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100%
w PP3M PPGM
& % Number assessed 24 478
= Nurnber censored (%) 213(95.1%) 442 (92.5%)
§ Number of relapse (%) 11(4.9%) 36 (7.5%)
[22] 0 E
g O End of 12 Months (day 365 (DB))
2 Percentage relapse free 948 91.9
g 5% Difference (PPGM-PP3M) 29
&£ 95% Cl (6.8, 1)
Treatment
, — PP3M
0% 1 —Pou

0 28 5 84 112 140 168 196 224 262 260 308 336 364 392 420 448
Time (days) Since Randomization

Number of Subjects Remaining
PP3M 224 223 221 219 215 211 205 200 196 193 193 193 193160 1 0 0

PP6M 478 471 465 457 447 440 436 417 408 404 403 399 3933286 1 1 0

Cumulative Number of Subjects with Relapse
PPBM 0 0 0 1 2 3 6 8 8 1010 10 10 11 11 11 1

PP6M 0 3 8 11 13 18 20 25 27 29 29 29 32 36 36 36 36
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FIGURE 12A

INSTRUCTIONS FOR USE

INVEGA HAFYERA™

InAY-gUR HAS Yo Rl

{paliperitone palmitats)

watended refagss '5?(12": fats

BUSLETEN

For Gl Intrarmusoalksr

Injection Dnly

Adrrinister svery & months

Shake syringe with

the syrings T £a

> ’mlr%ng%%v Y ENST
for &t east 15 saconds,

rest ¢ then shake
again Tor 15 seconds

INSTRUCTIONS FOR USE

INVEGA HAFYERA™

IR LR HAF- e R

{palipercions palmitate)

extenied-reEaase jectane

SUGLRTEN

For Ghebeal Intrarmascular

imfertion Oaly

Ademinister every & monihs

Shake syrings with

the syringe Yip cap

) polnting Up VERY FAST
T &t least 15 seconds,

rast Driefly, then shake

again for IS secomis

Important

Shipping and sboring the
- in & horizomtal orientation

Infectabie su !
{B.g., IMVEGE SUSTENMA)

INEGA HAFYERS must bie
administared by & healthcars
prafessional #s a singk infeckion.
Do ot diside doss into multple
Irfetions.

IMVEGA HAFYERS 15 Intenden for
Guteal Intramuscular use only.
Fiict stowly, desap Ito the musce
taking cans to Bvokd Injection Into
2 blod vesss,

Dosing

Admirister INVEGA HAFYERA onoce
avery & months.

Thin Wall Safety Neadie
Thin wall safety needls s designed
I e wsed with INVEGA HAFYERS.
Theretare, it Is Important to

wnly use the neetie provided in the
HAFYERA suspersion kit

NVEGA

Dose pack contents
Prefilled Syrings

Syringe
Tip Cap

Thin Wall Safety Meedls
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FIGURE 12B

Shake syrings VERY FAST
 forat least 15 secords,
 rest brisfly, then shake
again for 15 saconds

Hold syrings with the
tip cap pointing up

 + Short, VERY FAST up s

i mom than § mines pass
Before shake the
syTinge VERY PASTwith the
tip cap pobnting up agaln

Pull back plunger

Remove air bubbles

Huld the syrings upight. {Prass the plangar carefulty unti a
Gently pull back the plungee rop of Hukl comes ot of the
 tockearthe smgetpolany | TeSdRlp
. BOR prodect THs sil mse

precsing the oadier

during the Infection
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solid product

Ieast 15 seconds, mst, then

shake again for 15 seconds.

Opsn nesdie pouch
P O 1 POUCH EOVET.
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Remove syrings tip cap
and attach reedlis

Insiie o1 & ISR SUFTACS.

e sy the tip cap

poirting up. Twhzt and pull off the
=

Huid the syringe by the luar
connection. Twist i into the satety
meediewlth & gentls clockdss
RSt Moto,

=

Salect and clean a gluteal
injection site

Wipe the ghuteal sttewith an
ahcohok swab and aliow 1 o diy.
£ Nt o, Tan o tiow on the
Injectinn sie atter you have
cleaned It

Remove neadle sheath
Pult the nesdie sheath away from:
‘tha neadie in a stralght motion.
By mot st the shasth, asthls
Y s e Fzedie from the
syrimge.
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FIGURE 12C

Secure needle

Alter the Injection & complets,
usEyOUr thumb or a fiat surfce
to-secure the needle ln the safety
chevice,

The needis Is secuns when you
hear a“elick” sound.

Dispose of properly and
check injection site

Dispose of the syrngs In an
apphwed sharps coftatner

Theie may be & smalk amount of
imhond or liquid atthe injection ste.
Hodd pressurs over the snwith &
cotton ball or gaure pad untl any
leeding stops.

B0 mint rub the lnjection sita.
iTnesded, cover Mjection sha with
& bandagg.
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FIGURE 13A
NDC 50458-611-01
Single-dose prefilled syringe.
Use antire contents of syringe.
INVEGA HAFYERA™
{paliperidone palmitate)
extended-release injectable
suspension
1,092 mg/3.5mL
FORGLUTEAL INTRAMUSCULAR
INJECTION OMLY
Janssen Pharmaceuticals, Inc. i
R anly
fe8101 Mote: LOT and EXP dafe to be
prirded online. The EXP Date
format wsed will be Y'Y RV
Label Product Artwork CoE | anssen)"
INVEGA HAFYERA
PCC: 728101 Shared mailbox: RA-JANBE-GRAPHDES @its jrj.com
Template Ref, Name: BIL/305/USAV1 Black Date (Designer)
49%70 1. 08-JUN-21 (Santosh)
b nfo/Spos ' Beck2s wsatn) u Diecut or e proes) 2. 08-AUG-21 (Santosh)
ech. info/Spec: N/A 3. 23-AUG-21 (Luls)
Market: UsaA || PMS 815 4,
Mat. ID Code: pCcC . .
File Mame: T28101.8 - 7.
(CC-PCY Perforation ..o 5.
9.
10,
1.
12,
13.
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INVEGA HAFYERA
PCC: 728108 Shared mailoox; RA-JANBE-GRAPHDES@its.jnj.com
Template Ref. Name: BIL/203V1 BLACK . Dinout et i ts s Date {Designer]
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FIGURE 13C
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FIGURE 13D
Box Product Ariwork CoE Janss enj'
INVEGA HAFYERA

PCC: 728057 Shared mallbox: RA-JANBE-GAAPHDES@isjnieom
Template Fet. Name: B/B/953 PP1MFG ALL & PP3M EX EL/S4 BLACK DHER iocmee e Dete  fliasigne)
124%39x180 - 1. D8RJUNRT (Pradesp)
 |ewsas 7 | Mamiah frem 2. BJUNGT (Pradesp)
Toch, info'Spec: A - 3. 4-AUG-21 [Pradesp)
) ! PME 405 ) [ Mamish fron & Usad for ghis | 4, DE-ALGRE1 (Pradiep)
Market: LBA : £, 23ALIG- {Betzsbe)
Mat. I Code: 519 PAS 80 PN ..o 8. 2AUGZ (Batzie)
o ) 7. 25-ALG- (Betzabs)
File Mams: ;2806?.}&» 8 2GR (Betzabe)

: 8,

£
1t
12
13




WO 2023/030870 PCT/EP2022/072794

19/22

FIGURE 13E

NDC 50458-612-01

Single=dose prefilled syringe.
Use entire contents of syringe.
INVECA HAFYERA™
(paliperidone palmitate)
extended-release injectable
suspension

1,560 mg/5 mL

FOR GLUTEAL INTRAMUSCULAR
IMJECTION ONLY

Janssen Pharmaceuticals, Inc.

728060 Note: LOT and EXP dale lo be

printed ondine. The EXP Date
format used will be YYYY-MM M.

' Y
o
Label Product Artwork COE Janssen ),
INVEGA HAFYERA
PCC: 728060 Shared mailbox: RA-JANBE-GRAPHDES @its.jn.com
Template Aef Name: BIL/305/USN1 B o Date (Designer}
49x70 1. 0B-JUN-21 {Santosh)
) . M (459116) m Diaut not o s e 2. 06-AUG-21 (Santosh)
Tech. info/Spec: N/A 3. 23-AUG-21 {Luis)
Market: USA 4. 23-AUG-21 {Luis)
Mat. ID Code: PCC 4
File Name: 728060.ai 7.
(CC-PC} Perforation ... 8
9.
10,
11.
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13.
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FIGURE 13G
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{paliperidone palmitate)
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FIGURE 13H
Box Product Artwork CoE 33“35&“7-
INVEGA HAFYERA ‘

PCC: 728056 Shered maliox: RA-JANBE-GRAPHDES @it jn com
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