The State of Maryland

Office of the Secretary of State

This Apostille is not valid for use anywhere within the United States of America, its territories or possessions.

This Apostille does not certify the content of the document for which it is issued.

Apostille

(Convention de La Haye du 5 Octobre 1961)

1. Country: United States of America
This public document

2. has been signed by Scott A. Poyer
3. acting in the capacity of Clerk of the Circuit Court
4. Dbears the seal/stamp of the Clerk of Circuit Court of Anne Arundel County

Certified
5. at Annapolis, Maryland

6. the 1st day of May, 2019
7. by The Secretary of State of Maryland

No. 483146

9. Seal
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10.  Signature
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State of Maryland, Anne Arundel County, Sct.

I, SCOTT A. POYER, Clerk of the Circuit Court for Anne Arundel County,
Maryland, a court of record, do hereby certify that Ahmad Miski was a

commissioned/appointed and qualified Notary Public commencing on the 1st day of
May, 2017.

In Testimony Whereof, I have hereunto set my hand and affixed the
seal of the court May 1, 2019

Scott A. Poyer, Clerk
Circuit Court for Anne Arundel County, Maryland

Michael L. Chasey
BRANCH CHIEF
PHARMACEUTICAL QUALITY INITIATIVES BRANCH

' See Inspection Classification Definitions, at hitps://www.fda.povICECHInspectionsfucm?22323 1 hin




don : 2019

PHARMACEUI'ICAL QUALITY INITIATIVES BRANCH
12420 Parklawy Drive
Rockville, MD 20857

wivw.fda.gov

Dear, Mr, Venkatanarayan Venkataraman:

The U.S. Food and Drug Administration (FDA) conducted an inspection at Dr. Reddy's Laboratories Ltd,
F'EI:3002949099, located at No 4] Quthbullapur Mandal, Bachupally, Telangana, 500900 India from 01/30/2019
- 02/08/2019. FDA has determined that the inspection classification of thig facility is '

indicated" ("VAI").! Baged on this inspection, this facility s considered to be i 5 minj

An inspection classification of VAI for CGMp compliance wil] pot directly negatively impact FDA's assessment
of any pending marketing application referenqing this facility. Pleage note, however, that application approval
will depend op 5 product-and application-speciﬁc facility assessment conducteq by CDER's Office of
Pharmaceutica] Quality, This Jetter does not address or reflect FDA's decision making with respect to any
potential non-CGMp compliance issyes,

FDA has concluded that this inspection ig "closed" under 21 CER 20.64(d)(3), and e are enclosing a copy of the
narrative portjon of the Establishment Inspection Report (EIR), It may reflect redactjons made by FDA in
accordance with the Freedom of Information Act (FOIA) and 21 CFR part 20, This, however, does not preclude
You from requesting additional informatiop under FOIA .

If you have any questions régarding this letter, You may contact Michae| L. Chasey via email at
MichaeI.Chasey@FDA.HHS.GOV.

D © by Morag | Chamy 5

Sincerely,
"
Michael L. Chasey -8 Ef»ﬁﬁi.u. s e e

Ot Jowey ﬂu”d“#‘w
Michael L, Chasey
BRANCH CHIEf
PHARMACEUTICAL QUALITY INITIAT] VES BRANCH

— —

' See Inspection Classification Definitions, at hit s/ www. fda o ECHInspections/ye 223231 hin




