
Produсt Sеrтiсе

Ес certiflGate
Full Quа|ity Assuranсe Systern
Direсtive 93t42tЁЕ'с on Мediсаl Deviсes (МDD}, Annex ll exсludins (4)

(Deviсes in Class Ilа, llb or lll)

Nо. G1 x B 02 15692 o44

Mаrtufасturer:

Faсility(ies):

Prod uсt
categoгy(ies):

Valid froпl:
Vа|id until:

The Ceгtifiсatloп tsody of ТUV SUD Prodttсt Seгvtсe GmbH dесIaгes that the аfоrementioned

manufaсtuгег has rrnр|emеntеd a qua|itv аssuгаnсе system for destgn. manufaсtuгe and flnal

tnsрeсtioll of the гespeсtivе сleviсеs / deviсe сategories tn aссoгdаnсe with MDD Annеx l|. Тhis

quаlity аssuгanсe systеm conforms to the requiгements of thts Dtгесtive аnd ts sub1eсt to

peгiojiсаl suгvei||аnсe. For markeiing of сlass Iil deviсes an additiona| Annеx ll (4) сertifiсаte is

mandatory See also notes ovег|еaf.

Report No.. 71з125906 1

P. J. Dаhlhаuseп & co. GmbH
Еmrl-Hoftmann.Stг, 53

50996 Koln
GЕRMAг{Y

P, J. Dahlhausen & Co. GmbН
Епlil-Hoftmaпn.Str' 53. 50996 Koln' GЕRMANY

Sterile and non.sterile rnediсal deviсes inсluding
mediсаl disposаbles for anаesthesiа, surgery,
inteпsive сare аnd ward equipment (с|ass lla аnd llb}
as wel| as spinаl needles (сlass lll)
for further details see attaсhment

2018-05-20
202з-05.1 9

Date, 2018-05-18
Stefaп PreiR

ТUV SUD Pгoduсt Servtсe GmbH is NotiГied Body with identifiсation no. 0123

Page 1 oi?
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Attасhment for Certifiсate no G1 18 0215692 044
dаted 201B.05.18

Produсt Sегviсе

Мediса| Deviсes Glаss llа

Products / Produсt Grоиps:

Steгile auto|ogiсal blood tгansfusion systems
Filteгs
Sterile tra nsfusron oevrrles
Siliсоrlе resptгаtсlгy tubеs

Steгrle sсalpels and sсаipеl b|аdes
Stertlе rеdoll bоttlеs
Steri|e suсtion tubes
Steri|e suсtion kits
Steгile wound dгainage systems
Steгtle aпertаi еmbc]есtomy сatheters

Humtdifiеrs
Aгtifiсrа| пosеs

Steгile сathеteгs anсj aссessoгies
Steгrie tгoсaг and thoгaсtс саtheтeгs

oxygen tnеrapУ асоessorles

Aссеssortes fol гesptгatton
identy loops

Mediсal Deviсes C|ass llb

Products / Product Groups:

Dtsposable e|eсtгosuгglса| penсils
DisposabIe neutrаl eIeсtrodes

Ba||оon сatheter
Defibrillatioп еleсtгodеs

Mediсаl Deviсes Clаss tll

Sprna| neеclеs

Мuniсh. сRT 201B-05.18

I f"-*'1
Stefаn PreiB
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Produоt Selviсе

ffiG ArrtfrfЕGаtе
Prod uсtiоn Quality Assuгallсe System
Direсtive 93/42lEЕс on П/|ediсal Deviсеs (MDD)' Anпex V
(Deviсes itt сlass l itl sterile сonditions, sterilised systems or proсedure paсks)

No. GzS 18 02 15692 045

Ма n шfaсtu rer: P. J. Dahlhausen & Cо. GmbH
Еmil-Hoffnlann-Stг' 53

50996 KOln

GЕRt\ЛANY

F aсil!ty(ies): P. J. Dah|hаusen & Co' Gmbl]
Еmi|-Hoflmaпn-Stг. 53. 50996 l(o|n. GЕRI\лANY

Steri|e mediсаl disposables (сlass l) for
аnaesthesia, surgery, intensive сare аnd
wаrd equipment
for further details see attaсhment

Рrod uсt
Category(ies):

Valid frorn:
Valid until:

2018-06-07

2023-05-'19 '

Тhe Ceгtifiсatton Body of TUV SUD Pгoduсt Serviсe GmbH deсlares that thе aforemеntioned
mаnufaсturег has imp|emented a qua|ity assuranсe system foг mаnufaсtute in aссoгdanсe with
MDD Anneх V. Тhis qua|ity assuranсe systeпl сovers thosе aspeсts of manufaсtuгe сonсeгned
with seсuring аnd пraintaining steгile сorlditiorrs of the гespeсtive deviсes / deviсе сategories and
сonforпls to thе requiгenrents of this Direсtive. |t is subjeсt to peгiodiса| surveillаnсe' Sее a|so
notes сlveг|eaf'

Report No.: 713125906 2

Date, 20'18-06-07
Stefan PгeiR

, 
.r 

r. ,,,

ТUV sUD Produсt Serviсe GmbH is Notified Body with identifiсation no. bteз
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Attaсhment to Certifiсate no Gzs 1B 02 15692 045
dated 2018-06-07

Mediсal Deviсes Class l

Products / Product Groups:

Sterile Guedei aiгwаys
Steгile video Carnеra dгapes
Steгile examination gIoves
Steгjle сatheteг kits
Sterile sutuгe remova| kits
Sterile uгine dгainage bags
Steгi]e infusion аCсessorles
Stегile Rепlover foг s}<in stapleг
Steгi|e сover foг surgiсal light hand|e

Muniсh, сRT, 201 8-06-07

| / ./
t.'щ|

Stefan PreiB

Page 2 ot 2-

тUv sUо Pгorluсt Serviсe GmbH ZertifizieгsteIle ' tidlerstгаRe 65 . s0з39 Miinсhen . Germany TtJVФ



Attасhment to Certifiсаte no G2s tB 02 15692 045
dated 2018-06-07

Produсt Seгviсe

Mediсal Deviсes Class l

Products / Produсt Groups:

Steгilе Guedеl aiпvays
Steгilе vidеo сarnегa drapes
Steгile examination gloves
Steгile сatheter kits
Steгile sutuгe removal kits
Sterile uгine dгаinage bags
SteгiIe infusion aссessor|es
Steгile Reпtover foг skin stapleг
Steri|e сover for surgiсaI light handle

Mutriсh, CRТ, 2018-06-07 
''',I

ll / i
t ' ',uч,| i

Stefan PгeiB \
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Ес certifiсate
Ec Design-Еxam ination Certifiсate
Direсtive 9Зl42IЕЕс on Medicat Deviсes (MDD)' Annex Il (4)
(Deviсes in Class lll)

No. G7 18 03 15692 048

Manufaсturer:

Produсt:

Model(s):

Report no.:

Valid from:
Vаlid until:

Parameters:

Тhe Ceгtifiсation Body of ТUV SUD Produсt Serviсе GmbH deсlares that a design eхamination
has bеen сarried out on the respeсtivе deviсes jn aссoгdаnсe with MDD Annex || (4). Тhe design
of the deviоes сonfоrms to thе requirements of this Direсtive. For marketing of these deviсes an
additional Annex lI сeгtifiсаtе is mаndatory. See а|so notes over|eaf.

P. J. Dahlhausen & Co. GmbH
E rni|-Hoffmann-Stг. 53

50996 Kёln

GERMANY

Non.Aсtive Mediсal Deviсes

Spinal Need|e K-3 Lanсet Point
Spinal Need|e Penсil Point

see attaсhment

713124836

2015-04-24
202З-04-23

Dаte, 2018-04-19
Stefan PreiR

TUV sUD Produсt Seгviсe GmbH is Notified Body with identifiсation no. 0123
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Attaсhment for Certifiсаte no G7
valid from 2018-04-24

18 03 15692 048 Produсt Serviсе

Parameteгs.
Spina| Needle K.3 Lanсet point

1

i zо: 
',i 

.26тz0

I

| тв.llз эi.oзs

grey

т6'111.25-12

1 Size Lenqth Colour Gode
18 G t1,25 mm) 3,0 inсh (76 mm) rose

5 i 18 G ('1,25 mm 3,5 inсh (B9 mm) rose
19G('l,05mm 3'0 inсh (76 mrn) ivory

9,!.jngh (-8_qщцl
1.5 inсh (38 mm
3,0 inсh (76 mm) vellow

i 20 G (0,90 mm) 3,5 inсh (89 mm) ye!-ow
q I a,!-_q (0-B! mm)"*
5 | 21 G (0,80 mm)

3,0
3,5

inсh (76 Щm) 
-nсh (89 mm)

.-grеen 
. '-

gгeen
5 | 22 G (0.72 mm 1.5 nоh (38 mm) blaсk

i lieht blue :

I

I

I orange
I

L
i brown
i
I

у."***-
I grey
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Attасhment for Geгtifiсate no Gт 18 03 15692 048
vаlid fгom 2018.04.24

Produсt Seгviсe

Parаmeteгs:
Spinаl Needlе Pеnсil Point

i]-22iizlЩГI/.-ёр;щ1fi

lr

l with intгoduсeг nеed|e

-l -zpSjQ!Q-щn,t_. za:iz'zs.o:]5 I}5 G (059 йm)
with introduсer neеdle
20 G (0.90 mm
25 G (0,59 mm)
with intгoduсer needlе

76.222.26.035 26 G (0,47 mm)
with tntгoduсеr nеedle

т в .iГz*в' 1 20 #9ёa-я*Ё*,- \

RЕF
7sц2,^zzo-_з!

! 22 G (o,72 mm) [ 3,5 inсh (B9 mm)
i with iпtгoduсeг neесlle I l,s lпсrr (3B mm)

1-в-S*l1'zl_щФ-.
4'72 inсh (120 mm
5,9 inсh (150 mm)
1,5 inсh (38 п'm)

3,5 inсh (89 mm)
1.5 inсh (38 mm)

4,72 inch (120 mm)

1,5 inсh (3B mm)

4]2 nch-(120 mm)
1,5 inch (38 mm)

J,5 inсh (38 mm)i with guide needle 22 G
__j-tq,72 mm) .._..

76.222.27.120 i 27 G (O,42 mm)

Muniсh, MHs-сRl., 2018-04-1 9

| / .J
t. t uuryrl
Stefаn PrеiB

4,72 inch (120 mm)
yrith lntroduсеr neeсl|е 1,5 inсh (ЗB mm)

29 G (0,35 mm) 3,5 inсh (89 mm)

76.222.25,120

Pаgе 3 oi 3
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Pгoduсt Sеrviсe

сERTlFlсAТЕ
No. Q5 1B 03 15692 049

Holder of Geгtifiсate:

Faсility(ies):

Certifiсation Mark:

Sсope of Geftifiсate:

Applied
Standard(s):

P. J. Dahlhausen & Go. GmbH
Emil-Hoffmann-Str. 53

50996 KOln

GERMANY

P. J. Dahlhausen & Co. GmbH
Еmil-Hoffmann-Stг' 53, 50996 Ko|n. GЕRMАNY

Design and development, Configuration аnd
Distribution of mediсal produсts for anаesthesia,
surgery intensiv сare and ward

EN ISO 13485:2016
Mediсa| deviсes - Qua|ity management systems -
Rеqutгements foг regulatory purposes
(lSO 13485:2016)
D|N ЕN |so 13485:20'16

713128266

2018-07-01

2021-06-30

#fr

The Cегtifiсation Body of TUV SUD Pгoduсt Sеrviсe GmbH сedifies that the сompany mentioned
above has estab|ished and is maintaining a quality management system, whiсh meets the
геquiгements of the listed standard(s). See a|so notes over|eaf.

Report No.:

Valid from:
Valid until:

Date, 2018-06-22

Page 1 of 1

Stefаn PгeiR

' 1,,,

тuv sUn Produсt Serviсe GmhH , ZertifizierstetIe . пioterstгaBЁ.65'

( nдккsll 
DсUtsсhe
Akkrеditierungsstе| tе

D.zM- lr з2l.01.00

.п)

. Gеrmanу TtЛ./*..drt'зg Мilпohen
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