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ADVERSE REACTIONS

RABIVAX-S may cause injection site reactions such as pain, erythema, oedema, pruritus and induration and systemic

RABIVAX_S FreeZe dried reactions such as fever, shivering, faintness, asthenia, headache, dizziness, myalgia, nausea, abdominal pain and arthralgia.
Usually these reactions are mild in severity, transient and resolve uneventfully. Rarely erythema multiforme has been

reported with other tissue culture rabies vaccines.

INACTIVATE D RAB I ES VI R U S DOSAGE AND ADMINISTRATION
RABIVAX-S should b tituted only with the enti tents of the diluent lied (Sterile Water for Injections) usi
(P ITMA N - M OO R E STRA I N 321 8-V E RO) a sterile sy:in(:;e am;3 nrggg{:, le:tr? g::trevslaakin:t?; Lr:ticlotr;\eert}r?e?:l calfe i1s ueZ:il;udpigsﬁved. irfltsr reacs;sgtruginenct;;nf/agcs;gg
should be used immediately.
The vaccine vial monitor (see figure), for this type of vaccine is attached to the vial cap and should be discarded when the

vaccine is being reconstituted.

DESCRIPTION . ) ) . . . . o ) . The diluent and reconstituted vaccine should be inspected visually for any foreign particulate matter and / or variation of
RABIVAX-S [Rabies Vaccine Inactivated (Pitman-moore strain 3218-vero) Freeze dried] is a sterile, purified inactivated rabies physical aspects prior to administration. In the event of either being observed, discard the diluent or reconstituted

vaccine prepared on vero cells. RABIVAX-S vaccine is freeze dried and is provided with diluent (1 dose of powder in vial and vaccine.For adults and children aged = 2 years, the vaccine should always be administered in the deltoid area of the arm;
1 mlof diluent in ampoule). The vaccine has the appearance of a white dry cake. The vaccine conforms to the World Health for children aged < 2 years, the anterolateral area of the thigh is recommended. Rabies vaccine should not be administered
Organization (W.H.0.) requirements. in the gluteal area, as the induction of an adequate immune response may be less reliable.

Intradermal regimen may be used for people with category Il and Il exposures in countries where the intradermal route has
been endorsed by national health authorities.

a) Pre-Exposure prophylaxis

The following schedule should be followed for pre-exposure prophylaxis in high risk populations.

COMPOSITION

Each 1 ml contains inactivated rabies virus (Pitman-Moore strain 3218-vero) not less than 2.5 IU.
Reconstitute with 1 ml of Sterile Water for Injections.

Dose: 1 ml by intramuscular or 0.1 ml by intradermal injection.

Diluent: Sterile Water for Injections.
Excipients: Sucrose, glycine,J human serum albumin (HSA). Route Dose Number of doses Schedule
INDICATIONS Intramuscular 1 ml 3 Day 0, 7 and 21 or 28
RABIVAX-S is indicated or the prevention of rabies in children and adult. It can be used before or after exposure, as a primary
immunization. Intradermal 0.1 ml 3 Day 0, 7 and 21 or 28
a) Pre-Exposure prophylaxis N N N N N . N N
Pre-exposure vaccination should be offered to subjects at high risk of contamination by the rabies virus. This vaccination is For people who are potentially at risk of laboratory exposure to high concentrations of live rabies virus, antibody testing
particularly recommended for veterinarians, veterinary medicine students, animal keepers, hunters, forestry workers, should be done every 6 months. Those professionals, who are not at continual risk of exposure through their activities, should
animal handlers, butchers, personnel in rabies research laboratories etc., children at high risk of exposure or prior to visits have serological monitoring every 2 years.
to areas in which rabies is endemic. b) Post-Exposure prophylaxis
b) Post-Exposure prophylaxis In order to remove as much of the rabies virus as possible, immediately cleanse the wound with soap and wash thoroughly
RABIVAX-S is indicated in post-exposure prophylaxis of rabies infection, when given to individuals with suspected rabies with water. Then treat with alcohol (70%) or an iodine tincture.
exposure. RABIVAX-S must always be used as per recommendations of the World Health Organization (WHO), depending on The following schedule should be followed for post-exposure prophylaxis in previously unimmunized individuals.
the type of contact with a suspected rabid animal.
Route Dose Number of doses Schedule
Category Type of contact Recommended treatment
Intramuscular 1 ml 5 Day 0, 3, 7, 14 and 28

| Touching or feeding animals, licks on No treatment is required.
the intact skin. Intradermal 0.1 ml + 4 Day 0, 3, 7 and 28

1] Nibbling of uncovered skin, minor Immediate vaccination. 0.1ml
scratches or abrasions without bleeding. For intradermal route, four doses should be administered (2 injections of 0.1 ml at 2 different sites) as per the Updated Thai

. R R R . Red Cross regimen (2-2-2-0-2) as given above.

i Single or multiple transdermal bites or Immediate vaccination and . In cases of Category Il exposures and of category Il exposures in immunodeficient patients, human rabies immunoglobulin
scratches, coptamlpatlon of mucous administration of immunoglobulin. (20 1U/kg) or equine rabies immunoglobulin (40 IU per kg) should be given in conjunction with RABIVAX-S on Day 0.
rr_wembrane with sa_lwa from licks, If anatomically feasible, the full dose of rabies immunoglobulin should be thoroughly infiltrated in the area around and into
licks on broken skin, exposure to bats. the wounds. Any remaining volume should be injected intramuscularly at a site distant from vaccine administration. Rabies

immunoglobulin may be diluted to a volume sufficient for all wounds to be effectively and safely infiltrated.
If rabies immunoglobulin is not available at the time of the first vaccination, it must be administered no later than 7 days
after the first vaccination since later administration would result in interference with immune response of the vaccine.

For all categories, immediate washing and flushing of all wounds and scratches is recommended. If indicated tetanus
prophylaxis should also be given with tetanus toxoid. Treatment should be started as early as possible after exposure, but in
no case should it be denied to exposed persons whatever time interval has elapsed.

STORAGE
CONTRAINDICATIONS ) The vaccine should be stored between 2°C and 8°C. The diluent should not be frozen, but should be stored below 30°C.
a) Pre-exposure prophylaxis Reconstituted vaccine is stable for 6 hours when stored refrigerated between 2° and 8°C.
In case of fever or an acute illness, vaccination should be postponed. In case of previous severe reaction to any components
of the vaccine, RABIVAX-S is contraindicated. SHELF LIFE
b) Post-exposure prophylaxis 36 months
Because of the life-threatening risk of rabies, there are no contraindications to the administration of post-exposure
prophylaxis using RABIVAX-S. The Intradermal route must not be used in the individuals receiving long term corticosteroid or PRESENTATION
other immunosuppressive therapy or chloroquine for malaria treatment or prophylaxis and in immunocompromised RABIVAX-S is supplied as:
individuals. Such individuals may have a reduced response to intradermal rabies vaccination and should instead receive the Rabivax-S, box of 50 vials @ 1 ml
vaccine intramuscularly. Reg. No. DKIXXXXXXXXX
The vaccine may contain traces of neomycin. Anaphylactic or anaphylactoid reactions to neomycin, history of anaphylactic Sterile water for injections I.P. 1 ml, box of 50 ampoules @ 1 ml
or anaphylactoid reactions are absolute contraindications. Reg. No. DKIXXXXXXXXX
Rabivax-S combipack, box of 1 vial @ 1 ml + 1 diluent ampoule @ 1 ml
WARNINGS Reg. No. DKIXXXXXXXXX

Do .not adnjnmster vaccine by 1ntr§vascular route. .Immunoglobulms z.ind rab1les vaccine shoulld 4not be comb1ned in the same THE VACCINE VIAL MONITOR (VVM) (Optional)
syringe or injected at the same site. If anaphylaxis or severe allergic reactions occur, administer appropriate medications

(e.g., adrenaline) and provide supportive care as required. Vaccine I Monitors (VVM)

PRECAUTIONS DO NOT USE

The possibility of allergic reactions in individuals sensitive to components of the product should be evaluated. Adrenaline

hydrochloride Solution (1:1000) and other appropriate agents should be readily available for immediate use in case an

anaphylactic or acute hypersensitivity reaction occurs as per the current recommendations. A A N

Special care should be taken to ensure that the product is not injected into a blood vessel. Squal;]e Sq‘-'l'("'e ‘;

Under no circumstances should RABIVAX-S be administered in the same syringe or at the same site as rabies immunoglobulin. @ matches . darker than

: : P - S . . outer circle outer circle

A separate sterile needle and syringe must be used for each individual patient to prevent the transmission of infectious
Once a vaccine has reached or exceeded the discard point,
the colour of the inner square will be the same colour

or darker than the outer circle.

A :
Square is
° lighter than
outer circle
The colour of the inner square of the VVM
starts with a shade that is lighter than the

outer circle and continues to darken with
time and/or exposure to heat.

agents. RABIVAX-S must not be administered intravenously. As with all preparations given intramuscularly, bleeding
complications may be encountered in patients with bleeding disorders.

DISCARD POINT

SPECIAL PRECAUTIONS FOR THE INTRADERMAL ROUTE Inform your supervisor

It is essential that intradermal administration of RABIVAX-S be carried out only by medical staff trained in this technique in = =

order to ensure that the vaccine is delivered intradermally and not subcutaneously. For the intradermal route, a sterile

syringe with fixed needle (insulin type) is preferred. Correct intradermal injection should result in a raised papule with an

“"orange peel" (peau d'orange) appearance. If the vaccine is injected too deeply into the skin, and a papule is not seen, the Vaccine Vial Monitors (VVMs) are on the cap of RABIVAX-S supplied through Serum Institute of India Pvt. Ltd. This is a
needle should be withdrawn and reinserted nearby. If papule is not seen after 2 successive attempts, the patient should be time-temperature sensitive dot that provides an indication of the cumulative heat to which the vial has been exposed. It warns
given the dose intramuscularly. the end user when exposure to heat is likely to have degraded the vaccine beyond an acceptable level.

RABIVAX-S does not contain preservative; therefore great care must be taken to avoid contamination of reconstituted The interpretation of the VVMis simple. Focus on the central square. Its colour will change progressively. As long as the colour of
vaccine. Vaccine may be used up to 6 hours after reconstitution provided it is maintained at 2°C to 8°C. Unused vaccine must this square is lighter than the colour of the outer circle, then the vaccine can be used. As soon as the colour of the central square
be discarded after 6 hours. A new sterile needle and syringe must be used to withdraw and administer each dose of vaccine is the same colour as the outer circle or of a darker colour than the outer circle, then the ampoule/vial should be discarded.

for each patient to avoid cross infection.

Pada proses pembuatannya bersinggungan dengan bahan bersumber babi.

DRUG INTERACTIONS

Corticosteroids, chloroquine and other immunosuppressive treatments can interfere with the immune response of the
vaccine and lead to the failure of the vaccination. Immunoglobulins must be administered at a different site from that of the
vaccine (the contralateral side). The recommended dose of rabies immunoglobulin should not exceed nor should repeated
doses of the same be administered once the vaccination course has been started since a higher dose could interfere with the
immune response to rabies vaccine.

ON MEDICAL PRESCRIPTION ONLY/HARUS DENGAN RESEP DOKTER

Diluent is manufactured by: Protection from birth onwards.

Sovereign Pharma Pvt. Ltd. s\ Vaccine is manufactured by:
PREGNANCY AND LACTATION AR . . e
RABIVAX-S is safe, non-teratogenic and did not cause developmental toxicity in a prenatal developmental toxicity study in SurYey No.46/1-4, Kadaiya Village, Nani Daman - 396210, India 2 gEzglﬂgdLNiTEﬂIE 9:2['9"15[')& PVT.LTD.
pregnant rats. It is not known whether RABIVAX-S can cause fetal harm when administered to a pregnant woman or can affect For: ! psar. "MFG. LIC. NO.: 10
reproductive capacity. It is also not known whether RABIVAX-S is secreted in breast milk. SERUM INSTITUTE OF INDIA PVT. LTD.

Imported and distributed by:
It is advisable to carefully weigh expected benefits against potential risks prior to pre-exposure prophylaxis with RABIVAX-S 212/2. Hadapsar, Pune 411 028, INDIA PT Indofarma, Bekasi - Indonesia

Sagys

during pregnancy and breastfeeding. Pharmacovigilance: ) ) .
Because of the life-threatening risk due to rabies, pregnancy and lactation are not contraindications for post-exposure JL Indpfarma No.1, Gandasari, Kecalmatan (;1karang Barat, ) gindofarma 200XXXXX/0
prophylaxis with RABIVAX-S. Bekasi, Jawa Barat - 17530, Indonesia | pv.indofarma@gmail.com
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Instructions for use

A) Breaking of ampoules only
possible in the axis and over the cut.

1. Hold the bottom part
of the ampoule with
coloured dot facing
front side.

2. Grip the bulb between

the thumb and the
bent index finger of
the right hand.

3. The thumb should

cover the dot.

4. Apply force to the top

part with the right
thumb while resisting
with left index finger
and snap the ampoule
away from you. The
force applied should

be constant and should
not be disproportionate
to cause breakage.

(B) Reconstitution of Lyophilised
vials

1. Draw the diluent from
the ampoule into a
syringe, pierce the
bung of the vial with
the needle and gently
inject the diluent into
the vial.

2. Detach the syringe,
leaving the needle in
vial bung. After 15
seconds remove the
needle.

3. Rotate the vial
gently between
your palms till the
material dissolves.
Avoid shaking the
vial as this would
cause frothing.

4. Withdraw the
reconstituted
solution into the
syringe, now ready
for administration.

Diluent is manufactured by:
Sovereign Pharma Pvt. Ltd.
Survey No.46/1-4, Kadaiya Village, Nani Daman - 396210, India
For:
SERUM INSTITUTE OF INDIA PVT. LTD.
212/2. Hadapsar, Pune 411 028, INDIA
i3\ Vaccine is manufactured by:
S/ Ra2
:&: SERUM INSTITUTE OF INDIA PVT. LTD.
¢ v 212/2, Hadapsar, Pune 411 028, INDIA
MFG. LIC. NO.: 10
Imported and distributed by: PT Indofarma, Bekasi - Indonesia

v/
gindofarma

200XXXXX/0
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RABIVAX-S
INACTIVATED RABIES VIRUS
(PITMAN-MOORE STRAIN 3218-VERO)

(Informasi untuk Pasien)

Bacalah brosur ini dengan saksama sebelum Anda menerima produk ini.

Si

2 o e

=

Simpan brosur ini. Mungkin Anda memerlukannya kembali suatu saat.

Jika Anda memiliki pertanyaan lebih lanjut, tanyakan dokter, apoteker, atau perawat Anda.

Produk ini diresepkan hanya untuk Anda. Jangan diberikan pada orang lain.

Jika Anda mengalami efek samping, beri tahu dokter, apoteker, atau perawat Anda. Efek samping
tersebut termasuk yang tidak tercantum dalam brosur ini.

brosur ini

Apa itu Rabivax-S dan apa kegunaannya?

Apa yang perlu diketahui sebelum Anda menerima Rabivax-S?
Bagaimana cara Rabivax-S diberikan?

Efek samping yang mungkin timbul.

Bagaimana cara menyimpan Rabivax-S?

Komposisi Rabivax-S.

Apa itu Rabivax-S dan apa kegunaannya?

Rabivax-S merupakan vaksin rabies, yang diindikasikan untuk pencegahan rabies pada anak-anak dan

dewasa. Rabivax-S dapat digunakan sebelum atau setelah paparan virus rabies, sebagai vaksinasi

primer.

Pencegahan rabies sebelum paparan (vaksinasi prapaparan)

Vaksinasi prapaparan harus diberikan pada subjek yang berisiko tinggi terkontaminasi virus rabies.

Semua yang memiliki risiko permanen, seperti personel diagnostik, penelitian, atau laboratorium produksi

yang bekerja dengan virus rabies, harus divaksinasi.

Vaksinasi juga direkomendasikan untuk kategori berikut, mengingat frekuensi paparan terhadap risiko:

- Dokter hewan dan asisten dokter hewan, pawang hewan (termasuk mereka yang memanipulasi
kelelawar) dan polisi hutan, taxidermists (ahli yang mengawetkan dan menyiapkan kulit dan bagian
tubuh hewan untuk membuat replika hewan hidup).

- Orang-orang yang bersentuhan dengan spesies hewan yang berpotensi rabies (seperti anjing, kucing,
sigung, raccoon, dan kelelawar).

- Dewasa dan anak-anak yang tinggal di atau bepergian ke daerah enzootic (penyakit yang berjangkit
pada hewan di tempat tertentu).

Pencegahan rabies setelah paparan (vaksinasi pascapaparan)

Vaksinasi harus dimulai segera bahkan pada kasus risiko kontaminasi rabies yang paling kecil. Vaksinasi

harus dilakukan segera di pusat rabies, di bawah pengawasan medis. Pengobatan pascapaparan

termasuk pengobatan lokal nonspesifik pada luka, vaksinasi, dan imunisasi pasif dengan immunoglobulin
rabies. Pengobatan harus disesuaikan dengan sifat kontak atau luka, kondisi hewan, dan status vaksinasi
rabies pasien. Pengobatan lokal pada luka harus dilakukan pada semua jenis kasus.

Apa yang perlu diketahui sebelum Anda menerima Rabivax-S?

Pada vaksinasi prapaparan, jangan gunakan Rabivax-S:

- Jika Anda alergi (hipersensitif) terhadap salah satu komponen Rabivax-S (lihat nomor 6 untuk
mengetahui komposisi Rabivax-S) atau jika Anda mengalami reaksi alergi akibat injeksi Rabivax-S
sebelumnya atau vaksin apa pun dengan komposisi yang sama.

- Jika Anda demam atau memiliki penyakit akut (dalam kasus ini, lebih baik untuk menunda vaksinasi).

Pada vaksinasi pascapaparan:

Mengingat fatalnya infeksi rabies, tidak ada kontraindikasi untuk vaksinasi pascapaparan.

Perhatian

- Seperti halnya semua vaksin, Rabivax-S mungkin tidak dapat melindungi 100% orang yang
divaksinasi.

- Rabivax-S tidak boleh diberikan melalui rute intravaskular; pastikan jarum tidak menembus pembuluh
darah.

- Gunakan dengan hati-hati jika Anda alergi terhadap neomycin (terkandung pada vaksin dalam jumlah
kecil) atau antibiotik apa pun dari golongan yang sama.

- Seperti halnya semua vaksin injeksi, pengobatan medis dan pengawasan yang tepat harus tersedia
jika terjadi reaksi anafilaksis yang jarang setelah pemberian vaksin.
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- Tes serologi (uji menetralkan antibodi menggunakan metode RFFIT-Rapid Fluorescent Focus
Inhibition Test) harus dilakukan secara teratur, lihat Tabel 1.

- Ketika vaksin diberikan pada subjek dengan kekebalan yang menurun (immunodeficiency), akibat
penyakit yang menekan sistem kekebalan atau akibat pengobatan immunosuppressive (penekan
sistem kekebalan), tes serologi harus dilakukan 2 sampai 4 minggu setelah vaksinasi.

- Rabivax-S harus diberikan dengan hati-hati pada subjek dengan penurunan jumlah trombosit
(thrombocytopenia) atau gangguan pembekuan, karena risiko perdarahan yang mungkin terjadi
selama pemberian intramuscular.

Penggunaan bersama obat lain

- Corticosteroid dan pengobatan immunosuppressive dapat mengganggu produksi antibodi dan
menyebabkan kegagalan vaksinasi, lihat "Perhatian".

- Immunoglobulin dan vaksin rabies tidak boleh digabungkan dalam syringe yang sama atau diberikan
di tempat injeksi yang sama.

- Rabivax-S tidak boleh dicampur dengan produk obat lain atau vaksin lain.

- Beri tahu dokter atau apoteker jika Anda sedang atau baru selesai meminum obat lain, termasuk
obattanpa resep.

Kehamilan dan menyusui

- Kehamilan
Studi toxicity hewan pada reproduksi dan perkembangan tidak menunjukkan efek merusak pada
kesuburan wanita dan pada perkembangan sebelum dan setelah kelahiran. Penggunaan klinis vaksin
rabies selama kehamilan dalam jumlah yang terbatas tidak menunjukkan efek malaformasi atau
foetotoxic hingga saat ini. Mengingat keseriusan penyakit, vaksinasi harus dilakukan selama
kehamilan pada kasus risiko tinggi kontaminasi, sesuai dengan jadwal vaksinasi yang lazim.

- Menyusui
Vaksin ini dapat digunakan selama menyusui.

Jika Anda sedang hamil atau menyusui, berpikir bahwa mungkin Anda hamil atau berencana untuk

memiliki bayi, mintalah nasehat dokter atau apoteker Anda sebelum menggunakan vaksin ini.

Mengemudi atau menggunakan mesin

Pusing setelah vaksinasi sering dilaporkan terjadi. Hal ini dapat memengaruhi kemampuan mengemudi

atau menggunakan mesin untuk sementara waktu.

. Bagaimana cara Rabivax-S diberikan?

Satu dosis terdiri dari 1 ml vaksin melalui rute intramuscular atau 0,1 ml melalui rute intradermal. Pada
pasien dewasa dan anak-anak =2 tahun, vaksin diberikan melalui area deltoid otot lengan. Pada pasien
anak-anak <2 tahun, vaksin diberikan melalui area anterolateral otot paha. Rabivax-S tidak boleh
disuntikkan di daerah bokong dan tidak boleh disuntikkan secara intravaskular.

Rabivax-S dapat diberikan pada anak-anak dan dewasa menggunakan dosis yang sama.

Selalu gunakan vaksin ini sesuai petunjuk dokter Anda. Anda harus menanyakan pada dokter atau
apoteker Anda jika Anda tidak yakin.

Vaksinasi prapaparan

Rute intramuscular: tiga dosis 1 ml Rabivax-S diberikan pada hari ke-0, ke-7, dan ke-21 atau ke-28.

Rute intradermal: tiga dosis 0,1 ml Rabivax-S diberikan pada hari ke-0, ke-7, dan ke-21 atau ke-28.

Dosis yang dijadwalkan pada hari ke-28 dapat diberikan pada hari ke-21.

Direkomendasikan untuk melakukan tes antibodi setiap 6 bulan untuk orang yang memiliki risiko paparan
konsentrasi tinggi virus rabies hidup di laboratorium. Bagi yang tidak memiliki risiko paparan kontunu
selama beraktivitas, direkomendasikan memonitor kondisi serologi setiap 2 tahun.

Vaksinasi pascapaparan

Untuk menghilangkan virus rabies sebanyak mungkin, bersihkan luka dengan sabun dan air. Kemudian
berikan antiseptik menggunakan alkohol 70% atau iodine. Pengobatan bergantung pada sifat kontak
sesuai rekomendasi WHO pada Tabel 1.

Tabel 1: Pedoman WHO tentang pengobatan pascapaparan tergantung pada sifat kontak

Kategori Jenis Kontak Rekomendasi Pengobatan

I Menyentuh atau memberi makan hewan, | Tidak memerlukan pengobatan.
menijilati kulit utuh.
Il Menggigit kulit yang tidak tertutup, Vaksinasi segera.
goresan kecil atau lecet tanpa
pendarahan.
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[ Gigitan atau goresan transdermal tunggal | Vaksinasi dan berikan immunoglobulin
atau ganda, kontaminasi selaput lendir segera.

dengan air liur dari jilatan, menijilat kulit
yang rusak, paparan kelelawar.

Rute intramuscular: lima dosis 1 ml Rabivax-S diberikan pada hari ke-0, ke-3, ke-7, ke-14, dan ke-28.
Rute intradermal: empat dosis 0,1 ml + 0,1 ml (dosis 2 x 0,1 ml ini diberikan pada dua tempat injeksi
yang berbeda) Rabivax-S diberikan pada hari ke-0, ke-3, ke-7, dan ke-28.

Pasien immunodeficiency yang mengalami kasus kategori Il dan lll, harus diberikan human rabies
immunoglobulin (20 1U/kg BB) atau equine rabies immunoglobulin (40 IU/kg BB) bersamaan dengan
Rabivax-S pada hari ke-0.

. Efek samping yang mungkin timbul.

Rabivax-S dapat menyebabkan efek samping ringan dan sementara, dan dapat sembuh dengan

sendirinya. Efek samping yang mungkin timbul adalah sebagai berikut.

- Di tempat injeksi: nyeri, eritema (kemerahan), edema (pembengkakan), pruritus (gatal), dan
induration.

- Reaksi sitemik: demam, menggigil, pingsan, asthenia (lemah), sakit kepala, pusing, myalgia (nyeri
otot), mual, nyeri perut dan arthralgia (nyeri sendi).

Pelaporan efek samping

Jika Anda mengalami efek samping, beri tahu dokter, apoteker, atau perawat Anda. Anda juga dapat

menghubungi alamat dan/atau alamat e-mail yang tertera pada informasi “Farmakovigilans” di akhir

brosur. Efek samping tersebut termasuk yang tidak tercantum dalam brosur ini. Dengan melaporkan efek

samping, Anda turut membantu memberikan informasi lebih lanjut tentang keamanan obat ini.

. Bagaimana cara menyimpan Rabivax-S?

Rabivax-S harus disimpan pada 2 - 8°C. Pelarut tidak boleh dibekukan, namun harus disimpan di bawah
30°C.

Larutan rekonstitusi stabil selama 6 jam jika disimpan dalam lemari pendingin pada 2 - 8°C.

. Komposisi Rabivax-S.

Rabivax-S mengandung inactivated rabies virus (Pitman-Moore strain 3218-vero) yang dimurnikan.
Bahan-bahan lain yang terkandung dalam Rabivax-S adalah sukrosa, glycine, Human Serum Albumin
(HSA). Pelarut menggunakan air untuk injeksi steril.

Pada proses pembuatannya bersinggungan dengan bahan bersumber babi.

Kemasan dan Nomor Registrasi
Rabivax-S, kotak isi 50 vial @ 1 ml

No. Reg. DKIXXXXXXXXXXXX
Air untuk injeksi steril, kotak isi 50 ampul @ 1 ml
No. Reg. DKIXXXXXXXXXXXX

Rabivax-S combipack, kotak isi 1 vial @ 1 ml + 1 ampul pelarut @ 1 ml
No. Reg. DKIXXXXXXXXXXXX

Produsen

Pelarut diproduksi oleh:

Sovereign Pharma Pvt. Ltd.

Survey No. 46/1-4, Kadaiya Village, Nani Daman - 396210, India.
Untuk:

Serum Institute of India Pvt. Ltd.

212/2, Hadapsar, Pune 411 028, INDIA

Vaksin diproduksi oleh:
Serum Institute of India Pvt. Ltd.
212/2, Hadapsar, Pune 411 028, India

Diimpor dan didistribusikan oleh:
PT Indofarma, Bekasi - Indonesia
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Farmakovigilans:
JI. Indofarma No.1, Gandasari, Kecamatan Cikarang Barat,
Bekasi, Jawa Barat - 17530, Indonesia | pv.indofarma@gmail.com

HARUS DENGAN RESEP DOKTER

C/
?gindofarma
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