VACXIN TA UGNG - mORCVAX
ORAL CHOLERA VACCINE

Mo TA
mORCVAX dugc digu ch tlr céc chiing vi khudn ta 01 (gém tip sinh hoc ¢d dién
va El Tor) va chiing vi khun ta 0139. Quy trinh sén xuat bao gdm céc budc nudi
cdy vi khudn trén méi truing thich hop, bat hoat biing formaldehyde hodc nhiét
3, co dic bing phuong phap ly tim hodc lpc, loai bd hodn toin dic 5 t
(cholera toxin). Liéu vdcxin ta ung dugc tinh theo Lipopolysaccharide (LPS)
dam bio lugng khdng nguyén cdn thiét kich thich tinh sinh mién dich phong
bénhta.

THANH PHAN
M6t liu vdcxin ta udng 1,5 mi gm

V. cholerae 01, E1 Tor, Phil. 6973 (b4t hoat bing formaldehyde) . . . 600 E.U. LPS
V. cholerae 0139, 42608 (bdt hoat bing formaldehyde) . . ........ 600 E.U. LPS
V. cholerag 01, Gairo 50 (bt hoat bing formaldehyde) . .......... 300E.U.LPS
V. cholerae 01, Gairo 50 (bat hoat bing nhigtdd) ............... 300E.U.LPS
V. cholerae 01, Cairo 48 (bat hoat bing nhigtds) ............... 300E.U.LPS
Thimerosal ..o e <0,02 % {wh)
Dung dich WHO-Buffer . ..., vifa 6 1,5 mi

CHIDINH

= Vicexin duge dung cho tré em i trén 2 tudi (24 thang tudi tré 18n) va ngudi 16n
s6ng trong ving c6 dich ta luu hanh.

® Nhilng ngudi di vao viing c6 dich ta fuu hanh.

CHONG CHI BINH

w Khong sit dyng vicxin cho tré em dugi 2 tudi.

= Céc bénh nhifm triing dudng rudt cip tinh.

¥ GAc bénh cAp tinh va man tinh dang thdi Ki tieh trién.

® Bang sif dyng thudc tc ché mién dich, thudc chdng ung thu.

= Truding hgp cd di Gng hodic phan (ng qud mAn véi 1An ubng truc clia viexin t
thi khang dugc udng nhiing lidu tigp theo.

TAC DUNG PHY

® Sau khi ugng c6 thé ¢6 cim gidc budn nén, non. Tac dung phy higm gip: dau
ddu, dau bung, tiéu chay, sot....

m C4c trigu chiing nay ty khdi ma khong cn didutri.

THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON GAP PHAI

KHI SU DUNG THUOG.

THAN TRONG:

® Sif bdo vé chang lai bénh ta:
Khong phai tat ca nhiing ngudi dung vcxin s& dugc bao vé ddy di chong lai
bénh ta. Vdcxin ndy s& khéng phong chéing dugc bénh tidu chay gy ra bi
céc vi sinh vat khac. Vi vy, ngoai vic udng vicxin ding lich di liu, ngudi st
dung phai tién hanh céc bign phdp phdng ngifa cin thigt dé tranh tigp xic
ngudn bénh hodc &n thyc phdm bi 8 nhiém hoiic nude udng khong dam bio
VE sinh, rlfa tay trudc khi in va sau khi sif dung nha vé sinh.

= D6i vdi phy nif mang thai:
Vécxin nay khong nén sir dyng cho phy ni dang mang thai trif truding hgp cin
thigt va cin nhic dugc lgi ich clia vcxin 1dn hon nhitng rli ro.

= D§i vdi phy nif dang cho con bi:
Chua co s lidu nghién clu ddy di vé vige sif dyng vdcxin nay cho phy nit
trong thi ky cho con bi. Khi c6 dich, nén can nhic s dung vdcxin t3 cho céc
d6i tugng nay.

= Khdng sif dyng vacxin cha tré em dudi 2 tudi.

DE hi€t thém thang tin lién hg vdi cin bj y 1€,

Luu?

CACH DUNG VA LIEU LUGNG

= Pying diing:

= iéu diing: 1,5 mifligg,

® Midn dich coban:  ubng 2|lidu khdﬂﬂﬁ W’&iﬁybﬁfﬁu I3 ;Aqéy.
°k ‘XWWAUEH&‘ZH C ,

® G4n xem xét cac trubing hdp sau day:

- Thudc e ché min dich va diéu trj ung thu , vi dy: azathioprine,
cyclosporine, prednisone, dexamethasone, etanercept, infliximab,
tacrolimus, sirolimus...

- Vicxin va thufc khic ding qua dusng migng: khdng diing trudc va sau 1
gid khi diing mORCVAX.

N&u dang sit dyng hat ky loai thudc khdc, cdn tv van ciia bac sT.

QUA LIEU VA XUJ TRI

® Nghign cliu vé vigc st dung qué lidu 12 khdng kha thi, cling chua ¢6 bo cdo
chinh thifc nao tif phia ngudii st dung v& viéc ding qua liéu,

= Trong trubing hop nghi ngd hodc sif dung qud lidu, cAn dén gip bdc s7dé dudc
tuvin.

BAD QUAN

® B3o quan va van chuyén 6 2°Cd&n8°C.
® Khang st dung khi vicxin bi dong bing.
® Tranh 4nh sdng mit trdi tryc tiép.

HAN DUNG
24 thang k& tir ngay san xudt d didu kién bao quan 2°C d&n8°C.

TRINH BAY
Hgp 1019, mdilp 7,5 ml - 5 lidu
Hop 101p, mdilp 1,5 mi - 1 lidu

TIEU CHUAN AP DUNG
Tigu chuan cd s6.

*** CHOY: LAG KY LO VACXIN TRUGC KHI DUNG.

KHONG SU DUNG KHI VACXIN BA Bl DONG BANG.
DE XA TAM TAY TRE EM.
BOC KY HUANG DAN S0 DUNG TRUGC KHI DUNG.

*** Moi khi€u nai vé vdcxin ndy phai dugc bdo cdo tryc tigp, kem theo cic
thong tin vé sd loat, han ding va céc bing ching lign quan (néu c6) dén nha
san xudt: Cong ty TNHH MTV Viexin va Sinh phdm S8 1, s 1 Yersin, Ha Noi,
Vigt Nam. Dién thoai: (84-4) 3971 7719 - Fax: (84-4) 3971 7711.

®  CONG TY TNHH MTV VACXIN VA SINH PHAM SO 1
VABIOTECH 1 Yersin, Ha Ngi, Vigt Nam. Tel: (84-4) 39717710
www.vabiotech.com.vn
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| Hop: 83 x35x43 | vAcxm TA UGNG mORCVAX
| Nhan: 48,5 x 16
| (Bv: mm)

1,5mix 100g

Céch diing: Xem HRSD
Bao quan: 2-8°C
Khong lam dtng bang
Léc k¥ tnsfic khi ding
TCCL: TCCS

1,5 mix 10 vials

Dosage: Please read the lsaflet
Store at: 2-8°C

Do rot freeze

Shake well before use

Spec.: Manufacturer

15mip  SBK:

VACXIN TA UONG - mORCVAX

Thanh phin métiiéu 1,5 mi chira:

- V. cholerae 01, El Tor, Phil. 6673 (bat hoat bang formaidehyde). . 600 E.U. LPS
- V. choleras 0139, 42608 (bat hoat bang formaldehyde) .B00E.U.LPS
00 E.U. LPS
300 E.U.LPS
300 E.U.LPS

- V. choleras O1, Cairo 48 (bt hoat bang nhigt dg,
- Thimerosal. LS0,02% (wiv)
- Dung dieRWHO-BUMBr. ... .ooos coiiiniinianis i vais vasvsises vid1,5mi

I 230 X ¢
CONG TY TNHH MTV VACXIN VA SINH PHAM SO 1
S0 1 Yersin, Ha Noi, Viet Nam

SBK/Reg. No.:

L& SXiLot No.:

NSX/Mfy. Date:

HD/Exp. Date!
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ORAL CHOLERA VACCINE - mORCVAX

1.5 mi of dose contains:

- . cholsras O1, El Tor, Phil. 6873 (inactivated by fnrmaldehyds) 600 E.U. LPS
- V. cholerae 0139, 42608 (inactivated by formaldehyde). .600 EU.LPS

- V. cholerge 01 . Cairo 50 (inactivated by fonmaldehyd L300 E.U. LPS
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- V. choterag O1. Cairo 5C {inactivated by heat) . . . 300 EU.LPS
- V. cholerae O1. Cairo 48 (inactivated by heat) .800 EULLPS
- Thimerosal. . . £0.02 % (wiv)
- WHO-Buffer . .. g8 1.5ml

Mantactured and B
COMPANY FOR VACLINE AND EIOLOGILAL PRODULTION No. 1
1 Yersin Street, Hanoi, Vietnam




Hép: 115 x 47 x 61
Nhan: 31 x 60
. i (Bv:mm)

1

7.5mix 101l
Céch ding: Xem HDSD
Bdo quan: 2-8°C

VACXIN TA UONG - mORCVAX

Thanh phén métiliéu 1,5 michia:

VACXIN TA UONG - mORCVAX
Lo7,5ml. Khéng duige tidm. Liic ky truide khidung
Thanh phén mét liéu 1,5 mi chia:
-V chiolerae D1, E1 Ter, Pl 6973 (b1 hoqt by formaidenyse). SOOE U, LPS
v i &m(nitmﬂ?wﬁwmmmf.

gt 7

V.o 01. oo 50 (s heat bikng nhi5o8).
- ¥ chrolerae 01, Cairo 48 (b4t heat bing nhistd)

L8X:
Bio quin: 2-8°C  NSX:
TGCL : TCES HO:

Khaéng lam déng bang - V. cholerae O1, El Tor, Phil. 6973 (bdt hoat bang formaidehyde). . 600 E.U.LPS
LAc ki trudic khi ding - V. cholerae 0139, 42808 (b&thoatbang formaldshyde).......... 600 E.U.LPS
TCCL: TCCS - V. cholerae O1, Cairo 50 (b8t hoatbiing formaldehyds)........... 300E.U.LPS
- V. cholerae 01, Cairo 50 (bat hoat bang nhigtdd)................ 300E.U.LPS
7.5 mix 10 vials © - V. cholerae O1, Cairo 48 (bat hoat bing nhigtds). ... ... ...300E.U.LPS
) S TRIMNBIOSAL v ccomsniiin ssamssiscsie zarvmssae cammasesin swisamalas <0,02 % (wiv)
g::i‘t; z’_e;:; teed the lnafiet ~DUNG AICh WHO-BUMET ... eeeeevsiie e eeeiseiinnns vid15ml
Do not freeze
Shake well before use san xuat va dang ky
Spec.: Manufaciurer

CONG TY TNHH MTV VAGXIN VA SINH PHAM SO 1
56 1 Yersin, Ha Noi, Viet Nam
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SDK/Reg. No.: ORAL CHOLERA VACCINE - mORCVAX
1.5 ml of dose contains:
LS SX/Lot. No.: - V. cholerae O1, El Tor, Phil. 8973 (inactivated by formaldehyde). . .600 E.U. LPS
NSX/Mfg. Date: - V. cholerae ©139. 42608 (inactivated by formaldehyde).......... 600 E.U.LPS
HD/Exp. Date: - V. cholerae O1, Cairo 50 (inactivated by formaldehyde) .......... 30CE.U.LPS
s - V. cholerae O1, Cairo 50 (inactivated by heat) . ................. 300 E.U.LPS
- V. cholerae O1, Cairo 48 {inactivated by heat) .. ................ 300 E.U.LPS
SThImErosal. ... e £0.02 % (wiv)
~WHOBUHOE . v on smvppainns srums o5 uv pubk abei $65 28 B & g.51.5ml

Manufact

ed and Registered by
COMPANY FOR VACCINE AND BIOLOGICAL PRODUCTION No. 1
1 Yersin Street, Hanoi, Vietnam
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7.5mix1010o

Cach dung: Xem HDSD
Bao quan: 2-8°C
Khéng lam dong bang
Léc k§ trudic khi dung
TCCL: TCCS

7.5 mix 10vials

Dosage: Please read the leaflet
Store at: 2-8°C

Do not freeze

Shake well before use

Spec.: Manufacturer
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~
>
»

~

Thanh phén métlidu 1,5 mlchia:

- V. cholerae 01, El Tor, Phil. 6873 (b4t hoat bdng formaldehyde). . .600 E.U. LPS
- V. choleras 0139, 42608 (bit hoat bing formaldehyde).
- V. cholerae 01, Cairo 50 (bt hoat bing formaldehyde).
- V. cholerae O1, Cairo 50 (b&t hoat b&ing nhigt do). ..
- V. cholerae O1, Gairo 48 (b4t hoat bing nhiét dé).
= FRIRBYOBRE . S liesam ssmmvncs v vawmiss .
~DURGHICHWHOSBURET on suomams sinass suavine we aes wace sossns i v/id1,5mi
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PANTONE 7732 C

K 100

PANTONE 7625 C

PANTONE 7856 C

Hop: 115 x 47 x 61

Nhan: 31 x 60
(Bv: mm)

VACXIN TA UGNG - mORCVAX
Lo 7,5ml.Khéng duge tidm. Lic ki trudc khiding
mnh phin mét liéu 1,5 ml chira:

- mmm T, P 6273 (3 oot g iomaldenyse) RELLES
V. choterau 0135, 42508 (54t hogt ing fornaddehyde). .

V. chelsrss 01, Gavo 50 (bt hoat bing formalgenyce i

- V. choierae D1, Calto 50 (53t hoat bang nhif 69).
- V. ok 01, Ca 48 (03t o g

- Dung dich WHO-Bufl

RoKirg@ugebon TCOLTCOS  HD:
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VACXIN TA UONG - mORCVAX

...800E.U.LPS
...300E.U.LPS
...300 EU.LPS
...300E.U.LPS
..£0,02 % (Wiv)

Nba san xua dang ky - :
CONG TY TNHH MTV VACXIN VA SINH PHAM SO 1
$6 1 Yersin, Ha Noi, Vit Nam

SPK/Reg. No.:

L6 SX/Lot. No.:

NSX/Mfg. Date:

HD/Exp. Date:
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ORAL CHOLERA VACCINE - mORCVAX

1.5 m! of dose contains:

- V. cholerae O1, El Tor, Phil. 6973 (inactivated by formaldehyde). . .600 E.U. LPS
- V. cholerag 0139, 42808 (inactivated by formaldshyds).......... 600 E.U.LPS
- V. cholerae O1, Cairo 50 (inactivated by formaldehyde) .. ........ 300 E.U.LPS
- V. cholerae O1, Cairo 50 (inactivated by heat) 300 E.U.LPS
- V. cholerae O1, Cairo 48 (inactivated by heat) . ....300E.U.LPS
* EHIMErOsal .« v omwmithss sorwems i on . ..50.02 % (wiv)
~WHOBUNBE o« 1o vsn 2v i hmios sbesios so peies vae s sessi wins qs1.5mi

x d and Re 1g Y
COMPANY FOR VACCINE AND BIOLOGICAL PRODUCTION No. 1

1 Yersin Street, Hanol, Vietnam
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