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4 e
(Z5amB#F) [ Name of the Medical Product ]
BERAB BRFRAERE (A E{F4m) Generic Name: Hepatitis A Vaccine (Human Diploid Cell), Inactivated
BB R R RAE® Trade Name: Healive®
F3 A Hepatitis A Vaccine (Human Diploid Cell) , Inactivated [ Composition and Description ]
SOEHFE  Jiaxing Ganyan Miehuo Yimiao (Ren Erbeiti Xibao) Healive®, inactivated hepatitis A vaccine is derived from hepatitis A virus cultured in human diploid cell, followed by harvest, purification,
[R5 1K) inactivation by formaldehyde and aluminium adsorption. Healive® is a purified sterile suspension.
25 5 PR PR AT A A A (SR ARRR2BS I, SRH55% WO, B A0, TCERISBIR ISR I & R BIE, BT Active Ingredient: Inactivated hepatitis A virus antigen

Excipients: Aluminium hydroxide, sodium dihydrogen phosphate, disodium hydrogen phosphate, sodium chloride, and water for injection.
No preservative in Healive®,

[ Target Groups For Vaccination ]

Susceptible people aged over 12 months.

MR, ZIER.
EBAD  KENREF A RS
A S8 e BRI TN BB SN RUNOENAKF. AeafEER.

(E#d5] [ Therapeutic Indication ]

AEEEATIY U EREFXZRE, Healive® can induce body to generate immunoreaction against hepatitis A virus, and can be used for prevention of infection caused by

[(fER#HE] hepatitis A virus.

EMARE AT RIENE=E TR AR HRSNRE N, BTG REF XK. [ Strength ]
Each package contains 0.5ml or 1.0ml. Single dose of 1.0ml containing 500u is for adult use. Single dose of 0.5ml containing 250u is for

[#4%] h pack | | |. Single dose of 1.0ml ini is for adul ingle dose of 0.5ml ini is fi

&37 () 0.5mlzk1.0ml U A BFIEN 1.0ml, FRIHREFHUR500u; LX) LEAFIEN0.5ml, &R AESE250U. junior use.

[ EiERE IR 2] [ Administration and Dosage ]

BE— N 1) Healive® should be administered by intramuscular injection in the deltoid region.

(1) £ = FAAPEST (1) Healive® should be administered by far injection in the deltoid reg

(2) 165 KL EAAFIE, 1~15% A) LEFIE YRR EEMTIZE, BR6 B INReR 1R E. (2) Healive® 1.0 ml dose is indicated in susceptible adults and adolescents of 16 years of age and above, and 0.5 ml dose in children from
1to 15 years old. A second dose (booster) should be given 6 months after the first dose.

(RERE) Id d dose (b ) should be gi hs after the first d

" [ Adverse Reactions ]

IR EELF_‘?I:\ o . N , N -~ Common adverse reactions:

B EE, DMAFTRHIEER IR, BEERE. A, —RIET2NER BITER. A few adverse reactions will happen, including pain, redness, slightly fever after vaccination, which can be self-recovered within 72 hours

BN RR: without any treatment.

5277, <78, k8, IR, o Uncommon adverse reactions:

FRNARRN: Fatigue, headache, dizziness, vomiting, coughing.

(1) BERRELS, 1~21 A B el iR Ui,
(2) BERZHIM, FRREHRIE, BEIIIEATT
(3) & B RS

Rare adverse reactions:
(1) Local reaction such as nodule will be self-recovered in one or two months.
(2) Rash occurs occasionally and needs no treatment and can be treated symptomatically if necessary.

210mm

(4) "RiE. (3) Nausea, abdominal pain, diarrhea.
MERRAEBRMN: (4) Sore throat. |
(1) IR  — ARIEFRE SR TN I SRS, IR IR, IR BRI, 4 F LA Extremely rare adverse reactions:
Q) ST T — B IERS TS LB A A R BT IS RS S R e AT, (7 )Anaphylact?c erythra: Urticaria could_ hgppen within 72 hours_afteIr vaccilnation, whi'ch ngeds medical treatment of éntignaphylaxis. |
(3) 5T 420 - BT B Lo I R BY R e B k32, 7 R S R EI RS A M4A Tt BUATR, A R Y 5 R R BV AT AE 3t 4 4 (Z)Anaphylactlc shock: could héppen within one hour after \Iraccmahon, Wh|ch_needs ﬂrst‘—a|d measu‘res such as the |n4ect|on of adrenah‘n.

IS, (3)Allergic purpura: needs medical treatment, such as corticosterone for antianaphylaxis. It could induce the associated anaphylactoid
(4) /)RR 225 E:J}erl'l]Jra nsphritis(Al?N) if no proper or timely treatment.

rombocytopenic purpura.
(3] o
. N . . [ Contraindication ]
(1) E’ﬂ}ﬁﬁﬁﬁﬁﬁaﬁﬂﬁﬁﬁ’ B FEURMBRRABRIHE, (1) People who is allergic to any component of vaccine, including excipients, formaldehyde and gentamycin sulfate.
(2) SEIRHAIA 22 (2) Women during pregnancy:.
(3) BRMEASR. R MERA. EMERRI ML K&, (3) People who suffer acute diseases, serious chronic disease, acute paroxysm of any chronic disease, fever.
(4) BRIZFBVERA EMH T HE R R ERE (4) People who have un-controlled epilepsy or other nervous system disease.
CE3=¢30)) [ Precautions ]
(1) A5 AP ES. (1) Shake well before use.
Q) BUTERBER: REMNNAGEHREE. REYEFE. BEELE IHEEE FEEAAsSEIN =& I8k VE, (2) The product should be used with caution for people who or whose family has the history of convulsion or epilepsia, who has chronic
Q) B EHIREXMN SR ERANE BE BB RSB EEYREFEH, disease or epilepsy history, who suffers from allergies and who had serious allergic reactions during previous use of the product .
(4) BE R ER I EMEH, (3) Do not use the product if any crack of the container, unclear label, abnormal appearance like foreign matter, or out of expiry date.
(5) S A B HRERENE/ERE1IAN A L HERASE, e sgE, (4) This product should be used immediately after opening.
6) IS ES FIEEErY), LISEE &4 B iR AT 2 R . S 5 B 1 515 R T AR 5/ 304) &b, (5) The peolple who injected Wlth humgn immunoglobumin should vaccmgte Ith|s produpt one month .Iater to avoid affe.ctlng immune effect.
(7) it st (6) Adrenalin and other first aid medicine should be prepared at the vaccination place, in case of serious allergy reaction. The people after
[ﬂfﬁ?;?o S CRESAR T AR vaccination should not leave until 30 minutes after vaccination.
~ FIAHIEHR o
(7) Do not freeze.
(3] ARAMFEEHBRFEMEELE, 132 () /2o [ Storage ]
[(BE%4HA) 421NH. Store or transport between +2'C and +8 C, and protect from light.
[(HrITHRE] AFIRRIB(PEAREMEZ ) 2020FRMERAER B USEMITE GRS 5 :YBS00072017) EF=FIKTE, [ Package ]
€1%:37&=) Pre-filled syringe or vial. The package unit is one syringe or one vial.
1.0ml/32 ) (REAFIAY) : EZ5#3S20020035 [ Shelf Life ]
; 42 months.
0.5ml BRI [EZHEFS20020069
[Ll;/.ig?;(%tiﬁji) R [Authorization No. ]
¥ = Adult: Guo Yao Zhun Zi S20020035

B AREAXEY R B IRAE) Junior: Guo Yao Zhun Zi $20020069
it bR EEX EHPaER39S [Manufacturer )
FEi 1 400-898-2688 SINOVAC BIOTECH CO,, LTD.
[ﬂEFfE!I.k] Address:
AR AEREBEEMFIRBRA For Bulk: No. 39 SHANGDI WEST Road, Haidian District, Beijing, 100085, PR.China.
i?‘iﬂ_ﬂ,tﬂ:.ib‘ﬁﬁi@iﬁ[i%ﬁﬂ%%?(ﬁiﬁ) ItRBEFXPINEREX S TFEEERKLISS For Final Bulk and Final Product: No. 15, ZHITONG Road, Changping Science Park, Changping District, Beijing, 102200, PR.China.
(R R REERIETE) Tel.: 400-898-2688

BR4mZmbS - 100085, 102200 3,;/2 m ;E ITT% ® Fax: §5_1 0—6296691 0 }2 ﬂ_\’ ﬂ{ ]TTE®

155 19:400-898-2688 Website: www.sinovac.com
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