This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda

(b) (4)

3SN YO4 SNOILONYLSNI AVIY ANV NIdO OL TINd «

.
.
’
RS

leunol s, o, —

Nido oL A
Kjuo uoipalul snoaueyndgns 104

uoisuadsns ajgepalul
104 (91330 BpI[0IdN3))

[o)lele]=

., 08-9§£5€629 IAN

~,

€
N

(4:9% 03 4.9€) 258 03 2.2 paresabilyal a10)s
Kuo s1apinoid areryyjeay

e £q passisiulwpe aq o}

3sn 310J3q payn}su0ddl 3q Isn |
a|uas

9

ﬂﬂ

-G ¢

7“‘08991

S S —

EllgCer 7.5mg NDC 62935-756-80

(leuprolide acetate) for EVERY Rx Only
injectable suspension

i
i NDC 62935-756-80 Single-Dose This carton contains: Once outside the refrigerator this product i
i - Tray with pre-connected syringe system and desiccant pack may be stored in its original pac.kaging | O

1 « Syringe A: 1 syringe of Diluent for Eligard at.room t'e‘mperature fgr up‘to eight weeks |

i EII Ord® delivers 242.5 mg of Delivery System prior to mixing and administration :

[ _ g « Syringe B: 1 syringe of Eligard Recommended dose: one subcutaneous i
" : (leuprolide acetate) for delivers 7.5 mg leuprolide acetate powder injection every month i _—
Va2 o o . . o ".’..!,;
: 1 Injedable suspension - 20-gauge s.afety needle, provided under tray See Prescribing Information for reconstitution ! :

[ . s . (DO NOTdiscard) and administration procedures I

i Sterile | For subcutaneous injection only I I

i Mubst b: reconstitu:’e: bef:re Iu:‘e (01)10362935756801 For inquiries call 1-877-354-4273 :

| T inist t .

i :ovei:ernclsll:ills ered Ry a healfhcare Eligard 7.5 mg is designed to deliver 7.5 mg leuprolide N I

- P y acetate with 242.5 mg of Delivery System [PLGH (82.5 mg) S G s I

Rx Only and NMP (160 mg)]in 0.25 mL 03000918 Rev. 40824 Stolmar i

|




This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda
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ElEigord

(leuprolide acetate) for
injectable suspension

NDC 62935-227-10 Single-Dose

ElEigord

(leuprolide acetate) for
injectable suspension

22.5 mg

EVERY
3 MONTHS

Sterile | For subcutaneous injection only
Must be reconstituted before use

To be administered by a healthcare
provider only

Rx Only

This label may not be the latest approved by FDA.

For current labeling information, please visit https.//www.fda.gov/drugsatfda
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22.5 mg

EVERY
3 MONTHS

This carton contains:

- Tray with pre-connected syringe system and desiccant pack

« Syringe A: 1 syringe of Diluent for Eligard
delivers 352.5 mg of Delivery System

« Syringe B: 1 syringe of Eligard
delivers 22.5 mg of leuprolide acetate powder

- 20-gauge safety needle, provided under tray
(DO NOT discard)

(01)10362935227103

Eligard 22.5 mg is designed to deliver 22.5 mg leuprolide
acetate with 352.5 mg of Delivery System [PLG (158.6 mg)
and NMP(193.9 mg)]in 0.375 mL

uoisuadsns ajqepalul
10} (913328 BpIf0IdN3))
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NDC 62935-227-10
Rx Only

Once outside the refrigerator this product

may be stored in its original packaging

at room temperature for up to eight weeks
prior to mixing and administration

Recommended dose: one subcutaneous
injection every three months

See Prescribing Information for reconstitution
and administration procedures

For inquiries call 1-877-354-4273

Manufactured by:
Tolmar, Fort Collins, CO 80526

03000919 Rev. 4 08/24

&tolmar

B




This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda
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EllgOrd 30 mg NDC 62935-306-40

(leuprolide acetate)for EVERY Rx Only
injectable suspension 4 MONTHS

i
] NDC 62935-306-40 Single-Dose This carton contains: Once outside the refrigerator this product i
1 - Tray with pre-connected syringe system and desiccant pack may be stored in its original packaging I
I « Syringe A: 1 syringe of Diluent for Eligard at-ro?m t'e‘mper:tudre .f"_’t"l:‘t" eight weeks E
. ® - - prior to mixing and administration I
: EIIgCI rd 30 m g delli/ers 470 mg <‘)f Dellvery System -
_ » Syringe B: 1 syringe of Eligard Recommended dose: one subcutaneous i
@ : (leuprolide acetate) for T delivers 30 mg of leuprolide acetate powder injection every four months - @
e inj ' - 20- f dle, provided under t 1 E
I 'nJedable suspension 4 MONTHS (Dé;:;g;jias:atyr;)ee & providecuindertray See Prescribing Information for reconstitution 1
L i
| . .. and administration procedures =
i Sterile | For subcutaneous injection only A I
i Must be reconstituted before use (01)10362935306402 For inquiries call 1-877-354-4273 I
i i !
I T:ol:’ei da:rn::':lstered by a healthcare Eligard 30 mg is designed to deliver 30 mg leuprolide acetate Vonitacred b I O
P y with 470 mg of DeIivery System [PLG(211.5 mg) Tola’::r’a;;”r{%omyﬁs’ 00 80526 ~ I
Rx Only and NMP(258.5 mg)]in 0.5 mL 03000920 Rev. 4 08/24 ~tolmar 1|
1




This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda
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Ellgord 45 mg ' NDC 62935-461-50

(leuprolide acetate) for EVERY Rx Only
injectable suspension 6 MONTHS

NDC 62935-461-50 Single-Dose This carton contains: Once outside the refrigerator this product
- Tray with pre-connected syringe system and desiccant pack may be stored in its original packaging
« Syringe A: 1 syringe of Diluent for Eligard at room temperature for up to eight weeks
delivers 330 mg of Delivery System prior to mixing and administration

ElEigord 45mg

|

|

!

! « Syringe B: 1 syringe of Eligard Recommended dose: one subcutaneous
e : (leuprolide acetate) for EVERY delivers 45 mg of leuprolide acetate powder injection every six months
gﬁ | injectable suspension 6 MONTHS - 18-gauge s.afety needle, provided under tray See Prescribing Information for reconstitution

: . . (DO NOT discard) and administration procedures

i Sterile | For subcutaneous injection only T TR

I Must be reconstituted before use (01)10362935461507 For inquiries call 1-877-354-4273

I To be administered by a healthcare

|

Eligard 45 mg is designed to deliver 45 mg leuprolide

provider only acetate with 330 mg of Delivery System [PLG (165 mg) m:,‘;m’r{gﬁfm T
Rx Only and NMP (165 mg)]in 0.375 mL 03000921 Rev. 5 08124 & tolmar
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This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda
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- 7.212" >
643" cr (3x)
418" cr
\ r—
\ ‘ o i —IiDC 62935-756-80 Rx Only ’ This tray contains: Store refrigerated 2°C to 8°C
G o - Pre-connected syringe system and desiccant pack (36°F to 46°F).

N E II O rd » Syringe A: 1 syringe of Diluent for Eligard P:iodu“ miu?t be at room temperature

! g delivers 242.5 mg of Delivery System prior to mixing. Do not remove

: (leuprolide acetate) for ® Syringe B: 1 syringe of Eligard T L

2.000” . v P / delivers 7.5 mg of leuprolide acetate powder see Prescribing Information for
: E InJeCta ble suspension - 20-gauge safety needle, provided under tray reconstitution%nd
7.5 (DO NOT dlscard) administration procedures.
oM EVERY MONTH
g| LTRY (TN A Manufacured by
Sterile | For subcutaneous injection only (01)10362935756801 s m
v Must be reconstituted before use 04006183 Rev. 3 08/24
8.296” >

i = COPY AREA

---d

. = NO VARNISH AREA



This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda

(b) (4)
-t 7.212" >
643" cr (3x
(3%)—\ 418"
T S ngin oy B St g 7iopE
[ . - Pre-connected syringe system and desiccantpack  (36°F to 46°F).
/ Q) E II O rd e Syringe A: 1 syringe of Diluent for Eligard P:iodud miu?t SIS
' g delivers 352.5 mg of Delivery System prior to mixing. Do not remove
; (Ieu olide acetate) for « Syringe B: 1 syringe of Eligard syringe from tray until ready to use.
2.000” . v p / delivers 22.5 mg of euproli(?e acetate powder see Prescribina Information for
. E mJectable Suspensmn - 20-gauge safety needle, provided under tray reconstitutiongand
29 E (DO NOT discard) administration procedures.
-5 mg | Everv 3 monTHs ITTTITRTIRTIL P
Sterile | For subcutaneous injection only (01)10362935227103 s ﬁ
v Must be reconstituted before use 04006182 Rev. 3 08/24
8.296” >

i =COPY AREA

---d

- = NO VARNISH AREA



This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda

(b) (@)
- 7.212" o=
643" cr (3x)
418" cr
\ r—
\ ‘ o i —IiDC 62935-306-40 Rx Only » This tray contains: Store refrigerated 2°C to 8°C
G o - Pre-connected syringe system and desiccant pack (36°F to 46°F).
' E II O rd * Syringe A: 1 syringe of Diluent for Eligard P:ioduct miu?t be at room temperature
! - g delivers 470 mg of Delivery System prior to mixing. Do not remove
' . . ; - syringe from tray until ready to use.
: (Ieuprollde acetate) for * Syringe B: 1 syringe of Eligard delivers
r | 30 mg of leuprolide acetate powder
2.000” |: st : . See Prescribing Information for
; mjecta ble suspension - 20-gauge safety needle, provided under tray  poconstitution and
30 (DONCT discard) administration procedures.
mg | EVERY 4 MONTHS L1TRN RN R Manulachred by
Sterile | For subcutaneous injection only (01)10362935306402 Ce s e et (e
v Must be reconstituted before use 04006180 Rev. 3 08/24 =g
8.296” >

i = COPY AREA

---d

. = NO VARNISH AREA



This label may not be the latest approved by FDA.
For current labeling information, please visit https.//www.fda.gov/drugsatfda

(b) (4)
- 7.212" =
643" cr (3x)
\ y—A18"cr
A ‘ o i -IiDC 62935-461-50 Rx Only ’ This tray contains: Store refrigerated 2°C to 8°C
a ~ . - Pre-connected syringe system and desiccantpack  (36°F to 46°F).
N EII O rd e Syringe A: 1 syringe of Diluent for Eligard P:iodud miu?t be at room temperature
! g delivers 330 mg of Delivery System prior to mixing. Do not remove
E (Ieu rolide acetate) for * Syringe B: 1 syringe of Eligard delivers R ey
2.000” . v P / 45 mg of leuprolide acetate powder see Prescribina Information for
: E InJeCta ble suspension - 18-gauge safety needle, provided under tray reconstitution%nd
(DO NOT dlscard) administration procedures.
45 mg | EVERY 6 MONTHS
TR (TR Manufacured by
Sterile | For subcutaneous injection only (01)10362935461507 Lol Lot ﬁ
Y Must be reconstituted before use 04006181 Rev. 3 08/24
8.296” >

i = COPY AREA

---d

- = NO VARNISH AREA



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

1.7500"

|— ]

[44.45mm]

0.2500"
R0.0625" 01573 }__ [6.35mm]
[RL39mm] '\ [4.00mm1

¥ ROy NDC 62935-756.60 ?
13125 0.0781” M SyringeA | Diluent for Eligard® 7.5 mg 01573
[33.34mm] [1,98mm1 This syringe does not contain the active drug { £4.00mm]
L LT - Vvt [SEE

Lot:
? 03825
0.3438”
[8,73mm] / / [9.72mm]

0.1290”
[3.28mm]

NO COPY AREA (QUIET ZONE - 1/32" from label edge)

UNVARNISHED LABEL AREA - NO COPY AREA

BARCODE (ILE DATA MATRIX> AREA

1 ENK

PRE PRINTED LNED AREA (TEXT FOR REFERENCE ONLY>



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

- 1,7500”
[44.45mm]
0.2500”
R0.0625" 01573 }__ [6,35mm]
[R1.59mm] \ [4.00mm]
; Rx Only NDC 62935-227-10
13125 0.0781° B Syringe A | Diluent for Eligard® 22.5 mg 0.1573*
[33.34mm] [1.98mm] : This syringe does not contain the active drug [4.00mm]
M
,M_IIIIIIIIIIIIIIIIIII - atrs
? 0.3825"
0.3438*
[8.73mm] / / [9.72mm]

1 1

0.1290”
[3.28mm]

NO COPY AREA CQUIET ZONE - 1/32° from lobkel edge)

UNVARNISHED LABEL AREA - NO COPY AREA

BARCODE (I.E DATA MATRIX> AREA

NENK

PRE PRINTED LNED AREA (TEXT FOR REFERENCE ONLY)



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

1.7500"

|— ]

[44.45mm]

0.2500"
R0.0625" 01573 }__ [6.35mm]
[RL39mm] '\ [4.00mm1

0 R Only NDC 62935-306.40 f
13125 &0;;1‘;] ! SyrinquIDiluentfcfriligar«foaomg ?2333:]
[33.34mm] ' This syringe does not contain the active drug L 00mm
Ly

? 0.3825"
0.3438”
[8.73nm] /// /| [972nm)

0.1290”
[3.28mm]

NO COPY AREA (QUIET ZONE - 1/32" from label edge)

UNVARNISHED LABEL AREA - NO COPY AREA

BARCODE (ILE DATA MATRIX> AREA

1 ENK

PRE PRINTED LNED AREA (TEXT FOR REFERENCE ONLY>



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

17500

f—— N — ]

[44.45mm]

0.2500
R0.0625* 01573 }__ [6.35mm]
[RL39mmI '\ [4.00mm1

0 ReOnly NDC 62935-461-50 ?
L.3125¢ Eiogéar:'m] ! Sy.l'ing.eA|Dilllentf(?riliganf@45mg [[325033:]
[33.34mm] ' This syringe does not contain the active drug L 00mm
Ty

0.3825"

? 0.3438”
[8,73mm] / [9.72mm]

J
| 4kt

NO COPY AREA (QUIET ZONE - 1/32" from lobel ecge>

UNVARNISHED LABEL AREA — NO COPY AREA
BARCODE (IE DATA MATRIX> AREA

NENK

PRE PRINTED LNED AREA (TEXT FOR REFERENCE ONLY)



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

11250
[28.58mm]
- 0.0313"
R0.1250" [0.79mm]
[R318mm] '\ ‘
0.3125
[7.94mm]
Raonly  NDC6293575680 f
47.5mg  04250°
1.7500° s coamaneion (3.18mn]
[44.45mm] -
i Manufactured by: Tolmar ?20 gggn]
[ (T THITIEN ﬁ
(4006172 Rk 20024 ‘
01573* 7 y
) 03125
[4.00mm] / 1 f
A [7.94mm]

01573 | f
[4,00mm]
0.1250"

[3.18mm]

NO COPY AREA (QUIET ZONE - 1/32° from label ecge)

UNVARNISHED LABEL AREA - NO COPY AREA

BARCODE (LE DATA MATRIX) AREA

28N K

PRE PRINTED LNED AREA (TEXT INCLUDED FOR REFERENCE ONLY)



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

11250°
[28.58mm]
0.0313"
RO.1250° [0.79mm]
[R318mm] '\ ‘
03125
[7.94mm]
Rony  NDC3522110 f
rd® 22.5 me  04250°
1.7500° i (3.18mn]
[44.45mm] ’
i Manufactured by: Tolmar ?20 gggn]
[ 0] (LR ;
ORO88177 e 20824 ‘
01573 7 y
' 03125
[4.00mm] / f f
A [7.94mm]

01573 | f
[4,00mm]
0.1250"

[3.18mm]

NO COPY AREA (QUIET ZONE - 1/32° from lakel edge)

UNVARNISHED LABEL AREA - NO COPY AREA

BARCODE (LE DATA MATRIX) AREA

28N K

PRE PRINTED LNED AREA (TEXT INCLUDED FOR REFERENCE ONLY)



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

11250
[28.58mm]
0.0313"
R0.1250° £0.79mm]
[R318mm] '\ ‘
0.3125
[7.94mm]
Raonly  NDC6293530640 f
card® 30 mg  04250°
1.7500° o obis caamaneion (3.18mn]
[44.45mm] -
i Manufactured by: Tolmar ?20 gggn]
LI LT ﬁ
4006179 ek 20824 l ‘
01573 7 y
) 03125
[4.00mm] / 1 f
A [7.94mm]

01573 | f
[4,00mm]
0.1250"

[3.18mm]

NO COPY AREA (QUIET ZONE - 1/32° from label ecge)

UNVARNISHED LABEL AREA - NO COPY AREA

BARCODE (LE DATA MATRIX) AREA

28N K

PRE PRINTED LNED AREA (TEXT INCLUDED FOR REFERENCE ONLY)



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

1.1250*
[28.58mm]
0.0313*
R0.1250° [0.79mn1
[R318mm] '\ ‘
0.3125*
[7.94mm]
Rony  NDC6IsA6150 f
qard® 45 mg 01250
1.7500" e " olide acetate)fo [3.18mm]
[44.45mm] S — .
i Manufactured by: Tolmar ?20 gggn]
INHANEE T py
(4088176 e 30824 o ‘
01573 7 y
' 0.3125°
[4.00mm] /A f f L7 94

01573 | f
[4,00mm]
0.1250"

[3.18mm]

NO COPY AREA (QUIET ZONE - 1/32° from lakel edge)

UNVARNISHED LABEL AREA - NO COPY AREA

BARCODE (LE DATA MATRIX) AREA

28N K

PRE PRINTED LNED AREA (TEXT INCLUDED FOR REFERENCE ONLY)



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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