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Certificate of Analysis

AKI NA | NC Custoner Order: 230925DTERD

COA CONTACT ' '

3495 KENT AVENUE Shi pped Quantity: 100.000 G

VWEST LAFAYETTE IN 47906 Shi pped From ASIE | E MIULLI NGAR PLT

Order Nunber: 8828405/000110
Delivery: 852698300/000010
Dat e Shi pped: Cctober 31, 2023
Sold To Nunber: 700479

VI ATEL DLG 5002 A BAG 100GM
Viatel (TM DLG 5002 A Poly(D,L-1actide-co-glycolide) (PLGA)
Ashl and Material Nunmber: 952401

Bat ch: 0002650007

Characteristics Speci fication Results

Appear ance PASS PASS
(Pass = Wiite to light tan
solid granul es, powder, flake
or other suitable formas
agreed with the Custoner)

Mol ar Mass (| nherent 0.10 - 0.30 0.15
Viscosity), dl/g

Pol ymer ldentification (Pass = PASS PASS
Conforms to 1H NVR reference

spectrum

Co-polyner ratio (Ratio of 47.0 - 53.0 50.2
D L-lactide), mole %

Co-polyner ratio (G ycolide), 47.0 - 53.0 49. 8
nol e %

Resi dual Mononer ( Conbi ned <= 3.00 2.48
D, L-l1actide and glycolide), %w.

Tin Content, ppm <= 150 135
Solubility (Pass = d ear PASS PASS

honogenous solution in
Chl or of orm or Di chl or onet hane)

Dat e of Manufacture May 19, 2023

Next Retest Date May 18, 2028

Shi pped Quantity 100.000 G
Not es:

- Packagi ng: This product is not sterilized and is packaged in PET/Foil/PE heat seal ed
packagi ng.

- Test Methods: Inherent viscosity is determ ned via Ubbel ohde capillary visconmetry (type
Oc) in chloroform (0.1 g/dl) as per USP <911> Method 1. Polyner identification, co-polyner
nolar ratio and residual nmonomer content are determi ned via 1H NVR spectroscopy as per USP
<761>. Tin content is advised based on the amount of catal yst added during synthesis.

- The manufacturing and quality control records associated with above referenced | ot of

Vi at el product have been reviewed and found to be conplete. The Quality control testing of
the ot conplies with specification established by Ashl and Specialties Ireland Ltd. The
batch was produced in conmpliance with current USP/NF <1078> Good Manufacturing Practices for
Bul k Phar maceuti cal Excipients and | SO13485: 2016 requirenents. This lot is rel eased for

di stribution.
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Viatel (TM DLG 5002 A Poly(D,L-1actide-co-glycolide) (PLGA)

Bat ch: 0002650007

Characteristics

Speci fication Results

- Storage Conditions: Wen stored in the original packaging at |ow tenperatures <-15°C,

reconmended shelf life is three years.

openi ng the packagi ng.

Manuf act ured by:

ASHLAND SPECI ALTI ES | RELAND LTD.
AFFI LI ATE OF ASHLAND

Dubl i n Road, Petitswood

MULLI NGAR, CO. WESTMEATH

N91 F6PD

| RELAND

Cont act :

MATEUSZ WALENCI AK

Phone: +48223955322

Emai | : Mat eusz. Wl enci ak@shl and. com

Allow the material to reach roomtenperature before

This COA is printed from a secure
computer system ensuring the batch
was properly released by the
Cuality Department and is

valid without signature.
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