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MGi 5 ml chia:

Chi dinh, cdch diing v lidu dimg,
ching chi dinh, htu ¥ va thdn trong,
uc dyng kbdng mong muén, tuing
tdc thudc v cdc théng tin khac:
Xin doc wong 1 luting din s dung
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khi diing.

Khdng diing qud liéu chi dinh.

Bédo quin & nhi¢t dg dudi 30°C,
nal khd rdo, trdnh dnh sdng.

Dualcold Night Time syrup
provides temporary relief for cold
and flu symptoms Including:

« Fever

« Stufty Nose

+ Cough and Sorethroat

+ Runny Nose and Sneezing
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Dualcold Night time Syrup 30mI_DEO01_V1

COMPOSITION:
Each 5 ml conmins:

Pasaceramol.........ccooo..ooonee. 160 Mg
Phenylephrine HCL..............2.5 mg
Chilorpt umine I 1 mg
Exciplents Q.5....cueemscamsssinnene 3 0

precautions, side dfcau. Interactions
and other information: See the msen

Keep out of reach of children.
Read carcfully the enclosed insert
before usc.

Do not use exceed the
recommended dosage.

Store at temperature below 30°C,
in a dry place, protect from light

PV PHARMACFLTHCAL JUNNT STOCK (D)
Lot 27, 3A, Bien Hea 11 Indusrial Zone,
Bien Hoa City, Dong Nai, Vietnam
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Paracetamol................. ..160 mg
Phenylephrin HCL.. «2,5 mg
Clorpheniramin maleat... 1 mg
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Dualcold’
NIGHT TIME

Dualcold Night Time syrup

provides temporary reflef for cold
and Mu symploms Including:

* Fever

* Stuffy Nose

+ Cough and Sorethroat

# Runny Nose and Sneezing
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COMPOSTTION:
Each 5 ml contains:

Phenylephrine HCL.................
Chlorpheniramine maleate

Indicitions, admmistration and dosage,
contraindications, warnings and

precautions, side effeas, interactions
and ather information: See the Insert

Keep out of reach of children.
Read carelully the enclosed insert
before use.

Do not use exceed the
recommended dosage.

Store 4t temperature below 30°C,
in a dry place, protect from light.

Box of bottle 60 ml

8416 SX/ Lot N*:
NSX/ Mig. Drate:
HD/ Exp. Dae:

OFV PHARMACEUTICAL JOINT STOCK 0.
Lot 27, 3A, Bien Hoa 1 Industrial Zooe,
Bien Hoa City, Dong Nai, Vietnam
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N : DUALCOLD™ NIGHT TIME

Sird
" THANH PHA&ﬂ S?m\‘s@ chia:
Hoat chét., f% / conaTY
Paracetan‘f@f GO PHAN ﬁi.}. ..................... 160 mg
Phenylephirin et Kf;m::‘“ . 55,-; ....................... 2,5 mg
Clorphenira Q,Q‘leat _rm’. ........................... 1 mg

T4 dugc: Propyl _j_g,m&/amd citric khan, natri benzoat, glycerin, sorbitol 70%, PEG 400, huong nho
léng, amaranth red brilliant blue 1, sucralose, nuéc tinh khiét.
MO TA SAN PHAM:
Chat Iong sanh, mau tim d&n tim ndu, mui trai cdy, vi ngot.
DUGC LUC HOC:
Paracetamol 1a chat chuyén h6a c6 hoat tinh clia phenacetin, c6 tc dung gidm dau biing cdch ngin
chédn sy phét sinh xung dong géy dau G ngoai vi. Thudc ¢d tac dung ha sot bing cach (c ché trung
khu diéu nhiét ving dudi ddi. Paracetamol 12 thuSc gidm dau — ha s6t c6 thé thay thé aspirin, tuy vay
paracetamol khdng cd hiéu qué diBu tri viém. V6i liéu ngang nhau, paracetamol cé tic dung giam dau ha
sot tuong tu nhu aspirin. Paracetamol lam giam than nhiét 6 ngudi bénh s6t nhung hi€m khi 1am giam
than nhiét & ngudi binh thudng. Paracetamol, véi li€u diéu tri, it tic ddng d&n hé tim mach va hd hap,
khong 1am thay ddi can béng acid — base, khdng gay kich Gng, xudc hodc chay mau da day nhu khi
dung salicylat. Khi dung qud liéu paracetamol, chdt chuyén hod N-acetyl-p-benzoguinonimin gay déc
nang cho gan.
Phenylephrin hydrochlorid 1a mdt thudc tc dung giéng thin kinh giao cdm «s c6 tdc dung truc
ti€p 1&n cac thu thé o:- adrenergic Iam co mach méu va 1am ting huyét &p. Phenylephrin
hydroclorid géy nhip tim chdm do phan xa, lam giam thé tich mau trong tudn hoan, giam lu :
lugng mau qua than, cling nhu gidm méu vao nhiu md va cg quan clia ca thé. -
Co ché tac dung cla a- adrenergic cla phenylephrin 1a do Gc ch& san xudt AMP vong (CAMP:
cyclic adenosin -3', 5’-monophosphat) thdng qua Gc ché enzym adenyl cyclase, trong khi téc dung
f- adrenergic la do kich thich hoat tinh adenyl cyclase.
Khi nhé vao niém mac mii, phenylephrin gay co mach tai chd, nén lam gidm sung huy&t mii va
xoang do cam lanh.
Clorpheniramin maleat 12 mdt khang histamin thé hé th( nhat. Thudc canh tranh véi histamin tai A
cac thu thé histamin Hy trén céc t& bao téc dong & dubng tiéu hoa, mach mau va dudng hd hép. {
Hiéu qua an thin cla thudc tuong d6i y&u khi so véi céc thuc khang histamin th€ hé thi nhét W
khac.
DUGC BONG HOC:
Paracetamol dugc hip thu nhanh tir dudng tiéu hoa véi ndng d§ dinh trong huyét tuong dat dudc
khoang 30-60 phit sau khi ung. Paracetamol dugc phan bd trong hdu hét trong cdc md cla co thé.
Paracetamol qua nhau thai va hién dign trong stia me. Gan ket vai protein huyét tuong khong dang
ké v6i nbng do diéu tri théng thudng nhung gdn két sé tang khi ndng do tang. Thai gian ban hiy
clia paracetamol thay d6i tir khodng 1 dén 3 gid. Paracetamol dugc chuyén héa chii y&u & gan va bai
tiét trong nuéc tiéu chil y&u dudi dang lién hop giucuromd (60-80%) va lién hop sulphat (20-30%)
Dudi 5% duoc bai ti6t dusi dang paracetamol khong ddi. M6t phan nhd (dudi 4%) dugc chuyén hoa
théng qua hé thong cytochrom P450.
Phenylephrin hydroclorid dugc hap thu khong déu qua dudng tiéu hoa va trai qua qua trinh chuyén
hoa giai doan ddu ¢ rudt va gan nhd enzym monoamin oxidase. Phenylephrin dugc thai trir g&n nhu
hoan toan qua nudc tiéu.
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eniramin ma ea{ hé&p thu 6t khi udng va thudc xudt hién trong huyét tuong trong vong 30-60
phit. Néng do dinh huyét tuong dat dugc trong khodng 2,5-6 gi sau khi udng. Khd dung sinh hoc
khodng 25-50%. Khodng 70% thuc trong tudn hoan lién két véi protein. Clorpheniramin chuyén héa
nhanh va nhiéu, cdc chdt chuyén héa gém c6 desmethyl-didesmethyl- Clorpheniramin va mot s
chat chua dugc xac dinh. Thudc dudc bai tigt chll y&u qua nutc tiéu dudi dang khong ddi hoic
chuyén hoa. Chi mgt lugng nhod dugc thdy trong phan. Thai gian bén hiy 1a 12-15 gid va & ngui
bénh suy thdn man, kéo dai t6i 280-330 gid.

CHi DINH:

Lam gidm tam thdi cac triéu chiing cdm lanh théng thudng: Cac con dau nhe, nhic dau, dau hong,

sung huy&t mii (nghet mii), ho, chay mii, hdt hoi va s6t.

CACH DUNG - LIEU DUNG:

L&c trudc khi ding.

- Tré em t0 4 dén 5 tudi: Khéng dugc st dung néu khdng cd chi din cla béc sT.

- Tré em tir 6 dén 11 tudi: Usng 2 mubng ca phé (10 ml) cach mi 4 gio. Khong ding qua 10
mubng ca phé (50 ml)/ 24 gid.

CHONG CHI DINH:

- Bénh nhén dugc biét qud man v6i bt ky thanh phén nao cla thuc.

- Bénh nhén dang dung céc thudc IMAO (xem phén tuong tac thubc).

- Dung dbng thdi v6i bat ki thudc nao c6 chifa paracetamol (theo toa va khong theo toa). N&u ban
khong biét rd thudc dang dung cé chifa paracetamol hay khéng thi ban nén hoi bac sT hodc duge
sT.

- Bé&nh nh&n c6 b&nh mach vanh va ting huyét 4p ndng.

- Thiéu hut G6DP.

- Bénh nhén bj suy gan nang.

- T&ng nhan 4p gbc dong

- Phi dai tuyén tién liét.

- DPang con hen cép.

- Téc nghén ¢b bang quang.

- Loét da day-ta trang, hep tit mon vj - ta trang.

- Tré em dudi 4 tudi.

Phu ni ¢6 thai 3 thang cudi cta thai ky

LUU Y VA THAN TRONG:

Thén trong va cdnh bao dXc biét khi sir dung thuéc chifa hoat chat paracetamol:

— Béc s cdn canh bdo bénh nhan vé cac diu hidu cla phan ng trén da nghiém trong nhu hgi
chiing Steven-Johnson (SJS), hgi chiing hoai tU da nhiém doc (TEN), hay hdi ching Lyell, hi
chiing ngoai ban myn mi toan than cép tinh (AGEP).

— Ngudi bénh cdn phdi ngiing ding paracetamol va di kham thdy thubc ngay khi thdy phét ban
hodc cac hiéu hién khdc G da hodc cac phan (ing man cam trong khi diéu tri. Ngudi bénh co
tién sif co cac phan (ng nhu vay khéng nén ding cic ché pham chia paracetamol.

— Poi khi cé nhiing phan Ung da gém ban dat sAn ngiia va may day; nhiing phan ing man cim
khac gém phi thanh quan, phu mach va nhiing phén (ng kifu phan vé co thé it khi xdy ra.
Giam tiéu cdu, gidm bach cdu va gidm toan thé huyt cdu da xay ra vi viéc sl dung nhiing dan
chdt p-aminophenol, dic biét khi dung kéo dai céc ligu 16n. Gidm bach cdu trung tinh va ban
xudt huy&t gidm tifu cdu d xay ra khi ding paracetamol. Hi€m gdp mét bach cu hat & ngudi
bénh dung paracetamol.

— Dung nhiéu ch& phdm chia paracetamol déng thdi c6 thé dan d&n h&u qué c6 hai (nhu qua liéu
paracetamol).
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http§:l/tru_nglgﬁgmpéjnogoggrﬂ{i dung paracetamol cho ngudi bénh c¢6 thiéu méu ti trude, suy gan, suy thén,

ngudi nghién rugu, suy dinh dudng man tinh hodc bj mat nudc. Tranh ding liéu cao, ding kéo
dai cho ngudi bi suy gan.

Usng nhiéu rugu co thé gdy ting doc tinh v6i gan cha paracetamol, nén tranh hodc han ché
ubng rugu.

Phenylephrin hydroclorid:

C4n thdn trong khi ding thudc 6 nhiing ngudi bénh bi hen khi ph& quan, tic rudt, cudng giap
trang, phi dai lanh tinh tuyén tién liét. Khi dung thudc thdy xudt hién triéu chiing kich thich,
chéng mat, r6i lpan gidc ngll phdi ngtng thubc va théng bdo cho nhén vién y 1&.

Clorpheniramin maleat:

Do tac dung khdng muscarimin c&n than trong khi ding cho ngui bi phi dai tuyén tién liét, tic
duting nigu, tic mdn vi ta trang, va lam trdm trong thém & ngudi bénh nhugc co.

Téc dung an thdn cla clorpheniramin t&ng I&n khi udng rugu va khi diing déng thi véi céc thudc
an than khéc.

Co nguy co bién chiing dudng hd hdp, suy gidm hd hdp va nging thd & ngudi bj bénh phdi tic
ngh&n hay & tré nhd. Phai than trong khi c6 bénh phdi man tinh, thd ngan hodc kho thd, hen
ph& quan.

C6 nguy co bi sdu rang & nhitng ngudi bénh diéu tri thoi gian dai, do tdc dung khang muscarin
gay khd miéng.

Tranh dung cho ngudi bénh bj tdng nhan ap nhu bj glécom.

Dung thudc than trong véi ngudi cao tudi (> 60 tudi) vi nhiing ngudi nay thudng ting nhay cam
vGi tac dung khang muscarin.

Tré em rat nhay cadm véi cc tdc dung khong mong mudn va cé thé gy kich thich thdn kinh
nén hét slc than trong khi dung clorpheniramin cho cdc b&nh nhan nay, nhat 1a & tré co tién sl
ddng kinh.

Tham khao y kién bac si néu iré em cd bénh:

B&nh gan, bénh tim, ting huyét dp, bénh tuyén gidp, tiéu duding.
Tiéu khé do phi dai tuy&n tién liét.

Chiing ho kéo dai hay ho man tinh nhu ho do bénh hen.

Ching ho kém véi tiét dom (chédt nhay) qua mic.

Tdng nhan ép.

" Tham khao y ki€n bac s trudc khi sit dung néu tré em:

Pang dung thudc chbng dong méau warfarin.
Pang dung thudc gidm dau hodc thudc an thdn.

Ngung diing thudc va tham khdo y ki€n bac si néu:

C4m gidc bon chdn, chong mat hodc mat ng.

Con dau, sung huy&t mui, hodc ho ndng hon hodc kéo dai hon 5 ngay.
S6t ndng hon hoic kéo dai hon 3 ngay.

D6 da hoic sung phu.

C6 cac triéu chiing mai.

Ho téi phat hodc c6 kém theo s6t, phdt ban da hodc nhic ddu kéo dai.

Pay c6 thé 1a ddu hiéu clia bénh Iy trdm trong hon.

Thoi ky mang thai: Chi diing cho ngudi mang thai khi that c&n thiét, co can nhdc vé téc hai do
thudc gay ra. Khong ding cho phy nit ¢6 thai 3 thdng cudi cla thai ky.

Thoi ky cho con bii: Phdi rat than trong khi dung thudc cho phy nii nudi con b, can can nhic hodc
khong cho con bl hodc khong ding thuc, tly mic do cn thiét clia thubc ddi véi ngudi me.

Tac dong cia thudc khi 1ai xe va vdn hanh mdy méc: Dung thén trong khi dang lai xe hay van
hanh may mac.
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- Thudng gép (ADR > 1/100)

Thén kinh: Kich dong thdn kinh, bén chén, lo 4u, khé ngl, ngudi yéu mét, chodng vang, dau trudc
ngyc, run rdy, di cdm dédu chi, ngll ti¥ ngll nhe d&n ngl sau, mét phdi hgp ddng téc, nhac ddu, roi
loan tdm than - van dong.

Tim mach: Tang huyé&t 4p.

Da: Nhot nhat, tring béch, cam gidc lanh da, dung long téc.

Tac dung khdng muscarin: Khé miéng, ddm dac, nhin md, bi ti€u tién, tio bon, ting trdo nguge da
day. .

It gap (1/1000 < ADR < 1/100)

Tim mach: Tang huy&t 4p kém phu phdi, loan nhip tim, nhip tlm cham, co mach ngoai vi va noi
tang lam gidm tu6i mau cho cac cd quan nay, danh tréng ngyc.

Da: Ban, phan ¢ng man cam (co thdt ph& quan, phi mach va phan vé)

Tiéu hoa: Budn ndn, ndn, tiéu chdy, dau vung thugng vi

Huy€t hoc: Loan tao méu (giam bach cdu trung tinh, gidm todn thé huyét cdu, gidm bach cdu), thicu
mau.

Thén: Bénh than, doc tinh than khi lam dung dai ngay.

Ho hap: Suy ho hép

Thén kinh: Con hung ph&n, 4o gidc, hoang tudng

Hiém gap (ADR < 1/1000)

Da: Hoi chiing Steven-Johnson, hoai tii bi€u bi nhiém dgc, hdi ching Lyell, mun m{ ngoai ban toan
th&n cép tinh.

Tim mach: Viém co tim thanh 6, xuét huyét dudi mang ngoai tim

Huyét hoc: M4t bach cdu hat, giam bach c4u, thi€u mau huy&t tén, giam ti€u cdu

Khac: Phan (ing qud man, co giat, v md hoi, dau co, dj cdm, tc dung ngoai thap, rdi loan gidc
ngl, trdm cam, 10 1&n, U tai, ha huy&t &p, rung toc.

Théng béo cho bac si nhiing tic dung khéng mong muén gdp phéi khi si dung thudc.

TUONG TAC THUOC:

— Toc d6 hap thu clia paracetamol cé thé dugc ting I1&n bdi metoclopramid hodc domperidon va

hdp thu gidm bai colestyramin.

— UBng dai ngay liéu cao paracetamol lam ting nhe tic dung chdng déng clia coumarin va dan
chat indandion.

— C&n phai chd y d&n kha ning gdy ha than nhiét nghiém trong & ngudi bénh dung dong thoi
phenothiazin va liéu phdp ha nhiét (nhu paracetamol).

— UBng quéd nhiéu rugu va dai ngay lam ting nguy co gy ddc cho gan clia paracetamol.

— Cac thudc chéng co gist (gém phenytoin, barbiturat, carbamazepin), isoniazid, céc thudc chong
lao c6 thé lam tdng ddc tinh clia paracetamol trén gan.

— Probenecid co thé 1am gidm dao thai paracetamol va lam ting thoi gian ban thdi trong huyét
tuong cla paracetamol.

— Khéng dung thudc nay khi dang dung cac thudc ¢ ché men monoaminoxydase (IMAO) (mot vai
thudc diéu tri trdm cam, bénh Iy tdm than hay cam xlc, hodc bénh parkinson) hodc trong vong
2 tuin sau khi ngung ding céc thudc IMAO. Néu ban khong biét rd réng thubc dang dung theo
don béc sT c6 chia IMAO hay khéng, phai tham khao y ki€n clia bac st hodc dugc ST trudc khi
dung thudc nay.

— Dung déng thoi phenylephrin v6i cac amin c6 tac dung giéng thdn kinh giao cadm co thé lam gia
ting cac tac dung khdng mong mubn vé tim mach.
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yt/puﬁ)r?n%%rﬂ{é’ lam gidm higu Iyc clia céc thubc chen beta va céc thudc chéng ting huyét
dp (bao gém debrisoquin, guanethidin, reserpin, methyldopa). Rai ro v& ting huy&t 4p va cac tac
dung khong mong mubn vé& tim mach c6 thé dugc gia tang.

— Thudc chéng trdm cam ba vong (amitriptylin, imipramin): C6 th& 1am ting cac tic dung khéng
mong mudn v& tim mach cla phenylephrin

— Dung dong thdi phenylephrin vGi alcaloid ndm cua ga (ergotamin va methylsergid): Lam ting
ngd doc ndm cua ga.

— Dung dong thdi phenylephrin véi digoxin: Lam tang rli ro nhip d&p tim khong binh thuting hoic
dau tim.

— Dung dong thoi phenylephrin v6i atropin sé phong bé& tic dung chim nhip tim phdn xa do
phenylephrin géy ra.

— Ethanol hodc cc thudc an thdn gdy ngl c6 thé lam ting tac dung Gc ché& hé thdn kinh trung
uong cta Clorpheniramin.

— Clorpheniramin Gic ché chuyén hoa phenytoin va co thé din dén ngé doc phenytoin.

— Céc thubc Gc ché CYP3A4 nhu: Dasatinib, pramilintid lam ting ndng d hodc tac dung cla
clorpheniramin
Thuoc lam giam tac dung cla cac chét (ic ché cholinesterase va betahistidin.

OUA LIEU VA CACH XU TRi:

Paracetamol:

Triéu chifng: Bubn nbn, ndn va dau bung (xdy ra trong vong 24 gid sau khi ubng). Sau 24 gid, triéu

chiing c6 thé bao gém cing dau ha sudn phai, thudng cho biét sy phat trién clia hoai tl gan. Tén

thuong gan nhiéu nhét trong khodng 3 — 4 ngay sau khi udng thudc qua liéu ding va c6 thé din

d&n bénh ndo, xudt huyét, ha dudng huyét, phii ndo va tl vong.

Céch xua tri- XU ly tuy thudc vao ndng dd trong huyét tuong. Acetylcystein bao vé gan néu ding

trong khodng 24 gid ké tir khi qué liéu paracetamol (hiéu qud nh&t néu dung trong khoéng 8 gid).

Liéu udng d4u tién 1a 140 ma/kg (liéu tai), sau A6 cho ti€p 17 liéu nla, mdi liéu 70 mg/kg cach nhau

4 gid mot I&n. Than hoat hodc rlla da day c6 thé dugc thuc hién d€ gidm sy h&p thu cla

paracetamol.

Phenylephrin HCI:

Triu chung: Tdng huy&t &p, nhic ddu, con co giat, xudt huyét ndo, dénh tréng nguc, nhip tim

cham.

Cdch x1 tri- Nén diéu trj triéu chiing va hd trg.

Clorpheniramin maleat:

Triéu ching:

LiBu gay chét clia clorpheniramin khoang 20-50 mg/kg thé trong.

Nhiing triéu chiing va ddu hiéu qua liéu bao gém an thdn, kich thich nghich thuding hé than kinh

trung uong, loan tdm thén, con dong kinh, ngiing thd, co gidt, tdc dyng khéng cholinergic, phan (ing

loan truong luc, truy tim mach va loan nhip.

Cdch xiuf tri: L

Rifa da day hodc gay ndn bang sird ipecacuanha. Sau do, cho dung than hoat va thudc tay dé han

ché& hap thu.

Khi gap ha huyét dp va loan nhip, c&n dugc diéu tri tich cuc. Co thé diéu tri co gi&t bang tiém finh

mach diazepam hodc phenytoin. Co thé phai truyén mau trong nhiing ca nang.

C4n cha v dic biét dén chiic ndng gan, than, hd hip, tim, can bing nudc va dién gidi

TRINH BAY: Hop 1 chai 30ml, hop 1 chai 60 ml.

BAO QUAN: § nhiét 46 dudi 30°C, noi kho rdo, tranh anh sang.

HAN DUNG: 36 thang k& tif ngay san xu&t. Khong dung thudc khi qud han sii dung.

NGAY XET LAI T0 HUGNG DAN SU DUNG:
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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 sdn xuét:
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https://trungtamthuoc.com/
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L6 27, dudng 3A, Khu Cong Nghiép Bign Hoa Il, Thanh phd Bién Hoa, Tinh Dng Nai.
DT: (061) 3992999  Fax: (061) 3835088
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