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Compound Sodium Lactate Intravenous Infusion
Solutie Ringer- Lactat solutie perfuzabila
z & Solution No, 0095 | Batch No. 51412Y95-2
%"‘g ToePLARCO Solufia Nr. Seria de fabricatie
Volume: 500 mL Manuf. date 30.03.2015
Volum nominal: B Data fabricatiei
Article no. HP0S5001R Expiry date 02.2018
Articol nr. Data expirgrii
Characteristic Unit Limit Result
Caracteristica Unitate Limita . Rezultat
identity 7 i complies compiies
Identificare conform conform
Extractable volume 2 nominal volume complies
Volumul extractibil 2 volumul nomina! conform
Appearance of solution ] clear and colourless solution complies
prectically free from particles conform
Aspectul solutiei solujie limpede si incolord, practic
lipsita de particule
Degree of coloration ] not more intensely coloured than complies
reference soluion B9 conform
Gradul de coloratie incolard (<Bs)
Clarity and opalescence ) cleer s3NTU complies
Claritate gi opalescantd _limpede (SINTU) conform
oH 50-70 - 8.3
mOsmrikg <280 264
Osmolalitate —
Sodium mmol/L 124,0-137.0 1281
Sodiu
Potassium mmel/L 508-5,863 538
Potasiu
Calcium mmolL 1,75-1, 1,80
Calciu
Chioride mmoliL 106,1-117,3 113,7
Clorura
Lactate mmoVL 264-292 28,6
Lactat
Sterility ] sterile compiies
Sterifitate sterild corform
Endotoxines LU/mL <0,25 complies
Endotoxine bacterisne U.L/mL conform
Particles /mb 2 10 ym max. 25 210 ym = 0,37
Parficule 2 25 pm max. 3 225 pm=0,04

Conclusion;The product Compound Sodium Lactate Infravenous Infusion batch no: 51412Y85-2 complies
with the requirements of Specification SC no. CC-LBLC-SPF-C05-0-EN.

Concluzii: Produsul "Solutie Ringer-Lactat solufie perfuzabild” seria 51412Y95-2, indeplinegte prevederile
Specificatiel de calitate nr. CC-LBLC-SPF-005-0-RO.
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(1)  Name of Product Ringer Lactate Solution for Infusion / 0085
Numele produsulul Solutie Ringer-Lactat
Asticie number HPOSS001R
Numérul articolulul
(2)  Importing Country NA
Tara importatoare Nu este cazul
{3) Marketing Authorization number 2289/2008/01
Numérul Autorizaliel de puners pe plald
(4) Strength / Potency 8,00 g/l clorurd de sodiu; 0,40 g/l clorurs de
Concentrafia 0,27 g/l clorurd de calciu-2H:0; 3,12 g/l solufie
lactat de sodiu
(5) Dosage form (pharmaceutical form) Solution for infusion
Forma farmaceutics Solufie perfuzabils
(6) Package size (contents of container) and type 500 mil
(e.g.vials, bottles, blistars) Plasco containers
Marimea produsulul (confinutul flaconuiui) gl tipul Flacoane Flasco
(de ex. fiols, flacoans, bilsters)
(7) Lot/ batch number 51412Y85-2
Lot / num#rul serfe!
(8) Date of manufacture 30.03.2015
Data fabricatie!
(9) Expiry 022018
Data expirril
(10} Name and address of manufacturer B.Braun Pharmaceuticals SA
Numele §i adregs fabricantului str. Louis Pasteur nr. 2
300284, Timisoara, Romania
Marketing authorization helder
Definéitorul Autorizaliei de punere pe piajs B.Bnmllahuw;\ﬂ
Carl-Braun-Strasse
34212, Germany
(11) Number of Manufacturing Authorization / License or 25F 1 21.10.2013
Certificate of GMP Compliance of a
Numérul Aulorizatiei de fabricafie / Certificat BPF 041/2013/RO
(12) Result of analysis See Certificate Analysis attached
Viezi certificatels de analizé atagate
(13) Comments / remarks Ncne
Comentarii / observatil Nu sunt
{14) Certification statement
Declarafie de conformilale
I hersby ceriify that the above information is authentic and accurate. This batch of product has been
manufaciured, including packaging and guality control at the above mentioned site in full compliance with the
GMP requirements of the European Community and with the specifications in the Marketing Authorization of the
product or any other applicable conditions. The lot processing, packaging and analysis records were reviewed
and found to in compliance with the GMP requirements. .
Prin prezenta se certificd c& toate de mai sus sunt sulentice gi precise. Aceast serie de produs a fost
ambalarea gl confrolul de caifiate, la locul de fabricelle mal sus menjonat §i respectdl In
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