ITC

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Toméase Bati 299, Louky, 763 02 Zlin, Czech Republic

EC Certificate - Full Quality Assurance System
No. 20 0139 QS/NB

The quality system of manufacturer

MEDITES PHARMA, spol. s r.o.
1. méaje 2625, 756 61 Roznov pod Radhostém, Czech Republic

has been certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il excluding (4)

for the following product category(ies):

Hemodialysis concentrates

The Notified Body No. 1023 declares that the aforementioned manufacturer has
implemented a quality assurance system for design, manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subjected to
periodical surveillance. For placing on the market of Class Ill devices covered by this
certificate, an EC Design-Examination Certificate according to Annex Il (Section 4) is
required.

Valid from: 2020-03-31
Valid until: 2024-05-27
First Issued: 2020-03-31
Revision: -

7 ~ %,Q«Q/\):S
Date: 2020-03-31 Magr. Jifi He$

Representative of the Notified Body No. 1023
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ITGC

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.

1. méaje 2625, 756 61 Roznov pod Radhostém, Czech Republic

Product(s):

Name:

Trade name(s):

Model(s):

Class:
GMDN:

Name:

Trade name(s):

Model(s):

Class:
GMDN:

Date: 2020-03-31
Revision: -

Hemodialysis Concentrates for Bicarbonate
Dialysis - acidic

BIK-F 01, BIK-F 02, BIK-F 04, BIK-F 06, BIK-F 08,
BIK-F 09, BIK-F 10, BIK-F 11, BIK-F 17, BIK-F 18,
BIK-F 19, BIK-F 20, BIK-F 30, BIK-F 31, BIK-F 32,
BIK-F 33, BIK-F 39, BIK-F 40, BIK-F 51, BIK-F 52,
BIK-F 54, BIK-F 58, BIK-F 59, BIK-F 60, BIK-F 61,
BIK-F 62, BIK-F 63, BIK-F 64, BIK-F 65, BIK-F 66
llb

35849

Hemodialysis Concentrates for Bicarbonate
Dialysis - acidic

BIK 112, BIK 114, BIK 120, BIK 121, BIK 122, BIK 123,
BIK 124, BIK 125, BIK 131, BIK 132, BIK 133, BIK 134,
BIK 142, BIK 143, BIK 144

BIK 221, BIK 222, BIK 223
llb
35849

Representative of the Notified Body No. 1023
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ITC

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomése Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.
1. maje 2625, 756 61 Roznov pod Radho&tém, Czech Republic

Name: Hemodialysis Concentrates for Bicarbonate

Trade name(s):

Dialysis - acidic

Model(s): NIPROSOL-A FO1, NIPROSOL-A F02,
NIPROSOL-A FO4, NIPROSOL-A F06,
NIPROSOL-A F08, NIPROSOL-A F09,
NIPROSOL-A F10, NIPROSOL-A F11,
NIPROSOL-A FRE NIPROSOL-A F18,
NIPROSOL-A F19, NIPROSOL-A F20,
NIPROSOL-A F30, NIPROSOL-A F31,
NIPROSOL-A F32, NIPROSOL-A F33,
NIPROSOL-A F39, NIPROSOL-A F40,
NIPROSOL-A F51, NIPROSOL-A F52,
NIPROSOL-A F54, NIPROSOL-A F58,
NIPROSOL-A F59, NIPROSOL-A F60,
NIPROSOL-A F61, NIPROSOL-A F62,
NIPROSOL-A F63, NIPROSOL-A F64,
NIPROSOL-A F65, NIPROSOL-A F66

Class: b

GMDN: 35849

Date: 2020-03-31
Revision: -

Magr. Jifi He$

Representative of the Notified Body No. 1023
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ITC

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Toméase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.

1. maje 2625, 756 61 Roznov pod Radho§tém, Czech Republic

Name:

Trade name(s):

Model(s):

Class:
GMDN:

Date: 2020-03-31
Revision: -

Hemodialysis Concentrates for Bicarbonate
Dialysis - acidic

CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®

CITRASATE®
lib
35849

BIC
BIC
BIC
BIC
BIC
BIC
BIC
BIC
BIC
BIC
BIC
BIC
BIC
BIC
BIC

BIC

329
413,

CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®
CITRASATE®

CITRASATE®

TS

Magr. Jifi He$

302,
304,
306,
308,
310,

328,

420

Representative of the Notified Body No. 1023
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ITC

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomé&se Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.
1. maje 2625, 756 61 Roznov pod Radhostém, Czech Republic

Name:

Trade name(s):

Hemodialysis Concentrates for Bicarbonate
Dialysis - acidic

Model(s): NIPROSOL-A  CITRASATE® 301, NIPROSOL-A
CITRASATE® 302, NIPROSOL-A CITRASATE® 303,
NIPROSOL-A  CITRASATE® 304, NIPROSOL-A
CITRASATE® 305, NIPROSOL-A CITRASATE® 306,
NIPROSOL-A  CITRASATE® 307, NIPROSOL-A
CITRASATE® 308, NIPROSOL-A CITRASATE® 309,
NIPROSOL-A  CITRASATE® 310, NIPROSOL-A
CITRASATE® 311, NIPROSOL-A CITRASATE® 312;
NIPROSOL-A  CITRASATE® 313, NIPROSOL-A
CITRASATE® 314, NIPROSOL-A CITRASATE® 315,
NIPROSOL-A  CITRASATE® 316, NIPROSOL-A
CITRASATE® 317, NIPROSOL-A CITRASATE® 318,
NIPROSOL-A  CITRASATE® 319, NIPROSOL-A
CITRASATE® 320, NIPROSOL-A CITRASATE® 321,
NIPROSOL-A  CITRASATE® 322, NIPROSOL-A
CITRASATE® 323, NIPROSOL-A CITRASATE® 324,
NIPROSOL-A  CITRASATE® 325 NIPROSOL-A
CITRASATE® 326, NIPROSOL-A CITRASATE® 327,
NIPROSOL-A  CITRASATE® 328, NIPROSOL-A
CITRASATE® 329
NIPROSOL-A CITRASATE® 413, NIPROSOL-A
CITRASATE® 420

Class: 1]e]

GMDN: 35849

Date: 2020-03-31
Revision: -

SRl

Mgr. Jifi He$
Representative of the Notified Body No. 1023
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ITGC

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.
1. maje 2625, 756 61 Roznov pod Radho§tém, Czech Republic

Name: Hemodialysis Concentrates for Bicarbonate
Dialysis - acidic

Trade name(s): -

Model(s): BIC AF 306, BIC AF 311, BIC AF 313, BIC AF 315,
BIC AF 318, BIC AF 320, BIC AF 322, BIC AF 325,
BIC AF 327, BIC AF 329, BIC AF 330
BIC AF 406, BIC AF 411, BIC AF 413, BIC AF 415,
BIC AF 418, BIC AF 420, BIC AF 422, BIC AF 425,
BIC AF 427, BIC AF 429, BIC AF 430, BIC AF 431,
BIC AF 432
BIC AF 506, BIC AF 511, BIC AF 513, BIC AF 515,
BIC AF 518, BIC AF 520, BIC AF 522, BIC AF 525,
BIC AF 527, BIC AF 529, BIC AF 530
BIC AF 606, BIC AF 611, BIC AF 613, BIC AF 615,
BIC AF 618, BIC AF 620, BIC AF 622, BIC AF 625,
BIC AF 627, BIC AF 629, BIC AF 630

Class: llb

GMDN: 35849

Date: 2020-03-31 Mgr. Jifi He$
Revision: - Representative of the Notified Body No. 1023
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ITC

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.

1. maje 2625, 756 61 Roznov pod Radho$tém, Czech Republic

Name:

Trade name(s):
Model(s):

Date: 2020-03-31
Revision: -

Hemodialysis Concentrates for Bicarbonate

Dialysis - acidic

NIPROSOL-A BIC AF 306,
NIPROSOL-A BIC AF 313,
NIPROSOL-A BIC AF 318,
NIPROSOL-A BIC AF 322,
NIPROSOL-A BIC AF 327,
NIPROSOL-A BIC AF 330

NIPROSOL-A BIC AF 406,
NIPROSOL-A BIC AF 413,
NIPROSOL-A BIC AF 418,
NIPROSOL-A BIC AF 422,
NIPROSOL-A BIC AF 427,
NIPROSOL-A BIC AF 430,
NIPROSOL-A BIC AF 432

NIPROSOL-A BIC AF 508,
NIPROSOL-A BIC AF 513,
NIPROSOL-A BIC AF 518,
NIPROSOL-A BIC AF 522,
NIPROSOL-A BIC AF 527,
NIPROSOL-A BIC AF 530

NIPROSOL-A BIC AF 311,
NIPROSOL-A BIC AF 315,
NIPROSOL-A BIC AF 320,
NIPROSOL-A BIC AF 325,
NIPROSOL-A BIC AF 329,

NIPROSOL-A BIC AF 411,
NIPROSOL-A BIC AF 415,
NIPROSOL-A BIC AF 420,
NIPROSOL-A BIC AF 425,
NIPROSOL-A BIC AF 429,
NIPROSOL-A BIC AF 431,

NIPROSOL-A BIC AF 511,
NIPROSOL-A BIC AF 515,
NIPROSOL-A BIC AF 520,
NIPROSOL-A BIC AF 525,
NIPROSOL-A BIC AF 529,

ﬂwu@

Magr. Jifi He$

Representative of the Notified Body No. 1023
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ITC

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.

1. maje 2625, 756 61 Roznov pod Radhostém, Czech Republic

Class:
GMDN:

Name:

Trade name(s):

Model(s):

Class:
GMDN:

Date: 2020-03-31
Revision: -

NIPROSOL-A BIC AF 606, NIPROSOL-A BIC AF 611,
NIPROSOL-A BIC AF 613, NIPROSOL-A BIC AF 615,
NIPROSOL-A BIC AF 618, NIPROSOL-A BIC AF 620,
NIPROSOL-A BIC AF 622, NIPROSOL-A BIC AF 625,
NIPROSOL-A BIC AF 627, NIPROSOL-A BIC AF 629,
NIPROSOL-A BIC AF 630

llb
35849

Hemodialysis Concentrates for Bicarbonate
Dialysis - alkalic

BIA-F 8,4%

NIPROSOL-B F8,4%

Ib

35849

e\

Mgr. Jifi He$
Representative of the Notified Body No. 1023
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ITC

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Toméase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.
1. maje 2625, 756 61 Roznov pod Radho§tém, Czech Republic

Facility(ies):
MEDITES PHARMA, spol. s r.o.
1. méje 2625, 756 61 Roznov pod Radhoit&m, Czech Republic

IMUNA PHARM, a.s.
Jarkova 269/17, Sarigské Michafany, Slovak Republic

T\

Date: 2020-03-31 Mgr. Jifi Hes
Revision: - Representative of the Notified Body No. 1023
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e

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 20 0139 QS/NB

issued for manufacturer:

MEDITES PHARMA, spol. s r.o.
1. maje 2625, 756 61 Roznov pod Radho&tém, Czech Republic

Certificate History:

Revision Date Reference Action
Number

Recertification process — conformity assessment of
2RaRpe At 8036028268 hemodialysis concentrates

PM\)%

Date: 2020-03-31 Magr. Jifi He$
Revision: - Representative of the Notified Body No. 1023
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