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BAO CAO PANH GIA POI VOI VAC XIN
Tén thwong mai ciia vic xin: GCFlu Quadrivalent Pre-filled syringe inj.
Tén chung: Véc xin cim mua t& gia

So giay dang ky lru hanh tai Viét Nam VX3-1229- 21 GDKLH duworc cip
theo quyét dinh cAp sb diing ky s6 371/QP-QLD, cip ngay 18/06/2021

Dot 41

Béo cao danh gia da dugc Cuc Quan Iy Dugc — Bo Y té thong qua va khong bao
gdm tat ca cac thong tin lién quan dén bao mat thuong mai ctia thudc.




Cuc Quan Iy Dwoc OT.DK.15.03

BM.DK.15.03/01

MUC LUC
1. Théng tin chung vé quy trinh tiép nhén va xtr Iy ho so dang ky véc xin
1.1. Théng tin vé ndp hd so dang ky véc xin
1.2. Quy trinh thim dinh hé so ding ky véc xin
2. Théng tin san pham
2.1. Thong tin chung
2.2. Tém tét thong tin lién quan chét luong vic xin
2.3. Tém tét thong tin lién quan dix liéu an toan, hiéu qua cta vac xin
2.4. Cac ndi dung khac (néu co)
2.5. Két luan, danh gia loi ich/ nguy co

2.6. K&t luan cua Hoi dong

N\

X~




Cuc Qudn ly Dwoc OT.DK.15.03

BM.DK.15.03/01

1. THONG TIN CHUNG VE QUY TRINH TIEP NHAN VA XU LY HO SO
DANG KY VAC XIN

1.1. Thong tin chung veé nop hd so ding ky vic xin:

- H6 so vac xin GCFlu Quadrivalent Pre-filled syringe inj. dugc ndp tai
Cuc QLD ngay 23/8/2019, mi hd so NN- 33513,

- Co 50 dang ky: Cong ty Cb phan Y té Ptc Minh (dia chi: S5 51, ngd 205,
ngach 323/83 Xuan Dinh, Bic Tir Liém, Ha Noi, Viét Nam).

- Co s& san xuét: Green Cross Corporation (Pia chi: 40 Sandan-gil,
Hwasun-eup, Hwasun-gun Jeollanam-do, Han Qudc).

- Co s0 dang ky da ndp ddy du hé so dang ky theo qui dinh cta hd so
ACTD, gbm céc phan: Hd so hanh chinh, hd so chat luong, hd so duge 1y, hd so
lam sang.

- Tinh trang cip phép ctia vic xin ¢ cdc nudc (theo két qua thdm dinh cua
tiéu ban hanh chinh): Han Quéc.

1.2. Qua4 trinh xi Iy hd so ding ky vic xin GCFlu Quadrivalent Pre-filled
syringe inj., ma ho so NN-33513:

- Ngay tiép nhén hd so dang ky véc xin ciia Cuc QLD: 23/8/2019.
- S6 1an b sung hd so cta cong ty: 03.

- Ho SO vac xin GCFlu Quadrivalent Pre-filled syringe inj. dugc trinh Hoi
dong tu van cdp GPKLH thuéc, nguyén liéu lam thudc dbi véi véc xin, sinh
pham - Dot hop 41 (ngay hop 30/5/2021).

- Vic xin duge cdp GDKLH: s6 GBKLH VX3-1229-21, theo quyét dinh sb
371/QD-QLD, ngay 18/6/2021 ctia Cuc QLD, hiéu luc 03 nim.

2. THONG TIN SAN PHAM:

2.1. Thong tin chung vé vic xin (tén thuong mai, tén generic, chi dinh,
Ira tudi, chdng chi dinh, lich tiém): trich tir t& huéng dan st dung véc xin da
dugc phé duyét.

- Tén thuong mai: GCFlu Quadrivalent Pre-filled syringe inj.

- Tén chung: Vic xin cim mua tir gia

- Chi dinh: Phong ngtra ciim do virus cim A va virus cim B gdy ra ¢ dbi
tugng tir 6 thang tudi trd 1én.

- Lidu luong, cach dung;

+ Liéu luong: Nén tiém chung moi nam mét lan véi lidu lugng nhu sau:

Tré em tlr 6 thang tudi tré 1€n va nguoi lon: tiém maot lidu 0,5ml

Déi véi tré em dudi 9 tudi chua tiém ching vic xin cim truée dé, nén
dugc tiém phong hai lidu cach nhau it nhét 4 tuan.

Tré em dudi 6 thang: chua xdc dinh dugc sy an toan va hiéu qua cta vic
xin voi tré em dudi 6 thang tudi.

+ Céach dung:

DPuong dung: tiém bap
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Céc vi tri thich hop dé tiém bap la mt trude — bén cua dui (hodc co delta
ciia vung trén canh tay néu khéi luong co biap du) & tré em tir 6 thing dén 35
thang tudi hodc co delta cia cling trén canh tay & tré em tir 36 thang tudi va nguoi
16n.

- Chéng chi dinh:

Kiém tra ddi tuong tiém chung trude khi tiém bing cach thim kham va
kiém tra bénh st cua dbi tuong. Khong tiém vac xin nay néu dbi tuong & mot
trong céc trudong hop dudi day. Tuy nhién, néu nhu da bi nhiém cam va xéac dinh
ring khong c6 nguy co do tiém chung, van ¢6 thé dugc phép tiém phong.

(1) Bénh nhan sbt hodc ngudi bi suy dinh dudng.

(2) Bénh nhan bi roi loan tim mach, 161 loan than hodc bénh gan trong khi
bénh dang trong giai doan cép tinh, hodc trong giai doan hoat dong.

(3) Bénh nhén mic bénh hd hap cap tinh hodc bénh truyén nhiém tich cyc
khac.

(4) Bénh nhan méc bénh thé 4n va trong giai doan dudng bénh.

(5) Ngudi qué man voi cac thanh phan ctia véc xin

(6) Nguoi bi di ing v6i trung, thit ga, moi san phém tur thit ga.

(7) Nguoi bi sét trong vong 2 ngdy hodc c6 triéu chung di ing nhu phat
ban toan than sau tiém tai 1an tiém phong trudc.

(8) Ngudi c6 triéu chimg co giét trong vong 1 ndm trude khi tiém chung.

(9) Nguoi c6 hoi chung Guillain-barre hodc nguoi bi rdi loan than kinh
trong vong 6 tuan ké tir 1an chuing ngira ciim trudc.

(10) Nguoi dugce chan do4n méc bénh suy giam mién dich.

2.2. Tém tit thong tin lién quan chit lwong vic xin (thanh phén cdng
thure, thong tin cac nha san xuét tham gia vao qué trinh san xuét, diéu kién bao
quan, théng tin chung quy trinh san xuat, ...): trich tix ho so ding ky va két qua
thdm dinh cua chuyén gia chét luong.

4 ,

- Céng thirc bao ché cho muia cum béc ban cau 2020-2021): mdi liéu 0,5ml c6

chtra
+ Thanh phéan hoat chit:

| Khang nguyén tinh khiét bat hoat virus caim A HIN1 15 ug
A/Guangdong-Maonan/SWLI1536/2019 CNIC-1909 (HIN1)
Khéang nguyén tinh khiét bat hoat virus cim A H3N2 15 pg
A/Hong Kong/2671/2019 IVR-208 (H3N2)
Khéng nguyén tinh khiét bat hoat virus cum type B 15 ug
B/Washington/02/2019
Khang nguyén tinh khiét bat hoat virus ctim type B 15 ng
B/Phuket/3073/2013

+ Thanh phén ta duogc:
Natri clorid 4 mg
Kali clorid 0.1 mg
Dinatri hydrophosphat dihydrat 0.6 mg
Kali dihydrophosphat 0.1 mg
Nudc cat pha tiém Vira du
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Ghi chi: théng tin ching cim mia dwoc cdp nhdt thuong xuyén theo
khuyén cdo ciia WHO sau khi duwoc cap gidy déng ky luu hanh.

- Dang bao ché: Han dich tiém.

- Quy trinh san xuét: vic xin cim mua bét hoat ¢6 chira céc khang nguyén
duoc phan tach tir virus cim, virus duge nudi cay trong trimg da cé phoi, phén ly
va bt hoat bing formaldehyde.

- Thong tin céc co s san xuét tham gia vao qud trinh san xuét:

+ Co s& san xuét duoc chét:

+ Co s& san xuét thanh phdm: Green Cross Corporation (Dia chi: 40
Sandan-gil, Hwasun-eup, Hwasun-gun, Jeollanam-do, Han Quéc).

- Diéu kién bao quan: 2-8° C. khong dé déng d4, tranh tiép xtic 4nh séng.

- GMP cuia co s& san xuét: duoc cong bd trén trang thong tin dién tr cta
Cuc Quan ly Duoc theo dudng link:
https://dichvucong.dav. gov.vn/DanhSachCoSoSanXuatNuocNgoaiDapUngGMP/i
ndex

2.3. Tom tit thong tin lién quan di¥ liéu an toan, hidu qua ciia vic xin
(trich tir két qua thdm dinh cac nghién ctru 1am sang dugc chuyén gia dugc ly,
lam sang tham dinh va ghi trong bién ban thdm dinh)

2.3.1. Tong quan vé nghién ciru lim sang: ‘

Co6 day du ndi dung tong quan nghién ctru 1am sang theo ho so ACTD.
GCFLU (GC3110A) 1a vac xin tit gié bao gdm 2 chiing ctim typ A va 2 ching typ
B. Vic xin duoc phét trién theo khuyén cdo ctia WHO: vic xin ctm nén bao gém
ca 2 chung B la Yamagata va chiing Victoria, nhu vay s&€ thém 1 ching B so vdi
véc xin cim tam gid dd luu hanh nhiéu nam nay. Thanh phén cta véc xin trong
cac nghién ctru thir nghiém 14m sang bao gdm 4 ching, dugc thay ddi theo tuy
timg nghién ctu dya trén khuyén cdo cia WHO tai thdi diém thir nghiém lam
sang duoc tién hanh. Trong nghién ctru thir nghiém 14m sang pha 3 trén déi tuong
ngudi 16n, cac thanh phan cua vic xin bao gbém:

- A/California/7/2009 Reassortant virus NYMC X-I8I (HINI: 15 mcg
Heamaglutinin (HA)

- A/Texas/50/2012 Reassortant virus NYMC X-223A (H3N2): 15 mcg HA

- B/Massachusetts/02/2012  Reassortant virus NYMIC BX-51B
(Yamagata): 15 mcg HA

- B/Brisbane/60/2008 (Victoria): 15 meg HA

Thanh ph'ém trén duoc phat trién dua trén khuyén cao cua WHO.

Chuong trinh phét trién 1am sang bao gdm cac nghién ciru nhu sau:

- Nghién ctru pha I/II tién hanh trén d6i twong ngudi 16n.

- Nghién ctru pha III: Hai nghién ctru pha III trén tré em, mot nghién ciru
trén nguoi 1én va mot nghién ciru pha II tién hanh trén nguoi gia.

Chuong trinh phét trién 1am sang tudn thi cdc huéng dan sau:

- GCP dugc quy dinh béi Han Quéc.

- Thiét ké nghién clu, d6i tugng nghién ctru, tiéu chi, cac chi s6 danh gia,
tiéu chudn lya chon va céc vén dé khac dugc tuan thir huéng dén ctia FDA US vé
phat trién mot vic xin phong nglra cim mua.
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- Nghién ciru tuan thu céc huéng dan vé nghién ctu khong thua kém.
Trong d6 2 tiéu chi chinh duge chon bién khong thua kém nhu sau:

+ Gi6i han trén cua khoang tin cdy 95% ti 16 cia GMT cua véc xin
chimg/thir khong vuot qua 1,5

+ Gi6i han trén ctia khoang tin cdy hiéu s6 bao vé huyét thanh (ching -
thir) khong vuot qua 10%

2.3.2. Tom tit vé 1Am sang (tom tit nghién ciru 1Am sang cua thube,
nghién ciru vé an toan, hiéu qua):

P4 cung cép hd so ACTD cho ndi dung nay.

Tém tit vé higu qua:

Vic xin dugce danh gia hiéu qua thong qua chi s chinh 1a hiéu qua bao vé

il -

huyét thanh, hiéu gid khang thé ctia timg ching khi so sanh véi vac xin tam gia
@ luu hanh hodic so véi gia duge. Hidu qua dugc dénh gid ¢ cac lua tudi tr 6
thang - 18 tudi, trén 18 tudi dén 65 tudi va trén 65 tubi. Thiét ké nghién ctru dugc
lua chon la ngau nhién, da trung tam, mu do6i (hodc nhan mo) ddi ching véi gia
duoc hodc vic xin tam gia. Két qua hiéu qua nghién ctru duoc trinh bay ¢ muc 3.

Tém tit vé an toan:

Dt liéu vé an toan duogc phéan tich trong tAt ca cac nghién ctru lam sang,
duge chia thanh cic mirc d6 tudi khic nhau. Hau hét cac AE thuge Mic do 1,
hodac Murc do 2. Khong co6 truong hop nao tir vong hoac SAE duoc ghi nhan co
lién quan tdi véc xin trong cac nghién clru pha 3.

2.3.3. Céc bao cao nghién ciru (giai doan I, giai doan 2, giai doan 3, ...)

* Giai doan 1: Da cung cap béo cdo nghién cttu pha I/11.

Muc tiéu: Danh gia an toan, tinh dung nap, tinh sinh mién dich cua
GC3110A khi tiém bép trén ngudi tinh nguyén khoe manh.

Thiét ké: 2 giai doan; Giai doan A (9 ngudi tinh nguyén) nhén mo, giai
doan B (75 NTN) mu déi, don trung tam, doi chimg véi vac xin hoat tinh (giai
doan B)

Chi s6 chinh: An toan, ti 18 chuyén di huyét thanh, ti 1& bao vé huyét thanh
& ngay thir 22.

Chi s6 phu: GMT & ngay thir 22

Liéu luong: 15 mcg HA cho mdi chung virus theo khuyén cdo cua WHO
tai thoi diém tién hanh nghién ctu, lo 0,5 ml.

Két qua:

- Hiéu qua: 47.06% (95% CI: 33.36-60.76) va 45.83 (95% CI: 25.90-
65.77) d6i voi HINI; 39.22% (95%: CI: 25.82-52.62) va 41.67% (95% CI.
21.94- 61.39) d6i v&i H3N2; 25.49%/(95% CI: 13.53-37.45) va 20.83% (95% CIL:
4.59-37.08) dbi v6i Yamagata; 31.37% (95% CI: 18,64-44.11) va 4.17% (95%
CT: 0.11-21.12) dbi véi ching Victoria tuong tmg v6i nhom thube thir va doi
chimg ¢ giai doan B.

- An toan: Khong c6 su khéc biét dang ké vé an toan gifra nhom thude thi
va dbi chimg. Hau hét 12 AE nhe, khong c6 SAE.

* Giai doan 2: D3 cung cAp bao cdo nghién ctru pha I/II nhu trinh bay &
trén.
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* Giai doan 3: C6 nhiéu nghién ctru pha III duoc thuc hién trén cac lta
tudi khéac nhau:

Nghién ciru GC3110A_AD P3:

Muc ti€u: Nghién ctru pha III thuc hién trén 1299 nguoi 16n khée manh (tr
19 tudi cho t6i 65 tudi) so sanh tinh sinh midn dich vé an toan clia véc xin ti gia
GC3110A véi véc xin tam gia Thiét k&: NgAu nhién, mu déi, da trung tdm, so
sanh véi vic xin hoat tinh, khong thua kém véi bién khong thua kém 13 1,5.

Chi s6 chinh: Ti 16 GMT va SCR.

Chi 0 phu: D4nh gia an toan, ti 1§ chuyén d&i huyét thanh ti 1¢ bao vé
huyét thanh

Liéu luong: 15 meg HA cho mdi chiing virus theo khuyén céo ctia WHO
tai thoi diém tién hanh nghién ctru, 1o 0,5 ml.

Ket qua: Dép tmg mién dich v6i do ludng bing trc ché heamaglutinin (HI)
khéng thua kém & timg ching so véi vic xin tam gid da luu hanh (Xem bang
dudi).

95% Cl
sl (Lower, Upper)
cases ) i
Stram HINI GCI110A 639 170.65 (15606, R,%.E\U)
JCFLU Pre-titled syringe ] +GC3 110A (control 43 17471 (159.32, 190.99)
drug)
Rauo({GCFLU Pre-filled syrings inj. -
T +GC3 1 10A ool drug) / GCI110A) we BN
Strain HIN2 GC2 DA 639 124.78 (116,70, 133.41)
E‘LJ'FJLU Pre-filled syringe inj. +GC3110A (control ) 120.21 (11246, 128.49)
3
Ratin{ GCFLL Pre-filled syringe inj. 4 )
GC31 fOz\(cuntrq_Ilgn.!g),' GC3110A) ﬂjb (0.53, 1.06)
Strain B Yaomgata  GCI110A 639 166.60 (10029, 113.32)
GCFLU Pre-filled syringe n). 320 85.33 (7845, 93.24)
Ratio(GCFLU Pre-filled syringe inj. / GC31104) 080 (0.72,089)
Strain B Victoria GC3110A 639 46,50 (43.36, 49.86)
GC3 1 10Aconwrol drug) 323 44.63 (3991, 4857
Ratio (GC3 |1 [Q!\(cnnlrul drugy’ GC3110A) 0.95 ) (0.84, 1.0T)

Clinical non-inferiority limit: 1.5

= GMT: Calculated after vaccination with tse Hlantibody titer corrected before vaccinaticn

Két qua vé SCR: Khong khac biét qua 10% gifta ching va thu (Bang dudi).

Table 11.4.3.1.2-1. Primary efficacy (Immunogenicity) cndpoint Difference in
the SCIR of the HI antibody titer between the study and control
proups(SCRcontrol drug-SCRtestdrug) (PP group)
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= TSCR T 95% CI
No.of cases (Vo) (Lower , Upper|
Strain HINI GC3I110A 3150 (56.18) (52.24 , 60.07)
GCFLU Pre-filled syringe inj+GC3110A control drug 383 (55.56) (55.66, 63.38)
Difference((GCFLU Pre-filled syringe mj, |
HGCS | "-’1:3199"“"‘“4{&1&)) -,,GS'-”‘.lL(_EAJ: | ot ol ahibigha
Strain HAN2 GC3110A 379(55.31) | (55.39, 61.15)
,(-1.:“;:“ Pre-filled syringe inj. +<GC3110A {contral 349 (59.83) l (51.90.59.71)
Difference((GCFLU Pre-filled syringe inj. | |
o +c;c3?§6.}\(wonl:r‘;| dmg)‘:,-cl.',}c.-\l I(?:i] ’ 4 Coimin G, B
Strmin B Yanugata |(GC3110A T 339(53.05) ; T (av.0, shes)
GCFLU Pre-lilled syringe iy, | 118 (36.88) i (31.58.42.42)
l‘lﬂ_’t‘n:r_cqqc((i(l!.l_} Pre-filied syringe in). - GC3110A) | -16.18% | (-22.82, -9.54)
Strain B Victoria | [GC 31 1DA 3275117 | (4722, 55.10)
GC 31 10A(control drug) 167(51.70) | (46,10, 57.27)
Difference (GC3110A(conwrol crug) - GC3110A) 0.53% | (-6.17,723)

Clinical non-inferiority limit: 10%

* SC'R: Seroconversion rate

* Serocenversion:

The HI antibody titer was less than 1:10 prior to investigational product vaccination and 1:40 21 days afler investigational
product vaceination (casc 1)

“The HI antibody titer was more than 1:10 prior o investigational product vaccination and more than four-fold higher 21 days
after investigational product vaccination (Casc 2).

* The 0594 C1 for the SCR was caleulated using the oxact method.

V& mit an toan: Khong c6 trudng hop nao tr vong xay ra trong nghién
ctru. Ti 1 gap SAE & nhom sur dung véc xin nghién ctru 1a 0,93% (6/645), ¢ nhom
dbi chimg 1 1a 1,54 % (5/324), 0% & nhom ddi chung 2, trong do6 khong c6 SAE
nao duoc danh gia 1a lién quan toi thude. Ti 1 gip AE néi chung 6 nhém nghién
cuu la 68,18%, ¢ nhom ddi chung 1 1a 64 %, nhom ddi chimg 2 1a 57,67%. Cac
phan tmg phu thudng gap nhét la phan (mg tai chd tiém, mét moi, dau co, dau
dAu, hau hét & muc nhe. Céc thay d6i vé xét nghiém duge dénh gia 1a khong co y
nghia vé 1am sang.

Nghién ectru GC3110A_C_P3:

Muc tiéu: Nghién ctru pha III thuc hién trén tré em khoe mank} (tr 6 thang

x .

tudi cho t&i < 19 tudi) so sanh tinh sinh mién dich va an todn cua vac xin t gia
GC3110A véi véc xin tam gia.

Thiét ké: Nhan mé (Part 1), don nhanh (Part 1), ngau nhién (part 2), mu
ddi (part 2), c6 ddi chimg.

Chi s6 chinh: Ti 16 chuyén déi huyét thanh (SCR) va chi 1€ bao v¢ vé mit
huyét thanh (SPR) dat tiéu chun FDA: Gi6i han dudi cua 95% CI cua SPR dat
t4i thidu 40%, gi6i han dudi ciia 959% CI cua SCR dat ti thidu 70% tai ngay tht
28. Pinh nghia SCR nhu sau: Hiéu gia khang thé khang HI < 1:10 tai ngay 0 va 2
va > 1:40 tai ngay 28 hodc hiéu gia khéng thé khang HI tang lén it nhét 4 1an déi
v6i truong hop tai ngay 0 16n hon 1:10. SPR duogc dinh nghia la hiéu gia khang
thé khang HI > 1:40 28 ngay sau khi tiém véc xin.

Chi sb phu: GMT, GMR tai ngay thu 28.

Part 1: 15 NTN khée manh, néu sau 7 ngdy khong c6 vAn dé gi nghiém
trong vé an toan s& tiép tuc tién hanh part 2.

Part 2: 528 NTN khoe manh (422 nhém nghién clru, 106 nhom dbi chung).

Liéu lugng: 0.25 ml cho ddi tuong tir 6 thang dén 3 tudi, trén 3 tudi tiém
0,5 ml.

Két qua:

Két qua dap tng mién dich & timg ching dat tiéu chuén FDA US nhu di dé

ra ban dau (xem bang dudi)
8 7}
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Table 2.7.3.3.2.3.1-1 Percentages of Subjects showing Seroconversion and Seroprotection for

HI Antibody afler Injection of Investigational Products (PP)_ Phase 3 Study in Children

: N .
GC3110A GC FLU Prefilled Syringe Inj.
N=418 N=102
o n (%) (95% CI*) n (%) (95% CI®)
Seroconversion  Strain A/HINI 23N56.7)  (515,6L.5) 46(43.1)  (35.2,55.3)
CONFIDENTIAL Page 128 /452

Quadnvalent, inactivated influenza split vaccine(GC311CA ) Green Cross Corporztion
M 2.7 Clinical Summary (V2.0)
Rate (SCR) Spain AHIND 286684} (63.7,72.9) THE96)  (59.7.78.3)
Strain B Yamagata 235(56.2)  (51.3,61.0% 44(43.1) (334,533
Strain B Victonra 219{52.4) (475,513 32(31.4) (225,41.3)
Strain A/HINI 378090.4) (87.2,93%.1) 01(89.2) (81.5,94.5)
Seroprotection  Syqin AZHIN2 357(83.4) (817, 88.0) 36(84.3) (758, 90.8)
Rate
(SPR) Strain B Yamagata 347(83.0)  (79.1,86.8) THT5.5) (660, 83.5)
Stam B Vicwona 32277.0) (72.7,810) Ol58.8) (486,685

V& an toan: Khéng c6 truong hop nao ti vong hodc c6 SAE ¢6 lién quan
t6i vac xin nghién ctru. Tong s AE xay ra ¢ 67,6% & nhém nghién ctu, 56,7% &
nhoém dbi chiing, trong d6 SAE lan luot 14 0,9% va 1 ,0%. Cac phan mg phu chu
yéu 1a dau, sung, do tai vi trf tiém, mét méi, &n lanh, sét, dau dAu. Hau hét céc
phan ting phu déu & muc nhe.

Nghién ctru GC3110A ED_ P3:

Muc tiéu: Nghlen cuu pha III thuc hién trén 274 nguoi gia (> 65 tudi) dé
danh gia tinh sinh mién dich va an toan cua vic xin ti gid GC3110A.

Thiét ke Ngau nhién, nhan mo, da trung tdm.

Chi sb chinh: Ti 1é chuyen ddi huyét thanh (SCR) va chi 1& bao vé vé& mat
huyet thanh (SPR) dat tiéu chudn FDA: Giéi han dudéi ctia 35/9 C1 cua SPR dat
t6i thiéu 30%, gi6i han dudi ctia 95% CI cua SCR dat tdi thidu 60% tai ngay thir
21.

Lidu luorng 0,5 ml cho méi déi tuong.

Két qua: V& hiéu qua, SCR va SPR déu dat theo tiéu chuin ctia FDA US
nhu d3 d8 ra tir dau (bang dudi):
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Table 11.4.1 Primary Immunogenicity Evaluation — Sero

Rate (FAS)
GC3N0A
N=271
n (%) {85% C1)
Strain AHINA Q3IE.5) (30.8, :2‘.;)
(41.7. 53.
Seroconversion Straln AMH3INZ 12!!(4.7.6.) ‘,;1.: ” 4))
Rate (SCR) Strain B Yamagata 10(40.6) (34.7. "-G
Strain B Vicloria 7 71__33(4Q ) H : [43_&9.; Gt
e Strain AHIN1 220(61.2) (76.5, 85 8)
Seroprolection  giyin AHIN2 287(38.5) (97.1.100.0)
i 258(85 2) ©27.97.7)
Siran 8 Yamagata { s
o Sirain B Victofia 254(93 ; {(90.8, 9670

N=Number of FAS popuiation, n=Numbet of subject

V& an toan: Khéng c6 trudng hop nao tir vong hoac SAE dugc bao céo la
c¢6 lién quan t6i véc xin nghién cuu. Ty 1é gip AE 1a 44,5% & nhom vac Xin

nghién ctu, 43,1% la co lién quan toi vac xin. Phan tng phu hay gip bao gbém
dau, sung tai chd tiém, mét moi, 6n lanh, dau dau, dau co. Hau hét cac tac dung
phu & muc nhe.

Nghién ctru GC3110A 1F_P3:

Muc tiéu: Nghién ctru pha III thuc hién trén tré em khoe manh (tir 6 thang
tudi cho téi 3 tudi) danh gia tinh sinh mién dich va an toan cua vac xin tor gia
GC3110A.

Thiét ké: Nhén mé (Part 1), don nhanh (Part 1), ngau nhién (part 2), mu doi
(part 2) O d6i ching.

Chi s& chinh: Ti 16 chuyén ddi huyét thanh (SCR) va chi 1€ bao ve vé mit
huyét thanh (SPR) dat ti€u chudn FDA: Giéi han dudi cia 95% CI cua SPR dat
t41 thidu 40%, giéi han dudi cia 95% CI cua SCR dat t6i thiéu 70% tai ngay thir
28. Pinh nghia SCR nhu sau: Hiéu gia khang thé khang HI < 1:10 tai ngay 0 va>
1:40 tai ngdy 28 hodc hiéu gi4 khang thé khing HI tang Ién it nhét 4 lan d6i véi
trudng hop tai ngay 0 16n hon 1:10. SPR duoc dinh nghia 1a hiéu gia khang thé
HI>1:40 28 ngay sau khi tiém vAc xin.

Chi sé phu: GMT, GMR tai ngay thu 28.

Part 1: 10 NTN khoe manh, néu sau 7 ngay khong co van dé gi nghiém
trong vé an toan s& tiép tuc tién hanh part 2.

Part 2: 197 NTN khée manh (158 nhém nghién ctru, 39 nhom d6i chung).

Liéu luong: 0,25 ml cho ddi tuong tir 6 thang dén 3 tudi, lap lai sau 4 tudn
néu trude do chua duge tiém vac xin cim.

Két qua:

K&t qua dap tmg mién dich & timg ching dat tiéu chuén FDA US nhu da dé
ra ban dau (xem bang dudi)

\99“/
10 4//
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Product Name: GC31104A

snc Seroprolection Ra'e (PPS)

3 - ion Rate
Table 11.1 Primary immunogenicity Evaluation Seroconvors
part 2
— cCaioa GC Fu Pwlﬁlﬂwn
=
GU31I0A adble
ar ' ) e
ﬂ'.] 9% C) ni%) (35% Ci) ni% =
i — — —— e —— .._n ——————————————— o ———————— —————— —--—.—.——---—_1
AN(TE9) a7, 80.
_ i A - S (ROO) (552 100.0) 116 (78.3) (9.8, 82.1) o5 ol
Susa AHING ‘ i e i
Strpin NHINZ g v 552, 10000 120 (789 s = e o
Serocormersin e 7oL {416, 93.4) 111 (7.0 (850, ] v sk
SCR) Yamagsta 93, : ‘ -
i i LRI {55.2, 100.0} 125 (22 (/5.2 88.3) i —
e = ' 00.0 l 172 180.3) {7386, 86.6) 32y (TO.0, B4
_.,wmm s : 3.7.90.1)
gl AFINY 9 (£0.0) 'y . : s N
i AMINT 3 (5000 (5522, 1000) 120 (44.5) (79.2. 80.6} s o
= ~sles amagets 7 (10.0) @16 38.4) 121 (79.6) (132, 48.0 i
. : } 33 ()
= g 8 (80.0) @52, 1W00m 130 [B5.5) (79.8,91.1 It
Sirain B Vicons 5.2,

Vé an toan: - Khong c6 truong hop nao tr vong hodc SAE dugc bdo céo la
¢ lién quan téi véc xin nghién ctru. Phan tng tai chd xay ra 030,6% ¢ nhém vic
xin nghién ctu va 20,5% ¢ nhom ddi chimg, chi yéu ¢ mic do nhe. Phan tng
toan thén xdy ra 33,1% & nhom véc Xin nghién ciru va 25 ,6% & nhom doi chimg.
Céc phan tng chu yeu bao gdm: Dau/sung chd tiém, d6 chd tiém, buon ngu, sdt,

dau co, v mo hoi. Vic xin nghién ctu dugc déanh gia 12 khéng c6 vén dé nghiém
trong vé an toan so voi véc xin tam gia.

2.3.4. Két qua nghién ctru 1am sang tai Viét Nam:

- Gidy chimg nhan nghiém thu nghién ctru thir nghiém 1am sang 50 29/CN-
K2DT ngay 02/12/2020 cua Cuc Khoa hoc cong nghé va Pao tao — Bo Y té
ching nhén viéc hoan thanh va nghiém thu d6i voi nghién ctru:

Nghién ctru bac cau, don nhém, nhan mé, danh gia tinh an toan clia véc xin
cum mua 4 ching GCFlu Quadrivalent Pre-filled syringe inj. do tip doan Green
Cross Han Quéc san xuét trén nguoi Viét Nam tinh nguyén khoe manh.

Két ludn nghiém thu két qua nghién ctu cia Hoi dong dao dirc trong
nghién ctru y sinh hoc quoc gia: Dat yéu cau vé tinh an toan cua san phim nghién
ctru trén lidu, phac dd, dbi tuong str dung duogc dé xuat.

2.4. Cac ndi dung khac (néu cé):

2.5. Két lu@n, danh gia loi ich/nguy co:

Xem chi tiét muc 2.3 néu trén. Chuyén gia dé xuat Hoi déng cap GPKLH
cho viéc xin.

2.6. Két ludn cia Hoi dong tw vin cAp GPKLH vic xin, sinh pham
(Dot 41, hop ngay 30/5/2021):

Pong y cap GPKLH hiéu lyc 03 nim cho vic xin GCFlu Quadrivalent
Pre-filled syringe inj.
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