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MAU NHAN THUOC PANG KY

1. MAU NHAN CHAI CLAMIXTAN - NIC (Chai 100 vién nén bao phim)

LO“D Blch KGN TlnTm. Q.Binh Tan TPHCM

BOC K¥ HUONG DAN SU DUNG TRUOC KHI DUNG

ORI ... 5 mg BE XA TAM TAY TRE EM
Phenylephrin HCl ...................... 5mg BAO QUAN NG KHO MAT, DU 30°C,
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San xuét tai: et

: Manufactured by:
CONG TY TNHH DUQC PHAM USA - NIC USA - NIC PHARMA Co., Ltd
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2. MAU NHAN VI CLAMIXTAN - NIC (1 vi x 10 vién nén bao phim)

BO Y TE

CUC QUANLY DUgg | ¢ ANMWRITT
pA PHE AT S o
sma USA -
Lan dau:..43/ MQ&/ Sohdy _“\G
, \c.® c\'m\g M:“s
o [ pMNE e
e £y TNHH pugc PH i
\__oom cLAW \“

Tp.HCM, ngay 4! théng &/ nim 2014
KT.T8ng Gidm Dc

- q’}

3 A

)/ CONGTY \&
? [TRACH NHIEM HUY HAN Z
o\ USA-NIC /§




MAU NHAN THUOC PANG KY

3. MAU HOP CLAMIXTAN - NIC (Hop 2 vi x 10 vién nén bao phim)

e !

- NVIXIAVTO

JIN

Hop 2 vi x 10 vién nén bao phim

CLAMIXTAN-NIC

|8} Jgnx ugg

'INYS HNY HNYHL

‘0,08 10N 08 L3IHN LYW QHM ION NYND OYE -
naauuumivxugg-

(ON 10D X5 2%
EN
HAS/NSIA

8901 :Bufip dy ugnyo g1y

4

+ (e4og ‘dx3) Bunp uby
* (e40q By X5 ApBN

WOH'dL "UpL yuig'd ‘OBl ugL NOX ‘0 Bugn@ Qi 01
JIN - VSN WYHd J000 HHNL AL BNG2

CLAMIXTA - NIC®
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COMPOSITION: CLAMIXTAN - NIC®

phenylephrine HCI..........5 mg Manufactured by:
Excipients....q.s.p....... 1 tablet USA - NIC PHARMA Co., Ltd

Biock 11D, Rond G, Tan Tao!P, Binh Tan Dist. HCMC I
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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim CLAMIXTAN - NIC

CLAMIXTAN - NIC Vién nén bao phim:

¢ Cong thirc (cho mét vién nén bao phim):

e LOTALAAIN c.vveeeveereeeeerersesseessessseaesesesesssssuerssssssassassnsss s sber b aasas s et s st s st a sttt 5 mg
- Phenylephrin hydroclorid T S S P T ONPRORRS. ). |
& TRIBOC ., renesemssicissssissossassvesssiasivisio i 0 001 1; SORURRRISIE S o e pry 1 vién

(Tinh bot sin, Lactose, Bot talc, Magnesi stearat, PVP K30 (Polyvinylpyrrolidon), HPMC
615 (Hydroxypropyl methylcellulose), Titan dioxyd, PEG 6.000)
¢ Tic dung dwoc ly
Dugc lue hoc
- Loratadin: La mot khang histamin tricyclique manh, thugc nhém khong c6 tiac dung an
than, co tac dong kéo dai véi hoat tinh dbi khang chon loc trén thu thé H, & ngoai bién.
- Phenylephrin hydroclorid:
Phenylephrin 1a mot thubc tac dung gidéng than kinh giao cam alpha 1, c6 tac dung tryc
tiép 1én céc thu the alpha 1 adrenergic lam co mach méau va lam tang huyet ap. Tac dung
lam ting huyét 4p yéu hon noorepinephrin nhung tac dung kéo dai hon.
& lidu didu tri, phenylephrin thuc té khong o tic dung kich thich Ién thu thé beta
adrenergic cua tim, nhung & licu 16m, c6 kich thich thu theé nay.
Phenylephrin khong kich thich thu thé beta adrenergic ciia phé quan hodc ngoai vi. J licu
diéu tri, thudc khong tac dung 1én hé than kinh trung wong.
Dwoc dong hoc

- Loratadin:

+ Loratadin hdp thu nhanh sau khi udng. Nong d¢ Loratadin va céc chit chuyén hoa c6
hoat tinh ctia né (descarboethoxy loratadin) tuong tmg la 1,5-3,7 gi¢

+ Phan bd: 97% thude lién két voi huyét twong. Thé tich phan b cia thudc 1a 8-120 lit/
kg

+ Chuyén hoa: Chuyén hod nhiéu & gan khi qua gan lin d4u boi hé enzym micromsom
cytochrom P 450. Loratadin chi yéu chuyén hoa thanh descarboethoxy loratadin, chét
chuyén hoa c6 tac dung dugc ly

+ Thai trir: Khoang 80% tong liéu cta Loratadin bai tiét qua nudc tiéu va phan ngang
nhau, duéi dang chuyén hoé trong vong 10 ngay.

- Phenylephrin hydroclorid:

+ Phenylephrin tgép_thu bét thuomg qua dudng tiéu hoé do bi qhuyén hoa ngay trén dudng
tidu ho4. Vi thé dé c6 tac dung 1én hé tim mach phai dung bang dudng tiém.

+ Phenylephrin vao trong hé tudn hoan c6 thé phan bd vao cac mo. Phenylephrin dugc
chuyeén hoa ¢ gan nho enzym monoaminoxidase (MAO). Chua xac dinh dugc chat
chuyén hod nén chua biét toc do thai trir cua thudc.

¢ Chi dinh:
- D'iéu trj triéu chimg viém mii di ing va trong cam cim thong thuong nhu sung huyét mii,
ht hoi, chay nuéc mili, nglra va chay nuéc mat.
¢ Liéu dung:
- Nguoi 1én va tré em trén 12 tudi: Uong moi ldn 1-2 vién, ngay 2-3 lan




¢ Chong chi dinh:
- Ngudi qua min cam voi bat cir thanh phn nao ctia thube
- Bénh nhén cao huyét 4p ning hay c6 bénh mach vanh trAm trong
- Bénh nhén glécdm goc hep, bi tiéu, cudng gidp
- Bénh nhén da hay dang dung cac IMAO trong vong 2 tuln trude d6

- Phu nit ¢6 thai va cho con bu E

¢ Tiac dung khong mong mudn:

- Loratadin:
Xay ra khi sir dung loratadin v6i liéu 16n hon 10 mg hang ngay
Thuong gap: dau dau, khd miéng
it gap: chong mat, kho miii va hat hoi ]
Hiém gip: Tram cam, tim dép nhanh, loan nhip nhanh trén that, danh tréqg nguc, budn
non, chirc ning gan bat thuong, kinh nguyét khong déu, ngoai ban, ndi mé day, choang
. phan vé

- Phenylephrin hydroclorid : Lo au, hdi hop, nhitc dau

Théng béo cho bac si nhiing tac dung khong mong mudn gip phai khi st dung thudc

+ + + +

¢ Tuwong tic thuoc:
- Loratadin:

+ Sir dung dong thoi voi cimetidin dan dén tang nong do loratadin trong huyét tuong
60%, do cimetidin {rc ché chuyén hda cua loratadin. Di€u nay khong c6 biéu hién 1am
sang.

+ Dung (jl("‘)ﬂg thoi véi ketoconazol din t6i ting ndng do loratadin trong huyét twong gip 3
1n, diu d6 khong c6 biéu hién 1am sang vi loratadin ¢4 chi s diéu tri rong.

+ Diél} tri déng tl}(‘)’i loratadin va erythromycin dﬁn dén ting néng d6 loratadin trong
huyét tuong. Vé mgt l4m sang, khéng ¢ biéu hi¢n sy thay doi tinh an toan cua
lqratadin, va khong c6 thong bao veé tac dung an than hodc hién tuong ngét khi dieu tri
dong thoi hai thude nay.

- Pheylephrin hydroclorid:

+ Vdi cac thubc chen beta: téc dung téng huyét ap ctia phenylephrin hydroclorid tang 1€n
dang ké & ngudi bénh dung thudc chen beta chon loc nhu propanolol. C6 thé xay ra
phan tmg ting huyét ap va hogc chdm nhip tim ding ke.

+ Véi cac alkaloid cia Rauwolfia: Khi cé céc alkaloid ciia Rauwolfia thi tac dung tang |

huyét 4p ctia phenylephrin hydroclorid téng lén.
¢ Than trong:
- Loratadin
+ Cén than trong khi sir dung thudc cho bénh nhan loét da day.
+ MB3i dot didu tri thudc khong dugc qué 7 ngay
+ Khi dung loratadin, c¢6 nguy co kho miéng, dic biét & ngudi cao tudi, va ting nguy co
sdu rang. Do d6, phai vé sinh ring mi¢ng sach s& khi dung loratadin.
- Phenylephrin HCI
+ Thén trong cho nguoi cao tudi, ngudi bénh cudng gidp, nhip tim cham, bloc tim mot
phén, bénh co tim, xo cimg ddng mach, dai thao dudng typ 1
¢ Sir dung cho phu nir ¢6 thai va cho con bii:
- Khéng sir dung thudc cho phu nir ¢é thai hogc dang cho con b, trir nhimg trudng hop that
can thiét dudi su chi dan cua béc si
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