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BO TAI CHINH CONG HOA XA HOI CHU NGHIA VIET NAM
CUC HAI QUAN Doc 1ap - Ty do - Hanh phuc
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Ve ket qua xac dinh truwdec ma so

CUC TRUONG CUC HAI QUAN

Can cir Ludt Hai quan s6 54/2014/QH13 ngay 23 thang 6 nam 2014;

Can cir Nghi dinh s6 08/2015/ND-CP ngay 21 thang 01 nam 2015 cua
Chinh phu quy dinh chi tiét va bién phap thi hanh Luat Hai quan vé thu tuc hai
quan, kiém tra giam sat, kiém soat hai quan, dugc stra d6i, bd sung tai Nghi dinh
50 167/2025/ND-CP ngay 30 thang 6 nam 2025 cta Chinh phu;

Can cur Thong tu s6 38/2015/TT-BTC ngay 25/3/2015 cua Bo truong Bo
Tai chinh quy dinh vé thu tuc hai quan; kiém tra giam sat hai quan; thué xuat
khau, thué nhap khau va quan ly thué déi voi hang hoa xuat khau, nhap khau,
dugc sira dbi, bd sung tai Thong tu sb 39/2018/TT-BTC ngay 20/4/2018 va
Thong tu s6 121/2025/TT-BTC ngay 18/12/2025 cia Bo truong Bo Tai chinh;

Can ctr Thong tu sé 14/2015/TT-BTC ngay 30 thang 01 ndm 2015 cua Bo
truong B Tai chinh hudng dan vé phan loai hang héa, phan tich dé phan loai
hang héa, phan tich dé kiém tra chat lugng, kiém tra an toan thuc pham, dugc
stra d6i, bo sung tai Thong tu s6 17/2021/TT-BTC ngay 26 thang 02 nam 2021
cua Bo truong B Tai chinh;

Can ¢ Thong tu s6 31/2022/TT-BTC ngay 08 thang 6 nam 2022 cua Bo
truong Bo Tai chinh vé viée ban hanh Danh muc hang héa xuat khau, nhap khéu
Viét Nam;

Trén co s& ho so dé nghi xac dinh truéc ma s6, Pon dé nghi )
AZVNISMM-0134 3326 ngay 26/3/2026 cua Cong ty TNHH AstraZeneca Viét
Nam, ma s6 thué: 0315158696;

Cuc Hai quan thong bao két qua xéc dinh trude ma sb nhu sau:

1. Hang héa dé nghi xac diilh truée ma sé do td chire, ca nhan c_u_qgﬁcép:
| Tén thuong mai: ZD6793 5mg hodc 15mg hodc 45mg hoéc Placebo ‘

Tén goi theo cau tao, cong dung: Kit thude nghién ciru - BO dung cu thu |
nghiém lam sang AZD6793 5Smg hoac 15mg hodc 45mg hodc Placebo dung
trong nghién ctru mu do6i, doi chung véi gia dugc PRESTO (ma sé
_ 1 D7860C00006), coo6 chira AZD6793 (ham lugng 5 mg, hodclS mg, hodc 45 |
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mg) hodc gia dugc (Placebo) tuong tmg.
Ky, mad hiéu, chung loai: Nha san xuét: AstraZeneca AB, Thuy Dién
khong co

2. T6ém tit md ta hang héa dwge xdc dinh trwée mé so: Theo ho so xac dinh
trurde ma so, thong tin mat hang nhu sau:
- Thanh phaén, ciu tao, cong thirc hoa hoc, ham lugng tinh trén trong luong:
Kit thuéc nghién ciru gom 1 lo ¢6 chira 35 vién nén AZD6793 Smg hodc vién
nén AZD6793 15mg hodc vién nén AZD6793 45mg hodc vién nén placebo.
Trong cac nghién ciru mu dbi, ca nguoi tham gia 1an nghién ctru vién/danh gia
vién déu khong biét phan bd diéu trj, muc tiéu la giam thién léch trong do |
luong, diéu tri, va phan tich. Dé dam bao tinh mu cua nghién ciru va duy tri bao
mat danh sach phan bd diéu tri, cac kit thudc s& dugc ma hoa trong qué trinh
dong goi; timg bénh nhan tham gia nghién ciru s& dugc hé thong chi dinh dé
dugc cap phat kit thude nghién ctru theo ma héa cu thé riéng.

Vién nén c6 chira hoat chit AZD6793: Thanh phan gom:

Thanh phan Ham lugng Ham lugng Chirc niing Tiéu
(mg theo vién) (% khéi lrong) chuiin
5 15 45 5 15 45
mg mg mg | mg | mg | mg
Ldi vién
3236793 (hoat 500 | 150 | 450 |2,00% | 6,00% | 18,0% | Hoat chit AZ
Ph Eur
Mannitol 1588 | 1488 | 118,8 | 63,5% | 59,5% | 47,5% | Tadugcdon |  hoac
USP/NF
Ph Eur
Cellulose vi tinh thé 62,5 62,5 62,5 | 25,0% | 25,0% | 25,0% | Ta dugc don hodc
USP/NF
C I Ph Eur
’:.sca"“"’ ¢ 15,0 150 | 150 |6,00% | 6,00% | 6,00% | T4 duocra hoac
sodium USP/NF
Ph Eur
T4 dugc boi
Magnesium stearate | 625 | 625 | 625 |2,50% |2,50% | 2,50% r‘r'g: "1 hote
USP/NF
Silioa ko (Sificon Ta dugce Ph Eur
df . 5 o 250 | 2,50 | 2,50 |1,00% | 1,00% | 1,00% | tron/giam hodic
ion). ma sét USP/NF
o b 250 | osomg | 2% | 100% | 100% | 100% — -
nhan mg mg
Vo vién
Bao phim, nau D 8.75 8.75 8.75 | Khéng | Khéng | Khong Vatlié.u bao | Colorcon
ap ap ap phim

dung dung dung
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| Nuéc tinh khiét [ Khéng | Khéng l Khéng | Khéng | Khing | Khéng Dung méi Ph Eur I
L ap ap dung ap ap ap ap hodc |
dung dung dung dung dung USP/NF ] '
Trong lugng vién nén 258.8 258.8 258.8 | Khong | Khong | Khong Khéng ap Khéng ap
bao phim ap ap ap dung dung
dung | dung | dung | |
() Thanh phan bao phim:
Thanh phin Trong lugng Function Standard
(% weight)
Polyvinyl alcohol 40,0% Chat tao mang Ph Eur / USP-NF
Titanium dioxide 23,8% Chét 1am duc E171 / USP-NF
| Polyethylene glycol (Macrogol) 20,2% Chat hoa déo Ph Eur / USP-NF
Talc 14,8% Chéng dinh Ph Eur / USP-NF
| Tron oxide yellow (Oxit sat vang) 0,900% Tao mau E172 / USP-NF
Iron oxide red (Oxit sit do) 0,220% Tao mau E172 / USP-NF
Iron oxide black (Oxit sit den) 0,060% Tao mau E172 / USP-NF

- Vién nén c6 chira gia dugc (placebo): Thanh phan gom:

i o 5.
Thanh phin B lt.r?'ng oy Chire ning Tiéu chuan
(mg/vién) lrgng
Lai vién -
. 5 - " Ph Eur hoac
~ 0,
! Cellulose vi tinh thé 247,5 mg 99.0% I'a duge don USP/NF
| & Ta dugc boi Ph Eur hoac
toary . =~ 2 0,
Sodium stearyl fumarate .5 mg r 1,00% Py USP/NF
Téng nhan vién | 250 mg i 100% — —
V6 vién @ B _
x . — (100% ;
Hon hgp bao ph a “hat t
R e T ciia lop Chit o Colorcon
nau mang
bao)
Nudc tinh khiét (bj logi | B —— Ph Eur hoac
trong qud trinh san xuat) ung mot USP/NF
Khoi lugng vién da bao | 258.8 mg — — —
|

- Co ché hoat déng, cach thurce st dung;:

+ Co ché hoat dong: AZD6793 1a mot phan tir nho ¢o6 hoat tinh khang
viém rong bang cach Grc ché cac duong truyén tin hiéu lién quan dén nhiéu thu
thé mién dich quan trong trong phan tmg viém cia COPD, bao gém: ST2/IL-

'@ Lép bao phim mau nau chira: Polyvinyl alcohol (40,0% khéi luong),
Titanium dioxide (23,8% khdi lugng), Macrogol/Polyethylene glycol (20,2%),
Talc (14,8% khoi lugng), Oxit sat vang/Ferric oxide (0,900% khdi lugng), Oxit
sit do/Ferric oxide (0,220%), Oxit sit den/Ferrosoferric oxide (0,060%)
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33, IL-1B, IL-18, IL-36 va nhiéu con duong khéc (TLRs) Gia duoc di kém
trong nghién ctru khong c6 hoat chat, do d6 khong ¢6 co ché duge 1y, va chi
dong vai tro kiém soat tinh mu trong nghién ctru mu déi dé tranh sai 1éch trong
qua trinh thu thap va phan tich dir liéu nghién ctru.

+ Cach sir dung: Bénh nhén khi tham gia nghién ciru s& dugc hé thong
toan cau phan ngau nhién vao mét trong 04 (bdn) nhanh diéu tri nghién ciru
theo thiét ké cua dé cuong thor nghiém lam sang PRESTO (mad so
D7860C00006) da dugc Bo Y té phé duyét, bao gdm:

Nhanh 1: str dung vién c6 gia duoc (placebo), udng mdi ngay 1 lan trong
24 tudn

Nhanh 2: st dung vién cé hoat chat AZD6793, ham lugng 5 mg, udng
mdi ngay 1 lan trong 24 tuan

Nhanh 3: sir dung vién cé hoat chat AZD6793, ham lugng 15 mg, ufmg
mdi ngay 1 lan trong 24 tuan

Nhanh 4: sir dung vién c6 hoat chat AZD6793, ham lugng 45 mg, udng
mdi ngay 1 lan trong 24 tudn

Két qua nghién ciru ctia bénh nhan trong cac nhanh diéu tri da duoc ma

hoa s& dugc chuyén vé hé thong dé xir ly dir lidu.
- Thong s6 ky thuat: Lo chira 35 vién nén AZD6793 5Smg hodc 15mg hodc
45mg hodc Placebo. Hinh dang: vién nén bao phim mau be, hinh tron, hai mat
16i (biconvex), khéng c6 ky hiéu. Hinh dang ctia vién chira AZD6793 va chira
placebo hoan toan tuong dong dé bao dam tinh mu déi trong thir nghiém 1am
sang D6 am: nudce tinh khiét duge sir dung trong qua trinh bao ché da dugc loai
bo hoan toan trong qué trinh san xuat.

Anh mat hang do Cong ty cung cdp (nhén mat trieée va nhan mdt bén cia san
pham ZD6793 5mg hodc 15mg hodc 45mg hodc Placebo)




- Quy trinh san xuat:
1. Giai doan 1: Tron kho
+ Muc tiéu: Tao hdn hop bot dong nhét dé chuan bi dap vién
+ Kiém soét trong qua trinh: Kiém tra do dong déu cua hon hop.
2. Giai doan 2: Dap vién

+ Muc tiéu: Tao hinh vién nen dam bao cac vién sau khi san xuét c6 |

hinh dang, kich thudc, trong lugng gidng nhau dé bao dam mu doi

+ Kiém soat: Kiém tra do day vién

+ Kiém tra do ctmg — d¢ dong déu khdi luong

3. Giai doan 3: Bao phim

+ Muc tiéu: Tao l6p bao phim mau be

+ Kiém soat: Dién mao, do df“)ng déu mau, bé mat mjn, khong bong troc.

4. Giai doan 4: Péng goi ban thanh pham

+ Muc tiéu: Duy tri 6n dinh, ngan 4m, ngan nhiém chéo.

5. Giai doan 5: Lam mu

+ Muc tiéu: ap dung hé théng lam mu theo thiét ké cua nghién ctru dé
thanh pham khi phan phéi dén co s& nghién ciru va bénh nhan nghién ctru dam
bao tinh mu theo thiét ké cua dé cuong

+ Kiém soat: tat ca cac lo thuéc déu duge ma hoa bang ma kit riéng 1é, co
56 16 sau khi lam mu va thanh pham déng goi hoan toan gidng nhau.

- Cong dung theo thiét ké: sir dung trong nghién ctru thir thude trén 1am sang

| + Tén nghién clru: “Nghién ciru da trung tam, nhém song song, giai doan
ITTb, ngu nhién, mu doi, dbi chimg gia dugc, 4 nhanh, 24 tuan, dé danh gia

hi¢u qua va an toan cua vién AZD6793 & nhirng nguoi tham gia truong thanh

co bénh phé)i tic ngh&n man tinh tir trung binh dén rat nang (PRESTO) (ma )

NC: D7860C00006)

+ Doi tugng nghién ciru: Nguoi tham gia > 40 tudi tai thoi diém ky chip
thuan tham gia nghién ciru, dugc chan doan chinh 1a COPD tir trung binh dén
' rit nang trong it nhéat 12 thang trude khi thu tuyén, dap img tat ca tiéu chuan
lua chon va khong c6 bat ky tiéu chuan loai trir nao theo dé cuong nghién ciru.

3. Ket qua xac dinh truéc ma s0: Theo thong tin trén Don dc nghi xac dmh
trude ma so, thong tin tai tai li¢u dinh kem hd so, Quyct dinh sb 3025/QD-BYT |
ngay 23/9/2025 ctia Bo Y té vé viéc phé duyét dé cuong nghién ciru thir thude |
| trén 1am sang, mdt hang nhu sau:

Tén thu'orng mai: ZD6793 5mg hodc ISmg hodc 45mg hodc Placebo 7

- Thanh phan, céu tao, cong thie hoa hoc, ham lugng tinh trén trong luorng,
Kit thudc nghién ciru gom 1 lo ¢o chira 35 vién nén AZD6793 Smg hodac
vién nén AZD6793 15mg hodc vién nén AZD6793 45mg hoac vién nén
placebo. Trong cdc nghién ciru mu déi, ca ngudi tham gia 1an nghién cuu |
vién/danh gia vién déu khong biét phan bd diéu tri, muc tiéu 1a giam thién |
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léch trong do luong, diéu tri, va phan tich. Dé dam bao tinh mu cta nghién
ctru va duy tri bao mat danh sach phan bo diéu tri, céc kit thude s& duge ma

héa trong qua trinh déng g6i; timg bénh nhan tham gia nghién ciru sé duoc | |
hé thong chi dinh dé dugc cap phat kit thude nghién ciru theo ma héa cu thé ||

riéng.
- Co ché hoat dong, cach thirc sir dung:

+ Co ché hoat dong: AZD6793 la mgt phan tir nho c6 hoat tinh khang
viém rong bang cach (rc ché cac dudng truyén tin hiéu lién quan dén nhiéu
thu thé mién dich quan trong trong phan mg viém cia COPD, bao gom:

ST2/IL-33, IL-113, IL-18, IL-36 va nhiéu con dudng khac (TLRs) Gia duoc ||
di kém trong nghién ctru khong cé hoat chat, do dé khong c6 co ché dugc 1y, ||
va chi déng vai tro kiém soat tinh mu trong nghién ctiru mu doi dé tranh sai | |

léch trong qua trinh thu thap va phan tich dir liéu nghién ciru.

+ Cach str dung: Bénh nhan khi tham gia nghién ciru s& dugc hé thong |

toan cau phan ngiu nhién vao mét trong 04 (bdn) nhanh diéu tri nghién ctru
theo thiét ké cua dé cuong thir nghiém lam sang PRESTO (ma 56
D7860C00006) da duoc Bo Y té phé duyét, bao gom:

Nhanh 1: sir dung vién c6 gia dugc (placebo), ubng mdi ngay 1 lan
trong 24 tuan

Nhanh 2: sir dung vién c6 hoat chat AZD6793, ham lugng 5 mg, udng |

mdi ngay 1 lan trong 24 tuan

Nhanh 3: str dung vién c6 hoat chat AZD6793, ham lugng 15 mg,
uéng moi ngay 1 1an trong 24 tuan

Nhanh 4: sir dung vién c6 hoat chat AZD6793, ham luong 45 mg,
udng mdi ngay 1 lan trong 24 tuan

Két qua nghién ctru clia bénh nhan trong cac nhanh diéu tri da duoc
ma hoa s& dugc chuyén vé hé thong dé xir ly dir ligu.
- Théng sb k¥ thuat: Lo chia 35 vién nén AZD6793 Smg hodc 15mg hodc
45mg hodc Placebo. Hinh dang: vién nén bao phim mau be, hinh tron, hai
mat 18i (biconvex), khong c6 ky hiéu. Hinh dang ctia vién chita AZD6793 va
chita placebo hoan toan tuong dong dé bao dam tinh mu d6i trong thur
nghiém 1am sang Do am: nude tinh khiét duge sir dung trong qua trinh bao
ché da duoc loai bé hoan toan trong qua trinh san xuét.
- Cong dung theo thiét ké: str dung trong nghién ciru thir thude trén 1am sang

+ Tén nghién ciru: “Nghién ciru da trung tam, nhém song song, giai

doan ITTb, ngdu nhién, mu déi, dbi chimg gia dugc, 4 nhanh, 24 tuan, dé

danh gia hiéu qua va an toan cua vién AZD6793 ¢ nhimg nguoi tham gia
truong thanh c6 bénh phdi tic nghén man tinh tir trung binh dén rat ning
(PRESTO) (ma s6 NC: D7860C00006)

+ P6i tuong nghién ciru: Ngudi tham gia > 40 tudi tai thoi diém ky
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chap thuan tham gia nghién ciru, duge chan dodn chinh la COPD tir trung

binh dén rat ning trong it nhat 12 thang trudc khi thu tuyén, dap tmg tat ca
| tiéu chuan lua chon va khong co bt ky tiéu chuéan loai trir nao theo dé
' cuong nghién ciu. ] - _
' Ky, md hiéu, chung loai: | Nha san xuat: AstraZeneca AB, Thuy

khong co | Dién |
thuoc nhém 30.06 “Cdc mat hang dwoc pham ghi trong Chi giai 4 cua
Chuong nay.”, phan nhém “- Logi khdc:”, ma s6 3006.93.00 “- - Gia dugc
(placebo) va bo dung cu thu nghiém lam sang mu (hoac mu doi) dé sur dung
trong cdc thu nghiém lam sang dugc cong nhdn, dugc dong goi theo liéu
lieong " tai Danh muc hang héa xuét khau, nhap khau Viét Nam./,

Théng bao nay c6 hiéu luc ké tir ngay ban hanh.
Cuc truong Cuc Hai quan thong bao dé Cong ty TNHH AstraZeneca Viét

Nam biét va thuc hién./. o

Noi nhan: TL. CUC TRUONG

- Cong ty TNHH AstraZeneca Vi¢t Nam (lang KT. TRUONG BAN NGH[EP VU THUE HQ
18, Toa nha A&B, s6 76A, Duong Lé Lai, > ? -
Phuong Bén Thanh, Thanh phé H6 Chi Minh); . '
- PCT. Nguyén Thanh Hung (dé bao céo);
- Cac Chi cyc hai quan khu vue (dé thyc hién);
- Chi cuc Kiém dinh hai quan;
- Cong thong tin dién tir Hai quan (Van phong);
- Luu: VT, NVTHQ-PL-Uyén (3b).

™

* Ghi chi: Két qua xdce dinh trude ma sé trén chi cé gid tri sie dung doi vdi 16 chire, cd nhdn da g dé
nghj xdac dinh trudc ma so.
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