Usp Email Notice

U.S. Pharmacopeial
Convention

March, 2017
Table of Contents
Reference Standards Highlights USP Publication Highlights USP Education
e USP 40-NF 35 e Find Courses
e New Reference Standards ¢ New Food Chemicals Codex e Sign Up for USP Education
Now Available (FCC) Online Platform Information
e Items with New Lots e 2015 Dietary Supplements
e Previously Out-of-Stock Compendium Compendial Highlights
Items Now Available e USP-NF Archive e New Official Text
e Backorder Availability o Compendial Notices
Estimates, March 7, 2017, Recently Released e Stimuli Articles
e [tems with New Package Size or e USP 40-NF 35
Description , Tip of the Month
e RS Lots That Are No Longer Valid Showcasing « Sign up to Receive the Reference
e Dietary Supplements Verification Standards App
Program Website Launch
Question of the Month
Event Highlights
e USP User Forums
e Workshops
Click on links to go to sections. For all the latest information, visit www.usp.org
USP Catalog

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 the last month; backordered items with estimated availability
dates; items that 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no longer valid; and items with new lots since the last email notice.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.

The Reference Standards Release Notification Service can be used to notify you when a new never-before-
released Reference Standard becomes available. The Notification Service does not communicate the release of back-
ordered items or lot changeovers. To participate, fill out the form online at www.usp.org/reference-standards/find-
reference-standard/notification-service.
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New Reference Standards Now Available

Catalog # | Description and Package Size Lot (Fl)J”SCDe)
1225984 | Doxycycline Monohydrate (100 mg) F029G0 $230
1236889 | Epinastine Hydrochloride (250 mg) F06760 $730
1379139 | Megestrol Acetate Related Compound D (20 mg) FO55P0 $695
1430724 | Methylnaltrexone Peak Identification Mixture Cll (10 mg) F06630 $730
1437392 | Methyl Ricinoleate (100 mg) FO44A0 $230
1607903 | D-Salicin (150 mg) F059J0 $200
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Items with New Lots

Catalog # | Description and Package Size Egt”em (P\;Zl\i/ljolljzelz_%;te) (Pljgg)
1042690 | Aripiprazole Related Compound G (25 mg) R0O56Q0 | FOLO69 (28-Feb-18) | $730
1042747 | Artemisinin (50 mg) RO57Y0 | FOO3UO (28-Feb-18) | $715
1084995 | Caffeic Acid (100 mg) R024R0 | FOM198 (28-Feb-18) | $225
1096790 | (+)-Catechin (25 mg) RO67HO | FOH389 (28-Feb-18) | $220
1110020 Chlordiazepoxide Related Compound A (25 mg) R042L0 | HOL525 (28-Feb-18) | $730
1118350 | Chloroquine Related Compound D (15 mg) R065G0 | FOL546 (28-Feb-18) | $730
1134506 | Clemastine Fumarate (250 mg) J1C090 | JOCO090 (28-Feb-18) | $230
1166116 Deflazacort (100 mg) F1L473 | FOL473 (31-Mar-18) | $230
1257029 Ethambutol Related Compound B (15 mg) F1J051 | FOJO51 (N/A) $730
1276001 | Fluocinonide (200 mg) R05690 | JOM477 (28-Feb-18) | $230
1298117 Granisetron Related Compound A (15 mg) R05490 | FOG382 (31-Mar-18) | $740

1430101 Methyl Ethyl Ketone (1.2 mL/ampule; 3 ampules RO63M0 | FOE194 (31-Jan-18) | $230
1448967 Mycophenolate Mofetil Related Compound A (1} RO66F0 | FOG370 (28-Feb-18) | $730

1510947 Perindopril Related Compound F (10 mg) R04590 | FOL129 (31-Jan-18) | $730
1535755 Phosphatidylcholine (Soy) (50 mg) RO60LO | FOL265 (30-Nov-17) | $230
1548280 | Potassium lodide (1 g) RO30WO | FODO78 (31-Mar-18) | $230
1555005 Prednisolone (200 mg) R052D0 | N1J277 (31-Mar-18) | $230
1601849 E;Z'SIUG""S')SO"’EM Class 2 - Xylenes (1.2 mL/amy o6, 6 | Ro22K0 (28-Feb-18) | $230
1609680 Salmeterol Related Compound H (30 mg) RO65TO | R04640 (28-Feb-18) | $730
1610001 Scopolamine Hydrobromide (500 mg) L1M0O54 | LOMO54 (31-Mar-18) | $230
1619017 | Spironolactone Related Compound A (100 mg) | R06520 | F1E184 (28-Feb-18) | $730
1623502 Succinylcholine Chloride (500 mg) RO71NO | 11M438 (31-Jan-18) | $230
1642223 Sumatriptan Succinate Related Compound C (5| G1L389 | GOL389 (31-Mar-18) | $935
1711406 Verapamil Related Compound B (50 mg) RO63V0 | HOH120 (31-Mar-18) | $730
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Previously Out-of-Stock Items Now Available

Catalog # | Description and Package Size Lot (FL>J”SCDe)
1042690 | Aripiprazole Related Compound G (25 mg) R056Q0 $730
1065550 | Betadex Sulfobutyl Ether Sodium (500 mg RO57HO $230
1430101 | Methyl Ethyl Ketone (1.2 mL/ampule; 3 ampules) R0O63MO0 $230
1448967 | Mycophenolate Mofetil Related Compound A (15 mg) RO66F0 $730
1510947 | Perindopril Related Compound F (10 mg) R04590 $730
1535755 | Phosphatidylcholine (Soy) (50 mg RO60LO $230

Residual Solvent Class 2 - Xylenes (1.2 mL/ampule; 3
1601849 | ampules) R0O40L0O $230
1623502 | Succinylcholine Chloride (500 mg) RO71NO $230

Backorder Availability Estimates, February 7, 2017

Catalog # | Description Expected Availability*
1044549 | Atorvastatin Related Compound C (20 mg) Q1/2017
1078824 | Buspirone Related Compound L (75 mg x 2) Q2/2017
1133547 | Choline Chloride (500 mg) Q2/2017
1134007 | Chymotrypsin (300 mg) Q2/2017
1152009 | Cyanocobalamin (replacement item 1152011 in PACK) Q1/2017
1177032 | Dexamethasone Sodium Phosphate (350 mg) Q1/2017
1349003 | Isoflurane (1 mL) Q2/2017
1377009 | Meclizine Hydrochloride (500 mg) Q2/2017
1379300 | Melphalan Hydrochloride (100 mg) Q2/2017
1409604 | Methenamine Mandelate (200 mg) Q2/2017
1475008 | Novobiocin (200 mg) Q2/2017
1545034 | Plastic Additive 12 (100 mg) Q2/2017
1623003 | Streptomycin Sulfate (200 mg) Q2/2017
1642507 | Suprofen (200 mg) Q2/2017
1724747 | Zinc Oxide (2 9) Q2/2017

*Dates are targets and may change at any time. Q1/ 2017 January—March 2017, Q2/ 2017 April —
June 2017
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Items with New Package Size or New Description

P Old New Price
Catalog # | Description Size Size Lot (USD)
1257029 | Ethambutol Related Compound B (15 mg)* | 15mg 15mg F1J051 $730
1548280 | Potassium lodide** 1g 1g R0O30WO0 $230
1609680 | Salmeterol Related Compound H*** 15mg 30mg RO65TO $730
1610001 | Scopolamine Hydrobromide 250mg 500mg L1MO054 $230
1619017 | Spironolactone Related Compound A**** 100mg 100mg R06520 $730
1711406 | Verapamil Related Compound B***** 50mg 50mg RO63V0 $730

*  Chemical Name changed to: (((2R,2'R)-2,2'-[Ethane-1,2-diylbis(azanediyl)]dibutan-1-ol)dihydrochloride)

** Change from AS to RS

*** Chemical Name Changed to: (1-Hydroxy-4-[2-hydroxy-5-(1-hydroxy-2-{[6(4phenylbutoxy)
hexyllamino}ethyl)benzyl]-2-naphthoic acid, monohydrate)

***% Chemical Name changed to: (17alpha-(2-Carboxyethyl)-17beta-hydroxyandrosta-4,6-dien-3-one
lactone) (AS)

**x+% Chemical Name changed to: (4-[(3,4-Dimethoxyphenethyl)(methyl)amino]-2-(3,4-dimethoxyphenyl)-2-
isopropylbutanenitrile hydrochloride)
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RS Lots That are No Longer Valid

These tables list 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 February 2017
Catalog | Description Current Previous Lot/ Price
# Lot Valid Use Date (USD)
1000496 | Abacavir Stereoisomers Mixture (15 mg) R044D0 | F0J102 (28-Feb-17) $730
1019803 | Aminobenzoic Acid (200 mg) R021P1 | R021PO (28-Feb-17) $230
1020008 | Aminobutanol (500 mg) R049T0 | HOG256 (28-Feb-17) $585
1069007 | Betamethasone Valerate (200 mg) R02150 | LOK350 (28-Feb-17) $230
1086403 | Calcium Carbonate (1 g) RO30A0 | FOD099(28-Feb-17) $230
1123135 | Chlorpheniramine Related Compound B (25 R040B0 | FOM273 (28-Feb-17) $730
m
1133547 Cr?c))line Chloride (500 mg) HO0J308 (28-Feb-17) $230
1141024 | Clotrimazole Related Compound A (25 mg) R02240 | J2MO033 (28-Feb-17) $730
1143802 | Codeine N-Oxide CI (30 mg) RO23N0O | GOA034 (28-Feb-17) $310
1166309 | Dehydroacetic Acid (200 mg) RO35K0 F(28-Feb-17) $230
1180503 | Dextromethorphan (2 g) I3F274 I2F274 (28-Feb-17) $715
1187091 | Dibutyl Sebacate (1 mL) R03810 | F1K138 (28-Feb-17) $230
1249417 | Escitalopram Related Compound A (10 mg) R028B0 | FO0I112 (28-Feb-17) $730
1270377 | Fexofenadine Hydrochloride (200 mg) R032HO | GOK308 (28-Feb-17) $230
1287358 | Gabapentin Related Compound D (10 mg) R01920 | G1K279 (28-Feb-17) $730
1337809 | Imipenem Monohydrate (100 mg) RO38RO | 11K226 (28-Feb-17) $230
1359415 | Levetiracetam Racemic Mixture (15 mg) R028TO | GOL376 (28-Feb-17) $715
1379401 | Meloxicam (400 mg) R02670 | HOJ100 (28-Feb-17) $385
1460725 | Nevirapine Related Compound A (15 mg) R03660 | R017BO0 (28-Feb-17) $730
1478185 | Oleyl Alcohol (5 x 50 mg) R05550 | FOM526 (28-Feb-17) $230
1478630 | Ondansetron Resolution Mixture (50 mg) R041W0 | GOK261 (28-Feb-17) $730
1483200 | Oxcarbazepine Related Compound E (10 mg) | R0O5050 | FOL092 (28-Feb-17) $730
1491300 | Oxytocin (5 vials, 46 USP units per vial) F3K133 | F2K133 (28-Feb-17) $240
1491354 | Paclitaxel Related Compound B (20 mg) RO35U0 | JOL381 (28-Feb-17) $1,130
1508901 | Pentoxifylline (200 mg) F3J389 F2J389 (28-Feb-17) $230
1535733 | Phosphatidylcholine (2 x 100 mg) R042D1 GOM311 (28-Feb- $230
17)
1547925 | Polysorbate 20 (2 g) RO35M0 | GOMO089 (28-Feb-17) $230
1554669 | Praziquantel Related Compound B (50 mg) R04950 | ROO5L0 (28-Feb-17) $730
1611900 | Selegiline Hydrochloride (200 mg) R0O45W0 | HOG394 (28-Feb-17) $230
1643361 | Taurine (100 mg) R0O06V1 | HOL305 (28-Feb-17) $200
1667530 | Tinidazole Related Compound A (100 mg) R03970 | GOLO81 (28-Feb-17) $730
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1671006 | Tolnaftate (200 mg) R042G0 | KOH308 (28-Feb-17) $230
1686310 | Trifluridine Related Compound A (10 mg) RO56X0 | HOL412 (28-Feb-17) $730
1711268 | Venlafaxine Hydrochloride (100 mg) R032T0 | GOMS315 (28-Feb-17) $290
1714619 | Vinpocetine Related Compound A (30 mg) F11301 FOI301 (28-Feb-17) $730
1714620 | Vinpocetine Related Compound B (30 mg) F11302 FOI302 (28-Feb-17) $730
1714652 | Vinpocetine Related Compound D (30 mg) F11312 FOI312 (28-Feb-17) $730
1724419 | Ziprasidone Related Compound A (10 mg) F11397 FOI397 (28-Feb-17) $730
No Longer Valid as of March 2017
Catalog | Description Current Previous Lot/ Price
# Lot Valid Use Date (USD)

1006801 | Acetone (1.5 mL/ampule; 3 ampules) I0OM548 | HOK208 (31-Mar-17) | $ 230
1023403 | Diazepam Related Compound B (25 mg) R01830 | KOH414 (31-Mar-17) | $ 730
1056005 | Benzonatate (1 g) R04360 | 10B003 (31-Mar-17) $ 230
1073004 | Biperiden Hydrochloride (200 mg) R038J0 | GOE182 (31-Mar-17) | $ 230
1086800 | Calcium Gluceptate (200 mg) R032C0 | F-1 (31-Mar-17) $ 230
1098027 | Cefpodoxime Proxetil (350 mg) R044K0 | HOK009 (31-Mar-17) | $ 230
1112503 | Chlorobutanol (200 mg) R043T0 | I0K276 (31-Mar-17) $ 230
1154569 | Beta Cyclodextrin (500 mg) H1K030 | HOK030 (31-Mar-17) | $ 230
1157013 | Cyclophosphamide Related Compound A (25

mg) F11380 FO0I1380 (31-Mar-17) $ 730
1229872 | Duloxetine Related Compound F (10 mg) R0O32W0 | HOM463 (31-Mar-17) | $ 730
1229883 | Duloxetine Related Compound H (30 mg) R066U0 | GOM010 (31-Mar-17) | $ 730
1237509 | Epitetracycline Hydrochloride (250 mg) R064D0 | G1E261 (31-Mar-17) | $ 730
1242032 | Erythromycin Related Compound N (50 mg) RO30K0 | HOL401 (31-Mar-17) | $ 730
1269039 | Ezetimibe System Suitability Mixture (20 mg) R042J0 | FO28EOQ (31-Mar-17) $ 730
1287755 | Galantamine Hydrobromide (200 mg) R036S0 | F1K075 (31-Mar-17) | $ 340
1361009 | Levodopa (200 mg) RO35T0 | K0J392 (31-Mar-17) $ 230
1361010 | Levodopa Related Compound A (50 mg) RO44N0 | K1J271 (31-Mar-17) | $ 730
1437053 | 2-Methyl-1-propanol (1.2 mL/ampule; 3

ampules) R019D0 | FOE212 (31-Mar-17) $ 230
1460703 | Nevirapine Anhydrous (100 mg) R03560 | GOM270 (31-Mar-17) | $ 230
1463960 | Nitazoxanide (200 mg) R03720 | F1L090 31-Mar-17) $ 230
1473206 | Norphenylephrine Hydrochloride (25 mg) RO53R0 | F1E205 (31-Mar-17) | $ 730
1478367 | Olmesartan Medoxomil (100 mg) RO17NO | FOK410 (31-Mar-17) | $ 485
1478425 | Olopatadine Related Compound B (35 mg) R042V0 | F0JO016 (31-Mar-17) $ 730
1478618 | Ondansetron Related Compound C (30 mg) RO33L0 | HOK321 (31-Mar-17) | $ 730
1481248 | Oxaliplatin Related Compound D (10 mg) R0O51CO | RO07Q0 (31-Mar-17) | $ 730
1485103 | Oxybutynin Chloride (200 mg) R039X0 | 10G281 (31-Mar-17) $ 230
1485227 | Oxycodone Related Compound B Cll (15 mg) | F11028 | F0I028 (31-Mar-17) $ 840
1486004 | Oxymetazoline Hydrochloride (200 mg) R042C0 | R00530 (31-Mar-17) | $ 230
1494910 | Pantoprazole Related Compound B (25 mg) R041U0 | HOM242 (31-Mar-17) | $ 730
1535700 | Phosphated Riboflavin (100 mg) [1K199 | 10K199 (31-Mar-17) $ 185
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1592704 | Quetiapine Fumarate (100 mg) RO39V0 | FO06X0 (31-Mar-17) | $ 230
1592715 | Quetiapine System Suitability (15 mg) R04810 | FO0950 (31-Mar-17) | $ 730
1600813 | Repaglinide (200 mg) RO38K0 | HOI136 (31-Mar-17) $ 230
Residual Solvent Class 2 - Methanol (1.2

1601623 | mL/ampule; 3 ampules) R03740 | HOJ157 (31-Mar-17) $ 230
1609603 | Salmeterol Xinafoate (150 mg) R0O41HO | FOI185 (31-Mar-17) $ 650
1643543 | Temozolomide (200 mg) RO34F0 | HOM330 (31-Mar-17) | $ 540
1658008 | Thiethylperazine Maleate (200 mg) RO57V0 | F-1 (31-Mar-17) $ 230
1672610 | Tramadol Related Compound A CIV (25 mg) | R01610 | FOH029 (31-Mar-17) | $ 730
1707908 | valerenic Acid (30 mg) R0O08GO | JOL418 (31-Mar-17) $ 895
1718008 | voriconazole (100 mg) RO32E0 | F1L569 (31-Mar-17) | $ 230
1720407 | Xylazine (200 mg) R05560 | F1C001 (31-Mar-17) | $ 230
No Longer Valid as of April 2017

Catalog | Description Current Previous Lot/ Price

# Lot Valid Use Date (USD)
1003009 | Acetaminophen (400 mg) K2M244 K0I1244 (30-Apr-17) | $230
1069018 | Betamethasone Valerate Related Compound A | F1F229 FOF229 (30-Apr-17) | $730
mg)

1096509 | Carboprost Tromethamine (30 mg) RO58P0 R0O09QO0 (30-Apr-17) $715
1115705 | Chloromethyl Isopropyl Carbonate (100 mg) R043B0 R021D0 (30-Apr-17)| $730
1133933 | Cinnamic Acid (100 mg) R041T0 FOL161 (30-Apr-17) | $225
1138405 | Clobetasol Propionate (200 mg) H1K292 HOK292 (30-Apr-17)| $230
1181302 | Dextrose (500 mg) R035J0 KOK311 (30-Apr-17) | $240
1237000 | Epinephrine Bitartrate (200 mg) P2L152 P1L152 (30-Apr-17) | $230
1265515 | Ethylene Glycol (0.5 mL) G1L121 GOKO011 (30-Apr-17)| $235
1268900 | Eucalyptol (200 mg) R0O17HO FOKO046 (30-Apr-17) | $230
1287722 | Galactosamine Hydrochloride (50 mg) G1L378 GOL378 (30-Apr-17)| $240
1304038 | Heparin Sodium Identification (50 mg) G2L413 G1L413 (30-Apr-17)| $230
1333058 | Hydroxyzine Related Compound A (25 mg) R03920 101223 (30-Apr-17) | $730
1356337 | Ketorolac Related Compound C (20 mg) R042H0 R0O0050 (30-Apr-17) | $730
1442009 | Metronidazole (100 mg) J21272 J11272 (30-Apr-17) | $230
1457301 | Naproxen (200 mg) R03550 JOHO44 (30-Apr-17) | $230
1478119 | Ofloxacin Related Compound A (25 mg) R039Q0 GOKO034 (30-Apr-17)| $730
1133580 | Oversulfated Chondroitin Sulfate (10 mg) R0O37X0 HOM191(30-Apr-17) | $770
1133580 | Oversulfated Chondroitin Sulfate (10 mg) R0O37X0 HOM191(30-Apr-17) | $770
1481215 | Oxaliplatin Related Compound A (100 mg) F1H298 FOH298 (30-Apr-17) | $235
1496008 | Papaverine Hydrochloride (200 mg) R0O31V0 H2M423 (30-Apr-17)| $230
1535744 | Phosphatidylethanolamine (100 mg) R04381 R0O0690 (30-Apr-17) | $390
1535788 | Phosphatidylinositol (Soy) Sodium (10 mg) R047X0 RO43EQ (30-Apr-17)| $230
1546401 | Polyethylene Glycol 200 (1 g) R052P0 FOE316 (30-Apr-17) | $230
1548190 | Potassium Chloride (1 g) R047P0 GOF268 (30-Apr-17)| $230
1043309 | Powdered Ashwagandha Root Extract (1 g) F11273 FOI273 (30-Apr-17) | $200
1584014 | Pyrantel Related Compound A (25 mg) R044X0 FOI122 (30-Apr-17) | $730

United States Pharmacopeial Convention

12601 Twinbrook Parkway

Rockville, MD 20852

(800) 227-8772

WWW.USp.org




Usp Email Notice

U.S. Pharmacopeial
Convention

1601226 | Residual Solvent Class 1 - 1,1,1-Trichloroethan¢ R04900 FOC410 (30-Apr-17) | $230
mL/ampule; 3 ampules)
1609625 | Salmeterol Related Compound B (3 x 1.3 mg) | R05400 R0O16C1 (30-Apr-17)| $730
1643576 | Temozolomide Related Compound C (15 mg) | F11323 F0I323 (30-Apr-17) | $730
1652001 | Tetrahydrozoline Hydrochloride (200 mg) R031X0 HOL538 (30-Apr-17) | $230
1700523 | Tryptophan Related Compound B (25 mg) F1H101 FOH101 (30-Apr-17)| $730
1705753 | Uracil (15 mg) F1K302 FOK302 (30-Apr-17) | $235
1727018 | Zolmitriptan R-Isomer (20 mg) R027HO FOK148 (30-Apr-17) | $730

Recently Released!

USP 40-NF 35 is Now Available!

The latest version of the USP-NF
was released on November 1,
2016. The USP 40-NF 35 features
more than 4,900 monographs and
over 300 general chapters.
Changes include:

* 17 new or revised general
chapters and more than 120 new :
and revised Reagents g . B

« 154 new or revised monographs, ' i
including the first Global Health " (LS
monograph for Chlorhexidine
Gluconate Topical Gel

* Plus important changes to General Notices and Requirements

Visit http://www.usp.org/products and select “buy now” under the icon of the USP—NF that you wish to
order.
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Showcasing...

Dietary Supplements Verification Program
website is live!

USP launched their new consumer-facing
http://www.quality-supplements.org website in ®
September. The focus of this website is on our dietary Qua ll
supplement verification program. It also provides

resources for healthcare practitioners including a link to

a continuing education program for physicians, nurses, Su pplEl I lents
pharmacists, and dietitians.
usp.org/verified

Safe Handling of Hazardous Drugs: USP General SafeHanC"Ing of

Chapter <800>: new eLearning available >n

Expand Your Knowledge on Safe Handling of Hazardous Drugs—USP Hazardous Drugs

General Chapter <800>! = _ - =
5P General Chapter <800>

New, USP, self-guided, online course is now available. (i@ii“f.’ eLeaming e =y

Register by April 28 and take advantage of an introductory price
of $395 $260. 6.5 CPE

o Register Now
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Event Highlights

USP User Forums Coming to a City Near Youl!

The USP Strategic Customer Development Team will be traveling around the world holding free
seminars to discuss timely USP initiatives and how to use available USP resources to your
advantage.

More information including locations and dates is available here, or contact
USPUserForum@usp.org.

Workshops
USP web forums and workshops encourage discussion of a wide range of current scientific

findings and regulatory trends. Participants discuss hot topics that concern the public and
exchange practical advice.

Information on workshops is available here.

Registration Now Open for:

e Nanomedicines--Technical and Regulatory Perspectives (March 20-22, 2017)

o Roadmap of Transforming Pharmaceutical Manufacturing from Batch to Continuous
(May 15-17, 2017)

EXCIPIENT
FEST fusieeo

USP at ExcipientFest

Come and see USP at ExcipientFest Americas in Providence, Rhode Island, on April 24-26. We
will be leading a workshop on Excipient Qualification and the Impact on Excipient Variability in
Pharmaceutical Manufacturing, with presentations and group discussions on topics such as raw
materials variability, continuous manufacturing and highlights from the recent FDA/USP
workshop on Standards for Pharmaceutical Products: Critical Importance of Excipients in
Product Development. During the expo, USP will also present on updates to excipient standards
and participate in the industry poster session. Join us to exchange ideas and drive progress on
current issues in the critically important areas of excipient quality and manufacturing.
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Stakeholder Forums

Stakeholder Forums are your opportunity to hear about USP’s plans for future standards and to
get involved in the process. Attendance is free, and you can participate via Webex. Details
available here.

USP Education

USP's Education division is dedicated to providing quality education for chemists, scientists, and
healthcare practitioners in the United States and around the world. We seek to improve the effective
implementation of standards that affect best practices for the development, manufacture, regulation,
compounding, storage, and dispensing of pharmaceuticals, dietary supplements, food additives,
and other therapeutics. To find a course, please visit Education.usp.org

Sign up here to receive USP Education information.

e Analysis of Elemental Impurities - CM.231.05 (May 1, 2017)
9:00 AM EST - 1:00 PM EST

Classroom or Webcast
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USP Publication Highlights

Be Prepared for Compliance—Order USP 40 — NF 35 Today!

The latest edition of USP—NF was published on November 1, 2016. Order

today for access to important updates, including:

e 17 new or revised general chapters, and more than 120 new and revised
Reagents

e 154 new or revised monographs for drug substances, drug products,
excipients, and dietary supplements!

Available in print, online, and USB flash drive formats. Visit

http://www.usp.org/products and select “buy now” under the icon of the

USP-NF that you wish to order 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 Food Chemicals Codex (FCC) Online Platform
The FCC is a collection of internationally recognized standards, methods
and information that enables manufacturers and suppliers to verify the
identity, quality, and purity of food ingredients including probiotics,
prebiotics, sweeteners, colorants, flavors, and more. On September 1, USP
launched a new enhanced FCC Online platform, featuring:
Improved global search functionality
Simplified navigation
Personalized workspace

e New individual accounts
Order now at order FCC 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).
For a limited time, purchase the FCC and receive 20% off the Food
Fraud Database. Discount cannot be combined with other offers or
enterprise subscriptions

2015 Dietary Supplements Compendium (DSC):

The 2015 DSC has about 100 more monographs; over 40 new or revised
Admissions Evaluations; more than 20 additional General Chapters; plus
150 pages added of full-color illustrations and/or images have been added.
Save $100 with promotion code HDWDZZ25. Order now

at http://www.usp.org/dsc-2015 or by calling USP Customer Service 1-800-
227-8772 (U.S. / Canada), +1-301-881-0666, or 00-800-4875-5555 (Select
Europe).

USP37-NF32 Archive Available Now! This new Archive complements the
earlier Archive, which includes USP28-NF23 through USP36—-NF31.

This valuable reference tool designed for scientists and industry
professionals is now available electronically. Both Archives are provided as
PDF files on USB flash drives. Order now at
http://www.usp.org/store/products-services/usp-nf-archive or by calling USP
Customer Service 1-800-227-8772 (U.S. / Canada), +1-301-881-0666, or
00-800-4875-5555 (Select Europe).
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Champion for Quality—Partner with USP

To ensure effective and high quality medicines, we are working hard to update and
increase the number of new monographs in the USP-NF. But we can’t do it alone.
We need partners like you.

By partnering with us, you are helping to ensure greater availability of quality assured
medicines, meeting FDA regulatory needs, and creating efficiencies in testing and
compliance.

To learn more, contact Mike Goede at myg@usp.org.

Compendial Highlights

New Official Text
m Revision Bulletins

¢ Nothing New

B Errata:

posted March 14,2017

e Access Updated USP—NF Errata Table

m IRAs

e Nothing new

mStaqe 6 Notices

Nothing new
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Compendial Notices

General Announcements:
Posted February 24, 2017

Clindamycin Phosphate

Comment on Proposed USP—-NF Standards:

Pharmacopeial Forum 43(1) [Jan.—Feb. 2017] Open for Comment

Deadline March 31, 2017

o Table of Contents for PF 43(1)
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Call for Candidates:

USP Volunteer Online Recruitment Form Now Available Ca“ fO

Visit the Call For Candidates website to learn more and apply Cal ld Idates

Stimuli Articles

Stimuli Articles can be accessed for free at www.usppf.com

Tip of the Month

Note: You Can Sign Up to be Notified When the Reference Standards App is
Available for Download

Coming Soon!
Real Time, Real Easy!

USP RS APP A USP is developing a reference standard app to
Referens help you access updated information anytime from
| anywhere. Sign up to be notified when the app is
" : available. To sign up click here.
Real Time & gn up click here.

Real Easy
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Question of the Month

Are General Chapters 1000 to 1999 mandatory?

No, as stated in General Notices 3.10 Applicability of Standards, general chapters
1000 to 1999 are not considered mandatory.

General Notices 3.10.

General Chapters numbered 1000 t01999 are for informational purposes only.
They contain no mandatory tests, assays, or other requirements applicable to any
official articles, regardless of citation in a general chapter numbered below 1000,
a monograph, or these general notices. General chapters above 2000 apply only
to articles that are intended for use as dietary ingredients and dietary
supplements.
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