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Reference Standards Highlights

Below are several tables with the latest Reference Standard information including out-of-stock items now
available; new Reference Standards released in September 2009; backordered items with estimated
availability dates; items that have been discontinued/have a new price and/or have a new package size;
items with lots that are (or soon will be) no longer valid; and items with new lots since the last email notice.

Please contact your USP Customer Service Representative to place an order at +1-301-881-0666 or 1-800-227-8772.
European customers can call 00-800-4875-5555. You can also order online at www.usp.org/products.
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New Reference Standards Now Available

Catalog o . Price

4 Description Size Lot (USD)
1042918 | Articaine Hydrochloride 125 mg F01198 $194
1134674 | Clenbuterol Hydrochloride 100 mg F01214 $194
1134696 | Clenbuterol Related Compound B 10 mg FOI215 $605
1231580 | Ecamsule Solution 0.5 mL FOH257 $194
1249406 | Escitalopram Oxalate 200 mg F01224 $550
1365021 | Levothyroxine for Peak Identification 15 mg FOH411 $605
1392818 [ Mesna Related Compound A 50 mg FOI157 $605
1478200 [ Oleyl Oleate 0.5 mL F0I024 $194
1598802 [ Raspberry Alcohol 50 mg F01237 $194
1612018 | Sennoside A 20 mg F01204 $323
1612029 | Sennoside B 20 mg F01209 $323
1672916 | Tranylcypromine Related Compound A 40 mg F01259 $605
1680029 [ Triamterene Related Compound B 50 mg FO0I201 $626

Previously Out-of-Stock Items Now Available

o . Price
Catalog # | Description Size Lot (USD)
1133580 Oversulfated Chondroitin Sulfate 10 mg F11165 $650
1457469 Naratriptan Hydrochloride 125 mg G0I1229 $258
1595509 Quinidine Sulfate 500 mg I0H393 $194
1696109 Triprolidine Hydrochloride Z-Isomer 50 mg HOI096 $605
Backorder Availability Estimates, October 12, 2009
Catalog # Description Expected Availability*
1135000 Clidinium Bromide (2 g) Q4/09
1348000 Isocarboxazid (200 mg) Q4/09
1379254 Melengestrol Acetate (125 mg) Q1/10
1561507 Primaguine Phosphate (200 mg) Q2/10
*Dates are targets and may change at any time. Q4/09=October—December 2009;
Q1/10=January—March 2010; Q2/10=April-June 2010
Items with New Package Size or New Description
Catalog # Description Old Size | New Size Lot Price
(USD)
1133580 Oversulfated Chondroitin Sulfate 25 mg 10 mg F11165 $650*
1696109 Triprolidine Hydrochloride Z-Isomer 100 mg 50 mg HOI1096 $605

*The price of this item has decreased from $1500 to $650
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RS Lots That are No Longer Valid
These Tables lists previous RS lots that are (or will soon be) no longer valid for official use. If you still have any of
these materials on hand, do not use them for compendial testing purposes after the last day of the month for the
valid use dates listed. To test products, always be sure you use a current, valid lot of USP RS. Current lot
numbers and valid use dates for previous lots are available in the USP Store online here using the Reference
Standards: Alphabetical Listings to look up the item of interest.

No Longer Valid as of September 30, 2009
Catalog | Description Previous Lot/ Current | Price
# Valid Use Date Lot (USD)

1056504 | 1,4-Benzoquinone (200 mg) HOG261 (09/09) | H1G332 $194
1078008 | Brompheniramine Maleate (125 mg) 11A036 (09/09) | JOH148 $154
1096699 | Carprofen (200 mg) F1G039 (09/09) | GOH183 $194
1126009 | Chlorpropamide (200 mg) H (09/09) | IOH184 $194
1134324 | Ciprofloxacin Ethylenediamine Analog (25 mg) JOA030 (09/09) | KOH239 $605
1146006 | Colchicine (350 mg) KOF231 (09/09) | LOH214 $194
1197007 | Diethyltoluamide (3 g) H1D076 (09/09) | 10H013 $194
1374907 | Maltitol (200 mg) G (09/09) | G1H293 $194
1396309 | Metformin Hydrochloride (200 mg) HOE136 (09/09) | I0H236 $227
1430000 | Methylergonovine Maleate (50 mg) (List Chemical) J (09/09) | KOH114 $194
1441301 | Metoprolol Tartrate (200 mg) H1B059 (09/09) | 10G301 $194
1470004 | Norethindrone Acetate (100 mg) KOF227 (09/09) | LOG410 $194
1500400 | Parthenolide (25 mg) F (09/09) | GOF255 $194
1524001 | Phenobarbital CIV (200 mg) J (09/09) | KOH134 $257
1547007 | Polymyxin B Sulfate (200 mg) K (09/09) | LOHO10 $194
1550001 | Potassium Gluconate (200 mg) HOC064 (09/09) | 10H226 $194
1576005 | Propranolol Hydrochloride (200 mg) I0C170 (09/09) | 11G348 $194
1613804 | Sodium Chloride (1 g) (AS) FOD269 (09/09) | GOH275 $194
1623003 | Streptomycin Sulfate (200 mg) JOB195 (09/09) | J1H337 $194
1687006 | Trihexyphenidyl Hydrochloride (200 mg) J (09/09) | J1G359 $194
1708762 | Valsartan (350 mg) HO0G139  (09/09) | J01020 $194
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No Longer Valid as of October 31, 2009
Catalog | Description Previous Lot/ Current | Price
# Valid Use Date Lot (USD)
1012065 | Acyclovir (300 mg) JOC149 (10/09) | J1G366 $245
1071009 | Bethanechol Chloride (200 mg) HOE304 (10/09) | 10H206 $194
1223005 | 2,4-Disulfamyl-5-trifluoromethylaniline (30 mg) G (10/09) | HOHO40 $605
1268728 | Etodolac Related Compound A (25 mg) F-1 (10/09) F2G334 $605
1270446 | Fexofenadine Related Compound C (15 mg) (AS) FOE291 (10/09) GO0I059 $605
1279000 | Fluorouracil (250 mg) H2D190 (10/09) | 10G371 $194
1292314 | Glimepiride Related Compound A (20 mg) FOE232 (10/09) | F1H269 $605
1337809 | Imipenem Monohydrate (100 mg) HOE040 (10/09) I0H217 $194
1370349 | Lorazepam Related Compound C (25 mg) H (10/09) I0H232 $605
1374500 | Maleic Acid (300 mg) G (10/09) | HOH121 $605
1426002 | Methyldopa (500 mg) I121E059 (10/09) | JOG237 $194
1541500 | Piperacillin (500 mg) H (10/09) I0H009 $194
1589007 | Pyrimethamine (200 mg) H (10/09) I0H212 $194
1601102 | Residual Solvents Mixture - Class 1 (1.2 mL/ampule; | FOC407 (10/09) | F1H387 $194
3 ampules)
1659000 | Thimerosal (500 mg) H1B205 (10/09) | 10H094 $194
1707908 | Valerenic Acid (15 mg) HOD126 (10/09) | 10G329 $865
1713004 | Vinblastine Sulfate (50 mg) M0B308 (10/09) | NOH327 $440
No Longer Valid as of November 30, 2009
Catalog | Description Previous Lot/ Current | Price
# Valid Use Date Lot (USD)
1078507 | Bupivacaine Hydrochloride (500 mg) H1E255 (11/09) | H2HO088 $194
1078766 | Bupropion Hydrochloride Related Compound C (40 mg) | GOG006 (11/09) | G1H220 $658
1162400 | Dactinomycin (50 mg) I (12/09) | JOH376 $531
1241903 | Erythritol (200 mg) FOE313  (11/09) | F1F295 $194
1265504 | Ethylcellulose (1 g) H-1 (11/09) | 10H084 $194
1278302 | Fluoroquinolonic Acid (150 mg) HOC140 (11/09) | H1H402 $605
1398009 | Methadone Hydrochloride CIl (200 mg) 10B163 (12/09) 11H270 $257
1488000 | Oxymorphone CII (500 mg) HOB214  (11/09) | I0H349 $257
1491015 | Oxytetracycline Hydrochloride (200 mg) FOE258  (11/09) | F1H290 $194
1675007 | Triacetin (1 g) HOC413  (11/09) | H1H083 $194
1708773 | Valsartan Related Compound A (10 mg) HOG357 (11/09) H21040 $775
1717708 | Vitexin (25 mg) FOC142 (11/09) | GO0I046 $647
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Items with New Lots

Catalog | Description Previous Lot/ Current | Price
# Valid Use Date Lot (USD)
1017502 | Dried Aluminum Hydroxide Gel (200 mg) F2B120 (07/10) | GO0I104 $194
1019508 | Amikacin (300 mg) JOE226 (07/10) | KOI162 $194
1023403 | Diazepam Related Compound B (25 mg) JOF235 (10/10) | KOH414 $605
1065618 | Betahistine Hydrochloride (200 mg) FOC105 (10/10) | GOH384 $194
1093012 | Carbamazepine Related Compound A (50 mg) FOG095 (08/10) | GO0I124 $605
1097658 | Cefixime (500 mg) F (07/10) | GOI139 $194
1098195 | Ceftriaxone Sodium E-lsomer (25 mg) 10C190 (10/10) 111212 $605
1133580 | Oversulfated Chondroitin Sulfate (10 mg) FOI113 (09/10) F11165 $650
1134277 | Citalopram Related Compound D (15 mg) FOF170 (08/10) GO0I1121 $605
1134335 | Ciprofloxacin Hydrochloride (400 mg) 10C265 (07/10) | JOoH307 $194
1149004 | Corticotropin (5.6 Units/vial; 5 vials) M (04/10) | M11180 $154
1161509 | L-Cysteine Hydrochloride (200 mg) H (07/10) 101177 $194
1239005 | Ergocalciferol (30 mg/ampule; 5 ampules) (Vitamin D2) | POB275 (07/20) | QO0I099 $210
1266008 | Ethyl Maltol (1 g) H (10/10) 101142 $194
1275009 | Fluocinolone Acetonide (100 mg) J1EQ14 (09/10) | J2I027 $194
1286800 | Furazolidone (200 mg) G-2 (09/10) | HOI140 $194
1287008 | Furosemide (200 mg) KOF188 (06/10) | LOH311 $154
1301007 | Guaifenesin (200 mg) 11C098 (07/10) | JOG257 $194
1349003 | Isoflurane (1 mL) H1C199 (01/10) 101115 $194
1350603 | Isopropyl Palmitate (500 mg) 11G013 (08/10) | JOH390 $194
1356982 | Letrozole Related Compound A (25 mg) G0D298 (09/10) HOI119 $605
1370270 | Loratadine (200 mg) G0D344 (06/10) | HOH450 $323
1376006 | Mecamylamine Hydrochloride (200 mg) F-2 (06/10) | GOH154 $194
1379423 | Meloxicam Related Compound B (25 mg) FOE168 (09/10) GO0I1108 $605
1441254 | Metoprolol Related Compound C (20 mg) FOC344 (06/10) | GO0I043 $647
1443952 | Mineral Oil (1.5 mL) FOG096 (08/10) | GO0IO16 $194
1446804 | Monostearyl Maleate (100 mg) G (07/10) | G11191 $605
1453005 | Naloxone (125 mg) MO0DO085 (09/10) | M11123 $154
1457006 | Naphazoline Hydrochloride (200 mg) LOE207 (08/10) | L1H386 $194
1457469 | Naratriptan Hydrochloride (125 mg) FOC360 (09/10) | G0I229 $258
1463304 | Nicotine Bitartrate Dihydrate (500 mg) G1C070 (10/10) | G2H304 $194
1478108 | Ofloxacin (200 mg) GOE180 (07/10) | G11182 $194
1478629 | Ondansetron Related Compound D (30 mg) GOF153 (08/10) | HOIO48 $605
1483505 | Oxprenolol Hydrochloride (200 mg) 10C344 (07/10) | 111183 $194
1485205 | Oxycodone Hydrochloride CIl (1 g) HOI159 $257
1500251 | Paroxetine Related Compound D (10 mg) (AS) GOEQ096 (06/10) | HOH383 $605
1526200 | Phenoxyethanol (500 mg) (2-Phenoxyethanol) FODO069 (07/10) | GOH449 $194
1570428 | 2-Propanol (1.2 mL/ampule; 3 ampules) FOE245 (06/10) | GOHO068 $194
1572536 | Propofol Related Compound A (15 mg) FOEO060 (07/10) | G0OI092 $605
1595509 | Quinidine Sulfate (500 mg) H-1 (08/10) | 10H393 $194
1601292 | Residual Solvents Class 2 - Mixture B (1.2 mL/ampule; | FOD248 (07/10) | GOIO69 $194
3 ampules)

1612652 | Simethicone (50 g) I0F165 (08/10) | JOH301 $194
1628007 | Sulfamerazine (500 mg) H1C171 (07/10) | 101081 $194
1667520 | Tinidazole (200 mg) FOC093 (09/10) | GOIO57 $194
1667600 | Alpha Tocopherol (250 mg) (Vitamin E Alcohol) M (07/10) | NOF068 $194
1671006 | Tolnaftate (200 mg) JOC405 (10/10) | KOH308 $194
1672206 | Topiramate (150 mg) FOF297 (06/10) | GOI135 $258
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1696109

Triprolidine Hydrochloride Z-Isomer (100 mg) G (09/10) | HOI096 $605

1708762

Valsartan (350 mg)

IOHO60 __ (07/10) | JOI020 $194

USP Publication Highlights

USP 33-NF 28: New Monograph Format and Updates for 2010—
Subscribe Today!

The latest edition of USP—NF contains official standards for 2010 along
with new features that help you find the information you need: new easy-
to-read monograph design with concise language and enhanced online
format functionality (printable PDFs, 3-D structures and more). Publishes
in English (print, online, and CD) in November 2009, and in Spanish
(print) in April 2010. Subscribe today at www.usp.org/products/USPNF or
call USP Customer Service at 1-800-227-8772 (U.S. and Canada),
+1-301-881-0666, or 00-800-4875-5555 (Select Europe).

New USP-NF Archive Library Provides Easy Access to Previous
USP-NF Content

This first available collection of previous USP—NF content features
monographs and methods from the past five editions: USP 28—-NF 23
through USP 32—-NF 27. All material is provided in printable PDF format
on one convenient CD. Publishes in fall 2009. To reserve your copy
today call USP Customer Service at 1-800-227-8772 (U.S. and Canada),
+1-301-881-0666, or 00-800-4875-5555 (Select Europe).

Comment on and Propose Standards Revisions with Pharmacopeial
Forum (PF), Volume 36—Subscribe for 2010

Published six times a year, PF lets you review and submit both comments
and proposals for standards revisions. Plus, PF gives you advance notice
of changes, allowing you to prepare early for revisions. Order PF 36
today—print and online formats, English only.

Visit www.usp.org/products/PFE or call USP Customer Service at
1-800-227-8772 (U.S. and Canada), +1-301-881-0666,

or 00-800-4875-5555 (Select Europe).

=
DieTaRY
SUPPLEMENTS
CorAPENDILIM

New USP Dietary Supplements Compendium—Now Available.

The new USP Dietary Supplements Compendium (DSC) combines
USP-NF standards with information from the Food Chemicals Codex,
Sixth Edition; regulatory and industry documents; and helpful tools and
resources. The DSC will be published every two years in hardcover print,
English only. Visit
www.usp.org/products/dietarySupplementsCompendium/ or call USP
Customer Service at 1-800-227-8772 (U.S. and Canada), +1-301-881-
0666, or 00-800-4875-5555 (Select Europe).
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ATTENTION: USP-NF and PF Subscribers—Important Renewal Information

It's time to renew your USP—NF (print and CD) and PF (print) subscriptions for 2010! Customers with
USP Online Store accounts can log in to their accounts and view subscription information by
clicking “Yes” under the “Renewal Alert”; customers without USP Online Store accounts will
receive their renewal information by mail. If you have any questions or would like to renew at anytime
by phone, please contact USP Customer Service at 1-800-227-8772 (U.S. and Canada), +1-301-881-
0666, or 00-800-4875-5555 (Select Europe).

Please note: Prices for USP—NF publications will increase with the 2010 edition.

Publication Unit Price
2010 USP-NF Print Subscription $820
2010 USP—NF CD Subscription $1210
USP-NF Online 1-Year Subscription *$1005
2010 USP—NF Spanish Print Subscription $820

*Online subscription price increased in July 2009.

Event Highlights

Visit USP at the 2009 AAPS Annual Meeting and Exposition November 9-11 in Los
Angeles, CA. and at the 2009 Eastern Analytical Symposium and Exhibition
November 16-19 in Somerset, NJ

USP Customer Days—Coming to a City Near You!

The USP Account Management Team will be traveling across the U.S. and Canada holding free
seminars to discuss USP publications, Reference Standards, USP Verified Services,
Pharmacopeial Education, new initiatives, and scientific hot topics.

A meeting is scheduled December 3, 2009 at Rutgers University Conference Center in
New Jersey. Registration and more information is available at
http://ems.intellor.com/?c=48&t=12 or contact: uspcustomerday@usp.org

Pharmacopeial Education

View the Latest USP Pharmacopeial Education Online Catalog—www.uspeducation.com
Get details on current and upcoming education offerings, including on-demand online courses,
classroom lectures, and lab training. Updated throughout the year, this convenient online catalog
provides click-through links for registration, instructor information, and related products.
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Featured Courses

Basic Statistics and Their Practical Applications to USP—-NF

This course will focus on practical application and a minimum amount of time is devoted to abstract
theory. Emphasis will be placed on the most commonly utilized statistical tests, including: 1) t-tests 2)
analysis of variance 3) correlation 4) linear regression and 5) outlier tests. Practical examples and
problems drawn from scientific research will be used to illustrate statistical concepts and mathematical
procedures. Emphasis will be placed on the appropriate use of statistics and the interpretation of their
results.

Classroom Lecture: $695 (Special offers and group discounts available)
October 27, 2009; Raleigh, NC

December 14, 2009; Rockville, MD *Register before November 23 and save $200*
Click here to register.

Good Weighing Practices in the Pharmaceutical Industry: A Risk-Based Approach

(in collaboration with Mettler-Toledo)

Driven by sound scientific and risk assessment principles, this course provides guidance to
correct common misconceptions held by many companies regarding balance selection and use
as well as incorrect testing programs utilized for maintenance purposes.

Classroom Lecture: US $795 (Special offers and group discounts available)
November 2, 2009; La Jolla, CA *Register before October 26 and save $250*
Click here to register.

Effectively Using Reference Standards

The course will make extensive use of USP General Chapter <11>, European Pharmacopeia General
Chapter 5.12, ISO-REMCO Guidelines, and FDA documents on Reference Standards. It will stress the
growing significance of statistics in modern metrology, and it will discuss the importance of international
harmonization and of the collaboration with other standards-setting organizations. The correlation
between Reference Standards and Compendial Methodology will be discussed in the context of the
development, characterization and uses of the materials. All concepts presented in the course will be
exemplified with real-life cases.

Classroom Lecture: $695 (Special offers and group discounts available)
November 2, 2009; La Jolla, CA *Register before October 26 and save $250*
November 18, 2009; Montreal, Quebec *Special group rate for 3 or more*
November 19, 2009; Toronto, Ontario *Special group rate for 3 or more*
Click here to register.
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Essentials of Microbiological Testing

This course establishes a practical understanding of microbiological practices in the pharmaceutical
industry and provides an overview of the USP General Chapters that address microbiological testing.
Next, selection of elective topics are picked for discussion based on the needs of the students.

Classroom Lecture: $695 (Special offers and group discounts available)
November 11, 2009; Edison, NJ *Register before November 4 and save $200*
Click here to register.

Advanced Dissolution (2-day course)

Drug release and drug product performance explained beyond the mechanics of dissolution testing.
Connecting the "how" of dissolution methods to the "why" contained within the USP—NF, this course will
strengthen the participant's ability to develop methods, interpret data, and most importantly identify root
causes and suggest corrective actions when issues relating to compliance arise.

Classroom Lecture: $1495 (Special offers and group discounts available)
December 9-10, 2009; Rockville, MD *Register before November 20 and save $300*
Click here to register.

Subscribe to the Pharmacopeial Education Email Bulletin

USP Pharmacopeial Education is developing several new courses for introduction in 2009. If you would
like to stay informed of our new curriculum and upcoming schedule, subscribe now to the
Pharmacopeial Education Bulletin.

Compendial Highlights

Call for Candidates—USP Council of Experts and Expert Committees

SCIENCE ¢ INNOVATION ¢« PASSION « COMMITMENT—YOU set the Standard

Volunteers on the Council of Experts, Expert Committees, and Expert Panels are an integral part
of the USP standards-setting process. Participation as a USP volunteer expert affords you the
unigue opportunity to

¢ Influence Drug Quality
e Utilize Your Expertise
e Advance Your Profession
e Improve Public Health

USP invites qualified candidates—pharmaceutical scientists, academicians, regulatory
professionals, healthcare professionals, and others—to apply to serve as scientific decision
makers on the Council of Expert Committees. The 2010-2015 Council of Experts includes 20
Expert Committees in the areas of Nomenclature, Small Molecules, Biologics and Biotechnology,
Excipients, General Chapters, Reference Standards, Compounding, Food Ingredients, and
Dietary Supplements, with each member of the Council of Experts chairing an Expert Committee.
USP is also seeking qualified candidates for its Expert Panels, which play an important advisory
role to the Council of Experts. Learn More
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New Official Text

Revision Bulletins:

Felodipine Extended-Release Tablets (posted 29-Sept-2009; official 1-Nov-2009)

Fexofenadine Hydrochloride Tablets (posted 29-Sept-2009; official 1-Nov-2009)

Fexofenadine Hydrochloride and Pseudoephedrine Hydrochloride Extended-Release Tablets (posted
29-Sept-2009; official 1-Nov-2009)

Galantamine Tablets (posted 29-Sept-2009; official 1-Nov-2009)

Leflunomide Tablets (posted 29-Sept-2009; official 1-Nov-2009)
Metformin Hydrochloride Extended-Release Tablets (posted 29-Sept-2009; official 1-Nov-2009)

IRAs (Pharmacopeial Forum 35(5) September—October 2009)
Budesonide, Heparin Sodium, Heparin Sodium Injection, and Nefazodone Hydrochloride #l (103KB)

(08/31/09)

Errata
Vol. 35, No. 5 [September-October 2009] E (41KB) (08/31/09)

Compendial Notices
New: <1151> Pharmaceutical Dosage Forms (posted 6-October-2009)

General Announcements: Nothing New
Intent to Revise: Nothing New

General Chapter Status

The General Chapters status page provides users with the status of General Chapter revisions. The
status is revised every other month to coincide with the Pharmacopeial Forum publication schedule.

Sign up to receive updates electronically at
www.usp.org/support/products/uspNewslettersRequest.html?promo=compendial

Stimuli Articles
Featured in PF 35(5), September—October 2009
General Chapter Management in the 2010-2015 Cycle #l (200KB)

Transfer of Analytical Procedures: A Proposal for a New General Information Chapter &) (56KB)

Visible Particulates in Injections—A History and a Proposal to Revise USP General Chapter
Injections <1> [¥1 (82KB)
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Tip of the Month

USP offers on-demand education courses. These online courses, ranging from 60 to 90 minutes in
duration, focus on specific topics related to the effective implementation and best practices of USP's
standards. You can access these courses at any time, anywhere as long as you have a computer with
Internet access. For a list of available courses please visit
http://www.usp.org/education/pe/courses.htmi?localel=EN&aaa=EN&course_id=0&format2=1&country
%5B%5D=1&lanquag%5B%5D=1&Search=Submit+Query

Question of the Month

What is the comment deadline for changes proposed in PF 35(5)?

The deadline is December 15, 2009. You can find the USP—NF publication and comment schedule
here.
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