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Issued by:

GlaxaSmithKline Manufacturing S.P.A.
Strada Provinciale Asolana 90

1-43056 SAN POLO DI TORRILE (PR) PR

ITALY
Certificate Date  Certificate Number
Tel: 0521 526111 Fax: 0521526116 13-DEC-2019 1000275449 1
Page 1 of 2 ]
Material Description:  TRACRIUM 10MG/ML SMLX5 AMP iNJ TP TH
Material Number: 582527
Customer Product: TRACRIUM INJECTION 10MG/ML 5X5ML AMP TP TH
Regulatory Statement:
/ v W,
(1) A clear slightly yellow solution. Practically free from particles SUSDUBATIT UL eetiommercececismvenesibasmrearinssasenns

(2) Not more coloured than Reference Solution Y5

(3) Positive

(4) Not more opalescent than Reference Suspension |

(5) Complies with Ph.Eur
(6) Complies with Ph.Eur

(ney. o9y udA)

wndans gimihid§usans

Batch Number 345K/ Expiry Date 29-03-21
Manufacturing Date 30-09-19

Description Specification Results
Appearance (1) Complies with required specification Complies ~
Colour of Solution EP & BP (2) Complies with required specification Complies~
Assay % of iabel claim HPLC 80,0 - 15,0 %LC 1131 ~
Clarity of Solution BP & EP (4) Complies with required spegcification Complies~
Extractable Volume USP&EP (5) Complies with required specification Complies~
Sterility Test EP&USP (6) Complies with required specification Complies -
Bacterial Endotoxins EP&USP <=21,1 EU/mL < 1.5
Particulate Matter EP/USP >= 10 um <= 6000 ptcl/amp 21
Particulate Matter EP/USP >= 25 um <= 600 ptcl/amp 3 P
pH 3,00-3,65 number 342
identity by HPLC (3) Complies with required specification Complies ~
Laudanosine <= 3,0 Y%owhv 0.1 .
Acidic Compound <= 6,0 %wiw 0.3 )
g;: :ggn'grans-nsomers hydroxy <= 6,0 %whv 05
Cis- and Trans-isomers monoacrylate <= 3,0 %whw 0,3 -
Any other unspecified degradation imp. <= 0,1 %wiw < 01
Total Impurities <= 15,0 %wiw 1.1 P
Isomer Cis-Cis Atracurium 550-60,0% 581 .
Isomer Cis-Trans Atracurium 345-385% 354 _
Isomer Trans-Trans Atracurium 50-65% 55 _

PA I L
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Issued by:

GlaxoSmithKline Manufacturing S.P.A.
Strada Provinciale Asolana 90

1-43056 SAN POLO DI TORRILE (PR) PR
ITALY

Tel: 0521 626111 Fax: 0521526116

Qualified Person,

Approval is provided by Electronic Signature.
The approver's name is shown below.

Thomas Civenti, 13-DEC-2019 08:52:28

Certificate Date Certificate Number

13-DEC-2019 1000275449
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