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T& hudng dan st dung thudc

Rx Thude ban theo don DEGEVIC
Thanh phin

Paracetamol 325mg

Tramadol.HCI 37.5mg

Ta duoc v.d 1 vién nang cimg

(Polyvinyl pyrrolidon K30, Magnesi stearat, Microcrystallin cellulose 101)

' Quy cich déng goi: kém theo to hudng dan su dung thude.

STT | M ti tom tit quy cich dong géi | | STT | M t tom tiit quy cich dong goi
1 | Epvi, vi 10 vién, hop 3 vi 4 | Epvi, vi4 vién, hop 25 vi
2 Ep vi, vi 10 vién, hop S vi 5 | Béng chai 100 vién
3 Ep vi, vi 10 vién, hp 10 vi

Duoe lwe hoe
* Lién quan dén Paracetamol

Paracetamol (acetaminophen hay N-acetyl-p- ammoPhenol) la chét chuyén hoa c6 hoat tinh cia
phenacetin, la thudc giam dau - ha sét hiru hiéu c6 thé thay thé aspirin; tuy vay, khéac véi aspirin,
Paracetamol khong ¢6 hi¢u qua diéu tri viém. Vi lidu ngang nhau tinh theo gam, Paracetamol ¢6 tac
dung giam dau va ha sdt tuong tu nhu aSplrlH

Paracetamol lam giam than nhiét & nguoi bénh sot, nhung hiém khi 1am giam than nhiét & nguoi
binh thuong. Thude tac dong 1én ving dudi ddi gay ha nhiét, toa nhiét ting do gidn mach va tang luu
lugng mau ngoai bién.

Paracetamol vai lidu diéu tri it tac dong dén hé tim mach va ho hép, khong lam thay doi can
bang acid — base, khong gay kich mg, xudc hodc chay mau da day, vi Paracetamol khong tac dong
trén cyclooxygenase toan than, chi tic dong dén _cyclooxygenase/ prostaglandin cua hé than kinh
trung wong. Paracetamol khong ¢6 tac dung trén tiéu cau hodc thoi gian chay méu.

Khi ding qué liéu Paracetamol mot chét chuyén héa 1a N - acetyl - benzoquinoneimin gdy ddc
nang cho gan.

* Lién quan dén Tramadol

Tramadol la thudc giam dau tong hop loai opioid co tac dung giam dau theo co ché trung uong
va ¢o thé ;:av nghién nhu morphin. Thubc va chat chuyén héa O-desmethyltramadol (M1) cua
lrdnmdol gan vao thu thé pt ctia noron than kinh va lam giam sy tai nhap norepmephrm va serotonin
vio té bao nén cb tac dung giam dau. Chét chuyén héa M1 ¢6 i luc véi thu thé p cao gip 200 lan va
tac dung giam dau cao gép 6 lan tramadol.

Tac dung giam dau xudt hién sau khi ding thudc 1 gio va dat tac dung toi da sau 2-3 gio. Khac
voi morphin, tramadol khong gdy giai phong histamin, khong anh huong dén tan sd tim va chire
ning thét trai va & liéu diéu tri tramadol it trc ché hé hap hon morphin.

\
I'}m_rc dong hoc }JL /

* Lién quan dén Paracetamol
Paracetamol héap thu nhanh va gan nhu hoan toan qua duong tiéu héa. Thirc n giau carbon hydrat
lam giam ty 1¢ hap thu cua Paracetamol. Nong do tdi da trong huyét tuong dat dugc trong vong 30
dén 60 phit sau khi udng.
Phéan bé: Paracetamol phan b6 nhanh va dong, déu trong phan lén céc mo trong co thé. Khoang
25% Paracetamol trong mau két hop véi protein huyét tuong.
Thai trir: Nira doi huyét tuong cua Paracetamol la 1,25 -3 gid, co thé kéo dai voi liéu gay doc
“hodc 0 nguoi bénh co thuong ton gan.

Sau lidu diéu tri ¢6 thé tim thdy 90 dén 100% thudc trong nude tiéu trong ngay thir nhat, chi
yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hodc
cystein (khoang 3%); ciing phét hién thdy mot luong nho nhirng chét chuyén hoa dang hydroxyl-hod

va khu acetyl. Tré nho it kha nang glucuro lién hgp voi thude hon so voi ngudi lon.

Paracetamol bi N-hydroxyl hod boi Cytochlom Puso dé tao nén N-acetyl-benzoquinoneimin,
mot chét trung gian ¢6 tinh phan tng cao. Chat chuyén hoa nay binh thuong phan mg véi cac nhom
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sulfhydryl trong glutathion va nhu vy bi khur hoat tinh. Tuy nhién néu udng liéu cao Paracetamol,
chat chuyén hoa nay dugc tao thanh véi lugng du dé 1am can kiét g glutathion ctia gan, trong tinh trang
dn phan mg cua né véi nhém sulfhydryl cua protein ting 1én, ¢é thé dan dén hoai tir gan.
* Lien quan dén Tramadol
Tramadol hap thu tét qua dudng tiéu héa nhung c¢6 su chuyén hoa lan dau qua gan manh nén
sinh kha dung tuyét doi cta thube chi dat 75%. Thoi gian dat nong do tdi da trong mau khac nhau
gitta tramadol va chét chuyén hoa. Tramadol ¢6 ndng do t6i da trong mau sau khi dung 2 gid, con san
pham chuyén héa M1 1a 3 gio. Thirc an it anh huong dé su hép thu thude. Trong mau thude gin vao
protein khoang 20% va dugc phan bd trong tit ca céc co quan véi thé tich phan bd khoang 2,7 lit/kg.
Trong co thé. tramadol bi chuyén héa thong qua phan @mg N va O khir methyl dudi sy xtc tac
cua 2 isoenzym CYP3A4 va CYP2D6. Dudi sy xuc tac cua CYP2D6, tramadol chuyén hoa thanh M1
~con tac dung giam dau, do vay khi dung kém véi mot s6 chét ¢6 kha nang gay cam ung isoenzym nay
s& lam thay doi tac dung cua tramadol. Hoat tinh cua isoenzym CYP2D6 ¢ tinh di truyén. Ti 1¢ c6
hoat tinh enzym yéu chiém khoang 7%. Ngoai sur chuyén héa qua pha I, tramadol va chét chuyén hoa
con bi chuyen hoa qua pha II thong qua phan tng lién hop véi acid glucuronic hodc acid sulfuric.
Thude dugce thai trix chu yeu qua thén (90%) va 10% qua phén, dudi dang chua chuyén hoa
chiém ti 1 30% va da chuyén hoa 12 60%. Thudc di qua nhau thai va stra me. Nua doi thai trir cta
tramadol la 6.3 gitr con cua M1 la 7.4 gio.
Duge dong hoc cta tramadol thay déi it theo tudi. O nguoi trén 75 tudi, nira doi tang nhe. O nguoi
suy than, do thanh thai cua tramadol giam song song v&i d§ thanh thai creatinin: nira doi khoang 12
gio. O ngudi suy gan, do thanh thai tramadol giam tiy theo mirc do niing cua suy gan.

Chi dinh
~ Giam dau trong nhimg truong hop dau nang hodc trung binh. Nhimg truong hop dau khi co
chong chi dinh hoac dung cac thude giam dau khac khong hiéu qua

Li¢u dung va cich ding _
Lieu lugng va so lan dung phu thudc vao dap rng cua ting nguodi bénh va tinh trang dau cap
tinh hay dau man tinh. Thitc dn khéng anh hudng dén sy hip thu cta thude.
Ngudi 16n va tré em trén 15 tudi: udng 1-2 vién, cach 4-6 gio ding mot lan, tong liéu mot ngay
khong vuot qua 8 vién.

)
Chéng chi dinh }/L /

Man cam véi thude hodc véi opioid.

Ngo doc cip hodc ding qua liéu cac thude tre ché than kinh trung wong nhu: ruou, thude ngu.
thude giam dau trung wong, céc opioid hodc céc thude diéu tri tim than.

Ngudi dang dung IMAO hodc méi dung (ngimg thude chua dén 15 ngay)

Suy ho hflp nang. suy gan nang.

Ire em dudi 15 tudi. Phy nir dang cho con bu.

Pong kinh chua kiém soat duoc bang diéu tri.

Nghién opioid. ;

Nguoi lai xe, van hanh may moc va lam viée trén cao.

_Thin trong va cinh bio dic biét khi si dung thude

Trong diéu tri lau dai néu ngimg thudc dot ngdt co thé gay nén hoi ching cai thude: hot hoang,
ra nhiéu mo hoi, mét ngl, budn ndn, run, tiéu chay, dung 16ng. Trong mét s6 truong hop co thé xay
ra 4o giac. Do vdy, dung tramadol lidu thip nhét c6 tac dung, khong nén dung thudc thuong xuyén,
dai ngay va khong nén ngimg dt ngdt ma phai giam dan lidu.

O liéu d1eu tri, thude c6 thé gdy con co gidt, nén than trong ¢ nguoi co tién sir dong kinh hodc
ngudi bi mot sd bénh ¢é nhiéu nguy co gy co giat hoac khi phm hop véi IMAO, thude chdng tram
cam loai 3 vong, thube an than kinh. Truong hop can thiét phai phdi hop thi phai giam liéu tramadol.

Khi dang thude ldn dau tién co thé g gdy nén sdc phan vé nang, tuy nhién it gap tir vong.

Khi dung tramadol liéu cao hodc két hop véi cac thude gy mé, rugu s& lam ting nguy co tic ché
hé hap.

Nguoi ¢6 chirc ning gan, than giam can phai giam liéu tramadol.

Tramadol ¢6 tiém nang gdy nghién kiéu morphin. Ngudi bénh thém thude, tim kiém thude va
tang licu do nhom thude. Tranh ding thude kéo dai va dic biét cho ngudi co tién s nghién opioid.
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Trénh hodc han ché uéng rugu khi dang thude. Phu nir ¢é thai.

Bac si cAn canh béo bénh nhan vé cac du hiéu cua phan dng trén da nghiém trong nhu hdi
chimg Stevens-Johnson (SJS), hdi chimg hoai tir da nhiém ddoc (TEN) hay hoi ching Lyell, hoi
chung ngoai ban mun mu toan than cép tinh (AGEP).

Phu nir ¢6 thai va cho con bui: phai hét sirc than trong, tinh toan k¥ gifta hiéu qua va nguy co gay
doc vai thai nhi. Khong dung trong thoi ky cho con bu.

Nguoi ldi xe, vin hanh may mdéc va lam viée trén cao: khong dugc dung vi thude 1am giam su
tinh téao.

Tuuno tac thube
Carbamazepin: lam tang chuyén hoa tramadol, néu phdi hop 2 thudc thi phai ting liéu
tramadol 1én gép 2 lan.
Quinidin: (rc ché CYP2D6 lam giam chuyén héa va ting tdc dung cua tramadol.
Fluoxetin, paroxetin, aminotriptylin trc ché su tai nhip noradrenalin va serotonin. Do vdy.
khong duoc phdi hop trong diéu tri.
Warfarin: tramadol lam kéo dai thoi gian prothrombin, khi ding phéi hop véi warfarin cén
phai kiém tra thoi gian prothrombin thuong xuyén. !
Tang dc tinh gan khi dung thudc ma udng rugu.
Ubng dai ngay vai liéu cao, Paracetamol lam ting nhe tac dung chdng dong ctia coumarin va
dan chit indandion.
Cén phai chiu y dén kha nang giy ha s6t nghiém trong & ngudi bénh dung dong thoi
phenothiazin va liéu phép ha nhiét.
Céc thudc ding dong thoi véi Paracetamol s& ting nguy co giy doc tinh cho gan: phenytoin,
barbiturat, carbamazepin, isoniazid.
Probenecid ¢ thé lam giam dao thai paracetamol va lam ting thdi gian nira doi trong huyét
twong cua paracetamol. )
Isoniazid va cac thude chdng lao lam ting doc tinh ctia paracetamol doi voi gan. )}(L **/

Tic dung khong mong mudn

Ban da va nhumg phan tng di tng khac thinh thoang xay ra. Thuong la ban do hodc may day,
nhung do6i khi ngng hon va ¢6 thé kém theo s6t do thude va thuong tén niém mac. Ngudi bénh man
cam vai salicylat hiém mén cam voi Paracetamol va nhiing thude ¢6 lién quan. Trong mot s it
truong hop riéng le, Paracetamol da giy giam bach cdu trung tinth, giam tiéu cdu va giam toan thé
huyét cau.

Téc dung khong mong mudn cua Tramadol phu thude rd rét vao thoi gian dung thude va liéu
luong. Thube dung dai ngay thi ti 18 cac tac _dung khong muén cang tang cao. Cdc tri¢u chimg
thuong gap: khé chiu, ha huyet ap, lo lang, bon chdn, 1 13n, r01 loan phdi hop, sang khodi, cing
thiang than kinh, rdi loan gidc ngt. Trén hé tiéu hoéa: non, buon non, dau bung, chan an, truéng
bung, tdo bon. O h¢ co xuong: ting truong luc. Phat ban da, rdi loan su nhin, triéu ching tién man
kinh. tiéu dat. bi tiéu.

Théng béo cho Bac st nhitng tdc dung khéng mong muén gdp phdi khi sir dung thuéc.

Qua liéu va xir tri
Lién quan dén Paracetamol
* Bicu hién

Iloa]i tir gan phu thudc vao lidu la tac dung doc cap tinh nghiém trong nhét do qua liéu va co thé

y tur vong.

Buon non, non va dau bung thudng xay ra trong vong 2-3 gi¢r sau khi udng liéu doc cta thude
(7.5-10g mdi ngay, trong 1-2 ngay). Methemoglobm méu, dan dén ching xanh tim da, niém mac va
moéng tay la mot d4u hidu dic trung nhiém doc cap tinh din chit p-aminophenol.

Khi ngd doc ning: kich thich h¢ than kinh trung wong, kich dong, mé sang. Tiép theo la e ché
h¢ than kinh trung wong, stmg so, ha than nhiét, mét 14, thd nhanh, néng, mach nhanh, yéu, khong
déu, huyc.t ap thap, suy tuan hoan.

Déiu hi¢u 1am sang ton thuong gan tro nén rd rét trong vong 2 dén 4 ngay sau khi udng liéu doc.
Suy than cdp ciing xay ra & mot so ngudi bénh.
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* Diéu tri

Chan doan sém rat quan trong trong diéu tri qua lidu Paracetamol. Khi nhiém doc néng, diéu
quan trong la phai dleu tri hd tro tich cuc. Can rira da day trong moi trudong hop, t6t nht trong
vong 4 gid sau khi udng.

Liéu phap giai doc chinh 1a dung nhimmg hop chét sulfhydryl, c6 1& tic dong mét phin do bé
sung dy trir glutathion & gan. N-acetylcystein ¢6 tac dung khi udng hodc tiém tinh mach. Néu
khong c6 N-acetyleystein, c6 thé ding methionin. Néu da dung than hoat truéce khi ding methionin
thi phai hut than hoat ra khoi da day trudc. Ngoai ra, c6 thé dung than hoat hoic thude tdy mudi,
ching c6 kha nang lam giam hép thu paracetamol.
Lién quan dén Tramadol
* Biéu hién

Phu thude vao liéu dung, thudong co biéu hién: nén, co gidt, bdi rdi, lo au, nhip nhanh, ting
huyét ap, hon mé, suy hd hép.

* X tri

Duy tri tinh trang thong khi tot hé trg tich cuye, chon;, co giat bi’mg thuoc ngu nhém barbiturat
hodc dan xuit benzodiazepin. Néu ngd doc theo dudng udng c6 thé cho udng than hoat dé ting hip
phu, giam hap thu tramadol. Chwa cé thudc dbi khang dic hiéu.

Han dung, bio quan, tiéu chufin ap dung
Han ding: 36 thang ké tir ngay san xuat. i"”
Bao quan: noi kho rdo, thoang mét, tranh anh sang, nhiét do dudi 30°C. L
Tiéu chuan ap dung: TCCS. )L

Pé xa tam tay tré em. 7N\
Poc ky hwong din sir dung truée khi ding. X4
Néu cin thém théng tin xin héi y kién Bic si. 11
Thube nay chi ding theo don cua Bic si. v ..-'g"
/<%

Céng ty ¢d phan Dugc VACOPHARM.
59 Nguyén Hu¢, Phuong 1, Thanh phé Tan An, Tinh Long An.
Dién thoai: (072) 3826111-3829311
Dia chi nha mdy: km 1954, Qudc 1§ 1A,
Phuong Tan Khinh, Thanh phé Tin An, Tinh Long An.
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