Certificate of Analysis

74 i/ Product: Jintropin x4 H i/ Report Date: 2017.03
#t*5/ Batch No: 20170301 A %%/ Expiry Date: 2019.10
JHH%/Specifications:  3.7mg/10 IU/Vial AHXS 437/ Relative molecular:  22125D

Characterisation of a secreted form of recombinant derived human growth hormone, expressed in

Escherichia coli cell

gk R fresults

5 H/ITEMS br#E/STANDARD il 45 5/ TEST RESULTS

£ IR/CHARACTERS A white freeze-dried powder | CONFORMED —%{
SRERVSEFN

%5 /IDENTIFICATION

A (IEF) Corresponding to the reference | CONFORMED —3{

B (HPLC/RP) Corresponding to the reference | CONFORMED —3§

C (Peptide mapping) Corresponding to the reference | CONFORMED —3X

D (HPLC/SEC) Corresponding to the reference | CONFORMED —3§

Y/ tests

Related proteins(HPLC/RP): No greater than 13.0% 4.022%

F<E AT (HPLC/RP) AKRTF 13.0%

Dimer and related substances | No greater than 6.0% 0.295%

of higher molecular mass | N KT 6.0%

(HPLC/SEC):

Isoform distribution: No greater than 6.25% CONFORMED

Sy A ART 6.25% —3

Water: No more than 3.0% 1.8%

Koy AFET 3.0%

Bacterial endotoxins: No more than SEU/mg hGH <2.5EU/mg hGH

B N TR AT 5EU/mg hGH

Host-cell-derived proteins: No more than 20 ng/mg hGH Sng/mg hGH

16 FHE R AT 20 ng/mg hGH

Host-cell-and  vector-derived | No more than 20pg/mg hGH <20pg/mg hGH

DNA: fi-£E DNA

ASSAY (HPLC/SEC)
“8I%E (HPLC/SEC)

AT 20pg/mg hGH mﬂm
s 7

89.0%~105.0% the

of somatropin stat
label '

Storage: In a sterile and airtight

tkFE&RM: 2°C-8 CREIMERE I #E.

condition at the temp
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