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OBSERVATION 1
- The responsibilities and procedures applicable to the quality control unit are not folly followed.

Specifically,
1. The responsibilities and procedures applicable to the quality control unit are act fully followed.

A. Complaint investigations are inadequate. For exarnpie,

1} Complaint N/IV/MC/15/016, received 20Jull5 due to lack of effectiveness of

R
Wﬂ:h}d&d the product met specifications; however, the QC
laboratory failed to p

rm am assey on the renuraed sample and d¢id not evaluate the retention
sample,

3 Commlaing N/TV/MC/15/00%, received 09ApriS due to lack of effectiveness of
immiediate release tablets conctuaded the complaint was unspbstantiated because the ot number
was upavailable. SOP IVQAMD]1-06, “Handling of Complaints™, requires at ieast two (2}
ettempts to obiain the product sample; however the investigation report does niot document the
dates, times, or persons contacted to request the product ior number of sample.

B. Incident investigations are not conducted in a tfimely manner. For exampile, the following incidemi
investigations regarding stabillty samples not tested within their required timeframe were not closed
within the 15 working days required by SOP GQA/G1-02, “Repuerting, Investigation, and Drisposition of
Incideats™:

[ Tovestigation # | Date Open | Date Closed | # days open |

O Y] e TuRE |- OaTH BRI BT
SEE REVERSE | Iinds F Murphy, Conesumer Safety Cfficer war )| ) Soa 2017
OF THIS PAQAE | Anastssia M Shields, Generic Drug User

ras K Lasr oty
Amardnsnta (SDUF&) T i i
i yrur Sty T -
g e Uk =, Mgy -5
FORB ¥k 499 {1908 FREVINRS EDITION CEELETE MSFECTIONAL OBIFERY ATIONS PAGE | OF PALDE




mﬂmnmumwrﬂrnnumnannnmumqmmvnms
BOOD AND DTG ADBMINISTRAYTORN

[ ORTRCT ACFEoE Al AHORE HURER = T EE T THEPECTIT

1401 Rockwille Pike, Ste 200 (HEM-6Z20) . 15162017 -1,/24,3QL7
Rockvilla, M Z08532-1448 A E1 S
 (301)827-6220 Fax: (3011627-1944 3004350306

or. Bh_mavarapu Raml (B.R.} Reddy , Directeocr — Fermuliations

[ PR LRI PREET AOUREES
MATCO Pharma Limited Eothur village, Mahaboob Nagar Listrict
[Ty, EYATE. P SODE, ZOUNTRY TR T O WICHT IFaPEC TRl
Mababool: Nagar, Telangana, S08 228India Menufactarer
IR/ 3070 . SEEN L. .
IRV 5086
IRIV/15/137
IR/TV/15/164
TRAVISAZIN

C. The Quality Uit did not initiate or implement CAPAs as reqguired ny SOP GOQAML3 .62, “Correctlve and
Preventive Action (CAPA). For example, CAPAs wers not inltated regarding:

1) Repecated incidents regm'dm]ﬂes tested outside their reqmre-d tirneframe.

23 Market Complaint NAV/MC/16/027, dated 26Jull6, regarding incorrect barcode labels on
shipping cartons of

3) Laboratory investigations N/V/ODS/15/004, dated 17Apr1S, and N/V/OOS/15/035. dated
27Augl5, in which the assigned cause for both nvestigations was
during reiated substance testing of (NN -iabilisy camples.

D. Complaint investigations are not completed within the timeframe required by SOP TVQAS00] 06,
“Hendling of Complaints™. For exampie, the SOP requires a final complaint investigation report to be
sent to the customer within 20 business dava: however, complaint investigetion report NIV AICAI S/030
regarding a literature review of SMNEERINTENEEENN + o5 not finalized until 44U =fter receipt.

LABORATORY CONTROL SYSTEM

OBSERVATION 2
The written stability testing program is not foltowed.
Specifically,
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A. Tive (5) incident reports dated between 31Marl5 and 17Jull5 show B0 )cs were not tested
at the required tme point. Furthermore, samples were removed from the stability chambar and maintained
in a cabinst located within the QC laboratory prior to anakysis.

The following table shows the dates sampies were removed from the long term condition (25°C, 60%RH}
stabilitv chamber and the dates they wert tosted:

] Date # Days
. Lot StabBilty + ylied [ I past
Number Mm“ Hrou required
cham ey test date
402841 368
403450 12 M
A SRS 12 M
45061 an
FOS062 & b

5. Records of stability sample guamtities are pot accurate mainmined. For example, I discovered a
discrepancy in the quantity o remaining in the 40°C/75% Rl
stability sample ckamber as compare with the quandity on the Stability Study Samples Log.

According, to the log.wmm the chamber: however,

actual count of the samples rev weta pressnt.
- e

Zo% N

OBSERVATION 3
Laboratory conrols do not include the establishment of scientifically sound and appropriate specifications and

test procedures designed to assure than components, labeling and drug products conform to eppropriats siandards
of identity, strength, quality and purity.

Specifically.

A. Master label specifications are not maintained in the QC Laboratory fmﬁ HE
approved primary labeis were found in the AR&D office in a separate building. In addition, the Ouality Tini
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has not approved mastet labels for shipping cases, which include information such s product narme, stCTage
conditions, NDC number and bercoded WD number.

B. According to S0P GOC/G83-04, “prosedure for Management of Empower Cliromatograpity Data Station in

Quality Control”, a single standard may be injected ptior to the assessment of system auitability; however,
faited “pre-system suitability injectiors” are not entered into the quality management system for tracking,
trending, or root canse analysis.

C. Placeho powder formulations used during related substmce testing of finished products have not been tested

for stability; however, the formulations have assigned expiration dates based on the expiration date of
excipients used in the preparation, or three {3) years, whichever is carlier.

D. System suitability testing afFis insufficient in that the Retated
Subsiances test procedure, S TP K/STP/RME/394-04, does not require replicate standard injections for
evaluation of HPLC system precision during system smtzability testing.

PACKAGING AND LABELING SYSTEM

OBSERVATION 4
An NDA-Field Alert Bgport was not submitted within three working days of receipt of information coneerning an
tncident that caused a drug product or its iabeling to be applisd to another article.

Specifically,

The Quality Unit failed to submit an NDA fField alert form when they learned that shipping cartons of ten (10}

batches DW1 00 count botles, were barcode labeled with the
inocorrect C number. The cartons were labeled with the ba

meods for 1000 cows bottles of

F, NDC # 01 5 03 16571 16111 4 instead of the barcode for 1!0 H;m ottles,
C# 0l 3503216371 16110 7.

Aceording fo market complaint NAV/MC/16/4027, on 26¥uli6, the Quality Unit was notified the barcode did nat
match ihe homan-readabis NDC number for lot 406795, The investigation revealed case labels were incorrect for
the fellowing lots pack styte: 100 count botiles:
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Although the investigetion was ciosed on 09Auglé, an NDA fiold alert form was aever submitted.

Seation 7.1 of SOP GRA02-03, tided “Field Alerts”, includes the following sxample of an issTe requiring

initiation of a Field Atert Form (FAR): “any incident that canses the drug product ar irs labeling ta be mistaken
for or applied to another article”

PRODUCTION SYSTEM

ORSERVATION 5

Pracedures designed to prevent microbiological contamination of drug products purporting to be stervile are not
estsblished, writtzn and followed.

Specifically,

SOPEVPLY106-02, titled, *Entry and Exit Procedure for Aseptic Processing Arsa” which is applicable 1o all arens
tilized in the manufacturing of pharmaceuticals destined for the 11.5. market, including the drugs:
ol

sires use of sterie garments and goggles prior to entry into the
clesn room aren However, the QA department has not valideted the number of cleaning and siweri Lzation cycles
through which the garneats or goggles can be processed without compromising the iniegrty of the sterils
equiprment.

Additionalky the firm'is reusmg aambers to identify the goggles and garments instead of & unigque numbering
system. Garments arg numbered 1-28 and goggles ure numbered 1-50; once s garment or st of goggles is taken
ot of service the number on that piece of equipment is renssi :

gned to the replacement piece of
equipment. Mumbering of garmenta and tracking of these numbers is not covered in any SOP.

FACILITIES AND EQUIPMENT SYSTEM

OBSERVATION &
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Separate or defined areas 1o prevent contamination or mix-ups are deficient regarding operations relaied to the
storage of drug products after release.

Specificaily, the disposition stafus of approved end quarantined drug product iy not well controlled or identified
prevent a mix-up. For exampie, finished goods in quarantine status ave stored in the designated areas of the
warehouse allocated fin “Finishad Goods™ and the disposition gtanrs lahels sre not always idemiffed.
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