
Anexa nr. 1

La Procedurile administrative pentru notificarea
dispozitivelor medicale care delin marcajut CE

Cdtre Agenlia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale
nr.

SolicitantulTetis International Co SRL, cu sediul str. Calea Orheiului 103/3. Chisinau,

tel./fax: (022\ 44 50 65, e-mailfarma@tetis.md,
(adresa)

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmdtoarelor categorii gi tipuri
de dispozitive medicale pentru introducerea gi punerea la dispozi{ie pe piatd a:

. Dispozitive medicale conform listei:

Se anexeazd urmdtoarele acte:
a) declara{ia de conformitate CE emisd de producdtor pentru dispozitivul medicalfabricat;
b) certificatul de conformitate cE valabil pentru dispozitivele fabricate,
c) actul prin care producdtorul igi desemneazd reprezentantul.

oata 7.09. 27
Tabelul de receplionare a notificirii

(se completeazd de cdtre Agenlie in momentul depunerii

Nr. Modelul Denumire
1 PRK-8000 Autorefracto ke ratom etru

z
SIGMA F.O. LED ophthalmoscope
2.5V with rechargeable handle and
battery-pouch-black

31582 Oftalmoscoo direc

2
CHARGING STATION for Sigma oto-
ophthalmo 31 586 Incarcator oftalmoscoo

4 HEINE OMEGA 600 LED c-008.33.610 /
31 755

Oftalmoscop
indirect binocular

A KS-H1N 30879 Lampd frontald

Comentarii cu privire la acceptul/refuzul
recepliondrii notificdrii, inclusiv motivul
refuzului
Data/nr. de ordine atribuit notificdrii de
cdtre Agen(ie (in cazul acceptdrii
recep(iondrii)
Numele, prenumele, func{ia persoanei
responsabile de receptionarea dosarului
Semndtura persoanei responsabile



Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care delin marcajul CE

C5tre Agenlia Medicamentului si Dispozitive Medicale

Solicitant: Tetis lnternational Co SRL, cu sediulstr. Calea Orheiului 103/3. Chisrnau.

declar pe proprie rSspundere, cunosc6nd prevederile art. gszI, Codul penal al
Republicii Moldova cu privire la falsul in declara!ii, cE documentele si datele furnizate
pentru notificarea dispozitivului medical:

. Dispozitive medicale conform listei:

Sunt autentice 9i corespund realititii.

/-a?.27
Data

Nr. Modelul Nr de cataloe Denumire
I PRK-8000 Autorefracto keratom etru

z
SIGMA F.O. LED ophthalmoscope
2.5V with rechargeable handle and
battery- pouch - black

31582 Oftalmoscop direc

CHARGING STATION for Sigma oto-
ophthalmo 31 586 I ncarcator oftalmoscop

4 HEINE OMEGA 600 LED c-008.33.610 /
31 755

Oftalmoscop
indirect binocular

KS-H1N 30879 Lampd frontald



EG Deciaraticrr sf Gonfc: rnity FCI?8tr

The Hf Dirertivex c*ver*d hy thl* Declaration

s3/42/EHc {tUDDl {:OUNc?L DtRHOT|VH F3142/EHC of 14
amended bV 200TtATtE*

June '1993 coneernlng medisai d*vices,

Manufactuner:

EC Authorizpd
Representeti\re:

POTEG *c., Ltd.
40-4, Techno 2'ro, Yuseang-gl:, D*ejeon, 34015, Korea
{ Tf;L: +8?-4:-632-3536 / FAX: *82- 42-632-AS37 / e-maii:webmaster@potee.biu )

ftiledical Device $afety Serviee Grnbi'4
Sehiffgr*ben 41, 3CI175 Hannover, Sermany

?l:e Praduei(s) eovered by t*ris 0*nlarati*n
Produel deseription:

Type designation(si:
Auts Ref-Keratompters

PRK-5000, FRK-6000, pRK-7nCI0, pRK-8000

MDU (Sgl4z/EEG) Slassifieation: elssa I with n'lea$uring function {Rule 12 oiAnnex lX}
Conformity Assescment Route. Annex 11 wla.A. g3/4gltrE0

Slart of CE tu4arking: ?1.04.2005 {PKK-SCI00); 1S.0S.2009 {pRK,6000);
17 3 4.2013 { 

pRK-7000); 39. 1 ?.20 1 6 {PF. K-8000)

The ts**!* *n which C*nforumity $e being declared

The produet identified above complie* with the essential requirements of the above EC illrnctive* by
meeting the following standards:
- All applied harmoniz*d standards wer* adopted under the f;C Direetive s3/42lilEe anci pr.rblished in the

Offieiat Journal of the f,uropean enmnunities

This Deelaration cf Conformity is bared on the He Dire*tive S3l42lEge , Annex lt w/o,4 and orted by
the TUV NORD CERT GmbFl i0044) eertificate, with referenee to articla* 1 and 3 of the dire
93l42tEFC

trlotified B*dyl

ldentificatipn Nr:.:

fie eertificate N{i.:

We, Potee Ca., Ltd., hereby declare under our sole r*spcnsibility that the above-mentioned produ*ts
comply with the essential requirements and praviai*ns of C*unni{ Direetive €3/42lEHC.

V*lid sf this Declarati*n:

Daejeon. 31,0S.:CI20

13.12.2810 - 2S,05,t024.

Flace, CIate of lssue: An-$oo K*, Fndsid*nt

TUV h,CRn CERT SrnbH
l-angennarekstral3e 20, 45J41 Hssen, Germany

0CI44

44 232 117847

larErr c!



EG-ZertHffrkat / EG-Ce afe

gelY?" 93{42t GArlhang ll onne {q ! a*c, I ZIEEQ Annex lf wi#tout{a)

Hiermit rvird bescheinigt, dass dl€ Flrtne / Itils cpfirfes, lha{ fire eanpanty

FGTEC Go., Ltd.
4S-4, Teeh{ze 2+e, Yuseong-gr.l
Daejeon 34S4S
Korea

fiir die Pri;drrkl* / Ci* i(alegarii;: Lisle der PtOilul<,fe l)she Anlzge 1

Iar !l')a pioLlLt|;it i ctotiucl col+;*ty: li;l riipruefu,r:i.r: Br,: arlrtr:z I

ALr9o rfi at i ceire ffi *f -${ *r atcr**?*y
A u t * {4 e{- Ne ra {* rn *t* r s

*intJualilijt:gic|,t*rLtn!*l;^Vslen.ifilrd]$AtJ6legL|n!'di6F9rlis!nsunrlt}iefinclkrlrrtrntlederg:t;ni]tlr1i:*i
desAithartql1{o|rlieAbxlhni|i1ilfh:|RiCf{llii;e9lj'l2/FVtJGatlrlvelldei'Zrrsitz|iclrzurCE^|{enn.zeiolttlurr1ni*sljie
r'f-"iBl.,,nanniel|ecn.Juhri.j.]htw*r*en.|}ir;l:iiltisk*itcies*sZc.r1ifika|slreruht::uidrrrr\lfrech|'rhaltUl?lJ
sir:hr:lrrrrgss)',si!fUlrsre]ns1in-'rl1U{gf1i|d€|-lAnilrderung*nrJerRichtlirti+Lrn,J;eingrUhel,w:r:|ruDcl.Jrirchirl
3lelle gern. l\nft\rte\ ll Ah:ichtiill 5, D:rs 2]tl4iiikai isl unt(:f k€rn+n t-lrnstinrJ*n i!t.:trrlr.agbnr.

/l.i5ssfi//5]]e.]lqtlali|.y'ri.?bD.ir0.s/€sl,gn,f}'||)(i|tl:|ionanrliit.ltiit:s|itgan:r
a{thadir*|il;e93/42./EEC'Ar1c!j(ir;na!tatht.lf'}[:.ttn'kjt1g!1renftif||}a"!iannunlber<>flhe!\Jatitt}|tEoayil:.ls
|.2iidt!yof|hj!;|:eiifiEa|0j'9l^},i$edD/'il}srfairjlen8ncecftJlt+qi]6li|ysysta|ninaccordilr$4l'titizthr:|eqLji|4l]')-of}i8
and ils stttv.cilltstice b'\/ lhe Nni)fitri Btt':ly nctordi)g y'\nnex {l seclwn E. The certiilcat* fiiay nol ttt; lransf,trrrx! untler any
etlci/rrmleirf f_ra

Reg.-lit, I l18q -Nr 44 232 1178i+7

Seiichi irlr , fleptsr! A/;.: 3529 30!.ri)

fl.-y&-
Zartif lzieru ngsslnlh flir M*dixinp r*.duklv
Certlfiratian badv for *edieal davicas

G iil iig heit i \"?lldl'y
vrn 1 fidrn ?illS-.l2-13
bis I rnflJ 2JL4-A5-2A

Edilitu 3;

Essen.2A1*-12^13
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,4rrlage
Arnex

Elatt { v*n 1

page 'f af t

Reg,.[.Ir. / Reg. ffo. 44 Zg2" 117&4V

Produkte der Klae*e hn
Fr"oduefs of n/sss /m

Ref' Kerato ryT ete rr autsm a*iselre
Aatp" rafernefei'

TYp
-f ype

pRK,5*SE
FRK-*SCICI
FRK-7S$fi
FRKI $S

ul'"i1,)t'ig

13-3i3 + '!2-S{''

Arrr:,.:er'I"iutig:I'UtProrj+ktedar|t|at;."+llrrrllN;1*rlfr"rrr|<tict}hls(lll|'i|l(1sir:l'ttJl:sZetljfiz'inrutlusy
H*ltat*llunqssclI ilfo in Zu:;-in'if vrrlvs,g rnl rJ'-ir l("r:r;iorrnitrjt dcf prilduk'!i; trrii r..]cn m4ss1erilt1i!c:i'Jn
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i:. -r EU DECLARATION OF CONFORMITY
According to Art. '19 of Regulation (EU)20171745 on Medical Devices

Manufacturer:

r/'

Trademark:

European Representative :

SRN

Trade name:

Product name:

Product code / Catalogue number:

Basic UDI

Classification acc. to MDR Ax. Vlll:

Applied Standard & Common
Specification:

Conformity assessment procedure:

Shantou Easywell Electronic Technologies Co.,Ltd

NO.1 West side of 6th Ftoor H5 Industrial Buitding, No. 16
Lianjiang Road,Longhu district,shantou,China(51 5041 )

Easywell

Kingsmead Service B.V.
Zonnehof 36, 2632 BE, Nootdorp, Netherland

NL-AR-000002066

Medical lights

Medical lights

KS Series, MST Series, SL Series, LED Series

697447 15300014 / 697447153001L6t
6974471530041C

Class l, rule 13

EN 15014971:2012 EN104i:2008, EN60601-
1:2006+41:2013, EN60601-1-2:2015, EN6O601-2-
41:2009

Annex ll + Annex lll of MDR



frIJ SECLARATSQ!$ OF GONFORfVIITY

t+E[t{F O chmik GmhH & Co. KG
Ourn$erstr" 6, 8?205 Gi{ching, Serrnany

www.heine.cam

$ingle Registration Number: nE-Mf-000006269

IN D *RE#T 6P}.{TF{AA.MSSCOPE$

We hereby declare, under sole responsibility, thai the deviees oovered by the present EU rleclaration of
corrformity are in accordance wlth the MDR 2A1Vff48.

The indirect ophthalmoscopes conslst of following combinations of

C€
References to any eommon specifications: N/A
This declaration of confsrmity is vatid until a r*vised <leclaraiion of conformity [s issued.

Gilching, 2Q January 2A?2
(Place and date oJ lssue)

Froduct nar:re Basie U*l-Dl GM}M usi01,s
OMEGA 6O0

4A8e75& lO 0'i 5Z 4675{ 12-818

OMEGA 600 wired

OME€A 5OO LED

OMEGA 5OO

sIGMA 250

S'GMA 250M2
lndirect Opl:thalrnoscope M0&OCULAR

4053755 HHIO 01 Q9
46VeB

12-818lndirect Ophthal moscope BINOCUI-AR 46790

and

4053755 pp 01 S7

4053755 gH 01 YN

mPack UNPLUGGEn

BETA battery handle

BETA SLIM batterv handle

Large battery handle

BETA 4 USB recharceable handle

405375$*Rt-r_0r_7S

BETA 4 NT reehargeable handle

BFTA 4 SLIM NT recharceable handie

BETA NT rechargeablo handle
BETA L recharceabie handle
BETA SLIM NT rechargaable handle

EN 200 walltransformer
4053755_WT*01_DE

EN 200-1 wall transformer

The indirect ophthalmoscope$ are class I according to the risk c{assification of Annex Vlll.

(r
Fage $ of 1



GIMA S.p.A.

Via Marconi, 1

20060 Gessate (Mt) -ttaly
www.gimaitaly.com

ITALIAN DIVISION

simq @ fi i!:nli ild lv, {iqm
EXPORT DIVISION

export@gima italy.com

DECTARATION OF CONFORMITY

we, undersigned GIMA s.p.A., with operctionol heodquorters in Gessote (Ml), vio
Morconi l, ond registered office in Milono, vio Tommoso Grossi 2, octing os
monufocturer of the medicol device:

GIMA Single Registrotion Number (SRN):

Risk closs | (Not sterile), occording to the Rule t3 Annex Vlll of Regulction (EU)
2017 /745 (MDR), declores, under its own responsibility, thot this medicol device:

comply with essentiol requirements ond dispositions of Regulotion (EU)
2017 /745 (MDR), os from the Technicol File filed ot the componv;
common Specificotions hove not been used for the complicnce of the obove
medicoldevice;
comply with directive 2Olt/65/EU (ond subsequent omendmenis ond
integrotions) on the restriction of the use of certoin hazordous subsionces in
electricol ond electronic equipment.

Gessote, 5/28/2021

GIMA S.p.A.
The legol Representotive

(Nicolo Monzoni)

q:

capital €364.000,00V.A.T.(lVA) RegistrationNo. 1T00734640154-Registeredinttaly: R.E.A. Mi477226
Reg. lmp. Tribunale di Milano 00734640154 - Registered office: Via Tommaso Grossi, 2 - 20121 Milano

MedicolDevice
( Trode Nome ond descriplion) Code Bosic UDI-Dlcode

SIGMA F.O. LED OPHTHALMOSCOpE 2.5V with
rechorgeoble hondle ond bottery - pouch - block 31582

802327 9 Zt 21 20 | | 40000000a9



GIMA 5.p.A.

Via Marconi, 1

20060 Gessate (Ml) -ltaly
www.gimaitalv,com

r''

L

g

I'J Y aft ITALIAN DIVISION

srma@simei!.p.lv.!qm
EXPORT DIVISION

export@gima ita lV.com

DECTARATION OF CONFORMITY

we, undersigned GIMA s.p.A., with operotionol heodquorters in Gessote (Ml), vio
Morconi l, ond registered office in Milono, Vio Tommoso Grossi 2, octing os
monufociurer of the medicol device:

GIMA Single Registroiion Number (SRN):

Risk closs | (Not sterile), occording to the Rule l3 Annex vlll of Regulotion (EU)
2017 /745 (MDR), declores, under its own responsibility, thot this medicol device:

. comply with esseniiol requirements ond disposiiions of Regulotion (EU)
2017/745 (MDR), os from the Technicol File filed oi the compony;

' common Specificotions hove not been used for ihe complionce of the obove
medicoldevice;

. comply wiih directive 20l j /65/EU (ond subsequent omendments ond
iniegrotions) on the restriction of the use of certoin hozordous substonces in
electricol ond elecironic equipmeni.

Gessote, 5/28/2021

GIMA S.p.A.
The legol Representotive

(Nicolo Monzoni)

*F"t*3

capital € 354'000,00 V A.T. (lVA) Registration No. lT 00734640154 - Registered in ltaly: R.E.A. Mi 477226
Reg. lmp. Tribuna le di M ilano 00734640154 - Registered Office: Via Tommaso Grossi, 2 - 2OI2], Milano

MedicolDevice
( Trode Nome ond descriplion) Code Bosic UDI-Dl code

CHARGING STATION for Sigmc oto-ophtholmo 31586 802327 9 Z | 2021 08007 00000 u J
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Fdrdernrles tulitglied der
Deutschen Hochdruckiiga

Frjrde rndes Mitglied der
Deutschen Diabetes Stiftung

This declaration of conformity is issued under the sole responsibility of the manufacturer.
The designated product confc rms to the provisions of the ioilowing'e uropean Directives,
Commission Regulations and harmonised standards:

BY80*CLDoC

Beurer Gmbl"l

Soffinger Strasse 21g, ggOTT Ulrn, Gernany

Baby Scale

BYBO

Electromag netic Compatibitity (EMC)

EN 55014-1: 2006 + 41:2009 + A2:2011
EN 55014-2: 1997 + 41:2001 + AZ: 2008

Restriction of the use of certain hazardous substances (RoHS)

2014

Werner Meternek

Director Research & Development

Ulm, 23.06,2016
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HC - Decfaratioat of Sonfornnity

Document no.:

Manufacturer:

Address:

Product:

Type:

2Q14t30lEU

2011 t65 | EU

Affixing of the
CE - mark:

lssuer:

Position:

Place, date:

Legally binding
signature:

Banksn: cunme{barrk uim Bicic03ADEFF630 IBAN: DEr 1 6t04 uom 0sa0 r u 3 oil , Faden-u Bsnr urnt stc, siiLADf$1iril;il, ht# dilti[i'ririHli',?sparka59etJhB|c:tj0LAD€slULtv1iBAN:DE,57si}050n00000650463D,V0lk9baI|kt]hrBlL)s|aNhB|0:|.Jl"i,iVD|..$sX]fl!]AJr|:03D3Dg01mD00
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