CONG TY CP DUQC CONG HOA XA HOQI CHU NGHIA VIET NAM
g LIEU TRUNG UONG 2 Poc ldp — Tu do — Hanh phiic

e S&:dhy /DL2-TBV Tp. Hb Chi Minh, ngay 31 thang 7 ndm 2024
V/v: Cap nhat s6 dang ky
méi véc xin Rotarix

Kinh giti: SO Y TE TINH BINH PHUGC

Truée tién, Cong Ty C6 Phin Dugc Liéu Trung Uong 2 (“Céng ty”) xin cam on su hd
trg ciia Quy Khach hang déi véi Cong ty chung tdi. Céc san phdm ciia Cong ty chiing t6i phan
phéi da dugc Quy Khach hang tin twéng va st dung dé phong ngira cho bénh nhén.

Can cir Quyét dinh sé 172/QP-QLD ngay 20 thang 03 nim 2023 cia Cuc Quan ly Duge
vé viéc ban hanh danh muc 29 vic xin, sinh phim dugc cép, gia han gidy dang ky luu hanh
tai Viét Nam - Dot 46.

Cong ty chung t6i c6 tham dy thdu vic xin Rofarix va di tring thdu véi s6 ding ky
QLVX-1049-17 cép ngay 24/10/2017 hét han ngay 20/03/2024. Hién nay vic xin Rotarix di
dugc Cuc Quan Iy Dugc gia han gidy dang ky luu hanh theo quyét dinh s6 172/QD-QLD ngay
20 thang 03 nam 2023 v6i thong tin moi nhu sau:

Tén 5
5 Thanh ph
thuoc &'m p‘ an £ xre Ngay hét Nha may san
chinh/ ham So Visa Aoy e .
theo — han xuat/ dia chi
Visa e
X 12 Co s& san xuat:
M,Ol lien 135m1’ GlaxoSmithKline
chira Rotavirus & ] ) R Pot 32 STT
noudi séne midm 540310037023 Biologicals — Phap 07. IDCC 2663
Rotarix | "5 EE (QLVX-1049- | 20/03/2028 | Co s xudt xuong : | .’
ag¢ lye, ching 17) GlaxoSmitikling | DR o2 oLL 8,
RIX4414 >106.0 . . IDCC 2664
Biologicals SA —
CCIDso Bi

Trong d6 chi ¢ thay dbi vé viéc gia han gidy ding ky luu hanh nhu sau :
e S ding ky gia han chuyén tir s§ cii QLVX-1049-17 sang s6 méi 540310037023.
e Théng tin k& toa va miu nhan khéng thay dbi
o Khong c6 bat ky thay ddi nao vé chét lugng an toan hiéu qua trong hd so gia han theo
sb ding ky méi
Thue hién theo khoan 5 Didu 2 va Pidu 3 Quyét dinh sé 172/QP-QLD ngay 20 théng
03 nam 2023 cta Cuc Quan ly Dugc, ké tir ngay 20/03/2024 Cong ty chi nhép khiu va luu
hanh véc xin Rotarix theo diing théng tin méi da duoc phé duyét trong hé so ding ky gia han.
Vi véy, hién nay Coéng ty tién hanh cung tng vic xin Rotarix theo s6 ding ky méi
540310037023 cho tit ca cac co s& y té trén toan quéc.

nngthanh 1







Chuing t6i xin d& nghi Quy Khach hang duoc tiép tuc cung tng vic xin theo hop déng
thdu v&i sé dang ky méi 540310037023. Kinh mong Quy Khéch hang xem xét chap thuan dé
dam bdo cung Ung lién tuc san phém nay tai Quy Khach hang.

Chung t6i rit mong nhan dugc su hd tro va hop tic ciia Quy Khich hang, hy vong su
hop tac giira Quy Khach hang va Céng Ty C6 Phin Duoc Liéu Trung Uong 2 ngay cang tdt
dep.

Tran trong kinh chao.

TL. TONG GIAM POC
Noi nhén:
- Nhu trén
- Luwu VI,TBV

Ho‘ang Van Phiic

Pinh kém hd so':

+ Gidy phép luu hanh san phim: QLVX-1049-17

+ Quyét dinh gidy phép huu hanh méi: 540310037023

+ Céng bd nha may dat GMP-EU

+ Théng tin k& toa vA mAu nhan d4 duge Bo Y té phé duyét
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Rotarix

BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
o R E&QUAN LY DUQGC Péjc lap - Tu do - Hanh phic
P/ CONG TY NN

co r-an
DUGC LIEY

/Qb-QLD Ha Ngi, ngay 20 thang 03 nam 2023

QUYLET PINH

Vé viéc ban hanh Danh muc 29 vic xin, sinh phim
dugec cip, gia han gidy ding ky luu hanh tai Viét Nam - Dot 46

CUC TRUONG CUC QUAN LY DUGC

Cin cit Ludt Dige s6 105/2016/QH13 ngdy 06/4/2016;

Cdn cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chire ndng, nhiém vu, guyen han va co cdu 16 chire cia Bj Y 1é;

Cdn cir Théong te s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo truéng Bo Y té

quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc;

Cdn cir Quyét dinh so 7868/QD-BYT ngay 28/12/2018 cua Bj truong Bo Y 1
quy dinh chirc ndng, nhi¢m vy, quyén han va co edu 16 chire cia Cuc Quén 1y Duge
thuéc B6 Y ie

Cdn cir két luén ciia Héi dong tie van cap gidy ding ky heu hanh thuée, nguyén
ligu lam thuéc - B Y 1é;

Theo dé nghi ciia Truong phong Ding ky thuée, Cuc Quan by Diroc.

QUYET PINH:

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

1. Danh muc 01 sinh pham dugc cp gidy ding ky luu hanh hiéu Iuc 03 nam -
Dot 46 (Phu luc I kém theo Quyer dinh nay).

2. Danh muc 27 vic xin, sinh phim duoc gia han gidy dang ky luu hanh hiéu
luc 05 nim - Dot 46 (Phu luc I kém theo Quyét dinh nay).

3. Danh muc 01 sinh phim duge gia han gidy dang ky luu hanh hiéu lyc 03 nim
- Dgt 46 (Phu luc 1T kem Iheo Quyét dinh nay).

Piéu 2. Co s& san xuat va co s& dang ky thude ¢6 trach nhiém:

1. San xuat cung cap thudc vao Viét Nam theo dung cac hé so, tai lidu da ding
kyvaiBOY te va phai in s0 ddng ky dugc B4 Y té Viét Nam cip 1én nhan thudc.

2. Chép hanh day di phdp luat cua Viét Nam va cac quy dinh cia B§ Y té vé
san xuét, nhap khiu thudc va lwu hanh thudc tai Viét Nam, néu cé bat ca thay ddi gi
trong qué trinh lwu hanh thudc & nude s& tai va & Viét Nam thi phdi béo cdo ngay cho
Cuc Quan 1y Duge - B4 Y té Viét Nam.

3. Thuc hién viéc cdp nhat tiéu chudn chit luong cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia Bo trué'ng Bo Y té quy dinh vé
chit lugng thube, nguyén liéu lam thubc, Thong tr s6 03/2020/TT-BYT ngay
22/01/2020 cua B trudng By Y té sira d01 bd sung mét sé diéu cua Théng tr
11/2018/TT-BYT quy dinh ve chét lrgng thudc, nguyén liéu lam thude.

4. Cap nhit nhan thudc, t& hucmg dan sir dung thudc theo quy dinh tai Thong tu
s6 01/2018/TT-BYT ngay 18/01/2018 cua B6 truong B Y té quy dinh ghi nhén thudc,
nguyén lidu lam thudc va to hucmg dan sir dung thudc trong th&i han 06 thang ké tir
ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay ddi, bd sung gidy dang ky luu
hanh thubc quy dinh tai Thong tur s6 08/2022/TT-BYT.
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5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
gidy déng ky luu hanh tai Phu lyc II, IIT ¢6 thay (1‘01 vé& néi dung hanh chinh (bao gom
ca mdu nhan, to hucng dan sir dung) phal san xuét (dm vai vdc xin, sinh pham san
xuét trong nuée), nhip khiu (déi vé6i vic xin, sinh phdm nhap khau), lru hanh vdi cac
ndi dung dd dugc phé duyét thay dbi trong hé so ding ky gia han.

6. Phéi hop voi Cac co SOy té dy phong, co s& diéu trj dé thyc hién theo ding
cac quy dinh hig¢n hanh vé thuéc ké don, theo doi an toan, hi¢u qua, tac dung khong
mong muén ctia thuoc trén ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia BS trudéng B Y té quy dinh
viée ding ky luu hanh thube, nguyén liéu 1am thude déi véi cac thube thude Danh muc
ban hanh kém theo Quyét dinh nay.

7. Co s& ding ky thubc phai bao dam duy tri diéu kién hoat dong trong thdi han
hiéu luc cua gidy ding ky luu hanh thude, nguyén liéu lam thude. Trong trurong hop
khéng con dap tmg di diéu kién hoat déng, co s& ding ky phai cé trach nhiém thic
hién thay d6i co sé ding ky theo quy dinh tai Théng tur s6 08/2022/TT-BYT ngiy
05/9/2022 cia B trudng Bo Y té quy dinh viée ding ky luu hanh thudc, nguyén liéu
lam thudc trong thdi han 30 ngay k& tir ngiy co s& dang ky khong con du diéu kién
hoat dong.

8. Co s& dang ky thudc phal bao cao B6 Y té vé cdp nhat tinh trang dap (mg
Thue hanh tot san xuét cla €O 8¢ san Xudt thuoc nguyén liéu 1am thube. Truong hop
co sO san xuit bi thu hdi gidy phép san xuit hoic khéng ddp img Thuc hanh t6t san
xuat thude, nguyén liéu 1am thudc & nude sé tai, co s& phai thue hién viée béo cao
trong thdi han 15 ngay ké tir ngay c6 théng bdo cia co quan quan ly co thdm quyén
nudc s tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh sb 54/2017/ND-CP
ngay 08/5/2017 cha Chinh phi quy dinh chi tiét mot sé diéu va bién phép thi hanh
Luit Duoc.

Piéu 3. Cac thubc dugc gia han gidy dang ky luu hanh tai Phu luc I va Phu luc
11T Quyét dinh nay duoc tlep tuc sir dung s6 dang ky da cép trude khi gia han trong
thoi han t6i da 12 thang ké tir ngay duge cip s6 dang ky gia han theo quy dinh tai Phu
luc VI ban hanh kém theo Théng tur s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Didu 5. Giam dbc S& Y té cac tinh, thanh phé trire thude Trung vong va Gidm
dbc co s& san xuit va co s dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhn: CUC TRUONG
- Nhur Biéu 5; ) X
- By trudng BY'T (dé blc);

- Thir truong D Xuﬁn Tuyen (dé ble);

Cuc Y té GTVT Bo Giao théng van tai; Tong Cuc H
quan - B§ Tai chinh;

- Bao hiém xa hoi Viét Nam; o/ . )
- B6 Y t& Vu PC, Cuc YTDP, Cyc KHCN&DT; Cuyc ii Tuan Cuong
QLKCB, Thanh tra B3, Van phong NRA, Vin phong

HDTYV cip GPKLH thubc, NLLT;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Téng Cong ty Duge VN — CTCP, Cic Céng ty XNK dugc

phém (xem Website Cuc QLD);

- Cac Bénh vién & Vién c6 giuong bénh truc thuéc BYT;

- Cuc QLD: céc phong QLGT, QLKDD, QLCLT, PCTTra,

VP Cuc, Website Cuc QLD;

- Luu: VT, BKT (4b).




(Ban hanh kém theo quyét dinh s6: ..112....../OD-QLD, ngdy 20./03./2023 ctia Cuc Quan Iy Duoc)

Phu luc II

DANH MUC 27 VAC XIN, SINH PHAM PUGQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT46
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1. Co s& diang ky: Cong ty cb phin thweng mai Duoc Hoang Long (Pia chi: So 143 Puong so
174, khu B, An Phu — An Khanh, phuong An Phi, Thanh phé’ Thi Pire, thanh ph.5 Hb6 Chi Minh, Viét
Nam)
1.1. Co s& san xuit: Biotest AG (Pja chi: Landsteinerstrasse 5, 63303 Dreieich, Dirc); Co s& xuit
xudng: Biotest Pharma GmbH (Pja chi: Landsteinerstrasse 5, 63303 Dreieich, Dirc)

1

Pentaglobin

Protein huyét
twong ngudi 50g/1
trong d6 Lml
dung dich ¢o
chira it nhét 95%
Globulin mién
dich,
Immunoglobulin
M (IgM) 6mg,
Immunoglobulin
A (IgA) 6mg,
Immunoglobulin
G (IgG) 38mg.

Dung
dich tiém
truyén
tinh
mach

Hop 110
10ml;
Hop ! lo
50ml;
Hop 119
100ml

TCCS

36

400410035923
(QLSP-0803-
14)

2. Co s& ding ky: Cong ty C5 phin Medcomtech (Dja chi: S6 293 deong Ngé Gia T, phiong Sudi

Hoa, thanh p115 Béic Ninh, tinh Bdc Ninh, Viét Nam)

2.1. Co s& sin xuét: Prothya Biosolutions Netherlands B.V. (Dia chi: Plesmanlaan 125, 1066 CX
Amsterdam, Ha Lan)

2

Albuman

Albumin ngudi
20% (dung dich
bao gom 200g/1
protein toin phan
trong d6 it nhat
95% albumin
ngudi)

Dung
dich tiém
truyén

Hép 01
lox
50ml

TCCS

36

870410036023
(QLSP-0631-
13)
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6.2. Co s& san xuit: Genentech Inc. (Pja chi: 4625 NE Brookwood Parkway, Hillsboro, OR 97124-
9332, My); Co s& déng gobi: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, 4303 Kaiseraugst,
Thuy Sy),; Co sé& san xuét 6ng dung mdi: F. Hoffmann-La Roche Ltd. (Pja chi: Wurmisweg, 4303
Kaiseraugst, Thuy Sy)

9

Herceptin

Trastuzumab
440mg

Bt dong
kho dé
pha dung
dich tiém
truyén

Hop 11o
bdt ddng
kho va l
lo 20 ml
dung

moi pha
tiém

TCCS

48

001410036723
(QLSP-1012-
17)

7. Co s& ding ky: GlaxoSmithKline Pte Ltd (Dia chi: 23, Rochester Park, Singapore 139234,
Singapore)
7.1. Co s& san xuit: GlaxoSmithKline Biologicals (Dja chi: 637 rue des Aulnois, Saint Amand Les
Eaux, F-59230, Phdp); Co s& xuit xwong: GlaxoSmithKline Biologicals SA (Dia chi: Rue de
I'Institut 89, Rixensart, 1330, Bi.)

10

Infanrix
Hexa

Sau khi hoan
nguyén 01 liéu
(0,5ml) chira:
Giai doc td bach
hau > 30IU; Gidi
doc t6 uén van >
40IU; Céc khang
nguyén
Bordetella
pertussis gom giai
doc td ho ga
25mcg va ngung
két t6 héng ciu
dang sgi 25mcg
va Pertactin
8mcg; Khang
nguyén bé mat
virus viém gan B
10mcg; Virus bai
liét typ 1 bét hoat
(ching Mahoney)
40DU; Virus bai
liét typ 2 bét hoat

Bt dong
kho
(Hib) va
hdn dich
(DTPa-
HBV-
IPV) dé
pha hon
dich tiém

Hop
chira 1
bom
tiém
déng sin
DTPa-
HBV-
IPV,11lo
bét dong
khé Hib
va 2 kim

tiém

TCCS

36

300310036823
(QLVX-989-
17)
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STT | Tén thudc | Hoat chit chinh — Dang Quy Tiéu Tudbi S6 dang ky S6
Ham lhrong bao ché cach chuén thg gia han lin
déng géi (thing) | (S6dingky | gia
da cip) han

1) () (&) @ &) © ) 3) &)
(chung MEF-1)
8DU; Virus bai
liét typ 3 bit hoat
(chuing Saukett)
32DU;

Polysaccharide
cua Haemophilus
influenza typ b
10mcg céng hop
véi 25meg gidi
déc td udn van
nhu protein chit
mang

11 | Boostrix Mot liéu Hdn dich | Hop TCES 36 300310036923 1
(0,5ml)chira: Giai | tiém chira 1 (QLVX-HO03-
doc t6 bach hau > bom 1140-19)
21U; Giai dgc t6 tiém
udn vén > 201U; déng sin
Cic khang lidu
nguyen 0,5ml va
Bordetella 2 kim
pertussis gom giai tiém
ddc td ho ga
25mcg va ngung
két t6 hong cu
dang sgi 25mceg
va Pertactin 8mcg

7.2. Co s& sin xuit: GlaxoSmithKline Biologicals S.A (Dia chi: Co so san xuat: Parc de la Noire

‘Epine, Rue Fleming 20, B-1300 Wavre, Bi; Co s& xudt xuomg: Rue de L Institut 89, B-1330 Rixensart,

Bi.)

12 | Rotarix Mbi lidu 1;5ml ‘Hén dich Hép 1! TCCS:| 36 |:540310037023 | 1
chira Rotavirus & udng ongx (QLVX-1049-
ngudi sbng gidm L5l )

‘doc luc, ching Hop I '
RIX4414 >10%° tuyp X
CCIDsq: 1,5ml

13 | Engerix B | Mai lo 0,5ml Hén dich | Hop 1 TCCS 36 540310037123 | 1
chira: Khang tiém lo; Hop (QLVX-0765-
nguyén bé mit 10 lo 13)
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Tel, 84.4.37366483/38464413 - Fax: 84.438234758 42

GIAY PHEP LUU HANH SAN PHAM 41

MARKETING AUTHORIZATION P

S

Tén thubc . Rotarix : 13

Name of Drug: o

Thanh phén chinh, ham lwvgng :  M&i lidu 1,5ml chira: Rotavirus & ngwdi séng giam doc Y

Active Ingredients, Strength: lwe ching RIX4414 2 105° CCIDsp : .

Qui cach déng géi, bao ché : Hop chira 1 6ng x 1,5ml; hdp chiva 1 tuyp x 1,5ml: Hdn + -

Packing Size, Dosage form: dich u6ng L '

Tiéu chuén chét lwong . TCCSs L

Quality Specification:

Han dung . 36thang f g

Sheif- life: ray

$6 giay phép lvu hanh san phim (SPK): QLVX-1049-17 2

Marketing Authorization Number: o
$6 quyét dinh : 464/QD-QLD Ngay cap: 24/10/2017

Approval Decision Number: - Date of Issuance:

Hiéu lwc cla gidy phép ltu hanh san phdm: cé gia tri 05 nadm ké tir ngay cap .
- Expiration Date of this Marketing Authorization:

Tén co s& dang ky :  GlaxoSmithKline Pte. Ltd. <
Namne of Marketing Authonzatron Holder e
Dia chi ' : 150 Beach Road, # 21-00, Gateway West, Singapore - '
Address: 189720 - Singapore vy
Tén co s& san xuét . GlaxoSmithKline Biologicals S.A L
Name of Manufacturer: . ‘*
Dia chi :  Parc de la Noire Epine, Rue Fleming 20, B-1300 g
Address: Wavre - Belgium
Tén co s& xudt xwéng . GlaxoSmithKline Biologicals S.A
Bia chi . Rue de L'institut 89, B-1330 Rixensart, Belgium W
Address. Bl L
.__;- -;)
Ny
it
Ha NGi, ngay 24 théang 10 nsm 2017

KT. CUC TRPONG CYC QUAN LY puoQcC £l
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM, <~

PHO CUC TRUONG
Ghi chu: ate) EPlﬂg GENE RECTOR OFI'EHE DRUG ADMINISTRATION OF vuemm
1- Gidy phép leu hanh san pham nay dugc cép theo ding o
aang ky thubc da dwgc B3 Y té phé duyét.

' oot 5
» = \ e fi
This marketing authonization has been issued in actordance with the dossir f‘r v s 4 i
spproved by the Vietnam Ministry of Health. o ; 4
AL W : PRENY &
3 s } e

2. BAt cir s thay dbi nao vé& ndi dung clia gidy phép phéi @

Cuc Quéan ly dwgc - BY Y té xac nhan. \" ; Q—?ﬁ-‘ 3 '}

Any variations of the contents of the marketing authorization are required to be (, J5; NQUYEN TAT [5) AT - 3. N

adopted by the Drug Administration of Vigtnam. - R
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F :”"’é Ccrqum BO Yt BO Y TE CONG HOA XA HOI CHU NGHIA YART NAM

1 2011

mvomc QUAN LY DUQC Poc lap - Tir do - Hanh phiic

$6:10212 /QLD-CL Ha Noi, ngay 20 thang 11 nam 2023
V/v cong bd két qua dénh gi4 dap img
GMP cua co s san xuét nudc ngodi
(Dot 32)

Kinh gui:
- S& Y té céc tinh, thanh pho truc thudc Trung uong;
- Céc co s& dang ky, san xuat, kinh doanh thuéc nuée ngoai.

Cén cir Nghi dinh 54/2017/ND-CP ngay 08 thang 5 nam 2017 cua Chinh phu
quy dinh chi tiét mot s6 dieu va bién phép thi hanh Luét Dugc;

Cén cir Nghi dinh 155/2018/ND-CP ngay 12 thang 11 nam 2018 cua Chinh
phu stra dbi, bé sung mét s§ quy dinh lién ‘quan dén diéu kién dau tu kinh doanh
thudc pham vi quan ly nha nude ciia BO Y té;

Can cir Thong tu sb 35/2018/TT-BYT ngay 22/11/2018 cia BJ truong BO Y
té quy dinh vé& Thuc hanh tét san xuét thudc, nguyén licu lam thudc;

Cin cir Théng tu sb 12/2022/TT-BYT ngay 21/11/2022 cta B4 truong BO Y
té sira ddi, bd sung va bii béo mot so Diéu cla Théng tu s6 35/2018/TT-BYT ngay
22/11/2018 cia B§ truéng BO Y té quy dinh vé Thue hanh tit sin xuit thudc,
nguyén lidu 1am thudc,

Cuc Quan ly Dugc thong bao:

1. Két qua danh gia d4p tmg thuc hanh tét san xuft ciia co s& san xudt thude,
nguyén liéu 1am thudc tai nuéc ngoai (GMP) - Dot 32 tai:

- Phu luc 1: Danh sdch co s& san xudt thude, nguyén liéu lam thude tai nudc
ngoai dép tmg Thue hanh tét san xuét thudc (GMP) - Dot 32;

- Phu luc 2: Danh sich co s& san xuit thude, nguyén liéu lam thudc tai nude
ngoai ddp img Thuc hanh t6t san xuit thudc (GMP) duge diéu chinh ndi dung da
cong b tir Pot 1 dén Dot 31;

- Phu lyc 3: Danh sach hé so dé nghi danh gia ddp ng GMP ctia céc co s&

san xuit thudc, nguyén liéu lam thudc cin b sung, giai trinh - Pot 32;

Cdac doanh nghiép cén cir ndi dung cin bd sung, giai trinh tai danh sich trén
d& guri van thu bd sung, giai trinh vé& Cuc Quén Iy Duge dé tiép tuc dugc xem xét,
cong bb.

2. Céc Phu luc 1, Phu luc 2, Phu luc 3 trén va Danh sach cép nhat céc co s&
san xuét thudc, nguyén liéu 1am thudc tai nudc ngoai dap tng Thuc hanh t6t san
xuit thudc (GMP) tir Dot 1 dén Dot 32 duge ding tai trén trang thong tin dién tir
ctia Cuc Quan 1y Dugc - http://dav.gov.vn - Muc Thyc hanh tét GXP. Céac danh
sach duge cong bd theo dinh dang PDF va Excel dé céc co sé thuan lgi trong tra
ctru. S& Y té cac tinh, thanh phé truc thude Trung wong, cdc co sdy té cong lap sir
dung cédc danh sach tai Phu luc 1 va Phu luc 2 cda céc dot cong bd dé xét cac goi
thau thudc theo dung quy dinh cda Thong tr 15/2019/TT-BYT cta Bj trudng Bo Y
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té vé huéng din déu thiu thube tai cac co s¢ y té va cic quy dinh cia Luit Pau
thau.

3. Co s& san xudt, dang ky, kinh doanh thudc khi ndp hd so dé nghi danh gia
dap ing GMP cua co s¢ san xudt thuéc, nguyén liéu 1am thudc tai nuéc ngoai theo
quy dinh tai Nghi dinh s& 54/2017/ND-CP, ndp kém thém cic Gidy chimg nhan
GMP, Bio cdo thanh tra theo tiéu chuin EU-GMP, PIC/s-GMP hoic tuong duong
(néu c6) dé duoc dénh gié, cdng b dap (mg céc tiéu chudn nay.

Céc co s san xuét, ding k) kinh doanh thudc da ndp hd so dé nghi ddnh gia
dap tmg GMP cua co s& san xuat thudc, nguyén liéu lam thubc tai nudc ngoai dé
dang ky thudc, nguyén liéu lam thudc hoic dé& phan nhém thudc theo céc tiéu chi
k§ thudt quy dinh trong Thong tu 15/2019/TT-BYT ngay 11/7/2019 cia Bo truéng
B Y té quy dinh viéc ddu thdu thudc tai cic co s& y té cong lap; Thong tu
06/2023/TT-BYT ngay 12/3/2023 ctia Bo trudng Bo Y té sira dbi, bé  sung mot 5O
diéu cia Thong tu 15/2019/TT-BYT ngay 11/7/2019 quy dinh viéc ddu thau thude
tai cac co s& y té cong lap nhung chua dugc cong bd trong dot nay, Cuc Quan ly
Dugc dang tién hanh danh gia va s tiép tuc cong bd trong nhiing dot tiép theo.

Céc co s& san xuét, dang ky, kinh doanh thudc phai ra soat, kip thoi cép nhat
tinh trang ddp img GMP cla co s& sdn xuét thubc, nguyén liéu lam thube nude
ngoai theo diing quy dinh tai diém d, khoan 1 Piéu 100 Nghi dinh sO 54/2017/ND-
CP ngay 08/5/2017; lwu y dbi véi céc co s& san xuét nudc ngoai c6 Gidy chimg
nhdn GMP dugc gia han hiéu luc theo chinh sach trong giai doan dich Covid-19
cua co quan quan ly dugce cac nude.

Cuc Quan ly Duoc thdng bao dé cac don vi biét va thuc hién /.

N‘]’qi]nhg"u KT. CUC TRUONG
- Nhu trén; .

- Cuc truémg Vi Tuén é:cuc‘mg (dé ble); =2 0 CUC TRUONG
- Cuc Quan Y - B§ Quéc phong; O

- Cyc Y t& - B Cong an; 2 ('/

- Cyc Y té GTVT - B$ Giao théng van tai; ] 1 o

- Céc bénh vién truc thudc Bo Y té;

- Website Cyc Quan ly Dugc;
- Phong Dang ky thubc, Quan Iy gi thudc (4é p/hop);
- Lwu: VT, CL.



Phulucl

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

Pot 32
( Kém theo c6ng vin s6 10212 /QLD-CLngdy 50 A1 /23 ctaCuc Qudn ly Dwoc )
Ib | 1D |TENCO'SésAN i PP NGUYEN | GIAYCH, |NoAy "GE'.‘;{ &
STT < | e XUAT PJA CH PHAM VI CHU'NG NHAN TAC GMP NHAN ckp :AN CO QUAN CAP
1 | 2657| AR- |Blosidus 5.A. Av. de los Quiirnes 137 * Thude sén xult vb trimg: dung dich tiém thé tich nhé va thubc 45ng khd (bao g&m c thusc sinh hoc) PIC/S-GMP|CE-2022- ~ - |National Administration
003 {2Ip code B1883FIB), * Thusic khdng vb triing: thube bt pha hdn dich udng {nguyén ligu ¢ ngudn géc sinh hoc). 90378779- a8 8 lof Drugs, Foods and
Bernal Oeste, Quilmes, APN- @ | @ IMedicalDevices
Buencs Alres, Argentina INAME#AN i i {ANMAT), Argentina
MAT -
2 | 2658 AR- |Glenmark Calle 9 No 593, Parque * Thubc vb tring chira ch&t kim t€ bao (cytostatic API): Thudc ddng khé; Dung dich thé tich nhé. PIC/S-GMP|IF-2022- & & National Administration
011 |Generics 5.A. Industrial Pilar, Buenos * Déng gdi: Déng gol thir chp. 04954007 P S  |of Drugs, Foods and
Aires province, Argentina |* Ki€m tra chét lugmg: Vi sinh (Vb triing; khéng vb triing}, Héa hoc/vit Iy APN- i ¥ |Medicai Devices
: DFYGREAN | & | S |(ANMAT), Argentina
] MAT i
3 | 2659| AR- |Glenmark Calle 9 No 593, Parque * Thudc sAn xut vd tring: chira hoat ch&t déc t& bho/Kim t€ bao PIC/S GMP{2023/2120- National Administration
011 [Generics S.A. Industrial {B1629MAX) - Thubic tifm the tich nhé va thé tich kim INAME-008 of Drugs, Foods and
Pilar, Buenos Alres, - Thude déng khé pha titm - w  |Medical Devices
Argentina hofic Calle 9 No |* Déng gol: D6ng géi thir chip. ] S |(ANMAT), Argentina
593, Parque Industrial * Ki€m tra chit kegng: Vi sinh (V5 tring; khdng v tring), Héa hoc/vit by E E
Pilar, Provincla de Buenos g 2
Alres, Republica = =
Argentina.
4 12660| AR- [Glenmark Calle 9 No 593, Parque * Thudc sdn xut vd tring: chira hoat chit ddc t& bdo/kim té bao EU-GMP |sukis256354 State Institute for Drug
011 |Generics S.A. tndustrial (B1629MAX) - ThuBc tiém thé tich nhd 2021 Control- Czech Republic
Pilar, Buenos Alres, - Thuc dong kho pha tiém i
Argentina hojc Calle 9 No |* Béng géi: Déng gdi thir cip. N 8
593, Parque Industrial  |* Kifm tra chit lwomg: Vi sinh (V4 tring; khéng v triing], Héa hoc/vjt iy gl a
Pilar, Provincla de Buenos ~ o
Alres, Repdblica °
Argentina.
5 | 2661| AT- |P&G Health Hbsslgasse (hodc * Xult xudmng thubc vé tring. EU-GMP [INS-480021- Federal Office for Safety
004 [Austria GmbH & |Hoesslgasse) 20, 9800 * Thuc khéng vé triing: vién nang cimg; thude udng dang King; thudc ding ngoai dang léng; vién nén bao phim; vi2n nén bao dudmg; dang bio 102187907 In Health Care, Austria
Co.OG (Téncll:  |Spittal an der Drau fhodc |ché bdn rin; vién nén; thubc cém. 18354537 | i
Merck KGaA &  [Spittal/Drau), Austria * Xuét xurémg thuc khdng v8 tring. (3/10) gl &
Co. Werk Spittal) * Thuse duge lidu. 5 g
* Déng gdl so cip: chc dang bho ché trén khdng bao gdm thuc c8m; bao gbm cd vién nang mém. 3
* Déng gél thir cip,
* Ki€m tra chit lugmg: Vi sinh (khding vd triing); Hoa hoc/Vit iy
6 |2662{ AU- |Ensign 490-500 Wellington road  |* Thudc khbng vé triing: PIC/s-GMP|MI-2022-Li- - & Therapeutic Goods
013 |Laboratories Pty [Mulgrave Vic 3170, + S4n xut thinh phdm: thubc dang ban rin; thudc dang xit, thudc dang xit ¢é 4p Iye; thube dang lbng; (Tuong [02615-1 § g Administration (TGA),
itd Australia + DOng g6i, ddn nhan, xust xudmg: thubc dang rin; thubc bt; thude cSm; vikn nang mem. duong EU- & b |Australia
GMP) g §
Danh sach cor sé&r dép irng GMP Trang1/11 Dot 32




NGAY
STT ::";': lcl-)r TEN %ﬁg SAN PlA cHi PHAM VI CHO'NG NHAN #:‘;EEE“NP GI:; ;: "g;‘: :i—:l CO' QUAN CAP
7 |:2663| ‘BE- |GlaxoSmithKline |Avenue (hojc Rue} * Thufic v tring: EU-GMP |BE/GMP/20 Federal Agency for
010 |Blologlcals SA Fleming 20, Wavre, 1300 | + Thuc sn xuft vé tring: Dung dich thé tich lémn; thuBic ddng khd; dung dich thé tich nhé. 22/095 Medicines and Health
(hodic GSK {hodc B-1300 Wavre, + Thudic tiét triing cufl: Dung dich thé tich idn; dung dich thé tich nhé. Products (FAMHP},
Biologicals, ho§c |hojc 1300 Wavre), * Thufic sinh hoe: thubc mi&n djch; thudc cdng nghé sinh hec. Belgium
GlaxoSmithKline |Belgium. * Dong géi thir cép.
Blologicals) (* Céch ghi khic: * Kiém tra chdt lugng: vl sinh (v tring, khéng vd trimg); Héa hoc/ V3t Iy; sdn phdm sinh hec.
- Parc de la Noire Epine,
Avenue (hodc Rue} ! ]
Fleming 20, Wavre, 1300 ﬁ, 2,
(ho3c B-1300 Wavre, b=} o
holic 1300 Wavre), 7|8
Belglum
- Parc de la Nolre Epine,
20, Avenue (hodc Rue)
Fleming, Wavre, 1300
(hojc B-1300 Wavre,
hodc 1300 Wavre),
Belglum).
8 | 2664| BE- |GlaxoSmithKiine |Rue de I'Institut 89, * Thutic vb trung: EU-GMP |BE/GMP/20 Federal Agency for
011 |Blologleals SA Rixensart, 1330, Belgium + Thusc sdn xuft vo triing: dung dich thé tich lén; dung dich thé tich nhd. 21/1321 - < |Medicines and Health
(GSK Biologicals) + ThuSc tiét triing cubi: dung dich thé tich Iém; dung dich thé tich nhd. 8 8 |Products (FAMHP),
+ XuSt xudrng thudc va tring, by 2  |selgium
* Thudic sinh hoc: thube mikn dich; thubc c8ng nghé sinh hoc. g pos
+ Xu$t xudmg thudc sinh hoc. £
* Ki€m tra chit hrgng: sin phfm sinh hoc.
9 | 2665| CA- |Pharmasclence 100-6111 Avenue * Vién nang cirng; ThuSc bot; Vign nén, vién nén bao phim. Canada- {83036 Regulatory Operations
004 [INC Royalmount Montreal QC |* Déng gél sin phiim: GMP & < |andEnforcement
HA4P 2T4, Canada +Vién nén PMS-Erlotinib (Erlotinib {Erlotinib HCI) 150mg); (twong =4 S |Branch, Health Products
(* C4ch ghi khac: 6111 + Vién nén PMS-Erlotinib (Erlotintb (Erlotinib HCI) 100mg). durong EU- ::',‘ ; Compliance Directorate,
Royalmount Ave 100 GMP) o °o" Canada
Montreal, Quebec °
Canada, H4P 2T4)
10 | 2666} CA- |Pharmasclence 100 Boul de L'industrie,  |* ThuBc vé tring: B§t pha dung dich; Dung djch; H8n dich. Canada- |B3037 Regulatory Operations
016 |inc. Candiac Quebec Canada, |* Thubc khéng vd triing: Vign nang clrng; Vién nén, vién nén bao. GMP -1 3, |andEnforcement
J5R 11 * S&n xust s&n phdm (khong bao gdm déng gdi): ({twrong 8 2. Branch, Health Products
+Vién nén PMS-Erlotinib (Erlotinib [Erlotinib HCI) 1S0mg); duong EU- - = |compliance Directorate,
+ Vién nén PMS-Erlotinib (Erlotinib (Erlotinib HCI) 100mg). GMP) g g Canada
11 | 2667} CH- |F. Hoffmann-La  |Kaiseraugst - Herstellung, |* Sin xust thuBc vé tring: Tuong |GMP-CH- Swiss Agency for
006 |Roche AG Verpackung und Prufung + Thubic s3n xuft vd triing: ThuBc d8ng khd; dung dich thubc tiém thé tich nhé, sin phdm khdc:thudc bt Rocephin, duong EU-|1003202 Therapeutic Products
(Céch viBt khic:  |von Arzneimitteln, + ThuBc tiét triing cui: dung dich thubc tidm thé tich nhé. GMp (Swissmedic)
F. Hoffmann-La  |Wurmisweg, 4303, * S&n xult thubc khdng vb tring: vién nang cung; vién nén.
Roche L1d.,) Kalseraugst, Switzerland | * San xust thu8c sinh hoc: s3n phdm cbng nghd sinh hoc. & &
[* Cich viét khic: * Xust xurdmg 18: thubic v tring, thubc khéng vb tring, thubc sinh hoc. a8 e
Wurmisweg, 4303 (ho3c  |* Ddng gél so cdp: vitn nang cimg; vién nang mém; vién nén. i 4
CH-4303), Kaiseraugst, * Déng gbl thir clp g :‘:
Switzerland) * Kiém tra chit lugng - =

Danh s&ch co si dap (mg GMP
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM '

CUC QUAN LY DUQC Djc lap - Tw do - Hanh phiic
s6 43909/ QLD-DK Hé Ngi, ngay L9 thang f9_nim L®12_

V/v tra b6 sung bg mau nhan thay
ddi cho quy cach dong gbi dang tuyp

Kinh gtri: GlaxoSmithKline Pte Ltd
Pia chi: 23 Rochester Park, Singapore 139234 - Singapore

Cuc Quén Iy Dugc nhén dugc cong van sé 1022-164/DAV-REGU dé
ngay 26/10/2022 cia Cong ty vé vigc de nghi bo sung ndi dung Béng so sanh
thay di t& huéng dén sir dung d6i véi dang tuyp tai cong van 50 5544/QLD-DK
ngay 18/5/2021 cua Cyc Quén ly Dugc vé viéc phé duyét thay d6i dia chi co s&
dang k¥, to huéng dan sir dung cla véc xin Rotarix, SDK: QLVX-1049-17.

Cuc Quén Iy Dugc co y kién nhu sau:

Bang so sanh thay ddi to huéng dén sk dung dbi voi dang tuyp cia véc
xin Rotarix, SPK: QLVX-1049-17 d& dugc phé duyét tai céng vin sb
5544/QLD-DK néu trén dugc dong dau xdc nhén cia Cuc Quan ly Duoc kém
theo ¢dng van nay.

Céac ndi dung khéc tai cdng vén sd 5544/QLD-PK ngay 18/5/2021 cta
Cuc Quan ly Duge khéng thay ddi.

Cuyc Quén ly Dugc thong béo dé& cong ty biét va thyc hién ding cac quy
dinh cia Viét Nam vé luu hanh thude./.

KT.CUC TRUONG
Noi nhin: PHO-CUC TRUONG
- Nhur trén; %

- CT. Vii Tuéin Cudng (d8 blc);
- Luu: VT, BKT (L).



BANG SO SANH

Cich dung

dugce tao béi Rotarix. Do 46, aén tiép tuc cho tré bii me trong thoi gian udng
véc xin.

TO HUONG, ING DU KIEN THAY POL VA TG HUGNG DAN SUDUNG PA PUQC PHE DUYET
DAI DIEN Dang tuyp (tubg) v T i _
Muc TAl THANH BROHDSD di dugc phé duyét C QUAN LY DUUC T& HDSD dir kién thay doi
kWFWy thé dwoc sach-nsens CP Q - i P.#Jﬁn bé sung dugc in diim, béi do
Q oY/ _ @p111) r (IPI 12)
Cic phin lién SF \\J);&"
an trong t& ; .
.g:;éng dﬁf s Rotarix™ TD/BS ngdy .ﬁ&thﬁng A20Em .202p Rotarix
dung (theo ¢0ng VMSP.Q.?.!QLD—DK)
Trangl | Rx FHUOCBAN-THEQ-BGMN ® Rx Rta
otarix otarix
Vic xin phong ngira Rotavirus /M/ Véc xin phong ngira Rotavirus
— THUOC NAY CHi DUNG THEO DON THUOC
DE XA TAM TAY TRE EM. POC KY HUONG DAN SU DUNG
TRU OQ KHI DU\IG‘ . N
: XIN HOI Y KIEN BAC'SY NEU CAN THEM THONG TIN
32. Li‘é“ Bing chimg tir cdc thir nghiém lam sang cho thay viée cho tré bu sra me Bing chimg tir cac thir nghiém 13m sang cho thiy viéc cho tré bi sira me
lugtig va % ; . 4 khéng lam giam kha ning bao vé chong viém da day — rugt do rotavirus
chch diing khéng lam giam kha ning bao vé chéng viém da day — rubt do rotavirus 14 g g

dugc tao bdi Rotarix. Do 46, ¢6 ‘thé tiép tuc cho tré bit me trong thi gian
udng véc xin.

3.3, Chong
chi dinh

Qu4 min véi vac xin hoic bt cir thanh phén t duoc nao dugc liét ké trong
phén Danh sich t& duge.

Qua min sau khi sir dung véc xin rotavirus trude do.

Tién sir bi Iong rudt.

Bénh nhan c¢6 dj tat bim sinh dudng tiéu héa vi 6 thé 12 nguyén nhén din
dén 1ong rudt.

Bénh nhan bj rdi loan mién dich két hop nghiém trong (bénh SCID) (xem

Quz mén véi thanh phan hoat tinh trong vic xin hojc bat cir thanh phan
ta duqc nio dugc liét ké trong phau Danh sach t4 duge.

Qua min sau khi 4 dung vac xin rotavirus trudc dé.

Bénh nhiin c6 tién sir bi 16ng rudt.

Bénh nhén ¢6 di tit bdm smh Sudng tiéu hdéa (nhu 1a tai thira Meckel) vi
c6 thé 12 nguyén nhén dan dén Iéng ruét,

Bénh nhin bi rbi loan mién dich két hop nghiém trong (bénh SCID) (xem

phén Téc dung ghu).

phin Tac dung khéng mong muon)
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3.4. Canh
bao va thin
trong

Pé dam bao thyc hanh t5t 1&m sang trudc khi chung ngira, cin kiém tra tién
sir y khoa (&c biét ti&m ching vic xin truéc 46 va phan ing ngoai ¥ x4y ra)
va thim kham 1am sang.

Hién chua r6 mic 4§ bao vé cua Rotarix chéng lai cic chiing rotavirus trong
céc thir nghiém 14m sang (xem phéan Pic tinh duge luc hoc).

DE dam bao thyc hanh t5t Iim sang trudr khi ching ngira, can kiém tra tién
stry khoa (d%c biét lien quan téi viée ching ngira vic xin tnrée 46 va phan
ing ngoai ¥ ¢6 thé xiy ra) va thdm kham l4m sang.

H1en chua ré mirc 45 bio vé ciua Rotarix chong lai cdc chung rotavirus
ikhdng lru hinh trong cdc thir nghiém 1dm sang (xem phén Dic tinh dugc
Iuc hoc)

3.8. Tac
dung khéng
mong muon

Trong phén tich tong hop tir 17 thir nghiém 14m sang c6 nhoém chung -
placebo bao gdm cic thir nghiém; Rotarix dugc sit dung cung véi céc vic
xin thudmg quy dung cho tré em (xem phén Tuong tic thubc), cic phan img
khéng mong mudn dudi déy (thu thép 31 ngdy sau khi uong ngira) c6 kha
nang lién quan dén sir dung véc xin.

Trong phin tich téng hop tir 17 thir nghiém 14m sing c6 nhém chimg -
placebo bao gbm céc thir nghiém trong &6 Rotarix duge st dung cling véi
céc vac xin thudng quy ding cho tré em (xem phin Tucmg tac thuoc), céc
phan tmg khéng mong mudn dudi ddy (thu thdp 31 ngay sau khi uéng ngua)
c6 kha nang lién quan dén sir dung vic xin.

Tinh an toén trén 1ré dé non

Trong mét thir nghi€m 14m séng, 1.009 tré dwoc sit dung Rotarix dang 4éng
khd hogc placebo (198 tré tir 27-30 tudn tuﬁl va 801 tré tir 31-36 tudn tudi
khi sinh). L:eu dau tién dugc sit dungtu 6 tuin sau khi sinh. Phan tmg khéng
mong mudn nghiém trong dugc thiy & 5,1% ddi tuong sir dung Rotanx 50
sanh véi 6,8% sir dung placebo. Céc phan (mg khéng mong muén khac &
céc 86i tugng st dung Roterix va placebo ciing ¢o ty 1€ tuong ty. Khéng
truémg hop 16ng rudt nao duge bao cao.

THONG BAO CHO BAC S¥ NHONG TAC DUNG KHONG MONG
MUON GAP PHAI KHI SU DUNG VAC XIN.

Tinh an toan trén tré dé non

Trong mét thir nghiém 1am sang, 1.009 tré sioh non dugc st dung Rotarix
dang déng khd hodc placebo (198 tré tir 27-30 tuén tudi va 801 tré tir 31-36
tudn tudi khi sinh). Laeu dAu tién dugc sir dung tlr 6 tuln sau khi sinh. Phan
{mg khong mong mudn nghiém trong duge thiy & 5,1% 46i tuong sir dung
Rotarix so snh véi 6,8% sir dung placebo. Cic phan img khéng mong mubn
khac & céc d6i tugng sir duug Rorarix va placebo cling co ty 1€ tuong tu.
Khéng trudng hop 16ng rudt nao duoc bao cdo.

THONG BAO NGAY CHO BAC SY HOAC DUQC sY NHUNG TAC
DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG VAC XIN.

4.1. Pic
tinh duoe
lre hoc

Hiéu qua bao vé
Trong céc thir nghiém lam sang, higu qua da dugc chimg minh chéng lai
viém da diy-rudt do rotavirus ciia céc ching phd bién nhu G1P([8], G2P[4],
G3P[8], G4P[8] va G9P[8] va cac chung rotavirus khong phé bién nhur
G8P[4] (gay viém da day-ruft nang) va G12P[6] (gdy viém da day-rudt &

bat ky mirc dﬁ) Tat ca cac chung nay deu v hanh trén the gidi.
& rlank a Chau Au My La Tmh

Chau Ph: va Chau A -' d4nh-sit ;.-

_Ifg.u_q_u_q.lm .
Trong céc thir nghiém 14m sang, hiéu qua 83 dugce chimg minh chéng lai

viém da day-rudt do rotavirus ciia cic chung phd bién nhur GlP[S], GZP[4],
G3P[8], G4P[8] va G9P[8] va cédc chung rotavirus khong phé bién nhu
G8P[4] (gay viém da day—ruot ning) va G12P[6] (gdy viém da day-rudt &
bét ky mirc d9). Tht ca cac ching nay déu luu hanh trén thé giéi.

Hu,u qua bao vé cia Rotarix dang d6ng kho chdng lai rotavirus gy
vi¢m da day ruft mic 46 niing va bat k¥ (1«1 dwoe danh gia & Chau Au,
Mg La Tinh, Chéu Phi va Chéu A.

Bano 1 Nghlen citu & Chau Au So heu ket hdp ciia nim 1 tudi va 2

(Rotarix N=2.572: Placebo N=1.302 (§))

Bing 1: Nghién ciru & Chiu Au: S(f; liéu két hop ciia pim 1 tuf:i val
tudi
o (Rotarix N=2.572; Placebo N=1.302 (§))

tudi \vca W_!}/A
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Chiing

GIP[8]

G2P[4]

G3P[3]

G4P[8]

GOP[8]

Chilng vd&i genotype P[8]

Chiing rotavirus Iuu hanh

Bang 2: Nghién ciru & Chau My La Tinh: S6 ligu két hop ciia nim 1

tudi va 2 tudi
(RotarixTM N=7.205; Placebo N=7.081 (

Chiing

Viém da diy ruét do bat ky chiing rotavirus

G1P[8]

G3P[8]

G4P[3]

G9P[8]

Chiing cé genotype P[8]

)

W’V

T Viém da day ruét nang, dugc xéc dinh thy thugc vao dot tiéu chay c6 hojc khéng
¢6 nén mira can nhap vién hodc b nuéc tai cic co sé y té (tidu chudn cia WHO)

Chiing

GIP[8]

G2P[4]

G3P[8]

G4P[8]

GOP[8]

Cic chiing v&i genotype P[8]

Cic ching rotavirus luu hanh

"Bang 2: Nghién ciru & Chau My La Tinh: S6 lidu két hop cita nim 1

tudi va 2 tudi
(RotarixTM N=7.205; Placebo N=7.081 (

Chiing

Viém da day rudt do bét k¥ chiing rotavirus

GIP[8]

G3P[8]

| GAP(8]

GOP[8]

Ciic chiing c6 genotype P[8]

\ Lo/

)]

T Viém da day rudt ndng duoc xac dinh tiy thudc vao dot ti€u chay c6 hofc khong
c6 ndn mita cin nhip vién va/hodc bl nudc tai céc co 56y té (tidu chudn cia

WHO)
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Bang 3: Nghién céru & Chiu Phi: Két qui nghién ciru tong hop & nam
tudi diu tién (RotarixTM N=2.974; Placebo N=1.443 (§))

Chiing

GI1P[8]

G2P[4]
G3P[8]
G8P[4]

GoP[8]
G12P[6]
Ching véi genotype P[4]
Chiing véi genotype P[6]

Chung véi genotype P{8]

Bang 4: Nghién ciru & Chéu A: Higu qua bo v& @én nim 2 tubiva3
tudi (Rotarix N=5.263; Placebo N=5.256 {8)
| Hitu qui dén 2 tudi | Hiéu qui dén 3 tudi
Hiu qua cia vic xin (%) chong lai viém da day - rudt ning do
rotavirus (95% CI)

Bing 3: Nghién cirn & Chiu Phi: Két qua nghién ciru téng hop & ndm
tudi dau tién (RotarixTM N=2.974; Placebo N=1,443 (8§))
Chiing

G1PI8]

G2Pi4]

G3P[8]

G8&P[4]

G9P[3]

G12P[6]
‘Céc ching véi genotype P[4]
Ciic ching v&i genotype P[6]
Cic chiing vé1 genotype P[8]

Bang 4: Nghién ciru & Chiu A: Higu qua bdo vé dén nim 2 tudiva 3
tudi (Rotarix N=5.263; Placebo N=5.256 (§))

Ching Mirc 45 ning’ Mirc 45 niing'
GIP[3] 100,0 100,0
(80,8; 100,0) (84,8; 100,0)
G2P[4] 100,0% 100,0*
(<0; 100,0) (<0; 100,0)
G3P[8] 94,5 95,2
(64.9; 99.9) (70,4; 99.9)
GOP[S] 91,7 91,7
(43.8; 99,8) (43.8; 99.8)
Ching véi 95,8 96,6
genotype P[8] (83,8; 99,5) (87,0; 99,6) n
Ching rotavirus 96,1 96,9 r
hm hanh (85,1; 99 5) (88,3;99,6)

Hi¢u qua caa vie xin (%} chéng lai viém da day - rudt adng do
rotavirus cin nhip vién hoic bt nwéc tai cdc co'sé'y té (95% CIh

| Higu qua dén 2 tusi | Hiéu qua dén 3 tudi
Hiéu qui ciia vic xin (%) chong lai viém da day - rudt niing do
rotavirus (95% CI)
Chiing Mirc @6 ning! Mirc 6 ning'
GIP[8] 100,0 100,0
(80,8; 100,0H (84.5; 100.0)
G2P[4] 100,0* . 100,0%
_ (<0; 100,0) (<0; 100,0)
G3P[8] 94,5 95,2
(64,9; 99.9) (70,4; 99,9
G9P[8] 91,7 91,7
- (43,8; 99.8) (43,8; 99.8)
| ~Tiic chiing voi 95,8 96,6
cenotype P[8] (83,8; 99,5) (87,0; 99.6)
Cic ching 96,1 96,9
rotavirus luu hanh (85,1; 99,5) (88,3; 99.6)
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Chiing rotavirus 94,2 95,5 Hiéu qua ciia vac xin (%) chong lai viém da day — ruot do rotavirus
luu hanh (82,2; 98.8) (86,4; 99,1) cin nhip vién va/hodc bt nude tai cdc cosd'y € (95% CI)
Cic ching 94,2 95,5
Ddp teng mién dich rotavirus luu hanh (82,2; 98,8) (86,4;99,1).

Trong mét nghién ciru 14m sang tién hanh & Chéu Phi, &4p ‘ng mién
dich dugc dinh gia trén 332 tré so sinh ding RotarixTM (N=221)
hodc placebo (N-—l 11) theo liéu trinh 10 va 14 tuéin (2 heu) hozc 6, 10
va 14 tuén (3 lidu). Ty 1& phan trim s6 tré ban dau c6 huyet thanh &m
tinh véi rotavirus (hidu gia khéng thé IgA <20 U/ml (bang phirong
phép ELISA) so v6i hiéu gia khang the IgA khéng rotavirus trong
huyet thanh > 20 U/m! mét théng sau lidu véc xin ho¥c placebo cubi
cung twong img 1a 58,4% va 22,5%.

Swe bai tiét vi rit cd trong vic xin qua phin

Vi riit ¢6 trong véc xin bai tiét qua phén sau khi uéng va kéo dai trung
binh khoang 10 ngﬂy, nhiéu nhat vao ngay thir 7. Da tim thdy cic phén
tir khéng nguyén cua vi ritt phat hién bang ELISA, & khedag 50% miu
phén sau lidu d3u tién va lehedng 4% mau phén sau liu thi 2. Khi
kiém tra s hién dién cla chiing vic xin séng 17% méu phan niy cho
két qua duong tinh,

Bang 5: Hiéu qua ctia Rotarix phong viém da day ruft ning do
rotavirus phai nhép vién:

* (J nhimg déi tuwgng khéng uong di liéu vic xin, higu qua sau mét licu 1a 51 %
(khodng tin cdy 95%: 26; 67).
Anh huonge déntile I& nhép vién § \ﬂ'

SGHI CHU: Nhimg nghién ctru vé sir anh hudng cita vic xin duge thiét
lap mdi lién bhé vé mit théi gian chir khéng phai mbi quan hé nguyén nhan-

Bdp tng mién dich

Trong mot nghién cru 1am sang tién hanh & Chéu Phi, d4p ‘mg mién
dich duoc d4nh gia trén 332 tré so sinh dung Rotarix (N=221) hoic
placebo (N=111) theo liéu trinh 10 va 14 tuin 2 lidu) hoic 6, 10 va
14 tudn (3 liéu). Ty 1é phén tram s tré ban du c6 huyet thanh 4m
tinh véi rotavirus (hleu gia khang thé IgA <20 U/ml (bi’mg phuong
phéap ELISA) so v6i hiéu gis khang thé IgA k.héng rotavirus trong
huyét thanh > 20 U/ml mét théng sau 1idu v&c xin hoic placebo cudi
cling twong ng 14 58,4% (liéu trinh hén hop) va 22,5%.

Sr: bai tiét vi rist co trong vic xin qua phin

Vi rit ¢ trong vac xin bai tiét qua phén sau khi ubng va kéo dai
trung binh khoang 10 ngay, nhiéu nhét vao ngay thir 7. Da tim thy
céc phén tir khang nguyén ciia vi rit phat hién bang ELISA, & 50%
m&u phén sau liéu d4u tién va 4% mau phién sau lidu thir 2. Khi luem
tra su hién dién ctia chiing vic xin séng 17% mau phén nay cho két
qua dwrong tinh.

Bing 5: Hiéu qua ciia Rotarix phong viém da day rudt ning do
rotavirus phai nhap vién:
* O' nhitng doi tgng khong udng i liéu vic xin, higu qua sau mgt lidu la tir 51 %

(khogng tin edy 95%: 26; 67, El Salvador) dén 60% (95% CI: 37:73, Brazil).
huwrong dén ti 16 nhip vién $

§GHI CHU: Nhing nghién ciru vé sy anh hudng cia véc xin ¢é ¥ ngliz
(¢ thiét lap mai lién hé vé mat thoi gian chir khong phai mbi quan hé
nguyén nhan-két qua gitta bénh tit va ching ngira.

ket qua gitta bénh tit va ching ngira.
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5.  DAC
TINH | s pAcC TINH DUGC ¥ 5.  DACTINHDUGQC HOC
DUQC LY
5.4. Thin .
trong d3c | B3q quan trong tit lanh (2°C — 8°C). Khéng dé dong da. Bio quan trong tii lanh (2°C — 8°C). Khéng dé déng da.
biét khi bao | Bag quin nguyén trong kép dé tranh 4nh séng. Bio quén trong bao bi géc dé tranh 4nh séng.
quan

Trang cuéi

Retarix-1a Nhin hiéu thueng-mai-caa GSK group-ofcompanies

Dua trén IPI phién ban 11 (05/07/2016).
ROT LIQT 1612 JRPHLI05072016

Nhin hiéu s§ hitu b hodic cAp phép cho Tap doan GSK
TIEY CHUAN CHAT LUQONG: Nhi sin xuit

Dura trén XPX phién ban 12 (24/16/2017).

ROT LIQT 0219-1P112/24102017.

o
\Ye 119‘/

WA

ol T e BT



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dic 1ap - Ty do - Hanh phic
Sé: 524 /QLD-PK Ha Ngi, ngay AS thdng 5 ném 2021

V/v thay dbi dia chi cong ty ding
ky, t& huéng dan sir dung

Kinh giri:  Glaxo Smith Kline Pte Ltd
Djachi: 23, Rochester Park, Singapore 139234 - Singapore

Cuc Quan ly Dugc nhan duoc hd so s6 363/VXSP ngay 22/ 12/2020 cua
Cong ty vé viée b sung hd so sb 130/TDVXSP ngay 15/05/2019 vé viée thay
{61, b sung d6i véi thuoc da dugc cép gidy dang ky luu hanh.

Cin cir Théng tu sb 32/2018/TT-BYT ngéy 12/11/2018 ctia BY Y té quy
dinh viéc ding ky lwu hanh thudc, nguyén li¢u lam thubc; Thong tr s6
01/2018/TT-BYT ngay 18/01/2018 ctia B§ Y té quy dinh ghi nhian thudc, nguyén
lidu lam thude va t& huéng din str dung thudc;

Cin cir két ludn tai Bién ban thim dinh hé so dang ky thay dbi/bd sung cia
cdng ty, Cuc Quan ly Dugec c6 y kién nhu sau:

Dong y de cong ty dugce thay d6i dia chi cong ty ding ky, t& hudng dan st
dung d6i v6i vic xin Rotarix, sé ding ky QLVX-1049-17. Cu thé:

1. Thay déi dia chi cong ty dang ky thudc:

- Pia chi cong ty ddng ky thubc da dugc phé duyét: 150 Beach Road # 21-
00, Gate Way West, 189720 Singapore;

- Dia chi cdng ty ding ky thudc d& nghj thay dbi: 23, Rochester Park,
Singapore 139234 - Singapore.

2. Thay dbi t& huong dan sir dung.

Bang so sanh néi dung t& huong dén str dung da dugc phé duyét va dé nghl
thay d6i dugc dong déu x4c nhén cua Cuc Quan ly Dugc kém theo Cong van nay.

Ngoai ndi dung duo'c thay ddi trén, tit ca cic ndi dung khic giit nguyén
nhur hé so ding ky thuéc luu tai Cuc Quan ly Dugec.

Cong ty dﬁng ky, nha san xuét phai chju trdch nhiém v& chét lugng, an toan
va hlou qua d6i véi thudc Iuu hanh trén thi trudng va cd trach nhiém thong béo sy
thay ddi ndy dén céc €O quan li€n quan va khédch hang.

Sau 12 thang ké tir ngay ky céng vin nay, cong ty khong dugc nhaP khiu
vic xin trén véi dia chi cdng ty ding ky, t& huéng dan st dung cii ctia thudc.

- Cyc Quan ly Duoc thong bdo d& cong ty biét va thuc hién ding cac quy
dinh ctia Viét Nam v& san xuét va lvu hanh thude./.
Nei nhin: KT. CUC TRUONG

- Nhu trén;
- Cyc trudng (4é b/c); 5 o CUC TRUGN G

- Lwu: VT, DK (Hy).




BANG SO SANH
AAN SU DUNG DU KIEN THAY POI VA TO HUGNG DAN SU DUNG PA PUQC PHE DUYET
Dang 6ng uong (Oral Applicator)

Muc To HDSD di dwoe phé duyét T& HDSD dy Kién thay doi
Phén thay thé duoc gach-nsang Phén b sung dugc in 7, HoT 40
(IPI 10) @PI 11) (il _BO Y TE
Céc phin lién CUC QUAN LY bugc
quan trong to . TM . -
e oo si¥ Rotarix Rotarix | ) A le DUYE'F tpg/
dung ]
Trang1 | Rx THUOC BANTHEO-DON Rx BB syt thing i A2
rang
5 Rotal‘ix , Rﬂtarix (thea wﬂg vsa I ulum umJQI‘D'DK
Vic xin phong ngira Rotavirus . _ Vic xin phong ngira Rotavirus
THUOC NAY CHI DUNG THEO DON THUOC i} i
DE XA TAM TAY TRE EM. bOC KY HUONG DAN SU DUNG
TRUGCKHIDUNG .
KIN HOI Y KIEN BAC SY NEU CAN THEM THONG TIN
A
3'12['1, I;:‘:u Bing chimg tir céc thir nghi¢m lam sing cho thdy viée cho tré bi sita me | Bang chimg tir céc thir nghiém ldm sang cho thay viéc cho tré bi sita me
cécql;ngﬁn khéng lam gidm kha ning bao vé chong viém da day — rudt do rotavirus khéng lam gidm kha nang bao vé chong viém da ddy ~ rudt do rotavirus
. duge tzo boi Rotarix. Do d6, #én tiép tuc cho tré bt mg trong thdi gian uéng | ducc tao boi Rotarix. Do d6, cb thé tiep tye cho tré bl mg trong thoi gian
Cach diing £ L s
vie xin. uong vac xin.
4.3.3.3. Qué mén véi vac xin hodc bat cit thanh phén ta duge nao dugc liét ké trong | Qua man v6i thanh phan hoat tinh trong vic xin hogc bit cir thanh phan
Chéng chi | phén Danh sach ta duge. td dugc nao duge liét ké trong phan Danh sach ta dugc.
dinh Qué man sau khi sir dung vic xin rotavirus trde dé. Qua man sau khi sir dung vic xin rotavirus trudc do.

Tién sit b long rudt.

Benh nhén c6 dj tit bAm sinh dudng tiéu héa vi ¢6 thé 13 nguyén nhén din
dén 16ng rudt.

Bénh nhan bj ri loan mién dich két hop nghiém trong (bénh SCID) (xem
phin Téc dung phu).

Tién st bi Iong rudt.

Bénh nhén c6 dj tat bam sinh dudng tiéu héa vi c6 thé 1 nguyén nhan din
dén léng ruft.

Bénh nhan bi rbi loan mién dich két hop nghiém trong (bénh SCID) (xem

phén T4c dung khéng mong miudn).




3.4. Canh
bao va thiin
trong

Dé dam bio thyc hanh tot 1Am sing tre6e khi ching ngira, cin kiém tra tién
str y khoa (d&c bi¢t tiém chiing vac xin truée d6 va phan iing ngoai y xay ra)
va thim khém lam sing,

Pé dam béo thyc hanh t6t 14m sang trude khi chiing ngu'a, cén kiém tra tién
sir y khoa (dac bit lién quan téi vige ching ngira vic xin trude d6 va phan
{mg ngoai y ¢6 thé xay ra) va thim khdm 1dm s;‘mg

38. Tic
dung khong
meng muon

Trong phén tICh tong hop tir 17 thir nghiém lam sang c¢6 nhém chung -
placebo bao gdm cac thir nghiém; Rofarix dugc sit dung ciing véi céc vic
xin thudng quy dung cho tré em (xem phén Tuong tic thuéc) cdc phan tmng
khong mong muén duéi day (thu thép 31 ngay sau khi ubng ngira) c6 kha
nang lién quan dén sir dung véc xin.

Trong phén tich tdng hop tir 17 thir nghiém 18m sing c6 nhém chimg —
placebo bao gbm céc thir nghiém trong d6 Rotarix dugc sit dung cung véi
cée véc xin thudng quy dung cho tré em (xem phén Twong tic thuoc) cac
phén tmg khéng mong mudn dudi day (thu thép 31 ngay sau khi ubng ngira)
c6 khé nang lién quan dén sir dung vic xin.

Tinh an toan trén iré dé non

Trong mjt thir nghiém 14m sang, 1.009 tré duge sir dung Rotarix dang dong
khd hogc placebo (198 tré tir 27-30 tuln tu61 va 801 tré tir 31-36 tuan tudi
khi sinh). Lléu dAu tién duoc st dung tir 6 tudn sau khi sinh. Phén & tng khéng
mong mudn nghiém trong dugc thdy & 5,1% d6i tugng sir dung Rotanx S0
sanh véi 6,8% sir dung placebo. Céc phan (g khéng mong mudn khéc &
céc d0i tugng sir dung Rotarix va placebo ciing c6 ty 16 twong tyr. Khong
trudmg hgp long rudt ndo duge bao céo.

THONG BAO CHO BAC SY NHOUNG TAC DUNG KHONG MONG
MUON GAP PHAI KHI SU DUNG VAC XIN.

Tinh an todn trén tré dé non

Trong mét thir nghiém 1am sang, 1.009 tré sinh non dugc st dung Rofarix
dang dfmg khd hodc placebo (198 tré tir 27-30 tuln tubi va 801 tré tir 31-36
tudn tudi khi sinh). Lleu dau tién dugc sir dun% tir 6 tudn sau khi sinh. Phan
{mg khéng mong mudn nghiém trong dugc thiy & 5,1% ddi tugng s dung
Rotarix so sénh véi 6,8% sir dung placebo. Céc phan {mg khéng mong mudn
khéc & céc dbi tugng sir dung Rotarix vi pIacebo cling cé ty 1¢ twong ty.
Khéng truéng hop 1ong ruét nao duge béo cdo.

THONG BAO NGAY CHO BAC SY HOAC DUQC SY NHUNG TAC
DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG VAC XIN.

4.1. Pic
tinh dwgre
lre hoc

Hiéu qua bao vé
Trong cac thir nghi¢m 18m sang, hiéu qué da duoc chimg minh chéng lai
viém da day-rudt do rotavirus cia céc ching phd bién nhu G1P[8], G2P[4],
G3P[8], G4P[8] va GIP[8] va cac chung rotavirus khéng phd bién nhu
GSP[4] (gﬁy viém da day-rudt niing) va G12P[6] (gdy viém da day-ruft &
bat ky mirc do) Tat cé céc chung néy deu Iuu hanh trén the gidi.
: hank 6‘ Chﬁu Au My La Tmh

Chﬁu Phl va Chﬁu A dé-dénh-o

Hiéu qua bdo vé
Trong céac thir nghiém lam sﬁng, hi¢u qua da duqc chimg minh chéng lai

viém da day-ruét do rotavirus ciia cic ching phd bién nhu GI1P([8], GZP[4]
G3P[8], G4P[8] va G9P[8] va cac ching rotavirus khéng phd bién nhu
G8P[4] (gﬁy viém da day-ruft ning) va G12P[6] (gly viém da day-ruft &
bit ky mirc d6). T4t ca cac ching ndy déu lru hanh trén thé gidi.

llu,u qui bio vq cia Rotarix clz_mg dong kh6 chong lai rotavirus giy
viém dy day rugt mire d§ niing va bat ky di dwrge danh gia & Chau Au,
M La Tinh, Chau Phi v Chau A,

Bﬁng - Ngluen ctru & Chau Au. Su héu ket hqp ciia ndm 1 tuoi va 2

5

tudi
(Rotarix N=2.572; Placebo N=1.302 (§))

Chiing

Bang 1: Nghién ciru & Chau Au: S0 lidu két hep cia nim 1 tudi va 2

tudi
(Rotarix N=2.572; Placebo N=1.302 (§))
Chiing




Chiing

G1P[8]

G2P[4]

G3P[8]

G8P{4]

GIP[8]

G12P[6]

Chiing v&i genotype P[4}

Chiing v&i genotype P[6]

Chung vGi genotype P[8]

Ching

GI1P[8]

G2P[4]

G3P[8]

GS8P[4]

G9P[8]

G12P[6]

Cie ching véi genotype P[4]

Cie ching voi genotype P[6]

Cde chiing voi genotype P[§]

Bang 4: Nghién ciru & Chiu A: Hi¢u qua béo v¢ dén niim 2 tudi va 3
tubi (Rotarix N=5.263; Placebo N=5.256 (§))

| Hidu qua dén 2 tudi |

Hifu qui dén 3 tudi

Bing 4: Nghién ciéru & Chiu A: Hifu qua bao v dén nim 2 tudi va 3

tudi (Rotarix N=5.263; Placebo N=5.256 (§))

Hiéu qua ciia vic xin (%) chong lai viém da day — rudt ning do

rotavirns (95% CI)

| Hiéu qua dén 2 tudi |

Hiéu qua dén 3 tudi

Hiéu qua cia viic xin (%) chong lai viém da day — ruét ning do

Chiing Mirc @6 ning' Mikc d ning' rotavirus (95% CI) _ =
G1P[8] 100,0 100,0 Chiing Mirc d§ ning! Mirc 6 niang'
(80,8; 100,0) (84,8; 100,0) GIP[8] 100,0 100,0
G2P[4] 100,0* 100,0* (80,8; 100,0) (84,8; 100,0)
(<0; 100,0) (<0; 100,0) G2P[4] 100,0* 100,0*
G3P[8] 94,5 95,2 (<0; 100,0) (<0; 100,0)
(64.,9; 99.9) (70,4; 99.9) G3P[8] 94,5 95,2
G9P[8] 91,7 91,7 (64,9; 99.9) (70.4; 99.9)
(43,8; 99.8) (43,8; 99,8) GOP[8] 91,7 91,7
Chiing véi 95,8 96,6 (43,8; 99,8) (43,8; 99,8)
genotype P[8] (83,8; 99,5) (87,0; 99,6) Cite ching voi 95,8 ‘A,l/ 96,6
Chiing rotavirus 96,1 96,9 genotype P[8] (83,8; 99,5} (87,0; 99,6)
Iwu hanh (85,15 99,5) (88,3; 99.6) Céc ching 96,1 96,9
Higu qua clia vic xin (%) chong lai viém da day — ruot néng do rotavirus luu hanh (85, 1 99,5) (88,3; 99.6)
rotavirus cin nhép vién hofic bl nuée tai cdc co'sd y té (95% CI) Hig¢u ‘1“3 ciia véic xin (%) chong lai viém da day — I'“?t do rotavirus
Chiing rotavirus 94.2 95,5 can nhép vién vi/hoic bl nwée tai cic co sé'y té (95% CI)
Iuu hanh (82,2; 98.8) (86.,4; 99,1)

s




Ddp dkng mién dich

Trong mot nghién ciru 14m sang tién hanh & Chéu Phi, d4p tng min
dich dugc danh gia trén 332 tré so sinh dung RotarixTM (N=221)
hoic placebo (N=111) theo liéu trinh 10 va 14 tuén (2 liéu) hoic 6, 10
va 14 tuln (3 liéu). Ty 1& phén trim sb tré ban d4u c6 huyét thanh 4m
tinh véi rotavirus (hiéu gi4 khéng thé IgA <20 U/ml (bing phuong
phap ELISA) so véi hiéu gia khang thé IgA khang rotavirus trong
huyét thanh > 20 U/ml mét thang sau liéu vic xin hodc placebo cubi
cung tuong ng 1a 58,4% va 22,5%.

S bai tiét vi rit cd trong vic xin qua phén

Vi it ¢6 trong véc xin bai tiét qua phén sau khi ubng va kéo dai trung
binh khoang 10 ngé,y, nhiéu nhat vao ngdy thir 7. Da tim théy c4c phan
tir khang nguyen cua vi rit phat hién bang ELISA, & khedag 50% miu
phén sau liéu dAu tién va kheéng 4% miu phan sau liéu thir 2. Khi
kiém tra su hién dién ctia ching véc xin séng 17% mau phan nay cho
két qua duong tinh.

Bang 5: Hi¢u qua cia Rotarix phong viém da day rut ning do
rotavirus phdi nhéap vién:

* O nhitng d6i ugng khong udng di lidu vic xin, hiéu qua sau mot liéu 1a 51 %
(khodng tin cﬁy 95%: 26; 67).
Anh hwéng dén ti I8 nhip vién

§LU‘U Y: Nhirng nghién ciru v& sy anh hudng cua vic xin duee thiét lap
mdi lién hé vé miit thdi gian chir khng phai méi quan hé nguyén nhén-két
qua giira bénh tt va ching ngra.

94,2
(82,2; 98.8)

95,5
(86,4; 99.1)

Cic ching
rotavirus luu hanh

Ddp sing mién dich

Trong mét nghién ciru ldm sang tién hanh & Chau Phi, d4p img mién
dich duge dénh gid trén 332 tré so sinh ding RotanxTM (N=221)
hodc placebo (N=111) theo ligu trinh 10 va 14 tudn (2 11eu) hogc 6, 10
va 14 tudn (3 lidu). Ty 1é phén trim sb tré ban dAu c6 huyet thanh 4m
tinh véi rotavirus (hiu gia khéng thé IgA <20 U/ml (bang phuong
phép ELISA) so v6i higu gié khang the IgA khéng rotavirus trong
huyét thanh > 20 U/ml mét thang sau liéu véc xin hoic placebo cubi
cling tuong tmg 13 58,4% (liéu trinh hdn hop) va 22,5%. Vh/

Suw bai tiét vi riit cd trong wic xin qua phan
Vi it ¢6 trong véc xin bai tiét qua phén sau khi ubng va kéo dai

trung binh khoang 10 ngay, nhiéu nhét vao ngdy thir 7. Dd tim thay
céc phén tir khéng nguyén ctia vi rit phéat hién bang ELISA, & 50%
mau phén sau liu déu tién va 4% mﬁu phén sau lidu thir 2. Khi kiém
tra sy hién dién ctia chung véc xin song 17% méu phan nay cho két
qua duong tinh.

Béng 5: Hiéu qua ciia Rotarix phing viém da day rudt niing do
rotavirus phdi nhip vién:

* O’ nhitng déi tuwgng khéng ucfng it liéu vic xin, hiéu qua sau mgt liulatir51 %
(khoang tin cay 95%: 26; 67, El Salvador) dén 60% (95% CI: 37;75, Brazil).

Anh hudng dén & Ig nhdp vién ®

§LU‘U Y: Nhu‘ng nghién ctru vé sir anh hudng cia vic x:n ¢6 'y nghia dé
thiét lﬁp mébi lién hé vé& mit thai gian chir khong phai moi quan hé nguyén
nhén-két qua gitra bénh tét va ching ngira.




5.  DAC

TINH |5 pAcC TINHDUGC L¥ 5.  PAC TINH DUQC HQC
DUQC LY
5.4. Than
trong _d‘?‘f Béo quén trong tit lanh (2°C — 8°C). Khéng dé dong d4. Bao quan trong ti lanh (2°C — 8°C). Khéng dé dong da.
bigt khi bdo | Bas quin nguyén trong hép dé tranh anh sang. Béo quén trong bao bi gée @& tranh 4nh sang.
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Duya trén TPI phién ban 10 (05/07/2016).
ROT LIQOA 16+2-1PH6/05072016

Nhan hiéu s& hitu béi hoiic cip phép cho Tap doin GSK
TIEU CHUAN CHAT LUQNG: Nha sin xufit

Dura trén IPI phién ban 11 (24/10/2017).

ROT LIQOA 6219-1P111/24162017.
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