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77 ACEDEXPHEN® 25
" Diphenhydramin hydroclorid

Pé xa tdm tay 1rg Feﬁ@]@ 14 I//}

Boc ky huéng déal‘i\iwjml}&ﬁl ding

Thong bdo ngay chm -sj-tiodc duge sy nhiing tdc dung khdng mong mudn gdp phai khi sit
dung thudc

g/ /

JP— W

PHAN 1. HUGNG DAN SU' DUNG THUGC CHO NGUGI BENH
1. THANH PHAN, HAM LUGNG CUA THUOC: M3i vién nén bao phim cha:
Hoat chat: Diphenhydramin hydroclorid.....................25 mg
T4 dugc: Dicalci hydrophosphat khan, cellulose vi tinh thé (Avicel 102), croscarmellose natri, magnesi
stearat, colorcoat FCAW-K (white), ponceau 4R lake.
- 2. MO TA SAN PHAM:
Vién nén bao phim, hinh tron, mau héng, hai mat vién tron va I6i, canh va thanh vién lanh I3n.
3. QUY CACH DONG GOI: '
HOp 3 vi x 10 vién nén bao phim
HOp 10 vi x 10 vién nén bao phim
4. THUOC DUNG CHO BENH Gi:
ACEDEXPHEN dugc ding dé:
e Gidm nhe cdc triéu ching di Gng, bao gém dj ng mii va bénh da dj tng
e H0 trg gidc ngll ban dém M/
 Diéu trj tam thdi ho va cam lanh
« Ch6ng ndn va phong say tau xe
e Diu tri cdc phadn (ng loan truong luc do phenothiazin
w 5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Cdch ding:
Diing dudng udng.
Co thé udng ACEDEXPHEN ciing vdi thitc 4n, nudc hodc sia dé lam gidm kich iing da day. Khi ding
ACEDEXPHEN dé dy phong say tau xe, cdn phai ufng it nhdt 30 phit, va tot hon 1a 1-2 gio trudc khi
di tau xe.
Liéu ding:
Naudi 16n va trd em trén 12 tudi:
- Viém mii dj tng, cdm lanh, chdng nén, chong mat: 25-50 mg 4-6 gid mot 1an.
- Trj ho: 25 mg 4-6 gid mot 14n. Ty diéu tri khdng vugt qua 150 mg/24 gid.
- Chdng loan truong lyc co (do bénh Parkinson hodc cdc phdn dng ngoai thdp do thudc): udng 25 mg
3 14n mdi ngay khi bit ddu diéu tri, sau d6 c6 thé tang dén lidu t6i 50 mg 4 1dn mbi ngay.
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- An thdn, gdy ngli: mdi I&n ung 50 mg 20-30 phit tru6c khi di ngl. Khdng nén udng kéo dai qud 7-
10 dém.

Gidi han k& don thdng thubng cho ngudi I6n: t6i da 300 mg/ngay.

Tré em dubi 12 tui: Khong khuy&n cdo sif dung.

Ngudi cao tudi: 25 mg, 2 -3 Idn mdi ngay, ting ddn néu cin.

Nqudi suy than: Can tang khodng céch dung thudc. Tham vin béc sy trutc khi dung.

6. KHI NAO KHONG NEN DUNG THUGC NAY:

Khong diing ACEDEXPHEN néu:

- Ban man cam v6i diphenhydramin hodc bat cif thanh phin ndo clia thudc.

- Ban mén cdm véi céc thudc khang histamin khéc.

- Ban c6 hen cdp tinh,

- Tré sd sinh va tré dé non.

- Ban dang cho con ba.

7. TAC DUNG KHONG MONG MUON:

T4c dung khong mong muGn hay gdp nhét 1a gdy bubn ngl. Céc tic dung khdng mong mubn vé tiéu
héa co ti 18 thdp hon. C6 thé 1am gidm nhe phdn 16n cdc ADR béng cach gidm liéu diphenhydramin
hoic ding thudc khdng histamin khdc. C6 thé lam gidm céc triéu ching vé tidu héa bing cich ubng
thudc trong bifa dn hodc véi siia.

Thudng gdp, (hon 1 trén 100 nguoi ding):
Hé thdn kinh trung uong: Ngii ga tif nhe d&n vifa, nhiic ddu, mét moi, tinh trang kich ddng.
H6 hdp: Dich tiét ph& quan ddc hon.
Tiéu héa: Bubn nbn, ndn, fa chay, tdo bon;, dau bung, khé miéng, @n ngon miéng hon, ting
can, khé niém mac.

It gap, (han 1 trén 1000 ngudi ding):
Tim mach: Gidm huyét dp, danh tréng nguc, phu.
Hé than kinh trung uong: An thdn, chdng mét, kich thich nghich thudng, mat ngd, trdm cam.
Da: Man cdm véi dnh sang, ban, phii mach.
Sinh duc-Nigu: Bi déi.
Gan: Viém gan.

Thén kinh — cd, xuong: Dau co, dj cdm, run. 1&/

Mét: nhin md.

Ho hap: Co thit ph& quan, chdy mau cam.
Thong bdo ngay cho béc sy hodc dugc sy nhiing tdc dung khong mong mudn gdp phdi khi sif dung
thudc. )
8. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI BANG SU' DUNG THUGC NAY:
Tham vdn y kién bac s§ trudc khi dung ACEDEXPHEN néu ban dang sii dung mdt trong céc loai

thudc hodc thuc phdm sau:
e Thudc tic ché hé thdn kinh trung uong (nhu barbiturat, thudc an thdn va rugu).

e Thudc tc ch& monoamin oxysade (IMAD).
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9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:
NEu ban quén dung thudc, ding nd ngay khi ban nhd. NEu thdi gian gén téi liéu k& tigp, thi hay bo
qua liéu bi quén va ding liu k& ti€p theo k& hoach binh thuting. Khdng nén g&p doi liéu ding.
10. CAN BAO QUAN THUGC NAY NHU THE NAO:
G nhiét do dudi 30°C, noi kho rdo, tranh dnh sang.
11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
St dung qua liéu ACEDEXPHEN c6 thé gay c4c triéu ching clia dc ché hé thin kinh trung uong nhu
mat diéu hoa, chéng mit, co giat, dc ché hd hap.
12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:
N&u ban diing ACEDEXPHEN qu4 li€u khuy&n cdo thi ban cdn phéi:
» Thdng bdo ngay cho béc sy hodc dén bénh vién gdn nhat.
 Nh& mang theo nhan thudc hodc ligng thuSc con lai dé béc s¥ biét thusc ma ban da ding.
13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Diphenhydramin ¢6 tic dung gdy bubn ngil c6 thé gidm sy tinh tdo.
Khéng nén ding thic udng ¢6 cbn trong thdi gian dung thudc vi tdc dung lam ting dc ché& hé thin
kinh trung uong.

Tham khéo y ki€n béc s¥ trudc khi st dung néu:
e Ban c6 cdc bénh phi dai tuyén tién liét, tic bang quang, hep mdn vi.
e Ban c6 bénh nhugc co, glécdm gdc dong.
« Ban I ngudi cao tudi.
Thudc nay c6 chia:
[Ponceau 4R lake], c6 thé gay phdn (ng dj ing.
Thoi ky mang thai: Tham khéo y kign béc sy trudc khi st dung néu ban dang mang thai.
Thoi ky cho con bi: Tham khdo y ki€n bac s§ trudc khi sit dung néu ban dang cho con bi.
Anh hudng cia thudc déi vdi cong viéc:
ACEDEXPHEN cd thé gdy bubn ngli nén 1am gidm su tinh tio. Khong nén lai xe, vdn hanh mdy méc,
lam viéc trén cao va cac cdng viéc khdc cho d&n khi ban biét anh hubng clia thudc I&n co thé.
14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:
Trong trudng hop qué liéu hodc tic dung khdng mong mudn.
Khi dang diing thudc khac hofic mdt loai thyc phdm.
N&u cdn thém thdng tin xin hdi § kién bac sy hodc dugc sy.
15. HAN DUNG CUA THUOC: 36 thang ké tif ngdy san xudt. Khong dung thudc khi qua han ding.
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PHAN I1. HUGNG DAN SU DUNG THUGC CHO CAN B0 Y TE
1. DUGC LUC HOC:
Nhém duge Iy: Thubc khdng histamin, thusc d6i khang thy thé histamin Hs.

Ma ATC: RO6A A02
Diphenhydramin 1a mdt thudc khdng histamin Hy, thé hé thit nhat, thudc nhém din xuat ethanolamin.

Diphenhydramin canh tranh véi histamin & thy thé histamin Hy va do d6 ngdn cin tic dung clia
histamin, tdc nhan gdy ra cdc biéu hién dj ng dc trung & dudng hd hdp (ho), mii (ngat mii, s6
mii), da (ban do, ngta). Diphenhydramin con c¢6 tdc dung gdy ngll va khdng cholinergic manh.
Diphenhydramin dugc dung dé phong va diéu trj budn n6n, ndn, chéng mit do say tiu xe mot phdn
do tinh chat khdng cholinergic va tic ché hé thdn kinh trung uong clia thudc. Do tinh chédt khang
muscarin, diphenhydramin dugc ding don doc hodc phdi hop véi cdc thudc chéng Parkinson khac dé
diéu trj sém ching run trong hoi ching Parkinson va thudc cling c6 thé c6 ich trong diéu tri cic phan
iing ngoai thap do thudc gdy ra. Nhung ciing cdn Iuu ¥ 12 ban than diphenhydramin ciing ¢6 thé gay
phdn (ing ngoai thap. Thudc con dugc ding dé diéu trj ngdn ngay chiing mat ng.

2. DUQC PONG HOC:

Hap thu: Diphenhydramin hydroclorid dugc hdp thu t6t bing dubng ubng, tuy nhign chuyén héa budc
ddu & gan lam cho chi c6 khodng 40-60% diphenhydramin vao dudc hé tudn hodn va c6 tic dung
toan than.

Phan b&: Diphenhydramin phan bd rong rdi vao cac co quan, md ciia co thé, bao gdm ca hé thin
kinh trung uong. Thdi gian dat ndng do dinh la 1-4 giG sau khi udng mot liéu don. Diphenhydramin qua
dugc nhau thai va vao dugc sdia me. Ty I8 lién két véi protein huyét tuong cao, khodng 80-85% in
vitro. T7 18 gdn véi protein it hon & ngudi xo gan va ngubi chdu A (so véi ngudi da tring).

Chuyén héa: Diphenhydramin dugc chuyén héa nhanh chéng va hdu nhu hoan toan & gan. Thubc dugc
chuyén héa chil y&u thanh acid diphenylmetoxyacetic, va ciing dugc alkyl h6a. Cac chdt chuyén héa
dugc k&t hgp voi glycin va glutamin va bai tiét qua nudc tiu.

Thai trit: Diphenhydramin dugc thai trir chll y&u qua nudc tifu dudi dang cdc chat chuyén héa, mot
ligng rdt it (khodng 1%) dao thdi dudi dang khong chuyén hoa. 0 ngudi khde manh, thdi gian ban
thai tir 2,4-9,3 gid. Thoi gian ban thdi kéo dai 6 ngudi xo gan.

3. CHi DINH:

Gidm nhe cdc triéu chiing do gidi phdng histamin, bao gom dj tng mii va bénh da dj ting.

Hd trg gidc ngll ban dém

Piéu tri tam thoi ho va cam lanh

Chong ndn va phong say tau xe

Piéu tri céc phan (ng loan truong lic cd do phenothiazin.
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4. CACH DUNG, LIEU DUNG:

Cdch ding: Dung dubng ubng. C6 thé ubng diphehydramin cling véi thic dn, nuc hoic sita dé am
gidm kich dng da day. Khi ding diphenhydramin dé dy phong say tau xe, cdn phai udng it nhat 30
pht, va tot hon 12 1-2 gid trubc khi di tau xe.

Liéu ding:

Ngudi I6n va tré em trén 12 tudi: _

- Viém mii dj Ung, cdm lanh, chdng ndn, chong mit: mdi I4n ubng 25-50 ma, cif 4-6 gid mot 1in.

- Trj ho: m&i I4n ubng 25 mg, ci 4-6 i mot 14n. Ty diéu trj khdng vugt qua 150 mg/24 gid.

- Chdng loan truong Iyc co (trong diéu tri bénh Parkinson va céc phén iing ngoai thap do thudc gy
ra): mdi Idn udng 25 mg, 3 ldn mdi ngay khi bit ddu diéu tri, sau d6 c6 thé ting ddn lidu tGi 50 mg,
4 14n mbi ngay.

- An than, gy ngli: mdi 14n udng 50 mg, 20-30 phit trudc khi di ngd. Khong nén udng kéo dai qud 7-
10 dém.

Liéu t6i da thdng thudng cho ngudi I6n: 300 mg/ngay.

Tré em dudi 12 tudi: Khdng khuy&n cdo sif dung.

Ngudi cao tudi: 25 mg, 2 -3 ldn mdi ngdy, ting ddn néu cén.

Ngui suy thdn: Cdn tdng khodng cdch diing thubc. Toc dd loc cdu thdn > 50 ml/phit: cdch 6 gid/idn.
Toc do loc cdu thdn 10-50 mi/phat (suy than trung binh): cdch 6-12 git/ldn. Toc do loc cdu thin < 10
ml/phdt (suy than ndng): cach 12-18 gio/lan.

5. CHONG CHI DINH:

- Man cdm véi diphenhydramin hodc cdc thudc khang histamin khadc c6 cdu triic hda hoc tudng ty.

- Hen cép tinh.

- Tré sd sinh va tré dé non.

- Phu nii cho con b.

6. LUU Y VA THAN TRONG:

Canh bdo ngudi bénh phdi thdn trong khi 1di xe hodc van hanh may méc vi diphenhydramin cé tic
dung gdy budn ngll c6 thé gidm sy tinh téo.

Ngudi bénh phéi dugc cénh bdo khdng ding dd udng c6 cdn trong thdi gian dung thudc vi lam ting
tac dung dc ché& hé than kinh trung uong.

Phai dic biét than trong va tot hon Ia khong nén dung diphenhydramin cho ngudi c6 phi dai tuyén
tién liét, tic bang quang, hep mon vi, do tdc dung khdng cholinergic cla thudc. Tranh khdng ding
diphenhydramin cho ngudi bj bénh nhugc cd, ngudi ¢ glocom goc dong.

CAn than trong khi diing cho ngudi cao tudi vi d& nhay cam vdi cac tdc dung phu.

Hét stic thadn trong khi diing céc loai thuSc ho, chdng cdm cim, ngat mili ban khéng ké ddn cé chia
diphenhydramin cho tré nhd vi da xay ra ngd ddc & nhidu tré nhd dudi 2 tudi (co ca tir vong).

Thudc nay co chia:

[Ponceau 4R lake], ¢6 thé gdy phén idng dj tng.

| PR T
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Thoi ky mang thai: Cac nghién ciu trén dong vat cho thdy thuSc khong gy qudi thai. C6 ddu higu
ngd doc va triéu ching ngung thudc & tré so sinh c¢6 me dung liéu cao hoic diing lién tuc
diphenhydramin & giai doan cudi thai ky. Chua c6 cdc nghién ciu ddy di, dugc kiém chiing trén phu
nd mang thai, vi vdy chi ding cho phy nii mang thai khi that cdn thiét. Thudc khong phai 1 khdng
histamin dugc Iya chon dé didu tri viém miii dj tng hay bun ndn & phu nd mang thai.

Thai ky cho con bu: Thudc qua dugc siia me vi vdy c6 thé gdy ra cdc phan dng khong mong mudn
nghiém trong & tré bt me, ¢dn phdi Iya chon gitia diing thudc va cho con ba.

Anh huéng ctia thuée déi véi céng viéc: Diphenhydramin c6 tic dung gdy budn ngli nén 1am gidm sy
tinh tdo. Can bdo trudc cho ngudi bénh phai thdn trong khi I4i xe, vdn hanh may méc, 1am viéc trén
cao va cé4c cong viéc khac cho d&n khi &nh hudng clia thudc 1&n co thé dugc biét ro.

7. TUONG TAC THUGC:
Thudc iic ch& hé thdn kinh trung uong: Tac dyng Gc ché hé thdn kinh trung uong c6 thé ting khi ding

dbng thai thudc khdng histamin v6i cdc thubc ic ché hé thdn kinh trung uong khic gém barbiturat,
thudc an thdn va rugu.
Thudc c ch& monoamin oxydase (IMAQ) kéo dai va lam tdng tdc dung khdng cholinergic clia thudc
khdng histamin. Chéng chi dinh thuSc khdng histamin & ngudi dang diing thudc IMAO.
8. TAC DUNG KHONG MONG MUON:
Tac dung gay bubn ngl 1a ADR c0 ty 18 cao nhat trong nhiing thudc khdng histamin loai ethanolamin
(trong d6 c6 diphenhydramin). Khodng mot nlia s6 ngudi diéu tri véi liéu thudng dung clia cic thudc
nay bj ngll ga. Ti 18 ADR vé tiéu h6a th&p hon. Nhilng ADR khdc c6 thé do tic dung khang muscarin
gdy nén. Tac dung gdy budn ngll c6 nguy co gdy tai nan cho ngudi ldi xe va ngudi van hanh mdy
mac.
Thudng gdp, ADR >1/100:

Hé than kinh trung uong: Ngii g tif nhe dé&n vifa, nhic ddu, mét moi, finh trang kich dong.

Hd hdp: Dich tiét phé& quan ddc hon.

Tiéu héa: Bubn ndn, ndn, fa chdy, tdo bon, dau byng, khd miéng, &n ngon miéng hon, ting

cdn, khé niém mac.
It gap, 1/1000<ADR<1/100:

Tim mach: Gidm huyét ap, danh tréng nguc, phu.

Hé thdn kinh trung uong: An thdn, chéng mdt, kich thich nghich thudng, mat ngd, trdm cam.

Da: Man cdm véi 4nh séng, ban, phii mach.

Sinh duc-Niéu: Bi dai.

Gan: Viém gan.

Thén kinh — cg, xuong: Pau co, di cam, run.

Mét: nhin md.

Ho hadp: Co that phé qudn, chdy médu cam.
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Cdch xi tri ADR: C6 thé 1am gidm phdn I6n cdc ADR nhe béng céch gidm liéu diphenhydramin hoic
diing thudc khang histamin khdc. C6 thé 1am gidm cac triéu chiing vé tiéu héa bing cach udng thudc
trong biia an hodc vii sta.

9. QUA LIEU VA XU TRI:

Trigu chitng: Tuy thuSc khdng histamin c6 chi s§ diéu trj cao, nhung qua liéu c6 thé xdy ra tif vong,
dc biét & tré em. O ngudi 16n, dc bigt khi ding ddng thdi véi rugu, vi phenothiazin, thudc ciing co
thé gay ngd doc rat ning. Triéu chiing ic ch& hé thdn kinh trung uong biéu hién chll yéu 1a mat diéu
hoa, chéng mat, co giat, Gc ch& ho hdp. Uc ch& ho hdp dic biét nguy hiém & trd nhd. Triéu chiing
ngoai thap c6 thé xay ra, nhung thudng mudn. Co nhip nhanh xoang, kéo dai thdi gian QT, bldc nhi-
that, phic hgp QRS dan rong, nhung hiém thdy loan nhip thdt nghiém trong.

Cdch xi tri: Néu cdn thi rlia da day; chi gdy non khi ngd dgc mdi xdy ra, vi thudc c6 tic dung chéng
ndn, do do thudng cdn phai rifa da day va dung thém than hoat. Trong trudng hop co giat, cin diéu
tri bdng diazepam 5-10 mg tiém finh mach (tré em 0,1 — 0,2 mg/kg). Khi ¢é triéu chiing khing
cholinergic ning & thdn kinh trung uong, kich thich, do gidc, c6 thé diing physostigmin vdi liéu 1-2 mg
tiém finh mach (tré em 0.02 — 0,04 mg/kg). Tiém chdm tinh mach liéu ndy trong it nhdt 5 phit, c6
thé tiém nhdc lai sau 30-60 phit. Tuy vdy, cdn phai c6 sin atropin dé dé phong trudng hgp dung lidu
physostigmin qud cao. Khi bj gidm huy8t ap, truyén dich finh mach va néu cén, truyén chim tinh
mach noradrenalin. Mot cdch diéu tri khac Ia truyén tinh mach chdm dopamin (lifu bdt ddu; 4-5
microgram/kg/pht).

G ngudi bénh co triéu chiting ngoai thap khé diéu trj, tiém bdp hoic tiém tinh mach chim 2-5 mg
diperiden (tré em 0,04 mg/kg), c6 thé tiém nhdc lai sau 30 phit.

Can xem xét ti€n hanh ho hdp hd trg. Khong ding céc thudc loai cafein, long ndo vi c6 thé gay co
giat.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CA0:

Khong diing qua liéu chi dinh.

11. TEN, DIA CHi, BIEU TUGNG CUA c0 SG SAN XUAT:

Pharmaceuticals
WHO-GMP

CONG TY CO PHAN DUGC PHAM OPV
S§ 27, Pudng 3A, Khu Cong Nghiép Bién Hoa II, Phuding An Binh, Tp. Bién Hoa, Tinh Béng Nai.
DT: (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:

7 8l

TUQ.CUC TRUONG
P.TRUONG PHONG
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