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Thanh phan: M&i vién nén bao phim chua Composition: Each film-coated tablet contains:

Desloratadin......... R T 5mg Desloratadine. b ol

Tadugeviadi.........ccoueee 1 vién Excipients g r 1 tablet
Chi dinh, cach dung, chéng chi dinh va Indications, administration, contraindications

cac thong tin khac: 4 and other precautions:

Xin doc trong & hudng dan sir dung. Read the package insert inside.

Bao quan: D& noi khé rao, trdnh anh sang, Storage: In a dry place, protect from light, do not
nhigt 46 khéng qua 30t store above 30C

HATADIN 5

Tiéu chudn: TCCS

DE XA TAM TAY TRE EM.
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

Specification: In-house
Keep out of reach of children.
Read the package insert carefully before use.

Box of 3 blisters x 10 film-coated tablets
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Manufactured by: APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Street, Phu Thanh-Vinh Thanh industrial group. Vinh Thanh commune, Nhon Trach district, Dong Nai province
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Vién nén bao phim HATADIN 5

Ngc‘gyf.(:-; thang U nam 2018

Co so ding ky va san xuit thuoc




httpsl://trungtamthuoc.com/

Trang 2/5

Huedne déan sir dung thuéc
Vién nén bao phim HATADIN 5

“Poc kj hwong din sit dung trude khi diing”
“Pé xa tam tay tré em”

THANH PHAN CONG THUC THUOC

- Thanh phén duoc chat:
IDESLOTARAGIL ... vmmeoemsrnsssresmmensronmsmsnmns smsss oot s AL TP o0 SRR B S 0 2R A R R 8 e S A B S R BB Smg
- Thanh phén ta dugc: Cellulose vi tinh thé 102, calci hydrophosphat dihydrat, tinh bét tién hé héa,

bot tale, natri stearyl fumarat, hydroxypropyl methyl cellulose 6¢cPs, polyethylen glycol 6000, titan
Gy, TAIE TS0 CATTIITL .. ccos e resson comionsnsnsssssinsmsionsshes Basses b PO S M vira di 1 vién.

DANG BAO CHE
Vién nén trén bao phim, mau xanh, hai mét tron.
CHI BINH

Vién nén bao phim Hatadin 5 dugc chi dinh & nguoi 16n va thanh thiéu nién trén 12 tudi dé giam trigu
chirng cua cac bénh:

Viém miii di (g,
Néi may day.
CACH DUNG, LIEU DUNG
- Cdch diung: Hatadin 5 dugce ding theo dudng udng.
- Liéu ding:
*  Nguwdi lén va thanh thiéu nién tiv 12 tuéi tré lén:
Liéu khuyén cao: 1 vién x 1 141/ ngay.

Viém mii di ing khong lién tuc (triéu chimg xudt hién < 4 ngay/tuan hodc < 4 tuan) nén dugc diéu
tri phu hop dua trén danh gia tién st bénh cua bénh nhin va nén ngimg diéu trj khi hét triéu ching
va tai diéu tri khi tai xuét hién triéu chimg.

Viém miii di img kéo dai (triéu ching xut hién > 4 ngay/tudn va kéo dai > 4 tudn), c6 thé diéu tri
lién tuc trong thoi gian tiép xuc véi di nguyén.
® Tré em: Tinh an toan va hi¢u qua cia Hatadin 5 chua dugc xac nhan ¢ tré em duéi 12 tudi.

Néu quén udéng mét lidu thude, ngudi bénh udng ngay khi nhé. Tuy nhién, néu gin thoi gian udng
licu tiép theo thi bo qua lieu da quén. Khong uong gap doi lieu de bu lieu da quén.

Khéng co yéu cau dic biét vé xir Iy thudc sau khi sir dung
CHONG CHI PINH
Qua mén véi desloratadin, loratadin hogc bat ky thanh phan nao cua thudc.
CANH BAO VA THAN TRONG KHI DUNG THUGC
O bénh nhan suy than ning, Hatadin 5 nén dugc dung thin trong.

Desloratadin nén dung thin trong & nhitng bénh nhan cé tién sir ca nhan hodc gia dinh bi dong
kinh. Déc biét ¢ tré nho, dé bi chirng dong kinh khi diéu tri véi desloratadin.
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Trang 3/5

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phy nit mang thai:

Desloratadin dugc nghién ctru khong gy quai thai trén dong vat. Tuy nhién, tinh an toan khi sir dung
thuéc trong thoi ky mang thai chua duge béo cdo. Do d6, khong khuyén céo st dung desloratadin
trong thoi ky mang thai.

Phu nit cho con bii: Desloratadin vao dugc sita me, do d6 khong khuyén cdo sir dung desloratadin &
phu nit dang cho con b

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Desloratadin khong anh huong hodc anh hu'(mg khong dang ké dén kha ning 1ai xe va van hanh may
méc. Hau hét cac truomg hop déu khéng xay ra budn ngi. Tuy nhién, dap tng véi thube khac nhau &
timg co dia bénh nhéan, do d6 bénh nhan chi dugc lai xe va van hanh mdy moéc khi biét chic chin
khéng bi anh hudng boi céc tac dung phu cia thude.

TUONG TAC CUA THUOC

Desloratadin lam ting ndng d6 va tang tac dung cta ruou, thudc khang cholin, thubc tic ché than
kinh trung wong, thudc rc ché chon loc thu hoi serotonin. —

Nong dd va tac dung cua desloratadin c6 thé ting 1én boi droperidol, hydroxyzin, chét irc ché P-
glycoprotein, pramlintid.

Desloratadin 1am giam ndng d6 va giam tac dung cua thudc we ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin, amphetamin, thuéc cam trng P-glycoprotein.

Thirc &n khong anh hiréng dén sinh kha dung ciia desloratadin.

Co tiém ning twong tdc dugc dong hoc cua desloratadin véi céac thudc anh huéng dén enzym
chuyén hoa ¢ microsom gan nhu azithromycin, cimetidin, erythromycin, fluoxetin, ketoconazol.
Tuy nhién, khéng c6 nhiing thay d6i quan trong nao vé ECG ciing nhu tri¢u ching lam sang,thay
ddi chirc ning song, hay tic dung phu nio dugc ghi nhan.

TAC DUNG KHONG MONG MUON

Ngirng ding thuéc va lién h¢ véi béc st, dwgc st hodc dén bénh vién ngay lap tikc néu ngudi bénh b
phan ng dj ing nang: khé tho, thd kho khé, ngira, ndi may day va sung phu.

Cic tic dung khong mong muén khdc:
Phan vung phu thuong gap (1/100 < ADR < 1/10)
Dau dau.
Kho miéng.
Mét moi.
Phan img phu rat hiém gap (ADR < 1/10 000)
Bénh 4o giac.
Chéng mat, budn ngu, mat ngu, rdi loan tang dong, dong kinh.
Nhip tim nhanh, danh tréng nguec.
Pau bung, budn nén, nén mira, kho tiéu, tidu chay.
Tang men gan, tang bilirubin, viém gan.
Pau co.

Phan tng qué man (nhu séc phan vé, pht mach, kho thd, ngira, phat ban, ndi may day).
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Phan tmg phu khéng xdc dinh dwoc tan sudt
Thém an.

Khoang QT kéo dai.

Vang da.

Nhay cam véi anh sang.

Suy nhugc.

Téng cén.

Hudng dan xir tri ADR: Cac ADR nhe co thé tu khoi. Can theo ddi cac tac dung khong mong mudn
va diéu trj triéu chimg. Phai ngimg thudc va bao cho bac si hodc dén bénh vién ngay lap tic khi co
biéu hién tac dung khéng mong mudn ning.

Bdo cdo cdc phan ing c6 hai: Hay bao cho béc si, duge si néu ngudi ding thudc nhan thay bét ky tac
dung phu nao, ké ca cac tac dung chwa duge liét ké, hodc béo céo cac phan {mg c6 hai cta thude vé
Trung tim Théng tin thudc va Theo ddi phan {mg co hai ctia thudc (bdo cao ADR online tai dia chi
http://baocaoadr.vn).

QUA LIEU VA CACH XU TRi
Trigu chimg: Chua phét hién ra nhiing thay déi 1am sang dang ké khi ding desloratadin t6i liu 45 mg/
ngay (gap 9 lan liéu diéu tri).

Xir tri: Trong trudng hop qua lidu, didu tri nhw cac bién phap diéu trj thong thuong khac, bao gbm
giam hap thu va di€u trj tri¢u chimg. Desloratadin khong dugc dao thai bang dudong tham phén phuc
mac.

PAC TINH DUQC LUC HOC
Nhém duge 1y: Thude khéing histamin H,.
Mi ATC: R0O6A4X27

Desloratagiin 1a chét khang histamin tac Qung’kéo dai, khong an than, c6 hoat t1:nh déi khang chon
loc thu thé H, ngoai bién. Sau khi dung li€u uong, desloratadin ngén chén thu the histamin H, ngoai
bién mét cach chon loc vi khong tham vao hé than kinh trung wong.

Téac dung chéng di ing cia desloratadin bao gém kha ndng ngdn chdn sy phong thich cua cac
cytokin gy viém nhu IL-4, IL-6, IL-8, va IL-13 trong té bao mast hoac bach cau wa kiém trong co
thé ngudi, dong thoi ngan chin sy gan két phan tir P-selectin 1én té bao ndi mo.

PAC TINH DUQC PONG HQC

Hap thu: Sau khi ding desloratadin dudmng ubng, thoi gian bit diu c6 tac dung 1a 1 gi0, thoi gian
dat dinh téc dung 1a 3 gi0, duy tri tac dung trong 24 gid. Thic dn va nudce ép budi déu khong anh
hudng 1€n sinh kha dung cia desloratadin.

Phén bé: Ty 18 gin v6i protein huyét twong cia desloratadin 1a 82 - 87%, cua 3-
hydroxydesloratadin 1a 85 — 89%. Kha ning gin ket voi protein huyét tuong cua desloratadin va 3-
hydroxydesloratadin khong thay d6i & ngudi bi suy chirc nang than.

Chuyén héa: Desloratadin chuyén hoa & gan thanh chét chuyén hoa co hoat tinh la 3-
hydroxydesloratadin (chua ré qua enzym déc hiéu nao), thai trir theo con duong lién hop véi acid
glucuronic. O liéu diéu tri, desloratadin khong anh hudng hodc khong bi anh huéng boi hé théng
enzym chuyén hoa CYP ¢ gan.

Thdi trir: Thoi gian ban thai 14 27 gio, thai trir qua nude tiéu va qua phan (dudi dang chit chuyén
hoa)
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QUY CACH PONG GOI
Hop 1 vi nhém — nhdém, vi 10 vién nén bao phim.
Hop 3 vi nhém — nhém, vi 10 vién nén bao phim.
Hop 10 vi nhém — nhdm, vi 10 vién nén bao phim.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Pidu kién bio quan: Bio quan noi kho réo, tranh 4nh sang, nhiét d6 duéi 30°C. Pé thude ra khoi tim
nhin va tam tay cua tré em.

Han ding: 24 thang ké tir ngay san xudt.
Tiéu chuin chit lwong: TCCS.
CO SO SAN XUAT
Coéng ty Co phan Dugc APIMED
- Piachi tru s¢ : 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, thanh phé HS Chi Minh

- Dia chi nha may : E}ufxng N1, cum cong nghiép Pht Thanh - Vinh Thanh, x& Vinh Thanh, huyén
Nhon Trach, tinh Pong Nai .

TUQ.CUC TRUGNG
PTRUONG PHONG

Nguayén Mo snk



