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Manufacturer : RAEEN SANAT CO
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Tehran lslamic Republic of lran

Conclusion ; *
After inspection o{ the technical dacumentatian,,ssued by the customer, and in hrs reguest, we express fhe
following opinion.

This opinion is only valid for the directive, the equipment and configuration described, in conjunction with the
fesf dafa detailed above and with compliance with all applicable legal reguirement {arthe praduct.
The follawing manufacturer dotuments were inspected:

: Presence of product description in the technical co*struction file1-.-.--....... ----------*l-------_-_

Copyright of this Certificate is owned by CELAB@ ltaly and may not be reproduced other than in full and with the
prior approval of the General Manager. Use of lftls certificate is subjected to Celab regulation available on Celab
web site.
Check the aufrrenticity of tlris certifieate and related in$armation before use in the web site
www.qelab.cam- intoducing &e IIGH number in the 'Check document auttrenticity' area. You will see
copy of this certificate and regulation on certificate use. This document is released only for scope
alloured by laws- Do not use this document without full undersfianding of regulation.

Massimiliano Bertaldi

s.re,.el*-ss<

a

Urrectrves indicated in the Declaration of Conformity: 93l42lEEC Medical devices (MDD)
Standard used in the product: EN 60601-1:2006/41:2013; EN ISO 15223-1:2016; EN ISO 14971:2012;
EN 1041:2008; EN ISO 13485:20161AC:2018
Presence of Declaration cf conformity {OK
Presence of test report using standards as indicated in the declaraticn of conformity
Test report re{erence: 1293-29}D loK

Presence of ( € symbol in the product label r'oK
Presence of instruction manual rl OK
Use of talid Harmonized standard in the declaration of conformitv r'aK

taK

-,selah



Annex : Regulatian for VoluntarA Certification Activities

1^ Hdrerfcerlifitd*
Tl:ee aertifie*e ae isued d! avuJur:#f tffii qr ryuxt tf lnarxfa+tue,*-
Th* seEtEitEde *3 rxkedfryFo&d di*r *speutisr rf th* d*raentadic& c#iseit& ttret€fBd*# cs.:sri*tiGrf*a
Eris t68f&f#€ is rd*d u$y dier cfts, fu Wxrtrilr! d 6 CFI.A$ ry*ivd tdNl&kr" ttr6t tk* t€etxlic* $*lstrxJstifi.t iiie {test rep6rt$. do*itr,}g1*ctjcnq
ir€ttts*kEt rBa*icde) deu*or,*r*etMthe esmeH] nryeeilraqs fu#sdd trEsse fuiies t&r}# ues *oaaed-S#e tP#tedffiid rery**{f*e *e c#ied t* #rc $rys*rd prya@ d a tre&d ar# ihiisfud,rc?k*} +we*s dd rdifte le$* tqrrilsrs*s *f d.E.sliiree-
When ihe opinion is psitire, the certfilsate b released.

tr:-!*.q:*!gn lrol'kied tly CELAB is not relati*s to: The p{oduct; The pruductirrii:; The I*q, requircrrr.nts; Th* wrlrk performed or that $il! be performed g
Natficd adis.
The lr,*Fecti*n c{rrer S}ILY thef*ll$ning sFectr {xfi*rE app*caHe}. Prestce d d#br d exfannfu:

. Fle*filee d ic$ rEFdt * ir5trsd€d in tfue certflcse;

. *eeer:<e d CE eyrnfo** h f*ae pc&M8afud tE'iSde;

. hmseed I'r#uE*isE nE#f;€jid;, ije ri #iEuil ijrtrffi{Esdm* ffissxt#Ek s fm EIj slM Jenrq.. Presence *f production de.scriptir{.! in the teshfiicat construdion f ile,

!. Yal-diQr af sertificate
ffl cs$iiiEe hx e 4 y ax* d ? *tdtty. ,ryter ei.'th tl.&e ihe €elEffisate yi* noA be arry raere n did,

E- tl:trdr*Ef stlHe
The c*rtifEede ae rt*Lhdr*:a$ ttuere i5 a lwanatd= firettricgim tMl** fsq*.H dG -]*r cer* x*th the reA*rer*sqt of r drgctir.e" ry*fiet lhis ryrEe.lreft {aB
*cda&.*sei.

4. Respo*sibilityof mariufa.tur€r
As ma$y directi<es rcqilire use. d a l*dtisd B$r, in such *asa ie resFa*sib,ilig d praduc*r ar his repre*entatire in E.Irep€ to follow all apdicstlle direciiyes
reqiliremes.l srtd rc$ta$1, This deu*rs* $6s rei *su# fo a Hctfir*d Eoe-
This re4xlaticr vriil a&wy* be cr:neig:ed t*gat!:er rsith th* c*rificate ed b a psrt d ihsn. use d tlte ce*f*ate \*'t?lcilt text d this re$r.llati{*r is rst alloHd sr
sccepted-
ls rc*p*asit*&t3r t*ttre rnaftf,ac$&ffir te *5€srp& ai$CE mal*;r6 1*n* psesca$*i*x"

e Rrrys.?,5*$*ryef CE-S
CL$"*B t** re ry{s&@. @r! S$&d testsd sqq i*#, am c.m* d *kefrsr}' r*s*q C*-iB ilffi *r*e!fude +: su* .s:r da**? ald- if fsst* a6Eepialis,
the certiirde will be wilhdraw.
CELAB is not r.sponsable fcrtlie pr$duci, the *Edilction. the impsttin!. th* ii'-<:hlbra*"i !h= sales, the adv ertise*=*t th€ technical assistance. the consulli'lg o r
as EU ma*daiuies-
Certfic*Ee is tfu* le*ult d tshnicd
dir€*tiv# *r a bs",

q;?risn, SitEn as a priv*e e{€}ed c*lrFryf " T}we k *B artr ?cyra*ty tkat ilre Hduct reiil conrply $ith atl req*irernents d
CfLAg i$ nd rsfereiH=far CE rx*rki,tg cf, ttl* po&.:rt *rnr=atd En the essk*e.

A t*=rsr?-srltlitg€rf Esa E{ €!EE€*
iE rs$osE&@/ cf tt6e rcs d tir+ wtfue€o cemrff wil*t d koe rq*sae*s- #g e agw:sd rd*rerce-" itre usar d *erffi={e sdl ce€d t{} Sgi GoIry d test-
reFad f rcrll his supplier and be responsible f or technical csnstrudian {iie. Us* d itE **rtf lcet* take full legal r$Fonsibilily on such use.
Such rstficatears r?ot ,egal requirem€nts exr=pt rrf€* lsed befiBeen F iyats e{f,nF3rqi as a specfic contract agreerned;€tsEen them,
Us€. d 6e$f lEte ned tafull centg! xittl applicable .quirrrEent5 illdicatd ir! $r!ch da"efitives- Us:r cf certIicate :r! .|rl alloqed la induce tke rHark€! on a
di$€lE*Il dsti*Eticlr $ .Be d the erytti:at* drfsr*itt f rsr !*trsi st*td !n th!$ €$*affit" Use d certflale d, c€'rfoi?Eiry k reskidd to expefi in CE !rf**ing iidd
tlrat carrttJg* .J.rdeest+rld $c$Fe d t+Lc c€refb*i* a$d b rlci tsrgen€rd F$**ic,
This e*stiii;*t* ea;:rd i'e f{**hH Bft a rnixqrse r ir a'*qr ths€ * ce! cqsf{te $sie5*l Xl*rk. fha rt*er a? *re *rfificaa. xill llr,eye da sral Esa tft€
c*rlitrerfu *er *#ns edrd {s !*r&E= c}*rEriry r€r*rsrsrt q{rlEtqL

?- sryde*stEr*
The CNLY Stope sf this kind d certf hale is:

' Allo*rlire r*anilfacturer to demanst#teta 6 cusamer thrt a product Hff'* tEled !#ith{sjt ne8d:D gke him t€$ .eports (f Loth accept*d by manl{acturer a!}d
by the c*dc**r!

+ Alleta < Fins* clJs6n€r !c har* m saiderr*e lh<t arr irdEFa'rdsr:t 3th paf &*e imF€{tsd t*}e dqcur$eart?{ieE.} C't l.ofur}tary basis-
The eerE*flste pr#ide ar: ddd sdtie fer r::srtfatt*rer ii: siiltafirfi ga*se t}e **xsfkrtrer dent qanl t* p+rid* tg his'a*sl*rner the tesl rryis { f fid
req€.*d blr [a{}-
&ft& estfE6de,4 ffid {e b4 t}sed eei e dsrs*ltst;"*,Gt ih& a *am@ * * sB&l{i @s t*st€d b€**ffir Cer*il*fi*es aliai rccsg'laEe ihis agr**.nsrt- &}*ti#df,s*a *E .d n€W&;ired fu9 k@ { m ffqr a-e vo*efuy ****#{ede}" asd se ir6e*:d*d €s k r:sed Mr€s? px**de cer*p*:y f* cecmrci* imua- T**e
€€rtficde r*he{e fid te be tsed €{? der}?€?}slrse ecrf*nn@ d tf,e p+**ret te er*fue*y €rf6r Se.etrrfiG:l sar€tEi. Tke {€rl-i€de are fto{ an aijthsriEaioi! hy
CELAS to put the CE markirlg o* the prduct
The C*:i#icat* is nol a legal requir€{nerlt tar CE msrking asli*ities- ts t*e *{niqn sf CELAB thaf rnanr-faclure can Fr*vide tha CE marking ;n the prodrJct ,F he
cer*$y reitit all pre*criPIist $ the dirE&lites. Tte Certf icste k $Ei 6 dectsaiiffi d cef**rly cr an attestatit-m * carf omity- }Iot* that some dir*ef?e r.slire
us* of Hr*d*ed ts*d31 t*t s{ifieatu af c*?ti6rtnity trld *e .Erdtr.ate *f co.npti*te rre lt $T rElatEd k tla$#*d Sody rr*k and .re ,st r€l# i{r 3*
reqariscrBe#*"
Th* **rtif*xte k * Tr.flm}ral $anim ;is*t# ry CEL-qE is &ie rrls*fet{r*m ef !t* pu**r ts*s*, dftr,egg;ew &t d*{r$r!an{ iss:Jed ry rrarafeture,r. CELA$c*tfg hi= 4Fei!I&*! rq#dkifl t*m aamf#!a6@ bef{B** *!e FEdEi.6E ar$ {}ie peuQdfrsr d tlt**{aid*rd ar#ort3w tdx*rsl r*+.,iEey,!errt d ihe d*reciiae.
]&8 ca*f** #€:$c# ts€uEd ifte*l* r* @ t*nE ffi d eidsed Badjiy trffiffi q*rtii6* *s#.*y a aea'ed*ed*sff**is: b"d-y, 1rl,ac*!i6 : do fd **rJ*se

CEL,A* f or re{ue*t d irformation * celabt@celab.com

3- Tecft*ieai seftetrsc*icr Fil*storag*
The te*l,nlcd c*Err!ftt*i*c fle is camdf net &o.ed !s! C=LAA *mlri*e, *a m*b*: d C=l*B tl€ d&qmenk qre{€ ft3t archir€d in iha CELi* databaie€- ls
r€Fst?*ibs*t? d tlte $!e*#ack Er tft*i the dar:m*& iE agaficHe fer lar* reryrfrra*r:t- CE!-IEB !* r* rxp+.isi$e ,or tfe $tsrage d the teehnical 

=c1*tru{*io{tlile.
Hde : rfu**e tdffil*4dsoat$ctlffit*esf#,ad{fofiIEs rdd#lie CE i!sE6*{ir€ @ +w# do he aessqtd* iE E{Espe-

9. CE *atlds:g &r*ralin*rm:fiasfs
All pergdtanpeny,fu@ iraroived m a CE rna*mg Frnejct *e re*g:*itlle ne Sefcrrr aS +*+k i***ele in ths dir*iise
Eur$eaa lJfirs: \#n* Sit* : htt!:/rec,eurcla.eular6q{hlindex en
w* reffi.rrB*cd la $€€t* iEsie& sa* s*efu€ **arr.disr *"..ir *E r*crk*rlg #* dirs*jlga

F$S te* d directl,d ta:r be fernd in

,fli
o


