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Rx - Thube ké don Tiéu chudn chit lwong: nha san xuAt.
CAMZITOL 8416 SX (Batch No.), ngay SX (Mfg. Date), han
(Vién nén Acid Acetylsalicylic 100 mg) dung (Exp. Date): xin xem trén nhan bao bi.
Burirng dung: Buéng ubng. S& dang ky (VN Reg. No.): VN-#ss 44

Thanh phin: M8i vién nén khong bao chira:  Corse sén xuét. FARMALABOR - PRODUTOS
Acid Acetylsalicylic......... ................100 mg FARMACEUTICOS, SA. (FAB.)

Lidu lwong - cach dang: Zona Industrial de Condeixa-a-Nova, 3150-194
Tneo sy chi din cia thdy thube. Condeixa-a-Nova, Portugal (Bb Dao Nha).

Chi dinh, chéng chi djnh, khuyén céo, Cor sO s¢ hivu gidy phép luu hanh tai B Pao Nha:
tac dung ngoai y va cac thong tin khac: LABORATORIO MEDINFAR - PRODUTOS

Xin xem huréng dan trong hop. FARMACEUTICOS, S.A. - Bb Dao Nha.

Bao quan noi kho mat, dwdi 30°C. DNNK: .oz s
Bong géi: Hop chira 6 vi x 10 vién. (= [ Bl e

CAMZITOL

' 6x 10 Tablets
o, MiaOmal

" 6x 10 Tablets
. ViaOral

Printed 70% original size
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Ry - Thuoc ké don /L
CAMZITOL /)C?
(Vién nén acid acetylsalicylic 100 mg) 6‘
O
LUU Y: O)/
Thuoc nay chi dung theo si ké don cua bdc sy. O/’*
Doc kv hudng din str dung trude khi dung. (fo )

Néu can thém thong tin, xin hoi y kién bdc Sy,

Thong bdo ngay cho bdc sy hodc diwogc sy nhitng phan img 6 hai gdp phai khi sir dung thudc.
Khong ding lhuoc da qua han sir dyng.

Dé thuic xa tam tay va tam véi cua tré em,

THANH PHAN CONG THUC THUOC:

MJi vién nén khong bao ¢o chira:

Hoat chat:  Acid acetylSalicylic . ....c.oovreeer oo, 100 mg

Ta dwgc: Cellulose vi tinh thé, mannitol.

DANG BAO CHE:

Vién nén khong bao.

M0 ta dang bao ché: Vién nén khong bapo, mau trang, hinh tron, hai mét 161 va nhin.
CHI PINH:

Acid acetylsalicylic (aspirin) dugc si-dung trong du phong thir phat nhdi mau co tim va dot quy o
nhirng ng:uorl bénh c6 tién st vé nhimg bénh nay.

LIEU DUNG, CACH DUNG:

b

Thube dung dudng udng. Dung theo su chi din cua bac si diéu tri. )
Liéu thong thiong: e
L 3]

Uongp I vién, mot lan mot ngay. uonu sau khi an.
CHONG CHI PINH n
Do nguy co di ang chéo, khong ding acid acetylsalicylic cho nguoi da ¢6 triéu chimg hen. viém
miii hodc may day khi dung acid acetylsalicylic hodc nhiing thude chong viém khéng steroid khac
trude day. Ngudi ¢6 tién sir bénh hen khong duge dung acid acetylsalicylic, do nguy co gay hen
thong qua tuong tac vai can bang prostaglandin va thromboxan. Nhiing nguoi khong dugce ding
acid acetylsalicylic con gdbm nguoi co bénh ua chay mau, giam tiéu ciu, loét da day hodc ta trang
dang hoat dong, suy tim vira va nang, suy gan, suy than, dac biét ngudi c¢o tde do loc cau than
dudi 30 ml/phut va xo gan.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Can than trong khi diéu tri dong thoi voi thude chéng dong mau hoac khi ¢o nguy co chay mau
khac. Khong két hop acid acetylsalicylic voi cac thudc khang viém khong steroid va cac
g]ucommumd Khi di¢u tri cho ngudi bi suy tim nhe, bénh than hodc bénh gan, déc bi¢t khi dung
dong thoi vai thude loi tiéu, cin quan tdm xem xét can than nguy co gili nudc va nguy co giam
chie nang than. O tré em khi dung acid acetylsalicylic da gdy ra mot o truong hop hoi ching
Reye vi vay da han ché nhiéu chi dinh dung acid auetquallcyllc cho tr¢ em. Ngudi cao tudi co thé
dé bi nhiém doc acid acetylsalicylic. ¢6 kha nang do giam chic ning than. Can phai ding liéu
thap hon liéu thong thuong ding cho nguoi 1on.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir co thai:

Acid acetylsalicylic trc ché cyclooxygenase va su san sinh prostaglandin; diéu nay quan trong vai
su dong ong dong mach. Acid acetylsalicylic con e ché co bop tu cung, do do gy tri hodn
chuyén da. Tac dung tic ché san sinh prostaglandin c6 thé dan dén déng som ong dong mach trong
tu cung, voi nguy co nghiém trong tang huyét ap dong mach phdi va suy ho hap so sinh. Nguy co
chay mau tang lén & ca me va thai nhi, vi acid acelylsallwllc e che két tap tiéu cau o me va thai
nhi. Do dé, khon0 duge dung acid acetylsalicylic trong 3 thang cudi ciing cua thoi ky mang thai.
Phu niv dang nuéi con bu:

Acid acetylsalicylic vao trong sta me, nhung vai lidu diéu tri binh thudng co rat it nguy co xay ra
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tdc dung c6 hai ¢ tre bu sra me. Acid acetylsahcylm chi nén dugc dung trong qua trinh c«h@con bu

sau khi béc sT diéu tri da can nhic yeu t6 loi ich va nguy co.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: ‘9@

Khong ¢6 bdo cdo acid acetylsalicylic anh huong dén kha nang lai xe va vén hanh may moc. Tug,

nhién, cac tac dung phu c6 thé xay ra (vi du, mét moi, yéu co: chdng mat, 0 tai), ¢d thé anh huong

dén kha nang li xe va van hanh may mac. Can khuyén cdo bénh nhan khong li xe hodc van hanh Q/Q
may moéc chi ¥ néu xay ra cdc tac dung phu nay.

TUONG TAC TUONG KY CUA THUOC: &
Noi chung nong do salicylat trong huyét tuong it bi anh huong boi cac thude khéc, nhung viée
dung dong thoi voi acid acetylsalicylic lam g,lam nong do cta indomethacin, naproxen, va
fenoprofen. Tuong tac cua acid acetylsalicylic voi warfarin [am tang nguy co chay méu, va voi
methotrexat, thudc ha glucose mau sulphonylurea, phenytoin, acid valproic lam tang nong do
thudc nay trong huyét thanh va ting ddc tinh. Tuong tac khac cua acid acetylsalicylic g gom su ddi
khang voi natri niéu do spironolacton va sy phong bé van chuyén tich cuc cta penicilin tir dich
nio - tiy vao mau. Acid acetylsalicylic lam giam tac dung céc thubc acid uric ni¢u nhu
probenecid va sulphinpyrazol.

Tuong ky: Trong dung dich nude hodc nude ethanol, acid acetylsalicylic thuy phin thanh acid
salicylic va acetic, tdc do thiy phan ting 1én ¢ nhiét do cao va phu thude vao pH

TAC DUNG KHONG MONG MUON (ADR)

ADR pho bién nhét lién quan dén hé tiéu hég, t tan kinh va cam mau.

Tén s6 ADR phu thudc vao licu. C6 t6i 5% s6 nguoi duge didu tri c6 ADR. Thudng gap nhat
la triéu chung tiéu hoa (4%) va ¢ liu caa(trén 3 g mot ngay). ty 1& ngudi c6 ADR 1a trén 50%
tong s6 ngudi duge diéu tri.

Thieong gap, ADR > 1/100 g
Tiéu hoa: Budn ndn, non, kho tiéu, kho chiu ¢ thuong vi, o ndng, dau da day. loét da day - rudt. .
Hé than kinh trung uong: Mét moi. )
Da: Ban, may day. 5
Huyét hoc: Thiéu mau tan mau.
Than kinh - co va xuong: Yéu co.

:

L
Hé hap: Kho tho. -
Khac: S6c phan vé. —
i1 gap, 1/1000 < ADR <1/100 ol
H¢ than kinh trung uong: Mét ngu, bon chon, cau git. ONG
Noi tiét va chuyén hoa: T hiéu sit. TNH
Huyét hoc: Chay mau an, thoi gian chay mau kéo dai, giam bach cau, giam tiéu cau, thiéu mau. JCF
Gan: Ddc hai gan. AM
Than: Suy giam chirc nang than. e
Ho hap: Co that phé quan. PHG

e

Huwdng din cdch xii tri ADR:

ADR trén hé than kinh trung uong co thé hoi phuc hoan toan trong vong 2 - 3 3 ngay sau khi ngimg
thude. Néu ¢o cac tri¢u chimg chong mat, u tai, giam thinh luc hoac [hUOI'lL ton gan, phai ngling
thuée. O nguoi cao tudi, nén diéu tri voi l1t:u acid acetylsalicylic thap nhat ¢é hiéu luc va trong
thoi gian ngan nhét c6 thé duge. Diéu tri soc phan vé do acid acetylsalicylic vai liéu phap giong
nhu khi diéu tri cac phan ung phan vé cip tinh. Adrenalin 1a thube chon loc va thuong kiém soat
dé dangj ching phu mach va may day.

QUA LIEU VA XU TRi

Triéu chitng va diu hiéu qud licu

Ding qué liéu acid acetylsahcvhc c6 thé gay triéu chang dau bung, nén mua, tim dap nhanh, tho
nhanh khong thé kiém soat. U tai, diéc tam thoi, chong mat, hiéu dong thdi qua hoic lo mo, co
gidt, hon mé.

Xét nghidm mau can dugc thuc hién dé do ham lugng acid trong co thé va chan doan bét ky ton
thuong than co thé xay ra.

Diéu tri qud liéu salicylat gom:
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L.am sach da day bang cach gy non (chu ¥ can than dé khong hit vao) hoac rua da dav@) udng
than hoat. Theo ddi va nang do céc chirc nang cn thiét cho sy séng. Diéu trj st cao; truye@}ilch
chat dién giai. hiéu chinh mat can bang acid - bazo; diéu tri chtmg tich ceton; gitr nong do gl
huyét tuong s thich hop.

Theo ddi nong do salicylat huyét thanh cho téi khi thay 1o nongj do dang giam tSi muc khong doc
Khi da uéng mot lidu 16n dang thuoc giai phong nhanh, nong d¢ salicylat 500 microgam/ml (50
mg trong 100 ml) 2 gio sau khi udng cho thay ngd doc nghiém trong, nong do salicylat trén 800
microgam/ml (80 mg trong 100 ml) 2 gio sau khi ubng cho thay cé thé gy chét. Ngoai ra, can
theo d&i trong thoi gian dai neu udng qué liéu mic do [6n, vi su hap thu co the kéo dai; néu xét
nghiém thuc hién trude khi udng 6 gio khong cho thiy ndng do doc salicylat, can lam xét nghiém
nhac lai.

Gdy bai nicu bang kiém héa nudc tiéu dé tang thai trir salicylat. Tuy vay, khong nén ding
bicarbonat uong vi co thé lam tang hép thu salicylat. Néu dung acetazolamid, can xem xét k¥ ting
nguy co nhiém acid chuyen héa nghiém trong va ngd doc salicylat (gdy nén do tang tham nhap
salicylat vao ndo vi nhiém acid chuyén hoa).

Thuc hién truyén thay mau, tham tach mau, tham tach phic mac, néu can khi qua liéu nghiém
trong. Theo doi phu phOt va co giat va thuc hién liéu phap thich hop néu can. Truyén mau hodc
dung vitamin K néu can dé diéu tri chay mau.

PAC TINH DUQC LUC HOQC:

Mi ATC: BO1A C06.

Nhom duge 1y: thude tc ché két tap tiu cau.

Acid acetylsahcyhc (con ¢6 tén goi khac la aspirin) ¢é tac dung giam dau, ha nhiét, chng viém va
con ¢o tac dung chong két tap tiéu cau. Acid acetylsalicylic dugc hap thu nhanh v&i muc dg cao.
Acid acetylsalicylic tc ché khong thuan nghich cyclooxygenase, do do uc ché tongD hop
prostaglandin. Cac té bao ¢o kha nj;ﬁ&i}gg/hop cyclooxygenase mai s& ¢o thé tiép tuc tong hop
prostaglandin, sau khi nong do aci ylic giam. Tiéu cau la té bao khong c6 nhan, khéng co
kha nang tong hop cyclooxygenase mai, do do cyclooxygenase bi (rc ché khong thuan nghich, cho
t6i khi tiéu cau m¢i dugce tao thanh. Nhu vay acid acetylsalicylic ¢ ché khong thuan nghich két
tap tiéu cau, cho 6i khi tiéu cau mai duoc tao thanh.

Acid acetylsalicylic con uc ché san sinh prostaglandin ¢ than. Su san sinh prostaglandin ¢ than it
quan trong vé mit sinh Iy voi ngudi bénh ¢o than binh thuong. nhung co vai tro rat quan trong
trong duy tri luu thong mau qua than & ngudi suy than man tinh, suy tim, suy gan, hodc ¢o roi
loan vé thé tich huyét tuong. O nhimg ngudi bénh nay, tac dung tc ché tong hop prostaglandin ¢
than cua acid acetylsalicylic co thé dan dén suy than cap tinh, giti nudce va suy tim cap tinh.

O nguoi l6n, nong do diéu tri cua acid salicylic la 30 - 60 mg/lit huyét tuong cho tac dyng giam
dau va ha sot, va 40 - 100 mg/lit huyét tuong cho tac dung chong viém. Do do liéu acid
dcetylsallcyhc thuong dung cho nguoi lon la 500 mg dé giam dau nhe va vura hoac dé giam st va
cho nong d9 salicylat 30 - 60 mg/lit huyét tuong trong vong nua gio. ton tai trong 3 - 4 gio. Doi
v6i bénh thap khap, nong do nay khong du, thuong phai tang lidu hang ngay ti da ti 6 g. Lidu
trén | g khong lam tang thém tac dung giam dau.

Trong qué trinh hip thu qua thanh rudt, cing nhu & gan va mau, acid acetylsalicylic dugc thuy
phan thanh acid salicylic. ¢6 cling tac dung dugc ly nhur acid acetylsalicylic. Véi lidu 500 mg acid
acetylsalicylic. thoi gian ban thai hU)et tuong l1a 20 - 30 phat voi acid acetylsalicylic. va 2,5 - 3
gid vai acid salicylic. Khi dung liéu cao hon. thoi gian ban thai cua acid salicylic dai hon. Acid
acety le]lC}’llC chi thai trir qua than dudi dang salicylat tu do hodc li€n hop.

PAC TINH DUQC PONG HOC:

Kha dung sinh hoc ubng 1a 68 + 3 (%).

Ty 1¢ gan vai protein huyét tuong dat 49%. Tang uré mau lam giam gan voi protein huyét tuong.
Do thanh thai dat 9.3 1,1 ml/phat/kg. Do thanh thai thay déi & nguoi cao tudi. ngudi xo gan.

Thé tich phan bd: 0,15 = 0,03 (livkg).

Thoi gian béan thai: 0,25 = 0,03 (gio). Thoi gian ban thai thay doi & nguoi viém gan.

bao thai qua than chu véu duéi dang acid salicylic ty do va cdc chét LhLI\ én hoa lién hop.

QUY CACH PONG GOI:
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Hop chira 6 vi x 10 vién nén khong bao. s

PIEU KIEN BAO QUAN: &,

Bao quan noi khd mat, dudi 30°C. /(’?

HAN DUNG: $ o

24 thang ké tir ngay san Xudt. / (0)

S6 16 san xudt (Batch No.), ngay s@MM)‘g. date), han dimg (Exp. date): xin xem trén nhan O)/
gbc san phém. _ O/'»
TIEU CHUAN CHAT LUQNG CUA THUOC: ({9 )
Tiéu chuén nha san xudt.

Co ¢ san xuat: .
FARMALABOR — PRODUTOS FARMACEUTICOS, SA. (FAB.) ‘
Zona Industrial de Condeixa-a-Nova, 3150-194 Condeixa-a-Nova, Portugal (Bo Dao Nha).

Co si s¢ hiru gidy phép tai B6 Dao Nha: )
LABORATORIO MEDINFAR - PRODUTOS FARMACEUTICOS, S.A. i
Rua Manuel Ribeiro de Pavia, 1 — 1”- Venda Nova 2700 - 547 Amadora, Portugal (Bo Dao Nha).

TUQ.CUC TRUONG
P.TRUSNG PHONG

Fham Ghi Vin Hank



