LIEN DANH CONG HOA XA HOI CHU NGHIA VIET NAM

HIEP PHAT + HUNG THINH Doc 1ip ~ Tu do — Hanh phic
----000----
S6: 03/2024/HP-TB Binh Phudéc, Ngay 16 thang 10 nim 2024

Viv: Cap nhit s6 ding ky gia han cho san phim Gliclada 60mg

modified - release tablets

Kinh giti: - SO Y TE TINH BINH PHUOC
- CAC CO SO Y TE TREN PIA BAN TiNH

Chung t6i, Céng ty TNHH Dugc — Trang thiét bj y té Higp Phat dai dién cho nha thiu
Lién danh: Céng ty TNHH Dugc — Trang thiét bj Y té Hi¢p Phat + Cong ty trach nhiém hiru
han Duge Phim Hing Thinh. Xin chén thanh cam on sy ung hd ciia Quy S& Y té va cdc co s&
Y t€ trén dia ban tinh Binh Phuéc dbi vdi san phém do cong ty chiing tdi phan phéi tai dia ban
tinh Binh Phudc trong sudt thoi gian qua.

Céng ty chung t6i c6 tring thdu va dang cung ting dén Quy S Y té va céc co sé Y té trén
dia ban tinh Binh Phude san pham Gliclada 60mg modiﬁed’- release tablets (Gliclazide, 60mg)
cua nha san xuat KRKA, D.D., Novo Mesto - Slovenia véi sé ding ky VN-21712-19.

Hién nay, san phdm da duge Bo Y té - Cuc quan ly dugc cap sb ding ky gia han:
383110130824 (Theo QD s6: 136/ QD-QLD ngay 29/02/2024 cia Cuc Quén Iy Duge nhu dinh
kem) nén chuing t6i tién hanh cung ting hang héa dén Quy S&' Y té va céc co s& Y t6 trén dia ban
tinh Binh Phuéc theo sé diang ky gia han v&i théng tin chi tiét nhu sau:

Tén Tén hoat chat - ) Nuée )
£ Nong d§, ham Nha sin xuat san Quy cach S6 ding ky
thuoc £
luwong xuat
Gliclada SDK tring thiu:
60mg n :
KRK VN- -1
modified |  Gliclazide e Awaef ® | Slovenia Hfg 3;’1 * 2171219
- release Vo © en SDK gia han:
tablets 383110130824

Nhim tao diéu kién thudn lgi cho viéc thanh toén, cling nhu dam bao quyén loi cho nguoi
bénh tham gia Bao Hiém Y té dugc thanh toan khi st dung san phdm Gliclada 60mg modified -
release tablets (Gliclazide, 60mg). Ching t6i xin dugc théng bao dén Quy S& Y té va cac co s&
Y té trén dja ban tinh Binh Phudc 1a sau khi chiing t5i cung ting hét hang héa theo s6 ding ky cii
thi ching t6i s& cung (g hang hoa dén Quy S& Y té va cac co sd Y té trén dia ban tinh Binh
Phudéc véi s6 dang ky gia han la: 383110130824 nhu theo théng bao trén.

Chung t6i cam két ngoai viéc thay déi s6 dang ky néu trén, cac thdng tin khac cua san
phim: Tén thudc, nha san xudt, tiéu chuan chét lugng, han ding, nhém thuéc ciing nhur gia cung
Umg ctia san pham véi sb dang ky gia han khong thay ddi so vdi sb dang ky tring thau.

Chung tdi xin chan thanh cam on sy gitp d& va hop tac cia Quy S&' Y té va cac cosd Y té
trén dia ban tinh Binh Phudec.

Trén trong kinh chao./.

Noi nhin: DAI DIENHGRBEAP CUA NHA THAUS
- Nhu trén )

- Luu: VT. '







¢ WD BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

i Coguan: B Y e

ke MLIFCYC QUAN LY DUQC Dac lip - Ty do - Hanh phic
S6: 136 /QP-QLD Ha Nji, ngdy 29 thanggy nam2024
QUYET DINH

Vé viéc ban hanh danh myc 193 thudc nuwéc ngoai
dwge cip, gia han gidy ding ky lru hanh tai Viégt Nam - Dot 118

CUC TRUONG CUC QUAN LY DUGQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chitc ctia B Y té;

Cin cir Quyét dinh s 1 969/0D-BYT ngay 26/4/2023 cua B truong By ¥ 1é quy
dinh chitc nang, nhiém vy, quyén han va co cdu t6 chirc cua Cuc Quan Iy Duoc thudc
Bo Yte;

Can cit Thong tw 50 08/2022/TT-BYT ngay 05/09/2022 ciia B9 truong B6 Y 1é quy
dinh viéc d‘ang ky luu hanh thuée, nguyén liéu lam thuoc

Cén cit két ludn ciia Hi dong tir van cap gzay ding ky luu hanh thuéc, nguyen
liéu lam thuoc Bé Y té dot 118 tai Céng van s6 08/HPTV-VPHD ngay 23/01/2024 va
Céng vin s6 10/HDTV-VPHD ngay 26/01/2024 cua Van phong Hoi dong tr vin cdp
GPKLH thuéc, nguyén liéu lam thudc;

Theo dé nghi ctia Trucng phong Dang ky thuéc - Cuc Qudn 1y Duge.

QUYET PINH:

Bléu 1. Ban hanh kém theo Quyét dinh nay danh muyc 193 thuéc nude ngoai
duoc cip, gia han gidy ding ky lwa hanh tai Viét Nam - Dot 118, cu thé:

1. Danh muc 121 thube nuée ngoai dugce cip gidy ding ky Irru hanh hiéu luc 05
nam - Dot 118 (tai Phu luc I kém theo).

2. Danh muc 05 thudce nuée ngodi duge cip gidy ding ky luu hanh higu lyc 03
nam - ot 118 (tai Phu luc IT kem theo).

3. Danh muc 62 thudc nude ngoai duge gia han giéy ding ky luu hanh hi¢u luc
05 nim — Dot 118 (Phuy luc IIl kém theo).

4. Danh muc 05 thudc nuwdc ngoai dugc gia han gidy ding ky Iuu hanh higu lyc
03 nam — DO’t 118 (Phu luc IV kém theo).

Piéu 2. Co s¢ san xuit va co so ding ky thude co trach nhiém:

1. Cung cap thubc vao Vigt Nam theo ding cac hé so, tai li¢u da déng ky voi
B5 Y té va phai in hodc dan sé dang ky dwoc Bo Y té cip 1én nhin thude.

2 Chap hanh day du phap ludt cia mréce CHXHCN Vigt Nam va cac quy dinh
cia Bo Y té vé nhap khiu thudc va luu hanh thudc tai Viét Nam, néu cé bét ctr thay
dbi gi trong qué trinh lru hanh thuoc ¢ nude so tai va ¢ Viét Nam thi phai bdo cédo
ngay cho Cuc Quan Iy Dugc - B§ Y té Vit Nam.

3 Thuc hién viéc cdp nhat tidu chuin chét luong cua thude theo quy dinh tai
Thong tu so 11/2018/TT-BYT ngay 04/5/2018 ctia B§ truéng BO Y té quy dinh vé chét
lwgng thube, nguyén liéu 1am thude.

4. Cap nhat nhin thudc va t& huéng din st dung thuoc theo quy dinh tai Thong
tuw 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng BO Y té quy dinh ghi nhan thudc,
nguyén lidu 1am thudc va to hudng dan st dung thudc theo hinh thic thay d6i, bd sung
giay dang ky luu hanh thuoc quy dinh tai Thong tw 08/2022/TT-BYT ngay 05/9/2022
ctia B trudng B Y té di véi thude chua cip nhét ndi dung nhin thubc, t& hudng din




sir dung thuoc theo quy dinh tai Thong tu 0]/201 8/TT-BYT ngay 18/01/2018 cua Bé
truong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc gia han
glay dang ky luu hanh theo Quyet dinh nay ¢6 thay dbi vé néi dung hanh chinh (bao
g0m c& mau nhan va t& huéng din sir dung thuoc) phéi nhip khiu va luu hanh véi cac
ndi dung da dugc phé duyét thay abi trong hé so gia han.

6. Phéi hgp véi cic co sd didu tri dé thuc hién theo diung cdc quy dinh hién
hanh vé thude ké don, theo ddi an toan, hiu qua, tic dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong h(;rp, bao cédo theo quy dinh tai Diéu 5 Théng tr s6
08/2022/TT-BYT ngay 05/9/2022 cua Bj trudng B6 Y té quy dinh viéc ding ky luu
hanh thudc, nguyén li¢u lam thude d6i véi cac thuée thugc Danh muc tai Phu luc II
ban hanh kém theo Quyét dinh nay.

7. Co s@ dang ky thudc phai dam béo duy tri diéu kién hoat dong trong thoi gian
hi¢u luc cia giay dang ky lru hanh thudc, nguyén liéu lam thudc, Trong trudng hop
khong con dép ung du diéu kién hoat déng, co so dang ky phai c6 trach nhi¢m thyc
hién thay déi co s¢ ding ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT ngay
05/9/2022 cua B§ trudng BY Y té trong thdi han 30 ngay ké tr ngay co s¢ ding ky
khéng con du dicu kién hoat dong.

8. Co so ding ky thudc phax bao cdo BO Y té v& cap nhat tinh trang dap tmg
Thuc hanh tot san xuat cua co s& san xuét thuoc nguyén liéu lam thudc. Trudng hop
co s¢ san xudt bi thu hdi gidy phép san xuit hoic khong dap ung Thuc hanh tot san
xuit thudc, nguyén li¢u lam thudc & nudc so tai, co s& phai thuc hién vige bdo cao
trong thai han 15 ngay ké tir ngay c6 théng bao cua co quan quan ly co thdm quyén
nudc s tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6 54/2017/ND-CP
ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot sé diéu va bién phap thi hanh
Luét Duoc

Piéu 3. Céc thude duge g:a han gidly ding ky hru hanh tai Quyet dinh nay dugc
tiép tuc sur dung 50 dang ky da cép trrde khi gia han trong thai han ti da 12 thang ké
tir ngay duoc cp s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu so 08/2022/TT-BYT.

D:eu 4. Quyét dinh c6 hiéu Iyc ké tir ngay ky ban hanh.

Dleu 5. Giam dbc S& Y é cac tinh, thanh phé truc thude trung wong, giam déc
nha san xuit vi co s& ding ky c6 thudc tai Didu 1 chiu trach nhiém thi hanh Quyet
dinh nay./.

Noi nhin: CUC TRUONG

- Nhu Biéu 5;

-B§ an'ng (dé blc);

- TTr. B6 Xuén Tuyén (de ble); P
- Cyc Quén Y - B$ Quéc phong, Cyc Y té - Bé Cong ah3
Cuc Y t¢ GTVT - B Giao thang vian tai;
- Tong Cuc Hai quan - B§ Tai chinh;

- Biao hlcm Xa héi Viét Nam;

- By Y té: Vu PC, Cyc QLKCB, Thanh tra B§, Vin
phong HDTV cip GPKLH thube, NLLT;

-S& Y té cac t1nh thanh pho tnre thuoc Trung vong;

- Vign KN thube TU, Vién KN thuée TP. HCM;

- Téng Cong ty Duge VN- CTCP,;

- C4c Céng ty XNK dugc phim;

- Cic Bénh vién & Vién ¢ glu'émg bénh tn,rc thugc BYT;
- Trung tim mua sém tap trung thuéc quoc gia;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

- Lwu: VT, BKT (2b) (NT).

{i Tuan Cwong



Phu lye IT1

DANH MUC 62 THUOC NUGC NGOAI PUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 5§ NAM - DQT 118

STT | Tén thudc | Hoat chit chinh | Dang | Quycdch | Tiéu | Tudi So diing ky So
— Ham lugng bao ché | dénggoi | chuin tho gia han lin

(thang) | (SO ddngky | gia

di cdp) han

1) (2) 3) {4) () (6) ()] 8) 9

1. Co s& ding ky: APC Pharmaceuticals and Chemical Limited (Pia chi: Flat/RM 1003, 10/F,
Bank of East Asia Harbour View Cenire, 56 Gloucester Road, Wan Chai, Hong Kong)

1.1. Co s& sin xudt: Bal Pharma Ltd. (Pia chi: No. 21 & 22, Bommasandra Industrial Area,
Bangalore - 560 099, India)

1 Torfin-100 | Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129724 | 01
trong duong bao phim | 4 vién (VN-17230-13)
Sildenafil 100mg
2 Torfin-50 Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129824 01
tuong duong bao phim | 4 vién (VN-17231-13)
Sildenafil 50mg
2. Co s& ding ky: Astellas Pharma Singapore Pte. Ltd (Dja chi: 6 Temasek Boulevard, #26-03/03,
Suntec Tower Four, Singapore (038986), Singapore)

2.1, Co sé sdn xuét: Catalent Pharma Solutions, LLC (Pia chi: 2725 Scherer Drive, St. Petersburg,
FL 33716, USA)

Co s& d6ng goi so cAp: AndersonBrecon Ine. (Pja chi: 4545 Assembly Drive, Rockford, IL 61109,
USA)

Co s& dong goi th c-flp va xuit xuong: Astellas Pharma Europe B.V. (Dja chi: Hogemaat 2, 7942
JG, Meppel, The Netherlands)

3 Xtandi Enzalutamide Vién Hop 4 vi NSX 36 001110129924 | 01
40mg 40mg nang dang vi x (VN3-255-20)
meém 28 vién

3. Co s¢ dang ky: Bayer (South East Asia) Pte Ltd (Pia chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
3.1. Co s& sin xuét: Bayer AG (Pia chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)

4 Glucobay Acarbose 100mg | Viénnén | Hop 10 vi | NSX 36 400110130024 01
100mg x 10 vién (VN-20230-17)

5 Glucobay Acarbose 50mg Viénnén | Hop 10 vi | NSX 36 400110130124 | 01
50mg x 10 vién (VN-20231-17)

4. Co st dang ky: Cipla Ltd (Pia chi: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, India)

4.1. Co s& san xuét: Cipla Ltd (Pia chi: Plot No. S-103 to S-105, S-107 to S-112, L-138, L-147, L-
147/1 to L-147/3 & L-147/4, Verna Industrial Estate, Verna, Goa 403722, India)




STT | Tén thubc | Hoat chit chinh Dang Quy cich | Tiéu Tudbi So diang ky So
—Himlugng | baoché | dénggéi |chudn| the ia han lin

(thang) (So ding ky gia

di cip) han

1) (2) 3) 4 ) (6) @) (8) 9)

10 | Klavunamox | M6i Sml hén dich | Botpha |Hop1Lo | NSX 24 868110130624 | 01

Pediatric sau khi pha chira: | hon dich | x 100ml (VN-19583-16)
Amoxicillin uong
125mg (duoi
dang Amoxicillin
trihydrat
150,65mg), Acid
clavulanic
31,25mg (dudi
dang Kalj
clavulanat/Syloid
(1:1) 78,55mg)

11 Klavunamox | Amoxicillin Viénnén | Hop 2 vix | NSX 24 868110130724 | 01
-bid 875mg (dudi bao phim | 5 vién (VN-17314-13)
1000mg dang Amoxicillin

Trihydrat

1054,647mg),

Acid clavulanic

125mg (dudi

dang Kali

clavulanat /Avicel

(1:1)312,561mg)
9. Co sé diing ky: Cong ty C6 phian Dugc phim Tenamyd (Dja chi: L6 Y0I-024 dieomg Tan Thuén,
khu cong nghiép/khu ché xudt Tan Thugn, phucng Tan Thudn Déng, quén 7, thank phé Hé Chi Minh,
Viét Nam) .
9.1. Co s& sian xuit: KRKA, D.D., Nove Mesto (Pia chi: Smarjefka cesta 6, 8501 Novo Mesto,
Slovenia)

12 Gliclada Gliclazide 60mg | Viénnén | Hpp 2 vix | NSX 24 383110130824 01
60mg gidi 15 vién; (VN-21712-19)
modified - phong Hép 4 vix
release kéo dai 15 vién;
tablets Hop 8 vix

15 vién

13 Prenewel Perindopril (duéi | Viénnén | Hop 3 vix | NSX 24 383110130924 | 01
8mg/2,5mg | dang Perindopril 10 vién (VN-21714-19)
Tablets tert-butylamine

8mg) 6,68mg,
Indapamide
2,5mg

14 Roticox 120 | Etoricoxib 120mg | Viénnén | Hop 3 vix | NSX 36 383110131024 01
mg film- bao phim | 10 vién (VN-21715-19)
coated
tablets




12

L-tryptophan 0,04
g, L-tyrosine
0,005g, L-valine
0,15g, Calcium
chloride 0,02g,
Sodium
glycerophosphate
0,1g, Magnesium
sulfate 0,07g,
Potassium
chloride 0,12g,
Sodium acetate
0,17g, Purified
soybean oil 3,54g

42. Co 56 ding ky: Phil International Co., Ltd. (Pja chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul, Korea)

42.1. Co sé san xuit: Cho-A Pharm. Co., Ltd (Dia chi: 318, Gwangjeong-ro, Haman-myeon,
Haman-gun, Gyeongsangnam-do, Korea)

61 Catefat Levocarnitine Dung Hop 20 NSX 36 880110135724 | 01
1g/10ml dich ong x (VN-19727-16)
udng 10ml
43. Co s¢ dang ky: Zydus Lifesciences Limited (Pja chi: Zvdus Corporate Park, Scheme No. 63,
Survey No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahmedabad Gandhinagar GJ 382481,
India)
43.1. Co s& san xuit; Zydus Lifesciences Limited (Dia chi: Survey No. 417, 419 & 420, Sarkhej -
Bavla National Highway No. 8 4, Village - Moraiya, Tal.Sanand, Dist. - Ahmedabad - 382 210, Gujarat
State, India)
62 Derinide Budesonide Thubc Hgp 01 NSX 24 890110135824 01
200 inhaler (Micronisqd) h{t phin | binh x‘it (VN-16144-13)
200mcg/liéu litu 200 liéu
(Thudc
phun mi
dung dé
hit)
Ghi chu:

1. Cach ghi tiéu chudn chdt heong thude tai ¢ft (6):

- Nha san xudat (NSX), Tiéu chudn nha sén xudt (TCNSX), Tiéu chudn co 50 (TCCS), In-house cd y
nghia twong dwong nhau, la tiéu chudn chat heong thude do co so sin xudt xdy dung va déu c6 thé
duoc ghi trén nhan thuée.

- Cdch viét tat cdc tiéu chudn chat lwong duoc dién: Dwoc dién Viét Nam (DBVN), Duoc dién Anh
(BP) Duoc dién My (USP) Duge dién Nhdt Ban (JP), Duge dién Tr ung Quéc (CP), Duoe dién Chéu
au (EP), Duoc dién Quéoc té (IP)...

2.5 dang ky tai cot (8):

- 86 ding ky gia han la 56 ding ky dwoc cdp theo quy dinh tai Phu luc VI Thong tu 08/2022/TT-BYT
ngdy 05/09/2022 ciia B¢ trudng B6 Y té quy dinh viéc dang ky luu hanh thuoc nguyén liéu lam thuéc.
- 86 ddng ky da cdp (dwoc ghi trong ngodc don) la 56 ding ky a4 duoc cdp trude khi thude duoc gia
han theo quyét dinh nay.







