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CONG TY CP DUOC HA TINH
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Hép 1 lo 100 vién nang cirng chira vi nang GMP-WHO
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Clorpheniamin maleat

Clorpheniramin maleat 4mg
v Clorpheniramin maleat 4mg

Chidinh, chéng chi dinh, lidu dung - cach duing, cac thong tin khac:
Xem t& hwéng dan st dung bén trong hdp.
Baoquan: Noikhd mat, nhiétdd dwéi30°C, tranh anh sang.

Deé xa tam tay tré em, doc ky
hwéng dén s dung trivée khi dung
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Doc ki hwémg dén sirdung trrée khi dang. 5
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Indications, contraindications, dosage - how to use, and other
information:

See sheet manual inside the box.

Storage: Cool, dry place below 30 ° C, temperature, protected fromlight.

Chéng chi dinh, tdc dung khong mong
muén, twong tac thude, thong tin khéc.
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Keep out of reach of children.
Read enclosed leaflet carefully before use.
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Hp 10 vi x 10 vién nang ctng chira vi nang GMP-WHO
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Clorpheniramin maleat
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Clorpheniramin maleat 4mg 4
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Chidinh,chéng chidinh, lidéu dung - cach diing, cac thong tin khac: QV o A e ;
Xem t& hwéng dan st dung bén trong hop. [ ?e

Bao quan: Noikhd mat, nhiétdd dwéi 30°C, trdnh &nh sang.
Déxatamtaytréem

Doc ky hwéng dén strdung trwée khidang.

Sén xuét bdi:
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Indications, contraindications, dosage - how to use, and other
information:

See sheet manual inside the box.

Storage: Cool, dry place below 30 ° C, temperature, protected from light.
Keep out of reach of children.

Read enclosed leaflet carefully before use.
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CONG TY CP DU'QC HA TINH . |
167 Ha Huy Tap, Tp. Ha Tinh MAU NHAN LO XIN-DANG k ‘.f\
DT. 02393 855906* Fax: 0239 3856821 - COPHAN Yo

=

Céng thirc: cho 1 vién nang cing GMP-WHO Luding -Caehding: ==
ClornbenNaT st o C a_ch dimg: Uong lic no hodc truge khi di ngu.

P PR e el 15 Lo 500 vién nang cirng chira vinang  Licu ding: 5
Ta dwgce vira dd.............. 1 vién Viém miti di 1ng theo mita hodc quanh nam, mé day:

Chi dinh: Nguoi lon: ‘

- Diéu trj triéu chirng: c Lo P H EHAD I Uong: 4 mg cach 4 - 6 gio/lan. o

Viém mii di (’ng mua va quanh ndm mé day. Toi da: 24 mg/ngay (ngudi cao tuoi toi da 12 mg/ngay)
£ £ o : B ' ’ L Tré em: 12 - 18 tudi: udng 4 mg cach 4-6 gioy/ lan,

Chong chi dinh, tac dung khéng mong Clorpheniramin maleat 4mg t8i da 24 mg/ngly.

muon, twong tac thuéc, cac thong tin khac

Xem té& hwéng dan siv dung kém theo.

Bao quan: Noi khé mat, nhiét do dwéi

| 30°C, tranh &nh sang

| Tiéu chudn: TCCS
SPK: Dé xa tam tay tré em, doc ky
NSX: hwéng dén s dung trwéc khi ding
LSX:

HD: Thuée dung cho bénh vién
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CONG TY CP DU'QC HA TINH

167 Ha Huy Téap, Tp. Ha Tinh

DT: 02393 855906* Fax: 0239 3856821

‘ Cong thirc: cho 1 vién nang cirng
| Clorpheniramin maleat ......4mg
Ta dwoc vira dd.............. 1 vién
Chi dinh:
- Diéu tri triéu chieng:
| Viém mii di (’ng mua va quanh nam, mé day.
Chéng chi dinh, tac dung khéng mong
| muén, twong tac thudc, cac thong tin khac
Xem t& huwéng dan siv dung kém theo.
Bao quan: Noi khé mat, nhiét a6 duwéi
30°C, tranh &nh sang.
Tiéu chuén: TCCS.
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DK:

CMP-WHO
Lo 1000 vién nang cirng chira vi nang

CLOPHEHADI

Clorpheniramin maleat 4Mg

MAU NHAN LO XIN

Liéu dung - Cach diing:

Cdch ding: Udng lic no hodc truée khi di ngu.

Liéu dimng:

Viém miii di tmg theo mita hodc quanh ndam, mé day:
Nguoi lon: Clorpheniramin maleat:

Ubng: 4 mg céch 4 - 6 gio/lan,

Téi da: 24 mg/ngay (ngudi cao tudi tdi da 12 mg/ngay)
Tré em: 12 - 18 tudi: udng 4 mg céch 4-6 gioy/ lan,

t6i da 24 mg/ngay.

Dé xa tam tay tré em, doc ky
hwong dén st dung truéc khi dang

Thubc dung cho bénh vién

M
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HUONG DAN SU DUNG
1. Tén thuée: CLOPHEHADI.
2. Céc diu hiéu luu y va khuyén céo khi dung thude
“Doc ky hurong dan sir dung trude khi dimg”.

“Pé xa tam tay tré em”.
“ Thong bdo ngay cho bdc sy hodc dugc sy nhitng tac dung khong mong muén gap phai

khi sir dung thuoc”.

3. Thanh phin cong thirc thudc:
THANH PHAN HAM LUQNG
Clorpheniramin maleat 4 mg

Ta dugc: Amidon De ble TB, lactose monohydrat, dudng tring, mau tartrazin, mau
carmoisin, mau erythrosine, Na CMC, PVP K30, talc vira di 1 vién.
4. Dang bao ché: Vién nang clng.
S. Chi dinh:
Diéu tri triéu ching: Viém miii di irmg mua va quanh nam, mé day.
6. Cach dung, lieu dung: by
Ciach dung: Udng lic no hoic trude khi di ng.
Liéu dung:
Viém miii di vimg theo miia hodc quanh ndm, mé day:
Nguoi 16n: Ubng: 4 mg cach 4 - 6 gid/lan. THi da: 24 mg/ngay (ngudi cao tudi toi da 12
mg/ngay).
Tré em 12 - 18 tudi udng: 4 mg cach 4-6 gid/ 1an, téi da 24 mg/ngay.
7. Chong chi dinh:
Qué man v6i clorpheniramin hodc bat ctr thanh phan nao cua ché pham.
Nguoi bénh dang con hen cép.
Nguoi bénh ¢6 tridu chimg phi dai tuyén tién liét.
Glocom géce hep.
Bi tiéu tién.
Hep mon vi.
Nguoi nudi con bu.
Tré so sinh du thang va thiéu thang
Ché phdm diéu tri ho, cim lanh (ban khong can don) cho tré dudi 2 tudi.
8. Cinh bdo va thin trong khi dung thude:
Do tac dung khang muscarimin can than trong khi dung cho ngudi bi phi dai tuyén tién
liét, thc dudng niéu, tic mén vi t4 trang, va lam tram trong thém & nguoi bénh nhuogc co.
Téac dung an than cta clorpheniramin ting 1&n khi uong rugu va khi ding dong thoi voi
céc thudc an than khéc.
C6 nguy co bién chimg dudng hd hép, suy giam hé hép va ngung thd & ngudi bi bénh
phdi tic nghén hay & tré em nho. Phai than trong khi c6 bénh phdi man tinh, the ngén
hodc kho thd, hen phé quan.
C6 nguy co bi siu ring & nhitng ngudi bénh diéu tri thoi gian dai, do tic dung khang
muscarin gay kho miéng.
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Thudc c6 thé gdy ngu ga, chéng mat, hoa mét, nhin mo, va suy giam tdm than van dong
trong mot sé nguoi bénh va ¢ thé anh huong nghiém trong dén kha nang lai xe hodc vén
hanh may. Can tranh ding cho nguoi dang 14i xe hodc diéu khién may moc.

Tranh dung cho nguoi bénh bi tdng nhan 4p nhu bi glocom.

Dung thude than trong véi ngudi cao tubi (> 60 tuéi) vi nhitng nguoi nay thuong tang
nhay cam vdi tac dung khang muscarin. Tré em rat nhay cam véi cac tac dung khong
mong mubn va c6 thé gy kich thich than kinh nén hét sirc than trong khi ding
clorpheniramin cho céc bénh nhan nay, nhét 13 & tré c6 tién sir dong kinh.

Canh béo ta dugc lactose: Nhitng bénh nhan c¢6 van dé di truyén hiém gip khong dung
nap galactose, thiéu Lapp lactase hodc kém hap thu glucose- glactose khong nén dung
thudc nay.

Canh béo ta duoc dudng tring: Bénh nhén c6 céc vin d& vé di truyén hiém gip nhu
khéng dung nap fructose, giam hap thu galactose glucose hoic thiéu sucrase-isomaltase
khong nén dung thudc nay.

Canh bao ta dugc tartrazin: c6 thé gdy phan ung di ing.

9. Sir dung thudc cho phu nir ¢é thai va cho con bu:

Thoi ky mang thai

Chi ding cho ngudi mang thai khi that can thiét. Dung thudc trong 3 thang cubi cta thai
ky ¢6 thé din dén nhirng phan tmg nghiém trong (nhu con dong kinh) & tré so sinh.

Thoi ky cho con bu

Khéng c6 bing chimg khing dinh clorpheniramin c6 thé duge tiét qua sita me hay khong
nhung cac thudc khang H1 khac duge tim thay trong sira. Vi cac thuéc khang histamin ¢
thé gdy phan tng nghiém trong vdi tré bu me, nén can can nhic hodc khong cho con bu
hoic khong dung thudc, thy thugc mirc do can thiét cua thude dbi voi ngudi me.

10. Anh huéng cia thudc 1én kha nang lai xe va van hanh may moéc:

Céc dic tinh khang acetylcholin ctia clorpheniramin c6 thé gdy budn ngu, chéng mat, mo
mét va suy giam tam ly, diéu nay c6 thé can tro kha ning 1ai xe va sir dung may méc cua
bénh nhan.

11. Twong tac, twong ky, ciia thudc:

Céc thude e ché monoamin oxydase 1am kéo dai va ting tac dung khang muscarin cua
thudc khang histamin.

Ethanol hodc cac thude an thin gdy ngi co thé ting tic dung tGrc ché hé¢ TKTW cuia
clorpheniramin.

Clorpheniramin trc ché chuyén hoa phenytoin va c6 thé dan dén ng¢ doc phenytoin.

Cac thudc e ché CYP3A4 nhu: Dasatinib, pramilintid 1am ting nong do hodc tac dung
cua clorphemramm

Thubc lam gidm tac dung cua cac chét trc ché cholinesterase va betahistidin.

Nguoi bénh dung thube tre ché monoamin oxidase (MAO) trong vong 14 ngay, tinh dén
thoi diém diéu tri bang clorpheniramin vi tinh chat khang muscarin cia clorpheniramin bi
ting Ién bdi céac chét wrc ché MAO

12. Tac dung khong mong mudn cia thudc:
Khi dung vdi liu diéu tri, ADR phd bién nhat 1a budn ngi, mét moi, chong mit, mat phoi

hop dong tac va tac dung khang muscarin nhe, cdc ADR nay thuong hét sau vai ngay
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diéu tri. Tré em (dic biét 1a so sinh) va ngudi cao tudi rdt nhay cam véi tac dung khang
muscarin.

Thuong gap, ADR > 1/100

Than kinh: Uc ché hé¢ TKTW: Ngu tir ngd nhe dén ngu sdu, mét moi, chéng mat, mat
phdi hop dong tac (ddi khi kich thich nghich ly, dac biét & tré nho, ding lidu cao & ngudi
cao tudi hay tré em).

Nhirc dau, rdi loan tim than van dong.

Téac dung khdng muscarin: Kho miéng, dom dic, nhin md, bi tiéu tién, tio bon, tang trao
nguoc da day.

It gap: 1/1 000 < ADR < 1/ 100

Tiéu hoa: Budn ndn, ndn, ia chay, dau vung thugng vi.

Tim: Péanh tréng nguc, loan nhip tim.

Da: Phét ban, phan tng man cam (co thit phé quan, phit mach va phan vé).

Hiém gip, ADR < 1/1 000

Huyét hoc: Mt bach cau hat, giam bach cau, thiéu méau huyét tan, giam tiéu céu.

ADR khac: Co giat, va md héi, dau co, di cam, tac dung ngoai thap, rdi loan gidc ngu,
trAm cam, 10 1An, U tai, ha huyét 4p, rung téc.

Théong bdo cho Bdc sy nhitng tic dung khong mong muon gap phai khi sur dung thuéc
13. Qua lidu va cach xir tri:

Liéu giy chét cua clorpheniramin khoang 25 - 50 mg/kg thé trong. Nhitng triéu ching va
dau hiéu qué liéu bao gdm ngu nhiéu, kich thich nghich thudng hé TKTW, loan tdm than,
con dong kinh, ngirng thd, co giat, tdc dung khang muscarin, phan ng loan trrong luc va
truy tim mach, loan nhip.

Piéu tri triéu chimg va hd trg chirc ning séng, can chi y dic biét dén chirc ning gan,
than, ho hip, tim va cin bing nudc, dién giai. Ruira da day hodc gdy non bang sird
ipecacuanha. Sau d6, cho dung than hoat va thudc tdy dé han ché hip thu.

Khi gip ha huyét 4p va loan nhip, can dugc diéu tri tich cuc. C6 thé diéu tri co gidt bing
tiém tinh mach diazepam hodc phenytoin. C6 thé phai truyén mau trong nhiing ca ning.
14. Pac tinh dwgc lwe hoc:

Clorpheniramin 1a mét hon hop dong phan ddi quang c6 tac dung khang histamin, an than
trung binh nhung ciing c6 thé kich thich nghich thuong, dic biét & tré nho va khang
muscarin. Clorpheniramin maleat din xuét tir alkylamin 1a khang histamin an than thugc
thé hé thir nhat. Mot df)ng phan dextro cuia thudc 1a dexclorpheniramin c6 tac dung manh
gip 2 1an. Nhu hau hét cac khang histamin khac, clorpheniramin lam giam hodc lam mét
céc tac dung chinh cua histamin trong co thé bing cach canh tranh phong bé co dao
nguoc histamin ¢ cac thu thé H1 & cac md trén duong tiéu hoa, thanh mach va duong ho
hap; thudc khong lam mat hoat tinh ctia histamin hodc ngin can téng hop hodc giai phong
histamin.

Clorpheniramin maleat va dexclorphemramm maleat dugc dung dé diéu tri triéu chimg
céc bénh di tmg nhu mé day, phu mach, viém miii di img, viém mang tiép hop di tmg.
ngtra. Thudc 1a thanh phan phd bién trong nhiéu ché pham dé diéu tri ho, cam lanh. Tuy
viy, cdc ché phdm nay phai ding than trong cho tré em va thudng phai tranh dung cho tré
nho dudi 2 tudi, vi 6 nguy co giy tir vong.
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15.Pic tinh duoc dong hoc:

Hdp thu: Clorpheniramin maleat hap thu tot nhung twong dbi chdm vi thude chuyén hoa
nhiéu ¢ niém mac duong tiéu héa va chuyén héa budc dau & gan khi ubng va xuit hién
trong huyét tuong trong vong 30 - 60 phit. Nong d6 dinh huyét twong dat dugc trong
khoang 2,5 dén 6 gid sau khi uong

Phén bé: Khoang 25 — 45% liéu don vao dugc tudn hoan toan than dudi dang thude
khong chuyén hoéa. Sinh kha dung thip, dat 25 — 50%. Khoang 70% thudc trong tudn
hoan lién két véi protein. Thé tich phan bé khoang 2,5 — 3,2 lit/kg (ngudi 16n) va 3,8
lit/kg (tré em).

Chuyén héa: Clorpheniramin maleat chuyén héa nhanh va nhiéu. Céc chit chuyén hoa
gom ¢6 desmethyl-didesmethyl-clorpheniramin va mét s6 chét chua duge xac dinh, mot
hodc nhiéu chét trong sé d6 c6 hoat tinh. Nong do clorpheniramin trong huyet thanh
khéng twong quan ding véi tic dung khang histamin vi con mot chit chuyén hoa chua
xac dinh cling cé tac dung.

Thai triv: Thoi gian tac dung cua thude kéo dai tir 4 - 6 gid, ngin hon du doén so véi cac
thong sé dugce dong. Thuéc duge bai tiét chu yéu qua nude tiéu dudi dang khong dél
hodc chuyén hoéa, su bai tiét phu thuoc vao pH va luu lugng nude tiéu. Giam bai tiét
nhiéu khi pH nuéc tiéu ting va luu lugng nudce tiéu giam. Chi mot lvgng nho duoc thiy
trong phan. Nguoi 16n c¢6 chic nidng gan, thdn binh thudong nira doi thai trir cua
clorpheniramin dao dong tir 12 - 43 gid va ddi vai tré em tir 5,2 - 23,1 gio. O ngudi bénh
suy than man, nira doi thai trir kéo dai téi 280 - 330 gio.

16. Quy cach dong goi:

Hop 10 vi x vi 10 vién. Hop 1 19 100 vién. Lo 500 vién. Lo 1000 vién.

17.Diéu kién bao quan, han dung, tiéu chuan chit lwgng cia thudc:

Bado quan:Noi kho mat, nhiét d§ dudi 30°C, tranh anh sang. P
Han dung cua thude: 36 thang ké tir ngay san xuat.

Tiéu chudn chat lwong: TCCS.

18. Tén, dia chi co sé san xuét thude:

o CONG TY CO PHAN DUQC HA TINH

- 167 - Ha Huy Téap - Thanh phé Ha Tinh

HADIPHAR DT: 02393 854617 - 02393 855906. Fax: 02393 856821
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