CONG TY CP DUQC PHAM DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM

PHARMEDIC Poc lap — Ty do — Hanh phic
sé: 4441 /PMC - VG Thanh phé Hé Chi Minh, ngay 24 thang 01 néim 2019
V/v: Thay dbi SPK va miu toa theo
TT01/2018

Kinh gtri: Quy khach hang
Cong ty xin thong bdo mét hang:

METHORFAR 15 ké tir 16 0010119 s& thay ddi SPK va miu toa theo TT01/2018 (miu toa
dinh kém), (SPK cii: VD-11551-10; SPK méi: VD-29732-18 theo QP sb: 181/QP-QLD
ngay 27/3/2018)

Pon gia ban budn khong thay dbi:

) Don gia
S6 | Ma
, Mat hang DVT | ban budn Qui cach déng goi
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1 | 0354 | METHORFAR 15 Hop 28.000 Thung/ 35 Hop/ 10 Vi/ 10 Vién

Don gia ban budn mit hang trén khong bao gdm thué GTGT 5%; di ding ky tai
Cuc Quan ly Duge- Bo Y Té.

Tréan trong./. [/

Noi nhdn:

- Nhu trén

- Ban TGD;

- Phong KD, TT, KH, CNTT

- Kho TP1, TP2

- Ban CSKH

- P.TCKT

- Luu: HCQT (VT), Ban VG (T.Trang).




MAU MO ‘

Mat trudc

Mat sau

B THUBC NAY CHI DUNG THEO DON THUSC

Methorfar 15

B: THUSC NAY CHI DUNG THEO BON THUSC

Methorfar 15

DE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
THONG BAO NGAY CHO BAC STHOAC bugc si
NHOUNG TAC DUNG KHONG MONG MUGN
GAP PHAI KHI SU DYNG THUGC

. Thanh phén céng thic thudc

- Thanh phén hoat chat:

+ Dextromethorphan hydrobromid........cccceveeinineeisieccinneennns 15 mg.

- Thanh phén t4 dugc: Lactose, tinh bt ngd, lycatab, xanh patent
V, magnesi stearat, povidon vifa dii 1 vién nén.

2. Dang bao ché
Vién nén. Vién nén tron, mau xanh, hai mat khum, mét mit cé
chir P, m&t kia c¢6 ranh hinh ch thap, khong mui, vi déng.

3. Chi djnh

- Diéu trj tridu ching ho do hong va phé& quan bj kich thich khi cam
lanh théng thudng ho&c khi hit phai chatkich thich.

- Hokhdngcé ddm, mantinh.

4,Cachdungvaliéudung

- Tréem3dén6tudi: Udng 1vién, 12 gid/1an, tdida 2 vién/ 24 gid.

- Tré em 6 dén 12 tudi: Usng 1 vién, 6 - 8 gid/ Ian, t8i da 4 vién/ 24
gid.

~ Ngudildn va tré em trén 12 tudi: USng 2 vién, 6 d&n 8 gid/ I4n, 1Gi
da8vién/ 24 gid.

- Ngudi cé nguy cd suy hd hdp va nhitng ngudi cé ho khac dam,
mu, thdi gian t8i da dung thudc khdng qué 7 ngay.

5.Chéngchidinh

- Djung vdi mot trong cac thanh phan cla thudc.

Ngudi dang sl dyng thudc uc ché MAO.

Tré em dudi 3 tudi

6. Canh béo va than trong khi dung thuéc

- Ho qua nhiéu ddm va ho man tinh & ngudi hut thudc, hen hoidc
tran khi.

- Suyhd hép.

- Thantrong vditréd em bj dj ung.

- SUdyng dextromethorphan liéu cao kéo dai cé thé gay lam dyng
va phy thudc thudc.

7.SUdyng thudc chophy niicé thai va chocon bu
Tranh dung cdc chd phdm phdi hgp dextromethorphan vdi
ethanol cho phy nit mang thai va phy nit cho con bu.

8. Anh hudng clia thudc I1&n kha n#ng lai xe va van hanh may méc
Dextromethorphan cé thé gay budn ngi, kha néng khi ldi xe hay
van hanh may méc cé thé bj anh hudng do thudc.

9. Tudng tdc clia thudc

- Tranhdlung déng thdi véi cac thudc tc ché MAO.

- Dung d8ng thai véi thuc Uc ché than kinh trung udng c6 thé tang
cudng tac dyng Uc ché than kinh trung uong clia nhitng thudc nay
ho#c cla dextromethorphan.

--

- Quinidin lam tang céac tac dyng khéng mong muén cla
dextromethorphan.

10. Tuong ky cla thudc: do khdng cé cac nghién clu vé tinh tudng
ky clia thudc, khdng trén 1&n thuBc nay vdi cac thudc khac.

11. Tac dyng khéng mong mudn ciia thudc

- Thudng gay mét mdi, chéng mét, nhip tim nhanh, budn nén, dé

bing.
- [tgayndiméday.
- R&thiém gy ngoaiban. N
12.Qué lléu va cdch xur trl ‘Q)
- Quéliéu:

Budn ndn, ndn, budn ngd, nhin md, rung giat nhan céu, bf tidu\
tién, trang thaité mé, do gidc, m&tdidu hoa, suy hé hdp, co g'Léﬁgu

- Caéachxirtri: i
H®é trg, dung naloxon 2 mg tiém tinh mach, cho dung nhic ﬂm
cantégiténgliéu 10mg. /

13.D3ctinh dugelyc hoc 3 o

- Nhém dugcly: Thudc gidm ho khan.

- MaATC:R05D A09

- Dextromethorphan hydrobromid la thudc gidm ho cé téc dyng I&n
trung tdm ho & hanh nao. M3c du c&u tric héa hoc cé lién quan
dén morphin, nhung dextromethorphan khdng cé tac dyng giam
dau va néichungrétittdc dyng anthén.

- Dextromethorphan dugc dung gidm ho nhét thdi do kich thich nhe
& phé quan va hong nhu cdm lanh théng thudng ho#c hit phai cac
ché&t kich thich, Dextromethorphan ¢é higéu qua nh&t trong diéu trj
ho man tinh, khéng ¢é ddm. Thudc dugc dung phdi hgp vdinhidu
ch&tkhac trong diéu trjtriéu chitng dudng ho h&p trén.

14.Dgctinh dugc déng hoc
Dextromethorphan hdp thu nhanh qua dudng tiéu héa va cé tac
dyng trong vdng 15 - 30 phut sau khi uéng, kéo dai khoang 6 - 8
gid. Thudc dugc chuyén héa & gan va bai tiét qua nudc tiéu dudi
dang khdng d8i va cac ch&t chuyén héa demethyl, trong dé cé
dextrorphanciing cé tdc dyng gidm honhe.

15. Quy cach déng goi:

- Hop 10 vix 10 vién nén.

- Hop 1 1o 180 vién nén.

16. Didu kign bdo quan
& nhiét dd khong qua 30°C.

17. Han dung
36 thang ké tif ngay san xuat.

18. Tiéu chuan chit lugng clia thudc: TCCS

19.Tén, d]a chiclia co sd san xudtthudc

CONG TY ¢ PHAN DUGC PHAM
DUQC LIEU PHARMEDIC
367 Nguyén Trai, Q. 1, TP. HCM, Viét Nam.
pHARMEDIC S&N Xu&t tai nha may GMP - WHO
1/67 Nguyén Van Qua, Quan 12, TP. HCM, Viét Nam.
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Methorfar 15

COMPOSITION
- Dextromethorphan hyd
- Excipients: Lactose, maize starch, Lycatab, Blue PatentV,

tablets m

PHARMEDIC

15 mg

sqf 1 tablet.

INDICATIONS

- Symptomatic relief of cough caused by minor throat and bronchial irritation occurring
with common cold or with inhaled irritants.

- Treatment of chronic, nonproductive cough.

DOSAGE AND ADMINISTRATION

-~ Children 2to 6 years: Y2 tablet every 6 - 8 hours, to a maximum of 2 tablets in 24 hours.
- Children 6 to 12 years: 1 tablet every 6 to 8 hours, to amaximum of 4 tablets in 24 hours.
- Children over 12 and adults: 2 tablets every 6 to 8 hours, to a maximum of 8 tablets in 24
hours.
CONTRAINDICATIONS
- Hypersensitivity to any of the components of the drug.
— ‘Patients who are receiving MAOls.
~  Children under 2 years.
PRECAUTIONS
-~ Chroniccough p
= Patients with respiratory failure.
- Prolonged use of high dose of dextromethorphan can produce drug abuse and
-, dependence.
INTERACTIONS
—~ CNS depressant drugs will have a cumulative CNS depressant or dextromethorphan
effects if taken with dextromethorphan.
- Quinidine can increase the side effects of dextromethorphan.
USE IN PREGNANCY AND LACTATION
- Pregnant woman should use this drug only under medical supervision.
- ltis not known whether dextromethorphan is excreted in human milk, so caution should
be exercised when the drug is administered to a nursing woman,
EFFECTS ON ABILITY TO DRIVE OR OPERATE MACHINERY
Dextromethorphan may cause drowsiness. The ability to drive or operate machinery can
beinfluenced by drug.
ADVERSE REACTIONS
- Rarecases of i and gastroil I disturb have been reported.
- Rare cases of fatigue, dizziness, tachycardia, urticaria may occur.
* Contact your physician If you experience any adverse reactions while using this
medicine.
OVERDOSAGE
- Symptoms: Nausea, vomiting, drowsiness, blurred vision, nystagmus, urinary retention,
lethargy, hallucination...

iated with smoking, asthma.

ied by Foa i of

- Treatment: Immediate h lization is required.

PHARMACODYNAMICS
D horphan is a cough suppres: used for the relief of non-productive cough. It
has a central action on the cough center in the medulla. Although structurally related to
morphine, dextr horphan has no Igesic or properties and little sedate
activity.

PHARMACOKINETICS
Dextromethorphanis rapidly absorbed from the gastrointestinal tract and exerts its effect
in 15 - 30 minutes. The duration of action after oral Is app tely 6- 8
hours. D horphan is bolized in the liver and excreted in the urine as

unchanged form dextromethorphan and demethylated metabolites including
dextrorphan which has some cough suppressant activity.
KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE.
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN.
SHELF-LIFE: 36 months from date of manufacturing.
SPECIFICATION: Manufacturer's
PRESENTATION
- Box of 10 blisters x 10 tablets.
- Box of 1 bottle x 180 tablets.
DO NOT STORE OVER 30°C.

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
Manufactured by PHARMEDIC in compliance with GMP - WHO norms
1/67 Nguyen Van Qua Street, District 12, Ho Chi Minh City, Vietnam.

Methorfar 15

fa

vién nén
CONG THUC

~ Dextromethorphan hydrobromid 15mg
- Ta dydc: Lactose, Tinh bt ngd, Lycatab, Xanh Patent V, magnesi stearat .........
vifa di 1 vién nén,

CHI BINH

- Didutr| trigu ching ho do hong va phé quan bj kich thich khi cdm lanh thong thudng
ho¥c khi hit phdich&tkich thich gay ho.

- Homantinh khdng cé d¥m.

LIEU DUNG VA CACH DUNG

~ Tré em 2 dén 6 tudi: USng Y2 vién, 6 - 8 gid/ In, t3i da 2 vién/ 24 gio.

~ Tré em 6 dén 12 tudi: Ung 1 vién, 6 - 8 gid/ I&n, t8i da 4 vién/ 24 gid.

~  Ngudi I6n va tré em trén 12 tudi: Usng 2 vién, 6 dén 8 gid, tdi da 8 vién/ 24 gid.

CHONG CHI BINH

- Dj Ung véi mdt trong céc thanh phén cla thudc.

- Ngudi dang sif dyng thudc Uc ché MAO.

- Tré em dudi 2 wdi

LUU Y - THAN TRONG

- Ho qua nhidu ddm va ho man tinh & ngudi hat thudc, hen.

- Suy hd hdp

- Sitdyng dextromethorphan liéu cao kéo dai cé thé gay lam dyng va phy thudc thudc.

TUONG TAC THUGC

— Dung déng thdi véi thudc Uc ché thén kinh trung uong c6 thé ting cudng tac dyng
(tc ché thdn kinh trung udng clia nhiing thudc nay hodc clia dextromethorphan.

- Quinidin lam t&ng cdc tic dyng khdng mong mudn clia dextromethorphan.

PHY NU MANG THAI VA PHY NU CHO CON BU

~ Phy n{ c6 thal nén hdiy kign bac sTtrudc khi dung.

~ Dextromethorphan chua dugc nghién ciu ki vé sy bai tiét qua sa, vi vay, cdn can
nhicthatky khidiing cho phy ni cho con bu.

TAC DONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC
Dextromethorphan cé thé gay budn ngd, kha nang khilai xe hay van hanh may méc
¢ thé bj &nh hudng do thudc.

TAC DUNG KHONG MONG MUGN

- RA&t hiém gay budn ngd, r8i loan tidu héa.

~  C6 thé bj mét mdi, chéng mit, nhip tim nhanh, ni mé day nhung hi§m gip.
* Théng béo cho Béc sT nhiing tdc dyng khéng mong muén gép phal khi sif

dyng thuéc.

QUA LIEU VA XU TRI

~ Trigu ching: Budn ndn, ndn, budn ngli, nhin md, rung giat nhan cu, bf tiéu ti¢n,
trang thaité mé, 4o giac.

~ X trl: Chuy&n ngay dén bgnh vién dé dugc xt ly Kip thdi.

DUQC LYC HQOC
Dextromethorphan la thugc giam ho, thuc cé téc dyng I&n trung tdm ho & hanh tay.
Mac dii cdu trichéa hgc c6 lién quan d&n morphin, dextromethorphan khéng c6 tac
dyng gidm dau hay gay nghign va ft cé tac dyng an thén.

DUGC BONGHQC
Dextromethorphan h&p thu nhanh qua dudng tiéu héa va cd téc dyng trong véng 15
- 30 pht sau khi ugng, kéo dai khoang 6 - 8 gid. Dextromethorphan dugc chuydn
héa & gan va bai tiét qua nudc tidu dudi dang khong ddi va cac chét chuyén héa
demethyl, trong d6 c6 dextrorphan cling ¢6 tdc dyng gidm ho nhe.

DE XA TAM TAY CUA TRE EM
DOC KV HUONG DAN SU DYNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SI.

HAN DUNG: 36 thdng k& tif ngay sin xu4t.

TIEU CHUAN: TCCS.

TRINH BAY

- Hop 10 vix 10 vién nén.

- Hop 1lp 180 vién nén.

BAO QUAN & NHIET BO KHONG QUA 30°C

CTCP DPDL PHARMEDIC: 367 Nguyén Trdi, Quin 1, Tp. H8 Chf Minh, Vigt Nam.
San xudt t3l nha may GMP - WHO: 1/67 Nguydn Vin Qu4, Q.12, TP.HCM, Vigt Nam.




