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Prescription only medicine ~ SKELETAL MUSCLE RELAXANT 50 Tabs.(5x10Tabs.)

PHILCLONESTYL

i Oral route
Chlorphenesin carbamate 125 mg e mad (ahits

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USING

v

Manufacturer:
% BOSTON VIETNAM PHARMACEUTICAL JSC

No 43, Street No.8, Vietnam - Singapore Industrial Park,
BOSTON  Binh Hoa Ward, Thuan An Town, Binh Duong Province.

M&i vién nén bao dwéng chira:

Clorphenesin carbamat 125mg  Tiéu chuan/Specification: TCCS/In-house.
Ta dwege vira du cho ... 1 vién nén bao durng ~ SPK/Reg No.:

Chi dinh, cach diing, chéng chi dinh va céac théng

tin khac: xem trong to hwong d&n s dung thuéc  S6 16 SX/Batch No.:

kém theo NSX/Mfg.Date:
o ar‘.- HD/Exp.Date:
Neikhd, dudi 30°C, tranh anh sang.
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Each sugar coated tablet contains:
Chlorphenesin carbamate ....

Excipients g.s. for..................... 1 sugar-coated tablet
Indications, administration, contraindications and
other information: see the package insert.
Storeinadry place, below 30°C, protect from light.

Thiét ké

P. KD (kiéu dang) P. QA (ndi dung)
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«Thuoc ay chi dung theo don thudc

\ 1 \: ‘\w / TO HUONG DAN SU DUNG THUOC
Y / PHILCLONESTYL

\T?zx/atam tay tré em.
Doc kf hudng din siv dung trude khi ditng.
THANH PHAN CONG THUC THUOC

Moi vién nén bao dudng c6 chira:

Thanh phdn hoat chdt:Clorphenesin Carbamat ..............ooo.oovveoooveooooeeeoeeooooooeoooo 125 mg

Thanh phan td dwoc: Cellulose vi tinh thé (type 101), lactose monohydrat, pregelatinized
starch, polysorbat 80, natri croscarmellose, magnesi stearat, silicon dioxyd, hypromellose 615,
hypromellose 606, polyethylen glycol 6000, duong trang, gdm arabic, povidon K30, bét talc,
titan dioxyd, mau do s6 3, mau xanh s6 1, sap carnauba.

DANG BAO CHE
Vién nén bao duong.

Mo ta san pham: Vién nén bao dudng mau hong ddm, hai mit khum, canh va thanh vién lanh

lan.

CHI DPINH ‘fz/
Diéu tri dau do co clmg co trong cac bénh lién quan dén co xuong nhu dau ¢t song that lung| 4‘
thoai hoa ddt séng, thoat vi dia dém, mua giat, viém cot song, hoi chirng ¢b vai canh tay. \\’\‘

'CACH DUNG, LIEU DUNG | | A&
Cdch dimg: PHILCLONESTYL dugc ding bang duong udng.
Liéu dung: i

Liéu thong thudong & nguoi 16m 1a 2 vién/lan x 3 lan/ngay.
Thoi gian diéu tri thude khong qué 8 tuan.
D0 an toan va hiéu qua cta thude khi str dung cho tré em chua duoc chirng minh.

Khéng c6 nghién ciru cu thé dugc tién hanh trén bénh nhan suy giam chuc nang than, suy giam
chire ning gan, ngudi cao tudi, vi vay khong dua ra khuyén cao diéu chinh liu trén nhimg dbi =,
tugng bénh nhén nay.

CHONG CHI PINH
Qué man v&i bat ky thanh phan nao cua thube.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Than trong dung thudc cho bénh nhan bi bénh gan hodc suy giam chirc nang gan, bénh nhan
suy than.

Khong nén ding thude qua 8 tuan.

Khéng dung thudc cho tré em do do an toan va hiéu qua cua thubc dbi voi dbi tugng nay chua
duoc xac dinh. |
W/



Trong thanh phan c6 chira duong tring nén khong phu hop cho bénh nhan khong dung nap
fructose, kém hap thu glucose/galactose hay thiéu hut sucrase-isomaltase.

Khong nén sir dung cho bénh nhan c6 véan dé vé di truyén hiém gap khong dung nap galactose,
thiéu hut lactase hodc kém hép thu glucose- -galactose vi thudc c6 chira lactose.

Cén than trong khi dung thudc vi thudc c6 chira ta duge mau d6 sb 3, mau xanh sb 1 nén c6 thé
gdy ra cac phan Gng di (ng.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

D0 an toan khi dung clorphenesin carbamat & phu nir ¢6 thai va cho con bu chua duge xac
dinh. Do d6 khéng nén ding thude trong thoi ky mang thai va cho con bu trir khi loi ich cta
viée diéu tri vuot trdi so v6i nguy co.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thudc gay budn ngu, giam chi y, tép trung, do véy tranh dung cho nguoi lai xe va van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tic cia thude

Cac trong tdc cua thudc vai cdce thuéc khdc

Céc dan xuit phenothiazin (nhu clopromazin), chit trc ché than kinh trung wong (nhu din xuat
acid barbituric), chit trc ché MAO: C6 thé lam tang tac dung cua clophenesin va ngugec lai. Do
d6 can chu y dé giam liéu.

Cac tiwrong tdc khdc

Tac dung (rc ché than kinh trung wong ctia thude co thé tang khi diing déng thoi véi rugu.
Twong ky ciia thude

Do khong ¢6 cac nghién cuu vé tinh twong ky cua thude, khong tron 14n thude nay véi cac
thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong 16.400 bénh nhan dugc diéu tri ¢6 431 tac dung khong mong mudn gip & 391 bénh nhan
(2,38%). Cac tac dung phu chinh nhu dau bung (109 truong hop), kho tiéu (63 truong hop), phat
ban (46 truong hop), budn non (45 truong hop).

Cac tac dung phu nghiém trong:

+ SHc (tan suat chua rd): Boi vi soc thube co thé xay ra, bénh nhan can duoc theo ddi cin than.
Néu phat hién thay bat thuong, cin ngung thube va st dung cac bién phap thich hop.

+ Hoai tir thugng bi nhlem doc-hdi chimg Lyell (tan suat chua rd): Boi vi hoi chimg Lyell ¢6
thé Xay ra, bénh nhén can duge theo doi can than.Néu phat hién thiy bt thuong, cin ngung
thudc va sir dung cac bién phap thich hop.

Cac tac dung phu khéc:

Tén suét duoc phén loai nhu sau: Rét thuong gip (> 1/10), thuong gép (= 1/100 dén < 1/10), it
gip (> 1/1.000 dén < 1/100), hiém gap (> 1/10.000 dén < 1/1.000), rat hiém gap (<1/10.000),
chua rd (khong thé wéc tinh tir dix liéu c6 sin).
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Hé co quan . -
It gap Hiem gip Chua ro
Chong mat Pau dau
Hé than kinh Choang Kho chiu
Budn ngu Yéu 6t
Pau bung (dau da day, kho chiu Tiéu chay
da:ay) Téo bén
He tiéu hoa Kho tiéu (déy hoi, ndng bung, ¢ Kh6 miéng
i ndng, mat cam giac ngon miéng) '
;. ) Nong ludi
R6i loan tiéu hoa . &
Budn non
Hé théng tao Giam bach cau
mau Giam tiéu cau ::
TN T
Phu, sung g
4 t6 chu s ) Ngtra ISEO?
Da,‘f el Qua man (ban dan, phat ban) ) . B[ NAN
dudi da Viém miéng o L
Cam giac néng R

QUA LIEU VA CACH XU TRi
Qud liéu
Khéng c6 dit liéu vé str dung thube qua lidu, khong dung qua liéu chi dinh cua thude.
X tri
Khi xdy ra qua lidu, 1am sach da day bing cich gdy non va rira nude mudi dé lam glam hap '

thu, dong thoi phai 4p dung cac bién phap diéu tri hd tro thich hop. Tich cuc theo ddi dé co
bién phéap xur tri kip thoi.

PAC TINH DUQC LUC HQC

Clorphenesin carbamat la mot chét gian co lién quan dén mephenesin, co ché tac dung cua {‘3
thude c6 thé do tac dung trc ché than kinh trung vong.

PAC TINH DUQC PONG HQOC

Clorphenesin carbamat dugc héap thu nhanh va hoan toan qua duodng tiéu héa. Nong do dinh
trong huyét tuong dat duoc trong huyét trong dat duoc trong khoang tir 1 dén 3 gio.

|

Mot phan thube duge chuyén héa & gan chu yéu duéi dang chét chuyén hoa glucuronid.

Clorphenesin carbamat dugc dao thai qua than. Thoi gian bén thai cua thude khoang 2,3-5 gio.
QUY CACH PONG GOI

Ep vi bAm AI/PVC. Hop 05 vi x 10 vién nén bao dudng.
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PIEU KIEN BAO QUAN

Noi kho, dudi 30°C, tranh anh sang.
HAN DUNG CUA THUOC

36 thang ké tir ngay san xuit. Khong diing thude qua thoi han sir dung.
TIEU CHUAN CHAT LUQNG CUA THUOC

Tiéu chuén co so.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co s& san xuat: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Pia chi: S6 43, Puong sb6 8, KCN Viét Nam - Singapore, phuong Binh Hoa, thi xa Thuan An
tinh Binh Duong, Viét Nam.

Dién thoai: 02743 769 606 Fax: 02743 769 601

Email: boston@bostonpharma.com.vn.
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