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UNI EN IS0 3001
UNI EN 150 13485

A42 / 691316

Code: PIP1810/50 ‘
|
Description: DISPOSABLE NEEDLE FOR BONE MARROVT ASPIRATION 1BGx10/50mm
BATCH MANUFACTURING DATE EXFIRAT;!DN DATE TRANFN RT DOC N, STERILIZATION BATCH
241BAA 06/05/2024 30/04/2028 | 1f15g 24063105
Type of Test Acceptance Criteria Results Tpst Date Acceptance of results
Functional Tast In compliances to tha Passed 14/08/2024 Acceptad
manufacturars apeaifications
Mechanical Test In compliance to the |Passod 14/08/2024 Accepted
manufacturar's spacifications |
Visiva Test In complianca to the Pagsad 14/06/2024 Actopted
' manufaclurer's specifications
Dimensional Test In complianca to the Passed 14/06/2024 Actaplad
manufaciurer's spacifications
Verificatlon of Sterilization Inside lolerances as for Meat 14/08/2024 Accepted
) Parameters validation report issued in
Verification of Residual Ethylene | In compliance to 150 10983-7 Maat 14/08/2024 Accepted
Oxide
|
Varification of Packaging In compllance to 150 11607 . Maat 14/06/2024 Accepted
Biosompalivility In compliance to |50 10993-1 Mewt 14/06/2024 Accaptad
|
Pyrogenicity Apyrogene in compliance (o ‘Fassud 14/06/2024 Accaptad
current USF Chapter 161 |

T
HMate: sectlon marked as "N/A” indicate testing |8 not raquirad for this product:
All lots manufactured are tested per the abava criterla.

Throughaut this decurment we confirm that this product has been releasad for

procadures,

Delebio, Il 14/06/2024

sale based an the rasult of the

bpplicabla accaptance oriteria a8 for the internal

MD.L S.RL
Il Legale Rappresentante
Dott, Marcello Dell'Oca







M.D.L, 5ri SISTEMA Di GESTIONE
Via Tavani 1/a = 23014 — Delebio (S0) - Italy [ SORRTIICATS
Tel (+39) 0342 /682130 Fax (+39) 0342 / 691316 H
P.IVA & Cod. Fiscale 00656810140 Cod. Rea : 46278 ITALCERT

e-mall: info@mdlarl.com webiwww.mdlsrleom UNIEN 150 2001

UNI BN IS0 13485

Certificate of Analysis
Product Informatlon
Code: PIP1810/50

Description: DISPOSABLE NEEDLE FOR BONE MARROW ASPIRATION 18Gx10/50mm

BATCH MANUFACTURING DATE  EXPIRATION DATE TRANSPORT DOC N, STERILIZATION BATCH
2412AA 22/04/2024 31/03/2028 1080 24052405
Type of Test Acceptance Criteria Results Test Date Acceptance of results
Funetional Test In complignee o the Passed 05/06/2024 Aucepted
manufacturer's specifications
Mechanical Test In compliance to the Passad 05/06/2024 Accaptad
manufaciurer's spacifications
Visiva Tast In eompliance to the Passad 05/06/2024 Accapted
manufaciurer's specifications
Dimanslonal Test In compliance to the Passad 05/068/2024 Accapted
marnifacturer's spaciications
Verification of Starilization Inside tolerances as for Maat 05/06/2024 Accapted
Paramatars validation report issuad in
Varification of R¢§idua| Ethylene| In compliance to 150 10893-7 Meat D5/08/2024 Acceptad
Oxidn
Verification of Packaging In compliance (o IS0 11607 Meet 05/06/2024 Acceptad
Blocompatibility In compliance to IS0 1098341 Meet 05/06/2024 Accepled
Pyraganicity Apyragene in complianca to Fassad 05/06/2024 Acceptad

current USP Chaptar 161

Note: sectian markaed as "N/A” indicata tasting is not required for this praduct,

All lots manufactured are tested por the above eriteria,

Throughaut this document we confirm that this praduct has been released for ssle based on the result of the applicabla acceptance critaria as for the internal
procedures

Delabio, I 05/08/2024

MD.L SR.L.
Il Legale Rappresentanta
Dott. Marcello Dell'Oca

acdls
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UH1 EN 180 9001
UNIEN IS0 13485

Code: PIP1810/50
Description: DISPOSABLE NEEDLE FOR BONE MARROW ASPIRATION 18Gx1 0.'5L|>m m
|
|
BATCH MANUFACTURING DATE  EXPIRATION DATE TRANSPORT DOG N, STERILIZATION BATGH
Z413AA 22(04/2024 31/03/2029 ]G 0 24051005
|
T
Type of Test Acceptlance Criteria Results esft Date AﬁcupthGB of results
Funelianal Tes! In compliance ta thi Fassad 05/0e/2024 feceptad
manufacturer's Bpw:Fﬂcquns
Mechanical Test In compliance ta the Passad Jﬁma}zum hocapted
manufacturers specifications |
Visiva Test In compliance to the Passed q's:c B/2024 Acceptad
manufacturer's Bchlﬂ::miurls |
Dimensional Test In eompliance to the Passed Jj5,r G/2024 hocepled
manufacturar's SpBﬂLﬂEﬂlinns [ CT
Verification of Sterllzation Inside talorancas as for Meet 15/06/2024 \ccaptad
Parameters validation report Issued in j
Varifization uft_?‘qsmual Ethylene | |In compliance to 150 10993-7 Mast S/E/2024 cooptad
xide
Vorlfication of Packaging In campliance 1o IS0 11807 Meat c‘\g;,t 6/2024 \coepted
|
Eiacompatibility In compliance to IS0 109931 Mast 05/06/2024 \coaptad
|
Pyrogenicity Apyrogene in compliance to Passed 95/ 6/2024 Accapted
current USP Chapter 181

Nole:; saction marked as "N/A"

proceduras,

Deleble, I|  05/06/2024

Indicate testing Is not required for this proguct.
All Jots manufactured ara tested per the above criteria,
Througheut this documant we confirm that this product has been releasod for sale based on

the resull of thé ap

]

plicable acceplance criterla as

of the internal

MD.L.SR.L.
Legale Rappresentante
Dott, Mareello Dell'Oca

ol
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UNI EN 150 13485

Certificate of Analysis
Product Information
Code: PIP1810/50

Description: DISPOSABLE NEEDLE FOR BONE MARROW ASPIRATION 18Gx10/50mm

BATCH MANUFACTURING DATE  EXPIRATION DATE TRANSPORT DOC N. STERILIZATION BATCH
2410AA 0B/04/2024 31/03/2029 1080 24050205
Type of Test Acceptance Criteria Results Tast Date Acceptance of results
Functional Test In compliancs to the Passed 05/06/2024 Aceaptad
manufacturar's apecifications
Mechanical Tast In compliance to the Passad 05/06/2024 Accepted
manufacturer's specifications
Visive Tast In compliance to tha Passed 05/06/2024 . Accaptad
manufacturer's specifications
Dimensional Test In complianca to the Passed 05/06/2024 Accepled
manufacturer's specifications
Verification of Sterilization Inslde olerances as for Meat 05/068/2024 Acoepted
Paramatars valldation report issuad In
Verificatlon of Residual Ethylene | In complianca to 1SO 10893-7 Muaat 05/06/2024 Aceapled
Crida
Verification of Packaging In compliance to IS0 11607 Meet 05/06/2024 Accepled
Biocompatibility In eompliance to IS0 109931 Meat 05/08/2024 Accaptad
Pyrogenieity Apyragene in compliance Lo Passad 05/08/2024 Accapted
current USP Chaptar 161

Mota: saction marked as "NJA” indieate testing Is not required for this praduct.

All lots manufactured are tested per the above oritaria,

Threughout this document we confirm that this product has been released for sale bassd on the result of the applicable acceptance criteria as for the Internal
procedures.

Delebio, i 05/06/2024

MD.L.S.RL.
It Legale Rappresentante
Dott. Marcello Dell'Oca







=2

3NENIA, eI




- [Marotopureis: - MD.L. S,r.l, UTAJIHSL

- urna: CJJ:BGJ {xa‘l Nﬂ PJ
F'J13‘¥5) ; 2

i !
- MGK11825, MGKHBEB MGK1

5815\.‘.‘_[*‘._.]1 0910, F'Ttl 0915, ru'r1'1_1

m 10 F{ "

,‘agnurn E!ard@ (KET NQ
[&] 11 ‘MGK‘I‘IE'IM
12 :

1830 GK'IZDD MGK120074, MGK120075, MGKi?E‘CIQ MGK12U1D M(;:K‘IQD‘I‘!

| MGK120114, MGK12012; MGK12013, MGK12015, MGK12016, Mcmzmm rmem?om Memms MGK12024,
- MGK12030, MGK121075, MGK12110, MGK12115; Mekmm) i

| sjurnd Fas t(.uts coamearmmaﬂ

G am‘nmamqemwm Emoncmmhm nmcm -ﬁﬂstGL n(E? (kaT,Ne VES 1115, VES1208,

1VES1207 VES12074, VES12D75 VES1209, WES1210] VES1211; VES12114, VES1212, VES1213, VES1215,-

VES1216, VES1218, VES1220;

E51225,VES1228, \AE 151280, VESML’J’?-\JESMOM VES14075, VES1409,

VES‘IMO VES1411, VES14114, VES1412' [ES1413, VES1416; VES1416; VES1418; VESMZO VES1425,

Tl ME$1428 VES1430, VES1607,
' VES1613, VE5161.: VESI1616,,
VES1BO?5 VES1309 VES1E!1
‘MEST1820; VES1825, VES1828,
~VES20114,. VES2012, VES201
5521075 VESZ2110/ VL&.211

‘a FastCutk, coBMECTAMAR

. VEP1207, VEP1207

2157 VEP1216, VEP1218;
-VEF'HOE‘ VER1410, VEP1414;

| WEP1425;VEP1428, VEP1430,
VEP1612 VEP1613, VEP1615,
VER18074, VEP18075, VEP18
VEP1818, VEP1820, VEP1825;
\VEP2011, VEP20114, VEP201
VEPEOSO VEP?‘{O?& VEP211

VES16074, VES16075, VES1609, VES1610, VES1611, VES16114, VES1612
VES1618, VES1620; VEST625, VES1628, VES1630, VESTBUT, VES18074; |
0 VES1E ) ES'IE‘IML VEST812; VESIB13 E¢18'1.J VES 6. _VEMB'IB
VES1830, VEEQGD? VF&:.!DOM\ ?Dp?ﬂ v S?OGQ VESEMO VES2011,

o VE-"::ZNS VES?D"iG MES?LHB VE-‘;?(’J,’?O VES2025, VESZO.’ZB VFbAOSG

5, VES248)  E

o5 aamma ",ecuwM Bmunwm—lblm nmmnawm ?_ai tGun@ nght, (kaT.N2 VEP 1115,
4, VEP12075, VEP1209, VER1210; VE EP12114, \/Emzm \/EP1213
VEP12EB VEP’IREQ VEP1228, VEIF'12_C;S i ; : :
VEP14114; VEP1412: VEP1413 VEPTA15,

VEP1807, VEP16074, | VEP16075, VEP1609; VEP:

VEPR1616.VER1618; VEPTE ‘

08, VEP181 :
‘VEP1828; VEP1830, VEP2007
2, VEP2013, VEP2015, )

0, vmms vr—:r=?11s) ;

i




ﬂ TUF@EPEH] l 3

~Beero Haﬁmﬂqpaﬁnﬁ" :

: "I‘I:*.‘rofoii';fimms:“ i

|_N0J_ I-iomep pcmc’rpmmn

A Mma FaStCUtM'_'."'L ‘FT::-L‘ b i
MGWW MG1207, MG12074, 1

MG1612;, MG1615: MG161B" :
74. MG18075, |w31_ 9‘,"MG1‘.81‘0;'MG:1811,
S MG1818: MG1820, MC=-1B.'25MG1B 11830, ie2007,
MG2011 2, MG2013,

0 \
GF‘1516 'qusw MGP1620, MGF'“IE g ; 1630 .
MGP1B10 MGP1811, MGP1 114 MER1E] ] ‘MGF’1B16
GP1828: MGF"IB..’;O MGER2007, M‘GPEUDM IVIGP200 MGF’EOOE MGP2010,

12/ MGP20137M¢ MGR2016, MGP2018, MIGR2020, MGR2025, MGP2028; j

' 'qcmne-'romr MR
i 210, VE1211 VE12114 FB R
28 VE1230 V 140? VE1407’4 /E14‘075.‘ VE! E,14‘1.1‘, VE‘1'4114. o
', ‘ ] 16 = : E‘iﬁ@? VE1’6075', o B
VE1609 VE'IE'I{) VE‘IG 3 3V 816, VE1 E162 1625, VE1628;- e
L VE1630; VE1807, VE1BB? VE1809, VE181U VE1B11 VE181 1 1816, TnE
jiof VE181a VE1820, VE1525 VE1828, VE1830, VéEOOT VE20074, VE20075, ! -VE201 4,
S VEEOH VE2013 VFEO‘I& VEEMS E.ems VEEDEU VE2025 VFEGZG, 030 VE?TG?.; VL:E"IHJ Vr:2115
i VE.?HG L it
- Mrna nonyaammawueman rwwo'ruHHnm"runa Samu’“ut (kaT. Nn PE?O‘I,' 5, PDO1;
PD012075, POO1209, PD(J12:1-B, PDROf214; DB1?“11'4 rDm 201213, PI Pmmzw PDOH'!B
~,-PD04220, F‘DD1225 PB01228, PDO123( 7, D014 _og_r-‘v'mmm-o I
(uPDO14114, F'DGI14 2P ‘ DO74:; Blo} i+ PDO’ ‘ J01425, P 01430, PDI a7 |
PDD15074 PO0160: D o'p ] PDO161E, - 85

82015 POC2020 ADasaas, Fooe0ss, Focaoss PGB
'n-mrn:l'l‘ray-lca“rl"uu'mu:r;|m-mnm:a-rwr'laI~Iam.'fctl.lt (xa s, i 1 I

bl F'IVIIZ;D PM1211) PM12114, F’M1212 PM12!3 PM1215, PMM’]S
PM1407, PM14{JT4 PM14075] PMi408, PM1410|F‘M’I411 PMA414:
‘ 28, P 30, PM1607] PM16074, PM1B0TS5.
‘ 'PM1618 PM1620, PM1624 FM11’:‘2,
| F‘Mlaw PM1BT1 PM18114 PM181 PM191J PM1815. P81
- PM2007;: PM2GD?4 PMQOD?E PMEBOQ PM2010, }PM.?DH Pv201 \
- PM2020; PM2025 PMEOEE PM2030, PM21075, ﬁmzt 10, PM2115] PM211B) :
U SMrna. mﬂnrpn.qmr;ep (uoamunbuan u.rna) Intfe pns kanions; Guoncmnuhlx ywpoﬁm car;Ne |
- PT11076; PT11077, PT11078, PT11076; -ETA1080, PTHOEH PT11082, PT11083; BT 11 4, PT11085, PT140
. PT11087, PT11088; PT11089, PT11050; PTHBB‘& PT11092' BTy 93 PT41094, PT11095; PT11098, PTAT097: .~ ¢ ‘i
TBT11088, F‘-’T‘I;OQQ PT11100, PT11101 PT11102 i 1103-‘-9;‘ 11105, F’T11105 Prﬁw? PTIT10B. . & 2gits
+PT11108, PT11110; PT1111, PTH112; PTi1t13, P 1 6, PT11117, BT -
- PTA1120, PT11921. PTi1122, PT11123, P14 ET11128, PT11
,PT11131 F’T11132 PT11133, F'T11134 A i PT14439, P11 4.1
PT11142, PTA1143, PT11444, PT11 ' BT F'T 2075'PT12090 PT1 100}
PTi12140, F'T12114 PT12120 PT121 20 : ;
oo, PT13014 PT13034 F-'T13038 PF13D40




: PT17034 PT17038,
PTA707 ;PTJ 1078, P r1 7090;

1907, PC1910,
 PC2115, PC2120, *

TYQ1808, TYQ1810, L TYQS! ,
YQ1625, TYQ1828, TYQ1830, TYQ2007, TYQ20074 Tmzowa TYQ2009, TYQ2
TYQ2012, TYQ2013, TYQ2015, TYQQG‘IB TYQ2018, 1;}(@2030 TYQ2025 quoz_

‘MH:}' 119503{7 01D-L|.r13,tw,rmﬂ ,EU'IH ﬂcrmpauww L-i Ethcmn nrm;l lmm j.lwrm wcmncrmuemmﬁ Eimncl.‘lut e e i
2 ‘ 230{5
-If g a-l..-y'tuCut Tan ‘-lv:ﬁa (kaT. NePB1407, PBM20 F’B‘lul.: PBAG20, PBIGAO PBI705, PB1707;: PBI?'ID PB‘I?H
5,;F'E}1720 F’B1725 F-“BWSD F’ﬂ'lBOﬁ PB1SO? F’B1B'10. F’B‘181‘1 PBIEH? PB1815 F-"B‘IS‘IB FB182D
f"B 30,‘PB2004_ PB.&O.DS EBEOO?

"PBEHZ ’53211 PB21




Bcam IIa.P[MEHO]idHHfI" :

i Hsm‘msme_n_ﬁ:- M D L S r.I.,l]rL

) !_NE' = Homep pe[‘m‘:.rpaumd 1

- sarnaMark. HecMELaeNas,
-~ PN2010, PN2012; PN2015

~urna nunyaaToM i Hecuamz%gmaﬂt \ A1 §0! ! F F’ ‘1815

- PNAZ005, PNA2007, PNA2010, PNAZO12, PNAZ015, PNAZ105, PNA N/ \ }
- ~urna MarkSlim, Hacmealdam: Sy s6om, (kaT. Na- 1 NS :13.‘1-5,. :
- PN82005, PNS2007, PNS2 152012, PNS2015 PNSZW";_EE_ 2107, P | #
v UrnE RapuMark, caawoml—:amhm nepeycraroBkir; ( 003, PF

PR2015, PR2107) e

PO ER N AL LS LA R AR E A SN BRI
v o - L A 7

R 8 O LN R
e T







