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0,9% wiv Sodium Chioride Intravenous Infusion
Cloruré de sodiu 0,8 % miv solutie perfuzabild
Container Type:PLASCO® | Solution No. 0005 | Baich No. ] 51962Y05-1
Flacon fip Solutia Nr. Seria de fabricatie
Volume: 500 mL Manuf. date 09.05.2015
Volum nominal: N Data fabricatiei
Article no. HP005001R Expiry date 04.2018
Artical nr. Data expirdrii
Characteristic - Unit - Limit . * ' Result
Caracteristica Unitate Limita Rezultat
Identity / conform complies
Identificare conform conform _
Extractable volume > nominal volume complies
Valumul exiractibi! > volumul nominal conform
Appearance of solution / clear and colourlass solution complies
practically free from particles conform
Aspectul soluliei solufie limpede gi incolord, praclic
B lipsits de particule
Degree of coloration / not more intensely coloured than complies
reference solution B8 conform
Gradul de coloratie Incolora (<Bg)
Clarity and opalescence 1 clear s3NTU complies
Claritate gi opalescentd limpede (s3NTU) conform
pH ) 45-70 556
Sodium mmoliL 148,3-161,7 1548
Sodiu —
Chioride mmol/L 146,3 - 1617 186,7
Clorura
Sterli ] sterile complies
Sterliity
Endotoxines l.UJJmL <025 complies
Endotoxine bacteriane U.l/mL conform _
Parficies {mL 2 10 ym max. 256 " 210pm=0
Particule 2 28 pm max. 3 225um=0

Conclusion:The product 0,8% w/v Sodium Chlcride intravenous Infusion batch no:51862Y05-1
complies with the requirements of Specification SC no. CC-LBLC-SPF-001-0-EN.

Concluzii: Produsul “Clorura de sodiu 0,8% m/v solutie perfuzabild” seria, 51962Y05-1, indeplineste
prevederile Specificatiei de calitate nr. CC-LBLC-SPF-001-0-RO.
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Timigoara, date  25.06.2018 Qualified Person’s Name
Calificata

Formular

Name of Product
Numele produsului

Articie number
Numdrul articcluiui

Importing Country
Tere importatoare

Marketing Authorization number
Numarul Autorizatiei de punere pe piata

Strength / Potency

Concentrafia

Dosage form {pharmaceutical form)
Forma farmaceutica

Package size (contents of container) and type
(e.g.vials, bottles, blisters
Mérimea

Name and address of manufacturer
Numele gi adresa fabricantului

Markefing suthorization holder
Detinatorul Autcrizaliel de punere pe piald

Numbper of Manufacturing Authorization / Ucense or
Certificate of GMP Compliance of a manufacturer
Numérul Auforizafiei de fabricatie / Certificat BPF

Result of analysis
Rezultatele analizefor

Comments / remarks
Comentaril / observelii

dala Nume Persoand

BATCH CERTIFICATE
DECLARATIE DE CONFORMITATE
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C,9% wiv Sodium Chiloride Solution for Infusion / 0005
Clorurd de sodiv 0.9% m/v solufie perfuzabils

HPOOS001R

N.A

Nu este cazyl
8022/2005/01

0,9% wiv Sodium Chiloride
0,9% m/v clorur de sodiu

Solution for infusion
Solutie perfuzabils

500 mi

Plasco containers
Flacoane Plasco

51662Y05 - 1

09.05.2015

04.2018

B.Braun Pharmaceuticals SA

str. Louls Pasteur nr. 2

300264, Timisoara, Romania
B.Braun Melsungen AG
Carl-Braun-Strasse 1

34212, Germany

25F 1 21.10,.2013

041/2013/RO

See Ceriificate Analysis attached
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