H E L I X | E L I T ETM Microbiologics

QC SETS AND PANELS S

External, Third-Party, IVD Molecular
Diagnostic Quality Controls

e |VD controls providing assurance in your results

e Third-party controls delivering an independent assessment

P
Microbiologics

of assay performance
e Lyophilized products allowing for easy storage, reduced
transport cost and ensured stability

e Expert Technical Support readily available

Instrument Compatibility*

Description Syndrome Type BIOFIRE® | BD MAX™ Vi?)IZr"' Cxe::rii@d
8187 Carbapenem-resistant Enterobacteriaceae (CRE) Control Panel (Inactivated Swab) Healthcare-Associated Infections (HAls) [ ]
8188 Assayed CT/NG Control Panel (Inactivated Swab) Women's Health and STI [ ]
8189 Trichomonas vaginalis (TV) Control Panel (Inactivated Swab) Women's Health and STI [ ]
8191 Extended Enteric Bacterial Verification Panel (Inactivated Pellet) Gastrointestinal (Gl) [ ]
8195 Assayed MRSA NxG Control Panel (Inactivated Swab) Healthcare-Associated Infections (HAls) [ ]
8196 Assayed SA Nasal Complete Control Panel (Inactivated Swab) Healthcare-Associated Infections (HAls) [ ]
8199 Assayed Respiratory Control Panel (Inactivated Swab) Respiratory °
8200 Assayed C. difficile/Epi Control Panel Healthcare-Associated Infections (HAIs) °
8202 BD MAX™ Enteric Parasite 20-Day QC Panel Gastrointestinal (GI) [
8203 Vancomycin Resistant Enterococcus (VRE) Control Panel (Inactivated Swab) Healthcare-Associated Infections (HAIs) [
8204 BD MAX™ Enteric Parasite Control Panel Gastrointestinal (GI) [
8205 Norovirus Control Panel (Inactivated Swab) Gastrointestinal (GI) [
8206 Rifampicin-Resistant Mycobacterium tuberculosis Positive Control Panel (Inactivated Pellet) Respiratory °
8208 Vaginal Verification Panel Women's Health and STI °
8209 Vaginal Control Panel Women's Health and STI °
8210 Enteric Viral Verification Panel Gastrointestinal (GI) °
8211 Enteric Viral Control Panel Gastrointestinal (GI) [
8219 Group A Streptococcus (GAS) Control Panel Respiratory o
8227 C. difficile Control Panel (Inactivated Swab) Healthcare-Associated Infections (HAIs) °
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HELIX|ELITE"

QC SETS AND PANELS

ﬁi:::e% Description Syndrome Type BIOFIRE® | BD MAX™ Vi?)IZr"' Cxe:eh:i(ad

8228 CT/GC/TV Control Panel (Inactivated Pellet) Women's Health and STI [ ]

8229 Chlamydia trachomatis/Neisseria gonorrhoeae (CT/NG) Control Panel (Inactivated Swab) Women's Health and STI [ ]
8230 Enteric Parasite Control Panel (Inactivated Pellet) Gastrointestinal (Gl) [ ]

8231 Comprehensive Enteric Bacterial Control Panel (Inactivated Pellet) Gastrointestinal (Gl) [ ]

8232 Group B Streptococcus (GBS) Control Panel (Inactivated Swab) Women's Health and STI [ ]
8234 Multi-Strain Human Papillomavirus (HPV) Control Panel (Inactivated Pellet) Women's Health and STI [ ] [ ]
8235 Multi-Strain Human Papillomavirus (HPV) Verification Panel (Inactivated Pellet) Women's Health and STI [ ] [ ]
8236 Gastrointestinal (22 Targets) Control Panel (Inactivated Pellet) Gastrointestinal (Gl) [

8238 Rifampicin-Resistant Mycobacterium tuberculosis Negative Control (Inactivated Pellet) Respiratory o
8242 Rapid Group B Streptococcus (GBS) Control Panel Women's Health and STI °
8245 Multiplex Vaginal Verification Panel Women's Health and STI °
8246 Flu/RSV/SARS-CoV-2 Control Panel (Inactivated Swab) Respiratory [ ] [ ]
8247 Respiratory Control Panel (22 Targets) Respiratory °

8254 Blood Culture Identification Control Panel (43 Targets) Blood Culture Identification (BCID) [

8255 Multiplex Vaginal Control Panel Women's Health and STI °
8258 Rapid Group B Streptococcus (GBS) Verification Panel Women's Health and STI °
8268 Rapid SARS-CoV-2 Control Panel Respiratory °

Additional Helix Elite™ QC Sets and Panels

#8180 - Gram-Positive Blood Culture Control Panel (Inactivated Pellet)
#8181 - Gram-Negative Blood Culture Control Panel (Inactivated Pellet)
#8184 - Enteric Pathogens Control Panel (Inactivated Pellet)

#8249 - Bacterial vaginosis (BV) Control Panel

#8250 - Candida vaginitis/Trichomonas vaginalis (CV/TV) Control Panel
#8257 - Comprehensive Human Papillomavirus (HPV) Control Panel*

*Microbiologics QC Sets and Panels are compatible with a variety of instruments, kits, and applications. This table is not representative of all instrumentation.
Please contact Microbiologics for more information.

Disclaimer:
Helix Elite™ QC Panels and Molecular Standards are FDA Class | exempt, unassayed in vitro diagnostic (IVD) external controls, intended for professional laboratory use only.
Exceptions to this classification include items 8188, 8195, 8196, 8199, 8200, 8202, and 8204, which are FDA Class Il and assayed controls.

Items 8242, 8245, 8255, 8258, and 8268 are not restricted to professional use. Please note that results obtained using unassayed controls may vary across diagnostic platforms.

Items 8188, 8195, 8196, 8199, 8200, 8202, 8204, 8258, and 8268 are not CE marked and may not be available or authorized for use in all regions.
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