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“V/v thay d6i Sé dang ky ciia
thuoc Neo-Tergynan” .
Tp. H6 Chi Minh, ngay 07 thang 11 ndm 2024.

Kinh giri: S¢ Y té tinh Binh Phwéc

Céng ty C6 Phan Dugc Phim Viét Ha chén thanh cam on Quy S& va cac don vi Y té
vé sy tin nhiém sir dung san pham cia cong ty ching toi trong viéc diéu tri cho bénh nhén
trong thoi gian qua.

Cbng ty C6 Phan Dugc Phdm Viét Ha tham gia thau géi thiu: Mua thube generic cho
cdc co so 'y t€ cong lap trén dia ban tinh Binh Phuéce dot 1 giai doan 2023 — 2025. Trong &9,
cong ty ching t6i dyr thiu mit hang Neo-Tergynan va da dugc trang thau theo Quyét dinh
tring thau sb6 46/QP-SYT ngay 23/01/2024.

Mat hang trén da duge Bd Y té - Cuc Quan ly Dugce Gia han gidy dang ky lwu hanh
(dinh kém Quyét dinh gia han s dang ky).

Béng van ban nay, Cong ty C6 Phan Dugc Phim Viét Ha kinh trinh Quy S& xem xét
cho chiing t6i duge cung mg mit hang trén theo S6 ding ky thay dbi, cu thé nhu sau:

Ma thudc Tén thudc | So6 diing ky S6 ding ky Quyét dinh gia
tring thau thay dbi han s ding ky

Neo- VN-18967- 226/Qb-QLD
Chle Tergynan 15 SHTISRRacEs ngay 03/04/2023

Chiing t6i chan thanh c4m on va rét mong nhén dirgc su phan hdi cia Quy S& trong thai
gian sém nhét dé c6 du thudc phuc vu trong cdng tac kham va diéu tri bénh cho bénh nhan./.

Nai nhdn:
- Nhurtrén

Chi nhanh Ha Néi Chi nhanh Da Nang Cilra Hang

B14/D13 Khu BTM C4u Gidy,
P. Dich Vong, Q. Cau Gidy, Ha Noi
PT:024. 3784 3937 - Fax: 024. 3792 5274

152 H6 Quy Ly, P. Hda Minh,
Q. Lién Chiéu, Da Néng
PT:0236.3741 168 - Fax: 0236, 3741 268

Quéy J26 134/1 Td Hién Thanh
P15, Q.10, TP. H6 Chi Minh
DT: 028.3866 7176 - Fax: 028. 3864 6580






BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic

008G 16 /OP-QLD Hé Noi, ngie03 thing0dndm 2023
\ _ g

‘ QUYETDINH
Vé viéc ban hanh danh myc 182 thudc nuée ngoai
woc gia han gidy ding Ky luvu hanh tai Viet Nam - Dot 113

CUC TRUONG CUC QUAN LY DUQC
Cén cir Ludt Duoe sé6 105/201 6/QH13 ngay 06/4/2016;

Can e Nghi dinh s6 95/ 2022/ND-CP ngay 15/11/2022 cuia Chinh phu guy
dinh chire ning, nhiéni vu, quyén han va co cdu té chitc ciia By Y té;

Can it Quyét dinh s6 7868/0P- BYT ngay 28/12/2018 cua B truong Bo Y
1é quy dinh chire nang, nhiem vy, quyén han va co cau 16 chire ciia Cuc Quan Iy
Diroce thude B Y té;

~ Can cu Thong tw s6 08/2022/TT-BYT ngay 03/09/2022 cua Bo truong Bo Y
té quy dinh viéc dang ky hew hanh thuoc, nguyén liéu lam thuoc;

Can cik v kién cua Hoi dong nhe van cap giay dang kv leu hanh thioc.
nguyén liéu lam thudc - Bo Y té;

Theo dé nghi cua Truong phong Dang ky thuoe - Cue Quan Iy Diroe.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 182 thude nude
ngoai dugce gia han giay ding ky luu hanh tai Viét Nam - Pot 113, bao gom:

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

2. Danh muc 12 thude nude ngoai duge gia han giay ding ky luu hanh
hiéu luc 03 nam - Dot 113 (rai Phu luc 1] kém theo).

3. Danh muc 04 thude nude ngoai duge gia han gia‘iy ding ky luu hanh

dén 31/12/2025 - Bot 113 (tai Phu luc 11l kém theo).

Piéu 2. Co s¢ san xuit va co so dang ky thude 6 trach nhiém:

1. Cung cap thude vao Viét Nam theo dung cde ho so tai lieu da dang ky
voi BO Y té va phai in hodc dén sé dang ky duge Bo Y t¢ cp 1én nhan thude.

2. Chép hanh day du phap ludt cua nuge CHXHCN Viét Nam va cac quy
dinh ctia Bo Y té v& nhap khau thude va luu hanh thude tai Viét Nam. néu co6 bat
ctr thay doi gi trong qué trinh lru hanh thude & nude s& tai va & Viét Nam thi
phai bdo cdo ngay cho Cuc Quan ly Dugc - B Y té Viét Nam.

3. Thye hién viéc cdp nhat tiéu chuan chat luong cua thude theo quy dinh







tai Thong wr s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y € quy
dinh vé chat lrong thudc, nguyén li¢u lam thudc.

4. Thube duoc gia han giﬁy dang ky luu hanh tai Quyét dinh nay nhung
chua ndp hd so cdp nhit ndi dung nhan thude, toy huong din sir dung thude theo
quy dinh tai Thong tr 01/2018/TT-BYT ngay 18/01/2018 cua BJ truong BO Y
t¢ thi phdi thuc hi¢n vi¢e cdp nhat theo quy dinh tai diém b Khoan 1 Piéu 37
Thong s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngay duoc gia han
giay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cde thude duoc
aia han gidy dang ky luu hanh tai Quyét dinh nay co thay doi vé noi dung hanh
chinh (bao gom ca mau nhim va 1o hirong dan sir dung) phai nhdp khau, luu
hanh véi cac ndi dung da duge phé duyét thay doi trong ho so dang ky gia han.

6. Phdi hop vol cac co so diéu tri dé thue hién theo ding cac quy dinh
hi¢n hanh vé thude ké don, theo ddi an todn, hi¢u qué, tic dung khéng mong
mudn ctia thude trén nguoi Vi¢t Nam va tong hop. bdo cdo theo quy dinh tal
Diéu 5 Thong tu 50 08/2022/TT-BYT ngay 05/9/2022 cia B) truong BO Y té
quy dinh viéc ding ky luu hanh thude, nguyén liéu lam thube dbi voi cac thube
thude Danh muc tai Phu luc 11 ban hanh kém theo Quyét dinh nay.

7. Co s¢ diang ky phai dam bdo duy tri diéu kién hoat dong clia co s& ding
ky trong théi gian hiéu lye caa gidy dang ky luu hanh thude. nguyén lidu lam
thube. Trong truong hop khang con dap ung du diéu kién hoat dong, co s¢ diang
ky phai c6 trach nhiém thuc hi¢n thay doi co so dang ky theo quy dinh tai Thong
tr s6 08/2022/TT-BYT ngay 05/9/2022 cua Bé truong BO Y te trong thoi han 30
ngay ké tir ngay co sé dang ky khéng ¢on di diéu kién hoat dong.

8. Co so dang ky thuoc phai bdo cdo BO Y té vé cdp nhat tinh trang dap
ung Thuc hanh tot san ‘cuaL cuda ¢o SO san xudt thude. nguyeén li¢u lam thudc.
Trudmg hop co so san xudt bi thu hdi gidy phép san xuat hodc khong dap ung
Thue hanh 8t san xudt thude, nguyén liéu lam thube & nude s tai. co s& phai
thuc hi¢n vi¢e bdo cdo trong thoi han 15 ngay ké tir ngay co thong bdo clia co
quan quan ly co [ham quyén nude so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh sO 34/2017/ND-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Ludt Duoc.

9. Déi vé6i thude co s6 thir tw 29 tai Phu luc I cé dé nghj thay déi méu
nhan, huéng dan str dung trong ho so ding ky gia han: Co s dang ky thye hién
thi tuc dé nghi thay doi mau nhan, o huéng din st dung theo hinh thie ding ky
thay doi bé sung sau khi Quyét dinh nay ¢6 hicu luec,

})leu 3. Cde thuoc dugc gia han gm\f dang ky luu hanh tai Quyét dinh nay
duge tiép tuc st dung so dang ky da cap trudce khi gia han trong thoi han tbi da
12 thang ké tor ngay duoc cap sO ding ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh ¢6 hiéu luc ké tir ngay ky ban hanh.






Piéu 5. Giam déc S& Y té cac tinh, thanh phd trire thudc trung uong, gidm
doc nha san xuat va co s¢ dang ky co thudc tai Biéu | chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Biéu 5: TN

-Bo trudmg (dé bie).

- TTr. B4 Xuan Tuyén (dé b/c);

- Cuc Quén Y - B Qude phdng, Cyc Y 1é - B Cong
an; Cuc Y té GTVT - Bd Giao thong véan tai; Tong
Cuyc Hai guan - B Tai chinh;

- Bao hiém X2 hdi Viét Nam; : e .
- B Y & Vu PC, Cyc QLYDCT. Cuc QLKCB. Vii Tuan Cudng
Thanh tra Bg.

- S Y té cac tinh, thanh phd true thude Trung uong;

- Vién KN thude TU. Vién KN thude TP. HCM:

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

duge phém;

- Cac Bénh vién & Vién cé giudmg bénh truc thude

BYT;

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

PCTTra, VP Cuc; Website Cyc QLD.

- L VT, DKT (10b).
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DANH MUC 166 THUOC NUGC NGOAI PUQC G1A HAN GIAY PANG KY LUU HANH

Phu

luc 1

TAI VIET NAM HIEU LUC 5§ NAM - DOT 113

(Ban himh kém theo quyét dinh sé: 226, /OP-OLD, ngav03.04 /2023 ciia Cuc Quan Iy Do)
STT | Tén thuie | Hoat chit chinh Dang | Quy cich | Tiéu | Tudi Sb ding ky S6
— Ham lugng bao ché | déng goi | chuin tho gia han lin
(thiing) (S0 ding ky gia
da c:’ip) han
()] 2) (3) ) (3 (6) @) (8) 9)

1. Co so ding ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32

Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuit: ACS Dobfar S.p.A. (Bia chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italv)

l Ceclor Cetaclor Com pha | Hop | lo NSX 24 800110067023 | Ot
125mg/Sml (dudi | hon dich | 30ml, (VN-15935-12)
dang cefaclor udng 60ml
monohydrate)

1.2. Co s& san xuat: GE Healthcare Ireland Limited (Pja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | lohexol Dung Hop 10 NSX 36 539110067123 | Ol
755mg/ml twong | dich tiém | chai x (VN-20358-17)
duong lod 100ml
350mg/ml

3 Omnipaque | lohexol Dung Hop 10 NSX 36 539110067223 01
647mg/ml tuong | dich tiém | chai x (VN-20357-17)
duong lod 100ml
300mg/ml

2. Co'sév ding ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore) ‘
2.1. Co s& sin xuiit: Abbott Biologicals B.V. (Dja chi: Veerweg 12, 8121 44 Olst, The Netherlands)

4 Duphalac Lactulose Dung Hop 20 NSX 24 870100067323 01
10g/15ml dich 201 X (VN-20896-18)

udng I5ml.
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 | 7B-Estradiol Viénnén | Hop | vi x | NSX 36 870110067523 0l

1/10 Img; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
10mg

WO\ =






STT | Tén thude | Hoat chiit chinh | Dang bio | Quy Tiéu | Tuobi SH ding ky S6
— Ham luwgng ché cich | chuan | tho gia han ian
dong goi (thing) = (SO ding ky | gia
da c{ip) han
1) (2) (3) () (&) (6) ) (8) €A
146 | Sunpexitaz | Pemetrexed (dudi | Botdong | Hop | NSX 24 890114081523 0l
100 dang Pemetrexed | kho pha Lo (VN3-25-18)
dinatri tiém
heptahydrat)
100mg
64.2. Cosirsan xudt: Sun Pharmaceutical Medicare Limited (Pia chi: Survey No 22 & 24, Village-
Ujeti, Post-Baska, Tal — Halol - 389350, Dist. Panchmahal, Gujarat State, India)
147 | Winolap DS | Olopatadine (dudi | Dung Hap I Lo | NSX 24 890110081623 01
dang Olopatadine | dichnho | x2,5ml (VN-20866-17)
hydrochloride) mit

2mg/ml

65. Co sé didng ky: Takeda Pharmaceuticals (Asia Pacific) Pte.Ltd (Dja chi: 8, Marina Boulevard,

#15-02 Marina Bav Financial Centre, Singapore 018981, Singapore)

65.1. Co sé san xuit: Takeda GmbH (Bia chi: Lehnitzstrasse 70-98, 16313 Oranienburg, Germany)

148

Pantoloc
40mg

Pantoprazole
(dudi dang
Pantoprazole
sodium
sesquihydrate)
40mg

Vién nén
bao tan
trong
rudt

Hoép 1 vix
7 vién,
Hop 2 vix
7 vién

NSX

36

400110081723
(VN-18402-14)

01

MG\ e L <SS/

66. Co st dang ky: Tedis (Dia chi: 9 avenue d Ouessant, 91140 Villebon-sur-Yvette, France)

66.1. Co s& sin xuat: Catalent Italy S.p.A. (Pia chi: Via Nettunense Km. 20, 100 - 04011 Aprilia

(LT), Tralv)

149

Lomexin

Fenticonazol
nitrate 200mg

Vién
nang
mém diit
am dao

Hop | vix
6 vién

NS§X

800110081823
(VN-20873-17)

01

Lomexin

Fenticonazol
nitrat 1000mg

Vién
nang
mém dat

am dao

Hop 1 vix
2 vién

NSX

36

800110081923
(VN-20872-17)

01

66.2. Co sésan

xuit: Ferrer Internacional, S.A. (Pja chi: ¢/ Joan B
Del Vallés (Barcelona), Spain)

wscalla, 1-9, 08173 Sant Cugat

151 | Somazina Citicoline (duéi Dung Hép 5dng | NSX 36 840110082023 | 0l
1000mg dang Citicoline dich tiém | x 4ml (VN-18763-15)
natei)
1000mg/4ml
152 | Somazina Citicoline (du6i Dung Hop 5 dng | NSX 36 840110082123 01
500mg dang Citicoline dich tiém | x 4ml (VN-18764-15)

natri) S00mg/4ml

66.3. Co so sdn xuit: Sophartex (Dja chi: 21. rue du Pressoir, Vernouillet, 28500, France)

25






STT | Tén thudc | Hoat chit chinh Dang Quy cich | Tiéu Tubi So dang ky Sé
— Ham lwgng bao ché | déng goi | chuin tho [Fria han lin
(thang) | (SO dang ky gia
da cip) han
(1) 2) (3) (4) 3) (6) ) (8) 9
153 | Neo-Codion | Codein base (dudi | Viénnén | Hop 2 vi x | NSX 36 300111082223 01
dang Codein bao 10 Vién (VN-18966-15)
camphosulfonat dudng
25mg) 14,93mg;
Sulfogaiacol
100mg: Cao mém
Grindelia 20mg
154 | Neo- Metronidazole Vién nén | Hop | vix | NSX 36 300115082323 0l
Tergvnan 300mg: Neomycin | ddt am 10 vién (VN-18967-15) J
sulfate 65000]1U: dao \
Nystatin oR
1000001 U: e\
67. Co s ding ky: The Searle Company Limited (Dja chi: First Floor, NIC Building dbbasi -:
Shaheed Road, P.O Box 3696, Karachi - 75330, Pakistan) ‘ "
67.1. Co sor san xuit: The Searle Company Limited (Dia chi: F-319, SITE, Karachi, Pakistan) ‘ §
155 | Ventek Smg | Montelukast (dudi | Vien nén | Hop 2 vix | NSX 24 896110082423 017
dang Montelulast | nhai 7 vién

natri) Smg

(VN-18454-14)

68. Co s diing ky: Torrent Pharmaceuticals Limited (Dia chi: Torrent House, Off Ashram Road,
Almedabad-380 009, Gujarat, India)
68.1. Co sé san xuat: Torrent Pharmaceuticals Limited (Dia chi: Indrad: 382 721, Tal.- Kadi.

District: Mehsana, India)

156 | Torgabalin | Pregabalin 7Smg | Vién Hop 3 vix NSX 24 890110082523 | 0Ol
75 nang 10 vién (VN-20106-16)
cling
137 | Venlift OD | Venlafaxine (dud¢i | Vién Hop 2 vix 7 | NSX 36 890110082623 01
75 dang Venlafaxine [ nang giai | vién; Hop 3 (VN-19748-16)
Hydrochloride) phong vix 10 vién;
75mg kéo dai Hép 10 vix
10 vién
68.2. Co s& san xuft: Torrent Pharmaceuticals Ltd (Dia chi: Indrad-382 721, Tal: Kadi, City:
Indrad. Dist: Mehsana, India)

158 | Androz-100 | Sildenafil (dudi Vién nén | Hop 3 vi NSX 24 890110082723 0l
dang sildenafil bao phim | Alu-Alu x (VN-17169-13)
citrate) 100mg 10 vién:

Hép 1 vi
Alu-
PVC/PVC
X 4 vién
159 | Telroto 80 | Telmisartan 80mg | Viénnén | Hop 3 vix | NSX 36 890110082823 0l
10 vién (VN-17608-13)







