biomedical

M-400-503 Rev. D del 24/02/2018

Conformity declaration

The undersigned company BIOMEDICAL S.r.l., declares, on its own responsibility, that the following
disposable sterile medical devices produced and supplied by the company itself:

e are in accordance to the essential requirements of Annex I of the European Directive
93/42/EEC and subsequent amendments and addictions.

o are classified as surgical invasive medical device for transient use (class IIa) in accordance to
the rule 6 , annex IX of Directive 93/42/EEC and subsequent amendments and addictions.

o are manufactured in strict accordance with Italian sanitary laws and with European Directive
93/42/EEC and subsequent amendments and addictions - Annex V and Annex VII, UNI EN
ISO 9001-2008 + UNI ISO 13485-2012 , using medical/pharmaceutical grade materials.

This conformity declaration is related to the certificate number 178-01-01-DM and to the codes listed
below.

Firenze, 24/02/2018 BIOMEDICAL S.r.l.
Legal representative

ola Giunti >, Y -

(OLL o\ A

Digitally signed by Grabazei Alexandru
Date: 2020.12.18 11:09:18 EET
Reason: MoldSign Signature

Location: Moldova
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M-400-503 Rev. C del 2971172016

RANGE | RANGE | RANGE
CODE XX YY(Y) 2(22) o DESCRIPTION
from o
OBlxxyy/zzz- | from 14G |from05to 005 to 0Bl = disposable needle for
aa to 18G 99 mm 300 mm sternal or iliac aspiration
from OBIP = pre-assembled disposable
OBEPX;?IZZZ' frg)n} ééG frgr; r{;?nto 005to — needie for fliac or sternal
300 mm aspiration
from _ .
OBlExxyyfzzz- | from 14G | from 05 to 0BIE = medullar disposabie
aa to 18G 9gmm | 200t - needle for removal and perfusion
300 mm
OBILxxyy/zzz- | from 14G a | from 05 to (;6%”?0 OBIL = disposable needle for iliac
aa to 25G 98 mm aspiration with ergonomic handle
300 mm
from OBILE = disposable needle for
OBELZE;);yy/zz frcir§2154((33 a frggl n(:?nto 005 to -—- iliac aspiration with ergonomic
300 mm handle for medullar removal
OBLsoy-ca from07G | from 05 to . . 0BL = disposable needle for
yy to 18G 25cm bone-medullar biopsy
OBLE = disposable needte for
from 07G |from 0510 ;
OBLExxyy-aa 0 18G 25 om --- medullar removal with lateral
holes
0BW = disposable needle for
0BWxxyy-aa fr?{)”; géG frc;ng ({:}glto e bone-medullar biopsy (patent
SOMATEX)
0BLT = disposable needle for
OBLTxxyy-aa from 07G | from 05 to - -— bone-medullar biopsy {Trap
to 18G 25cm
System-type)
o OBLT = disposable needle for
OBLT0¢yy-02 from 07G | from 05 1o . 02= dlamqnd shaped bone-medullar biopsy {Trap
to 18G 25cm tip
System-type)
OPS = needle for bone biopsy
from07G | from 05 to . X )
OPSxxyy-aa 0 18G 25 orm - -— with inside capturing device. PJ-

type handle
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M-400-503 Rev. C del 29/1 1/2016

RANGE | RANGE | RANGE
CODE XX YY(Y) Z(z2) o DESCRIPTION
from 11G | from 05 to 0BM = disposable needle for soft
OBMsoyy-0a | 006 50 cm - o tissue biopsy with manual action
0BD = disposable needie for soft
from 14G | from 05 {0 ’ ; : ; .
OBDxxyy-aa t0 22G 50 om - -— tissue biopsy W|th semiautomatic
action
0BRSS = disposable guiliotine
needle for soft tissue biopsy with
0BDSxxyy-aa from 14G | from 05 to -— - semiautomatic action {shuttle
to 22G 50 cm .
handle), without removable
cannula
0OBDSE = disposable guillotine
needle for soft tissue biopsy with
0BDSExxyy- | from 14G ifrom05to . . semiautomatic action (shuttle
ad t0 226G 50 cm handle), without removable
cannula, echogenic version
{PTFE covered)
from 14G | from 05 to 0BDP = disposable guitiontine
OBDPXxyy-aat | 45 006 50 cm o - needle for coaxial biopsy
0BDPS = disposable guillotine
OBDPSxxyy- | from 14G | from 05 to . . needle for coaxial soft tissue
aga to 226G 50 ¢m biopsy with semiautomatic action
{shutile handle)
OBDPP = disposable guiliotine
0BDPPxxyy- | from 14G |from 05 to . . needle for biopsy with
o to 22G 50 cm semiautomatic action with coaxial
introducer
OBExovV-00 from14G | from05to - . 0BE = disposable guillotine
vy to 22G 50 cm needle for automatic gun
0BEC = disposable guillotine
OBECxxyy-00 f"fongée fr°5”8 e I needle for automatic gun with
coaxial infroducer
_ 0BE = disposable gulillotine
0BExxyy-01 frgorg;zi@G frosrg grsnto — 01= \:g?;ig 2.5 needle for automatic gun-Promag
2.5 version
_ 0BEC = disposable guillotine
OBECxxyy-01 from 14G | from 05 to — 01= Promag 2.5 needle for automatic gun-Promag
to 22G 50 cm version . . o
2.5 version with coaxial introducer
0PG = disposable guillotine
from 14G | from 05 to . :
OPGxxyy-aa 0 292G 50 cm needle compatible with Bard

Magnum automatic gun
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M-400-503 Rev. C del 29/11/2016

RANGE | RANGE | RANGE

CODE XX YY(Y) 2(22) ad DESCRIPTION
0PGE = disposable guiltotine
needle compatible with Bard
OPGExxyy-aa frg)n;;é@ fro5r8 anto Magnum automatic gun,
echogenic version (PTFE
covered)
OPGC = disposable guillotine
OPGCwY-a from 14G | from 05 to N needle with coaxial introducer
vy to 22G 50 cm compatible with Bard Magnum
automatic gun
from 14G | from 10 to 0BS = automatic disposable gun
0BSyy-ad | “yo00g | 25em | T for soft tissue biopsy (BIOSHOT)
OBSE = automatic disposable gun
from 14G |from 10 to for soft tissue biopsy (BIOSHOT]),
0BSBXqyy-ac} 450G 25 cm - o echogenic version (PTFE
covered)

0IT = disposable introducer
coaxial needle for introduction of

OITxoxyy-a from 11G | from 02 to N . cannuia, biopsy devices, hook
to 236G 50 cm wires, catheters or other devices,
without mandrel and smoothed tip
cannula

OITE = disposable introducer
coaxial needle for introduction of
cannula, biopsy devices, hook
OITExxyy-oa frgm21316G fr%rg gato -— wires, catheters or other devices,
without mandret and smoothed tip
cannula, echogenic version
{(PTFE covered)

0BT = disposable introducer
coaxial needle for introduction of

from 111G | from 02 to cannula, biopsy devices, hook
0B Txxyy-aa to 236G 50 cm - - wires, catheters or other devices,
with Trocar mandrel and biopsy
tip cannula

from 14G | from 05 to OBA = disposable set of hepatic

OBAXXYY-aot 029G 35 om — - biopsy by aspira_ti_on as for
Menghini

0BC = disposable needle of

: from 14G | from 05 to histological and cytological biopsy
OBCxxyy-aa | "5 25G 30cm by aspiration as for Menghini
medified
OBCA = automatic disposable
from 14G | from 05 to needle of histological and
OBCAXyY-aa | "4 55 30 cm - - cytological biopsy by aspiration as

for Menghini modified

0BCAC = automatic disposable
needle of histological and
- - cytological biopsy by aspiration as
for Menghini modified with coaxial
introducer

OBCACxxyy- | from14G |from{51to
aa to 25G 30cm
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M-400-503 Rev. C del 29/1 172016

RANGE | RANGE | RANGE
CODE XX YY(Y) 2(22) aa DESCRIPTION
OMEM = Chiba disposable needle
OMEMxxyy- | from 16G | from 05 to . » histological and cytoiogical
aa to 266G 30 cm aspiration or insertion, Menchetti
version
OMEF = Disposable needle for
OMEF xxyy-aat from 16G | from 05 to — cytological and histological
to 26G 30cm .
biopsy, Franseen style
OMEW = Wescott disposable
OMEWxxyy- | from 16G {from 05 to . - needile for cytological and
aa to 26G 30 cm : : :
histological biopsy
0IC = disposable needle for
from 18G | from 06 to o .
OICxoxyy-aa 023G 35 cm - - alcoholization w[th closed trocar
point
OlLxxvv-a0 from 18G | from 05 to N . OIL = open pointed disposable
vy to 236G 35cm needle for alcoholization
0PBM = Chiba disposable needle
from 14G | from 05 to . i for cytological aspiration and
OPBMxXyY-ad| "4, 096 | 30cm - injection, hub LLDU MDL. MR
version
OMEsxvv-aa from 14G | from 05 to . . OME = Chiba disposable needle
vy to 29G 30 cm for cytological aspiration
. OME = Chiba disposable needle
from 14G | from 05 to 01 = Triple . S )
OMExxyy-01 e for cytological aspiration Triple
0 29G 30 cm sharpening tip sharpening tip
OME = Chiba disposable needle
from 4G | from 05 to P . . . .
OMExxyy-02 029G 30 om 02 = Quincke tip for cytological atsiglratlon Quincke
from 14G | from 05 to B . OME = Chiba disposable needle
OMExoxyy-03 to 29G 30 cm - 03 = Ultra tip for cytological aspiration Ultra tip
04 = Triple OME = Chiba disposable needle
from 143G | from 05 to L for cytological aspiration Triple
OMExxyy-04 to 29G 30cm o sharpening tip and sharpening tip and Quick Release
Quick Release plug olug
. . OME = Chiba disposable needle
OMExxyy-05 frgnzééG froana gg}to — Oggﬁc%tigl?g:slp Ii nd | for cytological aspiration Quincke
PIig tip and Quick Release plug
) OME = Chiba disposable needle
from 14G | from(6to 06 = Ultra tip and . e .
OMExxyy-06 10 29G 30 om e Quick Release plug for cytological aspiration with Ultra

tip and Quick Release plug
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M-400-503 Rev. C del 29/1 172016

RANGE | RANGE | RANGE
CODE XX YY(Y) 2(zz) od DESCRIPTION
07 = Triple OME = Chiba disposable needle
OMEsoeyv-07 from 14G |from 05 {0 sharpening tip, Quick | for cytological aspiration Triple
vy to 209G 30 cm Release plug and sharpening fip Quick Release
extension plug and extension

OME = Chiba disposable needle
for cytological aspiration Quincke
tip Quick Release plug and
extension

08 = punta Quincke
from 14G | from 05 to . !
OMExxyy-08 10 290G 30 em Quick ReEeasg plug

and extension

OME = Chiba disposable needle
for cytologicat aspiration Ultra tip
Quick Release plug and
extension

09 = Ultra tip, Quick
from 14G {from 05 to !
OMExxyy-09 t029G 30 om Release p{ug and

extension

from 050 OMEP = disposable needie with
OMEPxxyyy- | from 16G peripheral nerve block under
to 300 - - .
o to 26G echography — without mandrel —
mm 3 :
with connecting fube

from 16G | from 05 to OMEC = Chiba disposable needle

OMECxxyy-aa 10 26G 20 em --- for cytqlog:c:al aspiration,
echogenic cannula and tube

OMEBsovv-ad from 14G | from 05 to N OMEB = disposable needle for
¥y 026G | 30cm brachytherapy
from 18G |from 20 to 0IDxx/D = set for galactography
OIDxdDyy-ad | 430G 40 mm - o with straight needle
from 18G | from 2010 0IDxx/C = set for galactography
OID0dCyy-aa | 45 206 40 mm - - with curved needle

OIDKxx/C = set for galactography
— — with curved needle, 6 dilatators
and 1ml syringe

OIDKxx/Cyy- | from18Ga | from20 a
aal 30G 40 mm

OIDKxx/D = set for galactography

OIDKxx/Dyy- | from 18G | from 20 to - — with straight needle, 6 dilatators

o to 30G 40 mm and 1ml syringe
DIV Y-a from 14G | from 05 to 0IM = disposable needle for
vy 1o 25G 35cm mammary focalization

from 14G | from 05 to OIMX = disposable needle for

OIVIXoxxyy-oa 025G 35 om — -— mammary iocarillégﬂon with double
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M-400-503 Rev. C del 29/1 112016

RANGE | RANGE | RANGE
CODE XX YY(Y) 2(22) ad DESCRIPTION
(IPNA = disposable needle for
OPNAXXyy-aa fr%rg;zlGG froang gg}to --- - mammary localization, not
repositionable; BCA-type handle
OPR = disposable needle for
from 14G | from 05 to N
OPRxxyy-aa t0 25G 35 om - -— mammary localization; normal
handle
0PRR = disposable needle for
OPRDxxyy-aa frfozg;éG frc;%rg ggto - mammary localization; normat
handie with double anchor
OPRA = repositionable disposable
OPRAXxyy-0a fr?orrégtle(; fr%n; grt;to -- - needle for mammary localization;
BCA-type handle
OPRAD = repositionable
OPRADxxyy- | from 14G |from 05to . disposable needle for mammary
aa to 250G 35 cm localization; BCA-type handle with
double anchor
from 001 QAET = disposable needle with
OAETOqyy- | from 18G | o000 | - triple tip for ENS electro
ad to 30G . .
mm stimutation
from 001 OAET = disposable needle with
OAEDOqyy- | from 18G 1 "y5000 | | 01=30°angletip triple tip for ENS electro
01 to 30G . )
mm stimulation
from 001 0AEQ = disposable needle with
OABQxxyyy- | from 18G | "y, 54 — Quincke tip for ENS electro
aa to 30G ; :
mm stimulation
from 001 OAEC = disposable needle with
OAECKxyyy- | from 18G | o0 | — Chiba tip for ENS electro
aa to 30G . .
mm stimulation
from G01 DAEY = disposabie needle with
OAEYxyyy- | from 18G 1 7y )50 - — Thuoy tip for ENS electro
ad to 30G . .
mm stimulation
from 001 OAEP = disposable needle with
OAEZ);XWV' fr&maagG to 200 - e Pencil point tip and fateral hole for
mm ENS electro stimulation
0AVO1xxyyA = set for
OAVOT VWA from12G |{from05tc| A= . thoracentesis/paracentesis with
¥y to 20G 2bcm | opentip tap and Verres needle, with open

tip mandrel
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M-400-503 Rev. C del 29/1172016

cope | RANCF Rmsf RQ’;S)E aa DESGRIPTION
DAVO1xxyyB = set for
from 12G |from 05101 B=2 thoracentesis/paracentesis with
DAVODOYYB | 45006 25¢cm holes tap and Verres needle, with two
holes mandrel
DAVO1xyyC = set for
from 12G |from05tc| C=3 thoracentesis/paracentesis with
DAVOBOYG |+ 46 20G 25cm pits tap and Verres needle, with 3 pits
mandrel
0AV0103yy = set for
0AVO103yy 03 fr%_rg Sgt" thoracentesis/paracentesis with
tap and 3 needles
0AVO2xxyyA = set for
from 12G |from05to; A= thoracentesis/paracentesis with
OAVO2xyYA |45 20G 25cm | opentip valve and Verres needle with
open tip mandrel
DAVO2xxyyB = set for
from12G |from05t0} B=2 thoracentesis/paracentesis with
0AVO2xyYB | 44 206 25cm holes valve and Verres needle, with 2
holes mandrel
0AVO2xxyyC = set for
from12G |from05to| C=3 thoracentesis/paracentesis with
0AVO2)oyyC to 20G 25¢cm pits - valve and Verres needle, with 3
pits mandrel
0AV0203yy = set for
DAV0203yy 03 frozrg Srsnto - thoracentesis/paracentesis with
valve and 3 needles
0AVO3xxyyyy = set for
DAVO3xK from 08 to fr;;omaggo . . thoracentesis/paracentesis for
vy 21G mm removal of ascites and drainage
needle
0AV0102 = set for drainage with 2
0AV0102 - - -—- funnel needles, tap and tube 4.1 x
3 mm
DAVAXxyy = Verres needle with
OAVAXXYY fr?OmzééG frozrg grsnto - - normat slim joint, open point, 16°
sharpen, without tap
0AVBxxyy = Verres needie with
QAVBxXxyy fffon;géG frc?zrg gﬁqto en - normal slim joint, 2 holes, 16°
sharpen, without tap
0AVCxxyy = Verres needle with
OAVCxxyy frtc:)ng}éG frozrg grito — normat slim joint, 3 pits, 16°
sharpen, without tap
0AVDxxyy = Verres needle with
OAVDxXxyyY frtoomzééG fro2r2 Srito - - normal slim joint, 1 hole, 16°

sharpen, without tap
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M-400-503 Rev. C del 29/1112016

RANGE | RANGE | RANGE
CODE XX YY(Y) 7(22) ac DESCRIPTION
0AVAQxyy = Verres needle with
DAVAQxxyY from 12G | from 05 1o -— -—- normal slim joint, open tip, 30°
to 20G 25cm
sharpen, and tap
0AVBQxxyy = Verres needle with
from 12G | from 05 to s o
OAVBQxxyy 10 20G 25 om — normal sfim joint, 2 holes, 30
sharpen, and tap
0AVCQxxyy = Verres needle with
OAVCCoyy from 12G | from 05 to - normal slim joint, 3 pits, 30°
to 20G 25¢cm
sharpen, and tap
0AVDQxxyy = Verres needle with
OAVDQxxyy from 12G | from 05 to - - normal slim joint, 1 hole, 30°
to 206G 25¢cm
sharpen and tap
0AVAXxyy-02 = Verres needle
: from 12G | from 05 to - with normal slim joint, open tip,
OAVAXYY-02 | 45 206G 25¢cm - 02 = PTFE cover 16° sharpen without tap and
PTFE cover
0AVBxxyy-02 = Verres needle
from12G {from 05 to _ with normal slim joint, 2 holes, 16°
OAVBXOWY-02 | "4 006 | 25em | 02=PTFEcover | = ampen without tap and PTFE
cover
0AVCxxyy-02 = Verres needle
from12G |from05to _ with normal slim joint, 3 pits, 16°
0AVCxyy-02 | “too0g | 25em | T 02=PTFEGover | g ren without tap and PTFE
cover
0AVDxxyy-02 = Verres needle
from 12G | from 05 fo _ with normal slim joint, 1 hole, 16°
0AVDxyy-02 | 400G | 25¢m - 02=PTFEcover |~ men without tap and PTFE
cover
: OAVAQxxyy-02 = Verres needle
DAVACKXYY frg)”;éée froz"; 2; ol . 02 = PTFE cover | with normal slim joint, open tip,
30° sharpen, tap and PTFE cover
: DAVBQxxyy-02 = Verres needle
OAVBO%XXW frggéé@ fr02n51 gfnto --- 02 = PTFE cover | with normal slim joint, 2 holes, 30°
sharpen, tap and PTFE cover
ODAVCQxxyy-02 = Verres needle
DAVCQxxyy- | from12G | from 05 1o _ . o : o
02 to 20G 25 om e 02 = PTFE cover with normat slim joint, 3 pits, 30

sharpen, tap and PTFE cover
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M-400-503 Rev. C del 29/ 112016

RANGE | RANGE | RANGE
CODE XX YY(Y) 2(22) aa DESCRIPTION
0AVDQoyy-02 = Verres needle
0AVDGboyy- | from 12G\from 0501 | g5 = pTFE cover | with normal slim joint, 1 hole, 30°
02 to 20G 25¢cm
sharpen, tap and PTFE cover
DAVAxxyy-01 = Verres neadle
0AVAXyy-01 | oM 153 fmzrg grito — | 01 = normal slim joint | with normal slim joint, open tip,
18° sharpen, without tap
0AVBxxyy-01 = Verres needle
SAVBxxyy-01 from 12G | from 05 to - 01 = nommal slim joint | with normal slim joint, 2 holes, 16°
to 20G 25cm .
sharpen without tap
0AVCxxyy-01 = Verres needle
DAVCxxyy-01 fr%n;aéG fr02n51 S;to - 01 = normal slim joint | with normal slim joint, 3 pits, 16°
sharpen without tap
0AVDxxyy-01 = Verres needle
0AVDxxyy-01 from 12G | from 05 to - 01 = normal slim joint | with normal slim joint, 1 hole, 16°
to 20G 25cm .
sharpen without tap
DAVAQxxyy-01 = Verres needle
OAV’B?XXW' fffo"“zgés fmz”; gfnto — | 01 = normal slim joint | with normal slim joint, open tip,
30° sharpen and tap
OAVBQxxyy-01 = Verres needie
OAVBO?XXW" frgr;;éG frozrg g:,]to -— {1 = normat slim joint | with normal slim joint, open tig,
30° sharpen, tap and PTFE cover
DAVCQuxxyy-01 = Verres needle
BAVCQuoyy- | from 12G | from 05 to — 01 = normail slim joint | with normal slim joint, 3 pits, 30°
01 to 20G 25 cm
sharpen and tap
JAVDOxxyy-01 = Verres needle
OAVDO%XXW_ fr%mzéée frozrg 2r5nto — 01 = normal slim joint | with normat slim joing, 1 hole, 30°
sharpen and fap
DAVAXxyy-03 = Verres needle
OAV. .03 from 12G |from 05 to . 03 = normal slim joint | with normal slim joint, open tip,
VY to 20G 25cm and PTFE cover 16° sharpen without tap and
PTFE cover
0AVBxxyy-03 = Verres needle
OAVBsxxYV-03 from 12G | from 05 to . 03 = normal slim joint | with normal slim joint, 2 holes, 16°
vy 020G | 25cm and PTFE cover | sharpen without tap and PTFE

cover
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M-400-503 Rev. C del 29/11/2016

RANGE | RANGE | RANGE
CODE XX YY(Y) z(22) ad DESCRIPTION
OAVCxxyy-03 = Verres needle
DAVCXVY-03 from12G | from 05 to - {3 = normal slim joint | with normail slim joint, 3 pits, 16°
vy to 206G 25¢cm and PTFE cover sharpen without tap and PTFE
cover
0AVDxxyy-03 = Verres needle
OAVDxx-03 from 12G | from 05 to ___ 03 = normal siim joint | with normal shim joint, 1 hale, 16°
vy to 20G 25¢cm and PTFE cover sharpen without tap and PTFE
cover
0AVAQxxyy-03 = Verres needle
OAVAQxxyy- | from 12G | from 05 to . 03 = normal slim joint |  with normal slim joint, open tip,
03 to 20G 25cm and PTFE cover 30° sharpen without tap and
PTFE cover
0AVBOxxyy-03 = Verres needle
OAVBQxxyy- | from 12G | from 05 to . 03 = normal slim joint i with normal slim joint, 2 holes, 30°
03 to 20G 25¢em and PTFE cover sharpen without tap and PTFE
cover
OAVCQxxyy-03 = Verres needle
QAVCQuoyy- | from 12G | from 05to 03 = normal slim joint | with normal slim joint, 3 pits, 30°
03 to 20G 25¢cm and PTFE cover sharpen without tap and PTFE
cover
DAVDQxxyy-03 = Verres needle
0AVDQxxyy- | from 12G | from 05 to N 03 = short slim joint | with short stim joint, 1 hole, 30°
03 to 20G 25cm and PTFE cover sharpen without tap and PTFE
cover
ODRxxyyy = disposable needle
from 08 to from 030 for removal of ascites with
ODRxxyyy 21G to 300 - - mandrel, tube, triple tip, blunt with
mm holes, LDU, PC, TMQ. Package
with 20 units
ODRxxyyy-01 = disposable
from 030 _ ) needle for removal of ascites with
ODRxxyyy-01 fror2n1(()38 to to 300 - 01= PaC;i?Se with 50 mandrel, tube, triple tip, blunt with
mm holes, LBU, PC, TMQ. Package

with 50 units
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