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CONGTY CO PHAN DUGCHA TINH
S6167,duong Ha Huy Tap, phudng Thanh Sen, tinh HaTinh

MAU NHAN DU KIEN LUU HANH

PANZOTEX

Bismuth subsalicylat 262,5 mg

HADIPHAR

Thanh phan: Cho 1vién nén nhai
Bismuth subsalicylat 262,5 mg
Ta dugc vira du 1 vién

Chi dinh, cach dung, chdng chi dinh va cac thdng tin khac:

Xem trong t¢ hudng dan st dung thudc kem theo.
Bao quan: Noi kho mat, nhiét dudi 30°C, tranh anh sang.
Tiéu chudn chét lugng: T(CS

GMP -WHO

Hop 2 vix 10 vién

GMP-WHO

PANZOTEX

Bismuth subsalicylat 262,5 mg

|

Déxa tdam tay ciia tré em.
Doc ky huéng dan sir dung truée khi ding

Co'sdsan xudt:

CONGTY CG PHAN DUGCHATINH

S6167, dudng Ha Huy Tap, phudng Thanh Sen,
tinh HaTinh.

GMP-WHO

PANZOTEX

Bismuth subsalicylat 262,5 mg
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Bismuth subsalicylat 262,5 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.

\-._____/I
HADIPHAR
Box of 2 blisters x 10 tablets

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

Ngay SX (Mfg. Date):
HD: (Exp. Date)
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CONGTY C6 PHAN DUGC HA TINH
S6167,duong Ha Huy Tap, phudng Thanh Sen, tinh HaTinh

MAU NHAN DU KIEN LUU HANH

PANZOTEX

Bismuth subsalicylat 262,5 mg

HADIPHAR

Thanh phan: Cho 1vién nén nhai
Bismuth subsalicylat 262,5mg
Ta dugc vira da 1 vién

Chi dinh, cach dung, chdng chi dinh va cac thdng tin khac:

Xem trong t& hudng dan stt dung thudc kem theo.
Béo quan: Noi kho mat, nhiét dudi30°C, tranh &nh séng.
Tiéu chudn chat lugng: T(CS

GMP -WHO

Hop 3 vix 10 vién

GMP -WHO

PANZOTEX

Bismuth subsalicylat 262,5 mg
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Déxa tdam tay ciia tréem.
Doc ky hudng dén sir dung truéc khi ding

(o'sdsan xudt:
CONGTY CO PHAN DUGCHATINH

$6167, duong Ha Huy Tap, phudng Thanh Sen,
tinh HaTinh.
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Bismuth subsalicylat 262,5 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.

PANZOTEX

Bismuth subsalicylat 262,5 mg

=
HADIPHAR
Box of 3 blisters x 10 tablets

GMP -WHO

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

Ngay SX (Mfg. Date):
HD: (Exp. Date)
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CONGTY C6 PHAN DUQCHATINH
S6 167, duong Ha Huy Tap, phudng Thanh Sen, tinh HaTinh

MAU NHAN DU KIEN LUU HANH

/ NJTY
(’ b

O P}'"IAI\‘
[)E_fC}CS

— | I GMP -WHO

PANZOTEX

Bismuth subsalicylat 262,5 mg

GMP-WHO

PANZOTEX

Bismuth subsalicylat 262,5 mg

HADIPHAR Hap 5 vix 10 vién

e

Thanh phan: Cho 1vién nén nhai Déxa tdam tay ctia tré em.
Bismuth subsalicylat 262,5 mg Doc ki huéng ddn sit dung trurgc khi diing

Ta dugc vira da 1 vién
Chi dinh, cach dung, chéng chi dinh va cac théng tin khac:
Xem trong t& hudng dan st dung thudc kem theo. -
Bioqui: Kk, it 30, i dmhsing, OV TY COPHAN DUCHATINN

" q . - ! 9 S6167, duong Ha Huy Tap, phudng Thanh Sen,
Tiéu chuan chat lugng: T(CS tinh Ha Tinh

C0'sésan xudt:

/ ] I GMP-WHO

PANZOTEX

Bismuth subsalicylat 262,5 mg
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HADIPHAR .
K Box of 5 blisters x 10 tablets
Bismuth subsalicylat 262,5mg SDK(Reg.No):
Indication, andministration, contrain dications and other SLSX(Lot. No)
information: See enclosed leaet. Ngay SX (Mfg. Date):
Storage: Store in a dry place, away from light, below 30°C. HD: (Exp. Date)

Specication:  In-house.

Ha Tinh Pharmaceutical Joint Stock Company (Hadiphar)

No 167, Ha Huy Tap street, Thanh Sen ward, Ha Tinh Province.
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CONGTY C6 PHAN DUQCHA TINH
S6 167, duong Ha Huy Tap, phudng Thanh Sen, tinh HaTinh

MAU NHAN DU KIEN LUU HANH
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SLSX:

| I GMP -WHO

PANZOTEX

Bismuth subsalicylat 262,5 mg

GMP-WHO

Bismuth subsalicylat 262,5 mg

PANZOTEX

————

-
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Thanh phan: Cho 1vién nén nhai Déxa tam tay cia tré em.

Bismuth subsalicylat 262,5 mg Doc kj huéng dan st dung trdc khi ding

Ta dugc vira du 1 vién

Chi dinh, cach dung, chéng chi dinh va cac théng tin khac:

Xem trong & hudng dn sit dung thugc kem theo. Cosdsanxuat:

Béo quan: Noi kho mét, nhiét dudi 30°C, tranh anh séng. “}NGTV (§ PH@N bugc HA TFNH ‘

Tiéu chuéin chit lugng: TCCS S? 167/‘ d[long Ha Huy Tap, phuong Thanh Sen,
tinh HaTinh.

/ ] I GMP-WHO

PANZOTEX

Bismuth subsalicylat 262,5 mg
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Bismuth subsalicylat 262,5 mg SPK(Reg.No):
Indication, andministration, contrain dications and other SLSX(Lot. No)
information: See enclosed leaet. Ngay SX (Mfg. Date):
Storage: Store in a dry place, away from light, below 30°C. HD: (Exp. Date)

Specication:  In-house.

HaTinh Pharmaceutical Joint Stock Company (Hadiphar)

No 167, Ha Huy Tap street, Thanh Sen ward, Ha Tinh Province.
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PANZOTEX
“Dé xa tam tay tré em”
. “Doc kj hwéng dan sir dung trude khi ding”
£hdo ngay cho bdc sy hodc dwge sy nhitng tdc dung khong mong muén gap phdi khi
' sz’r dung lhué'c 4%

Thanh phin td dugc:
Mannitol, Calci carbonat, Povidon K30, Natri saccharin, Hrong bac ha, Magnesi stearat,
Talc, Mau Erythrosin.

2. DANG BAO CHE

Vién nén nhai

Mo ta:
Vién nén hinh tron, mau héng, thom mui bac ha, hai mat nhan, thanh va canh vién lanh Ian.
3. CHI PINH

- Pugc chi dinh cho nguoi 16n va thanh thiéu nién tir 16 tudi try 1én de lam giam nhanh cac
triéu ching ¢ chua, budn nén, kho tiéu va con dau da day (do an ubng qua do). Kiém soat
tinh trang tiéu chay ti€u chay.

4. CACH DUNG, LIEU DUNG

Cach dung:

Nhai vién trude khi nubt va co thé udng ciing véi mot it nude vira du.
Thubc c6 thé duge udng trude hodc sau bita dn, khi doi hodc no.

Liéu dung:

Nguoi I6m va tré em tir 16 tudi tré lén: 2 vién/lan.

C6 thé dung lap lai liéu trén sau mdi 1/2-1 gio néu can. Khong dung qué 16 vién trong 24
gio.

Mot liéu cho nguoi 16n (2 vién) chira 525mg Bismuth Subsalicylat.
Khéng vuot qua liéu khuyén céo.

Tré em dudi 16 tuéi:

Chéng chi dinh cho tré em dudi 16 tudi (xem muc 3. Chéng chi dinh).
5. CHONG CHI PINH

- Qua man vai hoat chét hodc bat ctr thanh phfm ta dugc nao cua thude.
- Bénh nhin man cam véi aspirin hogc cac salicylate khéc.

- Bénh nhan dang diéu tri dE“)ng thoi vdi aspirin hodc cac salicylate khac;
- Bénh nhén bi loét da day ta trang;

- Bénh nhan bi roi loan dong mau;
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- Bénh nhan di ngoai ra mau hodc phén den:

- Tré em dudi 16 tudi (Xem muc 6. Canh bdo va than trong khi diing rhucfc).

6. CANH BAO VA THAN TRQNG KHI DUNG THUOC

- Nén ngirng str dung thube néu cac tri¢u chimg tré nén nghiém trong hon hodc néu cac
triéu chimg kéo dai hon 2 ngay hodc néu xuét hién hién tugng U tai.

- Khong nén str dung thude néu cac triéu chimg nghiém trong hodc kéo dai hon 2 ngay.

- Khéng nén sir dung thude cho bénh nhéan dudi 16 tudi, do co thé c6 mdi lién quan giira
salicylate va hoi chimg Reye, mgt cin bénh hiém gap nhung rat nghiém trong (xem muc 3.
Chéng chi dinh). Didu nay dic biét quan trong ddi voi nhimg ngudi da hodc dang hdi phyc
sau nhiém tring do vi-rat nhu thiy déu hoac cam.

- O nhimg bénh nhan bi tiéu chay, dgc biét la nhimg b¢nh nhan sirc khée yéu va cao tudi, ¢6
thé xay ra tinh trang mat nudc va dién giai. Trong nhitng truong hop nhu vay, bi¢én phap
quan trong nhat la bu nude va dién giai thich hop.

- Khong dung chung vdi aspirin hodc cac salicylate khac.

- Cén thén trong ddi véi nhimg bénh nhén bi roi loan dong mau hodc bi gout hodc nhimng
bénh nhan dang dung thudc chéng dong mau, thudc diéu tri tidu dudong hoic thube diéu tri
gout.

- Khong dung qué lidu khuyén cdo. Khong dung thude qua 2 ngay trir khi c6 chi dinh cua
bac si. Sir dung liéu cao hon khuyén céo hodc trong thoi gian dai c6 lién quan dén viéc tang
nguy co gip tac dung phy nghiém trong (dac biét la ngd doc bismuth va salicylate).

- Pé thudc xa tim tay va tim nhin cta tré em.

Canh bao ta dwogc

Thudc nay chia it hon 23 mg natri (1 mmol) mdi vién, nghia la vé co ban la “khéng c6
natri”.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir co thai

Khong co6 dua dir liéu li€n quan dén viéc sir dung thude & phu nit mang thai.

Céc nghién clru trén dong vat khong du dé két luan vé anh hudng cua thudc dbi véi thai ky,
sw phat trién cua phoi thai/thai nhi, qua trinh sinh san va su phat trién sau sinh. Rui ro tiém

an dbi voi con ngudi chua duge xac dinh.

Khong nén str dung thude trong thoi ky mang thai trir khi 1¢i ich 16n hon nguy co.

Phu nit cho con bu

Khoéng nén str dung thude trong thoi ky cho con b trir khi lgi ich 16n hon nguy co.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude khong anh hudng 1én kha nang lai xe hodc vén hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac thubce

Thube ¢6 chira salicylate, do d6 can than trong & nhitng bénh nhan dang dung:
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- Thube chéng dong mau (thude 1am loang méau) vi viée st dung dong thoi ¢6 thé lam ting
nguy co va mirc do nghiém trong cua sy chay mau;

- Thubc didu tri gout (vi du: probenecid, sulfinpyrazone) vi viéc sir dung dong thoi c6 thé
lam ting nguy co ting acid uric mau va lam bénh gout nang hon;

- Thube sulfonylurea diéu tri bénh tiéu duong (vi du: chlorpropamlde glibenclamide) vi viéc
str dung dong thoi o thé lam tang nguy co ha dudng huyét;

- Thude diéu tri viém khop (vi du: methotrexate) do ¢6 kha ning tuong tac thude.

Thén trong ddc biét voi khang sinh tetracycline, vi dung dong thoi c6 thé lam thay doi dugc
dong hoc cia mot s6 khang sinh nhu tetracycline va doxycycline (khéng sinh tctracyclme cod
thé 1am giam sinh kha dung cua bismuth subsalicylate do twong tac véi nhdm magnesi silicat
trong cong thirc)

Ngoai ra, kha ning hép thu khéng sinh tetracycline ¢6 thé giam khi dung ddng thoi véi céc
san pham ¢6 chtra bismuth mic du c6 thé giam thiéu twong tac nay bing cach sir dung hai
thudc cach vai gio.

Khéng sir dung cho bénh nhin dang dung aspirin hodc cdc salicylate khac do nguy co qua
liéu va doc tinh cua salicylate.

Twong ky thube

Do khong c6 cac nghién clu vé tinh tuong ky cua thudc, khong tron lan thude nay voi CaC _—

thudc khéc. oo
10. TAC DUNG KHONG MONG MUON CUA THUOC C(;’;‘)‘
Bing liét ké cic phan (rng bit lgi: UDU'

Cac phan tng bat lgi dugc phin nhom theo hé co quan va tan suat xuét hién theo quy udc Ve A"
tin suét cia MedDRA: Rat thuong gip (= 1/ 10), Thuong gap (= 1/100 dén < 1/10), It gap (2‘\
1/1.000 dén < 1/100), Hiém gap (= 1/10.000 dén < 1/1.000), Rat hiém gip (< 1/10.000). \"f

Céc tac dung phuy phd bién nhat la phan den lanh tinh va tam thoi (~15%) va su d6i mau
(mau den) cta bé mat ludi (~8%). Hién tuong nay 1a do phan tmng cua khi sulfide c6 mui hoi
tir qué trinh 1én men cdn thic dn véi bismuth tao ra mudi bismuth sulfide khong hoa tan,

mau den, khong mui.

Hé¢ co quan Tan suat Tiac dung khong mong muén
R6i loan hé tiéu Thuong gip Ludi den
hoa Rat thuong gip Phan den

Bao cao khi nghi ngo phén g ¢6 hai: Thong bdo ngay cho bac sy hodc duge sy khi gép tac
dung khong mong muon nhu trén khi str dung thude hodc bao cdo cac phan tmg c6 hai cua
thuéc vé& Trung tdm Thong tin thude va Theo ddi phan g co6 hai cla thube (ADR) Quéc
gia. Dia chi: 13-15 Lé Thanh Tong- Hoan Kiém- Ha Noi. Dién thoai: 024.3.9333.618; Fax:

024.3.9335642; Email: di.pvcenter@gmail.com.
11. QUA LIEU VA CACH XU TRi

Bismuth

Biéu hién:
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Ngé doc Bismuth c6 thé biéu hién dudi dang bénh ndo cap tinh véi tinh trang 14 lan, co giat
co, run, noi khé va roi loan di lai va ding.

Ng¢ doc Bismuth cling ¢o thé gdy ra cdc rg")i loan tiéu héa, phan ng trén da, lam doi mau
niém mac va suy than do hoai tir 6ng than cap.

Xir tri: bao gOm rira da day, lam sach da day va bl nude. Céc tac nhan tao phirc ¢6 thé co
hiéu qua

trong giai doan dau sau khi ngd doc va ¢6 thé cin phai thdm phan méu néu cén thiét.

Salicylate

Ngo doc Salicylate thuong li€n quan dén ndng do thudc trong huyét twong >350 mg/L
(2,5mmol/L). Hau hét cac truong hop tir vong & ngudi 16n xay ra & nhirng bénh nhan c¢é
ndng do vuot qua 700 mg/L (95,1 mmol/L). Liéu don duéi 100 mg/kg khong co kha nang
gdy ngd doc nghiém trong.

Néu xuit hi¢n céc tri¢u chimg, nén ngumg st dung thude. Xir tri qué liéu ciing twong tu nhu
XU tri qua liu salicylate.

Cdec biéu hién thuong gép'

Bao gbm ndn mira, mat nude, u tai, chong mat, dlec db md hdi, chan tay néong voi mach dép
manh, nhip th¢ ting va tho gip. Mot so mirc do rbi loan acid-base xudt hién trong hau hét
cac truong hop. ;:::_
Tinh trang hén hgp nhiém kiém hd hép va toan chuyén héa véi do pH dong mach binh —=
thudng hodc cao (ndng do ion hydro binh thuong hoac giam) thudng gap ¢ ‘nguoi lon va tre :
em trén 4 tudi. O tré em tir 4 tudi trd xudng, tinh trang toan chuyén hoa chiém wu thé véi do"
pH dong mach thdp (nong do ion hydro tang) thuong gip. Toan chuyén hoa cé thé lam tang -
su van chuyén salicylat qua hang rao mau ndo.

TY

*/a
Cdc biéu hién it gap: 11
Bao gbm nén ra mau, sot cao, ha dudng huyét, ha kali mau, giam tiéu cau, ting INR/PTR,
dong mau ndi mach, suy thén va phu phoi khong do tim.
Céc biéu hién trén hé than kinh trung wong bao ¢dm 1u 1n, mit phuong huéng, hén mé va
co giat it gdp & ngudi lon hon so véi tré em.
Xur tri:
C6 thé can nhéc ding than hoat tinh, dac biét la ngudi 16n, trong vong mot gio sau khi uong

liu hon 250 mg/kg. Can do nong do salicylate trong_ huyét twong, mic du khong thé xac
dinh mirc dd nghiém trong cua ngd doc chi dua vao diéu nay va phai tinh dén cac dic diém
lam sang va sinh hoa.

Tang cuong dao thai bang cach kiém hoa nudre tiéu, dung natri bicarbonat 1,26%. Can theo
doi do pH cua nudce tiéu. Diéu chinh tinh trang toan chuyén héa bing natri bicarbonat 8, 4%
tiém tinh mach (ddu tién phai kiém tra kali huyét thanh). Khong nén ding thude loi tiéu
cudng bire vi n6 khong lam tang bai tiét salicylate va c6 thé gay phu phdi.

Tham phan méu 1a phuong phap diéu tri dugc lira chon cho tinh trang ngd ddc nang va nén
duoc can nhic & nhing bénh nhan ¢6 nong do salicylate trong huyét tuong >700 mg/L (5,1
mmol/L) hodc nong do thiap hon lién quan dén cac dic diém lam sang hodc chuyén hoa

4
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nghiém trong. Bénh nhén dudi 10 tudi hodc trén 70 tudi c6 nguy co ngd doc salicylate cao
hon va ¢ thé can phai chay than nhén tao ¢ giai doan sém hon.

12. PAC TINH DUQC LUC HQC

Nhém dwge ly: Tac nhan bao vé té bao niém mac duong tiéu hoa.

Mi ATC: A07BB

Co ché tac dung

Hén dich bismuth subsalicylat tao ra mot 16p phu bao vé cho thuc quan dudi va mét 16p phui
& da day, giup lam diu ching viém.

Céc nghién ciru invitro han ché da chi ra ring Bismuth subsalicylat ¢6 hoat tinh chdng lai
cc tic nhdn gdy bénh duong rudt, nhu Clostridium. Bacteroides, E. Coli, Salmonella
Shigella, Campylobacter (Helicobacter) va Yersinia, nhung khong chéng lai vi khuan ky
khi. Khong ¢6 du dir liéu dé xac dinh xem nhitng phat hién ndy c6 lién quan gi dén két qua
diéu tri & nhom bénh nhén co6 thé dugc ding Bismuth subsalicylat hay khong.

13. PAC TINH DUQC PONG HQC

Bismuth subsalicylate dugc chuyén thanh bismuth carbonat va natri salicylat trong rudt non.
Sinh kha dung dudng yc‘)ng cua bismuth dugc dung dudi dang bismuth subsalicylate cuc ky
thap. Rat it thong tin vé su phan bo bismuth trong mé ngudi.

Thai trir qua than 1a con duong dao thai chinh dbi v6i bismuth da hép thu, mot phan thai trir
qua mat. Phan con lai dugce dao thai dudi dang mudi bismuth khong hoa tan trong phén. Sau N

khi ubng lidu t6i da duge khuyén céo hang ngay cho ngudi 16n, thoi gian ban thai trung binh ¢
1a khoang 33 gio va nong d¢ dinh ctia bismuth trong huyét tuong van dudi 35ppb. N\

Salicylate dugc hap thu tir rugt va phan b6 nhanh chéng dén tit ca cdc mo co thé. Nong do
dinh trong huyét tuong sau khi ding liéu t6i da dugc khuyen céo hang ngay 1a khoang 110 1 /5
ug/ml. Salicylate dugc dao thai nhanh chong khoi co thé va co thoi gian bén thai trung binh /y\/
la khoang 4 - 5,5 gio.

14. QUY CACH PONG GOI

Hop 02 vi nhéom/ PVC x 10 vién, kém t& hudng dan sir dung thudc.

Hop 03 vi nhom/ PVC x 10 vién, kém to huéng dan sir dung thudc.

Hop 05 vi nhom/ PVC x 10 vién, kém to hudng dén st dung thude.

Hop 10 vi nhom/ PVC x 10 vién, kém t& hudng dén sir dung thude.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA

THUOC

Piéu kién bio quin:
Noi kho thodng, tranh anh sang, nhiét do dudi 30°C.
Han ding: 36 thang ké tir ngay san Xuét.

Tiéu chuén chét lwgng: TCCS.
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16. TEN, PIA CHi CUA CO SO SAN XUAT:
Co sé san xuit: CONG TY CO PHAN DUGC HA TINH
Dia chi: $6 167 dudng Ha Huy Tép, phuong Thanh Sen, tinh Ha Tinh, Viét Nam.
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