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) E; M 6J"ruoec" (occia -3  September 30, 1969

“Bn M constitute the genersl polictes involved in drafting the
rempeetive monographs for MF sterile. solids, neoptiou nay be
made on sn individusl basis for justified ressoms. I am enclosing
with this letter a tedulation of AP XIT sterile nouda and XP XIIX
. solids, wiich may be of imterest to you. The XP XII sterile
40 pot include the content Sniformity test decsuse this wes
,,mwmmnmummorwcmrmm@m There -
“4s ouly ome lnconsistency in this NF XIT tabulation, in thet '
Hydxoohloride for Injection should be entitled
v ile ChRordiasepoxide Hydrochloride, As initially merketed, this
articls lncluded diluents. - Ry the ¢ m-wnphmcupum,
m:-. 3he article availevle a0 sdded subriences dut has
Consequently, the monograph title should have been
revigsd mccdhgl.v although the monograph definition snd the content
{of tbe momograph s all satisfuctory. IXn the cass of XP XIIT sterile .
' uxm.tpmummmmumummmnem:ﬁhm
apparent excepiion tmmmsurmmumu
Enaluronidase for Indectio mthtummcmcuéwumn
hese articlss which require them to be
exveptions to the umwmuc.,mnmlwmtmhct
that doth sre smayme products, vith peculisr prob asgocisted .
with the nom=homogeneity of essywes. You will note €hat in each cese
(%9 XIXX puge proof, pege 169 end page 347), the directives
mmmxmwnmmwvummuormmm :
- | xether than podled smuples. As & coisequence. weight varistion tests ' |
_1ore meapingless and the Assey Ltsolf mmounts tio content uniforsity. -

¢ fwmmwomumwwmd&mun” helpful o you n

revising your specifications. ler desire besa to indicete
the basis for the NP approach to .monographs snd to point out that
4he appwosch rollowsd not only Widu sdejuate assursnce of sulteble

standards and speoifications, but thet the stasserds and specifications |
for this of dosage LOrm are amzmut. ¥ith other dosage forma ‘
: m as and upmhs

m find the proposed wording under item 86.4.2. to de
especially ob:m&mbh m would recommenst that appropriste changes |
h incorporated,  We would further recommend t1at comperable changes

be imcirporated in section B6.4.3 of the proposed smenduent to Pederal
Stendard Mo, Yi2e. be considered,

Gincerely yours,

Edvard G, z'e).m. b,
Director




