UBND TINH KIEN GIANG  CONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE Péc 1ap — Tw do — Hanh phic

8$6:/4Y /SYT-NVYD Kién Giang, ngay O thang 7 nim 2024

V/v diu chinh théng tin tring
thau.

Kinh guri:
- Céc don vi su nghiép truc thude S& Y té;
- Bénh vién Pa khoa tu nhan Binh An;
- Bénh x4 Cong an tinh;
- Céng ty TNHH Duoc pham Gigamed (73.054.
Tang 13 Toa nha Viettel, 285 Cich Mang Thing
Tém, Phuong 12, Qudn 10, Thanh phé Hé Chi
Minh),
(Sau day dwoc goi la cde Don vi).

Can ct Thong tu s6 07/2024/TT-BYT ngay 17/5/2024 cia B Y té vé viéc
Quy dinh vé d4u thau thudc tai co sO'y té cong lap;

Can ctr Quyet dinh s6 1465/QD-SYT ngay 16/5/2024 ciia S& Y té vé viée
phé duyét két qua lua chon nha thau cung cép thude tap trung tinh Kién Giang,
giai doan 2023-2025 (dot 3) Géi s6 1: Géi théu thude generic cép ciru;

Trén co s& dé nghi cua Coéng ty TNHH Dugc pham Gigamed tai Coéng van
50 949/2024/GGM-TD ngay 27/6/2024 vé viéc cap nhit sé dang ky gia han cho

san pham Ciprofloxacin Polpharma (dinh kem).
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S&'Y té thong béo dén céc don vi viée didu chinh théng tin thude trang thiu

nhu sau:
Tén hoat chat B s o oo,
Ma " £ A +n1 s~ | Quy | Sodangky trang So dang ky
1| phingey | Tenthmae | nomgdpbam. | o thiu didu chinh
lwgng
; : Ciprofloxacin, | Hop 1
Telimes i C;ff%‘;iﬁ“ 400mg/200ml = | t6i PE | VN-18952-15 | 590115079823
P 2mg/ml; 200m! | 200ml
) S

Céac noi dung khac lién quan dén thudc tring thau tai Quyét dinh sb
1465/QD-SYT ngay 16/5/2024 cia S Y té giit nguyén khong thay ddi.

S&'Y té thong bao dén céc don vi duge biét va thue hién./. ndg

Noi nhan:
- Nhu trén;

- GD va cac PGD SYT;
- Kho bac nha nuéec tinh;

- BHXH tinh;

- Trang thong tin dién ti SYT;

-VPBT SYT;
- Luu: VT, NVYD; Ivminh (02).
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CONG TY TNHH DUQC PHAM GIGAMED CONG HOA XA HOI CHU NGHIA VIET NAM
Dée lap - Tw do — Hanh phic

S6: 949/2024/GGM-TD . Tp. H6 Chi Minh, ngay 27 thang 06 ndm 2024
V/v: Cdp nhit sé dang ky gia han cho sin phim
Ciprofloxacin Polpharma

Kinh giri: - SO Y TE TINH KIEN GIANG
- CAC CO SO Y TE TREN PIA BAN TINH

Chung t6i, Céng ty TNHH Dwoc Phim Gigamed xin chén thanh cam on su ting hd cia Quy S& Y
té/ Co s& Y té trén dia ban tinh ddi v6i cac san phdm do Céng ty ching t6i phan phdi tai thi truong Viét
Nam trong thoi gian qua.

Cong ty chung t6i ¢6 tring thiu va dang cung tng dén Quy S& Y té&/ Co sé Y té trén dia ban tinh san
phidm Ciprofloxacin Polpharma (Ciprofloxacin (duéi dang Ciprofloxacin hydrocloride), 400mg/200ml)
ctia nha san xuit Pharmaceutical Works Polpharma S.A. - Ba Lan véi sb dang ky 1a VN-18952-15.

Hién nay, san phfim trén da dugc BO Y té - Cuc Quan ly Duoc cép sé ding ky gia han 590115079823
(theo OP s6 226/0D-OLD ngay 03/04/2023 dinh kém) nén chiing toi s& tién hanh cung ¥mg hang hoa dén
Quy S¢ Y t&/ Co s¢ Y té trén dia ban tinh theo sé ding ky gia han véi théng tin chi tiét nhu sau:

Tén hoat chét, ndng dj- : Ditie :

Tén thube 1208 » nong € Nha sdn xuat sin Quy cach So dang ky
ham lugng £
xuat

Ciprofloxacin (dudi dang ; SPK triing thiu: VN-18952-15

. . . . Pharmaceutical n -
Ciprofloxacin Ciprofloxacin Works s Hop 1 thi
Polpharma hydrocloride), PE 200ml SPK gia han: 590115079823
Polpharma S.A.
400mg/200ml

Nhim tao diéu kién thuén loi cho viéc thanh toan cling nhu dam bao quyén lgi cho ngudi bénh tham
gia Bao hiém Y té duoc thanh toan khi sir dung san phdm Ciprofloxacin Polpharma (Ciprofloxacin (dudi
dang Ciprofloxacin hydrocloride), 400mg/200ml) ching t6i xin dugc thdng bao dén Quy S& Y té/ Cosd Y
té trén dia ban tinh vé su thay ddi trén véi sb dang ky gia han 1a 590115079823 s& duoc cung img dén Quy
S& Y té/ Co so Y té trén dia ban tinh sau khi chiing t6i cung tmg hét luong hang héa c6 s ding ky tring
thau néu trén.

Chung t6i cam két ngoai viéc thay ddi sé dang ky néu trén, cc thong tin khac cia san phim: Tén
thudc, nha san xudt, tiéu chuan chét luong, han dung, nhém thudc ciing nhu gia cung Ung cua san phém
voi sb dang ky gia han khéng thay ddi so véi sé ding ky tring thau..

Cong ty chan thanh cam on su hop tic ciia Quy S& Y t&/ Co so Y té trén dia ban tinh.

Tran trong kinh chao./.

Noi nhin:
- Nhu trén:
= Luu: VT.
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BIREX  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
%"y QUAN LY DUGC Dic Iap - Ty do - Hanh phiic

/QD-QLD Ha Ngi, ngay03 thdng04ndmn 2023

= QUYET PINH
y e viéc ban hanh danh muc 182 thudc nwée ngoai
ic/gia han glay ding ky luu hanh tai Viét Nam - Dot 113

DUGC PHAM
GIGAME

CUC TRUGNG CUC QUAN LY DU'(_)’C :
Cén it Lugt Duge 56 105/2016/QH13 ngay 06/4/2016;

Cén cir Nghi dinh s 95/2022[ND CP ngay 15/11/2022 cia Chinh phit quy
dinh chirc ndng, nhiém vu, quyén han va co cdu to chize ctia B3 ¥ té;

Can ci Quyét dinh 56 7868/QD-BYT ngay 28/12/2018 cia Bj trucng Bo ¥
1€ quy dinh chitc ndng, nhiém vy, quyén han va co cdu 16 chike ciia Cuc Qudn by
Duge thupe B ¥ té; :

Cdn cit Théng tw s6 08/2022/TT-: -BYT ngay 05/09/2022 cua B$ truong B6 Y
té quy dinh viéc déng ky luu hanh thude, nguyen liéu lam thube; :

Cin cit Y kién cua Hoi dong tw vén cdp gidy ding kp leu hanh thuéc,
nguyén liéu lam thudc - B Y té;

Theo dé nghi ciia Truéng phong Pdng ky thuéc - Cuc Quén Iy Duge.

QUYET PINH:
Piéu 1. Ban hanh kém theo Quyet dinh nay danh muc 182 thuoc nudc
ngoai dugce gia han g1ay dang ky luu hanh tai Viét Nam - Dot 113, bao gbm:

1. Danh muc 166 thubc nude ngoai duge gia han gidy ding ky luu hanh
hiéu luc 05-ndm - Dot 113 (tai Phuluc I kém theo).

2. Danh muc 12 thube nuée ngodi duge gia han gidy ding ky Iuu hanh
hiéu luc 03 nam - Dot 113 (tai Phu luc II kém theo).

3. Danh muc 04 thudc nudc ngoai duge gia han gidy ding ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phu luc III kém theo).

Pidu 2. Co s& san xuét va co s& ding ky thudc cb trach nhiém:

1. Cung cép thube vao Viét Nam theo ding céc ho so tai liéu d& déng ky
v6i BO Y té va phai in hodc dén sé ding ky duoc BO Y té cip 1én nhan thudc.

2. Chép hanh dly du phap lugt ctia nude CI-IX[—ICN Viét Nam va cdc quy
dinh cia B4 Y t& v& nhap khéu thudc va luu hanh thudc tai Viét Nam, néu c6 bét
ctt thay dbi gi trong qué trinh luu hanh thude & nude so tai va & Viét Nam thi
phai bao cédo ngay cho Cuc Quanly Dugc-Bo Y t& Viét Nam.

3. Thuc hién viéc cdp nhét tiéu chun chét luong cia thube theo quy dinh




tai Théng tur sb 11/2018/TT-BYT ngay 04/5/2018 ctia B truéng BS Y té quy
dinh v& chit lwong thudc, nguyen Jidu 1am thude.

4. Thuoc duge gia han gidy ding ky Iuu hanh tai Quyet dinh nay nhung
chwa ndp hd so cip nhét ndi dung nhan thude, t& hudng dan st dung thude theo
quy dinh tai Thong twr 01/2018/TT-BYT ngiy 18/01/2018 cta B trudéng B4 Y
t& thi phai thuc hién vi€c cdp nhét theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tir s6 01/2018/TT-BYT trong thdi han 12 thédng k& tir ngay duac gia han
gidy déng ky huu hanh,

5, Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc
gia han gidy dang ky luu hanh tai Quyét dinh ndy cd thay dbi vé nbi dung hanh
chinh (bao gom cd méu nhén va to hudng dén sir dung) phai nhip khiu, hwu
hanh véi cac ndi dung d& duge phé duyét thay ddi trong, hé so dang ky gia han.

6. Ph01 hc;rp v6i cc co s& didu tri dé thuc hién theo ding cic quy dinh
hién hanh vé thuoc ké don, theo doi an toan, hiéu qua, tic dung khéng mong
muon ctia thudc trén ngudi Viét Nam va téng hop, bdo cdo theo quy dinh tai
Diéu 5 Thong tu sb 08/2022/TT-BYT ngiy 05/9/2022 ciia B6 trudng B Y té
quy dinh viéc ddng ky luu hanh thubc, nguyén lidu lam thubc dbi véi céc thude

thudéc Danh muec tai Phu lyc IT ban hanh kém theo Quyét dinh nay.

7. Co s& ding ky phéi dam bao duy tri didu kién hoat dOng ciia co s¢ dang
ky trong thoi gian hiéu luc cta gidy ding ky hru hanh thude, nguyén lidu lam
thubc. Trong trudng hop khong con dép tmg du didu kién hoat ddng, co s& dang
ky phéi c6 trach nhiém thuc hién thay ddi co s¢ ding ky theo quy dinh tai Thong
tur 56 08/2022/TT-BYT ngay 05/9/2022 ctia B trudng BO Y € trong thoi han 30
ngay k& tir ngay co sé ding ky khéng con d diéu kién hoat déng.

8. Co s& déng ky thuoc phau bdo cdo B4 Y t& v& clp nht tinh trang dap
ing Thue hanh tot san xuat cla co s¢ san xuét thude, nguyen l1eu lam thude.
Trudng hop co s san xuat bi thu hdi gidy phép san xuit hodc khéng dép tmg
Thue hanh t6t sén xuét thube, nguyén liéu 1am thudc & nude s tai, co s& phai
thye hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 théng bdo cia co
quan quén ly cd tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nth dinh s6 54/2017/NP-CP ngay 08/5/2017 cia Chinh phi quy dinh chi
tiét mot s& didu va bién phép thi hanh Luat Dugc.

0. Péi véi thubc cé sb thir tr 29 tai Phu luc I c6 & nghi thay dbi miu
+ nhén, huéng dén st dung trong hd so ding ky gia han: Co s déng ky thue hién
thi tue d& nghi thay d6i mau nhén, t& huo’ng dn sir dung theo hinh thirc ding ky
thay déi bd sung sau khi Quyét dinh nay c6 hiéu lyc.

Dleu 3. Céc thuoc duoc gia han glay déing ky luu hanh tai Quyét dinh L nay
durge tiép tuc sir dung sb déng ky d3 cap trude khi gia han trong thoi han tbi da
12 théng ké tir ngay duge cap s6 dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Diu 4. Quyét dinh c6 hidu lyc ké tir ngdy ky ban hanh.
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Diéu 5. Gidm dbc S&'Y té cac tinh, thanh phd tryc thudc trung wong, gidm
doc nha san xuat va co s& ding ky ¢6 thudc tai Didu 1 chju trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhan:

- Nhu Didu 5;

- B9 trudng (dé blc);

- TTr. P& Xuan Tuyén (d& blc);

- Cuc Quén Y - B Quée phong, Cuc Y té - B4 Céng
an; Cye Y t& GTVT - B§ Giao théng vén tii; Téng
Cuc Hii quan - B§ Tai chinh;

- Bao hiém X3 hi Viét Nam;- : " .

- B$ Y t& Vu PC, Cye QLYDCT, Cuc QLKCB, Vii Tuin Cuéng
Thanh tra B6. '

- 8&'Y t€ c4c tinh, thanh phd tryc thude Trung vong;

- Vién KN thudc TU, Vién KN thude TP, HCM:

- Téng Céng ty Duge VN-CTCP; Céc Céng ty XNK

drge pham;

- Cac Bénh vién & Vién cé givdmg bénh tnre thude

BYT; .

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Lwu: VT, DXT (10b).
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DANH MUC 166 THUOC NUGC NGOAI DPUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh sé: .228....../QP-QLD, ngay 03.R4../2023 ciia Cuc Quan Iy Durgc)

Phuy luc I

TAI VIET NAM HIEU LUC 5§ NAM - PQT 113

STT | Tén thudc | Hoat chit chinh Dang | Quycéch | Tiéu | Tudi S6 ding ky Sé
—Ham lwgng bio ché | A6énggéi | chudn | tho gia han lin

(théang) | (S6ddngky | gia

di clp) han

@ 2) (3 4 &) (6) 0] ()] (&)

1. Co s& dang ky: A. Menarini Singapore Pte. Ltd. (Pja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& sin xudt: ACS Dobfar S.p.A. (Dja chi: Via Laurentina Kim 24, 730 - 00071 Pomezia

(Roma), Italy)

1 Ceclor Cefaclor Cémpha |Hop 110 NSX 24 800110067023 | 01
125mg/5ml (duéi | hén djch | 30ml, (VN-15935-12)
dang cefaclor udng 60ml
monohydrate)

1.2. Co s& sdn xuit: GE Healthcare Ireland Limited (Dja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | Iohexol Dung Hop 10 NSX 36 539110067123 | 01
755mg/ml tuong | dich tiém | chaix (VN-20358-17)
duong Iod 100m1
350mg/ml

3 Omnipaque | Iohexol Dung Héop 10 NSX 36 539110067223 | 01
647mg/ml trong | dich ti€ém | chai x (VN-20357-17)
duong Iod 100ml
300mg/ml

2. Co's& ding ky: Abbott Laboratories (Singapore) Private Limited (Pja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co sé san-xuit: Abbott Biologicals B.V. (Dja chi: Veerweg 12, 8121 A4 Olst, The Netherlands)

4 Duphalac Lactulose Dung Hép 20 NSX 24 870100067323 | 01
10g/15ml dich ghix (VN-20896-18)

ubng 15ml.
Chai
200ml,
500ml,
1000ml.

5 Duphaston | Dydrogesterone | Viénnén | Hop 1 vix | NSX 60 870110067423 | 01
10mg bao phim | 20 vién (VN-21159-18)

6 Femoston 17B-Estradiol Viénnén | Hép 1 vix | NSX 36 870110067523 | 01

1/10 1mg; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
| 10mg
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STT | Tén thudc | Hoatchdtchinh | Dang | Quy cach | Tidu | Tudi Sb ding ky S6
—Ham lwgng bao ché déng g6i | chuin tho ~ giahan lin
(thdng) | (So dingky | gia
di cip) han
(0] 2) 3) 4 ) (6) () (8) 9
54.2. Co s& sdn xuit: Otsuka Pharmaceutical Co., Litd. Second Tokushima Factory (Diachi: 224-
18, Hiraishi Ebisuno, Kawauchi-cho, Tokushima-shi, Tokushima 771-0] 82, Japan)

126 | Pletaal OD | Cilostazol 100mg | Viénnén | Hop 1 tii JP 36 499110079523 | 01
Tablets tantrong [ nhém x 10 | hién (VN-20194-16)
100mg miéng vix 10 hanh

vién

127 | Pletaal OD | Cilostazol 50mg | Viénnén | Hop 1 tii JP 36 499110079623 | 01
Tablets fantrong | nhom x 10 | hién (VN-20195-16)
50mg miéng vix 10 hanh

vién
55. Co sé ding ky: Paradigm Pharma (Thailand) Co., Ltd (Pja chi: No.87, M Thai Tower 15th
Floor, All Seasons Place, Wireless Road, Lumphini- Sub-District, Pathum Wan District, Bangkok
Metropolis, Thailand)
55.1. Co' s& sin xudt: Medreich Limited (Dia chi: 12th Mile, Old Madras Road, Virgonagar
Bangalore - 560049, India)

128 | Fleming Amoxicillin (duéi Vién Hop 10vi | NSX 24 890110079723 | 01
dang Amoxicillin nén bao | x 10 vién,; (VN-18933-15)
trihyrat) 500mg, phim Hép 1vix
Acid clavulanic 10 vién
(dudi dang Diluted
Potassium
Clavulanate) 125mg

Starogard Gdanski, Poland)
56.1. Co s& sin xuit: Pharmaceutical Works Polpharma S.A. (Dja chi: 19 Pelplinska Street, 83- A
200 Starogard Gdanski, Poland)

56. Co s& ding ky: Pharmaceutical Works POLPHARMA S.A. (Dia chi: ul. Pelplinska 19, 83-200

£ X
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Ciprofloxacin
Polpharma

Ciprofloxacin
200mg/100ml
(dudi dang

Ciprofloxacin

hydrochloride)

Dung
dich tiém
truyén
tinh

mach

Hop 1 tii
PE 200ml,
Hop 1 thi
PE 100ml

e

NSX

24

590115079823
(VN-18952-15)

\z
4

56.2. Co s& sin xut: Warsaw Pharmaceutical Works Polfa S.A. (Dia chi: Karolkowa 22/24, 01-

207 Warsaw, Poland)

130

Dopamine

Dopamine
hydrochloride
200mg/Sml

Dung
dich tiém
truyén

tinh mach

Hop 10
ong x S5ml

NSX

24

590110079923
(VN-18479-14)

01

57. Co s& ding ky: Pharmascience Inc. (Dja chi: 6111 Avenue Royalmount 100 Montreal, QC
Canada, H4P 2T4, Canada)
57.1. Co s& sin xuét: Pharmascience Inc. (Dia chi: 6111 Avenue Royalmount 100 Montreal, QC
Canada, H4P 2T4, Canada)
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