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HUGONG DAN SU DUNG THUOC CHO CAN BO Y TJ-
1. Tén thubc: CLORPHENIRAMIN 4mg :
2. Thanh phin: Mai vién nén chia: NG |
Clorpheniramin maleat 4ng CO PHAN
(Td duoc gom Lactose, tinh bot sén, magnesi stearat, lartrazin, sunset }IUG PrAM
3. Dang bio ché: Vién nén. }%. . H& TAY
4. Dic tinh duwoc lue hoe, dwge déng hoc :
- Dwoe lue hoce:
Clorphenmmm la mot hon hop ddng phén dbi quang c6 tac dung khang histamin, an thin
trung binh nhung ciing c6 thé kich thich nghich thudng, dic biét & tré nho va khing
muscarin. Clorpheniramin maleat dan xuét tir alkylamin 1a khang histamin an than thuc thc
hé thit nhit. Nhu hdu hét cac khang histamin khéc, clorpheniramin lam giam hodc lam mat
céce tac dung chinh cta histamin trong co thé bing cach canh tranh phong bé ¢6 dao nguoc
histamin ¢ cic thy thé Hy & cac mo trén duong tiéu hoa, thanh mach va dudng hd hap, thudc
khéng 1am mat hoat tinh ctia histamin hodc ngin cin téng hop hodc giai phong histamin.
- Dwoe dong hoc:
Hép thu va phdn b6 Clorpheniramin maleat hip thu tét khi ubng va xuit hién trong huyet
trong trong vong 30 - 60 phut. Nong d6 dinh huyét trong dat duoc trong khoang 2,5 dén 6
gi0 sau khi uong. Sinh kha dung thip, dat 25 - 50%. Khodng 70% thudc trong tun hoan lién
két voi protein. Thé tich phan bd khoang 2,5-3,2 lit/kg (nguoi 16m) va 3,8 litkg (tré em).
Chuyén héa: Clorpheniramin maleat chuyén hoa nhanh va nhiéu. Cac chit chuyén héa gdm
¢ desmethyl - didesmethyl- clorpheniramin va mot s6 chéit chua dugce xéc dinh, mot hoic
nhiéu chat trong s6 d6 ¢6 hoat tinh. Nong d6 clorpheniramin trong huyét thanh khong twong
quan ding véi tac dung khing histamin vi con mat chit chuyén hoa chua xéc dinh cling ¢o
tac dung.
Thai trir: Thude dugce bai tiét chii yéu qua nuéc tleu dudi dang khong ddi uyen hoa,
su bai tiét phu thude vao pH va luu lrong nude tiéu. Chi mot lugng nhé dugt thiy trong
phan. Nguai 16n ¢o chire ning gan, thin binh thudng thoi gian bén thai cug) clorpheniramin
dao dong tir 12-43 gio va ddi véi tré em tir 5,2-23,1 gio. O ngudi bénh suy thin man, thoi
gian ban thai kéo dai tgi 280-330 gio.
5. Quy cach dong goi: Lo 100 vién nén. Kém theo t& hudng dan sir dung thudc.
6. Chi dinh, liéu dung, cich diing va chéng chi dinh
- Chi dinh:
Dleu tri triéu chimg cho (it ci cic trudong hop di (g cé dap img véi khang histamin, bao
gom: viém mti di ing, viém mii van mach, may day, phi mach than kinh, di ung thure an,
con tring can, di ing thude va huyét thanh,
Gidm tricu ching ngtra do thuy déu.
- Liéu lwong va cich ding:
Cdch ding: Thube dung dudng udng. Udng luc no hodc trude khi di ng.
Liéu diing: .
Negwoi lon va tré em trén 12 woi: Ubng 4mg (1 vién), cach 4-6 gid/lin. Téi da 24mg (6
vién) /ngay.
Nguoi cao tuoi: Xem x€t giam liéu do ngudi cao tudi thuong ting nhay cam véi tac dung
khang cholinergic, thi da 12mg (3 vién)/ngay.
Tré em tir 6 — 12 woi: Ubng 2mg, cach 4-6 gio/lan. Téi da 12mg/ngay. Nén dung thude
khac voi ham luong phu hop. .
Khénq khuyén cdo ding cho tré em dwdi 6 uoi.
- Clm.-w chi dinh:
Quéd man voi clorpheniramin hodc bat ctr thanh phan nao ctia thudc.
Nguo1 bénh dang con hen cap.
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Nguoi bénh ¢6 triéu chimg phi dai tuyén tién liét.

Glocom goc hep.

Bi tiéu tién

‘ Hep mdn vi

& Nguoi nudi con b
Tré so sinh du thang va thiéu thang
Ché pham tri ho, cam lanh (ban khong cin don) cho tré dudi 2 tudi.
Bénh nhan da duing IMAO trong vong 14 ngay trudce do.
7. Thén trong
Do tdc dung khang muscarin cén thin trong khi dung cho nguoi bi phi dai tuyén tién liét, tic
dudng niéu, the mon vi ta trang, va lam trdm trong thém & ngudi bénh nhuoc co.
Téc dung an thin cua clorpheniramin ting 1én khi udng ruou va khi dung dong thoi véi cac
thuée an than khac,
Cé nguy co bién chimg dudng hd hép, suy giam ho hip va ngimg thd & ngudi bi bénh tic
nghén phéi hay & tré em nho. Phai than trong khi ¢o bénh phdi man tinh, thd ngin hodc kho
tha, hen phé quan.
C6 nguy co bi sdu ring & nhitng ngudi bénh didu trj thoi gian dai, do tac dung chdng tiét
acetylcholin, gy khé miéng.
Tranh dung cho ngudi bénh bj ting nhan ap nhur bi glécom.
Duing thude than trong voi nguoi cao tudi (> 60 twdi) vi nhirng ngudi nay thuong ting nhay
cam vai tac dung chédng tiét acetylcholin,
Tré em rdt nhay cam véi cde tac dung khéng mong mudn va co thé gdy kich thich than kinh
nén hét sire than trong khi dung clorpheniramin cho cac bénh nhan nay, nhit 14 & tré nho-cé
tién str dong kinh.
Thude ¢o chua lactose: Bénh nhén mic céc roi loan di truyén hiém gap
galactlose, chirng thidu hut lactase Lapp hodc roi loan hﬁp thu glucose — galacﬁ\ose
su dung thudc nay.
Thube c¢o chira tartrazin, sunset yellow: ¢é thé giy phan tmg di ing.
Thaoi ky mang thai
Khoéng co dir lleu ddy du vé viée su dung clopheniramin ¢ phu ntr mang thai. Chua xdc dinh
duge nguy co tiém dn & ngudi. Sir dung trong 3 thang cudi thai ky c6 thé gdy ra nhiing phan
ing & tré so sinh hodc tré sinh non. Khong sir dung thude trong thoi gian mang thai trir khi
thube duoce cho la c¢in thiét vei nguot me.
Thoi ky cho con ba
Clorpheniramin va cac thude khang histamin khac ¢6 thé duoc tiét qua sia me va uce ché tiét
sira. Khong str dung thude khi dang cho con bu trir khi thude duge cho la cén thiét v&i ngudi
me.
Tic dong cua thude khi Iai xe v vin hanh may moc
L huoc c6 thé giy ngu ga, chong mi, hoa mat, nhin md, va suy giam tdm than van dong &
mot s& noudi bénh, ¢o thé anh hudng nghiém trong dén kha ning lai xe hodic van hanh may.
Cén tranh ding cho ngudt dang lai xe hodc vin hanh may moc.
8. Tuwong tac thube
Céc thude (e ché monoamin oxydase lam kéo dai va tang tac dung chong tiét acetylcholin
ctia thude khang histamin.
Ethanol hodc cdc thudc an thin gdy ngd co thé ting tac dung uc ché hé TKTW cia
clorpheniramin.
Clorpheniramin ue ché chuyén héa phenytoin va co thé dan dén ngd ddc phenytoin.
Cic thude e ché CYP3A4 nhu dasatinid, pramilintid lam tang nonﬂ d¢ hodc tdc dung cua
clorpheniramin.
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ngay, tinh den Lhcu dlcm diéu Lri bang (.Imphemmmm vi tinh chét khapg inuscana cla
clorpheniramin bi tang 1€n bai cic thude re ché MAO. 7 \
9. Tac dung khdng mong mudn ciia thude
Khi ding voi liéu diéu tri, ADR phé bién nhét 1a budn ngu, mét moi, ﬁ n&b
hop dong tdc va tac dung khang muscarin nhe, cac A]?R nay thuong &t uﬂﬁnﬁgéy,gu
tri. Tré em (dac biét la tré so sinh) va ngudi cao tuoi rit nhay cam \: grac_dunglkhéng
muscarin.
Thuong gap: ADR > 1/100
Than kinh: wrc ché hé TKTW: ngt tir ngt nhe dén ngu sau, mét moi, chong mat, mat phoi
hop dong tac (d6i khi kich thich nghich thudng, dic bigt & tré nhé, ding liu cao & nguoi
cao tudi hay tré em), nhire dau, réi loan tdm than - van déng.
Téc dung khang muscarin: Kho miéng, dom dac, nhin ma, bi tiéu, tdo bon, tdng trdo nguoc
da day.
It gap: 1/1000 < ADR < 1/100
Tiéu héa: Budn ndn, nén, ia chay, dau vung thuong vi.
Tim: Panh tréng ngwe, loan nhip tim.
Da: Phét ban, phin (mg man cam (co that phé quéan, phii mach va phan vé).
Hiém gép, ADR < 1/1000
Huyét hoe: Mit bach cau hat, giam bach cau, thiéu mau huyét tan, giam tiéu,ciu
ADR khéc: Co gidt, vi md hdi, dau co, di cam, tac dung ngoai thap, réi lpan‘giac ngt, trdm
cam, 14 I4n, U tai, ha huyét dp, rung toc.
10. Qu't liéu va ciach xir tri
Qua li¢u: Liéu gdy chét cua clorpheniramin khoang 25 - 50 mg/kg thé trong. Nhirng triéu
ching va diu hiéu qua liéu bao gondan thin, kich thich nghich thuong hé TKTW, loan tam
than, con déng kinh, ngirng thd, co giat, tic dung chong tiét acetylcholin, phan tmg loan
truong luc va truy tim mach, loan nhip.
Xir tri: Dicu tri triéu chimg va hd (ro chirc nang song, can chi y dic biét dén chirc ning
gan, than, ho hép, tim va cin bang nuée, dién giai. .
Rira da day hodc gdy ndn bing siro ipecacuanha. Sau dé, cho dung than hoat va thudc tiy dé
han ché hép thu.
Khi gap ha huyét ap va loan nhip, can duoc didu tri tich cue. Co thé diéu tri co giat bing
tiém tinh mach diazepam hozc phenytoin. Co lhe phai huycn mau trong nhirng ca ning.
L1 Khuycn cfo: Khi thiy vién thude bi im mde, nhan thude in s6 16 SX, HD mo...hay ¢
cac biéu hién nghi ngo khac phai dem thude (67 héi lai noi ban hodc noi san xuat theo dia
chi trong don.
12. Piéu kién bdo quan va han dang
- Bdo guan: Noi kho, nhiét d6 dudi 30°C.
- Han dimg: 36 thang ké tir ngdy sdn xuét. Khéng dwge ding thude da qua han dang.
13. Tén va dia chi nha sin xuit |

Tén nha sin xuit: CONG TY C.P DUQC PHAM HA TAY

Pia chi: T6 dan phd s6 4 - La Khé - Ha Dong - TP. Ha Noi

Pién thoai: 024.33522203, 024.33824685 Fax: 024.33522203, 024.33829054

Hotline: 02433 52 25 25
14. Ngay xem xét sira doi, cip nhat lai ni dung huwéng din siv dung thude

Ngay thang nim
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HUONG DAN SU DUNG THUOC CHO NGUOI B
1. Tén tl!uﬁc: CLORPHENIRAMIN 4mg
2. Khuyén cdo n
“Doc k¥ huéng din st dung trude khi ding” DU’{!C THAN
- “Pé xa tAm tay tré em” HA TAY /;
) “Théng bao ngay cho bac sy hodc duge sy nhiing tac dung khéng mong m @ ka1 khi
str dung thudc”
3. Thanh phén, haim lweng: Mdi vién nén chira:
Clorpheniramin maleat 4mg
(Té diwoe gém: Lactose, tinh bt sdn, magnesi stearat, tartrazin, sunset yellow)
4. Mo ta sian pham
Vién nén hinh tru, mau vang. Thanh va canh vién lanh ldn, hai mat hoi 16i. Puong kinh vién
7mm.
5. Quy cach dong géi: Lo 100 vién nén. Kem theo L& huong déin st dung thude.
6. Thudc dung cho bénh gi?
Diéu tri triéu chimg cho tit ¢4 cac truomg hop di tmg c6 dap ung voi khing histamin, bao gom:
viém mii di tmg, viém mii véin mach, may day, pht mach than kinh, di (g thue dn, ¢on trung
céin, di (ng thude va huyét thanh.
Giam tri€u ching nguct do thuy dau.
7. Nén dung thude nay nhw thé nio va liéu lwong?
Cich dung: Thude diing duomg udng. Udng lic no hofic trude khi di ngu.
Liéu ditng:
Neguroi lon va ré em trén 12 ruéi: Ubng 4mg (1 vién), cach 4-6 glcrfldn
/ngay.
Ngiroi cao tudi: Xem xct giam licu do ngudi cao woi thuong ting nhgy cam voi tac dung
khang cholinergic, 101 da 12mg (3 vién)/ngay.
Tré em tir 6 — 12 wéi: Ubng 2meg, cach 4-6 gio/lan. Téi da 12mg/ngay. Nén dung thube khic
vGi ham luong phu hop.
Khéng khuyén cdo ding cho tré em dudi 6 tuoi.
8. Khi nao khing nén ding thude nay?
Qud man v6i clorpheniramin hogc bt cir thanh phin nao cia thude.
Neudi bénh dang con hen ¢ip.
Nguoi bénh co triéu chimg phi dai tuyén tién liét.
Glocom goc hep.
Bi tiéu tién
Hep mon vi
Nguoi nudi con bu
Tré so sinh 4 thang va thiéu thing
Ché phdm tri ho, cam lanh (ban khong cdn don) cho ¢ dudi 2 tudi.
Bénh nhin da dung IMAO tr ong vong 14 ngay trude do.
9. Téc dung lkhing mong muun
Nhu (At ca cdce thude khac, thude co thé giy ra cdc tac dung khong mong mudn, tuy nhién,
khong phai ai cing gap phai.
Khi ding véi licu diéu tri, ADR phd bién nhét 1a budn ngt, mét moi, chong mat, mét phdi hop
dong tac va tac dung khéang muscarin nhe, cac ADR nay thuong hét sau vai ngay diéu tri. Tré
em (dac bidt 1a e so sinh) v ngudi cao (i rit nhay cam véi tac dung khang muscarin.
Thuong gap: ADR > 1/100
Than kinh: (¢ ché hé TKTW: ngu tir ngl nhe dén ngu siu, mét moi, chéng mat, mét phcn hcrp
dong téc (doi khi kich thich nghich thudng, dac biét & tré nho, dung lidu cao & ngudi cao tudi
hay tré em), nhic diu, r6i loan tim than - vdn dong,
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Téc dung khang muscarin: Kho miéng, dom dic, nhin mo, bi tiéu, tdo bon, tang tzaesmgyoc da
: day. :
- It gap: 171000 < ADR < 17100

Tiéu héa: Bubn non, ndn, ia chay, dau ving thugng vi.
5 Tim: Dénh tréng nguc, loan nhip tim.

Da: Phat ban, phan tmg man cam (co that phé quan, pht mach va phan vé).
Hiém gdp, ADR < 1/1000

Huyét hoc: Mét bach cédu hat, gidm bach cau, thiéu mdu huyét tan, giam tiéu cau.
ADR khéc: Co giat, vd md héi, dau co, di cam, tadc dung ngoai thap, réi loan gidc ngu, trdm
cdm, 10 1dn, 0 tai, ha huyét 4p, rung téc.

Néu ¢6 bt et tac dung khéng mong mubn nao ctia thude tré nén nghiém trong, hodc tic dung
khéng mong muén khong duoc liét ké trén ddy, hay néi véi bac sy hodc dugce si cta ban.
10.Nén tranh ding nhirng thude hoiic thue phz"im gi khi dang sir dyng thude nay? '
Viée dung két hop thude nay voi mot sé thude khic co thé lam thay doi tac dung cua thuébe
hodc gia 1ing cac tac dung khong mong muén.

Céc thube tre ché monoamin oxydase lam kéo dai va ting tac dung chdng tiét acetylcholin cia
thude khang histamin,

Ethanol hofc cac thude an thin gay ngu ¢6 thé tang tic dung (rc ché hé TKTW cua
clorpheniramin.

Clorpheniramin trc ché chuyén héa phenytoin va ¢6 thé din dén ngé doc phenytoin.

Cac thuée e ché CYP3A4 nhu dasatinid, pramilintid 1am ting néng dd hoic tic dung cua
clorpheniramin.

Thude lam gidm tdc dung cia cac thude tre ché monoamin oxidase (MA
ngay, tinh dén thoi diém didu tri bang clorpheniramin vi tinh chét khal g uscarin cua
clorpheniramin bi ting 1én bai cac thude te ché MAO.

Hay viét mot danh sach nhitng thudc ban dang dung (bao gém thudc duoc ké don, khong ké
don va thue phidm chire ndng) va cho bac si hodc dugce si cua ban xem. Khdng dugce tu y dung
thude, ngung hodc thay déi lidu luong ctia thude ma khdng c6 sur cho phép cia béc si.

L1 Cén lam gi khi mgt lin quén khong dung thude?

B6 sung liéu ngay khi nho ra. Tuy nhién, néu thoi gian gidn cach voi liéu tiép theo quéa ngin
thi b6 qua liéu da quén va tip tc lich ding thuéc. Khéng dung liéu gap dai dé bu cho lidu da
bi bo 1d.

12.Céin bio quéan thude ndy nhu thé nao?

Giit thude trong hép kin, ngodi tim véi cia tré em.

Béo quan thude & noi khd, nhiét do duai 30°C.

13. Nhitug déiu hidu va tricu ching khi dung thude qus liéu?

Liéu gdy chét cua clorpheniramin khoang 25 - 50 mg/kg thé trong. Nhimng triéu chimg va diu
hiéu qua lidu bao g6|11 an th?m, kich thich nghich thudng hé TKTW, loan tam thf"m, con ddng
kinh, ngimg thé, co gidt, tic dung chéng tiét acetylcholin, phan ng logn truong luc va truy
tim mach, loan nhip. '

14. Can phéi lam gi kkhi ding thude qua lidu khuyén cfo?

Diéu tri triéu chimg va hd tro chirc nang séng, cdn cha y dac biét dén chirc nang gan, than, hd
hip. tim vé can bing nudc, dién giai, o
Rura dg day hoge gdy ndn bing siro ipecacuanha. Sau do, cho diing than hoat v thudc tay dé
han ché hip thu, o ‘

Khi gdp ha huyét ap va loan nhip, cén dugc diéu trj tich cuc. Co thé didu tri co giat bang tiém
tinh mach diazepam hodc phenytoin. C6 thé phai truyén mau trong nhirng ca néng.

15. Nhiing diéu cin thiin trong khi diing thude nay? o '
Do tic dung khdng muscarin cin (hin trong khi dang cho ngudi bi phi dai tuyén tién liét, tic
duong niéu, tfic mon Vi rdng, va lam trdm trong thém & ngudi bénh nhuoc co.
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Tac dung an than cla clorpheniramin tang 1én khi udng ruou va khi dun

] ! _ B3 ihviay 01 céc

thude an than khac. . >

C6 nguy co bién chimg dudng hd hip, suy giam hd hip va nging th § ngﬁaplﬁvb' tic
I‘[ thﬁ?&éﬁ "hogce

nghén phbi hay ¢ tr¢ em nho. Phai than trong khi ¢6 bénh phdi man ti
tha, hen phé quan.
Co6 nguy co bi sdu rang & nhirng nguoi bénh diéu tri thoi gian dai, doy g ChGHE tiét
acetylcholin, gdy kha miéng,. '
Tranh ding cho ngudi bénh bi tAng nhin cl]) nhur bi élocom
Dung thude thin trong v4i ngudi cao tudi (> 60 tudi) vi nhitng ngudi nay thuong ting nhay
cam voi tae dung chéng tiét acetylcholin.
Tré em rdt nhay cam véi cac tic dung khong mong mudn va ¢o thé gay kich thich than kinh
nén hét strc than trong khi ding clorpheniramin cho céc bénh nhén nay, nhét 1a & tré nho ¢6
tién str dong kinh.
Thude ¢6 chira lactose: Bénh nhan mé’u, cae rdi loan di truyén hiém gap vé dung nap galactose,
chirng thidu hut lactase Lapp hodc rdi loan hip thu glucose — galactose khong nén str dung
thude nay.
Thude o chira tartrazin, sunset yellow: ¢6 thé giy phan tng di tmg.
Thoi ky mang thai
Khong ¢6 dir ligu day du vé viée sir dung clopheniramin ¢ phu nir mang thai. Chua xdc dinh
duoc nguy co tiém an ¢ nguoi. SUr dung trong 3 théng cudi thai ky c6 thé gy ra nhitng phin
ung ¢ ¢ so sinh hode tré sinh non. Khong st dung thude trong thoi gian mang thai trir khi
thude duoe cho la can thiét véi ngudi me.
Thoi ky cho con bi
Clorpheniramin va céc thude khang histamin khac co thé duoc tiét qua sira me va e ché tiét
sita. Khong st dung thude khi dang cho con b trir khi thude duoe cho la cin thiét voi ngudi
me.
Tac dgng cua thude khi ldi xe va vin hanh may méc
lhuoc ¢o thé gy ngu ga, chéng mat, hoa mat, nhin md, va suy giam tam than Nap déng ¢ mot
6 nguoi bénh, ¢o thé dnh huong nghiém trong dén kha ning l4i xe hodc van hi :
tranh dung cho ngudl dang lai xe hodic van hanh may moc.
16. Khi ndo ciin tham vén bic sy, dwge si?
Khi thay nhimg tic dung khong mong mudn gap phii khi sir dung thude.
Khi dung thude ma thiy triéu chimg ctia bénh khong thuyén giam.
Néu can thém théng tin vé thude xin hoi y kién bic sy hodc duoc si.
17. Han dung cua II:uuc
- Han dung: 36 thang ké tir ngay san wdt Khéng dwoc ding thube di qua han durdg.
% Luu y: Khi thiy vién thude bi dm mbc, nhan thude in sd 16 SX, HD ma...hay co cac biéu
hién nghi ngd khic phai dem thude t6i hoi lai noi ban hodc noi san xuit theo dia chi trong
don.
18.Tén, dia chi, biéu tugng ciia nha sin xuit
Tén nha sin xudt: CONG TY C.P DUQC PHAM HA TAY
Dia chi: T3 dan phd s6 4 - La Khé - Ha Pong - TP. Ha Ni
Dién thoai: 024.33522203, 024.33824685 KFax: 024.33522203,
Hotline: 02433 52 25 25
Biéu twong: |-
HFlTFll!HFIH _ . 3

19. Ngay xem xét siva d6i, cip nhit lai ndi dung huéng din si duhgt

Ngay thing niam
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