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o Poc lip — Tw do — Hanh phiic
150 9001 : 2808
Vi Sdc khde Cong Bdny
S6: 1067/2025/TENDER Tp. HCM, ngay 25 thang 04 nam 2025

(V/v thay doi SPK Beprasan 10mg)
Kinh giri: SO Y TE TINH BINH PHUOC

Loi déu tién, Cong ty TNHH Duge PhAm va Trang Thiét Bi Y té Hoang Pirc chan
thanh cam on Quy S& Y Té da quan tAm ting ho céc san phdm ctia cong ty ching t6i phan
phéi trong subt thoi gian qua.

Cén cir Quyét dinh sé 46/0D-SYT ngay 23 thang 01 ndm 2024 ciia S¢ Y 18 vé viéc
phé duyét két qua lya chon nha théu goéi thau mua thudc generic cho cdc co s6'y 1é céng
ldp trén dia ban tinh Binh Phuéc dot 1 giai doan 2023 — 2025,;

Cdn cir kha ndng cung tmg hang héa cia Céng ty TNHH Durgc Phém & Trang Thiét
Bi Y té Hoang Prtc.

Céng ty TNHH Duoc Phim va Trang Thiét Bi Y té Hoang Pic 1a nha phén phdi
chinh thirc cho san phidm Beprasan 10mg (Rabeprazol natri, 10mg). Chung t6i da triing
thau san phdm Beprasan 10mg tai Quy S& Y Té. Nhung hién tai, san phdm nay da duoc
Cuc Quan 1y Duge cip s6 ding ky méi 383110528424 , 16 hang theo sb dang ky méi nay
da duoc nhap vé kho va s& cung tng cho Quy S& Y Té.

Bang vin ban nay, chiing tdi xin théng béo vé viéc didu chinh va cung (g san phim
Beprasan 10mg theo sb dang ky méi 383110528424, Viéc thay d6i S6 dang ky nay khong
anh hudng dén céc thong tin khac ciing nhu chat luong san pham. (dinkh kém Quyét dmh 6
407/0D-0QLD ngay 19/06/2024 dé Quy S¢ Y Té déi chiéu).

Kinh mong Quy S& Y Té xem xét va chép thuan.

Tréan trong cdm on va kinh chao!

Noi nhan:
- Nhu trén;
- Luru phong thau







MINISTRY OF HEALTH

CUC QUAN LY DUQC
.......... TION OF VIETNAM
il PRI - Vigt Nam
2644 13\ Fox: 84438234758

Thanh phan chinh, ham lwgng

Active Ingredients, Strength: "

Qui cAch déng goi, bdoché -
Packing Size, Dosage form: .-

Sé gify phép Iwu hénh san phém (SEJK)
Marketing Authorization Number:

. .-’
Sé quyétdinh -, .
Approval Dec.'sfan Number:

Expfratmn Dala of this Marketing Authorizatian:

Tén co s:’r dang ky '

Name of Marketing Aumarlzanon Holdar
Pia chi -‘ 3 i
Address:+ h. B

Tén co s& san xuét

Namae of Manufacturer: \‘-

Dia Chf I '1‘ . "‘\ .
Addross: _ . 5 ‘

Tén ¢cor s& dong gbi \‘
Name of Assembler = N
Dla chi ~
Address. : =

Ghi chi: (vote)

ding ky thuéic 43 dirge BO Y té pha duyat.
approved by the Vietnam Ministry of Healih.

Cuyc Quén ly duge - BY Y té xdc nhan.

adopted by the Drug Administration of Vietnam.

CONG HOA XA HOQI CHU NGIﬂA VIET NAM

¢PHEP LUU HANH SAN PHAM
MARKETING AUTHORIZATION
Beprasan 10mg

Rabeprazol natri 10mg

Hép 1 vi x 10 vién; Vién nén khang dich vi

Tiéu chuéin chétlvgng”  : -~ ~ONSX Caleik

Qualily Specification: v . SRR x
Han ding E f’" 24 théng oo . % %
Shelf- life: . S

173/QD-QLD
Hiéu liec clia gidy phép leu hanh sdn pham: cé gia trj 05 ndm ké tu ngay cépll
Novartis (Singapore) Pte Ltd -

10 Collyer Quay # 10-01, Ocean Financial Centre
Singapore (049315) - Singaporfe ! ¢

Lek Pharmaceuticals d.d, ' !

Veerovskova 57, 1626 Ljubljana - Slm}enia '

1- GlAy phép luu hanh sén phdm ndy dirgc cip theo ding hé sor

This marketing authorization has been issued in accordance with the dossier

2- BAt ctr sy thay ddi nao vé ndi dung cla gify phép phal duoc

Any variations of the contonts of the marketing authorization are required fo be

SOCTALIST REPUBLIC OF VIEITNAM
Doe lip - Ty do - Hanh phuc

Independence - Freedom - Happiness

Th

T VN-21084-18
' Ngay cip: 27/3/2018

Date of Issuance: , \

|

i o

Ha Ngi, ngaysdTthéng 3 nam 2018,

KT.CUC TRUAONG CUC QUAN LY DUQC
FOR GENERAL-.DIRECTOR OF THE DRUG ADMINISTRATION OF VIETI'-‘AM \

PHOCUCTRUGNG
DERUTYOBMERAL-DIRECTOR
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< wwiowom  BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

3. 13:‘, e @YIC QUAN LY DUGQC Déc 1ap - Tw do - Hanh phic
4 2004150802
7 +07.00
S6: 407  /QBb-QLD Ha Néi, ngay 19 thang 06ndm 2024
QUYET PINH

V& viéc ban hanh danh muc 174 thude nwéc ngoai
dwge gia han gidy ding ky lwu hanh tai Viét Nam - Dot 120

CUC TRUONG CUC QUAN LY DUQC

Can cir Lugt Duoc sd 105/2016/QH13 ngay 06/4/2016,

Can cur Nghi dinh so 95/2022/ND-CP ngay 1 3/11/2022 cua Chinh phu quy dinh
chitc ndng, nhiém vu, quyen han va co cdu t6 chike ctia BoY té;

Can ctr Quyét dinh s6 1 969/QB-BYT ngay 26/4/2023 cia Bg truecng Bo Y 1é quy
dinh chirc ndng, nhiém vy, quyén han va co cau 16 chire ciia Cuc Quan Iy Duoc thude
Bo Y té;

Cdn cir Thong tuw 56 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truecng Bé Y té quy
dinh viéc dang ky heu hanh thuéc, nguyen liéu lam thuoc

Cdn cit két lugn cua Hoi dong nr vin cap gzay ding ky lweu hanh thuée, nguyén
ligu lam thuoc - B Y té dot 120 tai Cong van so 48/HDTV-VPHD ngay 22/05/2024
cua Vin phong Hgi dong tur van cap GPKLH thudc, nguyén liéu lam thuée;

Theo dé nghi ctia Truong phong Déng ky thuée - Cuc Quan Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 174 thubc nude ngoai
duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 120, cy thé:

1. Danh muc 155 thubc nudce ngoai durge gia han gidy dang ky luu hanh hiéu
Iye 05 ndm — Dot 120 (Phu luc I kém theo).

4. Danh muc 19 thude nurée ngoai duoc gia han gidy dang ky luu hanh hi¢u lyc
03 niam — Dot 120 (Phu luc Il kem theo).

Diéu 2. Co s&r san xuét va co s& ding ky thube c6 trach nhiém:

1. San xuat cung cap thubc vao Viét Nam theo ding cac hd so, tai liéu di ding
ky voi BO Y té va phai in s0 dang ky drge Bo Y té Viét Nam cp 1én nhin thuéc.

2. Chép hanh day di phap luft ctia Vigt Nam va cac quy dinh ciia B0 Y té vé
san xuét, nhap khdu thudc va luu hanh thude tai Viét Nam, néu c6 bét cir thay déi gi
trong qua trinh luu hanh thuoc & nuGe so tai va & Viét Nam thi phai bdo cdo ngay cho
Cuc Quéan ly Dugec -Bo Y té Viét Nam.

3. Thye hién vi¢c cdp nhat tiéu chuén chit lugng cia thube theo quy dinh tai
Thong tir s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chét lugng thudc, nguyén ligu lam thudc, Thong tu s6 03/2020/TT-BYT ngay
22/01/2020 cva B6 truong BO Y té sira 601 bd sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lrong thuée, nguyén liéu lam thudc.

4. Thube duoc gla han gidy dang ky lru hanh tai Quyét dinh nay nhing chura
ndp hd so cap nhat ndi dung nhan thube, t& huéng dan sir dung thude theo quy dinh
clia Thong tr 01/2018/TT-BYT ngay 18/01/2018 cua BY trudéng BO 'Y té thi phai thuc
hién cép nhat theo quy dinh tai diém b Khoan 1 chu 37 Thong tw s6 01/2018/TT-BYT
trong thai han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc gia han
gidy dang ky Iuu hanh theo Quyét dinh nay co thay dbi vé néi dung hanh chinh phai
san xuét va lru hanh véi c4c ndi dung di duge phé duyét thay dbi trong hd so gia han.






6. Co s¢ diang ky thube phai bao dam duy tri diéu kién hoat déng trong théi han
higu lyc ctia giay dang ky luu hanh thudc, nguyén liéu lam thude. Trong truomg hop
khéng con dap tng du diéu kién hoat déng, co s& dang ky phai co trach nhiém thurc
hién thay déi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngly co s& ding ky khong con di d1eu kién hoat dong.

7. Co s dang ky thude phai bao cao By Y té (Cuc Quan ly Dugc) vé cip nhét
tinh trang dap Ung Thuc hanh tot san xuét cia O @ san Xudt thuoc nguyén liéu lam
thudc. Trudng hop co s san xuét bi thu hoi gidy phép san xuit hoic khéng dap img
Thuc hanh t6t san xuét thudc, nguyén liéu lam thubc & nwdc sé tai, co s& phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co quan quan ly
c6 thim quyén nudce sé tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh sb
54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mot s6 diéu va bién
phéap thi hanh Luét Duoc.

8. Cac thuoc duge gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc str dung so dang ky da cap trude khi gia han trong thori han téi da 12 théng ké tir
ngay dugc cap so diang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phdi hop véi céc co sd diéu trj dé thuc hién theo dung cic quy dinh hién
hanh vé& thuéc ké don, theo ddi an toan, hiu qua, tac dung khong mong mub6n cta
thube trén ngurdi Viét Nam va tong hop, béo c4o theo quy dinh tai Didu 5 Thong tu s6
08/2022/TT-BYT dbi v6i cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pién 3. Quyét dinh c6 higu Iuc ké tir ngay ky ban hanh.

Dleu 4. Giam dbc S¢ Y té cac tinh, thanh phb truc thude trung wong, giam dbe
nha san xuét va co s¢ dang ky c¢6 thude tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUONG
- Nhir biéu 4; ;
- B6 truomg (dé blc);

- TTr. B3 Xuan Tuyén (dé b/c);
- Cuc Quén Y - Bb Qubc phong, Cuc Y té - Bo Cong ah
Cuc Y t& GTVT - Bé Giao théng vén tai;
- Tdng Cuc Hai quan - B Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- B Y té& Vu PC, Cuc QLKCB Thanh tra B3, Vin
phong HBTV chp GDKLH thuée, NLLT;

- S& Y té cac tinh, thanh phd tryc thude Trung wong;

- Vién KN thude TU, Vién KN thudec TP. HCM;

- Téng Céng ty Duge VN-CTCP;

- Céc Cong ty XNK duogc pham

- Cac Bénh vién & Vién co giuomg bénh truc thude BYT,
- Trung tAm mua sim tap trung thude qubc gia;

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

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







Phu lucI

DANH MUC 155 THUOC NUGC NGOAI PUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 120

(Kem theo Quyét dinh so. ..407...../OD-QLD, ngay 19./06./2024 ciia Cuc Qudn Iy Duoc)

STT | Tén thubc | Hoat chat chinh | Dang | Quycich | Tiéu | Tubi So dang ky Sb
— Ham hrong bao ché | déng goi chuiin tho gia han lin

(thang) (Sé dang ky gia

da cap) han

1 2) (3) Q)] ) (6) 0] (t)] (&)

1. Co'sé diing ky: Actavis International Ltd. (Pia chi: No.4 SOAQ Tal-gidi Off Valletta Road, Luga,
LA 6000, Malta)

1.1. Co sé san xuit: Balkanpharma-Dupnitsa AD (Dia chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary)

1 Irprestan Irbesartan 150mg | Viénnén | Hop 2 vix | NSX 24 380110516024 01
150mg bao phim | 14 vién (VN-21977-19)
1.2. Co s& san xuat: S.C. Sindan - Pharma S.R.L. (Pja chi: 11 Ion Mihalache Blvd., 011171,
Bucharest, Romania)

2 Firotex Topotecan (du6i | Botdong | Hop 1 Lo | NSX 36 594114516124 01
dang topotecan khé pha | 4mg (VN2-340-15)
hydrochloride) dung
4mg dich dam

dic dé

pha dung

dich

truyén
1.3. Co s& san xuét: S.C. Sindan - Pharma S.R.L. (Dja chi: 11th lon Mihalache Blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

3 Vinorelsin | Vinorelbine (dudi | Dung Hoép 1 Lo | NSX 36 594114516224 01

50mg/5ml dang Vinorelbine | dich ddm | Sml (VN-17629-14)
tartrate) dac dé
50mg/5ml pha dich
tiém
truyén
2. Co sé ding ky: Ajanta Pharma Limited (Dia chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)
2.1. Co sé& san xuit: Ajanta Pharma Limited (Pia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

4 Kaportan 20 | Olmesartan Viénnén | HOop lén NSX 36 890110516324 01

medoxomil 20mg | bao phim | chira 10 (VN-18981-15)
Hop x 1 vi
x 10 vién

3. Co sé ding ky: Albios Lifesciences Private Limited (Dia chi: A1/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380015,
India)

3.1. Co sé san xuit: Denis Chem Lab Limited (Dia chi: Block 457, Village-Chhatral, Tal-Kalol,
Dist. Gandhinagar - 382 729, Gujarat State, India)



]
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STT | Tén thudc | Hoat chiat chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky So
— Ham lhrgng bao ché dong gébi chuin tho ia han lan
(thiang) (So diang ky gia
da cip) han
1) 2 (3) 4 (3) (6) @) &) (&)
122 | Gemcitabin | Gemcitabin (dudi | Dung Hép 1 lo NSX 24 900114528124 01
"Ebewe" dang Gemcitabin | dich ddm | 100m] (VN-20826-17)
hydroclorid) d#c pha
10mg/ml dung
dich tiém
truyén
69.2. Co s& san xuit: Lek Pharmaceuticals d.d (Dia chi: Perzonali 47, 2391 Prevalje, Slovenia)
123 | Amoksiklav | Acid clavulanic Vién Hop 7vix | NSX 36 383110528224 01
Quicktabs (dudi dang Kali phén tan | 2 vién (VN-18594-15)
1000 mg clavulanat) 125mg,
Amoxicillin (duéi
dang Amoxicillin
trihydrat) 875mg
124 | Amoksiklav | Acid clavulanic Vién Hop 7vix | NSX 36 383110528324 | 0t
Quicktabs (dudi dang Kali phdn tdn | 2 vién (VN-18595-15)
625mg clavulanat) 125mg,
Amoxicillin (duéi
dang Amoxicillin
trihydrat) 500mg
69.3. Co sé san xuit: Lek Pharmaceuticals d.d. (Pja chi: Verovskova 57, 1526 Ljubljana, Slovenia)
{ 125 | Beprasan Rabeprazol natri | Viénnén | Hop 1 vix | NSX 24 383110528424 | 01
/ 10mg 10mg khang 10 vién (VN-21084-18)
” ; i dich vi
126 | Beprasan Rabeprazol natri | Viénnén | Hop 1 vix | NSX 24 383110528524 01
20mg 20mg khang 10 vién (VN-21085-18)
dich vi N\
69.4. Co st'san xuat: Lek Pharmaceuticals d.d. (Pja chi: Verovskova ulica 57, 1526 Ljubljana, Slovenia) \*

Co s& déng géi: Lek Pharmaceuticals d.d. (Dia chi: Trimlini 2D, 9220 Lendava, Slovenia)

Tensiber
Plus

127

Hydroclorothiazide
12,5mg;
Irbesartan 150mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

24

383110528624
(VN-21323-18)

)

69.5. Co s& san

xuét: Salutas Pharma GmbH (Bia chi: Otto-von-Guericke-Allee 1, 39179 Barleben,

Germany)
128 | Anozeol Anastrozol Img Viénnén | Hop2 vix | NSX 60 400114528724 01
Img bao phim | 14 vién (VN-20039-16)

70. Co sé diing ky: Organon Hong Kong Limited (Dja chi: Unit 48-136, 48/F, Lee Garden One, 33
Hysan Avenue, Causeway Bay, Hong Kong)

70.1. Co' s& san xuit: MSD International GmbH (Puerto Rico Branch) LLC (Dja chi: Pridco

Industrial Park, State Road 183, Las Piedras, Puerto Rico 00771, Puerto Rico)

Co siv san xuit ban thianh phs‘:m (com ezetimibe va com atorvastatin): MSD International GmbH

(Singapore Branch) (Dia chi: 70 Tuas West Drive, Singapore 638414, Singapore)
Co s& déng géi va xuit xwdng: Merck Sharp & Dohme B.V. (Dja chi: Waarderweg 39, 2031 BN
Haarlem, The Netherlands)






