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Chagque comprimé effervescent contient 37,5 mg de chlorhydrate de tromadol et 325 mg de paracétamol.
Elke bruistablet bevat 37,5 mg tramadol hydrachloride en 325 mg paracetamol.
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A conserver dans I'emballage extérieur d'origine a I'abri de la lumiére et de I'humidite |
Bewaren in de oorspronkelijke verpakking ter bescherming tegen licht en vocht
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chi dinh, cach ding va cdc thing iin khic

Paracetamol 325 myg
dé nghf xem trong 1 hiemg din sie dung thuce kém theo”

Nha SX hin thanh phim Paracetamol-Povidone: Mallinckrodt Inc.

Dia chi: Rue du Parc Industriel 39, 6900 Marche-en-Famenne, Bi
Diachi: Greenville Plant, Covidien, 100 Louis Latzer Drive,

Hoat chit, him legng: Tramadol hydroclorid 37,5 mg
Rio quan @ nhigt dd dwdi 30°C, tranh anh sing va trinh am.
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Thudc bdn theo don!
Doc k hudng din sic dung triwde khi dimg
Néu cdn thém théng tin xin hoéi ¥ kién bdc 57

ALGOTRA 37,5 mg/325 mg

Tramadol hydroclorid 37,5 myg va Paracetamol 325 mg - Vién nén sui

THANH PHAN:

MBi vién nén sui gdbm:

Hoat chat: 37,5 mg tramadol hydroclorid va 325 mg paracetamol.

Ta duoe: Povidon K29/32; Natri hydrocarbonat; Acid citric khan; Manitol; Lactose monohydrat,
Sucralose; | lwong vi tdo; Leucin; Magnesi stearat.

DUQC LUC HQC

Nhom dugc ly diéu tri: Giam dau; Opioid khac.

M ATC: NO2AXS52

Giam daun

Tramadol 14 thude gidm dau opioid tdc dyng trén hé than kinh trung vong. Tramadol la chét chu
«an khéng chon loe ¢4 ai luc trén thu thé u cao hon so véi thy thé ¢ va K. Co ché giam dau khéc 1a

uc ché t4i hdp thu noradrenalin va tang bai tiét serotonin & noron than kinh. Tramadol ¢6 tac dung,

giam ho. Khae voi morphin, mire lidu giam dau ca tramadol khong gay e ché hd hip. Tuong tu,

tramadol ciing khong lam thay déi nhu ddng rudt. Tac dung teén tim mach cia tramadol la et it.

Hidu luc cta tramadol bing 1/10 dén 1/6 morphin.

Co ché giam dau chinh x4c clia paracetamol chua duge biét 16 va ¢6 thé lién quan 16 tac dung 1én

than kinh trung uong va ngoai bién.

ALGOTRA 37,5 mg/325 myg la thudc giam dau bac (1 theo thang cia WHO va duge chi dinh boi

béc s¥.

DUQC DONG HQC

Tramadol hydroclond duge st dung dudi ddn;: hon hop racemic va dang don;D phan | +]. |-| va chat
Lhuycn hoa M1 cua tramadol duoe tim thiy trong mau. Mic du tramadol duoc hip thu nhanh sau
khi udng, toc do hap thu chim hon va thoi gian ban thai dai hon hon so véi paracctamol.
Sau khi udng don liéu mot vién tramadol/paracetamol (37,5 mg/ 325 mg), ndng dd dinh trong
huyét twong 13 64,3/55.5 ng/ml |(+)-tramadol/(-)-tramadol] va 4.2 pg/ml (paracetamol) dat dugce
sau 1,8 gio [(+)-tramadol/(-)-tramadol | va 0,9 gid (paracetamol). Thoi gian ban thai trung binh cua
tramadol va paracetamol lan lugt la 5.1/4.7 gior [(+H)-tramadol/(-)-rtamadol] va 2.5 gi¢
(paracctamol).
Trong cac nghién cirn duge déng hoc o ngudi tinh nguyén khoe manh su dung don Tidu hoge lidu
lap lai ALGOTRA 37.5 mg/325 mg, khong co thay d6i dang ké nao trén 1am sang vé cac théng o
duge déng hoe cua mdi hoat chil so vdi khi dung riéng ting hoat chat.
IHap thu
116n hop racemic cua tramadel duge hap thu nhanh va gin nhu hoan toan sau khi vong. Sinh kha
dung tuyét dbi trung binh cua liéu 100 mg la khoang 75%. Sau khi ubng liéu ldp lai. sinh kha dung
tang 1&n va dat khoang 90%.
Sau khi uéng AL GOTRA 37.5 mg/325 mg, hap thu duong uong, paracetamol dién ra nhanh va gan
nhu hoan toan. chu yéu o rudt non. Néng dé dinh trong huyét tuong cua paracetamol dat duge sau
mét gid va khong thay doi khl uéng dong thii voi tramadol hy droclorid.
l'mw ALGOTRA 37.5 mg/325 mg cling véi thae an khong cho thay su thay doi ding ké vé m"mg
do dinh trong huvét twong eiing nhu mire 4o hap thu cua tramadol hay paracetamol. vi vy
ALGOTRA 37.5 mw/325 mo ¢o the dung cting hode khdng cing thie an.
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Phan b
Tramadol ¢0 ai luc cao voi mé (Vgp = 203 £ 40 1). ‘11 1€ lién két voi protein huyét twomnyg khodng
20%.
Paracetamol phan bd tai hiu khip cic md co thé trix mé md. Thé tich phan bd khoang 0,9 I/kg.
Mot luong nho paracetamol (khoang 20%) gén véi protein huyét tuong.
Chuyén héa
Tramadol duge chuycn hoa nharh sau khi udng. Khoang 30% liéu dung dugce thai trir dudi dang
khong ddi qua nude tiéu, trong khi 60% duge thai trix dudi dang chit chuyén hoa.
lramado} duge chuyén héa théng qua qué trinh (-demetyl héa (xtc téc boi enzym CYP2D6) tao
thanh chat chuyén hoa M1 va qué trinh N-demetyl héa (x0c¢ tac boi enzym CYP3A) tao thanh chét
chuyén héa M2. M1 tiép tuc duge chuyén héa qua qua trinh N-demetyl hoa va lién hop vi acid
glucuronic. Thot gian ban thai trong huyet twong cua M1 [a 7 gio. Chét chuycn hoa M1 cling ¢o
tac dung giam dau va manh hon so véi chit me. Nong d6 ctia M1 trong huyét twong nho hon vai
lin so vai tramadol va hi¢u qua trén lam sang cua no khéng thay d6i khi str dung da liéu.
Paracetamol chu yéu duoc (,huycn hoa ¢ gan qua hai con dudng chish: glucur onic hoéa va sulfat
héu. Con dudng thi 2 co thé bi bio hoa nhanh chong & lidu cao hon lidu diéu tri. Mot lugng nho
(khodng 4%) duoc chuyén hoa boi cytocrom P450 tao thanh chit trung gian ¢6 hoat tinh (N-
acet)lbenéoqumommm) chét nay nhanh chong duoce gidi dde boi glutathion va thai trir qua nudc
ticu dudi dang két hop voi cystein va acid mercapturic. Tuy nhién, trong truong hop qué liéu niing,
lugmg chét chuyén hoa ndy ting 1én.
Thai trir
Tramadol va cdc chét chuyén hoa duoc thai trir chi yéu qua than. Thoi gian ban thai cta
paracetamol & nguoi 1on vao khodng 2 dén 3 git. Thoi gian nay ngin hon & tré em va dai hon mot
chit & tr¢ so sinh va bénh nhin xo gan. Paracctamol bi that tro chu yéu & dang lién hop voi
glucuro- va sulpho- va phy thude vio lidu lugng. Dudi 9% paracetamol duge thai trir duoi dang
khéng ddi qua nude tiéu. Trong truong hop suy gidm chirc ning than, thoi gian ban (hai cva hai
hoat chit déu tang 18n.

CHI DINH

ALGOTRA 37,5 mg/325 mg duge chi dinh diéu tri triéu ching dau mice do tir trung binh dén
nang. ALGOTRA 37,5 mg/325 mg gidi han st dung & bénh nhdn dau mire d6 trung binh dén nang
duoce can nhic diéu tri phdi hop tramadol hydroclorid va paracetamol. _
ALGOTRA 37,5 mg/325 mg duoc chi dinh diéu tri cho ngudi Idn va thanh thi¢u nién tir 12 tudi
trer 1En.

CHONG CHI DINH

- Méan cam v&i bit k¥ thanh phén nao cta thude.

- Bénh nhin bi ngd ddc rugu cép, ngo doc thude ngu, thude giam dau trung vong, cac loar opioid
hoic thude hudmg thén.

- Bénh nhin dang su dung thude tre ché monoamin oxidase hodie trong vong 2 tan sau khi su
dung. khéng nén uéng ALGO'TRA 37.5 mg/325 mg.

- Bénh nhan suy gan nang.

- Pong kinh chua diéu i,

LIEU LUONG VA CACH DUNG

Litu diung

Co thé hiéu chinh lidu 1y theo mire dd dau va dap ang cua hénh nhian, Nhin chung. neén lua chen
licu giam dau thap nhat ¢é hiéu qua.

Newrod fom v thanh thiéu nién 12 (uoi tror lén)
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Khuyén cdo st dung liéu khéai ddu 75 mg tramadol hydroclorid va 650 mg paracetamol (2 vién nén
stii ALGOTRA 37,5 mg/325 mg). Co thé ting lidu nhung khdng duoc vuot qua 300 mg tramado!
hydroclorid va 2600 mg paracetamol (8 vién nén sii ALGOTRA 37,5 mg/325 mg) mdt ngay.
Khodang cach gifta cac 1an dung thudc khoéng it hon 6 tiéng.

ALGOTRA 37,5 mg/325 mg khéng duoc st dung qué thodi gian didu tri trong bt ky hoan cinh
ndo. Néu phai sir dung ALGOTRA 37,5 mg/325 mg lién tuc hode trong théi gian dai do ban chét
va muc do nghiém trong cua bénh, cAn than trong va gidm sat thuong xuyén (co thol gian nghi
gifta céc liéu néu co thé) dé danh gia xem ¢o cn tiép tuc diéu tri hay khong.

Ngudi lon tudi

Co thé uéng li¢u binh thudng mac di két qua mét nghién ciru & ngudi tinh nguyén trén 75 wéi cho
thay thon gian ban thar coa tramadol tang 17% khi dung dudng udng. O bénh nhin trén 75 tudi,
thoi gian toi thidu gitra cac 1an dung thube khuyén cdo 1a khong it hon 6 tiéng do thai gian ban thai
clia tramadol tang l1én.

Suy giam chire ndng thin

Do ¢6 tramadol, khéng khuyén céo sir dung ALGOTRA 37,5 mg/325 mg & bénh nhan suy giam
chirc ning thin nghiém trong (d6 thanh thai creatinin < 10 mi/phat). Trong truong hop suy giam
chirc néng thdn mtrc d§ trung binh (d§ thanh thar creatinin tir 10 dén 30 ml/phut), khoang cach
gitta cac lidu nén ting lén 12 gio. Tramadol bi dao thai rat cham khi loc mdu hodc tham tach mau,
vi vy khdng cén st dung thém ALGOTRA 37,5 mg/325 mg dé duy tri tac dung giam dau & bénh
nhén sau loc mau.

Suy gidm chirc ndng gan

Khong nén sir dung ALGOTRA 37,5 mg/325 mg & bénh nbin suy giam chic ndng gan nghiém
trong. Trong truong hop suy gidm mixe dd trung binh, cdn cin nhic ang khoang cach gifia cae 1an
ding thude.

Tré em

Khéng khuyén céo st dung & tré em dudi 12 tudi do chura ¢6 dit liéu vé hiéu qua va do an toan khj
ding ALGOTRA 37,5 mg/325 mg.

Ciach dang o
Diing dwdng udng
Vién nén sui nén dugc hoa tan trong mdt coc nuéce.

CANH BAO VA THAN TRONG

- O nguti 1on va thanh thiéu nién 12 tudi tror 1én: L idu tdi da khong vuot qud 300 mg tramadol
hydroclorid va 2600 mg paracctamol (8 vién nén sui ALGOTRA 37,5 mg/325 mg). D¢ tranh qua
lidu, bénh nhan khéng nén udng qua liéu quy dinh hodc khong st dung thém bat ky san pham nao
khac c6 chira tramadol hydroclorid hay paracetamol (ké ca thude khéng ké don) khi chua ¢é chi
dinh cia bac s¥.

- Khéng khuyén cao sit dung ALGOTRA 37,5 mg/325 mg & bénh nhan suy giam chic ning than
murc d6 nang (do thanh thai creatinin < 10 ml/phut).

- Khong nén st dung ALGOTRA 37,5 mg/325 mg ¢ bénh nhan suy giam chire nang gan ning,
Mite dd nghiém trong do qud licu palacctamol cao hon ¢ bénh nhan b bénh gan do rugu. Trong
truong hop suy gan muac db trung binh, cdn can nhic tang thai gian gitia cac lan du ng thube.

- Khéng khuyén cdo uéng ALGOTRA 37,5 mg/325 mg trong truong hop suy hod hap ning.

- Tramado! hydroclorid khong phtt hop dicu tri thay thé & bénh nhin 1¢ thude opioid. Mac du la
chit chii véin opioid, tramadol cfing khong thé lam giam héi ching cai thude do morphin.

- Pa ghi nhan tinh trang co gidt khi diéu tri tramadol hydroclorid trén bénh nhan co tién st co gial
hode dang su dung thude 1am giam ngubng gay co gidt, dac biét la cac thude e ché tai hap thu
serotonin, chdng trém cam ba vong, chéng dang kinb, thude giam dau trung uong hode thude pay
té tai cho. Bénh nhin dong kinh ddng diéu tri kiém soat hoac bénh nhan co tién su dong kinh chi
duoe chi dinh ALGOTRA 37,5 mg/325 mg trong truomg hop bat bude. Co giat ¢o thé xay ra o lidu
tramadol khuyén cao. Nguy cor tang 1én khi liéu tramadol vuot qua liéu Khuyén cdo.
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- Khong khuyén cdo st dung dbng thoi voi cde chédt cha van - dbi van opioid (nhu nalbuphin,
buprenophin, pentazocin).

Tinh trang nhon thubde, & thude vé thé xac/tAm ly ¢6 thé xay ra, ngay ca & lidu dicu tri. Nhu cdu
diéu tri giam dau trén 1am sang cua bénh nhén can duge xem xét thudong xuyén. O bénh nhén 1é
thude opioid va bénh nhan c6 t1en str 18 thude hodic lam dung thude, khuyén cao diéu tri trong théi
gian ngan va cé sy giam sat y té. Cn thén trong khi sir dung ALGOTRA 37,5 mg/325 mg ¢ bénh
nhan cd ton thuong ndo, bénh nhan d& bi co giat, r6i loan duomg mat, dang trong trang thai séc,
tim thin bét 6n khong o nguyén nhan, trung tim ho hdp hodc chic ning hd hip dang bi 4nh
huéng hode tang ap luc néi so.

Qua liéu paracetamo! c6 thé gdy ddc trén gan & mot vai bénh nhéan.

Trigu chtmg phan (g cai thude tuong tw nhu opioid cé thé xay ra ngay & lidu diéu tri va thai gian
dicu tri ngfm. Cé thé ngan nglra hdi chiing cai thude bfmg cach giam lidu tir tir, dac biét 1 sau lidu
trinh diéu tri kéo dai. Mot s6 hiém ca bdo cdo vé 1& thude thude va lam dung thude,

Tridu chirng phan trng cai thude co thé xdy ra twong tu nhu hoi ching cai thude opioid.

Trong mot nghién ctu st dung tramadol hydroclorid trong qua trinh gdy mé toan than bang
enfluran va nito oxid din t6i tinh trang ting nhan thitc vé qua trinh phiu thuat. Cho dén khi cé
thém théng tin, nén tranh sit dung tramadol khi dang sir dung thuoc gy mé.

ALGOTRA 37,5 mg/325 mg chira 12,6 mmol (290 mg) natri m&i liéu. Cén can nhic khi str dung
trén bénh nhin dang ¢6 ché do 4n kiéng giam mubi.

ALGOTRA 37,5 mg/325 mg chia lactose. Bénh nhan cé bénh khong dung nap galactose di
truyén, suy giam Lapp lactase hodic kém hap thu glucose-galactose khong nén st dung thude nay.

LUC €O THAI VA CHO CON BU

Pl nii mang thai

Do ALGOTRA 37,5 mg/325 mg la su két hop giira hoat chét tramadol hydroclorid va paracctamol.
khong nén dung ALGOTRA 37,5 mg/325 mg cho phu nir trong thoi ky mang thai.

Dit li¢u vé paracetamol .
Nghién ciru dich t& trén phu nit mang thai khong cho thiy anh hwong cia paracetamol ¢ licu
khuyén cdo.

Dir liéu lién quan t&i tramadol hydroclorid

Tramadol hydroclorid khong nén st dung trong thoi ky mang thai do cac bang chimg hién nay déu
khong du d¢ danh gid do an toan cua tramadol hydroclorid wén phy nit mang thai. So dung
tramadol hydroclorid trude hode trong qua trinh sinh khéng anh huong té su co bop ti cung. O tré
so sinh, tramadol ¢6 thé gy trc ché ho hdp nhung thuong khéng ¢é y nghia trén ldm sang. Didu tr]
dai ngay trong qud trinh mang thai ¢6 thé din toi xuat hién hoi ching cai thude & tré mai sinh.

Phy niv dang clo con bu

Do ALGOTRA 37,5 mg/325 mg la su két hop gifra tramadol hydroclorid va paracetamol, khong
nén dimg ALGOTRA 37,5 mg/325 mg cho phu nit dang cho con b,

Dit liéu lién gquan tdi paracetamol

Paracetamol duge bai tiét vao sita me nhung luong rat nhd. Cae dir liéu hién nay khong chong chi
dinh & phu nit dang cho con b sit dung cdc thude chi chita paracetamol.,

D liéu lién quan toi tramadel hydroclorid

Mot lugng nho tramadol va cac san pl1§|11 chuyén héa cua né tim théy trong stta me. Tré so sinh ¢o
thé b khoang 0.1% liéu ding cua me. Khéng nén ubng tramadol hydroclorid trong Gué trinh dang
cho con bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Tramadol hydroclorid ¢6 thé gy ra chong mit hodc budn ngi. va tinh trang nay nghiém trong hom
khi dung cling voi riegu va cac chit tre ché than kinh trung vong khic, Bénh nhian khdng nén ldi xe
hodc van hanh may mée khi udng tramadol.
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TUONG TAC THUOC

Chéng chi dinh sir dung dong thoi voi:

- Thudc e ché MAO khong chon loc

Tang nguy co gdp hé1 ching serotonin: tiéu chay, nhip tim nhanh, vd mé héi, run, 1t 14n hodc tham
chi hén mé.

- Thube e ché chon loc MAO-A

Tuong ty nhur tridu ching thude e ché MAO khéng chon loc

Nguy co gap hdi chimng serotonin: tiéu chay, nhip tim nhanh, vd md héi, run, 14 130, thim chi hon
mé.

- Thudc e ché chon loc MAO-B

Triéu chiing kich thich than kinh trung wong do héi chimg serotonin: tiéu chay, nhip tim nhanh, va
md hoi, run, 16 18n, thim chi hdn mé.

Trong trudng hop bénh nhéan vira duge ditu tri voi thude e ché MAO, nén tam dirmg 2 tuan trude
khi st dung tramadol hydroclorid.

Khéng khuyvén cdo sit dung dong thoi voi:
- Rugu
Ruou lam tang tdc dung an than cda cdc thude giam dau opioid.
Tac ddng lén sy tinh tao co thé gay nguy hiém cho nguoi lal xe va vén hanh may maée.
Tranh khong sir dung do uong c6 ¢on va cac san phiam chira cdn.
- Carbamazepin va cac chét cam ting enzym khic
Nguy co lam giam hiéu lye va thot gian te dung do giam nbng d6 tramadol trong huyét tuong.
- Céc chét chu van-dbi van opioid (buprenorphin, nalbuphin, pentazocin)
Gié}n tac dung ciia tramadol do ¢ ché canh tranh trén thu thé, véi nguy co xudt hién hoi chung cai
thudc.

Cdin nhae khi sit dung dong thoi véi:
Tramadol ¢6 thé gy co giat va tang kha niang gly co gidt khi su dung ddng thai vai cac thube Ge
ché tai hip thu serotonin chon loc (SSRIs), chat e ché tai h'lp thu serotonin-norepinephrin
(SNRIs), chét chu vin thu thé serotonin (triptans), thube chong trim cam ba vong, thude Chong
dong kinh va cic thubc lam giam ngubng gdy co giat khac (nhu bupropion, mirtazapin,
tetrahydrocannabinol).
Didu trf phdi hop tramadol va céc thude tic dung trén serotonin nhu thube irc ché tdi hflp thu
serotonin chon loc (SSRIs}). thube te ché tai h'lp thu serotonin- norepmep hrin (SNRIs), thude e
ché MAO, thube chon;: trdm cam 3 vong va mirtazapin ¢6 thé gy ddc serotonin, [16i chimg
serotonin ¢6 thé xay ra néu xudt hién mot trong sb cdc tridu chimg d LlO’l day:

«  Rung giat co tu phat.

«  Rung gidt co cam g, rung giat nhén cau di kém véi lo lang hodc toat md hoi.

«  Run va ting phan xa.

»  Tang truong lye co va nhigt d¢ co thé > 38°C va rung gidt co tu phat hode rung giat nhan

cu.

Vite dimg cde thube chit vin serotonin thuong mang lai su cai thién nhanh chong. Lidu phip dicu
tri ty thude vao loai va muc d¢ nghiém trong cua tri¢u chimg.
- Cac dan chit opioid khic (bao pdm thude giam ho va diéu i thay the). benzodiazepin va
burbiturat.
Tang nguy co te ché hd hap ¢o thé nguy hiém dén tinh mang néu dung qua liéu.
- Thube e ¢hé hé than kinh trung vong khac. nhu dan chat opioid (bao gom thude giam ho va dicu
i thay ihé). barbiturat. benzodl'm,pm thube lglal lo du. thude ngu. thude LhO]'I” tram cam. thuoe
khdng histamin ¢6 tée dyng an than, thude an thin. thube ha huyét dp tie dung trén thén kinh trung
wong. thalidomid va baclofen.
Cae hoat chit nay ¢o thé gy Ue ché than kinh trung wong. Tdc dong 1én su tinh tdo ¢d the gy
neuy hiém khi ldi xe hode van hanh may moc.
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- Danh gia thuong xuyén thoi gian prothrombin khi sir dung ALGOTRA 37,5 mg/325 mg két hop
vOi cac hop chat giong warfarin do co bao cdo tang INR.

- Mt s0 hoat chat khac uc ché CYP3A4 nhu ketoconazol va erythromycin c6 thé (rc ché chuyén
hoa tramadol (N-demetyl hoa) va ciing c6 thé trc ché chuyén hoa ca chit chuyén hoa O-demety]
dang hoat dong. Mirc d nghiém trong ctia tuong tac nay trén l1am sang chwa dugc nghién ciru.

- Téc d6 hip thu paracetamol c¢6 thé tang khi s dung véi metoclopramid hodc domperidon va
giam boi cholestyramin.,

- Trong mét sb it nghién ctru vé sir dung cac thude dbi van 5-HT3 chdng nén trude va sau phau
thuét cho thdy st dung ondansetron ting nhu cau st dung tramadol hydroclorid & bénh nhén dau
sau phau thut.

TAC DUNG KHONG MONG MUON
Tac dung khéng mong mudn thudmg gap nhit trong cic thir nghiém 14m sang phdi hop tramadol
hydroclorid/ paracetamol 1 budn nén, chéng mit, mo mang, cac triéu ching nay gap trén khoang
10% bénh nhan.
Téan sudt xuét hién tic dung khong mong mubn dugc phén loai nhu sau:
Rat thuong gap: >1/10 _
Thuomg gap: >1/100 va <1/10 14~
Khong thuong gap: >1/1.000 va <1/100
Hiém gap >1/10.000 va <1/1.000
Rt hiém gap: <1/10.000
Khong ro: khong ude tinh dugc tr dir liéu san ¢
Vi mdi nhom tan sudt, cac tac dung khong mong mudn duge sap xép theo trinh tu giam dan mirc
dd nghiém trong.
Rii loan tam than
- Thuong gip: Lu lan, thay déi tam trang (lo 4u, lo lang, phén chén} rbi loan gidc ngu.
- Khong thuong gap: tram cam, hoang tudng, hay gap dc mong, mat ngu.
- Hiém gap: 18 thude thube.
Theo doi sau luu hanh
- Rét hiém gap: lam dung thude.
Roi loan hé than kinh
- Rét thuong gip: chong mat, mo mang.
- Thuong gap: dau dau, run.
- Khong thudng gap: co co khong kiém soat, di cam, U tai.
- 1liém gap: mét can bang, co gidt, bat tinh.
Roi loan thi lie
- Hlem gap: Nhin mo.
Roi loan vé tim
- Khong thuomg gap: trong ngue, nhip tim nhanh, loan nhip tim.
Roi loan vé mach mdu
- Khéng thuong gip: Tang huyét ap.
Roi loan hé hap, long ngue va trung that.
- Khong thuong gap: Kho tho.
Roi loan iiéu hoa
Rt thuong gap: Budn nén.
Thuong giap: Non, tdo bon, kho miéng, dau bung ticu chay. kho tiéu. day hoi.
- Khéng thudng gap: Kho nubt, dai tién ra mau.
Roi loan chire ndang gan mdit
- Khong thuong gap: Tang transaminase gan.
Roi loan trén da va mo dudi da
Thudmg giip: Va mo héi. ngtra.
Khong thudng gap: Phan tmg da (vi du phét ban. m¢ day).

]
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- Rét hiém gap: Phan ymg da nghi¢m trong.
Réi loan thédn va duong tiét nidu

- Khodng thuong gip: Tang albumin niéu, dai rit.
Réi logn todam than va phdn tmg tai cho

- Khong thuong gap: Ring minh, nong birng, dau nguc.

Méc di khong duge quan sat trong cac thir nghiém lam sang, cdc tac dung khéng mong mudn sau
¢6 the xay ra khi uong tramadol va paracetamol.
T'ramadol hydroclorid

- Ha huyét ap tu thé dirng, nhip tim chim, ngfit.

- Theo ddi sau luu hanh tramadol hydroclorid c6 thé 1am thay d6i tac dung warfarin khi phbi
hop, bao gdm kéo dai thod gian prothrombin.

- Céc trudmg hop hiém gap (>1/10.000 dén <1/1.000): phan img di g voi triéu chimg hé hap
(vi du kho tho, co thit khi phé quan, the kho khe, phu phdi) va sée phin ve.

- Cac trudng hop hiém gip khac (>1/10.000 dn <1/1,000): thay dbi khdu vi, yéu co va ¢ ché
hé hap.

- Cac tac dung phu trén than kinh xdy ra sau khi uéng tramadol hydroclorid khac nhau gitta
cée ca thé vé ban chét va mic dd (phu thudce vao co dia va thoi gian st dung thube). Cic
triéu chimg bao gdm thay dbi tim trang (thuomng vui, doi khi phan chén), thay do hoat dong
(thuong e chc doi khi tang) va thay d61 kha ning nhén biét va cam giac (vi du rdi loan
hanh vi quyét dinh vin d8).

- Tang ning bénh hen du chua cd mbi lién hé nao duge thiét 1ap.

- Triéu chimg caa hdi ching cai thude, tuong tu hdi chimg cai thuée opioid ¢o thé xay ra: bon
chén, lo du, lo léng, mét ngu, tdng déng, run va tri¢u chang trén dudng ti¢u héa. Mot O rigu
chitng khdc rit hiém pap khi ngimg ding trumadol hydroclorid dot ngdt, bao odbm: so hii, lo
au nghiém trong, 4o gide, di cam, U tal vA cdc triéu chimg hé thin kinh trung wong bat
thuong khac.

Khoéng ré: Giam lugng dudng trong mau.

>aracetamol
Tac dung phu cua paracetamol hiém gip, phan wng qua man hao gom ban da co the xay ra.
Da ¢o ghi nhin vé cde trudmg hop réi loan vé mau bao goém giam tiéu cdu va giam bach cau
hat, nhung nhimg triéu chimg nay thudmg khong lién quan den pdmwtdmol
- Co mit vai trudong hop ghi nhan paracctamol giy giam ti€u ciu khi st dung déng thoi véi
cac hop chét tuony ty warfarin. Trong mét s6 nghién ctu khéc, thivi gian prothrombin khong
thay déi.

Thing bao ngay cho bdc sy, u’h«\t 9}7\(:& téc dung khing mong muon gap phai khi ding thiric.

QUA LIEU

ALGOTRA 37.5 mg/325 mg la mot thude dang phdi hop. Trong truémyg hop qué lidu tri¢u chig
¢ thé bao g?}m cac dau hiéu va tricu ching ngd ddc cua tramadol hydroclorid hodc paraccetamol
hoic ca hai hoat chit,

Tricu chimg qud liéu tramadol hydroclorid:

Trén 1y thuyét, cac tricu chiing ngd doe tramadol hydroclorid twong t nhu cac thude giam dau
trung wong khac (vi du opioid). Céc tricu ching bao gdm co dong tir, nén. truy tim mach., roi loan
y thire dén hén mé, co giat va suy glam chic ndng ho hap dén truy hd hap.

Tricu chimg gud ficu paracetamol

Triéu chimg quéd lieu paracetamol duge quan tdm dac biét & tr¢ nho. ‘Iticu chimg khi qua liéu
paracetamol trong 24 gior dau 1a da tai nhot, budn non, non, chan an va dau bung. Tén thuong gan
co the xudit hién sau khi udng 12 dén 24 gion. Nhimg bat thuomg vé chuvén hoa glucose va toan
chuyén héa ¢o thé xay ra. Trong truemg hap ngd doe nghicm trong. suy gan co the Gen wicn thanh
banh ndo gan, hén mé va i vong. Suy thin ¢dp cing véi hoai tu dng thin cip ¢é thé xay ra ke ca
khéng ¢o ton thuemg gan nghiém trong. Loan nhip thm va vidm tuy cling duee bio cda.
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Ton thuong gan c6 thé Xay ra 0 nguoi lom khi udng 7.5 den 10 g paracetamol hoéc hon. Nguyén
nhdn c6 the 1a do lugng chat chuyén hoa gay doc qua lon, gan khong hdi phue véi md gan (c6 thé
giai doe bfing glutathion khj udng lidu paracetamol théng thudng).

Diéu tri cAp ctru:

- Chuyén ngay bénh nhén dén khu vue chuyén khoa.

- Duy tri chite nang ho hip va tuin hoan.

- Trwdce khi bit diu diéu tri, 14y man méu ngay khi cé thé sau khi udng qua liéu dé do ndng o
paracetamol va tramadol trong huy &t twong dé tién hanh cac xét nghiém chirc nang gan.

- Tién hanh xét nghiém chirc ning gan ngay khi bit ddu va lap lai mdi 24 git. Tinh trang tang
enzym gan (ASAT, ALAT) co thé xuvit hién va sé& binh thudmg trér lat sau 1 dén 2 tan.

- Thao rong da day bang cach giy non (néu bénh nhan con tinh tio) bing bién phép kich thich
hodc rra da day.

- Céc liéu phép hd tro khac nhu duy tri thong thoang dudng thé va chirc nang tuan hoan nén
duge tién hanh, naloxon nén duoc sir dung @& didu tr suy hé hip; co giat c6 thé duge kiém
soat boi diazepam,

- Tramadol hydroclorid bi thdi trix rat it khoi huyét thanh bang loc mdu hodc thim tach mau.
Vi vay, didu tri ngd doc cip ALGOTRA 37,5 mg/325 mg chi bang loc mau hoic tham tach
méu la khdng ph hop. dé giai déc.

Cén thiét phai didu tri qua l1eu paracetamol ngay 1dp tdre. D khong ¢6 trigu chiing sém, bénh nhan
nén duge nhip vién khan cap dé duoc didu irj va bat b nguoi 16n va thanh tlueu nién nao udng
khoang 7,5 g paracetamol hoac hon trong vong 4 gi¢ va bét et tre em nao udng > 150 me/kg
paracetamol frong vong 4 gid nén duoe tién hanh ria rudt. Nong d6 paracetamol trong mau nén
dugc theo ddi sau 4 gio sau khi qué liéu dé danh gi4 nguy co gip ton thuong gan (théng qua bang
mirc d6 qua lidu paracetamol). Uong methionin hodc truyén tinh mach N-acetyleystein (NAC) c6
higu qua dén 48 gi& sau khi uong qua lidu. Truven tinh mach NAC co6 higu qua t6t nhat khi tién
hanh trong vong 8 git san khi qua lidu va truyén lién tue trong sudt liéu trinh diéu tri, Piéu tri bang
NAC nén duoc tién hanh ngay lap tic sau khi nghi ng¢ bénh nhan udng lidu 16n paracetamol. Cac
li¢u phap diéu tri hd tro can phai san sang.

Thubc giai doc paracetamol, NAC, can duoc ubng hoic truycn tinh mach ngay khi ¢6 thé, trong
vong 8 gi¢ sau khi udng qua licu, bat ké liéu paracetamol da udng.

-
i P
e

DU LIEU AN TOAN TIEN LAM SANG
Chua c6 nghién ctu tién 1am sang nao duge tién hanh véi dang két hop (tramadol hydroclorid va
paracetamol) ¢ danh gid tac dung giy ung thu va gay dot bién gen va tac dung 1én qua trinh thy
thai.
Hai thudc khong cho thiy tac dung gy quai thai khi cho chudt ubng tramadol hydroclorid két hop
vO1 paracetamol.
Phéi hop tramadol hydroclorid/paracetamol dd cho thiy doc tinh trén phoi va bao thai chudt ¢ ligu
doc voi thai (50/434 mg/kg tramadol hydrocloridiparacctamol), tire lidu gdp 8.3 lan so vai lidu
dimg trén nguoi. Khong co hign tuong qudi thai ¢ liéu théng thuomg. Doc tinh (tén phdi va bao
that bao gbm giam khéi luong bao thai va du sb luong xuong sudm. Dée tinh trén sinh san giam
khi ding lidu thip hon (10/87 va 25/217 mg/kg tramadol hydroclorid/paracctamol) va khong cho
thdy tac dung gdy dée 1én phot hay bao thai.
Kér qua xét nghiém dot bién gen khong cho thdy nguy co doc tinh trén di truyén khi udng tramadol
hydroclorid o ngudi.
Nghien clu trén dong vat vai tramadol hy droclorid cho thay tac dong lén viée phat trien co quan,
suong va kha nang séng sét cua bao thai & liéu cao va di kem voi doe tinh trén gud winh sinh san.
Qud trinh sinh san va su phdt trién chia con con khong bi anh huomg. Tramadol ¢6 thé gua hang rio
nhau thai. Khong ¢o tac dong 1én qud trinh thu thai khi cho chudt due ubng lidu 50 muke va chudt
cai udng licéu 75 me/ke.
Cac nghién ctu mo réng khéng cho thay bang chimg vé nguy co dot bién gen lién quan (oi
paracetamol & lidu diéu tri (lidu khéng gay doc).
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Nghién ciru dai han trén chudt ddng va chudt nhit khong cho thdy bang chimg gy ung thu khi

diing paracetamol & lidu khong gy dc trén gan.

Nghién ctru trén dong vat va cac nghién ciru mé rong trén nguoi khong cho thiy bing chimg vé

doc tinh trén qua trinh sinh san.

TINH TUONG KY:
Khong ¢6 twong ky giita cac thanh phén ctia thube.

BAO QUAN
Bao quan & nhiét do dudi 30°C, tranh anh sang va tranh am.

Dé xa tam tay tré em!

PONG GOI:
Hop 1 tuyp gdm 20 vién nén sii.

HAN DUNG:
18 théng ké tir ngay san Xudt.
Khong ding thuéc dd qud han in trén bao bi.

TIEU CHUAN: Nha san xuét.

NHA SAN XUAT:

SMB Technology S.A.

Rue du Parc Industriel 39, 6900 Marche-en-Famenne, Bi.

TUQ.CUC TRUING
P.TRUONG PHONG

ap§
Fham ki Vin Hank
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