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Composltion: Each tube 10 g contains:
Promelhazine ............ 0.2 g

Ftr cutaneous u3e.

lndications: ilching, prurigo, insecl bites,
indued skin irritation.

Phenergon

Dosage, administration,
Excipients q.s.p. 10 g

NAUl

Phenergon

sANOFrbi

promethazine

Kemz% lCream2oh

HQp 1 tufp 10 g/ Box of 1 tube'10 g

Thanh phin: M6i tuYp 1O g chua:
Promelhazin .............. 0,2 g

Taduqc.............. .v.d.109

Thu6c dong ngoii. Dtng thoa da.
chi dlnh: ngfa, ngr?a sAn, con trung d6t, kich ung da
do tia X
Lilu dtng, cech ding, ch6ng chi ttlnh vi cec th6ng
tin khac: dA nghi xem trong to huong dAn s[r dung
thu6c kdm theo.

Phenergon
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Thdng s6 xy thuQt:
- 6ng nh6m bit ddu Arc - Ddi 99mm
- Ren ddu dng: M7 x 1,25 mm
- Nrit: mdu tring
- Verni b6n trong dng: Epoxy
- Son ndn: mdu tring
- Mdu sfi dr,rng: 2 mdu : - Xanh pantone 282 C
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Phenergan
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promethazine
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Promethazin.....................................,..-......-.. 0,2 9
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Tufp 10 g/ tube 10 g

ding thoo do
Jot tuaoneous use

THANH PHAN /coMposmoN

CONG
NP

NAMv IET

SANOFI

e.,o

o
a
*

I rP

GMID finished good code
Plant PM code
Product / ltem type
Version number
Country
Plant

Operator
lnitiated date

Dimension
Fonts

Size

Colours

Tube PHENERGAN cream 59 VN

VIET NAM

D9

Le Dinh Khoa

A3_03-1 r-2016

016 - Diri99mm

: 5.5 pt
: !Pantone2S2IBlack

Approval oftext date: Signature:

Signature:Final approval date:

J

https://nhathuocngocanh.com/



bf4

PHENERGAN@
Promethazin

Kem b6i da

Dgc k! hu6ng din srl dgng tru6c khi dtng.
OC ttruiic xa tim tay tr6 em.
Th6ng. b4o ngay cho bic si hoic duqc si nhirng t6c dgng kh6ng mong mu5n gip phii khi srl
dgng thu6c.

THANH PHAN, HAM LUENG CUA THUOG
Cho tufp 10 g cht?a:

Promethazin .......0,2 g (2"/")

T6 duoc: acid stearic, cetostearyl alcohol (loqi A), cholesterol, I

parahydroxybenzoat, coumarin, tinh ddu lavender, nu6c tinh khi6t

uO rn sAru psAru

Kem d6ng nn6t, nnOt, mdru tring ho{c hdng nhat, mUi lavender.

QUY GACH DONG GOI

H6p 1 tufp ch0a 10 g kem.

PHAN 1: HLryONG DAN sU DUNG THU6i cHo

THUoC DUNG CHO BENH Gi

Ngua, ng0a sin, c6n trirng d6t, kich Ong da do tia X.

NEN DUNG THUOc NAY NHU THE NAo VA UEU LU9NG
Dirng thoa da. B6i thinh lcrp m6ng, 3 - 4 ldn m6i ngdy.

KHINAO KHONG T.TET.I OUT.IC THU6C NAY

M5n cdm v0i phenothiazin hoic voi b6t cO thirnh phin niro c0a thu6c.
BQnh ngoiri da do nhi6m khuin hoic bi kich ung.

Chdm (eczema).

C6c t6n thuong chdy nudc.
T16 em duoi2 tu6i.

TAc DUNG KHONG MoNG MUON

Nhu mgi hoat ch5t, & m6t s6 nguoi, thu5c co th6 gay vdi tilc dqng ngoai y. C6 th6 gAy m5n cdm d da
hoqc nhqy cdm v0i 6nh sdng do di rlng vcvi c6c cnSt tnann phin khdc nhau trong ch6 ph5m: promethazin,
lanolin, methyl parahydroxybenzoat...

ThOng b6o cho bttc si, duEc sT cdc titc dqng khOng mong mu6n gQp phdi khi sir dqng thu6c.

I.IEU TnAruH DUNG NHITNG THU6C HoAG THITPc PHAM Gi KHIDANG SI.T DUNG THUOc NAY

Khi drirng dEng kem, thu6c it ng5m vio ccv th6, n6n it khd ning xdy ra nhOng tuong t6c nhu di ducyc b6o
c6o gi0a promethazin d4ng u6ng voi c6c thu6c khic.
O6 trann nh0ng tuong t6c c6 th6 co gi0a nhi6u thu6c, phdi b5o cho bdc sT hoic duqc si niet ve t5t cd
c6c thu6c kh6c dang drirng.

cAN LAM Gi KHI MgT LAN QUEN DUNG THU6C
Thoa da ldn k,3 tir3p theo to hucrng d5n s& dr;ng thu6c d5 n6u. Kh6ng c6 khuyEn c6o gi dac biet.

cAN BAo QUAN THUOc NAY NHU THE NAO

86o qudn thu6c d nhiet dO kh6ng qui 30oC.

lanolin, triethanolamin, glycerin, methyl
:v,d 10 g.
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NH0NG DAU HIEU VA TRTFU CHUNG KHt DUNG THUOC AUA LIEU
DOc tinh cia promethazin chi.y6u tr6n t6c d6ng kh6ng cholinergic tai thu th6 muscarinic: m6t hoi chunq
dOc-th6n kinh, bao 

-g6m 
Oc cne tnan kinh trung ucrng, iac bi6u hien ting cir d6ng c5p tinh, m5t d6ng vQ;

vir do thi, ngung th& di kem voi tirc dQng khdng muscarinic ngoai biOn.

cAN PHA LAM Gi KHI DUNG THU6c aUA LIEU KHUYEN cAo
Trong truong hqp da. c6 b6i thu6c phdi duqc nla sach thu6c chua h5p thu. NOu xuAt hien cic tri€u
chung qud li6u cAn di6u tri tri6u chung vir di6u tri n6ng do tqi m6t don vi y'tO chuy6n khoa.
Khi ddng qud ti6u khuyon c6o, hdy li6n he ngay voi bdc si hodc co sd y t6 gdn nhdt a€
nho mang theo vd hQp vit cdc tu!,p thu6c con tqi.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY
- Luu ii

s

CONG TY

cd PnAr't

$ANOFI+ NgOa chi l?r mOt tri6u chung. Trong moi truong hqp, cin tim cho ra nguy6n nhdn d6 tri
IET NAM

+ Vi thu6c c6 choa nhCrng ch5t co tidm ndng gay di ung, cin cAn nhic gioa nguy co
nh0ng loi ich cOa thu6c.

o

.\sI 'rp H0
+ M c6 mit promethazin, thu6c c6 nguy co g6y min c6m da vi n
hqp di Ong da tluoc ch0ng minh ld do promethazin trong kem, c6
c6c phenothiazin bing duong todn thdn.

- Th?n trgng khi dUng

hay
th6

cdm vdi 6nh sdng. Trong
xAy ra di Ong ch6o sau khi dUng

+ Vi phenothiazin c6 t6c dqng gdy nhay cim v0i 6nh sing, tr5nh phoi ning vd ti6p xric v0i tia cuc tim
trong thoi gian di6u tri.
+ Khdng duqc drirng cdc thu6c kh6ng histamin cho tr6 d6 non hoic so sinh vi nhom ndy thuong r6t O6
nhay cdm v0i tic dung uc cne nO h6p vd khdng cholinergic d thin kinh trung uong c0a thu6c.
Promethazin kh6ng n6n ding cho tr6 em duoi 2 tu6i vi dO an toirn chua duqc ki6m chung.
+ Cdc thu6c niry c0ng tr6nh dirng cho tr6 em co c6c d6u hieu vi bi6u hien c0a hOi chung Reye, d{c biQt
ld khi dOng li6u cao c6 th6 g6y ra c6c tri6u chung ngoai thdrp d6 t5n vcri diu hieu thAn kinh trung uong
cOa hOi ch0ng niry, do d6 g0y kh6 khin cho chAn do5n.

+ NOn ngr^png sr? dung Phenergan it nhdt 72 gid trudc khi thuc hiOn x6t nghiQm tr6n da.

C6 thai vi nu6i con bing s0a mg:

C6 thai
- VC di t0t (ba thing tl6u):
+ Kh6ng c6 s6 li6u ddrng tin cQy v6 tinh sinh qu6i thai c0a promethazin tr€n dOng v?t.

+ Tr6n lim sirng, cho d6n nay viQc sr? dung promethazin tr6n mQt s6 han hgp truong hqp thai ngh6n rO

rirng kh6ng ph6t hien dugc bAt cu inh hu0ng clac biOt ndo gdy d! t?t hoac dOc cho thai.

+ D6 than trgng, n6n trdnh dOng thu6c niry trong ba th6ng diu thai k!'.

- Ve ilQc tinh cho thai (ba th6ng gi0a vd ba th6ng cu6i):

+ Tren tr6 so sinh con c0a cic bir me duEc tli6u tri diri han vcvi li6u cao thu6c kh6ng-histamin c6 tinh
khSng-cholinergic, hi6m thSy mO td cdc d5u hieu ti6u hoa li6n quan voi tdc dQng gi6ng atropin c0a
phenothiazin (truong bUng, liet ruQt phdn su, chim th6i phin su, kh6 cho b0, tim d?p nhanh, r6i loan thin
kinh...).
+ NOu cin thi6t chi c6 th6 dUng han ch6 voi li6u thap trong ba th6ng cu6i thai k!,, cAn theo d6i cic chuc
ning thAn kinh vir ti6u hoa c0a tr6 so sinh trong mQt thoi gian.

Nu6i con bdng s@a mg

Khi dnng dang kem, thu6c it ng6m vio co th6, n6n kh6ng c6 ch6ng chi tlinh dUng thu6c ndy khi nuOi con

bdng sCra me.

Nhu mQt nguy€n tdc chung, trong thoi gian c6 thai vd nuOi con bdng s?a mq, phdi luOn hdi i ki6n b6c sT

hodc dtrEc-si truOc khi ddng bilt ky thu6c gi.

Anh hu&ng c0a thu6c AOi vOl c6ng viQc

Khi dgng thu6c dqng kem b6i, thu6c it ngAm vdo co th6, n6n kh6ng co ch6ng chi dinh dung thu6c ndy khi

l6i xe vi v?n hdnh m5y m6c.

2t5
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NOu cO b*t ky di6u gi con nghi ngo, hdy xin i ki€n cla bdc sT trvoc khi ditng thu6c ndy.

KHr NAO CAN THAM VAN BAC Si, OU9C Si
N6u ban kh6ng chic rdng c6 b6t k! vAn d6 niro n6u trOn, hdy xin f ki6n c0a bdc si hodc duEc si trudc khi
dUng Phenergan.

N6u cAn thdm thilng tin xin h6i i ki6n bdtc si hofic dtrce si.

HAN DUNG CoA THUoC
24 thdng k6 tu ngay sdn xu5t. Kh6ng duoc drirng thu6c sau khi het han d0ng.

TEN olA cHico so sAN xuAr
CONG TY CO PHAN SANOFIVIET NAM

-22334
50

C+
a o

-o

z
t

*

L0 l-8-2, duong D8, Khu cOng nghQ cao, phuong Long Thanh M!, euin 9, Tp

NGAY XEM XET SUA O0r CAp NHAT LAt NQr DUNG TO Hr.pONG DAN Su D

PHAN 2: HITONG DAN sTI DUNG THU6I cHo cAN BO Y TE

cAc DAc riNH Dr/gc Ll..pc Hoc, Duqc D9NG Hgc

Tinh chdt dugc tr,rc hgc
Thu6c kh6ng-histamin t6ng hqp, co tinh giy tO tai ch5.

ATC code: D04A A10 (D: khoa da).

Promethazin, d5.n ch6t c0a phenothiazin, ld mQt thu6c kh6ng histamin c6 t6c tl6ng giy bu6n ngri, kh6ng
muscarinicvi d5i khdrngserotonin. Promethazin hydroclorid duqcdtng O5 tam giam trieu chung c6ctinh
trang di ung bao gom n6i md eay, phu vi mach, vd c6c trucrng hop ng0a d da. Promethazin c6 thd Oc
cn6 tnan kinh trung uong qua t6c dung an thAn khi cluEc ding vcri li6u di6u tr! kh6ng histamin.
Promethazin c0ng c6 t6c dr;ng ch6ng bu6n n6n, vdr ch6ng n6n.

Promethazin lir thu6c chen thu th6 H1 do tranh ch6p voi histamin & cdc vi tri c0a thu th6 Hr tr6n c6c t€
bio tic tl6ng, nhung kh6ng ngdn cdn gidi phong histamin, do do thu6c chi ngin ch{n nh0ng phdn ung
do histamin tao ra.

Tinh chit duqc ctgng hgc
Promethazin duqc h5p thu t6t sau khi dung theo duong u5ng hoic ti6m bip, thu6c d6u nit Oau co t6c
dqrng khdng histamin vd an th6n trong vong 20 phrit. T6c dr,rng kh6ng histamin c6 th6 keo ddi t0i 12 gio
ho{c liu hon, cdn tdc dr;ng an thdn c6 th6 duy tri tu 2 d6n 8 gio t0y theo li6u vd cluong dung.

Ti le li6n t<6t vOi protein huy6t tuong tu 76 d6n 93%. Thu6c duqc phdn b6 rQng rdi toi cic m6 c0a co
th6. Thu6c o6 dang qua nhau thai.

Promethazin chuy6n.h6a manh d gan cho sin ph5m chO y6u la promethazin sulphoxid vir cd N-demethyl
promethazin, cdc ch6t niy cluqc thditru qua nu0c ti6u vir ph6n.

Khi ding dqng kem b6i da, promethazin dugc hdp thu ch?m qua da. Thu6c chi tich l0y nh9 trong co th6.
Ti l0 ng5m vio co th6 crla dqng kem rAt tnAp, chi drl d6 co t6c dung tai ch6.

cHiD!NH
NgOa, ng0a s5n, c6n trr)ng d6t, kich Ong da do tia X.

UEU DUNG VA CACH DUNG

Drirng thoa da. B6i thdnh l0p m6ng, 3 - 4 lAn m5i ngiry.

cHoNG CHiD!NH
- M5n cdm v0i phenothiazin hoic voi b5t cu thdnh phin nio c0a thu6c.

- BOnh ngodi da do nhiSm khuAn hoic b! kich ung.

- Chdm (eczema).

- Cdrc t6n thucrng ch6y nudc.

- Trd em du0i 2 tu6i.

\

,

CONG I.Y

c6 PnAtl

$ANOFI
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THAN TR9NG KHt DUNG THU6C
Luu i
- Ngua chi li mQt tri€u ch0ng. Trong moi trudng hop, cin tim cho ra nguy€n nhdn d6 di€u tri.
- M thu6c c6 choa nhtyng cndt cO tiOm ning gay di Ong, cAn cin nhdc gioa nguy co c6 th6 gip voi

nh0ng loi ich cta thu6c.

- M c6 m{t promethazin, thu5c c6 nguy co gAy min cdm da vd nhay cim vdi 6nh sing. Trong trudng
hqp di Ong da duoc chung minh lir do promethazin trong kem, c6 th6 xiy ra di t?ng cheo sau kh-i
d0ng cdc phenothiazin bing tluong todrn thdn.

Thfn trgng khi dtng
Vi phenothiazin c6 tAc dr;ng gdy nhqy cdm v0i 6nh sdng, tr6nh phoi ning vir t6p x0c voi tia cqrc tim trong
thoigian tli6u tri.

Kh6ng itugc drirng c6c thu6c khdng histamin cho tr6 d6 non hoic so sinh vi nh6m ndy thuong r6t A6
nhay cdm vdi tdc dqng Oc cne nO h5p vd khdrng cholinergic 0 thAn kinh trung uong cOa thu6c.
Promethazin kh6ng n6n d0ng cho tr6 em duoi 2 tu6ivi dO an toirn chua duoc ki6m chung.

C6c thu6c ndry c0ng trdr-nh dUng cho trd em c6 c6c d6u hi€u vi bi6u hien c0a hOi chung Reye, d{c biCt la
khi d0ng li6u cao co th6 gdy ra cdc triQu chung ngoqi th6p Oe t5n voi d5u hi6u thin kinh tru
hQi ch0ng ndy, do d6 giy kho khin cho ch5n do6n

NEn ngung srl dqng Phenergan it nhSt 72 gid trudc khi thqc hien xet nghigm tr6n da.

Phg nO c6 thai vi nu6i con bing sira mg

Co thai
vA d!tat (ba thing cliu):
- Kh6ng c6 s6 tieu d6ng tin cQy vO tlnh sinh qudri thai crja promethazin tr6n dQng vat.

- Tr€n ldm sdng, cho d6n nay viQc s0 dr,rng promethazin tr6n m6t s6 han hgp truong hE
ring kh6ng ph6t hien tlugc b5t cO inh hu&ng Clac biet ndo gdy di tat hoac dOc cho thai.

- O6 tnan trgng, n6n tr6nh dung thu6c ndy trong ba th6ng dAu thai k!'.

Ve AEc tinh cho thai (ba thing giii'a vd ba thing cu6i1:

- TrOn tr6 so sinh con c0a cic bd me dugc di6u trt dii han v6i li6u cao thu6c kh6ng-histamin c6 tinh
kh6ng-cholinergic, hi6m th6y m6 ti cic d6u hiQu ti6u h6a li6n quan v0i t6c tlQng gi6ng atropin cOa
phenothiazin (trudng bqrng, liQt ruQt phin su, chQm thii phin su, kho cho bti, tim d?p nhanh, r6i lo?n

thin kinh...).

NOu cAn thiet chi c6 th6 dirng hqn ch6 voi li6u th5p trong ba thdrng cu6i thai k!,, c}n theo d6i cic chuc
ning thAn kinh vd ti6u h6a c0a tr6 so sinh trong mqt thoi gian.

Nu6i con bdng stu mg

Khi drirng dqng kem, thu6c it ng6m vio co th6, n6n kh6ng co ch6ng chi dinh d0ng thu6c ndy khi nu6i con
bing sira me.

Anh hu&ng c0a thu5c aOl vOi c6ng viQc

Khi dirng dqng kem, thu6c it ngSm vio co th6, n6n kh6ng c6 ch6ng chi d!nh dung thu6c ndy khi l6i xe vi
v?n hinh m6y moc.

TUONG TAc cUA THUOc VOt cAc THUOc KHAc VA cAc LOAI TUoNG TAc KHAc

Khi dirng dqng kem, thu6c it ng6m vdo co th6, n,On it khi ning xiy ra nh0ng tuong tdrc thu6c. fry ,ay,
kh6 narig xdy-ra tuong t6c ili EuEc bdro c6o v0i cdc dang khal c0a promethazin, n6n kh6ng th6 loai tru
xdy ra tuong t6c khi b6i ngodi da vfi diQn rQng hoic st) dqrng trong thoi gian dii.

TAc DUNG KHONG MoNG MUON (ADR)

Nhu mqi hoat ch5t, d mqt s6 nguoi, thu6c co th6 gay vii t6c dung ngoai y. C6 th6 gAy m5n cdm d da

hoac nhay cim voi 6nh sdng doti Ong voi cac ch5ithanh phin kh6c nhau trong ch6 phAm: promethazin,

lanolin, methyl parahydroxybenzoat...
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ADR ph6 bi6n nhAt cOa promethazin ld t6c dung an thAn qu6 manh, g6y ng0, ht t5n hoic m6t phuong
hudng, phin ung ngoaith6p, kh6 mi6ng, nhin mo.
ADR cOa promethazin c6 th6 khdc nhau vd tan suAt va mOc dQ nghiEm trong ti.ry theo tung nguoi bgnh.
C6c tdc dqng nay n6i chung thudng bi6u hi€n d thAn kinh trung uong (TKTW).
Thuong gdp, ADR > 1/100

ThAn kinh: Ngri gd, nhin md.

Da: Ban.

Kh6c: Ni6m dich qu6nh tlic.
it gap, 1/1 ooo < ADR < 1/1oo

Thin kinh: Ch6ng mit, met m6i, U tai, m5t pn6i nqp, nhin d6i, m5t ng0, run,
hysteria.

Tim mach: Nhip tim nhanh hoic nhip tim chdm.

lzz3ai$

o cONG rv \l\

con dQng

J^.
CO PHAN

SANOFI

vl T NAM

re ir

2

*

Ouong ti6u h6a: Kh6 mi6ng hoic c6 hong (thuong gap hon & nguoi cao tu6i). Budn n6n, non
(thucrng g{p trong phSu thuQt ho{c trong di6u tri t<6t nEp thu6c).

Hi6m gip, ADR < 1/1 000

ThAn kinh: MAt phuong hu0ng, m5t fi6m soit dQng tdrc, l( l5n, ti6u tien bu6t (thudng gip hon O
nguoicao tu6i), 6c mQng, kich clOng b5t tnuong, b6n ch6n kh6ng y€n (thudng gip 0 tr6-em vd ngudi
cao tu6i). Phdn Ong ngoai th6p nhu con xoay mit, veo c6, thd luoi (dirng li6u cao)

M6u: Gidm bach ciu, gidm tiSu cAu, gi6m bach cAu hat.

Da: Min cdm voi 6nh s6ng, vi€m da di Ong, vdng da.

Rdng: Ndu dr)ng truong di6n sE ting nguy co giy sdu ring do miQng b! kh6.

oUA UEU VA CACH XU TRi

OQc tinh c0a promethazin chrl y6u tr6n t6c dQng kh6ng cholinergic tai thU th6 muscarinic: mOt h6.i chung
dOc thAn kinh, bao gdm uc cne tnan kinh trung uong, c6c bi6u hiQn tdng c0 dOng c6p tinh, m6t d6ng van
vdr io thi, ngung th& cri kem vdi tic ilOng kh6ng muscarinic ngoqi bi6n. X& lf nhu trudng hqp qui li6u
thu6c an thin: tli6u tr! ning il0 trieu chr?ng tlch crJc v6 hQ tim mach vd he hO h5p.

Bu6n ng0 nhi6u: cin cin din ngudi bQnh ngoai tr0 tr6nh cic hoatdQng nhu l5i xe, di6u khi6n.m6y m6c
cho tOi khi h6t bu6n ngri ho{c Cnong mit do thu6c. Trfrnh drirng ct6ng thcri ruqu hoic cic thu6c r?c ch6
TKTW kh6c.

D6 gidm kich Ong da n€n d0ng thu6c b6i lop m6ng, ngung thu6c vir b5o cho thAy thu6c n6u xiy ra cdc
pndn ung hodc nhay cdm b6t thuong vdi 6nh s6ng m{[ troi. Trong truong hqp da co bOi thu6c phdi duqc
nla sach thu6c chua h5p thu.

Gdy ting bai ti6t, lqi ti6u, giy n6n, thu6c d6i khdrng flumazenil, lgc miu.
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