IIEFENSIE FILM COATED TABLET

efense, the brand of Cimetidine, is a histamine H,-
eceptor antagonist.

ngredient(s):
ach tablet contains:
imetidine ............. e e s +- . 400mg

ction{sl
Cimetidine competitively inhibits the action of
histamine at the histamine H;-receptor of the parietal
cells and thus represents. a new class of
pharmacological agents, the histamine H,-receptor
antagonist.-

Studies have shown that Clmetidine_ inhibits both
daytime and nocturnal basal gastric acid secretion, It
also inhibits gastric acid secretion stimulated by
food, histamine, pentagastrin, caffeine and insulin.

gastric acid secretion may be beneficial, such
conditions include duodenal and gastric vlcers,
esophageal refiux, selected casses of persistent
dyspepsia, and pathological hypersecretory states,
such as Zollinger-Ellison Syndrome.

Cimetidine’s ability to inhibit acid secretion also
means that Cimetldine may be used for the
prophylaxis of gastrointestinal hemorrhage as a
consequence of stress ulceratlon and in patients at
risk of acid aspiration (Mendetson’'s Syndrome) during
general anesthesia. -

. Cimetidine may aiso be usad to reduce malabsorption
"and fluid loss in patients with the short bowel
syndrome and to reduce the degradation of enzyme
supplements given to patients with pancreatic
insufficiency.

‘Cimetidine is not an anticho!merglc agent

ndication[s]

reatment of duodenal and gastric ulcer, esophageal
eflux disease {incliuding heartburn and peptic
sophagitis}, selected cases of persistent dyspepsia, and
athological hypersecretory states, such as the Zollinger-
Itisan Syndrome.

osage and Administration:
he total daily dose by any route should not normally
xceed 2.4g. The usual dose by mouth is 400mg twice
aily (in the morning and at bedtime). Day-time doses
hould generally be taken with meals. Qther regimens are
00mg, or if necessary 400mg, three times daily with
00mg at bedtime. In the management of duodenal and
astric ulcer, a single daily dose of 800mg by mouth at
edtime is recommended which should be given initlally
for at least 4 weeks in the case of duocdenal and for at
feast 6 weeks in the case of gastric ulcers.

In reftux esophagitls the recommended dose is 400mg

four times daily {(with meals and at bedtime) for 4 to 8
weeks, and in pathological hypersecretory conditions,
such as Zellinger-Ellison Syndrome, a dose of 400mg four
times daily may alse be required, occcaslionally increased
to a total of 2.4g dally. The dosage of Cimetidine should
be reduced in patlenls with impaired renal function;

Cimetidine Is uséd in condlition where -inhfbitlon of"

Cimetidine should be given in reduced dosage to patients
with “impaired renal function. Clmetidine has been
reported to interact with many other drugs but the full
clinicai significance of some of these interactions has vet
to be established since many of the studies have involved
hezithy subjects given single or subtherapeutic doses.
These interactions which are generally considered to be
cf clinical importance are with Lignocaine, Phenytoin,
Theophylline and Warfarin where the blooad
concentrations &f these drugs may be increased to such a
degree that a reductlon in their dosage may be
necessary. Increased blood concentrations of some
antiarrhythmics, some benzodiazepines, some beta-
blockers, and some vasodilators have also been reported.

Use in Pregnancy and Lactation:

Pregnancy: Although studies in humans have not been
done, risk-benefit must be considered since animal
studies have shown that Cimetldine crosses the placenta.
Also, a study in rats exposed to Clmetidine during
fntrauterine - lite and the..immediate neonatal pariod
showed a hypoandrogenization in adult life with
decreased weights of androgen-depeandent tissues and
decreased concentraticns of testosterone.

Lactation: Problems in humans have not been
documented; however, Cimetidine is excreted in breast
milk and could possibly suppress gastric acidity, inhibit
drug metabolism, and cause .central nervous system
{CNS&) stimulation in the nursing infant. 1t has been found
that very high acute and chronic milk/plasma ratios occur
with the use of Cimetidine; therefore, the Committee on
Drugs of the American Academy of Pediatrlcs has
recommended that Cimetidine not be taken by mothers
while they are breast-feeding.

Bide Effect(s) / Adverse Reaction(s):

Adverse reactions of Cimetidine are generally infrequent
and are usually reversible following a reduction of
dosage or withdrawal of therapy. The most common side
effects reported are diarrhea, dizziness, tiredness, and

. rashes,

Contraindication(s):
Contraindicated in patients known to have
hypersensitlvity to the product.

Symptoms and Treatment for Overdosage, and Antidote(s):

In view of apparent lack of toxicity of Cimetidine in
overdosage, it is recommanded that treatment should
consist of gastric lavage or administration of syrup of
ipecacuanha, provided that not more than 4 hours have
elapsed since ingestion of the drug, followed by
supportive measures and symptomatic treatment only.
Forced diuresis is not recommended and, moreover, there
appears to be no evidence that it enhances the excretion
of Cimetidine from the body.

Storage Condition(e):
Keep in an air tight container. Store at temperature
between 15°C and 30°C. Protect from light and moisture.

Shelf-Life:
3 years from the date of manufacture.

Packingis):
Plastic bottle of 100's, 500's, 1000's and 1500°s.
Blister packing of 10's x 10.
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DEFENSE FILM GOATED TABLET

efense la tén bidt dugc cla Cimeiidine, la chat dai khéng
istamine thy thé& Ho.

Cimetidine Uc ch& canh tranh tac dung cla histamine tai

thuy thé H2 cla céc t& bao thanh va do 46 tiéu bidu cho mot

nhém thude mdi ¢é tac dyng ddi khang histamine thy thé

H2.

2. Cdc nghién cdu cho thdy rdng Cimetidine Uc ché sy ti&t

- acid dg day ca ngdy va dém. Thulc cling dc ché sy tigt
acid da day dudi tac dung cha thic &n, histamine,
pentagastrin, caféin va insulin. -

3. Cimetidine dugc dung trong nhing trudng hop khi sy dc
ché€ bai tiét acid da day vén cdn hiéu qua; dd 1a nhing
trudng hop loét da day ta trang, héi chung trao ngudc da
day-thyc quan, céc trudng hgp réi loan tiéu hda dai déng,
va tinh trang tang tiét acid bénh 1y, nhu hdi ching Zollinger-

~ Eflison.

4. Gimetidine c6 kha nang U6 ché tidt acid didu dé cd nghta 13
Cimetidine cé thé dugc si dung dé du phong xudt huyét
tiéu hoa do loét kich Ung, va nhing bénh nhan cé nguy cd
hit acid trong gay mé (hdi chung Mendelson)

5 Cimetidine dung dugc cho bénh nhan kém hip thu va gidm
tiét dich tidu hda trong hdi chiing rudt ngdn va clng lam
gidm sy thodi hoa cla cac diéu 1§ men cho bénh nhan suy
chuc nang tuy.

6. Cimetidine khong phai 14 chét Khang cholinergic.

Chi dinh:

Digu tri loét da day va t& trang, hdi ching trao ngugc da day

hife quan (bac gdm néng rat va viém da day do peptic), mét vai

rudng hop réi toan tidu héa dai ding, va cdc tinh trang tang t|ét
bénh Iy, nhu hai ching Zollinger-Ellison.

Li€u vi cich ding:

Tong 18y mdl ngay.thudng khéng nén qua 2 4g ligu udng.
Théng thudng la 400mg hai l&n mdi ngay {sdng va t8i). Ligu
dung ban ngay nén ding clng luc v&i bda &n. Céc lidu khic 1
200mg, hodc néu can thiét 12 400mg, ba [&n mdi ngay vdi lidu
400mg udng It trude khi di ngl. BE didu tri loét da day ta trang
idu duy nhit m&ingay i 800mg uling truse Khi di ngll va nén
At dau it nhat 14 4 tuain trong trudng hop loét t4 trang va it nhat
3 tudn trong trudng hop icét da day. Trong truding hop hai
-hiing trac ngugc da day thyc quén lidu dé& nghi la 400mg bdn
an mdi ngay (uéng trong bita &n va trudc khi di ngl) trong 4
3én 8 tudn, va trong truding hgp tdng ti€t bénh Iy, nhu héi ching
Zallinaa:Fllison. oo the dai hr:u Jign A00ma bAn J8n mdi nodar Ax
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Thin trong: :
Trude khi sit dung”Cirmetidine cho bénh nhan loét da day 14
trang nén loai trd kha ndng bénh &c tinh vl Cimetidine c6 thé
che diu tridu chdng bénh va 1am cham tré chan doan.
Cimetidine nén dugc gidm li&u d bé&nh nh&n suy gidm chuc
nang than. Cimetidine dugc ghi nhan 1a c6 tuong tac vdi mat s8
thudc khac nhung bidu hién lam sang dly Gl va c6 gid tri clia
céc phan Ung tuong téc ndy chua duge ching minh bdi vi nhiing
nghién cdu thudng duge lam trén ngudi khde manh. Nhiing
tuong tac thudc dugec xem 1a quan trong trén 1&m sang (a tudng
tac vdi Lidecain, Phenitein, Theophylline va Warfarin do néng
4o cla cac thudc ndy trong mau gia tdng nén vide gidm lidu
nhiing thudc nay la can thiét gém thude chéng loan nhip, thudc
an than thudc nhém,Benzodiazepine, thuc c ché beta, va
thudc gian mach.

Sd dung cho phu nd cé thai via cho con b

Lu¢ ¢ thal ! Mé&c di chua cod cdc nhgién cuu trén ngudi,
nén than trong vdi cac y€u 16 nguy cd vi c4c nghién cliu trén
suc vat cho thay ring Cimetidine & qua nhau thai duge. Clng
vay da cé nghién cdu & chudt cho thdy Cimetidinelam gidm sy
sdn xudt androgen & chudt me trong thai ki mang thai va thdi
k¥ chu sinh, teo gidm cdc mé 1& thudc androgen va gidm ndng
dd cla testosterone trong méu

‘Lic cho con b Khbng c6 tai lidu ghl nhén; tuy nhién

Cimetidine dugc bai tiét qua sifa, lam Uc ché tiét acid, ¢ ché
chuyén héa thudc, va gay kich thich hé thdn kinh trung uong
cho tré dang bu. Ngudi ta cing thdy réng 1l 18 sla/huyét fuong
cao cép tinh va man tinh do viéc sl dung Gimetidine; do dé Uy
ban v& thudc thudc Hoc vién Nhi khoa My khuyén cdo ring
khéng nén ding Cimetidine cho cac ba me dang cho con by
Tic dung khéng mong mmuén:

Tac dung khéng mong muén cla Cimetidine thudng it xay ra va
bién m&t khi gidm lidu ho¥c ngung didu tri. Tac dung phu phé
bi&€n nh&t duge ghi nhan ta tidu chay, mét mdi, va man aé.
Chéng chi dinh:

Chdng chl dinh cho nhiing bénh nhan nhay cam véi thudc.
Triéu ching va trj liéu khi qué li‘é‘ﬁ, thuéc giai
dﬁe:

Do dgéc tinh cla Cimetidine khi qué ligéu chua duge 1 rang,
ngudi ta d& nghi viéc didu tri nén bac gdm sic rita da day hay
ding xird ipeca trudc 4 gid d& tranh sy hdp thu thulc, sau d6
chi dung véc bién phap nang dd va diéu tri triéu chung. Khéng

~ nén dupg thudc Igi ti€u manh va hadn nija qudng nhu khadng ¢6

béng ching nao cho thiy thuoc Igi tiu lam gia ting bai tiét
Cimetidine.

Bdo qudn;
Buyng trong hdp kin. Bao quan noi mat. Tranh énh sang va £m
uol.
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