https://trungtamthuoc.com/ oo oo

RX TRAMADOL AZEVEDOS

Dé xa tam tay tré em
Doc ki hudng dan sir dung trieée khi dimg
Thuéc nay chi ding theo don thudc
Thong bao ngay cho bac sy hodc dwoc sy nhitng phan vng c6 hai
gap phai khi sit dung thuée

1.  THANH PHAN CONG THUC THUOC

M&i vién nang cung chira:

Thanh phan hoat chdt: Tramadol hydrochloride 50 mg.

Thanh phan td dwge: Microcrystalline cellulose, sodium starch glycolate. purified water. silica
colloidal a‘nhydrous. magnesium stearate. EHG capsules size 3. green cap. yellow body.

Thanh phan vo nang: Yellow ferric oxide (E172). Indigotine (E132). Titanium dioxide

(E171), Gelatin.

2. DANG BAO CHE

Vién nang gelatin cting. ¢& *3’. nip nang mau xanh la cdy va thin mau vang, chia day bot mau
trang hodc tring nga.

3. CHIPDINH

Thude duge chi dinh dé diéu tri cac con dau tir vira dén nang.

4. LIEU DUNG, CACH DUNG

Liéu ding

Liéu dung nén duoc diéu chinh theo muirc dé dau va do nhay cam cua ting bénh nhan. Nén
chon liéu giam dau thdp nhat. Khéng nén vuot qua tong lidu hang ngay 400 mg tramadol.
ngoai trr cac trirong hop lam sang dac biét.

Tuy nhién. liéu 800 mg/ngay sau phiu thuat hoac thdm chi cao hon trong truéng hop dau do
ung thu duoc dung nap t6t.

Trir khi ¢6 chi dinh khéc cua béc si. Tramadol Azevedos nén duge ding nhu sau:

Nguwoi lon va thanh thiéu nién tiv 12 tudi tré lén

Liéu thong thuémg cua Tramadol Azevedos la 50-100 mg (1-2 vién) ubng cach 6-8 gidr. duoc
diéu chinh theo dap tmg cua bénh nhén.

Trong moi truong hop. khong nén su dung Tramadol Azevedos kéo dai hon théi gian didu tri
thuc su can thiét.

Néu can giam dau lau dai bang tramadol do tinh chat va muc do nghiém trong cua bénh thi can
theo ddi can than va thudmg xuyén (cé nhitng dot tam ngung diéu tri néu cin) dé xéac dinh xem
viéc tiép tuc diéu tri c6 can thiét khéng va & mue do nao.

Tré em

Tramadol Azevedos khong duge chi dinh cho tré em duéi 12 tubi.

Nguwoi cao tuoi
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Bénh nhén cao tudi tdi 75 tudi néu khong co biéu hién lam sang cua suy gan hoac suy than thi
khéng can diéu chinh liéu. Déi véi bénh nhan trén 75 tudi. qua trinh thai trir ¢6 thé kéo dai. Do
do. ting khoang thoi gian giira cac lan ding thude tiy theo nhu cdu cua ngudi bénh néu cin
thiét.

Bénh nhan suy than/lgc mdu va suy gan

O bénh nhan suy than va/hodc suy gan, thoi gian thai trir tramadol b kéo dai. O nhimg bénh
nhan ndy. can can nhic cin than viée ting khoang thoi gian gitra cac lan ding thude tiy theo
nhu ciu cua ngudi bénh. Trong trrdng hop suy gan va suy than nang. Tramadol Azevedos
khong duoc khuyén khich sir dung.

Cich dung

Nén nuét ca vién thudc, khong chia nho hodc nhai. udng véi lwong nurée vira di. ¢6 thé dung
cung hodc khong ctng voi thire an.

5. CHONG CHI PINH

- Qua man véi hoat chat hodc bat ky thanh phén té duge nao cua thudc.

- Piéu tri giam dau ¢ tré em dudi 12 tudi.

- Tré em dudi 18 tudi dé giam dau sau thu thudt cit amidan va‘hodc nao V.A.

- Thanh thiéu nién tir 12 dén 18 tudi béo phi hodc co cac tinh trang bénh nhu ngung tho
khi ngu do tic nghén hodc bénh phéi nghiém trong. ddy la nhimg véu t6 lam tang nguy
co ctia nhiing van dé ho hip nghiém trong.

- Canh bdo cac ba me khong cho con bua khi dang diéu tri tramadol do nguy co céc phan
ung bat loi nghiém trong co thé gap phai ¢ tré bi me. Nhing phan tng bt loi nay bao
gdm: ué oai, ngu nhiéu. kho cho dn hodc céc van dé nghiém trong vé ho hap. thim chi
la tir vong.

- Bénh nhan bi ngd doc cap tinh do rugu. thude ngu. thudc giam dau trung wong. cac
opioid hoac cac thude hudng than khéc.

- Bénh nhén dang st dung thudc e ché monoamine oxidase (MAO) hoic trong vong 14
ngay sau khi ngtmg céc thude nay.

- Bénh nhén dong kinh khong duoc kiém soat dé’i_v du bfiﬂg diéu tri.

- Dé sir dung trong diéu tri cai thude opioid.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Tramadol nén dugc sir dung mot céch than trong & bénh nhan Ié thude opioid, bénh nhan bi
chan thuong dau, sbc. suy giam y thirc khong ré nguyén nhén, réi loan trung tdm hodc chirc
nang hé hap. tang ap luc néi so.

O nhitng bénh nhan nhay cam véi cac opioid, nén than trong khi dung tramadol.

Str dung dong thoi Tramadol Azevedos voi cac thude an than nhu benzodiazepine hodc cac
cht lién quan c¢6 thé dan dén an than, suy ho hap. hon mé va tr vong. Vi vy, viée ké don su
dung két hop véi cac thude an than nay chi nén ap dung cho nhimg bénh nhén khong thé lua
chon nhimg phuong an diéu tri thay thé khac. Néu phai ké don sir dung dong thoi Tramadol
Azevedos véi cac thude an thin. nén s dung liéu Tramadol Azevedos thap nhat ¢6 hiéu qua va
thoi gian didu tri dong thoi nén ngén nhét co thé.
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Bénh nhan nén duoc theo ddi can than cac ddu hiéu va triéu chung cta suy ho hf}p va an than.
Khuyen khich théng bdo cho bénh nhan va nguoi cham soc vé nhimg triéu chimg nay.

Can than trong khi diéu tri & bénh nhan suy hd hip. bénh nhén dang dung cac thude e ché
than kinh trung uong hoac dung nhiéu hon dang ké liéu dwoc khuyén céo do khong thé loai trir
kha nang suy ho hap trong nhing truomg hop nay.

Co gidt da dugc béo cdo & mdt s6 bénh nhan dung thude trong khoang lidu khuyén cao. Nguy
co ¢ thé tang 1én khi dung tramadol vuot qua lidu hang ngay duoc khuyén céo (400 mg).
Nguy co co gidt ¢6 thé gia tang ¢ cac bénh nhan dang ding tramadol cling v&i cdc thude co thé
gy ha ngudng co gidt. Bénh nhan ¢6 tién sit dong kinh hay nhitng ngudi dé bi con déng kinh
chi nén duge diéu tri bf'ing tramadol khi thuc sur can thiét.

Néu sir dung 1au dai. ¢6 thé phat trién su 1é thude vé tam Iy va thé chét.

Déi voi nhitng bénh nhan ¢6 khuynh huéng lam dung hoic 1¢ thude thude. viée diéu tri bing
tramadol chi nén dugc thuc hién trong mot thoi gian ngan dudi sy gidm sat y té chit ché.
Tramadol khéng thich hgp dé diéu tri thay thé & nhitng bénh nhén 1¢ thude opioid. Méac du la
mét chét chi van opioid. tramadol khong thé ngan chin cac tridu chimg cai nghién morphine.
Khi bénh nhan khong con can diéu tri véi tramadol, nén giam liéu dan din dé ngan ngira cac
hoi chimg cai thude.

Chuyén héa CYP2D6

Tramadol duoc chuyén héa bai enzym gan CYP2D6é. Néu bénh nhan bi thiéu hoac hoan toan
khong c6 enzym nay. c6 thé khéng dat duge tac dung giam dau day du. U'dc tinh chi ra ring c6
t61 7% ngudi da tring cé thé b thiéu hut enzym nay. Tuy nhién. ¢ céc bénh nhén cé su chuyén
héa thude rat nhanh, co nguy co phat trién cic tac dung phu cta nhiém doc opioid ngay ca &
lidu thuomg dwoc ké don.

Cac triéu chimg chung cua nhiém doc opioid bao gdbm nham 1an, buén ngu. thé néng. co dong
tir. budn nén. nén. to bon va chan an. Trong nhitng truong hop nghiém trong, diéu nay co thé
bao gdm céc triéu chimg suy ho hdp va tudn hoan. c6 thé de doa tinh mang va rat hiém khi gay
tr vong. Ude tinh vé ty 1é méc bénh chuyén hoa rat nhanh & céc nhém dan cu khéc nhau dugc
tom tat dudi day:

Din s6 T¥ 1¢ mic bénh (%)
Chau phi/Ehiopia 29%

Nguwdi My gbe Phi 3.4% dén 6.5%
Chau A 1.2% dén 2%
Ngudi da tring 3.6% dén 6.5%
Hy Lap 6.0%
Hungary 1.9%

Bic Au 1% dén 2%

Str dung sau phiu thudt ¢ tré em

ba c6 bao cdo trong céc tai lidu duoe cong bé rang tramadol duge ding trong giai doan héau
phdu ¢ tré em sau khi cat amidan va/hodc nao VA dé diéu tri ching ngung tho khi ngu do tic
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ngh&n dan dén gap phai cac tac dung phu hiém gdp nhung co thé gay tir vong. Can hét sirc than
trong khi dung tramadol cho tré em dé giam dau sau phau thudt va can duogc theo doi chat ché
cac tri¢u chimg ngd dgc opioid, bao gom ca suy ho hép.
- - .o LA - -~ ;

Tré em bi suy giam chirc nang ho hap
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Tramadol khong duoc khuyen cdo st dung ¢ tré em c6 chie nang hé hap suy giam bao gom roi
loan than kinh co. bénh tim hodc hé hap nang. nhiém khuan phdi hodc duong ho hép trén, da
chin thuong hodc duge tién hanh phiu thuat mo rong. Nhimg yéu t6 nay ¢6 thé lam nang thém
cac tricu chimg ngo doc opioid.
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Réi logn hé hap lién quan dén giic ngii
Céc opioid c6 thé gy ra cdc roi loan ho hap lién quan dén gide ngu bao gdm ngung tho khi
ngu trung wong (CSA) va thiéu oxy lién quan den giac ngu. St dung opioid lam tang nguy co
méc CSA theo liéu lugng. O nhitg bénh nhin méc CSA, nén can nhic giam téng lidu diung
opioid.
Suy myén thwong than
Thude giam dau opioid doi khi gay suy tuyén thuong than ¢6 thé hoi phuc cin dugc theo dai va
diéu tri thay thé bang glucocorticoid. Cac triéu chimg cia suy tuyén thuong thin cip va man
tinh ¢6 thé bao gom dau bung nghiém trong. budn ndén va non. huyét ap thap. rat mét moi, chan
an va sut can.
Hgi chirng Serotonin
Mot trudmg hop cé kha nang gay tr vong da duge bdo cdo & nhitng bénh nhan sir dung két hop
tramadol v&i cac thude tac dung trén hé serotonergic khac hoic tramadol don déc.
Néu s dung déng thoi véi céce thude tac dung trén hé serotonergic khac da duoc chimg minh
lam sang, can theo ddi b¢nh nhéan can than, dac bi¢t trong thoi gian dau diéu trj va khi tang
liéu.
Céc triéu chimg cta héi chimg serotonin ¢6 thé bao gdm thay doi trang thai tim thin. mét én
dinh h¢ than kinh tu chu. bat thuong ve than kinh co va/hoac céc triéu chung dudmg tiéu hoa.
Tad dugc
Tramadol Azevedos c6 chira duéi 1 mmol (23 mg) natri trong mdi vién nang. vé co ban duoc
xem nhu “khong chira natri™.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢o thai

Cac nghién ctu trén dong vat vai tramadol cho théy & liéu rat cao. thube anh huong dén sur
phat trién clia cac hé co quan. sur hinh thanh xuong va ty 1é tir vong & déng vat con non. Téc
dung gay quéi thai chua dugc phat hién. Tramadol di qua nhau thai. Khong co du dir liéu vé do
an toan cua thube ding trong thai k¥ & ngudi. vi vdy khong nén dung tramadol cho phu nir ¢6
thai.

Ding tramadol trude hodc trong khi sinh khong anh huong dén co bop tir cung. O tré so sinh.
thudc ¢6 thé gy ra nhimg thay doi vé nhip tho. thuomg khong cé vy nghia lam sang. Su dung
kéo dai trong thoi ki mang thai c6 thé gay ra hoi chimg cai thude & tré so sinh.

Phu nir cho con bu
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Khoang 0,1% liéu dung duge tiét vao sita me. Trong giai doan ngay sau sinh, khi nguoi me
dung liéu hang ngay 1én toi 400 mg thi liéu tramadol trung binh ma tré hap thu la 3% liéu cua
ngudi me diéu chinh theo can nang. Vi 1y do nay. tramadol khéng duge khuyén céo sur dung
trong thoi ky cho con bl hodc nging cho con bu trong thoi gian diéu tr bang tramadol. Néu
chi diing 1 liéu tramadol duy nhat thi khéng nhét thiét phai ngung cho con bu.

Kha ning sinh san

Giam sat sau tiép thi khong cho thay tramadol ¢6 anh huéng dén kha ning sinh san. Céc
nghién ciru trén déng vat khong cho thay tac dung cua tramadol déi vai kha nang sinh san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Ngay ca khi ding thude ding theo hwéng dan, thude van o thé gay budn ngu va chéng mat va
do do, ¢6 thé lam suy giam kha nang 14i xe hodc van hanh may moc. Dac biét la khi dung cung
véi rugu va cac thude hudng thin khac.

9. TUONG TAC, TUONG KY CUA THUOC

Khéng nén két hop tramadol vai cac thude tre ché MAO.

O nhitng bénh nhan duoc diéu tri bang thude e ché MAO trong vong 14 ngay trude khi su
dung thube giam dau nhom opioid. da quan sat thiy céc tuong tac nguy hiém de doa tinh mang
trén hé than kinh trung wong. chirc nang ho hap va tim mach. Khong thé loai trir céc trong tac
twong tr véi cie thude re ché MAO trong qua trinh diéu tri véi tramadol.

Dung dong thoi tramadol véi chét e ché hé thin kinh trung wong khac bao gdm rugu cé thé
lam tang téac dung tuong (mg 1én hé thin kinh trung uong.

Viéce str dung dong thoi opioid voi cac san pham thube an thdn nhu benzodiazepine hoac cac
chat cé lién quan lam tang nguy co an thén, suy ho hdp, hén mé va tr vong do tac dung trc ché
than kinh trung wong hiép déng. Nén han ché lidu tramadol va thoi gian str dung déng thoi.

Két qua ciia cac nghién ctru duge dong hoe cho dén nay cho thay viéc sir dung cimetidine (chat
trc ché enzym) dong thoi hodc truéce khi ding tramadol khong gy ra cac twong tic ¢6 lién
quan dén lam sang. Sir dung carbamazepine (chat cam {mg enzym) dong thoi hodc trude khi
diing tramadol ¢6 thé lam giam tic dung giam dau va rut ngin thoi gian tac dung.

Tramadol ¢6 thé gy co giat va ting tic dung cta cac thude e ché tai hap thu serotonin cé
chon loc (SSRI). thude tre ché tai hip thu serotonin-norepinephrine (SNRI). thuée chéng trim
cam ba vong. thude chéng loan thin va céc thude ha thip ngudng co gidt khac (nhu bupropion.
mirtazapine, tetrahydrocannabinol).

Str dung dong thoi tramadol va cac thude serotonergic, nhur thudce tre ché tai hip thu serotonin
6 chon loc (SSRI). thude tre ché tai hap thu serotonin-norepinephrine (SNRI), thudc e ché
MAO. thudc chéng tram cam ba vong va mirtazapine c6 thé gy hoi chimg serotonin, mét bénh
Iy ¢6 kha nang gay ta vong.

Can than trong trong khi diéu tri démg thoi tramadol va cac dan xuat coumarin (vi du: warfarin)
do da c6 cac béo cdo vé tang INR voi chay mdu nang va bam tim & mot sb bénh nhan.

Cac thude khac duge biét ¢o tac dung G ché CYP3A4. nhu ketoconazol va erythromycin, ¢o
thé we ché chuyén hoa tramadol (khir N-methyl) va cé thé cling trc ché chuyén hoa cta chét
chuyén héa O-desmethyltramadol c6 hoat tinh. Y nghia lam sang cua tuong tac nay chua duoc
nghién ciru.
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Trong mdt sb lugng gidi han cac nghién ciru, dung thudc chong nén ondansetron. chat doi
khang 5-HT3. trude hodce sau khi phdu thuét lam tang nhu ciu ding tramadol & bénh nhén bi
dau sau phau thuit.

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céc phan tmg c6 hai thuong gip nhat 1a budn noén va chéng mat, xay ra ¢ trén 10% sb bénh
nhén.

Céc phan (g ¢6 hai dugc phan nhom theo tan suat: rat thuong gap (ADR > 1/10), thudmg gap
(17100 £ADR < 1/10). it gdp (1/1.000 <ADR < 1/100). hiém gap (1/10.000 < ADR <
1/1.000). rat hiem gip (ADR < 1/10.000), khéng xac dinh (khong thé udce tinh tir dir lidu cé
san).

Réi loan hé mién dich

Hiém gap: phan tmg di tmg (vi du: khé tho, co thit phé quan. thd kho kheé, phu than kinh
mach) va soc¢ phan vé.

Réi loan tim mach

It gap: didu hoa tim mach (danh trong ngue. nhip tim nhanh). Nhimg phan tmg c¢6 hai cé thé
xay ra dic biét khi tiém tinh mach hay & bénh nhén bi cing thiang vé thé chat.

Hiém gap: nhip tim cham.

Cdc xét nghiém chin dodn

Hiém gap: tang huyét ap.

Roi logn mach mdu

it gap: diéu hoa tim mach (ha huyét ap thé dimg hodc truy tim mach). Nhimg phéan mg ¢6 hai
c6 the xay ra dac biét khi tiém tinh mach va & bénh nhian mét moi vé thé chat.

Réi loan hé thin kinh

Rat thuomg gap: chong mit.

Thudng gap: dau du, budn ngu.

Hiém gap: di cam, run, co gidt, co co khong kiém soat. phdi hop bat thuong. ngt. roi loan
ngodn ngt.

Khong xac dinh: hdi ching serotonin.

Co giat xay ra chu yéu sau khi dung tramadol liéu cao hodc sau khi diéu tri dong thoi véi cac
thudce co thé gay ha ngudng co giat.

Réi loan chuyén héa va dinh dudng

Hiém gap: thay doi khau vi.

Khong xac dinh: ha duong huyét.

Réi loan tim than

Hiém gap: 40 gidc, 10 13n, réi loan gide ngu, lo 1ang. mé sang va ac mong. Nhirng phan (mg tam
ly bat loi nay ¢6 theé xay ra sau khi su dung thuoe, véi mire d6 va tinh chat khac nhau tuy theo
mdi bénh nhén va thoi gian diéu tri. Ching bao gdm nhimg thay déi vé tam trang (thuong 1a
hung phan. doi khi la kho chiu). thay déi vé hoat déng (thuong 1a giam, doi khi tang) va thay
doi veé kha nang nhan thire va cam giac (vi du: hanh vi quyét dinh. roi loan nhan thic).
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Su 18 thude vao thube co thé xay ra. Cac triéu ching di_én hinh cua héi ching cai thuée. tuong
tu nhu nhitng triéu ching xay ra trong qua trinh cai thudce phién, ¢6 thé xay ra nhu kich ddng.
lo lang. cAng thing. mét ngu, tang dong. run va céc triéu chimg vé tiéu héa. Cac tri¢u chimg
khac hiém gap khi ngimg st dung tramadol bao gbdm: hoang loan. lo au nghiém trong, ao giac.
di cam, 1 tai va cde triéu chimg than kinh trung wong bt thuéng (nhu nhdm 14n, mé sang. mat
nhan cach. mét tri. hoang tuong).

Réi loan vé miit

Hiém gap: co dong tir, mér mét. gian dong .

Réi loan hé hap, ngwe va trung thit

Hiém gap: suy hé hip. kho tho.

Khéng xac nhan: nac cut.

Néu dung lidu vurgt qua dang ké lidu dugc khuyén céo va ding dong thari véi cac chit (e ché
than kinh trung wong khéc, ¢6 thé xay ra suy ho hap. Tinh trang hen trdm trong hon da dugc
bao cdo. mic di nguyén nhén chua dugce xac dinh liéu ¢6 lién quan tdi viée dung thube.

Réi loan tiéu héa

Rét thudng gap: budn non.

Thudng gap: non. tao bon. khé miéng.

It gap: n6n khan. kich thich duéng tiéu hoa (c6 cam gidc cang trong da day, day hoi) tiéu chay.
Réi loan da va mé dudi da

Thuong gap: do mo hoi.

[t gap: céc phan tmg trén da (vi du: ngtra. phat ban. ndi may day).

Roi loan co xuwong va mé lién két

Hiém gap: véu van dong.

Réi loan gan mit

Trong mét vai truong hop ca biét, men gan tang da dugc bao cdo trong cung thai gian voi viée
su dung tramadol.

Roi loan thin va tiét ni¢u

Hiém gap: roi loan tiéu tién (kho tiéu va bi tiéu).

Réi loan ch ung va tai vi tri tiém thuéc

Thuong gap: mét moi

11. QUA LIEU VA CACH XU TRI

Qua liéu

Vé nguyén tic. nhiém déc tramadol ¢o cac triéu ching twong ty nhu cdc thude giam dau ¢ tac
dung trén than kinh trung wong khac (céc opioid). Céc triéu chimg nay bao gém co déng tu.
non, tryy tim mach, réi loan y thire dén hon mé, co giat va suy ho hap dan dén ngimg ho hép.
Cach xir tri

Cén ap dung cdc bién phap cap ciru thong thuémg. Thong khi duomg tho. duy tri ho hap va tuan
hoan tiy theo triéu chimg. Thude diéu tri suy ho hép la naloxone. Trong céc thi nghiém trén
dong vat, naloxone cho thay khang c6 tac dyng chira co giat. Trong nhiing truomg hop nhu vay,
nén tiém tinh mach diazepam.
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Trong truong hop nhiém doc duong udng, xir tri bang than hoat tinh hodc rira da day chi duogc
khuyén cdo trong vong 2 gitr sau khi ding qué liéu tramadol. Sau thai gian nay, viée xtr trf chi
¢6 tac dung trong trudmg hop nhiém ddc véi lidu dic biét cao hodc voi dang bao ché giai phong
kéo dai.

Tramadol duge loai bo rat it khoi huyét twong bang thim tich mau hoac loc mau. Do do. diéu
tri nhiém doc cp tinh do tramadol chi bing tham tach méu hay loc mau don thuan khong phai
la bién phép thich hop.

Hoi ching serotonin ciing da duoc béo céo.

12. PAC TINH DUQC LU'C HQC

Nhém dwge Iy: Hé than kinh trung uong, thudc giam dau gay nghién.

Ma ATC: N02AXO02.

Tramadol la thude giam dau opioid c6 tac dung trén hé than kinh trung uong. N6 1a mot chit
chi vin mét phan khéng chon loc trén céc thy thé opioid la p. k va d va ¢ ai luc cao hon véi
thu thé . Céc co ché khac gop phén vao tac dung giam dau cia né 1a Gc ché tai hép thu té bao
than kinh noradrenaline. va ting cuong phong thich serotonin.

Tramadol ciing c6 tac dung chéng ho. Trdi nguge véi morphine, cac lidu giam dau trong
khoang liéu rong cla tramadol khong gay suy ho hﬁp. Tramadol khéng anh huong dén nhu
dong rudt. Téc dung trén hé thong tim mach 1a rat it. Hiéu luc cua tramadol duge bao cao la
bang 1/10 dén 1/6 hié¢u lyc cua morphin.

Tré em ‘

Téac dung cua tramadol khi dang qua dudmg tiéu héa va duong tiém da duoc nghién citu trong
cac thur nghiém lam sang bao gdm hon 2000 bénh nhi & dé tudi tir so sinh dén 17 tudi. Cac chi
dinh diéu tri dau da duoc nghién ctru trong nhitng thir nghiém nay bao gdm dau sau phau thuat
(chu yéu la dau bung). sau khi phau thuat nhé rang, dau do gdy xuong. bong va chan thuong
cling nhu céc tinh trang dau khac yéu cau diéu tri giam dau trong it nhit 7 ngay.

O liéu don 1én dén 2 mg/kg hodc ¢ da lidu 1én dén 8 mg/kg/ngay (t6i da 400 mg/ngay), hicu
qua cua tramadol duge cho la vuot rdi so voi gia duge. 16n hon hodce bing véi paracetamol.
nalbuphine, pethidine hodc morphine & liéu thap. Nhing thir nghiém dwoc thue hién da xac
nhan hi¢u qua cua tramadol. 116 so an toan cua tramadol & nguoi 1ém va bénh nhi trén 1 téi la
trong ty nhau.

13. PAC TINH DUQC PONG HOC

Hon 90% liéu tramadol duoc hap thu sau khi ubng. Sinh kha dung tuyét ddi trung binh la
khoang 70%, khong phu thudc viéc c6 hay khéng diung cing thie an. Sy khac biét giira
tramadol duge hap thu va khéng duge chuyén hoa ¢6 18 1a do hiéu img chuyén hoa lin dau
thap. Chuyén hoa lan dau sau khi uéng tdi da 1a 30%.

Tramadol ¢6 ai luc véi md cao (V d. B =203 =40 1). Ty 18 lién két voi protein huyét tuong la
khoang 20%.

Sau khi dung tramadol ubng liéu don 100 mg dudi dang vién nang hoac vién nén cho o tinh
nguyén vién tré khoe manh. nong dé trong huyét tuong dugce phat phat hién trong khoang 15
dén 45 phit voi Cmax trung binh tir 280 dén 208 mcg/L va Tmax tir 1.6 dén 2 gio.

Tramadol di qua hang rao mau ndo va nhau thai. Mét luong rat nho cua chét nay va din xuat
O-desmethyl cua né duge tim thﬁy trong sira me (0.1% va 0.02% tuong tmg véi liéu dung).
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Thoi gian ban thai t1/2 la khoang 6 gio, khong phén biét duéng dung. O nhimg bénh nhén trén
75 tudi, thoi gian ban thai cé thé duoc kéo dai gép 1.4 lan.

O ngudi. tramadol duge chuyén héa chi yéu do qué trinh khir N-methyl va O-methyl va lién
hop céc san pham cua qua trinh khir O-methyl véi acid glucuronic. Chi ¢é chit chuyén hoa O-
desmethyltramadol c6 hoat tinh dugce ly. Cé sy khac biét dang ké vé sb lwong gitta cac chat
chuyén hoa khéc. Cho dén nay. 11 chit chuyén héa da duoc tim thdy trong nude tidu. Céc thi
nghiém trén dong vat di chi ra ring O-desmethyltramadol manh hon chat gbc 2 — 4 1dn. Thoi
gian ban huy (n = 6 tinh nguyén vién khoe manh) la 7.9 gio (dao dong trong khoang 5.4 - 9.6
gi®), xap xi v6i tramadol.

Sur tre ché mot hodc ca hai loai isoenzyme CYP3A4 va CYP2D6 tham gia vao sur bién doi sinh
hoc ctia tramadol ¢6 thé anh huong dén ndng do tramadol trong huyét tuong hodc chit chuyén
hoa cua no.

Tramadol vé cée chat chuyén hoa cta né duoc bai tiét gan nhu hoan toan qua than. 90% téng
liéu ding duge tim thiy trong nude tiéu. Trong trudmg hop suy giam chirc nang gan va than.
thoi gian ban hiy ¢6 thé kéo dai mdt chit. O nhimg bénh nhan bj xo gan, thoi gian ban huy la
13.3 £ 4.9 gio (tramadol) va 18.5 + 9.4 gi& (O-desmethyltramadol), thoi gian béan thai lan luot
1a 22,3 gi¢r va 36 gid da duge xac dinh trong truong hop bénh dic biét ning. O nhimg bénh
nhan suy than (d¢ thanh thai creatinin < 5 ml/phit), céc gia trila 11 + 3.2 gitr va 16,9 = 3 gio.
trong truomg hop dic biét ning, két qua lan lugt 1a 19.5 gid va 43.2 gio.

Tramadol c6 duoc dong hoc tuyén tinh trong khoang liéu diéu tri.

Mobi quan hé gitra ndng do trong huyét thanh va tac dung giam dau phy thudc vio liéu, nhung
thay doi dang ké trong cac truong hop ca biét. Néng dé trong huyét thanh 100 - 300 ng/ml
thuomg 1a hiéu qua.

Tré em

Dugc dong hoce cua tramadol va O-desmethyltramadol sau khi uéng mét lidu va nhiéu lidu déi
voi cac d6i tuong tir 1 tudi dén 16 tudi thuomg twong ty nhu & ngudi trudng thanh khi diéu
chinh lidu theo trong lugng co thé, nhumg mire do thay doi gitra cdc cé thé cao hon véi tré em
tir 8 tubi tré xubng.

O tré em dudi 1 tudi. duge dong hoc cua tramadol va O-desmethyltramadol da dugc nghién
clru, nhung chua duge mé ta day di. Thong tin tir cac nghién ctru bao gém nhom tudi nay cho
thdy ty 1¢ hinh thanh O-desmethyltramadol qua CYP2D6 tang lién tuc & tré so sinh va udce tinh
dat t0i muc do hoat dong CYP2D6 nhu o nguai trudng thanh khi té khoang 1 tudi. Ngoai ra,
he¢ th511g glucuronid hoéa chua hoan thién va chirc ning than chua hoan thién c6 thé din dén
viéc tich Ity va thai trir cham O-desmethyltramadol & tré dudi 1 tudi.

14. QUY CACH PONG GOI
Hop 2 vi x 10 vién nang.

15. PIEU KIEN BAO QUAN

Bao quan dudi 30°C trong bao bi gdc ctia thude.

16. HAN DUNG CUA THUOC

36 thang ké tr ngay san xual.
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https://trungtamthuoc.com/
17. TIEU CHUAN CHAT LUQNG

TCCS.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co so san xuét: Sofarimex — Industria Quimica e Farmacéutica, S.A.
Dia chi: Av. das Industrias — Alto do Colaride. Cacém. 2735-213, Portugal (B Pao Nha) ?




