CONG TY CP DUQC PHAM DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM
PHARMEDIC Dgc lap — Tu do — Hanh phiic

S6: 4272 /PMC - VG Thanh phé Ho Chi Minh, ngaydé thang 12 nam 2018
V/v: Thay dbi toa theo TT01/2018

Kinh gtri: Quy khach hang

Cong ty xin thong bdo mét hang:

RATIDIN ké tir 16 0041218 sé& thay d6i miu toa theo TT01/2018 (miu toa dinh kém)

Pon gia ban buén khéng thay ddi:

; Pon gia ban
So | Ma )
, Mat hang bvT budn Qui cach dong goi
TT | sb
(VND)
1 | 0084 | RATIDIN Vi 6.000 Thung/ 12 Hop/ 10 Vi xé/ 10 Vién
Pon gia ban budén mat hang trén khdng bao gdm thué GTGT 5%; dd dang ky tai ZQ/C(
. fesf Cf
Cuc Quén Iy Dugc- By Y Té. W
Tréan trong./.
Noi nhin: TONG GIAM POC ¥
- Nhu trén 30,
- Ban TGD;
- Phong KD, TT, KH, CNTT
- Kho TP1, TP2
- Ban CSKH
- P.TCKT

Luu: HCQT (VT), Ban VG (T.Trang).
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B THUSC NAY CHI DUNG THEO BON THUSC

Ratidin

DE XA TAM TAY CUA TRE EM.

DOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
THONG BAO NGAY CHO BAC STHOAC DUQC si
NHUNG TAC DUNG KHONG MONG MUGN
GAP PHAI KHI SU DUNG THUGC.

1. Thanh phén céng thic thudc
- Thanh phén hoat chét:
+ Ranitidin ..150 mg

(tudng duong 168 mg Ranitidin hydroclorid )

- Thanh phén ta dugc: Era-pac, avicel, talc, povidon, magnesi stearat,
methocel, natri starch glycolat, ethyl cellulose, PEG 6000, xanh patent v,
vang tartrazin, titan dioxyd, vanilin vua du 1 viénnénbao phim.

2. Dang bao ché

- Vién nén.

—  Vién nén bao phim trén, mau xanh, mot mat cé chi P.

3. Chi dinh

- Triloétta trang, loét da day lanh tinh, loét sau phau thuat.

- Viém thyc quan do trao ngugc.

- Trihdichung Zollinger-Ellison.

—  Céctrudng hgp cin thigt gidm tidt dich vj va giam tigt acid.

4,.Cachdung vaLiudung

_  Triloétta trang, loét da day lanh tinh: Udng 1 vién vao budi sang va 1 vién
vao buditdi hodic ugng 2 vién vao buditéi, diutri 4 -8 tudn; v6ingudibénh
viém da day man tinh udng 6 tudn; vdi ngudi bgnh loét do dung thudc
khang viém khong steroid udng 8 tuan; véi ngudi bénh loét ta trang, cé thé
udng lidu 2 vién, 214n/ ngay, trong 4 tudn dé chéng lanh vétloét.

_ Viém thyc quan do trao ngugc: USng 1 vién vao budi sang va 1 vién vao 18i
ho#c udng 2 vién vao buditsi, didu tri 8 - 12 tudn. Khida khol, dé didu tri duy
trl dai ngay, udng 1 vién, ngay 214n.

~  Trihgiching Zollinger Ellison: U8ng 1 vién, 314n/ ngay. C6 thé udng dén6
g/ ngay, chialam nhiéuldnudng.

- D& giam acid da day (dé phong hit phi acid) trong san khoa: Udng 1 vién
ngay lic chuyén da, sau d6 cd cach 6 gio udng 1 14n.

- Liéudung cho tré em:

+ Lidu dé nghi didu trj loét da day ta trang & tré em: 2-4 mg / kg, uéng 2 1an/
ngay, ti dala 300 mg/ ngay; liéu duy trl 2-4 mg/ kg, udng 114n/ngay c6 thé
dugc st dyng, t6i da 150 mg mdingay.

+  Mic di c6 rit it thong tin vé viéc sUf dyng ranitidin cho viém thyc quan do
trao ngugc va viém loét thyc quan & tré em, liu 5-10 mg/ kg méi ngay,
thugng dugc chia lam 218n, da dugc st dyng.

- Lidu dung cho ngudi suy than: Théng tin tin cay vé thuéc khuyén céo lidu
ranitidin dugc gidm & bénh nhan suy than nang. D0oi véi bénh nhan coé dd
thanh thai creatinin dudi 50 ml/ phut, liéu udng 150 mg/ ngay dugc khuyén
khich, cé thé than trong tang 1én dén 150 mg mi 12 gid néu cén thiét.

5.Chéng chidjnh
Dj iing v4i b4t ky thanh phan nao clia thudc.

6. Canh bao va than trong khi dung thudc

_  Néndiéuchinhlidu  bénh nhan suy chic néng than.

- Ngudibénhsuy ganning, réiloan chuyén hod porphyrin cép, bgnh tim.

- Cén loai trif kha nang khdi u &c tinh da day trudc khi didu tri vdi thuéc
ranitidin,

7.Su dyngthuéc cho phy nid cé thal va chocon bu

- Thaiky mang thai: Lidu diéu tri khéng thay tac hainao dén ngudi mg mang
thai, qua trinh sinh dé va stic khoé thai nhi.

B THUBC NAY CHI DUNG THEO BON THUGC
- =
Ratidin

- Thaiky cho conbu: Ranitidin chidung cén thigttrong thai ky cho con b.

8.Anh hudng ctathuBc 18n kha néng ldi xe va vgn hanh may méc
Thusc cé thé gay dau ddu, chéng mét, mét mdi, cho nén khang nén lai xe
hay van hanh may méc khidungthudc.

9. Tudng téc cla thudc

_  Ranitidin uc ché rét it sy chuyén hoa & gan cia mét s6 thudc (thudc chdng
déng méu cumarin, theophylin, diazepam, propranolol).

- Dung cung glipizid c6 gap tac dyng ha huyét 4p nhung dudng nhu khdng
thugng xay ra.

- Ranitidin 1am gidm sy hdp thu cla cac thudc ketoconazol, fluconazol va
itraconazol do ranitidin lam gidm tinh acid clia da day.

- Dungcung clarithromycin lam téng ndng do ranitidin trong huyét tuong.

~  Dung cung propanthelin bromid lam tang ndng d dinh cda ranitidin trong
huy8t tudng va lam cham hép thu.

10. Tudng ky ciathudc
Do khéng cé céc nghién cuu vé tinh tudng ky cla thudc, khong trén 1an
thudc nay véicacthude khac.

11. Tac dyng khéng mong mudn cla thuéc

- Thudng gap dau ddu, chéng mat, mét mai, tidu chay, ban do.

- Hiém gép gidmbach céu, giam tiéu cdu, nga va ting men transaminase.

_  RAt hidm gép xay ra phan Ung qua mén (mé day, co thit ph& quan, sdc
phén vé, phu mach, dau cd, dau khdp), mat bach cdu hat, gidm toan bd
huyét cdu, Iam cham nhip tim, ha huyét 4p, bi6c nhi that, to vi § dan ong,
viém tuy, viém gan, r8i loan diéu ti§t mat.

12. Qua liéu va céch xu tri

_  Qué lidu: Haunhukhéng cé vdn dé gl décbigtkhi dung qua liéu ranitidin.

_  Céch x{ trl: Khong cé thudc gidi ddc dic higu nén cén diéu tri hd trg va
trigu ching.

13.Déc tinh dugc lyc hoe S
_ Nh6m dugc Iy: D&i khang thy thé H2 histamin 102

- MaATC: A02B A02 _

_  Ranitidin 1a thudc déi khang thy thé H2 histamin, Uc ché canh tranh'\/ﬂi
histamin & thy thé H2 cliaté bao vach, lam gidm lugng acid dich vi tiét rach
ngay va dém, cé trong tinh trang bj kich thich bdi thuc &n, insulin, amjg\\p
acid, histamin hoac pentagastrin. Lodil

14.D3ctinh dugcdgng hoc ‘.“_"')i[
Sinh kha dyng cla ranitidin vao khoang 50%. Sau khi udng ranitidin hé‘ﬁ‘tl’fﬁ‘
nhanh tif dudng tiéu hoa, néng dé dinh trong huyét tuong dat duge 2 - 3 gig-” &
sau khi ugng. Sy h&p thu khang bj gidm dang ké bdi thic an va cdc ael
khang acid. Ranitidin dugc thai tri chi yéu qua nude tiéu, con lai duged
qua phan. Thdi gian ban thai khoang 2 - 3 gid. Khoang 35% lidu udng thai
tris & than dudidang khong ditrong 24 gid.

15. Quy céch déng gél
Hop 10 vi xé x 10 vién nén bao phim.

16. Diéu kién bao quan

- 3 nhidt do khong qua 30°C.

- Tranh anh séng.

17. Han dung

— 36 thang ké tif ngay san xuat.

18. Tidu chudn chét lugng cia thudc: TCCS

19.Tén, d|a chicliacd sd san xudtthudc

CONG TY cd PHAN DUGC PHAM DUGC LIEU PHARMEDIC

367 Nguyén Tral, Q. 1, TP. HCM, Viét Nam.

San xuat tai nha may GMP - WHO

1/67 Nguy&n V&n Qua, Quan 12, TP. HCM, Viét Nam.
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film coated tablet

B THUGC BAN THEO BON

Ratidin

vién nén bao phim

COMPOSITION

150 mg

- Ranitidine

to 168 mg itidi Y

- Exclpients: Era-pac, avicel, talc, p stearate,
sodium starch glycolate, ethyi cellulose, PEG 6000, patentblue V, tartrazin yellow,
titanium dioxide, vanillin sqf 1 film coated tablet.

INDICATIONS

- Treatment of duodenal uicer, benign gastric ulcer, post-operative ulcer.

- Gastroesophageal reflux disease (GERD)

- Zollinger-Ellison syndrome.

- Theconditions where reduction of gastric secretion and acid output is desirable.

DOSAGE AND ADMINISTRATION

- Treatment of duodenal ulcer, benign gastric ulcer: 1 tablet twice daily, taken in the morning
and at bedtime or 2 tablets at bedtime for 4 — 8 weeks, up 06 wnks in chronic gastritis, up to
8 weeks in non steroidal anti-i y drug in ulcer 2
tablets can be given twice daily for 4 weeks to achleve a higher healing rate.

- Gastroesophageal reflux disease (GERD): 1 tablet twice daily, taken In the morning and ul
bedtime or 2 tablets at bedtime for 8 to 12 weeks. Long-1: of healed
1 tablet twice daily.

Zollinger-Ellison syndrome: 1 tablet, 3 times daily. Dose up to 6 g daily in divided doses have
been used.

- Gastric acid ion (p!
then every 6 hours.

- Administration in children:

«  Asuggested dose for the treatment of peptic ulcer in children: 2 to 4 mg/kg twice daily to a
maximum of 300 mg dally; a maintenance dose of 2 to 4 mg/kg once dally may be used,toa
maximum of 150 mg daily.

«  Although there is limited data on the use of ranitidine for gastro-oesophageal reflux disease
and erosive oesophagitis in children, a dose of 5 to 10 mg/kg daily, usually given in 2
divided doses, has been used.

- Administration in renal imp Licensed drug Information recommends dosage of
ranitidine be reduced in patients with severe renal impairment. For patients with a creatinine
clearance of less than 50 mL/minute, an oral dose of 150 mg daily is recommended, which
may be cautiously increased o 150 mg every 12 hours if needed.

CONTRAINDICATIONS

to any of the

is of acid iration) in 11tablet at onset of labour,

of the drug.

PRECAUTIONS:
- Dosage adjustment for patients with Impaired renal function.

- Patients with severe hepatic acute heartdi: &

- The p of gastric should be before the therapy with Ratidin is
instituted.

INTERACTIONS

- Ranuldme appears to only mlmmnlly Inhibit hapluc metabolism of some drugs (cumarin

- Concomitant use of glipizide may see the eﬁucl of hypolenslon butseem to be unusual.
- Ranitidine can reduce the absorption of drugs such as ketoconazole, itraconazole, because
the absorption Is dependent on mo pH of gastric acid.
- itant use of clari
- C use of pi
ranitidine and delays the absorption.
USE IN PREGNANCY AND LACTATION
- Pregnancy: Therapeulic doses do not see any harm to pregnancy, parturition and fetal health.
- Breast-feeding: Ranitidine should only be used during breast-feeding if considered essential.
EFFECTS ON ABILITY TO DRIVE OR USE MACHINES
Drug may cause headache, dizziness, tiredness, therefore avold driving or operating
machinery when taking the drug.
ADVERSE EFFECTS

the peak serum concentrations of

- Drugoften causes and skin rash.

- Rare cases of pruritis and may
occur.

- Very rare cases of it (urticaria, lic shock,
angioneurotic oedema, myalgia, i gl pancy ! y R

heart block, it hepatitis, blurred vision may occur.
* Contact your physiclan If you experlence any adverse reactions while using this
medicine.

OVERDOSAGE

- Noparti are

- Thereisno 5pacmc antidote, symptomatic thelapy and gunaral supportive measures should
be undertaken.

PHARMACODYNAMICS
Ranitidine is a H2-receptor antagonist. It compaetitively inhibits the action of histamine on the
H2-receptors of parietal cells, reducing gastric acid secretion under daytime and nocturnal
basal conditions and also when shmulatcd by food, insulin, amino acids, histamine, or
pentagastrin.
PHARMACOKINETICS
The bioavaibility of ranitidine is about 50%. After oral administration, ranitidine is rapidly
absorbed from the gastrointestinal tract with peak concentralions in plasma occurring about 2
1o 3 hours. Absorption of drug Is not significantly altered by food or antacids. Ranitidine Is
primarily excreted in the urine and the rest in faeces. The elimination half-life is about 2 1o 3
hours. Approximately 35% of the orally administered dose is excreted in the urine as
unchanged drug in 24 hours.
THIS DRUG IS USED ACCORDING TO PRESCRIPTION.
KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN.
SPECIFICATION: Manulacturer's
SHELF-LIFE: 36 months from date of manufacturing.
PRESENTATION: Box of 10 foil strips x 10 film coated tablets.
DO NOT STORE OVER 30°C. PROTECT FROM LIGHT.

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
Manufactured by PHARMEDIC in compliance with GMP - WHO norms
1/67 Nguyen Van Qua Street, District 12, Ho Chi Minh City, Vietnam.

CONG THUC

150mg

(tvang duong 168 mg Ranitidin hydroclorid )

- Téa dugc: Era-pac, avicel, talc, povidon, magnesi stearat, methocel,
natri starch glycolat, ethyl cellulose, PEG 6000, xanh patent V, vang tartrazin,
titan dioxyd, vanilin vifa di 1 vién nén bao phim.

CHI DINH

- Triloétta trang, loét da ddy lanh tinh, loét sau phiu thuat.

- Viém thyc quéan do trao ngudc.

- Trihglching Zoliinger-Ellison.

- Céc (rudng hgp cén thi§tgidm tiét dich vjva gidm tiét acid.

CACH DUNG & LIEU DUNG
Tri loét té trang, loét da day lanh tinh: USng 1 vidn vao budi sdng va 1 vién vao budi 3l
hodc ubng 2 vidn vao bubi 16, diéu trj 4 - 8 tudn; véi ngudi bénh viém da day man tinh
udng 6 tudn; véi ngudi bgnh loét do duing thudc khang viém khdng steroid udng 8 tudn;
vdi ngudi bénh loét ta trang, co thé udng liéu 2 vién, 2 14n/ ngay, trong 4 tudn dé chong
lanh vétloét.

- Viém thyc quan do trao ngugc: USng 1 vién vao budi sdng va 1 vién vao 1l hosic udng 2
vién vao buditéi, didu trj 8 - 12 tuén. Khi da khdi, dé didu trj duy trl dai ngay, ubng 1vién,
ngay 21dn.

- Trihdlching Zollinger Ellison: U8ng 1 vién, 3 14n/ ngay. C6 thé udng dén 6 g/ ngay, chia
lam nhiduldnudng.

- D& glam acid da day (dé phdng hit phai acid) trong s&n khoa: Udng 1 vién ngay luc
chuyén da, sau dé cu cich 6 gid udng 1 14n.

- Liduduing cho tré em:

«  Lidu dé nghj diéu trjloét da day ta trang & trd em: 2-4 mg/kg, udng 2 14n/ngay, 15i da |2
300 mg/ ngay; lidu duytnl 2-4 mg/ kg, udng 114n/ ngay cé thé dugc si dyng, t3i da 150
mgméingay.

«  M3cdu cé rtitthdng tin vé vigc s dyng ranitidin cho viém thyc quén dotrao nguge va
viém loét thyc quén & tré em, liéu 5-10 mg/ kg méi ngay, thudng dugc chia lam 21dn, da
dugc st dyng.

- Lidu dung cho ngudi suy than: Thong tin tin cdy vé thusc khuyén cdo lidu ranitidin dugc
glam & bénh nhan suy than ning. D8I véi bdnh nhan cd dd thanh thl creatinin dudi 50 mi/
phut, liéu udng 150 mg/ ngay dugc khuyén khich, ¢d thé than trong tang 1én dén 150 mg
mdi 12 gid néu cén thiét.

CHONG CHI BINH
Dj ng vdibatky thanh phdnnaociathuée.

LUU Y - THAN TRONG

- Néndiéuchinhliéu & bénh nhan suy chic ning than.

- Ngudibénh suy gan ning, réiloan chuyén hod porphyrin cip, bdnh tim.

- Cénlogitry kha nangkhdiu 4c tinh da day trudc khi didu trj vai thudc ranitidin.

TUONG TAC THUGC

- Ranitidin ue ché rét it w chuyén hoa & gan cia mdt s& thudc (thuéc chdng déng mau
cumarin, th hyli

- Dungcung gllplzld co giptac dung hu huyét4p nhung dudng nhy khangthudng xayra.

- Ranitidin lam gidm sy hdp thu cla cac thuéc do
ranitidin 1am gidm tinh acid cla da day.

- Dung cung clarithromycinlam t&ng néng d ranitidin trong huyéttuong.

- Ding cung propanthelin bromid 1am tdng néng @3 dinh clia ranitidin trong huyét tudng va
1am cham hép thu.

PHY NU MANG THAI VA PHY N CHO CON BU

- Thdiky mang thai: Lidu didu trj khong thy tac hai nao dén ngudi me mang thai, qué trinh
sinh d va suc khod thainhl.

- Thdiky cho conbu: Ranitidin chi dung c4n thist trong thaiky cho con bu.

TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC
Thudc cé thé géy dau ddu, chdng mit, mét mél, cho nén khong nén lél xe hay van hanh
may méc khi dung thuc.

TAC DUNG KHONG MONG MUGN

- Thudng g&p dau ddu, chéng mat, mét mol, tiéu chay, ban dd.

- Hiém gp gidm bach c4u, gidm tiéu cdu, ngUa va ting men transaminase.

- R&thigm gép xay ra phan Ung qua man (mé day, co thit ph§ quan, s8¢ phan vé, phi
mach;, dau cd, dau khdp), m&t bach cdu hat, gidm toan bd huyét cdu, lam cham nhip tim,
ha huyét &p, bldc nhithat,to v & dan 6ng, viém tuy, viém gan, 3i loan diduti§t mAt.

* Théng bio cho Bic T nhilng tic dyng khéng mong mudn gép phal khi s dyng
thuéc.

QUA LIEU VA XU TR

- Héunhukhdng cd v&n dé gl dc bigtkhi dung qua lidu ranitidin.

- Khéngcé thudc giai ddc dichigu néncin didutr hd trg va trigu ching.

DUQC LYC HOC
Ranitidin la thuc d8i khang thy thé H2 histamin, Uc ché canh tranh vdi histamin & thy thé
H2claté bao véch, lam gidm lugng acid dich vjtidtra ca ngay va dém, cé trong tinh trang
bj kich thich bdithic &n, insulin, amino acid, histamin ho3c pentagastrin.

DUQC DONG HOC
Sinh kha dyng cla ranitidin vao khoang 50%. Sau khl udng ranitidin h&p thu nhanh t
dudng tidu héa, néng 4 dinh trong huy&t tudng dat dugc 2 - 3 gid sau khi usng. Sy hdp
thu khdng bj gidm déng ké bdi thuc &n va cac thudc khéng acid. Ranitidin dugc thai tr
chi yéu qua nudc tidu, con lai dudc thai qua phan. Thdi gian ban thdi khodng 2 - 3 gid.
Khodng 35% lidu udng thii trir & than dudi dang khdng ddi trong 24 gid.

THUGC NAY CHI DUNG THEO BON CUA BAC SI.
DE XA TAM TAY CUA TRE EM
DOC KY HUSNG DAN SU'DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SL.

TiBU CHUAN: TCCS

HAN DUNG: 36 thang ké 1 ngay san xudt

TRINH BAY: Hop 10 vI xé x 10 vidn nén bao phim.

BAO QUAN G NHIET DO KHONG QUA 30°C. TRANH ANH SANG.

CTCP DPDL PHARMEDIC: 367 Nguy8n Trdi, Quin 1, Tp. H& Chl Minh, Vigt Nam.
Sén xudt t3l nha mdy GMP - WHO: 1/67 Nguydn Vin Qué, 0.12, TP.HCM, Vit Nam.

Thu nhoé 89%




