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CTY TNHH SX-TM DUGC PHAM
THANH NAM

CONG HOA XA HOI CHU NGHIA VIET NAM
Béc lap - Ty do - Hanh phuc

MAU NHAN XIN DANG KY

VIEN NEN BAO

1. Mau nhan vi

TanaAllery-F
Phenylephrin HCI................10 mg
Clorpheniramin maleat ...4mg
CN CTY TNHH SX-TM DP THANH NAM TAI BINH DUONG

Tpharco.. Ltd

TanaAllery-F
Phenylephrin HCI 10 mg
Clorpheniramin maleat 4mg

CN CTY TNHH SX-TM DP THANH NAM TAI BINH DUONG
Tpharco., Lid

TanaAllery-F
Phenylephrin HCL................... 10 mg
Clorpheniramin maleat. 4 mg

CN CTY TNHH SX-TM DP THANH NAM TAI BINH DUING
Tpharco., Ltd

TanaAllery-F

Phenylephrin HCI. 10 mg
Clorpheniramin maleat...............4 mg
CN CTY TNHH SX-TM DP THANH NAM TAI BINH DUCNG
Tpharco.. Ltd
TanaAllery-F
Phenylephrin HCI.............. .10 mg
Clorpheniramin maleat....... .4 mg

N CTY TNHH 5X-TM DP THANH NAM TAI BINH DUING
Tpharco . Ltd
SLSX:

2. Mau nhan lo

THANH PHAN: méi vién chifa
Phenylephrin HCI . . .
Clorpheniramin maleat
Té dugce vira dd

Lo 100 vién nén bao phim

TanaAll

...10mg
4 mg
1 vién bao phim

CHi BINH:
Didu trj cac tridu chang viém mii di ung,
viém mii vdn mach va viém xoang.

CACH DUNG - LIEU DUNG:
Dung dudng uéng. T&t nhét nén udng thudc
trong bia an

Ngudi Idn va tré em trén 12 wéi: 1 - 2 vién g::;':nﬂ"mr mal
méi 4 gid, t8i da 6 vién mdi 24 gid Ngua mal

Thai gian diéu trj khéng dugc vugt qua thdi
gian co triéu ching
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== Phenylephrin HCI
== Clorpheniramin maleat

PHIM TANAALLERY-F

TanaAllery-F

Phenylephrin HCL......................10 mg

Clorpheniramin maleat........ 4 mg

CN CTY TNHH 5X-TM DP THANH NAM TAI BINH DUNG
WHO GMP
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Clorpheniramin maleat................. 4mg
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CHONG CHi BINH VA CAC THONG TIN
KHAC XEM TRONG T8 HUONG DAN SU
DUNG THUBC KEM THEO
TIEU CHUAN TCCS
SPK:
BAO QUAN NOI KHO MAT, TRANH ANH SANG
NHIET PO DUGI 30°C
DE XA TAM TAY TRE EM
BOC Ki HUONG DAN SU DUNG TRUGC KHI DUNG

TanaAllery-F
| S
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Diachi 60 Dai 16 Bdc LAp. KCN Vidt Nam Singapore
Thanh ph& Thudn An. Tinh Binh Duong

WHO GMP VP 3A Dang T&L P Tan Dinh. Q 1. TP HCM

TP. HCM, ngay 01 thang 11 ndm 2023
CONG TY TNHH SX-TM DP THANH NAM
KT/Gidm déc

Ds. Nguy&n Qudc Chinh




3. Mau nhan hép 10 vi
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TO HUONG DAN SU DUNG

De xa tam tay tré em.
DPoc ki hwéng din sir dung trwée khi dung.

THANH PHAN CONG THUC THUOC
Thanh phan dwgc chdt: Phenylephrin HCL....................... 10 mg
Clorpheniramin maleat ................ 4 mg
Thanh phan ta du-ac Tinh bét sén, Lactose monohydrat, Gelatin, Natri starch glycolat, Magnesi stearat, HPMC
2910, PEG 6000, Dau paraffin, Talc, Sunset yellow, Tartrazin.

DANG BAO CHE: Vién nén dai bao phim mau cam, mdt mit c6 chir "ALLERY-F" khéc chim trén vién, m6t m
trom, canh va thanh vién lanh lan.
CHI PINH
Diéu tri cc triéu chimg viém miii dj tng, viém miii van mach va viém xoang.
CACH DUNG, LIEU DUNG
Ciach dung:
Dung duong udng.
Tét nhit nén udng thude trong bira an.
Li¢u ding:
Ngudi [6n va tré em trén 12 tudi: 1 — 2 vién mdi 4 gid, t6i da 6 vién mdi 24 gio.
Thoi gian diéu tri khong dugc vugt qua thai gian c6 triéu chimg.
CHONG CHI PINH
Bénh nhan mén cam véi hoat chit hogc véi bat ky thanh phan nao cua thude.
Nhirng bénh nhan dang duoc diéu tri bang thudc rc ché monoamin oxydase (MAOIs) hoic trong vong 2 tuin sau
khi bét dau diéu trj. Su (rc ché phan huy phenylephrin c6 thé dan dén ting hoat dong cua hé adrenergic.
Thudc cudng giao cam (phenylephrin) chéng chi dinh trong trudng hop ting huyét ap khong duge kiém soat va
bénh tim mach nghiém trong.
Do dic tinh khang cholinergic ctia clorpheniramin, chng chi dinh ding TANAALLERY-F cho nhitng bénh nhén
mic bénh ting nhin dp goc déng hodc phi dai tuyén tién liét.
Tré em dudi 12 tudi
CANH BAO VA THAN TRONG KHI DUNG THUOC
Phenylephrin
Cén dac biét than trong khi ding cho céc bénh nhan méc bénh tim mach, cudng giap hogc tiéu dudng.
Ciing cin thén trong trong trudng hop sir dung dong thoi vai cac thude gay mé lam co tim nhay cam véi cac thude
cuong g1a0 cam (vi dy: tricloroethylen, cyclopropan, halothan), trong trudng hop dung ddng thoi véi céc loai thube
cuong giao cam khac, trong trudng hop bi hen suyén va trong truong hgp ting nguy co xo cirng dong mach néo.
Clorphemramzn
Do co chira clorphemramm maleat, nén than trong khi dung dong thdi véi céac loai thude khéc c6 tac dung an than,
nhu thue an than, thudc giai lo du va thude ngu.
Cén thén trong trong cac trudng hop bi hen suyén, tic cb bang quang, suy gan, tAc mon vi ta trang va loét da day
kém chirng hep
Cdnh bdo doi véi ta dwgc lactose: Benh nhan mic céc réi loan di truyén hiém gip vé khong dung nap galactose,
ching thiéu hut lactase Lapp hoic rdi loan hap thu Glucose-Galactose khong nén str dung thuoc nay.
Méu Sunset yellow, Tartrazin ¢é trong thude nay c6 thé gay phan tmg di tmg, nén thén trong khi ding thuéc nay.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Trong truong hop dir liéu khong diy du, khong khuyén ding thude nay trong thoi ky mang thai. Ciing nén tranh str
dung thuéc nay trong giai doan cho con bu, vi mot lugng nhé thudce khang histamin va phenylephrin dugc tiét qua
sita me va c6 thé gy kich dong va ting huyét ap & tré so sinh.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Bénh nhén phai luu ¥ ring, do c6 chira clorpheniramin, nén sy tinh téo cia ho c¢é thé bi giam; nguy co ting lén
trong truong hgp sir dung ruou hodc thudc 1am suy yéu hé than kinh trung uong.

TUONG TAC, TUONG KY CUA THUOC
Twong tic ciia thube
Céc chit rc ché monoamin oxydase ciing nhu céc loai thuéc chéng tram cam tricylic va guanethidin lam ting tac

dung tang huyét ap ctia phenylephrin.
TANAALLERY-F khong dugc sir dung trong vong 2 tuan sau khi ngimg diéu tri bang thudc rc ché monoamin

oxydase.
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hiinoe caom/
htt_ps -t'on uocI am"aru than kinh, thuéc an than va thuéc ngii c6 thé lam ting tac dung an than cia clorpheniramin.
Tac dung ctia thudc chen beta c6 thé bj giam do thude khéng histamin trong khi tic dung ctia thudc khang cholinergic
c6 thé dugre ting cuorng
Twong ky, ciia thude
Do khéng ¢6 cac nghién ctru vé tinh tuong ky cia thuée, khong tron 13n thude nay véi cac thude khéc.
TAC DUNG KHONG MONG MUON

Anh huomg hé than kinh
Phenylephrin: nhirc dau, hdi hdp, mat ngi, kich thich than kinh trung wong, 1a 1an, lo Au, trang thai loan than.
Clorpheniramin: tre ché trung uong 5 rét hon khl sir dung ddng thoi véi rugu: budn ngi, chéng mat.
Réi loan tdm than hoic kich dong & ngudi 16n tudi.
Anh huwong midit
Réi loan thi giac
Anh huong tim mach
Tang huyét ap, hoi hdp, tim dap nhanh, nhip tim cham.
Anh huong tiéu hoa
Budn nén, ndn, tio bén, tiéu chay, khé miéng.
Anh huong than va dwong tiét niéu
Réi loan ducmg tiét niéu (tiéu kho, bi tiéu).
Bao cao cac phan tng phu nghi ngd:
Vigc bao cao cac phan irng phu bi nghl ngd sau khi cap phép san pham thudc 1a rit quan trong. Viéc nay cho phép
theo dai lién tuc ty 1é lgi ich/nguy co cua thude.
Théng biao ngay cho bac sj hodc dwge s§ nhirng phan g ¢6 hai gip phai khi sir dung thudc.

QUA LIEU VA CACH XU TRi
Triéu chimg:
V6 tinh hap thu mét lwong lon clorphemramm s& gy kich thich than kinh trung uong va phan ng khang
cholinergic & tré nho. Chung ¢6 thé dugce biéu hién qua mot mat 1a kich dong, ao giac, mat diéu hoa va co gidt, mit
khéac la qua sy gidn nd cia ddng tir, khé miéng, do mﬁt tang than nhi¢t va roi loan tiéu hoa.
6] ngudi lon, chu yéu quan sat thiy tac dung irc ché than kinh trung wong, dic trung bai tinh trang budn ngi va c6
thé Ia hon mé.
Ngo doc cap tinh do phenylephrin dac biét c6 biéu hién tang huyét ap, hdi hop, rdi loan tidu tién va khé chiu.
Cdch xir tri khi dimg thuoc qud liéu:
Khong co thude giai doc dac higu. Piéu trj hoan toan trén triéu ching.

PAC TINH DUQC LU'C HQC
Nhém duge Iy va ma ATC cia thudc: két hgp thube cudong giao cam + khang histamin, ma ATC: ROIBA03 +
R0O6AB54
Co ché téc dung ciia thude:
TANAALLERY-F la sy két hop ctia thuc cudng giao cam, phenylephrin hydroclorid va thudc khéng histamin,
clorpheniramin maleat
Phenylephrin: la thuoc cudng giao cam, chu yeu tac dong truc tlep 1én co quan thu cam - adrenerglc
Khi ding dudng uong hoc bdi tai chd co thé gay sung huyét niém mac mii va lam sach duong ho hap trén.
Véi liéu diéu tri, phenylephrin khéng c6 tac dung kich thich co quan thy cam B-adrenergic ciia tim (co quan thy
cam B1). Phenylephrin khong kich thich co quan thy cam B2-adrenergic.
Clorpheniramin maleat: 12 thudc khang histamin thudc nhém alkylamin. D6 1a mét chat d6i khang canh tranh ciia
co quan thy cam H;. N6 khong kich hoat histamin va khong ngédn chan sy giai phong ctua nd. Clorpheniramin
maleat ¢6 tac dung khang cholinergic va lam an than.

PAC TINH DUQC PONG HQC
Phenylephrm
Sau khi uéng, phenylephrin dugc hap thu nhanh nhung khong déu. O dudng tiéu hoa va gan, phenylephrin duo‘c
chuyen hoa badi monoamm oxydase Thoi gian ban huy trong huyet twong khoéng tir 2-3 gid. Khoang 80 % liéu
udng dugc bai tiét qua nudc tidu trong vong 24 gid, chu yéu dudi dang lién hop phenylephrin sulfo va m-
hydroxyphenylglycol; khoang 30% dwoc bai tiet dudi dang acid m-hydroxymandelic khong lién hop.
Clorpheniramin maleat
Clorpheniramin maleat dugc hap thu nhanh chong va gin nhu toan bd qua dudng tiéu hoéa. Thoi gian ban huy trung
binh trong huyét tuong khoang 20 gio & ngudi I6n (da ghl nhén su khac biét rat 16n); & tré em, thoi gian ngan hon
dang ké. Cac nghién ciru in vitro cho thay ty 1& gin ket vai protein huyet tuong khoang 70%. Clorpheniramin dugc
chuyén héa & gan va bai tiét qua nudc tiéu, chi yéu dudéi dang desmethylclorpheniramin va
didesmethylclorpheniramin.

QUY CACH PONG GOI : Hop 10 vix 10 vién

Lo 100 vién
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PIEU ﬁEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Piéu kién bdao quian : Bao quan noi kho mat, tranh anh sang, nhiét d¢ dudi 30°C.

Han dun : 36 thang ké tir ngay san xuét.
Tleu chuin chét lwgng: TCCS.

Diéu kién bio quén va han dung sau khi mé nip lo: Lo phai dugc dong kin nap ngay sau khi sir dung, bao quan
noi kho mat, tranh 4nh sang, nhiét d¢ dudi 30°C. Han ding 36 thang ké tir ngdy san Xuat.

TEN, PIA CHI CO SO SAN XUAT THUOC
Co s& sin xudt: X ) i .
CN CONG TY TNHH SX-TM DUGC PHAM THANH NAM TAI BINH DUCNG
60 Dai 16 Doc Lap, KCN Viét Nam-Singapore, Thanh phé Thuén An, Tinh Binh Duong

Vin phong: 3A Pang Tét, P. Tan Dinh, Q.1, TP. HCM

Tp. HCM, ngay 01 thang 11 nam 2023
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