Pole Coomd
UL OYlgw 4903

S 3 O a0 (9 9 3L 0598

personal blog of Huird aliins

[www.tr-sb r.roomfa.com}



http://www.tr-sbr.roomfa.com/

{www.tr-sbr.roomfa.com]

g 5l paw Oloas weajl OV lguw

Tl e Sl py Sl g Sl pa Sleds Al & sl Jus 3,190 )l haalas -1
3,le0 ans(s pauS g jeme b alliius Jlu,s(z Gl sl wS ol [ ul wogild oaules b g oasaSaudgi(vall

T30uis Sod (Third Party) CJU 1B S i Calad jlxs 03840 65> i 35190 51 chaslas -2

il oo jeuiS 35l (gl Sils Busb 5l g 0590 598 55 o S aules 1Bl8 a8 ulpaliows (wll

Sal ead g 3 5l oy Claas .Lr,....n|..- ay ,ald ol aiiles as .._':s.rLﬂ,ﬂlS.;_wJ -|:|._.-

Al e ey Bwled Lol 8 0 g 3 3l (ke claas J..g.n_rdgm.n a5 wL;.&E.._m) I:t

o oy bdisled L ol w80 ugyd 5l g wleas spe Jaeudie a5 oeulpalBiuws Jugdil puy wleas I sudi ailyl (>
S b wsoaay 3318 sde g S caidlge il bl

29wiS @y Brand wled L YIS (ol 58,8 g i3S G JolS il wwe S )lacl odiuled Sl j9uiS 5o X olSiws -3
Soantol 1S uf S bawgd

356 5l siles e Toal (il

gl oy A ) .;r,;| 3 ]S s {n.__.-

L8 3ly wilg s oailed Sl | culs, g same A2l (2

a8 35ly wiled ose piugyd sl Gy wleas all)l b uae sasslad o8 i dpas g sailes Sl vl g jamee AL (s

Twl Ay wlslge as a S i g9 5l g Gleds sy Sud Sl slisi -4
58S Slgiliay Lo 3lass (all

gy v oSlealSows sl (o

ul S G el ay la Ul_..._..n-g olSi s vl o3 Az, 5 n.jj'gj;guﬂ.; [:t

Zaw e (s

Tagals i Jud 3lee l .:L_,.nl;.S Joli (user manual)sliiws Su,l8 Sleudl, -5
w g wall 3lga(s wogais Slall (z Ai5,00 daumes bl i iy Slas 50l

Tl v S)lel L Olugsi Slgdg,S I dslas Sl (Tracing) Vsa=s subs, -6
(.om sudls ol82is b o segiae puas sllaws wils) il (oSl whiup=s (wall

sl Sla culyad (o

gab Sz Sl a jzis Lilgiose Ll 3 JSiie 55,0 a8 Sy Jilus (2

J'gsJ.ﬁ _"‘l_jlsdl Ao '[.‘b

gl 9 i AU S weaw pllel jl pay g yd i gy Oleds ailyl Cugs S i assl e (welw)uls; juSlas -7
Tl plas wliwl jl 72l 5w 5 Uliwl ulad 5 JRiae ils s 385w Sy v U Cuwl,
Fe g YA (5 VT g TF (2 A 5 TH(w VT 5 TA (wall

Alail 51 paa) g, ® 1 paw Gleds Jlw 83 Gae)s S50 wlahd Gaeli @ ,31 sl uleS LY @ axilis -8
T irazr LS aislod S yuis 9 0l iliaS iy il (willS 005
i 3,90 wlakd aylie el (il

alfius u,s gle wuls 550 (o

aas ol8iis b anSls g ol8iws blawl (z

JAad a,les aam (s

\\ peisonal blog oi ?va_r;d saburi
N



mww.tr-sbr.momfa.com]

Jowaes Ao ,e g gujei eyl

Al e Sy Ol Syl s 3,80 Bladl 1 s 3,00 sl ol plas )
ol J..'l._.!i‘ﬁ aslsl 3l eileady b culas (wall

Syla,l il ‘5}‘531:'" L Y {L.-'

wleyn g b oSpuliiing o aceds (2

3lge s (s

Ll Adsle oul, b Slpoiw .2

[Py 7. L |:-.=.| L oIl {Ln.."
alils wi= . n8bl o Sagee (s oonyge o Sagare Al = (2
At BB eienienes Jolge 1 S acgases g e plbs 3

walulil (o Sudgi (el

g9 (3 izl 5 (2

W] FR - - Y11V I -1 I -V vY | C W pvL T |
018 50 § 0115 Al (pas Ay g9 (wal

845 Fpame g 0auS el L alals 399 s (o

8405 s g b des o sl alaauly sgmg (2

805 Spme § 6005 dulsi G 3l alaaly se=9 pas (o

Al el gajgi SIULS ob Jorle oie s 5l I delas 5
whyide wedleas Slaile | Leass (wall

2sig5 JUIS Blaal s (o

OlBaS 1 dgi 355 49818 pulio 3929 pac (2

walizo Sla @S wulisl (>

WAl b s ciieiene W0l LU i i sl alawls 5 0AUS Ades L S, Bl Sy Llugy (ot wwlis 6
sk abs wlgl (= alilfu= (& Sagas [ won (w2l

L U e Ul e padiuee go el ey Dl e 1.7
pliSz.a(s wslasdl e blas gy (2 i s (o a8 auia (wall

| o awlis g, plaS 98 uae WVgas gajei Sl B
Padiun st guei(s Al = mue (2 Feiiaw R385 (o Padiiann gajgi (wall

v @(

\\ peisonal blog of: T'a_r;d saburi

Al s wling 18 biss wulbg jl cleslas 9

WS ,d (Feiie Jeams 03,5 j5mg oS5ueln,8 0gul pms 1y (wall
._l.i_i-g Jﬂ-ﬁ “-..5_JI-‘U|-+J| 'uﬂsﬁ 3 paadiag {L.-'

JUS e = ol Sl LU eleMbl (&

Sl agliie wlaas wallo jlael puali oSsudy S, (5




WWW.tr—sbr.roomfa.com}

LS

ol S Jolws baslgo b wuliowl

wold Jlw a= s vy @ ul wudles ojs> a4 S Jilwg vl aslsol g S0l Ss,ls g lie ulejlw Qaww b )
Clwl 0290

VAEV g 1ATA -l

19VE g VATA -

195V g 1975 2

1AVE g 1975 -5

Sl o bgon SweuaSIl Gliupg 9 wSuise Jolws wuica il 9 wuoul Gaswas Jgiwo FDA ;5,0 plas -Y
ORA;S 0 -wall
ORA;S 0 -
CBERS 0 =
CDRH;S 0 -

3l ais,le wusys @ PMN g PMA -T
Uy 5l i pMel gyl Gl Gy auali -l
uegyd 1 g pMel (Gugyd 5l G b -o
gd Sl G ol cingyd 1 g eMel g
w8 Sl G apli ciug)d Sl e pMel -

e 8 DSl Wi ¢ i S Aliws cpaailo il Aiws S sl oo, lie Sy iws FDA wse ub Y
1as
il o arsling 58Sl aliws Ulgic a4y ol Sl poin b s ,0l aslig)ls b (swoow) 510 > -wall
3y 515 Olga b ool j3 Vs 4505 1 Lesylows 5105 S iy i oS c0logy oo i Sl -w
a; Uy, Sdelio b suliocd Gl GasS Ga,b 1 ol adsgl Was bel accwl iy 3,8)ee b Hlisle 5 138 51 of Was -z
ol e e
899 54lgo aom -
Sl o Pusco ;S olas -0
il 5w sl T g IT g T wMS  Lluwg swolos <5l (swgac 5la S -wall
Wl csoll TIT GuMS  Llaog Sy 035 Sla a8 -
S Bleo ugyd il s pMel GHIT 0SS Llwg s p £
Aiwd Bleo ugyd il iuay apawl I oS | Ll (s -2

Sl o wwgos Sl JyiS jl 5,90 plas -F
FDA gal CLJ__A__th_.j. LR WTTTTTY ] il s 9 pl_i Vsl -wall
FDA u..u'g.g u_ul_qu By CLJ__g_uJS 1_‘?_}|_.1S T ) T
GMP aclgd g Jgol b asllao aliwg udgi -z
sfloe kel slesluliwl -

@Gl 5l as T S Lolws cdiiwd PMN ;| Blas Jolws ool oud v 9 35S o 508 T LwMS 53 blbws doud wn -V
ipla el Ll i Wleo Gugyd 5l paus pllel

3D gy « TV o VY -

ol Gy « VF o TV &

03D gyjy ¢ VF ¢ TV -2

. Sl i puses 3,90 plas -A
gyl ._;x‘i...;u ul 8 an 3lenr g €358 akysw ay Sy Ly Sody aab FDA G gl -l
S Olee GMP byl (so o 5l IS | Llwy sy -
iy Bles GMP G IIT g IT S | LlLwy -
i Wleoe GMPSL Lyl Ly -2

Sl oo puss 2ol puw Jolwg 3500 55 aisS plas -9
g 5L 3sly asiled (o g9l g eMel L -uall
._Li_).lb J.|_,__9 II Uuus 33
el il Lpsf sl PMA vl 03,55 oMel I, 1 oslpssiojl FDA aS (suloj b -

peisonal blog of farid saburi

sk

g \.QJ' )_,|_q.n -

Cil i Puxe Alwg 9 Cuiwss Lud 3,80 45 QiS5 plas -1 e
g s FDA Gy ub 006iSs,lg g 0068 mujer s0amiS g wsla Sy -l
g Ll aslg il (s aliwsy ¢ ALwwge Gl b daiwd FDA el cadlys sl Blee as siVeamo -o
Ao bl weles aigad s ady wlale waps B as sl -
god b 3)lg | aluwg Wl (sues Ol aliwg g v FDA ol VIS b abiwge apawlb Shise 9y auwge il -




'www.tr—sbr.momfa.com]

ul pudlen 9 d »,lulicw] b welical 1wgo;l CVlgww

b alaolicw] ceules 9 (odS wad ailgs s Jud 35le0 51 S plas s luilinw] Sl oann a5l wa,les a0 asei L -
loil 01585 @l Sl S i olhio g 455 5,00 Blaal b 13 VS Goold carwlio -call

anol= gilio aip, elai,l -

loas 5 1 YIS 0EALS b o golio s 2

Sloas wlaaas ailyl g @ oS i golio baa -

Tl o olBiws Ul s)lailiwl 51 S50 oS i S 15 gMSel olSiws S Usaw S Livg, -T
S350 5S3u9 <al

l_';_}ﬂl.h Lﬁ\g_}JH i

53,5 lec (8859 -z

g wall -

Faab oo Silw s)lulow] sawlbwl Llgs gi= sus d5lee sl Su plas -T

il aidls caislhe o ol b sl caoas b aighd aldga=e 5 aS (oo bulyd ws,el amlys -call
WIS Olisokl wobld L alyl, 5 OlEa6GS eslaiwl a wals calews -

HL 3 Voo Caoa _9‘ pabris -z

OlE 168 aslaiwl sl faiie oV enm=o i sl OlSel Gyl eml,d -

1l a5, e (Semi-Horizontal) sl dow S s,lailiowl cwasyai g pU @ a>gi L -Y

il s asliie oloas L e ol woVga=o 3,50ec g ol csowln] Slengas (8500 as ayly sla 5 )lasliwl -wall

s a0 b ailye cJgaso S5 sweec Sla 0jo> pogas 3 suwlwl Slolill g Jesl 015,43 3 5 aS Jgaz=o Sla s jlailiwl o
il

2= Olgic ay ayly sla s,lulowl 5l sl (5o g 8303 e (9GS aneS i i e Veese aS 0,8 sSla alailiwl 2

2655 ealaiwl

L awl,8 cdea=o S 3,50 g csioul Csowlbiol Slungas g 6300 usli (a8 aLeS iz i vasg as eg,5 Sl o, lailiwl -3
1S csw uly | Al wloas b ailyd coVga=o jl Sl oyiwd b oivg caoas

S| G sl 3590 plas -0

Cowl Sl sla sglasliwl sl eslaiwl Veome LJlE 5,809y ecwinS a8y oML L ay -l

33,8 5l Sla congases alml Cacl Lasr ol See 1@ ajloliwl wa,S s)lel -

Nigad e ol "adula" Olgic @ Lass el Gla s glasliowl -z

oagod el ) oSy Llwy 3,8 loc g (sioul Jaml (85 jghy dailas aS 33,8 (o poudi (saly 5 Las] e o glailiowl a0l -
a.ab

1l cnai 1B 5,lubwl stul J>1o 955 Lulul 05,90 plas -7
39700 J'.':.u).D ;’-“Lﬁh.‘l_;l.l.il.i’.u.}l l_':ngbJﬁ g s -all

bkl CLJ':‘U_U 5 _,Lv iy

J.l)l..l LS_.I_'LlB oy Capo |l’|)|_Lil_LuJ| \;ngj) Jlecl -«

wuaido ailoj , Leled 5 aylaliwl #\lel g 05,8550 -5

il s Aeawgi ogze sbai Sl suiee s;luilicw] BB Sius 5> s sslse 5l So plas -V
ol b ldnil wlopw 9 Of wdgs 63,y —wall

_\_;|_Li'|._i_u.!| Aol g 900 3 paien LLILII}_}Lu.! S l_,r_Ju:'L! L

Ol azwy s lzans ples o,k jl esliswl -z

o adyainns oyl pwlawl s (sl gy @ aalsl® -

ol o i o Splailicwl b gldail subs)l S Gusy 95> 2590 plas -A
3lailiwl b caislbhe s Sl Joases Ogo;l -l

5 a0 pL“.;—_.i| S

oy lacl -z

330 Goaw pi -3




L™

'www.tr—sbr.roomfa.com]

Sl i sslulicwl sdo Sl Ul 95> 3,90 plaS -9
ISO -wall

ISIRI -

ANST ¢

DIN -»

Sl @3, 0wl glgil 51 S plaS g (S>9S Syl S bl Gp> 5,lulewl) Pr EN 13060-1 - +

personal blog of farid saburi

wovg S 3 glailiwl —all

aly s,laliwl -0

I.Jg_.ﬂ__."i"_ﬂ j_J|J_.i|_'.'_Lu| e

(588l (inul Cag=) (sasl 55luliawl -5




mww.tr-sbr.roomfa.com]

Lol aesledl 3o i i e s b lgeis W sl | O 3 g

s Yool aualod] 33 Aodor 3500 LD guil wls Soe jl S -1

Lol aunloeil 33 CapflaS, g § w90l SIBYIES igus jl S Sl -l

Vi a..il:-l_ii wpalzslz | gadibl g gac S1E LGS e 8 pimie SIEBVIE o b s oeiled S ilee Lidilad -
Log gyl ausl=sgl o sad aadoi , pinie SRV CugS | Salisl -z

15 0l FDA ilgl U gyl auslesl ilgd o8 jlon idlod -3

s | pusies U geaows V0 Se CE Ol ol wapos oS adgl -2
ala g wFipais -iall

Alearg Sl g gk -

o wrlit gaid il olimil -z

Caada piwtawr 5 jlurealy -3

Casls e odolal do A Sl Sliown il ol s sl -3
Lol S alasl auid g, oS0y alwe  wedS -l

Sy alewy Sl g gl gy o

Upamed CaudeS fietaar 8§ 83005 0000 Dol S Biaian -E

(MNotified body) glko G5l 3 g o5 a0 aliwy el -a

V30 Sl b et O o 00 S ¢ Gy M5 -4

(Notified body) glaoe 015 1 -l

ool B e anin | eSdiy  Jelaey u.nl.u._,.yl I¥ anaos v o500y ale g iy oS -0
Accreditation body -z

a8% 1.lgF -3

Y| 3lpd @ldS oipe o (notified body) gllos SWEOLE 1 2085 0oe 0 Dplad g Juusi -5
Lyl aualz=sl —wall

Layl anl=l pSdjy Jolesy Slidaies -

Ll auslssl s 3 3y iless gorpe -

lyg gl sl geac Sl gy -2

S oa | e CE auduwl Aol odeiply o 1y LS el 32 350 O guacce ivg nd lad af |oulS LiiS e Sl -6
it | A o U S Sl oo 1G] s lo] Sl saas 1 Saelds

(Upaamro snei) IV oSl o (aigad L':g..njl]‘III L

(audnd it i) V %l g (aigod Ogosl) TIT ueil -

\\ peisonal blog o\if—;r;d saburi

(sl Golgr) OF T iade oy (oS JolS pavasn) IT il -2
Jols jgb a (e JolS s ) IT il -5




'www.tr-sbr.roomfa.com]

L

Swisjsol o518 OVlgw
S whiupso ol g Solapss

Dl aio,le Lguh @is,S Lo > WL VIS L oS as S g0 3]0 -1
g5 gl slail 20,6 cbyw o)lons ¢ puogs [ Jsase pb (wall

VIS coad ol wlasde ¢ VIS a5 (o

3lgn anm(s

133,55 oalaiw! Ll slss ax il Bla,les ,3-2
Ulowaw (wall

s

oz 9 cliw(z

3580 A H3(>

tCaw] Eoioo Lol 5o s a)lee 51 b plas sll-3
wlio asgps (wall

ail= (o

ol Gl Sl lul(e

Alale ﬁ)b‘-ﬂ(ﬁ

s FEFO -4

first — to —expire first-to-clean(.aJl
first — to —expire , first -out(w
first-out ,first- to- clean(z
Alasza (o

toewl S Jos Ol Culs, Pallet 5l oslaiw! plSid 5 -5
i il andly alsle e ases 505 g 4les 5l e eolw20 il onal aol alsls sl e sl Ve J8las (wall
il acsla g lasyl ae 3/55
1w auib aidly alald a ques 330 ¢ 5l i ie weailw T 8l L 0bl aialy alald S 5l e weailw Ve 8l (u
. 2l adli g lai,l e Y/5
T/0 5l G il aily alsld e ases (805 g lg 5l g0 weailuw T JBlos il aidly alsld S 5l 60 weaile 10 J8lbs(z
ool aidlyg glas,l e
5 il piuw nab el alsld e awes (80 g 4l jl a0 il T J8le il aials alsle sl e wailuw T 8l (o
il ansl glas,l o 3/

1wl s S JiiS S )l s W pasla 95> 5,50 plaS-6
Caow sk 3,5 e (wall

W335 S ¢ SiwSd (U

Jgezo 1€ Ser o 05,4 L sSses Jyi (g

wilekd s Biws a6y 0 &0, s (o

Pl gaSel) i b He G J8las b g 05 cbuwl L S Ll -7
0+ (wall

Fo(o

Az

'ltt{‘_\.

\\ peisonal blog of farid saburi

g olo T aupi ulo; wie) Cuwl jlu 3580 342 1++ ole 3 bwgio jeb @ a5 GuLS v, leaw jlaes 9 v,y laaw alasi-8
3l s le oy A lus ole ¥ puslaw ¥ pw wuls; alols 5. 302 1 o+ blus] o5

FooFos (all

TooVee(u

Y70 (2

YO« e (o




{www.tr-sbr.roomfa.com]

RECALL

5l ol Oy le H1eSU sl -)

b o lows Sy i a5 o5l d@ialeaall

o o Hlowr @ Bz Gl b B a0 ay yzio aS Sl sl

g oo 381 pliw L aliog 10)l50 jlaw Sye @y yie aS Sl aisls 2

2gd o 5Ll plo b aliwg 415 low @ 1S3> wuwl b She a4 yzio a5 sl aisls s

Sl e sl LB LleSU Gslas epm ) 3,5lan;l cuelas -T
wa Slacl 3,8es g )izl @ boyyo sieli codd g g swily wloss aall
HIV £ g 30ilo (swogoc CuoMw 8068 uaps DMS G0 o

ol8iws 3,5 ec 3 i JIELEl b e LB wulys sesy e

aliawg @ bosyo Slplaalleiws b g 5155 w5 obibl o>

o Mg ulsS s a8l sl S @ Vgomo 195U Walg> T
odrlagy Oylig Ll

018 Adei (sigild anlei.o

wileyy She b wbhlew

wlSaaS e

Tl sw b5 JolS ,1sSU aisl> Saus UiusliS vosas 53 AiusS plas -¥

_'L.u.!LI 15D aial= 3D 3 el gy ll.Jlﬁ' ] 'J..ng el LI_DL._IJ u_u_;l_}s qu wall

-5l o @il Sl Lols @uls @ by g 36 ww @il @S cawl cauiniS ol GiliS gl o
il s HleSU aisls p wjllai g S adgy ) bease GinliS ol 2

Sead e qilyl adyl a8 Lbleio g exg aisls @ boyye welieS5 wleMbl | Jels gl ol

Ul Cowl le Sy Aluwg b wulgsle -0

il 53 eands gujes waSedjy aliws b 3)Slac g waisul @ b e DS G e g Sl Sl Jgasee 03)S g5 L wll
Ol paais b paugpuw o puoei Cp= 98 d5 jShe jl Jgaso wo,S )l w0

Sk 5o bond muje Sy aliowsy &b 38 lec 5 angl ay b e CWMSLGw = wps sl Cloladl plil 2

z 9wl au;sS

il vuos oo llsl Ulelasdl e o 3,le0 1 uelas -F

aliwy puaii b wosi.all
_;|_j|._l _j.l 'IJJ._I__uJi_.} LJJ_;S GJL‘JV.L__J

aliawg 3370 SHI8 w2
Slow wals (LE Gl v g S 5l lews el ol8] s

Capiy Bw O, Salpel ax lwes Vesss Saiiy Joa=o b wulg=l,e -V
Olylows il

Ol S aadeia

wilo)y She .2

Huogod Sl 'IJL.iLwJ.}

Sl vo wulg=>lye J>ho e cuolas -A
Olgsl,8 Ssaa aads o il
Coiolapy gl g weilwy gAML L

JEie san Faly il LSl cap= s, anliy 2
3ylgs a5

Cugw o Si Al Gulgse 5l aw S a5 S Ulods W i 5,00 -9

TwMS. wall

TS
\ peisonal blog of farid saburi

TIT_MS. 2
I L IT VS,

Sl uosl Sl liad Ll 1 edlal wad -1
aazio Sl abhaw ¢id, Yi.wll

Slow wssaulas

woSiivie bwg w1 S b 2

olylow a8l abhw 38, Yoy




{www.tr—sbr.momfa.com]

Lol skl 5a IVD WSy Julws bulgd b wulivdl Ugo;l wYigew
il 5

T el (IN Vitro) waousieds WSy Jlws A gy o Sulig ] gailS uls olAS -1

89/33/EEC - Q3/42/EEC -l

73/23/EEC -» 98/79/EC =

ST 10 ailwd pIAS eio TVD guiSuls 55 Mgy o LS ABD Wugs 89,5 Cuasd S a5 hoald Sl -2
List B - US!IA—'._{:JI

VD Lo plan -» wgojl 35 -

Slulor o Sladl M“Lp O lor welo I CE wiliw IVD Julas il 03,5 0lAs -3

gl sgte - List A -call

VD Lo plan -» 38lec wsulil e Lilg -2

a>lgo Sw0gpao 4> L .puwia B | Swdly Lllae L ol SuuS 05l Llado b Ulo SO a5 Swlsud -4
& By

iy - - 1 |

Ung swolaisl -3 aaantl sz -z

Sl 0¥ Llws il 03,5 LIS Sl S 0lssm s -5
O lags Ly s List B 5 List A -_all
3ylgo Ao -3 IVD Llwg ol -2

Taown Wiy wigeaswd IVD oS uly oo Slolpdl e ol 3500 51 GlaoldS -6
b aliws kuipe SliEgiell; g 55 les Cudslbe s g OlEal s G oaloo GSlpdes  Su@ls Loy -oall

o il Sleal spzgn s §loelS Osgod alsl
Job s aliwg (sublS 8 Olafdio e eac -3 b jlow 95 alews s Sibhs 4igS @ sewe pac -z
Ul oo woc 09 265 auapi |y nls

ot Gy ienand Gl A lgse Woosl 3g TVD Wilews 0liis Al CU a8 Oy 43 -7
TAds elal Lb I SloSo 2IA3] A A8 balaiw] CE wikis Slall Sl (EC Declaration of Conformity) IIT
Notified Bﬂd}r A el ey Ceaslg gy aobod il soly | i ol 2l -l
sulas aslyl
alamd -x s |y (EC Verification) VT sy 33 2060 Jlay -z
a5 I cevigy b iS55

i AigS Ll Jodod Notified Body bewer tidei Jolo SLE qoliadles Lacl 6,53 olodl 5l ds -8B

wed ol Siwon ol ol - Calgs s aihl b Lpis -all

gy oo il alowl sacxe csewegp b lps -3 Jols g samwn S olsil -z
a5 auded




{Www.tr—sbr.momfa.com]

Lol skl o IVD WSeiy Julws buled b Wubicil 0ol O Ylgaw
[ W

Sa,uS s 18 IVD guis wls dinls 53 3,50 2IAS -1

wiigy  Jles A bapo  ewile pjled - In VItro wswace b wofidiy Julasy -uill

In ".-'ih'ol_km.;‘u

woiliaizeg adlB dulojl Ll -> Agos gk -z

Sl Wgss IVD guis uls 55 IVD Llwsy Siio Qiul -T

bl g oogojl ses. List A, List B - I, Ia, IIb ,III -l
plaw 38 loc

List A, List B, List C -» A B C D-z

?.\J_;I:Li CE uluw SlaJl 2 Sl IVD  Llws il 05,5 plas -3
wgoil sgs - List A -all
VD Ll pslas -3 3iles wsulipl e bilos -2

A b o s 2,80 B1AS L bl 5o Seudu s 3 Sl b50 pegan 35 -4
oy L Doz -l
g o lais] -5 =

Tals Hlhs] Jw Mz Veomo Mg o ooko Wi Notified Body Sgewil 45 Salicw] 5 W@ doliedlss -5
s Qs s LS -l
Jli 83 -2 Jlwr gy -2

Ca5uS S0 oS ey 35 i 155w DlE M 1 GlwldS o e 5 ol Silold] G Az L -6

wearf e o lomllgi s —uill
alS Al -z

e

Al ey £liorl sl dr -2

tmimsans S 1 (Full Quality Assurance System) IV Cewsey juseen List A Joless 04S oo <l &5 Sd s 53 -7
©3,45 polwl Notified Body L g 61iiS e bwes LU WloSo Olelddl 4 (1S wilsiil CE uliy

WIT gy g3 zoamn oy g 15 - (EC  WT ey 35 i gy Cenge 15 —uall

L S s (Production Quality Assurance) IV gy Lo s s Verification)

v W watQay

elaSd - Notified a» _solibe owr Coanlgs g ailyl -z

MNB Jreni 8ooch aulei Wgeaen powgil g Bﬂd'j"

© | Ny DA S e Ao U bguso L3 Sidlod Sl 51 claolds -8

EN IS0 9001 - EN 13612 -wall
EN IS0 14971 -» EN ISC 13485 -z

TAdy e Wi 1 IVD ¥ seocen 5l 05,5 0lAS She Sew Skedlss sui JSei -9

\\ peisonal blog ofﬁri& saburi

List B -  ListA-can
IVD Llwrg pelar -2 II gy il e Ogoil 2ol -z
'
Annex V Annex W
EC EC
Type- Type-
Annex NI Exarmination Exarnination
inel. Annex |V
Section 6 Full Quality |
EC Assurance
Declaration System Annex VI
of Conformity Annax V1 Production
EC Qualiey
Werification AssUrance

Declaration of Confarmity and display of Ce




{www.tr-sbr.roomfa.com]

e iy s A5 s v bulgus

§ s S51A5 s Cuadl JoV3 I Saolas -)
625 831 wslaylacd opaal wll

als Sl Sl Sl poloddl {1.__1

ale v il ol Bslés el g solawki G g CleMbl "-1.“]”: o
L@ 5l sl by !-'I.ﬁ-_'i_ﬂ{ 1

DU apll b goucs0 1 Jud Lol 53 CutuS Cupu A i i pad gads -T
v 26i5 Lo poen b 8l 5 lan 5w Salysl [ il

2338 0 ik ot Ay Bia diug g3 0008 L sanypr 3031 Slasl § Gyl

caplai s @l Onge Jupdal s Cpge o 2

el Fucrs w9l aglgal 5

D] Ol Ador Sy 8w U o B Hlow Sy Sl A5 eluw iy Aws Su S 0 T
sa%.0 zy»  clinical investigation only  «le( wall

safie o custom -made wols (s

3380 Za singleuse  oyle ([ 2

35380 z o lot o cole (>

T e 5,9 DLEMDLI 1 S0l AS Jied e Sy Jubw s S,1AS i w33 Ul SIS s o bulgd il -4
ALy P i Baass Capr sileMbI( il

WilpSing 9 phio Sl S)lapsi le o Cudlo jl  sildiz oled U Ol ol 3 aeeso 355 (W

elaiil a.6( 2

al.wg o Jgb 5 Aliwsg oul 5 puzs 35558 5l Oluobl Cups jli 380 Oge IS g s8an Slisl Gases oloj (s

D 15,90 2,30 RIAS 555 ¢ Gl 0w Sl b Aliew s A5W0,80 43 -3
Baas% Sl S i ol [l

Skl &b ( w

oand LA Cilekd goi g slass [

ol 8048 5l Aliwg ads Olds a5 ealsMbl |

! it 3 Ot 1 S0lAS Jobas sl Louciains wn i lol Jubws 55 oladog 35008 S s5es -6
PaPPT] P ( witll

Lt GG Az [ w

gl s [ 2

s g s [

|B'I'EI=III_E|EDI
D oM@y Ol -7
s Jupiwl 1ladSE Lol L YIS( wal
8 il azil b VIS (o
3o Juyi el 318 bragi Cewuly (s VIS( 2
olaid ([ »

A
of farid saburi

\\ personal blog




{www.tr-sbr.roomfa.com]

i e WS LR e Sl iy 3 L0 bl L L@ il 1o M s

T ] oY S, A DS el Sl Ao livwlicig g password s user name S9lus g -1
Ekp.sJ.._lLuJ aoli g WGHL.- u)|5:| L {1..5_1.....-! Mo @5_1.-..![.!1.! ':Lﬂ-l.r] [l._ﬂJ|

(S i M09 il ls) b (oS s 20 5 s anls w5 (e

(el  p 3l 8583l Di15) b (areanls uMﬁ' 9 weSaislos aob) (g

(S 190 9 a5 ailes 9ob) b (uwwl 5pSl 8 silsaS aolingss) (

AU b S0 U5 0,131 Culow 53 LS i Aol Lt Sabnd 0 Ul 3,19 Sy WSy Slugos Slgas e T
S hulos Aasr o JS sl e 1 pac 0lAS

jlomo Sy il jap e SlpiSy e (wall

wndidi iy g 5 aglsl ol o woas gl i 9 UlulS sgig |{L_J

Sy Dl LwS leas (z

plaSzd (s

Liilgd Whad Wil 35 5o G iy Al Uloal 53 S laacu] Sailas S o, whilies b QSui,ges o T
Suloy i1 WilnS Ul 1 Skaculul S Loy

ZaSpai ) (sl

a8 s X (o

NP o

S a5

oMbl 5 i wigety Jeols s oSy o e oSS e A0 s iy e i DS e oS A Y
Sl 1 A L L

S e aoislag (uall

waidrl slianl iz Sl a8 i el .,_p_gj| PR L] .1 |::‘L.J

S e g8 o [z

S e 4Bl (s

Tl 0l Bl o Lo alasls Slpis s S A0 55 -0
jleo X (wal

Jumo T (u

Juzo ¥ (z

Jzo O (o

Tl B Sy A Jeowins Swlpd Siwd 9 SBdule;l 03,5 > -F
35 —alS L -3 WLIgs) (uall

LWl - paniloninog) S -3 sWlgsl (o

oretilunizng) -1Vl -pailS L (2

353 -ja005alS -3 VLG (o

Sy Ay 53 RIAS @ 9 Al W0 S3,l80 Ao Jold s Sl g Dleds Lo ) Ui 3 hals Slkiicwe -V
TADY o o lais] 335 Q| Siliol 9z Lgas

sLaol ¥ spare part list - jlzel ¥ operation manual -jlaoel & service manual (wal

Lol 1 user manual -jlael ¥ sewnld Lsiigal 89> -jliol O service manual (w

jlael ¥ o SeGlS -jlael ¥ user manual -jlael T service manual [z

ilol 1 spare part list -jlasl ¥ operation manual -jlesl T service manual (-

Tl b QU 13 Jlstiaw | S8 53 LU oo i JB1A S 55 JClw Jiaw sy culawil S Jbmo yogas 33 -A
ole ¥ (wall
oo £ (v
alo 1Y (z
plaSi (o

\ Pexsomil blog of farld saburi




{www.tr-sbr.roomfa.com]

Aol Gl o ulmein | D g

CL0U Wy Ul Sy By Alews <b Adgs S1Adl 1 3,90 2145 )

Sy Aladl ay b Capmr siledl 820 A5 SlE Ggs Sy dEiulejl Sl sy dlas @y oleMbl Gsgei el (wall
Syl 1 SaaSaler g Jyis (s

ol 55 dalin b 9 e penlinis wsatl sl Slpaigy Al o Olusil G s Lpil wslol 356 a8 Salse 3,8 (2

Sl anld aalsl §lsilaidy b cales (s

Tl b uiuod S lagor Aians JuSaan Sadl 1 asee oliS T
ol 3;le0 5oy (e 5 ol (il

I B Y T T - i I - ) ._...u.i.r)g |:4.__l

lgi yogas ys 5l 5 slpidug Al (2

wid (Uhae) bl bylpad 2wl (o

A5 Ml Slugs 4 Lb Sy Jubws s pdosw T

g Lplows ezl sty (wall

35S Jos Uhlows Sogups uol Cpsr 3o WolS oSy Al (s

g JS 650l w8y I Al 3959 josen i3] sl (2

il O wsllai=l Sldys i S wilke U alowg jl oslaiwl gilie (>

ljugma JS 0,0l Adgr 0,130 51 il Ao 0 (990 S B lojl ugas wigis A a5 Sy Alows 580 50 T
| Ol LS

il s 0l Lsdoe 3,18 jemen il Lol e ,dn |y O ailgs wsd 00aS audes (wall

Aot Leun Foiog ol ilala Lol Cewl jloeo L':li g g aige [

il i jloes Olgic @ud ar ol Cilpls g aaye (2

z 9wl )k (>

28-S A 0dow Sl Sy Oliagoo Olls 5

wZwl Eoioo Talka (il

] jlozs 03558 5ils oS e Of Slpsded v S | Ld oogens [
iy s e jlass wsilogs jS0 4wl b ols 3jlee; s (2

Wl jlzen Coylis elan Caadleo 5 e awl 1 gy Lol 35l s (o

uwsd pay Olods BuelB Spidgisen W6

waails o san gl v 0lpnl% g o silogs §51o sape as (wall

il oo 0255 el b aug i 3l 08 Shls EJG s8gds b sdads 318 ospe 9 (o
il s (sinild saislos b ) weabfialsls 6aiS sules als saps (2

ity s S 0ylsl SilapSi g wsawaige o)lsl sape 0 (5

Tl o JS 0,131 MBI W LU SS;100 A5 oS iy Ay £ s UisS 1S L ulosed 7
Ale g Olgsly8 e (wall

Ay g Shls weiloys (5o ol (v

wle=1)3 138 JolS 5  8.8> Shrl cup 81 Saisilej aolip (2

LBod s lon Ao (b

el lwlos 5o JS 0,1 jgmeo Ul WSy Jgased Aol g, WB

il o Logas ol s eugSse sl A apeio ol oS 1S (el b adafis Lol il aS cdliie sy jl e s (al
i oo wsulwlid walsie Olgic 4y Jgawo Ol 02055 abyc oS i g (w
g udles sgSceawly U apsio JS ol puunib (2

Al wetd paces 508 splen l plaSed (o

B

N
peisonal blog of farid saburi




Www.tr-sbr.roomfa.com]

e b W Wi ygwns olas Ul dules Joba (GHTF) wulps oSl Sl lad 69,5 )
Lyl auslzsl (wall

Lyl — gl cI5LIS g 1S 50l (i

Sopol « Wzl (2

enli o Ldlpiwl (5G5S0l Lgyl quslzdl (s

ol g e wilo Jeolad 53 S e I eow (Slhsil b)) Cu¥eS1eS widl WSauly a5 Solow I T
eyl ol e Juose (PT) Protrombin time Qéulesl i Salis] phiceucs 30500 0 bigs s Sl aol,b
et | padouin s Q0 s losl

oSl b oeSajolesiad Coumig ooy (il

Saljole Sli S)kudl e (u

wsaloys oleladl ol (2

Sty il )55l 5 weitul st (5

ol Sgliio VD \Sisjy Jilews bulgd b iy Jilws byled 1 cloldS Y
wwangl bulgs (wall

a8les bulgd (v

SHlaS gy hulys (z

Sauy aib bulgs (s

e | Puces o3 S alos l dlwlds IVD ooy Jlaws Sain Adul Jouol gulds T
Wl cpatly sngos caidilagr dlou) 8 Gul B339 ey abiw Shils A NS Al (il
ol il owgos eiailaps vl 9 bwgio S8 dluw; pdaw Shls B wlS Al (v
ool W congos (oidlapy cluuy g Vb S8 cloy) b Shls D uMS alws (2

silgo o (5

33uis U085 TVD WNSis sy Jilaws 1 AadIAS Sl CriaS ficuasiaws 2l 155w 03y -0
A S Ll |:-._+5|J|

B M5 Ly (s

D s Coagys Lilws (z

u-ﬂﬂa alge Ao {3'

S a8 09,8 B1AS 5o WAl 3uwslS whald SLES M SlAEe Cuasd WShe 95 IVD S Jilaws W6
A (wall

B I::‘L__I

C (=

D (s

Tl IVD wSaw iy Jolws S b Slibes U bguao s S alos 5l wlas o

e eoly Lolais] dase S VL ulb 39 weo 5 IVD 86y aliwrg Sl Saws aid Lol el jl G a5 (il s (Gl
gl alaas |{+.__n

(Loazio b Sl a8y juc 3)8) Bad jlS S diy 9 wsale il aas (2

(Lesl 51 o b 0aisS cpnasi (ol Lpis) paniedo Sl oMbl coodl (o

Cloldleis i 3,180 51 DuoldS Lb o awlia] Aews pos S LauliS) b wugi B Lol pdosw a5 pwls s 8
Tl S

CantyS pians w2l Sjlas 03ly (Ll

—o D_H'_:IE by, I:.-'l.-_jl Sl il adily i o Sjlewr 2ifan |{L__l

Q iz o b eolo e Ogys Sl e l 8slas el b Jeas=e U':iu._.!LB_i-[ (=

B “ Al wig jhas oS e {3'

personal blog of Er;d saburi




Www.tr-sbr.momfa.com]

ISO 13485:2003 CGustnS a0 A0 picsisn asxad O Ylgaw

1wl v Joo=o by 0 diuwlg> g GlelJl ISO 13485 Lo ;1 ) 5,190 5l clolas =)
Sriite Qo SIS dwg>

Syiite sowgh Sla awlgs

Jgazo b buise (sigild wlell

0o oo

CLwb o e odules wulbg 5l ) 3)lg0 5l duolas =Y
Vb 03, Gt @ Gupie piwsw 3,8)oc 300 55 > Gu)lS  .a
i 5,80 Saanld vas =l g skl 5l vlicebl Jga> b
CatsS e piw Olegoge 53 wsigr Slpdyb U bl .c
v, L ulpi Jaame cuaS Jus

\\ peisonal blog of farid saburi
S



