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37,5 mg + 3285 mg POLTRAPA

7.5 mg + 325 mg, vién nén bao phim
Tramadol hydrachloride + Paracetamol

Reg. No./SBK VN-

Lot/Sé 16 SX-

10 vién nén bao phim

M&i vign nén bao phim chiva:

Hoat chit: 37 5 mg tramadol hydrochloride va 325 mg paracetamol

Td dwoc: vira di

Hép 1 vi x 10 vién nén bao phim

THUOC DUNG BUONG UONG

Chi dinh, chéng chl dinh, cach dung va cac théng tin khac: xin xem t& hwéng dan s dung kém theo.
Bao quan duwdi 30°C, tranh d 4m va anh séng.

Boc kj huedng dn sir dung tede khi ding

Dé xa tAm tay tré em

Xuat x7: Ba Lan
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Rux Thuéc bén theo don .
37,5 mg + 326 mg POLTRAPA
755 vnon o,

M&bi vién nén bao phim chira: |
Hoat chat: 37,5 mg tramadol hydrochloride va 325 mg paracetamol

Td durgre: vira dd

Hép 3 vi x 10 vién nén bac phim

THUOC DUNG BUONG UONG

Chi dinh, chéing chi dinh, cach ding va céc thdng tin khac: xin xem t& hwéng dan sir dung kém theo.
Béo quan dudi 30°C, tranh d6 &m va anh sang.

Boc k§ huréng dan str dung tnede khi ding

Pé xa tAm tay tré em

Xuét x: Ba Lan
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POLTRAPA
105 i i o o

37,5 mg + 325 mg, vidn nén bac phim
Tramadol hydrochkande + Paracelamol
| M8i vién nén bao phim chira:
Hoat chit: 37,5 mg tramadol hydrochloride va 325 mg paracetamal
Ta duwge: vira di
Hop 10 vi x 10 vién nén bao phim
THUOC DUNG BUONG UONG
Chi dinh, chdng chi dinh, cach ding va cac thang tin khac: xin xem i¢r hueding dan
str dung kém theo.
Bao quan duéi 30°C, tranh dd 4m va anh séng.
Boc ky hurdng dan sir dung tnedre khi ding
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MINIMUM PARTICULARS TO APPEAR ON BLISTERS OR FOIL PACKAGINGS
BLISTER

Polfarmex s.a. /hy

99-300 Kutno, ul. Jozefow 9

tel. 24 357 44 44, fax 24 357 45 45
NIP 775-000-17-11
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Thude ban theo don!
Boc ky hirdmg dan sir dung triede kfu' dung
Neéu cdn thém théng tin xin hol y kién bdc sy

POLTRAPA
Vién nén bao phim

Thanh phin:
Mai vién nén bao phim POLTRAPA chira:

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

Td dige: Cellulose, tinh bot da tidn gelatin héa, sodium starch glycolate (loai A), tinh bt
ngd, magié stearat.

Ta duoc bao: Opadry Yellow YS-1-6382 G (Hypromellose, titan dioxit (E 171), macrogol
400, yellow iron oxide (E 172), polysorbate 80), sép carnauba.

Dwoe lue hoe:

Nhém duge Iy: nhém thude két hop véi tramadol

M3 ATC: N02AX52,

Tramadol 13 thubc giam dau nhém opioid tic dung trén hé than kinh trung wong. Tramadol
la chét chil véin khéng chon loc thudn tay dbi vai cée thu thé opioid 1, 8, k va ¢6 i Iye cao
hon trén thy thé k. Co ché khic gép phin vio téc dung giam dau cua tramadol 13 irc ché sy
t4i hip thu noradrenalin va ting cudng giai phéng serotonin. Tramadol ¢é tac dung giam ho.
Khéng gibng morphin, khoang liu ¢6 tic dung giam dau cia tramadol khong lam suy ho
hip. Tuong ty, tramadol cling khéng 1am thay d6i nhu dgng dudmg tiéu héa. Anh hudng trén
hé tim mach néi chung l4 rat nhe. Hoat lyc ctia tramadol bing 1/10 dén 1/6 hoat lyc ciia
Morphin.

Chua biét co ché chinh xéc vé tic dung giam dau cia paracetamol, ¢6 thé lién quan dén tic
dung trén hé than Kinh trung vong va ngoai vi.

Poltrapa dugc phan loai 1a thudc giam dau bic II theo thang chi dinh diéu tri dau cta Té
chirc y té Thé giéi va phai duge diing theo don ciia béc s¥.

Dwge dong hoce

Tramadol duoc diing dudi dang ddng phan hdn hop racemic. Dong phan hity tuyén, ta tuyén
va chét chuyén héa M1 ciia tramadol déu _hign di¢n trong mau. Méc du tramadol duge hip
thu nhanh sau khi udng nhung né vin hip thu cham hon (va thai gian ban thai 1&u hon)
paracetamol,

Sau khi ubng liu don vién nén tramadol/paracetamol (37,5mg/325mg), ndng dd dinh trong
huyét twong cia (+)-tramadol/(-)-tramadol 13 64,3/55,5 ng/m] va cla paracetamol 14 4,2
pg/ml dat dugce sau thoi gian tuong Ung 14 1,8 gid va 0,9 gio. Thoi gian ban thai trung binh
cua (+)-tramadol/(-)-tramadol 13 5,1/4,7 gid va cla paracetamol 13 2,5 gio.

Trong cac nghién ciru dugc ddng hoc trén ngudi tinh nguyén khdée manh sau khi udng liéu
don va liéu lap lai Tramadol hydrochlondefParacetamol khong thay c6 sy thay ddi dang ké
trén l&m sang vé cac thong sb dugc dong hoc clia timg hoat chit so véi khi dung tirng hoat
chit riéng r&.

Hdp thu

Tramadol & dang racemic dugc hép thu nhanh chéng va gin nhu hoan toan sau khi udng.
Sinh kha dung tuyét déi trung binh cua lidu don 100 mg x4p xi 75%. Sau khi ding lidu 1ap
lai, sinh kha dung tang 1én va dat gén 90%.

Sau khi udng Poltrapa, paracetamol dugc hip thu nhanh, gin nhu hoan toan va X4y ra chi
yéu & rudt non, Ndng dd dinh trong huyét twong cia paracetamol dat dugc trong 1 gi¢r va
khéng bi anh hudng boi viée ding chung véi tramadol.

Thirc &n khong anh hudng dén mirc d va toe dé hdp thu cta tramadol hodic paracetamol. Vi
viy ¢6 thé uéng Poltrapa tai bit ky thdi diém nao cia bira 4n.

Phdn bo

Tramadol ¢6 i lyc voi mo cao (Vap=203 + 40 I). Ty 18 lién két v&i protein huyét tuong
khoang 20%. Paracetamol phan b6 rong & hau hét cdc mo cia co thé trir mé md. Thé tich
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protein huyet tuong.

Chuvén héa

Tramadol dirge chuyén héa manh sau khi udng. Khoang 30% thudc duge thai trir qua nurde
tiéu dudi dang khong thay ddi, trong khi d6 khoang 60% thubc dugc thai trir dudi dang céc
chét chuyén héa,

Tramadol duge chuyén héa théng qua qud trinh khir O-methyl (xdc tdc bdi enzyme
CYP2D6) thanh chit chuyén hoa MI, thdng qua qua trinh khir N-methyl (xtc tic bai
enzyme CYP3A) thanh chét chuyén héa M2. M1 dugc chuyén héa tiép théng qua qua trinh
khir N-demethyl va lién hop véi acid glururonic., Thdi gian ban thai trong huyét tuong ciia
M1 la 7 gid. Chét chuyén héa M1 ¢é tic dung giam dau manh hon thubc gbe. Nong d6 trong
huyét trong clia M1 thap hom vai 13n so véi tramadol va déng gép vao tac dung lam sang
gin nhir khéng déi khi diing da lidu.

Paracetamol dugc chuyén hoa chi ydu & gan qua hai con dudng chinh: glucuronic héa va
sulphat hoa. Con dudng sulphat hoa nhanh chéng duge bao hda tai lidu cao hon lidu didu tri.
Mt phan nho (dudi 4%) duge chuyén héa bai cytochrom P450 thanh chét trung gian ¢0
hoat tinh (N-acetyl benzoquinoneimine). Dudi diéu kién sir dung binh thudng, chat chuyén
héa nay nhanh chong duge loai bd téc dung bing céch giam glutathione va bai tiét qua nudc
tidu sau khi lién hop véi cysteine va acid mercapturic. Tuy nhién, khi sir dung qua liéu mét
lugmg 16n thude, lugng chét chuyén héa nay sé& ting Ién.

Thai tri

Tramadol va chét chuyén héa ciia n6 thai trir chd yéu qua thin., Thoi gian bdn thai cua
paracetamol 13 khodng 2 dén 3 gio & ngudi 16n, ngin hon & tré em va dai hon mot chut &
bénh nhan xo gan va tré so sinh. Paracetamol dugc thai trir khoi co thé chi yéu bing cach
két hop vai glucoronic va sulphat tity thude vao liéu ubng. Dudi 9% lidu paracetamol dugc
thai trir dudi dang khéng dbi qua nuée tiéu. Thoi gian bén thai clia ca 2 hoat chét déu bj kéo
dai hon & bénh nhén suy thén.

Chi dinh

Poltrapa duge chi dinh dé didu tri triéu chimg cdc con dau tir trung binh dén ndng.

Poltrapa nén dugc sir dung gidi han & nh&ng bénh nhan dau vira dén nang cin phai ding két
horp tramadol va paracetamol.

Liéu luong va cich din

Lidu lugng

Newoi lon va tré em trén 12 tu6i

Poltrapa nén dugc sir dung gi6i han & nhimg bénh nhén dau vira dén ning cin phai ding két
hgp tramadol va paracetamol.

Liéu phai duge diéu chinh dya trén cudng 46 dau va dap mg ctia tirng bénh nhan.

Liéu khoi dau khuyén céo 14 2 vién Poltrapa. C6 thé ding liéu bd sung néu cin thiét nhung
khéng dugc qué 8 vién (tuo*ng duong 300 mg tramadol va 2600 mg paracetamol) mt ngay.
Khoang thdi gian giita 2 14n ding thude khéng dugce ft hon 6 gid.

Du trong bit ky trudng hop nao ciing khdng ding Poltrapa 1au hon thi gian thuc sy cén
thiét, Néu phai dung Iap lai hodc ding kéo dai Poltrapa do ban chit vi mirc 46 nghiém trong
ctia bénh thi phai tlen hanh theo d3i thudmg xuyén, cdn thin dé danh gi4d mic do can thiét
cla viée diéu tri tiép.

Tré em diedi 12 tuoi

D$ an todn va hiéu qua cia Poltrapa chua dugc thiét 14p & tré em duéi 12 tubi. Do d6
khuyén cdo khéng ding thudc cho nhém bénh nhan nay.

Newoi gia

Liéu théng thudng c6 thé dugce sit dyng rnéc di can phai cha y r.’;’mg thoi gian bén thai cua
tramadol ¢ ngudi tinh nguyén trén 75 tudi tang 17% sau kh1 udng. Khuyén cdo ring thdi
gian glua 2 lan ding thudc & nhimg bénh nhén trén 75 tudi khong duge it hon 6 gidr vi co
thanh phin tramadol.

Suy thdn

Vi thudc ¢6 chira tramadol nén khuyén céo khéng sir dung Poltrapa cho bénh nhén suy than
(thanh thai creatinin < 10 ml/phut). Trong trudmg hop suy thdn vira (thanh thai creatinin tir
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10-30 ml/phit), khoéng thdi gian gitta 2 lan dung thudc tang [&n 12 gid. Vi tramadol thai trir
rat chdm thong qua tham tdch mdu hoic loc mau nén sau khi tham tach méu thudng khong
phai dung thém thudc dé duy tri tac dung giam dau.

Suv gan

Khong st dun% Poltrapa cho bénh nhan suy gan ning. Trong trudng hgp suy gan vira thi
phai xem xét can than kéo dai khoang thdi gian gira 2 1an ding thude.

Duong ding

Thubc ding dudng udng.

Thubc phai dugc ubng nguyén vién véi mot lugng nudc di, khong duge bé hodc nhai vién
thudc.

Chfmgﬁ chi dinh
- M3an cam véi hoat chét hogc bt k¥ t4 dugc nao cua thube. )
- Céc trudng hop ngd ddc cép tinh do rugu, thude ngt, thude giam dau trung uong, thude

huéng than hodc thube nhém opiod.

- Bénh nhén dang sir dung IMAO hodc trong vong 2 tuéin sau khi ngung thudc.

- Bénh nhén suy gan n3ng. '

- Dong kinh khong kiém soét dugc.

Cénh béao va than trong

Cinh bdo

- Ngudi 16n va tré em trén 12 tudi khong duge ding qua liéu t6i da 8 vién Poltrapa. Dé
trénh qua liéu vo ¥, bénh nhan phai dugc khuyén khong dung qué liéu khuyén céo va
khong dung ddng thoi v&i bit ky cac thude khac c6 chira paracetamol (ké ca thubc
khéng ké don) hodc tramadol hydrochloride ma khong ¢6 sy huéng dan cia béc si.

- Khuyén céo khong dung Poltrapa cho bénh nhén suy thin ning (thanh thai creatinin <
10 ml/phut).

- Khéng diing Poltrapa cho bénh nhan suy gan nang. Nguy hiém do qué liéu paracetamol
I6n hon & nhitng bénh nhédn bi xo gan khdng phai do rugu. Trong trudng hgp suy gan
vira, phai xem xét cin thén kéo dai khoang thoi gian gitra 2 1in dung thube.

- Khuyén céo khéng ding Poltrapa cho bénh nhén suy hd hp ning.

- Tramadol khéng phi hop dé lam thudc thay thé cho nhimg bénh nhan phu thudc opioid.
Mic du, 1a mot thude chu van opioid nhung tramadol khéng thé ngin dugc nhing triu
chirng xay ra do ngirng duing morphin.

- Hién tugng co giat dd dugc bdo cédo & nhimg bénh nhan dugc diéu tri tramadol d& bj
dong kinh hoic diing c4c thudc khac 1am giam ngudng ddng kinh, dic biét 1a céc thube
irc ché tai hép thu serotonin ¢4 chon loc, thudc chéng trdm cam 3 vong, thubc chéng
loan thin, thubc giam dau trung wong, thudc gdy té tai chd. Chi sit dung Poltrapa cho
nhitng bénh nhan dong kinh duogc kiém soat bing phuong phdp diéu tri hosic nhirng
bénh nhan dé bi dong kinh khi bit budc. Hién tugng co gidt da dugc bdo cdo & nhing
bénh nhan diéu tri tramadol & muc lidu khuyén cdo. Nguy co co giat tang khi liéu dung
vugt qua gidi han trén cla liéu khuyén céo.

- Khuyén céo khéng sir dung ddng thdi véi cac thudc chii van — dbi khang opioid
(nalbuphin, buprenorphin, pentazocin).

Thin trong khi ding

- Thén trong khi dung Poltrapa cho nhitng bénh nhén phu thudc opioid hoic chin thuong
so ndo, d& bj dong kinh, réi loan dudng mét, dang trong tinh trang séc, tinh trang anh
hudng dén sy tinh tdo ma khong rd nguyén nhan, cé nhitng téc nhan anh hudng dén
trung tdm hé hép hodc chirc ning hd hip, hoic ting ap lyc ndi so.

- Qua liéu paracetamol c6 thé gay nhiém ddc gan & mdt s6 bénh nhan.

- Tai liéu diéu tri, tramadol c6 thé gy ra nhing triéu ching cai thudc. Hiém khi c6
trudng hop phu thuge va lam dung thudc duge béo cdo.

- C6 thé xay ra c4c tri¢u chimg do ngimg thudc tuong tyr v6i céc tridu chimng xuét hién khi
ngimg diing thudc opioid.

- Trong mot nghién ciru, d c6 bdo cdo vé viéc sir dung tramadol két hgp v&i enfluran va
nito oxit khi gy mé toan thén lam ting kha niang bgnh nhén tinh lai trong khi md. Cho
dén khi c6 thém thdng tin, trdnh sir dung tramadol trong gdy mé murc do nhe.
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Phu nir ¢6 thai va phu nir cho con bu
Phy nir cd thai
Vi Poltrapa 1 dang thudc két hgp chira tramadol nén khong duge sir dung thudc trong thoi
ky mang thai.
Paracetamol
Cac nghién ciru dich t& hoc trong thai ky dd cho thdy khong c6 tic dung c6 hai vi
paracetamol dugc ding theo lidu khuyén cédo nhung bénh nhan phai tuan theo sy huéng din
cua béc si.
Tramadol
Chua c6 dir liéu diy du vé viéc sir dung tramadol & phy ni¥ ¢6 thai. Tramadol qua dugc hang
rao nhau thai, sir dung thubc kéo dai trong thoi ky mang thai c6 thé gdy ra triéu chimg cai
thuSc & tré so sinh. Vi vy, khong nén sir dung thu6c trong thdi ky mang thai.
Tramadol dung trudc hodc trong khi sinh khoéng lam anh hudng dén sy co bép tir cung.
Thudc c6 thé gy ra nhirng thay dbi vé cudong dd hd hap, thuomg khéng lién quan dén lam
sang & tré so sinh.
Phy nir cho con bu
Vi Poltrapa 1a dang thudc két hop chira tramadol nén thuSc khong nén dugc tiéu ho4 trong
théi ky cho con ba.
Paracetamol
Paracetamol dugc bai tiét qua sita me nhung v6i lugng khong déng k& vé mat 1am sang. Cac
dir lidu da dugc cong bd hién c6 clia paracetamol khong chéng chi dinh thube cho phu nir
cho con bu.
Tramadol
Mbt lugng nho tramadol va céc chét chuyén hoéa cia n6 duge tim thdy trong sira me. Tré so
sinh ¢6 thé tiéu hoa 0,1% lidu thudc da ding cho ngudi me. Khong nén dung tramadol
hydrochloride trong th&i gian cho con bu.
Anh huéng 1én kha niing 14i xe va vin hinh méy méc
Poltrapa c6 thé gay budn ngi do d6 c6 thé anh hudmg dén kha ning l4i xe va van hanh may
méc an toan. Néu cam thdy mét va budn nga thi bénh nhan khong nén 14i xe hay vén hanh
may moc.
Tac dung khéng mong mudn
Nhitng tdc dung khéng mong muén thuomg dugc bdo cdo nhét trong céc thir nghiém ldm
sang véi dang két hop paracetamol/tramadol 1 budn nén, chéng mit va budn ngu. Nhitng
téc dung phu ndy dugc quan sat thay trén hon 10% sb bénh nhan.
Trong mdi nhém tin sudt, cic tic dung khong mong mubn duge trinh bay theo thir ty giam
dan mirc d6 nghiém trong.

Co quan Rét phd bién | Phd bién | Khong phd bién | Hiém Rt hiém
=1/10) (=1/100 - <1/10) | (=1/1000 - | (>1/10 000 - | (<1/10 000)
<1/100) <1/1000)
ROi _loan nhim lan, thay | trdm cam, 4o giac, | phu  thudc
tdm than déi tam trang (lo | & mong, mét tri | thudc
lang, cang | nhé
thing, hung
phdn), réi loan
gidc ngl
R4i loan hé [ chéng  mat, | dau ddu, run rdy | co thdt co, dicam, | mat  dieu
than kinh | budn ngu U tai hoa, co giat
ROi  loan nhin m&
mat
R6i  loan ting huyét 4p,
tim mach danh tréng nguc,
nhip tim nhanh,
L loan nhip tim
| Réi loan ho khé tho
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hip, nguc
va trung
thét '
R6i  loan | budn non noén, tdo bon, | khé nudt, phin
tiéu hoa khé miéng, dau | den

bung, tiéu chay,

kho tidu, ddy hoi
Roi loan da dé md héi, nglra | phan tmg da (phat
va md dudi ban, ndi mé day)
da
Roi  loan albumin niéu, rdi

thin va tiée
niéu

loan tiéu tién (kho
tiéu, bi tiéu)

R6i  loan run rdy, néng
toan  thén birng mit, dau
va tai chd nguc

dung

Nghién ciru ting transaminase

gan

Mic di khéng quan st thiy trong cac thir nghiém lam sang nhung khéng thé loai trir sy
xuft hién cua nhimg tac dung phy dugc biét 1a c6 lién quan dén viée dung tramadol hofic
paracetamol sau ddy:
Tramadol
- Ha huyét ap tu thé, nhip tim chm, truy tim
- Theo d&i sau khi luru he‘mh thude cta tramadol d2 cho thdy nhimg thay dbi hiém gap v& tac
dung ciia warfarin, bao gdm c ting thdi gian prothrombin.
- C4c truémg hop hiém gip: phan u‘ng dj ung vél c4c triéu chung hd hép (khé thd, co thit
phé quan, thér kho khe, phit mach thin kinh) va sbc phan vé.
- Céc trudmg hop hiém gip: thay ddi cam gidc ngon miéng, yéu van dong, va suy hd hép.
- Céc téc dung phu trén tam than c6 thé xay ra sau khi sir dyng tramadol va khac nhau véi
timg bénh nhan vé cudng do va tinh chit (phy thudc vao tinh cdch va thisi gian ding thubc).
Nhitng tdc dung phy nay bao gdm thay ddi tim trang (thudmg 12 phin chén, thinh thoang khé
&), thay déi trong céc hoat déng (thuﬁmg bi {rc ché, thinh thoang ting hoat dong) va thay ddi
trong kha néng nhan thirc va cam giée (ri loan nhan thirc hanh vi quyét dinh).
- Pa ¢6 bdo cdo vé vise bénh hen tré ning hon mic dit mbi quan hé nhan qua chua dugc
thiét lap.
- Céc tridu chung cai thubc tuong ty nhur cac triéu chimg. Xudt hlen khi ngimg str dung thube
opioid c6 thé xay ra nhu sau: kich dng, lo léng, céng thing, mét ngu, ting déng, run va céc
tri¢u chimg vé tiéu héa. Céc trlf;u ching hiém khi xay ra khi ngung dét ngdt tramadol
hydrochlorlde 1a hoang loan, lo ldng nghiém trong, o gi4c, di cam, 0 tai va céc tridu ching
bat thudmg trén hé than kinh trung uong.
Paracetamol
- Céc tac dung phy do paracetamol rat hiém gip nhung qué man bao gbm ca phat ban da ¢6
the xay ra. D3 ¢6 nhﬂ‘ng bédo cdo vé rbi loan tao mdu bao gbm giam tidu cdu va giam bach
cAu hat, nhing didu dé c6 thé khéng lién quan dén paracetamol.
- Pa c6 mgt vai béo cdo cho thiy paracetamol cé thé lam giam prothrombin méu khi dung
dbng thoi véi cac thude tuong tu warfarin. Trong cédc nghién clu khic, théd gian
prothrombin khéng bi thay déi.

Théng bdo cho bdc s§ nhitng tdc dung khing mong mucn gdp phai khi dimg thudc!
Twong tic thube
Chong chi dinh ding dong thoi véi:
- Cdc thuoc e ché MAQ khing chon loc: nguy co xay ra hi ching serotonin (tiéu chay,
nhjp tim nhanh, va mé héi, run rdy, 1i 1n, thdm chi hon mé).
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- Cde thude vec ché chon lpe MAO-A: ngoai suy tir cac thudc e ché MAO khéng chon Ioc,

nguy co xay ra hdi ching serotonin (tiéu chay, nhip tim nhanh, va méd hoi, run rdy, In lan,

thdm chi hén mé).

- Cdc thudc trc ché chon lpc MAO-B: cic triéu chimg kich thlch thin kll‘lh trung Juong c6 thé
géy ra hdi chimg serotonin (tiéu chdy, nhip tim nhanh, va md héi, run rdy, Ia an, tham chi
hoén mé).

Trong trudng hop vira méi didu trj véi cac thubc dc ché MAQ, phai nghi 2 tudn trude khi
bt ddu diéu tri véi tramadol.

Khuyén cdo khbng ding dong théi véi:

- Rurgu: 1am ting tac dung an than cla céc thudc giam dau opioid, anh hudng dén sy tinh tdo
lam cho v1f;c lai xe va van hanh médy moc c6 thé tré nén nguy hiém, do dé tranh sir dung céc
d6 udng cé cbn va céc thude khic chira alcohol.

- Carbamazepine va cde thude cam tmg enzym khdc: nguy co 1am giam hiéu qua va thoi
gian tdc dung cba thude do 1am gidm néng do tramadol trong huyét tuong.

- Cdc thudce doi khang — chii vdn opioid (buprenorphin, nalbuphin, pentazocin): 1am giam
tac dung giam dau do tac dung trc ché canh tranh & c4c receptor, cling véi nguy co X3y ra
héi chimg cai thube.

Thin trong khi ding dong thoi véi:

- Trong vai trudng hop ¢6 lién quan dén hdi chiimg serotonin khi két hgp véi tramadol véi
cde thubc tic dung trén hé serotoninergic nhu céc thude e ché tai hdp thu chon loc
serotonin (SSRIs) va cac thude nhém triptan. Céac déu hiéu cia hdi chirng serotonin ¢6 thé la
14 13n, kich dong, sbt, va md hoi, mit didu hoa, ting phan xa, rung gidt co va tiéu chay.

- Cdc ddn chdt opioid khdc (bao gdm ca céc thudc tri ho va cac phuong phép didu trj thay
thé), céc thudc benzodiazepin va barbiturate: ting nguy co suy hd hip, c6 thé din dén r
vong & mot vai trudmg hop dung qua liéu.

- Cdic thudc e ché hé than kinh trung wong khde, nhu céc din chét 0p101d khac (bao gdm ca
cdc thube trj ho va céc phuong phap didu trj tha thé), céc thudc benzodiazepine,
barblturatc, cac thude chdng lo du khéc, thude ngu, thuodc chéng trim cam cd téc dung gidm
dau, thudc khéng histamin c6 téc dung giam dau, thudc an thin, thube ha huyet ap tac dung
I&n hé than kinh trung wong, thalidomide va baclofen. Nhimg thudc nay c6 thé lam ting tac
dung tc ché thén kinh trung uong, Vige anh hudng dén sy tinh tdo lam cho viée l4i xe v
vén hanh may moc c6 the tr& nén nguy hiém.

- Theo nguyén tic y té, phai dinh ky danh gi4 thdi gian prothrombin khi ding ddng thoi
Poltrapa v&i cde thudc twong tic warfarin do ¢d nhirng bdo cdo ting INR (international
normalized ratio - chi s6 binh thudmg quéc té).

- Cdc thudc i ché CYP344 khde, nhu ketoconazol va erythromycin ¢6 thé trc ché chuyén
héa tramadol (khir N-methyl) ¢fing nhu chuyén héa cua chét chuyén hoéa khir O-methyl c6
hoat tinh. Tam quan trong 1am sang cua turong tic ndy vin chua du’o‘c nghién ciru.

- Cée thudc lam g:am nguong dgng kinh, nhu bupropion, cdc thudc trc ché tai hdp thu chon
loc serotonin, thudc chong trim cam 3 vong va thudc an thin. Sur dung ddng thdi tramadol
v6i nhitng thube nay cé thé tang nguy co dong kinh. Téc d6 hip thu caa paracetamol ¢6 thé
tang boi met0010pram1d hodc domperldon va glam bdi cholestyramm

- Trong mdt s6 it nghién ciru vé& viée diing thude chong non, d5i khang thy thé 5-HT3 trude
va sau khi phau thudt, ondansetron 1am ting nhu ciu sir dyng tramadol & nhimg bénh nhin
bi dau sau mo.

Dir liéu an todn tidn lim sang

Chua ¢6 nghién ciu tién 1am sang ndo dwgc thye hién véi dang két hop ndy (tramadol va
paracetamol) dé danh gid kha nang giy ung thu, dot bién gen va anh hudng dén kha nang
sinh san.

Khéng quan sét thiy kha ning gdy quai thai do thubc & thé hé con clia chudt duge cho ubng
dang két hop tramadol/paracetamol.

Dang két hop tramadol/paracetamol dé dugc chimg minh 14 gay dfc cho phdi thai va thai nhi
chudt tai lidu gay déc cho chudt me (50/434 mg/kg tramadol/paracetamol), gip 8,3 14n lidu
diéu trj tbi da & ngum Khong quan sat thiy kha nang gy quai thai tai liéu nay. Ddc tinh
trén phdi va thai nhi din ¢én giam trong huong thai nhi va ting ty 1& bi du xwong sudn. Céc
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lifu thdp hon (10/87 va 25/217 mg/kg tramadol/paracetamol}-gay dgc tinh cho chudt me it

nghiém trong hon thi khéng géy doc cho phdi thai va thai nhi.

Céc két qua xét nghiém dot bién gen tiéu chuan khong cho thiy nguy co gy dge tinh gen
cua tramadol trén ngudi.

Cic két qua xét nghigm ung thu khong cho thay nguy co tiém tang cia tramadol trén ngudi,
Cac nghién ciru trén dong vat voi tramadol d chéng minh réng tai licu rit cao, tramadol anh
hudng dén sy phat trién cia cic co quan, sy ¢t héa va sy tir vong cia con con lién quan dén
ddc tinh trén con me. Kha nang sinh sdn va sy phat trién cia con con khong bj anh hurdng.
Tramadol qua dugc nhau thai. Khéng quan sat thdy anh huong trén khé nang sinh san sau
khi cho chudt dye udng lidu tramadol 1én dén 50 mg/kg va cho chudt c4i ubng liéu tramadol
1én dén 75 mg/kg.

Nhimg nghién cira md rong cho thiy khong c6 biing chitng vé nguy co gdy dc tinh gen lién
quan dén paracetamol & liéu diéu trj (lidu khéng gdy ddc). : 4 '
Nhimng nghién ctru dai han & chudt céng va chudt nhét cho thdy khong c6 bidng chimg vé
nguy co gy ung thu lién quan dén paracetamo! & liéu khong gy ddc cho gan.

Cho dén nay céc nghién ctru trén dong vét va kinh nghiém sir dung thue rong rai trén ngudi
khdng cho thiy bing chirng vé ddc tinh Ién kha ning sinh san.

Qua liéu va xir tri:

Poltrapa la thudc phéi hgp da thanh phin, Cic triéu chimg qué liéu bao gdm nhimg déu hidu
va triéu chimg ngd ddc tramadol, paracetamol hodc ¢4 hai,

Triéu chimg qud lidu tramadol

V& nguyén téc, céc triéu chirng ngd dde tramadol cling twong ty nhu céc triéu chimg ngd doc
céc thude giam dau téc dung trén hé thin kinh trung wong khéc. Nhitng tridu chimg ndy bao
gém co déng tu, nén, suy tim mach, rdi loan y thirc din dén hén mé, co gidt va suy hd ha‘tp
dZn dén ngat tho.

Triéu chimg quda liéu paracetamol

Pic biét quan tdm dén cac triéu ching qua liu & tré nhd. Céc triéu chimg qui lidu
paracetamol trong 24 gi&r du 12 xanh xao, budn ndn, ndn, chan 4n va dau byng. Hoai tir gan
c6 thé xuét hién sau khi uéng qué lidu 12 dén 48 giv. Nhimg bt thurdmg trong chuyén héa
glucose va acid c6 thé xdy ra. Trong trudng hop ning, suy gan cé thé din dén bénh ndo, hon
mé va chét. Suy than cdp va hoai ti dng than cip c6 thé phat trién ngay ca khi khong c6 tdn
thuong gan nghiém trong. Réi loan nhip tim va viém tuy da duge béo céo.

Tén thuong gan c6 thé xay ra & nhitng ngudi 1ém udng tir 7,5 dén 10 g paracetamol hojc
hon. Cén lwu ¥ ring, lidu vuot qud kha niing giai doc (paracetamol thudng duoe giai doc
hoan toan biing glutathione khi udng lidu thong thudmg), s& lién két khong thudn nghich vai
cdc mo ¢ gan.

Diéu tri cdp citu

- Chuyén ngay dén don vi dic biét.

- Duy tri chire nang ho hip va tun hoan.

- Truée Khi bt du diéu tri, iy miu méu cang sém cang tdt ngay sau khi qué liéu dé djnh
lugng ndng d8 paracetamol va tramadol trong huyét twong va dé thuc hién cac xét nghiém
gan.

- Tién hanh cdc xét nghiém gan tai thoi diém bj qua 1idu va 13p lai m3i 24 gio. Céc enzyme
gan (ASAT, ALAT) thudng ting, nhung s& trd lai binh thudng sau 1 hojc 2 tudn.

- Lam rdng da day biing cach kich thich gay nén bénh nhan (khi bénh nhén con y thic) hodic
rua da day.

- Diu tri hd trg nhu: duy tri théng khi, duy tri chirc ning tim mach, naloxon dugc dung d&
hdi phuc suy hé hip, chodng nght c6 thé duge kiém soat boi diazepam,

- Tramadol dugc thai trir khoi huyét thanh t6i thiéu qua thdm tich m4u va loc méu. Do dé,
néu chi ding phuong phép thim tach mau hojc loc méu dé giai doc cdp tinh Poltrapa thi
khéng phi hop.

Diéu trj ngay l4p tirc 12 cin thiét khi x& Iy qué lidu paracetamol. Dt khong ¢4 nhirng tridu
chimng ban dau nghiém trong, bénh nhén cling phai dwge chuyén khin cip dén bénh vién d&
cham séc y té ngay ldp tirc va phai rira rudt bat k¥ bénh nhan ngudi [6n hojc thanh thiéu
nién ndo udng > 7,5 g paracetamol holic bit k¥ tré nao ubng > 150 mg/ke paracetamol trudc
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d6 4 gidr. Néng d¢ paracetamol trong méau phai dugc xdc dinfr sau khi qu4 lidu 4 gitr dé c6
thé dénh gi4 nguy co phét trién ton thuong gan (thong qua bidu db qua liu paracetamol).
Bién phdp tiém tinh mach N-acetylcysteine (NAC) 12 bién phép c6 lgi nhat khi bit dau diéu
tri trong vong 8 gid sau khi bj qué liéu. Tuy nhién, NAC van nén dugc sir dung cho trudmg
hop thdi gian qué liéu hon 8 gid va nén tiép tuc dugce sir dung trong subt qué trinh diéu trj.
Phai bit ddu didu tri NAC ngay lap tirc khi nghi ngd qué liéu mot lugng 1én. Céc bién phap
hd trg chung phai ludn cé sin.
Khéng phy thude vao lugng thubc paracetamol da uéng, thubc giai dgc paracetamol NAC,
phai dugc udng hoic tiém tinh mach cang sém cang tot va néu c6 thé, thi nén diéu trj trong
vong 8 giv sau khi bj qu4 lidu.
Trinh bay: Hp 1 vi x 10 vién nén bao phim.
Hop 3 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.

Han ding: 36 thang ké tir ngay san xult. Khong dimg thudc da qua han in trén bao bi.
Tiéu chugn' Nha san xuét '
Bio quan: Bio quan dudi 30°C, tranh 4m va 4nh séng. D¢ xa tam tay tré em.
Nha sdn xuit:

POLFARMEX S.A.

9 Jézeféw Street, 99-300 Kutno, Ba Lan.

Polfarmex s.a.

99-300 Kutno, ul. Jézefow 9

tel. 24 357 44 44, fax 24 357 45 45
NIP 775-000-17-11
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