Enclosed leaflet

HOPHARMA

Frescription only

SOLUTION FOR INJECTION.

Diphenhydramin hydroclorid 10mg/iml

Pharmacentical form: Solution for injection,
Compesitions: Each ampoule Imlcontains:
Dipheshydramine hydrochloride. .o 10mg

Pharmacological properties:

Diphenhydramine hydrochloride is an ethanolamine - derivative, first generation
antihistamine. Diphenhydramine competitively antagonizes histamine at HI receptor sites
and thereby it inhibits the effects of histamine, which causes typical symptoms at respiratory
tract (cough). nose (nasal congestion, runny nose), skin (erythema, pruritus).
Diphenhydramine also has narcotic and anticholinergic effect.

Because of anticholinergic effect and inhibiting central nervous system,
Diphenhydramine is effective for prevention and treatment of nausea, vomiting.
Pharmacokinetics:

Diphenhydramine is completely absorbed after injection. Diphenhydramine widely

distributes  in 15, human body tissues, including the central nervous system.

Diphenhydramine crosses the placenta and has been detscted in breast milk
Diphenhydramine is approximately 80-85% bound to plasma proteins in vito. Le
extenstve protein binding of the drug has been reported in adults with liver cirhosis and in
healthy Asian adults (compared to Caucasians).

Diphenhydramine is eliminated principally in urine as metabol

5. A portion of drug is
excreted unchanged in urine. The terminal elimination half-life of diphenhydramine appears
to range from 2.4-9.3 hours in healthy adults. The terminal elimination half-life reportedly is
prolonged in adults with liver cirrhosis.

Indications:

- Used as an anti- pausea or anti- vertigo.
- Reduce allergic symptorns caused by histamine, include allergic shinitis, cold,
- Treapment symptoms of muscles tension dysfunction caused by phenothiazine
Contra - indicatio
- Hypersensitivity to diphenhydramine hydrochloride and other antihistamines of
chemical structure,
- Acute asthma.

similar

- Use in Newborns and premature infants and nursing women.

- Not used as local anesthesia
Precautions:

- The sedative effect of the drug may increase when administered concomitantly with
alcohol, or with inhibitors of central nervous system.

- Be espocially careful and it is better not 1o use diphenhydramine with prostatic
hypertrophy. obstructed bladder, pyloric stenosis due to anticholinergic effects of the drug.
Avoid using diphenhydramine for people with myasthenia gravis, narrow - angle glaucoma,

- Caution is advised when using this drug in the elderly because they are more sensitive to
the side effects.

Pregnancy:

Animal studies have failed to reveal teratogenicity.

There are signs poisoning and discontinuation symptoms in infants when mothers taking
high doses or using continuously diphenhydramine in the late stages of pregnancy.
Diphenhydraming is not selected for the treatment of allergic rhinitis or nausea in pregnant
women. There are no adequate and controlled studies to date using diphenhydramine in
pregnant wormen, and the drugs should be used during pregnancy only when clearly needed,
Lactation:

Diphenhydramine has been detected in milk. Because of the potential for serious adverse
reactions to antihistamines in nursing infants, a decision should be made whether to
discontinue nursing or diphenhydramine, taking into account the importance of the drug to
the woman.

Vehicle and machinery operators:

When taking diphenhydramine, use caution driving,

Diphenhydramine may cause dizziness or drowsiness.

operating machinery.

Undesirable effects:

The highest ADR rate is drowsiness. The other ADR may be caused by antagonizing
muscarine.

Usually, ADR > 1/100

- The central nervous system: drowsiness, headache, fatigue, irritability.

- Respiratory: Thickening of bronchial secretions.

- Gastrointestinal: nausea, vomiting, diarhes, constipation, dry wouath, dry mucous

membrane, stomachache, appetite, weigh gain.

. 1/1000 < ADR < 17100

- Cardiovascular: hypotension, palpitation, oedema.
- Central nervous syster: sedation, diz
angioedema.

Somelim

ness, insomnia, irritability, depression,

CLiv

thesia, fremor.

- Nerve - muscle, bone: muscle pain, pa
- Ocular: blurred vision,
- Respiratory: Bronchospasimn, epistaxis.
Instructions on how to tacklie ADR:
Can reduce the majority of the ADR by reducing the dose of diphenhydramine or using
other antihistamines.
Tell vourdocior about any adverse reaction while using drug.
Duosage and administration:
Only using injection when undrinkable.

Deep intramuscular injection.

Slow intravenous injection, the patient is lying down.
Usual dose for adults and adolescents:

- Treatment of Allergic rhinitis, colds or dystonia: intramuscular or intravenous injection,
10-50 mg.

- Treatment of nauses, dizziness: Intramuscular or infravenous injection 10mg when

starting treatment, may increase dose to 20 to 50 mg every 2 or 3 hours.

- Limited usual prescription for adults: maximum daily dose 100 mg or 400 mg.
Intravenous injection speed not toexceed 25 mg/ min.

Usunal dose for ehildren:

- Treatment of allergy, nausea, dizziness: Intramuscular or intravenous injection 1.23 mg /
kgor37.5 mg/m2, fourtimes aday, do notinjectmore than 300 mg/ day.
- Treatment of dystonia: Intramuscular, intravenous injection 0.5to 1 mg/kg/dose.
Dose adjustment in renal failure people: prolong interval of taking drug.
- Glomerular filtration rate is ator over 50 mi/ minevery 6 hours
- Glomerular filtration rate is 10 t0 50 ml/min (mediom renal failure) every 6 to 12 hours
- Glomerular filtration vate is less than 10 ml/ min (serious renal failure) every 1210 18
hours.
Drag interactions:

- Inbibitors central nervous system: Diphenhydramine hydrochloride has additive effects
when administered concomitantly with antihistamines such as diphenhydramine with
inhibitors other central nervous system including barbiturates, tranquilizers and alcohol .

- MAO inhibitors (IMAQO) prolong and intensify the anticholinergic effects of

antihistamines.
Contraindicated in prople taking IMAG.
Overdose and tackling:

Symptoms of overdose: Inhibition of central nervous system: ataxia, dizziness,

convulsions, respiratory depre

sion (especially
scirapyramidal symptoms, sinus tachycardia, to prolong QT-ventricular atrial block, ORS
complex widening, butrarely serious ventricular arrhythmias

dapgerous in young children),

Tackling: Tn the case of convulsion, treatment with injecting intravenously diazepam 5 -
10 mg (childrenfrom 0.1 t0 0.2 mg/ k).

When having anticholinergic central nervous symptoms, irritability, hallucinations,
could use a physostigmine dose  1-2 myg intravenously (children 0.02 10 0.04 mg / kg). Slow
intravenous injection in  at least 5 minutes, and can be given again after 30-60 minutes.

However, it should be available to atropine in case using physostigmin dose too high dose.

When being hypotension, slow intr

venous infusion of norepinephrine. One other treatment

is slow intravenous infusion of dopamine (starting dose: 4-5 micrograms / kg/ mwin).

In patients with extrapyramidal symptoms are difficult to treat, intramuscular or slow
intravenous injection 2-5 mg biperiden (children 0,04 mg/ kg). can be given again after 30
minutes.

It should consider conducting respiratory support. Do not take drugs type caffeine.
camphor because it can cause convulsions
Shelf - tife: 36 months from the date of manufacture,

Storage: Inadry place, temperature not exceed 30'C, protected from light.

Specification: Manufacturer’s

Presentation: Ampoule | ml Box of 10 ampoules, Box of 20 ampoules, Box of 50
ampoules, Box of 100 ampoules, enclosing aleaflet.

Notice: - Take the drug in away prescribed by the doctor.

- Read the enclosed leaflet carefully before use Keep out of the reach of children.
- For further information, please consult the doctor or pharmacist.
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Fﬁ( Thudc bén theo don

DUNG DICH TIEM

Diphenhydramin hydroclorid 10mg/im!

Dang bao chg: Dung dich thudc tiém

Thanh phin:

Diphenhydramin hydroclorid

MNudc ¢t pha titm

Dugely va Coché tac dung:

Diphenhydramin 12 mét thuéc khang histamin H1, thé hé thd nhét, thude nhém din
xuét ethanolamin. Diphenhydramin canh tranh v6i histamin & thy thé histamin H1 va do
@6 ngin cin tdc dung cla histamin, t4c nhan gy ra cdc bidu hidn di Gng déc trung & duding
16 hap (ho), mili (ngat mili, 6 mii), da (ban 80, ngta). Diphenhydramin con cé téc dung
gdy ngt vakhdng cholinergic manh.

Diphenhydramin duge ditng d€ phong va didu tri budn nén, ndn, tdc dung nay mot phin
12 do tinh chilt khdng cholinergic va dc ché hé than kinh trung wong clia thude,

Duge donghoc

Diphenhydramin duge hép thu hokn toan sau khi tiém. Diphenhydramin phén b6 réng

.. 10mg
Uadu I ml

rdi vio cdc ¢0 quan, md clia oo thé, bao gdm cé hé thin kinh frung uong. Diphenhydramin
qua duge nhau thai vi vio duge slia me. T 18 1ign k&t véi protein huyét cao, khoang 80 -
85% in vitro, T§ 1& gin véi protein ft hon & ngudi xo gan va ngudi chiu A (so v6i ngudida
tréng).

Diphenhydramin duge thai trli chlt y&u qua nude tiéu dudi dang cdc chit chuyén héa,
mdt lugng rat it 3o thai dusi dang khdng chuyén héa. G ngudi khoe manh, nlta ddi thid o
112,493 gits. Nira 851 thai trlf cusi cling kéo dii 6 ngudi xo gan.

Chi dinh:

- Diing am thudc chdng budn ndn, holic chéng chéng mit.

- Gidm nhe céc triéu chiing di ng do gidi phéng histamin, bao gbm vidm miti di dng va
camlanh.

-Didutricic phan tng loan truong hic do phenothiazine.

Chéng chi dinh:

MAn cam v6i diphenhydramin va nhiing thufc khéng histamin khic ¢6 cu tric héa
hoc tuong ty.

Hen cip tinh.

Tré sgsinh va tré dé non.

Phy nii dang cho con bi.

Thudc tiém khéng ding gdy 1@ tai chd

Thin trong:

- T4c dung an thin ctia thuc c6 thé tdng 1én nhifu khi diing ddng thai véi rigu, holic
véi thudc e ché hé thin kinh trung udng.

- Phéi dc biét thin trong vh tt hon 12 khong dimg diphenhydramin cho ngudi ¢ phi
dai tuy&n tién liét, tic bang quang, hep mén vi, do tic dung khang cholinergic cla thude.
Trdnh kbdng dung diphenhydramin cho ngudi bi bénh nhuge cd, ngudi ¢ gldcdm goc
dong.

- Cén than trong khi dling cho ngudi cao twéi vi d& nhay cAm véi céc tde dung phu.

Thot k¥ mang thai:

Cac nghién ciu trén dong vat cho thily thudc khong giy qudi thai.

(6 diu hidu ngd doc va triéu chiing ngung thudc & tré 50 sinh ¢6 me diing lidu cao hoje
ding lién tuc diphenhydramin & giai doan cudi cta thai k. Thudc khong phai 1 khang
histamin duge lya chon d€ didu tri viém mili di tng hay budn nén & phu nit mang thai.
Chua c6 céc nghién ctiu diy dd, duge kifm ching trén phu nit mang thai, vi vay chi ding
cho phu nif mang thai khi thit cin thiét.

Thai ky cho con bi:

Thufc qua dugc sita me vi vay c6 thé gy ra cdc phan dng khong mong muén nghidm
trong & tré con bi, ¢An phai lya chon gifia diing thudc vi cho con b,

Téc dong cha thufc 18n khé niing 131 xe va vAn hankh may mée

Can bdo trudc cho ngudi bénh phai than trong khi 141 xe hode van hanh mdy mée, vi
diphenhydramin ¢ tdc dung lam budn ngd nén lam gidm sy tinh tdo. Tdc dung gay budn
nglicé nguy cd gy tai nan cho ngudi 14i xe va ngudi van hanh may méc.

Téc dung khdng mong mudn (ADR):

Téc dung gy budn agt 1a ADR c6 ty 18 cao nhit. Nhilng ADR khdc ¢ thé do téc dung
khdng muscarin gdy nén.

Thudng gdp, ADR > 1/100

- Hé thin kinh trung uong: Ngt gh ti nhe dén vita, nhiic diu, métmoi, tinh trang kich dong.

- Hb hap: Dich tiét ph# quan dic hon.

- Tieuhda: Budn ndn, ndn, ia chdy, tdo bon, dau bung, khd miéng, in ngon miéng hon, ting
cén, kho niém mac.

It géip. 171000 < ADR <1/100
mach: Giam huyét dp, ddnh tréng ngye, phit.

- H8 thin kinh trung vong: An thin, chéng mit, kich thich nghich thiting, mék ngl, ta
chm.

=Ty

- Da: Mén cdm véi anh sdng, ban, phit mach.

- Sinh dyc - niu: B{dal.

- Gan: Viém gan.

-"Thin kinh - co, xudng: Dau cd, di cim, Tun.

- Mt Nhinmd.

- Ho hp: Co thit phé quén, chiy mdu cam.

Hudng din cdch xit tri ADR:

C6 thé lam giam phin 16n cdc ADR nhe bling cdch giam lidu diphenhydramin hofic ding
thudc khéng histamin khéc.

Théng bdo cho bdc 5§ cdc tdc dung khong mong muén giip phdi khi sit dung thuéc

Litulugng vh cAch dling:

Chi diing duding tiém khi khong thé udng duge.

Khi tiém bip cin tidm sau.

Khitiém tinh mach phai tiém chim, ngudi bdnh & t the ndim.

Lidu thuong ding cho nguoi 16n va thiéunién:

+ Vigm miii di ing, cam lanh hoic ching loan trudng lyc co: Tiém bip hodc finh mach, 10 -
50 mg.

+ Chéng nbn, hojc chdng chéng mit: Tidm biip hotc tinh mach 10mg khi bit ddu didu i,
6 thé ting £61 20 d&n 50 mg, 2 holic 3 gid mdtlan.

+ Gidi han k& don théng thudng cho ngddi 1dn: Téi da 100 mg/lidu hoic 400mg/ngay. Téc
d¢ tiém tinh mach khdng dude vugt qud 25 mg/phit.

Lidu thutng dimg cho tré em:

+ Chifa di dng, chdng ndn, chéng mit: Tidm bip hojc tinh mach
mg/m’, 4 14n mbingay, khong tiém qud 300 mg/ngay.

+Chong loan truong hic co: Tiém bip, inh mach 0,5 - 1 mg/kg/lidu.

Hiéu chinh liéu & ngudi suy than: Cin ting khodng cdch diing thudc:

T8¢ d6 loc chu than bing hotic hon 50 ml/phit: Cach 6 gid/lan.

T 46 loc ciu than 10- 50 ml/phit (suy thin trung binh): Céch 6 - 12 gid/tan.

T8 46 loc cAu than dudi 10 mi/phit (suy thanniing): Cach 12 - 18 gid/lan.

Tuong the thude:

- Thudc 1ic ¢hé hé thin kinh trung vong: Tac dung tc ché ha thin kinh trung vong ¢6 thé
ting khi diing ¢dng thoi thudc khang histamin nhu diphenhydramin vdi cac thude e ché hé
thin kinh trung udng khac gdm barbiturat, thudc an than varugu,

- ThuGc ¢ ché monoamin oxydase (IMAD) kéo dai va lam ting tdc dung khdng
cholinergic ctta thudc khdng histamin nhu diphenhydramin.

Chéng chi dinh diing thudc ¢ ngud dang dimg thudc IMAO.

Qua Héu va xi tri:

Triéu chitng qud liéu: Uc ché hé thiin kinh trung uong: mat diéu hda, chéng mit, co giat, e
ch& hd hip (dHc bigt nguy him & tré nho), tridu chitng ngoai thap, nhip nhanh xoang, kéo dai
thdi gian QT, bldc nhi - that, phic hgp QRS din réng, nhung hi€m thay loan nhip tht nghiém
trong .

Xit tri: Trong tradng hop co giat, c¢in didu tri bing diazepam § - 10 mg tiém tinh mach (1ré
em0,1-0,2 mg/kg).

Khi ¢6 tridu chiing khdng cholinergic ning ¢ thin kinh trung uong, kich thich, o gidc, c6
thé diing physostigmin vdi lidu 1 - 2 mg tiém tinh mach (tré em 0,02 - 0,04 mg/kg), Tiem
cham tinh mach lidu niy trong ftnhat S phit, va o6 thé tiém nhic lai sau 30 - 60 phit. Tuy vdy,
cén phéi c6 sén atropin a8 @ phong truding hop ding liéu physostigmin qué cao. Khi bi gidm
huyét dp, truyén dich tinh mach vk n&u cin, truyén chim tinh mach noradrenalin. Mét cich
difu tri khdc Ia truyén tinh mach cham dopamin (liéu bit diu: 4 - 5 microgam/kg/phtt).

O ngudi bénh ¢6 tridu ching ngoai thap khé didu tr, tiém biip holc tiém tinh mach cham 2 -
5 mg biperiden (tré em 0,04 mg/kg), ¢6 thé tiém nhic lai sau 30 phit.

Cin xem x€t tién hanh hé hip hd trg. Khong diing cdc thudc loai cafein, long nfo vi ¢d thé
gy cogiat.

Han diing: 36 thang k& tiingay sin xudt .

Béo guan : D& noi khd rdo, nhidt d6 khong qua 30°C, trdnh dnh sdng.

Tiéu chufin ch:?{t lugng: TCCS

Trinhbay : Ong 1 ml Hop 10 6ng,hop 20 8ng, hop 50 8ng, hop 100 6ng kém hudng din sit
dyng.

Chi¥:

1,25 mg/kg holic 37.5

- Thudc néry chi diing theo don cia bdc s¥.
- Doc k§ hudng ddn sit dung rrude khi dimg.
-Déxatdmray tré em. Néu cdn thém théng tin xin héi ¥ kién Bdc s¥.

San xuat tai
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