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Issued pursuant to CHXIV, State of
Sept. 15, 1789, | Stat. 68-69; 22
USC 2657; 22USC 2651a; 5 USC
304, 28 USC 1733 et. seq.; 8 USC
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Civil Procedure.
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United States of America

DEPARTMENT OF STATE
To all to whom these presents shall come, Greetings:

I Certify That the document hereunto annexed is under the Seal of the State(s) of Texas, and
that such Seal(s) is/are entitled to full faith and credit.*

*For the contents of the annexed document,the Department assumes no responsibility
This certificate is not valid if it is removed or altered in any way whatsoever

In testimony whereof, I, John F. Kerry, Secretary of State , have
hereunto caused the seal of the Department of State to be affixed and
my name subscribed by the Assistant Authentication Officer, of the
said Department, at the city of Washington, in the District of

Columbia, this first day ylﬁ
By W

1
'7 S(./oréary of State

Assistant Authentication Officer.
Department of State




{9{‘“ Consulado

de Chile

Ministerio de Relaciones Exteriores
Embajada de Chile en Estados Unidos
Seccion Consular
El Cénsul que suscribe, certifica la autenticidad de la firma de:

VEDA L. MATTHEWS




The State of Texas
Secretary of State

I, Carlos H. Cascos, Secretary of State of the State of Texas, DO HEREBY

CERTIFY that according to the records of this office,
ALICE HERNANDEZ

was commissioned as a Notary Public for the State of Texas on May 21,
2016, for a term ending on May 21, 2020.

Issued: June 27, 2016
Certificate Number 10503409

Qe —

Carlos H. Cascos

Secretary of State
GF/els




The Dow Chemical Company

Effective: September 26, 2013
Supersedes: May 7, 2013

CARBOWAX™ SENTRY™ ¢cGMP Compliance for Low Molecular Weight PEGs

The Dow Chemical Company manufactures the lower molecular weight grades of CARBOWAX
SENTRY Polyethylene Glycols and CAROWAX SENTRY Methoxypolyethylene Glycols at our
dedicated manufacturing unit at the Louisiana Operations site of The Dow Chemical Company in
Plaquemine, LA. These include CARBOWAX PEGs of molecular weight 300 to 1000, and
CARBOWAX MPEG 350 and 550. Our premium SENTRY line of CARBOWAX PEGs and
MPEG:s is compliant with the most recent version of the National Formulary (NF) monograph
for polyethylene glycols, which is so designated in the product name as NF grade. Additionally,
applicable molecular weight grades of CARBOWAX SENTRY PEGs are further compliant with
the requirements of the most recent version of the European Pharmacopoeia (Ph. Eur.)
monograph for Macrogols, and are so designated in the product title as Ph. Eur. grades.

The Dow Chemical Company manufacturing facility at our Plaquemine, Louisiana plant
producing the low molecular weight CARBOWAX SENTRY PEGs is fully compliant with
current good manufacturing practices (cGMP) in accordance with the International
Pharmaceutical Excipients Council (IPEC) Guide for Bulk Pharmaceutical Excipients. The
CARBOWAX SENTRY PEG and MPEG facility at The Dow Chemical Company, Plaquemine
Operations site is not registered with the U.S. Food and Drug Administration (FDA). No
Finished Drug Products or Active Pharmaceutical Ingredients are manufactured at this location.
Therefore this site is not required to be registered as a Drug Establishment. There have been no
Form 483 — Inspectional Observations or other violations from the FDA for the CARBOWAX
PEG and. MPEG Tac illty at’ Plaquem;neOperatlons
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CARBOWAX SENTR‘Y PEGs are‘p'afckaged at a third party conttactor, Delta Companies Group
located in St. Gabriel, Louisiana. This packaging facility is 1SO” ‘9001:2008 certified and operates
under current’ gmdclmes found in Joint International Pharmatéﬁuﬁtcal Excipients Council (IPEC)
— Phargmaceutical, Quality Group (PQG) Good Manufactuting Practlces Guide for Pharmaceutical

Ex01p16hts{2006) ; a

If you have any questions or require further information, please contact us via our website at
http:/www.dow. Lomx’po!yglyco[si =7

-

This information is considered accurate and reliable as of the date appearing above and is presented in good faith.
Because use conditions and applicable laws may differ from one location to another and may change with time,
Recipient is responsible for determining whether the information in this document is appropriate for recipient’s use.
Since Dow has no control over how this information may be ultimately used, all liability is expressly disclaimed and
Dow assumes no obligation or liability therefore. No warranty, express or implied, is given nor is freedom from any
patent owned by Dow or others to be inferred.

®™Trademark of The Dow Chemical Company ("Dow") or an affiliated company of Dow
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State of Texas
County of Tarrant

On this ‘1 day of Jane 20/4.‘

I certify that the preceding document, and the duplicats
retained by me-as a notarial record, are tnuc, exact, complese,
wmumwmof'ne Dow Chlumical

and una
Commpary CARBoWAL SENTERY c (>
. cGCGM

Compliince torc Low e ! N,g_,'gf-}r PEG

presented to me by the document's mn, Alcon 3

Laboratorics, and that, to the best of my kilowledge,

the photocopied document is neither a public record nor s

publicly recordable document, certified copics ofwhich

arc available from an official source other than s notary.




