched with Vitamin K,, and Hemin, 8
mL

297642 BD BBL™ Fluid Thioglycollate Medium, Enriched

298518 BD BBL™ Thioglycollate Medium with Calcium Carbonate Marble Chip
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221714 BD BBL™ Todd Hewitt Broth

299486 BD BBL™ Todd Hewitt Broth with Gentamicin and Nalidixic Acid

298323 BD BBL™ Trichosel Broth, Modified, with 5% Horse Serum

221082 BD BBL™ Trypticase Soy Agar (Blood Agar Base), Deeps

221086 BD BBL™ Trypticase Soy Agar Slants

221087 BD BBL™ Trypticase Soy Agar Slants

220830 BD BBL™ Blood Agar Slants

297941 BD BBL™ Trypticase Soy Agar Modified (TSA II) Deeps

Authorised Signatory:

Name & Title: Anne Zavertnik, Vice President, Regulatory Affairs
On behalf of: Becton, Dickinson and Company

Place of Issue: Sparks, MD, USA

Date of Issue:

10-Nov-2022

Signature:

DocuSigned by:
| A Zawertnik

U Signer Name: Anne Zavertnik

Signing Reason: | approve this document
| Signing Time: 10-Nov-2022 | 11:35:45 PM GMT

DC6A638A32E64A8A91FID8DE330F0415

DECLARATION OF CONFORMITY Revision History:

Version: Detailed Change Description:
01 Initial release
02 Revision 04 Template Change, removed not available from common specifications table and
Formatting changes were made.

| Form No. CBI-058 FRM24 (IVDR DoC) | Revision 04




	EU Declaration of Conformity (DoC)
	Declaration of conformity Revision History:

		2022-11-10T21:00:08-0800
	Digitally verifiable PDF exported from www.docusign.com




