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PARAMOL 650

Pé xa tam tay tré em.
Dyc ki hudng dan sit dung trude khi ding.

I.  THANH PHAN CONG THUC THUOC:
Moéi 1 vién nén PARAMOL 650 chira:

Thanh phcm duge cht: Paracetamol 650 mg.
Thanh phan té duge: Maize starch, pregelatinized starch, povidon (PVPK-30), stearic acid, puritied
water*,

* Td dieoc da bi logi di trong qud trinh sém xudt.

2. DANG BAO CHE: Vién nén.
Mb ta san phdm: Vién nén hinh bau duc cé mau trang dén trang nhat, mot mgt tron, mot mét ¢6 vach

chia (Vach chia gitp vién thuéc dé bé, d& dang nuét vién thude khi udng; khong dung véi muce dich
chia lidu),

3. CHIPINH

Diéu tri hdu hét cac (,hung dau nhe d‘en trung binh va s6t. Vién nén Paramol 650 duoc chi dinh cho
ngudi 1én va thanh thiéu nién > 15 wdi.

4. CACHDUNG, LIEU DUNG:

Cach ding: Diing dudng udng. Nén nudt c vién thube véi 1 luong nudce lon.

Khi ding ddng thoi Paracetamol va thire n, thoi gian hdp thu ctia Paracetamol ting 1&n do thic &n lam
giam nhu dong va thoi gian vén chuven qua dudng tiéu hoa. D¢ giam dau nhanh chéng, hdy ding thubc
ma khéng ¢6 thirc dn, dac biét néu thude ¢6 nhidu carbohydrate.

Liéu dimng:

Ngudi 16n va thanh thiéu nién > 15 tudi (cén niing > 55 kg)

Ubng 1 vién/4 - 6 gio.

Khéng qué 4 vién/24 gid (twong duong 2600 mg paracetamol).

Bénh nhéan suy than nhe hodc vira

Giam liéu xudng 650mg, 8 gio/lan. .

Khéng khuyén cao diéu tri & bénh nhan suy than nang (d6 loc cau than <10 ml/phiit).

Bénh nhan suy gan

Trong trudng hop suy gan, liéu diing khéng dugc vuot qua 2 g trong 24 gid va khoang cich tdi thiéu
gilra cdc liéu 12 8 gio.

Nén tranh diing liéu cao paracetamol trong thoi gian dai vi nguy co tén thuong gan tang Ién.

Néu con dau kéo dai hon 5 ngay Imac sot kéo dai hon 3 ngay hoic tré nén trim trong hon, hoiic néu ¢6
bat ky triéu chiing nao khac xdy ra can thyc hién kiém tra 14m sang.

* Dé dicu trj dau hong, khéng nén diing paracetamol qua 2 ngay lién tuc ma khong danh gié linh trang
lam sang.

Bénh nhi

Do mire d6 nghiém trong cta nhilm dge gan va o vong & tré em dung qua lidu p.:lracctamol nén ding
liéu lwong theo can nang. Cha me cling nén duou canh bdo ring nguy co qua liéu va ton thuong gan
nghiém trong ting 1én khi diing déng thai nhicu loai thude ¢6 chira paracetamol.

Khdng dung cho tré em qua 3 ngay lién tuc ma khong danh gid tinh trang [am sang.

Vige st dung Paramol 650 mg hiéu qua va an toan chua duge thiét 1ap & tré em dudi 14 tudi. Do dé
diéu trj khéng duoc khuyén céo t ong nhom ddi tugng nay.

5. CHONG CHI PINH
Qué man véi Paracetamol va céc thanh phin (4 duge khac.
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Vige st dung keéo dai hogc thuding xuyén khong dugce khuyén khich.
Bénh nhén nén dugc khuyén khong nén diing dong thoi cac san pham co Lhud paracetamol kKhic. Dung
nhiéu lidu hang nudy hodc trong trudng hop dung qué lidu c6 thé gay ton thuong gan nghiém trong
nhung khéng gay bét tinh; trong nhiing tnro‘ng hop nhur véy, nén tim tu van y té ngay lap tire. Str dung
thude lau dai véi su giam sat cua bac st van ¢6 the gy hai. O dbi tugng thanh thiéu nién duge didu tri
bang paracctamol 60 mg/kg mdi ngay, viée két hop vai mét thude ha st khac 1a khéng hgp ly, ngoai
trir trudng hop khéng ¢o6 hi¢u qua.
Cén than trong khi sir dung paracetamol cho bénh nhén suy thin ning hodc suy gan néng (child-Pugh
>9), suy gan nhe dén trung binh (bao gom hoi ching Gilbert), viém gan cap tinh, ding dong thoi cdc
thubc anh hudng dén chirc ning gan, thiéu hut glucose -6 phosphatdehyrogenase, tan mau, mat nudc
do lam dung rugu va suy dinh dudng man tinh.
Nguy co qua lidu cao hon ¢ nhitng ngudi mic bénh gan do rugu khong xo gan. Cén than trong trong
truomg hop nghién ruou man tinh. Khéng dugc sir dung rugu trong thoi gian diéu tri. Lidu hang ngay
khéng duoc vuot qua 2 gram trong trudng ho‘p nay.
Can than trong & nhitng bénh nhin hen suy&n nhay cam vdi aspirin, vi phan émg co that phé quan nhe
vai paracetamol (phan (ing chéo) da ducrc bdo cdo ¢ dudi 5% so bénh nhan dugc thir nghiém.
Cén tr vén béc si trong mmng hop sét cao, ¢6 ddu hidu nhiém khuan thir phat hodc céc tri¢u ching kéo
dai. Ngimg dot ngdt viée sir dung thude giam dau lidu cao trong thdi gian dai, khong theo chi dén, c6
thé gay dau dau, mét moi, dau co, cdng thing va cac triéu ching thuc vat. Céc triéu ching nay s giam
dan trong vong vai ngay. Bénh nhén dugc khuyén tham khao y kién bdc st néu dau dau kéo dai.
Can phai tu van béc sT ngay lép tire trong trudng hop ding qua lidu ngay ca khi bénh nhan cam thiy
khée vi ¢6 nguy co tén thuong gan khong hdi phue (xem muc 11 ).
Anh hudng t6i cdc xét nghiém trong phong thi nghi¢m
Paracetamol cé thé anh hudng dén xét nghiém acid uric bing acid phosphoric Wolframato va xét
nghiém dudng huyét bing glucose-oxydase-peroxydase.
Phan tkng phu trén da cia Paracetamol
Béc si can canh bao bénh nhén vé cac déu hiéu cia phan {mg trén da nghiém trong nhu héi ching
Steven-Jonhson (SJS), hoi chung hoai tir da nhiém ddc (TEN) hay hoi ching Lyell, hoi ching ngoai
ban mun mu toan than cap tinh (AGEP).
Phan (g phu nghiém trong trén da mgc du ti 1¢ mic phai la khéng cao nhung nghiém trong tham chi
de doa tinh mang bao gom héi chig Steven-Jonhson (SJS), hoi chu*ng hoai tir da nhiém dde: toxic
epidermal necrolysis (TEN) hay héi chiung Lyell, hoi chitng ngoai ban mun mu toan than cap tinh:
acute generalized exanthematous pustulosis (AGEP).
Tri€u ching cua cac hdi ching néu trén duge md (4 nhu sau:
- Hoi chiing Steven-Jonhson (SJS): 1a di ing thudc thé bong nude, bong nude khu tri ¢ quanh céac
héc tu nhién: mét, mii, miéng, tai, bd phan sinh dyc va hdu mon, Ngoai ra ¢6 thé kém sét cao, viém
phéi, réi loan chic ning gan thén. Chén doan hdi ching Steven-Jonhson (SJS) khi ¢6 it nhét 2 héc tu
nhién bi ton thuong.
- Hoi ching hoai tir da nhiém doec (TEN): 1a thé di tmg thude néng nhét, gdm:

—+ Céc tdn thuong da dang ¢ da: ban dang sai, ban dang tinh hong nhiét, hdng ban hodc cic bong

nude bing nhing, cac tén thuong nhanh chong lan toa khap ngudi.

- Tén thwong niém mac mét: viém gidc mac. viém két mac mu, loét gide mac.

-+ Tén thuong niém mac dudng tiéu héa: viém miéng, trot niém mac miéng, loét hau, hong thuc

qu:m da day, rudt.

+ Tén thucng niém mac dudng sinh dyc, tiét niéu.

+ Ngoai ra con c6 céc triéu chimg toan than trdm trong nhu sbt, xuat huyét duomg tiéu hoa, viém

phdi, viém cau than, viém gan... ty 1¢ tr vong cao 15-30%.
- Hoi chirng ngoai bdn muyn mu toan than cap tinh (AGEP): mun mu v6 trang nho phit sinh trén nén
hong ban lan réng. Tén thuong thudng xuét hién & cac nep gdp nhu néch, ben va mit, sau d6 6 thé lan
rong toan thén. Triéu ching todn than thuéng cé 1a sét, xét nghidm méu bach ciu mui trung tinh tang
cao.
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Khi phét hién nhitng ddu hiéu phét ban trén da dau tién hogic bit ki du hiéu phan (ng qud man nao
khéc, bénh nhan can phai ngirng sir dung thude. Ngudi da timg bi cac phan (g trén da nghiém trong
do paracetamol gdy ra thi khéng dugc dung thudc tras lai va khi dén kham cha bénh cdn phai théng
bao cho nhan vién y té biét vé vén dé nay.

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

Thoi ky mang thai

Mot lugng I6m dir liéu vé phu nif mang thai cho thay khong gay di tat cling nhu khong gy dc tinh cho
thai nhi/tré so sinh. Cac nghién ctru dich & hoc vé sy phat trlen than kinh or tré em phoi nhiém véi
paracetamol trong tir cung cho thiy két qua khong rd rang. Néu cén thidt v& mit 1am sang, c6 thé si
dung paracetamol trong thoi ky mang thai tuy nhién nén sir dung ¢ lidu thap nhét c6 hidu qua trong thoi
gian ngdn nhét va voi tin sudt thap nhét cé thé.

Cho con bu

Sau khi uéng, mdt lugng nhd paracetamol duoc bai tiét vao siia me, tuy nhién véi luong khéng déng
ké vé mat 1am sang. Cho dén nay, khdng ¢ tac dung khéng mong mudn hogc tae dung phy nio duge
biét dén trong thoi gian cho con bi. Paracetamol ¢6 thé dugc dung trong thoi ky cho con bu véi lidu
diéu tri.

Kha nang sinh san

Khéng c6 dit liéu vé anh hudng cia paracetamol 1én kha nédng sinh san.

8. ANH HUONG DEN KHA NANG LAI XE, VAN HANH MAY MOC
Paracetamol khong anh huong 1én kha nang 1ai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac caa thude

Céc chat giy doc cho gan c6 thé lam tang kha néng tich iy va qua liéu paracetamol, Nguy co nhiém
ddc gan clia paracetamol ¢6 thc tang 1én khi dung cdc thube gay cam (ing enzyme & microsome gan
nhu barbiturat, thuée chﬁng tram cam ba vong va ruou.

Probenecid lam giam gan 2 1an d6 thanh thai cua paracetamol bing c4ch trc ché sy lién hop véi acid
glucoronid. Nén xem xét giam liu paracetamol khi diéu trj dng thoi véi probenecid.

Tée d6 hip thu ciia vién paracetamol ¢6 thé tang 1&n khi diing metoclopramide hoic domperidone va ==
lam gidm sy hap thu do colestyraminc, Sallcylamld ¢6 thé kéo dai thoi gian thai tru ti2 cua paracetamol. USL
Sur dung. dong thoi paracetamol (4 g/ ngay trong it nhat 4 ngay) véi thuoc chong dong mau duong udng Ong -
¢6 thé din dén su thay ddi nho cua gid tri INR. Trong trudng hop nay, cin ting cuong theo doi cac gia TNHH
tri INR trong suét thoi glan phm hop va sau khi nguing sir dung. jc PH
Rifampicin va mot sd thude chéng déng kinh nhu carbamazepine, phenytoin, phenobarbial va "FAR

primidone cé thé tuong tac véi vién nén acctammophen

Isoniazid: Giam do thanh thai clia paracetamol, c6 thé 1am ting tac dung va/hoidc doc tinh cua nd bing PHD
céch tic ché chuyén hoa & gan. =

Lamotrigine: Giam sinh kha dung cta lamotrigine va ¢ thé giam tac dung cua né do o thé ghy ra su
chuyén hoa & gan.

Ding déng thoi acetaminophen voi zidovudine ¢6 thé dan dén giam bach cau hogc nhidm déc gan. Tuy
nhién, nhitng tac dong nay chua duge bio cdo mot cach nhét quan. Nén tranh sir dung acetaminophen
lau dai/nhiéu liéu & nhiimg bénh nhin dang didu trj bang zidovudine. Tuy nhién, néu dung dong thoi
acetaminophen va zidovudine man tinh, khong chi cin theo dai s luong bach ciu ma con cé xét nghi¢m
chire ning gan, dac bi¢t & nhitng bénh nhén suy dinh dudng.

Twang ky ciia thude: Do khong c6 cde nghién ciu vé tinh twong ky cua thude, khong trdn 1dn thube
nay véi cac thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tan sudt s dung quy udc sau: Rt phé bién (>1/10); phd bién (=1/100 dén <1/10); khong pho bién
(=1/1.000 dén <1/100); hiém (>1/ 10.000 dén <1/1 .000); rit hiém (<1/10.000), khéng dugc biét dén
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(khdng thé udc tinh tir dir liéu ¢6 san). Trong mdi nhém tin sudt, céc téc dung khéng mong mudn duoc

trinh bay theo tht ty muc do nghiém trong giam dan.

Réi loan gan mét

HE co quan Tén suit | Tac dung khong mong muén
Ron loan tiéu cdu, rm loan té bao goc, mat bach
Rbi loan hé thdng mau va bach huyét | Hiém céu hat, giam bach céu, giam tIeu cau, thiéu mau
[ tdn huyet giam toan the huyet ciu.
R6i loan hé théng miZn dich Hiém Dij tmg (khéng bao gdm phi mach).
R6i loan chuyén héa va dinh dudng | Rét hiém Ha duéngllyét
Réi loan tim thin Hiém Trim cam, lu 1an, ao giac.
R&i loan hé than kinh 1iém Run riy, dau dau.
R6i loan mit Hiém Tam nhin bit thudng.
Réi loan tim Hiém | Phund.
R&i loan hd hap, nguc va trung thit | Rathiém | Co that phé quan.
Rdi loan tiéu hoa Hiém | Xudt huyét, dau bung, tiéu chiy, budn nbn, ndn
Hidm Chirc ning gan bét thuong, suy gan. hoai tir gan,

vimg da.

| Rt hiém

Nhiém ddc gan

Ngtra, phat ban, db md hoi, ban xuat huyét, phu

R6i loan da va mé dudi da Hiém
s mach, néi mé day.
Réi loan than va riét nidu Rét hiém g‘f;;:m VOt (nifon licy. dpe) vil lee dyng pEy
i hé hi
Réi loan chung va tinh trang tai chd | Hiém Ching mit (khbng bao gom Sieng g, Kno Gy,

diing thudce

sbt, an thin, tuong tac thude.

"Rét hiem

Xuét huyel, dau bung, tiéu chay, bubn nén, nén

' Chén thwong, ngd ddc va cac bién
chimg cua thi thuat

Hiém

Quaé licu va ngd doe

Viém than k& da dugc bo cdo tinh ¢ sau khi dung li¢u cao kéo dai. Mot s6 truong hop hoai tir biéu
bi, hoi chimg Stevens Johnson, ban do da dang, phii thanh quén, sb¢ phan ve, thiéu mau, thay ddi chirc
ning gan va viém gan, thay d6i than (suy than niing, viém than k&, tiéu méu, vo niéu) anh hudng dén
dudng tiéu héa va chdéng mit da duge bao cdo.
T hong bdo ngay cho bdc s7 hodic dwoc s nhitng tic dung khéong mong muin &dp phai khi s dung
thube hojic bio cdo cdc phin trng cd hai cia th uée vé Trung taim Thong tin thudc va Theo ddi phin
ing cd hgi ciia thude (ADR) Quoc Gia. Pia chi: 13 - 15 Lé Thdnh Téong - Phudong Cira Nam - Ha
Noi, Dign thogi: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmuil.com.

11. QUA LIEU VA CACH XU LY

Qua liéu

Paracetamol ¢6 thé gay ngd doc, ddc biét o ngudi gia, tré nho, bénh nhan méc bénh gan, nghi¢n rugu,

bénh nhan suy dinh dudng man tinh.

Qua licu c6 the gay ti vong & mei doi twong.

Tri¢u chirng

Ng¢ doc Paracetamol cép tinh co thé tién trién theo nhidu giai doan.
Cdc tri€u chung thuong xuét hién _trong 24 gib dau 1a budn nén, nén, chan in, xanh xao va dau
bung. Cén ¢6 céc bién phap khén cép ngay lap tiic trong trudng hop qua lidu paracetamol ngay ca khi

khéng ¢6 trigu chimg.

Qua liéu paracetamol tir 10 g tro 18n & ngudi 16n hodc 150 mg/kg the trong s& gdy hoai tir té bao gan,
¢6 kha néng gdy hoai tu hoan toan va khong hoi phue, din dén suy té bao gan, nhiém toan chuyén hoa
va bc;nh ndo ¢6 thé dén dén hén mé va tir vong.
Ddng thai, néng d6 transaminase gan (AS'l, ALT), lactate dehydrogenase va bilirubin tang 1én duoc
quan sdt thiy c¢ling voi mae do protrombin ting [én cd thé xudt hién tir 12 dén 48 gio sau khi dung.
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Cach xi tri
- Nén tudn thu cdc huéng dan diéu tri tai dia phuong khi dung qua lidu Paracetamol.
- Chuyén ngay dén bénh vién.
- Lay miu méu dé xéc dinh néng do ban déu ciia thude trong huyét tuong.
- Tiém tinh mach (hoac uong néu co thé) thube gidi dfc N-acetylcystein cang sém cang tot hodc
trong vong 8 gid sau khi dung qua lidu.

- C6 thé sir dung than hoat néu liéu paracetamol uéng vao vuot qua 12 g hoac 150 mg/kg va phai
dugc sir dung trong vong 1 gio sau khi dung qud liéu.

- Methionine uéng cling ¢6 hiéu qua néu duoc dung trong vong 10 dén 12 gid sau khi dung qua liéu.
- Cén tién hanh didu trj triéu ching.
- C6 thé chay than nhan tao hodc truyén mau trong truong hop ngd ddc nang.

12. DU LIEU AN TOAN TIEN LAM SANG
Hién chua c6 cac nghién ciu thong thuong st dung céc tiéu chuan duge chdp nhan hién nay dé déanh
gia doc tinh ddi v6i sinh san va phat trién.
13. QUY CACH PONG GOI: Hop 10 vi x 10 vién, vi Alu-PVC.
14. DPIEU KIEN BAO QUAN: Bao quan & nhiét d¢ dudi 30°C, noi khd réo, tranh 4nh séng.
15. HAN DUNG: 36 thang ké tir ngay san xuét.
16. TIEU CHUAN CHAT LUQNG: Tiéu chuin BP hién hanh
17. TEN VA BIA CHI NHA SAN XUAT THUOC
LEBEN LIFE SCIENCES PVT. LTD.

Plot. No. C-20/1, C-21, Phase-IlI, MIDC, Akola - 444104 TQ: Akola, Akola 444104
Maharashtra State, An Do.
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