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DESCRIPTION
Each Sl (cna teaspoonful), for cral admin-
nm cnmu"na &:rn; nsnz 10 mg;
promathazins hydrochloride A

r ide 5 mg. Abnf':'? 7?““
ch Irlvld“:nh Ascorbic acid, ditric acid, .

ow nrd'zl  propylen gl

pmpﬁy. \nvmr sodum hnm’y:
sodium cmu SUCrOBE, SUCroes syrup, fangering

e of the naturally occurring phenan-
loids of opium denved from the opium
poppy;itis chnﬁnrphumnlngully asa nar-
catic analgesic. Codeine Shwphm may ba chem-
icdlly designated as 7,8-| | Sa-epoxy-3-
oy-17- mvﬂlylmurphmn&rd phosphate
(1:1)(salt)hemi hydrata.
T #n;ni:; -nofmdalun:“msuwf:wh g
-shapsd crystals or ine powder.
r!dg:ﬂ freely solble in watsr and
slightly scluble in akohol. It has a molecular
weight of 408.37, a mokecular formula of
c] zmo, . HfPO; + V2Ha0 and e
jowmng

CHs
H hi_cH,

Y ¢ 5O, + 1410

CHsO H

Pwmﬂhlant Iryaoclilondl ] ph-nmmlzme
rivative, is chemica ly designated s (+)-10-2-

L%mnﬁrhmmn» ] phenothiazine mono-

Promethazine hydrochlorida occurs as a whits to
hngdlw. practicaly odorless, crysta line
axidizes and turns blue on prolonged
to air. Htis soluble in watar and fres
lnluhh inalcohol. It has a malecular wei ht
.88, a molecular fomula of Cy
and the fo lowing structural fo rmul.

uﬁcmcu,w(cu,),

00 -

Phulr)inphmn hﬁimnhlnndu Ba uymenh-

i
natad as (- maﬂl)l ami n )-
methyi] ben: lmm?hy«} ochloride. It occurs as
white or nearly wh te crystals, having a b ttar
tasta. It is fresly sokblk in water and alcohol.
Pllan)llphnnen‘/dmnhlnndzmntll fect to cida-

has amolcular
formula of Cglh 3
structurd forn

J of 203,67, 2 mokcular
07 * HC1 and the following

OH

O Fovwenrs
M
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g:l::cn. PHARMACOLOGY
Iirwhr.m@u nvhdl codeine, et ther

B
munlm The analgesic offects of
codzine are dus o its cantral action; howener, the
precise s e of action have not haan dn'mmd
and the mechanisms involved apy be quits
com| hmcdamunmhhsmnrpmmhvm srue-
‘uraly and pramacologicaly, but t5 actions at e
doess of codeine used therspautically are mider,
w th less sadation, mwm!dv-nnn and gas-
‘rointestinal, urinary and pupilary efiects. Codsing
rrudum anincreass in bilary Fact prassure, but
less tan morphine or mependine. Codeine is less
constipaing than maorphine.
Codzinz has good antitussive activity, h ks
Mmdn“wnhr"taunld:ln n’:?l‘dm
prefarancs to morphine, becauss side effacts are
infrequent at the usual antitussive dees of codeine.
Codzina in crdl therapautic dosage does not mity
@xartmajor effects cn the cardiovascular
Narcotic analgesics may cause nausea vnmnllg
bémmuhngﬂachlmmm
(CTZ); howener, thay also depress the vnmw
cener, so that subssquent doses are unlikely to
wduwmmﬂun is minimal after usual

Narcotic analgesics cause histamine release, which
appsars 1o be rasponsible for wheals or urticaria
at the site of injection |
administration. Histamine rulen nlylhn umduu
dilation of cutaneous blood vessels, with resu fant
{ushing of the faca and neck, pruritus and sweating.
Codzina and its salts ara wel absorbed following
both oral and parentaral administration. Codsine is
about % e effactive oralyas parenterally. Codeine
nsnﬁhnindpr‘nmi inmal'mrbynymaanf
the m'.tmnm:: raticulum, where it u
N-demetylation and
canjugation with glucuronic acid. The drug
nrated peimardy in the urine, lai aynmm
metabofites and small amounts of frea and
Auhd merphine. Nagigible ameunts of

andits metabofites are found in 2 feces.
Folowing oral or subcutanecus administration of
codeine, the cnset of analgeia occurs within 15 to
30 minutes and kasts for four to six hours.
‘The cough-depressing action, in animal studies,
was cbeerved to occur 15 minutes after oral admin-
istration of coding, peak action at 45 to 60 minutes
after ingastion. The duration of acfn, which is

does-dependant, usually did notexcead 3 hours.
Promethazine .

dffe b from the anipey

iazines by tha presence of a ide chal ni

muumﬂvhmnhﬂwﬁﬂfomlf
chlorprormazing) of dopamine antagonist properties.
Promathazine is an H1 recaptor blocking agent. In
add fion to its enhistaminic action, it prowdes dini-
cally ussful sedative and anbemeatic
Prorathazine is well absorbed from the gastro-
intestinal tract. Cinical efiects are ap) mwiﬂ\inm
mmnfranlﬂmn;vmn nerally last

1o six hours, althou, rsict a3
812 hours. Pmmahmu':" npilnd £
Imrwlvmolwmpnum the su s of
promethazine and N-dai mﬁnmthnmmm
predominant metablites appearing in the urine.
Phl'huhi-

i o
-tvnth itle effect on mdnahllt
yhuhum has no on B-adranergic

recepiors of the bronchi or peripheral blood vessels.
Admm at mm:r:lmnumfwm greater
t

ab! Iny to ld-m nmndnll "

fanca and, to llmrmm.dlmminm
ofblood vessals. Totd peripharal resistance is
increasad, resulting in incraased systolic and diss-
tolic blood [ECETEN
Pulmor mzmnl prEssUreis uu]?ymcnlod
and renal blocd flow is usualy decreased. Local
vasoconstricion and hemostasis cocur following

i orinf ltration of

into tissuss.

Tha main effact of phenylephrine onthe heartis

bradycardia; it produces a positive inotropic effect
onthe myccardium in doses ummm-

usually usad therapeuticall (L

|nm the iritabiity of hlln.uulnu

mn Cardiaz 0 utldsuunlddw Iulyh-

P e i i
erterial rasistance. rine has a
midp‘ ntral stimulant effact. e

Folowing oral administration or topical application
of phenylephrine to ths mucosa, constriction of
Nnad vessels in the nasal mucosa relisves nasal
associated w h alergy or head colds.
Fnlmnu oral administration, nasdl decongastion
may oceur within 16 o 20 minutes and may persist
for up to 4 hours.
le phrine is imegularty absorbed from and
lymetabo ized in the gastrointestingl tract.
Pl'myiphnm [ n-wm n hl fver ud

and thei route and rats of xcretion have not

been identified. The pharmacalogic acfion of

phllr)ilwml lh’mlmmdnlutplwb]hy
Upfak of the drug into

INDICATIONS AND Ulﬁ

Promathezine HC, Phanylephring HOl and Codeine

forthe

ulw s and u B raspil munn.mdud-

ing III?IIW?I? n, a%%lhmwm

commen ool

Clllmll ICATIONS

s contrandicated in padmnnpmnn Ismhm 6
years of age, becauss the combination may cause
hﬂ nq:mmydaaum in this age mulmrn

m\umndlldrlnvlhnlmnuvdl e
mmmymmm lectomy. o
Codeina is contraindicated in patients with a known
tmuuntmytnﬂ-dlw

nnd i indhviduals known to be Iv[nnlnmm orto
have had an d'n'%l'umc reaction o promethezine
orto mhu pha

forusein mnr-tmn\d lower uummym
sympioms, inchading astma.

Phenylephrina is contraindicated in patieats w h
iicn or with peripheral vascular insuffi-
cancy (ischemia may reauit with rick of gangrens or
trumbnn dmgmmv-mhr bads). Fhmyi-
ot

h/puamtmmmm o i thoss receiving |
moncaming midass "g itor (MADI). ﬂ
WARNINGS

Respiratory Depression in Children

‘The combinefion of promsthazine hydmdlluiiq

il ten 6 years
of age. Concomitart administrafon of promethazng

Postrmar] 5 dluprmydmum.
induding fatal !nas have bsen vm of

of age. Awida ran ldwu based

dm mmagn asnndn hl?:mm
|n uwmrydvunun inthesa patients.

spiratory dzpression leading o amest, comaand
dnh has occumed with the use of codsin antitus-
sives in young ch ldren, particularly in the under-
ona-year infants whoss abiity to daactivets the drug
isnot dly developed.
Codsine

Death Related to Ultra-Rapid Metabolism of
Codoiu!l Morphine
depression and death have occurred in
tJIIdran 0 racaived codsine in the postoperative
paricd fo lowing tonsilectomy and/or adenaidec-
end had evidence of being u tra-rapid metabo-
lmdcoﬂlt:sgn mumﬂloguldh e for
or high morphine
concentrations). Deaths have also occumed in
rlnnn nﬁmwhmmnn‘lmhqh lavals of

ultra-+ ruuldlmlﬂmn'wthu [o=e
m Mothers].

rid

hluln ofa specific CYF2) uw (gene
:ﬂ‘m?’%n%ﬂ I)ﬂ or “1°2:N). TI:y
ence cof this varies wi
3nd )nx;htﬁ?5 @{l,l‘lﬁ ":t&s u%ﬁng;‘m ad
japanees, 05 to 1% in Hispanics, 1 to in
Caucasians, 3% in African Americans, and 16 to
28% in North Africans, Efiopians, lrﬂAn.h Data
ara notawailabla for other mhnl:'glwps These
individuals cowert cod; metaboiits,
morphing, mora madymdwnﬂml/ than other
paopk. This rapid conversion results in higher than
@xpactad seum marphine kavels. Even at beled
d-% ragimans, indviduals who are u tra-rapid
metabolizers may heve life-thregtening or
respiratory daprassion or exparience signs of
overdose (such & exdreme ullwus. contusion,
or sha low breathing) [sze Overdosage).
Chidren with obstructive sleep apnea who are
treated with codzins for post-tons lectomy andfor

the raspiratory depressant effacts of codeine at
has bezn rapid rmnhdlndw"\urphm Cnduu&
containing products are contraindicated
poﬂoplmunm?mmm all dltn:
-:mmyln

When prescr biny eedunuumnrv nmdm
hadlthcara pr Id choose the lowest
Mudmhmo shom period of tims and
inform patients and caregivers about thesa risks and
the signe of morphine overdoss [sze Overdosage].

8 of codeina SHOULD NOT BE INCREASED f
cough fails to respond; an unresponsie cough
lhnulgl::u vndunm:is daye gﬁ aw'lnrfu

undzrlying pathdcgy, such as foreign

m or lower respiratory tract dissase.

Cudsmrnyuuu or aggravete corstipation.
histamine rdulund muiu u-dvmhun:
|nn:w:

nm; ﬂn‘n’:mtytn elevate carebrospinal fuid

pressure may be markad| an.gl:nd nthe pres-
enca of haad inpry, intracranid kesicns, or a pre-
@isting increese in intracranial pressure. Narcotics

the dmu]emmofpmmwihhuﬂ qum

andgesics ucmuhm ants, inchading
codaine, should not be usad n -mmm ;&m
(53¢ CONTRAINDICATIONS). Nor should they be

productive cough or in chronic r:rlmmydam
where interference with ability to clear ths tracheo-
brum#ni trae of sscretions would have a deletricus
affact on the patiant's raspiratory funcicn.
mnwnfﬁct Codsine may nlodum ortho-
hypotension in ambulatory patiar
Promethazine
Dgpression - Promathazine may impair the
mental and/or physical bilities raquired for the
parkormance of potantia by hazerdous tasks, suchas
driving a vehicks or cperating machinery. The impair-
ment mey be amp fied by concomitant use of othar
t.wih* Inuvwnan lepressants such &
al
narcotics, narcotic analpesics, glnrilﬁtm
T d eants, and ifzars; tharsfore
mn nuuahrbac imingted argmn n
l in the prasanca of promi
Hal (nan Mnﬂn?mn
and Duu hllciul)

prmmnll[far r-pmmydlpn-m

ay lead to

in petients
r-pmmyﬁmm:m(lq C0PD, sbml)
should be avcided.
Lowsr Seizure Thrashold — Frunmmnmglovm
d. it should be used T

an mnu concomiant mdmnn such as nar-
cotics of bocdl anesthetics, which may also aflact
l-mreﬂ!mhid

i choudd be
uodwm cautionin patients with bone-marrow
d-prmm Leukopznia and agranukcytosis have
en reporied, usua ly whan promethazine HCI has
hlm usad in associabion with othar known mamrow
1w agants

Peuniptic Miignant Synctame - Apatartiy

Neurcleptic Mal (NMS) has ba
w“ g w.mwm'( lzgmmli.:nl

mandNLﬁmhyw l,lmads
rigidity, akarad mental status and evidenca of auto-
n\:r,n";i'nnhi ity (imegular pubs or blood pressur,

Tha diagnostic evdluation of pafients with this

syndrome is comp icated. In amiving at a diagneeis,

itisimportant to dlmfymumu the cinical
entation indludes both serious medical lness
PREUmonia, | syahrl:mﬁnnn atc) and

o misqu
armms m":ld flerential J.g:ﬂr"mmumd
mm%my heat stroke, aunbaﬂnu
WS ek i

e G RR o 15, ey

of prom:
umr. drugs, if any, and other drugs m--ﬂu to
concurrent ‘3 symptom m
treatmant and medical monitering, nrd
lgcmmmwml medical problms br
‘specific raziments ara available. There is no
generd agreement about specific pharmacokgical
fmnr-m ragimens for uncomplicated NMS.
fNMS have bean
mmmhnmu ,the mwﬁmnnoﬁmmvﬂum
| should be carefuly considzred.
g:: in Pediatric Pmnh
ride, nhq!q)iml lqlmd\bnﬁ and coﬁm
phosphate is mmﬁuﬁd in pediatric
patients less than 6 years of I'I
administration of

s of codeins (.., Mmcwbsdnnm

for cytochrome ﬂhmuymCYFZDGowa

merphing concentrations). Thess chidren may
s8ns tive to the respiratory

indluding mnh'anMna hy\lmcﬁhida In pedi-
atric % causs sudden death (see
0SAGE). Hallucinations and convulsions
hm occurmed: vllh therapautic dosss and over-
rmmﬂhﬂm hydrochlorids in pediatric
ediatric patisnts who are acutely ill
uwdlbdwhh dration, thers is an
Icl"uuud mumnl ity to dystonias with ths uss
promsthazing
omammm
has b iatod
wh rawhi dmlenm: jundice.
Phanylaphri
Becauss hmyimfrn 8 an adrenergic agent, it
should Iu given with caution to petients with thyroid
diseanzs, diabetes melitus and haart dipsases or
huleraumu tqdumdwrums
beri
nTnm: winary mnnvmm given cral
rwhma

pu and extreme caufion should be used when
admiristering the dru parenterally or oraly

uﬂnvwwmwﬂhmmlyww#ll or
coronary crodafon
Phenylephring mwu be used with caution in
patiants taking diet preparations, such as ampheta-
mines or phenylpropanolming, becauss synergistic
adraneric effects could resuit in ssricus hypsr-
‘ensive response and possible stoke.
PIECMJHOHS

Nlmiurnbnm mdldnuendlm mmubn
administered wih caution and

recucad n mmwm:munmunl conditions,
comwisive disorders, si mfumheulic«vnl
impaiment, fver, jidism, Addison'

disaasy, orative. tis, mh{mnpw. n
patiants with recent gastrointesting or urinary tract
|umuylndmhwyy<uu or elderly or debifteled

having antizholinergic proparfies should be
;3 mc-"m.un;a?u with namow-angle

uloar, wbmm-’?"mm and Hmd(
cbetrucfon.

mmlhm- should be usad cautiously in persons
wih cardiovescular dissass or with imparment of
liver function.
Phenylephrine should ba used with caufion in
petiants with cardivascular disease.
Hn‘liﬂlhhi‘m
HCL Phenyiphrine HQ nl Mne thn
Syrupw hana 8. Ahouss-
e o cxvhe
ateaspoon & measurad. A pharmacist can recom-
I'I!lldlll ‘eppropriate measuring devics and can

ions for measuring the

Promathazine, phenylephrina and codeine may
caups marked drowsines o mr‘( Il\PllMllrlnﬂ

mmﬂyhmﬁumh sud!urfmlul

ide or oparating machinery. Ambulatory pefents

shoul be told mwdm qlvv in u:h I:Mm

urtil it is known that becorna di

dzzylrum pmnm-nna plmﬂlwml and am
Ty atric patients should ba supervisad to

avoid potential harmin b ke riding or in other

hezardous activ fes.

‘The concomitant uss of aloohal or other centrdl

nenvous vp-mdemnlm lndudmnrwic

m?m anadd tie lrmu\d lhnum:v:i:i

uﬂ\umn reduced.
Patients lhnuln be mm 1o report any involun-
fary muscle movements.

orthostatic sion mswmlmhllm

patients. Patients should bs cautioned accordi r{[

Advise patients that some l havea anm

variation that rasuits in &

murphnl mora rwdyudeun '?/ an other
peopke. Most pecple ara unawara of whethar thay

ara an ultra-repid codeing metabalizer or not. Thase

higher-tan-normal levals of morphine in the blood

may lead to mmm-ng flil iratory

d-ku‘ :;Z' a5 irems
shepi ion, orlhilrm hmhng Chidren
wlh lms gemtic \aristion who wera prascbed

for obstructive slesp apnea mmb_a#ﬂ“tlisk

due 1o respratory daprassion. As a result, codeing is
:nmlnilmdmlllt'hidnnwhn undergo s |-
lectomy and/or adznoids . Advise caregivers
of childran recaiving codsins for cther reescns b
monitor for signs of resprratory depression.




not be the latest app
tion, please visit http

Nursing mdﬁanﬂuvqcnd-nean also have
higher morphine leels in reast mi k if they
ara u tra-rapid mataboli g’- r leveks of
morphine in hu-tmulkmryl-ﬂ o fa-thraataning
or fatal side effects in nursing babies. Instruct
nursing mothers to mm« signs of morphine
:?nn therr infants nrJud and eleepi-
m:

63 (more than usual), difi reastfeeding
lqdifl: ultias, o urwu Imnrlnny

hvyrvimfwsnnsud M'ycrmtmc ﬂ\e
dector right away, to fake the baby toan ency
room or call 911 (or bocad emergency servioss).
Dq hm#lll

L 5 recaiving MAQ inhibitors, an
|mnll ‘small test doss is adwsable to allow cbser-
vation of any excassive narcotic effects or MADI

intaraction.

Pnnllhl‘—

m o |mdyﬂ|’:|mdlltm"u:‘hynn of other
-nervous- depressants, suchas

alwl'd sedativea/hypnotics (lndudmu hllh\‘u
} nnm: nmn anakpesics,
inls a_r-ﬁn # nnuld nvnn:laﬂor

. e
nvummunl, the doss. bub'mrmx shodd
at least

blldu:d d
narcotics shoul Idblnuunadb/ one-quarter o
om-half. Dosags must be individualizad. Excassive
amounts of promethazine HC relative to a narcotic
may hdmmﬂnn.smdmmv

JI e pﬁnml uull
duwuv with uqumwnr:fm !
Emanlmm Becauss of the potential fer nmmn

1o raverss J rﬁfﬂm s vun#:usur effect,
opmmfnm should NOT be used to treat hypoten-
sion associated with promethazine overdees.
Anfichofinergics- Concom tant uss of other
w th anticho inargic proparties should be un lv-
taken with caution.

Monoamine (hadase Inhibors (MAOY)- Drug
intaractions, inchuding an increasad incidenca of

idal effacts, have bean reporied when
some I and phancthiazines are used con-
comitantly.

Phonylaphiins
| Drug Effect
Phemylephrine w th prior | Cardiac mzmr
administration

of moncamine ated. I‘ly umm
cxidasa inhibitors acute hypertensive
MADI). crisis.
Phemylephrina w th Pressor response
icyclic increasad.
antideprassants.
Phemylephrine w th Excessive risein
argot alkaloids. blood pret
Fgcﬂapﬁms wih W&E
lat other

sympathomimatic
agents and with
;g'i'mnhlim o

ther sympatho-
mimetics.
P th
prior administration affacts blocked.
of prn ranclol o

S drunergr,

n up mew | Reflex bradycarda |

atropine sulfats. blocked; pressor
enhancad.

Phemylephrine w th Pressor
prior %%lnmnn d'm“rdwnra
of phentolamine or
vlhr Q- ldrumlrgu

thﬂlphrmwm Si istc
diet preparations, such remargic
28 am| humlnal or responss.
n laming.
Test Intaractions
Buuuu narcotic andgesics may increags biliary
tract pressura, with resultant incraases n phaml
amylase or ipass levals, dztermination of these
onlymn levels may be unnlnﬂu for 24 hours
esic has besn given.

narcotic um.b u:

a may be affectad
in pnlml 0 are recaiving ﬂuuyywﬁh
promethazine hydrochleride.

Pragnancy Tests Diagnostic

basad cn |mrrumhngav mv';smln HCG

and llmHCG may result in false-negative or fales-
mrm

Gln:ou Test-An incrase in blood glu-
cosa has hml reported in patiants recaing

clmlun. Mutagenesis, Impairment of

mdmundP thezine: Long-ferm animd stad-
ies have not bean parformad to assess the carcino-
genic poential of codeine or of promethazine, nor
mhnoﬂllr animal or human data mmﬂnu
nt
T e e e oo

mimgenicty n a of st lrrllﬂn
wmmulmm mm";‘m (=T o
and the Seimonsilz asssy. Promethazng w- nnn-
mlmanc in ﬂ!lmmvﬁi of Amss.
ulurm 143&4 gmnhwuufnmyl;'l
period indicated that in 11,
phlanl (me unl) thera was no

mlmnlrynul tas.

Long-ferm enimal studies have nct bean performned

bmmmummpmc potantial of phenyle-

are thare other animal or human data

wnenmnu mmannn;

Astudy of e effact vhdmﬁgndnu on gvum

;I!I"Mnnmn mgd. ot itr of
emylephring did n nuisnu P mn

u number of mplantati o

reduosd when high dm unm dnn were uud

Pulq

Q)Jalcxmay in rats and rabbits nnamd no

imnuﬂnd:nﬂs -dd ﬂllﬂ'l'lg'l
1w pariod of enasisin dosss rangin

S T20mghg. i f ra. dosesat i 10 g

lewel, in the tosac rangs for the ﬂlt'llrll were

associaid with an increase nembryo resorption at

h nmndlmm Inanother shudy a single
quduudcndnm rhmri %

nant mice reportedly resulted in delayed

in the offspring.

‘Thera are no studies in human

lwgm mhmﬁndlvm hlmnm ifany, is

3

Fromethezne: Taratogenic effacts have not bean

dlmonxnhi in rat-Reding stdes atdoess of 625

mi 5 mky of pi zne HOl. Thees doses

m i l 42 fmasthe mw-

um recommended total daily dose of promet-
rﬂnnfnu&]-lthmdlpning nnmam:im
fon for which the dnq is prescribed. Daly dosas of
- infraparitonaally have besn found t
produce fetal mortality in rats.
Sminmdnmmﬂ!mnnnﬂhdmm
parkriticn, lactation, and developmant of the ani

study in rats indicated no dﬁcton s
mhmm ugh l:l:‘utyhmmn have m
uce fetal m
e ol ekt 17 o o mlmf
tose in men. There are no adequate and wel-con-
of

A smdy n nhhm mamm m
continuad m

ﬂnnng y‘)dunrqﬂllnmld Rif
rancy (22

mhm Ilhnv md poalh

anomalies
umllddlclmh chick embryo.
Animal raproduction studies rm not been con-
ductad w th the drug combination —
aane, phemylephring and codemn. It is not hmml
whether this dmn combination can causs fetal
harm when admiristared to a prey nlmwmln or
;n affect nprndumnun umd uty rng zine

ing HC! ani o

Oral Sdlmmwld be given toa pnunﬂm
woman caly fdeary neaded.
Promethazine HCI, Phenylephrine HOl and
Codeina Phosphate Syrup should be used duri
pregnancy. nng fthe ohnnll benafit justifies the
pmxml

Dupumlm hn been reportad in newborns
whoss mothers took cpiates rwunlllyduu?
pregnancy. Withdrawal signs includa irritabi ty
EXCBESIVE C ;U m'm - d

vomiting and diarrhaa. r- usual

P Lk o
Promethazine ndmrllmd m a pregnant woman
w thin 2 weeks ofdalmry mly inhibet platalet
aggregation in the newborn.

Labor and Delivery

hhmﬁunlbﬂiu cross the rhcnﬂ barrier.
Tha closar to dalivery and the largar the doss
used, the greatar the panhllty respiratory
dapeession in the newboen. Narcotic ic analgesics
should be awoided during labor if delivery of 8
premature nfant is anbicipated. If the mother has
recaived narcotic andgasics dun& hbnr nlvr
born mhntalmuld be obssrved clossl

of raspiratory de anm nmnnman my
numnd (nu II

h/drnnhbndl dunm hbormd dll doas not
have an appreciabla effact on the duration of labor
or delivery and does notincraase tha risk of need
fn rr!vmlnn inthe newborn.

of promethazine and/or codeine on later
wwm lmi development omm newborn is

Mmlmmmn of pﬁlnyhphnm to pnm inlats
l|l or labor may
E:gyu i b{ ma-xmu camnmhmthe
end decreasing uterina bl
ba Im-hpnc Effects.

Codeil inb hurman mi k. In women
whmrmulmhm metabofsm (normal CYP208
achvity), the amount of codeina s2creted into
human mi kslownrddolrdundnt Despits the
commen usa of codine products to ma npwt
partum pain, raports nfldnmm ‘
rare. Howaver, some women are ultra-i mpldrnnh
dm of un!lnl Th-a women achisve highar-
s of codeine's active
metaboite, mumhn- leading to higher-than-
cied levels of morphing in braast mi k and
intially dangarously high serum morphine levels
|nmlrhu-|hdrﬁm: rafors, maternal uss
can poentially lead to sericus adwerse
r-m: nrhina death, in nursing mfrm
1o codsing and mi
'&}1 hm-t mlk shnuﬂ be wij ld -n ﬁo
of braastfeeding for both
baby Caution should bmmndwhan nndumm
ldmmmmd toa rana wumln lf lcodam
ing product is salected
lhouldbl prascaibed for the dmt-lﬂmnd of time
‘o achiewe the desirad clinicd effect. Mothers mlu
mdlno should be informad about when
immadiats medical cara l'dh:wlmdnmfymg
signs and symptoms of neonatal tmicity, such as
drowsinass or sedation, dificully braastfaeding,
breathing difficulties, and dacreased tone, in therr
baby. Nursi mmﬁnvm are ultra-rapid metabo-
leers mly|ho eperiene mﬂnu sym|
such as extrems skepiness, confusion or shallow
beeathing. Preecr bers should dossly monitor

1o
Itis not known whather phanylephrine or promath-
azine are excreted n human milk.
Pediatric
The combination of promethazine hydrochlo-
rid nylephrine hydrochloride and
codeine phosphate is contraindicated in
imm atients
euu

Rateye s

in chidren with obstructive m‘f‘
recaived codeins in the poa—qa ve period

SR e
ly olized to ine. ine
xmmm

stabolism of Codeine
NDICATIONS].

dd m induds sufficient numbers of
ind over

they respond dmrnmlyfmm younger subj
Other reporied c-mnl experiance has not identi-
f-: differencas n Ianm r:lm-nm Id arly
and younger patiants. In salection
foran 4 h] 's-n c&“bn cautious, usually
starting at l Inw lnd of the dn-r&vclnnl.
reflecting 1“
hlmn ranal oruniu nction, and of con-
mitant disease or nﬂm&ug erapy.
5.'3:"’““.#’5: ““ﬁm Rorsgonenly
sedation in the elderly; el patients general
sheuld be startad mY pmn“mm
hydrochlonide, phunﬂlphnm mchlnmil and
codeine phosphats syrup and cbserved closely.
AIWE!BE HEACI'IOIS

— NS dapression, parfod-
arly res| wmydq:lmm Ildmlluu Dlﬁ
crouatory d jon; light headedness, dizzinses,
‘sadation, eupho .dyn heea, haadache, transient

comwisions.

achycardia, bradycardia, nlnm—
fon, inmlll. mcwl. amm hypoken:
(oommen "Wx

biiary ma-m Patents with tgmnu&tm
coitis m-;emum incraased u:lnnnmnﬁnf l’l'.

besn raported.

Sl e o ate,,
anakgesics).

BRI
Qher— Fushing of the face, sweating and

(dvato nnmnduuﬂhnmm ralaasa); vnm
Promethazine

Cantral Nervous Systam —| Dslwnnlslsnamu

w Incraased or dacreasad blood
pressure, nm)udn. bradycardia, fintness.

urficaria
Hematobgic— Leul nxnnurbu:ytwnn
trombocytopenic purpura, agranulecytosis.
%ﬂnﬁ&d— Iry mouth, nauses, vomiting,
l

iﬂ) ul

(?yrl:gm mmrzhr;.'e::jnlehm llg
538

m)
Madﬂnmm Hyperuitability and abnor-

rmal movements have besn upm in pafents
Fllowing a singk administration of promethazine
HCI. Consideration should be given wm- discontin-
wation of m':gr- HO niammuu:'dﬂll
drugs jons occur. Respratory plll-
sion, nightmares, dalirium, and agitatad behavi
I'Ivuhohun reportedin mvﬂh-o pmmx

Contral znms Sanmv Restlessness, anxisty,

marvousness and
Candbvascufar— Hy ion (93¢ WARNINGS).
(Other— Primordial pain, respiratory distress,
tramor and weakmass.
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Plurlﬂlnnn F{:I P s‘;ﬂhnm}iﬂlw Codeine
thn S[NDBI ule V Controled Sub-
Ah

Codeina is known to ba subject to abuse; how-
aver, the abuse poteatial of oral mﬁlmm
e e e vy
" to offer the iceffact icts
:fg:amld p:ydh;nnuma ine. However,
L
|upemlan a history of drug abuse
or dependance

Dependence
Psychological dependznce, physical dependznce
T e o s el i
WEIWMGE

Sammm!u-wmoﬁnn characterized by

r-pmzy'&l-mbdm- in respi rlm'x
Cheyne-Stokes respil

mmm) amm:‘lnmnnhruﬁmm;-r&ﬁg 4

Or of COI an

thmrrv/dmlldtamﬁmxhndpllq

oensicn. The triad of
mﬁw&pumsm Mo{np

e nravencus route, apnza, crodatory collapse,
cardiac amest and dnﬂl mi uzl;rf Pmmnhznas
codeing.

add fve to the depressant
s difficuit to dermine what constitutes a stan-

lethi
does of codeine i an adultis reported to bein the
range of 0.5 to 1.0 gram. Infars and chidran are

a body-weight basis. Bderly patents are also
wnﬁnﬂgmmn nnt::y tes.

Sv\z nnd symptoms of overdosags ;

azr HO range frum mikd dlpmm of neunrl
rervous sysem and G ivascular system to pro-
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Thuvmmofgmgwmﬂmwnmlhzh.

y sympto-
matic and supportive. Orly in cases of exdreme over-
et P oty il 0% mo

ing uhun h blcod pressure, Bm) e
A g e
or ‘may be givan, or sodium or
mumﬂfm rally as aﬂlmkimmlhnu
hgmmmmmummm adequete Espre-

mwhnn trough of a patent arway
istifcn of assi dnvcommlhdwminw
‘The narcatic antagonist, nalxcae hydrochlorids,
nnybudmnmm!vmanuunfummnrmry
ﬁmm cocurs with nrumﬂunl'ﬁn
apl nnnndmhl!(
WMNMM
mmmnnybamdmcmmloumjams
Awoid anaeptics, which may causs convubsions. Ad-
dosis and mm:!m-nnuumln«m A
risgin tem re or pumenary complcations
i persre ﬁ ary compl 'riv

Severs hypotension lmilyrau n:hmhamn-

deuu mnhnnwra 'a‘nnu it uss in
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Eu;hSmLof Ilnw- fruit-flavorad syrup
nn mmy:ﬂlmm rochloride G.ZET
hydrochlorids 5 mg, codeina
'dlh:nlml 79, and s availab
A ﬁud uunu (IIB ml)hs fluid nnnna(237mu
sm n 20~25'C (ewrn [S« USP Controled
Room Temperature).
Protect from light.
Di light-resistant contai
u"mlsll&hé ight-resi inar as

Manufactured by:

Actanis Mid Atlantic LLC
1877 Kawai Road
Lincalnton, NC 28092 USA
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