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MAU NHAN

1. Nhan truc ti€p trén don vi déng géi nho nhat:
a). Nhidn vi 10 vién nang.
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b). Nhin chai 200 vién nang.

CACH DING VA LIEU DUNG: Ding uling.
- Vigm il d ing theo mia
+ Ngudi ian: Bat ddu uling 4 ma Ioc di ngd, sau

: GMP - WHO 200 vtk wang | THAMH PHAN: MBI vién nang chita
= - Ghiorpheniramin malsat ... 4 mg
& - - - T4 duge vira g0
&

: Chlorpheniramin i

& - Vigm mli di dng mia va guanh ndm.

maleat 4 mg

@

DHINLSE T

- Gdc binh df dng nhu ndi mé day,
vigm mii van mach do histamin, vitm
két mac di tng. viém da tifp xde, phi
mach, phi Quincke, d| Onp thic 4n,
phin dng huyE thanh, con tring a8,
ngla & ngudi bEnh bj sdi hodc thiy
ddu

tang ddn d4n 12 ma x 2 Mn/ngay trong 10 ngay.
ding ofn hEt mia

+ Trl em 102 — 6 1u8i: Uing 1 mg, 4 — 6 giff mit
180, ding &&n 6 mg/nady

+ Tré em tir 6 — 12 tufll. Wing 2 mg loc &) ngi
sau téng ddn 6 mg x 2 [AnMmgay, trong 10 ngay,
ding a8n hit mia
- Phdn 0ng dj ung cdp: Liu 12 mg, chia1 -2 |dn
wing

ENND IH S0NHL BINOE 1S N0 BNDINH A8 200
NAFHLYIDAYIAYLYE I

CONG T¥ CO PHAN XUAT NHAP KHAU ¥ TE DOMESCD
6 Qude 1 30 - TP Cao Linh - Ddng Thap
1111 ening nhdn 150 0007 2008 & ISOIEC 17025)

BAO GUAN: Not khb, dusi 30°C, tranh
anh sang tryc tifp

[

- Ngudi cao tuli: Ding 4 mg, chia 2 n/ngay

SEK: oo | TIEU CHUEN AP DUNG: TOCS
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2. Nhin trung gian:
a). Nhan hop 10 vi x 10 vién nang.

GMP - WHO 10 vi % 10 vien nang

Chlorpheniramin
maleat 4 mg

THANH PHAN: M3i vién nang cha :
- Chlorpheniramin maleat
ST i s s
CHIBINH, CACH DUNG & LIEU DUNG, CHONG CHi BINH, TUGNG TAC THUGC, TAC
DUNG PHU VA NHUNG BIEU CAN LUU Y: Xin doc trong to hung din sif dung,

BAO QUAN: Noi kho, dubi 30°C, tranh dnh séng tryc ti€p.

K i BE XA TAM TAY CUA TRE EM
TIEU CHUAN AP DUNG: TCCS BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG

! vifa du

CONG Ty €O PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qudc 1§ 30 - TP. Cao Lanh - Bing Thap
(Bat ching nh4n IS0 9001: 2008 & ISO/EC 17025)

GMP - WHO 10 blisters x 10 capsules

Chlorpheniramine
maleate 4 mg

COMPOSITION: Each capsule contains.

- Chiorpheniramine maleate ............cccoiioiennias s
- Excipients .......... AR A s R
INDICATIONS, DOSAGE AND METHOD OF ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER PRECAUTIONS: Read the package insert.
STORAGE: Store in dry place, balow 30°C, protect from direct light.

REGISTRATION NUMBER: ......... KEEP OUT OF REACH OF CHILDREN
MANUFAGTURER'S SPECIFICATION READ CAREFULLY THE INSTRUCTIONS BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National road 30 - Cao Lanh City - Dong Thap Province
(Achieved IS0 9001: 2008 & ISONEC 17025 certification)
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Chlorpheniramin
maleat 4 mg

<

HMESEO

GMP - WHO

Chlorpheniramin
maleat 4 mg

200 vién nang

@

DOMESOO

CONG TY GO PHAM RUAT NHAP KHAU ¥ TE DOMESCO
66 Oulc ¥ 30 - TR CaoLdnh - Blng Thip
| D3t ehdng nhin IS0 9001 2008 & IS0AEC 170723)

Chlorpheniramin
maleat 4 mg

THANH PHAN: MBi vign nang chila :

- Chlorpheniramin maleat ............... 4mg
STEAMNG oo MBI
CHI BINH, CACH DUNG & LIEU DUNG,
CHONG CHI BINH, TUONG TAC THUGC,
TAC DUNG PHU VA NHONG BIEU CAN
LUU ¥: Xin dgc trong t8 hudng din st
dung.

BAO QUAN: Nai khd, duti 30°C, tranh dnh
sang trjc tigp.

TIEU CHUAN AP DUNG: TCCS

DE XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

b). Nhdan hdp | chai x 200 vi€n nang.

LN
.

GMP - WHO

Chiorpheniramine
maleate 4 mg

200 capsules

@

DOMESCTY

OOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK COAP
6 Natiomal joad 30 - Can i Cay - Goes Thap Prevines
{ctint 500001 2008 & ISDAEE |77 L

Chlorpheniramine
maleate 4 mg

COMPOSITION: Each capsule contains:

- Chlorpheniramine maleate ............ 4mg
2 % (3] 11| S 5.q.f.
INDICATIONS, DOSAGE AND METHOD OF
ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package
insert.

STORAGE; Store in dry place, below 30°C,
protect from direct light.

REGISTRATION NUMBER: .........
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE

Ngay 5X - 56 185% - HD:
Mg, date - Lok N - Erp. dtte:
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3. Toa hwéng dén sir dung thudc:

Toa hiréng ddn sir dung

CHLORPHENIRAMIN MALEAT 4 mg

* Thanh phin: M3i vién nang chira
= R OTPHENTrANTIN RIS . oot iuininniisminn oviiasie onsa e oo s a3 OB i R S5 S dshn 4 mg
- Ta dugc: Lactose, Tinh bot mi, Povidon, Sodium starch glycolat, Magnesi stearat.................... vira du 1 vién nang.
* Dang bao ché: Vién nang.
* Qui ciach dong goi:
-Hop 10 vi x 10 vién.
-Hop 01 chai 200 vién.
* Dwoc luc hoc:
- Chlorpheniramin la mét khang histamin c6 rét it tac dung an thin. Nhu hiu hét cac khang histamin khéc,
chlorpheniramin ciing c6 tac dung phu chéng tiét acetylcholin, nhung tac dung nay khac nhau nhiéu g:ua cac ca thé.

- Tac dung khang histamin ctia chlorpheniramin théng qua phong bé canh tranh céc thu thé H, cua cac t& bao tac dong.
* Dwege dong hoc:
- Chlorpheniramin maleat hép thu tét khi uéng va xuét hién trong huyét twong trong vong 30 — 60 phit. Néng do dinh
trong huyet twong dat dugc trong khoang 2,5 — 6 gi& sau khi uong. Kha dung sinh hoc thép, dat 25 — 50%. Khoang
70% thudc trong tudn hoan lién két vé6i protein. Thé tich phan bd khoang 3,5 lit’/kg (ngudi 16m) va 7 — 10 litkg (tre
em).
- Chlorpheniramin maleat chuyén héa nhanh va nhiéu. Cac chit chuyén héa gdm c6é desmethyl — didesmethyl —
chlorpheniramin va mot s6 chét chua dugc xac dinh, trong d6 mot sé chat c6 hoat tinh. Nong dé chlorpheniramin trong
huyét thanh khéng tirong quan diing véi tac dung khang histamin vi con mét chit chuyén hoa chwa xéc dinh ciing ¢6
tac dung.
- Thudc duge bai tiét chu yéu qua nude tidu dudi dang khong dbi hodic chit chuyén héa, si bai tiét phu thude vao pH
va Iuu lugng nuéc tiéu. Chi mot lugng nhé duge thiy trong phan. Thoi gian ban thai 1a 12 — 15 gidr va & ngudi suy
than mén kéo dai t&i 280 — 330 gio.
* Chi dinh:
- Viém mili di ing mua va quanh nim.
- Céc bénh dj tmg nhu ndi mé day, viém mii van mach do histamin, viém két mac dj ¢mg, viém da tiép xtc, phii mach,
phtt Quincke, di tmg thirc &n, phan img huyét thanh, con tring ddt, ngira & ngudi bénh bi soi hoic thiy déu.
* Chong chi dinh: ,
- Qué man v6i v6i chlorpheniramin hogc bat cir thanh phan nao cua thude. W
- Nguoi bénh dang con hen cép. /L /
- Ngudi bénh c6 triéu chimg phi dai tuyén tién liét.
- Glaucom goc hep.

- Tic ¢b bang quang. o

- Loét da day chit, tic mon vi - té trang. AL

- Ngubi cho con bi, tré so sinh va tré dé thiéu thang. o O

- Ngudi bénh ding thubc e ché monoamin oxidase (MAO) trong vong 14 ngay, tinh dén thoi diém diéu tri bang|[[5| C"

chlorpheniramin. L“"( -,'\\."'“
W\

* Thén trong:

- Chlorpheniramin c6 the lam tang nguy co bi tleu tién do tac dung phu chéng tiét acetylcholin cua thudc, dic biét &
nguoi bi phi dai tuyén tién liét, tic dudng niéu, tic mon vi ta trang, nguoi bénh nhuoc co.

- Tac dung an thén clia chlorpheniramin tang 1én khi ubng rwou va khi ding donn thoi véi cdc thude an than khac.

- Ngudi c6 bénh phéi man tinh, thé ngan hozc khé thé vi ¢6 nguy co bién ching dudng ho hip.

- Ngudi bénh diéu tri thoi gian dai c6 nguy co bi sdu rang do tac dung chong tiét acetylcholin gay kho miéng.

- Tranh diing cho ngudi dang lai xe hoic diéu khién may méc vi thuc gdy ngu ga, chéng mat, hoa mét, nhin mo va
suy giam tdm thin van dong.

- Thén trong v&i ngudi cao tudi (> 60 tudi) vi ting nhay cam vdi tac dung chdng tiét acetylcholin.

* Twong tdc thude:

- Céc thube tic ché monoamin oxydase 1am kéo dai va ting tac dung chéng tiét acetylcholin ctia thudc khang histamin,

- Rugu hoic cac thube an than gdy ngu ¢o thé ting tic dung trc ché than kinh trung wong cua chlorpheniramin.

- Chlorpheniramin trc ché chuyén héa phenytoin va c6 thé din dén ngd ddc phenytoin.

* Tic dung phu:

- Thudmg gap: Ngu ga, an than, kho miéng.

- Hiém gap: Chéng mit, budn nén.

- Théng béo cho Bac st nhimng tac dung khéng mong mudn gép phai khi sir dung thude.

* Phu nir ¢6 thai va cho con bii:

- Chi diing cho ngudi mang thai khi thét can thiét. Duing thuéc trong 3 thang cudi thai ky c6 thé din dén nhitng phan
(mg nghiém trong (nhu con dong kinh) & tré so sinh.

- Chlorpheniramin c6 thé dugc tiét qua sira me va irc ché tiét sira. Vi cac thude khang Histamin c6 thé gdy phan (mg
nghiém trong véi tré bu me, nén cdn cén nhic hodc khéng cho con bt hodc khéng dung thude, tiy thuée mirc dé can
thiét ctia thuée déi véi ngudi me.

* Khéng ding thude khi l4i tau xe va van hanh may méc.
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* Ciich diing va lidu diing: Ding ubng
- Viém mili di ung theo mua:

+ Nguoi lon: Bat dﬁu ufmg 4 mg lic di ngl, sau ting din dén 12 mg x 2 1in/ngay trong 10 ngay, ding dén hét mua.

+ Tré em tir 2 — 6 tudi: Uong 1 mg, 4 — 6 gi mt 1an, din dén 6 mg/ngay.

+Tréemtir 6 — 12 tubi: Uong 2 mg lic di ngi, sau tang dan 6 mg x 2 lan/ngay, trong 10 ngay, dung dén hét mua.

- Phén {ng dj ung cép: Liéu 12 mg, chial-2 1an ubng.
- Ngudi cao tudi: Ding 4 mg, chia 2 ldn/ngay.
* Quad lidu va xir tri:

- Qud heu Liéu gy chét ctia chlorpheniramin khoang 25 — 50mg/kg thé trong. Nhirng tri¢u chimg va déu hiéu qua
liu bao gbm an than, kich thich nghich h¢ than kinh trung wong, loan tam than, con dong kinh, ngimg thd, co giat, tac
dung chéng tiét acetylcholin, phan (mg loan truong luc, truy tim mach va loan nhip.

- Xur tri: Diéu trj triéu ching va hd trg, cn chi y ddc bit dén chirc ning gan, than, hé hép, tim va c4n bing nudc, dién
giai.

+ Rira da day hoéc gdy non bing siro Ipecacuanha. Sau d6, cho dung than hoat va thudc tay dé han ché hip thu.

+ Khi gip ha huyet ap va loan nhlp, can dugc diéu trj tich cuc. C6 thé diéu tri co giat bang tiém tinh mach diazepam
hodc phenytoin. C6 thé phai truyén mau trong nhifng ca ning.

¥ Khuyén cdo:

- Khong sir dung thu6c bién mau hay qua han ding.

- Doc k§ huéng dén sir dung truéc khi diing, néu cin thém thong tin xin héi y kién B4c si.

- Dé xa tAm tay tré em.

* Bao quin: Noi kho, dudi 30°C, tranh 4nh séng truc tiép. [lh

- Han diing: 36 théng ké tir ngay san xuét. '

* Tiéu chuéin ap dung: Tiéu chuén co so.

Noi sdn xuit va phdn phdi:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: 66 Quéc 16 30 — Phudng M§ Phit — TP Cao Lanh — Ddng Thap
DONESCO Pi¢n thoai: (067) 3859370 - 3852278
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