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CHEMIST'S REVIEW NDA 89-081

NAME AND ADDRESS OF APPLICANT
Muro Pharmaceuticals
Tewksbury, MA 18976

AF NUMBER 5.  SUPPLEMENT(s)

N/A N/A

NAME OF  DRUG 7. NONPROPRIETARY NAME
Prednisone Prelone

SUPPLEMENT (s) PROVIDE(s) FOR:
N/A

AMENDMENTS AND OTHER DATES:

Original application  November 20, 1985

. PHARMACOLOGICAL CATEGORY 11. HOW DISPENSED

Adrenocortical Steroid ‘ RX

. RELATED IND/NDA/DMF(s)

N/A

DOSAGE FORM(s) 14. POTENCY

Oral Solution T5 mg/5 mL
17. COMMENTS

L. Sample sent to validation February 21, 1985 - OK by Boston Lab
Comment sent to firm May 23, 1985. Firm's answer (June 4, 1985)
Sent back to lab.

2. Bio satisfactory per bio letter December 13, 1985

18.

19.

CONCLUSIONS AND RECOMMENDATIONS
Approval

REVIEWER: . -, ,/DATE COMPLETED:
Maria Shih

. COMPONENTS AND COMPOSITION

See attached

. FACILITIES AND PERSONNEL

N/A

. SYNTHESIS
Manufacturer of Active Ingredient:







CHEMIST'S REVIEW "
(11 reevasary, continue any item en 8°' ¢ 10%*" paper.
Kev conttnuation to tiem by rumber.)

1s

ORGANIZATION

2. NDA NUMBER
20,121

~Muro Pharmaceuticals
Tewksbury, MA- 018969

3. NAME AND ADDRESS OF APPLICANT (Clty and Stase)

4 AF NUMBER

5. SUPPL_EMENT (S

t NUMBE R(S) T, DATELS)
6. NAME OF DRUG Te v PRUOPRIETARY NAME
Prednisone Prelone
8. SUPPLEMENTI(S) PROVIDES FOR:
Bio S. AMENDMENTS AND OTNER
(Reports, otc.) DATES

June 4, 1985

June 21, 108%
10. PHARMACOLOGICAL CATEGORY 11, HOW DISPENSED B2. RELATED IND/NDA/DMF(S)
Adreneocortical Steroid W nx 3 ore

13, DOSAGE FORM (5]

Or2l Spalytion

14.POTENCY (iea)

15 ma/5 il

15,

CHEMICAL NAME AND STRUCTURE

16, RECORDS AND REPCRTS '

CURARENT i
Clives TiNe
REVIEWED
) ves T Ne

| 17. COMMENTS
1.

Sent back to Lab.

2. Bio under review

Sample sent to validation Februarv 21, 1985 - 0K by Boston Lab

Comment sent to firm May 23, 1985. Firm's answer (June 4, 1985)

Not Aoprovable

18. CCNCLUSIONS AND RECOMMENDATIONS

1s, ,, REYIEWER .

NAME e N o e ) DATE COMPLETED
M Shih 45

DISTRIBUTION T omIGINAL JACKET [JREVIEWER [ DIVISION FILE

FORM FDH 2264 (7/75)

PREVIOUS EDH’IO;-NAY BE USED UNTIL SUPPLY 15 EXRAUSTEL. i




Enter T eh nem. I/ necesssry, contirne on 19 & 10U por.
Koy .::l.l:n:.l.;:z.nom oc';..:'u'.'. Enter **NC*' 11 no ch'ano- or "*NA"" il not epplicadle. N AN

CHEMIST'S REVIEW, Pege 2 NDA NUMBER

20,
y Vo

-~

COMPONENTS AND COMPQSITION (6, ?)

See Attached

21,

FACILITIES AND PERSONNEL (sa.b)

N/A

SYNTHESIS (8c)

Manufacturer of Active Inaredient

3.

RAW MATERIAL CONTROLS (sd,e)
. NEW DRUC SUBSTANCE

ysp
b OTHER INGREDIENTS

USP

P&

OTHER FIiRM(s) (81)

None

25,

MANUFACTURING AND PROCESSING (88:0.5.k)

A1l manufacturina, processina, packaaina, labelina, in-process and finished
product testing is performed by Muro.

CONTAINER (a1)

p. 127 Amber glass bottles/HDPE™polypropylene cap. " liner/ capn seatl.

27.

PACKAGING ARND LABELING (sl.m)

See. #25

28.

LABORATORY CONTROLS (Jr—Process and Finiehed Dosage Ferm) (an)

N/A

29,

STABILITY (8p)

1.4 Jots up to 12 month at 35°C, & month at 40°C (p. 142-146)

2. 3 cycle stability data between 5°C and 45°C submitted March 11, 1385
18 month expirv.date

30,

CONTROL .NUMBERS (3¢c)

N/A

3,

SAMPLES AND RESULTS (»)

& YALIDA TION boMARKET Packa G
JK bv Boston Lah -

32,

LABELING (4)

Satisfactory per T. Poux Anril 18, 1935

1.

ESTABLISHMENT INSPECTION
Accentable ner T. Bozzo January 30, 1035

34,

RECALLS

N/A

FOKM FDH 220¢ (7/75)




10.

13.

17.

18.

19.

20.

21.

22.

CHEMIST'S REVIEW NDA 89-081

NAME AND ADDRESS OF APPLICANT
Muro Pharmaceuticals, Inc.
Tewksbury, MA 01876

NAME OF DRUG 7.  NONPROPRIETARY NAME

Prednisolone Prelone

SUPPLEMENT(s) PROVIDE(s) FOR:
Bio study

AMENDMENTS AND OTHER DATES:
May 28, 1985

PHARMACOLOGICAL CATEGORY 11. HOW DISPENSED
Adrenocortical Steroid. Rx

DOSAGE FORM(s) 14, POTENCY

Oral solution 5 mg/5 mi

COMMENTS

. Bio study not acceptable per Bio letter of March 19, 1985.
2. Sample sent to validation February 21, 1985 - OK by Boston Lab.

Comment sent to firm May 23, 1985.

CONCLUSIONS AND RECOMMENDATIONS
Not Approvable

REVIEWER: DATE COMPLETED:

Maria Shih ﬁagffis,, é?fa(}q’/

COMPONENTS AND COMPOSITION
See attached

FACILITIES AND PERSONNEL
N/A

SYNTHESIS
Manufacturer of Active Ingredient:




CHEMIST REVIEW PAGE 2-

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

RAW MATERIAL CONTROLS
A. NEW DRUG SUBSTANCE: USP

B. ~ OTHER INGREDIENTS: USP

OTHER FIRM(s)
None

MANUFACTURING AND PROCESSING
AlT manufacturing, processing, packaging, labeling, in-process and
finished product testing is performed by Muro.

CONTAINER
p. 127 Amber glass bottles/HDPE Polypropylene cap/ ! Tiner/cap
seal. :

PACKAGING AND LABELING
See #25

LABORATORY CONTROLS (IN-PROCESS AND FINISHED DOSAGE FORM)
N/A

STABILITY
.~ & Tots up to 12 month at 350C, 6 month at 400C (p. 142-146).
2. 3 cycle stability data between 59C and 450C submitted

March 11, 1985 18 month expiry date.

CONTROL NUMBERS
N/A

SAMPLES AND RESULTS
0K by Boston Lab

LABELING '
Sat1s?actony per T. Poux ~ April 18, 1985

ESTABLISHMENT INSPECTION

Acceptable per T. Bozzo January 30, 1985
RECALLS







r= CHEMIST’S REVIEW

Keov continmation to item by

(11 nessssary, sontinue sny ftem on §°° z IO%" paper,

1. ORGANIZATION

2+ NDA NUMBER

89-181

Muro Pharmaceuticals
Tewksbury, MA 01876

3. NAME AND ADDRESS OF APPLICANT (City and State)

4. AF NUMBER

S, SUPPLEMENT (S}

NUMBER(S) DATELS)

€. NAME OF DRUG

Prerdisolone

7. NONPROPRIETARY NAME

Prelone

8. SUPPLEMENT(S) PROVIDES FOR:

Labeling, Stability

9. AMENDMENTS AND OTHRER
‘(Reporte, ete) DATES

March 11, 1985

10.. PHARMACOLOGICAL CATEGORY

Adrenocortical Steroid

11, HOW DISPENSED

DHax 3 ove

| E RELATED IND/NDA/DMF(S)

13. DOSAGE FORM (5)

14.POTENCY (les)

Oral Solution 15 ma/5 ml
15, CHEMICAL NAME AND STRUCTURE 16. RECORDS AND REPORTS °
' CURRENT
Ve Cyves [COwne
il TN REVIEWED

Ovres L

17. COMMENTS

1. Bio study not acceptab]e per Bio letter of MarZh 19,
2. Sample sent to validation February 21, 1985

1985

- Not Approvable

18, CONCLUSIONS AND RECOMMENDATIONS

19.

REVIEN,ER

NAME

M. Shih

'lGN""-r LA 4 N X4 7 7 -

DISTRIBUTION

[ ] oriGINAL JACKET

DATE COMPLETED

v "D‘ﬂzvuev:n

7] oivision FiLE

FUORM FDH 2266 (7/75)

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED. 1




——
. . CHEMIST'S REVIEW, Pege 2 i g sow , NDA NUMBER
nler tHon or somments | LK, (] ceanti on ] por.
go c:n'l.l:v:un.l: Itom by :.':“.:C Eno.o'r""NC" 11 no change ot “NA*" 11 mlgpmablc

;30- COMPONENTS AND COMPOSITION (6, 7)

See attached

21, FACILITIES AND PERSONNEL (sa.b)

N/A

SYNTHESIS (ac) »
Manufacturer of Active Ingredient:

123, RAW MATERIAL CONTROLS (ad,0)
8. NEW DRUGC SUBSTANCE

Usp

B OTHER INGREDIENTS

usp

|24,  OTHER FiRM(s) (81)

None

25, MANUFACTURING AND PROCESSING (84,h.).k) . ; : o
A1l manufacturing, processing, packaging, labelina, in-process and finished

product testing is performed by Muro.

26, CONTAINER (g1)

p. 127  Amber g]ass-bott1es/HDPE Polypronylene cap/- * liner/can seal.

27, PACKAGING AND LABELING cal,m)

See #25

28. LABORATORY CONTROLS (Ir-Process and Finished Dosage Form) (en)

N/A

29, STABILITY (sp)

1. 4 lots up to 12 month at 35°C, 6 month at 40°C (p. 142-146).
2. 3 cycle stability data between 5°C and 45°C submitted March 11, 1985
18 month expiry date

30, CONTROL NUMBERS (s¢)

N/A

M, SAMPLES AND RESULTS (9)

to be validated

8. VALIDA YiON b MARKET BaCKAGE

32, LABELING (4)

Satisfactory per T. Poux April 18, 1985

33, ESTABLISHMENT INSPECTION

Acceptable per T. Bozze January 30, 1985

34, RECALLS

/A

FORK FDH 220¢ (1/75)




CHEMIST'S REVIEW 1. ORGANIZATION 2. NDA NUMBER

1 necsasary, continue any item on 8'° x J10%*" paper, -
@ Ke:,e'onunuulon to Htem by mumber.) 89 08]
3. NAME AND ADDRESS OF APPLICANT (City and State) 4 AF NUMBER

Muro Pharmaceutical, Inc.
Tewksbury, MA 01876

e —— e 2 G ms

S SUPPLEMENT (S)

[PRES PR - B T S AU A U PN N et it e s 14

NUMBERIS) DATE!S)

€. NAME OF DRUG 7. NONPROPRIETARY NAME

Prenisolone Prelone

8. SUPPLEMENT(S) PROVIDES FOR:

$. -AMENDMENTS AND OTHRER
(Reporte, ote)) DATES

10. PHARMACOLOGICAL CATEGORY t1. HMOW DISPENSED 2. RELATED IND/NDA/DMF (S)
Adrenocortical Steroid B 0 ore .
13. DOSAGE FORM (S} V4.POTENCY (les)
Oral Solution 15 ma/5 ml
15, CHREMICAL NAME AND STRUCTURE V6. RECORDS AND REPORTS
CURRENT ‘
Yo C)ves Cine
il e REVIEWED

Dvyes - [[Cwo

17. COMMENTS 1 i

Bio needed?

-
-
18, CONCLUSIONS AND RECOMMENDATIONS
Not Approvable
19, REVIEWER .
NAME ) SIGNATURE I DATE COMPLETED
M Shih o
| DISTRIBUTION [ oricinaL JackeT [ JREVIEWER [ pivision FiLe

FORM FDH 2266 (7/75) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHRAUSTED.







CHEMIST REVIEW 89-081

NAME AND ‘ADDRESS OF - APPLICANT
Muro Pharmaceuticals, 1nc.
890 East Street g
Tweksbury, MA 01876

PURPOSE OF AMENDMENT/SUPPLEMENT
S-002 Labeling revision
S-003 Package addition - physician sample

PHARMACOLOGICAL - CATEGORY NAME  OF DRUG

Glucocortoicord Prednisolone

DOSAGE FORM POTENCY

Syrup 15 mg/ml

HOW DISPENSED DATE OF SUBMISSION
. Rx February 14, 1986 .

SUPPLEMENT

S=00Z, S-003

LABELING

FPL for carton labels needed per T. Poux March 17, 1986

BIOLOGIC AVAILABILITY
N/A

ESTABLISHMENT INSPECTION
Not on current alert list

COMPONENTS, COMPOSITION, MANUFACTURING, CONTROLS
N/A

PACKAGING
Need Information

STABILITY
Protocol: N/A
Exp. Date: N/A

REMARKS AND CONCLUSIONS
Review Waiting Firm

REVIEWER DATE
Maria sShih




CHEMIST REVIEW 89-081

NAMD AND ADDRESS OF APPLICANT
Muroc Pharmaceuticals, Inc.
890 East Street

Tweksbury, MA 01876

PURPOSE OF AMENDMENT/SUPPLEMENT
5-002 labeling revision
S-003 packaging addition - Physician Sample

PHARMACOLOGICAL CATEGORY NAME OF DRUG
Glucocorticord Prednisone
DATE . OF SUBMISSION : Sl SUPPLEMENT
February 14, 1966 - 5-002, S-003
April 7, 1986

DOSAGE FORM ; POTENCY
SyTup 15 mg/5 ml
LABELING

FPL for Physician sample carton Satisfactory per T. Poux April 21, 1986

BIOLOGIC AVAILABILITY
N/A

ESTABLISHMENT INSPECTION
Not on alert Jist

COMPONENTS, COMPOSITION, MANUFACTURING, CUNTROLS
N/A

PACKAGING
Information submitted, satisfactory

STABILITY
Protocol: = N/A
Exp. Date: N/A

REMARKS  AND CONCLUSIUNS
supplemental approval

REVIEWER DATE .
MaTria Shih — T
v /




CHEMIST'S REVIEW FOR ANDA OR SUPPLEMENT - ANDA 89-081/5-006, S-007

NAME AND ADDRESS OF APPLICANT:
Muro Pharmaceutical, Inc.

890 East Street

Tewksbury, MA 01876

PURPOSE OF AMENDMENT/SUPPLEMENT
S-006 Additional package size
S-007 Labeling revision

DATE(S) OF SUBMISSION(S)
September 3, 1987

PHARMACOLOGICAL CATEGORY NAME OF DRUG HOW DISPENSED
Glucocorticord Prednisgfg\ RX
o
DOSAGE FORM POTENCY
Syrup 5 mg/5 mL
LABELING

Satisfactory per T. Poux 10-7-87

ESTABLISHMENT INSPECTION
Not on current alert Tist

PACKAGING
New size of 20 mL (physician sample)

STABILITY
Protocol: Not submitted
Exp. Date: Not submitted

REMARKS AND CONCLUSION
Review Waiting Firm

REVIEWER DATE COMPLETED
Maria Shih October 14, 71987

L T2




CHEMIST REVIEW 89-081

NAME AND ADDRESS OF APPLICANT
Muro Pharmaceuticals, Inc.
890 East Street

Tweksbury, MA 01876

PURPOSE OF AMENDMENT/SUPPLEMENT
S-004 packaging change
S-005 exp. date

PHARMACOLOGICAL CATEGORY NAME OF DRUG
Glucocorticord Prelone

DATE OF SURMISSION SUPPLEMENT
February 20, 1987 S-004, S-00%
DCSAGE FORM POTENCY
Syrup 15 mg/5 mL
LABELING

N/A

BIOLOGIC AVAILABILITY
N/A

ESTABLISHMENT INSPECTION
Not on current alert list

CCHPONENTS, COMPCSITICN, MANUFACTURING, CONTROLS
N/A

PACKAGING
PTastic bottles with pulp-vinyl cap liner

STABILITY
Protocol: Satisfactory
Exp. Date: 2 years

REMARKS AND CONCLUSICNS
Supplemental approval

REVIEWER BATE
Maria Shih

V()




-~

CHEMIST'S REVIEW FOR ANDA OR SUPPLEMENT - ANDA 89-081/S-006, S-007, S-008

NAME AND ADDRESS OF APPLICANT:
Muro Pharmaceutical, Inc.

890 East Street

Tewksbury, MA . 01876

PURPOSE OF AMENDMENT/SUPPLEMENT
S-006 Additional package size
S-007 Labeling revision
$-008 Expiration dating

DATE(S) OF SUBMISSION(S)
September 3, 1987
November 30, 1987

PHARMACOLOGICAL CATEGORY NAME OF DRUG HOW DISPENSED
Glucocorticord Prednisone RX
[
DOSAGE_FORM POTENCY
Syrup T5 mg/5 mL
LABELING

Satisfactory per GJohnston 1-5-88

ESTABLISHMENT INSPECTION
Not on current alert 1ist

PACKAGING

New size of 20 mL (physician sample)
STABILITY

Protocol: 3 month accelerated
Exp. Date: Recommended 18 month

REMARKS AND CONCLUSION
ApprovaT’- Only 2 copies of FPL received. Called 1-25-88, will submit 6 more
copies.

REVIEWER DATE COMPLETED
Maria Shih - . January 26, 1988
1




CHEMIST'S REVIEW FOR ANDA OR SUPPLEMENT - ANDA 89-081/5-006, S-007, S-008

NAME AND ADDRESS OF APPLICANT:
Muro Pharmaceutical, Inc.,
890 East Street

Tewksbury, MA 01876

PURPOSE OF AMENDMENT/SUPPLEMENT
S-006 Additional package size
S-007 Labeling revision
$-008 Expiration dating

DATE(S) OF SUBMISSION(S)
September 3, 1987
October 19, 1987

PHARMACOLOGiCAL CATEGORY NAME- OF DRUG HOW DISPENSED
Glucocorticord Prednifzee RX
DOSAGE FORM POTENCY

Syrup 15 mg/5 mL

LABELING

Satisfactory per TPoux 10-7-87

ESTABLISHMENT INSPECTION
Not on current alert Jlist

PACKAGING
New size of 20 mL (physician sample)

STABILITY
Protocol: 3 month accelerated
Exp. Date: Recommended 18 month

REMARKS AND CONCLUSION
Review Waiting Firm

REVIEWER 5 DATE COMPLETED
Maria Shih py A November 25, 1987
S el




13

Chem Review No.2
ANDAB89-081/5-009

NAME AND ADDRESS OF APPLICANT:
Muro
Tewksbury, MA

PURPOSE OF AMENDMENT/SUPPLEMENT

Child resistant cap

DATE(S) OF SUBMISSION(S)
Sept 18, 1989 amended November 27, 1990 in response to Nov 14,
1990 NA letter. Minor amendment.

PHARMACOLOGICAL CATEGORY TRADE NAME NONPROPRIETARY NAME
steroidal antiinflammatory Prelone Prednisolone
DOSAGE_FORM POTENCY RX OR OTC

Syrup 15 mg/5mL Rx

SAMPLES RELATED IND/NDA/DMF STERILIZATION

N/A

LABELING

N/A

BIOEQUIVALENCY STATUS

AB

ESTABLISHMENT INSPECTION
Not on April 15, 1991 Alert list

COMPONENTS, COMPOSITION, MANUFACTURING., CONTROLS
No change

REMARKS AND CONCLUSION
Approvable for 240 mL bottle. Firm should be informed that
approval does not apply to the 20 mL bottle.

Reviewer Date Completed
Paul Schwartz, Ph.D. April 23, 1991

w%%uw%»

Y
/4/30/91 ,€>54§if

91/B:\89081509.RPS




CHEMIST'S REVIEW

1.
2. ANDA # 89—081/5—010, S-011, S-=012
3. NAME AND ADDRESS OF APPLICANT
Muro Pharmaceutical, Inc.
Attention: Joseph A. Celona
890 East Street
Tewksbury, MA 01876
6. PROPRIETARY NAME 7.  NONPROPRIETARY NAME
Prelone® Syrup " Prednisolone Syrup USP
8. SUPPLEMENT (s)  PROVIDE(s) FOR:
S-010 Label revision.
S-011 Packaging addition of 480 mL PET bottle.
S-012 Expiration dating of 18 months.
9. AMENDMENTS AND OTHER DATES:
July 7, 1991 Original submission
May. 28, 1992 NA letter
June 8, 1992 Amendment
June 24, 1992 ~ ‘Satisfactory label review
July 20, 1992 NA letter (minor)
July: 29, 1992 Amendment
10. ~PHARMACOLOGICAL CATEGORY 11. Rx or OTC
synthetic glucocorticoid Rx
(steroid)
12. RELATED IND/NDA/DMF(s)
13. DOSAGE FORM 14.  POTENCY
syrup 15 mg/5 mL
16. RECORDS AND REPORTS
June 1, 1992 Fax regarding deficiency #3 of May 28,
1992 NA letter.
18. CONCLUSIONS AND RECOMMENDATIONS APPROVAL
19. REVIEWER: Jon E. Clark DATE COMPLETED: August 19, 1992
Endorsements: '

HFD-633/J. Clark/8-20-92C_
HFD-633/R. Kishore/8-20-92
B:\89081S12.BJC

F/T by dvw/8-21-92







10.

12.

13.

15.

16.

19.

CHEMISTRY REVIEW NO. 1

ANDA 89-081/S-014; R-013

NAME AND ADDRESS OF APPLICANT
Muro Pharmaceutical. Inc.

Attention: Joseph A. Celona
890 East Street
Tewksbury, MA 01876

LEGAL BASIS FOR_SUBMISSION 5. SUPPLEMENT ()
NA S-014

PROPRIETARY NAME 7. NONPROPRIETARY NAME
Prelone Syrup Prednisolone Syrup USP, 15 mg/5 mL

SUPPLEMENT (s) PROVIDE(s) FOR:

The supplemental application provides for the physic¢al
expansion of the manufacturing facility. Equipment used to
manufacture this product will be moved into this new ‘area of
the building.

AMENDMENTS AND OTHER DATES:
S=014: Initial submission May 20, 1993

PHARMACOLOGICAL CATEGORY 11..  Rx or OTC
Synthetic glucocorticoid Rx

RELATED IND/NDA/DMF(s)

NA
DOSAGE FORM 14.  POTENCY
oral liquid 15 mg/5 mL

CHEMICAL NAME AND STRUCTURE
NA -

RECORDS AND REPORTS
R-013: Dated March 16, 1993

REVIEWER: Jon E. Clark DATE COMPLETED: Sep. 24, 1993

b 14,195 3
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10.

12,

15.

16.

17

18.

19.

CHEMISTRY REVIEW NO. 1
ANDA 89-081/S-016; R-014

NAME AND ADDRESS OF APPLICANT
Muro Pharmaceutical. Inc.
Attention: Joseph A. Celona
890 East Street

Tewksbury, MA 01876

LEGAL, BASIS FOR SUBMISSION 5. SUPPLEMENT (s)
21 CFR 314.70(b) expedited review S-016

PROPRIETARY NAME 7. NONPROPRIETARY NAME
Prelone Syrup Prednisolone Syrup USP, 15 mg/5 mL

SUPPLEMENT (s) PROVIDE(s) FOR:

The supplemental application provides for a new closure
because the previous supplier is on strike. Muro also takes
the oppotunity to report a change in the bottle resin.

AMENDMENTS AND OTHER DATES:

March 10, 1994 Initial submission: S-016
April 14, 1994 CMC NA letter

April 22, 1994 CMC amendment: THIS REVIEW.
PHARMACOLOGICAL CATEGORY 11. Rx oxr OTC
Synthetic glucocorticoid Rx

RELATED IND/NDA/DMF (s) 13. DOSAGE FORM 14. POTENCY
NA oral liquid 15 mg/5 mL

CHEMICAL, NAME AND STRUCTURE NA

RECORDS AND REPORTS

89-081/R-014: Stability data is adequate. Some editorial
changes to the batch sheet and specifications. No
manufacturing changes are reported. NAI

COMMENTS
All the information for the closure change is in order. The
information for the bottle resin change is adequate.

CONCLUSIONS AND RECOMMENDATIONS APPROVAL

REVIEWER: Jon E. Clark DATE COMPLETED: May 4, 1994

D e i e I LT R G LS T

;E/T by




o

L ngé

Al




1. CHEMISTRY REVIEW NO. 1

2. ANDA 89-081/S-01§; R-013

3. NAME AND ADDRESS OF APPLICANT
Muro Pharmaceutical. Inc.
Attention: Joseph A. Celona
890 East Street
Tewksbury, MA 01876

4., LEGAL BASIS FOR_SUBMISSION 5. SUPPLEMENT (s)
21 CFR 314.70(b) expedited review S-016
6. PROPRIETARY NAME 7. NONPROPRIETARY NAME '
Prelone Syrup ‘ Prednisolone Syrup USP, 15 mg/5 mL
8. SUPPLEMENT (s)  PROVIDE(s) FOR:

The supplemental application provides for a new closure
because the previous supplier is on strike. Muro also takes
the opportunity to report a change in the bottle resin.

9. AMENDMENTS AND. OTHER DATES:
5-016: Initial submission March 10, 1994

'10. PHARMACOLOGICAIL CATEGORY 11. RxX or OTC
Synthetic glucocorticoid Rx

12. RELATED IND/NDA/DMF(s)

NA

13.  DOSAGE FORM 14.  POTENCY
oral liquid 15 mg/5 mL

15. CHEMICAL NAME AND STRUCTURE 16. RECORDS AND REPORTS
NA NA

17. . COMMENTS "
All the information for the closure change is in order. The
information for the bottle resin change is deficient.

18. CONCLUSIONS AND RECOMMENDATIONS Not Approvable minor

19. REVIEWER: Jon E. Clark DATE COMPLETED: April 1, 1994

PR WY i 8 Vg -
333u
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10.

11.

12.

13

14.

15.

16.

17.

18.

19.

CHEMISTRY REVIEW NO. 2 2. ANDA 89-081/5-019
W&wmm Muro Pharmaceutical, Inc.

Attention: Mr. Joseph A. Celona
890 East Street, Tewksbury, MA 01876

LEGAL BASIS FOR SUBMISSION 314.70

SUPPLEMENTS S-019

PROPRIETARY NAME N/A

NONPROPRIETARY NAME Prelone Syrup 15 mg/mL

SUPPLEMENTS PROVIDE FOR additional drug substance supplier

AMENDMENTS AND OTHER DATES

06-mar-98 S-019 original submission

13-mar-98 fax to J. Wilson ‘
17-mar-98 expedited review request granted
05-MAY-98 minor amendment - this review

01-JUN-98 ‘fascimile response to t-con - this review

PHARMACOLOQGICAL  CATEGORY antiinflammatory allergic reactions
Rx v

RELATED IND/NDA/DMF (g) See DMF checklist.

DOSAGE FORM oral, syrup

POTENCY 15 mg/5 mL

CHEMICAL NAME AND STRUCTURE as per USP

RECORDS AND REPORTS R-018 amendment, dated 05-06-98, period -

covering 2/97-2/98, NAI

COMMENTS none
CONCLUSTONS AND RECOMMENDATIONS approve
REVIEWER M. Maust ~ DATE COMPLETED May 27, 1998
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12.
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17.

18.

19.

CHEMISTRY REVIEW No. 1 2. ANDA # 89-081

Muro Pharmaceutical, Inc. Attention: Joseph A. Celona
890 East Street, Tewsbury, MA 01876

LEGAL BASIS FOR SUBMISSION 314.70

SUPPLEMENTS 89-081/S-017

PROPRIETARY NAME Prednisolone Syrup USP, 15 mg/5 mL
NONPROPRIETARY NAME  Prelone® Syrup

: packaging addition for an amber PET
60 mL container ‘

02-10-97 Original Submission - this review

PHARMACOLOGICAL CATEGORY: anti-inflammatory steriod

Rx

RELATED IND/NDA/DMF(s) N/A

DOSAGE FORM syrup, oral

POTENCY 15 mg/S mL

CHEMICAL NAME AND STRUCTURE as per USP
RECORDS AND REPORTS R-016, period covering 2/96-3/95, NAI

R-017, period covering, 2/96-2/97, NAI
COMMENTS none -

CONCLUSIONS AND RECOMMENDATIONS APPROVE
REVIEWER: Melissa Maust DATE COMPLETED: July 22, 1997
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10.
11.
12.
13:
14.
15.

1le6.

18.

19.

CHEMISTRY REVIEW NO. 1
ANDA  89-081/S-019

NAME AND ADDRESS OF APPLICANT Muro Pharmaceutical, Inc.

Attention: Mr. Joseph A. Celona
890 East Street, Tewksbury, MA 01876

LEGAL BASIS FOR SUBMISSION 314.70

SUPPLEMENTS S-019

PROPRIETARY NAME N/A

NONPROPRIETARY NAME Prelone Syrup 15 mg/mL

SUPPLEMENTS PROVIDE FOR additional drug substance supplier

06-mar-98 S-019 original submission - this review
13-mar-98 fax to J. Wilson - this review
17-mar-98 expedited review request granted

PHARMACOLOGICAL CATEGORY antiinflammatory allergic reactions
Rx

RELATED IND/NDA/DMF (s) See DMF checklist.
DOSAGE FORM oral, syrup

POTENCY 15 mg/5 mL
CHEMICAL NAME AND STRUCTURE as per USP

R-018, dated 04-03-98, period covering
2/97-2/98, IR letter sent to firm

CONCLUSIONS AND RECOMMENDATIONS na/minor

REVIEWER M. Maust DATE COMPLETED April 1, 1998
Updated: April 27, 1998







