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Knunuuecxan 105173, Mockea, yn. 3anagHasi,
Guoxumusn Aa. 2, ctp. 1, 000 «Arat-Mep».
Ten.: (495) 777-41-92.
Za m ®dakc: (495) 741-25-19.
www.agat.ru agat@agat.ru

OKPACKA 110 TPAMY 100
(DYKCHH)

MHCTPYKUUSA
no npumeHeHuio Habopa peareHTOB
QNS OKpPacKM MMKpoOOpraHuamoB no metopy pam
(c chykcuHoMm)

HA3HAYEHUE

Habop peareHTOB npepHasHa4eH AN BbISBNEHUA MUKPOOPraHM3MoB B Maskax
KPOBM, MOYMU, MOKPOTE WM OPYrux OGUOMOrMYECKMX >KUOKOCTSAX, ANgepeHumnansHon
OKpacku W BbISIBMEHUS MPUHAANEXHOCTN 6GaKTepuid K rpammofnoXuTenbHbIM UK K
rpamoTpuuatenbHbiM rpynnam. Habop MOXeT MPUMEHSITbCA B KIMUHUKO-AUArHocTu-
YecKUX M BUOXMMUYECKMX nabopatopusix, a TaK Xe B Hay4HO-UCCNEeRoBaTenbCKOn
npakTuke.

Habop peareHToB paccumTaH Ha npoeegeHve 100 onpepeneHwin nNpu pacxofe
no 1,0 mn paboyero pactesopa KpacwuTenei Ha oguH aHanu3. lNpouegypa okpaluu-
BaHUs MaskoB He npesbiwaer 10 MUHYT.

NPAHUMN METOOA

MpokapuoTyeckme MUKPOOPraHW3Mbl PasnuyalTcsl XMMUYECKUM cocTaBa Kre-
TOYHOW CTEHKM. MWKpOOpraHWambl, CTEHKU KOTOPLIX CMOCOGHLIE YAEepXWUBaTb KOM-
nnekc Kpacutenei TpUEHWTMETAHOBOIO psifa C WOOOM Mpu obBecLBeYMBaHUM ©
OKpawuBaTbCsi MPU 3TOM B TEMHbI/i CUHE-(PUONETOBLIN LIBET, HA3bLIBAKOTCS rpammno-
NOXWTENbHBIMU.  MUKpOOpraHuaMbl, KOTOpble TEpSOT Mpu oBecLBeYMBaHUM 3TOT
KOMMNEKC, Ha3blBAlOTCA rpaMoTpULATeNbHbIMU U OOMOMHUTENBHO OKpaLMBAloTCS B
KpacHbIl 1N PO30BO-KPACHbI LIBET PacTBOPOM (hyKCUHA.

COCTAB HABOPA
1. PactBop reHumaHa cmonetoBoro (deHon — 10 r/n, KpuctanIm4eckun cuo-
netoeblAi — 10 r/n, cnmpT atunosbin — 10%), 100 mn — 1 dnakoH.
2. PactBop Jlworons (on — 3,3 r /n, kanun nogmucteln — 6,7 r/m), 100 mn — 1
¢hnakoH.
3. PactBop thykcuHa Lvnsa (dpeHon — 50 r/n, ocHoBHOW diykcuH — 10 r/n, cnvpT
aTunosbin 10%), 10 mn — 1 dnakoH.

MEPbI NMPEOOCTOPOXHOCTHU
PactBop reHuuaHa ¢uonetoBoro u pacteopa ¢ykcuHa no Llunio copepxat B
CBOEM cocTaBe efikoe BellecTBa — cheHon. Pacteop Jlioronsi cogepxut pasgpaxa-



lowee BewecTBo — Kod. B cnydae nmonapaHus aTMX pacTBOpPOB Ha KOXY W (Mnwn)
CNU3NCTbIe HEOHXOOAMMO Cpasdy Xe MPOMbITb MOPaXEHHOE MeCTO 6OnbKMM Konude-
cTBOM Bofbl. [MMNeTnpoBaHNe per OS KaTeropuvyecky 3anpeLiaeTcs.

Mpu pabote c 6uonorndyeckum maTepuanom 4ernoseka Heobxogumo cobniofaTb
npasuna TexHWKM 6e30MacHOCTM MpuHATbIE B 6GakTepuonornydeckon naboparopuu,
T.K. Nobble uccnegyemble o6pasubl 6MONOrMYEecKoro MaTtepuana crnefyetr paccmar-
pvBaTb KakK MOTEHUMAaNbHO MH(UUMPOBAHHLIE.

OBOPYAOBAHUE 1 OONOJNMHUTENDbHbLIE PEACEHTDI:
— CMUpPTOBKA WNW ras3oBas ropernka;
— CEKYHOOMEp WU MecoYHble Yachkl;
— BOfAa AMCTUNNMPOBAaHHas;
— CNUPT 3TUNoBbIN 96% WM aueToH-cnupToBas cmecb 1:1;
— nepyaTku PEe3uHOBLIE UMM MNAaCTUKOBLIE.

AHANMN3UPYEMbBIE OBPA3LbI
LlenbHasi KpoBb, MO4Ya, MOKPOTa, CAMHHOMO3roBasi XWOAKOCTb, CEPO3Hble >XWUf-
KOCTW MOnocTen.

noaAroToBKA K AHANU3Y

PacTBop reHuuaHa cpuonetoBoro u pacteop Jlrorons rotoBbl K MPUMEHEHWUIO.

Pabouuit pactBop hykcuHa (pykcuH NMdcpeicpepa) rotoBuTbCS NyTEM passe-
AeHus pacteopa ykcuHa Livna guctunnuposaHHoW Bogon B 10 pas.

Pabounin pactBop (pyKcrHa XpaHuTb B TEMHOM MECTE B MAOTHO YKYMOPEHHOW
nocyne npu temnepatype +18-25° C He 6onee 1 cyTok.

MpegmeTHble cTekna nepepn WCNONb30BaHNEM HEOOXOAMMO TIATENbHO BbIMbITh
n 06e3xmputb. HaHecTn Ha CTekno MasoK uccnegyemon GuonornyYeckon XmaKoc-
™ (KpOBW, MOYM W T.A.) M BbICYWWTb ero Ha Bo3gyxe. Masok 3adumkcuposaTtb Xu-
MUYECKMUM Wi (Pr3nM4eckum crnocobom. [Ons XMmMu4eckom gukcaumm mMasok Onyc-
KalT C MeTWNoBbIA CNWPT, aueToH, cMmecb Hukudoposa (3Tunosbli 96% cnmpT 1
OUATUNOBLIN 3(Mp B cooTHoweHun 1:1), xunpkocTb KapHya (aTunoBbii cnvpt 96%,
xropoopm, nefgsHas yKcycHas kucnota B cooTHoweHun 6:3:1). MNpu dusnyeckoi
(hvkcaumn npegmMeTHoe CTeKNo C TWaTenbHO BbICYLWEHHbIM MasKkoOM MPOBOQSAT Hapf
BEPXHEW 4acTblo NMnamMeHeMm ropenkn Maskom BBepX B TeyeHue 2-3 cekyHA. [Ons
KOHTPONS HageXHOCTH (MKcauun CTEKNO MOXHO MPUNOXWTb K ThINbHOW 4acTu Ku-
ct. Mpn npaBunbHOM MporpesBe CTEKNO [OMKHO ObiTb rOPSiYMM, HO He Bbi3blBaTb
owyueHna oxora (70-80° C).

NMPOBEAEHNE AHAJIN3A

1. Ha dkcmpoBaHHbIN Ma3oK MOMECTUTb (UNbTPOBAnbHYIO BGymary v HaHectu
3-5 kanenb pactBopa reHuuaH guonetosoro. BeigepxaTb 1-2 MUHYTbI.

2. CnuTb KpacuTenb M He MpoMbiBas Mpenapar BOAOW, HaNWTb Ha Masok 1 mn
pactBop Jliorons u Bbligepxatb 1—2 MWHYTHI.

3. CnuTb pactBop Jlilorons u, He npombiBas npenapar, norpysvtb ero B 96%
STUNOBLIA CNNPT, NMEPUOANYECKN MOKa4MBas CTEKNO MoKa OT MasKa He mnepecTaHyT
oTxoAuTb obnayka Kpackn. B cpegHem 370 3aHumaeT okono 1 MuHyThl. Ecnn
BOCMOMb30BaTbCA aLEeTOH-CMUPTOBON CMeCbio (COOTHOWeHMn 1:1) TO Bpems CMbiBa
MOXHO COKpaTWTb A0 2-5 CekyHg.

4. OnonocHyTb MasoK AUCTUINIMPOBAHHOW BOMOW.

5. [okpacutb Mas3ok B TedeHMM 1 MUHYTbl, HaHecs Ha Hero 3-5 kanenb
pactBopa ¢ykcuHa (ykcuH lMoeridepa).

6. CnnTb YKCMH CO CTeKkna, NPOMbITb Ma30K BOLOOMPOBOAHON BOHOW WU
BbICYWNTL OT OCTATKOB BOAbl (MILTPOBaNbHON Gymaroi.

7. MukpockonmpoBaTb Mo MacnsiHol MMMepCUEN.

YCNOoBUA XPAHEHUSA N SKCITYATAUUN HABOPA

Habop pomxeH XpaHUTbCA B YMNakoBKe MpeanpusiTUS-M3roToBuUTENs  Npu
TemnepaType +2-25° C B TeyeHue BCero cpoka rogHocTu. [onyckaeTcs xpaHeHue
HabopoB npu Temnepartype ot -10° C po +35° C He Gonee 5 cyTok.

PactBop reHumaHoBoro uoneToBoro W pacTBop Jllorons mnocne BCKPbITUS
MOXHO XPaHWTb B MMOTHO 3aKYMOPEHHOW YyNakoBKe NPefnpuUATUA-U3roToBUTENs B
TeyeHne BCEro Cpoka rogHOCTW.

Cpok rogHoctn Habopa — 1 rop.

Mo Bonpocam, kacawowmmcs npuobpeteHnss HabopoB M UX KayecTBa, Npo-
cum obpawartbes no agpecy: 105173, r. MockBa, yn. 3anagHas, a. 2, cTp. 1,
00O «Arat-Mep». TenecoH gna cnpasok: (495) 777-41-92.



nuova APTACA s,

Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
e'mail: info@aptaca.com

www.aplaca.com - www.vacucheck.com - www.vacuaptaca. it

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.EA. MB 1167248

DECLARATION OF CONFORMITY FOR MATERIALS

Hereby we declare that Nuova Aptaca Srl In Vitro Medical Diagnostic Devices (Directive 98/79/CE) and Medical Device
(93/42/CE):

1. During devices manufacturing no materials containing natural rubber, latex, synthetic rubber are used (except
for Articles of latex). The statement is formulated on the basis of information and statements provided by the
producers of the raw materials used.

2. Devices are produced with materials that do not contain substances submitted to restrictions provided by
10/2001/EU Regulation and respect the global and specific migration limits in accordance with the following
conditions:

- Simulant A ( distilled water) -40°C for 10 days

- Simulant B ( acetic acid solution 3% p/v) —40°C for 10 days

- Simulant C ( Ethyl alcohol solution 10% v/v) - 40°C for 10 days

- Simulant D1 (ethyl alcohol solution at 50% v/v) - 40°C for 10 days

- Simulant D2 (Vegetable oil - Try substitute made with 95% ethyl alcohol as indicated by the Italian
Ministerial Decree 34 of 21.03.1973) - 40°C for 10 days

The global migration limit, together with all other specific restrictions which monomers and/or additives

present in the material can be exposed to, are respected in the use conditions here above. Notes and/or

simulant used for migration tests allow to fix the food or the group of food, admitted to the contact with food.

The statement is formulated on the basis of analytical tests made by our qualified Laboratory and information

and statements provided by the producers of the raw materials used

3. Devices are produced with materials that satisfy the follow requirements:

- Directive (UE) 2015/863 (substances use restriction — phthalates, sulphates) and following updates and
changes

- 1272/2008 Regulation ( labeling and use of dangerous substances) and following updates and changes

- 10/2011 Regulation (specific migration limits) and following updates and changes 1895/2005/CE Rule
(substances use restriction for food contact) and following updates and changes

- 2011/65/UE Directive (heavy metals, RoHS) and following updating and changes

- 1895/2005/UE Regulation ( objects intended to come in contact with food) and following updates and
changes

The use in an industrial or commercial venue of the material indicated in this statement does not exclude the
determination of its compliance with applicable rules of competence as well as the technological suitability for

the purpose which it is intended by the user.
‘ /0“0 ﬂ?
u\ (o 9o

Qualit d Regulatory Affairs Manager

Canelli, [i 21 May 2019

Pagelof1l



nuova APTACA ..l

Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
e-mail: info@aptaca.com

www.aplaca.com - www.vacucheck.com - www.vacuaptaca. it

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.EA. MB 1167248

DICHIARAZIONE DI CONFORMITA’ DEI MATERIALI

Con la presente si dichiara che i Dispositivi Medico Diagnostici in Vitro (Direttiva 98/79/CE e s.m.i.) e i Dispositivi Medici
(93/42/CE e s.m.i.) della Nuova Aptaca Srl:

1. sono stati prodotti utilizzando materiali che non contengono gomma naturale, latex, gomme sintetiche che
contengono gomme naturali (ad esclusione degli articoli in lattice). L’affermazione e formulata sulla base delle
informazioni e dichiarazioni fornite dai produttori delle materie prime utilizzate.

2. sono realizzati con materiali che non contengono sostanze sottoposte a restrizioni secondo il Regolamento
10/2011 (limiti di migrazione) e s.m.i. e rispettano i limiti di migrazione globale e specifica (ove applicabile) alle
seguenti condizioni:

- simulante A (acqua distillata) - 40°C per 10 giorni

- simulante B (soluzione di acido acetico al 3% p/v) - 40°C per 10 giorni

- simulante C (soluzione di alcool etilico al 10% v/v) - 40°C per 10 giorni

- simulante D1 (soluzione di alcool etilico al 50% v/v) - 40°C per 10 giorni

- simulante D2 (Olio vegetale - Prova sostitutiva effettuata con alcool etilico al 95% secondo quanto indicato dal

DM 34 del 21.03.1973) - 40°C per 10 giorni

Il limite di migrazione globale, unitamente alle altre restrizioni specifiche alle quali possono essere sottoposti i
monomeri e/o gli additivi presenti nel materiale, sono rispettati nelle condizioni d’uso sopra menzionate. Le note
e/o i simulanti impiegati per le prove di migrazione consentono di determinare il prodotto alimentare o il gruppo
di prodotti alimentari, ammessi al contatto con alimenti.
L'affermazione & supportata da prove analitiche da noi condotte presso Laboratori qualificati in accordo con il
Regolamento citato e sulla base delle informazioni e dichiarazioni fornite dai produttori delle materie prime
utilizzate.

3. sono realizzati con materiali che soddisfano i seguenti dettati legislativi:
- Direttiva Delegata (UE) 2015/863 (restrizione d’uso sostanze - ftalati, sulfati, ) e s.m.i.
- Regolamento 1272/2008 (etichettatura e uso sostanze pericolose) e s.m.i.
- Direttiva 2011/65/UE (metalli pesanti, RoHS) e s.m.i.
- Regolamento 1895/2005/CE (restrizione d’uso sostanze per contatto con alimenti) e s.m.i.
- Regolamento 10/2011 (limiti di migrazione) e s.m.i.

L'utilizzazione in sede industriale o commerciale del materiale indicato nella presente dichiarazione non esclude
I’'accertamento della sua conformita alle norme vigenti di competenza nonché della idoneita tecnologica allo scopo

cui e destinato da parte dell’utilizzatore.

Canelli, 11 21.05.2019

Buoko Duilio




Nuova AFITACA s r.l

OR LAB

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYS

- To whom it may concern -

Canelli, 09.01.2017

Object: REACH - Regulation (EC) n. 1907/2006 of the European Parliament and
of the Council of 18 December 2006

The Regulation(EC) n. 1907/2006 of the European Parliament and of the Council of 18
December 2006 requires Registration, Evaluation, Authorization and restrictions of
Chemicals manufacture, placing on the market or use of such substances on their own, in
preparations or in articles and to the placing on the market of preparations into European
Community.

NUOVA APTACA srl declare that our product shall be exempted from Registration because
we are “downstream users” and our product are made with “Substance” (polimer, monomer,
additives, etc.) that the our Suppliers have been registered in accordance with the relevant
provisions of the Regulation (EC) n. 1907/2006 of the European Parliament and of the
Council of 18 December 2006.

NUOVA APTACA srl declare that our product do not contain any substances included in the

“‘Candidate list” (The candidate list can be downloaded from the ECHA website:
http://echa.europa.eu/chem data/candidate list table en.asp).

Duilio B o
ality /ﬁsurar@\ﬂanager
|
utlto Ao

Best Regards
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PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYS

- A chi di competenza -

Canelli, 13.01.2016

OGGETTO: Direttiva REACH - Regolamento (CE) n. 1907/2006 del Parlamento
Europeo e del Consiglio del 18 dicembre 2006

Il Regolamento (CE) n. 1907/2006 del Parlamento Europeo e del Consiglio del 18 dicembre
2006, prevede la registrazione, la valutazione, l'autorizzazione e la restrizione delle
sostanze chimiche prodotte o importante all'interno della Comunita Europea.

Con la presente la NUOVA APTACA Srl. dichiara che i propri dispositivi sono esenti
dall’obbligo di registrazione in quanto la NUOVA APTACA é un ‘“utilizzatore a valle” e
pertanto i dispositivi da noi realizzati sono prodotti con “sostanze” (polimeri, master, additivi,
ecc.) gia soggetti a registrazione dai ns. fornitori ai sensi del citato Regolamento.

La NUOVA APTACA Srl dichiara inoltre che nei propri prodotti non sono presenti sostanze

SVHC inserite nella “Candidate list” (lista che pud essere scaricata dal sito dellECHA:
http://echa.europa.eu/chem data/candidate list table en.asp).

Duilio Buo
Q IityAfuranc@anager
|
utlto Ao

Distinti saluti



CUVETTES AND REACTIONS TUBES FOR COAGULATION ANALYZERS
CUVETTE E TAZZINE PER COAGULOMETRI

CUVETTES FOR SEAC CLOT® S2 COAGULATION ANALYZER
CUVETTE PER COAGULOMETRO TIPO SEAC® CLOT 52

Supplied with magnetic stirring bars. o Fornite con ancorette magnetiche. .
Packed in styrofoam boxes of 100 pieces with lid, dust  Confezionate in stativi con coperchio da 100 pezzi, a prova
proof. di polvere.

Material: polystyrene. Materiale: polistirolo.

COD. DIM. MM

5984 3 134x347

CUVETTES FOR OPTION®, BEHNK® THROMBOTIMER® COAGULATION ANALYZERS
CUVETTE PER COAGULOMETRI TIPO OPTION®, BEHNK® THROMBOTIMER®

Supplied with metallic mixers. Fornite complete di sfere metalliche.
Material: polystyrene. Materiale: polistirolo.

COD. VOL. ML DIM. MM

5931 08 3 86x22.20

CUVETTES FOR TECO® - DIAMED® - DIALAB® COAGULATION ANALYZERS
CUVETTE PER COAGULOMETRI TIPO TECO® - DIAMED® - DIALAB®

In polistirolo ad alta trasparenza ottica.

In polystyrene with high optical transparency.

COD. VOL. ML DIM. MM TYPE | TIPO
5951 0.8 210x234 1cell/ 1cella
5961 0.6 @10x234x29.7 2cells / 2 celle

REACTION TUBES FOR SYSMEX® CA©® SERIES ANALYZERS
TAZZINE PER COAGULOMETRI TIPO SYSMEX® CA®

Reaction tubes for the use with the Sysmex® CA50,  Tazzine compatibili con coagulometri Sysmex® CA50,
CA500, CA1000, CA1500, CA5000 and CA7000  CA500, CA1000, CA1500, CA5000 e CA7000.
coagulation analyzers.

Material: polystyrene. Materiale: polistirolo.

COD. VOL. ML DIM. MM

5520 18 210x30

STAGO® STart® COAGULATION ANALYZER CUVETTES
CUVETTE PER COAUGULOMETRO TIPO STAGO® STart®

Materiale: polistirolo.

Material: polystyrene.

CoD. DIM. MM
5880 65.5x 15.8 x 30

APTACA

INSTRUMENTATION PRODUCTS | ARTICOLI PER STRUMENTAZIONE




PUNTALI PER MICROPIPETTE

Tips made of medical high purity polypropylene, cadmium and heavy metal free. Manufactured with
particular precision, that ensures a perfect seal with the compatibles micropipettes and an optimal
directionality of liquids in the emptying process. Highly transparent and with an excellent degree of
waterproofness. Autoclavable, latex-free device.
Available with different packaging:

- Not sterile in bags of 1,000 pieces
- Sterile in bags of 5 pieces or individually wrapped
- Sterile or not sterile in autoclavable rack with lid of 96 pieces

- Refill trays of 96 pieces

Puntali realizzati in polipropilene medicale ad elevata purezza ed esente da Cadmio ed altri metalli pesanti.
Prodotti con particolare precisione per una perfetta tenuta con le micropipette compatibili e per una ottimale
direzionalita dei liquidi in fase di svuotamento. Altamente trasparenti e con ottimo grado di idrorepellenza.

Autoclavabili, latex free.

Disponibili in diversi confezionamenti:

- Non sterili in sacchetti da 1.000 pezzi
- Sterili in confezioni da 5 pezzi o in confezione singola
- Sterili 0 non sterili in rack autoclavabile con coperchio da 96 pezzi
- Piastrine intercambiabili (Refill) da 96 pezzi

COD.

1001/E
1001/E/SG
1001/E/SG/CS
4001/E
4001/E/SG
1601

COD.

1202/E
1202/E/SG
1202/E/SGICS
4202/E
4202/E/SG
1602

COD.

1002/U
1002/U/SG
1002/U/SGICS
4002/U
4002/U/SG
1970

COD.

1402/E
1402/E/SG
1402/E/SGICS
4402/E
4402/E/SG
1603

COD.

1202/C
1202/C/SG
1202/C/SGICS
4202/C
4202/C/ISG
1702

VOL.UL
50-1000
50-1000
50-1000
50-1000
50-1000
50-1000

VOL.HL
5-200
5-200
5-200
5-200
5-200
5-200

VOL.HL
20-300
graduated / beveled
20-300
graduated / beveled
20-300
graduated / beveled
20-300
graduated / beveled
20-300
graduated / beveled

20-300
graduated / beveled

VOL.HL
2-20
2-20
2-20
2-20
2-20
2-20

VOL.HL
0.5-20 Cristal
0.5-20 Cristal
0.5-20 Cristal
0.5-20 Cristal
0.5-20 Cristal
0.5-20 Cristal

COLOUR
COLORE

Blue / Blu
Blue / Blu
Blue / Blu
Blue / Blu
Blue / Blu
Blue / Blu

COLOUR
COLORE

Yellow / Giallo
Yellow / Giallo
Yellow / Giallo
Yellow / Giallo
Yellow / Giallo
Yellow / Giallo

COLOUR
COLORE

Neutral / Neutro
Neutral / Neutro
Neutral / Neutro
Neutral / Neutro
Neutral / Neutro
Neutral / Neutro

COLOUR
COLORE

Neutral / Neutro
Neutral / Neutro
Neutral / Neutro
Neutral / Neutro
Neutral / Neutro

Neutral / Neutro

COLOUR
COLORE

Neutral / Neutro
Neutral / Neutro
Neutral / Neutro
Neutral / Neutro
Neutral / Neutro
Neutral / Neutro

PACKING
CONFEZIONE

1000 pes / 1000 pz

Sterile - 5pcs / 5pz
Sterile

ind. wrapped /conf. singola
Rack

Sterile - Rack
Refill

PACKING
CONFEZIONE

1000 pes / 1000 pz

Sterile - 5 pcs / 5 pz
Sterile

ind. wrapped /conf. singola
Rack

Sterile - Rack
Refill

PACKING
CONFEZIONE

1000 pcs / 1000 pz

Sterile -5 pcs / 5 pz
Sterile

ind. wrapped /conf. singola
Rack

Sterile - Rack
Refill

PACKING
CONFEZIONE

1000 pes / 1000 pz

Sterile - 5 pcs / 5 pz
Sterile

ind. wrapped /conf. singola
Rack

Sterile - Rack
Refill

PACKING
CONFEZIONE

1000 pcs / 1000 pz
Sterile -5 pcs / 5 pz

Sterile
ind. wrapped /conf. singola

Rack
Sterile - Rack
Refill

COMPATIBILITY
COMPATIBILITA
Eppendorf® all model
Gilson® Pipetman P1000
Biohit® Proline
Brand® Transferpette
Socorex® Calibra
HTL® Discovery DV1000
Nichiryo®
Thermo Scientific™
Finnpipette™

COMPATIBILITY
COMPATIBILITA
Eppendorf® all model
Gilson® Pipetman P20-100-200
Biohit® Proline & mLine
Brand® Transferpette
Socorex® Acura & Calibra
HTL® Discovery
Nichiryo®
Thermo Scientific™
Finnpipette ™

COMPATIBILITY
COMPATIBILITA
Eppendorf® all model
Gilson® Pipetman P200
Biohit® Proline
Brand® Transferpette
Socorex® Acura (single channel)
HTL® Discovery DV200
Nichiryo®
Thermo Scientific™
Finnpipette™

COMPATIBILITY
COMPATIBILITA

Eppendorf® all model
Gilson® Pipetman P20
HTL® Discovery
Nichiryo®
Thermo Scientific™
Finnpipette™

COMPATIBILITY
COMPATIBILITA

Eppendorf® Reference,
Research, R?Bealrch plus
0= 10y
Gilson® Pipetman P2
P10 - P20 no ejector
Biohit® Proline
Brand® transferpette
Socorex® Acura
HTL® Discovery DV10
Thermo Scientific™
Finnpipette™



CRYOTUBES INTERNAL THREAD
CRYOTUBE CHIUSURA INTERNA

Cryotubes are made in polypropylene, autoclavable, designed for the
cryogenic storage of biological samples up to temperatures ‘ill -196°C
(-320 °F). They are available with round bottom or self standing base suitable
for the workstation frame and subsequent one-hand fast screwing. Large white
writing area for sample identification and graduated scale screen printed on
the tube. Barcode, CODE 128 type, printed directly on the tubes is ideal for
automatic processing and archiving of samples. Barcode can be read with the
most common barcode readers. The cap, of new conception has a star shape
designed for use with automatic capping machines. The caps are with internal
thread and have rubber injected directly during the production process that
ensures absolute safety and avoids any possible contamination risk and loss of
liquids. The Devices are Human DNA, DNase, RNase, ATP, PCR inhibitors and
pyrogen free. Non cytotoxic, non hemolytic.

COD. VOL. ML DIM. MM TYPEITIPO
6302 1 @12.50x43  Skirted, serigraphed / Con base, serigrafate - Sterile
COD. VOL. ML DIM. MM TYPEITIPO

Skirted, non serigraphed / Con base, non serigrafate
6301 2 DIRED R Non Sterile - No barcode -No DNA, DNase, RNase, ATP free
COD. VOL. ML DIM. MM TYPEITIPO
6311 2 @ 1250 x 48 Skirted, serigraphed / Con base, serigrafate - Sterile
6311/R 2 @ 12.50 x 47 Ré?::i'lde bottom, serigraphed / Fondo rotondo, serigrafate
COD. VOL. ML DIM. MM TYPEITIPO
6321 4 @12.50 x 76 Skirted, serigraphed / Con base, serigrafate - Sterile
6321/R 4 31250 x75 R;?:::Ii bottom, serigraphed / Fondo rotondo, serigrafate
COD. VOL. ML DIM. MM TYPEITIPO
6331 5 21250x90  Skirted, serigraphed / Con base, serigrafate - Sterile
6331/R 5 @ 12.50 x 89 Round bottom, serigraphed / Fondo rotondo, serigrafate

Sterile

Cryotube realizzate in polipropilene, autoclavabili, per la conservazione di
materiale biologico fino a temperature pari a- 196 °C (-320 °F). Disponibili sia con
fondo cilindrico che con base di appoggio idonea per I'incastro nei workstation e
conseguente agevole e veloce avvitamentodel tappo con una solamano. Ampia area
di scrittura bianca per l'identificazione del campione e scala graduata serigrafate
sulla provetta. Codice a barre, di tipo CODE 128, stampato direttamente sulle
provette, ideale per la processazione e larchiviazione automatica dei campioni,
puo essere letto con i pit comuni lettori di barcode. Il tappo di nuova concezione
ha una forma a stella ideato per ['utilizzo con tappatori automatici. | tappi sono con
filettatura interna, con la guarnizione in gomma iniettata direttamente durante la
produzione, che ne garantisce l'assoluta sicurezza, evitando qualsiasi possibile
contaminazione e perdita di liquidi. | dispositivi sono privi di DNA umano, DNasi,
RNasi, ATP, inibitori della PCR e apirogeni. Non citotossiche, non emolitiche.

2 o aemm A e A

MICRO TEST TUBES AND CRYOTUBES | MICROPROVETTE E CRYOTUBE
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi 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. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & 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 ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

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

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi 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.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ 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 cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



\J avantor’

Avantor Performance Materials Poland Spétka Akcyjna
Sowiriskiego 11

44-101 Gliwice

Tel. 48 322392 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

)
Lgﬂ\»{fz@. 5/?5’{13@/

Anna Szuba
Quality Director

NIP 631-010-13-07

Numer w KRS: 0000010108

Sqd rejestrowy: Sqd Rejonowy w Gliwicach
X Wydziat Gospodarczy KRS

Kapitat zaktadowy 2 360 793,00 zt

Regon: 271563380



J.T.Baker product list for CE marked products

Product Product number Pack size
Diluid™ 100 Plus 3961 20L
Diluid™ 22 2990.9010PC 10L
e 3969 20L
Diluid™ 610
: 3969-00 20L
3430,9020 20 L
Diluid™ Abacus 3430.9010 10L
3430-00 20L
Diluid™ AC 900 3996 201
Diluid™ APR 3476.9020PC 20 L
Diluid™ Azide free 3957 20 L
3963 20 L
Diluid™ [l Diff 3963.9010 10L
3963-00 20 L
- 3459,9020 20L
Diluid™ Erma 34509.00 0L
A TM M 3439.9020PC 20 L
Diluid™ Mindray 3439.00 0L
T 3483.9020PC 20 L
H . 3483-00 20L
Diluid™ Ruby 2987.9020PC 20 L
Diluid™/Sheath 3200-4000 3832,9020 20 L
Diluid™ ST1600/2000 3976 20L
Sheath D 3495.9010PC 10L
Sheath Fluid 3000/3500 3471.9020PC 20 L
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 9l
CyMet™ 3500 CN free 3825 Bil.
3970 10 L
CyMet™ 610 CN free 3970-00 10L
3977 Bl
™ 3431.1000 1L
CyMet™ Abacus CN free 3431.00 m
CyMet™ APR Baso |l 3479.1000PE L
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 ml
: 3968 1L
Met™ || Diff
Ryve : 3968-00 500 mi
g 3511.1000 Tal:
™ .
CyMet™ |[I| Diff CN free 351100 5L
3416-00 500 ml
CyMet™ E
il 3416,0500 500 ml
CyMet™ H20 3853.1000 1 [
3425-00 500 ml
NS Cllriey 3425.0500 500 mi
CyMet™ Micro 3852,1000 1L
™ M 3863,1000 1 L micros
CyMet™ Micro CN free 3863.00 11 miios
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 Il 3484.1000PE [ [
CyMet™ NR IIl CN Free 3486-00 1L
3486.1000PE [
CyMet™ NR V 3485.1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 5L
LeucoLyse 3475.5000PC 5L
LeucolLyse Ruby 2989.5000PC SL
Blanking Solution 1600/2000 3947 20 L
™ 3763 5l
DetectoTerge 3766 L
DetectoTerge™ BS 2970.0900PE 900 ml
3900 5
ProClean™ 3900-00 5L
3768.1000 1 L micros
2 3432,5000 5L
ProClean™ Abacus 3432 1000PE E
ProClean™ CD 3902.0100PE 100 ml
3862,5000 51
3862.9020PC 201
ProClean™ Extra 3862-00 2L
3867-00 1 L micros
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 ml
Rinse Mindray 3442 .5000PE LHE
3427/3428/3429 2.5 ml
8-Parameter Control L/N/H 3463/3464/3465 55 mi
8-Parameter Control 4xN 3747 4x25ml
8-Parameter Control 1xL+4xN+1xH 3751 6 x2.5ml
8-Parameter Control extended L/N/H 3633/3634/3635 2.5 ml
; 3433/3434/3435 2.5 ml
A RE Sntal LN 3502/3503/3504 4.5 ml
3-Diff Control extented L/N/H 3421/3422/3423 2.5 ml
CD-Diff Control L/N/H 3452/3453/3454 3.0 mi
CD-Diff Control 2xL+2xN+2xH 3838 6 x 3.0 ml
K-Diff Control L/N/H 3455/3456/3457 2.5 ml
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 4.5 ml
Cervix Spray Fixative 3869,1200 12 x 125 ml
3933,1000 11
3933.5000PC 5L
3933,9010 10 L
o H 3933,9020 20 L
10% v/v Buffered Formaldehyde (4% wiv 3933 1000MB 7000 L
3933.9020PE 20L
3933.9010JL 10L
3933.9020JL 20 L
3905.2500PE 25L
UltraClear™ 3905.5000PE 5L
3905.9010PE 10 L




J.T.Baker product list for CE marked products

Product Product number Pack size
' : 3800.1000PE 1L
Eosin-Y Alcoholic 3800.2500PE 251
3856,1000 1L
Giemsa 3856,2500 25L
3856.9180ST 180L
; 3870,1000 1L
Hematoxylin er (Mayer) 3870,2500 2ol
_ £ S 3873,1000 1L
Hematoxylin Modified (Harris, Gill 11) 3873,2500 25L
= 3855,1000 1L
May-Grinwald 3855,2500 25L
; 3554.1000PE 1L
P
apanicolaou 2A 3554.2500PE 251
: 3555.1000PE 1L
Papanicolaou 2B 3555,2500PE 25L
; 3556,1000PE 1L
Papanicolaou 3B 3556.2500PE 25L
3921,0500 500 ml
UltraKitt™ 3921,0600 6x 100 mi
3921,9025S8T 25L
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
3059 20L
PBS 3059.9010PC 0L

33




BUREAU VERITAS

Certification

Certificate

Awarded to

Avantor Performance Materials Poland S.A.

ul. Sowinskiego 11, 44-101 GLIWICE
POLAND

Bureau Veritas Certification certify that the Management System of the above organisation
has been audited and found to be in accordance with the requirements of the
management system standards detailed below

STANDARD

ISO 9001:2015

SCOPRE ©F SUPPLY

SALES OF CHEMICAL SERVICES AND CHEMICAL PRODUCTS
INCLUDING FINE CHEMICALS, ENNOBLED CHEMICALS, HIGH
PURITY SOLVENTS, CHEMICAL SERVICES.

PRODUCTION AND TESTING OF CHEMICAL PRODUCTS INCLUDING
FINE CHEMICALS, ENNOBLED CHEMICALS AND HIGH PURITY SOLVENTS.

1

Certification Cycle Start Date: 15 Septem ber 2018

Subject to the continued satisfactory operation of the organisation’s Management System,
this certificate is valid until: 14 September 2021

To check this certificate validity please call: +48 22 549 04 00
Further clarification regarding the scope of this certificate and the applicability of the management system requirements
may be obtained by consulting the organisation. I C A

POLSKIE CENTRUM
AKREDYTACJI

CH]

CERTYFIKACJA
SYSTEMOW

Issue Date: 29 June 2018

ZARZADZANIA

AC 081
QMS

Certificate Number:  PLO08875/P

ogal Technical Manager

MANAGING OFFICE ADDRESS: Bureau Ventas Polska Sp. z 0.0., ul. Migdalowa 4, 02-796 Warszawa, Poland,
ISSUING OFFICE ADDRESS: Bureau Vertas Polska Sp. z 0.0., ul. Migdalowa 4, 02-796 Warszawa, Poland %]
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