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THANH PHAN: M3i 5 ml sird chia:
Hoat chat: AcetaminopheN..........ccccciiveveeinsiinnirinsiesnnnennns. 160 M@
Phenylephrin HCI........ a0 MO

Clorpheniramin maleat...............cc..ccceceimrmieisnnimessnesens 1mg
T4 duge: Propylen glycol, acid citric, natri benzoat, glycerin, sorbitol
70%, PEG 400, huong nho, amaranth red, brilliant blue 1, sucralose,
nudc tinh khigt,

CHI BINH: Lam gidm tam thdi céc tridu ching cim lanh thong thudng:
Céc cdn dau nhe, nhdc ddu, dau hong, sung huy8t mii (nghet mii), ho,
chdy miii, hdt hoi va s6t.

CACH DUNG - LIEU DUNG: Lic trudc khi ding.

- Tré em tI 4 dén 5 tudi: Khong dugc st dung néu khong 6 chi
din clia bac si.

- Tré em ty 6 dén 11 tudi: Usng 2 mudng ca phé (10 ml) cach mbi
4 gi. Khéng dung qud 10 mubng ca phé (50 ml)/24 gid.

CHONG CHI DINH:

- Bénh nhan dugc biét qud min vdi bat ky thanh phdn nao clia thufic.

- Bénh nhin dang ding céc thudc IMAQO (xem phdn tuong téc thudc).

- Dung ddng thai vGi bat Ki thuc ndo co chifa acetaminophen (theo
toa va khong theo toa). N&u ban khong biét ro thulc dang ding c6
chifa acetaminophen hay khéng thi ban nén hdi béac si hodc dugc si.

- Bénh nhan ¢ bénh mach vanh va cao huy8t 4p ning.

- Thiéu hyt G6PD.

Bénh nhdn bj suy gan ning.

Téng nhan &p gbc hep.

Phi dai tuy&n tién liet.

Bang con hen cip.

Tc ngh&n cf bang quang.

Loét da day - t4 trang, hep tAt mén vj — t4 trang.

- Tré em dudi 4 tudi.

LUU Y VA THAN TRONG:

Thén trong va cdnh béo d3c bigt khi sir dyng thulc chita hogt chat

Acetaminophen:

- Bac sicdn cinh béo bénh nhan vé cic d4u hiéu cla phan (ng trén
da nghiém trong nhu hdi ching Steven-Johnson (SJS), hoi ching
hoai tlf da nhiém dgc (TEN), hay hoi chiing Lyell, hdi chitng ngoai
ban mun m todn than cdp tinh (AGEP).

Khéng dung qué liéu chi dinh,

Tham khéo § ki€n béc si n€u tré em c6 bénh:

- Bénh gan, bénh tim, ting huyét 4p, b&nh tuyén gidp, tifu duding.

- Tiéu kho do phi dai tuy&n tién ligt.

- Ching ho kéo dai hay ho man tinh nhu ho do b&nh hen.

- Chitng ho kém vai ti€t dom (ch&t nhdy) qua miic.

- Tang nhan ap.

Tham khao § ki€n béc si trude khi sit dyng n&u tré em:

- Dang dung thuSc chng dong mau warfarin.

- Dang diing thulc gidm dau hodic thudc an thin.

Ngung diing thufc va tham khao § kién bac si néu:

- Cam gidc bdn chén, chéng mit hodc mét ngil.

- Con dau, sung huy&t mii, hogc ho nd@ng hon hodc kéo dai hon 5 ngay.

S6t nang hon hodc kéo dai hon 3 npay.

D0 da hodc sung phu.

Co cac triéu chling mdi.

- Ho tai phat hoic c6 kém theo s&t, phét ban da hodc nhitc ddu kéo dai.

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

TAC DUNG KHONG MONG MUGIN:

Thufic c6 thé gdy bubn ngd.

Mot s6 truding hgp dj ing véi thudc hifm khi x3y ra nhu: Phét ban, do
da, may day. Téc dyng phu khéc c6 thé 12 budn nbn, ndn, bén chén,
nhic ddu, chéng mat, mét, khé miéng, bi tiéu, gidm bach céu trung
tinh, gidm tiéu cdu, gidm toan thé huyét cdu, thi€u mau, bénh than,
cao huyét dp, da nhot nhat, danh tréing ngyc, run rdy, &o gidc, khd thd,
loan nhip tim, kich thich dac biét & tré.

Théng béo cho béc si nhitng tdc dyng khdng mong mudn gdp phai
khi sir dyng thude.

TUONG TAC THUOC:

- Khong diing thudc nay néu con ban dang ding cac thudc (c ché men
monoaminoxydase (IMAQ) (mft vai thudc didu trj trdm cam, bénh
Iy tam thdn hay cdm xiic, hodc bénh Parkinson) hodc trong vdng
2 tudn sau khi ngung diing céc thuic IMAO. NEu ban khéng biét rd
riing thuc dang diing theo dan béc sT c6 chifa IMAO hay khOng, phai
tham khao ¥ kifn clia bac sT hodc duge T trudic khi ding thulc nay.

- Céc thudc ching co gidt (gém phenytoin, barbiturat, carbamazepin),
isoniazid ¢ thé lam tang ddc tinh clia Acetaminophen trén gan.

- Ding dng thdi phenylephrin véi cdc amin ¢6 tic dung gi6ng thdn

gl S X

L |

Sird

kinh giao cdm c6 thé 1am gia tdng cdc tac dung khéng mong
mubn vé tim mach.

- Phenylephrin c6 thé 1am gidm hidu Iyc clia céc thudc chen beta va
céc thudc chdng tang huygt 3: (bao gbm debrisoquin, guanethidin,
reserpin, methyldopa). RUi ro vé tang huy&t 4p va céc tic dung khong
mong mudn vé tim mach c6 thé dugc gia tang.

- Thudc ching trdm cam ba vdng (amitriptylin, imipramin): C6 thé lam
tang céc tic dyng khdng mong mudn vé tim mach clia phenylephrin.

- Diing déng thdi phenylephrin vdi alcaloid ndm cya ga (ergotamin va
methylsergid): LAm tdng ngd dic ndm cya ga.

- Dung déng thi phenylephrin véi digoxin; LAm tang rli ro nhjp dap
tim khong binh thubng hodc dau tim.

- Dung déng théi phenylephrin vdi atropin s& phong b€ tic dung
chdm nhip tim phdn xa do phenylephrin gay ra.

- Ethanol hodc c4c thudc an thdn gdy ngdl c6 thé Iam ting tic dung
{fc ch& h# thdn kinh trung wong clia Clorpheniramin,

- Clorpheniramin (fc ch& chuyén hoa phenytoin va c6 thé din dén
ngd doc phenytoin.

QUA LIEU VA CACH XU TRI:

Acetaminophen:

Trigu ching: Bubn ndn, ndn va dau byng (xdy ra trong vdng 24 gid sau

khi udng). Sau 24 gid, trigu chimg c6 thé bao gbm cing dau ha suin

phéi, thubing cho biét sy phét trién clia hoai tif gan. T8n thuong gan nhiéu
nhét trong khodng 3 - 4 ngay sau khi ubng thudc qué lidu ding va cb
thé din dén bénh ndo, xudt huyét, ha dubing huy8t, phi: ndo va tif vong.

Cdch xit tri- XU Iy tby thubc vao néng d trong huyét tuong.

Acetylcystein bao vé gan néu ding trong khodng 24 git ké tir khi qua

liéu Acetaminophen (hiéu qua nhat néu diing trong khodng 8 gid)). Liu

udng ddu tién 1a 140 mg/kg (liéu tai), sau d6 cho ti€p 17 lidu nia, mdi

liéu 70 mg/kg cch nhau 4 gidd mot 1&n. Than hoat hodc rila da day c6

thé dugc thyc hign dé gidm sy hip thu clia Acetaminophen.

Phenylephrin HCI:

Triéu chung: Tang huy8t &p, nhirc ddu, con co giat, xudt huyét ndo,

dénh tréng ngyc, nhip tim cham.

Cédch xi tri: Nén dibu tri triéu ching va hd trg.

Clorpheniramin maleat:

Triu ching:

Liéu gy chét clia Clorpheniramin khodng 20 - 50 mg}kg thé trong.

Nhilng triéu chitng vA d&u higu qu4 liéu bao gém an thdn, kich thich

nghjch thuding hé thdn kinh trung uong, loan tdm th4n, con dong kinh,

ngiing thé, co giat, tac dung khang cholinergic, phdn dng loan truong
lyc, tryy tim mach va loan nhip.

Cdch xa trf:

Rifa da day hodc pdy ndn bing sird ipecacuanha. Sau dd, cho diing

than hoat va thufic ldvy dé han ché hap thu.

Khi g3p ha huyt 4p va loan nhip, cdn dugc didu trj tich cyc. C6 thé

didu trj co gi4t bing tiém tinh mach diazepam hodc phenytoin. C6 thé

phdi truyén m4u trong nhilng ca n&ng.

Cdn chi y dic biét d&n chic ning gan, than, hd hdp, tim, cin bing

nudc va dign giai.

TRINH BAY: Hop 1 chai 30 ml hoic chai 60 ml.

BAO QUAN: § nhiét do tir 15°C dén 30°C.

HAN DUNG: 36 thing ké tif ngay sin xudt. Khong ding thufic khi

quéd han sif dung.

NGAY XET LAI T0 HUGNG DAN SU DUNG: 17/06/2017

DE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

KHONG DUNG QUA LIEU CHI BINH

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

Nha sdn xuét:

Pharmaceuticals
WHO-GMP
cONG TY c8 PHAN DUQGC PHAM OPV

S6 27, bubing 3A, Khu Céng Nghiép Bién Hoa Il
Phuting An Binh, Tp. Bién Hoa, Tinh D6ng Nai
DT: (0251) 3 992 999 Fax: (0251) 3 835 088

2062901/0317/04
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NEW AMEFLU’ NIGHT TIME

Syrup

COMPOSITION: Each 5 ml syrup contains:

Active ingredient: Acataminuphen..........,..,.,....‘....................,...160 mg
Phenylephrine HCI... ..2.5 mg
Chiorpheniramine maleale .1mg

Excipients: Propylene glycol, citric acid, sodlum banzoate glycerlna
sorbitol 70%, PEG 400, grape flavor, amaranth red, brilliant blue 1,
sucralose, purified water.

INDICATIONS: Temporarily relieves the common cold symptoms:
Aches and pains, headache, sore throat, nasal congestion (stuffy),
cough, sneezing and runny nose and fever.

ADMINISTRATION AND DOSAGE: Shake well before using.

- Children from 4 to 5 years of age: Do not use unless directed
by a doctor.

- Children from 6 to 11 years of age: Take 2 teaspoons (10 mi), every
4 hours. Do not take more than 10 teaspoons (50 ml) in 24 hours.

CONTRAINDICATIONS:

- The patients who are hypersensitive to any ingredients of this product.

- Patients who are receiving MAOIs (see Drug interaction section).

- Concomitant use with any other drug containing acetaminophen
(prescription or nonprescription). If you are not sure whether a drug
contains acetaminophen, ask a doctor or pharmacist.

- Patients who have coronary disease and severe hypertension.

- G6PD insufficiency.

- Patients with severe hepatic failure.

- Narrow-angle glaucoma.

- Prostatic hypertrophy.

- During acute asthmatic attacks.

- Bladder neck obstruction.

- Peptic ulcers, obstruction of pylorus duodenum.

- Children under 4 years of age.

WARNINGS AND PRECAUTIONS:

Special precaution and warning when using medication containing

Acetaminophen:

- The doctor must warn the patients about the symptoms of serious
skin reactions including: Stevens-Johnson Syndrome (SJS), toxic
epidermal necrolysis (TEN), or Lyell Syndrome, acu1e generalized
exanthematous pustulosis (AGEP).

Do not exceed recommended dosage.

Ask doctor before use it if children have:

- Liver disease, heart disease, high blood pressure, thyroid disease,
diabetes.

- Trouble urinating due to an enlarged prostate gland.

- Persistent or chronic cough such as occurs with asthma.

- Cough that occurs with too much phlegm (mucus).

- A breathing problem such as chronic bronchitis.

- Glaucoma.

Ask a doctor before use if your child is:

- Taking anticoagulant drug is warfarin.

- Taking sedatives or tranquilizers.

Stop use and ask a doctor if:

- Nervousness, dizziness or sleeplessness occur.

- Pain or nasal congestion gets worse or lasts more than 5 days.

- Fever gets worse or lasts more than 3 days.

- Redness or swelling is present.

- New symptoms occur.

Cough comes back or occurs with rash or headache that lasts.

These could be signs of a serious condition.

SIDE EFFECTS:

May cause drowsiness.

There are rare cases of allergy such as: Skin rash, erythema or urticaria.
Other side effects are nausea, vomiting, restlessness, headache,
dizziness, tiredness, dry mouth, urinary retention, neutropenia,
thrombocytopenia, pancytopenia, anemia, renal disease, hypertension,
paleness, palpitations, tremor, hallucinations, difficulty breathing,
arrhythmia, excitability, especially in children.

In case of an unexpected reaction, consull your physician.

INTERACTIONS:

- Do not take this product if your child is now taking a prescription of
monoamine oxidase inhibitor (MAOI) (certain drugs for depression,
psychiatric or emotional conditions, or parkinson's disease), or
for 2 weeks after stopping the MAOI drug. If you do not know if
your child’s prescription drug contains an MAOI, ask a doctor or
pharmacist before taking this product.

- Phenytoin, barbiturate, carbamazepin, isoniazid may increase the
hepatotoxicity of Acetaminophen.

- Concomitant use of phenylephrine with other sympathomimetic
amines can increase the risk of cardiovascular side effects.

- Phenylephrine may reduce the efficacy of beta-blocking drugs
and antihypertensive drugs (including debrisoguine, guanethidine,
reserpine, methyldopa). The risk of hypertension and other
cardiovascular side effects may be increased.

- Tricyclic antidepressants (e.g. amitriptyline, imipramine): May
increase the risk of cardiovascular side effects with phenylephrine.

- Concomitant use of phenylephrine with ergot alkaloids (ergotamine
and methylsergide): Increase the risk of ergotism.

- Concomitant use of phenylephrine with digoxin: Increase the risk of
irregular heartbeat or heart attack.

- Concomitant use of phenylephrine with atropine will block the reflex
bradycardia that phenylephrine causes.

- Ethanol or hypnotics may increase the CNS inhibition effect of
chlorpheniramine.

- Chlorpheniramine inhibits phenytoin metabolism and can lead to
phenytoin toxicity.

OVERDOSE AND TREATMENT:
Acetaminophen:
Symptoms: Nausea, vomiting and abdominal pain (normally settle
within 24 hours of ingestion). After 24 hours symptoms may include
right subcostal pain and tenderness, usually indicates development of
hepatic necrosis. Liver damage is greatest 3 - 4 days after ingestion
and may lead to encephalopathy, haemorrhage, hypoglycaemia, cerebral
oedema and death.

Treatment: Treatment is based on plasma concentration. Acetylcysteine

protects the liver if administered within 24 hr after ingestion (most

effective if given within 8 hours). Dose: 140 mg/kg orally (loading)
followed by 70 mg/kg every 4 hours for 17 doses. Activated charcoal or
gastric lavage may be treated to decrease absorption of Acetaminophen.

Phenylephrine HCI:

Symptoms: Hypertension, headache, convulsions, cerebral haemorrhage,

palpitation, slow heart rate.

Treatment: Should provide symptomatic and supportive care.

Chlorpheniramine maleate:

Symptoms:

The estimated lethal dose of chlorpheniramine is 20 to 50 mg/kg

body weight.

The symptoms and signs of overdosage include sedation, paradoxical

stimulation of CNS, toxic psychosis, epilepsy, apnoea, convulsion,

anticholinergic effects, dystonic reactions, cardiac collapse and arrhythmia.

Treatment:

Gastric lavage should be performed or emesis with ipecacuanha syrup.

After that, activated charcoal and cathartics may be administered to

reduce absorption of chlorpheniramine.

If hypotension and arrhythmia should be treated vigorously.

Convulsion may be treated with intravenous diazepam or phenytoin.

Haemoperfusion may be used in severe cases.

Should monitor particularly to cardiac, respiratory, renal and hepatic

functions, fluid and electrolyte balance.

PRESENTATION: Bottle of 60 ml, bottle of 30 ml.

STORAGE: Store at temperature from 15°C to 30°C.

SHELF-LIFE: 36 months from manufacturing date. Do not use after

expiry date.

DATE OF REVISION OF PACKAGE INSERT: 17/06/2017

KEEP OUT OF REACH OF CHILDREN

READ THE ENCLOSED INSERT CAREFULLY BEFORE USE

DO NOT EXCEED RECOMMENDED DOSAGE

FOR FURTHER INFORMATION, CONSULT YOUR PHYSICIAN

Manufacturer:

Pharmaceuticals
WHO-GMP
0PV PHARMACEUTICAL JOINT STOCK CO.

No.27, 3A Street, Bien Hoa Il Industrial Zone,
An Binh Ward, Bien Hoa City, Dong Nai Province
Tel: (0251) 3 992 999 Fax: (0251) 3 835 088

2062901/0317/04




