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Rx: Thube nay chi dung theo don thudc

DIPHEN-BFS

ydramin hydroclorid 10 mg/ml
é xa tam tay tré em

dén sir dung trwde khi ding
Thanh phin
Thanh phdn hoat\

Théanh phan td dicoc: Natri hydroxid 10%, acid hydrocloric 10%, nudc cht pha tiém vira du.
Dang bao ché: Dung dich tiém

M3 ti: Dung dich trong sudt, khéng mau

pH: 3,0-7.0

Chi dinh

DIPHEN-BFS dugc chi dinh trong céc truomg hop sir dung duong uéng diphenhydramin
hydroclorid khéng c6 hiéu qua, bao gbm:

Khang histamin

Cai thién céc phan tmg di img trong choang phan vé véi vai tro h trg adrenalin va céc thude
diéu tri phan vé chudn khac sau khi cdc triéu chimg cdp tinh dugc kiém soat.

Céc bénh di tmg khong bién chimg thé cp tinh, khi khong thé ding hozc chéng chi dinh dbi
v6i durdng udng nhur mé day, ngira do cac bénh ngoai da (eczema, viém da), di tmg phén hoa
(hay fever), viém miii di img, viém miii vin mach, viém miii crflp.

Say tau xe

Diéu trj tich cyc trong cdc trudng hop say tau xe

Parkinson

Diéu tri bénh Parkinson & ngudi cao tudi, khi khong thé dung hodc chéng chi dinh déi véi
duong ubng, trong cac truomg hop bénh nhan khong dung nap véi céce thude khac, céc trudong
hop nhe ciia bénh Parkinson & céc nhém tudi khac va cac trirong hop c6 ding kém cac thude
khang cholinergic trén than kinh trung wong.

Liéu diing va cich diing

Liéu dung

Liéu dung nén duoc c4 thé hoa tiy theo mirc do cén thiét va dap tmg clia bénh nhén.

- Tré em (khéng bao gdm tré sinh non, tré so sinh): 5§ mg/kg/24 gior hodc 150 mg/m?/24 gio.
Liéu dung t6i da 1 ngay 1a 300 mg. Chia thanh 4 liéu, tiém tinh mach véi téc d6 khong vuot
qua 25 mg/phat hodc tiém séu trong co.

- Ngui 16m: 10-50 mg, tiém tinh mach véi tc do khong vuot qua 25 mg/phiit hogc tiém sau
trong co. Cé thé 1én dén 100 mg néu cén thiét. Liéu ding tbi da 1 ngay 12 400 mg,

Cdch dimg

Chi dung dudng tiém tinh mach hoc tiém bip.

Cén kiém tra lo thudc phai trong va khong déi mau truée khi diing.
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Chéng chi dinh

- Tré sinh non, tré so sinh

- Phu nit cho con bu: Do nguy co cao cta cac thude khang histamin gay ra trén tré so sinh, tré
sinh non, tré nho, chéng chi dinh dung cac thudc khang histamin trén phu nir cho con b,

- Sir dung nhu thude gay té tai chd: Do nguy co gdy hoai tir tai chd.

- Qua min véi diphenhydramin hydroclorid va céc thudc khang histamin khéc cé céu tric
tuong tu.

Cinh bdo va thin trong khi dung thuéc

Cinh bdo

Thén trong sir dung cac thuc khang histamin trén cic bénh nhén bj glocom goc hep. loét da
day ¢6 hep mon vi, tic nghén Pyloroduodenal, cac triéu chimg ciia 181 loan tuyén tién lidt hoic
tic nghén cb bang quang. Hoai tir tai chd ¢é lién quan téi viéc sir dung diphenhydramin duéng
tiém linh mach hodc tiém dudi da.

Trén tré em

Trén tré em, khi sir dung qua liéu cac thubc khang histamin c6 thé gay ra ao gidc, co giat hoic
tir vong. Gidng véi trén nguoi 16m, cac thude khang histamin c6 thé lam giam sy tinh téo vé
tinh than trén bénh nhén tré em. Trén céc bénh nhan nho tudi, cé thé gay ra céac tac dong kich
thich.

Trén nguoi cao tuoi (tir 60 tuéi tro lén)

Céc thube khang histamin ¢6 nhidu kha ning gdy ra chéng mit, gdy ngu va ha huyét p & bénh
nhén cao tubi.

Than trong

Diphenhydramin hydroclorid cé téc dong gidng véi atropin, do d6, nén than trong khi ding
thuée trén cac bénh nhén c6 tién sir hen phé quan, ting nhdn ap, cudng giap, mic bénh tim
mach hodc tang huyét ap. Than trong khi sir dung thude trén cac bénh nhan méac bénh duong
ho hzip dudi, bao gbm ca hen phé quan.

Sir dung thudc cho phu nir ¢6 thai va cho con bi

St dung thuéc cho phu nit cé thai

Céc nghién ctru vé sinh san da duoc tién hanh trén chudt va tho & mire lidu gdp 5 14n so véi lidu
dung trén nguoi va khong cho thiy bang chimg vé viéc giam kha nang sinh san hozc gy hai cho
thai nhi do diphenhydramin hydroclorid. Tuy nhién, chua c6 dir liéu nghién ciru déy du va duoc
kiém soat tdt trén phu nit c6 thai. Do két qua ciia cac nghién ciru vé sinh san trén dong vét khéng
thé dung dé dy dodn dép tmg ctia thude trén ngudi, chi nén sir dung thude nay trén phu ni ¢6 thai
khi that can thiét.

Sir dung thuéc cho phu nit cho con bii

Khong str dung thubc trén phu nit cho con bi néu khong tranh khoi viéc cho én qua b me.

Anh hwimg dén kha ning 13i xe va vin hanh may méc

Nhimg bénh nhan sir dung diphenhydramin hydroclorid nén duge khuyén ring thude cé thé
gy budn ngii va céc tac dung hiép déng voi con.

Bénh nhan nén dugc canh béo vé viéc tham gia céc hoat dong can tinh than tinh tédo nhu 14i xe,
van hanh may méc khi sir dung thube.
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Twong tic, twong Ky, cia thube

Diphenhydramin hydroclorid c6 tac dung hiép déng véi con va céc chét (rc ché hé thin kinh
trung wong (thubc ngu, thube an than).

Céc thude chdng trdm cam IMAO gdy kéo dai va ting cudng téc dung khang cholinergic cua
céc thude khang histamin (gay kho).

Tic dung khéng mong muén ciia thude

Bang tém tat cac phan img c6 hai dugce phan nhém theo tan suat: rat thuong gap (ADR > 1/10),
thuémg gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/1000 < ADR
< 1/10000) va rat hiém gip (ADR < 1/10000) va tan xuét khong xac dinh

1€ co quan Tén suét Tic dyng khéng mong mudn
. Ngu ga tir nhe dén vira, nhure dau, mét moi,
s i o o Thuong gap : P
Roi loaj hé than kinh trung tinh trang kich dong
wong ft gip An thi;l,n, chéng mit, kich thich, mat ngu,
trdm cam
Réi loan ho hip Thuimg gap Dich t’iét pl:é CII'JEID c’lﬁ:c hor'a
It gap Co that phé quan, chay mau cam
Buon noén, noén, tiéu chay, tao bon, dau
Réi loan tiéu hoa Thudng gip bung, kho miéng, dn ngon miéng hon, ting
can, kho niém mac
Roi loan tim mach It gap Giam huyét ap, danh trong nguc, phu
Roi loan & da It gap Man cam véi anh sang, ban, phti mach
Roi loan sinh dyc-tiét niéu | It gap Bi tiéu
Rai loan vé gan It gap Viém gan
Ri loan than kinh — co, ) .
it gap Pau co, di cam, run
xuong
Réi loan vé mit it gap Nhin mé

Théng bdo cho bdc si nhitng tic dung khéng mong muon gap phai khi sic dung thuoc
Qui liéu va cach xir tri
Céc phéan tmg qua lidu thude khéng histamin ¢6 thé khéc nhau tir trc ché téi hoat hoa hé than
kinh trung wong. Pac biét, tac dung kich thich co thé xay ra trén tré em. Cac déu hiéu va triéu
chimg gidng nhu cta atropin; kh miéng; bt dong, gidn dong tir, d6 bimg; va céc déu hiéu
trén tiéu hoa co thé xay ra.
Khong nén ding céc chat kich thich.
C6 thé dung céc thude 1am ting huyét ap dé diéu trj ha huyét ap.
DPic tinh dwge lwe hoe
Nhém duge ly: Thube khéng histamin H,
Ma ATC: RO6AA02
Diphenhydramin hydroclorid la thube khang histamin c6 tac dung khang cholinergic va an
than. Diphenhydramin hydroclorid canh tranh véi histamin & thu thé histamine Hj, tir d6 ngin
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can téc dung cta histamin, tac nhin giy ra céc biéu hién di img dic trung & dudng ho hép (ho),
miii (ngat mii, 0 mii), da (ban do, ngtra).

Pic tinh duge djng hoe

Diphenhydramin hydroclorid dudng tiém c6 thoi gian khoi phat tic dung nhanh.
Diphenhydramin hydroclorid phén bd rdng khap cic mé va co quan trong co thé, bao gdm ca
hé than kinh trung wong. Phén lém thube duoc chuyén héa qua gan, co mot ty I¢ nho thudc thai
trir qua nude tidu & dang nguyén ven. Théng tin chi tiét vé& dugc dong hoc ctia diphenhydramin
hydroclorid duong tiém hién chua rd rang.

Quy cach dong goi:

Ong nhwa 1wl

Hop 5 éng nhua, 10 éng nhya, 25 6ng nhua, 50 6ng nhua, 100 éng nhua.

Bao quan: Bao quan trong bao bi kin, trdanh Am, trdnh dnh sdng, nhiét dé dudi 30°C.

Han dung: 24 thang ké tir ngay san xuét,

Tiéu chudn chit lwgng: TCCS

\ % A
Nha san xuét

) cPCIHN
Cong ty c6 phan dwge pham CPC1 Ha Nji
Cum cong nghiép Ha Binh Phuong, xa Van Binh, huyén Thuong Tin, thanh ph('") Ha Noi



