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VARICELLA VACCINE, LIVE

Please read the leaflet carefully and use the vaccine under the guidance of a physician
WARNING: DO NOT BE ADMINISTERED INTRADERMALLY, INTRAMUSCULARLY OR INTRAVENOUSLY
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FULL PRESCRIBING INFORMATION

1. NAME OF THE MEDICAL PRODUCT
Varicella Vaccine, Live.

2. INDICATIONS AND USAGE
Varicella Vaccine, Live is indicated for active immunization for the prevention of varicella in individuals aged 1 year (12
months) to 12 years (before 13" birthday).

3. DESCRIPTION

Varicella Vaccine, Live is a preparation of the Oka strain of live, attenuated varicella vaccine. Oka strain was obtained
from the American Type Culture Collection (ATCC), which was initially obtained from a child with wild-type varicella, then
introduced into human embryonic lung cell cultures, adapted to and propagated in embryonic guinea pig cell cultures
and finally propagated in human diploid cell cultures (WI-38). Further passage of the virus for varicella vaccine was
conducted in self-established human diploid cell (SV-1). Varicella Vaccine, Live is a white-loose lyophilized preparation,
after reconstitution, it should be a clear, colorless to slight opalescence solution.

Varicella Vaccine, Live, when reconstituted as indicated [see Reconstitution Instructions (4.2)), is a sterile preparation for
subcutaneous injection. Each dose (approximately 0.5 mL) shall contain 3.3-4.5 Ig plaque-forming units (PFU) of Oka
strain varicella virus. Each dose also contains approximately 0.228% sodium chloride, 0.006% potassium chloride,
0.058% potassium dihydrogen phosphate, 0.628% disodium hydrogen phosphate, 5% sucrose and 0.072% sodium
glutamate.

The product contains no preservative, gelatin and human albumin.

4. DOSAGE AND ADMINISTRATION

Subcutaneous administration only.
4.1 RECOMMENDED DOSE AND SCHEDULE
Varicella Vaccine, Live must be administered as an approximately 0.5 mL dose by subcutaneous injection into the
outer aspect of the upper arm (deltoid region)
One dose for primary immunization. In addition, one dose of booster vaccination can be drawn from experience with
epidemiological data and clinical research, or based on the needs of local epidemic control.
4.2 RECONSTITUTION INSTRUCTIONS
The diluent does not contain preservatives or other anti-viral substances which might inactive the vaccine virus.
Use a sterile syringe free of preservatives, antiseptics, and detergents for each reconstitution and injection of Varicella
Vaccine, Live because these substances may inactivate the vaccine virus
To reconstitute the vaccine, first withdraw the total volume of provided sterile diluent into a syringe, inject all the
withdraw diluent into the vial of lyophilized vaccine and gently agitate to mix thoroughly. Withdraw the entire contents
into the syringe and inject the total volume (approximately 0.5 mL) of reconstituted vaccine subcutaneously. Varicella
Vaccine, Live when reconstituted, is a clear, colorless to slight opalescence solution
Parenteral drug products should be inspected visually for particulate matter and discoloration prior to administration,
whenever solution and container permit. Do not use the product if particulates are present or if it appears discolored.

5. DOSAGE FORMS AND STRENGTHS

Varicella Vaccine, Live is a suspension for injection supplied as a single-dose vial of lyophilized vaccine to be
reconstituted using the accompanying sterile diluent [see itutic ions (4.2) and How Suppli g
and Handling (12)). A single dose after reconstitution is approximately 0.5 mL.

6. CONTRAINDICATIONS
6.1 ALLERGIC REACTION
Do not administer Varicella Vaccine, Live to individuals with a history of anaphylactic or severe allergic reaction to any
components of the vaccine (including any excipients).
6.2 CONCURRENT ILLNESS
Do not administer Varicella Vaccine, Live to individuals with any acute iliness, severe chronic diseases, acute stage of
a chronic disease or febrile illness.

7. WARNING AND PRECAUTIONS
7.1 Adequate treatment provisions, including epinephrine injection and emergency treatment, should be available for
immediate use. Individuals should be observed for at least 30 minutes on site after receiving Varicella Vaccine, Live.
7.2 Individuals with history or family history of convulsions, chronic diseases, epilepsy, allergic constitution, or
lactating women, should be administered under the guidance of doctors.
7.3 If cardiogenic reaction occurs during administration of similar vaccines, vaccination of Varicella Vaccine, Live
should be concerned
7.4 Vaccination should be deferred at least 3 months following administration of immune globulins, avoiding affect
the immune effect.
Vaccination should be deferred one-month following the use of other live attenuated vaccines.
7.6 Varicella Vaccine, Live is not recommended during an epidemic of varicella.
7.7 Avoid exposing Varicella Vaccine, Live to disinfectant during use.
7.8 Avoid the use of Varicella Vaccine, Live under these conditions:
+ Container abnormalities, such as crack;
« lllegible label or expired;
- Incomplete reconstitution or turbidity after reconstitution;
+ Other abnormal appearance.
7.9 Do not administer Varicella Vaccine, Live intradermally, intravascularly or intramuscularly.
7.10 Do not combine Varicella Vaccine, Live with any other vaccine through reconstitution or mixing.
7.11 To minimize the loss of potency, administer Varicella Vaccine, Live immediately after reconstitution. Discard if
the reconstituted vaccine is not used within 30 minutes.
7.12 Fertile women should avoid becoming pregnant for at least 3 months after administration of Varicella Vaccine,
Live.
7.13 The transmission of vaccine virus may occur rarely, but any healthy susceptible individuals, especially those
who develop a varicella-like rash 2 or 3 weeks after administration of Varicella Vaccine, Live, should attempt to avoid
whenever possible close contact with pregnant women (in particular, pregnant women during the first three months
of pregnancy), leukemia patients susceptible to severe varicella, and individuals receiving immunosuppressive
therapy.
7.14 Avoid use of salicylates or salicylate-containing products for 6 weeks following Varicella Vaccine, Live
administration
7.15 Do not freeze the reconstituted vaccine.

8. ADVERSE REACTIONS
8.1 CLINICAL TRIALS EXPERIENCE
Vaccine-related adverse reactions reported during clinical trials are summarized below. In clinical trials, a total of
7,461 subjects were enrolled and Varicella Vaccine, Live was administered to 4,283 participants. All subjects were
monitored for up to 30 days after a single dose of Varicella Vaccine, Live; in addition, most of the subjects were
monitored for up to 180 days for long-term safety evaluation.
Adverse reactions mentioned in clinical trials reports are classified using grading standard form Council for
International Organizations of Medical Sciences (CIOMS).

~
@

Very common >10%
Common 1%-10%, 1% was inclusive
L 0.1%-1%, 0.1% was inclusive
Rare 0.01%-0.1%, 0.01% was inclusive
Very rare <0.01%

mic adverse reaction:

Very common: fever (13.95%)

Uncommon: diarrhea, cough, nausea/vomiting, headache, fatigue/malaise, allergic reaction, rhinorrhea;

Rare: abdominal pain, muscle pain, dizzy, anaphylactoid purpura, upper respiratory tract infection, herpes virus
infection;

Uncommon: redness, pain, swelling, rash, itch;
Rare: induration.
Severe adverse reaction
During the clinical trial, there was one severe adverse reaction occurred, which was anaphylactoid purpura and
recovered after treatment.
8.2 POST-MARKETING EXPERIENCE OF CONGENERIC PRODUCT OVERSEAS
No post-marketing data for this product at this point. Adverse reactions from other licensed varicella vaccines are
summarized as follows:
Systematic adverse reactions
Viral infections, varicella erythema, pain, bacterial infections, fungal infections, depression, hypersensitivity reactions,
anaphylaxis (including anaphylactic shock), angioneurotic edema, facial edema, and peripheral edema.
ve
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Indigestion

Lymphadenopathy, thrombocytopenia, aplastic anemia.
Infections and Infestations
Viral encephalitis, herpes zoster and varicella (caused by wild type varicella virus infection after vaccination)
Nervous/Psychiatric
Toothache, neuroticism, lethargy, irritability, convulsion, stroke, cerebellar ataxia, meningitis, acute disseminated
encephalomyelitis, transverse myelitis, Guillain-Barre syndrome, Bell's paralysis.
Respiratory
Upper respiratory diseases, pharyngitis, rhinitis, asthma, sinusitis, pneumonia, respiratory disorders, dyspnea.
in
Itching, eczema, purpura, sweat gland disease, xeroderma, urticaria, unexplained Steve-Johnson syndrome and
erythema multiforme.
The following adverse reactions are also observed in post-marketing use of other attenuated virus vaccines:
Lymph node enlargement at the injection site;
Allergic/anaphylactic reactions caused by any components of the vaccine: allergic rash, thrombocytopenic purpura
and anaphylactic shock;
Convulsions (with or without fever), etc.
The adverse reactions mentioned above should be paid attention in the post-marketing use.

9. DRUG INTERACTIONS
No studies have been conducted on Varicella Vaccine, Live interaction with other medicinal products. It is not known
whether Varicella Vaccine, Live can interact with other medicinal products.

10. CLINICAL STUDIES

The pivotal phase Il clinical trial was conducted with a randomized, double-blind, placebo-controlled design among
children 1-12 years of age. A total of 5,997 subjects were randomly assigned in a 1:1 ratio to receive one dose of Varicella
Vaccine, Live (0.5 mL) or placebo to evaluate the efficacy, safety and immunogenicity.

Efficacy

The primary endpoint was based on the laboratory-confirmed varicella. Laboratory confirmation of varicella was
achieved by using PCR or virus isolation, or 4-fold increase of antibody titer from acute to recovery period among all the
clinical diagnosed varicella. Before unblinding, the Data and Safety Monitoring Board reviewed all the epidemiologic data
and laboratory test results for each patient with laboratory-confirmed varicella-zoster virus (VZV) infection and made the
final determination of varicella.

During the six-month case surveillance period, a total of 52 cases (six in the vaccine group and 46 in the placebo group)
of laboratory-confirmed varicella were reported. In FAS, the efficacy of the vaccine against varicella was 87.1% [95%
confidence interval (Cl), 69.7% to 94.5%]. The number of varicella cases was the same in PPS as that of FAS, so that the
efficacy was also 87.1%.

The Poisson regression model was used to calculate the efficacy and incidence density of the whole study population
and all age groups, and the results are shown in the table below:

Table 1 Estimated efficacy of Varicella Vaccine, Live against laboratory confirmed varicella by age subgroups (FAS)

Vaccine (N=2997, Placebo (N=3000, N
Age \% ffi
rou g(v) Varicella| Number of Incidence Varicella | Number of Incidence "’°°('3§-£c.')° acy
group Person-year | Density (95%Cl) | cases |Person-year|Density (95%Cl)
0.387 2.993 871
2 s 15495 | Tmaansen | 40 15867 | (242:3996) | (60.7-945]
2714 80.2
4 2 17 | Toassarsn | M 4053 5034901 | (106956)
¥ 0.382 345 88.6
8 3 7863 |Tomesaies | 2% | 474 T(52604950] | (62.2966)
0.256 604
912 1 5014 (0.036-1.814) 10 8840 T 401-4.840) (234-98.7)

Immunogenicity

The immunogenicity subgroup was to evaluate the seroconversion rate and geometric mean titer (SMT) after one dose
of Varicella Vaccine, Live. Seroconversion was defined by a post-immunization titer of 1:8 or more for those with
pre-immunization titer of less than 1:8, or 4-fold increase of antibody titer for those with pre-immunization titer of 1:8 or
more.

After vaccination, seroconversion rate was 94.27% (95%Cl: 91.29% to 96.46%) and GMT was 46.48 (95%Cl: 40.69 to
53.10) in PPS, and all the detailed results were shown in the table below:

Table 2 C i of day 30 post: ination immune for Varicella Vaccine, Live in
il ici ion in PPS
Age | Pre-vaccination Day 30 Post-vaccination
lgroup (Y)| SPR (1:8), %(95% CI)] GMT (95% Cl) | SCR, % (95% Cl) GMT (95% CI) | GMI (95% CI)

112 | 349 | 50.72(4534-56.08) | 6.73(5.99-7.56) | 94.27(91.29-96.46) | 46.48(40.69-53.10) | 6.91(6.36-7.51)
14 75 | 26.67(17.11-38.14) | 3.32(2.80-3.95) | 90.67(81.71-96.16) | 24.25(20.3428.91) | 7.29(5.958.94)
58 | 186 | 53.76(46.32:61.00) | 7.54(6.41-8.86) | 94.62(90.34-97.39) | 49.67(40.99-60.20) | 6.59(5.93-7.33)
012 | 88 | 64.77(53.86-74.66) | 9.66(7.70-12.14)| 96.59(90.36-99.29) | 70.34(53.84-91.91) | 7.28(6.12-8.66)

Abbreviations: SPR: seropositive rate; SCR: seroconversion rate; GMT: geometric mean titer; GMI: geometric mean fold
increase.

For Safety data please refer to [Clinical Trials Experience (7.1)]
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12. HOW SUPPLIED/STORAGE AND HANDLING

Varicella Vaccine, Live is supplied as follows:

Vials, 1 vial/small box (accompany with diluent).

Storage

Vaccine and Diluent Package: stored and transported at +2°C and +8°C, protect from light. Do not freeze,

13. SHELF LIFE
The validity period of the vaccine is 24 months.

14. SPECIFICATION
Varicella Vaccine, Live complies with WHO recommendations given in Technical Report Series, No. 848, 1994, Annex 1
Requirements for varicella vaccine (live).

15. THE VACCINE VIAL MONITOR (Optional) Vaccine Vial Monitors
Vaccine Vial Monitors (VVMs) are part of the Varicella
Vaccine, Live label, supplied by Sinovac (Dalian). The
color dot which appears on the vial cap is a VVM. This A
is a time-temperature sensitive dot that provides an Square is Square Square is
indication of the cumulative heat to which the vial has lighter than matches . darker

been exposed. It warns the end user when exposure to oter circle circle than circle

heat is likely to have degraded the vaccine beyond an T"‘ehm'“”’“g‘e"‘“'sf\“"’e O“CMVSCE"‘;";SW";“&“
! of the VWMs begins with a or exceeded the discar

acceptable level. The interpretation of the VWM is simple. shade thatis lighter than the EASYUPLAUNI  point, the colour of the inner

Focus on the central square. Its color will change outer circle and continues to square will be the same

progressively. As long as the color of this square is darken with time and/or colour or darker than the

lighter than the color of the ring, then the vaccine can exposure to heat. outer circle

be used. As soon as the color of the central square is

the same color as the ring or of a darker color than the Cumulative

ring, then the vial should be discarded

16. MANUFACTURER

Manufacturer name: SINOVAC (DALIAN) VACCINE TECHNOLOGY CO., LTD.

Address: No. 36, 2" Life Road, DD Port, Economic and Technical Development Zone, Dalian, China
Post Code: 116620 Tel: +86-411-8758-6000 Fax: +86-411-8758-9886

17. DILUENT (WATER FOR INJECTION)

Strength: 0.5 mL/Ampoule

Reference to standards: Chinese Pharmacopoeia, 2020.
Manufacturer: Jiangsu Desano Pharmaceutical Co., Ltd
Shelf life: 48 months.
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VACCIN CONTRE LA VARICELLE, A VIRUS VIVANT

Veuillez lire la notice attentivement et utiliser le vaccin sous la surveillance d'un médecin

AVERTISSEMENT : NE DOIT PAS ETRE ADMINISTRE PAR VOIE INTRADERMIQUE,
INTRAMUSCULAIRE OU INTRAVEINEUSE

P
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INFORMATIONS POSOLOGIQUES COMPLETES

1. NOM DU PRODUIT MEDICAL
Vaccin contre la varicelle, & virus vivant

2. INDICATIONS ET UTILISATION
Le vaccin contre la varicelle, a virus vivant est indiqué pour une immunisation active en vue de la prévention de la varicelle
chez les individus agés de 1 an (12 mois) a 12 ans (avant le 13éme anniversaire)

3. DESCRIPTION

Le vaccin contre la varicelle, a virus vivant est une préparation de la souche Oka vivante du virus atténué du vaccin contre
la varicelle. La souche Oka a été obtenue a partir de 'American Type Culture Collection (ATCC) qui a été initialement
obtenue a partir d'un enfant atteint de la varicelle de type sauvage, puis introduite dans les cultures des cellules
pulmonaires embryonnaires humaines, adaptées et diffusées dans les cultures des cellules embryonnaires des cobayes
et finalement diffusées dans les cultures des cellules diploides humaines (WI-38). Un passage supplémentaire du virus
du vaccin contre la varicelle a été mené dans une cellule diploide humaine auto-creée (SV-1). Le vaccin contre la varicelle,
a virus vivant est une préparation lyophilisée d'un blanc cassé. Apres la reconstitution, il doit étre clair, terne tirant vers
une solution d'une opalescence légere.

Le vaccin contre la varicelle, a virus vivant, une fois reconstitué comme indiqué [voir les Instructions de reconstitution
(4.2)), est une préparation stérilisée pour injection sous-cutanée. Chaque dose (environ 0,5 mL) doit contenir 33 a 4,5 g
d'unités formatrices de plaques (UFP) de la souche Oka du virus de la varicelle. Chaque dose contient également environ
0,228 % de chlorure de sodium, 0,006 % de chlorure de potassium, 0,058 % de dihydrogénophosphate de potassium, 0,628
% de phosphate d'hydrogéne d\sod\que 5 % de sucrose et 0,072 % de glutamate de sodium.

Le produit ne contient aucun conservateur, aucune gélatine albumine humaine.

4. DOSAGE ET ADMINISTRATION

Administration uniquement par voie sous-cutanée.
4.1 DOSE RECOMMANDEE ET CALENDRIER
Le vaccin contre la varicelle a virus doit étre administré a une dose d'environ 0,5 mL par injection sous cutanée dans
I'aspect extérieur de la partie supérieure du bras (région deltoide).
Une dose pour une immunisation initiale. De plus, une dose de vaccin de rappel peut étre tirée de I'expérience avec les
donr‘wees épidémiologiques et la recherche clinique ou sur la base des besoins de lutte contre les épidémies au niveau
4.2 INSTRUCTIONS DE RECONSTITUTION
ILe diluant ne contient pas de conservateurs ou d'autres substances antivirales qui pourraient inactiver le vaccin contre
e virus.
Utilisez un seringue dépourvue de conservateurs, d'antiseptiques et de détergents pour chaque reconstitution et
injection du vaccin contre la varicelle, a virus vivant, car ces substances peuvent inactiver le vaccin contre le virus.
Pour reconstituer le vaccin, tirez d'abord le volume total du diluant stérilisé fourni dans une seringue, injectez tout le
diluant tiré dans un flacon de vaccin | ophilisé et agitez doucement pour mélanger le tout. Tirez le contenu entier dans
la seringue et injectez le volume total (environ 0,5 mL) du vaccin reconstitué par voie sous-cutanée. Le vaccin contre
la varicelle, & virus vivant est clair, terne tirant vers une solution d'une opalescence légere.
Les produits pharmaceutiques parentéraux doivent étre inspectés a la vue pour des matieres particulaires et la
décoloration avant I'administration a chaque fois que la solution et le contenant le permettent. N'utilisez pas le produit
si des particules sont présentes ou s'il apparait décoloré.

5. FORMULAIRES DE DOSAGE ET FORCES

Le vaccin contre la varicelle, & virus vivant est une suspension pour injection livrée sous forme de flacon a dose unigue de
vaccin lyophilisé pour étre reconstitué a l'aide du diluant stérilisé qui l'accompagne [voir les Instructions de reconstitution
(4.2) et Mode de livraison/Stockage et Manipulation (12)]. Une dose unique apres reconstitution est d'environ 0,5 mL.

6. CONTRE-INDICATIONS
6.1 REACTION ALLERGIQUE
N'administrez le vaccin contre la varicelle, a virus vivant aux personnes ayant un antécédent de réaction
anaphylactique ou d'allergie sévere aux composantes du vaccin (y compris les excipients)
6.2 MALADIES CONCOMITANTES
N'administrez pas le vaccin contre la varicelle, a virus vivant aux personnes souffrant de maladie aigué, de maladies
chroniques graves, qui se trouvent a un stade aigu d'une maladie chronique ou fébrile.

7. AVERTISSEMENT ET PRECAUTIONS
7.1 Des dispositions adéquates relatives au traitement, y compris 'injection de I'épinéphrine et le traitement d'urgence
doivent étre disponibles pour une utilisation immédiate. Des mdlvwdus doivent étre observés pendant au moins 30
minutes sur le site aprés avoir regu le vaccin contre la varicelle, a virus vivant
7.2 Les personnes ayant des antécédents ou des antécédents familiaux de convulsions, de maladies chroniques,
g ep\\epjwe de constitution allergique, ou la femme qui allaite doivent se faire administrer le vaccin sous la surveillance
les medecins.

7.3 S'il se produit une réaction cardiogénique pendant |'administration des vaccins similaires, la vaccination du vaccin
contre la varicelle, & virus vivant doit étre concernée.
7.4 La vaccination doit étre renvoyée au moins de 3 mois a la suite de I'administration des immunoglobines, évitant
d'affecter I'effet immunitaire.
7.5 La vaccination doit étre renvoyée d'un mois a la suite de I'utilisation d'autres vaccins atténués vivants
7.6 La vaccin contre la varicelle, a virus vivant n'est pas recommandé pendant une épidémie de varicelle
7.7 Evitez d'exposer le vaccin contre le varicelle, a virus vivant aux produits désinfectants pendant I'utilisation
7.8 Evitez d'utiliser le vaccin contre la varicelle, a virus vivant sous les conditions suivantes:

- Anomalies du contenant, telles que les ﬂssures

- Etiquette illisible ou expirée;

- Reconstitution incompleéte ou turbidité aprés la reconstitution;

- Autre apparence anormale
7.9 N'administrez pas le vaccin contre la varicelle, & virus vivant par voie sous-cutanée, intravasculaire ou intramuscu-
laire.
7.'[? Ne combinez pas le vaccin contre la varicelle, a virus vivant avec d'autre vaccin par voie de reconstitution ou de
mélange
7.11 Pour minimiser la perte de puissance, administrez la vaccin contre la varicelle, a virus vivant immédiatement
apres la reconstitution. Mettre a I'ecart si le vaccin reconstitué n'est pas utilisé dans un délai de 30 minutes
7.12 Les femmes en age de procréer doivent éviter de tomber enceintes pendant au moins 3 mois aprés I'administra-
tion du vaccin contre la varicelle, & virus vivant
7.13 La transmission du virus vaccinal peut se produire rarement, mais les personnes vulnérables a la santé, surtout
celles qui développent une éruption cutanée semblable a la varicelle 2 ou 3 semaines apreés I'administration du vaccin
contre la varicelle, & virus vivant, doivent essayer éviter tout contact rapproché avec des femmes enceintes (en
particulier les fernmes enceintes au cours des trois premiers mois de grossesse), les patients atteints de leucémie
vulnérables a la varicelle grave et les personnes qui regoivent une thérapie immunosuppressive.
7.14 Evitez d'utiliser des salicylates ou des produits contenant des salicylates pendant 6 semaines 4 la suite de
I'administration du vaccin contre la varicelle, a virus vivant
7.15 Ne congelez pas le vaccin reconstitué.

8. EFFETS INDESIRABLES
8.1 EXPERIENCE D'ESSAIS CLINIQUES
Les effets indésirables liés au vaccin signalés pendant les essais cliniques sont résumés ci-dessous. Dans les essais
clinigues, 7 461 sujets au total ont été enregistrés et le vaccin contre la varicelle, & virus vivant a été administré & 4 283
participants. Tous \es sujets ont été surveillés pendant 30 jours apres une dose unique de vaccin contre la varicelle, a
virus vivant. En plus, la plupart des sujets ont été surveillés pendant 180 jours pour une évaluation de sécurité sur le
long terme.
Les effets indésirables mentionnés dans les rapports d'essais cliniques étaient classifiés conformément a la norme de
(c\asserr;em de I'incidence des effets indésirables du Conseil des Organisations internationales des sciences médicales
CIOMS;

Trés fréquent >10%

Fréquent 1%a10 %, 1 % était inclusif

Peu fréquent 0,1%a1 % 0,1 % était inclusif
Rare 0,01 %a0,11 %, 0,01 % était inclusif
Trés rare <001 %

Effets indésirables systémiques

Tres fréquent: fievre (13,95 %)

Peu fréquent: diarrhée, toux, nausée/vomissement, maux de téte, fatigue/malaise, réaction allergique, rhinorrhée;
Rare : douleurs abdominales, douleurs musculaires, vertiges, purpura anaphylactoide, infection des voies respiratoires

supérieures, infection au virus de I'herpes;

Peu fréquent rougeur, douleur, enflement, éruption cutanée, démangeaisons; Rare: induration.

Effet indésirable grave

Pendant I'essai clinique, un effet indésirable grave s'est produit, il s'agissait d'un purpura anaphylactoide rétabli aprés
traitement.

8.2 EXPERIENCE POST-MARKETING DU PRODUIT CONGENERIQUE A L'ETRANGER

Il n'existe aucune donnée post commercialisation de ce produit pour le moment. Les effets indésirables issus d'autres
vaccins contre la varicelle homologués sont résumés comme suit

Les infections virales, I'érytheme de la varicelle, les douleurs, les infections bactériennes, les infections

fong\ques la dépression, les réactions d' hypersens\bmle I'anaphylaxie (y compris le choc anaphylactique),
‘cedéme angioneurotique et I'cedeme périphérique.

SINOVAC

L' md\geshon
hémi

La Iymphadeno alhle Ia Ihrombocylopeme I'anémie aplasique.
Infections et i Fsratmns

L'encéphalite virale, I'herpés zoster et la varicelle (causées par une infection au virus de la varicelle de type sauvage
apreés la vaccination)

Nerveux/Psychiatrique

Le mal de dents, le névrosisme, la Iéthargie, l'irritabilité, la convulsion, I'accident vasculaire cérébral, I'ataxie
cérébelleuse, la méningite, I'encéphalomyélite aigué disséminée, la myélite transverse, le syndrome de Guillain-Barre,
la paralysie de Bell

Les maladies des voies respiratoires supérieures, la pharyngite, la rhinite, I'asthme, la sinusite, la pneumonie, les
troubles respiratoires, la dyspnée.
Cutanée

Les démangeaisons, I'eczéma, le purpura, la maladie des glandes sudoripares, la xérodermie, I'urticaire, le syndrome
de Stevens-Johnson et I' erylheme multiforme

Les effets indésirables suivants ont également été observés dans la commercialisation d'autres vaccins a virus
atténués:

L'hypertrophie des ganglions lymphatiques au niveau du site d'injection;

Les réactions allergiques/anaphylactiques causées par les composantes du vaccin: les éruptions allergiques le
purpura thrombocytopénique et le choc anaphylactique;

Les convulsions (accompagnées de fievre ou pas), etc.

Les effets indésirables mentionnés ci-dessus méritent toute I'attention dans I'utilisation dans la commercialisation

9. INTERACTIONS MEDICAMENTEUSES

Aucune étude n'a été conduite sur l'interaction du vaccin contre la varicelle, a virus vivant avec d'autres produits
pharmaceutiques. L'interaction du vaccin contre la varicelle, a virus vivant avec d'autres produits pharmaceutiques n'est
pas connue.

10 ETUDES CLINIQUES

ssai clinique pivot de I était conduit suivant un modele aléatoire & double insu contrélé par placebo chez les enfants
ages de 1 a 12 ans. 5997 sujets au total ont été assignés de maniere aléatoire dans un rapport 1/1 a recevoir une dose
d?fvaccln contre la varicelle, & virus vivant (0,5 mL) ou sous placebo pour évaluer I'efficacité, la sécurité et l'immunogénicité.
Efficacite

Le principal paramétre d'évaluation était basé sur la varicelle confirmée au laboratoire. La confirmation de la varicelle au
laboratoire a été réalisée a 'aide du PCR ou de I'isolation du virus ou par une augmentation par 4 du taux d'anticorps de
la période aigué a la guérison chez tous les cas de diagnostic clinique de varicelle. Avant le décodage, le comité de
surveillance ges données et de I'innocuité a examiné toutes les donnees épidémiologiques et les résultats des tests en
laboratoire de chaque patient atteint d'une infection au virus zoster de la varicelle ?VZ\/) confirmé en laboratoire et a
effectué la détermination finale de la varicelle.

Pendant la période de surveillance typique de six mois, 52 cas au total (six dans un groupe de vaccin et 46 dans un groupe
placebo) des cas de varicelle con%rme’s en laboratoire étaient signalés. Dans le FAS, I'efficacité du vaccin contre la
varicelle était de 87,1 % [35 % d'intervalle de confiance (IC), 69,7 % a 94,5 %]. Le nombre de cas de varicelle était identique
dans le PPS que celui du FAS, faisant que l'efficacité soit ega\emem a871 %

Le modéle de régression de Poisson a été utilisé pour calculer I'efficacité et la densité d'incidence de 'ensemble de la
population de I'étude et de tous les groupes d'age. Les résultats se trouvent dans le tableau ci-dessous:

Tableau 1 Efficacité estimée du vaccin contre la varicelle, & virus vivant contre la varicelle confirmée en laboratoire par
sous-groupe d'age (FAS)

roupe Vaccin (N=2997) Placebo (N=3000) ité du
d'a e?v) Cas de | Nombre de Incidence Casde | Nombre de Incidence vaccin
g varicelle | personne- Densité varicelle | personne- Densité (95 % IC)
année (95 % IC) année (95 % IC)
0387 2,993 87,1
112 6 15495 ["oava-osen | ° 15367 (2242-3,996) (69.7-94.5)
0,538 714 802
-4 2 ST Tmissoieny | M 4053 I1503-4901) (10,6-95,6)
0,382 345 ,
5-8 3 7863  oisiasy | 2 7474 (3.260-4,950) (622-966)
912 ! 3914 I —5036-1874) 10 3840 (7201-4840) (234-987)

Immunogénicité

Le sous-groupe d'immunogénicité servait a évaluer le taux de séroconversion et la moyenne géométrique des titres
(MGT) aprés une dose de vaccin contre la varicelle. La séroconversion a été définie par le titre post immunisation d'un
rapport de 1/8 ou plus pour ceux ayant un titre post \mmumsa(lon mferleur a1/8, ou par une augmentation par 4 du taux
d'anticorps chez ceux ayant un titre pré-immunisation de 1/8 o

Aprés la vaccination, le taux de séroconversion était de 94,27 % (95 “/a 1C:91,29 % a 96,46 %) et la MGT était de 46,48 (95
% 1C: 40,69 & 53,10) dans le PPS. Tous les résultats détaillés se trouvent dans le tableau ci-dessous:

Tableau 2 C¢ i de la réponse ii itaire 30 j ]ours apres la vaccination au vaccin contre la varicelle, a virus
vivant dans ' énicité de du -groupe dans le PPS
Groupe | Pré-vaccination 30 jours apres la vaccination
d'age (Y) SPR (1:8), %(95% IC)| MGT (95%IC) | SCR, % (95% IC) MGT (95% IC) | MGI (95% IC)

112 | 349 | 50,72(4534-56,08) | 6,73(5,99-7,56) | 94,27(91,29-96,46) | 46,48(40,69-53,10) | 6,91(6,36-7,51
14 | 75 | 2667(17,11-38,14) | 3,32(2,80-395) | 90,67(81,71-96,16) | 24,25(20,34-2891) | 7,29(5,95-894
58 | 186 | 53,76(46,32-61,09) | 7,54(641-8,86) | 94,62(90,34-97,39) | 49,67(40,99-60,20) | 6,59(5,93-7,33
912 | 88 | 64,77(53,86-74,66) | 9,66(7,70-12,14)| 96,59(30,36-99,29) | 70,34(53,84-91,91) | 7,28(6,12-8,66

)
)
)
)

Abréviations: SPR: taux de séropositivité; SCR: taux de séroconversion; MGT: moyenne géométrique des titres; GMI:
facteur d'augmentation de la moyenne géométrique.

Sécurité

Pour les données de sécurité, veuillez consulter [Expérience des essais cliniques (7.1)]

11. REFERENCES

1.Hao B, et al. Efficacy, safety and immunogenicity of live attenuated varicella vaccine in healthy children in China:
double-blind, randomized, placebo-controlled clinical trial. Clin Microbiol Infect. 2019 Aug;25(8):1026-1031

2.Huang L, et al. Safety, immunogenicity, and lot-to-lot consistency of live attenuated varicella vaccine in 1-3 years old children:
a double-blind, randomized phase Ill trial. Human Vaccines & Immuno therapeutics. 2019 Jan;15(4):822-827.

12. MODE DE LIVRAISON/STOCKAGE ET MANIPULATION

Le vaccin contre la varicelle, a virus vivant est livré de la maniére suivante:

Flacons, 1 flacon/petit boitier (accompagné de diluant)

Stockage

‘Pack vaccin et diluant: Stocké et transporté le produit @ une température comprise entre +2°C et +8°C, a l'abri de la
umiére.

13. DUREE DE CONSERVATION
La période de validité du vaccin est de 24 mois.
14. SPECIFICATION

Le vaccin contre la varicelle, a virus vivant respecte les recommandations de I'OMS données dans la série de rapports
techniques, N°. 848, 1994, Annexe 1 Exigences pour le vaccin contre la varicelle (& virus vivant).

15. PASTILLE DE CONTROLE DES VACCINS Pastille de con(roledevaccms
(Facultati ﬁf)d ed Y

Les pastilles de contrle des vaccins (PCV) font partie
du de ['étiquette du vaccin contre la varicelle, & virus - . _
vivant livré par Sinovac (Dalian). Le point de couleur qui AL é est pl L Iy est
apparait sur le bouchon du flacon est une PCV. Il s'agit o © carre est pus . e carré e carré

claire que le cerce correspond
d'un point sensible & température qui fournit une extérieur au cercle

indication de la chaleur cumulée a laquelle le flacon a La couleur du carré intérieur nef ) tteint
été exposé. Il sert davertissement a I'utilisateur final | | despey commence aveo oudépsssdlepont o
I I'exposition a la chaleur est susceptible de b lus cl [ s

lorsque P P! une ombre qui est plus claire Jif d'élimination, \a couleuvdu
dégrader le vaccin au-dela d'un niveau acceptable. quelecercleextérieur et [DYIMVININGOIY carré intérieur sera de la
Lmterpre(auon du PCV est simple. Concentrez-vous continue & s'assombrir avec méme couleur ou plus sombre
sur le carré central. Sa couleur changera progressive- le temps et/ou a Fexposition que le cercle extérieur.

ment. Aussi \onPtemps que la couleur de ce carre est | | 2/ chaleur

plus claire que la couleur de la bague, alors le vaccin

peut étre utilisé. Aussitot que la couleur du carré

central est identique a celle de la bague ou plus sombre
ue la couleur de la bague, alors le flacon doit étre mise
e cote.

16. FABRICANT

Nom du fabricant: SINOVAC éDAUAN) VACCINE TECHNOLOGY CO,, LTD.

Adresse: No. 36, 24 Life Road, DD Port, Economic and Technical Deve\opment Zone, Dalian, China.
Code postal: 116620 Tél: +86-411-8758-6000 Fax: +86-411-8758-9886

17. DILUANT (EAU POUR INJECTION)

Force: 0,56 mL/Ampoule.

Re;erence aux normes: Pharmacopée chm‘olse 2020

Fabricant: Jiangsu Desano Pharmaceutical Co., Ltd.

Durée de conservation: 48 mois. SINOVAC
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VARICELLA VACCINE, LIVE

Please read the leaflet carefully and use the vaccine under the guidance of a physician
WARNING: DO NOT BE ADMINISTERED INTRADERMALLY, INTRAMUSCULARLY OR INTRAVENOUSLY

VARICELLA
VACCINE,LIVE

FULL PRESCRIBING INFORMATION

1. NAME OF THE MEDICAL PRODUCT
Varicella Vaccine, Live.

2. INDICATIONS AND USAGE
Varicella Vaccine, Live is indicated for active immunization for the prevention of varicella in individuals aged 1 year (12
months) to 12 years (before 13™ birthday)

3. DESCRIPTION

Varicella Vaccine, Live is a preparation of the Oka strain of live, attenuated varicella vaccine. Oka strain was obtained
from the American Type Culture Collection (ATCC), which was initially obtained from a child with wild-type varicella, then
introduced into human embryonic lung cell cultures, adapted to and propagated in embryonic guinea pig cell cultures
and finally propagated in human diploid cell cultures (WI-38). Further passage of the virus for varicella vaccine was
conducted in self-established human diploid cell (SV-1). Varicella Vaccine, Live is a white-loose lyophilized preparation,
after reconstitution, it should be a clear, colorless to slight opalescence solution.

Varicella Vaccine, Live, when reconstituted as indicated [see Reconstitution Instructions (4.2)], is a sterile preparation for
subcutaneous injection. Each dose (approximately 0.5 mL) shall contain 3.3-4.5 Ig plaque-forming units (PFU) of Oka
strain varicella virus. Each dose also contains approximately 0.228% sodium chloride, 0.006% potassium chloride,
0.058% potassium dihydrogen phosphate, 0.628% disodium hydrogen phosphate, 5% sucrose and 0.072% sodium
glutamate.

The product contains no preservative, gelatin and human albumin.

4. DOSAGE AND ADMINISTRATION

Subcutaneous administration only.
4.1 RECOMMENDED DOSE AND SCHEDULE
Varicella Vaccine, Live must be administered as an approximately 0.5 mL dose by subcutaneous injection into the
outer aspect of the upper arm (deltoid region).
One dose for primary immunization. In addition, one dose of booster vaccination can be drawn from experience with
epidemiological data and clinical research, or based on the needs of local epidemic control.
4.2 RECONSTITUTION INSTRUCTIONS
The diluent does not contain preservatives or other anti-viral substances which might inactive the vaccine virus.
Use a sterile syringe free of preservatives, antiseptics, and detergents for each reconstitution and injection of Varicella
Vaccine, Live because these substances may inactivate the vaccine virus.
To reconstitute the vaccine, first withdraw the total volume of provided sterile diluent into a syringe, inject all the
withdraw diluent into the vial of lyophilized vaccine and gently agitate to mix thoroughly. Withdraw the entire contents
into the syringe and inject the total volume (approximately 0.5 mL) of reconstituted vaccine subcutaneously. Varicella
Vaccine, Live when reconstituted, is a clear, colorless to slight opalescence solution
Parenteral drug products should be inspected visually for particulate matter and discoloration prior to administration,
whenever solution and container permit. Do not use the product if particulates are present or if it appears discolored.

5. DOSAGE FORMS AND STRENGTHS

Varicella Vaccine, Live is a suspension for injection supplied as a smg\e dose vial of lyophilized vaccine to be
reconstituted using the accompanying sterile d\\uem [see (4.2) and How Supp Jol
and Handling (12)). A single dose after reconstitution is approximately 0.5 mL.

6. CONTRAINDICATIONS
6.1 ALLERGIC REACTION
Do not administer Varicella Vaccine, Live to individuals with a history of anaphylactic or severe allergic reaction to any
components of the vaccine (including any excipients).
6.2 CONCURRENT ILLNESS
Do not administer Varicella Vaccine, Live to individuals with any acute illness, severe chronic diseases, acute stage of
a chronic disease or febrile illness.

7. WARNING AND PRECAUTIONS
7.1 Adequate treatment provisions, including epinephrine injection and emergency treatment, should be available for
immediate use. Individuals should be observed for at least 30 minutes on site after receiving Varicella Vaccine, Live.
7.2 Individuals with history or family history of convulsions, chronic diseases, epilepsy, allergic constitution, or
lactating women, should be administered under the guidance of doctors.
7.3 |If cardiogenic reaction occurs during administration of similar vaccines, vaccination of Varicella Vaccine, Live
should be concerned
7.4 Vaccination should be deferred at least 3 months following administration of immune globulins, avoiding affect
(he immune effect.
Vaccination should be deferred one-month following the use of other live attenuated vaccines.
7.6 Varicella Vaccine, Live is not recommended during an epidemic of varicella.
7.7 Avoid exposing Varicella Vaccine, Live to disinfectant during use.
7.8 Avoid the use of Varicella Vaccine, Live under these conditions:
+ Container abnormalities, such as crack;
« lllegible label or expired;
« Incomplete reconstitution or turbidity after reconstitution;
+ Other abnormal appearance.
7.9 Do not administer Varicella Vaccine, Live intradermally, intravascularly or intramuscularly.
7.10 Do not combine Varicella Vaccine, Live with any other vaccine through reconstitution or mixing.
7.11 To minimize the loss of potency, administer Varicella Vaccine, Live immediately after reconstitution. Discard if
the reconstituted vaccine is not used within 30 minutes.
7.12 Fertile women should avoid becoming pregnant for at least 3 months after administration of Varicella Vaccine,
Live.
7.13 The transmission of vaccine virus may occur rarely, but any healthy susceptible individuals, especially those
who develop a varicella-like rash 2 or 3 weeks after administration of Varicella Vaccine, Live, should attempt to avoid
whenever possible close contact with pregnant women (in particular, pregnant women during the first three months
of pregnancy), leukemia patients susceptible to severe varicella, and individuals receiving immunosuppressive
therapy.
7.14 Avoid use of salicylates or salicylate-containing products for 6 weeks following Varicella Vaccine, Live
administration
7.15 Do not freeze the reconstituted vaccine.

8. ADVERSE REACTIONS
8.1 CLINICAL TRIALS EXPERIENCE
Vaccine-related adverse reactions reported during clinical trials are summarized below. In clinical trials, a total of
7,461 subjects were enrolled and Varicella Vaccine, Live was administered to 4,283 participants. All subjects were
monitored for up to 30 days after a single dose of Varicella Vaccine, Live; in addition, most of the subjects were
monitored for up to 180 days for long-term safety evaluation.
Adverse reactions mentioned in clinical trials reports are classified using grading standard form Council for
International Organizations of Medical Sciences (CIOMS).

01

Very common >10%

Common 1%-10%, 1% was inclusive

L 0.1%-1%, 0.1% was inclusive
Rare 0.01%-0.1%, 0.01% was inclusive
Very rare <0.01%

mic adver: ion:
Very common: fever (13.95%)
Uncommon: diarrhea, cough, nausea/vomiting, headache, fatigue/malaise, allergic reaction, rhinorrhea;
Rare: abdominal pain, muscle pain, dizzy, anaphylactoid purpura, upper respiratory tract infection, herpes virus
infection;

Uncommon: redness, pain, swelling, rash, itch;
Rare: induration.
Severe adverse reaction
During the clinical trial, there was one severe adverse reaction occurred, which was anaphylactoid purpura and
recovered after treatment.
8.2 POST-MARKETING EXPERIENCE OF CONGENERIC PRODUCT OVERSEAS
No post-marketing data for this product at this point. Adverse reactions from other licensed varicella vaccines are
summarized as follows:
Systematic adverse reactions
Viral infections, varicella erythema, pain, bacterial infections, fungal infections, depression, hypersensitivity reactions,
anaphylaxis (including anaphylactic shock), angioneurotic edema, facial edema, and peripheral edema.
ve

SINOVAC

\nd\gesuon

Lymphadenopathy, lhrombocytopema aplastic anemia.

Infections and Infestations

Viral encephalitis, herpes zoster and varicella (caused by wild type varicella virus infection after vaccination)
Nervous/Psychiatric

Toothache, neuroticism, lethargy, irritability, convulsion, stroke, cerebellar ataxia, meningitis, acute disseminated
encephalomyelitis, transverse myelitis, Guillain-Barre syndrome, Bell's paralysis.

Upper respiratory diseases, pharyngitis, rhinitis, asthma, sinusitis, pneumonia, respiratory disorders, dyspnea.
in

Itching, eczema, purpura, sweat gland disease, xeroderma, urticaria, unexplained Steve-Johnson syndrome and
erythema multiforme.

The following adverse reactions are also observed in post-marketing use of other attenuated virus vaccines:

Lymph node enlargement at the injection site;

Allergic/anaphylactic reactions caused by any components of the vaccine: allergic rash, thrombocytopenic purpura
and anaphylactic shock;

Convulsions (with or without fever), etc.

The adverse reactions mentioned above should be paid attention in the post-marketing use.

9. DRUG INTERACTIONS
No studies have been conducted on Varicella Vaccine, Live interaction with other medicinal products. It is not known
whether Varicella Vaccine, Live can interact with other medicinal products.

10. CLINICAL STUDIES

The pivotal phase I clinical trial was conducted with a randomized, double-blind, placebo-controlled design among
children 1-12 years of age. A total of 5,997 subjects were randomly assigned in a 1:1 ratio to receive one dose of Varicella
Vaccine, Live (0.5 mL) or placebo to evaluate the efficacy, safety and immunogenicity.

Efficacy

The primary endpoint was based on the laboratory-confirmed varicella. Laboratory confirmation of varicella was
achieved by using PCR or virus isolation, or 4-fold increase of antibody titer from acute to recovery period among all the
clinical diagnosed varicella. Before unblinding, the Data and Safety Monitoring Board reviewed all the epidemiologic data
and laboratory test results for each patient with laboratory-confirmed varicella-zoster virus (VZV) infection and made the
final determination of varicella

During the six-month case surveillance period, a total of 52 cases (six in the vaccine group and 46 in the placebo group)
of laboratory-confirmed varicella were reported. In FAS, the efficacy of the vaccine against varicella was 87.1% [95%
confidence interval (Cl), 69.7% to 94.5%]. The number of varicella cases was the same in PPS as that of FAS, so that the
efficacy was also 87.1%.

The Poisson regression model was used to calculate the efficacy and incidence density of the whole study population
and all age groups, and the results are shown in the table below:

Table 1 Estimated efficacy of Varicella Vaccine, Live against laboratory confirmed varicella by age subgroups (FAS)

Age Vaccine (N=2997) Placebo (N=3000) Vaccine effi
rou g(v) Varicella| Number of Incidence Varicella | Number of Incidence a“('SE-,fc.')“"’cy
group case | Person-year | Density (95%Cl) | cases |Person-year| Density (QS%CI)

0.387

12 6 15495 | oaja0sen | 15867 |k 3 996) (69 7 94 5)
0.538 2.7

14 2 3717 013521507 ] 4053 s 34901) mos%s)

. 0382 | 88.6

8 N 7868 | "mistie | 4 s | o
0.256 604 90.2

o2 ! 5014 (0.036-1.814) 10 8840 T 401-4.840) (234-98.7)

Immunogenicity

The immunogenicity subgroup was to evaluate the seroconversion rate and geometric mean titer (GMT) after one dose
of Varicella Vaccine, Live. Seroconversion was defined by a post-immunization titer of 1:8 or more for those with
pre-immunization titer of less than 1:8, or 4-fold increase of antibody titer for those with pre-immunization titer of 1:8 or
more.

After vaccination, seroconversion rate was 94.27% (95%Cl: 91.29% to 96.46%) and GMT was 46.48 (95%Cl: 40.69 to
53.10) in PPS, and all the detailed results were shown in the table below:

Table 2 C i of day 30 p ination immune for Varicella Vaccine, Live in
il ici ion in PPS
Age | Pre-vaccination Day 30 Post-vaccination
[group (Y)| SPR (1:8), %(95% Cl)] GMT (95%CI) | SCR, % (95% CI) GMT (95% CI) GMI (95% CI)

112 | 349 | 50.72(45.34-56.08) | 6.73(5.99-7.56) | 94.27(91.29-96.46) | 46.48(40.69-53.10) | 6.91(6.36-7.51)
14 75 | 26,67(17.11-38.14) | 3.32(2.80-3.95) | 90.67(81.71-96.16) | 24.25(20.3428.91) | 7.29(5.958.94)
58 | 186 | 53.76(46.32:61.00) | 7.54(6.41-8.86) | 94.62(90.34-97.39) | 49.67(40.99-60.20) | 6.59(5.93-7.33)
012 | 88 | 64.77(53.86-74.66) | 9.66(7.70-12.14)| 96.59(90.36-99.29) | 70.34(53.84-91.91) | 7.28(6.12-8.66)

Abbreviations: SPR: seropositive rate; SCR: seroconversion rate; GMT: geometric mean titer; GMI: geometric mean fold
increase.

For Safety data please refer to [Clinical Trials Experience (7.1)]

11. REFERENCES
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12. HOW SUPPLIED/STORAGE AND HANDLING

Varicella Vaccine, Live is supplied as follows:

Vials, 1 vial/small box (accompany with diluent).

Storage

Vaccine and Diluent Package: stored and transported at +2°C and +8°C, protect from light. Do not freeze.

13. SHELF LIFE

The validity period of the vaccine is 24 months.

14. SPECIFICATION

Varicella Vaccine, Live complies with WHO recommendations given in Technical Report Series, No. 848, 1994, Annex 1
Requirements for varicella vaccine (live).

15. THE VACCINE VIAL MONITOR (Optional) Vaccine Vial Monitors

Vaccine Vial Monitors (VVMs) are part of the Varicella DONO

Vaccine, Live label, supplied by Sinovac (Dalian). The _
color dot which appears on the vial cap is a VWM. This ! - |

is a time-temperature sensitive dot that provides an o IS uae’n?il}fan @ :ﬁgﬁs . 32‘;";1';' is
indication of the cumulative heat to which the vial has L

been exposed. It warns the end user when exposure to outer circle ircle than circle
heat is likely to have degraded the vaccine beyond an T"‘ehm'“”’“g‘e"‘“'sf‘“"’e O“CHVSCE"‘;";S“"’;M
acceptable level. The interpretation of the VWM is simple gh;;emf‘ss ‘eggﬂ?: mna‘he DISCARD POINT g;ﬁ“cfﬁeim‘mﬁ e oner
Focus on the central square. Its color will change outer circle and continues to square will be the same
progressively. As long as the color of this square is darken with time and/or colour or darker than the
lighter than the color of the ring, then the vaccine can exposureto heat. outer circle

be used. As soon as the color of the central square is i

the same color as the ring or of a darker color than the Cumulative heat

ring, then the vial should be discarded.

16. MANUFACTURER

Manufacturer name: SINOVAC (DALIAN) VACCINE TECHNOLOGY CO., LTD.

Address: No. 36, 2 Life Road, DD Port, Economic and Technical Development Zone, Dalian, China
Post Code:116620 Tel: +86-411-8758-6000 Fax: +86-411-8758-9886

17. DILUENT (WATER FOR INJECTION)

Strength: 0.5 mL/Ampoule

Reference to standards: Chinese Pharmacopoeia, 2020.
Manufacturer: Jiangsu Desano Pharmaceutical Co., Ltd
Shelf life: 48 months.

SINOVAC
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VACINA DA VARICELA, ATIVO

E favor ler com cuidado o folheto informativo e usar a vacina sob vigilancia e orientagao do médico
AVISO: NAO ADMINISTRAR POR VIA INTRADERMICA, INTRAMUSCULAR OU INTRAVENOSA

C

INFORMAGAO COMPLETA DA RECEITA

1. NOME DO PRODUTO MEDICO
VACINA DA VARICELA, ATIVO.

2. INDICAQOES EUSO
E indicada para a imunidade ativa da prevenco da varicela em individuos desde a idade de 1 ano (12 meses) até aos 12
anos (antes de fazer os 13)

3. DESCRIPTION/DESCRIGAO

A vacina é um preparado da estirpe Oka do virus atenuado da varicela. A estirpe Oka foi obtida, através do ATCC que o
isolou, inicialmente, de uma crianga com varicela do tipo selvagem e, em seguida, inserida em culturas celulares,
pulmonares, embrionicas humanas, adaptadas a, e propagadas por, culturas celulares embrionicas de cobaias e
finalmente, por culturas celulares d\plo\ les humanas (WI-38). A consequente conversdo em vacina da varicela fol
conduzida em célula dipléide humana autoestabelecida (SV-1). A vacina da varicela, ativa, quando reconstituida, € uma
solugdo transparente, clara, que pode variar entre sem cor e levemente opalina.

Avacina, apos reconsmu\(;ao da forma indicada [ver Instrucées de Reconstituicdo (4.2)] € um preparado esterilizado para
injec&o subcutanea. Cada dose (aprox. 0,6 mL) contém 3,3-4,5 |g de unidades formadoras de placa (PFU) da estirpe Oka
do virus da varicela. Cada dose também contém aproxwmadameme 0,228% de cloreto de sodio, 0,006% de cloreto de
potassio, 0,058 % de fosfato monopotassico,0.628% hidrogénio fosfato dissddico, 5% de sacarose e 0,072% de glutamato
de sodio.

0 produto nao contém conservantes, gelatina e albumina humana.

4. DOSAGEM E ADMINISTRAGAO
Administrag&o por via subcutanea apenas.
4.1 DOSE RECOMENDADA E POSOLOGIA
A vacina contra a varicela devera ser administrada como uma dose de aproximadamente 0.5 mL a partir da injegao
subcutanea no aspeto exterior do antebrago (regiao deltdide)
Uma dose para imunizac&o primaria. Além disso, baseada na experiéncia com dados epidemioldgicos e pesquisa
chfmca ou nas necessidades de controlo epidémico local, podera ser importante a administragdo de uma dose de
reforgo, _ ~
4.2 INSTRUGOES DE RECONSTITUICAO
0 diluente nao contém conservantes ou outras substancias anti-virais que possam desativar o virus da vacina.
Use uma seringa esterilizada, livre de substancias conservantes, antiséticas e tensioativas em cada reconstituigéo e
injegao da vacina contra a varicela, porque essas substancias poderao desativar o virus da vacina
Para a reconstitui¢ao da vacina, primeiro retire o volume total do diluente esterilizado fornecido para dentro de uma
seringa, injete todo o diluente no frasco da vacina liofilizada e, suavemente, agite para misturar bem. Transfira todo o
contetido para dentro da seringa e injete o volume completo (aprox. 0,5 mL) da vacina reconstituida por via
subcutanea. A vacina da varicela, ativa, quando reconstituida, € numa solugdo transparente, clara, que pode variar
entre sem cor e levemente opahna
Produtos ou substéncias parentéricas deveréo ser visualmente inspecionadas, procurando material particulado e
descoloragéo, antes da sua administragao, sempre que a solugao e o recipiente o permitam. Nao use o produto se
verificar a presenga de material particulado ou se o produto se apresentar descolorido.

5. FORMAS DE DOSAGEM E CAPACIDADES

A Vacina da Varicela, Ativo € uma supens&o para injegao fornecida como um frasco de dose Unica de vacina liofilizada
para ser reconstituida utilizando o diluente esterilizado que vem a acompanhar [ver Instrugbes de Reconstituicao (4.2) e
Fornecimento, Armazenamento e Gestao (12)]. Uma dose Unica apos reconstituicéo é de aproximadamente 0,5 mL.

6. CONTRA!NDICACOES
6.1 REAGAO ALERGICA
N&o administrar a vacina a individuos com historial de reagao anafilatica ou alérgica grave a qualquer dos ingredientes
da vacina (incluindo os excipientes).
6.2 DOENGA CONCOMITANTE
N&o administrar a vacina a individuos que padegam de qualquer doenga aguda, doenga crénica grave ou estejam num
nivel agudo de doenga cronica ou febril

7. AVISOS E PRECAUCOES
7.1 Medidas adequadas de tratamento, incluindo injecao de epinefrina e tratamento de emergéncia, deverdo estar
disponiveis para uso imediato. Os individuos dever&o estar sob observagao durante, pelo menos, 30 minutos no local
onde Ihes foi administrada a vacina.
7.2 Os individuos com historial préprio ou familiar de convulsdes, doengas crénicas, epilepsia, constituigao alérgica e,
ainda, mulheres lactantes deverao ser vigiados pelo médico, ao ser administrada a vacina.
7.3 Se acontecer uma reagdo cardiogénica, durante a administragéo de vacinas semelhantes, devera ter em atengdo
que 0 mesmo podera ocorrer com a vacina da varicela.
7.4 Avacinagao devera ser adiada por, pelo menos, 3 meses, na sequéncia de administragao de globulinas imunes,
evitando que o efeito de imunizagao seja afetado.
A vacinagéo deverd ser adiada um meés, na sequéncia da administragéo de outras vacinas de virus atenuado.
A vacina nao é recomendada durante uma epidemia de varicela
Evite expor a vacina a substéancias desinfetantes, durante a sua utilizagao.
Evite usar a vacina, nas condigées sequintes:
Anomalias no recipiente, tais como rachas;
Rétulo ilegivel ou %ra de prazo;
Reconstituigao incompleta ou turvagao apds reconstituigao;
0Outros aspetos anormais;
7.9 Nao administrar a vacina por via intradérmica, intravascular ou intramuscular.
7.10 N&o administrar em simultaneo a vacina com qualquer outra , através de reconstituigao ou mistura.
7.11 Para minimizar o efeito de perda de poténcia, administrar a vacina, imediatamente apés a reconstituicao.
Descartar se a vacina reconstituida nao for usada num espaco de 30 minutos.
7.12 Mulheres em periodo fértil deverdo evitar engravidar durante, pelo menos, 3 meses apds a administragdo da
vacina
7.13 A transmissdo do virus da vacina pode acontecer, ainda que raramente, mas todos os individuos com
fragilidades a nivel da saude, em particular os que desenvolverem um prurido semelhante & varicela, 2 ou 3 semanas
apos a administragao da vacina, deverdo tentar evitar, sempre que possivel, qualquer contacto proximo com mulheres
gravidas (em particular se estas estiverem nos primeiros trés meses de gravidez), os doentes com leucemia,
suscetiveis de contrair niveis graves de varicela e individuos a receber terapia imunossupressora
7.14 Evite o uso de salicilatos ou produtos que contenham salicilato durante os 6 meses apds a administragao da
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vacina
7.15 N&o congele a vacina reconstituida.

8. REAGOES ADVERSAS
8.1 EXPERIENCIAS EM ENSAIOS CLINICOS
As reagOes adversas relacionadas com a vacina, reportadas durante os ensaios clinicos encontram-se resumidas na
tabela abaixo. Nos ensaios clinicos, estiveram inscritas pessoas num total de 7.461 e a vacina foi administrada a 4.283
participantes. Todos os individuos foram monitorizados durante mais de 30 dias apds Ihes ter sido ministrada um
Unica dose da vacina; Além disso, a maior parte dos sujeitos foi monitorizada durante mais de 180 dias, numa
avaliag&o de seguranca de longo termo.
As reagBes adversas mencionadas nos relatorios de ensaios clinicos estdo classificadas, usando a graduagao padrao
do Conselho de Organizag@es Internacionais de Ciéncias Médicas (CIOMS).

Muito Comum 210%

Comum 1%-10%, 1% foi inclusivo
Incomum 0,1%-1%, 0,1% foi inclusivo
Raro 0,01%-0,1%, 0,01% foi inclusivo
Muito Raro <0,01%

Reacées sistémicas adversas

Muito comum: febre (13,95%)

Incomum: diarreia, tosse, nauseas/vomitos, dores de cabeca, fadiga/mal-estar, reagao alérgica, rinorreia;

Rara: dor abdominal, dor muscular, tonturas, purpura anafilactéide, infegéo do trato respiratério superior, infecéo por
virus do herpes;

Reacdes adversas locais

Incomum: vermelhidao, dor, inchago, comichao

Rara: induragao

Reacdo adversa grave

Durante o ensaio clinico, houve uma ocorréncia de reagao adversa grave que foi a purpura anafilactdide, mas com
recuperagao apos tratamento.

8.2 EXPERIENCIA DE POS-MARKETING DE PRODUTO CONGENERE NO ULTRAMAR

Nao hé, até ao momento, quaisquer dados referentes ao pés-marketing deste produto. As reagées adversas a outras
vacinas da varicela licenciadas resumem-se, seguidamente:

Reagées adversas sistematicas

Infe?oes virais, varicela erythema, dor, infegdes bacterianas, infecées fungicas, depresséo, reagoes hipersensitivas,
anafilaxia mclumdo choque anaflauco) edema angioneurdtico, edema facial e edema periférico.

Sistema dlgesnvn

Indigestao

SINOVAC

Sistema hémico e linfatico
meadenop@na, trobocitopenia, anemia aplastica

Encefalite viral, herpes-zdster e varicela (causada pela infegao do virus da varicela, estirpe selvagem apés a vacinagao).
Nervous/Psychiatric

Dor de dentes, neuroticismo, letargia, irritabilidade, convulsdo, AVC, ataxia cerebelar, meningite, encefalomielite
d\ssemmada aguda, mielite transversal, Sindrome Guillain-Barre, Paralisia de Bell

Doengas respiratérias superiores, faringite, rinite, asma, sinusite, pneumonia, problemas respiratdrios, dispneia.
Pele

Comich&o, eczema, purpura, doenga das glandulas sudoriparas, xeroderma, urticéria, sindrome de Stevens-Johnson
inexplicado e eritema multiforme.

As reagoes adversas seguintes também sao observadas no uso de pds-marketing de outras vacinas de virus atenuados:
Entumescimento do nédulo linfatico na zona da injegéo;

Reagbes alérgicas/anafilaticas causadas por qua\quer componeme da vacina: prurido alérgico, purpura trombocitopéni-
co e chogue anafilatico;

Convulsdes (com ou sem febre), etc.

As reagbes adversas supra mencionadas deverao ser tidas em atengdo no uso de pés-marketing

9. INTERAGAO MEDICAMENTOSA
Nao foram efetuados nenhuns estudos sobre a interagao do uso da vacina com outros medicamentos. Desconhece-se se
avacina pode interagir com quaisquer outros medicamentos.

10. ESTUDOS CLINICOS
A fase crucial Il de ensaios clinicos foi realizada através do método de dupla ocultagZo, aleatdrio, controlado com placebo,
com criangas dos 1 aos 12 anos de idade. Um total de 5397 individuos foram aleatoriamente inscritos, num racio de 1:1,
para dose da vacina da varicela (0,5 mL) ou placebo, com o objetivo de avaliar a eficacia, a seguranca e a \munogenlcldade
Eficacia
O dispositivo final primério foi baseado na varicela confirmada em laboratério. Essa conﬂrmagao foi conseguida usando o
PCR ou isolamento do virus ou o teste de anticorpos, aumentado 4 vezes desde a fase de doenga aguda ao periodo de
recuperagao, entre todos os pacientes diagnosticados com varicela. Antes da divulgag&o de resultados, o Data and Safety
Monitoring Board reviu todos os dados epidemioldgicos e os resultados dos testes laboratoriais para cada paciente, com a
confirmagao laboratorial de estar infetado com o virus da varicela-zoster (VZV) e efetuou a determinagao final de varicela.
Durante o periodo de 6 meses de vigilancia, foi reportado um total de 52 casos ( seis no grupo vacinado e 46 no grupo de
placebo) de contrag&o do virus da varicela, confirmado pelo laboratério. Nos FAS a eficécia da vacina contra a varicela foi
de 87,1% [95% com intervalo de confianca (CI) de 69,7% a 94,5%]. O nimero de casos de varicela foi o mesmo no PPS que
no FAS, pelo que a eficacia foi também 87,1 %.
0 modelo de regressao de Poisson foi utilizado para calcular a eficacia e a densidade de incidéncia de toda a populagdo do
estudo e de todos os grupos etérios, e os resultados sdo mostrados na tabela abaixo:

Tabela 1 Eficécia estimada da vacina da varicela , confrontada com a aricela
etarios (FAS)

Grl’.u:_oo Vacina (N=2997) Placebo (N=3000) Eficacia d
Etdrio  [Casos de| Numerode | Densidade de[Casos de| Numero de Densidade de _|vacin: e )
20 er facina (95% CI)|
) Varicela |p (95%Cl)| Varicela |pessoas-ano (95% ClI),
0,387 2993 87,1
12 6 15495 774-0,862) 46 1536,7 (2.24-3596) (69,7-945)
2714
1-4 2 3y (0,135-2,151) n 4053 (1,603-4,901) (106-956)
3545 56
58 8 7863 0123-1183) % Tar4 (2:260-4,950) (62.2-966)
0256 2604
912 ! 3914 (0,036-1814) 10 3840 (1,401-4,840) (23,4-987)

Imunogenicidade

0 subgrupo de imunogenicidade foi criado para avaliar a taxa de seroconversao e a solugao média geométrica (GMT) , apds
uma dose da vacina da varicela. A seroconversao foi definida por uma solugao de pés-imunizagao de 1:8 ou mais para
aqueles com solugao de pré-imunizagao inferior a 1:8 ou solug&o de anticorpos 4 vezes aumentada para aqueles com
solugéo de pré-imunizacéo de 1:8 ou mais.

Apos vacinag&o, a taxa de seroconversao era de 94,27% (95%Cl: de 91,29% a 96,46%) e a GMT era de 46,48 (95%Cl: de 40,69
a53,10) no PPS e todos o resultados sgo apresentados em pormenor na tabela seguinte:

Tabela 2 Comparagéo da resposta imunitaria do dia 30 para a vacina da
do

varicela em gl deii em PPS
Grupo Etério|\gmero Pré-vacinagao Dia 30 ap6s vacinagao
) SPR (1:8), %(95% CI)| GMT (95% CI) | SCR, % (95% Cl) GMT (95% CI) GMI (95% CI)
1-12 349 50,72(45,34-56,08) | 6,73(5,99-7,56) [94,27(91,29-96,46) | 46,48(40,69-53,10) | 6,91(6,36-7,51)
14 75 | 2667(17,11-38,14) | 3,32(2,80-3,95) |90,67(81,71-96,16)| 24,25(20,34-2891)| 7,29(5,95-8 94)
5-8 186 | 53.76(4632-61,09) | 7,54(6,41-8,86) |94,62(90,34-97,39) | 49,67(40,99-60,20) | 6,59(5.93-7,33)
912 88 | 64,77(5386-74,66) |9,66(7,70-12,14)|96,59(30,36-99,29)| 70,34(53,84-9191)| 7,28(6,12-8,66)

Abreviagdes:
SPR: taxa de seropositividade; SCR: taxa de seroconverso; GMT: solugao média geométrica; GMI: aumento do reforgo da
média geométrica

ran
Para dados de seguranga, por favor, refira a [Experiéncia de Estudos Clinicos (7.1)]
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12. FORNECIMENTO, ARMAZENAMENTO E GESTAO
A vacina é fornecida nas seguintes condigdes:
Frascos, 1 frasco/caixa pequena (acompanhado de diluente).

Embalagem de Vacina and Diluento: armazenada e transportada a +2°C e +8°C, proteger da luz.Nao congelar.

13. VALIDADE
0 prazo de validade da vacina é de 24 meses

14. ESPECIFICAGOES
A vacina esta em consonancia com as recomendagbes da OMS/WHO que constam na Série de Relatdrios Técnicos, n.®
848, 1994, Anexo 1 Requisitos da vacina da varicela (viva).

15. Monitorizagao do frasco, recipiente da vacina Monitorizadores do Frasco da Vacina
(opcional) —
0s monitores dos frascos das vacinas (VVMs) fazem parte
do produto rotulado Vacina da Varicela, Ativo, fornecido pela
Sinovac (Dalian). O ponto colorido que aparece na tampa do &, Quadrado é mais Quadrado g Quadrado
frasco € um VVM. E um ponto sensivel a temperatura/tem- o claro que o circulo correspond mais escuro
po que fornece uma indicagao do calor acumulado a que eao circulo que o circulo
esteve exposto o frasco. Avisa o utilizador final quando a A cor do quadrado de dentro Assim que a vacina chegou ou
exposicao ao calor tera degradado a vacina para la do | 9 VVMs comega com uma ety xcedeu o ponto de descarte, a
aceitavel. Interpretar as indicagoes do VWM é simples. | $0bra due é mais clara que cor do quadrado de dentro ira
| ocitculo de fora e continua a Pk s
Concentre-se no quadrado central. A cor mudard | escurecer com o tempo efou z:’mmw”cmla detora
progressivamente. Enquanto a cor do quadrado for mais €Xposi¢ao ao calor.
clara do que a cor do circulo, a vacina pose ser usada. Se a
cor do quadrado for igual a do circulo ou mais escura, entao
o frasco deverd ser descartado.

16. Fabricante

Nome do Fabricante: SINOVAC (DALIAN) VACCINE TECHNOLOGY CO,, LTD.

Enderego: No. 36, 2nd Life Road, DD Port, Economic and Technical Development Zone, Dalian, China.
Codigo Postal:116620  Tel: +86-411-8758-6000  Fax: +86-411-8758-9886

17. DILUENTE (AGUA PARA INJEGAO)
Capacidade: 0,5 mL/Ampola.

Referéncia a padrées: Chinese Pharmacopoeia, 2020.
Fabricante: Jiangsu Desano Pharmaceutical Co., Ltd
Validade: 48 meses.
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VACUNA CONTRA LA VARICELA, VIRUS VIVOS

Lea atentamente el prospecto y utilice la vacuna bajo la supervision de un médico
ADVERTENCIA: NO DEBE ADMINISTRARSE POR ViA INTRADERMICA, INTRAMUSCULAR O INTRAVENOSA
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VARICELLA
VACCINE,LIVE

INFORMACION DE PRESCRIPCION COMPLETA

1.NOMBRE DEL PRODUCTO MEDICO
Vacuna contra la Varicela, Virus Vivos

2.INDICACIONES Y USO
La Vacuna contra la Varicela, Virus Vivos esta indicada para la inmunizacion activa para la prevencion de la varicela en
pacientes de 1 afio (12 meses) a 12 afos de edad (antes de cumplir los 13 afios).

3.DESCRIPCION

La Vacuna contra la Varicela, Virus Vivos es un preparado de la cepa Oka viva atenuada del virus varicela-zoster. La cepa Oka
se obtuvo de American Type Culture Collection (ATCC, por sus siglas en inglés), la cual se obtuvo inicialmente de un nifio con
el virus de la varicela de tipo salvaje, luego se introdujo en cultivos de células embrionarias de pulmén humano, se adapté y
propagé en cultivos de células embrionarias de cobaya y, finalmente, en cultivos de células diploides humanas (WI-38). Se
realizd un pasaje adicional del virus para la vacuna contra la varicela en células diploides humanas autoestablecidas (SV-1)
La Vacuna contra la Varicela, Virus Vivos es una preparacion liofilizada de color blanco. La vacuna reconstituida es una
solucion clara con una tonalidad incolora a ligeramente opalescente

La Vacuna contra la Varicela, Virus Vivos, cuando se reconstituye como se indica en la seccién 4.2 Instrucciones de
Reconstitucion, es una preparacion estéril para inyeccion subcutanea. Cada dosis (aproximadamente 0,5 mL) contiene 10%*
- 10** unidades formadoras de placas (UFP) del virus de la varicela de la cepa Oka. Cada dosis también contiene aproximada-
mente 0,228% de cloruro de sodio, 0,006% de cloruro de potasio, 0,058% de dihidrogenofosfato de potasio, 0,628% de
hidrogenofosfato disddico, 5% de sacarosa y 0,072% de glutamato de sodio.

Este producto no contiene conservantes, albumina humana ni gelatina

4.D0SIS Y ADMINISTRACION

Solamente para uso subcuténeo.
4.1 DOSIS Y PERIODO RECOMENDADOS
La Vacuna contra la Varicela, Virus Vivos debe administrarse en una dosis de aproximadamente 0,5 ml por inyeccion
subcutanea en la cara externa del brazo (region deltoidea)
La inmunizacién primaria consta de una dosis. Adicionalmente, a partir de los datos epidemiolégicos y la investigacion
clinica, se puede administrar una dosis de refuerzo en base a las necesidades de control de la epidemia local
4.2 INSTRUCCIONES DE RECONSTITUCION
El diluyente no contiene conservantes ni otras sustancias antivirales que puedan inactivar el virus de la vacuna.
Utilice una jeringa estéril libre de conservantes, antisépticos y detergentes para cada reconstitucion e inyeccion de la
Vacuna contra la Varicela, Virus Vivos, ya que éstas pueden inactivar el virus de la vacuna.
Para reconstituir la vacuna, primero extraiga todo el diluyente estéril proporcionado con una jeringa, inyéctelo en el vial de
la vacuna liofilizada y agite suavemente para mezclar bien. Extraiga todo el contenido del vial en la jeringa e inyecte toda la
vacuna reconstituida (aproximadamente 0,5 mL) por via subcutanea. La vacuna reconstituida es una solucién clara,
incolora a ligeramente opalescente.
Antes de su administracion, los preparados parenterales deben ser inspeccionados visualmente para detectar particulas
extranas y decoloracion siempre que la solucion y el recipiente lo permitan. En caso de que se observa cualquiera de estas
anormalidades, no utilice el producto.

5.FORMAS DE DOSIFICACION Y CONCENTRACIONES

La Vacuna contra la Varicela, Virus Vivos es una suspension inyectable que se suministra en un vial de dosis Unica de la

vacuna hoﬁhzada y debe reconstituirse utilizando el d\\uyeme estéril suministrado [ver secciones 4.2 Instrucciones de
iony 12 Modo de vacion y i ion]. Una dosis Unica después de la reconstitucion es

de aprox\madameme 0,5mL.

6.CONTRAINDICACIONES
6.1 REACCION ALERGICA
No administre la Vacuna contra la Varicela, Virus Vivos a personas con antecedentes de reaccion anafilactica o alérgica
grave a cualquiera de los componentes de la vacuna (incluidos los excipientes).
6.2 ENFERMEDADES CONCURRENTES
No administre la Vacuna contra la Varicela, Virus Vivos a pacientes con enfermedades agudas, enfermedades crénicas
graves, 0 que estan en la fase aguda de una enfermedad crénica o enfermedad febril

7.ADVERTENCIA Y PRECAUCIONES

7.1 Los tratamientos adecuados, como la inyeccion de epinefrina y los tratamientos de emergencia, deben estar
inmediatamente disponibles en caso de que sucediera una reaccién anafilactica después de la administracion de la
vacuna. Los pacientes deben ser observados durante al menos 30 minutos en el establecimiento después de recibir la
Vacuna contra la Varicela, Virus Vivos.
7.2 En pacientes con antecedentes o antecedentes familiares de convulsiones, enfermedades cronicas, epilepsia, alergia,
o mujeres lactantes, la vacuna debe administrarse bajo indicacién médica.
7.3 Si se produce una reaccion cardiogénica durante la administracion de vacunas similares, debe prestarse especial
atencion a la administracion de la Vacuna contra la Varicela, Virus Vivos
7.4 La vacunacion debe aplazarse al menos 3 meses después de la administracion de inmunoglobulinas, para no afectar
la respuesta inmune.
7.5 La vacunacion debe aplazarse un mes tras la administracion de otras vacunas vivas atenuadas.
7.6 No se recomienda el uso de la Vacuna contra la Varicela, Virus Vivos durante una epidemia de varicela
7.7 Evite exponer la Vacuna contra la Varicela, Virus Vivos con desinfectantes durante su uso.
7.8 Evite el uso de Vacuna contra la Varicela, Virus Vivos bajo estas condiciones:

+ Anomalias en el envase, como grietas;

« Etiqueta ilegible o con fecha caducada;

« Reconstitucion incompleta o turbidez después de la reconstitucion;

- Otros aspectos anormales.
7.9 No administre la Vacuna contra la Varicela, Virus Vivos por via intradérmica, intravascular o intramuscular.
7.10 No combine la Vacuna contra la Varicela, Virus Vivos con ninguna otra vacuna mediante reconstitucién o mezcla.
7.11 Para minimizar la pérdida de su potencia, administre la Vacuna contra la Varicela, Virus Vivos inmediatamente
después de su reconstitucion. Descarte la vacuna reconstituida si no la utiliza en 30 minutos.
7.12 Las mujeres fértiles deben evitar el embarazo durante al menos 3 meses después de la administracion de la Vacuna
contra la Varicela, Virus Vivos
7.13 La transmision del virus de la vacuna puede ocurrir raramente, pero cualquier individuo sano susceptible,
especialmente aquellos que desarrollen una erupcién similar a la de la varicela 2 o 3 semanas después de la
administracion de la Vacuna contra la Varicela, Virus Vivos, deben evitar, siempre que sea posible, el contacto estrecho con
mujeres embarazadas (en particular, durante los tres primeros meses de embarazo), pacientes con leucemia susceptibles
ala varicela severa, y pacientes en terapia inmunosupresora.
7.14 Evite el uso de salicilatos o productos que contengan salicilatos durante las 6 semanas siguientes a la administracion
de la Vacuna contra la Varicela, Virus Vivos.
7.15 No congele la vacuna reconstituida.

. REACCIONES ADVERSAS
8.1 EXPERIENCIAS OBTENIDAS DE LOS ENSAYOS CLINICOS
A continuacion, se resumen las reacciones adversas de la vacuna durante los ensayos clinicos. En los ensayos clinicos, se
inscribieron un total de 7.461 individuos y se administré la Vacuna contra la Varicela, Virus Vivos a 4.283 de ellos. Todos
los sujetos fueron monitorizados hasta 30 dias después de la dosis Unica de Vacuna contra la Varicela, Virus Vivos.
También cabe destacar que la mayoria de los sujetos fueron monitorizados hasta 180 dias para la evaluacion de la
sequridad a largo plazo.
Las reacciones adversas mencionadas en los informes de los ensayos clinicos se clasifican utilizando el formulario
estandar del Consejo de Organizaciones Internacionales de las Ciencias Médicas (CIOMS, por sus siglas en inglés)

o

Muy comun >10%
Comun 1% - 10%, el 1% fue inclusivo

Poco comun 0,1% - 1%, el 0,1% fue inclusivo
Raro 0,01% - 0,1%, el 0,01% fue inclusivo
Muz raro <0,01%

Muy comun: fiebre (13,95%);

Poco comuin: diarrea, tos, nduseas/vomitos, dolor de cabeza, fatiga/malestar, reaccion alérgica, rinorrea;

Raro: dolor abdominal, dolor muscular, mareo, purpura de Schonlein-Henoch, infeccién del tracto respiratorio superior,
infeccion por el virus del herpes.

Reacciones adversas locales

Poco comun: enrojecimiento, dolor, hinchazén, erupcion, picor;

Raro: induracion

Reacciones adversas graves

Durante el ensayo clinico, se produjo una reaccion adversa grave: purpura de Schonlein-Henoch; sin embargo, el paciente
se recuperd después del tratamiento.

8.2 VIGILANCIA POSCOMERCIALIZACION DE PRODUCTOS SIMILARES EN EL EXTRANJERO

Aun no hay datos poscomercializacion disponibles para este producto. A continuacion, se resumen las reacciones
adversas de otras vacunas contra la varicela autorizadas:

Reacciones adversas sistémicas SINOVAC

Infecciones viricas, erupcion de varicela, dolor, infecciones bacterianas, infecciones fungicas, depresion, reacciones de
hipersensibilidad, anafilaxia (incluyendo shock anafilactico), angioedema, edema facial y edema periférico.

Indigestion

Sistema hematico y linfético

Adenopatia, trombocitopenia, anemia aplasica

Infecciones e infestaciones

Encefalitis virica, herpes zos(er y varlce\a (causada por la infeccion del virus salvaje de la varicela tras la vacunacion).
Sistema ner

Dolor de muelas, neuroticismo, letargo, irritabilidad, convulsiones, apoplejia, ataxia cerebelosa, meningitis, encefalomieli-
tis aguda diseminada, mielitis transversa, sindrome de Guillain-Barre, paralisis de Bell.

Sistema respiratorio

Enfermedades de las vias respiratorias superiores, faringitis, rinitis, asma, sinusitis, neumonia,

trastornos respiratorios, disnea.

Piel

Picor, eczema, sindrome purpurico, enfermedad de las glandulas sudoriparas, xerodermia, urticaria, sindrome de
Steve-Johnson inexplicable y eritema multiforme

Las siguientes reacciones adversas también se observaron en el uso poscomercializacion de otras vacunas de virus
atenuados!

Agrandamiento de los ganglios linfaticos en el lugar de la inyeccion;

Reacciones alérgicas/anafilacticas causadas por algin componente de la vacuna: erupcion alérgica, purpura
trombocitopénica y shock anafilactico;

Convulsiones (con o sin fiebre), etc.

Debe prestarse atencion a estas reacciones adversas en el uso poscomercializacion.

9.REACCIONES CON OTROS MEDICAMENTOS
No se han realizado estudios sobre la interaccién de la Vacuna contra la Varicela, Virus Vivos con otros medicamentos. Se
desconoce si la Vacuna contra la Varicela, Virus Vivos puede interactuar con otros medicamentos.

10. ENSAYO CLINICO

El ensayo clinico pivotal de fase [ se realizé con un disefio aleatorizado, doble ciego y controlado con placebo, en nifios de
1 a 12 anos de edad. Un total de 5997 sujetos fueron asignados aleatoriamente en una proporcién de 1:1 para recibir una
dosis de la Vacuna contra la Varicela, Virus Vivos (0,5 mL) o de placebo para evaluar la eficacia, seguridad e inmunogenici-
dad.

Eficacia
El criterio de valoracion principal se basé en la varicela confirmada por laboratorio. La confirmacion de la varicela por parte
del laboratorio se logré mediante el uso del PCR o el aislamiento del virus, o el incremento de 4 veces del titulo de anticuerpo
desde el periodo agudo hasta el de recuperacion entre todos los diagnosticados clinicamente con varicela. Antes de retirar
el cegamiento, el Consejo de Supervision de Datos y Seguridad reviso todos los datos epidemiolégicos y los resultados de
las pruebas de laboratorio de cada paciente con infeccion por el virus de la varicela-zéster (VVZ) confirmada por laboratorio
y realizé la determinacion final de varicela.
Durante el periodo de vigilancia de casos de seis meses, se notificaron un total de 52 casos (seis en el grupo de la vacuna y
46 en el grupo del placebo) de varicela confirmada por laboratorio. En FAS, la eficacia de la vacuna contra la varicela fue del
87,1% [intervalo de confianza (IC) del 95%, 69,7% a 94,5%]. El nimero de casos de varicela fue el mismo en PPS que en FAS,
por lo que la eficacia fue también del 87,1%.
Se utilizé el modelo de regresion de Poisson para calcular la eficacia y la densidad de incidencia de toda la poblacion del
estudio y de todos los grupos de edad. Los resultados se muestran en la tabla siguiente:

Tabla 1 Eficacia estimada de la Vacuna contra la Varicela, Virus Vivos contra la varicela

confirmada por laboratorio por subgrupos de edad (FAS)

Grupo Vaccine (N=2997) Placebo (N=3000) Eficacia de la vacuna
Casos de| Nimero de | Densidad de | Casos de | Nimero de | Densidad de (95%IC)
(Anos) | varicela (95%IC) | varicela )
0387 2993 871
112 6 15495 | —57174-0,862] 46 15867 | 2242-3996) (69.7-945)
0538 80,2
14 2 317 iseersn | ! 4053 Iis03-4.901) (106-956)
0,382 3345 886
58 3 7863 | mrsey ] D 474 I 7760-4.950] (622.956)
0256 2,604
. 0% __ T 3840 02
912 ! 3914 I 5036-1814) (1.401-4,840) (23,4—98,7)

Inmunogenicidad
Se evaluaron la tasa de seroconversion y la media geométrica de los titulos ﬁGMT) en el subgrupo de inmunogenicidad
después de una dosis de la Vacuna contra la Varicela, Virus Vivos. Para aquellos que presentaron titulos inferiores a 1:8
antes de la vacunacion, la seroconversion se definié como un titulo posterior a la inmunizacién de 1:8 o superior. Para
aquellos que presentaron titulos superiores a 1:8 antes de la vacunacion, la seroconversion se definio como un aumento de
4 veces del titulo de anticuerpos.
Después de la vacunacion, la tasa de seroconversion fue del 94,27% (95% IC: 91,29% a 96,46%) y la GMT fue de 46,48 (95%
IC: 40,69 a 53,10) en el PPS. Todos los resultados detallados se muestran en la siguiente tabla:

Tabla 2 Comparacion de la respuesta mmune de la Vacuna contra la Varlcela

del de

Virus Vivos 30 dias después de la enla en el PPS
Grupoetario| , ., | Antes de la i6 Dia 30 después de la i6
(Afios) SPR (1:8), %(95% IC) | GMT (95% IC) | SCR, % (95% IC) GMT(95%IC) GMI(95%IC)
1-12 349 | 50,72(45,34-56,08) | 6,73(599-7,56) | 94,27(91,29-96,46) | 46,48(40,69-53,10) | 6,91(6,36-7,51)
1-4 75 26,67(17,11-38,14) | 3,32(2,80-3.95) | 90,67(81,71-96,16) | 24,25(20,34-28,91) | 7,29(5,95-8,94)
5-8 186 53,76(46,32-61,09) | 7,54(6,41-8,86) | 94,62(90,34-97,39) | 49,67(40,99-60,20) | 6,59(593-7,33)
9-12 88 64,77(53,86-74,66) |9,66(7,70-12,14) | 96,59(90,36-99,29) | 70,34(53,84-91,91) | 7,28(6,12-8,66)

Abreviaturas: SPR: tasa de seropositivos; SCR: tasa de seroconversion; GMT: media geométrica de los titulos; GMI: media
geométrica del incremento.

Seguridad

Para los datos de sequridad, consulte [7.1 Experiencias obtenidas de los ensayos clinicos].
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1.Hao B, et al. Efficacy, safety and immunogenicity of live attenuated varicella vaccine in healthy children in China:
double-blind, randomized, placebo-controlled clinical trial. Clin Microbiol Infect. 2019 Aug;25(8):1026-1031

2.Huang L, et al. Safety, immunogenicity, and lot-to-lot consistency of live attenuated varicella vaccine in 1-3 years old
children: a double-blind, randomized phase Il trial. Human Vaccines & Immunotherapeutics. 2019 Jan;15(4):822-827.

12. COMO SE SUMINISTRA/ALMACENAMIENTO Y MANIPULACION

La Vacuna contra la Varicela, Virus Vivos debe suministrarse de la siguiente manera:

Viales, 1 vial/envase (acompafiado con diluyente).

Almacenamiento

Envase de Vacuna y Diluyente: almacenar y transportar entre +2 °C y +8 °C, y proteger de la luz.No congelar.

13. PERIODO DE VALIDEZ

El periodo de validez de la vacuna es de 24 meses.

14. ESPECIFICACIONES

La Vacuna contra la Varicela, Virus Vivos cumple con las recomendaciones de la OMS que figuran en la Serie de Informes
Técnicos N.° 848, 1994, Anexo 1 Requisitos para la vacuna contra la varicela (virus vivos).

15. SENSOR DEL VIAL DE VACUNA (Opcional) 'SENSOR DEL VIAL DE LA VACUNA
Los sensores del vial de vacuna (SVV) forman parte de la
etigueta de la Vacuna contra la Varicela, Virus Vivos
suministrada por Sinovac (Dalian). El punto de color que
aparece en el tapon del vial es un SVV. Se trata de un punto
sensible al clima y a la temperatura y proporciona una
indicacion del calor acumulado al que se ha expuesto el vial
Advierte al usuario final cuando la exposicién al calor puede
haber degradado la vacuna més alla de un nivel aceptable.
La interpretacion del SVV es sencilla. Concéntrese en el
cuadrado del medio. Su color cambiara progresivamente. Si
el color de este cuadrado es mas claro que el color del
anillo, la vacuna puede ser utilizada. Si el color del cuadrado
central es del mismo color que el anillo, o de un color mas
oscuro, el vial debe ser descartado.

16. FABRICANTE

Nombre del fabricante: SINOVAC (DALIAN) VACCINE TECHNOLOGY CO,, LTD.

Direccion: C/ Sheng Ming Er Lu, n.° 36 Puerto Shuang D, Zona de Desarrollo Econémico y Tecnoldgico de Dalian,China.
Cédigo postal:116620 Tel: +86-411-8758-6000 Fax: +86-411-8758-9886

17. DILUYENTE (AGUA PARA INYECCION)

Potencia: 0,5 mL/Ampolla

Estandares: Farmacopea China, 2020.

Fabricante: Jiangsu Desano Pharmaceutical Co., Ltd

Periodo de validez: 48 meses SINOVAC
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BAKLMHA NMPOTUB BETPAHOM OCIbl

TMoxanyicTa, BHUMaTENIbHO NPOYMTANATE IMCTOBKY W UCMONb3YITe BaKLMHY M0/ PYKOBOACTBOM Bpaya
BHUMAHME: HE BBOAWUTb BHY TPUKOXXHO, BHYTPUMBbILLEYHO UM BHY TPUBEHHO

MOSTHAA MHOOPMALINSA MO HABHAYEHMIO

1. HAMMEHOBAHWE MEOVULIMHCKOI O U3AENUA
BakyyHa NpoT1B BETPAHOI OCMbI.

2. MOKA3AHUA U MPUMEHEHUE
BakuyHa NPOTMB BETPSHOI OCTIbI MPeAHa3HaYeHa 4N aKTUBHOM MMMYHU3ALMNA C Uembio NPONNaKTAKIA BETPSHOM OCMb Y
nuy B Bo3pacTe oT 1 roga (12 mecsues) Ao 12 neT (go 13 ne).

3. ONUCAHUE

BakuyHa NPOTVB BETPAHOI OCMbI MPEACTABNAET COBOM NpenapaT LWTamma «OKan XMBOV aTTeHyNpPOBaHHON BaKLHb!
npoTUB BETPsHOA ocnbl. LUTamMm «Oka» Bbin nonyyeH U3 AMEPUKaHCKOW KOMMeKUWM TUMOBbIX KynbTyp, KOTOPbIA
nepBoHayasnbHO Gbin MosyyeH oT peGeHka C BETPSHOM OCMOM AMKOTO TWMa, 3aTeM BBEAEH B KyNbTypPbl SMOPUOHANbHBIX
KNETOK Nerkux Yenoseka, afanTupoBaH 1 Pa3MHOXEH B KyNbTypax SMOPUOHANbHBIX KNETOK MOPCKOW CBUHKM W, HaKOHeL,
Pa3MHOXeH B KyNbTypbl AUNIONAHBIX KNETOK Yenoseka (WI-38). [lankHeliliee NaccupoBaHiie BUPYCa ANs BaKLMHbI NPOTUB
BETPSHON OCMbl NPOBOAWIN B CaMOYCTAHOBMBLUMXCS YENOBEYECKMX AMMIOUAHbIX KneTkax (SV-1). Bakuvna npotws
BETPSAHON OCMbl NpeAcTaBnseT coboil pbixnblii MMOUIM3MPOBaHHbIA npenapaT Genoro UseTa. [locne BOCCTAHOBMEHUS,
OHa [I0/XHa MPEefCTaBNATL COBOM MPO3PaUHbIN PACTBOP OT GECLIBETHOMO [0 NETKOi1 ONanecLeHLn.

BakuuHa NpOTWB BETPSHOW OCMbI MpY BOCCTAHOBMEHWW B COOTBETCTBMM C yKasaHuaMu [cM MHCTpykuymd o
BOCCTaHOBAEHWHO (4.2)], NpefcTasnser cofoi CTepuibHbIA Npenapar Ans NOAKOXHOW WHbekuuu. Kaxpgas [osa
(npubnuautensHo 0,5 Mn) fonmxHa coaepxaTtb 3,3-4,5 ummyHornoGynuHa Bnswkoobpasytownx egunnt (5OE) Bupyca
BETPsHOM ocnbl WTamMa «Okan. Kaxaas [o3a Takxke cofepxuT npumepHo 0,228 % xnopuga HaTpus, 0,006 % xnopuga
kanus, 0,058 % MoHodbocdaTa kanus, 0,628 % rugpodrocdaTa HaTpus, 5 % caxapoabl 1 0,072 % rnyTamaTa HaTpus.
MpoAYKT He COAEPXMT KOHCEPBAHTOB, XENaTIHa 1 HEOBEYECKOro anbBymiHa.

4. IO3UPOBKA U nPMMEHEHVIE

TonbKo NOAKOXHOE BBEAEH!
4.1 PEKOMEHZYEMARA J:LO3VIPOBKA N CXEMA
BakuwHa npotue BETDRHOM OCNbl QOMKHa BBOAUTBLCS B 03€ NPUMEPHO 05 mn nytem NOAKOXHOW MHBEKLUWUW BO
BHELLUHIOKO YacTb nneda (,CleﬂbTOBM,ClHaﬂ OﬁﬂaCTb)
OpHa fo3a Ans NepeUYHOR MMMYHW3aLMK. Kpome Toro, ofHa [03a peBaKLMHaLMM MOXeET BbITb NofyYeHa Ha ocHoBe
9NUAEMMUONOTUHECKIX [aHHBIX 1 KIIMHAYECKIX UCCIEH0BAHNIA WM UCXOAS U3 NOTPEGHOCTEN MECTHOTO 3N AEMUYECKOro
KOHTpONS.
4.2 VHCTPYKLMM M0 BOCCTAHOB/EHWIO
PasbaButens He COLepPXWUT KOHCEpPBaHTOB WN APYruX NPOTUBOBMPYCHbLIX BELWECTB, KOTOPble MOrYT MHaKTMBUPOBaTL
BaKLUMHHbIA BAPYC.
MCHOI\bSy\;iTE CTSDW’IbeH;i wnpuy, He coﬂepxamw% KOHCEpPBaHTOB, aHTUCENTUKOB W [ETEepreHToB, AN Kaxgoro
BOCCT@HOBNEHNA U UHBEKUWMW BaKUWHbI NPOTUB EETDQHOI;W 0OCnbl, NMOCKOMbKY 3TN BeLecTBa MOryT MHaKTMBMPOBAaTL
BaKLlMHHb\M BupycC.
YTOObI BOCCTAHOBHUTb BaKLYHY, CHa4ana HaGepuTe Becb 0GbeM NpefOCTaBNEHHOTO CTEPUILHONO Pa3GasmMTens B WNpuL,
BBeguTe Becb paaﬁaawenb A4ns BbiBOAa BO CbﬂaKOH [ ﬂMOCmeMBMDOBaHHOM BSKL\MHOM N OCTOPOXHO BCTPAXHUTE,
YTOObI TLWATENbHO Mepemeluatb. HaGepuTe BCe COAEPXUMOE B LUMPUL U BBEAWTE BeCb 06bem (MpumepHo 0,5 M)
paBEEﬂEHHOM BaKUWHbI NMOAKOXHO. BaKuwHa nportus BeTpﬂHOﬂ 0OCnbl NpY BOCCTaHOBNEHWW NpefcTasnset coBon
MPO3PaYHbIi PACTBOP OT BECLIBETHOO 10 JIErKOM OnanectieHL
ﬂepen BBefeHveM, NeKapCTBeHHble npenapartbl 4Ns8 napeHTepanbHOro BeefeHns cﬂenyeT BW3yanbHO HDOBEDRTE Ha
Hanu4une TBepAbix YacTul N N3MEHEeHWe LBeTa, eC/IM 3TO NO3BOJIAKOT PacTBop U KOHTSMHED He VICHOﬂb3\/MTE NpoayKT B
Cny4ae NpuCyTCTBMA TBEPAbIX HYacTUL UM NSMEHEHNA LBETa.

5. JIEKAPCTBEHHbIE $OPMbl U AKTUBHbIE AEUCTBUA

BaKuyHa NpOTVB BETPSHOM OCTbI MPECTaBAET COO0M CYCNEH3MIO S MHBEKLMIA, MOCTABIAEMYIO B BIfe OAHOA030BOr0
hnakoHa MOMIM3NPOBAHHOM BaKLMHBI [N BOCCTAHOBIIEHMA C WCMOMb30BAHWEM MNPUNAraeMoro CTepUNbHOrO
pasGasuTens. [cM. MHCTpyKumun no BoccTaHoBAEHUIO (4.2) u Crioco6 nocTasku/xpaHeHne u obpatyetue (12)]. Pazosas
[103a N0C/Ie BOCCTAHOB/EHNUS COCTABAAET NPUMEPHO 0,5 M.

6. MPOTUBOIMOKA3AHUA
6.1 AJIIEPTMHECKME PEAKLIMA
He BBOAWUTE BakUWMHY NPOTUB BETPSIHOM OCMbI /IMLAM C aHAMHE30M aHaPUNaKTUYECKON UM TAXENON aniepruyeckoi
peakymun Ha KaK1e-11bo KOMMOHEHTbI BaKUMHbI (EKﬂlONaﬂ NtoBble BCroMoraTesbHble EEUJSCTES)
6.2 COMYTCTBYIOLLEE 3ABONEBAHME
He BBOAUTE BakUWHy NpoTvB BETDNHOﬂ ocnbl nMyam ¢ nioBbiM OCTpbIM 3aboneBaHneM, TAXENbIM XPOHUYECKUM
3a60neBaH1eM, OCTPOI CTaanen XPOHUYECKOro 3aB0MeBaHNS UK IMXOPaaoyHbIM 3a60eBaHnem.

. NPEQYNPEXAEHWE U MEPbI MPEQOCTOPOXHOCTU

7.1 [1onxkHbl ObITb [OCTYNHbI 3fieKBATHbIE CPEACTBA NEUEHWs, BKIOUAA WHBEKLMIO SMMHEPUHA N HEOTNOXHYHO
nomotLb. Mocne BBeAeHNS BaKLMHbI NPOTVB BETPSHOM OCMbI, CleayeT HabniofaTh 3a oMU B TeueHne He MeHee 30
MUHYT.
7.2 JliofsaMm ¢ ucTopueil Unu cemeiiHbIM aHaMHe30M CYJOpOr, XPOHUYECKX 3a60NeBaHiA, aNMNencum, annepru4eckon
KOHCTUTYLIIN UM KOPMSILLIMM XEHLUMHAM CrieflyeT BBOAUTb BaKLMHY NOA PYKOBOACTBOM Bpaya.
7.3 ECnt Npu BBEfIEHNN aHaNOrM4HbIX BaKLMH BO3HMKAET KapAMoreHHas peakuus, cieyeT 3ajjyMaTbCs O BBefieHNN
XIBOV BaKLIMHbI POTIUB BETPSHOM OCTIb!
7.4 BakuvHauvs IONXHa ObiTb OT/IOXEHa Kak MIHIUMYM Ha 3 Mecsilia Nocre BBeIeHNs MMMYHOTIOGY/MHOB, YTOGbI He
NOBANATL Ha MMMYHHbBIN SchDeKT.
7.5 BaKuyHaLMIO ClieflyeT OT/IOKMTb Ha OVH MECAL| N0CNEe MCNONb30BAHNS APYTUX XNBbIX aTTEHYMPOBAHHBIX BaKLWH.
7.6 BakuyHa NpoTMB BETPSHOI OCTIsI HE PEKOMEHAIYETCS K NPUMEHEHMIO BO BPEMS SNUAEMUM BETPSHOI OCTb.
7.7 N3berailTe KOHTaKTa BaKUMHbl MPOTUB BETPSHOM OCMbl C AE3MHMULMPYIOWMM CPeACTBOM BO Bpems
MCNONb30BaHMS!
7.8 V13GeraiiTe 1UCNOb30BaHNS BaKLMHbLI NPOTUB BETPSHOM OCMbI B CEfIOLIMX YCNOBNSX:

* [lecheKTbl KOHTEIHEPa, TaKIe KaK TPeLLHbI;

+ HepasGopunBas aTuKeTKa IMGO NPOCPOYeHHas;

- HeronHoe BOCCTaHOBAEHME Wl MYTHOCTb NOCIIE BOCCTAHOBEHMS!;

- Mpoume HECOOTBETCTBHS BHELIHEro BIija.
7.9 He BBOANTE BaKLMHY NPOTIB BETPSHOM OCMbl BHYTPUKOXHO, BHYTPUCOCYMCTO UM BHYTPUMBILIEYHO.
7.10 He KOMGUHMPYWTE BakUMHY MPOTUB BETPSHOM OCMbl C fIOGOM APYrov BaKUMHOM NMyTem BOCCTAHOBIEHUS UK
CMelMBaHNS.
7.11 YT0GbI CBECTM K MUHMMYMY NOTEPIO aththeKTUBHOCTH, BBEANUTE BaKLMHY NPOTUB BETPAHOI OCMbI Cpasy nocne ee
BOCCTaHOBIeHHs. OTMeHITe BBEIEHIE, €C/IM BOCCTAHOB/IEHHA BaKLMHA HE UCMOMb3YeTCs B TeyeHne 30 MUHYT.
7.12 XKeHwuHam hepTunbLHOro BO3pacTa cnemyeT usberatb GePeMEHHOCTY B TEUEHME Kak MUHUMYM 3 MecsiLies nocne
BBE/IeHNS BAKLMHbI NPOTUB BETPSIHOM OCTbI.
7.13 Mepefjaya BaKLYMHHOIO BUPYCa MOXET NPOUCXOAUTb PE/KO, HO NioGbIe 3[10POBbIE BOCTIPUNMUMBBIE NOAM, OCOBEHHO
Te, y KOTO Yepes 2 i 3 HefleN Noc/e BBEEHNS BaKUMHbI POTUB BETPSHON OCTbl MOSBSETCSA MOXOXAs Ha BETPSAHYIO
OCNYy CbiMb, AOMKHBI CTAPATHCH, MO BOMOXHOCTH, M3GEraTh TECHOTO KOHTAaKTa C GepeMeHHbIMM XeHLmHamm (8
0COBEHHOCTH, € GepemeHHbIMKM HAXOAAWMMUCS B NEpPBOM TPUMeCTpe BepeMeHHOCTH), BOSbHbIMWA Nerkemuen,
NpefiPacronoXeHHbIMY K TAXENoi hopme BETPSHOI OCMbI, 1 NMLIAMM, NONYHaIOLLIMMMU MMMYHOCYNPECCUBHYIO TEPANKIO.
7.14 VaGeraiiTe MCMIONb30BAHNA CaNMLMIATOR WM CONEPXALLIMX CauUMNaThl NPO/YKTOB B TeueHue 6 Heaens nocne
BBE/IEHNA BaKUVHbI MPOTB BETPSHON OCTIb.
7.15 He 3aMopaxusaiiTe pasBe/leHHyH0 BaKLMHY.

8.MO0BOYHbIE PEAKLIMKN
8.1 OMbIT MPOBEAEHVA KITMHNYECKIMX MCCHE,DOBAHMM
Hike NpuBOAATCA CBA3AHHBIE C BAKUMHOM MOGOYHbIE PeaKuny, O KOTOPbIX COOBLIAN0Ch BO BPEMS KIMHUHECKNX
VCTIbITaHNIA. B KIMHNMHYECKIX MCMBITAHNAX MPUHANM y4acTie B OGlLeil CIOKHOCTH 7 461 uenoBek, a BakuuHa NpoTus
BETPAHON OCMbl Obina BBEAeHa 4 283 y4acTHUKam. BCe NCMbITYeMbIe HaX0AUINCH NOA HabntogeHrem B Tedenue 30 aHein
nocsie OfHOKPATHOrO BBEfEHWA BaKLMHbI NPOTUEB BETPAHOM OCMbl; KPOME TOTO, 33 GOMbBWMHCTBOM Y4aCTHUKOB
Habnoaam 4o 180 Hel AN ONFOCPOLHOM OLEHKY GE30MaCHOCT
oGOYHbIE PEAKLMM, YNIOMSHYTbIE B OTHETax O KIMHUYECKMX MCMIBITAHMSX, KNacCunLUMPYIOTCS C MCMONb30BaHeM
CTaHfapTHOI! hopMmbl knaccnchikaLm CoBeTa MexayHapOAHBIX OPraHN3aLmii MEAULIMHCKIX HayK.

~

QueHb YacTble 210%

YacTble 1%-10%, 1% BKOUNTENbHO
HeuacTble 0,1%-1%, 0,1% BKOUNTENILHO
Penkue 0,01%-0,1%, 0,01% BKIOYNTENBHO
OyeHb pegkue <0,01%

CucTemHble n06oYHbIe peakumu
OueHb YacTo: nuxopaaka (13,95%
Hevacro: Avapes, Kawenb, TOLIJHOTB/DBOTB, ronosHas 6ok, yCTaﬂOCTb/HEﬂOMOF&HMe, annepruyeckas peakuus,
puHopes;
Pepko: Gonb B x1MBOTE, GONMb B MbIWLAX, FONOBOKPYXeHWE, aHathunaktougHas nyprypa, WHAEKUMs BEPXHUX
AblXaTenbHblX HyTef/’W, repnecsupycHas MHdDeKL[MQ,
MectHble noGoubie peakyum
HewacTo: noKpacHeHue, 607b, OTeK, Cbirb, 3Yy[, PeAKo: ynnoTHEHWE B MECTE UHBEKLIMK
Taxenas no6oyHas peakyna
BO BPeMs KIMHIYECKOrO WCTbITaHNS, BOSHIMKNA OHA CepbesHast NoGouHan peakLus,, KoTopasi NpeAcTassna cotoit
aHachuNaKTOMAHYIO NYprypy W MCYesNa NoChe NeYeHns.
8.2MOCTMAPKETMHIOBbIM OMbIT KOHMEHEPUHECKOIO MPOAYKTA 3A PYBEXOM
Ha paHHbIi MOMEHT, HET MOCTMapKeTUHIOBbIX [AaHHbIX AnsA 9Toro npogykTa. oBouHble peakuun OT Apyrux
JMLEH3MPOBAHHBIX BAKLWH NPOTUB BETPSIHOI OCTbI PESIOMIPOBaHDI ClIEAYIOLIMM 0GPa3oM

UcTEMaTUYECKME MOGOYHbIE PeakLuu
BupycHble MHekunn, BeTpsaHas apuTema, Gonb, GakTepuanbHble WHbekum, rpubkosble WHbekuuu, fenpeccus,
peakumMn rmnep4yBcTBUTENBHOCTH, aHad]MﬂaKCVIﬂ (BKH}OHBQ aHadpMnaquecKMw LIJOK) aHFMOHeBpOTVIHeCKVIM oTek,

oTek nMuawn HEDVIQJEDMHQCKME OTeKn.

C

VARICELLA
VACCINE LIVE

Jvcnencus.

KpoBeHochas u niumcatuyeckas cuctema

JinmcbaneHonaTys, TPOMBOLMTONEHNS, anfacTuyeckas aHemuns.

Uncbekim v uHeasumn

BupycHbIl aHLehanuT, onosChIBaIOWMI repriec 1 BeTPsHas ocna (Bbi3BaHHbIE MHCDEKLMEN BUPYCa BETPSHOM OCMb!
ANKOTO TVNa NOCTe BaKUMHALMM).

3}/5}469 ﬁoﬂb‘ HEBPOTU3M, BRNOCTb, PA3ApPaxXuTebHOCTb, CYAOPOrK, WHCYNbT, MO3XEYKOBas aTakKCUs, MEHWUHIUT,
OCTPbIiA paccesHHbIi aHLedanoMUennT, nonepeyHsIi MUENUT, cCuHApoMm M1iteHa-bappe, napanud Benna
Co CTOPOHbI AbIXaTeNbHOM CUCTEMbI
3abonesanus BEPXHUX AbIXaTeNbHbIX I'\yTE‘L;I‘ d)apMHI'MT‘ PVHWAT, acTma, CUHYCUT, NHEeBMOHWA, pecnupaTopHble
3a60NeBaHNS, OfibILIKA.
0 CTOPOHbI KOXHbIX NOKPOBOB
3yn, ok3ema, nyprypa, 3aboneBaHWe MOTOBbLIX Xenes, KCepoaepMus, KpanuBHULE, HeOBbACHUMbIA CUHAPOM
CTuBa-KOHCOHA 1 MyIbTUCPOPMHAS BpUTEMA.
Crepytotme NOGOYHbIE peakLmi Takxe HaBoAArTCA NPU NOCTMAPKETUHIOBOM
NPUMEHEHUN APYTUX aTTEHYMPOBAHHBIX BUPYCHbIX BaKLIMH:
YBenuuexne J'MM(haTMHeCKMX Y3N0B B MECTe UHBbEKLUHK;
AﬂﬂeprMHECKVIE/aHECbMHBKTVIHECKVIE peakuuu, Bbi3BaHHble NI0BbIMW KOMMOHEHTaMM BaKUWHbI: annepruyeckas Cbinb,
TPOMBOLMTONEHUYecKan Nyprypa 1 aHauNak THYECKIUIA LWOK;
Cyaoporu (c nuxopagkoi unv 6es Hee) u Ap.
y!‘lOMﬂHyTb\e BbllUe No6oYHbIe peakuuu cnefyeTt y4uTbIiBaTh NpU NOCTPErucTpaymoHHOM NpUMEHEHNN.

9. BBAUMOJEUCTBUE C JIEKAPCTBEHHbIMU CPELACTBAMU

VicenejoBaHns B3aUMOENCTBIA BaKUMHbI NPOTUB BETPAHOIA OCMbl C APYrUMM NeKapcTBEHHbIMU CPEACTBaMu He
NpoBOAMNNCL.  HEeM3BECTHO, MOXET M BakuMHa NPOTWB BETPAHOW OCMbl  B3aMMOME/CTBOBATb C  [APYrUMM
NeKapCTBeHHbIMI CpeacTBaMM.

10. KNMHUYECKUE UCCJIEQOBAHUA
bazosast hasza I KJMHMYECKOTO WCCMENOBaHMS Gbina MpOBEfEHA C PaHOOMU3MPOBAHHBIM [BOWHBIM CrIErbiM
nnayebo-KoHTPONMpyeMbIM AM3aiHOM cpeay feTell B Bo3pacTe 1-12 neT. B obLwueit cnoxHocTy, 5997 cy6bekToB Bbinm
CryyaiHbiM 0Gpa3oM pacrpefeneHbl B COOTHOLEHMM 1:1 ANs NOyYeHs 0fJHOM 403bI BaKLMHBI MPOTUB BETPAHOI OCMbI
(0,5 Mn) unu nnaueBo Ans oLeHKn apheKTUBHOCTY, GE30NACHOCTU 1 MMMYHOTEHHOCTY
KTUBHOCTb

HauanbHbli NyHKT OLeHKM achcheKTUBHOCTYU Tepanui Gbin OCHOBaH Ha naGopaTopHO NOATBEPXAEHHON BETPAHOI ocne.
JlaGopaTopHoe NoATBEPX eH1e BETPSHOM OCbI AOCTUraNoCh C NoMowwbIo [LIP v BbifeneHus Bupyca, 6o 4-kpaTHoro
HapaCTaHUs TUTPa aHTUTEN OT OCTPOrO K BOCCTAHOBUTENEHOMY MEPUOY CPEMN BCEX KIMHUYECKM ANArHOCTUPOBAHHbIX
CryyaeB BETPAHOM OCMbl. Mepen BbIBOAOM M3 CENoro Metoda, COBET MO MOHMTOPUHTY AaHHbIX M Ge30macHoCTH
paccMOoTpen BCe 3NUAEeMUONOryeckie flaHHble 1 pesynbTaTbl 1aGopaTopHbIX aHaIM30B ANA KaXAoro nauueHTa ¢
NaBopaTopHO NOATBEPXAEHHON MHADEKLMEN, BbI3BBAHHON BUPYCOM BapuLienna-3ocTep (BB3), 1 Npon3sen okoHuaTenbHoe
onpefieneHme BETPSHOM 0CTbl
B TeueHve WEeCTVMECSHHOO Nepuroga aMiiHaa3opa, Gsi10 3aperucTpUpoBaHo, B 06LIEi CIOXHOCTY, 52 cry4as (ecTb B
rpynne BakuMHaLvu v 46 B rpynne nnaueto) nabopaTopHO NOATBEPXKAEHHON BETPAHOM OCMbl. 10 LWKane NofHOM BbIGOpKM
MaLUMeHToB Ans aHanuaa, adeKTUBHOCTL BaKLMHbI NPOTUE BETPAHON OCMbl cocTasuna 87,1% [95% foseputentHbil
uHTepsan (M) ot 69,7% A0 94,5%]. KonnyecTso criyuaes BETPSIHON OCMbI BbIN0 TakUM e Npy BbIGOPKE naLeHTos 6e3
HapyLIEHMA NPOTOKONA, Kak 1 NPy NONHOI BbIGOPKE NaLMEHTOB 1A aHann3a, Tak YTo aththeKTUBHOCTL Takxke CocTaBmMNa
87,1%
Mogens perpeccun MyaccoHa vcronb3oBanace Ans pacyeta athiheKTUBHOCTM U MIOTHOCTM 3aG0NeBaeMOCTN BCeit
VCMBITYEMOI FPYMMbI 1 BCEX BOSPACTHBIX TPYMIM, ¥ PESyNbTaTbl MpUBEAEHb! B TAGMLIE HIXE:

Ta6nuua 1 PacueTHas a¢hheKTUBHOCTb BaKUMHBI NPOTUB BETPAHOI OCTIbI NPOTUB N1aGopaTopHO nom’sepxmeunou

i ocnbl N0 (nonHas ebiGopka ansa
Bo3spacTHa| BakuuHa (N=2997) Mnauye6o (N=3000) b
= TINOTHOCTE - TTHOTHOETE ] eKTUBHOCTb
RpyTa a%’y‘é::gﬁ uERGe8R0- | waungeHTHOCTH ngﬁ:ﬂgﬁ EOEE- | wuAmeRTHOET | pakuHbl (95%M)

(ner) bl o (95%1M) Tibl (95%)
0387 2993 871

1-12 6 15495 [ oi74-0862) | “° 15867 p242-3990) (65,0545
0,538 2714

- 2 87 orsearsy | " 4058 | iB03-4901) (108.356)
0387 3345 y

58 8 7863 | ize-1iey | 2O 474 | 3260-4.950) (62.2-96,6)
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- ) 10 3840 ;
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UmmyHoreHHocTb

Moarpynna UMMYHOreHHOCTY [OMKHa GbiNa OLIEHNTH CKOPOCTH CEPOKOHBEPCHN 1 CPE/IHNIA TeOMETPUUECKMIA TUTP nocre
OfHOW [J03bI BAKLWHBI MPOTUB BETPSHON OCTIbl. CEPOKOHBEPCHKO ONPEAENSIN N0 NOCTVMMYHU3ALMOHHOMY TUTPY 1:8
v Goriee y AL C JONMMYHU3ALMOHHBIM TUTPOM MeHee 1:8 Un 4-KpaTHOMY YBEMHEHMIO TUTPa aHTUATEN Y UL C
LOMMMYHIU3aLMOHHBIM TUTPOM 1:8 11 Gonee.

lMocne BaKLMHaLWMKW, yDOBEHb CEPOKOHBEPCUM cocTasmn 94,27% (35% [M: o 91,29% [0 96,46%), a cpeAHee Bpems No
puHBKYY Bbino 46,48 (95% AW: oT 40,69 fo 53,10) B BbIGOPKE NALMEHTOB Ge3 HapYLLEHWIN NPOTOKONA, W BCE NOAPOBHbIE
pesyNbTaTbl MPE/CTaBEHbI B TAGMNLIE HIKE:

TaBnmuua 2 CpasHenue UMMyHHOTO oTBeTa Ha 30-ii ieHb N0CNe BaKUVHALMY AN BaKUWMHLI NPOTMB BETPRHOM OCTbI B
Ges

y B P!
ny Ha 30 geHb nocne
Cpeayereom
TPyIna|Kon-g0| cep oo o, ceporboBet w, | Cpeavereomerp hatiecon
e R (v | TG | PR | et

1-12 | 349 | 5072(4534-5608) | 6,73(599-7,56) | 94.27(91,29-96,46) | 46,48(40,69-5310)| 6,91(6,36-7,51)
1-4 75 | 26,67(17,11-38,14) | 832(2,80-3.95) | 90,67(81,71-96,16) | 24,25(20,34-2891) |  7,29(6595-8,94)
5-8 186 | 53,76(46,32-61,09) | 7.54(641-8,86) | 94,62(90,34-97,39) | 49,67(4099-60,20) |  6,59(5,93-7,33)
9-12 88 | 64,77(53,86-74,66) | 9.66(7,70-12,14) | 96,59(90,36-99,29) | 70,34(53,84-91,91)|  7,28(6,12-8,66)
Cokpaluenus: SPR: uHaeKc ceponosnTuBHOro nokasatens; SCR: ypoBeHb cepokoHBepcuy; GMT: cpefiHereoMeTpruyeckmit
TUTP; GMI: cpefiHereoMeTpryecKoe KpaTHoe yBennyeHue.,

BesonacHocTb

JInsi NpocMOoTpa AiakHbIX MO TexHuke 6e30nacHocTH cM. [OnbIT i (7.1)].
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12. CNOCOB NOCTABKWU/XPAHEHUE W OBPALLIEHVE

BaKkLyHa MPOTUB BETPAHOM OCMIbI NMOCTAB/ISETCSA CrIeQyIoWM 06pasom:

drakoHbl, 1 chnakoH/ManeHbkas Kopobka (BMmecTe ¢ pasBasutenem).

YnakoBka BakLWHbI v pa3baBuUTens: XpaHUTb 1 TPAHCMOPTMPOBATL NpK TeMnepaType oT +2°C o +8°C, B 3alUnLLEeHHOM OT

cBeTa MecTe. He 3amopaxvsaTs

13. CPOK rOHOCTH

CpoK AercTBMA BakUWHbI COCTaBNsAeT 24 mecsua.

14. CNELMOUKALNA/TEXHUHECKNE TPEBOBAHUA

BaKLlMHa NPOTYE BETPSHOI OCMbI COOTBETCTBYET pekoMeHAaunAM BO3, NpuBeaeHHbIM B Cepui TeXHNYECKUX OTHeTOB,
©848,1994 r., ﬂpmﬂoxewe 1 TpeGoBaHus K BakUMHe NpOTUB BETPSHOMN OCTIbI (XMUBOV).

15. KOHTPOJIMPYIOLLIUI 3JIEMEHT [/151 ®JIAKOHA BAKLIHbI (gononHuTenbHo)

KOHTPOAMPYIOLLME 3NeMeHTbI A5 (h1aKOHOB BaKLMHb! KOHTpoAMpyloLHe aneMeHTbl Ans ¢naxouoa BaKUWHbI

(VVMSs) ABNAIOTCA HaCTbio BaKLWMHBI NPOTUB BETPAHON

OCrbl, 1 MOCTaBAAOTCSA KoMNaHuelt Sinovac (Dalian).

LigeTHas TO4Ka Ha KpbILLKE (hakoHa — aTo

KOHTPONMPYOLLMiA 3nemeHT VVM. 3T0 ToUeYHbINA 3NeMeHT,

UYBCTBUTE/bHBIN KO BDEMEHM 1 TeMNepaType, KoTopbiit

OKa3bIBAET COBOKYMHOE TErJIo, KOTOPOMY MOJBEPraeTcst

chnakoH. OH NpefynpexjaeT nofb30BaTeNs B TOM Clyuae,

Ksappar cseTnee
BHellIHEro Kpyra

[BET BHYTpeHHero kBagpaTa

€C/M BO3/EiCTBIE Tensia MOXET NPUBECTM K ferpadaLmm KOHTPOMMEYIOLIEND Kak TonbKo BaKuia
BaKUMHbI BbILLe JONYCTUMOrO YPOBHS. MHTeprpeTauys anemexa VVM HadhaeTc ST T et
KOHTPONMPYHOLIETO fIeMEHTa NpocTa. COCPeoToubTECh Ha SRyt heiaTo Keagpena SyeT
LeHTpasnbHOM KBagpate. Ero UBeT Gy/jeT nocTeneHHo Teuiee,

MeHsiTbCA. [1o Tex 1op, Moka LiBeT 87010 kBagpata el BHELHIT KDYT.
OCTaeTCs CBeT/Iee UBeTa KosbLa, BaKLMHY MOXHO
1CMONb30BaTh. KaK TOMbKO LIBET LEHTPA/IbHOrO KBagpaTa
CTaHET TOr0 Xe LUBETA, YTO 1 KOJbLIO, NGO TEMHEE KOfbLIA,
chrakoH crefiyeT BbIGPOCHTS.

16. MPOU3BOAUTETb

HasBanue npoussogutens: SINOVAC (DALIAN) VACCINE TECHNOLOGY CO., LTD.

Appec: No. 36, 2" Life Road, DD Port, Economic and Technical Development Zone, Dalian, China.

MouToBblit MHAeke: 116620 Ten: +86-411 -875_8-6000 dakc: +86-411-8758-9886

17. PASBABUTEJIb (BOOA /11 UHBEKLINW)

AxTuBHOCTb: 0,5 Mn/amnyna.

Ccblinka Ha cTaHfapTbl: dapmakones Kutaiickoit Hapoaroit PecnyGnuku, 2020.

MpownssoauTens: Jiangsu Desano Pharmaceutical Co., Ltd SINOVAC
Cpok rofiHocTu: 48 MecsLes






