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United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDERExportCertificateProgram@fda.hhs.gov - Telephone (301) 796-4950
Certificate of a Pharmaceutical Product - Approved Drug Product

Certificate Number: 3SMPP-HKS85 Certificate Issue Date: November 13, 2017 Certificate Expiration Date: November 12, 2019
Importing Country: CHILE Exporting Country: UNITED STATES of AMERICA
1. Drug Trade Name, International or National non-proprietary name (as applicable) & dosage form: SEVOFLURANE, USP, Inhalant

1.1 Active Ingredient(s) and amount(s) per unit dose (complete quantitative composition is preferred): sevoflurane, usp 250 ML

2 Is this product licensed to be placed on the market for use in the exporting country? Yes

Is this product actually on the market in the exporting country? Yes

2. A.1  Product license number & date of issue: 075895  07/02/2002

n, | Baxter Parkway, Deerfield, IL 60015 United States of America

2 A2  Product license holder name & address: Baxter Healthcare Corpora

2.A.3  Status of Product license holder: Manufacturer

2 A31 Manufacturer name & address: Baxter Healthcare Corporation, Route 3 Km 144.2, Guayama, PUERTO RICO 00784

2.A4 Isasummary basis for approval appended? Yes

2 A5 Is the attached product information, complete and consonant with the license? Yes

nited States of America

Health Corporation, 32650 N Wilson Rd, Round Lake, 1L 60073 U

holder): Baxter

care

if different from the license

licant name & address for certificate

]

Remarks: Manufacturing Facility: Baxter Healthcare Corporation,Route 3 Km 144.2, Guayama, Puerto Rico 00784(USA). Marketing Authorization Holder: Baxter Healthcare Corporation, 1 Baxter Parkway Deerfield IL
60015 USA

3 Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced? Yes

3.1 Periodicity of routine inspections (vears): Pursuant to section 510(h)(3) of the Federal Food, Drug & Cosmetic Act, Inspections will occur in accordance with a risk-based schedule

3.2 Has the manufacture of this type of dosage form been inspected? Yes N

33 Do the facilities and operations conform to GMPs as recommended by the WHO? (GMPs including 21 Code of Federal Regulations parts 210, 211, or ICH Q7A): Yes, at time of inspection, site complies with FDA cGMP

34 Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product undertaken by another party? Yes ]

Ca.

Andrei Perlloni, Branch Chief

Drug Import Export Ce nce Branch

Division of lmports, Fxports & Recalls

~onforms to the format recommended by the World Health Organization format revised October 1, 1997. Website: www.who.int
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3MPP-HK85

& 5
3o i = NDC 10019-651-64
2 —_—
= E———
: == sevoflurane, USP
O m— )
P ]
— pe———
o—
— i i Contains sevofiurane, USP 250 mL.
e Inhalation p__mwn__m_“n it e
T s on Usual Dosage: See package insert.
oy — MWO 3 _I _w v Store at controlled room temperature
e — 15°-30°C Gm.ﬂmmumv [see USP].
==
e Baxter Do not use if tamper evident seal 1S
ES ) broken or loose.
= Baxter Healthcare Corporation For Product Inguiry 1 800 ANA DRUG
i1d, 1L 60015 USA 460-263-05 A._.moo,mmm-m.__m..:

460-263-05 Label, Sevoflurane, USP, 250 mL Bottle

Size: 2" x 5 378" Corner. 1/4”
USA

Submission - 1 4-May-2011
PMS 108

I PMS 287

Bar Code: UPC Code
Multi-Color Pharmacode (5): Prints in PMS 108 and 287.
Guide Lines: DO NOT PRINT.

Dotted Lines: Indicates Unvarnished Imprint Area. DO NOT PRINT.
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3MPP-HKS85

107
£
N

NDC 10019-651-64

=— Sevoflurane, USP

T s
—_-_._m—_m-nmo—— h:mw.——-mﬂn Contains sevoflurane, USP 250 mL.

e ———
For inhalation anesthesia.

[ P —
e onl Usual Dosage: See package insert.
= N@O 3 _l W < Store at controlled room lemperature

191eq dx3

o
o 15°-30°C (59°-86°F) [see USP].
T um*nm&- Do not use if tamper evident seal is
Manufactured for broken or loose.
-~ Baxter Healthcare Corporation For Product Inquiry 1 800 ANA DRUG
Deerfield, IL 60015 USA 460-263-05 (1-800-262-3784)

460-263-05 Label, Sevoflurane, USP, 250 mL Bottle

Size: 2" x 5 3/8" Corner: 1/4"
USA

Submission - 1 4-May-2011
PMS 108

B v

Bar Code: UPC Code
Multi-Color Pharmacode (5): Prints in PMS 108 and 287.
Guide Lines: DO NOT PRINT.

Dotted Lines: Indicates Unvarnished Imprint Area. DO NOT PRINT.
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