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sl Mfg. Lic. No./Sé GPSX: G/25/1827
Manufactured in India by/

San xuét tai An Do boi:

UNISON PHARMACEUTICALS PVT. LTD.

Plot No - C/6, Steel Town, Opp Nova Petro, At &
Post - Moraiya, Tal - Sanand, City - Moraiya -
382213, Dist. - Ahmedabad, Gujarat State, India.
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FXSON-180

Fexofenadine Tablets BP 180 mg

54 mm
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Size: 81 x 25 x 54 mm
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-‘:J DATE: 14/12/2020 VERSION:00

CARTON SPECIFICATION

Artwork Code _ XXXXXXXXXXX  Dimension 81x25x54mm No. of colours__ 02 Pantone/CMYK P 3302 C, P 3302 C 50% Tint, P P Black C Type of Board  FBB
Any other
GSM of Board 300 gsm Varnish_Aqua Type of Box __Ring special process N.A. Superseded Code
Reference Change Control no. N.A. of Plant N.A.
Review & Approved By Contract Giver/Customer/
Review & Approved By Authority/MA Holder (If Applicable ) :
CMO NAME:
Sign & Date :
Sign & Date :
Name : Name :
Designation : Designation :
Department : PD RA F&D Production Q.C. QA. Department :

E:\Artworks\General Export\VIETNAM\FXSON-180\XXXXXXXXXXX - FXSON-180 - Carton - Vietnam - 14-12-2020.cdr
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Width: 162 mm
Pack Size: 77 x 50 mm
Repeat: 33 mm

cotour: P 3302 C [ P P Black ¢ [
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FOIL SPECIFICATION
. Layout No/
rtwork Code_ XX XXX XXXX XX width of foil 162 MM Type of Foil_AlUMInUM Thickness of Foil__0-025mm _ pje Cut_77 X 50 MM ¢hange Part ID BC/44

A
No. of colours 92 pantone/CMYK _P3302C, P P Black C Back ground Colour_ColourLess  N.C. Coating Required _Y€S__ Any other special process __N-A.
Superseded Code_ NA.  Reference Change Control no. N.A. of Plant, N.A.

Review & Approved By Contract Giver/Customer/

Review & Approved By Authority/MA Holder (If Applicable ) :
CMO NAME:

Sign & Date :
Sign & Date :

Name : Name :

Designation : Designation :

Department : PD RA F&D Production Q.C. Q.A. Department :
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FXSON-180
(Vién nén bao phim fexofenadin hydroclorid 180 mg)

JCpo dau hleu luu\ ¥y va khuyén cdo:
{ :}iﬁoc’lg” hzrang daﬂ Isu" dung trudc khi ding.
\'- f'f)e x*d fam tay r/e /em

A/

"‘T h A ig béo' 1 ngay ‘¢ho bac sy hodic dwgc sy nhitng tac dung khong mong muon gdp phai khi st

dzilzg rhuoc

1. Thanh phin cong thire thudc

MBOi vién nén bao phim cha:

Thanh phin hoat chit: Fexofenadin hydroclorid 180 mg.

Thanh phin td dwge: Microcrystalline cellulose, pregelatinized starch (Starch 1500),
croscarmellose sodium, povidone (PVP K-30), colloidal silicon dioxide, magnesium stearate,
opadry pink 03B540248.

2. Dang bao ché: Vién nén bao phim.

M ta dic diém thude: Vién nén bao phim mau hdng nhat dén hong, hinh vién nang, hai mijt
161 va nhén.

3. Chidinh

Viém miii di mg: FXSON-180 dugc chi dinh dé diéu tri viém miii di img theo mua & nguoi
treong thanh va tré em tir 12 tudi tror 1én.

May day v6 cin man tinh: FXSON-180 duoc chi dinh dé didu tri céc biéu hién ngoai da
khéng bién chtig ctia may day vo cin man tinh & ngudi truong thanh va tré em tir 12 tudi tro
1én. Thudc 1am giam ngtra va sé lugng dat may day mot cach dang ké.

4. Lidu dung — Céch ding

Liéu dung

Nguoi trudng thanh va tré em tir 12 tudi tré 1én: Liéu khuyén dung cia FXSON-180 1a 1 vién

moi ngay.

Nguoi suy than: Liéu khoi dau duoc khuyén dung 1a 1 vién fexofenadin 60mg mdi ngay.
Nguoi suy gan: Khong can diéu chinh liéu.

Ngudi cao tudi: Khong can didu chinh liéu; ngoai trlr c6 suy giam chirc néng thén.

Cach dung

Thude dung dudng udng véi nude va trude bita dn. Khong ubng thudc véi nude hoa qua (nhu
cam, budi, tdo).

5. Chong chi dinh

Qué min v&i hoat chit hodc bét ky ta dugc nao.

6. Canh bao va than trong khi dung thude

Chi ¢6 dit liéu han ché & nguoi cao tudi va bénh nhan suy than hodc gan. Nén st dung
fexofenadin hydroclorid than trong & nhitng nhom bénh nhan déc biét nay. Bénh nhén c6 tién
st hoac dang méc bénh tim mach nén duoc canh bao rang, thudc khang histamin 1a mdt nhém
thudc ¢6 lién quan dén cac tac dung khong mong mudn nhip tim nhanh va danh tréng ngue.

7. Sir dung thudc cho phu nit ¢ thai va cho con bi

Phu nir ¢6 thai

Khéng co dir licu day du vé viée str dung fexofenadin hydroclorid ¢ phu nit c6 thal

Céac nghién ctu han ché trén dong vat khong chi ra céc tac dung khong mong mudn truc tiép
hodc gidn tiép lién quan dén thai ky, sw phat trién ctia phdi thai/thai nhi, qua trinh sinh con
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hodc su phét trién sau sinh. Phu nit c6 thai khong nén st dung fexofenadin hydroclorid trir

khi thuc su can thiét.

Phu nir cho con bu

Khéng c6 dit liéu vé ham luong trong sita me sau khi dung fexofenadin hydroclorid. Tuy
nhién, khi dung terfenadin & phu nit cho con bu dé thdy rang fexofenadin bai tiét qua stra me.
Do d6, khong khuyén cdo sir dung fexofenadin hydroclorid & phu nit cho con b,

Kha ning sinh sdn

Khong c6 dit lidu & ngudi vé tac dung ciia fexofenadin hydroclorid dbi véi kha ning sinh san.
O chudt, khong cé anh huong dén kha ning sinh san khi cho sir dung fexofenadin
hydroclorid.

8. Anh huéng ciia thudce 1én kha niing l4i xe, vin hainh may méc

Dua trén tai liéu duge luc hoc va céc bdo céo vé tac dung khong mong mudn, khong chic
chén ring fexofenadin hydroclorid s& gdy anh huéng dén kha ning l4i xe hay van hanh mdy
méc. Trong cac thir nghiém khach quan, fexofenadin hydroclorid dd dugc chimg minh la
khong c6 anh hudng dang ké déi véi chie nang cta hé than kinh trung wong. Piéu nay c6
nghia 14 bénh nhén c6 thé 14i xe hodc thuc hién cac viéc doi hoi su tip trung. Tuy nhién, dé
xé4c dinh nhitng ngudi nhay cam c6 phan Gng bét thudng véi thude, nén kiém tra phan tng
trén tirng ca nhan trudc khi lai xe hodc thuc hién cac nhiém vu phuec tap.

9. Tuwong tic, twong ky cita thudce

Twong tac

Fexofenadin khong chuyén héa & gan, do d6 né khong tuong tac vé6i cac thude chuyén hoa
qua gan.

Phéi hO’p fexofenadin hydroclorid véi erthromycin hodc ketoconazol da dugc ghi nhan lam
ting gp 2-3 14n ndng do fexofenadin trong huyét tucmg Khéng c6 su thay dbi khoang QT va
khéng ting ty 1& cta bat ky tac dung khong mong mudn nio so véi cac thude khi str dung
riéng 1¢.

Nghién ciru & dong vat di chi ra rang su gia ting ndng do fexofenadin trong huyét twong sau
khi str dung ddng thoi véi erythromycin hodic ketoconazol duong nhu 1a do su gia tang hép
thu qua dudng tiéu hoa va giam bai tiét qua mat hodc qua dudng tiéu hoa tuong tng.

Khéng thiy c6 tuong tac gitta fexofenadin va omeprazol. Tuy nhién, khi sir dung cac thude
khang acid c6 chira nhom va magnesi hydroxid 15 phut trude khi dung fexofenadin
hydroclorid d4 lam giam sinh kha dung, c6 thé 1a do sy lién két trong dudng tiéu héa. Khuyén
céo udng fexofenadin hydroclorid va cac thudc khang acid chtta nhdm va magnesi hydroxid
cach nhau 2 gio.

Twong ky

Do khéng ¢ céc nghién ciru vé tinh twong ky cia thude, khong tron 13n thude nay véi cac
thubc khac.

10. Téc dung khéng mong mudn ciia thude

Phan loai tan suit sau da duoc str dung, khi c6 thé:

Rét thuong gip (> 1/10), thuong gip (> 1/100 dén < 1/10), it gip (> 1/1000 dén < 1/100),
hiém gip (> 1/10000 dén < 1/1000), rat hiém gip (< 1/10000) va chua biét (khong thé uéc
tinh tir dit lidu co san).

Trong mdi nhém tin sudt, cac tac dung khéng mong mudn duge trinh bay theo thi tw giam
dan muc d6 nghiém trong.

O ngudi trudng thanh, cac téc dung khong mong mudn sau day da dugce bao céo trong cac thir
nghiém lam sang, vdi ty 1€ tuvong tu nhu quan sat vai gia duge:
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R&i loan hé than kinh

Thuong gap: dau dAu, budn ngu, chéng mit.

Réi loan tiéu hoa

Thuong gap: budn nén.

Réi loan toan thin va tai chd

it gap: mét moi.

O nguoi trudng thanh, da c6 bao céo vé céc tac dung khong mong muén sau day sau khi dua
ra thi trudng voi tan suét 1a chua biét (khong thé woc tinh tir dit liéu co san):

R&i loan hé mién dich

Phéan tng quéa man véi céc bidu hién nhu phtt mach, tire nguc, khé thd, do bung va sdc phan
v€ toan than.

R&i loan tAim thin

MAét ngu, cing thing, rdi loan gidc ngi hodc 4c mong.

Réi loan tim

Nhip tim nhanh, ddnh trbng nguc.

Réi loan tiéu hoa

Tiéu chay.

Réi loan da va mé duéi da

Phat ban, may day, ngtra.

11. Qua lidu Va cach xi tri

Pi ¢ bdo cdo vé chong mit, budn ngi, mét moi va khé miéng khi dung qua lidu fexofenadin

hydroclorid. O ngudi khoe manh khi dung don lidu 1én t6i 800 mg, lidu 1én téi 690 mg x 2
lan/ngay trong 1 thang hodc 240 mg x 1 14n/ngay trong 1 nim, khong thdy ting cic tac dung
khéng mong mudn déng ké vé mit 1am sang so voi gia dugc. Liéu dung nap t6i da cla
fexofenadin hydroclorid chua dugc thiét 1ap.

Nén st dung céc bién phap thich hop dé loai bo luong thude chua duge hép thu. Cén c6 bién
phap diéu trj triéu chung va diéu tri hd tro. Tham phan méu khong loai bo dugc fexofenadin

hydroclorid ra khoi miu.
12. Pic tinh dwge lwe hoe
Nhém dugc Iy: Thudc khéng histamin dung toan than.
M3a ATC: RO6AX26
‘« Co ché tac dong
Fexofenadin hydroclorid 1a thubc khang histamin H; khong gy ngi. Fexofenadin la chét
chuyén héa c6 hoat tinh cua terfenadin.

Hiéu qua va an toan lam sang
Céc nghién ctu vé phan Ung may day va ban do do hlstamm o ngLrorl sau khi dung

fexofenadin hydroclorid 1 1An/ngay va 2 lan/ngdy ching minh rang thudc bat dau phat huy
tac dung khang histamin trong vong mot gio, dat tdi da trong 6 gidr va kéo dai 24 gio. Khong
6 bang chung vé kha ning duy tri nhiing tdc dung nay sau 28 ngay dung thudc. P quan sat
thdy c6 mbi lién hé dap tng gitta cac lidu 10 mg den 130 mg qua dudng ubng. Trong mo hinh
hoat tinh khang histamin nay, ngudi ta thy ring can it nhét 130 mg dé dat duoc hiéu qua va
chic chin duoc duy tri trong khoang thoi gian 24 gio. Syt ché t6i da & nhitng ving da bi
may day va ban dé trén 80%.

Khong co su khac biét dang ké vé& khoang QT dugc quan sit & nhiing bénh nhan viém miii di
timg theo mua khi ding fexofenadin hydroclorid 1én dén 240 mg x 2 lan/ngay trong 2 tudn so
véi gia duge. Ngoai ra, khong c6 su thay d6i déng ké khoang QT, dugc quan sat & nhiing

3
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ngudi khoe manh khi ding fexofenadin hydroclorid 1én dén 60 mg x 2 lan/ngay trong 6

thang, 400 mg x 2 lan/ngdy trong 6,5 ngay va 240 mg x 1 lan/ngay trong 1 nim so véi gia

duoc. Fexofenadin & ndng do 16n hon 32 1n so v&i ndng do tri liéu & ngudi khong anh hudng

dén kénh K+ chinh luu chdm duoc nhan ban tir tim ngudi.

Fexofenadin hydrolorid (5 - 10 mg/kg dudng ubng) trc ché khang nguyén gy co thit phé

quan & lon gidng Guinea nhay cim va tc ché giai phéng histamin & ndng do trén ndng do tri

lidu (10 - 100 pM) tir t& bao mast mang bung.

13. Dic tinh dwge dong hoc

Hip thu

Fexofenadin hydroclorid duoc hip thu nhanh sau khi ubng, v6i Tiax dat duge trong khodng 1

- 3 gidr sau khi ubng. Cynay trung binh dat dugce khoang 494 ng/mL sau khi ubng lidu 180 mg x

1 lan/ngay.

Phin bd

Khoang 60 - 70% fexofenadin lién két véi protein huyét tuong.

Chuyén héa va thai trir

Fexofenadin bi chuyén hoa khong dang ké (qua gan hozc khong qua gan), vi ddy la hop chét

chinh duy nhat dugc xédc dinh trong nudc tiéu va phan clia dong vat va con nguoi. Nong do
fexofenadin trong huyét twong giam theo cdp s6 nhan véi thoi gian béan thai & giai doan cubi

tir 11 dén 15 gior sau khi ding da liéu. Duoc dong hoc clia fexofenadin khi sir dung don lidu

va da lidu 13 tuyén tinh & lidu ubng 1én dén 120 mg x 2 ldn/ngdy. Liéu 240 mg x 2 1in/ngay

lam dién tich duéi duong cong tang thém (8,8%) & giai doan én dinh, cho thdy dugc dong

hoc cua fexofenadin gan nhu tuyén tinh & nhiing lidu tir 40 mg dén 240 mg khi dung hang

ngay. Con duong thai trir chinh dugc cho la bai tiét qua mat trong khi c6 dén 10% lidu dung

duoc bai tiét & dang khong ddi qua nude tiéu.

14. Quy cach dong goi: Hop 3 vi x 10 vién.

15. Diéu kién bio quan, han ding, tiéu chuén chit lirgng ciia thudce b
B#o quan: O nhiét d6 khong qua 30°C. Trdnh dnh séang va 4m. _. \
Han ding: 24 thang k& tir ngay sén xut. w2\
Tiéu chuén: BP.

16. Tén, dia chi co sé san xuit thudc
UNISON PHARMACEUTICALS PVT. LTD.
Plot No - C/6, Steel Town, Opp Nova Petro, At & Post - Moraiya, Tal - Sanand, City -
Moraiya - 382213, Dist. - Ahmedabad, Gujarat State, An D9.




