BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw do — Hanh phiic

GIAY XAC NHAN
NOI DUNG THONG TIN THUOC

Tén Co quan xé4c nhén: Cuc Quan ly Dwgc - B Y té

Xac nhén ndi dung thong tin thubc:

STT Tén thude S6 giay ding ky lvu hanh

1 Bé ho Mekophar VD-25879-16

Pon dé nghi s6: 175/PBCL
Tén co s& dé nghi xac nhan: Cong ty co phan héa - dugc pham Mekophar
Pia chi: 297/5 Ly Thuong Kiét, P.15, Q.11, TP. HCM
Hinh thirc thong tin thudc: Tai liéu thong tin thudc
S6 gidy x4c nhan: 0401/2018/XNTT/QLD
Ha Néi, ngay 04 thang F-ndm 2015

KT. CUC TRUONG
PHO CUC TRUON

H T reN

“Nguyén Tit Dat

04 -7- 2018




MAU QUANG CAO

Tai liéu théng tin thude dung cho cdn bé

.
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CONG THUC: Dextromethorphan hydrobromide 5mg; Chlorphenirami leate 1mg; Guaifenesin 50mg; T4 dudc vira di 1 g6i. CHE BINH: Giam cic trigu chirng ho do cam lanh, cim, ho g, 58, kich thich nhe & ph& quan va hong hay hit phai cht kich thich. CACH DUNG:
Thudc ding cho tré em. Ligu @& nghj: mai ngay uéng 4 fan, mdi [in ung: Tré tir 4 - dudi 6 tudi: 1 g6, Tré tir 6 - 12 tubl: 2 gol. Tré trén 12 tudi; 4 gdi. CHONG CHI BINH: Min cdm vdi mdt trong céc thanh phin cla thuc. Bénh nhén da hay dang ding céc thudc (fc ch&
monoaminoxydase (IMAQ) trong vong 2 tulin trudc d6. Ngudl bénh dang con hen cip. Ngudi bénh cb tridu chimg phi dal tuyén tién liét, glaucom géc hep, bl ti€u tién, hep mdn vi. Phy ni¥ dang cho con b, Tré em dudi 4 tusl. THAN TRONG: Do tic dung khing muscarimin,
¢3n thdn trong khi diing cho ngudt bl phl dal tuy&n tign liét, tic dudng niku, tic mdn vi ta trang, va Iam tr3m trong thém & ngul b&nh nhude cd. Téc dung an thin ala chiorpheniramine ting In khi uBing rdu va khi diing d8ng thal vél céc thubc an thin khéc. C6 nguy cd
bi€n chifng dudng hd hip, suy gidm hé h3p va ngiing thd & ngudi bi bénh phéi tic nghén hay & tré em nhé. Phai than trong khi sif dung cho ngudl cé bénh phdi man tinh, thd ngan hodc khé thd, hen phé quan, ho cé qua nhigu ddm, ho man tinh & ngudl hit thudc. Co nguy
cd bj s3u rang & nhifng ngudi bénh digu trj théfi gian dai, do tic dung khang muscarin gy khd miéng. Trénh diing cho ngui bénh b ting nhdn 4p nhu bj glaucom. Than trong khi sif dung thusc cho tré cd tign sif dng kinh. Diing dextromethorphan cé lién quan dén giai
phong histamin va nén than trong vdi tré em bj dj img. Lam dung vé phu thudc dextromethorphan, 6 thé xdy ra (tuy higm), déc biét do ding Iiéu cao kéo dal. Bénh nhin cin dugc bl nudc day di trong khi sir dyng thudc, Khdng ty ¥ sir dyng thudc qué 7 ngly ma khong
tham khio § ki€n béc sf. Guaifenesin dudc col A khdng an toan khi sif dung cho bénh nhan bj réi loan chuyén héa porphyrin do thusc gy rsi loan chuy&n héa porphyrin trén ddng vat thi nghiém. Ch& phém cd chira lactose, duting tréing. Thén trong khi diing cho ngudi bénh
mac céc rél loan di truyBn hi&m g3p VB dung nap galactose, ching thi&u hut Lapp lactase, r8i loan hip thu glucose — galactose, thiéu hut men sucrase — Isomaltase. ChE phSm chifa sunset yellow I3 chét tao mau c6 th€ gy ra phan (g dI (g & mbt s& binh nhin c6 cd dia
nhay cim nhf 88 bifng, may day, khd thd, ué o3l holc glam huyét &p. San phdm cd chira aspartam. B&nh nhan bj phenylketon niéu va bénh nhan c3n kiém soat lidng phenylalanin cin thén trong khi ding thudc do aspartam chuy&n héa trong duding tiéu hda thinh phenylalanin.
TAC DUNG KHONG MONG MUBN: Thuding gip (ADR > 1/100): Than kinh: ffc ché hé thn kinh trung wdng: ngil nhe d&n ngi siu, mét mél, chéng mét, m&t phai hdp ddng tic (d81 khi kich thich nghich I, d3c biét & tré nho, diing u cao & nguii cao tufi hay 4 tré em).
Nhifc dau, réi loan tam than van déng. Téc dyng khing muscarine: khd miéng, ddm dic, nhin mé, bi tigu tién, téo bon, ting trdo ngude da day. Tuin hoan: nhip tim nhanh. Todn than: mét méi, chéng mét. Tiéu héa: budn nén. Da: 46 bifng. it g3p (1/1000 < ADR < 1/100):
Tiéy héa: budn ndn, ndn, tiu chiy, dau viing thugng vi. Tim: dénh tréng ngyt, loan nhip tim. Da: phit ban, phan img mn cim (co thit ph& quén, phil mach, phin vé), néi my day. Hiém gép (ADR < 1/1000): Huy&t hoc: mé&t bach cdu hat, gidm bach cau, thiéu méu huyét
t4n, gidm ti€u cu. ADR khéc: co giat, vi md hdl, dau cd, d| cAm, tic dung ngoal thép, réi loan gisc ngd, trim cm, It In, U tal, ha huy&t &p, rung tée. Cc khuyEn cdo diing thusc cho phu nif ¢6 thal va cho con bl:Thal ky mang thal: chira ¢6 nghién cltu o6 kiém sodt dd
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khéng diing thubc, tiry thudc mifc 48 can thit cia thusc d&i vdi nguisi me. Anh huding ciia thudc d8i vi cong viéc: Thudc cb the gay ng ga, chéng mit, hoa mit, nhin md, suy gidm tam thin vin dgng & mét s6 ngudi bénh va cé thé dnh hudng nghiém trong één khd ning
181 xe holc van hanh méy. Can thin trong khi sif dung thudc cho ngudi 141 thu xe, van hinh méy méc, ngudi lam viée trén cao va céc truding hdp khic. TUONG TAC THUGC: Ethanol hodic céc thusc an thin gdy ngd c6 thé ting tic dung (ic ché hé thin kinh trung wong cla
chlorpheriramine. Chlorpheniramine (fc ch& chuy&n hda phenytoin va cé thé din dén ngb déc phenytoin. Céc thubc (fc ch& CYP3A4 nhu dasatinib, pramlintide 13m ting ndng db holic téc dung cla chlorpheniramine. Dextromethorphan dugc chuy&n héa chinh nhd cytochrome
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rphan. Diing ddng thdl véi cic thudc Gt chE thin kinh trung Wdng od thé ting cuding tic dyng iic hé thin kinh trung wdng clia nhiing thudc ndy hoic cla dextromethorphan. Valdecoxib 13m ting ndng df cia dextromethorphan trong huyét thanh khi ding cing nhau. Dextro-
methorphan diing cling linezolid gdy héi chimg gidng hél chimg serotonin. Memantine cé th€ 1am ting ca tin sudit va tic dung khéng mong mudn clia memantine va dextromethorphan, bdi vy trénh diing ket hgp. Khéng ding két hdp vdi moclobemide. Khéng sif dung ché
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