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Prescription Opioid Cough and Cold
Medicines: Drug Safety Communication - FDA
Requires Labeling Changes

AUDIENCE: Family Practice, Pediatrics

ISSUE: FDA is requiring safety labeling
changes for prescription cough and cold medicines
containing codeine or hydrocodone to limit the
use of these products to adults 18 years and older
because the risks of these medicines outweigh their
benefits in children younger than 18. FDA is also
requiring the addition of safety information about
the risks of misuse, abuse, addiction, overdose,
death, and slowed or difficult breathing to the
Boxed Warning, the most prominent warning, of
the drug labels for prescription cough and cold
medicines containing codeine or hydrocodone.

Some codeine cough medicines are available
OTC in a few states, and FDA is also considering
regulatory action for these products.

FDA is taking this action after conducting
an extensive review and convening a panel of
outside experts. Both of these determined the
risks of slowed or difficult breathing, misuse,
abuse, addiction, overdose, and death with these
medicines outweigh their benefits in patients
younger than 18.

See the FDA Drug Safety Communication
for a list of prescription cough and cold medicines
containing codeine or hydrocodone.

BACKGROUND: Codeine and hydrocodone
are available in combination with other medicines,
such as antihistamines and decongestants, in
prescription medicines to treat coughs and
symptoms associated with allergies or the
common cold. Other non-opioid prescription

and OTC medicines are available to treat these

=

NESBHZK » SEE CHIHERH T TR AT -

ANZARE
v B2 A BB DR B 3 (Influenza virus )
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A Zanamivir ( Relenza TM - Hi%&y0 ) R 5

symptoms.

RECOMMENDATION:

Health care professionals should be aware
that FDA is changing the age range for which
prescription opioid cough and cold medicines
are indicated. These products will no longer be
indicated for use in children, and their use in
this age group is not recommended. Health care
professionals should reassure parents that cough
due to a cold or upper respiratory infection is self-
limited and generally does not need to be treated.
For those children in whom cough treatment
is necessary, alternative medicines are available.
These include over-the-counter (OTC) products
such as dextromethorphan, as well as prescription
benzonatate products.

Parents and caregivers should be aware that
prescription opioid cough and cold medicines that
include codeine or hydrocodone should not be
used in children. Codeine and hydrocodone are
narcotic medicines called opioids and may carry
serious risks when used in children. It is important
for parents and caregivers to understand that
a cough due to a common cold often does
not need medicines for treatment. If a cough
medicine is prescribed, ask your child’ s health
care professional or a pharmacist if it contains
an opioid such as codeine or hydrocodone.
Always read the labels on prescription bottles.
If the medicine prescribed for your child
contains an opioid, talk to your child’ s health
care professional about a different, non-opioid
medicine, or if you have any questions or concerns.

Read the MedWatch Safety Alert, including a
link to the FDA Drug Safety Communication, at:

https://www.fda.gov/Safety/MedWatch/
SafetyInformation/SafetyAlertsforHumanMedical
Products/ucm592053.htm

Codeine 52 hydrocodone A B H {15 5, (4]
a0 : PUHRRIL SR S TSR S - R

e

AL DU ERIRIEST Peramivir ( Rapiacta® »
hi 2B ) » AIRIRFVAHR A K BAUTRN3E - HA
BN ORI B AL - FOEIRBRAG T 48 /]\Rf
T EE T A R

R BB RGER » ENASRERE R ERR
IR BRI CRE - BT ERAE R SRR » e i
JR R BB T (R AT & AR =3 et © —
RN » HRRE (HiR = 38°C) RIWIGEIE
iR o =~ BEWIAERE - S - MR RS R
AR © =~ FEHEBREEMIME TS ~ Rtk
BRA BRI K - —HARZE R - His
B JRRAHE]

TEBGRSFRIRHE - Tad T iRk e n] B 25T
TENT ~ AN ISR E ] 2 e R~ r
IR B i A B W B~ DRFF B s Al A Y %2
B REET - RELUESI R IRIEER -

TEREIZIK ~ SEEE—ARCE - T R TR
Bl Ve HAMI AR PSR SRR ST EERTIA
FEILEAR © EB FDA GNP B R/ NHAETT
Z2HIVEE » HIRE codeine 8 hydrocodone &
MK BSGJEk B EAE F A /MR 18 ko 5 B » HiA]
REGEREEEREEF ~ W ~ RS ~ FEhaEE -~ I
RS ER AR PP IR R ~ B SRR =
FIZESL I BR - R SE B FDA 5K & codeine
8¢ hydrocodone IZ MK B JRk B 45 2 {1 BRFEET
Rl HEXEZE A EERE R 18 BR LA LA -

KB FDA [RIRFth 22 Koprhg & 2 M &l
JRIESE A R REEEE T - AE B
e AT REE RHISEERE T ~ B - ok ~ B
{5 T~ PP Sk 3 o P e AT ~ 9B T o JeRL
B o

B EL S A B JE R R 35 FDA ol iR
Dk ag NI YINEAEE rdea & iE I Et
RN E - BREE A BES IR
£ BN EIPRGE RESEE 2 T DLE TR
i DNTEEEYNGHR » AITRIGTRIZN - eSS
HAthpki i < 885 » .5 dextromethorphan Z FE
iR /58, benzonatate 7 iz J7 %% o

XEKBBEEE/NDGE codeine B
hydrocodone Z IX MK EJEK B i 77 ZE{H /NG
e E AR - NN NG - REMFE
TR E LA TR B EE YR
TL IR AR EEAERRR S
codeine B{;& hydrocodone £ 15 F RHZE i,

=

ITN

* A
SRR AR R B - 35 LB RA YRS A
an > A7 RN BE A B HERE 2 S TR 5 HAth
TR FrEREEN, - AVEEERE » AR LB R A
ISERETIE

FHERENE B35 225 FDA fE4L:

https://www.fda.gov/Safety/MedWatch/
SafetyInformation/SafetyAlertsforHumanMedical
Products/ucm592053.htm

[Posted 1/11/2018]

BRLRIE : SBBIFDA Z 58 % 2
BRHEE « BB CSEA




205888 2018.03.26~04.01

Pharmacist Weekly

R =5 17

Rime—
BEAE

OX W HE BRI - s

TR A A ER3H4 10~ 11 H
=R fEE R BRI 107 FE5EH A B4
EHE TR » EROVIELHE T LA AN
XAk - REASINER 2ot - SRS FEEN
SMIEH AR R R -~ ERE R R
HrBESRE J BEY) AN R RE R Bl E - 5 0
RS RES LA [F] SEIAY B SRG Ras ©

MR ERRETTTH » Fr R EGE 2 = i i A
REEETERE > FEE T ERIXIREIS B
BRIV o AR AR S
R PR E NN T A IR ED S B i 42
AURTRE » WA RE T B A S T RFERE T # Me
too ; » BEZERANM T EE] T AL E ~ AT

ERAE ARSTETME

r SE R R 2] i d= 7 R R e S
TR T SERFEIRZATERME o SRR
ERES R (TR T SEA R Bl T rpgER
B - WER TEF S BIERE SRS RS
IR AR AR - SIS T A4 R AR

Pa ST T R SR R R R A

m =
T EEmE—EMAENR3A4 10
BEiR107FEHEABEBERSHE -
RIS | AT DO A 3 AR B R MR B
e lss B JE I o

118 -

I BEERTTTRE S G RAE EE B e ST
1) 25 L T S A e PR
IEXHHEREEREIRE 2ot - e
AR  THEERRGE ~ S8R RLERTAS
BEDEEBIAE TG FEEL N PR ESREAR Y A2 T BTG 95 B
ATHAFE R AT B S Y = B PR FH
%o (HZERTT A] DI E A R FIA AR -+
DASETHSERTFIRT S B R -

et ARR miRAREmRE

O3 Al &R E

3H17H » B rii#rSERn A & il ish
—EER AN e aThHE gAY - B
g IR BRI S R - LRI = g S A A
Weer > 2h0E & ~ B R B a7 E T AR B
AHEEWL o B KR T iR EMERETR
BEHES - HAERRERE - RLEY LR
Vi BT B b B AR B A7 R v o
2o At - BRI ERE B R R %
BIE NS B R AMBI - PUgERgSERISE
DO O G R R = (5 EIR R T
ANE5EE - R g BALRR b H B0 RRH
EARHIE -

B T T SERT A & B R R B i SRR
EfEGH > —HURR TR HZEZL 2
5577 - MRS S RIREIRR IR RIS IR -

138178
CEHASEHRE -

WEB R T A 3T R B
H o RRUtEF SRS % foR R R R
I FHSEN ST - K RIS T R R
P R R E S A B - RGBS
BT ~ SR A8 REERTM - R 0ISERT B
BB T REG IR E -

AN ERABEA hHE— St ABRARTHE—F

: -:_'-.. i‘r.l |i L]
_FEEHLAS - HEES

FERE RS BR LR R 2R T B Y
ROLIRTR RS R - 53 A B R
PEE A AR ~ FE B A - AR ARIRAEAR
RERE ERESEEIESS » 200 KRRV HIZER
FRELZSRK > DURISEE A i E R IEE T 5377 -

—T & 2

OBl &R
FZEEERI TR | DRESERZEHK |
BEELFEFERIERS > T REEEE

HEWIHE > SILLEHBENET - 2

RN - UG REAET -

SELHBE MERZPRBEENE - EBEF

BERTEITEE - ARSI SICE - £
BeEERIEET - IR R RRGET T %
L~ BRI IS PO R R M e
HIH 5 SERAT T BRR SRR
ERCIIPNE =€ - VAR RN Ol e R g e
SRER S SR - RS E R NAE) - —
Tt S RA A T AR o R R AR
i T FHSEE R AR R -

B T R SRR AT AT -
FEIL T RS FH BRI - SRR AERERE 2
HEEHYE - RPEEEEEE - RN H

&

FESE
gEmsEg  FETRELEEE RAK | e

| EREEXREE RS LSRR
HEW -
BRI T - EOEER LR R
[N A S A T 5 A — TR+ i
SRR LA - DR S LI P
T PRI + — BT 30 5h 4N
S TSR T IS0 TSR -
EAR G - B FRECRERS -
S g R ST F LA B - SR TN

B

AEREZE

BEAE

GERES - MR ERE 3008 (HEEA
A EEERE AR MR EESAIRCSR -

PEREEMASZEMSE A

FRE - 107 EEERE BiEERmLRE - amiE
A8 -
— BN EBRRACEHEEREZINANE B
REFTBLETK  AGHIE107 EHEEFE B
BEAMERE- 85 NRESEMeEEE
& BEEZEE - BRI EEREMB I o
ZBAIRRZBENEEE - RFTETHARR A —ETIEES
(https://goo.gl/ddmX85) # % » ZEEER * EmbE
ko
C BEIAGHERSIREE  AESERLETMEBER
BE  AETHEHEREHIRESESRREE o
- AEESERE N ERRER AEIERE » A3
SNERFEAG LU = R (R B R ZERM B 1B ST SR S 6 28
BEmEN ERRISNER XS EEFBEREHE
I~ FEREEFE AR R EE -
WEEERRGEE A B BRI |

=




EIXV =2 B  Pharmacist Weekly 2018.03.26~04.01 #2058 1

e 1= N .

BRI RERBEE A L T,
e 7 o SRS ARE o

OX /FZ5 1 OX/ EEH
BIRHAEESE (8) BiE
R BR(UTE) il ATniE e bk TRt e aiRerh - SRALPE BRI S i
£553 Puergr/a lobata. (Willd) =R KEZ B DS FESULA S EE &GS » REA > BRI
o SE LU E ORI BB B - RS TR R LR 2
o Pueraria lobata. (Willd) E575 >~ 09)I ~ S SR S T &2, TR Ly B 7y b o AR b ,
;;g& Ohwi var. montana (Lour) iR YIE8 ~ R~ TBER ~ [P ER ? ﬁﬁﬁ%ﬁ{fﬁ\fﬁﬂ’]{ﬁiﬁkz EEI::%R%EEE
Vaniot der Maesen =) f“AE/‘]éE(EHDﬁ&ﬁﬁEﬁ%?ﬁ%E@i%%ﬁ%i&ﬁ?ﬁ% ’
B e e Vel Kt - FBRBGEE L ATEDE - 345 » KR bR
=S, ) ' we | EEEE2m o)l == Y A | i
PEETE | thomsonii Benth SRR TR TG ROEIE A RS - JETF s R angEyHI
El ¥ , W N L = S50 9 Bk = =i =
BRE Pueraria edulis Pamp %g Zm )l ER IE::%EP DB% %%%E@EEDB{EET*%%EZEEHH#
R « 5341 - BB AR IR R AR & B R e AT I R 1o 1
Sags | [oTeomotids | gp |yt am . g 6 8 R RS ISR 0 VR 1 T A
— IR S HoE R EETAAYEE FRRES - B 1950 4F
IHIBES Z o S Were | e mm ol B A 1 EBIIN BT George Hackett 34 42 1R 1E
g : ) T YR EXM S - WARRNE R - HERELG - thif
=ES Pueraria calycina Franch E) ﬁ EEEEE - L}{E E[ﬁ/—‘\ﬂ’]“l%fn ﬁf%{iﬂ\ﬁ% E:]:jj’n‘ﬁﬁiﬁi
opror Pueraria alopecuroides _ KIE %: ¥ - j\;_.E_E. M: DHB‘_-I:. f 2:\
LI = ERTEAERETERET - ZEHRRNRE - BR0EEH
7 . G4 o3 e
BIS Pueraria stricta Kurz - Sl %ﬁégﬁzjm HHJ-LH%% $k5%*nﬁ%ﬂil§ﬁ§£% ﬁ,ﬁﬂg j?%f%
BFE Pueraria wallichii DC - =i 7B Emy\ﬂ—\‘ \’ $A%ﬂ%’ﬂf§€f@ I§ Iﬁié%ﬂ% (ﬁ QEQ 7&;1[: ;ﬁ%ﬁi %5
. : : % PR BEIERANE R —E A ERIG R -
Ve[2=] Pueraria grandiflora = =/~ 1)l
EOREEER
EE AR i g ~ kT B2 R PO s =
BREBRIET BRORE - AR A BRI - S EE A SRR - 58
W | Zla: % Az fEE R RS R I E - FBE AR - WS EN
BE BER  BRS  poo MRl ERSEINR ey, IR B EEL Y o 185 U £ SR o e R A IS B 8
BE BEF | BRSES BRI RO B5.5 B85 | ANEE B - 25 L ELfth S SEHMIARURL T 1R (granulocytes )
e PREI2  ARME2  RME2 ) HE2AE | oo BZGAIE - KEFERE H BRI S [ BAZEK (monocytes )
AR | qmsn EFH igﬁ?&ﬁ?ﬁ;%ﬁ%ﬂm SHHLE FIEWE AL (macrophages ) 5 28 “FEEX B8 R IE »
%;3 . %;ts T3 AZ 15 E E WA B o0 i S W IR (humoral factor ) W5 [ A HH At
B1.5 B2 15 1.5 OIS | e ragn | (fibroblasts ) » F&E% » REHEMIBTASTELBZE (infiltration )
R | i Ewsen s x| BRR TUROR BT - BHRPEC TR LR  SEIAEF
2= ' - i Ry 5 LMEAR HE 8 S HE (wound healing cascade ) » #EAEEFE
%ﬂ%Aagﬁgiwﬁﬁ*ﬁ ) RITE 20 KA » ERYTE SR 2 s B BB 2 428 | —
— | amemivse | 35 BARL2 N FHRR 1.5 1.5 Bl | BRBE £ . S =y e 3 . YN’
| ZRES | EROES | 0 S Hmse ESas 2 | EMILE FRELHIBHE « AT > SEERAIIRUAGE 45— L laHY
215 02 B2 B2 &M L - TERCS RN AR -
HS 4 BRIES 25 1FBIR 25 H1
43 5032.5  FHE2.5 L BA52.5 V5 | e &4 #%°% (prolotherapy )
7 WE0E | BEERS |25 RHE15 HSHIS B | peds . =) o .
15V B 15 BRSO BEH | &l IR R R Bl - SRR - R A
R iR miE B2 P SR BT 50/ L85 53 A LR AL -
B | EhEE | AmERe | S e BRUe HRIER | EIED Ty BT ALRRA IR T HELUR A - Fr A — L3248 - iRk
EE6 TE1.2  AB6-FHMI. 82 | s nire WAE - EIg R (proliferants) @ fEjEAYEHE » L2 n] HA|
B | BHRR | SEWER | SRes BAFc6 B2 FH DELD BRI T - (e B IR - &
= S AERERER ) S DA I EALNLIL L I NS S VR S 2 e
— Lt 2.5  BIR2.5  %F 2.5 BIE DN e
BR | g | KBRS 250925 %525 5825 H | BIVER W o AT E ST R SRR - & T LAIAE SRR AL [
* =5 Ny=r—3 == ANy = e N EAIg AR e
E; ok igz j;z BRI » EHE) T REAE B T 5 B 67 A A 3 R S - R T B
BHE3EE3&EIN3 WIEFT 3 H £ s a4 M ThAE |, fd e JELfA 4 E ,
w |PEBEB | o | T015 BRES 508 BR0S | HE - BR Eﬂ*%m%&ﬂéfm?b _1?;1@ D%{?L@?‘EEW%% B
ST k@ TETPT #mos s w208 BRIR0S IS | BB i i 322 B e LA RIS O Y H 1Y - 5k E AR LR
0.8 8= 22 &E#22 K&=4.4 %AE@%E R
(fi#8) ()

(ARG R MR BEAC 2 B e b S5 58 ) (AR SCEH 2 = HERE B L I RS SR S8R )




#2058 88 2018.03.26~04.01 Pharmacist Weekly HEEIR m

O KIEEHES

Great Tree Pharmacy SEEA FHiEEREAS

o SR o RAISIR

HEREEE 1 EEE IR T R
B iRE S

2EZRROREBIRE

—BRINNMBRE

nﬂﬂﬁf'ﬁﬁmj 12 L7 G« 1T 8 I R 1R B -

Lt SRS B S 8P, NERRTe
BRRE SEMAARIRE, T8
[F% ¥R

* EE—RBHRRFRE - HY

LB
% ﬁﬁﬁﬁﬁ% o IR NNfE A EEEREEARN

o BEIEA - RIEEF

AR YL HL.EE RH.EF.XHE A@mRE AR FE L 5 17 4R ER EN.S=
S ZELHO WKL N R E S PR 8. FAER AIE Wk EHS%R
CEEE B R .M =R B . wE
B iME
HRENBE L1104 AN AR ITHIEEHHe-mailEEZEgt0986@greattree.com.twif B S
(Ek2R&E:03-4333123 7H8298/355 - FH80970912995)




HESBIR  Pharmacist Weekly 2018.03.26~04.01 £52058 1

A Novartis
Division

SANDO
Men’s Health

R&RED aRAEINGERER N

Ty
Tigd By

fthmiE 208%

Tadalafil Sandoz® !

1 Bi:¥2l= ‘- Tublets20mg e
Tadalafil *”~ £ S

4 Tablons in

Tadalafil Sandoz® Tablets 20mg e .
“"WI;.,M_;.. '

53 - BFRMt ) RS20 ZEritadalafil

BiERE : ORISR -

FRRRESM - —MME N ENEREEE10 2R > ERBETARIRE @ ERETTZRE - KARMtadalafil 10 ERSTEEE MR

AIEH20 2 - ZHEMATAERIZ0 HERAARLE - RERZ—K—X © Tadalafil 10 251520 Z2REETEHMITAIIRE @ TEEFESHRZE -

HETRIRRE

FERREEEMN | EERATTEREEE -

{FERREINREEN BN | BRURFPEBERENRATEEZREEE - REBVGERERANEZRAEEA10 2R ( RESEER) -

{ERRMTINREEE B © th) RAVEEE 10 233 » fETAERET BRI @ EREE T2 o FHtadalafil TR EITINEEBZE(Child-Pugh Class C) TRAZERREZEME
HAIR 5 AR - BEEMEEITERIETE - BFERERANFESL o MARERIN10 ZrRL EEIEZtadalafil (FRERMEERSRANER( REEMIZRIEREEENMEERH)

FRRERREMN - ERREETEEREEE -

FERAREERTLE | thHBTEERM8 B TRA °

BFEEE : RN IEThRERE

EEEIE : Rt ) BEEZAT 0 EE EREYEER 0 FEEAMRE R G IEGELRE ZEFIIEEERET IR HEURER -
EREFRIEEEAS -

Tadalafil Sandoz® Tablets 20mg * {3 2fZ&#= 2502702055

Division

SANDOZ .\ o=t Ali-B=foosmion | 2EEMEBHTH

B (02) 2341-6580 BNRR ENERTERDERAT / 407 AFTETETHEABI%H /

185 (02) 2343-5863 PeiliPharm TE| 04-23502576 / www.peili.com.tw / RHRTE R WS

1429-AD-01-18-1




