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QUY CACH
Hop 15 goi x g6i 2,0 g

(G6i mang nhom ghép gi.":‘iy)
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COMPOSITIONS:

Diosmin........
Exciplents....

... 600 mg
QS

Indications, administrations, contra-indications and
other information: See package insert.

STORAGE:
Store below 30°C, In airtight containers, protect from
light and moiture.

KEEP OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE.

Specification: In - house
Reg.No.:

Manufactured by:

ENLIE PHARMACEUTICAL JOINT STOCK COMPANY
NAB Street, My Phuoc 2 Industrial Zone, My Phuoc
Ward, Ben Cat Town, Binh Duong Province

Each satchet 2.0 g power for oral suspension contalns:

Oums_un

uorsuUadsns (240 J0) JoMOd

Prescription only

Power for oral suspension

_vm_nbmn

;' cdch dung va chéng chi E:r va céc théng u m “’“ n °
~in K uP Xem trong t& huéng dén sir dyng thudc kém

9 Thusc ke don

Bét pha hén djch uéng

theo.

BAO QUAN:
Bao quan trong bao bl kin, noi khé réo, trénh dnh séng,
& nhiét 46 dudl 30°C.

BE XA TAM TAY TRE EM.
BOC KY HUGNG DAN SUDUNG TRUGC KHI DUNG.

Tiéu chudin: TCCS
SDK:

Co s san xust:

CONG TY CO PHAN DUDC ENLIE

Dudng NAG, khu cong nghiép My Phudc 2, phudng My
Phudc, th xa B&n Cat, tinh Binh Duong, Viét Nam

S6 16 sx / Lot No:
NSX / Mfg. Date :
HD / Exp. Date :




QUY CACH
Hop 30 goi x g6i 2,0 g

(G6i mang nhom ghép giay)




/trungtamthuoc.com/

https

COMPOSITIONS:
Each satchet 2.0 g power for oral suspension contains:
Diosmin

Excipients.

Indications, administrations, contra-indications and
other information: See package insert.

STORAGE:
Store below 30°C, in airtight containers, protect from
light and moiture.

KEEP OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE.

Specification: In - house
Reg.No.:

Manufactured by:

ENLIE PHARMACEUTICAL JOINT STOCK COMPANY
NAG Street, My Phuoc 2 Industrial Zone, My Phuoc
Ward, Ben Cat Town, Binh Duong Province
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PN 6 t pha hédn djch ung chira:
Power for oral suspension SIS IM3SZ7.... 600 mg
C4 TIT B\ vira 4l

Chi dinh, cich ding va chéng chi dinh va céc théng
tin khéc: Xem trong t& hudng dén sir dyng thusc kém
theo.

BAO QUAN:
Bdo quén trong bao bi kin, noi kho rdo, trénh dnh s4ng,
& nhiét d6 dudi 30°C.

DE XA TAM TAY TRE EM.
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

Tiéu chudn: TCCS
SPK:

Co'sd san xust;

CONG TY CO PHAN DUQC ENLIE

Budng NAG, khu cong nghiép M§ Phudc 2, phuding M§
Phudc, thi x& Bén Cat, tinh Binh Duong, Viét Nam

Thubc ké don

Bgt pha hon dich udng

g

Diosmin 60

S6 16 sx / Lot No:
NSX / Mfg. Date :
HD / Exp. Date :
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Thudc ké don

Bot pha hon djch uéng

m™e. I -

: ENLIE

Mat trwéc/Front side

DEFAECO

Goix20g

Diosmin............... 600 mg
Taduge .............. vira du

Chi dinh, cach diing va chdng chi djnh va
cac thong tin khac: Xem trong t& huéng
dan str dung thudc kém theo.

BAO QUAN:
Bao quan trong bao bi kin, noi khé réo,
trénh &nh séng, & nhiét d6 duédi 30°C.

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

Tiéu chuan: TCCS
SDK:

Co sd san xudt:

CONG TY CO PHAN DUOQC ENLIE
Dudng NAS, khu cong nghiép My Phuéc
2, phudng My Phudc, thi xa Bén Cét, tinh
Binh Duong, Viét Nam

6i g6i 2,0 g bdt pha hdn dich udng chira:

HD/ Exp. Date

SLSX/ Lot No.

Mat sau/Back side
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{/. | = Bét pha hdn dich udng
‘ , CREATE DIFFERENC DEFAECO

Thubc nay chi dung theo don thude

Dé xa thm tay tré em
Poc ky hwong din st dung trude khi dung

Théng bio ngay cho bic s§ hofic dwge s§ nhiing tic dyng khong mong muén khi sit dung thudce

1. THANH PHAN CONG THUC THUOC

M3i goi bot pha hdn dich uéng chia:

Thanh ph("}n dupc chiit:

IDIOSININ 1 sosesnrssissssvassisinessaresss 600 mg

Thanh phin td dugc:

Sucrose, sucralose, gém xanthan, PEG 6000, bot huong cam.

2. DANG BAO CHE

Bot pha hdn dich ubng

M6 ta: Bot thudc mau vang nhat dén vang nau, kho toi, thom mui cam, vi ngot.
3. CHI PINH

- Cai thién céc triéu ching lién quan dén suy tinh mach: niing chén, dau, bt r(t chan khi méi
nam.

- HO tro diéu tri céc rdi loan chiie nang do tinh d& v& ctia mao mach.

- Didu tri cac du hiéu chirc ning lién quan dén con dau trf cép.

4. CACH DUNG, LIEU DUNG

Céch dung:

Sir dung dudng udng.

Db hét luong bot trong gbi vao cbe; thém nude va tron déu.

Liéu diing:

+ Suy tinh mach: 1 géi mdi ngdy, ding trong bita &n.

+ Con dau tr cép tinh: 2 dén 3 g6i mdi ngay, ding trong bita an.

Tré em

Chua x4c dinh duge tinh an toan va hidu qua cia DEFAECO 6 tré em va thanh thiéu nién

dudi 18 tudi.

5. CHONG CHI DINH

M3n cam véi Diosmin holic v6i bit ky thanh phan nao clia thubc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

+ Trong diéu tri con dau trf cip: cén phan biét v6i cac bénh hau mén vi thubc khong thé thay
Trang 1/ 4




https://trungtamthuoc.com/

thé duoc cho cac tri liéu chuyén biét cho céc bénh hdu mdn khac.

+ Nén didu tri trong mot thoi gian ngén han.

+ Néu c4c triéu chiing khong duge cai thién nhanh chong, can kham lai hdu mdn va xem lai
phéc db diéu tri.

Cinh bio lién quan dén t4 dwec

Thube nay ¢6 chira dudng Sucrose:

- Bénh nhan bi r6i loan di truyén hiém gip nhu khong dung nap fructose, kém hép thu
glucose- galactose hodc thiéu hyt enzym suctrase-isomaltase khong nén dung thude nay.

- Néu thuéc duge chi dinh ding trong thdi gian dai (trong 2 tuan hogc hon): C6 thé lam hu
rang.

7. SUDUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Sit dung thude cho phu ni ¢6 thai

Khong ¢6 dit liéu hodc dir li¢u han ché vé& viéc st dung diosmin & phy nit ¢ thai.

Céc nghién ctu trén dong vat dd khong thiy bét ky tic dong co hai truc tiép hoic gidn tiép
nao ddi véi thai nhi.

Dé phong ngira, t6t nhét 1a tranh sir dung DEFAECO trong thoi ky mang thai.

Str dung thubc cho phu nit cho con bu

Khong c6 dir licu 16 rang vé viée liéu diosmin hodc céc chét chuyén héa clia n6 c6 duge bai
tiét vao stta me hay khong. Khong thé loai trix rii ro dbi vé6i tré so sinh hoidc tré dang b sita
me. o

Nén dua ra quyét dinh ngling cho con b hodc ngiing diéu tri v6i DEFAECO sau khi suy xét

loi ich cua viée cho con bu so véi loi ich clia vige dicu tri cho me.

8. ANH HUONG CUA THUOC LN KHA NANG LAI XE, VAN HANH MAY MOC *
Khong c¢é nghién clru cu thé nao vé& anh huong cia diosmin dbi véi kha nang 14i xe va vén .%

hanh mdy méc. Tuy nhién, dya trén dif liéu an toan tdng thé clia diosmin, DEFAECO khong
¢6 hofic anh hudng khong dang ké dén kha ning 14i xe va st dung may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Tuong téc: Chua c6 bo céo vé tuong téc thube clia diosmin.

Tuong ky: Do khdng c6 cdc nghién ciu v& tinh tuong ky cua thudc, khong tron lan thude nay
v6i cée thude khac

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung phu sau ddy dugc trinh by theo nhém co quan hé théng MedDRA va tan sudt
duge xac dinh nhu sau: rat thuong gip (ADR > 1/10), thuong gip (1/100 < ADR < 1/10), it
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g3p (1/1000 < ADR < 1/100), hiém gip (1/1000 < ADR < 1/10000) va rat hiém gip (ADR <
1/10000) va khong duoc biét dén (khong thé udc tinh tir dit liéu c6 sdn).

Lép co quan hé | Thudng gip it gip Hiém gip
théng
Réi loan tiéu héa * | Dau da day Pay hoi, tiéu chay, | Non mia

kho tiéu, budn nén

R&i loan da va md Phan tng di img nhu
dudi da phat ban, ngua, may

day, pht mach

* Ri loan tiéu hoa hiém khi din dén phai ngiing diéu tri.

11. QUA LIEU VA CACH XU TRi

Khéng ¢6 bdo cdo vé qué lidu, tuy nhién néu dung qua lidu c6 thé 1am ting cdc tdc dung phu
ctia thude.

12. PAC TINH DUQC LUC HQC

Nhém dwoe Iy: Thude bao vé mach méu.

Mia ATC: CO5CAOQ3

A oy r ~ - . A IS + roe K
Thube ¢6 tac dung trg mach mdu di dwge ching minh trén lim sang véi co ché nhw sau:

+ Tang tac dung co mach cla adrenalin, noradrenalin va serotonin trén céc tinh mach néng
cua ban tay hodc trén mét nhdnh tinh mach hién riéng biét & chén.

+ Tang truong luc tinh mach, duge chiing minh bé“mg c4ch do truong lyc tinh mach bing cach
sir dyng may do d6 cing mang phdi; giam thé tich & dong tinh mach.

+ Téc dyng lam co mach c6 lién quan dén lidu ding.

+ Giam 4p lyc tinh mach trung binh & ca hé théng cdc mach nong va sdu bén trong, dad dugc
chirng minh b&i mét thir nghiém mui doi co d6i chtng thir nghiém Doppler.

+ Lam tang ca huyét ap tm thu va tim truong trong ha huyét 4p tu thé sau phau thuat.

+ C6 tac dung do hdu qua clia phiu thudt cdt tinh mach hién.

Thube ¢6 tic dung bio vé mach mau:

+ Bing c4ch 1am ting strc bén clia mao mach phu thude lidu dung.

13. PAC TINH DUQC PONG HQC

Hiip thu

Sau khi ubng DEFAECO, diosmin dugc chuyén héa thanh diosmetin boi vi khuan dudng
rudt. Diosmetin sau d6 duge hép thu va két thuc trong méu dudi dang lién hop glucuronid va
sulfonat. Nong do dinh trong huyét tuong dat dugc trong khoang tir 12 dén 15 gio sau khi
dung DEFAECO.

Phiin b

G dong vat, nghién ctu duge dong hoc cila diosmin duge danh ddu boi Carbon 14 da cho
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thdy su phan bd ndng do chit phong xa trong tinh mach chii va tinh mach hién thudng cao
hon so véi cac mo khac.
Chuyén hoa
Diosmetin-3-glucuronid dd dugc ching minh 1& mdt trong nhiing chét chuyén hoa chinh cua
diosmin.
Thai triv
O dong vat, thai trir qua duong tiéu (79%), phan (11%) va mat (2,4%), ¢ bing chimg thude
qua chu trinh gan rudt.
O ngudi, diosmetin-3-glucuronid dugc tim thdy trong nuéc tiéu
14. QUY CACH PONG GOI
Hop 15 goi x g6i 2,0 g; gbi mang nhém ghép gidy, kém t& huéng dan st dung.
Hop 30 g6i x goi 2,0 g; g6i mang nhom ghép gidy, kém to hudng dan sir dung.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIRU CHUAN CHAT LUQNG CUA
THUOC
Diéu kién bio quan:
Bao quan trong bao bi kin, noi khd rdo, tranh 4nh séng, ¢ nhiét dé dudi 30°C.
Han ding: 36 thing ké tir ngdy san xuit
Tiéu chuén chéit lwgng: TCCS
16. TEN, PIA CHi CUA CO SO SAN XUAT
Co 56 san xudt: CONG TY CO PHAN DUQC ENLIE
Dija chi: Dudng NA6, khu cong nghiép My Phudc 2, phudng My Phudc, thi xd Bén Cét, tinh
Binh Duong, Viét Nam ;

17. NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN:
DUNG THUOC

Phién ban | Ngay Noi dung

I 08/10/2021 | Soan hudng din st dung lan déau
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