BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

S6: 204 /2017/XNQC-QLD Ha Noi, ngay £5.. thang..=-. nam 2017

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC
Tén t6 chiic, c4 nhan: Cong ty ¢6 phan Dugc pham Sao Kim

Dia chi: Khu cong nghiép Quang Minh, thi tran Quang Minh, huyén Mé Linh, -
thanh pho Ha Noi

Dién thoai: 043 584 1216 Fax: (86 fax)
STT Tén thuoc S6 dang ky thuoc
| Colocol extra VD-16583-12

Phuong tién quang cao: Trén to roi cho cong ching

Noi dung quang cao: Theo ndi dung géom 04 trang cé déng ddu xdc nhan cua Cuc
Quan 1y Dugc dinh kém Gidy xac nhan nay.

Cong ty c6 phan Dugc phdm Sao Kim c¢6 trach nhiém quang cdo ding noi dung da
duoc xac nhan.
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So gidy tiép nhan h s dang KyltaI lidu quinglBaathuse cila Cuc Quén Ly Duae: .
Cap NGay. «...mcree. NGAY HURREHE: ...... . S

Thong tin chi tiet san phé’m Xin xem trang 2 - i

San xudt tai: COng ty G4 PhAN Dige pham Sa0 Kim

Khu cong nghiép Quang Minh, Mé Linh, Ha Noi

Nha phan phoi: €ang ty 6@ phan Dugc pham SK

Tang 10. Toa Sky City Towers, 88 Lang Ha, Dang Da, Ha Noi - HOTLINE: 1900779968
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COLOCOL extra
Chia tay con dau

CoLocoL -

Thanh phén:
500mg, Cafein. 65mg,
Té dugc: Avicel PH102, Acid stearic, PVP,
Hydroxypropyl methyicellulose, PEG 6000, Bt talc, Titan dioxit vila i1 vién

Paracetamol

Dang bao ché:
Vién nén dai bao phim.
Dang trinh bay:
Hop B vi x 10 vién, hgp 10 vi x 10 vién.
Ghi dinh:
Colocol Extra dudc chi dinh dé:

- Gidm dau til mic nhe dén via, bao gom: Bau dau, dau nda dau, dau bung kinh, dau

cd bép, dau hong, dau ring, dau mhilc do cim lanh hay c4m cim, dau sét sau khi
tiém véc xin, dau sau khi nhd rang hoac sau cac thil thuat nha khoa_
- Ha s6t, k& ci cdc trudng hop chéng chi dinh voi aspirin hoac céc thubc NSAIDs.

G“ﬂiﬂll:
- Mén cim vdi paracetamol hoc vdi bat ky thanh phén nao clia thude.
- Suy gan, suy than nang.
- Thiéu hut men glucose-5phosphatdehydrogenase.
- Suy mach vanh, nhdi mau cg tim, nhip tim nhanh, ngoai tam thu.

o

Co ché tdc dung: Colocol Extra I3 thudc
gidm dau — ha sét higu qua nhd sy phdi hop
tic dung cia hal hoat chat paracetamol va
cafein: Paracetamol (N-acetylp-aminophenol)
1a chét chuyén ha c6 hoat tinh ciia phenace-
tin. Paracetamol gidm dau bang cach ic ché
tdng hp prostaglandin F2, lam gidm tinh
cam thy clia ngon day than kinh c2m giac vdi
cac chat gay dau nhu bradykinin, serotonin.
Ngoai tac dung giam dau, paracetamol co
tac dung ha sdt bdng cich tac dong dén
trung tam diéu nhigt @ cung dudi doi gay gian
mach tii do lam tang luu ligng mau ngoai
bién, tang toat mo héi va thi nhiét - Cafein
tac dong lén hé than kinh, gay co cac mach
mau nao, lam giam cudng dg ciing nhu gidm
thdi gian cla cdn dau, dac bigt la dau dau.
Khi phoi hop vdi paracetamol, cafein tao ra
hiéu qué gidm dau manh hdn, giip bénh nhan
tinh tao hon. TR3n IPORE Ban nén than
trong sil dung thudc trong trudng hop sau:
thiéu mau man tinh, bénh Iy gan, than,
nghién nigu (vi cd paracetamol va nidu déu
co hai déi vi gan), thudc co chia cafein,
tranh sil dung dong théi qua nhiéu cac do
udng co chia cafein nhu che, café, cola...
Phu nE co thal — cho con ba: Paracetamol
qua dugc hang rao nhau thai va dugdc bai tiét
vao sila me. Tuy nhién, cac kinh nghiém sl
dung paracetamol cho phu ni mang thai va
cho can bii chua xac dinh dugc nguy cd nao
ddi vdi sy phat trién cila phoi thai va tré bi
sila me. Colocol Extra cd ham lugng cafein
thdp do vay khong 4nh hudng dén su phat
trién ciia phdi thai. T4¢ 40N cia thude 1en
Kha ndng Il xe va vém hanh mdy méc:
Khéng co anh hudng dang ké. Twung tdc
thude: St dung paracetamol liéu cao va dai
ngdy véi thudc chong ding mau nhu
coumarin va cac dan chat indandion cd thé
lam ting nhe tac dyng cia thudc chong
dong, paracetamol co thé gay ha sot manh 3
ngudi bénh khi diing dong thdi vai phenothi-
azine hoac liéu phap ha nhigt, cac thudc khi
ding cung vdi paracetamel lam tang nguy cd
gay dic cho gan bao gom cac thudc chang
co giat (phenytoin, barbiturat, carbamaze-
pin) va thuc chong lao isoniazid. Do do,
ngudi bénh can han ché si dung
paracetamol khi dang diing cac thudc trén.
Lidu giing — Cdch dimg: Ngudi Ion va tré em
bang ho3c trén 12 tudi nén ding 1 dén 2

vién/lan, ngay 2 dén 4 lan. Thdi gian moi lan
cach nhau la 4 dén 6 gid. Tré em tif 7 dén 12
tudi: udng 1 vién/lan, cach 46 gig mot Kan.
Tré em dudi 6 tudi: dang bao ché nay khong
phis hgp. Khang ding qua liéu chi dinh. TaE
ayne pay: 0 liéu digu tri, Colocol Extra duge
dung nap tot. Cac tac dung phy thudng nhe,
theang qua va rat hiém khi xay ra, bao gom
r0i loan tiéu hoa, ban da va cac phan ng di
Ung.Trong mgt s trudng hap, co thé giam
bach cau trung tinh, tiéu cau va toan thé
huyét caw. Tuy nhién, so vdi aspirin hay cac
thuoc giam daw phi steroid khac,
paracetamol co uu diém khong gay kich ung
da day, do do thudc dugc si dung trén lam
sang mét céch rong rai. Khi su dung liéu cao
clia cafein (it hdn 600mg/ngay) dugc bao
c4o co thé dan dén hign tugng cafein hoa vdi
cac biéu hign dac tning nhu lo lang, bon chén
va rdi loan gidc ngu. Cafein co the gay ra su
lo lang va hodng loan 4 nhing bénh nhan rdi
loan hodng sg va co thé 1am nang thém hdi
chilng tién man kinh. Thang bao cho bac si
nhilng tac dung phu gap phai trong qua trinh
sl dyng thudc. OuA M@w Qua Geéw
paracetamol chi xay ra khi ding §éu déc duy
nhat (trén 30 vién) hodc ding liéu cao lién
tiép trong nhidu ngay. Cac triéu ching qua
lieu xuat hign trong vang 2-3 gid dau nhu
bubn nén, ndn, dau bung. Nang hon, cé thé
gay methemoglobin mau (xanh tim da va
niém mac), rdi loan y thic, suy giam chic
nang gan dan dén vang da néu khong dugc
xil tri kip thoi. Qua liéu cafein hiém khi xdy
ra, do ham higng cafein co trong Colocol
Extra thap chi tuong dudng véi lugng cafein
co trong thic an hojc do udng binh thudng.
Néu cd, cac triéu ching co thé 13 mét ngi,
ban chon, kich thich nhe_. Nif trf qua ndw
Bao ngay cho nhn vién y t& dé cd su can
thiép kip thoi, tham chi ngay cd khi trigu
ching qua liéu chua xudt hign. Co the sil
dung acetyicystein hoac methionine lam
chat gidi djc. Néu xii tri cham (sau 36 gid),
gan 03 bj ton thugng sé kho hdi phuc.

D& xa tim fay tré em.

Doc ki hudng dén si dung trude khi ding.
Néu cdn thém [hang tin 81 § kién cia bac
$i, duye si.

Han ding: 36 thang k& til ngay sin xuat.
Bdn quan: Noi kho m4t dudi 28 9 C, tranh
anh sang tric tiép.
Tidu ehudn: TCCS.
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