
No.F,+1/2021-MD (M-55)
Civ.dn nr ofP'tin n

MinisEy ofNation.l H..lth Sdic, Regularios & CordiMlio.
Drug R.guho.y Aldbnt, of Palistan

Isldabad lhe 8u Mech. 202:l

Il\l,ls1 \rr.\ r'/Rf (:rs]' CAL DEVICF]S FOR
r DI]TI(]IT]NT I\FoRt\fATION/tXX I tIU\lri

Ttc appliqrions ol loloqnts rppl-anB seE pl.c.d bflore Medical D.\ ie Bo&d {MDB) rn
ns i5v hdins hcld on |hl' I eb@rJ.2021 ed Bo.rd d.f.n d rheq applieLioE b.'ne d.fici.nr ot Lhe
inlomatio,Vdcmenrs d speified in ld colm (v) ofthc Tabl. b.low:

(ELl40ll4)
(27s1)

L Appliei prcducl h not mcniiond

2. Prcduci i! fmm r n.n-rf.hc.
counry dd rI. rpplioni 116 nor
prcvided FSC ol iny rcfcrncc
counby or CE Mel ccnifior.s or

3. Prcvidd sbbiliry srudi.s d.u is

(ELt-001t4)
(2?43)

I App,ied pmdGt is rcr m.nriod

2. PEdud is fiom a non-Ef*n .
muty 0d u\. appliul h6 nor
provided FSC of my rfroe
6unby or CE Mek ccnific 6
or W}lO Prc{ulifrc.rioil

1. Itovided sb6ility srudi.s &u h

l.l0.]l .tot')

D.r.rEd for provision oa following

I).l.nd for pBvisio. of followinS

Dere .dr.r.(orsslhMeeinsorMoB{16{2 2o2r)



12147)

D.f.rr.d for pbvirion oa iollolilg

l. Appli.d p6d*r is nd mentioncd

2. Phduci is li6m, non-Efcrcnq
anry 0d dE aprlt@t ha d
povid.d FSC of oy Ea@ne
onry n CE Mrk difsr6
or wHO PE{@lifidim:

l. Povid.d sbility rudi6 da6 t

12755\

D.f.r.d for pmvkion offollo*ing

l. Appli.i prcducl h noi m.nrion.d

2. Prcd@t k frcm r non-Ef.Eic.
couty md the arplid ha nor

DdnH FSC ol d, Ef*ic.
coury or CE M.rt €nili6r6
e WHO Pl.{o.lifdion:

l. Pdidd diilily sludi6 d.u is

(ELr00}4)
(2156)

D.l.rEd for Eoris ion of following

I Appli.d poducr is nor nmtion.d

l Prducr is foB a non-Ef.r.ncc
county ed rhe appli@r ha no(

Fovid.d FSC of &y Efemcc
courD or CE Marl dificrr.s
or wHOPE{ul,fiqrion

I Povid.d sbbility fidi.! deb ir

(ELliolr4)

It ff Ed fdr provtion ollollowing

I Applid pmdd is nol Mtio..d

2 Prodd k frsD a M-Efffi
tudy rnd dE lpplior ha d
Flvid.d FSC of ay EGlw

Der.rcd tete6or5so Me.timo, MDB 06.0r.1023)



(ELI-003t4)

L Appli.d F6d*r is d mslioncd

2. Piodud is fom i n@,EfeEne
6unty ind thc applicd h6 lot
prcvidcd fSC of my ftf.M€
6nby d cE Mrk cefrifi@l.s
or wIlo PE{udiarcltim:

l. Psvid.d sbility tudi6 dab is

2. Originrl rd Ytlid Full QlElity
Asutrc. Srn.m C.difr6r..
duly not,'i4d in Lt outy of

(3 r24)

D.fercd Lene6 olss'r Meet ns or MoB (16 02 20211

@Dlry or CE Mar* dif,.c
d wHO PE{uolificlrion:

l. Pdid.d sdbilhy nudies dda is

D.Lnd lor prcvtion oflollowing

D.lin d fo, p@visi6n offollowing

2. Orhirl !d vdid Full Q'Dliry
Agl!re SFl6n Certifslc
{tuly |xfuird in rh. @nty of

D.Gftd ror pmvnion oafollowin8



lsd
I&lurclllcIi

D.t rEd fd Eiiicario. of

OrigiMl i! valid LOA duly
nobri4d in rh. onry ofoli8in:
Originil & v id teminalion
agED.n! b*en le8al
nmufr.iuq ond pftvious
impons i.. M/s Physiomed:
Cllrifidio k Equtd
4rrdina 'I.ft .nd sG of
l.gal lmuatur sin6 rh.
appli.d e.di6l d.vice n .hady
regisrdd in rh. name ol lt s
Physion.d und.r authorianion
from l\,rs Si. Jud. USA uh.rc&s
Lte 6m hls {plied for
EBisHid of m OrdEr f6m

Originrl & vllid FSC, dul,
n@riud Md snesrd b,
P.tish Erb!$y in rhe counr,

OriAi.il ud v.lid ISO t1435
Cdifror.. duly nohriz.d in rh.

OriAid A vdid d6rgn
.xsidrio c.nili@, duly
nora.iz.d in rh..ounlry oftrigin:
CEde i.h of m ufdEr
duly ndtuizcd in th. colnry of

OriSinrl Delmrim of
Corfomiiy. ro b. priflal on
.frp,ny ld.r had d duty

1i

Deferr.d ,nr rc.r ficdion oa

OriSiml & vilid LOA, duly
nco.iz.d iD dE @unrt ofdigin:
oriSinal & vllid rminarion
aSftmenr b.Men te3't
m *ruEr md pEvious
impon ri..M Physiomed:

Dereiied t.t.uoI55'i M..r ns or MoB lt6.o2.2o2lt

I4d
M!!!e$rlln

91942



O einal & v.lid LOA. dul!
nora zed ln n\e counrry oforiSinl
Orlginal & valid temilarion
a8rftmeni b€twe.n leg.1
manufacrutu md pBious
imponer i e MA Phrsiom.d:
Claificalion h required
reg ding nome and sEtus of
lcA.l nrnufacturer since rhe
applied medical devic. is alrcady
r4isrered in tne name of Nrs
Physiomed under audd arion
lrom M,/! St Jude USA whe@s
rhe fim has applied lor
rc8kn! on olme producr from

. Cleifrcarion is Eriuiftd
reganling name dd sbbs .i
Iegal m4ufacluM since tne
applied mediol device is alHtly
Egistered in rhe nne ol [,vs
Ph) ioaed unde! aulhodarion
from l\{/s S!. rude USA whe@
rh. fim h6 appli.d for
rceisnation of me ptodud from
Nrs Abbott (Hong Kon8):

t Odginal & valid FSC, 
'lulynotariz.d md ateied by

Iakhb Emb6sy in rhc counr]

. Oiginal and valid ISO 11435
Ccnificare, duly lotlrizd in rhe

! Oiginal & wlid dcsi8n
cxemination cenifi*,,luly
ndaiad in the counlry otoriAinl

r Credenrirh of mnufuhrft
duly nodized in rhe countsy of

. Original Delamlion of
Confomiry, ro b€ prinred on
comp y lettq head and duly

ELt.00l09

ll57-c

D.rered lor retificdion of

Derered Le(e6ofss't MeetiisofMDs (16 02 2021)



Origlnal & wlid FSC, duly
nobizld and afrenul by
Pakish Embdsy in rhe counby

OriSinal d valid lso 11135
Cedifrcarc, duly nobriud in lne

Odgiml & valid design
exmin,io. cenificare, duly
noEird in rhe counrryoioirgln:
Crede.thh ot manur&turei
duly noraiud in dre counry of

originar Dedmrotr ot
Conlomny, b be printed on
comp,try hBer held and duly

t,

I4d Dctc.rrd for rccr ficotion ol

Orieiml & valid LOA. doLy
nohizd in rhe munrryof ongin:
Oiigi^al & vdlid reminarion
agreeEent heNeen l.gal
minufi.ud md psious
impotrer r.e MA Physiomcd:
Cl ification is equne,l
reSading nrmc dd sbtu! ol
legd msnufactuEr sinca rhs
app lied ned ical device isolrcady
reehrded in rhe name of MA
Physiomed un,ler aurhoriarion
fmm M Sr. Jude USAwhercas
fie fim has applied for
regkFrdon of sameprc,lucr lrom

O Einal & uid FSC, duly
nouriDd and ahened by
Pakislan Embls, in dre country

Original d valid ISO 11435
Cefr'frcate, duly nohrizd in the

OriSinal & wlid d.sign
*amination ccnitide, duly
nordjzed in rhecouirry otoriqin

Deferred Lette6of55'i Me.!nsofMDB (16{2 20231



Credddaft of Mufacluq,
duly nollriEd in rhe 6unry of

Origiml Declmation ol
Conlohity, ro b€ priDM on
cohpmy lcns head md duly

l,

@4 DefeE.d for Ecdns on ol

ooriginal & valid LOA, dnly
nollrizd in de counEy olorigin:

oOriginsl & talid hiHtion
iSenenr b.t@ lg8il
mmufactud ed pEvious
impond i.e M/s Physiomed:

o Cleifiulion is ftquiftn Egarding
nne 0d stotus ol legil
m.nufacrNr sine rhe applied
medi@l dwice is alrady rcgisreEd
in lhe n e ol lt s Phlsiomed
u.der iDdonzdon 6om Nrs St.
Jude USA *hcre6 Ge nm has
ipplied fd regisb*ion of sc
prcdud iiom M/s Abbor (Hons

oOnginal & v,lid FSC, duly
nokrizd Md aneded by Pakisbn
EFb6sy in the @unlry oloriginr

o Original md valid ISO 13435
Canifiote, duly not rik! in rhe

o Orieinal & valid design
ryination cenifisE, duly
notariz.d in rhe counby of origin:

o Cedenrials of mrduaa.luftr, dul,
noaizld in rhe country ofo gin:

o Original Declaftdon of
Confomlty! to bc p nEd on
cohp4y lmer had md duly

1,

&s{l D.f.rEd for recrificerion of

o Original & wlid LOA, duly
nobriad in the {unt'y ofodqin:

Defe.ied tene6 ofss,h Me€rins orMm {15{2 20231



ELI.OI]I09

oOagifal & valld rcmindioi
asreement beseen reBat

manufaduffi and previous
imPod ieMhPrrysome,l:

oclarifiorion h re4lned rtg dins
name rnd naius ol hgil
mantrfactuH since lne applied
medtal device n ihady rc8nued
in rhe name ol l\rs Plrysiomcd
und6 aurho ation from MA st
Jude USA wheres rhe fim has

applied lor Egisrmrio. ol sme
Doducl lrcm M Abbon (Hong

.Original & valid FSC, dtrLy
norarized and aresbd by Pakisrai
Embast ii thc cotrnt'r of origin

oorisinal aM varid rso 13135
ccnlncd.. dtrly nordized ln the

ooiSiml & ulid desigr
examiMliotr .cnificat. dtrLy
notrrized in (]]t c.untryolori8ln:

o Crcdentiah ol mandrcturcr, duly
norarized in rhe cou ryolo Ein:

o Oigiml ftclaration of
Coifonni,)_, ro bc prinled or
company rerer hexd 5rd duLr-

l,

Lssd Deferr€d for recrilicarion of

ooriginal & valid LOA, dull,
nolariad in ihe ountry of oriBin:

oorigiml & valid remindio.
lgreenent berwesn leBal
ndufxcturr and previous
imponer i.. Nl/s Physiomedl

ocldficatior t rcqune,l rcgarding
name ad natus ol legal
manufactoffi sincc rhe applied
hedical device is dEa,ly rcghreEd
in the nane ot M/s Physiomed
under aulhoialion nom M/s sr
Jude UsA whcrei( rhe fim his

Defefted Lere6of55ii MeetiEofMDB (16i2 2023)



Dclernd for rcdiilcalion of

oorisinal & v.lid LOA, duly
nodi4d in lhe ouffry of originl

ooriSiml & valid Emination
agfenent benven lcgal
manufactoM d pqious
impoter ieM Physiom.d:

.Clarifiotion is requiren reCUdilg
nme 6d slalus of le*.j
Bmufrcturer since tlre applied
m.dical dcvica is alftady EgisbEd
in lhe name ol lv/s Physioncd
under aurhorizrion tom M/s Sl.
lu'lc USA whercG $c lim has
applied for regkdion ol se
poducl iom M/s Abbot (Hong

ooiginal & valid FSC, duly
noEiad ad aheded by Pulist!!
Emba$y in rhc country oloriqin:

oOriginal md vdid ISO 13435
Cenificare, duly nokizd in rhe

o OriSinal & mlid design
esmination conilicae, duly
nodized in rhe coulty of oliein:

o Credenlials of mmuletmr, duU
nobized i. rhe coury of oisir:

prcducr 6om r,rs Abbolt olong

o Odginal & vrlid FSC, duly
not rizd md atun€d by Paldst!!
Emb6sy h lhe counLy oforigin:

o Odginil ed valid ISO 13435
Ceniicole, duly notarizd in rhe

o Original & valid design
exmimtid certifiele, duly
notarized in lhc @unty of orixinl

o CEdenrials of mnufacluffi, duly
notariz.d in rhe @unhy of origin:

o Original Delafttioi of
Confomity, 10 be printed on
conpey lener head ud ,luly

!9rel
M!!r&!!!4r:

Dereiied LeteB of s5'i M€etii3 of M0B 06.0r-r0r,



trc4l D€ferred for rccrifi.ation of

oOdginll & lalid LOA. dul!
nokized in ihe centry olo gii:

oOrigin.l & valid reminarion
agEemerr b€Nei le3a1

Imutacturer md previous
imponer i.e t'ts Physiomed:

o Cl&ificarion k rquired Eearding
nm. and sbrus of legal
Ilmufeturer siice rhe applied
medical device is already rcgtrerc,l
ir lhe mme of Nrs Physi.med
under aurhorizrion liom M Sl
Jude USA qhcred l]1e fim has
applied for regiltdion of same
produci lion Nrs Abhot (llotrE

o Original & valid FSC. duly
nor ized and ahe$e,l bli Pakhh
Embasy in rhe counrry of oriBin:

oOiginal and valid ISO I1435
Ccni6c.rE, duly norarird i, dE

ooriginal & ulid destn
.xaminarion etificare,,luly
nok a:d in rhc countl olo.iein:

o CEdenriah of manufeturcr, dul)
noiariu d in lhe county of o Cln:ooriginal Declararion ol
Confomi$, to be p nred on
company lerer hsd md dury

D.L.Ed for rcclificaion ol

oo si,rl & urrd LoA, dulrr
nobrD.d in rhe comrry of o,rSiri

oOrigln.l & valid re.mirarion

o O.iginal Delanrion of
confomity! ro b. pri cd on
conpany l*d heid d ,lulv

ELI{o109

61C

ELI-00109

Lss4

Defened Lereuof55'i Meetinc orMDs (16i2 202r)



lmuaactus ud prdious
impoder i.e l,rs Physiomed:

o Chnficalio k *quiEd regading
n@e d sbtos of le.l
mouaact@ sine lhe sDplied
mediql &vi€ h alMdy regineEn
in the nne of MA Physiomed
udr luthdalion tom l,rs St,
Judc usA *heE6 lhe lim has
applied for reSisdion of se
podtrd nom L?s Abbot (Hong

ooiginol & v.lid FSC, duly
ntuized 0d oltesLd by Pakish
Emba$y in ihe ounty oforigin:

o original 4d valid ISo 11435
Cdrificare duly noeriad in d].

o Original & lalid design
.mination cenifi€te, duly
no&rizd in $. counb) ofo.igin:

o Crcdenli&h of manufaciue, dtrly
nolariad in $e countsy ofo.iein:

o Oiginal D€lerio. ol
confomity, ro b€ pri.l.d on
@mpoy lcnd h.d dd duly

Defen.d forDmvhion of followitrg:

I VaLid &OrisimlFsc ofany RRA
duly ancs.d by lne EmbNsy ol
Pakisran or CE ma*in8 cenifr .are

2 ClariS, $ar on rhe FsC oaChina
nanuretuB nahe Quzhou
propnum Bio(ech Co,Ltd is wrinen
houcv&this ide n nor pErnr otr

3.Ako clariry lhd mDufrcturing
licerq prcv ded huucd ro
Han8zhou lbp um tsiorsh Co,.

VI
Deferred foi prcvhion of embasy
dtesled oliginal & lalid FSC in the

o.feiied Lere6 of s56 Meeuns of MDB o5.0r.r0rr)



2. In rh. li8hr of dec ision of MDB in iis I ?'i neEri4 * heEin Board in order ro make ,tu ick d i! p6al of ca*s
decided for the fims who have submined odeinal, valid aid Norariad/Embasy an scd docunents at the lime of
$bmhsidn ofapplication lor reginratioderlthenr d is expted duringn,epue$ing olappltltiois, such firms
. alonlj \ubtr rvtid do' gitul({he.erpplicab'e)Jo.u enr.

1 I.'et.!J!d'o'uri.h'.EJU'.'e'nlo-J'ondu...enr.!1 .)0d.!.-Pfl tl io.e ' hr..n
*a,t

fr
(BABAR KILA\)

Addiriond Dnecbr (MDMC)/

Defe'red tenere ofsslh Meer n* or MDB 115 02 2023)


