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5% wiv Glucose Intravenous Infusion
Glucozi 5% m/v solutie perfuzabila
. @ [ Solufion No. 0004 | Batch No. 51673Y04-1
Container Type: PLASCO
Flacon tip Solutia Nr. Seria de fabricatie
Volume: 500 mL Manuf. date 19.04.2015
Volum nominal: Data fabricatiei
Arficle no. HP004001R Expiry date 03.2018
Articol nr, Date expir#rii
Characteristic Unit Limit Result
Caracteristica Unitate Limita Rezultat
identity / complies complies
| ldentificare _conform conform
Extractable volume > nominal valume complies
Volumul extractibil = volumul nominal conform
Appearance of solution ! clear and colouriess solution complies
practically free from particles conform
Aspectul solutiel solutie limpede d:i incoloré, practic
Degree of coloration / not more intensely coloured than complies
raference solution B9 conform
Gradul de coloratie incolors (<Bg)
Clarity and opalescence f dear s3NTU complies
Claritate si opalescenta (s3NTU) conform
pH 35-55 46
5~Hydmxymethylﬂn'wl Ext. <025 0,032
S-Hidroximetilfurfural
Glucose g/l 475-525 50,2
Glucoza
Sterility / sterile complies
Sterilitate sterila conform
Endotoxines LUJ/mL <025 complies
Endotoxine bacteriene U.l/mL conform
Particles /mL 2 10 pym max. 25 210pum=0
Particule 2 25 pm max. 3 225um=0

Conclusion:The product 5% w/v Glucose Intravenous Infusion batch no : §1673Y04-1 complies with
the requirements of Specification SC no. CC-LBLC-SPF-002-0-EN.

Cangluzii: Produsul “Glucoza 5% m/v solufie perfuzablld® seria 51673Y04-1, indepiineste
prevederile Specificatiei de calitate nr. CC-LBLC-SPF-002-0-RO.

Released by: Date
Ellberat de:
Head Quality Control Department Data: 05 -05- 2015 Semnétura:

Director Controlul Calitafi
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Timigoara, date  05.05.2016 Qualified Person's Name
Calificats

'B/BRAUN

B. Braun Pharmaceuticals SA
Formular s “ml'nﬂ': ”
BATCH CERTIFICATE Document Nr.
DECLARATIE DE CONFORMITATE | CROIBDE410-0083R0
Data intréri In vigoare ~ 15.02.2015
Pagina: 1din1
Name of Product 5% wiv Giucose Sciution for infusion / 0004
Numele produsului Glucozd 5% m/v solufle perfuzabild
Article number HPO04001R
Numarul articoluiui
Importing Country N.A
Tara imporiatoare Nu sste cazul
Marketing Authorization number 5869/2005/01
Numé&rul Avtorizafie! de punere pe piald
Strength / Potency 5% wiv Glucose
Concentraiia Givcozs 5% mA
Dosage form (pharmaceutical form) Sclution for infusion
Forma farmaceulica Scluffe perfuzabild
Package size (contents of container) and {ype 500 m!
(e.g.viais, bottles, blisters) Plasco containers
Mérimea produsulai (continutul flaconului) i tipul Fiacoane Pfasco
(de ex. fiole, flacoane, blisters)
Lot / batch number 51673Y04 -1
Lot / numérul seriei
Date of manufacture 19.04.2015
Data fabricaliei
Expiry 03.2018
Data expiraril
Name and address of manufacturer B.Braun Pharmaceuticals SA
Numele i sdresa fabricantulul str. Louis Pasteur nr. 2
300284, Timiscara, Romania
Marketing authorization holder B.Braun Meisungen AG
Defindtorul Autorizstiel de punere pe piats Carl-Braun-Strasse 1
34212, Germany
Number of Manufacturing Authorization / License or 25F 121.10.2013
Ceriificate of GMP Compllance of a manufacturer
Numrul Autorizsiiel de fabricajie / Cartificat BPF 041/2013/RO
Result of analysis See Certificate Analysis attached
Rezultatsie analizelor Vezi certificatele de analiz stasate
Comments / remarks Nane
Comentaril / observali Nu sunt

data Nume Persoand

8. Radug




