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This section of the FEDERAL REGISTER containg notices to the public of the proposed issuance of reles and .
thesa notices is to Eive inMerested parsons an 8pportunity to participats in the rdemaking prier 10 the sdoption of the Ansl rules.

”» - -

DEPARTMENT OF LABOR of films, Iaminnates, papers, and foils pre- the product after it has been dispensed
tional 8 and Health sent new problems to the pharmacist in o0 the patient. The Commissioner is of
ceupa fd"’ ‘mmm dispensing & drug product because of the the opinion that the manufscturer of
m different properties of these matertals. the drug product is the person most able
{29 CFR Part 1910) Many drug products are subject to de- to mpplr the naceasary information as
{Docket No. OBH- 28] - emupo:zyuon or dieterlo;moxi, gli:t n:td :o what msugﬁn:: a suitable :onumer

. properly protected from heat; t, o or dispensing drug product.
VINYL CHLORIDE . exposure to-air or molsture; therefore it Therefore, the Commissioner proposes

Availabifity of Economic Impact Study is necessary that the container used by to require thet S manufacturer in-
On May 10, 1974, pursusnt to sections iD° pharmacist in dispensing the drug clude, as part of @ prescription drus
6(br, 6(¢), and 8(¢) of the Willinma- product to the pamn't be adoguate to prod “m.mmaﬂm‘w ‘mdir%:?
Stciger Occupational Safety and Health :t;m ::‘r:n:.tf. mﬁf mtymdm- tainer to be used In':i:pem\nc the arug
G‘é 8‘ 1:_,;‘50 ‘ggﬁ“&;ﬁ:&g’& l:::o:g The monographs for many of the drug pmduct to the patient. This information .
Order No "1a-71" (36 PR 8754), and 29 products recognized in the officinl may be in terms of specific materials,
CFR Part 1911, a proposed standsrd con- Compendia include requirements for the oontuners or ln terms included in the
cerning oceupational exposure to vinyl US¢ Of specific tynes of dispenting con- officlal compendia to define suitable con-
chloride was published in the Progwas, SADers. eg. lght-resistant cotaines, tainers, eg., “Preserve in a tgnt con-
Rec<Ten (20 FR 16806). On June 25-28 ViBht container, well-closed container. tainer”. In the case of containers too
and Juv 8-11, 1974, an informal rule- Ihese requirements for the use of apeci- smail or oiherwise unable to accommo~
making heariniz was held on the proposal fled containers apply to products when date a label with sufictent spacep‘tocnbetr
pursuant to section 6(b) (31 of the Act.  Gupensed by the pharmacist unless Shisinforation, but which are packaged
s, N es of the hearing, th i.d . otherwise indicated in the monograph. Wwithin an outer container from which
. :‘t e cloes of 4 fn {3 dﬁ- Gﬁol’;es y, 1ntheabsence of official terts and specifi-  ther are removed for dispensing or use,
:3-' -tdm-x;;zn f:f"e “‘; u &'55 o z.rnm - eatfons, the pharmacist often bas )ittle this information may be contained in
yau, ruled, Pty t 9y Crr OF DO information available to asaiat him  other labeling on or within the package
;J!‘)??;‘B ' s:'v;'ri.]bet " im u;\ gr“m (.'l"Rm in selecting a suitable contatner, from which it is to be dispensed.
. su.\ ) 3 . esrelcsq,x; I“Oth ﬂ:mai : The Food and Drug Administration  The Commissioner proposes that the
?en unt l: UgUs 2t, H or a:d!;:fe Dl has met with representatives ¢f the Na~ requirericnts of this proposal be imple-.
general comments and an °n§ tional Formulary (N_F.) and the Upited mented 30 as to be concurrent with si-
nt:d after t:mt date solely for :lll‘e SUb-  giates Pharmacopeia (US.P.) to de- multaneous implementation of container
mtssior: t'“'lt ttt!?dsogil;ﬂmta O‘li\ t: dﬁc‘?; velon oficia) standards and test proce- atandards by the NF. and the UBP,
OBHA by enendent somutant wne dures for determining that dispensing Therefore, pursuant to provisions of
e s o s (e e ana contoiners for prescription drugs meet the Federal Food, Drug. and Cosmetic
: “h;' ;‘ ’ic le’;a&bfﬁt e :cono. xf'“ the ‘requirements for specified types of Act (secs. 502, 503, 505, 507, 701, 52 Stat.
?i‘ih otgg cal fe vt ;,a od c:mi;x’a a:lce sontainers as defined in the ofMciel com- 1050-53. 1055-56, as amended, 59 Btat.
l‘n  ine mi:rx;xoer mld : B:i a "'l: pendia. The NF. on Januaiy 2, 1974, 463, :.s smended; 21 U.S.C. 352, 353, 355,
duo&‘nTetr;dggt‘ﬂes s B Pp 'Sﬂm pf o proposed the first such official standard 357, 271) and t.he‘ Public Flealth Service
emiation and’ !:n“ t:-n"l‘!oo 923% for tightness of drug containers, The Act (sec. 351,58 Stat, 702; 42 U.8.C. 262),
:;;?M Stoset ’;-Wm%’; & o l’g“ 4, Droposal includes & test procedure as well aDd under authority delegated to him
) Hen]d eAéminﬁt agupn ‘;ﬂ:h‘ rt:) ¥ as sugpested limits for “tight containers” (21 CFR 2.120), the Commissioner of
8nd Healih Administration, Washington, and “well-closed containers” as defined Food and Drugs proposes to amend Parts
cconomie i;n-pact study ahouelg be m‘ziled by the compendia. The proposed require- 1and 314 as follows:
to the Docket Oificer, Docket OSH-36, at ments are applicable to multiple-wuit
the ubov;“a a dr‘ess 'nnd roust be pt;st- containers, 1.e., nvlgl or other drug con- pART 1—REGULATIONS FOR TME EN-
marked o 1nter than September 6, 1974 tainer permitting vithdrawal of succes« FORCEMENT OF THE FEDIRAL FOOD,
4 + sive doses or portions of the contenis. 1t DRUG. AND COSMETIC ACT AND THE
o B!E‘nod at W?s?inzton, D.C. this 22nd 5 t:n;ic:gntedﬂth:: unp‘l!em:‘!:nt::.:gnofme FAIR PACKAGING AND LAZELING ACT
ay of August, 1974, - standards w made neously vising paragra
i Jouw BIENDER, by the N.F. and the US.P. (b&(:ﬁvl!) l:ggn::ya’:ew pnra%txl':ph (ll):’:
Assisiant Sceretary of Labor. A %ommh:ém&: of g*:d ,,'{,“d Dmg (2) (ViD) and by revising the undesignated
- .m- as determin 2 armac
PR Duc.74-10767 Filed 8-23-74;8:46 am) /o 00 e mation readily avatlable altem:“nftog:’: :!:ld of paragraph (b) (2

CEPARTMENT OF HEALTH, tainer which must be used to maintain
EDUCATION, AND WELFARE” & drug products original identity, for use.
strength, quality, and purity, Chemically * * ¢ * *
Food and Drug Administration identical drugs, bacause of formulation (b * * ¢ .
[ 21 CFR Parts 1 and 314 ] differences, may have different require- (2) » oo
ments for packaging and storage that (vi) An ldentilying lot or contro! num-

REQUIREMEN R i
wmm?ums ro;s m'ém'.’,'f{-fgﬁsp'éﬁ“ may not be apparent without extensive ber from which it is possible to determine
Noti f P testing. It is not reasonahle to expect the the complete manufacturing history of
otice of Proposed Rulemaking pharmacist to test each and every drug the package of the drug: and
Recent trends towards the use of dis- product to determine the type of con- (viD) A statement directed to the phar-
pensing containers made of materials talner that must be used to maintain the macist specifying the type of container
+iher than glass and the Incressed use {dentity, strength, quality. and purity of to be used in dispensing the drug prod-

-
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to him as to the of - '
type ol dispensing con $§ 1106 Droar sud devices: directions
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