
According to your Master Batch Manufacturing Issuance Log, in 2008 it was issued the following BMR's to production (total 

(bY",..; 
pale " . Batch' MBRI is~ried D.ate of' RetmD'8:Iplpl~ 

,BMR BatcJJ. 
~r 

' Mfg. )lip. ' ' illR :R:ctu-:n -Received 
Rema:r~ data available 

_ iSsued Date' nate . No~·. 
By 

loQA by , (,Ie, odo' I, 

~~) 01128108 - 0112008 12/2009 ., Log Left Log Left 
* * in blank in blank 

01/29/08 1860614 - 0112008 12/2009 .. 02121108 !II Yes *',.t 
l 

4- I! Prospective 0112008 12/2009 02121108 Yes Validation 

02101/08 1861527 • 0112008 1212009 I4iJ 02121108 .. Yes 
*** 

DEPARTMENT OF HEALm AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTlON 

158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 
Jamaica, NY' 11433 FEINUMBER , 
(718) 340-7000 Fax: (718) 662-5661 3001236657 

NAME AND TITlE OF INDIVIDUAL TO WHOM REPORT ISSUED 

TO: Robert Patton, Vice President & General Manager 
FIRM NAME 

Ohm Laboratories, Inc. 
CITY, STAlE, ZIP CODE, COUNTRY 

Gloversville! NY 112078 

STREET ADDRESS 

34 West Fulton Street 
TYPE ESTABLISHMENT INSPECTED 

Rx Drug Manufacturer 

This document lists observations made by the FDA representative(s) during the inspection OfYOllI facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an 

-observation;-or-have-implemented,orplan-toimplement;-correctiveactionirrTespnnseto"1l1T"Ohservation.;-yorrmay-digcuss1lre-objectimror­
action with the FDA representative(s) during the inspection or submit this infonnation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

POST-MARKETING REPORTS 

OBSERVATION 1 

An annual report did not include information about the quantity of the drug product distributed under the approved 
application, including that distributed to distributors. 

Specifically, your recently filed Annnal Report for ANDA 78-448, Ranitidine Hel Solution USP, 15 mglmL, dated February 
10,2009 covering the review period ofDecember 13, 2007 - December 12, 2008. 

You failed to include in this report the distribution data on the subject application of all lots manufactured at your site and 
distributed from your site. Third paragraph of this Annual Product report declared that "no product has not been 
manufactured or distributed during the reporting period"; although according to the Packaging Line Log-'and Filling 
Room.og, the following lots of the subject drug product were manufactured during the mentioned review period: Lot #'s 
1860614,1860616,1861527, 1901358, 1902801, 1901850, 1902802, 1902803 and 1902804. Furthennore, lot ~was 
re

No

01/31108 1860616 • 
d~-

DATE ISSUED 

SEE REVERSE 
OF THIS PAGE ""08/12/2009

jected because the operators failed to add the require amount ofthe active pharmaceutical ingredient during compounding, 
even thongh the batch manufacturing record ascertain the addition of the material by an operator and to be verified by the 

~~) 

.. ""_.~~,"-'---. ' -- - ...·.,.-.c--:c-' _., ,,- - ..._,-- , -'--:.' • -·C.' ,- .'­=""', '"PlantManager; 

In addition, there was a batch size increase from : 'Liters (exhibit batch #5750601) to ; TTl (commercial size). 

.- ~_7- -~-/ 
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DEPARTMENT OF HEALTH AND IWMAN SERVICF-S
 
FOOD AND DRUG ADMINISTRATlON
 

OISTRICT ADDREB8 ~o PHONE NlJM8ER 

07/13/2009 - 08/12/2009* 
Jamaica, NY 11433 
158-15 Liberty Ave. 

(718) 340-7000 Fax: (718) 662-5661 3001236657 
HNIIEN«JTm..EOF NlIV10UAL TOW-IOMREPORT ISSUED 

TO: Robert Patton, Vice President & General Manaaer 

Ohm Laboratories, Inc. 34 West Fulton Street 
t'I=. E8TABU8l"UEH1" 1HSPf\,i1 bJCOY. ~ IAle. U'cooe. (;OJNTR'( 

Gloversville, NY 112078 \x Drug Manufaoturer 
bltf) JJ.I:w.l, Ihitp I 1;.\1,>1 

05113/08 190};S8 '-I 0512008 0412010 ,-- 07/10108 'IiiliIi Yes 

---1-----S~miiiii~~~~-J=;=--o: .... *** 
Yes05115/08 ;~rl<iiiiiiil" 0412010 'WI" 07/10/08 JiiIiIiit Deviation.,'0512008 

« [,'!!I!!!!!!!!'"I ~ ....1--__-1 

05/19108 1901850 _ 0512008 0412010 - 07/10/08 .-. Yes 

05/19108 1~802 -1 0512008 0412010 " _ 07110/08 _. Yes 

05127/08 190.2.803 _ 0512008 0412010 .. 07/10/08" .' . Yes ­

05127108 1~.804 • 0512008 0412010 __ 07/10108 K Yes 

• Batch was rejected due to alleged "weighing problems." On! kg instead 0 g ofthe API was 
used in the formulation f/lconf2Jiners out of~ However, there is no evidence iliat your personnel ever 
weighed the ~ontainer. Furthermore, the operator and Plant Manager signed the BMR as perfonning and 
verifying that particular operation ofadding the material. Failure Investigation Report was initiated by the Plant 
Manager and training to personnel was provided by him as well, even thought he was involved in the 
incidentifuilure. There are two more lots of different drug .products rejected because of weighing issue and/or 
even starting the manufacturing operation without having all required materials. 

:"'rLi) •• You released and distributed lots with questionable investigation related to floating particles of fiber and 
~f) cardboard inside the product. Deviation No.~ completed on 07/07/08. , 

?I.,j) L*::;:·",*::;:Th::..=e.:...fl_oa_tin_·_g_partl_'_CI_es_was__firs_t_d_iS_co_v_ere_d_in_fini_'S_h_ed_pr_od_u_ct_I_o_t_#1_9_02_8_0_1,_De_V_iat_i_on_",I__ I_'da_ted---,Ptl 05120/08. 

OBSERVATION 2 

An NDA-Field Alert Report was not submitted within three working days of receipt of information concerning a fililure of 
one or more distributed batches ofa drug to meet the specifications established for it in the application. 

Specifically, you fulled to keep the USFDA informed of a fililure of a distributed drug product not meeting the specifications 
established for it in the application. Market complaint was received on 03123/09 related to particles matter in Metformin Oral 
Solution, lot #1987071 and you confirmed such after receiving the complainant sample on 04/01/09. The test for clarity of 
the solution clearly requires that the sample should be clear, free from particles or foreign matter and no precipitate should be 
observed. It was not until 05122109, two month later, that your investigation concluded that the particles may be attributed to 
a worn nozzle, seaf on the filling machine. Nevertheless, your investigation was found inadequate and all suggested corrective 
actions have not been implemented as stated in the investigation. 

In addition, your ANDA 78-053, Sertraline Hydrochloride Oral Concentrate, 20 mglmL NDA-Field Alert report, dated 
03126/09 for lots (1728799, 1728800, and 1729098) was submitted late. Even though you claimed the product to be expiring 

OATEI8WED 

SEE REVERSE 
08/12/2009OF THIS PAGE 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF lNSPECOON 

158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 
FEINUMBERJamaica, NY 11433 

(718) 340-7000 Fax: (718) 662-5661 3001236657 
NAME AND TlTtE OF INDIVIDUAl TO WHOM REPORT ISSUED 

TO: Robert Patton, Vice President & General Manager 
FIRM NAME	 STREET ADDRESS 

Ohm Laboratories, Inc. 34	 West Fulton Street 
CITY, STATE, ZIP CODE, COUJlITRY lYPE ESTABLISHMENT INSPECTED 

Gloversville, NY 112078 Rx	 Drug Manufacturer 

by the time of this filing, your stability study started on 01/31/07 and you complete the testing of the subject product on 
03/02/09. 

ANDA 76-529 LORATADINE SYRUP (ORAL SOLUTION, USp)' 5 mgl5 mL and ANDA III 
", "~." 

~ Y." ~ __~ " ".,.~~-' 

OBSERVATION 3 

An adequate number of batches of each drug product are not tested nor are records of such data maintained to determine an 
appropriate expiration date. 

Specifically: 

a)	 There is no data in place nor maintained since inception of your company and prior to April 2008 for all products 
manufactured that were used for stability studies including exlu"bits batches in support for ANDA's as well as for 
your yearly stability lots. You have stability samples stored inside the stability chambers located in the warehouse 
where every employee may have access, as well as in the refrigerators located inside the laboratory which are 
located approximately~ apart. These samples were noted to be in the same configuration/orientation 
(horizontal/vertical); it appears that you can not guarantee or ascertain 100% that samples stored in the refrigerators 
were ever used in exchange of the stability samples stored inside the stability cbambers since there are no records. 

b)	 The new formulation of ANnA 76-529, Loratadine Oral Solution, USP 10 mgllO mL, submitted to the agency on 
September"25; 2007 as 1Jart'JJf aCMC-c Prior ApjJrovar-Slipp'lemetit: ThiS'PAS proVitlesfiifa-new preservative 

lilt_lilliI'm; ; It to be added to the formulation as part of the company corrective action due to the recall of 
multiple lots of drug products that failed approved specification for Total Related Substances, Highest Individual 
Unknown Impurity, and the known impurity 2-hydroxy methylloratadine limits. 

Your stability protocols for Lot #2070701 (STB-003/007- Tropical Fruit Punch Flavor) & for Lot #2080701 (STB­
006/07- Grape Flavor), do not asses the concentration 01417 1.7. I ' ••1 There are no established parameters 
for in-process specification, finished product release specification as well as stability. In addition, you do not test for 
concentration ofthis preservative added to the fonnulation. 

c)	 You submitted a CMC Prior Approval Supplement in October 19, 2007 for the new flavoring agent (Grape Flavor) 
to the USFDA including up to three month of stability d~_#2080701, but you omitted to provide the 
complete stability summary report for three studies with the .......tontainer that may be considered crucial to 
determine an appropriate expiration date of the drug product. The following are stability data not provided in the 
PAS-CMC. 

. % RH Horizontal CRT 
DATE Issueo 

SEE REVERSE 
08/12/2009OF THIS PAGE 
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DEPARTMENT OF llEALll\ AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

ION 

158-15 Liberty Ave. 
Jamaica. NY 11433 
(718) 340-7000 Fax: (718) 662-5661 

07/13/2009 

"" 3001236657 

- 08/12/2009* 

TO: Robert Patton, Vice President & General Manager 

34 West Fulton StreetOhm Laboratories, Inc. 
CITY. STATE. ZIP cooe. COUNTRY 

Gloversville, NY 112078 Rx Dru Manufacturer 

~ ~ i ••_ ;.: • _ 

% RH Vertical Accelerated 
lA ¥-#Ii 

% RH Vertical CRT 

d)	 The number ofunits placed on stability according to both Loratadine's Stability Protocols, differ from the number of 
units sampled for stability and documented in the BMR's for Lot #207070 I and Lot #208070 I. There are no records 
in place to demonstrate the location and storage condition oftile remaining units. 

r~, e) 

~8) 

Conla/ner 
Closures 

PETE 0) 
GLASS ('I) 

its - Difference 
units 

units - Difference 
'ts 

Stored in Stability Chamber 
(U per Protocol 

l!11.-Sampled asper 
BMRforStabl/ity 

~its 

There is no uniformity between the number of units 
sampled as per BMR for stability in each lot/protocols. 

Stored in Stability 
Chamber asper 

Protocol 

There is a difference of.units 

J.6..g; - Sampled 
as per DMRIor 

Stabili 

(b) 
fj) 

PETE 

Container 
Closures 

nits - Difference 
.units 

l!11. - SamPledasper Stored in Stabil/ly Chamber 
BMRfor Sto.bilily as per Protocol 

Stored in $lability 
Chamber Q.f per 

Protocol 

J.6..g; - Sampled 
asper BMRfor 

Stabili 

There is a statement in the firm's stability protocol for Loratadine in cold chamber of samples to be 
analyzed only on demand when required. It was observed that refrigerators within the laboratory contain 
samples of Loratadine, Ranitidine and other drug products as well system suitability standards solution 
with no, expiration. No equipment usage log, no traceability, no inventory perfonncd by the fmn with . 
respect to these refrigerators. 

The number ofunits placed on stability according to the a. I rn.'IU.I ... r _"'iProtocol, differs from 
the number ofunits sampled for stability that was documented in the BMR for exhibit hatch $hi .There are no 
records in place to demonslrate the location and storage condition ofthe remaining units. 

~1I~) 

,j) l\) 

'dated OlllHil05.·llld.:.tii' 'jilin 
Stored in Stability Chamber as per Container Closures 

=;~-----il----- pr..ot"'oco"'.ts::.I -+ ---;;== --i 
PETE 

OIITI:.ISSUEO 

SEE REVERSE 
08/12/2009OF THIS PAGE 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

DllJTRlCT ADOf'tfSS ~ PI10tE tIJMOEft "" 
158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 

FEl.......,.
Jamaica, NY 11433 
(718) 340-7000 Fax: (718) 662-5661 3001236657 

NAMe ND TTT1.E OF lNJlVlOl.W. TQ'MiCIM REPORT ISSUED 

TO: Robert Patton, Vice President & General Manager 
flRMNAM: . STREET ADORESS 

Ohm Laboratories, Inc. 34 West Fulton Street 
CrTY.8TATE.Ut"~,COUNTRY I TPe ESTADlJ8l-M:HT INSf'ECTElJ 

Gloversville, NY 112078 Rx Drug Manufacturer 

QUALITY SYSTEM 

OBSERVATION 4 

There are no written procedures for production and process controls designed to assure that the drug products have the 
identity, strength, quality, and purity they purport or are represented to possess. 

Specifically:, ,.jtiJ) 
a)	 There is no written procedure for the specific use ofthe laboratory refrigeratorn set at C tofcn where stability 

samples for Loratadine Oral Solution exhibit batches #2070701 and #2080701 as well as RaDltidine HCL exhibit 
batch #5750601 were observed, among others. These samples were observed to be stored and arranged in the same 
positions as those located in the stability chambern, horizontal and vertical and no inventory/refrigerator log is in 
place to show history/movement of the materials within. 

ty) The labaeratorn: ID#ilonrul41 mr_111I _T 1111,1__ 11' lUllllltareusedascold 
storage' 0c) for stability samples, laboratory solutions, reference standards, and chromatographic solutions. 
There is no traceability, at all, for samples stored inside these refrigeratorn. Examples of drug products (exhibit 
batches) currently observed to be store inside these refrigerators are: 

' ~,ReCril!ei'at!l~)~I) Produi:tNllme ' 'ContllillerlJ'resentatioil 
16 oz. PETE 
2oz.PETESTB-006/07.Loratadine Oral Solution ....._­ - .. ' 16-oz: Glass 
2 oz. Glass 
4 oz. PETE 

L!itNo,: 'StaI!iIiWprot~i,No,.'·otV..-
2080701 

5750601	 {0}/)STB-003/06Ranitidine Hel 
16 oz. PETE I 

I 
Refri2erator 

16 oz. PETE 
2 oz. PETE 

Loratadine Oral Solution 2070701 STB-003/07 
16 oz. Glass IJ 
2 oz. Glass 

I 

The stability protocols includ~ som~ infonnation of samples pulled from the refrigerators and tested as recorded in 
the stability su:t reports. How~v~r, th~ protocol itself does not mention the intention of the ~) study and ~l\t} 
your employees , __ ~only stated that it was for R&D purposes. You did not provide any information to the 

~) agency in tenns 0 samples stored at this condition. 

CAlElSSlIED1;::­SEE REVERSE 
08/12/2009OF THIS PAGE r'trl 
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DEPARTMENT OF REALTIl AND HUMAN SERVICES 
FOOD AND DRUG ADMINISrnATION 

DATE{S) OF INSPECTION 

07/13/2009 - 08/12/2009* 
FEI NUMBER11433 

Fax: (718) 662-5661 3001236657 

Patton, Vice PJ:'esident & General Manager 

DISTRict ADDRESS AND PHONE NUMBER 

158-15 Liberty Ave. 
Jamaica, NY 
(718) 340-7000 

NAMEANOTITlEOF INDIVIDUAL TOWl-lOM REPORT ISSUED 

TO: Robert 
FIRM NAME 

Ohm Laboratories, 
CITY, STATE, ZIP CODE, COUNTRY 

Gloversville, 

~ 

\PI 
0 

0 

0 

~ 0 

~.Me) 

OBSERVATION 5 

='0' ­
'Specifically: 

a) 

Product 

Loratadine 

SEE REVERSE 
OF THIS PAGE 

FORM FDA 483 (07/00) 

Lot # Protocol # Interval Date 
recorded 

2070604 STB-016/06 6 mo. 71712007 
9 mo. 101712007 

2080801. 
STB-006/08 2 mo. 5/30/2009New API 

Surmlicr 

2070701 STB-003/07 3 mo. 9/1/2007 

STREET ADDRESS 

Inc. 34 West Fulton Street 
TYPE ESTABLISHMENT INSPECTED 

NY	 112078 Rx Drug Manufacturer 

The chambers are not continuously monitored for temperature. The daily temperature check corresponding to the 
03/04/09 was not performed. 

A total of 4 unauthorized spiral pocket notebooks were found inside your Quality Control Laboratory "Chemistry 

i~)	 section." The spiral pocket noteboo_ was found inside a drawe~our QC Labor. center bench. Spiral 
pocket noteboo~$J11 was found in the drawers of ~. desk. Chemist stated that they were 
mainly use to record daily activities that he has to do. Chemi stated that he used such notebooks to review the 
chemicals in the laboratory. These spiral pocket notebooks appear to be issued and used for laboratory operation. 
There is no established written procedure for the handling ofthese notebooks in the laboratory and in any other area. ,
Review ofthese spiral pocket notebooks were found to have written notes, such as and not limited to: 

Book'" chemicals, date of analysis, batch numbers, type of analysis, equations or data 
Boo'" from 4/27/09 to 4/30/09 and 511109, 5/4/09, 515/09 and 516/09 daily activities to do in the laboratory 
BOO~T - chemicals, batch numbers status of samples date and samples status, telephone numbers, "1 am 
not considering as Chemist," OT and "Local FDA," and batches 
BOO14f!iJ type ofanalysis, batch numbers, equation or data 

There is no standard operating procedure in place that describes thesteps to be followed during an Out-of-Trend 
(OOT) Investigation. The investigation for . ' batc~,assayJ'ailing result, 
discovered by the FDA Team during review 0 your laboratory notebook was class' e as an OOT investigation, it 
omitted the first OOS test resnit obtained; besides, the "OOT Investigation" performed was inadequate. 

Written production and process control procedures are not documented at the time ofperformance. 
.. .. --_. "..- -_. - .... ... .. .......... ..--- .. --- ._­~. 

~-.-.. ­

Your stability program was found questionable. It was noted that the records of an employee documenting samples 
pull out dates, for different stability studies of your drug products, when in fact the employee was not physically 
onsite on the day ofthe event. Furthermore, the employees accepting the samples to be analyzed can not confrrm the 
accuracy ofthe documented date. The following are examples: 

(:J.4?.J 

Day Building Alarm e-Time 
record 

Saturday 
Snnday 

No record 
No record 

Out 
Out 

Saturday Open Out 

Saturday No record Out 

DATE ISSUED 110-;:' 
~. 08/12/2009 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER DATE{S) OF INSPECTION 

158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 
FElNUMBERJamaica, NY 11433 

(718) 340-7000 Fax: (718) 662-5661 3001236657 
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

TO: Robert PattoD, Vice President & General Manager 
FlRMNAME STREET ADDRESS 

Ohm Laboratories, Inc. 34 West Fulton Street 
CITY. STATE. ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPEClED 

Gloversville, NY 112078 Rx Drug Manufacturer 
I/'JYlf ) 

1 mo. Sunday7/29/2007 Out 
3 mo. Saturday9/29/2007 ~larm. Out

~980101-f-Sffi-0061e'l 
6 mo. 12/29/2007 SatUrdav ODen In 
9 mo. 3/29/2008 Saturday No record Out 

2070801 
STB-005/08 Open2 mo. 5/30/2009 Saturday Out-New API 

SUDD1i~ 

1 mo. Saturday No record 9/22/2007 OutLorazepam STB-008/075190701 
18 mo. 2/22/2009 Sunday No record Out 
3 mo. Sunday No record 1/4/2009 Out~ Saturday18 mo. 2/3/2007 No record 

.-
In 

12 mo. Saturday No record 9/22/2007 ..--
Out 

'..~ 18 mo. 3/22/2008 Saturdav No record Out 
In-

Open3 mo. 12/27/2008 Saturday No activity , .. , 
within vault 

Ranitidine Saturday5750601 STB-003/06 24 mo. 3/22/2008 No record Out 
9 mo. Saturday Open1/7/2006 OutNortriptyline STB-002/051505270 

24 mo. Saturday No record 4/7/2007 Out
 
No record building alarm armed all weekend
 
Open = someone disarmed the building at some point on that date
 

8(1) b) The. dispensing record Of'" 111_lnlll: ',ltlxhibit bate. shows ,.I1•••&~j4 ira~material lot
 
,;~to be weighed b )on 08/31/05 and checked by one day before, 08/30/05. b...J 48)
 
c) According to your records and wa1b.1hrough of the facility during the manufacturing of the second validation batch 

".(2M.8.o20}.of-Dxcarbazepine,Qr.al-Suspensiolbthatw.as.couYertet:hto,a.-trial,hatch""fte~thei'roductwas.manufactured,.- -'"' 

it was noted that you failed to document concurrently with the specific operations taking place. In.tion, your 
employees documented ahead in sections ofthe BMR's such as the room and vessel to be nsed. Stell related to 0~) the suspension preparation section, an unknown employee completed the information with the room number and 
tank # to be nsed, bnt the "performed by" and "check by" sections were left blank. The same occurred with the 
ongoing activities related to step .which it was observed to be completed/executed. ~L4) 
The Plant Miler stated that it was a miscommuuication with the employees, bnt then stated it to be confusion 
with the step which calls for the use of a different vessel. ~t4) 

~~/~ 
d) According to the batch manufacturing record for the rejected Sertraline Hydrochloride oral Solntion intended 

exhibit batch:"', materials were weighed and its accuracy were verify in step ~. on 07/23/05. This 
batch was rejected due to power faiI.ofmixer.III,': However, you failed to confirm the dispensing of theJ:D( tt) material to this batch after operator' embossed his initials in the "Wgd. By" column to document the dispensing 
of the active pharmaceutical ingredient and then strikeout his initial meaning; no action was ever performed. 

DATE ISSUED/It'fl
SEE REVERSE 6.fr 08/12/2009OF THIS PAGE 17J1 
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DISTRICT ADDRESS AND PHONE NUMBER 

158-15 Liberty Ave. 
Jamaica, NY 
(718) 340-7000 

NAME"AND TITt£ OF INDMDUAL TO WHOM REPORT ISSUED 

TO: Robert 
FIRM NAME 

Ohm Laboratories, 
CITY, STAlE, ZIP CODE, COUNTRY 

Gloversville, 

~fli, 

~X0) operator 

OBSERVATION 6 

Specifically; 

a) 

b) Process Deviations Reports;,' 

·.e Y9.ur 
=-=-===-~::...;;::-~ 

'15;~:lT' lJo!tles 
1'-' remaming bottles. 

~10· 

component lot (1833698). 
, 

6~j)· 
the effectiveness ofthe equipment. 

0)('1') 

SEE REVERSE 
OF THIS PAGE 

FOWl FDA 483 (07100) 

DEPARTMENT <'JF HEALm AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

OAlE(S) OF INSPECTION 

07/13/2009 - 08/12/2009* 
FEI NUMBER11433
 

Fax: (718) 662-5661
 3001236657 

Patton, Vice President & General Manager 
STREET ADDRESS 

Inc. 34	 West Fulton Street 
TYPE ESTABUSHMENT INSPECTED 

NY 112078 Rx	 Drug Manufacturer 

The batch manufacturing records for the screened Sertraline APIs (lot #1546771, #1546772 & #1546773) previously 
intended to be used in exhibit batch. tIM I••, rejected due to power failure of mixer,. . ; indicates that the 
matenala-;rocessea on u'l/2'"37b5. The BOM or mst page 01 these batch manufacturing records shows that 

acknowledge the material been dispensed on 07/23/05, but then overwrite such to convert it to 
07/25/05. No explanation was provided. 

Investigations ofa failure ofa batch or any of its components to meet any of its specifications did not extend to other batches 
ofthe same drug product and other drug products that may have been associated with the specific failure or discrepancy. 

No thorough assessment was made into any unexplained discrepancy and the failure of a batch or any of its components to 
meet any ofits specifications whether or not the batch has been already distributed. 

. ~ 

Metformin Oral Solution market complaint written investigation . lot #1987071 received on 03123/09 and 
closed on 05/22/09, failed to address other batches ofthe same drug product and other drug products that may have been 
associated with the specific failure or discrepancy. All products manufactured at your facility utilized the same filling 
machine and your market c0lt!eStigation claimed to b .a rocess related issue. 

'lQ..	 ),) 
, dated 05/20/08 and, . 'dated 07/07/08 for Ranitidine HCI Solution lot 

#1902801 and for lots #190 358, 1902801, 1901850, 1902802, 1902803, 1902804, respectively, refers to floating 
particles offiber an )Wdboard to be found in bottles ofdrug product. 

, . 4) 
.. ~rtthat slates that the lot of components .nsed.(#1833698.l. were r~ected. 

0 aOateli.Iie'o ...-'otties;thefe is·no documentatiOli avail8bleshowmg the rejection offuese 
-

.,documentation to assure that the substituted component lot (1893610) was inspected as mentioned in 

•	 You failed to expand the investigation into others lots of Ranitidine HCI manufactured using the questionable 

Change Control No..-edated 07/23/08 for the implementation of the bottle washer does not properly asses 

•	 You stated that Ranitidine HCllots 1902802, 1902803 and 1902804 were}ll"l'\lfactured using the bottle washer, a 
different lot of component and were 100% inspected, However, your '__Process Deviation Report, dated 
07/07/08 only states that these lots met AQL criteria and no reference to the 100% inspection. In addition, no 
assessment was performed to the filling line with the new bottle washer. 

DATE ISSUED/,ftF

W 08/12/2009 
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DEPARTMENT OF REALTII AND HUMAN SERVICES 
FOOD AND DRUG ADMmISlRATION 

DISTRICT ADDRESS AND PHONE NUMBER DATE(S} OF INSPECTION 

158-15 Liberty Ave. 
Jamaica, NY 11433 
(718) 340-7000 Fax: (718) 662-5661 

07/13/2009 
FEINUMBER 

3001236657 

- 08/12/2009* 

NAME AND TrTlE OF INDIVIDUALTO 'vVHOM REPORT ISSUED 

TO: Robert Patton, Vice President & General Manager 
fiRM NAME	 STREET ADDRESS 

Ohm Laboratories, Inc. 34 West Fulton Street 
CITY. STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED 

Gloversville, NY 112078 Rx Drug Manufacturer 

• Current established in-process frequency for the filling and packaging operation failed to detect the particles in the 

~,I\ Finish~~ Investigation Report for assay of_••1ii content or '. '. ' " ,.' , 
'if; batch IIIIIII!'!!"" with original assay result obtained ~s.lo. This result was discarded without perfonning an, OOS 

investigation and not notifYing upper management of the event The result reported was the re-injection of the sample 
'I) preparation.) performed afterward. 

• During the~inal ana~si~~6/09) two different columm"••llln_were used to obtain the 
~I resolution ow(Spec. NMJW after :'_njections of the system suitability solution. The solution was not re­~ '('1J injected to confirm the separatIOn obtained in the injectio. 

fJ:.;'Y t_ ) •	 _'' ~ There is no evidence in notebook' " " that the sample was prepared again on 6/26/09 to confirm the result 
~'f!J	 .0./0. 
r'r,y".	 contr°t~ I le Of.I0tsil!~n~ athga.WI,~~'fr°btained relslul~".~<J<Jff"_,' ".k Va,samPTh n.~.I!'.were.reteste,d	 .• 
II(W	 respec Ive y. ere IS no eVI ence m note 00 , . at om contro o~was taken to 

prepare the sample. 

To conclude the investigation, three sample preparati0'l"".I1,l;"Il~JlltMMl.uestion were prepared with the control sample 
or with the laboratory sample. Laboratory notebook _' did not specifY the sample used during the 
investigation. The results obtained were .11 JIJ '• IfAI' J I II Yo. Therefore, it is questionable as to what samples 
were used for the investigation. 

..AUtoclave (senar_Cinodel•.tailed toinee1 !lie year1yca1ilii1l1ion performedny aii ouTslife te~~~ 'on" 
02/17/09. The autoclave failed the empty distribution study of sterilization cyclc not meeting the .oC for~,utes 
as require. You failed to evaluate the use of all materials sterilized with this autoclave before and after the failure. An 
example is: the sterilization of in-house Trypticase Soy Agar (TSA), lot #0202, manufactrned prior to the 02/17/09 
incident. This TSA lot was used during the Microbial Limit Test of Cetirizine HCI Oral solution finished product Lot 
#2000138 on 02/20/09. 

e) , No wn,'tten investigation was ever performed nor docmnents detailing the impact of thiPefailure of the mixer one 
~ during the manufactrne of Sertraline Hydrochloride Oral Solution exhibit batc, ' rejected on 07/23/05. 

This is a common piece of equipment utilized for other drug products manufactrned at yo slie. 

1) ~ result for the Loratadioe Oral Solution,./o, (specification o~ t~%) was observed during the 
ui~process bulk assay ofLoratadine by HPLC test of batch #1608385, tested ~14/lRi a minimum, your laboratory 
personnel did not re-inject the original samples as part of the investigation nor did they re-analyze the sample in 
duplicate with two analysts to confirm or identifY the reason of the OOS. The investigation was ti'ansferred to production 
and no manufacturing errors were docmnented. You decided then to re-test the sample in triplicate with two analysts. 
The retest results average were within specifications 0) and you considered the in-process bulk to meet 

/~~ DATE ISSUED 

SEE REVERSE 
08/12/2009OF THIS PAGE ~T 
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DEPARTMENT OF REALm AND HUMAN SERVICES 
FOOD AND DRUG ADMmlSTRATION 

DISffiICT ADDRESS AND PHONE NUMBER DATE(S) OFINSPECTION 

158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 
FElNUMBERJamaica, NY 11433 

(718) 340-7000 Fax: (718) 662-5661 3001236657 
I'lAME AND Tm.e OF INDIVIDUAL TO WHOM REPORT ISSUED 

TO: Robert Patton, Vice President & General Manager 
FIRM NAME STREET ADDRESS 

Ohm Laboratories, Inc. 34 West Fulton Street 
CITY, STATE. ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED 

Gloversville, NY 112078 Rx Drug Manufacturer 

specifications. Your laboratory investigation concluded that the vial-cap of the sample preparation solution was not 
properly closed, therefore causing the low assay results for Loratadine and," The original non passing .00 •• " '. 

result was selectiVIty dIscarded from the passing results. 

g) Uill'IUrillj)result for the Sertraline HydrocWoride Form U.% spec. NMT*Io) was observed during the raw 
material testing of related compounds of batch #1723370 teste~ 01/03/07. The laboratory preliminary investigation 
was based on the laboratory check list. The sample was re-analyzed in triplicate with ~_ts after no assignable 
cause was identified. The retest average results were within specifications (not detected .' 0) then your tests were o' 

considered to meet the requirements. After the re-analysis, the laboratory assigned as possible root cause an air bubble or 
contamination. However, there is no assurance ofthe correct test results. The chemist did not proceed with the individual 
testing to prove the presence of air bubble in the system or glassware contamination. The original non passing result was 
selectively discarded from the passing results. 

!h\. h) l'UA.lfTt result for the Lorazepam Oral Concentrate"" spec. ~) was observed during the stability 
I:l!J testing at the 3-month time period atrC for related compounds testing for i!!/ITbit batch #5190701 tested on 11/21/07. 
_ ~ The laboratory investigation was performed by the original analyst .) and it was signed by microbiologist. actingCi as a QC supervisor. In the preliminary investigation the chemist stated that glassware contamination, column carryover 

or the system generating a peak as a root cause. The same chemist reanalyzed the sample in triplicate without QA or QC 
authorization, as he was the ouly Chemist available in the laboratory. The retest results were _10, which are within 
the specification. The chemist could not demonstrate that it was due to a glass contamination, column carry over or 
system generation peak. Exhibit batch was approved at the QAlQC level. The original non passing result was 
selectively discarded from the passing results. 

The SOP #2802 Reporting, Investigation and Disposition of Out of Investigation (OOS) Laboratory Results" effective 
on Feb. 26, 2009 does not required the retest of the original samples solutions as part of the laboratory investigation. 
The procedure also allowed additional testing by two analysts in triplicate if no assignable cause is established for the 
OOS result in the laboratory and shop floor/production investigation as states in section 5.11. 

:':=::'=:=-'.~ =.--"---,----- _.. 

OBSERVATION 7 

The responsibilities and procedures applicable to the quality control unit are not in writing and fully followed. 

Specifically: 

a)~llIecllol'~~.tha~lanl" auIt-Iof-Specification Test Result was obtained in !1f.ID~Uil. pecification of~~) '. ~_su.. :IIUfl as perrequirement of your Quality ControVQuality Assurance Standard Operating Procedure 
for OOS Investigation, SOP Number 2802, Reporting, Investigation and Disposition of Out of Specification (OOS) 
Laboratory Results, effective 02/05/09 and previous revisions, it appears that you avoided to perform an Investigation for 
the assay test result of! .... . . In addition, you failed to perform a complete assessment for the failure ofthe(bE) 
microbiology laboratory autoclave- quaiification that took place in February 2009. These incidents were never informed 
to the respective head of departments (QAlQC) which are NOT stationed here at your Gloversville, NY facility. 

DATE!SSUED 

SEE REVERSE 
08/12/2009OF THIS PAGE 
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c) 
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• 
• 

• , " 

• 
d) 

OBSERVATION 8 

Specifically: 

SEE REVERSE 
OF THIS PAGE 
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CAIC(S) 

07/13/2009 - 08/12/2009* 
Fa.........
11433 

Fax: (718) 662-5661 3001236657 
NAMENOlTTLE OF NXVlDUAI..10lMiOM REPORT ISSUED 

Robert Patton, Vice President & General Manager 

""""""""""'" 
Inc. 34 West Fulton Street 

I TI't:. ESTA8USHMI!NT INSPECTED 

NY 112078 Rx Drug Manufacturer 

Procedures are not established which are designed to assure that the responsible officials of the firm, if they are not 
personally involved in or immediately aware of, are notified in writing of investigations conducted or any unexplained -

The QC Director and QA Associate Director which are stationed in a different State, as well as your Plant Manager and 
.-SupelVisor were not notified of the fuilure ofthe Microbiology Autoclave Validation as well as thei 

" ' , ", , 

OOS test result that was treated as an out-of-trend results (OOT), among others. According to your statements, they 
were not informed of the events, therefore, no assessment was ever performed to determine the magnitude, impact and 
significance of such failures. 

On 08/06/09, the Vice-President QA & QC'" stated that the information of the delay stability samples with the 
difference (in days) from pull out to testing were not informed by the local employees to upper management. 

Your written procedure #2851, effective on April 13, 2009, Recordkeeping in Analytieal Laboratory Notebooks, does 
not address the tools required to be used for documentation purposes at your fucility. Pencil was used to identify peaks 
on the chromatograms for the related substances test. Examples are: 

, exhibit batchWnttllillfl6 oz HDPE bottle 
Loratadlne Solution FIP 40z marketed batches #'s 1612443, 1608385, 1608386 and 1608387 
~Oral Concentrate batch #s 5190701 a~(vertical, horizontal, and dropper) and batch #5190701 

orizontal, vertical, and dropper). 
Loratadine Solution exhibit batches #'s 2080701, 2070701 

Separate or defmed areas to prevent contamination or mix-ups are deficient regarding operations related to the holding of 
rejected components, drug product containers, and labeling before disposition. 

You have not instituted a system to avoid the destructi,on of original data related to rejected materials located inside the 
'rejectea'cage area-The"oi'igiIDilllata'is notKepno assure tharaatareUite(r1OQesttUction~aciiViliesIS exact; complele,~liiia-

., 

secure from alteration, and even erasure or loss. Furthermore, there is no documentation of the fIrm'S employees, with 
date and time performing such activities. In addition, it was obselVed that the Plant Manager wrote in spaces of the 
current available destruction sheet during the plant tour. However, no dating and signature was made, as well as he ~, 
not verilY physically the identity and description of the data he was updating. Materials listed on the subject form are: . 
droms of Riomet Oral Solution lot 2005514, Oxcarbazepine Suspension 300 mg/5 mL, lot #2048017 and components 
such as bottles and labels among others. 

The number ofqualified personnel is inadequate to perform and supelVise the processing ofeach drug product. 

~/ 
"""'ISOOED 

08/12/2009 
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DISTRICT ADDRESS AND PHONE NUMBER 

DEPARTMENT OF REALm AND HUMAN SERVICES 
FOOD AND DRUG ADMJNISTRATION 

DATE(S) OF INSPECTION 

158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 
Jamaica, NY 11433 
(718) 340-7000 Fax: (718) 
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ellY, STATE, ZIP CODE, COUNlRY TYPE ESTAeuSHMENT INSPECTED 

Gloversville, NY 112078 Rx Drug Manufacturer 

•	 There is no QC Supervisor physically at your firm. According to the firm's Organizational Chart, there is a Director of 
QC, however, it was noted that he is stationed in Ohm Laboratories, NJ. There is no assurance that entirety of data 

-~~-+--nrece~investiganon	 reqmnng management reVIew IS complereIy evaluated--.mcI assessed to detefUlme 1 

appropriate investigation was conducted and that appropriate corrective and preventive actions are carried out. 

~.	 Your laboratory chemist. stated that Stability Smnmary Reports are not updated accordinglylconcurrently after 
completion of the test because he has no time to perfofUl such activities. 

•	 It was noted that the Plant Manager fOfUlally re-trained employees when he is part ofthe failure and nobody trained him, 
or re-trained him, on the topic discussed. 

~abr~atory technician in charge of pulling saruples from the stability charubers including the vault used for c. SILwas noted backdating on different stability protocols and verbally confirmed by stating: "it is hard to get two 2 

~
' ,j 

=.J;)~ 

({ 

peoples to open the vau]f'; "will fill in the date if left blank, at next time point, based on what the pull date is scheduled 
for." 

OBSERVATION 9 

Employees are not given training in the particular operations they perfofUl as part of their function and written procedures 
required by current good manufacturing practice regulations. 

Specifically: 

a) The Plant Manager was observed signing many production records such as Equipment Usage Log, Batch Manufacturing 
Records, Dispensing Sheets, Reservation Card cess Order as well as Bill of Materials (first age of the BMR) was 

~ involve in the rejected batch 0' '" "as well as.' the exhibit batch manufactured in . 

. ~::!::;gl;~~::;:ns-:::~~~~~ m::J:f ~~n::~=:lt:"been:[~~ ecom;~:~;':::~~~~~~:~' 
,'-"'as dispensed on 08/31/05 @ 8:07 PM and th ~process of step .ofthe subject batch started on 8:05 
'PM'(2minntes before). .. 

In addition,'-" batch _ manufactured in 12/2008, the Plant Manager as well as the production 
operator failed to document the actual stirr~d in step.FurthefUlore, he was involved in the compounding 
operation of Ranitidine HCI Solution, lot ~ manufactured in 01/29/08. This last mentioned batch was reje~te"<;l 

because the operator as well as the Plant Manager failed to add the entire aruount of the API required duriug step. 
even though they sigued and ackuowledge that this was properly executed. In addition, "Line Clearance" for materiais to 
be used was granted by the Plant Manager. 

Investigation records show the Plant Manager giving training to the operators in batch card execution, instead of him 
receiving adequate training in all areas required as well. 

SEE REVERSE 
OF THIS PAGE 
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DISTRICT ADDRESS AND PHONE NUMBER 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DAlEtS) OF INSPECTION 

158-15 Liberty Ave. 
Jamaica, NY 11433 
(718,) 340-7000 Fax: (718) 662-5661 
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COY, STATE, ZIP CODE, COUNTRY 

Gloversville, NY 112078 

34 West Fulton Street 
TYPE ESTABUSHMENT INSPECTED 

Rx Drug Manufacturer 

have not been 
and the two 

c) There are no records which document analyst validation for one or more of the following areas of analysis: assay by 
HPLC, assay by titrimetry, water determination by.identification by IR spectrophotometer, melting point apparatus 
and total aerobic microbial connt as stated in written procedure 2811 Analyst Validation, effective on February 19,2009. 

d) Chemists, Microbiologist and Laboratory Technician reviewing analytical data without background and expertise in the 
area. Examples are: 

~&J ~~). 
~~ ,~~\. 
(hX~J)~ll· 

·st .. , reviewing chemistry analysis perform~mists. or.noteh,ooks"May 
, une 2009 & Lorazepam Oral Concentrate~ovember 20.oTto Decem~~07 

Chemist" 'reviewing microbiological testing performecI:bY'Microbiologist. notebook~December 
W~ , 
Laboratory TeChnic.·an reviewing microbiological testing performed by • noteboo'~July 2009. 
TO WORK WITH BY NUMBERING SUCH. , ...,­

,. " ~ . 

OBSERVATION 10 

Complaint records are deficient in that they do not include the findings of the investigation. 

~ 
~ a) With the following market complaints "',' ,',... ,' •. Sou claimed to know the basis of these 

particles ')Sbeing the natural origin of the ingredients in the formulation of the 'h"ll?W_.m ]1:it lilt
b ,) ••••rllt:Mowever, there is no scientific rationale with documented evidence to rule out any others foreign 

matters. In addition, you claimed to have your process filtered to eliminate any traces, but there is no indication that 
the filtration process occurred without any inconvenience during the manufacture of the subject product because you 
failed to monitor and document such in the respective batch manufacturing record. This same lot was subject to 
another complaint claiming that the product was found to be "watery" and ineffective as well as subject to an out-of­
specification test result that was omitted, therefore not adequately investigated. 

b) Confirmed Market Complaint received on 03/23/09 related to particles matter in Metformin Oral Solution, lot 
#1987071. Your OS/22/09 investigation concluded that the particles may be attributed to a worn nozzle seal on the 
filling machine; however, there is no written evidence to substantiate such. 

LABORATORY SYSTEM 

SEE REVERSE 
OF THIS PAGE 

DATE ISSUED 

08/12/2009 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

158-15 Liberty Ave. 
Jamaica, NY 11433 
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CITY, STATE,ZIP CODE, COUNTRY 

Gloversville t NY 112078 

OBSERVATION 11 

STREET ADDRESS 

34	 West Fulton Street 
TYPE ESTABLISHMENT INSPECTED 

Rx	 Drug Manufacturer 

The written stability program for drug prodncts does not describe the storage conditions for samples retained for testing.
 

Specifically:
 

a) There is no data/documentation available to show where stability samples pulled from the stability chambers were stored
 
prior to being tested. The following are examples ofdrug products not inunediately tested with difference (in days) from 
puIl out date to testing date: 

Batch #Product lll'me 

Metformin 1326373 
Metformin 1327834 
Metformin 1328455 
Sertraline 1728799 
Sertraline 1728800 
Sertraline 1729098 

~\\~ 

pack 

40zHDPE 
40zHDPE 

TestPoint ­ Test Difference(indays) 
from onll out to testin!! 

18 Month CRT Analytical davs 
ays 

.days 
(lays 
davs 

s 
days 
days 

18 Month CRT Analytical 
18 Month CRT Analytical 
6 Month CRT Analytical 
6 Month CRT Analytical 
6 Month CRT Analytical 
6 Month CRT Analvtical 
18 Month CRT Analvtical	 

H~b
40zHDPE 
2 oz Glass 
20zGlass 
2 oz Glass {f)
16 oz Glass 
160zPETE . 

b)	 There is no written standard operating procedure in place to control, secure, and allow authorized personnel to access the 
stability chambers. It appears that currently established system allows access to every employee of the finn with 
probabilityoto·misplaeecarrdfor"Changeihe·~tabili1ysampi"ll"WitholJt'fotlIDfl1ot'fictal",haii:rof1OustmIy. - ­

c) The initiation of each stability study is not yerified by a second and independently employee. The stability samples are 
placed in a chamber with no review of the amounts charged into the chamber as well as the require position of the units 
as per stability protocol. 

OBSERVATION 12 

Sampling and testing plans for drug products are not described in written procedures which include the number of units per 
batch to be tested. 

a) You failed to have a written procedure that describes the number of units required to be coIlected for stability purposes. 
A discrepancy was noted with samples collected as per your batch manufacturing records against tl,e stability protocols 
used for the same lot tested. There are more units reported in the batch records than in the stability protocol and no 

/16/ 
DATE ISSUED 

SEE REVERSE t<...N-( 08/12/2009OF THIS PAGE 
~j 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 
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34	 West Fulton Street 
TYPE ESTABUSHMENT INSPECTED 

Rx	 Drug Manufacturer 

information are available as to the whereabouts of the units in excess. Examples are and not limited to: Loratadine Oral 
Solution (STB-006/07), dated 06/29/07 for Lot 2080701 -. Grape Flavor and Loratadine Oral Solution (STB-003/07), 
dafedlfS125707 for Lof 20 7070 1 uoplCal NUlt Punch ¥lavor. 

b)	 Your stability protocols illustrate more samples were collected when compared to the batch reconciliation form of the 
respective drug products. The following are examples: 

Piod.uctName 

Ranitidine 
Metformin HCI 
Metformin HCI 
Metformin HCI 

OBSERVATION 13 

Batcb.No. 

5750601 
AAI92 
AA193 
AA194 

Pack 
sIz.; 

4 oz. 
4 oz. 
4 oz. 
4 oz. 

Total 
SaIDpled [or 

~ 
. S~J!l,ples.,PIa~ed 

STBNo. on Stability Per 
Protocol 

STB-003/06 

STB-001/02 

Stability 
Samples Tested 
'Per Protocol , 

.. {JJ
 
~M
 

The suitability of all testing methods is not verified under actual conditions of use. 

Specifically, your analytical method for Related Substances of Metformin HCI Solution that was iuitiated at your NY 
Gloversville site, but was completed in New Jersey and submitted to the agency. 

a) The Validation Protocol MVP002/03 and/or test method did not specify the spike level of the known impurities needed 
to perform the impurity test and impurity mix standard. 

====-..:..: .-:...:.- or· I tie grliihern system used m th1SHPLC system IS neillier docmnenled mtlie notebOOK nor m·llie chromatograms... 

c) The System Suitability solution chromatogram show signs of a shoulder in the........The firm failed to ~~tj) 
investigative such to determine if it was a degradation ofthe solution or a co-eluting peak. 

d)	 The laboratory notebook does not reference where the test took place. 

e)	 The HPLC configuration tubing at the time of method validation may not be similar to actual ones used possibly 
affecting the resolution. In addition, the Chromatographic Parameters of Validation Protocol No: MPVOOI/003 states 
that the column oven temperature was ambient. This analytical method was never transfelTed to your Gloversville, NY 
site. 

OBSERVATION 14 

Procedures describing the calibration of instruments and apparatus are deficiently written or followed. 

OATEISSUED//If
SEE REVERSE 

08/12/2009OF THIS PAGE c;4J 
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Specifically:
 

a) The written calibra9011.. roc e #2841 "0 eration C .
 
~s....-.:> was found deficient III
 
check, and the lamp hours and energy.
 

The iIlstrnments were used for the testing of raw material, ill-process bulk and released testillg of all marketed and 
disttibuted drug prodncts ill addition to exhibits batches for LoratadiIle Oral Solution 2080701 &. 2,0,70701 Sertralille 

~i!;~~~::~y~~~~~~~en~:;~hb:~~5~~~~0~IQ".lliiiil. 

b)	 A calibration certificate was provided showing that the thermometers used withiIl the laboratory refrigerators were 
calibrated at the established iIltervaI, but that the vendor neglected to re-label it Furthermore, the two calibration points 
eva~ted ,ere 0 °C and 100°C, thus there was no challenge to the actnal range of operation which were mentioned to 
beflfCto °C. 

c)	 No de.via.tion was initiated for the lack of calibration for the UVIVIS. T~ere l~~:¥r,iIl ca!i?ration records for the 
UVIVIS between 0912006 and 10/13/2006. During the iIlterim period," '._.ll~exhibit 
batch__ was analyzed on 10/03/2006 usillg this iIlstrument. 

d)	 The calibration program for your stability chambers is deficient ill that it does not iIlcIude specific directions and 
schedules. You do not perform re-qnalification of the stability chambers. The origillal qualification of all chambers ouly 
iIlcIuded mappillg stndies with empty chambers. The chambers were never challenged by filIiIlg the storage space and 
proceediIlg with mappillg stndies. These chambers were observed to be fully loaded. 

--	 (~~~)~~jri.~:;~io~~i!o~l!1=!~~~~~~q~tau~Ef~.~~~~~~~;~·'~c~=~=?=I~='!~".=f~:i=t~~kl~~f~I=~=:=L-l-rl 
ill) stndy, by the firm. Also, this room IS onl:imoDitored for temperature with ouly one pro.be. The fuw.Jdoes not have the 
( capability to monitor humidity withill the room. The vault is approximatel. long by' wide b" high. 

t)	 Your firm does not have established emergency procedures for stability chamber malfunction, such as unexpected 
temperature and/or humidity changes. Written Procedure #2854 "OPERATION, MAINTENANCE, AND 
CALIBRATION OF STAl3ILITY CHAMBERS AND WALK-IN COLD CHAMBERS" does not address emergency 
procedures. 

OBSERVATION 15 

Laboratory records do not iIlclude the initials or signatnre of a second person showillg that the origillal records have been 
reviewed for accuracy, completeness and compliance with established standards. 

DATE ISSUED 

SEE REVERSE 
08/12/2009OF THIS PAGE 
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DISTRICT ADDRESS AND PHONE NUMBER 

DEPARTMENf OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DATE(S) OF INSPECTION 

158-15 Liberty Ave. 
Jamaica, NY 11433 
(718) 340-7000 Fax: (718) 

NAME ANDTmE OF INDIVIDUAL TO IMiOM REPORT ISSUED 

662-5661 

07/13/2009 
FEI NUMBER 

3001236657 

- 08/12/2009* 

TO: Rqbert 
FIRM NAME 

Patton, Vice President & General Manager 
STREET ADDRESS 

Ohm Laboratories, Inc. 34 West Fulton Street 
em', STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED 

Gloversville, NY 112078 Rx Drug Manufacturer 

speCifiCallY'Notebook~.~~J.~t.~"~~fo~r~L~o~r~ataidin;·~e~o~ra~l~s~o~lu~ti~o:n~l~o~m~g!~IO~ml;~(N~e~w;:F~orm;U~la~ti~'o~n~)~US~e~d~fo~r~d~o~c:um;enjt;ati~'o~n~d~ur~m:'~g-l-_the testiug of exhibit batches " .."" . The followiug notebook pages were not verified for its accuracy, 
----I-completeness<md-compliance. 

•	 Page26-31 batch.....
•	 Page 57 - 60, 64 - 75 batch" testiug
 

Page 76 - 79,93 - 98batch " " '"" "~ stability testiug
 • 
•	 Page I 11 batches Jli••nu ill "II LisJlbility testing 

•	 Page 112 batc.'ll JJ "I••t;~;?:\r "" 
•	 Page 128 - 135 batches 11 stability testing 

•	 Page 247-250 and the last two pages without numbers, pages left in blank 

Additionally, the C of A and the stability summary report were generated without verifYing the laboratory notebook; this 
contradicts chemist. statement. 

OBSERVATION 16 

You fuiled to always maintain a backup file of data entered in the computer or related system as well as failed to have a 
procedure in place for backup operation to assure that the data is exact, complete, and secure from alteration, erasure or loss 
through keeping hard copy or alternate systems. 

Specifically, 

\b) a)	 There is no procedure to backup data om.the Com uter C connected to the HPLC ••••1••• and 
the UVNIS Spectrophotomete(j) 

====~~-'I"~"~~~"I5'¥)~TliCi'""e""re"""'i""s"'n"'ooj-bacIru"'a"'~E""C'p,""S'(fa3t"'~'"ifo"'r"th=e'"'UV""'NI"'1i"'SF\S"'p::eC:ctr'i'=op5hE'0"'t""om=et;Ce=~,='inC':strmn::""="":"en::t:'""u""-s=e"'1fi;:'or'.""t:-:'e"':stm~· ~g'."th~e""c~la=r~ity""'"::~~f:all~·~fini;-:"~·s~h":e'";d~drnCg:t~ 
products such as and not limited to Loratadine Oral Solution, Sertraline Hydrochloride Liquid Concentrate, 

1lili'%(. 0" "._1Iii':: Rauitidine Hydrochloride Syrup, Metformln HCI Liquid Solution. 

c)	 You maintain back-up data for the HPLC Systems since 04/2002 until May 26, 2009. No back-up ofthe systems has 
been performed since then. The instruments were used for testing raw material, in-process bulk, stability samples 
and finished product release. Examples are; 

DATE ISSUED 

SEE REVERSE 
08/12/2009OF THIS PAGE 
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DISTRICT ADDRESS AND PHONE NUMBER 

DEPARTMENT OF HEALm AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DATE(S) OF lNSPEcnON 

158-15 Liberty Ave. 
Jamaica, NY 11433 
(718) 340-7000 Fax: (718) 662-5661 

07/13/2009 
FEINUMBER 

3001236657 

- 08/12/2009* ,
 

NAMe AND TITlE Of INDIVIDUALTO WHOM REPORT ISSUED 

TO: Robert Patton, Vice President & General Manager 
FIRM NAME	 STREET ADDRESS 

Ohm Laboratories, Inc. 34 West Fulton Street 
crIY, STATE, ZIP CODE, COUNTRY TYPE ESTABUSHMENT INSPECTED 

Gloversville, NY 112078 Rx Drug Manufacturer 

Cetirizine HCI Syrup 2032839 (Finished Product) 5/28/09 

Metformin HCI Sol. 1970946 (Stability 6 M) 6/03/09 

Sertraline HCI Sol. 1892522 (Stability 6 M) 7/2/09 

Nortri 

Cetirizine HCI S
 
Metformin HCI Sol.
 
Sertraline HCI Sol.
 

Original data for Nortriptyline HCL Oral Solution exhibit batch"-" HPLC chromat?waphic data for the fi..\ d) 
stabili~ studies ofL~ng Term Stu.dy 3-month test point~ ) and Accelerate ,••C) at 3-month 
test pomt was not aVaIlable for reVieW when requested. .'1.~} 

OBSERVATION 17 

Appropriate controls are not exercised over computers or related systems to assure that changes in master production and 
=,=",,~~~1f!lJr:~or~~ 9~g}!l~r.r~~0!~~em~titJI~'!0nlr bxal1t1l0Iiz<;£lp~s~L. _.... . u.. ..... .... .. n. 

Specifically: 

a) ~ated PC attached to HPLC Systems .iln•• nll.l.tlllli was not secure in that the access to the 
~ ~ software was not granted by a unique usernaIne and password to avoid any omissions or changes to data. 

/" , or exa ...Ie on 07/20/09, it was observed that both Chemists used a common username and password during an 
lV oftware demonstration. 
~.~ . 

b)	 This password can allow access to all levels of the software, including administrative capabilities such as editing 
methods sites and projects. 

c)	 Security measures have not been instituted to prevent the computer screen from remaining active and not protected 
from unauthorized access. 

d)	 No written procedure for this computer system that outlines the responsibilities and privileges of the laboratory 
personnel who utilize the software. 

DATE ISSUED 

SEE REVERSE 
08/12/2009OF THIS PAGE 
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DEPARTMENT OF IIEALm AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

158-15 Liberty Ave. 
Jamaica, NY 11433 
(718) 340-7000 Fax: (718) 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED 
662-5661 

TO: Robert Patton, Vice President & General Manager 

DATE{S) OF INSPECTION 

07/13/2009 - 08/12/2009* ,
FEINUMBER 

3001236657 

FIRM NAME 

Ohm Laboratories, Inc. 
CITY, STATE, ZIP CODE, COUNTRY 

Gloversville, NY 112078 

OBSERVATION 18 

STREET ADDRESS 

34	 West Fulton Street 
TYPE ESTABUSHMENT INSPECTED 

Rx	 Drug Manufacturer 

Complete records shall be maintained for any testing and standardization of laboratory reference standards, reagents, and 
standard solntions. ttIJi", 
Dnring the laboratory walkthrough on 07/13/09, several solutions were observed inside the refrigerator, . , with 
precipitation that apparently are use for system suitability testing with no indication of preparation date, lot number, and 
expiry dates. Examples are but not limited to: 

•	 ," ". " ,.•., . . Solution" no expira!i9n date and with prec.9n. This solution was used to 
test the system s1.iJtaolIitY (resolution) in exhibit batch #__1'11111 1-.I:I.IMIiJBlJil.". 

•	 "Ranitidine Oral Solution Assay System Suitability Solution prepared on 07129/07". This solution was used to test 
the system suitability (resolution) in commercial batch # 2022676 Ranitidine Oral Solution 15 mg/m!. 

PRODUCTION SYSTEM 

OBSERVATION 19 

The master production and control records are deficient in that they do not include complete manufactnring, control, 
instructions, special notations, and precautions. 

, .,..speGifiGally: '	 -.-.- ­

0a Critical steps in the manufactnring process of: , 
' , 

that may contribute to the 
solubility of materials are not documented in the batch manufactnring record. Due to the lack of thorough and 

) detailed instructions, the established batch manufactnring record allows you to discharge all the material at once 

[4	 ) :~~~~:~~:b:a~h~~"p;oge.~.. ;;~::~~~~:rr"'.i~c::::~~~~:;t~a::
white powdery substance trapped in the lower tank drain even though the previous step in the process required the 
operator to check for clarity of the solution. 

In addition, ste~of thel,_II ftl ;~ejected lot~ue to solubility issues. The 

(bJW process calls for the stirring of the solution for abont. .minutes or until a clear solution is obtained. This step 
was acknowledged by operators to be completed assuring that the solution was clear. 

~)lj)b)	 No evidence that the filtration process of~ is documented in the batch manufacturing 
records nor monitored to determine if appropriate pressure was applied to the system in order to maintain integrity 
of the filter. Complaint file shows repetitive claims of a lot of the drug product having foreign matter issues and 

DATErSSUED/I?F
SEE REVERSE 

08/12/2009.	 '1OF THIS PAGE ~ 
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DEPARTMENT OF HEALTH AND HUMAN SERvICES 
FOOD AND DRUG ADlvIINISTRATION 

DISTRICT ADDRE$SAND PHONE NUMBER DATE(S) OF INSPECnON 

158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 
FEINUMBERJamaica, NY 11433 

(718) 340-7000 Fax: (718) 662-5661 3001236657 
NAME AND lTTLE OF INDIVIDUAL TO lNHOM REPORT ISSUED 

TO: Robert Patton, Vice President & General Manager 
FIRM NAME	 STREET ADDRESS 

Ohm Laboratories, Inc~ 34	 West Fulton Street 
TYPE ESTABLISHMENT INSPECTEDCITY, STATE. ZIP CODE, COUNTRY 

Gloversville, NY 112078 Rx	 Drug Manufacturer 

product being ineffective. This is the same lot where the firm neglected to report the out-of-specification test result 
for assay. 

c)	 Batch manufacturing records do not include the in-process results for each batch of drug product produced to allow 
responsible persons to review results and approved for further process. 

d)	 The second Validation Batchdl 1II1l0fOxcarbazepine Suspension 300 mg/5 mL manufactured in 07/16/09 that 
was later converted to a trial batch, even though multiples trials batches were executed between this batch and the 
first Validation batch that failed viscosity testing results. 

This suspension product is manually transferred to the filling line; the Batch Manufacturing Records has no 
provision on how to transfer the drug product as well as what are the minimum requir 'D', ,.- II' , 

l}) ~ the product to the filling line. The product sits in the compounding vessel for 

(!£>~ 

e)	 Critical step in the manufacturing process of Oxcarbazepine Suspension 300 mg/5 mL that may determine the 
acceptable viscosity of the drug product are not documented in the batch manufacturing record. The addition of 
materials is a totally manual operation that vary from operator to operator and you have not established a constant 
flow rate; for example (weight/minute) for adding this materials that may add variability to the product and to the 
process. 

f)	 All batch manufacturing records for every drug product are deficient in that they do not describe how critical raw 
materials and any other excipients are to be added, and when it is added to the vessels during the compounding 
operation, leading to possible variability in the process from operation to operation with different employees 
manufacturing the drug product. 

-{,)BSERVA'I'10N"20---- c_ 

Control procedures are not established which validate the performance of those manufacturing processes that may be 
responsible for causing variability in the characteristics of in-process material and the drug product. 

Specifically, at least two (2) lots of drug products have been rejected and one (I) manipulated during the validation phase. 
First validation batch fU;ie:l,( I: • £ 'las rejected due to solubility problems. A second batch manufactured was noted to 
have multiples cross-outs on the approved validation batch specifications, all related to the suggested stirring speed and no 
change control issued. It is not clear if this manually changed parameter was prior or after th, product been manufacture. In 
addition, you failed to document the actual stirring speed on s.!':JI!M!IIIlI,-",I:M!PktRfod no 
deviation was ever lifted_ This is the same step of Exhibit batch.~SUbmi.tted to- the agency in_~"1W_RL. _:.~~.A,
_ that according to the batch record as well as dispensing sheets you documented the charge o~ to e 
vessel prior to dispensing such. 

First validation batch of Oxcarbazepine Suspension, lot' '_'was rejected due to not meeting viscosity specification, 
although excipients utilized for the manufacture ofthe lot are all meeting pre-determined specification. 

DATE ISSUED 

SEE REVERSE 
08/12/2009OF THIS PAGE 
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DEPARTMENT OF HEALTIIAND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

DISTRICT ADDRESS AND PHONE NUMBER DATE(S} OF INSPECTION 

158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 
Jamaica, NY 11433 FE! NUMBER 

(718) 340-7000 Fax: (718) 662-5661 3001236657 
NAME AND TITlE OF INDIVIDUAL TO'M-lOM REPORT ISSUED 

TO: Robert Patton, Vice President & General Manager 
FIRM NAME STREET ADDRESS 

Ohm Laboratories, Inc. 34 West Fulton Street 
CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED 

Gloversville, NY 112078 Rx Drug Manufacturer 

OBSERVATION 21 

Each container of component dispensed to manufactnring is not examined by a second person to assure that the weight or 
measure is correct as stated in the batch records. 

Specifically: 

a)	 Metforrain HCl Solution, lo~was rejected because an overage of.g of artificial cberry flavor was added 
to the batch. The employees certifY the respective step of the batch manufacturing record as having the required 
quantity and properly weighed. Page 3 of 13 ofthe batch manufactUring record for the lot in question states that the 
step related to check weighing has been deleted, "as the dispensing and manufacturing process are siraultaneous," 
therefore, you can not guarantee that component weighing, measuring, and subdividing operations are adequately 
supervised. 

b)	 Components for drag product manufacturing are not weighed, measured, and subdivided as appropriate. 
Specifically, there were at least two documented incidents in that the lots manufactnred were rejected because not 
having enough material at the tirae of using the respective ingredients. They were: Metforrain HCI Solution lot 

4:i••jI'terrainated on 02/26/09 and a most recent one been Nortriptyline HCL Oral Solution lo~ 
terrainated on 06/29/09.	 di.'i::/J 
In addition,~d05/0412006, was raised as a result of"l0 for Loratadine Oral Solution lYw	 (specificatio~) was observed during the in-process bulk assay of Loratadine by HPLC for batch 
#1636732 tested on 05/03/06. Although, the laboratory performed a poor investigation, the production investigation 
stated that as a corrective action that dispensing/production supervisor will be present for all weighing/dispensing 
operations to observe and ensure strict adherence to the Dispensing Raw Materials SOP. The amouut ofLoratadine 
USP API added to the batch was insufficient due to the fact that the operator never tarred the weighing container 

~_.-pnnffi'or'tomspensmg;" -.-.-- " --...-"'-' _-.- _".. . - -----.- -- . ---.... .. . '.. .. ~ 

PACKAGING & LABELING SYSTEM 

OBSERVATION 22 

Samples of representative units were not collected and visually examined for correct labeling at the completion of finishing 
operations. 

Specifically, representative units, for the visual examination of the iramediate drag container label, trays, etc., are not 
sampled from the shipping container for any drag product lots after completion of the operation. Examples are: 

~ ~)J----=""----------'---=----=~---.fl-=·t/C:;;;-----"C=ATE'S"",,SUEC,------I
 
SEE REVERSE	 !.IN''' 
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DEPARTMENT OF HEALTH AND IIUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

Dl6TRICT ADDRESS AND PHOJE M.IMBER o,o,TE($) OF!HSPr;t;T1OH 

158-15 Liberty Ave. 07/13/2009 - 08/12/2009* 
Jamaica, NY 11433 "" .......
 
(718) 340-7000 Fax: (718) 662-5661 3001236657 

NAME Al'O11TlE Of $NON'1DUAL TO WHOM RB'ORT ISSUED 

TO: Robert Patton, Vice President & General Manaaer ,..........
 STREET ADDRESS 

34 West Fulton StreetOhm Laboratories, Inc. 
TY?EEST~INSPECTEOCITY, sr".c,ZP cooe. COUN'mY 

Rx Druq ManufacturerGloversville, NY 112078 

- Cetirizine HCI Oral Solution, I mglmL, lot 2043082, packaged in 0612009, and
 
- RIOMET.(metformin hydrochloride oral solution), lot 2028358, packaged in 0512009
 -

OBSERVATION 23 

Failure to reject any lot of components and drug product containers that did not meet the appropriate written specifications 
for identity, strength, quality, and purity. 

You failed to provide information related to the remaining rejected bottles of component lot #1833698 that was found to 
contain floating particles of fiber and cardboard during the manufacturing ofRanitidine HCL lot 1902801 and 1901358. 

OBSERVATION 24 

Written procedures are not followed for the sampling and testing ofcomponents. 

Specifically, you failed to follow your own standard operating procedure for sampling, testing and release of raw materials, 
packaging materials, in-process materials and finished product, SOP 2801, effective 09/16/08. According to the SOP~ 

based on the sample size you were require to sample and test.bottles, where in facts you only performed the testing 0 _

~lll/ I units of empty bottles of lot (1833698) on 12119/07 used for the production of Ranitidine HCI that were involve with 
oating particles and fiber. . 

Furthermore, your emPlOyeeS~stated that the inspection request form sent to your contract laboratory upon (pWJ receiving the C of A was destroye _ erefore, you cannot provide documentation ofthe actual amounts of units sent to the 
laboratory for testing. 

...,.- ......--_ ...._ ..__.. _... - .. __. .- ,,,'-" - --- ,",~ ... " . - .. . .... -......,.--..-.,......--.-."',....".-,..., •.""-." .•.,...,..~ ..,._._----­
'=._-"'.. 

* DATES OF INSPECTION:
 
07/1312009(Mon), 07/1412009(Tue), 07/1512009(Wed), 071l6/2009(Thu), 0711712009(Frl), 0712012009(Mon), 0712112009(Tue),
 
0712212009(Wed), 0712312009(Thu), 0712412009(Frl), 0712912009(Wed), 0810412009(Tue), 08/0512009(Wed), OS/0612009(Thu),
 
08l0712009(Frl),08/12I2009(Wed)
 

-

-
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FORM FDA 483 (07/00) 

NAME AND Tffi.E OF INDIVIDUALTO 'MiOM REPORT ISSUED 

Patton, Vice President & General Manager 
STREEf ADDRESS 

Inc. 34 West Fulton Street 
TYPE ESTABUSHMEN'T INSPECTED 

NY 112078 Rx Drug Manufacturer 

FDA EMPLQYE~ES.TITI ES,-AND-SIGNATIJRES' 

~o//?:/~~
~~~tor
 ~~0kestigator 
F ';./ j
.>y'
 

Felix Maldo:ado, NRL Chemist
 

... -- - -- - .. .. - ... --_.. -. - .- - ....-.- ...... - - .--- .. . . - . .. .- -_... 
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