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hoat dong tiém chung tai Bénh vién.

Bénh vién Trung wong Thai Nguyén kinh moi cac don vi quan tdm c6 di nang luc
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HO SO CONG TY CUNG CAP
(Kém cong van 56 A0 /TB-BVTWTN ng&y,-ig/ A4/2025 vé viéc moi bdo gid véic xin)

Hb so cung cap Cong ty sap xép theo thir tu J4n lwot nhu sau:

I. Hd so phap Iy cong ty:
B Glay chiing nhén dang ky kinh doanh (bén sao cong ching)
2. Gidy chimg nhén co s du didu kién kinh doanh duge c6 pham vi phit hop véi san phim tuong

ting (ban sao cong chimng)

3. Ching chi hanh nghé dugc ctia nguoi phu trach chuyén mon (ban sao cong chirng)

4. Gidy chimg nhan thuc hanh t6t bao quan thude GSP ( ban sao cong chimg)

5 Glay chung nhén thuc hanh tdt phan phOI thubc GDP ( ban sao cdng chiing)

6. Gidy chimg nhén thuc hanh t6t san xuét thude GMP ( ban sao cdng chimg). Trong truong hop
Gidy chung nhan thuc hanh tot san xut thubc GMP hét hiéu luc, don vi cung cap thé kho hogc
cam két s6 luorng cung ung trong thoi gian thuc hién hop ddng

7. Ban cam két chit luong hang hoa, gia va cung tmg san phidm (Phu luc 2)

I1. Ho so san pham

1. Béo gia cong ty (Phu luc 1)
2. Gidy phép luu hanh san pham/ quyet dinh cip dang ky luu hanh/ Cong vin duy tri lneu luc s6

dang ky Juu hanh. Trong truong hop Gidy dang ky luu hanh hét hiéu luc, don vi cung cép the
kho hodc cam két sb Iuong cung tmg trong thoi gian thyc hién hop ddng.

3. T khai hang hoa nhap khéu (théng quan) d6i véi thube nhéap khéu.

4. Uy quyén ciia nha phén phéi hoidc hang san xuét déi mat hang bdo gia (néu c).

5. MAu nhén va huéng dan st dung bang tiéng Viét Nam duoc Cuc Quan ly dugce dong du hoac
cam két ctia cong ty san xudt hodc cong ty dang ky vé viéc Mau nhén va huéng din str dung phu
hop véi hd so dang ky da ndp lai tai Cuc Quan ly Duge.

6. Quyét dinh tring thau trong thoi han 12 thang tinh dén ngay théng bdo moi bao gia.

7. 03 ho4 don ban hang cho céc co sG' y té trong thoi han 12 thang tinh dén ngay thong bao mm

bao gia (dbi v6i mit hang vic xin chua c6 két qua tring thiu trén Hé thong mang dAu thau qudc

gia).

Cic tai liéu do cong ty cung cép phai ¢6 dau xac nhén cua cong ty, ddng thoi chuan bj sin

tai liéu gbe dé phuc vu viée xac minh khi ¢6 yéu cau cua Bénh vién.



Tén Cong ty
Ngudoi lién hé:

Sé dién thoai:

BANG BAO GIA

Kinh giri: Bénh vién Trung wong Thai Nguyén

Phu lue 1

Congty.......... kinh giri bénh vién bdo gia san phdm cong ty c6 kha ning cung cép cho bénh vién. Cu thé nhu sau:
Gia tring
Tén Nﬁng dﬁ = % ' A N
Tén hoat | thude ham Dang bao Duong Quy Pon H‘i‘m Sb Cosé | Nude | Nhom B?,n ‘thau trm}g . | Phan
: £ 5 cich . dung | GPLHS - 5 gid vong 12 thang | Ghi ;
stt | chattheo | theo lrgng ché theo | dung theo déng vi fudi | Phosc san sin | TCK (c6 (QD; ngiy qd; | cha | loai )
GPLHSP | GPLHS theo GPLHSP | GPLHSP o tinh > Xuat xuat L artie o L
g6i tho) GPNK VAT) tén Pon vi
P GPLHSP , s
tring thau)
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
Ghi cha

£ Phan logi (Ap dung v6i cong ty bdo gid danh muc thuée duoc liéu, thuée cé truyén): Dé nghi ghi ré viéc mdt hang thuéc do nha thau truc tiép san

xudt, nhdp khéu hodic kinh doanh nhu sau aé phuc vuviéc cham diém:
a. Thuoc do nha thau triec tzep san xudt va dy thdu: ghi ky hiéu la SX.

b. Thuéc do nha thdu trye tiép nhdp khdu va die thau ghi ky higu la NK.

i) Thuoc do nhé thau mua tir doanh nghiép san xudt, nhdp khdu hodc kinh doanh khdc ds dy thau: ghi ky hiéu la KD va ghi #6 tén co s6 nhdp khau doi
V6i thube nhdp khau.

thang

nam

Dai dién hop phép cia Cong ty
(Ky tén, dong dau)



Phu luc 2

CONG HOA XA HOI CHU NGHIA VIET NAM
Déoc lap- Tu do- Hanh phic

Thdi Nguyén, ngay  thang — nam 2025
BAN CAM KET
Kinh gtri: Bénh vién Trung wong Thai Nguyén

TE1 CBNE B crsmrsssmsimssimermmas ssemcsmmmnomanimsessssunssssssssanesnsannsss b 8 sbo B RIRRSIFE Som
E)la BRIz .. vsssresssnosssiomssmnessesonsbesantsssnsssnasnmressessssemessesassssasnesarsssasssaness nnrssansorsssssassssnasss

T4t ca cac hd so ma Cong ty gui dén Bénh vién la chinh xac, ding véi Hb so gbe con hiéu
luc. Néu céc co quan thanh tra kiém tra phat hién c6 sy gid mao trong hé so thi cong ty chiing
t6i xin hoan toan chiu trach nhiém truge phap ludt. Ching tdi xin cam két t&i quy Bénh vién:
1. Cam két dam bao chit lwgng hang hoéa
- Pam bao chét luong, mau nhan dung nhu da ding ky vdi co quan c6 thidm quyén.

- Ping vai ngudn gbc xudt xtr cua hang hoa vé hﬁng san xudt, nude san xuAt.

- Chiing t6i cam két chiu tréch nhiém thu héi thude trong trudmg hO‘p hang da glao nhung khéng
dam béao chét lugng hodc ¢é thong bao thu hdi ctia co quan c6 tham quyén, dong thoi hoan tra
day du thudc dam bao chit luong cho Bénh vién tuong Gmg véi s6 luong thube da thu hoi dong

thoi dén bu mox chi phi c6 lién quan.

2. Cam két vé gm
- Chiing t6i cam két gia cuia cac san phim do cong ty ching tbi cung cap cho bénh vién la thip

hon hodc bang gi4 da cong bb/ké khai véi co quan nha nuée co thidm quyén.

3. Cam két vé cung Gng sin pham
- Cung ung kip th(n dung tién d@o, chinh xac, du sé lugng theo don dat hang cua bénh vién.

- Cong ty cung cép day du phleu kidm nghiém cho tirmg 16 hang & mdi 1an nhap.
- Trong sudt qué trinh van chuyen giao nhin thude phai dam bao dung cac yéu cau diéu luen
ghi trén nhén, theo cic nguyén tic GSP, GDP va cac quy dinh v& quan ly céc thude c6 yéu cau

quan ly dac biét.
Cam két c6 hiéu luc ké tir ngay ky. Chung t6i xin chén thanh cdm on sy hgp tac cua Quy

bénh vién./ .

DPai dién hop phap cia Cong ty
(Ky tén, dong dau)



DANH MUC MOI BAO GIA

(Kem cong van s6 A340 /CV-BVTWTN ngay AL /11 /2025 vé viée moi bdo gid véc xin)

Don vi
STT Tén hoat chiit Néng dd, ham lugng Pudng ding :'I,':l;]’! Nhom TCKT
M&i lidu (0,5ml) chira: Giai
o , ' toc td bach hiu > 21U; Giai
MBi Tidu (0.5ml) chiva: Gidi dc t6 bach hiu s |00 12 bech hAu= il
AT A R " . ddce td uén van = 201U; Céc
21U; Giai doc t6 udn van = 201U; Céc khéng i .
; ST 7% |khang nguyén Bordetella . )
1 nguyén Bordetella pertussis gdm giai djc 1o gy Tiém Hop |
. P X . |pertussis gom giai doctd ho
ho ga 8meg: ngung ket to hong cau dang sgi Tk, AR
8mcg va Pertactin 2.5mcg) gf\ Baieg: Agmng RCL 10 1ONE
’ ciu dang soi 8mcg va Pertactin
2.5mceg)
Giai doc tb bach hu >301U:
Gidi doc tb ubn van = 401U
Céac khang nguyén Bordetella
. o A - . X 4t dB t,:
Giai dgc td bach hiu >301U; Giai ddcto udn s Qf C:h(}
. " P " gd 25meg vangung két to
van > 401U; Cac khang nguyén Bordetella ) N .
R ; R X héng ciu dang s¢i 25meg va
pertussis gom giai djc t0 ho ga25meg va . R
PO ) : . Pertactin 8meg; Khang nguyén
ngung két td hong cau dang sgi 25meg va b& mit virus viém gan B
Pertactin 8meg; Khdng nguyén bé& mat virus : , X g , £
i . A s . 10meg: Virus bai liét typ 1 bat
viém gan B 10meg: Virus bai liét typ 1 bat . . -
2 . . S hoat (chung Mahoney) 40DU; | Tiém Bom tiém 1
hoat (chiing Mahoney) 40DU: Virus bai ligt 2 she I
., P . . .| Virus bai liét typ 2 bat hoat
yp 2 bét hoat (chung MEF-1) 8DU: Virus bai : . ;
i e £ : (ching MEF-1) 8DU; Virus bai
liét typ 3 bit hoat (ching Saukett) 32DU; et typ 3 bt hogt (chin
Polysaccharide cia Haemophilus influenza S:uk};)t) 'iZlDU' & g
t);p b ;mnlclgr c?ntge.h]upl v:’n 2‘15]111cg giai doc to Bislisaedliaidei
UGt vALDUE RIGIeR] S FANG Haemophilus influenza typ b
10meg cdng hgp véi 25meg
giai doc td udn van nhu
protein chit mang
Virus s¢i séng. giam doc lie (chiing
. Schwarz); Virus quai bi st‘mg. giam dgc luc >1073,0 CCID50; > 10°3,7 “Tiém Ho 5
3 |(chiing RIT4385): Virus rubella séng, giam  [CCIDS50; > 1073,0 CCID30 *E ¢
doce lye (chung Wistar RA27/3)
. e . Rotavirus & ngudi sbng giam
4 2;;1‘:;‘;1“;:)?;‘2;;? giam ddclyc, ching | 4o |0 ching RIX4414 > Ubng Ong I
- 50) 105 CCIDs0)
Mat liéu (0,5ml) chira 1 meg
Mat 1idu (0,5ml) chtra 1 meg polysaccharide | polysaccharide cia cic typ
ctia céc typ huyét thanh 1 12 512 gg'2 7F"2 [huyét thanh 1'% 52 6B"2, . -
5 B2 412 1.2 R £ L2 gul2 1412 1.2 4 Tiém Licu I
ov!2 142 23F"? va 3 meg cia céc typ huyét [7F59V"5 1477, 23F " va3
thanh 42, 18C"?, 19F"* mcg cla cac typ huyét thanh
42 18C'?, 19F
Hepatitis A virus antigen
Hepatitis A virus antigen (HM175 strain) 720 |(HM175 strain) 720 Elisa
6 Elisa units; r-DNA Hepatitis B Virus surface units; -DNA Hepatitis B Virus | Tiém Hop I
antigen (HBsAg) 20mcg) surface antigen (HBsAg)
20meg)
; Virus thl‘:yﬁéu sdng giam doc luc (ching Virus 1]‘1{1y dau sbng gji:z;tm déc - Hop i 5
OKA)=> 10" PFU lire (ching OKA) > 10™" PFU
)
s




STT

Tén hoat chiit

Ning d9, ham lugng

Pudng ding

Don vi
tinh

Nhom TCKT

Protein 16ng hop (fusion protein) NHBA
Neisseria meningitidis nhom B tai t6 hop
50meg; Protein NadA Neisseria meningitidis
nhom B tai td hgp 50meg; Protein tdng hop
fHbp Neisseria meningitidis nhom B tai td
hop 50meg: Tai mang ngodi (i Neisseria
meningitidis nhém B chiing NZ98/254 dugce
do bing tdng lugng protein c6 chira PorA
P1.4: 25mcg)

Protein tong hgp (fusion
protein) NHBA Neisscria
meningitidis nhom B tai t
hgp 50meg; Protein NadA
Neisseria meningitidis nhom
B tdi td hop 50meg; Protein
téng hop Hbp Neisseria
meningitidis nhém B téi td
hgp 50meg; Tai mang ngoai tir
Neisseria meningitidis nhom
B ching NZ98/254 dugc do
biing tdng lugng protein cd
chira PorAP1.4: 25mceg)

Tiém

Hop

M&i lidu 0,5ml sau hoan nguyén chira 50meg
khéng nguyén gE tai td hop cla vi rit
Varicella Zoster (VZV) dugc bb trg vai AS01B)

M®bi lidu 0,5ml sau hoan
nguyén chira 50meg khéng
nguyén gE tai td hop cua vi rit
Varicella Zoster (VZV) duge bd
tro vai AS01B)

Hop

10

Sau khi hodn nguyén, | liéu ( 0,5ml) chira
120meg Khéng nguyén RSVPreF3 dugc b trg
véi ASO1E. RSVPreF3: Glycoprotein F cua vi-
rit hop bao ho hdp (RSV) on dinh & dang tién
hop nhét RSVPreF3. Hé théng chét b tro
ASO1E gdm chiét xudt tir cdy Quillaja
Saponaria Molina, phin doan 21 (QS-21)
25meg va 3-O-desacyl-4"-monophosphoryl
lipid A (MPL) tir Salmonella Minnesota 25
mcg

Sau khi hoan nguyén, | lidu (
0,5ml) chira 120mcg Khang
nguyén RSVPreF3 duge bb trg
vdi ASO1E. RSVPreF3:
Glycoprotein F ciia vi-rat hop
bao hé hép (RSV) én dinh &
dang tidn hop nhét RSVPreF3.
Hé théng chit bd try ASO1E
gdm chiét xudt tir cay Quillaja
Saponaria Molina, phén doan
21(QS-21) 25meg va 3-0-
desacyl-4’-monophosphoryl
lipid A (MPL) tir Salmonella
Minnesota 25 mcg

Tiém

Hop

M35i lidu 0,5mL chira 30meg protein LI HPV
typ 6; 40meg protein L1 HPV typ 113 60meg
protein L1 HPV typ 16; 40meg protein Ll
HPV typ 18: 20meg protein L1 HPV cho mdi
typ3133,4552vass8

M®bi liéu 0.5mL chira 30mceg
protein L1 HPV typ 6; 40meg
protein L1 HPV typ 11; 60meg
protein L1 HPV typ 16; 40mceg
protein L1 HPV typ 18; 20meg
protein L1 HPV cho mdi typ
31,33.45,52va 58

Tiém

Bom tiém

Mdi lidu 0.5 m] véic xin tdi td hop tir gid
phong vi-rat HPV & ngudi typ 6,1 1,16,18
chira protein L1 HPV6: 20meg; protein L1
HPV11: 40meg; protein L1 HPVI6: 40meg va
protein L1 HPV18: 20meg

M@i lidu 0.5 ml viic xin téi td
hgp tir gid phong vi-rat HPV @
ngudi typ 6,11,16,18 chira
protein L1 HPV6: 20meg;
protein L1 HPVI1: 40meg;
protein LI HPV16: 40meg va
protein L1 HPV18: 20meg

Tiém

Bom tiém

Lo (0.5ml): Vi-rit sdi >=1.000 CCID50; Vi
rit Quai bj >=12.500 CCID50; Vi rit Rubella
>=1.000 CCID50

Lo (0.5ml): Vi-rat soi >= 1.000
CCID50; Vi rat Quai bi
>=12.500 CCID50; Vi rit
Rubella>=1.000 CCID50

Tiém




Pon vi
STT Tén hoat chit Nong d3, ham lugng Pudng diing :][ l[" ' |Nhém TCKT
nh
Mdi 2ml dung dich chira:
Rotavirus G1 human-bovine
M@6i 2ml dung dich chira: Rotavirus Gl reassortant >=2.2 triéu 1U;
human-bovine reassortant >=2.2 triéu IU; Rotavirus G2 human-bovine
Rotavirus G2 human-bovine reassortant reassortant >=2,8 tri¢u IU;

14 >=2 8 tri¢u [U; Rotavirus G3 human-bovine Rotavirus G3 human-bovine Ubn T I
reassortant >=2.2 triéu 1U; Rotavirus G4 reassortant >=2,2 triéu [U; g YP
human-bovine reassortant >=2.0 triéu IU; Rotavirus G4 human-bovine
Rotavirus P1 A(8) human-bovine reassortant reassortant >=2.0 tri¢u 1U;
>=2 3 triéu [U Rotavirus P1A(8) human-

bovine reassortant >=2.3 tri¢u
18]
Mbi liéu viic xin (0.5ml) chira
S, e B , _. . |25mcg mébi logi trong s6 23
Mai lidu viic xin (0.5ml) chira 25meg mdi loai . £
£ . £ = loai huyét thanh
trong sd 23 loai huyét thanh polysaccharide olvsaccharide ciia phé cdu

15 |cia phé ciu khudn Pan Mach: 1,2,3,4.5, 6B, Ehuyan‘ e p2 s |Tiem Hop |
7F,8,9N. 9V, 10A, 1A, 12F, 14, 15B, 17F, i T R T
18C. 19A, 19F, 20, 22F, 23F,33F 6B, 7R, 8,9N,9Y, 104, 114;

' U ’ ’ 12F, 14, 15B, 17F, 18C, 19A,
19F,20,22F,23F, 33F
a/Merck icella virus,
Oka/Merck varicella virus, live, attenuated >= C?k RIEE VRIRDELR VNS "
16 1350 PFU/I live, attenuated >= 1350 Tiém Lo |
# PFU/lg
Mot liéu (0,5ml) chira 2 meg
3 ; lysaccharid phé ciu cia c4
Mat lidu (0.5ml) chira 2 meg polysaccharid pf) * acc;mn LIS Bk SR
Ry B typ huyét thanh 1,3,4, 5, 6A,
phé ciu cua cac typ huyét thanh 1,3.4, 5, 6A, 7E.9V. 14. 18C. 194, 19F
7E. 9V, 14, 18C, 19A. 19F, 22F, 23F,33F va4 Ly e ; S . .
17 . . N . 22F,23F,33F va4d mecg typ Tiém Bom tiém |
meg typ huyét thanh 6B, cong hgp voi i i o
2 ) i huyét thanh 6B, cdng hop vai
protein vin chuyén CRM197, va duge hép L i
hu trén chét bd trg mudi nhom phosphat profein vin ciuyén CRMIST,
rén ché .
PRI v phosp va duge hiip phu trén chit bd
tro mudi nhém phosphat
i ; Protein ma ai tinh khié
Protein mang ngoai tinh khiét vi khuén nao 1.0tem;mx BE n%O ! tinh kehict
Ty . vi khuiin nio mé cau nhém B -
md ciu nhém B - 50meg/0.5ml; 3 i

18 ; - 2 2t g 50mcg/0,5ml; Polysaccharide |Ti€m Lo 5
Polysaccharide vo vi khuén ndo mé ciu nhém | . . i g
C: 50mee/0.5ml vo vi khuin nio mo ciu nhom

IR C: 50meg/0,5ml
: ) N tein bao gdm k
Protein bao gdm khéang nguyén virut viém ki Cl‘l‘l 5.10 go::n — z -
19 . iz ; nguyén virut viém gan Atinh [ Tiém Lo 4
gan A tinh khiét nhé hon 100 meg i R
khiét nho hon 100 meg
. ) Kha én bé mit vi rat
Khéng nguyén bé mit vi rit viém gan B tinh e . :1guy<_:n b m{x YEEA .
20 Khiét = 20pg/1ml viém gan B tinh khiét = Tiém Lo 4
“UHE 20pg/1ml
v‘ ¥ e X Fi A
Vi riit viém ndo Nhét Ban chung Nakayama l,rUt S Nh';“ S ; |

21 " . i chiing Nakayama bt hoat, tinh | Tiém Lo 4

bt hoat. tinh khiét Khikt




STT

Tén hoat chit

Néng dg, ham lugng

Pudng ding

Pon vi
tinh

Nhom TCKT

]
(3]

M&i 0,5ml viic xin chira: A/Darwin/9/2021
(H3N2)-like strain (A/Darwin/9/2021, SAN-
010) 15meg haemagglutinin,
A/Victoria/4897/2022 (HINI)pdm09- like
strain (A/Victoria/4897/2022, IVR-238)
15meg haemagglutinin, B/Austria/1359417/
2021-like strain (B/Austria/1359417/ 2021,
BVR-26) | 5meg haemagglutinin,
B/Phuket/3073/2013 -like strain
(B/Phuket/3073/2013, wild type) 15mceg
haemagglutinin (INFLUVAC TETRA)

M3i 0,5ml vic xin chira:
A/Darwin/9/2021 (H3N2)-like
strain (A/Darwin/9/2021, SAN-
010) 15meg haemagglutinin,
A/Victoria/4897/2022
(HIND)pdm09- like strain
(A/Victoria/4897/2022, IVR-
238) 15meg haemagglutinin,
B/Austria/1359417/ 202 1-like
strain (B/Austria/1359417/
2021, BVR-26) 15mcg
haemagglutinin,
B/Phuket/3073/2013 -like
strain (B/Phuket/3073/2013,
wild type) 15meg
haemagglutinin

Tiém

Hop

23

Mai lidu 0.5ml viic xin (dang manh, bit hoat)
chira: A/Victoria/4897/2022 (HINI)pdm09 -
st dung chung tuong duong
(A/Victoria/4897/2022, IVR-238) 15 mcg HA;
A/Darwin/9/2021 (H3N2) - sir dung chiing
tuong duong (A/Darwin/9/2021, IVR-228) 15
meg HA: B/Austria/1359417/2021 - str dung
ching trong duong (B/Michigan/01/2021,
chung hoang da) 15 mcg HA;
B/Phuket/3073/2013 — sir dung chiing tuong
duong (B/Phuket/3073/2013, ching hoang
da) 15 meg HA (VAXIGRIP TETRA)

Mbi lidu 0,5ml vicxin (dang
manh, bét hoat) chtra:
A/Victoria/4897/2022
(HINI)pdm09 - strdung
chung tvong duong
(A/Victoria/4897/2022, IVR-
238) 15 mcg HA;
A/Darwin/9/2021 (H3N2) - sur
dung ching twong duong
(A/Darwin/9/2021, IVR-228)
15 mecg HA;
B/Austria/1359417/2021 - st
dyng ching tuong duong
(B/Michigan/01/2021, ching
hoang da) 15 mcg HA;
B/Phuket/3073/2013 —sir
dung ching tuong duong
(B/Phuket/3073/2013, chiing
hoang da) 15 mcg HA

Tiém

Giai dgc td udn van tinh ché

>40 1U/0,5ml

Tiém

Mbi éng (10 liéu) chira: BCG séng, dong kho
0.5mg

Mdi bng (10 liéu) chira: BCG
s6ng, dong khd 0,5mg

Tiém

Globulin khéng déc t6 uén van

1500 dvqt

Tiém

Mbi liéu 0.5ml chira: Giai dge td udn vén SLf;
Giai doc t6 bach hiu 2Lf; Ho ga vé bio: Gidi
doc td ho ga (PT) 2.5meg; Ngung két t hdng
ciu dang s¢i (FHA) Smcg; Pertactin (PRN)
3mog: Ngung két t& 2 + 3 (FIM) Smeg

M&i lidu 0,5ml chira: Giai doc
t6 udn van SLE Giai doc 16
bach héu 2Lf; Ho g vd bao:
Giai dgcté ho ga (PT) 2,5meg:
Ngung két té hdng chu dang
sgi (FHA) Smeg; Pertactin
(PRN) 3meg; Ngung két 6 2 +
3 (FIM) 5mcg

Tiém

Hop

Mdi lidu 0,5ml chita Virus viém gan A, (ching
GBM) bét hoat 80U

M3i 1idu 0,5ml chira Virus
viém gan A. (ching GBM) bét
hoat 80U

Tiém

Hop

A



STT

Tén hoat chit
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Mdi liéu 0.5 ml chira: Giai doc td Bach hiu:
khong dudgi 201U; Giai doc td Udn vén:
khong dudi 401U; Khang nguyén Bordetella
pertussis: Giai dgc td ho 2 (PT): 25meg,
Negung két th hdng cau dang sgi (FHA):
25meg; Virus bai liét (bdt hoat): Typ 1
(Mahoney) 40 don vi khdng nguyén D, Typ 2
(MEF-1) 8 don vi khang nguyén D, Typ 3
(Saukett) 32 don vi khang nguyén D; Khéng
nguyén bé mit Viém gan B: 10meg;
Polysaccharide cua Haemophilus influenzae
typ b (Polyribosylribitol Phosphate): 12mcg
cong hop vai protein ubn van 22-36meg

Mbi lidu 0,5 ml chira: Giai doc
td Bach hau: khéng dudi
201U; Giai doc td Udn van:
khdng dudi 401U; Khang
nguyén Bordetella pertussis:
Giai dc tb ho ga (PT): 25meg,
Ngung két t6 hdng chu dang
sgi (FHA)Y: 25meg; Virus bai
ligt (bt hoat): Typ 1
(Mahoney) 40 don vi khing
nguyén D, Typ 2 (MEF-1) 8
don vi khang nguyén D, Typ 3
(Saukett) 32 don vj khang
nguyén D; Khéng nguyén bé
mit Viém gan B: 10mceg;
Polysaccharide cia
Haemophilus influenzae typ b
(Polyribosylribitol
Phosphate): 12mcg cong hgp
véi protein udn van 22-36mceg

Tiém

Hop

30

1 lidu (0.5 ml): Polysaccharide Nao md cdu
(nhom huyét thanh A) (don gid cong hop) 4
pg (meg): Polysaccharide Nao mé ciu (nhom
huyél thanh C) (don gia cong hgp) 4 pg
(mceg): Polysaccharide Nio mo chu (nhom
huyét thanh Y) (don gia cong hop) 4 pg
(mcg): Polysaccharide Nido md cdu (nhém
huyét thanh W-135) (don gidcong hop) 4 pg
(meg); - Protein giai doc t6 Bach hiu (Protein
mang cong hgp polysaccharide dbi vai tit ca
cde nhém huyét thanh)*(* Lugng giai doc td
Bach hiu 14 lrgng wde tinh va phu thude vao
ti s& gitra polysaccharide cong hop vi
protein) 48 pg (meg)

1 1iéu (0,5 ml): Polysaccharide
Nao mé cdu (nhom huyét
thanh A)(don gia cong hgp) 4
pg (meg); Polysaccharide Nio
mé ciu (nhém huyét thanh C)
(don gidcong hop) 4 pg
(meg); Polysaccharide Ndo md
cAu (nhém huyét thanh Y)
(don gidcong hop) 4 pg
(meg); Polysaccharide Nio mo
ciu (nhom huyét thanh W-
135) (don gidcong hop) 4 ng
(mcg); - Protein giai dgc t6
Bach hiu (Protein mang cong
hop polysaccharide déi véi tét
cd cac nhom huyét thanh)*(*
Lwong giai djc td Bach hiu 1a
lwgng udce tinh va phu thude
véo ti s6 gitra polysaccharide
chng hop va protein) 48 ng
(mceg)

Tiém

Hop
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Vic xin phong bénh: phong bénh ndo md chu
x4m 14n gdy ra boi Neisseria meningitidis céc
nhém huyét thanh A, C. Y va W-136) (Mbi
lidu 0,5ml chira: Polysaccharide Nao mo ciu
(nhém huyét thanh A) (don gid cdng hop)*
10meg: Polysaccharide Nao md ciu (nhom
huyét thanh C) (don gid cong hop)* 10meg;
Polysaccharide Nao mé cdu (nhém huyét
thanh W135) (don gid cong hop)* 10mceg;
Polysaccharide Nao md cdu (nhém huyét
thanh Y) (don gid cong hop)* 10meg *duge
cong hop vai chét mang 14 protein giai doc td
ubn van khoang 55meg)

Vic xin phong bénh: phong
bénh ndo mb ciu x4am 14n ghy
ra boi Neisseria meningitidis
cAac nhom huyét thanh A,C, Y
va W-136) (M&i lidu 0,5ml
chira: Polysaccharide Nao mo
chu (nhom huyét thanh A)
(don gid cong hgp)* 10meg;
Polysaccharide Ndo mo cliu
(nhom huyét thanh C) (don gid
chng hgp)* 10meg;
Polysaccharide Nao mé cu
(nhém huyét thanh W135)
(don gid cong hgp)* 10meg:
Polysaccharide Nao mo chu
(nhém huyét thanh Y) (don gia
cong hgp)* 10meg *duge
cong hop vai chit mang 1
protein giai ddc t6 ubn van
khoang 55mcg)

Tiém

Hop

Mdi lidu 0,5ml viic xin hoan nguyén chira:
Gidi dge td Bach héu >301U.; Giai doc td Ubn
van > 40 1.U.; Cac khdng nguyén Bordetella
pertussis gbm Giai docté Ho ga 25mceg va
Ngung két td hong ciu dang s¢i (FHA)
25meg; Virus Bai liét (bit hoat) gém typ 1
(chung Mahoney) 40DU, typ 2 (chung MEF-1)
8DU. typ 3 (chung Saukett) 32DU;
Polysaccharide cia Haemophilus influenzac
tvp b 10 meg: Cong hop voi protein Ubn van
18-30meg)

Mbi 1idu 0,5ml vic xin hoan
nguyén chira: Giai doc té Bach
héu > 301.U.; Giai dgc t6 Udn
van > 40 L.U.; Cac khang
nguyén Bordetella pertussis
gdm Giai doc td Ho ga 25meg
va Ngung két td hdng clu
dang sgi (FHA) 25mcg; Virus
Bai liét (bt hoat) gdm typ 1
(chtung Mahoney) 40DU, typ 2
(chung MEF-1) 8DU, typ 3
(chung Saukett) 32DU;
Polysaccharide ciia
Haemophilus influenzae typ b
10 meg; Cong hgp véi protein
Ubn van 18-30mceg)

Tiém

Hop

33

Giai doc td bach hau > 30 LU Giai dge to ubn
van > 40 L.U.; Céac khdng nguyén Bordetella
pertussis: Giai dc t6 ho ga 25 microgam,
Ngung két (6 hdng ciu dang sgi (FHA) 25
microgam; Virus bai ligt (bdt hoat): Typ 1
(chung Mahoney) 40 DU, Typ 2 (ching MEF-
1)8 DU, Typ 3 (ching Saukett) 32 DU)

Giai doc td bach hiu > 30 LU;
Gidi doc té ubn van > 40 LU,
Céc khang nguyén Bordetella
pertussis: Giai djc td ho ga25s
microgam, Ngung két t6 hong
ciu dang s¢i (FHA) 25
microgam; Virus bai 1iét (b4t
hoat): Typ 1 (ching Mahoney)
40 DU, Typ 2 (chung MEF-1) 8
DU, Typ 3 (ching Saukett) 32
DU)

Tiém

Hop

34

Mai liéu vic xin hoan nguyén 0,5ml chira:
Virus dai bét hoat (chiing Wistar Rabies
PM/WI38 1503-3M)= 2.5 IU

M&di liéu viic xin hoan nguyén
0,5ml chira: Virus dai bét hoat
(chung Wistar Rabies PM/WI
38 1503-3M)=251U

Tiém

Hép

35

Viic xin phong Viém ndo Nhat Ban (Virus
viém Nao Nhit Ban ching SA14-14-2 t4i td
hep, séng, giam doc lyc 4,0 - 5.8 log PFU)

Vic xin phong Viém ndo Nhijt
Ban (Virus viém Nio Nhit Ban
chiing SA14-14-2 tai td hop,
séng, giam doc lyc 4,0 - 5.8
log PFU)

Tiém

Lo/Ong
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36 | Vaccine viém gan B 10meg/0,5ml Tiém Lo
37 Vaccine viém gan B 20mcg/1ml Tiém Lo 5
38 Human Hepatitis B Immunoglobulin 1801U/ml Tiém Lo/Ong |
Huyét thanh tuyp 1
; i lyse id phé ch i
Huyét thanh tuyp | polysaccharid phé cu e ysqcchan: pascit k’huan
N . . 2.2meg; Huyét thanh tuyp 3
khudn 2.2meg; Huyét thanh tuyp 3 oIvsaccharid phé ciu khud
polysaccharid phé ciu khuén 2.2meg; Huyét AL P ! - an
) . 2 2 2 2meg; Huyét thanh tuyp 4
thanh tuyp 4 polysaccharid phé ciu khuén Stvsacehana el kol
2.2meg; Huyét thanh tuyp 5 polysaccharid pay = A RS ,] g
I3 : £ ; 2.2meg; Huyét thanh tuyp 5
phé ciu khuén 2.2meg: Huyét thanh tuyp 6A olysaccharid phé ciu khus
polysaccharid phé ciu khudn 2.2meg; Huyét polysacehs 2 pascs i i
. . e A 2.2meg; Huyét thanh tuyp 6 A
thanh tuyp 6B polysaccharid phé cau khuén olvsaccharid phé ciu khui
4 4meg; Huyét thanh tuyp 7F polysaccharid polysaccharid phe cau khtdn
£ 2 z z . 2,2meg: Huyét thanh tuyp 6B
phé ciu khudn 2,2meg; Huyét thanh tuyp 8 o charid phé cAu khud
polysaccharid phé ciu khudn 2,2meg; Huyét pa-ysaeria . phe cdu ,1 =
5 ; k) z 4,4meg; Huyét thanh tuyp 7F
thanh tuyp 9V polysaccharid phé ciu khudn Iespcintid niibely khul
2.2meg: Huyét thanh tuyp 10A polysaccharid PRLyRE h“; PG ,“ an
oy ; ‘ i 2,2meg; Huyet thanh tuyp 8
phé ciu khudn 2.2meg; Huyét thanh tuyp TTA Tvinccliaiid hbahi khuln
. P 2 I ud
39 |polysaccharid phé ciu khuén 2.2meg: Huyét 12)23;0 . P]Iu étI:h nhl:u ,] ;IV Tiém Bom tiém 1
thanh tuyp 12F polysaccharid phé ciu khuén ;[ sfc,cha:;d | Eélc‘ k);np :
2.2meg; Huyét thanh tuyp 14 polysaccharid poty A paccdu . HEE
o) 2 i i 2,2mcg; Huyét thanh tuyp 10A
phé ciu khudn 2,2mceg; Huyét thanh tuyp 15B : P i
; LA z P polysaccharid phé cau khuén
polysaccharid phé ciu khudn 2.2meg; Huyét £ ,
. ) © © |2.2meg; Huyét thanh tuyp 1A
thanh tuyp 18C polysaccharid phé cdu khuén ; oy 4
p X .. |polysaccharid phé ciu khuén
2.2meg: Huyét thanh tuyp 19A polysaccharid 2 i
r 3 z 4 : 2,2meg; Huyét thanh tuyp 12F
phé ciu khudn 2,2meg; Huyét thanh tuyp 19F : I F
: F B . polysaccharid phé ciu khuan
polysaccharid phé cau khuin 2,2meg; Huyet . i
) . i . 2.2meg; Huyét thanh tuyp 14
thanh tuyp 22F polysaccharid phé ciu khuin . i s
5 . .. |polysaccharid phé ciu khuén
2 2meg; Huyét thanh tuyp 23F polysaccharid " i
£ 2 2 2 X 2,2mcg; Huyét thanh tuyp 15B
phé ciu khudn 2,2meg; Huyét thanh tuyp 33F . e 5
. A " polysaccharid phé cau khudn
polysaccharid phé ciu khuan 2,2meg; (20 £ .
) g3 2 : g 2,2meg; Huyét thanh tuyp 18C
cong hop phé ciu khuan - saccharid cong hop g P 5
v&i CRM197) po]ysacchanq phé céu khudan
2.2mcg; Huyét thanh tuyp 19A
polvsaccharid phé ciu khudn
Mot liéu (0,5ml sau khi hoan
Mot liéu (0.5ml sau khi hoan nguyén) chira: nguyén) chira: Khang nguyén
Khéng nguyén F én dinh tién dung hgp cia F én dinh tién dung hgp cia
40 RSV phin nhém A 0,06mg; Khing nguyén F RSV phén nhém A 0,06mg: Tiém Bom tiém I
én dinh tién dung hop cia RSV phan nhom B [Khang nguyén F on dinh tién
0.06mg dung hgp cia RSV phén nhém
B 0,06mg
ma | M&i lidu vic xin hoan nguyén
Mbi lidu viic xin hoan nguyén 0.5ml chira: Vi- p e
rit s61 >= 1.000 CCID30; Vi rat Quai bi TESE L V- soimes
41 L " ' 1.000 CCID50; Vi ritt Quai bj | Tiém Lo 5
>=5000 CCID50; Vi rut Rubella>=1.000 .
CCIDS0 >=5000 CCID50; Vi rit
' Rubella>=1.000 CCID50
Mdi 0,5ml vic xin sau khi
M3i 0.5ml véic xin sau khi hoan nguyén chita |hoan nguyén chira Vi rat thuy
42 Vi rat thuy dau séng giam dc lire (Ching: diu sbng giam doc liue Tiém Lo 2:5
MAV/06, ddng té bao: MRC-5)>=3800 PFU  |(Ching: MAV/06, dong 1é
biao: MRC-5)>=3800 PFU i
it
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