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COMPOSTTION: it ! [ and
500 mg i See the insent OPV PHARMACELTICAL JOINT STOCK CO.
ifenesin............ 200 Stove at wmperature below 3°C, in a
Phenylephiine HCL —n“ place, protect from lght - Lot 27, 3A. Bien Hoa Industrial Zone 1,
han HBr 15 mg Keep out of the reach of children Bien Hoa City, Dong Nai Vietnam
Excipients ... ...........00€ tablel Rewd carefully the insert before we

| | Amecold
L.ﬁnou USTYEN Yowl m&
s 150 P DAY TIME
A

COUGH, COLD, FLU

# Pain reliever

# Fever reducer

o Expectorant

™ Nasal decongestant
o Cough suppressant

$6 16 SX/ Lot N
NSX/ Mfg. Date:
HD/ Exp. Date
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https://trungtamthuqe.com/ _

|/ S+ AMECOLD® Day Time
|\ puc© T Vién nén bao phim

THANH PHAN: Méi wémrn chifa:

Hoat chat:
Acetaminophen...............e.....000 Mg
GUAITENESIN..... e ve e e e .. 200 MQ
Phenylephrin HCL..........cc..... 10 M@
Dextromethorphan HBr.............15 mg

T4 duge: Tinh bot ngd, tinh bt tién ho hoa, povidon K30, natri starch glycolat, silic oxyd dang keo
khan, magnesi stearat, talc, acid citric khan, opadry AMB yellow. '

MO TA SAN PHAM:

Vién nén dai bao phim mau vang, trén hai mit vién c6 in chir "AMECOLD Day Time” va hinh mat
troi.

DUQC LUC HOC:

Acetaminophen 1a chat chuyén hoa co hoat tinh cla phenacetin, c6 tac dung gidm dau bang cach
ngin chin sy phat sinh xung dong gdy dau 6 ngoai Vi. Thuc c6 tac dung ha s6t béng cach tc ché
trung khu diéu nhiét viing du6i doi.

Guaifenesin 1a mdt thudc long dom, c6 tdc dong thic ddy hoic 1am dé dang su loai bé céc chat bai
tiét tir dudng hé hap.

Phenylephrin hydrochlorid 1a thudc giong than kinh giao cam c6 tac dung truc tiép 1én céc thy thé
alpha; adrenergic, gdy co mach, gidm sung huy&t mii va xoang.

Dextromethorphan hydrobromid 1a thuéc gidm ho, tac dung Ién trung tdm ho & hanh tly. Thudc

khong c6 tac dung giam dau va it tc dung an than.
| %

DUGC BONG HOC:

Acetaminophen dugc hdp thu nhanh tif dudng tiéu hoa v6i ndng do dinh trong huyét tuong dat dugc
khong 30-60 phit sau khi udng. Acetaminophen dugc phan bd trong hdu hét trong cdc mo clia co
thé. Acetaminophen qua nhau thai va hién dién trong sia me. G&n két vdi protein huyét tuong khong
dang k& vi ndng do diéu tri théng thudng nhung gan ket sé ting khi ndng d tdng. Thai gian ban
hly clia Acetaminophen thay doi ti khodng 1 dén 3 gid. Acetaminophen dugc chuyén hoa chi yéu 6
gan va bai tiét trong nudc tiéu chli yéu dudi dang lién hop glucuronid (60-80%) va lién hop sulphat
(20-30%). Du6i 5% dugc bai tiét dudi dang Acetaminophen khong d8i. Mot phdn nho (dui 4%) dugc
chuyén héa théng qua hé théng cytochrom P450.

Guaifenesin dugc hap thu t6t qua dudng tiéu hoa. Thubc dugc chuyén héa va sau d6 dugc thai trir qua
nuéc tiéu.

Phenylephrin hydrochlorid dugc hdp thu bat thutng qua dudng tiéu hoa va trai qua qua trinh chuyén
hoa giai doan d4u & rudt va gan nhd enzym monoamine oxidase. Phenylephrin dugc thai trir gdn nhu || |

hoan todn qua nudc tiéu.

Dextromethorphan hydrobromid dugc hdp thu nhanh qua dubng tiéu héa va thubc cd téc dung trong

vong 15 — 30 phat sau khi udng, kéo dai khodng 6-8 gid. Thudc dugc chuyén hoa & gan va bai xudt
qua nuc ti€u du6i dang khong d6i va cac chat chuyén hoéa demethyl bao gém dextrophan, ma cling
c6 tac dung giam ho.

CHi BINH:

Thudc dugc chi dinh 1am gidm céc trigu chiing trong cdm lanh va cam cim nhu:
- S6t - Cac con dau - Nhirc dau

- Ho - Pau hong - Sung huy&t mii (nghet mi)

- Lam loang dom (ch4t nhdy) va 1am lodng dich tiét ph& qun giip d& ho hon.
LIEU LUGNG VA CACH DUNG:

R o,




https IRrungfAmRYOS SOBH 1 12 tusi trd fén:

USng 1 vién, cach mdi 6 gio. Khong ding qué 6 vién / 24 gid.

- Tré tir 6 tudi dén 11 tudi:

UBng % vién cach mdi 6 gio. Khéng dung qua 3 vién / 24 gio.

CHONG CHi BINH:

- B&nh nhan dugc biét quéa mén v6i bat ky thanh phdn nao cla thudc.

- Bénh nhan dang diing céc thudc IMAO (xem phan tuong tac thudc).

- Bénh nhén c6 bénh mach vanh va cao huyét ap ndng.

- Thiéu hut G6DP.

- Bénh nhén bj suy gan ndng.

- Khéng dung cho tré em dudi 6 tudi.

Thén trong va canh bdo ddc biét khi st dung thudc chifa hoat chat Acetaminophen:

— B4c s cidn canh bao bénh nhan vé cic dau hiéu clia phan Gng trén da nghiém trong nhu hoi
chiing Steven-Jonhson (SIS), hoi chiing hoai tif da nhiém doc (TEN), hay hoi ching Lyell, hi
chiing ngoai ban mun mi toan than cdp tinh (AGEP).

LUU Y VA THAN TRONG:

Khong dung véi cac thudc khac co chiia Acetaminophen.

Tham khdo y kién bac si néu ban c6 bé&nh: Tim mach, bénh gan, tiéu dudng, cudng gidp, ho tiét

r4t nhiu dam, cao huyét ap, suy than, ting nhan ap, tiéu khd do phi dai tuyén tién ligt va ho man

tinh kéo dai do hat thudc 14, do hen phé& quan, viém phé quan man tinh hodc khi phé thing.

Ngung dung thudc va tham khado y ki€n bac si néu:

- C6 cac triéu chdng mdi.

- b6 da hodc sung phu.

- Con dau, sung huy&t mii, hodc ho ndng hon hodc kéo dai hon 7 ngay.

- 6t ndng hon hodc kéo dai hon 3 ngay.

- Cam giac bon chdn, chong mit hoic mat ngl. %/

- Ho tai phat hodic co kém theo sot, phat ban da hodc nhifc ddu kéo dai.

pay c6 thé la ddu hiéu clia bénh Iy trdm trong hon.

Diing thudc trong thdi ky mang thai hogc cho con bii: Nén tham khao ¥ ki€n bac s trudc khi dung
thudc nay.

T4c dong chia thubc khi Iai xe va van hanh mdy moc: Dung than trong khi dang lai xe hay van
hanh mdy moc.

TAC DUNG KHONG MONG MUON:

Mot s6 trudng hop di Ging véi thubc hiém xay ra nhu phat ban da, ban do, may day, giam tiéu cAu,
suy gan. Tac dung phu khac co thé c6 1a bdn chdn, mat ngl, ting huyét ap, loan nhip tim, chong
mat, budn ndn, ndn, kich Gng da day, run rdy, ngudi yéu mét, ao giéc va kho thd.

Théng bdo cho bac si nhifng tac dung khdng mong mudn gdp phai khi st dung thudc.

TUONG TAC THUGC:

- Khéng diing thudc nay néu ban dang dung cac thudc e ché men monoaminoxydase (IMAD) (mot

r

vai thusc diéu tri trdim cam, bénh Iy tdm than hay cdm xic, hodc bénh parkmson) hoic trong
vong 2 tudn sau khi ngung dung céc thusc IMAO. NEu ban khéng biét ro rédng thudc dang dung - ..

theo don bédc T ¢6 chia IMAO hay khong, phai tham khdo y kién cla béc sT hodc dugc st truge-

khi dung thudc nay.

- Cac thusc chdng co giat (gdm phenytoin, barbiturat, carbamazepin), isoniazid ¢6 thé 1am ting déei‘——%//

tinh clia Acetaminophen trén gan.

- Dung dong thdi phenylephrin véi cac amin c6 tac dung giéng than kinh giao cam c6 thé 1am gia
tang cac tac dung khéng mong muén vé tim mach.

- Phenylephrm c6 thé lam giam hiéu lyc clia cac thudc chen beta va cac thudc chong tang huyét ép
(bao gdm debrisoquin, guanethidin, reserpin, methyldopa). Rui ro vé ting huyét dp va céc tac
dung khdng mong mudn vé tim mach c6 thé dugc gia tang.




https //trungt?%pg%%gc?rﬁrﬁr{ cdm ba vong (amitriptylin, imipramin): C6 thé lam tﬁng cac tac dung khéng

mong mubn vé tim mach cla phenylephrin.

- Dung dong thoi phenylephrin vGi alcalmd ndm cua ga (ergotamin va methylsergid): Lam ting ngd
doc ndm cua ga. "

- Dung dong thoi phenylephrin véi digoxin: Lam tdng riii ro nhip dap tim khéng binh thuGng hodc
dau tim.

- Ding d6ng thdi phenylephrin v6i atropin sé phong bé téc dung chdm nhip tim phan xa do
phenylephrin gay ra.

QUA LIEU VA XU TRi:

Acetaminophen: _

Triéu ching: Bubn nén, non va dau bung (xay ra trong vong 24 gid sau khi udng). Sau 24 gid, trigu

chiing c6 thé bao gém cing dau ha sutin phai, thubing cho biét sy phat trién clia hoai tii gan. T6n

thuong gan nhiéu nhat trong khodng 3 — 4 ngay sau khi udng thudc qué liéu dung va c6 thé din dén

bé&nh nao, xudt huyét, ha dudng huy&t, phii ndo va tif vong.

Cdch X tri- Xi ly tiy thudc vao ndng do trong huyét tuong. Acetylcystein bao vé gan néu dung trong

khodng 24 git ké tir khi qua liéu Acetaminophen (hiéu qud nh4t néu dung trong khodng 8 gid). Liéu

udng ddu tién 12 140 mg/kg (liéu tai), sau d6 cho ti€p 17 liéu nita, mdi liéu 70 mg/kg cach nhau 4

gid mot I4n. Than hoat hodc rila da day c6 thé dugc thyc hién dé gidm sy hdp thu cla

Acetaminophen.

Phenylephrin hydrochlorid:

Triéu ching: Tdng huy&t 4p, nhirc dau, con co gidt, xudt huy&t nao, danh tréng nguc, nhip tim cham.

XU [y: Nén diéu tri trigu chiing va hd tr.

Dextromethorphan: M/

Triéu chung: Budn nén, nén, budn ngl, nhin md, rung gi4t nhan cAu, bi tiéu tién, trang thai t& mé,

ao gidc, mat diéu hoa, suy h6 hdp va co giat.

XU ly: Diéu tri h6 trg va diéu trj triéu chitng. Co thé dung naloxon 2 mg tiém tinh mach dung ldp lai

néu can.

Qué lidu guaifenesin khong gy ra céc triéu chiing nguy hiém dén tinh mang.

Trong trudng hop ding qué li€u, phai lién hé ngay bac s hay d&n bénh vién gan nhat.

TRINH BAY:

Vi 10 vién, hop 1 vi, 10 vi hodc 20 vi.

BAO QUAN: & nhiét do dudi 30°C, noi kho rdo, tranh anh sang.

HAN DUNG: 36 thang ké tif ngay san xudt. Khong dung thudc khi qua han sii dung. .

NGAY XET LAI TG HUGNG DAN SU DUNG: 6-2014 |

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi DINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

Nha san xuét: i
CONG TY CO PHAN DUGC PHAM OPV
Lo 27, Budng 3A, Khu Cong Nghiép Bién Hoa Il, Tp Bién Hoa, Tinh Dong Nai.
DT : (061) 3992999 Fax : (061) 3835088

\g/
PHO CUC TRUONG
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