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Appearance

Hygroscopicity

Solubility

Specific optical
rotation

[ Identification |

HPLC

Monoisotopic weight

Peptide mapping

[ Check |

pll
Waler content
Clarity of solution

Color of solution

White or oft-white powder or loose lump
Hygroscopic,the hygroscopicity should be not
less than 2% and less than 15%.

Freely soluble in water, 10mmol/L, phosphate bulfet,
and 0. Imol/L sodium hydroxide solution,

[o] 3= -15°~ 25" (caleulated with reference to the
anhydrous, anions-tree, sodium ion-free and
ammonium ion-free substance)

The RT ol the main peak of sample in the assay test

should be consistent with that of the relerence,

The monoisolopic weight of the sample should be
3748.40Da ~3749.4Da
The chromatographic protile of the sample
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White loose lump
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Hybio Pharmaceutical (Wuhan) Co.,Ltd,
‘gm Certificate of Analysis

DE202503-019 QC2-P12-01
Product Name Liraglutide Batch Number , 0012427A
Test Standard 2-T5F-00006 Liraglutide qualily specification (USA) (version 5.0)

Test Item Speeilication Result
Residual solvent Methanol:=3000ppm NI
Acctonitrile:<4 10ppm NI
Pyridine:=200ppm N.D
Isopropanol:=5000ppm N
Dichloromethane:<600ppm N
N-Methyl pyrrolidone:<530ppm N.D
N, N-Dimethylformamide:<880ppm N.D
Amino acid analysis  Asp:0.9~1.1 i
Ser:2.4--3.0 2.6
Glu4.5--5.5 5.2
Gly:3.6-4.4 3.9
His:0.9~1.1 1.0
Argil.§-~2.2 2.0
Thril.82.2 1.9
Ala:3.6-~4.4 4.2
Tyt:0.9~ 1,1 1.0
Val:1.8~2.2 2.0
Lys:0.9- 1.1 1
(le:0.9~1.1 1.0
Leu:l.8~2.2 2.0
Phe:1.8~2.2 2.0
Trp:detected Detected
Anions Acetate ion:<0.5% 0.01%
Phosphate lon:<0.1% N.D
Carbonate ion:<0.4% 0.07%
Trifl uoroacglate” ‘T‘QT)"T?(JI % N.D
Ammonium jon 50.2%(5?5{"-" \\ > Ve ) <0.005%
e
Sodium ion d 2.2%
Flemental <0.1ppin
impurities <L.0ppm
Macromolecular NI
impurities
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Product Name Liraglutide Bateh Number

Test Standard 2-1

Test Hem bpvc ification

BE-0000 Liraglutide qnahty 5])((1(1( ation (LS f\) (version 5.0)

QU2-P12-0]

DO12427A

Result

Relaled substance  Specified identificd impurities
Lira-]JM-M=0.15%
Lira-IM-C<0.15%
Lira-IM-~12=0,15%
Lira-IM-1'<0.25%
Lira-IM-G<0.15%
Lira-IM-H<0.25%
Lira-IM-1<0,10%
Lita~IM-J<0.10%
Lira~IM-K<0.25%
Lira-1M-1.=0.15%
Lira-IM-N<0,15%
Lira-IM-0<0.15%

/\uy un'apr*cii‘ie'cl i|11le1'ity<i(), 10%

Bacterial endotoxing < 10LU/mg

Microbial TAMCZ10%clu/g
limits TYMC=50ctu/g

| Assay |

Peptide content 85.0%100.0%

< 0.05%
“0,05%
<0.05%
0L 11%
N
0.05%
ML
N,
0.11%
=20.05%
“20.05%
NI
<20.05%
0.52%
<4810y,

TAMC: 1= 1 0ctu/y
TYMC: <t 10¢ fu/g
93.7%

100.1%

Litaglutide  quality |

pecification.

Assay 95.0%-103.0% (Ci7ataesiNgOs1), caleulated with
reference to the anhydrous, anions-free, sodium
ion-froe and ammonium jon-free substance
No goutent below
N Tests * "56%‘1’0'1{11113‘«" according  to 2-TS-0006
Conclusion d _ £ s Sarte
speeific: 1t|0n E’[Js)/\) (vuolr)(n\n;. ), the results conform with s
Remark /
Reporter /(A,’:,{ Yw Dale
Y A |
Reviewer Daio /%

Qi Foq
J
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