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PETHCTPALUHOHHOE YAOCTOBEPEHHUE
HA MEAUIIMHCROE U3AEJIUE

ot 07 aeka6ps 2015 roaa Ne CP 2011/11306
HaMeanuuHckoe uigeline
Kpacutenns Asyp-Josun no Pomanosexoyy (MunnMen-1)
no TY 9398-003-295(8133-2011
Hacrosee pericTpaudonHoe YA0CTOBEPEHHE BbIAAHO
O6iuectBo ¢ orpanuiennoii orsercrsentocrbio "MunndMen”

(000 "MuunMen"), Pocens,
241520, Bpsanckasn o6aactb, Bpasckuit paiton, ¢. Cynoueno, ya. Hlocceitnas, 1. 17A

Flpoussoaurens

O6mecerso ¢ orpanmtsiennoii orserersentocTuio " Munudea”

(000 "MuuuMen"'), Poccus,

241520, Bpsinckasn odaacts, Bpanckuii paiton, ¢. Cynonceno, ya. Hlocceitnasn, ;1. 17A

MecTo npoH3BOACTRE MCAHIHHCKONO H31CHNS
241520, bpsinckas o6aacts. Bpauckuit paiion, ¢. Cynoucno, nep. Koycomonbekiti,
a. 7, kopu. 2-a

Hoyep pernctpanuonnoro tocse Ne PJ1-9275/51846 o1 18.11.2015
By meanuuickoro uigenns 232730
KJH"(. NOTCHUHABHOIQ plILl\J ilpH\ILH\.HHﬂ MEHIHHCKOIO HIACTHA 3

Koz OSmepoceuiickoro KraccHpukaropa poayKIun: U1 MeAHIHHCKOro u3aed 15 93 Y816

npakazom Pocsapashaiopa ot 07 lemm w 2015 rosa Ne 911 Ly
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PyroBoaurens Qegepannuoii cay KOLI , ,
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000 “MunnMeg”, 241520, Poccuitckast Degepauns, B AHckan obnacre,
BpAHCKKWIA pakou, c. CynoHeso, yn. Woccennas, 17 A

Ten. (4832) 92-97-97, 92-24-52, -63, .55, -56, .57, -58, .60, 61, -62

® MHOroKananLHbin HoMep - 8-800-100-48.32
! ' W Dakc (4832) 92-24-54, 92-24.59, 92-24-61

nocmoswux anbopamopul MHH 3234007127 www.minimed.ru e-mail: nfo@minimed.ru

Pernerparuronnoe yiocronepenne Ne dCP 200802771 o1 26.052017
Macnopr

Kamepa nast cuera opMeHHBIX 271€MEHTOR KPOBH {Kasepa lNopsiesa)
TY 9443-007-29508133-2007

1. Hasuauenne
Hpenmasnanena ;ust ¢ueta hopsicHinIx 2IeMCHTOB KPOBIL

2. OcuoBHbIC TCXIEMICCKTEC NAPARTCPHCIHRKYH

I II'H'()‘1'1”!]””;1“."[C}l 'S MOHOJIHTIIONO CYCRJIQ

2 Ha gasepe papeccno 225 (uenodneite 3) Goamiins ko, (paion,

3 Brimyexarores 2-X # 4-X cerounae KaMeph 1 opsiena.

4 CerTka HANCCCHE MCTOOM IPARIPORKIL.

Texnmueckue xapakrepuer e Henooniene 3
Crepota Ma 1010 Keajpata, m 0.05 £ 0,004
Cropona Somnoera KBa(pata, My 0.2 =0,002
CTOPOHT CCTRIL, MM ‘ 20 = 0,005
1 ayOHna kayepn, My 0.1 = 0,004
Hnonia, b corgn, ma? 9.0
[ OBnenm kamepel, an’ 0.9

5. Macea kaxcloii Kasmepn ne Goziee 0,03 k1.
0. B KOMILISKT BXOT HOKPOBILIC CICK N 1 KOIMUCCTBE S L. CHCHDAILH0 HOHPBALIGIC | L odecneyeig
FUEAHHOI TOHHOCTH 0T heMa KaMepLl,

3. YuarkosLIsaine, Ipaiicuop Hposie it xpanenue
YHaroBKa 3@l o0ecuedHBaCT HX COXPANHOCTL HPH IPaicHopTHPOBKCS, Tpancuaprias yiakopka sect
TIeh OCTOPOKIC, CREA0n. YIRS TPAncHop rHpoeRmnst el - no FOCT 15150-69 KPL TOM  IPAHCtopie
OG0 BRAa. Yelosist xpatetnss - 1o 1OCT 15150-69,

4. Tpedosanns Gesonaciocry
Hpi akeiciyaraiitn neodxo, o codno s HPARIEI GCoHac o ipil padote co CrerIgHN Bt e
HAalens He J10RHBL HOSIRCPIAThC POSKHA VAAPAM B IIPOIHCCCT IRCILIVA AL

S, Ceeaemts ob yosssanny
Heseane e HPCICTHRAACT O BOCTH JUIS ORPVIRAIOUWRH Cpothl, Wi if LAOPORLY HOCH T aCIe 0RO
cpoka CaykOu. Hopstiok vovursain s ieims onpeneseies Hompedienear,

6. Fapanrnu wsrorornrens
Haroremiresn: QOO «MimuMe, 241520, P, Bpusicras ofacr, bpsneriii paiion, ¢ Cviloneno,
Hloceedinas, 17A.

Hsro1omes s rapaspye s CooTBeICIBIC KAMCPE L1 CUela PopMCHILIX ieserTor kposr (Kaivepnt [ opacii
tpebosaiiniat 1Y 9443-007-29508133-2007 upi codmosicisi HOTPCGIFICION VETIRET TPaiCHOP I HPABA B APAICIL 1
IRCIAYATANH. Lapairt i CPok SRV — 12 MCCAHCH C MuhCHTa B0 B ORCHIVU IO

7. CBHICICALETBO 0 HPHCMKC
Haeune i3ro1os:eno 8 coorsererpig ¢ el BYIOICT TENHIP IUROTE JIORYMUTTATUIICH 1 IPIFSG 1O O L1
IKCHIYA A,

Hauvaaenuwk OTK ['pysunues A,




;J&\“/A !’\é "Yw;;@m Avantor Performance Materials Poland Spétka Akcyjna
PERFORMANTE MATERIALS ul. Sowinskiego 1
4<-101 Gliwice, Poland

Tal: +48 32 239 20 00

Fax +48 322392370

g-mail. avantor.pl@:wantormaterials. com

www.pcch.com.p

www . ivantormateriais corr

Declaration of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and

products for diagnostic in vitro located at:

Sowiriskiego 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 Vitre
Diagnostic Medical Devices Directive 98/79/EC and the requirements of ISO 13485 Stan jard

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 b it ara sub ect
to self registration.

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

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

Gliwice, Poland.
B i ) B »

TR
;o /‘{/ Y}‘(

June_14‘ 2016

Anna $zuba
Quality Director

NIP: 631-010-13-07

Sad Rejonowy w Gliwicach, X Wydziat Gospodarczy KRS nr 000001010¢

Wysoko$¢ kapitalu zakladowego: 2 360 793,00 zt., w calosci oplacony

Trademarks are owned by Avanter Peformance Materials, [nc. or its affiliates unless otherwise noted
© 2014 Avantor Performance Materials, inc.



,;,‘A\\/Af\,f “T‘:{ ﬁ f:;’ Avantor Performance Materials Poland Spétka Akcyjna
PERFORMANCE MATERIALS ul. Sowiriskiego 11
4¢-101 Gliwice, Palanc

Tzl +48 32 239 20 0¢

Fax: +48 32 239 23 7¢

e-mail: avantor.pl@: ivantormateriais.com

www.poch . com pl

www.iivantormateria g.cor

Deklaracja zgodnosci WE

Avantor Performance Materials Poland S.A. producent odczynnkéw do diagnostyki in  vitro

zlokalizowany:

ul. Sowinskiego 11
44-101, Gliwice
Polska

Deklaruje zgodnos¢ odeczynnikéw wymienionych w zataczone] liscie oznakowanych etyk eta J.T.Baker
z wymaganiami Dyrektywy 98/79/WE Parlamentu Europejskiego i Rady w sprawvie wyrobow
medycznych uzywanych do diagnostyki in vitro oraz wymaganiami normy SO 13485,

Powyzsze odczynniki sg oznakowane etykieta J.T.Baker i posiadajg znaki CE na etykiece.

Produkty nie sg czgscig wykazu A | wykazu B zatgcznika Il Dyrektywy dia wyrobdw medycznych do
diagnostyki in vitro z Dyrektywy 98/79/WE Parlamentu Europejskiego i Rady, ale podleg ij3 rejestrac).
Deklaracja obowigzuje dla wszystkich wyrobéw medycznych do diagnostyki in vit'o opisanych
powyzej oraz wprowadzonych na rynek i posiadajacych oznakowanie CE.

Gliwice, Polska.
Czerwiec 14, 2016

S / ' ;
' ’7{ 2R e
Anna Szuba

Dyrektor Jakosci

NIP: 631-010-13-07
Sad Rejonowy w Gliwicach, X Wydziat Gospodarczy KRS nr 0000010108
Wysoko$¢ kapitatu zakladowego: 2 260 793,0C zt., w caloéci optacony

Trademarks are owned by Avantor Performance Materials, inc. or its afiiliates unless otherwise noted
© 2014 Avantor Performance Materials, Inc



J.T.Baker product list for CE marked products

Product Product Number Pack Size
H32 3-Part Differential [2983 l 1 unit
Diluid™ 100 Plus 3961 20 L
Diluid™ 22 2990.8010PC 10 I
Diluid™ 610 3969 20 L
Diluid™ Abacus 3430,9020 20 L
3430,9010 10L
Diluid™ AC 900 3996 20 L
Diluid™ APR 3476.8020PC 20 1
Diluid™ Azide free 3957 20 L
Diluid™ 111 Diff 3963 20 L
CrTm T DG ™ Erma T T T j 3459,8020 T Ul 20 &z
Diluid™ Mindray 3439.9020PC 20 L
Diluid™ NR 3483.9020PC 20 L
Diluid™ Ryby 2987.9020PC 201
1Diluid™/Sheath 3200-4000 3832.9020 201
w1 Diluid ™ _ST1600/2000 3976 N Sy O | S——
- - == Sheath- D= 13495 9010PC - = 10— —j -
i 347%1-9020RG 20
CN-free Lyse Diff AC 900 3998 5L
CyMet™ 22 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 5L
CyMet™ 610 CN free 3970 10 L
3977 5L
CyMet™ Abacus CN free 3431.1000 1L
CyMet™ APR Baso li 3479.1000PE 1L
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE 1L
CyMet™ ASA 2950.2500PE 381L
CyMet™ ASB 2951.0250PE 380 ml
CyMet™ AS CN free 2952.8010PC 0L
CyMet™ BS3 CN free 2982.0500PE 500 ml
CyMet™ (Il Diff 3964 5L
3968 1L
CyMet™ 1l] Diff CN free 3511,1000 1L
CyMet™ Erma 3416.0500 500 mi
CyMet™ H20 3853,1000 1L
CyMet™ KX CN Free 3425.0500 5C0 ml
CyMet™ Micro 3852,1000 1L
CyMet™ Micro CN free 3863.1000 1L micros
CyMet™ Mindray CN Free 3440.0500PE 500 ml
CyMet™ NR ill 3484.1000PE 1L
CyMet™ NR Il CN Free 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
Leucolyse 3475.5000PC 5L
Leucolyse Ruby 2989.5000PC 5L
Blanking Solution 1600/2000 3947 20L
DetectoTerge™ 3763 5L
3766 1L
DetectoTerge™ BS 2970.0900PE 900 mi
ProClean™ 3500 EL
3768.1000 1 L micros
ProClean™ Abacus 3432.5000 5L
3432.1000PE 1L

1,2



J.T.Baker product list for CE marked products

]

ProClean™ CD 3902.0100PE 100 ml
T ProClean™ Extra 38625000 5L T )
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 mi
Rinse Mindray 3442.5000PE 5L -
8-Parameter Control L/N/H 3427/3428/3429 2.5 ml
3463/3464/3465 2.5ml
TT T [8=Parameter Controt LFN+H 3746 B 3x25mi- e
8-Parameter Control 4xN 3747 4x25m|
8-Parameter Control 1xL+4xN+1xH 3751 6x25ml
8-Parameter Control extended L/N/H 3633/3634/3635 2.5mi
3-Diff Control L/N/H - 3433/3434/3435 25ml
3502/3503/3504 45 ml
3-Diff Control 4xL 3466 4x25mi
. 13-Diff Control 4xN 3467 4x25ml }
3-Diff Control 4xH 3468 4x2.5ml
3-Diff Control extented L/N/H 3421/3422/3423 2.5ml
BC-Diff 5 Cantrol L/N/H 3613/3614/3615 20ml
CD- lef Control L/N/H 3452/3453/3454 3.0mi
3838 6 x.3.0.ml
] 3455/3456/345/- ~_Joml. -
LTS3l T T T T L

T B

er:mm==rmr O —

. 30mi— |

Daregimo

~T[Cervix Spray Fixative 3869,1200 12 x 125 ml
10% v/v Buffered Formaldehyde (4% w/v) [3933,1000 1L
??—'—f”@mﬁé@dﬁmWBWd 5000PC—= 1 S5t—— T —
- - —110%.v/v Buffered Formaldehyde (4% w/v) - {3933,9010 10L
e — 1 10% viv Buffered Formaldehyde (4% wiv)..(3933,9020_____ . .1 _ . 20L . .
UltraClear™ 3905.2500PE 25L
UltraClear™ 3905.5000PE 5L
UltraClear™ 3905.9010PE 0L
Eosin-Y-Alcoholic - - 3800.1000PE 1L
Eosin-Y Alcoholic 3800.2500PE 25L
Giemsa 3856,1000 1L
Giemsa 3856,2500 25L
Hematoxylin er (Mayer) 3870.1000 1L
- ~--—————tHematoxylin-er-{Mayer) 3870,2500 - 25L& e e
Hernatoxylin Modified (Harris, Gill 1) 3873.1000 ‘L -
- ———————Hematoxylin-Modified-tHarris -Gill-| )} ——{ 3873.2500 - 251 e ——
(May-Grinwald 3855,1000 "L
— T IMay-Grinwald - 38552500~ - .. 250 -
Papanicolaou 2A 3554 1000PE 1L
Papanicolaou 2A 3554.2500PE 250
Papanicolaou 2B 3555.1000PE 1L
- Papanicolacy 28 3555.2500PE 25T
Papanicolaou 3B 3556.1000PE 1L
Papanicolaou 3B 3556.2500PE 25L
UltraKitt™ 3921,0500 500 ml
UltraKitt™ 3921,0600 5 x 100 ml
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 m!
PBS 3059 20 L
PBS 3059.9010PC 10 L

r3
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Declaration of Conformity

Biosciences|Europe

helena

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 | - E.ssential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 210 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will ke made availab e to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

|, 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 Dircctor
Signed: % / g Date: 06 Aug 2015

g ’7/([,») ~ g
Tel +44(0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Vzlley Tradig Estate,
info@helena-biosciences.com Gateshead. Tynz and Wear. NE*1 08D,

www.helena-biosciences.com United Kingdom



Declaration of Conformity

Biosciences|Europe

helena

HL-7-0137DC DOI 2015/07 (7)

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 lll (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 availab e tc the
appropriate body in the event this is required.

Product Description GMDN
Code Classificatinn Code
5186 Routine Contro!l N 30590

|, the undersigned declare that the devices registered against the abov: GMDN
Classification Ccde conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Dirzctor
Signed: 224 Q/ Z Cate: 28 Jul 2015

were —~
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Tracing Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 00D,

www .helena-biosciences.com United Kingdom



Declaration of Conformity

HL-7-0135DC DOI 2015/07 (7)

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 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 availab e 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 Dir zctor
g
Signed: é[ J/ Date: 28 Jul 2015
A1l ——
Tel --44(0)191 482 8440 Helena Biosciences Europe
Fax 44 (0)191 482 8442 Queensway South, Team Valley Trac ng Estate.
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0¢ [,

www.helena-biosciences.com United Kingdom
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THE INTERR  TIONAL CENFIFICATION NE TV

www.ic 1et-certitication.cam

1QNet, the ass ciation of the woril’s first cless
certification bocies, 5 the largest provider of masiagement
Systemn Tertification in the worid,
IQNet is compeser of more than 30 boes

over 150 st ysidiaries all over the ¢/

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell'Industria, 12 — 35020 Arzergrande (PD) - ltalia
Unita Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B ~ 26 - 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - lRalia
ROLL 3.R.L. - Via Leonardo Da Vinci, 24A - Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
KIMA S.R.L. - Via Leonardo da Vinci, 22 ~ Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via deil'industria. 12 - 35020 Arzergrande (PD) - italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - italia

4264/4

E CONFORME ALLA NORMA / 1S i COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015
Sistema di Gesticne per la Qualita / Qualty Management Sys!
PER .E SEGUENTIATTIVITA [ FOR THE FOLLOWING ACTIVITIES
EA: 14 - 29

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.,
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) pe- prelievo sottovuotio.
Progettazione e produzione di kit diagnostici per 'analisi del sangue e dei liguidi biologicl. Progettazione e produzione d.
terreni di coltura per rnicrobiotogia. Progettazione e produzione di aghi € dispositiv: stenli per il prelievo ematice.
Commercializzazione di prodotti dei Gruppo: kit diagnostici, terreni di coltura per micrabiologia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stamp. per articeli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medical.

Design and production of test tubes with predetermined vacuum for collection of haemalological samplss, biological liquids
and urine samples. Production of test tubes for micro-coliection of haematolcgical samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological iquids anaiysis. Design and
production of culture media for microbiology. Design and production of sterile needies and devices for collection of
haematological samples. Trading of the products of the Group. diagnostic «its. culture media for microbiology, plastic
disposable labware, test tupes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermaoplastic materials for medical devices.

@
3

Riferirsi alla documentazione del Siclema di Gae

Refer to the documentation of tne Quaity

li presente certificato & soggetto al rispetic de docums

Jneuse and the vanaity of tis certificaie shall satisfy the requiements of the ICIM
Pet informazion puntual e aggiornas circa eventuali v

si prega di contatlare i n® wieoni

"ot tenely and vpaled information aicul any ¢

please confact the number + 3§

Data emissione

Data di scadenza

Enissione correne

First issue Current issue Exicing date
18/01/2007 18/01/2C19 17/01/2022
8 X{,.\ -
ICIM S.p.A.

Plazza Den Ennco Maperli 75 ~ 20096 Sesto San Givvanni ()
www icim it

WWWLCiS(.COM

SGONC003A

Membra ceq i Accord! di Mutud Riconosamento EA, 1AF e ILAC
Signatory of EA, IAF and 1LAC Mutual Recognition Agreements

CI1SQ & la F idarazione Italiana ¢ Cr

Certificazio e te' sistemi di gesticns azie

CISQ 5 the Italian Feduaration of man: ze.
sy tem Cerliticaticn Souict

ale




CiIS(1 is a member of
fo e L e

THE TR TIONAL CERTIRCATION NiTWhon

www.ic net-certificatior .com

IQNet, the assocation of the worid's frst Loss
certification bodies, s the largest provider of nanaiemicn:
Sy<tem Tectificat!on i the woid
Qe is compose  of more than 3G Kot il Luins
over 150 s bsidiaries olf aver the gloke

CERTIFICATO n.
CERTIFICATE No.

SICERTIFICA CHE IL SISTERIA DI GESTIONE PER LA QUALITA LI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dellIndustria, 12 - 35020 Arzergrande (PD) - Italia
Unita Operative / Operative Units
MEUS S.r.L. - Via Leonardo da Vinci, 24B - 26 ~ 28 — Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dell'lndustria, 2 - 16 — 35020 Arzergrande (PD) - Italia
ROLL S.R.L. - Via Leonardc Da Vinci, 24A - Zona Industriale Tognana —~ 35028 Piove di Sacce (PD) - italia
KIMA S.R.L. - Via Leonardo da Vinci. 22 -- Zona Industriale Tognana — 35028 Piove di Sacco PD; - Italia
VACUTEST KIMA S.r.l. - Via dell'Industria,12 — 35020 Arzergrande (PD} — Italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco PO - ltalia

4265/4

£ CONFORME ALLA NORMA /1S IN COMPLIANCE WiTH THE STARDARD

UNI CEI EN ISO 13485:2016
Sistema di Gestione per la Qualita / Quality Managsment Sysiem
PER LE SEGUENTIATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 14 - 29

Progettaziore e produzione di provette con vuoto predeteérminato ad usc prelievo ematico. liquidi tiologict g urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biolagici. Progettazione € produzione di
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Commercizlizzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbioiogia, arcoli in plastica pe:
laboratorio analisi, proveste con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoliin
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoii medicali
Design and production of test tubes with predetermined vacuum for colicction of haematological sampies, biological uquids
and urine samples. Procluction of test tubes for micro-collection of haematclogical samples. Design and production of
Holders for vacuum sampling. Design and preduction of diagnostic kits for blood and biolngical liguids enalysis. Design and
production of culture media for microbiology. Design and production of sterile needies and devices for collection of
haematological samples. Trading of the products of the Group. diagnostic kits, cullure media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needies. Design and production of mmoulds for plastic
labware. Injection moulding of thermaoplastic materials for medical devices.

Per informazicri puntuali e aggiormae circa evartialiy
si prega d: conlatiare

Fof frmely and vpdaied wlormalic

pleas:? contact the

Data discadenza
EXphing date

Enissione corrente
Current 1ssue

Data emissione
First issue

18/01/2007 18/01/2C19 17/61/2022
.
(R TI
[SR IS BT
CIMSpA
Piazza Den Enteo Mage I, 75 20009 Sesto Sar Govann (M7
WA ST
i
- WWAW.CISY.COM
SGQ N° Coe A CISQ e 12 1 aderanone alizng &6 (gan s u
: Certificazioe del sistom. di gestiuny
I:—“, Membro degll Accords di Mutuo Riconoscimento EA, (AF e ILAC CISQ s th [talian Federatios of
s stem Certification 8

Signatory of EA, 1AF and [LAC Mutual Recognition Agreements



ITALCERT

CERTIFICATO N° 5055GQ04

CERTIFICATE N° 5055GQ04

Si certifica che il
this is 1o certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
impiermented by

APTACA S.p.A.
Via Monte Bianco, 4 — 1T 20900 MONZA (MB)

nella Sede Operativa di

Operative Unit

Regione Monforte, 30 - IT 14053 CANczLLI (AT)

e conforme alla norma
15 in compliarce with the standard

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

per i seguent: Processi

concerning the fclicwing xinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito ch'rurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratcri di analisi.
Commercializzazione di dispositivi medici e diagnostici in vitro.
Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tarnpons for sampling of bological spesiis o
natural orfjice and in surgical field. Design and manufacturing of diagnosiic medical devices o luboratorios
of analysis. Marketing cf medical and diagnostic devices in vitro. Marketing of laborator 7 articies.
It presente Certlfi‘::lalto e so[ggs-ttn al rispetto delie condizio stabilite da: Regolomenu per ta cortificaz.ene
e Cort o st et B

In caso di discordanza tra le lingue utilizzate nella traduzio 1 ol presente certificats, fare r to alla o tahiana
i cases of discrepancy Cetiveen the fnpunges ssed ur the o atena of the cortens of e condvare, please sefe o the falicn fan e

LUAMMINISTRATCRE DELEGATO
MANAGING DIREC 7’(')/":’ -
i

DOr. Ing. Roberto Cusolito

PN GO A 1L T

cate shuail

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Modifica Data di S¢
First Issue Date Cirst lssue Date HTALCERT Moaifiod Dawe Earnrito
1998-07-23 2011-10-30 2019-11-06 SCR0 0

Settore IAF 14 - 29

ACCREDIA

o ]
- CENTE ALIANO DA ACCALOITAMENYO: S

LG NP 6234
Membro degll Accordi 41 Mutuo Rucanassmento TA,
Signatory nf EA, 1A% and [LAC Mutual Recognn

ITALCERT S.r.l. | Viale Sarca, 336 - 20126 Milano (M) | tel. +39 0266104876 | fax. +39 02661C1479 | www.italcert it | ita certsri@legalmail.is
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v ITALCERT

CERTIFICATO N° 505DM06

CERTIFICATE N° 505DM06

Si certifica che il
this is to cortify that

Sistema di Gestione per la Qualita
Quality Management System

messc in atto da

implemenrted by

APTACA S.p.A.

Via Monte Bianco, 4 — 1T 20900 MONZA (MB)

nella Sede Operativa di

Operatee Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is {n compiiance with the standard

UNI CEl EN [SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning the foilovnng kinds of Frocesses
Gestione delia 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 laboretori di analisi.
Commercializzazione di dispasitivi medici e diagnostici in vitr >,

Management of manufacturing and placing on the market of sterile tampons for sampling of bologicol spesimens e i

orifice and in surgical field. Design and manufacturing of diagnostic medical devices for analyis kaboraror s
Marketing of medical and diagnostic devices in vitro.

I presenta Certificato & soggetto al rispetto delle condiziori stab’

nvigore app icabii

ite dai Reqoiamenti per a certificazi

s Centlicare shoil sansfy the cequurements estabias. e i the Roles for the sortificntion in doice appls el
in ceso di discordanza tra le lingue utilizzate nella traduzione del contenuto resen rtificate, fare riferimento ally lin jua ital ana
i cases of antrepancy henvern Ve Dnginzies eed i 00 ransiacn of the o B g e
LAMMINISTRATCRE DELEGATO

MANAGING DIRECTOR
{ " -
T M
\/1 :;“)K,\.a\l ’ (-2\’\/ ol

Dr. Ing. Roberto Cusclito
Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Modifica Data di Scaderza
First lssue Date First tssue Date JTALCERT Muodified Date Expoution LU
2007-10-30 2011-10-30 2019-11-06
VENTE A AARCHDAAINTD ’

550 N° 0234
thembro degi Accordi di b ateo Ritenuse new s (A, 1AF & LAC
Signatory of EA, JAF 20u 1LAL MulLdr BEcogyitin igreemepts

ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0265104876 | fax. +39 0266101479 | www.italcertit | ‘tal  ertsri@legalmail it



L ORNE

LABORATORIE

EC DECLARATION OF CONFORMITY

Lorne Laboratories L.td declares that the following in vitro diagnostic rez gent:

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and prov:sions of Directiva
98/79/EC of the European Parliament and of the Council (also Si 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonise
standards:

« BS EN 980:2008

¢ BSENISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance w th
Annex | of Directive 98/79/EC.

This declaraticn of conformity is issued under the sole responsibility of _orne
Laboratories Ltd and is valid from 13 April 2016.

e

=
e

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel:+44 0118921 2o+

|
o i
Glo Unit 1 Cutbush Park Industrial Estate i Fex: #4400, 118950451
* J Danehill, Lower Farley oEmaib iefosclormeden s oo
‘%ia BN | Berkshire RG6 4UT United Kingdom w ww.lornelabs.com
e

Fie No 812231
187 13385 2001 150 S001:2008 B shors b affor e e abione R



File No 212241
180 13385 2001, 50 W1 .2

\LORNE

7 LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic rec gent:

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex II)
and complies with the essential requirements and provisions of Directiv 3
98/79/EC of the European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in cenformity with the national standards transposing harmonise|
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of | orne
Laboratories Ltd and is valid from 13 April 2016

m=
-
vt

Eddy Velthuis
Tecknical Director

Lorne Laborateries Limited
Unit 1 Cutbush Park Industrial Estate

Tel +44 (0 118821 2034

PoFari+2d:i0: 118985 401

Q T %
"y i
-\ UL “ Danehill, Lower Farley i Errail infodciormels i con
G _L_“” Berkshire RG6 4UT United Kingdom | wv w.lornelabs.com
1426

608 Reng shors ot e o abicve Beyie e n fepla P G440 T VAT
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150 13435 2001, 150 $001 2008 Rentrnfiree 0t

LORNE

LABORATORILES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reigent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Anne x i)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also Sl 2002
No.518 which transposes the requirements of Directive 93/79/EC).

and is in conformity with the national standards transposing harmonise 1
standards:

» BS EN 980:2008

» BS ENISO 13485:2012

» BS EN 13612:2002

» BS EN 13640:2002

» BS EN 13641:2002

» BSENISO 14971:2012

» BSENISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of _orre
Laboratories Ltd and is valid from 13 April 2016.

Eddy Velthuis
Technical Director

—orne Laboratories Limited | Tl #4421 118921 £ 20

@&

L \\

Unit 2 Cutbush Park Industrial Estate : Foaxe 44 {0; 118986 25 1x
Danehill, Lower Earley ' Enailyinfoiwlo nelis com
Berkshire RGH 4UT United Kingdom | www. lornelabs corn

426

s abioes | Riqostend v Tack ne Mg TRRATTRD L



EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CON."ORMITY

Name und Adresse des Herstellers*/Héndlers**;
Name and address of the manufacturer*/distributor**:

KABE LABORTECHNIK GmbH
Jagerhofstrale 17

51588 Niimbrecht-Elsenroth
Deutschland / Germany

Wir erkldren in alleiniger Verantwortung* bzw. aufgrund der uns vom Hersteller vorliegenden Inforr iationen™,

dass die In-Vitro-Diagnostika der Produktgruppe /

We declare under our sole responsibility* respectively according to the information of the manufact irer™

that the in-vitro-diagnostica of product group
kapillare Blutentnahmesysteme

» Kapillarblutentnahmesystem (GK)*

« kapillare Probenbehiiltnisse aus Kunststoff*

« Blutgaskapiilaren (BK)
« Harmatokritkapillaren (HK)
« end-to-end Kapillaren (EK)
« kapillare Probenbehiltnisse aus Glas**
» Blutgaskapillaren (BK)
» H&matokritkapiliaren (HK)
+ end-to-end Kapillaren (EK)

» Mikro-Kapillar-Pipetten mit Ringmarke (RM)

der Kiasse / of class

capillary blood collection syste ns

» capillary blood collection system (GK)*
« capillary sample containers riade of plastic*
« blood gas capillaries (BK)
« haematocrit capillaries (HK)
» end-to-end capillaries (EK)
« capillary sample containers i ade of glass™*
« blood gas capillaries (BK)
« haematocrit capillaries (HK)
+ end-t0-end capillaries (EK)
« micro-capillary pipettes with r ng mark (RM)

Andere IVD-Produkte
Other IVD-devices

den einschldgigen Bestimmungen der IVD-Richtlinie 98/79/£G und deren Umsetzungen in nationale Gesalze
entspricht. Die Konformitétserklarung gilt fiir die durch die KABE LABORTECHNIK GmbH freigeget enen Chargar.

meets the provisions of the directive 88/79/EC and its transpositions in national laws which appiy ty it This declaration
is valid for the batches released by KABE LABORTECHNIK GmbH.

Konformitatsbewertungsverfahren:
Conformity assessment procedure:

NiUmbrecht-Elsenroth, 26.07.2018

Konformitaetse ‘klaerung_IVD_PG28 doc

Richtlinie 98/79/EG Anhang H!
Directive 98/79/EC Annex [l

KABE LABORTECHNIK Gmbte
Jag 2rhofstralle 17
N-51888 timbrecht-Elsenrofh
W r43(0) 22027 565

LT Py

André Kolpe, Géschattsithrer / Managing ¢ rector



Capillary blood collection system
Capillary blood collection GK

Capillary blood collection GK

It consists of a prepared test vessel and a prepared plastic end-to-end collection :apillary with
stopper.

* Easy handling

* Plastic capillary* with exact filling volume; complete inner surface prepared, v nbreakable

« Collection vessel serves as centrifugal vessel: prepared for all common tests

* Light protected, tinted vessels for bilirubin analyses

* with conformity certificate in accordance with the Weights and Measurement Regulations
Fill the capillary with capillary blood from a horizontal position.

After filling let the blood flow into the vessel from a vertical position (shake out remaining blood).
Remove the capillary, press on the attached stopper and mix or centrifuge.

077003 EDTA 100 pl
Packing unit:
100 pes in bag,
4,000 pes'in box
@ 11/8 x 39 mm
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intertek

Total Quali y. Assured.

CERTIFI

ATE

This is to certify that the quality management system of: Certificate Numbe r:
0082581-01
. . :
Medlca Corporatlon  Initial Certificatior Date:
1 2009-04-17
Main Site: 5 Oak Park Drive ) Certificate Issue D ite:

2019-01-01
Bedford, Massachusetts 01730 United States 0

Certificate Expiry ate:
2021-04-16

has been assessed by Intertek as conforming to the requirements of: I
cB-MS

ISO 13485:2016 ©

ocsm
5E{edi!é CCH

The quality management system is applicable to:

g

The Design, Development, Manufacture, Service, Distribution of in-vitrc

‘i
diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic L’“ K ‘J\' L\f
reagents, in-vitrc diagnostic analyzers/software used in the cizgnosis and =< \ = h—
management of cancer, immune status, disease status, autoimmune (mo oveati
status, cardiac markers, protein metabgclism, endocrine disorders, blood Presicent

S, Uri Si ases. .
analytes, urinalysis, blood gases Intertek Testing Servizes NA Ltd.,

1829, 32nd avenue, L achine, QC, H3T 3J1
Canada

In the issuance of tis certificate, Intertek assumes no liability to any party other than tc the Client, and then only in accordance with the agreed upen Certification Agreement. T is

certificate’s validity is subject to the organization maintain: ng their system in accordance with Intertek’s requirements for systems cerufication, Valid:ty may be confirmed via em i at
certificate.validation@intertek.com or by scanning the code to the right with a smartphone, The certificate remains the property of Intertek, to whom it must be returned Lpo

request,

N
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