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Phenergan 9
For cutaneous use. -
(%)

Composition: Each tube 10 g contains:
Promethazine 0.2g
EXCIDIONtS .......ciimssssisssssssssssssssasss q.s.p.10g

Indications: itching, prurigo, insect bites, X-r
induced skin irritation.
D dministration, contr:

=
and oather information: see leaflet. \\k
N

Z353®
£ £::23 | Phenergan
s * &3 | promethazine
g *2
- ‘g Kem 2% / Cream 2%
: S | Hop 1tuyp 10 g/ Box of 1 tube 10 g
SANOFI\J
© ']
|

Phenergan

Thanh phan: Méi tuyp 10 g chira:
Promethazin 0,2g
T8 PO 55u50ssssssansssnssonsans v.d.10g

Thuéc dung ngoai. Dung thoa da.

Chi dinh: ngira, ngira s&n, con trung dét, kich ing da
do tia X.

Lidu dung, cach dung, chéng chi dinh va cac théng
tin khac: d& nghi xem trong t& hwéng dan sir dung
thubc kém theo.
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‘ Phenergan

promethazine

Kem 2% / Cream 2%
Tuyp 10 g/ tube 10 g

dung thoa da ES

for cutaneous use SANOFI vp

THANH PHAN / COMPOSITION

Méi tuyp 10 g chifa/ Each tube 10 g contains:

PIOMENBZIN oo 02g

Ta dugc / excipients .... vd./qsp.10g

San xuét tai: Manufactured by:

Cong Ty C6 Phén Sanofi Viét Nam Sanofi Vietnam Shareholding Company

L6 H8-2, Buing D8, Khu Cong nghé cao, Lot 8-2, D8 Road, Saigon Hi-Tech Park,

\}P&%ngThanhWMnQTu%M, ‘I.Aorﬂ\gﬂ\anhMyward, District 9, Ho Chi Minh city,
m. nam.
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PHENERGAN?®

Promethazin
Kem boéi da

Doc ky hwéng dan sir dung trwére khi ding.

Dé thubc xa tim tay tré em.

Thdng bao ngay cho bac si hodc dwoe si nhirng tac dung khéng mong muén gip phai khi s
dung thuéc.

THANH PHAN, HAM LU'QNG CUA THUOC

Cho tuyp 10 g chira:

Promethazin ... 0,2 g (2%)

Ta dwoc: acid stearic, cetostearyl alcohol (loai A), cholesterol, lanolin, triethanolamin, glycerin, methyl
parahydroxybenzoat, coumarin, tinh dau lavender, nwéc tinh khiét v.d 10 g.

MO TA SAN PHAM

Kem ddéng nhét, nhét, mau trdng hoac hdng nhat, mui lavender.
QUY CACH DONG GOI

Hop 1 tuyp chva 10 g kem.

THUOC DUNG CHO BENH Gi
Ngtra, nglra san, con trung dét, kich (rng da do tia X.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG

Dung thoa da. Béi thanh I&¢p méng, 3 — 4 1&n méi ngay.

KHI NAO KHONG NEN DUNG THUOC NAY

Mé&n cam v&i phenothiazin hodc véi bat ctr thanh phan nao cla thubce.

Bénh ngoai da do nhiém khuan hoac bi kich (ng.

Cham (eczema).

Céac tbn thwong chay nuwéc.

Tré em duwéi 2 tudi.

TAC DUNG KHONG MONG MUON

Nhu moi hoat chat, & mét s6 nguoi, thuéc co thé gay vai tac dung ngoai y. C6 thé gay mén cam & da
hodc nhay cdm v&i anh sang do di (rng v&i cac chat thanh phan khac nhau trong ché pham: promethazin,
lanolin, methyl parahydroxybenzoat...

Théng bdo cho béc si, duoc sT céc téc dung khéng mong muén gap phai khi s dung thudce.

NEN TRANH DUNG NHIPNG THUOC HOAC THU’C PHAM Gi KHI PANG SU DUNG THUOC NAY

Khi dung dang kem, thubc it ngdm vao co thé, nén it kha nang xay ra nhirng twong tac nhu da duoc bao
cdo gilra promethazin dang udng v&i cac thudc khac.

Dé tranh nhirng tong tac co thé co gitra nhiéu thudc, phai bao cho bac sT hodc dwoc s biét vé tat ca
cac thudc khac dang dung.

CAN LAM Gi KHI MOT LAN QUEN DUNG THUOC

Thoa da I&n ké tiép theo t& huéng dan s dung thudc da néu. Khéng co khuyén céo gi dic biét.

CAN BAO QUAN THUOC NAY NHU THE NAO

Bdo quén thubc & nhiét d6 khéng qua 30°C.

¢
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NHNG DAU HIEU VA TRIEU CHUPNG KHI DUNG THUOC QUA LIEU

Daoc tinh cla promethazin chd yeu trén tac doéng khang chollnerg|c tai thu thé muscarinic: mét hoi chirng
déc than kinh, bao gdm (rc ché than kinh trung wong, cac biéu hién tang clr déng cép tinh, mét ddng van
va &o thi, ngwng thé di kém voi tdc ddng khang muscarinic ngoai bién.

CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Trong treong hop da c6 boi thuéc phéi dwoc rira sach thuéc chuwa hép thu. Néu xuét hién cac trieu
chirng qua liéu can diéu trj triéu chirng va diéu tri nang d& tai mot don vi y té chuyén khoa.

Khi dung qué liéu khuyén cdo, hay lién hé ngay voi bac si hodc co sé y té gén nhét dé cTwoGXM m 4&7‘}1
nhé mang theo vé hp va céc tuyp thube con lai. y

NHNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY
-Lwuy =l e
+ Ngtra chi la mét triéu chirng. Trong moi tredng hep, can tim cho ra nguyén nhan dé dleq ‘trr ‘' .

+ Vi thubc c6 chra nhirng chét c6 tiém nang gay di (ng, can can nhic gitta nguy co co the Qap vg’r
nhirng lgi ich cla thube. A

+ Vi c6 méat promethazin, thuéc cé nguy co gay man cam da va nhay cam v&i anh sang. Tronﬁu’dng
hop di 'ng da dwgc chirng minh la do promethazin trong kem, c6 thé xay ra di r‘ng chéo sau khi ding
céc phenothiazin bang dwéng toan than.

- Than trong khi dung

+ Vi phenothiazin c6 tac dung gay nhay cam voi anh sang, tréanh phoi nang va tiép xuc v&i tia cwe tim
trong th&i gian diéu tri.

+ Khéng duwoc dung cac thubc khang histamin cho tré dé non hodc so sinh vi nhém nay thuong réat dé
nhay cam vé&i tac dung (rc ché hd hap va khang cholinergic & than kinh trung wong cla thubc.
Promethazin khéng nén dung cho tré em dwdi 2 tudi vi @6 an toan chwa dwoc kiém chirng.

+ Céc thuc nay cing tranh dung cho tré em c6 cac dau hiéu va biéu hién clia héi chirng Reye, dac biét
la khi dung liéu cao co thé gay ra cac triéu chirng ngoai thap dé 1an v&i dau hiéu than kinh trung wong
clia héi chirng nay, do d6 gay kho khan cho chén doan.

+ Nén nguwng s dung Phenergan it nhat 72 gi¢ trwdc khi thiee hién xét nghiém trén da.

C6 thai va nudi con bang sira me:

Cé thai

- Vé di tat (ba thang dau):

+ Khong co sé liéu dang tin cay vé tinh sinh quai thai cia promethazin trén dong vat.

+ Trén lam sang, cho dén nay viéc st dung promethazin trén mét sb han hep trwong hop thai nghén rd
rang khéng phat hién dwoc bat cir anh hwdng d&c biét nao gay di tat hodc doc cho thai.

+ D& than trong, nén tranh dung thudc nay trong ba thang dau thai ky.

- V& doc tinh cho thai (ba thang gitra va ba thang cudi):

+ Trén tré so sinh con clia cac ba me dwoc diéu tri dai han véi liéu cao thudc khang-histamin c6 tinh
khang-cholinergic, hiém thdy mé ta cac dau hiéu tiéu hoa lién quan véi tac dong giéng atropin clia
phenothiazin (trwéng bung, liét ruét phan su, cham thai phan su, khé cho bd, tim dap nhanh, rbi loan than
kinh...).

+ Néu can thiét chi co thé dung han ché véi liéu thp trong ba thang cudi thai ky, can theo ddi cac chirc
nang than kinh va tiéu hoa cla tré so sinh trong mét thoi gian.

Nuéi con bang sra me

Khi diing dang kem, thuéc it ngdm vao co thé, nén khéng c6 chéng chi dinh dung thuéc nay khi nudi con
bang sira me.

Nhw mét nguyén téc chung, trong thoi gian ¢6 thai va nuéi con bdng sira me, phai luén hdi y kién bac st
hodc duoc sTtrurde khi ding bét ky thuée gi.

Anh hwéng caa thubc déi v&i cong viéc

Khi dung thudc dang kem bai, thuéc it ngdm vao co thé, nén khéng c6 chéng chi dinh dung thuéc nay khi
lai xe va van hanh may méc.
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Néu co bét ky diéu gi con nghi ngd, héy xin y kién cta béc sT truée khi ding thuée nay.
KHI NAO CAN THAM VAN BAC SI, DUQC SI

Néu ban khéng chéc rang co bt ky v&n dé nao néu trén, hay xin y kién cla bac si hoac dwoc s trwde khi
dung Phenergan

Néu cén thém théng tin xin héi y kién bac si hodac dworc si.

HAN DUNG CUA THUOC

24 thang ké tir ngay san xuét. Khéng duoc ding thubc sau khi hét han dung.
TEN DIA CHi CO SO SAN XUAT

CONG TY CO PHAN SANOFI VIET NAM

L6 1-8-2, ducrng D8, Khu céng nghe cao, phucng Long Thanh My, Quan 9, Tp \ié‘," i Minh.

PHAN 2: HYONG DAN SU’ DUNG THUOC CHO CANBO Y TE

CAC DAC TiNH DUQ'C LIFC HOC, DUQ'C DONG HOC

Tinh chét dwoc Iwe hoc
Thuéc khang-histamin téng hop, cé tinh gay té tai chd.
ATC code: DO4A A10 (D: khoa da).

Promethazin, d&n chét clia phenothiazin, 1& mét thudc khang histamin co tac dong gay bubn ngl, khang
muscarinic va déi khang serotonln Promethazin hydroclorid dwoc dung dé lam gidm triéu chirng cac tinh
trang di trng bao gom nbi mé day, phu vi mach, va cac truéng hop ngtra & da. Promethazin co thé trc
ché than kinh trung wong qua tac dung an than khi dvoc dung voi liéu diéu tri khang histamin.
Promethazin cling cé tac dung chéng budn nén, va chong nén.

Promethazin la thuéc chen thu thé H, do tranh chap v&i histamin & cac vi tri cla thu thé H, trén cac té
bao tac dong, nhuwng khéng ngan can gidi phong histamin, do d6 thuéc chi ngén chan nhitng phan (ng
do histamin tao ra.

Tinh chit dwoc dong hoc

Promethazin dwoc hap thu tét sau khi dung theo dwong uéng hozc tiém bap, thubc déu bat Gau co tac
dung khang histamin va an than trong vong 20 phut. Tac dung khang histamin cé thé kéo dai t&i 12 giey
hoac lau hon, cdn tac dung an than co thé duy tri tir 2 dén 8 gid tuy theo liéu va duéng dung.

Ty & lién két voi protein huyét tvong tir 76 dén 93%. Thubc dwoc phan bé rong réi toi cac mé clia co
thé. Thuéc dé dang qua nhau thai.

Promethazin chuyén héa manh & gan cho san pham ch yéu la promethazin sulphoxid va ca N-demethy/!
promethazin, cac chat nay duoc thai trir qua nwéc tiéu va phan.

Khi dung dang kem béi da, promethazin duoc hap thu cham qua da. Thu{)c chi tich Ity nhe trong co thé.
Ti 1& ngam vao co thé clia dang kem rat thap, chi @G dé co tac dung tai ché.

CHi DINH

Ngtra, nglra san, con trung dét, kich (rng da do tia X.

LIEU DUNG VA CACH DUNG

Duing thoa da. Béi thanh I&p méng, 3 — 4 1an mai ngay.

CHONG CHi DINH

- Man cam v&i phenothiazin hodc véi bat cir thanh phan nao cla thube.

- Bénh ngoai da do nhiém khuan hoac bi kich tng.

- Cham (eczema).

- Céc tén throng chay nuwéc.

- Tré em dudi 2 tudi.
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THAN TRONG KHI DUNG THUOC
Lwuy

- Ngtra chi la mét triéu chirng. Trong moi trwéng hop, can tim cho ra nguyén nhan dé diéu tri.

- Vi thubc c6 chira nhirng chét c6 tiém nang gay di trng, can can nh&c gitra nguy co co thé gap voi
nhirng lgi ich cla thuéc.

- Vi co mat promethazin, thuéc c6 nguy co gady man cam da va nhay cam v&i anh sang. Trong treéng
hop di &ng da dwoc chirng minh & do promethazin trong kem, c6 thé xay ra di (rng chéo sau khi
dung cac phenothiazin béng dwéng toan than.

Than trong khi diing

Vi phenothlazm c6 tac dung gay nhay cdm véi anh sang, tranh phoi nang va tiép xuc veéi tia cwc tim trong
th&i gian diéu tri.

Khéng dwoc dung cac thuée khang histamin cho tré dé non hodc so sinh vi nhém nay thuong rat dé
nhay cam v&i tac dung rc ché hé hdp va khang cholinergic & than kinh trung wong cla thudc.
Promethazin khdng nén dung cho tré em dwdi 2 tudi vi @6 an toan chwa dwoc kiém chirng.

Céac thuébe nay cling tranh dung cho tré em cé cac du hiéu va biéu hién cla hdi chirng Reye, dac biét Ia
khi dung liéu cao cé thé gay ra cac triéu chung ngoai thap dé 1an v&i d4u hiéu than kinh tru “PONG-EL
héi chirng nay, do dé gay khoé khan cho chan doan. b 8

Nén ngwng s dung Phenergan it nhat 72 gié trwée khi thire hién xét nghiém trén da. /g,

Phu ni¥ ¢6 thai va nudi con bing sira me (b[
Cé thai "
Vé di tat (ba thang dau):

- Khéng c6 sb liéu dang tin cay vé tinh sinh quai thai cia promethazin trén dong vat.

- Trén lam sang, cho dén nay viéc st dung promethazin trén mét sé han hep truéng ho'p thal ngﬁ r
rang khéng phat hién dwoc bat cir anh hwwéng d&c biét nao gay di tat hoac ddc cho thai.

- Dé& than trong, nén tranh dung thuéc nay trong ba thang dau thai ky.

Vé doc tinh cho thai (ba thang giira va ba thang cuéi):

- Trén tré so sinh con clia cac ba me dwoc diéu tri dai han véi liéu cao thube khang- -histamin c6 tinh
khang-cholinergic, hiém thdy mé ta cac dau hiéu tiéu hoa lién quan véi tac dong giéng atropin cua

phenothiazin (trwdng bung, liét ruét phan su, cham thai phan su, kho cho bu, tim dap nhanh, roi loan
than kinh...).

Néu can thiét chi co thé dung han ché vai liéu thap trong ba thang cudi thai ky, can theo déi cac chirc
nang than kinh va tiéu hoa cla tré so sinh trong mét thoi gian.

Nuéi con bang sira me

Khi dung dang kem, thudc it ngdm vao co thé, nén khong cé chéng chi dinh dung thudc nay khi nuéi con
bang sira me.

Anh hwéng cua thubc déi véi cong viéc

Khi dung dang kem, thuéc it ngdm vao co thé, nén khéng co chéng chi dinh dung thuéc nay khi lai xe va
van hanh may maéc.

TUONG TAC CUA THUOC V&I CAC THUOC KHAC VA CAC LOAI TWONG TAC KHAC

Khi dung dang kem, thudc it ngdm vao co thé, nén it kha nang xay ra nhirng twong tac thuée. Tuy vay,
kha nang xay ra twong tac da dwoc bao cao vdi cac dang khac clia promethazin, nén khéng thé loai trir
xay ra twong tac khi boéi ngoai da véi dién réng hodc str dung trong thoi gian dai.

TAC DUNG KHONG MONG MUON (ADR)

Nhw moi hoat chat, & mot sd ngui, thube céd thé gay vai tac dung ngoai y. Cé thé gay man cam & da
hodc nhay cadm véi anh sang do di rng v&i cac chét thanh phan khac nhau trong ché pham: promethazin,
lanolin, methyl parahydroxybenzoat...
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ADR phé bién nhét clia promethazin la tac dung an than qua manh, gay ngd, 1t 1an hodc méat phwong
hwdng, phan (rng ngoai thap, khé miéng, nhin me.

ADR cuia promethazin cé thé khac nhau vé tan suét va mec do nghiém trong tuy theo tirng ngudi bénh.
Céc tac dung nay néi chung thweng biéu hién & than kinh trung wong (TKTW).
Thwdng gap, ADR > 1/100

Than kinh: Ngt ga, nhin mo.

Da: Ban.

Khac: Niém dich quanh dac.
it gap, 1/1 000 < ADR < 1/100

Than kinh: Chéng mat, mét mai, U tai, mét phdi hop, nhin dai, mat ngd, run, con dong Klﬁh
hysteria.

Tim mach: Nhip tim nhanh hodc nhip tim cham.
Buong tiéu hoa: Khd miéng hodc cb hong (thuong gap hon & nguei cao tudi). Budn nén, nén
(thwéng gap trong phau thuat hodc trong diéu tri két hop thuoc).
Hiém g&p, ADR < 1/1 000
Thén kinh: Mat phwong hwéng, mét kiém soat dong tac, Iu Ian, tiéu tién bubt (thu’é’ng gap hon &

ngudi cao tudi), &c méng, kich déng bét thuwéng, bon chon khong yén (thwdng gap & tré em va nguoi
cao tudi). Phan ung ngoai thap nhu con xoay mét, veo cd, the ludi (dung liéu cao)

Mau: Gidm bach cau, gidm tiéu cau, gidm bach cau hat.

Da: Man ca&m véi anh sang, viém da di (rng, vang da.

Rang: Néu dung tredng dién sé tang nguy co gay sau rang do miéng bi kho.
QUA LIEU VA CACH XU TRi

Dbéc tinh cua promethazm chu yeu trén tac déng khang chohnerglc tai thu thé muscarinic: mét hoi chirng
doc than kinh, bao gdm trc ché than kinh trung wong, cac biéu hién tang cr déng cép tinh, mét déng van
va go thi, ngung thé di kem v&i tac dong khang muscarlnlc ngoai bién. X ly nhuw treong hop qua liéu
thuéc an than: didu tri nang d& triéu chirng tich cuc vé hé tim mach va hé ho hép.

Budn ngl nhiéu: can c&n dan ngudi bénh ngoai trt tranh cac hoat doéng nhu lai xe, diéu khién méy maoc
cho t&i khi hét budn ngl hodc chéng mét do thubc. Tranh dung déng thoi reou hodc cac thuéc rc ché
TKTW khac.

Dé gidm kich ng da nén dung thudc bdi I6p mdng, ngwng thuéc va bo cho thay thubc néu xay ra cac
phan trng ho&c nhay cam bét thuwéng véi anh sang mat troi. Trong trwéng hop da cé boi thubc phai dwoc

k|ch thl;:h \
Ao/

rira sach thudc chua hap thu. E‘.x
Gay tang bai tiét, loi tiéu, gay nén, thuéc dbi khang flumazenil, loc mau. X %
&, Sl N ' > ;'i
/ o 1 *}
,‘: Z . :’i

TUQ CUC TRUONG
PTRUSNG PHONG

,/lgzué/wz Chi Chu %/5«}/
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