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A For he use of a Registered Medical Practioner only.
Human Normal | in for Intr EP 5%,
GLOBUCEL' VF iskof
Because no punﬁcahon method has been shown to be Iutally s removing the risk of vial mlecmy from plasma denved ‘preparations and because fed b\ood borne viruses or other dlsease
(5g/100ml) agents may emerge that may not be inactivated by the manufacturing process or various treatment arefully weigh risk of pathogen b ofi
- Manufactured from human plasma - Virus Filtered therapy. o
For Intravenous Use Only Reportall possibl by
Thrombotic Effects
GENERIC NAME Thrombotic events (e.g., chest pain, MI, CHF, cerebral infarction, ischemic encephalopathy, severe headache requiring hospitalization, pulmonary embolism, retinal vein occlusion, peripheral venous|
Human Normal for ion EP 5%, Solution thrombosis), including some fatalities, reported in patients receiving IVIG. IVIG-induced alterations of blood rheology (e.g., platelet activation, increased blood viscosity) and infusion-related
QUALITATIVE AND QUANTITATIVE COMPOSITION hypertensive effects appear to contribute to the of Patients with a history of multiple risk factors, impaired cardiac|
Concentration Available 5% output, cerebrovascular disease, coronary artery disease, coagulation or hypercoagulable disorders (e.g., factor V' Leiden), prolonged periods of immobilization, advanced age, obesity, diabetes|
Packsize 100 mL melltus, acquired or inherited thrombotic disorder, previous thrombtic or thromboembolic event, o known o suspected hyperviscosity, and/or those receivng estrogen-containing products may be at|
Each vial contains: increased risk. Weigh benefits of ,' bulin against those of Il patients in
Total Protein... i therapy, carefull factors (€.g., rosewin disease, CAD, diabetes melitus, high serum levels
Immunoglobuiin ofamonocional protein,ahistory ofprolonged immobilizaion Te.q., bed-bound], and/or a history of thrombotic episodes).
Because of potential increased risk o , consider baseline of blood viscosity in patients at risk for hyperviscosity (e.g., those with fasting
h ,or
19G subclass........Normal Dlstrlbutlon (1961:60.731071.20%,19G2:21.341035.96%, 1953 1.32% 10 3.41% and 1964: 1.20% 104.84%) Hzmolws
Water for Injection .. VIGandi globuli blood group antibodies which may actas ins and induce in vi ing of RBCs withi causing a positive direct anti
DOSAGE FORM AND STRENGTH reacion and, rarely, hemolysis. Monitor for piio signs and symptoms of hemolysis (e.g., increased heart rate, swelling, fatigue, difficulty breathing, yellowing of skin or eyes, dark-colored urine) and, f
H l is for (V) useonly. necessary, perform confirmatory laboratory testing. If a blood transfusion is indicated for a patient who developed hemolysis with clinically compromising anaemia after receiving immune globulin,
Itis suppliedas 100 mL (5 g) vial adequate be performed id ing on-going hemolysis
CLINICAL PARTICULARS ’ alsocan P ¢ globulin therap: dRBC RB!
THERAPEUTIC INDICATION Transfusion-related Acute Lung Injury
ions are indicated in inical conditions. An approved st of clinical conditions where IVIG is indicated is as under: Transfusion-related acute lung injury (noncardiogenic pulmonary edema) has been reported in patients receiving IVIG. Typically occurs within 16 hours after the infusion and is characterized by severe|
Primary iciency (PID) respiratory distress, pulmonary edema, hypoxemia, normal left ventricular function, and fever. Monitor patients receiving Human normal immunoglobulin solution for adverse pulmonary reactions. If
therapytop passive immunity: the following PID be treated with oflgGand i I i transfusion-related acute lung injury is suspected, perform appropriate tests for the presence of tibodies and anti-human leukocyte antigen (HLA) antibodies in both the product and
. C ital i inaemi patient serum. Manage using oxygen therapy with adequate ventilatory support.
. Common variable \mmuncdefclency Aseptic Meningitis Syndrome
X-linked agammaglobulinaemia Aseptic meningitis syndrome reported infrequently in patients receiving immune globulin, especially at high doses (e.g., >1 glkg) and/or by rapid IV infusion which should be rarely possible with Human
« Wiskott-Aldrich syndrome normal immunoglobulin solution. Symptoms (e.g., severe headache, nuchal rigidity, fever, painful eye nausea, vomiting) may occur within several hours to 2 days|
Severe combined immunodeficiencies § ) ) o . following the administration.
IVIG may be preferredin patier ] large increase in inp muscle mass, and in patients with bleeding Viscosity, and Hyponatremia
inwhom (I Hyperproteinemia, increased serum viscosity, and hyponatremia may oceur in patients receiving IVIG. The ia is likely to be ia, as by
D) serum osmolality or elevated osmolar gap.
lgGcan alsobe used as replacemenllherany in: . If hyponatremia occurs, it critical ish from Treatmentaimed at free water in pati ia maylead to volume
(CLL)or (MM) with recurrent infectio depletion, afurther increase in serum viscosity, and may predi

Pacdiatric HIV-| mioction who have bacteralinfections: HIV-nfacied Ifants and children with hypogammaglobu\maem\a (16 <400 mg/dL) should réceive IVIG (400 malkg once every 2-4 weeks) to
prevent serious bacterial infections.
Kawasaki Syndrome
IVIG s used in conjunction with aspirin therapy for initial treatment of the acute phase of Kawasaki disease.
Approximately >10% of patients with Kawasaki disease fail o respond to initil treatment with IVIG and aspirin therapy and have persistent fever o recurrent fever after an inital afebrile period.

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

Blood Glucose Testing

IVIG preparations that contain maltose may cause falsely elevated results in blood glucose determinations with tests that use nonspecific methods based on glucose dehydrogenase|
pyrrologuinolinequinone (GDH-PQQ) or glucose-dye oxidoreductase. This has resulted in the inappropriate administration of insulin, resulting in life-threatening hypoglycemia. Also, cases of truef

R e hours of persistentor reven daspirin therapy usuallyis forthese patients. hypoglycemia may go untreated if the hypoglycemic state is masked by falsely elevated glucose readings. when IVIG, the of blood glucose must be done with a|

N g o e bt of et o chronic (6.g., 56 months durati icPurp glucose-specific method. The product information of the blood glucose testing system, including that of the test strips, should be carefully reviewed to determine if the system is appropriate for use with

Allogenic Bone marrow transplantation (BMT) maltose-containing parenteral products.

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 DRUGSINTERACTIDNS . . . .

disease. with other drugs and intravenous solutions have not been evaluated. Itis that liquid be

Guillain-Barre syndrome from other drugs of medications which the pafientmay be recening The product sfiould notbe mixed with IVIG rom offer manufaciurers

IVIG initiated within 2 weeks of sympt tobe as effective as plasma exchange. The infusion line may be flushed before and after with either normal saline or 5% dextrose in water. Various passively transferred antibodies in

i Y inati (CIDP) oul C confound th Its of ) i - S~ . " N . -

IVIG may be used for the treatment of chroni Y i toimprove disabilty and impairment and for mail therapyto preventrelapse. ibod (VIG) may hthe response toive viral vaccines, ncluding measles, mumps, and rubella virus live (MMR) and varicella live. No
vidence of intererence with the immune response to influenza vius vaccine ve iranasal, yellow fever irus vaccing e, typhoid vaccins e oal otavius vaceine ive oral zoter vaceine v o

B AND METHOD OF ADMINISTRATION poliovirus vaccine live oral. However, caution should be exercised during use of above vaccine and physicians should follow the of y should be

« IVIG liquid should be mspeded visually for ion prior whenever soluti d container permit. Do notuse fturbid and/or discoloration is observed Informed of recent therapy with IVIGs, so that administration of live viral vaccines, ifindicated, can be appropriately delayed 3 or mare months from the time of VIG® adm\mslrauon Inthe case of measles,|

« IVIG liquid must not be mixed with other medicinal products or with other in the same infusion set. Do not mix with intravenous immunoglobulin this impairment may persist for up to 1 year. Theref measles hould have their antibody status checked

EFFECTS ONABILITY TO DRIVE AND USE MACHINES

products from other manufacturers. No information on the ability o drive and use machines have been known. Patients may experience effects, such as dizziness or nausea, during treatment with Human normal immunoglobulin solution

+ IVIG liquid should be at room temperature during administration. Any bottle that has been opened should be used promptly. Partially used bottles should be discarded since this drug does not contain
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any presenvatives that might affect the ability to i d use machines. Ifthis h notdrive or
- Priortoinitiation of IVIG infusion, ensure that patient tvolume depleted and are hydrated UNDESIRABLE EFFECTS N o o
+ Individualize the rate of infusion based on th fon and individual patient requi ctions may be related > of infusion. Possibl with
- Ingeneral, in patients receiving initial doses of IVIG or switching from one IVIG preparation to another, initiate the infusion rate at the lower end of the recommended range and increase to the maximum The most common adverse reactions reported in = 5% of clinical trial subjects occurring during or within 48 hours of an infusion were headache nausea, chills, asmema (fatigue), pyrexia, upper|
recommendied ale nly aftr thepatent has tleraledseveralnusions alan ntermadiate infusionate abdominal pain, diarrhea, back pain, hyperhidrosis, and flushing. In post-marketing surveillance, serious adverse reactions reported with acute renal
. Ifan lecrease the rate of infusion or stop the infusion untilthe reaction subsides. failure, myocardial infarction, cerebral vascular accident,transient ischemic altack, deep vein thrombosis,pulmonary embolism, aseptic meningits acute hemolysis,and TRALI Rre casesof ransion]
. Do notadmlms(erby rapid IV mfuslon ap atrisk for
-+ Riskfaclors should b uch as pre-existing iency, diabetes mellitus, oroverthe age of 65. The following adverse reactions have heen danihen diring post-approval . T products. Because these reactions are reported voluntarily from a population of uncertain size, it is not always
- Assure tha of the infusion of IVIG. Patients should be observed for at least 20 minutes after administration possible to reliably estimate their frequency or to establish a causal relationshipto IVIG products
 Infusionrate. 0,01~ 0.02 mL/kg/min, for the itst 30 minutes prefarably using infusion pump; increase .07 mLJkg/min, i _ _ _ .
. Irrespective of blood group, it can be transferred to all recipients. Blood and system [ anaemia, hemolysis
Primary Inmunodeficiency Syndrome Immune system di F shock, reaction, reaction, oedema, face oedema
Asthere are significant differences in me half-life of IgG among patients with primary humoral immunodeficiencies, the frequency and amount of immunoglobulin therapy may vary from patient o patient. - = - -
The proper amount can b linical response. The d regimen should achieve a trough level of IgG (measured before the nextinfusion) of at least 4 - 6 g/L. The dose of IVIG Metabolic and nutritional disorders: Fluid overload
liquid for replacement therapy i primary humoral immunodficiency diseases i 300 to 600 mg/kg body weight (6-12 mLko) administered every 3 to 4 weeks. The dosage may be adjusted over tmeto Psychiatric disorders: Agitation
achieve the desired trough levels and clinical Threetosi d after th of therapy for tooceur. Nervous system disorders: Headache, cerebrovascular accident, meningitis aseptic, migraine, dizziness, ia, coma, 10ss of seizures, tremors
Rate of Administration of mglkglmm mLlkg/min Cardiac disorder: il infarction, i cardiac arrest, thromboembolism
NG 6% _ Vascular disorders: Fypotension, thrombosis, peripheral irculatory faiure, yperiension  vascular collapse
First 30 min 05(30) 001 Respiratory, thoracic and medi Y Talur y embolism, p y oedema, dyspnoea, cough, Apnea, Acute Respiratory Distress
Next 30 min 1.0 (60) 0.02 Syndrome (ARDS), Related Acute Lung Injury (TRAL\) cyanosls
Next 30 min 2.0 (120) 0.04 Gastrointestinal disorders: Nausea, vomiting, diarrhoea, abdominal pain, hepatic dysfunction
Maximum <3.33 (<200) <0.07 Skin and subcutaneous tissue disorders: Eczema, urticaria, rash, rash erythematous, dermatitis, pruritus, alopecia Steven-Johnson syndrome, epidermolysis, erythema multiforme, bullous dermatitis
lisrecommended thatIVIG quid be intally infused atnfusion rates tated below, ateast unti he physician has had adequate experience with agiven patint. and ive tissue di: Back pain, arthralgia, myalgia, pain in extremity
For patients judged to be at risk fo vents, administer IVIG liquid at the minimum infusion rate practicable, not to exceed 0.07 mL/kg (3.3 mg/kg)/mlnu(e Renal and urinary disorders: Acut il
(200 mg/kg/hour). However, data are no(aval\able odatots |denufy maxirmurm safe dose. conceniration, and rate of fusion in pallents o ik for renal dystunciion, Ensure tht patiehis wit O ary COraorS: oo Tore e - — - - -
are not WVIG frenal General disorders and ite conditions: Fatigue, injection site reaction, pyrexia, chills, chest pain, hot flush, flushing, hyperhidrosis, malaise
Kawasaki Disease igations: Hepatic enzymes increased, blood glucose false positive
For initial treatment of acute phase, AHA, AAP, and ACCP recommend a single dose of 2 g/kg of IVIG given in conjunction with aspirin (80-100 mg/kg daily for up to 14 days, then 15 mg/kg once daily for
6-8 weeks); initiate as soon as possible (optimally within 7-10 days of disease onset). Ifthere is no response (i.e., fever persists or recurs 236 hours after initial IVIG dose), retreatment with another single OVERDOSE ) . ) N )
dose of 2 g/kg of IVIG (given within 24—48 hours of persistent or fever) and continued aspirin therapy is recommended. Overdose s very unlikely to occur because Human normal immunoglobulin solution s usually administered under medical supervision. Overdose of Human normal immunoglobulin solution can lead tof
fopathicT N ?) fluid overload and increased thickness of the blood (hyperviscosity), particularly in at-risk patients, including elderly patients or patients with impaired renal function. In case of overdose, further infusion|
be halted and
For induction therapy, usual dosage is 200-400 mg/kg once daily for 5 consecutive days. In acute childhood ITP, if an initial platelet count response to the first 2 doses is adequate (30,000-50,000/mm’), should along with
discontinue therapy after the second day of the 5-day regimen. For treatment of chronic ITP, f platelet count decreases to <30,000/mm’ and/or clinically important bleeding becomes apparent following PHARMACOLOGICAL PROPERTIES
initial induction therapy, administer 400 mg/kg as a singl If ponse does not occur, increase the 108001000 infusion. MECHANISM OF ACTION
i HiVainfected Indivi Human normal immunoglobulin solution having very high titres of antibodies against the infectious agents. It will provide passive immunity for the prevention and treatment of the infections. The|
-infecte f
Infants and chi i IgG <400 mg/dL): ACIP, AAP, CDC, NIH, and other experts recommend 400 mg/kg of IVIG once every 2—4 weeks. mechanism of action has not been fully elucidated
PHARMACODYNAMIC PROPERTIES
gul“ﬂlﬂ-ﬁﬂ"e Syndrome . e 4 kg daily IVIG, human intravenous immunoglobulin, provides a broad spectrum of opsonic and neutralizing IgG antibodies against a wide variety of bacterial and viral agents reflecting the IgG activity found in the|
uropean of| Societies (EF kg dailyforddays. | 4 patient's dlinical conditi donor population. It has an IgG subclass distribution similar to that of native human plasma. IgG anibodies contained in IVIG provide passive immunity by increasing an individual's antibody tter and
g 0 t ° ase on physician's decision of patient's clinical condition. antigen-antibody reaction potential and prevent or modify certain infectious diseases in te doses of IVIG can low IgG level to the normal range. The role
Table- Dosage for humal of these antibodies and mechanism of action of IgG in different diseases has not been fully elucidated.
icati Dose
PHARMACOKINETIC PROPERTIES
Replacement therapy in primary Starting dose: 0.3 - 0.6 g/kg followed every 3 -4 weeks adjusted to achieve desired trough serum IgG concentration and clinical response. Peak levels of IgG are reached \mmed\ately afer infusion of IVIG in patients with primary immunodeficiency syndrome. Following infusion, IVIG products show a biphasic decay curve.The inital (a)
immunodeficiency syndromes phase byan peakin serum IgG and is followed by rapid decay due to equilibration between the plasma and fluid until
Replacement therapy in secondary - - - halfis parti inth pace. Aior i 3-5 days, equilibrium is reached between the intra and extravascular compartments. The second (B) phase is Characterized by aslower]
immunodeficiency syndromes 0.2-0.4 glkg, every 3 - 4 weeks adjusted to achieve desired trough serum IgG concentration and clinical response and constant rate of decay. As a class, IgG survives longer in vivo than other serum proteins. Peak levels of IgG are reached within 30 minutes after an intravenous infusion of IVIG.
- Half-life of IgG in individuais with normal serum IgG concentrations is around 1825 days while itis 12-45 days in patients with immunodeficiencies. The half-life of IgG can vary considerably from person
Kawasak syndrome 2 glkg in one dose in association with acetylsalicylic acid or 1.6 - 2 g/kg in several doses for 2 - 5 days in association with acetylsalicylic acid to person, however. In gﬁﬂlw‘af ”h'gf" serum ns of I?G and with fever and infection have been seen to coincide with a shortened half-life of IgG. IgG and IgG-|
jown in cells of system
Idiopathic th topeni 0.2- 0.4 glkg for 5 days or 0.8 — 1 g.kg on day 1, possibly repeated once with in three days.
diopathic thrombocytopenic purpura glkg y: 9kg y 1 pe ly rep Y NONCLINICAL PROPERTIES
B-cell Chronic lymphocytic Leukemia dose is 0.4 g/kg every 3 - 4 weeks. ANIMAL TOXICOLOGY OR PHARMACOLOGY
Paediatric HIV-l infection 0.2 0.4 glkg every 2 — 4 weeks. Being human plasma-derived protems safety testing in animals is not par\lcu\arly relevant ta comelate the safety of use in man. Morsover. as these human plasm proteins are more immunogenicto
- - f testing further dimi
‘Allogenic bone marrow transplantation 0.5 glkg every week from day -7 up to three months after transplantation.Individualize dosage to maintain trough serum IgG concentrations , el ol y
(1) Treatment of nfection and prophy- exoaeding 400-500 ma/dL. omitar rough serum IgG concentiations approximately every S weeks. Inanimals,single dose toxicily testing is of tle elevance and does ol permit oftoxicand lethal doses or a dose-effect relationship. Repeated dose toxicity testing is impractical due to the
laxis of graft versus host disease :
(2) Persistent lack of antibody i 0.5 glkg every month until antibody levels return to normal DESCRIPTION
Guilain-Barre syndrome 0.4 gikg /d for 5 days Human Normal Immunoglobulin for Intravenous use (IVIG) is a sterile and solvent-detergent (S/D) treated ion of highly purified in G (IgG) intended for intravenous use. It is
- — preparadirom he largo pool ofthe huma piasma obisinad rom the healihy donors. IVIG 15 used o provide passive immurity by ncreasing an indiiduals antbody ter and antigariibody rosction
Chronic inflammatory demyelinating Initially loading dose of 2 g/kg (40 mL/kg) given in divided doses over 2 to 4 consecutive day.Maintenance infusion of 1 g/kg (20 mLikg) potential. IVIG also helps to prevent or modify certain i
polyneuropathy administered over 1 day or divided into two doses of 0.5 g/kg (10 mLJkg) given on 2 consecutive days, every three weeks.
SEINSPECIAL PO o PRODUCT SAFETY
g E IN SPECIAL POPULATION Collected blood plasma which used in manufacturing of IVIG, screened for the mandatory infectious diseases. Only on being declared negative to HBsAg, HIV | & ll antibodies, HCV RNAand antibodies|
S FBAPTegnancy category C againstHGY thel p\asma is used for processing.
' dedicated i ing viral safety of the product. This includes solvent detergent treatment and virus retentive filtration. The|
Animal reproduction studies have not bee with (IVIG). Itis also not known whether intravenous immunoglobulin can cause fetal harm when administered to a ! L o reat n ! ltration. T
pregnant woman or can affect repmducllon capacity. There is the possibility of parvovirus B19 infection due to administration of this drug. In case of infection, fetal disorder such as abortion, fetal hydrops, iseorzom virus etentive fiter "’%"'dgz‘sev"“‘°"a' safety against and non-en vinus, The I O?Ejiiiiz@%‘gbe‘;(cer‘es‘gjzgvtfes'mgggr‘ﬁi"‘w‘g’raeuﬁg““;":"’gcz‘rd(I'_',‘:FC;"’E“""'
and fetal hould be given to a pregnant woman only if clearly needed. by P Bl 9 -
Process Mean logo reduction Factor
Nursing Mothers BVDV | HIV-1 PRV HAV PPV
Intravenous immunoglobulin has not been evaluated in nursing mothers.
venousimmunoglobul valuatedinnursing S/D Treatment 541 | =407 | =359 na. na.
Pediatric Use Virus Filtration (20N =501 | =411 =342 =518 6.01
Safety and efficacy of intravenous immunoglobulin have not been established in children under 2 years of age. Intravenous immunoglobulin was evaluated in 11 pediatric subjects (age range 6- 16 irus Filtration (20N) = = = =
years). Here were no obvious differences observed between adults and pediatric subjects with respect t efficacy and safety. N were necessary Cumulative  minimum /| 0o | S g1 | 701 >5.18 6.01
‘toachieve the desired serum IgG levels. mean reduction factor - - - -
Geriatric Use BYDV: Bovine Viral Diarthea Virus, modelfor .0, Hepatis Cvirus (HCV) and West-Nik virus (WNVI;
Patients > 65 years of age may be at increased risk for developing certain adverse reactions such as thromboembolic events and acute renal failure (See Warnings and Precautions). In the clinical trial HIV-T:Human Immunodsficiency Virus 1, amodel fo HiV: 1 and
on\y 4 geriamc patients (> 65 years) were enrolled, a number insufficient to determine whether geriatric patients respond differently from younger subjects. In these 4 patients no particular issue were Virus, amodel for loped DN hefpes virus);
HAv Hepatitis Avirus (HAV);
CONTRAINDICATIONS 5zvnzc(:;%r‘;ﬁ Parvovirus, amodel for Human Parvovirus B15;
IVIG is jviduals who have had ic or severe systemic reactions to or any ingredients in the i should be available for immediate
Weatmantnfan anaphy,am T acton it ot ¥ 4 Aftér manufacturing, the productis tested as per specification and that also indicates the product is non-reactive to viruses like IV, HBsAg, HCV. Multple steps have been applied to product safety|
IVIG 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 there isavery y that unknown infecti ts may be presentin these products like newer emerging viruses and theoretical CJD (Creutzfeldt Jakob Disease). The process|
administration of IVIG) or other blood products containing IgA parameters, characterizations and final product quality are deslgned such, that they meet the regulatory requirements. Records of blood donors whose plasma have been used for manufacturing of this
Acute hypersensitivity reaction to corn; this product contains maltose derived from corn. producthave been as per the site of origin.
SPECIAL WARNINGS AND PRECAUTIONS FOR USE VIG: HIV: Human Virus, HOV: Hepatits C Virus; HBsAg: Hepatts B surface antigen.
Human normal immunoglobulin solution is human plasma-derived i PHARMACEUTICAL PARTICULARS
Bring ic body bef X INCOMPATIBILITIES
Sensitivity In tudies, product must not be mixed with other medicinal products.
Savers hypersensivly reactons, incuding anaphylaxis, raparted raraly following adrmini of (VIG), (IMIG) or SHELF-LIFE
(SCIG). should be readily available in case anaphy\axls or an anaphylactoid reaction occurs. If a severe itivity reaction occurs, i Three years from the date of manufacture. Do not use itafter expiry.
bulin i Pinstie therapy o5 incioate.IgA defcient ptients with antbodies against g o grosler sk o evere itivity and PACKAGING INFORMATION
reactions when administered VIG (See CONTRAINDICATIONS). Patients known to have corn id using IVIG (See CONTRAINDIGATIONS). Container & Closure : USP Type-| clear glass vial with Bromobutyl rubber stopper
Infusion Reactions IVIG is supplied as 5% solution containing 5 g of Human Normal per 100 mlfori
Tnere s ik of reactions inluding ever, hils, nausoa, and voriing upon IV infusin, Theso reactions generally appear 30 minutes o 1 hour afternfiaion f o nfusion and ncude flshing of the ST ORAGE AND HANDING INSTRUCTIONS
face, tightness in the chest, chills, fever, dizziness, nausea, vomiting, and Closely monitor for adverse reactions throughout the infusion since these reactions Partally used ialsshould be discarded.
may rarely lead to shock Donotfr
Human normal immunoglobulin solution may cause a precipitous fall in BP and clinical manifestations of anaphylaxis, which appear to be related to the rate of infusion; do not exceed the recommended Before Use-visuallyin 7 mustbe clear or slightly and pale yellow. Do not use Ifthe solution is cloudy or has deposits.
rate of infusion. If flushing, changes in BP or pulse, or other infusion reactions occur, slow or temporarily stop the infusion. In some cases when symptoms subside promptly, the infusion may be resumed Keep outof reach and s‘gm e modler
atarate thatis comfortable for the patient. Stop if other Storeinthe original container to protect from light

Acute renal failure Manufactured and Marketed by:

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 risk of acute INTAS PHARMACEUTICALS LTD.
renal failure, ensure that patients are not volume depleted and are adequa(ely hydrated prior to admmls(ranon 0' IVIG. Always use lowest efective dosage at the minimum concentration available and at Plot No. 496/1/A&B, Sarkhej Bavla Highway,
the minimum practicable rate of infusion, especially in patients ati for acute renal failure tputand renal function including blood urea nitrogen (BUN)/ serum creatinine, prior Village: Matoda, Taluka
to and at appropriate intervals during therapy with IVIG, especially in patients considered at hcreased rik for acute renl faiure. If renal dysfunction occurs, consider discontinuing immune globulin Anmedabad 382213, Guiarat. (INDIA)
therapy. DETAILS OF PERMISSION
Risk of Transmissi ts in Pl Manufacturing License number: G/28E/1
globuli prepared from poo\ed human piasma, they may carry arisk o transmiting infectious agents, including the causalive agents ofviral hepatiis and HIV infection, Report suspecied " ; com
and theoretically ma carry arisk of JD) or variant CJD (V¢
Risk for Laionofres blood: i o s o Cinviruses (HBV, HCV, HIV) and viral reduction/inactivation procedures used DATE OF PREPARATION: 29'3”'202' AW-130-00
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