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o Hop 4 vi x 4 vién nén sti bot TPVL: 19-09-2016
Nhan tryc tlep tren ddn Vl déng g6i nhé nhat

INDICATIONS, CONTRAINDICATIONS, DOSAGE & ADMINISTRATION,  STORAGE : Store in a dry place.
PRECAUTIONS, UNDESIRABLE EFFECTS : Below 30°C, Protected from light.
See the package insert. Keep out of the reach of children

'READ THE INSTRUCTION CAREFULLY BEFORE USE| ¢, o

CUULONG PHARMACEUTICAL JOINT - STOCK CORPORATION ~ Ngdy SX:
150 - 14/9 St - Ward 5, Vinh Long City - Viet Nam  HD: e
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|
Panalgan
EACH EFFERVESCENT TABLET CONTAINS ‘ ; A
PARACETAMOL 325 mg 1 /,-;,"

TRAMADOL 37,5 mg

o "\ Vit
) Pharimexco BOX OF 4 BLISTERS |

x 4 EFFERVESC TABLE

CHI DINH, CHONG CHI DINH, CACH DUNG & LIEU DUNG, THAN  BAO QUAN: Noi kho mat.
TRONG LUC DUNG, TUONG TAC THUGC, TAC DUNG KHONG MONG  Nhigt do dusi[30°C, trdnh dnh sng.

MUGN, CAC THONG TIN KHAC : Xem t0' hudng ddn s dyng. D xa tim tay tré em.
Boc ky huéng din si dyng trudc khi diing

| BOC K¥ HUONG DAN S DUNG THUOG TRUGC KHI DUNG |
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MBI VIEN NEN SUI BOT CHUA
PARACETAMOL 325 mg
TRAMADOL HCI 37,5 mg
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CONGTY
CO PHAN DUGC PHAM
CUU LONG

TO HUGNG DAN SU DUNG
PANALGAN® PLUS

DBC: Vién sui
Ma s6: PANPLUTOA
Ngay: 08/05/2017

Rx Thudc ban theo don GMP-WHO

PANALGAN® PLUS

Doc kj hwdng dan st dung trurdc khi ding

DE thudc xa tédm tay tré em.

Thuéc nay chi ding theo don cta bdc sy

Théng bdo cho bdc sy hodic dwgre sj nhi¥ng tdc dung khéng mong muén
gdp phadi khi str dung thuéc.

PHAN I. HUONG DAN SU’ DUNG THUGC CHO NGU'D1 BENH

1. THANH PHAN, HAM LUQNG CUA THUGBC:
Méi vién nén sui bot chira:
Hoat chdt: Paracetamol
Tramadol hydroclorid .... ..37,5mg
Ta duge : Acid citric khan, natri hydrocarbonat, Povidon K30, Natri
benzoat, Natri saccharin, Natri carbonat khan, Polyethylen glycol
6000, Hrong cam bot.

2. MO TA SAN PHAM:
Dang bao ché: Vién nén sli bot.
Vién nén tron to mau tring, vi chua ngot, mui cam.

3. QUI CACH BONG GOI:
Hop 4 vi x 4 vién nén sui bot.

4. THUGC DUNG CHO BENH G1?
PANALGAN® PLUS dugc chidinh trong con dau vira dén néng khi béac
sy thay can thiét phai dung dang phdi hgp paracetamol va tramadol.

5. NEN DUNG THUBC NAY NHU THE NAO VA LIEU LUQNG?
Cdch ding

» Hoa tan vién thudc trong it nhat nira c6c nudc (khoang 100 ml), udng
ngay sau khi tan hét.
Liéu dung

» Nquoildn va tré em tir 12 tudi tré Ién: Nén dung 1 - 2 vién/ Ian hodc
theo sy chi dinh cla béc s§. Lidu t&i da hang ngay |2 8 vién/ngay. Thoi
gian t&i thiéu dung I3p lai: 6 gio.

» Tré em dudi 12 tudi: Khéng khuyén nghi dung thudc nay.

» Bénh nhdn cao tudi (trén 75 tudi): Sy dao thai tramadol c6 thé kéo
dai nén béc s§ cd thé ting khodng céch tdi thiéu gitta cac [an dung
thudc.

» Bénh nhdn suy gan va suy thdn: Tuy theo tinh trang bénh, bac sy cé
thé ting khoang céch t8i thiéu gitra cac Ian dung thudc.

KHI NAO KHONG NEN DUNG THUGC NAY?

» Nguoico tién str qua man vdi paracetamol, tramadol hodc véi bat ky
thanh phan nao cla thuéc.

» Dang dung thudc an than, thudc gidam dau hodc thudc hudng than
kinh.

» Khéng dung cho bénh nhdn dang dung hodc 2 tuin sau khi ngung
dung céc thudc e ch€ monoamin oxidase (thudc st dung trong diéu
tri trdm cdm hodc bénh Parkinson).

» Bénh nhan suy gan nang, suy thin nang.

» Cac truong hop dong kinh diéu tri khong kiém soat dugce day dd.

o

™

TAC DUNG KHONG MONG MUON:
GiBng nhu t&t ca cac loai thudc khac, PANALGAN® PLUS c6 thé gay ra
tac dung phy mic du khong phai tat cd moi ngudi déu gip.

» Ngung dung thuéc va théng bdo cho bdc sj ngay Igp tirc dé xem

xét thudc thay thé néu nhan thdy bat ky tdc dung phu nghiém trong
sau day:

o Phan &ng dj &ng nghiém trong nhu phat ban da, thuong |3 ban
dé hodc may day, nhung déi khi néng hon va cé thé kém theo
s6t do thudc va thuong tén niém mac.

o Phan (ng da nghiém trong, hoai tt* biéu bi nhiém doc, myn ma
ban d6 toan than cdp tuy hiém xay ra, nhung cé kha ning gay
tlr vong.

o Khd thd, thd kho khe, ho; cé khad ndng x3y ra nhiéu & bénh nhan
hen nhay cdm vdi aspirin hodc cac NSAID khéc nhu Ibuprofen.

o Bam tim khang rd nguyén nhan hodc chdy mau bat thuong.

O Bubdn ndn, gidm can dot ngdt, mat cdm gidc ngon miéng, vang
da va mét.

» Théng béo cho bac s§ ngay lap tirc néu gép cac téc dung phy sau day:

RGt hay gdp: C6 thé dnh hu'éng dén hon 1 trén 10 ngudi

o Bubdnnén.

o Chéng mat, budn ngl.

Hay gdp: C6 thé Gnh hu'dng dén 1 trén 10 ngudi

o Nén, réiloan tiéu héa nhu tdo bén, day hai, tiéu chay, dau da day,

kho miéng.

o Ngra, ting tiét md hoi.

o Dau d3u, co gidt, run.

o Riloan gidc ngd, réi loan cdm xc, bon chén, khd tép trung, cing thang.

Thudng gdp: C6 thé dnh hudng dén 1 trén 100 ngudi

o Tang hodc r6i loan nhip tim/huyét ap.

o Khé tiéu tién.

o Phén &ng di *ng da (vi du phdt ban, may day).

o Ngtra, di cam, co giat, run.

o Tram cam, dc mdng, 3o gidc, mat tri nhd, réi loan nhan thirc.

o Khd nuét, cé mau trong phan.

o Run, néng, dau & ngurc.

o Khd the.
It gép: C6 thé dnh huwdng dén 1 trén 1.000 ngudi
o Déng di bt thuong.
o C6 xu hudng nghién, mé sang.
o Nhin mo.
o R&iloan ngdn ngir.
o Ngét, tim dap nhanh, ha hu
Chua ré: tén s6 khéng xdc dinh
Gidm lwgng dudng trong mau.
Ngodi ra, tic dung phu duwgc bab cdo khi bénh nhan chi st dung cac
loai thudc chi c6 chira tramadol hodc paracetamol:
o Cam thdy chéng mat, mo mét khi dirng day tir tw thé ndm hodc
ngoi, nhip tim chdm, ngét xiu .
R&i loan vi gidc.
Madi co, mét mai, khé thé.
Thay d6i tdm trang, thay ddi trong nhan thirc.
Caon hen trdm trong hon.
Chdy mau miii hodc nwéu ring, chi s6 tiéu cau gidm.

R&t hiém truding hgp phan (rng da nghiém trong da dugc bao cao.
NEu bét ct phdn &ng phu xdy ra ngay cé nhitng ddu hiéu khéng dworc
dé cdp trong tai li¢u nay, ngung ding thuéc va bdo cho bdc sj/dwgc
sy ngay Igp tirc hodc dén phong cép citu tai co’ s& y té gan nhét.

O 0O 0 0o 0 O

8. NEN TRANH DUNG NHU'NG THUBC HOAC THU'C PHAM GI KHI
DANG DUNG THUGC NAY?
Théng bdo cho bdc sj/ dugre sy néu ban dang dung hodc gén ddy da
diing bét ky logi thuéc nao bao gém cé nhirng thuéc khéng cén chi
dinh bdc sy.
» Nguy co cdc tdc dung phu tdng Ién, néu dung clng vdi céc thudc sau:
o Nhém thu8c triptan (dung cho chitng dau nira ddu) hodc cac chat
(rc ché tai hap thu serotonin cé chon loc (SSRIs, thudc chéng tram

"‘*“"‘“‘hﬂ
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cadm). Théng béo véi bac sj néu ban cdm thay lo lang, bén chon,
s6t, d8 md hoi, phdi hop van dong kém, co giat, tiéu chay.

o Né&u ban dang dung thudc an than, thudc ngd, thude gidm dau
khédc nhu morphin va codein (thudc ho), baclofen (thuéc gidn co),
thudc giam huyét ép, thudc di rng. Thong bao véi béc s§ néu ban
cam thdy budn ngli hodc nhin mo.

o NEuban dang dung thudc cé thé gay co giat nhu thudc chdng tram
cdm hodc thudc diéu trj loan than.

o NEu ban dang dung warfarin ho3c phenprocoumon (thudc chdng
dong mau). Hiéu qud clia céc loai thudc nay cé thé bj thay ddi va
¢4 thé xudt hién chay mau .

Hiéu qud cia PANALGAN® PLUS cd thé bj thay déi néu dung ddng

thoi céc loai thudc sau day:

Metoclopramid, domperidon hodc ondansetron (thuéc dung dé digu

tri budn nén, nén).

Cholestyramin (thuéc dung dé lam gidm cholesterol trong mau).

D&l vdi thue phdm: Thude nay cé thé dung chung véi thire 3n. Khong

nén udng ruou trong thai gian dung thudc.

9. CAN LAM Gl KHI MOT LAN QUEN DUNG THUBC ?

10.

Uéng lidu da quén ngay khi nhé. NEu gan dén git udng ligu ké tiép,
bo qua lidu quén va udng thudc theo ligu khuyén cdo ké tiép. Khaong
udng lidu gap doi dé bu cho ligu da quén.

NHO’NG DAU HIEU VA TRIEU CHU'NG KHI DUNG THUOC QUA LIEU:
Céc triéu chirng qua lidu cla paracetamol trong 24 gioy dau tién I3
xanh xao, budn nén, nén, chan dn va dau byng. Tén thuong gan cé
thé tré nén rd rang sau khi udng 12-48 gior . B4t thudrng vé chuyén hoa
glucose va toan chuyén hda cé thé xay ra. Trong nhiém doc nang, suy
gan c6 thé tién trién thanh bénh nio, xuat huyét, ha duong huyét,
phl ndo va t* vong. Suy thdn cap tinh vdi hoai tir 8ng than cdp, déi
ra mau va protein niéu cé thé phat trién ngay ca trong trudng hop
khéng cé tén thuong gan nghiém trong.

Loan nhip tim va viém tyy d3 du'gc bédo céo.

Céc triéu chirng qua lidu clia Tramadol nhu nén, co giat, bdiréi, lo au,
nhip nhanh, tdng huyét ap, hén mé, suy hoé hap.

. CAN PHAI LAM Gl KHI DUNG THUOC QUA LIEU KHUYEN CAO ?

Can hdi théng bao ngay cho béc sy hodc dugc sy hodc dén ngay co s&
y t€ gan nhat ngay ca khi ban cdm thay binh thudng dé tranh nguy co
tén thuong gan nghiém trong nhung khéng biéu hién.

.NHO’NG BPIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Néu dang dung céc thudc khac cé chira paracetamol hodc tramadol.
Néu ban cé van dé vé gan hodc mat va da clia ban cd thé chuyén sang
mau vang, cé ddu hiéu vang da.

Néu ban cé van dé vé than.

Néu ban cé tién sr khé thé nhu hen suyén hodc cac van dé nghiém
trong vé phéi .

Néu ban bj ddng kinh hodc tién sir co giat.

Néu gin day bj chan thuong d4u, séc hoic dau dau nghiém trong
dan dén non mira N&u ban phu thudc hodc bj nghién vio bat ky loai
thudc nao (vi du morphin).

Néu ban dung cac loai thudc khac dé diéu trj dau chira buprenorphin,
nalbuphin hodc pentazocin.

Né&u ban cé ché dé an kiéng mudi, can can nhic khi str dung vi san
pham chira khoang 400 mg natri.

THOT KY MANG THAI: Hai y kién béc s§ trirde khi dung. Thudce khéng
néq dung trong thoi ky mang thai hodc du dinh mang thai.

THO'I KY CHO CON BU: Hdi y kién bac sy trudc khi dung. Tramadol
duoc bai tiét vao sita me. Vi ly do nay, khéng nén dung thudc khi cho
con bu hodc ngirng cho con bu.

ANH HUGONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Tramadol ¢6 thé anh huwdng dén kha ndng |3i xe va van hanh médy méc

ddc biét khi két hop vdi cac thudc hudng than khac bao gom ca rugu.
Do d6 cén than trong khi st dung PANALGAN® PLUS cho ngudi lai xe
va van hanh may méc.

13. KHI NAO CAN THAM VAN BAC SV:

>
>

Trong trudng hgp qué lidu.

Khi dang dung phdi hgp vdi thudc khac hodc xudt hién tac dung
khéng mong muén.

* Néu cdn thém théng tin, xin héi y kién bdc s§ hodc duwc sy.

14. HAN DUNG cUA THUGOC:

1.
>

2.
>

>

36 thang ké tlr ngay san xuat.
*Khéng diing thuéc qud han st dung

PHAN II. HUONG DAN SU’ DUNG THUGC CHO CAN BO Y TE

DUQCLYCHOQC:
Paracetamol la chat chuyén héa ¢ hoat tinh clia phenacetin, la thuéc
gidm dau - ha s6t hitu hiéu cé thé thay thé aspirin; tuy vay, khac vdi
aspirin, paracetamol khéng c6 hiéu qua diéu trj viém. Paracetamol,
Vi ligu diéu tri, it tdc dong dén hé tim mach va hd hip, khong lam
thay d6i can béng acid - base, khong gay kich rng, xwéc hoic chay
mdu da day nhu khi dung salicylat, vi paracetamol khéng tac dung
trén cyclooxygenase toan than, chi téc dong dén cyclooxygenase/
prostaglandin clia hé than kinh trung uong. Paracetamol
téc dung trén tiéu cau hoic thdi gian chdy mau.

gdn vao thu thé p clia noron than kinh va lam giam s tai nhap
norepinephrin va serotonin vao té bao nén cé tac dung gf3
Chat chuyén hod M1 cé ai lyc véi thy thé p cao gap 20
dung gidm dau cao gip 6 [an tramadol.

I8n va tac

DUQCHONG HOC:

Paracetamol

Hdp thu: Paracetamol dugc hdp thu nhanh chéng va hiu nhu hoan
toan qua dudng tiéu hda. Nong dd dinh trong huyét twong dat trong
vong 30 dén 60 phut sau khi udng vdi ligu didu tri.

Phén bé: Paracetamol phan bé nhanh va ddng déu trong phan I&n
cac mé cla co thé. Khodng 25% paracetamol trong mau két hop vdi
protein huyét tuong.

Thdi trir: Nira d&i huyét tuong clia paracetamol 1 1,25 - 3 gio, ¢c6
thé kéo dai vdi litu gdy doc hodc & ngudi bénh cé thuong tén gan.
Sau lidu diéu trj, cé thé tim thay 90 dén 100% thudc trong nudc tidu
trong ngay th* nhat, chd yéu sau khi lién hop trong gan véi acid
glucuronic (khoang 60%), acid sulfuric (khodng 35%) hodc cystein
(khoang 3%); cling phat hién thay mot luvgng nhd nhitng chat chuyén
hoa hydroxyl hod va khir acetyl.

Tramadol

Hép thu: Tramadol hdp thu t6t qua dwdng tiéu hod nhung cé sy
chuyén hod Ian dau qua gan manh nén sinh kha dung tuyét déi clia
thudc chi dat 75%. Thoi gian dat nong dd t8i da trong mau khéac
nhau giita tramadol va chét chuyén hod.Tramadol c6 nong d6 t&i da
trong mau sau khi duing 2 gid, con san pham chuyén hod M1 1a 3 gio.
Thirc &n it anh hudng dén sy hap thu thudc. Trong méu thudc gan
vac proteiil khodng 20% va dugc phan bd trong tat ca cac co quan
vdi thé tich phan bé khoang 2,7 lit/ke.

Chuyén hda: Trong co thé tramadol bj chuyén hoda théng qua phan
rng N va O khir methyl dudi sy xtc téc cua 2 isoenzym CYP3A4 va
CYP2D6. Dudi sy xuc tac clia CYP2D6, tramadol chuyén hod thanh
0O-desmethyltramadol (M1) con tac dung giam dau, do vy khi dung
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3.
>
>

6.

kém véi mot s6 chdt co khd ndng gdy cdm (rng isoenzym nay sé lam
thay déi tac dung clia tramadol.

Thdi trir: Thuéc dugc thai trir chl yéu qua than (90%) va 10% qua
phan, dudi dang chuwa chuyén hod chiém ti 1& 30% va da chuyén
hod 13 60%. Thudc di qua nhau thai va sita me. Nra doi thai trir cla
tramadol |2 6,3 gi& con cla M1 1a 7,4 gio.

CHI DINH:

PANALGAN® PLUS dugc chi dinh trong con dau vira dén nang.

Viéc s dung thudc nay nén dugc gidi han & nhitng bénh nhan
trong con dau vira dén ndng can thiét phadi dung dang phdi hop
paracetamol va tramadol.

. CACH DUNG VA LIEU DUNG:

Cdch diung

Dlng dudng udng. Hoa tan vién thudc trong it nhat nira céc nudc,
ubng ngay sau khi tan hét.

Liéu diing

Nguoi Ién va tré em trén 12 tudi: Lidu t&i da |3 1 — 2 vién mbi 4-6
gid, cé thé ting dén 8 vién ngay. Dieu chinh litu dung cho tirng bénh
nhén tly theo cudng d dau va dap ¢ng clia ngudi bénh,

Tré em durGi 12 tudi: Khong nén dung.

Bénh nhén cao tudi: & bénh nhan trén 75 tudi, khoang cach téi thidu
gitra cac lidu st dung khéng nén ngén hon 6 gier

Bénh nhén suy gan va suy thdn: Theo khuyén cdo, liu dung t&i da
Tramadol khéng vugt qué 200 mg/ ngay ddi véi bénh nhan suy gan
va suy than (cé dé thanh thai Creatinin (CICr) < 30 ml/pht), khoang
céch gilta hai Ian dung thudc & nhitng bénh nhan nay duoc khuyén
cao la 12 gio.

Khéng st dung Tramadol cho b&nh nhan suy thdn ning (CICr <
10 ml/phut).

. CHONG CHi B|NH:

Ngudi bénh nhiéu [an thi€u mau hodc cé bénh tim, phéi, than hoic gan.
Ngudi bénh qua min vdi paracetamol, tramadol hogc bat ky thanh
phan nao cda thudc.

Ngudi bénh thi€u hut glucose - 6 - phosphat dehydrogenase.
Tredng hop suy chirc ndng gan va nhiém doc cap tinh vdi ruou,
thuBc ngl, thuBc gidm dau trung wong, opioid va cac thudc hudng
than kinh.

Khéng dung cho bénh nhin dang ding hodc 2 tuan sau khi ngung
dung cac thudc trc ché monoamin oxidase (IMAO).

Bénh nhén suy gan n3ng, suy thdn nang (CICr < 10 ml/phat).

Céc truvdng hgp dong kinh khéng kiém sodt duoc diéu tri.

LUU Y VA THAN TRONG:

Bac sy can canh bdo bénh nhan vé céc ddu hiéu cla phan g trén da
nghiém trong nhu héi chirng Steven-Jonhson (SIS), héi chirng hoai
t& da nhiém déc (TEN) hay hoi chitng Lyell, hoi chirng ngoai ban myn
mu toan than cdp tinh (AGEP) tuy hi€m nhung d3 xay ra, thuong
khong phu thudc vao tac dung cla cac thudc khac.

Thén trong khi dung cho cdc bénh nhan dang cé céc bénh vé gan, suy
gan, suy than, nguoi nghién ruqu, suy dinh du@ng man tinh hodc bj
mat nudc.

Dung thén trong & ngudi bénh thi€u mau tir trwde vi chirng xanh tim
6 thé khong biéu 16 rd, mdc du néng do cao & mirc nguy hiém cla
methemoglobin trong mau.

U8ng nhiéu rugu cd thé gay ting doc tinh véi gan cla paracetamol
nén tranh hodc han ché udng ruvou.

Thén trong v&i bénh nhan suy hd hdp, khéng dung cung véi thude
déi khang opioid.

Dung qua liéu khuyén cdo Tramadol c6 thé gay nguy ca co git. Nguy
co nay ting lén & bénh nhan cd tign st dong kinh, bénh nhin dang

st dung thudc chdng tram cam 3 vong, thudc (rc ché tai hap thu
serotonin chon loc, hop chat IMAOs va cac loai thudc an than.
Cén than trong khi dung tramadol vi thu8c c6 tiém nang gy nghién
ki€u morphin. Ngudi bénh them thudc, tim kiém thudc va ting ligu
do nhon thudc. Trénh dung thubc kéo dai va dic biét cho ngudi co
tién st nghién opioid.

7. THO1 KY MANG THAI
D3 ¢ di bang chirng |am sang vé anh hudng clia tramadol véi phuy
nit c6 thai. Diéu trj dai han trong thoi gian mang thai cé thé dan dén
céc triéu chirng cai nghién & tré so sinh sau khi sinh, dé 13 hé qua
cla quen thudc.

8. THOTKY CHO CON BU
Khéng st dung cho phu ni cho con b vi thudc cé thanh phan
tramadol; tramadol va chat chuyén héa clia nd c6 thé tiét vao sita me.

9. ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Tramadol cé thé dnh hudng dén kha ning l4i xe va van hanh may méc
d3c biét khi két hgp véi cac thudc hudng than khéc bao gom ca rugu.
Do d6 can than trong khi s& dung PANALGAN® PLUS cho ngudi l3i xe
va van hanh may méc.

10. OI TUQNG DAC BIET
San pham chra khodng 400 mg natri trong san pham, can can nhic
khi dung & bénh nhan c6 ché d6 &n kiéng mudi.

11. TUONG TAC THUGC:

» Vdi Paracetamol:
UBng dai ngay litu cao paracetamol lam ting nhe tac dung chéng
doéng clia coumarin va din chat indandion. Tac dyng nay cé vé it hodc
khéng quan trong vé 1am sang, nén paracetamol dwoc wa dung hon
salicylat khi cdn gidm dau nhe hodc ha s6t cho ngudi bénh dang diing
coumarin hodc din chat indandion.
Can phai chi y dén kha nang gy ha s6t nghiém trong & ngudi bénh
dung ddng thdi phenothiazin va liéu phép ha nhiét.

U8ng rugu qué nhigu va dai ngdy cé thé lam ting nguy co paracetamol - s

gdy doc cho gan.

Thudc chéng co gist (gdm phenytoin, barbiturat, carbamazepin) gay
cam (rng enzym & microsom thé gan, cé thé lam ting tinh doe’hai gan
clia paracetamol do ting chuyén héa thudc thanh nhitpg chat doc
hai vdi gan. Ngoai ra, dung dong thdi isoniazid v&i paratetamol ciing
c6 thé dan dén ting nguy co ddh tinh vai gan, nhupg chua xac dinh
dugc co ché chinh xdc cla tuong\tacnay. Nguy g& paracetamol gay
doc tinh gan gia tdng dang ké & ng ligu paracetamol
I&n hon ligu khuyén dung trong k\gi dan ng thudc chéng co giat

hodc isoniazid. Thudng khdng cdnigiam liu & ngudi bénh dung déng
thoi ligu diéu tri paracetamol va thudc chéng co giat; tuy vay, nguoi
bénh phai han ché ty dung paracetamol khi dang dung thuéc chéng
co gidt hodc isoniazid.

» V@i Tramadol
Carbamazepin: 1am tang chuyén héa tramadol, néu phdi hop thi phai
tdng lidu tramadol 1én gdp 2 lan.
Quinidin: Uc ché CYP2D6 lam gidm chuyén hdéa tramadol, nguoc lai
tramadol (rc ch€ sy tdi nhap noradrenalin va serotonin. Do vdy khéng
dugc phdi hop trong diéu tri.
Warfarin: Tramadol lam kéo dai thai gian Prothrombin, khi dung phéi
hop v&i warfarin can phai ki€ém tra thdi gian prothrombin thuéng xuyén.

12. TAC DUNG KHONG MONG MUON:

» Do paracetamol
Ban da va nhitng phan (ng di trng khéc thinh thodng xay ra. Thuong
la ban d6 hodc may day, nhing d6i khi ndng hon va cé thé kém theo
s6t do thudc va thurong tén niém mac. Nguwoi bénh man cdm vdi

3/4




CO PHAN DUGC PHAM

CONGTY

CUU LONG

TO HUGNG DAN SU DUNG
PANALGAN® PLUS

, .
DBC: Vién sui
Ma s&: PANPLUTOA
Ngay: 08/05/2017

13.

salicylat hi€m man cdm vdi paracetamol va nhitng thudc cé lién
quan. Trong mét s it trudng hop riéng 1é, paracetamol d3 gay gidm
bach c3u trung tinh, gidm tiéu ciu va gidm toan thé huyét cau.

It gép: 1/1000 < ADR < 1/100

Da: Ban.

Da day - rudt: Budn nén, non.

Huyét hoc: Loan tao mau (gidm bach cau trung tinh, gidm toan thé
huyét cau, gidm bach cau), thiéu mau.

Than: Bénh than, doc tinh than khi lam dung dai ngay.

Hiém gdp: ADR < 1/1000

Khdc: Phan (rng qua man.

Do Tramadol

ADR clia tramadol phu thudc rd rét vao liu lugng va thoi gian dung
thudc. ThuBc cang dung dai ngay thi ti |1& cac téc dung khéng mong
mudn cang tang cao. Khi dung thudc lién tuc tir 7 ngay tré 1én thi ti
18 cac tac dung khéng mong mudn trén dudng tiéu hod va than kinh
chiém tlr 5 - 33,5%.

Thuong gdp: ADR > 1/100

Toan théan: Khé chju.

Tim mach: Gidn mach (ha huyét &p).

Hé than kinh: Lo I3ng, bén chdn, 16 13n, réi loan phéi hop, sang khodi,
cang thang than kinh, réi loan giac ngd.

Hé tiéu hod: Nén, budn nén, dau bung, chan in, chudng bung, tao
bon.

Hé co xwong: Tang truwong luwc.

Da: Phét ban.

Co quan cam gidc: Rai loan sy nhin.

Hé tiét niéu sinh duc: Triéu chitng tién man kinh, dai dat, bi dai.

It gdp: 1/1000 < ADR < 1/100

Toan than: C6 thé xay ra tai nan, di (rng, s6c phan vé, cé xu hudng
nghién, giam cén.

Tim mach: Ha huyét dp tu thé dirng, ngat, tim dap nhanh.

Hé than kinh: Dang di bat thuwdng, mat tri nhd, réi loan nhan thitc,
trdm cdm, kho tap trung, 4o gidc, di cdm, co giat, run.

Hé hap: Kho tho.

Da: Hdi chirng Stevens — Johnson, viém da biéu bi hoai t& nhiém doc,
may day, phong nudc.

Co quan cadm gidc: Loan vij gidc.

Hé tiét niéu - sinh duc: Khé tiéu tién, réi loan kinh nguyét.

Hiém gdp: ADR < 1/1000

C6 mot s6 tac dung khdng mong muén rat it gip va khong tim thay cé
méi lién quan dén viéc s dung tramadol.

Tim mach: Réi loan dién tim va huyét ap, nhdi mau co tim, ngoai tam
thu, phu phéi, d6i khi tang huyét ap.

Hé than kinh: Con dau nlra d4u, réi loan giong ndi, héi ching
serotonin gédm: sét, kich thich, rét run.

Pudng tiéu hod: Chay méau dudng tiéu hod, viém gan, viém miéng.
Céc chi s6 xét nghiém: Ting creatinin, ting enzym gan, gidam
hemoglobin, protein niéu.

Co quan cam gidc: Duc thuy tinh thé, diéc, U tai.

Théng bao cho bac sy nhitng tac dung khéng mong mudn gip phai
khi str dung thudc

QUA LIEU VA CACH XU TRI:

Do paracetamol

Triéu chirng:

Nhiém ddc paracetamol c6 thé do dung mét lidu doc duy nhét, hoic
do uéng lap lai liu Ién paracetamol (vi du, 7,5 - 10 g m&i ngay, trong
1- 2 ngay), hodc do udng thudc dai ngay. Hoai tir gan phu thudc lieu
1a téc dung doc cap tinh nghiém trong nhat do qud ligu va cé thé gay
tlrvong.

Bubn nén, ndn, va dau bung thuwong xay ra trong vong 2 - 3 gid sau

14. CAC DAU HIEU CAN LU'U Y VA KHUYEN cAo:

khi uéng liéu déc cla thudc. Qua ligu tir 10 g trd 1én ( 150mg/kg
can ndng & tré em) c6 thé gy hiy hoai té bao gan, dan dén hoai tir
hoan toan gan khéng hdi phuc, toan chuyén héa va bénh nio cé thé
dén dén hdn mé va tir vong. Ngoai ra, nong dd aminotransferase va
biliburin huyét twong ting, thoi gian prothrombin kéo dai cé thé xuat
hién sau 12-48 gio.

Diéu tri:

Chan doan sém rat quan trong trong diéu trj qua liu paracetamol.
Can rira da day trong moi trirdng hop, tt nhat trong vong 4 gio sau
khi udng. Liéu phép giai déc chinh |3 dung nhitng hop chat sulfhydryl,
6 |& tdc dong mot phan do bd sung dy trir glutathion & gan.
N-acetylcystein cd tac dung khi udng hodc tiém tinh mach. Phai cho
thudc ngay I1ap tire néu chua dén 36 gior ké tir khi udng paracetamol.
Diéu tri vdi N - acetylcystein ¢é hiéu qua hon khi cho thudc trong
th&i gian dudi 10 gi¢r sau khi udng paracetamol. Néu khéng cé N
- acetylcystein, c6 thé dung methionin. Ngoai ra cé thé dung than
hoat va/hoic thuéc tdy mudi, ching cé kha nang lam giam hap thu
paracetamol.

» Do Tramadol

Triéu chirng:

Qua ligu tramadol phu thudc vao ligu dung, thudng cé biéu hién
la: Nén, co giat, bdi réi, lo du, nhip nhanh, ting huyét ép, hon ma,
suy ho hap.

X tri:

Tuy theo mirc d6 qud liéu ma cé phuong phap xU tri khac nhau. Trudc
tién phai duy tri tinh trang théng khi tét, diéu trj tich cyc, chéng co
gi4t bang thudc ngli nhém barbiturat hodc dan xuat benzodiazepin.
Hién nay chura cé thu6c d&i khang dic hiéu. Dung naloxon dé giai doc
it mang lai hiéu qua, trai lai lam tang kha ndng gay co giat. Bién phap
loc mdu st dung trong ngd ddc tramadol ciing khéng ¢ hiéu qua.

Khéng dung qua liéu quy dinh.

Doc ki hudng dan st dung trude khive:
Dé xa tam tay tré em.
NEu can thém théng tin, xin hdi y kién bac sy.

Théng bdo cho bac sy nhitng tac dung khéng mong muén gip phai
khi str dung thudc.

15. TEN, DA CHI, BIEU TUQONG CUA CO' SO SAN XUAT:

CONG TY €O PHAN DU'Q'C PHAM CU'U LONG
(PHARIMEXCO)

vrC

S6 150, Buong 14/9, Phuang 5, Thanh phé Vinh Long, Tinh Vinh Long.
Dién thoai: 070 3822533 Fax: 070 3822129

16. NGAY XEM XET SUPA 01, CAP NHAT LAI NOI DUNG HUGNG DAN
sUr DUNG THUOC:
Ngay 08 thang 05 nam 2017.




