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TUVRheinland

Certificate

The Certification] Body of
TUV Rheinland LGA Prbducts GmbH

ul. Pod B 18
41-808 Za
Polska

has estabiished and applies a guality managemant system for medical devices
for the following scope:

(see attachments for & and site included)

Proof hes been furnished that thel requiremanis specified in

EN ISO 13485:2016

are fulfilled. The quslity management syste Is subject to yearly surveillance.

Effective Dabe: 2018-07-11
Certificate Registration Mo.: 5x 60140840 001
An audil was performed. Repord Nol: 26300232 013
This Cartificate Is valid unii: 2030-08-08
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TUV Rheinland Doc, 1/2, Rev. ©
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachmant to
Certificate
Registration No.:  SX 60140840 0001
Report No.: 26300232 013
Organization: ZARYS International Grgup
Spdélka z ograniczona odpowiedzialnodcia,
s koma
ul. Pod Borem 18
41-808 Zabrze
Polska
Scope: Design and development, wufacture and distribution
of sterile: surgical kKite, procedure pers, surgical drapas
and sets of surgical drapes.
Manufarcture snd distr ion of sterile and non-sterile
dispogabls padical deviges and non-sterile rousable
medioal devices.
Distribution of in-vicrs medical devices.
>
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TUV Rheinla
LGA Products
Tillystrale 2, 90431
Attachment to
Certificate
Registration No.: SX 60140840 0001
Report No.: 26300232 013
Organization:
8
ul. Pod Borem 18
41-808 Zabrze
Polska
Scope: Site included:

TUVRheinland

Dogc. 2/2, Rew. 0

d
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ZARYS International G
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LARYS Internaticnal Grouw
sEpolka ¥ ograniczona ndewi:dzialnuncLa

spolks komandytowas

ul. Guptaws Eiffel'a 1B
44-109 Qliwice
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Date: 2019-07-11

ribution of medical devices




| bosn met for the listed products. The above named

@
TUVRheinland
EC Certificate
Directive 83/42/EEC Annex V
Production Quality rance
Medical D
Registration No.: DD 601398535 0001
Report No.: 2630p232 017
Manufacturer: ZARYS International Group
Spolka z ograniczona ndpaluhdziam:mcln.
spolka komandytowa
ul, Pod Borem 18
41-808 Zabrze
Polska
F"’“lu-l:tﬂ: [eee attachments for produpte and sites ifnocluded]
Replaces BC Cortificate, ;[gi!'_l:'atlm ¥o. o DO 60117030 0002
Expiry Date: 2034-05-27

Tha Motified Body hersby deciares that the requirements of Annex ¥ of the directive 93/4ZEEC have

has established and applies a quality

| assurance system, which is subject to periodic surveillancy, defined by Annex V, section 4 of the

| aforementioned directive. For placing on the markat of
cartificate an EC fype-sxamination certificate sccording to Annex Il is required,

Effective Data: 2010-06-00

Date: 2018-35-27

TUV Rheinland LGA Products Gmb

TUV Rheinland LGA Products GmbH is a N

concerming madical devices with th

Ik and class Il dovicos covered by this

- TillystraBe 2 - 90431 Niirnberg
Body according to Directive B3/MZEEC fr“!
identification numbar D =
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LGA Products

TillystraBe 2, 90431

Attachment to

Cartificate

Registration No.: DD 60139535 0001

Report No. 26300232 017

Manufacturer: ZARYS International
Spolka z ograniczona
spolka a

Pod Borem 18

41-808 Zabrze
Polska

Produces fncliuded;

= Starile non-sterile curting ganze

= Mon-stepiles dressing gause

- Brerile non-steriles gauze swabe
{with nrlwidmut X-ray thread)

- Starilem
iwith R-way thread/ with N-ray chip)

- Sterile gnd non-sterile gauze balle
lwith or |without X-ray theead)

- Brerils non-eterile gaure rolls
iwith or without X-ray thresad)

- Frorile 4nd non-sterile non-woven swabs
iwith or |withouz X-rey thread)

= Gterile parafiin geure drossings

- EBrerile thres-way stopcocks

- Gterile transfusion =sra for single uss=

- Bterile infusion sets for aingle use

- Sterile

Date: 2018-05-27

non-gteriles gaurs lap spongesy

xtension tubss: for lnfusion pumg

TOV H:I'minl:u:l
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Boc. Lf6; Rev. 0
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TUV Rhein
LGA Products
TillystraBe 2, 90431

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017

Manufacturer: ZARYS International
s koman a
ul. Pod Borem 18
41-B08 Zabrze
Polska

Products included:

--Sterile endotracheal cubes
=-Bterile tracheostomy tubes

- Brarils breathings circuits

- Starilea catheter mountca

- Won-Eteriles anaesthetic maaks

- Frerils laryogeal masks

= Brerile oxygen mamks

= Bterile MUlbi-Vent mamks

- Bterlle non-rebresth magks

= Gterile nabulizer masks

- ‘ftarlle nasal ocoxygen cammulas

= Bterile nebul lzer ssts

- Skepile oxygen tubing

- Sterile suction catheters

- Beerile abdcadnel drainm

- Btarils feeding tubes

- Brarile stomach and dusdenal tubes
- Starile urology cachsters

= Starile smurgical suction sete

= Grearlls surgical sueotlon cannilas
- Frarils Eyringes for pingle vas

Date: 2018-05-27

Doe, 2/8,

mbH
Niirnberg

i
Spolka z ograniczona odpowiedzialnoscia,

TUVRheintand

Revr. 0

Rafal Byczkowsk
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TUV Rhein

LGA Products

&
TOVARheinland

d Dog. A/6, Rew, @

bH

TillystraBe 2, 90431|Ndrnberg

Attachmant to

Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017

Manufacturer: ZARYS International Grpup
Spolka z ograniczona ofpowiedzialnoscia,

lka komand a
ul. Pod Boram 18
41-808 Zabrze
Polska

Froducts included:

Eterile ineulin syringes
Bterile Euberculin syringes
Starile hypodermic npesdles
Starile [ingulin pan noedlas
Scerile hlood lancots
Sterile IV cannulas

Sterile needle free valves
- BEorile sirgical gloves

Date: 2018-05-27
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TOV Rheinland e
LGA Products GmbH
TillystraBe 2, 90431 |Niirnberg
Attachment to
Certificate
Registration No.: DD 60138535 0001
Report No.: 26300232 017
Manufacturer: ZARYS Internati
i !ﬂlﬂkl:FLEFIWH;::::;i;a::Lﬂﬂﬂduﬂlh1ﬂlﬂhh
komand
ul. Pod Borem 18
41-B08 Zabrze
Polska

Products included

For thes following medical davices the scop
arly the aspecora of manufacture concerned
pecuring and maintaining sterile conditisn

Adhesive cannulla fixation drassings
hdhesive wound dressings
Eye pads

Inples £81me

Teacaparsnt £ilm dressings
Foam dressings

- Abgorbent wound dressings
- Burgical '‘gowns

= Burgical drapee

- Gete of sorgical drapes

- Fluld collection pouchss

- Melaton datheters

Date: 2018-05-27

COVErR
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TOVRheinland
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TUVRheinland

TUVHhEII'II poc. 5/6, Reav. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment lo
Certificate
| Registration No.: DD 60139535 0001

Report No.: 26300232 017

Manufacturer; ZARYS International Grpup
Spolka z ograniczona muwindziurnm-,
ufbnlkl
ul. Pod Borem 18
41-808 Zabrze
Polska

Products Llieluded:

For the follewing medical devices the se coOVers
only the kepects of manuEacturs cﬂurumug"}uh
Becuring and maintaining sterile conditicnf:

Vaginal specuolums
Carvical brushaw
Frine bags

Tongusn deprassors
Guedel aireays
Intubation styleate
Endotracheal tubs holders
Sietion tubes
Withdrawal carmulss
hlginate dressings
Cannuls stoppers
Umkilical ocord clampe

(] F ] i L] i ] ] ¥ ] i [}

Date: 2019-05-27
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Attachment to
Certificate

Report Hl:r.é

Manufacturer:

Predidcts ineluded:

TOV Rheinla

LGA Products
TillystraBe 2, 90431 |Niirnberg

DD 60138535 0001
28300232 017

ZARYS International E;:up 10
powiedzi '

ENRYE Internatianal Group
Bpolka @ ogranicrona odpowiedzialmoecis,

gpalka komandytows
ul, Guatawp Biffel
44-10% Gliwice
Foland

'a 15

Actlvicy: Production

Date: 2019-05-27
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EC Declaration of fConformity

We Beren Medikal Paz. San, Tic.Ltd.Sti. herewith
ttemn of prodict specified below satisfies the essenti
Directive 93/42/EC with amendment 2007/47/EC d

lares under its sole responsibility that the
requirements of the EC Medical Devices
tive which are apply to it.

Product Name: Medical Recording/Chart Papers ahd Thermal Paper for Video Printer

Type-Model: Opmask, Opstar
GMDN Caode: 15639

Classification: Class [, Rule |

Conformity Assesment Route: Annex VII

Applicable EU Directives: 93/43/EEC Medical Ddvices Devices with amendment 200747/ EC

Applicable Standards: EN IS0 [3485:2016, EN |
| 3485:2012

Certificate No: MDD1024

412009, EN 1SO 14971:2012, EN 1SO

Manufacturer: Beren Medikal Paz, San. Tic. Lid St

Ikitelli ©.8. B. Fatih San. Sitesi 3B{Blok No: 3-4 Basaksehir Istanbul Turkey

Tel : +90 212 486 00 37 (140) Fax: +90 212 486 00
Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ali Riza Taslicukur

Position: General Manager

Date-Place: 200052019 Istanbul-Turkey
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ZERTIFIKAT /| Cer

DIN EN ISO/EN ISO 13485 : 2016

Hinrmit wird beschainigt, dess die Firma | This certifies, thal tha camp

Van Oostveen Medical B, V.

Herenweg 269
3648 CH Wilnis
The Netherlands

tificate

pry

&ln Qualidismanagsmanisystam nach dar Morm DI EN 150 13485 !
Qualililsmanagaman = Anfordesungen e regulsionscha 2
Diases Todtificat stall nicht den erforderichen Machwels 2ur Anbringu

has estebiished and maditaling a qually mesagament systam ihe! mea
EN 50 13485 : 2018 - Medves! devices - Dunlly menagement sysiom
This cardificate iz nof an auforsabion fo affx ihe CE mark

Galtungsbareich / Scope

Entwicklung, Herstellung und Vertrieb von Skalpalikl
Blutlanzatien, elaktronischen Blutdruckmessgeraten
Kathetern, chirurgischen Handschuhen, Infusionsse
Paraffingaze, Intraventsem Infusionsbesteck Kopfh
Tuberkulinspritzen, Insulinspritzen, digitalen Thermo
Blutdruckmessgeriiten, Thermometern, Untersuchun
Tropfer fir Medikamentea.

Design, Manufacturing and Distribution of Blades, 5
Lancets, Electronic Sphygmomanometers, Condom
Surgical Gloves, Infusion Seis, Intravenous Cathet
Infusion Sets, Syringes complete with Needle, Tube
Thermometers, Three Way Stopcocks, Aneroid Sph
Examination Gloves, Syringes, Urine Bags, Dra

Reg.-Mr. | Rag.-hue 04 2271 041335
Barighl Nr, ! Ragart Na. 3523 Tad

AJ. . de—

Lertilizierungsatelle Idr Medizinprodukle
Carfifigalion body far madcd devices

TOW NORD CERT GmbH Langamarckairaia 20

Benanniz Stalle Kenn-Nr. 0044 § Nofed Body [0, Na, (044

ﬁﬂ?‘"‘kﬁﬁ.ﬂ.

(=2t 0

45141 Ezsdn

16/ EN 150 13485 : 201 - Meolzinprogukis -
= gingafuhrt hat und aulrechisrhdit
dor CE-Hannzeichnung dar

the moulmmenis of DN EN IS0 13485 2006 ¢
- Rogwramants for mgulsoy puposes,

gen, Skalpellen, Bluttransfusionssets,
Kondomaen, Trachealiuben, Foley Ballon
, Intravendsen Kathetern, Nadeln,
tvenen, Spritzen komplett mit Kandile,
tern, 3-Wegehihnan, Anerciden
handschuhen, Spritzan, Urinbauteln,

ipels, Biood Administration Sels, Blood
Tracheal Tubes, Foley Balloon Cathaters,
, Needles, Paraffin Gauze, £:alp Vein

fin Syringes, Insulin Syringes, Digital
omanometers, Thermometfers,

for Medicine.

Gillbgheit | Valiaily
won [ fram 2018-03-12
bis / unfy 2022-03-11
Edition 3

Essan, 2018-03-12

warw luev-nord-car].d
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EG-Zertifikat / EC-Certificate

gem. 93/42/EWG Anhang Il ohne (4) | @acc. 33/42/EEC Annex Il without (1)

Higrmil wird beschainlgl, dess dia Firma | This cerifiies, that ive company

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

hir die Produkte / die Kalegone. Liste der Produkte siehe Anlage )
for the prodipcfs f product calegary: Lisf of prodicts see stnes 1

Skalpallklingen, Skalpallen, Biuttransfuslonssets, Blutl n, elaktronische Bluldruckmassgerita, Kondomae,
Trachealtuben, Foloy Ballon Katheter, ehirurgische Handdchuhe, Infusionssets, Intraventss Katheter, Nadeln,
Paraffingazs, Intraveniss Infuslonsbestecks Kopfhautvenen, Spritcen kompleit mil Kanlle, Tubsrkulinspritzen,
Insulinspritzen, digitale Thermomatsr, 3-Wegehihne, Ansroide Blutdruckmessgerite, Tharmomatar,
Untersuchungshandschuhe, Spritzen, Urinbautbel, Tropled tir Medikamants.

Blades. Scalpels, Blood Administration Sets, Blood Lanceis, Electronic Sphygmomanomaters, Condoms,
Tracheal Tubss, Foley Balloon Catheters, Surgical Gloved, Infusion Sets, Intravencus Catheters, Needles,
Paraffin Gauze, Scalp Valn Infusfon Sets, Syringes co with Needie, Tubsrculin Syringes, Insulin Syringes,
Digltal Thermameters, Three Way Stopcocks, Anerold Sphygmomanometers, Thermomatars, Examination

Gloves, Syringes, Urine Bags, Droppers for Medicine.

gin Csalititssicherungssysiam Or dis Ausiagung, dis Farligung un
dag Anharg |l [chne Abschnill 4] dar Richilinde BM4EAEWGEG an
der Benannien Stolle angabrachl wardan. Die Glligked diasas £
sicherungssyslema in Ubereinatimmung mil den Arfordeningen o
Stella gem, Anhang || Abschnitt &, Das Zedifikal 5t unios keinen U

din Endionbralle dar genannien Produkie nach Mafgabe

i, Zisidzlich zur CE-Kannzalchnung musd dis Kenfummaee
ifikats baruht sul dor Aufrechiarhaltung des Oualibis-
Richilines und sairer Ubsnwachung ciech dia Banamnia
stinden linariraghar.

has pslablizhed @ guaity syatem for design, production and fnal
of the directivw SIMZEEC. Additional lo the CE-marking the noii
vanliity af ihis cerfificats is based on the mainfanance of the gual

g ase. (o ihe reguiemants of Annax 1 fwithaul section 4)
flan nuwmbar of the Motiied Boay has o be affived. The
spafem i aocordance with e rupirmaiis of the directhe
5. The cerfificats may nof ba ransfered under &Ry

Rag.-Mr. { Reg.-Ma, 04 232 1333 Gldtgksd | Vabdity
Barichl Mr. | Repon! Mo, 3523 TEES war | fram 2018-03-12
Bl d wndlt  2024-03-11

7S

Zerifimerungesislls flv Mediznprodukbe Essan, 2018-03-12
Cartiffeation bedy for medical devices

TOWV NORD CERT GambrH Langemarcksbralle 20 45141 Esgen

Banannia Siele Kann-kr. 0044 § Noiffed Body 0. No, 0044

**ft ** Bl vl gl vy
* e :;.r—-ul.u—-
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+r *'ﬂ' ILO-BS-TREL10.18




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

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

Produkte der Klassa Im
Products of class Im

Thermometer, Quecksilber frei
Thermometer, Mercury free

Blutdruckmefgerét, aneroid
Sphygmomanometers, Aneroid

Anmarkung: Fir Pradukbe der Klasse | mil Mesafiehkiion basc
Harsisllungsschriiie in Zusammanhang mit der K

Anfordarmgan,

For producis of clasa | with maasunng Amchons i
marnufaciune concermnad with the conformity of the

Note!

Barichi Mr. | Repod Mo, 3523 TEE4

I e

Zonifizinrungseialls tir Medinprodukis
Cerfilication body far medicll gewcas

Tl NORD CERT GmbH Langemarcksiralle 20 4514

Banannte Stela Kann-Mr. 0044 [ Motfiied Bogy 0. Mo, 0044

ANLAGE/ANNEX

UMDNS

14-028

16-156

ki sich das Parifizienmgaverahnon auf die

prmitit dor Produkie mil den messiachnaschsn

gartiication process is resirioied o the sspacts of
vicos with medrplogical requirsments.

1 Essen

Gillitigksis | Yaidity
var | fram 20189-03-12
Edilion &

Essan, 2018-03-12




Anlage 1, Blatl 2 von §
Annex 1, page 2 of §

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

Produkte der Klasse Is
Products of class Is
Spritzen 2- und 3-teilig
Syringes 2- and 3-part

Harnauffangbeutel
Urinary Collection Bags

Harnauffangbeutel, Saugling
Urinary Collection Bags, Infant

Untersuchungshandschuhe, steril
Examination gloves sterile

Tropfer, Medikamente
Dropper, Medicine

Anmarkung: Flr Produkie dar Klesse | siedl baschrankt sich
sohlita in Fusammanhiang mit dar Stenisation

Made: For products of clazs | denle ihe cevification pro
with secunig and mainfaining siene condifans.

Baricht Ne, ! Repar! Mo, 3523 T4

NI &

Zarifrierungssiole fir Medizinprodukbe
Cartificainan body for madical dewces

TUW HORD CERT GmhbH Langpemarchsirais 10 4514

Banannla Stalla Kern-he. 0044 | Natied Body 1D, No. 0044

& '&ﬁr* Penaen macty mugies i

# T St o Ligw §
u m N heAnesitidnud §
. g o P [ e B

ANLAGE/ANNEX

i Esaan

LIMDMNS

13-929

14-298

16-782

11-882

12-5086

Zerifiziorungsverfalwan aul die Aspekta der Hemlellungs-
dor Aufrgchindhallung der Sieilil,
% s resiricted fa he aspecis of manulsclus concamed

Glltgkell F Valiaiy
won / fram 3018-03-12
Edition &

Emaen, 2018-03-12




ANLAGE/ANN

Anlage 1, Blatt 3 von §
Annex 7, pags 3 of §

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

Produkie der Klasse lla
Products of class lla

Klinge, Messer
Bladas, Knife

Messer, Skalpell

Knifes, Scalpel
Bluttransfusionsbesteck

Blood Administration Set
Lanzette, Blut

Lancets, Blood
BlutdruckmeRBgerét, elektronisch
Sphygmomanometers, Electronic
Endotracheal Tubus
Endotracheal tubes

Katheter, Harnwege, Foley
Catheters, Urinary, Foley

Handschuhe, chirurgisch
Glovas, Surgical

Barichl Nr. / Report No. 35833 TEES

/I O

Eurtifirierungsstolie fir Medizinprodukbe
Cerifcation body for medical devices

TUW NORD CERT GembH Langarmarckslrate 20 4514

Banannia Stalle Kann-MNr, 3044 | Nalifed Body (D No. 0044

e Hr e Vi s P il b
*-* ** Fertrehisls re Livie §
o FLG-B5-716.10.18

1 Essan

GUEigkait /| Wishaity
van | from 20180312

Edition 5

Esgen, 2018-03-12

Wi, iuey-nord-co.de

UMDNS

12-234
12-252
10-421
10-440

16-157

14-085

10-720

11-883

madicali@tusv-rord. de




ANLAGE/ANNEX

Anlage 1, Blatt 4 von &
Annax 1, pago 4 of §

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

Produkte der Klasse lla UMDNS
Products of class lla

Intravendses Infusionsbesteck, allgam?ra Verwendung 12-157
Intravenous Administration Sets, General Purpose

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

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

Nadeln, hypodermisch 12-745
Needles hypodermic

Verband, nichthaftend 11-325
Dressing, Nonadherent

Spritze, subkutan 13-940
Syringe, hypodermic

Spritze, Tuberkulin 13-945
Syringes, Tuberculin

Spritze, Insulin 13-941

Syringes, Insulin

Barichl Nr. | Repont Mo. 3523 To64 Giltighall | Valaily
worn [ fromr 20780312
H-J. de— =
Larifigeningssteiin fir Medizinprodukte Essan, Z018-03-12

Certifcation body far medical dewoes

TUY NORD CERT GmbH Langemarcksiralle 20 A51d] Essen  wwwiuew-nord-caride  medicaliiiiuev-nord de

Benanmla Sialla Kann-hr, 3044 [ Nodllied Body' /0. Mo, D044
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ANLAGE/ANN

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

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

Produkte der Klasse lla
Products of class lla

Thermometer, elektronisch
Thermometers, Electronic

Dreiwegehahn
Three-way stopcock

Produkte dar Klasse llb
Products of clazs lib

Kondome, mdnnlich
Condoms, Male

Barlcht Nr. | Rapar! Mo, J52] Ta4

A

Lartifizerungesstalls lur Medizinprodwkbe
Catiffoalion body 'or madics devices

TUWY NORD CERT GmbH Langemarckairalia 20 45140 Essen

Banannta Shalle Kenn-Nr, 0044 | Noflfied Bedy (D Mg, 0044

‘,ﬂ"** msTrTwg
¥y .*ﬁ ey e 1
* * r ]

o '!!f Hll-ln-pm:: E

*ﬂr*#‘* ZLG-BS-136.10.18

UMDNS

14-032

13-803

UMDNS

18-080

Gilrigkalt | Velimihy
von | from 2018-03-13
Edlon &

Essaen, 2018-03-12
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of Registration

This i fe

MWedical Devices
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