Sinuflex D https://trungtamthuoc.com/

Paracetamol - Phenylephrin - Loratadin
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(Microcrystalin cellulose M101, era-tab, PVP K30, aerosil, HPMC, titan dioxyd, lipoxol 6000, tween 80, bt talc, mau vang

quinolein, mau tartrazin, mau green mint).

DANG TRINH BAY

Vién bao phim. Vi 10 vién. Hop 2 vi, 10 vi.

DUGC LUC HOC

Dugc chat chinh cla Sinuflex D 1a paracetamol phenylephrin hydroclorid va loratadin.

Paracetamol |a thuéc gidm dau, ha s6t phdi hgp vdi tinh khang histamin kéo dai cta loratadin cung vdi tac dung chéng

sung huyet & niém mac mdi ca phenylephrin. Phenylephrm la thuGc gidng giao cam tac dong trén céc thy thé a-adrenalin

& céc tiéu dong mach trong niém mac mai gay co thit lam gidm sung huyét.

DUGC PONG HOC

Paracetamol dugc hap thu nhanh qua dudng tiéu hod. Tac dung manh nhét thé hién trong vong 1 gid sau khi udng.

Paracetamol dugc phan b8 nhanh va déng déu vao cac md. Thdi gian ban hiy clia paracetamol khoang 2 gio & ngudi binh

thudng. Sau khi udng, néng dd dinh trong huyét tuong clia phenylephrin dat dugc trong khoang 1-1,3 gid. Loratadin dugc hap

thu nhanh qua dudng tiéu héa. Loratadin chli yéu chuyén héa thanh descarboethoxyloratadin, 1a chat chuyén héa c6 tac
dung dugc ly. Sau khi udng tac dung khang histamin xuét hién trong vong 1-4 gid, dat t6i da 8-12 gid va kéo dai hon 24 gid.

CHi PINH

Sinuflex D dugc chi dinh diéu tri cac triéu chiing cdm cim nhu sét, nhiic ddu, hat hai, ho khan, nghet miii, chdy nudc mi

do di (ing thdi tiét, viém két mac di tng.

CHONG CHI DINH

- Bénh nhan ¢4 tién sl qua man véi bat cd thanh phan nao cda thudc hodc man cam chéo véi pseudoephedrin.

- Bénh nhan c6 thi€u mau tii truéc hodc ¢ bénh nang trén tim, phdi, than hoc gan, bénh cudng giap nang, glécdm géc dong.

- Bénh nhan thi€u hyt glucose-6-phosphat dehydrogenase (G6PD).

- Tré em dudi 12 tudi.

LIEU LUONG VA CACH DUNG

Thudc udng. Liéu dung théng thudng nhu sau:

Ngudi I6n va tré em trén 12 tudi: mdi Ian udng 1 vién, méi ngay uéng 2-3 Ian.

THAN TRONG

- Bé&nh nhan cé nguy co hodc dang bj suy giam hé hap. Bénh nhan suy gan.

- Khi dung loratadin, c6 nguy cd khd miéng, d&c biét & ngusi cao tudi, ting nguy cd sau rang. Do d6, can phai vé sinh rang
miéng sach sé khi dung loratadin.

- Do thudc cé chia paracetamol nén than trong & nhang bénh nhén c6 thi€u mau tif truéc. Bénh nhan nén tranh uéng
ruou khi dung thudc. Doi khi ¢d nhitng phan Ung da gom ban dét s&n ngua va mé day xay ra. Gidm tiéu c4u, gidm bach
céu, va gidm toan thé huyét cu da x4y ra vGi viéc st dung nhitng dan chat p-aminophenol, dac biét khi dung kéo dai

“cac liéu 16n. Gidm bach cdu trung tinh va ban xudt huy&t gidm tiéu cau da xay ra khi ding paracetamol. Hiém gap mat
bach cau hat  bénh nhan dung paracetamol.

- Sy hién dién cta phenylephrin trong céng thiic dang uéng khéng gy hai cho ngudi I6n va tré em trén 12 tudi & liéu
khuyén céo.

- Can than trong khi dung cho ngudi cao tudi, ngudi bénh cudng giap, nhip tim cham, bldc tim mdt phan, bénh cd tim, xo
cling dong mach nang, dai thdo dudng typ 1.

- Khéng dung chung véi cac thudc khac c6 chia paracetamol, phenylephrin hodc loratadin.

Bac sican cadnh bao bénh nhan vé cac diu hiéu ctia phan ing trén da nghiém trong nhu hdi chiing Steven-Jonhson (SJS),

hoi ching hoai ti da nhiém doc (TEN) hay hdi ching Lyell, hdi chiing ngoai ban mun mU toan than cép tinh (AGEP).

PHY NU CO THAI VA CHO CON BU
- Chidung thudc cho phu nit mang thai khi that can thiét, c6 can nhéc vé tac hai do thudc gay ra.

- Phu ni cho con bu: loratadin bai tiét vao siia me vi vay nén can nhéc hodc ngung cho con bu hodc khéng ding thudc.

NEN HOI Y KIEN BAC ST HOAC DUQC ST TRUSC KHI DUNG BAT CU LOAI THUOC NAO

TUONG TAC THUOC

- U68ng rugu qua nhiéu va dai ngay c6 thé lam ting nguy co paracetamol géy ddc cho gan.

- UBng dai ngay liéu cao paracetamol lam ting nhe tac dung chéng déng clia coumarin va dan chat indandion.

- Can phai chd y d&n kha nang gay ha s6t nghiém trong & ngudi bénh dung dong thdi phenothiazin va liéu phap ha nhiét.

- Thuéc chdng co giat (gém phenytom, barbiturat, carbamazep/n) gay cadm (ng enzym & microsom cla té bao gan, c6 thé
lam tang tinh doc hai gan cla paracetamol do tang chuyén héa thudc thanh nhiing chat doc hai véi gan. Ngoai ra, diing
dong thai Isqn/aZId VGi paracetamol cling c6 thé dan dén tang nguy co ddc tinh véi gan.

- O bénh nhan da dung thudc tic ché MAO trudc dd, néu cho phdi hgp phenylephrin, tdc dung kich thich tim va tang huyét

* &p s& manh hon nhiéu.

- Khoang QT kéo dai va xoan dinh da dugc ghi nhan khi pho'i hgp loratadin va amiodaron.
- Cimetidin, ketoconazol va erythromycin lam téng nong d6 cla loratadin trong huyet tuang.

E)E TRANH CAC TUGNG TAC CO THE XAY RA, PHAI LUON LUON BAO CHO BAC STHOAC DUGC ST MQI THUGC KHAC

DANG DUNG

TAC DUNG KHONG MONG MUON

- Khi duing loratadin véi liéu cao han 10 mg hang ngay, cé thé x4y ra cac triéu ching sau: nhic ddu, chéng mét, kho mdi
miéng, hét hoi, nhip tim nhanh, buén nén, chiic ning gan bat thudng, kinh nguyét khéng déu.

- Trong mot 6 it trucng hgp riéng 18, paracetamol da gay gidm bach cdu trung tinh, gidm tiéu cdu va gidm toan thé
huyét c4u; trén da: hiém khi phat ban hodc ngua.

- Phenylephrin: tang huyét &p, bén chén, choang vang, da nhot nhat.

THONG BAO CHO BAC STHOAC DUGC STNHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUGC NAY

SU DUNG QUA LIEU »

Khi x&y ra cac triéu chiing qua liéu, cAn xem xét ap dung diéu tri triéu chiing va céc bién phap hé trg y khoa (gay nén, rlra

da day va dunp thudc doi khang dac hiéu néu c6) ngay lap tic. Tt nhat nén ngung dung thudc va lap tic dén trung tam

y té gan nhat ¢am theo toa thudc nay.

BAO QUAN: nai kho thoang, nhiét do dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tif ngay san xuat.

Sé&n xuét theo TCCS.

DE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

San xuat tai Cong ty ROUSSEL VIET NAM
$6 1, dudng sd 3, KCN Viét Nam Singapore, Thuan An, Binh Dudng - Viét Nam 76594-C
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Sinuflex D

Paracetamol - Phenylephrine - Loratadine
Film-coated tablet

COMPOSITION
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(Microcrystalline cellulose M101, era-tab, PVP K30, aerosil, HPMC, titanium dioxide, lipoxol 6000, tween 80, talc, quinoleine
yellow, tartrazine, green mint).

PRESENTATION: film-coated tablet. Blister of 10. Box of 2 blisters, 10 blisters.

PHARMACODYNAMICS

Sinuflex D is the combination between paracetamol, phenylephrine hydrochloride and loratadine.

Paracetamol is an effective antipyretic-analgesic, combined to the prolonged antihistamine effect of loratadine and the
anti-congestive effect on the nasal mucosa of phenylephrine.

Phenylephrine is a sympathomimetic agent acting on a-adrenergic receptors in the arterioles of the nasal mucosa to cause
constriction, resulting in decreased nasal congestion.

PHARMACOKINETICS

Paracetamol is rapidly absorbed through the intestines, the peak plasma concentration is reached within an hour after
intake. Rapidly and evenly distributed into tissues, the half-life of paracetamol is about 2 hours in normal subjects.

After ingestion, the peak plasma concentration of phenylephrine is reached after 1-1.3 hour.

Rapidly absorbed through the guts, loratadine is mainly metabolized into descarboethoxyloratadine, the metabolite giving
pharmacologic effect. The antihistamine effect appears within 1-4 hours after intake, reaches its peak after 8-12 hours and
remains for more than 24 hours.
INDICATIONS

Sinuflex D is indicated in the symptomatic treatment of common cold e.g. fever, headache, sneezing, dry cough, stuffy

nose, runny nose due to seasonal allergies, allergic conjunctivitis.

CONTRAINDICATIONS

- Known hypersensitivity to any ingredient of the formula or cross-hypersensitivity to pseudoephedrine.

- Patients with preexisting anemia or with serious heart, lung, kidney or liver diseases, severe hyperthyroidism,
narrow-angle glaucoma.

- Patients with glucose-6-phosphate dehydrogenase (G6PD) deficiency.

- Children under 12 years of age.

DOSAGE AND ADMINISTRATION

Oral route. The usual dosage is as followed:
Adults and children over 12 years of age: 1 tablet, 2-3 times a day.
PRECAUTIONS

- Patients at risk of or in course of respiratory insufficiency. Patients with liver failure.

- Loratadine use, particularly in the elderly, may cause mouth dryness and dental caries. Hence, dental hygiene should be
taken care of.

- Due to the presence of paracetamol, caution should be taken in patients with preexisting anemia. Alcoholic intake is not
allowed during treatment. Skin reactions such as rash and urticaria may appear. Reduced platelets count, neutropenia
and pancytopenia have been occurred in use of p-aminophenol derivatives, particularly on prolonged use of high doses.
Neutropenia and thrombocytopenic purpura have occurred in use of paracetamol. It is rarely seen agranulocytosis in
patients using paracetamol.

- The presence of phenylephrine in oral form is of no risk to adults and children over 12 years of age at recommended dosage.

- Sinuflex D should be used with caution in the elderly, in patients with hyperthyroidism, bradycardia, partial heart block,
myocardiopathy, severe atherosclerosis, type 1 diabetes.

- Combination with other preparations containing paracetamol, phenylephrine or loratadine is not recommended.

- Patients should be warned by doctors about signs of serious skin reactions e.g. Steven-Johnson syndrome (SJS), toxic
epidermal necrolysis syndrome (TEN) or Lyell syndrome, acute generalized exanthematous pustula (AGEP).

PREGNANCY AND LACTATION

- Pregnant women: this medicine should not be used during pregnancy unless necessary, taking into account the unwanted
effects derived therefrom.

- Nursing mothers: as loratadine is excreted into breast milk, either breast-feeding or treatment of the mother should be
discontinued.

ASK YOUR DOCTOR OR PHARMACIST FOR ADVICE BEFORE TAKING ANY MEDICINE

DRUG INTERACTIONS

- Alcohol intake in large quantity and in the long run may increase the risk of paracetamol intoxication to the liver.
- The long-term use of high dose of paracetamol-containing preparations slightly increases the anticoagulative effect of
- —eeumarin and-indandion derivatives. o T = e e %

- Attention should be drawn to the possibility to cause severe hypothermia in patients receiving concomitantly
phenothiazine and antipyretic treatment.

- Due to enzymatic induction caused in microsomes of the liver cells, anticonvulsive agents (phenytoin, barbiturates,
carbamazepine) may increase the liver toxicity of paracetamol as the elevated metabolism of the medicine gives birth to
hepatotoxic agents. Besides, concomitant use of isoniazid together with paracetamol may also lead to increased risk of
liver toxicity.

- Concomitant use of phenylephrine in patients receiving monoamine oxidase inhibitors (MAOI) may cause heart excitation
and markedly raise blood pressure.

- Prolonged QT interval and torsades de pointe were reported on combination of loratadine with amiodarone.

- Cimetidine, ketoconazole and erythromycin increase loratadine plasma concentrations.

IN ORDER TO AVOID ANY INTERACTIONS BETWEEN SEVERAL DRUGS, YOU MUST ALWAYS INFORM YOUR PHYSICIAN

OR PHARMACIST OF ANY OTHER ON-GOING TREATMENT

UNWANTED EFFECTS

- Loratadine used at daily dose over 10 mg may cause following symptoms: headache, dizziness, dry nose and mouth,
sneezing, tachycardia, nausea, impaired liver functions, irregular menses.

- In few individual cases, paracetamol caused neutropenia, thrombocytopenia and pancytopenia; rarely rash or pruritus.

= Phenylephrine: hypertension, agitation, light-headedness, pallor. 7

INFORM YOUR DOCTOR OR PHARMACIST OF ANY UNWANTED EFFECT DURING THE USE OF THIS MEDICINE

OVERDOSE

On the occurrence of overdose, symptomatic treatment and medical supportive measures should be immediately instituted

(induced vomiting, gastric lavage and specific antidote if available). It is best to discontinue the use of drug and to get

admitted to the nearest health center with the leaflet.

STORAGE: store away from light and heat (below 30°C).

SHELF-LIFE: 36 months from the manufacturing date.

SPECIFICATIONS: manufacturer’s.

KEEP OUT OF THE REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE

Manufactured by ROUSSEL VIETNAM
01, 3 street, Vietnam Singapore Industrial Park, Thuan An, Binh Duong - Vietnam




