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Dear Eenny Ar6ry,
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ITiTEFISAL DFWCE$ REGUTATIO$T$ 2OO2: REGULATION 19
Regi$tratl{tn of Persons Placlng Qeneral ltjledical Devices on the Market

Thank ycu for infonning the Competent Autlrority of the details of llfenufact{rfsr.s Name:-
Silitfi Ltd fsnated at lsanufacturers Addresc;* s'l Olrtyabrskeya $t Eyaran Rtssia
390$10 far whom ycu are acting as the authorised rspros€iltstiri€ and fol'supplying the
medi*al device infcrm ation.

Your r*gistrati+n haa besn repcrded based on your declaratisn that you have
delermin*d that the device(s) fall wittrin the dafiniticn of o'medical deviee", and that you
have classified lflttrem ae falling wlthin Regul*tion 1$ taking into account the intended
purpose(sl,and.mode{s) of action. In accepting your registration, I should make clear
that the Gompetont Authority does not exarnine each individual natific*tion and
therEfore csnnot and doss not necessarily endarse these determinations. Nsither does
thk letter represent any form of accreditation or appruval by the uK cornpeient
Authority.

Your registraiion is bEsed upon your declaration on the RGZ form and means that:

For llllanufarturers of slass I medical devices, Assemblefs, and $terilisers
You,should. nsw be cperating under ihe Medical Devices Direetive and the abov* Regulations
falthe qrcdtl?ts you asked us io register, by fully complying with the essentiat requiriments,
Sf; marking thase products or labelting them as such.

FEr l$*n uf*cturerc ef tusloni-made devices
You should.be ready ta clairn compliance with the Direcilve and Regulations and shor.rld be
manufacturing custom*rnade devjces in acsordance with their requiiements.

l!You slop placing devices sn ths m*rf,et or if you are not complying with th*
Regufatlons y*u *trould inform us so that rrye can arnend our reeords. You should hs
fiwarc that it is an offailce lo phce on the markot CE marked devieos that ds nst
comply with the regulations.
The fnformalion you prov'ided has been recorded againsi the reference nr.lmber shqw* at the
top of this letter, which ws ask you tn quote in all future c.orrespondence and comrnunications.

Flease inforrn us of any changes to:

. th6 company information

1 1$-Oitfnal 
generic group$ of devices {nq! individuat products within an exlsting genjer.rq

group)
i discontinuation of a genarh group of devices.

An srscutiye agenqy.1ofthq triipaffnent sf ltcalth



Fle*se Hs6 RG?, ffte fregistration fcrm, te tEtl us about any of these changee.

Thfukyou forrg.SiEtEfrng fre following generir $r*Lrps of devics.$:

flasxtspg.fcp*:
$irrgfsf,tl rfl?s*fs ffre.{ls'.E$feI*d,l$on-F*}rei'i$'
$ur#f-c*lfns nart,*c*segodes

Casfom ff*ds&ev.Jcee:
NEfle

Producb Coveled By Article 12:
ff{rne

Sh,cu{d Srau h*ve any gueries regarding your registration please do not hesitate in contactirug
USi

I

Yours *incerc$

fupL
M*rion Jordls

fr egulatory Afhirs Adminlsfator,-

Teh 010 7S&t 31*1

r'lr;g:S ld${ Sttitr

Er*aif :.m*rien.JordhE@mfrra"lisf-gcn*k

egnb64Fn Verx l*ev{S



#:fiY-afii:gulatorv 
Authorized Representative in Eur^ope for citita Ltd. from Russia, we hereby

The follawing products listed hereunder ar in the "products $chedufe,, has been registered with theFt'll'opean competent authority in the uK {MHRAT on i p,ptir 200g Ref. no, cA0130g as class I."

Bysubmitting tq9 inf*nnation to the MHRA,-the legal requirements far registration have been met.cllita ltd' complies with the requirements of the Meotcat'nevlce Directi";gt;;; rgc.'fr[ru;';;2aav&7 and tire above produets can be GE marked 
"r"**iog 

ts the above directive.

Sr.rrglcal Instruments

Surgical lnstrunrent Accessories

Benny Arazy
GeneralManager
Medes Ltd. ff€
Date:07.1*.10
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