CONG TY CO PHAN DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM

NAM HA Poc lap — Tu do — Hanh phiic
S6: 413/CV-NH
(Vv thay déi 56 ding ky Ngay 17 thdang 03 nam 2025

san pham Debomin)

Kinh giri: SO Y TiE NINH THUAN
Péng kinh gii: BENH VIEN TINH NINH THUAN

Chung t6i, Cong ty c6 phén Dlr(_ré phim Nam Ha c6 tham dy goi thdu: “Géi sb 1:
Go6i thau thubc generic” va tring thdu san phidm Debomin theo Quyét dinh sé:
KQ2400544691- 2502251521 ngay 25 thang 02 nidm 2025 cta SG y té Ninh Thuén.

Nay nha thau 1am cong vin xin thay déi théng tin sé ding ky ctia mit hang Debomin
(Phu luc dinh kem)

Ngoai ndi dung thay dbi théng tin sb dang ky thudc néu trén, tit ca cac ndi dung khéc
gitr nguyén trong Quyét dinh s6: KQ2400544691- 2502251521 ngay 25 thang 02 nim 2025
clia S§'Y € Ninh Thuén. |

Nha thiu xin dinh kém cdc tai liéu sau:

1. Gidy phép leu hanh sdn pham

2. Quyét dinh 718/0D-OLD ngay 24 thing 10 nim 2024 vé viée ban hanh danh muc
771 thuée sdn xudt trong nuée dirge gia han gidy ddng ky heu hanh tai Viét Nam —
Dot 211

Kinh mong bén moi thau xem xét \ELChép thuéin cho Nha thdu dugc tiép tuc cung cip
san phim theo thong tin thay doi trén. '
Tran trong cam on!
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(PHU LUC DANH MUC THUOC GENERIC BE NGHI THAY DOI SO PANG KY)
(Keém theo cong vén s6: 413/CV-NH ngay 17/03/2025)
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" CYC QUAN LY DUGC Doc ldp - Tw do - Hanh phic
) \,\N\l mro( N
$6:718  /QP-QLD Ha Néi ,ﬁg‘ym thiing 0 nam 2024
QUYET [
vé viéc ban hanh Danh muc 771 thuoc\ 1/ huoc san xuat

trong nwoc dlro’c gia han glay dang ky luw;

i " Nam - Dot 211
¥ D50078%

CucC TRUONG CUC QU AN LY“i)U e GIAM BOC KHOIKINH DOANH ET(
Whid f?{lﬁmﬂ Mink, Sicn

Can cir Ludt Dirge .S'O 105/2016/QH 13 ngay 06/4/2016,
Can cik Nghi dinh so ' 95/2022/NP- -CP ngay 15/11/2022 cua Chinh phi quy dinh
chirc ndng, nhiém vu, quyen han va co cdu 16 chire ctia B3 Y 16,

Céin cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia Bf truéng Bo Y 1é quy
dinh chitc nang, nhiém vy, quyén han va co cau 16 chite ctia Cuc Quan Iy Duroe thuée
B3 Y 1é;

Céin cit Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo triromg Bo Y 1é
quy dinh viéc ddng ky hew hanh thude, nguyén liéu lam thuée;

Cén cir két lugn cua Hji déng tir vén cap gidy ding ky lwu hanh thuée, nguyén
liéu lom thuoc - B Y 16 dar 211 tai Cong van so 82/HDTV-VPHD ngay 27/9/2024 cua
Viin phong Hoi dong tw van cdp GPKLH thuéc, nguyén liéu lam thuéc;

" Theo dé nghi cia Trudng phong Ding ky thuée, Cuc Qudn Iy Duroc. /:g;
: @

'QUYET PINH:
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Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 771 thude, nguyén liéu
lam thude san xudt trong nudc duge gia han gidy ding ky luu hanh tai Viét Nam - Dot x
211, cu thé:

1. Danh muc 556 thude, nguyén lidu lam thude sin xuét trong nude dugc gia i
han gidy dang ky luu hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 159 thubc sin xuét trong nuée duoc gia han gidy dang ky lu'u
hanh hiéu luc 03 nam (Phu luc 11 kem theo). |

3. Danh muc 56 thudc san xudt trong nmurée duge gia han gifly ding ky luu hanh
hiéu lye dén 31/12/2025 (Phu lyc 11l kém theo).

Piéu 2. Co s6 san Xuét va co so dang ky thude c6 trach nhiém:

" 1. San xuat thudc theo dung céc hd so, tal liéu da dang ky véi B6 Y té va phai
in hodc dan sb ding ky duge BO Y té Viét Nam cAp 1én nhén thudc.

2. Chi dugc san xudt, dua ra luu hanh cac thude kidm soat dic biét khi cé Gidy
chitng nhan du diéu kién kinh doanh dwgc pham vi kinh doanh thudc phéi kiém soét
dac biét phu hop véi pham vi hoat dong cua co s¢ dap ting quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luat Dugc.

3. Thyc hién vi€c cdp nhit tiéu chuén chat hrong ciia thube theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo truéng Bo Y té quy dinh vé
chat luong thude, nguyén liéu lam thudc.

4. Thubc duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhét ndi dung nhan thude, t& huéng din st dung thudc theo quy dinh
cia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia Bo truéng B6 Y té thi phai thuc
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hién cip nhét theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thdi han 12 thang ké tir ngay duoc gia han gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh ndy, cac thube duge gia han
gidy ding ky luu hanh theo Quyét dinh ndy c¢6 thay ddi vé ndi dung hanh chinh phai
san xudt va luu hanh véi cde ndi dung da duoce phé duyét thay dbi trong hd so gia han.

6. Co s& ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cia gidy ding ky Twu hanh thudc, nguyén liéu lam thude. Trong trudng hop
khong con dap ng du diéu kién hoat dong, co s ding 'ky phai c6 trach nhiém thuc
hién thay dbi co s& dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT trong thi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thude phai bao dam cac diéu kién hoat déng cia co s& san
xudt trong thoi han hiéu luc cia glay dang ky luu hanh thude, nguyén liéu lam thube.

8. Cac thuoc duge gia han gidy ddng ky luu hanh tai Quyet dinh nay duoc tlep
tuc str dung 50 dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tur
ngiy duge cdp sé diang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

b Phéi hop véi cac co s diéu tri dé thue hién theo ding cdc quy dmh hién
hanh v& thudec ké don, theo dol an toan, hiéu qua, tac dyng khong mong mudn cua
thube trén ngudi Viét Nam va tdng hop, béo cdo theo quy dinh tai Didu 5 Théng tur s6
08/2022/TT-BYT dbi véi cac thube trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh..

Diéu 4. Gidm dbc S& Y té céc tinh, thanh phé truc thude Trung vong va Gidm
dbc co s& san xudt va co 6 ding ky ¢6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn: _CUC TRUONG
- Nhu Diéu 4;

- BT. Pio Héng Lan (dé blc);
- TT. D6 Xuén Tuyén (de ble); =1
- Cyc Quany - B6 Quéc phong, Cyuc Y té - B4 Cong an; y Sy
-Cuc Y t& GTVT - Bé Giao théng van tai; :
- Tong Cuc Hai quan - B& Tai chinh;

- B4o hiém x4 hoi Viét Nam; oA
-B6 Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuén Cudng
B, Vin phong HDTV cip GDKLH thudc, NLLT;

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

- Téng Cong ty Duge Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién co giudng bénh tr uc thube BO Y té;

- Trung tim mua sam tap trung thube quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BKT (C.H) (02b).




DANH MUC 556 THUOC, NGUYEN LIEU LAM T

Phu luc I

PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 211

(Kém theo Quyét dinh sé 718

/OD-QOLD ngay 24

cuia Cuc Quan ly Duoc)

thang 10

nam 2024

HUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY

STT Tén thudc Hoat chit chinh - Dang bdo | Quy cach déng géi | Tiéu | Tubi S6 dang ky | S6
Ham luwgng ché chuin | tho gia han lin
(thang) | (S6 ding ky | gia
da cép) han
) 2) &) “ ® (6 ) ® ®

1. Co s& ding ky: Cooperation Pharmaceutique Francaise (Dia chi: Place Lucien Auvert 77000 Melun, Phap)

1.1. Co sé sén xuit: Cong ty cb phén Sanofi Viét Nam (Dia chi: L6 [-8-2, Puong D8, Khu Céng nghé cao, Phudng Long
Thanh My, Tp. Thii Piic, Tp. HS Chi Minh, Viét Nam)

1 [|Nautamine

Diacefyllin
diphenhydramin
90mg

Vién nén

Hop 20 vix 4 vién

NSX

36

893110008900 | 1
(VD-29364-18)

2. Co sé diing ky: Cong ty c6 phin SA Farma (Dia chi: 116/45 Té Hién Thanh, Phudng 15, Quan 10, Thanh phé H3 Chi

Minh, Viét Nam)
2.1. Co s6 san xuit: Cong ty cb phan lién doanh Duge phim Eloge France Viét Nam (Pia chi: Khu cdng nghiép Qué Va,
xd Phuong Liéu, huyén Qué V4, tinh Bic Ninh, Viét Nam)

2 |AtorvastatintEzet | Atorvastatin (dudi | Vién nén bao [Hop 3 vix 10 vién, NSX 306 893110009000 R
imibe-5A Farma |dang atorvastatin phim Hép 4 vix 7 vién (VD-33757-19)fn b 5‘8
10+10mg calci) 10mg; . i

Ezetimibe 10mg .

3 |AtorvastatintEzet |Atorvastatin (duéi [ Vién nén bao |Hop 3 vi x 10 vién, NSX 36 893110009100}
imibe-5A Farma |dang Atorvastatin phim Hép 4 vix 7 vién (VD-33758-19), i
20+10mg calci) 20mg; )

Ezetimibe 10 B ] =
zetimibe 10mg ) e

4 |Dutasteride-5A Dutasterid 0,5mg Vién nén bao |Hop 3 vix 10 vién NSX 36 893110009200 | 1T
Farma 0,5mg phim (VD-33759-19)

5 |Sitagliptin - 5A  |Sitagliptin (dudi Vién nén bao |Hop 4 vi x 7 vién, NSX 36 | 893110009300 | 1
Farma 100mg dang Sitagliptin phim Hép 3 vix 10 vién (VD-33761-19)

phosphat
monohydrat
128,48mg) 100mg

6 |Sitagliptin - 5A  |Sitagliptin (dudi Vién nén bao [Hop 4 vi x 7 vién, NSX 36 [893110009400 | 1
Farma 50mg dang Sitagliptin phim Hop 3 vix 10 vién (VD-33762-19)

phosphat
monohydrat .
64,24mg) 50mg

3. Co sé diing ky: Cong ty cb phﬁn Céng nghé sinh hoc - Dwoc phim [CA (Dia chi: L 10, dudmg s6 5, khu cong nghiép

Viét Nam-Singapore, thi x3 Thudn An, tinh Binh Duong, Viét Nam)

3.1. Co sé san xuét: Cong ty c6 phin Cong nghé sinh hoc - Dugc phidm ICA (Dia chi: Lo 10, dudmg s6 5, khu céng nghiép

Viét Nam-Singapore, thi xa Thudn An, tinh Binh Duong, Viét Nam)

7 |Adagrin Sildenafil (duéi Vién nén bao [Hop 1 vix 3 vién NSX 36 893110009500 | 1
dang sildenatfil phim (VD-18667-13)
citrate 70,24mg) k
50mg
1
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STT| Tén thube Hoat chit chinh - | Dang bao | Quy cdch déng géi | Tiéu | Tudi S dang ky | S6
Ham lwong ché chuin | the gia han lin
(thang)| (S6 ding ky | gia
da c-fip) han
(1) @) (6] “) () (6) () 3 ®
71 |Alphausar Alphachymotrypsin  [Viénnang |Hdp 02 vix 10 vién, | NSX 24 | 893110071500 | 1
42001U mém Hoép 03 vi x 10 vién, (VD-23296-15)

Hop 1 chaix 100
vién, Hop 05 vix 10
vién, Hop 10 vix 10
vién, Hop 1 chai x
50 vién, Hop | chai
x 200 vién

27. Co sé ding ky: Céng ty ¢b phin Dwoc phim Phwong Dong (Dia chi: L s6 7, Puong sb 2, Khu cong nghiép Tin Tao,
Phudng Tan Tao A, Quan Binh Tén, Thanh phd HS Chi Minh, Viét Nam)

27.1. Co sé san xuét: Cong ty cb phin Dwge phim Phuwong DPong (Pia chi: L6 s6 7, Puong sb 2, Khu cong nghiép Tan
Tao, Phudng Tan Tao A, Quén Binh Tan, Thanh phd H& Chi Minh, Viét Nam)

72 |Debomin - |Magnesi lactat Vién nén sui [Hép 2 vix 4 vién, NSX 36 | 893110071600 | 1
dihydrat 940mg; Hop 4 vi x 4 vién; (VD-22507-15)
Vitamin B6 Hép 1 tuyp x 10
(Pyridoxin ' vién, Hop 1 tuyp x
hydroclorid) 10mg 20 vién
28. Co s6 ding ky: Cong ty b phé"m dwge pham Quing Binh (Dja chi: $6 46, Puong Hitu Nghi, Phuong Bic Ly, Thanh
Phé Pdng H6i, Tinh Quang Binh, Viét Nam) 2

My &

28.1. Co s& san xuét: Cong ty cé phin duge phdm Quang Binh (Dia chi: $é 46, Dudng Hitu Nghi, Phuong Bic Ly, Fh
Phé Déng Héi, Tinh Quang Binh, Viét Nam)

73 |Vitamin C 250mg |Acid ascorbic 250mg |Viénnang | Lo 100 vién NSX 24 [ 893110071700 |}
cing (VD-21350-1

YHW
\\;._

29. Co' sé diing ky: Céng ty C6 phin Dwge phim Sao Kim (Pia chi: KCN Quang Minh, thi trdn Quang Minh, huy/@/ﬁé
Linh, TP. Ha N6i, Viét Nam) -

29.1. Co sé sam xuét: Céng ty ¢ phin dwge phim Sao Kim (Dia chi: Khu cong nghiép Quang Minh, thi trin Quang Minh,
huyén Mé Linh, thanh phé Ha Néi, Viét Nam)

74 [Alpha-SK Chymotrypsin 4200 | Vién nén Hop 1 thix 2 vix NSX 24 1893110071800 | 1
USP unit phén tan 10 vién (VD-31842-19)

75 |Co-lutem Force [Artemether 80mg; Vién nén Hop 1 vix 6 vién NSX 24 | 893110071900 | 1
Lumefantrine 480mg (VD-31844-19)

30. Co s& diing ky: Cong ty ¢6 phan dwge phim Savi (Savipharm J.5.C) (Dia chi: L Z01-02-03a, Khu Coéng nghiép trong
Khu Ché xuit Tan Thuin, Phuong Tan Thuin Pdng, Quin 7, Thanh phé H& Chi Minh, Viét Nam)

30.1. Co & sin xuét: Cong ty cd phin dwge phdm Savi (Savipharm J.8.C) (Dia chi: L6 Z01-02-03a, Khu Cong nghiép
trong Khu Ché xuit Tan Thuan, Phudng Tén Thuén Péng, Quén 7, Thanh phé Hb Chi Minh, Viét Nam)

76 |Cetampir plus Cinnarizin 25mg; Vién nén Hop 3 vix 10 vién; | NSX 36 | 893110072000 | 1

- |Piracetam 400mg bao phim Hop 10 vix 10 vién (VD-25770-16)
77 |SaVi Rosuvastatin 10mg Vién nén Hoép 3 vix 10 vién NSX 36 893110072100 | 1
Rosuvastatin 10 bao phim (VD-27050-17)

78 |SaViDopril Plus |Indapamid hemihydrat [Vién nén Hoép 3 vix 10 vién NSX 36 | 893110072200 | |
1,25mg; Perindopril  |bao phim (VD-26260-17)
erbumin 4mg

31. Co sé diing ky: Céng ty c¢b phin dwge pham Tipharco (Dia chi: L6 08, 09 Cum Cong nghiép va Tiéu thii céng nghiép
Téan My Chanh, Phudng 9, TP. M§ Tho, Tinh Tién Giang, Viét Nam)
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CUC QUAN LY DUQC
DRUG ADMINISTRATION OF VIETNAM
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Tel: 84 4.37366483/384644 13 - Fax: A1.438234758

CHAY PIIECP LU 4

‘Tén thude

~ Name of Drug:

Thanh phan chinh, ham lweng
Active Ingredients, Strength:

Qui cach dong goi, han ché
Packing Size, Dosage form:

Ti&u chuén chat lwong
Qualily Specification:

Han duing
Shelf- life:

S6 gidy phép Iwu hanh san pham (SPK):

Markeling Avthorization Numnber:
S6 quyét dinh
Approval Decision Number:

CONC HOANA 1O LU N sm ﬁ(N\
SCOCTAVIST REPHIBT IO O A ‘FB GH‘NH
Doe lip - Ty do - THaniphine
Indepeadence « Freedon - Happiness

_Debomzn
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Vién nén sti
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36 thang

VD-22507-15 |

Ngay cap: 26/5/2015

Dale of Issuance:

263/Qb-QLD

Hiéu lirc clia gidy phép Iy hanh san phim: cé gia trj 05 nam k& tor ngay cip

Expiration Da!e of this Marieling Authorization:

Tén co st ding ky
Name of Markeling Authorization Ho!der

Bia chi
Address

Tén co s& san xuét'
Name of Manufaclurer;
Bija chi

Address: :

Tén co s& dang goi
Name of Assembler

Bia chi
Address.

~Ghi chu:; {Nole)
1- Giay phep Iwu hanh san pham nay dirge cap theo GLTQ hd, sd. X

déng ky thubc da deoc Bo Y 1é phé duyét.

This markeling authorization has been issved in accordance with thé\'.dos.sfer

appmvsd by the Vietnam M:msfry of Heallh.

2- Bat i sy thay 66i nao v& nii dung ciia gidy phép phai umd gt

Cyc Quan ly duge - BO Y 18 xac nhan.

Apy varisiions of the coptents of the markeling aulhorization are required lo be

adopled by the Drug Administration of Viefnam.

Cang tyr co phin quc phdm Phuwong Bong

L6 s6 7, duong s6 2, KCN. Tan Tao, P. Tan Tao A, Q.
Binh Tan, TP. H6 Chi Minh - Viét Nam
Céng ty ¢6 phin Dwec phdm Phwong Dong

Los6 7, duong s6 2, KON, Tan Tao, P Tan Tao A, Q.
Binh Tan, TP. H6 Chi Minh - Viét Nam

Ha-Noi, ngay 26 thang 5 nam 2015.
CYC TRUONG CYC QUANLY buQc
GENERM!F\EGTOR OF THE DRUG ADMINISTRATION OF VIETNAM

'( J,"

TRUPONG QUOC CUONG




