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Human Immunoglobulin ¢u4) for Intravenous
Injection Instructions

Please read through the instructions and follow doctor's advice.

Warning
The raw material of the product is from human blood plasma. Although it's screened for related
infectious agents, and simultaneously, virus removal and inactivation procedure are included in
the manufacturing process, such products may still potentially carry alone some known or unknown
infectious agents, so one must balance risk versus benefit in clinical.

[Drug Name]
Human in (pH4) for Injection

Jing Zhu Ren Mianyiqiudanbai(pH4)

[Composition]

The product is such a human immunoglobulin for intravenous injection that is made from healthy plasma by cold ethanol protein
fractionation and purification, eliminating anticomplementary activity ,both through eliminating and deactivating the virus. It
contains a proper quantity of stabilizer, and contains no preservatives or antibiotics.

Adjuvant:amylomaltose

[Deseription] The product should be colorless or pale yellow clear liquid, which may be slightly opalescent, and should not be turbid.
[Indications]

1 Primary immunoglobulin deficiency such as X-linked agammaglobulinemia, common variable immunodeficiency and subtype
G immunoglobulin deficiency;
2 y i
3. Autoimmune diseases such as idiopathic thrombocytopenic purpura and kawasaki disease.

[Specification] 1.25g(5%, 25ml)/vial, 2.5g(5%, SOml)/vial, 5.0g(5%, 100ml)/vial

[Administrations and Dosage]

Administrations: Take intravenous drip or do so with it diluted with 5% of glucose solution into 1-2 times of volume; the initial
speed for drip injection should be of 1.0m1/min (about 20 drips), while after 15 minutes there is no any adverse reaction, the speed
may be gradually increased, but the maximum speed of drop must not exceed 3.0ml/min (about 60 drips).

such as infection gravis and septicemia of newborn;

Dosage: Follow the doctor's instructions. The suggested dosage is:

1.For primary hypogammaglobulinemia, the first dose: g/kg: the dose: 200. g/kg, the interval of
medication depends on the IgG level of plasma and patient's clinical response. Generally, it is one time for a month.

2.For idiopathic thrombocytopenic purpura: daily 400mg/kg, for five consecutive days, maintenance dose is 400mg/kg for cach
time, the interval of medication depends on the platelet count and patient's clinical response. Generally, it is one time for a month.
3.For infection gravis: daily 200-300mg/kg, for 2-3 consecutive days.

4.For kawasaki discase: use it within 10 days after the illness occurred. Dose for children: 2.0g/kg, one-time infusion.

[Adverse Reactions]

Normally there is no adverse reaction, and very few patients suffer from transient headache, palpitation, nausea etc. during
administration, which may be related to the excessive speed of infusion or individual difference. Most of the above reactions are mild
and often occur in the first hour of infusion. Therefore, it is suggested that the general condition and life characteristics of the patients
should be observed regularly during the whole infusion, slow or pause administration if necessary. Generally, the patients can recover
without any special treatment. Adverse reaction may occur in the individual patient after administration and the patient can recover
spontancously in 24 hours normally.

1. The following common adverse reactions were observed in more than 5% of the subjects of clinical trials in similar products
listed abroad: headache, chills, fever, pain, fatigue, backache, nausea, vomit, stomachache, diarrhea, infusion site reaction, skin rashes,
pruritus, urticaria, hyper ion, ia, stc.

2. Domestic post-marketing Surveillance

This product and similar domestic listed products have been surveillanced for the following adverse reaction. Since these cvents
were reported ina that cannot be the incidence rate could not be accurated

(1)Systemic damage: chills, high fever, chest pain, discomfort, paleness, fatigue, periorbital edema, edema, body aches, etc

(2)Skin and its attachment damage: maculopapular rash, erythema rash, localized skin reaction, epidermolysis, multiple erythema,
dermatitis (e.g., bullous dermatitis), increased sweating, etc.

(3)Immune and infection: anaphylaxis, anapl is, infusion reaction, anaphylactic shock, etc.

(4)Cardiovascular damage: cyanosis, palpitations, hypertension, arthythmia, etc

(5)Nervous system damage: dizziness, coma, loss of trenor, i muscle i ete.

(6)Respiratory damage: dyspnea, shortness of breath, apnea, wheezing, throat edema, respiratory lated

acute lung injury, hypoxemia, etc
(7)Vascular injury and coagulopathy: flushing, phlebitis, etc.
(8)Mental disorders: agitation, mental disorders, lethargy, etc.
( cand onal disorders: hyp )
(10)Blood system damage: leukopenia, neutrophils, neutropenia, etc.

3. Abroad post-marketing Surveillance

Similar abroad listed products have been surveillanced for the following adverse reaction. Since these events were spontancously
reported in a population that cannot be determined, the incidence rate could not be accurated.

(1)Skin and its attachment damage: Stevens-Johnson syndrome.

(2)Mental disorders: Seizures, aseptic meningitis, etc

(3)Respiratory damage: acute respiratory distress syndrome, pulmonary edema, bronchospasm, etc

(4)Vascular injury and coagulopathy: thrombosis etc.

(5)Blood system damage: Increased plasma viscosity, hemolytic reaction, etc.

(6)Urinary system damage: renal function damage, etc.

[Contraindications]
1. People who are allergic to immunoglobulin or have a record of any other severe allergy;
2. People with selective IgA deficiency.

(Warnings and Precautions]

1. This product is special for intravenous infusion.

2. If necessary, dilute this product with 5% glucose solution, but diabetes patients should be used with caution.

Do not dilute the product with a solution containing sodium chloride or to wash the infusion tube.

3. The product is prohibition of use if there is turbid, precipitate or foreign matter after dissolving, o vial with cracks or out of expiry
date.

4. This product should be used for single administration after opening. It should not be used many times or be given to a second patient.
5. The patient with serious acid-base disturbance should be used with caution.

6. Monitor renal function in patients with acute renal failure, including blood urea nitrogen, serum creatinine, and urine output. For
patients with renal insufficiency or failure, infusion should be performed at minimal speed. Use of this product in susceptible patients
may cause abnormal renal function.

7. A thrombotic event may occur. Monitor patients with known risk factors for thrombotic events; Baseline assessment of blood
viscosity in patients at high viscid risk. A slow infusion is required at the minimum dose for patients at risk of thrombosis.

8. Aseptic meningitis syndrome may occur, especially at high doses or rapid infusions.

9. Hemolytic anemia may occur. Clinical signs and symptoms in patients with hemolysis and hemolytic anemia.

(Pregnancy and Nursing Mothers Use] Women who are pregnant or going to become pregnant are advised caution in applying
the product. If necessary, please follow the doctor's instructions and apply the product under close monitor.
[Use in Children] The project was not tested and no references were available.

[Use in the Elderly] The project was not tested and no references were available. With the patients over the age of 65, in general,
do not exceed the recommended dose and given slowly.

[Drug Interactions] The product shall be infused separately, and it is not allowed to infuse it mixed with other drugs.
[Overdose] The project was not tested and no references were available.

[Pharmacology and Toxicology]
| action: Due to

a wide variety of immunoglobulin (mostly IgG), after venoclysis, this product can
raise quickly the level immunoglobulin in the blood of the patient, and thus strengthen his or her body's anti-infection (virus,
bacteria and other pathogen) and the immune regulation function.

Toxicology: Uncertain

[Pharmacokinetic Properties] The project was not tested and no references were available.
[Storage] Avoiding from the light at 2-8°C.
[Package] Packing material and container: Glass bottle Packing Specification: | bottle/case

[Validity] 36 months

2020 Volume 3 and YBS00402009
[Approval Number] State Medical Permitment $20043007 5.0g(5%, 100ml)/vial, State Medical Permitment $20043008
2.5g(5%, 50ml)/vial, State Medical Permitment $20043009 1.25g(5%, 25ml)/vial.
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