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Desloratadine 2.5mg

.~ SETBOZI

| 0y

‘ Stick

| EACH AMPOULE CONTAINS:
‘ Desloratadine................ 2.5mg

Excipient g.s.....per 1 ampoule
Indication, dosage, instruction
[ contra-indication and :
See in the leaflet
| Specification: In - house
Store in a dry place, below 30°C,
| protect from light
Read leaflet carefully before use
Keep out of reach of children
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ORIENT PHARMACEUTICAL CORP

Hop 10 6ng x 5ml
Dung dich uéng

Gidam cdc trigu chitng:
Hait hoi
S6 miti
Nghet miii

Ngira, phat ban

CP DUGC PHAM

PGS. Ts. TRUGNG VAN TUAN

* '

MAU HOP XIN PANG KY

e
SETBOZI
Stick
MO!I ONG CHUA:
Desloratadine..........2,5mg
Ta duge vira da......... 16ng
Chi dinh, liéu dung, céch dung,

chdng chi dinh va cdc théng tin khéc:

xem t& hudng dan sif dyng.
Tiéu chuén: TCCS
Bdo quan: Nai kho, nhiét d dudi 30°C,
tranh anh sang.
Doc ky hudng dan su dyng trudc khi ding
Dé xa tdm tay tré em

SeK S8 Lo SX:
Ngay SX
Han Ding

CONG TY CP DUGC PHAM PHUONG DONG
L8 7, Budng 2 - KCN Tén Tao, P.Tan Tao A,
Q. Binh Tén - TP.H8 Chi Minh - Viét Nam

Box of 10 ampoules x 5ml

Oral solution Do not inject

Reduce symptoms:
Sneezing
Snivel
Stuffy nose

Pruritus, rash

“IN




https://trungtamthuoc.com/

MAU HOP XIN PANG KY

Desloratadine 2.5mg

i o ~ Hop20éng )f,SmI Khong dudc tiém ° g:;:;a;?g;mes e Do not inject

SETBOZI il SETBOZI

‘ Stick | Stick

‘ EACH AMPOULE CONTAINS: MOI GNG CHUA: ‘ ‘

| Desloratadine................ 2.5mg Desloratadine.......... 2,5mg )
Ta dugc vira di......... 16ng

Excipient g.s.....per 1 ampoule
Chi dinh, liéu dung, céch dung,

| Indication, dosage, instruction
chéng chi dinh va cac thong tin khac:

contra-indication and :

See in the leaflet ; Desloratadin 2,5mg

xem & hudng dan st dyng
Tiéu chuén: TCCS

Specification: In - house
Béo quan: Noi kho, nhiét do dudi 30°C,

Store in a dry place, below 30°C, i
yp Reduce symptoms: 1

Pruritus, rash

i ) Gidm cdc triéu chirng: tranh anh sang.

; protect from light Poc kj hudng ddn sif dyng trdc khi ding

1‘ Read leaflet carefully before use Hat hoi Dé xa tAm tay tré em Sneezing }
| Keep out of reach of children

| P 3 ) SBK S6 L8 SX )

| S6 miii Ngay $X Snivel |
| Han Dung ’
[ Bly35204 Nghet miii 3 CONG TY CP DUGC PHAM PHUGNG DONG Stuffy nose l
I - Lo 7, Duéng 2 - KCN Tén Tao, P.Tan Tao A, |
{ ORIENT PHARMACEUTICAL CORP .Pﬂ » Q. Binh Tan - TP.H8 Chi Minh - Viét Nam 1

Ngira, phat ban

CTY CP DUGC PHAM |

PGs. Ts. TRUGNG VAN TUAN
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MAU HOP XIN PANG KY

Desloratadine 2.5mg

Hop 30 &ng x 5ml Khong dugc tiem
Dung dich udng

SETBOZI

Stick

SETBOZI

! Stick
| EACH AMPOULE CONTAINS: MO NG CHUA:
Desloratadine................2.5mg Desloratadine.......... 2,5mg
Ta dugce vua di.........1 6ng

Excipient g.s.....per 1 ampoule
Chi dinh, liéu diing, céch dung,

Indication, dosage, instruction
chéng chi dinh va cdc thdng tin khéc:

contra-indication and : :
xem td hudng dan si dyng

Tiéu chuan: TCCS
Bao quan: Noi khd, nhiét dé dudi 30°C,
trénh dnh séng.
Doc ky hudng dén sd dyng trudc khi ding
Hait hoi D& xa tdm tay tré em

See in the leaflet
Specification: In - house
Store in a dry place, below 30°C,

\ protect from light

‘ Read leaflet carefully before use

Keep out of reach of children SBK
: S6 Lo X
So miti Nty
| Han Dirng
| -
| 8119352041519640 Nghet miii CONG TY CP DUGC PHAM PHUONG DONG

L6 7, Duéng 2 - KCN Tan Tao, P.Tan Tao A
Q. Binh Tan - TP.H Chi Minh - Viét Nam

ORIENT PHARMACEUTICAL CORP

N

Ngira, phat ban

CTY CP DUGC PHAM

PGS. Ts. TRUGNG VAN TUAN

s - N

Box of 30 ampoules x 5mi
Oral solution

Reduce symptoms:
Sneezing
Snivel
Stuffy nose

Pruritus, rash

Do not inject
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SETBOZI

Stick
EACH AMPOULE CONTAINS:
Desloratadine................2.5mg

Excipient g.s.....per 1 ampoule
Indication, dosage, instruction
‘ contra-indication and :
| See in the leaflet
| Specification: In - house
| Store in a dry place, below 30°C,
protect from light
Read Ieaflet carefully before use

Keep out of reach of children
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ORIENT PHARMACEUTICAL CORP

Hop 50 6ng x 5ml
Dung dich uéng

Desloratadine 2.5mg

Khéng dugc tiém

Desloratadin 2,5mg

Gidm cdc trigu chirng:
Ht hoi
S6 miti
Nghet mii

Ngtra, phat ban

CTY CP DUGC PHAM
HUGNG PONG

BUCC PHAM
PHUICNG BONG
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MAU HOP XIN PANG KY

SETBOZI

Stick
MO!I ONG CHUA:
Desloratadine..........2,5mg
Ta duge vira du......... 1 6ng
Chi dinh, liéu dung, cich ding,
chéng chi dinh va céc théng tin khéac:
xem td hudng dan st dyng
Tiéu chudn: TCCS
Bdo quan: Nai kho, nhiét dé dudi 30°C,
tranh &nh sang.
Doc ky hudng dan sd dyng trudc khi ding
Dé xa tAm tay tré em

SBK St L6 SX
Ngay §X
Han Dung

CONG TY CP DUGC PHAM PHUONG DONG
L6 7, Budng 2 - KCN Tan Tao, P.Tan Tao A,
Q. Binh Tan - TP.H Chi Minh - Viét Nam

Box of 50 ampoules x 5ml

Oral solution Do not inject

Desloratadine 2.5mg

Reduce symptoms:
Sneezing
Snivel

Stuffv nose |

Pruritus, rash
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HUONGDAN SU DUNG THUOC CHO CAN BO Y TE

SETBOZI
Dung dich uéng
Cong thire : Moi 5 ml chira:
Desloratadin.........cococveveiicieiiiieeeeeeeeen 2,5mg
Té dugc : Acid tartric, Natri carboxy methyl cellulose, Sucralose, Acesulfam potassmm Propylen glycol,

.....

Sorbitol, Cremophor RH40, Dudng RE, Acid benzoic, Tinh diu dau,} MaLL Ponceau 4R Nude tinh khiét.
Duwoc luc hoc: .
Nhoém duge 1y: Thude khang histamin H,
Ma ATC: RO6AX27

¢ ! //loc v0i cdc receptor
histamin HI ngoai bién. Téc dung cua Desloratadin do trc ché sy gan ke amin trong vong tuan hoan
vao cdc vi tri receptor. Thuoc khong ngan can sy giai phéng histamin. Desloratadin uc ché su co thit co
tron ctia hé ho hdp, hé tudn hoan, hé tidu hoa, lam giam sy tiét histamin hoat hod tir tuyén 1é va tuyén nudc
bot va do d6 c6 tac dung khéng viém. Thudc con giam tinh thAm mao mach nén lam giam ngira va viém do
di tmg. Vi Desloratadin khong di qua hang rao méu ndo va c6 tac dung chon loc cdc receptor histamin ngoai
bién, nén tac dung an thin va khang giao cam ctia Desloratadin rat thap.

Dugce dong hoc:
Cé the tim thay céc ndng do Desloratadin trong huyét twong sau khi udng thude 30 phit. Desloratadin hip
thu rat tdt, dat ndng d6 dinh trong huyét trong sau khoang 3 gio, thoi gian ban thai cudi cung la khoang 27
gio. DY tich ltiy ctia Desloratadin phu hop véi thoi gian ban thai (khoang 27 gio) va voi tan s6 liéu mot lan
duy nhat trong ngay. Sinh kha dung cta Desloratadin ty 1& thuan véi liéu lugng trong pham vi 5 — 20 mg.
Desloratadin gan vua phai vao protein huyet twong (83 — 87%). Vé 1am sang, chua nhan thiy ¢6 tich [ty
thudc sau khi udng liéu duy nhat 5 - 20 mg moi ngay, kéo dai 14 ngay.

Trinh bay:
Ong 5 ml, hop 10 éng, hop 20 éng, hop 30 bng va hop 50 éng

Chi dinh
Lam giam cdc triéu ching cua bénh viém mii di ing (theo mua va
ngra mili, nghet mili, kém kich g mat, chay nudc mat va dé mat.
Lam giam cac triéu chtng lién quan dén may day tu phét man tinh nhu:

Liéu lwgng va cach dung:
Tré em tr 6 — 11 tudi: 2,5 mg/lan x 1 1an/ ngay
Nguoi 16n va tré em trén 12 tudi : 5 mg/lan x 1 lﬁn/noz‘ly
Thirc an khong anh hudng dén sinh kha dung ctia thudc nén bénh nhéan c6 thé udng thude ma khong phu
thudc vao bita an.
V6i bénh nhan suy gan hodc suy than, liéu dung cua Desloratadin duoc khuyén cdo 1a 3 mg, udng cach
ngay.

Chéng chi dinh:
Bénh nhdn man cam Desloratadin va v6i bat ct thanh phan nao cua thude.

Than trong khi dung :
Qua liéu va nhiém doc (bao gom ca tir vong) da duoc bdo cdo ¢ tré nhod dudi 2 tudi dung cac ché pham
khong ké don chua thudc khang histamin, giam ho, long dom va chor1<7 xung huyét mii don thuan hoac
phéi hop dé giam céc tridu ching cua duong ho hép trén. Cling chua c6 bang ching cho thay hiéu qua rod
rang cla cdc ché phim nay & do tudi dudi 2 tudi va lidu thich hgp cling chua duge cong bd. Vi vdy, nén
thén trong khi dung céc thude khong ké don (don thuan hoic phox hop) chtra thude khang histamin, giam
ho, long dém va chéng xung huyét mii d¢é giam ho, giam triéu ching cam ctm cho tré dudi 2 tudi.
Mic di hiém gdp ngi ga & céc thude khang histamin thé hé 2 hon thé hé 1, song c6 thé xuét hién ¢ mot sb
bénh nhén, do dé phai thén trong d6i voi nhitng nguoi l4i xe hodc van hanh médy. Udng ruou cling nén tranh
trong khi diing thude.
Dai khi ¢6 nhitng béo cdo vé co gidt xult hién ¢ nhitng bénh nhén dung thude khang histamin, do d¢ ciling
can than trong khi dung Desloratadin cho nhirng bénh nhén c6 tién sir dong kmh
Desloratadin thai trir qua thén dudi dang chét chuyén hoa con hoat tinh, do d6 can luu y giam lidu trén bénh
nhan suy than. Tuong tu, ciing can giam lidu Desloratadin trén bénh nhén suy gan.

nhu: hat hoi, chay mii va

glra, ban do.




Twong tac thude :
Céc thude tic dong dén men gan
Tuong tac duoc dong c6 thé xay ra (tang ndng d6 cua desloratadin va chét chuyén héa c6 hoat tinh) khi
dung desloratadin dong thoi véi thude tic dong dén men gan (nhu azithromycin, cimetidin, erythromycin,
fluoxetin, ketoconazol).

Tac dung khong mong muén:

Rdt thirong gap, ADR > 10/100
Pau dau

Thiromg gap, 1/100 < ADR<10/100
Mét moi, ngu ga, chéng mit.

Dau bung kinh

Khé miéng, budn ndn, kho tiéu
Dau co

Viém viing hau hong

Qua liéu va xir tri :

Dua trén cdc thir nghiém 14m sang vdi cac liéu ding khac nhau & ngudi 16n va thanh nién véi lidu ding
khuyén cdo dén 45 mg Desloratadin (9 lan lidu ding), khong quan sat thiy c6 nhiing tdc dong 1am sang co
lién quan.

Khi gip qua lidu, can co nhitng bién phdp chuan dé rut phan hoat chit chua dugc hap thu ra khoi co thé.
Ciing phai c6 bién phép diéu tri triéu chimg va diéu tri hd tro.

Khong thai Desloratadin duge bang thdm tach loc mau, chua o ¢6 thai dugce bang thim tach mang bung
hay khong.

Téc dung khi van hanh may méc va l4i tau xe:

Desloratadin thuong khong gy budn ngu khi ding véi lidu khuyén cdo va trong diéu kién binh thuong.
Tuy nhién, rit hiém khi mot s6 ngudi ¢6 cam gide chéng mit, budn ngi 6 thé dan dén v giam kha nang
lai xe va vén hanh may mdc. Vi vdy nén than trong khi ding thude cho ngudi van han may moc va lai tau
Xé,

Phu nir ¢6 thai va phu nir cho con bi:
Thoi ky mang thai: Mac dii cac nghién ctru trén dong vét cho thay Deslorat
cung nén than trong khi ding Desloratadin cho phu nit mang thai.

Thoi ky cho con bii: Desloratadin qua sita me, vi vy nén quyét dinh ngung chq con bu hodc ngimg sir dung
thude sau khi can nhac tam quan trong cua thude d6i véi nguoi me. '

Bio quan : Noi kho, nhiét do dudi 30°C, tranh 4nh sang

Thude san xuét theo: TCCS

Han dung : 36 thang ké tur ngay san xuat

Ngay xem xét sira di, cap nhit lai ndi dung huéng din sir dung thudc :

irkhong gy quéi thai. song

o

 CONGTY CO PHAN DUGC PHAM PHUCNG DONG
< L3 7, Buong 2, KON Tan Tao, P.Tan Tao A, Q. Binh Tan, TP.HCM.
DT08] 37540724, (08) 37540725, FAX: 08) 37505807,

CTY CP DUQC PHAM PHUONG PONG
Tong Giam Péc

NGUYEN VAN MO




HUONG DAN SU DUNG THUOC CHO BENH NHAN

1. Tén san pham: SETBOZI
Doc kj hwong dan si dung trieée khi ding
Dé xa tim tay tré em
Thong bdo ngay cho bdc sy hodc dwgc sy nhitng tic dung
dung thuoc
2. Thanh phan, ham lwong cia thude:
— Desloratadin .......ccccoovoveiiniiann. 2,5 mg
— Ta duoc: Acid tartric, Natri carboxy methyl cellulose, Sucral se, Acesulfa ;.p‘(‘)tassium, Propylen
glycol, Sorbitol, Cremophor RH40, Pudmg RE, Acid benzoic, Tinh d&u~daw; Mau Ponceau 4R, Nudc
tinh khiét.
3. Mo ti san pham: Dung dich ubng ¢6 mau dé, c6 vi ngot, mui dau.
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4. Quy cach dong goi :
— Ong 5 ml, hop 10 Sng, hdp 20 dng, hop 30 éng va hap 50 bng.
5. Thudc ding cho bénh gi?
— Lam giam cdc tri€u chimg cta bénh viém miii dj ing (theo mua va man tinh) nhu: hit hoi, chay mii
va ngira mili, nghet mii, kém kich tmg mit, chay nuée mat va dé mat.
— Lam giam céc triéu chitng lién quan dén may day tu phat man tinh nhu: ngta, ban do.
6. Nén dung thudc nay nhu thé nao va lidu lwgng?
— Tréem tir 6 — 11 tudi: 2,5 mg/lan x 1 1an/ ngay
— Nguoi 16n va tré em trén 12 tudi : 5 mg/lan x 1 lan/ngay.
Thttc an khong anh huéng dén sinh kha dung cta thude nén bénh nhan c¢6 thé udng thtidc ma khong
phu thudc vao bita dn.
— V&i bénh nhan suy gan hodc suy than, liéu ding cua Desloratadin duge khuyén cdo 1a 5 mg, uéng
céch ngay.
7. Khi nao khong nén ding thude nay?
— Bénh nhan mén cam Desloratadin va véi bat ¢t thanh phan nao cua thube.
8. Tac dung khong mong mudn:
Rdt thirong gap, ADR > 10/100
— Pau diu
Thirong gap, 1/100 < ADR<10/100
— Mgt moi, ngu ga, chéng mit.
— Dau bung kinh
— Khé miéng, budn nén, kho tiéu
— Dauco
— Viém viing hau hong
Thong bdo cho bdc sy nhitng tdc dung khong mong mudn gap phai khi sir dung thuéc.
9. Nén tranh dung nhirng thudc hoic thuc phim gi khi dang st dung thudc nay?
— Céc thude tac dong dén men gan
— Tuong tic duoc dong c6 thé xay ra (tdng nong d6 cua desloratadin va chét chuyén héa c6 hoat tinh)
khi dung desloratadin dong thoi véi thude tac dong dén men gan (nhu azithromycin, cimetidin,
erythromycin, fluoxetin, ketoconazol).
10. Cénlam gi khi mdt IAn quén khéng ding thuée?

|

— Khoéng nén dung liéu gip doi dé‘bL‘l cho mot liéu lang quén. Néu ban quén udng mot lidu hiy udng
ngay khi nh¢ ra va sau d6 udng li€u tiep theo vao dung thoi diém.
— Tham khao ¥ kién bac s§.
11. Can bio quan thudc nay nhu thé nao?
— Noi kho, nhiét d¢ duéi 30°C, trénh anh sang.
12. Can phai lam gi khi diing thudc qua lidu khuyén cdo:
— Khi gép qua liéu, cén c6 nhimg bién phap chuan dé rat ph§r~1 hoat chat chua duoc hép thu ra khoi co
thé. Cling phai c6 bién phép dicu tri triéu ching va diéu tri hd tro.
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Khong thai Desloratadin dugc bang thim tach loc mau, chua ro c6 thai dugc bang tham tach mang bung
hay khong.

13. Nhirng ddu hiéu va triéu chirng khi ding thude qua liéu:

Dua trén céc thir nghiém 1am sang véi céc liéu dung khéc nhau & ngudi 16n va thanh nién véi liéu dung
khuy€n cdo dén 45 mg Desloratadin (9 lan liéu dung), khong quan sat thay c6 nhimg tac dong 1am sang
co lién quan.

14. Nhirng diéu cn thin trong khi ding thubc nay:

Qué lidu va nhidm doc (bao gdm ca tu vong) dd duoc bdo cdo & tré nho dudi 2 tudi ding céc ché pham
khong ké don chira thude khéng histamin, giam ho, long dom va chéng xung huyét miii don thuin hodc
phéi hop dé giam cdc triéu chimg cua dudng ho hdp trén. Ciling chua c6 bang chimg cho thdy hiéu qua
rd rang ctia céc ché pham nay & do tudi dudi 2 tudi va lidu thich hop cling chua dugc cong bd. Vi vay,
nén than trong khi dung céc thude khong ké don (don thuan hogc phdi hop) chtra thudc khang histamin,
giam ho, long dom va chdng xung huyét miii dé giam ho, gidm tri¢u ching cam ctim cho tré dudi 2 tudi.
Mic dit hiém gdp ngu ga & cac thude khang histamin thé hé 2 hon thé hé 1, song c6 thé xudt hién & mot
s6 bénh nhan, do d6 phai than trong déi véi nhing nguoi 1ai xe hodc van hanh méy. Udng ruou cling
nén tranh trong khi dung thudc.

Doi khi c6 nhitng bio cdo vé co giat xudt hién & nhimg bénh nhan ding thudc khang histamin, do d6
ciing can than trong khi diing Desloratadin cho nhitng bénh nhan c6 tién st dong kinh

Desloratadin thai trir qua than dudi dang chat chuyén héa con hoat tinh, do d6 can luu y giam lidu trén
bénh nhan suy than. Tuong tu, ciing can giam lidu Desloratadin trén bénh nhén suy gan.

Phu nit ¢6 thai: Mac du cac nghién ctu trén dong vat cho thay Desloratadin khong gy quai thai, song
cting nén thén trong khi diing Desloratadin cho phu nit mang thai.

Phu nit cho con bii: Desloratadin qua sita me, vi vdy nén quyét dinh ngung cho con bu hodc ng/tmg st
dung thudc sau khi can nhéc tm quan trong ctia thude ddi v6i ngudi me.
Téc dgng ciia thuée khi van hanh mdy moc va ldi tau xe: Desloratadin thudong budn ngu khi
ding véi liéu khuyén céo va trong diéu kién binh thuong. Tuy nhién, rat hiém khi mot sb nguoi c6 cam
gidc chéng mat, budn ngu 6 thé dan dén suy giam kha ndng lai xe va vén hanh indy méc. Vi vay nén
thén trong khi dung thude cho nguoi van hanh may méc va lai tau xe.

15. Khi nao can tham vén bic sy, duge sy :

Thoéng béo cho bac s§ nhitng tac dung khong mong mudn gap phai khi str dung thudc.
Néu cdn thém thong tin xin hoi y kién bdc sy hodc duwoc sy

16. Han ding : 36 thang ké tir ngay san xuét
17. Tén/biéu twong ciia nha sin xuat/nha nhip khau /chi sé hiru gidy phép ding ky san pham:

dencisin CONG TV CO PHAN DUGC PHAM PHUONG DONG
WP LO7 duong 2, Khu ctng nghigp Tén Tao, Q. Binh Tan, TP HCM
PHUCNG DONG BT 08.3.7.540 724 - 0837540 725 Fax  08.3.7505.807

1./

18. Ngay xem xét sira dbi, cap nhat lai ndi dung hwéng din sir dung thude:

CTY CP DUQC PHAM PHUONG DONG
AT TN - TONG GIAM bOC
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TUQ. CUC TRUONG
TRUONG PHONG : ,
Nawgén Heew Hene NGUYEN VAN MO




