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5 284U

.....--
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(4L Cong.tyl C6 Phan Dugc Phdm Viét Ha chan thanh cim on Quy S& va cac don vi Y té

Lk bb s0 6. _.vé.sutip-nhiém sir dung san phdm cua cong ty ching tdi trong viéc diéu tri cho bénh nhéan
trong thoi gian qua.

Kinh giri: S&' Y té tinh Ninh Thuin

Cong ty C6 Phan Dugc Phim Viét Ha tham gia thau géi thau: Géi sé 1 - Goi thau thude
generic va véc xin, thudc du toan mua sim Ké hoach lua chon nha thau cung cz"ip thudc nam
2023 cia S& Y té. Trong d6, cong ty chiing toi du thau mat hang Lidocain véi sé ding ky
VN-20499-17 va da duoc tring thiu theo Quyét dinh tring thiu s 08/QD-SYT ngay
05/01/2024.

Mit hang nay da duge Bo Y té - Cuc Quan Iy Duoc Gia han gidy diang ky Iuu hanh
(dinh kém Quyét dinh gia han sb dang ky) va Gia ké khai da duoc dang trén trang thong tin
dién tir cia Cuc Quan ly Duogc (dinh kém Bang ké khai gid cép nhit theo sb ding ky
599110011924).

Béng vin ban nay, Cong ty C6 Phan Dugc Pham Viét Ha kinh trinh Quy S& xem xét
cho ching t6i duge cung tng mit hang Lidocain theo S6 ding ky thay ddi 1a 599110011924,
cu thé nhu sau:

Sé £ £
2o 5t T ;o Phu luc So So6 lrgng (cung
Ma thube 0 gg i(y g So dangky Aley lu't;)'ng ting lwong | cap theo SDK
thau chinh tring o K 63 "
2 20% da xuat dieéu chinh)
thau
G10739 VN-20499-17 | 599110011924 | 100 20 100 20

Chung t6i chan thanh cam on va rdt mong nhan duoc sy phan héi cia Quy S& trong thoi
gian sém nhat dé c6 du thuoc phuc vu trong cong tdc kham va di€u tri bénh cho bénh nhén./.

[ H-O o
NGUYEN NGOC KIEU
'L5“0 Noi nhan:

- Nhu trén

- Luu
Chi nhanh Ha Nbi Chinhanh Da Nang Cira Hang
B14/D13 Khu BTM Cau Gidy, 152 HO Quy Ly, P. Hoa Minh, Qudy J26 134/1 T6 Hién Thanh
P. Dich Vong, Q. Cau Gidy, Ha Néi Q. Lién Chiéu, Pa Nang P.15,Q.10, TP. H6 Chi Minh
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ol BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
470 !. C QUANLY DUQC DPéc ldp - Tw do - Hanh phiic

3 /QP-QLD Hii Néi, ngay 03 thang o 1ndm2024

QUYET PINH
Ve viéc ban hanh danh muc 231 thudc nwée ngoai
oc cip, gia han gidy ding ky lwu hanh tai Viét Nam - Pot 117.2

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc so' 105/2016/QH13 ngay 06/4/2016,

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu té chire ctia B6 Y té;

Cdn cit Quyét dinh s6 1 969/Q£) -BYT ngay 26/4/2023 cua B¢ trucng Bé Y 1é quy
dinh chirc ndng, nhiém vu, quyén han va co cau 16 chire ciia Cuc Quan ly Dugc thuje
Bj Y té;

Can ctr Théng tir s6 08/2022/TT-BYT ngay 05/09/2022 ciia B6 trieong B Y té quy
dinh viée dang ky huu hanh thuoc nguyén liéu lam thuoc

Can cir két lugn cua Hoi dong tw vin cap gidy ding kyp heu hanh thuéc, nguyén
ligu lam thubce - Bé Y té;

Theo dé nghi cia Trudng phong Pdng ky thuéc - Cuc Qudn I Duoc.

QUYET DPINH:

Dleu 1. Ban hanh kém theo Quyét dinh nay danh muc 231 thudc nuéc ngoai
duoc cip, gia han gidy dang ky luu hanh tai Viét Nam - Dot 117.2, cu thé:

1. Danh muc 01 thube nuée ngoai dugc cép gidy dang ky luu hanh hiéu luc 05
ndm - Dot 117.2 (tai Phu luc I kém theo).

2. Danh muc 206 thuée nudc ngoai duoc gia han gidy ding ky luu hanh hiéu
luc 05 ném - Dot 117.2 (Phy luc II kém theo).

3. Danh muc 24 thudc nuéc ngoai duoc gia han gidy ding ky luu hanh hiéu luc
03 nam - Dot 117.2 (Phu luc III kém theo).

Diéu 2. Co so san Xuét va co s dang ky thubc c6 trach nhiém:

1. Cung cp thudc vao Viét Nam theo dung céc hé so, tai liéu da dang ky voi
Bo Y téva phai in hodc dén s0 dang ky dwoc B Y té cdp 1én nhan thudc.

2 Chap hanh day du phap ludt cua nudc CHXHCN Viét Nam va céc quy dinh
ctia B6 Y té v& nhép khiu thudc va luu hanh thudc tai Viét Nam, néu c6 bét ctr thay
déi gi trong qué trinh luu hanh thuoc O nudc s tai va & Viét Nam thi phai bdo cdo
ngay cho Cuc Quan ly Duoc - B6 Y té Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chuan chét luong ctia thube theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong B6 Y té quy dinh vé cht
hrong thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc va t& huéng dan st dung thuéc theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 ctia B trudng B6 Y té quy dinh ghi nhan thuéc,
nguyén liéu lam thude va to hudng din sir dung thudc theo hinh thirc thay dbi, bd sung
gidy dang ky Iuu hanh thudc quy dinh tai Thong tw 08/2022/TT-BYT ngay 05/9/2022
cua B truong BO 'Y té dbi voi thude chua cép nhat ndi dung nhan thude, t& hudéng din
st dung thuoc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo
truong Bo Y té.




5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cdc thudc dwoc gia han
glay ding ky Iuu hanh theo Quyet dinh nay c¢ thay dbi vé ndi dung hanh chinh (bao
gom ca mau nhan va t& huéng dan sir dung thuoc) phai nhap khau va luu hanh véi céc
néi dung di duoc phé duyet thay dbi trong hd so gia han.

6. Phéi hop v6i cic co sd didu tri dé thuc hién theo ding céc quy dinh hién
hanh v& thudc ké don, theo doi an toan, hiéu qua, tic dung khéng mong mudn cua
thudc trén ngudi Viét Nam va tong hop, béo cdo theo quy dinh tai Didu 5 Théng tu s6
08/2022/TT-BYT ngay 05/9/2022 ciia Bé truong Bo Y té quy dinh viéc ding ky hm
hanh thude, nguyén liéu lam thube d6i véi cac thube thuée Danh muc tai Phu luc II1
ban hanh kém theo Quyét dinh nay.

7. Co s& ding ky thude phai dam béao duy tri didu kién hoat dong trong thoi gian
hiéu luc cta gidy ding ky lwu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khéng con dap tmg du diéu kién hoat dong, co so ding ky phai c6 trach nhiém thic
hién thay dbi co so ding ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT ngay
05/9/2022 cta Bo truong B3 Y té trong thoi han 30 ngay ké tir ngay co s& diang ky
khéng con du diéu kién hoat dong.

8. Co so dang ky thudc phai bao cao B6 Y té vé cap nhat tinh trang déap vmng
Thuc hanh tot san xuét cua CO SO san xuét thuoc nguyén liéu lam thudc. Trudng hop
co sO san xuit bi thu hdi gidy phép san xuit hodc khéng dép tng Thuc hanh tdt san
xut thude, nguyén liéu lam thudc & nudc s tai, co s phai thue hién viée bao cdo
trong thoi han 15 ngay ké tir ngay co théng bao cia co quan quan ly ¢6 tham quyén
nuéce so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6 54/2017/NB-CP
ngay 08/5/2017 ctia Chinh pha quy dinh chi tiét mot sé diéu va bién phéap thi hanh
Luéit Dugc.

Piéu 3. Cac thudc duge gia han gidy dang ky lwu hanh tai Quyét dinh nay dugc
tiép tuc sir dung sb dang ky da cdp trude khi gia han trong thoi han tdi da 12 thang ké
tir ngay duoc cap sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 5. Gidm dbc S& Y té céc tinh, thanh phd truc thude trung wong, giam dbc
nha san xudt va co sé ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhan: CUC TRUONG

- Nhu Diéu 5; -

- B§ trudng (dé b/c); / <

- TTr. B Xuin Tuyén (de b/e); / Ci,m

- Cuc Quan Y - Bo Quéc phong, Cuc Y té - B Cong al : »r*w_; A r\Q "é‘/;?/ W —
Cuc Y té GTVT - B Giao thong van tai; L\ DUGE" /) /

- Téng Cuc Hai quan - B Tai chinh; \ bt

- Bio hiém Xa hoi Viét Nam; ?‘—‘//

- Bo Y té Vu PC, Cuc QLKCB, Thanh tra Bg, Van  —— Vi Tuén Cuing
phong HDTV cip GPKLH thuéc, NLLT;

- S6'Y té céc tinh, thanh phé truc thudc Trung uong;

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

- Tdng Céng ty Dugc VN-CTCP;

- Céc Cong ty XNK dugc pham;

- Céc Bénh vién & Vién c6 giuong bénh truc thuge BYT;
- Trung tim mua sém tap trung thuéc quéc gia;

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

- Luu: VT, DKT (2b) (NT).



(Ban hanh kém theo quyét dinh s6: ... 3......./OD-QLD, ngay03../01./2024 ciia Cuc Quan Iy Duorc)

Phu luc II

DANH MUC 206 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 117.2

STT | Tén thubc | Hoat chit chinh | Dang | Quycdch | Tiéu | Tudi S6 ding ky )
—Ham lwgng | baoché | dénggoi | chuin | tho gia han lin
(thang) | (Sodingky | gia
da cip) han
()] 2 3 @ ()] (6 @) () ®
1. Co s¢ ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUQ Tower Singapore 189352, Singapore)
1.1. Co s& san xuit: Laboratorios Recalcine S.A (Pia chi: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile)
1 Estraceptin | Vién mau tring Viénnén | Hop 1 vix | NSX 36 780110000224 | 01
0 hoat tinh: bao phim 2§ vién, (VN-17085-13)
Desogestrel gom 21
0,15mg , Ethinyl vién mau
estradiol 0,02mg; tring co
Vién mau vang co hoat tinh,
hoat tinh: Ethinyl 2 vién
estradiol 0,01mg mau xanh
luc chi
chira ta
duoc, 5
vién mau
vang co
hoat tinh
1.2. Co sé san xuit: PT. Abbott Indonesia (Pia chi: JI. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
2 Brufen Ibuprofen Hon dich | Hop 1 lox | NSX 36 899100000324 | 01
100mg/5ml ubng 60ml (VN-21163-18)
1.3. Co sé sian xuit: Sophartex (Dia chi: 21 rue du Pressoir, 28500 Vernouillet, France)
3 Hidrasec Racecadotril Vién Hop2vix | NSX 36 300110000424 01
100mg 100mg nang 10 vién; (VN-21653-19)
cing Hop 3 vix
10 vién
4 Hidrasec Racecadotril Thudc Hop 16 NSX 24 300110000524 | 01
10mg 10mg/gdi bét uéng gbi (VN-21164-18)
Infants
5 Hidrasec Racecadotril Thudc Hép 30 NSX 24 300110000624 01
30mg 30mg/goi bot ubng | goi (VN-21165-18)
Children

2. Co st dang ky: Agio Phamaceuticals Limited (Pia chi: A-38, Nandjyot Industrial Estate, Kurla

Andheri Road, Safed Pool, Mumbai Mumbai City Maharashira 400072, India)

2.1. Co s& sén xuit: Agio Phamaceuticals Ltd. (Dja chi: T- 81, 82. M.I.D.C., Bhosari, Pune 411026

Maharashtra State, India)
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STT | Tén thude | Hoat chit chinh Dang Quy cach | Tiéu Tubi S6 dang ky S6
— Ham lwong bio ché | déng goi | chuidn tho gia han lin

(thing) | (Sodingky | gia

da cip) han

(0] () 3) 4 3 (6) () ()] ®

55. Co sé ding ky: Dr. Reddy's Laboratories Ltd (Dia chi: : 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India)

55.1. Co 6 sin xuit: Dr. Reddy's Laboratories Ltd. (Pia chi: Formulation Tech Ops I1I Survey No
42p, 43, 44p, 45p, 46p, 33, 54 and 83, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri

District — 500090, Telangana State, India)

114 | Histalong Cetirizine Viénnén | Hop Svix | NSX 36 890100011524 | 01
hydrochloride bao phim | 4 vién; (VN-17421-13)
10mg Hop 2 vix
10 vién.
56. Co s¢ dang ky: Egis Pharmaceuticals Private Limited Company (Dia chi: 1106 Budapest,
Kereszturi ut 30-38, Hungary)
56.1. Co s& sin xuit: Egis Pharmaceuticals Private Limited Company (Dia chi: 1165 Budapest,
Bokényfoldi it 118-120., Hungary)
115 | Alzepil Donepezil Viénnén | Hop 2 vix | NSX 48 599110011624 | 01
hydrochloride bao phim | 14 vién (VN-20755-17)
(dudi dang
Donepezil
hydrochloride
monohydrate)
Smg
56.2. Co s& sin xuit: Egis Pharmaceuticals Private Limited Company (Dia chi: 9900 Kérmend,
Matyas kirdaly ut 65., Hungary)
116 | Clostilbegyt | Clomifene citrate | Viénnén | Hop | vix | NSX 60 599110011724 | 01
50mg 10 vién (VN-12437-11)
117 | Erolin Loratadine Siro Hop I Lo NSX 36 599100011824 01
120mg/120ml x 120ml (VN-20498-17)
118 | Lidocain Mai lo chita Thuéc |HoplLo | NSX 36 599110011924 | 01
Lidocaine 3,8¢g phun mi | x 38 gam (VN-20499-17)
(dudi dang dung
dich 10% trong
con)
119 | Paxirasol Bromhexine Viénnén | Hop 2 vix | NSX 60 599100012024 01
hydrochloride 10 vién (VN-15429-12)
8mg
120 | Peritol Cyproheptadine Viénnén | Hop 10 vi | NSX 60 599110012124 01
hydrochloride x 10 vién (VN-21017-18)
(dudi dang
Cyproheptadine
hydrochloride

sesquihydrate)
4mg




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
; AN LY DUQC Péc lap - Tw do - Hanh phiic

;:,.{AN \(’1 phin mét cira) Ngay 17 thang 05 nam 2024

F00C PHASE: 5‘1&3e/QLD GT

\ ’IE ] H \/$)

PHIEU TIEP NHAN
3O ] AI/KE KHAI LAI GIA THUOC/THAY POI, BO SUNG THONG TIN
sékékhai: Cong ty C6 Phan Duwge Phim Viét Ha
Dla chi: 4 16 A, Truong Son, Phudng 15, Quan 10
Dién thoai: 028 39703965

2. Loai ké khai gia: Lan dau K¢ khai lai
Thudc nude ngoai khi nhdp khau

Thudc san xuét trong nude ]

Thuéc dé nghi thay ddi/bd sung thong tin [x ]

3. Sb viin ban ké khai/ké khai lai/thay ddi, bd sung: 013/KKG-24
4. Théng tin thudc ké khai, ké khai lai:

a £ GPLH/ . . .. | Co sé san xuét -
Tén thuoce GPNK ND/HL | Quy cach dong goi Nwére sin xult
Lidocain 5991100119(3,8g Hop 1lox38 gam  |Egis
24 (dudi Pharmaceuticals
(VN-20499-|dang Private Limited
17) dung Company - Hungary
dich 10%)
trong
con)
5. Danh muc hé so:
Bang ké khai/ké khai lai gia thubc/Vin ban dé nghi thay déi, bd sung thong tin [x ]
Tai liéu khac (Ghi rd):
- " Quyét dinh s 3/QD-QLD ngay 03/01/2024 (V/v ban hanh danh myc 231 thubc [x]
nudc ngoai dugce cap, gia han GPKLH tai VN)"
Ghi cht:

- Phiéu tiép nhén nay chi c6 gia tri xdc nhén co s da tién hanh thi tuc ké khai gia thudc theo quy dinh
tai Nghi dinh s 54/2017/ND-CP

- Gi4 thudc ké khai, ké khai lai s& dugc cong bd trén Cong thong tin dién tir cia B Y té theo quy dinh.

- Dm v6i cdc hd so ké khai gia thube: Trudng hop gia ké khai chua hgp 1y, co s s€ nhan dugc y kién
bang van ban trong thoi gian 45 ngay ké tir ngay tlep nhan hd so theo quy dinh.

- Don Vi cac ho so ké khai lai: Truong hop gta thude ké khai lai chua hgp 1y, co s& s& nhan dugc y
kién bang van ban trong thoi gian 30 ngay ke tir ngay tlep nhén hd so theo quy dinh.

MA HO SO: 49141/TT59



- Déi véi hd so dé nghi thay déi, bd sung thang tin chua dat yéu cau theo quy dinh va hd so ké khai, ké

khai lai giam gid thuoc chua hUp Iy, co s& s& nhan duoc ¥ kién bing vin ban trong thoi gian 15 ngay ké
tir ngay tiép nhdn hoé so theo quy dinh.

NGUOI NHAN HO SO

- p

ey
3

L

Pang Anh Tu

MA HO SO: 49141/TT59




CONG TY CO PHAN DUQC PHAM VIET

thudc da ké khai, ké khai lai gia

HA

S6: 013/KKG-24
Vv dé nghi thay d6i/bd sung thong tin déi véi

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

Théanh ph6 H6 Chi Minh, ngay 17 thang 05 nim 2024

Kinh giri: Cuc Quan Iy Duogc - B Y té

CONG TY CO PHAN DUQC PHAM VIET HA dé nghi B6 Y té xem xét thay ddi/bd sung thong tin ké khai, ké khai lai dbi véi mat hang thudc da duoc cong bd
trén Cdng thong tin dién tir cua BO Y té nhu sau:

DE NGHI THAY-DOI/BO SUNG THONG TIN POI VOI THUOC DA KE KHAIL KE KHAI LAI GIA

Noi dung & £ i Dang bao | Quy cich Pon vi (GPLH/G| Gia BBKK [Co s¢' sin xuit-| Co so ké i
thong tin Tén thubc | Hoat chit |ND/HL ché déﬁg goi tinh PNK (VND) Nude sin xuit khai Negay KK
Thﬂng tin (Lidocain Moi lg 38g (3,8¢g Hop 1 lo 38¢g Lo VN-2049| 159.000 |Egis Cong ty co 17/04/2018
da cong bd chura: 9-17 Pharmaceuticals [phan dugc
Lidocain Private Limited |phim Viét
3,8¢ Company - Ha
Hungary
Thong tin Lidocaine (3,8g Thuoc Hop 110 x 38 59911001
thay doi, (dwéi  |[phun mu [gam 1924
bo sung dang (VN-204
dung 99-17)
dich
10%
trong
con)

1. Vin ban ciia co quan quan 1y nha nuée phé duyét vé viée thay déi, bé sung théng tin déi véi thude da duoc cép gidly dang ky lwu hinh hodc gidy phép nhép khiu.




2. Gidy phép dang ky lru hanh san phim (MA), Quyét dinh cdp gidy ding ky luu hanh.
3. Cac tai liéu khac :
- " Quyét dinh 56 3/QD-QLD ngay 03/01/2024 (V/v ban hanh danh muc 231 thude nuéc ngoai duge cp, gia han GDKLH tai VN)"
Co s&r cam két va chiu trich nhiém triege phéip ludt vé tinh chinh x4c ciia céc thong tin da ké khai.
Dai dién co sé nhip khiu




