CONG TY TNHH DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
GIGAMED Dgc 1ap - Tw do — Hanh phiic

L S6: 1441/2025/GGM -TD Tp. Ho Chi Minh, ngay 02 thang 07 nam 2025
V/v: Cap nhdt s6 dang ky gia han
cho san pham Trajenta Duo (2,5mg + 1000mg)

Kinh giti: SO'Y TE AN GIANG

Chung t6i, Cong ty TNHH Dwoec Phim Gigamed xin chan thanh cam on su ung ho cua Quy
S& Y té dbi véi cac san pham do Cong ty ching t6i phan phdi tai thi truong Viét Nam trong thoi gian
qua.

Cong ty chung toi ¢6 tring thau va dang cung Gmg dén céc co sd y té (CSYT) trén dia ban tinh
sin pham Trajenta Duo (Linagliptin + Metformin hydrochloride, 2,5mg + 1000mg) cua nha san xuét
Boehringer Ingelheim Pharma GmbH & Co. KG — Pirc v6i s6 diang ky VN3-4-16. Hién nay, san
pham trén da dugc Bo Y té - Cuc Quan ly Duoc cép sd dang ky gia han 400110085623 nén ching t6i
s& tién hanh cung tmg hang héa dén cac CSYT theo sb ding ky gia han véi thong tin chi tiét nhu sau:
(theo OP 56 241/0P-QLD ngay 05/04/2023 dinh kém). vk

Tén . Nong do- L Nuée i
: Tén hoat chat N Nha san xuat ) ¢ So dang ky
thuoc ham lugng san xuat
Linagliptin + Boehringer SDK di céip: VN3-4-16
Trajenta . 2,5mg + Ingelheim .
Metformin buc
B hydrochloride 1000mg | Pharma GmbH SPK gia han: 400110085623
& Co. KG

Chung t6i xin giai trinh vé su thay ddi cach ghi sé dang ky cua thudc sau khi duoc phé duyét
gia han nhu sau:

Theo quy dinh tai thong tu s6 08/2022/TT-BYT ngay 05/09/2022 quy dinh viéc dang ky, luu
hanh thudc, nguyén liéu lam thube (TT 08), viéc ap dung s6 ding ky theo cAu tric méi khi cép méi, gia
han gidy diing ky lwu hanh thuc hién ké tir ngy 01 thang 01 ndm 2023. Thudc Trajenta Duo (2,5mg
+ 1000mg) dugc phé duyét gia han ngay 05/04/2023 nén dugc cép sé ding ky gia han theo cAu tric
méi. Viéc thay ddi nay hoan toan do quy dinh vé& mat hanh chinh ma khéng c6 bat ky thay dbi gi vé mit
k¥ thudt va chat lugng thudc (Vi theo quy dinh tai TT 08, khi gia han thuée khéng digc 6 bat ky thay
doi vé mat ky thudt). Chinh vi vay, tai quyét dinh s6 241/QD-QLD phé duyét gia han thudc, ca sé ding
ky di cap (VN3-4-16) va sb ding ky gia han (400110085623) déu dwoc dé cip, chirng minh cho sw

cong nhin ciia B Y té dong thoi véi ca 02 (hai) sé ding ky nay.

San phdm Trajenta Duo (2,5mg + 1000mg) véi sé dang ky gia han 400110085623 da dugc Cuc
Quan ly Dugc — By Y té cong b thude biét duge gbe & STT 76 theo quyét dinh sb 98/QD-QLD ngay



01/02/2024 vé viéc cong bd Danh muc thude biét duoc gbe — Dot 1 nam 2024 (Xin xem Quyét dinh s6
98/0D-QLD dinh kem céng van).

Nham tao diéu kién thuén loi cho viéc thanh toan cling nhu dam bao quyén loi cho ngudi bénh
tham gia Bao hiém Y té dugc thanh toén khi sir dung san pham Trajenta Duo (2,5mg + 1000mg), ching
t6i xin dugc thong bao dén Quy S Y té vé su thay ddi trén va du kién trong thang 07/2025, san pham
Trajenta Duo (2,5mg + 1000mg) véi sé ding ky gia han 400110085623 (duegc Bo Y té cong nhdn la
twong dirong véi sé dang ky cii) s& duge cung tmg dén cac CSYT sau khi ching t6i cung g hét lugng
hang héa c6 sb dang ky da cidp VN3-4-16.

Cong ty chan thanh cam on sy hop tac cia Quy SO Y té.

Tran trong kinh chao./.

Noi nhin:
- Nhu trén;

- Luu: VT.




. Ky bdi: Cuc Quan
Iy Duge
i ch uan: BoYle

Y s BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc lap - Tw do - Hanh phac
Sé: 241 /QP-QLD Ha N¢i, ngay 05 thang 04ndm 2023
QUYET PINH

Ve viée ban hanh danh muc 26 thude nuée ngoai
dwgc gia han glay dang ky luu hanh tai Viét Nam - Dot 114.1

CUC TRUONG CUC QUAN LY DUQC
Cdn cie Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cuia Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han va co céu t6 chire ciia BY Y té:

Cén cir Quyét dinh sé 7868/0P -BYT ngay 28/12/2018 cua B¢ trucng B6 Y

té quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan ly
Dueoc thuge Bo Y té;

Cén cir Théong tw s6 08/2022/TT-BYT ngay 05/09/2022 cua Bj truong Bo Y
té quy dinh viéc ding ky leu hanh thuée, nguyén lidu lam thude;

Can cik y kién cia Hoi dong tw van cap'gidy dang ky luu hanh thuéc,
nguyén liéu lam thuéc - Bo Y té;

Theo dé nghi ciia Truéng phong Bdng ky thuée - Cuc Quan ly Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 26 thudc nudc
ngoai dugc gia han gidy diang ky luu hanh tai Viét Nam - Dot 114.1, bao gbm:

1. Danh muc 24 thuéc nuée ngoai duoc gia han gidy dang ky luu hanh
hiéu luc 05 nam - Pot 114.1 (tai Phu luc I kém theo).

2. Danh muyc 02 thudc nudc ngoai duge gia han gidy ding ky luu hanh
hiéu luc 03 ndm - Dot 114.1 (tai Phu luc II kem theo).

Dieu 2. Co s0 san xuat va co sd dang ky thudc cé trach nhiém:

1. Cung cip thudc vao Viét Nam theo dung céc hd so tai liéu da dang ky
v61 B Y t€ va phai in hodc dan so dang ky duge BO Y té cap 1én nhan thudc.

2. Chép hanh ddy du phap luat cia nuée CHXHCN Viét Nam va cac quy
dinh cia BO Y té vé nhép khau thudc va luu hanh thude tai Viét Nam, néu c6 bat
ctr thay doi gi trong qua trinh luu hanh thude & nudce s& tai va & Viét Nam thi
phai béo cédo ngay cho Cuc Quan Iy Duogc - Bd Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuén chat luong cuia thude theo quy dinh

tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo trudéng Bo Y té quy
dinh vé chét luong thudc, nguyén lidu lam thude.



4. Thube duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung
chua nop hd so cap nhat ndi dung nhan thudc, t& huéng dan sir dung thudc theo
quy dinh tai Thong tur 01/2018/TT-BYT ngay 18/01/2018 ctia B truéng Bo Y
té thi phai thuc hién viéc cdp nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Théng tur s6 01/2018/TT-BYT trong thdi han 12 thang ké tir ngay dugc gia han
gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cc thubc duoc
gia han gidy ddng ky luu hanh tai Quyét dinh nay c6 thay ddi vé noi dung hanh
chinh (bao gom ca mau nhin va to huéng dan sir dung) phai nhap khau, luu
hanh véi cac ndi dung da dugc phé duyét thay dbi trong hd so dang ky gia han.

6. Phéi hop vdi cac co sé diéu tri dé thue hién theo dung céc quy dinh
hién hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khéng mong
mudn cta thudc trén ngudi Viét Nam va tdng hop, bao cdo theo quy dinh tai
Diéu 5 Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 cia Bé truéng Bo Y té
quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thudc ddi véi céc thube
thudc Danh muc tai Phu luc IT ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri dleu kién hoat dong cua co s¢ dang
ky trong thoi gian hiéu luc cia gidy dang ky [wu hanh thudc, nguyén liéu lam
thudc. Trong trudng hop khéng con dép mg du diéu kién hoat dong, co s dang
ky phai c6 trach nhiém thuc hién thay déi co s& dang ky theo quy dinh tai Théng
tu s6 08/2022/TT-BYT ngay 05/9/2022 cia B truéng Bo Y té trong thdi han 30
ngay keé tir ngay co so ding ky khong con du diéu kién hoat dong.

8. Co sé ding ky thube phai béo cdo BO Y té vé cap nhat tinh trang dap
tmg Thuc hanh tét san xuét cta co s& san xuit thudc, nguyén liéu lam thudc.
Trudng hop co s& san xuét bi thu héi gidy phép san xuit hodc khong dép tmg
Thuc hanh tdt san xuat thude, nguyén lidu lam thubc & nudc sé tai, co s& phai
thuc hién viéc bdo cdo trong thoi han 15 ngay ké tir ngdy c6 thong bdo cuia co
quan quan ly c6 thdm quyén nudc s 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 s6 diéu va bién phap thi hanh Luat Dugc.

9. Déi véi thude ¢6 s6 thir tu 15 tai Phu luc I c6 dé nghi thay déi mau
nhin, huéng dan st dung trong ho so dang ky gia han: Co s& dang ky thuc hién
thii tuc dé nghi thay d6i mau nhan, to huéng dan str dung theo hinh thie ding ky
thay d6i bd sung sau khi Quyét dinh nay c6 hiéu luc.

Piéu 3. Céc thudc duogc gia han gidy dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung sé ding ky dé cap trude khi gia han trong thoi han téi da
12 thang ké tir ngay duogc cip sb ding ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.



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

Piéu 5. Giam dbc S& Y té cac tinh, thanh phé truc thudc trung wong, giam
doc nha san xuat va co s& ding ky c6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 5;

- B6 trudng (dé b/c);

- TTr. P4 Xuan Tuyén (dé b/c);
- Cuc Quan Y - B Quée phong, Cuc Y té - Bd Congl}
an; Cuc Y té GTVT - Bd Giao thong van tai; Téng
Cuc Hai quan - B¢ Tai chinh;

- Bao hiém Xa hoi Viét Nam; it .

- B6 Y té Vu PC, Cyc QLYDCT, Cuc QLKCB, Vii Tuan Cuong
Thanh tra Bo.

- S&'Y té cac tinh, thanh phé true thuge Trung wong;
- Vién KN thuée TU, Vién KN thude TP. HCM;

- Téng Cong ty Duge VN-CTCP; Cac Cong ty XNK
duoc phém;

- Céc Bénh vién & Vién c6 givong bénh truc thude
BYT;

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

- Luu: VT, BDKT (10b).




Phu luc I

DANH MUC 24 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 114.1

(Ban hanh kém theo quyét dinh so: ... 241...../0D-QLD, ngay 95./04./2023 ciia Cuc Quan by Durgc)

STT | Ténthuoc | Hoat chit chinh | Dang | Quycich | Tieu | Tudi So ding ky So
— Ham lwgng bao ché déng g6i | chuin tho gia han lin

(thang) | (SO dingky | gia

da c:‘lp) han

(€9) (2) 3) “) &) (6) @) (t)) (£))

1. Co sé dang ky: A. Menarini Singapore Pte. Ltd. (Dia chi:30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)

1.1. Co s& san xuit: Patheon Inc. (Dia chi: 2100 Syntex Court, Mississauga, Ontario L5N 7K9
Canada, Canada)

Co s& dong g6i thir cAp va xuit xwéng: Gilead Sciences Ireland UC (Dia chi: IDA Business and
Technology Park, Carrigtohill, Co. Cork, Ireland)

1 Epclusa Sofosbuvir Viénnén | Hop 1 I NSX 48 754110085223 01
400mg; bao phim | 28 vién (VN3-83-18)
Velpatasvir
100mg

2. Co s¢ dang ky: Baxter Healthcare (Asia) Pte Ltd (Dja chi:150 Beach Road #30-01/08 Gateway
West, Singapore 189720, Singapore)
2.1. Co s& san xudt: Baxter S.A. (Pja chi: Bd. René Branquart 80, B-7860 Lessines, Belgium)

2 Olimel | 1000 ml nhi dich chura: Nhi Tai plastic | NSX | 24 540110085323 01

NOE Alanine 8,24g; Arginine dich 1000ml, (VN2-523-16)

5,58g; Aspartic acid 1,65g; | truyén | 1500ml.
Glutamic acid 2,84g; tinh Thung 4
Glycine 3,95g; Histidine mach Tai x

3.4g; Isoleucine 2,84¢; 1500ml;
Leucine 3,95g; Lysine Thung 6
(duéi dang Lysine acetate) Tai x

4,48g; Methionine 2,84¢; 1000ml

Phenylalanine 3,95g;
Proline 3,4g; Serine 2,25g;
Threonine 2,84g;
Tryptophan 0,95g;
Tyrosine 0,15g; Valine
3,64¢; Natri acetat
trihydrat 1,5g; Natri
glycerophosphate hydrat
3,67g; Kali clorid 2,24g;
Magnesi clorid hexahydrat
0,81g; Calci clorid
dihydrat 0,52g; Glucose
anhydrous 110g; Dau Oliu
tinh khiét va dau Dau nanh
tinh khiét: 40g




STT | Tén thudc | Hoat chat chinh — Dang Quy cach | Tiéu Tubi S6 diing ky
Ham lwgng bao ché | déng géi | chuin tho gia han
(thang) | (SO ding ky
da cép)
@ 2) 3 “@ 3) (6) () ®

So
lin
gia
han

(€))

3 Periolimel | 1000 ml nhii dich Nhii dich | Tui plastic | NSX 24 540110085423
N4E chira: Alanine truyén 1000ml, (VN2-564-17)
3,66g; Arginine tinh 1500ml.
2,48g; Aspartic mach Thung 4
acid 0,73g; Tui x
Glutamic acid 1500ml;
1,26g; Glycine Thung 6
1,76g; Histidine Tuai x
1,51g; Isoleucine 1000ml
1,26g; Leucine
1,76g; Lysine (dudi
dang Lysine
acetate) 1,99g;
Methionine 1,26g;
Phenylalanine
1,76g; Proline
1,51g; Serine
1,00g; Threonine £
1,26g; Tryptophan
0,42g; Tyrosine
0,06g; Valine
1,62¢g; Natri acetat
tihydrat 1,16g;
Natri
glycerophosphate
hydrat 1,91g; Kali
clorid 1,19g;
Magnesi clorid
hexahydrat 0,45g;
Calci clorid
dihydrat 0,30g;
Glucose anhydrous
75g; Dau oliu tinh
khiét va dau dau
nanh tinh khiét:
30g
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3. Co's¢ dang ky: Bayer (South East Asia) Pte Ltd (Dia chi:2, Tanjong Katong Road, #07-01, PLQO3,
Singapore (437161), Singapore) '
3.1. Co s& san xuit: Bayer AG (Dja chi: Kaiser Wilhelm Allee, 51368 Leverkusen, Germany)

4 Stivarga Regorafenib Viénnén | Hop 1 lo x | NSX 36 400110085523
40mg bao phim | 28 vién; (VN3-3-15)
Hop 3 1o x
28 vién

01




1904mg, L-Valin
1144mg

STT | Tén thudc | Hoat chatchinh | Dang | Quycich | Tiéu | Tudi So diing ky S6
— Ham lwgng bao ché | déng géi | chuin tho gia han lin
(thang) | (SO dingky | gia
da cép) han
@ 2) 3) Q) 3) (6 () ) 9
4. Co sé diang ky: Boehringer Ingelheim International GmbH (Dia chi:Binger Strafie 173, 55216
Ingelheim am Rhein, Germany)
4.1. Co s& san xuit: Boehringer Ingelheim Pharma GmbH & Co. KG (Pja chi: Binger Str. 173,
55216 Ingelheim am Rhein, Germany)
5 Trajenta Linagliptin Viénnén | Hop3 vix | NSX | 18 thang | 400110085623 01
Duo 2,5mg; bao phim | 10 vién; (Hop 3 vi (VN3-4-16)
Metformin Hop 1 lo x x 10 vién);
hydrochloride 14 vién; 36 thang
1000mg Hop 1 lo x (Hop 110
60 vién x 14 vién;
Hop 1 1o x
60 vién)
4.2. Co sé san xudt: Co sé san xudt ban thanh phdm: M/s Cipla Ltd. (Dja chi: Plot No. L-139 to
L-146, Verna Industrial Estate, Verna-Goa, India)
Co sé d6ng goi va xuit xwong: Boehringer Ingelheim Pharma GmbH & Co. KG (Dja chi: Binger
Str. 173, 55216 Ingelheim am Rhein, Germany)
6 Twynsta Telmisartan Viénnén | Hop 14 vi | NSX 36 890110085723 01
80mg; X 7 vién (VN3-76-18)
Amlodipine (dudi
dang Amlodipine
besilate) 10mg
5. Co sé diing ky: Cong ty TNHH AstraZeneca Viét Nam (BDja chi:Tang 18, Téa nha A&B, S6 76,
Puong Lé Lai, Phuong Bén Thanh, Quén 1, Thanh phé Ho Chi Minh, Viét Nam)
5.1. Co s san xuit: AstraZeneca AB (Dia chi: Gartunavagen, SE-151 85 Sodertalje, Sweden)
7 Tagrisso Osimertinib Viénnén | Hop 3 vix | NSX 36 730110085823 01
(twong Ung bao phim | 10 vién; (VN3-35-18)
47,7Tmg Hop 1 vix
Osimertinib 10 vién
mesylat) 40mg
6. Co sé diang ky: Cong ty TNHH DKSH Pharma Viét Nam (Pja chi:S6 23 Pai Lé Péc Lip, Khu
cong nghiép Viét Nam - Singapore, Phuong Binh Hoa, Thanh phé Thudn An, Tinh Binh Duong, Viét
Nam)
6.1. Co s& san xuit: Ajinomoyo Co., Inc Tokai Plant (Dia chi: 1730, Hinaga, Yokkaichi-shi, Mie,
Japan) .
8 Livact L-Isoleucin Thudc Hop 84 JP16 36 499110085923 01
Granules 952mg, L-Leucin | cdm 20i (VN2-336-15)




