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Dé xa tam tay tré em.
Doc ky huong dan sir dung trwdée khi ding.
Théng bio ngay cho bdc sy hodc dwoc sy nhitng phan irng ¢6 hai gap phai khi st dung th ubc.

Khéng duoc tiem.

1. THANH PHAN CONG THU'C THUOC
Mbi 5 ml dung dich chira:

Thénh phan hoat chat: Dextromethorphan hydrobromide 0,1% kl/ tt, Guaifenesin 2% kl/ tt
Thanh phc";n td dwoc: Anhydrous citric acid, Sodium citrate dihydrate, Sodium benzoate,
Potassium sorbate, Glycerin, Disodium edetate, Duong Lra‘ing, Saccharin sodium, Sucralose,
Huwong cam long, Sunset yellow, Nudc tinh khiét.

2. DANG BAO CHE

Dung dich udng.

M5 ta: Dung dich trong sudt, mau vang cam, mui thom.

3. CHI PINH

- Giam triéu ching ho do kich thich nhe & hong va phé quan khi bi cam lanh.

- Giap lam loang dom (chit nhay) va lam lodng dich tiét phé quan.

4. CACH DUNG, LIEU DUNG

Cich dung:

Thube duoc dung theo duong ubng.

Néu ho kéo dai trén 7 ngdy hodc ho kém sét, ndi man, dau dau kéo dai, phai nglmg ngay thude
va tham khao ¥ kién bac si.

Tré em dudi 2 tubi: Tham khao ¥ kién béc s.

Khéng duge ding thude qua 6 14n mbi 24 gio.

Lua chon quy cach dong goi dé c6 thé phan licu phu hop voi tudi.

Hop 20 6ng 10 ml, Hop 20 g6i 10 ml

+ Nguoi lon va tré em trén 12 tudi: 10 ml mdi 4 gio.

Hop 20 éng 5 ml, Hop 20 g6i 5 ml

+ Ngudi 16n va tré em trén 12 tudi: 10 ml moi 4 gio.

+Tré em tir 6 dén 12 tudi: 5 ml mdi 4 gio.
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O Pﬁﬁqq\,y tre em trén 12 tu6i: 10 ml moi 4 gio.
ﬁﬁé{&lhlgﬁ&dﬁp 12 tudi: 5 ml mdi 4 gio.
: é’nm%&‘@?dcn 6 tudi: 2,5 ml mdi 4 gio.
5. CHONG CHI PINH

e Bénh nhin qua min véi dextromethorphan hydrobromide, guaifenesin hodc bét cr thanh

phén nao ctia thude.

e Khong su dung thudc cho bénh nhan dang ding thudc tre ché monoamine oxidase (MAOI)
(mot sb loai thudc diéu tri trdm cdm, tim than hodc cam xiic hodc bénh Parkinson) hodc
trong 2 tuAn sau khi ngimg thuéc MAOL Néu khong biét thudc dang dimg cé phai MAOI
hay khong, hay hoi bac sT hodc duge si trude khi diung san pham nay.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Hay hoi béc si truée khi sir dung néu ho c6 qué nhiéu dom (chat nhdy), ho kéo dai hodc man

tinh nhu xdy ra khi hiit thubc, hen suyén, viém phé quén man tinh hodc khi thiing.

Ngimg st dung va hoi bac si néu ho kéo dai hon 7 ngay, hoac kém theo sot, phat ban hoic

dau dAu dai ding. Day c6 thé 1a ddu hiéu cna tinh trang nghiém trong.

Ta duoc

Thudc nay cé chira 5 mg sodium benzoate trong mdi 5 ml dung dich.

Thudc ndy c6 chira dudi 1 mmol (23 mg) natri trong mdi 5 ml, vé co ban dugc xem nhu

"khong chira natri’’.

7.SU' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Khong c¢6 dit liéu vé st dung thude trén phu ni ¢6 thai va cho con bu, chi nén ding thude néu

loi ich vuot trdi so voi1 nguy co.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chura ¢6 bing chimg vé anh huong cia thude 1én kha nang 14i xe va van hanh may moéc.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic thube

Thube e ché MAQ, linezolid, xanh methylen dung cung dextromethorphan lam tdng nguy

co hdi chirng serotonin (tiéu chay, nhip tim nhanh, va mo héi, run, la 1an, hon mé).

Céc thude/ chét e ché CYP2D6: Dextromethorphan chuyén hod lan déu qua gan dang ké boi

CYP2D6. Dung dextromethorphan cung cac thude trc ché manh CYP2D6 (nhu fluoxetin,

paroxetin, quinidin, terbinafin) lam tang ndng d6 dextromethorphan oAp vai lan so voi binh

thuong, din dén ting nguy co ADR cua thude (kich dong, 1ii 14n, run, mét ngu, tidu chay, trc
ché ho hip) va gy hoi ching serotonin. Quinidin lam ting ndng d6 dextromethorphan trong
huyét tuong 1én dén 20 1an, d2n dén ting ADR ctia dextromethorphan trén than kinh trung
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Thudc an thian: Cé nhidu thubc hodic chat co thé 1am ting téc dung wc ché thn kinh trung

wong va lam gidm sw tinh tdo hogc c6 thé lam ting tdc dung uc ché ho hip cua
dextromethorphan. Cac thude nay bao gbém: morphin, dén xuét ctia morphin (thudc giam dau,
thudc giam ho,...), thudc an than kinh, barbiturat, benzodiazepin, thudc giai lo Au ngoai
benzodiazepin (nhu meprobamat), thubc ng, thudc chéng trim cam (amitriptylin, doxepin,
mianserin, mirtazapin, trimipramin), thude khiang H1, thubc diéu tri ting huyét dp téc dung
trung wong, baclofen, thalidomid,...

Ruou lam téng tac dung an than ctia dextromethorphan. Tinh trang giam tinh tdo anh huong
dén kha nang 14i xe va van hanh méy moc. Tréanh ding rugu v céc thire uong c6 con khi dung
dextromethorphan.

Natrioxybat lam tang tdc dung uc ché than kinh trung vong cua dextromethorphan.

Xét nghiém: St dung guaifencsin ¢d thé cho két qua duong tinh gia ¢ xét nghiém do
vanilylmandelic trong nudc tidu. Cén ngimg dung guaifenesin 48 gio trude khi 14y mau nudc
tidu dé lam xét nghiém nay.

9.2. Twong ky, cita thude

Do khéng c6 cac nghién ciru vé tinh tuong ky cta thude, khong trdn 1an thudc nay vdi cac
thudc khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Toém tit cac phan ung cé hai

Tan suit cla cac phan tmg co hai dugc phén loai nhu sau: rat thuong gap (= 1/10), thudng
gip (> 1/100 dén < 1/10), it gap (> 1/1.000 dén < 1/100), hiém gip (= 1/10.000 dén < 1/1.000),
rét hiém giip (ADR < 1/10000), chua biét (khéng thé wéc tinh tir dit liéu san c6).

Tac dune khéng mong mudn ctia dextromethorphan

Thuong gip: Mét moi, chong mat, budn noén, nén, tao bon.

Réit hiém gap: Ngt ga.

Chua biét: Phan (mg qua man, bao gdm phan tmg phan v, phii mach, may day, ngua, phat
ban, hdng ban, hdng ban nhiém séc ¢6 dinh.

Di c6 bao cdo vé tridu chimg o gidc khi dung dextromethorphan, déc biét ¢ thanh thiéu nién
va nguoi tré tudi hodc nguoi co tién sit nghién thude hodic cac thube hudng thén.

Tac dune khéng mong muon cua guaifenesin

Thudng gip: Nén, budn ndn, kich img dudng tiéu hod.
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“\ S tha g roc bao cdo & nhitng bénh nhan lam dung ché phim c6 chira guaifenesin.
Y N O B z
EBac Mé tc dung khong mong mudn

Viee bdo cdo cac tac dung khong mong muén sau khi thude dige phé duyét la rat quan trong.
Diéu nay cho phép tiép tuc theo ddi dénh gié loi ich/rui ro cia thude. Cac chuyén gia cham
soc sirc khoe duge yéu ciu bo cdo bit ky tac dung khong mong muon nao 16i Trung tam DI
& ADR Quéc gia.

Website: http://canhgiacduoc.org.vn/

11. QUA LIEU VA CACH XU TRIi

Triéu chung

Qua lidu dextromethorphan: Bubdn ndn, ndn, nhip tim nhanh, tang huyét ap, bi tiéu, gian df"mg
tir, mo mat, r6i loan didu tiét mdt, d6 md héi, tho hut hoi, cac trigu ching tim than kinh
nhu chong mat, mét diéu hoa, 40 giac, rung giat nhan ciu, lo mo, 14 1an, hung hing, kich
dong, ting truwong luc co, hung cam, mat kha ning phdi hop van dong va cudi khic khich.
Nhing trudng hop qué lidu ning cé thé din dén co gidt, ting than nhiét, hon mé va tre ché hd
hép.

Qua4 liéu guaifenesin: Néu dung guaifenesin vi lidu cao hon licu diéu tri théng thudng c6 thé
gly budn ngti, budn non, nén.

Bénh nhan nén dugc theo doi va diéu tri tai bénh vién. Co thé dung benzodiazepin khi bi co
gidt. Co thé dimg than hoat khi khéng c6 chéng chi dinh, (5t nhat 1a trong vong 1 gior sau khi
uong. Khong nén ra da day néu c6 nguy co thiéu oxygen va ting nguy co co giat.

12. PAC TINH DUQC LUC HQC

Nhém dwoe ly: Thude phdi hop giam ho, long dom.

Ma ATC: ROSFBO02

o Dextromethorphan hydrobromide

Dextromethorphan hydrobromid 1a thuoc giam ho c6 tac dung lén trung tdm ho ¢ hanh ndo.
Dextromethorphan khéng c6 tac dung giam dau va noi chung rét it tac dung an than.

Hiéu luc cua dextromethorphan twong dwong voi hiéu luc cta codein trong diéu tri ho man
tinh. Dextromethorphan c6 tac dung gidm ho kich tng tuong tu codein va khong c6 tac dung
lam sach duong tho. O lidu diéu tri, dextromethorphan khong trc ché hoat déng cia dudng

mat.
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5 tac dung long dom do kich thich tang tiét dich & dudng ho hdp, lam tang thé
0 nhot cua dich tiét o khi quan va phé quan. Nho véy, thude 1am ting hiéu qua
phan4a ho va lam dé téng dom ra ngoai hon. Co ché nay khic véi co ché cua cac thudc
gﬁé}ng ho, guaifenesin khong 1am mét ho. Thude dugce chi dinh dé diéu tri triéu chimg ho co
dom quénh dic kho khac do cim lanh, viém nhe dudmg ho hép trén. Thudc thuong duge két
hgp véi cac thudc gidin phé quén, thubc chdng sung huyét miii, khang histamin hodc thudc
chéng ho opiat.

13. PAC TINH DUQC PONG HQC

e Dextromethorphan hydrobromide

- Hdp thu: Dextromethorphan dugc hap thu nhanh qua duong tiéu hoa. Thudc khéi phat tac
dung di¢u tri khoang 15 - 30 phut sau khi udng, kéo dai tac dung khoang 3 - 6 gio voi dang
vién nén.

- Phdn bé: Thube duge phan b rong trong co thé. Dextromethorphan va chét chuyén hoa
¢6 hoat tinh dextrorphan qua duoc hang rao mau - nao.

- Chuyén héa: Dextromethorphan bi chuyén héa lan dau qua gan nhanh va manh sau khi
ubng. O ngudi tinh nguyén khoe manh, con duong chuyén hoa chinh 1a O-demethyl hoa
nhdo CYP2D6, muc do hoat dong phu thude kiéu gen. Céc kiéu hinh khéc nhau véi qua
trinh oxy héa nmay din dén sy khéc nhau lén v& dugc dong hoc gilta cac ca thé.
Dextromethorphan khéng dugc chuyén hoa, cing véi 3 chét chuyén hoa morphinan
demethyl héa dextrorphan (con goi la 3-hydroxy-N-methylmorphinan), 3-
hydroxymorphinan va 3-methoxymorphinan dugc phdt hién la cac san phim lién hop trong
nude tiéu. Dextrorphan 1a chit chuyén héa chinh, con tac dung giam ho. O mot s6 ngudi,
qué trinh chuyén héa dién ra chdm hon va dextromethorphan dang khong dbi chiém ti 1¢
cao trong mau va nudc tidu.

- Thai trir: Dextromethorphan va chét chuyén héa dugc thai trir chu yéu qua nudc ticu. Nira
doi cua dextromethorphan 12 1,4 - 3,9 gid; dextrorphan 1a 3,4 - 5,6 gio. Nua doi cua
dextromethorphan & nhimg ngudi chuyén hoa kém kéo dai, khoang 45 gio.

e Guaifenesin

- Sau khi uéng, thudc hip thu tot tir duong tiéu hoa. Trong méu, 60% luong thudc bi thiy
phan trong vong 7 gio. Chét chuyén hoa khéng con hoat tinh dugc thai trr qua than. Sau
khi uéng 400 mg guaifenesin, khong phat hién théy thude & dang nguyén ven trong nudc
tiéu. Nura doi thai trir cia guaifenesin khoang 1 gio.

14. QUY CACH PONG GOI

Hop 20 éng 5 ml, mang PVC/ PE; Hop 20 éng 10 ml, mang PVC/ PE.

Hop 20 goi 5 ml, mang nhém phirc hop; Hop 20 g6i 10 ml, mang nhém phuc hop.
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A"/ ml, chai thuy tinh tron néu, nap nhua HDPE kém 01 coc chia liéu.
[ kﬁ\o Hoppl,0,60 m, chai thug tinh tron nau, nép nhya HDPE kém 01 cée chia licu.
EN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC

sang.

Han diing: 24 thang ké tr ngdy san xuét; 30 ngay sau khi ma nip lo.

Tiéu chudn chat lwong: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Tén co s6 san xudt: CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Pia chi: Duong N1-Khu cong nghiép Yén My 11, Thi tran Yén My, Huyén Yén My, Tinh
Hung Yén, Viét Nam.

6/6



