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CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lidp - Tu do - Hanh phiic

Da Néng, ngay 08 thang 10 nam 2024

Kinh giri: SO'Y TE NINH THUAN

Tﬂm tién, Coéng ty Cb phan Dugc phidm Vinh Phic chan thanh cam on su hop

tac va gilip d& ciia Qiy S& dbi voi cac san phém va dich vu ctia Cong ty chung toi

trong nhimg thoi gian qua.

Cin ctr Quyét dinh tring thau s6 08/QD-SYT ngay 05 thang 01 nim 2024 cia
S& Y té Ninh Thuén vé viéc phé duyét két qua lua chon nha thiu Gé6i sé 01: Goi

thau Thudc Generic va vic xin 2023.

Cén cir Quy dinh vé thay dbi thong tin thudc tring thau tai Khoan 3, Didu 15,
Thong tur 07/2024/TT-BYT ngay 17 thang 05 ndm 2024 cia B6 Y té Quy dinh vé

déu thau thudc tai co s& y t€ cong lap.

Thue hién Quyét dinh sé 90/QDP-QLD ngay 31 thang 01 ndm 2024 cta Cuc
Quan ly Duoc vé viéc ban hanh Danh muc 608 thudc sén xut trong nudc dugc gia
han gidy diang ky luu hanh tai Viét Nam - Dot 192. Hién nay, san phim
Noradrenalin ctia Cong ty ching t6i d4 dugc Cuc Quan ly Duoc cép Sé dang ky méi
va d dugce san xuat theo S8 ding ky méi nay. Vi vy, Cong ty chiing toi kinh dé nghi
Quy S& cho phép Céng ty dugc thay dbi thong tin thude d4 tring thiu, cu thé nhu

sau:
A A £ A A By A .
ST Tén thuoc Hoat chat, Nong d¢-ham Théng tin thube T!mnlg tin
T Irgng L A thuoc xin thay
da trung thau .
doi
1 Noradrenalin (dudi dang
Noradrenalin | Noradrenalin tartrat) VD-24902-16 893110078424
Img/1ml

Céng ty xin cam két ngoai sy thay dbi s ding ky, khong c6 bét ky su thay déi nio
vé tiéu chuén chit hrong giira thudc xin thay thé va thudc tring thiu.

Coéng ty ching t6i xin trdn trong cam on!

Noi nhin:
- Nhir trén;
- Lwu: VT, P. KD.
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PHU LUC 1: DANH MUC THAY POI SO PANG KY

- aﬁh kem Cong vin 56 103/VPC-CV ngay 08/10/2024 ciia Céng ty Cé phdn Duwegc phdm Vinh Phiic)

\ ,":‘1‘” WM [y ff " So1 da
W\ A VINH PHOC /} ,r S diing ky cu:lr()’n'g S6 lugng i
£ g ing i So lwgng
3 = Hﬁ chit, thien Qe S6 ding ky diéu| S61 theo sb CUneUE | mua vugt
M3 hang|  Tén thube. " { Nong do - Ham | dinh 08/QD- g OIMOME | Ten Bénh vién HEOSO 1 theo 56 )
N chinh tring thiau ding ky cua . : 20% (néu
lwgng SYT ngay Al ding ky
05/01/2024 Quyctdinh |- . chinh €0)
08/QD-SYT
Trung tdm Y té huyén
Thuén Nam 0 100 0
Bénh vién Lao va Bénh
Phdi tinh Ninh Thuén 50 150 0
. Bénh Vién Tinh Ninh
Noradrenalin ¥ ¥
T — Thusn 22.000 28.000 0
Noradrenalin T Tarm Y TE Tuve
Noradrenalin | tartrat) VD-24902- rung lam Y 1¢ Huyen
Gloplg | Norslremlls OB 6 893110078424 | 51.100 éng| Thun Béc 0 100 0
Trung tdm y té huyén
Ninh Phusc 30 200 4
Trung T4m Y Té Huyén
Ninh Son 0 200 0
Tong 22.350 ong | 28.750 ong | 0




CONG HOA XA HQI CHU NGHIA VIET NAM
Péc ldp - Tw do - Hanh phiic

Sé: 90 /QP-QLD Ha Ngi, ngay 31 thang 01 ndm 2024

QUYET PINH
Vé viéc ban hanh Danh muc 608 thudc san xuit trong nwéc
dwgc gia han gidy ding ky lvu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

Can cir Lugt Dugc so 105/2016/QH13 ngay 06/4/2016;
Can cur Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chirc ndng, nhiém vu, quyen han va co cdu 16 chiec ciia B6 Y 1é:

Cin cir Quyét dinh so ]969/QD-BYT ngay 26/4/2023 cua B¢ truong Bo Y 1€ quy
dinh chirc nang, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Qudn ly Dugrc thugc
Bj Y té;

Can cit Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 cia Bé trucng B6 Y 1é
quy dinh viéc dang ky lwru hanh thuoc nguyen ligu lam thube;

Can cir két ludn cua Hpi dong tur van cdp gidy ding ky hru hanh thude, nguyén
liéu lam thuéc - B6 Y 1é dot 192 pk;en 1 va phién 2 tai Cong vin sé 102/HPTYV-VPHD
ngdy 11/12/2023 va Céng van so 103/HPTV-VPHD ngay 12/12/2023 cua Van phong
Hgi dong tu vin cdp GPKLH thuée, nguyén liéu lam thuéc;

Theo dé nghi ciia Truéng phong Bing ky thude, Cuc Qudn Iy Duge.

QUYET DPINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 608 thuoc san xudt trong
nuéc duge gia han gidy ding ky Tiru hanh tai Viét Nam - Dot 192, cu the

1. Danh muc 529 thudc sin xuét trong nudc duge gia han gidy ding ky Tuu
hanh hiéu luc 05 nim (Phu luc I kém theo).

2. Danh myc 70 thudc san xudt trong nuéc dugce gia han gidy ding ky luu hanh
hiéu Iuc 03 nam (Phu luc II kém theo).

3. Danh myc 09 thudc sin xuit trong nude duge gia han gidy ding ky lau hanh
hiéu lue den 31/12/2025 (Phy luc Il kém theo).

Diéu 2. Co sd san Xuét va co s dang ky thuéc c6 trach nhiém:

1. San xuit thuéc theo ding céc ho 50, tai liéu da dang ky v6i BO Y té va phai
in s ding ky duoc B Y te Viét Nam cip 1én nhén thude.

2. Chi dugc sén xuit, dua ra hru hanh cac thude kiém soat dic biét khi ¢ Giy
chimg nhén di diéu kién kinh doanh duge pham vi kinh doanh thuéc phai kiém sodt
ddc biét phu horp véi pham vi hoat dong cua co s¢ dép tmg quy dinh tai khoan 5 Piéu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s didu va bién phép thi hanh Luat Duge.

3. Thuc hién vigc cip nhat tiéu chuén chét lugng cia thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngdy 04/5/2018 cia B§ trudéng BS Y té quy dinh vé
chit lugng thuoc, nguyen liéu 1am thudc.

4. Thube dugc gla han gidy déng ky Iuu hanh tai Quyét dinh nay nhung chua
ndp hd so cip nhit ndi dung nhan thudc, t& huong dén sir dung thudc theo quy dinh
cua Théng tir 01/2018/TT-BYT ngay 18/01/2018 ctia B truéng B Y té thi phai thuc
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hién cap nhét theo quy dinh tai diém b Khoan 1 £)1eu 37 Théng tir s6 01/2018/TT-BYT
trong thdi han 12 thang ké tir ngay duoc gia han gxay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duge gia han
glay ding ky luu hanh theo Quyet dinh nay c6 thay d6i vé ndi dung hanh chinh (bao
gom ca mau nhédn va td huéng dan sir dung thudc) phai san xuit va luu hanh véi cic
ndi dung da dugc phé duyét thay dbi trong ho so gia han.

6. Co so dang ky thuée phai bao dam duy tri diéu kién hoat dong trong th&i gian
hiéu lyc cua gidy déng ky luu hanh thudc, nguyén lidu 1am thudc. Trong trudng hop
khéng con dap tng du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc
hién thay ddi co s& ding ky theo quy dinh tai Thong tu s 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& ding ky khong con du diéu kién hoat ddng.

7. Co s& san xuit thudc phai bao dam céc diéu kién hoat dong ciia co s& san
xuét trong thai han hiéu lyc cia gidy dang ky Iuu hanh thude, nguyén liéu lam thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc str dung so déng ky da cap truge khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

g, th hop véi cac co s& diéu tri dé thyuc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hi¢u qua, tac dung khéng mong mubn cua
thudc trén ngudi Viét Nam va tong hop, bédo céo theo quy dinh tai Diéu 5 Thong tu sb
08/2022/TT-BYT d6i véi cac thude trong Phuy lyc IT 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 So Y té cac tinh, thanh phé truc thudc Trung vong va Gidm
dbc co so san xudt va co s& ding ky co thudc tai Diéu 1 chiu trich nhiém thi hanh
Quyét dinh nay./.

Noi nh{in:

- Nhu Diéu 4;

- BT. Dao Hong Lan (dé blc);

- TT. B4 Xuédn Tuyén (de b/c); '3
- Cuc Quiny - B§ Quéc phong, Cuc Y té - Bo Cong an; | “
-CucY té GTVT - Bj Giao théng vén tai; \
- Tong Cuc Hai quan - B§ Tai chinh; :
- Bao hiém x4 h¢i Viét Nam; =l z .
_B4 Y té: Vy PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vil Tuin Cudng
B{, Vin phong HDTV cap GDKLH thude, NLLT;

- Vién KN thuéc TU, Vién KN thuéc TP. HCM;

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

- Céc Bénh vién, Vlen c6 giudng bénh trye thuéc Bo Y té;

- Trung tdm mua sim tap trung thudc qudc gia;

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

Website;

- Lwu: VT, DKT (C.H) (02b).




Phu lucI
DANH MUC 529 THUOC SAN XUAT TRONG NUGC PUQGC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 192

(Kém theo Quyét dinh sé6 90

/OP-QLD ngay 31 thang 01 nam 2024
cua Cuc Quan Iy Dugc)

STT | Ténthuéc | Hoat chitchinh- | Dang bao |Quy cach déng géi| Tién | Tudi | S6dingky |S6 lin
Ham hrgng ché chuin | tho gia han gia han
(théng) | (S6 ding ky
da cép)
1) 2 3) @ ()] (6) () @) ®

1. Co s& ding ky: Alcapharm B.V (Dja chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co sé san xuit: Céng ty c6 phin Duge vit tw y té Hai Dwong (Pia chi: S6 102, phé Chi Lang, phuémg Nguyén Trii,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

1 [Vitamin C

Acid ascorbic
500mg/5ml

Dung dich
tiém

Hop 50 ong x Sml;
Hép 12 éng X 5ml;
Hop 6 éng x 5ml

DDBVN
v

24

893110047224
(VD-25862-16)

2. Co s& diing ky: Cong ty c6 phan Euvipharm (Dia chi: Ap Binh Tién 2, xi Pirc Hoa Ha, huyén Pirc Hoa, tinh Long An,

Viét Nam)
2.1. Co s& san xuét: Céng ty 6 phin Euvipharm (Dia chi: Ap Binh Tién 2, x4 Dttc Hoa Ha, huyén Ditc Hoa, tinh Long
An, Viét Nam)

2 |Acefalgan 500 |Acetaminophen Viénnén [Hop 10 vi x 10 vién | DDVN 36 | 893100047324 1
500mg \Y% (VD-26134-17)

3  |Arginin Moi 5ml chira: L-  |Dung dich [Hgp 2 vi x 10 dng NSX 36 | 893110047424 1

Euvipharm Arginin hydroclorid |uéng x 5ml (VD-25674-16)
1000mg

4 |Cefclor Cefaclor (dudi Viénnang |Hop 2 vix 10 vién | USP 43 36 | 893110047524 1

500 mg dang cefaclor ciig (VD-20692-14)
monohydrat) 500mg

5 |Cefjidim 1g Ceftazidim (duéi  |Bot pha Hép 1 1o USP 43 36 | 893110047624 1
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) 1g

6 |[Cefjidim 2g Ceftazidim (duéi  |Bét pha Hép 1 lo USP 43 36 | 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

7 |Cifnir 300 mg  |Cefdinir 300mg Viénnang [Hop 1vix 10vién [JPXVII| 36 |893110047824 1

cing (VD-20693-14)
8 |Cormiron Amiodaron Viénnén |Hop3vix10vién [JPXVII| 36 |893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

9 |Emerop 0,5g Meropenem (dudi  |Bt pha Hép 1 lo USP 40 36 | 893110048024 1
dang meropenem  [tiém (VD-19339-13)
trihydrat) 0,5g

10 |Emerop 1g Meropenem (dudi  |B§t pha Hép 1 lo USP 38 36 |893110048124 1
dang meropenem  [tiém (VD-19340-13)
trihydrat) 1g

11 |Enatril 5 mg Imidapril Viénnén |Hop 10vix 10vién|JP XVII] 24 |893110048224 1
hydroclorid Smg (VD-19865-13)
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STT | Ténthudc | Hoat chit chinh- | Dang bao |Quy cich déng géi| Tiéu | Tudi | Sodingky |S6lan
Ham lhrgng ché chuin | tho giahan |gia han
(thing) | (S6 diing ky
di cip)
1 2 &) “ &) (6) ()] (6)] ®
303 [Diclofenac Diclofenac natri  |Viénnén  [Hép 05 vix 10 DDVN | 36 |[893110077424 1
75mg bao phim  |vién; Chai 200 vién | hién (VD-19208-13)
tan trong hanh
rudt

52. Co s& ding ky: Cong ty cé phan Durge pham VCP (Dia chi: Thon Thach L3i, xa Thanh Xuan, huyén Soc Son, thanh

phd Ha Néi, Viét Nam)

52.1. Co s sin xudt: Cong ty cb phian Durge phim VCP (Pia chi: Thén Thach Ldi, x3 Thanh Xuan, huyén Séc Son,
thanh phd Ha Néi, Viét Nam)

304 |Ceftizoxim 2g |Ceftizoxim (dudi Thudc bdt |Hép 1 lo; Hop 10 | USP 41 36 893110077524 1
dang ceftizoxim phatiém |lo; Hop 1 (VD-21699-14)
natri) 2g lo + 2 éng nudc cat

pha tiém 5ml
305 [Clamogentin Amoxicilin (dudi Thude bt Hop 1 1g; Hop 1010 NSX 36 893110077624 1
1,2g dang amoxicilin pha tiém (VD-27141-17)
natri) 1g va
Clavulanic acid
(dudi dang kali
clavulanat) 0,2g

306 |Cloxaxim VCP [Hdn hgp Ampicilin |Thude bot [Hép 01 lo thudc; NSX 24 | 893110077724 1
natri va Cloxacilin |phatiém |Hép 10lo (VD-26318-17)
natri tuong dirong:

Ampicilin 500mg;
Cloxacilin 500mg

307 |Vicefoxitin 1g |Cefoxitin (dudi Thudc bdt Hop 1 lo; Hop 10 lo | USP 43 36 893110077824 1
dang cefoxitin pha tiém (VD-27146-17)
natri) 1g

308 |Viceftazol 2g |Cefmetazol (dwdi  |Thude bt [Hop 1 lo; Hop 10 1o NSX 36 |893110077924 1
dang cefmetazol pha tiém (VD-26319-17)
natri) 2g

309 |Visulin 2g/lg  |Ampicillin (dudi Thude bdt  [Hop 1 lo; Hop 10 1o | USP 43 36 1893110078024 1
dang Ampicillin pha tiém (VD-27150-17)
natri) 2g va
Sulbactam (dudi
dang Sulbactam
natri) 1g

53. Co sé diing ky: Cong ty c6 phin dwge phdm Vinh Phiic (Dia chi: Sb 777, dudng Mé Linh, phudng Khai Quang,
thanh phé Vinh Yén, tinh Vinh Phiic, Viét Nam)

53.1. Co s& san xuét: Céng ty ¢d phin dwge phdm Vinh Phiic (Dia chi: Thén Mau Théng -P.Khai Quang - TP.Vinh Yén -

T.Vinh Phic, Viét Nam)
310 | Vinphyton Phytomenadion Dung dich |Hép2vix 56ngx | NSX 36 | 893110078124 1
10mg 10mg/1ml tiém Iml; Hop 5vix 10 (VD-28704-18)
ong x 1ml
311 |Anigrine Nefopam Dung dich |Hép 1 vi x 10 ong NSX 36 1893110078224 1
hydroclorid tiém X 2ml (VD-29223-18)
20mg/2ml
312 |Lucikvin Meclofenoxat Viénnén [Hop6vix 10vién | NSX 36 |893110078324 1
hydroclorid 250mg |bao phim (VD-29908-18)
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STT | Ténthuéc | Hoat chit chinh- | Dang bao |Quy cdch dénggéi| Tiéu | Tudi | Sédingky |[S6lin
Ham luwgng ché chuin | tho gia han gia han
(thdng) | (S6 ding ky
da cip)
1) 2 3) @ (O (6) Y 3) (&)
313 |Noradrenalin  |Noradrenalin (dudi [Dung dich |Hép 1 vix 100ng |[BP 2020] 36 |893110078424 1
dang Noradrenalin [tiém x Iml; Hop 2 vix 5 (VD-24902-16)
tartrat) Img/1ml éng x 1ml; Hop 5
vix 10 ong x 1ml
314 |Vancomycin Vancomycin (dudi [Thudc tiém [Hop 1lox 1 dng NSX 36 |893115078524 1
dang vancomycin  |botdéng  [nude cit pha tiém (VD-24905-16)
hydroclorid) 500mg |kho 10ml; Hop 5 lo;
Hop 1019
315 |Vincolin Citicolin (dudi Dung dich [Hép 1 vix 10 ong NSX 36 | 893110078624 1
dang Citicolin tiém x 2ml (VD-27154-17)
natri) 500mg/2ml
316 |Vinstigmin Neostigmin Dung dich |Hép 01 vix 10 6ng [BP2021| 36 |[893114078724 1
methylsulfat tiém x Iml; Hop 02 vi x (VD-30606-18)
0,5mg/1ml 10 6ng x 1ml; Hop
05 vix 10 ong x
Iml
317 |Vintanil N-Acetyl-DL- Dung dich [Hop 5 6ng x 5ml; NSX 36 | 893110078824 1
Leucin 500g/5ml  |tiém Hop 10 vix 5 éng (VD-20275-13)
x 5ml
318 |Vintolin Pentoxifyllin Dung dich |Hop2vix 5ongx | NSX 36 | 893110078924 1
100mg/5 ml tiém S5ml; Hop 10vix 5 (VD-25832-16)
bng x 5ml
319 |Vingomin Methylergometrin | Dung dich |[Hop2vix 5ngx | NSX 24 | 893110079024 1
maleat 0,2 mg/ml  |tiém Iml; Hop 1 vix 10 (VD-24908-16)

éng x 1ml; Hop 5
vix 10 éng x 1ml

54. Co s& diing ky: Céng ty c6 phin Dwge Trung wong 3 (Dia chi: 115 Ngb Gia Ty, phuong Hai Chau 1, quin Hai Chau,
thanh phd Pa Ning, Viét Nam)
54.1. Co s& san xuét: Cdng ty ¢b phin Durge Trung wong 3 (Dia chi: 115 Ngb Gia Ty, phudng Hai Chau 1, quin Hai
Chéu, thanh phd Pa Ning, Viét Nam)

320 |Cetecoarsena  |Acetylcystein Viénnang |Hop 10vix 10 NSX 36 |893100079124 1
200mg citng vién; Lo 100 vién; (VD-26331-17)
Lo 200 vién
321 |Paracetamol Paracetamol 500mg (Viénnén |Hop 10 vix 10 NSX 36 [893100079224 1
500 mg vién; Lo 300 vién; (VD-26333-17)

Lo 500 vién

55. Co s& diing ky: Cong ty c6 phan Dwrge Trung wong Mediplantex (Pia chi: 358 duong Giai Phéng, phudng Phuong
Liét, quan Thanh Xuén, thanh phd Ha N§i, Viét Nam)
55.1. Co s& san xuit: Cong ty c6 phin Duge Trung wong Mediplantex (Dija chi: Nha may dugc phim sb 2: Thén Trung
Hau, xi tién Phong, huyén Mé Linh, thanh phé Ha Nbi, Viét Nam)

322 |Supbotic Trimebutin maleat |Viénnén |HOp3 vix 10vién; | NSX 36 | 893110079324 1
200mg bao phim [Hop 6 vi x 10 vién (VD-31279-18)

323 |Clinecid Clindamycin (duéi |Vién nang |Hop 1 vix 10 vién; | NSX 36 893110079424 1
300 mg dang clindamycin  |cimg Hép 10 vi x 10 vién (VD-25845-16)

hydroclorid) 300mg




