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MAU HOP 1 LO 60 ml

P
WHO - GMP_~

THANH PHAN: Cho 5 mi Siro!

Clorpheniramin maleat..............1,
Dextrometharphan hydrobromid.
Guaifenesin..
Taduwoc vd ..

CHi BINH:
H& tror lam glam trieu chung ha do cam

kich mg.

LIEULUONG- cAcunt‘ms.
Theo sirchidén ciia bac

camté 6- Bgiaubnm%hml&nuﬂng
-Tré tir6- 24 thang: 1,25ml-2,5ml
-Tré em tir 2 dén 6 udi: 5
-Ttéamw?&nzm 10rn|

- Ngurdi Im va tré em trén 12 tudi: 15mi

DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

Rx Thudc ban theo don

THUOC HO

SAPPHIRE

CHONG CHI BINH, LIEU LUONG -
CACH DUNG, TAC DUNG KHONG
MONG MUGN, TUGNG TAC THUGC VA
CAC THONG TIN KHAC:

Xin doc trong t0 hwdng dan sit dung bén
trong hap.

BAO QUAN: Noi kha, nhiét g6 duéi 30°C,
tranh anh sang.

SBK:

CTCP DUGC PHAM TRUNG UONG 2
9 Tréin Thanh Téng - Q.Hai Ba Trumg - Ha N6i - Vidt Nam
BT, 04.39715439 FAX: 04 38211815

‘Sén xudi fe: CTCP DUGC PHAM TRUNG UONG 2
L6 27, KCN Quang Minh - M& Linh - Ha N - Vigt Nam
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MAU NHAN DAN TREN LO 100 ml
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MAU HOP 1 LO 100 mI

(Ty 18 80%)
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THANH PHAN: Cho 5 mi Siro:

THUOC HO 8 e S e g 0
Guaif i 10mg
Ta dwrgc vd Sml

SAPPHIRE

'l'huwdi béc sy.
Céch6- swu&uihnﬂﬂhu&g
-Trétir6-24 thang: 1,25ml-2 5ml

- Tré em tir 2 dén 6 tudi: 5mi
~Tréemtir 7 dén 12 udk: 10 ml

- Nguéri I6m vé tré em trén 12 tudi: 15 mi

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

Rx Thudc ban theo don

THUOC HO

SAPPHIRE

Trén Thin Téng - Q.Hal B4 Trung - 45 NG - Vit Nam

O - GMP.

CHONG CHI BINH, LIEU LUONG -
CACH DUNG, TAC DUNG KHONG
MONG MUON, TUONG TAC THUGC
VA cAcmouaTm KHAC:

Xin doc trong t hudng dén sirdung bén
trong hép.

BAO QUAN: Nai kha, nhigt d6 dudi
30°C. tranh anh séng.
SDK:

CTCP DUGC PHAM TRUNG UONG 2
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(MAT TRUGC)

Rx THUGC BAN THEO BON P —
DE XA TAM TAY CUA TRE EM ( WHO - GMP |
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

THUGSC NAY CHi DUNG THEO PON CUA BAC ST

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC ST

*"°  SAPPHIRE

TRINH BAY: Hép 1 lo 60 ml; Hép 1 lo 100 ml.

THANH PHAN: Cho 5 ml Siro:

Clorpheniramin maleat...... ... isvanirnines vrersurmiresressnssass snsans
Dextromethorphan hydrobromid..
GUEITBMESIN. .. oo et ittt cee v s rr e e e s s e

T4 dwoc vd (Natri citrat, acid citric, natri benzoat, glycerin,

dwéng tring, tinh dAu dau, @6 erythrosin, nwée tinh khiét)............... 5ml
DUQC LYC HOC:

Dextromethorphan hydrobromid Ia thubc gidm ho cé tac dung Ién trung tam
ho & hanh ndo. Mac du cu tric héa hoc cé lién quan dén morphin, nhing
dextromethorphan khéng cé tac dung gidm dau va néi chung rat it tac dung
an than. Dextromethorphan dwgc ding giam ho nhét thévi do kich thich nhe
& phé quan va hong nhw cam lanh théng thudng hodc hit phai cac chétkich
thich.

Clorpheniramin 14 mdt khang histamin c6 rét it tac dung an than. Tac dyng
khang histamin ctia clorpheniramin théng qua phong bé canh tranh cac thy
thé H1 clia cac té bao tac ddng.

Guaifenesin c6 tac dung ting tiét dich & dwong hé hip, 1am tang thé tich va
giam a6 nhét clia dich tiét & khi quan va phé quan. Nhér vy, thubc lam tang
hiéu qua clia phan xa ho va lam d& tdng dérm ra ngoai hon.

Sapphire gia tang dang ké lvong dich tiét ra trong du’onz hé hép, do d6 rat
hiéu qua trong viéc 1am loang dém va cac chét tiét phé quan, gidp khac
dd&m dé dang. Thudc cé tac dung tri ho trong dwong codein nhung khong
gay nghién, kidm soat dwoc tin sé va mire 69 trdm trong cia con ho ddng
thei phuc hdi kha naing lam sach mtcach tw nhién clia phdi.
DUGCBONGHOQC:

Dextromethorphan dugc hdp thu nhanh qua duwdng tiéu hda va cé tac dung
trong véng 15 - 30 phit sau khi uéng, kéo dai khoang 6 - 8 gier. Thude dugc
chuyén héa & gan va bai tiét qua nuérc tidu dudi dang khong ddi va cac chat
chuyén hoa demethyl, trong s d6 co dextrorphan cing co tac dung gidm
ho nhe.

Clorpheniramin maleat hég thu t6t khi uéni va xu#t hién trong huyét tvong, -
trong véng 30 - 60 phit. Nong 46 dinh huyet twong dat dugc trong khoang,
2,5 @én 6 gi¢» sau khi uéng. Kha dung sinh hoc thap, dat 25 - 50%. Khoang -~
70% thuéic trong tudn hoan lién két véi protein. 3

Hn 7 o
Clorpheniramin maleat chuyén h6a nhanh va nhiéu. Cac chét chus Enhéa- -
gdm c6 desmethyl - didesmethyl - clorpheniramin va mét s6 chat-ehwar: (14 /i 1

duoc xac dinh, mot hodic nhidu chét trong sé d6 c6 hoat tinh. Néng dg. .
clorpheniramin trong huyét thanh khéng twong quan dung voiltac dung’

khang histamin vl con mot chét chuyén héa chua xac dinh ciinged tacy | (| LI

dung. Thuéc duwge bai tiét chi yéu qua nuér tidu dudi dang khong 8dihodc
chuy&n hoa, sty bai tiét phu thuge vao pH va luu lvgng nude tidu, N
Guaifenesin hap thu nhanh sau khi udng va chuyén héa nhanh thanh B-(2

methoxyphenoxy)-lactic acid. Khodng 40% liéu ding d4o thai qua than.... e

duéi dang 63 chuyén hoa trong véng 3 gier. Théi gian ban thai trong huyét
twong khoang 1 gicr.

CHi BINH:

H& tro’ Iam gidm triéu chirng ho do cdm lanh, cdm cum, lao, viém phé quén,
s&i, ho ga, viém phdi, viém hong, viém thanh quan, viém khi quan, mang
phéi bi kich (g, hutthubc 14 qua dd va hit phai chat kich Gng.

LIEU LUQNG - CACH DUNG:

Theo surchidan cia bécsy.

Céch 6- 8 gioruéng 1 1an, M&i 1an ubng:

-Trétir6-24thang: 1,25ml-2,5ml

-Tréemtir2 dén 6 tudi: 5mi

-Tréemtir7 dén 12 tudi: 10 ml

-Nguoilénvatréemtrén 12 tudi: 15ml

CHONG CHiBINH:

- Qua man vai bAt cir thanh phan ndo cia thude.

- Nguw&i bénh dang con hen cép.

- Ngudvi bénh cé trigu chirng phi daj tuyén tién ligt.

-Glocomgoc hep.

-Téccdbang quan

- Loét da day chit, tac mon vj - ta tréng.

- Ngu&icho con bu.

- Ngudi bénh dang diing thude trc ché monoamin oxidase (MAO)
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(MAT SAU)

NG DAN SUDUNG THUOC

THAN TRONG:

-Tré em duwdi 2 tudi.

- Nguwdi bénh bj ho co qua nhiéu déxm va ho man tinh & ngudi hut thude, hen
hodc tran khi.

- Dung dextromethorphan c6 lién quan dén gidi phong histamin va nén than
trong véi tré em bj dj rng.

- Clorpheniramin cé thé |am tang nguy co bi tidu tién do tac dung phy chéng
tiét acetylcholin clia thubc, dac biét & ngudi bi phi dai tuyén tign ligt, tic
dueng niéu, tic moén vj ta trang, va lam trdm trong thém & ngudi bénh
nhugcco.

- Tac dyng an than clia clorpheniramin tang I&n khi ung rrgru va khi ding
abng thei vei cac thube an than khac.

- Cé nguy co bién chirng dwéng hd hép, suy gidm hd hap va ngieng thd,
didu 36 cb thé gay ricrdi & ngudi bj bénh tic nghén phéi hay & tré nho. Phai
than trong khi cé bénh phéi man tinh, thd ngan hoackho thd.

- Cé nguy co bj sau rang & nhirng ngudi bénh diéu trj th&i gian dai, do tac
dung ch ngtiét acetylcholin, gay khd m]énég_

- Dung thudc than trong véi ngudi cao tudi (= 60 tudi) vi nhirng nguéi nay
thueng tang nhay cam voitac dung chéng tit acetylcholin.

TUONG TAC THUOC:

- Diing ddng thdi véi cac thube (e ché than kinh trung wong c6 thé tang
cwéng tac dung G ché thén kinh trung wong clia nhibng thube nay hoic
cua dextromethorphan.

- Quinidin ¢ ché cytochrom P, c6 thé lam gidm chuyén héa cla
dextromethorphan & gan, lam ting ndng d chat nay trong huyét thanh va
tang cactacdung khéng mong mugn clia dextromethorphan.

- Cac thude trc ché monoamin oxydase lam kéo dai va ting tac dung chéng
tiét acetylcholin clia thube khéng histamin.

- Ethanol hodic cac thudc an thdn gay ngli ¢6 thé tang tac dyng (rc ché hé hé
than kinh trung wong cla clorpheniramin.

- Clorpheniramin trc ché chuyén héa phenytoin va c6 thé d&n dén ngd déc
phenytoin.

TAC DUNG KHONG MONG MUON:

-Toan than: M&tmai, chong mat.

-Trén hé tiéu héa: budn nén, khé miéng

-Trén héthankinh trung wong: ngliga, anthan,

- Tac dung phy chéng tiét acetylcholin trén hé than kinh trung wong va tac
dung chéng tiét acetylcholin & ngudi nhay cam (nguwdi bj bénh glocom, phi
dai tuyén tién liét va nhirng tinh trang d& nhay cam khéc) c6 thé nghiém
trong. TAn suét clia cac phan (rng nay kho wéctinh do thidu thong tin.
Théng béo cho bac sT nhimg tac dung khéng mong mudn gép phai khi sit
dung thuée.

sUf DUNG CHO PHY NU CO THAI VA CHO CON BU:

Phu ni cé thai va cho con bt chi ding khi that cn thiét theo chi dinh clia bac
sy.

TAC DONG CUA THUGC KHI LAl XE VA VAN HANH MAY MOC:
Thuébc c6 thé gy ngti ga, chéng mat, hoa mat, nhin me, va suy giam tam
than van dong trong mdt s nguei bénh va cé thé anh hudng nghiém trong
d&n kha naing lai xe hodc van hanh méy. C4n tranh dung cho ngu®i dang lai
xe hodc diéu khién may méc.

QUA LIEU VA CACH XU TRi:

Qué lidu Dextromethorphan hydrobromid: Budn nén, nén, budn ngd, nhin
mé, run%gtét nhan cAu, bi tiéu tién, trang thai t& mé, do gidc, mat diéu hoa,
suy hd hap, cogiat.

Diéu tri: H3 tro, ding naloxon 2 mg tiém tinh mach, cho ding n[;éc"fai'ﬁ"éu

cAnt6itdng lidu 10 mg. 4
Qua lidu Clorpheniramin: an than, kich thich nghich thuong hé thén kinh
trung wong, loan tam thdn, con déng kinh, ngirng thé, co giat, tac dung
chéng tiét acetylcholin, phan tng loan truong lyc va tryy tim mach, loan
nhip. g

Pidu tri triéu chitng va hd tro chire néing sbng, can chi y @&cbiét dén chire
nang gan, than, hd hip, im va can bing nwée, dién gidi, e
HAN DUNG: 24 thang ké tir ngay san xuét

L3

Khéng dting qué thoi han ghi trén bao bi . NS~ ™

BAO QUAN: Nai khé, nhiét d6 duéi 30°C, tranh anh sang. %
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Sédn xuat tai: CONG TY CP DUQC PHAM TRUNG UONG 2
L6 27, KCN Quang Minh - M& Linh - Ha N&i - Vié

-l el -

&N CU

C TRUONG

DT: 04.30716291 FAX: 04.3558 UG PH ONG
. b |

Niuyin Ti Che Ghuy
Ha ni, ngay /) thang/ nam 2014
Céng ty CP Dudc pham TU 27




