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ANDA  83-722/5-009

International Medication Systems Limited

Attention: Annette Riley Al K
1884 Santa Anita Avenue e,
South El Monte, CA 1733

Dear Hs, Riley:

Refarence is made tn your supplemental new drug application submitted pursuant
tc Section 214,70 of the Repulations, dated February 25, 1987, regarding your
abbreviated nes drug application for Phytonardione In,}ezction UuskP, 1 mg/0.5 ml,

The supplemental spplication provides | R of tne vial injector.

Also referenced is your communication dated May 20, 1987.
#e have completed the review of this supplemental application ang it is

approved, Dur letter of March 1, 1976 dotailed *:m conditions relating to the

approval of this abbreviated ap;*:ncatim.
The material submitted is being retained as part of your -lemation.

N . é
Sigcereiy yomg,"

j Tr\> (e /&QK
Marvin Seir\e, n.o.
—— Birector
. Divi “Gf-Generic Drugs
Office of Drug Standards
Center for Drugs and Sivlogics
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CChang/MGoldman/7/31/87
8/3/87 bmec 3317d
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ANDA 83-722/S-009 CHEMIST'S REVIEW FOR ANDA OR SUPPLEMENT

NAME AND ADDRESS OF APPLICANT:

IMS
South E1 Monte, CA

PURPOSE OF AMENDMENT/SUPPLEMENT

_(sterilization) of vial injector.

DATE(S) OF SUBMISSION(S)

February 25, 1987 and May 20, 1987.

NAME OF DRUG HOW DISPENSED

Phytonadione Rx

DOSAGE FORM POTENCY STERILIZATION
Injection Img/0.5 mL See below

RELATED IND/NDA/DMF

o (B8

ESTABLISHMENT INSPECTION

EER sent 4/1/87. Approved 4/9/87.
COMPONENTS, COMPOSITION, MANUFACTURING, CONTROLS

sterility data
submitted. .

PACKAGING

No change.

STABILITY

Protocol: No change.
Expiration Date: No change.

REMARKS AND CONCLUSION

MGoldman
Approval l/\A/ WM
3317d / g
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ANDA 83-722/S-009 CHEMIST'S REVIEW FOR ANDA OR SUPPLEMENT

NAME AND ADDRESS OF APPLICANT:

st ARR
South E1 Monte, CA 6 1987

PURPOSE OF AMENDMENT

PN®E (sterilization) of vial injector.

DATE(S) OF SUBMISSION(S)

February 25, 1987

NAME OF DRUG HOW DISPENSED

Phytonadione Rx

DOSAGE FORM POTENCY STERILIZATION
Injection 1 mg/0.5 mL See below

RELATED IND/NDA/DMF

ove [

ESTABLISHMENT INSPECTION

EER sent 4/1/87.
COMPONENTS, COMPOSITION, MANUFACTURING, CONTROLS

sterility data
submitted. DMF under review.

PACKAGING

No change.

STABILITY

Protocol: No change.
Expiration Date: No change.
REMARKS AND CONCLUSION

MGoldman
Review w/f

14135 v [t pr
" i(3/47



CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
ANDA 0837220rig1s009

ADMINISTRATIVE and CORRESPONDENCE
DOCUMENTS









