‘B Gamove  BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

o “€UC QUAN LY DUQC Déc 1ap - Tw do - Hanh phic
S6: 794 /QDP-QLD Ha Noi, ngay 27 thangl0ndm 2023
QUYET PINH

Vé viéc ban hanh danh muc 215 thudc nwéce ngoai
dwoe cap gidy ding ky lwu hanh tai Viét Nam - Dot 116

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016,

Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh churc nang, nhiém vu, quyen han va co cdu t6 chire ciia BY Y té;

Can cit Quyét dinh sé 1969/0P- BYT ngay 26/4/2023 cua B¢ truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan 1y
Durgc thuje Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 cia Bo truong Bo Y
té quy dinh viéc dang ky lweu hanh thuée, nguyén liéu lam thuoc;

Can cit két ludn cua Hi dong tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - BS Y té;

Theo dé nghi ciia Truéng phong Pang ky thudc - Cuc Quan 1y Duoc.

QUYET DPINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 215 thudc nuéc
ngoai duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 116, bao gom:

1. Danh muyc 174 thudc nudce ngoai duoc cap gidy dang ky luu hanh hiéu
luc 05 nam - Dot 116 (tai Phu luc I kéem theo).

2. Danh muc 41 thudc nudc ngoai dugc cip gidy ding ky luu hanh hiéu
lwc 03 nam - Dot 116 (tai Phu luc Il kem theo).

Piéu 2. Co so san xuat va co s dang ky thude c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung cac hd so tai liéu da ding ky
v6i BO Y té va phai in hodc dan sé dang ky dugc BO Y té cdp 1én nhin thudc.

2. Chép hanh day du phap lut cua nuéc CHXHCN Viét Nam va cac quy
dinh ciia Bo Y té vé nhap khau thudc va Iuu hanh thudc tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qué trinh luu hanh thude ¢ nudce so tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quan Iy Dugc - Bo Y té Viét Nam.

3. Thuc hién viéc cap nhat ti€u chuan chét lugng cua thudc theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong B Y té quy
dinh vé chét luong thudc, nguyén liéu 1am thudc.

4. Cap nhat nhan thudc va to huéng din st dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng B Y té quy dinh
ghi nhén thudc, nguyén liéu 1am thudc va t& hudéng dan st dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, b6



sung gidy dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay
05/09/2022 clia B trudng Bo Y té.

5. Phéi hop vdi cac co so diu tri dé thuc hién theo ding cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn cua thude trén nguoi Viét Nam va téng hop, béo céo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bo truong B Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc ddi voi cac thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ ding
ky trong thoi gian hiéu lyc cua gidy dang ky luu hanh thude, nguyén liéu lam
thudc. Trong trudng hop khong con dép tmg du didu kién hoat dong, co s¢ dang
ky phai c¢6 trach nhiém thuc hién thay doi co so dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B0 truong B Y té trong thoi han 30
ngay ké tir ngdy co s¢ ding ky khong con du diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao B Y té vé cdp nhat tinh trang dap
tmg Thuc hanh tét san xuat cuia co sO san xuat thudc, nguyén li¢u lam thudc.
Truong hop co s& san xuét bi thu hdi gidy phép san xuét hoic khong dap tng
Thuc hanh tét san xudt thude, nguyén liéu 1am thudc ¢ nudc so tai, co s& phai
thue hién viéc bdo cao trong thoi han 15 ngay ké tlr ngay c6 thong bao cia co
quan quan ly cd tham quyén nudc sé tai theo quy dinh tai diém d khoan 1 Biéu
100 Nghi dinh sé 54/2017/ND-CP ngay 08/05/2017 cua Chinh phii quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luat Duoc.

Picéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc SO Y té cac tinh, thanh phd truc thudce trung wong, giam
dbc nha san xuit va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu lucl

DANH MUC 174 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 116

(Ban hanh kém theo quyét dinh s6: ..194...../OP-QLD, ngay 21../10./2023.cia Cuc Qudn Iy Duoc)

STT | Ténthuéc | Hoat chat chinh— | Dangbao | Quycich | Tiéu Tuoi S6 ding ky
Ham lwgng ché dong goi chuin tho
(thang)
1) (2) A3) “) () (6) @) ¢))

1. Co s& diang ky: Actavis International Ltd (Pia chi: No. 4 SQAQ Tal-gidi Off Valletta Road, Luga

LOAG6000, Malta)

1.1. Co sé san xuit: S.C. Sindan-Pharma S.R.L. (Pja chi: 11th Ion Mihalache blvd., Sector 1, Zip
Code 011171, Bucharest, Romania)

duong Bosentan
125mg

1 Carboplatin Carboplatin Dung dich | Hop 1 lo NSX 18 594114421123
Actavis 150mg/15ml dam dac de | 15ml
10mg/ml pha dich
truyén tinh
mach
2 Paclitaxel Paclitaxel 6mg/ml | Dung dich | Hop 1 Lo NSX 18 594114421223
Actavis dam dac dé¢ | 100mg/
pha Siich 16,67ml;
truyen tinh | Hop 1 Lo
mach 260mg/
43,33ml
2. Co s& dang ky: Alleviare Life Sciences Private Limited (Dia chi: S -1/5 First Floor, Uphaar
Cinema Complex Market, Green Park Extension, New Delhi, South Delhi, DL 110016, India)
2.1. Co s6 san xuit: Aurochem Laboratories (India) Pvt. Ltd. (Pja chi: Plot No.8, Palghar Taluka
Ind. Co-op. Estate Ltd. Boisar Road, Tal. Palghar, Thane 401 404 Maharashtra state, India)
3 Acarwin Adapalene 0,1% Gel Hop 1 tuyp NSX 36 890110421323
(W/w) x 15¢g
3. Co s6¢ diang ky: Ambica International Corporation (Pia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paraniaque City, Philippines)
3.1. Co sé san xuét: Milan Laboratories (India) Pvt. Ltd (Pia chi: Plot Nos. 35, 36, 63, 64, 65, 67
& 87 Jawahar Co-op Industrial Estate Ltd., Kamothe, Raigad 410209 Maharashtra State, India)
4 Maisim Simvastatin 10mg | Vién nén Hop 10 vix | NSX 24 890110421423
bao phim 10 vién
3.2. Co sé san xuit: Nobel Ilac Sanayii ve Ticaret A.S. (Dia chi: Sancaklar Mah. Eski Akcakoca
Cad.No: 299, 81100 Duzce, Turkey)
5 Abizol 15 mg | Aripiprazole 15mg | Vién nén Hop 2 vix NSX 24 868110421523
Tablet 14 vién
3.3. Co s& san xuat: Stallion Laboratories Pvt. Ltd. (Dia chi: Plot No. C1B-305, 2, 3, 4&5, G.1.D.C,
Kerala (Bavla), Dist. Ahmedabad, Gujarat State, India)
6 Nesaban-125 | Bosentan Vién nén Hop 1 vix NSX 24 890110421623
monohydrate bao phim 10 vién
129,08mg tuong
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STT | Ténthuéc | Hoat chat chinh— | Dangbao | Quycich | Tiéu Tuoi S6 ding ky
Ham lugng ché dong goi chuin tho
(thang)
(L) 2 (&) “ (6] (6 (@) ®
62 Nalordia Quetiapin (dudi Vién nén Hop 3 vix NSX 36 640110427223
25mg dang quetiapin bao phim 10 vién;
fumarat) 25mg Hop 10 vi x
10 vién

34.2. Co sé san xuat: Remedica Ltd.
Limassol, Cyprus)

(Pia chi: Aharnon Street, Limassol Industrial Estate, 3056,

63 Calcium
Lactate 300
Tablets

Calci lactat
pentahydrat 300mg

Vién nén

Hop 10 vi x
10 vién

NSX

60

529100427323

35. Co sé¢ ding ky: Cong ty TNHH Dwoc pham QDU (Bja chi: Sé nha 2-4, ngé 3, dwong Ly Bén,
phirong Ngé Quyén, thanh phé Vinh Yén, tinh Vinh Phiic, Viét Nam)

35.1. Co s& san xuit: Aprogen Pharmaceuticals, Inc. (Pja chi: 16, Dumeori-gil, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do, Korea)

64

Endrin Erdosteine 300mg | Viénnang | Hop 6 vi x NSX 36 880110427423

ciing 10 vién

35.2. Co s6 san xuit: Osel ila¢ San. Ve Tic. A.S. (Pia chi: Akbaba Mahallesi Maras Caddesi No.:52
Beykoz Istanbul, Turkey)

65

Seladrenalin | Mdi 6ng 4ml chita: | Dung dich | Hop 10 6ng | NSX 24 868110427523
Noradrenalin 4mg | tiém truyén | x 4ml
(dudi dang tinh mach
Noradrenalin
tartrat)

36. Co s¢ diang ky: Cong ty TNHH Duwoc pham Quang Anh (Pja chi: 834, dwong Hoa Hung,
phuong 12, qudn 10, TP. Ho Chi Minh, Viét Nam)

36.1. Co sé san xuit va dong goi: Aroma ilag San. Ltd. Sti (Dia chi: Vakiflar OSB Mahallesi, Sanayi
Caddesi No:22/1 Kat: 2 Ergene/Tekirdag, Turkey)

Co s6 xuit xwong 16 va kiém nghiém: Polifarma ila¢ Sanayi ve Ticaret Anonim Sirketi (Pja chi:
Vakiflar OSB Mahallesi, Sanayi Caddesi No: 22/1 Ergene/TEKIRDAG, Turkey)

66

Tygepol 50mg | Tigecyclin 50mg Bot dong Hop 10 1o NSX 24 868110427623
lyophilized kho pha

powder for dung dich

Solution for truyén tinh

I.V. Infusion mach

37. Co sé diing ky: Cong ty TNHH Dwoc pham Tién Giang (Pia chi: 23 Puong s6 9, Khu ddn cuw
Nam Long, Phwong Tan Thudn Pong, Quan 7, TP. Hé6 Chi Minh, Viét Nam)

37.1. Co sé san xuit: Swiss Pharma Pvt. Ltd. (Dia chi: 3709, G.1.D.C., Phase- 1V, Vatva, City:
Ahmedabad-382 445, Dist. Ahmedabad, Gujarat State, India)

67

Edcox 250 Cefprozil (dudi Vién nén Hop 1vix | USP43 24 890110427723
dang Cefprozil bao phim 10 vién
monohydrat)
250mg




BOYTE
CUC QUAN LY DUQC

TRANGCHU THUTUCHANHCHINH HE THONG BAOCAD  KHIEUNAIVEVACXIN  LIEN HE

TRA CU'U GIAY PANG KY THUOC, NGUYEN LIEU LAM THUOC TAI VIET NAM

Day I dir liéu cap s dang Ky leru hinh goc theo cdc quyét dinh cap SPK luw hanh (chura bao gdm cac dit liéu 03 dwoc dinh chinh, thay d8i, bd sung, thu hoi gidy BKLH trong qua trinh Iru hanh)

TATCA ~ | Endrin C' DAT LAI

Tra ciru ndng cao v

hay 1 két qua gidy dang ky thudc, nguyén liéu lam thudc theo tir khda Endrin...

THDIIE TIN CONG TY DANG KV THONG TIN CONG TY SAN XUAT
NGAY HET : BOT |  DANG _ :

: o ; " . : Cong ty TNHH ” S0 nha 2-4, ngd 3, dwdng Ly Bon, 16, Dumeori-gil, Yanggam-
880110427423 ) Erdosteine 27/10/2023 Vien nang Hop 6 vi k Viet . X 4 . i APROGEN _ )
1 27/10/2028  Endrin 794/Qb-QLD 116 ) 3 NSX 36 Durgc pham phwrong Ngd Quyén, thanh pho Korea myeon, Hwaseong-si, Gyeanggi-
(SDK cii: ) 300mg (27/10/202... cUng X 10 vien Nam £ 5 4 BIOLOGICS INC.
Qou Vinh Yén, tinh Vinh Phic do
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Quy cach dong
Tén thudc Ham lwang o quyét di Nam cap Dot cap Dang bao ché goi Tiéu chuin

880110427423  Endrin Erdosteine 300mg 794/Qb-QLD 27/10/2023 Vién nang cuimg Hop6vix 10 vien  NSX 36

Théng tin thay ddi/bd sung (M3 hd so: 50295/TT91 - Ngay tiép nhan: 10/11/2023)
Vui long xem tai liéu tai tab Tai liéu cdng bd (néu cd).

Ndi dung thay doi, b sung Thing tin d3 duyét Thong tin d& nghi thay ddi, bo sung

Tén cdng ty san xuat Aprogen Pharmaceuticals, Inc. APROGEN BIOLOGICS INC.



DANH SACH CO’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUG'C NGOAI PAP NG GMP

Phu lucl

Dot 33
( Kém theo cong vinsé 10528 /QLD-CLngay 3¢ /12 /2023 ctia Cuc Qudn Iy Duoc)
(b | & SAN XUA i ’ . NGUYEN | GIAYCH. |NGAy |NCAY -
STT cc | cr TEN CO’ SO’ SAN XUAT PIA CH PHAM VI CHUNG NHAN TAC GMP NHAN CAp ll'-lli'; CO’ QUAN CAP
1 |2720| AR- [Laboratorios Casasco Av.Boyaca No * Thudc khéng vé trung (khéng chira khang sinh nhém beta lactam, chat kim t€ bao va chat cé hoat tinh hormon): Vién nén, vién nén bao phim; Vién nang cing; Thuéc bét, |PIC/S-GMP [IF-2022- National Administration
009 [S.A.LC. 229/37/41/49/63/65 thudc cdm; Thudc ban rén (Nhii twong, gel, Pastes, Pomades, kem va m&); ThuSc dang dung dich khong vo tring. 128909419- ~ <« of Drugs, Foods and
Terero No. 250/52/60 and |* Ddng gdi so' cap: Céc dang thudc khdng vo trung néu trén. APN- =] S  |Medical Devices
Bacacay No. 1843/45-  [* Déng gdi tht cap. INAMESAN | & | 2 |(ANMAT), Argentina
Autonomous City of MAT g g
Buenos Aires, Argentine
Republic
2 | 2721 AU- |Bridgewest Perth 15 Brodie Hall Drive * Thudc vo trung: Dung dich tiém (bao gom ca thudc chira chat doc té bao); dung dich tiém truyén; dung dich hit; dung dich rira vét thwong; Dang bao ché ban rin (thudc Tuong  |MI-2023-LI- Therapeutic Goods
007 |Pharma Pty Ltd (Tén dd |Technology Park, Bentley [kem, gel, m&); duong EU-[10168-1 Administration (TGA),
cong bd: Pfizer (Perth) [WA 6102, Australia * ThuBc khong vo tring: Dung dich udng; dang bao ché bén ran (thudc kem, gel, m&). GMP " o |Australia
Pty Ltd) (*Cach ghi khac: I g
Technology Park, 15 g E
Brodie Hall Drive, Bentley yO\‘ E
WA 6102, Australia) R
3 | 2722 BY- |Minskintercaps, 26/3 Inzhenernaya St., * San xuat thudc: Belarus- |221/2022/G BO Y té€ Cong Hoa Belarus
001 |Production Republican |City of Minsk, Republic of + Thudc khdng vé trung: Vién nang citng, vién nang mém. GMP MP
Unitary Venture Belarus, 220075 + Xuat xudng. ~ "
(tén viét tét: * San pham va hoat dong khac: S S
Minskintercaps U.V) + Ddng gdi so cap: vién nén, vién nén bao phim. E 3
+Ddng gadi thir cap. g E
- Kiém tra chét lwgng.
+ Visinh: khong vo trung.
+ Hoa hoc, vat ly
4 | 2723 CH- |Cilag AG Hochstrasse 201, 8200 * Thudc vé trung: Tuwong |GMP-CH- Swiss Agency for
007 Schaffhausen, Switzerland | + Thudc san xuat vo trung: thudc dong khd; dung dich thé tich nho duong EU- (1003581 Therapeutic Products
Céch viét khac: + Xust xudng 16 GMP (Swissmedic)
Hochstrasse 201, CH-8200 [* Thuéc khéng vé trung:
Schaffhausen, Switzerland |+ Vién nang ctng, vién nén, vién nén bao phim.
+ Xust xuéng 16. N N
* Ché& pham sinh hoc: sdn xuat va xuat xudng. 8 8
* Doéng goi: 3 g.
+Ddng gdi cap 1: vién nang clng, vién nén 8 S
+ Péng gdi cap 2
* Kiém tra chat luong:
+ Vi sinh (v6 trung va khong vo trung)
+ Hda ly/vat ly;
+ Sinh hoc.
5 |[2724| CH- |CSL Behring AG Wankdorfstrasse 10, 3014 |Thudc vé trung: Tuwong |GMP-CH- Swiss Agency for
009 Bern, Switzerland * Ché& phdm tir méu: San pham sinh hoc dan xuat tr Plasma (dung dich albumin ngudi, thudc tiém immune globulin): thudc tiém thé tich Idn; thudc tiém thé tich nhd duong EU- (1003829 g 1y [Therapeutic Products
* Xudt xudng 16. GMP g 8 (Swissmedic)
* Kiém tra chét lugng. 3 3
(Khong bao gbm déng géi cdp 2). 3 Q
6 | 2725| CH- |UCB Farchim SA Z.l. de Planchy, Chemin de |* ThuSc khéng v6 truing: vién nén, vién nén bao phim. Tuong |GMP-CH- Swiss Agency for
014 Croix-Blanche 10, Bulle, |* Xut xudng: Thudc khéng vé trung; duong EU- (1003801 Therapeutic Products
1630, Switzerland * Péng goi so cap: vién nén, vién nén bao phim. GMP ~ n (Swissmedic)
(cach ghi khac: Chemin de [* Kiém tra chat lwgng: 8 8
Croix Blanche 10, Z.I. de + Vi sinh: Khong vo tring. : E
Planchy, CH-1630 Bulle, + Hda hoc/Vat ly. g E
Switzerland) + Sinh hoc.

Danh sach co s& dap (rng GMP
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(b | - ’ . NGUYEN | GIAYCH. |NcAy |NE2Y -
STT cc | er TEN CO' SO’ SAN XUAT DIA CHI PHAM VI CHUNG NHAN TACGMP| NHAN CAp l:li’; CO' QUAN CAP
52 | 2771| IT- |AlfasigmaS.P.A Via Enrico Fermi 1-65020 |* Thudc vé trung (bao gdm ca hormon hoéc chat cé hoat tinh hormon): EU-GMP |IT/193/H/20 Italian Medicines
062 Alanno (PE), Italia + Thudc sdn xuat v trung: thudc dong khd; dung dich thé tich nhé. 22 Agency (AIFA)
+ Thudc tiét trung cudi: dung dich thé tich nho.
+ Xudt xuéng 16.
* ThuSc khdng vé trung:
+ Vién nang crng; thudc udng dang 1dng; thudc dung ngoai dang l6ng; thudc ban rén; thudc bdt; thudc cdm; vién nén, vién nén bao phim. ~ -
+ Xust xudng 16. =} S
* Thuéc sinh hoc: : 2
+53an phdm mién dich (hdn dich dwoc sdn xuat vo tring). g E
+5an pham cé ngudn gdc tir ngwdi hodc dong vat: Vién nang mém, dung dich thé tich nho (san xuat vo trung, tiét trung cudi).
+ Xuat xudng 16.
* Pong goi so cap: Vién nang clrng; Vién nang mém; thudc udng dang long; thudc diing ngoai dang 10ng; thudc ban ran; thuéc bot; thudc cdm; vién nén, vién nén bao phim.
* Pong goi thir cap.
* Kiém tra chat lugng: Vi sinh (vd trung; khdng v trung); Héa hoc/Vat ly; Sinh hoc.
53 |2772| IT- |Bioindustria Laboratorio |Via De Ambrosiis 2/6- * Thudc vé trung: EU-GMP |IT/75/H/202 Italian Medicines
064 |ltaliano Medicinali S.P.A |15067 Novi Ligure (AL), + Thu6c sdn xuat vd trung: Thudc dong khod (chira chat chiét xudt/ dan xuét tir mo/ té bao dong vat), thudc 1dng thé tich nhd 3 Agency (AIFA)
Italia + Thudc tiét trung cudi: Thudc 16ng thé tich 1én, thudc 16ng thé tich nho. ] Q
* ThuSc khdng vé trung: Vién nang cing, vién nén. 8 r?
* Thudc sinh hoc: San pham chiét xuat tir dong vat. 3 8‘
* Péng gdbi so cap: Vién nang clirng, vién nén. 3 S
* Pong géi thir cap.
* Kiém tra chat lugng: vi sinh vat (v6 trung/khdng vo trung), héa hoc/vat ly, sinh hoc
54 | 2773 | JP- |Shin-Etsu Chemical Co., |28-1 Nishifukushima, San xuat cac nguyén lidu (td dugc) dé lam thudc: Japan- |GAB0200034 GMP Auditing Board for
058 |Ltd. Naoetsu Plant Kubiki-ku, Joetsu-shi, + Metolose (Methylcellulose, Hypromellose) GMP ] o«  [Pharmaceutical,
Niigata, 942-8601, Japan |+ Pharmacoat (Hypromellose) 8 Sl Excipients; Japan
+ HPMCP (Hypromellose Phthalate) S $
+ Shin-Etsu AQOAT (Hypromellose Acetate Succinate) S a
+ L-HPC (Low-Substituted Hydroxypropy! Cellulose)
55 | 2774 | KR- |Aprogen Biologics Inc. |16 Dumeori-gil, Yanggam- |* Thudc ung dang rén: Vién nén (vién nén bao phim, vién nén khong bao, vién nén bao duding, vién nén nhai, vién nén dit am dao, vién nén tan trong miéng, vién nén gidi [PIC/S-GMP [2023-D1- " " Gyeongin Regional
009 [(tén cili: Aprogen myeon, Hwaseong-si phdéng cham, vién nén bao tan trong rudt); Vién nang cirng; 0304 S S |Office of Food and Drug
Pharmaceuticals. Inc) Gyeonggi-do, Republic of |* Thudc m&: thudc m&, kem g g Safety, Korea
Korea 8‘ ﬁl
56 |2775| KR- |GC Biopharma Corp. 40 Sandan-gil, Hwasun - |* San pham sinh hoc: Thudc tiém (vac xin Cim mua). PIC/S-GMP|2022-F1- ~ < Gwangju Regional Office
020 |((Tén cii: Green Cross eup, Hwasun -gun, 0124 S S |of Food and Drug
Corporation) Jeollanam -do, Republic of g g Safety, Ministry of Food
Korea ?-j 2 and Drug Safety, Korea
57 | 2776| KR- |ll-Yang Pharm. Co., Ltd |110 Hagal-ro, Giheung-gu, [* Thudc udng dang rén: Vién nén; vién bao phim, vién bao dudng, vién nang; thudc bot; vién nhai. PIC/S-GMP [2023-D1- - n | Gyeongin Regional
074 Yongin-si, Gyeonggi-do, * ThuBc hdn dich udng, dung dich udng, sird 0282 § § Office of Food and Drug
Republic of Korea =) & |[safety, Korea
a Q
58 | 2777| KR- [Bukwang Pharm. Co., 47 Neungan-ro, Danwon- |* Thuéc khéng vé trung: PIC/S-GMP [2022-D1- ~ < Gyeongin Regional
093 |Ltd. gu, Ansan-si, Gyeonggi- + Vién nén; Vién nang; Thudc cém. 1856 =] S |Office of Food and Drug
do, Korea + Thudc udng dang 16ng; Si ro; HoN dich. : z Safety, Ministry of Food
+ Thudc dung ngoai dang |dng; Dung dich nhé mii. 5 ; and Drug Safety, Korea
+ Kem, gel, m@.
59 |2778| KR- [Handok Inc. 78, Daepungsandan-ro, * Vién nén, vién nang cing, vién nén nhai, vién nén giai phdng, dung dich bdi ngoai da, lotion, m&, kem, gel, miéng dan. PIC/S-GMP [2022-G1- ~ " Deajeon Regional Office
104 Daeso-myeon, Eumseong- |* Kiém tra chat lwgng: Hda ly/Vat ly/Vi sinh (v6 trung va khdng vo trung). 1930 > S |of Food and Drug
gun, Chungcheongbuk-do, : 3 Safety, Korea
Republic of Korea ; E
~N ~N
60 | 2779 KR- |CMIC CMO Korea Co., 23, Oksan-ro 230beon-gil, |* Thudc m&, thudc kem, thudc gel. PIC/S-GMP|2020-D1- ° o Gyeongin Regional
124 (Ltd. Bucheon-si, Gyeonggi-do, [* Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (khdng vé trung). 3304 g S |Office of Food and Drug
Republic of Korea g g Safety, Ministry of Food
:‘..‘ § and Drug Safety, Korea

Danh sach co s& dap (rng GMP
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic
(B6 phan mot cira) Ngay 23 thang 11 nam 2023
S6: 10810e/QLD-GT

. i i PHIEU TIEP NHAN i
HO SO KE KHAI/KE KHAI LAI GIA THUOC/THAY POI, BO SUNG THONG TIN
1. Co sé ké khai: CONG TY CO PHAN XUAT NHAP KHAU Y TE PONG DUONG
Dia chi: Tang 3, Toa nha Galaxy, 69 Phung Chi Kién, Phuong Nghia D6, Quan Cau Gidy, Ha Noi
bién thoai: 02466589998

2. Loai ké khai gia: Lan diu K& khai lai
Thude nude ngoai khi nhap khau [x]

Thudc san xuét trong nudc |:|

Thubc d& nghi thay d6i/bo sung théng tin

3. S0 vin ban ké khai/ké khai lai/thay d6i, b6 sung: 124-23/KKG-BD
4. Thong tin thudc ké khai, ké khai lai:

Tén thudc GPLHS/?}PNK Nan%ﬂﬁ;gl—lam %zzgcgtc’)lil Co s& san xuit - Nwée san xuit
Endrin 880110427423 |300mg Hop 6 vix 10 Aprogen Pharmaceuticals, Inc. -
vién Korea
5. Danh muc hd so:
Béng ké khai/ké khai lai gia thudc/Vin ban dé nghi thay doi, bd sung thong tin [x ]
Tai liéu khac (Ghi rd):
- Gia mua tai ctra khau Viét Nam (gia CIF) [x]
- Chi phi tai chinh (néu co6) [x]
- Diéu kién giao hang/ ban hang [x]
- Ty gia VCB ngay 22.11.2023 [x]
Ghi chu:

- Phiéu tiép nhan nay chi c6 gi4 tri xac nhan co s¢ da tién hanh thi tuc ké khai gi thudc theo quy dinh tai
Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 )

- Gid thuoc ké khai, k€ khai lai va thong tin thay doi, bo sung s€ dugc cong bo trén trang thong tin dién tir
cua BO Y t¢ theo quy dinh.

NGUOI NHAN HO SO

Dang Anh Tu

MA HO SO: 116366/TT57



CONG TY CO PHAN XUAT NHAP KHAU Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

PONG DUONG Doc 1ap - Tw do - Hanh phiic
S6: 124-23/KKG-PD Ha Noi, ngay 22 thang 11 nam 2023
V/v bang ké khai gia thuéc nuéc ngoai nhap khau vao
Viét Nam

BANG KE KHAI GIA THUOC NUOC NGOAI NHAP KHAU VAO VIET NAM
Kinh giri: Cuc Quan 1y Duoc - Bo Y té

A y \ o £ LK . el s A Gia ban 1é
Tén thuoc, dang bao £ Nuwdc san So giay Don vi |~.. £ Gia ban budn
STT | ché, quy cach dong goi | HoAtchat IND/HL 0 2™ | pKLH/GPNK | tinh  |C18 NK thue t€ (CIF) g 6, vap)| 9¥ 2‘1{;‘; (c‘;l)\m)
| |Endrin, Vién nang cimg, \Erdosteine | 30 10 | Korea | 880110427423 | vién 0,15 USD 6.900
Hop 6 vi x 10 vién 300mg

Cac tai liéu khac kem theo (néu co6):

- Gia mua tai clra khau Viét Nam (gia CIF)

- Chi phi tai chinh (néu cb)

- Piéu kién giao hang/ ban hang

- Ty gia VCB ngay 22.11.2023

Déi voi thude chua c6 thude cung hoat chét, néng d9, ham luong, dang bao ché trén thi truong Viét Nam, dé nghi cung cép 'thong tin vé gia nhap khau, gia ban buon tai nudc so tai va tai
cac nudc ASEAN trong truong hop cd ban tai cac nudce nay. Truong hop khong ban tai cac nudce nay ghi rd thong tin “Thude khong ban tai cac nudec ASEAN”
Co s6 cam két va chiu trach nhiém trudc phap luat vé tinh chinh x4c cua cac thong tin dé ké khai.

Ghi chu:

- Ty gia ngoai t¢: 24340 df)ng/lUSD ngay 22/11/2023

- Gia nhap khau tinh theo ngoal t¢ va ghi 10 ty gia ap dung

- Gia ban budn du kién va gia ban 1é du kién da bao gom thué gié trj gia ting va tinh theo VND.
- Pon vi tinh: Tinh theo quy cach déng goi nho nhat.

Pai dién co sé nhap khiu




CONG TY CO PHAN XUAT NHAP KHAU  CONG HOA XA HQI CHU NGHIA VIET NAM

Y TE PONG DUONG

Poc lap - Tw do - Hanh phic

Ha Noi, ngay 22 thang 11 ndm 2023

BANG THUYET MINH VE CO CAU GIA
(Dbi véi thude nhap khau)

Tén thudc, S6 gidy dang ky luu hanh/Gidy phép nhap khau: Endrin, 880110427423

Hoat chét, nbng do hodc ham lugng: Erdosteine 300mg, 300mg

Dang bao ché, quy cach dong g01 Vién nang cung, Hop 6 vi x 10 vién
Tén co s san xuit, nudc san xuat: Aprogen Pharmaceuticals, Inc.,Korea
I. BANG TONG HOQP TINH GIA VON, GIA BAN THUOC NHAP KHAU CHO MOQT PON VI

PONG GOI NHO NHAT
STT Khoan muc chi phi Dom vi T'K,‘g‘};;e“ Ghi chi
A [San luong nhap khau vién 1
B |Gia von nhép khau
1 |Gia mua tai cira khau Viét Nam (gia CIF) vién 3.651|Ty gia: 24340
2 |Thué nhap khau vién
3 |Thué tiéu thu dic biét (néu cd) vién
4 |Céc khoan thué, phi khac (néu c6) vién 36.51[} 0,0 TN
5 |Cac khoan chi bang tién khac theo quy dinh (néu co) vién
C |Chi phi chung
6 |Chi phi tai chinh (néu co) vién 547,65|15%
7 |Chi phi ban hang vién 657,18/18%
8 [Chi phi quan Iy vién 657,18[18%
D |Tong chi phi 5.549,52
b |Gia thanh toan by 01 (mdt) don vi dong gbdi nho nhat vién 5.549,52
E |Loi nhuén dy kién vién 1.021,91{18.41%
G |Thué gi4 tri gia ting, thué khac (néu c6) theo quy dinh vién 328,57|Thué VAT: 5%
H |Gia ban du kién vién 6.900

II. GIAI TRINH CHI TIET CAC KHOAN MUC CHI PHI CHO MQT PON VI PONG GOI NHO

NHAT (kém theo céc tai liéu lién quan daé chlmg minh)

. Gid mua tai clra khau Viét Nam (gia CIF)

. Thue nhap khiu

. Thué tiéu thu dac biét (néu co)

. Céc khoan thué , phi khac (néu co)

. Cac khoan chi bang tién khac theo quy dinh (néu co)
. Chi phi tai chinh (néu co)

. Chi phi ban hang

. Chi phi quan ly

. Gia thanh toan b 01 (mdt) don vi san pham

10. Loi nhuén du kién ) )

11. Thué gia tri gia tang, thue khac (n€u c6) theo quy dinh
12. Gid ban dy kién

13. Piéu kién giao hang/ ban hang

O 0NNk W~




II1. BANG SO SANH MUC GIA PE NGHI VOI MUC GIA THUOC TUONG TU O THI TRUONG
TRONG NUOC VA THI TRUONG MQT SO NUGC TRONG KHU VU'C

STT| Tén Hoat Nong dé/ |Dang bao| Quoc | Pon vi |Gia ban | Don vi tién | Gia ban(VND)
thuoc | chat ham che gia tinh |NT té
lwgng
1 |Mucorel |[Erdostein[300mg  [Vién nang|Viét vién |0 USD 6.900
cung Nam

Pai dién co sé nhap khau




BOYTE

CUC QU ANLYD ugc TRANGCHU THUTUC HANHCHINH HETHONG BAO CAO KHIEU NAIVEVACXIN  LIEN HE

TRA CU'U GIA THUOC

TATCA ~ Endrin

Tra ciru nang cao v

SudN oy | GIABANLE DU KIEN
. _ = (THEO DE XUAT CUA
TEN HC ND/HL S0 GPLH/GPNK {E::] DOANH NGHIEP)
(VAT) (VND) (VAT)

: _ Viénnang  Hop 6 vi x ” _ CONG TY CO PHAN XUAT NHAP
23/11/2023 Endrin Erdosteine 300mg 300mg 880110427423 ] B vien 6,900 Pharmaceuticals,  Korea 5 F: _
cung 10 vien Inc KHAUY TE DONG DLFO'NG

Aprogen

KK nhép khau



Box of 6 blisters x 10 capsules

Erdosteine 300 mg

R Prescription drug

Manufactured by:
APROGEN PHARMACEUTICALS, INC.

16 Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do,
Republic of Korea.

Bw go¢ aule)sopig

Composition: Each hard capsule conlains. Shelf-life:

|

| ErdoSteiNe .....oooevveeveeereeeeeoeeeoeeren 300 mg

| Indication, Dosage & Mode of administration,
| Contraindication, and other information:

36 months from the manufacturing date.
Specifications: In-house.

SBK/ Visa No. :

- Pantone Rhodamine Red C

Erdosteine 300 mg

Refer to the package leaflet enclosed.
Storage conditions:

Store in a tight conlainer, protecled from light,
below 30°C.

LEX/ Batch No.:
NSX/ Mfg. Date:
HSD/ Exp. Date:

KEEP QUT OF REACH OF CHILDREN
READ THE PACKAGE LEAFLET CAREFULLY BEFORE USE

Hop 6 vi x 10 vién nang cltng

Erdosteine 300 mg

B Thuée ké don

San xuét béi:

APROGEN PHARMACEUTICALS, INC.
16 Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do,
Han Quéc.

Thanh phén: Méi vién nang clrng c6 chira:
Erdostein .........occcovvvviiieiienie. 300 Mg
Chi dinh, Liéu ding & Céch diing,

Chong chi dinh va cac thong tin khac:
Xem trong t& huéng dén siv dung thude

kem theo.

biéu kién bao quan:

Bao quan trong bao bi kin, trdnh &nh sang,
nhiét 46 dwei 30°C.

. BE XA TAM TAY TRE EM .
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Han dung:

36 thang ké tlr ngay san xuét.
Tiéu chudn chét lweng: TCCS.
Xuét xir: Han Quéc

DNNK:
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R Thube nay chi dung theo don thube

ENDRIN

Erdostein 300 mg
Khuyén céo:
Doc ki huomg dan sir dung trude khi dimg.
Dé xa tam tay tré em.
Thong bdo ngay cho bdc si hodgc dwoc sT nhing tic dung khéng mong muon gdp phai
khi sir dung thude. Néu can thém théng tin xin hoi y kién bdc sT hodc duoc si
1. Thanh phin cOng thire thube: M3i vién nang cung chua:
Thanh phan dwgc chdt: Erdostein................ 300 mg
Thanh phan té dwge: microcrystalline cellulose, sodium starch glycolate, povidone, magnesium
stearate va vo nang cing.
2. Dang bao ché: Vién nang cimg ndp mau xanh I4 cay, than nang mau vang nhat.
3.  Chidinh:
Thude duoc chi dinh dé diéu tri triéu ching cho cac trudmg hop dot cép cia viém phé quan man
tinh & nguoi 1on.
4. Cach dung, liéu ding
Nguoi 16n trén 18 tudi: 300 mg/ldn x 2 lan/ngay. Thoi gian st dung tdi da trong vong 10 ngay.
C6 thé udng cing hodc khong ciing véi bira an.
5. Chbng chi dinh
Quéd man véi bat ¢t thanh phan nao caa thude.
Vi khéng c6 dit liéu sir dung thude trén bénh nhan suy gan ndng hodc suy giam chirc nang than
(d6 thanh thai creatinin < 25 ml/phat), khong khuyén cao sir dung thudc trén nhém bénh nhén
nay.
Bénh nhan c6 loét duong tiéu héa dang hoat dong hoc tién trién.
6. Canh bdo va than trong khi ding thube
Chua c6 nghién cliu trén bénh nhan suy gan nhe. Tuy nhién khong nén str dung qua 300 mg/ngay
o bénh nhan suy gan nang.
Than trong v&i cac bénh nhan rdi loan gan hodc than hodc khi sir dung cho phu nit mang thai,
phu nii cho con bu.
Ngtng st dung thude khi thay xuat hién bét cir ddu hiéu hoic triéu chimg duoc cho 1a tac dung
khong mong mudn cta thudc.
7. Sirdung thude cho phu nir ¢6 thai va cho con bi:
St dung thuée cho phu nit ¢é thai:
Khéng c6 kinh nghiém vé viée sir dung erdostein & phu nit ¢6 thai.




Sie dung thuoc cho phu nit cho con bii:
Kinh nghiém st dung thude & phu nit cho con bt ¢on thiéu. Do do, viée sir dung erdostein ¢ phu
nir ¢6 thai hodc cho con bu khéng duge khuyén céo.
8. Anh huéng ciia thude 1&n kha ning lii xe, vn hanh may méc
Thude c6 thé gay chong miit, nhire diu, do d6 cén than trong khi str dung cho ngudi lai xe hodc van
hanh may moc.
9. Tuwong tic, twong ky ciia thude
Khong thay co tuong tac khi sir dung erdostein cing véi cac thude chdng nhiém khuén duong hé
hap va diéu trj tic nghén phé quan man tinh nhu theophyllin, céc thude cé tac dung lam gidn phé
quan (corticoid), erythromycin, amoxicillin hodc co-trimoxazol.
Khéng nén sur dung erdostein dﬁng thoi vai cac thude lam giam ho, vi c¢6 thé lam tang tich tu ciia
cac chat bai tiét 1ong trong phé quan ciing véi su gia tdng nguy co bdi nhiém va co thit phé quan.
10. Téc dung khéng mong mudn cia thude
Sir dung erdostein c6 thé gay céc tac dung khong mong mudn trén dudng tiéu hoa nhu ndng rat
da day, budn ndn, ddi khi tiéu chay.
Trong mgt vai truong hop, xuat hién tinh trang kho miéng, bién doi va rdi loan vi giac.
Str dung erdostein con cé thé gdy ra chong mit, nhire ddu, budn nén, mét moi.
On lanh, kho tho phu mach d1 ung (do da, ngua)
ERm Ioan he than kinh

it g@p (= 1/1000 dén <1/100) §Dau diu

R&i loan ho hap, long nguc va trun0 thit -

itg Bap (> 1/1000 dén <l/|00) ‘Cam lanh, kho tho

o loan e i S

%It gip (> 1/1000 dén <1/100) Thay di vi giac, budn nén, non, tiéu chay
IThuong gap (> I/IOO dén <l/10) Dau vung thuong vi

g Ioan e . il s Ao

:It gap (= 1/1000 dén <1/100) ‘Phu mach va phan (ng qué man & da, nhu ndi
Eme day, ban do, phu va cham

' Thong baio ngay cho bac 7 hode dige sy nh:mg phan u*ng 6 hai gdp phai khi sir a’ung thude
11. Qua liéu va cach xiv tri
Chua thay truong hop qua liéu ndo. Céc triéu ching c6 thé gip 1a budn nén, non hay ha huyét 4p
tu thé. Khi qua liéu diéu tri hd tro va triéu ching. Rira da day c¢o thé co loi, tich cuc theo ddi
thém deé xur 1y.
12. Dac tinh dwoec luc hoe
Nhém duge 1y: Chét tiéu nhay, long dom.
Ma ATC: ROSCBIS
Erdostein 1a mot dan xuat mercapto-aminoacid, tn tai dudi dang thiolacton. Erdostein dong vai

trd 12 tién thude, chuyén hoa thanh dang chuyén héa c6 hoat tinh, ¢6 tac dung tiéu nhﬁ-ytH"SuL_gé



mat ctia nhom thiol ty do trong san pham chuyén héa gitp lam phén cit cac ciu ndi disulfid bén
lrong va gilia cde phdn (0 protein va cidec mucoprotein véi nhau, do dé lam giam do nhét cua dich
nhay.
Viée erdostein (rc ché su bam dinh ctia vi khuin 1én céc té bao bidu mé da dugc chirng minh.
Nhom thiol tu do trong san pham chuyén héa cua erdostein lam mét hoat tinh cia cac chat oxy
hoa, dac biét la cac géc oxy hoéa ty do, do do6 erdostein co tac dung chéng oxy hoéa, dugc ching
minh trong ca nghién ctru in vivo va in vitro.

13. Dic tinh duwge dong hoc
Hap thu
Erdostein dugc hap thu nhanh sau khi uéng va chuyén hoéa nhanh qua chuyén hoa bude 1 thanh
chat chuyén héa c6 hoat tinh sinh hoc - N- thiodiglycolyl-homocystein (M1).
Sau khi dung 300 mg, néng dg dinh cua erdostein (Cpay) - 1,26 + 0,23 ug/ml - da dat 1,18 + 0,26
gio sau khi ding (T ax). trong khi M1 cho théy Cnax 12 3,46 pg/ml va Tiay 12 1,48 gid,
Nong dé erdostein trong huyét tuong tang theo lidu. Néng do M1 trong huyét tuong cling ting
theo liéu, nhung khéng theo ti 1& clia vidc thay déi erdostein.
Su hap thu thude khong phu thude vao bira an.
Phdn bo
Trong cac md hinh dong vat, erdostein dugc phan phdi chi yéu dén than, xuong, tiy song va
gan.
Néng do cé hoat tinh dugc ly cua ca erdostein va M1 da dugc tim thdy trong phé quan phé nang.
Thoi gian ban thai 4 lan lugt 1a 1,46 + 0,60 gio va 1,62 + 0,59 gi& déi voi erdostein va
M. Trong nudc tiéu, chi c6 M1 va sulfat duoc tim thdy, thai trir qua phan 1a khong dang ké.
Khéng c6 sur tich Illy hodc thay ddi trong qué trinh chuyén héa erdostein va M1 da dugc quan sat
thay sau khi udng 600 dén 900 mg mdi ngay trong 8 ngay.
Anh hwong cia tuéi

Tubi khong thay dbi duoge dong hoc cua erdostein.

Lién két véi protein huyét twong

Lién két cia erdostein véi protein huyét tuong 1a 64,5% (khoang: 50-86%).
14.  Quy cach dong géi: Hop 6 vi x 10 vién nang cling

15. Diéu kién bio quéan: Bao quan trong bao bi kin, noi kho rao, thoang mat, tranh anh siang, &
nhiét do dudi 30°C
16. Han dung: 36 thang ké tir ngay san xudt
17. Tiéu chuén chét lwgng cia thude: TCCS
18. Tén, dia chi ciia co sé san xuit thube:
APROGEN PHARMACEUTICALS, INC.
16, Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do, Han Québc.
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