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CERTIFICATE OF ANALYSIS
Byetta 10ug(0.25mg/ml,2.4mI/EA)

e
i
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:

Batch Number: 20E005
é% Date of Manufacture: Dec-2019
i
- Date of Expiry: Nov-2022
&% Importing Country: China
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Description Clear, colourless and essentially free of  Complies
visible particulates
 Assay 95.0 - 105.0 % of label claim 89.4 % of label claim
Bicassay 70-130% 81 %

identity, HPLC Retention time compares favourably with Complies
that of the reference standard.
|dentity, Mass Spectrometry 41856-41876D 41862 D
Purily, Procuct Related Impurities
[3-39)AC2993 <= 0.50 % 0.13 %
[Asu8JAC2993 <=0.50 % 0.13 %
Largest Unspecified Impurity ( <= 1.00 % 0.19 %
Excluding [Double-coupled Pro38]
AC2693 peak)
Total Impurities <=4.0%
Purity, Oligomer <=0.80%
Colour and Clarity
Clarity Complies to the PhEur
Colour Complies to the PhEur
pH 42-48
/ -'f; 5 gty 260 - 340 mOsm/kg 308 mOsm/kg
%§ .P‘:..;"::'!' - =na m“ < 50 EUImL <1 EUImL
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% UK Manufacturing
‘ Silk Road Business Park
. AstraZeneca i e
. Hoccuston
4 Cheshire SK10 2NA
% England
g Tel. +44 (0) 1625 582828
| Fax.+44 (0) 1625 422268
CERTIFICATE OF ANALYSIS
Byetta 10ug(0.25mg/mi,2.4ml/EA) .

Batch Number: 20E005

Date of Manufacture: Dec-2018

Date of Expiry: Nov-2022

Importing Country: China

Comments:

Manufacturer: ;
Baxter Pharmaceutical Solutions LLC, 927 South Curry Pike, Bloomington, Indiana (IN), USA-4740.

Packing site:
Enestia Belgium nv, Klocknerstraat 1, Hamont-Achel, Belgium - B3930

The results comply to China imported registered drugs quality standard JX20080117 acceptance criteria and
analytical methods or equivalent analytical methods described in the Chinese Pharmacopoeia.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including pzckaging/labeliing and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Bulk pen lot AZ200012

Released by : Karen Bateman QA Group Manager

Qualified Person according to the requirements of Directive 2001/83/EC

10-Jul-2020

Report: 1377813

(6T 30i)




T

=
|
i
.
E
o
=4
E

=

13020210202900173 30995696 (5871 3501)

2125282 20E005

[E_#|
i AR SFE

The People’s Republic of China
At o 25 & TE I ue
IMPORTED DRUG LICENSE

SAHES H20140822
LICENSE NO.

MIBCPEARANBEHEREEZE) M

I seeosdance with The Drug Administratien Lawof F.R.of China snd 1 ke Frovisions

(B EEBEBEHET)) AT, EHETR

for Drug Registration, the following drug produced by the following company has been

pEMTERGEREMR. AHHROER.

spproved wud regisizied. The importatlan has bees authorized there by.
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Company

W

mfwx & Sodertalie ,Sweden ﬁ ﬁz Mma

Country  Swedsn

[T T P

Trade Name BIGTIA

W0eg (0.25%p/nl 278 )

U E
Streags
HEHO: =48
Shelf Life

& F I o Bacter Fhoarmaceut izal Solutions 110

Manufacturer

Hh m:lﬁﬂ?-%uh&ny?im.mm.imﬂmn 200,05, @ &K, £

Address Country
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Remarks Valid Until  Dec.20,2003

2. g S 0E SRR e
“peciicanions

3L.EE LR, Brestia belghm v , SRR, Sockoerstras
1, Hanorst ~Achel , 53300, Belgim
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