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We

B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen

erkldren in eigener Verantwortung,
dass das/die Produkt/e

Saure Bicarbonat-Hamodialyse-Konzentrate Zubehire fiir

Hamodialyse Konzentrate
Klasse | steril
(Artikelnummern siehe Anlage |)
mit den Anforderungen der folgenden Richtlinie
libereinstimmt/libereinstimmen:
Richtlinie 93/42/EWG des Rates vom
14. Juni 1993 iiber Medizinprodukte
Konformitdtsbewertungsverfahren:
nach Anhang |l mit Ausnahme der nummer (4)
der oben genannten Richtlinie
Klassifizierung

gemaB Anhang IX der oben genannten Richtlinie:

Klasse Ilb, Regel 3
EG-Zertifikat Nr.
G117 11 66097 086

Konformitatsbewertungsverfahren:
nach Anhang V und Anhang VIl
der oben genannten Richtlinie

Klassifizierung

gemiB Anhang IX der oben genannten Richtlinie:

Klasse | sterile, Regel 1
EG-Zertifikat Nr.
G2S 17 08 66097 082

Benannte Stelle:

TUV SUD Product Service GmbH
RidlerstraBe 65, 80339 Miinchen, Deutschland
Kennnummer 0123
Datum der ersten CE-Kennzeichnung:
1998-09
Doc #: 71/04-RA/[sz
Doc Rev #:31.0
Rev date: 2018-02-05
Giiltigkeit dieser Erklarung:
von 2018-02-17
bis 2023-01-09

Radeberg, (0 _«f'rf ~ad =AYy

f

“’ " : |
' / [ / [ | A
' ”{ [ t \ .’\(Q ."‘ ;I‘
Anton Deisser [ . Al
Head of CoE Fluidd Eamtehirs s A Bipaenbfes
Reason: MoldSign Signature
Location: Moldova

Mirandola, ‘\LO\ g -O1- O&

M. Giwliana Gavioli

#ad of Division RA

hereby declare in our own responsibility
that the product/s
Acidic Bicarbonate Haemodialysis Concentrates
Accessories for HD concentrates
Class | sterile
(article numbers see attachment |)
isfare in compliance with the following directive:

Council Directive 93/42/EEC of 14 June 1993
concerning medical devices
Conformity assessment procedure:
according to annex |l excluding (4)
of the Directive named above
Classification
according to annex IX of the Directive named above:
Class llb, Rule 3
EC Certificate No.

G117 11 66097 086

Conformity assessment procedure:
according to annex V and Annex VI|
of the Directive named above
Classification
according to annex IX of the Directive named above:
Class | sterile, Rule 1
EC Certificate No.

G2S 17 08 66097 082

Notified body:

TUV SUD Product Service GmbH
RidlerstraBe 65, 80339 Munich, Germany
Identification number 0123
Date of first CE-marking:
1998-09
Doc #: 71/04-RA/[sz
Doc Rev #:31.0
Rev date: 2018-02-05
Validity of this declaration:
from 2018-02-17
until 2023-01-09

Doc #: 71/04-RA/sz- Rev 31.0



B BRAUN

Hemodialysis Concentrate

Art.Nr. [ Artikelbezeichnung

Art. No.
11

17
39
86
88
93
96
98
116
17
118
119
124
129
131
133
136
137
138
147
149
201
204
212
214
223
225
226
239
240
247
253
334
335

Article description
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

L

Declaration of Conformity

(Form)

SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW

Anlage | [ Attachment |

166 A
95 A
376 A
397 A
195 A
286 A
285 A
285 A
285 A
284 A
286 A
277 A
241 A
226 A
195 A

CONT 300 L
CANISTER 6 L
CONT 800 L
CONT 800 L
CONT 300 L
CONT 300 L
CONT 300 L
CONT 500 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CONT 800 L
CANISTER 10 L
CONT 500 L
CANISTER 10 L

178 A CANISTER 6 L

262 A
178 A
178 A
102 A
95 A
101 A
127 A
178 A
231A
230 A
192 A
231 A
230 A
231 A
171 A
154 A
260 A
166 A

Radeberg, 204K - O - A

L J zZ/g / )

Anton Deisser
Head of CoE Fluids, Concentrates and Disposables

CANISTER 10 L
CANISTER 10 L
CONT 300 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CONT 300 L
CONT 800 L
CONT 800 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CONT 300 L
CONT 300 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L

B. Braun Avitum

{ B. Braun Avitum Italy S.p.A.}

Form-ID

Version:

Page:

Klasse [

Class
IIb

llb
llb
b
b
b
b
b
b
b
b
b
b
b
b
b
b
b
b
b
b
b
b
b
Ib
Ib
lb
lb
Ilb
b
b
b
b
b

Mirandola, ZOIf - O1- of

Dr. Giuliana Gavioli

Head of Division RA

Doc #: 71/04-RA/sz- Rev 31.0
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B BRAUN

Art.Nr. | Artikelbezeichnung

Art. No.

349
362
364
366
368
565
577
585
595
3203
3212
3216
3227
3228
3251
3253
3273
3321
3322
3336
3341
3342
3343
3357
3397
3399
3424
6805
6806
6807
6808
6809
6827
6828
6829
6830
6832
6833

Article description
ACIDIC HD CONCENTRATE

ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

Radeberg, \0/{5 O

L(lcf«j{

Anton Deisser

Head of CoE Fluids, Concentrates and Disposables

Declaration of Conformity
(Form)

SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW

93 A CANISTER 10L

95 A
139 A
262 A
436 A
102 A
172 A
156 A
173 A
163 A
154 A
440 A
184 A
184 A
196 A
197 A
196 A
226 A
285A
156 A
247 A
248 A
247 A
154 A
248 A
247 A
230 A
423 A
425 A
417 A
434 A
435 A
248 A
434 A
248 A
423 A
434 A
434 A

= /T{

CONT 300 L
CONT 800 L
CONT 800 L
CANISTER 10 L
CONT 300 L
CANISTER 10 L
CONT 800 L
CANISTER 10 L
CANISTER 10 L
CONT 800 L
CONT 800 L
CANISTER 10 L
CONT 800 L
CANISTER 6 L
CANISTER 10 L
CANISTER 10 L
CONT 800 L
CONT 800 L
CANISTER 10 L
CONT 800 L
CANISTER 10 L
CANISTER 10 L
CONT 300 L
CONT 800 L
CONT 300 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 10 L
CONT 300 L
CONT 300 L
CONT 500 L
CONT 800 L

Mirandola,

) .
'O o
Dr. Giuliana-Gavioli

Head of Division RA

B. Braun Avitum

{ B. Braun Avitum ltaly S.p.A.}
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Version:

Page:

Klasse [

Class
b

b
b
b
b
b
b
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lb
b
lb
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lb
llb
llb
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llb
b
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b
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B BRAUN

Art.Nr. / Artikelbezeichnung

Art. No.

6834
6835
6836
7178
7181
7182
7224
7233
7278
7280
7281
7293
7298
7299
7305
7306
7324
7377
7379
7380
7381
7393
7399
7402
7405
7406
7408
7409
7410
7411
7412
7413
7414
7418
7420
7421
7422
7423

Article description
ACIDIC HD CONCENTRATE

ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

Declaration of Conformity

(Form)

SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
Sw
SW
Sw
Sw
Sw
Sw
SW
Sw
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW

206 A
451 A
481 A
127 A
381 A
380A
139 A
95 A
127 A
380A
381A
393A
393A
415 A
431 A
251 A
139 A
262 A
397 A
380 A
381A
393 A
397 A
423 A
446 A
449 A
445 A
446 A
445 A
448 A
449 A
219A
450 A
723 A
454 A
455 A
456 A
457 A

Radeberg, 2(/ ,{dg O ,((

/ L’\’L ,f /

Anton Deisser
Head of CoE Fluids, Concentrates and Disposables

L L

\

CONT 300 L
CONT 300 L
CONT. 800 L
CONT 800 L
CONT 800 L
CONT 800 L
CONT 500 L
CONT 500 L
CONT 500 L
CONT 500 L
CONT 500 L
CONT 500 L
CONT 800 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CONT 300 L
CONT 300 L
CANISTER 6 L
CONT 300 L
CONT 300 L
CONT 300 L
CONT 300 L
CONT 500 L
CONT 500 L
CONT 500 L
CONT 300 L
CONT 300 L
CONT 500 L
CONT 500 L
CONT 300 L
CONT 300 L
CONT 300 L
CONT 300 L
CONT 800 L
CONT 800 L
CONT 500 L
CONT 500 L

B. Braun Avitum

Form-ID
Version:
Page:

WIE -

fpores

Dr. Giuliana Gavioli
Head of Division RA

Mirandola,

Doc #: 71/04-RA/sz- Rev 31.0

Klasse [
Class
|lb

b
llb
b
b
b
llb
llb
llb
llb
llb
llb
llb
Ib
lib
llb
lb
llb
llb
Ilb
llb
llb
llb
b
b
b
b
b
b
b
llb
b
b
b
b
b
b
b
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B/ BRAUN

Art.Nr. / Artikelbezeichnung

Art. No.

7424
7425
7426
7427
7428
7429
7430
7433
7434
7435
7436
7437
7438
7440
7442
7448
7449
7453
7454
7455
7456
7457
7458
7459
7460
7461
7508
7524
7530
7532
7534
7535
7537
7538
7541
7542
7543
7544

Article description
ACIDIC HD CONCENTRATE

ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

Declaration of Conformity
(Form)

SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
Sw

458 A
442 A
448 A
446 A
436 A
444 A
166 A
436 A
478 A
184 A
417 A
445 A
448 A
449 A
482 A
444 A
453 A
248 A
803 A
808 A
808 A
813 A

SW 478 A
SW723 A

SW
Sw
SW
Sw
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW

286 A
436 A
240 A
139 A
443 A
444 A
445 A
446 A
219A
448 A
449 A
450 A
451 A
215A

Radeberg, Q-’QA’{f -02- 4y

szft [

Anton Deisser

Head of CoE Fluids, Concentrates and Disposables

CONT 500 L
CONT 300 L
CONT 300 L
CONT 800 L
CONT 500 L
CONT 800 L
CONT 800 L
CONT 300 L
CANISTER 6 L
CANISTER 6 L
CONT 800 L
CONT 800 L
CONT 800 L
CONT 800 L
CONT 500 L
CONT 300 L
CONT 500 L
CONT 500 L
CONT 800 L
CONT 800 L
CONT 500 L
CONT 500 L
CONT 800 L
CONT 800 L
CONT 500 L
CONT. 800 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L

Mirandola,

B. Braun Avitum

{ B. Braun Avitum Italy S.p.A.}

Form-ID
Version:
Page:

Klasse [
Class
lb
llb
Ilb
llb
llb
llb
llb
llb
llb
llb
llb
llb
llb
b
b
b
b
Ilb
Ilb
Ilb
Ilb
Ilb
Ilb
b
b
b
b
b
llb
b
Ilb
Ilb
b
llo
llb
o
b
Ilb
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Dr. Giuliana‘@avioli
Head of Division RA

e
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B BRAUN

Art.Nr. / Artikelbezeichnung

Art. No.

7548
7565
7566
7569
7575
7576
7578
7580
7581
7584
7590
7592
7593
7594
7597
7598
7610
7612
7616
7618
7619
7622
7625
7626
7627
7628
7629
7630
7631
7632
7635
7638
7644
7645
7704
7705
7706
7713

Article description
ACIDIC HD CONCENTRATE

ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

Radeberg, 7y AL -3

Anton Deisser

Head of CoE Fluids, Concentrates and Disposables

—//(.[

Declaration of Conformity
(Form)

SW 439 A CANISTER 10 L
SW 365A CANISTER 10 L
SW 366 A CANISTER 10 L
SW 405A CANISTER 10 L
SW 375A CANISTER 10 L
SW 376 A CANISTER 10 L
SW 127 A CANISTER 10 L
SW 380 A CANISTER 10 L
SW 381 A CANISTER 10 L
SW 408 A CANISTER 6L

SW 390 A CANISTER 10 L
SW 414 A CANISTER 10 L
SW 393 A CANISTER 10 L
SW 239 A CANISTER 10 L
SW 397 A CANISTER 10 L
SW 453 A CANISTER 10 L
SW 501 A CANISTER 10 L
SW 525 A CANISTER 10 L
SW 601 A CANISTER 10 L
SW 642 A CANISTER 10 L
SW 649 A CANISTER 10 L
SW 276 A CANISTER 10 L
SW 721 A CANISTER 10 L
SW 722 A CANISTER 10 L
SW 723 A CANISTER 10 L
SW 724 A CANISTER 10 L
SW 501 A CANISTER 6 L

SW 725 A CANISTER 6 L

SW 725 A CANISTER 10 L
SW 726 A CANISTER 6 L

SW 432 A CANISTER6 L

SW 603 A CANISTER 10 L
SW 726 A CANISTER.10 L
SW 452 A CANISTER1O L
SW284 A CANISTER 6L
SW 460 A CANISTER 10 L
SW 461 A CANISTER 10 L
SW 154 A CANISTER 6 L

Mirandola,

B. Braun Avitum

{ B. Braun Avitum lItaly S.p.A.}

Form-1D

Version:

Page:

Klasse [

Class
b
b
b
b
b
b
b
llb
llb
llb
b
b
Ilb
Ilb
Ilb
b
llb
llb
llb
llb
llb
llb
llb
llb
llb
llb
b
b
b
Ilb
Ilb
Ilb
Ilb
Ilb
Ilb
Ilb
Ilb
Ilb
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6 of 10
Regel /

Rule
3

W W W WwWWwWwWwWwWwwWwWwWWwWW WWwWWwWwWwWwWwWwwwWwwwwwwwwwwwwww

21§ -0 - 08
Qo s {0

Dr. Giuliana Gavioli
Head of Division RA
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B BRAUN

Art.Nr. /| Artikelbezeichnung

Art. No.

#1115
7724
7725
7726
7727
7729
7732
7733
7734
7735
7736
7737
7775
7776
PETT
7778
7780
7781
7782
7786
7793
7796
7797
7799
7803
7804
7819
7820
7821
7823
7825
7826
7829
7830
7831
7832
7834
7836

Article description
ACIDIC HD CONCENTRATE

ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

Declaration of Conformity
(Form)

SW
Sw
Sw
SW
Sw
SW
Sw
SwW
Sw
Sw
SW
Sw
Sw
Sw
Sw
SW
Sw
Sw
Sw
Sw
Sw
Sw
Sw
Sw
SW
SW
Sw
sw
Sw
SW
Sw
Sw
Sw
SW
Sw
Sw
Sw
Sw

442 A
139 A
446 A
449 A
451 A
219A
436 A
445 A
448 A
552 A
723 A
728 A
375 A
376 A
262 A
127 A
380 A
381 A
285A
603 A
393 A
439 A
430 A
447 A
731A
525 A
127 A

CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 5 L

93 A CANISTER 5 L

139 A
172 A
196 A
215 A
376 A
380 A
95 A
102 A
130 A
173 A

Radeberg, 200§ - 02 - ¢

L / (t_ A

Anton Deisser ¥
Head of CoE Fluids, Concentrates and Disposables

“'; \
LN

CANISTER 5 L
CANISTER 5 L
CANISTER 5 L
CANISTER 5 L
CANISTER 5 L
CANISTER 5 L
CANISTER5 L
CANISTER 5 L
CANISTER 5 L
CANISTER 5 L

Mirandola,

B. Braun Avitum

{ B. Braun Avitum Italy S.p.A.}

Form-1D
Version:
Page:

Klasse [
Class
IIb
IIb
b
b
b
b
Ilb
IIb
Ilb
Ilb
IIb
IIb
b
IIb
Ilb
IIb
b
Ilb
IIb
b
Ilb
IIb
b
Ilb
b
b
Ilb
b
IIb
b
b
b
b
b
IIb
Ilb
IIb
Ilb
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Head of Division RA
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B BRAUN

Art.Nr. [ Artikelbezeichnung

Art. No.

7837
7908
7936
7937
7938
7954
7961
7969
7971
7973
7974
7975
7978
7979
7985
7986
7988
8018
8019
8020
8021
8026
8027
8232
8275
8471
8473
8475
8478
8481
8490
8491
8496
8498

Article description
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

Declaration of Conformity

(Form)

SW 154 A

CANISTER 5 L

HDY 320 HELP CANISTER 6L

SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW

417 A
256 A
479 A
390A
127 A
418 A
441 A
424 A
275 A
286 A
721 A
480 A
423 A
SW 423 A
SW 425 A
SW 806 A
SW 808 A
SW813 A
SW 475 A
SW 802 A
SW 803 A
SW 286 A
SW 95A
SW 72A
SW 163 A
SW 166 A
SW 192 A
SW 195 A
SW 276 A
SW 278 A
SW 470 A
SW 472 A

Radeberg, 20/(49 = O <. Ay

®

Anton Deisser
Head of CoE Fluids, Concentrates and Disposables

Fi /
A

]

!.

j‘
i
UL

CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 5 L
CANISTER 8 L (7LF)
CANISTER 10 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 10 L
CANISTER 10 L
CONT 800 L
CANISTER 10 L
CANISTER 4,7 L
CANISTER 4,7 L
CANISTER 4,7 L
CANISTER 4,7 L
CANISTER 4,7 L
CANISTER 4,7 L
CONT 800 L
CONT 500 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 6 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L

Mirandola,

B. Braun Avitum

{ B. Braun Avitum Italy S.p.A.}

Form-ID
Version:
Page:

Klasse /
Class
IIb
Ilb
Ilb
Ilb
Ilb
Ib
Ilb
Ilb
IIb
Ilb
Ilb
llb
llb
IIb
b
b
llb
b
llb
IIb
b
Ilb
IIb
b
b
Ilb
IIb
119]
Ilb
llb
Ilb
llb
b
[lb
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Dr. Giuliana Gavioli
Head of Division RA
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B. Braun Avitum
{ B. Braun Avitum Italy S.p.A.}

B ' BRAUN I(Z'):%c;:;'atlon of Conformity FormeID e —
Version: A
Page: 9 0of 10

Art. Nr. / Artikelbezeichnung Klasse / Regel /
Art. No. Article Description Class Rule
7210802 ACIDIC HD CONCENTRATE SW 466 A 4,7 L Bag b 3
7210820 ACIDIC HD CONCENTRATE SW 462 A 4,7 L Bag llb 3
7210821 ACIDIC HD CONCENTRATE SW 4863 A 4,7 L Bag b 3
7210822 ACIDIC HD CONCENTRATE SW 464 A 4,7 L Bag b 3
7210823 ACIDIC HD CONCENTRATE SW 465A 4,7 L Bag b 3
7210824 ACIDIC HD CONCENTRATE SW 467 A 4,7 L Bag b 3
7210846 ACIDIC HD CONCENTRATE SW 462 A 4,7 L Canister llb 3
7210848 ACIDIC HD CONCENTRATE SW 464 A 4,7 L Canister b 3
7210854 ACIDIC HD CONCENTRATE SW 468 A 4,7 L bag llb 3
7210870 ACIDIC HD CONCENTRATE SW 475A 4,7 L bag llb 3
7211296 ACIDIC HD CONCENTRATE SW 451A 4.7 L bag b 3
7211701 ACIDIC HD CONCENTRATE SW 806 A 4,7 L Canister Ilb 3
7211702 ACIDIC HD CONCENTRATE SW 802 A 4,7 L Canister Ib 3
7211703 ACIDIC HD CONCENTRATE SW 803 A 4,7 L Canister Ib 3
7211704 ACIDIC HD CONCENTRATE SW 804 A 4,7 L Canister lb 3
7211705 ACIDIC HD CONCENTRATE SW 808 A 4,7 L Canister llb 3
7211706 ACIDIC HD CONCENTRATE SW 813 A 4,7 L Canister 1] 3
7211707 ACIDIC HD CONCENTRATE SW 475 A 4,7 L Canister Ib 3
7211048 ACIDIC HD CONCENTRATE SW 466 A 3.8 L Bag lb 3
7211049 ACIDIC HD CONCENTRATE SW 467 A 3.8 | Bag Ilb 3
7211050 ACIDIC HD CONCENTRATE SW 465 A 3,8 | Bag lb 3
7211051 ACIDIC HD CONCENTRATE SW 463 A 3,8 | Bag llb 3
7211052 ACIDIC HD CONCENTRATE SW 464 A 3,81 Bag llb 3
7211053 ACIDIC HD CONCENTRATE SW 468 A 3,81 Bag b 3
7211054 ACIDIC HD CONCENTRATE SW 475 A 3,8 | Bag llb 3
7211055 ACIDIC HD CONCENTRATE SW 462 A 3,81 Bag llb 3
7211045 ACIDIC HD CONCENTRATE SW 724 A 5,5 L Bag lb 3

Additives for Acidic Bic HD Concentrates

Art. Nr. / Artikelbezeichnung Klasse / Regel /
Art. No. Article Description Class Rule
230 Kaliumchlorid 26,1% 78 ml [lb 3
231 Kaliumchlorid 26,1% 100 ml llb 3
232 Kaliumchlorid 26,1% 60 ml Ilb 3
341 Calciumchlorid 12,9% 100 ml b 3
) , 1 §- 01' :ﬁ
Radeberg, 7 44 - 07 - A¢ Mirandola, 1018
LA |
Anton De|sser 'A Dr. Giuliana Gavioli
Head of CoE Flmds. Concentrates and Disposables Head of Division RA

Doc #: 71/04-RA[sz- Rev 31.0




B‘ BRAUN R:icilrﬁ;'ation of Conformity

Accessories for HD concentrates

Art. Nr. /
Art. No.

7210768
7210769
7210770
7210783
7210836
7210893

LAy [ 1

Anton Deisser |

Artikelbezeichnung

Article Description

Connection Set for Baxter (EO)

Connection Set for Gambro (EQ)

Connection Set for Dialog (EO)

Connector for acidic concentrate bags on Dialog
Connector for acid concentrates in bag

Y Connector for acid concentrate bags on Dialog

B. Braun Avitum

{ B. Braun Avitum lItaly S.p.A.}
Form-ID SOP-MBC574
Version:

Page: 10 of 10

Klasse / Regel /
Class Rule

| Sterile
| Sterile
| Sterile
| Sterile
| Sterile
| Sterile

Uy

Radeberg, 20118 —02 - 14 Mirandola, ~ LO\§- O1-S
RS
[ Dr. Giuliana“Gavioli
Head of CoE Fluids, Concentrates and Disposables Head of Division RA

Doc #: 71/04-RA/sz— Rev 31.0
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Best Trados

biron deTraduncers
Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office @besttrados.ro
VALERICA PATRU
Tel.: +40 722 555 883

Traducere din limba engleza

B BRAUN
Declaratie de Conformitate
(FORMULAR)
B. Braun Avitum
{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574
Versiune: A
Pagina 1 din 10
Subscrisa

B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Germania
Declaram prin prezenta pe propria raspundere ca produsul/ele

Solutii bicarbonate acide pentru hemodializa

Accesorii pentru solutii HD

Clasa I sterila
(numerele articolelor se gasesc in anexa I)
este/sunt in conformitate cu urmatoarea directiva
Directiva Consiliului 93/42/CEE din 14 iunie 1993 cu privire la Dispozitivele medicale

Procedura de Evaluare a Conformitatii
conform anexei II excluzand (4)
a Directivei de mai sus

Clasificare
conform anexei IX la Directiva amintitd mai sus,
Clasa IIb, Regula 3

Nr. certificat CE
G117 10 66097 086

Proceduri de Evaluare a Conformitatii
conform anexei V si VII
la Directiva amintitd mai sus

Clasificare
conform anexei IX la Directiva amintitd mai sus,
Clasa I sterild, Regula 1
Nr. certificat CE
G117 10 66097 086

Agentie Notificata
TUV SUD Product Service GmbH
Ridlerstrasse 65 80339 Munchen, Germania
Numar identificare 0123

Data primului marcaj CE
1998-09
Doc #: 71/04-RA/sz
Revizuire doc #: 31.0
Data revizuirii: 05.02.2018



Valabilitatea acestei declaratii:
dela 17.02.2018
pana la 09.01.2023
Radeberg, 14.02.2018
Anton Deisser
Director Fluide, concentrate si instrumente de unica folosintd CoE
-semnatura indescifrabila-
Mirandola, 08.02.2018
Dr. Giuliana Gavioli
Director Divizie RA
-semnatura indescifrabila-



B BRAUN

Nr. art.

Descriere articol

Declaratie de Conformitate

(FORMULAR)

Anexa |

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574

Versiune: A
Pagina 2 din 10

Regula

11
17
39
86
88
93
96
98
116
117
118
119
124
129
131
133
136
137
138
147
149
201
204
212
214
223
225
226
239
240
247
253
334
335

ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

Radeberg, 14.02.2018
Anton Deisser

Director Fluide, concentrate si instrumente de unica folosinta CoE

-semnatura indescifrabila-

SW
SW
SW
SW
SW
SW
SW
SW
SwW
SW
SW
SW
SW
SwW
SW
SwW
SwW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW

166 A
95 A
376 A
397 A
195 A
286 A
285 A
285 A
285 A
284 A
286 A
277 A
241 A
226 A
195 A
178 A
262 A
178 A
178 A
102 A
95 A
101 A
127 A
178 A
231A
230 A
192 A
231A
230 A
231A
171 A
154 A
260 A
166 A

CONT 300 L
CANISTER 6 L
CONT 800 L
CONT 800 L
CONT 300 L
CONT 300 L
CONT 300 L
CONT 500 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CONT 800 L
CANISTER 10 L
CONT 500 L
CANISTER 10 L
CANISTER 6 L
CANISTER 10 L
CANISTER 10 L
CONT 300 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CONT 300 L
CONT 800 L
CONT 800 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CONT 300 L
CONT 300 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L
CANISTER 10 L

Ilb
Ilb
Ilb
Ilb
b
Ilb
Ilb
Ilb
b
IIb
b
IIb
b
b
b
b
b
lb
b
IIb
b
b
b
Ilb
b
b
Ilb
b
b
Ilb
Ilb
Ilb
Ilb
IIb

W W W WwWwwWwwWwWwwWw WwWwWwWwWwwwwwWw Www wWwWwWwWwwwwww

Mirandola, 08.02.2018
Dr. Giuliana Gavioli
Director Divizie RA

-semnatura indescifrabila-



B BRAUN

Declaratie de Conformitate

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574

(FORMULAR)
Nr. art. Descriere articol Clasa Regula
349 ACIDIC HD CONCENIKAIE SW 93 A CANISIER 10 L o 3
362 ACIDIC HD CONCENTRATE SW 95A  CONT 300 L Ilb 3
364 ACIDIC HD CONCENTRATE SW 139 A CONT 800 L Ilb 3
366 ACIDIC HD CONCENTRATE SW 262 A CONT 800 L Ib 2
368 ACIDIC HD CONCENTRATE SW 436 A CANISTER 10 L Ilb 3
565 ACIDIC HD CONCENTRATE SW 102 A CONT 300 L Ilb 3
577 ACIDIC HD CONCENTRATE SW 172 A CANISTER 10 L Ilb 3
585 ACIDIC HD CONCENTRATE SW 156 A CONT 800 L llb 3
595 ACIDIC HD CONCENTRATE SW 173 A CANISTER 10 L b 3
3203 ACIDIC HD CONCENTRATE SW 163 A CANISTER 10 L Ilb 3
3212 ACIDIC HD CONCENTRATE SW 154 A CONT 800 L Ilb 3
3216 ACIDIC HD CONCENTRATE SW 440 A CONT 800 L Ilb 3
3227 ACIDIC HD CONCENTRATE SW 184 A CANISTER 10 L Ilb 3
3228 ACIDIC HD CONCENTRATE SW 184 A CONT 800 L Ilb 3
3251 ACIDIC HD CONCENTRATE SW 196 A CANISTER 6 L Ilb 3
3253 ACIDIC HD CONCENTRATE SW 197 A CANISTER 10 L Ilb 3
3273 ACIDIC HD CONCENTRATE SW 196 A CANISTER 10 L Ilb 3
3321 ACIDIC HD CONCENTRATE SW 226 A CONT 800 L I1b 3
3322 ACIDIC HD CONCENTRATE SW 285A  CONT 800 L I1b 3
3336 ACIDIC HD CONCENTRATE SW 156 A CANISTER 10 L Ilb 3
334 ACIDIC HD CONCENTRATE SW 247 A CONT 800 L Ilb 3
3342 ACIDIC HD CONCENTRATE SW 248 A CANISTER 10 L Ilb 3
3343 ACIDIC HD CONCENTRATE SW 247 A CANISTER 10 L Ilb 3
3357 ACIDIC HD CONCENTRATE SW 154 A CONT 300 L Ilb 3
3397 ACIDIC HD CONCENTRATE SW 248 A CONT 800 L Ilb 3
3399 ACIDIC HD CONCENTRATE SW 247 A CONT 300 L Ilb 3
3424 ACIDIC HD CONCENTRATE SW 230 A CANISTER 6L IIb 3
6805 ACIDIC HD CONCENTRATE SW 423 A CANISTER 6 L Ilb 3
6806 ACIDIC HD CONCENTRATE SW 425A CANISTER 6 L b 3
6807 ACIDIC HD CONCENTRATE SW 417 A CANISTER 6 L Ilb 3
6808 ACIDIC HD CONCENTRATE SW 434 A CANISTER 6L Ilb 3
6809 ACIDIC HD CONCENTRATE SW 435A  CANISTER 6L IIb 3
6827 ACIDIC HD CONCENTRATE SW 248 A CANISTER 6L Ilb 3
6828 ACIDIC HD CONCENTRATE SW 434 A CANISTER 10 L Ilb 3
6829 ACIDIC HD CONCENTRATE SW 248 A CONT 300 L IIb 3
6830 ACIDIC HD CONCENTRATE SW 423 A CONT 300 L b 3
6832 ACIDIC HD CONCENTRATE SW 434 A CONT 500 L IIb 3
6833 ACIDIC HD CONCENTRATE SW 434 A CONT 800 L Ilb 3

Radeberg, 14.02.2018
Anton Deisser

Director Fluide, concentrate si instrumente de unica folosinta CoE
-semndtura indescifrabila-

Versiune: A

Pagina 3 din 10

Mirandola, 08.02.2018
Dr. Giuliana Gavioli
Director Divizie RA

-semnatura indescifrabila-



B BRAUN

Declaratie de Conformitate

(FORMULAR)

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574

Versiune: A
Pagina 4 din 10

Nr. art. Descriere articol Regula
6834 ACIDIC HD CONCENTRATE SW 206 A CONT 300 L I1b 3
6835 ACIDIC HD CONCENTRATE SW 451 A CONT 300L Ilb 3
6836 ACIDIC HD CONCENTRATE SW 481 A CONT. 800 L Ilb 3
7178 ACIDIC HD CONCENTRATE SW 127 A CONT 800 L Ilb 2}
7181 ACIDIC HD CONCENTRATE SW 381 A CONT 800 L Ilb 3
7182 ACIDIC HD CONCENTRATE SW 380 A CONT 800 L Ilb 3
7224 ACIDIC HD CONCENTRATE SW 139 A CONT 500 L IIb 3
7233 ACIDIC HD CONCENTRATE SW 95A CONT 500 L Ilb 3
7278 ACIDIC HD CONCENTRATE SW 127 A CONT 500 L Ilb 3
7280 ACIDIC HD CONCENTRATE SW 380 A CONT 500 L Ilb 3
7281 ACIDIC HD CONCENTRATE SW 381 A CONT 500 L Ilb 3
7293 ACIDIC HD CONCENTRATE SW 393 A CONT 500 L Ilb 3
7298 ACIDIC HD CONCENTRATE SW 393 A CONT 800 L Ilb 3
7299 ACIDIC HD CONCENTRATE SW 415A CANISTER6 L 5] 3
7305 ACIDIC HD CONCENTRATE SW 431 A CANISTER 6 L I1b 3
7306 ACIDIC HD CONCENTRATE SW 251 A CANISTER 6 L Ilb 3
7324 ACIDIC HD CONCENTRATE SW 139 A CONT 300 L Ilb 3
7377 ACIDIC HD CONCENTRATE SW 262 A CONT 300 L Ilb 3
7379 ACIDIC HD CONCENTRATE SW 397 A CANISTER 6 L Ilb 3
7380 ACIDIC HD CONCENTRATE SW 380 A CONT 300L Ilb 3
7381 ACIDIC HD CONCENTRATE SW 381 A CONT 300 L Ilb 3
7393 ACIDIC HD CONCENTRATE SW 393 A CONT 300 L Ilb 3
7399 ACIDIC HD CONCENTRATE SW 397 A CONT 300 L Ilb 3
7402 ACIDIC HD CONCENTRATE SW 423 A CONT 500 L Ilb 3
7405 ACIDIC HD CONCENTRATE SW 446 A CONT 500 L llb 3
7406 ACIDIC HD CONCENTRATE SW 449 A CONT 500 L llb 3
7408 ACIDIC HD CONCENTRATE SW 445 A CONT 300 L Ilb 3
7409 ACIDIC HD CONCENTRATE SW 446 A CONT 300 L Ilb 3
7410 ACIDIC HD CONCENTRATE SW 445 A CONT 500 L llb 3
7411 ACIDIC HD CONCENTRATE SW 448 A CONT 500 L llb 3
7412 ACIDIC HD CONCENTRATE SW 443 A CONT 300L llb 3
7413 ACIDIC HD CONCENTRATE SW 219 A CONT 300 L llb 3
7414 ACIDIC HD CONCENTRATE SW 450 A CONT 300 L llb 3
7418 ACIDIC HD CONCENTRATE SW 723 A CONT 300 L llb 3
7420 ACIDIC HD CONCENTRATE SW 454 A CONT 800 L llb 3
7421 ACIDIC HD CONCENTRATE SW 455A CONT 800 L llb 3
7422 ACIDIC HD CONCENTRATE SW 456 A CONT 500 L llb 3
7423 ACIDIC HD CONCENTRATE SW 457 A CONT 500 L llb 3

Radeberg, 14.02.2018
Anton Deisser

Director Fluide, concentrate si instrumente de unica folosinta CoE

-semnatura indescifrabila-

Mirandola, 08.02.2018

Dr. Giuliana Gavioli
Director Divizie RA

-semnatura indescifrabila-



B BRAUN

Declaratie de Conformitate

(FORMULAR)

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574

Versiune: A
Pagina 5 din 10

Nr. art. Descriere articol Regula
7424 ACIDIC HD CONCENTRATE SW 458 A CONT 500 L IIb 3
7425 ACIDIC HD CONCENTRATE SW 442 A CONT 300 L b 3
7426 ACIDIC HD CONCENTRATE SW 448 A CONT 300 L llb 3
7427 ACIDIC HD CONCENTRATE SW 446 A CONT 800 L Ilb 3
7428 ACIDIC HD CONCENTRATE SW 436 A CONT 500 L |lb 3
7429 ACIDIC HD CONCENTRATE SW 444 A CONT 800 L Ilo 3
7430 ACIDIC HD CONCENTRATE SW 166 A CONT 800 L Ilb 3
7433 ACIDIC HD CONCENTRATE SW 436 A CONT300L |lb 3
7434 ACIDIC HD CONCENTRATE SW 478 A CANISTER 6 L 1] 3
7435 ACIDIC HD CONCENTRATE SW 184 A CANISTER 6 L Ilb 3
7436 ACIDIC HD CONCENTRATE SW 417 A CONT 800 L Ilb 3
7437 ACIDIC HD CONCENTRATE SW 445 A CONT 800 L Ilb 3
7438 ACIDIC HD CONCENTRATE SW 448 A CONT 800 L IIb 3
7440 ACIDIC HD CONCENTRATE SW 449 A CONT 800 L Ilb 3
7442 ACIDIC HD CONCENTRATE SW 482 A CONT 500 L Ilb 3
7448 ACIDIC HD CONCENTRATE SW 444 A CONT 300 L b 3
7449 ACIDIC HD CONCENTRATE SW 453 A CONT 500 L b 3
7453 ACIDIC HD CONCENTRATE SW 248 A CONT 500 L b 3
7454 ACIDIC HD CONCENTRATE SW 803 A CONT 800 L b 3
7455 ACIDIC HD CONCENTRATE SW 808 A CONT 800 L b 3
7456 ACIDIC HD CONCENTRATE SW 808 A CONT 500 L 1o 3
7457 ACIDIC HD CONCENTRATE SW 813 A CONT 500 L b 3
7458 ACIDIC HD CONCENTRATE SW 478 A CONT 800 L Ilb 3
7459 ACIDIC HD CONCENTRATE SW 723 A CONT 800 L Ilb 3
7460 ACIDIC HD CONCENTRATE SW 286 A CONT 500 L llb 3
7461 ACIDIC HD CONCENTRATE SW 436 A CONT. 800 L Ilb 3
7508 ACIDIC HD CONCENTRATE SW 240 A CANISTER 10L llb 3
7524 ACIDIC HD CONCENTRATE SW 139 A CANISTER 10 L Ilb 3
7530 ACIDIC HD CONCENTRATE SW 443 A CANISTER 10 L Ilb 3
7532 ACIDIC HD CONCENTRATE SW 444 A CANISTER 10 L b 3
7534 ACIDIC HD CONCENTRATE SW 445 A CANISTER 10 L Ilb 3
7535 ACIDIC HD CONCENTRATE SW 446 A CANISTER 10 L Ilb 3
7537 ACIDIC HD CONCENTRATE SW 219 A CANISTER 10 L Ilb 3
7538 ACIDIC HD CONCENTRATE SW 448 A CANISTER 10 L Ilb 3
7541 ACIDIC HD CONCENTRATE SW 449 A CANISTER 10 L Ilb 3
7542 ACIDIC HD CONCENTRATE SW 450 A CANISTER 10 L Ilb 3
7543 ACIDIC HD CONCENTRATE SW 451 A CANISTER 10 L Ilb 3
7544 ACIDIC HD CONCENTRATE SW 215A CANISTER 10 L IIb 3

Radeberg, 14.02.2018
Anton Deisser

Director Fluide, concentrate si instrumente de unica folosinta CoE

-semnatura indescifrabila-

Mirandola, 08.02.2018

Dr. Giuliana Gavioli
Director Divizie RA

-semnatura indescifrabila-



B BRAUN

Declaratie de Conformitate

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574

Versiune: A
Pagina 6 din 10

(FORMULAR)
Nr. art. Descriere articol Clasa Regula
7548 ACIDIC HD CONCENTRATE SW 439 A CANISTER 10 L Ilb 3
7565 ACIDIC HD CONCENTRATE SW 365A CANISTER 10 L llb 3
7566 ACIDIC HD CONCENTRATE SW 366 A CANISTER 10 L llb 3
7569 ACIDIC HD CONCENTRATE SW 405 A CANISTER 10 L llb 3
7575 ACIDIC HD CONCENTRATE SW 375 A CANISTER 10 L llb 3
7576 ACIDIC HD CONCENTRATE SW 376 A CANISTER 10 L llb 3
7578 ACIDIC HD CONCENTRATE SW 127 A CANISTER 10 L b 3
7580 ACIDIC HD CONCENTRATE SW 380 A CANISTER 10 L llb 3
7581 ACIDIC HD CONCENTRATE SW 381 A CANISTER 10 L llb 3
7584 ACIDIC HD CONCENTRATE SW 408 A CANISTER 6 L llb 3
7590 ACIDIC HD CONCENTRATE SW 390 A CANISTER 10 L llb 3
7592 ACIDIC HD CONCENTRATE SW 414 A CANISTER 10 L lIb 3
7593 ACIDIC HD CONCENTRATE SW 393 A CANISTER 10 L llb 3
7594 ACIDIC HD CONCENTRATE SW 239 A CANISTER 10 L lIb 3
7597 ACIDIC HD CONCENTRATE SW 397 A CANISTER 10 L llb 3
7598 ACIDIC HD CONCENTRATE SW 453 A CANISTER 10 L Ilb 3
7610 ACIDIC HD CONCENTRATE SW 501 A CANISTER 10 L llb 3
7612 ACIDIC HD CONCENTRATE SW 525 A CANISTER 10L Ilb 3
7616 ACIDIC HD CONCENTRATE SW 601 A CANISTER 10 L Ilb 3
7618 ACIDIC HD CONCENTRATE SW 642 A CANISTER 10 L llb 3
7619 ACIDIC HD CONCENTRATE SW 649 A CANISTER 10 L llb 3
7622 ACIDIC HD CONCENTRATE SW 276 A CANISTER 10 L llb 3
7625 ACIDIC HD CONCENTRATE SW 721 A CANISTER 10 L llb 3
7626 ACIDIC HD CONCENTRATE SW 722 A CANISTER 10 L b 3
7627 ACIDIC HD CONCENTRATE SW 723 A CANISTER 10 L llb 3
7628 ACIDIC HD CONCENTRATE SW 724 A CANISTER 10 L llb 3
7629 ACIDIC HD CONCENTRATE SW 501 A CANISTER 6 L llb 3
7630 ACIDIC HD CONCENTRATE SW 725A CANISTER 6 L b 3
7631 ACIDIC HD CONCENTRATE SW 725A CANISTER 10 L llb 3
7632 ACIDIC HD CONCENTRATE SW 726 A CANISTER 6 L Ilb 3
7635 ACIDIC HD CONCENTRATE SW 432 A CANISTER 6 L Ilb 3
7638 ACIDIC HD CONCENTRATE SW 603 A CANISTER 10 L Ilb a
7644 ACIDIC HD CONCENTRATE SW 726 A CANISTER.10 L 1o 3
7645 ACIDIC HD CONCENTRATE SW 452 A CANISTER10 L Ilb 3
7704 ACIDIC HD CONCENTRATE SW 284 A CANISTER 6L Ilb 3
7705 ACIDIC HD CONCENTRATE SW 460 A CANISTER 10L Ilb 3
7706 ACIDIC HD CONCENTRATE SW 461 A CANISTER 10L Ilb 3
7713 ACIDIC HD CONCENTRATE SW 154 A CANISTER 6 L Ilb 3

Radeberg, 14.02.2018
Anton Deisser

Director Fluide, concentrate si instrumente de unica folosinta CoE
-semndtura indescifrabila-

Mirandola, 08.02.2018
Dr. Giuliana Gavioli
Director Divizie RA

-semnatura indescifrabila-



B BRAUN

Nr. art.

Descriere articol

Declaratie de Conformitate
(FORMULAR)

Clasa

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}

ID formular: SOP-MBC574

Versiune: A
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Regula

7715
7724
7725
7726
7727
7729
7732
7733
7734
7735
7736
7737
P45
7776
i
7778
7780
7781
7782
7786
7793
7796
7797
7799
7803
7804
7819
7820
7821
7823
7825
7826
7829
7830
7831
7832
7834
7836

ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE
ACIDIC HD CONCENTRATE

Radeberg, 14.02.2018
Anton Deisser

Director Fluide, concentrate si instrumente de unica folosinta CoE
-semnatura indescifrabila-

SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW
SW

442 A CANISTER 6 L
139 A CANISTER 6 L
446 A CANISTER 6 L
449 A CANISTER 6 L
451 A CANISTER 6 L
219 A CANISTER 6 L
436 A CANISTER 6 L
445 A CANISTER 6 L
448 A CANISTER 6 L
552 A CANISTER 6 L
723 A CANISTER 6 L
728 A CANISTER 6 L
375A CANISTER 6 L
376 A CANISTER 6 L
262 A CANISTER 6 L
127 A CANISTER 6 L
380 A CANISTER 6 L
381 A CANISTER 6 L
285 A CANISTER 6 L
603 A CANISTER6 L
393 A CANISTER 6 L
439 A CANISTER 6 L
430 A CANISTER 6 L
447 A CANISTER 6L
731 A CANISTER 6 L
525 A CANISTER 6 L
127 A CANISTER 5L
93 A CANISTER 5 L
139 A CANISTER 5 L
172 A CANISTER 5 L
196 A CANISTER 5 L
215 A CANISTER5 L
376 A CANISTER 5 L
380 A CANISTER 5 L
95 A CANISTERS5 L
102 A CANISTER 5 L
130 A CANISTER 5 L
173 A CANISTER 5 L

llb
b
b
llb
b
llb
llb
b
b
llb
llb
b
b
llb
llb
llb
b
llb
llb
b
llb
llb
b
b
llb
b
llb
b
llb
llb
b
b
b
b
b
llb
Ilb
llb

W W W W WWwwWwwWWWwWoW WWWwWwWWwwWwwwwWwwWwwWwww wWwww ww ww

Mirandola, 08.02.2018

Dr. Giuliana Gavioli
Director Divizie RA

-semnatura indescifrabila-



B BRAUN

Declaratie de Conformitate

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574

(FORMULAR)

Nr. art. Descriere articol Clasa Regula
7837 ACIDIC HD CONCENTRATE SW 154 A CANISTER 5L Ilb 3
7908 ACIDIC HD CONCENTRATE HDY 320 HELP CANISTER 6L llb 3
7936 ACIDIC HD CONCENTRATE SW 417 A CANISTER 10 L Ilb 3
7937 ACIDIC HD CONCENTRATE SW 256 A CANISTER 10 L Ilb <
7938 ACIDIC HD CONCENTRATE SW 479 A CANISTER 10 L llb 3
7954 ACIDIC HD CONCENTRATE SW 390 A CANISTER 5L llb 3
7961 ACIDIC HD CONCENTRATE SW 127 A CANISTER 8 L (7LF) llb 3
7969 ACIDIC HD CONCENTRATE SW 418 A CANISTER 10 L Ilb 3
7971 ACIDIC HD CONCENTRATE SW 441 A CANISTER 6 L llb 3
7973 ACIDIC HD CONCENTRATE SW 424 A CANISTER 6 L llb 3
7974 ACIDIC HD CONCENTRATE SW 275 A CANISTER 6 L llb 3
7975 ACIDIC HD CONCENTRATE SW 286 A CANISTER 6 L llb 3
7978 ACIDIC HD CONCENTRATE SW 721 A CANISTER 6 L llb 3
7979 ACIDIC HD CONCENTRATE SW 480 A CANISTER 10 L llb 3
7985 ACIDIC HD CONCENTRATE SW 423 A CANISTER 10 L llb 3
7986 ACIDIC HD CONCENTRATE SW 423 A CONT 800 L llb 3
7988 ACIDIC HD CONCENTRATE SW 425 A CANISTER 10 L llb 3
8018 ACIDIC HD CONCENTRATE SW 806 A CANISTER 4,7 L llb 3
8019 ACIDIC HD CONCENTRATE SW 808 A CANISTER 4,7 L llb 3
8020 ACIDIC HD CONCENTRATE SW 813 A CANISTER 4,7 L llb 3
8021 ACIDIC HD CONCENTRATE SW 475 A CANISTER 4,7 L llb 3
8026 ACIDIC HD CONCENTRATE SW 802 A CANISTER 4,7 L llb 3
8027 ACIDIC HD CONCENTRATE SW 803 A CANISTER 4,7 L llb 3
8232 ACIDIC HD CONCENTRATE SW 286 A CONT 800 L llb 3
8275 ACIDIC HD CONCENTRATE SW 95A CONT 500 L llb 3
8471 ACIDIC HD CONCENTRATE SW 72 A CANISTER 6 L [lb 3
8473 ACIDIC HD CONCENTRATE SW 163 A CANISTER 6 L llb 3
8475 ACIDIC HD CONCENTRATE SW 166 A CANISTER 6 L Ib 3
8478 ACIDIC HD CONCENTRATE SW 192 A CANISTER 6 L Ilb 3
8481 ACIDIC HD CONCENTRATE SW 195 A CANISTER 6 L Ilb 3
8490 ACIDIC HD CONCENTRATE SW 276 A CANISTER 6 L Ib 3
8491 ACIDIC HD CONCENTRATE SW 278 A CANISTER 10 L Ilb 3
8496 ACIDIC HD CONCENTRATE SW 470 A CANISTER 10 L Ilb 3
8498 ACIDIC HD CONCENTRATE SW 472 A CANISTER 10 L IIb 3

Radeberg, 14.02.2018
Anton Deisser

Director Fluide, concentrate si instrumente de unica folosinta CoE
-semnatura indescifrabila-

Versiune: A
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Mirandola, 08.02.2018
Dr. Giuliana Gavioli
Director Divizie RA

-semnatura indescifrabila-



B BRAUN

Declaratie de Conformitate

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574

Versiune: A
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(FORMULAR)
Nr. art. Descriere articol Clasa Regula
7210802 ACIDIC HD CONCENIRAIE SW 466 A 4,7 L Bag I1b 3
7210820 ACIDIC HD CONCENTRATE SW 462 A 4,7 L Bag llb 3
7210821 ACIDIC HD CONCENTRATE SW 4863 A 4,7 L Bag llb 3
7210822 ACIDIC HD CONCENTRATE SW 464 A 4,7 L Bag llb 3
7210823 ACIDIC HD CONCENTRATE SW 465 A 4,7 L Bag b 3
7210824 ACIDIC HD CONCENTRATE SW 467 A 4,7 | Bag b 3
7210846 ACIDIC HD CONCENTRATE SW 462 A 4,7 L Canister llb 3
7210848 ACIDIC HD CONCENTRATE SW 464 A 4,7 L Canister llb 3
7210854 ACIDIC HD CONCENTRATE SW 468 A 4,7 | bag llb 3
7210870 ACIDIC HD CONCENTRATE SW 475 A 4,7 L bag b 3
7211296 ACIDIC HD CONCENTRATE SW 451 A 4.7 L bag llb 3
7211701 ACIDIC HD CONCENTRATE SW 806 A 4,7 L Canister b 3
7211702 ACIDIC HD CONCENTRATE SW 802 A 4,7 L Canister llb 3
7211703 ACIDIC HD CONCENTRATE SW 803 A 4,7 L Canister llb 3
7211704 ACIDIC HD CONCENTRATE SW 804 A 47 L Canister llb 3
7211705 ACIDIC HD CONCENTRATE SW 808 A 4,7 L Canister llb 3
7211706 ACIDIC HD CONCENTRATE SW 813 A 4,7 L Canister llb 3
7211707 ACIDIC HD CONCENTRATE SW 475 A 4,7 L Canister llb 3
7211048 ACIDIC HD CONCENTRATE SW 466 A 3,8 L Bag Ilb 3
7211049 ACIDIC HD CONCENTRATE SW 467 A 3,8 | Bag llb 3
7211050 ACIDIC HD CONCENTRATE SW 465 A 3,8 | Bag Ilb 3
7211051 ACIDIC HD CONCENTRATE SW 463 A 3.8 | Bag Ilb 3
7211052 ACIDIC HD CONCENTRATE SW 464 A 3,8 1 Bag Ilb 3
7211053 ACIDIC HD CONCENTRATE SW 468 A 3,8 1 Bag Ilb 3
7211054 ACIDIC HD CONCENTRATE SW 475 A 3,8 | Bag llb 3
7211055 ACIDIC HD CONCENTRATE SW 462 A 3,8 | Bag Ilb 3
7211045 ACIDIC HD CONCENTRATE SW 724 A 55 L Bag Ilb 3

Radeberg, 14.02.2018

Anton Deisser

Director Fluide, concentrate si instrumente de unica folosinta CoE
-semnaturd indescifrabila-

Mirandola, 08.02.2018
Dr. Giuliana Gavioli
Director Divizie RA

-semnatura indescifrabila-



B BRAUN
Declaratie de Conformitate

(FORMULAR)

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}

ID formular: SOP-MBC574

Versiune: A
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Accesorii pentru solutii HD

Nr. art. Descriere articol Clasa Regula
7210768 Connection Set for Baxter (EO) | Sterile 1
7210769 Connection Set for Gambro (EQ) | Sterile 1
7210770 Connection Set for Dialog (EQ) | Sterile 1
7210783 Connector for acidic concentrate bags on Dialog | Sterile 1
7210836 Connector for acid concentrates in bag | Sterile 1
7210893 Y Connector for acid concentrate bags on Dialog | Sterile 1

Radeberg, 14.02.2018
Anton Deisser
Director Fluide, concentrate si instrumente de unica folosintd CoE
-semnatura indescifrabila-
Mirandola, 08.02.2018
Dr. Giuliana Gavioli
Director Divizie RA
-semnatura indescifrabila-

Subsemnata, VALERICA PATRU, interpret si traducator autorizat pentru limbile ENGLEZA, FRANCEZA si

ITALIANA 1in temeiul autorizatiei nr. 17602, eliberatid de Ministerul Justitiei din Romania, certific exactitatea

traducerii efectuate din limba ENGLEZA in limba ROMANA, ca textul prezentat spre traducere a fost tradus in
Intregime, fard omisiuni, si ca, prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Patru (17602)

=4l Hderpret autorizat
,.%!l‘n cgzﬁ, Italiana
hiripbhia nr
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