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TG HUGNG DAN SU DUNG THUOC g
Vién nén DOLANOL
TEN THUOC: Dolanol
THANH PHAN: M3i vién nén Dolanol chira: |
Paracetamol 325 mg H
Ibuprofen 200 mg
Ta dugc vd 1 vién

T4 dwge gom c6: Eratab, Avicel 102, Tartazin, Erythrosin, PVP K90, Magnesi stearat, Sodium starch

glyconat (DST-primojel), Aerosil, Nudc tinh khiét (RO).

DANG BAO CHE: Vién nén hai 16p

QUY CACH PONG GOLI: Vi 4 vién x 25 vi/ hop; Vi 20 vién x 5 vi/ hop

CHI PINH:

- Giam dau, ha sbt trong céc chimg nhirc d4u, sbt, dau nhirc do cam ciim, dau bung kinh, thu thuét vé

rang . .

- Khang viém, giam dau trong chan thuong va sau phau thuft.

- Viém khép dang thép, viém khép dang thép thiéu nién.

LIEU DUNG VA CACH DUNG:

- Tré em > 20 kg thé trong: 1 vién x 3 Ian/ngay.

- Nguoi I6n: 1 - 2 vién x 3 1An/ngay, hofic theo sy hudng dén ciia thiy thude.

CHONG CHIi PINH:

- MAn cam véi Aspirin, Paracetamol, Ibuprofen hodc cdc NSAIDS khac

- Ngudi bénh nhiéu 14n thiéu mau hogc ¢6 bénh tim, phoi, thén hogc gan.

- Ngudi bénh thiéu hyt glucose — 6 — phosphat dehydro — genase.

- Ngudi bénh bj hen hay bj co thét phé quan, rdi loan chay mau, bénh tim mach, tién sir loét da day — té

trang, loét da day ta trang tién trién, suy gan hogc suy than.

- Ngudi bénh dang dugc didu trj bing thude chéng dong coumarin.

- Ngudi bénh bj suy tim sung huyét, bi giam khéi lugng tuan hoan do thudc lgi niéu hodc bi suy than

(tdng nguy co rbi loan chirc ning thén).

- Ngudi bénh bi bénh tao keo.

- Phu ni¥ ¢6 thai & 3 thang cubi cta thai ky.

THAN TRONG: ¥

Trong thudc cé chika thanh phin Paracetamol : -

- Béc sy cin canh bdo bénh nhan vé& cdc ddu higu cia phan tng trén da nghiém trong nhu hoi ching
Steven — Jonhson (SJS), hdi chimg hoai tir da nhiém doc (TEN) hay h¢i ching Lyell, hoi chimg
ngoai ban mun mu toan than cép tinh (AGEP).
- Phan (g phu nghiém trong trén da mgc du ty 1¢ mic phai la khong cao nhung nghiém trong, thdm
chi de doa tinh mang bao gbm hdi chimg Steven — Jonhson (SJS), hdi chimg hoai tir da nhiém doc:
toxic epidermal necrolysis (TEN) hay hoi chimg Lyell, hoi chimg ngoai ban mun mil toan than cp
tinh: acute generalizaed exanthematous pustulosis (AGEP).
Triéu chimg ctia c4c hdi chimg néu trén duge mo ta nhu sau:
Hoi chimg Steven — Jonhson (SJS): la di ing thudc thé bong nude, bong nudc khu tri & quanh cac
héc tu nhién: méit, miii, miéng, tai, bd phén sinh dyc va hdu mon. Ngoai ra c6 thé kém theo st cao,
viém phdi, réi loan chirc nang gan than. Chén doan hdi chimg Steven — Jonhson (SJS) khi c6 it nhét 2
héc tw nhién bi tdn thuong.

Hpi chimg ngoai tir da nhiém déc (TEN): 1a thé dj tmg thudc niing nhét, gom:

+ Céc tdn thuong da dang & da: ban dang s&i, ban dang tinh hdng nhiét, héng ban hogc céc bong nudc

bing nhing, céc tén thuong nhanh chéng lan toa khép ngudi.

+ Tén thuong niém mac mét: viém gidc mac, viém két mac mu, loét gidc mac.

+ Tén thuong niém mac dudng tiéu héa: viém miéng, trot niém mac mi¢ng, loét hiu, hong thuc quan,

da day, rudt.

+ Tén thuong niém mac dudng sinh duyc, tiét niéu.



+ Ngoai ra con ¢6 céc tri¢u ching toan thén trdm trong nhu st, xult huyét dudng tiéu héa, vigrr?/ phéi,
viém cAu than, viém gan... ty 18 tir vong cao 15-30%.

H¢i chitng ngogi ban mun mi ngodi than cdp tinh (AGEP): myn mu v0 tring nho phat sinh trén nén
hng ban lan rong. Tén thuong thudng xuét hién & cc nép gAp nhu ndch, ben va mit, sau d6 c6 thé lan
rong toan than. Triéu ching toan than thuong c6 la sbt, xét nghiém mau bach cdu mi trung tinh téng
cao.

Khi phat hién nhimg déu hi¢u phat ban trén da dAu tién hoic bt ky déu hién phan ng qua mén nao
khac, bénh nhén cin phai ngimg sir dung thuéc. Ngudi da timg bi cac phan ng da nghiém trong do
paracetamol gy ra thi khong dugc ding thubc tré lai va khi dén kham chira bénh cn phai théng béo
cho nhén vién y té biét vé van d& nay.

- Phai dung paracetamol thén trong & ngudi bénh c6 thiéu méu tir trude, vi chimg xanh tim c6 thé
khong biéu 19 rd, mac dii ¢6 nhitng ndng d9 cao nguy hiém ctia methemoglobin trong méu.

- Ubng nhiéu ruu c6 thé gdy tang ddc tinh véi gan clia paracetamol; nén tranh hodc han ché udng
TuQu.

Trong thudc cé chika thanh phin ibuprofen :

- Cén than trong khi ding ibuprofen d6i voi ngudi cao tudi.

- Tbuprofen trc ché két tu tiu chu nén c6 thé lam cho thai gian chay méu kéo dai.

SU' DUNG THUOC G PHU NU CO THAI VA THOI KY CHO CON BU:

*Thoi ky mang thai:

- Chua x4c dinh dugc tinh an toan cua paracetamol dung khi thai nghén lién quan dén tac dung khong
mongémuén c6 thé c6 dbi v6i phét trién thai. Do do, chi nén ding paracetamol & ngudi mang thai khi
thét can .

- C4c thubc chéng viém c6 thé e ché co bop tir cung va lam chdm dé. Cac thubc chéng viém khong
steroid ciing c6 thé gy tang ap luc phéi ning va suy hd hip néing & tré so sinh do déng som 6ng dong
mach trong tir cung. Céc thubc chéng viém ciing trc ché chirc ndng tidu cu, lam ting nguy co chay
maéu.

- Sau khi uéng cac thude chéng viém khong steroid ciing ¢6 nguy co it nudc i va vo niéu ¢ tré so
sinh. Trong 3 thang cudi thai ky, phai hét sirc han ché sir dyng d6i vai bat cir thube chdng viém nao.
Céc thubc nay ciing c6 chéng chi dinh tuyét ddi trong vai ngay trudc khi sinh.

*Thoi ky cho con bu:

- Nghién ctru & ngudi me dung paracetamol sau khi dé cho con b, khong thdy c6 tdc dung khong
mong mudn & tré nhé b me.

- Ibuprofen vao sira me rét it, khong déng ké. It kha ning xay ra nguy co cho tré & liéu binh thudmg véi
me. ;

TAC DUNG CUA THUOC KHI VAN HANH MAY MOC TAU XE:

Thubc ¢6 tic dung phu giy hoa mét, chéng mét, rdi loan thi gidc nén thén trong khi sir dung thudc cho
ngudi 14i xe va van hanh méy moéc.

TUONG TAC THUOC:

*Lién quan dén paracetamol:

- Ubng dai ngay liéu cao paracetamol lam ting nhe tic dung chéng déng ctia coumarin va dén chat
indandion.

- Kha niing gy ha s6t nghiém trong & ngudi bénh ding ddng thoi phenothiazin va li¢u phép ha nhiét.

- Uéng ruQu quéa nhidu va dai ngay c6 thé 1am ting nguy co paracetamol géy ddc cho gan.

- Thude chéng co git (gdm phenytoin, barbiturat, carbamazepin) gdy cam Ung enzym ¢ microsom thé
gan, c6 thé 1am tang tinh ddc hai gan cia paracetamol do ting chuyén héa thudc thanh nhitng chét doc
hai v6i gan. Ngoai ra, dung ddng thoi isoniazid véi paracetamol ciing ¢6 thé din dén nguy co doc tinh
vai gan.

*Lién quan dén Ibuprofen:

- Ibuprofen va céc thude chéng viém khong steroid khéc lam tang tac dung phu cua céc khang sinh
nhém quinolon 1én hé thin kinh trung wong va c6 thé dan dén co giat.

- Magnesi hydroxyd lam ting sy hép thu ban dau ctia ibuprofen; nhung néu nhom hydroxyd ciing ¢6
mat thi lai khdng c6 tic dung nay.



 Véi céc thube chéng viém khong steroid khac: Téng nguy co chiy mau va ghy loét. M
- Methotrexat: Ibuprofen 1am ting ddc tinh cua methotrexat.

- Furosemid: Ibuprofen c6 thé 1am giam téc dung bai xuat natri niéu cua furosemid va cac thude lgi
tiéu.

- Digoxin: Ibuprofen c6 thé 1am ting ndng do digoxin huyét tuong.

TAC DUNG KHONG MONG MUON (ADR):

Do paracetamol:

Ban da va nhitng phan (g di (mg khéac thinh thoang xay ra. Thudng la ban do hodc may day, nhung
d6i khi ning hon v c6 thé kém theo sbt do thudc va thuong tn niém mac. Trong mot s6 it trudng hop
riéng 1¢, paracetamol da gdy giam bach cAu trung tinh, giam tiéu clu va giam toan thé huyét cau.

Do Ibuprofen:

5 - 15% ngudi bénh co tic dung phu vé tiéu héa.

Thuong gap:

Toan than: S6t, moi mét.

Tiéu héa: Chuéng bung, budn nén, non.

Than kinh trung vong: Nhirc dau, hoa mét chéng mat, bdn chén.

Da: Mén ngira, ngoai ban

It gap:

Todn than: Phén (g di img (dc biét co that phé quan & ngudi bénh bi hen), viém mii, néi may day.
Tiéu héa: Dau bung, chay méau da day - rudt, 1am loét da day tién trién.

Thén kinh trung vong: Lo mo, mat nga, U tai.

Mit: Réi loan thi giac

Tai: Thinh lyc giam.

Méu: Thoi gian méu chay kéo dai.

Hiém gap:

Toan than: Phu, ndi ban, hoi ching Stevens - Johnson, rung toc.

ThAn kinh trung wong: Tridm cam, viém mang ndo vo khuén, nhin md, réi loan nhin mau, giam thi lyc
do ngd ddc thude.

Mau: Giam bach cau, giam tidu cdu, giam bach cAu trung tinh, tang bach cu wa eosin, giam bach cau
hat, thiéu mau.

Gan: R&i loan co b6p thi mét, céc thir nghi¢m tham do chie nang gan b4t thudong, nhiém doc gan.

Tiét niéu - sinh duc: Viém bang quang, dai ra méu, suy than cdp, viém thén k&, hdi ching than hu.

Ghi chii: Thong bdo cho bdc sy nhitng tdc dung khong mong mudn gdp phdi khi sie dung thubc.
QUA LIEU VA CACH XU TRI:

*Lién quan dén Paracetamol:

Tri¢u chitng: :

- Nhidm doc paracetamol c6 thé do ding mdt lieu doc duy nhat, hosc do uéng l&p lai liéu 16n
paracetamol (vi du: 7,5 — 10g mdi ngay, trong 1 — 2 ngay), hodc do ubng thuée dai ngay. Hoai tir gan
phu thuge lidu 1a tac dung doc cép tinh nghiém trong nhét do qué lidu va c6 thé gay tir vong.

- Budn nén, non va dau bung thudng xay ra trong vong 2 — 3 gi¢ sau khi uéng liéu doc cua thudc.
Methemoglobin — méu din dén chimg xanh tim da, niém mac va méng tay 1a mot dau hiéu dic trung
nhidm doc cAp tinh dan chét p — aminophenol; mot lugng nhé sulfhemoglobin ciing ¢6 thé dugc san
sinh. Tré em c6 khuynh huéng tao methemoglobin dé& hon ngudi 16n sau khi udng paracetamol.

- Khi bi ngd doc nang, ban dau c6 thé co kich thich hé than kinh trung wong, kich dong va mé sang.
Tiép theo c6 thé 1a dc ché hé than kinh trung uong; sing sO, ha than nhiét; mét 14, tho nhanh, nong;
mach nhanh, yéu, khong déu; huyét ap thép va suy tudn hoan. Tryy mach do giam oxy huyét twong doi
va do téc dung (rc ché trung tam, téc dung nay chi xay ra véi lidu rét 16n. Sdc c6 thé xay ra néu gian
mach nhiéu. Con co giat nghet tho gay tir vong c6 thé xay ra. Thuong hon mé xay ra trude khi chét dot
ngdt hogic sau vai ngdy hon mé.




- Déu hiéu 14m sang thuong ton gan tr& nén rd rét trong vong 2 — 4 ngay sau khi udng liéu“doc.
Aminotransferase huyét tuong ting (doi khi ting rét cao) va ndng do bilirubin trong huyét twong ciing
¢6 thé tang; thém nira, khi thuong ton gan lan rong, thoi gian prothrombin kéo dai. Co thé 10% nguoi
bénh bi ngd doc khong duge dicu tri didc hiéu d4 c6 thuong tén gan nghiém trong; trong s6 d6 10%
dén 20% cubi cung chét vi suy gan. Suy thén chp cling xay ra & mdt s6 ngudi bénh. Sinh thiét gan phat
hién hoai tir trung tam tiéu thiy trir ving quanh tinh mach cira. O nhitng trudng hop khoéng tr vong,
thuong ton gan phuc hdi sau nhiéu tuan hogc nhidu thang.

Diéu tri: ‘

- Chan doén sém rat quan trong trong dicu tri qua liu paracetamol. C6 nhitng phuong phdp xac dinh
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nhanh ndng do thudc trong huyét tuong. Tuy vy, khong dugc tri hoan diéu trj trong khi cho két qua
xét nghiém néu bénh sir goi ¥ 1a qua liéu nang. Khi nhidm doc ning diéu quan trong 12 phai diéu tri hd
trg tich cuc. Cin rira da day trong moi trudng hop, 16t nhét trong vong 4 gids sau khi ubng.

- Liéu phép giai dgc chinh 12 ding nhing hop chét sulfhydryl, c6 1& tac dong mot phan do bd sung du
trir glutathion & gan.

-N- acctylc?stein ¢6 thc dung khi ung hoc tiém tinh mach. Phai cho thubc ngay lap tic néu chua
dén 36 gids ké tir khi udng paracetamol. Didu tri v6i N — acetylcystein c6 hiéu qua hon khi cho thube
trong thoi gian dudi 10 gid' sau khi ubng paracetamol. Khi cho ubng, hoa lodng dung dich N —
acetylcystein v6i nudc hodc db ubng khong c6 rugu dé dat dung dich 5% va phai ubng trong vong 1
gity sau khi pha. Cho ubng N — acetylcystein v6i lidu dAu tién 12 140 mg/kg, sau d6 cho tiép 17 liéu
nita, m&i lidu 70 mg/kg cach nhau 4 gio mot lan. Chém dut diéu tri néu xét nghiém paracetamol trong
huyét twong cho thiy nguy co doc hai gan thap.

- Téc dung khong mong mudn cia N — acetylcystein gdm ban da (gdm ca may day, khong yéu cau
phai ngimg thudc), budn ndn, ndn, ia chay, va phan img kiéu phan vé.

- Néu khong c6 N — acetylcystein, o thé ding methionin (xem chuyén luan Methionin). Ngodi ra ¢6
thé dung than hoat va/hofic thude thy mudi, ching c6 kha ning lam giam hép thy paracetamol.

*Lién quan dén Ibuprofen:

Triéu chirng )
- Nhin md, giam thi luc hodc r8i loan nhin cam mau sac
Diéu tri:

_ Thuong 12 diéu tri triéu chimg va hd trg. Néu da ubng qué lidu thi cin 4p dung nhiing bién phdp sau
day nhim tang dao thai va bat hoat thudc: rira da day, gay non va loi tidu, cho ubng than hoat hay
thude thy mudi. Néu ning: thdm tich médu hodc truyén méu. Vi thubc gy toan hoa va dao thai qua
nude tidu nén vé 1y thuyét s& co loi khi cho truyén dich kiém va loi tiéu.

BAO QUAN: Noi kho mat, nhiét do khong qua 30°C, tranh 4nh sang.

TIEU CHUAN AP DUNG: TCCS

HAN DUNG: 36 thang ké tir ngay san Xuat.

Dé xa tam tay tré em, doc ky hudng dén sit dung triede khi ding. 3
Néu cin thém thong tin, xin hoi § kién thiy thubc. /

Nha siin xuét: Cong ty CP dwge phidm Trudng The
S5 93 Linh Lang — Ba Dinh — Ha Noi
San xudt tai: Lo M1, dudmg N3, Khu cdng nghi¢p Hoa Xa, Nam Pinh
Pién thoai: 04.37666912 — 0350.3670733
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