Lenglar DispoPen-2 M. L No. AD/007
— .L.No.
B Lengl ar
+ D. P Manufactured and Released by:
. Ispo en '2 WOCKHARDT LIMITED
Spot uv Wlth EmbOSS E1/1, Wockhardt Infrastructure Development Ltd,
, SpeciaI_Economic zone, E-1, Shendra
4 Each DispoPen contains: One 3 mL cartridge of MIDC Five Star Industrial Area, Shendra,
) N S Chhatrapati Sambhajinagar-431154,
Insulin Glargine Injection USP 100 IU/mL. Maharashtra State, India ~N -
Each mL contains: ' <=
Insulin Glargine Ph. Eur. ............ 100 1U Product Registration Holder: :I §
m-Cresol USP .. 0.27% w/v (as preservative) NVS REGULATORY SERVICES T“DN BHD' () 2
Water for INjection USP .. as. 19G, 7t_h vFIoor, Block 2, Worldwide Business Centre,
Jalan Tinju 13/50 ol @
Directions for use, indications and administration: 40675 Shah Alam Malaysia o 5
See package insert. o u
Dosage: As directed by the physician. GTIN: 18901067058067 ) ~
Sterile Hypodermic Insulin needle 32 gauge (0.23 mm x 4 mm) E £
to be used with Lenglar DispoPen-2. Do not use if found open g o
or damaged. S =4 I
For single use. Non-Pyrogenic H = §
Storage +2°C to +8°C, protect from light. Do not freeze. 2 E % AN
Keep out of reach of children. “ “81"5 E
(]
Shake carefully before use. oy g :qéj
Lenglar DispoPen-2 is for use by one person only. m TE‘ S S,E_,
Lenglar is a biosimilar product of Lantus : ° 3 2
5 o
Jauhi ubat daripada capaian kanak-kanak " § .g‘
ubat terkawal/controlled medicine o %__J
—
H ‘ ‘ ‘ ‘ ‘ ‘ |
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Lenglar DispoPen-2 Batch Details

“ i 80x72 mm
5 x 3 mL Dispopen-2
Solution for injection in For @use only TO be

1 pre-filled pen of 3mL cartridge

unvarnished

MALxxxxxxxxxxAZ | | Reg.No.

PWOCKHARDT | RegiratonNo. || s o

Rx to be over-printed Mfg. Date :
. . . . the OPZ ' )
Insulin Glargine Injection USP TR . Date -

2\ O 100 IU/mL (Recombinant DNA Origin) Tobe
g Ew : Overprinted
gsy in the OPZ area
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5 x 3 mL Dispopen-2
Solution for injection in

1 pre-filled pen of 3mL cartridge 100 1U/mL For@use only

Lenglar DispoPen-2

5 x 3 mL Dispopen-2

ﬁ
Solution for injectionin {100 IU/mL| For @use only

1 pre-filled pen of 3mL cartridge

DESIGN SPECIFICATION %VOCA’/'/AEDI
Product Name: Lenglar 1001U 5 x 3ml DispoPen-2 Carton | In. Date: 11/11/2024 Rev. Date: 20/11/2025
Artist: Vinith H. Co-ordinator: Deepak S. F.G. Code: 404792 L.I. No.: SI/11000 Item Code: 228712 . .
Actual Size: 180 x 25 x 120 mm (L x W x H) Reverse Tuck In | Country: Malaysia Location: Shendra Software: Coreldraw 24 KI nd |y I ncorpo rOTe WOCKHAED]— LOGO

Colours: CMYK + [l Pantone 2665 C [l Pantone 199 C WATERMARK On The Corl_on SimilOr

Reason for Revision : DRA comments (Akshay K.)- received on 30/10/2025 for Dossier - Malaysia (NPRA Full Query 1)

. .
To change From - Chhatrapati Sambhajinagar-431154, Maharashtra State, India To - Aurangabad 431154 T W I D rt
worors. to eX|S1'|ng osulin vispopen carton
1.Title to be correct as “Manufactured and Released by" all the components
2.City Name change “Cl i ji " all the
3.PRH complete address as provided in the mail.
4.For applicable to all component On Label and carton please mentioned “Lenglar is a biosimilar”
20/11/2025 - (Preksha G.)
1. Addition in texts with completion as Lenglar is a biosimilar product of Lantus

Path: Vinith : D: i englar - USP- Shendra - New Design\DispopeniLenglar 101U 5 x 3mi Dispopen-2 Carton_Malaysia_Shendra_SI-11000_228712.cdr
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