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AHAJIUTUYECKHUM TTACIIOPT

Habop KOHTpoIBHBIX PacTBOPOB GEIKOB MOYH
«bM-koutpoab-CCK + raiokosa n pH»

Koa OKTT 93 9816
Pezucmpauuonnoe yoocmosepenue Ne @CP 2010/08997
TY 9398-269-52208224-2010

Kar Ne 04.01.04
Homep cepun IIB 07 -23
Cpok roganoctH no: 14.06.2024 r.
HA3ZHAYEHHE
HaGop «BM-kontpons-CCK -+ rimokosa u pH» IpeaHasHauen mis KOHTPOJIA IPaBHIILHOCTH H
BOCITPOH3BOAHMOCTH PE3YJIBTATOR ONPEIEIIEHHS B MOUE

GenxoB - MO WX peakiyH ¢ CYNbQOCATHIIOBOH KHCIOTOMH :
= C NOMOLIBIO THATHOCTHYECKHX IIOJIOCOK
TIAIOKO3BI —  (EPMEHTATHBHEIM METOOM (IFOKO300KCHIASHEIM)

- Ka4yeCTBEHHBIM IIO peaknnH BeHeaukra
= ¢ MOMOIUBKO JHATHOCTHYECKHX IOJIOCOK
pH - ¢ MOMOIBIO JUATHOCTHYSCKHX ITONOCOK

COCTAB HABOPA
HaGop «bM-xontpoms-CCK + rimoxosa u pH» comepxut 8 (pITaKOHOB KOHTPONBHBIX
PacTBOPOR:
- 4 ¢naxona yposeHs Nel mo 10 Mn
- 4 dnaxkona yposess Ne2 mo 10 ma
B macnopre Habopa yka3seiBaeTcs cpeiHee 3HAYEHHE KOHIEHTPALMH GENKA MOYH H IITIOKO3E!
¢ KOHTPONILHBIMH IpefenaMu (X+28),

Texunueckie xapakTepHcTAKH HaGopa:
- KO3()(HIMENT BapUAIH Pe3yTbTATOB H3MEPEHHS KOHICHTPALIH

beinkos, %, He Gonee 10 CooTBeTCTBYET
- K03 HUMEHT BapHAIH Pe3yNETATOR H3MEPEHHA KOHLIEHTPALMH

TIOKO3EL, %, He Gonee 5 CooreercrByer
- MexdnakonHas Bapuanus, Y%, He Gonee 5 % CooteeTcrsyer
- AOMyCTHMEI Pasépoc pe3ynBTaToB ONpeAeNeHHs KOHICHTPalHH

OenKoR B pasHBIX HAGOpax oxHOi cepun, %, He Gonee 10 CooteeTcTBYET

IIIOKO3E] B pasHEIX Habopax omHoM cepum, %, He Gonee 5 CooTBeTcTBYeST
- CPOK XpaHeHus Habopa, Mec 12
- TeMmeparypa XpaHeHus, °C 2-8%C

- TMOC/I€ BCKPHITHS (hrakoHa pacTBOp MOXXHO XpaHHTh, IHel, He Oonee 14

[
Hauaneunk orgena ..
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Kunusecwas 000 «Arat-Memp
i 105173, r. Mocksa, yn. Fnasxaa, 6-12
ten. (495) 777-41-92

Z agat(@agat.tu  www.agat.ru

NACIIOPT

Habop pearenTor misa onpenenenns
KOHLEHTpAlMH fenka B Mode, 660 onp, x 3 M
«besiok B moue - ATAT».

Cepua............ 66/800223 Hata germycka...  02.2023  Tomen no... 022025
Konuvecteo Habopos B cepun... 500
HauMeRoBaHHE MOKA3ATETA TpeGosanun HT/ Pe3ynbTarsl aHANH3A
NpeANPUATHS
1. Bueminuii sug
| 1.1 KanubposouHerii pacteop ansOymuna | IKunkoors Gecpernan | Kumicoors Geotmernan
npo3pavHan Npo3pavHan

e | D3 MIOCTODOMMYX BKMIQUeHMH |
1.2 Cynupocanuunnosas kncnota T'OCT 4478-78 CooTseTcTRYET

2. TexHuUYECKHE XAPAKTEPUCTHKH

2.1 3uaucHue pH KATMGPOBOMHOrO
pacTrOpa anbOyMuHa, €1, B HHTEpBTS 6,5-8.0 Cootsercryer
3. Hora3zaTeAH NPaBUALHOCTH
onpeaeneHns

3.1 CooTBecTBHE CTAHAAPTHOMY 0OpasLy,
oTkNoHeHHe, %, He Gonee 2,0 Coorsercrayer

3awnouenune OKK OO0 «Arar-Meay:
HaGop cepun 66/800223 tpeGosanuam HT]] npeanpustus COOTBETCTBYET.

Havansank OKK OO0 «ATAT-MEJI» I'naayu B.B.
«10» despans 2023r.

nuA AnA - BnekTporopok Conobbesa T.B. K dokyMeHTy PacxogHasBH Ne 653621  or 14.06.23 k ToBapy noa. 3



OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO K METPOJIOIMH

CHUCTEMA JIOGPOBOJILHOU CEPTHOUKALIUW I'OCT P

«EAC AUDIT»

PECUCTPAIIMOHHAII HOMEP POCC RU.32028.04EAC1

OPT'AH 10 CEPTU®MHKATIIAN 000 «I'OPTECT»

PEMACTPAITMOHHDBII HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pumiaecknii anpee: 109028, Pocens, . Mocksa, CepeGpsHuteckas nabepexcrad, 1. 27,

AUDIT|

araxk 4, moM. 1, koM. 17
Teneon: 8 (800) 1000-730, ¢c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnniii Homep Ne 04EAC1.CM.03842

O011ecTBO € OTPAHMYEHHOI 0TBETCTBEHHOCTHID «Arar-Mea»

(HaMMEHORAHHE TTHIAL)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k8. 12

(TopuaHyeckHit (apec )

143906, Poccus, MockoBckan 00aacTth, . Bamanmxa, ksaprana Ilutauxoso, 1. 88A
(arTHICCKME 1IpeC THLL)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSIIUI CEPTHOUKAT YIOCTOBEPSET COOTBETCTBHE

CHCTEMBI MElEKMEHTA KauecTBa winexmii Meauunnckux OfiecTa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Mei» Tpebosannav TOCT 18O 13485-2017 (ISO 13485:2016) «M3nemis Meanuunckne. CHeTeMbl MCHEUKMEHTA
kadecTBa. CHeremibie TpeGopanus NaH ueell peryJnpoBanusy MPHMEHHTEILHO K pa3zpadoTKe, DPOM3BOICTBY H
npoaKe MENUONHCKAX W3ACTUi 105 in vifro AMArHOCTHKA: PEArcHTOB W HaBOPOB PCATEHTOB JUIR KIWHIHECKOH
ﬁilﬂxl.{l\i!‘ill, A TaraKe lcamiﬁparopus H KOHTPOJIBHBIX MATEPH alos

Jara perucrpaumu: 08-09-2021

Cpox pesicreus qo: 07-09-2024

Pykosoaureab oprana
1O CePTRRHHKALNM:

B. H. Iorogun

(ITOATICE)

Mpejaceparens
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HACTOSLLMIA CEPTMOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATE COCTOSAHME BLINO/IHAEMbIX PABOT B COOTBETCTBHKM C
BLIEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOHKALIWA CUCTEMBI
HAOGPOBOJIbHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOMAEHWMA EXXEr0AHOT 0 MHCNEKLIMOHHOT O KOHTPONA




DEAEPAJILHOE ATEHTCTBO

1O TEXHHUYECKOMY PEIYJIMPOBAHHWIO H METPOJIOTHUH

CHUCTEMA JIOBPOBOJILHOW CEPTUGUKALIAKA TOCT P

«EAC AUDIT»

PETHMCTPAITMOHHBIFA HOMEP POCC RU,32028.04EAC1

OPI'AH 110 CEPTH®MKAILIHHA OO0 «'OPTECT»

PEI'UCTPALIMOHHBINA HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0puangeckuit agpec: 109028, Poceus, 1. Mocksa, CepeGpanndcckan nabepexnas, 1. 27,

oraxk 4, noM. 1, kou. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.r

PAZPELHNEHHE
Ha NpUMeHeHne 3HaKa COOTBETCTBHSI

cucreMsl JoOpososiLnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJJTAHO HA OCHOBAHHH PEINEHMS O BHIJAYE CEPTUO®HKATA COOTBETCTBHA
CUCTEMBI MEHE/DKMEHTA KAYECTBA U3JIEJUNA MEAMUIMHCKAX

O61ecTRO € OrPAHMYEHHON OTBETCTBCHHOCTHIO «AraT-Mem»

(HAMMEHORAIIE THILA)

105173, Poceus, r. Mockea, yiu. InasHas, 1. 6, kB, 12

(HopHITHMECKIT aTipec THIT)

143906, Poccus, Mocxkosekas o6aacts, r. Banammnxa, kapran Ilurauncoso, 1. 88A

(thawrruccrmi aipec i)

WHH: 7719187311 OTPH: 1037739078970
PASPEINAET

TIpHMEHATE 3HAK COOTBETCTBUS cucTeMbl moGposonsuoit ceprudmkaunn «<EAC AUDIT» na nepron aciersus ceprudurara
coorercTera No 04EACL.CM.03842 B mro6oit dopme, HCKINOYAIOMIESH BOSMOMKHOCTE TOIKOBAHHA €I0 KAK 3HAKA COOTBETCTBHA
KavecTBa TpoyKIMy, JlomyckaeTcq MCTIONLIOBATL 3HAK COOTBETCTBUS B peKmamHEIX OykneraX, mpocmekTax, Gponnopax,
[aKarax, G1aHkax opraHr3aHoBHO-PACTIOPAIHTCABHON TOKYMEHTALNH OPraHi3allHi — ASPIKATEN cCpTuduKara.
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HACTORLMMA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPMUBATD COCTOSHUE BbINONHAEMBIX PAGOT B COOTBETCTBHY C
BBILIEYKA3AHHBIMK CTAHOAPTAMM, YTO BYAET HAXOAWTLCA NOA KOHTPOJTEM OPTAHA NO CEPTHOMKALIMM CUCTEMB!
AOBPOBONbHOM CEPTUOUKALLMW "EAC AUDIT" U NOATBEPX AATHCA NPH NPOXOM AEHWM EXXEr0ZHOr0 MHCNEKLUMOHHOT O KOHTPONA




GOENEPAJILIOE ATEHTCTBO

IO TEXHUIECKOMY PEI'VIIMPOBAHUIO U METFOJIOTI'MH

CUCTEMA 1OBPOBOIILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHNLIN ITOMEP POCC RU.32028.04EACI

OPTAH TIO CEPTU®HKAITUN 000 «'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpunnueckuii agpec: 109028, Poceus, n. Mockea, CepeOpanugcckas nabepensas, u. 27,

oram 4, moM. 1, kom. 17
Teaedou: § (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Peruncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIIMI CEPTU®UKAT VIOCTOBEPSIET, UYTO

Inagyn Buranaii BuxropoBuv

cooTBeTcTByeT  TpeboBaHMsIM  cucTeMbl  JoOpoBoibHoi  ceprudurammn  «EAC  AUDIT»,

NpeassSBAsSeMBEIM K ayIquTopaM BHYTPEHHHX IPOBEPOK CUCTEMBI MEHEIKMEHTA KauecTBa H3JIEeNuii
MeqUIIHCKUX Ha coorsercrsie cranmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «M3nenus
MeguupHckue.  CucTeMBl  MeHemKMeHTa  KkadecTsa, CucremHele TpeGoBaHMs A Lenel

PErYTAPOBAHKA

Jara perucrpanun: 08-09-2021

Cpox peiicreusa go: 7-09-2024
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HACTOSALLUA CEPTUGUKAT OBA3bIBAET OPTAHU3ALIMIO NOJAEPHUBATE COCTOAHME BHINONHAEMBIX PAEOT B COOTBETCTBUM C
BBILEYKAIAHHBIMH CTAHZIAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBI
JAOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M MOATBEPK AATLCA MPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMOBHOT 0 KOHTPONA




OEOEPAIILHOE ATEHTCTBO

1O TEXHHUYECKOMY PEIMYJIMPOBAHWIO W METPOJIOTIMH

CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PEI'MCTPALIMOHHBIA IIOMEP POCC RU.32028.04EACI

OPI'AH I1O CEPTHOUKALIMH OO0 «"OPTECT»

PEFHCTPAIIHOI-IHI;Iﬁ HOMEP POCC RU.32028

WHH 7717616798 OTPH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, n. Mockera, Cepebpannueckas nadepexkHag, 1. 27,

oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, ¢-mail: info@eacaudit.ru

CEPTUDUKAT COOTBETCTBUSA AYIUTOPA
Perncrpanuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIUAN CEPTUPUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGoBammsM  CuHCTeMbl  H0GpoBonbHOM  ceprudukanun  «EAC  AUDIT»,
NpeasABIAeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa W3Je/ui
MEIMOUICKHX Ha coorsercrsue cranmapry TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnemus
memitickue.  CHCTEMBI  MCHCIKMCHTA  KagecTBa, Cucremuble  TpeboBanms Ay UeneH
PErynupOBaHUIN

Jara pernecrpannu: 08-09-2021

Cpox aeitcrsust go: 07-09-2024

PyKoBOAMTEIL opraina 7 /5 e 18

no ceprHHKAKHM: e B. U. IToroamn
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO MOJEPHUBATL COCTOSHME BLINDHAEMbIX PAGOT B COOTBETCTBHHU C
BBIEYKA3SAHHBIMW CTAHAAPTAMM, 4TO BYJET HAXOAUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHLCA NPU NPOXOMAEHWH EXXET0QHOM0 NHCNEKLMOHHOTO KOHTPONA
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OEAEPAABHAS CAVKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA30P)

PEFHCTPAHHOHHOE Y,ZIOCTOBEPEHHE
HA MEAULHUHCROE U3AEJIUE
~or 11 ssmBaps 2017 roaa Ne ®CP 2010/08997

- Ha mezununcKoe n3nenne
Habop KoHTpoILHBIX pacTBopoB OeikoB Moun ""BM-kouTpoas'
o TY 9398-269-52208224-2010

Hacrosiiee perucTpalHoHHOE YAOCTOBEPEHHUE BIAHO
- O6mecTBO ¢ OrpaHnYenHoii orsercrBeHHocTRIO "Mepnaxop C.-IL"
(000 "Menaakop C.-IL"), Poccus,
194100, Canxr Ilerepbypr, yn A. Marpocosa, . 4, kopn. 2, Jur. I, opuc 212

Ipoussomurens
1 OOmecTBO ¢ OrpaHHYEHHOMH ome*rcmennomm "Me,n.nalcop C.-IL"
(000 "Mepaakop C.-IL. "), Poccns, _
194100, Canxr IlerepOypr, yi. A. Marpocona, a. 4, kopm. 2, JIur. II, m]mc 212

Mecto npousBojcTBa Menmmncxom H3NIeNHS
000 "Meanaxop C.-IL" Poccm:, 194100 Caum‘-l'[e‘repﬁypr, yia. A. Matpocosa, A. 4,
Kopit. 2, JIHT.

Homep peructpanmonsoro nocke Ne P/I-14955/64156 ot 20.12.2016
\ :Bnn'Mezmui{Hclcoro usnemust 206630
Knace noTeHHanbHOro pucka mpHMeHeH s MeIHIHHCKOro u3aenus 1

Kox O6mtepoccuiickoro knaccudukaTopa NpOAYKINH Ul MEeUIMHECKOro u3enus 93 9816

Hacrosiiee perucTpanfioHHOE YAOCTOBEPEHUE UMEET npnnoxcenu-e-na 1 nucre

- 3amecTuTenn pyxoBoauTens DeepanbHoi
1o HaA30py B cdepe 3APaBOOXPAHEHHS




f.DEA.EPAABHAﬂ CAYKBA 110 HAABOPY B COEPE SAPABOOXPAHEHMH
(POC3APABHAA3OP) : .

 MIPUJIOYKEHHUE

K PEFHCTPAI.[HOHHOMY YAOCTOBEPEHHIO
~ HAMEAUUHWHCROE M3JEJIME =

ot 11 smBapn 2017 rona ~ Ne ®CP 2010/08997

‘Ha memuuuHCcKOe H3/enme :
HaGop koHTpobHBIX pacTBopoB Geaxos moun "BM-kouTpos"
no TY 9398-269-52208224-2010:
- komiutekT 1 «BM-kouTpos-CCK»;
- kommekT 2 «BM-kouTposns-CCK + rimoxosa u pH»;
- - xomekT 3 «BM-korTpons-CCK ¢ kamubpaTopom»;
- kommiext 4 «BM-xonTpons-CCK + rmokosa u pH ¢ Kmﬁpa'ropom »
- komiuiexT 5 «BM-konTpons-TTTK»;
- komruiekt 6 «BM-konTpons-I1T'K + rmokosa u pH» .

z

3amecTuTeNL PYKOBOIHTEIS DeepanabHoii .} . A ] faies v
10 HAA30py B cepe 3ApaBooXpaHeHHs R as IO, TlaBmiokoB
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atighs a% Inspections

CERTIFICATE OF COMPLIANCE

It is confirmed that its management system

Mediclone LLC

127276, 35, Botanicheskaya, Moscow, Russian Federation

It has been evaluated and complies with the requirements of the standard

ISO 13485:2016

Medical Devices Quality Management System
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This certificate is valid for the following activities

Production and sale of medical devices: reagents and reagent kits for determining
human blood groups of the ABO Rhesus and Kell systems, as well as antigens and
antibodies of the Rhesus system

CERTIFICADO

O Certificate Number: SISTEMA-RUS/0223/RMM16244
la: Issue date: 04.02.2023
) Expiry date: 03.02.2024
-I...: Date of First Surveillance: 04.01.2024
— Date of second surveillance: 04.01.2025
o Recertification date: 04.01.2026
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Verify the certificate:- www.sistemacerts.com

The Organization's documentation and Implementation has been reviewed and found to comply with the relevant standard rules.
This certificate of Registration is based on the evaluation of the mentioned scope and also responsible for maintaining the
responsibilities of the relevant stendard rules. If any changes in the Activities of the Company, this certificate invalid.
#  The validity of certificate is subject to Successfully Completion of surveillance audit on before due dates and its only valid after
¥ successful surveillance with continuation letter issued by us. QUALITY SISTEMA Certifications and Inspections Put Ltd,,
Head-quarters: Ff, 55-1914, Sector =H , LDA Colony, Kanpur Road, Lucknow-226012.

CERTIFICATE




000 "MeankaoH”
MEJWK/IOH

127276 Mockea, BotaHuveckan ya. 35, Tip  +7495231-2272  +7499 602-1214

MACNROPT-CEPTUPUKAT MNPOUIBOAUTEAS
Ha «HaGop peareHToB AAR ONpeAGAeHHA TPYNN KPOBH YOAOBOKA
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LIOAMKAGH GHTH — A — MOHOKAOHCOALHE aHTUTEAA (IgM) k aHmireny A
Loaukao st — B — MOMOKAOHOABHBS aHTHUTEAd (IgM) K aHmreny B
LloAnKAOH CiHTHM — AB — MOHOKAOHOABHEE aHIWTEAA (IgM) K GHTMreHaM A u B

PornctpaumonHoe vaocTosepeHine  Ne $CP 2009/06043 or 05 voabpa 2009 T,

Hanmenopanue: LlonuxicH AHTH-A o (uTakoHaX ne 10 MII ¢ KpacHBIMH

KPBIMIKAMH
Cepun: 239504 Eaunnua: 100 Mn
Harorosnen: 24.04.2023 KoanuecTso egnann 80
Topen go: 24.04.2025 Obbem cepun: 10000 ma.

Hacnopt: A239504 ot 24.04.2023

HaumeroeaHre Paayaprathi
NOKA3aTeAd Hoptia o TY HCNBITAHWIA
1. BHeWwHWA BHA
1.1 HioAmacH aHm-A NpoapaYHaN NMAKCCTL KPacHoro ueeTa. CoommercieyeT
1.2 LlommaoH cHmM-B MpospaUHOR XHAKOCTE CHHETD LBET.
1.3 LoaMxaoH gHmi-AB MpoapoMHa GOCLBETHAR MAW CASTKO OKPALLBHHAR
AHAKOCTL.
2. CeporaT4eCcKus
CROICTBA

2.1 CraumdimMHOCT: LioAaoH arHTH-A HB ADAKEH AQBOTL AITAIOTMHALMM ¢ | CooTReTCTBYET
sputpoLMTamm rpynn B w OF)
Lioamnon onmi-B me aonKeH acean arruoTmHawm ¢ | CooteeTcTBYST
spmpoudramk rpynn Al w Of)
Lioicaod gHTA-AB He s0nieH AGBATS OITAOTHHOLMM G | CoaTeeTcTByeT
BpUTROUATAMY rpyrnkl Of)
2.2 TeMOITAIGTUHHPYIOLLIAR | AITAICTMHALBAR Ha NaockocTY apuTpountos AlwBc | Cooteetcreyer
€NOCoBHOCTE cooraetcmwomnw LIAMK.'\OHCIMH AGAKHA NOABMTLCS 10cex.

CooTsertcieyar
1:32- 164
CooteeTcTByYeT
164
CooteercTBYST
1:32-1:64

2.3 Twip




MEJVK/IOH

000 "Meankaon

127276 Mocrea, Boranmueckan ya. 35, ip  +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT TPOUIBOAUTEAS
HQ «<Habop peareHToB AAS ONPeASACHHS rPYNN KPOBH YOAOBOKA
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LioAMKAGH QkTH —~ A — MOHOKAOHQAbHBIE aHTHTEAC (IGM) K CHTUreHY A
LioankaoH aHTW ~ B ~ MOHOKAOHQALHEIE aHTHTEA (IgM) K HTUreHY B

LioAnKkaoH aHTi — AB ~ MOHOKAOHGQALHBI® QHTATEAQ (IgM) K aHTMreHoM A u B
PervcrpauonHoe yaocTosepetme  Ne ®CP 2009/046043 or 05 HosGps 2009,

Hanmenopanne: Lomiwion AHTH-B Bo dnakoHax 1o 10 MJI ¢ CHHUMHA KPBIIKAMHE

Cepusi: 239604

Hzrotornen: 23.04.2023

Togen go: 23.04.2025

100 ma
Konugecreo eaunnn 80
Oonem cepun: 10000 m

Ennnuna:

IMacnopr: B23%604 o1 23.04.2023

F /4

Haumenoedare PaayauTams
MoKa3aTeAR Hopwa o T MCTIITAIHMIA
1, BHeluHR BUA
1.1 LonxaoH oHTI-A MpospayHOs NHAKOCTE KRACHOTO LBRTO. CooTBercieyer
1.2 Uoamiaon anm-B MPpo3paYHan XMAKOCTE CUNGTO LBeTa.
1.3 Uoankron anmu-AB Npoapaytas GecyseTHaN AN CABIKG OKPALLBHHAS
HMAKOCTh.
2, Ceporomuecie
CBOACTEQ
2.1 CneundimHoCTh LicAMKAOH QHTH-A HB AOAKEH ACBATE ITAIOTIHALMM C¢ | CooTReTeTsyeT
spuTpoUMTamm rpym Bl 1 Of)
LloavkaoH aHTH-B Ha AOAKEH ATBATE STAOTMHAWM ¢ | CooTeeTcTByeT
apuTpotwram rpynn AQl) n Of)
LioAasaoH HTH-AB He AONKEH ACBATE AITAICTHHALIMM ¢ | COOTRSTCTBYOT
pMTROLMTAMM TRYTIML Of)
2.2 FeMOTAOTMHHPYIOWLON | ATTAISTUHALMA Ha NAGCKOCTH apuTpolMTos Al M B¢ | Cooreercteyer
CNOCOBHOCTL cocmermynumw Llonmmauamn AR NOTBITLCH 10cex.
8% SMOLUMBIHWA
2,3 Tump M QITNOTHHOLMM HO | COOTBETCTRYET
bl A - 1:32- 1:64 | 1:32-1:64
A ITAITUHAUMY Ha | CooTeeTCTRYeT
Bl - 1:64 L:64
arrnoTMHauu wa | CooteercTsyet
-1:32-1:64| 1:32-1:64
Lonnon cooteetcteyet 1pebosaH -2009
3aseayioiias OTK OO0 «Meanknol gy o K.B. lOwenko




MEVK/IOH

Lloarkaoh GHTH — A — MOHOKACHOABHEIE OHTMTEAQ (IgM) K aHTMreny A
LioavkAOH GHTH — B — MOHOKAOHOABHEI® aHTUTEAd (IgM) K aHTWreHy B

000 "Meankaon”

127276 Mockea, boramueckan ya. 35, v +7495231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT NMNPOUIBOAUTEAR

Ha «Habop peareHTOB AAS ONPOASASHMS rPYNN KPOBM YeAoBeKa
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

Hoaukaor aHTH — AB — MOHOKAOHGABHBIS aHTHTead (IgM) kK cHTMreHam An 8
Patuctpduonnoe yaoctoeeperme  Na GCP 2009/06043 or 05 nosbpa 2009,

Hanmenopaume: Lonmxnon Aatu-AB

Cepnn: 037805

HiroTomnen: 29.05.2023

Tomen go: 29.05.2025

100 mn
KoanuecTso eaquunn 10
O6vem cepun: 10000 M,

EAuHHIA:

IMacnopt: ABO037805 ot 29.05.2023

HaumeHosaHme PeayabTaTEI
fokazareAs Hopma no TV ucn:rranuﬁ
1. BHewHMit A,
1.1 UoamcoH cHTH-A MPoapaHos HMAKOCTE KRACHOTO LBeTa. CoomeTcTRyer
1.2 LoavkaoH au-B NpospaNHOA MAKOCTE CUHETO LIBSTA.
1.3 UoavkaoH anmw-A8 Mpospaukan GecuBeTHA MM CABIKQ OKPALLIEHHAS
HAAKOCTD,
2. CeporormMeckue
CBOWCTBO
2.1 CrewmcbudrocTs LICAMKATH GHTU-A He AOAKSH AQBQTL QIFAIOTHHALMKW ¢ | ConTReTCTBYeT
spuTpoLMTanK rpymn Bl v O)
Lomkaon oHTH-B He A0AKeH ACBOTE QITAOTHHALMM ¢ | CooTeeTCTRYST
spipoumtasm rpynn Afl) u Of)
Uommaon cHm-AB He A0AKeH ACBOTL OITMOTMHALMM C | CooTBeTCTRYST
SPHTOOUMTCMA rRYTINEl Of)
2.2 ToMOITACTUHMPYIOWOR | AITAIOTHHALIAS Ha TIAockocTH sputpoumoe Al nB ¢ | Cootsercteyer
CNOCOBHOCTL 1 o ARHEMM AONKHG ROTBUTLCR 10cex.
2.3 Twip CooTeerceyeT
1:32-1:64
Cooteercieyer
1:64
Cooeercieyst
1:32- 1:64
LoarkaoH cooteeTcTayeT Tpebopanmam
3apeayowas OTK OOC «Meankron» K.B. lOweHko
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MEAVIK/IOH

127276 Mocksa, Borammueckan ya. 35, " +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT NPOUIBOAUTEAN
Ha «Habop peareHTOB AAS ONPOACASHHUA FPYNIN KPOBU YSAODEKU
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

( UOAMKAOH AntwD Cyrep )

PefcTpauicHHDE VAGCTOBEpSHMS Ne SCP 2009/06043 o 05 Hosbpa 2009 T.

Hanmenoeaune: Lonrmuion Autu-D Cynep Bo daakerax no 10 M ¢ 3eeHBIMH
KPBIHIKAMH

Cepnsi: 236105

Harotosnen: 13.052023

Tomen no: 15.05.2025

Envanna: 100 mn
KonnvyecTBo edHHHN 50
O6vem cepun: 10000 M.

Macnopr: 236105 ot 15.05.2023

HavmeroeaHme H PasyabTaThi
NOKQ3TaAT ro TY WCTTEITaHWA
1. BHeLHWi BHA MpospauHasn BSCUBETHAN MAM CABIKA OKPCLLIBHHAR
AT Cootzercteyer
2. Ceporomeckie
CBOMCTBA
2.1 CneurcbuumocTs LioakacH ART-D Cynep He AOAKeH aifAOTHHWDOBATS | CooTReTCTBYST
D) SpUTPOUMTLL.
2.2 TemamaoTHHHpYIOLWaR | YoTKas peaKLia OITACTHHALMKM AOAKHA HOCTYTIaTL B | CooTeeTcTayer
cnocobHOCTE TeusHWe 30 coK. NOcAS CMeWMBaHUS pacreHTa ¢ D(+) 30cek.
2.3 Tump -2 Cyep B peakuim CooTBeTCTBYOT
f PrCER -;'-*:*w-. apmpoumm 1:32
nep B pé q‘{‘ 1 THRAMOM Cootsercmyet
g B uKponAaTe 1:256




| 000 “"Meankaon”
MEAWKIIOH

127276 Mockea, Botanmyeckas ya. 35, i  +7495 231-2272  +7499 502-1214

AACMNOPT-CEPTUDGUKAT NPOUIBOAUTEAS
Ha «<Habop peareHToB AAS ONPOASAGHHS FPYNN KPOBH YEAOBEKQ
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009
{ UOAUKAOH  Autn-Kell Cynep )

- PeructpaumuotHoe yapctoseperne Ne $CP 2009/06043 ot 05 HoabBpa 2009 r.

HanmenoBanue: Illomouion Anmu-Kell Cymep

Cepun: 133204 Enaumua; 100 mn
HaroTopmen: 17.04.2023 KonHuecTRO eAHHHL 5
Togen mo: 17.04.2025 Oowem cepnn: 10000 m

Hacmopr: K133204 or 17.04.2023

HoweHoBaHue PeayAbTa
NOKAZOTEAR Hopwa o TV MCNETaHWA
1. Breturmii Bua Mpoaportad BeCUBETHAR MAM CASIKO OKPALLEHHN CoomeeTcTBYRT
KUAKOCTD
2. Caporormyeckue
CBOMCTEO
2.1 CneunchumocTs LomuacH AH-Kell cymep He acnkeH CoorBercrayer
CITARTUHIPOBATL SPUTPOLNTH K(-)
2.2 FaMAITAOTUHHPVIOLIGR | YaTKOR PEKUMA CITAIGTUHALIMN HA TIACCKOCTH ACAMG Coometceyer
enocobHoCTE HUCTVIOT B TeusHUE 30 cek. NOCAS CMELIMBAHMY
2.3 Tump Tutp Lomkrona Axm-Kell Cyriep B peakumk npamoit | CooTteercayer
1 1:16

ArrNOTMHAUMI B MidEeRAaTa e Hke 1:16

3aeeayollcn
OTK OO0 «MearkaoH>




\J avantor-

Avantor Performance Materials Poland Spétka Akcyjna
Sowinskiego 11

44-101 Gliwice

Tel. 48 32 2392 000

Declaration of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentioned in attached list are labeled with J.T.Baker label, comply with the In Vitro
Diagnostic Medical Devices Directive 98/79/EC and the requirements of ISO 13485 Standard.
This declaration is the basic for CE marking of the In Vitro Diagnostic Medical Devices.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are
subject to self registration.

This declaration is valid for all the IVD medical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Gliwice, Poland

January 25, 2019

LQN’EQ- 6/7\//{*14@1

Anna Szuba
Quality Director

NIP £31-010-13-07

Numer w KRS: 0000010108

Sqd rejestrowy: Sgd Rejonowy w Gllwicoch
X Wydzial Gospodarczy KRS

Kopitot zoktadowy 2 360 793,00 z}

Regon: 271563380



J.T.Baker product list for CE marked products

Product Product number Pack size
Diluid™ 100 Plus 3961 20 L
Diluid™ 22 2990.9010PC 10 L
Y 3969 20 L
Diluid™ 810
= 3969-00 200
3430.9020 20 L
Diluid™ Abacus 3430.9010 10 L
3430-00 20 L
Diluid™ AC 900 3996 20 L
Diluid™ APR 3476.9020PC 20 L
Diluid™ Azide free 3957 20L
3963 20L
Diluid™ [[I Diff 3963.9010 10 L
3963-00 20 L
Ty T™ 3459,9020 20 L
Diluid™ Erma 345000 0L
S LTM ARG 3439.9020PC 20L
Diluid™ Mindray 3439.00 0L
T 3483.9020PC 20 L
AR 3483-00 20 L
Diluid™ Ruby 2987.9020PC 20L
Diluid™/Sheath 3200-4000 3832,9020 20L
Diluid™ ST1600/2000 3976 20 L
Sheath D 3495.9010PC 10L
Sheath Fluid 3000/3500 3471.9020PC 20L
CN-free Lyse Diff AC 900 3998 5L
CyMet™ 22 CN Free 2986.0500PE 500 ml
CyMet™ 3000 3469.9010PC 10 L
CyMet™ 3200 CN free 3823,1000 1L
CyMet™ 3500 3839.5000PC 5L
CyMet™ 3500 CN free 3825 Bl
3970 10 L
CyMet™ 610 CN free 3970-00 10L
3977 5L
™ 3431.1000 1L
CyMet™ Abacus CN free 3431.00 L
CyMet™ APR Baso | 3479.1000PE ]
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE 1L
CyMet™ ASA 2950.2500PE 251
CyMet™ ASB 2951.0500PE 500 ml
CyMet™ AS CN free 2952.9010PC 10 L
CyMet™ BS3 CN free 2982.0500PE 500 m!
: 3968 1L
™ ff
ST WL 3968-00 500 mi
: 3511,1000 sl
™ L
CyMet™ |[II Diff CN free 351100 5L
3416-00 500 ml
M E
R B 3416,0500 500 m|
CyMet™ H20 3853,1000 [ =
3425-00 500 ml
CIMPA OGN Fros 34250500 500 mi
CyMet™ Micro 3852.1000 1L
™ N 3863.1000 1 L micros
CyMet™ Micro CN free 3863-00 TL niicios
CyMet™ Mindray 3441-00 500 ml
CyMet™ Mindray CN Free 3440.0500PE 500 ml




J.T.Baker product list for CE marked products

Product Product number Pack size
CyMet™ NR I 3484.1000PE 1L
CyMet™ NR il CN Free 3486-00 1L
3486.1000PE 1l
CyMet™ NR V 3485.1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 5L
LeucolLyse 3475.5000PC 5L
Leucolyse Ruby 2989.5000PC 5L
Blanking Solution 1600/2000 3947 20 L
v 3763 5L
DetectoTerge 3766 L
[DetectoTerge™ BS 2970.0900PE 900 ml
3900 51
ProClean™ 3900-00 5L
3768,1000 1 L micros
™ 3432,5000 5L
ProClean™ Abacus 3432 1000PE 1L
ProClean™ CD 3902.0100PE 100 ml
3862,5000 5L
3862.9020PC 20 L
ProClean™ Extra 3862-00 5L
3867-00 1 L micros
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 ml
Rinse Mindray 3442.5000PE 5L
3427/3428/3429 2.5 ml
8-Parameter Control L/N/H 3463/3464/3465 2.5 ml
8-Parameter Control 4xN 3747 4x25ml
8-Parameter Control 1xL+4xN+1xH 3751 6x25ml
8-Parameter Control extended L/N/H 3633/3634/3635 25 ml
i 3433/3434/3435 25 ml
el el 3502/3503/3504 4.5 mi
3-Diff Control extented L/N/H 3421/3422/3423 2.5 ml
CD-Diff Control L/N/H 3452/3453/3454 3.0 ml
CD-Diff Control 2xL+2xN+2xH 3838 6 x3.0 ml
K-Diff Control L/N/H 3455/3456/3457 2.5mi
Platelet Control- Extended value 3424 5x3.0ml
WBC Reduced RBC L/H 3698/3699 3.0 ml
XE-Diff Control L/N/H 3731/3732/3733 4.5ml
Cervix Spray Fixative 3869,1200 12 x 125 m|
3933,1000 1L
3933.5000PC 5L
3933,9010 10 L
2 i 3933,9020 20 L
10% v/v Buffered Formaldehyde (4% wiv 3933.1000MB 7000 L
3933.9020PE 20 L
3933.9010JL 10 L
3933.9020JL 20 L
3905.2500PE 2.5L
UltraClear™ 3905.5000PE 5L
3905.9010PE 10L

Loy
ui




J.T.Baker product list for CE marked products

Product Product number Pack size
! - 3800.1000PE A
Eosin-Y Alcoholic 3800.2500PE 5L
3856,1000 1L
Giemsa 3856,2500 251
3856.9180ST 180 L
. 3870,1000 1L
Hematoxylin er (Mayer) 3870.2500 250
. o . . 3873,1000 1L
Hematoxylin Modified (Harris, Gill I1) 3873.2500 55 L
. 3855,1000 Tl
Ny Gl 3855,2500 250
: 3554.1000PE 1L
P
SHiitoion 24, 3554.2500PE 251
b 3555.1000PE 1L
Papanicolaou 2B 3555, 2500PE 5L
: 3556,1000PE iL
PRpaneoiAou a8 3556.2500PF 251
3921,0500 500 ml
UltraKitt™ 3921,0600 6 x 100 ml
3921,90255T 25L
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
3059 20 L
FEs 3059.9010PC 0L

3
w




LITANTOR

PERFORMANCE MATERIALS

Declaration of CE conformity

Avantor Performance Materials B.V. reg. no. 38013066 who is an established manufacturer of

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at:

Teugseweg 20
7418 AM Deventer
The Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T.Baker® label and have the CE mark on the
label where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive
98/79/EC and the conformity assessment procedure according to Annex lll. The BeneSphera™ 3 Part
Diff Analyzer H32 is in compliance with IEC 61010, Safety Requirements for Electrical Equipment for
Measurement, Control and Laboratory Use.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are subject
to self-registration.

This declaration is valid for all the IVD medical devices described above and which are placed on the

market by ourselves on or after the date hereof and which bear the CE marking.

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager

Page 1 of 4



LITANTOR

PERFORMANCE MATERIALS

J.T.Baker® product list for CE marked products

Page 2 of 4

Product no. |Pr0duct |Pack size 3416.0500 CyMet Erma 5 OQ ml
3841.1000PE  |CyMet H12 CN Free 1 liter
Hematology Analyzer 3853.1000 CyMet H20 1 liter
2983 BeneSphera™ 3-part Diff 1 unit 3425.0500 CyMet KX CN Free 500 ml
Hematology Analyzer H32 2985.1000PE__|CyMet LH 53 1 liter
Clinical Chemistry Analyzer 3489.1000PE__ |CyMet MBA 1 liter
2946 BeneSphera™ Clinical Chemistry 1 unit 3418.1000PE  |CyMet MD(T) 1 liter
Analyzer C72 2984.1000PE__ |CyMet MD(I) 53 1 liter
Diluents 3488.0500PE  |CyMet MD(II) 500 ml
3961 Diluid 100 Plus 20 liter 3497.0500PE  |CyMet MH CN Free 500 ml
2990.9010PC  |Diluid™ 22 10 liter 3852.1000 CyMet Micro 1 liter
3954 Diluid 590 20 liter 3863.1000 CyMet Micro CN free 1L micros
3969 Diluid 610 20 liter 3441.0500PE  |CyMet Mindray 500 ml
3430.9020 Diluid Abacus 20 liter 3440.0500PE CyMet Mindray CN Free 500 ml
3430.9010 Diluid Abacus 10 liter 3484.1000PE__ |CyMet NR 111 1 liter
3996 Diluid AC 900 20 liter 3486.1000PE  |CyMet NR III CN Free 1 liter
3476.9020PC  |Diluid APR 20 liter 3485.1000PE  |CyMet NR V 1 liter
3957 Diluid Azide free 20 liter 2988.5000PC  |CyMet Ruby CN Free 5 liter
2901.9010PC  |Diluid BS34 10 liter 3480.5000PC  |CyMet SF Baso 5L
3963 Diluid I11 Diff 20 liter 3481.5000PC  |CyMet SF Diff 1 51,
3963.9010 Diluid 111 Diff 10 liter 3482.0500PE  |CyMet SF Diff 2 500 ml
3459.9020 Diluid Erma 20 liter 3775.1000 CyMet ST 1600/2000 1 liter
3419.9020PC  |Diluid M5 20 liter 3759.5000 CyMet ST 1600/2000 CN free 5 liter
3439.9020PC | Diluid Mindray 20 liter 3759.1000 CyMet ST 1600/2000 CN free 1 liter
3483.9020PC  |Diluid NR 20 liter 3788 CyMet STX/STL 1 liter
2987.9020PC Diluid Ruby 20 liter 3475.5000PC LeucoLyse 5 liter
3832.9020 Diluid/Sheath 3200-4000 20 liter 2989.5000PC _ |LeucoLyse Ruby 5 liter
3976 Diluid ST 1600/2000 20 liter 3077 LyzerGlobin™ 500 ml
34959010PC  |Sheath D 10 liter 3769 LyzerGlobin 6x15ml
3471.9020PC  |Sheath Fluid 3000/3500 20 liter 3771 LyzerGlobin PCE 6x 15 ml
Lyses 3513.1000PE  |RBCLyse™ 1 liter
3998 CN-free Lyse Diff AC 900 5 liter 3518G.1000PE |[RBCLyse G 1 liter
3744 CyMet 1000 CN free 5 liter 3514.0500PE | WBCStabilise™ 500 ml
2986.0500PE  |CyMet™ 22 500 ml Reticulocyte Reagents
3469.9010PC  |CyMet 3000 10 liter 3493.1000PE  |RetiClear™ MHG 1 liter
3823.1000 CyMet 3200 CN free 1 liter 3774 RetiCount™ 30 ml
3839.5000PC  |CyMet 3500 5 liter 2953.0210PE  |RetiCount AS 210 ml
3825 CyMet 3500 CN free 5 liter 3777 RetiCount CD 15x3.5ml
3773.5000PC  |CyMet 4500 CN free 5 liter 3494.0200PE  |RetiCount G 200 ml
3975 CyMet 530+ CN free 10 liter Cleaners
3971 CyMet 590 CN free 5 liter 3507.9020 Blanking Solution Hgb 20 liter
3970 CyMet 610 CN free 10 liter 3947 Blanking Solution 1600/2000 20 liter
3977 CyMet 610 CN free 5 liter 3763 DetectoTerge™ 5 liter
3445.1000PE CyMet Abacus Baso 1 liter 3766 DetectoTerge 1 liter
3431.1000 CyMet Abacus CN free 1 liter 2970.0900PE, DetectoTerge BS 900 ml
3444.1000PE CyMet Abacus EO 1 liter 3917 HypoChlorite 5 liter
3479.1000PE  |CyMet APR Baso 11 1 liter 3900 ProCloan™ 5 liter
3417.0500PE CyMet APR CN free 500 ml 3768.1000 ProClean 1L micros
3478.1000PE __ [CyMet APR EO 1 liter 3432.1000PE  |ProClean Abacus 1 liter
2950.2500PE CyMet ASA 2.5 liter 3432.5000 ProClean Abacus 5 liter
2951.0500PE _ |CyMet ASB 500 ml 3902.0100PE  |ProClean CD 100 ml
2952.9010PC__ [CyMet AS CN Free 10 liter 3862.9020PC  [ProClean Extra 20 liter
3755 CyMet Automated 5 liter 3862.5000 ProClean Extra 5 liter
2982.0500PE CyMet BS3 CN free 500 ml 3862.1000 ProClean Extra 1 liter
2902.1000PE ___ |CyMet BS34 CN Free 1 liter 3867.1000PE  |ProClean Extra 1L micros
3968.0500 CyMet 111 Diff 500 ml 3498.1000PE  |ProClean MX5 1 liter
3968 CyMet 111 Diff 1 liter 3901 ProClean Plus 100 ml
3964 CyMet 111 Diff 5 liter 3442.5000PE  |Rinse Mindray 5 liter
3511.1000 CyMet 11 Diff CN free 1 liter
3511.5000 CyMet 111 Diff CN free 5 liter




LITANTOR

PERFORMANCE MATERIALS

Product no. |Product |Pack size
Reagent Packs

2910 |Reagent Pack BS34 |1 pack
Hematology Controls and Calibrators

3427/3428/3429 8-Parameter Control L./ N/H 2.5 ml
3463/3464/3465 8-Parameter Control L./ N/H 2.5 ml
3701/3702/3703 8-Parameter Control L/N/H 4.5 ml
3746 8-Parameter Control L+N+H 3x25ml
3747 8-Parameter Control 4xN 4x25ml
3751 8-Parameter Control 1xL+4xN+1xH 6x2.5ml
3633/3634/3635 8-Parameter Control ext L/N/H 2.5 ml
3433/3434/3435 3-Diff Control L./N/H 2.5 ml
3502/3503/3504 3-Diff Control L./N/H 4.5 ml
3466 3-Diff Control 4xL. 4x2.5ml
3467 3-Diff Control 4xN 4x25ml
3468 3-Diff Control 4xH 4x25ml
3421/3422/3423 3-Diff Control ext L./N/H 2.5 ml
3681/3682/3683 5D Control L/N/H 5.0 ml
3684/3685/3686 ADV-Diff Control L./N/H 3.5 ml
3613/3614/3615 BC-Diff 5 Control L./ N/H 4.5 ml
3940 Cal Set 1 2x25ml
3452/3453/3454 CD-Diff Control L/N/H 3.0 ml
3838 CD-Diff Control 2xL+2xN+2xH 6 x 3.0 ml
3455/3456/3457 K-Diff Control LL/N/H 2.5 ml
3424 Platelet Control Ext. value 5x3ml
3693/3694/3695 SF-Diff Control L/N/H 4.5 ml
3698/3699 WBC reduced RBC Control L/H 3.0 ml
3731/3732/3733 XE-Diff Control LL/N/H 4.5 ml
3652/3653/3654 XE-RET Control L./ N/H 3.0 ml

Page 3 of 4




ALUTANTOR

PERFORMANCE MATERIALS

Product no. |Pr0duct Pack size
Stains and Dyes

3800.1000PE Eosin-Y Alcoholic 1 liter
3800.2500PE Eosin-Y Alcoholic 2.5 liter
3800.9200 Eosin-Y Alcoholic 200 liter
3446.1000PE Eosin Y 0.5% Aqueous 1 liter
3446.9200 Eosin Y 0.5% Aqueous 200 liter
3856.0100 Giemsa 0.1 liter
3856.0500 Giemsa 0.5 liter
3856.1000 Giemsa 1 liter
3856.2500 Giemsa 2.5 liter
3856.9180ST Giemsa 180 liter
3870.1000 Hematoxyline (Mayer) 1 liter
3870.2500 Hematoxyline (Mayer) 2.5 liter
3873.1000 Hematoxyline (Harris, Gill II) 1 liter
3873.2500 Hematoxyline (Harris, Gill II) 2.5 liter
3873.9200 Hematoxyline (Harris, Gill II) 200 liter
3879.1000 Leishman 1 liter
3855.0500 May Grinwald 500 ml
3855.1000 May Grunwald 1 liter
3855.2500 May Grunwald 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter
3555.1000PE Papanicolaou Solution 2B 1 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter
3556.1000PE Papanicolaou Solution 3B 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter
3556.9200PE Papanicolaou Solution 3B 200 liter
3876.1000 Shorr 1 liter
3878.1000 Wright 1 liter
Clearing agent

3905.2500PE UltraClear™ 2.5 liter
3905.5000PE UltraClear 5 liter
3905.9010PE UltraClear 10 liter
3905.9200 UltraClear 200 liter
Mounting media

3921.0500 UltraKitt™ 500 ml
3921.0600 UltraKitt 6x 100 ml
3921.9025ST UltraKit 25 liter
3882.0500 Mounting Medium High 500 ml
3883.0500 Mounting Medium Low 500 ml
Fixatives

3933.1000 10% v/v Buffered Formaldehyde 1 liter
3933.5000PC 10% v/v Buffered Formaldehyde 5 liter
3933.9010PE 10% v/v Buffered Formaldehyde 10 liter
3933.9020 10% v/v Buffered Formaldehyde 20 liter
3933.9200 10% v/v Buffered Formaldehyde 200 liter
3880.1000 Bouin’s Fixative 1 liter
3869.1200 Cervix Fixative 12 x 125 ml
3884.9010PC Cytology Fixative LBCM 10 liter
3409.9010 Immuno PBS 20x concentrated 10 liter
3059 PBS, diluting fluid for bloodgrouping |20 liter
3059.9010PC PBS, diluting fluid for bloodgrouping |10 liter
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CERTIFICATE

This is to certify that

VWR®Y’

Part of Avantor

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:

Sales and supply of branded and private label chemicals, consumables, laboratory equipment,
furniture, and medical devices from global leading developers and manufacturers of those
products to customers in biopharma, healthcare, advanced technology and applied materials,
education and government; manufacture of private label products, primarily laboratory and
production chemicals including custom manufacturing solutions used in biopharmaceutical and
industrial applications and production processes; provide value-added service offerings such as
client outsourced activities: including sourcing and procurement, logistics, chemical and
equipment tracking, lab and production services, scientific services and sample management;
technical services in-house and at customer sites including installation, maintenance,
qualification, calibration and repair of laboratory equipment

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Certificate registration no. 530840 QM15

Valid from 2021-08-04

Valid until 2024-06-28

Date of certification 2021-08-04 (( DAk%EEme
Akkreditierungsstelle
D-ZM-16074-01-00

DQS GmbH

Markus Bleher
Managing Director

Accredited Body: DQS GmbH, August-Schanz-StraRe 21, 60433 Frankfurt am Main, Germany 1/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

530842

VWR International GmbH
Graumanngasse 7

1150 Wien

Austria

530843

VWR International GmbH
Zimbagasse 5

1210 Wien

Austria

530841

VWR International bv
Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

531223

VWR International GmbH
Rue de Rive 18

1260 Nyon

Switzerland

531224

VWR International GmbH
Grabenstrale 1

8952 Schlieren
Switzerland

531221

VWR International GmbH
LerzenstraRe 16/ 18
8953 Dietikon
Switzerland

Scope

Sales and supply; Lab and Production
Services

Distribution; Technical Services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

2/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530844

VWR International s.r.o. Sales and supply;
Praska 442 Distribution;

281 67 Stribrna Skalice Kitting Services;
Czech Republic Technical services
530847

VWR International s.r.o. Sales and supply

Pivovarska 30
75661 Roznov prod Radhostém
Czech Republic

530868

VWR International GmbH Sales and supply
GroRenhainer StraBe 99

01127 Dresden

Germany

530869

VWR International GmbH Sales and supply
WohlerstraRe 42

30163 Hannover

Germany

530867

VWR International GmbH Sales and supply;
HilpertstraBe 20A Lab and Production Services;
64295 Darmstadt Technical services

Germany

539946

VWR International GmbH Distribution

Heinrich-Blanc-Strafle 40
76646 Bruchsal
Germany

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 3/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

530865

VWR International GmbH
John-Deere-Strale 5
76646 Bruchsal
Germany

530866

VWR International GmbH
VichystraBe 2

76646 Bruchsal
Germany

530870

VWR International GmbH
Fraunhoferstr.11

85737 Ismaning
Germany

530871

VWR International GmbH
James-Franck-Ring 9
89081 Ulm

Germany

530859

VWR International A/S
Tobaksvejen 21

2860 Soborg
Denmark

531213

VWR International Eurolab, S.L.

C/ De la Technologia, 5-17A7 - Llinars Park
08450 Llinars Del Vallés Barcelona

Spain

Scope

Sales and supply;
Distribution

Distribution

Sales and supply

Sales and supply

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

4/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530860

VWR International Oy Sales and supply;

Valimotie 9 Distribution;

00380 Helsinki Lab and Production Services;
Finland Technical services

530863

VWR International S.A.S. Sales and supply

Europarc

26 Avenue Leonard de Vinci
33608 Pessac Cedex
France

530861

VWR International S.A.S Distribution; Manufacture
Chemin de la Croix Saint-Marc

Z.l. de Vaugereeau

45250 Briare-le-Canal

France

530862

VWR International S.A.S Sales and supply;

Immeuble Estréo, Lab and Production Services;
1-3 Rue d'Aurion Technical services

93110 Rosny-sous-Bois

France

531226

VWR International Ltd Sales and supply
VWR House

Warren Court

Feldspar Close

Enderby

LE19 4SD

Leicester

United Kingdom

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate.




Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531228

LAB3 Service

1 Dragon Court
Crofts End Road
St George
Bristol

BS5 7XX

United Kingdom

531225

VWR International Ltd.
Customer Service Centre
Hunter Boulevard

Magna Park

Lutterworth, Leicestershire
LE17 4 XN

United Kingdom

531227

VWR International Ltd.
14 Media Village
Liscombe Park
Soulbury

Leighton Buzzard

LU7 0GA

United Kingdom

540366
VWR International

Medical Equipment Supplies and

Management

The Solutions Buckshaw Village, Chorley

Chorley
PR7 7EL
United Kingdom

Scope

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;
Technical Services

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 6/9



Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531229

Basan - the cleanroom division of VWR
Units 2 & 3 Newton Court

Basingstoke

RG24 8GF

United Kingdom

546015

Hichrom Ltd

1-3 The Markham Centre, Station Road,
Theale,

Reading, Berkshire

RG7 4AB

United Kingdom

531198

VWR International Kft.
Simon Laszlo utca 4
4034 Debrecen
Hungary

531199

VWR International Ltd

Orion Business Campus
Northwest Business Park
Ballycoolin, Blanchardstown
Dublin 15

Ireland

531200

VWR International (Northern Ireland) Ltd
19 Clarendon Street

Derry BT4 87EP

Ireland

Scope

Sales and supply;
Distribution;
Manufacture

Manufacture of UHPLC and HPLC columns
with lot traceability. Procurement and
distributor for UHPLC and HPLC columns
and associated solvents, packing materials
and accessories with lot traceability

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

719



Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531201

VWR International s.r.l.

Via San Giusto 85
20153 Milano
Italy

531203

VWR International B.V.

Orlyplein 85
1043 AP Amsterdam
Netherlands

531205

VWR International AS
Brynsalleen 4

0667 Oslo

Norway

531206

VWR International AS
Kokstadtflaten 35
5152 Banes (Bergen)
Norway

531207

VWR International AS
Leirfossvegen 27
7038 Trondheim
Norway

531211

VWR International Sp.
Limbowa 5

80-175 Gdansk
Poland

Z.

0.0.

Scope

Sales and supply;

Lab and Production Services;
Technical Services;
Manufacture

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Sales and supply;
Lab and Production Services;
Technical services

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.
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Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531212

VWR International Sp. z. o.0.
Aleja Niepodlegtosci 606/610
81-879 Sopot

Poland

531208

VWR International

Material De Laboratorio, LDA
Centro Empresarial de Alfragide
Rua da Industria, n° 6

2610-088 Alfragide

Portugal

531217

VWR International AB
Fagerstagatan 18A
163 94 Stockholm
Sweden

531220

VWR International AB
Skiffervagen 12

224 78 Lund

Sweden

531218

VWR International AB
Varbergsgatan 2

412 65 Goteborg
Sweden

531219

VWR International AB

Nordiskt Centrallager

Gjuterigatan 3 (Bofors Industriomrade)
691 50 Karlskoga

Sweden

Scope

Distribution

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Distribution

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

9/9



aAbbott

Declaration of Conformity

Certificate Identification: SC-09H46
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, 1L 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
the member states.

This declaration is made in accordance with Annex 111 of the [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: N> o= Signature: :(%L"_——‘*ﬁ

3 B L e
Full Name: Barry Simpson Full Name;: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: Q2. Doe . 0 15 Date of Approval: O 4£c 2078

Date Issued: DEC 03 2015 Place Issued:; Abbott Santa Clara
IRIS V6 Effective (Date or
Supersedes: July 6, 2015 Lot Number): DEC 0 3 2015
CELL-DYN Emerald Reagents Declaration of Conformity
December 2015 (IRISV7)

Page | of |



EI Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-09H69

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H69-01 55866 CELL-DYN 18 Plus Control, Full Pack Self-declared
09H69-02 55866 CELL-DYN 18 Plus Control, Half Pack Self-declared

Representative

(Name and Address)

Authorized European

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

documentation

(Name and Address)

Storage site of technical

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex HI of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

%Q\,WW&;, i Signature:
Y | A

fs

Director, Regulatory Affairs

Qc%h}kﬂp_, SRS

February 26, 2015

Barry Simpson Full Name: Marcy Jaqua
Site Quality Manager Position:

IS Nove . 2045 Date of Approval:

JUN 3 0 20!5 Place Issued: Abbott Santa Clara
IRIS V5 Effective (Date or

Lot Number):

JUL 06 2015

CELL-DYN 18 Plus Control

June 2015

Declaration of C

onformity
(IRIS V6)

Page | of |



bsi.

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate Number:

FM 743464

Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the

following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro
Diagnostic Products including Test Kits, Reagents, Accessories and Instruments.

For and on behalf of BSI:

Original Registration Date: 2018-10-12

Latest Revision Date: 2022-04-12

UKAS

MANAGEMENT
SYSTEMS

1o}

0003

Matt Page, Managing Director Assurance - UK & Ireland

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 1 of 2

..making excellence a habit’

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

Certificate No: FM 743464

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Original Registration Date: 2018-10-12
Latest Revision Date: 2022-04-12

QC Inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

ey ADEATEL

By Royal Charter

This is to certify that: Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Holds Certificate Number: MD 743461
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents, Accessories and Instruments.

For and on behalf of BSI: Q“M \ XS %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2021-06-01 Effective Date: 2021-10-13
Latest Revision Date: 2022-06-22 Expiry Date: 2024-10-12
& Page: 1 of 2
T ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=22%2f06%2f2022&Template=uk

Certificate No: MD 743461

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites.

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

QC inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Abbott Japan LLC
278 Matsuhidai
Matsudo-shi
Chiba

270-2214

Japan

Original Registration Date: 2021-06-01
Latest Revision Date: 2022-06-22

Design and Development of in vitro diagnostics products
including test kits and reagents.

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=22%2f06%2f2022&Template=uk

Declaration of Conformity

HL-7-0229DC DOI 2015/08 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5392 Thrombin Time 55987

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 06 Aug 2015

/
Tel +44(0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

Declaration of Conformity

HL-7-0512DC DOI 2015/08 (5)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5556 Clauss Fibrinogen 50 55997

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 12 Aug 2015

/
Tel +44(0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 06 Aug 2015

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

e K T,

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

ey C_ S\ aed C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
m Page: 1 of 2
UKAS ‘ —_—
..making excellence a habit.

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2021-04-14
Expiry Date: 2024-04-13

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Declaration of Conformity helena

Biosciences Europe

HL-7-DC-0814 Rev. 1

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to /n Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex |l (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5560 APTT Si L Minus 55981

I, the undersigned, declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  C.J. Sandercock Title: QA and Regulatory Affairs Officer

7 P 7
Signed: ‘,./Z/)JMVW/& Date: 24 Nov 2020

M EC |REP

Helena Biosciences Europe, Prince Technologies B.V.
Gateshead, Tyne and Wear, Waanderweg 62,

NE11 0SD, United Kingdom 7812 HZ Emmen,

Tel +44 (0)191 482 8440 The Netherlands

info@helena-biosciences.com
www.helena-biosciences.com




Declaration of Conformity helena

Biosciences Europe

HL-7- 0135 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 31° October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 31° October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 31° October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



nouvda

biomedical

Self-Declaration of Conformity To European Parliament and Council Directive 98/79/EC

In Vitro Diagnostic Medical Device Directive (IVDD)

Product name:

Catalog Numbers:
Classification:

Manufacturer:

Representative:

Authorized Representative:

Conformity Assessment Route:

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of the Council Directive

Nova Stat Profile Prime Plus Analyzer System including Reagents, Calibrators

and Controls

List Attached (Two Pages)
Other/General

Nova Biomedical Corporation
200 Prospect Street
Waltham, MA 02454 USA
William Jacques, Director of Regulatory and Quality
Nova Biomedical GmbH
Hessenring 13 A, Geb. G
64546 Morfelden-Walldorf
Germany

Tel: +49 6105 4505-0

Annex I

98/79/EC for in vitro diagnostic medical devices, including applicable essential requirements of Annex | for legal
application of the CE Mark. All supporting documentation is retained under the premises of the manufacturer.

Nova Biomedical, Inc. declares that the electronic products listed are in conformity with the provisions of the Council
Directive 2011/65/EC on the restriction of the use of certain hazardous substances in electrical and electronic

equipment (RoHS).

Standards Applied:

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes

Technical Documentation for the Assessment of Electrical and Electronic Products with

EN 50581:2012
EN 61010-1:2010

EN 61010-2:101:2015

Signature:

Respect to the Restriction of Hazardous Substances

Safety requirements for electrical equipment for measurement, control, and laboratory use -
Part 1: General requirements

Safety requirements for electrical equipment for measurement, control, and laboratory use -
Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment

William Jacques, Director of Regulatory and Quality

Date: Jv/ ?—"f/l-u'h

g

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 1 of 3



List of Catalog Items Covered:

Catalog Product Name Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS
Number Name Number Code
57400 |Stat Profile Prime Plus® Analyzer g:;'?;:;ﬁ%rg single channel.chnigal cramishy 56681 21-02
59508 (Séitnf;gmgci?{ligg)ll‘lus@ Analyzer z::ll;o;ﬁ%rg single channel clinical chemistry 56681 21-02
57820 if?; Eggi Prime Plus MicroSensor Card™ zr?;rll;-zo;ﬁ%rg single channel clinical chemistry 56681 21-02
57821 gﬁrtsl?(rjortg:tii{r;e Plus MicroSensor Card™ ::;r;}tl—zo;cl%rg single channel clinical chemistry 56681 21-02
57822 VS\E: Egg; E’i_rll:"gr? \lj(leljjn[\ln;;:roSensor Card™ zr?;r:;-zo;c:%r[e) single channel clinical chemistry 56681 21-02
57823 |Stat Profile Prime Plus Reference Cartridge zr?;r:;-zoef;t‘i?/r[e) Single channiel Chnical cEmisiry 56681 21-02
57825 1Sg)aot g;?]:"l::ePrime Plus Calibrator Cartridge R’I{l.lgtligzitég?:rgaslhaemoximetry!electrolyte analyte 52859 11-04-04-03-00
57826 gg;t g’;r;:‘:‘l}e])ePﬁme Plus Calibrator Cartridge mlgfizgigig?:rgas!haemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57827 ?E}%t g;?‘:i‘l)?ePrime Plus Calibrator Cartridge mlgtigziglrg?odrgasfhaemoximetry!eEectroiyte analyte 52859 11-04-04-03-00
57828 féacl)t SP;?I:TII;I:EPrime Plus Calibrator Cartridge |I\{l}lgtrl|;J:Ir:1r-,~lil;lrc‘;?mcirgas;'haemo:ncimetrynfe[ectrolyte analyte 59859 11-04-04-03-00
57829 t_S)é%t SP;(;?FIJ?BPrime Plus Calibrator Cartridge lrﬂLIJDIt'i(p;laenElrc’:t);irgasfhaemoximetry!eJectronte analyte 52859 11-04-04-03-00
57831 ;S(t}ag SP;?;i;TercﬁecF;Ieuast?gtbr:ator Cartridge mtgt‘i;(J:I:[iElrc;?;gas!haemoximetry!eiectrolyte analyte 52859 11-04-04-03-00
57832 g{t}ag SP;?;i;TeP\ﬂirtr;\eCF;leLl:t ?Sllinr:ator Cartridge I&\f({i.[gfiEI;.&]igIrz?grgasihaemoximetryielectrolyte analyte 52859 11-04-04-03-00
57833 ?éaot SP;:;;]:J?GPVTQ?}‘?;:I; ?Sllinéator Cartridge Jl\iﬂflé;t‘iréziglrz?grgasfhaemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57834 i;ct)%t g;ﬂLTeP‘:j;;;‘ecljgxas; [CSILinhriator Cartridge Il\clgt‘igziglrg?:rgas!haemoxImetryfeIectrolyte analyte 52859 11-04-04-03-00
57835 g(t)a{!}t g;?:;)?ep\:%e;g; ?glLinb:ator Cartridge N}gfizﬁiglrc;?grgasfhaemoximetry!electrolyte analyte 52859 11-04-04-03-00
57838 g;a:qslr;)ﬁle Prime Plus Auto QC Cartridge 160 I{'\(!/Llljlfi;;lgn?rfglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57839 gtaarfﬂl;g)ﬁle Prime Plus Auto QC Cartridge 320 :\\r‘ligt’ip;fnl;igfd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57840 gtaar}-l;;oﬁle Prime Plus Auto QC Cartridge 480 ru\ﬂ/?)“,igfnlt)rlgﬁd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57841 g;ar:]z;oz:ﬁth?;;F;lgsLmuto QC Cartridge 105 mt[‘)lt,igfn?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57842 g;a;glzaﬁﬁthgzﬁlgiﬁuto QC Cartridge 210 :\{‘I;LE)Ifi?:I;enltJrlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57843 g;a;;?ﬁﬁth:gzﬁhésuﬁuto QC Cartridge 315 P{E{Lgfigléan?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57844 gt;%l;’(r?_fg‘?el;ri?e;’éus Ampuled Controls BG, ll'\{ﬂ/tgfipcfn?rlg;ad gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57845 gt:\;rlsirsota::’eLF;ﬂQ: :lﬁus Ampuled Controls I;\égfi;éléen?:glod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
58379 gr::lfrsogzgrigﬁdmus BUN, Creatinine - Zs;:?;-zoef;clirg single channel clinical chemistry 56681 21.02
58642 |Stat Profile Prime Plus MicroSensor Card™ zsgl‘;'z";ﬁﬁ‘jg single.cnennsl einical chermisiry 56681 21-02
58643 Stat Profile Prime Plus MicroSensor Card™  |Point-of-care single channel clinical chemistry 56681 21-02

(High Volume)

analyzer VD

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 2 of 3




Catalog Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS

Number Froduct Name Name Number Code
55229 |Nova Linearity Level 1,2,3,4 Multicle blod gashasmadmeiy/elbeimivio analin|  s2800 | 14-50490:01-00
56198 |Linearity Standard Set G Multipack ?3‘3“@'&?:3?" gashaemodmelry/electiolyle analyte|  z5ge0 11-50-90-90-00
61656 Nova Linearity Creatinine/BUN/Hct Levels Multiple blood gas/haemoximetry/electrolyte analyte 52860 11-50-90-90-00

1234

IVD, control

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 3of 3




novd

biomedical

Self-Declaration of Conformity To European Parliament and Council Directive 98/79/EC
In Vitro Diagnostic Medical Device Directive (IVDD)

Product name:

Catalog Numbers:
Classification:

Near Manufacturer:

Representative:

Authorized Representative:

Conformity Assessment Route:

Nova Stat Profile Prime Analyzer System Family including
Reagents, Calibrators and Controls

List Attached (two pages)
Other/General

Nova Biomedical Corporation
200 Prospect Street
Waltham, MA 02454 USA
William Jacques, Director of Regulatory and Quality
Nova Biomedical GmbH
Hessenring 13 A, Geb. G
64546 Morfelden-Walldorf
Germany

Tel: +49 6105 4505-0

Annex llI

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of the Council
Directive 98/79/EC for in vitro diagnostic medical devices, including applicable essential requirements of
Annex | for legal application of the CE Mark. All supporting documentation is retained under the premises of

the manufacturer.

Nova Biomedical, Inc. declares that the electronic products listed are in conformity with the provisions of the
Council Directive 2011/65/EC on the restriction of the use of certain hazardous substances in electrical and

electronic equipment (RoHS).

Standards Applied:

EN ISO 13485:2016 Medical devices. Quality management systems. Requirements for regulatory purposes

EN ISO 14971:2012 Medical devices — Application of risk management to medical devices

EN 61010-1:2010

EN 61010-2:101:2015

Signature:

Safety requirements for electrical equipment for measurement, control, and laboratory
use -Part 1: General requirements

Safety requirements for electrical equipment for measurement, control, and laboratory
use - Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment

William Jacques, Director fof Regulatory and Quality c €

Date: j—v( /&?.L'/zg Zu

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 22 July 2020

www.novabiomedical.com
Page 1 of 3



List of Catalog items covered:

gzt:‘ll:;egr Product Name Srn?t?er SLor:‘::I Medical Device Nomenclature (GMDN) g:}l’\gzl EDMS
14631 Power Cord Int 230V 56672 |Point-of-Care blood gasfhaemoximetry analyser IVD 21-02-02
38846 Nova Biomedical Capillary Tube Clot Catcher 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
38883 gt:ttciéfﬁle Critical Care Xpress Syringe Clot 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
42032 Prime Sensor Card CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42033 Prime Sensor Card CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42043 Prime Reference Cartridge 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52484 Prime Pump Harness 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52582 Prime Probe S Line 100 ul 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52616 Prime Tubing L1 L2 L3 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52617 Prime Tubing Harness ABG/CCS 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52669 Prime Safety Sample Port 5 Pk 56672 Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52703 Prime Acc Pack 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52856 Prime CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52857 Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53418 Remanufactured Prime CCS 56672 |Point-of-Care blood gas/fhaemoximetry analyser IVD 21-02-02
53420 Remanufactured Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53656 Prime CCS w/Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53657 Prime CCS Comp w/Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53666 Remanufactured Prime CCS w/ Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53667 Remanufactured Prime CCS Comp w/ Scanner |56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
55263 Prime Sensor Card CCS (High Volume) 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
55264 Prime Sensor Card CCS Comp (High Volume) |56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42031 Prime Sensor Card ABG 56671 Point-of-Care blood gas analyzer IVD 21-02-02
52855 Prime ABG 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
53421 Remanufactured Prime ABG 56671 Point-of-Care blood gas analyzer IVD 21-02-02
53655 Prime ABG w/ Scanner 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
53665 Remanufactured Prime ABG w/ Scanner 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
55262 Prime Sensor Card ABG (High Volume) 56671 Point-of-Care blood gas analyzer IVD 21-02-02
25217 szﬁ)rggksmndard Set A Levels 1,2,3,4 52860 :\{’I,Lgtliglsn?rlg!od gas/haemoximetry/electrolyte analyte 11-50-90-01-00
55229  |Nova Linearity Level 1,2,3,4 52860 m‘gfiﬂ'jn?r'gfd gas/hasmoximetry/electrolyte analyte | 1454 90:61-00
56198  |Linearity Standard Set G Multipack 52860 m‘gfiz'jn?r'gf’d gashaemoximetry/electrolyte analyte | 14 44 95.96.00

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com

Rev. 22 July 2020

Page 2 of 3




Catalog GMDN |Global Medical Device Nomenclature (GMDN) DIMDI EDMS
Number Product Name Number |Name Code
45150 |Prime Auto QC Cartridge CCS 200 Sample  |52860 |\ P1e blood gasihaemoximetry/electrolyte analyte | 44.50.90.01-00
52714  |Prime Ampuled Control ABG/CCS 52860 [\ Ple blood gashaemoximetrylelectrolyte analyte | 11.50.90-01-00
52864  |Prime Auto QC Cartridge CCS 300 Sample 52860 | vt IP\® Plood gashaemoximetrylelectrolyte analyte | 11_50.90.01.00
53107 |Prime Auto QC Cartridge ABG 200 Sample 52860 | \1Pie blood gasfhaemoximetry/electrolyte analyte | 11_5.99.91.00
53108  |Prime Auto QC Cartridge ABG 300 Sample 52860 mgﬁ‘;'(fn?r'gfd gashasmoximetry/clockiolfto analyte: | 44 5 55465460
53455 | Prime Auto QC Cartridge CCS 100 Sample (52860 | MaPle blood gasihaemoximetry/electrolyte analyte | 41_50.99.91.00
53456 | Prime Auto QC Cartridge ABG 100 Sample (52860 | MuPle blood gashaemoximetry/electrolyte analyte | 41_50.99.91.00
Prime Calibrator Cartridge CCS Comp 300 Multiple blood gas/haemoximetry/electrolyte analyte A :
52427 |gomS s 52859 | P 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 100 Multiple blood gas/haemoximetry/electrolyte analyte
52861  |ooriic 2 e 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
52862 Prime Calibrator Cartridge CCS 100 Sample 52859 IVD. calibrator 11-04-04-03-00
52863  |Prime Calibrator Cartridge CCS 300 Sample 52859 | \liple blood gasihaemoximetry/electrolyte analyte | 11_44.94.03.00
53104 |Prime Calibrator Cartridge ABG 100 Sample  |52859 | \11Ple blood gasihasmoximetry/electrolyte analyte | 11.04.04.03.00
Prime Calibrator Cartridge CCS Comp 400 Multiple blood gas/haemoximetry/electrolyte analyte
53105 |ooriie BOREE |t 11-04-04-03-00
53359 |Prime Calibrator Cartridge ABG 300 Sample (52859 | Mple blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53360 | Prime Calibrator Cartridge ABG 200 Sample (52859 | M ple blood gashaemoximetry/electrolyte analyte. | 1154 04.93.00
53364  |Prime Calibrator Cartridge CCS 200 Sample (52859 | \aitPle blood gas/haemoximetry/electrolyte analyte | 414 44.03.00
Prime Calibrator Cartridge CCS Comp 200 Multiple blood gas/haemoximetry/electrolyte analyte
53365 | 52858 | e oy 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
53463 Prime Calibrator Cartridge ABG 400 Sample 52859 IVD. calibrator 11-04-04-03-00
53464  |Prime Calibrator Cartridge ABG 500 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 14 4 04 0300
IVD, calibrator
53465 | Prime Calibrator Cartridge ABG 600 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 44 4 04 03.00
VD, calibrator
53466  |Prime Calibrator Cartridge CCS 400 Sample (52859 | \IiPle blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53467 | Prime Calibrator Cartridge CCS 500 Sample  |52859  |Multiple blood gas/haemoximetry/electrolyte analyte | 44 44 54 63 00
IVD, calibrator
53468 |Prime Calibrator Cartridge CCS 600 Sample | 52859 ?{“{‘Ejt'gzigg‘;‘ggas’ haemoximetry/electrolyte analyte | 1 14 14 93 09
Prime Calibrator Cartridge CCS Comp 500 Multiple blood gas/haemoximetry/electrolyte analyte B i
53460 | 52860 |\ s 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 600 Multiple blood gas/haemoximetry/electrolyte analyte
53470 | (ime 62850 |V b oter 11-04-04-03-00
52865 Stat Profile Prime Calibrator Flush Fixture 56672 |Point-of-Care blood gas/haemoximetry analyzer IVD 21-02-02

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com

Rev. 22 July 2020

Page 3 of 3
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ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 020747 0242 Rev. 00

Holder of Certificate: Nova Biomedical Corporation
200 Prospect Street
Waltham MA 02454
USA

Certification Mark:

: . Design and Development, Production, Distribution, Installation,
Scope of certlﬁcate' Servicing and Technical Support of In-Vitro Diagnostic Clinical

Chemistry and Hematology (Co-Oximeter) Medical Devices including
Near Patient / Point of Care Analyzers, Calibrators, Controls,
Reagents, Sensors, Kits used in the Detection of Blood Analytes,
Electrolytes, pH, Metabolites; Self Testing and Near Patient / Point of
Care In-Vitro Diagnostic Devices for the Management of Diabetes
Blood Glucose, Ketone, Cholesterol and Uric Acid, including Meters,
Test Strips and Controls; Self Testing In-Vitro Diagnostic Medical
Devices for the Determination of the percent Hemoglobin A1c
(HbA1c), Total Cholesterol, High Density Lipoprotein (HDL)
Cholesterol and Triglycerides in Whole Blood, and Albumin and
Creatinine in Urine including Analyzers, Test Cartridges and
Controls; Contract Manufacturing of Electronic Medical Devices;
Contract Manufacturing of Disposable Medical Devices; and
Distribution of Lancets

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 020747 0242 Rev. 00

Report No.: 72166286
Valid from: 2021-10-29
Valid until: 2024-10-28

COu

Date, 2021-10-29 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH + Certification Body * Ridlerstrafie 65 « 80339 Munich Germany
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(( DAKKs

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 020747 0242 Rev. 00

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(I1SO 13485:2016)

DIN EN ISO 13485:2016

Nova Biomedical Corporation
165 Lexington Road, Billerica MA 01821, USA

Production of Near Patient / Point of Care, and Self-Testing Meters
for the Management of Diabetes Blood Glucose, Ketone,
Cholesterol and Uric Acid.

Nova Biomedical Corporation
39 Manning Road, Billerica MA 01821, USA

Production of Near Patient / Point of Care, and Self-Testing Test
Strips for the Management of Diabetes Blood Glucose, Ketone,
Cholesterol and Uric Acid.

Distribution of Near Patient / Point of Care, and Self-Testing Test
Strips, Meters and Controls. Distribution of Lancets.

Nova Biomedical Corporation
200 Prospect Street, Waltham MA 02454, USA

Design and Development, Production, Distribution, Installation,
Servicing and Technical Support of In-Vitro Diagnostic Clinical
Chemistry and Hematology (Co-Oximeter) Medical Devices
including Near Patient / Point of Care Analyzers, Calibrators,
Controls, Reagents, Sensors, Kits used in the Detection of Blood
Analytes, Electrolytes, pH, Metabolites; Self Testing and Near
Patient / Point of Care In-Vitro Diagnostic Devices for the
Management of Diabetes Blood Glucose, Ketone, Cholesterol and
Uric Acid, including Meters, Test Strips and Controls; Self Testing
In-Vitro Diagnostic Medical Devices for the Determination of the
percent Hemoglobin A1c (HbA1c), Total Cholesterol, High Density
Lipoprotein (HDL) Cholesterol and Triglycerides in Whole Blood,
and Albumin and Creatinine in Urine including Analyzers, Test
Cartridges and Controls; Contract Manufacturing of Electronic
Medical Devices; Contract Manufacturing of Disposable Medical
Devices

TUV SUD Product Service GmbH + Certification Body « Ridlerstrae 65 « 80339 Munich Germany



000 “MunuMen”, 241520, Poccuickan ®epnepaumn, Bpaxckan obnacts,
BpaHcKkuiA pauoH, c. CynoHeso, yn. lWoccenHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MHorokaHanbHbIM Homep - 8-800-100-48-32
Dakc (4832) 92-24-54, 92-24-59, 92-24-61

nocmaswuk nabopamopuid WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Peructpauuronsoe yaoctosepenre Ne @CP 2011/11306 ot 07.12.2015 1.
IHacmopT

Kpacutean Asyp-203un no Pomanosckomy (MunuMen-P)
TY 9398-003-29508133-2011

Cepusn 98 Jara usroroenenus (3.2023 2. HUcenonszosars a0 03.2024 2.

1. Haznauenue
[Mpeanasuayen nas oxpawuBaHus (JOPMCHHBIX IJICMCHTOB KPOBH.

2, Texnuueckne TpeboBaHNA

HanMeHOBAHKE MOKA3ATE/IH Hopma mo TY Pe3yainTarsl HCHBLITAHMIMA

1. BHemnuii Bua

TeMHO-CHHSIS CHPONOOOPA3HAS KUAKOCTE OC3

1.1. Kpacurens ) coomeencmeyem
HCPACTBOPHMBIX MpHMCCEii

1.2. Bydpep dochaThbrii [Tpospaunast OecUBETHAN KUAKOCTH coomeemecmeyem

2. [InoTHOCTB pacTBOpa

KPACHTCIS MPH KOMHATHOM 1,000 —1,100 1,01

temneparype 20+£2°C, r/iem?

3. Bpems HACTYIUICH Ml OKPACKH
Ma3Ka (Mpy Pa3BCACHHH 50 30
kpacutems 1:19), mun, He donec

SPHUTPOLMTBEI — PO30BBIC C CEPBIM OTTCHKOM, O€KeBO- PO30BBIC C CCPBIM
KOPHYHCBBIC OTTEHKOM
siApa NCHKOLMUTOR — (DHOJICTOBBIC (pronerossie
LATOIIA3Ma TUM(DOUMTOB — rony0as, cepo-romy0as; roayoas
HTOMIA3MA  HCIT (PHIOB — OJICAHO-PO30BAs, CCPo- -
1 'o d_i a HeiTpoduno OJCAHO-PO30BaAsL, CCp GCHO-PO30BAS
4. Oxpacka (popMEHHBIX PO3Opas, -
ICMCHTOB KPOBH 3CPHHCTOCTL  HCHTPOQMIOB — (PHOACTOBAA, KPACHO- KPACHO-(DHOJICTOBAS
(proncrosas;
3CPHUCTOCTH J03MHO(DHIOB — JKCATO-0PAHIKCBAS, PO30BO-
3CPHHCTOCTB J03HHO(UIO CIITO-OPAHIKCBAsS, PO30BO KEITO-OPAKCBA
(pnoneToBas;
3CPHUCTOCTH Ha30(HI0B — (JHONCTOBASL; (hpuonerosas
TPOMOOLIHTEI — PO30BO-(PHONICTOBEIC, PO30BO-CHHC- PO30BO-(HONCTORBIC
(pronerosrie

3. TpauncnoprHpoBaAHKE U XpancHue

TpaHCNOPTHPOBAHKHE KPACHTCIs-(DHKCATOPA JOKHO MPOBOAWTBCH BCCMH BHAAMHM KDPBITOIO TPAHCIIOPTA MPH
temneparype ot 0 1o 25°C B COOTBETCTBHH C MPAaBHIAMHM TCPECBO3KM TPY30B, ACHCTBYIOWIMMHM HA MAHHOM BHIC
TpaHcnopta. KpacuTens CICAyeT XpaHHTb MPH TeMmepatype oT +3° mo +25°C B TCMHOM MCCTC, BAIM OT KHCJOT H
LLLCBO'-ICﬁ B TCUCHHC BCCIO CpOKa FOOHOCTH.

4, FapanTHH H3I0TOBHTE.ISI
H3roToBHTEIE TAPAHTHPYCT COOTBCTCTBHC KpacuTens Asyp-303uHa no Pomanosckomy (MwunnMen-P)

TpedoBanuaM TY 9398-003-29508133-2011 npu cobnroacHHU NoTpeOUTENEM YCIOBHI TPDAHCTIOPTHPOBAHMUS, XPAHCHUS 1
MPUMEHEHHA B TEUEHHE BCEr0 CPOKA IOJHOCTH.

Hauvaasuur [ITO baouu B.A.
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®EAEPAABHAS CAV;KBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

PETMCTPALIOHHOE Y/IOCTOBEPEHHE

HA MEAULIMHCROE U3AEJIUE
ot 07 nexaGps 2015 rona Ne ®@CP 2011/11306
Ha mMequnmHCKOEe u3enue

Kpacureas Asyp-Josun no Pomanoscxomy (ManuMen-P)
no TY 9398-003-29508133-2011

HacTosiimee peruCTpaiioHHOE Y0CTOBEPEHHE BbIIAHO

OB6mIecTBO ¢ OrpaHAYeHnol 0TBeTCTBeHHOCThIO ""MunnMen"

(000 "MuuuMen"), Poccns,

241520, Bpsinckas obaacTb, Bpsinckuii paiion, ¢. Cynoneso, yJ. Ilocceiinas, a. 17A

[IpousBoauTens

OO6mecTBO ¢ OrpaHAYCHHOI 0TBETCTBEHHOCTHIO "MuuanMen"

(000 "MunuMen"), Poccus,

241520, Bpsinckas 06aacts, Bpsincknii paiion, ¢. Cynoneso, yJ1. Ilocceiinas, a. 17A

MecTo NpoU3BOACTBA MEIHIIMHCKOTO U3JICTH
241520, Bpsinckas o6aacts. Bpanckuii paiion, ¢. Cynoneso, nep. Komcomo.ibcKmid,
a. 7, kopn. 2-a

Howmep perucrpannonnoro gocse Ne P/1-9275/51846 ot 18.11.2015
Buz MeaunuHCKoro usaenus 232730
KJtace MOTEHIHATBHOTO PHCKa IIPHMEHEHNHS MEHIIMHCKOTO U3/enus 3

Koz Obmepoccuiickoro KiacCHpuKaropa mpoayKIHH A MEAHLHHCKOTO H3/CTHA 93 9816

npukazom Poc3npaBrasszopa ot 07 nex p§2015 {Qi{{l N29 I‘Isl
JOTyIIeHo K 06palieHnio Ha Tepputophn Poccuiickoii e
Pyiosomntens Meepanbuoii caykésr /. |
110 HAX30PY B cdepe 3APaBOOXPAHEHUS
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28.06.2023, 10:18 about:blank

about:blank

000 “MunuMen”, 241520, Poccuirckan Oenepaums, Bpancras obnacts,
Bpauckua paion, c. Cynouess, yn. LWoccennan, 17 A

Ten. (4832) 92-97-97, 92-24.52, -53, 55, -56, .57, 58, -60, 1, €2

®  MuorokaHansHeui Homep - 8-800-100-48-32

nocmaswurk Aabopamopuid MHH 3234007127 www.minimed.ru e-pail: info@@minimed.ru

I
Perictpaurostoe yaoctoecpenue Ne GCP 2009/03559 o1 04.12.2015 1,
IMacmopr

Hafop pearentor «Mac/io KMMEPCEOBHDE
no TY 9398-011-29508133-2009

I Cepan L 13! Jara marorosaenst ' 07.11.2022 ]

L. Hazwancuue
HCnoawsyerea a9 ADOXPOMATEMCCKHX ¥ AXPOMHTHYCCKNX OGLEKTHBOB MHEDOCKOINOB BCEX BHAOB, KpPOME
THOMHHCCUCHTHBIX, THCAHAZHANCHRE A4 PACOTHL B BHAHMOH 0ONACTH CicKTpa,

2. Texvnweckng 1pebunanna

XapaKrepuerska o

Haumeiosanne nokasaveasn
dapma uo TY

Perynrrars ammmﬂ

NMpospaunan GecupCTHAR KEAKOCTS CO

Breunust san CAUGBEM FKENTOBATLIM OTTEHKOM covhaemcmeyem
BirskocTs KHHEMATHYCCKAN NP3 TCMAEPATYPE Or 220 1350
200C, amifc

Hoxwiareas RpeoMachs npu Temmepatype OF 1.5150 10 1.5180 15157
20°C T i "
KoadJmemieHT nponyckanns macna, % He mence 70 01w - 99,1

54 par - 1000

HMMCPCHOMHOR MACHIO JIRTRG YAAMETCS ¢ TOBEPXHOCTH MPCNAPATY, PPONTAIBHON THHIB! 1 OnpuaBsl O0BEKTHBY;
WHCPTHO K OXPAICHHIAM 1 HECOKPHICHNBIM MPCOAPATAM.

YD4kOBKS — (GUAKOH-KANCABHMLA BMCCTUMOCTSY 1000 war 0fconcwmbieT VKKYPATHOC M IKOHOMHYHOC RIRCCCHMC
MOCI2 HA MPERAPAT.

Cpox rouviocTsr — 1,5 roaa ¢ aater M3roTosIcHIA,

3. Tpancsoprauposanue v xpaneune
TPaHCHOPTHPOBAHKE ROIKAO OPOBOIMTECA BCCMH BHAAMH KPHITOrO THAHCHOPTA B COOTBCTCTBHY € TPABMIKAME
RCPCBOIKA IPYI0B, ACHCTRYIOWIEMH HA JAHHOM BHAC TPAKCOOPTA. XPAHCHHE - @ YIAKORKE MPCAUPHATHA-HITOTOBHTCIA B
MPOXNIAAHOM MECTC MPH OTHOCHTCABHOH ENAXHOCTH BO3Ayxa HEe fonec §0% B MeCTaX, S0MMUICHHBIX OT BOIACHCTEHN
NPAMBIX CORHETHLIX JIyHCiH, ATMOCHEPHBIN OCIAKOB H ATPECCHBHEIX CPET B TCICHNUE BOEFD CPOKA MOJAHOCTH.

4. Capawrwg ssrorosireas
W3roTosutens rpauTHpyeT COOTBCTETBHE KAUCCTRA HAGOPI poarcHTos «Matmo MMMEPCHOHHOCH TpeBoBanim TY
9398-011-29508133-200% npw cobaroncsuw noTpediTency yeaosuii TPSHCTIODTHPOBAHNA, XPANCHHA W NPHMCHCHAS B
TEUCHHE BLETO CPOKA NOAHOCTH.

Hauaaennk NTO Baéug B.A.

10/21
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8 ITALCERT

CERTIFICATO N° 5055GQ06

CERTIFICATE N° 5055GQ06

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System —~

messo inatto da
implemented by

APTACASpA.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)
nella Sede Operativadi ~— -

Operative Unit

2 Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma —
is-in-compliance with thestandard————— = 8

_UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi 7
concerning the (’oi.fowz’ng kinds of Processes —— ———

Gestione della fabbricazione e immissione in commercio di taﬁ'xpgjni sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi

e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and piacing o the market of sterile tampans for sampling of biological specimens in natural orifice and in surgicat field.
Design and manufacturing of diagnostic medical devices for laboratories of aralysis and.non-sterile class | medical devices.

Marketing of invasive and nor-invasive medical devices of tlass lia, Is, | and in vitro diagnostics. Marketing of laboratory items.

Il presente Certificato é soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements-estobilished in the Rules for the certification in force-applicanie.
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discreparicy between the languages used tn the transtation of the content of this certificate, please rafer to the ltalian language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

LR ICLHS

Dr. Ing.‘R;oberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza

First Issue Date First Issue Date [TALCERT 5 Renewal Date Expiration Date
1988-07-23 2011-10-30 2023-10-24 2026-10-29

Settore IAF 14 - 29

ACCRED

L'ENTE ITALIANO DI ACCREDITA

oS

SGQ N*022A
Membro degll Accordl i Mutuo Riconoscimento EA, 1AF e ILAC
Signatory of EA, JAF and JLAC Mutua) Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +3S 0266104876 | fax. +39 0266101479 | www.italcertit | italcertsri@legalmail.it
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8 ITALCERT

CERTIFICATO N° 505DM0Q9

CERTIFICATE N° 505DM09

Si certifica che |l
this is to certify that

Sistema di Gestione per la Quallta

Quality Management Systerm —

messo in atto da
implemented by

APTACASPA.

Via Monte-Bianco, 4 = IT 20900 MONZA | (MB) =

nella Sede Operativa d1 =
e~ Operative Unif

=~ Regione Monforte, 30— IT 14053 CANELL] (AT)

& conforme alla norma —
is in.compliance with the-standard —

UNI CEILEN 1SO 13485-2021 (ISO 13485- 2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponl sterili per il prellevo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe Ila, Is, I e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterite tamponsfor sampling of f biclogicat specimens in natural orifice and in surgical field.

Design and manufacturing of diagnostic-medical devices for laboratories of ana alysis and non-sterile class | medical devices.
Marketing of invasive and non-invasive medical devices of class fla, Is, | and in vitro diagnostics.

Il presente Certificato é soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the certification in force-applicabls.
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate. please refer to the ltalian language

L’AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(L9

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione [TALCERT Data di Rinnovo Data di Scadenza
First lssue Date First lssue Date ITALCERT — Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29

ACCREDIA N

ENTE ITALA

SGQ N® 0234
= Membro degll Accordl i Mutu Riconoseimento EA, JAF ¢ ILAC
Signatary of £4, TAF and JLAC Mutual Recognition Agresments

ITALCERT S.r.l. | Viale Sarca, 336 — 20125 Milanc (MI) | tel. +39 0266104876 | fax. +39 0266101479 | wwwiitalcert.it | italcertsrl@legalmail.it




B nuova APTACA s.r.l.
b Wz
[

'1;\\v ‘ =N Regione Monforte, 30 -14053 Canelli (Asti) ITALY

<t - | ~O\ A ~ 7 - ~O\ AT 471 O o Nole

< B Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
o}

a5 K i

&0 e-mail: info@aoptaca.com - www.aptaca.com - www.vacucheck.com
AR

A PT/‘\F/A\ <x P.IVA: 00862050960 - Cod.Fisc.: 07520200155 -R.E.A. MB 1167248

N e [ W o

CERTIFIED COMPANY UNI EN 1SO 9001:2008 & UNI CEI EN I1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

CONTENITORI PER CAMPIONI BIOLOGICI
SPECIMEN CONTAINERS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.

The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
CanEI l ) 26.07.2015 Responsabile

Contenitori per campioni biologici — Prodotti non Sterili
Mod DC-048/01.06/3 Specimen Containers — Not Sterile products Pag.1 of 8
26.07.2015



ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

1011 Contenitori per feci 18ml, PS, con tappo a pressione con paletta Faeces containers 18ml, PS, with pressure cap and spoon

1011/E eCt(i)Cngg?tgori B SRR pressione con paletta, con Faeces containers 18ml, PS, with pressure cap and spoon, with label

1011/E/50 antenito_ri per fe(;i 18m|, PS, con tappo a pressione con paletta, con | Faeces contginers 18ml, PS, with pressure cap and spoon, with label, in
etichetta, in confezioni da 50 pezzi bags of 50 pieces

1011/E/AST eCt(i) Cn;g?ti;ori B L R0 a prossione con paletta, oon Faeces containers 18ml, PS, with pressure cap and spoon, with label

1012 Contenitori per campioni biologici 18ml, PS, con tappo a pressione Specimen containers 18ml, PS, with pressure cap

1013 Contenitori da 18ml, PS, senza tappo Containers 18ml, PS, without cap

1030 Contenitori per urine 130ml, PS, graduati, tappo a pressione Graduated urine containers 130ml, PS, pressure cap

1030/E Contenitori per urine 130ml, PS, graduati, tappo a pressione, con etichetta Graduated urine containers 130ml, PS, pressure cap, with label

1030/E/CS Conten_itori per urine 130ml, PS, graduati, tappo a pressione, con etichetta, | Graduated urine containers 130ml, PS, pressure cap, with label, individually
confezione singola wrapped

1030/MO Contenitori per urine 130ml, PP, graduati, tappo a pressione Graduated urine containers 130ml, PP, pressure cap

1030/MO/E Contenitori urina 130ml, in PP tappo a pressione, graduati, etichetta Graduated urine containers 130ml, PP, pressure cap, label

1030/MO/T Contenitori urina 130ml, in PP tappo a pressione inserito, graduati Graduated urine containers 130ml, PP, pressure cap

1030/R Contenitori per urine 130ml, PS, graduati, tappo a pressione rosso Graduated urine containers 130ml, PS, red pressure cap

1030/S Contenitori per urine 130ml, PS, graduati, senza tappo Graduated urine containers 130ml, PS, without cap

1030/T Contenitori per urine 130ml, PS, graduati, tappo a pressione inserito Graduated urine containers 130ml, PS, with inserted pressure cap

1040 Contenitori per urina 120ml, PP, con coperchio autoadesivo Graduated urine containers 120ml, PP, with self-adhesive cap

1040/P Contenitori per urina 120ml, PS, con coperchio autoadesivo Graduated urine containers 120ml, PS, with self-adhesive cap

1040/P/S Contenitori per urina 120ml, PS, senza coperchio autoadesivo Graduated urine containers 120ml, PS, without self-adhesive cap

1040/S Contenitori per urina 120ml, PP, senza coperchio autoadesivo Graduated urine containers 120ml, PP, without self-adhesive cap

1041 Contenitori per campioni biologici 30ml, PS, con tappo a pressione Specimen containers 30ml, PS, with pressure cap

1041/E gﬁgﬁgﬂgori 220 el A E ) el (5 €8 110 6 BRsglelich G2l Specimen containers 30ml, PS, with pressure cap, with label

1041/s Contenitori per campioni biologici 30ml, PS, senza tappo Specimen containers 30ml, PS, without cap

1041/T Contenitori per campioni biologici 30ml, PS, con tappo a pressione inserito Specimen containers 30ml, PS, with inserted pressure cap

1050 Contenitori per urine 150ml, PS, graduati, tappo a pressione Graduated urine containers 150ml, PS, pressure cap

1050/E Contenitori per urine 150ml, PS, graduati, tappo a pressione, con etichetta Graduated urine containers 150ml, PS, pressure cap, with label

1050/Ss Contenitori per urine 150ml, PS, graduati, senza tappo Graduated urine containers 150ml, PS, without cap

1050/T Contenitori per urine 150ml, PS, graduati, tappo a pressione inserito Graduated urine containers 150ml, PS, with inserted pressure cap

1051 Contenitori per espettorato 60ml, PS, con tappo a pressione Sputum containers 60ml, PS, with pressure cap

1051/E Contenitori per espettorato 60ml, PS, con tappo a pressione, con etichetta Sputum containers 60ml, PS, with pressure cap, with label

1051/s Contenitori per espettorato 60ml, PS, senza tappo a pressione Sputum containers 60ml, PS, without pressure cap

1051/s/Cs ggr?ftg;gﬁg Si;r)goéspettorato SUNTRES J==nzaRiapropappiess ore i Sputum containers 60ml, PS, without pressure cap, individually wrapped

1051/T Contenitori per espettorato 60ml, PS, con tappo a pressione inserito Sputum containers 60ml, PS, with inserted pressure cap

1061 Contenitori per campioni biologici 35ml, PS, con tappo a pressione Specimen containers 35ml, PS, with pressure cap
Contenitori rotondi "SECURBOX" da 2.000ml, in PP, con coperchio a | Disposable container’SECURBOX"2,000 ml in PP, with lid in PP with

10621 pressione in PP e sigillo di sicurezza a strappo. Con supporto di materiale | security tear seal. It contains inside absorbent material with 10 holes. With
assorbente a 10 fori. Con manico handle
Contenitori rettangolari "SECURBOX" da 5.000ml, in PP, con coperchio a | Disposable container’SECURBOX"5,000 ml in PP, with lid in PP with

10622 pressione in PP e sigillo di sicurezza a strappo. Con supporto di materiale | security tear seal. It contains inside absorbent material with 99 holes. With
assorbente a 99 fori. Con manico handle

10631 Contenitori da 5ml, PE, tappo a vite Containers 5ml, PE, screw cap

10632 Contenitori da 30ml, PE, tappo a vite Containers 30ml, PE, screw cap

10633 Contenitori da 90ml, PE, tappo a vite Containers 90ml, PE, screw cap
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1070 Contenitori modello “Bijou” da 7ml, in PS, @20x50mm, con tappo a vite Containers “Bijou” type in PS, 7ml, @20x50 mm, with screw cap

1070/E gt?gggggori L ™. COn (3P0 4 vite, con Containers “Bijou” type in PS, 7ml, @20x50 mm, with screw cap, with label

1081 Contenitori per urine 150ml, PS, graduati, tappo a vite Graduated urine containers 150ml, PS, screw cap

1081/Cs ggg:ﬁ;itori EERALIERRE IR IEEREL tappo 2 vite, in confezione Graduated urine containers 150ml, PS, screw cap, individually wrapped

1081/E Contenitori per urine 150ml, PS, graduati, tappo a vite, con etichetta Graduated urine containers 150ml, PS, screw cap, with label

1081/T Contenitori urina 150ml, in PS con tappo a vite inserito, Graduated urine containers 150ml, PS, screw cap

1211 Contenitori per feci 60ml, PS, con tappo a pressione con paletta Faeces containers 60ml, PS, with pressure cap and spoon

1211/CS Contenitori per feci 60ml, PS, con tappo a pressione con paletta Faeces containers 60ml, PS, with pressure cap and spoon

1212 Contenitori per campioni biologici 60ml, PS, con tappo a pressione Specimen containers 60ml, PS, with pressure cap

1212/CS gg:ff;ggg Sﬁ?gr Ol:ampioni el GO, L Ee) (20 ) [IEEsias Specimen containers 60ml, PS, with pressure cap, individually wrapped

1213 Contenitori da 60ml, PS, senza tappo Containers 60ml, PS, without cap

1230 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/10 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/100 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/CS Contenitori per urine 200ml, PS, graduati, tappo a vite, confezione singola Graduated urine containers 200ml, PS, screw cap, ind. wrapped

1230/E Contenitori per urine 200ml, PS, graduati, tappo a vite, con etichetta Graduated urine containers 200ml, PS, screw cap, with label

1230/S/E Contenitori urina 200ml, in PS senza tappo, graduati, Graduated urine containers 200ml, PS, with label

1230/T Contenitori urina 200ml, in PS tappo a vite inserito, Graduated urine containers 200ml, PS, with inserted screw cap

1230/TE Contenitori per urine 200ml, PS, graduati, tappo a vite inserito, con etichetta | Graduated urine containers 200ml, PS, with inserted screw cap, with label

12731 ;fangﬁztger (2 (el 2 (21 U D 28 CI, 3l A5, (D B ) Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated

12731/E Tanica per I.a raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, Tgnks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated,

graduata, etichetta with label

12731/SAC Taniche in PE da 2.500ml per la raccolta urine 24ore, ;,375,-3;2;@2;;:;5 B A

12731K g?andilc;tger ) [EEER ) GBI D (D 25 €12, ALl ASAET 00 B ) Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated

14120 Contenitori per istologia da 20ml, in PP, tappo a vite verde 20 ml Surgical specimen containers in PP, with yellow screw cap

14120/B bCigrr:;eZnai‘trc()jri per istologia da 20ml, in PP, tappo a vite giallo, etichetta I2a(;) 27/ Surgical specimen containers in PP, with yellow screw cap, biohazard

14121 Contenitori per istologia da 40ml, in PP, tappo a vite giallo 40 ml Surgical specimen containers in PP, with yellow screw cap

14121/B bCigrr:;eZnai‘trzri per istologia da 40ml, in PP, tappo a vite giallo, etichetta 7;% ;7/ Surgical specimen containers in PP, with yellow screw cap, biohazard

14122 Contenitori per istologia da 60ml, in PP, tappo a vite giallo 60 ml Surgical specimen containers in PP, with yellow screw cap

14122/B t(jontenitori per istologia da 60ml, in PP, tappo a vite giallo, etichetta | 60 ml Surgical specimen containers in PP, with yellow screw cap, biohazard
iohazard label

14123 Contenitori per istologia da 90ml, in PP, tappo a vite giallo 90 ml Surgical specimen containers in PP, with yellow screw cap

14123/B bClorr:tenit(()jri per istologia da 90ml, in PP, tappo a vite giallo, etichetta ;)% n}l Surgical specimen containers in PP, with yellow screw cap, biohazard
iohazar labe

14124 Contenitori per istologia da 120ml, in PP, tappo a vite giallo 120 ml Surgical specimen containers in PP, with yellow screw cap

14124/B bClorr:tenitc()jri per istologia da 120ml, in PP, tappo a vite giallo, etichetta Z) 2(;1 ml cf/uzgi?al specimen containers in PP, with yellow screw cap,
iohazart iohazard labe

14131 Contenitori per biopsie in PS, con tappo a pressione in PE, da 30ml Biopsy specimen containers in PS with pressure cap in PE, 30 m/

14132 Contenitori per biopsie in PS, con tappo a pressione in PE, da 50ml Biopsy specimen containers in PS with pressure cap in PE, 50 m/

14134 Contenitori per biopsie in PS, con tappo a pressione in PE, da 100ml Biopsy specimen containers in PS with pressure cap in PE, 100 ml

14136 Contenitori per biopsie in PS, con tappo a pressione in PE, da 150ml Biopsy specimen containers in PS with pressure cap in PE, 150 ml

14138 Contenitori per biopsie in PS, con tappo a pressione in PE, da 200ml Biopsy specimen containers in PS with pressure cap in PE, 200 m/

14140 Contenitori per biopsie in PS, con tappo a pressione in PE, da 250ml Biopsy specimen containers in PS with pressure cap in PE, 250 ml

14142 Contenitori per pezzi chirurgici 500ml, PE, bocca larga, tappo a pressione Surgical specimens containers 500ml, PE, wide opening, with pressure cap
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14142/B Contenitori per pezzi chirurgici 500ml, PE, bocca larga, tappo a pressione, | Surgical specimens containers 500ml, PE, wide opening, with pressure cap,
etichetta Biohazard Biohazard label

14143 Contenitori per pezzi chirurgici 1.000ml, PE, bocca larga, tappo a pressione ?:;g/cal GPEEIEE CAHIENID HEtlh (A5, Uika Granlis, ) [EEE

14143/B Contenitori per pezzi chirurgici 1.000ml, PE, bocca larga, tappo a | Surgical specimens containers 1.000ml, PE, wide opening, with pressure
pressione, etichetta Biohazard cap, Biohazard label

14144 Contenitori per pezzi chirurgici 1.500ml, PE, bocca larga, tappo a pressione ?:;g/cal RIS CUUEIETS UoSbt) (5, U3 CRenllich Lt (2i2EE)

14144/B Contenitori per pezzi chirurgici 1.500ml, PE, bocca larga, tappo a | Surgical specimens containers 1.500ml, PE, wide opening, with pressure
pressione, etichetta Biohazard cap, Biohazard label

14150 Contenitori trasparenti per pezzi chirurgici 150ml, PP, tappo a pressione Surgical specimens transparent containers 150ml, PP, with pressure cap

14150/B Contenitori trasparenti per pezzi chirurgici 150ml, PP, tappo a pressione, | Surgical specimens transparent containers 150ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14151 Contenitori per istologia da 250ml, in PP, tappo a vite giallo 250 ml Surgical specimen containers in PP, with yellow screw cap

14151/B Contenitori per istologia da 250ml, in PP, tappo a vite giallo, etichetta | 250 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14152 Contenitori per istologia da 500ml, in PP, tappo a vite giallo 500 ml Surgical specimen containers in PP, with yellow screw cap

14152/B Contenitori per istologia da 500ml, in PP, tappo a vite giallo, etichetta | 500 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14153 Contenitori per istologia da 1000 ml, in PP, tappo a vite giallo 1000 ml Surgical specimen containers in PP, with yellow screw cap

14153/B Contenitori per istologia da 1000 ml, in PP, tappo a vite giallo, etichetta | 1000 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14155 Contenitori trasparenti per pezzi chirurgici 250ml, PP, tappo a pressione Surgical specimens transparent containers 250ml, PP, with pressure cap

14155/B Contenitori trasparenti per pezzi chirurgici 250ml, PP, tappo a pressione, | Surgical specimens transparent containers 250ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14160 Contenitori trasparenti per pezzi chirurgici 500ml, PP, tappo a pressione Surgical specimens transparent containers 500ml, PP, with pressure cap

14160/S Contenitori trasparenti per pezzi chirurgici 500ml, PP, tappo a pressione, | Surgical specimens transparent containers 500ml, PP, with pressure cap,
serigrafati serigraphed

14170 Contenitori trasparenti per pezzi chirurgici 1.000ml, PP, tappo a pressione Surgical specimens transparent containers 1.000ml, PP, with pressure cap

14170/S Contenitori trasparenti per pezzi chirurgici 1.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 1.000ml, PP, with pressure cap,
serigrafati serigraphed

14175 Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione Surgical specimens transparent containers 2.000ml, PP, with pressure cap

14175/B Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 2.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14175/T Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione | Surgical specimens transparent containers 2.000ml, PP, with inserted
inserito pressure cap

14180 Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione Surgical specimens transparent containers 3.000ml, PP, with pressure cap

14180/B Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 3.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14180/S Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 3.000ml, PP, with pressure cap,
serigrafati serigraphed

14185 Contenitori trasparenti per pezzi chirurgici 5.000ml, PP, tappo a pressione Surgical specimens transparent containers 5.000ml, PP, with pressure cap

14185/B Contenitori trasparenti per pezzi chirurgici 5.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 5.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14190 Contenitori per grossi pezzi chirurgici 5.600ml, PP, tappo a pressione Big surgical specimens containers 5.600ml, PP, with pressure cap
Contenitori per grossi pezzi chirurgici 5.600ml, PP, tappo a pressione, | Big surgical specimens containers 5.600ml, PP, with pressure cap,

14190/B 3 . g
etichetta biohazard biohazard label

14192 Contenitori per grossi pezzi chirurgici 2,500ml, PP, tappo a pressione Big surgical specimens containers 2,500ml, PP, with pressure cap

14192/B Contenitori per grossi pezzi chirurgici 2,500ml, PP, tappo a pressione, | Big surgical specimens containers 2,500ml, PP, with pressure cap,
etichetta biohazard biohazard label

14195 Contenitori per grossi pezzi chirurgici 11.000ml, PP, tappo a pressione Big surgical specimens containers 11.000ml, PP, with pressure cap

14195/B Contenitori per grossi pezzi chirurgici 11.000ml, PP, tappo a pressione, | Big surgical specimens containers 11.000ml, PP, with pressure cap,
etichetta biohazard biohazard label

1560 Contenitori per saliva 30 ml, in PP, tappo a vite, Autoclavable sputum collection container 30 ml, in PP, screw cap

1630 Contenitori da 250 ml per campioni biologici in PS. Con tappo a vite in | 250 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con_guamizione, @39 x 60 mm @39 x 60 mm

1630/E Contenitori da 250 ml per campioni biologici in PS. Con tappo a vite in | 250 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con _guamizione, @39 x 60 mm, con etichetta @39 x 60 mm, with label

19550 Contenitore per la raccolta delle urine per test antidoping Urine containers for testing drugs abuse
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2030 Contenitori per campioni biologici 30ml, PP, tappo a vite Specimen containers 30ml, PP, with screw cap

2030/E Contenitori per campioni biologici 30ml, PP, tappo a vite, etichetta Specimen containers 30ml, PP, with screw cap, label

2030/P Contenitori per campioni biologici 30ml, PP, tappo a vite rosso non inserito Specimen containers 30ml, PP, with red screw cap not inserted

2030/S Contenitori per campioni biologici 30ml, PP, con tappo a vite a parte Specimen containers 30ml, PP, with screw cap in separate bag

2030/S/R Contenitori per campioni biologici 30ml, PP, con tappo a vite a parte rosso Specimen containers 30ml, PP, with red screw cap in separate bag

2040 Contenitori per campioni biologici 60ml, PS, tappo a vite Specimen containers 60ml, PS, with screw cap

2040/B Contenitori per campioni biologici 60ml, PS, tappo a vite bianco Specimen containers 60ml, PS, with white screw cap

2040/E Contenitori per campioni biologici 60ml, PS, tappo a vite, con etichetta Specimen containers 60ml, PS, with screw cap, with label

2040/E/R Contenitori campioni biologici 60ml, PS, tappo inserito rosso Specimen containers 60ml, PS, with screw cap, with label

2040/P Contenitori campioni biologici 60ml, in PS, @35 x 70 mm, Specimen containers 60ml, PS, with screw cap

2040/P/E Contenitori campioni biologici 60ml, PS, @35x70mm, etichetta, Specimen containers 60ml, PS, with screw cap, with label

2040/R Contenitori per campioni biologici 60ml, PS, tappo a vite rosso Specimen containers 60ml, PS, with red screw cap

2042 Contenitori per campioni biologici 60ml, PS, tappo a vite e paletta Specimen containers 60ml, PS, with screw cap and spoon

2042/E gt(i):;gggori RRRLYOni biologici 60mi, PS, tappo a vite e paletta, con Specimen containers 60ml, PS, with screw cap and spoon, with label

2050 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2050/100 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2050/B Contenitori di colore blu per campioni biologici 60ml, PP, tappo a vite Specimen containers blue colour 60ml, PP, with screw cap

2050/C Tappi a vite colore giallo per contenitori cod. 2050 Yellow screw cap for containers cod 2050

2050/CS Contenitori per campioni biologici 60ml, PP, tappo a vite, confezione singola | Specimen containers 60ml, PP, with screw cap, ind. wrapped

2050/DDK Contenitori per campioni biologici 60ml, PP, tappo a vite inserito rosso Specimen containers 60ml, PP, with red inserted screw cap

2050/E gt?g;:?tgori 217 ey ol opel (Sl (A7, 21220 6 ) (eeii), Cen Specimen containers 60ml, PP, with inserted screw cap, with label

2050/E/S gt?ggz?tgori 27 G Gl (Gt i D & U3 e 2125 G2l Specimen containers 60ml, PP, with screw cap not inserted, with label

2050/P Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito Specimen containers 60ml, PP, with screw cap not inserted

2050/P/E Contenitori campioni biologici 60ml, PP, @35x70mm, graduati, Specimen containers 60ml, PP, with screw cap not inserted

2050/PR E())(;r;ganitori s Gl ke el (i, (D 8 U B0 [ D e Specimen containers 60ml, PP, with screw cap not inserted red colour

2050/R S)c;r;t)enitori 27 G L e, 7, T BT S Gl Specimen containers 60ml, PP, with screw cap inserted red colour

2050/S Contenitori per campioni biologici 60ml, PP, senza tappo Specimen containers 60ml, PP, without cap

2050/T Contenitori per campioni biologici 60ml, PP, tappo a vite inserito Specimen containers 60ml, PP, with inserted screw cap

2050/TAPPQ/B | Tappia vite colore blu per contenitori cod. 2050 Blue screw cap for containers cod 2050

2050P Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito Specimen containers 60ml, PP, with screw cap not inserted

2052 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/10 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/100 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/CS Qontenitori per feci 60ml, PP, con tappo a vite con paletta, confezione | Faeces containers 60ml, PP, with screw cap and spoon, individually
singola wrapped

2052/E Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 60ml, PP, with screw cap and spoon, with label

2052/E/CS Conteqitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta, Eagcgs containers 60ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

2052/R Contenitori per feci 60ml, PP, con tappo a vite rosso con paletta Faeces containers 60ml, PP, with red screw cap and spoon

2052/T5 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2062 Contenitori per feci da 60 ml, in PP, tappo a vite Faeces containers in PP 60ml, screw cap

2062/10 Contenitori per feci da 60 ml, in PP, tappo a vite Faeces containers in PP 60ml, screw cap

2062/E Contenitori per feci da 60ml, in PP, tappo vite con paletta, etichetta Faeces containers in PP 60ml, screw cap, with label

2062/P Contenitori per feci da 60 ml, in PP, tappo a vite a parte Faeces containers in PP 60ml, not assembled screw cap
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2072 Contenitori per feci da 60 ml, in PS, tappo a vite Faeces containers in PS 60ml, screw cap

2072/E Contenitori per feci da 60ml, in PS, tappo vite con paletta, etichetta Faeces containers in PS 60ml, screw cap, with label

2072/P Contenitori per feci da 60 ml, in PS, tappo a vite a parte Faeces containers in PS 60ml, not assembled screw cap

2120 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/100 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/50 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/B Contenitori per urine 150ml, PP, graduati, tappo a vite bianco Graduated urine containers 150ml, PP, white screw cap

2120/CSs aC:;tt?-}crilitori per urine 150ml, PP, graduat, tappo a vite, confezione singola, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/CS/IM gg;ﬁ?itori SR oraduati, tappo a vite, confezione singala, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/CS/MI aC:g&ciacr;itori BRI, graduati, tappo a vite, confezione singala, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/E Contenitori per urine 150ml, PP, graduati, tappo a vite, con etichetta Graduated urine containers 150ml, PP, screw cap, with label

2120/E/CS Contgr]itori per urine 150ml, PP, graduati, tappo a vite, confezione singola, G(aduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic,
asettici, con etichetta with label

2120/ES Cont_enitori per urine 150ml, PP, graduati, tappo a vite, con etichetta non | Graduated urine containers 150mi, PP, screw cap, with label in separate
applicata bag

2120/N Contenitori per urine 150ml, PP, graduati, tappo a vite neutro Graduated urine containers 150ml, PP, neutral screw cap

2120/R Contenitori per urine 150ml, PP, graduati, tappo a vite rosso Graduated urine containers 150ml, PP, red screw cap

2120/S Contenitori per urine 150ml, PP, graduati, senza tappo Graduated urine containers 150ml, PP, without cap

2120/T Contenitori per urine 150ml, PP, graduati, tappo a vite inserito Graduated urine containers 150ml, PP, with inserted screw cap

2120/T/100 g:qtggitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni %gduated urine containers 150ml, PP, with inserted screw cap, bags of

pcs pcs

2120/T/N Contenitore urina 150ml, in PP tappo a vite neutro inserito, Graduated urine containers 150ml, PP, with inserted screw cap

2120/T5 ((’Jgr;t;r;istori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni F(;v‘cr:duated urine containers 150ml, PP, with inserted screw cap, bags of 5

2120/T50 ((’);)rétgnitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni | Graduated urine containers 150ml, PP, with inserted screw cap, bags of 50

pcs pcs

2120/TB Contenitori per urine 150ml, PP, graduati, tappo a vite inserito bianco Graduated urine containers 150ml, PP, with inserted white screw cap

2120/TB Contenitori urina 150ml, in PP con tappo a vite bianco Graduated urine containers 150ml, PP, with inserted screw cap

2120/TE Contenitori urina 150ml, in PP tappo vite azzurro inserito, Graduated urine containers 150ml, PP, with inserted screw cap

2120/TN Contenitori per urine 150ml, PP, graduati, tappo a vite inserito di colore | Graduated urine containers 150ml, PP, with inserted screw cap neutral
neutro colour

2120/TR Contenitori per urine 150ml, PP, graduati, tappo a vite inserito colore rosso Graduated urine containers 150ml, PP, with red inserted screw cap

2120/V/500 Contenitori per urine 150ml, PP, graduati, tappo a vite verde Graduated urine containers 150ml, PP, screw cap green colour

2220 Contenitori per urine 200ml, PP, graduati, tappo a vite Graduated urine containers 200ml, PP, screw cap

2220/250 Contenitori urina 200ml, in PP tappo a vite, graduati, Graduated urine containers 200ml, PP, screw cap

2220/CS Contenitori per urine 200ml, PP, graduati, tappo a vite, confezione singola Graduated urine containers 200ml, PP, screw cap, ind. wrapped

2220/E Contenitori per urine 200ml, PP, graduati, tappo a vite, con etichetta Graduated urine containers 200ml, PP, screw cap, with label

2220/E/CS Conteqitori per urine 200ml, PP, graduati, tappo a vite, con etichetta, | Graduated urine containers 200ml, PP, screw cap, with label, individually
confezione singola wrapped

2220/R Contenitori per urine 200ml, PP, graduati, tappo a vite rosso Graduated urine containers 200ml, PP, red screw cap

2220/S Contenitori per urine 200ml, PP, graduati, senza tappo a vite Graduated urine containers 200ml, PP, without screw cap

2220/T Contenitori per urine 200ml, PP, graduati, tappo a vite inserito Graduated urine containers 200ml, PP, with inserted screw cap

2250 Contenitori campioni biologici da 40 ml, in PP Specimen containers 40 mi, in PP

2420 '(D)rc;rllige\;gtcc)gm%?gn?rine (SUURRE Rorectal piappoRa R icRep aRp HORESY Graduated urine containers 150ml, PP, screw cap and plug

2420/R g;“fygtzgrgsi;ﬁiﬁne Lt Gt e T e ERUL g T Graduated urine containers 150ml, PP, with screw cap and plug red colour

2420/TR Contgnitgri urine 150ml, PP, graduati, tappo a vite rosso e tappino prelievo | Graduated urine containers 150ml, PP, with inserted screw cap and plug
campioni inserito red colour

2440 gg r;tgr;it;rrini.n PS per campioni biologici con tappa a vite inserito, GRRLE Specimen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm
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CoD DESCRIZIONE DESCRIPTION

2440/CS Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, & Spgcjmen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, conf. singola individually wrapped

2440/E Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, @ Specimen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, con etichetta with label

2440/E/CS Contenitori in PS per campioni bi_ologici con tappo a vite inserito, 60 ml, @ S;_)ecimen gon_tqiners in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, con etichetta, conf. singola with label, individually wrapped

2440/P Contenitori campioni biologici 60ml, PS, con tappo a parte, Specimen containers in PS with screw cap, 60 ml, @ 38 x 65 mm

2442 g](r):tenitori R Bl © con paletta, 60 mi, B 38 x 65 Faeces containers in PS with screw cap and spoon, 60 ml, @ 38 x 65 mm

2442/E Contenitorilper feci in PS con tappo a vite e con paletta, 60 ml, @ 38 x 65 Fgeces containers in PS with screw cap and spoon, 60 mi, @ 38 x 65 mm,
mm, con etichetta. with label

2442/R Contenitori per feci in PS con tappo a vite rosso e con paletta, 60 ml, @ 38 x | Faeces containers in PS with red screw cap and spoon, 60 ml, @ 38 x 65
65 mm mm

2450 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2450/B Contenitori per campioni biologici 60ml, PP, tappo a vite bianco Specimen containers 60ml, PP, with white screw cap

2450/CS Contenitori per campioni biologici 60ml, PP, tappo a vite, confezione singola | Specimen containers 60ml, PP, with screw cap, ind. wrapped

2450/E Contenitori per campioni biologici 60ml, PP, tappo a vite, con etichetta Specimen containers 60ml, PP, with screw cap, with label

2450/P Contenitori campioni biologici 60ml, in PP, @38 x 65 mm, Specimen containers 60ml, PP, with screw cap, with label

2450/R Contenitori per campioni biologici 60ml, PP, tappo a vite colore rosso Specimen containers 60ml, PP, with red screw cap

2452 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2452/E Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 60ml, PP, with screw cap and spoon, with label

2452/E/CS Conteqitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta, Eaepgs containers 60ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

2452/R Contenitori per feci 60ml, PP, con tappo a vite rosso e con paletta Faeces containers 60ml, PP, with red screw cap and with spoon

2452/T/5 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2580 Contenitori per campioni biologici 25ml, PS, tappo a vite Specimen containers 25ml, PS, with screw cap

2580/B Contenitori per campioni biologici 25ml, PS, tappo a vite bianco Specimen containers 25ml, PS, with white screw cap

2580/E Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta Specimen containers 25ml, PS, with screw cap, with label

2580/E/CS Conteqitori per campioni biologici 25ml, PS, tappo a vite, con etichetta, | Specimen containers 25ml, PS, with screw cap, with label, individually
confezione singola wrapped

2580/E/P gt?gr::?tgori 217 TNl e gt s (55 (E0) D (S (E il G Specimen containers 25ml, PS, with screw cap not inserted, with label

2580/E/P/W gt?:;:?tgori 220 0l 1 sl Bl AT (55 20 B WU BT (RSN G Specimen containers 25ml, PS, with screw cap not inserted, with label

2580/E/W Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta Specimen containers 25ml, PS, with screw cap, with label

2580/EB t()Iic;rr:t;nitori PEIcaipenibiciesResi s NicppoRaic esnite ot Specimen containers 25ml, PS, with screw cap, with white label

2580/ER gt?gr::?tgori perceppbniviclogiciaa s tappoli S lentst o deel Specimen containers 25ml, PS, with not inserted screw cap, with label

2580/P Contenitori per campioni biologici 25ml, PS, tappo a vite non inserito Specimen containers 25ml, PS, with not inserted screw cap

2580/PB Contenitori campioni biologici 25ml, in PS, @25 x 90 mm, Specimen containers 25ml, PS, with not inserted screw cap

2580/S Contenitori per campioni biologici 25ml, PS, senza tappo Specimen containers 25ml, PS, without cap

2580/TAPPO/A Tappo a vite colore azzurro per contenitori cod. 2580/2680 Light blue screw cap for containers cod. 2580/2680

2580/TBIANCO Tappo a vite colore bianco per contenitori cod. 2580/2680 White screw cap for containers cod. 2580/2680

2580/W Contenitori per campioni biologici 25ml, PS, tappo a vite bianco non inserito | Specimen containers 25ml, PS, with white not inserted screw cap

2580P Contenitori campioni biologici 25ml, PS, con tappo a vite Specimen containers 25ml, PS, with white not inserted screw cap

2588 Contenitori per feci 25ml, PS, con tappo a vite con paletta Faeces containers 25ml, PS, with screw cap and spoon

2588/E Contenitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta Faeces containers 25ml, PS, with screw cap and spoon, with label

2588/E/CS Conteqitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta, Ifaepgs containers 25ml, PS, with screw cap and spoon, with label,
confezione singola individually wrapped

2588/EB t())ic;rr]]tce;nitori per fed 25m|, PS, con tappo a vite con paletta, con etfichef Faeces containers 25ml, PS, with screw cap and spoon, with white label

2588/P Contenitori per feci 25ml, PS, con tappo a vite con paletta a parte Faeces containers 25ml, PS, with screw cap and spoon in separate bag

2588P Paletta in polipropilene bianco Spoon in white polypropylene
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CoD DESCRIZIONE DESCRIPTION

2640 Contenitori da 60 ml per campioni biologici in PS. Con tappo a vite in | 60 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con guamizione, @39 x 60 mm @39 x 60 mm

2640/E Contenitori da 60 ml per campioni biologici in PS. Con tappo a vite in | 60 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con guamizione, @39 x 60 mm, con etichetta @39 x 60 mm, with label

2680 Contenitori per campioni biologici 25ml, PP, tappo a vite Specimen containers 25ml, PP, with screw cap

2680/E gt?ggzagon B R P, tappo a vite inserito, con Specimen containers 25ml, PP, with inserted screw cap, with label

2680/P Contenitori per campioni biologici 25ml, PP, tappo a vite non inserito Specimen containers 25ml, PP, with not inserted screw cap

2680/S Contenitori per campioni biologici 25ml, PP, senza tappo a vite Specimen containers 25ml, PP, without screw cap

2688 Contenitori per feci 25ml, PP, con tappo a vite con paletta Faeces containers 25ml, PP, with screw cap and spoon

2688/E Contenitori per feci 25ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 25ml, PP, with screw cap and spoon, with label

2688/E/CS Contenitori per feci 25ml, PP, con tappo a vite con paletta, con etichetta, in | Faeces containers 25ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

5024 Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata graduated

5024/E Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata, etichetta graduated, with label

5024/F "24 ore" da 2.500 ml tipo bottiglia in pe Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap

5024K Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata graduated

5050/S Contenitori per feci da 60ml, in PP, senza tappo Faeces containers in PP 60ml, without cap

5120 g;?észgge IS ) (12 6 WA, 1 o) el Ol IRl 120 ml urine containers in PP, with screw cap with device for vacuum tube

5120/CS Contenitore per urine in PP da 120ml, tappo con sistema di prelievo | 120 ml urine containers in PP, with screw cap with device for vacuum tube,
softovuoto, confezione singola individually wrapped

5434 Contenitori per la raccolta delle urine nelle 24 ore, 2.000ml, PE, tappo a | Square containers for 24 hours urine collection, 2.500ml, PE, graduated,
vite, graduata screw cap

5434/M Contenitori per la raccolta delle urine nelle 24 ore, 2000ml, PE, tappo vite, | Square containers for 24 hours urine collection, 2.500ml, PE, graduated,
graduata, marrone screw cap, brown

- . . 2000 ml Square graduated containers for 24 hours urine collection with

Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da ] ) :

5471 - ) ergonomic handle. Screw cap complete of sampling device for vacuum test
2000ml, con tappo per il prelievo con provetta tipo sottovuoto -
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000 ml Square graduated containers for 24 hours urine collection with

5472 2000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto for vacuum test tubes.
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000ml Square graduated containers for 24 hours urine collection with

5671 2000ml, con tappo per il prelievo con provetta tipo sottovuoto e sonda | ergonomic handle. Screw cap complete of sampling device for vacuum test
prelievo tubes and sampling probe
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000 ml Square graduated containers for 24 hours urine collection with

5672 2000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto e sonda prelievo for vacuum test tubes and sampling probe
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 3.000 ml Square graduated containers for 24 hours urine collection with

5731 3000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto for vacuum test tubes
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 3.000 ml Square graduated containers for 24 hours urine collection with

5732 3000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto e sonda prelievo for vacuum test tubes and sampling probe

6840 Contenitore per trasporto campioni con coperchio ermetico Test tubes securbox with hermetic lid
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CERTIFIED COMPANY UNI ISO 9001:2008 & UNI CEI EN I1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

PROVETTE CON ANTICOAGULANTE, SEPARATORI DI SIERO
BLOOD COLLECTIONS TUBES AND SERUM SEPARATORS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> Classificazione EDMA: 1302808000 Coated tubes (Citrate, Heparin etc.)
EDMA code: 1302808000 Coated tubes (Citrate, Heparin etc.)

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
Canelli, 26.07.2015

Qualita

Provette con anticoagulante e separatori di siero
Mod DC-048/01.06/3 Blood collecting tubes and serum separators Pag. 1 of 6
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE
Cop. DESCRIZIONE DESCRIPTION
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
10110/16 " d
RATE”. RATE” system.
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
10110/PR - =
RATE”. RATE” system.
2000 Provette fondo piatto PP @12x56 mm., con K2EDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with K2EDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.
2000/1 Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light green cap, for
chiaro, per uso pediatrico. paediatric use.
2000/1/V Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, con tappo, per PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light with cap, for
uso pediatrico. paediatric use.
2001 Provette fondo piatto PP @16x60 mm., con K.EDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KzEDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.
2002 Provette fondo piatto PP @16x60 mm., con K.EDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with K2EDTA for 5 ml of blood, light
verde chiaro. green cap.
2003 Eﬁ%";‘te PP £/12x86 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp o 1o 519486 mm., with KLEDTA for 2,5 mi of blood, ight green cap.
2004 Eﬁg’;ﬁe B, con KEDTA per 5 mi di sangue, tappo verde PP test tubes @12x86 mm., with K.EDTA for 5 ml of blood, light green cap.
2005 Eﬁg’;‘te PP @13x75 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp o 1o 313475 mm., with KLEDTA for 2,5 mi of blood, light green cap.
2007 CP':‘;V;“‘* PP 2/16x100 mm., con K:EDTA per 10 ml di sangue, tappo verde | pp ot 1o @116x100 mm., with K-EDTA for 10 ml of blood, light green cap.
2008 Eﬁg’;‘te - DT G A DA bl SN, E DT PP tost tubes @13x75 mm., with K.EDTA for 4 ml of blood, light green cap.
2100 Provette fondo piatto PP @12x56 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with KsEDTA for 2,5 ml of blood, dark
tappo verde scuro. green cap.
2100/1 Provette PP @12x56 mm., con KsEDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark green cap, for
scuro, per uso pediatrico. paediatric use.
2100/1/V Provette PP @12x56 mm., con K:EDTA per 1 ml di sangue, tappo viola, per | PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark violet cap, for
uso pediatrico. paediatric use.
2100/TM t:r;ggtte fondo piatto PP £12x56 mm., con KsEDTA per 2,5 ml di sangue, con | pp g+ potiom tast tubes @12x56 mm., with KsEDTA for 2,5 m of blood, with cap
2101 Provette fondo piatto PP @16x60 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KsEDTA for 2,5 mi of blood, dark
tappo verde scuro. green cap.
2102 Provette fondo piatto PP @16x60 mm., con KsEDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with KsEDTA for 5 ml of blood, dark
verde scuro. green cap.
2103 sPchfte PP /12x86 mm., con K:EDTA per 2,5 mi di sangue, tappoverde | pp ot s 312x86 mm., with KEDTA for 2,5 ml of blood, dark green cap.
2104 Scrﬁ\r/:tte FR e R Gl e SO AR 2, OV PP test tubes @12x86 mm., with KsEDTA for 5 ml of blood, dark green cap.
2105 Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo verde PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, dark green cap.
SCUro. Quantity for box 1,000 pieces
2105/TM Provetta PP @13x75 mm, con KsEDTA per 2,5ml di sangue, tappo viola. PP test tubes @13x75 mm, with KsEDTA for 2,5ml of blood, violet cap.
2105/VIOLA Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo viola PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, violet cap.
2107 Provelte PP @16x100 mm., con K.EDTA per 10 ml di sangue, tappo verde | pp ot 4y as 16100 mm., with KsEDTA for 10 mi of blood, dark green cap.
2108 Spcrﬁrfﬁe PP @13x75 mm., con K&EDTA per 4 mi di sangue, tappo verds PP tost tubes @13x75 mm., with K:EDTA for 4 mi of blood, dark green cap.
2108/5 Ecrﬁftte PP @13x75 mm., con KsEDTA per 5 ml d sangus, tappo verde PP test tubes @13x75 mm., with KsEDTA for 5 ml of blood, dark green cap.
2108/TM Provette PP @13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood
2108/VIOLA Provette PP @13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood
2200 Provette fondo piatto PP @12x56 mm., con KF+Na2 EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.
2200/G Provette fondo piatto PP @12x56 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.
2201 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.
2201/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.
2202 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 5 ml of blood,
tappo arancione. orange cap.
2202/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 5 ml of blood,
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tappo giallo. yellow cap.
2203 :rr;’r‘]’g‘;igp @12x86 mm., con KF+Naz EDTA per 2,5 ml di sangue, tappo. | pp o ot yhes 0512486 mm., with KF-Naz EDTA for 2,5 mi of blood, orange cap.
2204 zrrgr\llsitéi:P L L D TA per 5 mi di sangue, tappo PP test tubes @12x86 mm., with KF-Na2 EDTA for 5 ml of blood, orange cap.
2205 Provette PP @13x75 mm., con KF+Naz EDTA per 2,5 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Naz EDTA for 2,5 ml of blood, orange cap.
arancione. Quantity for box 1,000 pieces
2205/TG ;rriz\i/gtta PP @13x75 mm, con KF+NA, EDTA per 2,5ml di sangue, tappo PP test tubes @13x75 mm, with KF+NA2 EDTA for 2,5ml of blood, grey cap.
2207 s:;’:g‘éi:" @16x100 mm., con KF+Naz EDTA per 10 ml di sangue, tappo. | pp o tpes g116x100 mm., with KF-Naz EDTA for 10 mi of blood, orange cap.
2208 s:;’r‘]’;‘;i:': R RPN KF+Na; EDTA per 4 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Naz EDTA for 4 ml of blood, orange cap.
2300 Provette fondo piatto PP @12x56 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @12x56 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2301 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2302 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 5 ml of blood,
tappo viola. violet cap.
2303 Provette PP 012186 mm. con Sodio Epatina per 2,5 m!di sangue, 4pPO. | pp test tubes 12486 mm., with Sodium Heparin for 2,5 mi of blood, vioet cap.
2304 Provette PP @12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. | PP test tubes @12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap.
2305 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2307 S’ig?;/ette PRI [t G S D B a0 (i G (8 PP test tubes @16x100 mm., with Sodium Heparin for 10 ml of blood, violet cap.
2308 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 4 ml di sangue, | PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 4 ml of blood,
tappo viola. violet cap.
2400 Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.
2400/1 Provette PP @12x56 mm., con Litio Eparina per 1 ml di sangue, tappo blu, per | PP test tubes @12x56 mm., with Lithium Heparin for 1 ml of blood, blue cap, for
uso pediatrico. paediatric use.
2400/ TV Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo verde. green cap.
2401 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.
2402 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 5 ml of blood,
tappo blu. blue cap.
2403 Provette PP @12x86 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @12x86 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.
2404 Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo blu. PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, blue cap.
2404/TV Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.
2404/VERDE Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.
2405 Provette PP @13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.
2405/TV Provetta PP @13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde | PP test tubes @13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green
SCUro. cap.
2407 Provette PP @16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. | PP test tubes @16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap.
2408 Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. A tesf hibas 313x75 mim., wiimilriepani g ciblood Joitieican:
Quantity for box 1,000 pieces
2408/VERDE Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. iy tesf tubes B13x75 iy with Lithium Heparin for 4 mi of blood, blue cap.
Quantity for box 1,000 pieces
2500 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
2500+ Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
2500/N Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.
2500/N* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.
2500/SE Provette in PP con K3 EDTA tappo perforabile verde, senza tappo PP test tubes @13x75 mm., with KsEDTA, without cap, for 3 ml of blood.
Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
2500/SE/V A -
sangue, senza etichetta. blood, without label
2500/V Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of

sangue.

blood.
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2500/\/* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
sangue. blood.
2500/V/2 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 2 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
sangue. blood.
2500/V/SG Provette in PP con K3 EDTA sterili tappo perfviola Z’II;’ Otssts fggfes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
2501 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, yellow cap for
per coagulazione. coagulation.
2502 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation
2503 Provette in PP @16x100 mm, con Sodio Citrato 0,4ml, tappo giallo PP test tubes @16x100 mm., with Sodium Citrate 0,4 ml, yellow cap
2505 Provette PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo. PP test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap
2505/1 Provette PP @12x56 mm, con Sodio Citrato 0,1ml, tappo giallo per PP test tubes @12x56 mm., with Sodium Citrate 0,1 ml, yellow cap for
coagulazione uso pediatrico. coagulation, for paediatric use.
2508 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation
2508/BLU CP(;(;\éitltanEEeme?S L CEDER DO T E D035 PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, blue cap for coagulation
2511 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 ml, yellow cap for
per coagulazione. coagulation.
2512 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.
2512/TB Provette PP @12x86 mm, con Sodio Citrato 0,5ml per coagulazione. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml for coagulation.
2513 Provette PP @16x100 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @16x100 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.
2515/BLU Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap
2515/TB/F Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap
2590 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.
2520/TB Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo blu per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 mi, blue cap for
coagulazione. coagulation.
2520/TR Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml per PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml for
coagulazione. coagulation.
2591 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.
2592 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.
2592/R Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for
coagulazione. coagulation.
2595 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.
2595/2 Provetta PP @13x75 mm, con 0,20 ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm, with 0,20ml of Sodium Citrate for coagulation, yellow
tappo giallo cap.
2525/32/BLU Provette in PP tappo blu con 0,25ml di Sodio Citrato 3,2%, fa’;te“ Leesioioimmtil 2anioiscainiCz e R aionib s
2600 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,1ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,1 ml, pink cap for
2600/1 VES ESR
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo nero PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, black cap
AU per VES for ESR.
2601 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
2602 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.
2603 Provette PP @16x100 mm, con Sodio Citrato 0,25ml, tappo rosa PP test tubes @16x100 mm., with Sodium Citrate 0,25 ml, pink cap
2605 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.
2610 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap for
e per VES ESR
2611 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
2612 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
Provette con anticoagulante e separatori di siero
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2615 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
2615/TN Provetta PP @13x75 mm, con 0,4ml di Sodio Citrato per VES, tappo nero. PP test tubes @13x75 mm, with 0,4ml of Sodium Citrate for ESR, black cap.
2620 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,5 ml, pink cap for
VES. ESR.
2621 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 mi, pink cap for
VES. ESR.
2622 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2625 Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2632 Provette @12x56 mm in PP, con 0,25ml di Sodio Citrato x 1 ml di sangue CP;t?:: ’t:_usb;s G12x56 mm., with Sodlum Citrate 0,25 mi, plercealieiieagbten
2635 Provette @13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue CP ;tff:rt gjsbss @13x75 mm., with Sodium Cirate 0,4 mi, piercaakiaE i RERr
2661/E/TB Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm
2662/E Provette @16 x 100 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @16 x 100 mm
2662/E/TB E;(;\;itte SRR in PMMA, con gel saparatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap
Provette @16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo | PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2662/TB ! .
basso, senza etichetta without label
2662/TM in prov.16x100 in metacr. x 10 ml di sangue Ymarrone S%Agﬁttlzzte tlubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2663/E/TB E;‘;‘;g“e @13x75 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13x75 mm, low cap
2664/E/TB E;c;\égtte AR, GO S DR REI 11 PP test tubes with separating granules + clot accelerator, @12x86 mm, low cap
2665/E Provette @13 x 75 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @13 x 75 mm
2665/E/TB E;Z\éztte ORI B DAL, COMRIRREIEIN DEREe Rl e, (0 PP test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
2665/TB gel separ.+acc. in prov.13x75 pmma per 5 ml sangue PMMA test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
Provette @16 x 100 mm, in PP, con gel separatore + acceleratore, con PP test tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2666/E/TB :
etichetta, tappo basso low cap.
2666/TB gel separ.+acc.in prov.16x100 pp x 10 ml di sangue ZlFA’/ tg;lt) tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2668/E Provette @12 x 86 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @12 x 86 mm
2668/E/TB E;‘;‘;gtte 912 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo. | pyia ot tubes with separating gel + clot accelerator, @12 x 86 mm, low cap
Provette @12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @12 x 86 mm, low cap,
2668/TB " .
basso, senza etichetta without label
2678/E/TB Provette con gel+acceleratore per 5ml di sangue, in PP, #N/D
2700 Provette @13x75 mm in PP con 0,3ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm with 0.3ml of Sodium Citrate for coagulation, with light
tappo azzurro in gomma perforabile blue cap in pierceable cap.
2700/2 Provette in PP tappo azzurro perforabile con 0,2 ml di PP test tqbeg @13x75 mm with 0.2ml of Sodium Citrate for coagulation, with light
blue cap in pierceable cap.
2705 Provette in PP tappo blu con 0,35 ml di Sodio Citrato ZZ etecsat ptubes @13x75 mm with 0.35 ml of Sodium Citrate for coagulation, with
Provette @12x56 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x56 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2710 Do ; ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @16x60 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @16x60 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2711 S ; ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @12x86 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x86 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2712 e h ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @13x75 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @13x75 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2715 o ; .
freccia di riempimento per VES e coagulazione level for ESR and coagulation
3553/E Provette @16 x 100 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @16x100 mm
3555/E Provette @13 x 75 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @13 x 75 mm
3556/E Provette @16 x 100 mm in PP, con acceleratore PP test tubes with clot accelerator, @16 x 100 mm
3558/E Provette @12 x 86 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @12 x 86 mm
3771/E/TB Provette @16 x 100 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @16 x 100 mm, with low red cap
3772/E/TB Provette @13x75 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @13x75 mm, red low cap
3773/E Provette @16 x 100 mm. in PP, con gel separatore PP test tubes with separating gel, @16 x 100 mm
3773/E/TB Provette @16 x 100 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @16 x 100 mm, low cap
3773/TB gel separatore in prov. 16x100 pmma per 10 ml di sangue PMMA test tubes with separating gel, @16 x 100 mm, low cap
3774/E/TB Provette @12x86 mm. in PP, con gel separatore, tappo basso PP test tubes with separating gel, @12x86 mm, low cap

Provette con anticoagulante e separatori di siero
Mod DC-048/01.06/3 Blood collecting tubes and serum separators Pag. 5 of 6
26.07.2015




e-mail: info@aptaca.com

NUOVA APTACA s.r.l.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+32) 0141 8 83.52.92

e +39) 0141

Fax: (

- www.aptaca.com - www.vacucheck.com

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.EA. MB 1167248
ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE
Cop. DESCRIZIONE DESCRIPTION

3775/E Provette @13 x 75 mm. in PP, con gel separatore PP test tubes with separating gel, @13 x 75 mm

3775/E/TB Provetta @13 x 75 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separatine gel, @13 x 75 mm, low cap

3776/E/TB Provetta @16 x 100 mm. in PP, con gel separatore, tappo basso marrone PP test tubes with separatine gel @ 16 x 100 mm, brown low cap.

3776/TB gel separatore in prov. 16x100 pp+etichetta x 10 ml di sangue PP test tubes with separatine gel @ 16 x 100 mm, low cap.

3778/E Provette @12 x 86 mm. in PP, con gel separatore PP test tubes with separating gel, @12 x 86 mm

3778/E/TB Provette @12 x 86 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @12 x 86 mm, low cap

4875/E Provette @13 x 75 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E/TB Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/ETB Provette con granuli + acc. per 5ml di sangue, in PP, PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/TR/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4878/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light
azzurro blue cap

4878/TR/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light red
rosso cap

4883/E Provette @13 x 100 mm in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 100 mm

4883/E/TN Provette @13 x 100 mm in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13 x 100 mm, black
nero cap

4884/E Provette @16 x 100 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @16 x 100 mm

4885 Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/E Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/R Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore, tappo PS test tubes with separating granules + clot accelerator, @16 x 100 mm, red
rosso cap

4886/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4886/TR/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4888/E Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm

4888/EB Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore, tappo PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm,
bianco white cap

5975/E Provette @13 x 75 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @13 x 75 mm

5976/E Provette @13 x 75 mm. in PP, con granuli separatori PP test tubes with separating granules, @13 x 75 mm

5978/E Provette @12 x 86 mm. in PP, con granuli separatori PP test tubes with separating granules, @12 x 86 mm

5990 Granuli separatori in PS confezione da 1 Kg Separating granules in PS

5993/E Provette @13 x 100 mm in PP, con granuli separatori PP test tubes with separating granules, @13 x 100 mm

5995/E Provette @16 x 100 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @16 x 100 mm

5995/ER Provette con granuli per 10ml di sangue, in PMMA, PMMA test tubes with separating granules, @16 x 100 mm

5996/E Provette @16 x 100 mm. in PP, con granuli separatori PP test tubes with separating granules, @16 x 100 mm

5998/E Provette @12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @12 x 86 mm
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DICHIARAZIONE DI CONFORMITA’ C€
(€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

PROVETTE E TAPPI
TEST TUBES AND CAPS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> Classificazione EDMA: 51091001 - Other containers for samples of human origin
EDMA code: 51091001 - Other containers for samples of human origin

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
Canelli, 26.07.2015 Du

Responsabild 4%

Provette e Tappi non sterili / Test tubes and Caps not sterile
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Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION
1005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
1005/S Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
1006 Provetta cilindrica 3ml, PS Cylindrical test tubes 3ml, PS
1006/MO Provetta cilindrica 3ml, PP Cylindrical test tubes 3ml, PP
10061 Provetta cilindrica in TPX 7ml TPX cylindrical test tubes 7ml
10062 Provetta cilindrica in TPX 10ml TPX cylindrical test tubes 10ml
10063 Provetta cilindrica in TPX 16ml TPX cylindrical test tubes 16ml
10064 Provetta cilindrica in TPX 26ml TPX cylindrical test tubes 26ml
10065 Provetta cilindrica in TPX 30ml TPX cylindrical test tubes 30ml
10066 Provetta cilindrica in TPX 31ml TPX cylindrical test tubes 31ml
10067 Provetta cilindrica in TPX 48ml TPX cylindrical test tubes 48ml
10068 Provetta cilindrica in TPX 75ml TPX cylindrical test tubes 75ml
10069 Provetta cilindrica in TPX 110ml TPX cylindrical test tubes 110ml
10070 Provetta cilindrica in TPX 160ml TPX cylindrical test tubes 160ml
10071 Provetta cilindrica in TPX 200ml TPX cylindrical test tubes 200ml
1008/C Tappo per art. 1014/C Cap for art. 1014/C
1009/C/E Provetta conica 10ml, PS, etichetta Conical test tubes 10ml, PS, label
1009/C/IT Provetta conica 10ml, PS, tappo Conical test tubes 10ml, PS, cap
1009/C/TBEI/CS Provetta conica 10ml, PS, tappo bianco, etichetta, confezione singola Conical test tubes 10ml, PS, white cap, label, individually wrapped
1009/C/TICS Provette coniche 10ml, PS, con bordo, graduate, @16x100 mm, Conical test tubes 10ml, PS, cap
1009/C/TB Provetta conica 10ml, PS, tappo bianco Conical test tubes 10ml, PS, white cap
1009/C/TB/E Provetta conica 10ml, PS, tappo bianco, etichetta Conical test tubes 10ml, PS, white cap, label
1009/C/TE Provetta conica 10ml, PS, tappo, etichetta Conical test tubes 10ml, PS, cap, label
1009/C/TE/CS Provette coniche 10ml in PS con bordo, graduate,@16x100 mm Conical test tubes 10ml, PS, cap, label
1009/C/TG Provetta conica 10ml, PS, tappo giallo Conical test tubes 10ml, PS, yellow cap
1009/C/TR Provetta conica 10ml, PS, tappo rosso Conical test tubes 10ml, PS, red cap
1009/E Provetta cilindrica 10ml, PS, etichetta Cylindrical test tubes 10ml, PS, label
1009/MO/E Provetta cilindrica 10ml, PP, etichetta Cylindrical test tubes 10ml, PP, label
1009/MO/T Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10mi, PP, cap
1009/MO/T/100 Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10mi, PP, cap
1009/MO/T/AL Provetta cilindrica 10ml, PP, tappo alettato Cylindrical test tubes 10ml, PP, cap with tongue
1009/MOITICS Provetta cilindrica 10ml, PP, tappo, confezione singola Cylindrical test tubes 10ml, PP, cap, individually wrapped
1009/MO/TB Provetta cilindrica 10ml, PP, tappo bianco Cylindrical test tubes 10ml, PP, white cap
1009/MO/TB/E Provetta cilindrica 10ml, PP, tappo bianco, con etichetta Cylindrical test tubes 10ml, PP, white cap, with label
1009/MOITE Provetta cilindrica 10ml, PP, tappo, etichetta Cylindrical test tubes 10ml, PP, cap, label
1009/MO/TG Provetta cilindrica 10ml, PP, tappo giallo Cylindrical test tubes 10ml, PP, yellow cap
1009/MO/TR Provetta cilindrica 10ml, PP, tappo rosso Cylindrical test tubes 10ml, PP, red cap
1009/MOC/E Provetta conica 10ml, PP, etichetta Conical test tubes 10ml, PP, label
1009/MOCIT Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap
1009/MOC/TB Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap
1009/MOCITE Provetta conica 10ml, PP, tappo, etichetta Conical test tubes 10ml, PP, cap, label
1009/MOC/TR Provetta conica 10ml, PP, tappo rosso Conical test tubes 10ml, PP, red cap
1009/MOC/TR/E Provetta conica 10ml, PP, tappo rosso ed etichetta Conical test tubes 10ml, PP, red cap and label
1009/T Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10ml, PS, cap
1009/TB Provette cilindriche da 10ml, PS, bordo, graduate, @16x100mm Cylindrical test tubes 10ml, PS, cap
1009/TBE/CS Provette cilindriche da 10ml, PS, bordo, graduate, @16x100mm Cylindrical test tubes 10ml, PS, cap
1009/TB/E Provetta cilindrica 10ml, PS, tappo bianco, efichetta Cylindrical test tubes 10ml, PS, white cap, label
1009/TB/E/RACK Provetta cilindrica 10ml, PS, tappo bianco, etichetta, in rack da 100 pcs Cylindrical test tubes 10ml, PS, white cap, label, in rack of 100 pieces
1009/TE Provetta cilindrica 10ml, PS, tappo, etichetta Cylindrical test tubes 10ml, PS, cap, label
1009/TE/CS Provette cilindriche 10ml, PS, @16x100mm, con bordo e tappo, Cylindrical test tubes 10ml, PS, cap, label
1009/TR Provetta cilindrica 10ml, PS, tappo rosso Cylindrical test tubes 10ml, PS, red cap
1009/TR/E Provette cilindr.da 10ml in PS graduate con bordo e etichetta Cylindrical test tubes 10ml, PS, red cap
1010/E Provetta cilindrica 3ml, PS, etichetta Cylindrical test tubes 3ml, PS, label
1010/MO/E Provetta cilindrica 3ml, PP, etichetta Cylindrical test tubes 3ml, PP, label
1010/MO/T Provetta cilindrica 3ml, PP, tappo Cylindrical test tubes 3ml, PP, cap
1010/MOITE Provetta cilindrica 3ml, PP, tappo, etichetta Cylindrical test tubes 3ml, PP, cap, label
1010/T Provetta cilindrica 3ml, PS, tappo Cylindrical test tubes 3ml, PS, cap
1010/TE Provetta cilindrica 3ml, PS, tappo, etichetta Cylindrical test tubes 3ml, PS, cap, label
10121 Provetta cilindrica in polipropilene 7ml Polypropylene cylindrical test tubes 7ml
10122 Provetta cilindrica in polipropilene 10ml Polypropylene cylindrical test tubes 10m/
10123 Provetta cilindrica in polipropilene 16ml Polypropylene cylindrical test tubes 16ml
10124 Provetta cilindrica in polipropilene 26ml Polypropylene cylindrical test tubes 26m/
10125 Provetta cilindrica in polipropilene 30ml Polypropylene cylindrical test tubes 30ml
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10126 Provetta cilindrica in polipropilene 31ml Polypropylene cylindrical test tubes 31ml
10127 Provetta cilindrica in polipropilene 48ml Polypropylene cylindrical test tubes 48ml
10128 Provetta cilindrica in polipropilene 75ml Polypropylene cylindrical test tubes 75ml
10129 Provetta cilindrica in polipropilene 110ml Polypropylene cylindrical test tubes 110ml
10130 Provetta cilindrica in polipropilene 160ml Polypropylene cylindrical test tubes 160ml
10131 Provetta cilindrica in polipropilene 200ml Polypropylene cylindrical test tubes 200ml
1014 Provetta cilindrica per RIA 4ml, PS Cylindrical test tubes for RIA 4ml, PS
1014/C Provetta cilindrica per RIA 3ml, PS Cylindrical test tubes for RIA 3ml, PS
1014/C/T Provetta cilindrica per RIA 3ml, PS, tappo Cylindrical test tubes for RIA 3ml, PS, cap
1014/C+1008/C Provetta cilindrica per RIA 3ml, PS + tappo cod. 1008/C non inserito Cylindrical test tubes for RIA 3ml, PS + cap cod. 1008/C not inserted
1014+1128 Provetta cilindrica per RIA 4ml, PS + tappo cod. 1128 non inserito Cylindrical test tubes for RIA 4ml, PS + cap cod. 1128 not inserted
10150 Provetta con tappo a vite e base appoggio 10ml, in PP, graduata, @16x100 ;jsstx%%es with screw cap and selfstanding base 10mi, ingiEReHERREC:
10150/E Provetta con tappo a vite e base appoggio 10ml, in PP, graduata, @16x100, | Test tubes with screw cap and selfstanding base 10ml, in PP, graduated,

con etichetta @16x100, with label

10160 Provetta con tappo a vite e base appoggio 5ml, in PP, graduata, @16x50 ;jsgxé%bes with screw cap and selfstanding base SEEEENESEEERNEE
10160/E Provetta tappo a vite e base appoggio 5ml, in PP, graduata, @16x50, etichetta | Test tubes crew cap, selfstanding base 5ml, in PP, graduated, @16x50, label
1018 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
1018/MO Provetta cilindrica 5ml, PP Cylindrical test tubes 5ml, PP
10181 Provetta cilindrica in polistirolo cristallo 7ml Polystyrene crystal cylindrical test tubes 7ml
10182 Provetta cilindrica in polistirolo cristallo 10ml Polystyrene crystal cylindrical test tubes 10m/
10183 Provetta cilindrica in polistirolo cristallo 16ml Polystyrene crystal cylindrical test tubes 16ml
10184 Provetta cilindrica in polistirolo cristallo 26ml Polystyrene crystal cylindrical test tubes 26ml
10185 Provetta cilindrica in polistirolo cristallo 30ml Polystyrene crystal cylindrical test tubes 30ml
10186 Provetta cilindrica in polistirolo cristallo 31ml Polystyrene crystal cylindrical test tubes 31ml
10187 Provetta cilindrica in polistirolo cristallo 48ml Polystyrene crystal cylindrical test tubes 48m/
10188 Provetta cilindrica in polistirolo cristallo 75ml Polystyrene crystal cylindrical test tubes 75ml
10189 Provetta cilindrica in polistirolo cristallo 110ml Polystyrene crystal cylindrical test tubes 110m/
10190 Provetta cilindrica in polistirolo cristallo 160ml Polystyrene crystal cylindrical test tubes 160ml
10191 Provetta cilindrica in polistirolo cristallo 200ml Polystyrene crystal cylindrical test tubes 200ml
10205 Provette cilindriche da 5ml, in PP, con tappo attaccato, Cylindrical test tubes 5ml, in PP, with hinged lid
10206 Provette cilindriche da 10ml, in PP, con tappo attaccato, Cylindrical test tubes 10ml, in PP, with hinged lid
10241 Provetta conica in TPX 10ml TPX conical test tubes 10ml
10242 Provetta conica in TPX 16ml TPX conical test tubes 16ml
1025 Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS
1025/B Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5mi, PS
1025/MO Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5mi, PP
1025/MO/B Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5mi, PP
10251 Provette in polietilene da 3 ml 3 ml test tubes in polyethylene
10252 Provette in polietilene da 5 ml 5 ml test tubes in polyethylene
1027 Tappo chiuso sul fondo per provetta @16, PE Stoppers closed at the bottom for test tubes @16, PE
10271 Provetta conica in polipropilene 10ml Polypropylene conical test tubes 10ml
10272 Provetta conica in polipropilene 16ml Polypropylene conical test tubes 16ml
1028 Tappo chiuso sul fondo per provetta @12, PE Stoppers closed at the bottom for test tubes @12, PE
1029 Tappo chiuso sul fondo per provetta @13, PE Stoppers closed at the bottom for test tubes @13, PE
1031 Provetta per urina 12ml, PS, tappo Urine test tubes 12ml, PS, cap
1031/500+1017 Provetta per urina 12ml, PS, tappo + etichette cod. 1017 Urine test tubes 12ml, PS, cap + labels cod. 1017
1031/CS Provetta per urina 12ml, PS, tappo, confezione singola Urine test tubes 12ml, PS, cap, individually wrapped
1031/CS/PI Provetta per urina 12ml, PS, tappo presa igienica, confezione singola Urine test tubes 12ml, PS, cap, individually wrapped
1031/E Provetta per urina 12ml, PS, tappo, etichetta Urine test tubes 12ml, PS, cap, label
1031/E/500 Provetta per urina 12ml, PS, tappo, etichetta Urine test tubes 12ml, PS, cap, label
1031/E/CS Provette per urina da 12ml, in PS, graduate, @17x105 mm, Urine test tubes 12ml, PS, cap, label
1031/E/S Provetta per urina 12ml, PS, etichetta Urine test tubes 12ml, PS, label
1031/G Provetta per urina 12ml, PS, tappo giallo non inserito Urine test tubes 12ml, PS, yellow cap not inserted
1031/S Provetta per urina 12ml, PS Urine test tubes 12ml, PS
1031/S/1500 Provetta per urina 12ml, in PS, confezioni da 1500pcs Urine test tubes 12ml, in PS, pack of 1500 pcs
1031/T Provetta per urina 12ml, PS, tappo Urine test tubes 12ml, PS, cap
1031/TE Provetta per urina 12ml, PS, tappo ed etichetta Urine test tubes 12ml, PS, cap and label
1034 Tappo per art. 1031/S, PE Caps for art. 1031/S, PE
1034.01 Tappo per art. 1031/S, PE, colore rosso Caps for art. 1031/S, PE, red colour
1034.02 Tappo per art. 1031/S, PE, colore giallo Caps for art. 1031/S, PE, yellow colour
1034/R Tappo per art. 1031/S, PE, colore rosso Caps for art. 1031/S, PE, colour red
1035/E Provetta cilindrica fondo piatto 5ml, PS, etichetta Flat bottom cylindrical test tubes 5ml, PS, label
1035/MO/E Provetta cilindrica fondo piatto 5ml, PP, etichetta Flat bottom cylindrical test tubes 5ml, PP, etichetta
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Cob. DESCRIZIONE DESCRIPTION
1035/MO/T Provetta cilindrica fondo piatto 5ml, PP, tappo Flat bottom cylindrical test tubes 5ml, PP, cap
1035/MOITE Provetta cilindrica fondo piatto 5ml, PP, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PP, cap, label
1035/T Provetta cilindrica fondo piatto 5ml, PS, tappo Flat bottom cylindrical test tubes 5ml, PS, cap
1035/TE Provetta cilindrica fondo piatto 5ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PS, cap, label
10351 Provette coniche 50ml, PP, tappo a vite Conical test tubes 50ml, PP, screw cap
10351/E Provette coniche 50ml, PP, tappo a vite, etichetta Conical test tubes 50ml, PP, screw cap, label
10351/R Provette coniche 50ml, PP, tappo a vite rosso Conical test tubes 50ml, PP, red screw cap
10351/S Provette coniche 50ml, PP, tappo a vite azzurro non inserito Conical test tubes 50ml, PP, light blue cap not inserted
10352 Provetta conica 15ml, PP, tappo a vite Conical test tubes 15ml, PP, screw cap
10352/E Provetta conica 15ml, PP, tappo a vite, etichetta Conical test tubes 15ml, PP, screw cap, label
10352/R Provetta conica 15ml, PP, tappo a vite rosso Conical test tubes 15ml, PP, red screw cap
10361 Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap
10361/B Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap
10361/E Provetta cilindrica 10ml, PS, tappo a vite, etichetta Cylindrical test tubes 10ml, PS, screw cap, label
10361/MO Provetta cilindrica 10ml, PP, tappo a vite Cylindrical test tubes 10mi, PP, screw cap
10361/MO/S Provetta cilindrica 10ml, PP, senza tappo a vite Cylindrical test tubes 10ml, PP, without screw cap
10361/R Provetta cilindrica 10ml, PS, tappo a vite rosso Cylindrical test tubes 10ml, PS, red screw cap
10361/S Provette cilindriche 10ml, PS tappo a vite a parte Cylindrical test tubes 10ml, PS, red screw cap not assembled
10362 Provetta cilindrica 15ml, PS, tappo a vite Cylindrical test tubes 15mi, PS, screw cap
10363 Provetta cilindrica 20ml, PS, tappo a vite Cylindrical test tubes 20mi, PS, screw cap
10363/R Provetta cilindrica 20ml, PS, tappo a vite rosso Cylindrical test tubes 20ml, PS, red screw cap
1038/E Provetta cilindrica 5ml, PS, etichetta Cylindrical test tubes 5ml, PS, label
1038/MO/E Provetta cilindrica 5ml, PP, etichetta Cylindrical test tubes 5ml, PP, label
1038/MO/T Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap
1038/MO/T/100 Provetta cilindrica 5ml, PP, tappo, confezioni da 100 pcs Cylindrical test tubes 5ml, PP, cap, bags of 100 pcs
1038/MOITE Provetta cilindrica 5ml, PP, tappo, etichetta Cylindrical test tubes 5ml, PP, cap, label
1038/MO/TN Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap
1038/T Provetta cilindrica 5ml, PS, tappo Cylindrical test tubes 5ml, PS, cap
1038/TE Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label
1038/TR/E Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label
10401 Tappo per provetta @12, PE Caps for test tubes @12, PE
10402 Tappo per provetta @16, PE Caps for test tubes @16, PE
10403 Tappo per provetta @14,5, PE Caps for test tubes @14.5 PE
10404 Tappo per provetta @18, PE Caps for test tubes @18, PE
10405 Tappo per provetta @24, PE Caps for test tubes @24, PE
10406 Tappo per provetta @30, PE Caps for test tubes @30, PE
10407 Tappo per provetta @35, PE Caps for test tubes @35, PE
10408 Tappo per provetta @40, PE Caps for test tubes @40, PE
10409 Tappo per provetta @45, PE Caps for test tubes @45, PE
10410 Tappo per provetta @50, PE Caps for test tubes @350, PE
10411 Tappo per provetta @20, PE Caps for test tubes 920, PE
1075 Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/250 Provetta cilindrica 5ml tipo SORVALL CW1, PS, confezioni da 250 pezzi Cylindrical test tubes 5ml SORVALL CW1 type, PS, bags of 250 pieces
1075/C Provetta conica da 4,5 mlin PS, @12 x 75 mm 4.5 ml conical test tubes in PS, @12 x 75 mm
1075/C/IT Provetta conica da 4,5 mlin PS, @12 x 75 mm, con tappo 4.5 ml conical test tubes in PS, @12 x 75 mm, with cap
1075/E Provetta cilindrica 5ml tipo SORVALL CW1, PS, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PS, label
1075/MO Provetta cilindrica 5ml tipo SORVALL CW1, PP Cylindrical test tubes 5ml SORVALL CW1 type, PP
1075/MOIT Provetta cilindrica 5ml tipo SORVALL CW1, PP, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PP, label
1075/MOC Provetta conica 5ml tipo SORVALL CW1, PP Conical test tubes 5ml SORVALL CW1 type, PP
1075/S Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/S Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/T Provetta cilindrica 5ml tipo SORVALL CW1, PS, tappo Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap
1075/TE Provetta cilindrica 5ml tipo SORVALL CW1, PS, tappo, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap, label
1075+1128 Provetta cilindrica 5ml tipo SORVALL CW1, PS + tappo cod. 1128 Cylindrical test tubes 5ml SORVALL CW1 type, PS + cap cod. 1128

1075+1128.02

Provette cilindriche 5ml PS tipo Sorvall, @12x75 mm con

Cylindrical test tubes 5ml SORVALL CW1 type, PS + cap cod. 1128.02

1124

Tappo antievaporazione, PE

Anti-Evaporation caps, PE

1127 Tappo alettato per provetta @16, PE Stoppers with tongues for test tubes @16, PE
1128 Tappo alettato per provetta @12, PE Stoppers with tongues for test tubes @12, PE
1130 Tappo alettato per provetta @13, PE Stoppers with tongues for test tubes @13, PE
1131 Provetta speciale per urina 12ml, PS, tappo Special urine test tubes 12ml, PS, cap

1131/E Provetta speciale per urina 12ml, PS, tappo, etichetta Special urine test tubes 12mi, PS, cap, label
1131/E/S Provetta speciale per urina 12ml, PS, etichetta Special urine test tubes 12ml, PS, etichetta
1131/G Provetta speciale per urina 12ml, PS, tappo giallo Special urine test tubes 12mi, PS, yellow cap
1131/S Provetta speciale per urina 12ml, PS Special urine test tubes 12ml, PS

1131/S/1500 Provetta speciale per urina 12ml, PS, confezioni da 1500 pcs Special urine test tubes 12ml, PS, pack of 1500 pcs
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION
1131/T Provetta speciale per urina 12ml, PS, tappo inserito Special urine test tubes 12ml, PS, with inserted cap
1134 Tappo presa igienica per art. 1131/S, PE, colore azzurro Caps with sanitari grip for art. 1131/S, PE, light blue colour
1134.01 Tappo presa igienica per art. 1131/S, PE, colore rosso Caps with sanitari grip for art. 1131/S, PE, red colour
1134.02 Tappo presa igienica per art. 1131/S, PE, colore giallo Caps with sanitari grip for art. 1131/S, PE, yellow colour
11452 Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap
11452/E Provetta conica 15ml, PS, tappo a vite giallo, etichetta Conical test tubes 15ml, PS, yellow screw cap, label
11452/S Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap
1147 Tappo chiuso sul fondo per provetta @16, PE Stoppers closed at the bottom for test tubes @16, PE
1148 Tappo chiuso sul fondo per provetta @12, PE Stoppers closed at the bottom for test tubes @12, PE
11581 Provette coniche per centrifuga da 13,5ml in PS, graduate a 5ml e 10ml, | 13,5ml centrifuge conical test tubes in PS, graduated at 5ml and 10ml,
@16x110mm, tappo a vite @16x110mm, screw cap
1164 Provetta cilindrica 11x64, PS Cylindrical test tubes 11x64, PS
1168 Provette cilindriche da 1 mlin PS Cylindrical test tubes 1 mlin PS
11681 Provette coniche per centrifuga da 13,5ml in PP, graduate a 5ml e 10ml, | 13,5m/ centrifuge conical test tubes in PP, graduated at 5ml and 10ml,
@16x110mm, tappo a vite @16x110mm, screw cap
11681/E Provette coniche per gentrifuga _da 13,5ml in PP, graduate a 5ml e 10ml, | 13,5ml centrifuge conical _test tubes in PP, graduated at 5ml and 10mi,
@16x110mm, tappo a vite, con etichetta @16x110mm, screw cap, with label
1375 Provetta cilindrica 13x75, PS Cylindrical test tubes 13x75, PS
1375/E Provetta cilindrica 13x75, PS, etichetta Cylindrical test tubes 13x75, PS, label
1375/MO Provetta cilindrica 13x75, PP Cylindrical test tubes 13x75, PP
1375/MOIT Provetta cilindrica 13x75, PP, tappo Cylindrical test tubes 13x75, PS, cap
1375/MOITE Provetta cilindrica 13x75, PP, tappo, etichetta Cylindrical test tubes 13x75, PS, cap, label
1375/S PROVETTE CILINDRICHE 13X75 PS SENZA BORDO Cylindrical test tubes 13x75, PS
1375/T Provetta cilindrica 13x75, PS, tappo Cylindrical test tubes 13x75, PS, tappo
1375/T/E Provetta cilindrica 13x75, PS, tappo, etichetta Cylindrical test tubes 13x75, PS, cap, label
15331/TE/R Provetta per urina per strumenti automatici 10ml, PS, tappo, etichetta, in rack | Urine test tubes for instruments 10ml, PS, cap, label, in rack
15361 Provette cilindriche da 10ml in PS, scala graduate e banda di scrittura | 10 ml cylindrical test tubes in PS, writing surface and scree-printed graduation,
serigrafata, @16x100mm, tappo a vite @16x100 mm, screw cap
— ) . 10 ml cylindrical test tubes in PP, writing surface and scree-printed graduation,
15361/MO Provette cilindriche 10ml in PP, graduate serigrafate, con @16x100 mm, screw cap
15362 Provette cilindriche da 15ml in PS, scala graduate e banda di scrittura | 15 ml cylindrical test tubes in PS, writing surface and scree-printed graduation,
serigrafata, @16x120mm, tappo a vite @16x120 mm, screw cap
1625 Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS
1625/MO Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5ml, PP
1650.01 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
' bordo, colore BLU BLUE colour
1650.02 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
X bordo, colore ROSSO RED colour
1650.03 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
) bordo, colore VERDE GREEN colour
1675 Provetta cilindrica 16x75, PS Cylindrical test tubes 16x75, PS
1675/MO Provetta cilindrica 16x75, PP Cylindrical test tubes 16x75, PP
1675MO+1147+CUP | Kit di provetta in PP @16x75 + tappo presa igienica bianco + Cylindrical test tubes 16x75, PP
20351 Provetta conica 50ml, PP, tappo a vite, base di appoggio Conical test tubes 50ml, PP, with screw cap, selfstanding base
20351/P Provette coniche PP 50ml, con base d'appoggio, tappo a vite Conical test tubes 50ml, PP, with screw cap, selfstanding base
20351/S Provette coniche PP 50ml, base d'appoggio, senza tappo, Conical test tubes 50ml, PP, without screw cap, selfstanding base
5005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
5005/C Provetta conica 10ml, PS Conical test tubes 10ml, PS
5005/C/S Provetta conica 10ml, PS Conical test tubes 10ml, PS
5005/MO Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
5005/MO/S Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
5005/MO/T Provette cilindriche da 10ml, in PP, senza bordo, @16x100 mm Cylindrical test tubes 10ml, PP
5005/MOC Provette coniche da 10ml in PP non graduate, senza bordo, Conical test tubes 10ml, PP
5005/MOC/S Provetta conica 10ml, PP Conical test tubes 10ml, PP
5005/MOC/T Provetta conica 10ml, PP, con tappo Conical test tubes 10ml, PP, with cap
5005/S Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
5005/S/K Provette cilindriche da 10ml, in PS, senza bordo, @16x100 mm Cylindrical test tubes 10ml, PS
5005/S/K/100 Provette cilindriche da 10ml, PS, senza bordo, @ 16x100 mm, Cylindrical test tubes 10ml, PS
5005/S/TE Provetta cilindrica 10ml, PS, con tappo ed etichetta Cylindrical test tubes 10ml, PS, with cap and label
5006 Provetta cilindrica 11,5x55, PS Cylindrical test tubes 11,5x55, PS
5006/C/T Provetta cilindrica 11,5x55, PS, con tappo Cylindrical test tubes 11,5x55, PS, con tappo
5006/MO Provetta cilindrica 11,5x55, PP Cylindrical test tubes 11,5x55, PP
5006/T Provetta cilindrica 11,5x55, PS, tappo Cylindrical test tubes 11,5x55, PS, cap
5006T Provette cilindriche da 3ml, in PS non graduate, con tappo, Cylindrical test tubes 11,5x55, PS, cap
5018 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION
5018/1000 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
5018/MO Provetta cilindrica 5ml, PP Cylindrical test tubes 5ml, PP
50351 Provette coniche 50ml in PP, con tappo a vite, @30x115 mm, con scala | 50ml conical _tgst tubes in PP, screw cap, @30x115 mm, serigraphed graduated

graduata ed area di scrittura serigrafata scale and writing surface
50352 Provette coniche 15ml in PP, con tappo a vite, @17x120 mm, con scala | 15ml conical test tubes in PP, screw cap, @17x120 mm, serigraphed graduated
graduata ed area di scrittura serigrafata scale and writing surface

5038/E Provetta cilindrica 5ml, PS, etichetta Cylindrical test tubes 5ml, PS, label
5038/MO/E Provetta cilindrica 5ml, PP, etichetta Cylindrical test tubes 5ml, PP, label
5112 Provetta cilindrica fondo piatto 3ml, PS Flat bottom cylindrical test tubes 3ml, PS
5112/E Provetta cilindrica fondo piatto 3ml, PS, etichetta Flat bottom cylindrical test tubes 3ml, PS, label
5112/MO Provetta cilindrica fondo piatto 3ml, PP Flat bottom cylindrical test tubes 3ml, PP
5112/MO/E Provetta cilindrica fondo piatto 3ml, PP, etichetta Flat bottom cylindrical test tubes 3ml, PP, label
5112/MO/T Provetta cilindrica fondo piatto 3ml, PP, tappo Flat bottom cylindrical test tubes 3ml, PP, cap
5112/MO/TAL Provetta cilindrica fondo piatto 3ml, PP, tappo alettato Flat bottom cylindrical test tubes 3ml, PP, cap with tongues
5112/MOITE Provetta cilindrica fondo piatto 3ml, PP, tappo, efichetta Flat bottom cylindrical test tubes 3ml, PP, cap, label
5112/MOR Provette cilindriche 3ml in PP Random, fondo piatto, graduate Flat bottom cylindrical test tubes 3mi, PP, cap, label
5112/T Provetta cilindrica fondo piatto 3ml, PS, tappo Flat bottom cylindrical test tubes 3ml, PS, cap
5112/T/100 Provette cilindriche 3ml in PS fondo piatto,graduate,bordo Flat bottom cylindrical test tubes 3ml, PS, cap
5112/TE Provetta cilindrica fondo piatto 3ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 3ml, PS, cap, label
5122 Tappi esterni per provette sottovuoto @12-13, PE External caps for vacuum test tubes @12-13, PE
5126 Tappi esterni per provette sottovuoto @15-16, PE External caps for vacuum test tubes @15-16, PE
5127 Re-Cap - Tappi per richiusura provette sottovuoto, rosso, x provette @16 mm | Re-Cap - Reclosing caps for vacuum test tubes, red, for test tubes @16 mm
5129 Re-Cap - Tappi per richiusura provette sottovuoto, rosso, x provette @13 mm | Re-Cap - Reclosing caps for vacuum test tubes, red, for test tubes @13 mm
5140 Provetta cilindrica 20ml, PS Cylindrical test tubes 20ml, PS
5140/E Provetta cilindrica 20ml, PS, etichetta Cylindrical test tubes 20ml, PS, label
5140/MO Provetta cilindrica 20ml, PP Cylindrical test tubes 20ml, PP
5140/MO/E Provette cilindriche da 20ml, in PP, senza bordo, @16x150 mm Cylindrical test tubes 20ml, PP, label
5140/MOIT Provetta cilindrica 20ml, PP, tappo Cylindrical test tubes 20mi, PP, cap
5140/MO/TE Provetta cilindrica 20ml, PP, etichetta, tappo Cylindrical test tubes 20ml, PP, label, cap
5140/T Provetta cilindrica 20ml, PS, tappo Cylindrical test tubes 20ml, PS, cap
5140/TE Provetta cilindrica 20ml, PS, etichetta, tappo Cylindrical test tubes 20ml, PS, label, cap
5140MO/E Provetta cilindrica 20ml, PP, etichetta Cylindrical test tubes 20ml, PP, label
5250 Provetta cilindrica 25ml, PP Cylindrical test tubes 25ml, PP
5250/MO Provetta cilindrica 25ml, PS Cylindrical test tubes 25ml, PS
5331 Provetta per urina per strumenti automatici 10ml, PS, tappo Urine test tubes for instruments 10ml, PS, cap
5331/S Provetta per urina per strumenti automatici 10ml, PS Urine test tubes for instruments 10ml, PS
5331/ST Provetta per urina per strumenti automatici 10ml, PS Urine test tubes for instruments 10ml, PS
5331/TE Provetta per urina per strumenti automatici 10ml, PS, tappo, etichetta Urine test tubes for instruments 10ml, PS, cap, label
5555 Provetta cilindrica 10ml, PMMA Cylindrical test tubes 10ml, PMMA
5555/E Provetta cilindrica 10ml, PMMA, etichetta Cylindrical test tubes 10ml, PMMA, label
5555/T Provetta cilindrica 10ml, PMMA, tappo Cylindrical test tubes 10ml, PMMA, cap
5555/TE Provetta cilindrica 10ml, PMMA, tappo, etichetta Cylindrical test tubes 10ml, PMMA, cap, label
5558 Provetta cilindrica 5ml, PMMA Cylindrical test tubes 5ml, PMMA
5558/E Provetta cilindrica 5ml, PMMA, etichetta Cylindrical test tubes 5ml, PMMA, label
5558/T Provetta cilindrica 5ml, PMMA, tappo Cylindrical test tubes 5ml, PMMA, cap
5558/TE Provetta cilindrica 5ml, PMMA, tappo, etichetta Cylindrical test tubes 5ml, PMMA, cap, label
5575 Provetta cilindrica 5ml, PMMA Cylindrical test tubes 5ml, PMMA
5575/E Provetta cilindrica 5ml, PMMA, etichetta Cylindrical test tubes 5ml, PMMA, label
6005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
6005/250 Provette cilindriche da 10ml, in PS, con bordo, graduate, Cylindrical test tubes 10ml, PS
6005/C Provetta conica 10ml, PS Conical test tubes 10ml, PS
6005/C/50 Provetta conica 10ml, PS, confezioni da 50 pezzi Conical test tubes 10ml, PS, bags of 50 pieces
6005/C/500 Provetta conica 10ml, PS, confezioni da 500 pezzi Conical test tubes 10ml, PS, bags of 500 pieces
6005/C/T Provetta conica 10ml, PS, con tappo Conical test tubes 10ml, PS, with cap
6005/MO Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
6005/MO/250 Provette cilindriche da 10ml, in PP, con bordo, graduate, Cylindrical test tubes 10ml, PP
6005/MOC Provetta conica 10ml, PP Conical test tubes 10ml, PP
6009/C/E Provetta conica 10ml, PS, etichetta Conical test tubes 10ml, PS, label
6009/C/T Provetta conica 10ml, PS, tappo Conical test tubes 10ml, PS, cap
6009/C/TR/E Provetta conica 10ml, PS, etichetta, tappo rosso Conical test tubes 10ml, PS, label, red cap
6009/E Provetta cilindrica 10ml, PS, etichetta Cylindrical test tubes 10ml, PS, label
6009/MO/E Provetta cilindrica 10ml, PP, etichetta Cylindrical test tubes 10mi, PP, label
6009/MO/T Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10ml, PP, cap
6009/MO/TB/E Provetta cilindrica 10ml, PP, etichetta, tappo bianco Cylindrical test tubes 10ml, PP, label, white cap
6009/MOITE Provetta cilindrica 10ml, PP, etichetta, tappo Cylindrical test tubes 10ml, PP, label, cap
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graduata ed area di scrittura serigrafata, in rack

Cob. DESCRIZIONE DESCRIPTION
6009/MOC/E Provetta conica 10ml, PP, etichetta Conical test tubes 10ml, PP, label
6009/T Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10ml, PS, cap
6013 Provetta cilindrica 7ml, PS Cylindrical test tubes 7ml, PS
6013/MO Provetta cilindrica 7ml, in PP Cylindrical test tubes 7ml, in PP
65351 Provette coniche 50ml in PP, con tappo a vite, @30x115 mm, con scala | 50ml conical test tubes in PP, screw cap, @30x115 mm, serigraphed graduated
raduata ed area di scrittura serigrafata, in rack scale and writing surface, in rack
65352 Provette coniche 15ml in PP, con tappo a vite, @17x120 mm, con scala | 15ml conical test tubes in PP, screw cap, @17x120 mm, serigraphed graduated

scale and writing surface, in rack
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LORNE LABORATORIES LTD c €
Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley, Berkshire, RG6 4UT

United Kingdom

Phone: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com

CERTIFICATE OF ANALYSIS

DESCRIPTION LOT NO. EXPIRY PRODUCT CODE
LE Latex Kit 315040 2022-06 840050
STORAGE: Refrigerated at 2 — 8°C. Protect from light. Do not freeze.
SHIPPING: This product has data supporting stability tolerance during fluctuations in

ambient shipping temperature.

This product is in compliance with MEDICAL DEVICES REGULATIONS 2002 for Annex 3 and Self-
Certification. This product was manufactured, packaged and tested in accordance with LORNE
QUALITY SYSTEMS and meets all product specifications.

We certify that this product has been released as meeting all our acceptance criteria

If applicable:

e  Components from human origin have been tested and found negative for the presence of antibody to HIV as well as
HBsAg and HCV. However handle cautiously as potentially infectious.

e  This product was tested by methods described in the manufacturers package insert.

e  This product is intended for In Vitro Diagnostic use only.

e  This product contains <0.1% sodium azide.

APPROVED BY: f DATE: 19 January 2021

Eddy Velthuis
Technical Director




U|_ ) Solutions

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM
Facility ID: FO01410

UL Medical Regulatory Services of UL LLC® (UL Solutions) issues this certificate to the Firm named above,
after auditing the Firm’s quality management system and finding it in conformance per the defined scope with
respect to:

ISO 13485:2016
EN ISO 13485:2016

with additional regulatory requirements listed on final page of this certificate.

The design and manufacture of in vitro diagnostic reagents for the detection of the blood groups.

‘Hﬂmﬂmn!“ﬂ!ﬂﬂmﬁAHHIHEEIAM

Authorized by
MMQ

= —

Check Certificate Status:

Paul Hilgeman here
Senior Business Manager - Medical —

CMIT — Medical Regulatory
File Number A12241 Cycle Start Date May 23, 2023
Certificate Number 1459.230523 Effective Date May 23, 2023
Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of goods
and/or services as specified in the scope of registration from the address(es) shown above. By issuance of this certificate
the firm represents that it will maintain its registration in accordance with the applicable requirements. This certificate is
not transferable and remains the property of UL Medical and Regulatory Services of UL LLC® (UL Solutions).
Certificates may be verified by visiting the Online Certifications Directory on UL.com.

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized fUL Solutions
.y . . 333 Pfingsten Road
Auditing Organization Northbrook, IL 60062-2096 USA
MDSAP
Form-ULID-000725 Issue 5.0 UL and the UL logo are trademarks of UL LLC © 2023
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U|_ Solutions

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire RG6 4UT UNITED KINGDOM
Facility ID: F001410

Additional Regulatory Requirements

Brazil:

- RDC ANVISA n. 665/2022
- RDC ANVISA n. 551/2021
- RDC ANVISA n. 67/2009

Canada:
- Medical Devices Regulations — Part 1- SOR 98/282

File Number A12241 Cycle Start Date May 23, 2023
Certificate Number 1459.230523 Effective Date May 23, 2023
Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of goods
and/or services as specified in the scope of registration from the address(es) shown above. By issuance of this certificate
the firm represents that it will maintain its registration in accordance with the applicable requirements. This certificate is
not transferable and remains the property of UL Medical and Regulatory Services of UL LLC® (UL Solutions).
Certificates may be verified by visiting the Online Certifications Directory on UL.com.

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized fUL Solutions
.y . . 333 Pfingsten Road
Auditing Organization Northbrook, IL 60062-2096 USA
MDSAP
Form-ULID-000725 Issue 5.0 UL and the UL logo are trademarks of UL LLC © 2023
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EC Certificate TOVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60131398 0001

Report No.: 21200072 015

Manufacturer: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Deutschland

Products: - IVDs for the detection of infectious disease markers
- IVDs for the detection of the tumor marker PSA
- Urine tests for self-testing

{see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60114562 0001
Expiry Date: 2023-11-27

The Notified Body hereby declares that the requirements of Annex |V, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

this certificate an EC design-examination certificate according to Annex IV, secti
vetification of manufactured products according to section 6 is required.

Effective Date: 2018-11-28

Date: 2018-11-27 S ;

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Diractive 98/79/EC
congsrning in vitro diagnostic medical devices with the identification number 0197,
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TUVRheinland

TUV Rheinland petl Al
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60131398 0001

Report No.: 21200072 015

Manufacturer: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers

Deutschland

Products included:

In vitro diagnostica for self-testing:

- HCG pregnancy tests

- LH covulation tests

- Single- and multi-constituent test strips for urinalysis

In vitro diagnostica rapid tests:
- Chlamydia trachomatis Rapid Tests
- PSA Rapid Tests

Site included:

nal von minden GmbH
Friedenstr. 32
93053 Regensburg

Germany

Activities: Degign and development

Date: 2018-11-27 5. % o Lierand

Dipl.-lnig‘.j"'\?en Hoffmann
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1ISO 9001:2015
01 100 1810016

nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers

Germany

including the locations according to annex

Design and development, manufacture and distribution

of in-vitro diagnostic test kits and reagents for the detection

of cardiac markers, tumour markers, infections, inflammation,
allergies, endocrine disorders, diabetes, hormones, vitamins,
special proteins, metabolic disorders, drug misuse, immune
status, vaginal pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm testing, coagulation
management systems, for use in clinical laboratories,

as near-patient tests and for self-testing and associated

in-vitro diagnostic devices for sampling and analysis systems,
as well as veterinary diagnostic devices and testing for narcotics
and substances.

Distribution of control materials and tests for blood group
determination, medical masks, medical gloves, blood pressure
monitoring devices, medical thermometers, swabs, lancets and
laboratory analyses.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2021-09-10 until 2024-09-09.
First certification 2018

2021-09-10 /&(/Qé/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

A TUVRheinland®

Akkrediti tell . .
D-ZM-16031.00:00 Precisely Right.

(( DAKKS



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810016

No. Location Scope

/01 c/o nal von minden GmbH Design and development, manufacture and
Carl-Zeiss-Str. 12 distribution of in-vitro diagnostic test kits and
47445 Moers reagents for the detection of cardiac markers,
Germany tumour markers, infections, inflammation,

allergies, endocrine disorders, diabetes,
hormones, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal
pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm
testing, coagulation management systems, for
use in clinical laboratories, as near-patient tests
and for self-testing and associated in-vitro
diagnostic devices for sampling and analysis
systems, as well as veterinary diagnostic
devices and testing for narcotics and
substances.Distribution of control materials and
tests for blood group determination, medical
masks, medical gloves, blood pressure
monitoring devices, medical thermometers,
swabs, lancets and laboratory analyses.

Page 1 of 3

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810016

/02 c/o nal von minden GmbH Design and development, distribution of in-vitro
Friedenstr. 32 diagnostic test kits and reagents for the
93053 Regensburg detection of cardiac markers, tumour markers,
Germany infections, inflammation, allergies, endocrine

disorders, diabetes, hormones, vitamins, special
proteins, metabolic disorders, drug misuse,
immune status, vaginal pH levels, pregnancy,
kidney function, for urine analysis, performance
diagnostics, sperm testing, coagulation
management systems, for use in clinical
laboratories, as near-patient tests and for self-
testing and associated in-vitro diagnostic
devices for sampling and analysis systems, as
well as veterinary diagnostic devices and testing
for narcotics and substances.Distribution of
control materials and tests for blood group
determination, medical masks, medical gloves,
blood pressure monitoring devices, medical
thermometers, swabs, lancets and laboratory
analyses.

Page 2 of 3

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No.

ISO 9001:2015

01 100 1810016

/03 c/o nal von minden GmbH
Robert-Bosch-Breite 34
37079 Gottingen

Germany

www.tuv.com

2021-09-10

Design and development, manufacture and
distribution of in-vitro diagnostic test kits and
reagents for the detection of cardiac markers,
tumour markers, infections, inflammation,
allergies, endocrine disorders, diabetes,
hormones, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal
pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm
testing, coagulation management systems, for
use in clinical laboratories, as near-patient tests
and for self-testing and associated in-vitro
diagnostic devices for sampling and analysis
systems, as well as veterinary diagnostic
devices and testing for narcotics and
substances.Distribution of control materials and
tests for blood group determination, medical
masks, medical gloves, blood pressure
monitoring devices, medical thermometers,
swabs, lancets and laboratory analyses.

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 3 of 3

A TUVRheinland®

Precisely Right.



Certificate TUOVRheinland

Quality Management System
EN ISO 13485:2016

Registration No. SX 1034230-1
Organization: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany
Scope: Design and development, manufacture and distribution of in vitro diagnostic

test kits and reagents for the detection or determination of cardiac
markers, tumor markers, infections, inflammation, allergies, endocrine
disorders, diabetes, hormenes, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal pH levels, preghancy,
Kidney function, for urine analysis, sperm testing, coagulation management
systems, for use in clinical laboratories, as near-patient tests and for self-
testing as well as associated in vitro diagnostic devices for sampling and
analysis systems for rapid tests.

Distribution of control materials and tests for bloed group determination,
medical masks, medical gloves, blood pressure monitoring devices,
medical thermometers, swabs and lancets.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the arganization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are- L] e quality
management system is subject to yearfy surveillance. G 4

Report No.: 1089325-40
Effective date; 2021-12-02
| Expiry date: 2024-12-01
Issue date: 2021-11-29 -.: g
‘ il Dipl.-Ing’ Hoffmann
v ‘ eintand LGA Products GmbH
(\ DAk%(S : TillyStraBe 2 - 80431 Nimberg - Germany
eutsche

Akkreditierungsstelle
D-ZM-14169-01-02 1/2
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Certificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: 3X 1034230-1

Organization: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany

The scope of certification alse covers the following:

No. Facility Scope

a1 ¢/e nal von minden GmbH Manufacture and distribution
Carl-Zeiss-Str. 12
47445 Moers
Germany

102 c/o nal von minden GmbH Design and development and distribution

Friedenstr. 32
93053 Regensburg
Germany

/03 ¢/o nal ven minden GmbH Design and development and manufacture
Robert-Bosch-Breite 34
37079 Géitingen
Germany

f04 ¢/o nal von minden GmbH Administration and distribution
Raseweg 4
37124 Rosdorf
Germany

Report No.: 1089325-40
Effective date: 2021-12-02
Expiry date: 2024-12-01
Issue date: 2021-11-29

(( DAKKS TillystralRe 2 - 90431 Nurnberg - Germany

Deutsche
Akkreditierungsstelle
0-2M-14169-01-02 242
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Liofilchem®

DICHIARAZIONE DI CONFORMITA CE / EC DECLARATION OF CONFORMITY

DICHIARAZIONE DI CONFORMITA CE

La societa LiofilchefiS.r.l., con Sede Legale in Via Scozia, 64026 Rodetli Abruzzi (TE) ltalia, in qualita di
fabbricante del dispositivo medico-diagnostioo vitro elencato nella tabella allegata Revisione 31.0 del

08.01.2016
dichiara sotto la propria responsabilita

1. che il dispositivo sopra indicato soddisfa tutteligposizioni applicabili della Direttiva 98/79/GBllegato
) recepita nella Legislazione Italiana dal Ddorkegislativo n° 332 del 8 settembre 2000;

2. che il dispositivo in oggetto non & incluso nell&gato Il, lista A e B della Direttiva 98/79/CE

3. che la documentazione tecnica di cui all'allegdital¢lla direttiva Direttiva 98/79/CE e a disposiaée delle
autorita nazionali presso la sua sede e sara a@taeper 5 anni dall'ultima data di fabbricaziong d
prodotto;

4. che il processo di fabbricazione segue adeguaitipiidi assicurazione della qualita;
di aver attivato e di mantenere aggiornato, uresiatdi sorveglianza post-produzione per il monggia
dei prodotti;

6. che il dispositivo in oggetto € stato messo in cemuio munito di marcatura CE.

EC DECLARATION OF CONFORMITY

The company Liofilchefh S.r.I., registered office irvia Scozia, 64026 Roseto degli Abruzzi (TEly, as a
manufacturepf the in vitro medical-diagnostic device listedthe attached table, Revision 31.0 of 08.01.2016

hereby certifies under its own responsibility

1. that the above mentioned device complies withhalgpplicable provisions of Directive 98/79/EC (&mrill)
and its relevant transposition into national law;

2. the above mentioned is not included in Annex listIA and B of Directive 98/79/EC,;

3. that the technical documentation referred to ateXnfil of the Directive 98/79/EQs available for the
national authoritied its facility and that this documentation shadl kept for 5 years after the last product
has been manufactured;

4. that the manufacturing process follows suitablagpiles of quality assurance;

5. that, has implemented aneep up to datea post-production surveillance system for monigrihe
products

6. that the device in question, was introduced intorttarket provided with CE mark.

Roseto, 08.01.2016 Direttore Tecnico/ Technical Director

Dott. Silvio Brocco

1di23



PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUC TS

Rev. 31.0 del 08.01.201

10002 DNA AGAR + BLU DI TOLUIDINA 10046 SERUM TELLURITE AGAR

10004 CLED ANDRADE AGAR 10047 BISMUTH SULFITE AGAR

10004* CLED ANDRADE AGAR 10047+ BISMUTH SULFITE AGAR

10005 MAC CONKEY SORBITOL AGAR 10048 E.M.B. LEVINE AGAR

10005* MAC CONKEY SORBITOL AGAR 10048* E.M.B. LEVINE AGAR

10006 TRYPTIC SOY AGAR + 0,6% YEAST EXTRACT 10050 CAMPYLOBACTER AGAR (Sheep Blood 5%)
10007 BACILLUS CEREUS AGAR (PEMBA) 10050* CAMPYLOBACTER AGAR (Sheep Blood 5%)
10007* BACILLUS CEREUS AGAR (PEMBA) 10051 Legionella BCYE Agar

10011 YEAST GLUCOSE CHLORAMPHENICOL AGAR 10051* Legionella BCYE Agar

10011* YEAST GLUCOSE CHLORAMPHENICOL AGAR 10052 YERSINIA SELECTIVE AGAR

10013 DNase TEST AGAR 10052* YERSINIA SELECTIVE AGAR

10013* DNase TEST AGAR 10053 WILKINS CHALGREEN AGAR

10014 Purple Lactose Agar 10053* WILKINS CHALGREEN AGAR

10014* Purple Lactose Agar 10054 WURTZ LACTOSE AGAR

10017 CZAPEK DOX AGAR 10054* WURTZ LACTOSE AGAR

10018 DRIGALSKY LACTOSE AGAR 10056 X.L.D. AGAR

10021 BIGGY (NICKERSON) AGAR 10056* X.L.D. AGAR

10021* BIGGY (NICKERSON) AGAR 10057 BILE AESCULIN AGAR

10022 BRILLIANT GREEN AGAR 10057+ BILE AESCULIN AGAR

10022* BRILLIANT GREEN AGAR 10058S TRYPTIC SOY AGAR Irradiated -30 mL-
10023 Chocolate Agar 10060 BRAIN HEART INFUSION AGAR

10023* Chocolate Agar 10060* BRAIN HEART INFUSION AGAR

10024 TRYPTOSE AGAR 10064 CHRISTENSEN UREA AGAR

10024* TRYPTOSE AGAR 10065 SCHAEDLER KKV AGAR(Sheep Blood 5%)
10025 COLUMBIA AGAR (Horse Blood 5%) 10065* SCHAEDLER KKV AGAR(Sheep Blood 5%)
10025* COLUMBIA AGAR (Horse Blood 5%) 10067 SCHAEDLER KVN AGAR (Sheep Blood 5%)
10026 CLED AGAR 10069 X.L.T. 4 AGAR

10026* CLED AGAR 10069* X.L.T. 4 AGAR

10027 BACILLUS CEREUS AGAR (Mossel) 10074S TRYPTIC SOY AGAR+NEUTRALIZING Irradiated
10027* BACILLUS CEREUS AGAR (Mossel) 10078 MUELLER HINTON Il MOD. AGAR

10028 ISOSENSITEST AGAR 10078* MUELLER HINTON Il MOD. AGAR

10028* ISOSENSITEST AGAR 10079 CASITONE AGAR

10029 MAC CONKEY AGAR 10079* CASITONE AGAR

10029* MAC CONKEY AGAR 10080 HAEMOPHYLUS TEST AGAR

10030 MANNITOL SALT AGAR 10080* HAEMOPHYLUS TEST AGAR

10030* MANNITOL SALT AGAR 10082 HELICOBACTER PYLORI AGAR

10031 MUELLER HINTON Il AGAR 10082* HELICOBACTER PYLORI AGAR

10031* MUELLER HINTON Il AGAR 10090 M.R.S. Agar

10033 PSEUDOMONAS (CETRIMIDE ) AGAR 10090~ M.R.S. Agar

10033+ PSEUDOMONAS (CETRIMIDE ) AGAR 10095 BRAIN HEART AGAR FOR HAEMOPHILUS
10035 SABOURAUD AGAR 10129 MAC CONKEY AGAR MMG

10035* SABOURAUD AGAR 10129* MAC CONKEY AGAR MMG

100358 SABOURAUD AGAR Irradiated 10131 Mueller Hinton 1l Agar (Sheep Blood 5%)
10036 S.S. AGAR 10131* Mueller Hinton 1l Agar (Sheep Blood 5%)
10036* S.S. AGAR 10132 MUELLER HINTON FASTIDIOUS AGAR 90 mm
10037 TRYPTIC SOY AGAR 10134 Legionella BMPA Agar

10037* TRYPTIC SOY AGAR 10141 SALMONELLA TEST AGAR

10037S TRYPTIC SOY AGAR lrradiated 10141* SALMONELLA TEST AGAR

10039 ROGOSA AGAR 10142 BLOOD AGAR (Sheep Blood 7%)(ISO 10560)
10039* ROGOSA AGAR 10142* BLOOD AGAR (Sheep Blood 7%)(ISO 10560)
10040 NEW YORK CITY AGAR 10143 Mueller Hinton Agar + 5 % Horse Blood Lysed
10040* NEW YORK CITY AGAR 10145 CAMPYLOBACTER KARMALI AGAR

10041 LISTERIA PALCAM AGAR 10146 CAMPYLOBACTER PRESTON AGAR
10041* LISTERIA PALCAM AGAR 10148 CAMPYLOBACTER AGAR (Sheep Blood 10%)
10042 CRYSTAL VIOLET AGAR (Sheep Blood 5%) 10225 LISTERIA PALCAM AGAR 140 mm

10042* CRYSTAL VIOLET AGAR (Sheed 5%) 10231 MUELLER HINTON Il AGAR 140 mm

10043 HEKTOEN ENTERIC AGAR 10233 R.P.M.I. AGAR

10043+ HEKTOEN ENTERIC AGAR 10235 SABOURAUD CAF AGAR + GENTAMICIN
10044 NUTRIENT AGAR 10235* SABOURAUD CAF AGAR + GENTAMICIN
10044* NUTRIENT AGAR 10236 CLED AGAR 140 mm

©Liofilchem® s.r.l. Via Scozia - Zona Industriale@b, Roseto degli Abruzzi (TE) ltaly - Tel +39 0888745 - Fax +39 0858930330
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PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUC TS

Rev. 31.0 del 08.01.201

10240 SCHAEDLER K AGAR (Sheep Blood 5%) 140mm 11057 ENTEROCOCCO AGAR
10241 SCHAEDLER KKV AGAR(Sheep blood 5%) 140mm 11057* ENTEROCOCCO AGAR
10242 SABOURAUD CAF AGAR 140 mm 11058 SLANETZ BARTLEY AGAR(M-ENTEROCOCCUS)
10243 SABOURAUD CAF AGAR + GENTAMICIN  140mm 11058* SLANETZ BARTLEY AGAR(m-ENTEROCOCCUS)
10244 DERMATOPHYTE (D.T.M.) AGAR 140 mm 11060 CLOSTRIDIUM AGAR (Sheep Blood 5%)
10245 BRUCELLA BLOOD AGAR w HEMIN AND VITAMIN K1 11060* CLOSTRIDIUM AGAR (Sheep Blood 5%)
10246 Chromatic™ MH 11065 SCHAEDLER K AGAR (Sheep Blood 5%)
10247 Brucella Blood Agar with Hemin and Vitamin K1 11065* SCHAEDLER K AGAR (Sheep Blood 5%)
10249 Purple Lactose Agar 140 mm 11070 MYCOSEL AGAR
10334 NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11070* MYCOSEL AGAR
10334* NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11132 MUELLER HINTON FASTIDIOUS AGAR (140mm)
10335 MUELLER HINTON CHOCOLATE AGAR 11124 COLUMBIA CNA MOD. AGAR (Sheep blood 5%)
10353 BORDET GENGOU AGAR (Sheep Blood 15%) 11124* COLUMBIA CNA MOD. AGAR (Sheep blood 5%)
10353* BORDET GENGOU AGAR (Sheep Blood 15%) 11135 SABOURAUD AGAR MODIFIED
10405 SCHAEDLER CNA AGAR (Sheep Blood 5%) 11135* SABOURAUD AGAR MODIFIED
10407 VANCOMYCIN SCREEN AGAR 11143 HERELLEA AGAR
10408 WILKINS CHALGREN AGAR +5% SHEEP BLOOD 11143* HERELLEA AGAR
10409 CAMPYLOBACTER CCDA AGAR 11185 VOGEL JOHNSON AGAR
10410 MUELLER HINTON AGAR w VITALEX 11185* VOGEL JOHNSON AGAR
10411 BILE ESCULIN AZIDE AGAR w VANCOMYCIN 11195 T.C.B.S. AGAR
10412 Legionella BCYE Agar w/o Cysteine 11195* T.C.B.S. AGAR
10413 XLD Agar EP, USP, JP Formulation 11196 SPS AGAR
10416 MIDDLEBROOK 7H11 AGAR 11196* SPS AGAR
10424 Legionella BCYE Agar w Vancomycin + Colistin 11200 PAR TEST AGAR
10425 SCEDOSPORIUM SELECTIVE AGAR 11200* PAR TEST AGAR
10438 MacConkey Agar No.2 11205 MYCOPLASMA AGAR
10438* MacConkey Agar No.2 11206 Mueller Hinton 1l Agar + 2% NacCl
10439 Group A Selective Strep Agar w/ 5% Sheep Blood 11231 Mueller Hinton Il Agar (Sheep Blood 5%) 140mm
10599 CHROMATIC™ MRSA 11235 SABOURAUD CAF AGAR +TTC
10600 OXACILLIN RESISTANCE STAPHYLOCOCCUS AGAR 11235* SABOURAUD CAF AGAR + TTC
10601 CHOCOLATE AGAR w/o VITOX 11236 Sabouraud CAF Agar + Actidione
10602 CAMPYLOBACTER SKIRROW AGAR 11250 TINSDALE AGAR
HELICOBACTER PYLORI EGG YOLK EMULSION *
10605 AGAR 11250 TINSDALE AGAR
10620 O.ALISTERIA 11335 SABOURAUD AGAR + GENTAMICIN
A, N i
11023 CHOCOLATE BACITRACIN AGAR 11335 SABOURAUD AGAR + GENTAMICIN
11023+ CHOCOLATE BACITRACIN AGAR 11501 ENTEROCOCCUS AGAR + VANCOMYCIN
11024 COLUMBIA CNA AGAR (Sheep Blood 5%) 11506 BURKHOLDERIA CEPACIA SELECTIVE AGAR
11024* COLUMBIA CNA AGAR (Sheep Blood 5%) 11509 R.P.M.I. AGAR
. + +
11025 COLUMBIA AGAR (Sheep Blood 5%) 11510 M.HINTON+GLUCOSE+METHYLEN BLUE
11025 COLUMBIA AGAR (Sheep Blood 5%) 11511 NEISSERIA-MORAXELLA MEDIUM
11027 DESOXYCHOLATE AGAR 11512 NUTRIENT AGAR acc.to ISO 21528
11027+ DESOXYCHOLATE AGAR 11513 NUTRIENT AGAR acc.to ISO 6579
11030 ANAEROBIC AGAR 11517 COLUMBIA AGAR(Sheep Blood 5%)+VANCOMYCIN
11033 PSEUDOMONAS ISOLATION AGAR 11518 Mueller Hinton Agar + Cloxacillin
o )
11033 PSEUDOMONAS ISOLATION AGAR 11610 Chromatic™ E.coli O157
™
11035 SABOURAUD CAF AGAR 11611 CHROMATIC™ DETECTION
™
11035+ SABOURAUD CAF AGAR 11612 CHROMATIC™ CANDIDA
™
11035S SABOURAUD CAF AGAR Irradiated 11614 CHROMATIC™ SALMONELLA
™
11037 TRYPTIC SOY AGAR (Sheep Blood 5%) 11616 CHROMATIC™ STAPH AUREUS
™
11037* TRYPTIC SOY AGAR (Sheep Blood 5%) 11617 CHROMATIC™ STREPTO B
™
11038 TRYPTIC SOY AGAR (Horse Blood 5%) 11618 CHROMATIC™ MH
™
11038* TRYPTIC SOY AGAR (Horse Blood 5%) 11619 CHROMATIC™ CRE
™
11040 THAYER MARTIN AGAR 11621 CHROMATIC™ VRE
™
11040* THAYER MARTIN AGAR 11622 CHROMARIC ESBL
11041 AZIDE AGAR (Sheep Blood 5%) 11627 Chromatic ™ Enterococcus
™ +
11041 AZIDE AGAR (Sheep Blood 5% ) 11629 CHROMATIC™ ESBL + AmpC
* ™
11052 DERMATOPHYTE (D.T.M.) AGAR 11629 CHROMATIC™ ESBL + AmpC
icT™ -
11052+ DERMATOPHYTE (D.T.M.) AGAR 11631 Chromatic™ OXA-48
o - .
11054 GARDNERELLA AGAR (Sheep Blood 5%) 11632 Chmmatfcm Clostridium difficlle
11054 GARDNERELLA AGAR (Sheep Blood 5%) 11634 Chromatic _ Detection opaque

©Liofilchem® s.r.l. Via Scozia - Zona Industriale@b, Roseto degli Abruzzi (TE) ltaly - Tel +39 0888745 - Fax +39 0858930330
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12031 MUELLER HINTON Il AGAR (120X120 mm) 18500 BAIRD PARKER / MAC CONKEY
Mueller Hinton Il Agar (Sheep Blood 5%) (120 mm x 120 18500* BAIRD PARKER / MAC CONKEY

10% mume)ller Hinton Fastidious Agar (Horse blood 5% + 20 18502 CLED / MAC CONKEY

12033 mg/L B-NAD) (120 mm x 120 mm) 18502* CLED / MAC CONKEY

13012 CLED/MACCONKEY/TSA BLOOD AGAR 18503 HEKTOEN ENTERIC / SS

13012+ CLED/MACCONKEY/TSA BLOOD AGAR 18503+ HEKTOEN ENTERIC / SS

13013 BAIRD PARKER/BIGGY/MACCONKEY 18505 MAC CONKEY / S.S.AGAR

13013 BAIRD PARKER/BIGGY/MACCONKEY 18505+ MAC CONKEY / S.S AGAR

13014 COLUMBIA CNA/CIOCCOLATO/THAYER MARTIN 18507 COLUMBIA CNA / CHOCOLATE

13014 COLUMBIA CNA/CIOCCOLATO/THAYER MARTIN 18507+ COLUMBIA CNA / CHOCOLATE

13017 CLED/MACCONKEY MMG/MALTO 18595 D.T.M. / SABOURAUD

13017+ CLED/MACCONKEY MMG/MALTO 18595+ D.T.M. / SABOURAUD

13018 BROM CRESOL PURPLE/COLUMBIA CNA/M.CONKEY 18700 Group A Selective/TSA Il + Sheep Blood 5%

13018+ BROM CRESOL PURPLE/COLUMBIA CNA/M.CONKEY 18703 CHOCOLATE AGAR /THAYER MARTIN

13019 CLED/MACCONKEY/CETRIMIDE 20075 MAC CONKEY BROTH(7516MC2) 20x5ml

13019 CLED/MACCONKEY/CETRIMIDE 20077 PHYSIOLOGICAL SOLUTION 2.5 ml

13020 MAC CONKEY/B.PARKER/TSA BLOOD 20079 PHYSIOLOGICAL SOLUTION 4.5 ML

13345 GARDNERELLA V./ROGOSA/THAYER MARTIN 20081 INOCULUM SOLUTION 5 ML

13345+ GARDNERELLA V/ROGOSA/THAYER MARTIN 20089 SUSPENSION BROTH

13356 Gard.V. / Chocolate / Thayer Martin 20090 HELICOBACTER PYLORI TEST

13371 BAIRD PARKER/MACCONKEY/SABOURAUD CAF 20095 PHYSIOLOGICAL SOLUTION

13371* BAIRD PARKER/MACCONKEY/SABOURAUD CAF 20098 PEPTONE WATER

13480 MACCONKEY/VOGEL JOHNSON/SABOURAUD 20105 Glucose Broth

13480 MACCONKEY/VOGEL JOHNSON/SABOURAUD 20121 INOCULUM BROTH 7 ML

13602 SABOURAUD CAF/BAIRD PARKER/BILE ESCULINE 20129 TRYPTIC SOY BROTH 15 m

13602* SABOURAUD CAF/BAIRD PARKER/BILE ESCULINE 20136 TRYPTONE WATER

13607 CHOC. BAC./COLUMBIA/MAC CONKEY 20140 PURPLE LACTOSE BROTH

13607+ CHOC. BAC./COLUMBIA/MAC CONKEY 20156 SUSPENSION MEDIUM 7 ML

13614 CLED/MACCONKEY/ENTEROCOCCO 20158 MYCOPLASMA TRANSPORT BROTH

13614 CLED/MACCONKEY/ENTEROCOCCO 20159 TRICHOMONAS BROTH w/o CLORAMPHENICOL

165312 MYCOPLASMA AGAR 20171 Thioglycollate Medium w Vit.K1 & Hemin

18007 CHROMATIC™ STAPH AUREUS/ MRSA 20340 VAGITUBE

18008 TSA BLOOD/CROMagar ORIENTATION 21104 TRYPTIC SOY BROTH

18008* TSA BLOOD/CROMagar ORIENTATION 21110 SELENITE BROTH

18009 Chromatic™ Salmonella/Hektoen Enteric 21241 Fluid Thioglycollate Medium

18011 CHROMATIC™ DETECTION/ESBL 22130 SCHAEDLER BROTH

18012 BRILLIANT GREEN / SS AGAR 23001 F B FASTIDIOUS BROTH

18012 BRILLIANT GREEN / SS AGAR 23002 MUELLER HINTON BROTH w HORSE BLOOD (11ml)

18015 BIGGY (NICKERSON) / MALT AGAR 23003 MUELLER HINTON BROTH

18015+ BIGGY (NICKERSON) / MALT AGAR 24070 MYCOSEL BROTH 20PV

18017 COLUMBIA CNA BLOOD/CHROMAGAR 24071 Cooked Meat Medium

18017+ COLUMBIA CNA BLOOD/CHROMAGAR 24091 HAEMOPHILUS TEST BROTH 20 PV

18018 MAC CONKEY/ SABOURAUD CAF 24098 PEPTONE WATER 20PV

18020 EMB LEVINE / TSA BLOOD 24100 ALKALINE PEPTONE WATER _ 20PV

18020 EMB LEVINE / TSA BLOOD 24103 NUTRIENT BROTH 20PV

18021 Chromatic™ CRE / Chromatic™ ESBL 24104 BRAIN HEART INFUSION BROTH _ 20PV

18021* Chromatic™ CRE / Chromatic™ ESBL 20105 Glucose Broth

18022 TSA Blood/Columbia CNA 24107 MUELLER HINTON Il BROTH 20 PV

18327 COLUMBIA CNA / MAC CONKEY 24108 MULLER KAUFFMANN BROTH  20PV

18327 COLUMBIA CNA / MAC CONKEY 24109 SABOURAUD BROTH (Harm.EP) 20PV

18379 GARDNERELLA V. / THAYER MARTIN 24110 SELENITE BROTH 20PV

18379 GARDNERELLA V. / THAYER MARTIN 24111 TODD HEWITT BROTH 20PV

18380 MAC CONKEY / TSA BLOOD 24112 TRYPTOSE BROTH 20PV

18380~ MAC CONKEY / TSA BLOOD 24115 TRICHOMONAS BROTH 20PV

18390 BAIRD PARKER / SABOURAUD CAF 24117 pergola Broth

18390 BAIRD PARKER / SABOURAUD CAF 24119 GN HAINA BROTH 20PV

18391 HEKTOEN ENTERIC / YERSINIA 24120 BILE AESCULIN BROTH 20PV

18391 HEKTOEN ENTERIC / YERSINIA 24124 Fluid Thioglycollate Medium

18422 COLUMBIA CNA / GARDNERELLA 24125 SERUM BROTH 20PV

18422~ COLUMBIA CNA / GARDNERELLA 24127 Fluid Thioglycollate Medium + 1% Tween 80
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24128 TRYPTIC SOY BROTH + TWEEN 80 1%  20PV 30082 TRYPTIC SOY AGAR

24135 SALMONELLA DIFFERENTIAL BROTH 20PV 30083 NUTRIENT AGAR

24136 TRYPTONE WATER 20PV 30084 BRAIN HEART INFUSION AGAR

24137 MALONATE BROTH 20PV 30085 PHENYLALANINE AGAR

24139 LYSINE DECARBOXYLASE BROTH 20PV 30087 KLIGLER IRON AGAR

24141 BRAIN HEART INFUSION BROTH 2 ml_20PV 30088 KLIGLER IRON AGAR + NaCl 2%

24142 PHYSIOLOGICAL SOLUTION 3ml 20PV 30090 Mueller Hinton Il Agar

24144 TODD HEWITT w Gentam/Nalidixic acid 20PV 30091 BIGGY (NICKERSON) AGAR

24145 TODD HEWITT B. w Colistin/Nalid.a. 20PV 30093 SABOURAUD AGAR

24146 THIOGLYCOLLATE M w/o INDICATOR acc.USP 20PV 30095 SIM MEDIUM

24147 Thiogycollate Bile 30096 T.S.I. AGAR

24149 MR-VP MEDIUM 20PV 30097 Tryptose Agar

24161 Sabouraud Dextrose Broth + CAF 30098 LYSINE IRON AGAR

24241 Fluid Thioglycollate Medium 30099 Chocolate Agar

24342 MOTILITY TEST MEDIUM 20PV 30116 LOEFFLER MEDIUM

24345 O.F. Medium with Glucose 30117 PERGOLA MEDIUM

24400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 20PV 30118 Lowenstein Jensen Medium

24403 BIOTONE BROTH 20PV 30119 LOWENSTEIN JENSEN MEDIUM w/o GLYCEROL
24404 CAMPYLOBACTER BROTH 20PV 30121 Stonebrink Medium

24411 S.F. BROTH 20PV 30125 DORSET EGG MEDIUM

24412 STREPTOCOCCUS BROTH 20PV 30368 MIDDLEBROOK 7H10 AGAR

24413 MOSSEL AND MARTIN w MANNITOL  20PV 31065 SPS Agar

24416 UREA BROTH 20PV 31075 Mueller Hinton Il Agar

24417 Wilkins Chalgren Broth 31090 Mueller Hinton 1l Agar

24430 SCHAEDLER BROTH 20PV 31097 Tryptose Agar

24432 YERSINIA BROTH 20PV 31099 Chocolate Agar

24433 EUGON BROTH 20PV 31121 Stonebrink Medium

24436 MIDDLEBROOK 7H9 BROTH 20PV 33040 THAYER MARTIN AGAR

24446 PHENOL RED BROTH 20PV 33055 MYCOSEL AGAR

24450 Rappaport Broth w/o Soy 33060 SERUM TELLURITE AGAR

24451 Tetrathionate Broth 33066 O.N.P.G. AGAR

24459 CASO BROTH (Double Concentration) CE  20PV 33085 BILE AESCULIN AGAR

24461 RPMI Broth 33086 DERMATHOPHYTE (D.T.M.) AGAR

24462 RPMI Broth (double strength) 33118 .U.T.M. MEDIUM

24513 TRYPTIC SOY BROTH (Harm.EP) 33120 PETRAGNANI MEDIUM

24514 TRYPTIC SOY BROTH 34070 CAMPYLOBACTER AGAR

24516 UREA BROTH 34071 CYSTINE TRYPTIC AGAR (CTA)

26105 Glucose Broth 34075 Mueller Hinton Il Agar

26124 Fluid Thioglycollate Medium 100 x 10 ml 34121 LOWENSTEIN JENSEN + RIFAMPICIN 15 pg/mL
26400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 34121/1 LOWENSTEIN JENSEN + RIFAMPICIN 5 pg/mL
26513 Tryptic Soy Broth 3412112 LOWENSTEIN JENSEN + RIFAMPICIN 10 pg/mL
27001 GESA MEDIUM 34121/3 LOWENSTEIN JENSEN + RIFAMPICIN 25 pg/mL
27500 Triptic Soy Broth 34121/4 LOWENSTEIN JENSEN + RIFAMPICIN 50 pg/mL
27501 Todd Hewitt Broth 34121/5 LOWENSTEIN JENSEN + RIFAMPICIN 40 pg/mL
27502 Brain Heart Infusion Broth 34121/6 LOWENSTEIN JENSEN + RIFAMPICIN 20 pg/mL
27503 Nutrient Broth 34122 LOWENSTEIN JENSEN + RIFAPENTIN 9 pg/mL
29000 CHECK-SET BROTH Irradiated 20 Tests 34123 LOWENSTEIN JENSEN + ISONIAZID 0.1 pg/mL
230007 fﬂ’é'\D"ﬁJY'\;OBACTER SELECTIVE THIOGLYCOLLATE 34123/1 | LOWENSTEIN JENSEN + ISONIAZID 0.2 pg/mL |
30008 CLOSTRIDIUM AGAR (Sheep Blood 5%) 34123/2 LOWENSTEIN JENSEN + ISONIAZID 1 pg/mL
30009 HELICOBACTER PYLORI AGAR 34123/3 LOWENSTEIN JENSEN + ISONIAZID 5 pg/mL
30010 STREPTOCOCCAL KF + TTC AGAR 34123/4 LOWENSTEIN JENSEN + ISONIAZID 10 pg/mL
30011 SIMMONS CITRATE AGAR 34124/1 LOWENSTEIN JENSEN + PYRAZINAMIDE 5 pg/mL
30013 NITRATI AGAR 34124/2 LOWENSTEIN JENSEN + PYRAZINAMIDE 15 pg/mL
30014 MOSSEL AGAR 34124/3 LOWENSTEIN JENSEN + PYRAZINAMIDE 20 pg/mL
30022 T.CB.S. AGAR 34124/4 LOWENSTEIN JENSEN+PYRAZINAMIDE 200 pg/mL
20023 SABOURAUD CAF AGAR 34125/1 LOWENSTEIN JENSEN + STREPTOMYCIN 4 pg/mL
30024 SABOURAUD CAF + ACTIDIONE AGAR 34125/2 LOWENSTEIN JENSEN + STREPTOMYCIN 10 pg/mL
30030 MR.S. AGAR 34125/3 LOWENSTEIN JENSEN + STREPTOMYCIN 25 pg/mL
30080 BORDET GENGOU AGAR (Sheep Blood 15%) 34125/4 LOWENSTEIN JENSEN + STREPTOMYCIN 2 pg/mL
30081 CHRISTENSEN UREA AGAR 34125/5 LOWENSTEIN JENSEN + STREPTOMYCIN 50 pg/mL

©Liofilchem® s.r.l. Via Scozia - Zona Industriale@b, Roseto degli Abruzzi (TE) ltaly - Tel +39 0888745 - Fax +39 0858930330

Pag. 5 di 23




PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUC TS

Rev. 31.0 del 08.01.201

34126/1 LOWENSTEIN JENSEN + ETHAMBUTOL 2 pg/mL 35061 LOWENSTEIN JENSEN + KANAMYCIN 30pg/ml
34126/2 LOWENSTEIN JENSEN + ETHAMBUTOL 4 pg/mL 35070 LOWENSTEIN JENSEN + PAS 1 pg/mL

34126/3 LOWENSTEIN JENSEN + ETHAMBUTOL 5 pg/mL 35071 LOWENSTEIN JENSEN + PAS 0.5 pg/mL
34126/4 LOWENSTEIN JENSEN + ETHAMBUTOL 1 pg/mL 35080 LOWENSTEIN JENSEN + OFLOXACIN 2 pg/ml
34126/5 LOWENSTEIN JENSEN + ETHAMBUTOL 3 pg/mL 35081 LOWENSTEIN JENSEN + OFLOXACIN 10 pg/ml
34126/6 LOWENSTEIN JENSEN + ETHAMBUTOL 10 pg/mL 35082 LOWENSTEIN JENSEN + OFLOXACIN 40 pg/ml
34127 LOWENSTEIN JENSEN + AMIKACIN 5 pug/mL 35090 LOWENSTEIN JENSEN + CAPREOMYCIN 30 pg/ml
34127/1 LOWENSTEIN JENSEN + AMIKACIN 40 pg/mL 35091 LOWENSTEIN JENSEN + CAPREOMYCIN 20 pg/ml
34128/1 LOWENSTEIN JENSEN + OFLOXACIN 5 pg/mL 35147 LOWENSTEIN JENSEN + PNB 500 pg/ml
34128/2 LOWENSTEIN JENSEN + OFLOXACIN 10 pg/mL 35148 LOWENSTEIN JENSEN + TCH 2 pg/ml

34128/3 LOWENSTEIN JENSEN + OFLOXACIN 25 ug/mL 36001/1 IUTM + STREPTOMYCIN 2 pg/mL

34128/4 LOWENSTEIN JENSEN + OFLOXACIN 2 pg/mL 36001/2 IUTM + STREPTOMYCIN 4 pg/mL

34128/5 LOWENSTEIN JENSEN + OFLOXACIN 20 pug/mL 36001/3 IUTM + STREPTOMYCIN 10 pg/mL

34129/1 LOWENSTEIN JENSEN + PAS 1 pg/mL 36001/4 IUTM + STREPTOMYCIN 25 pg/mL

34129/2 LOWENSTEIN JENSEN + PAS 10 pg/mL 36001/5 IUTM + STREPTOMYCIN 50 pg/mL

34129/3 LOWENSTEIN JENSEN + PAS 0.5 pg/mL 36002/1 IUTM + ISONIAZID 0.1 pg/mL

34129/4 LOWENSTEIN JENSEN + PAS 0.1 pg/mL 36002/2 IUTM + ISONIAZID 0.2 pg/mL

34129/5 LOWENSTEIN JENSEN + PAS 5 pg/mL 36002/3 IUTM + ISONIAZID 1 pg/mL

34130/1 LOWENSTEIN JENSEN + RIFABUTIN 10 pg/mL 36002/4 IUTM + ISONIAZID 5 pg/mL

34130/2 LOWENSTEIN JENSEN + RIFABUTIN 30 pg/mL 36002/5 IUTM + ISONIAZID 10 pg/mL

34130/3 LOWENSTEIN JENSEN + RIFABUTIN 50 pg/mL 36003/1 IUTM + ETHAMBUTOL 1 pg/mL

34131/1 LOWENSTEIN JENSEN+CLARITHROMICIN 4 pg/mL 36003/2 IUTM + ETHAMBUTOL 2 pg/mL

34131/2 LOWENSTEIN JENSEN+CLARITHROMYCIN 32 pg/mL 36003/3 IUTM + ETHAMBUTOL 3 pg/mL

34132/1 LOWENSTEIN JENSEN + ETHIONAMIDE 10 pg/mL 36003/4 IUTM + ETHAMBUTOL 5 pg/mL

34132/2 LOWENSTEIN JENSEN + ETHIONAMIDE 20 pg/mL 36003/5 IUTM + ETHAMBUTOL 10 pg/mL

34132/3 LOWENSTEIN JENSEN + ETHIONAMIDE 30 pg/mL 36004/1 IUTM + RIFAMPICIN 5 pg/mL

34132/4 LOWENSTEIN JENSEN + ETHIONAMIDE 40 pg/mL 36004/2 IUTM + RIFAMPICIN 10 pg/mL |

34135/1 LOWENSTEIN JENSEN + NICOTINAMIDE 10 pg/mL 36004/3 IUTM + RIFAMPICIN 20 pg/mL

34135/2 LOWENSTEIN JENSEN + NICOTINAMIDE 20 pg/mL 36004/4 IUTM + RIFAMPICIN 40 pg/mL

34135/3 LOWENSTEIN JENSEN + NICOTINAMIDE 30 pg/mL 36004/5 IUTM + RIFAMPICIN 50 pg/mL

34136 LOWENSTEIN JENSEN + PEFLOXACIN 2 pg/mL 36005/1 IUTM + RIFABUTIN 10 pg/mL

34137/1 LOWENSTEIN JENSEN + CYCLOSERINE 30 pg/mL 36005/2 IUTM + RIFABUTIN 20 pg/mL

34137/2 LOWENSTEIN JENSEN + CYCLOSERINE 10 pg/mL 36005/3 IUTM + RIFABUTIN 30 pg/mL

34137/3 LOWENSTEIN JENSEN + CYCLOSERINE 20 pg/mL 36005/4 IUTM + RIFABUTIN 40 pg/mL

34137/4 LOWENSTEIN JENSEN + CYCLOSERINE 40 pg/mL 36005/5 IUTM + RIFABUTIN 50 pg/mL

34137/5 LOWENSTEIN JENSEN + CYCLOSERINE 50 pg/mL 36006/1 IUTM + CYCLOSERINE 10 pg/mL

34138/1 LOWENSTEIN JENSEN + CAPREOMYCIN 10 pg/mL 36006/2 IUTM + CYCLOSERINE 20 ug/mL

34138/2 LOWENSTEIN JENSEN + CAPREOMYCIN 40 pg/mL 36006/3 IUTM + CYCLOSERINE 30 pg/mL

34138/3 LOWENSTEIN JENSEN + CAPREOMYCIN 20 pg/mL 36006/4 IUTM + CYCLOSERINE 40 pg/mL

34138/4 LOWENSTEIN JENSEN + CAPREOMYCIN 30 pg/mL 36006/5 IUTM + CYCLOSERINE 50 pg/mL

34139/1 LOWENSTEIN JENSEN + CLOFAZIMINE 5 pg/mL 36007/1 IUTM + OFLOXACIN 1.25 pg/mL

34139/2 LOWENSTEIN JENSEN + CLOFAZIMINE 10 pg/mL 36007/2 IUTM + OFLOXACIN 2.5 pg/mL

34143/1 LOWENSTEIN JENSEN + KANAMYCIN 10 pg/mL 36007/3 IUTM + OFLOXACIN 10 pg/mL

34143/2 LOWENSTEIN JENSEN + KANAMYCIN 20 pg/mL 36007/4 IUTM + OFLOXACIN 25 pg/mL

34143/3 LOWENSTEIN JENSEN + KANAMYCIN 30 pg/mL 36007/5 IUTM + OFLOXACIN 50 pg/mL

34144 LOWENSTEIN JENSEN + PYRUVATE 0.2% 36008/1 IUTM + PAS 0.1 pg/mL

34145 LOW.JENSEN + PACT 36008/2 IUTM + PAS 0.5 pg/mL

34146/1 Lowenstein Jensen + Levofloxacin 2 pg/ml 36008/3 IUTM + PAS 1 ug/mL

35000 LOWENSTEIN JENSEN MEDIUM 36008/4 IUTM + PAS 5 pg/mL

35001 LOWENSTEIN JENSEN + ISONIAZID 0.20 pg/mL 36008/5 IUTM + PAS 10 pg/mL

35002 LOWENSTEIN JENSEN + ISONIAZID 1 pg/ml 36009/1 IUTM + PYRAZINAMIDE 10 pg/mL

35010 LOWENSTEIN JENSEN + RIFAMPICIN 40 pg/mL 36009/2 IUTM + PYRAZINAMIDE 30 pg/mL

35011 LOWENSTEIN JENSEN + RIFAMPICIN 20 pug/mL 36009/3 IUTM + PYRAZINAMIDE 50 pg/mL

35020 LOWENSTEIN JENSEN + STREPTOMYCIN 4 pg/mL 36009/4 IUTM + PYRAZINAMIDE 70 pg/mL

35021 LOWENSTEIN JENSEN + STREPTOMYCIN 10ug/ml 36009/5 IUTM + PYRAZINAMIDE 90 pg/mL

35030 LOWENSTEIN JENSEN + ETHAMBUTOL 2 pg/mL 37000 MIDDLEBROOK 7H11

35040 LOWENSTEIN JENSEN + ETHIONAMIDE 20 pg/mL 37001 MIDDLEBROOK 7H11 + AMIKACIN 2 pg/mL
35041 LOWENSTEIN JENSEN + ETHIONAMIDE 30ug/ml 37002 MIDDLEBROOK 7H11 + AMIKACIN 4 pg/mL
35050 LOWENSTEIN JENSEN + PYRAZINAMIDE 1 pg/mL 37006 MIDDLEBROOK 7H11 + ETHAMBUTOL 7.5 ug/mL
35060 LOWENSTEIN JENSEN + KANAMYCIN 20 pg/mL 37011 MIDDLEBROOK 7H11 + ETHIONAMIDE 10 pg/mL
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37016 MIDDLEBROOK 7H11 + ISONIAZIDE 0.2 pug/mL 412080 TRICHOMONAS BROTH 6X200 ml

37017 MIDDLEBROOK 7H11 + ISONIAZIDE 1 pg/mL 412100 CHRISTENSEN UREA AGAR  5X200 ml
37021 MIDDLEBROOK 7H11 + KANAMYCIN 6 pg/mL 412110 TRYPTIC SOY BROTH + TWEENS80 1% 6x200ml
37026 MIDDLEBROOK 7H11 + PAS 8 pg/mL 412130 PSEUDOMONAS AGAR BASE _ 6x200ml
37031 MIDDLEBROOK 7H11 + PYRAZINAMIDE 25 pg/mL 412150 AZIDE BLOOD AGAR BASE  6X200 ml
37036 MIDDLEBROOK 7H11 + RIFABUTIN 1 pg/mL 412170 PHENILALANINE AGAR 6X200 ml

37037 MIDDLEBROOK 7H11 + RIFABUTIN 0.5 pg/mL 412180 CLED AGAR 6X200 ml

37041 MIDDLEBROOK 7H11 + RIFAMPICIN 1 pg/mL 412190 NUTRIENT AGAR 6X200 ml

37046 MIDDLEBROOK 7H11 + STREPTOMYCIN 2 pg/mL 412210 COLUMBIA CNA AGAR BASE  6X200 ml
37051 MIDDLEBROOK 7H11 + OFLOXACIN 2 pg/mL 412230 HEKTOEN ENTERIC AGAR _ 6X200 ml
37056 MIDDLEBROOK 7H11 + CYCLOSERINE 30 pg/mL 412240 MAC CONKEY AGAR 6X200 ml

400020 Fluid Thioglycollate Medium 6 x 100 ml 412250 MUELLER HINTON Il AGAR  6X200 ml
400120 Fluid Thioglycollate Medium 6 x 300 ml 412270 PSEUDOMONAS CETRIMIDE AGAR 6X200 ml
400220 Fluid Thioglycollate Medium 6 x 1000 ml 412280 SABOURAUD AGAR 6X200 ml

401890 BUFFER SOLUTION pH7  6X100 ml 412290 MANNITOL SALT AGAR 6X200 ml

401930 SPS Agar 6X150 ml 412300 S.S. AGAR 6X200 ml

401980 TRYPTONE WATER 6X100 ml 412370 SABOURAUD CAF AGAR 6X200 ml
401990 ALKALINE PEPTONE WATER 6X100 ml 413010 ISOSENSITEST AGAR 6X200 ml

402000 NUTRIENT BROTH 6X100 ml 413030 CAMPYLOBACTER AGAR 6X200 ml
402020 MUELLER HINTON I BROTH  6X100 ml 413040 CLOSTRIDIUM AGAR BASE  6X200 ml
402030 MULLER KAUFFMANN BROTH 6X100 ml 413080 NUTRIENT AGAR acc. to ISO 6579

402040 SABOURAUD BROTH 6X100 ml 414010 PEPTONE WATER pH 8.4 + NaCl 1% 6X225 ml
402050 Selenite Broth 6X100 ml 432050 SELENITE BROTH (DOUBLE CONCENT.) 6X200ml
402060 SALMONELLA DIFF.BROTH 6X90 ml 432080 TRYPTIC SOY BROTH 6X225 ml

402070 TRYPTOSE BROTH 6X100 ml 432250 D-Nase TEST AGAR 6X200 ml

402120 MRS AGAR 6X100 ml 432290 TRYPTIC SOY AGAR 6X200 ml

402130 PEPTONE WATER 6X100 ml 442080 TRYPTIC SOY BROTH 6X200 ml

402140 BLOOD AGAR BASE 6X100 ml 442220 Chocolate Agar 6x 100 ml

402170 AZIDE BLOOD AGAR BASE  6X100 ml 442280 SABOURAUD MODIFIED AGAR 6X100 ml
402180 CLED AGAR 6X100 ml 442290 TRYPTIC SOY AGAR 6X100 ml

402190 NUTRIENT AGAR 6X100 ml 442300 WURTZ LACTOSE AGAR 6X100 ml
402200 DERMATHOPHYTE (D.T.M.) AGAR 6X100 ml 442320 BILE AESCULIN AGAR 6X100 ml

402210 COLUMBIA CNA AGAR BASE 6X100 ml 442350 BIGGY (NICKERSON) AGAR 6X100 ml
402220 DRIGALSKI LACTOSE AGAR 6X100 ml 442490 SPS AGAR  6X100 ml

402230 HEKTOEN ENTERIC AGAR  6X100 ml 452060 Fluid Thioglycollate Medium 6 x 100 ml
402240 MAC CONKEY AGAR 6X100 ml 452080 TRYPTIC SOY BROTH 6X100 ml

402250 MUELLER HINTON Il AGAR  6X100 ml 452210 COLUMBIA AGAR BASE 6X200 ml
402270 PSEUDOMONAS CETRIMIDE AGAR 6X100 ml 452500 Fluid Thioglycollate Medium + 1% Tween 80 25 x 100 ml
402280 SABOURAUD AGAR 6X100 ml 453060 Fluid Thioglycollate Medium 25 x 100 ml
402290 MANNITOL SALT AGAR 6X100 ml 463100 Fluid Thioglycollate Medium 6 x 900 ml
402300 S.S. AGAR 6X100 ml 463130 Selenite Broth 6X1000 ml

402320 TRYPTOSE AGAR 6X100 ml 470010 TRYPTIC SOY AGAR 6X500 ml

402330 BRILLIANT GREEN AGAR  6X100 ml 470020 Selenite Broth 6X500 ml

402340 DESOXYCHOLATE AGAR 6X100 ml 470030 DESOXYCHOLATE AGAR 6X500 ml
402350 E.M.B. LEVINE AGAR 6X100 ml 470040 SABOURAUD AGAR 6X500 ml

402360 SALMONELLA RAPID TEST 6X100 ml 470050 NUTRIENT BROTH 6X500 ml

402370 SABOURAUD CAF AGAR 6X100 ml 470060 NUTRIENT AGAR 6X500 ml

402380 BRAIN HEART INFUSION AGAR 6X100 ml 470070 Mueller Hinton Il Agar 6X500 ml

402430 PEPTONE DILUITIONS 6X100 ml 470080 MANNITOL SALT AGAR 6X500 ml

402450 MAC CONKEY SORBITOL AGAR 6X100 ml 470090 MAC CONKEY AGAR 6X500 ml

402500 Fluid Thioglycollate Medium + 1% Tween 80 470100 COLUMBIA AGAR BASE 6X500 ml
402570 X.L.D. AGAR _ 6X100 ml 470110 CLED AGAR 6X500 ml

403030 BIOTONE BROTH 6X100 ml 470120 Chocolate Agar 6 x 500 ml

403050 S.I.M. MEDIUM 6X100 ml 470130 BLOOD AGAR BASE 6X500 ml

403060 UREA INDOLE BROTH 6X100 ml 470140 BILE AESCULIN AGAR 6X500 ml

412010 BRAIN HEART INFUSION BROTH 6X200 ml 470150 TRICHOMONAS BROTH 6X500 ml
412030 SIMMONS CITRATE AGAR _ 6X200 ml 470160 DESOXYCHOLATE CITRATE AGAR 6X500 ml
412040 LYSINE IRON AGAR 6X200 ml 470210 ALKALINE PEPTONE WATER 6X500 ml
412050 Selenite Broth 6X200 ml 470220 CZAPEK DOX AGAR 6X500 ml

412060 TODD HEWITT BROTH 6X200 ml 470280 DRIGALSKI LACTOSE AGAR 6X500 ml
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470290 CARY BLAIR TRANSPORT MEDIUM 6X500 ml 610013 COLUMBIA AGAR BASE

470300 Fluid Thioglycollate Medium 6 x 500 ml 6100135 COLUMBIA AGAR BASE

470320 PEPTONE WATER 6X500 ml 610014 DESOXYCHOLATE AGAR

470370 TRYPTIC SOY BROTH 6 x 500 ml 6100145 DESOXYCHOLATE AGAR

471070 SABOURAUD BROTH 6X500 ml 610015 DESOXYCHOLATE CITRATE AGAR
471120 PHYSIOLOGICAL SOLUTION 6X240 ml 610016 DRIGALSKI LACTOSE AGAR
473000 PHYSIOLOGICAL SOLUTION 6X500 ml 610019 E.M.B. LEVINE AGAR

481110 CHROMATIC™ CANDIDA 6X100 ml 610021 HEKTOEN ENTERIC AGAR

481130 CHROMATIC™ DETECTION  6X100 ml 6100215 HEKTOEN ENTERIC AGAR

481140 CHROMATIC™ SALMONELLA  6X100 ml 610022 G.C. MEDIUM

481160 CHROMATIC™ STAPH AUREUS 6X100 ml 610023 KLIGLER IRON AGAR

481180 CHROMATIC™ STREP B 6X100ml 610024 M.R.S. AGAR (ISO/FDIS 15214)
482190 Chromatic™ E.coli 0157 6 x 200 ml 610025 M.R.S. BROTH (ISO/FDIS 15214)
490010 HEMO-AEROBIC culturing 6X80 ml 610026 LOWENSTEIN JENSEN MEDIUM
490020 HEMO-ANAEROBIC culturing 6X80 ml 6100265 LOWENSTEIN JENSEN MEDIUM
490030 HEMO-AEROBIC culturing-Pediatric 6X40 ml 610027 LYSINE IRON AGAR

490040 HEMO-ANAEROBIC culturing-Pediatric 6X40ml 610028 MAC CONKEY AGAR

490050 HEMO-AEROBIC culturing NEONATAL 6x9 ml 6100285 MAC CONKEY AGAR

490060 HEMO-ANAEROBIC culturing NEONATAL 6x9 ml 610029 MANNITOL SALT AGAR

493000 Fluid Thioglycollate Medium 6 x 100 ml 6100295 MANNITOL SALT AGAR

495010 TRYPTIC SOY BROTH 6x100 ml 610032 MR-VP BROTH

495020 Fluid Thioglycollate Medium 6 x 100 ml 610033 MUELLER HINTON AGAR

500142 URITEST PENTA 6100335 MUELLER HINTON AGAR

500152 URITEST 610034 MUELLER HINTON BROTH

500182 URITEST M 610035 MULLER KAUFFMANN BROTH
500702 URITEST EF 610036 NUTRIENT AGAR

50020 VAGITEST 610037 NUTRIENT BROTH

50021 DERMATEST 6100375 NUTRIENT BROTH

500232 URITEST N 610038 PEPTONE WATER

500302 URITEST 2 610039 PHENYLALANINE AGAR

500402 URITEST MALTO 610041 PSEUDOMONAS CETRIMIDE AGAR (ISO 8360-1)
500412 URITEST EC 6100415 PSEUDOMONAS CETRIMIDE AGAR
51014 URITEST PENTA 610042 SS AGAR (MODIFIED)

51015 URITEST 6100425 SS AGAR (MODIFIED)

51018 URITEST M 610043 SCHAEDLER AGAR BASE

51020 VAGITEST 120 slide 610044 PURPLE LACTOSE AGAR

51021 DERMATEST 610046 SIMMONS CITRATE AGAR

51023 URITEST N 610047 MONSUR AGAR

51024 URITEST C 610048 AEROMONAS AGAR BASE

51030 URITEST 2 610049 LEGIONELLA BCYE AGAR BASE (ISO 11731)
51040 URITEST MALTO 610050 Fluid Thioglycollate Medium

51041 URITEST EC 6100505 Fluid Thioglycollate Medium

51070 URITEST EF 610051 TODD HEWITT BROTH

51118 URITEST M 6100515 TODD HEWITT BROTH

51123 URITEST N 500 slide 610052 TRYPTIC SOY AGAR

51130 URITEST 2 500 slide 6100525 TRYPTIC SOY AGAR (Harm.EP) 5KG
51140 URITEST MALTO 610053 TRYPTIC SOY BROTH

51170 CLED/MAC CONKEY/ BILE AESCULIN 6100535 TRYPTIC SOY BROTH

52115 CLED/MAC CONKEY/SLANETZ 120 slide 610055 T.S.I. AGAR USP

52119 URITEST SF 500 slide 610056 CLOSTRIDIUM BROTH

610001 BILE AESCULIN AZIDE AGAR 6100565 CLOSTRIDIUM BROTH

610002 DEXTROSE AGAR 610057 MAC CONKEY AGAR No.2

610005 BLOOD AGAR BASE 6100575 MAC CONKEY AGAR No.2 5KG
610006 BORDET GENGOU AGAR BASE 610060 X.L.D. AGAR _(ISO 6579)

610007 BRAIN HEART INFUSION AGAR 6100605 X.L.D. AGAR

610008 BRAIN HEART INFUSION BROTH 610061 TRICHOMONAS BROTH

6100085 BRAIN HEART INFUSION BROTH 610065 GSB AGAR BASE (ISLAM)

610009 BRILLIANT GREEN AGAR 610070 YEAST GLUCOSE CHLORAMPHENICOL AGAR
610012 CLED AGAR 6100705 YEAST GLUCOSE CHLORAMPHENICOL AGAR 5 Kg
6100125 CLED AGAR 610071 PSEUDOMONAS AGAR BASE

©Liofilchem® s.r.l. Via Scozia - Zona Industriale@b, Roseto degli Abruzzi (TE) ltaly - Tel +39 0888745 - Fax +39 0858930330

Pag. 8 di 23




PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUC TS
Rev. 31.0 del 08.01.201

610072 CZAPEK DOX BROTH 610170 MAC CONKEY MMG AGAR

610074 TRYPTONE SULFITE NEOMYCIN AGAR 6101705 MAC CONKEY MMG AGAR

610075 PHENYLALANINE MALONATE BROTH 610172 MALONATE BROTH

610079 BRUCELLA AGAR BASE 610174 PHENOL RED BROTH BASE

610080 WORT BROTH W/O NaCl 610175 RAPPAPORT VASSILIADIS BROTH (ISO 6785-6579)
610092 XLT 4 AGAR 610176 ROGOSA AGAR

610095 CZAPEK DOX AGAR 610177 ROGOSA BROTH

610096 REINFORCED CLOSTRIDIAL AGAR 610179 SABOURAUD CAF AGAR + ACTIDIONE
610097 STAPHYLOCOCCUS BROTH 610180 S.F. BROTH

610098 ALKALINE PEPTONE WATER 610181 S.I.M. MEDIUM

610101 MALT AGAR 610182 STUART TRANSPORT MEDIUM

610103 SABOURAUD AGAR 610183 TETRATHIONATE BROTH BASE

6101035 SABOURAUD AGAR 610185 TRYPTIC (CTA) MEDIUM

610104 SABOURAUD BROTH 610186 VOGEL JOHNSON AGAR

610107 UREA AGAR BASE (ISO 6785) 610188 BLOOD AGAR BASE N. 2

610108 MAC CONKEY SORBITOL AGAR 610191 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
610109 P.P.L.O. BROTH 6101915 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
610110 MUELLER HINTON AGAR MODIFIED 610193 TRYPTOSE AGAR

610111 YERSINIA SELECTIVE AGAR BASE 610195 MAC CONKEY AGAR w/o CRYSTAL VIOLET
610112 CLED ANDRADE AGAR 610196 TRYPTIC BILE AGAR

610113 COLUMBIA CNA AGAR BASE 610197 TRYPTOFAN BROTH

610114 BACILLUS CEREUS AGAR BASE (MOSSEL) ISO 7932 610200 CAMPYLOBACTER KARMALI AGAR BASE
610115 CLOSTRIDIUM DIFFICILE AGAR BASE 610203 SABOURAUD CAF AGAR

610117 TRYPTONE YEAST AGAR 6102035 SABOURAUD CAF AGAR 5 KG

610118 ANDRADE LACTOSE PEPTONE WATER 610205 DNase TEST AGAR

610123 CORN MEAL AGAR 610206 TRYPTONE WATER (ISO/DIS 3811)

610125 LEGIONELLA CYE AGAR BASE 610207 CLOSTRIDIUM PERFRIGENS AGAR BASE
610128 MAC CONKEY AGAR w/o BILE SALT 610210 BILE AESCULIN AGAR

610130 CAMPYLOBACTER BLOOD FREE MEDIUM BASE 610211 KLIGLER IRON AGAR MOD.

610131 CAMPYLOBACTER ENRICHMENT BROTH BASE 610214 MIDDLEBROOK 7H9 BROTH BASE

610132 MOTILITY TEST AGAR 610217 NUTRIENT BROTH N.2

610134 SLANETZ BARTLEY AGAR BASE ISO 7899-2 610218 Mueller Hinton 1l Broth

610135 BIGGY (NICKERSON) AGAR 610221 ANTIBIOTIC TEST MEDIUM

610136 BACILLUS CEREUS AGAR BASE (PEMBA) 610222 CLOSTRIDIUM BROTH w/o AGAR

610137 SCHAEDLER BROTH 6102225 CLOSTRIDIUM BROTH w/o AGAR

610140 E.M.B. AGAR w LACTOSE + SUCROSE 610223 MAC CONKEY AGAR w/o Salt

610143 LIVER BROTH 610227 PHENOL RED AGAR BASE

610144 MRS BROTH w/o GLUCOSE 610229 ANTIBIOTIC MEDIUM E

610145 SELENITE BROTH 610230 OXIDATIVE/FERMENTATIVE MEDIUM
6101455 SELENITE BROTH 610233 TRYPTOSE BROTH

610146 SABOURAUD MALTOSE AGAR 610235 MANNITOL MOTILITY TEST MEDIUM
610147 SLANETZ AND BARTLEY AGAR + TTC 610236 MOTILITY INDOLE UREA AGAR (M.L.U.)
6101475 SLANETZ AND BARTLEY AGAR + TTC 610241 TRYPTONE SOYA YEAST EXTRACT BROTH
610148 SPS AGAR 610245 LB AGAR

610151 BILE AESCULIN BROTH 610301 BISMUTH SULPHITE AGAR

610152 AMIES TRANSPORT MEDIUM + CHARC. 610303 Lysine Decarboxylase Broth

6101525 AMIES TRANSPORT MEDIUM + CHARC. 610304 OF BASAL MEDIUM

610153 AZIDE BLOOD AGAR BASE 610305 ORNITHINE DECARBOXYLASE BROTH
610155 AZIDE VIOLET BLOOD AGAR BASE 610306 ARGININE DECARBOXYLASE BROTH
610157 BIOTONE AGAR 610308 PHENOL RED AGAR BASE

610158 BIOTONE BROTH 610309 PSEUDOMONAS AGAR F

610159 CPLM SELECTIVE WITH CAF 610310 PSEUDOMONAS AGAR P

610160 DERMATOPHYTE (D.T.M.) AGAR 610311 UREA BROTH

610161 DEXTROSE BROTH 610315 ANTIBIOTIC AGAR N.11

610163 G.N. HAJNA BROTH 610319 PFIZER SELECTIVE ENTEROCOCCUS AGAR
610164 HERELLEA AGAR 610322 NITRATE BROTH

6101645 HERELLEA AGAR 610331 DIAGNOSTIC SENSITIVITY TEST AGAR (D.S.T.)
610165 KOSER CITRATE MEDIUM 610339 T.S.I. AGAR acc.EP

610168 LISTERIA PALCAM AGAR 610341 EMGON BROTH

610169 I.U.T.M. MEDIUM 610343 MANNITOL SALT BROTH
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610363 Yeast Extract Sodium Lactate medium 611701 PEPTONE BACTERIOLOGICAL
610364 Tryptose Phosphate Broth 6117015 PEPTONE BACTERIOLOGICAL
6103645 Tryptose Phosphate Broth 611801 SUCROSE

610372 Cooked Meat Medium 6118015 SUCROSE

610492 POLYPEPTONE 611901 BILE SALT N.3

610495 BRAIN HEART INFUSION 6119015 BILE SALT N.3

6104955 BRAIN HEART INFUSION 612001 LIVER EXTRACT

610496 ACID HYDROLISATE OF CASEIN 6120015 LIVER EXTRACT

610497 BEEF EXTRACT 612101 PEPTONE MYCOLOGICAL
6104975 BEEF EXTRACT 6121015 PEPTONE MYCOLOGICAL
610498 LACTOSE 612201 PROTEOSE PEPTONE

6104985 LACTOSE 6122015 PROTEOSE PEPTONE

610506 CYSTINE HEART AGAR 612202 STREPTOCOCCUS SELECTIVE AGAR
610611 CHROMATIC™ SALMONELLA 612203 STREPTOCOCCUS BROTH
610612 CHROMATIC™ DETECTION 612501 SOY PEPTONE

6106125 CHROMATIC™ DETECTION 6125015 SOY PEPTONE

610613 CHROMATIC™ CANDIDA 620001 BILE AESCULIN AZIDE AGAR
610614 Chromatic™ E.coli 0157 620002 DEXTROSE AGAR

610615 CHROMATIC™ MRSA 620005 BLOOD AGAR BASE

610616 CHROMATIC™ STAPH AUREUS 620006 BORDET GENGOU AGAR BASE
610617 CHROMATIC™ STREP B 620007 BRAIN HEART INFUSION AGAR
610625 SABOURAUD CAF (50 mg/L) AGAR 620008 BRAIN HEART INFUSION BROTH
610627 MUELLER HINTON Il AGAR 620009 BRILLIANT GREEN AGAR
6106275 MUELLER HINTON Il AGAR 620012 CLED AGAR

610629 CHROMATIC™ ESBL 620013 COLUMBIA AGAR BASE

611000 SODIUM CHLORIDE 620014 DESOXYCHOLATE AGAR
611001 AGAR 620015 DESOXYCHOLATE CITRATE AGAR
6110015 AGAR 620016 DRIGALSKY LACTOSE AGAR
611002 GELATIN BACTERIOLOGICAL 620019 E.M.B. LEVINE AGAR

6110025 GELATIN BACTERIOLOGICAL 620021 HEKTOEN ENTERIC AGAR
611003 SODIUM SELENITE 620022 G.C. MEDIUM

6110035 SODIUM SELENITE 620023 KLIGLER IRON AGAR

611004 TRYPTONE 620024 M.R.S. AGAR (ISO/FDIS 15214)
6110045 TRYPTONE 620025 M.R.S. BROTH (ISO/FDIS 15214)
611005 YEAST EXTRACT 620026 LOWENSTEIN JENSEN MEDIUM
6110055 YEAST EXTRACT 620027 LYSINE IRON AGAR

611006 MALT EXTRACT 620028 MAC CONKEY AGAR

6110065 MALT EXTRACT 620029 MANNITOL SALT AGAR

611007 CAMPYLOBACTER AGAR BASE 620032 MR-VP BROTH

611008 TRYPTOSE 620033 MUELLER HINTON AGAR
6110085 TRYPTOSE 620034 MUELLER HINTON BROTH
611009 GLUCOSIO 620035 MULLER KAUFEMANN BROTH
611010 T.C.B.S. AGAR 620036 NUTRIENT AGAR

611015 SIERRA LIPOLYTIC AGAR 620037 NUTRIENT BROTH

611016 YEAST EXTRACT AGAR (ISO 6222) 620038 PEPTONE WATER

611021 HEART INFUSION BROTH 620039 PHENYLALANINE AGAR
6110215 HEART INFUSION BROTH 620041 PSEUDOMONAS CETRIMIDE AGAR (ISO 8360-1)
611022 MIDDLEBROOK 7H10 AGAR BASE 620042 SS AGAR (MODIFIED)

611203 SABOURAUD CAF (1g/l) AGAR 620043 SCHAEDLER AGAR BASE
611210 WURTZ LACTOSE AGAR 620044 PURPLE LACTOSE AGAR
611265 ISOSENSITEST AGAR 620046 SIMMONS CITRATE AGAR
611366 STAPHYLOCOCCUS 110 AGAR 620047 MONSUR AGAR

611367 BILE BACTERIOLOGICAL 620048 AEROMONAS AGAR BASE
611401 IRON SULPHITE AGAR 620049 LEGIONELLA BCYE AGAR BASE (ISO 11731)
611402 CARY BLAIR TRANSPORT MEDIUM 620050 Fluid Thioglycollate Medium
611502 CASEIN PEPTONE 620051 TODD HEWITT BROTH

611601 GLUCOSE 620052 TRYPTIC SOY AGAR

6116015 GLUCOSE 620053 TRYPTIC SOY BROTH

611618 CHROMATIC™ MH 620055 T.S.I. AGAR USP

611619 CHROMATIC™ CRE AGAR BASE 620056 CLOSTRIDIUM BROTH
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620057 MAC CONKEY AGAR No.2 620170 MAC CONKEY MMG AGAR
620060 X.L.D. AGAR (ISO 6579) 620172 MALONATE BROTH
620061 TRICHOMONAS BROTH 620174 PHENOL RED BROTH BASE
620065 GSB AGAR BASE (ISLAM) 620175 RAPPAPORT VASSILIADIS BROTH
620070 YEAST GLUCOSE CHLORAMPHENICOL AGAR 620176 ROGOSA AGAR
620071 PSEUDOMONAS AGAR BASE 620177 ROGOSA BROTH
620072 CZAPEK DOX BROTH 620179 SABOURAUD CAF AGAR + ACTIDIONE
620074 TRYPTONE SULFITE NEOMYCIN AGAR 620180 S.F. BROTH
620075 PHENYLALANINE MALONATE BROTH 620181 S.I.M. MEDIUM
620079 BRUCELLA AGAR BASE 620182 STUART TRANSPORT MEDIUM
620092 XLT 4 AGAR 620183 TETRATHIONATE BROTH BASE
620095 CZAPEK DOX AGAR 620185 TRYPTIC (CTA) MEDIUM
620096 REINFORCED CLOSTRIDIAL AGAR 620186 VOGEL JOHNSON AGAR
620097 STAPHYLOCOCCUS BROTH 620188 BLOOD AGAR BASE N. 2
620098 ALKALINE PEPTONE WATER 620191 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
620101 MALT AGAR 620193 TRYPTOSE AGAR
620103 SABOURAUD AGAR 620195 MAC CONKEY AGSAR w/o CRYSTAL VIOLET
620104 SABOURAUD BROTH 620196 TRYPTIC BILE AGAR
620107 UREA AGAR BASE (ISO 6785) 620197 TRYPTOFAN BROTH
620108 MAC CONKEY SORBITOL AGAR 620200 CAMPYLOBACTER KARMALI AGAR BASE
620109 P.P.L.O. BROTH 620203 SABOURAUD CAF AGAR
620110 MUELLER HINTON AGAR MODIFIED 620205 DNase TEST AGAR
620111 YERSINIA SELECTIVE AGAR BASE 620206 TRYPTONE WATER (ISO/DIS 3811)
620112 CLED ANDRADE AGAR 620207 CLOSTRIDIUM PERFRIGENS AGAR BASE
620113 COLUMBIA CNA AGAR BASE 620210 BILE AESCULIN AGAR
620114 BACILLUS CEREUS AGAR BASE (MOSSEL) ISO 7932 620211 KLIGLER IRON AGAR MOD.
620115 CLOSTRIDIUM DIFFICILE AGAR BASE 620214 MIDDLEBROOK 7H9 BROTH BASE
620117 TRYPTONE YEAST AGAR 620217 NUTRIENT BROTH N.2
620118 ANDRADE LACTOSE PEPTONE WATER 620218 Mueller Hinton 1l Broth
620122 MIDDLEBROOK 7H10 AGAR BASE 620227 PHENOL RED AGAR BASE
620123 CORN MEAL AGAR 620229 ANTIBIOTIC MEDIUM E
620125 LEGIONELLA CYE AGAR BASE 620233 TRYPTOSE BROTH
620130 CAMPYLOBACTER BLOOD FREE MEDIUM BASE 620235 MANNITOL MOTILITY TEST MEDIUM
620131 CAMPYLOBACTER ENRICHMENT BROTH BASE 620241 TRYPTONE SOYA YEAST EXTRACT BROTH
620132 MOTILITY TEST AGAR 620303 Lysine Decarboxylase Broth
620134 SLANETZ BARTLEY AGAR BASE ISO 7899-2 620309 PSEUDOMONAS AGAR F
620135 BIGGY (NICKERSON) AGAR 620311 UREA BROTH
620136 BACILLUS CEREUS AGAR BASE (PEMBA) 620495 BRAIN HEART INFUSION
620137 SCHAEDLER BROTH 620496 ACID HYDROLISATE OF CASEIN
620140 E.M.B. AGAR w LACTOSE + SUCROSE 620497 BEEF EXTRACT
620143 LIVER BROTH 620498 LACTOSE
620144 MRS BROTH w/o GLUCOSE 620611 CHROMATIC™ SALMONELLA
620145 SELENITE BROTH 620612 CHROMATIC™ DETECTION
620146 SABOURAUD MALTOSE AGAR 620613 CHROMATIC™ CANDIDA
620147 SLANETZ AND BARTLEY AGAR + TTC 620614 Chromatic™ E.coli 0157
620148 SPS AGAR 620615 CHROMATIC™ MRSA
620151 BILE AESCULIN BROTH 620616 CHROMATIC™ STAPH AUREUS
620152 AMIES TRANSPORT MEDIUM + CHARC. 620617 CHROMATIC™ STREP B
620153 AZIDE BLOOD AGAR BASE 620627 MUELLER HINTON Il AGAR
620155 AZIDE VIOLET BLOOD AGAR BASE 620629 CHROMATIC™ ESBL
620157 BIOTONE AGAR 621000 SODIUM CHLORIDE
620158 BIOTONE BROTH 621001 AGAR
620159 CPLM SELECTIVE WITHCAF 621003 SODIUM SELENITE
620160 DERMATOPHYTE (D.T.M.) AGAR 621004 TRYPTONE
620161 DEXTROSE BROTH 621005 YEAST EXTRACT
620163 G.N. HAJNA BROTH 621006 MALT EXTRACT
620164 HERELLEA AGAR 621007 CAMPYLOBACTER AGAR BASE
620165 KOSER CITRATE BROTH 621010 TCBS AGAR
620168 LISTERIA PALCAM AGAR 621015 SIERRA LIPOLYTIC AGAR
620169 I.U.T.M. MEDIUM 621016 YEAST EXTRACT AGAR (ISO 6222)
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621021 HEART INFUSION BROTH 79822 INTEGRAL SYSTEM YEASTS Plus 4 Tests
621022 MIDDLEBROOK 7H10 AGAR BASE 80009 IODINE MKTT SOLUTION 10 x 10 ml

621210 WURTZ LACTOSE AGAR 80010 XLT 4 supplement 2 x50 ml

621265 ISOSENSITEST AGAR 80021 GLYCEROL supplement 4 x 50 ml

621367 BILE BACTERIOLOGICAL 80022 POTASSIUM TELLURITE 1% suppl. 5 x 10 ml
621401 IRON SULPHITE AGAR 80031 TWEEN 80 supplement 2 x 50 ml

621402 CARY BLAIR TRANSPORT MEDIUM 80040 CHROMATIC™ SALMONELLA Supplement 2x50 ml
621601 GLUCOSE 80047 MULLER KAUFFMANN 3X50 ml (lodio/B.G.0.1%)
621618 CHROMATIC™ MH 80053 VITAMIN K 1% supplement 5 x 5 ml

621619 CHROMATIC™ CRE AGAR BASE 80056 LEGIONELLA growth supplement 10 vials
621701 PEPTONE BACTERIOLOGICAL 80057 H202 REAGENT 1 x 10 ml

622202 STREPTOCOCCUS SELECTIVE AGAR 80060 DECONTAM-KIT

630026 LOWENSTEIN JENSEN MEDIUM w GLYCEROL 1 litre 80110 UREA 40% 6X100 ml

71618 ENTEROSYSTEM 18R 20 Tests 80219 EGG YOLK emulsion 4 x50 ml

71630 STAF SYSTEM 18 R 20 Tests 80252 ENTEROSYSTEM 18R REAGENT 100/200 Tests
71670 COPRO SYSTEM 40 Tests 80253 COPRO SYSTEM REAGENTS (antisera)
71675 COPRO SYSTEM Plus 20 Tests 80257 LISTERIA SYSTEM 18R -REAG 100/200 Tests
71678 PATHOGENIC SYSTEM DOUBLE 40 Tests 80258 AF GENITAL SYSTEM REAGENT

71679 PATHOGENIC SYSTEM 20 Tests 80260 IDENTIF. SYSTEM-REAGENT 100/200 Tests
71681 PATHOGENIC SYSTEM AST 80271 KOVAC'S REAGENT 4x25 ml

71714 INTEGRAL SYSTEM ENTEROBATTERI 20 Tests 80272 FERRIC CHLORIDE 10% 2x 25 ml

71718 INTEGRAL SYSTEM STAFILOCOCCH]I 20 Tests 80273 NINHYDRIN 7% 10ml

71720 INTEGRAL SYSTEM STREPTOCOCCH]I 20 Tests 80275 MIF COLOR KIT 50 Tests

71724 INTEGRAL SYSTEM GARDNERELLA 20 TESTS 80276 ZIEHL-NEELSEN 3 x 250 ml

71822 INTEGRAL SYSTEM YEASTS Plus 20 Tests 80277 METHYLENE BLUE Solution 250 ml

72560 STREPTO SYSTEM 12 R 40 Tests 80279 VASELINE OIL 4 x50 ml

72592 MYCOPLASMA SYSTEM Plus 20 Tests 80280 V.P. TEST-Reagent 10x10ml

74156 A.F. GENITAL SYSTEM 20 Tests 80281 V.P. TEST EP 10 x 10 mL

74160 URIN SYSTEM Plus 20 Tests 80282 Kit May-Griinwald Giemsa

74161 URIN SYSTEM Chrom 20 Tests 80290 SAFRANIN SOLUTION 1000 ml

76010 Sensi Test gram-negative 20 Tests 80291 POTASSIUM TELLURITE 3.5% suppl.5x10 ml
76020 Sensi Test gram-positive 20 Tests 80292 UREA 40 % supplement 10 x5 ml

76031 SensiQuattro Gram-negative 20 Tests 80293 GRAM COLOR KIT 4 x250 ml

76032 SensiQuattro Gram-positive 20 Tests 80294 KIT COLOR ALBERT 2 x 250 ml

76033 SensiQuattro Candida EU 20 Tests 80295 DECOLOURIZING SOLUTION 1000 ml
78618 ENTERO PLURI TEST 10 Tests 80296 LUGOL PVP SOLUTION 1000 ML

78619 ENTERO PLURI TEST 25 Tests 80297 SAFRANIN SOLUTION 500 ml

78620 OXI/FERM PLURI TEST 10 Tests 80298 LUGOL PVP SOLUTION 250 ml

78621 OXI/FERM PLURITEST 25 Tests 80299 CRYSTAL VIOLET SOLUTION 1000 ml
79010 Sensi Test gram-negative 4 Tests 80300 TTC 1% supplement 5x 10 ml

79020 Sensi Test gram-positive 4 Tests 80350 ANTIBIOTIC TEST

79031 SensiQuattro Gram-negative 4 Tests 80351 RAPID ANTIBIOTIC TEST 50 Tests

79032 SensiQuattro Gram-positive 4 Tests 80380 KINYOUN COLOR KIT 2 x 250 ml

79033 SensiQuattro Candida EU 4 Tests 80390 FIXUR 1

79156 A.F. GENITAL SYSTEM 4 Tests 80409 IODINE SOLUTION 10 x 10 ml

79160 URIN SYSTEM Plus 4 Tests 80410 XLT 4 SUPPLEMENT 4 x 50 ml

79161 URIN SYSTEM Chrom 4 Tests 80422 POTASSIUM TELLURITE 1% Supplement 10 x 10 ml
79560 STREPTO SYSTEM 12 R 8 Tests 80430 TTC 1% supplement 10 x 10 ml

79592 MYCOPLASMA SYSTEM Plus 4 Tests 80431 TWEEN 80 Supplement 4 x 50 ml

79618 ENTEROSYSTEM 18R 4 Tests 80453 VITAMIN K 1% SUPPLEMENT 10 x 5 ml
79630 STAF SYSTEM 18 R 4 Tests 80491 POTASSIUM TELLURITE 3,5% Supplement 10 x 10
79670 COPRO SYSTEM 8 Tests 81001 AMPICILLIN supplement 10 vials

79675 COPRO SYSTEM Plus 4 Tests 81002 LEGIONELLA (BMPA) supplement 10 vials
79678 PATHOGENIC SYSTEM DOUBLE 8 Tests 81003 BRUCELLA supplement 10 vials

79679 PATHOGENIC SYSTEM 4 Tests 81004 CAMPYLOBACTER Preston supplem 10 vials
79681 PATHOGENIC SYSTEM AST 81006 CN (Pseudomonas) supplement 10 vials
79714 INTEGRAL SYSTEM ENTEROBATTERI 4 Tests 81007 CLOSTRIDIUM difficile suppleme 10 vials
79718 INTEGRAL SYSTEM STAFILOCOCCHI 4 Tests 81008 LEGIONELLA (GVPC) supplement 10 vials
79720 INTEGRAL SYSTEM STREPTOCOCCHI 4 Tests 81009 IODINE solution 5x10 ml

79724 INTEGRAL SYSTEM GARDNERELLA 4 Tests 81011 CLOSTRIDIUM perfrigens (T.S.C.) sup.10 v.
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81012 LCAT supplement 10 vials 88008 AESCULIN BILE TEST 30 Tests

81013 BORDETELLA supplement 10 vials 88009 NITRATITEST 30 Tests 30 Tests

81014 HAEMOPHILUS supplement 10 vials 88010 LISTERIA MONO TEST 20 Tests

81015 CAMPYLOBACTER Butzler supplement 10 vials 88011 UREA RAPID TEST 30 Tests

81016 BACILLUS Cereus Supplement 10 Vials 88013 H2S RAPID TEST 30 Tests

81017 CHLORAMPHENICOL supplement 10 vials 88014 LYSINE DECARBOXYLASE TEST 30 Tests
81019 LEGIONELLA (MWY) supplement 10 vials 88015 ORNITHINE DECARBOXYLASE TEST 30 Tests
81020 MMG Supplement 10 vials 88016 ARGININE DECARBOXYLASE TEST 30 Tests
81022 V.C.N. supplement 10 vials 88017 INDOLE TEST 30 Tests

81023 VITALEX growth supplement 10 vials 88020 S F RAPID TEST 30 Tests

81024 V.C.N.T. supplement 10 vials 88021 CAMP TEST-S 30 Tests

81025 DERMATOPHYTE supplement 10 vials 88023 CATALASI/OXY TEST 30 Tests

81026 LISTERIA PALCAM supplement 10 vials 88024 UREA / INDOLO TEST 30 Tests

81032 ONPG 1.5% Supplement 10 vials 88027 CAMP TEST-R 30 Tests

81033 GENTAMYCIN supplement 10 vials 88028 PEPTIDASE A TEST 30 Tests

81035 MIDDLEBROOK 7H 10 supplement 4 x 50 ml 88029 OXIDASE TEST STICKS 50 Tests

81036 CAMPYLOBACTER KARMALI Supplement 10 vials 88030 COAGULASE TEST 40 Tests

81037 CAMPYLOBACTER CCDA supplement 10 vials 88031 GRAM TEST STICK 30 Tests

81038 CAMPYLOBACTER C.T.V.N. Supplement 10 vials 88032 INDOLO TEST STICK 30 Tests

81039 YERSINIA supplement 10 vials 88033 BETA LACTAMASE STICKS 30 Tests

81040 GARDNERELLA vaginalis Supplement 10vials 88034 PEPTIDASE A STICKS 30 Tests

81041 V.C.A.T. supplement 10 vials 88035 VP TEST KIT

81042 LISTERIA FRASER supplement (1125mg)10 vials 88040 C 390 50 Discs

81048 CNA (Staf/Strep) supplemet 10 vials 88041 Brilliant Green 100 pg

81050 CAMPYLOBACTER growth supplement 10 vials 88042 CITRATE TEST

81051 CAMPYLOBACTER Blaser Wang supp 10 vials 88043 0129 Disc 150 pg

81054 SCHAEDLER supplement 10 vials 88044 0129 Disc 10 ug

81055 CAMPYLOBACTER Skirrow supple 10 vials 88105 O.N.P.G. TEST

81056 LEGIONELLA (BCYE) growth suppl.10 vials 88201 GALACTOSE TEST 30 Tests

81062 VANCOMYCIN Supplement for VRE 10 vials 88202 GLUCOSE TEST 30 Tests

81077 CAMPYLOBACTER C.T.V.A. Supplement 10 vials 88203 LACTOSE TEST 30 Tests

81078 CHROMATIC™ MRSA Supplement 88204 MALTOSE TEST 30 Tests

81079 UREA-ARGININE SCREEN 88205 RAFFINOSE TEST 30 Tests

81082 CEFIXIME TELLURITE Supplement 88206 SUCROSE TEST 30 Tests

81083 MEROPENEM Supplement 88207 ARABITOL TEST 30 Tests

81084 NEOMYCIN Solution 88208 ADONITOL TEST 30 Tests

81085 CHROMATIC™ STAPH AUREUS Supplement 88209 ARABINOSE TEST 30 Tests

81086 VCC MOD SELECTIVE Supplement 88210 DULCITOL TEST 30 Tests

81088 CHROMATIC™ CRE Supplement 88211 INOSITOL TEST 30 Tests

81089 Chromatic™ ESBL Supplement 88212 INULIN TEST 30 Tests

81090 CHROMATIC™ ESBL+AmpC Supplement 88213 LEVULOSE TEST 30 Tests

81091 Legionella BCYE Growth Supplement w/o L-Cysteine 88214 MANNITOL TEST 30 Tests

83810 HORSE SERUM 1x100 mi 88215 MANNOSE TEST 30 Tests

85501 COPRO KIT (SELENITE BROTH) 88216 RHAMNOSE TEST 30 Tests

85502 COPROKIT 2 (SALMONELLA BROTH) 88217 SALICIN TEST 30 Tests

87001 KOVAC'S Reagent 88218 SORBITOL TEST 30 Tests

87002 VP (NaOH) Reagent 88219 TREHALOSE TEST 30 Tests

87003 CATALASE Reagent 88220 XYLOSE TEST 30 Tests

87004 PHENYLALANINE Reagent 89021 CultiControl™ Aspergillus brasiliensis ATCC® 16404™
87005 OXIDASE Reagent 89022 CultiControl™ Bacillus Cereus ATCC® 11778™
87006 Vaseline Oll 89023 CultiControl™ Bacillus subtilis ATCC® 6633™
87007 VP (KOH) Reagent 89024 CultiControl™ Candida albicans ATCC® 10231™
87008 Lactophenol Cotton Blue Droppers 89025 CultiControl™ Enterococcus faecalis ATCC® 19433™
87101 GRAM COLORKIT 89026 CultiControl™ Enterococcus faecalis ATCC® 29212™
88001 BETA LACTAMASE TEST 30 Tests 89027 CultiControl™ Escherichia coli ATCC® 25922™
88003 OXIDASE TEST SWABS 30 Tests 89028 CultiControl™ Escherichia coli ATCC® 8739™
88004 OXIDASE TEST DISCS 30 Discs 89029 CultiControl™ Listeria innocua ATCC® 33090™
88005 O.N.P.G. TEST 30 Tests 89030 CultiControl™ Listeria ivanovii ATCC® 19119™
88006 E.COLI TEST 30 Tests 89031 CultiControl™ Listeria monocytogenes ATCC® 19111™
88007 HIPPURATE TEST 30 Tests 89032 CultiControl™ Proteus mirabilis ATCC® 25933™
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CultiControl™ Pseudomonas aeruginosa ATCC® CultiControl™ Klebsiella pneumoniae ATCC ® BAA-
89033 27853™ 89088 1705™
: ™ f ™ CultiControl™ Klebsiella pneumoniae subsp. pneumoniae
89034 CultiControl™ Pseudomonas aeruginosa ATCC® 9027 89089 ATCO ® 13883™
89035 CultiControl™ Rhod i ATCC® 6939™ . e e
(LT-onfro ororocels equl 89090 CultiControl™ Clostridium difficile ATCC ® 9689™
89036 CultiControl™ Saccharomyces cerevisiae ATCC® 9763™ CultiControl™ Aggregatibacter aphrophilus ATCC ®
89037 CultiControl™ Salmonella typhimurium ATCC® 14028™ 89091 790:_'-”"
K o K - CultiControl™ Staphylococcus aureus subsp. aureus
89038 CultiControl™ Shigella flexneri ATCC® 12022 89092 ATCC® 700698™
89039 CultiControl™ Staphylococcus aureus NCTC 12493 CultiControl™ Staphylococcus aureus subsp. aureus
. 89093 ATCC ® 700699™
89040 CultiControl™ Staphylococcus aureus ATCC® 25923™ CultiControl™ Plesiomonas shigelloides ATCC ®
89041 CultiControl™ Staphylococcus aureus ATCC® 29213™ 89094 14029™
89042 CultiControl™ Staphylococcus aureus ATCC® 33862™ 89095 CultiControl™ Clostridium sporogenes ATCC ® 19404™
89043 CultiControl™ Staphylococcus aureus ATCC® 43300™ 89096 CultiControl™ Micrococcus luteus ATCC ® 10240™
89044 CultiControl™ Staphylococcus aureus ATCC® 6538™ 89097 CultiControl™ Candida tropicalis ATCC ® 750™
CultiControl™ Staphylococcus epidermidis ATCC® : ™ : : ™
89045 12228™ 89098 CultiControl™ Candida krusei ATCC ® 14243
i ™ i I ™
89046 CultiControl™ Streptococcus agalactiae ATCC® 13813™ 89099 CultiControl™ Gardnerella vaginalis ATCC ® 14018
CultiControl™ Streptococcus pneumoniae ATCC® 89100 CultiControl™ Lactobacillus fermentum ATCC ® 9338™
89047 49619™ 89101 CultiControl™ Listeria grayi ATCC ® 25401™
89048 CultiControl™ Streptococcus pyogenes ATCC® 19615™ 89102 CultiControl™ Micrococcus luteus ATCC ® 4698™
89049 CultiControl™ Proteus mirabilis ATCC® 12453™ CultiControl™ Moraxella (Branhamella) catarrhalis ATCC
) . " 89103 ® 25238™
89050 CultiControl™ Yersinia enterocolitica ATCC® 9610™
. . . 89104 CultiControl™ Nei i h ATCC ® 49226™
89051 CultiControl™ Listeria monocytogenes ATCC® 19115™ Jtit-ontro eisserla gonormoeae
CultiControl™ Legionella pneumophila subsp. 89105 CultiControl™ Proteus mirabilis ATCC ® 35659™
89052 pneumophila ATCC® 33152™ 89106 CultiControl™ Proteus mirabilis ATCC ® 43074™
89053 Cult!ControI:: Clostridium perfri_ngens ATCC® 1_3124TNI 89107 CultiControl™ Proteus vulgaris ATCC ® 6380™
CultiControl ‘ Sal_monella enterica subsp. enterica CultiControl™ Pseudomonas aeruginosa ATCC ®
89054 serovar Typhimurium ATCC® 13311™ 89108 10145™
CultiControl™ Lactobacillus paracasei subsp. paracasei CultiControl™ Pseudomonas aeruginosa ATCC ®
89055 ATCC ® BAA-52™ 89109 15442™
89056 CultiControl™ Vibrio parahaemolyticus ATCC ® 17802™ CultiControl™ Pseudomonas fluorescens ATCC ®
™
89057 CultiControl™ Aspergillus fumigatus ATCC ® 204305™ 89110 135_25 -
89058 CultiControl™ Shigella sonnei ATCC ® 25931™ 89111 CultiControl™ Bacteroides ovatus ATCC ® 8483™
89059 CultiControl™ Clostridium sordelli ATCC ® 9714™ 89112 CultiControl™ Clostridium histolyticum ATCC ® 19401™
: e 89113 CultiControl™ Bacteroides fragilis ATCC ® 23745™
™ ™
89060 CultiControl™ Listeria monocytogenes ATCC ® 7644 CultiControl™ Actinomyces odontolyticus ATCC ®
89061 CultiControl™ Streptococcus bovis ATCC ® 33317™ 89114 17929™
89062 CultiControl™ Streptococcus mutans ATCC ® 25175™ 89115 CultiControl™ Enterococcus faecalis ATCC ® 33186™
CultiControl™ Streptococcus pneumoniae ATCC ® CultiControl™ Staphylococcus aureus subsp. aureus
89063 27336™ 89116 ATCC ® 33591™
89064 CultiControl™ Streptococcus sanguinis ATCC ® 10556™ 89117 CultiControl™ Enterococcus faecium ATCC ® 51559™
CultiControl™ Enterobacter cloacae subsp. cloacae CultiControl™ Fusobacterium nucleatum ATCC ®
89065 ATCC ® BAA-1143™ 89118 25586™
89066 CultiControl™ Enterococcus faecalis ATCC ® 49532™ 89119 CultiControl™ Aeromonas hydrophila ATCC ® 7966™
89067 CultiControl™ Enterococcus faecalis ATCC ® 49533™ 89120 CultiControl™ Haemophilus influenzae ATCC ® 10211 ™
89068 CultiControl™ Escherichia coli NCTC 11954™ 89121 CultiControl™ Serratia marcescens ATCC ® 8100™
1 ™ i i -
89069 gffg?ﬁ““‘" Klebsiella pneumoniae ATCC ® BAA 89122 CultiControl™ Neisseria gonorrhoeae ATCC ® 49981™
CultiControl™ Klebsiella pneumoniae subsp. pneumoniae 89123 g;gé%?ﬂtmlm Haemophilus haemalyticus ATCC ®
89070 ATCC ® 700603™
89071 CultiControl™ Candida parapsilosis ATCC ® 22019™ 89124 CultiControl™ Haemophilus influenzae ATCC ® 33533™
: " f 89125 CultiControl™ Providencia stuartii ATCC ® 33672™
89072 CultiControl™ Candida alb ATCC ® 90028™ - -
UItE-ontro andida ahicans CultiControl™ Staphylococcus haemolyticus ATCC ®
89073 CultiControl™ Issatchenkia orientalis ATCC ® 6258™ 89126 29970™
89074 CultiControl™ Neisseria gonorrhoeae ATCC ® 19424™ 89127 g;gg;?ﬂ"o'm Streptococcus anginosus ATCC ®
89075 CultiControl™ Neisseria gonorrhoeae ATCC ® 31426™ CultiControl™ Streptococcus dysgalactiae
89076 CultiControl™ Haemophilus influenzae ATCC® 49766™ 89128 subsp.equisimilis ATCC ® 12388™
89077 CultiControl™ Haemophilus influenzae ATCC® 49247 ™ 89129 CultiControl™ Streptococcus mitis ATCC ® 6249™
89078 CultiControl™ Bacteroides fragilis ATCC® 25285™ 89130 CultiControl™ Streptococcus pyogenes ATCC ® 49399™
CU|tiC?3tf0|TM Bacteroides thetaiotaomicron ATCC® 89131 CultiControl™ Streptococcus salivarius ATCC® 13419™
89079 29741 CultiControl™ Salmonella enterica subsp. enterica
89080 CultiControl™ Lactobacillus acidophilus ATCC ® 4356™ 89132 serovar Abony NCTC 6017
89081 CultiControl™ Lactobacillus leichmannii ATCC ® 4797™ 89133 CultiControl™ Staphylococcus xylosus ATCC ® 29971™
89082 CultiControl™ Lactococcus lactis ATCC ® 19435™ 89135 CultiControl™ Propionibacterium acnes ATCC® 11827™
89083 CultiControl™ Proteus mirabilis ATCC ® 29906 ™ 89136 CultiControl™ Haemophilus influenzae NCTC 8468
CultiControl™ Salmonella enterica subsp. enterica CultiControl™ Staphylococcus aureus subsp. aureus
89084 serovar Enteritidis ATCC ® 13076™ 89137 ATCC ® 19095™
89085 CultiControl™ Listeria monocytogenes ATCC ® 13932™ 89138 CultiControl™ Cronobacter sakazakii ATCC ® 29544™
. L CultiControl™ Bordetella b hiseptica ATCC ®
89086 CultiControl™ Campylobacter jejuni ATCC ® 33291™ 89139 agrgm O Cordetelabronchiseplica
CultiControl™ Klebsiella pneumoniae ATCC ® BAA- CultiControl™ Trichophyton mentagrophytes ATCC ®
89087 1706™ 89140 9533™
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CultiControl™ Acinetobacter baumannii ATCC ® BAA- f
89141 747™ 9018/1 CEFOXITIN FOX 30 ug 50 Discs -
89144 CultiControl™ Vibrio alginolyticus ATCC ® 17749™ 9019 CEFTAZIDIME CAZ30ug 250 Discs
CultiControl™ Campylobacter jejuni subsp. jejuni ATCC ® 9019/1 CEFTAZIDIME CAZ 30 ug 50 Discs
89145 33560™ 9020 CEFTRIAXONE CRO 30 ug 250 Discs
89146 CultiControl™ Citrobacter freundii ATCC ® 43864™ 9020/1 CEFTRIAXONE CRO 30 ug 50 Discs
89147 CultiControl™ Burkholderia cepacia ATCC ® 25416™ 9021 CEFUROXIME CXM 30 ug 250 Discs
89148 CultiControl™ Listeria monocytogenes ATCC ® 35152™ 9021/1 CEFUROXIME CXM 30 pg 50 Discs
CultiControl™ Stenotrophomonas maltophilia ATCC® )
89149 13637™ 9022 CHLORAMPHENICOL C 30 g 250 Discs
CultiControl™ Legionella pneumophila subsp. fraseri 9022/1 CHLORAMPHENICOL C 30 pg 50 Discs
™
89151 ATEC ® 33156 9023 COLISTIN SULFATE CS 10 ug 250 Discs
89152 CultiControl™ Enterococcus faecium ATCC ® 6057™ .
CultiControl™ Salmonella enterica subsp. arizonae ATCC 90231 COLISTIN SULFATE CS 10 pg 50 Discs
89154 ® 13314™ 9024 ERYTHROMYCIN E 15 ug 250 Discs
89156 CultiControl™ Enterobacter aerogenes ATCC ® 13048™ 9024/1 ERYTHROMYCIN E 15 yg 50 Discs
89160 CultiControl™ Haemophilus influenzae ATCC ® 19418™ 9025 FOSFOMYCIN FOS 50 pyg 250 Discs
89163 CultiControl™ Escherichia coli ATCC ® 35218™ 9025/1 FOSFOMYCIN FOS 50 pg 50 Discs
89164 CultiControl™ Neisseria meningitidis ATCC ® 13090™ 9026 GENTAMICIN CN 10 yg 250 Discs
CultiControl™ Peptostreptococcus anaerobius ATCC ® f
89165 27337™ 9026/1 GENTAMICIN CN 10 pg 50 -DISCS
CultiControl™ Staphylococcus aureus subsp. aureus 9027 KANAMYCIN K 30 ug 250 Discs
89170 ATCC ® BAA-44™ 9027/1 KANAMYCIN K30 ug 50 Discs
89171 Cult!ControITM Enterococcus faec!um ATCC ® 19434™ 9028 LINCOMYCIN MY 2 ug 250 Discs
CultiControl™ Enterococcus faecium ATCC ® BAA- K
89172 2319™ 9028/1 LINCOMYCIN MY 2 ug 50 Discs
89173 CultiControl™ Enterococcus faecalis ATCC ® 51299™ 9029 METHICILLIN MET 5 g 250 Discs
89174 CultiControl™ Acinetobacter baumannii ATCC ® 19606™ 9029/1 METHICILLIN MET 5 pig 50 Discs
CultiControl™ Streptococcus pneumoniae ATCC ® 9030 MINOCYCLINE MN 30 pg 250 Discs
™
89175 700671 9030/1 MINOCYCLINE MN 30 ug 50 Discs
1 ™ i i ™
89176 CultiControl™ Haemophilus influenzae ATCC ® 33391 9031 AMPICILLIN-SULBACTAM AMS 20 g 250 Discs
1 ™ i i ™
89177 CultiControl™ Candida albicans ATCC ® 18804 0031/1 AMPICILLIN-SULBACTAM AMS 204g 50 DISCS
1 ™ i i ™
89178 CultiControl™ Candida albicans ATCC ® 64124 9032 NEOMYCIN N30 ug 250 Discs
9001 NALIDIXIC ACID NA 30 yg 250 -DISCS 9032/1 NEOMYCIN N 30 ug 50 Discs
9001/1 NALI-D-IXIC-ACID NA 30 pg 59 Discs 0033 NETILMICIN NET 30 ug 250 Discs
9002 Oxolinic acid OA 2 g 250 Discs 9033/1 NETILMICIN NET 30 yg 50 Discs
9002/ Oxolinic acid OA 2 g 50 Discs - 9034 NITROFURANTOIN F 300 ug 250 Discs
9003 PIPEMIDIC ACIDP120 g 250 Discs 9034/1 NITROFURANTOIN F 300 pg 50 Discs
9003/1 PIPEMIDIC ACID P120 ug 50 D'ISCS 9035 NORFLOXACIN NOR 10g 250 Discs
9004 AMIKACIN AK 30 ug 250_D'S°S 9035/1 NORFLOXACIN NOR 10 pg 50 Discs
9004/1 AMIKACIN AK 30 ug 50 DISCS‘ 9036 OXACILLIN OX 1ug 250 Discs
9005 AMOXICILLIN AML 30 yg 250 -DISCS 9036/1 OXACILLIN OX 1 g 50 Discs
9005/1 AMOXICILLIN AML 30 jg 50 Discs 9037 PENICILLIN G P 101U 250 Discs
9006 AMPICILLIN AMP 10 hg 259 Discs 9037/1 PENICILLING P 101U 50 Discs
9006/1 AMPICILLIN AMP 10 g 50 D'Scs_ 9038 PIPERACILLIN PRL 100pg 250 Discs
9007 AZLOCILLINAZL 751 250 Discs 9038/1 PIPERACILLIN PRL 100 pg 50 Discs
9007/1 AZLOCILLIN AZL 75 ug 50 DIS(-:S 9039 RIFAMPICIN RD 30 ug 250 Discs
9008 AZTREONAMATM 30 pg 250 Discs 9039/1 RIFAMPICIN RD 30 ug 50 Discs
9008/1 AZTREONAMATM 30 g 50 Discs 9040 STREPTOMYCIN S 104ug 250 Discs
9009 CARBENICILLIN CAR 100 ug 259 Discs 9040/1 STREPTOMYCIN S 10 yg 50 Discs
9009/1 CARBENICILLIN CAR 100 ug 50 [‘)ISCS 0041 SULFAFURAZOLE SF 300 g 250 Discs
9010 CEFACLORCEC 3049 250 P'SCS 2041/1 SULFAFURAZOLE SF 300 yg 50 Discs
9010/1 CEFACLOR CEC 30 4g 50 Discs TRIMETHOPRIM-SULFAMETHOXAZOLE SXT 25 ug
9011 CEPHALEXIN CL 30 ug 250 Discs 9042 250 Discs
X TRIMETHOPRIM-SULFAMETHOXAZOLE SXT 25 ug 50
9011/1 CEPHALEXIN CL 30 yg 50 Discs 0042/1 Discs
9013 CEPHALOTHINKF30pg 250 Discs 9043 TETRACYCLINE TE 30 ug 250 Discs
9013/1 CEPHALOTHINKF30pg 50 Discs 9043/1 TETRACYCLINE TE 30 yg 50 Discs
9014 CEFAMANDOLE MA 30 pg 250 Discs 9044 TOBRAMYCIN TOB 10 ug 250 Discs
9014/1 CEFAMANDOLE MA 30 jg 50 Discs 9044/1 TOBRAMYCIN TOB 10 g 50 Discs
9015 CEFAZOLINKZ30ug 250 Discs 9045 VANCOMYCIN VA 30 ug 250 Discs
9015/1 CEFAZOLINKZ30pg 50 Discs 9045/1 VANCOMYCIN VA 30 ug 50 Discs
9016 CEFOPERAZONE CFP 30 pg 250 Discs 9046 SISOMYCIN SIS 30ug 250 Discs
9016/1 CEFOPERAZONE CFP 30 ug 50 Discs 9046/1 SISOMYCIN SIS 30 ug 50 Discs
9017 CEFOTAXIME CTX 30 ug 250 Discs 9047 CLINDAMYCIN CD 2 ug 250 Discs
9017/1 CEFOTAXIME CTX 30 ug 50 Discs 9047/1 CLINDAMYCIN CD 2 ug 50 Discs
9018 CEFOXITIN FOX 30 pg 250 Discs
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AMOXICILLIN-CLAVULANIC ACID AUG 30 ug 250
9048 Discs
9048/1 AMOXICILLIN-CLAVULANIC ACID AUG 30 ug 50 Discs
9049 FUSIDIC ACID FC 10 ug 250 Discs
9049/1 FUSIDIC ACID FC 10 yg 50 Discs
9050 TEICOPLANIN TEC 30 pg 250 Discs
9050/1 TEICOPLANIN TEC 30 ug 50 Discs
9051 BACITRACIN BA 10 IU 250 Discs
9051/1 BACITRACIN BA 10 IU 50 Discs
9052 CEFADROXIL CDX 30 pg 250 Discs
9052/1 CEFADROXIL CDX 30 pg 50 Discs
9053 CEFSULODIN CSD 30 pug 250 Discs
9053/1 CEFSULODIN CSD 30 ug 50 Discs
9054 CEFTIZOXIME CZX 30 ug 250 Discs
9054/1 CEFTIZOXIME CZX 30 yg 50 Discs
9055 CEPHRADINE CE 30 ug 250 Discs
9055/1 CEPHRADINE CE 30 ug 50 Discs
9056 CIPROFLOXACIN CIP 5 pg 250 Discs
9056/1 CIPROFLOXACIN CIP 5 ug 50 Discs
9057 CINOXACIN CIN 100 pg 250 Discs
9057/1 CINOXACIN CIN 100 ug 50 Discs
9058 CLOXACILLIN CX 5 g 250 Discs
9058/1 CLOXACILLIN CX5pug 50 Discs
9059 DOXYCYCLINE DXT 30 ug 250 Discs
9059/1 DOXYCYCLINE DXT 30 yg 50 Discs
9060 ROXITROMYCIN RXT 15 pg 250 Discs
9060/1 ROXITROMYCIN RXT 15 pg 50 Discs
9061 ERTAPENEM ETP 10 yg 250 Discs
9061/1 ERTAPENEM ETP 10 yg 50 Discs
9062 MEZLOCILLIN MEZ 75 pg 250 Discs
9062/1 MEZLOCILLIN MEZ 75 yg 50 Discs
9063 NOVOBIOCIN NO 30 yg 250 Discs
9063/1 NOVOBIOCIN NO 30 ug 50 Discs
9064 CEFPODOXIME PX 10 ug 250 Discs
9064/1 CEFPODOXIME PX 10 ug 50 Discs
9065 OXYTETRACYCLINE OT 30 yg 250 Discs
9065/1 OXYTETRACYCLINE OT 30 pg 50 Discs
9066 POLYMYXIN B PB 100 IU 250 Discs
9066/1 POLYMYXIN B PB 100 IU 50 Discs
9067 SPECTINOMYCIN SPC 100 yg 250 Discs
9067/1 SPECTINOMYCIN SPC 100 ug 50 Discs
9068 MEROPENEM MRP 10 yg 250 Discs
9068/1 MEROPENEM MRP 10 ug 50 Discs
9069 FLUCONAZOLE FLU 100 pg 250 Discs
9069/1 FLUCONAZOLE FLU 100 yg 50 Discs
9070 TICARCILLIN TC 75 ug 250 Discs
9070/1 TICARCILLIN TC 75 yg 50 Discs
9071 AMPHOTERICIN B AMB 20 pg 250 Discs
9071/1 AMPHOTERICIN B AMB 20 ug 50 Discs
9072 ECONAZOLE ECN 10 ug 250 Discs
9072/1 ECONAZOLE ECN 10 yg 50 Discs
9073 FLUCYTOSINE AFY 1 g 250 Discs
9073/1 FLUCYTOSINE AFY 1 ug 50 Discs
9074 GRISEOFULVIN AGF 10 pg 250 Discs
9074/1 GRISEOFULVIN AGF 10 yg 50 Discs
9075 KETOCONAZOLE KCA 10 ug 250 Discs
9075/1 KETOCONAZOLE KCA 10 yg 50 Discs
9076 METRONIDAZOLE MTZ 5 ug 250 Discs
9076/1 METRONIDAZOLE MTZ 5 ug 50 Discs
9077 MICONAZOLE MCL 10 pg 250 Discs
9077/1 MICONAZOLE MCL 10 ug 50 Discs

9078 NYSTATIN NY 100 IU 250 Discs

9078/1 NYSTATIN NY 100 U 50 Discs

9079 IMIPENEM IMI 10 pg 250 Discs

9079/1 IMIPENEM IMI 10 ug 50 Discs

9080 OFLOXACIN OFX 5 ug 250 Discs

9080/1 OFLOXACIN OFX 5 ug 50 Discs

9081 CEFOTETAN CTT 30 ug 250 Discs

9081/1 CEFOTETAN CTT 30 pg 50 Discs

9082 TYLOSIN TY 30 ug 250 Discs

9082/1 TYLOSIN TY 30 pg 50 Discs

9083 TRIMETHOPRIM TM 2.5 yg 250 Discs

9083/1 TRIMETHOPRIM TM 2.5 ug 50 Discs

9084 SULFAMETHOXAZOLE SMX 50 yg 250 Discs
9084/1 SULFAMETHOXAZOLE SMX 50pg 50 Discs

9085 Imipenem + Phenylboronic acid IMI + BO 250 Discs
9085/1 Imipenem + Phenylboronic acid _IMI + BO 50 Discs
9086 Imipenem + Cloxacillin _ IMI + CL 250 Discs
9086/1 Imipenem + Cloxacillin __IMI + CL 50 Discs

9087 EDTA ED 250 Discs

9087/1 EDTA ED 50 Discs

9088 SPIRAMYCIN SP 100 pyg 250 Discs

9088/1 SPIRAMYCIN SP 100 ug 50 Discs

9089 CEFIXIME CFM 5 ug 250 Discs

9089/1 CEFIXIME CFM 5 ug 50 Discs

9090 Daptomycin DAP 30 ug 250 Discs

9090/1 Daptomycin DAP 30 ug 50 Discs

9091 PEFLOXACIN PEF 5 pyg 250 Discs

9091/1 PEFLOXACIN PEF 5 ug 50 Discs

9093 DICLOXACILLIN DCX 1 yg 250 Discs

9093/1 DICLOXACILLIN DCX 1 yg 50 Discs

9094 TIAMULIN T 30 pg 250 Discs

9094/1 TIAMULIN T 30 ug 50 Discs

9095 IMIPENEM/CILASTATIN IMC 20 pg 250 Discs
9095/1 IMIPENEM/CILASTATIN IMC 20 g 50 Discs

9096 TICARCILLIN-CLAVULINC ACID TTC 85 pg 250 Discs
9096/1 TICARCILLIN-CLAVULINC ACID TTC 85 pg 50 Discs
9097 CLOTRIMAZOLE CLO 50 ug 250 Discs
9097/1 CLOTRIMAZOLE CLO 50 pg 50 Discs

9098 CLARITHROMYCIN CLR 15 ug 250 Discs

9098/1 CLARITHROMYCIN CLR 15 pg 50 Discs

9099 FURAZOLIDON FR 50 pg 250 Discs

9099/1 FURAZOLIDON FR 50 yg 50 Discs

9100 PIPERACILLIN-TAZOBACTAM TZP 110 pg 250 Discs
9100/1 PIPERACILLIN-TAZOBACTAM TZP 110 pg 50 Disc
9101 CEFTIBUTEN CTB 30 ug 250 Discs

9101/1 CEFTIBUTEN CTB 30 yg 50 Discs

9102 LEVOFLOXACIN LEV 5 pg 250 Discs

9102/1 LEVOFLOXACIN LEV 5 yg 50 Discs

9103 MOXIFLOXACIN MOX 5 ug 250 Discs

9103/1 MOXIFLOXACIN MOX 5 yg 50 Discs

9104 CEFEPIME FEP 30 yg 250 Discs

9104/1 CEFEPIME FEP 30 ug 50 Discs

9105 AZITHROMYCIN AZM 15 yg 250 Discs

9105/1 AZITHROMYCIN AZM 15 pug 50 Discs

9106 MYOKAMYCIN MK 15 yg 250 Discs

9106/1 MYOKAMYCIN MK 15 pg 50 Discs

9107 ITRACONAZOLE ITC 50 ug 250 Discs

9107/1 ITRACONAZOLE ITC 50 yg 50 Discs

9108 CEFOPERAZONE CFP 75 ug 250 Discs

9108/1 CEFOPERAZONE CFP 75 pug 50 Discs
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9109 FOSFOMYCIN (includes G-6-p) FOS 200 yg 250 Discs 91421 STREPTOMYCIN S 300 pg 50 Discs

9109/1 FOSFOMYCIN (includes G-6-p) FOS 200 pg 50 Discs 9143 CEFEPIME+CLAVULANIC ACID FEL 40 pg 250 Discs
9110 TRIMETHOPRIMTM 5ug 250 Discs 9144 Cefoxitin+Cloxacillin FOC 230 pg 250 Discs

9110/1 TRIMETHOPRIM TM 5 ug 50 Discs 9144/1 Cefoxitin+Cloxacillin FOC 230 pg 50 Discs

o111 FUSIDIC ACID FC 303g 250 Discs o1ec (éiEslé'sl'AZIDIME+CLAVULANIC ACID CAL 40 pg 250
911171 FUSIDICACID FC 3049 SO Discs 9145/1 CEFTAZIDIME+CLAVULANIC ACID CAL 40 pg 50 Discs
9112 CEFPROZIL CPR 30 g 250 Discs 9146 CLINDAMYCINCD 104ug 250 Discs

9112/1 CEFPROZILCPR30ug 50 Discs 9146/1 CLINDAMYCIN CD 10 ug 50 Discs

o113 LOMEFLOXACIN LOM 10 yg_250 Discs o147 TIGECYCLIN TGC 15 49250 Discs

911311 LOMEFLOXACIN LOM 10 g _50 Discs e TIGECYGLIN TGC 15 g 50 Discs

9115 AMPICILLIN AMP 2 pg 250 Discs 9148 FLUCYTOSINE AFY 10pg 250 Discs

911571 AMPICILLINAMP 2 g 50 Discs 9148/1 FLUCYTOSINE AFY 10 ug 50 Discs

9116 LINCOMYCIN MY 15 pg 250 Discs 9150 SULFADIAZINE SUZ 300ug 250 Discs

9116/1 LINCOMYCIN MY 15ug 50 Discs 9150/1 SULFADIAZINE SUZ 300 ug 50 Discs

9117 NOVOBIOCINNO 5 yg 250 Discs 9151 AMOXICILLIN AML 2 g 250 Discs

9117/1 NOVOBIOCINNOSpg S0 Discs 9151/1 AMOXICILLIN AML 2 ug 50 Discs

9118 RIFAMPICINRD 51g 250 Discs 9152 CEFOTAXIME CTX 5 ug 250 Discs

9118/1 RIFAMPICINRD 549 S0 Dises 9152/1 CEFOTAXIME CTX 5 ug 50 Discs

9119 METRONIDAZOLE MTZ 50 ug 250 Discs o155 CEFTAZIDIME CAZ 10 19 250 Dioce

9119/1 METRONIDAZOLE MTZ 5049 _50 Discs 1531 CEFTAZIDIME CAZ 10 g 50 Discs

9120 POLYMYXIN B PB 300 UI_250 Discs o154 DORIPENEM DOR 10 4g 250 Disce

9120/1 POLYMYXIN B PB 300 Ul 50 Discs o154 DORIPENEM DOR 10 4g 50 Discs

9121 FOSFOMYCIN (includes G-6-p) FOS 100 pg 250 Discs 9155 LINEZOLID LNZ 10 yg 250 Discs

9121/1 FOSFOMYCIN (includes G-6-p) FOS 100 ug 50 Discs 1551 LINEZOLID LNZ 10 g 50 Discs

9122 AMPLICLOX (Ampicillin-Cloxacillin) ACL 30 pg 250 Discs 9156 MECILLINAM MEC 10 ug 250 Discs

9122/1 AMPLICLOX (Ampicillin-Cloxacillin) ACL 30 ug 50 Discs 9156/1 MECILLINAM MEC 10 ug 50 Discs

9124 GENTAMICIN CN 120 g 250 Discs 9157 MUPIROCIN MUP 200 g 250 Discs

912471 GENTAMICINCN 120 jg__50 Discs 9157/1 MUPIROCIN MUP 200 ug 50 Discs

9125 GENTAMICIN CN 30 ug 250 Discs 9158 NITROFURANTOIN F 100 pg 250 Discs

912511 GENTAMICINCN 3019 50 Discs 9158/1 NITROFURANTOIN F 100 pg 50 Discs

9126 SULFONAMIDE S3 300 g_250 Discs 9159 PIPERACILLIN PRL 30 ug 250 Discs

9126/1 SULFONAMIDE 53 300 ug 50 Dises 9159/1 PIPERACILLIN PRL 30 ug 50 Discs

9127 PENICILLING P2 1) 250 Dises 9160 PIPERACILLIN-TAZOBACTAM TZP 36 ug 250 Discs
91271 PENICLLING P2 _50Discs 9160/1 PIPERACILLIN-TAZOBACTAM TZP 36 ug 50 Discs
9128 CHLORAMPHENICOL C 10 ug 250 Discs 9161 QUINUPRISTIN-DALFOPRISTIN QDA 15 g 250 Discs
912871 CHLORAMPHENICOL C 10 ug 50 Discs 9161/1 QUINUPRISTIN-DALFOPRISTIN QDA 15 pg 50 Discs
9129 SULBACTAM SU 20ug 250 Discs 9162 STREPTOMYCIN S 300 yg 250 Discs

912971 SULBACTAM SU 20ng 50 Piscs 9162/1 STREPTOMYCIN S 300 g 50 Discs

9130 PENICILLING P1 1) 250 Discs 0163 TOBRAMYCIN TOB 30 ug 250 Discs

913071 PENICILLNG P1W S0Dises 9163/1 TOBRAMYCIN TOB 30 ug 50 Discs

9131 SODIUM FUSIDATE FC30_250 Discs o164 VANCOMYCINVA 51 250 Discs

9132 SULFAPRIM SXT 50 ug 250 Discs 9164/1 VANCOMYCIN VA5 ug 50 Discs

9132/1 SULFAPRIM SXT 50 ug 90 Discs 9165 CASPOFUNGIN CAS 5 ug 250 Discs

9133 AMOXICILLIN AML 10 g 250 Dises 9165/1 CASPOFUNGIN CAS 5 ug 50 Discs

91331 AMOXICILLIN AML 10 yg 50 Discs o166 FLUCONAZOLE FLU 2549 250 Disce

9134 CEFOTAXIME CTX 75 g 250 Discs 9166/1 FLUCONAZOLE FLU 25pg 50 Discs

9134/1 CEFOTAXIME CTX 75 ug 50 Discs 9167 POSACONAZOLE POS 5 pg 250 Discs

9135 OXACILLIN OX 5pg 250 Discs 9167/1 POSACONAZOLE POS 5 pg 50 Discs

913511 OXACILLIN OX 5ug 50 Discs_ 9168 VORICONAZOLE VO 1 ug 250 Discs

9136 LINEZOLID LNZ 30pg 250 Discs 9168/1 VORICONAZOLE VO 1 ug 50 Discs

9136/1 LINEZOLID LNZ 30ug 50 Discs 9169 GATIFLOXACIN GAT 5 ug 250 Discs

9137 AMPHOTERICIN B AMB_10 g 250 Discs 1691 GATIFLOXACIN GAT 5 1g_50 Discs

9137/1 AMPHOTERICIN B AMB 10 pig 50 Discs 9170 NETILMICIN NET 10 g 250 Discs

9139 ITRACONAZOLE ITC 8 jig 250 Discs 9170/1 NETILMICIN NET 10 ug 50 Discs

913971 ITRACONAZOLE ITC 8 g 50 Discs _ 9171 PHENOXYMETHYLPENICILLIN PV 10 yg 250 Discs
9140 KETOCONAZOLE KCA 15 g 250 Discs 9171/1 PHENOXYMETHYLPENICILLIN PV 10 yg 50 Discs
914071 KETOCONAZOLE KCA 15 ug 50 Disc_s 9172 TELITHROMYCIN TEL 15 ug 250 Discs

9141 COLISTIN SULFATE CS 30 UI_250 Discs o179 TELITHROMYCIN TEL 15 g 50 Discs

9141/1 COLISTIN SULFATE CS 30 Ul 50 Discs o178 LORACARBEF LOR 301 250 Discs

9142 STREPTOMYCIN S 300 pg 250 Discs 917311 LORACARBEF LOR 30 g 50 Discs
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9174 NAFCILLIN NAF 1 ug 250 Discs 91200 DISC DISPENSER 8 CARTRIDGES
9174/1 NAFCILLIN NAF 1 yg 50 Discs 91203 DISC DISPENSER 6 CARTRIDGES
9175 MEROPENEM+CLOXACILLIN MR+CL 250 Discs 92000 AMOX*/SULB 2/1 AXS 0.016-256* 30 MIC Tests
9175/1 MEROPENEM+CLOXACILLIN MR+CL 50 Discs 920000 AMOX*/SULB 2/1 AXS 0.016-256* 100 MIC Tests
9176 Meropenem + Phenylboronic acid MR + BO 250 Discs 92001 RIFAMPICIN RD 0.002-32 30 MIC Tests
9176/1 Meropenem + Phenylboronic acid MR + BO 50 Discs 920010 RIFAMPICIN RD 0.002-32 100 MIC Tests
9177 MEROPENEM+DIPICOLINIC ACID MR+DP 250 Discs 920011 RIFAMPICIN RD 0.002-32 10 MIC Tests
9177/1 MEROPENEM+DIPICOLINIC ACID MR+DP 50 Discs 92002 FUSIDIC ACID FU 0.016-256 30 MIC Tests
9178 Meropenem + EDTA MR + ED 250 Discs 920020 FUSIDIC ACID FU 0.016-256 100 MIC Tests
9178/1 Meropenem + EDTA MR + ED 50 Discs 920021 FUSIDIC ACID FU 0.016-256 10 MIC Tests
9179 AMOXICILLIN AML 25 yg 250 Discs 92003 AMPICILLIN AMP 0.016-256 30 MIC Tests
9179/1 AMOXICILLIN AML 25 g 50 Discs 920030 AMPICILLIN AMP 0.016-256 100 MIC Tests
9181 NITROFURANTOIN F50 ug 250 Discs 920031 AMPICILLIN AMP 0.016-256 10 MIC Tests
9181/1 NITROFURANTOIN F50 ug 50 Discs 92004 POLYMYXIN B PB 0.064-1024 30 MIC Tests
9182 CEFOTAXIME+CLAVULANIC ACID CTL 40 pg 250 Discs 920040 POLYMYXIN B PB 0.064-1024 100 MIC Tests
9182/1 CEFOTAXIME+CLAVULANIC ACID CTL 40 pg 50 Discs 920041 POLYMYXIN B PB 0.064-1024 10 MIC Tests
9183 Imipenem + EDTA _IMI + ED__ 250 Discs 92005 CEFPODOXIME PX 0.016-256 30 MIC Tests
9183/1 Imipenem + EDTA _IMI + ED 50 Discs 920050 CEFPODOXIME PX 0.016-256 100 MIC Tests
9184 COLISTIN SULFATE CS 25 ug 250 Discs 920051 CEFPODOXIME PX 0.016-256 10 MIC Tests
9184/1 COLISTIN SULFATE CS 25 ug 50 Discs 92006 CEFOTAXIME CTX 0.016-256 30 MIC Tests
9185 CEFPIROME CR 30 g 250 Discs 920060 CEFOTAXIME CTX 0.016-256 100 MIC Tests
9185/1 CEFPIROME CR 30 g 50 Discs 920061 CEFOTAXIME CTX 0.016-256 10 MIC Tests
9186 TEMOCILLIN TMO 30 g 250 Discs 92007 CEFOTAXIME CTX 0.002-32 30 MIC Tests
9186/1 TEMOCILLIN TMO 30 ug 50 Discs 920070 CEFOTAXIME CTX 0.002-32 100 MIC Tests
9187 Sulfamethoxazole SMX 100 ug 250 Discs 920071 CEFOTAXIME CTX 0.002-32 10 MIC Tests
9187/1 Sulfamethoxazole SMX 100 pg 50 Discs 92008 CEFPIROME CR 0.016-256 30 MIC Tests
9188 Metronidazole MTZ 10 pug 250 Discs 920080 CEFPIROME CR 0.016-256 100 MIC Tests
9188/1 Metronidazole MTZ 10 pg 50 Discs 920081 CEFPIROME CR 0.016-256 10 MIC Tests
9189 MUPIROCIN MUP 5 g 250 Discs 92009 GENTAMICIN CN 0.016-256 30 MIC Tests
6190 ggOFggiox'ME"C'-AVULAN'C ACID PXL 11 ug 920090 GENTAMICIN CN 0.016-256 100 MIC Tests
CEFPODOXIME+CLAVULANIC ACID PXL 11 ug 920091 GENTAMICIN CN 0.016-256 10 MIC Tests
919071 50 Discs 92010 GENTAMICIN CN 0.064-1024 30 MIC Tests
9191 AMOXICILLIN-CLAVULANIC ACID AUG 3 ug 250 Discs 920100 GENTAMICIN CN 0.064-1024 100 MIC Tests
9191/1 AMOXICILLIN-CLAVULANIC ACID AUG 3 g 50 Discs 920101 GENTAMICIN CN 0.064-1024 10 MIC Tests
9192 ROKITAMYCIN ROK 30 pg 250 Discs 92011 GATIFLOXACIN GAT 0.002-32 30 MIC Tests
9192/1 ROKITAMYCIN ROK 30 pg 50 Discs 920110 GATIFLOXACIN GAT 0.002-32 100 MIC Tests
9193 Phenylboronic acid BO 250 Discs 920111 GATIFLOXACIN GAT 0.002-32 10 MIC Tests
9193/1 Phenylboronic acid BO 50 Discs 92012 TEICOPLANIN TEC 0.016-256 30 MIC Tests
9194 DIPICOLINIC ACID DP_250 Discs 920120 TEICOPLANIN TEC 0.016-256 100 MIC Tests
9194/1 DIPICOLINIC ACID DP_50 Discs 920121 TEICOPLANIN TEC 0.016-256 10 MIC Tests
9195 CEFTAROLINE CPT 5 g 250 Discs 92013 ENROFLOXACIN ENR 0.002-32 30 MIC Tests
9195/1 CEFTAROLINE CPT 5 g 50 Discs 920130 ENROFLOXACIN ENR 0.002-32 100 MIC Tests
9198 CEFTAROLINE CPT 30 ug 250 Discs 920131 ENROFLOXACIN ENR 0.002-32 10 MIC Tests
9198/1 CEFTAROLINE CPT 30 ug 50 Discs 92014 SPECTINOMYCIN SPC 0.064-1024 30 MIC Tests
9199 ERTAPENEM+CLOXACILLIN ET+CL 250 Discs 920140 SPECTINOMYCIN SPC 0.064-1024 100 MIC Tests
9199/1 ERTAPENEM+CLOXACILLIN ET+CL 50 Discs 920141 SPECTINOMYCIN SPC 0.064-1024 10 MIC Tests
9201 ORITAVANCIN ORI 25 pg 250 Discs 92015 OXACILLIN OX 0.016-256 30 MIC Tests
9201/1 ORITAVANCIN ORI 25 pg 50 Discs 920150 OXACILLIN OX 0.016-256 100 MIC Tests
9202 Ertapenem+Phenylboronic acid ET+BO 250 Discs 920151 OXACILLIN OX 0.016-256 10 MIC Tests
9202/1 Ertapenem+Phenylboronic acid ET+BO 50 Discs 92016 CEFTIZOXIME CZX 0.016-256 30 MIC Tests
9203 Cefotaxime+Clavulanic acid+Cloxacillin CTLC 250 Discs 920160 CEFTIZOXIME CZX 0.016-256 100 MIC Tests
9203/1 Cefotaxime+Clavulanic acid+Cloxacillin CTLC 50 Discs 920161 CEETIZOXIME CZX 0.016-256 10 MIC Tests
9204 Ceftazidime+Clavulanic acid+Cloxacillin CALC 250 Discs 92017 MECILLINAM MEC 0.002-32 30 MIC Tests
9204/1 Ceftazidime+Clavulanic acid+Cloxacillin CALC 50 Discs 920170 MECILLINAM MEC 0.002-32 100 MIC Tests
9205 Ceftazime-avibactam CZA 50 ug 250 Discs 920171 MECILLINAM MEC 0.002-32 10 MIC Tests
9205/1 Ceftazime-avibactam CZA 50 pug 50 Discs 92018 AMIKACIN AK 0.016-256 30 MIC Tests
9206 Ceftazime-avibactam CZA 14 ug 250 Discs 920180 AMIKACIN AK 0.016-256 100 MIC Tests
9206/1 Ceftazime-avibactam CZA 14 pug 50 Discs 920181 AMIKACIN AK 0.016-256 10 MIC Tests
9207 Ulifloxacin ULI 5 pg 250 Discs 92019 BACITRACIN BA 0.016-256 30 MIC Tests
9207/1 Ulifloxacin ULI 5 pig 50 Discs 920190 BACITRACIN BA 0.016-256 100 MIC Tests
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920191 BACITRACIN BA 0.016-256 10 MIC Tests 920391 CEPHALOTHIN KF 0.016-256 10 MIC Tests
92020 CEFOTETAN CTT 0.016-256 30 MIC Tests 92040 DORIPENEM DOR 0.002-32 30 MIC Tests
920200 CEFOTETAN CTT 0.016-256 100 MIC Tests 920400 DORIPENEM DOR 0.002-32 100 MIC Tests
920201 CEFOTETAN CTT 0.016-256 10 MIC Tests 920401 DORIPENEM DOR 0.002-32 10 MIC Tests

92021 AMOXICILLIN AML 0.016-256 30 Tests 92041 Pefloxacin PEF 0.016-256 _mg/L 30 MIC Tests
920210 AMOXICILLIN AML 0.016-256 100 MIC Tests 920410 Pefloxacin PEF 0.016-256 _mg/L 100 MIC Tests
920211 AMOXICILLIN AML 0.016-256 10 MIC Tests 920411 Pefloxacin PEF 0.016-256 _mg/L 10 MIC Tests
92022 NITROFURANTOIN F 0.032-512 30 MIC Tests 92042 CEFTRIAXONE CRO 0.016-256 30 MIC Tests
920220 NITROFURANTOIN F 0.032-512 100 MIC Tests 920420 CEFTRIAXONE CRO 0.016-256 100 MIC Tests
920221 NITROFURANTOIN F 0.032-512 10 MIC Tests 920421 CEFTRIAXONE CRO 0.016-256 10 MIC Tests
92023 CEFOB*/SULB 2/1 CPS 0.016-256* 30 MIC Tests 92043 CEFTRIAXONE CRO 0.002-32 30 MIC Tests
920230 CEFOB*/SULB 2/1 CPS 0.016-256* 100 MIC Tests 920430 CEFTRIAXONE CRO 0.002-32 100 MIC Tests
920231 CEFOB*/SULB 2/1 CPS 0.016-256* 10 MIC Tests 920431 CEFTRIAXONE CRO 0.002-32 10 MIC Tests
92024 AMOX*/CLAV 2/1 AMG 0.016-256* 30 MIC Tests 92044 CLOXACILLIN CX 0.016-256 30 MIC Tests
920240 AMOX*/CLAV 2/1 AMG 0.016-256* 100 MIC Tests 920440 CLOXACILLIN CX 0.016-256 100 MIC Tests
920241 AMOX*/CLAV 2/1 AMG 0.016-256* 10 MIC Tests 920441 CLOXACILLIN CX 0.016-256 10 MIC Tests
92025 RIFAMPICIN RD 0.016-256 30 MIC Tests 92045 CIPROFLOXACIN CIP 0.002-32 30 MIC Tests
920250 RIFAMPICIN RD 0.016-256 100 MIC Tests 920450 CIPROFLOXACIN CIP 0.002-32 100 MIC Tests
920251 RIFAMPICIN RD 0.016-256 10 MIC Tests 920451 CIPROFLOXACIN CIP 0.002-32 10 MIC Tests
92026 QUIN-DALFOPRIST QDA 0.002-32 30 MIC Tests 92046 SPIRAMYCIN SP 0.002-32 30 MIC Tests

920260 QUIN-DALFOPRIST QDA 0.002-32 100 MIC Tests 920460 SPIRAMYCIN SP 0.002-32 100 MIC Tests
920261 QUIN-DALFOPRIST QDA 0.002-32 10 MIC Tests 920461 SPIRAMYCIN SP 0.002-32 10 MIC Tests

92027 AMPIC*/SULB 2/1 AMS 0.016-256* 30 MIC Tests 92048 CLARITHROMYCIN CLR 0.016-256 30 MIC Tests
920270 AMPIC*/SULB 2/1 AMS 0.016-256* 100 MIC Tests 920480 CLARITHROMYCIN CLR 0.016-256 100 MIC Tests
920271 AMPIC*/SULB 2/1 AMS 0.016-256* 10 MIC Tests 920481 CLARITHROMYCIN CLR 0.016-256 10 MIC Tests
92028 SULBACTAM SUL 0.016-256 30 MIC Tests 92049 CEFTAROLINE CPT 0.016-256 30 MIC Test
920280 SULBACTAM SUL 0.016-256 100 MIC Tests 920490 CEFTAROLINE CPT 0.016-256 100 MIC Test
920281 SULBACTAM SUL 0.016-256 10 MIC Tests 920491 CEFTAROLINE CPT 0.016-256 10 MIC Test
92029 TEMOCILLIN TMO 0.064-1024 30 MIC Tests 92050 FOSMIDOMYCIN FOM 0.016-256 30 MIC Tests
920290 TEMOCILLIN TMO 0.064-1024 100 MIC Tests 920500 FOSMIDOMYCIN FOM 0.016-256 100 MIC Tests
920291 TEMOCILLIN TMO 0.064-1024 10 MIC Tests 920501 FOSMIDOMYCIN FOM 0.016-256 10 MIC Tests
92030 AZITHROMYCIN AZM 0.016-256 30 MIC Tests 92051 ERYTHROMYCIN E 0.016-256 30 MIC Tests
920300 AZITHROMYCIN AZM 0.016-256 100 MIC Tests 920510 ERYTHROMYCIN E 0.016-256 100 MIC Tests
920301 AZITHROMYCIN AZM 0.016-256 10 MIC Tests 920511 ERYTHROMYCIN E 0.016-256 10 MIC Tests
92031 SULFAMETOXAZOLE SMX 0.064-1024 30 MIC Tests 92052 TELAVANCIN TLV 0.002-32 30 MIC Tests
920310 SULFAMETOXAZOLE SMX 0.064-1024 100 MIC Tests 920520 TELAVANCIN TLV 0.002-32 100 MIC Tests
920311 SULFAMETOXAZOLE SMX 0.064-1024 10 MIC Tests 920521 TELAVANCIN TLV 0.002-32 10 MIC Tests
92032 MINOCYCLINE MN 0.016-256 30 MIC Tests 92053 TELAVANCIN TLV 0.016-256 30 MIC Tests
920320 MINOCYCLINE MN 0.016-256 100 MIC Tests 920530 TELAVANCIN TLV 0.016-256 100 MIC Tests
920321 MINOCYCLINE MN 0.016-256 10 MIC Tests 920531 TELAVANCIN TLV 0.016-256 10 MIC Tests
92033 AZTREONAM ATM 0.016-256 30 MIC Tests 92054 IMIPENEM IMI 0.002-32 30 MIC Tests

920330 AZTREONAM ATM 0.016-256 100 MIC Tests 920540 IMIPENEM IMI 0.002-32 100 MIC Tests

920331 AZTREONAM ATM 0.016-256 10 MIC Tests 920541 IMIPENEM IMI 0.002-32 10 MIC Tests

92034 KANAMYCIN K 0.016-256 30 MIC Tests 92056 Ceftaroline CPT 0.002-32 30 MIC Tests

920340 KANAMYCIN K 0.016-256 100 MIC Tests 920560 Ceftaroline CPT 0.002-32 100 MIC Tests

920341 KANAMYCIN K 0.016-256 10 MIC Tests 920561 Ceftaroline CPT 0.002-32 10 MIC Tests

92035 GEMIFLOXACIN GEM 0.002-32 30 MIC Tests 92057 VANCOMYCIN VA 0.016-256 30 MIC Tests
920350 GEMIFLOXACIN GEM 0.002-32 100 MIC Tests 920570 VANCOMYCIN VA 0.016-256 100 MIC Tests
920351 GEMIFLOXACIN GEM 0.002-32 10 MIC Tests 920571 VANCOMYCIN VA 0.016-256 10 MIC Tests
92036 CEFACLOR CEC 0,016-256 30 MIC Tests 92058 CEFTIBUTEN CTB 0.002-32 30 MIC Tests
920360 CEFACLOR CEC 0,016-256 100 MIC Tests 920580 CEFTIBUTEN CTB 0.002-32 100 MIC Tests
920361 CEFACLOR CEC 0,016-256 10 MIC Tests 920581 CEFTIBUTEN CTB 0.002-32 10 MIC Tests

92037 TRIMETHOPRIM TM 0.002-32 30 MIC Tests 92060 CEFIXIME CFM 0,016-256 30 MIC Tests
920370 TRIMETHOPRIM TM 0.002-32 100 MIC Tests 920600 CEFIXIME CFM 0,016-256 100 MIC Tests
920371 TRIMETHOPRIM TM 0.002-32 10 MIC Tests 920601 CEFIXIME CFM 0,016-256 10 MIC Tests

92038 MUPIROCIN MUP 0.064-1024 30 MIC Tests 92066 CEFOXITIN FOX 0.016-256 30 MIC Tests
920380 MUPIROCIN MUP 0.064-1024 100 MIC Tests 920660 CEFOXITIN FOX 0.016-256 100 MIC Tests
920381 MUPIROCIN MUP 0.064-1024 10 MIC Tests 920661 CEFOXITIN FOX 0.016-256 10 MIC Tests

92039 CEPHALOTHIN KF 0.016-256 30 MIC Tests 92072 CLINDAMYCIN CD 0.016-256 30 MIC Tests
920390 CEPHALOTHIN KF 0.016-256 100 MIC Tests 920720 CLINDAMYCIN CD 0.016-256 100 MIC Tests
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920721 CLINDAMYCIN CD 0.016-256 10 MIC Tests 921211 TOBRAMYCIN TOB 0,016-256 10 Tests
92075 CHLORAMPHENICOL C 0,016-256 30 MIC Tests 92123 TRIM*SULFAM SXT 0,002-32 30 MIC Tests
920750 CHLORAMPHENICOL C 0,016-256 100 MIC Tests 921230 TRIM*SULFAM SXT 0,002-32 100 MIC Tests
920751 CHLORAMPHENICOL C 0,016-256 10 MIC Tests 921231 TRIM*SULFAM SXT 0,002-32 10 MIC Tests
92078 FOSFOMYCIN FOS 0,016-256 30 MIC Tests 92126 CEFEPIME FEP 0.016-256 30 MIC Tests
920780 FOSFOMYCIN FOS 0,016-256 100 MIC Tests 921260 CEFEPIME FEP 0.016-256 100 MIC Tests
920781 FOSFOMYCIN FOS 0,016-256 10 MIC Tests 921261 CEFEPIME FEP 0.016-256 10 MIC Tests
92079 FOSFOMYCIN FOS 0,064-1024 30 MIC Tests 92127 CEFEPIME FEP 0.002-32 pg/ml 30 MIC Tests
920790 FOSFOMYCIN FOS 0,064-1024 100 MIC Tests 921270 CEFEPIME FEP 0.002-32 pg/ml_100 MIC Tests
920791 FOSFOMYCIN FOS 0,064-1024 10 MIC Tests 921271 CEFEPIME FEP 0.002-32 pg/ml_10 MIC Tests
92081 LEVOFLOXACIN LEV 0.002-32 30 MIC Tests 92129 CEFUROXIME CXM 0.016-256 30 MIC Tests
920810 LEVOFLOXACIN LEV 0.002-32 100 MIC Tests 921290 CEFUROXIME CXM 0.016-256 100 MIC Tests
920811 LEVOFLOXACIN LEV 0.002-32 10 MIC Tests 921291 CEFUROXIME CXM 0.016-256 10 MIC Tests
92084 MEROPENEM MRP 0.002-32 30 MIC Tests 92132 NALIDIXIC ACID NA 0,016-256 30 MIC Tests
920840 MEROPENEM MRP 0.002-32 100 MIC Tests 921320 NALIDIXIC ACID NA 0,016-256 100 MIC Tests
920841 MEROPENEM MRP 0.002-32 10 MIC Tests 921321 NALIDIXIC ACID NA 0,016-256 10 MIC Tests
92087 METRONIDAZOLE MTZ 0.016-256 30 MIC Tests 92135 LINEZOLID LNZ 0.016-256 30 MIC Tests
920870 METRONIDAZOLE MTZ 0.016-256 100 MIC Tests 921350 LINEZOLID LNZ 0.016-256_100 MIC Tests
920871 METRONIDAZOLE MTZ 0.016-256 10 MIC Tests 921351 LINEZOLID LNZ 0.016-256 10 MIC Tests
92090 MOXIFLOXACIN MXF 0,002-32 30 MIC Tests 92136 TEDIZOLID TZD 0.002-32 30 MIC Tests
920900 MOXIFLOXACIN MXF 0,002-32 100 MIC Tests 921360 TEDIZOLID TZD 0.002-32 100 MIC Tests
920901 MOXIFLOXACIN MXF 0,002-32 10 MIC Tests 921361 TEDIZOLID TZD 0.002-32 10 MIC Tests
92093 NETILMICIN NET 0.016-256 30 MIC Tests 92137 Dalbavancin DAL 0.002-32 30 MIC Tests
920930 NETILMICIN NET 0.016-256 100 MIC Tests 921370 Dalbavancin DAL 0.002-32 100 MIC Tests
920931 NETILMICIN NET 0.016-256 10 MIC Tests 921371 Dalbavancin DAL 0.002-32 10 MIC Tests
92096 NORFLOXACIN NOR 0.016-256 30 MIC Tests 92138 CEFTAZIDIME CAZ 0.016-256 30 MIC Tests
920960 NORFLOXACIN NOR 0.016-256 100 MIC Tests 921380 CEFTAZIDIME CAZ 0.016-256 100 MIC Tests
920961 NORFLOXACIN NOR 0.016-256 10 MIC Tests 921381 CEFTAZIDIME CAZ 0.016-256 10 MIC Tests
92099 OFLOXACIN OFX 0.002-32 30 MIC Tests 92140 Ceftobiprole BPR 0.002-32 mg/L 30 MIC Tests
920990 OFLOXACIN OFX 0.002-32 100 MIC Tests 921400 Ceftobiprole BPR 0.002-32_mg/L 100 MIC Tests
920991 OFLOXACIN OFX 0.002-32_10 MIC Tests 921401 Ceftobiprole BPR 0.002-32 mg/L 10 MIC Tests
92102 PENICILLIN G P 0.016-256 30 MIC Tests 92141 COLISTIN CS 0.016-256 30 MIC Tests
921020 PENICILLIN G P 0.016-256 100 MIC Tests 921410 COLISTIN CS 0.016-256 100 MIC Tests
921021 PENICILLIN G P 0.016-256 10 MIC Tests 921411 COLISTIN CS 0.016-256 10 MIC Tests
92103 PENICILLIN G P 0.002-32 30 MIC Tests 92142 COLISTIN CS 0.064-1024 30 MIC Tests
921030 PENICILLIN G P 0.002-32 100 MIC Tests 921420 COLISTIN CS 0.064-1024 100 MIC Tests
921031 PENICILLIN G P 0.002-32 10 MIC Tests 921421 COLISTIN CS 0.064-1024 10 MIC Tests
92105 PIPERACILLIN PIP 0.016-256 30 MIC Tests 92144 TIGECYCLIN TGC 0.016-256 30 MIC Tests
921050 PIPERACILLIN PIP 0.016-256 100 MIC Tests 921440 TIGECYCLIN TGC 0.016-256 100 MIC Tests
921051 PIPERACILLIN PIP 0.016-256 10 MIC Tests 921441 TIGECYCLIN TGC 0.016-256 10 MIC Tests
92108 PIPERAC*TAZOB TZP 0.016-256* 30 MIC Tests 92145 DAPTOMYCIN DAP 0.016-256 30 MIC Tests
921080 PIPERAC*TAZOB TZP 0.016-256* 100 MIC Tests 921450 DAPTOMYCIN DAP 0.016-256 100 MIC Tests
921081 PIPERAC*TAZOB TZP 0.016-256* 10 MIC Tests 921451 DAPTOMYCIN DAP 0.016-256 10 MIC Tests
o Ear

92111 STREPTOMYCIN S 0.064-1024 30 Tests 02146 ggmgzﬁgststaz"bamam CfT 0.016-256* mg/L
921110 STREPTOMYCIN S 0.064-1024 100 MIC Tests Ceftolozane*tazobactam C/T 0.016-256* mg/L
921111 STREPTOMYCIN S 0.064-1024 10 MIC Tests 921460 100 MIC Tests

- Ceftolozane*-tazobactam C/T 0.016-256* mg/L
92112 Streptomycin S 0.016-256 mg/L 30 Tests 921461 10 MIC Tests
921120 Streptomycin S 0.016-256 mg/L 100 MIC Tests 92147 FLUCONAZOLE FLU 0.016-256 30 MIC Tests
921121 Streptomycin S 0.016-256 mg/L 10 MIC Tests 921470 FLUCONAZOLE FLU 0.016-256 100 MIC Tests
92114 TETRACYCLINE TE 0.016-25 30 MIC Tests 921471 FLUCONAZOLE FLU 0.016-256 10 MIC Tests
921140 TETRACYCLINE TE 0.016-25 100 MIC Tests 02148 ITRACONAZOLE ITC 0.002-32 30 MIC Tests
921141 TETRACYCLINE TE 0.016-25 10 MIC Tests 921480 ITRACONAZOLE ITC 0.002-32 100 MIC Tests
92117 TICARC*/CLAV TTC 0,016-256" 30MICTests 921481 ITRACONAZOLE ITC 0.002-32 10 MIC Tests
921170 TICARC*CLAV TTC 0,016-256* 100 MIC Test 92149 FLUCYTOSIN FC 0.002-32 30 MIC Tests
921171 TICARC*CLAV TTC 0,016-256* 10 MIC Test 921490 FLUCYTOSIN FC 0.002-32 100 MIC Tests
92120 TOBRAMYCIN TOB 0,064-1024 30 MIC Tests 021491 FLUCYTOSIN FC 0.002-32 10 MIC Tests
921200 TOBRAMYCIN TOB 0,064-1024 100 MIC Tests 92150 VORICONAZOLE VO 0.002-32 30 MIC Tests
921201 TOBRAMYCIN TOB 0,064-1024 10 MIC Tests 921500 VORICONAZOLE VO 0.002-32 100 MIC Tests
92121 TOBRAMYCIN TOB 0,016-256 30 Tests 921501 VORICONAZOLE VO 0.002-32 10 MIC Tests
921210 TOBRAMYCIN TOB 0,016-256 100 Tests 92151 KETOCONAZOLE KE 0.002-32 30 MIC Tests
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921510 KETOCONAZOLE KE 0.002-32 100 _MIC Tests 92170 ETHAMBUTOL EB 0.016-256 30 MIC Tests
921511 KETOCONAZOLE KE 0.002-32 10 _MIC Tests 921700 ETHAMBUTOL EB 0.016-256 100 MIC Tests
92152 POSACONAZOLE POS 0,002-32 30 MIC Tests 921701 ETHAMBUTOL EB 0.016-256 10 MIC Tests
921520 POSACONAZOLE POS 0,002-32 100 MIC Tests 92171 ISONIAZIDE 1Z 0.016-256 30 MIC Tests
921521 POSACONAZOLE POS 0,002-32 10 MIC Tests 921710 ISONIAZIDE 1Z 0.016-256 100 MIC Tests
92153 AMPHOTERICIN B AMB 0,002-32 30 MIC Tests 921711 ISONIAZIDE 1Z 0.016-256 10 MIC Tests
921530 AMPHOTERICIN B AMB 0,002-32 100 MIC Tests 92172 ETHIONAMIDE ET 0.016-256 30 MIC Tests
921531 AMPHOTERICIN B AMB 0,002-32 10 MIC Tests 921720 ETHIONAMIDE ET 0.016-256 100 MIC Tests
92154 CASPOFUNGIN CAS 0,002-32 30 MIC Tests 921721 ETHIONAMIDE ET 0.016-256 10 MIC Tests
921540 CASPOFUNGIN CAS 0,002-32 100 MIC Tests 92173 AZTREONAM ATM 0.064-1024 30 MIC Tests
921541 CASPOFUNGIN CAS 0,002-32 10 MIC Tests 921730 AZTREONAM ATM 0.064-1024 100 MIC Tests
92155 ANIDULAFUNGIN AND 0.002-32 30 MIC Tests 921731 AZTREONAM ATM 0.064-1024 10 MIC Tests
921550 ANIDULAFUNGIN AND 0.002-32 100 MIC Tests 92174 CEFAZOLIN KZ 0.016-256 30 MIC Tests
921551 ANIDULAFUNGIN AND 0.002-32 10 MIC Tests 921740 CEFAZOLIN KZ 0.016-256 100 MIC Tests
92156 DOXYCYCLINE DXT 0,016-256 30 MIC Tests 921741 CEFAZOLIN KZ 0.016-256 10 MIC Tests
921560 DOXYCYCLINE DXT 0,016-256 100 MIC Tests 92180 AMOX*/CLAV 2 pg/mL AMC 0.016-256* 30 MIC Tests
921561 DOXYCYCLINE DXT 0,016-256 10 MIC Tests 921800 AMOX*/CLAV 2 ug/mL AMC 0.016-256* 100 MIC Tests
92157 ERTAPENEM ETP 0,002-32 30 MIC Tests 921801 AMOX*/CLAV 2 pg/mL AMC 0.016-256* 10 MIC Tests
921570 ERTAPENEM ETP 0,002-32 100 MIC Tests 92181 AMPIC*/SULB 4 pg/mL SAM 0.016-256* 30 MIC Tests
921571 ERTAPENEM ETP 0,002-32 10 MIC Tests 921810 AMPIC*SULB 4 pg/mLSAM 0.016-256* 100 MIC Tests
92159 CEFTAZ/CEFTAZ+CLAV. CAZ/CAL MIC 30 Tests 921811 AMPIC*/SULB 4 pg/mL SAM 0.016-256* 10 MIC Tests
921590 CEFTAZ/CEFTAZ+CLAV. CAZ/CAL MIC 100 Tests 92182 MICAFUNGIN MYC 0,002-32 30 MIC Tests
921591 CEFTAZ/CEFTAZ+CLAV. CAZ/CAL MIC 10 Tests 921820 MICAFUNGIN MYC 0,002-32 100 MIC Tests
92160 CEFOT./CEFOT.+ CLAV. CTX/CTL 30 MIC Tests 921821 MICAFUNGIN MYC 0,002-32 10 MIC Tests
921600 CEFOT./CEFOT.+ CLAV. CTX/CTL 100 MIC Tests 92183 Ticarcillin TC 0.016-256 mg/L 30 MIC Tests
921601 CEFOT./CEFOT.+ CLAV. CTX/CTL 10 MIC Tests 921830 Ticarcillin TC 0.016-256 mg/L 100 MIC Tests
92161 CEFEP./CEFEP.+CLAV. FEP/FEL 30 MIC Tests 921831 Ticarcillin TC 0.016-256 mg/L 10 MIC Tests
921610 CEFEP./CEFEP.+CLAV. FEP/FEL 100 MIC Tests 92184 Isavuconazole IVU 0.002-32 mg/L 30 MIC Tests
921611 CEFEP./CEFEP.+CLAV. FEP/FEL 10 MIC Tests 921840 Isavuconazole IVU 0.002-32 mg/L 100 MIC Tests
92162 IMIPEN./IMIP.+ EDTA IMI/IMD 30 MIC Tests 921841 Isavuconazole IVU 0.002-32 mg/L 10 MIC Tests
921620 IMIPEN./IMIP.+ EDTA IMI/IMD 100 MIC Tests 92200 Tiamulin TIA 0.002-32 30 MIC Tests
921621 IMIPEN./IMIP.+ EDTA IMI/IMD 10 MIC Tests 922000 Tiamulin TIA 0.002-32 100 MIC Tests
92163 VANCOM/TEICOPLANINA VA/TEC 30 MIC Tests 922001 Tiamulin TIA 0.002-32 10 MIC Tests
921630 VANCOM/TEICOPLANINA VA/TEC 100 MIC Tests 92201 TILMICOSIN TIL 0.002-32 30 MIC Tests
921631 VANCOM/TEICOPLANINA VA/TEC 10 MIC Tests 922010 TILMICOSIN TIL 0.002-32 100 MIC Tests
02164 ?:;ST/CEFOT*C'-OX CTTICXT0,5-32/0,5-32 30 MIC 922011 | TILMICOSIN TIL 0.002-32 10 MIC Tests
CEFOT/CEFOT+CLOX CTT/CXT 0,5-32/0,5-32 100 MIC 93001 EASY RID h-lgG
921640 Tests 93002 EASY RID h-IgA
CEFOT/CEFOT+CLOX CTT/CXT 0,5-32/0,5-32 10 MIC
921641 Tests 93003 EASY RID h-lgM
MEROPENEM/MEROPENEM + EDTA MRP/MRD 0.125- 93004 EASY RID h-C3c
P 32’33125?3)@%%5?& + EDTA MRP/MRD 0.125- 93005 EASY RID h-C4
921650 8/0.032-2 pg/ml 100 MIC Tests 93006 EASY RID h-Transferrin
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 30 MIC 93008 EASY RID h-Apolipoprotein A1
92166 Tests 93009 EASY RID h-Apolipoprotein B
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 100 MIC — -
921660 Tests 93010 EASY RID h-Alfa 1 Acid Glicoprotein
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 10 MIC 93011 EASY RID h-Fibrinogen
P20 I/leEsltaSOPENEM TMEROPENEM + PHENYLBORONIC 93012 EASY RID h-Antitrombin Il
92167 ACID MRP/MBO 0.125-8/0.032-2 30 MIC Tests 93013 EASY RID h-Ig Light Chain K
MEROPENEM / MEROPENEM + PHENYLBORONIC 93015 Anti h-alfa 1 Antitrypsin
921671 ACID MRP/MBO 0.125-8/0.032-2 10 MIC Tests 93016 Anti h-Ceruloplasmin
ERTAPENEM / ERTAPENEM + PHENYLBORONIC - -
92168 ACID ETP/EBO_0.125-8/0.032-2 30 MIC Tests 93018 Anti h-Haptoglobin
ERTAPENEM / ERTAPENEM + PHENYLBORONIC 93104 Multiplate h-IgG/IgA/igM
921681 ACID ETP/EBO_0.125-8/0.032-2 10 MIC Tests 93110 MULTIPLATE h-Apo Al/Apo B
02169 gigﬁf?gg*aox’*@u'” ETP/ECX 0.125-8/0.032- 93115 MULTIPLATE h-Kappa Chain/Lambda Chain
ERTAP/ERTAP+CLOXACILLIN ETP/ECX 0.125-8/0.032- 93201 BENCE JONES TEST
921690 2 100 MIC Tests 940010 RID CONTROL SERUM
ERTAP/ERTAP+CLOXACILLIN ETP/ECX 0.125-8/0.032- -
921691 2 10 MIC Tests 9501 OPTOCHINE OPT 100 Discs
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9502 Bacitracin Test 100 Discs 96021 SALMONELLA PARATYPHI C TOTALE 20 ml
9503 X FACTOR TEST 100 Discs 96022 BRUCELLA MELITENSIS 20 ml

9504 V FACTOR TEST 100 Discs 96023 BRUCELLA SUIS 20 ml

9505 V+X FACTOR TEST 100 Discs 96031 SALMONELLA TYPHI H SLIDE 5 ml

9508 METRONIDAZOLE TEST 100 Discs 96032 SALMONELLA TYPHI O SLIDE 5 ml

9511 SULPHONAMIDE TEST 100 Discs 96033 SALMONELLA TYPHI TOTALE 5 mi SLIDE
95200 ANAEROBES 96034 SALMONELLA PARATYPHI AH SLIDE 5 ml
95210 ENTEROCOCCI 96035 SALMONELLA PARATYPHI AO 5 ml SLIDE
95220 ENTEROBACTERIA 1 96036 SALMONELLA PARATYPHI A TOTALE 5ml SLIDE
95230 ENTEROBACTERIA URINE 96037 SALMONELLA PARATYPHI BH 5 ml SLIDE
95240 ENTEROBACTERIA 2 96038 SALMONELLA PARATYPHI BO 5 ml SLIDE
95250 PSEUDOMONAS 96039 SALMONELLA PARATYPHI B TOTALE 5ml SLIDE
95260 STAPH 96040 SALMONELLA PARATYPHI CH 5 ml SLIDE
95270 ACINETOBACTER 96041 SALMONELLA PARATYPHI CO 5 ml SLIDE
95280 YEASTS 96042 SALMONELLA PARATYPHI C TOTALE 5 ml SLIDE
95290 Strepto 96043 BRUCELLA TOTALE SLIDE 5ml SLIDE
95380 ENTEROBACTERIA 96044 BRUCELLA ABORTUS 5 mi SLIDE

95390 PSEUDOMONAS ACINETOBACTER 96045 BRUCELLA MELITENSIS __ SLIDE 5 ml

95400 ENTEROCOCCI 96046 BRUCELLA BENGAL ROSE _ SLIDE 5 ml
95410 ANAEROBES 96047 PROTEUS OX2 5 ml SLIDE

95420 STAPH/STREP 96048 PROTEUS OX19 5 ml SLIDE

95430 ENTEROBACTERIA URINE 96049 PROTEUS OXK 5 ml SLIDE

95440 EQ&E'EE’BACTER'A FROM URINE AND OTHER 96093 CONTROLLO NEGATIVO/NEGATIVE CONTROL 0.5ml
45500 VEASTS 96096 POSITIVE CONTROL FOR SALMONELLA 0.5m
p— T HAEMOPHILUS 96097 POSITIVE CONTROL FOR PROTEUS 0.5ml
oo60 URINS 96098 POSITIVE CONTROL FOR BRUCELLA 0.5ml
9563 MICE 96142 Legionella Latex Kit

ooea KGL | (Gram + ve) L x 100 Tost 96143 CAMPYLOBACTER LATEX KIT

o KGL Il (Gram - ve) 1 x 100 Test 96144 CLOSTRIDIUM DIFFICILE LATEX KIT

o566 oL 11 100 Tost 96148 SHIGELLA ANTISERUM

- MULTODISG A 96150 E. COLI 0157 LATEX KIT

o568 ULTODISG B 96151 SALMONELLA LATEX KIT

o560 MULTODISG G 96153 STREPTO B LATEX KIT

70 MULTODISC D 96154 STREPTO A LATEX KIT

9571 MULTODISC A (100 Pz) (Tender106/2003) 96155 BENCE JONES LATEX TEST

9573 MULTODISC C (100 Pz) (Tender106/2003) 96316 Clostridium difficile GDH Card

9574 MULTODISC D (100 Pz) (Tender106/2003) 96317 Clostridium Difficile Toxin A+B Card

9575 URINE RING (Tender238/2006) 96318 Glardia Card

9576 PSEUDOMONAS RING (Tender238/2006) 96319 Listeria Monocytogenes Card

9577 GRAM NEGATIVE RING (Tender238/2006) 96320 Salmonella Ag Card

9578 GRAM POSITIVE RING (Tender238/2006) 96321 0157 E.coli Card

96001 CALVONELLA TYPHI T 20 ml 96401 ONE STEP AMP DRMG SCREEN 20 CARDS
96002 SALMONELLATYPHIO 20 ml 96404 ONE STEP COC DRMG SCREEN
e T T —
96004 SALMONELLA PARATYPHI AO 20 ml ONE STEP BRUPRENORPHINE DRMG SCREEN 20
96005 SALMONELLA PARATYPHI BH 20 ml 96411 CARDS

96006 SALMONELLA PARATYPHI BO 20 ml 96415/20 | FECAL OCCULT BLOOD CARD

96007 BRUCELLA TOTALE 20 ml 96418 STREPTO A CARD 30 CARDS

96008 BRUCELLA ABORTUS 20 ml 96441 Gonorrea Ag Card

96009 SALMONELLA TYPHI TOTALE 20ml_CE 96442 Gardnerella Vaginalis Card

96010 SALMONELLA PARATYPHI A TOTALE 20 ml 96443 Trichomonas Vaginalis Card

96011 PROTEUS OX2 20 ml 96444 B.J. Free Kappa/Lambda Dipstick

96012 PROTEUS OXK 20 ml 96455 H.PYLORI CARD 20 CARD

96013 PROTEUS OX19 20 ml 96460 HCG URINE/SERUM CARD 50 CARD
96015 FEBRILE MULTITEST KIT 96461 HCG URINE/SERUM CARD 100 CARD
96016 STREP-CHECK KIT 96462 MICROALBUMIN CARD URINE _ 20 Cards
96017 STAPH LATEX KIT 96465 AFP -ALFA FETO CARD 20 CARDS

96018 SALMONELLA PARATYPHI B TOTALE 20 m 96468 TUBERCOLOSI CARD 20 CARDS

96019 SALMONELLA PARATYPHI CH 20 ml 96480 IgE TOTAL CARD

96020 SALMONELLA PARATYPHI CO 20 m 96485 CEA CARD 20 Cards
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96487 MYOGLOBIN 97800 ROTASTICK ONE STEP KIT 20 Tests

96488 TROPONIN 20 CARDS 97801 RSV STICK ONE STEP 20 Tests

96490 FERRITIN CARD 97802 ROTA/ADENO COMBI STICK ONE STEP 20 Tests
96495 SIFILIDE CARD 20 CARDS 97803 H.PYLORI FECAL Ag ONE STEP 20 Tests

96498 IM MONONUCLEOSIS INFECTION 20 CARDS 97805 STREP B STICK ONE STEP ASSAY 20 Tests
96590 URINE STRIP 97807 ADENOSTICK ONE STEP ASSAY 20 Tests

96900 GIOTTO READER 9999 Blank Discs

96909 BIOMIC V3 99003 KPC&MBL disc kit (acc. to EUCAST)

96914 BIOMIC V3 AST 99004 ESBL disc kit (acc. to EUCAST)

96915 BIOMIC V3 ID 99005 ESBL disc kit (acc. to CLSI)

96916 BIOMIC V3 CC 99006 ESBL (Chromos. Ind. AmpC) disc kit (acc. to EUCAST)
96919 AST Software 99007 KPC&MBL&OXA-48 disc kit (acc. to EUCAST)
96931 ID Software 99008 ESBL+AmpC screen disc kit

96932 CC Software 99009 AmpC disc kit

96933 Micropiastre 96 pozzetti Software

Direttore Tecnico/ Technical Director

Dr.Silvio Brocco
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CERTIFICATO

Nr. 50 100 11497 Rev.005

SI ATTESTA CHE / THIS IS TO CERTIFY THAT

IL SISTEMA DI GESTIONE PER LA QUALITA DI
THE QUALITY MANAGEMENT SYSTEM OF

LIOFILCHEM S.r.l.

SEDE LEGALE:
REGISTERED OFFICE:

VIA SCOZIA - ZONA INDUSTRIALE
IT - 64026 ROSETO DEGLI ABRUZZI (TE)

SEDI OPERATIVE: VEDI ALLEGATO 1 / OPERATIONAL SITES: SEE ANNEX 1

E CONFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI EN ISO 9001:2015

QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE OF APPLICATION

Progettazione e sviluppo, produzione e vendita di dispositivi medico
diagnosticl in-vitro: terreni di coltura per microbiologia, sistemi di
Identificazione e antibiogramma, strip per determinazione della Minima
Concentrazione Inibente, dischettl antibioticl, kit per la determinazione
di plasmaproteine. Distribuzione di altri dispositivi medico diagnhostici
IN-VItro (IAF 12, 29)
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Design and development, production and sales of in-vitro diagnostic
medical devices: culture media for microbiology, identification and
susceptibility testing systems, Minimum Inhibitory Concentration test
strips, antibiotic discs, kits for plasma protein determination.
Distribution of other in-vitro diagnostic medical devices

(IAF 12, 29)
Per 'Organismo di Certificazione Validita /Validity
For th.? Certification Body ..........................................................................................
ACC RE D IA TUV Italia S.r.l. Dal / From: 2022-02-11
LENTE ITALIANO DI ACCREDITAMENTO y ’ Al / To: 2025-02-10
SGQ N° 049A
I\E/I:n?:rlzo dcleLg:?ccordi di Mutuo Riconoscimento [ .' Data emiSSiOne /
Signatory of EA, IAF and ILAC Mutval 2.eumr o e O — Issuing Date
Recognition Agreements FranceSCO Scarlata
Direttore Divisione Business Assurance 2022-01-26

Business Assurance Division Manager

PRIMA CERTIFICAZIONE/ FIRST CERTIFICATION: 2012-09-25

DATA DI SCADENZA DELL'ULTIMO CICLO DI CERTIFICAZIONE 2022-02-10
EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE: 2022-02-10

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”
“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

TOV ltalia ® Gruppo TOV SUD e Via Carducci 125, Pal. 23 o 20099 Sesto San Giovanni (M) » ltalia ® www.tuvsud.com/it  TUV®

ZERTIFIKAT € CERTIFICATE @
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ALLEGATO 1 AL CERTIFICATO NR 50 100 11497 Rev.005
ANNEX 1 TO CERTIFICATE NO 50 100 11497 Rev.005
paginaldil/pagelofl

IL CERTIFICATO NR 50 100 11497 Rev.005 COPRE ANCHE LE SEGUENTI SEDI OPERATIVE:
THE CERTIFICATE N 50 100 11497 Rev.005 COVERS ALSO THE FOLLOWING OFFICES:

LIOFILCHEM S.r.l.

VIA SCOZIA - ZONA INDUSTRIALE IT - 64026 ROSETO DEGLI ABRUZZI (TE)

Progettazione e sviluppo, produzione e commercializzazione di dispositivi medico
diagnostici In-vitro: terreni di coltura per batteriologia, sistemi di identificazione e
antibiogramma, kit per la determinazione di plasmaproteine

Production and sales of in-vitro diagnostic medical devices: dehydrated and
ready-to-use culture media for microbiology

VIA URUGUAY IT - 64026 ROSETO DEGLI ABRUZZI (TE)

Progettazione e sviluppo, produzione e vendita di dispositivi medico diagnosticl Iin-
vitro: terreni di coltura pronti per microbiologia, reagenti e supplementi, sistemi d
identificazione e antibiogramma, strip per determinazione della Minima
Concentrazione Inibente, dischetti antibioticl, kit per la determinazione di
plasmaproteine. Distribuzione di altri dispositivi medico diagnostici in-Vitro.
Progettazione e sviluppo e commercializzazione di terreni di coltura disidratati per
microbiologia
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Design and development, production and sales of in-vitro: diagnostic medical
devices: ready-to-use culture media for microbiology, reagents and supplements,
microbial identification and antimicrobial susceptibility testing systems, Minimum
Inhibitory Concentration test strips, antibiotic discs, plasma protein determination
kits. Distribution of other in-vitro diagnostic medical devices. Designh and
development and distribution of dehydrated culture media for microbiology

Per I'Organismo di Certificazione Validita /Validity
For the Certification Body ..........................................................................................
ACC RE D IA TUV ltalia S.r.l. Dal / From: 2022-02-11
LENTE ITALIANO DI ACCREDITAMENTO y , Al/ To: 2025-02-10
SGQ N° 049A
I\EA:rTer:cn d(lagligccordi di Mutuo Riconoscimento | Data emiSSione /
Snatoryof A W and Al ] 2. cvpr o §a __________________________________________________________________________ Issuing Date
Recognition Agreements FranceSCO Scarlata

Direttore Divisione Business Assurance 2022-01-26
Business Assurance Division Manager

PRIMA CERTIFICAZIONE/ FIRST CERTIFICATION: 2012-09-25

DATA DI SCADENZA DELL'ULTIMO CICLO DI CERTIFICAZIONE 2022-02-10
EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE: 2022-02-10

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”
“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

ZERTIFIKAT € CERTIFICATE @

TOV ltalia ® Gruppo TOV SUD e Via Carducci 125, Pal. 23 o 20099 Sesto San Giovanni (M) » ltalia ® www.tuvsud.com/it  TUV®
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ZERTIFIKAT & CERTIFICATE

(( DAKKS @
Akkreditierungsstelle F I

Deutsche
D-ZM-11321-01-00

Certificate

No. Q5 071067 0006 Rev. 02

Product Service

Holder of Certificate: Liofilchem S.r.l.

Via Scozia
64026 Roseto degli Abruzzi (TE)
ITALY

Certification Mark:

. ENiSO 1345 0

tuvsud.com/ps-cert

Scope of Certificate: Design and development, production and sales of in-
vitro diagnostic medical devices: culture media for
microbiology, identification and susceptibility testing
systems, Minimum Inhibitory Concentration test strips,
antibiotic discs, kits for plasma protein determination.
Distribution of other in-vitro diagnostic medical
devices.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 071067 0006 Rev. 02

Report No.: ITA 1775694
Valid from: 2021-12-19
Valid until: 2024-12-18

c@s'(—\/

Date, 2021-12-10 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 071067 0006 Rev. 02

e,

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Liofilchem S.r.I.
Via Scozia, 64026 Roseto degli Abruzzi (TE), ITALY

Production and sales of in-vitro diagnostic medical devices:
dehydrated and ready-to-use culture media for microbiology.

Liofilchem S.r.1.
Via Uruguay, 64026 Roseto degli Abruzzi (TE), ITALY

Design and development, production and sales of in-
vitro:diagnostic medical devices: ready-to-use culture media for
microbiology, reagents and supplements, microbial identification
and antimicrobial susceptibility testing systems, Minimum Inhibitory
Concentration test strips, antibiotic discs, plasma protein
determination kits. Distribution of other in-vitro diagnostic medical
devices. Design and development and distribution of dehydrated
culture media for microbiology.

o)
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CERTIFICACION
N®"39/C-8G055

_3' MINISTERIO agencia ¢
"» DESANIDAD 1

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado niimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485: 2018
(EN 1SO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad — Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa
to the company

Dia.Pro Diagnostic Bioprobes S.r.l.
Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseiio, desarrollo y produccién de reactivos y productos reactivos, calibradores y materiales de control para
inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia molecular.

Disefio, desarrollo, produccién y servicio técnico de instrumentos y software para diagnéstico in vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials for
immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software for “in vitro”
diagnostic.

Modificaciones de alcance/ Scope modifications:: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 25-02-2021 Hasta/To: 18-11-2023
Certificacion inicial/ /nitial certification date: 27-11-2013

Renovaciones / Renewal of certification dates: 8-03-2019; 25-02-2021

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 4TEYRF78EE
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ANEXO I / ANNEX |
CERTIFICADO UNE-EN ISO 13485: 2018/ UNE-EN ISO 13485: 2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificacién/ Modification description

18-12-2018 Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del ambito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019 Ampliacion del ambito tecnoldgico para incluir:

Inmunoquimica y microbiologia

Instrumentos y software para diagnédstico “in vitro”.
Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencija e

. Sparnol
’ rr:edlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 4ATEYRF78EE
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003 12 0393 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre” / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompariado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: GJEC8290C8
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003 12 0393 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagndstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo Il / List A, Annex Il

Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis D, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis D infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: 1\VD 0203]

HDV Ab ELISA cualitativo / ELISA qualitative
- DAB.CE (96 tests)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: GJEC8290C8
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89
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Certificate

S ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1614112-1

KABE-Labortechnik GmbH
Jagerhofstr. 17

51588 NUumbrecht
Germany

Design and development, production and distribution of in vitro diagnostic
devices and consumption materials for sample withdrawal, preparation and
storage as well as single-use medical devices

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:
Issue date:

((fDAk%(St :

Akkreditierungsstelle
D-ZM-14169-01-02

1092786-40
2021-10-25
2024-10-15
2021-10-25

i TOVRheintand
~—/'/ ) Dipl-Ing. F. Schwingen
Rheinland LGA Products GmbH
falle 2 - 90431 Nurnberg - Germany

112




Cert|f| cate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1614112-1
Organization: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 NUmbrecht
Germany

The scope of certification also covers the following:

No. Facility Scope

/01 c/o KABE-Labortechnik GmbH Design and development, production and
Jagerhofstr. 17 distribution of in vitro diagnostic devices and
51588 Numbrecht consumption materials for sample
Germany withdrawal, preparation and storage as well

as single-use medical devices

/02 c/o KABE-Labortechnik GmbH Warehouse
Werner-von-Siemens-Str. 1
51674 Wiehl
Germany

Report No.: 1092786-40
Effective date: 2021-10-25
Expiry date: 2024-10-15
Issue date: 2021-10-25 A
Dipl.-Ing. F. Schwingen
7 ¥heinland LGA Products GmbH
(( DAKKS e 2 ' 90431 Nurnberg - Germany

( Deutsche
Akkreditierungsstelle
D-ZM-14168-01-02 2/2




EC Certificate TOVRheinland
Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60150763 0001
Report No.: 21234760 013

Manufacturer: KABE LABORTECHNIK GmbH
Jéagerhofstr, 17
51588 Niimbrecht
Deutschland

Products: - Cannulas for blood collection
- MBU Capillaries
{see attachment for details}

Replaces certificate, Registration No,: HD 60105393 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il. excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

Effective Date: 2020-10-07

Date: 2020-10-07

TUV Rheinland LGA Products GmbH - Tillystrate 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

Wkt debE @ LW TUTW ens TUY 3 e egalersd bade varks. Lnhecn J01d aRpicatar resu 18s s apaeoval.




Iy ®
TUVRheinland

TUV Rheinland e
LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

Attachment to

Certificate

Registration No.: HD 60150763 0001

Report No.: 21234760 013
Manufacturer: KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51688 Nimbrecht
Deutschland

Products included:

- Cannulag for blood collection

For the following devices the scope covers only
the aspects of the manufacture concerned with
the securing and maintaining sterile conditions:

- MBU Capillaries

Notified Body

Date: 2020-10-07 D‘f V y

. K. Kluge
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Certificate of Registration

AO Vector-Best

3, Pasechnaya str., Novosibirsk, 630117, Russian Federation

in recognition of the organization's Quality Management System which complies with

ISO 13485:2016

The scope of activities covered by this certificate is defined below

Design, Development, and Production of In Vitro Diagnostic Medical Devices

(ELISA, PCR)
~ certificate Number 209535/A/0003/UK/En 33,
H“mﬁmm the: mm\%@n hmﬁm\ﬁi"" R e T s s Enj refers to g chent

Date of Issue of Certification Issue

Cycle Nurnber Certificate Expiry Date Certification Cycle
| 050ctober2022 1 040ctober2025 1
Revision Date Rtsiom Original Certificate Issue Date Scheme Number
Number
~ 060ctober2022 1 050ctober2022 n/a

For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/ logos-and-regulations

«

Issued by é_}; On behalf of the Schemes Manager

UKAS
MANAGEMENT
SYSTEMS

0043

1 theea is any doubl a8 1o the suthentichy of this certilicate, plesse do not hesitate o cantact the Head Office of the Group an InfofDurs-cesilication com.

RS Is @ memiber of United Registrar of Systems (Heldings) Lid, United House, 4 Hintan Road, Boumemouth, BHL 2EE, UK Company Registration no, 5258466 1
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