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CERTIFICATE OF ANALYSIS

Date Received: 12/15/2017 11:32:27 KVM
Tracking #: Tc 121517 1.1

Condition of Sample: Good

Sample Lot#: 12112017:03@17

Concentration/Description: Thiamine 200MG/ML inj. (1
Vial, 5mls)

Storage Condition: Room Temp

Tracking Active reported as / Concentration(s) Concentration % Potency Date of Comments
Designation Found Test
Tc 121517 1.1
Endotoxin
Report Date Test Date Test Media Info USP Limits | Incub. | Results Comments
By USP <85> Began Ended Temp
517-07-834T i
Te 121517 1.1 | 12/21/2017 | 12/21/2017 700 EUML | 36° PASS Value is <30 EU/ML Tested per USP <85>.
7/31/2022
Preliminary Date Test Date of Dates Checked Incub. | Results Comments
Sterility Report Began Prelim Report Temp
12/18,12/19,12/20,12/21,12/22 . PASS Fully Per USP <71> & <797> If SSV was requested. No
Te 121517 1.1 | 12/15/2017 12/22/2017 36 growth observed after one (1) weeks. Test will continue
for one more week
Final Sterility
Date Test Date Test . Dates Checked | Incub.
By Us%ig?iwb Began Ended MediaInfo  feon from Prelim.| Temp Results Comments
30417H 12/27,12/28, . PASS  [Fully Per USP <71> & <797> If SSV was requested. No
Te 121517 L1 | 12/15/2017 | 12/29/2017 10/5/2019 12/29 36 growth observed after two (2) weeks. Meets USP
23317AR requirements
7/30/2018
Reported By: Date: 12/29/2017 Reported By G\{aﬁxo.(‘r\f\o.g, Date: 12/29/2017




