https://trungtamthuoc.com/

3 vix 10 vién

Hop 3 vix 10 vién nén
bao phim tan trong rudt

BROSAFE

THANH PHAN: Méi vién chiia
Bi Jai 100 F.L.P units
Té dugc...........vira dd 1 vién nén bao phim tan trong rudt
CHI DINH, CHONG CHI BINH, CACH DUNG, LIEU DUNG
VA CAC THONG TIN KHAC:

Xem trong t& huéng dén si dung bén trong hép

TIEU CHUAN AP DUNG: TCCS

(M MEDIPLANTEX

Enzym phan giai protein

BROSAFE

Bromelain 100 F.I.P units

T

BAO QUAN: Nai kho, tranh &nh séng, nhiét dé dudi 30°C
BETHUGC XA TAM TAY CUA TRE EM.
DOC KY HUONG DAN S0 DUNG TRUGC KHI DUNG
Nha san xudt:
CONG TY CP DUGC TRUNG UGNG MEDIPLANTEX
358 dudng Giai Phong, Phuong Liét, Thanh Xuan, Ha Noi
SX tai: Nha méy dugc phdm s6 2, Trung Hau, Tién Phong,
Mé Linh, Ha Noi

Box of 3 blisters x 10 enteric
film coated tablets

BROSAFE

COMPOSITION: Each tablet contains

Bromelain, 100 P units
Excipients..........q.sf 1 enteric film coated tablet
INDICATIONS, CONTRA-INDICATIONS, DOSAGE,
ADMINISTRATION AND OTHER INFORMATION:

See the leaflet enclosed.

SPECIFICATION: Manufacturer's

SOK/REGNO: s

Proteolytic enzyme for inflamation

STORAGE: Stored in a dry place, protected from fight,
below 30°C

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY DIRECTION BEFORE USE

[ S6 16 SX/ Lot.No :
1] Noay sx/ mia -
& Han ding Exp:
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6 vi x 10 vién

Hép 6 vix 10 vién nén
bao phim tan trong rudt

| @'pMEDlPLANIEX

BROSAFE

Bromelain 100 F.I.P units

B THANH PHAN: Mdi vién chia
Bromelaii 100 F.L.U units
Ta dugc vifa ddi 1 vién nén bao phim tan trong ruét

B CHi PINH, CHONG CHi BINH, CACH DUNG, LIEU DUNG VA CAC THONG TIN KHAC: i
Xem trong t& hudng dén sif dung bén trong hop

W TIEU CHUAN AP DUNG: TCCS i

® BAO QUAN: Noi kho, trénh anh séng, nhiét d6 dudi 30°C

B DETHUGC XA TAM TAY CUA TRE EM. DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG i

' Nha san xuét: |
CONG TY CP DUGC TRUNG UONG MEDIPLANTEX

358 dudng Giai Phong, Phuong Liét, Thanh Xuan, Ha Noi

SX tai: Nha may dugc phdm sé 2, Trung Hau, Tién Phong, Mé Linh, Ha Noi

Box of 6 blisters x 10 enteric
film coated tablets

B R O SA F E Proteolytic enzyme for inflamation

BROSAFE

W COMPOSITION: Each tablet contains
Bromelain. 100 FLU units
Excipients. q.s.f 1 enteric film coated tablet
B INDICATIONS, CONTRA-INDICATIONS, DOSAGE, ADMINISTRATION AND [
OTHER INFORMATION: See the leaflet enclosed. |
® SPECIFICATION: Manufacturer’s
B SPK/REG.NO: ... coreereeernrnssrnins @ ”»
B STORAGE: Stored in a dry place, protected from light, below 30°C L¥
| 8 KEEP OUT OF REACH OF CHILDREN. CAREFULLY DIRECTION BEFORE USE R
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10 vi x 10 vién

@ Hop 10 vix 10 vién nén
’ bao phim tan trong rudt

BROSAFE ...

® THANH PHAN: Mbi vién chira
Bromelai 100 F.LU units
Ta dugic. vifa da 1 vién nén bao phim tan trong rudt

B CHi BINH, CHONG CHi BINH, CACH DUNG, LIEU DUNG VA CAC THONG TIN KHAC:

Xem trong t& hudng dén si dung bén trong hop
B TIEU CHUAN AP DUNG: TCCS ‘
® BAO QUAN: Noi kho, trénh anh sang, nhiét do dudi 30°C
| ® PETHUGC XA TAM TAY CUA TRE EM. DOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG
\ Nha san xuat:

CONGTY CP DUQC TRUNG UONG MEDIPLANTEX

! 358 dudng Gidi Phong, Phuong Liét, Thanh Xuan, Ha Noi
SX tai: Nha méay dugc pham s6 2, Trung Hau, Tién Phong, Mé Linh, Ha Noi

Box of 10 blisters x 10 enteric
film coated tablets

B RO SA F E Proteolytic enzyme for inflamation

BROSAFE

B COMPOSITION: Each tablet contains
Bromelain 100 F.LU units
Excipients. q.sf 1 enteric film coated tablet
| B INDICATIONS, CONTRA-INDICATIONS, DOSAGE, ADMINISTRATION AND
| ‘OTHER INFORMATION: See the leaflet enclosed.
W SPECIFICATION: Manufacturer’s

B SDK/ReG.NO: ...
B STORAGE: Stored in a dry place, protected from light, below 30°C @ ﬁ
W KEEP OUT OF REACH OF CHILDREN. CAREFULLY DIRECTION BEFORE USE =~ "SeSamne

ROSAFE

Bromelain 100 F.I.P units

NI
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Tui Metalize (3 vi x 10 vién)
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Tui Metalize (6 vi x 10 vién)

190 mm

50 mm . 42 mm
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Tui Metalize (10 vi x 10 vién)

10 mm 42 mm 62 mm
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1790 mm
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| HUONG DAN SU DUNG THUOC
BROSAFE

Dé xa tim tay tré em
Doc kj huéng dén siv dung trieée khi diing .
Théng bdo ngay cho bdc sy hodc dwgc sy nhitng tic dung khong mong muén gip phi

- trong khi si dung thuoc

Thanh phdn ciu tao:

M3i vién cé chira: 7

Thanh phan diege chat: Bromelain 100 F.LP units

Thanh phén td dwoe (Microcrystallin cellulose, lactose, magnesi stearat, aerosil, HPMCP
55, triethyl citrat, titan dioxyd, talc, vang tartrazin, xanh green lake, polyvinyl alcohol, PEG
6000) vira du 1 vién.

Dang bao ché: Vién nén bao phim tan trong rudt

Mb ta san phdm: Vién nén bao phim tan trong rudt mau xanh, thanh va canh vién lanh l3n
Quy cdach dong goi:

Hop 1 tai metalize, 3 vi, 6 vi, 10 vi x 10 vién

Chi dinh:

- Brosafe dung cho céc trudmg hop bi sung tiy, phii né do chén thuong hay sau phau thuat,
nhét 13 & miii va xoang miii .
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Liéu ding va cich ding:

- Nguoi 16n va tré em trén 12 tudi: 2 vién/ lan, ngay 2- 3 1an. Khong dung qua 6
vién/ngay.

- Thoi gian diéu tri phu thude vao téc d6 giam phi né, thong thuong trong 8-10 ngay.
Hodc dung theo chi dan ctia béc s3.

- Tré em duéi 12 tudi: chua c6 nghién ctu day du vé viée sir dung thubc nay. Do d6
khéng khuyén cdo sir dung cho tré em dudi 12 tudi.

Cach dung

- Uéng thubc véi mot lugng nudce vira di, khong cén v hodc nhai vién thude.

- Nén udng trudce bira in.

Chong chi dinh:

- Qua mén véi bat ki thanh phan nao cia thudc.

- Ngudi bj réi loan chie ning dbng méu, ngudi c6 nguy co chdy mau cao khong nén diing
(chdy mau cam, sét xudt huyét, phu nit bang huyét).

- Ngudi suy gan, suy than ning. |

Cinh bdo va thin trong khi diing thuéc:

- Bénh nhén bj réi loan chirc ning déng méu.

- Bénh nhéan suy gan va suy than.

- Bénh nhén bj réi loan di truyén hiém gép nhu khong dung nap galactose, thiéu hut lactase
hoan toan hogic kém hép thu glucose-galactose khéng nén st dung thudc nay.

- Bénh nhan dang str dung thuc chéng déng mau va/hodc thude chdng két tap tiéu ciu.
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Sitr dung thuéce cho phu ni ¢é thai va cho con bi

Khéng c¢6 ddu hidu nao vé tac dung c6 hai khi sit dung bromelain trong thoi ky mang thai
va cho con bt. Tuy nhién, do chua c6 ddy du cac nghién ctru vé viée sir dung bromelain
trong thoi ky mang thai va cho con ba nén viéc sir dung thude khéng duoc khuyén khich
trong thoi ky mang thai va cho con bu.

Anh hwong cua th ubc doi véi nguwoi ldi xe va vidn hanh mdy moc: Khong anh huong
Twong tdc cua th uéc véi cdc thudc khic va cde logi twong tdac khac:

- Khong thé loai trir sur gia tang xu huéng chay mau khi diéu tri ddng thai véi thude chng
déng mau va/hodc thude tre ché két tap tiéu cAu. Tuy nhién, khi sir dung dong thoi 3 x 5.000
TU heparin/ngay tiém dudi da va 3 x 80 mg bromelain/ngay, khong ¢6 anh huong dén hé
théng dong mau & nhimg bénh nhén khong c6 réi loan déng mau tir trude sau 10 ngay.

- Ndng do tetracyclin trong huyét twong va nude tiéu ting 1én khi ding dong thoi voi
bromelain.

 Tdc dung khong mong muén:

Tan sut xudt hién cia tac dung khong mong mubn: Rdt thuong gap (>1/10), Thuong gdp
(>1/100 dén <1/10), It gap (=1/1000 dén <1/100), Hiém gap (= 1/10 000 va <1/1000), Rat
hiém gap (<1/10.000), Khéng xdc dinh (khéng thé dwoc udc tinh tir cde dit liéu ¢6 san)

- It gap: -

Réi loan tiéu hoa: khé chiu da day, tiéu chay,...

Phén mg di (mg c6 thé xay ra (phat ban, mén ngra, triéu chimg giéng hen suyén).

- Nhin chung cac tic dung khong mong mudn s& mat di néu ngimg str dung thude.

Qud liéu va xir tri:

- Trong trudmg hop qua lidu céc tac dung khong mong mudn c6 thé xuét hién nhiéu hon.
- Xir tri: cén nglmg dung thudce, diéu trj triéu chimg va hd tro. Trong trudng hop ¢ phan
g dj img ning, cAn thong béo cho béc s¥.

Duoc luc hoc:

Nhom tde dung duwoc ly: Huyét hoc/Enzym khac

Ma ATC: BO6AAT11

- Trén cdc mo hinh dong vét khac nhau (protein, carrageenan, dextran va phi né do ndm
men, phu do chin thuong, phii phdi do adrenaline gdy ra), tac dung chéng phi né da dugc
chimg minh sau khi ding bromelain liéu cao qua dudng uéng va trong phuc mac.

Duwgc dong hoc:

- Céac nghién ctru duge dong hoc & ngudi duge thue hién vao nim 1996 cho théy r%mg su
tai hap thu bromelain & ngudi c6 mirc do tuong duong véi mure do trong cac thi nghiém trén
dong vit.

- Véi phuong phap RIA méi duge phat trién, phan phan tmg mién dich duge x4c dinh tir
phin duoc hip thy cta bromelain. Néng d6 tbi da trong huyét thanh cua phén doan nay sau
khi uéng 80 mg bromelain 12 0,97 ng/ml, dat dugc sau 1,5 dén 3 gio.

- Bromelain dugc tai hap thu nhanh chéng bi khir hoat tinh trong mau va thai trir qua than
trong vong vai gio.
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Dit liéu an toan tién lam sang:
LD 5o sau khi tiém 1a 85,2 mg / kg thé trong & chudt céng, 30-35 mg/kg thé trong & chudt
nhét va> 20 mg / kg thé trong & tho.
Khoéng c6 bing ching vé kha ning gy dot bién va gay ung thu.
Diéu ki¢n bdo qudn: Noi kho, tranh anh sang, nhiét do dudi 30°C.
Hagn ding ciia thuéc: 36 thang ké tir ngay san xuit. Khong ding thudc di qué han st
dung.
Tiéu chuin chit lwgng ciia thuéc: TCCS
- Nha sin xuit: CONG TY CP DUGC TRUNG UONG MEDIPLANTEX
- Tru sd: sb 358 duong Gidi Phong, Phuong Liét, Thanh Xuan, Ha Noi
- San xuét tai: Nha may dugc phdm s6 2- Trung Hau, Tién Phong, Mé Linh, Ha Noi
Ha Néi, ngay 4% thdang 07 nam 2021
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