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MAU NHAN DAN TREN LO 100 ml

; WHO - THANH PHAN: Cho 10ml siro:
{ R THUGC KEDON Dextromethorphan HBr ..
Clorpheniramin maleat

Taduorc.... ; - 1
CHiBINH:

- Giam ho do kich (g nhe hong va phé quan khi bj cam lanh
- Gidm céc triéu chimg do viém mdi dj irng hodc di i'ng
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TUSSIO LERGIC

100ml

MAU HOP 1 LO 100 ml

(TY LE 80%)

= THUONG MAI

*\  pugc PHAM

WHO - GMP

R THUGC KE BON

TUSSIO0 LERGIC

Dextromethorphan hydrobromid
Clorpheniramin maleat

@ DOPHARMA

LIEU LUONG VA CACH DUNG:

- Khéing diing qué 4 liéu trong khodng

WHO - GMP

R( THUGC KE DON

TUSSIO LERGIC

Dextromethorphan hydrobromid
Clorpheniramin maleat

théi gian 24 gidr.
|
Nguoi Iém va 20 miflan,
tré em tir 12 tudi mdi 6 gier
Tré em tir 6 10 mifan,
dén 11 wdi méi 6 gity
i : Khong
Tré em dudi 6 tubi dirge diing
BAD QUAN:
Nai kno, nhiét 4o dudi 30°C, tranh &nh
sang.
SDK:
TIEU CHUAN: TCCS.
DE XA TAM TAY CUA TRE EM
DOC KY HUGNG DAN SU DUNG

TRUGC KHI DUNG

NSX:
5816 SX:
HD:

@ DOPHARMA

THANH PHAN: Cho 10 mi siro:
Dextromethorphan HBr ... o
Clorpheniramin maleat
JLI: s [¢ o TR R R

CHIBINH:

- Gidm ho do kich (rng nhe hong va phé
quan khi bjcam lanh.

- Gidm céc trigu chirng do viém mii dj
(g ho&c dj (g dwéng hé hép trén
khac nhu:

+Sdmii

+Ngtra, chay nudc mat.

+Hatxi.

+ Ngtra mdi hodc cd hong.

Chéng chi dinh va céc théng tin
khac:

Xem trong t& huéng dén st dung thude
kémtheo.

CTCP DUGC PHAM TRUNG UONG 2
§Trén Thénh Téng - Q. Hai B3 Trung - Ha Nai - Vit Nam

San wdt tak
1627, KCN Quang Minh - Mé Linh - Ha Ngi - Viét Nam
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THUGNG MAI

pugc PHAM

— e et SR
R( THUGC KE DON THANH PHAN: Cho 10misiro: o \
Dextromethorphan HBr ... 15mg =z |
Ciorpheniraminmaleat ...........cccccoocivcccrissicrncerneeee. 2MQ =1
Taduoc vd10ml T
CHIBINH: x
-Giam hudo!umungnhehongvaphéquénkhnbacém fanh E 8
- Giam céc triéu chirng do viém mdi di img hodc diimg i S |
Dextromethorphan hydrobromid Emmwﬂnmmh" EE [
- . Ut
Clorpheniramin maleat z}a chay nuée mét 52 [
+H o2
+Ngiramihozc cd hong Z .g
Céch diing, chéng chi dinh va cac thong tin khac: @
Xem trong t& hudng dén st dung thubc kém theo. ‘E ’E
BAO QUAN: Noi khd, nhiét 36 duri 30°C, tranh anh sng, + a
SPK: - g
TIEU CHUAN: TCCS. w g
% CTCP DUGC PHAM TRUNG UONG 2 £
i © 9 Trén Thanh Téng - Q.Hai Ba Trumg - Ha Néi - Viét Nam <
| o= San xudt tak: o
W w0 o i v o
| Z @ T L6 27, KCN Quang Minh - M& Linh - Ha N&i - Viét Nam b4
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https://trungtamthuoc.com/ MAU HOP 1 LQ 150 ml
(Ty 18 75%)

THUGNG MAI

\ DUGC PHAM

\ /
\ /
\\ {
\\
F T T \
150ml | |
R( THUGC KE DON WHO - GMP R( THUBC KE DON WHO - GMP
DOPHARMA DOPHARMA
Dextromethorphan hydrobromid LIEULUONG VA CACH DUNG: Dextromethorphan hydrobromid ik e s
Clorpheniramin maleat - Khéng diing qua 4 liéu trong khodng Clorpheniramin maleat Dextromethorphan HBr 15mg
thiri gian 24 gidr. Clorpheniramin maleat .2mg
TGO s v 10ml
CHIDINH:
I \an, F
‘r:g;&'wﬁg :‘}& ‘:,?5"“6"';'; - Gidm ho do kich tmg nhe hong va phé
- Tir quan khi bjcam lanh.
Tréé em !:6? :;Jam in, - Giam céc trigu chimg do viém mii dj
den 11t i 6 gir g hoac di Ung dwémg ho hép trén
x Khéng khéac nhur:
Tré em duti 6 1di | 40c ding +Sbmoi )
BAO QUAN: +Nglra, chay nurdcmat.
Z i " +Hatxi.
:ém khd, nhiét 66 dudi 30°C, trénh anh +Ngtramaihodccdhong.
m"g; Chéng chi dinh va cdc théng tin
& khac:
TIEU CHUAN: TCCS. Xem trong t& huxmg dén str dung thube
4 a kémtheo.
DE XA TAM TAY CUA TRE EM
BOC K¥ HUGNG DAN SU DUNG

TRUGC KHI DUNG
CTCP DUGC PHAM TRUNG UONG 2
9 Trén Thénh Téng - O.Hai BA Trung - Ha Ngi - Viét Nam
NSX:

Sén Al lai
S6 16 SX:

L8:27, KCN Quang Minh - ME Linh - Ha NGi - Viét Nam
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MAU TO HUGNG DAN SU DUNG TH
(MAT TRUGC)

CC PHAN

1 '“i‘\"l* ||'\ fﬁ._ "”.

1. TENTHUSG:

" TUSSI0 LERGIC

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG
THUGC:

DEXATAMTAY TRE EM

BOC KY HUGNG DAN SUDUNG TRUGC KHIDUNG
THUOC NAY CHI DUNG THEO BON THUOC

3. THANH PHAN CONG THUC THUOC:

M&i 10ml siro chira:

Thanh phéan dugc chét

Dextromethorphan hydrobromid ..........c.cviiiivnnenen, 15mg
Clorpheniraminmaleat ............

Thanh phén ta duge via dl
Bao gom: Acid citric monohydrat, natri citrat dihydrat,
sucralose, glycerin, propylen glycol, sorbitol 70%, hwang cam
10ng, tartrazin, natri benzoat, nudc tinh khiét.

4. DANG BAO CHE: Dung dich trong, Iéng sanh, mau vang,
mui thom, vingot, hoi diang, duge déng trong lo thiy tinh.
5.CHIBINH: '

- Giam ho do kich irng nhe hong va phé quan khibj camlanh.

- Giam cac triéu chirng do viém mdi dj ing hodc dj (rng dudring
hé hap trén khac nhu:

+Sdmai

+Nglra, chay nude mat

+Hatxi.

+ Ng(ra mili hodc ed hong.

6. CACH DUNG VA LIEU DUNG:

-Khong ding qua 4 liéu trong khoang théri gian 24 gidy.

Tudi tac ' Ligu

Nguai lon va tré em Iir 12 tudi

20 mifl&n, mdi 6 gi&y

10 miflan, mdi 6 giey
Khong dwgc dung

Tré em tir 6 dén 11 tudi

Tré em dudi 6 tudi |

7.CHONG CHIBINH:

-Bénhnhan nhay cam v&i bat clr thanh phén nao ctia thudc.

- P& anthan motdira tré hodclam cho mét diva tré budn ngl.

- Bé&nh nhén dang dung thudc (rc ché monoamin oxidase
(IMAQ) (mét s6 loai thubc didu tri trdm cam, tam than, didu
chinh cdm xic ho&c bénh Parkinson) hoac trong 2 tuan sau
khingirng thudc IMAO

8.CANH BAO VA THAN TRONG KHIDUNG THUOC:

Thén trong khi stedung néu:

- Khé ditiéu do phidai tuyén tién liét.

f\
TAI ORY /S
\///

-Bénhtangnhan ap LOng -1 ‘y

- Ho kém theo nhidu dm (chatnhdy). S

- B&nh nhan ¢o vAn dé v& ho héap, ho man tinh kéo dai hoac
xay ra khi hutthuée, hen suyén, viém phé quan méan tinh hoac
khi phé thing.

-Pang str dung cacloai thudc cd tac dung an than.

-Bénh nhén dang co ché d6 an han ché natri.

Khi strdung séan pham nay:

- Khéng diing qué liéu khuyén co.

- Cathe gay bubn nguird rét.

- Cothé b kich thich, dac biét1a & tré em.

- Néu con ho kéo dai hon 07 ngay, hodc kém theo sbt, phat
ban hodc nhirc dau dai dang. Dirng thube va haiy kién bac sT,
9. SU'DUNG THUOC CHO PHU NU ¢O THAI VA CHO CON
BU:

Sirdung thubc cho phy nircé thai:

Khong co dir fiéu vé siz dung thude trén phu nir co thai, chinén
dung thube néulgi ich vurgt tréi so véi nguy co.

Surdung thuée cho phu nikcho con bi:

Can nhac gilra loi ich va nguy co. Hai y kién bac sT trugc khi
slr dung thuéc.

10. ANH HUGNG CUA THUGC LEN KHA NANG LAl XE,
VAN HANH MAY MOC:

St dung thude co thé gay ra budn ngti. Than trong khi lai xe
hodc van hanh may moc.

11. TUONG TAC, TUGNG KY CUA THUOC:

- Céc thudce (rc ché monocamine oxidase (IMAQ) va cac chét
chéng trdm cam 3 vong cé thé lam kéo dai, tang tac dung
anticholinergic va tac dung an than clia thudc khang histamin.
- D& ubng cé cdn, rvgu va thude an than co thé lam tang tac
dung an thin clia thudc khang histamin, lam téng bubn ngti.
12. TAC DUNG KHONG MONG MUGN cUATHUGC (ADR)
- Clorpheniramin maleat

Thuong gap, ADR > 1/100

Hé TKTW: Ngii ga, an than.

Tiéu hoa: Khd miéng.

Hiém gép, ADR < 1/1000

Toan than: Chong mat.

Tiéuhoéa: Bubnnén.

-Dextromethorphan hydrobromid

Thuong gap, ADR >1/100

Toan than: Mé&t mai, chéng méat.

Tuén hoan: Nhip tim nhanh.

Tiéuhda: Budn nén

Da:Bbo birng

itgdp, 1/1000<ADR < 1/100

Da: Noi may day.

Hiém gép, ADR <1/1000

Da: Ngoaiban

Thinh thoéng thay budn ngti nhe, réi loan tigu hoa. Hanh vi ky
quac do ngo doc, trc ché he than kinh trung wong va suy hé
hép cé thé xay ra khi dunglidu qua cao.
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MAU TG HUGNG DAN SU DUNG
(MAT SAU)

COPHAN
(NG MAI DUCC PHAM

Théng bdo ngay cho bac sy hodc dwee sy nhiéng phan
trng c6 hai gép phai khi strdung thuée.

13. QUA LIEU VA CACH XU TRi:

- Qua lidu Dextromethorphan hydrobromid: Budn nén, nén,
budn ngu, nhin mé, rung giat nhan cau, bitidu tién, trang thai
t& ma, 4o giac, mét diéu hoa, suy hd hap, co giat (thueng xdy
ra véitré em).

Céch x( tri: Diéu tri hd tro, dung Naloxon 2 mg tiém finh
mach, cho diing nhéc lai néu cén t&i téng liu 10 mg.

- Qué liéu Clorpheniramin: NgU nhiéu, kich thich nghich
thudong hé than kinh trung wong, loan tam than, con déng
kinh, ngirng thé, co giat, tac dung khang muscarin, phan g
loan truong lue va truy tim mach, loan nhip.

Cach x tri: Didu tri tnéu ching va hd tre chue nang sbng
(c&n chi y dac biét dén chirc nang gan, than, hd hap, tim va
can bang nuéec, dién gidl). Rira da day, gay nén béng siro
ipecacuanha, sau d6 cho diing than hoat vé thude tiy dé han
ché hap thu. Trong truérng herp ha huyét ap va loan nhip cén
dwoc didu trj tich cuc Co thé didu tri co giat bing tiém tinh
mach diazepam hodc phenytoin. Cé thé truyén mau trong
nhirng ca nang.

14. BAC TINHDUQC LUC HRC:

- Dextromethorphan hydrobromid:

Dextromethorphan hydrobromid 12 thuée gidm ho co tac
dung I&n trung tam ho & hanh ndo. Mac di cau tric hda hoc
6 lién quan dén morphin, nhung dextromethorphan khéng
¢6 tac dung giam dau va noi chung rat it tac dung an than.
Dextromethorphan duoc ding giam ho do kich thich nhe &
phé quan va hong nhu cam lanh thang thudng hodc hit phai
cac chét kich thich. Dextromethorphan cd hiéu qua nhat
trong didu tri ho man tinh, khéng c¢6 dom. Thude thuéng
duge ding phéi hop v&i nhidu chéat khac trong didu tr triéu
chirng duéng hé hép trén. Thube khang co tac dung long
dom. Higu luc clia dextromethorphan tuong duong voi hiéu
luc cla codein trong diéu tri ho man tinh. So véi codein,
dextromethorphan it gay tac dung phy & dudng tiéu hoa hon.
Vi lidu didu tri, tac dung chdng ho clia thudc kéo dai duge 5-
6 gitr. Doc tinh thap, nhung véi ligu rit cao cd thé gay e ché
hé than kinh trung wong.

- Clarpheniramin maleat:

Clorpheniramin maleat |a thudc khang histamin thé hé the
nhét, an than trung binh nhung cing cd thé kich thich nghich
thuorng, dic biét & tré nhd va khang muscarin, Nhuw hau hét
céc khang histamin khac, clorpheniramin lam giam hodc lam
mét cac tac dung chinh ciia histamin trong co thé bang cach
canh tranh phong bé ¢4 dao ngugc histamin & cac thu thé H1
& cacmé trén dwong &u hoa, thanh mach va dueng hé hap.
Thubc khéng lam mét hoat tinh cua histamin hodc ngan can
tdng hop hodc gidi phang histamin,

/Kq ‘c . /
R ONG -1
15.DAC TINH DUCC DONGH

- Dextromethorphan hydrobromid:
Dextromethorphan dwoc hap thu nhanh qua dwong tiéu héa
va €6 tac dung trong vong 15 - 30 phut sau khi udng, kéo dai
khoang 6 - 8 gir (12 gitr v&i dang giai phong cham). Thudc
dugc chuyén hoa & gan va bai tiét qua nudc tidu duéi dang
khong dbi va cac chat chuyén hoa demethyl, trong sb d6 co
dextrorphan ciing c6 tac dung giam ho nhe.

- Clorpheniramin maleat:

Clorpheniramin maleat hap thu tét nhung twong dbi cham vi
thubc chuyén hoa nhidu & niém mac duéng tiéu hoa va
chuyén hoa buéc dau & gan, xuét hién trong huyét tuong
trong vong 30-60 phut. Néng dé dinh trong huyét trong dat
duge trong khoang 2,5 dén 6 gior sau khi uéng. Sinh kha
dungthap, dat 25-50%.

Khoang 70% thubc nay trong tudn hoan lién két voi protein.
Thé tich phan bd khoang 2,5 — 3,2 litkg (ngudi 16n) va 3,8
livkg (tré em).

Clorpheniramin maleat chuyén hoéa nhanh va nhidu. Cac
chat chuyén hoéa gdm c6 desmethyl - didesmethyl-
clorpheniramin va mot sé chét chua dugc xac dinh, mét hodc
nhigu chét trong s6 do co hoat tinh. Néng dé clorpheniramin
trong huyét thanh khéng tvong quan ding véi tac dung
khang histamin vi con mét chat chuyén héa chua xac dinh
cling ¢é tac dung. Thai gian tac dung ctia thude kéo daitir 4-6
gior.

Thubc dwoc bai tiét cht yéu qua nudéc tidu dudi dang khang
adi hoac chuyén hoa, sy bai tiét phu thudc vao pH va luu
lrgng nuéce tidu. Chi mét lweng nhd dugce thay trong phan.
Nguwoilén co chire ndng gan thén binh thudng thoi gian ban
thai clia clorpheniramin tir 12-43 gier va dbi véi tré em tr 5,2-
23,1 gi&r. O ngui bénh suy than man, thoi gian ban thai kéo
dai t&i 280-330 gio.

16.QUY CACHBONG GOI:

Hop 110 100 ml, hop 11g 150ml.

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN
CHATLUONG CUATHUOC:

Dieu kién bao quan: Noi khd, nhiét 86 dudi 30°C, tranh anh
sang.

Han dung: 36 thang ké tr ngay san xut.

Khéng diing qua thoihanin trén bao bi.

Tiéu chuan chét lwgng cliathubc: TCCS.

18.TEN, DIA CHI CUA €O SG SAN XUAT:

cONG TY c0 PHAN DUOC PHAM TRUNG UONG 2

9 Trdn Thanh Téng - Q. Hai Ba Trung - Ha Ngi - VIET NAM
@ San xuat tai:

L& 27, KCN Quang Minh - M& Linh - Ha N&i - VIET NAM
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