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Dé xa tam tay tré em

Théng bdo ngay cho bdc sj hodic dwoc sy nhitng tic dung khéng mong muon gip phdii
trong khi sir dung thuéc

Thanh phin:

M&i vién c6 chia:

Thanh phan dwoc chat: Bromelain 500 F.L.P units

Thanh phan td dwoc (Compressible sugar, silicon dioxide, magnesi stearat, aerosil,
hypromelose phtalate, triethyl citrat, titan dioxyd, talc, tartrazin, tartrazin lake, polyvinyl
alcohol, polyethylen glycol, acid stearic) vira da 1 vién.

Dang bao ché: Vién nén bao tan trong rudt

MG ta san pham: Vién nén dai bao tan trong rudt mau vang, thanh va canh vién lanh 13n
Quy cdch dong goi:

Hop 1 taix 3 vi, 5 vi, 10 vi x 10 vién, vi PVC-PVDC/nhdm, tdi metalize.

Chi dinh:

- C4c tinh trang sung tdy, phtl né sau khi phau thuat va chin thuong, dic biét & mii va céc

xoang canh mfi.

Liéu diing va cdch dung:

- Ngudi 16n va tré em trén 12 tudi: 1 vién/lan, 1-2 1an/ngay.

- Thoi gian diéu tri phu thudc vao tdc do giam phu né, thong thudng trong 4-5 ngay.
Hogc dung theo chi dan ctia bac s§.

- Tré em duéi 12 tudi: chua cé nghién ciu ddy da vé viée st dung thudc nay. Do d6
khong khuyén céo sir dung cho tré em dudi 12 tudi.

- Bénh nhan cao tudi: Khong can diéu chinh lidu.

- Bénh nhén suy gidm chirc ning gan, than: Khong can diéu chinh lidu & bénh nhén suy
gan, than nhe dén trung binh. Bénh nhén suy gan, thdn nang: xem muc Céanh bdo va
thén trong.

Céch dung

- Nén udng toan bd vién thubc trude bira an khoang 30 phut, khéng cén v& hodc nhai
vién thudc.

Chong chi dinh:

- Qua min véi bat ki thanh phén nao cta thudc.

- Ngudi bi réi loan chirc ning déng méu, ngudi dang ding thude chéng déng mau hodc
thudc trc ché két tap tiéu cau.
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Cinh bdo dic biét va than trong khi diing thudc:

- Viée str dung bromelain khong thay thé cac bién phap y té dé diéu tri vét thuong hoic
tinh trang chan thuong.

- Ngimg ding thudc nay trudc khi phiu thuét vi anh huéng dén kha ning dong mau cia
mau (xem muc Tuong tac).

- Str dung dong thoi véi céc loai thude khéc cin theo ddi va can nhéc loi ich/nguy co dé
diéu chinh liéu lugng phit hop, dic biét véi cac thude ¢ chi sé diéu tri hep.

- Bénh nhan bi rdi loan chitc ndng gan hoic thian ning can kiém tra thudng xuyén céc
thong sb xét nghiém lién quan trong qué trinh diéu tri bing bromelain.

- Trong khi str dung bromelain néu tinh trang sung tang, dau ting, c6 dich tiét ra (méau
hodc mu) tir viing vét thuong, néu c6 hién tuong quéa néng/dod cuc bd hoic bi sbt, nén tham
khao y kién bac sy ngay lap tuc.

- Bénh nhan bi rdi loan di truyén hiém gdp nhu khong dung nap galactose, thiéu hut
lactase hoan toan hozc kém hap thu glucose-galactose khong nén sir dung thudc nay.

- Thudc ¢6 chira tartrazin: C6 thé gy cac phan tmg di tmg

Sir dung thuéc cho phu nik cé thai va cho con bi 5756,
- Chua c6 day du céc nghién ciru vé viée sir dung bromelain trong thoi ky mang thai va ONG
cho con bu nén viéc st dung thudc khong duge khuyéen khich trong thoi ky mang thai va &NHiE.t:
K G NG

cho con bu. , " {INH
- Viéc st dung thudc & phu nit trong do tudi sinh dé khong sir dung bién phép tranh thai o
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cling phai dugc can nhdc can than do nguy co mang thai sém. ==

Anh hwéng cia thubc doi véi ngwoi ldi xe va vin hanh mdy méc: Khong anh huong
Twong tdc, twong ky ciia thudc:

- Khéng c6 nghién ctru ¢é hé thdng ndo vé tuong tac ddi véi bromelain, co ché tuong tac
chua duoc biét dén.

- Bromelain c6 thé thic dy sy hép thu cia céc loai thudc khac khi sir dung ddng thoi.
Néng d6 khang sinh trong huyét twong va nudc tidu ting 1én khi ding ddng thoi véi
bromelain.

- Didu tri dong thoi vé6i thude chdng dong mau va thude tre ché két tap tidu cdu co thé 1am
tdng xu huéng chdy mau.

- Do khéng c6 cc nghién ctru vé tinh twong ky cua thude, khéng tron 1dn thude nay véi
cac thude khac.

Tdc dung khong mong muon:

Tan suat xut hién cta tac dung khong mong mudn: Rdt thuong gdp (>1/10), Thuong gdp
(>1/100 dén <1/10), It gap (21/1000 dén <1/100), Hiém gap (> 1/10 000 va <1/1000),
Rdt hiém gép (<1/10.000), Khéng xdc dinh (khéng thé dwoce wéc tinh tir cée dik liéu cé
san)

Téc dung khong mong mudn c6 thé xay ra:
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- Réi loan hé hap, 16ng nguc va trung thit: Thudng gip: cic tridu ching gidng hen
suyén.

- Réi loan tiéu héa: It gap: khé chiu da day, tiéu chay.

- Réi loan da va m6 dudi da: Thudng gip: phat ban da.

- R&i loan hé théng mién dich: Thudng gip: phéan tng di tmg.

Théng bdo ngay cho bdc sy hodic duoc st khi gdp cdc tdc dung khéng mong mudn nhw trén
khi stk dung thuée hodc bdo cdo cdc phdn 1tng c6 hai ciia thudc vé Trung tam Thong tin
thuéc va Theo dbi phan iing ¢6 hai cia thude (ADR) Quéc Gia.

Dia chi: 13 - 15 Lé Thanh Téng -Hoan Kiém - Ha Néi.

Dién thogi: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com

Qud lidu va xiv tri:

- Trong trudng hop qua liéu céc tac dung khéng mong muén dugc mé ta cé thé trd nén
rd rét hon. Céc tac dung phu nay s& bién mat sau khi giam lidu hodc ngimg dung thudc.
Trong trudng hop c6 phan ting di tng ning, can thong bao cho béc s§.

Duwgc luc hoc:

Nhom tdac dung dwoc ly: Hé co xuong/Enzym

Ma ATC: MO9ABO03

- Trén cac md hinh dong vat khac nhau (phi né do protein, carrageenan, dextran va ndm
men, pht do chén thuong, phi phdi do adrenaline gdy ra), tac dung chdng pht né da dugc
chimg minh sau khi ding bromelain liéu cao bing dudng ubng va dudng tiém. Sau khi
ubng, bromelain c6 thé 1am tdng prothrombin, thdi gian chay mau va wc ché két tap tidu
cau.

Duwogc dong hoc:

- Duogc dong hoc cua bromelain d dugc nghién ctru trén dong vat va ngudi khée manh.
Bromelain duogc hép thu tir rudt nguoi véi néng do phu thudc vao lidu lugng. Bromelain
lién két v6i alpha2-macroglobulin trong huyét tuong va nhanh chéng dugc dao thai qua
gan.

- Céc thi nghiém trén dong vt cho thiy bromelain c¢6 anh huéng dén ndng do cua céc loai
khang sinh khac nhau khi dung ddng thoi. Co ché chua dugc biét rd nhung nguyén nhan
duoc cho 1a thic ddy qua trinh tai hip thu va/hoic thay ddi tinh thdm ctia mach mau va té
bao. Do d6 su gia ting hap thu/ting cudng tic dung ciing ¢ thé xay ra dbi véi céc loai
thubc khac khi ding ddng thoi.

Dit liéu an toan tién lGm sang:

LD 5, sau khi tiém 14 85,2 mg / kg thé trong & chudt céng, 30-35 mg/kg thé trong & chuot
nhit va> 20 mg / kg thé trong & tho.

Khoéng c6 bang chiing v& kha ning gay dot bién, ung thu va dc tinh sinh san.

Diéu kién bdo qudn: Noi kho, tranh anh sang, nhiét d6 duéi 30°C.

Han ding ciia thuéc: 36 thang ké tir ngay san xuét.
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Tiéu chudn chit lwong cia thuéc: TCCS

Nha sin xuit: CONG TY CP DUQC TRUNG UONG MEDIPLANTEX
- Tru s6: sb 358 duong Giai Phéng, P. Phuong Liét, Q. Thanh Xuan, Ha Noi
- San xuét tai: Nha may duogc phidm sd 2- thén Trung Hau, xd Tién Phong, huyén Mé
Linh, Ha Noi
Ha Néi, ngay 09 théng (Gndim 2025




