HUGNG DAN SU DUNG THUOC

@ HDPHARMA

TERPIN-CODEIN HD

Tén thuéc: TERPIN -~ CODEIN HD
Dé xa tam tay tré em - Boc ky hudng dén stk dung trude khi ding.

Thanh phén hoat chat: Mbi vién nang mém chia:

Codein phosphat (Dwéi dang Codein phosphat hemihydrat) ... 10mg

Terpin hydrat........ 100 mg

Thanh phén té dwge: DAu dau nanh, Dau co, Sap ong tréng, Lecithin, Gelatin, Glycerin, Nipagin, Nipasol,
Dung dich Sorbitol 70%, Ethyl Vanilin, Mau Brilliant Blue HT, Titan dioxyd vira dG 1 vién

Dang bao ché: Vién nang mém, hinh oval, mau xanh, bén trong chiva dich thubc mau tréng.

Chi dinh:

Terpin— Codein HD dwoc chidinh cho bénh nhantrén 12 tudi dé didu tri triéu ching ho khan hodc kich &eng.
Cach diing, liéu ding:

Liéu ding:

- Ngeoi 16n va tré em iy 12 tudi trér 16n: Udng mditan 1 - 2 vién, ngay 3~ 4 1an.

~Tréem tor 12 - 18 tudi: D& didu trj riéu chirng ho, Terpin — Codein HD khéng duwgc khuyén cdo ding cho tré
em co suy giam chirc ndng hé hap.

- Tré e dudi 12 tudi: Chéng chi dinh Terpin - Codein HD @ didu trj tridu chirng ho.

Cachdang: .

Thubc dung dudng ubng.

Chéng chidinh:

- MAn cam véi bt et thanh phan ndo cla thude.

-Tré em dwdi 12 tudi dé didu tri ho do ¢6 nguy co cao xay ra cac phan (ng ¢6 hai nghiém trong va de doa
finh mang.

- Phy ni mang thai va phu nik cho con b,

- Nhitng bénh nh&n mang gen chuyén hoa thube gua CYP2D6 siéu nhanh.

~Tré em duwoi 18 tdi viva thire hién cat amidan valhodc thi thudt nao V.A.

-Suy hd hép cép.

- Nguy co ligt rudt; treéng bung, bénh fa chay cap nhw viém dai trang loét hodc viém dai tréng do khang
sinh.

- Cac bénh kémtheo tEng ap e néi so hodic chén thirong so ndo (Vi ngén can chén doan dwa vao dap tng
déng tdr).

- Bénh nhan hon mé.

- Chéng chi dinh cho moi ltva tudi khi da biét ngudi bénh thudcfoai chuyén héa cuc nhanh codein.

- Suy gan.

- Khéng diing cho iré em c6 van d& vé thd, bao gdm cac bénh vé than kinh c, cac bénh vé tim hodic ho hap
nang, nhidm khuin hé hap, da chan thuong hodc phau thudt rong.

Canh béao va than trong khi ding thube:

-Chuyén héa qua CYP2D6:

Codein dwoe chuyén héa thank morphin (chat chuyén héa o6 hoat tinh) qua enzym gan CYP2D6 tai gan.
‘Néu thidu hut mot phan hodic toan bo enzym nay, b&nh nhan s& khéng dat duoc hidu qué didu tri phi hop.
U6 tinh c6 dén 7% dan sb da tring c6 thé tidu hut enzym nay. Tuy nhién, néu bénh nhan mang gen
chuyén héa, chuyén hda manh hodc siéu nhanh, & tang nguy co x&y ra cac phan (rng ¢ hai do ngd ddc
opioid ngay ca & liéu k& don thudng ding. Nhirng bénh nhan nay ¢6 kha nang chuyén hoa codein thanh
morphin nhanh hon, dén dén ndng dé morphin trong huyét thanh cao hon so véi du kién. Gac triéu chirng
thudng gip clia ngd doc opioid bao gbm réi loan v thive, budn ngt, thd ndng, co ddng ttr, bubn ndn, non,
t40 bon va chan an. Trong cac trudng hop nghiém trong, co thé xuét hién cac triéu chirng cla suy gidm
tuAn hoan va ho hap, o6 thé de doa tinh mang va réat hiém khi gay tlr veng.

-Bénh nhan suy gidm chivc ndng ho hép:

Codein khéng dwgc khuyén céo st dung & nhirng fré em coé suy gidm chire néng ho hap, bao gbm réi loan
than kinh oo, bénh Iy nang v& tim hodc ho hap, nhidm triing dwéng hd haptrén va phdi, da chén thuong hay
vira trdi qua phdu thuat Ien. Cac yéu t6 nay o6 thé 1am trdm trong hon céc triéu chirng clia ngé dée
morphin.

- C4c ché pham chiva codein dung chiva ho phai diing véi liéu nhd nhat va ngén nhét & gidm thidu nhon
thubc va nghién thude. Phai giam lidu voi ngudi co nguy co xau nhu qua it tudi hodc qua gia hode dang
diing céc thude te ché than kinh trung wong khac.

-Thén trong diing codein cho nguwdi bi hen hosc khi phé thiing vi codein ¢6 thé thiic g4y suy hé hép do ting
quénh cac chéattiét & phé quan va lam mét phan xa ho.

- Codein phai diing than trong & ngwdi suy nhwgc hodc & ngudi mai md 1dng nguc hodic md bung vi mét
phan xa ho ¢6 thé din dén & dom sau mod.




S(r dung thube cho phu niv ¢6 thai va cho con b;

Khéng dung cho phu nie co thai.

Terpin - Codein HD khong duoc khuyén cao diing cho phy niv dang cho con bul.

& fidu didu tr thong thudng, Codein va chat chuyén hoa co hoat tinh c6 thé co mét trong stra me & lidu rét
thép va dudng nhu khdng gay anh hwdng bat i dén tré b me. Tuy nhign, néu bénh nhan 1a ngwdi mang
gen chuyén hoa thube gua CYP2D6 siéu nhanh, morphin (chét chuy&n hoa cé hoat tinh clia codein) o6 thé
o trong stva me véi ndng 46 cao hon va trong nhivng trdng hop rat hidém gdp, co thé dan dén cac tridu
chirng ngd doc opioid & tré so sinh, c6 thé gay tr vong.

Anh hwérng cia thubde 18n kha ning 13 xe, van hanh may moe:

Phai canh bao cho nguwdi ding codein khi phailai xe va van hanh may méc.

Twong tac thube, twong ky chathubde:

450"
- Codein thueng lam tang tac dung clia cac thude chi van thubce phién khac, thube mé, thudc an than, va
thude ngd, thude chéng trdm cam ba vong, thude trc ché monoamin oxidase, rrou, va cac thude e ché
than kinh khéc.

Tac dung khéng mong mudn:

Thuong gap, ADR > 1/100:

-Than kinh: Dau dau, chong mat, khat va co cam giac khacla.

- Tiéu hda: Budn nén, nén, téo bén.

-Tiétnidu: Bidai, dai it

- Tim mach: Mach nhanh, mach cham, hdi hop, yéu mét, ha huyéi ap thé dimg.

ftgap, 1/1000 <ADR < 1/100:

-Phan &ng di rng: Ngtra, may day.

- Than kinh: Suy hé hap, an diu, sang khoal, bdn chén,

-Tiéu hoa: Dau da day, co that bng mét.

Hiém gap, ADR < 1/1000:

- Dj ng: Phén (ng phan vé.

- Than kinh: Ao gidc, mét phwong hwéng, réi loan thi gide, co giat.

- Tim mach: Suy tudn hoan.

Loaikhéac:

-Dé mét, toat md héi, métmoi.

Quié lidu va cach xtr tri:

Qué liéu:

- Triéu chivng: Suy hd héap (giam nhip thé, ho hdp Cheyne — Stockes, xanh tim). Lo mo dén dén trang théi
g d&n hoac hon mé, mém co, da lanh va dm, ddi khi mach cham va ha huyét 4p. Trong céc trudng hop
nang: Ngirng the, truy mach, nglrng tim va o thé il vong.

Xeptri:

Phai hdi phuc hé hap baing cach cung cap duéng khi va hd hap hé tro c6 kidm soat. Chidinh Naloxon ngay
bang dwéng tiém finh mach trong trurrng hop ndng.

Béac tinh dwoe e hoe:

Nhém dugre iy Thude tac dung trén duwdng ho hap.

*Codein phosphat:

MaATC: RO5DAO4.

Co ché tac dung: Codein va mudi clia nod b tae dung gidm ho do téc dung truc tidp 1én trung tam gy ho &
hanh ndo; codein lam kho dich tiét dwéng hd hap va 1am tang 46 quénh cla dich tiét phé quan. Codein
khong dd higu lpe dé& am gidm ho ndng. Codein 14 thudc gidm ho trong truvéng hop ho khan lam mat ngd.
*Terpin hydrat:

Hoat hoa dich nhdy phé quan lam long dom, gitp 16ng mao bidu md phé quan hoat déng dé dang dé tbng
démrangoai.

Béc tinh dwoc dong hoe:

Hap thu: Codein va mudi clia né duwgc hép thu t6t qua dueng tieu héa. Sau khi ubng, ndng d6 dinh Codein
phosphat trong mau dat dwocsau 1gio.

Chuyédn héa: Codein bi chuyén hoa & gan b&i khir methyl (tai vi trf O- va N- methyl trong phan tir) tao thanh
morphin, norcodein va nhieng chét chuyén héa khac nhw normorphin va hydrocodon. Sy chuyén héa
thanh morphin gién tiép chiu tac dung clia Cytochrom P, isoenzym CYP2D6 va téc dung nay rdt khac
nhau do anh hwéng cla cu tric gen.

Théi trir: Codein va sén pham chuyén hoa ciia né duge thal trir chil yéu qua than va vao nuwdc tidu dudi
dang lién hop v&i acid glucuronic. Niva dovi thai trir [ 3 — 4 gitr sau khi ubng. Codein qua dwoc nhau thai va
phanbd vao siva me.

Quy cach déng goi:

Hop 3 vi, hop 5 Vi, hop 10 vix 10 vien, kém hwéng dan st dung.

Didu kién bao quéan, han diing, tiéu chudn chitlveng cha thube:

-Bidu kién béo quan: D& noi khé rao, nhidt d dwéi 30°C, tranh anh sang fruc tiép.

- Han ding: 36 thang ké tr ngay san xuét.

- Tiéu chuén chét luong: TCCS.
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