CONG TY CO PHAN CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM VINH PHUC Déc I4p - T do - Hanh phiic

$6: 145/VPC-CV
V/v rhay doi s6 dang ky thudc

Da Néng, ngay 16 thang 12 nim 2024

U
"ZX l Q/ Kinh giri: SO'Y TE NINH THUAN

02/(/ ( i,{ Truoc tién, Cong ty C6 phan Duge pham Vinh Phic chén thanh cam on su hop
tac.va. glup d& ctia Quy S& ddi vai cac san phim va dich vu cia Cong ty ching t6i
.-‘~.-.' ': T ~trong nhung thdi gian qua.
Cin cir Quyét dinh triing thau s6 08/QD-SYT ngay 05 thang 01 nam 2024 cia
S& Y té Ninh Thuan vé viéc phé duyét két qua Iua chon nha thiu G6i sé 01: Goéi
thau Thubc Generic va véc xin 2023.
Can cir Quy dinh vé thay dbi théng tin thudc tring thau tai Khoan 3, Diéu
15, Thong tu 07/2024/TT-BYT ngay 17 thang 05 nam 2024 cia B8 Y & Quy dinh
vé d4u thau thudc tai co s y té cong l4p.

59«‘: -

Thue hién Quyét dinh sé 550/QP-QLD ngay 02 thang 08 nim 2024 ciia Cuc
Quan ly Duge vé viéc ban hanh Danh muc 700 thudc san xuét trong nudc dugce gia
han giéy dang ky lru hanh tai Viét Nam - Dot 206. Hién nay, san phém Vinphyton
1mg ciia Cong ty ching tdi di duoc Cuc Quén ly Dugc cép S6 ding ky méi va da
dugc san xut theo S& diang ky mai nay. Vi vdy, Cong ty chiing tbi kinh dé nghj Quy
S& cho phép Cong ty duge thay ddi thong tin thudc di tring thau, cu thé nhu sau:

Py X X A ~ ~ -
if Tén thuoc Hoathc;::t; llI,‘Iong do- Thong tin thube th:‘gco:ign t:lr:a
e da tring thiu z. y
doi
: Vinph 1 Phytomenadion
inphyton fmg 110712324
(Vitamin K1) Img/iml | VD3-76-20 | 8931107123

Cbng ty xin cam két ngoai sur thay ddi sb ding ky, khong co bat ky su thay ddi nao
vé tiéu chudn chét lugng giita thudc xin thay thé va thudc tring thau.

Cdng ty ching to1 xin trdn trong cam on!

Noi nhin: _bAl DIEN CONG TY

- Nhu trén; A

-Luu: VT, P. KD.

HOANG VAN SY



PHU LUC 1: DANH MUC THAY DPOI SO DPANG KY
(Dinh kém Cong vin s6 145/VPC-CV ngay 16/12/2024 ciia Céng ty Cé phdn Dugc phdm Vinh Phiic)

cO PHAN
DUQC PHAM

|
$6 lrgng 3| 6 lrgng' OM .
£ , a| S0 lwgng o 4y, o — ¢
a AR
tsl:)coﬁQnEyg cung irng |cung img \— JEN Y
/4 A I 4 , avA J K 4
M hang| Tén thue | F102¢ chat, Nong | (b ogigp. | SO dang ky diéu Tén B¢nh vién So lugng| theoso | theoso | .
d¢ - Him lugng SYT nei chinh tring thau|déing ky cia| ding ky
05/01/2%;4 Quyétdinh [ diéu
08/Qb-SYT| chinh
Trung tim y té huyén Béc Ai 300 0 300
Trung Tam Y Té Huyén Ninh Son 800 600 200
TRUNG TAM Y TE HUYEN
NINH PHUGC 3.000 0 3.000
Trung tim Y 1é thanh phé Phan 20 0 20
Vinphyton Phytomenadion Rang- Cham
G11060 Img (Vitamin K1) VD3-7620 {e02110712324 D3 mua
Img/1ml] vugt 20%
Bénh Vién Tinh Ninh Thusn 5.000 6.000 0| (1.000 éng)
theo Sb
dang ky cii

Tong 9.120 éng| 6.600 éng |3.520 éng




} Co quan: NYQ
b\ ; § fws”  BOYTE CQNG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Poc ldp - Tu do - Hanh phiic
Sé: 550 /QB-QLD Ha Ngi, ngay 02 thdang 08 ndm 2024

QUYET PINH
V& viéc ban hanh Danh muc 700 thudc san xuit trong nwéc
dugc gia han gidy ding ky luu hanh tai Viét Nam - Pgt 206

CUC TRUGNG CUC QUAN LY DUQC

Can cir Luat Dugc sd 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngdy 15/11/2022 cua Chinh phu quy dinh
chirc ndng, nhiém vy, quyen han va co cdu 16 chirc ctia B Y té:

Can cir Quyét dinh s6 1 969/QD-BYT ngay 26/4/2023 cua Bf truong B6 Y 1é quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chire ciia Cuc Qudn ly Duoc thuéc
Bj Y 1é;

Cén cir Théng tie 56 08/2022/TT-BYT ngay 05/09/2022 ciia Bj trucng B Y té

quy dinh viéc dang ky heu hanh (Imoc nguyen ligu lam thudc; 5

DUgC PHAI
Can cu két ludn cua Héi déng tu van cdp. gidy dang ky leu hanh thuéc, nguyen * VINH PHUC

ligu lam thuéc - B Y té dot 206 tai Cong van so 60/HDTV-VPHD ngay 20/6/2024 cua
Vin phong Hoi dong (i vin cdp GPKLH thuéc, nguyén liéu lam thudc;
Theo dé nghi cua Truéng phong Déng ky thuéc, Cuc Quan Iy Dugc.

QUYET PINH:

l Diéu 1. Ban hanh kém theo Quyét dinh niy danh myc 700 thudc san xuét trong
nudc dugce gia han gie‘iy ddng ky luu hanh tai Viét Nam - Dot 206, cu thé:

1. Danh muc 479 thudc san xuit trong nuéc duge gia han gidy ding ky luu
hanh hi¢u luc 05 nim (Phu luc I kém zheo)

2. Danh myc 193 thudc san xut trong nudc duge gia han gidy ding ky hru
hanh hiéu luc 03 ndm (Phu luc 11 kém theo).

3. Danh muc 28 thudc san xuét trong nuéc dugce gia han gidy dang ky luu hanh
hiéu lyc dén 31/12/2025 (Phu luc 11l kém theo).

Diéu 2. Co s& san xuit va co s ding ky thudc ¢o trach nhiém:

1. San xuét thudc theo dling cc hd so, tai ligu da ding ky v6i Bo Y té va phai
in s ding ky dugc Bo Y te Viét Nam cip 1én nhan thudc.

2. Chi dugc san xuit, dua ra luu hanh cic thudc kiém soat dic biét khi c6 Gidy
chirmg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soét
déc bi¢t pha hgp vdi pham vi hoat djng cua co s& dap ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cia Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Lu4t Dugc.

3. Thyc hién vi€c cip nhat tiéu chudn chét lugng cua thube theo quy dinh tai
Théng tu s 11/2018/TT-BYT ngay 04/5/2018 cua B truémg Bo Y té quy dinh vé
chit lugng thuoc nguycn liéu lam thudc.

4. Thube duge gla han gidy dang ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cip nhit ndi dung nhin thude, to hudng din sir dung thude theo quy dinh
cua Thong tw 01/2018/TT-BYT ngay 18/01/2018 cia By truomg Bo Y té thi phai thuc
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hién cép nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Théong tr s6 01/2018/T T-BYT
trong thdi han 12 thang ké tir ngay dugc gia han glay dang ky lru hanh.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thudc dugc gia han
gidy déng ky luu hanh theo Quyet dinh ndy c6 thay ddi vé ndi _dung hanh chinh phai
san xuét va lvu hanh véi cac ndi dung d3 duge phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thai gian
hiéu luc cia gidy ding ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khéng con dap mg du diéu kién hoat déng, co sd ding ky phai c6 trach nhiém thie

hién thay d6i co s& ding ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thdi

“han 30 ngay ké tir ngay co s& dang ky khong con du dleu kién hoat d6ng.

7. Co s& san xuét thudc pha1 bao dam cac diéu kién hoat ddng ciia co s& san
xudt trong thdi han hiéu luc cia gidy déng ky luu hanh thude, nguyén liéu 1am thudc.

8. Cac thuoc duge gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc st dung so dang ky da cap trude khi gia han trong thoi han tbi da 12 thang ké tir
ngay duge 'cap s0 didng ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phdi hop véi cic co s& didu tri dé thuc hién theo ding cac quy dinh hi¢n
hanh v& thudc ké don, theo ddi an toan, hi¢u qua, téc dung khong mong mudn cua
thubc trén ngudi Viét Nam va tong hgp, bio cdo theo quy dinh tai Diéu 5 Théng tu sb
08/2022/TT-BYT d6i véi céc thude trong Phy luc II ban hanh kém theo Quyét dinh
nay.

Bleu 3. Quyét dinh nay ¢0 hi¢u lye ké tir ngdy ky ban hanh.

Didu 4. Gidm dbc S& Y té cac tinh, thanh phé trye thude Trung wong va Gisdm
dbc co s¢ san xudt va co s& ding ky 6 thude tai Didu 1 chiu trich nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. Pao Héng Lan (dé b/c);

- TT. B3 Xuén Tuyén (d€ b/cy,

- Cyc Quény - B$ Quéc phong, Cuc Y té - B4 Cong
-CucY t€ GTVT - Bj Giao théng vén tai;

- Téng Cuc Hai quan - B3 Tai chinh; f
- Béo hlem xa hoi Viét Nam; S = x

B4 Y & Vy PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vi Tuan Cwong
B9, Vin phong HPTV cip GDKLH thudc, NLLT;

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

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

- Cac Bénh vién, Vi¢n 6 giudng bénh trye thude BH Y té;

- Trung tdm mua sim tp trung thubc quic gia;

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

Website;

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




Phy luc 11
DANH MUC 193 THUOC SAN XUAT TRONG NUGC DUQC GIA HAN GIAY DPANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 206

(Kém theo Quyét dinh sé6 550  /QP-QLD ngdy 02  thdng 08 ndm 2024
cua Cuc Quan ly Dugc)
STT Tén thubc Hoat chit chinh - | Dangbio | Quy cich déng géi [ Tiéu | Tudi $6 dang ky )
Ham lrgng ché chuén | the gia han lan
(thing)| (S6 diingky | gia
. i cip) han
() () €] “) (5) (6) ()] (8) 9
1. Co sé diing ky: Cong ty c6 phan 23 thing 9 (Dja chi: 11 Tan Héa, Phuémg 14, Quén 6, Thinh Phd Ho Chi Minh, Viét
Nam)
1.1. Co s& sin xuét: Cong ty cd phén 23 thing 9 (Dia chi: 11 Tan Héa, Phudng 14, Quén 6, Thanh Phé Ho Chi Minh, Viét
Nam)
1 {Dotioco Magnesi hydroxyd  {Hén dich Hop 10 goi x 10g; NSX 36 |893100700524 | 1
400mg; Nhém oxyd |uéng Hop 20 goi x 10g; (VD-29604-18)
(dudi dang nhém Hop 30 géi x 10g
hydroxyd kho)
200mg

2. Co s& dang ky: Cong ty Cbd phan Dirge - Vit Tir y té Nghé An (Bia chi: S5 68, dudng Nguyén S§ Sach, phudng Hung
Phtic, thanh phé Vinh, tinh Nghé An, Viét Nam)
2.1. Co s& san xuit: Cong ty C8 phin Dugc - Vit tr y té Ngh¢ An (Pia chi: S5 68, dudng Nguyén S§ Sach, phuong Hung
Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2 |Alpharusa

Alpha chymotrypsin
(tuong Ung vai
Alpha chymotrypsin
4200 don vi USP)
4,2mg

Vién nén
phén tan

Hép 10 vi x 10 vién,
Hop 3 vix 10 vién

NSX

24

893110700624
(VD-30975-18)

1

3. Co s& dang ky: Cang ty ¢0 phan Dugc - Vit try 1¢ Thanh Héa (Dia chi: $6 232, Tran Phu, phuéng Lam Son, Thanh
phé Thanh Héa, tinh Thanh Hod, Viét Nam)
3.1. Co s& san xudt: Cong ty ¢b phin duge - vit tr y té Thanh Hos (Dja chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hoa, Vi¢t Nam)

3 |Saprozin Kém (dudi dang Thuoc com  [Hop 25 goi x 3g; NSX | 36 [893100700724 | 1
Kém gluconat 70mg) Hop 30 gbix 3g (VD-29961-18)
10mg

4 |Thepacol 120 Paracetamol 120mg [Thudc bt {Hop 10g6ix 1,5g; [ NSX | 36 |[893100700824 [ 1

pha hén dich [Hop 20 géi x 1,5g; (VD-26372-17)
ubng Hép 30 géi x 1,5¢

4. Co s& diing ky: Céng ty co phan dugc ATM (Dia chi: VP 26, tang 26 tda elip, 110 Trén Phi, Phuéng M Lao, quan Ha
Déng, thanh phé Ha Ngi, Viét Nam)
4.1. Co sé sin xut: Céng ty ¢ phin duge vt twr y té Hai Duong (Dia chi: S 102 Chi Lang, phuéng Nguyén Trdi, thanh
phé Hai Duong, tinh Hai Duong, Viét Nam)

5 |Cinepark -D

Lo Sml chita:
Dexamecthason
phosphat Smg;
Ofloxacin 15mg

Dung dich
nho mit, nho
tai

Hép 1 1o x 5ml; Hop
119 x 8ml; Hop 1 lo
x 10ml

NSX

36

893110700924
(VD-28776-18)

1

5. Co sir déing ky: Cong ty Co phan Dirgc Danapha (Dia chi: 253 Diing Si Thanh Khé, phuémg Thanh Khé Tay, quén
Thanh Khé, thanh phé D2 Ning, Viét Nam)
5.1. Co s& san xuéit: Céng ty C5 phin Dirgc Danapha (Dia chi: 253 Diing St Thanh Khé, phuémg Thanh Khé Tay, quén
Thanh Khé, thanh ph6 Da Ning, Viét Nam)
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STT| Tén thude Hoat chit chinh - | Dangbao | Quy cdch déng goi | Tieu | Tudi | S6dingky | S6
Ham lugng ché chufin | tho gia han lin.
(thdng)| (S6 dingky | gia
da _c_:'ip) han |
@) (2) 3 @ 5 6 )] 6] 9)
111 [Vitamin C 500mg |Ascorbic acid 500mg [Viénnang  |Hop 2 vix 10 vién, | NSX 24 |893110711524| 1
cung Hap 10 vi x 10 vién,

Hop 50 vi x 10 vién,
Chai 100 vién

(VD-25790-16)

37. Co sé& diing ky: Cong ty b ph?m dugc pham Trwdng Tho (Dia chi: $6 93 Linh Lang, phudng Cong Vi, quin Ba Pinh,
thanh phd Ha Ngi, Viét Nam)

37.1. Co s sin xuét: Cdng ty ¢d phin dwge phdm Hai Phong (Dia chi: S8 1 Tay Son, Kién An, Hai Phong, Viét Nam)

112 JOspay-Neo Lo 15ml chira; Dungdich [Hdp 1 lox 15ml, NSX 24 893110711624 | 1
Dexamethason natri  |thuéc nhé (VD-18376-13)} -
phosphat 15mg; miil
Neomycin sulphat
75mg; Oxymetazolin
hydroclonid 7,5mg
37.2. Co sé sin xuét: Cong ty c6 phin dwge pham Trirdmg Tho (Dia chi: L6 M1, dudng N3, khu cong nghiép Hoa X4, xi
Ldc Hoa, thanh phé Nam Pinh, tinh Nam Dinh, Viét Nam)
113 |Alpha-Ktal Chymotrypsin (1000 |Vién nén Hop 2 vi, 10 vi, 50 NSX 24 1893110711724 | 1
don vi USP) 4,2mg vi x 10 vién, Hop 2 (VD-28123-17)
vi, 3 vi, Svi, 10 vix
10 vién
114 |Paragin 500mg L-Omithin L- Viénnang {Hop 12 vix 5 vién NSX 36 1893110711824 | 1
aspartat 500mg mém (VD-23066-15)

38. Co s& ding ky: Cong ty c6 phan dwge pham Vinh Phiic (Bia chi: S4 777, duong MéE Linh, phuong Khai Quang, thanh
pho Vinh Yén, tinh Vinh Phic, Viét Nam)

38.1. Co s& siin xuft: Cdng ty ¢b phin dirge phim Vinh Phiic (Dia chi: Thén Mau Théng -P.Khai Quang - TP.Vinh Yén -
T.Vinh Phic- Viét Nam)

25mg/Iml

Iml

115 |Calci clorid Calci clorid dihydrat [Dungdich |Hop 10vix 5ongx | NSX 36 |893110711924( 1
(duéi dang calci tiém Smi (VD-24898-16})
clorid hexahydrat)
500mg/5ml

116 jFenidel Piroxicam 40mg/2ml |[Dung dich |Hop 1 vix 106ngx | NSX 36 1893110712024 | 1

' tiém 2ml; Hp 5 vix 10 (VD-28699-18)
Sngx 2ml

117 |Glucose 30% Glucose (dudi dang |Dungdich [Hop 10vix 56ngx | NSX 36 |893110712124 1
Glucose ti€ém Sml; Hop 4 vix 5 (VD-24900-16)
monohydrat) Sng x 5ml
1,5g/5ml

118 |Vinpoic 200 Acid thioctic 200mg |Viénnang [H@p 3 vix 10vién; | NSX 36 |893110712224 ] 1

mém Hdp 10 vi x 10 vién (VD-30604-18)

119 |Vinphyton'1nig  |Phytomenadion Dungdich |Hop 2 vix 5 bngx NSX 36 |893110712324 [ 1
(Vitamin K1) tiém Iml; Hop 5 vix 10 (VD3-76-20)
Img/1mi Sngx 1ml

120 jVitamin B12 Cyanocobalamin Dung dich |Hop 100 éng x Iml; [DDPVN| 36 |[893110712424| 1
500ug (meg)/lml  {tiém Hop2vix10éngx | V (VD-25835-16)

1ml

121 |Vitamin B6 Pyridoxin Dungdich [Hop 100 6ng x 1ml; | NSX 24 1893110712524 | 1

hydroclorid tiém Hop 2 vix 10 éng x (VD-24912-16)






