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cONG TY
00 PHAN

oy T

Chi dinh: Thudc ding dé ha
s8t, giam dau trong cac truéng
hop cam lanh, cam cuim, nhidc
déu, dau day thdn kinh, dau co
va gan, dau do chan thuong.
S8t do nhiém khudn, céc
chiing s8t c6 phat ban va bénh
truyén nhiém.

Chang chi dinh: Qua Mman cam

vai bt ky thanh phén nao clia

CONG TY CP DUGC PHAM HA TAY
HATAPHAR 10dan pho s64- La Khé - Ha Dang -TP Ha N&i

Paracetamol 300mg - Cafein TSmg - Vdsiia5mg

LO 200 VIEN NEN

anh phin: T
racetamol......
fein........

Khdng qua 12 vién trong 24 N
-Nguai caotudi: Liéu nhurligu ngudi
-Tré em: 1 vien/ldn x 4 ldn/ngay.
Khdng qué & vién trong 24 gid.
Khéng khuyén cao cho tré em dudi 12 tudi.
Bao quan:

Noii khé, nhigt 86 dudi 30°C.

Tiéu chudn: TCCS |
BE XA TAM TAY TRE EM. OC KY |

 HUONG DAN SU DUNG TRUGC KHI DUNG.
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HUONG DAN SU DUNG THUOC
1. Tén thude: PASEPAN
2. Cac déu hiéu c¢in luu ¥ va khuyén cso khi ding thude
“Dé xa tdm tay tré em”
“Doc k¥ huéng dan st dung truge khi dung”
3. Thanh phin cﬁng,thl’rc thude: M3i vién nén chira:

Thanh phén dwoe chatr:
Paracetamol 300mg
Cafein 15mg
Vo sita Smg

(Duwdi dang cao dgc vé siza 1/20 0,25mg)
Thanh phan t4 dwge: Tinh bét sén, erythrosin, brilliant blue, gelatin, natri lauryl sulfat,
nipagin, nipasol, amidon, magnesi stearat, bot talc.
4. Dang bao ché: Vién nén,
Mo ta: Vién nén hinh try, mau tim nhat, mét mat c6 chir “PASEPAN”, thanh va canh
vién lanh lin.
5. Chi dinh
Thube dung dé ha sét, giam dau trong cac truomg hop cam lanh, cdm cim, nhic déu, dau
day than kinh, dau co va gin, dau do chén thuong. S6t do nhidm khuin, c4c chirng sdt cé
phat ban va bénh truyén nhidm,
6. Cich diing, lidu diing
- Cdch ding: Thube dung duong uéng.
- Lidu dung: |
Ngueoi Ion: 2 vién/lan x 4 lin/ngay. Khéng qua 12 vién trong 24 giér.
Nguoi cao tuoi: Lidu nhur lidu ngudi l6n.
Tré em: 1 vien/lan x 4 lAn/ngay. Khong qua 6 vién trong 24 gidy.
Khéng khuyén cao cho tré em dugi 12 tubi.
7. Chéng chi dinh
Quéd mén cam véi bét ki thanh phin nao ciia thude.
Bénh nhan bj suy gan, suy thin nang.
8. Canh bao va than trong khi dung thubec
* Paracetamol;

- Nguy co huyét khéi tim mach: Cac thudc chéng viém khéng steroid (NSAIDs), khong
phai aspirin, ding duong toan than, ¢6 thé 1am tdng nguy co xuat hién bién cb huyét khéi
tim mach, bao gdm ca nhéi mau co tim va d6t quy, c6 thé din t6i tir vong. Nguy co nay
¢6 the xudt hién sém trong vong vai tudn ddu ding thudc va c tha tang lén theo thoi gian
ding thudc. Nguy co huyét khéi tim mach duoc ghi nhan cha véu & lidu cao.
Bic sy can danh gid dinh ky su xuit hién cia céc bién ¢d tim mach, ngajhca khj
nhan khéng cé cic triéu chirng tim mach truge dé. Bénh nhdn cén duge canh'bid vé cac
tri€u chirng cia bién cé tim mach nghiém trong va cin thim kham bac s¥ ngay khi xuit
hi€n céc tridu ching nay.

Dé giam thidu nguy co xuat hién bién cd bit loi, can sir dung thude & liéu hang ngay thip
nhét ¢6 hidu qua trong thoi gian ngin nhét ¢6 thé,

- Paracetamol tuong déi khéng ddc véi lidu didu tri. D61 khi ¢6 nhitng phan tng da gbém
ban dat, sin ngira va may day; nhitng phan tng man cam khac gdm phu thanh quén, phu
mach, va nhiing phan tmg kiéu phén vé c6 thé it khi xay ra. Giam tiéu cay, giam bach ciu
va giam toan thé huyét ciu da Xay ra véi viée sit dung nhitng dan chét P - aminophenol,
ddc biét khi dung kéo dai cac lidu 16n. Giam bach cdu trung tinh v ban xudt huyét gidm




tiéu cu da xay ra khi ding paracetamol. Hiém géip mét bach cu hat & ngudi bénh ding
paracetamol.

- Thén trong khi dung paracetamol cho ngudi bénh suy gan, suy than, n guoi nghién ruou,
co thé suy nhugc hodc bi mét nuée, ngudi bénh c6 thiu mau tir trude vi chul
c6 thé khong biéu 16 ra, mic di nong do cao & mire nguy hiém cua me%e@ﬁéi%@
mau. .3/ GONG TY
Bdc st cén cdnh béo bénh nhdn vé cde déu hiéu ctia phan vng trén c{af}ighzfém Hrong

hoi chimg Steven-Johnson (SJS), héi chimg hoai tir da nhiém déc (T. EN - tokic epide
necrolysis) hay héi chimg Lyell, hoi chung ngogai ban mun mi togn rh‘én\c\ﬁp‘.rm GEP
- acute generalized examthematous PUSTUiosis), ) \"“\'{;;?3 L
Phan tmg phu nghiém trong trén da méc di ty 1€ méc phéi 14 khéng cao nilmm nghiém
trong, thim chi de doa tinh mang bao gém hoi ching Steven-Johnson (8JS), hoi chimng
hoai tr da nhiém déc toxic epidermal necrolysis (TEN) hay héi chung Lyell, hdi chimg
ngoai ban mun mi toan than cép tinh (AGEP).

Triéu chimg cla cac hoi ching néu trén duoc mé ta nhu sau:
Héi chitng Steven-Johnson (8JS): La di ung thudc thé bong nuée, bong nude khu tra &
quanh c4c héc tu nhién nhu mit, mili, mi¢ng, tai, bd phén sinh duc va hdu mén, Ngoai ra
c6 thé kém theo sdt cao, viem phéi, réi loan chirc ning gan than. Chin dosn hgi chimg
Steven-Johnson (SJS) khi 6 it nhit 2 hée tw nhién bj tén thurong.
Hoi ching hoai tir da nhiém déc (TEN): La thé dj g thuéc néng nhit, gdm:

+ Cic ton thurong da dang & da: Ban dang s6i, ban dang tinh héng nhiét, hﬁ"mg ban hoic
cdc bong nudce bing nhung, c¢éc tén thuong nhanh chong lan téa khap nguoi.

+ Tén throng niém mac mat: Viem gidc mac, viém két mac mu, loét giac mac.

+ Tén thuong niém mac duong tiéu hoa: Viém miéng, trot niém mac miéng, loét hiu,
hong thuc quén, da day, rudt.

+ Ton thurong niém mac dudng sinh duc, tiét niéu. \

+ Ngoai ra cdn ¢6 céc triéu chimg toan thin tram trong nhu sét, xuit huyét dudng tiéu
héa, viém phéi, viém ciu thén, viém gan... t 18 tir vong cao 15-30%.
Hot ching ngoai ban mun mi toén thén cdp tinh (AGEP): Mun mu vo trung nho phat
sinh trén nén héng ban lan rong, Ton throng thudng xuit hién & cic nép gap nhir néach,
ben va mat, sau dé cé thé lan rong toan than. Triéu chimg toan than thudng 14 ¢6 sdt, xét
nghiém méu bach cdu muai trung tinh ting cao.

- Khi phét hién nhitng déu hi€u phat ban trén da du tién hodc bit ki déu hi¢u phéan img
qua mén nao khac, bénh nhén cin phai ngimg sit dung thudc. Nguo1 da ting bi c4¢’phan
ung trén da nghiém trong do paracetamol gdy ra thi khong duoc ding thude tré Mi va khi
dén kham chira bénh cin phai théng bao cho nhan vién y t& biét vé van dé 3%

- Khong nén dung qu4 lidu qui dinh, khong nén ding cac thude cé chira\paracetamol,
thudc cam ctim khac,

- Than trong véi bénh nhan suy gan, suy thén, nguy co qua liéu Ién & nhirng bénh nhan bi
bénh gan do nghién ruou.

* Cafein: Trong khi dung thudc khéng nén st dung nhiéu cafe, tra va mét sb loai db
ubng déng hdp cé chira cafein.

* V6 sita: Trén méo, ché va khi thi nghiém, echitamin trong vé sita gdy ha huyét ap.
Chua ¢6 béo cdo & ngudi.

- Trong thanh phén thudc ¢6 nipagin, nipasol, erythrosin, brilliant blue c6 thé giy ra cac
phén ng dj ing.

9. S dung thubc cho phu nir ¢6 thai va cho con bii.

* Thoi ky mang thai: Khéng khuyén céo dung trong thoi ky mang thai do sy gia ting
nguy co ¢ thé gay nhe can thai nhi va sy thai tu nhién lién quan dén cafein,




* Thoi ky cho con bii: Paracetamol va cafein bai tiét qua stta me. Cafein cé thé ¢é tac
dung kich thich bé bu me. N&n cin thén trong khi dung cho phu nit cho con by, cin nhic
gitra nguy co va loi ich diéu tri.

10, Anh hwéng ciia thude 1én kha ning lai xe va vin hanh m4
xe hodc vén hanh may méc thiét bi néu bj chéng mat, cang théng,
11. Twong tac, twong ky ciia thubc

* Twong tac ciia thude:

CONG TY
=l ¢ PHAN
i‘**‘g OUTG PHAM

A

W\ HA TRY 4
Paracetamol: \ ’i\\g :
- Udng dai ngay li€u cao paracetamol 1am tang nhe tac dung chong déng-é marin va

dén chit indandion. Tac dung ndy it quan trong vé lam sang, nén paracetamol duoc wa
dung hon salicylat khi cin giam dau nhe hozc ha sét cho nguoi bénh dang ding coumarin
hoZc dan chit indandion.

- Can phai chy y dén kha nang gy ha st nghiém trong ¢ nguoi bénh dung déng tho
phenothiazin va liéu phap ha nhiét,

- Ubng ruou qué nhiéu, dai ngay va thude 1am ting men gan co6 thé 1am tdng nguy co
paracetamol giy doc cho gan.

- Metoclopramid va domperidon: Tang hép thu paracetamol.

- Cholestyramin: Gidm hép thu paracetamol.

- Isoniazid va cac thude chéng lao lam tang ddc tinh cia paracetamol déi vgi gan (chua
xac dinh dugc co ché chinh x4c cia tuong tac nay)

- Thude chéng co git (gbm phenytoin, barbiturat, carbamazepin) gdy cam imng enzym ¢
microsom thé gan, ¢é thé lam tang tinh ddc hai gan ciia paracetamol do tang chuyén héa
thude thanh nhimg chét doc hai vei gan. Ngoai ra, dung déng thdi isoniazid véi
paracetamol cling c¢6 thé dan dén tang nguy co dc tinh véi gan, nhung chua xac dinh
duoc co ché chinh x4c cia twong tac nay. Nguy co paracetamol gay déc tinh gan gia ting
dang ké & ngudi bénh ubng lidu paracetamol 16n hon liéu khuyén dimg trong khi dang
ding thude chéng co gidt hodc isoniazid. Thudng khéng cén giam lidu & nguol bénh ding

-
A

déng thoi lidu didy trl paracetamol va thubc chéng co giit. Tuy vdy, nguoi bénh phai han
ché ty dung paracetamol khi dang ding thube chéng co gidt hodc isoniazid.
Cafein: Cafein cha yéu chuyén héa qua CYPIAZ2. Tuong téc dugc déng
cafein va cac thube chuyén héa béi CYP1A2 hoic cac thude cam rng/ Gc
- Thude chéng co giat (phenobarbital, phenytoin): Co thé ting thai trir
ndng dd cafein huyét thanh. Cé thé ting chuyén héa phenobarbital.

- Thuée chen B: C6 thé tang tac dung trén tim.

- Cimetidin: Cé thé ting thai trir cafein va giam ndng d6 cafein huyét thanh.

- Disulfiram: Nguy co e ché chuyén héa, din dén giam thanh thai cafein; c6 thé lam
tang ho#c kéo dai tic dung cia cafein.

- Ketoconazol: C6 thé ting thai trir cafein va giam ndng do cafein huyét thanh.

- Ketoprofen: Cé thé lam giam luomg nuéde tiéu.

- Xét nghiém urat huyét thanh: Duong tinh gia trong xét nghiém urat huyét thanh khi sit
dung phuong phéap Bittner.

- X¢ét nghiém 5-hydroxyindoleacetic acid ni€u (5-HIAA): Ting nhe nff)ng dé 5-HIAA
nude tiéu.

- Xét nghiém catecholamin va acid vanillylmandelic nuée tiéu (VMA): Téng nhe ndng do
VMA va catecholamin nuéc tiéu; cb thé cho két qua duong tinh gia xét nghiém u -ty
thuong than va u nguyén bao thin kinh.

Vo sita: Chua ¢6 bao céo.

* Twong Ky ctia thube: Do khéng cé cac nghién ctru vé tinh twong ky ciia thudc, khéng
tron 14n thude nay véi cac thude khac.




12. Tac dung khéng mong muén cia thude
* Paracetamol:

- Nguy co huyét khéi tim mach (xem thém phan Thén trong) -~
Ban da va nhitng phan Ung di ing khac thinh thodng xay ra. Thudng 14 ban do hoic may
day, nhung déi khi ning hon va ¢6 thé kém theo st do thube va thuong tén nje
Ngudi bénh mén cam vdi salicylat hiém min cam V01 paracetamol va nhﬁ’pg‘ﬂgﬁﬁﬂm I
quan. Trong mét s6 it trudng hop riéng 1€, paracetamol da gay giam ba :éépd‘.,g‘gng i
giam tiéu ciu va gidm toan thé huyét cau. - S AN
It gip, 1100 > ADR > 1/1000 . OVOC PHAN
Da: Ban. . \",S‘}:.R\:rifl TAY
Da day, rudt: Budn noén, nén. kﬁfsﬁj*w
Huvét hoc: Loan tao mau (giam bach ciu trung tinh, giam todn thé huyét célf““é‘ﬁfﬁ od
cdu), thiéu mau.

Than: Bénh than, déc tinh thdn khi lam dung dai ngay.
Hiém ggp, ADR < 1/1600

Da: Hoi ching Stevens-Johnson, hoai tir bidu bi nhidm ddc, hoi chimg Lyell, mun ma
ngoai ban toan than cAp tinh.

Khéc: Phan tmg qua mén.

* Cafein: Khi dung lidu khuyén nghi paracetamol - cafein cung v&i ché d6 an uong c6
nhiéu cafein, s& giy ra céc tac dung phu do qué liu cafein nhu mét ngu, thao thie, lo
lang, cau kinh, dau dau, réi logn tiéu héa, héi hop.

Thén kinh trung wong: Céng thing, lo ling, khé chiu, bén chén, d& bi kich thich, chong
mat,

* V6 sita: Trén méo, chd va khi thi nghiém, echitamin trong vo slta gdy ha huyét ap,
Chua 6 béo cio & nguoi.

Hudng dan cich xir tri ADR

Néu xdy ra ADR nghiém trong, phai nglmg ding thude. V& didy trl, xin doc phah: *Qua
lidu va céch xit tri”

13. Qua liéu va cach xir tri

Paracetamol:

* Triéu chimg:

- Khi ding qu4 liéu paracetamol, mot chit chuyén héa 1a N - acetyl - benzoquinonimin
gay ddc nang cho gan. Tén thuong gan ¢o thé xay ra voi liéu 10g hodc 16n hon va voil
lidu 5g véi bénh nhén c6 cac yéu td nguy co sau:

+ Piéy tr1 lau dai vai carbamazepin, phenobarbital, phenytoin, primidon, rifampicin hoac
céc thude khac gay ting men gan.

+ Bénh nhén nghién ruou.

+ Ngudi ¢6 ché db #n uéng khéng dﬁy di, xo nang, nhiém HIV, suy nhuge co thé.

- Céc triéu ching qu4 lidy trong 24 gi¢r du tién 13 xanh xa0, budn nén, noén, chan in v
dau bung. Methemoglobin méu, din dén chirng xanh tim da, niém mac va mong tay la
mét ddu hig¢u dac trung nhiém déc cép tinh din chat p - aminophenol; mét lwong nhé
sulfhemoglobin ciing cé thé duoc san sinh. Tré em cé khuynh huéng tao methemoglobin
d€ hon nguoi 16n sau khi udng paracetamol. Tén thuong gan c6 thé bidu hién 15 sau 12-
48 gid sau khi uéng.

- Bit thuémg vé chuyén héa glucose va toan chuyén hoa cé thé xay ra. Trudng hgp ning,
suy gan co thé tién trién thanh bénh nio, xuit huyét, ha dudng huyét, phi nio va ti
vong,




- Suy thén cép tinh véi hoai tiy ong thén cap, dai ra mau va protein ni¢u c6 thé xay ra
ngay ca trong truong hop khong cé tén thuong gan. Loan nhip tim va vié
bao cdo.

-C‘
* Xk tri: = oi'pHAN  \©
- Dicu tri ngay lap tac 12 diéu cin thiét trong xir tri ngd doc paracetamo _.Dﬁn&jthﬂ{ﬂ}h}oa)l:

tinh trong véng 1 gidy, nén do nong do paracetamol trong huyét turong s
da day trong moi trudng hgp, tot nhat trong vong 4 gio sau khi udng.
- Li¢u phép giai doc chinh 13 dung nhitg hop cht sulfhydryl, ¢6 1& tac dong
b6 sung du trix glutathion & gan.
- N-acetylcystein ¢6 tac dung khi udng hoic tiém tinh mach. Phai cho thude ngay l1ap tirc
néu chua dén 36 gi&r ké tir khi udng paracetamol. Pidu tri v&i N - acetylcystein ¢é hiéu
qua hon khi cho thudc trong thoi gian dudi 10 gid sau khi uéng paracetamol. Khi cho
ubng, hoa lodng dung dich N - acetylcystein vdi nude hodc dd uéng khong ¢6 rugu dé dat
dung dich 5% va phai udng trong vong 1 gid sau khi pha. Cho ubng N - acetylcystein vgi
litu diu tién 12 140 mg/kg, sau d6 cho tiép 17 lidu nita, mdi liéu 70 mg/kg cach nhau 4
gi¢ mét lan. Cham dirt didu tri néu xét nghi€ém paracetamol trong huyét twrong cho thiy
nguy co doc hai gan thép.
- Tac dung khéng mong mudn cua N - acetylcystein gdm ban da (g6ém ci may day, khéng
yéu ciu phai ngimg thudc), bubn nén, non, ia chay va phan ung kiéu phan vé.
- Néu khong cé N - acetylcystein, cé thé ding methionin. Ngoai ra ¢6 thé dung than hoat
va hogic thude tiy mudi do chung ¢6 kha nang lam giam hip thu paracetamol.
Cafein:
- Triéu ching: Dau vung thugng vi, nén, lgi tiéu, nhip tim nhanh, loan nhip tim, kich
thich than kinh trung wong (mét ngu, bén chon, phén khich, kich dong, run va co giét).
- X tri: Khong cé thude gidi dge dic higu, chi yéu didu tri hd tro. C6 the dung thén hoat
tinh trong vong 1 gi¢r va c6 thé dén 4 gi sau khi qua liéu. Céc tridu ching trénthin lﬁ;h
trung wong cé thé dugc didu tri béng tiém tinh mach thuéc an than. i
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14. Quy cach dong géi

Hop 10 vi x 10 vién, hép 20 vi x 10 vién, hop 50 vi x 10 vién, lo 2\0

hudng dan sir dung bén trong hép.

15. Piéu kién bao quan, han dung, tidu chuin chit lwrgng thudc

- Diéu kign bdo quin: Noi kho, nhiét ¢ dudi 30°C.

- Han diing: 36 thang ké tir ngay san xuét.

- Tiéu chuan chit lwgng thuée: TCCS.

16. Tén, dia chi ciia co sé san xuit:

Tén cosé sin xuit : CONG TY CO PHAN DUGC PHAM HA TAY

Dia chi: T6 dan phé s6 4, P. La Khe, Q. Ha Bong, TP. Ha Nojoa.
DT: 02433522203  FAX: 024.33522203 o0 L 7s
DT: 024.33824685 FAX: 024.33829054

Hotline: 024.33522525
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