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THANH PHAN: LIEY DONG, CACH DUNG:
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GMP-WHO LiEu DUNG, CACH DIUNG: Uding 2 l4n/ngay T PN

| Tomi hodc theo sy hudng dln ciia thdy thudc. 75ml k<
W Dextromethorphan HBr 75mg
m:‘::; lmL:'an,:,;:‘ For the effective control | Chiopheniramin maleat 19.95mg
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CHONG CHI BINH, THAN TRONG, || hohan, ho do di ing, 56 mii, nghet mi.
TAC DUNG PHY: * | chdy nuc mdt vd mdn ngia. Ho do hit
Xem trong t8 hudng din sif dung nhidu thudc 14, hit phéi chat gdy kich ing.

pONG GOI: Hop 1 chai 75ml

DANG BAO CHE: Siro
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Siro Coje ho
TEN THUOC: Coje ho
Thanh phin: Mdi chai 75ml Coje ho chira:

Dextromethorphan hydrobromid AL

Clorpheniramin maleat s 19.95 mg

Amoni clorid 750 mg

Glyceryl Guaiacolat (Guaifenesin) 750 mg
Ta duge gom ¢é: Acid citric, natri citrat, dudng tréing, Natri benzoat, Natri saccharin, Amaranth, huong li¢u déu,
nude tinh khiét,

DANG BAO CHE: Siro
QUY CACH DONG GOI: Hop 1 chai 75ml
PAC TINH DUQC LUC:

Dextromethorphan hydrobromid [a thudc giam ho co tic dung 1én trung tam ho ¢ hanh ndo.
Dextromethorphan duge ding giam ho nhit thasi do kich thich nhe & phé quin va hong nhu cam lanh thong thuimg
hodc hit phai cic chit kich thich. Dextromethorphan 6 hi¢u qua nhit trong diéu tri ho man tinh, khong co dom.
Thube thudng duge ding phéi hgp voi nhidu chit khdc trong diéu tr tri¢u chimg dudng ho hép trén.

Clorpheniramin maleat la mét khing histamin ¢é riit it tdc dung an thin. Tac dung khang histamin cua

clorpheniramin thong qua phong bé canh tranh cdc thy thé H1 cua céc té bio tac dong.

Glyceryl Guaiacolat (Guaifenesin) ld mdt chét long dom, no kich thich hodc tao diéu kién cho viée logi
bo chit tiét tir duomg ho hip thong qua ting khdi lugng va lam cho chit nhay it dinh hon lam dé khac dom

Amoni clorid giy kich tng nhe trén niém mgc phé quan lam tang tiét dich nhon duomg hd hip, giam khod
va dau riat duong ho hap

PAC TINH DUQC DONG HOC:

Dextromethorphan duge hép thu nhanh qua dudmg tiéu hoa va ¢6 tac dung trong vong 15 - 30 phut sau
khi ubng, kéo dai khoang 6 - 8 gio (12 gidr voi dang giai phong chim). Thubde duge chuyén hoa ¢ gan va bai tict qua
nude tidu dudi dang khong d6i va cdic chdt chuyén héa demethyl, trong 56 d6 ¢6 dextrorphan ciing co tac dung giam
ho nhe.

Clorpheniramin maleat hap thu 14t khi udng va xudt hién trong huyét tuong trong vong 30-60 phut. Néng
o dinh huyét twong dat duge trong khoang 2,5-6 gidr sau khi udng. Sinh kha dung thép, dat 25-50%. Khoang 70%
thudc trong tudn hoin lién k‘ét v@i protein. Thé tich phan b6 khoang 3.5livkg (nguoi 1dn) va 7- 10litkg (tré em).
Clorpheniramin maleat chuyén hoa nhanh va nhiéu. Thude duge b Li_f:l chu yeu qua nude tiéu dudi dang khong doi
hoidc chuyén hoa, sy bai tict phu thude vao pH va luu lugng nude tiéu. Chi mdt lugng nho duoc thiy trong phan.
Thoi gian bén thai 1a 12-15 gig va & ngudi bénh suy thin man.

Glyceryl guaiacolat hip thu dé dang qua dudng ubng. thoi gian ban thai la 1gid. Glyceryl guaiacolat
chuyén héa qua gan va thai trir chu yéu qua thin

Amoni clorid hip thu nhanh qua dudng ti¢u hod khi ding bing dudng ubng. Amoni clorid chuyén hoi o
gan thanh ure va acid hydroclorid; thai trir qua thin.

CHI DINH:

Giam cdc triéu chimg ho trong cdc tr udng hop: Ho do cam lanh, cam caim, ho khan, ho do dj trng, s6 mii.
nghet mii, chay nude mét va min ngira. Ho do hit nhiéu thude 14, hit phai chét gy kich (mg.
LIEU DUNG VA CACH DUNG

Ubng 2 1an/ngdy hojc theo su hudng din ctia thiy thube.

Tré em tir 2- 6 tuodi Sml (1 mudng ci phé)
7- 12 tudi ‘ 10ml (2 mudng ca phé)
Ngudi 1Gn va tré em trén 12 tudi 15ml (3 mudng ca phé)

CHONG CHI DINH:

Man cam voi bt ky thanh phin nao cta thude

Clorpheniramin maleat: Nguoi bénh dang con hen céip, ngudi ¢6 tri¢u chimg phi dai tuyén tién liét,
glaucom gde hep, te ¢b bang quang, loét da day chit, tic mon vi-td trang, ngudi cho con b, tre so sinh va tre deé
thiéu thang, ngudi dung thude e che MAO trong vong 14 ngdy tinh d¢n thoi diém diéu tri bang clorpheniramin.

Dextromethorphan: Ngudi dang didu tri thude trc ché MAO
THAN TRONG:

Dextromethorphan: Ngudi bénh bj ho ¢6 qud phiéu dom va ho man tinh & ngudi hat thude 14, hen hodc
tran khi: ngudi c6 nguy co hofic dang bi suy giam ho hip; diing dextromethorphan ¢6 lién quan dén giai phong
histamin va nén than trong vdi tré em bi di ung.

Clorpheniramin maleat: Tic dung an thin cta clorpheniramin tang Ién khi ubng rugu va ding dong thoi
véi cdce thube an thin khac, nguoi tang nhin ap; ngudi cao tudi (>60 twdi) vi nhirg ngudi nay thuong ting nhay cam
vi téc dung chong tiét acetylcholin.

SUDUNGTHUOCGPHUNUIﬂ1ﬂA|vATu01K?cuoc0NB&

Thoi ky mang thai: Vi Glyceryl guaiacolat qua dugc nhau thai nén khong dung cho phy nir mang thai.
Clorpheniramin chi dung cho ngurdi mang thai khi thit ¢in thiét. Hién anh hudng cua dextromethorphan dbi véi phu
nit ¢6 thai chua & nén chi sir dung khi can thiét va c6 chi din cha bdc si.
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tré b e, nén cin nhac hodc khong cho {i hoic khong dang thudc, tay 0 can thietcu
ngudi me.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
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Déi vai Clorpheniramin maleat: \ <\ CARIPHARM ) /.3
(@F Al £ AN

Cic chét (rc ché monoamine oxidase (MAO) lam kéo dai va ting tac dung chdng tiét acety cta thudc,» /
khing histamin. ‘ﬂﬂ/’

Ethanol hodc céc thude an thén gdy ngu co thé ting tic dung (rc ché TKTW cta clorpheniramin.

Clorpheniramin irc ché chuyén hoa phenytoin va ¢6 thé din dén ngd doc phenytoin.

Déi voi Dextromethorphan:

Tranh diing véi cic thube e ché MAO

Dang dong thoi vai cdc thude tre ché thin kinh trung wong ¢6 thé ting cudng tac dung (e ché than kinh
trung vong cua nhirng thube nay hodc cia dextromethorphan

Quinidin tre ché cytochrom Pys02D6 ¢ thé 1am chuyén hoa cua dextromethorphan & gan, lam tang ndng do
chéit ny trong huyél thanh va ting cdc dung khong mong mudn cua dextromethorphan.

TAC DUNG KHONG MONG MUON (ADR):
Dextromethorphan

Thuong gip, ADR>1/100

Toan than: Mét moi, chong mit

Tudn hoan: Nhip tim nhanh

Tiéu héa: Budn non

Da: Do bimng

it gap, 1/1000 < ADR < 1/100

Da: Néi may day

Hiém gip, ADR < 1/1000

Da: Ngoai ban
Clorpheniramin maleat

Thuomg gip, ADR.1/100

H@ thin kinh trung vong: Ngi ga, an thin

Tiéu hoa: Khd mi¢ng

Hiém gip, ADR<1/1000

Toan than: Chong mt

Tiéu héa: Bubn non

Téc dung an thin thay déi tir ngdy ngit dén ngi séu co thé xay ra nhung s& giam sau vai ngay. Cac tac dung
phu khéc g6m roi loan ticu hoa va rHi loan thin kinh trung vong nhe
Néu can thém théng tin, xin hoi § kién rhtf_r thudc

Théng bdo cho bdc sy tic dung khong mong mudn gap phai khi st dung thuée.
QUA LIEU VA XU TRi
Dextromethorphan hydrobromid

Trigu chiing: Budn ndn, ndn, budn ngd, nhin md, rung gijt nhan cAu, bi tiéu tién, trang thai 1& mé, do giic,
mét didu hoa, suy hd hép, co gidt.

Diéu tri: H3 trg, diing naloxon 2 mg tiém tinh mach, cho diing nhic lai néu céin 16i tdng liéu 10 mg.
Chlorpheniramin maleat

Trigu chieng: An than, kich thich nghich thuomg hé thin kinh trung wong, loan tim thin, con dong kinh,
ngimg tha, co gidt, tic dung chbng tiét acetylcholin, phan (mg loan truong lyc va tryy tim mach, loan nhip.

Diéu tri: Rua da day hojc giy non bing siro ipecacuanha; sau do cho ding than hoat va thude tdy dé han
ché hép thu, trong truong hep ha ap va loan nhip, can dugc didu tri tich cuc. Diazepam hodc phenytoin tiém tinh
mach c6 thé hiru ich va didu tri co gidt. C6 thé truyén mau trong nhirng ca ning
BAO QUAN: Noi khd rdo, tranh dnh sdng, ¢ nhi¢t do phong
TIEU CHUAN AP DUNG: TCCS.

HAN DUNG: 24 thang ké tir ngiy san Xudt,

CONG TY CO PHAN DUCC PHAM TRUNG UONG 3
16 Lé Dai Hanh — Hai Phong
Nha mdy SX: Nam Son — An Duong — Hai Phong
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1. Tén san phim: COJE HO

2. M6 ta sin phim: Siro

3. Thanh ph.:'m cua thude: Sh gy
Thanh phan chinh: Dextromethorphan hydrobromid, Clorpheniramin maleat, Amor “_’ﬂb'l;{&;["(':hﬁﬂ&fyl—";ge/

Guaiacolat (Guaifenesin) N (S
T4 duge: Acid citric, natri citrat, duong trang, Natri benzoat, Natri saccharin, Amaranth, hioRg: :

nude tinh khiét.

4. Ham lugng cia thube:

Dextromethorphan hydrobromid 75 mg
Clorpheniramin maleat 19,95 mg
Amoni clorid 750 mg
Glyceryl Guaiacolat (Guaifenesin) 750 mg

5. Thude ding cho bé¢nh gi?

Ho do cam lanh, cam cm, ho khan, ho do di tng, sd mii, nghet mii, chay nude mit va man nglra. Ho do
hat nhidu thudc 14, hit phai chit gy kich img.
6. Nén dung thude niy nhw thé nao va licu lugng?

Ubng 2 lan/ngay hofic theo sy huéng din cta thiy thude.

Tré em tir 2- 6 tudi 5ml (1 mudng ca phé) \~)

7- 12 tudi ‘ 10ml (2 mu(img ca phé) ""/
Nguoi 1én va tré em trén 12 tudi 13ml (3 mudng ca phé) \

7. Khi nio khong nén dang thube nay?

- Man cam v&i bt ky thanh phin ndo cia thude

- Ngudi bénh dang con hen clp. ngudi 6 trigu chimg phi dai tuyén tidn ligt, glaucom goc hep, tic ¢b bang
quang, loét da day chit, tic mon vi-td trang, ngudi cho con bi, tré so sinh vi tré dé thiéu thang, nguoi ding thude e
ché MAO trong vong 14 ngay tinh dén thai diem didu trj bing chlorpheniramin.

- Nguoi dang didu trj thube e ché MAO
8. Tic dung khong mong mudn
Dextromethorphan

Thudng gip, ADR=1/100

Toan thin: Mét moi, chong mit

Tudn hoan: Nhip tim nhanh

Tiéu héa: Budn ndn

Da: Do birng

it gip, 1/1000 < ADR < 1/100

Da: N6i may day

Hiém gap. ADR < 1/1000

Da: Ngoai ban
Clorpheniramin maleat

Thuong gip, ADR.1/100

Heé than kinh trung vong: Ngu ga, an than

Tiéu hoa: Kho miéng

Hiém gip, ADR<1/1000

Toan thin: Chéng mit

Tiéu hoa: Budn non

Téc dung an thin thay dbi tir ngay ngdt dén ngli sdu ¢6 thé xay ra nhung s& giam sau vai ngay. Cac tac dung
phu khéc gi‘)m roi loan tiéu hoa va roi logn than kinh trung uvong nhe

9. Nén tranh ding nhimg thube hoic thue phim gi khi dang sir dung thube nay?

Doi vai Clorpheniramin maleat:

Ciéc chét tre ché monoamine oxidase (MAO) lam kéo ddi va tang tac dung chéng tiét acetylcholin ciia thube
khang histamin.

Ethanol hoic céc thude an thin gy ngi ¢o thé tang tac dung e ché TKTW cua clorpheniramin.

Chlorpheniramin (rc ché chuyén héa phenytoinn va ¢6 thé din dén ngo doc phenytoin.

Déi voi Dextromethorphan:

Tranh ding voi cdc thude trc ché MAO

Ding dong thoi véi chc thude e ché thin Kinh trung wong c6 thé ting cudng tic dung (rc ché thin kinh
trung uong cua nhiing thude nay hodc cia dextromethorphan

Quinidin e ché cytochrom P4502D6 ¢6 thé lam chuyén hoa cua dextromethorphan & gan, lam tang nong do
chét nay trong huyét thanh va ting cac dung khong mong mudn cta dextromethorphan.
10. Cin lam gi khi mgt lin quén khong dung thudc?

Khong nén ding mot lidu gdp doi dé bu cho liéu da quén.

Khi mot 1an quén khong ding thude thi nén dung liéu d6 ngay khi ban nhd ra. Tuy nhién, néu gin véi thoi
diém ubng liéu ké tiép thi ban nén bo qua liéu di quén va tiép tuc diing theo ligu trinh binh thudng.
11. Céin bio quin thube nay nhu thé nao?
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ngimg thd, co gidt, tac dung chbng tiét acetylchqlin, phan (g logn truong lye va truy tim mach, loan nhip.

Diéu tri: Rura da day hodc gy non bing siro ipecacuanha; sau dé cho dung than hoat va thude tiy d& han
ché hip thu, trong truong hgp ha dp va loan nhip, cin duge diéu tri tich cye. Diazepam hoge phenytoin tiém tinh
mach ¢o thé hiru fch va didu trj co gidt. Co thé 11'uyf‘:n mau trong nhimg ca ning
13. Ciin phii lim gi khi dung thude qua liéu khuyén cio
Dextromethorphan hydrobromid

Diéu tri: HE trg, dung naloxon 2 mg tiém tinh mach, cho ding nhic lai néu ¢in 16i tong liéu 10 mg.
Clorpheniramin maleat

Diéu tri: Rira da day hofic gy non bing siro ipecacuanha; sau dé cho ding than hoat va thube tiy dé han
ché hﬁp thu, trong trudng hop ha ap va loan nhip, cin duge didu tr tich cye. Diazepam hodc phenytoin tiém tinh
mach c6 thé hiru ich va diéu tri co gidt. C6 thé truyén mdu trong nhimg ca nang

14. Tén/biéu twgng cua nha sin xudt/nha nhip khiu/chi sé hitu giay phép diing ky sin phf‘lm:

o CONGTY & PHAN DUGC PHAM TRUNG UONG 3
(!‘HS 16 Lé Dai Hanh — Hai Phong o,

Nha médy SX: Nam Son — An Duong — Hai Phong

R DT:(031)3747507/ Fax: 0313823125

15. Nhiing diéu cin thin trong khi ding thube nay

Dextromethorphan: Ngudi bénh bi ho ¢6 qua nhidu dom va ho man tinh & ngudi hat thuée 14, hen hofc
tran khi; ngudi ¢6 nguy co hofic dang bi suy giam ho hép; ding dextromethorphan c6 lien quan dén giai phong
histamin va nén thin trong véi tré em bi di ung.

Clorpheniramin maleat: Tic dung an than cta clorpheniramin tang 1én khi udng rugu va ding dong thoi
véi cdc thube an thin khac, ngudi ting nhin ap; nguvi cao tudi (>60 tudi) vi nhirng ngudi nay thuong tang nhay cam
vi tac dung chdng tiét acetylcholin.

Phy nit ¢d thai va cho con bt

Thoi ky mang thai: Vi Glyceryl guaiacolat qua duge nhau thai nén khong dung cho phu nir mang thai.
Clorpheniramin chi dang cho ngudi mang thai khi thiit ¢in thiét. Hign anh hudng cla dextromethorphan déi véi phu
nir c6 thai chua rd nén chi sir dung khi cAn thiét va c6 chi din cua béc si.

Thoi ky cho con bi: Chi diing khi that cAn thiét va phai theo sy huéng din cua thiy thudc. Clorpheniramin c6 thé
duge tiét qua sita me va i ché tidt sia. Vi cde thube khdng histamin c6 thé gdy phan ung nghiém trong véi tré bu
me, nén cin nhic hodc khong cho con ba hodc khong ding thude, iy theo mire d can thiét cua thudc doi vai ngudi
me.

Anh hueong dén kha nang ldi xe va vin hanh mdy méc

Anh huomg dén kha nang 14i xe va vin hanh mdy mée do thude c6 chira thanh phén clorpheniramin maleat

gy ngii ga, chong mt, hoa mit, nhin ma.
16. Khi nio cAn tham vin bic sy
Khi ¢6 ddu hidu bit thudng thi lién h¢ vai bic si.
17. Ngity xem xét sura i 1gi to thdng tin cho bénh nhiin:



