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MAU NHAN THUOC PANG KY

1. MAU NHAN CHAI ACTIFIF - NIC (Chai 100 vién nén)
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CONG THOC: én | CHi DINH, CACH DUNG, CHONG
Triprolidin HCI ......................... 2,5 mg , o CHI DINH THAN TRONG VA CAC
Phenylephrin HCI .................... 10 mg - — ¥ THONG n;‘ KHAC:

Tadlm“hdﬁ ......................... 1 V'Ién AG,TI? 7 ! . . - ; xinmmgwhmﬁnsﬁmg

" Tieu chuén 4p dyng: TCCS

= ? KY HUONG DAN U DyNG TRUSC KHI DUNG SPKNISA . ...
- BE XA TAM TAY CUA TRE EM 5B otNo)
- BAD QUAN NOY KHO MAT, NHIET B0 DUDY 30°C, Ngay X (Mig. Dale) :

TRANH ANH SANG. Hn diing (Exp. Date) :

San xudt tqi:

Manufactured by:
CONG TY TNHH DUQC PHAM USA - NIC USA - NIC PHARMA Co., Ltd
\LéﬁD,Bl.h\gG,KONT&lTﬂ,O,BiﬁTh.TP.HCM

Block 11D, Road C, Tan Tao IP, Binh Tan Dist,, HCMC

2. MAU NHAN CHAI ACTIFIF - NIC (Chai 500 vién nén) /
A
4 : = — |
cong ."m' én  CHi DINH, CACH DUNG, CHONG &
Triprolidin HCI ......................... 2,5 mg CHI DINH, THAN TRONG VA CAC
Phenylephrin HCI ................. 10 mg ® THﬁIIBTI;I KHAC:
Ta duge vila dl ... 1 vién Xin doc trong 13 hudng dén sir dyng
Ma vach Tiéu chudn 4p dung: TCCS L
. SPKNVISA: ............... <
KY HUGNG DAN SU DUNG TRUOC KHI DING &
- BE XA TAM TAY C0A TRE EM S510.8K (ot No) i
- BAO QUAN NOI KHO MAT, NHIET B0 DUGI 30°C, Ngdy SX (Mig. Dale)
TRANH ANH SANG. Han diing (Exp. Dote) :
San xuédt tqi: Manufactured by:
CONG TY TNHH DUQC PHAM USA - NIC USA - NIC PHARMA Co., Ltd
\__ L6 11D, Budng C, KCN Tén Tao, Q.Binh Tén, TP.HCM

Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HOMC /)
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. TO HUONG DAN SU DUNG THUOC
Vién nén ACTIFIF - NIC

ACTIFIF - NIC Vién nén:

¢ Cong thirc (cho mét vién):

- Triprolidin hydroclorid...........................2,5 mg
- Phenylephrin hydroclorid.......................10 mg
« Taduoe...oivuiiies viradu........................ 1 vién

(Tinh b6t sin, lactose, PVP K30 (Polyvinylpyrrolidon), magnesi stearat)
¢ Téc dung duge ly:

Dwoc lue hoe:

- Triprolidin hydroclorid: Mot dén chét cia propylamin, la mét thuéc khang histamin thé hé
1. Triprolidin trc ché tdc dung cua hiatamin do e ché thu the H, cling ¢6 tac dung giy budn
ngu nhe va khang muscarin.

- Phenylephrin hydroclorid: La mot thudc tac dung giéng than kinh giao cam alpha 1, c6 téc
dung tryc tiép 1én cac thu thé alpha 1 adrenalin 1am co mach méu va lam tang huyet ap. Tac
dung lam tang huyét ap yéu hon noorepinephrin nhung tic dung kéo dai hon
O lidu diéu tri, phenylephrin thuc té khong tac dung kich thich 1én thu thé beta adrenergic
ctia tim, nhung & lieu 16n 6 kich thich thy thé nay.

Plgenylephri'n khong kich thich thu thé‘ beta adrenergic ciia phé quan hodc ngoai vi. O liéu
dicu tri, thuoc khéng téc dung 1én hé than kinh trung wong.

Duoe dong hoc: ="

- Triorolidin hydroclorid: Sau khi udng, thude duge hap thu tét & ong tiéu héa va chuyén
héa ¢ gar., thirc an khong anh huéng dén sy hép thu. Téc dung xut hién 15 dén 60 phit sau
khi udng thudc va kéo 4ai tir 4 dén 6 gio. M6t nira lidu thude vao duoc carboxy héa va dugc
dao thai theo nudc tiéu. Ntra dii oiia thude 1a 3-5 gidr hodc hon. Thudc vao dugce sita me.

- Phenylephrin hydroclorid: Phenylephrin ]é.g thu bat thuong qua duodng tiéu hda do bi
chuyén héa ngay trén dudng tiéu hoa. Vi thé dé co tac dyng 1én hé tim mach phai dung bing
duong tiém.

Phenylephrin véo trong hé tudn hoan cé thé phan bd vao céc mo. Phenylephrir dirge chuyén
héa & gan nho enzym monoaminoxidase (MAO). Chua xéc dinh duoc chat chuyén héz nén
chua biét tdc do thai trir ciia thube.

¢ Chi dinh:
- Dung dé diéu tri céc triéu ching cac bénh viém miii di ing cé‘ip, viém miii do vin mach,
bénh cam ciim thong thudng

¢ Licu ding:
- Nguoi 16n va tré em trén 12 tudi: mdi lan 1-2 vién x 3 1an/ ngay
- Tré em 6-12 tudi: mdi 1n 1 vién x 3 14n/ ngay
- Tré em dudi 6 tudi: Theo chi din cta thiy thue
¢ Chong chi dinh:
- Bénh nhan ¢ tién st khong dung nap thudc hay bt ky thanh phan nao ctia thude.
- Bénh tim mach niing, nhoi m4u co tim, bénh mach vanh. Tang huyét ap naing, bloc nhi that,

X0 cimg dong mach ning, nhip nhanh thit
- Cuong gidp nang hodc glocom goc dong
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- Con hen cép

- Pang diéu tri b@ing thudc e ché monoaminoxydase hoic ngimg thude nay chua duoc 2 tuin
¢ Tic dung khéng mong muén:

- Triprolidin hydroclorid:

+ Thuong gip: Budn ngu, nhic dau, mét moi, phdi hop kém.

+ 1t gdp: Nhin mo. Bi tiéu, tidu tién it. Khé miéng, mii, hong. Cam giéc tac nguec.

+ Hiém gap: giam bach céu hat, giam bach cdu trung tinh, giam tiéu cau, thiéu mau tan
huyét. Tut huyét ép thé ding, U tai. Phan tmg dj (g va mién dich chéo véi cic thube
khac. Hung cam, bi kich thich nhat 13 0 tré nho gay mat ngu, quay khéc, tim nhanh, run
dau chi, co gidt. Lam xuét hién con dong kinh & ngudi ¢6 ton thuong khu tri trén vo

ndo.
- Phenylephrin hydroclorid:
+ Thuong gap: Kich dong thin kinh, bdn chén, lo au, khé ngu, ngudi yéu mét, choéang
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vang, dau tic ngue, run rdy, di cam diu chi. Tang huyét ap, da nhot nhat, tring béch,
cam giac lanh da, dung 16ng toc.

+ It gap: Tang huyét ap, kem theo phu phéi, loan nhip tim, nhip tim chdm, co mach ngoai
vi va ndi tang, lam giam tuéi mau cho céc co quan ndy, suy hé hip, con hung phén, 4o
giac, hoang tuéng

+ Hiém gap: Viém co tim thanh &, xuit huyét du6i mang ngoai tim

Thong bdo cho bac si nhiing tic dung khong mong muén gap phai khi sir dung thuéc
- ,e A - -
¢ Twong tic véi thube khic: e+
- Triprolidin hydroclorid: '

+ Tranh phoi hop véi céc thube e ché thin kinh trung wong nhu ruou, cic barbituric,
thude nga, céc opioid, cdc thube an thin va thude liét than kinh vi triprolidin lam ting
tac dung cua céc thude nay.

+ Céc thude tre ché monoaminoxydase (IMAO) c6 thé 1am tang tac dung khang muscarin
cua triprolidin va céc thude khang histamin khac

+ Triprolidin ¢6 tic dung hiép df‘)ng v6i céc thude khang muscarin nhu atropin, thuéc
chéng trdm cam ba vong va céc hop chat tuong tu.

+ 5-HTP, GABA, 14 c6 ban, melatonin, cdy Nir lang lam ting tic dung gdy ngu cua
triprolidin

- Phenylephrin hydroclorid:

+ V6i cdc thuc chen alpha adrenergic: tic dung tang huyét 4p cua phenylephrin
hydroclorid s& giam, néu truée d6 da ding cic thuoc chen alpha adrenergic nhu
phentolamin mesylat

+ Cac phenothiazin: Cfing 1am giam tac dung va thoi gian ting huyét 4p ciia phenylephrin
néu da dung phenothiazin trude do.

+ Propanolol va thudc chen bata adrenergic: Téc dung kich thich tim cua phenylephrin s&
bi rc ché néu dung thuéc chen bata adrenergic tir truée d6

+ Véi thube tro dé (oxytocin): Khi phéi hop phenylephrin véi thude tro de, téc dung ting
huyét ap s& tang lén

+ Véi thude giéng than kinh giao cam: Khong duoc phdi hop vi lam nhip tim nhanh va
loan nhip c6 thé Xay ra

+ Thubc mé: phdi hop phenylephrin hydroclorid véi thube mé 1a hydrocarbon da halogen
héa (vi du cyclopropan) lam ting kich thich tim va c6 the loan nhjp tim

+ V&i monoaminoxydase (MAO): Lam tang tac dung kich thich tim va ting huyét ap cua
phenylephrin do téc dung chuyén hoa phenylephrin giam di
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+ Thube chéng trAm cam 3 vong (nhu imipramin) hodc guanethidin lam tang tac dung
tang huyét 4p cua phenylephrin
+ Alkaloid nim cya ga dang tiém lam tac dung tang huyét 4p cuia phenylephrin ting 1én rit
manh
+ Digitalis lam ting murc dd nhay cam co tim khi phdi hop véi phenylephrin
*+ Furosemid hogc thudc 1oi tidu khac lam giam tac dung ting huyét ap cta phenylephrin
*+ Khéng dung véi bromocriptin vi tai bién co mach va tang huyét ap
¢ Thén trong:
- Triprolidin hydroclorid:
+ Than trong cho nguoi Suy gan nang vi nguy co gy budn ngu
* Thén trong cho ngudi suy than va phai giam lidu
+ Than trong cho nguwi phi dai tuyén tién liét, bi tidu tién, glécom géc déng va hep mén
vi té trang
+ Thén trong cho nguoi dong kinh, doi khi co giat
+ Tranh uéng ruou khi dung thude vi nguy co gy budn ngu
*+ Tré nhé va ngudi 16n trén 60 tudi dé bi tac dung phu cua thude (tc ché than kinh trung
uong va ha huyét ap) khi ding thuée ndy lam tri¢u ching cang nang thém
- Phenylephrin hydroclorid
+ Th§m trong cho ngudi cao tudi, nguoi bénh cuong giap, nhip tim chdm, bloc tim mot
phan, bénh tim, xo ciing dong mach ning, d4i thao dudng type 1
¢ Tic dong cia thude khi l4i xe va vin hanh may méc:
- Thubc gy budn ngu nén khéng diing cho ngudi didu khién mdy moc, lai xe. 3.
¢ Sir dung cho phu nir ¢6 thai va cho con bii:
- Khéng diing cho phu nit ¢6 thai va cho con bu

¢ Qua liéu va xir tri:
- Triprolidin hydroclorid:
+ Triéu chung: Thuong la tridu chimg cua hé than kinh trung wong bj trc ché hay bi kich
thich, huyét 4p ha thap, khé tho, co gidt, mat y thirc, rit kho miéng, miii, hong.
+ Xir tri: Ngung dung thuéc, néu c6 thé gy non, udng than hoat. Diéu trj triéu ching va
hé tro
- Phenylephrin hydroclorid
+ Dung qua lidu phenylephrin lam tang huyét ap, nhirc dau, con co giat, xuat huyét nao,
danh trong nguc, ngoai tim thu, di cam, nhip tim cham thuong xay ra sém
*+ XU tri: Tang huyét &p 6 thé phuc hdj bang céch dung thudc chen alpha-adrenergic nhu
phentolamin 5-10 mg, tiém tinh mach; néu can €0 the 1ap lai. Thdm tich mau thuong
khong c6 ich. Can chu y diu trj triéu ching va h trg chung
¢ Trinh bay:
- Chai 100 vién nén
- Chai 500 vién nén

¢ Han dung:
- 36 thang ké tir ngay san xuét.
¢ Bio quin:
- Noi kh6 mat, nhiét do dugi 30°C, tranh 4nh sang.
¢ Tiéu chuin: TCCS
DE XA TAM TAY CUA TRE EM
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DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG

THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L3 11D duong C - KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999
TP.HCM 1. gl
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