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For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only.

Human Normal Immunoglobulin for Intravenous Use IP

Globucel 10 %

For Intravenous Use Only

Human Normal in for Use P 10% 10%),
DESCRIPTION
Globucel” is a sterile and solvent-detergent (S/D) treated of highly purified in G (I9G) intended for intravenous use. It s prepared from the large pools of the human plasma

obtained from the healthy donors. Globuicel s used to provide passive immunity by increasing an individuals antibody tter and antigen-antibody reaction potential. Globucel aiso helps o prevent or

PRODUCT SAFETY
Collected blood plasma wh\ch used in manufaclurlng of GLOBUCEL®, screened for the mandatory infectious diseases. Only on being declared negative to HBsAg, HIV | & Il antibodies, HCV RNA and
tibodi HCV

The manulac(urlng procedure |ncorporates SD (SolventDetergent) treatment and low pH incubation, which inactivates viruses. After manufacturing, the product is tested as per specification and
indicates the product is non-reactive from viruses like HIV, HBsAg, HCV. Multiple steps have been applied to product safety assurance; there is a very remote probability that unknown infectious agents
may be present n thess products ke newer emerging iruses and theoretical CJD (Creutzfeldt Jakob Disease). The process parameters,charaterizations and final product quality are designed such,

thatthey meet blood donors whose plasma have been used for have been for atleast ten years at the site of origin.
HIV:Human i irus; HCV: Hepatitis C Virus; HAV: Hepatitis Avirus; HBSAg: HepatmsBsur’aceamlgen

COMPOSITION
Each vial contains:

Concentration 10%

AvailablePack size 20ml / 50ml /100ml

Total Protein 100 g/t

Immunoglobulin G >95%

Maltose (as stabilizer) 100 g/t

IgA Content <80 mg/l

1gG subclass: Normal Distribution

CLINICAL FHARMACOLOGY

Pharmacodyna
Globucel®. human ntravenous immunoglobuli, provides a broad sp f ibodi insta wide variety of| ial and viral agents reflecting the IgG activity found in
the donor population. lthas an IgG subdlass disiribution similar o that of native human plasma. IG e ioihas comamed in IVIG provide passive immunity by increasing an individuals antibody titer and
antigen-antibody reaction potental and pevent o modifycertain fIVIG canrest low IgG level to the normal range. The role
f action of Ig has not been fully
Pharmacokinetics
Peakllevels of IgG are reached immedi infusion of IVIG in Following nfusion, IVIG products show a biphasic decay curve. The nfal (@) phase
i i postinfusion peak n serum igG andis followed by rapid decay dus o equiibration between the pasma and fluid unti half
in the space. After days, ached between the intra and extravascular compartments. The second (B) phase is Cheraqered by a slower and
constantrate of decay. As a class, IgG survweslongerln AT otherserum prolems Peak|evels of IgG are reached withir fteran infusion of IV
Halflife of gG in with normal seru 1825 Gays while s 12-45 G2y n patients with Immunodeficiendies. The halfife of G can vary considerably from person
to person, however In pamcular igh serum o of 1gG and with fever and infection have been seen to coincide with a shortened half-life of IgG. 19G and IgG-
ells of the ial system.
INDICATIONS & USAGE
indicatedin several ciical conditons. A dlistof clinical i “isindicated s as under

Primary Immunodeficiency (PID) Syndror
Repl?‘cemennhlerapytopromotepasswe\mmumty the following PID betreated withi 1gGand
+ Congenital
+ Common variable immunodeficiency
« X-linked agammaglobulinaemia
+ Wiskott-Aldrich syndrome
- Severe combined immunodeficiencies.

IVIG may in patient; animmediate or large i i ions, in patients with small muscle mass, and in patients with bleeding tendencies
inwhom (i i
19G can also be used as replacement therapyn:
I| i (CLL) or multi (MM)withrecurrent infectons.
e have Dactenal foctions. Hiv-nfocied children with (1gG ) should receive IVIG (400 mg/kg once every 2-4 weeks)

to prevent serious bacterial infections.
Kawasaki Syndrome
IVIG is used in conjunction with aspirin therapy for nitial treatment of the acute phase of Kawasaki disease.
Approximately 210% of patients with Kawasaki iseass fail o respond to inial reatment with IVIG and aspiin therapy and have persistent fever or recurrent fever ater an iitl afebrls period

Retreatment with IVIG (within 24-48 hours of fever therapy usually
Idiopathic Thrombocytopenic Purpura
Indicated for the treatment of acute or chronic (€.g., ion) idiopathi Purpura.

i ion(BMT)
In adults and children undergoing BMT, IVIG can be used to decrease the risk of infections (e.g., septicemia), interstitial pneumonia of infectious or idiopathic etiologies, and acute graft-versus-host

disease.

Guillain-Barre syndrome

IVIG initiated within 2 weeks of b iy pl hang

Cl i y inatil (CIDP)

IVIG may be used for of i y i toimprove isability andi andfor therapy to preventrelapse.

Multifocal Motor Neuropathy (MMN)
DOSAGE AND ADMINISTRATION
Dosing Considerations

Forintravenous use only.:
- Globucel P jisually for i on pri i whenever otuseif! observed.
+ Globucel”liquid must not be mi medicinal i ith other in o sameiinfusion aet. Do not mixwith niravonous
immunoglobulin products from other manufactur

270 mm

- Globucal lquid should be at room temperature during administration. Any bottle that has been opened should be used promptly within one hour. Partially used botes should be discarded since
this drug does not contain any preservatives.
+ Priorto fVIGinfusion, not depleted and hydrated
. ize th the on and individual patient requirements.
* Ingenera,inpatiets eceiving iialdoses ofIVIG or swiching rom ane VIG preparationio angiher, ntatothe nfusion atoathelower end o range andi
maximum recommended rate only afer the patien
o e ranGhon cssins dag e M o, doteoasa e rta o ricionor s Uninare
. rbyrapid IV infusioniin pafients with or atrik or enal dysfuncion orthromboﬂc events.
- Risk hould be dentified, such as pre-exi ngrenal bet ght, oroverthe age of 5.
+ Assure that i ool theiniiaion of Gabscel Earentahoaas foratleast 20 minutes after administ
* It'Shauld be Infused ntravenously at an intal rate of 0.5 mikg/hr for 30 minutes. Ifwell olerated, the rate of administration may gradually be increased (o a maximum of 3 mikg/r.
Primary Immunodeficiency Syndrome
As there are significant differences in the haif-ife of IgG among patients with primary humoralimmunodeficiencies, the frequency and amount of immunoglobulin therapy may vary from patient to patient,
The proper amount can be determined by monitoring cliical response. The dosage regimen should achieve a trough level of 1gG (measured before the nextinfusion) of at least 4 - 6 gIL. The dose of
Globucel iquidforoplacemen herapy inprimary humoralimmunodefisoncy diseases is 0010 800 maikg body weight (-6 mLkg) admiisered avery 310 4 weeks. The dosago may be acusted over
timeto Three to sixmonth therapy for to ocour
Kawasaki Disease
Fornial reaiment of acuto phaso A AP and ACCP rocommend a ingle dose of 2 g1 of V1S given ncorjnton with i (60-100 kg dalyorup 0 14 ays, then 1-S makyonco iy o
6-8 weeks) initiate ithin 7-10 days of i Ifthere s no " persists or 6 hours after nitial IVIG dose), retreatment with another single
dose of 2g/kg of IVIG (given within 24-48 hours of persistent or fever) and continued aspiin therapy s recommended
Idiopathic Thrombocytopenic Purpura (ITP)
Forinduction therapy, usual dosage is 200-400 mg/kg once daily for 5 consecutive days. In acute childhood ITP, if an iniial platelet count response to the first 2 doses is adequate (30,000-50,000/mm3),
discaninue erapyater s sscond day f e &-day regimen, Fortrssmentof chvonc P, fplstalatcount dscreasesto-<30,000/mm 3 sndior cincal importantbescing becames apparent folowing
inifial induction therapy, administer 40 toccur, 10800-1000 mg/kg given as a single infusion
Prevention of Serious Infections in HIV-nfected Individuals
(I9G <400 mg/dL): ACIP, AAP, CDC, NIH, and other 400mglkg of IVI y2-4weeks.
Guillin-Barrs Syndromo
European Societi the 0.4 g/kg daily for 5 days.
he dosag in Table 2 are general guidelines. Actual dose regimen will be decided 'sd patient’s clinical cont
Multifocal Motor Neuropathy (MMN)
Starting dose: 2 g/kg given over 2-5 days.
Maintenance dose: 1 g/kg every 2 to 4 weeks or 2 g/kg every 4 to 8 weeks.
First Infusion:
Itis recommended that Globucel® liquid be initially infused at
infusion rates stated below, at least until the physician has had
adequate experience with a given patient. )
Subsequent Infusions:
Step | Time First Infusion of Globucel 10 - Sub Cnfosions of
Rate (mikg/) Step | Time Globucel 10 C
1% 30 minutes. 0.5 Rate (ml/kg/hr)
T30 mimn . 7| 15 minutes 05
i mmes 27| 15 minutes 1
3°__| 30 minutes 2 T 75 minutes >
4| To complete infusion | 3' 4| To complete infusion | '
Rate not to exceed 150mllhr *Rate not to exceed 300 mihr
For patients judged to be at risk for ing renal events, administer Globucel” liquid at the minimum infusion rate practicable, not to exceed. However, data are not
avalable o dale o donify mayimum safo ose, Goncentration, and rate of infusion In patients at isk for renal dysfunction: Ensure that patients wih pre-existing renal insuficiency are not volume
depleted; i ifre
Dosage ion for human i
No. Indication Dose
1 Replacement therapy in primary immunodeficiency | Starting dose: 0.3 - 0.6 g/kg followed every 3 -4 weeks adjusted to achieve desired trough serum IgG concentration and dlinical response.
syndromes
2 therapy in yi 0.2-0.4 ghkg, every 3 - 4 weeks adjusted to achieve desired trough serum IgG concentration and clinical response
syndromes
3 Kawasaki syndrome 2 glkg in one dose in association with acetylsalicylc acid or 1.6 - 2 g/kg in several doses for 2 - 5 days in association with acetylsalicylic acid
4 Idiopathic thrombocytopenic purpura 0.2- 0.4 glkg for 5 days or 0.6 — 1g/kg on day 1, possibly repeated once within three days.
5 B-cell Chronic lymphocyfic leakaemia Recommended dose is 0.4 glkg every 3 - 4 weeks.
6 Pacdiatric HIV-I infection 0.2 0.4 glkg every 2 — 4 weeks.
7 Allogenic bone marrow transplantation 0.5 glkg every week from day -7 up to three months after transplantation.Individualize dosage to maintain rough serum 1gG
(1) Treatment of infection and prophy-laxis of concenirations exceeding 400-500 mg/dL_; monitor trough serum IgG concentrations approximately every 2 weeks.
graft versus host disease -
(2) Persistent lack of anibody production 0.5 glkg every month until antibody levels return to normal.
8 Guilain-Barre syndrome 0.4 g/kg /d for 5 days
- — Globucel” 10%:
9 Chronic y D Initally loading dose of 2 g/kg (20 mL/kg) given in divided doses over 2 to 4 consecutive day. Maintenance infusion of 1 gfkg (10 mLikg)
administered over 1 day or divided into two doses of 0.5 g/kg (10 mLikg) given on 2 consectiive days, every three weeks.
10 Multfocal Motor Neuropathy (MMN) Starting dose : 2 g/kg given over 2-5 days.
Maintenance dose: 1 g/kg every 2 to 4 weeks or 2 glkg every 4 to 8 weeks.

USEIN SPECIAL POPULATION

Pregnanc
US-FBARregnancy category C.

Animal reproduction studies have not beer with (IVIG). It also not known whether intravenous immunoglobulin can cause fetal harm when administered to a
pregnant womanor can affect reproduction capacity. Thers is the possibilty of irus B19 fthis drug. In case of infection, fetal disorder such as abortion, fetal hydrops,

and fetal death may ocour. Intravenous immunoglobulin should be given toa pregnantwoman only ifclearly roaded,

Nursing Mothers

Intravenous immanoglobuin has notbeen evaluated in nursing mathers

Pediatric Use

Safoty and efficacy of nfravenous immunoglobulin have not boen established in chidron under 2 years of age.
=16 years). There were no obvious differences observed between adults and pediatric subjects with respect to pharmacokinetics, elﬁcacy and safety. ! pemamc spemnc dose requirements were

necessary lo achieve the desired serum IgG levels.

Geriatric Use

Patients > 65 years of age may be al increased risk for developing certain adverse reactions such as thromboembolic events and acute renal failure (See Warnings and Precautions). In the clinical trial
nly 4 > lled, a number d differently from younger subjects. Inthese 4 patients no particular

[Ssuewers obsarved.

CONTRAINDICATIONS

Globucel inindividuals who have had i i ions to inoranyi inthe i ine should be available for immediate

reatmantof an anaphyiaciic reaction i cours

Globucel" is contraindicated in individuals with selective IgA deficiency or IgA deficiency with antibodies against IgA, since these individuals may have antibodies to IgA (or develop antibodies following
administration of Globucel") or other blood products containing IgA.

Acute hypersensitivity reaction to corn; this product contains mauose derived from comn.

WARNINGSAND PRECAUTIONS

Sen:
Severe hypersensitivity reactions, including anaphylaxis, reported rarely following admin of in (IVIG), in (IMIG) or
should be readily available in case anaphylaxis or an anaphylactoid reaction occurs. If a severe reaction oceurs,
mmune globuin immediately and mshtute  appropriale therapy s indicated. IgA defiient patients with antibodies against [gA are al greater ik of ivity and
tions when I (Sex 1ONS) Pationts known to have com allergios shouid avoid Leing Globucel (Soe CONTRAINDIGATIONS.

Infusion Reactions
Thereis a isk of reactions including fever, chills, nausea, and vomiting upon IV infusion in patients who have not previously received immune globulin therapy, patients who are being switched to another

preparation of immune globulin, and those who have not received immune globulin within the preceding 8 weeks. These reactions generally appear 30 minutes to 1 hour after initiation of the infusion and

include flushing ofthe face. ighiness in he chest hil, fever izziness nauses, vomiing. is, and or ion. Closely monitor for adverse reactions throughout the infusion

since these reactions may rarely lead tos|

IVIG may cause a precipitous fall in BP I sinical manfestations of anaphylaxis, which appear to be related to the rate of IVIG infusion; do not exceed the recommended rate of infusion. If flushing,

changes i BP or pulse, or other nfusion reactions occur, slow or temporarily top the infusion. In when bside promptly, the infusion may be resumed at a rate thatis comfortable

forthe patient. Stopinfusion i if other severe

Renal Effects

Renal dysfunction, acute renal failure, osmotic nephrosis, and death reported in patients receiving immune globulin. Patients at increased risk for acute renal failure include those with any degree of
preexisting renal insufficiency, diabetes mellitus, volume depletion, sepsis, or paraproteinemia; those receiving concomitant nephrotoxic drugs; and/or those >65 years of age. To minimize fisk of acute

renal failure, ensure that patients are not volume depleted and are hydrated prior to of IVIG. Always use lowest efective dosage at the minimum concentration available and at

the minimum practicable rate of infusion, especially in patients atincreased risk for acute renal failur

Assess urine output and ronal funclion iAcluding blood Urea niirogen (BUN)! serum creatining, prior o and at appropriate intervals during therapy with IVIG, especially in patients considered atincreased

riskforacute renal faiure.

oceurs, consider inuing intherapy.

Risk of issible Agents in Pl derived i

Because bl from pooled they may carry arisk of ts, including ts of viral hepatitis and HIV

infection, and ically may carry a risk of gent of C JD) orvariant CJD (vCJD!

Risk for : iru edto be low because plasma donors are screenedforlﬁlerr;?\ﬂna Viruses (HBV, HCV, HIV) and viralreduction/nacivation procedures used
E

Because no purification method has been Shoun tobe 1ota\|y effetive n removing the risk o vl nfectviy from p d and because new blood-borne viruses or other disease

lahgen's may emerge that may not by byt process o carelullywelgh Tisk of pathogen benefits of i lobuli

py-
Reportallinfections thought possibly to have by globuli

Blood Glucose Testing

IVIG preparations that contain maltose (e.g.. Globucel®) may cause falsely elevated results in blood glucose determinations with tests that use nonspecific methods based on glucose dehydrogenase
pyrroloquinolinequinone (GDH-PQQ) o glucose-dye oxidoreductase. This has resulted in the inappropriate administration of insulin, resulting in life-threatening hypoglycemia. Also, cases of true
hypoglycemia may go untreated if the hypoglycemic state is masked by falsely elevated glucose readings. when Globucel, the of blood glucose must be done
with a glucose-specific method. The product information of the blood gucose testing system, including that of the test strips, should be carefully reviewed to determine if the system is appropriate for use
with maltose-containing parenteral products.

Thrombotic Effects

Thrombotic events (e.g., chest pain, MI, CHF, cerebral infarction, ischemic encephalopathy, severe headache requiring hospitalization, pulmonary embolism, retinal vein occlusion, peripheral venous
{hrombosis), ncluding some ataiies, reporied in patiens receiving IVIG. IViG-induced alterations of blood theology (... platelet acivation, icreased blood vscosity) and nfusion-related

hypertensive effects appear to contribute to the Patients with a history of multiple Tisk factors, mpaired cardiac
oulput, cerebrovascular disease, coronary artery disease, ooagulanon or hypercoagulable disorders (e.g., factor V Leiden), prolonged periods of immobilzation, advanced age. obeslty. diabetas
meliitus, acquired or inherited . previous event, o known or suspected hyperviscosiy, and/r hose recelving esirogen-containing products mey be at
increased risk. Weigh potenllal nsks and benefits of i fobuin againstthose o s beil

Prior to globulin theray patients wi (e.g., those with advanced age, disease, CAD, diabetes mellitus, high serum levels
of amonoclonal grotein, ahistory of polonged i Te.a. bec-bound], andior a niiory of

Because of potenial ncreased ik of hrombosis, consider basaine assessmant of blood viscesity in pauems at risk for hyperviscosity (e.g., those with s, fasting

high or

Hemolysis

IVIG and immune globulin subcutaneous can contain blood group antibodies which may actas hemolysins and induce invivo coating of RECs with i causing a p

reaction and, rarely, hemolysis. Monitor for dlinical signs and symptoms of hemolysis (e.q., increased heart rate, swelling, fatigue, difficulty breathing, yellowing of skin or eyes, dark- etored unnejand if
necessary, perform confirmatory laboratory testing. If a blood transfusion is indicated 1o & pationt who ceveloped hemolysis wilh dincally compromising anaermia sflr faceiving immune globuln,

g should be py toavoid exacerbanng on-going hemolysis.
Hemolyti I Py dRBC ion and/or i RBC
Transfusion-related Acute Lung Injury

dacute ung njury i in patients receiving IVIG. Typ in -6 hoursaferthe infusion and ized by severe respirator

distress, pulmcnary edema, hypoxemia, normalleft ventricular function, and fever. Monitor
firansaslon-relaied acute lung injury s Suspected, parfor appropriaia tests for the présence of anfineutrophil antibodies and ant-human laukodyte antigen (HLA) antibodies in both the product and
patient serum. Manage using oxygen therapy with adequate ventilatory support.

Aseptic Meningitis Syndrome

Asepic meningils syndrome reported nfrequently n patients receiving immune globulin, especially at igh doses (e, >1 glkg) andlor by rapid 1V infusion. Symptoms (e.g. severe headache, nuchl
igidity, ) ours to 2 days following IIVIG administration.

inpatiants exhlbmng  Such symproms, perform a jhorough neurslogic examinalion, induding GSF Studies, to le out othar causes of meningitis. GSF analysis frequently reveals elevated protein levels
(up to several hundred mg/dL) and pleocytosis (up to several thousand cells per mma3), predominantly from the granulocytic series, but negative culture results. It appears that patients with a history of
migraine may be more susceptible.

yndrome h d isconti hei globulin.
Hyperproteinemia, Increased Viscosity, and Hyponatremia
Hyperproteinemia, increased serum viscosity, and hyponatremia may occur in patients receiving IVIG. The iais likely to be ia, as by calculated

serum osmoaltycr elovated osmola gap-

,itis critical . Treatment aimed at decreasing serum free water in patients with pseudohyponatremia may lead to volume
dep\ellon afurtherincrease in serum viscosity, phid may predlspose o thromboembolic evants.

Volume Overload
High-dose IVIG regimens (1 g/kg daily for 1-2 days) used for treatment of chronic TP are not recommended in individuals with expanded fluid volumes or when fluid volume may be aconcern.

DRUGINTERACTIONS

with other drugs and intravenous solutions have not been evaluated. Itis thati i in liquid be parately
from otherdrugsormedlca(\onswmch the patient may be receving. The product should ot be mixed withIVIGs rom other manutacturers.
The infusion line may be flushed before and after with either normal saline or 5% dextrose in water. Various passively transferred antibodies in
confound the resulfs o testing.
tibodiesini i ) the response to live viral vaccines, including measles, mumps, and rubella virus vaccine live (MMR) and varicella virus vaccine live. No

evidence of interference with the immune response to influenza virus vaccine live intranasal, yellow fever virus vaccine live, typhoid vaccine live oral, rotavirus vaccine live oral, zoster vaccine live, or
poliovirus vaccine live oral. However, caution should be exercised during use of above vaccine and physicians should follow the prescribing information of respective vaccine. Physicians should be
informed of recent therapy with VIGs, so that administration of ive viral vaccines, findicated, can be appropriately delayed 3 or more months from the time of IVIG administration. In the case of measles,

this impairment may persistfor upto 1 year. T receiving id have their antibody status checked.
ADVERSE REACTIONS

The most common adverss reactions reported in 2 5% of dlinial trial subjects occurting during or within 48 hours of an infusion were headache, nausea, chs, asthenia (faigue). pyrexia, upper
abdominal pain, diarrhea, back pain, hyperhidrosis, and flushing. In post-marketing surveillance, serious adverse reactions reported with ute renal

failure, myocardialnfarction,cerebral vascular accident, ransient schermic ttack, deep vein thrombosis, pumonary embolism, asepic meningits, acute hemolysis, ‘and Transhusion related acut lung
injury (TRALI)

The following adverse reaciions have been identied during post-approval use of IVIG producls Because these reactions are reported voluntarily from a population of uncertain size, it is not always
possible to reliably estimate their frequency or t

Blood and ic system di L i anaemia, hemolysis

Immune system di: i ic shock, ic reaction, id reaction, i ic oedema, face oedema

Metabolic and nutritional disorders: Fluid overload

Psychiatric disorders: Agitation

Nervous system disorders: Headache, cerebrovascular accident, meningitis aseptic, migraine, dizziness, ia, coma, loss of i seizures, tremors

Cardiac disorder: infarction, cardiac arrest, thromboembolism

Vascular disorders: Hypotension, thrombosis, peripheral circulatory failure, hypertension , vascular collapse

y, thoracic and medi y failure, p y embolism, p y oedema, dyspnoea, cough, Apnea, Acute Respiratory Distress
Syndrome (ARDS), Transfusion Related Acute Lung Injury (TRALI), cyanosis, hypoxemia

Gastrointestinal disorders: Nausea, vomiting, diarthoea, abdominal pain, hepatic dysfunction

Skin and subcutaneous tissue disorders: Eczema, urticaria, rash, rash erythematous, dermatiis, pruritus, alopecia, Steven-Johnson syndrome, epidermolysis,
erythema multiforme, bullous dermatitis

and ive tissue di Back pain, arthralgia, myalgia, pain in extremity

Renal and urinary disorders: Acute renal failure

General disorders and administration site conditions: Fatigue, injection site reaction, pyrexia, chills, chest pain, hot flush, flushing, hyperhidrosis, malaise

Investigations: Hepatic enzymes increased, blood glucose false positive

OVERDOSAGE
Overdose may lead to fluid overload and hyperviscosity. Patients at particular risk of complications of fluid overload and hyperviscosity include elderly patients and in patients with renal or cardiac
impairment
INFORMATION FOR PATIENT
Patient should report any ad frect i ine output, wei fluid breaths to their consulting physician.
HOW SUPPLIED
GLOBUCEL" 10%:
GLOBUCEL"is supplied as 10 % solution in single dose container containing 10 g of human Normal inper 100 m
GLOBUCEL is supplied as 10 % solution in single dose container containing 5 g of human Normal per 50 mifor
GLOBU! 10 % solution n single d containing 2g of human Normal per 20 mi for
STORAGE
Store between 2°C 0 8°C.

Donot administer after more than 4 hours of opening the container and any remnant portions to be discarded. Do not freeze.
Ronatusefthe soluon s urbid orany partculate matiers observed

Keep out of reach and sight of childrer

Store inthe original container to protect rom light

EXPIRY

Two years from the date of manufacture. Do not use the product after expiry date.

Manufactured and Marketed by:

INTAS PHARMACEUTICALS LTD.

Plot No. 496/1/A&B, Sarkhej-Bavla Highway,

Vill: Matoda, Sanand, Ahmedabad - 382213.

Gujarat. (INDIA)

E mail - Hemofluidsafety@intaspharma.com AW-028-02
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