CONG TY CP DUQC LIEU CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG UONG 2 Pde 18p —~ Tw do — Hanh phiic
sé: % 3t 4 /DL2-TBV Tp. Hd Chi Minh, ngay 11 thang 07 nim 2024

Viv: Cdp nhdt so ding ky mdi
vae xin Boostrix

Kinh giti : SO Y TE TINH DPONG NAI

Trude tién, Cong ty Cb phin Duge liéu Trung wong 2 (“Céng ty™) xin cim on su hd try ctia Quy
5& doi véi Cong ty chiing t6i. Cac san phidm ctia Cong ty ching t6i phén phoi d& duge Quy 5& tin tudng
va st dung dé phong nglra va dicu tri cho bénh nhén.

- Can ¢t Quyét dinh s6 172/QP-QLD ngay 20 thang 03 nim 2023 ctia Cuc Quan 1y Dugc v& vide
ban hanh danh muc 29 véc xin, sinh phdm duoc cép, gia han gidy ding ky luu hanh tai Viét Nam — Dot
46.

- Cén cit Quyét dinh sb 1577/QP-SYT ngay 16 thang 12 nam 2022 cla Giam déc Quy S& vé vide
ph duyét két qua lya chon nha thdu Géi thiu s6 06: Vic xin tiém ngira dich vu thudc dy dn: Ké hoach
liza chon nha thiu mua thude, dwgre lidu, vi thude ¢b truyén sir dung tai cic co' s6' y té trén dia ban
tinh Bdng Nai niim 2023-2024.

thong tin méi nhu sau:

Tén

i . Nha may
hude | Thanh phin chinh/ ha g Ngay hét | Nha mdy san xuf
thude hanh phan chinh/ ham S& Visa gay hét a ma.y Sal:i xuat/ dat GMP -
theo lwong han dia chi :
: EU
Visa ]
Mot licu (0,5ml) chira:
ot oaa A 1., X — ’
. A Co sd san xuét: Dot 31

21U; Giai doc t6 ubn van

> 20IU; Céc khang 300310036923

Boostrix nguyén Bordetella (QLVX-HO03- | 20/03/2028

pertussis gdm giai doc t& 1140-19)

ho ga 8meg; ngung két 16

hdng cdu dang soi 8mcg
va Pertactin 2,5mcg

GlaxoSmithKline STT 28,
Biologicals — Phép | IDCC 2619
Co s& xuét xudng : | Pot 32
GlaxoSmithKline STT'3.
Biologicals SA — Bi | IDCC 2664

Trong d6 chi c6 thay dbi vé viée gia han gidy ding ky luu hanh nhwr sau :

s  S6 ding ky gia han chuyén tir s§ cii QLVX-H03-1140-19 sang s6 méi 300310036923

» Thong tin ké toa va mau nhan khong thay doi

o Khong co bat ky thay dbi nao vé& chit lwong an toan hiéu qua trong hd so gia han theo s6 ding ky

maoi
Thue hién theo khoan 5 Didu 2 va Didu 3 Quyét dinh sb 172/QD-QLD ngay 20 théng 03 nidm 2023

ctia Cuc Quan 1y Duoc, k& tir ngay 20/03/2024 Cong ty chi nhip khau va lirn hanh véc xin Beostrix theo
dting thong tin méi dd duoc phé duyét irong hd so ding ky gia han. Vi vy, hién nay Cong ty tién hanh
cung g Véc xin Boostrix theo s6 ding ky méi 300310036923 cho tht ¢4 cdc co s¢ y té trén toan quc.



.
1

Chiing 161 xin dé nghi Quy S& duoc tiép tuc cung (mg vic xin theo hgp dong thau voi so ding ky
maGi 300310036923 Kinh mong Quy Sé& xem xét chip thuin dé dam bao cung tmg lién tuc san pham nay
tai Quy So.

Chung 61 rat mong nhin dugce sy ho trg va hop tic cia Quy So, hy vong su hop tdc gilta Quy S6
va Cong ty CO phén Duogc liéu Trung wong 2 ngay cang tot dep.

I'rén trong kinh chao. 2259750\
..Q/--—-\". !

> CONG THN
Noi nhin: g

- Nhu trén
- Luu VT
¢ P ] . *
Dinh kém hd so : LM DO DY AN TRAU BEN VEEN
+ Gidy phép luu hanh sin phdm: QLVX-H03-1140-19 Hoang Vén Phic

+ Quyét dinh gidy phép luu hanh méi: 300310036923 (QLVX-H03-1140-19)
+ Cong bb nha may dat GMP-EU
+ Théng tin ké toa va miu nhin di dugc BO Y té phé duyét GPLH: QLVX-H03-1140-19
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FRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
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fiAY PHEP LUU HANH SAN PHAM

f*ﬂARKETﬁNG AUTHQRIZATIQN

Tén thude . : _Boostrlx

Name of Drug: e ‘ :

Thanh phén chinh, ham lwong : Glaz doc 1 bach héu = 2 !U Giai déc t6 udn van = 20

Active Ingredients, Strpng!h e :;_ 1U; Gidi dée t6 ho ga 8 ug, inamentous
el .Haemaggiutm;n 8 g, Pertactm 2519

Qui cach déng goi, bac_ ché - : - HBn dich tiém; Hop chira 1 bom tiém dong s&n liéu

Packing Size, Dosage formz = et 0,5ml va 2 klm %iem

Tiéu chufn chét lwo’ng i TCCS -

Quality Specifi cation : = S

- Han dung ‘ 36 thang

She!f life: e : i

So g!ay phep !_u{u_ hanh san pham (SBK) &

Markeﬁng Authorization Number e o Sl QLVX HQS 1140 19 :

Sé quyet dinh [ ' 3434/QB—QLD Ngay cap 23!07!2019

: : Date of Issuance
Higu luc clia gidy phep Iwu hanh san pham c6 gia tri 03 nam ke tu= ngay cap
Exp:ratfon Date of this Marketmg Authonzatron ~~~~~~

Tén co s& d’ang KV e et ot GIaxoSmlthKlme Pte Ltd
Name of Markeling. Authonzaﬁon Holder e

Appmva! Dec:sron :Jumber :

Bia chi’ -"'23 Rochester Park Smgapore 139234 Smgapore
Address: .
TéncosGsdnxust o o :‘_'GlaxoSm!thK!me Blﬁloglcah (Co* s¢ san xuat dang
Name of Manufacturer: -~~~ = = bao ché, vao lo, ddng géi)

LD el Bl A e Ble des_Aulnoes 637 F- 59230 Saint Amand Les Eaux
Address: - . - : .‘ : = Phap .
Tén co s& xudt Xw&ng o e "'-GgaxoSmnthmme Blologlcais S. A
Name of factory ra!ease 5 sl

. Pia chi Coeiaains Rue de L'lnst;tut 89 1330 Rtxensart BE

Address

Ha Noi, ngay 23 thang 07 nam 2019
KT. CUC TRU ONG CyC QU&N LY DUQC

Ghichu: (Notg)

1- Gidy phép luu hanh san Dhém nay durge cap theo ding ho so :, ‘**PH@ CUC TRU ONG

Unﬂ\.} ky’ huoc da duge Bo Y & e nne duyet »z“é BEPUW G‘ENER#L DIRECTOR
This marketing autiorization has been issued in accordance with the d&s&@f %

approved by the Vielnam Ministiy of Health. & oW {

2- Bt o sw thay i nao vé noi dung chia giay phép phal o‘u-o'c LR

C ic Quan Ly Duoc -BoY t& xac nhan. %

Any variaiions ef the contents of the markeling authorization.are reqtired to
adopted-by the Drug Adminisiration.of Vietnam.

FOR QENFRAL -DIRECTOR OF THE DRUG ADMINISTRATION OF V!ETNAM




BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

‘ )LC Q{IAN LY DUQC Poc 14p - Tu do - Hanh phic
86: 172 /QD-QLD Ha Ngi, ngay 20 thdng 03 ndm 2023
QUYLT DINH

V& viée ban hanh Danh muc 29 vie xin, sinh phim
dwore cap, gia han giay ding ky luu hanh tai Viét Nam - Dot 46

CUC TRUONG CUC QUAN LY DUQC

Cdn cur Lugit Dugc sof 105/2016/QH]13 ngay 06/4/2016;

Cdn cir Nghi dinh s6 95/2022/NB—C P ngay 15/11/2022 cua Chinh phit quy dinh
chire ndng, nhiém vy, quyen han va co céu t6 chire ciia B3 Y té;

Can cir Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cua Bj truong Bo Y 1
quy dinh viéc dang ky liru hanh thuéc, nguyén liéu lam thudc;

Can cik Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua B¢ trudng Bo ¥ 1@
quy dinh chite ndng, nhiém vy, quyén han va co cdu 6 chire ciia Cuc Quan Iy Duge
thuée B Y té;

Céin ci két ludn ciia Héi dong tu vén cdp gidy ding kp luu hanh thude, nguyén
ligu lam thuéc - BY Y 18;

Theo dé nghi ciia Trudng phong Piing ky thude, Cuc Qudan Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 29 vic xin, sinh phim
duoc cdp, gia han gidy ding ky luu hanh tai Viét Nam - Dot 46, bao gom:

1. Danh muc 01 sinh phdm dugc ¢p gidy ding ky luu hanh higu luc 03 niim -
Dot 46 (Phu luc I kém theo Quyét dinh nay).

2. Danh muc 27 véc xin, sinh phidm duge gia han gidy ding ky luu hanh higu
I 05 ndm - Dot 46 (Phu luc II kém theo Quyét dinh nay).

3. Danh muc 01 sinh phdm duoc gia han gidy dang ky luu hanh hiéu lyc 03 nim
- Dot 46 (Phu luc I kém theo Quyét dinh nay).

Pidu 2. Co s& san xudt va co so ding ky thude c6 trach nhigm:

1. San xua'lt cung cép thudc vao Viét Nam theo ding céc ho so, tai liéu di ding
ky v6i Bo Y té va phai in s0 déng ky dugc BO Y t& Viét Nam cAp 1én nhén thudc.

2. Chap hanh day da phép lugt ctia Viét Nam va cac quy dinh cia Bo Y t& vé
san xudt, nhap khdu thudc va luu hanh thude tai Viét Nam, néu c6 bat ctr thay doi gi
trong qua trinh luu hanh thudc & nude so tai va & Viét Nam thi phai béo cdo ngay cho
Cuc Quan 1y Duge - B8 Y t& Viét Nam.

3. Thue hién viée cép nhat tiéu chudn chét lugng ctia thude theo quy dinh tai
Théng tr s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y ¢ quy dinh vé
chit luong thube, nguyén lidu 1am thudc, Théng tw s& 03/2020/TT-BYT ngay
22/01/2020 ctia B truéng B Y té sira déi, bd sung mot sb didu ctia Thong tu
11/2018/TT-BYT quy dinh v& chét luong thude, nguyén lidu 1am thude.

4. Cap nhat nhin thude, to hudng dan st dung thude theo quy dinh tai Thong tu
s6 01/2018/TT-BYT ngay 18/01/2018 coa B truong B6 Y té quy dinh ghi nhén thudc,
nguyén lidu lam thude va t& hudng dan sir dung thube tr ong thoi han 06 thing ké tir
ngiy ky ban hanh Quyét dinh nay, theo hinh thirc thay ddi, b sung gidy ding ky luu
hanh thude quy dinh tai Théng tur 56 08/2022/TT-BYT.

PR = S P



Phylyc X

DANH MUC 27 VAC XIN, SINH PHAM BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQOT46

(Ban hémh kém theo quyét dinh s6: ..172....../QP-QLD, ngay 20./03./2023 ctia Cuc Quén Iy Dirgc)

STT | Ténthude | Hoatchitchinh | Dang Quy Tiéu | Tudi S6 diing ky Sé
—Ham legng bio ché cach chuén tho gia han lAn

dong goi (thing) | (S6 dingky | gia

da cfip) han

&) (2) (3 ) ) (6) (N ®) )

1. Co s& diing ky: Cong ty ¢b phin thwong mai Duge Hoang Long (Pia chi: Sé 143 Puong s6
174, khu B, An Phii — An Khénh, phrong An Phii, Thanh phd Thit Dike, thanh phé Ho Chi Minh, Viét
Nam)

1.1. Co sé san xuit: Biotest AG (Dja chi: Landsteinerstrasse 5, 63303 Dreieich, Pitc); Co s xudt
xudng: Biotest Pharma GmbH (Pjia chi: Landsteinerstrasse 5, 63303 Dreieich, Dirc)

1 | Pentaglobin | Protein huyét Dung Hép 1lo | TCCS 36 400410035923 1
tuong nguoi 50g/1 | dich tiém | 10ml; (QLSP-0803-
trong d6 1ml truyén | Hop 1 lo 14)
dung dich ¢6 tinh 50ml;
chira it nhat 95% | mach Hop 1 1o
Globulin mién 100ml
dich,

Immunoglobulin
M (IgM) 6mg,
Immunoglobulin
A (IgA) 6mg,
Immunoglobulin
G (TIgG) 38me.

2. Co sé ding ky: Cong ty C6 phin Medcomtech (Dia chi: Sé 293 duong Ngé Gia Tir, phieong Sudi
Hoa, thamh phé Béic Ninh, tinh Béc Ninh, Viét Nam)

2.1. Co s& san xuit: Prothya Biosolutions Netherlands B.V. (Dja chi: Plesmanlaan 125, 1066 CX
Amsterdam, He Lan)

2 | Albuman Albumin ngudi Dung Hop 01 TCCS 36 870410036023 1
20% (dung dich | dichtiém | lox (QLSP-0631-
bao gdm 200g/1 truyén 50ml 13)
protein toan phin
trong d6 it nhét
95% albumin
ngudi)

- i




Tén thube | Hogat chitchinh— | Dang Quy Tiéu | Tubi S6 ding ky
Ham lwong bao ché cach chufin tho gia han lin
dong goi (thdng) | (SO dingky | gia
da c;“ip) han
®| © @ ® | ®| o ® ©)
(chiing MEF-1)
8DU; Virus bai
liét typ 3 bat hoat
(chuing Saukett)
32DU;
Polysaccharide
ctiia Haemophilus
influenza typ b
10meg cong hop
vGi 25meg giai
doc t6 ubn van
nhur protein chét
mang
11 | Boostrix Mot lidu Hbn dich | Hop TCCS 36 300310036923 1
(0,5ml)chua: Giai | tiém chta 1 (QLVX-HO03-
dde t bach hiu > bom 1140-19)
21U; Giai doc td tiém
ubn van > 201U; déng sin
Céc khang liéu
nguyén 0.5ml va
Bordetella 2 kim
pertussis gdm giai tiém

doe tb ho ga
25meg va ngung
két t6 hdng cau
dang sgi 25meg
va Pertactin 8mcg

7.2. Co s6 san xuat: GlaxoSmithKline Biologicals S.A (Pja chi: Co sd sdn xuat: Parc de la Noire
Epine, Rue Fleming 20, B-1300 Wavre, Bi; Co s xudt xwong: Rue de L Institut 89, B-1330 Rixensari,

Bi)

12 | Rotarix M&i lidu 1,5ml Hén dich | Hop 1 TCCS 36 540310037023 1
chira Rotavirus & | uéng bng x (QLVX-1049-
ngudi song giam 1,5ml; 17)
ddc luc, ching Hop 1
RIX4414 >10°° tuyp x
CCIDsy 1,5ml

13 | Engerix B M>i lo 0,5ml Hon dich | Hop 1 TCES 36 540310037123 I
chira: Khing tiém lo; Hop (QLVX-0765-
nguyén bé mit 10 1o 13)
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té v& huéng dén ddu thiu thubc tai cdc co s& y té va cic quy dinh ciia Ludt Diu
thau.

3. Co s6 san xudt, dang ky kinh doanh thude khi ndp ho so d nghi danh gia
dip tmg GMP ciia co 50 san xudt thudc, nguyén liéu lam thudc tai nudc ngoai theo
quy dinh tai Nghi dinh s6 54/2017/NP-CP, ndp kém thém cic Gidy chiing nhén
GMP, Béo céo thanh tra theo tiéu chudn EU-GMP, PIC/s-GMP hodc tuwong duong
(néu c6) dé dugc danh gia, cong bd dép tmg cac ticu chuén nay.

Céc co s& san xudt, dang ky, kinh doanh thudc di nop hd so dé nghi danh gid
dap tmg GMP cia co s& san xuat thude, nguyén licu lam thuoc tai nudc ngoai dé
ding ky thudc, nguyén licu lam thudc hoiic dé phan nhom thudc theo céc tiéu chi
Ly thuat quy dinh trong Théng tur 15/2019/TT-BYT ngay 11/7/2019 cua BO trudng
Bo Y té quy dinh viéc ddu thdu thude tai cic co s¢ y té cong lap; Thong tu
06/2023/TT-BYT ngay 12/3/2023 ctia B truéng By Y t& stra doi, bd sung mot sd
diéu cta Thong tu 15/2019/TT-BYT ngay 11/7/2019 quy dinh viée ddu thau thude
tai cic co 8Oy t& cong lap nhung chua dugc cong bd trong dot nay, Cuc Quén ly
Duoc dang tién hanh dénh gié va s& tiép tyc cong bd trong nhiing dot tiép theo.

Céc co s& san xuft, dang ky, kinh doanh thudc phai ra soat, kip thoi cép nhat
tinh hang dap tmg GMP clia co sO san xuét thudc, nguyén lidu lam thube nuée
ngoai theo ding quy dinh tai diém d, khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-
CP ngay 08/5/2017; luu y dbi véi céc co s& san xudt nudc ngoai ¢ Gidy chimg
nhin GMP duoc gia han hiéu luc theo chinh séach trong g oiai doan dich Covid-19
clia co quan quéan ly dugc cic nude.

Cuc Quén 1y Dugc thong bao dé cac don vi biét va thuc hign ./.

Nzﬁ;ﬁhfn: KT. CUC TRUGNG
- Nhur trén;
- Cuyc truong Vi Tudn Cudng (de blc); PHQ\CUC TRU{_}‘NG

- CucQuanY - Bo Quéc phong;
-CucY le B9 Cong an;
- Cuc Y 8 GTVT - B6 Giao thong van tai; 5 o
- Céc bénh vién tryc thude BS Y & L

Website Cuc Quan Iy Duoc; N
- Phong Ping ky thude, Quan ly gid thudc (d& p/hop);
- Luu: VT, CL.



placul PHAM VI CHU'NG NHAN ?EEEE?L Gg‘:{:
|
38 | 2619| FRe |GLAXOSMITHKLIN 1627 rie des Aulnbis; Saint |* Vacxin'san xudtva tring: thudc dangkho; thudc dang 1ong thé tich nhd. EU-GMP 12022 HPF_F| |French National Agengy |
072 |EBIOLOGICALS {hodc St) Amand Les Eaux, R_177 % § for Medicines and
59230, France : a‘ Health Products Safety
r{r‘ ﬁ (ANSM}
29 |2620{ FR- |Fresenius Kabi & rue du Rempart, * Thudc vo tring: EU-GMP |2023 HPF_F| - French Nationa
077 |France Louviers, 27400, France + Thudc tiét tring cudi: dung dich thé tich I&n; dung dich thé tich nhé. R_061 g § for Medicines and |
+ Xudt xudng. & 8’ Health Products Safety
“ Déng goi thi cap. o & |(ANSIM)
* Kiém tra chit lugng. - o
30 | 2621| GR- |BRCSLTD. Galinis 15 & Avgis, Nea * Thudic vé triing: EU-GMP |24858/10- o~ o |Metional Organization
024 Kifisia Attiki, 14564, +Thudc sn xust v8 tring: Dung dich thé tich nho; Thudc dang ran va cdy ghép chixa khdng sinh nhdm Cephalosporin. 04-2023 § § for Medicines (EQF),
Greece * Thudc khdng vé triing: Vidn nang cing; Thube diing ngoai dang 16ng; Thude ding trong dang long; Thudc bt pha hén dich udng; Thudc dang 0 o |Greece
bén rén (kem, gel, m&); Vién nén, vién nén bao phim. & &
31 |2622| ID- |PT. Medifarma Jl. Raya Jakarta-Bogor Vién nén, vién nén bao PIC/S-GMP|5874/CPOB/ - - National Agency for
029 |Leboratories Km. 33, Kelurahan Curug, A/X{20 § % Drug and Food Control
Kecamatan Cimanggis, 3 :“ (NADFC), Indonesiz
Kota Depok, Jawa Barat, & &
Indonesia & i
32 | 2623 Ip- |PT, Medifarma Jl. Raya Jakarta-Bogor Vién nang cing PIC/S-GMP|5875/CPOB/ o i National Agency for
02¢ |(Laboratories Km. 33, Kelurahan Curug, AlX[20 a S |Drugand Food Control |
Kecamatan Cimanggis, g ; (NADFC), Indonesia
Kota Depok, Jawa Barat, g ﬁl
Indonesia
33 |2624| |E- |Pfizer Ireland Little Connell, Newbridge, |* Thudc khéng vo tring (bao gém ca thudc ¢ hoat tinh hormon): Vién nang cng, vién nén, vién nén bao phim, vién nén giai phéng kéo dai EU-GMP |33577- - ) Health Products
004 |Pharmaceuticals |lreland (Céch ghi khac: * Déng goi thir cép M1063/0000f S 2 |Regulatory Authority
Little Connall, Newbridge, |* Kiém tra chat lugng: vi sinh khéng vo tring, hda hoc/ vat Iy 1 g % Ireland
Co. Kildare, Ireland) 3 ".3
34 |2625] IE- |Allergan Castlebar Road, * Thudce vé tring: EU-GMP |33696/M001 Health Froducts
014 |Pharmaceuticals |Westport, Co. Mayo, F28 + Thuc san xust vé trling: Thuc dong khd; dang bio ché bin rdn {hdn dich nhd mét); dung dich thé tich nhé (dung dich nhé mét); Thubc cdy 48-00001 Regulatory Authority
Ireland Unlimited |AW2E, ireland.B ghép va dang ran. [HPRA), Ireland }
Company (* Céch ghi khéc: + Thue tidt tring cusl: Thuc cdy ghép va dang rin.
Castlebar Road, * Thudc sinh hoe: San phim céng nghé sinh hoc.
Waestport, County Mayo, |* Xudt xudng thude vé tring, thudc cng nghé sinh hoc. - -
Ireland) * Dong gbi thir cp. £ N
* Kiém tra chit lugng: 3 .
+ Vi sinh: v tring, khong v tring i ‘2 ,?-_
+ Hoa hoc/Vat Iy - - |
+ Sinh hec.
* San pham:
+ Implant §ém trong dich kinh Czurdex (Dexamethason 700 pg/implant;
+ Bt pha dung dich tiém Botox® (Tén tai Ireland: BOTOX 50/100/200 Allergan Units Powder for soluiton for injection (Botulinum toxin type A |
Ph. Eur (tir vi khudn Clostridium botulinum)). i
35 | 2626| IN- |Rellance life Dhirubhai Ambani Life * Thudc khéng vo tring: WHO-GMP | NEW-WHC- Feod & Drug
001 |Sciences Pvt.Ltd  |Sciences Centre (DALC), + Thubic ddc té bao: vién nang cing; vién nén, vién nén bao phim, GMP/CERT/ | o |Administration,
Plant 3,5, 6,9 and 10 Plot |+ Thubc thdng thuéng (khéng bao gbm cephalosporin, penicillin, ddc t& bao, hormon): thudc dling ngoai dang long. KD/126215/ | & & |mMaharashtra State, India
No. R-282, Thane Belapur |* Thudc vé tring: 2023/12/458| & | &
Road, Rabale, Thane + Thuéc ddc té bao: thudc bt pha tiém; thudc tiém; thubc bot dong kho pha tiém; 71 = o
400701 Maharashtra + Thubc théng thuing (khéng bao gdm cephalosporin, penicillin, dc té€ bao, hormon): thude tiém. & o
State, India) {Danh séch sin phdm kém thea) |

ann sach co s

& Gdp (ng GMIP
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L BQY TE CONG HOA XA HOI CHU NGHIA VIET NAM
4t UEJG" QUAN LY DUGC Pic ldp - Tw do - Hanh phiie

Sé:10212/QLD-CL Hea Ngi, ngay 20 thang 11 ndm 2023
V/v cong bb két qua danh gid dép g
GMP ctia ¢o' s6' san xudt nude ngodi
(Dot 32)

Kinh giri:
- 86 Y té cac tinh, thanh pho truc thude Trung wong;
- Cac co s¢ diang ky, san xuat, kinh doanh thu6e nude ngoai.

Cin cit Nghi dinh 54/2017/ND-CP ngay 08 thang 5 ndm 2017 cua Chinh phu
quy dinh chi tiét mét s6 didu va bién phép thi hanh Luat Duoc;

Cén _ctr Nghi dinh 155/2018/ND-CP ngay 12 thang 11 ndm 2018 cta Chinh
pha stia ddi, bd sung mot sé quy dinh lién _quan dén didu kién dau tr kinh doanh
thudc pham vi quén ly nha nude ctia By Y té;

Cén cir Thong tur sb 35/2018/TT-BYT ngay 22/11/2018 cua Bo trudng Bo Y
t& quy dinh vé& Thuc hanh 6t san xuit thudc, nguyén lidu lim thudc;

Cin cir Thong tu s6 12/2022/TT-BYT ngay 21/11/2022 cta Bo truong BO Y
té sira doi, bo sung va bai bo mot so Piéu ciia Thong tu 56 35/2018/TT-BYT ngay
22/11/2018 ciia Bp truong By Y té quy dinh v& Thuc hanh tot san xudt thude,
nguyén lidu lam thubc,

Cuc Quan ly Dugc théng bao:

1. Két qua dénh gid d4p ‘mg thuc hanh tbt sén xudt cia co s¢ san xudt thudc,
nguyén liéu lam thude tai nude ngoai (GMP) - Dot 32 tai:

- Phu luc 1: Danh sach co sé san xuét thude, nguyén liéu lam thude tai nuée
ngoai dap (mg Thuc hanh 1t san xuét thube (GMP) - Dot 32;

- Phu lyc 2: Danh séch co s& san xuat thue, nguyén li¢u lam thudc tai nuée
ngodi ddp ting Thuc hanh tdt san xuéit thube (GMP) dugc diéu chinh ndi dung di
cong bb tir Pot 1 dén Dot 31;

- Phu lyc 3: Danh sach hd so d& nghi danh gid dap Gmg GMP clia cac co s&
san xudt thube, nguyén lidu 1am thude cin bd sung, gii trinh - Dot 32;

Céc doanh nghiép cin cir ndi dung can bd sung, glal trinh tai danh sach trén
dé gri viin thu bd sung, giai trinh v& Cuc Quan 1y Dugc dé tiép tuc dugc xem xét,
cong bo.

2. Céc Phuy luc 1, Phu luc 2, Phu luc 3 trén va Danh sach cdp nhit cic co s&
san xudt thudc, nguyén liéu lam thudc tai nuéc ngoai dép tmg Thuc hanh t5t san
xuét thudc (GMP) tir Pot 1 dén Pot 32 dugc ding tai trén trang thong tin dién tir
cta Cuc Quan ly Duge - http://dav.gov.vn - Muyc Thyc hanh t8t GXP. Cac danh
sach duogc cong b6 theo dinh dang PDF va Excel dé cic co s thuén lgi trong tra
ctn. S& Y 18 cAce tinh, thanh phd true thude Trung wong, cée co 86 f té cong lap sir
dung céc danh sich tai Phu lyc 1 va Phu luc 2 ctia cac d{_)“[ cong bb dé xét céc gbi
thiu thude theo diing quy dinh ctia Théng tw 15/2019/TT-BYT ctia B truéng BO Y



Phu luc I

DANH SACH CO’ SO SAN XUAT THUGC, NGUYEN LIEU LAM THUGC TAI NU'G'C NGOAI DAP NG GMP

Dot 32
( Kém theo cong vanss 10212 /QLD-CL ngay 20 A1 AHgp3  cda Cuc Qudn ly Durpc)
=
| 1o | 1D [TEN CO SO SAN o A es e NGUYEN | GIAv cH. |ncAy N(}f.t‘.Y LR
STT s i sl B.l.f; CH o : .?HAM VI CHUNG NHAN TAC GMP : NHAN | cAP I:!;L CO'QUAN CA? : 1
1 | 2657 AR- |Biosidus S.A. Av, de los Quilmes 137 * Thudc san xuét vo tring: dung dich ti#m thé tich nhd vé thudc déng kho (bao gdm ca thudc sinh hoc) PIC/S-GIMiP |CE-2022- = ~ |National Administraiion
003 (zip cade B1883FIB), * Thudc khdng vé tring: thudc bt pha hdn dich udng (nguyén ligu c6 ngudn géce sinh hec), 90378779- o & |of Drugs, Foods and
Bernal Oeste, Quilmes, APN- g E Medical Devices
Buenos Aires, Argentina INAMEHAN &‘ g (ANMAT), Argentina
MAT
2 | 2658| AR- [Glenmark Calle 9 No 593, Parque * Thuée vB trling chira chét kim t& bao (cytostatic API): Thudc dong khé; Dung dich thé tich nhé, PIC/5-GMP|IF-2022- ~ o |National Administration
011 |Generics S.A. Industrial Pilar, Buenos * B6ng goi: DENg gol thi cdp. 04554007~ o & |of Drugs, Focds and
Aires province, Argentina |* Kidm tra chét fweng: Vi sinh (VO triing; khdng vb tring), Héa hoc/vitly APN- 8 ﬁ Medical Devices
DFYGR¥AN ; g (ANMAT), Argentina
MAT
3 | 2659 AR- |Glenmark Calle 9 No 593, Parque * Thudc san xudt vo tring: chita hoat chat doc t& bao/kim té bao PIC/S GIViP|2023/2120- National Administration
011 |Generics S.A. Industrial (B1628MAX) - Thudc tizm thé tich nho va thé tich lén INAME-008 of Drugs, Foods and
Pilar, Buenos Aires, - Thu@c déng kho pha tiém = n |Medical Devices
Argentina hodc Calle 9 No |* Déng goi: DAng goi thir ¢dp. s S |{ANMAT), Argentina
583, Parque Industrial * Kiém tra chat lwgng: Visinh (V6 tring; khong v tring), Hoa hoc/vat ly z :r
Pilar, Provincia de Buenos ."-_’: S.
Aires, Republica = “
Argentina,
4 |2660| AR- |Glenmark Calle 9 No 593, Parque * Thudc san xuét v6 triing: chira hoat chat dfc t€ bao/kim & bao EU-GMP |sukis256354 State Institute for Drug
011 |Generics S.A. Industrial (B1629MAX) - ThuSc tiém thé tich nhd /2021 Control- Czech Republic
Bilar, Buenos Aires, - Thudc déng khé pha tiém o
Argentina hodc Calle 9 No |* Déng goi: Déng géi thir cap. =] o
593, Parque Industrial * Kiém tra chét lwgng: Vi sinh (VO tring; khong vb tring), Hoa hac/vatly 5 g
Pilar, Provincia de Buenos {3 &
Aires, Republica =
Argentina.
S | 2661| AT- |P&G Health Hoésslgasse (hodc * Xudt xwong thude vo tring. EU-GMP |INS-480021- Federal Office for Safety
004 |Austria GmbH & |Hoesslgasse) 20, 9800 * Thuéc khéng vé tring: vién nang cirng; thudc uéng dang I6ng; thudc dung ngoai dang 16ng; vién nén bao phim; vign nén bao dudng; dang bao 102187907- in Health Care, Austria
Co.0G (Ténel: |Spittal an der Drau (hodic |ché bdn rin; vién nén; thuée cém. 18354537 ] iy
Marck KGaA &  |Spittal/Drau), Austria * Xuét xwéng thude khbng vé tring. {3/1G) ﬁ. r‘?.l
Co, Werk Spittal) * Thuéc dugc lidu, 5 S
* Déng gbi 5o cdp: céc dang bio ché trén khéng bao gbm thuc c6m; bao gdm ca vién nang mém. 3 =
* Déng géi thir cap.
* Kiém tra chat lugng: Vi sinh [khdng vo tring); Héa hoc/Vat Iy
6 |2662| AU- Ensign 450-500 Wellington road  |® Thudc khéng vé triing: PIC/s-GMP | IMi-2022-LI- o - Therapeutic Goods
013 |Laboratories Pty |Mulgrave Vic 3170, + San xudt thanh phdm: thudc dang bén rdn; thude dang xit, thudc dang it cd ap lyc; thubc dang 1dng; (Twong [02619-1 =] 8  |Administraticn (TGA),
Ltd Australia +B6ng gol, dén nhén, xuat xudng: thude dang rdn; thude bdt; thudc cdm; vién nang mém. duang EU- m & |Australia
GMP) 2| 2

Danh siach co so ddp Ung GMP
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ID | (D |TENCO S SAN ; : 3 NGUVEN | GLAY CH. |NGAY e
e st AT PJA cHi PHAM VI CHO'NG NHAN TACGMP| NHAN. | che €O QUAN CAP
7 | 2663| BE- |GlaxoSmithKiine |Avenue (hodc Rue) * Thudc vé trung: EU-GMP |BE/GMP/20 Federal Agency for
010 |BiologicalsSA Fleming 20, Wavre, 1300 + Thuc s3n xudt vé tring: Dung dich thé tich 1dn; thudc déng kh; dung dich thé tich nho. 22/095 Medicines and Health
{hoc GSK {hodc B-1300 Wavre, + Thubc tiét triing cudk: Dung dich thé tich 1&n; dung dich thé tich nho, Products (FAMHP),
Biologicals, hodc {hodc 1300 Wavre), * Thude sinh hoc: thude mien dich; thubc cong nghé sinh hoc. Belgium
GlaxoSmithKline  |Belgium, * Béng goi thir cip.
Biologicals) (* Céch ghi khée: * Kiém tra chét lugng: vi sinh (v6 triing, khong vé triing); Hoa hoc/ Vatly; san pham sinh hoc.
- Parc de la Noire Epine,
Avenue {hodc Rue) ] ]
Flaming 20, Wavre, 1300 g1 8
(hoiic B-1300 Wavre, b=} S
hodc 1300 Wavre), = g
Belgium
- Parc de la Noire Epine,
20, Avenue (hodc Rue)
Fleming, Wavre, 1300 |
(hodc B-1300 Wavre,
hofic 1300 Wavre},
Belgium).
8 |2664| BE- |GlaxoSmithKline |Ruedel'institur@9, * Thudc vo trung: EU-GMP |BE/GMP/20 Fedleral Agency for
011 |Biplogicals SA Rixensart, 1330, Belgium + ThuBE s2n XUt U tring: dung dich thé tich I6n; dung dich thé tich nha. 21/132-1 - & |Medicings and Health
(GSK Blologicals) # ThuBc tigt triing €u8i: dung dich thé tich 1én; dung dich thé tich ahé. a &  [Products (FAMHP),
+ Xudt xudng thude vo triing. & &  (Belgium
#Thudc sinh hoc: thudc mién dich; thudc cdng nghé sinh hoc. 3 5
+ XUt xwdng thubc sinh hge. 2 &
* Kidny'tra chat lrgng: san phEmisinh hoc,
9 |2865| CA- |Pharmascience  |100-6111 Avenue * Vién nang ctrng; Thudc bot; Vién nén, vién nén bao phim. Canada- |83036 Regulatory Operations
004 |INC Royalmount Montreal QC |* Béng géi san phém: GMP & = and Enforcement
H4P 2T4, Canada +Vién nén PMS-Erlotinib (Erlotinib {Erlotinib HCI) 150mg); (twong =} & |Branch, Health Products
(* Céch ghi khdc: 6111 +Vién nén PMS-Erlotinib (Erlotinib (Erlotinib HCl) 100mg). duong EU- & | & |compliance directorate,
Royalmount Ave 100 GMP) ; ; Canada
Montreal, Quebec = e
Canada, H4P 2T4)
10 | 2666| CA- |Pharmascience  |100 Boul de L'Industrie, * ThuBc vo trung: Bt pha dung dich; Dung dich; H8n dich. Canada- (83037 Regulatory Operations
016 |Inc. Candiac Quebec Canada, |* Thu8c khéng vo tring: Vién nang clng; Vién nén, vién nén bao. GMP L4} 3 |and Enforcement
J5R 111 * San xudt san phim (khong bao gom dong goi): (trong ﬁl & |Branch, Health Products
+ Vién nén PMS-Erlotinib (Erlotinib (Erlotinib HCI) 150mg); duong EU- ﬁ S Compliance Directorate,
+Vién nén PMS-Erlotinib {Erlotinib (Erlotinib HCI) 100mg). GMP) 8 &8 |canada
11 | 2667 CH- |F. Hoffmann-la | Kaiseraugst - Herstellung, |* Sanxudt thudc vo tring: Tuong |GMP-CH- Swiss Agency for
006 {Roche AG Verpackung und Prufung + Thudc sén xuat vé tring: Thudc Gong khé; dung dich thudc tiém thé tich nhé, san pham khde:thudc bt Rocephin, dueng EU-|1003202 Therapeutic Products
(Cich viétkhdc:  [von Arzneimitteln, + Thudc tiét triing cudi: dung dich thudc tiém thé tich nho. GMP (Swissmedic)
f. Hoffmann-La  |Wurmisweg, 4303, * S3n xust thudc khing vé triing: vién nang cirng; vién nén.
Roche Ltd,,) Kaiseraugst, Switzerland  |* San xuét thude sinh hoc: san phdm céng nghé sinh hoc. e ot
{* Céch viét khéc: * Xudt xudng 16; thudc vé triing, thudc khéng vd tring, thudc sinh hoc. ] =
Wurmisweg, 4303 (hosc | * Déng gbi so' cap: vién nang cimg; vién nang meém; vién nén. o B
CH-4303), Kaiseraugst, * Béng g6i thiv cdp ,?'., =
Switzerland) * Kiém tra chdt lugng - e

Danh séch co s& dip (rng GMP
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BANG SO SANH

N }gﬁGNG DAN SUDUNG DU KIEN THAY D61 VA TO HUGNG DAN U DUNG PA PUQC PHE DUYET

i"

T HDSD dd dwgce phé duyét
Phén thay thé dugc gach-ngang, bbi xanh

T& HDSD dv kién thay d6i
Phén bd sung duoc in d4m, boi

do

Ghichu

Vée-xin két hop bach hiu - uén van - ho ga (c6 thanh phin vo
bao), (dwee hip phu, thanh phin duge gidm khing nguyén)

THUOC NAY CHI DUNG THEO DON €UABACSY
PE XA TAM TAY TRE EM
POC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY.

Vie-xin k&t hop bach hiu - udn van - ho ga (c6 thanh phén vo
bao), (dwee hip phy, thank phén dwge gidm khing nguyén)

THUOC NAY CHi DUNG THEO PON THUOC

PE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY.

{GDS-9API 10 (GDS 12/IP1 13)
Rx Rx Sira theo thong
tw 01/2018/TT-
BYT quy dinh
BOQOSTRIX BOOSTRIX ghi nhin thudc,

nguyén  liéu
1am thube va &
hudéng din sk
dung

1. Tén sin phim
BOOSTRIX

Vic-xin két hop bach hiu - udn van - ho ga vd bao

1. Tén sédn pham
BOOSTRIX

Vic-xin két hop bach hau - udn vén - ho ga v6 bao

Giai dbc t5 ubn véan'

Giai doc td ho ga

1 lidu (0,5 mL) cé chira:

Giai doc t6 bach hiu' khong it hon 2 Bon vi Quée té (IU) (2,5 Lf)
khéng it hon 20 Pon vi Québe té (IU) (5 L)
Céc khing nguyén cia ho ga (Bordeiella pertussis)

Lok § & b -
Ngung két to hong cau dang sgi

2. Thanh phan &ish-tinhva-dink-lugng

1

& microgram
8 microgram

2. Thanh phén cong thirc thude
Thanh phin hoat chit
1 1idu (0,5 mL) c6 chira:

Giai doc t6 bach hiu' khéng it hon 2 Pon vi Quéc té (TU) (2.5 Lf)
Gidi dc t6 ubn vén! Khéng it hon 20 Don v# Quéc té (EBEAE
Céc khang nguyen cua ho ga (Bordetella pertw.s.%s)t C Q\J.’ NLY D

BA sﬂm;w

Giai doc tb ho ga
Ngung két t& hong cAu dang soi'

Stra theo thong
tu 01/2018/TT-
BYT quy dinh
|_ghi nhéin thude.
nguyén : lidgu
!fa_m }huoc va to

-..\'b..r

-micregram—-hudng dan sl

idling l

, |

..... \;’({?{rﬂ" 711(.;925’."

L%
L\‘

30,6993
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BOOSTRIX
Vie-xin két hop bach hiu - udn vén - o g2 (c6 thanh phin vé bio), (duge hip phu,
thanh phin duge gidim khing nguyén)
THUOC NAY CHI DUNG THEO BON CUA BAC 8¥
PE XA TAM TAY TRE EM
POC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY.
1. Tén sin phim
BOOSTRIX
Viic-xin két hop bach héu - udn véan - ho ga v bao

2. Thanh phin dinh tinh va dinh lwong

1 lidu (0,5 mL) ¢6 chita:

Giai doc td bach hau! khdng it hon 2 Pon vi Quéc té (TU) (2,5 Lf)
Gidi doc 6 ubn vén! khéng it hon 20 Pon vi Quc t& (1U) (5 L)
Céc khang nguyén cta ho gi (Bordetella periussis)

Giai de td ho ga' 8 microgram
Naung két t6 hong ciu dang soi! 8 microgram
Pertactin' 2,5 microgram

U duge hép phu trén aluminium hydroxid, hydrat hoa (AI(OH)3) 0,3 milligram A?*
va aluminium phosphat (AIPOs) 0,2 milligram A

Boostrix 12 hdn dich mau (ring duc. Trong qua trinh bdo quan, c6 thé quan st thay tha tring
va phan nudce ndi trong. D6 12 hién twong binh thudng.
3. Dang bao ché

Hon dich tiém \ .Lb‘//
4. Pic tinh 1dm sing \ u

4.1, Chi dinh

Boostrix duge chi dinh dé ching ngtra nhic lai cho ngudi tir 4 tudi trd 1én chdng lai cic bénh
bach hdu, udn vén va ho ga (xem phin Liéu lugng)

4.2. Lidu lwong va cich ding

Litu lugng

Lidu khuyén céo cia vic xin 14 lidu don 0,5 mL

Boostrix c6 thé duoc dung tudn theo thue hanh y khoa hi¢n tai clia dia phuong vé vide tiém

ngtra nhic lai véi vice xin két hop giam thanh phén bach hdu — ubn vén- ho ga.

of



o Truy mach hode tinh trang giong shock (dot gidm truong luc - gidm dap dng) trong

vong 48 gid sau tiém chiing;

J Quéy khdc kéo dai dd khdng nin kéo dai = 3 gid, xudt hién trong vong 48 gidy sau tiém
chting;
B Co giat kém hoiic khong kém theo st, xuat hién trong vong 3 ngdy sau tiém chiing.

G nhiing & ¢6 ce rdi loan than kinh lién wién, bao gdm cdc chiing co thit & té nhil nhi,
déne kinh khong kidm sodt hofic bénh nio tién trién, t5t hon nén hoan tiém vie-xin ho ga (vo
bdo hodc toan ié bao) cho dén khi bénh khoi hodc dn dinh. Tuy nhién, quyét dinh ¢6 tiém vic
xin ho ga phai tiry thudc timg trudng hop cu {hé sau khi d& can nhic k§ ludng vé nguy co va
loi ich.

Ciing nhur tAt ¢a cde véc-xin dang tiém, cin ludn cd sin cde bién phdp didu trj y & va theo dai
thich hop dé phong ngira trong trudng hop céc phén ng phan vé hiém gip c6 thé xdy ra sau
tiém ching.

WNén thén trong khi tiém Boeosfrix cho nhitng dbi twong bi giam tiéu cAu hogc rdi logn chay
mau vi ¢@ thé xiy ra hién tuong chdy mau sau khi tiém bip cho nhiing ddi trong ndy. Nén d&
chat vi tri tiém (tranh cha xat) it nhit trong 2 phit

Khong chdng chi dinh ding Boostrix khi ban thin co tién st co gidt, hofic tién st gia dinh vé
co giét, va tién st gia dinh ¢6 tde dung ngoai y sau khi chiing ngtra DTP,

Neudi nhidm virus gy suy giam mién dich & ngudi (HIV) khéng duge xem 13 chf)ng chi dinh
cho chiing ngra bach hdu, uén van va ho ga. Pép (ng mién dich mong mudn c¢6 thé khong
dat duoe sau khi tiém chiing cho cac bénh nhén suy giam mién dich.

RAt hiém trudng hop truy mach hofc tinh trang giéng nhu shock (con giam truong lue-gidm
dép Gmg) va co gidt trong vong 2-3 ngay sau tiem ching da duge béo cdo ddi v6i vic xin
DTPa va vic xin phéi hgp ¢ DTPa.

Khéng tiém Boosirix vio tinh mach trong bét ké trudmg hop ndo.

Ngdt xiu c6 thé xay ra sau hofic thdm chi trude khi tiém d6i v6i bit ky vic xin ndo nhu 1a mat
phan Gng tim Ly déi véi mii tiem. Didu quan trong 1a quy trinh chiing nglia nén & noi trdnh bi
thuong do ngét xiu.

Nhu véi bét kg viic xin nao khéc, dap Gng mién dich bao vé ¢6 thé khong duge tao ra & tit ca
tré duogc tiém.

4.5, Twong tic
Str dyng déng thdi véi vie-xin bt hoat khdc va véi globulin mién dich khéng dan dén sy cénr\ %/

trdr ddp Gmg mién dich. . g
Khi duge xem 1a cdn thiét, Beostrix c6 thé duge chi dinh cling v6i vée-xin khic hogic

globulin mién dich.
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4.8. Tac dung khéng mong mudn

o Ditligu thiv nghi¢m lim sang

Hé sa an toan irinh béy dudi ddy dya trén div li¢u tir cde ihir nghiém lim sang, Bovstrix
dirge tiém cho 839 tre em (Hir 4 dén 9 tuoi) vir 1931 nguei I6n, thanh ihiéu nién vit ré em
(irén 10 tuéi)

Téc dung khéng mong mudn duge bao cdo va phin loai theo tan suat nhu sau:

Rét phd bién: = /10

Phd bién: > 1/100 dén <1/10
Khéng phd bién: = 1/1000 dén < 1/100
Hiém: > 1/10000 dén < 1/1000
R4t hidm: <1/10000

Tré em tiv 4 dén 9 i

Nhidm khudn va nhidm ky sinh teting

Khéng phd bién: nhidm khudn dudng hé hip trén

) A . . . i
Rai loan chuyén hda va dinh dudng

Rt phd bién: chén dn
Réi loan tdm thin
Rét phd bién: Ikich thich

R&i loan thin kinh

Rét phd bién: ngli ga ght
Phé bidu: dau ddu
Khéng phé bién: mét tap trung

R&i loan mit

Khéng phd biéu: viém két mac.

Réi loan tidu héa

Phé bién: non, tidu chay, rdi loan tiéu héa

Réi loan da va mé dudi da

Khong phd bién: phét ban

R6i loan toan thin va tai chd tiém

RAt phé bién: phén g tai chd tiém nhu dau, do, sung tai chd tiém, mét moi 5 o
. 23
Phd bién: s0t>37,5°C ( bao g?)m sot > 39°C) % .LI;‘:}V/
, i} o . B
Khong phé bién: phan g tai chd tiém khdc ( chdng han nhu chai ciing), dau. ™\

Ngudi lan, thanh thiéu nién vi tré em tiv 10 tudi tré ién

Nhidm khudn va nhiém k¥ sinh tring
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Hiém giip: co gift (sot hode khong sot)

Roi loan da v mo dudi da

i

Hiém giip: noéi mé day

RS loan todn than va tai chd tiém

Hiém gép : sung lan tai ¢hi duge tiém vac-xin, suy nhuge
rogs X
4.9. Qua licu
Cie trudng hop quéd lidu dd duge bao edo trong sudt qué rinh gidm sat hiu mai. Cic tic dung
v g . » .o PRI ~ e . PR .
ngoai y di bio cdo sau khi diing qué licu ciing tuong tu nhu nhitng téc dung ngoai ¥ duge bio
cdo sau khi diing liéu khuyén cdo.

5, Cic diic tinh dwoc hoe

5.1, Dwoe déng hoce

Nhém duge Iy — diéu trj: Véc-xin vi khudn dang phdi hop

Ma ACT: JO7TAIS2

Dép 1mg mién dich

Dép tmg mién dich abi véi thanh phdn bach hiu, udn véan va ho ga vo bao trong céc nghién
cliu JAm sang duge trinh bdy trong bang bén dudi. Khodng mdt thdng sau tiém nglia ting
cudng vai Boosirix, 1i 1€ huyét thanh c6 khéng thé bao vé&/ huyét thanh duong tinh di duge

quan sat nhu sau:

Khang nguyén Huyét thanh ¢6 | Ngadilén va trétrén | Tré tv4-9 tudi, it nhit
khang thé bdo | 10 tudi, it nhAt 1690 415 abi tugng
vé/ Huyét thauh ddi twgng (% abi twgng dwge tidm)
duong tinh (% abi twgng duge titm)
Bach héu > 0.1 TU/mL* 97,2% 99,8%
Ubn van 2 0.1 IU/mL* 99,0% 100,0%
Ho ga:
- Gii doc t6 ho g >5 EL.U/mL 97,8% 99,0%
- Ngung iét hdng cau > 5 EL.U/mL 99,9% 100,0%
dang sgi > 5 BEL.U/mL 99,4% 99,8%
- Pertactin

* (3161 han duoe xem 12 ¢6 tde dung bao vé

Két qua ciia céc nghién cliu so sdnh véi cde vie xin bach héu, udn véan thuong mai (dT) cho A 7
Ay

thiy muc do va thoi gian bao vé khong khée biét so véi cde vac xin nay dat dugce.

Hiéu lie bao vé ché'ng lai bénh ho ga




Trong cdc doi tugng = 40 tudi ma vAn chua tiém bit ky vic xin ndo cé thanh phé‘n bach hiu
hogic ubn vén trong 20 nam qua (k& cd nhiing ngudi chua bao gio duge tiém phong hodc tinh
trang tiém ching khong 18), mét lieu Boostrix tzo ra mot dap tng khang thé chéng lai bénh

ho ga va bao vé chéng lai bénh udn van va bach hau trong phan [6n céc trugng hop.

5,2. 86 litu an toan tidn m sing

Die tinh v4i co' quan sinh siin

Kha nang sinh san

Dir lidu phi 1Am sang thu duge véi Beostrix cho thily khong co mbi nguy hiém cy thé cho
ngudi dya trén cdc nghién ctiu thdng thudng d6i véi kha nang sinh sdn ntt & chudt va tha.
Mang thai

Dt lidu phi lm sang thu duge véi Boostrix cho thiy khdng cé méi nguy hiém cu thé ddi vai
ngudi dya trén cdc nghién ciru thong thudng cta s phat trién phoi thai/bdo thai & chudt va
thd, va trong qud trinh sinh dé va ddc tinh sau khi sinh & chudt ciing vdy (tinh dén cudi thoi
ky cho con bu).

Dée tinh trén dong vét védhode dirge hoc

Dir liéu tidn lam sing khong thdy ¢ mbi nguy hiém dic biét cho con ngudi dya trén céc
nghién ctu thong thudng vé an toan va dde tinh.

§. Cac die tinh duge hoe

6.1. Danh sdeh t4 duge

Natri clorid, nude pha tiém.

Formaldehyd, polysorbat 80, glycin tdn du trong qud trinh sén xudt,

6.2, Twong ki

Khéng tron 1dn Boostrix voi vic-xin khic trong cling mot bom tiém.

6.3. Han dung

Han ding ciia vic-xin dugc ghi trén nhén va vo hdp.

6.4, Thin trong dic biét khi biio quén

Vie- xin Boostrix nén duge bdo quin ¢ +2°C dén +8°C. Phai tudn thi khuyén cdo v& diéu
kién bdo quén véc-xin trong qué trinh van chuyén.

Khéng dé déng d4 hon dich Boostriv . Loai bd néu véc-xin bj dong da.
4.5. Quy cich déng gol

Boostrix 13 hdn hop tréng dye duge dong sén trong bom tiém hofc trong lg thiy tinh don
lidu.

[o va bom tiém déng sin dugce 1am tir thiy tinh trung tinh loai 1, tudn theo cde ticu chuén cla

Duge dién Chau Au.
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