
9

TO r\rPofl srDrnssx)\

No.F..t 7,2021-MD (M,53)
Govmnenr ofPakGh

Minhrry ofNdiolal Hallh Seryiccs, Regularions & Cmdi.ation
Drus RerBlarory Aurhorit of P*ist n

The rpplicarions ollollotriigappli.arc *ere coDsiderd bj- NledicalDevic Board (MDB) ii irs
53i meetig hcld od 25'h Mar-, 2021 rnd Board delered des applicatiois being deficient ol dr
Lrfonnaiioirdcun.tr6 as spccifi rd i( l.i coluhn (v) olrhc lablc b!los:

Fsrlabry adhoriq menioning

,/
or MDB (r5 012023)



aulholilym.dioiiigdcphysi.al

Derered erer of53rh Meet ne or MDB (25,0s-2023)

tu$onry me ioii.s rhe physicaL

ai\oftymfllioniiglhcphFrcil



aofionry me ionins rhe plryrBL
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Dererr€d ror pmvision of
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ftr.r.d for provGioi of

d my dher refere rcedarorY



Der.red retrer6fssrh M..ringofMDBt2s 05 z0r,
-r^l
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l, /
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.\
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Ix. pldd is rsm non-Efidnrt
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of MDB {2e_0s_2023)
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'tr
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oigjml, updd.d ed mhizd
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MRP or rh. pmdud sine ir is nor

NoEirn dd vdid lso 11435
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Dere ed r€tt.r ors3rh Meerins o, MDB (2s 05-20u 3)
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D.t rEd ror rh. p vision ofFsc
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rh. sbjd d.vi.. is m,
n€nrion€n in FSc ofBelsium.
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D.r.r.d for rh. pmvision or

md not bduen $e impod od
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Garbnirh Rd ciicinMi, oH,

coPy ad expiftd b.tore rhe

rso 13435 md Faa enifi.ales

Ma,uhduins ad Qc prcess

shelf life dd shdf rife studi.s.

D..rffition of conrmlty ro br

l.rd duly filled ad sisn.d b)

rhe rr!.. (PA Rru re{ lrips,
Rapicid. oPA dninrem( opA
re sdps and o$tr q!6 dc



ltmhmbiguilyinlhenmeof

Qrdiopulmon.ry cmbH Kehler

b€tuen cdinse croup hiddL.
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Delered lelter of 53th Me€tins or MoB (2s-ot'2023)
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P:!vid.EssdialFinciple

m.ntionins rhe rcfdi.. imb*
apporcdind'ecou,yofoligin
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.J

pnon, in rrris rppric i0 aid
apply *Dtrdely fn orher bmd

crcd. iak of hrruhctuEr

oere ed leterol tsrh M..n.sorMDBl2s.0e.20,rl

pditd oi hanuhctuErs l.ns
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updard Acd.y aeftm5r dsny
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MDtrlacturiic ,nd ac pues4



Egni,]prieiplech.kli,lot

D.ddion of Coifomily
p$vidcd L ,ho*ing rh. Legal
]muhftH

cardiopulm0n,ry CnbH (.hler
sr. 3r ?al? kur ftllmy &

r-rb.k ol appried prcdud
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r. .opi.!, subnn oigin.l,
ds!.d/ no@ild sd vrlid

Nobi-d Iso lra35 dd FQA
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n rs ,ooed 6 Nraqud

or M03 (2s-0rr0r,



in $c .ounry or orisin, rhe
a@h.d lib€l is ol HLS advmc

cLrly ndins dE L.ear

Updatdd.nsdi'mori4J

raA eninsr/ cE maked
documenr h nor provid.d. slbmir

cl.dly sbting n\e L.s!l
md rhe

roa dd Fsc submtned se
.xpn d b.foE dE submksion or
sppltiolPrcvid.eigin,l,
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shelf lire studi.s ror $. .Lhmed

FaA cdifi.ad cE m ked
dGunenr is nor provid.4 submir

D.feiicdl.rerof ssrhMeeri.s6f MDB(250t,2o23)



MDB apprcEd rh. $bj.d drvi.r

$md & p{ fomd rpprcved in

ofMDB (25.0s-2023)

anbu asope Bmrcbo r sd
Ah6u rsop€ Brcncho 4 r.
rrpli.d in sinsle applidi@ she
you 9ndiq for ay I abd ,pply

otd.hrirlE of mmuntur

wiftod noeiztiotr, strbhir

FSC L mr povid.d &lvide
digimr, u!&red sd des&d rsc
rtrtioiiic th. ipplied producb.

rso 13435 md FaA m uid,our
@ianion, submir noblizd

sh.lf liG suppoded *irh shdr lire



Cde irh of mduhchrcfs
rbord a p.r fomd aprrwed m

MDB seeoed,he bj.d d,vr,

MDD appmrcd dE $bj.d d.vi..

Fe dhlnln lbhtud t coPy.

cftd.dilh of obufatuas
lbtoad a per forur appmved in

MDB appoed rhe sbjed d.vi..
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MDB ,pp,Ned rh€ $bjed devi..

Deletred l€ter oi ssth Meetin! o, MDB lzs-0s-20231



MDB aPpro*d rhe $bj.d devi.e
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MDB +FoEd me $bled d.vi..
incras-c. e dirGmrat fee ofr

D.f.d€d l.ierof ., or MD3 (25 G ,or3)



FSco.3iyrcfercn€.ou,]/cE

fscof]iyrcfercEe.ounF,ictr

MDR 1{r *d 
'he 

{bj.d dNir

ofMDB(2s.05.2023)

Fscorayref.EmeoutrylcE

v



vDB aFproH rhe sbjs, ra c

rg.n.y agreemenr bdw&n you

provided asEem. is hdren rhe

orisinrr,nd anskd Fsc of chra
siic. fie prcvid.d one k .opy

origin,r, updr.d md ,n n.d Fsc
oa any rcfeEn e cobry s rtre

upiled md mblizd Iso rx35

Defoled re er of53th Meerns or Mos (2e 0e r0zr)

D.r.nd fn dr pr.vtion of

Appry s.pondy for rhe olhs

a,



only hr .xpon, prcvid. FSc or
.ountyololiein]ndFscol!

L'€th6lionolmifoinilybbe
pnncd on rmuradus\ ]mer
hqd dul, filhd nd sis!.d by

ard Qc $..ill.ally ot applied

sr ofchii8 rbc fini ma) aLso

D.Ierred for th. proli.ioi or

ofMD3 t25 05 2023)

i(nr€dFra^



submir nobinl orisin.l Agercy

manuedurins & Oc prcess
Pbdud t 6om a non-FreEnce

prcvided fsc of $y rei.Ence
.odnry or wHo Pre.qurtificaioi

io@i&d Full QA

Prcvi{k
m u6tur abrcad duly
trtuiad Eon counrry or onsin

noEiud Fun aa

Sub,nit lMird ongitul Ag.ncy

nn idwrg & qc P$!6

Povid. origlm!& valid rsc dtrly

.dhg of Mo8 (rs 0s 102,



nn{,ed Fur oA

nauraduiie & 0c erdc€s6

Pmdudisfnmsid-r.l€cne
counry sd rhe apprhsr h ior

0. I ((hq & oc prdo655

Nrl/.dtom.ou.n}ofoein

Deretred .nero,53th Meet ns oI MDB (r5 05 2023)



Prc\id. do.umeB dltd ro
manufrrurirg & Qc pm.6*s

Prcdudt60mami-cf.rcne

FscofcounEyofdginis

rsoil4si & FQA &nifimEs nd
cov iigrhe scope tufi€ applied

Produd N fiom a idn,&ference
coufy md rhe ,ppli€d h6 nd

Prclid. M RP of afprred d.vice oi

Brand n ame da Lfi.al ion rcg*diig

FSC of mmry ot oisin is

Isor3435 a FQA eniri.aes br
.o!.rins rhe s.op€ for rhl.Dpli€d

ounlryedll.applicalhstro!
pmvid.d Fsc of y rci.ni&
6u'yfollhissppli.dprdud

Bdid name cr ificdioi rcgddlns

D.f. .d for dE prcvkidi of
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Psdudhtoianon-rereEne

sor1435 & FaA len 6fts ior

Pronud n h.om a ion.Er€rercr

, MoB (2s.05.2023)

lsor3435 & FQA.&,fi6cs nor

\/



FSC of counrry oforisii k.&ird
bu Ya d rherime orsubmission

rlr.E.d fdr rt. prcvLion of

FScofcoulryoforigitrk

lsoll435 & FQ/l &ni6cd* not
.dv..ing $. scop. tor $e .pplied

Fbdudnnonano.rcreBe
.odry od $. appli.dr ha i6
pmvid.d Fsc or 6y rlm..
.ouiLy ror di! applied prorlud

Prcvid. MRP ol appliei devi.e oo

, Mo3 (25-05'202])

t-,1

;l"T

:::.,

Prclid. MRP ol applied d.vie oi

rsrr435 a raA difica* ioi

courtry aod rhe spplis hs nor
pmlid.d FSC oI atry Ef etrce
counrry for nln :pplied pmdm.

O sial v.lld od Enbss AE$.d



Derer.d rett.rot53th MeeringofMDB (zs 05 z0u3l

20r7&dsbmnnvise Fom.? or



,MDS(r9.0t.202r)

11. fim $ll ,pply $paturLy md

ft€ fimshdl bmn Doc ror all

Tn. nm sll spply sepandly md
tug. clNdinc s ps MDR

Th. fim shall subnn oriBn, dd
valid FSC in rh. .ounty orongin



ql'dFscmd!nIlLlll[1|

eit€r ofs3th Meeti.s of Mo3 (25.0s-2oz3t vd



The fim sh.ll submi! DOC for all

Th. nm shill subni( ongiial od

I
TIe fm shall subhn DOC ibr all

'Ihe fim 5rr aPpry *pd{ly ed

Thc lim sholl subnit origiBl ad
Elid FSc in uE county ofongii.

Derer€dlet.rof t3thMectinsolMoB(rs.0s-2023)



D€f€ ed leri.r 6f$rh MG. .s of Mo, (2s-05-2023) \r



L

r orisinal !!d vslid fsc and

cl iqidntrreedreEs or

r Prcvidt s,bil,q$udi.s tor

4 Prolid. FSC of tufss..
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oeled€dl.t.rof tSthMe.tiiSolMDs(25'05.2023)
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P,o!de shdr lirur anrce rle

Prdid. trpdat.d lso 11435

n.irlft iE b,ad id. nor its
gen ic. e provide rh. cE
.difr.aE ddlioiing rhe appltd
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Provde onsiial, YaLid md nded
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o.r.ned t€rt.ro, 58th M€€rinEof MDB {25_os_2023)



W/

inlh..omtyofolisinmeion'ng
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I

W
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apply oi a singl. applicdion. for
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ro be pd&d o m uracMrr
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De,.irtd lol d€ lbfisioi dlh

Jun ricarnrn tun turtrLu ru
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Esentirl Prinolples of 3afety
,nd perfome€ (EPSP}
E$enrial RequiM.nls
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$. spe of rt. rpplid prcdud
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