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EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60117020 0001
Report No.: 26300232 005

Manufacturer: ZARYS International Group
Spoika z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Products: {see attachments for products and sites included)

Replaces EC Certificate, Registration No.: DD 60100191 0001

Expiry Date: 2019-06-08

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products, The above named manufacturer has established an - applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex !l is required.

Effective Date: 2017-03-07

Date: 2017-03-07

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Bptly according to Directive 93/42/EEC
concerning medical devices with, ficatjon number 0197.
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TUVRheinland

TUV Rheinland sy R
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

| Attachment to ?
{ | Certificate
Registration No.: DD 60117020 0001 |
Report No.: 26300232 006

| Manufacturer: ZARYS International Group

Spolka z ograniczona

odpowiedzialnoscia ?
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

Products included:

|
|
% - Sterile and non-sterile cutting gauze
J - Non-sterile dressing gauze
- Sterile and non-sterile gauze swabs
| (with or without X-ray thread)
f - Sterile and non-sterile gauze lap sponges
! (with X-ray thread/ with X-ray chip)
- Sterile and non-sterile gauze balls
(with or without X-ray thread)
- Sterile and non-sterile gauze rolls
{with or without X-ray thread)
- Sterile and non-sterile non-woven swabs
{(with or without X-ray thread)
o - Sterile paraffin gauze dressings
¢ - Sterile three-way stopcocks
- Sterile transfusion sets for single use
- Bterile infusion sets for single use
- Sterile extension tubes for infusion pump

- Notified Body

Sk 4

Maciej Scierat

Date: 2018-01.25
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TUVRheinland

TUV Rheinland o
LGA Products GmbH
TillystraBBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: DD 60117020 0001 ;
Report No.: 26300232 006 !
Manufacturer: ZARYS International Group |

Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Poland

Products included:

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

- Sterile breathing circuits

- Sterile catheter mounts

- Non-sterile anaesthetic masks
- Sterile laryngeal masks

- Sterile oxygen masks

- Sterile Multi-Vent masks

- Sterile non-rebreath masks

- Sterile nebulizer masks

- Sterile nasal oxygen cannulas
- Sterile nebulizer sets

'~ Sterile oxygen tubing ?

- Sterile suction catheters
- Sterile abdominal drains
- Sterile feeding tubes

- Sterile stomach and ducdental tubes
- Sterile urclogy catheters

- Sterile surgical suction sets

- Sterile surgical suction cannulas

- Sterile syringes for single ugesin,y,

: s
aciej Scier? \K ¢/
R
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TUVRheinland

TUV Rheinland Doc. 3/6, Rev. 2
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

- Attachment to
- Certificate
Registration No.: DD 60117020 0001
Report No.: 26300232 006
- Manufacturer: ZARYS International Group

Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Poland

Products included:

- Bterile
- Sterile
Sterile
Sterile
Sterile
Sterile
Sterile
Sterile

1 (] i 1 L

insulin syringes
tuberculin syringes
hypodermic needles
insulin pen needles
blood lancets

IV cannulas

needle free valves
surgical gloves

-
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TUVRheinland

TUV Rheinland Pt e
LGA Products GmbH
TillystraBBe 2, 90431 Niirnberg
|
Attachment to 2
Certificate §
Registration No.: DD 60117020 0001 |
Report No.: 26300232 006
Manufacturer: ZARYS International Group

Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18 ;
41-808 Zabrze
Poland

Producte included:

For the following medical devices the scope covers
only the aspects of manufacture concerned with
securing and maintaining sterile conditions:

- Adhesive cannulla fixation dressings
- Adhesive wound dressings

- Eye pads

- Incise films

- Transparent film dressings
- Foam dressings

- Absorbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

~ Fluid collection pouches

- Nelaton catheters

Notified Body

/

Date: 2018-01-25

o 6(6{0% ;l%o\

.- ,--Z'Maciej Sciera
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TUVRheinland

TUV Rheinland S O el
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 006
Manufacturer: ZARYS International Group

Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Products included:

For the following medical devices the scope covers only
the aspects of manufacture concerned with securing and
maintaining sterile conditions;

- Vaginal speculums

- Cexrvical brushes

- Urine bags

- Tongue depressors

- Guedel airways

- Intubation stylets

- Endotracheal tube holders
- Suction tubes

- Withdrawal cannulas

- Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Date: 2018-01-25

|
]




Attachment to
Certificate

Registration No.;

Report No.:

Manufacturer:

Sites included:

TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

DD 60117020 0001
26300232 006

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice
Poland

Activity: Production

Date: 2018-01-25

"
TUVRheinland

6/6, Rev. 2
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EMEATECT | ®opma NC-1

CAHKT -DETEPEYPT

3A0 "Mearect”, 191002, C.-fleTepbypr, yn. Pasvesxan, 4.5, 1./d: (812) §72-2395, 710_~§171, 710-8149, 710-8170,

NMACIMOPT COOTBETCTBUA
UHAavkaTop xumuyeckui
ANA KOHTRONS BO3AYLUHONW cTepunuaauuu MKBC-"MegTtect"'-180/60
NKBC-180 (+3)°C — 60 MuH. (+5) MuUH.

(Mapka, napameTpel, pexumsl)

HPVIM.932719.008 MC

Knacc ucnonkenus no FOCT I1SO 11140-1-2011 — 4 (MHoronepeMeHHble)

Homep roc. peructpauun Ne ®CP 2010/06854 oT 26.02.2010r. Cepus Ne | 1561017
TY 9398-001-53262326-2009 Hata usrorosnenuns |10 2017
:;i Moxkasarenu Tpe6osanus TY PesynbTaTsl aHanuza
i s : 3 ]
CooTBeTCTBME cOCTaBa
1 komnniexry HTJ| 1.3.1. COOTBETCTBYET

5 CooTBeTcTaMe MapKUPOBKHM,

ynakoBKu 14,15 COOTBETCTBYeT

1295123, 124495 1.2.6,
1.2.7.,1.2.10., 1.211.,.1.2.12.,1:2.13;, cooTBeTCTBYeT
1.2.14,

3 : CootBetcTBHE BHellHero aupga
WHAUKaTOpOB

YcToWumMBOCTL Kk BO3geiCTEMHIO

4 | cTepunusylouux thakTopoB B 1.2.17. COOTBETCTBYET
YCNOBUAX OTCYTCTBUA Napa

CooTeetcraue
IKCNNYATAUMOHHBIX KaYecTs
5 5 » - .
WHAKKATOPOB B pernaMeHTHBIX 1.2.18, 1.2.19, 1221, cooTrBeTcTBRYSOT
3HayeHunsx
6 Cpok rogHocTu 1.2.25.
ok 36 MecsLes ¢ AaTbl UIroToBREHUS CoDBEnordyerT

Wenbitanua, nosepku NpoBefeHbl B oGbemMe NpeAbABATENbCKNX MCnbITaHWUi

3aknioueHue:

lIpodykyus coomeemcmeyem HopmamueHbIm mpeGoeaHusam, TY 9398-001-53262326-2009, FOCT

1SO 11140-1-201 1, 20dma k ucnonss O08aHUIO 8 coomeamemeut ¢ HasHa4veHueM U o6nacmbio
npuMeHenus.

HavyanbHuk XTY

Komnnekrauwio B COOTEETCTBUU
C 3aKas - Hapsaom npoeepun
HavanbHuk ynakosouHaro y4acTka

. Otnyck paspeluun
N Havanbhuk NpousBoacTBa




¢dopma MC-1

SIMEQTECT

CANKTY-NETEPSY?T

3A0 "MeaTtect", 191002, C.-Nevepbypr, yn. Pasnesxan, A. 5, T./d: (812) 572-2395, 710-8171, 710-8149, 710-8170,

NMACNOPT COOTBETCTBUA
UHpukaTop xmmMu4ecknuin
ANsi KOHTpons naposoi crepunusauun UKINC-"Mearect"-132/20

MKNC-132 (£2)°C — 20 MuH. (+2) MUH.

(napameTpL pexuma)

HPWM.832719.007NC

Knacc ucnonnexus no MOCT ISO 11140-1-2011 — 4 (MHoronepemMerHble) —
Howmep roc. peructpauuu Ne $CP 2010/06854 ot 26.02.2010r. Cepua Ne
TY 9398-001-53262326-2009 OaTta nsrotoBnexnus Ll
r:f:l Mokasartenu TpeboBaHusa TY PesynbTaTbl aHanusa
i ' 7 2 3 ; 3
CoorBeTcTBME COCTAaBa
1 xomnnexry HTA 1.3.1. COOTBOTCTBYET
2 Mapkuposka 1.4, COOTBeTCTBYeT
" CooTBeTCTBUE BHELWIHero Buaa 121.,1.23.,124.-125.,127.,
3 OKpPAacCKu 3TasioHa : 1.2.13,,1.2.18., 1.2.21. SoqrBensnayen
YCTORYMBOCTL K BO3QEHCTBUIO
4 CTePUNM3YIoUMX AKTOPOB 1.2.17.,1.2.21. cooTBeTCTBYeT
CoorBetcTBHE
5 SKCNNYaTaUMOHHLIX KavecTs 1218
WHAWKATOPOB B PErNaMeHTHLIX Sl CoomBsHeRYIER
3HaveHKnsAX
6 1.2.25.
Croxk roaxocTy 36 MecsLeB ¢ BaTbl U3FOTOBREHMUS COOFESonENaN

MCanTaHMH, nNoBEpPKW NpoBeneHbl B oDbeme NPpeldb»ABUTEeNbCKUX UCNbITAHUN

3aknovenve;
npodyxkuus coomeemcmeyem HOpMamueHsIM mpe6oeanuam, 200Ha K ucnonbsaeanuso 8

coomeemcmeuu ¢ HasHavYeHUeM U 061acmeio npumMeHeHusn,

HavanbHuk XTY

KomnnextaLmio B COOTBETCTBUM
¢ C 3aKa3 - HapAAoM riposepun
N Havanbhuk ynakosouHoro yyacTka

Otnyck paspewun
HauanbHuk nponssogerea




EMEHTECT ®opma NC-1

CAHKT-NETEPEYPT

3A0 "MegTect", 191002, C.-Merepbypr, yn. Paskesxasn, 4.5, v./d: (8B12) 572-2395, 710-8171, 710-8149, 710-8170,

MACMOPT COOTBETCTBUA

WNHavkaTop xummndeckuii oaHOPa3oBora NpUMeHeHNs ans KOHTPONA BO3AYLUHON
crepurmsauun MKBC-BH/01-"MegTtecT"-180/60

WUKBC-BH/01-180 (+3)°C — 60 MuH. (+3) MuH.

(Mapka, napameTpbl, pexumbl)

HPWM.832719.006 NC

Knacc ucnonterus no MOCT ISO 11140-1-2011 - 4 (MHOronepemMeHHbIg)

HoMep roc. pernctpaumu GCP 2008/03222 ot 03.09.2008 -, Cepua Ne | 060217
TY 9388-007-63262326-2008 data usrotoeneHus | 02 2017
:,f_l MokasaTenu ; Tpe6GoBanuns TY PesynbTaThi aHanusa
1 _ 3 3 ] 7
CoorBetcTame cocraBa
1 komnnekty HT[] 1.3.1. CooTBeTCTBYeET
2 CooTBeTCTBUE MapKMpPOBKHK 1.4, cooTBeTCTBYET

CooTBeTCTBME BHEWHero BUAa, ; ; ”
3 MHOMKATOPa, YNaKoBKH 121,123, 1274211, 1247 COOTBETCTBYeT

4 YCTOHYUBOCTb K BO3EHCTBYIO

cTepunusylowux ¢akTopos 1212, cooTBeTCTBYyeT
CooTeeTcTEMe
3KCNNyaTaUMOHHLIX KaYecTB
2 MHAUKATOPOB B PerfiaMeHTHbIX 1213.,1.2.14 cooTBeTCcTBYeET
3HaYeHuax
6 Cpok rogHocTH 1.2.18,
il 36 MecsiLeB ¢ AaTbl U3roToBREHUS CacsemempyED

WcnbiTanus, nosepku nposegens s o6beMe npesLABUTENLCKNX UCNbITAHME

3aknoverue:

npodykyus coomeemcmeyem HopmMamueHbim mpeboearusam, TY 9398-007-53262326-2008, FOCT 1SO 11140-1-
2011 200ha K ucnons3oeanuso g coomeememeuu ¢ HasHaveHuUeM U ob6nacmeio npumeneHus.

S HavanbHuk XTY

M.A. BopoTHuukas

Komnnekrayuio B COOTBETCTBUN
C 3akas - Hapsinom riposepun
HavarnbHuk YNAKOBCYHOrO yyacTka

Otnyck paapewumn
Havanbruk npou3snacTea




mMEnTECT dvopma NC-1

CAHKT-NEYEFEYPT

3A0 "MeaTtect", 191002, C.-Mevepbypr, yn. Pazveaxasn, 4.5, T.0d.: (812) 572-2395, 710-8171, 710-8148, 710-8170,

NACIMOPT COOTBETCTBUA
NHAWKaTOp XMMUYECKUi OAHOPa3IOBOro NPUMEHeHUs Arst KOHTpOns
napoBO# CTepunu3auvu WKINC-BH/01-"MepTect"-132/20

132 (£2)°C / 20 MUH. (+2) MUH.

(napameTphl pexuma)

HPWM.932719.005MC

Knacc ucrionxexns no FOCT ISO 11140-1-2011 — 4 (MHOronepeMeHHbIe)

Homep roc. peructpaumn Ne $CP 2010/09764 ot 30.12.2010r. Cepua Ne B
TY 9398-003-53262326-2006 [aTta u3rotToBnexHus 06 2017
Ne nl"n" fMokasatenu Homepa nyHkTOB TpeGoBanuin TY PesynbTaThl aHanm3a
CooTBeTCTBMUE COCTaBA : :
1 komnnekry HTA 121.,123.,13.1,152 COOTBETCTBYET
2 Mapkupoeka 1.4. COOTBETCTBYET
3 CooTrBeTCcTEBME raBapUTHLIX 1.24.,1.25, 1.2.6., 1...2.7.. 1.2.8.,1.2.9, COOTBOTCTBYET
pasMepoB, BHeWHEro BMAa 1.2.10.

YCTONUMBOCTHL K BO3ASHCTBUIO
4 cTepunusyrowmx hakTopos 8 1.2.17.

cCOoOTBETCTBYET
YCOBUAX OTCYTCTBUA Napa
CooTBeTCTBRUE
IKCMNYaTaAUNOHHBLIX Ka4eCTB
5 MHAUKATOPOB B PErNaMeHTHbIX 1.2.14.,1.2.15,,1.2.16 cooTBeTCTBY®T
3HaYeHUAX
1.2.21
6 CpoOK rogHocTH :
P A 36 mecsLes C A4aTbl U3rOTOBNEHKA EOGIEETEHEgaT

MenelTaHua, noBepKkn npoBedeHbl B o6bemMe NPeibABUTENbCKUX UCNbITaHWH

3akntoueHwne:

MpoAaykLumMa cOOTBETCTBYET HOPMATUBHLIM Tpe6ORAHKAM, rOgHA K UCTIONb30BAHUIO B COOTBETCTBUU C
Ha3Ha4YeHueM u obnacibio NPUMEHOHHUA.

/W
HavanbHuk XTY .

F ol M.A. BopoTHuukas

[

7
~

KomrneKkraumio 8 COOTBETCTBUN
C 3aKa3 - HapARAOM NpoBepUn
HauanbH1K ynakosouHoro yuacrka

WU.H. Hevaepa

OTnyck paspeuimn
HavaneHuk npoussoacTea




\ﬂMEnTECT . : ®cpma NC-1

ChHKT-I’lET‘PI!Ff

3A0 "MeaTect", 191002, C.—I_'leTepGypr, yn. Pasvesxas, A.95, TJH {512)__5?2-2__395! 710-81?1.:?10_-5149. 710-8170,

MNACMNOPT COOTBETCTBUA

UHAWKATOP XMMUYECKNI OQHOPa3nBoro NPUMEHEHNA ANst KOHTponA
napoBoni CTepnnu3aumnu WKNC-BH/01-"MearecT"-120/45

120 (+2)°C [ 45 MWH. (#3) MuH.

(napametpbi peksma)

HPWM.932719.005NC

Knacc vcnonreruns no FOCT 1SO 11 140-1-2011 -4 (MHoronepemeHHble}

031116
Homep roc. pernctpauun Ne ®CP 2010/09764 ot 30.12.2010r. Cepua Ne
TY 9398-003-53262326-2006 [lara n3roToBNEeHUA b1 2016
Mokazarenu Homepa nyHkToB TpeGoBauun TY PesynuTaTbl ananusa
________ s 5 — B T | i + ool
1 COQIBGTRERME-COCTANS ; 124,123, 184 1862 cooTeeTcrByeT
komnnexkty HTQ
2 MapkupoBKa 1.4, cooTBeTCTBYEeT
3 CoorBeTcTBUE rabapuThbix 1.24. 125,128, 1.2.7., 128, cOOTBETCTBYET
pasmepoB, BReWHero Buaa 1.2.9.,1.2.10. _
YCTOM4MBOCTD K BO3AENCTBNIO |
4 | crepunuayouux GakTopos s | 12347 COOTBETCTBYET
YCIOBUAX OTCYTCTBMA nNapa B
CoorBeTtcrBue '
5 B 1.2.14.,1.2.15,, 1.2.16 coorBeTCTBYET
MHOMKaTOPOS B PErTIAMEHTHLIX | |
SHBNBHMAX. . . e . A e T S e d i .
6 CpoK roqHOCTH il 2%0A cooTBeTCTBYEeT
36 MmecsilieB C 4aTtbl U3roToBNeHuns

NenbiTaHns, NOBEPKA NPOBeAeHbl B 06bEME NPEABLABUTENLCKUX NCNBITAHURA

3aknioyeHune:

I'Iponyxunﬂ COOTBEeTCTBYET HOPMATUBHbLIM TPQGOBEHMHM, roaHa K MCNoSIb30BAHNIO B COOTBETCTBUN C
HazHavyeHueMm M o0NacTbH NPUMEHEHRUS.

5

HavyanbHnk XTY M.A. BopoTHuukasn

Komnnekrauuio B COOTBETCTBUM
¢ 34Ka3 - HApSiA0M MpoBEPWUN
HauanbHn« ynakoBoYHOro yyacTka

OTnyck paspewnn
HavankHnk Npon3soacTBa




EMEATECT opma NC-1

CANKTY-NETEPEYPT

3A0 "Meavect”, 191002, C.-NeTvepbypr, yn. Paswveaxan, 4.5, 1./d: (812) 572-2395, 710-8171, 710-8149, 710-8170,

NACNOPT COOTBETCTBUA
MHAWKaTOp XUMMYECKU OAHOPA3OBOro NPUMEHEHUS
ANA KOHTPONS NPOLECCOB CTEpUNU3aLm

"Menrect"-134°C/5 MuH
HPWM.932821.005 NC

Knacc ucnonHexus no FOCT ISO 11140-1-2011 ~ 4 (mHoronepemeHHble)

Homep roc. peructpauun NedCP 2009/05786 ot 30.03.2009 Cepuia Ne | 151017
TY 9398-008-53262326-2009 OaTa nsrotosneHus | 10 2017
MNoxasartenu TpeboraHusa TY Pesynbratkl aHanusa
Ne n/n
s —— _ 5 ' . .

4 CooTBeTCTBUE BHEWHero BuAa 121.,1.23.,125,1.29,1211,, cooTEETCTBYeT
uHOUKaTOpa 1.2.16. _
CoorBeTcTBME COCTaBa

2 ynakoBku, komnnekty HTJ, 1.3, 148,147 COOTBETCTBYET
MapKUMPOBKMH _

CooTBeTcTBME UBETOBOW
3 FfaMMbl TEPMOUHAUKATOPHO| 1 1.2.20,, 1.2.24. COOTBeETCTBYeT

UBETOBOW MeTOK WHAWMKATOpa

CooTBeTCTBUE B yCNOBUAX
rapaHTUpPOBaHHOro
L.44. (o] BeTCT
4 | AOCTUXEHWUA KOHEeYHOro 1.2.24 copmgenc ayer
COCTOAHMA
ﬂpoaepka HEeCOOTBETCTBUA B

CrnoBUAX HeaoCT
5 xouequoro c:;iﬂ"ﬁi":” 1.2.25.,1.2.27. COOTBETCTBYeET

HackIWEeHHOM nape
Nposepka HecooTBeTCTEMS B

CNOBUAX HEeAOCTHXEHUA
6 y
KOHEYHOr0 COCTOAHUS B CYXOM 1.2.22.,1.2.26. cooTBeTCTBYET
ropsiveM Bo3ayxe
7 Cpok rogHocTu 1.2.32.
" 36 MecsiLies C AaTbl HIrOTOBNEHUR COOTESrETRY.ET

MCI‘IbITaHMH, NOBEepKWU nposeneHbl B obbeme nprneMo-coaToyYHbIX UCNbITaHWUA

3aisiloueHmne:

lMpodyxyus coomeemcmeyem HopMamueHbLIM mpeboearnusm, TY 9398-008-53262326-2009, rocr

1SO 11140-1-201 1, 200Ha k ucnons3osanulo e coomeememauu C HasHavyeHnueM U obnacmbio
npumMeHeHus.

HavansHuk XTY

Komnnekrayuio B COOTBETCTBUN
. € 3aKas - HapA[oM Nposepun
% HavanbHuk ynakosouHoro yJactka

Otnyek paspewwn
HavanbHuk NpousBoaCcTEa

b




GIMEATECT

CAHKY -METYTEPEVYPTI

3AQ "MepTect”, 191002, C.-MlevepOypr, yn. Pasveaxasn, 4.5, T./¢: (

®opma NC-1

12) 572-2395, 710-8177, 710-8149, 710-8170,

MACMOPT COOTBETCTBUS

WHavkaTtop xuMuuecknia
ANA KOHTPOIA BO3AylLHOW cTepunuaaumm MKBC-"MeaTect"-180/60

WKBC-180 (+3)°C — 60 MuH. (+5) MuH.

(MapKa, napameTpsl, pexumbl)

HPM.932713.008 NC

Knacc ncnonHewuns no rOCT ISO=1’114D-1-201'1‘-'%" 4 (MHoronepemMeHHble)

Homep roc. pervctpauun Ne ®CP 2010/06854 o1 26.02.2010r. Cepus Ne | 551114
TY 9398-001-53262326-2009 Oata narotoBneHna |11 2014
? :
| :/fl (s TpetoBaHua TY Pe3ynbyaThbl éHaJ_Jusa
i ; 2 3 i 4
: CooveeTcTBUE CcOcTaBa
1 koMnniexTy HT 1.3.1. COOTBeTCTBYeT
| CoorBetcTEME MapKMPOBKH, !
2 YNaKOBKH 4,15, COOTBETCTBYET
0 121,123,124 125,128.,
3 AQUTEATCTEMS SHBLIHENaIsWAR " ) 1210, 12.11.1212.,1.2.13,, cooTReTcTBYeT
HHAWKaTOpPOB i214.
YCTOAYMBOCTE Kk BO3AEWCTBUIO
4 CTepunn3yrownx bakropos B 1.2.17. COOTBETCTBYET
YCTIOBUAX OTCYTCTBUA Napa
CooTrBeTcTBMNE
IKCTNYAaTaUMOHHbIX KAaYecTB
5 MHAMKATOPOB B PErnaMeHTHLIX 1.2.18., 1.218.,1.2.21. COOTBEeTCTBYET
3HaueHuax
6 Cpok rogHoCTY 1225, COOTBETCTBYET

36 mMecsues ¢ [aTbl UIrOTOBNEHUS

WcnbiTaHnsa, noBepkn nposeaerbl B o6beMe NPeAbABUTENLCKUX UCMLITEHNNA
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Carestream

DECLARATION OF CONFORMITY

Carestream Health, Inc., hereby declares under its sole responsibility that the product(s) listed are made in
conformity with ANNEX I, Essential Requirements, and ANNEX VII, EC Declaration of Conformity, of the
European Economic Community Medical Device Directive [Directive 93/42/BEC] and the requirements of
Clause 6.6 of Schedule 3 of the Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating
to the stated devices.

Manufacturer’s Name and Address: Carestream Health, Inc.
150 Verona Street
Rochester, NY, USA 14608

Medical Device: Medical Imaging Photoprocessing Devices - Photochemicals

Product List: Chemistry used to develop or fix the image on medical and deﬁtal X-ray films:

KODAK GBX Developer and Replenisher

GBX Developer and Replenisher

KODAK GBX Fixer and Replenisher

GBX Fixer and Replenisher

KODAK GBX Twin Pack

GBX Twin Pack

KODAK Medical X-ray Fixer and Replenisher
X-OMAT MX Fixer and Replenisher

KODAK Medical X-ray Developer and Replenisher
X-OMAT MX Developer and Replenisher

KODAK READYMATIC Developer and Replenisher
READYMATIC Developer and Replenisher

KODAK READYMATIC Fixer and Replenisher
READYMATIC Fixer and Replenisher

KODAK Dental READYMATIC Developer and replenisher
KODAK Dental READYMATIC Fixer and replenisher
KODAK READYMATIC Dental Developer and Replenisher
KODAK READYMATIC Dental Fixer and Replenisher
KODAK READYMATIC Dental Chem Pack
READYMATIC Chem Pack

KODAK RP X-OMAT Developer and Replenisher

RP X-OMAT Developer and Replenisher

KODAK RP X-OMAT LO Fixer and Replenisher

RP X-OMAT LO Fixer and Replenisher

KODAK X-OMAT EX Developer and Replenisher
KODAK X-OMAT EX II Developer and Replenisher

Issuance Date May 28, 2013 Revision N (Photochemicals)
Carestream Health, Inc,
150 Verona Street, Rochester, NY, USA 14608
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X-OMAT EX I Developer and Replenisher

KODAK X-OMAT Developer Starter

X-OMAT Developer Starter

KODAK X-OMAT LE+ Developer and Replenisher

X-OMAT LE+ Developer and Replenisher

KODAK X-OMAT LE+ Fixer and Replenisher

X-OMAT LE+ Fixer and Replenisher

KODAK Dental X-ray Monobath

CARESTREAM DENTAL X-ray Monobath

KODAK Dental X-ray Developer

CARESTREAM DENTAL X-ray Developer

KODAK Dental X-ray Fixer

CARESTREAM DENTAL X-ray Fixer

KODAK Rapid Access Dental Twin Pack
Rapid Access Twin Pack

KODAK Rapid Access Dental Developer

Rapid Access Developar

KODAK Rapid Access Dental Fixer

Rapid Access Fixer

XCE Developer and Replenisher

XCF Fixer and Replenisher

XPE Developer

XPF Fixer

“End of List”

Device Classification: Class I, Rule | (Council Directive 93/42/EEC. ANNEX IX)
Class I, Schedule 2, Part 2 Rule 2.1 (Australian Therapeutic Goods
(Medical Devices) Regulations 2002)

GMDN Code and Term; 41009 Radiographic filin processing chemical, automated
41008 Radiographic filn processing chemical, manual

Scope of Application: All declared products

Each kind of medical device to which the Declaration of Conformity (not requiring assessment by the
Secretary) procedures have been applied complies with the applicable provisions of the essential principles
and the classification rules before being supplied.

European Authorized Representative;  Carestream Health France
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
FRANCE

Issuance Date May 28, 2013 Revision N (Photochemicals)
Carestream Health, Inc.

150 Verona Street, Rochester, NY, USA 14608
Page 2 of 3




Standards Applied:

ISO 9001: 2008 Quality management systems — Requirements

EN 1041: 2008 Information supplied by the manufacturer of medical devices

EN 980; 2008 Symbols for use in the labeling of medical devices

150 7000: 2004 * Graphical symbols for use on equipment -Index and synopsis

ENISO 14971:2012  Medical devices — Application of risk management to medical devices
EN 62366:2008 Medical devices - Application of usability engineering to medical devices

B € 0T

Robert C. Meagher

Director

International Regulatory Affairs
Carestream Health, Inc.

150 Verona Street

Rochester, New York 14608
Telephone 585-627-6528

Issuance Date May 28, 2013 Revision N (Photochemicals)
Carestream Health, Inc.
150 Verona Street, Rochester, NY, USA 14608
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bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

o B T L

By Royal Charter

This is to certify that: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

Holds Certificate No: FM 72498

and operates a Quality Management System which complies
following scope:

The design, manufacture, distribution, (integration, installation and servicing excluding film
products) of diagnostic image recording devices, photo chemicals, medical dental imaging
systems, information technology software for healthcare information systems and medical
imaging and detection. Manufacture, service, installation and distribution of Dry View Printers.
Storage, Handling, Packaging and Distribution of Pharmaceutical Produ .

S

rboumg

L

Carlos Pitanga, SVP, System Certification a:h:"_d'”"'Compiiance;

For and on behalf of BSI:

Original Registration Date: 12/20/2002  Effective Date: 10/19/2016 Expiry Date: 02/28/2019

CMDCAS Page: 1 of 2
Recognized
Registrar

request,
+at www.bsigroup.com/ClientDirectory

enticated gnline. #r

& above or the attached

Americas Meadquarters:
A Member of the B




Certificate No: FM 72498

Location Registered Activities

Carestream Health, Inc The design, manufacture distribution, (integration, installation
150 Verona Street and servicing excluding film products) of diagnostic image
Rochester recording devices, photo chemicals, medical dental imaging
New York systems, information technology software for healthcare
14608 information systems and medical imaging and detection.
USA Manufacture, service, installation and distribution of Dry View

Printers. Storage, Handling, Packaging and Distribution of
Pharmaceuticai Products.

Carestream Health Inc. Service, Storage, Handling, Packaging and Distribution of
1600 Lexington Ave. Suite #356 Finished Devices, Replacement Parts, software configuration,
Rochester software verification, and the Storage, Handling, Packaging
New York and Distribution of Pharmaceutical Products. ’

14606

USA ¢

Carestream Health, Inc. The manufacture of X-ray detectors,

Smart System Technology and

Commercialization Center (STC) ~ g
5450 Campus Drive o
Canandaigua

New York

14424 _ :

USA &2 8

Carestream Health, Inc The assembly, integration and distribution of image

1049 West Ridge Road management systems. The design and manufacture of
Rochester Cassettes, and intensifying and storage phosphor screens.
New York The design, [nanufacti.fré,‘"servicee, and installation of medical
14615 x-ray equipmgnt systems, medical imagg‘ing systems including
USA software and accessories,” ;

Carestream Health, Inc The manufacture of dental x-ray films, intensifying and
1669 Lake Avenue Storage phosphor screen chemicals.

Rochester 5 4 @ '

New York

14652

USA

Carestream Health, Inc The design and development of dental x-ray film systems and
1964 Lake Avenue media used in medical imaging. -

Rochester L

New York

14652

USA

Original Registration Date: 12/20/2002  Effective Date: 10/19/2016 Expiry Date:; 02/28 019 -

i s

Page: Z'of 3/ [/

5, A

This certificate remains the proparty of BSI and shall ke
An electronic certificate can be authenticated online, Printed topies
lo be read in conjunction with the scope above or the attaches append

Bsigroup.com/ClientDirectory R A

;‘a.marfc_as Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 usa
A Member of the BSI Group of Companies




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

By Royal Charter

This is to certify that: Carestream Health, Inc
150 Verona Street
Rochester
New York
14608
USA
Holds Certificate No: FM 537916 = '
and operates a Quality Management System which complies with the requirements of I1SO 1§ﬁb1:2015:_f0r the :
following scope: e _ o
The design, development, manufacture, and service of digital radiogra_ghjiiiﬁiagifig"Systems
(such as INDUSTREX digital systems) and accessories for the non-destructive testing industry.
- .
For and on behalf of BSI: e ;

Carlos Pitanga, SVP, System Certification anqirggompliance
:_-..%v.f;gzi_ o En

Original Registration Date: 2008-07-17 Effective Date: 2016-10-21
Latest Revision Date: 2017-10-31 Expiry Date: 2019-10-20

Page: 1 of 1

2

ACCREDITER, 7%

..making excellence a habit”

B |
MANAGEMENT SYSTEMS |
CERTIFICATION Body !

This certificate rerains the property of BST and shall be returmed immediately upon reguest.

an slectronic certificate ean be autnenticated online. Printed copiss can be validated at www.bsigroup.comfClientDirectary
o be read In conjunclion with the scope above or the sttached appendix,

information and Cortact: BSI, Kitemark Court, Davy Avenue, Knawlhll, Milton Keyoes MKS ROP Tal: + 44 345 080 9060
BST Assurance UK Limited, registered in England under number 7803321 at 389 Chiswick High Road, Longdnn Wa 4aL, UK.
A Mamber of the BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01233

Issued To: Carestream Health, Inc,
150 Verona Street
Rochester
New York
14608
USA

In respect of;

The design, development and manufacture of diagnostic image recording devices including
storage phosphor screens and reader systems, medical x-ray films, direct digital radiography
systems, dental x-ray systems, dental digital imaging software, dental and medical imaging
equipment, and medical imaging and PACS Software, Those aspects of metrology related to
the design and manufacture of dimensional measuring PACS software.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4, The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex IT section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

o el

4
;” 4

Ao

Frank Lee, EMEA Compliance & Risk Director

NTru Y

N
N : i
First Issued: 06 March 1996 Date: 10 February 2016 Expiry Date: 05 March-2021

making excellence a habit”
Page 1 of 1

Yalidity of this caitificate is conditiensl on the quallty system Gieing maintained te the requirements of the Directhve 28 demonstrated through the reguined
survelilance activitles of the Netified Bodly, This.approval exdudes all products designed and/or manufactured by a Bird party on behalf of the company
namsdd oo this cartificate, unless specificaliy sorged with BSL

This certificate was lssued slecironically and is baund by the conditians of thé contract,

Information and Contact: BSI, Kitemark Cowrg Davy avenue, Knowlhil, Mitton Keynes MKS 8PP Tel: + 44 845 580 9050
851 Assurance UK Limited, registered in England under number 7305321 2t 359 Chiswick High Road, Landon W4 AL, UK.
A member of BSI Group of Companies,
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016

Issued To: Carestream Health, Inc.
150 Vercna Street
Rochester
New York
14608
USA

Subcontractor: Service(s) supplied

Algotec Systems Ltd Design

2 Hapnina Street Development
PO BOX 46 Software
43107 Ra'anana

Israel

Analogic Corparation Design

8 Centennial Drive Manufacture
Peabody

Massachusetts

01960

USA / /
Carestream Dental LLC Design R T
1765 The Exchange Development
Atlanta

Georgia

30339

USA

~making: a habit”

Page 1 of 8

Information amd Contact: BSI, Wirsmark Court, Davy Avenue, Knowlhill, Milton Keynes MIES 8PR Tal + 44 845080 9000
551 Assurance UK Limifted, registéred in England under iumber 7805321 1 289 Chiswick High Road, London W4 441, UK.
A member of 851 Group of Comparnies.
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By Rovyal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Carestream Health France EU Representative

1, rue Galilée
93192 NOISY-LE-GRAND CEDEX

France

Carestream Health, Inc. Design

1049 West Ridge Road Development
Rochester Manufacture

New York

14615

USA

Carestream Health, Inc. Design

1669 Lake Avenue Development
Rochester Manufacture

New York

14652

USA

Information and Contact: BSI, Kitemark Colrt, Davy Avenue, Knowlill, Milton Keynes MS 8PP Tel + 49 845 OBD 900
BS] Asswrance UK Limited, registerad In England under nuimbey 7805321 at 389 Chiswick High Roid, London W4 4AL, UK,
A member of BST Group of Corrpanies,
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Carestream Health, Inc. Design
1964 Lake Ave
Rochester
New York
14615
USA
Carestream Health, Inc. Manufacture
2000 Howard Smith Avenue West
Windsor
Colorado
80550
usa
Carestream Health, Inc. Manufacture
8124 Pacific Avenue
White City
Oregon
97503
USA

..making excellence a hapit”

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, Lendon W4 44, UK.
A member of B3l Group of Companies.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowihill, Millon Keynes MIKS 8PP, Tel: + 44 895 080 9950 (l‘
L
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No; CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Carestream Health, Inc, Dasign
Global R & D Center (Shanghai) Development
No. 27 Xinjingiao Road
Shanghai
201206
China
Carestream Health, Inc Manufacture
5450 Campus Drive
Canandaguia
New York
14424
USA
Carestream Heath Ltd. Design
Hacarmel 3A Manufacture
Star Yokneam Building
P.O. Box 505
2069204 Yokneam
Israel

. Ve
~making excellence a habit/

-

Infarmation and Contact: BSL, Kiternark Court, Davy Avenue, KnowlHill, Milton Keynes MKS BPR. Tel: +94-84% 080 9000
B8 Assurance UK Limited, registered In England under number 7865321 at 389 Chiswick High Road, London W4 4L, UK.
A streruber of BST Group of Companias.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Communication & Power Industries Manufacture

Canada Inc,
45 River Drive
Georgetown
Ontario

L7G 214
Canada

Quantum Medical Imaging, LLC Manufacture
2002-B Orville Drive North

Ronkonkoma

New York

11779

USsA

J
..making excellence.a/habit”

Information and Contset: BSI, Kiteriark Court, Davy Avenue, Knowlhill, Milton Kevries MES 858 Tab & 44 545 080 9000
BSI Assurance UK Umited, ragistered In Enaland under number 7805324 8t 389 Chiswick High Road, London Wa 2AL, UK,
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

USA
Suhcontractor: Service(s) supplied
Rayco (Shanghai) Medical Products Manufacture
Company Limited

Building 7, No. 1510 Chuangiao Road
Jingiao Export Processing Zone
Pudong New Area

Shanghai

201206

China

Rayco (Xiamen) Medical Products Manufacture
Company Limited

308 Wengjiao Road

Haicang District

Xiamen

Fujian

361022

China

.making excellence a habit” - )

Informztion sad Contact: BST, Kitemark Court, Davy Avenue, Knowihil, Mitton Keynes MKS 8PR Teli + 44 845 080 9000
BSI Assurance UK Limited, reaistered 1o England under niumber FBG5321 at 389 Chiiswick High Road, London W4 4AL, UK.
A member of BSE Griup of Comparies.




BV “Oya : arte

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in servicas relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

Usa
Subcontractor: Service(s) supplied
Sanmina-SCI Israel Design
Medical Systems Ltd Manufacture

Zone 5, Korean Industrial Park
24952 Maalot
Israel

Sclmage, Inc. Design

4916 El Camino Real, Suite 200 Development
Los Altos Software
California

94022

USA

Soluciones Médicas Exportacidn Manufacture
SdeRLdecv

Prolongacion Mariano Otero 408

Ciudad del Sol, 45050 Zapopah

Jalisco

Mexico

.making excellence a habit"

Information and Contact: BS1, Kitemark Court, Bavy Avenue, Knowiiill, Miftan Keyres MES 8PP, Tal: + 44 845 080 sz60
BSI Agsurance UK Limited, registered in England under number 7855321 &l 389 Chiswick High Road, London Wd 4AL, LK,
A mamberof BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the procluct covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Sitreet

Rochester

New York

14608

USA
Subcontractor: Service(s) supplied
Trophy Design
4 rue F Pelloutier Development
Croissy-Beaubourg EU Representative
77435 Marne-la-Vallée Cedex 2 Manufacture
France
Varian Medical Systems, Inc. Mznufacture

X-Ray Products

1678 South Pioneer Road
Salt Lake City

Utah

84104

USA

Infprmation and Contact: BSI, Kiternark Cout, Davy Avenue, Knowlhill, Miton Keynes MES 8PP Tel: 4 44 845 080 9000
B3I Assurance UK Umited, registered in England under number 7805321 at 389 Chiswick High Road, Londan W4 $AL, UK.

A member of BSI Gioup of Companies.

..making excellence a habit’
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MWl S.A. M-INTER-FARMA

IDNO 1003600005263 Cad OKPO 37020536 Cod TVA 0207934
MD 2025, Chisindu, strada Grenoble 23, Moldova
Tel 0037322/ 721826,725458,72-83 -72,72-80-78,73-87-19

CONFIRMAREA INREGISTRARII

Prin prezenta SA "M-INTER-FARMA”, reprezentantul autorizat producdtorului Carestream Health
Inc. Tn Republica Moldova, confirma inregistrarea la Agentia Medicamentului si Dispozitivelor
Medicale si includerea in Registrul de stat al dispozitivelor medicale filmelor radiografice pentru uz
general.

Film radiografic pentru uz general CARESTREAM MXBE, model: BLUE

(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43¢m N100; 20X40cm N100; 30X40cm N100; 35X35¢m

N100; 35X43cm N100)
Film radiografic pentru uz general RETINA XBE, model: BLUE

(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35¢m

N100; 35X43cm N100)
Film radiografic pentru uz general RETINA XOE, model: GREEN

(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35¢m

N100; 35X43cm N100)

Film radiografic pentru uz general CARESTREAM MXG, model: GREEN
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35cm
N100; 35X43cm N100)

Film radiografic pentru mamografie CARESTREAM MIN-R S, model: 18 x 24 cm, N 100; 24 x30 ¢cm N 100;

Film radiografic pentru fluoroscopie CARESTREAM PFH-T, model:
110 mm x 30,5 m, 70 mm x 30,5 m

Film radiografic pentru fluoroscopie RETINA SOE, model:
110 mm x 30,5 m, 70 mm x 305m

Conform ordinului A07.PS-01.Rg04-15 inregistrarea este valabil3 pentru o perioada de 5 ani de la
data 26-01-2016.

Cu respect,

DIRECTOR Vasile Matei
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ZERTIFIKAT + CERTIFICATE » 333

America

CERTIFICATE

No. QS2 17 06 84658 009

Certificate Holder: Rayco (Shanghai) Medical Products
Company Limited
Building 7, No.1510 Chuangiao Road
China (Shanghai) Pilot Free Trade Zone
201206 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Design and Development, Production
and Distribution of Medical Imaging
Systems & Accessories

Standard(s): ISO 13485:2016

The Certification Body of TUV SUD America Inc. certifies that the company mentioned above
has established and is maintaining a quality management system that meets the requirements of
the listed standards.

Report No.: M2435
Effective Date: 2017-06-19
Expiry Date: 2020-07-20

fot Bt

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

Page 1 of 2

TOV SOD America Inc.

10 Centennial Drive

Peabody, MA 01960

USA w
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CERTIFICATE

No. QS2 17 06 84658 009

Rayco (Shanghai) Medicai Products Company Limited
Building 7, No. 1510 Chuangiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Production and Distribution of Medical Imaging
Systems & Accessories

Rayco (Shanghai) Medical Products Company Limited
Building 3, No.1510 Chuangiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Production and Distribution of Medical Imaging Systems & Accessories

Rayco (Shanghai) Medical Products Company Limited
Building 4, No.1510 Chuanggiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Production and Distribution of Medical Imaging Systems & Accessories

Effective Date: 2017-06-19
Expiry Date: 2020-07-20

et S

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

Page 2 of 2

TOV SUD America Inc.

10 Centennial Drive

Peabody, MA 01369

USA TV

America
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CERTIFICATE

This is to certify that

Geksa-netkanie materiali, LLC

Tsentralnaya str., 3
143405 Goljovo village
Krasnogorskiy district
Moscow region
Russian Federation

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

\
Scope: \
Development, design and production of sterile and nonsterile disposable medical linen of
various application, sterile and nonsterile disposable medical clothes of various application,
sterile and nonsterile disposable medical instruments of various application, sterile and
nonsterile disposable personal protective equipment of medical purpose.

Through an audit, documented in a report, it was verified that the management systemi
fulfills the requirements of the following standard:

GOST ISO 13485 - 2011 (1ISO 13485 : 2003)

k . «PHAq,
Certificate registration no. 31100767 MP23 < A
Valid from 2016-12-26
Valid until 2019-12-25
Date of certification 2016-12-26 %MQWU#

00O SSU DE KU ES

Mikhail Zalunaev
Managing Director

Accredited Body: OO0 SSU DEKUES, Respublikanskaya str. 3, 150003 Yaroslavl, ‘R
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CERTIFICATE

DQS GmbH Deutsche Gesellschaft zur Zertifizierung von Managementsystemen
hereby certify that the company
Geksa-netkanie materiali, LLC

Tsentralnaya str., 3
143405 Goljovo village
Krasnogorskiy district
Moscow region
Russian Federation

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:

Development, design and production of sterile and nonsterile disposable medical linen of various application, sterile and nonsterile
disposable medical clothes of various application, sterile and nonsterile disposable medical instruments of various application,
sterile and nonsterile disposable personal protective equipment of medical purpose; laminated and nonlaminated, single-layered
and multi-layered, with impregnation and without impregnation, rolled polymer woven, nonwoven and geocell materials of
industrial-use including for ensuring of vapor moisture proofing in construction of roofs, walls, floor structures, for soil constructions
stabilization materials, for road construction and different light industry sectors as well as nonwoven materials for solving of the
problems of agricultural sector, gardening, crop growing and vegetable growing.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Valid from 2016-12-26
Valid until 2019-12-25
Date of certification 2016-12-26

Registration number: DE-31100767 QM15

Michael Drechsel Frank Graichen /7354 5
President of IQNet Managing Director of DQS\G@"B
IQNet Partners**: / Jof8 :

AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium APCER '}?brw aff ¢
CISQ ftaly CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding BmbH, Grmarty
FCAV Brazii FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification £ :.--rzf €§Lﬂ
POl
r

E
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAl drefand F_’@B
Quality Austria Austria RR Russia SIGE México S'l Israel SIQ Slovenia SIRIM QAS Interialional Malay&
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQQjSéEr—:ﬁia_, s
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAIInc...

. .* This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




ZERTIFIKAT / Certifica te

gem. /acc. EN ISO 13485 : 2012 + AC : 2012

Hiermit wirgd bescheinigt, dass die Firma / This certifies, that the company

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

ein Qualitétsmanagementsystem nach der Norm DIN EN 1SO 13485 : 2012 / EN ISO 13485 : 2012 + AC : 2012 -
Medizinprodukte - Qualitétsmanagementsysteme - Anforderungen fiir regulatorische Zwecke - eingefilhrt hat und aufrechterhilt,
Dieses Zertifikat stellt nicht den erforderlichen Nachweis zur Anbringung der CE-Kennzeichnung dar.

has established and maiptains a quality management system that meets the requirements of DIN EN I1SO 1 3485: 2012/
M

EN IS0 13485 : 2012 + AC : 2012 - Medical devices - Quality management systems - Requirements for regulatory purposes,
This certificate is not an authorisation to affix the CE mark.

Geltungsbereich / Scope

Entwicklung, Herstellung und Vertrieb von Skalpellklingen, Skalpellen, Bluttransfusionssets,
Blutlanzetten, elektronischen Blutdruckmessgeriten, Kondomen, Trachealtuben, Foley Ballons
Kathetern, chirurgischen Handschuhen, Infusionssets, Intravendsen Kathetern, Nadein,
Paraffingaze, Intravenssem Infusionsbesteck Kopfhautvenen, Spritzen komplett mit Kaniilen,
Tuberkulinsprltzen, Insulinspritzen, Digitalen Thermometern, 3-Wege-H5hnen, Aneroiden
B!utdruckmessgerﬁten, Thermometern, Untersuchungshandschuhen. Spritzen, Urinbeuteln.
Design, Manufacturing and Distribution of Blades, Scaipels, Blood Administration Sets, Blood
Lancets, Electronic Sphygmomanometers, Condoms, Tracheal Tubes, Foley Balloon Catheters,
Surgical Gloves, Infusion Sets, Intravenous Catheters, Needies, Paraffin Gauze, Scalp Vein
Infusion Sets, Syringes complete with Needie, Tuberculin Syringes, Insulin Syringes, Digital
Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers,
Examination Gloves, Syringes, Urine Bags,

Reg.-Nr. / Reg.-No. 04 221 041335 Gilltigkeit / Validity
Bericht Nr. / Report No. 35180366 von'/ from 2016-07-30
bis / untif  2019-03-31
5 {bis 2019-07-29 pei Un\stqllung aufEN IS0 13485:2016)
;a .t j&-ﬂ“"‘w {unth 20158-07-29 in casa of Upgrade to EN 1SO 13485:2016)
Zertifizierungsstelle fiir Medizinprodukte Edition 2

Certification body for medical devices Essen, 2016-07-21

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen www.tuev-nord-cert.de
Benannte Stelle Kenn-Nr. 0044 ! Notified Body ID. No. 0044

(( DAKKs

Akkreditierungsstetle
D-2M-12067-05-01




CERTIFICATE

Management system as per
DIN EN ISO 9001 : 2008

in accordance with TUV NORD CERT procedures, it is hereby certified that

Van Oostveen Medical B. V.

Herenweg, 269
3648 CH Wilnis
The Netherlands

applies a management system in line with the above standard for the following scope

Design, Manufacturing and Distribution of sterile and non sterile medical devices
and in vitro diagnostic medical devices

Certificate Registration No. 04 100 041335 Valid from 2016-07-30

Audit Report No. 3518 0365 Valid until 2018-09-14
(until 2019-07-29 in case of Upgrade lo 1ISO 93001:2015)
Initial certification 2004

éDG.C\o

rtification Body Essen, 2016-07-21
at TUV NORD CERT GmbH

This certification was conducted in accordance with the TUV NORD GERT auditing and certification procedures and ig
subject to regular surveillance audits.

TUV NORD CERT GmbH Langemarckstrale 20 45141 Essen
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%, o Deutsch
%W’ AEI?reZit?erungsstelle

D-ZM-12007-01-01




EG-Zertifikat / EC-Certificate
gem. 93/42/EWG Anhang Il onne (4) / @cc. 93/42/EEC Annex Il without (4)

Hisrmit wird bescheinigt, dass die Firma/ This cartifies, thet the company

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fir die Produkte / die Kategorte: Liste der Produkle stehe Anlage 1
for the products / product categjory: List of products see annex 1

Skalpellklingen, Skalpelle, Bluttransfuslonsbestecke, Blutlanzetten, elektronische Blutdruckmessgerite,
Kondome, Tracheaituben, Foley Ballon Katheter, chirurgische Handschuhe, Untersu chungshandschuhe,
Urinbeutel, Infusionssets, Intravendse Katheter, Nadein, Paraffingaze, Intravendses Infusionsbasteck,
Kopfhautvens, Spritzen komplett mit Kaniile, Tuberkulinspritzen, Insulinspritzen, digitale Thermometer,
3-Wege-Hahne, Aneroid Biutdruckmessgerate.

Blades, Scalpels, Biocd Administration Sets, Biood Lancals, Electronic Sphygmomanometers, Condoms,
Tracheal Tubes, Foley Balloon Catheters, Surgicef Glovss, Examination Gloves, Urine Bags, Infusion Sets,
Intravenous Catheters, Needles, Paraffin Gauze, Scalp Vein Infusion Sets, Syringes compiete with Needle,
Tuberculin Syringes, Insulin Syringes, Digital Thermomaeters, Three Way Stopcocks, Aneroid
Sphygmomanometers.

ein Qualitatssicherungssystem fiir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach Mafigabe
des Anhang Il (ohne Abschnitt 4} der Richtlinie 93/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden, Die Gilltigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualitats-

sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang 1l Abschnitl 5. Das Zertifikat ist unter keinen Umsténden Ubertragbar.

has established a quality system for design, production and final testing acc. to the requirements of Annex If (without section 4}
of the directive 93/42/EEC, Additional to the CE-marking the notiilcation number of the Notified Body has to be affixed. The
validity of this certificate is based on the maintenance of the quallty system in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex Il section 5. The certificate may not be transferred under any

circumstances.
Reg.-Nr. / Reg.-No. 04 232 041335 Gultigkeit / Validity
Bericht Nr. / Report No. 3518 0367, 3518 0368 von [ from 2016-07-30
36518 0369 bis / until 2018-07-28
Editien 2

! V
-
Zerlifizierungsstelle fir Medizinprodukte fssen, 2016-07-21

Certitication body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen  www.tuev-nord-cert.de

Benannte Stelle Kenn-Nr, 0044 / Notified Body ID. No. §044
*ﬁﬁw&' 8 Bariannt durcDasgriates by
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ANLAGE/ANNEX

Anlage 1, Blatt 2 voni 5
Annex 1, page 2 of 5

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse Is UMDNS
Products of class Is

Spritzen 2- und 3-teilig 43-929
Syringes 2- and 3-part

Harnauffangbeutel 14-298
Urinary Collection Bags

Untersuchungshandschuhe, steril 11-882
Examination gloves sterile

‘Anmerkung: Fir Produkte der Klasse | steril beschrankt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte In Zusammenhang mit der Sterllisation und der Aufrechterhaltung der Sterlfitat.

Note: For products of class | sterile the certification process Is réstricted lo the aspects of manufactiire concerned
with securing and maintaining sterile conditions.

Bericht Nr. / Report No. 3518 0367, 3518 0368, Giiltigkeit / Validily
3518 0369 von / from 2016-07-30
Edition 2

Zertifizierungssislle fiir Medizinprodukte Easen, 2018-07-21
Certification body for medical devices

TUV NORD CERT Ginb# Langemarckstrafie 20 43141 Essen  www.luov-nord-cert.de  medical@tuev-nord.de

Benannte Stella Kenn-Nr. 0044 | Notified Body iD. No. 0044

ﬁ*‘ﬁskﬁ & Bonannt suih/Dakignatad by
dr i Zevai Lander &
x BLE » “iiatnne 1
" e ‘k“ﬁ‘ Ntgcieinprodusien
T Z1.G-B85-236.10,16




Anlage 1, Blatt 4 von 5
Annex 1, page £ of §

Reg.-Nr. / Reg. No. 04 232 041335

ANLAGE/ANNEX

Produkte der Klasse lla UMDNS
Products of class lla

Intravendses Infusionsbesteck, allgemeine Verwendung 12157
Intravenous Administration Sets, General Purpose

Katheter, intravenous, peripher 10-727
Catheters, Intravenous, Peripheral

Intravendses Infusionsbesteck Kopfhautvene 17-825
Intravenous Administration Sets, Scalp Vein

Nadein, hypodermisch 12-745
Needles hypodermic

Verband, nichthaftend 11-325

Dressing, Nonadherent

Spritzen 2- oder 3 teilig mit montierter oder integrierter Nadel 13-922
Syringes 2- or 3-parts with mounted or integrated needle

Spritze, Tuberkulin
Syringes, Tuberculin
Spritze, Insulin
Syringes, Insulin

Baricht Nr. / Report- No. 3518 0387, 3518 0368,
3518 0369

7. de—

Zerdifizigrungsstetle flr Medizinprodikte
Certificatian body for medical devices

TUV NORD CERT GrmbH lengamarcksirae 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*ﬁ"kﬁ 3 Bennnl dueh Dsigiited by
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13-945

13-941

Giiltigkeit / Vafidity
von { from 2016-07-30
Edition 2

Essen, 2016-07-21

www. tusv-nord-cart.de madical@
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