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— — - 28 days. — = . a Biocon Biologics Company.
For intravenous infusion after Rx only Do Not Freeze. Do Not Shake Reconsfituted For intravenous infusion after Rx only Copyright © 2023 Biocon Biologics Inc.
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For Injection
150 mg/vial

For intravenous infusion
after reconstitution

No preservative
KEEP REFRIGERATED

Single-Dose Vial
Discard Unused Portion

Rx only

dosage, preparation, and administration
information.

Storage: Refrigerate at 2° to 8°C (36° to
46°F) until time of reconstitution.
Reconstitute immediately before use.

Do Not Freeze. Do Not Shake After
Reconstitution.

For Injection
150 mg/vial

For intravenous infusion
after reconstitution

No preservative

KEEP REFRIGERATED
Single-Dose Vial
Discard Unused Portion

Rx only
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NDC 83257-001-11 The content of each Ogivri® vial is 150 mg NDC 83257-001-11 g.‘ Biocon Biologics™
frastuzumab-dkst, D-sorbitol (115.2 mg),
u @ Biocon Biologics™ | LHistidine (2.16 mg), L Hisidine hydrochioride |l @ siocon Biologics”
® monohydrate (3.36 mg) and Polyethylene ®
= = glycol 3350/Macrogol 3350 = -
(33.6 mg). Hydrochloric acid or sodium
I v I hydroxide may be used to adjust the pH of the N
formulation buffer. slimlgzz257M0011 1013
(trastuzumab-dkst) Veus dasages o e e (trastuzumab-dkst) Nenacred

Biocon Biolegics Inc.

245 Main 5t. Znd Floor

Cambridge, MA 02142, USA.

U.S. License No. 2324

Product of India
KR/DRUGS/KTK/280/07/2006
Ogivri® is a registered trademark of
Biosimilars New Co. Ltd.;

a Biocon Biologics Company.
Copyright © 2023 Biocon Biologics Inc.
All rights reserved.
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For Injection
150 mg/vial
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For intravenous infusion
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Do not use i vacuum is not present.
Store at 2° to 8°C (36° to 4&?’

wrtil ime of reconstitution.
Reconstitute immediately before use.

Do Not Freeze. .

Do Mot Shake After Reconstitution.
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Store in refrigerator at 2° to 8°C (36° to 46°F) until time of reconstitution.
Reconstitution, Dosage, and Administration: Do not usa if vacuum is not present. See prascribing

® —— information for dosage, preparation, and administration. Reconstitute with 20 mL of Bactericstatic Water for
- - —— Injaction {BWF), USP (0.9% to 1.1% berayl alcohol) to yield a multiple-dose solution containing 21 mg/mL
IV r I mm—  irastuzumab-dkst that delivers 20 mL (420 my trastuzumab-dkst). Do Not Shake, Store reconstitutad solution
=y Inrefrigarator at 2° to 8°C (36” to 46°F).
= D0 not Freeze. Discard unusad reconstituted solution after 28 days.
(trastuzumab-dkst) = DoltFras .
el == Do Not Shake Reconstituted Solufion. Reconstituted / /
For Injection =SS Manctred by
: —, Biocon| ek Discard After ! /
=0 245 Main 5t, 2nd Floor e
420 mg/vial " Cambige, A 02142, USA
For intravenous Infusion ==co U5 License No. L
after reconstitution B Product of India : Unvarnish Zone
| Lot: X0000000 -
I'u'IuItipIe-Dnse Vial = KR'DRUGY KT 280V 07/2006 40 mmx12mm -
Br1815/04 | Exp: YYYY-MM
NDC 83257-002-14 Rx only 2 Each mL contains: 1.1% bermyl aloohol;

o $=m Biologics™

Bacteriostatic Water
for Injection, USP

NOT FOR USE IN NEWBORNS
For Drug Diluent Use Only

Multiple-Dose

Vi 20mL [ .i'f,i:f;‘

KR/DRUGS KTK/ 204562010 BF 1814 /04

U.S. Food & Drug Administration
Silver Spring, MD 20993
www.fda.gov

Water for Injection q.5.pH 4.5t07.0.

|13 20 mlas DILUENT for
. reconstitution of Oghen™
. See enclosed full presenbing information.,

Ilse only f solution is dear and seal intact,

M- Sterile, Non-pyrogenic.
I 2 Stare in refrigerator at 2° to B°C (36° to 46°F)
" Manufactured by: Biocon Bivlogics Limited,
=m Bengalun, india for Biecon Bislogics Inc.,
=m Cambridge, MA 02142 USA.
Lot: XXXXXXXXX ==
NVZ ==
Exp.: YYYY-MM —
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