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Ringer's Injection B.Braun
Solutie Ringer B.Braun solutie perfuzabila
. ® Solution No. 0099 | Batch No 51773Y99-1
Con Type:PLASCO ) s
e e Solutia N. Seria de fabricatie
Flacon tip
Volume: 500 mL Manuf. date 26.04.2015
Volum nominal: Data fabricatiei
Article no. HP099001R Expiry date 03.2018
Articol nr. Data expirérii
Characteristic Unit Limit . Result
Caracteristica Unitate Limita Rezuitat
Identity / conform complies
Identificare conform conform
Extractable volume 2 nominal volume complies
Volumul extractibil 2 volumul nominal conform
Appearance of solution / clear and colourless solution complies
practically free from particles conform
Aspectul solutiei solutie limpede §i incolora, practic
_lipsita de particule
Degree of coloration ! not more intensely coloured than complies
reference solution B9 conform
Gradul de coloratie incolord (<Bs)
Clarity and opalescence / clear S3NTU complies
Claritate §i opalescan{d limpede (S3NTU) conform
pH 50-7.0 55
Osmolality mOsmikg 275 - 303 204
Osmoialitate
Sodium mmolfL 139,86- 1546 1494
Sodiu
Potassium mmol/L 382-422 3,94
Potasiu
Calcium mmolfL 213-235 2,24
Calciu
Chioride mmalfl. 1479~ 1835 158,2
Clorura
Sterllity / sterile complies
Sterilitate sterila conform
Endotoxines LUJmL <0,25 complies
Endotoxine bacteriene U.l/mL conform
Partices fmL > 10 ym max. 25 210 pm=0
Particule 2 25 pm max. 3 225 uym=0

Condlusion:The product Ringer’s Injection B.Braun batch no :51773Y99 -1 complies with the requirements of Specification
SC no. CC-LBLC-SPF-004-0-EN.

Condluzii: Produsul "Solutie Ringer B.Braun solufie perfuzabild” seria 51773Y80 -1 Indeplinegte prevederile Specificatie
de calitate nr. CC-LBLC-SPF-004-0-RO.

Released by: Date Signature
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Head Quality Control Department Data: [12 -05- 2015 Semnétura:

Director Controlul Calitatji
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Narme of Product Ringer's B.Braun Infusion / 0099

Numele produsului Solufie Ringer B.Braun solutie perfuzabils

Article number HPOSS001R

Numdérul articoluiui

Importing Country N.A

Jara importatoare Nu este cazul

Marketing Authorization number 1345/2008/01

Numérul Autorizaflel de punere pe piafs
Strength / Potency
Concentraia

8,60 g/l cloruré de sodiu; 0,30 g/l clorurd de potasiu;

0,33 g/l clorura de calciu-2H0
{5y Dosage form (pharmaceutical form) Solution for infusion
Forma farmaceuticd Soluie perfuzabils
(6) Package size {contents of confainer) and type 500 mi
(e.g.vials, bottles, blisters) Plasco containers
Mérimea produsulul (confinutul flaconutui) gi tipul Flacoane Plasco
(de ex. ficle, fiacoane, blisters)
(7) Lot/ batch number 51773Y88 -1
Lot / numBrul seriel
(8) Date of manufacture 26.04.2015
Data fabricafief
{9) Expiry 03.2018
Dala expiréri
(10) Name and address of manufacturer B.Braun Pharmaceuticals SA
Numele §i adresa fabricantuluf sir. Louis Pasteur nr. 2
Marketing authorization holder
Detin8itorul Aulorizafiei de punere pe piald B.Braun Melsungen AG
Cari-Braun-Strasse 1
34212, Germany
(11) Number of Manufacturing Authorization / License or 25F /21.10.2013
Certificate of GMP Compliance of 2 manufacturer
Numdrul Autorizaliei de fabricalie / Certificat BPF 041/2013/RO
(12) Result of analysis See Certificate Analysis attached
Rezultalele analizelor Vezi certificalele de analizd atagale
(13) Comments / remarks None
Comentarii / observalii Nu sunt
(14) Certification statement
Declarafie de conformitate
| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site in full compliance with the
GMP requirements of the European Community and with the specifications in the Marketing Autherization of the
product or any other applicable conditions. The lol processing, packaging and analysis records were reviewed
and found tc in compliance with the GMP requirements.
Prin prezenta se certifics ca toate informaliile de mai sus sunl autentice §i precise. Aceastd serfe de produs a fost
fabricatd, incluzdnd ambalarea §i controlul ds calitate, !abwz'dofnbmqnmmmmﬁond#mpedlm
totalitate principiile gi liniile directoare de Bun3 Praclic de Fabricalie (BPF) si specificglillec ajia de
pwmpopm{aapfodmufmnmmu,mm;rwm’br” 8§l sunt
conforme cerinjelor BPF.
\
Timigoara, date  12.05.2015 Qualified Person’s Name S.Radus Sign ; f)

data Nume Persoand Calificats Sembk




