i % Product

PURA
QUIMICA

del Grupo Todo Droga

M EFIMEAEE  Glucosamine Sulfate Sodium Chloride

fit% Batch N | ¥ 8 Quantity | 4+¥7 H# Analysis Date % Package A 7 3 ¥ Manufacture Date | H# (5 #H Retest Date
| WAZ202305001 1000Kg Hay 17, 2023 ZﬁKg/Drum | May 11, 2023 May 10, 2026
oH ltems . SR TE RER
EP c.e./USP c.e. S&nﬂmﬂs EP/USP Test Method Results
T & AR Fsn e B R BTk, BT R AT AN
S B s White crystalline powder, Freely solible in water. Spwmgly EPce i
Appearance & Solubiliny schublo in mechancl, Practicatly insoluble i aoeiune Complied
AR A At solion Colourless: Nocfem%%?&ﬁemd e ¢ Led
HH T - g . ! L r .
T & (I Clarity & Colour P ard BS EP c.e.—<2.2.2> Comp!ied
A:lnfrared absorption spetrophotometry _
P B/C/D:t gives reaction of Chleride(AgNO; TS) A: EP c.e/USP c.e.—<197K>.
5 ldentification ﬁgudlum(KZH;Sb;{D-, -rs};sulm{-aacb TS) B/C/D: EPce/USP ce. cm l i ed
E:Specific optical rotation( See tests) & EPce.
o B Assay 98.0%~102.0% (dried substance) EP ce. 90 97 %
FLHEIE Specific Rotation{a) 5 +50.0°-+55,0%dried substance.2.5g/25ml, 3 h) EP ce. +52.6°
FEE Transm. >90.0%( 10.0% Water Solut.-450nm) EP c.c. /USP ¢c.c—<851> 96 1%
AR5 Loss of Drying =0.5%(105°C. 2 h} EP c.e./USP c.e.—<731> 0.13 %
T FRAE Residue of Ignition 23.5%~26.0% EP c.e. 24.19 %
HMEE PH 3.0~5.0 (2.5g/25m}) EPce. 4.1
EREIR Sulfate 16.3%~17.3% EP c.e. /USP c.e, 16. 73 %
HALY Chiloride 11.7%~13.0% EP c.e. /USP c.e—<541> 12.43 %
% & Sodium 7.0%8.3% _ USP c.c.—<621> 8. 09 %
% Potassium oatg O R IRE USP Test: No Precipitate is formed USP c.e. Comp |l ied
CE T P & BN B A R USP Test: Meets the Requirements ;
Residual Solvents & Organic Volwile Impurities (Eﬂ“!ﬂgi.(: émeqﬂ@l EP c.e/USP c.c.—<467> 1 GC comp lied
=, : ; Mesh) or Ot -
HEAHEIE Bulk Density 0.80g/ml(20 Mesh}: ao.seymg 100 or Other | EP c.e. /USP c.e.—<616> Loose 0.84 g/ml
As Tapped Density: EP c.e /USP ¢ —<616> Tupped 1. 16 g im_;
HLE R & 2 ﬁtm-s'wi u-n_s?eciqod impurities <0.05% _EPce HPLC cw
Related Substances & Impurities LA Total impurities<0.2% EP c.e. HPLC Comp | i ed
Disregard limit<0.03% @ ge. HPLC Comp i ied
# i Iron < 10.0ppm EP ¢ /USP ¢.0.—<24|>/<851> /GB <10.
EEE Heavy Metals = 1 0ppm EP e 1 025.”"
# 2 Lead <5.0ppm EP ¢.e /USP c.e —<251>/<85]> <5. Oppm
B # Arsenic _ =0.5ppm EP ¢.¢ JUSP ¢.0.—<211>1/<851> | <0. 5ppm
B Microbiologicall TAMC) % Total Plate Count < 1,000CFU/g EP c.e/USP c.0.—<61> 15 CFU/g
B 1 B 8 Y east& Moulds(TYMC) = 100CFU/g EP c.e /JUSP ¢c.e—~<61> 10 CFU/g
k1% Fscherichia Coli BE % ﬂeggﬁl&?g EP c.e./USP c.e.—<62> Hﬂg_at ive
i "1 {CH Salmonella 91 1% Negative/i . EP C.e/USP ¢.e —<62> Negative
FReRURY — e .
Staphylococeus Aureus Wt 23\ £./USP c.e.—<62> Negative
bl 1 Particle Size i : : ‘
' : 60~120Mesh:25%~56% ; <1§8desh:5 BLE  EApp/USPce—<786> Comp | ied
45 # Conelusion rass 7 THIS PRODUCT FULFILS EP & USP
(CgH (4 NOg) ;SO2NaCl 573.31 [1296149-13-7] Pac

e: Preserved in tight, light-resistant containery



