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Trace elements solution for infusion, 10 ml ampule

GPU 676883
1. %aen Trace elements solution for infusion, 10 ml
2. AauauATaly
2.1 3Uuuy Huedausmnide
22 dwuszney  Usenaumeden Trace element mufisyy
2.3 MYULUTTY ussglunuzedaUnande
2.4 2810 UuMUUr LTIy fesseylenn dulsznoufiendiduazanunss Tunde Sunuseng

waviindn waziay nzdouii$uen Poghsdnauuuussgsiosi
UUNMYUEUTIEN FoszyTosmielonninnsdn dauUsEnou LA NARNLSIYEdeN
waviiedn Turuneny TidnuuuusIioet
2.5 o1gveseniidsueu liffesnin 1 Y fuaniudsuey
3. auautAnanaila
Namim%ﬁLmﬁzﬁﬂmmmﬂumg}m Finished product specification e drug substance specification

N919991nnduinsuaduiieanu nsetdu In house specification Ine@salasunisaanzilesuneditneu

a v

ANIZNTTUNITOMITUAZET NTENTNEDITUEY 9Tl LndusiFudildansdeioaduatufiiisuimselnininuinsgiu

wdvisulad1Tunila A1uUTENIANTENTIEITITAY 1389 SEUAITIET WA, 2561 A9TUR 6 Sui1AN W.A.2561

(a9UsENAlUTIVRINUUNYIIUN 12 NUATIUS W.A.2562) wag TeUs1sIen (RUUT 2) W.A.2562 aaui 3 nIngiax

q

w.A.2562 (aasznalusivivamunwiuil 26 nsngiau w.A.2562)

3.1 Finished product specification:

v

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay Meet the requirement
3.1.3 | Fluoride 4.5-5.5 pmol/ml
3.1.4 | lodide 0.08-0.12 pmol/ml
315 | pH 2.3-2.8
3.1.6 | Sterility Meet the requirement
3.1.7 | Bacterial endotoxins Not more than 10 EU/ml
3.1.8 | Particle matters Meet the requirement
3.1.9 | Extractable volume Not less than 10 ml
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