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Huong dan si dung thuéc:

PACEMIN

- Dang thudc: Vién nén.

- Qui cach dong géi: Hop 50 vi x 10 vién nén

- Thanh phan: MJi vién nén chira:
Paracetamol
Clorpheniramin maleat

(Té dugc gom:Eragel, tinh bot sdn, amidon, gelatin, natri laurylsulfat, magnesi stearat,

bét tale, sunset yellow, tartrazin)

-Dugc luc hoc:

Paracetamol :

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la chit chuyén hoa co

hoat tinh ctia phenacetm 14 thudc giam dau - ha sét hitu hiéu c6 thé thay thé aspirin; tuy

vay, khéac v6i aspirin, paracetamol khong c6 hiéu qua dleu tri viém. Véi lidu ngang nhau

tinh theo gam, paracetamol c¢ tac dung gidm dau va ha 5ot tuong tu nhu aspirin.

Paracetamol lam giam than nhiét & ngudi bénh sét, nhung hiém khi lam giam than nhiét &

nguoi binh thuong, Thube tac dong lén vung dudi doi gay ha nhiét, téa nhiét ting do gian

mach va tang luu lugng mau ngoai bién.

Paracetamol, véi liéu diéu tri, it tac dong dén hé tim mach va hé hap, khdng lam thay dbi

can bang acid - base, khéng gdy kich (mg, xudc hodc chdy mau da day nhu khi dung

salicylat, vi paracetamol khong tdc dung trén cyclooxygenase toan than, chi tic dong dén

cyclooxygenase/prostaglandin cua h¢ thin kinh trung uong. Paracetamol khong c6 tic

dung trén tiéu cau hodc thoi gian chdy mdu.

Khi ding qua liéu paracetamol mét chat chuyén héa la N - acetyl - benzoquinonimin gay

doc ndng cho gan. Liéu binh thuong, paracetamol dung nap tot, khong ¢6 nhiéu tac dung

phu ctia aspirin. Tuy vdy, qua liu cap tinh (trén 10 g) [am thwong tén gan gay chét ngudi,

va nhiing vu ng6 doc va tu van bang paracetamol da tdng Ién mét cach déng lo ngai trong

nhing nam gan day. Ngoai ra, nhiéu nguoi trong dé c6 ca thay thude, dudong nhu khéng

biét tac dung chdng viém kém cua paracetamol.

Clorpheniramin maleat :

Clorpheniramin maleat 1a mot khang histamin c6 rt it tic dung an than. Nhu héu hét cdc

khang histamin khac, clorpheniramin cling c6 tédc dung phu chéng tiét acetylcholin,

nhung tdc dung nay khac nhau nhiéu gitra céc ca thé.

Tac dung khang histamin ctia clorpheniramin thong qua phong bé canh tranh céc thu thé

H, cta cic té bao tac dong.

“Durge dong hoe: /ﬁg/

Paracetamol :

Hdp thu: Paracetamol duogc hap thu nhanh chéng va hau nhu hoan toan qua duong tiéu

héa. Thue 4n ¢6 thé lam vién nén gidi phong kéo dai paracetamol chdm dugc hép thu mot

phén va thirc an giau carbon hydrat lam giam ty I¢ hip thu cua paracetamol. Nong do

dinh trong huyét tuong dat trong vong 30 dén 60 phut sau khi uong vai liéu diéu tri.

Phdn bo: Paracetamol phén bo nhanh va ddng déu trong phan [6n cac mé cla co thé.

Khoang 25% paracetamol trong méu két hop véi protein huyet tuong.

Chuyén héa - Thai trir

Nira doi huyét tuong cua paracetamol la 1,25 - 3 gig, c6 thé kéo dai véi lidu gdy déc hodc

¢ ngudi bénh cd thuong ton gan.




Sau heu diéu tri, c6 thé tim thay 90 dén 100% thudc trong nude tiéu trong ngay thi nhit,
chii yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric
(khoang 35%) hodc cystein (khoang 3%); cling phét hién thiy mot luong nhé nhimg cht
chuyén héa hydroxyl - hod va khi acetyl. Tré nho it kha nang glucuro lién hop véi thude
hon so voi nguoi lon.

Paracetamol bj N - hydroxyl héa bdi cytochrom Pysg dé tao nén N - acetyl -
benzoquinonimin, mét chat trung gian cé tinh phan tng cao. Chit chuyén hoéa nay binh
thuong phéan mg vdi cic nhom sulfhydryl trong glutathion va nhu vdy bi khir hoat tinh.
Tuy nhlen néu uong liéu cao paracetamol chat chuyen héa nay dl.rorc tao thanh

sulfhydryl cia protem gan tang lén, ¢ the dan dén hoa1 tu gan

Clorpheniramin maleat :
Hap thu- Phdn bo
Clorphemramm maieat hip thu tot khi ubng va xudt hién trong huyet tuo e

protem Thé tich phan bd I\hoang 3,J lllf'l\g (nguoi Iom) va 7 - 10 lit’kg (tré em).
Chuyén héa - Thai trir
Clorpheniramin maleat chuyén héa nhanh va nhteu Céc chat chuyén héa gdm co
desmethyl - didesmethyl- clorpheniramin va mét s6 chat chua dugc xac dinh, mot hodc
nhiéu chit trong s6 d6 c6 hoat tinh. Nong do clorpheniramin trong huyét thanh khong
twong quan ding véi tac dung khang histamin vi con mét chét chuyén hoa chua xdc dinh
clng ¢o tac dung.
Thube duoc bai tiét chii yéu qua nude tiéu dudi dang khong déi hodc chuyén hoa, su bai
tiét phu thudc vao pH va luu luong nude tiéu. Chi mot lugng nhé duge thdy trong phén.
Thoi gian ban thai 1a 12 - 15 gio va & nguoi bénh suy thdn man, kéo dai tdi 280 - 330 gid.
- Chi dinh: trong céc trwong hop:

+ Diéu trj triéu chimg: Pau dau, s mii, hit hoi, giam dau nhe.

+ Ha sot. /@J/
- Cach dung va liéu dung:

+ Ngudi 16n va tré em trén 12 tudi: Udng mdi lan 2 vién/lan, mdi lan céch nhau 4-6 gio

+ Tré em 6-12 tuéi Udng mdi lan | vién/Idn, mdi lan cach nhau 4-6 gio

+ Tré dudi 6 tudi nén dung dang bao ché khac véi ham lLrorng phu hgp hon.

Hodgc theo chi dén ciia Hmy thuoc

Chu y: Khoang céach giira cac lan ubng duge khuyén céo la: cir 4 - 6 giy mot lan khi cin
thiét, -nhung khong qua 4g Paracetamol (12 vién)/mot ngay.
- Chéng chi dinh: Qua min cam véi mot trong cac thanh phan cua thude.
* Paracetamol: Ngudi nhiéu lan thiéu mau hoic c6 bénh tim, phdi, than hodc gan. Nguoi
bénh thiéu hut Glucose-6-phosphat dehydrogenase.
* Clorpheniramin maleat: Nguoi bénh dang con hen cép. Nguoi bénh O trigu ching phi
dai tuyén tién liét. Gl6cdom goc hep, tic cd bang quang, loét da day, tdc mén vi-ta trang.
Phu nit ¢6 thai hodc dang cho con bu, tré so sinh va tré dé thiéu thang, Ngudi bénh ding
thude trc ché oxidase (MAQ) trong vong 14 ngay, tinh dén thoi diém diéu trj bang
clorpheniramin vi tinh chét chdng tiét acetylcholin cia clorpheniramin bi tang 1én bdi céc
chét &rc ché MAO.
- Thoi ky mang thai: Khong dung thudc.
- Thoi ky cho con bii: Khong dung thudc.
- Tac dung ciia thudc Ién kha nang lai xe va vAn hanh may méc: Thudc c6 thé gay
ngt ga, chong mat, hoa mét, nhin mo, thude 6 nguy co gdy budn ngl va suy giam tam
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than van dong trong mot so ngudi bénh va co thé anh hudng nghiém trong dén kha ning
lai xe hodc van hanh méy. Cén trdnh ding cho ngudi dang l4i xe hoac diéu khién mdy
moc.

- Thén trong va cinh bdo dic biét khi sir dung thudc:

* Clorpheniramin maleat

Clorpheniramin c6 thé lam ting nguy co bi tiéu tién do tac dung phu chong tiét
acetylcholin cua thuoc dac biét & ngudi bi phi dai tuyén tién liét, tac duong niéu, tic mon
vi ta trang, va lam tram trong thém & ngudi bénh nhugc co.

Tac dung an than cta clorpheniramin tang 1én khi ubng ruou va khi ding ddng thoi véi
cac thude an than khéc.

Co nguy co bién ching duong ho hap, suy giam ho hap va ngirng thd, didu d6 co thé gy
rat rac rdi & ngudi bj bénh tac nghén phdi hay & tré em nho. Phai than trong khi c6 bénh
phm man tinh, thé ngan hoéc kho tho.

C6 nguy co bi sdu rang & nhirng ngudi bénh diéu tri thoi gian dai, do tdc dysreriéag
acetylcholin, gdy khé miéng.

Tréanh dung cho ngudi bénh bi tang nhan dp nhu bi glécom.
Dung thudc thin trong véi ngudi cao tudi (> 60 tubi) vi nhitng ngufiEhay %
nhay cam véi tac dung chéng tiét acetylcholin.
Dung kéo dai phai theo ddi chirc nang thén.

* Paracetamol.

Paracetamol twong doi khong doc véi liu dieu tri. Doi khi 6 nhitng phén g da gom
ban dét san ngira va may day; nhirng phan tng man cam khac gom phu thanh quan, phu
mach, va nhimg phan (mng kiéu phan vé co thé it khi xay ra. Giam tiéu cau, giam bach
cdu, va giam toan thé huyét cdu da xdy ra vdi viéc sir dung nhiing dan chét p -
aminophenol, dac biét khi ding kéo dai cac liéu 16n. Giam bach cau trung tinh va ban
xuat huyét giam tiéu cau da xay ra khi dung paracetamol. Hiém giap mét bach cau hat &
ngudi bénh dung paracetamol.

Nguoi bi phenylceton - ni€u (nghia la, thiéu hut gen xac dinh tinh trang ctia phenylalanin
hydroxylase) va ngudi phai han ché lugng phenylalanin dua vao co thé phai duoc canh bao
la mot s& ché phdm paracetamol chira aspartam, s& chuyén hoa trong da day - rudt thanh
phenylalanin sau khi uéng,

Mot s6 dang thubc paracetamol c6 trén thi truong chira sulfit ¢6 thé gdy phan tmg kiéu di
ung, gbm ca phan vé va nhitng con hen de doa tinh mang hodc it nghiém trong hon ¢ mot
sO nguoi qua man. Khong biét o ty 1€ chung vé qua man véi sulfit trong dan chung noi
chung, nhung chéc la thap; su qua man nhu vy cé vé thuong gip & ngudi bénh ben nhiéu
hon & ngudi khong hen. W

Phai dung paracetamol thén trong ¢ nguoi bénh c6 thiéu mau tir truéc, vi chimg xanh tim
co thé khong biéu 16 rd, mac du c¢é nhitng néng do cao nguy hiém cia methemoglobin
trong mau.

Uong nhidu rugu c6 thé gy tang doc tinh véi gan cia paracetamol; nén tranh hodc han
ché udn g ruou.

* Bdc ST cdn canh bdo bénh nhén vé cic diu hiéu cia phan itng trén da nghiém trong
nhu hji chieng Steven-Johnson (SJS), hdi chitng hoai tiv da nhiém djc (TEN - toxic
epidermal necrolysis) hay hji chirng Lyell, hji chieng ngoai ban mun mii toan thin
cdp tinh (AGEP - acute generalized examthematous pustuiosis).

- Tic dung khong mong muén ciia thudc:

* Paracetamol: Ban da va nhiing phan @ng di img khac thinh thoang say ra. Thuong la
ban do hodc may day; nhung d01 khi ning hon c6 thé kém thém s6t do thudc va thuong
ton niém mac. Nguoi bénh méin cam véi salicylat hiém min cam véi paracetamol va




nhimg thude cé lién quan. Mot s it truong hop rieng I¢, paracctamol gay giam bach ¢iu
trung tinh, giam tiéu cau va giam toan thé huyet cau.
- Jii gap: Da (Ban); Da day-ru6t (buon non, non); lluyel hoc (Loan tao
trung tinh, giam toan thé huyét cdu, giam bach cau, thiéu mau); Than £15%
than khi lam dung dai ngay. ‘(

- Hiém gap: Phan (mg qua man. % x

* Clorphenirramin maleat: Tac dung an than rat khac nhau tir ngu ga; 1hgcnd¢n‘{n
chong mat va gay kich thich xay ra khi diéu tri ngat quang. Tuy nhién hétlc-;; \
chiu dung dugc cdc phan tng phu khi diéu trj lién tuc, ddc biét 1a néu tang s

- Thuong gdp: Hé than kinh trung wong (ngl g, an than); Tiéu hoa (kh6 miéng)

- Hiém gap: Toan than (chong mat); Tiéu hoa (buon non).

* Ghi chi: "Néu cin ﬂmng tin xin hoi y kién ciia bac st va théong bdo cho bdc st nhing
tdc dung khong mong muon gap phai khi su dung th ubc”.

- Tuong tac voi thudc khac, cac dang tuong tac khac:

*Paracetamol.: Uong dai ngay va liéu cao paracetamol lam ting nhe tdc dung dlong dong
ctia coumarin va dan chét indandion. Tac dung nay it hogc khong quan trong vé lam sang.
nén paracetamol dugc ua dung hon salicylat khi can giam dau nhe hodc ha 50t cho ngudi
bénh dang dung coumarin hoac dan chét indandion

- Can phai chu y dén kha nang gdy ha s6t nghiém trong & nguoi bénh duing dong thoi
phenothiazin va li¢u phap ha nhiét.

- Uone ruou qué nhiéu va dai ngay c6 thé 1am tang nguy co thude gy doc cho gan.

- Thude chéng co giat (gom phenytoin, barbiturat, carbamazepin) gdy cam (ng enzzym o
microsom thé gan, c6 thé lam ting tinh doc hai cta paracetamol do tang chuyén hoa thuée
thanh nhirng chat doc hai v&i gan. Ngoai ra dung dong thoi isoniazid voi paracetamol cling
¢6 thé dan dén tang nguy co doc tinh voi gan nhung chua xac dinh co ché chinh xdc cta
tuong tdc nay. Nguy co paracetamol gay doc tinh cho gan gia tang dang ké & nguoi bénh
udng liéu paracetamol Ién hon liéu khuyén dung trong khi dang dung thude co giat hogc
isoniazid. Thuong khong can giam liéu & nguoi bénh dung dong thoi lidu diéu trj
paracetamol va thudc chong co giat; tuy vay. nguoi bénh phai han ché va wr dung
paracetamol khi dang udng thudc chdng co giat hodc isoniazid

* Clorpheniramin maleat: Khong dung thude vai cac thude tre ché monoamin oxydase lam
kéo dai va tang tac dung chong tiét acetylcholin ctia thude khang histamin. Than trong khi
phdi hop vai cac thude an than gay ngu vi ¢6 thé tang tac dung (¢ ché h¢ than kinh trung
uong. Khong nén dung cung vai phenitoin Vi thude e ché chuyén hoéa cia phenitoin dan
dén ngd doc phenitoin.

- Qua lieu va xir tri
*Paracetamol:

Biéu hién

-"G

Nhiém ddc paracetamol c6 thé do ding mot liéu doc duy nhat, hodc do uong lap lai lidu Io*n.-"'
paracetamol (vi dy, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hoac do udng thude dai ngdy. Hoai

t& gan phy thudc liéu 1a tac dung doc cdp tinh nghiém trong nhat do qud lidu va ¢ thé gay U
vong.

Buon nén, non, va dau bung thuong xay ra trong vong 2 - 3 gio sau khi udng liéu doc cua
thude. Methemoglobin - méu, dén den chirng xanh tim da, niém mac va méng tay 1a mot
dau hiéu dic trung nhiém doc cdp tinh din chdt p - aminophenol: mét lugng nho
sulfhemoglobin eiing c6 thé duoc san sinh. Tré em c6 khuynh hudng tao methemoglobin dé
hon ngudi 16n sau khi uéng paracetamol.

Khi bi ngd doc nang, ban dau cé thé cé kich thich hé than kinh trung uong. kich dong. va
mé sing. Tiép theo co thé 1a trc che hé than kinh trung wong;: sitng so. ha than nhi¢t: mét la:
thd nhanh, néng; mach nhanh, yéu, khong déu; huyét ap thap; va suy tudn hoan. Truy mach



do glam OXy huyel tuorng ddi va do tac dung l.l'C che lrung lam tac dun \

e'ty ra voi

Dau h:eu ldm sang thuong tén gan tré nén rd ret trong vong 2 dén 4
ddc. Aminotransferase huyet tuong ting (doi khi tang rat cao) va i
huyét twong clng ¢d thé tang; thém nira, khi thuong ton gan lan rong\¢
kéo dai. Co thé 10% ngudi bénh bi ngd doc khong dugc diéu tri dac N
gan nghiém trong; trong s6 d6 10% dén 20% cudi cung chét vi suy gan,
xay ra & mot s6 nguoi bénh. Sinh thiét gan phét hién hoai tor trung tam tiéu thI) trir viing
quanh tinh mach cua. O nhirng trudng hgp khéng tr vong, thuong ton gan phuc hoi sau
nhiéu tudn hodc nhiéu thang.
Dlen tri

Chén doan sém 1a1 quan trong trong diéu tri qua liéu paracetamol. C6 nhirng phuong phap
xdc dinh nhanh néng do thude trong huyel tuong. Tuy vay, khong dugc tri hoan dicu tri
trong khi cho két qua xét nghiém néu bénh sur goi y la qua liéu nang. Khi nhiém doc nang.
didu quan trong la phai diéu tri hd tro tich cuc. Can rira da day trong moi truong hgp. (6t
nhét trong vong 4 gi¢ sau khi uong
Liéu phap giai doc chinh la dung nhirng hop chét sulfhydryl, c6 I& tac dong mot phan do bd
sung du trir glutathion ¢ gan.
N-acetylcystein c6 tac dung khi udng hodc tiém tinh mach. Phai cho thude ngay lap tie néu
chua dén 36 glor ké tir khi uéng paracetamol. Piéu tri voi N - acetylcystein ¢6 hi¢u qua hon
khi cho thudc trong thoi gian dudi 10 gidr sau khi uona paracctamol. Khi cho udng. hoa
loang dung dich N - acetyleystein vai nude hodc do uona khéng co ruou dé dat dung dich
5% va phai uong trong vong I gio sau khi pha. Cho uong N - acetylcystein véi liéu dau tién
la 140 mg/kg, sau do cho tiép 17 liéu nira, mdi licu 70 mg/kg cach nhau 4 gitr mot lan.
Cham dirt diéu tri néu xét nghiém paracetamol trong huyét tuong cho thiy nguy co doc hai
gan thap.
Tac dyng khong mong mudn ctia N - acetylcystein gom ban da (g0m ca may day. khong yéu
ciu phai ngimg thu6e), budn non, non, ia chay, va phan tng kiéu phan vé.
Néu khong c¢6 N - acetylcystein, ¢ thé dung methionin (xem chuyén ludn Methionin).
Ngoal ra co thé dung than hoat va/hoic thude tdy mudi. ching cé kha nang lam giam hap
thu paracetamol.
*Clorpheniramin maleat
Lidu gay chét cua clorpheniramin khoang 25 - 50 mg/kg thé trong. Nhig triéu chung va
du hiéu qua liéu bao gom an than. kich thich nghich thuong h¢ TKTW. loan tam than. con
dong kinh. ngirng thd. co giat, tac dung chdng tiét acetylcholin. phan (g loan truong luc va
truy tim mach, loan nhip.
Diéu trj triéu chimg va hd tro chirc nang sng, can chu y dac biét dén chirc ngdg gan. than,
hé hap. tim va can bang nudc, dién giai. W
Rura da day hodc gy non. Sau dd, cho dung than hoat va thude tay dé han ché hap thu.
Khi gap ha huyét ap va loan nhip, cin dugc diéu tri tich cue. Co thé didu tri co giat bang
tiém tinh mach diazepam hodc phenytoin. C6 thé phai truyén méu trong nhitng ca nang.
- Han dang: 36 thang tinh tir ngay san XUAt. Khong dung thude da qua han sir dung.
* Luu y: Khi thdy vién thudc bi 4am méc, chuyen mau, nhan thudc in s6 16 SX, HD mo...hay
¢ cac biéu hién nghi ngd khac phai dem thude ti tra lai noi ban hodc noi sén xudt theo dia
chi trong don,
- Bdo quén: Noi kho, nhiét do dudi 30°C.

- Tiéu chuan ap dung:TCCS. _
PE XA TAM TAY TRE EM.

Khéng ding qua liéu chi dinh.

.5;4:7'-2.'-:,’-’:,/ /
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"Boc kj hudng din sie dung trude khi ding.
Néu can thém thong tin xin hoi y kién bdc si"

THUOC SAN XUAT TAI:
CONG TY C.P DUQC PHAM HA TAY |
T6 dan phd 4 - La Khé - Ha Péng - TP.Ha Nji '
DT: 04.33824685 FAX: 04.33829054
Tdng dai tw vin: 04.33522525




