https://trungtamthuoc.com/

MAU NHAN DU KIEN LUU HANH
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Ingredients: Each compress contains
Bismuth subsalicylat 525 mg

Indication, andministration, contrain dications and other

information: See enclosed leaet.

Storage: Store in a dry place, away from light, below 30°C
Specication:  In-house.

Ha Tinh Pharmaceutical Joint Stock Company (Hadiphar)
No 167, Ha Huy Tap street, Thanh Sen ward, Ha Tinh Province

Hop 2 vix 10 vién
Thanh phan: Cho 1 vién nén

Bismuth subsalicylat 525 mg

Ta dugc vira du 1 vién

Chi dinh, cach diing, chéng chi dinh va cic

SPK(Reg.No):
SLSX(Lot. No)

Ngay SX (Mfg. Date):
HD: (Exp. Date)

Budn nén
O ndng
Kho tiéu
Dau da day
Tiéu chdy

DExa tdm tay cia tré em.
Doc ky huéng dan sir dung truée
khi ding

théng tin khac: Xem trong t& huéng dan st dung

thudc kem theo.

Co'sdsan xudt:
CONGTY CO PHAN DUGCHATINH

Bao quan: Noi kho mat, nhiét dudi30°C, tranh dnh sang. $6167, dudng Ha Huy Tap, phudng Thanh

Tiéu chudn chat lugng: TCCS
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Sen, tinh HaTinh.
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Ingredients: Each compress contains HaTinh Pharmaceutical Joint Stock Company (Hadiphar)

Bismuth subsalicylat 525 mg No 167, Ha Huy Tap street, Thanh Senward, Ha Tinh Province
Indication, andministration, contrain dications and other SDK(Reg.No):
information: See enclosed leaet. SLSX(Lot. No)

Storage: Store in a dry place, away from light, below 30°C Ngay SX (Mfg. Date):
Specication:  In-house: HD: (Exp. Date)

BISOENTI

Thanh phén: Cho 1vién nén Tiéu chudn chat lugng: TCCS

Bismuth subsalicylat 525 mg Déxa tdm tay cia tré em.

Ta dugc vira ddi 1 vién Doc ky huéng dan sir dung trudc khi ding

Chi dinh, cich dung, chdng chi dinh va cc thdng tin khac: Co'sésanxudt:

Xem trong t& hudng dan st dung thuéc kém theo. CONGTY CGPHAN DUGCHATINH

Bao quan: Noi kho mat, nhiét dudi30°C, trénh anh séng. 50167, dudng Ha Huy Tap, phuongThanh Sen, tinh Ha Tinh.
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Bismuth Subsadlicylate 525mg
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Vién nén
BISOENTI
'..39% “Dé xa tam tay tré em”
CONGTY N\, . s - e z e ;
C}{ PHAN ‘-"\o \ “Doc ky hudng dan s dung truede khi diung’
o N N 5 -
CYRlSHg bda ngay cho bdc sy hodic duge sy nhitng tdc dung khong mong muon gdp phai khi sir dung

HATING /2/
AiE

H PHAN CONG THU'C THUOC

MBoi vién nén chura:

Thanh phin dwoc chit:

Bisnmth subsalioylat ... ccocosuins e senisiiis 525 mg

Thanh phan td dwgc:

Calci carbonat, Microcrystalline cellulose 102, Mannitol, Povidon K30, Natri starch glycolat,
Polysorbat 80, Magnesi stearat, Colloidal silicon dioxid.

thuéce”.

2. DANG BAO CHE
Vién nén
Mo ta:
Vién nén hinh caplet, mau trang, mot mit tron, mdt mit ¢ vach ngang, thanh va canh vién lanh Ian.

/s
3. CHi PINH (/]
Giam dau da day va chdng tiéu chay \": .
Lam giam: i\ =\

NS/

- Bénh tiéu chay do an thirc dn la (nhu khi di du lich).

- Tiéu chay do cac nguyén nhén khac.

- Pau bung do an uéng qua mirc dan t&i cc triéu chimg nhu: ¢ néng, budn non, déy hoi, ¢ hot, déy
bung, kho tiéu.

4. CACH DUNG, LIEU DUNG

Cich dung:

Pudng udng. Nudt thudc véi nude, khong nhai.

Liéu dung:

Nguoi lon va tré em tie 12 tuéi tré Ién:

Ubng 1 vién (1 lidu) mdi ¥ gidr hogic 2 vién (2 liu) m&i 1 gio khi cdn thiét cho bénh nhan tiéu chay.
Uéng 1 vién (1 licu) mdi %2 gior khi can thiét dé didu tri tinh trang an ubng qua mirc (dau da day, ¢ nong,
kho tiéu, budn ndn).

Khong vuot qua 8 lidu (8 vién) trong vong 24 gio.

St dung cho dén khi hét tiéu chay nhung khong qua 2 ngay.

Tré em duwdi 12 tudi: Hoi y kién bac T trude khi sir dung.
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Nén udng nhiéu nude dé gitp ngin ngira tinh trang mat nude do tidu chay.
5. CHONG CHI PINH

- Qué man véi hoat chét hoac bét ctr thanh phiin t4 duge nao cua thude.

- Bénh nhéan loét da day;

- Bénh nhén rdi loan déng méu;

- Bénh nhén di ngoai phan ¢ mau hodc phén den;

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Hoi chitng Reye:

Tré em va thanh thiéu nién dang hodc da khoi bénh thuy déu hodc céc trigu chirng gibng cim khong
nén st dung san phim nay. Khi sir dung san phdm nay, néu co thay dbi vé hanh vi kém theo budn ndn
va ndn, hay tham khao v kién bac sT vi nhitng triéu ching nay c6 thé 1a d4u hiéu sém cua hoi ching
Reye, mdt cin bénh hiém gip nhung nghiém trong.

Canh bdo dj tng:

Thube ¢ chia salicylate. Khong dung néu bénh nhan ¢ di Ung véi salicylat (bao gdm ca aspirin)
hodc bénh nhan dang ding céc san pham salicylate khac.

H6i y kién bdc s trudc khi sir dung:

Néu bénh nhén c6 sbt hodic c6 chit nhay trong phan.

Hoi y kién bdc st hodc duoc sTtrude khi sie dung:

Néq bénh nhén dang dung bat ky loai thude sau: thube chdng dong mau, thudc diéu tri d4i thao duong,
thuoc di€u tri gout hodc viém khop.

Nging str dung va hoi y kién bdc st néu.

Cac triéu ching tro nén nghiém trong hon hodc kéo dai hon 2 ngay
Xay ra hién tugng U tai hodc mét thinh luc DU
Tiéu chay kéo dai hon 2 ngay. HA"

Canh bdo ta duge
Thube nay chira it hon 23 mg natri (1 mmol) mdi vién, nghia la vé co ban 1a “khéng c6 natri”.
Thubc nay ¢ chira mannitol ¢6 thé c6 tac dung nhudn trang nhe.

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

Phu nit co thai

Sau khi uéng bismuth subsalicylat, ca bismuth va salicylat déu qua dugc hang rao nhau thai. Dung
salicylat & phy nit mang thai da duogc khuyén cdo c6 thé gdy anh hudng dén thai nhi. Vi viy khong
dung bismuth subsalicylat cho phu nit mang thai.

Phy ni¥ cho con bu
Bismuth bai xuét vao sita voi mdt lugng nhd. Khong khuyén céo dung cho nguoi dang cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc khong anh huéng 1én kha ndng lai xe hodc van hanh may méc.
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9, TUONG TAC, TUONG KY CUA THUOC

Twong tic thude

Thube tranh phdi hop: Dexketoprofen, methotrexat, cdc mudi salicylat, sulfinpyrazon, vic xin virus
cim (song/giam dc luc).

Ciprofloxacin: Bismuth subsalicylat lam gidm nhe ndng d6 trong huyét twong va AUC cua
Ciprofloxacin. Téc dung nay khong cé y nghia dang ké trong 1dm sang.

Doxycyclin: Bismuth subsalicylat ¢6 thé lam giam hap thu doxycyclin.

Tetracyclin: Bismuth va/hodc calci carbonat (t4 duoc cia vién nén bismuth subsalicylat) lam giam hép
thu toan thén tetracyclin.

Thude chong, déng: Mudi salicylat (nhu bismuth subsalicylat) lam tang nguy co chay mau. Theo doi tac
dung chéng dong va didu chinh liéu néu cin.

Thudc chdng dai théo duong: Dung cung voéi mudi salicylat c6 thé lam ting nguy co ha duong huyét.
Dung than trong khi phoi hop.

Twong ky, thude

Do khéng ¢ céc nghién ctru vé tinh twong ky ctia thude, khong tron 14n thube nay véi cac thudc khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

C6 thé xay ra tinh trang phén vd/ hodc ludi den tam thoi nhung lanh tinh.

Thong bao ngay cho bac sy hodc duge sy khi gép tac dung khong mong mudn nhu trén khi sir dung
thude hoic bdo cdo cac phan tmg c6 hai coa thude vé Trung tdm Thong tin thudc va Theo dai phan tng

¢0 hai cua thude (ADR) Quoc gia.

Dia chi: 13-15 Lé Thdnh Téng- Hoan Kiém- Ha N¢i. —
Dién thoai: 024.3.9333.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com 4853

11. QUA LIEU VA CACH XU TRi T
Triéu chung: ;E‘]
Bismuth subsalicylat, voi cac liéu khuyen cdo, hiém khi gy ADR nghiém trong, nhung da co thon H,
bao vé& suy thin, bénh ndo va doc tinh than kinh sau khi dung qué liéu cap hodc man tinh. Bismuth da
duoc phét hién trong mau, nude tiéu, phan va thdn cua nhing nguoi bénh nay; nong dd trong mau 1 G AP
microgam/ml dd duoc thdy 4 gio sau khi ubng mot liéu 9,6 g. Ubng véi lidu diéu tri dai ngay, céc
quéng trén 2 nam, dugc thong bao gy di cam, mét ngl va giam tri nhé

Xurtri:

Céch diéu tri t6i uu dbi v6i qua lidu bismuth hi¢n chua biét rd. Nén rira da day, tiy va bu nudc, ngay ca
khi ngudi bénh dén cham, vi bismuth co thé duge hép thu ¢ dai trang. Céc tac nhén chelat hoa co thé ¢6
hi¢u qua ¢ giai doan som sau khi udng; unithiol (acid 2,3- dimercapto-1-propan sulfonic) véi liéu 100
mg/lan, 3 lan mdi ngay, lam ting thanh thai bismuth & than va gidm nong d¢ bismuth trong mau. Thim
phdn mau c6 thé can nhung ¢6 ddy nhanh sy thanh thai thudc & md hay khong thi khéng biét chic chén.
Thém phan mau két hop véi diéu tr bang unithiol da dugc bdo cdo la lam ting sy dao thai bismuth.
Tham phan mang byung ciing c6 hi¢u qua d6i véi bénh nhi.

12. PAC TiNH DUQC LUC HQC
Nhém dwge Iy: Chat hip phu duong rudt
Ma ATC: A07BB
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Co ché tic dung

Bismuth subsalicylat c6 tac dung lam lién vét loét da day, ta trang do tao thanh phitc hop chelat véi
protein tai § loét, lam thanh hang rao bao vé chéng lai su tén cong cua acid va pepsin.

Ngoal ra, cac mudi bismuth nhu bismuth subsalicylat con ¢6 tée dung diét Helicobacter pylori. Co ché
diét vi khuan con chua 13, ¢6 thé mubi bismuth diét khudn bing cach tao phirc trong thanh té bao vi
khuén va t& bao chat, (e ché urease, catalase va lipase/phospholipase, téng hop ATP va sy bim dinh
cua vi khuan H. pylori. Khi ding riéng, cdc mudi bismuth chi diét H. pylori & khoang 20% ngudi bénh,
nhung khi phdi hop vai cac khang sinh va thude tre ché bom proton, hidu qua diét H. pylori c6 thé 1én
161 70 - 90% ngudi bénh. Su phdi hop nay duge chi dinh diéu tri cho nhitng truong hop loét da day - ta
trang ¢6 H. pylori khang thudc.

13. PAC TINH DUQC PONG HQC

Bismuth subsalicylat duge hip thu it (dudi 1% bismuth sau khi ubng bismuth subsalicylat), hdp thu
trén 80% Acid salicylic sau khi udng bismuth subsalicylat. Cac hop chat bismuth hoa tan kém, phan
1én duoc chuyén thanh dang bismuth oxyd, hydroxyd va oxyclorid khong tan trong moi truong acid da
day. Tang pH da day c6 thé lam tang hp thu bismuth. Lugng bismuth da dugc hép thu phén bo dén cac
md trong co thé, bao gdm ca xuong, sau d6 dugc thai trir chdm qua nudc tleu va mat. Nira doi thai trur
trong huyét tuong khoang 5 ngay va sy dao thai kéo dai khoang 12 tudn sau khi ngimg diéu tri.
Bismuth khong hip thu dugc thai trir qua phan.

14. QUY CACH PONG GOl

Hop 02 vi nhém/ PVC x 10 vién, kém t& huéng dén sir dung thude.
Hop 03 vi nhon/ PVC x 10 vién, kém t& huéng dan sir dung thude.
Hop 10 vi nhém/ PVC x 10 vién, kém t& huéng dén sir dung thudc.

N\
< : . g 2
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC )n\‘
||
Piéu kién bio quéin: )4
5,

Noi khé thoang, tranh anh sang, nhiét do dudéi 30°C.
Han ding: 36 thang ké tir ngy san xuit.

Tiéu chuén chit lwgng: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT
Co sé siin xudt: CONG TY CO PHAN DUQC HA TINH
Dia chi: S6 167 duong Ha Huy Tap, phudng Thanh Sen, tinh Ha Tinh, Viét Nam.
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