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Thanh phan: M&i vién nang chira
Tramadol hydroclorid...37,5mg
325mg

Composition: Each capsule contain:
Tramadol hydroclorid...37,5mg
Paracetamol...........c.sssssies 325mg P tamol
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Vién nang cimg

NEWNALGINE
Céng thikc bao ché cho 1 vién:
Paracetamol 325mg
Tramadol hydrochlorid 37,5 mg.
Té dugce : Avicel, Tinh bt my, PVP , Talc, Magnesi stearate vira du 1 vién,

Dugce lye:

Tramadol 1a thudc giam dau trung wong. t nhit xay ra 2 co ché, lién két ciia chét gbc va chét chuyén hoa hoat tinh
v6i thu thé p-opioid receptor va trc ché nhe tai hip thu cia norepinephrine va serotonin

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) 4 chdt chuyén héa c6 hoat tinh cuia phenacetin, la
thudc giam dau - ha s6t hitu higu c6 thé thay thé aspirin; tuy vy, khac v6i aspirin, paracetamol khéng c6 higu qua
diéu trj viém. Vi liéu ngang nhau tinh theo gam, paracetamol c6 tac dung giam dau va ha st twong ty nhu aspirin.
Paracetamol 1am giam than nhiét & ngudi bénh sdt, nhung hiém khi lam giam than nhiét & ngudi binh thudng.
Thubc tac dong 1én ving dudi dbi gay ha nhiét, toa nhiét ting do gidn mach va tang luu lugng mau ngoai bién.
Paracetamol, véi lidu diéu tri, it tdc dong dén hé tim mach va hd hdp, khong lam thay ddi can bang acid - base,
khéng gay kich tng, xudc hodic chiay mau da day nhu khi ding salicylat, vi paracetamol khong tac dung trén
cyclooxygenase toan théan, chi tic déns dén cyclooxygenase/prostaglandin ciia h¢ than kinh trung wong.
Paracetamol khong c6 tac dung trén tiéu cau hodc thoi gian chay mau.

Khi dung qué liéu paracetamol mot chit chuyén héa 1a N - acetyl - benzoquinonimin gay ddc ning cho gan. Liéu
binh thudng, paracetamol dung nap tét, khong c6 nhiéu téc dung phu ctia aspirin. Tuy vdy, qué liéu c4p tinh (trén
10 g) lam thuong tdn gan gdy chét ngudi, va nhimg vy ngd doc va tr vén bing paracetamol d ting 1én mdt cach
dang lo ngai trong nhing nam gan day. Ngoai ra, nhiéu ngudi trong d6 c6 ca thay thude, duong nhu khéng biét téc
dung chong viém kém ctia paracetamol.

Khi d4nh gia trén ddng vét & phong thi nghi¢m, sy phéi hop tramadol va paracetamol cho thdy c6 tac dung hop
luc.

Cidc ddc tinh dwgc dgng hoc: ;

Hép thu: Sinh kha dyng hoan toan trung binh ctia tramadol hydroclorid khoang 75% sau khi uong 100mg tramadol.
Hép thy nhanh paracetamol x4y ra nhanh & dudng tiéu héa. Ubng tramadol va paracetamol cing vdi thirc &n khong
¢6 su thay dbi nao vé& ndng do dinh trong huyét twong hay mirc d9 hép thu cia tramadol hodic paracetamol, vi thé
¢6 thé udng Newnalgine ma khéng phai phu thude vao bira an.

Phan bé: Thé tic phan bé ciia tramadol sau khi tiém tinh mach liéu 100mg trén nam va nir tuong tmg 12 2,6 va 2,9
L/kg. Khoang 20% tramadol lién két véi protein trong huyét tuong.

Paracetamol duge phn bd rong, hdu hét cac m ciia co thé trir md md. Thé tich phén b6 khoang 0,9 L/kg. Mot ty
1 nho (khoang 20%) paracetamol lién két véi protein.

Chuyén héa: Tramadol dugc chuyén héa béng nhidu cach, trong d6 c6 CYP2D6. Paracetamol dugc chuyén héa
chu yéu & gan bing co ché dong hoc bic nhit va theo 3 cdch riéng biét: két hop véi glucoronide; két hop véi
sulfate; oxy héa théng qua enzyme cytochrome P450.

Thai trir: Tramadol va chét chuyén héa ciia n6 duge thai trir chi yéu qua than. Thoi gian ban thai cua tramadol va
chét chuyén héa c6 hoat tinh clia né twong tmg khoang 6 va 7 giv. Thoi gian ban thai cia paracetamol khoéang 2
dén 3 gid & ngudi 16n, ngén hon mét it & tré em va dai hon mét it & bénh nhén xo gan va tré so sinh. Paracetamol
duge thai trir khoi co thé bing cach két hop véi glucuronide va sulfate tiy thugc vao lidu udng. Duéi 9%
paracetamol dugc thai trir du¢i dang khong déi qua nudc tiéu.

Chi dinh diéu tri: .

Vién nang NEWNALGINE dugc chi dinh diéu trj cic con dau tir trung binh dén nang ma khong dép img voi cac
thubc giam dau thong thudng.

Liéu lugng va cdch ding:

- Ngui 16n va tré em trén 12 tudi: Lidu ti da 1a 1 dén 2 vién /4 dén 6 gid, khi cén giam dau c6 thé lén dén 8 vién/
ngdy. NEWNALGINE c6 thé ung trong hoZc xa bira &n

- Tré em ( tré em dudi 12 tudi ): Hiéu qua va dd an toan ctia thubc NEWNALGINE & tré dudi 12 tudi chua dugc
thiét 1p. Vi vAy khong khuyén cdo ding & Itra tudi nay.

- Ngudi gia (Trén 65 tudi): Khong c6 sy khac biét nao vé d an toan hay tinh chit dugc déng hoc gifra ngudi gia
trén 65 tubi va nhimg ngudi it tuoi hon.

Chéng chi dinh :

Ngudi bénh nhidu 1n thiéu mau hogc ¢6 bénh tim, phéi, than hogc gan.

Ngudi bénh qué mén v6i paracetamol.

Ngudi bénh thiéu hut glucose - 6 - phosphat dehydro-genase.

Cinh bdo va thin trong khi sir dung:

Chimg co gidt:

Chimg co giat x4y ra trén mdt sb bénh nhan ding Tramadol trong khoang liéu chi dinh. Nguy co co giét ting Ién
khi liéu ding ctia Tramadol 16n hon khoang lidu chi dinh. Tramadol 1am ting nguy co co giat khi sir dung cing vdi
céc thude sau: céc chit e ché chon loc tai hip thu serotonin (Thudc chéng trim cam va thude giam cam gidc them




an loai SSRI), thubc trc ché MAO, céc thubc an thin, céc thubc chéng trim cam ba vong TCAs, va céc chét ba
vong khéc (vi du cyclobenzaprine, promethazine...), cic thuéc 1am giam ngudng co gidt khac hodc cac thudc
opioid.

Phan tng qud mén

Bénh nhan c6 tién sir mAn cam véi codein va céc thubc phién khéc c6 thé 1am tang nguy co nay, vi thé khong nén
dung NEWNALGINE.
Suy hé hap

Thén trong khi dung NEWNALGINE cho c4c bénh nhan c6 nguy co suy hd hép. Khi ding liéu cao tramadol véi
cac thube té, thubc mé hay rugu c6 thé gay suy ho hép. Xir 1y nhimg trudng hop ndy nhu khi ding thube qua liéu.
Phai thén trong néu udng naloxone vi né c6 thg thiac day chimg co giat.

Diing véi cdc thude tram cam hé thén kinh trung wong

Cin phai thén trong va giam lidu NEWNALGINE khi bénh nhén dang sir dung thudc trim cam hé than kinh trung
wong nhu ruou, opioid, céc chét gay té, cac phenothiazine, thudc ngit hay thudc an thén

Téng dp lwee ngi so hodc chan thuong

Sir dung NEWNALGINE phai than trong cho céc bénh nhén bj ting ap luc ndi so hogc chén thuong dau.

Véi cde bénh nhan nghién thudc opioid )
Khéng nén sir dung NEWNALGINE cho céc bgnh nhén nghién thudc phién. Tramadol gy tai nghién cho mét s6
bénh nhdn ma trudc do bi nghién thubc phién.

Diing véi rugu

V6i ngudi nghién rugu man tinh, nguy co nhiém dgc gan sé tang lén khi ding qua liéu paracetamol.
Ngung thudc

Céc triéu chimg ngung thudc c6 thé x4y ra néu ngung ding NEWNALGINE mét cach dot ngdt. Céc con hoang sg,
lo ling thai qua, 4o gidc, di cam, U tai va cAc triéu chimg bat thuong ciia h¢ than kinh trung vong rét hiém khi xay
ra khi ngung ding tramadol dt ngét. Kinh nghiém 1am sang cho thy céc triéu chimg ngung thubc c6 thé giam di
bing cach giam li%u tir tir.

Véi nguoi bi bénh than

Véi cac bénh nhan c6 do thanh thai creatinine dudi 30 ml/phut dugc khuyén c4o liéu ding NEWNALGINE khong
dugc vugt qua 2 vién trong 12 gio.

Véi nguoi bi bénh gan

Khong nén ding NEWNALGINE cho c4c bénh nhan bj suy giam chirc néng gan nang.

Thén trong

Khong nén ding qué liéu NEWNALGINE da chi dinh. Khéng nén ding NEWNALGINE cung véi cac thube khac
¢6 chira tramadol hodc paracetamol.

- Phan img phuy nghiém trong trén da mic du tu 1¢ mic phai 1a khéng cao nhu‘n% nghiém trong, thdm chi de doa tinh
mang bao g6m hoi chimg Steven-Jonhson (SJS), hdi chimg hoai tir da nhiem doc: toxic epidermal necrolysis
(TEN) hay hoi chimg Lyell, hji chimg ngoai ban mun mi toan than cép tinh: acute generalized exanthematous
pustulosis (AGEP). Triéu chimg ctia céc hdi chimg néu trén dugc mé ta nhu sau:

e Hoi chimg Steven-Jonhson (SJS): la dj tmg thudc thé bong nudc, bong nude khu tri & quanh céc héc
ty nhién: mat, miii, miéng, tai, b phan sinh dyc va hiu mon. Ngoai ra cé thé keém sét cao, viém phdi,
rdi loan chirc ning gan than. Chin don hoi chig Steven-Jonhson (SIS) khi c6 it nhét 2 hoc ty nhién
bi tdn thuong,

e Hoi chimg da nhiém ddc (TEN): Ia thé dj img thuéc ning nhét, gdm:Céc ton thuong da dang & da: ban
dang s&i, ban dang tinh hén& nhiét, héng ban hogc céc bong nudc bung nhing, cac tén thuong nhanh
chéng lan toa khap ngudi; Ton thuong niém mac mét: viém gidc mac, viém két mac ma, loét gide mac;
Tén thwong niém mac dudng tiéu hoa: viém mi¢ng, trugt niém mac miéng, loét hdu, hong thuc quan,
da day, rut; Tén thuong niém mac dudng sinh duc, tiét niéu; Ngoai ra con c6 céc trigu ching toan
thén trdm trong nhu sét, xuét huyét dudng tiéu hoa, viém phdi, viém cau than, viém gan... ty 1¢ tir vong
cao 15-30%. '

e Hoi chimg ngoai ban myn mu toan than cép tinh (AGEP): myun mi vé triing nho phat sinh trén né héng
ban lan rong. Tén thwong thudmg xuét hién & céc nép ghp nhur nach, ben va mit, sau d6 cd thé lan rong
toan than. Triéu ching toan thén thudng c6 1a sdt, xét nghiém mau bach cu mui trung tinh ting cao.

- Khi pht hién nhimg d4u hiéu phat ban trén da dau tién hogc bét ky dau hi¢u phan tmg qué mén nao khéc, bénh
nhan cAn phai ngimg sir dung thudc. Ngudi da timg bj cac phan img trén da nghiém trong do paracetamol géy ra thi
khéng duge ding thubc trd lai va khi dén kham chita bénh cin phai thong bdo cho nhén vién y té biét vé vén dé
nay.

Tdc dpng ciia thude khi ldi xe va vin hanh mdy méc

NEWNALGINE c6 thé lam giam kha nang tu duy hay thé luc cin thiét dé thyc hién nhirng viéc nguy hiém nhu lai
xe hay van hanh may moéc.

Twong tdc véi nhitg thudc khdc, cdc dang twong tdc khdc:

Diing vdi cac thuée trc ché MAO va tec ché chon loc tdi hdp thu serotonin (SSR1)

Sir dung déng thoi NEWNALGINE véi céc thudc ire ché MAO hay thudc trc ché chon loc tai hép thu serotonin
lam ting nguy co xdy ra cic tac dung phy, gdm chirng co giét va hdi chimg serotonin.
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. .«rbamazepine

Dimg Y& giam dau ciia tramadol ¢6 thé bi giam véi cde bénh nhén udng carbamazepine.

Tag vdi quinidine
Jbng quinidine cing voi tramadol s& 1am ting ham luong cua tramadol.
Diing véi céc chat thuéc nhém warfarin
Theo nguyén thc y té, phai dinh ky dénh gia thoi gian dong mau ngoai lai khi ding dong thoi tramadol véi céc
thuc ndy do ghi nhan INR (International Normalized Ratio — chi sb binh thuong quéc t€) ting & mot s6 bénh
nhén,
Ding véi cdc chdt iec ché CYP2D6
Céc chit trc ché CYP2D6 nhu fluoxetine, paroxetine va amitriptyline c6 thé 1am han ché chuyén héa tramadol.
Ubng dai ngay lidu cao paracetamol 1am tang nhe tic dung chong dong clia coumarin va dfn chét indandion. T4c
dung nay c6 vé it hodc khong quan trong vé 1am sang, nén paracetamol dugc ua ding hon salicylat khi cin giam
dau nhe hotic ha sét cho ngudi bénh dang ding coumarin hogc dan chét indandion.
Cén phai chi y dén kha nang gy ha sbt nghiém trong & ngudi bénh ding ddng thoi phenothiazin va ligu phép ha
nhiét. '
Uéng rugu qué nhiéu va dai ngay c6 thé 1am ting nguy co paracetamol gdy doc cho gan. )
Thugc chéng co git (2dm phenytoin, barbiturat, carbamazepin) gdy cam {mg enzym & microsom thé gan, c6 thé
lam tang tinh ddc hai gan cia paracetamol do ting chuyén héa thu6c thanh nhing chét dgc hai v&i gan. Ngoai ra,
dung ddng thoi isoniazid véi paracetamol ciing c6 thé din dén tang nguy co ddc tinh véi gan, nhung chua xéc dinh
duoc co ché chinh xé4c cua twong téc nay. Nguy co paracetamol gdy dgc tinh gan gia ting dang ké & ngudi bénh
ubng liéu paracetamol 16n hon liéu khuyén diing trong khi dang diing thube chéng co gidt hodc isoniazid. Thudng
khong cin giam lidu & ngudi bénh ding ddng thai liéu diéu trj paracetamol va thubc chéng co giat; tuy vy, nguoi
bénh phai han ché tyr diing paracetamol khi dang diing thuéc chéng co gidt hojc isoniazid.
Tdc dung khong mong muén ciia thuic:
Thuomg gdp: Budn ndn, hoa mét, chéng mat, budn ngu.

3

It gdip: Suy nhuge, mét méi, xic dong manh; Dau déu, ring minh; Dau bung, tdo bon, tiéu chay, kho tiéu, day hoi,
kh6 miéng, ndn mira; Chan Zn, lo ling, nhim I4n, kich thich, mat ngg, bdn chén; Ngira, phat ban, ting tiét mé hoi.
Paracetamol : Ban da va nhimg phan (g di 1'm§ khéc thinh thoang xay ra. Thudng 1a ban dé hodc may day, nhung
d6i khi niing hon va c6 thé kém theo sét do thudc va thuong tdn niém mac. Ngudi bénh mén cam véi salicylat hiém
mén cam véi paracetamol va nhimg thudc c6 lién quan. Trong mét sb it trudng hop riéng 1é, paracetamol da gdy giam
bach ciu trung tinh, giam tiéu ciu va giam toan thg huyét cau.
It gap, 1/1000 < ADR < 1/100
Da: Ban.
Da day - rudt: Budn ndn, nén.
Huyét hoc: Loan tao mAu (giam bach cAu trung tinh, giam toan thé huyét céu, giam bach cAu), thiéu mau.
Théan: Bénh thin, doc tinh than khi lam dung dai ngay.
Hiém gdp, ADR < 1/1000
Khéc: Phan img qué mén.

Théng béo cho Bac s§ nhirng tic dung khéng mong mudn gip phai khi sir dung thude
Trudng hop cé thai va cho con bii: Khong nén sir dung.
Qud liéu: néu a2 ubng phai mot liéu 16m thi cAn xem xét dé ap dung nhimg bién phap sau: Gdy non, rira da day va
ubng than hoat. Ngudi bénh phai dugc didu trj tich cyc trigu chimg va diu trj hd tr. Qué liéu NEWNALGINE c¢6
thé gay chét nguoi do qué lidu thudc, vi thé néu co thé, nén c6 hoi chin cia céc chuyén gia. >
Qui cdch ddng géi: Ep vi PVC/AL vi 10 vién hop 3 vi, hdp 5 vi, hgp 10 vi.
Bio qudn: DE noi khé mat, nhiét d§ dudi 30°C, tranh 4nh sang.
Han diing: 24 thang ké tir ngay san xuat
Tiéu chudn dp dung: TCCS

DE THUOC XA TAM TAY CUA TRE EM
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUN
NEU CAN THEM THONG TIN, XIN HOI Y KIEN CUA BAG.SY
THUOC NAY CHi DUNG THEO PON CUA THAY THUGC CC
CONG TY CP DUQC HA/TINEC
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