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INFLUENZA VACCINE (SPLIT VIRION), INACTIVATED, QUADRIVALENT
[INSTRUCTION]

Please read this instruction carefully and use under the guidance of physicians

[NAME OF THE MEDICAL PRODUCT]
Generic Name: Influenza Vaccine (Split Virion), Inactivated, Quadrivalent
[COMPOSITION AND DESCRIPTION]
“This product is derived from the influenza virus recommended by WHO, which is cultured in chicken embryo, followed by harvest, inactivation, purification
and disruption. Finally, a slightly opalescent suspension with no foreign particles is obtained.
Active ingredients:
For hemagglutinins of prevalent strains of influenza virus in current year, vaccine of 0.5ml contains:
15ug haemagglutinin of A*Victoria 25702019 (HINT) pdm09-like virus.
159 haemagglutinin of A‘Cambodiafe0826360/2020 (H3N2)-like virus
159 haemagglutinin of B/Washington ‘022019 (8/Victoria lineage)-like virus
154g haemagglutinin of B/Phuket 30732013 (B/Yamagata lineage)-like virus
Excipients include sodium chioride, disodium hydrogen phosphate, sodium dihydrogen phosphate
[TARGET GROUPS FOR VACCINATION]
The vaccine is approved for use in peaple aged 3 and above, especially in vulnerable peaple and high risk population for influenza complications, such
as children, the elderly, the weak and people in influenza epidemic areas.
[THERAPEUTIC INDICATION]
This product can induce body to generate immunoreaction against influenza virus and can be used for prevention of infection caused by the ifluenza
virus strain
[STRENGTH]
Each package contains 0.5 miliquid. Single dose of 0.5 m is for adults and children aged over 3 years, containing 15 g haemagglutinin per type of
influenza virus strain.
[ADMINISTRATION AND DOSAGE]
1. Intramuscular injection on deltoid.
2. For prophylactic vaccination during or before influenza pandemic period, adults and children aged over 3 years are administered one 0.5ml dose.
Shake well before use:
[ADVERSE REACTIONS]
1. Clinical trials of the vaccine
The number of subjects enrolled in the Phase I, Il clinical trials domestically was 2380 (= 3 years old) among which 1220 patients were vaccinated
with one dose, The safety observation was started from the day of vaccination, during the whole procedure until day 28 after vaccination. For the
malory ofth subjects, th ong-term safety observation was strted fom the dsy 2 to day 180 fter vaccination
According to the classification of adverse reaction incidence by The Council for of Medical Sciences
(CIOMS): Extremely Common (=10%), Common (1%-10%, including 1%), Occasional (0.1%-1%, including 0.1%), Rare(n 01%-0.1%, including 0.01%),
Extremely rare (<0.01%), description as follows
Systematical adverse reaction
Common: fever;
Occasional: headache, nausea and vomiting, muscle pain, fatigue, cough;
Rare: diarrhea, palpitations
Local adverse reaction
Common: pain, redness
Rare: induration, swelling, itching 80.16% of the above adverse reactions were mild. No severe adverse event related to the product was observed
Domestic and Overseas Clinical trials of generic products
Except the adverse reactions described above, adverse reactions observed in the domestic and overseas clinical trials of generic products are:
Allergic reactions joint pain, abdominal pain or discomfort, drowsiness, iritability,loss of appetite,
chills Local adverse reaction: erythra, ecchymosis
Post- marketing surveillance of the generic vaccines
Except the above information on safety, considering the p the generic prod! , the following adverse reactions
are observed (data was voluntarily reported by uncertain popu\anons the incidence could not be assessed accurately, and the reation with vaccination
could not be judged effectively).
Digestive system: swelling of the mouth, throat and or tongue;
Blood and lymphatic system: enlarged lymph nodes, thrombocytopenia;
Infection and invasive diseases: pharyngitis, rhinitis, tonsilitis;
Systemic diseases and reactions at the injection site: abscess at the injection site, cellulits at the injection site, fever at the injection site, chest pain,
influenza-like iliness, and aches and pains all over the body;
Nervous system: convulsion, myelitis (including encephalomyelitis and transversal myelitis), facial palsy, guillain-barre syndrome, neuritis, paresthesia,
dizzy, syncope
Respiratory, chest and mediastinal diseases: asthma, bronchospasm, dyspnea, respiratory distress, rhinorhea, wheezing;
Cardiovascular system: tachycardia, vasculits;
Vestibular system of inner ear. vertigo;
Skin system: angioedema, erythema, multiple erythema, facial swelling, tching, Stevenson-Johnson syndrome, sweating, urticaria;
Eye: conjunctivitis, eye pain, eye redness, eye swelling, eyelid swelling;
Immune system: anaphylactic shock, anaphylactic purpur, serum disease.
[CONTRAINDICATION]
In case of any of the following conditions, it is forbidden to use this product and inform the doctor in time
1. People who i allergic to any component of the vaccine, including excipients, formaldehyde, Triton X-100 and gentamycin.
2. People who suffers acute diseases, serious chronic disease, acute paroxysm of any chronic disease, cold and fever.
3. People who has lled epilepsy or other prog system disease, and guillain-barre syndrome.
[PRECAUTIONS]
1. This product should be used with caution for people who or wh Iy has Ision or epilepsia, chronic disease and allergy symptoms.
2. Do not use the product in the case that there is any crack or unclear label in the container, the product is out of expiry date or there is abnormal
appearance, for example, the vaccine is turbid or degenerative, or there is big mass that cannot be disappeared by shaking
3. Adrenalin and other first aid medicine should be prepared at the vaccination place, in case of serious allergy reaction. The people after vaccination
should not leave until 30 minutes after vaccination
4. Application of immunosuppressors may decrease or inhibit immunization reactions. People administrated globulin should be vaccinated the vaccine
1 month later so as not to affect the immune effect.
5. People who has any reaction of nervous system after the vaccination of this product, is not able to be vaceinated again
6. Must not be frozen.
7. This vaccine is strictly prohibited for intravenous injection.
8. This product should be stored out of the reach of children.
9. Shake well before use.
10. The product should not be mixed with other vaccines in the same container.
11. Please seek medical advice f
1) You have defected immune function
2) You have other questions about this product
[MEDICATION FOR PREGNANT AND LACTATING WOMEN]
No clinical trial data on the use of this product is available for pregnant and lactating women. I this group of people needs to use this vaccine, it is
recommended to make a decision after the benefit/risk assessment together with a doctor.
[DRUG-DRUG INTERACTIONS]
1. Vaccinated simultaneously with other vaccines: No combine vaccination effect to the immunogenicity was studied in clinical trials. No existing
evidence for evaluaton o the nfluence of combine vaceinaton
2 Vaccinated in accompany with other drug
alkylating agents, drugs and may decrease the
Please seek medical advice if other vaccine or drugs are being used currently or have been used recently in order foavicy pmenna\ drug-drug interactions.
[STORAGE]Store and transport between +2°C and +8°C, and protect from light
[PACKAGE] Vial. The package unit s one vial
[SHELF LIFE] 12 months.
[DRUG APPROVAL NO.1For vail: GuoYaoZhunzi $20217013
[MANUFACTURER]
Name: SINOVAC BIOTECH CO,, LTD.
Address: For bulk: No.39, ShangdiXi Road, Haidian District, Beijing
For final bulk and final product: No. 1, Zhitong Road, Changping Science Park, Changping District, Beijing
Postal code: 100085, 102200
Tel:86-10-82890088 7
Fax: 86-10-62966910 RERR
Website: www.sinovac.com L
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Manufacter:  SINOVAC BIOTECH CO., LTD.
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R’ & FERTEER LM 39S IL K EWH, 100085
For Bulk: No.39, SHANGDI WEST Road, Haidian District,
Beijing, 100085, P.R.China.
* B Mm@ ERHEERPXNRREX 8 RSB 155, 102200
For Final Bulk and Final Product: No.15, Zhi Tong Road, Changping Science Park,
Changping District, Beijing, 102200, P.R.China.
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Drug Approval No: GuoYaoZhunZi $S20217013 ( for vial),
GuoYaoZhunZi $20200010 ( for syringe )

E33i%/Tel .:86-10-82890088

£ E/Fax :86-10-62966910

3L/ Web. : www.sinovac.com 3 it MO BRRE . PANTONE 2239c¢

Waterproof Do not Freeze Fragile Avoid Direct sunlight

S IN OVAC 2O~ B ORI AIER, PR B 0606 K6
Store and transport between +2°C and +8°C, and protect from light. Do not freeze.
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	QZ-03-02B-说明书（四价流感病毒裂解疫苗注射器）-宝岛
	QCZ-01-01B-小包装盒（四价流感病毒裂解疫苗注射器）-宝岛



