DOZOLTAC®

¢ Docky huéng dan sitdung truéckhi dung.

eDéxatamtaytréem.

o Tohuéng dan sirdung néu tém tit cac thong tin quan trong ciia thuéc.
Néu can thém théngtin, xin hdiy kién bacsy hoac duocsy.

THANH PHAN CONG THUC THUOC: Mé&i vién nang cting chia:

Thanh phan dugcchat:

- Paracetamol 325mg
-Clorpheniramin maleat 4mg
Thanh phan ta dugc: Lactose monohydrat, Microcrystallin cellulose PH101,
Polyethylen glycol 6000, Povidon K90, Mau Quinolin yellow E104, Mau
Sunset yellow E110, Mau Erythrosin E127, Mau Red iron oxid, Colloidal
silicon dioxid A200, Nang cting gelatin s6 0.

DANG BAO CHE:Vién nang cu’ng

M6 ta dac diém bén ngoai ctia thuéc: Vién nang cling s6 0, ndp nang mau
dd trong - than nang mau trang trong, bén trong chiia cac vi hat mau khac
nhau.

CHiDINH:

Diéutrinongsét, cam, s6 mi, nghet mai, nhic dau.

LIEUDUNG, CACHDUNG:

Liéudung:

-Ngudilén: 1-2vién/lan, ngay 2-31an (kh&i ddu udng 1vién/lan).
-Tréemtrén 6tudi: 1vién/lan, ngay 1-214n.

Cach dung:Dungudng.

Trudng hgp quén uéng mét liéu dung: Hay udng ngay khi nhd ra. Néu thai
gian gan vdi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu
tiép theo vao thai gian thudng lé. Khéng dung liéu gap déi dé bu vao liéu da
quén.

Trudng hgp uéng qua nhiéu vién thudc: Hay gap ngay bac sy hodc téi khoa
HGi sifc- Cap ctiu cliabénh vién gan nhét.

CHONG CHIPINH:

- Ngudi bénh qua man vdi paracetamol hodc véi bat ky thanh phan nao ctia
thudc. Suy gannang.

-Quéman vdi clorpheniramin hodc bat cirthanh phan nao ctia ché pham.
-Ngudibénh dang con hen cap.

-Ngudi bénh cé triéu ching phi dai tuyén tién liét.

-Glécom gochep.

-Bitiéutién.

-Hepmonvi.

-Phunirnudiconbu.

-Trésosinhddthang vath|e'uthang

- Che pham diéutri ho, cam lanh (ban khéng can don) cho tré dudi 2 tudi.
CANH BAOVATHANTRONG KHIDUNGTHUOC:

*Liénquan pamcetamal

- Paracetamol tuong déi khéng doc véi liéu diéu tri, va khi dung dudi su
huéng dén cda thay thudc. Tuy nhién, dung qué liéu paracetamolla nguyén
nhan chinh gay suy gan cap. Dung nhiéu ché pham chia paracetamol
(acetaminophen) déng thdi c6 thé dan dén hau qua cé hai (nhu qua liéu
paracetamol).

- Phan (ing da nghiém trong, c6 kha nang gay t& vong bao gém héi chiing
Stevens-Johnson, hoai t biéu bi nhiém doc (TEN), hoi ching ngoai ban
mun mu toan than cap tinh (AGEP: Acute generalized exanthematous), hoi
chiing Lyell tuy hiém nhung da xay ra vdi paracetamol, thudng khéng phu
thudc vao tac dung cla cac thudc khac. Tuy cac thudc gidm dau va ha sét
khéac (nhu NSAID) c6 thé gdy cac phan Ung tuong tu, man cdm chéo véi
paracetamol khong xay ra. Ngudi bénh can phai ngiing dung paracetamol
va di kham thay thuéc ngay khi thdy phat ban hoc cac biéu hién khac & da
hodc cac phan iing man cdm trong khi diéu tri. Ngudi bénh c6 tién st c6 cac
phan iing nhuvay khong nén dung cac ché phdm chira paracetamol.

- Bai khi c6 nhitng phan ting da gém ban dét san ngtia va may day; nhimng
phan ting man cdm khac gém phu thanh quén, phu mach, va nhiing phan
(g kiéu phan vé cé thé it khi xdy ra. Gidm tiéu cau, gidm bach cau, va gidm
toan thé huyét cdu da xdy ra véi viéc st dung nhiing dan chat p-aminophenol,
dac biét khi dung kéo dai cac liéu I6n. Gidm bach cau trung tinh va ban xuat
huyét giam tiéu cau da xay ra khi dung paracetamol. Hiém g&p mat bach cau
hat & ngudi bénh diing paracetamol.

- Ngudi bi phenylceton - niéu (nghia 13, thiéu hut gen xac dinh tinh trang ctia
phenylalanin hydroxylase) va ngudi phai han ché lugng phenylalanin dua vao
cd thé phai dugc cdnh béo la mét s6 ché phdm paracetamol chita aspartam,
séchuyé'n héatrong daday- ru()tthénh phenylalanin sau khiuéng.

- Mét s6 dang thudc paracetamol €6 trén thij trudng chua sulfit c6 thé gay
phaén (ing kiéu di tng, gém ca phan vé va nhiing con hen de doa tinh mang
hodc it nghiém trong hon & mét s6 ngudi qua man. Thudng gap & ngudi
bénh hen nhiéu hon & ngudikhong hen.

- Phai than trong khi dung paracetamol cho ngudi bi suy gan, suy than,
ngudi nghién rugu, suy dinh dudng man tinh hoac bi mat nuéc. Tranh dung
liéu cao, dung kéo dai va dung theo dudng tinh mach cho ngudi bi suy gan.

- Phai dung paracetamol than trong & ngudi bénh c6 thi€éu mau ti trude, vi
chiing xanh tim c6 thé khéng biéu 16 rd, mac du néng d6 cao & mic nguy
hiém ctiamethemoglobin trong mau.

- U6ng nhiéu rugu c6 thé gay tang doc tinh véi gan clia paracetamol, nén
tranh hodc han ché uéng rugu.

*Lién quan clorpheniramin maleat:

- Do tac dung khang muscarin can than trong khi dung cho ngudi bi phi dai
tuyén tién liét, tdc dudng niéu, tdc moén vi ta trang, va lam tram trong thém &
ngudibénh nhugcco.

-Tac dung an than cda clorpheniramin tang lén khi uéng rugu va khi dung
déng thdivéi cac thudcan than khac.

- C6 nguy cd bién chiing dudng hé hép, suy gidm hé hép va ngiing tha &
ngudi bj bénh phéi tdc nghén hay & tré nho. Phai than trong khi c6 bénh
phéimantinh, thdngdn hodckhé thd, hen phé quan.

- C6 nguy co bj sdu rang & nhiing ngudi bénh diéu tri thai gian dai, do tac
dung khang muscarin gay kho miéng.

-Thuéc c6 thé gay ngu ga, chéng mit, hoa mét, nhin m&, suy gidm tam than
van doéng trong mot s6 ngudi bénh va cé thé anh hudng nghiém trong dén
kha nang li xe hodc van hanh may. Can tranh dung cho ngudi dang lai xe
hodc diéu khién may moc.

-Tranh dung cho nguai bénh bi téng nhan ap nhubi glocom.

- Dung thudc than trong véi ngudi cao tudi (> 60 tudi) vi nhitng ngudi nay
thudng tédng nhay cdm véi tac dung khang muscarin.

-Tré em rat nhay cdm v6i cac tac dung khong mong muén va c6 thé gay kich
thich than kinh nén hét stic than trong khi dung clorpheniramin cho cac
bénh nhan nay, nhatla &tré co tién sirddng kinh.

*Thudc cé chia lactose: Bénh nhéan c6 van dé vé dung nap galactose, bénh
nhan thiéu hut enzym Lapp lactase hoac kém hédp thu glucose-galactose
khéng néndung thudc nay.

*Thu6c cé chiiamau Sunsetyellow E110, cé thé gay cac phan ting di ting.
Sttdung thudc cho phu nitcé thaivacho conbu:

-Thoiky mang thai:

Chua xac dinh dugc tinh an toan ctia paracetamol diing khi thai nghén lién
quan dén tac dung khdéng mong muén cé thé c6 déi véi phat trién thai.
Dung clorpheniramin trong 3 thang cuéi ctia thai ky cé thé dan dén nhiing
phan ting nghiém trong (nhu can dong kinh) &tré sosinh.

Do d6, chinén dung thuéc nay & ngudi mang thai khithat can thiét.

-Thoiky cho conbu:

Nghién ctru & ngudi me cho con bu, dung paracetamol khong théy ¢ tac
dungkhéng mong muén &trénhd bume.

Khéng cé bang chiing khng dinh clorpheniramin cé thé dugc tiét qua stia
me hay khéng nhung cac thuéc khang H, khac dugc tim thdy trong sira me.
Vi cac thuc khang histamin cé thé gay phan tng nghiém trong véi tré bu
me, nén can can nhac hodc khéng cho con bu hodc khéng dung thudc, tuy
thudc mucdo can thiét ctia thudc ddi véi ngudi me.

Anh huéng ctia thudc1én kha nang lai xe, van hanh may méc:

Thudc c6 thé gay ngl ga, chéng mét, hoa mét, nhin mg, suy gidm tam than
van dong trong mot s6 ngusi bénh va cé thé &nh hudng nghiém trong dén
kha nang lai xe hodc van hanh may. Can tranh dung cho ngudi dang lai xe
hodc diéu khién may méc. )

TUONGTAC, TUONGKY CUATHUOC:

Tuong tacchathudc:

*Lién quan paracetamol:

- Thudc uéng chéng déng mau: Udng dai ngay liéu cao paracetamol lam
tang nhe tac dung chéng déng mau clia coumarin va dan chat indandion.
Dt liéu nghién cdtu con mau thuan nhau va con nghi ngd vé tuong tac nay,
nén paracetamol dugc ua dung hon salicylat khi can gidm dau nhe hoéc ha
s6t cho ngudi bénh dang dung coumarin hodc dan chatindandion.

- Can phaichd y dén kha nang gay ha than nhiét nghiém trong & ngudi bénh
dung déng thai phenothiazin valiéu phap ha nhiét (nhu paracetamol).

- U8ng rugu qua nhiéu va dai ngay c6 thé lam tdng nguy co gay doc cho gan
cla paracetamol.

-Thudc chéng co giat (gém phenytoin, barbiturat, carbamazepin) gy cdm
(ing enzym & microsom gan, c6 thé lam ting tinh doc hai gan cla
paracetamol do tdng chuyén héa thuéc thanh nhiing chat doc hai véi gan.
Ngoai ra, dung déng thdi isoniazid véi paracetamol ciing cé thé dan dén
tdng nguy co doc tinh vai gan, nhung chua xac dinh dugc co ché chinh xéc
cliatuong tac nay. Nguy cd paracetamol gay doc tinh gan gia tdng dang ké &
ngudi bénh udng liéu paracetamol I6n hon liéu khuyén dung trong khi
dang dung thuéc chéng co gidthodc isoniazid. Thudng khéng can giam liéu
& ngudi bénh dung déng thai liéu diéu tri paracetamol va thudc chéng co
gidt; tuy vay, ngudi bénh phai han ché tu dung paracetamol khi dang dung
thudc chéng co giat hoacisoniazid.

- Probenecid c6 thé lam gidm dao thai paracetamol va lam ting thoi gian
ban thai trong huyét tuong clia paracetamol.

-Isoniazid va cac thudc chéng lao lam tang doc tinh clia paracetamol d6i véi
gan.

*Lién quan clorpheniramin maleat:

- Cac thudc tic ché monoamin oxidase lam kéo dai va téng tac dung khang
muscarin cia thudckhang histamin.

- Ethanol hodc cac thudc an than gay ngl c6 thé tang tac dung dc ché hé
thankinh trung uong cia clorpheniramin.

- Clorpheniramin tic ché chuyén hoa phenytoin va c6 thé dan dén ngd déc
phenytoin.

- Cac thudc tic ché CYP3A4 nhu: Dasatinib, pramlintid lam tdng néng do
hoactacdung cta clorpheniramin.

-Thudclam gidm tdcdung clia cac chat c ché cholinesterase va betahistidin.
- Ngudi bénh dung thuéc tc ché monoamin oxidase (MAO) trong vong 14
ngay, tinh dén thai diém diéu tri bang clorpheniramin vi tinh chat khang
muscarin ctia clorpheniramin bitang 1én bai cac chat iic ché MAO.

Tuong ky ctia thuéc:

Clorpheniramin tuong ky véi calci clorid, kanamycin sulfat, noradrenalin
acid tartrat, pentobarbital, meglumin adipiodon.

TACDUNG KHONG MONG MUGN CUATHUGC:

*Lién quan paracetamol:

Phéan (ing da nghiém trong nhu hoi chiing Stevens-Johnson, héi chiing
Lyell, hoai trbi€u bi nhiém déc, hdi chiing ngoai ban mun ma toan than cap
tinh tuy hi€ém xay ra, nhung c6 kha nang gay tirvong. Néu thdy xudt hién ban
hodac cac biéu hién khac vé da, phai ngting dung thudc va tham kham thay
thudc.

Ban da va nhiing phan ting di tng khac thinh thoang xay ra. Thudng la ban
d6 hodc may day, nhung ddi khi ndng hon va cé thé keém theo sét do thudc
va tén thuang niém mac. Néu thay s6t, bong nudc quanh cac héc tu nhién,
nén nghi dén héi chiing Stevens-Johnson, phai ngiing thuéc ngay. Qué liéu
paracetamol cé thé dan dén tén thuong gan nang va déi khi hoai t 6ng
than cap. Ngudi bénh man cam véi salicylat hiém khi méan cdm véi
paracetamol va nhiting thudc cé lién quan. Trong mét sé it trudng hop riéng
18, paracetamol da gay gidm bach cau trung tinh, gidm tiéu cau va gidm toan
thé huyét cau.

Béang tém tat cac phan ing khéng mong muén cia paracetamol:

Cac co quan | Tan sudt (¥) Cac phan ting khéng mong muén

Da ftgdp |Ban.

Hiém gdip |Hoi chiing Stevens-Johnson, hoai ti biéu bi
nhiém déc, héi ching Lyell, hdi ching ngoai
ban munmutoanthan captinh.

Daday-rudt ftgdp  |Bubénnén,noén.

Huyéthoc ltgdp Loan tao mau (gidm bach cau trung tinh, gidam

toanthé huyét cau, gidam bach cau), thiéu mau.
Than Tt gdp Bénh than, doc tinh than khilam dung dai ngay.
Khac Hiém gdp |Phéntng qua man.

Huéng dan cach xirtri ADR:

Néu xdy ra nhing tac dung khéng mong muén nghiém trong, phai ngting
dung paracetamol.Vé diéu tri, xin doc phan: "Qua liéu va cach xtrtri".

*Lién quan clorpheniramin maleat:

Khi dung véi liéu diéu tri, tdc dung khéng mong muén phé bién nhat la
buén ngl, mét mdi, chéng mat, mat phdi hgp dong tac va tac dung khang
muscarin nhe, cac tdc dung khéng mong muén nay thudng hét sau vai ngay
diéu tri. Tré em (ddc biét 1a so sinh) va ngudi cao tudi rdt nhay cdm véi tac
dung khang muscarin.

Bang tém tét cac phan iing khéng mong muén cuda clorpheniramin
maleat:

Caccoquan |Tansuat(¥)| Cacphan itng khéng mong muén

Théankinh Thuding gdp |Uc ché hé than kinh trung uong: Ngu tir
ngu nhe dén ngl sau, mét mai, chéng
mat, mat phdi hgp dong tac (d6i khi kich
thich nghich ly, dac biét & tré nhé, dung
liéu cao & ngudi cao tudi hay tré em).
Nhuic dau, réiloan tam than -van dong.

Tac dung khang | Thuéng gdip |Khd miéng, ddm déc, nhinmg, bitiéu tién,

muscarin tao bon, tdng trao ngugc da day.

Tiéuhoa It gdp Budn nén, ndn, tiéu chay, dau viing thugng
Vi.

Tim tgap Déanhtréng nguc, loan nhip tim.

Da ltgdp Phat ban, phan ting man cdm (co that phé
quan, phtmachvaphanvé).

Huyéthoc Hiém gdp |Mat bach cau hat, gidm bach cau, thiéu
méau tan huyét, gidm tiéu cau.

Khac Hiém gdp |Co giat, vd mo hoi, dau co, di cdm, tac

dung ngoai thap, réi loan gidc ngd, tram

cam, lulan, utai, ha huyétap, rung toc.

(*) Tan suat tac dung khong mong muén dugc dinh nghia nhu sau: Rat
thuong gap (ADR = 1/10), thuang gap (1/100 < ADR < 1/10), it gap (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng ré (khong dugc udc tinh tirdirliéu cd sdn).

QUALIEUVA CACH XU TRi:

*Lién quan paracetamol:

Triéu chiing va bi€u hién khi strdung thuéc qua liéu:

- Nhiém doc paracetamol c6 thé do dung mét liéu doc duy nhat hodc do
udng lp lailiéu 16n paracetamol (7,5 - 10 g méi ngay, trong 1 - 2 ngay) hodc

do udng thuéc dai ngay. Hoai tif gan phu thudc liéu la tdc dung doc cap tinh
nghiém trong nhitdo qua liéu va c6 thé gay tirvong.

-Budn ndn, nén va dau bung thudng xay ra trong vong 2 - 3 gid sau khiudng
lieu doc ctia thude. Methemoglobin - mau, dan dén chiing xanh tim da, niém
mac va mong tay la mét dau hiéu dic trung nhiém déc cap tinh dan chat
p -aminophenol; mdtlugng nho sulfhemoglobin ciing cé thé dugc san sinh.
Tré em c6 khuynh hudng tao methemoglobin dé hon ngudi I6n sau khi
uéng paracetamol.

- Khi bi ngd déc nang, ban dau c6 thé kich thich hé than kinh trung uang,
kich dong va mé sang. Tiép theo cé thé Ia tc ché hé than kinh trung uong:
Siing s&, ha than nhiét, mét 13, thd nhanh, néng; mach nhanh, yéu, khong
déu; huyét ap thap va suy tuan hoan. Truy mach do gidm oxy huyét tuong
déi va do tac dung Uc ché trung tam, tadc dung nay chi xay ra vdi liéu rat 1on.
S8c co thé xay ra néu gian mach nhiéu. Con co giat nghet thé gay tirvong cé
thé xay ra. Thudng hon mé xay ra trudc khi chét dét ngot hoac sau vai ngay
héonmé.

- D&u hiéu 1am sang tén thuong gan tré nén ré rét trong vong 2 dén 4 ngay
sau khi udng liéu doc. Aminotransferase huyét tuang tang (déi khi tang rat
cao) va ndng do bilirubin trong huyét tuong cing cé thé tang. Khi tén
thuong gan lan rong, thdi gian prothrombin sé kéo dai. C6 thé 10 % ngudi
bénh bi ngd doc khdng dugc diéu trj dac hiéu da cé tén thuong gan nghiém
trong; trong s6 d6 10 % dén 20 % cudi cing chét vi suy gan. Suy than cap
cling xdy ra & mét s6 ngudi bénh. Sinh thiét gan phat hién hoai tirtrung tam
tiéu thuy trit vuing quanh tinh mach ctta. G nhiing trudng hgp khong t
vong, tén thuong gan phuc héi sau nhiéu tuan hodc nhiéu thang.

Cach xtrtrikhidung thuéc qua liéu:

- Chan doéan sém rat quan trong trong diéu tri qud liéu paracetamol. C6
nhiing phuong phap xac dinh nhanh néng d6 thudc trong huyét tuang. Tuy
vay, khong dugc tri hoan diéu trj trong khi chd két qua xét nghiém néu bénh
strgdiylaqualiéunang. Khinhiém doc ndng, diéu quan trong la phai diéu trj
hé trg tich cuc. Can rlra da day trong moi trudng hagp, tét nhat trong vong
4 gi sau khi uéng. Liéu phap gidi doc chinh la dung nhiing hgp chat
sulfhydryl, c6 18 téc dong moét phan do bé sung du trif glutathion & gan.
N-acetylcystein c6 tac dung khi uéng hodc tiém tinh mach. Phai diing thudc
gidi doc ngay 1ap tiic, cang sém cang tét néu chua dén 36 gid ké turkhi uéng
paracetamol. Diéu trj v6i N-acetylcystein ¢ hiéu qua hon khi cho thudc
trong thai gian dudi 10 gid sau khi uéng paracetamol. Khi cho uéng, hoa
loang dung dich N-acetylcystein véi nuéc hodc d6 usng khong cé rugu dé
dat dung dich 5 % va phai udng trong vong 1 gi& sau khi pha. Cho uéng
N-acetylcystein vdi liéu ddu tién la 140 mg/kg, sau d6 cho tiép 17 liéu nifa,
méi liéu 70 mg/kg cach nhau 4 gio moét lan. Cham dut diéu tri néu xét
nghiém paracetamol trong huyét tuang cho thdy nguy ca doc hai gan thap.
Ciing c6 thé dung N-acetylcystein theo dudng tinh mach: Liéu ban dau la
150 mg/kg, pha trong 200 ml glucose 5 %, tiém tinh mach trong 15 phut; sau
d6 truyén tinh mach liéu 50 mg/kg trong 500 ml glucose 5 % trong 4 gid; tiép
theo la 100 mg/kg trong 1 lit dung dich trong vong 16 gid tiép theo. Néu
khéng cé dung dich glucose 5 % thi c6 thé dung dung dich natri clorid 0,9 %.
-Tac dung khéng mong mudn clia N-acetylcystein gém ban da (g6m ca may
day, khéng yéu cau phai ngiing thudc), budn nén, nén, tiéu chay va phan
tngkiéu phanvé.

- Néu khong cé N-acetylcystein, cé thé dung methionin. Néu da dung than
hoat trudc khi ding methionin thi phai hut than hoat ra khoi da day trudc.
Ngoai ra c6 thé dung than hoat va/hodc thudc tdy mudi do ching cé kha
nang lam gidm hap thu paracetamol.

*Lién quan clorpheniramin maleat:

Triéu chiing vabiéu hiénkhistrdung thuéc qualiéu:

Liéu gay chét cta clorpheniramin khoang 25 - 50 mg/kg thé trong. Nhiing
triéu ching va dédu hiéu qua liéu bao gém ngu nhiéu, kich thich nghich
thudng hé than kinh trung uong, loan tam than, can dong kinh, ngiing thé,
co giat, tac dung khang muscarin, phan ting loan truong luc va truy tim
mach, loan nhip.

Cach xtitri khidung thuéc qua liéu:

- Biéu tri triéu ching va hé trg chiic ndng séng, can chu y déc biét dén chic
nang gan, than, ho hap, tim va can bang nudc, dién giai.

- Rta da day hodc gay nén bang sird ipecacuanha. Sau d6, cho dung than
hoatvathudctdy dé han ché hdp thu.

- Khi g&p ha huyét ap va loan nhip, can dugc diéu tri tich cuc. C6 thé diéu trj
co giat bang tiém tinh mach diazepam hoéc phenytoin. C6 thé phai truyén
mautrong nhiing canang.

QUY CACHPONG GOI:

-HOp 10vix 10vién.

-HOp 20vix 10vién.

DIEU KIEN BAO QUAN: Noi kho, nhiét d6 dudi 30°C, tranh dnh sang.
HANDUNG: 48 thang ké tlrngay san xuat.

TIEU CHUAN CHAT LUONG:TCCS.

CO SO SAN XUAT:

CONGTY €O PHAN XUAT NHAP KHAU Y TE DOMESCO
Bia chi: S6 66, Quéc 16 30, Phudng My Phd, Thanh phé Cao Lanh,
TinhBéngThap

pomEesco Diénthoai: 1800.969.660
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