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

VINH PHUC Boclap — Tw do — Hanh phic

$6: 177/2024/VPC-CV
Viv: Thay doi sé dang ky thuéc

Kinh givi: S6'y té tinh Kién Giang

Trudc tién, Cong ty C6 phan Dugc pham Vinh Phtc chan thanh cam on su hop
tac va gitp do ctia Quy S¢& dbi vai cac san pham va dich vu cla Cong ty ching t6i trong
nhitng thoi gian qua.

Kinh thua Quy S¢!

Coéng ty C6 phan Dugc pham Vinh Phuc tham du thau va da triing thau cdc mit
hang thube do cdng ty ching t6i san xuit va phan phéi theo quyét dinh sd 1465/Qb-
SYT ngay 16/05/2024 cta S& y té tinh Kién Giang.

Thyc hién theo quyét dinh s§ 550/QD-QLD ngay 02/08/2024 v& viéc ban hanh
Danh muc 700 thubc san xuét trong nude duge gia han gidy ding ky lwu hanh tai Viét
Nam - Dot 206 ctia Cuc Quéan ly Duoc — Bo Y té. D& dam bao vi€c cung ung thube
tring thiu khong bi gian doan, Cong ty ¢ phan Dugc phdm Vinh Phuc xin thong bao
vé viée thay ddi sb dang ky cac mat hang thudc theo quyét dinh sb 550/Qb-QLD cua
Cuc quén ly Duoc nhu sau:

STT Tén thube Tén hoat chat, nong SPK @i trang thiu SDK sau
do/ham lwgng thay doi
Adrenalin 0,018mg;
1 Lidonalin Lidocain hydroclorid 36mg/ VD-21404-14 893110689024
1,8ml

Chung t61 cam ket céc thude chi thay d6i vé sb dang ky, khong thay doi vé chat
lugng, quy cach san pham va tiéu chi k§ thust trong hd so tham gia ddu thau.
Chiing toi gri kém quyét dinh s6 550/QP-QLD ctia Cuc Quan Iy Duoc —B6 Y t4.
Kinh mong Quy S¢& xem xét.
Cong ty ching toi trdn trong cdm on!
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BO Y TE CONG HOA XA HQI CHU NGHI
CUC QUANLY DUQC Dgc ldp - Tw do - Hanh

S6: 550 /QP-QLD Ha Ngi, ngay 02 thang 08 n¥pa

QUYET PINH
Vé viée ban hanh Danh muc 700 thube san xuét trong nudc
dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 206

CUC TRUGNG CUC QUAN LY DUQC

Can cir Lugt Dicge 50 105/2016/QH]13 ngay 06/4/2016;
Can cir Nghi dinh S() 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chure nang, nhiém vu, qwen han va co céu té chirc ciia BoY 1é;

Cdn cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cia B truong B6 Y té quy

' dinh chirc ndng, nhiém vu, quyén han va co cau 16 chire ciia Cuc Quan Iy Duge thuge
BoY t;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B tr wong B Y 1é
quy dinh viée dang ky leu hanh thude, nguyén ligu lam thube;

Céin cir két lugn cuia Hpi dong tw van cap gidy dang ky heu hanh thude, nguyén
liéu lam thubc - B6 Y té dot 206 tai Cong van so 60/HDTV-VPHD ngay 20/6/2024 ciia
Van phong Hoi (Tong fir vén (ap GPKLH thuée, nguyén lieu lam thuoe;

Theo dé nghi ciia Tr weng phong Bing ky thude, Cuc Quan Iy Dirpe.

QUYET DINH:

Pidu 1, Ban hanh kém theo Quyét dinh nay danh muc 700 thudc san xuit trong
nuée duge gia han gidy diang ky luu hanh tai Viét Nam - Dot 206, cu thc

1. Danh myc 479 thubc san xudt trong nude duge gia han gidy dang ky luu
hanh hi€u Iyc 05 ndm (Phu luc I kem theo).

2. Danh muc 193 thudc san xuit trong nuée duge gia han gidy dang ky luu
hanh hiCu lwe 03 ndm (Phy luc 1T kém theo).

3. Danh muc 28 thudc sén xuft trong nude duge gia han gidy ding ky luu hanh
hiéu lch dén 31/12/2025 (Phy luc IIl kem theo).

Ditu 2. Co s0 san xudt va co so dang ky thube ¢6 trach nhiém:

1. San xudt thube theo ding céac ho s0, tai ligu da dang ky v6i BS Y t& va phai
in s6 dano ky duoc BoY ie Viét Nam cép 1én nhan thude.

2. Chi duoc sén xuét, dua ra luu hanh cac thude kiém sodt dic biét khi c6 Gidy
chimg nhan dit diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
déc bi€t phu hop véi pham vi hoat dong ca co s¢ dap Ung quy dinh tai khoén 5 Didu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 cua Chmh phtt quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luat Duoc.

3. Thyc hién viéc cép nhat ticu chudn chét lwong cia thude theo quy dinh tai
Théng tu s& 11/2018/TT-BYT ngay 04/5/2018 cia Bo trudmg B Y t& quy dinh vé
chat lugng thube, nguyén liéu lam thude.

4. Thube duge gia han gidy ding ky lwu hanh tai Quyét dinh nay nhung chua
ndp hd so cip nhit ndi dung nhin thude, t& huéng dan sir dung thudc theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo trudng B6 Y té thi phai thuc
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hién c@p nhit theo quy dinh tai diém b Khoan 1 Didu 37 Théng tu s 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han gidy dang k¢ Iuu hanh,

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thude dugce gia han
gidly ding ky hru hanh theo Quyét dinh nay cé thay doi vé& ndi dung hanh chinh phai
san xuAt va lwu hanh véi cée noi dung da dugc phé duyét thay dbi trong hé so gia han.

6. Co s¢ dang ky thube phai bao dam duy tri diéu kién hoat ddng trong thoi gian
hi¢u lyc cia giay ding ky luu hanh thude, nguyén lidu lam thudc. Trong trudng hop
khong con dép ung du diéu kién hoat dong, co sé dang ky phai c6 trach nhiém thuc
hién thay ddi co s& dang ky theo quy dinh tai Thong tur s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& dang ky khong con di diéu kién hoat dong.

7. Co s& san xuat thude phai bao dam céac didu kién hoat ddng cla co so san
xudt trong thoi han hiéu luc cia gidy ding ky Twu hanh thude, nguyén lidu lam thube.

8. Céc thude duogc gia han gidy ding ky Iru hanh tai Quyét dinh ndy duge tiép
tuc str dung s6 ding ky da cAp trude khi gia han trong thoi han t5i da 12 thang ké tir
ngdy duge cip sb dang ky gia han theo quy dinh tai Phyu lyc VI ban hanh kém theo
Thong tr s6 08/2022/TT-BYT.,

9. Phéi hop v6i céc co so didu tri dé thye hién theo ding cac quy dinh hién
hanh vé& thudc ké dom, theo ddi an toan, hiéu qua, tic dung khéng mong mubn clia
thudc trén n guoi Viét Nam va téng hop, bdo cdo theo quy dinh tai Didu 5 Théng tr s
08/2022/TT-BYT ddi vé6i cac thude trong Phy luc 1T ban hanh kém theo Quyét dinh
nay. ‘

Diéu 3. Quyét dinh nay ¢6 hidu lyre ké tir ngay ky ban hanh.

Pidu 4. Giam dbc So Y té cac tinh, thanh phé truc thudc Trung wong va Gidm
ddc co 3¢ sén xudt va co so ding ky cé thudc tai Didu 1 chiu trich nhiém thi hanh
Quyét dinh nay./.
Noi nhin: CUC TRUONG
- Nhir biéu 4;

- BT. Do Hong Lan (dé blc);

- TT. D6 Xufn Tuyén ,(dé b/c); )

- Cyc Quén y - B$ Quoc phong, Cuc Y t& - By Cong an
-Cuc Y t€ GTVT - BS Giao théng vén tai;

- Téng Qgc Hai quan - B T4i chinh;

- Bao hiém x& hoi Viét Nam;

-B§ Y t&: Vu PC, Cue QLYDCT, Cuc QLKCB, Thanh tra
B, Van phbng HDTV cép GDKLﬁ thuée, NLLT;

- Vién KN thuoe TU, Vién KN thube TP. HCM;

- Tong Coéng ty Dugc Viét Nam - Céng ty CP; )
- Céc Bénh vién, Vién ¢6 givdng bénh true thude BY Y té;
- Trung tim mua sam tdp trung thude qudc gia;

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

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




DANH MUC 479 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luel

TAI VIET NAM HIEU LUC 05 NAM - BQT 206

ciia Cuc Quan ly Dugc)

(Kém theo Quyét dinh s6 550 /OP-QLD ngay 02 thang 08 nam 2024

STT Tén thude Hoat chét chinh - | Dang bdo | Quy céch déng goi | Tidu | Tubi Sb dang ky | S6
Ham hrong ché chuin| tho gia han ian

(thang)| (S dingky | gia
di cip) han

(1) &) 3) @ (3) (6) (N (8 %

1. Co s ding ky: Cong ty ¢ phan DTS Vigt Nam (Dia chi: S5 18, t6 51

Noi, Viét Nam)

1.1. Co s& san xuét: Cong ty b phin Duge Trung wong Mediplantex (Dia chi: Nha may duge phim s6 2: Thon Trung

Hau, xi Tién Phong, huyén Mé Linh, thénb phé Ha Noi, Viét Nam)

, phuong Quan Hoa, quén Cau Gidy, thanh phd Ha

1 |Goldagtin Vildagliptin 50mg | Vién nén Hop 3 vix 10 vién NSX 36 | 893110652624 | 1
(VD-31455-19)
2. Co s& ding ky: Cong ty c6 phin Duge - Vattuy t& Thanh Hoéa (Dia chi: $4 232, Trdn Phd, phudng Lam Son, Thanh
phd Thanh Héa, tinh Thanh Hoa, Viét Nam)
2.1. Co s& sin xuht: Cong ty ¢b phin Duge — Vit twy t& Thanh Hoa (Dia chi: S6 04 dudmg Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Hoa, tinh Thanh Hoa, Viét Nam)

2 |Asigastrogit Attapulgit hoat héa Thube bst  [Hop 30 goix 3,2 NSX 36 | 893100652724 | 1
2,5g; Magnesi pha hon dich (VD-23151-15)
carbonat 250mg; uéng
Nhoém hydroxyd kho
250mg

3 |Piracetam Piracetam 400mg Viénnang |Hop 10vix 10vign | NSX 36 | 893110652824 | 1
cling (VD-23153-15)

4 |Acethepharm Acetylcystein 200mg |[Thude bét  |Hop 30 goix 2g NSX 24 | 893100652924 | 1
pha hdn dich (VD-20936-14)
ubng

5 |Cinepark Ofloxacin 400mg Vién nén Hop2vix 10vién; |DBVN| 36 |893115653024 [ 1
bao phim Hop 10 vix 10 vién v (VD-22583-15)

6 |Dutased Sulfamethoxazol Thute bt |Hop 1 chai x 20g pha | NSX 36 | 893110653124 | 1

2000mg; pha hén dich |50ml hén dich (VD-25352-16)
Trimethoprim 400mg ubng

7 |Montekas Montelukast (dudi  |Thude bot  |Hop 10 gbix 1g; NSX 36 | 893110653224 | 1
dang Montelukast pha hdn dich {Hop 12 gbix 1g; (VD-23783-15)
natri) 4mg ubng Hop 20 gdix 1g;

Hop 30 gdix 1g

3. Co s& dang ky: Cong ty cb phan duge Apimed (Dia chi: 263/9 Ly Thudng Kiét, Phudng 15, Quan 11, Thanh phd HO Chi

Minh, Viét Nam)

3.1. Co sér san xuit: Cong ty cd phin duge Apimed (Pia chi: Puong N1, cum cong nghiép Pht Thanh — Vinh Thanh, x3
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

8 |Apitor 20

Rosuvastatin (dudi
dang Rosuvastatin
calei) 20mg

Vién nén
bao phim

Hop 3 vix 10 vién,
Hop 1 chai x 100
vién, Hop 1 chai x
200 vién

NSX

24

893110653324
(VD-30218-18)

4. Co st dang ky: Cong ty cd phin drge ATM (Bia chi: Tru s& chinh: VP 26, ting 26 tda elip, 110 Tran Ph, phuong Mo
Lao, quin Ha Dong, thanh phé Ha Nb&i. Bia chi kinh doanh: L6 B1.4-LK31-01- Khu d6 thi Thanh Ha- Cieanco 5, x8 Cur khé,
huyén Thanh Oai, thanh pho Ha N§i, Viét Nam)
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STT Tén thube Hoat chét chinh - Dang bae | Quy cich d6nggoi | Tidu | Tubi S aang ky | S
Ham hrong ché chufin| tho gia han lin

(thang)| (S6 ding ky gia

da cip) han

(1 (2 3) ) ) 6 (D (8) ®)

43.1. Co' s¢' sin xuat: Céng ty o phin duge pham Vinh Phic (Dia chi: Thén Mau Thong, phudéng Khai Quang, thanh phd
Vinh Yén, tinh Vinh Phtc, Viét Nam)
362 |Adrenalin Adrenalin 1mg/10ml |Dung dich  |Hop 2 vix 5 dng x NSX 30 | 893110688724 | 1
1mg/10ml tiém 10ml: Hop 10 vix 5 (VD-32031-19)
dng x 10ml

363 |Dimedrol Diphenhydramin Dung dich  |Hop 100 éng x 1ml NSX 36 | 893110688824 | 1
hydroclorid 10mg/ml |tiém (VD-24899-16)

364 |Lidocain Lidocain Dung dich Hop 100 éng X 2ml; NSX 36 893110688924 1
hydroclorid tiém Hop 2 vi x 10 dng x (VD-24901-16)
40mg/2ml 2mli,

365 |Lidonalin MGdi 1,8m! chira: Dungdich |HOop 2 vix 5 6ngx NSX 36 | 893110689024 1
Adrenalin 0,018mg; |tiém 1,8ml (VD-21404-14)
Lidocain
hydroclorid 36mg

366 [Nude cat tiém Nuédc cat pha tiém  |Dung méi Hop 100 ong x 2ml; NSX 48 | 893110689124 1
2ml pha tiém Hop 2 vix 10 dng x (VD-24903-16)

2ml
367 |Vincerol 4 mg Acenocoumarol 4mg |Vién nén Hop 3 vi x 10 vién; NSX 36 | 893110689224 | 1

Hop 10 vix 10 vién

(VD-24906-16)

44. Co s¢ diing ky: Cong ty ¢d phin Dwge S.Pharm (Dia chi: Dudng D110 G, khu cong nghiép An Nghiép, xa An Hiép,
huyén Chau Thanh, tinh Soc Trang, Viét Nam)

44.1. Co s& sin xuit: Cong ty ¢ phin Duge S.Pharm (Dia chi: Pudng D116 G, khu cong nghiép An Nghiép, xa An Hiép,
huyén Chau Thanh, tinh Séc Tring, Viét Nam)

368

Cefdinir 300 mg

Cefdinir 300mg

Vién nang
cling

Hop 2 vi, Hop 10 vi,
Hop 50 vix 10 vién;
Chai 100 vién, Chai
200, Chai 500 vién

NSX

893110689324
(VD-29926-18)

45. Co s¢ diing ky: Cong ty C6 phin Duge Trung wong 3 (Dia chi: $6 115 Ng6 Gia Ty, Phudng Hai Chéau 1, Quan Hai

Chéu, Thanh phé Da Ning, Viét Nam)

45.1. Co' s sén xudt: Cong ty C§ phin Duge Trung wong 3 (Dia chi: S6 115 Ngb Gia Ty, Phudng Hai Chéau 1, Quén Hai
Chau, Thanh phé Pa Ning, Viét Nam)

369 |Cendemuc Acetylcystein 200mg |Thuoe bdt  [Hop 20, 50, 100 gbi | NSX 36 | 893100689424 | 1
x 1,5¢ (VD-21773-14)

370 |Cenrobaby Roxithromycin 50mg [Thude bot  [Hop 20 goi x 1,5 NSX 36 | 893110689524 | 1
udng (VD-29270-18)

371 |Cetecocenfast 120 |Fexofenadin Vién nén Hop3vi, 10vix 10 | NSX 36 | 893100689624 | 1
hydroclorid 120mg vién; Lo 100, 200 (VD-28165-17)

vién

372 |Lavgab Sulpirid 50mg Viénnang  |Hop 10 vix 10 vién; | NSX 36 | 893110689724 1
cliing Lo 100, 200 vién (VD-27175-17)

373 |Rethiodin Dextromethorphan | Vién nén Lo 100, 300, 500 vién| NSX 36 893110689824 1

HBr 15mg

(VD-22693-15)

46. Co s&r diing ky: Cong ty ¢6 phiin Dugc Trung wong Mediplantex (Dia chi: 358 dudng Giai Phong, phudng Phuong Ligt
, quan Thanh Xuan, TP Ha N§i, Viét Nam)

46.1. Co s6 san xuit: Cong ty cb phE‘m Dwgc Trung wong Mediplantex (Bia chi: Nha may dugc phﬁm $6 2: Thon Trung
Hau, xi Tién Phong, huyén Mé Linh, thanh phd Ha Noi, Viét Nam)




