Amies. Sterile

AMIES media is a modification of Cary Blair media, which is at the same fime

a mogification of Stuart media. Basically the glycerophosphate is replacediby

anin ﬁ‘r@anic phosphate, and the methylene blue by pharmacological charc
and magnesium are also added, thus maintaining the permeab

the Bacterial ceil. This media assures the viability of organisms such as

Haemophilus sp.
Gorynebacterium sp.
Trichomonas vaginalis
Streptococcus pyogenes
Streptococcus preumoniag
Shigella flexneri
Salmonella typhi
Brucella abortus
Enterobacterias, etc.
Some. microorganisms can resist on the media for up to 3 days, although the
recovery of microorganisms is better if cultured in the first 24 hours. Amies
fran swabs are available with or without charcoal.
Swabs are sterilised by radiation.
Peel-pack dimensions: 38 x 210 mm. Expiry date: 30 months after sterilisation
dat :

of Neisseria gonorrhoéag and
Vibrio cholerae

300287 snappable polystyrene + viscose

snappable polystyrene + viscose
300285 (with charcoal)
300281 aluminum + viscose
aluminum + viscose
300281/1 {with charcoal)
' 300281T twisted aluminum + viscose

Liquid Amies. Sterile

This Is a variation of the traditional Amies media swab where the media is
presented on liquid form without agar. *© s )
Suitable for conservation of pathogens such as:

Haemophilus sp.
Corynebacterium sp.
Trichomonas vaginalis

+ Streptococcus pyogenes
Streptococcus pneumoniae
Shigella flexneri
Salmonella typhi
Brucella abortus
Staphylococcus epidermidis
Escherichia coli, etc.

Media is supplied in its liquid form, in a sponge, suitable for direct extensions
on slides.

Swabs are sterilised by radiation,

Peel-pack dimensions: 38 x 210 mm.,

Expiry date: 30 months after sterilisation date.

6x100 7.60 0.055

300584
Cases per pallet; 32.

snappable polystyrene + viscose
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LMS-Swab Cary Blair

Test tube with green screw cap containing 2ml of liquid CARY BLAIR

Item Description
* Flocked swab
1020230  standard tip

edium for fecal or rectal clinical samples and for preservation of
teric pathogen agents. PU = 100 pcs/box, 600 pcs/carton

MOQ

600 pcs/carton

1020234 fine tip

600 pcs/carton

1020238  paediatric tip

600 pcs/carton

¢ Foam swab
1020231  standard tip

600 pcs/cérton

1020235 fine tip

600 pcs/carton

 Dacron swab
1020232  standard tip

600 pcs/carton

MS-Swab Selenite

st tube with white screw cap containing Zm of liquid SELENITE

medlum for fecal or rectal clinical samples de eloped for trans-

portatlon survival and isolation of salmanel,

nterica and shigella

sonnei. Reducing the growth of other enteric pathogens like e. coli

and fecal streptococdi. PU = 100 pcs/box

item Description
* Flocked swab
1020281  standard tip

f’v6OO pcs/carton

MOQ

600 pcs/carton

1020285 fine tip

600 pcs/carton

1020289 paediatric tip

600 pcs/carton

«’Foam swab
1020282 standard tip

600 pcs/carton

1020286 fine tip

600 pcs/carton

e Dacron swab
1020283  standard tip

600 pcs/carton

VIR-Swab Virus

Test tube with red screw cap containing 1ml ofliquid transport
mf dium developed for the collection, transportation and survival

oftviruses, chlamydia, mycoplasma and ureap!asma

PU = 100 pcs/box, 600 pcs/carton

m Description
locked swab

MOQ

0 standard tip 600 pcs/carton
1020241  fine tip 600 pcs/carton
10z ] paediatric tip 600 pcs/carton

* Foam swab
1020243  standard tip

600 pcs/carton -

1020244 fine tip 600 pcs/carton
acron swab
standard tip 600 pcs/carton

iscose/rayon swab
1020245  pilastic stick, fine tip

600 pcs/carton

1020247  aluminium stick, fine tip

600 pcs/carton

ORDER BY PHONE +49-40-739 20 4

WWW.HERENZ.DE




Spazzolino endocervicale
KITO BRUSH

o

Spazzolirs per i prelieve and

GRS R RO

b

KITO-BRUSH-bulk - M0pes

KIFO-BRUSH steriie In confezions singola: v 500pcs | R G
sterlie single packed 3 ‘

KITG-BRUSH fpo-"profile®

patole di Ayre

Wre scraper

b

Spatole pef prefisvn citologicd. Redlizzats tlegno of Behillo Son Bordi arotondit: .
A 57 stavioiogy 1

A

500 pes

spayola Ayre lsgno
wooden Ayre Scraper

spatolaAvie legnosterle in confezone singela 500 pes
stedfe sihgle packed wobidlen Ayre scraper

spatola Ayre plastica ‘ 500 s
plastic: Avre scraper ‘

spatola Ayre plostica steriie Inconfezions si_ngoio ,s%eri}e 500'pes
Stedie single packed plastic Ayre scraper
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Stuart swabs. Sterile

jer of pathological microorganisms, such as:
isseria gonorrhoeae

emophilus influenzas

sseria meningiditis

ordetella pertusis

rynebacterium diphteriae

richomonas vaginalis

Staphylococcus aureus

Streptococcus sp.

Salmonella sp.

Shigella sp.

efc.

The most unstable crganisms will remain viable for up to 24 hours and other for
several days. The media is reduced due to the presence of thioglycolate, which

nur

abs are sterilised by radiation.
Dimensions of the peel-pack: 38 x 210 mm.

300290

. Class na
Cary Blair. Sterile
Cary Blair is another modification of Stuart media.”
The glycerophosphate has been substituted by inorganic phosphate since
glycerophosphate is a metabolite for some bacteria, so they could grow and
disgrise the pathogens amount,
The methylene blue has also been removed and the pH increased to 8.4.
This is a media originally developed for fascal samples but is also used
successfully for anaerobic transport, such as:

Neisseria gonorrhosae

Vibrio cholerae

Vibrio parahaemolyticus

Haemophilus influenzae

Neisseria meningiditis

Bordetella pertusis

Streptococcus pneumoniae

Shigella flexneri

Pasteurella pestis

Campylobacter Spp., etc.

Swabs are sterilised by radiation.
Dimensions of the peel-pack: 38 x 210 mm.
Expiry date: 30 months from sterilisation date.

wood + cotton 300280 wood + cotton 6x 100 8.50 0.052
300291 aluminium -+ cotton 6x100 9.10 300280.2 snappable polystyrene + viscose 6x100 8,50 0.056
snappable polystyrene + viscose 6x100 8.65 Cases per pallet: 32.

300295
Cases per pallet: 32.

~ Rlideltalab
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Sterile swab in round tube

dry swabs supplied in shockproof round bottom polyprop
aling the cap.

Glass Iia

vlene tube, with

300250 . wood + cotion 4x500 1476
300259 wood + viscose 4 %500 14,00
snappable polystyrene +
300261 nable polvly 4x500 1490
snappable polystyrene +
300252 PRD Bosy 4x500 1500
aluminium + cotton 4x 500 186.00
aluminium + viscose 4x500 13.90
snappable polystyrene
e ey~ 4x500 1500
wood + pure coton 4x500 14.00
twisted aluminium + viscose 4 x 500 13.90
polystyrene -+ flocked
oo 4X500 1420 .

o R L . . .
Twisted aluminium: This is a material excepcionally flexible :
to use it in sensitive zones as nasopharyngeal, ocular or for

pediatric uses.

Flocked polyester: material with high absorbency and overall

sample elution.

Human DNAsa, RNAsa and DNA free certified
swabs, steriles

Human DNA free Certified. Sterilised by ethyiene oxyde.

The swab is supplied in a polypropylene tube, which protects the sample up to’
the laboratory prior to its analysis. The stick of the swab is mads of polystyrene
while the head is produced with viscose or polyester according to the code.
The tube is labeled indicating code, description, lot, expiry date and providing
an identifying area to note down collection details {site; date, etc.). Moreover,
the label seals the tube with the cap of the swab, acting like a tamper evident
system.

300252DNA  polystyrene + viscose 500 4x500 14.20 0.070

300263DNA  polystyrene + polyester 500 4x500 14.20 0.070

Expiry date: 48 months from sterilisation date e

MICROBIOLOGY

-
©
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‘Suface Kit

“The surface kits are supplied with a swab and a tube containing a b
with neutralising agents.
Kits arg intended for surface sampling for subsequent microbiologicai_’[
The a single use product and is sterilised by radiation.

The stwab is composed of a polystyrene support with a breakpoint {on
200398) and a viscose tip. e
The tube incorporates a pressure or screwed cap.

The kit is intended to be used by skilled personnel, properly train
sampling.

The kit is presented individually wrapped in a peel-pack format,
The kit is complemented with the sampling template (200396P),
It has a hole of"4x5 cm to perform the sampling, s sterile and its supplied in
a flowspack.

surface

> 0398 skirted tube + viscose swab 10.30 0‘056
5 mi neutralising broth in non

A 00399 skirted tube + yiscose swab 10.26
3 200396P Surface sir;wsplérr)g template 0.75

Meat sampling kit

Designed according to the international standard 1SO' 17604, which is taken
as reference on European Directives and Rules about microbiology of food and
animal feeding stuff — carcass sampling for microbiological analysis.

The kit includes:

- A bottle containing 25mi of sterile buffered peptone water

- A disposable sterile template, supplied in a flow pack bag
- ‘A sponge

200393.V  carcass sampling kit with sponge

200393P template meat sampling
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El fabricante / The manufacturer.,

'DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

DELTALAB S.L..

Plaza de fe Verneda, 1
Pol. Ind. La Ligna
08191 RUB! (BARCELONA) — SPAIN

Declara bajo'su responsabilidad que el producto:
Declares under its respons;b:i:fy that the product.

CUMPLE LOS REQUISITOS DE LAS NORI
CONFORMS TO THE REQUISITES OF TF

Fég:h‘a »7 Date! 201082018

AS CON Y SIN MEDIO DE

SISTEMA ENVASWO ESTER}L BE TQMA BE MUESW :
TRANSPORTE MARCA EUROTUBO

INVASIVE STERILE EUROTUBO OOLLECTION SWAB FOR SAMPLE COLLECTION WITH
AND WITHOUT TRANSPORT MEDIN ,

{Codigos segunAnexo 1/ Codes: nAnnex 1)

da de muestras por contacto directo-con’el pacxente

fi';po:: Sistemna invasivo estéril de re
y direct-contact with the patient

Type: Invasive sterile coilection sys
Finalidad Prevista: Recogida y transporte de mugstias biolégicas para postericres andlisis
microbioldgicos: ; '

Intended Use: Collection and tra
analysis

of biclogicel samples for subsequent microbiological

denga GMDN / GMDN Code: 3372'

ESCOBILLON -  Swab

Directiva 93/42/CEE Directiva F tos Sanitarios,,
Transpgsicion & ia legislacién e’j aﬁola ‘éh Real Decreto 1 59112003
Directive 93/42/ECC Medical Devices Directive. o
Transposition to. Spanish legislation:in Real Decreto 1591/2009.

Clasificacion: Clase lla
Classification:: Class lia
INFORMACION ADICIONAL.

En referencia a los escobillones, este: documento: tiene su apoye en e Certificade CE nimers 2008 08 0474 6P
Epidrafe "1, de Garantfa.ge Calidad de Ia Produceion de- acuerdo-con s Anexos. Y ¥Vl de-la’Directiva 93/42/CEE,
emitido por fa Agehcid Espariola de Medmme' Sy Productss Samtarzos (AEMPS) Organisnio Nétificade nirere
0318

OTHER INFORMATION:

Regarding the swabs.:this documentation
Production Quality Assurance: according to
de Medicamentos yProductos Sanitarios (Al

p.,gor‘ed by the CE Certificate: number 2005 06 0474 CP Epigraph 4.
A\ and Vitof Dirsctive 93/42/EEC issued by.the: Agencxa Espafiala

Notified Body nupiber 0318, .

CDCE-54 Rev. 14
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ANEXOC 1 - ﬁESCRWQ%()N DE i&RRCUL{}S

ﬁiNNEX 1- ﬁR“ﬂiﬁLES BESCF&PTR}?’%

ESCOBILLON PS+ALGODON PEELA
ESCOBILLON ALU+ALGODC
ESCOBILLON MAD +ALGO

ESCOBILLON PS+VISCOSA TUBO

300261
kff30@263}

300294
300295
300296

300299

?-’ee:m; Date; 20/05/2018 CDOE-B4 Rev .34



. 300211.10

Fecha/ Date: 200052016

CDCE-B4Rev, 14
Fag. 44




CE ATITI TIE DEKLARACIJA

‘,_;PRODUKTO GAMINTOJAS ~ DELTALABS.L.

ADRESAS Plaza de la Verneda, 1
Pol. Ind. La Liana
08191 RUBI (BARSELONA) — ISPANIJA

DEKLARUOJAME SAVO ATSAKOMYBE, KAD PRODUKTAS

~Pavadinimas - INVAZINIAI STERILUS EUROTUBO SURINKIMO

s TAMPONELIAL, SKIRTI MEGINIY PAEMIMUI SU
ARBA BE TRANSPORTAVIMO TERPES

Tipas Invazii;;‘;}éterﬂi surinkimo sistema, skirta tiesioginiam
kontaktui su pacientu

Paskirtis Surihkfi; ir transportuoti biofbginiiis méginius vélesnei
* mikrobiologinei analizei

'GMDN kodas 33722

"ATITINKA STANDARTU IR DIREKTYYU REIKALAVIMUS:

Tamponélis RN
Direktyva 93/42/ECC Medicinos prietaisy direktyva. Perkelimas { Ispanijos teisés aktus Real
Decreto 1591/2009. T

Klasifikacija: Klasé Ila

. KITA INFORMACIJA: S

'§i atitikties deklaracija yra paremta CE sertifikato numeriu 2 ﬁ@é@ 4 CP, Produkcijos kokybé
uZtikrinima pagal Direktyvos 93/42/EEC Priedy V ir VII reikalavimus, iSduota Agencia Espanola
“de Medicamentos y Productos Sanitarios _(AEMPS), Notifikuotos jstaigos numeris 0318.

Megintuvélis su transportavimo terpe
Direktyva 98/79/EC In vitro diagnostiko“sf;'?médjcmos prietaisy direktyva. Perkélimas j Ispanijos

teisés aktus Real Decreto 1662/2000.

DATA: 2016 m. geguzés mén. 20 d.

Vardas:
- Paragas:
Pareigos




The Notified Body

MEDCERT Zertifizierungs- und Prisfungsgesellschaft i die Medizin GrbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company o
Heinz Herenz Medizinalbedarf GmbH
Rudorffweg 10
21031 Hamburg
Germany

With iits facility as per attachment 1

has infroduced, applies.anid maintains o Quality Assurane
concerned with securing and aintaining sterile conditic

for the products / product categories:

i '*i?brvithe-csgsefs of manufcictire
1354

o Bacterial sample :cqli}ecﬁh‘gg}i sefs
» Tongue depressors h ‘
o Surgical covers

s Cotton swabs

o Urine bags

The compliance of the: Quali Assurance System with the: below mentioned requiremerts of the
Council Directive 93742 /EEC was verifiad by-chaodit . -

Annex V
The license of certification is,sub{@a&‘:ﬁ@ surveillance by MEDCERT,

This certificate is valid until; 27 April 2024

Reporf No.: 1249FS22F
ProcessiNo.: @S -
Cetfificate Nois

MEDCERT Identification No.: 0482




Aftachment 1
EC-Cerfificate of C@nmrm%i‘y
QS - 1249

This Attachment is valid only in connection with cerfificate No.: 1249GB415190513

Heinz Herenz Medlzmﬁlbedaﬁ meH

Osterrade 54
D10 Merebarsmes

S N W, & R2aR AR RIE &F

Senannt Surch/Designated by

Zantalslels dertdnder 2
e Gesundhelisschuty 9
benkmeumlte’ln und ;




KALTEK S.r.1., kurios pagrindiné buveiné yra adresu Via del Progresso No. 2 ~ 35127 Padova
(Italija), visa savo atsakomybe atsakingai pareiskia, kad medicinos produktas, pavadinimu:

STERILUS SEPETELIS KITO-BRUSH

Prekés kodas 0640 B

Produktas priskiriamas | steriliy produktq'klasei Nr. 5 pagal Direktyvos 93/42/EEB IX skirsnj ( pagal
pakeitimus iSvardintus Direktyvoje 2007/4 7/EB), kuri galioja Italijoje pagal Dekretg No.46, isleistg
1997 vasario m. 24 d.(ir jo pakeitimus pagal dekretq Nr. 37/10).

Pfoduktas visiskai atitinka reikalavimus pagal Direktyvq 93/42/EB , kaip aprasyta-Techniniame faile
Nr.FTOOIKT (kuris laikomas Kaltek pagrindiniame ofise);

Ir yra gaminami pagal auks¢iau minétos Difék%yvos kokybés sistemos, kuri atitinka Priedo V
reikalavimus, kurie isdéstyti Serifikate Nr. A:4§924016 iSduotame 2004 m. rugpjicio 26 d. KIWA
CERMET S.p.a. notifikuojancios organizacijbé _kurios registraciojos Nr. 0476.

Organizacijos adresas: Via Cadriano, 23 Cd'dmf’ o di Granarolo (BO). -

Padova, 2020 01 07

Kotfolsr- 85197 PADGUA- Hidy - Vo el Progressor 37, inwigiaiiohit
TOL +30 040 BT83810  £at. - FOX 89" 047 8700388 - Eencll ORISR -

lseritfa. Reghtto fmprate ol Padbua GF & 4. ok BIEB6IGE
RIVA 02405040284 - Cophicle: Soelale: Euro 10000060 Tns- &

£ e gree pe ey oY
T ¥Rwr Besh Neapitol g




La societd KALTEK S.r.l. con sede legale e operativa in Via del Progresso n® 2 — 35127 Padova (ltalia), dichiara sotto la
propria totale responsabilita che il dispositivo medico denominato:

KITO-BRUSH STERILE - COD. 0640

classe di rischio 1" sterile, in accordo alla regola 5 dell’allegato IX della Direttiva 93/42/CEE e ss.mm.ii. (emendata dalla
‘Direttiva 2007/47/CE,)recepita in Italia con Decreto Legislativo 24 febbraio 1997 n. 46 e ss.mm.ii. (emendato dal D.Lgs.
n. 37/10), s

o & conforme ai requisiti essenziali ed alle disposizioni della direttiva 93/42/CEE e ss.mm.ii. come da fascicolo tecnico
n. FTOO1KT (archiviato presso la Kaltek); , ;

e ¢ fabbricato in accordo al Sistema Qualitd che soddisfa i requisiti di cui all’Allegato V del sopracitato decreto
legislativo, come da Certificato n. MED 24016 rilasciato in data 26/08/2004 da KIWA CERMET ITALIA S.p.A. -
Organismo Notificato n. 0476 - Via Cadriano, 23 Cadriano di Granarolo (BO).

~rons

KALTEK S.r.l. with operating and legal head office in Via del Progresso No. 2 — 35127 Padova (italy) certifies, on its
own responsibility, that the medical device named:

STERILE KITO-BRUSH - REF 0640
risk kc/ass I sterile - rule No. 5 - Annex IX of the 9§(#2/ECC Directive and its following amendments and integrations
(emended by the 2007/47/EC Directive) enforced by the [talian decree law No. 46 of 24/02/97 and its following
amendments and integrations (emended by decree low No. 37/10)

s complies with the requirements set out in 93/42/ECC Directive and its amendments as described in the Technical
File No. FTOOIKT (archived in Kaltek head office);

* is manufactured according a quality system which complies with the requirements of the Annex V of the above
mentioned decree law as per Certificate No. MED 24016 issued on 26/08/2004 by KIWA CERMET ITALIA S.p.A. -
notified Body No. 0476 - Viia Cadriano, 23 Cadriano di Granarolo (BO).
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F.L. MEDICAL s.r.I. Unipersonale
Turinti bastines
Via-Enrico Mattei, 20
35038 TORREGLIA (PADOVA)

" ITALA

Vienkartiniy plastikiniy gaminiy, skirtq laboratorijos analizei gamintojas, deklaruoja savo
atsakomybe, kad toliau nurodyti IVD atitinka esminius reikalavimus pagal direktyvos
’ 98/79/EEC3priedo, 9 straipsnj:

ysciy konteineriai
‘iai biologiniams skys&iams
Petri lék3telés, inokuliacionés kilpelés
Meéginiy indeliai ir kiuvétés; skirti automatiniams analizatoriams
w;Pipeciy antgaliai
“~ Pastero pipetés
Sterilios Pastero pipetés

- ESR sistemos
Megintuveliai biologiniy skysciy surinkimui
Sterills mégintuvéliai biologiniy skys&iy surinkimui
Mégintuvéliai kraujo surinkimui
Vakuuminiai mégintuvéliai kraujo surinkimui, sterilts

Techniné dokumentacija saugoma imongéje, uz kurig atsakingas kokybés uiztrikrinimo
‘yadybininkas

Torregia, 2020 01 10 . F.L A
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DECLARATION OF CONFORMITY
F.L. MEDICAL s.r.I. Unipersonale
Havmg headquarters in
Via Enrico !Vial'[(?,l JAU
35038 TORREGLIA {PADOVA)
SITALY

manufacturer of disposable plastic wares for analysis laboratory, declares on tts responsnbmty
that the IVD below indicated meet the essential requirements of annex 3 according fo art. 9 of
Dsrectlve 98/79/EEC:

Contamers for biological liquids
Sterile containers for biological hqunds '
Petri dishes, spreaders and inoculation loops
Sample cups and cuvettes for auteanalyzer
Tips for pipettes
Pasteur pipettes
Sterile Pasteur pipettes
ESR systems
Test tubes for biological liquids collection. -
Sterile test tubes for biological liquids collection
Test tubes“for blood collection
Vacuum test tube%vfor blood collection sterile

The technical documentation is located in: our facilities under the responsnbﬂrty of the quahty
assurance manager.

Torreglia, 10.01.2020
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