Rx Thadc bin theo don

INSUNOVR-30/70 (Biphasic)

Hén dich thuée tiém dirdi da
Tisulin ngudingudn gbc DNA i to hop

MOTASANPHAM

INSUNOVA-30/70 (Biphasic) 1a thuoc tiém
insulin ngudi, v6 khuén, dang hdn dich mén
trang duc.

INSUNOVA-30/70 (Biphasic) 1a hén hop
biphasic isophane insulin gdm 30% insulin tic
dung ngén v 70% insulin isophane (NPH) tic
dung trung binh dong trong lo 10ml.
INSUNOVA-30/70 (Biphasic) dugc dong trong
1o 10ml, 100 IU/ml, ding v&i bom tiém c6 vach
chia liéu chuyén dimg d& tiém insulin.

THANHPHAN

M&iml chiza:

Insulin nguéi Ph.Eur. 100TU.

Dangsinh téng hop (ngudn goc t41t8 hop DNA)
(g6m 30% insulin tac dung ngén va 70% insulin
isophiane (NPH) téc dung trung bmh) ’
LIU (don'vi quiéc t6) romg dwongvoi 0, 035 mg
insulin nguoi.

Td dwpc: phenol, m-cresol; glycerol, k&m oxid,
protamin sulfat, bibasic natri phosphat (khan),
hydrochloric acid, natri hydroxid, nuéc cht pha
tiém.

DUQCLUCHQC-

The dong giam duong huyétcia msulm ladosu
hap thu glucose sau khi insulin ghn véi cac thu
thé trén t€ bao co va m& va ddng thoi wre ché san
sinh glucose tai gan. Thoi gian ban thai cla
insulin trong médu 1d mot vai phut

Do d6, thoi gian tic dong cia mot ché pham
insulin chi dugc xdc dinh boi dac tinh hap thu.
Qué trinh nay anh hudng bdi mét sb yéu 6 (vi
du nhw lidu insulin, dudng tiém va vi tri tiém),
d6 12 1y do chn xem xét sy thay dbi trén mdi
bénhnhinva glua cécbénhnhan.

DUGC DONGHQC s

Insulin duoc chuyen héa & gan va than mdt
lugng nho duge chuyen héa & covimé md.

N6 lién két vm thu thé trén bé mat té bao, duoc
dua vao c4c té bao va sau d6 bi thoai hoa bai
enzym insulin glutathione transhydrogenase
thanh chufiA va B va béi enzyme protease ndi

bao dic hiéu. Khi Insunova-

30/70 duoc tiém dudi da, tic

ddng khéi diu s& xay ra trong

vong 30 phat sau khi tiém,

ndng do dinh dat dugc tir 2-8

gid, thoi gian tac dung Ién dén

24 gid.

Trung binh qua trinh tic dfng sau kh1 tiém dudi
da Insunova- 30/70 (Biphasic) nhw sau: -
Khoi diu téc dong: trong vong %2 gid.
Téc dong toi da: tir 2-8 gidr.

Théi gian tic dung: 16n dén 24 gid.

CHIDINH
Dibutri bénh déi thao dudmg,

CHONG CHI PINH

Hadudng huyét.

Man c4m véi insulin ngudi hay bét cit thanh
phénnio cta thubc.

LIEUDUNG VACACHDUNG

Lidu diing droc c4 thé héa va xéc dinh béi bac
s1, md phtt hop véinhu chu clia tiing bénh nhin.
Lidu diing insulin trung binh hang ngay dé diéu
tri déi thdo dudmg tir 0,5-1,0 IU/kg thy thude
vao tinh trang chuyén héa ciia timg bénh nhén
va muic kiém soat dudng huyét.

Insunova- 30/70 (Biphasic) duoc tiém 1 hodc 2
1an'mdi ngay, tiém dudi da, tdtnhdt I3 truée bira
&n khi'ma mudn khoi dhu tic dong nhanh' cing
lic véi tho ddng kéo dai honnita.

Thoi- didm tiém thube Insunova- 30/70
(Biphasic) ly twdng, nhung khong phai udn
Tudn, 1a trong vong 30 phut sau blfa &n chinh
hodc bita an nhe c¢6 chita carbohydrat. Vi tri
tiém nén duoc luén chuyén trong mdt ving ciia
co thé dé tranh loan dutdng lipid. O nhitng bénh
nhén dai thio dudmg, kiém soat dudng huyét téi
uu & lam chim qud trinh xay ra bién chimg dai
théo dudmg. Vi thé khuyén cdo theo doi chit ché
glucose huyét.
Khong ding I
tiém tinh mach.

va- 30/70 (Biphasic) d¢é

THANTRONG
Dung khéng du lidu hoic
ngung didu tri, ddc bigt 13 &
bénh dai thao dudng tuyp 1, co
thé dfin dén ting dudng huyét
va nhiém ceton acid do d4i théo
dudng. Thong thudng céc triéu
chimg dau tién cia ting dudng
huyet xudt hién Ian uot, trong
khoang nhitu gi¢ hodic nhxeu
ngay. Bao gbm kht nudc, ting tAn suft di tiéu,
budn n6n, nén mira, lo mo, da khé d6 G g, khd
miéng, mét cam gidc ngon miéng ciing nhu cé
mili acetone trong hoi tho.
Khong duoc st dung insulin qué han diing in
trén bao bi.
Chi nén st dung dng thube két hop véi cdc san
pham twong thich véi chiing va dé dam bao éng
thudc hoat dong mot cach an toan va hidu qua,
Insunova- 30/70 (Biphasic) 13 mét hén dich
thin nude, ¢ mau ttfmg duc, chita insulin
ngudi. Khéng duge sir dung Insunova- 30/70
(Biphasic) khong c¢6 mau tréng m& ddng nhit
sau khi xoay tron nhe nhang. Loai b san phém
bt thirdng hay phé ligu theo qui dinh ndi bg.
Insunova- 30/70 (Biphasic) c6 chira m-cresol,
ma ¢6 thé din dén phan tmg di tmg tuyp IV
(phan {mg qud mAn mudn).
Trudng hop quén ding thubc: Tuan thi thoi
diém sur dung insulin [2 vé cling quan frong.
Trong trudng hop quén dung thube, cach tt
nhétlido glucose huyét va tiém mét lidu insulin
(regular) néu nong d9 glucose qué cao. Néu
khong, doi dén lidu ké tlep theo liéu trinh
didutri,
Ngung diing thude: khong dwgc ngung tiém
insulin trir trudng hop do bac si yéu ciu.
Thuong xuyén huéng din bénh nhén dai thao
dudmg céch xéc dinh lidu insulin cAn dimg dwa
trén do ndng d6 ghicose tai nha.
Thin trong khi chuyén @bi loai insulin: bénh
nhan chuyén sang s&r dung mot loai insulin khac
hodc mdt biét duge khac nén duge thyc hién
dwdi su theo ddi chat ch& trén 14m sing. Thay
dbivéham lugng, nhén hiéu (nha san xuét), loai
(insulintéc dung nhanh, tic dng trung binh, tic
dung kéo dai, v.v), chiing loai (insulin ngudn
gbc dong vat) co thé cin pha1 thay d6ilidu ding.

Bénh nhan chuyén sang ding Insunova- 30/70
(Biphasic) hoac chuyén tir Insunova- 30/70
(Biphasic) ¢6 thé cin thay ddi liéu dimg insulin
théng thuong. Néu cén thidt, c6 thé dxeu chinh
trong vai ngay dhusir dung hay den vaitudn,

O bénh nhan ma viée kiém soat nong A6 glucose
huyét da cai thién dang k&, vi dubing cach ting
cudng liéu phap diéu tri v6i insulin, c6 thé ¢6
thay d6i triéu chimg cénh bao thong thudng cua
ha duorng huyét vacan duge tuvan thich hop.

P4 ¢6 bdo céo rang trén mot vai bénh nhén ma
c6 phén img ha dudng huyét khi chuyén tir
insulin ngudn goc dong vat, cac tridu chimg
canh bdo sém cha ha dwdong huyét it 1o ring hon
hodc khéc biét so voi nhitng ngirdi dung insulin
trude do.

Cacthay dbinhu chu lidu:

C6 thé can thiét diéu chinh lidu néu bénh nhan
téng cwdng céc hoat dong thé chét hoic thay ddi
ché d6 #n udng théng thuong. Cac bénh dong
thoi, dac biétla nhlem Kkhudn v céc trién ching
khéc twong tu nhw sbt, thidng 1am tang nhu cAu
insulin. Ruou c6 thé tang cudng va kéo dai tac
dung ha dudng huyét cia insulin,

TUONG TAC THUOC VA CAC DANG
TUONGTACKHAC

Mot s8 loai thude duoc biét 1a twong tac véi
insulin do ¢ lién quan dén qud trinh chuyén héa
glucose. Vi vay, thiy thubc cin hru ¥ dén cac
khaning tuong tac cé thé xay ra.

Mot sb loai thudc lam giam nhu, cdu insulin:
thubc ha dudng huyét dang uéng (OHA),
octeotride, chét trc ché enzym monoamin
oxidase (MAOT), chét fic ché beta khong chon
lgc, chét e ché enzym chuyén anglotensm
(ACE), salicylat, ruou va cic steroid donghoa
MBdt 56 loai thube 1am gia ting nhu cau insulin:
thuc tranh thai dang udng, thubc Igi t)eu
thiazid, glucocorticosteroid, kich thich t& tuyen
gidp va cuong giao cam, danazol,.. chat {rc ¢hé
beta co thé che 14p céc tridu chimg ciia ha dudmg
huyét.

PHUNU CO THAIVA CHO CON BU
Phunirco thai:

Khéng c6 han ché sir dung insulin dé didu tr
bénh dai thdo dudmg trong thai ky vi insulin
kho6ng qua hang rao nhau thai. Khi didu tri bénh

dai thdo dudng & phu nir mang thai, khuyén cdo
tang cudng kiém soat lugng dudng huyét trong
subt thaiky vangay cakhi dy tinh mang thai.
Nhu ciu insulin thidng gism trong 3 thang diu
thaiky va sau d6 gia tang trong 3 thang gitiava 3
théng cubi thaiky.

Phu ni cho con bi:

Sau khi sinh, nhu cdu insulin nhanh chéng tré
lai dén mire nhu truée khi ¢6 thai. Khéng ¢6 han
ché sir dung insulin dé diéu tr d4i théo dudng &
phu nix dang cho con b vi khong ¢4 rti ro cho
embé. Nhu cdu insulin giam trong thoi ky cho
con bu. Theo doi dudng huyét tai nha de tranh
nguy co ha duong huyét. Tuy nhién, cAn gidm
1idu ding insulin.

ANH HUGNG LEN KHA NANG LAI XE
VAVANHANHMAY MOC

Kha néng tap trung va phan {rng nhanh nhay cua

bénh nhan c6 thé suy gidm do két qué clia ha
dudng huyét. Didu nay c6 thé 13 nguy co trong
nhimg tinh hudng ma cc khé néng nay 12 dic
biét quan trong (vi du nhu l4i xe hoi, vin hinh
may méc). Bénh nhén cin dwgc tw vén dé ¢6
bién phap phong ngira tranh ha dwdng huyét
trong khi 14i xe. Didu ndy ddc biét quan trong &
nhung nguoi ¢o suy giam hay khong c6 nhén
thire vé nhimg dAu hidu canh béo ctia ha dwdng
huyét. Cin xem xét dén kha nang l4i xe trong
nhitng trudng hop nay.

TACDUNG KHONG MONG MUON
Nghiém trong: D&i v6i san pham insulin khéc,
néi chung, ha dudng huyét 1a tic dung khong
mong mubn ‘thuong xuyén nhét xay ra. N6 c6
the xdy ra néu lidu insulin qué cao so v6i nhu
céu. Céc trigu chimg clia ha dudng huyét c6 thé
do giai phéng adrenalin gy ra, hodc bdi cung
cap glucose 1én ndo khong diy du. Ha dudmg
huyét nhe c6 thé gdy ra gidc ngu bdn chdn, con
ac mong hodc mo hoi lanh ma danh thire bénh
nhén vao ban dém. Véi ha dudng huyét ning,
thibu hut glucose 1én no c6 thé gdy ra noi lap,
giam tdp trung, su nham I3n, co gidt, hon mé,
t6n thwong nio khong hoi phuc va i vong.
Thuimg gip: Cée tridu ching ma két qua tir
viée giai phong adrenalin, thuong gip 1a ha
duong huyét tir nhe dén trung binh. Bao gdm

T

toat md héi lanh, lo lzfmg, Tun

thy, d6i, nhip tim nhanh, dau

du va cang thing. Khi ding

insulin, thudng gap 14 ting cén.

it giip: phan ‘mg phén vé va

loan dutng lipid c6 thé xay ra &

noi tiém, hé qua cta sy that bai

khi luén chuyén vi tri tidm

trong mot khu vire. C6 thé xay

ra phi khi khoi diu didu trj

bing insulin. Nhitng tridu chimg nay- théng
thudng ¢6 tinh cht tam thai.

Théng bdo cho bdc sT nhiing tdc dung khong
mong muén giip phdi khi sik dung thude

QUALIEU VA XU Trl

Chua x4c dinh trudng hop qua lidu chuyén biét.

Tuy nhién, ha dudng huyét cé thé phit trién tudn

titheo céc giai doan:
Giai doan ha duong huyet nhe ¢6 thé duoc
didu tri bang cach ubng glucose hodc san
phém c6 dudng. Do d6, khuyén céo rang bénh
nhén d4i thdo dudng ludn mang theo mdt s&
vién dudng, db ngot, banh quy hodc nudc ép
tréi cdy c6 dudng.
Giai doanha dudmg huyét néng mé bénhnhén
6 thé tré nén mét y thire, ¢6 thé dugc didu tr
véi glucagon (0,5 dén 1 mg) tiém bip hodc
tiém dudi da boi ngudi da duge dao tao, hodc
bang dudng tiém tinh mach bdi mt nhén vién
y té. Phai tiém tinh mach glucose néu bénh
nhan khong déap ung vai glucagon trong vong
10dn1s phut

Sau khi I4y lai y thire, khuyén c4o bénh nhén an

thitc n ¢6 chita carbohydrat d& ngan ngira tai

phat.

TUONGKY

Chi nén thém vio san phim insulin cac hop chit
dabiétla tuong thich.

Khéng cho hdn dich insulin vio céc dich truyén
tinh mach.

QUICACHPONG GO
Hop0llox 10ml.

BAOQUAN
Bdo quan trong ti lanh & nhiét
d62°C-8°C.
Khéng dé dong bang. Co thé
bao quan hon dich & nhiét 4
phong (dudi 25°C) trong vong
6 tudn mot khi éng thube da
dua vio st dung. Khong tiép
xtic v&i nhigt va nh néng truc
1iép.
HANSUDUNG: 36 thang ké tirngay sén xudt.
Khongding thuéc khi di qud han sk dung
Doc kj hirong din si dung triede ki dimg

Néu cinthém thong tinxin hoiy kién bée sp.
Bé thubc xa tim tay tré em.

Huwéng din cho bénh nhin:

Trutc khi tiém can phdi:

1. Sattring nap ©ao su.

2. Lin lo thudc trong long bén tay &8 thube tré
lai dang hdn dich mau tring duc va ddng
nhét.

. Rut vio dng tiérm mot heong khong khi bang
véi lwgng insulin cin tiém.

4. Bomkhi trén vao trong lo.

5. Pé lo thubc va bng tiém theo chiéu thing
dmg varit insulin vao bng tiém.

. Rut kim va dudi khi ra khoi 6 ong tiém. Kidm
tralai chinh xdc Iugng thuoc cén ldy.

. Tiémngay saukhi hoan tht cacbudetrén.
Nén thay d6i vi trf tiém dé tranh bi loan
dudng mé.

Neén in thive &n ¢6 chira carbohydrate (8n bita
chinh hodic an dam) trong vong 30 phiit sau
khitiém.

[

[=a}

~

Cachitiém:

1. Dung 2 ngén tay kep mdt phan da, ddy kim
tiém vao nép gép da va tiém insulin vao dudi
da

2. Giit kim tiém dudi da it nhét 6 gidy dé dam
béo insulin da dugctiém hét.

3. Néu théy chay mau khi rat kim ra, 4n nhe
ngoén tay vao chd tiém.

Thube duge tiém dudi da & bung s& hip thu
nhanh hon céc vitrikhéac.

Tiémvao chB nép ghp cua danhé 1en s& gidm
161 thidu nguy cotiém vao bip.

Co 56 sén xuét:

BIOCON BIOLOGICS LIMITED

Block No. B1, B2, B3, Q13 of Q1 dand

W20 & Unit S18, 1st Floor, Block B4,
Special Economic Zone, Plot No. 2,34 & 5,
Phase-1V, Bommasandra-Jigani Link Road,
Bommasandra Post, Bengaluru — 560 099,

An P,
@ We care
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INSUNOVR-30/70 (Biphasic)

For the use of the registered medical practitioner or a pharmacist or a hospital
(Prescription only Medicine)

INSUNOVA-30/70
- Insulin Injection, Biphasic isophane Ph. Eur.
-'Insulin, Human of recombinant DNA Origin

COMPOSITION: INSUBOVR-30/70

Each micontains

Insulin, Human Ph. Eur. .......... 1001V

(30% as Soluble Insulin Injection and 70% as
Isophane Insulininjection)

(Insulin, Human of recombinant DNA Origin)
m-Cresol Ph. Eur ... 0.16% w/vand

Phenol Ph. Eur ... 0.065% wiv
(Used as preservatives)
Water for Injection Ph. Eur. .......q.s.

Suspension for injection, for s.c use only
NOTFORI.V.USE

DESCRIPTION:

INSUNOVR-306/70 is sterile, cloudy, white,
aqueous suspension of human insulin.
126SUNOYR-30/76 is a mixture, of biphasic
isophane insulin injection containing 30%
of shortacting insulin solution and 70%
intermediate-acting isophane (NPH)
insulin suspension contained ina 10 mi vial
forinjection.

1NSUNOYR-30/70 10ml vials are available
in the strength of 100°1U/m} for use with
insulin syringes with a corresponding unit
scale.

MECHANISM OF ACTION:

The blood glucose lowering effect of insulin
is due to the facilitated uptake of glucose
following binding of insufin to receptors on
muscle and fat cells and to the
simultaneous inhibition of glucose output
from the liver. Insulin in the blood stream
has a half-life of a few minutes.
Consequently, the time-action profile of an
insulin preparation is determined solely by
its absorption characteristics.

This process is influenced by several
factors (e.g. insulin dosage, injection route

and site), which is why m———
considerable intra and inter frm—
patientvariants are seen. e
INDICATIONS:

Treatment of all types of

Diabetes mellitus

DOSAGE AND ADMINISTRATION:
Dosage is individualised and determined
by the physician in accordance with the
needs of the patient.

The average daily insulin requirement for
Diabetes therapy ranges between 0.5 and
1.0 IUlkg, depending on the individua!
metabolic status and glycemic control.
124SUNOYR-38/78, a premixed insulin is
usually given once or twice daily,
preferably just before meals when a rapid
initial effect together with a more prolonged
effectis desired.

An injection should be followed within 30
minutes by a meal or a snack containing
carbohydrates.

In patients with diabetes mellitus,
optimised glucose control delays the onset
and slows the progression of late diabetic
complications. Regular Blood glucose
monitoring on the advice of the treating
clinician, is therefore recommended.

In geriatric patients, the primary aim of
treatment may be relief of symptoms and
avoidance of hypoglycaemic events.

PRECAUTIONS:

The insulin vials have a protective colour-
coded, tamperproof plastic cap, which
must be removed before insulin can be
withdrawn. The patient must be instructed
to return the vial to the pharmacy if the
plastic cap is loose or missing.

Inadequate dosage or discontinuation of
treatment, especially in type 1 diabetes,

may lead to hyperglycemia and diabetic
ketoacidosis. Usually the
first symptoms of
hyperglycemia set in
gradually, over a period of
hours or days. They include
thirst, increased frequency
of urination, nausea,
vomiting, drowsiness,
flushed dry skin, dry mouth,

loss of appetite as well as acetone odour of

the breath.

INSUNOVYA-30/7@ is a cloudy, white,

aqueous suspension of human insulin.

Never use BISUNOVA-30/70 vials if the

liquid is not white and uniformly cloudy

after gentle rolling.

Keep out of reach of children.

Never use insulin after the expiry date
printed on the pack.

Missed Dose. Timing of insulin doses is
extremely important. The best approach is
to measure blood glucose and add a dose
of regular insulin if glucose levels are foo
high. Otherwise, wait for the next
scheduled dose.

Stopping the drug - Do not stop taking
insulin injections unless ordered by your
doctor. Patients with diabetes are often
given general instructions for modifying
their insulin doses based on home blood
glucose measurements.

Precautions while switching types of
insulin. Transferring a patient to another
type or brand of insulin should be done
under strict medical supervision. Changes
in strength. brand (manufacturer), type
(rapid-acting insulin, intermediate-acting
insulin, long-acting insufin etc.), species
(animal, human insulin analogue) and/or
method of manufacture (recombinant DNA
versus animal source insulin) may resultin
the need forachange inthe dose.

Patients switching to and from
INSUNOYR-30/70 may require a change in

their usual insulin dosage. If an adjustment
is needed, it may occur within the first few
days to few weeks.

Patients whose blood glucose control has
greatly improved e.g. by intensified insulin
therapy, may experience a change in thair
usual warning symptoms of hypoglycemia
and should be advised accordingly.

A few patients who have experienced
hypoglycemic reactions after transfer from
animal source insulin have reported that
early warning symptoms of hypoglycemia
were less pronounced or different from
those experienced with their previous
insulin.

Changes in the Dose Requirement-
Adjustment of dosage may also be
necessary if patients increase their
physical activities or change their usual
diet. Concomitant illnesses, especially
infections and other feverish conditions,
usually increases the patient's insulin
requirement: Alcohol may intensify and
prolong the hypoglycemic effect of insulin.

OVERDOSE:

There are no specific overdose definitions
for insulin. However, hypoglycemia may
develop over sequential stages:

= Mild hypoglycemic episodes can be
treated by oral administration of glucose
or sugary products. It is therefore
recommended that the diabetic patient
constantly carries some sugar lumps,
sweets, biscuits or sugary fruitjuice.
Severe hypoglycemic episodes, where
the patient has become unconscious,
can be treated with glucagon (0.5 to 1
mg) given intramuscularly or
subcutaneously by a person who has
received appropriate instruction, or
glucose given intravenously by a
medical professional.

Intravenous glucose can also be given if
the patient does not respond to glucagon
within 10to 15 minutes.

Upon regaining consciousness
administration of oral carbohydrate is
recommended for the patient in order to
preventrelapse.

PREGNANCY AND LACTATION:

There are no restrictions on the treatment
of diabetes with insulin during pregnancy
as insulin does not pass the placental
barrier. In the treatment of pregnant
women with diabetes, intensified control of
blood sugar is recommended throughout
pregnancy and the same type of control
even when contemplating pregnancy.
Requirements of insulin usually fall in the
first trimester and subsequently increase
during the second and third trimester.

Post partum, insulin requirements return
rapidly to pre-conception levels. There are
no restrictions in insulin treatment while
treating a lactating diabetic mother, as it
involves no risk to the baby. However, the
insulin dosage may need to be reduced.

CONTRAINDICATIONS:

Hypoglycemia.

Hypersensitivity to human insulin or any of
the excipients.

ADVERSE EFFECTS:

Undesirable effects- Hypoglycemia is a
frequently occurring undesirable effect of
insulin therapy. Symptoms of
hypoglycaemia usually occur suddenly.
They may include cold sweat, cool pale
skin, nervousness or tremor, anxious
feeling, unusual tiredness or weakness,
confusion, difficulty in concentration.
drowsiness, excessive hunger, temporary
vision changes, headache, nausea and
palpitation. Severe hypoglycaemia may
lead to unconsciousness and may resulf in
temporary or permanent impairment of
brain function or even death.

TranSitory Side Effects- Oedema and
refraction anomalies may occur upon
'initiation’ of insulin therapy. Local

hypersensitivity reactions (redness,
swelling and itching at the

injection site) are those

transitory reactions, which

may occur during treatment

with insulin and normally

disappear during continued

treatment.

Lipodystrophy may occur at

the injection site as a
consequence of failure fo rotate injection
site within an area.

Serious Adverse Events (SAE) -
Generalised hypersensitivity reactions
may occur occasionally and can cause
generalised skin rash, itching, sweating,
gastrointestinal upset, angioneurotic
oedema, difficulties in breathing,
palpitation and reduction in blood
pressure. These are potentially life
threatening.

DRUGINTERACTIONS:

Beta-blocking agents may mask the
symptoms of hypoglycemia. A number of
drugs with INSUNOVA are known to
interact with the glucose metabolism.
Possible interactions must therefore be
taken into account by the physician.

Some of the drugs leading to reduced
insulin requirement: Oral hypoglycaemic
agents (OHA), octreotide, monoamine
oxidase inhibitors (MAOI), non-selective
beta-blocking agents, angiotensin
converting enzyme (ACE) inhibitors,
salicylates, alcohol and anabolic steroids.

Some of the Drugs leading to increased
insulin requirement: Oral contraceptives,
thiazides, glucocorticoids, thyroid
hormones and sympathomimetics,
danazol etc.

PATIENT INFORMATION:

Instructions to be given to the patlent,
Before injecting this insulin,

» Disinfect the rubber stopper.

» Roli the vial between the palms of the

hands until the liquid is uniformly white
and cloudy.

« Draw into the syringe the
same amount of air as the
dose of insulin to be
injected.

- Injectthe airinto the vial.

= Turn the vial and syringe
upside down and draw
the correct insulin dose

into the syringe.

= Withdraw the needle and expel the air
from the syringe and check that the dose
is correct.

¢ Injectimmediatety.

» Injection sites should be rotated within
an anatomic region in order to avoid
lipodystrophy.

= An injection should be followed within
30 minutes by a meal or a snack
containing carbohydrates.

How to inject this insulin

= Pinch the skin between two fingers, push
the needle into the skin fold and inject the
insulin under the skin, subcutaneousty.
Subcutaneous injection into the
abdominal wall results in a faster
absorption than from other injection
sites.

Injection into a lifted skin fold minimises
therisk ofintramuscular injection.

Keep the needle under the skin for at
least 6 seconds to make sure all the
insulin has been injected.

If blood appears after the needle has
been withdrawn, press the injection site
lightly with a finger.

°

Effects on the ability fo drive and use
machines

The patient's ability to concentrate and
react quickly may be impaired as a result of
hypoglycaemia. This may constitute a risk
in situations where these abilities are of
special importance (e.g. driving a car or
operating machinery).

Patients should be advised to take

»

precautions to avoid hypoglycaemia whilst
driving. This is particularly important in
those who have reduced or absent
awareness of the warning signs of
hypoglycaemia. The feasibility of driving
should be considered in these
circumstances.

ADDITIONAL INFORMATION:
Incompatibilities

in general terms insulin should only be
added to compounds with which it is known
to be compatible. Insulin suspensions
should notbe added in infusion fluids.

STORAGE:

1HSUNOYA-306/76 vials which are not in
use should be stored in its carton at 2°C fo
8°C in a refrigerator (not too near the
freezing compartment)

INSUNOVR-30/70 vials that are in use can
be kept at room temperature (up to 25°C)
for up to 6 weeks.

Keep protected from light.

Insulin products, which have frozen, must
notbe used.

IHSUNOVA-30/78 vials should never be
exposed to heat or direct sunlight and
should never be frozen.

SHELF LIFE:
36 months

Manufactured by :

BIOCON BIOLOGICS LIMITED

Block No. B1, B2, B3, Q13 of Q1 and

W20 & Unit S18, 1st Floor, Block B4,
Special Economic Zone, Plot No. 2,3,4 & 5,
Phase-1V, Bommasandra-Jigani Link Road,
Bommasandra Post,

Bengaluru — 560 099, India.
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