CONG TY CO PHAN GONSA CONG HOA XA HOI CHU NGHIA VIET NAM

Sé: 1092/2024/CV-GSD-DT Dée lip — Tw do — Hanh phic
“¥ev:.Xin Uray-dl 50 diing & TP. Ho Chi Minh, ngay 10 thang 12 nim 2024

san pham CIPROFLOXACIN KABI”

Kinh gii: SO'Y TE TINH BINH PHUOC
(Sau ddy goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau ddy goi ld “Nha thau”) c¢6 tham du va tring thau géi thiu:
Mua thudc generic cho cic co s¢ y té cong ldp trén dia ban tinh Binh Phwdc dot 1 giai doan 2023 —
2025 san phim CIPROFLOXACIN KABI theo Quyét dinh trang thiu sé: 46/QD-SYT ngay 23/01/2024
cia S& Y té tinh Binh Phudc,

Nay Nha thiu lam céng van nay xin thay d6i thong tin Sb ding ky ciia san pham CIPROFLOXACIN
KABI cu thé nhu sau:

Tén nha san

St s—— Quy | Pon | Sédangkyda | S6 ding ky méi ikt Nire
ciach | vjtinh tring thau xin thay doi @ £
san xuat
\
Coéng ty ¢b phan

CIPROFLOXACIN | Hop 48
1 KABI (Ciprofloxacin chai Chai VD-20943-14
2mg/ml x 100ml) 100ml

893115081524 Fresenius Kabi
(VD-20943-14) | Viét Nam - Viét
Nam '

Bang van ban nay, chung té1 xin théng bao vé viéc diéu chinh va cung ung san pham
CIPROFLOXACIN KABI theo s6 ding ky méi 893115081524 (VD-20943-14). Viéc thay déi S6 dang ky
nay khong anh hudng dén cac thong tin khac cling nhu chét lugng san pham (dinh kém taz liéu Gidy p{lep
lvu hanh san pham theo sé ddng ky cil va Quyét dinh gia han gidy ddng ky lieu hanh véi 50 dang ky méi dé
Quy Bénh vién doi chiéu).

Ngay ap dung: 10/12/2024

Nha thau xin dinh kém cdc tai liéu sau:

1. Giy phép luu hanh san phim

2. Cong van thay ddi, bd sung quy cach dong géi

3. Quyét dinh 90/QD QLD ngay 31/01/2024 vé viéc gia han glay dang ky luu hanh |

Kinh mong Bén mdi thiu xem xét va chip thuan cho Nha thau dugc tiép tuc cung€4p san pham theo thong
tin thay déi trén.

Tran trong cam on!

PAI DIEN HOP PHAP CVA NHA THAU
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SAO Y BAN CHINH

Noay...... théng ...... nam...........
BO Y 'n': CONG HOA XA HOICHU NG HIAVIET NAM
MDY i 14 K1 P wERGPULEI 08 VTSN
{ 1( Ot AN 1Y DU 518 Do Lip - Itrdu Hyuh phic .
. b AT RN BN 4 ‘rl E ‘\; ! ‘ 1 ‘: i fl'C)NG G—IA_NI DOC

MARKETING AUTHORIZATION

Tén thubc . Ciprofloxacin Kabhi
Namea of Orug

Thanh phan chinh, ham luwgng Ciprofloxacin (dwdi dang ciprofloxaef

Aciive Ingredients, Strength; 200mg/100mi

Qui cach ddng gbi. bao ché : Hop 1 chai 100m!; Dung dich tiém
Packing Size, Dasaye form.

Tiéu chuén chat ivgng . BP2010

Quaisty Specificution

Har dung . 36 thang

Sheit- il

Sé gidy phép luu hanh san phadm (SDK): VD-20943-14

Marketing Authorization Number -

S6 quyét dinh © 296/QE-QLD Ngay cap: 12/6/2014
Appravat Decsion Nuriber Date of issusnve!

Hiéu liwc cda gidy phép liu hanh san phdm cé gia tr] 05 nam ké tir ngay cap
Expiratiun Date of this Marketing Authonzation; ’

Tén co s& ding ky . Céngty Cé phan Fresenius Kabi Bidiphar

Narie of Marketing Authorzation Holder

Bja chi Khu vuie 8, Phuong Nhon Phu, TP Qui Nhon, tinh
Address Binh Binh - Vigt Nam

Tén co so san xubt . Cong ty Cé phan Fresenius Kabi Bidiphar

Name ¢l Marnufactums

Dia chi . Khu vun 8 Prudng Nbon Phy, TP, Qu Nhon, tinh
Addicss Binh thnh - Viét Nam

h.rr crr 50 uanq goi

Ha Now nigiy 12 thang 6 nam 2014
CYC TRUGONG CYC QUAN LY DUQC

CENERAL-DIRECYOR OF THE DRUG ADMINISTHATION OF VIZTNAM

ly g - BV 12 hoe. 7 TRUONG QUOC CUGNG

— | — e —-






BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Ty do - Hanh phiic
A LY \ s g ’ w
S6: /’/{/5 /QLD-DK Ha Ngi, ngay CZ2 thing C2 ndm 2016
Vv thay doi, b6 sung quy ciach
dong poéi

Kinh gti:  Cong ty ¢b phan Fresenius Kabi Bidiphar
Pia chi: Khu viee 8, Phieong Nhon Phii, Tp. Qui Nhon, Tinh Binh Dinh

Ngay 05/11/2015, Cuc Quan ly Duge nhin duge van thu so 443/FKB-V
ﬂe ngay 30/10/2015 cia cong ty vé viée bd sung hd so theo yéu cau tai cong vin
56 20191/QLD-PK ngay 28/10/2015 cua Cuc Quén ly Duoc lién quan dén viéc
thay dm bé sung quy cach déng g6i dbi vai thude san xuét trong nude da duoc
cap s dang ky luu hanh;

Can ctr Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 cua Bo truong Bo
Y té quy dinh viéc dang ky thudc; Théng tu sb 04/2008/TT-BYT ngay
12/5/2008 ctia B truong B Y té hudng din ghi nhin thude;

Cin c(r Bién ban tham dinh ho so thay ddi/bd sung cia cdng ty, Cuc Quan
Iy Duoc ¢6 v kién nhu sau:

Déng v dé cong ty duoc thay doi, bd sung quy cach déng goi dbi vai \
thuée Ciprofloxacin Kabi, s ding ky VD-20943-14, cy thé nhu sau:

- Quy cach dong goi da duge phé duyét: Hop 01 chai x 100ml;
- Quy cich ddng géi thay doi: chai 100 ml, hop 48 chai 100ml.
Mau nhin cta quy cach déng gdi thay dbi duge déng diu xéc nhan cua ISW@LG
Cuc Quan ly Dugc kém theo Cong vén nay. F
,1
Ngoai ndi dung duge thay dbi trén, tat ca cac ndi dung khéc gitr nguyén; .
nhu hé so dang ky thude luu tai Cuce Quan ly Dugc. £ |
Cong ty déng ky, nha san xudt phai chju trach nhiém vé chét luong déi% -
véi thude liru hanh tréa thi truomg va co trach nhiém théng béo su thay déi nay S
dén cac co quan lién quan va khach hang. e
Sau 03 thang ké tir ngay ky cong viin ndy, céng ty khong duoc san xuat
thude trén vdi quy cach dong goi cil.
Cuc Quan 1y Duogc théng bao dé céng ty biét va thuc hién ding céc quy
dinh cua Viét Nam vé luu hanh thudc./.
Noi nhin: KI. CUC TRU ONG

- Nhur trén;
- Lwu: VT, DK (Hy). f‘PHO CUC TRU O\G

~ O, & \a\
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Ly . Ky bai: Cue Quan

FoR. imwye  BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

W e “‘&UC QUAN LY DUQC Doc 14p - Ty do - Hanh phiic
S6: 90 /QDP-QLD Ha Ngi, ngay 31 thdng 01 nam 2024
QUYET PINH

V& viéc ban hanh Danh muc 608 thubc sdn xuit trong nudc
dwoc gia han giay ding ky lwu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Dirge sd 105/2016/QH 13 ngay 06/4/2016;
Can cu Nghj dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chuc nang, nhiém vu, quyen han va co cdu 16 chirc ciia Bg Y té;

Cdn cir Quyét dinh 56 1 969/0b-BYT ngay 26/4/2023 cua Bj trucng Bo Y té quy
dinh chitc nang, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Quadn Iy Duoc thuge
Bj Y té;

Can cit Théng tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ truong Bé Y 1é
quy dinh vi¢c dang ky luu hanh thuéc, nguyen ligu lam thude;

Cdn ctr két ludn cia Hoi dong tw van cdp gidy dang ky heu hanh thuée, nguyén
liéu lam thudc - B Y té dot 192 phién 1 va phién 2 tai Céng vin sé 102/HPTV-VPHD
ngay 11/12/2023 va Céng vin so 103/HPTV-VPHD ngay 12/12/2023 ciia Van phong
Hgi dong tw van cap GDKLH thuée, nguyén liéu lam thuéc;

Theo dé nghi cua Triong phong Dang ky thudc, Cuc Quan ly Duorc.

QUYET PINH:

Pitu 1. Ban hanh kem theo Quyét dinh nay danh muc 608 thubc san xuét trong
nuée duoc gia han gidy ding ky Iuu hanh tai Viét Nam - Dot 192, cu the

1. Danh muc 529 thudc sin xudt trong nude duge gia han gidy ding ky luu
hanh hiéu luc 05 nadm (Phu luc I kem theo).

2. Danh muc 70 thude san xudt trong nudc duge gia han gidy ding ky luu hanh
hiéu luc 03 nam (Phu luc Il kem theo).

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

Piéu 2. Co s san xuit va co so ding ky thube ¢ trach nhigm:

1. San xudt thude theo dung cac h6 s, tai liéu da dang ky voi BO Y té va phai
in s6 dang ky dugc B6 Y te Viét Nam cép 1én nhan thuéc.

2. Chi dugc san xudt, dua ra luu hanh cac thube kiém soat ddc biét khi co Gidy
chtng nhan dia didu kién kinh doanh dwgc pham vi kinh doanh thudc phai kiém soét
déc biét phu hop v6i pham vi hoat dong cia co so dap ung quy dinh tai khoan 5 biéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhit tiéu chudn chit lwong cia thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bé truong BS Y té quy dinh vé
chat lugng thude, nguyén lidu lam thude.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cép nhit ndi dung nhin thudc, to hudéng dan st dung thude theo quy dinh
cua Thong tr 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té thi phai thuc
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hién cép nhit theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu s6 01/2018/TT-BYT
trong thai han 12 thang ké tir ngay dugc gia han giéy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc gia han
guay dang ky Iru hanh theo Quyet dinh nay c6 thay d6i vé noi dung hanh chinh (bao
goém ca mau nhin va td hudng dan sir dung thudc) phai san xuét va luu hanh véi cac
néi dung da dugc phé duyét thay d6i trong hé so gia han.

6. Co so déng ky thudc phai bao dam duy tri diéu kién hoat déng trong thoi gian
hiéu luc cia gidy ding ky hru hanh thudc, nguyén liéu lam thudc. Trong truomg hop
khéng con dép ung du diéu kién hoat déng, co s& dang ky phai c6 trach nhiém thuc
hién thay dbi co s& dang ky theo quy dinh tai Théng ti s6 08/2022/TT-BYT trong thai
han 30 ngay ké tir ngay co s& dang ky khong con du diéu kién hoat dong.

7. Co s& san xuat thudc phai bao dam cac diéu kién hoat d6ng cua co s san
xuét trong thoi han hiéu luc coa gidy dang ky luu hanh thude, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc sir dung so dang ky da cap trudc khi gia han trong thdi han ti da 12 thang ké tir
ngay dugc _cap s0 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co s& diéu tri dé thyuc hién theo dung cac quy dinh hién
hanh vé thude ké don, theo déi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai biéu 5 Théng tu sb
08/2022/TT-BYT d6i vai cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay cd higu lyc ké tir ngdy ky ban hanh.

Piéu 4. Giam dbc SO Y té cac tinh, thanh phé truc thudc Trung uong va Giam
dbc co s& san xudt va co so dang ky c6 thuoc tai Didu 1 chiu trich nhiém thi hanh
Quyét dinh nay./.

Noi nhan: CUC TRUONG

- Nhu Diéu 4; ' P o K HC v

- BT. Dao Hong Lan (de¢ b/c); ;
- TT. P56 Xuin Tuyén (dc b/c);

- Cyc Quén y - B§ Quoc phong, Cuc Y té - B¢ Cong an;
-CucY té GTVT - Bj Giao thong van tai;

- Tong Cuc Héi quan - B§ Tai chinh;

- Bdo hiém x&d hdi Viét Nam; : = z .

- B Y t& Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vi Tuan Cuong
B§, Vin phc‘mg_ HDTV cap GDKLH thuée, NLLT;

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

- Tong Coéng ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh trye thuge Bo Y té;

- Trung tdm mua sdm tip trung thudc quoc gia;

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

Website;

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

DANH MUC 529 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 192
/QD-QLD ngay 31 thang 01 nam 2024
cua Cuc Quan Iy Duogc)

(Kém theo Quyét dinh s6 90

STT| Ténthubc | Hoat chit chinh- | Dang bao |Quy cich dénggéi| Tién | Tudi | S6dingky |[Solin
Ham luong ché chuin | tho gia han gia han
(thang) | (SO ding ky
di cap)
(1) (2) (3 4) &) (6) (7) (8) (9)

1. Co s6 ding ky: Alcapharm B.V (Pia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co s& san xuét: Cong ty ¢d phan Dugc vat tw y té Hai Dwong (Bia chi: $6 102, phd Chi Lang, phudong Nguyén Trai,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

1

Vitamin C

Acid ascorbic
500mg/Sml

Dung dich
tiém

Hép 50 dng x Sml;
Hop 12 éng x 5ml;
Hop 6 dng x Sml

DDVN
v

24

893110047224
(VD-25862-16)

2. Co sé diing ky: Cong ty ¢6 phan Euvipharm (Pia chi: Ap Binh Tién 2, xd Dtrc Hoa Ha, huyén Dirc Hoa, tinh Long An,
Viét Nam) _
2.1. Co s& san xudt: Cong ty ¢é phin Euvipharm (Bia chi: Ap Binh Tién 2, xi Dtrc Hoa Ha, huyén Diic Hoa, tinh Long

An, Viét Nam)

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

3 |Arginin M&éi Sml chita: L-  |Dung dich |Hép 2 vi x 10 éng NSX 36 | 893110047424 1

Euvipharm Arginin hydroclorid |ung x Sml (VD-25674-16)
' 1000mg
4 |Cefclor Cefaclor (dudi Viénnang |Hop 2 vix 10 vién [USP 43 36 893110047524 1
500 mg dang cefaclor cimg (VD-20692-14) |
monohydrat) 500mg ‘

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

6 |Cefjidim 2¢g Ceftazidim (duéi  |B6t pha Hop 1lo USP 43 36 | 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

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

cing (VD-20693-14)
8 |Cormiron Amiodaron Viénnén |Hop3vix 10vién |JPXVII| 36 893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

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

10 |(Emerop 1g Meropenem (dudi  [Bot pha Hép 1o USP 38 36 (893110048124 1
dang meropenem  |tiém (VD-19340-13)
trihydrat) 1g :

i1 |Enatril 5 mg Imidapril Viénnén [Hop 10 vix 10 vién [ JP XVII| 24 | 893110048224 1 |

hydroclorid S5mg

(VD-19865-13)
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STT | Ténthudc | Hoat chitchinh- | Dang bao |Quy cich dong géi| Tiéu Tudi So ding ky | S6 lan
Ham lwong ché chuin | tho gia han gia han
(thdng) | (S6 ding ky
da cap)
() (2) (3) (4) (5 (6) (7) (8) 9

Hop 25 vix 15
vién; Hop 50 vi x
15 vién; Chai 100
vién; Chai 200
Vién; Chai 250
vién; Chai 500
vién; Chai 1000
vién

57. Co s& ding ky: Cong ty co phan Duwgc vat tr y té Hai Dwong (Dia chi: S6 102, phé Chi Ling, phudng Nguyén Trii,
TP. Hai Duong, tinh Hai Duong, Viét Nam)
57.1.Co sé san xuit: Cong ty co6 phan Duoc vit tw y t& Hai Dwong (Dia chi: $6 102, phé Chi Lang, phudng Nguyén
Tréi, TP. Hai Duong, tinh Hai Duong, Viét Nam)

343

Diclofenac

Madi dng 3ml chira:
Diclofenac natri
75mg

Dung dich
thude tiém

Hép 10 ong; Hép
30 6ng; Hop 100
ng

NSX

36

893110081424
(VD-29946-18)

1

\‘1\

58. Co s& ding ky: Céong ty co phin Fresenius Kabi Viét Nam (Pia chi: Khu vire 8, phudong Nhon Phi, thanh phé Q!j)q,

Nhon, Binh Pinh, Viét Nam)
58.1. Co s sin xuit: Céng ty cd phin Fresenius Kabi Viét Nam (Pia chi: Khu vic 8, phuang Nhon Phi, thanh phé Quy
Nhom, Binh Binh, Viét Nam)

L

344 |Ciprofloxacin  |Ciprofloxacin (dudi [Dung dich {Chai 100mi; Hop 1 |BP 2021 36 893115081524 1
Kabi dang ciprofloxacin [tiém truyén |chai 100ml; Hop 48 (VD-20943-14)
lactat) chai 100ml
200mg/100ml \
345 |Diclofenac Diclofenac natri Dung dich |Hép 10 6ng x 3ml; | DDVN 36 | 893110081624 1
Kabi 75mg/3ml |75mg/3ml tiém Hop 50 dng x 3ml v (VD-22589-15)
346 |Gentamicin Gentamicin (dwdi  |Dung dich |Hop 20 éng x 2ml; |BP 2021 24 893110081724 1
Kabi 80 mg/2ml |dang gentamicin tiém Hop 50 éng x 2ml; (VD-20944-14) ‘
sulfat) 80mg/2ml Hép 100 éng x 2ml |
347 |Lidocain Kabi |Lidocain Dung dich |Hép 20 éng x 2ml; |BP 2022| 36 |893110081824 1
2% hydroclorid tiém Hop 100 éng x 2ml (VD-31301-18)
40mg/2ml
348 |Vitamin B6 Vitamin B6 Dung dich [Hgp 100 6ng x Iml | DBVN 24 | 893110081924 1
Kabi 100mg/1ml tiém A% (VD-24406-16)
100mg/1ml |

59. Co s& ding ky: Céng ty ¢d phin Hoa-dwge pham Mekophar (Dia chi: 297/5 Ly Thudng Kiét, Phuong 15, Quén 11,
Thanh phé H5 Chi Minh, Viét Nam)
59.1. Co s& sdn xuat: Cong ty co phin Héa-dwge pham Mekophar (Pia chi: 297/5 Ly Thudng Kiét, Phuong 15, Quén
11, Thanh phé Hé Chi Minh, Viét Nam)

349 |Amoxicillin Amoxicillin (dudi  |Vién nang [Hop 01 vix 12 DBVN 30 1893110082024 1 ‘
250mg dang amoxicillin cung vién; Hop 02 vix v (VD-20313-13)
trihydrat) 250mg 12 vién; Hop 10 vi
x 10 vién; Chai 100
vién; Chai 500 vién
350 {Cimetidine Cimetidin 300mg  |Viénnén [Hop 10vix 10 DBVN 36 893110082124 1
MKP 300 bao phim  |vién; Chai 100 vién v (VD-31308-18) ‘







