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Microbiology Swabs

MADE IN ITALY

Clinisuwab® is a registered trade mark of Nuova Aptaca Sri




Company Profile

s APTACA, since 40 years, manufactures disposable and reusable Devices for Laboratories of Analysis, Hospitals, Research Institutes
and for the Pharmaceutical and Chemical Industries. The always growing efforts in research and the development of new products,
an excellent service, a very well understandable deep technical documentation, skilled employees with great passion, are only some
of the characteristics that allowed us to become a Leader in this field. With this flyer we want to offer a range more complete and of
high quality, always more attentive to the needs of Customers and End-Users, who offer us always a great help with their valuable and
precious suggestions. Its efficient manufacturing process and high quality attention allowed APTACA to obtain, since 1998, ISO 9001,
and from 2007, ISO 13485 Standard Quality System certifications. Certificates released by Certification Body of undoubted prestige
and recognized Accredia.

mmmm APTACA has a modern and efficient production department with more than 80 press machines for injection moulding and plastic
blowing, with more than 700 moulds. The most modern production technologies, together with an highly qualified staff and a thirty
years experience in the industry, allow APTACA a great flexibility and ability to meet the demands of its Customers by providing them
an excellent service and high quality product with a competitive price.

s All APTACA Devices are designed, tested and manufactured internally with high quality materials, conform to the most straight and
severe applicable Standards. All APTACA Devices are subject to great quality care controls, carried out in accordance with the Euro-
pean and International Standards and by advanced instruments. Where applicable, APTACA Devices have CE mark in order to grant
the maximum safety for the Users.

mmmmm APTACA during these years obtained a great importance on the National market and, in particular, on International markets thanks to
its products quality and competitiveness, by exporting in the World the Made in Italy. Thanks also to a constant presence in the greatest
International Fairs, APTACA can depend on a large number of great distributors all over the World , granting in this way the prompt
availability of its products and the correct support to local Users.
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Aptaca's Headq

Nuova APTACA Srl
Regione Monforte, 30
14053 Canelli (ASTI) - ITALY

Tel. (+39) 0141 835075
Fax (+39) 0141 835292
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BOLOGNA

e-mail: info@aptaca.com

www.aptaca.com
ANCONA

www.vacuaptaca.it
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Aptaca's (Mission

= The fundamental objective to be pursued to maintain and increase the level of competitiveness against the
best competition it is to maintain the full legal compliance and the highest level of customer satisfaction,
combined with high quality products working in accordance and respect to the professional ethics,
environment and the health and safety for the workers.

mmmm This means offering, in full respect of the duty of law and legally binding regulations, products and
services with technical and qualitative characteristics of excellence to meet with the utmost professionalism
to customer needs.

mmmm Nuova Aptaca has chosen to pursue these goals with the support of methodologies and tools and supported
with an integrated Quality Management System certificate, prevention-oriented, continuous improvement
and obtaining the effectiveness of business processes.

"OUR MISSION IS CUSTOMER'S SATISFACTIONS
AND PRODUCT SAFETY"
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Aptaca’'s Devices

== Nuova Aptaca produces in Vitro Medical Devices (European Directive 98/79/EC as amended), Medical
Devices (European Directive 93/42/EC, 2007/47/EC) - Class | and Class lla sterile certification of
compliance issued by Notified Body and devices for general laboratory use.

mmm The products are designed, tested and manufactured internally with high quality materials which
meet the most strict standard applicable and subject to the most scrupulous quality checks performed
according to European and International standards with cutting-edge equipment. Where applicable,
the New Aptaca devices have CE marking in order to ensure maximum safety for users.

mmmm Here below the main categories of devices manufactured and marketed:

s Test tubes, with or without additives for clinical chemistry and hematology;

s Microtubes and articles for cryogenics for the biotechnology sector;

s Devices for Microbiology (swabs, petri dishes, inoculating loops, etc ...);

s Device for liquid handling (micropipette tips, pipettes, etc. ..);

s Devices for automatic instrumentation;

mmmmmm Containers for the collection and transportation of biological samples intended not only to
hospitals and laboratory analysis, but also to the large-scale distribution and pharmacies;

s Devices for microscopy and pathological anatomy
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Microbiology Swabs

A complete range of microbiology sterile swabs for Bacteriological applications, available in dry
version (Plain swab) or with transport medium to ensure the survival of microorganisms during the

transport:

L
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scliniswab’™

“\ Sterile Transport Swabs

Agar Gel Transport Swabs: A sterile, soft rayon swab on a
plastic or aluminium shaft with a round bottom plastic pre-labeled
tube containing Agar semi-solid gel transport medium, available with
or without charcoal. For aerobes and anaerobes microorganisms.

scliniswabt™

‘W L jguid Medium Transport Swabs

Liquid Medium Transport Swabs: A complete range of Devices
ready to use, composed by a Flocked, Foam, Polyester or Rayon swab
(plastic shaft) and a test tube with screw cap containing a transport
liquid medium, suitable for the transportation and preservation of
the clinical microbiological samples.

AL

scliniswab"R%

\
0N Liguid Tmngport, Medium )
or Virus, Chlamydia,
(Mycoplasma and Ureaplasma

Transport System for VIRUS, Chlamydia, Mycoplasma &
Ureaplasma: Devices ready to use, composed By a Flocked, Foam
or Polyester swab plastic stick and a test tube with screw cap containing
a room temperature stable viral transport medium, suitable for the
transportation and preservation of Viruses, such as Influenza HINT,
Chlamydia, Mycoplasma and Ureaplasma specimens.
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scliniswab®
N Dry Swabs

Dry Swabs: including cotton swabs and rayon swabs. Swab shaft
which can be wood, plastic or aluminum. Swabs are in a round
bottom plastic pre-labelled tube without media. Has a tamper-
evident seal to assure first time use.
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Microbiology Swabs

mmm CliniSwab® is a registered trade mark of Nuova Aptaca Srl. All rights reserved.

mmmm The study, design, development and marketing is done entirely by Aptaca at its plant in Canelli (AT) - Italy.

EESNT YR MADE IN ITALY

mmmm All Devices are manufactured according to GMP standards (Good Manufacturing Practice) and verified by
inspections carried out according to specific methodologies according to UNI EN ISO 9001 and UNI EN
CEl ISO 13485 and comply to the essential safety requirements and compliance required by regulations
and directives in force.
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Microbiology Swabs

Nuova Aptaca Quality System is certified according to:

=== UNI EN I1SO 9001 - Quality management systems
== UNI CEI EN I1SO 13485 - Medical devices — Quality management systems - Requirements

for regulatory purposes

Certificates released by Certification Body Italcert S.r.l. of undoubted prestige and recognized
by Accredia (ltalian Accreditation Bodly)
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Microbiology Swabs

=== Sterile Swabs are CE 0426 marked, classified as “Medical Devices” in accordance with
93/42/EC Directive, with 2007/47/EC Directive and subsequent amendments. Swabs are sterile
and ready-for-use systems intended for clinical samples drawing, transport and maintenance
for cultural test. The swab is suitable for short contact with the human body including surgical
wounds. Test Tubes are classified as IVD and are intended only for the preservation of samples.

=mm Swabs are Medical Device Class lla sterile (Surgically Invasive Transient Use),
this means that you can also use them in surgical application. Swabs from other
manufacturers, not in Class lla, can only be used for natural orifices and not in surgical
application.

#iraLceRT | o T oy
MALCERT oo
CEMTIFICATE & 18101 00D
et . e 18 ot BT b 11 ot 18142500 042 6
ITALCERT

B ey ey s o s e o LA e 1l 1

For Class Illa Medical Devices is required the

 MUOVARPTAGKS L. T involvement of a Notified Body that performs specific
it s o tasks in order to ensure compliance and safety

of the device. CE Compliance of our swabs is
e certified by Notified Body Italcert S.r.l. n°
e GEe 0426 (authorized by the Italian Ministry of Health

and approved by the European Community) http://
ec.europa.eu/growth/tools-databases/nando/index.
L S i asiss D0 cfm2fuseaction=country.nb&refe_cd=EPOS 43748
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Microbiology Swabs

Our swabs are also in accordance with the following international standards:

Farmacopea Ufficiale Della repubblica ltaliana Ed. Corrente

UNI EN 556-1 & UNI EN 556-2: Sterilization of medical devices - Requirements for medical
devices to be designated “STERILE” - Requirements for terminally sterilized medical devices
UNI EN ISO 11607: Packaging for terminally sterilized medical devices

UNI EN ISO 11737: Sterilization of medical devices - Microbiological methods

UNI EN ISO 11137: Sterilization of health care products - Radiation

UNI EN 868: Packaging for terminally sterilized medical devices

UNI EN ISO 17665: Sterilization of health care products - Moist heat

UNI EN ISO 15223 & UNI EN 980: Medical devices - Symbols to be used with medical
device labels, labelling and information to be supplied

UNI CEI EN I1SO 14971: Medical devices - Application of risk management to medical devices
UNI CEl EN 1041: Information supplied by the manufacturer of the medical devices

UNI EN ISO 14155: Clinical investigation of medical devices for human subjects - Good
clinical practice

< l -! l <>l International
w ENTE ITALIANO g— | K24 0 ] Organization for
DI NORMACZIONE European Co.mmiﬁee for Standardization \w Standardization
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Microbiology Swabs

Our Swabs are STERILE R:

Sterile R: Swabs are sterilized by ionizing radiations (Beta Rays - Applied dose: 22,5
STERILE R | kGy — Bundle energy: 10 MeV). Sterilization process is validated and periodically
verified by external audit. A SAL (Sterility Assurance Level) of 1 x 10-6 is granted.
A Device is defined as “sterile” when it's possible to assure or certify, on statistic
basis, that the probability that it results non sterile is equal or lower than a chance
of 1 in 1.000.000 i.e. SAL (Sterility Assurance Level) of 10-6, that is the one we
guarantee for our “sterile” products. All our sterilization processes, carried out by
irradiations of ionizing radiations (Beta rays), are validated and constantly monitored
in accordance with ISO 11137, ISO 11737, EN 552, UNI EN 556, F.UL:XI
and F.EU:IV Norms. The packaging of sterile Devices is validated and constantly

monitored in order to guarantee the microbiological status for the indicated validity
period of the integral packaging (UNI EN 868, UNI EN ISO 11607).

——————— SWabs are Apyrogenic or non-Pyrogenic: Devices where absence, or presence
within detection limits, of endotoxins by Gram-negative bacteria is granted.
For Devices declared as Apyrogenic a bacterial endotoxin limit 20EU/piece
(EU=Endotoxin Unit) on integral packaging is granted. Endotoxins presence is
determined by LAL tests (sensitivity 0.03 EU/ml).

A\ || Devices are LATEX FREE (During Devices manufacturing no materials containing

@ natural rubber, latex, synthetic rubber are used).
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Microbiology Swabs

Sterile in medical, easy to open peel-pouch (printed medical paper/plastic or
plastic/plastic)

The easy-peel open pouch enables fast and sure access to the product especially when gloves
are used. Packaging ensures the microbiological status of the device for all the period of validity

(packaging validated according to UNI EN 868, UNI EN ISO 11607).

MADE IN ITALY

\""” TS
scliniswab T
N Sterie Transport Swabs

www:lpi:l:u com
4 " o 000 € paze + Tou ki

I hJD F-ﬁxF‘TP- A RL c € 0424 ST RET (*T
|-1%53 -_ano|| r".T] | I:, STEH”_ @ ® e _;_

LOT

PEEL HERE £ %

Lot number and expiry date printed on each peel-pouch package and on every
tube. Every unit of production can be identified.
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Microbiology Swabs

In each sales unit, in order to ensure maximum safety for Users, there are operating instructions /
warnings for the use of the device, drawn up in accordance with Standard EN 1041 (Information
supplied by the manufacturer of Medical Devices) in all European languages, Russian and Arabic.

~Latviski (LV) Wi (147) Romanesc (RO) Svenska (SVE)
LIETOSANAS (saskana ar CEI EN 1041) GHALL-UZU (b'konformita ma’ CEI EN 1041) DE UTILIZARE (in cunmrmnale ccu CEIEN 1041) BRUKSANVISNING (i verensstammelse med CEI EN 1041)
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SWABS WITH LIQUID TRANSPORT MEDIUM How to use
TAMPONI CON TERRENO DI TRASPORTO LIQUIDO Modalita d’uso / TAMPONS AVEC MILIEU DE TRANSPORT LIQUIDE Mode d’emploi / HISOPOS CON MEDIO DE TRANSPORTE LIQUIDO Modo de empleo / ZARAGATOAS COM MEIO DE TRANSPORTE LiQUIDO Modo de emprego / TUPFER MIT
FLUSSIGEM TRANSPORTMEDIUM Anwendung / TAMIMOHbI C KUOKOM TPAHCTIOPTHOW CPE[IOM Crioco6 npumeneHms

- Open h lster pock fom r e e catonand asepcl remove ho ava fom h ister pack + Take the sample from the patient by applying moderate pre
a . +  Aprire il blister dove vi & \mﬂmaz\one ‘Peel here asettiche; *  Effettuare il prelievo sul paziente esercitando una D/ess\one modera(s
. - Ownrlebisterah: cication « Peci or + Effectuerf prélovement su o patint en exergant un pression modérée;
1 > © AbrofDiste pora indicacin «Peel heren y extrae o isopa del wler mpleand s e asspten 2 * Roalizara recogida &n e pacient sferciendo na proson mocerada
Ao obister e sl nacdo-Fool hre” e  aragelondo st usando i ssdics: + Recohn ¢ a :
© Den Blser bl der Angabe -Peel pere" abzefen und den Tupl i asepischer Technk aus dem Biste nefmer; * Die Entnahme am Patonien unter Ausibung maigen Drucks vorehmen;
*  Boxpoiite GnMCTepHYI0 ynakosky B Tom MBCYB‘ KOTOpOE NoMe4eHo Haammchio “Peel here', 1 u3anekuTe TamMnok M3 GnucTepa c COBNIOAGHHEM aCeNTMHECKUX NPOLeAYP * OtGepuTe Npoby y NaumeHTa, HARABNUBAR HE CMUKOM CHIILHO.
" Unscrow i cap and nsr 1 svab o th et ube, b arefl o 1 i e " Beak e sva i h st b by pacin he kot ndcated o e Sl of o s agast D cdge o e et e, Tit 160, usg odea prssurs (1 pplcaic o i Sick swabs na
medium contained ns Swabs wilhout reakepoint). Discar he broken part of i shaf i accordance with current reglatons for
+ Inseie il tampone nela provetta, dopo aver svato i {appo, facendo atienzione a non far * Speseare | ampone el provets ponenco | Bakpoin presenlosuasacel tampone oo el proveta o incinare i 180" esertando una moderta pressione (non aplcabil per i tamponiasta
foruscire i terono lquido I essa conten; - alluminio o i tamponi senza break ot
* Inoduire I fampon dans I b, arse avor davissé e bouchon, e velan & e pas & + BTl mpon Gane o i eragant I "roakpoIRt Bresom St g o apon cente 1o serd i e incmr do 180" en oxercant une pression moderée (1on applicable pur o écouvilons  batonnet
renrsr e iy e Uanspat i conent it i deulone S port . st it cofomGment i s o vt ot e danas sniares
B - ntoduct o Msopo cn a obeta. dospues de deseoscar ol apon,prstando atencin | 4 + Romper sl hisopo dento e Ia probi e, co Unio de rolura presenta en Ia varila del hisopo conlra al borde e Ia probela ¢ incinar 180" eferciendo una presidn moderad (no apicable para
J ars o sl o med s conendo o oo sopos de ko sapos s ol d o) Eiminarla paredeveria o seginasramaias vignies ar esidios santanos:
. + Depois mpa, introduza a zaragatoa no tubo, tendo o cuidado de * Quebre a zaragatoa no tubo, colocando o “breakpoint’ da haste da Zaragama contra a borda do tubo e incline 180°, exercendo uma pressao moderada (ndo aplicavel para haste de aluminio e zaragatoa sem
RS i o8 & s g nel Sablamas Dreak poin) asta parta o Vigor
* Den Tuplrin das Rotichn s, nachdem cer Deckel abgeschraut wordn Pes + DenTupteim Rofvchenrechen e e Grchsiels am Tupiesian gogen don Rand s Rorchens crio nd i ifigem Druck um 100" geneg i (rieh for Tupfer mit
el o fenden Normen r medizinische Abialls ensorgen;
+ Oimpymira 1poSiy  ROWGCTATS Temce & MPOCWERY, CHai 58 Tow, AU e TPOTTS e o OoTancR ARG enovain oy ¢ Tahorom, ches e o i oo conys anuy sy 160 s v o o (10 oot a1
onin o

il ghien T G2 oo h es b 31 ke genly Labl T ol Wil h pabents dala and Keep 1 at oo epratre, Dever 10 he Iaboralor Wi 48 Hour. When 1 G  ermoved, e swab vl a\sa su\nmshcs\ly e removed (no applcabis for umum STck Swabs and swabs not e Tor csp\ure cap"). Analyze the sample by
rningstandardcincal laboralor procecres.
Rlawmare sadamento | appo sula Drovetia 60 agiare elataments. Identifcar a proveta con i dai dal paziene @ consegnaro al lboraloro ntro 48 ore & temperatura ambiente. Alafimozions del 1appo sardin aulomalio finosso anche i tampone (non applicabil i tampori asa alumino @ i tampori non donel per “caplure cap") Analzzare
ians cceguends proctaurs simkne o boraor st
Bion rovisser 3 hnumn surle tube et agiter délicatement, Idemmer e tube en le marquant des données du patient et remetire au laboratoire dans les 43 heures & température amblante. En retirant le bouchon, le tampon est automatiquement retiré lui aussi (non applicable pour les écouvilons & batonnet en aluminium et les écouvillons non adaptés aux
‘capture cay

+

5 Valer s onroscar b ol tspon o 1 robOta g1 con g6, 1eomicAr 1 propers o 1o dalos dolpaciantey envaral aboralori antes do 48 horas a omperatura ambionto. A olrar ol apon o ol automatcamants tambié of Hsopo (o aplicale para hisopos do alumino o aplo paa “caplure cap"). Anlizar la muesiracon procedimientos
clinicos de laboratorio estandar.
nrosque fimemente a tampa o ubo @ agite suavemente. Identiiaue o tubo com os dados do paciente  eniregue o aboratéro o prazo de 48 horas, & temperalura ambiente. Ao relar a tampa, a zaragatoa também serd removida automaticamente (ndo aplicavel para haste de aluminio e zaragaloa n3o & adequado para o "caplure cap’). Analise a
amosta ealzando
T Deckal wiador oo ot ot RORrChen Sohbeh o v Sl D Datr dos Patonton auf dem Etket vermerken und dis Probo binnen 48 Stundor b Umgobungstomperatr bam Labor abifern. Beim Entfemn des Decels wid automatisch auch der Tupler antnommen (riht anwendoar i Tupfr it Aluminiumstab und Tupfor, dio
{0 capurs capF ungeeignet s, Dis Probe anhand Kinischer Standardlaborveriahren Utersuchen.
Tl SAGamATE ApoB0 14 PoGGAPIE G SeTImTe. MoOMaNDYATS THGBMY 34 31448 TEHTa,  ROCTIESTo 3 TCOpaTOPHD & Totenne 8 4aCoB 1o TEMTEPAT)PR Y XA cPEAS. OCTe AT 1P SBTOUATIECN YAaNAOTEA 1 TaMTON (12 A7 npMeHeHMS "
He «capture cap») Buinonwe
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Microbiology Swabs

Each sale unit of our Swabs is clearly and
correctly identified by a detailed and easy to read
labeling S\E/s’rem, even using symbols conforming
to UNI'CEI EN ISO 15223-1 (Medical devices
- Symbols to be used with medical device labels,
labelling and information to be supplied), which
allows complete traceability, including through
barcode and safe use of the device.

REF| 301/SG S P
quantty s 00 SCLINISWQb’S

(6x150 pcs) Transport Swabs
Swabs plastic stick and rayon tip, with AMIES clear medium in test tubes
@12x150 mm in PP, with label, sterile individually wrapped peel-pack

Tamponi asta plastica e puntale in viscosa, con terreno di trasporto AMIES chiaro in
provetta in PP @12x150 mm, con etichetta, sterili confezione singola peel-pack

Escobillones estéril en plastico, torunda en viscosa, tubo en PP @12x150mm con medio de
Amies sin carbon, etiqueta, embalaje individual peel-pack.

Zaragotao (aplicador) de viscose haste de plastico, tubo @12x150 mm em PP com meio de
transpote AMIES, eitiqueta, estéril, embalagem individual peel-pack.

TEST & 2017 - 06 22019-06

C €o0426 (MDD Class lla)  MADE IN ITALY

f] e @ @ e

% I

NUOVA APTACA SRL
“ Regione Monforte, 30 - 14053 Canelli (Asti) ITALY2 °C

www.aptaca.com - info@aptaca.com
Tel. (+39) 0141/83.50.75 - Fax (+39) 0141/83.52.92 Rev. 2
01040710TEST#1519063700900
For professional use only-Per uso professionale-Solo para uso profesional-Ap para uso profissi

C€

STERILE R
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EO®@~

Lot number, Batch number

Date of manufacture (yyyy - mm)

Use by, expiry date (yyyy — mm)

Medical Device (93/42/EC Directive)
Sterilized using irradiation

Do not reuse, Single use, Use only once.
Consult instructions for use

Keep away from sunlight

Keep dry

Temperature limitation

Do not use if package is damaged

Latex free

Manufacturer
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Microbiology Swabs

Quality control

On the Devices, throughout the full production process, are carried out the strictest quality
controls in order to meet all the required specifications.

Eventually available in accordance with CLSI M40-A Standard (Quality Control of Microbiology
Specimen Transport Devices) tested.

The quality checks are carried out on the basis of internal and international standards.

Soch production lot of Swabs is quality controlled and certified to ensure the conformity of the
evice:

mmm Mechanical strength and flexibility of the shaft

=== Closing force / pressure of plug / stopper (mechanical test)

mmm Correct wrap of the fiber to the shaft

— ;\JAH of the medium at 25°C .

mmm Medium optical controls and mechanical controls

e Medium solidity by immersion with an applicator (simulated use)

mm Transport medium opalescent appearance and absence of granules in suspension

s Survival rate of organisms on medium

The devices are approved and marketed only when all the
controls provided have given positive results

15
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“WW Tronsport Swabs

Transport Swabs - Main Features

A sterile, soft rayon swab on a plastic or aluminium shaft with a cylindrical test tube @12x155 mm made in |os’ric_1unbre0_kob|e medical
Polypropylene) containing Agar semi-solid gel transport medium (Amies, Stuart or Cary Blair ty esj, available with or without

charcoal, or liquid transport medium for Virus or Chlamydia (Liquid transport medium is contained into the sponge deposited on
the tube Boﬁom). Amies Agar Gel Medium Swabs are also available in XL version with about 6 ml of transport medium which allows
a better bacteriological sample inoculation inside the medium, ensuring a safer anaerobic bacteria viability.

mmmmm For aerobes, anaerobes microrganisms and fastidious organisms.

s Transport at room temperature or refrigerated temperatures.

s Soft rayon swab tips are inert and non-toxic to micro-organisms and patients. Rayon is a semi-synthetic material. Tips preserve the
sample longer (no fatty acids). The texture is close to that of cotton, but it has none of the fatty acids or other substances that can
be inhibitory to fastidious bacteria. It has also been shown to be compatible with many molecular based diagnostic tests.

mmmm Sterile (SAL 10-6), Pyrogen free & Latex free.

s\"' O O Ts PATENTED i ::}'-'iz
. . e : = | &5
mmmm Color coded caps to facilitate easy recognition and to distinguish different Devices. 'o(.‘:’\!"nr!zmssx!gg e B é
Nome/Nome/Apellido “Age/Eta/Edad Sex/Sesso/Sexo 13
. . e oY __ o 2
mmmmm Tomper evident tube seal: Test tube and CGE is pre-labeled for patient and sample S ey Y 8-
identification and as a seal indicating that the product has not been previously used s o Wil B
o ) . MdrosslindiizolDireccién | @ T } (=]
s |ndividually wrapped in medical peel-pouch. TV N 77 ? ) H®
Regione Monforte, 30 - 14053 Canelli (AT) - ltaly A | @
. www.aptaca.com MADE IN ITALY " =m }
mmmm Shelf life 2 years
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cliniswab’®

"' W Transport Swabs

The applicator shaft of the swab is mounted on the tube plug which serves as an optimal grip for an
efficient swab handling.

There is a choice of shaft:

mmmm Plastic shaft, Rayon tip: made in anti-shock polystyrene,
very flexible but easily breakable as needed, with rayon tip, atoxic.
Particularly suitable for mouth, throat, vagina, urogenital apparatus,
skin, wounds and surgical wounds.

= Aluminum shaft, rayon tip: atoxic shaft, with rayon tip, ideal
for arduous or delicate sampling. The narrow dimension
of the swabs shaft (only 0.9 mm), the high flexibility and strength,
the small fiber tip, make it particularly suitable for urogenital,
urethral, ocular, nasopharyngeal and paediatric uses.
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There is a choice of Transport Medium:

scliniswab’®

Transport Swabs

Transport Medium is contained in a cylindrical test tube @ 12 x 155 mm, in transparent, unbreakable medical polypropylene
(PP), to preserve sample and user’s safety. With pressure cap in polyethylene (HDPE) with specific colour according to
medium type. Pre-labelled on test tube to allow a correct sample identification. ltem code, lot number and expiry date

printed on each label for a full traceability.

STUART: Stuart Media, as per by Dr. R.D Stuart
creation, was the first media for transporting clinical
swab scmples Stuart transport medium allows survival
of many microrganisms, such as Trichomonas vaginalis,
Haemophilus influenzae, Streptococcus pneumoniae,
Streptococcus pyogenes, Corynebacterium diphtheria
and Neisseria gonorrhoeae.

AMIES: Amies transport medium allows the survival of
many micro-organisms, such as Shigella flexneri, Neisseria,
Trichomonas vaginalis, Enterobacterias, Haemophilus,
Corynebacterium, Streptococcus pneumonie, Streptococcus
pyrogenes, Salmonella typhi, Brucella abortus. Amies
modified Stuart’s original formula by replacing the
glycerophosphate in the original formula for an inorganic
phosphate buffer. The metabolism of glycerophosphate
by coliform organisms and other Gram-negative rods, in
Stuart’s original formulation, resulted in proliferation of
these organisms from throat, wound and fecal specimens.
Amies also found that NaCl at 0.3% w/v was optimal for
the preservation of Neisseria gonorrhoeae. Calcium and
magnesium salts were added in the belief that these ions
were of importance in checking the permeability of the
bacterial cells and contributed to their survival.

FAFTACA
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STUART AND AMIES are available with or
without charcoal: the presence of charcoal in
medium neutralizes toxins and inhibitory substances.
The Amies formula with charcoal has been shown to
improve the recovery of Neisseria gonorrhoeae and is
often moreover recommended for Bordetella pertussis.

CARY BLAIR: Particularly suitable for the transport of
microorganisms present in faecal and rectal specimens.
Sodium glycerophosphate presents in Stuart medium, is
replaced by buffer phosphate to avoid, in the medium,
the growth of bacteria that has glycerophospate
reductase. The medium is particularly suitable for
the transport of Salmonella, Shigella, Campylobacter
and Vibrio: furthermore its high pH relatively alkaline
minimize the bacterial destruction due to formation of
acid. Viability of Vibrio cultures for up to four weeks.

VIRUS: The liquid transport medium is inside a
sponge, at the bottom of the squeezable test tube, in
order to allow direct inoculation of the sample. The
addition of antibiotic substances avoids the proliferation
of bacteria or fungi. The foam sponge with transport
medium allows the survival of virus such as Papiloma,

Pseudorrabia, Influenza aviar (H7NT1), Influenza A
(HINT) o H1 N1/09 pandemic, Suid herpesvirus

CHLAMYDIA: liquid transport medium for Chlamydia
trachomatis. The liquid medium is inside a sponge, at
the bottom of the squeezable test tube, in order to allow
direct inoculation of the sample.

cliniswab’®

Transport Swabs
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“W Liguid Medlum Transport Swabs W Liquid Trang g{,ﬁ,{,@e?}g;gmud,-a

(Tlycoplasma and Ureaplasma

Liquid Medium Transport Swahs .
Liquid Transport Medium for VIRUS, Chlamydia, Mycoplasma & Ureaplasma

A complete ronge of Devices _r%ody to use, composed by a Flocked, Foam, P
reak point, and a test tube with screw cap containing a liquid meditm, suifab
of the clinical microbiological samples.

?Iy?s’rer or Rayon swab, plastic shaft with
e for the transportation and preservation
mmmm CliniSwablT™s is suitable for aerobes, anaerobes microrganisms and fastidious organisms.

mmmm CliniSwabYRUS is a room ’rempero’rur? stable viral trapsport medjum, suitable for the transportation and preservation of
Viruses, such as Influenza HTN1, Chlamydia, Mycoplasma and Ureaplasma specimens.

mmmm Transport at room temperature or refrigerated temperatures.
s The Devices standard dimensions make them suitable both for use with automatic instruments whether for manual use.

mmmm The liquid medium type allows to dilute the samples easily and rapidly ob’rainirgf] a homogeneous solution ready to be
used and appropriate in order to obtain many samples equal rates to Carry out different analysis.

mmm Svwabs with break-point and screw cap with “capture” system.

mmmm High level of reliability, reproducibility and repeatability thanks to consistent and standardized absorption and release.
mmmm Ropid automatic elution. Instant and spontaneous release into liquid media.

s Sterile (SAL 10-¢), Pyrogen free & Latex free.

mmmm Color coded caps to facilitate easy recognition and to distinguish different Devices

mmmm \Vith label on each test tubes with lot number and expiry date printed on it to grant full traceability

mmmm Packed in peel-pack, easy opening, totally in plastic material for the Devices optimal protection.

mmmm Shelf life 24 months for CliniSwabt™ and 18 months for CliniSwabVIRUS
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(Mycoplasma and Ureaplasma

Swabs with Flocked, Foam, Polyester or Rayon tip and plastic shaft. They allow an excellent specimen collection and
subsequent release into liquid transport medium. Plastic shaft with “breakpoint” to allow the swab breaking into the
test tube and the successive collection by the screw “capture” cap after the tube closing. It allows to dispose of the swab
together with the cap in a safer way.

Flocked Swabs:
Syntetic fiber flocked swab that allows a excellent clinical sample collection and the following immediate release into the
liquid transport medium. It has a plastic shaft with “breakpoint” to allow the swab breaking into the test tube and the
successive collection by the screw “capture” cap after the tube closing. It allows to dispose of the swab together with the
cap in a safer way. Available in three versions on sampling site base:

mmmm Standard tip: swabs, standard dimensions, for buccal, nasal, vagina, rectal, cutaneous and wound sampling;

mmmm Fine tip: swabs, thin dimensions, for oropharyngeal, urethral and ocular sampling;

mmmm Paediatric tip: swabs, small dimensions.

Foam Swabs:
Special polyurethane foam, medical grade, swab tip that allows a very good clinical sample collection and the following
immediate release into the liquid transport medium. The soft foam bud is more comfortable for po’rlen’rs and has
significant advantages for both conventional and molecular methods. It has a plastic shaft with “breakpoint” to allow the
swab breaking into the test tube and the successive collection by the screw “capture” cap after the tube closing. It allows
to dispose of the swab together with the cap in a safer way. Available in two versions on sampling site base:
mmmm Standard tip: swabs, standard dimensions, for buccal, nasal, throat, vagina, rectal, cutaneous and wound sampling;
mmmm Fine tip: swabs, small dimensions, for paediatric, urethral, urogenital and nasopharyngeal sampling.
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(Mycoplasma and Ureaplasma

Polyester and Rayon Swabs:
Swabs with Polyester tip and plastic shaft or Rayon tip (plastic shaft or aluminium shaft for urethral use). They allow an
adequate specimen collection and subsequent release into liquid transport medlum Plastic shaft with “breakpoint” to
allow the swab breaking into the test tube and the successive collection by the screw “capture” cap after the tube closing.
It allows to dispose of the swab together with the cap in a safer way. Available in two versions on sampling site base:
mmmm Standard tip: swabs with break point, standard dimensions, for buccal, nasal, throat, vagina, rectal, cutaneous and
wound sampling;
mmmm Aluminium shaft, rayon tip: swabs aluminium shaft (without break point) and rayon tip, very small dimensions, for
paediatric, urethral, urogenital and nasopharyngeal sampling
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Fibar Wrapped Swab Foam Swab Flocked Swab
Sample diff i Hydrophobic open coll foam lmits Large volume of liguid sample
‘trappad in the fibar mottress tha volume of sampéo collected but it stays close 1o the surface and siules
stays on surface for easy elution, out rapkdly and spontaneously
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"“ W [ jguid Medium Transport Swabs

There is a choice of Transport Medium:

Liquid Transport Medium is contained in a cylindrical test tube
@13x80 mm, in transparent, unbreakable medical polypropylene
(PP), to preserve somple and users safety. With screw cap in
polyethylene (HDPE) with “capture cap” technology, The specifc color
cap identifies instantly and secure the medium content. Pre-labelled
on test tube to allow a correct patient and sample identification.
ltem code, lot number and expiry date printed on each label for a
full tracciability.
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scliniswabt®

Liguid Medium Transport Swabs

MADE IN ITALY

Name

Sex IMIFI

Age

Date

0 'A%y 1dV-S11-13

www.aptaca.com [STERILE[ R]

NUOVA APTACA SRL
Regione Monforte, 30
Canelli (AT) - ha\y

0 A%y LdV-dIA13

E':'hn bV/RUS

N Liquid Tmns orl: med/um
or s, Chlamydia,
Mycoplasma and Ureaplasma

CEMD]  mapeN iTaLy

Name

Ward Sex IMI F I

Hospital Age

Specimen Date

www.aptaca.com

NUOVA APTACA SRL
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or

Virus, Chlarmydia,

(Mycoplasma and Ureaplasma

6'LL

//////////////////////////////////////////////‘

AMIES: Swabs with pink screw cap test tube containing 1T ml of liquid AMIES
transport medium for the sampling and preservation of aerobes, anaerobes and
other fastidious bacteria such as Streptococcus pyogenes, Neisseria gonorrhoeae,
Bacteroides fragilis, Haemophilus influenzae, Streptococcus pneumonia, etc within
48 hours (24 hours for Neisseria gonorrhoeae) at room or refrigerated temperature.
They can be used for the collection and preservation of mycobacterium and fungi.
Amies is a medium of conservation consisting of inorganic phosphate, calcium
and magnesium salts and sodium chloride with a reduced environment due to the

presence of sodium tioglicollato.
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‘fl 1) L /QU/UI Medium 77'0/75’00/'[: Swabs ‘fl 1) L/QUId Transport Mmedium

or

Virus, Chlarmydia,

(Mycoplasma and Ureaplasma

STUART: Swabs with blue screw cap test tube containing 1 ml of liquid STUART
transport medium for the sampling and preservation of bacteria Neisseria
gonorrhoeae, Trichomonas vaginalis, Haemophilus influenzae, Bacteroides fragilis,
Pseudomonas aeruginosa, Streptococcus pneumoniae, S’rrep’rococcus pyogenes,
Corynebacterium diphtheria, enterobacteria and bacteria of the upper respiratory
tract. These microorganisms are kept viable for no more than 24 hours. More
resistant bacteria are kept for 72 hours; rule of thumb is, however, to submit to the
microbiological analysis, as soon as possible, all somples.

CARY BLAIR: Swabs with green screw cap test tube containing 2 ml of liquid CARY
BLAIR transport medium, for the fecal or rectal clinical samples and for preservation
of enteric pathogens agents as Salmonella, Vibrio, Escherichia coli, Shigella flexneri,
S. typhimurium, E. faecalis (VRE), V. parahaemoliticus, Y. enterocolitica, C. jejuni,
C. difficile, Campylobacter. The Cary Blair Transport Liquid Medium is especially
suitable in epidemiological investigations for Vibrio parahaemolyticus, rectal swabs,
especially when they have to be transported to a central diagnostic laboratory.

SELENITE: Swabs with white screw cap test tube containing 2 ml of liquid medium
SELENITE (Selenite broth) type for the fecal clinical samples or rectal swab, designed
for the transportation, survival and isolation of Salmonella enterica and Shigella
sonnei, reducing the growth of the other enteric pathogens like Escherichia coli and
fecal s’rrep’rococci. The selenite present in the medium inhibit microorganisms other
than Salmonella, particularly coliforms and enterococci. Pseudomonas and Proteus
are not inhibited. Dipotassium phosphate maintains constant pH and reduces the
toxicity of selenium.
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"“ W [ jguid Medium Transport Swabs

SALINE SOLUTION: Swabs with light blue screw cap test tube containing 2 ml
of sterile buffered saline sodium chloride solution, pH 7.2. Particularly suitable to
obtain immediately a ready to use dilute clinical sample solution for inoculation and
analysis.

VIRUS: Swabs with red screw cap test tube containing 1 ml of liquid VIRAL
transport medium for the collection and transport of clinical samples containing
viruses, chlamydiae, mycoplasmas and ureaplasmas from the collection site to
the testing laboratory. The specimen transported in the CliniSwabVIRUS can be
used in the laboratory to perform viral, chlamydial, mycoplasmal and ureaplasmal
culture. Viral tfransport medium, stable at room temperature, consists of a balanced
buffer solution to maintain neutral pH, anti-microbial agents and a preservative.
Organisms viability maintained at room temperature and on ice. Suitable also for
long term freeze storage. This product is not intended to be used for the collection
and transport of general bacterial and fungal specimens.

SPECIMEN CULTURES IN THE LABORATORY M o st
CliniSwab'™ and CliniSwab"YRYS are suitable for Manual Processing w\‘\,\

or Automated Processing. They are compatible for use with most

automated microbiology platforms. Consult with microbiology

automated platform manufacturer instructions for specific information.

or

Manual
swal b ppl

g wnh ut

cliniswabR%

‘n W Liquid Transport Medjum
Virus, Chlarmydia,
(Mycoplasma and Ureaplasma

Streak plating example

N
(&)

liniswab

Wiy
7 S

-

-
-

-




\l!r \l!r

scliniswabt™ :cliniswab'?RY"

"'“ W Liguid Medium Transport Swabs ’“ W Liquid Trongt ﬂ’{%r{,@e‘(’}%,’[,’mud,a

(Mycoplasma and Ureaplasma

HOW TO USE

Open the blister pack from the “peel here” indication and aseptically remove the swab from
the blister pack;

mmm Toke the sample from the patient by applying moderate pressure;

E— > mmm Unscrew the cap and insert the swab into the test tube, being careful not to spill the liquid
“ medium contained inside;

mmm Break the swab in the test tube by placing the “breakpoint” indicated on the shaft of the
swab against the edge of the test tube. Tilt it 180°, using moderate pressure (not applicable
for alluminium shaft swabs). Discard the broken pcr’r of the shaft in accordance with current
regulations for medical waste;

mmm Firmly tighten the cap onto the test tube and shake gently. Label the test tube with the patient’s
data and keep it at room temperature. Deliver it to the laboratory within 48 hours. When the cap
is removed, the swab will also automatically be removed. Analyze the sample by performing
standard clinical laboratory procedures.
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scliniswab®
/I Dry Swabs

Dry Swabs - Main Fealures

Sterile Dry Swabs (Plain swabs) including cotton swabs and rayon swabs. Swab shaft which can be wood, plastic or aluminum.
Swabs are inside a cylindrical test tube @12x155 mm made in plastic (unbreakable medical PP), without media.

mmmmm For specimen collection, transport and general laboratory use. Dry swabs are intended
for use when a fest is to be carried out immediately, or does not require target organisms
to remain viable.

s Cotton swab tip is a natural product (100% cotton — conform to European Pharmacopea)
that may contains fatty acids such as oleic acid. These can inhibit recovery of some
bacteria if not used immediately. Sterilisation by irradiation can make this inhibitive effect
worse, especially when used in a transport device.

mmmmm Soft rayon swab tips are inert and non-toxic to micro-organisms and patients. Rayon is
a semi-synthetic material. Tips preserve the sample longer (no fatty acids). The texture
is close to that of cotton, but it has none of the fatty acids or other substances that can
be inhibitory to fastidious bacteria. It has also been shown to be compatible with many
molecular based diagnostic tests.

s Color coded caps to facilitate easy recognition and to distinguish different Devices.
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mmmmm Tomper evident tube seal: Test tube and cap is pre-labelled for patient and sample
identification and as a seal indicating that the product has not been previously used

— Avk?iloblk? Isllerile individually wrapped in medical peel-pouch or sterile save-space test
tube in bulk.

s Shelf life 5 years.
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scliniswab?®
o Dry Swabs

The op‘olicgfor shaft of the swab is mounted on the tube plug which serves as an
optimal grip for an efficient swab handling.

AR AR

There is a choice of shaft:

s Plastic shaft, Rayon tip: made in anti-shock polystyrene, very flexible but easily
breakable as needed, with rayon tip, atoxic. Particularly suitable for mouth, throat,
vagina, urogenital apparatus, skin, wounds and surgical wounds.

mmmm Aluminum shaft, Rayon tip: atoxic shaft, with rayon tip, ideal for arduous or
delicate sampling. The narrow dimension of the swabs shaft (only 0.9 mm?, the
high flexibility and strength, the small fiber tip, make it particularly suitable for
urogenital, urethral, ocular, nasopharyngeal and paediatric uses.

mmmm Wooden shaft, Cotton tip: made in 100% cotton tip (European Pharmacopea)
and atoxic wooden stick. Swabs for general clinical use, everyday performance,
suitable for throat, vagine, skin onosf:] wounds drawings, Gram-positive, Gram-
negative. Not recommended for N. gonorrhoeae or C. trachomatis.
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To see our complete swabs range

click here
To see our complete product range visit wwwaptacacom

Nuova Aptaca Sri

Regione Monforte, 30

14053 Canelii (AT) ITALY

Tel. (+39) 0141835075 - Fax (+39) 0141/835292
export@aptacacom - wwwaptacacom - wwuwyvacuaptacait




