/e BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - T do - Hanh phic
Sé: 137  /QP-QLD Ha Néi, ngay 01 thango3nam 2023
QUYET PINH

) Vé viéc ban hanh danh muyc 13 thudc nuée ngoai
dwore cap, gia han giay dang ky lwu hanh tai Viét Nam - Dot 110.3

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Duwoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdau t6 chirc cua Bo Y té;
~ Can cit Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 ciia Bg trucng Bo Y
te quy dinh chirc nang, nhiém vu, quyén han va co cdu 16 chirc cua Cuc Quan Iy
Duoc thuoc Bo Y te;
~ Can cir Thong tu s6 08/2022/TT -BYT ngay 05/09/2022 cua Bo truong Bo Y
te quy dinh viéc dang ky lvu hanh thuoc, nguyén liéu lam thuoc,
Can cir ¥ kién cua Hoi @5ng tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - Bo Y te;
Theo dé nghi ciia Truéng phong Péng ky thuéc - Cuc Qudn Iy Duorc.
QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 13 thudc nudc
ngoai dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 110.3, bao
gom:

1. Danh muc 05 thudc nuéc ngoai duoc cip gidy dang ky luu hanh hiéu
luc 05 nam - Dot 110.3 (tai Phu luc I kem theo).

2. Danh muyc 03 thudc nudc ngoai duge cap gidy ding ky luu hanh hiéu
luc 03 nam - Dot 110.3 (tai Phu luc Il kem theo).

3. Danh muyc 05 thudc nuéc ngoai dugc gia han gidy dang ky luu hanh
hiéu lyc 05 nam - Dot 110.3 (tai Phu luc Il kem theo).

Piéu 2. Co sé san xuit va co sd dang ky thude c6 trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung cac hf) so tai liéu da dang ky
voi BO Y t€ va phai in hodc ddn s6 dang ky dugc BO Y té€ cap 1én nhan thudc.

2. Chap hanh day du phap luat cia nu6c CHXHCN Viét Nam va cac quy
dinh cua Bo Y té ve nhap khau thuodc va luu he‘mh thuoc tai Viét Nam, n€u c6 bat
ctr thay do1 gi trong qua trinh luu hanh thude ¢ nudc so tai va ¢ Viét Nam thi
phai bdo cdo ngay cho Cuc Quan ly Dugc - B§ Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chét lugng cia thubc theo quy dinh



tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong Bo Y té quy
dinh vé chat luong thuoc, nguyén liéu lam thude.

4. Cap nhat nhin thudc va to huéng dan sir dung thudc theo quy dinh tai
Thong tuw 01/2018/TT-BYT ngay 18/01/2018 cua Bo trudng Bo Y té quy dinh
ghi nhin thudc, nguyén liéu 1am thudc va t& hudng dan sir dung thude theo hinh
thirc thay d6i, bo sung gidy dang ky luu hanh thudc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ciia B6 truong BO Y té ddi véi thude chua cap
nhat noi dung nhan thudc, to huéng din sir dung thudc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong B Y té, cu thé nhu sau:

a) Déi voi thude thude danh muyc thude doc va nguyén liéu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B¢ truong B
Y té vé viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thudc: chi
dugc luu hanh sau khi cép nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Thong tu s6 01/2018/TT-BYT.

b) Déi vé6i cac thude khac phai thuc hién viéc cap nhat nay trong thoi han
12 thang ké tir ngay duoc cap giay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thube dugc
gia han glay dang ky luu hanh tai Phy luc III ¢6 thay ddi vé noi dung hanh chinh
(bao gom cd mdu nhan va to hudng dan sie dung) phai nhap khau, luu hanh véi
cac ndi dung da duoc phé duyét thay doi trong ho so dang ky gia han.

6. Phdi hop voi cac co so diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khong mong
mudn cua thude trén nguodi Viét Nam va tong hop, béo céo theo quy dinh tai
Diéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thube ddi véi cac thude
thuoc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky phai dam bao duy tri diéu kién hoat dong cta co s ding
ky trong thoi gian hiéu luc cua gidy dang ky luu hanh thube, nguyén liéu lam
thuc. Trong truong hop khong con dap g du diéu kién hoat dong, co so dang
ky phai ¢6 trach nhiém thyc hién thay doi co s¢ dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B truong BO Y té trong thoi han 30
ngay ké tir ngay co so ding ky khong con du diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao Bo Y té vé cap nhat tinh trang dap
tmg Thuc hanh tot san xuat cuia co SO san xuat thudc, nguyén liéu lam thude.
Truong hop co so san xuat bi thu hoi gidy phép san xuét hodc khéng dap tmg
Thuc hanh tot san xuat thudc, nguyén liéu 1am thudc & nude so tai, co sé phai
thuc hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co
quan quan 1y c6 thim quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot sé diéu va bién phap thi hanh Luét Duoc.

9. Céac thudc duoc gia han gidy dang ky luu hanh tai Phu luc III Quyét



dinh nay dugc tiép tuc st dung sd dang ky da cap trude khi gia han trong thoi
han t6i da 12 thang ké tir ngay duoc cap_ s6 dang ky gia han theo quy dinh tai
Phu luc VI ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Piéu 3. Quyét dinh co hiéu luc ké tir ngdy ky ban hanh.

Picéu 4. Giam ddc S¢' Y té cac tinh, thanh phé tryc thudc trung wong, giam
doc nha san xuat va co s¢ dang ky c6 thuoc tai Pi€u 1 chiu trach nhiém thi hanh
Quyc¢t dinh nay./.

Noi nhin: _——_CUC TRUONG

- Nhu Diéu 4; S o \

- B trudng (dé ble); ! oue 0%

- TTr. P6 Xuén Tuyén (de b/c); (5] otz o 121 M

- Cuc Quan'Y - Bo Quédc phong, Cuc Y té - Bo Cong. N ) -7 —
an; Cuc Y t& GTVT - Bo Giao thong van tai; Tong o e p //

Cuc Hai quan - Bo Tai chinh; ANGH é/:

- Bao hiém Xa hoi Viét Nam,; T - z .

- B Y t: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vil Tuan Cuong

Thanh tra Bo.

-SO'Y té cac tinh, thanh phd truc thudc Trung wong;
- Vién KN thude TU, Vién KN thude TP. HCM;

- Tong Cong ty Duge VN-CTCP; Cac Cong ty XNK
dugc pham;

- Cac Bénh vién & Vién c6 giudong bénh truc thudc
BYT;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).



Phu lucl

DANH MUC 05 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 110.3

....... /OD-QOLD, ngay01../03./2023ciia Cuc Quan Iy Duoc)

(Ban hanh keém theo quyét dinh so: .

) Hoat chit chinh — Dang bao Quy cach Tiéu Tubi tho )
STT Tén thuoc Ham lugng che dong g6i | chuan | (thang) So dang ky
(0] @ (€)) (C)) ®) © ) @®

1. Co sé diang ky: JW Pharmaceutical Corporation (Pja chi: 2477, Nambusunhwan-ro, Seocho-gu,

Seoul, Korea)

1.1. Co sé san xuat: JW Life Science Corporation (Dja chi: 28, Hanjin 1-gil, Songak-eup, Dangjin-si,
Chungcheongnam-do, Korea)

1 JW
Paracetamol
1g/100ml

Paracetamol
1g/100ml

Dung dich
tiém truyén

Thuing chira
20 tai x 100
ml

NSX

24

880100005923

2. Co s¢ dang ky: Pfizer (Thailand) Limited (Dja chi: No. 323 United Center Building, Floors 36th and
37th, Silom Road, §ilom Sub-district, Bang Rak District, Bangkok Metropolis, Thailand)
2.1. Co sé san xuat: Hospira Inc., (Pia chi: Highway 301 North, Rocky Mount, NC 27801, USA)

2 Precedex Dexmedetomidine Dung dich | HopSlox2 NSX 24 001114006023
200mcg/2ml (dudi | dam dac pha ml
dang dung dich
Dexmedetomidine truyén
hydrochloride)

3. Co sé dang ky: Pharmaunity Co., Ltd (Pia chi: 74, Sejong-daero, Jung-gu, Seoul, Korea)

3.1. Co sé san xuit: Dae Han New Pharm Co., Ltd (Dja chi: 66, Jeyakgongdan 1-gil, Hyangnam-eup,
Hwangseong-si, Gyeonggi-do, Korea)

3 Pirimas Inj Piracetam, Mdi 6ng | Dungdich | Hop 106ng | NSX 36 880110006123
5ml chtra Piracetam tiém x 5ml/éng
lg
3.2. Co sé san xuat: Whan In Pharm. Co., Ltd (Dja chi: 50 Gongdan-ro, Anseong-si Gyeonggi-do,
Korea)
4 Dronel Tablet | Risedronate Sodium Vién nén Hop1lvix4 | NSX 36 880110006223
35mg 35mg (dudi dang bao phim vién
Risedronate Sodium
monohydrate
37,07mg)

4. Co s& dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Dia chi: 38 Beach Road, #18-11, South Beach
Tower, Singapore (189767), Singapore)
4.1. Co sé san xuat: Sanofi S.p.a. (Dia chi: S.5. 17 Km 22, 67019 Scoppito (AQ), Italy)

5 Birogogyl Spiramycin 1,5MIU, Vién nén Hop 1 vix NSX 36 800110006323
Metronidazole bao phim 10 vién nén
250mg bao phim
Ghi chu:

1. Cach ghi tiéu chudn chdt luong thudc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y nghia twong dirong

nhau, la tiéu chuan chat luong thuéc do co s6 san xudt xdy dung va déu c6 thé dwoc ghi trén nhan thudc.

- Cdch viét tdt cdc tiéu chudn chat heong dwoc dién: Dugc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duwgc dzen
My (USP), Duge dién Nhét Ban (JP), Duoe dién Trung Quoc (CP), Duoc dién Chdu du (EP), Duoc dién Quoc té

ap)...

2. 86 dang ky tai cot (8) la s6 dang ky dugc cap theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay
05/09/2022 cua B¢ truong Bo Y te quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc.




Phu lucl

DANH SACH CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP (NG GMP

Dot 29
( Kém theo cong vinsé 8346 /QLD-CL ngay 28 /(7 /2023  ctia Cuc Qudn ly Dworc )
stt| 2 |ber TS PIA CHI PHAM VI CHG’'NG NHAN NGUVEN | GIAY CH, |NGAY legrY CO’ QUAN CAP
cc XUAT : : - TACGMP| NHAN | CAP | .
1 |2446| AT- [Sandoz GmbH - Biochemiestrasse (hodc  |* Xu&t xwéng thudc vé trung. EU-GMP [INS-481922- Austrian Federal Office
005 |Betriebsstatte / |BiochemiestraRe) 10, * Xuat xudng thudc cdng nghé sinh hoc. 100971496- for Safety in Health Care
Manufacturing 6250 (or A-6250, or AT- 17550640 ~ <
Site 6250) Kundl, Austria (2/2) S S
Biotechnology g g
—
Drug Substance %' E;I'
Kundl (BT DSK)
(Cach ghi khac:
Sandoz GmbH)
2 | 2447 | BE- |Besins Groot Bijgaardenstraat * Thudc khdng v trung: EU-GMP [BE/GMP/20 Federal Agency for
006 [Manufacturing 128, Drogenbos, 1620, + Dang bao ché ban rén (thudc kem, thudc md, thudc gel) chira hormon; 22/017 ~ " Medicines and Health
Belgium SA Belgium + Chérng nhan xuit xwéng S S |Products, Belgium
o~
(Céch ghi khac: *DPéng goi: S g
~ . A N . ~ . < . -
Besins +Ddng goi cap 1: Vién nang mém chita hormon; Thudc ban ran chira hormon. &b ﬂ
Manufacturing +Ddng gai cap 2. ©
Belgium) * Kiém tra chat lvgng: Héa ly/Vat ly.
3 | 2448 BE- |Laboratoires Avenue Thomas Edison * Thudc khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thubc udng dang 16ng; thubc bdt; vién nén, vién nén bao phim. EU-GMP [BE/GMP/20 Federal Agency for
014 [Pharmaceutiques |32, Thines, 1402, Belgium | + Xuat xwdng thudc khéng vé trung. 22/116 Medicines and Health
Trenker * Pong goi: ] ¥ |Products (FAMHP),
+Ddng g6i so cap: Vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc bdt; vién nén, vién nén bao phim. 8 8 Belgium
+Dong goi thir cap. $ ';
* Kiém tra chat lwgng: Vi sinh (khong vo trung); Héa hoc / Vat ly. 3 S
4 | 2449 CA- |Sanofi Pasteur 1755 Steeles Avenue * Thudc dang hdn dich. Canada- (79640 ~ o Health Products
007 |Limited West, Toronto, Ontario,  |* San phdm cu thé: Han dich tiém Adacel (Vic xin Bach hdu, Udn vén, Ho ga vo bao). GMP S S |Compliance Directorate,
o~ o~
Canada, M2R 3T4 (twong <+ < [Canada
o o
duwong EU- =N o
- i
GMP)
5 | 2450 CA- |Apotex Inc. 150 Signet Drive, Toronto, |San xuat ban thanh pham (khong bao gdm céng doan déng géi) va kiém nghiém: Vién nén, vién nén bao phim, vién nang. Canada- |80653 ~ " Health Products
008 Ontario, M9L 1T9, Canada GMP = S |Compliance Directorate,
(twong ; 2 Health Canada
IS} <]
duong EU- o %
GMP) ~ T
6 | 2451 CA- |Apotex Inc. 4100 Weston road, Doéng gdi va dan nhan: Vién nén, vién nén bao phim, vién nang. Canada- (80654 ~ " Health Products
009 Toronto, Ontario, MOL GMP S S [Compliance Directorate,
2Y6, Canada (twong E 2 Health Canada
o o
duong EU- o0 0
o~ o~
GMP)
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- P & e 1o | NGAY
ID TEN CO’ SO’ SAN ; - A NGUYEN | GIAY CH. |[NGAY =, e
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cAp l:li'; CO' QUAN CAP
40 | 2485| IT- [SanofiS.R.L. (tén |S.S.17 Km 22 - 67019 * ThuSc khdng vé trung: Vién nang mém; Vién nén, vién nén bao phim, vién nén bao dwdng va vién nhai (bao gdm ca thudc chira hormon EU-GMP [IT/123/H/20 Italian Medicines
016 |cli: SanofiS.P.A.) [Scoppito (AQ), Italia Corticosteroid); ban thanh phdm cém. 22 Agency (AIFA)
* Thu6c dugc liéu: vien nang mém; vién nén. ] 0
* Pong goi: g 8.
+Déng gbi so cap: vién nang cirng; vien nang mém; vién nén (thudc chira hormon hodc chat cé hoat tinh hormon); ban thanh pham com. S ”o?
+Déng gai thir cap. S Q
* Kiém tra chat luwgng: Vi sinh (khéng vé trung), Hoa ly.
41 | 2486| IT- [Dompe' Via Campo di Pile (loc. * ThuSc khdng vé trung: Thudc bot, thube cém; EU-GMP (IT/10/H/202 Italian Medicines
072 [Farmaceutici Zona Industriale), 67100  |* Xu&t xudng thudc khdng vo trung. 3 - »  |Asency (AIFA)
S.P.A. L'Aquila (AQ), Italy * Xuat xuwéng thudc cong nghé sinh hoc (thudc san xuét vé trung: dung dich thé tich nhé chira protein/DNA tai t& hop). S =
* Dong goi: g g
+Ddng gdi so cap: Thubc udng dang 16ng; Thudc bot, thude cdm. & &
e — —
+Dong gdi thir cap.
* Kiém tra chét lwgng: Vi sinh (khong vé trung); Héa hoc/Vat ly; Sinh hoc.
42 (2487 JP- |Astellas Pharma [180 Ozumi, Yaizu-shi, * S3n pham: XOSPATA film coated tablet (Gilteritinib fumarate 44,2mg/ Gilteritinib 40mg) Japan- |GMP: 760 o < Ministry of Health,
051 (Inc. Yaizu Shizuoka 425-0072, Japan GMP Bao céo a S [Labour and Welfare
Technology (twong [thanh tra: E :" (MHLW), Japan
- i
Center duong EU- (2230108000 ,5' ,8'
GMP) |709
43 | 2488 KR- [WhanInPharm. |50-Gongdan-ro, Anseong- |Vién nén; vién nén bao phim; vién nén phan tan trong miéng; vién bao duwdng; vién nén gidi phdng kiém soat, vién nén gidi phéng kéo dai, vién PIC/S-GMP|2023-D1- ~ wn» |Gyeongin Regional
005 (Co., Ltd. si, Gyeonggi-do, Korea nén giai phong duy tri; vién nang cirng. 0349 § § Office of Food and Drug
S o |Safety, Korea
o 0
o~ o
44 | 2489| KR- |Korea Pharma 87 Jeyakgongdan 3-gil, * ThuBc udng dang ran: Vién nén (bao gdm: vién nén, vién nén bao dudng, vién nén bao phim, vién nén nhai, vién nén dit am dao, vién néntan | PIC/S-GMP [2022-D1- ~ " Gyeongin Regional
014 |Co., Ltd Hyangnam-eup, trong miéng, vién nén giai phdng kéo dai, vién nén bao tan & rudt); vién nang cirng; thuéc bét. 1549 S S |Office of Food and Drug
Hwaseong-si, Gyeonggi-  |* Thudc udng dang Iéng: dung dich uéng. g g Safety, Korea
v 3 ~ < A . = . . -
do, Republic of Korea * Thudc dung ngoai dang 16ng: Thudc dung ngoai dang dung dich; hon dich (Lotions). ~ &
s . - - i
* Thu6c m&: thude kem.
45 |[2490| KR- [Dae Han New 66 Jeyakgongdan 1-gil, * ThuBc udng dang ran: Vién nén (vién nén khang bao, vién nén bao phim); Vién nang cirng. PIC/S-GMP|2023-D1- Gyeongin Regional
m wmn
033 |Pharm. Co., Ltd.  |Hyangnam-eup, * Thudc tiém: Dung dich tiém truyén; Dung dich tiém; ThuSc bot déng kho pha tiém. 0617 S S |Office of Food and Drug
o~
Hwaseong-si, Gyeonggi- g : Safety, Korea
-
do, Republic of Korea g! %'
46 |2491| KR- [HKinno.N 811 Deokpyeong-ro, * Thudc sinh hoc: Thudc tiém (vac xin, sdn pham tai t6 hop DNA) PIC/S-GMP|2023-D1- " © |Gyeongin Regional
044 |Corporation Majang-myeon, Icheon-si, 0606 § § Office of Food and Drug
Gyeonggi-do, Korea 3 o |safety, Korea
© 0
o —
47 | 2492 KR- [Suheung Co., Ltd. |61 Osongsaengmyeong- |* ThuSc khong vo trung: Vién nang mém; Vién nang cirng. PIC/S-GMP|2023-G1- Daejeon Regional Office
049 ro, Osong-eup, 0636 " © of Food & Drug Safety,
Heungdeok-gu, Cheongju- = S [Ministry of Food & Drug
o~ o~
si, Chungcheongbuk-do, < ~ |Safety, Korea
. o o
Republic of Korea S A
— o~
48 |2493| KR- |Bcworld 77, Sinpyeong-ro, Jijeong- |* ThuSc vo trung: thudc bot pha tiém chira carbapenem. PIC/s-GMP [2023-B1- o n |Seoul Regional Office of
106 |Healthcare Co., |myeon, Wonju-si, * Kiém tra chat lwong: Héa hoc/Vat ly; Vi sinh (khéng vé trung); Vo trung 0100 § § Food & Drug Safety,
Ltd Gangwon-do, republic of @ S |Korea
Korea Q 5

Danh séch co s& dép &rng GMP

Trang 7/ 10

bot 29




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phuc
(B6 phan mot cira) Ngay 30 thang 03 nam 2023
Sb: 2722¢/QLD-GT

PHIEU TIEP NHAN
HO SO KE KHAI/KE KHAI LAI GIA THUOC/THAY POI, BO SUNG THONG TIN
1. Co sé ké khai: CONG TY CO PHAN TAP POAN DUQC PHAM VA THUONG MAI SOHACO
Dia chi: S6 5 Lang Ha, Phuong Thanh Cong, Quan Ba Pinh, Thanh phé Ha Noi, Viét Nam
Dién thoai: 024 7304 6116

2. Loai ké khai gia: Lan dau K@ khai lai
Thudc nude ngoai khi nhap khau |T|

Thudc san xut trong nudc |:|

Thubc dé nghi thay d6i/bd sung thong tin

3. S0 vin ban ké khai/ké khai lai/thay ddi, bo sung: 30-23/KKG-SHC
4. Thong tin thuoc ké khai, ké khai lai:

S6 Nong do, Ham| Quy céch

Tén thudc GPL H/GPNK lu’gfn . déng g6i Co sé san xuit - Nude san xuit
Dronel Tablet 35mg | 880110006223 |35mg Hop 1 vix 4 WHAN IN PHARM. CO., LTD. -
vién Han Quoc
5. Danh muc hd so:
Béng ké khai/ké khai lai gi4 thudc/Van ban dé nghi thay doi, bé sung thong tin
Tai li¢u khéc (Ghi rd):
- Gia mua tai cira khau Viét Nam (gia CIF)
- thuyét minh gia
- Giai trinh
- Gidy phép
Ghi chu:

- Phiéu tiép nhén nay chi c6 gid tri xac nhan co s¢ da tién hanh thu tuc ké khai gia thudc theo quy dinh tai
Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018

- Gia thuoc ké khai, ké khai lai va thong tin thay d6i, bd sung s& duoc cong bd trén trang thong tin dién tir
ctia Bo Y té theo quy dinh.

NGUOI NHAN HO SO

Dang Anh Tu

MA HO SO: 111236/TT57



CONG TY CO PHAN TAP DOAN DUQC PHAM
VA THUONG MAI SOHACO

S4: 30-23/KKG-SHC

V/v bang ké khai gia thuéc nudc ngoai nhap khau vao

Viét Nam

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

Ha N&i, ngay 12 thang 09 nam 2023

BANG KE KHAI GIA THUOC NUOC NGOAI NHAP KHAU VAO VIET NAM
Kinh gtri: Cuc Quan Iy Duoc - BO Y té

Gia ban 1¢

srr | Tén thudc, dangbo |y pae gy pyp, | Nudesin | Sogidy | Donvi |l e e ¢ | GidbaAnbudn | BNy
ché, quy cach déng géi : xuat PKLH/GPNK | tinh : du kién (VND) : (Néu c6)

Risedronate
sodium

Dronel Tablet 35mg, Slasul?g (duoi )

1 |Viénnén, Hop 1 vix 4 R; & 35mg | Han Quoc | 880110006223 | Vién 1,75 USD 55.000

vien 1s§dr0nate
sodium
monohydrate
37,07mg)

Cac tai liéu khac kem theo (néu co):
- Gia mua tai cira khau Viét Nam (gia CIF)
- Giai trinh

- Giay phép

- Chi phi ban hang
- Chi phi quan ly

Pdi véi thude chua co thude cung hoat chét, néng d6, ham luong, dang bao ché trén thi truong Viét Nam, dé nghi cung cép’théng tin vé gia nhap khéu, gia ban budn tai nudc so tai va tai
cac nudc ASEAN trong truong hop c6 ban tai cac nude nay. Truong hop khong ban tai cac nude nay ghi rd thong tin “Thuoc khong ban tai cac nudc ASEAN”




Co s& cam két va chiu trach nhiém truée phép luat vé tinh chinh x4c clia cac thong tin da ké khai.
Ghi chu:

- Ty gia ngoai té: 23860 ddng/1USD ngay 22/03/2023

- Gia nhap khau tinh theo ngoai t€ va ghi rd ty gia ap dung.

- Gia ban budn du kién va gid ban 1€ du kién da bao gom thué gia tri gia tdng va tinh theo VND.
- Bon vi tinh: Tinh theo quy cach dong goi nho nhat.

Pai dién co sé' nhap khiu
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@& whaninPharm. Co. Ltd.

50, Gongdan-ro, Anseong-si
Gyeonggi—do, Republic of KOREA
TEL : +82. 31. 670. 7403

FAX :+82. 31. 675. 4671

Product Name
Manufacturer
Analytical No.
Manufacturing Date
Quantity

Quality Specification

CERTIFICATE OF ANALYSIS

. Drenel Tablet 35mg (Risedronate Sodium 35mg)

* Whan In Pharm. Co., Lid
1 D2308142

108/08 /2023

1 23,865 Boxes

Lot No.

Storage

* In-House

Analysis Date

Expiry Date

P APOTAA
:30/08/ 2023
107 /08 /2026

Store in hermetic container,
protected  from  light and
moisture, at room temperaiure

ORIGINAL|

below 30°C
Test Specification Result Remark
B it ioiri— — Faint yellow oblong film coated tablets ‘F:illnt‘ye\low obl':ong T_\’l’r)nc cgatid —
esc! pt engraved as H35 on Oﬂe Slde [¥=1 911} b UI\H\GV:i\a:D maaururic
The retention time of the major peak of
(G the sample solution corresponds to that _
Identification (HPLC) of the standard solution, as chtained in Ganformed
the Assay
1 : : Whin+98% -
Dissolution {30 min) NLT 80% Average : D9%
Uniformity of dosage unit 5 5 _
(Content uniformity) B A 2w
Assay 95.0 ~ 105.0% 99.7% =
Residual Solvents (Fthanol) NMT 5000ppm 29ppm -
(SakEns Taat Test solution should not be permeaited T _
into a package
We certify that above mentioned product meets the In—House specification.
/

lssue Date : 18 / 09 / 2023

Approved by :

Bonghee Ghang

Head of Quality Unit
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Rx “Thudc nay chi dung theo don thube”

Dronel Tablet 35Smg

(Risedronate Sodium 35 mg)
“Dé xa tam tay tré em”
“Doc ky hudng dan su dung trudc khi dung”

Thanh phén cong thire thude: M3i vién nén chira:

- Thanh phan duwoc chdt:

Risedronate Sodium (dudi dang Risedronate Sodium monohydrate)...... 35 mg

- Thanh phan té dupc: Microcrystalline Cellulose, Povidone (PVP K-30), Lactose

monohydrate, Crospovidone, Magnesium Stearate, Light anhydrous silicic acid, Opadry white

(OY-L-28900), Opadry orange (85F43140), ethanol*, nudc tinh khiét*.

*: bay hoi trong qud trinh san xudt.

Dang bao ché:

Vién nén bao phim

M5 ta vién: Vién nén bao phim hinh thuén, mau vang nhat, 1 mat khic R35

Chi dinh

- Diéu tri lodng xwong sau méan kinh dé giam nguy co giy dot sdng. Piéu trj lodng xuong
sau mén kinh giup giam nguy co gdy xuong hong

- Diéu trj loding xuong & nam gidi ¢6 nguy co gdy xuong cao

Cich dung va liéu dung

Liéu ding:

- Liéu khuyén nghi cho nguoi 16n 1a 1 tudn udng 1 vién chtra 35,0 mg risedronat natri.
Thube nén duge udng vao cing 1 ngay trong tuan.

Cdach dung:

Hép thu Dronel Tablet 35mg bi anh huong bai do dn va céc thirc udng (trir nuée). Do do dé

dam bao sy hdp thu dy du, bénh nhan nén ding nhu sau:

Udng thude it nhat 30 phit trude khi an sang hodc udng thude hay db udng khac (trir nude).

Trong truong hop quén ding thudc: Bénh nhan ubng 1 vién vao ngdy nhd ra theo ding

huéng dan udng thude phia trén. Khong dugc ubng 2 vién trong 1 ngay.

Lueu y khi ding thudc: Thude phai duge nudt nguyén ven. Khong duge ngdm hogc nhai vién.

Pé gitip dua thudc toi da day, udng thube véi lwong nude > 120 ml

Trong vong 30 phut sau khi uéng thube bénh nhan khong nam.

B sung calci va vitamin D ¢6 thé duge xem xét néu ché do an duge danh gia 1a khong cung

cap day du.

Déi twong dic bigt:

- Nguoi cao tudi: Khong can hiéu chinh lidu do sinh kha dung, phan b6 va thai trir & ngudi
cao tudi (> 60 tudi) twong tu véi dbi tuong tré tudi. Didu nay cling dugc théy ¢ bénh nhan
cao tudi hon, 75 tudi va sau man kinh

- Bénh nhéan suy than:

Khong can hiéu chinh lidu & bénh nhan suy than nhe dén trung binh.
V&i bénh nhan suy than ndng (thanh thai creatinin dudi 30 ml/ phut): chdng chi dinh.

- Tréem: 7&
/,




Risedronat natri khong dugc khuyén cédo ding & tré em dudi 18 tudi do thiéu nhiing bao céo
vé an toan va hiéu qua cua thudc trén nhitng ddi tuong nay.

Thoi gian diéu tri khuyén céo t6i wu cua risedronat natri chua duge thiét lap. Can dénh gia
dinh ky dua vao loi ich va nguy co tiém tang cua risedronat natri trén tirng bénh nhan, dic biét
sau khi dung thudc 5 nam trd 1én.

Chéng chi dinh

Khong dung Dronel Tablet 35mg trong cac truong hop sau day:

Mén cam véi risedronat natri hogic bt ky thanh phan nao cua thuéce.
Giam calci mau.

C¢ thai hodc nudi con béng stta me.

Suy than ndng (thanh thai creatinin < 30 ml/phut).

Tré em dudi 18 tudi.

Ciénh b4o va thin trong khi dung thube

Thire in, d6 ubng c6 thé can try su hdp thu Dronel Tablet 35mg. Do dé, phai udng
Dronel Tablet 35mg it nhat 30 phut trudc khi bit ddu an udng (trir nude) bita dau tién
trong ngdy, hoic cch céc bita an it nhat 1a 2 gio, va it nhét 30 phut trude khi nga

Mot sb thude bisphosphonat gy viém loét thuc quan. Do d6 bénh nhan nén chui y tuan
theo huéng din dung thude (xem liéu lugng va cach ding). Trén bénh nhan c6 tién st réi
loan van chuyén thuc quan (vi du chit hep hodc mét kha ning gidn nd), hodc khong thé
gitt tu thé thing dimg duogc it nhdt 30 phat sau khi uéng thude, chi nén ding Dronel
Tablet 35mg v&i mot su than trong dic biét trong mot sb trudng hop 1am sang han ché
trén nhitng bénh nhan nay. Béc si k& don cin nhin manh viéc tuan tha huéng din dung
thude cho nhitng bénh nhén nay.

Nén diéu tri chimg ha calci — mdu trude khi bit diu didu tri véi Dronel Tablet 35mg. Céc
r6i loan khic vé chuyén hoa xwong va chét khoéng (vi du rdi loan chirc nang cén giap,
thiéu vitamin D) cin dugc didu tri dong thoi voi Dronel Tablet 35mg (xem "Céch
dung"). Trén bénh nhan thiéu vitamin D, hodc tuyén can giap c6 vén d&, nén than trong
déc biét khi ding Dronel Tablet 35mg.

Hoai tir xwong ham:

Da xay ra hoai tir xwong ham, thuong lién quan dén nhd rang va / hodc nhiém tring tai
chd (bao gdm viém tiy xwong) dugc bdo cédo & bénh nhan ung thu ¢6 phéc db didu tri bao
gdm bisphophonat tiém tinh mach. Nhiéu ngudi trong s6 nhitng bénh nhén nay ciing dang
duoc diéu tri héa chit va corticosteroid. Ching hoai tir xuong ham cling da dugc bao céo
& nhitng bénh nhan lodng xwong str dung bisphophonat duong ubng.

Trude khi diéu tri voi bisphosphonat & bénh nhén ¢6 céc yéu t& nguy co kém theo (nhu
ung thu, hoa tri lidu, xa tri, corticosteroid, vé sinh rang miéng kém) can dugc xem xét va
tién hanh diéu tri nha khoa dyu phong.

Trong khi diéu tri, néu c6 thé, nhitng bénh nhén nay nén tranh thu thudt nha khoa xam
ldn. D6i v6i bénh nhan bi hoai tir xwong ham trong khi didu tri bing bisphosphonat, phiu
thuat nha khoa c6 thé lam trAm trong thém tinh trang nay. Di véi bénh nhan can 1am thu
thudt nha khoa, khong c6 dit liéu cho thdy viéc ngung dung bisphosphonat gitip giam
nguy co hoai tir xuong ham.

Béc si diéu tri nén can nhéc loi ich/ nguy co dé lua chon giai phéap didu tri cho mdi bénh
nhan. 7 " S

Gay xwong dui khong dién hinh. { //f/ B ’//{ % )



Gay xuong dui khong dién hinh da dugc bio cdo khi sir dung bisphosphonat, chi yéu &
nhitng bénh nhan dugc diéu tri 1au dai cho bénh lodng xwong. Gay xuong thudng theo
chiéu ngang hoic ngén xién ma khong phan manh.

Gay xuong c6 thé xay ra ca khi bénh nhan khong bi chdn thuong hodc sau khi bi chén
thwong nhe. Mot s6 bénh nhan gip dau dui hodc hang, vai tuan dén vai thang trudce khi
xuét hién gy xwong dui. Céc biéu hién gdy xuong thuong song phuong; do d6 xuong dui
ddi dién phai duoc kiém tra & nhitng bénh nhan di xay ra giy xuong dui khi diéu tri
bisphosphonat. Viéc lam lanh vét thuong chdm & nhitng vét gdy nay cling da dugc bédo
cdo.

Viéc nglmg str dung bisphosphonat & nhitng bénh nhén nghi ngo bi gdy xuong dui khong
dién hinh nén dugc xem xét, can nhéc loi ich/ nguy co

Trong khi dugc diéu trj bang bisphosphonat bénh nhan nén bio véi bac si néu co bat ky
dau hiéu dau dui, héng hodc dau ving hang nao. Vi bénh nhan cé triéu ching nhu vy,
can duoc danh gia nguy co gay xuong dui khong dién hinh.

- Hoai tir xwong ong tai ngodi da dugce béo cdo khi sir dung bisphosphonat, chii yéu trong
cée truong hop str dung 1au dai. Cac yéu té nguy co bao gdm: sir dung steroid va héa tri
liéu v&/ hodic cac yéu td nguy co tai chd nhu nhiém khuén hodc chdn thuong tai. Can xem
xét nguy co hoai tir xwong dng tai ngoai & bénh nhan sir dung bisphosphonat ¢6 céc triéu
chimg vé tai, ké ca nhiém khuén tai man tinh.

- Td duoc: San phim nay c6 chira lactose. Nhitng bénh nhén ¢ van dé di truyén hiém gap
1a khong dung nap galactose, thiéu hut Lapp lactase hodc kém hip thu glucose-galactose
khong nén dung thubc nay.

- Tré em: tinh an toan va hi¢u qua ctia Dronel Tablet 35mg chua dugc chirng minh trén tré
em dudi 18 tudi.

Sir dung thudc cho phu nir ¢6 thai va cho con bu:

Khong cé dir liéu day du vé str dung risedronat natri trén phu nit ¢6 thai. Cac nghién ctru trén

dong vat cho thdy ddc tinh sinh san. Nguy co tiém tang & nguoi chua duoc biét. Cac nghién

ctru trén dong vat cho thdy luong nho risedronat natri qua sita me khi cho con bu.

Chéng chi dinh sir dung thube cho phu nit ¢6 thai va phu nir cho con bu.

Anh hwéng ciia thude 1én kha niing 14i xe, vin hanh may méc

Thube khong anh hudng hodc anh hudng nhe (vi thude c6 thé giy dau dau, réi loan thi giac)

dén kha ning 1ai xe va van hanh may mac.

Twong tic, twong Ky ciia thude

Chua c6 nghién ctru tuong tac chinh xac nao dugc thuc hién, tuy nhién trong cac nghién ciru

lam sang, khong thdy mot twong tac ¢6 ¥y nghia 1am sang ndo voi cac duge phdm khac. Néu

xét thay thich hop, c6 thé dung Dronel Tablet 35mg dong thoi véi viée bd sung estrogen (chi

O phu nir).

Str dung ddng thoi Dronel Tablet 35mg v6i nhitng san phim c6 chira calci, magnesi, st va

nhom c6 thé can tré sy hdp thu Dronel Tablet 35mg. Nhing san phim nay nén udng vao luc

khéc trong ngay, khong dung chung v&i Dronel Tablet 35mg.

Thude khong chuyén héa (thai trir nguyén ven), khong gdy cam tmg enzym P450 va it gin véi

protein.

Téc dung khong mong mudn ciia thude




Risedronat natri da dugc nghién ciru trong céc thir nghiém 1am sang pha III v&i hon 15000
bénh nhan. Phan lén céc tac dung khong mong mudn quan sat duge trong cac thir nghiém lam
sang c6 mirc dd nhe dén trung binh va thudng khong yéu cau ngimg diéu tri,

Céc tac dung khong mong mudn dugce béo céo trong thir nghiém lam sang pha III & phu nir
mén kinh bi lodng xuwong didu tri 1én dén 36 thdng v&i natri risedronat 5 mg/ngay (n = 5020)
hodc gia dugce (n = 5048) va dugc coi la c6 thé lién quan dén natri risedronat duogc liét ké dudi
day theo quy wdc tan suét xuét hién (ti 1& xudt hién & nhom didu tri so voi nhom gia dugce
duoc thé hién trong ngodc don):

Rét phd bién (>1/10)

Phd bién (>1 /100 dén <1/10),

Khong phd bién (>1 /1000 dén <1/100),

Hiém (>1 /10000 dén <1 /1000),

Rét hiém (<1 /10000),

Khong biét (khong thé udce lwong duge tir dit lidu co san).

Réi logn hé than kinh

Phé bién: Nhirc dau (1,8% so v6i 1,4%).

Réi logn thi gidc

Khéng phé bién: Viém mbng mét *.

Rbi logn tiéu héa

Phé bién: T4o bén (5,0% so vai 4,8%), chimg kho tiéu (4,5% so véi 4,1%), budn non (4,3%
so v&i 4,0%), dau bung (3,5% so vai 3,3%), tiéu chay (3,0% so véi 2,7 %).

Khong phé bién: Viém da day (0,9% so véi 0,7%), viém thuc quan (0,9% so véi 0,9%), kho
nudt (0,4% so v&i 0,2%), viém ta trang (0,2% so vai 0,1%), loét thue quan (0,2% so véi 0,2
%).

Hiém: Viém ludi (<0,1% so vé6i 0,1%), hep thue quan (<0,1% so vadi 0,0%).

Réi logn co xwong va mé lién két

Phoé bién: Pau co xuwong khdp (2,1% so vai 1,9%)

Qua khao sdt

Hiém: Céc xét nghiém chtrc ning gan bét thuong *

Giam ndng dd calci va phosphat huyét da duoc quan sét thiy & mot s6 bénh nhan: Sém, nhe,
thodng qua, khong tri¢u ching.

* Khong c6 lien quan dén thir nghiém lam sang pha I1I; tan sudt dwa trén két qua cia cdc thie
nghiém lam sang trudc do.

Trong mdt nghién ctru kéo dai mot nam, mu doi, da trung tdm so sanh viéc sir dung risedronat
natri 5 mg mdi ngay (n = 480) va risedronat natri 35 mg mdi tudn (n = 485) & phu nit mén
kinh bi lodng xwong, murc dd an toan va kha nang dung nap nhin chung la twong tu nhau. Cac
tac dung khong mong mudn khac sau day da duoc bao cdo (ty 18 nhiéu hon & nhom ding
risedronat natri 35 mg so v6i nhom dung risedronat natri 5 mg): rdi loan da day rudt (1,6% so
vai 1,0%) va dau (1,2% so vaéi 0,8 %).

Trong mét nghién ctru kéo dai 2 ndm & nam gidi bi lodng xuong, mirc dd an toan va kha niang
dung nap nhin chung 1 twong tu nhau gitta nhom diéu tri va nhém ding gia duoc. Cac tac
dung khong mong mudn twong ty nhu da duoc quan sat thiy & phu ni.

Céc tac dung khdng mong mudn sau ddy da dugc bao cdo trong qua trinh sir dung hdu mai:
2NN
) \(1/

%)m)

Roi logn hé mién dich
A




Khéng biét: Phan tmg phan vé.

Roi logn thi gidc

Khéng biét:  Viém mbng mét, viém niém mac mi¢ng

Réi logn gan mat

Khéng biét:  Céac rbi loan gan nghiém trong. Trong hau hét cac trudong hop dugc bdo cdo, bénh
nhan ciing dang dugc diéu tri bing cac san phidm khéc ¢ thé gdy ra rdi loan gan.

Réi logn da va mé dwdi da

Khéng biét: Phan tmg qua min va phan ung da khéc, bao gdm pht mach, ndi ban, ndi may
day, phan tng da bong nu¢ce va viém mach mau qua man, mot sé bao céo gip hoi
chimg Stevens Johnson va hoai tir thuong bi do nhiém doc.
Rung toc.

Réi logn co xwong va mé lién két

Hiém: Gdy xuong dui khong dién hinh (tac dung khéng mong muén cta thubéc nhém
bisphosphonat)

Khéng biét:  Hoai tir xuong ham.

Réi logn tai va mé dao

Rdt hiém: ~ Hoai tir xwong dng tai ngoai (tac dung khong mong mudn cua thubc nhém
bisphosphonat)

Thong bdo ngay cho bdc sy hodc dwoc sy nhitng phén irng cé hai gdp phdi khi siv dung
thuéc.

Qui liéu va cich xir tri

Hién khong c6 thong tin dic biét gi vé diéu tri qua liéu cép tinh v6i Dronel Tablet 35mg.

Sau khi uéng qué liéu trdm trong c6 thé thdy giam calci huyét thanh. Cac du hiéu vé triéu

ching ctia ha calci mau ciing ¢6 thé xay ra trén mot sé bénh nhén nay.

Nén udng sita hodic céc chit khang acid c6 chira magnesi, calci hodic nhom dé gin két véi

risedronat natri va giam su hép thu thude. Trong truong hop qua lidu trAm trong c6 thé phai

rira da day dé loai bo thudc chwa duoc hép thu.

Pac tinh dwge lue hoe

Nhém duge ly: Bisphosphonates.

Mé ATC: MOSBAO7

Risedronat natri thudc nhém thude khong hormon duge goi 1a bisphosphonat , duoe dung didu

tri cac bénh vé xuong. Risedronat natri téc dong truc tiép 1én xwong va do dé lam giam nguy

co gdy xuong.

Risedronat natri ¢é 4i tinh voi cac tinh thé hydroxyapatit trong xuong va tac dong giébng nhu

mdt tac nhan chdng huy xuong. O cdp do té bao, risedronat natri trc ché cac huy cbt bao. Xét

nghiém hinh thai mé hoc trén ché va chudt lang cho thdy diéu trj risedronat natri lam giam

chu chuyén xuong va sy hily xuong & vi tri tai cdu tric. Trong céc nghién ciru duge luc hoc

va lam sang, nguoi ta thdy cac déu 4n sinh hoa cia chuyén héa xwong giam di trong vong 1

thang va dat dén muec téi da trong vong 3-6 thang.

DPic tinh dwgc dong hoc

Hip thu: Thubc duoc hép thu twong dbi nhanh sau khi udng (tmex khoang 1 gidy) va doc lap

véi lidu ding trong khoang lidu dwoc nghién ctru. Sinh kha dung trung binh khi u6®90c
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vién la 0,63% va giam khi risedronat natri dugc udng cung thirc an. Sinh kha dung & nam va
nit trong ty nhau.

Phén bé: Thé tich phan bd trung binh & trang théi 6n dinh ndng d6 la 6,3 I/kg trén nguoi.
Khoang 24% thubc gén véi protein huyét tuong.

Chuyén héa: Thube khong chuyén hoa (thai trir nguyén ven).

Thai trir: Khoang mot nira lidu thude da duogc hip thu bai tiét trong nudc tiéu trong vong 24
gidy va 85% lidu dung tinh mach duoc tim thdy trong nudc tidu sau 28 ngay. Tc do thanh thai
trung binh & thén 1a 105 ml/ phit va tong thanh thai trung binh 1a 122 ml/ phut, sy khac biét
c6 thé quy cho su hap thu vao xuong. Sy thanh thai & than khéng phu thugc ndng do va cé
mot sy twong quan tuyén tinh gita thanh thai qua théan va thanh thai creatinin. Thudc khong
hap thu dugc thai trir nguyén ven theo phén. Sau khi udng, ndng do thude theo thoi gian cho
thdy ¢6 ba pha thai trir v6i thoi gian ban thai cudi cting 13 480 gio.

Quy cach dong goi:

Hop 1 vi x 4 vién nén bao phim.

Piéu kién bio quéan: Bao quéan trong bao bi kin, tranh 4m, tranh anh sang, ¢ nhiét d6 dudi
30°C.

Han dung: 36 théng ké tir ngay san xuét.

Tiéu chuin chit lwgng ciia thude: TCCS

Tén, dia chi ciia co sé san xuit thube:
WHAN IN PHARM. CO., LTD. '
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