CONG TY TNHH DUQGC PHAM

HELIOS

—

Sé: . 441

...12025/CV-HLS

CONG HOA XA HQI CHU NGHIA VIET NAM
Pic lap — Tw do — Hanh phiic

Tp. Hé Chi Minh, ngay 14 thdng 4 ndm 2025

V/v didu chinh thong tin thubc tring thau

cung cép thudce tap trung tinh Kién Giang

Kinh giri: S& Y té tinh Kién Giang

Trude tién, Cong ty TNHH Duogc phdm Helios xin giri 10 chao trén trong dén Quy S6 Y té.

Can ot Quyét dinh s6 958/QD-SYT ngay 04 théng 07 nam 2023 clia S y té Kién Giang v&
viéc phé duyét két qua lwa chon nha thau géi thau thudc Generic thudc ké hoach lua chon nha thau

r

Cong ty chung t0i dang cung ung

r by

Colistimed (Hoat chat: Colistin; Nong do, ham

r

958/QP-SYT ngay 04/7/2023 cia S¢ Y té Kién Giang.

Do thuéc Colistimed duge gia han gidy ding ky luu hanh hiéu lyc 05 nam theo Quyét dinh
s6 90/QD-QLD ngay 31/01/2024 cua Cuc Quén ly Duoc, Cong ty TNHH Duogc Pham Heli‘os Xin
v& viéc thay dbi thong tin thudc Colistimed tring thau nhu

tran trong thong bdo dén Quy S¢ Y t€

r

d6i véi cac mit hang thubc phét sinh nhu cau sir dung

dén céc co s& y té trén dia ban tinh Kién Giang san phim
legng: 1 MIU) cta nha sén xudt Cong ty TNHH

SXDP Medlac Pharma Italy, Viét Nam v6i sb dang ky VD-24643-16 tring thau theo Quyét dinh sb

sau:
) . Sé ding ky luu hanh
S Tén hoat chat, Co sé san xuat | Pon
T | Tén thubéc | Nong do/Ham — Nwéc san vi Théng tin Théng tin sau
T lrong xuit tinh | tredediéw | - o S
chinh
Cong ty TNHH

Colistin sénﬂ xuat dugc Y ]
1 | Colistimed phim Medlac | Lo | '~ ?‘;643 893114099324

1 MIU Pharma Italy -

Viét Nam

(Céic tai liéu chitng minh, da duoc phé duyét xin giri dinh kém cong van nay)

Chuing t6i cam két ngoai viéc thay ddi thong tin s6 ding ky luu hanh, céc thong tin khéc cia
san pham khong thay dbi so vé6i thong tin clia san phim tring thau dang cung mg.

Cong ty TNHH Dugc Phim Helios rit mong nhin duoc su chép thuin cta Quy S& Y té vé
viéc thay ddi théng tin thudc tring thau.

Trén trong./.

Noi nhin:

- Nhu trén;
- Luu: P. KHBH; VPCT./.

POC

hop phap ciia Nha thau
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W&/ 7€ yc QUAN LY DUGC Pic lap - Tir do - Hanh phiic
izéWD-QLD Ha Néi, ngay 31 thdng 01 nam 2024
¢ N

. )
' QUYET PINH )

an hanh Danh muc 608 thudc sin xuét trong nwdc
han gidy ding ky luu hanh tai Vigt Nam - Dot 192

CUC TRUGNG CUC QUAN LY DUQC

Ciin cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
Can cik Nghi dinh $6 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy dinh
chizc nang, nhiém vy, quyén han va co cdu t6 chirc cia B6 Y té; .

Cén cik Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 cua B) truéng Bo Y té quy
dinh chitc ndng, nhiém vy, quyén han va co céu t6 chire ciia Cuc Quan Iy Duwoc thudc
B3 Y ,

Ciin cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 cia Bé truong Bo Y té
quy dinh viéc dang ky leu hanh thube, nguyén liéu lam thubc; )

Cin cik két lugn cia Hpi dong tw van cdp gidy dang ky heu hanh thuoc, nguyén
liéu lam thudc - BY Y té dot 192 phién 1 va phién 2 tai Cong van s6 102/HDTV-VPHD
ngay 11/12/2023 va Céng van sé 103/HPTV-VPHD ngay 12/12/2023 cua Van phong
Héi ddng tw vén cdp GPKLH thubc, nguyén liéu lam thubc;

Theo dé nghi ciia Trudng phong Dang ky thuée, Cuc Quan Iy Duoc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 608 thudc san xuit trong
nuéc duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 192, cu thé:

1. Danh muc 529 thudc san xuét trong nuéc duge gia han gidy ding ky luu
hanh hiéu luc 05 ndm (Phu luc I kém theo). :

2. Danh muc 70 thudc san xuit trong nuée duge gia han gidy ding ky luu hanh
hiéu lyc 03 ndm (Phu luc II kém theo). .

3. Danh muc 09 thudc san xudt trong nuéc duoc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Pidu 2. Co s& san xudt va co s& dang ky thude 6 trach nhiém:

1. San xuét thudc theo ding céc hd so, tai liéu d3 ding ky véi Bd Y t€ va phai
in s6 ding ky duge Bo Y té Viét Nam cép 1én nhan thudc.

2. Chi dugc san xuét, dua ra luu hanh cic thudc kiém soat dic biét khi co Giéy
chimg nhan di diéu kién kinh doanh dwgc pham vi kinh doanh thudc phai kiém soat
d3c biét phit hop véi pham vi hoat dong clia co s& ddp ng quy dinh tai khoan 5 Didu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot
sb diéu va bién phéap thi hanh Luit Dugc.

3. Thuc hién viéc cdp nhit ti€u chuén chit lwong ctia thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cia B trudng Bd Y t& quy dinh vé
chit luong thudc, nguyén liéu lam thudc.

4. Thubc dugc gia han gidy ding ky luu hanh tai Quyét dinh ndy nhung chua
ndp hd so cap nhat ndi dung nhan thude, t& huéng din st dung thudc theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cta BY trrdng Bo6 Y té thi phai thuc
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hién cdp nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tw s6 01/2018/TT-BYT
trong thdi han 12 thang k& tir ngay dugc gia han giéy déng ky Iuu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay ddi vé noi dung hanh chinh (bao
goém cd mau nhin va t& huéng din sir dung thudc) phai san xuat va luu hanh véi céc
ndi dung da duoc phé duyét thay d6i trong hd so gia han.

6. Co s& dang ky thube phai bao dam duy tri diéu kién hoat dong trong thoi gian
hidu lyc cta gidy ding ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khéng con dap tmg da diu kién hoat dong, co sé diang ky phai cd trach nhi€m thuc
hién thay ddi co s& ding ky theo quy dinh tai Thong tir 6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong. :

7. Co s& san xuét thude phai bao dam céc diéu kién hoat déng ctia co s& san
xudt trong thdi han hiéu luc cia gidy dang ky luu hanh thude, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky Iuu hanh tai Quyet dinh nady dugc tlep
tuc sir dung sd dang ky di cdp trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cip sd ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tir s6 08/2022/TT-BYT.

9. Phéi hop v6i céc co sé diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tdc dung khéng mong mudn cua
thude trén ngudi Viét Nam va tdng hop, béo cdo theo quy dinh tai Diéu 5 Thong tu sb
08/2022/TT-BYT d6i v6i cac thudc trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay c6 hidu lrc k& tir ngay ky ban hanh.

Pidu 4. Giam ddc S& Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
dbc co s& san xudt va co sé ding ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhén:

- Nhu Piéu 4{; q

- BT. Bao Hong Lan (€ b/c);
- TT. D6 Xuan Tuyén (de b/c);

- Cuc Y t€ GTVT - B Giao thong vén tai;

- Téng Cuc Hai quan - B Tai chinh;

- B4o hiém x4 hoi Viét Nam; S, g .
_B6 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra - Vi Tuan Cwong
Bo, Vin phong HDTV cip GPKLH thude, NLLT; .
- Vién KN thuéc TU, Vién KN thudc TP. HCM;

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

- C4c Bénh vién, Vién c6 giuong bénh trye thue B6 Y té;

- Trung tdm mua sim tap trung thudc quoc gia;

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

Website;

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




DANH MUC 529 THUOC S

Phu lucl

HANH TAI VIET NAM HIEU LUC 05 NAM - POT 192
JOP-QLD ngay 31 thang 01 nam 2024

(Kém theo Quyet dinh s6 90

AN XUAT TRONG NUGC BUQC GIA HAN GIAY PANG KY LUU

cia Cuc Quén Iy Duoc)
STT Tén thudéc | Hoat chét chinh - | Dang bao | Quy cich déng géi| Tiéu Tubi S6 ding ky S6 1an
Ham lwgng " ché chuin | tho giahan  |gia han
(thang) | (SO ding ky
di cip)
@ @ A “@ &) 6 M )] (€))

1. Co s& ding ky: Alcapharm B.V (Dia chi: Dorpstraat 101,2
1.1. Co s& sin xuét: Cong ty cb phin Dugc vit twy té Hai Dwong (Dia chi: Sé 1

TP. Hai Duong, tinh Hai Duong, Viét Nam)

742 AN Waddinxveen, the Netherlands)
02, pho Chi Ling, phudng Nguyén Trii,

1 [|Vitamin C Acid ascorbic Dung dich |Hop 50 dng x 5ml; | DBDVN 24 893110047224 1
500mg/5ml tiém Hop 12 éng x Sml; A% (VD-25862-16)
Hop 6 6ng x 5ml
2. Co s& ding ky: Cong ty ¢6 phin Euvipharm (Dia chi: Ap Binh Tién 2, x4 Dtic Hoa Ha, huyén Duc Hoa, tinh Long An,
Viét Nam)
2.1. Co s san xuit: Cong ty ¢ phidn Euvipharm (Pia chi: Ap Binh Tién 2, x4 Ditc Hoa Ha, huyén Duc Hoa, tinh Long
An, Viét Nam)
2 |Acefalgan 500 |Acetaminophen Viénnén |Hop 10 vi x 10 vién | DDVN 36 |893100047324 1
500mg ; A% (VD-26134-17)
3 |Arginin Moi 5Sml chira: L-  [Dung dich |[Hop 2 vix 10 bng NSX 36 |893110047424 1
Euvipharm Arginin hydroclorid udng x Sml (VD-25674-16)
1000mg
4 |Cefclor Cefaclor (duéi Vién nang |Hop 2 vix 10 vién | USP 43 36 893110047524 1
© |500 mg dang cefaclor ciing (VD-20692-14)
monohydrat) 500mg
5 |Cefjidim 1g Ceftazidim (du6i  |Bot pha Hop 1 1o USP 43 36 893110047624 1
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri -
carbonat) 1g
6 |Cefjidim 2g Ceftazidim (duéi  |Bot pha Hop 1 1o USP 43 36 1893110047724 1
dang ceftazidim  |tiém (VD-18944-13) N7
pentahydrat + natri \C
carbonat) 2g Y TNHH
7 |Cifnir 300 mg |Cefdinir 300mg Viénnang |Hop 1vix 10vién [JPXVII| 36 893110047824 1 ™ AM
climg (VD-20693-14) J0S
8 |Cormiron Amiodaron Viénnén |Hop3vix 10vién [JPXVII| 36 |8931 10047924 1 'EC/\)
200 mg hydroclorid 200mg (VD-19861-13) L
9 |Emerop 0,5g Meropenem (dudi  |Bot pha Hop1llo USP40| 36 |893110043024 1
dang meropenem  [ti€ém (VD-19339-13)
trihydrat) 0,5g
10 |Emerop 1g Meropenem (dudi  |Bot pha Hop 1 1o USP 38 36 |893110048124 1
dang meropenem  [tiém (VD-19340-13)
trihydrat) 1g
11 |Enatril 5 mg Imidapril Viénnén [Hop 10vix 10vién [ JPXVI| 24 8931 10048224 1
hydroclorid Smg (VD-19865-13)
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STT | Tén thubc | Hoat chit chinh - | Dang bao | Quy cich déng géi| Tiéu | Tudi | Sédingky |Solan
Ham lwgng ché chuin | the gia han gia han
(thang) (S6 dang ky
di cip)
() @) &) “) S (6) (N @®) (&)
517 |Prascal Ceftazidime (duéi |Bot pha Hop 10 19 USP 36 893110098824 1
danghdn hgpvo  |tiém hién (VD-25045-16)
khuén cta hanh
Ceftazidime
pentahydrate va
Sodium carbonate)
lg
518 |Philfuroxim Cefuroxim (dudi  |Bot pha Hop 101lox 1,5¢g UsP 36 893110098924 1
dang Cefuroxim tiém hién (VD-30866-18)
natri) 1,5¢ hanh
519 |Unjex Cefaclor (dudi Viénnang |Hop 1 vix 10 vién; | USP 36  |893110099024 1
dang cefaclor cung Hop 10 vix 10 vién [ hién (VD-25509-16)
monohydrate) hanh
250mg

88. Co s¢ ding ky: Cong ty TNHH Reliv Pharma (Dia chi: 410/9 Tan Phu, Khu My Gia 1, Phuong Téan Phu, Quén 7,
thanh phd H6 Chi Minh, Viét Nam)
88.1. Co s& san xuét: Cong ty Cd phin Dwgc phAm Trung wong 2 (Dia chi: L6 27 khu cong nghiép Quang Minh, thi trin
Quang Minh, huyén M@ Linh, thanh pho Ha Néi, Viét Nam)

520

Cefepime 1g

Cefepime
(duéi dang
Cefepime
hydrochloride)
lg

Thude bot
pha tiém

Hop 1 lo; Hop 10 1o

NSX

24

893110099124
(VD-26013-16)

521

Cefepime 2g

Cefepime (dudi
dang Cefepime
hydrochloride)

2g

Thubc bt
pha tiém

Hop 1 1o; Hop 10 lo

NSX

24

893110099224
(VD-26014-16)

89. Co sé ding ky: Cong ty TNHH San xudt dwgc phim Medlac Pharma Italy (Pia chi: Khu cong ngh1ep cdng nghé
cao I, Khu cong nghé cao Hoa Lac, KM29, Pai 16 Thing Long, xd Ha Bing, huyén Thach Thét, thanh phb Ha Noi, Viét

Nam)

89.1. Co s& sin xuit: Cong ty TNHH san xuét dwge phAm Medlac Pharma Italy (Dia chi: Khu cong ngh1ep cOng nghé
cao I, Khu cong nghé cao Hoa Lac, KM29, Dai 1§ Thing Long, xd Ha Bang, huyén Thach Thét, thanh ph6 Ha Noi, Viét

Nam)
522 |Colistimed Colistin (dudi dang {I'huéc bot |Hop 1 lo; Hop 1010 | USP 36 | 893114099324 1
colistimethat natri) |pha tiém hién {(VD-24643-16)
1000 000 TU hanh

90. Co sé¢ ding ky: Cong ty TNHH Thai Nakorn Patana Viét Nam (Pia chi: 636 Nguyén TAt Thanh, Phudng 9, Thanh
phd Tuy Hoa, Tinh Phti Yén, Viét Nam)
90.1. Co s& sin xuit: Cong ty TNHH Thai Nakorn Patana Viét Nam (Pia chi: 636 Nguyén T4t Thanh, Phuong 9,

Thanh phd Tuy Hoa, Tinh Phu Yén, Viét Nam)

hopnhox 1vix1
vién

(VD-22381-15)

523 |Canasone Clotrimazol 1 % Thudc kem [Hop 1 tuyp 5g, 10g | NSX 60 893100099424 1
dung ngoai (VD-30882-18)
524 |Benda 500 Mebendazol 500mg |Viénnén  [HGp 16n chira 12 NSX 60 |893100099524 1
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STT Tén thudc | Hoat chit chinh - | Dang bao | Quy cich déng géi| Tiéu Tubi S6 ding ky | S6lan
Ham lwgng ché chuén | tho gia han gia han
(thang) | (SO ding ky
di cip)
@ ) (&) @ 3 Q) ) ® (&)

91. Co s& ding ky: Cong ty TNHH United International Pharma (Dia chi: 86 16 VSIP II, dudng s6 7, khu cong nghlep
Viét Nam - Singapore II, Khu lién hop cong nghiép - dich vu - d6 thi Binh Duong, phudng Hoa Phy, thanh phé Thi Dau
Mot, tinh Binh Duong, Viét Nam)

91.1. Co s6 sin xuit: Cong ty TNHH United International Pharma (ia chi: S6 16 VSIP II, dudng sb 7, khu cong
ngh1ep Viét Nam - Singapore II, Khu lién hop c6ng nghiép - dich vu - 6 thi Binh Duong, phudng Hoa Phu, thanh pho Tha
Déu Mét, tinh Binh Duong, Viét Nam)

525 |Alaxan FR Paracetamol Vién nang |Hop 10 vix 10 vién | NSX 24 893100099624 1
325mg; Ibuprofen |cung (VD-31421-18)
200mg

526 |Combizar Losartan potassium |Viénnén |Hop3vix 10vién [ NSX 24 1893110099724 1
50mg; bao phim (VD-28623-17)
Hydrochlorothiazide

12,5mg

92. Co s& dang ky: Chi nhanh cong ty TNHH Sén xuit - Kinh doanh Dwgc phim Pam San (Pia chi: Gian E22-E23 -
Trung tim Thuong mai duge phim v Trang thiét bi y té - 134/1 Td Hién Thanh - Phuong 15 - Quén 10 - TP. Hb Chi Minh -
Viét Nam)

92.1. Co s& sin xuét: Cong ty TNHH Dugc phim USA-NIC (Pia chi: L6 11D dudng C - KCN Tén Tao - P. Tan Tao A-
Q.Binh Tén - TP.H) Chi Minh - Viét Nam)

527 |Pantonic-40 Pantoprazol * |Viénnén |Hop 5vix 10vién; [ NSX 36 1893110099824 1
(duéi dang bao phim |Hop 10 vix 10 (VD-29597-18)
pantoprazol natri) [tan trong  |vién; Chai 100 vién
40mg rudt

528 |Tolpernic - 150 [Tolperison Viénnén |[Hop3vix10vién | NSX 36 |893110099924 1
hydroclorid 150mg |bao phim (VD-26048-17)

93. Co sé ding ky: Chi nhanh cong ty TNHH Sin xuat, Thwong mai Dwgc pham Thanh Nam tai Binh Dwong (Pia
chi: 60 Dai 16 Pdc Lap, Khu Cong Nghiép Viét Nam-Singapore, Thanh phé Thuén An, Tinh Binh Duong, Viét Nam)

93.1. Co s& san xuét: Chi nhanh cong ty TNHH Sén xuit, Thwong mai Duge pham Thanh Nam tai Binh Dwong (Dia
chi: 60 Pai 16 Poc Lap, Khu Cong Nghiép Viét Nam-Singapore, Thanh phé Thuin An, Tinh Binh Duong, Viét Nam)

529 |Abochlorphe Clorpheniramin Viénnén |Lo 500 vién; Lo NSX 36 893100100024
maleat 4mg bao phim  |200 vién (VD-25057-16)

Ghi chu: »
1 Cach ghz tzeu chudn chdt luo‘ng thuéc tai cot (6):

1 tiéu chudn chat lu'0'ng thudc do co sé san xudt xay du'ng va déu cé thé duoc ghz trén nhiin thudc.

- Cdch viét tt céc tiéu chuan chat lwong dwoc dién: Duoc dién Viét Nam (DBVN), Duoc dién Anh (BP) Dugc dién My
(USP) Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Dugc dién Chau Gu (EP), Dugc dién Quéc té (IP)...

2. S dang ky tai cét (8):

- §6 dang ky gia han la s6 ding ky duoc cap theo quy dinh tai Phu luc VI Ihong tir 08/2022/TT-BYT ngay 05/09/2022 cua
Bé mm’ng BiYté quy dinh viéc dang ky leu hanh thuoc nguyén li¢u lam thube.

- 86 dang ky da cdp (dwoc ghi trong ngodc dom) 1a s6  dang ky da dueoc cap truée khi thube dwoc gia han theo quyét dinh -
nay.
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CONG TY CO PHAN DUQC CONG HOA XA HOI CHU NGHIA VIET NAM
—THIET BI Y TE DA NANG Déc 1ap - Tw do — Hanh phiic

S6: _ 69 /2025/CV-CNHCM

(V/v: Ciip nhit s6 ding ky gia han Tp. Ho6 Chi Minh, ngay 11 thang 04 nam 2025
cho san phim)

Kinh givi: SO Y TE TINH KIEN GIANG

Céng ty C6 Phin Duwoc — Thiét Bi Y Té Pa Niing xin chan thanh cdm on sy tin tudng ctia Quy
S& Y té doi voi cac san pham do Cong ty chung t6i phan phoi tai thi truong Viét Nam trong thoi gian qua.

Theo Quyét dinh tring thiu s6 957/QD-SYT ngay 04/07/2023 clia Gidm dbc S& Y té tinh Kién
Giang vé viéc phé duyét két qua lua chon nha thau goi thau thude generic thugc ké hoach lwa chon nha
thau cung cAp thubc tap trung tinh Kién Giang abi v6i cac mat hang thubc khong lua chon dwgc nha thau
va thubc trung thiu phat sinh nhu cau sir dung thém s6 luong, giai doan 2021 —2023, cong ty chung tdi co
trung thau va dang cung tmg dén cac co so y té truc thude Quy S& Y té san phdm Albutein 20% ctia nha
san xuét Grifols Blologlcals LLC - My.

Hién nay, san pham da dugc Cuc Quan ly Duogc cap so dang ky gia han nén chung t6i s& tién hanh
cung tng hang hoa dén cac co sd 'y té truc thude Quy S& Y té theo sé dang ky gia han véi thong tin chi tiét

nhu sau: /4
- _ 8
Tén hoat chit, : Nha sin xuét Quyét E/ %
STT | Ténthuéc | ndng do-ham Quycich, |~ Nyfesin | L2n s dang ky dinh gid o[ .
) Dang bao ché £ ding [ 5] O
lugng xuat han ;}”\ o
Hop 1 chai x . SPK tring thiu/ky hop \
Albutein | Human Albumin- | 50ml, Dung Grifals 36 | dbmg: QLSP-900-15 | 4% QD" N
. 20% 20% x 50ml dich tiém Biclogicals. | gus QLD ngdy g
= tru 3 LLC - My = SBK gia han: 12/09/2023
yen 001410251523

Chuing 01 cam két ngoai viée thay dbi sé ding ky nhu néu trén, cac thong tin khéc cta san phdm
nhu: Tén thudc nha san xudt, tiéu chudan chat lu’ong, tuéi tho, nhém thuée cﬁng nhu gid cung ung cla san
pham véi sb dang ky méi khong thay dbi so v6i sb dang ky cii. Nhim tao dleu kién thuan loi cho viéc thanh
toan cling nhu dam bao quyén loi cho ngudi bénh tham gia Bao hlem Y té duoc thanh toan khi str dung san
phim néu trén, chiing t6i xin duoc thong bao &n Quy S& Y té vé sy thay dbi trén.

Rat mong duoc su xem xét va chap thudn cua Quy So' Y t€ d€ ching td1 s€ cung ing san pham néu
trén voi so dang ky gia han.

Cong ty chan thanh cdm on su hop tac ciia Quy S Y té.
Tréan trong kinh chao./.

Noi nhgn:
- Nhu trén;
- Luu: VT.
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p BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
i ‘@j?; ‘c‘;;?.i BGUC QUANLY DUGC Péc lap - Tw do - Hanh phiie
l?ﬂ\ll
Sé: 648 /QD-QLD Ha Néi, ngay 12 thdng 09 ndm 2023
QUYET DINH

\{é viéc ban hanh Danh ﬁu;c 26 vic xin, sinh phﬁm
dwgc cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 48

CUC TRUONG CUC QUAN LY DUGC

Cén ctr Lugt Duoc so' 105/2016/QH13 ngay 06/4/2016,

Cén cur Nghi dinh 50 95/2022/ND—CP ngay 15/11/2022. ctia Chinh phi quy dinh
chitc nang, nhiém vu, quyen han va co cdu 16 chite clia Bo Y 1¢;

Cdn cir Théng 1w s6 08/2022/TT-BYT ngdy 05/09/2022 cua Bj tr wong Bo Y 16
quy dinh viéc ddng ky luu hanh thude, nguyén liéu lam thude;

Can cir Quyét dinh s6 1 969/0D-BXYT ngay 26/4/2023 cua B& truéng Bé Y té quy
dinh chitc ndng, nhiém vu, quyén han v co cdu 16 chire cia Cuc.Quan Iy Duge thude
B{ Y té;

Can cir két lugin ‘ciia Hpi déng tu van cdp gidy déing ky luu hanh thube, nguyén
ligu lam thuéc - BG Y 1é;

Theo dé nghj ciia Trucng phong Ping kp thubc, Cuc Quan Iy Duoc.

QUYET PINH:

})leu 1. Ban hanh kém theo Quyét dinh nay Danh myc 26 Vac Xin, sinh phdm
duoc cp, gia han gidy ding ky lwu hanh tai Viét Nam - Dot 48, bao gdm:

1. Danh muc 01 sinh pham duoe clp gidy ding ky huu hanh hiéu lyc 03 nim -
Dot 48 (Phu luc I kém theo Quyet dinh nay).

2. Danh muc 17 vic xin, sinh phdm dwoc gia han gidy ding ky lwu hanh hiéu
luc 05 ndm - Dot 48 (Phu luc II kém theo Quyét dinh nay).

3. Danh muc 08 sinh phdm dugc gia han gidy ddng ky luu hanh hiéu fuc 03 ndm
- Dot 48 (Phu lyc Il kém theo Quyét c‘z’znh nay).

Dicu 2. Co s6 san xuat va co s& ding ky thubc c6 tréch nhiém:

1. San xuat cung cap thude vao Viét Nam theo dung céc hd so, tai lidu da ding
ky v6iBo Y té va phdi in s0 dang ky duge Bo Y té Viét Nam cdp lén nhén thude.

2. Chép hanh day du phap ludt cia Viét Nam va céc quy dmh cia Bo Y té vé
san xvat, nhap khu thubc va luu hanh thube tai Viét Nam, néu cé bat ¢t thay doi gi
trong qua trinh lwu hanh thuoc & nude s& tai va & Viét Nam thi phai bao cdo ngay cho
Cuc Quan Iy Dugc - B8 Y té Viét Nam.

3. Thyc hign viéc clp nht tiéu chudn chét luong ciia thudc theo quy dinh tai
Thong tu ) 11/2018/TT—BYT ngdy 04/5/2018 cia B§ trudng B Y t quy dinh vé
chét Iwong thude, nguyén liéu lam thudc, Théng tu sb 03/2020/TT-BYT ngay
22/01/2020 cua By trudong BO Y té sira d6i, bd sung mot sb diéu cia Thong tu
11/2018/TT-BYT quy dinh v& chét lugng thudc, nguyén liéu 1am thube.

4. Cap nhét nhan thudc, to huéng dén sir dung thudc theo quy dinh tai Théng tu
s6 01/2018/TT-BYT ngay 18/01/2018 ctia B truémg Bd Y t quy dinh ghi nhan thude,
nguyen liéu 1am thudc va t& hudéng dan sir dung thubc trong thai han 06 thang ké tir
ngdy ky ban hanh Quyét dinh nay, theo hinh thic thay dbi, bd sung gidy ding ky luu
hanh thudc quy dinh tai Thong tu s6 08/2022/T T-BYT.

5. Sau 12 thang k& tir ngay ky ban hanh Quyet dinh nay, c4c thube duge gia han
gidy déng ky luu hanh tai Phu luc II, 1T ¢6 thay 601 vé ndi dung hanh chinh (bao gom
cd mau nhin, t6 hwéng dan sir dyng) phai san xuét (d6i véi véc xin, sinh phim san



xuét trong nudc), nhap khiu (dbi véi vic xin, sinh phim nhap khdu), hru hanh véi cac
ndi dung da duge phé duyet thay déi trong hd so ding ky gla han.

6. Phoi hop véi céc co sy t& du phdng, co s& didu tri & thuc hién theo diing
céc quy dinh hién hanh v& thubc ké don, theo ddi an toan, hiéu qua, tdc dung khong
mong mudn ciia thuoc trén ngudi Viét Nam va tbng hop, bédo cdo theo quy dinh tai
Didu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 ctia B) trudng BO Y t€ quy dinh
viéce didng ky luu hanh thudc, nguyén liéu 1am thubc dbi véi cée thudc thube Danh muc
ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thaoi han
hiéu Iyc cla gidy ding ky lua hanh thudc, nguyén lidu lam thube. Trong trudmg hop
khéng con dap ng di diéu kién hoat dong, co s& ding ky pha1 ¢d trach nhiém thuc
hién thay ddi co s& ding ky theo quy dinh tai Thong tr s0 08/2022/TT-BYT ngay
05/9/2022 cua BS trudng B Y té quy dinh viée ding ky luu hanh thudc, nguyén ligu
lam thudc trong thoi han 30 ngay ke tir ngay co s& ding ky khong con di dleu kién
hoat dong.

8. Co s& déng ky thuoc pha1 bdo cao BY Y (Cuc Quan ly Dugc) té v& cap nhat
tinh trang dap ng Thye hanh tot san xudt cia co s san xudt thuoc nguyén li¢u 1am
thude. Trudng hop co. s& san xuét bi thu hdi gidy phép san xuit hosc khong dap ting
Thyc hanh 6t sin xuét thudc, nguyen ligu lam thude & nude sd-tai, co sd phai-thuc
hién viée bdo céo trong thdi han 15 ngy ké tir ngay c6 thong bio cla co quan quan ly
c6 thdm quyén nude s tai theo quy dinh tai diém d khoén 1 Dleu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 cta Chinh phi quy dinh chi tiét mot s6 didu va bién
phép thi hanh Luét Duge.

9. Céc ihuoc duoc gia han gidy ding ky luu hanh tai Phu luc III Quyét dinh nay
(b thudc ¢6 sb thir tr 06/Phu luc IIT), sau khi duge gia han gidy ding ky Tuu hanh
thudc, cong ty ding ky phii ndp ho so 14m sang theo hinh thie thay abi, bd sung
quy dinh tai Phu lyc II Théng tu sb 08/2022/TT-BYT a8 duoe tiép tuc xem xét gia
han gidy ding ky hru hanh cho lan tiép theo.

Pidu 3 Céc thube duge gia han gidy déng ky luu hanh tai Phu luc II va Phu luc
11T Quyét dinh nay duge tiep tuc sir dung so dang ky da cép trude khi gia han trong
thoi han t8i da 12 théng ké tir ngly duoc cAp sb ding ky gia han theo quy dinh tai Phu
Iuc VI ban hanh kém theo Théng fur s& 08/2022/TT BYT.

Dleu 4, Quyét dinh nay ¢d hiéu Iye ké tir ngdy ky ban hanh.

Pidu 5. Giam d6c S& Y t& céc tinh, thanh phé true thude Trung uong va Gidm
dbc co s& san xudt va co s&.ding ky ¢6 thube tai Diéu 1 chiu trdch nhiém thi hanh

Quyét dinh nay./.

Noi nhin: CUC TRUONG
-Nhu Pidu 5; > ¢

- Bb truémg BYT (dé blc);

- Thit trréng P& Xuan Tuyen (d& blc);

- Cuc Quan y-Bj Quéc phong, Cuc Y té - B4 Ca
Cuc Y té GTVT - Bd Giao thong van tai; Téng Cut
quan - BY Tai chinh; x
-Bao hxem x3 héi Viét Nam; &
- By Y t& Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc '
QLKCB Thanh tra B§, Vin phong NRA, Vin phong
HBBTV cip GBKLH thude, NLLT; Trung tim mua sim QG;
- V1¢n KPQG VX&SPYT, Vién VSDTTW;

- Tong Céng ty Duge VN —~ CTCP, Céc Coéng ty XNK duge
phém (xem Website Cuc QLD),

- Céc Bénh vién & Vién c6 givdng bénh truc thudc BYT;

- Cuc QLD: cic phong QLGT, QLKDD, QLCLT, PCHN,
VP Cuc, Website Cuc QLD;

-Luu: VT, BKT (4b).




Phu Iuc IX

DANH MUC 08 SINH PHAM DUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - DQT 48

(Kém theo quyét dinh s6: .....648../0P-QLD, ngay .12../.9.../.2023cila Cuc Qudn Iy Duoc)

STT | Tén thubc | Hoatchatchinh— | Dangbdo | Quycach | Tiéu | Tudi S6 ding ky )
Ham lugng ché déng goi | chudn | tho gia han Iin
(thdng) | (Sodingky | gia
i cip) han
(¢9] ) 3 C)) ) (6 0] ® (&)
1. Co s& diing ky: Coéng ty cb phan cong nghé sinh hgc dwgce Nanogen (Bia chi: L6 I-5C, Khu cong
nghé cao, phuong Ting Nhon Phi A, guan 9, thanh phé H6 Chi Minh, Viét Nam)
1.1. Co s& sin xuit: Cong ty b phan cong nghé sinh hoc duge Nanogen (Dja chi: Lo I-5C, Khu céng
nghé cao, phuong Tdng Nhon Phit A, qudn 9, thanh phé HE Chi Minh, Viét Nam)
1 Feronsure Recombinant Dung Hop 1 bom | NSX 24 893410251123 1
Human Interferon | dich tiém tiém (QLSP-917-16)
alfa - 2a dong sin
3MIU/Q,5ml thuée 0,5 ml
2. Co s& diang ky: Cong ty C6 phin Dirge - Trang thiét bi y té Binh Pinh (Bidiphar) (Dia chi: 498
Nguyén Thai Hoc, phudng Quang Ty ung, thanh phé Quy Nho‘n llnh Binh Dinh, Viét Nam)
2.1. Co' s& san xuat: Cong ty Co phin Duge - Trang thiét bj y té Binh Dinh (Bidiphar) (Dja chi: 498
Nguyén Thdi Hoc, phirong Quang Trung, thanh phé Quy Nhon, tinh Binh Binh, Viét Nam)
2 Lacbiosyn Lactobacillus Vién Hép2,10vi | NSX 36 893400251223 1
i acidophilus 10° CFU nang x 10 vién (QLSP-939-16)
cimg
3. Co sé& ding ky: Céng ty cb phin Euvipharm (Dja chi: Ap Binh Tién 2, xi Pirc Hoa Ha, huyén Pirc
Hoa, tinh Long An, Viel Nam)
3.1. Co s& san xuidt: JW Pharmaceutical Corporation (Bja chi: 56, Hanjin 1-gil, Songak-eup,
Dangjin-si, Chungcheongnam-do, Han Quidc)
3 Paringold Heparin natri Dung Hop 10lox | JP 16 36 880410251323 1
injection 250001IU/5ml dich tiém 5ml (QLSP-1064-
17)
4. Co s& dang ky: Cong- ty-Lién doanh Duoe- phim Mebiphar-Austrapharm- (Dia chi: Lo 1I-18,
duomg s6 13, nhém CN III, Khu céng nghiép Tdn Binh, Qudn Tan Phi, Thanh pho Ho Chi Minh, Viét
Namy)
4.1. Co s& sin xuét: Céng ty Lién doanh Duge phim Mebiphar-Austrapharm (Dia chi: Lé HI-18,
dwong s6 13, nhom CN III, Khu céng nghiép Tan Binh, Qudn Tdn Phii, Thanh phd Hb Chi Minh, Viét
Nam)
4 L-BIO-N Mbigéi I g chira | Thude bdt | Hop 10 goi, | NSX 24 893400251423 1
Lactobacillus ubng 30 géi, 100 (QLSP-852-15)
acidophilus, LA-5™ goix 1g
> 10° CFU

o A9 ,.746 Hoa K; )

S

"',auAlbu1mn9 5 ‘Dung:: | Hop. 410
—10;5¢° trong 50ml:™ dich:tiém '50ml; Hop 1 (QESP900-15)

THop 1chai X | “NSX-]-36 7] 001410251523
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STT | Tén thudc | HoatchAtchinh— | Dangbdo| Quycich | Tiéu | Tudi S6 ding ky )
Him lwgng ché doéng goi chuin the ia han lin
(théng) (So ding ky gia
da cap) han
(Y] @) 3) @ ()] ©6) U] @® (&)
19,0 —21,0g trong truyén | chaix 100ml
100ml
6. Co s& ding lj: Ever Neuro Pharma GmbH (Dja chi: Oberburgau 3, 4866 Unterach am Attersee,
Ao)
6.1. Co s& san xuit: OM Pharma SA (Pia chi: Rue du Bois-du-Lan 22, 1217 Meyrin, Thuy Sy)
6 Uro-Vaxom Lyophilized Vién Hop3vix | NSX 36 760410251623 1
Escherichia coli nang 10 vién (QLSP-HO3-
bacterial lysate 6mg cung 1161-19)
7. Co s& ding ky: Kedrion S.p.A (Dja chi: Localita’ Ai Conti - Frazione Castelvecchio Pascoli, 55051
Barga (LU), Y)
7.1. Co s& san xuit: Kedrion S.p.A (Dia chi: Co s¢ san xual tir céng doan 11 va xudt >.zro71g 8.5 7 Bis
Km. 19,5 - 80029 Sant'Antimo (NA), Y; Co s¢ sén xudt dén cong doan I, lam thir nghiém xde dinh chat
dy sét: Via Provinciale (loc. Bolognana) - 55027 Gallicano (LU), )
7 ImmunoHBs | Protein ngudi: 100 - Dung Hopllox | NSX 36 800410251723 1
180g/1; trong dé dich tiém 3ml (QLSP-870-15)
globulin mién dich
ngudi (IgG) t6i thidu
90%; Khéng thé B
choéng khing nguyén Cx
HBs (anti HBs) ) o
khéng nhé hon */
5401U/3ml ‘T

8. Co s& ding ky: Vién Vic xin va Sinh phdm Y t& (AIVAC) (Dja chi: 9 Pasteur - Nha Trang - Khdnh
Hoa - Viét Nam)

8.1. Co s& san xuit: Vién Vic xin va Sinh phidm Y t& AVAC) (Pia chi: 9 Pasteur - Nha Trang - Khdnh
Hoa - Viét Nam)

<

Superferon Interferon a-2b Botddéng | Hop1llova | DDVN 24 893410251823
3.000.000 IU khépha | 16ngnudc \ ' (QLSP-966-16)
tiém cat pha tiém
1ml; Hop 2
lo va 2 6ng
nuéce cit pha
tiém 1m]

Ghi chit:

1. Cdch ghi tiéu chudn chdt Irong thude tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (T CCS), In- house cd y nghia tuong
dheong nhau, I tiéu chudn chal luong thudc do o' s0 san xudt ' xdy dirng va déu co thé dge ghi trén nhan thudbe.

- Cdch viér 16t céc fiéu chudn chdt higng dugc d;en Dugc dten Viét Nam (DDVN), Dugc dién Anh (BP), Dugc d'ren
My (USP), Dugc dién Nhét Ban (JP), Duge dién Trung Quée (CP), Duge dién Chdu Au (EP), Dzr(fc dién Quéc 16
ar)...

2. 86 déing ky ai ct (8):

- S48 ding ky gia han 1 56 ding ky dugc cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay
05/09/2022 cia BJ trudng B} Y 1€ quy dinh viée ddng ky luu hanh thudc, nguyen liéu lam Ihuoc

- 84 déing I dd edp (duoc ghi trong ngodc dom) 1a s6 ding ky @i dirge cdp trude khi thudc dwge gia han theo quyét
dinh nay.




