Lactose, Monohydrate,
J.I.Baker Powder, N.F. Product No. 2250

Specifications current as of: Feb

w Multi-Compendial 28 2017

TEST 11 SPECIFICATION

i GMP Manufactured Product S

' Mets E.P. Chemical Specifications S

; Meets J.P. Chemical Specifications - - -

5‘ Meets N.F. Requirements

i Store in airtight container. : o

' CAUTION: For Manufacturing, processing or repackaging o _ .

uEu_lk Pharmaceutical Chemical - a
NF - Clarity and Color of Solution " ;agées Test -
NF - Identification A P.asses Test -
NF - Identification B Passes Te;t 7
NF - Spacific Rotation [AJ**D (+) R 54.4 - 55.9 Degree
NF - Microbial Limits - Total Aerobic Microbial Counts, cflg B <=100 -
NF - Microbial Limits - Total Combined Molds and Yeasts Count (perg) =50 o
NF - Microbial Limits - Escherichia Coli and Salmonella Passes Test -
NF - Acidity or Alkalinity - “I;’ésses Test N
NF - Loss on Drying at 80°C e 0.5V°-/n_ _ __ -
NF - Water (Hz0) 45-55%
NF - Residue on Ignition <=01% N
NF - Heavy Metals (as Pb) - <=5 ppm
NF -Protein and Light-Absorbing Impuriies | PassesTest
EP - Identification A | - __—Pa_sses: Test o
EP - Identification B | PassesTest
EP - Identification C i Passes Test
EP-ldentificaond - N Passes Te;l :
EP - Specific Rotation [AJ*D (+) | 544-559Degee
EP - Sulfated Ash ‘ T <=_0_1T/6___ -
EP - Microbial Limits - Total Aerobic Microbial Court, cfulg T =100
EP- Microbial Limits - Total Combined Molds andr‘.f’é‘a:l‘s Count (per g) — 777:; STJ -
EP - Microbial Limits - Escherichia coli (abser;t? - T l;ass;as ]iest "
EP - Acidity or Alkalinity S T Passes Test
EP - Water (Hz0) 45-55%
EP - Heavy Metals (as Pb) . 5 ppimi
EP - Protein and Light-Absorbing Impurities T Passie;si'?c;sr -




EP - Appearance of Sclution Passes Test
JP - Clarity and Color of Solution Passes Test
JP - ldentification A Passes Test
JP - Spacific Rotation [A]?°*D (+) 54.4 - 55.9 Degree
JP - Microbial Limits - Total Aerobic Microbial Count, cfu/g <=100
JP - Microbial Limits - Total Combined Molds and Yeasts Count (per g) <= 50

JP - Microbial Limits - Escherichia Coli and Salmonella Passes Test
JP - Acidity or Alkalinity Passes Test
JP - Water (H20) 45-55%
JP - Loss on Drying at 80°C <=0.5%
JP - Residue on Ignition <=0.10%
JP - Heavy Metals (as Pb) <=5 ppm
JP - Protein and Light-Absorbing Impurities Passes Test

Endotoxin Concentration (EU/g), For Information Only

No Class 1,2,3 or other solvents are used or produced in the manufacturing or purification of the product.

Internationally Harmonized




