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Th. applicaions of following applicmls *ere placert beforc M.dical Dwie Bond (MDB) in
: sou ma ng held on 2'd Vsch.2O2r sd Board deferEd rhese appl,carions beire det'rcrenr nt.h(

infom,ro docLnen6as\De!ilcd jn l.qLolmll\)orrhe fablebelor:

l,vs MHK

Hilal,Co.

1010

HEMATOLOCY
AN{YZER 23
IIEMATOLOGY

Ir.f.E d for prcvision ol volid
origin l nb6sy anencd Fsc i.
0B couEy of origin md of my
tfeMce @ury 6 giveo uder
rule 67 oftne MDR 2017. Povide
CE mdking cenificale includins
FQA.

ItUs MHK

5,BuildinB 30, No

LB LYSE FOR
IIEMATOLOGY
ANALYZERZS

Def.rr.d fo. prcvision oa valid
o.igin mbssy ancstcd Fsc i.
lhe couEy of origin dr uy
reieEnce courry as silen lnder
rule6? ofthe MDR 2017 Pn,vide



vto

ll6

I6

01-20\7 .t. AUTO QC llloDtrl.

OMNI S

lxlin d for clriietion dd
subfrision of lne followins

l. The 6m has subnined lhN
syslem in sinsle application
Cltrifi.

l.Coba b22l 2 Roche OMNI 52

2. Coba b21 4 Rche OMNI s4

l. Cobis b22l 6 R@he OMNI 56

2. Tn€ brand lme on ISC t
ditlemt tnm on fom6^ ned
claifi@ion oi elise Fom 6 A
(AUTO QC MODUI- ebd b

l. The nm ha nor pbvid.d ISC
.athe pioduts ar sdiar.o t ed
06 ed hd slared rhar rhey arc non

spdately for these producls

P E C,H,S,

oeler.d tereuoll6lh Msefrinsol MDB (02 03 2023)



6, SENSOR
CoNTACT (SCON)

(NonlvD)

Cod.: 0415248300 I

Delened aor cl&ificadon or
provisioo of tu embass, atrcsrod
ongi.al sd valid I:sC lor.

L Tesr SEjD T6!, Type C

4. URISYS ThcmGpnntcr pape!

Def€ned forplolkion ol

. Prcide cldification o! Original
dd Valid embGsy artcsrcd FSC
ffi poducG al enal no 09,I0.l I

PIC.H.S,
lt6

(ELr-00009)

116

t54l2017

11-O7-2022

Derered Leterors6'" M.edin

lBIocl6,
lPEcHs



l16

CLLAN (U FBL

.Povide Onsinal d
ehbey ane$ed Fsc
Pmducts ar senal
1,2,1,4,5.6,?.8, l2,rl

0l-201?
lGlt-2022
ti41:N22

Code 11662970122

6, CLEAN LNER



Codq 11820415122

I L CA? Twls',t

l]46

P,E,C,HS.

0it.t-00009)

0167

l080USHighway

08876,USA.

I030US Hi8i$?y

08876USA

05:00881001

052t5863190
05215871190

0534040300t

D.fcntd for cldifimlion ed
subnisio. oI rhe follo$in8

PDvide claification or emb6sy
ae$.n !"rid dd onsinal FSC ol
tb. producl ne io.ed al *nal no
1,4,5,6.1,

1,05340403001

O@* Nek Display 4.Cod.l

Sd Cotas la00 UL S.ncs System
I@ LOU

08151299001 Fonicare - 5orl

De'ei,ed ieIe6 or 55u M.ed,n3or MoB l0r4l.r0rl)



M4&217t9n

LOU

081512900r

05215847t90

CTL DIL

05235t319190

IVD

052153t2190

T1E lim h6 arplied moy kits in
ore application .e€d cl&ifrcation
lor thc followins p'lducls

0523584?190
Kil Coba3 4800 SYS CTL DIL,O
SETS IVD

\[ /,

Dere,,ed te e6 oi s6'i M.en'ng ol MDB (02 0r 202r)

055108?100r

05235819r90
Kit coba 4800 sys LIQ cYT



05215?82190

(ELI00009)
7

OR

Code 0?563124001

Orisinal d embassy anded
FSC in the cout, of origin as

Ihe fim h6 applied lwo syslens
in one applicalion. jusiry uder
MDR .2017 olhemisc apply
Pptrat€ly lor Btrlk Lo.d€r

Defercd Lereuor56ii Medn ns or MDB i02 0r 202r1

tvt)

0521580'4190

P.E.C.HS,

Deferred for prcvision ol



3

P,ECHS.

 G CH-',7442,

TIP CORE
(H MILI'ON)

07145607001
CO-RE Tips 300u1

04639642001
CORE Tip l000ul

0710212?001
CORE TIPS [iler.
50ul

Defened foi provision of lbe

l. The fim b6 prcvidcd copy oI
FSC. thercfore. subnil cmbdsy

COR]] Tip (046:19642001) on
FORM 6 n diferenl rhen prcscnt
oo FSC l. prcvide cldificalion.
Prcvide Noreised md v.lid
LOA, ISO l:1485 dd IQA since

PF.C .S.

D.fcrred for prolisio. oa

. Orisinal dd embassy aftescd
FSC nr the count, oronsnr onlr
urderraknE lnrlided for
plovidinc th. enbdsy atei.d

fMDB 102.03 2o2l

0r82

08-03-2021



t 0?4384sr001

P,E,C.HS.

85?55
Tel +(520) 887-

2294207

USA.

1)019

BT]NCHvARKXT

2, XT
Derered Lelle6 ors6ri Meenins orMDB 102.03.2023)

. Provide not lizel md valid ISo
13485 certificaie {oi Hugary

at26

5000

52561,13001

l,xr

Dcfcrrod for the following

I Ori8inal ed cnha*l allesred
I:SC in the c.lntry of ongin nor
prolided only copl prcvid.i turd
hd provided an udcnaling
p.ovided for proiding lh€

2 ihe lim ma] apply septuatcl_v
dr shall pDvide embNsy ancncd
lalid FSC oa thc producls
menlioned at serjil no



CONTAINERAND
CART

LITER
GR{DUAIED

IRINTER

USA

sMc cosTA

MMT.3(]5QS.MMT-
305PS

Delerrcd lor pbvision of

Prolide origin,l and enbAsy
attesed ralid FsC ofUSA sincc
expted FSC oi US Rd

. Valid md.orariTrd ISO l:1.13<

fMDB 102rrr '0!)



(ELI-002?3)

[ 543-6A1
Dtv,s R.L,cosTA
RICA
FSC: EXPIRED
ORICINAL US
FDA PROVIDED
Vtlid Till: 26-4-
2020

. S. ie lif. carif*re not

P.E.C.H.S,

07290519001

CE.IVD

07658016001

cE-rvD

0780616r00r

D.f.F.d lor lhe pmvisioh oi thc

L The .UuiadEins sit€s
m€ ioftd on Fom-6A k no
alisr.d witn r-sc clsificatio.

2 lhe ltnr hrs rol fn\LdrJ
n.rr./.i ls() I r.lllS.cniri.Ic 5.J
rll rh. nlnrridunDr ir.s
lh.r.li)r., tn^ o onlr 1.1 lso
11485 c.n,li.x1r.l)l dr I tr.r

3, The fim h6 nol pmvided FSC
olthe products memioned at erial
rc 19,20,21,22,21,24.25,26.27
clei4r o, pmvidc mbssy anded

4, ,ulriry bhrion lit b.ine p6n

fM0B(02 0r 202r)

(ELI-00009)

lI6

Tel: +49/621-759-0

Bad Hallcr Slr. 32.



13.

9,rotrr,r6,17&r8

(n

013455770/J1

CE.IVD.

0734t585@l

CE.IVD.

cFt-tvt).

\I,
oefercd hrte[ ofr6h Me.d,n8 or MDB t02 0r 202r)

l6-04-202r



06241620001

CE.IVD.

Cod.: 0793 1204001

CE.IVD.

cE-tvD,
StelfLif.:

Cod.: 0?911212001

CE.IVD,
St.lfLit:

,MDB102{r20lt)



Code079lll8200l

CEIVD.

cE-wD.

0.r.tr.d Le e6or56'r Me.n'nsofMDs (02.0r 102,

L l.!rPr.durt Nrn.:lvdrar*zr I

OulDut Adu DIcr I 3 m
and€i 0791t I ll l00l
Sir:
One Unit

Cl.sA
CF.ND.
Sher Lile:

I rva



Cod.: 0791082 800 I

cElvD.

Code 0791I 123001

oer€ ed l€te6 ols51" Meefrin

Cod.: 07911 166001

CE,IVD.
Sn lll-iL:

Cod.. 0791085200 I

CE.IVD.



r5W124VDC
Code28l2712800l

IDM2.'O I S 2D

N/ 

NrA

Dele.iad ten.tr or!51i Mc.di



Codc: 06241618001

ll

o.f.(ed L.ria6ofs6ri M€.di4 oIMDB {02{l20131



Plia.H.s,

Dclcr.ed aor subnision .llhc

I .The Bmd nm€s e€ nor aliS.ed
wilh the Fsc, lilc p'lducl
mflrioned ar sial no I0.l l Md
22. Revie fomTA a@rdinsly.

2. Sutmit mh4sy a!.sLd on8inrl
&d rzlid FSC in rh. @uEy of

\l-/
oerered Lete6 ofs6h Me.n nsofMoa 102 0l2o2ll

(2dL)

0?56Ir600r

0?561795001



0u16121001
shelflife N/A

TiD. 101,0 !l

(50 i 192)

ll90l76t00r

(50 x 192)

04916214@t

(50 x 192)

081?6137001

01667514001

l

I

l"r,/



06??0584m1

069448400t

ccM

0?276001001

o.l.ned Ler.uof96'i M*frinsorMDB {02{3 2021)

06770517001

I. HSI

06924514001

(05d)

06770568001



6n$1@l

(mrb)

08102430001

08302,14800 r

08 1089,11001

08??@63m1

W

067?0592001



P EC H.S,

(ELI40009)
I

\t,

It ,irt d fn $bmisio. ol6e

Lsbmil onSiral valid md .nbsy
anEst d Fsc of lhe appli.d
prcducls. sine exDiEd oDics

08858306&l

(BMK)

090017t00t

(BCU)

08858114001

2. TM kils a'pud in oN
applidlim d&iry or rpply

I Submn lalid md notuircd lso
I l,1lt5 cenificale ol dll



215021: Chiu

GnbH,

05060301018 Sdd

0506010t018

0488467t001

NGBG

08176824t90

D€lened for submission offie

u,-/
MpenigorMos(o20r l02l) P.se 23 0116

0488467t001:

016117t1190



P ECII,S.

She[Lif.:

ftolide Blid md cmh$y altcstcd
ongiml FSC lor lll aprlicd
produch only coDy providcd.

\l /

85755.
Tcl: +(520) 88?-
2155
Fer +(t20|229-
4201

85755.
T.l: +(520) 887-

2294201

230V
Cal*:06468365001

shc[Life:-

ftc nm nced lo cldify $ sysrcm
Md kit bo1h m applied in one
atplication (Bench Mek Snccial
Sllins Srnem- Aces4 Kn

l\f\rrl. SrbiLilr n Ls il .ilLlh.
frnhL.L dimd n,.l I .



solutio. (ccl)

fM0B(020r 20:3)



ULTR{ LCS

ELI] 00107

 DIII

cA 9458?-1204.

LISA

' Diffemlial fed of Rr-20000/-
'I'lle nm $bmifled in Cla$-B
bul fee submitcd is o,Jy 5,000/-

. CEdndals oa hduirclur s

. O.limldd norh^J l(),\

. Ori8i.al. valid md anened Fsc
ol IIS FDA rhe cuhnnied
d@menl m copies Md sthoul
nor,iiztion ed anesbrion

. Updated ad nolalircd lso
11485 ad FQA cenincarcs



. Grclpins of the applied device
ad codev sias e nor
mentioned on Fom-7A

Tne im shall subnit embass)r
aftested and valid FSC in the

Onsinal. valid ed anesred ISC
of LS FDA th€ suhmlnen
docmal m copcs d.l without
nolriztion md atesution

ELI:0010?

attested md valid Fsc

. Grouping ot lhe applied devicc is

Ijplated md notuized ISO
I:1.185 and liQ  ccdncaks are

Esscnlial Pnnciple checklisr.

Labeh.l tbe applied devicc.

Declaradon ol c.ni.mn\
pro\ided docs nol mmtun the

ELI:00107
705-P

HFMED

HFEOT995

Der.rcd tete r ort6'i Mee( ne or MDB (02 03 2023)

Elsenral Pru(iple or s.J.ty Md
perfomd.e chrcklsr



Uldared sd noreized ISo
ll48s dd IQA cenincales

C{ouping of fie applied device
sd mdeJ si6 ae not

ELI:00107

ELI:0010?
701-P

rsc:
?00t_ED

Lld, Cl6, BioBay,

Slpll5lzl, Suzlu.

2rl22l0il,'2i

Defcrred for provision of valid
embasy anesGd FSC i. thc
..nnrru.f.rioin ,nd Iso 11435
md FSC ofmy refse.ce .obty

(P!r) Lrd, 401

:ll P

rSC ofar SRtr\ courtry h not

hsc ti.l Prnr.ipl. .h..klir

Decl&alion ol conlomity 10 be
pnnEd on ndulirctureis lefter

Deretred tette6ors6'i Meeninc orMDB (0, 03 ,0r3)

Essntial Pnnciple checklisl.



DLI:
l5?0 P

10-08 2021 valid

head 'iuly nled md signed by

(ELI-00273)

[629-C]

MMT.?810
MMT.?81I
MMT.?7I5
MMT.7736L
MMT.?5]2

D€fer.d fo. submrssion ofthe

L Codes applied on Fom 7A is
diitrenl then presnl o. Ihe FSC
cl iry or reviso Iom 7A
2.Submit mbasy aiesled valid
FSC

3. Prcvide ralid ed nolri2ed
LOA,ISO 13485 ed FQA, srnce

4. Pmvide sabili'y studies md
EPSP olong with underlaking on
slap paper 6 pan offie [om7A.

(ELr 00273)
I710-Cl

MN USA

MN55,128,USA
FSCUSIDA

D€rerr.d for provision of the

l. Submit fee ofRr.50000/- foi
the opplied producl. Since fee sLip
of olher produq anached

2.Submir dbdsy anested valid
FSC ot the prcducl aDplied.

3. Prcvide Mlid ed noldized
LOA ,lSO I3,1Bs Md FQA,
Design Exmimtio cenilmne ed

D€ferred tor prcvhion of the

l. Submit fee ol Rs.s0000/- lor
lhe applied prcducl. Si.ce l4 slip
of eother podud aftlched.

DererEd telre6 ors6rh Meen'ngorMDs lo2-03 2023)



(Er,r 002?:l)
I799-Ct

Def.r..d lor prorision oI the

L su6nn lee ol Rs 50000/ aor

the applied producl. Since fee slip
of another produd aaachcd

2 Submit embassy atcslcd valid
rSC of $c prcducl appl ied.

L Polide lalid md .obnzed
LOA ,lSO 11485 an'l FQA,
Desisn Exaninatio cefiilcaite and

ISCUSFDA22

2.Subnil embassy anested lalid
ISC of thc producl applicd

l. Provide valid and notarized
LO]\ .lSO 11485 md l:QA.
Design Exmination c.rificare

Deferred lor pmvision ol

i. Subnil fee ofrs.50000/ lor
tbe applied product. Since aeeslir
ol solhcr product ata.hed

(rl-r-00271)

[ 7,1r-C]

(LLr0027r)
[800-cl

Deferred aoi provtio. of

l. Subnil fee ofRs.50000/- for
tbc applicd product. Since lee slip
ol anolher poduct lnehed.

02 202i1 2.Subnn cmbssy aresred valid
FSC of lhe Foduct lpplied.

I Provide valid and nottrized
LOA .lSO 13,185 md lQA, ed

Derercd Letteuors6'h MeertinsorMDB (02 03 2o2r)



2.Submil embGsy aneskd Yalid
FSC oflhe producl appli.d.

l. Provide valid ed nolarized
LOA ,lSO 11485 and FQA, &d
DOC.

D.f.nd for prcvision ofthe

l Submil f* ofRs.50000/- for tne
qplicd prlduct. Sine i4 slip of
molhq podud attachcd.

2.Suhnit embasy an.skd valid
FSC oftne ptodul applied.

l. Provide lalid md nollrircd
LOA ,ISO 11485 md FQA,
D*ilrt Ermimrion c.nifiste

j.1t a,\l
MN55423.USA

FSC:USA

2022

DLP ANTEGRAOE/
RE'I-IROGRADE
(sToPcocK
)ADAPTER I]OOI

D.Lrr.d for provtion oa

2. Provide v.lid od nolarired
LOA.ISO 11485 md FQA, ad

I Subilit! {uJiesnorllntrided

220,Blakrl
DMCHS. S,

(ELr-0o018)

se0

Dcf.red aor the povhtun md
cl ifi cation of rhe follorinss:

The bldd nme (j-Duer lj
d6 not tbsd in 6y of lhr
admininr-ante damenl like
LoA, FSC .or in th. rannisl

Deretred rekuol56h Me.( n

(ELr-00273)

[80],cl

FSCUSFDA22.
02-202i

t54t2 USA

rsc: US iDA
v.lid Tl[:22-G
2022

(ELI,00271)

[8'C]

554t2USA



do.llIMt lile slalility s1rldy

Genenc nme anplicd d
'F.boml ltrl.odu..r 3.1' bur
docments shows nme

. JNI opi6 of LoA, FSC of
Chi.,1.xpiEd), FSc of
GerIMr, ISO 11485(.xpird),
FQAS cenifieE, DoC d€
fieh€d, ongin dMenB

220,81@l:l
DMCHS.S,

(ELI 00038)

D.r.rred lnr rhc pro\ nrnr and
.lrifi cadon.l thc aollttr\rnes:,

Th€ bmd nme c-Ducer R
dcs nol foud in d, oa rbc
admidisdatiE dcment likc
lnA. FsC nor in th. lshni.al
docuhen! like slrbilily study

Cenenc nme applied as

'Rrdid lntroducerset'
6ut demds sho$s nme

. Rcqutal Codes of lhe arplied

. Jusl opi.s of LoA, FSC ol
cnin{dpid). Fsc of
O.l]@y, ISO l1485(expird).
FQAS cnincaq DoC de
aftslEd, original d@mei$

220,Blocl:l
DMCHS,S

Def€rr.d ror lhc pmvision md
clriricarion ol'rhe lollowings: -

. RequiEd Codes of lh. appi.n

L



Tn bmnd nme C-Fold dB
rct foud in oy of Ue
adninisradve d@m€nr like
LoA, FSC nor in the lechniql
docmot like slabilily sludy

Requi,Ed Cod6 of lh. appli.d

. lui opics of LoA, FSC of
Chim(cxpiEd), FSC of
Cemmy, ISo 11435(dtiftd,
FQ S cenilicaF, DoC m
attached, ongitul deMdrs

2. In the lishl of dsision of MDB in its l7s nctin8 $,n@in Bo-d in ord.r b mske quict dispoel
of ces deided for thc fims who have submit d dginal, valid &d Nokiz.d/Ebbarsy all6tai
docmenls al tne ime ol submission oI appli@lion for egisEadon/ednllnmr ed is expied dujng ln.
p@essins ofapplicalions, such fims shall onl, submil valid md oneinal (whee appliable) dsumcnls

I I is ro]uesled 1o fmish rhe Equisit€ infomaiot/d@uenls wiihin 20 days aner uploadiq oflhis
I.trd on 6l6cial *.b.iL of DRAP.

Meen nR or MD3102 0l20lrl

(ELI-00018)

it
(!}ABAR KI'AN)

Addili(mal Drccror (MDM(r11


