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APPLICATION NUMBER:
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MICROBIOLOGY REVIEW




c.

1. ANDA 74-944 vd
APPLICANT Marsam Pharmaceuticals, Inc
2. PRODUCT NAMES: Atracurium Besylate Injection
3. B - - . L]
10 mg/mL, 5 mL Singlé*Doéerélass:Viél"Intravenou
4. “METHOD(S) OF STERILIZATION: %
5. HIABMMELQQIQAL_QAIEGQRL Skeletal muscle relaxan
(neuromuscular block) '
1. 'DAIE_QE_IHIIIAL_SHBMISSIQH ADQUSt 21. 1996
2.
3.
4. ASSIGNED FOR REVIEW: 10/8/96
EEMAEKS The subject drug iéﬁﬁ o into 5

CONCLUSIONS : The submission is not recommended for

ccC:

"bri\g::{’nal ANDA
“Duplicate ANDA
'“D1v181on Copy

OFFICE OF GENERIC. DRUGS, HFD-640
Microbiologists Review #1
October 15, 1996

vials on the filling line 303, Room 15 of the
Cherry Hill NJ pharmaceut1ca1 manufacturlng
facility.

o approval on” the basis of sterllity assu;f{
R The speciflc comments regardlng the
process are provided in

/S/
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OFFICE OF GENERIC DRUGS, HFD-640
Microbiologists Review #2
May 2, 1997 ~

1. ANDA 74-944
APPLICANT Marsam Pharmaceuticals, Inc

2. PRODUCT NAMEg: Atracurium Besylate Injection

3. DOSAGE FORM AND ROUTE OF ADMINISTRATION:
10 mg/mL, 5 mL Single Dose glass vial, Intravenous

4. METHOD (S) OF STERILIZATION:

S. PHARMACOLOGICAL CATEGORY: Skeletal muscle relaxant
(neuromuscular block)

1. DATE OF INITIAL SUBMISSION: August 21, 1996
(Received August 22, 1996)
2. DATE OF AMENDMENT: February 24, 1997 _ 
Subject of This Review (Received February 27, 1997)

3. RELATED DOCUMENTS: DMF
DMF
DMF
4. ASSIGNED FOR REVIEW: 5/1/97
REMARK The subject amendment provides for the response to

the microbiology deficiencies in the letter dated
January 27, 1997.

CONCLUSIONS: The submission is not recommended for
approval on the basis of sterility assurance.
The specific comments regarding the
process are provided

C . ._ | ‘;. :5/«2/‘?9L

Andrea S. High, Phy D

ey

cc: Original ANDA
Duplicate ANDA
Division Copy
Field Copy
Drafted by A. High, HFD 640 x:wp\microrev\74-944a
Initialed by F. Fang or F. Holcombe, Jr. i
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REMARKS The subject amendment prov1des for the response 6

OFFICE OF GENERIC DRUGS, HFD-640 -
Microbiologists.Review #3 - S
June 9, 1997 e '

1. ;ANQ__A 74—944 “ ‘ L

APPLICANT Marsam Pharmaceuticals, Inc
2. BRODUQZ Atracur1um Besylate In)ectlon

3. DOSAGE FORM AND gogzg'ég'AQMLﬁrsIgam;on. R
10. mg/mL, 5 mL Single Dose glass vial, Intravenous;

SR B R

4. METHOD(S) OF STERILIZATION: -

S. PHARMACOLOGICAI. CATEGORY: Skeletal muscle relaxant
.(neuromuscular block)

1. QATE OF INITIAL SUBMI§§IQN' ’Augustf21,*1996“ -
- ¢ tRecelved'Angust,22ﬂ1199

ERISTRE A 1 O R

2. DA TE OF AMENDMENT: y 2L, 1997, -5,
‘Subject of 'This Rev1ew "'(Recelv d uay '22, 1997_7‘

3. RELATED DOCUMENTS: None .
4. ASSIGNED FOR REVIEW: 6/9/97 :

i SR T

the microbiology deficiencies in the letter dated :
May 8, 1997. The amendment also provides for-a
change in the closure sterilization cycles.

CONCLUSTIONS: The submission is recommended for approvalion 3%

the basis of.sterility assurance. The
specific comments regarding the
ss’are prov1ded.

cc: Original ANDA
%Duplicate ANDA
-Division Copy
Field Copy : o ’
vDrafted by A. ngh HFD‘64O x wp\m1crorev\74 944a
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