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EC DECLARATION OF CONFORMITY
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Anlrex A- - List of CLASS
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EC DECLAR.ATION OF CONFORMITY
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Annex A - List of devices CLASS
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EC Certificate
Full Quality Assu rance System

Tliis is lo certify lhatthe qualty system ofl

Global Medikit Limited
Khasra No. 323 (Ml) Camp Road
Seaqui 246 197 Dehradln

Fordes9n, prcduciionand final podlct nspectionlestn9 of:

Disposable Medical Devices

flas been assessed wfir respectlo

The conformity assessment procedure described in Article l1.1.a
and Annex ll (Module H1) of Council Directive 93/42IEEC on
Medical Devices, as amended



ffi- =" Certificate

- 
Full Quality Assurance System

Application of Council Direcrive 93/42|EEC ol 14 June
Medsinsk Urstyr bythe NoNegan M nistry of Hearth

1993 adopt€d as Forekrifr

Revision Description r:1qr l
00

P.oducts covered by rhis Cenili€te:

preOuct tlame Product Model/Vanant

fors'"Jc"'ii*i" 2017.1114

r1a9_]9q.r89

Sze:18G 19c,20c,21G

ce.l.al venous carhelef s nqle Lumen cenlral venous carhetef
(Calholer lhrough Calhele. technlq!e)
SLngle,Double Tdple Lumen Central Venols
calheler (Seld ngerlechn que) 

-i-*-" Dessnassessmenl s covercd by 3 separaie Ec Dessn Exam nalion ce
Pslsp'naNeede).2161462017cENoNA.PS(EpdufarMoPack)aM21614/2017cENo,NAPs(cenrD

The comp ere Ist ol devi@s is nred wth Ih6 Nolitied Body

Slles covered by this cenifcate

(M ) Camp Ro.d. Seraqu 248197

NaEng Ma.g Derri110007 hda

Obelis s a. Brussels, Begium

22G 23G24G,25G,26G27G



EC Certificate
Fu ll Quality Assurance System

Thecerlifrcale s slbJectto lheio owrng lerms and .ond lio.s
. Anypbducer(see2001/95/ECloraprecsedefinl0n) s I ab e ror damage caused by a

defed i. hs produc(s) . accordancewlh dreclive 85/374lEEc. as ame.ded,
@ncemi.g ab ity or deieclive poducts

' The@nifi€le s ony valdlorthe producb andror ma.ufacllring premises l$ed above
. The lvlanufactufer shall tulii the ob€alons afisrng oul oilheqLalty system as approved

and uphold il so that lremainsadequaleandeffcenl
, The Jvlanufaclurer sha Lniorm Presafe of any nlended lpdatng oithe quelily system

and Ffesaie w I assess lhe changes and decde if the cenl@le remarns va d
. Period ca audits wl be lre d n orderlo verily lhal lhe Manufacturer mainla ns and

appl es the qual ty system P.esale resetues lhe nghl on a spot basLs or based on
susp co. to pay unannounced vsls

ThefolLow ng may render this Ceni cale nvald
. C-arg"< nrl aq €l).yi". d"e i oood..lio-
. Periodica aldiis nol held w thrn lhe allowed t me wrndow

Contormily declaration and marking or product

when meelrng w rh the tems a.d co.dnions above the producer may dr& up an Ec
decaraton ol conformlly and ega ly ail x the CE mark io owed by tlre Nolified Body
denllical o. numb6r of Presafe



EC Certificate
Full Quality Assurance SYstem

gi5l !c,,,,..,,,'...-"

This Lsto cerl y thal lhe qualty system oi:

Global Medikit Limited
Khas€ N0.323 ([,rll), Camp Road, Selaqui
248 197 Dehradun, uttarakhand

For design, production and inalprcducl inspedDn/lesling oi

Disposable Medical Devices

Has been assessed wilh respectto

The contormity assessment procedure described in Article 11.3.a

and Annex ll excluding section 4 (Module H2) of Council Directive
93/42lEEC on Medical Devices, as amended

F!rdre, deia is or rhe p,od!dls) 3nd c
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EC Certificate
Full Quality Assurance System

Aool €tion ol Counc I Direct ve 93l42lEEC di 14 Jr.e
M;disnsk Utslyl bythe Norweg an Mi.istryofHeath

- R"'r"r"; J D";;n;
00 I Ong,n. CerlrLcare

Poducrs @vered by lh6 cenn@le

1993 adopted as Forskft om

Prcduct D$cription Prcducl Name
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Tracheoslomy rube Srze: 2.0 io 11 0

srnole DoJble rnD6 -umen c€'lral
Fea odraryq s came@r verLs carnere. (se dnger lschnrqLe)

L v hfusion Sel, L V. hfusion Setw$
Airvenr MiciroddP infls on setwilh built in taIVS€ls n*irr. v S"r i^r,f'.ro* neg.r"ro' rv
nfusion s€tw(h Aitoenl and Y-sile

Hi**"t*",'l0r , 3"qt*olitl+;;,';;;". - r - iu'
ire"ro. ca.a. Szerlc)08.-0. 2.'a-61820 

:1"

Size(FG):6 8,10,12,14,16 18 20 22, 24
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igll!!, -l

. 11. i

Srlicone Foley Caheler (Two W€v/ Ihree

gway stop Cock (Pla n &
3-way stop Cock (Plain &

Yankalef hafd e w[h ano



EC Certificate
Full Quality Assurance System

Btood Adm n stralron Sel

l\,leaslre Vo ume Bur,"tte

Oxyge. Mask A Tw n Bore
sel

2 Way 3 Way 4 Way, Stopcockin Ine (Pla n

v caherer wthout injedion valve & wngs.
V Cathelerwthout inteclion va ve A wlth

v calhelerwith intedion va ve &w th w ngs
V Carheterwrth nregraled 3way stop cock

rV CalheierJor rnfanrs and Neonates
lV Catheler for Neonates
Safety v Catrieter w th inlection vaveafd

Extens on LneWlh m€le and fema e ends
(Single Lumen Dolble Lumen Tripe

Higli Presslre E{enson LineWth male and

En;;l6ch;a Tlbe wlrh cLfied
Endotrachea Tubew thoul cuffed

Oxygen Maskwth llbing and noseclP

'fw n Bore NasalOxygen Sel

Urne Bag

5 300m/h

8FG ]OFG 12FG 14FG.

Adu t Paedialrc. Leabag

urine Colectjon Bag wth Measuredvoume

l!l
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EG Certificate
Full Quality Assurance System

Inj€ction sloppe/Nly

(whry!,lrhour satery)

Thoracic Drainase Calh€ier

ftdcd [o

Ihe complots lisl cf devices s til€d with lhe Notified eody

Slte8 covercd by lhl6 certlflcate

sl& Name

\r/trl(s: Khasia No.323 (Mr), c8mp Road, s€laqui, 2za 197
Ebhradun, Llttarskhand, hdia

Regd Otlic€: 3, DiG.C Narang MaA, Dslhi, 110007,India

Ob€lis s a., Brussals, Bolgiun



EC Certificate
Full Quality Assurance System

Thecerlilicale ssubtecttolhelolowinglermsandcondilons. AnypodLcer(see20Ol/95/EClorapreosedefnton)$ ab e for damage caused by a
deieclin hs produc(s) rn accodancewith d reclive 85/374|EEC. as amended,
@nceming ab ity oi deieclive producls

' The @nriLcale is on y vald lor the producls and/or manLlaclurng prem ses lisied above
. The Ma.ufactlrer sha fon theobEatonsansingoutolthequallysysremasapproved

and uphold t so hal l remalns adeqlate and etric ent
. The Manllactlrer shal niorm Presale ot any nlended lpdatng or the qually system

and Presaiew assess the changes €nd dec de if lhe cedifcate rema ns vald
. Perlodicaraud ts w be hed. . order to vedfy rhal rhe Manufactlrerma nrans and

app ies lhe quaLiry sysrem Presaie reseNes the rght 0n a spol bas s or based of
suspicion to pay lnan.ounced vsts

The lollowng may rendef th s cerrfcate Invald:. Changes rn the qualty syslem afrecl fg produclo.
. Penodca audils nol he d wlh n the a lowed tme window

conformity declaration and marking olproduct
\,lren meel ng wllr lhe lerrns and cond I ons above the produ@fmay draw up an EC
decaratLo.oiconJomityand egalyalixtheCEmarklollowed byihe NotilledBody
dentiicalion .umber ol Presaie



Management System Certificate

This 6to cedrfy rhat the ma.ageme.t syslefr ol

Global Medikit Limited
Unrt 1: Khasra no. 323 (lvl ) centrcl Hope Town, Camp Road
Uttarakhand, India -24E197

Unit 2: Khasfa no. 323 (tr4L). Central Hope Town. Camp Road.
uttarakhand nd a -248T97

Corip |es w lh lhe requiremenlsof

ISO 13485:2016 / NS-EN ISO 13485:2016

The Ce.tf€le is va d forthelolowng scope

unir l:Design, developmeni, manufacture, sales & distfibution of sterile / non-stenle
singre use medicaldevices used ro. injection, infusion, blood transfusion, dialysis,
aneslhesia, generalsurqery&wounddrainage, criticalcare,respiralorycarc,urology,
gastro enterology, eme.gency and intensive care.
Unit ll:ll,lanufacture ofnon'slerile Stainless SteelNeedlesand Tobingsfor medical

Selaqui Dehradun

Selaq!1, Dehradun.
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