APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This public document
2. has been signed by Carole Jones

3. acting in the capacity of Division Director, Office of Drug Security, Integrity & Response

4. bears the seal/stamp of  U.S. Department of Health and Human Services
Certified

5. at Washington, D.C.

6. the ninth of June, 2023
7. by  Assistant Authentication Officer, United States Department of State
8. No. 23035256-46
9. Seal'Stamp:
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yonatinib) tablets | I » \ ‘ Temperature]
1 5 mg CLUSIG ‘ Dosage and Use:
(ponatinib) tablets See accompanying prescribing
Im-coated tablets i information.
ich tablet contains 15 mg 1 5 mg
inatinib equivalent to 16.03 mg | KEEP AWAY FROM CHILDREN
bt HO Swallow the tablets whole. Do not '
y ¢abiati ‘ cut, crush or dissolve the tablets. ‘ |
x only |
‘ 30 tablets = ‘ |
iil;?"epg O, cssicals Aueric; l ey |
l cel ) |
e T = Dispense Attached Medication Guide 3 g3020"53530"" 4
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-
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: COLOURS USED
OWNER TAKEDAIRELAND LTD
Takeda TEM 6507490
DESCRIPTION ON: ICLUSIG 15MG 30TBS USA
REVISION REV 1
TAKEDA IRELAND LIMITED e ggg‘ff” o
BRAY BUSINESS PARK DIMENSIONS A7mm X 196 Zomm
Aeppeiend OPERATOR BARTOSZ DZIADOS
SOFTWARE ILLUSTRATOR CC
CO. WICKLOW ki
it TEGHNICAL
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PHARMA CODE nla
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F y .
Description Component Per;:eut unction Quality Standard
(W/w) | 15mg | 45mg i

Ponatinib free base Acii In-house
(added as ponatinib | 150 | 130 450 | 1o °e:i‘;§m (see 3.2.54.1
HCI)?* & Specification)
Lactose ;
motiohy drate® 40.15 40.15 120.45 Filler NF, Ph. Eur., JP
Microcrystalline
0.1 ;
Core Tablet callnloss 40.15 40.15 NF, Ph. Eur., JP
Sodium starch vk
glycolate 4.0 4.0 Disintegrant NF, Ph. Eur., JP
Colloidal silicon ;
dioxide 02 0.2 ; Glidant NF, Ph. Eur., JP
Magnesium stearate 0.5 NF, Ph. Eur,, JP

Total

dry White 11 (Tablet Coating)

Coating
I -

e [ oy | L | gl |
eyl | 005 | Lsis | sobet |
e |1 | 3 |

o ioeids | 0675 | 1875 | colornt
e | g5t | _qst | sovent |

Total Tablet Weight (mg)

In-house
(see 3.2.P.4.1
Specifications — Non-
compendial- Patheon)

Opadry 11 White
film coating®

Film Coat

Target quantities of ponatinib free base shown in table are provided as ponatinib HCl. The amount of ponatinib HCI used
for manufacturing is adjusted based on the free base content of each drug substance batch (per the certificate of analysis).

Amount of lactose monohydrate is adjusted downward from values shown in table to accommodate the quantity of
ponatinib HCl used and to maintain target total core tablet weights as shown.

Contains: talc (USP, Ph. Eur., JP), polyethylene glycol (NF, Ph. Eur., JP), polyvinyl alcohol (USP, Ph. Eur., IP), and
titanium dioxide (USP, Ph. Eur., IP)

Removed during processing

Purified water quantity is based on 15% solids content.



