16702

“«——46MM-——P><—— 46 MM ——>

BIS3YJSaue |edayleljul
10 ‘[eanpide ‘|epnea 1o} JoN
%9078 JAHIN Pue NOILYHLTIANI 103
(qw/bw 5°2)
qw os/bw sZi
%G2°0 dSN ‘uonoalul
OpPUO|Y204pAH
auleoseAldn
: idng 1200783 US/27/CA/096 V01
feA 8sog-8|daIni W 09
10-262-69002 00N Ajuo xy ST-BPH11-MPPL/C1/00 PCT327
/ .
- - . - - anuractured for:
Rx only NDC 70069-752-01 | Each mL contains 2.5 mg Rx only NDC 70069-752-01 | Manufactured f
50 mL Multiple-Dose Vial | bupivacaine HCI, with 1 mg 50 mL Multiple-Dose Vial | Somerset Therapeutics, LLC
methylparaben as antiseptic Hollywood, FL 33024
preservative and NaCl to make Customer Care # 1-800-417-9175
. . isotonic, in Water for Injection. pH . . Made in India
Bupivacaine adjusted with NaOH or HCI. Bupivacaine Neutral Code No: TNIDRUGS/616/1996
Hydrochloride Hydrochloride
Injection, USP 0.25% | Dosage: See package insert. Injection, USP 0.25% || ” I Hl ””
125 mg/50 mL This product is clear and colorless. 125 mg/50 mL
I 370069752012
(2.5 mg/mL) Do not use the solution ifitis @5mgmt) | - T |
For INFILTRATION and NERVE BLOCK | discolored or ifit contains For INFILTRATION and NERVE BLOCK
Not for caudal, epidural, or precipitate. Not for caudal, epidural, or ‘s\\\‘ee
intrathecal anesthesia intrathecal anesthesia Q\\'A‘“\ E*Q
o 0 o 0 \'A“\«%“ 0‘\ %‘\6
Store at 20° to 25°C (68° to 77°F) \B“‘M ¥ “m\.
excursions permitted between 15° ‘(\9:0‘ oe®
to 30°C (59° to 86°F) [see USP 40 x 455 mm
Controlled Room Temperature].
€9 Somerset €9 Somerset
Therapeutics LLC Therapeutics LLC
DOES NOT PRINT
! Die Line ! No Varnish Area 2091
SOMERSET THERAPEUTICS LIMITED ARTWORK APPROVAL FORM
Product Bupivacaine Hydrochloride Injection USP, 0.25% (50 mL Carton) Style: Revesrse Tuck
Specification: | Printed on ITC 350 GSM (+5%) using CFBB .
with Siegwerk India aqueous varnish (benzophenone free) Colours: . P.2202C . P.300C
Ink : Siegwerk / DIC India (benzophenone free) B secke
Dimension: | 45y 46 x 85 mm (LxWxH)
No of Folds: Artwork Print
ltem Code 1200783 Remarks (onlyforPiL) | NA Scaled to NA
Prepared by Verified by Approved by Checked by Checked by Approved by
PDD FD Regulatory Affairs Packing QA QA
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