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ProduсtServiсe

Eс certificate
Full Quality Assurance System
Direсtive 9зl42lЕEc on Mediса! Deviсes (MDD)' Annex !l exсluding (4)
(Deviсes in Class lla' llb or !|l)

No. G1 14 06 т014з 003

Manufaсturer:

Faсility(ies):

Produсt
Cаtegory(ies):

Repoft No.:

Valid from:
Valld until:

Тhe Certlfiсation Body of TUV SUD Produсt Serviсe GmbH deсlares that the aforementioned
manufaсtureг hаs implemented a quality assuranсe system for design, manufaсture and fjnal
inspeсtion of the гespeсtive deviсes / deviсe саtegories in aссordanсe with MDD Annex l!. Тhis
quality assuranсe system сonforms to the requirements of this Direсtive and is subjeсt to
periodical suгveiJlanсe. For maгketing of class lIl deviсes an additional Annex Il (4) сeгtifiсаte is
mandatory. See also notes overleaf.

SAN-O-SUB ltalia S.r.l.
Vie L. da Vinсi' 168

20090 Trezzano sul Naviglio (Ml)
lтALY

SAN-O-SUB ltalia S.r.l.
Via L. da Mnсi, 168' 20090Trezzaпo sul Naviglio (M|)' IтALY

Pressure regulator,
pressure regutators with integrated
сylinder valves'
flowmeters, h u mid ifier
for mediсal gases

|тFе4т920

2014-09-16
2019-09-15

Dаte' 2014.09-11

тUv sUo Pгoduсt Serviсe GmbH is Notified Body with identifiсation no. 0123
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т0V SUD Pгoduсt Serviоe GmbH , ZertiIizierste||e . RidlerstraBe 65 . 80339 M0ncheп . Germany

Hаns.Heiner Junkeг

тUv@



сERTlFlGATo
Nr. 50 100 9045/A - Rev.003

Si attestа che / Ihis Ь to сertifу that

lL sISTЕMA QUALIтA Dl
тHE QUALIтY SYSтЕM oF

sAN.o.SUB lтALlA S.r.l.

SEDЕ LEGALЕ Е OPERATIVA:
RЕG/SIЕRED oFFlCE AND OPERAтI1NАL S/ТЕ;

vlA L. DA vlNсI 168
l .20090 тRЕzANo sUL NAvlGLIo (Ml)

Ё сoшгoкмЕ A| RЕQUlslт| DELLА NoRMA
HАs 8ЕЕN FoUND тo CoMPLY WlтH тHЕ RЕQUIRЕMЕNIS oF

UNI EN ISO 9001:2015
. Quвsтo сERT|F|сдтo Ё vAL|Do PER lL sЕGUЕNTE сAMPo D|APPLlсAz|oNЕ

Tнts cектtFlcAтЕ ls vALlD FoRтHЕ FoLLowtNG sсoPЕ

Progettazione' fabbriсazione e commerсializzaz.one di prodotti per la
regolazione di gas in alta pressione per il settore industriale,

subaсqueo e per il settore sanitario. Assemblaggio e
сommercia|izzazione di bombole per gas ad alta pressione

(lAF 19, 17, 181

Design, production and trade of high pressure gas regulator for
industrial, diving and health care seсfor. Аssemb Iу and trade ot

cуIinders for high pressure gas (AF 19, 17, 18)

Per I'organismo di Ceгtifiсazione
For the Certification Bodу

тUv ltaliа s.r.l.

Validltё lValiditу

Dal/ From:

Al / To:

2018-11-20

2021-11-17
SGQ N'0494

Menlbгo deg|iAссordi di Мшuo Riоnosсimento
EА. |AF e |Lдc
signаtory of ЕA. IАF аnd ||.Ас M0lua|

Reсogпition AgrФments

Andrea cosсia
Direttore Divisione Business Assuranсe

P пl мд C в птlгlсдzloш в / Flлs r C Е Rтl Fl c Aтl o н : 2009.1 1 -17

DдтдotsсADЕNzADELPRЕсЕDENтEсERтlFlcдтolSo900l:2008:2018.09.14,,-'..'
Ехptндтtoм DAтЕ oF тнЕ PRЕvloUs сЕRтtFlсAтЕ lSo 9001:2008: 2018.09.14

r tl
"lд vдllolтA DЕL PRЕsЕNтЕ сЕRтlF|сAтo Ё sUвoRD|NAтA А soRvЕGL|ANzА PЕR|oDlсA А 12 мЕsl в дt. пtеsдмЁ coмdвfo DFL s|stЕMA ф.. '

"тHЕvALlDlw oF IнЕPRЕSЕNтcERтlFlcAтE DЕPЕNDS oN тHЕANNUАL suRyЕltl.АNсЕ ЕvЕRY 12MoNгнsА,'JooN тHЕ
co^tPANY's |I'ANАGЕмЕNг sysтЕM AFтЕR тнRЕЕ.YЕARS.

.r.: 
r. -

Т0V ltalia S.r.l. . Grupрo тrjv sUo . Via Carduссi 125, Pa|.23.20099 Sesto Sаn Giovаnпi (Mll . ltаliа . www.tuv.it тсIV@

/г2L^*9-чъSa-_Dataemissione/PrintingDate.
2018-11-20

оUDvпuIl!^|^^ovпYЕgL.^|lд |ztиЕorЕ^Lп|Ео^|Y|Еvvlv|гLЕlvUl.LJ|olL'Y'^9li 
-. ..

Gts'sт|oNЕ AZ|ENDALE сoN pевtootсtтA тruENNALЕ. !.
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GERTIFIcAтo
Nr. 50 100 9045/B - Rev.003

Si attesta che / ТhЬ ,s to cedifу that

tL slsTЕt\лA QUALrA Dl
тHE QUAL|тY SYSтЕM oF

sAN.o.SUв lтALlA S.r.I.

sЕDE LEGALЕ Е OPERATIVA:
RЕG/SТЕRЕD oFFlCE AND oPЕRAтloNдL s/гЕj

vlA L. DA vlNсl .t 68
l .20090 тRЕzANo sUL NAvlGLlo (Ml)

Ё сoшгoкмЕ A| RЕQU|slтl DELI.А NoRMA
HAs BЕЕN FoUND тo CoMPLY wlтH тHЕ RЕQUIREMЕNтS oF

UNI сEl EN lso 13485|2016
Stsтвмl QuдltтA - Dlsposlтlvt Mвolсдtl
Quддlry SysrЕмs - M гo tcдt D гv tc сs

Quвsтo сERт|F|сAтo Ё vдt-loo PER IL sЕGUENтЕ сAMPo DlAPPLlсAzloNE
Tнts cсптtгtcAтE ls vALlD FoRтHE FoLLoWlNG sсoPЕ

Progettazione e sviluppo, fabbriсazione e immissione in сommerсio di
dispositivi mediсi attivi per la regolazione di gas in alta pressione.

Gommercia|izzazione di aссessori per ossigenoterapia di altri
fabbricanti

Design and development, manufacturing and placing on the market of
active medical devices for regulation of high pressure gases. Trade of

aссesso ries for oxуgen therapу bу third part manufacturer

Per |loгganismo di Certifiсazione
For the Ceftification Bodу

тUv ltatla s.r.l. Dal/ From:

Al / To:

Valid.tё lValirtitу

2018-11-20

2021-11-17SGQ N" O49A

мembro degIi Aссordi di i,u|uo Riсonosоimento
ЕA. |AF e |LAо
signаtory of EA. lAF and |LAс мUtuа|

Reсogпition A9reameпts

;n1,s;,-i;-;.0

/rowa-Уt.sЯa-_Dataemissione/PrintingDate
Andrea cosсia

Direttore Divisione Busiпess Assurаnсe

Pкмд Cвптlгlcдzloшв / Fnsт CеnпгtcAтloN: 2009.11.17
DAтA D| scADЕNzA DЕLL'uLтtMo с|сLo D| сЕRт|F|сAz|oшв / вxplпдт|oN DAтЕ oF тHE LAsт сЕRтIFIсAт|oN сYсLЕ

2018-11-1т

T0v lta|iа S.r.l. . Gruppo т0v sUu. Via Carduссi 125. Pa|.23. 20099 Sesto Sаn Giovanпl (M|l.,|tаliа 9 www.tuv.it тUv@
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