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Clorpheniramin maleat ... 4mg

v Thuéc khang histamin




Hoép 100 vi x 15 vién nén

Clophevaco’

Hép 100 vi x 15 vién nén

Clorpheniramin maleat ... 4mg
/Avacnpharm)

THANH PHAN
Clorpheniramin maleat ..... 4mg
Tadugcv.d....... 1viénnén

CHi BINH, CACH DUNG, LIEU DUNG, CHONG CHi
PINH: xem & hudng din si dung kém theo,

GAG THONG TIN KHAC XEM TO
HUGNG DAN SU DUNG KEM THEOQ

Cong ty Co Phan Dugc VACOPHARM
59 Nguyén Hug, Phudng 1, Thanh phd Tén An, Tinh Long An
BT: {0272} 3.829.311 - Fax: (0272) 3.822.244
San xudt tai: Km 1954, quéc 19 1A, Phudng Tan Khanh,
Thanh phd Tén An, Tinh Long An  www vagopharm com

D€ xa tdm tay ciia tré em
Boc ki hudng din sir dung trudc khi diing
Bdo quén noi kho rdo, thodng mat,
tranh dnh sédng, nhiét d§ khéng qud 30°C

Tigu chudn chat lugng: TCCS
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Hoép 100 vi x 20 vién nén

Clophevaco’

Hoép 100 vi x 20 vién nén

Clorpheniramin maleat ... 4mg
/Avacnupharm)

THANH PHAN
Clorpheniramin maleat .....4mg
Tadugcvd.............. 1 vién nén

CHi BINH, CACH DUNG, LIEU DUNG, CHONG CHI
DINH: xem t& huéng d&n st dung kém theo.

CAC THONG TIN KHAC XEM TG
HUONG DAN SU DUNG KEM THEO

Céng ty C6 Phan Dugc VACOPHARM
59 Nguyén Hué, Phuding 1, Thanh phé Tén An, Tinh Long An
PT: (0272) 3.828.311 . Fax: (0272) 3.822,244
Sén xudt tai: Km 1954, quéc Ig 1A, Phudng Tan Khanh,
Thanh phd Tan An, Tinh Long An  www vacopharm.com

Dé xa tdm tay cla tré em
Poc ky huéng dan si dung trudc khi ding
Bao quan noi kho rdo, thodng mat,
tranh &4nh sang, nhiét dé khéng qué 30°C
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Nhan chai 100 vién nén

THANH PHAN
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Nhan chai 500 vién nén

THANH PHAN :

Clorpheniramin maleat 4mg D& xa tdm tay cua tré em

DTN, GReH DUNG. LIEL DR, tranh anh sang, nhiét d6 khéng qua 30°C | <]
CHONG CHI BINH: xem td hudng dan st =

dung kém theo. ; - Y
CAC THONG TIN KHAC XEM TO Clorpheniramin maleat ... 4mg il _

HUGNG DAN SU DUNG KEM THEQ

\/ " ) . . Tiéu chudn chit lugng: TCCS
Céng ty C6 Phin Dugc VACOPHARM Thuge khang histamin . sPK

59 Nguyén Hug, Phugng 1, Thanh phé Tn An, Tinh Long An L Sé 16

DT: (0272) 3.628.311 . Fax: (0272) 3.822.244 v

Sdn xudt tal: Km 1954, quéc 16 1A, Phuding Tén Khanh, 500 :

Thénh phé Tdn An, Tinh Long An  Www.vacopharm.com : .
vidn nén




To hudng din sir dung thude

CLOPHEVACO

Dé xa tim tay tré em.
DPoc ky hudng din sir dung truée khi dung.
Néu cdn thém thong tin xin hoi y kién Biéc si

Thanh phén dwge chit

Chlorpheniramine maleate 4mg

Ta dugc v.d 1 vién nén
(Thanh phén ta duge: Polyvinyl pyrrolidon K30, lactose monohydrat, tinh bt s&n, natri starch
glycolat, magnesi stearat, talc, mau quinolin yellow, mau brilliant blue, aspartam, byt huong

vi dau)
o e B .
Dang bao ché: Vién nén tron, hai mau vang-xanh, mot mat tron, mdt mét co chir 5 , canh va

thanh vién lanh lan.
Chi dinh

Diéu tr triéu chimg cua cac tinh trang di ung dap tmg véi thuoc khang histamin, bao gdm
viém mii dji tng mua va quanh ndm, viém mili vdn mach, n01 may day, phu mach, di ing
thire &in, phan tng thube va phan tmg huyét thanh, con tring cén.

Giam triéu chimg ngtra do bénh thuy dau.

Cach dung, liéu ding
Liéu lu'orng thay doi tuy theo timg ngudi bénh, phu thude vao dap mg va dung nap cua
tirng ngudi bénh. Ubng thube lic no hoic trude khi di ngu.
Nguoi 1on: Uonf, 4mg (1 vién) cach 4-6 giov/lan. Téi da: 24mg (6 vién)/ngay
Ngudi cao tudi: Uong tbi da 12mg (3 vién)/ngay, cach 4-6 gid/lan.
Tré em: Dudi 6 tudi: Str dung lidu 1mg, dung dang bao ché khéc thich hop;
T 6-12 tu01 2mg cach 4-6 gu‘_n’lan ton da: 12mg/ngay;
Tir 12-18 tudi: 4mg cach 4-6 glcrflan t01 da 24mg/ngay.
Khi mot lan quén khong diung thude: Hay uong cang som cang t6t. Tuy nhién, néu gin voi
lidu ké txep hay bo qua lidu da quén va udng liéu ké tiép vao thoi diém nhu ké hoach, khéng
dung bu liéu da quén.

Chong chl dinh
Qua man voi chlorpheniramine hogc thanh phin khéc ctia thudc.
Bénh nhan st dung thudc tic ché MAO trong vong 14 ngay trude.

Thén trong va canh bzo dic biét khi si dung thude

Thude c6 chira ta duge mau, c6 thé gay dj timg.

Thube ¢6 chira lactose, nhimg bénh nhin khéng dung nap duoc galactose, thiéu hut
enzym lactase hozic kém hép thu glucose-galactose thi khong nén dung thu6e nay.

Thude nay co chira 0,46mg aspartam trong moi vién. Chua o ba:ng ching phi ldm sang
hay 14m sang dé danh gi4 viée st dung aspartam cho tré du6i 12 tudn tudi.

Do tac dyng khang muscarin can than trong khi dung cho ngum bi phi dai tuyén tién liét,
tic duong niéu, tic mon vi ta trang va lam trim trong them & ngudi bénh nhuoc co.

Téc dung an thin cta chlorpheniramine ting lén khi uéng ruou va khi ding dong thoi voi
céc thube an than khac.

, Co nguy co bién chimg dudng hd hip, suy giam hd hip va ngimg tho, diéu d6 co thé gay
ric rdi & ngudi bi bénh phoi tic nghén hay ¢ tré¢ em nho. Phai thén trong khi c6 bénh phéi
man tinh, thd ngin hoic khé thé, hen phé quan.

C6 nguy co bi sdu ring ¢ nhimg nguoi bénh diéu tri thoi gian dai, do tac dung khéng
muscarin gay khé miéng.

Tranh dung cho nguoi bénh bj tang nhén dp nhu bi glaucom.

Dung thude than trong voi ngucn cao tudi (> 60 tudi) vi nhitng ngudi nay thuong ting
nhay cam véi tac dung khcmg muscarin.

Tré em rat nhay cam v6i céc tic dung khong mong mudn va c6 thé gy kich thich thin
kinh nén hét strc than trong khi dung chlorpheniramine cho cic bénh nhan nay. nhit 12 & tré
¢ tién sir dong kinh.




Thoi ky mang thai: Chi ding cho ngudi mang thai khi that can thiét. Dung thudc trong 3
thang cudi coa thai ky ¢6 thé din dén nhimg phan tmg nghiém trong (nhw con dgng kinh) &
tré so sinh.

Thai ky cho con bu: Khong co béng chimg khing dinh chlorphemrammc c6 thé duoc tiét
qua sita me hay khong nhung cac thubc khéang H; khic duoc tim thay trong stfa. Vi cac thube
khang histamin ¢ thé gdy phan Ung nghiém trong v6i tré bl me, nén can can nhic hoac
khong cho con bu hodc khong dung thude, tiy thude mic do can thiét cua thube ddi voi me.

Anh huéng ciia thuoc Ién kha ning lai xe, vin hanh mdy moc: Thube <0 thé gay ngu ga,
chong mit, hoa mat, nhin m& va suy giam tim than van dong trong mot so nguoi bénh va ¢
thé anh huéng nghiém trong dén kha nang 14i xe hodc van hanh may. Cén tranh dung cho
nguodi dang 14i xe hodc van hanh may moc.

Twong tac t!ll.lél: )

Céc thude trc ché monoamin oxydase lam kéo dai va ting tac dung khédng muscarin cua
thudc khang histamin.

Ethanol hodic cac thudc an thdn gy ngi c6 thé ting tac dung trc ché h¢ TKTW clia
chlorpheniramine.

Chlorpheniramine trc ché chuyén héa phenytoin va co thé dén dén ng(p ddc phenytoin.

Céc thude e ché CYP3A4 nhu: dasatinib, pramilintid 1dm ting ndng d9 hodc tic dung
cua chlorpheniramine.

Thudc 1am giam tac dung cua cac chét trc ché cholinesterase va betahistidin.

Ngudi bénh dung thubc trec ché monoamin oxydase (MAO) trong vong 14 ngay, tinh dén
thoi diém diéu tri bang chlorpheniramine vi tinh chét khang muscarin ctia chlorpheniramine bi
ting 1én boi céc chat tce ché MAO.

Tac dung khong mong muon (ADR)

Khi dimg v6i liéu diéu tri, ADR phd bién nhét la budn ngti, mét mai, chong mat, mét phbi
hop dong téc va tac dung khang muscarin nhe, cdc ADR nay thuong hét sau vai ngay diéu tri.
Tré em (d#ic biét 14 so sinh) va ngudi cao tudi rat nhay cam vdi tac dung khang muscarin.

Thuong gdp. ADR > 1/100

Thén kinh: Uc ché hé TKTW: Ngu tir nhe dén ngu sau, mét moi, chéng mit, mat phm hop
dong tac (d6i khi kich thich nghich 1y, dac biét & tré nho, dung lidu cao & ngudi cao tudi hay
tré em).

Nhtc dau, rdi loan tAm than-van dong.
Téac dung khang muscarin: Khoé miéng, dom déc, nhin md, bi tidu tién, tdo bon, ting trao
nguoc da day.
It gip, 1/1000 < ADR < 1/100
Tiéu hoa: Budn nén, ndn, tiéu chay, dau viung thuong vi.
Tim: Péanh tréng nguce, loan nhip tim.
Da: Phat ban, phan img mén cam (co thit phé’ quan, phu mach va phan v¢).
Hiém 2ap, ADR < 171000

Huyét hoc: M4t bach cdu hat giam bach ciu, thidu mau huyét tan, giam tleu cu.

ADR khac: Co giat, v md hoi, dau co, di cam, téc dung ngoai thép, rbi loan gidc ngy,
trAm cam, 10 14n, 0 tai, ha huyét 4p, rung téc.

Théng bdo ngay cho bdc sT hodc dugc sT nhitng tdc dung khong mong muon gdp phai khi
sir dung thudc.

Qus lidu va xir tri

Liéu giy chét cua chlorpheniramine khoang 25-50mg/kg the trong. Nhitng triéu ching va
du hidu qué liéu bao gébm: Ngu nhiéu, kich thich nghich thuong hé TKTW, loan tAm than,
con dong kinh, ngimg thd, co gidt, tdc dung khéng muscarin, phan Umg loan truong lyc va
truy tim mach, loan nhip.

Diéu tri tridu ching va hé tro chite ning sdng, cin chu y dic bigt dén chirc ning gan, than,
hé hip, tim va can bing nudc, dién giai. Rura da day hodc gdy non bang siro ipecacuanha. Sau
d6, dung than hoat va thube tay dé han ché hap thu. Khi gap ha huyét 4p va loan nhip, can
dugc diéu tri tich cye. Co thé diéu tri co giat bang tiém tinh mach diazepam hozic phenytoin.

C6 thé phai truyén mau trong nhimg ca ning.




Quy ciach dong goi

STT | M5 ta tom tit quy cich déng goi STT | Mo ta tom tat quy cach déng géi
1 | Ep vi, vi 20 vién, hop 10 vi 4 | Ep vi, vi 15 vién, hop 100 vi
2 | Ep vi, vi 20 vién, hop 100 vi 5 | Déng chai 100 vién
3 | Epvi, vi 15 vién, hop 10 vi 6 | Déng chai 500 vién

Piéu kién bio quan: Noi kho rdo, thodng mat, tranh 4anh sang, nhiét a6 khoéng qud 30°C.

Han ding: 36 thang ké tir ngay san Xudt.

(Sau khi m& nép chai: Pay kin nép chai lai va bao quan & noi khd rao, thodng mat, tranh anh
sang, nhiét d9 khong qua 30°C, s& khong lam giam han ding cta thubc)

Tiéu chuén chit lwong: TCCS

Tén, dia chi cia co sé ding ky va sian xuit Cong ty C6 phan Dugec VACOPHARM
59 Nguyén Hué, Phudng 1, Thanh phd Tan An,
&vacapharm Tinh Long An

Dién thoai: (0272) 3829311 Fax: (0272) 3822244
San xuit tai: Km 1954, Quéc 13 1A, Phuing Tén
Khanh, Thanh phd Tin An, Tinh Long An
www.vacopharni.com

Long An, ngay 10 thang 01 nam 2023
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