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Thanh phin: M&i tuyp 10g kem chira: Piu kién bdo quan: Noi khd thodng, nhiét df dudi ]I
Promethazin hydroclorid......200mg 30°C, trdnh énh sang. !
TAAUQE Viradl...eceevereeeenenn. 10g Khong dung thubc qua 30 ngay ké tirkhimendptuyp. |
Chi dinh - Chéng chi dinh - Lidu diing - céch diing - Cic Déxatim tayciatréem ]
thongtin khdc: Xem trong tér hurdmg din sir dung. Doc ki hwérng dn sir dung trwére khi ding. i
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Thanh phin: M&i tuyp 5g kem chira: Bigu kign bdo quan: Noi kho thoang, nhiét do l
Promethazin hydrodlorid...... 100mg durdi 30°C, trénh &nh sdng. !E
BE T (70 (ST Y [V E— 5g Khong ding thubc qua 30 ngay ké tirkhi mé |
Chi djnh - Chéing chi djnh - Ligu diing nép tuyp.
- Cach diing - Céc thang tin khic: DExatimtayciatréem l
Xem trong térhuréng din sir dung. Bocky huéng dén sir dung trurdre khi diing, i

MAU TUYP NHOM 5¢g

Promethazin xem
Promethazin hydrociorid 2% (KL/KL)
trong t4 dugc kem

2 CTv CP LIEN DOANH DUUC PHAM
) MEDIPHARCO TENAMYD BR 5.1.1

Promethazin crem
Promethazine hydrochloride 2% (W/W)
| in cream base

| ‘.Li___, MEDIPHARCD TENAMYD BH 1|
| Rl PHARMACEUTICAL JOONT STOCK JOINT VENTURE COMPANY

* S0 16 san xudt va han dung dugc dap chim G déy tuyp

Hué, ngay < thang ¥nam 2015
TONG GIAM BOC

}

¢

i



DUGC PHAR
MEOIPHARCO 1 TEREM YDA

"--—__--P"

LIEN DOANH \e\\

MAU TG HUGNG DAN SPBER

AN PROMETHAZIN
VoA Kem boi da

CQIIG]‘HUC MBGi tuyp kem cé chira:
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f '*Ir Thanh phan Hamlwgng
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ﬂmethazm hydroclorid 100mg 200mg

Ta dugc: Afcol Cet\rllc acld Steanc, Lanolin, Propylen glycol,

Methyl paraben, tinh ddu Lavender, Triethanolamin, Nudc tinh
~ khiftviradid ltuyp

CHIDINH:
Kem Promethazin dugce ding dé diéu tri cac chirng ngira, kich
(rng ngoaida nhu: Ngira sdn, may day, cén trung dot.
LIEU LUQNG VACACHDUNG:
B6ithudcthanh Iép méng trén da bibénh, 3- 4 lin moi ngay
CHONG CHIBINH:
-M&n cdmvéithanh phin cla thudc.
-Tré dudi 2 tudi.
THAN TRONG:
- Chi b6i ngoai da, néu cé hién trgng khang dung nap tai chd,
phainglrng digu trj.
- Promethazin cling can sir dung than trong cho cac ngudi dgng
kinh hodc tim mach néng, suy gan hodcsuy tdy.
- Can chi y dén sy nhay cam bat thurang nao voi anh sang mat
trévi khislr dyng thudic. Ngirng thuGic néu can
PHY N CO THAIVADANG CHO CON BU:
Phynircé thai:
Chira xac dinh dugec tinh an toan khi sir dung Promethazin cho
phuy ni¥ mang thai. Vi vy chi nén ding promethazin cho ngudico
thai khi ma lgi ich digu tri xdc dang han nguy co co thé xay racho
thai nhi.
Phynirdangchoconbi:
Chura xac dinh dugc tinh an toan déi véi ngudi me cho con bu,
nén cin thin trong khi ding cho ngudi dang che con bu vi nguy
co'tac dyng khdng mong mudn cd thé xay ra &rtré,
Céc thudic khdng histamin c6 th& irc ché tiét sira do tac dung
khang cholinergic.
LAI XE VA VAN HANH MAY MOC:
Can chi y khi ding thudc cho ngudi dang [3i xe va van hanh may
mécvipromethazin cé tinhan than.
TUONGTACTHUGC:
Véri dang diing ngoai da, Promethazin khéng co tuong tac nao
dang ké ddi véi cac thudc khac.
TACDYNG KHONG MONG MUGBN:
Cac tic dyng khéng mong mudn c6 thé xay ra khi sir dung kem
bdida promethazin bao gdm:
-Banda, man cam véri anh sang, viemda djirng, vang da.
- Ngti ga, nhin m& c6 thé xy ra néu thuéc dugc hap thu vao tuan
hean chung.
- Néu ding truryng dién s& ting nguy co gy sdu rang do miéng bj
khd.
Théng bao cho bac s§ nhirng tac dung khéng mong mudn gap
phai khi sir dung thudc.
CACPACTINHDUQCHOQC:
Durgre lychge:
Promethazin |3 din chit phenothiazin co cdu tric khac cac
phenothiazin chéng loan tdm than & mach nhanh phu va khang
¢6 thay thé & vong. Ngudi ta cho réing cdu hinh nay lam thudc
giadm tac dung dopaminergic & than kinh trung uvong (chi con
bing 1/10 téc dyng cla clopromazin). Promethazin cé tac dung
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khang histamin va an than manh. Tuy vy, thudc cling 6 thé kich
thich hodc e ché mét cach nghich ly hé than kinh trung vong.
Ufc ché than kinh trung vong, biéu hién bang an than, [a phé bién
khi diing thudic véi ligu digu tri dé khang histamin.

Promethazin |a thudc chen thy thé H1 do tranh chdp voi
histamin & cac v tri cla thy thé H1 trén cac té bao tac dong,
nhung khéing ngan can giai phéng histamin, do d6 thudc chingan
chan nhirng phan (rng do histamin tao ra. Promethazin déi
khang & nhirng murc d§ khac nhau, vdi hdu hét, nhung khong
phai tat ca, cac tac dung dugc |y cla histamin, ké ca may day,
ngtra, Ngoai ra, tac dung khéng chalinergic clia hdu hét cac thuéc
khang histamin con gdy khd miiva nigm mac miéng,
Promethazin va phan ldn cdc thudc khang histamin di qua hang
rac mau - nio, gay tac dyng an thdn do (c ché histamin N-
methyltransferase va chen cac thy thé histamin trung rong. Bay
I3 mét nguy cor d3c biét cho cac tré nhd, vi cac thudc khang
histamin dd durgc chirng minh gdy tlf vong do ngirng thd khingu.
Sur déikhang & cac v tri thy thé khac cda hé TKTU, thidy nhu cia
seratonin, acetylcholin ciing cé thé xdy ra. Ngudti ta cho ring cac
phenothiazin gidn ti€p lam giam kich thich tdi hé thong ludi cia
thanndo.

Promethazin co tinh khang cholinergic, ngan chign dap tng voi
acetylcholin théng qua thy thé muscarinic.

Promethazin va cac phenothiazin khac co tac dung chen alpha -
adrenergic, gay nguy co hg huyétapthé dirng.

Durgredgng hoc

Pramethazin duge hdp thu tdt qua dudng tiéu hoa va & it
tiém. Nang do thudc trong huyét tuong can dé co tac dung
khang histamin va tac dyng an than con chua dugc biét rd. Tac
dung khang histamin cd thé kéo dai tdi 12 gier hodc lau hon, con
tac dyng an than co thé duy tri tir 2 dén 8 git tuy theo ligu va
dudongding.

Ty l& lign két vri protein huy&t trang tir 76 dén 93%. Thudc dugc
phén bé réng rdi tot cdc mé cla co thé. Mac db néng d§ trong
n3o c6 thdp hon so véi cac bd phdn khac, nhung van caa hon
nang do trong huyét tuong. Thudc dé dang qua nhau thai. Chira
16 thufc co phdn bd trong sira me khdng.

Promethazin chuyén hoa manh & gan cho san pham chd yéu 13
premethazin sulphoxid va cd N - demethy! promethazin. Thudc
thai trir qua nuwdc tidu va phan, phan lén & dang promethazin
sulphoxid va dang glucuranid.

QUALIEU VACACH XU LY:

Vi thudc str dung ngoai da nén vige sir dung qua ligu hiém khixéy
ra.

Triéu chirng: Chi yéu |3 tac dung khang chelinergic & trung
wong, rcché TKTU va con dgng kinh.

Didu tri dgng kinh: Tigm tinh mach diazepam 5 - 10 mg (tré em 7
0,1 - 0,2 mg/kg). Trrong hop rat nang s& xudt hién cac trigu : 1
chirng khang cholinergic & TKTU nhu trang thai kich thich, ao |
giac, co thé dieu trj bang physostigmin tiém tinh mach 1- 2 mg | |
(tré em 0,02 - 0,04 mg/kg), thudc durgc tiém tir tir nham xac dinh ! !
litu dung cba thude. Co thé tiém nhic lai sau 30 - 60 phut. Phai Y 4
chuin bi siin sang atropin dé dung trong trrdng hop qua ligu iy
physostigmin. | -
L& KHUYEN CAO:
Déxatamtayclatréem, 'L[f"’ Z
Pocky hwdng dan sirdung trirdre khi ding. L /
Né&u can thém thdng tin xin hoi y kién bac sy. fi 8
PIEUKIEN BAO QUAN:

Dé noi kha thoang, nhidt dé dudi 30°C, tranh anh séng.

QUICACH DONG GOI: Tuyp 5g. Tuyp 10g. Hop 1 tuyp. :
HANDUNG: 36thangkétir ngay sanxuat.

Khéing st dung thubc qua 30 ngay ké tirkhimé ndp tuyp.

N shn xut:
CTCP LIEN DOANH DUGC PHIM MEDIPHARCO TENAMYD B8R s.r.|
8 Nouyén Trugng To-P. Phudc Vinh-Tp Hug-Tinh 1T Hud
Tel: 054. 3611870 - 3822704 * Fax: 054 3826077

Hhi phin phi
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