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NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

To: Mr. Ravindra Kumar Goyal, Plant Head

FIRM NAME STREET ADDRESS
Cadila Healthcare Limited Swaraj Majra, Juddi Kalan, Tehsil

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Baddi, Dist. Solan, Himachal Pradesh 173205 India Drug Manufacturer

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR 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, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION. YOU MAY DISCUSS THE
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.

DURING AN INSPECTION OF YOUR FIRM (1) (WE) OBSERVED:

Qbservation 1

Equipment used in the manufacture, processing, packing or holding of drug products is not of appropriate design
to facilitate operations for its intended use.

Specifically, not all manufacturing equipment for use in production of®® " Capsules, USP
_mg an g has been qualified.

A. The manufacturing area to be used in the commercial production of®@ = Capsules, USP

gan , referenced in applicatior®® " has not been qualified. Commercial manufacturing

will occur on Linegg in Bloc Construction is not complete on the®® = line or the opening to the
facility and qualification of the area has not been completed.

llowing equipment to be

ed in the production of @@ Capsules, USPY mg

nd has not been qualified:

C. The following new equipment added to the manufacturing line fo®® = Capsules, USP
has not been qualified:

Line with Counter Material #9400001) includin,
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Observation 2

Master production and control records lack complete manufacturing and control instructions.

apsules USP -mg am.mg exhibit

respectively) and intended batch

A. The batch manufacturing records for
batches
manufacturin

i

Step™ of the batch manufacturing records state

Firm management stated during production of the exhibit batches the®® was-nanually.

There is no documentation of how the manual operation was performed.

cement stated the ﬁlled_apsules USP-'ng and.'ng were*
as a required step in the manufacturing process. There is no instruction for use or reference to the
in the batch records for the exhibit batches and

e intended batch manufacturing records BMR/ZB/0586-00 and BMR/ZB/0587-00.

B. Firm mana

Observation 3

Batch production and control records do not include complete information relating to the production and control of
each batch.

A. The batch manufacturing records for_Capsules USP-mg and-ng exhibit

batches respectively) and intended bat
manufacturing records fo g BMR/ZB/0586-00 and

Capsules USP H
apsules USP g BMR/ZB/0587-00 do not include specific instructions describing how to
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during manufacturing,.

(b) (4)
(b) (4)

!b§(t4t):p(b’ @ of the batch manufacturing records state

Firm management stated during production of the exhibit batches the was" ¥ manually.

There is no documentation of how the manual operation was performed.
(b) (4) (b) (4)

s Capsules USP B mg and mg were

B. Firm management stated the filled
e as a required step in the manufacturing process. There is no instruction for use or reference to the

'"’) @ in the batch records for the exhibit batches ® @ and
= or the intended batch manufacturing records BMR/ZB/0586-00 and BMR/ZB/0587-00.

y (®) (@) ®) @) e
C. During the manufacture of the " Capsules USP mg exhibit batches the results for
! bt)lworetical yield were not within tl}e set parameters ofig) ™% The results obtained for batches®

were %, 2 % and %, respectively. A deviation investigation was not initiated and

there was no documentation in the batch records regarding this discrepancy.
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