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QUYET PINH

’Vé viéc ban hanh danh muc 390 thudc nwéc ngoai
dwoc cap, gia han giay dang ky luwu hanh tai Viét Nam - Dot 124.2

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwoc so 105/2016/QH13 ngay 06/4/2016;

Cdn cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chike ciia BS Y té;

Can cit Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua B¢ trwong B Y té quy
dinh chirc ndng, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Quan 1y Duoc thujc
Bo Y té;

Can cik Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng Bé Y té quy
dinh viéc d‘dng ky liww hanh thuée, nguyén liéu lam thudc;

Can cit két ludn cua Hoi dong tw vdn cdp gidy ding ky luu hanh thuée, nguyén
liéu lam thuoc - Bo Y té dot 124 (phién 2) tai Cong van so 1 09/HPTV-VPHP ngay
07/01/2025 ciia Vin phong Héi dong tw van cap GPKLH thudc, nguyén liéu lam
thuéc;

Theo dé nghi cia Truong phong Bdang ky thudc - Cuc Qudn Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 390 thudc nudc ngoai
dugc cép, gia han gidy diang ky luu hanh tai Viét Nam - Dot 124.2, cu thé:

1. Danh myc 14 thudc nudc ngoai duoc cp gidy dang ky luu hanh hiéu luc 05
nam - Dot 124.2 (tai Phu luc I kem theo).

2. Danh myc 03 thubc nudc ngoai duoc cp gidy dang ky lwu hanh hiéu luc 03
nam - Dot 124.2 (tai Phu luc Il kem theo).

3. Danh muc 323 thudc nude ngoai dugc gia han gidy dang ky lvu hanh hiéu
luc 05 nam — Dot 124.2 (Phu luc 111 kem theo).

4. Danh muc 47 thudc nudc ngoai dugc gia han gidy ding ky lwu hanh hiéu luc
03 nam — Dot 124.2 (Phu luc 1V kem theo).

5. Danh muc 03 thudc nude ngoai duge gia han gidy ding ky luu hanh hiéu lyc
dén hét ngay 31/12/2025 — Dot 124.2 (Phu luc V kem theo).

Piéu 2. Co s0 san xuat va co so dang ky thude o trach nhiém:

1. San xuét, cung cap thudc vao Viét Nam theo ding cac hd so, tai liéu da dang
ky v6iBo'Y té va phai in hoac dan sb dang ky dugc BO Y té cr?ip 1én nhan thude.

2. Chap hanh day di phap luat cia Viét Nam va cac quy dinh ciia Bo Y té vé
san xuét, nhap khéu thudc va luu hanh thude tai Viét Nam, néu c6 bat ci thay ddi gi
trong qua trinh luu hanh thudc & nude so tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan ly Duoc - Bo Y té Viét Nam.

3. Thuc hién vi€c cidp nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo truong Bo Y té quy dinh vé chat
lugng thudc, nguyén li€u lam thude, Thong tu s 03/2020/TT-BYT ngay 22/01/2020
clia Bo truong BO Y té stra d6i, bd sung mot sb dicu cua Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thudc, nguyén liéu lam thudc.

4. Cap nhat nhin thudc va to huéng dan st dung thude theo quy dinh tai Thong



tw 01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y té quy dinh ghi nhan thudc,
nguyen liéu 1am thudc va to huéng dan s dung thudc theo hinh thirc thay ddi, bo sung
gidy dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua B§ truong BO Y té ddi voi thude chua cap nhat ndi dung nhan thudc, tor huéng dan
sir dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo
truong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
glay dang ky luu hanh theo Quyet dinh nay c¢ thay d6i vé noi dung hanh chinh (bao
gom c4 mau nhin va to hudng dan sir dung thuoc) phai nhap khau va luu hanh véi cac
ndi dung da dugc phé duyét thay ddi trong ho so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dép Gng du diéu kién hoat dong, co s¢ dang ky phai ¢6 trach nhiém thuc
hién thay dbi co s¢ dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khong con du diéu kién hoat dong.

7. Co s& dang ky thudce phai bao cao Bo Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap Gng Thuc hanh tot san xudt cua CO 8O san Xudt thuoc nguyén liéu lam
thudc. Truong hop co s6 san xuat bi thu hoi gidy phep san xuat hodc khong dap tng
Thuc hanh t6t san xuét thudc, nguyén liéu 1am thudc & nudc s tai, co sd phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong béo cua co quan quan Iy
¢6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu 100 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 Luét Duoc.

8. Céc thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc tiép
tuc str dung s ding ky di cap trude khi gia han trong thoi han tdi da 12 thang ké tir
ngay dugc cép sé dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop vdi cac co s¢ diéu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo doi an toan, hi¢u qua, tic dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT dbi véi cac thudc trong Phuy luc II ban hanh kém theo Quyét dinh
nay.

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

Piéu 4. Giam doc SO Y té cac tinh, thanh phd truc thude trung wong, giam ddc
nha san xuét va co sé ding ky c6 thube tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc IV

DANH MUC 47 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 124.2

(Kém theo Quyét dinh sé: ...64......./OP-QLD, ngay 23./01./2023ciia Cuc Quan Iy Duwoc)

STT | Ténthuoc | Hoat chat chinh | Dang | Quycich | Tiéu | Tudi So ding ky So
— Ham lwgng bio ché | dénggoi | chuin tho gia han lan

(thang) | (So dingky | gia

da cip) han

@ (2) 3 (C)) 3 (6) ) t)) 9

1. Co s dang ky: Accord Healthcare Limited (Dia chi: Sage House, 319 Pinner Road, North
Harrow, Middlesex HA1 4HF, United Kingdom)

1.1. Co sé san xuit: Intas Pharmaceuticals Ltd. (Bja chi: Plot No. 457&458, Vill.: Matoda, Bavla
Road & Plot No. 191/218P, Vill.: Chacharwadi, Tal: Sanand, Dist.-Ahmedabad, India)

1 Calutas 50 | Bicalutamide Viénnén | Hop3 vix | USP 36 890114042025 01
50mg bao phim | 10 vién 40 (VN3-328-21)

2 Letrotas 2.5 | Letrozol 2,5mg Viénnén | Hop3 vix | USP 36 890114042125 01
bao phim | 10 vién 38 (VN3-329-21)

2. Co s¢ dang ky: APC Pharmaceuticals And Chemical Ltd. (Dia chi: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central, Hong Kong)

2.1. Co sé san xuat: Mylan Laboratories Limited (Dja chi: F-4 & F-12, MIDC, Malegaon,
Tal.Sinnar, Nashik-422113, Maharashtra state, India)

3 Atazanavir | Atazanavir Vién Hop 1 chai | NSX 24 890110042225
(as sulfate) | 300mg (dudi nang x 30 vién (VN2-560-17)
capsules dang Atazanavir | cung
300mg sulfate 341,7mg)

01

3. Co sé dang ky: Astellas Pharma Singapore Pte. Ltd. (Pia chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore)

3.1. Co sé sian xuit: Avara Pharmaceutical Technologies Inc. (Dia chi: 3300 Marshall Avenue,
Norman, OK 73072, USA)

Co sé dong goi va xuit xwong: Astellas Pharma Europe B.V. (Pia chi: Hogemaat 2, 7942 JG
Meppel, The Netherlands)

4 Betmiga 25 | Mirabegron 25mg | Viénnén | Hop 3 vix | NSX 36 001110042325
mg phong 10 vién (VN3-382-22)
thich kéo
dai

01

4. Co sé ding ky: Cong ty c6 phan dwge vat tw y té Thanh Vinh (Bja chi: Phong 212 No 20, Khu
do thi Phap Van - Tw Hiép, Phuong Hoang Liét, Quan Hoang Mai, Thanh Phé Ha Noi, Viét Nam)
4.1. Co s& san xuit: Reyoung Pharmaceutical Co., Ltd. (Dja chi: No.I Ruiyang Road, Yiyuan
County, Shandong Province, China)

5 Tarviluci Meclofenoxate Bétpha | Hop 1 Lo Cp 36 690110042425
hydrocloride tiém bap, 2015 (VN-19410-15)
500mg tiém tinh

mach

01




STT | Tén thudc | Hoat chit chinh Dang | Quy cach | Tiéu Tudbi S6 dang ky Sé
— Ham luwong bao ché | dong géi | chuan tho gia han lan
(thang) (So dang ky gia
da cap) han
@ 2 3 “ 3 (6) @) ) (&)
28 Durart 600 | Darunavir 600mg | Vién nén | Hop 1 chai | NSX 24 890110044725 01
bao phim | x 60 vién (VN3-317-21)
29 Durart 800 | Darunavir 800mg | Viénnén | Hop 1 chai | NSX 24 890110044825 01
bao phim | x 30 vién (VN3-292-20)
22. Co s& dang ky: Micro Labs Limited (Pia chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)
22.1. Co s san xuat: Micro Labs Limited (Dia chi: 92, Sipcot Industrial Complex, Hosur - 635 126,
Tamil Nadu, India)
30 Cimetidine | Cimetidine Viénnén | Hop 10vi | USP 36 890100044925 01
200mg khong x 10 vién (VN-13796-11)
bao
22.2. Co sé san xuat: Micro Labs Limited (Dia chi: Plot No. 121 - 124, KIADB, Bommasandra

Industrial Area, 4th Phase, Anekal Taluk, Bangalore — 560 099, India)
31 Binancef- Cefadroxil (dudi | Viénnén | Hop 10 vi | NSX 36 890110045025 01
250 DT dang Cefadroxil | phantan | x 10 vién (VN-21072-18)
monohydrate)
250mg
23. Co s¢ diang ky: Panacea Biotec Pharma Limited (Dia chi: B-1 Extension/A-27, Mohan Co-
operative Industrial Estate, Mathura Road NEW DELHI South Delhi DL 110044, India)
23.1. Co sé san xuit: Panacea Biotec Pharma Ltd. (Pja chi: Malpur, Baddi, Distt. Solan, H.P. -
173205, India)
32 Glizym-M | Gliclazide 80mg, | Viénnén | Hop 20 vi | NSX 48 890110045125 01
Metformin x 10 vién (VN3-343-21)
Hydrochloride
500mg
24. Co s¢ dang ky: Pharmaunity Co., Ltd. (Dia chi: 74, Sejong-daero, Jung-gu, Seoul, Republic of
Korea)
24.1. Co sé san xuat: Dongkoo Bio & Pharma Co., Ltd (Dja chi: 18, Jeyakgongdan 2-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
33 Heparos Choline Bitartrate | Vién Hop 12 vi | NSX 36 880100045225 01
Soft Cap. 250mg, L-Cystine | nang x 5 vién, (VN-15060-12)
250mg meém (Vi Alu-
Alu); Hop
12vix5
vién, (Vi
Alu-PVC)
24.2. Co so san xuit: Hankook Korus Pharm. Co., Ltd (Dja chi: 78, Daepungsandan-ro, Daeso-
myeon, Eumseong-gun, Chungcheongbuk-do, Republic of Korea)
34 Zinhepa Inj. | Cefpirome (duéi | Botpha | Hop 101lo | NSX 36 880110045325 01
dang Cefpirome | tiém (VN-22459-19)

sulfate) 1g
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MINISTRY OF TTEALTH SOCIALIST REPURLEC OF VIETNAM
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Poc lap - Tu do - Hanh phic
Independence - Freedom - Happiness

MARKETING AUTHORIZATION

Tén thubc ' Heparos

Mame of Drug:

Thanh phan chinh, ham lugng  :L-Cysteine; Choline bitartrate, 250mg; 250mg
Active Ingredients, Strength:

Qui cach dong goi, bao ché ! Hop 12 vi x 5 vién (vi Alu-Alu), Hdp 12 vi x x 5 vién (vi
Packing Size, Dosage form: Alu-PVC) Vién nang mém

Tiéu chudn chét lugng . NSX

Quality Speciftcation:

Han ding : 36 thang

Shelf- life:

Sé gidy phép luu hanh san pham (SPK):

Marketing Authorization Number: VN-15060-12
S6 quyét dinh : 92/QP-QLD Ngay cdp: 22/03/2012
Appraval Decision Number: Date of Issuance:

Hi&u lue clia gifly phép Iuu hanh san pham: cé gia tri 05 nam ké tif ngay cép
Expiration Date of this Marketing Authorization:

Tén nha san xuat : Dongkoo Pharm. Co., Ltd.

Marme of Manufacturer;

Bia chi . 901-3 Sangshin-Ri, Hyangnam-eup, Hwaseong-Si,
Address: Gyeonggi-Do, Korea

Sé dién thoai : S0 facsimile:

Tel No. Fax. fo.

Tén nha dang ky . Hana Pharm. Co., Ltd.

Mame of Marketing Authorization Holder

Bia chi : 301 Bando B/D, 946-18, Doguk-Dong, Kangnam-Ku,
Address: Seoul, Korea

56 dién thoai : S6 facsimile:

Tel No. Fax. No.

Ha N¢i, ngay 22 thang 03 nam 2012
CUC TRUGNG CUC QUAN LY DUGC

Ghi chil; (Mata) GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETHAM
g ;
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUOC Poc lap - Tu do - Hanh phuc
s6./49039 IQLD-PK |
V/v dinh chifth quyét dinh cap Ha Néi, ngay (5 thdng K ntim 2012

SDK thuéc nudc ngoai

Kinh gtri:
- S& Y t€ céc tinh, thanh pho truc thudc trung uong;
- C4c cong ty dang ky c6 thude duge dinh chinh

Cuc Quan 1y Dugc thong bdo diéu chinh mot s6 noi dung trong céc Quyét
dinh cép s6 dang ky thudc nudc ngoai nhu sau:

1. Quyét dinh s6 53/QD-QLD ngay 06/3/2008 cha Cuc trudng Cuc Quén 1y
Dugc cong bé 663 tén thudc nudc ngoai duoc phép luu hanh tai Vigt Nam, dot
58:

1.1. Thu6c Maneurone Tab., SDK: VN-5233-08, do cdng ty Boram
Pharma Co., Ltd. dang ky, do sai s6t ciia cong ty trong Viéc chuén bi t& thong tin
san phdm nén trong Quyét dinh ghi hoat chdt va ham luong 1a “Magnesium
Lactate 470mg; Pyridoxine HCI 5Smg”; nay dinh chinh hoat chat va ham lugng la
“Magnesium lactate dihydrate 470mg; Pyridoxine hydrochloride S5mg”.

1.2. Thudc Hemapo 10.000 UL, SPK: VN-5717-08, do cong ty PT Kalbe
Farma Tbk ding k¥, trong Quyét dinh ghi tén thu6c 12 Hemapo 10.000 UI, ham
lugng 10000 UT; nay dinh chinh tén thudc 12 Hemapo, ham lwgng 10000 IU.

1.3. Thu6c Hemapo 2000 UI, SDK: VN-5718-08, do cong ty PT Kalbe
Farma Tbk ding ky, trong Quyét dinh ghi tén thuéc 1a2 Hemapo 2000 UI, ham
lugng 2000 UL; nay dinh chinh tén thudc 1a Hemapo, ham lugng 2000 IU.

1.4. Thuéc Hemapo 3000 UI, SDK: VN-5719-08, do cong ty PT Kalbe
Farma Tbk ding k¥, trong Quyét dinh ghi tén thuéc 12 Hemapo 3000 U, ham
lugng 3000 UL nay dinh chinh tén thudc la Hemapo, ham lugng 3000 IU.

2. Quyét dinh s6 176/QD-QLD ngay 18/8/2008 ctia Cuc trudng Cuc Quan 1y
Dugc cong bo 495 thube nudc ngoai dugc phép luu hanh tai Viét Nam, dot 60:

2.1. Thu6c Bupivacaine for Spinal Anaesthesia Aguettant 5mg/ml, SDK:
VN-6705-08 do Laboratoire Aguettant S.A.S dang ky, trong Quyeét dinh ghi tén
nha sin xudt 1a “Laboratoire Aguettant S.A.S”; nay dinh chinh tén nha san xuat
1 “Laboratoire Aguettant”.

3. Quyét dinh s6 257/QD-QLD ngay 23/10/2008 cha Cuc trudng Cuc Quén ly
Dugc cong bd 546 thudc nudc ngoai duge phép luu hanh tai Viét Nam, dot 61:

3.1. Thudc Spiriva, SDK: VN-6939-08, do cong ty Boehringer Ingelheim
International GmbH dang k¥, trong Quyét dinh ghi dang bao ché la “vién nang
khi dung”; nay dinh chinh dang bao ché 14 “vién nang chifa bot dé hit”.

32. Thudc Pitava 1, SDK: VN-7097-08, do cong ty Cadila Healthcare Ltd
dang k¥, trong Quyét dinh ghi quy céch dong g6i 1a “Hop 1 vi x 10 vién nén bao
phim”; nay dinh chinh quy cdch déng géi 1a “Hop 10 vi x 10 vién nén bao
phim”.



trong viéc chudn bi t& thong tin sén phdm nén trong Quyét dinh ghi tiéu chudn
thanh phim ctia thu6c 12 “EP”; nay dinh chinh tiéu chudn Ia “Nha sin xudt”.

16.2. Thu6c Genchol, SDK: VN-15003-12 va thudc Genzosin, SDK: VN-
15005-12, do cong ty TNHH Dugc phdm Matsushima dang ky, do sai sét ciia
cong ty trong viéc chudn bi t& thong tin sén phim nén trong Quyét dinh ghi dja
chi nha san xuét 1a “No. 1, First Industrial Rd., Hsinchu Expanded Industrial
Park, 303, Taiwan-ROC”; nay dinh chinh dia chi nha san xuit 12 “No. 1, First
Industrial Rd., Hsinchu Expanded Industrial Park, Hsinchu, Taiwan 303,
R.O.C".

16.3. Thuéc Genepaxel Crem Less, SDK: VN-15004-12, do céng ty
TNHH Duogc phdm Matsushima dang kY, do sai sét ctia cong ty trong viéc chudn
bi t& thong tin sén pham nén trong Quyét dinh ghi: (1) tén thudc 12 “Genepaxel
Crem Less”, (2) dia chi nha san xuat 12 “No. 1, First Industrial Rd., Hsinchu
Expanded Industrial Park, 303, Taiwan-ROC”; nay dinh chinh: (1) tén thudc 1a
“Genepaxel Crem Less Inj.”, (2) dia chi nha san xudt 12 “No. 1, First Industrial
Rd., Hsinchu Expanded Industrial Park, Hsinchu, Taiwan 303, R.O.C".

16.4. Thudc Sulbaci 0,75g, SPK: VN-15154-12, do cong ty Unichem
Laboratories limited dang ky, trong Quyét dinh ghi hoat chdt 1a Anhydrous
Sulbact, nay dinh chinh hoat chat 1a Anhydrous Sulbactam.

16.5. Thu6c Heparos, SDK: VN-15060-12, do cong ty Hana Pharm. Co.,
Ltd. dang ky, trong Quyét dinh ghi thanh phan hoat chat 1a “L-Cysteine; Choline
bitartrate”; nay dinh chinh thanh phdn hoat chat 13 “L-Cystine; Choline
bitartrate”.

17. Quyét dinh s6 164/QLD-DK ngay 22/06/2012 clia Cuc truéng Cuc Quan ly
dugc vé viéc ban hanh danh muc 517 thudc nude ngoai duoc cip s6 dang ky luu
hanh tai Viét Nam, dot 78:

17.1. ThuGe Prime Apesone, SDK: VN-15488-12, do cong ty Korea Prime
Pharm. Co., Ltd. dang kY, do sai s6t clia cong ty trong viéc chuan bi te théng tin
san phdm nén trong Quyét dinh ghi tén thudc 1a “Prime Apesone” va dang bao
ché€ la “Vién nén bao dudng”; nay dinh chinh tén thusc 1a “Prime-Apesone” va
dang bao ché la “Vién nén bao phim”.

17.2. Thu6c Seromin, SPK: VN-15489-12, do cong ty Korea Prime
Pharm. Co., Ltd. dang ky, do sai st ctia cong ty trong viéc chudn bi t& thong tin
sin phidm nén trong Quyét dinh ghi tén hoat chat 1a “Selenium in dried yeast,
Beta-Carotene hén dich, Acid ascorbic, DL-Alpha-Tocopherol acetate” va quy
cach dong géi 1a “Hop 5 vi x 10 vién™; nay dinh chinh tén hoat chét 14 “Selenium
in dried yeast, Vitamin A, Acid ascorbic, Tocopherol acetate” va quy cach déng
g6i 1a “Hop 20 vi x 5 vién nang mém”.

17.3. C4c thudc Beesencef, SDK: VN-15494-12 va Benetil-F, SDK: VN-
15495-12, do cong ty Kukje Pharma Inc. dang ky, do sai sét clia cong ty trong
viéc chudn bi t& thong tin san phdm nén trong Quyét dinh ghi tén cong ty ding
ky 1a “Kukje Pharma Inc.”; nay dinh chinh tén cong ty diang ky la “Kukje
Pharma Ind. Co., Ltd.”.

17.4. Thuéc Magnervin, SDK: VN-15487-12, do cong ty Korea Prime
Pharm. Co., Ltd. dang ky, do sai s6t clia cong ty trong viéc chudn bi t& thong tin
sdn phim nén trong Quyét dinh ghi tén thuéc 1a “Magnervin”, hoat chit va ham
lugng 12 “Magnesium lactate 470mg, Pyridoxine hydrochloride Smg™; nay dinh
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20.22. Thu6c Levepsy-500, SDK: VN-15924-12, do cong ty Hetero Drugs
Ltd dang ky, trong Quyét dinh ghi ham lugng hoat chit 14 Levetiracetam 250mg;
nay dinh chinh ham lugng hoat chét l1a Levetiracetam 500mg.

21. Quyét dinh s6 244/QLD-DK ngay 10/10/2012 cta Cuc truéng Cuc Quéan ¥
Duogc vé viéc ban hanh danh muc 27 thuéc nuéc ngoai (thudc diéu tri ung thu -
s6 dang ky c6 hiéu luc 01 nam) dugc cip s6 dang k¥ luu hanh tai Viét Nam, dot
79:

21.1. Thuéc Gemnil 1000mg/lo, SPK: VNI1-718-12 va thudc Gemnil
200mg/lo, SDK: VN1-719-12, do céng ty ¢ phan duoc phdm Minh Ky dang ky,
trong Quyét dinh ghi tén va dia chi nha san xudt 12 “Vianex S.A, dia chi: 16km.
Marathonos Ave., 153 51 Pallini Attiki - Greece”; nay dinh chinh tén va dia chi
nha san xudt 12 “Vianex S.A — Plant C’, dia chi: 16™ km Marathonos Ave.,
Pallini Attiki, 15351, Hy Lap”.

21.2. Thude Tarceva, SDK: VN1-725-12 do F. Hoffmann-La Roche Ltd.
ding ky, trong Quyét dinh ghi han ding 1a “36 thang™; nay dinh chinh han ding
14 *“48 thang™.

21.3. Thuéc Sungemtaz 1g, SDK: VNI1-736-12, do cong ty Sun
Pharmaceutical Industries Ltd dang ky, trong Quyét dinh ghi tiéu chuan 1a USP,
nay dinh chinh tiéu chudn 14 nha san xuit.

21.4. Thuéc Sungemtaz 200mg, SPK: VNI1-737-12, do cong ty Sun
Pharmaceutical Industries Ltd dang k¥, trong Quyét dinh ghi tiéu chuén 1a USP,
nay dinh chinh tiéu chuén 14 nha san xuit.

22. Quyét dinh s6 245/QLD-PK ngay 10/10/2012 ctia Cuc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 19 thudc nudc ngoai (thudc cé hoat chét, phéi
hgp hoat chat, dang bao ché lin ddu dang ky tai Viét Nam - s& diang ky c6 hiéu
luc 01 nam) dugc cap s dang ky luu hanh tai Viét Nam, dot 79:

22.1. Thuéc Meiact 400mg, SDK: VN1-755-12, do cong ty Meiji Seika
Kaisha Ltd dang ky, trong Quyét dinh ghi cong ty diang ky 1a Meiji Seika Kaisha
Ltd, quy cdch déng géi 1a hop 2 vi x 10 vién; nay dinh chinh cong ty dang ky 1a
Meiji Seika Pharma Co,, Ltd, quy cich déng géi 1a hop 2 vi x 5 vién.

22.2. Thudc Meiact 200mg, SDK: VN1-754-12, do cong ty Meiji Seika
Kaisha Ltd dang ky, trong Quyét dinh ghi cong ty dang ky 1a Meiji Seika Kaisha
Ltd; nay dinh chinh cong ty dang ky 1a Meiji Seika Pharma Co., Ltd.

Cuc Quén 1y Dugc thong bao dé cdc don vi biét./.

Noi nhan:

- Nhu trén;

- Cuc Quan y - B4 Qudc phong, Cuc Y (€ - Bo Cong an;

- Cuc Y t€ Giao thong van tai - B6 Giao thong van tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Bao hiém Xa hoi Viét Nam;

- Vu Phép ché, Cuc Quan Iy Y, Duoc ¢6 truyén, Cuc Quan 1y
Khdm, chita bénh - B6 Y (&, Thanh tra Bo Y t&;

- Vién KN thudc TW, Vién KN thudc TP. HOM: s
- Téng Cong ty Dugc VN; , Truong Quéc Cudng
- Cdc Bénh vién & Vién cé giudng bénh truc thude Bo Y (&,

- Website Cuc QLD, Tap chi Duge & MP, P. QLKD Duoc;

- Luu: VP, DK(10).




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doe lap - Tu do - Hanh phic

s6 13443 1 QLD-PK Ha N6i, ngay |2 thang § nam 2019
V/v thay doi tén va céach ghi dia chi
nha san xuat

Kinh gtri: Pharmaunity Co., Ltd.
Dia chi: 74, Sejong-daero, Jung-gu, Seoul, Korea

Tiép theo cong van s6 5862/QLD-PK ngay 04/04/2018 cua Cuc Quan ly
Dugc, xét don dé ‘nghi ndp ngay 15.5.2018 va cac tai licu bé sung c6 lién quan
cua cong ty (so tiép nhén 262/BSTDNN) vé viéc thay ddi tén va cach ghi dia chi
nha san xuat doi véi thuoc nudce ngoai da duge cap so dang ky luu hanh,

Can cir Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia B Y té Quy
dinh viéc dang ky luu hanh thude, nguyén liéu lam thubc; Théng tu s6
01/2018/TT-BYT ngay 18/01/2018 ctia B Y té quy dinh ghi nhin thude, nguyén
liéu lam thude va to hudng dan sir dung;

Cin ctr bién ban tham dinh ho so thay doi/ bo sung, Cuc Quan ly Duge ¢6
y kién nhu sau:

Dong y dé cong ty dugc thay do6i tén va cach g ghi dia chi nha san xuét (dia
diém san xuét khong thay doi) déi v6i thude Heparos, so dang ky: VN-15060-12,
cu thé:

- Tén va dia chi nha san xuat di dugc duyét: Dongkoo Pharm. Co., Ltd. Dia
chi: 901-3 Sangsin-ri, Hyangnam-eup, H Twaseong-si, Gyeonggi- -do, Korea.

- Tén va dia chi nha san xuét thay déi: Dongkoo Bio& Pharma. Co., Ltd. Dia
chi: 18, J eyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do,
Republic of Korea.

Ngoai ndi dung duogc thay doi trén, tat ca cac nodi dung khac giit nguyén
nhu hd so ding ky thube luu tai Cuc Quan ly Dugc.

Cong ty dang ky, nha san xuét phai chiu trach nhiém vé chét luong d6i vai
thudc luu hanh trén thi truong, ndi dung ghi trén nhan thude, quy dinh vé sé hitu
tri tué lién quan dén nhin hiéu hang hoa cua thude va cé trach nhiém thong bao
su thay d6i nay dén cac co quan lién quan va khach hang.

Sau 06 thang ke tir ngay ky cong véan nay, cong ty khong dugc nhap khéu
thude trén véi tén va dia chi nha san xuét cii cta thude.

Cuyc Quan ly Dugce thong bao dé cong ty biét va thuc hién dung cac quy
dinh ctia Viét Nam vé luu hanh thude./.

KT.CUC TRUONG

Noi nhin: ucC TRUONG
- Nhu trén; ) ) —— 7N
- CT. Vii Tuan Cuong (de b/c);,

- Luu: VT, BKT (AH).
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¥ e CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic
S6: 62 /QP-QLD Ha Ngi, ngay 08 thang 02 ndm 2023
QUYET PINH

vé vi€c cong bo Danh muc thudc, nguyén li€u lam thudc c6 glay dang ky luu
hanh dwoc tiép tuc sir dung theo quy dinh tai khoan 1 Piéu 3 Nghi quyét s6
80/2023/QH15 ngay 09/01/2023 ciia Quéc hoi (Pot 1)

CUC TRUONG CUC QUAN LY DUQC

Can cu Nghi quyet 6 80/2023/QH15 ngay 09/01/2023 ciia Qudc hdi vé viéc
tlep tuc thuc hién mot so chinh sach trong phong, chong dich COVID-19 va su dung

gidy dang ky luu hanh thude, nguyén liéu lam thuoc hét thoi han hiéu luc tir ngdy
01/01/2023 deén ngay 31/12/2024;

Can cit Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chitc ndng, nhiém vu, quyén han va co cdu t6 chirc ciia B Y té;

Cdan cir Quyét dinh so 7868/0P- -BYT ngay 28/12/2018 cua B¢ truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chire cia Cuc Quan Iy
Duegc thuje Bo Y té;

~ Can cik Cong van s6 429/BYT-QLD ngdy 01/02/2023 cia B¢ Y té vé viéc
trién khai thuc hién Piéu 3 Nghi quyét so 80/2023/QH15;

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Quan 1y Duorc.
QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc, nguyén liéu 1am
thudc c6 gidy dang ky luu hanh duogc tiép tuc sir dung tir ngay hét hiéu luc dén hét
ngay 31/12/2024 theo quy dinh tai khoan 1 Piéu 3 Nghi quyét s6 80/2023/QH15
ngay 09/01/2023 ctia Qudc hoi (Dot 1), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu 1am thudc san xuit trong nudc dugc cong bd
tai Phu luc I kém theo Quyét dinh nay.

2. Danh muc thudc, nguyén liéu lam thude san xuét tai nudc ngoai dugc cong
b6 tai Phu luc II kem theo Quyét dinh nay.

3. Danh muc véc xin, sinh phém duoc cong b6 tai Phu luc I kém theo Quyét
dinh nay.

Piéu 2. Danh muc thudc, nguyén li¢u lam thudc duoc cong b6 tai Piéu 1 dugc
dang tai trén Cong thong tin dién tir ciia Bo Y té tai dia chi: https://moh.gov.vn/home,
Trang thong tin dién tir cua Cyc Quan ly Duoc tai dia chi: https:/dav.gov.vn va dugc
tiép tuc cap nhat, bo sung tai cac dot cong bd tiép theo.

Théng tin chi tiét ctia timg thude, nguyén lidu lam thude dugc tra ctru theo sd dang
ky cong bo trén trang thong tin dién to cua Cuc Quan ly Dugc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.




Piéu 3. Truong hop thudc, nguyén liéu lam thude da thuc hién thay doi, bd
sung trong qua trinh lru hanh hodc c¢6 dinh chinh, sira d6i thong tin lién quan dén
gidy dang ky Ivu hanh d3 dugc cip, doanh nghiép xuét trinh van ban phé duyét hodc
xac nhan cia Cuc Quan ly Dugc vdi cac co quan, don vi lién quan dé thue hién cac
thu tuc theo quy dinh phap luat.

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

Piéu 5. Giam dbc SO Y té cac tinh, thanh phd tryc thude Trung wong, Giam
doc co s& san xuat va co s¢ dang ky c¢é thudce, nguyén li€u lam thuée duge cong bo
tai Bi€u 1 chiu trach nhi€m thi hanh Quyét dinh nay./.

Noi nhdn: ~ 17> CYUCTRUONG
- Nhu biéu 5; S ~..\

- BT. Pao Hong Lan (dé ble); C .;_ ~ \Ca)\ M

- TT. D4 Xuan Tuyén (de b/c); (S Qu A D "//7&“ -
- Cuc Quany - Bo Qudc phong, Cuc Y té - B6 Cong an;| JOY

-Cuc Y t¢ GTVT - Bo Giao thong van tai; \

- Tong Cuc Hai quan - Bg Tai chinh; NS .
- Bao hiém xa hoi Viét Nam; ' Vu Tuan Cudng
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra

B9, Vin phong Bo;

- Vién KN thuée TU, Vién KN thuéc TP. HCM;

- Téng Cong ty Duge Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giuong bénh tryc thude B Y té;

- Trung tdm mua sam tap trung thudc quoc gia;

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

Website Bo Y té; Website Cuc Quéan ly Dugc;

- Luu: VT, BKT.




Phu luc 11

DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUOC NGOAI CO GIAY PANG KY LUU
HANH PUQC TIEP TUC SU DUNG TU NGAY HET HIEU LUC PEN HET NGAY 31/12/2024
THEO QUY PINH TAI KHOAN 1 PIEU 3 NGHI QUYET SO 80/2023/QH15 NGAY 09/01/2023

CUA QUOC HOQI (PQT 1)

(Ban hanh kém theo Quyét dinh ségy /OP-QLD ngays / oo/ 2023cta Cuc Qudan 1y Duwoc)

(*) Ghi chii: Cdc thuéc khdc dép ving yéu cau tai Nghi quyét 80/2023/QH15 dang dwoc tiép tuc
cdp nhdt, bo sung tai cdc dot Quyét dinh tiép theo.

STT  |S6 diing ky Tén thudc Co sé ding ky Co sé san xuit
1 VN-15725-12  [0.9% Sodium B. Braun Medical Industries B. Braun Medical Industries
Chloride Intravenous |Sdn. Bhd. Sdn. Bhd.
Infusion B.P.
2 VN-16752-13  [0.9% Sodium Chi nhanh Céng ty cb phan Euro-Med Laboratoires Phil.,
Chloride Solution for |dugc phim Trung Uong Inc
L.V. Infusion Codupha Ha Noéi
3 VN-15226-12  [10% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
4 VN-15227-12  [20% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
5 VN-14667-12  |5% Dextrose in water |Chi nhanh Cong ty ¢ phan Euro-Med Laboratoires Phil.,
solution for dugc pham Trung Uong Inc
intravenous infusion [Codupha Ha Noi
6 VN-15228-12  |5% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
7 VN-17422-13 |5-Fluorouracil Novartis (Singapore) Pte.Ltd Ebewe Pharma
"Ebewe" Ges.m.b.H.Nfg. KG
8 VN-15842-12 |AB Ausbiobone Cong ty TNHH dugc pham Probiotec Pharma Pty., Ltd.
Théng Loi
9 VN-20441-17 |Abbsin 200 Coéng ty TNHH dugc pham DO |OU Vitale-XD (noi san xuat
HA Vitale Pringi)
10 VN-20442-17  |Abbsin 600 Cong ty TNHH dugc pham DO |OU Vitale-XD (noi san xudt
HA Vitale Pringi)
11 VN-17095-13 |Abernil 50mg Medochemie Ltd. Medochemie Ltd — Central
Factory
12 VN-20696-17 |[Aceclonac Cong ty TNHH DP Béach Viét |Rafarm S.A.
13 VN-19820-16 [A-Cnotren Cong ty c6 phan BT Viét Nam |G.A Pharmaceuticals S.A.
(GAP S.A)
14 VN-18806-15 |Acular Allergan Singapore Pte. Ltd. Allergan Pharmaceuticals
Ireland
15 VN-15194-12 |Acuvail Allergan Singapore Pte. Ltd. Allergan Sales, LLC
16 VN-16608-13 |Acyclovir Cong ty TNHH Seamed Ptk. JSC "Kievmedpreparat"
17 VN-14811-12 |Acyclovir Stada Cong ty TNHH STADA VIET |Stada Arzneimittel AG
NAM
18 VN-20385-17 |Adalat LA 30mg Bayer (South East Asia) Pte., [Bayer AG

Ltd.
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STT S6 diing ky Tén thudc Co s¢ ding ky Co s6 san xuit
704 VN-16775-13 |Gramadol Capsules [Gracure Pharmaceuticals Ltd. |[Gracure Pharmaceuticals Ltd.
705 VN-15893-12 |Grandaxin Egis Pharmaceuticals Private ~ |Egis Pharmaceuticals Private
Limited Company Limited Company
706 VN-19846-16 |Granisetron-hameln |Cong ty TNHH Binh Viét Buc |Siegfried Hameln GmbH
1mg/ml injection
707 VN-16776-13 |Grazincure Gracure Pharmaceuticals Ltd.  |Gracure Pharmaceuticals Ltd.
708 VN-19580-16 |Greenkaxone Coéng ty c6 phan duogc pham Reyoung Pharmaceutical Co. ,
Green Ltd
709 VN-15585-12 |Hameron Eye drops  |Phil International Co., Ltd. Samchundang Pharm. Co., Ltd.
710 VN-12609-11 [Hanlimfumeron Eye [Phil International Co., Ltd. Hanlim Pharm. Co., Ltd.
Drops
711 VN-20209-16 |Hanvidon Phil International Co., Ltd. Hanlim Pharm. Co., Ltd.
712 VN-20397-17 [Happi 20 Cadila Healthcare Ltd. Cadila Healthcare Ltd.
713 VN-19849-16 |Harnal Ocas 0,4mg  [Astellas Pharma Singapore Pte. |Astellas Pharma Europe B.V.
Ltd
714 VN-16598-13 [HCQ Cadila Healthcare Ltd. Cadila Healthcare Ltd.
715 VN-16578-13 |Healift Skin Ointment |Atco Laboratories Ltd. Atco Laboratories Ltd.
716 VN-16876-13 [Hemopoly Solution  [Phil International Co., Ltd. Cho-A Pharm Co., Ltd.
717 VN-20490-17 |HemoQ Mom Daewoong Pharmaceutical Co., |Daewoong Pharmaceutical Co.,
Ltd. Ltd.
718 VN-19780-16 |Hemoral Tablet Aristopharma Ltd. Aristopharma Ltd.
719 VN-10881-10 |Hepadays Cong ty TNHH dugc phdm Uni Pharma
DOHA
720 VN-17364-13 |Hepa-Merz Merz Asia Pacific Pte. Ltd B.Braun Melsungen AG
721 VN-20200-16 |Heparigen 5g Inj Pharmaunity Co., Ltd Dai Han Pharm. Co., Ltd.
722 VN-15060-12 |Heparos Pharmaunity Co.Ltd Dongkoo Bio & Pharma Co.,Ltd
723 VN-16506-13 [Herbesser R100 Abbott Laboratories Mitsubishi Tanabe Pharma
(d6ng gbi va xuét (Singapore) Private Limited Factory Ltd.
xuong tai P.T.
Tanabe Indonesia, dia
chi: JI. Rumah Sakit
No.104,
Ujungberung,
Bandung 40612
Indonesia)
724 VN-16507-13 |[Herbesser R200 Abbott Laboratories Mitsubishi Tanabe Pharma

(d6ng goi va xuét
xuong tai P.T.
Tanabe Indonesia, dia
chi: JI. Rumah Sakit
No.104,
Ujungberung,
Bandung 40612
Indonesia)

(Singapore) Private Limited

Factory Ltd.
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DANH SACH TONG HQ'P CO’ SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP YNG GMP

( Cap nhat dén 13/10/2022 )

. - 2oz - - <o | NGAY o logy
ID CHUNG| TEN CO' SO’ SAN 2 - & NGUYEN | GIAY CH. [NGAY ps P A~
P =, PIA CHI PHAM VI CHUNG NHAN < A - HET CO' QUAN CAP CONG
CHI XUAT : - - TAC GMP NHAN CAP HAN Q BO
668 Dongkoo 18 Jeyakgongdan 2-gil, * Vién nén, vién nén bao phim; Vién nang cirng, vién nang mém; Thudc udng dang ldng; Siro; Thudc kem; Thuéc m#; Lotion. PIC/S-GMP|2019-D1- o ~ |Gyeongin Regional Ofice| 10
Bio&Pharma Co., |Hyangnam-eup, Hwaseong- 3084 § § of Food and Drug
Ltd si Gyeonggi-do, Republic of S % |Safety, MFDS, Korea
Korea < &
o~ o~
2086 [Dongkoo 18 Jeyakgongdan 2-gil, * Vién nén, vién nén bao phim; Vién nang cirng, vién nang mém; Thudc udng dang ldng; Siro; Thudc kem; Thudc md; Lotion. PIC/S-GMP|2022-D1- ~ .n |Gyeongin Regional Ofice| 24
Bio&Pharma Co., |Hyangnam-eup, Hwaseong- 1432 § § of Food and Drug
Ltd si Gyeonggi-do, Republic of co'\ 8' Safety, MFDS, Korea
Korea < s
- -
GOm: 1155 co s& san xuat va 2096 gidy chirng nhan GMP Cap nhat: 13/10/2022
Danh séch téng hgp co s& nudc ngoai dap (rng GMP Trangl/1 13-10-2022



L. 84437366483 ‘ B4 cgldvn@moh.gov.vn Bdng nhdp |

Q BOYTE 4
.-“ﬁ; CU C QU AN L"I"' D UO'C TRANG CHU THU TUC HANH CHINH HE THONG BAD CAD KHIEU NAI VE VAC XIN LIEN HE

TRA CU'U GIA THUOC

TATCA ~ | heparos C' DAT LAI

GIA BAN LE
- VAN : . s {'[:HUEK[]:E:E
NGAY KE TRANG BAN L - < DANG BAD QuY CACH BUON DU bl = : <
. e qEy | TENTHUGC TEN HC NB/HL S0 GPLH/GPNK st CAE SO ovT GEn(p) | XUATCUA co sif sx NUGC SX DON VI KK PHAN LOAI
NGHI (VAT) NGHIEP)

(VND) (VAT)

Hop 12 vix 5 Vién CHna tv od phin T3
Cong ty co phan Ta . o
9 EOF P Binh chinh/bd
mem 12 wi X x 5 Vién (vi Co., Ltd _ sung thdng tin
_ mai Sohaco :
Alu-PVC)

L-Cysteine; Choline vién nang (vi Alu-Alu); Hap Dongkoo Bio & Pharma

13/04/2023 : 3 250mg; 250mg VN-15060-12 6,440 Han Qudc doan DP va Thwong

bitartrate



ing uni

1. Label on the smallest pack

D

San xuét tai

DongKoo Pharm. Co., Ltd.

901-3 Sangshin-ri Hyangnam-eup,Hwaseong-si,Gyeonggi-do Korea

(Buiogz evesneyg euljoy) + Buiogz eunsho-)

SOYVd3H

12 vi Alu-Alu X 5 vién / 13

DNNK :

jon] Each softcap contains,
e 250mg

oline U_a&ma e 250mg
[Description]
A green and orange soft capsule containing
pale yellow pasty mass.
[Quality specification]
Manufacturer's standard
[Indications, Dosage & Administration,
Contraindications, Precautions,
Side-effects]
Please see the insert paper.
[Storage]
Store in hermetic containers at room
temperature, protected from light.

For more information see the insert _umnm«

_  KEEP OUT OF REACH OF CHILDREN
| READINSERT PAPER CAREFULLY BEFORE USE |

VisaNo. LotNo. ;190306
Mig. Date : 09/11/2007 Exp. Date : 08/11/2010




2. Intermediate label :

HEPAROS ]

L-Cysting see—e—. 280mg
Choline Bitartrata — 250myg

SEK

5516 8X 150306
MEX 08112007
HD ORI12000

Y Dongh Pharm, Ca, Ld. Kores

HEPAROS &

L-Cystine —. 250mg
Choling Bitartrate -— 250mg

NSX 061142007
HD | QB0

= DongKoa Phamm, Co, Ltd, Korea

HEPAROS 2/

L-Cysting ---———— 250myg
Chailne Biltarirate -—- 250mg

5630 $X | 190306
NSX 112007
HD DEY11/2010

2 Donghioo Pharm. G, Lid. Korea

HEPAROS 2

L-Cysting ———— 250mg
Choline Bitartrate - 250mg

SHK

S8 188X . 150806

NSX o Devt 12007

HE 82010

B33 DongKoa Pham, Co. Ltd Kores

HEPAROS

ot

yeling — 250mg

chodlnu Bilartrate —- 250mg

SEK

S 10 8. 190306,

MSK: - DB 12007,

HO CORMT2010 %

I tongo P Co, LiKies

HEPAROS

L-Cysting ———-— -— 250mg
Chaline Bitartrate - 250mg

A5 108X 150008
NEX O 1T
HD EMHEED

23 Donghion Pharm, Co., Lid. Korea

HEPAROS =

LGy sting «emmseemas
Choline Bitartrate — 25|:|mg

88K

5813 5X 190306
NSX ;06112007
HC 08112010

3 Donghoa Pharm. Ca,, Lid. Karea

HEPAROS i

L-Cysling =memmm——- 250mg
Chaline Bitarirate --- 250mg

0K

85 168X 190308
NSX | 09i11/2007
HD 08172040

) Dongkoo Phann, Co, Ltd, Korea

HEPAROS */

L-Cysting =eeeemeees - 250mg
Cholane Bitartrate —- 280mg

3516 5 190006

NSX 09112007
HDdaniaeio

3 Danghoa Pharm. Co,, Lid. Korea

HEPAROS

L-Cysting e -— 250y
Chaoline Brariate -— 250myg
SEK
S 155X 190506
T 12007
+ OB 12010

72 Dongitao Pham. Ca., Ltd, Kores

HEPAROS =

L-Cysting ————— 250mg
c-‘.olina Bitartrate -— 250mg

SOK

S0 108X 150306
N3X 081172007
HO - DA 120

I3 Donghion Phamm, Co. L. Korsa

HEPAROS =

L-Cysting ————— 250mg
Chaline Bitartrate --- 250mg

S

BHBEK 190@06
MK O 12007
H mnuzmn

=3 Dongkoa Pham. Co, L Korea

HEPAROS

L-Cysting -————— 250mg
Choling Bitartrate -— 250mg

SkK
Sb 165X ; 190306
N&K /1142007
RO 08172010

23 Dongioo Pham, G, Lt Kores

HEPAROS

L-Cysting —————--— 250mg
Chaline Bltartrate — 250mg

g-’?&sx 190308

N + Oav1 Y

HO QBM112010

53 Dongoo Phann, Co,, Ltd, Korea
HEPAROS &
L-Cysting smemeemsmimes

Choline Brarrata —- 250“'\&
7]

SC 168X 190506

NEX 8112007

HE oaf11/2010

2 Danghao Pharm. Ca,, Lid. Korea

HEPAROS ::

L-Cysting ———— 250mg
Choline Bitartrate - 250mg
SEK

56 16 85X . 190308

NSX 1102007

HO 08/11/2010

E2Y DongHoa Pharm. Co. Ltd. Korea

HEPAROS !

L-CyStng smemee.e. — 250mg
chollna Bitartrate — 250mg

56 IG B 1890306
0911 72007
HEI a12010

23 Dongioo Pham, Ca, Lid. Korea

HEPAROS !

L-Cysting -—e———— 28{myg
Choline Bitarirate --- 250mg

SBK §

Si 16 SX © 150306
NSX | 09/11/2007
HD 0BI11120%0

I3 Donglon Pharm, Co, Lid, Korez

HEPAROS

L-Cysting —- 250mg
Choline Bitartrate —- 250mg

SBK

56 |6 8x 180008
hSX 081 /2007
KO | BB112010

2 DongHoo Pham. o, Lid K

HEPAROS

L-Cysting —————
Choline Bitarirate -—- 25

SBE.. .

84 185X ; 1903068
NSK | 091112007
HD D8/11/2010

) DongKoo Pham, Ca,, Lid. Karea
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F Cystine Mm@a@ +Cholne m__mam_m 250mg)

1. Label on the smallest packing un

(Bwpsz seiueyg auloys + bupez sunsio-7)

SOYVd3H

12Vi X 5Vién nang mém

(60 Vién nang mém)

E cozum_oo Pharm. Co., Lt

8
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HEPAROS

(L-Cystne 250mg + Choine Bitartate 250mg)

[Composition] Each soficap contains,
L-cysting -———————— — 250mg
Chaline bitartrate ————— — 250mg

[Description]
A green and orange soft capsule
conlaining pale yeilow pasty mass.
[Quality specification]
gmzamucaﬁm standard

_ucuuuem_. ministration,

_q.. Puli iy
Side-effects]
Please see the insert paper
[Storage]

Store in hermetic containers at room
femperature, protected fram light.
For more information see the insert
paper.

—

KEEP OUT OF REACH OF CHILDREN

“

| READ INSERT PAPER CAREFULLY BEFORE USE

[Thanh phdn] M&i Vi&n nang mém co chifa
L-cystine —— 250mg
Choline bitartrate —————— 250mg

[Ma 3]

Vign nang mém mau xanh I3, mau cam
bén trong co chua hén dich mau vang nhat
[Chi dinh, Ligu lugng va Céch ding,
Chéng chi dinh, Thin trong,

Téc dung phy]

Xin doc 19 hudng din sir dung

[Tigu chudn chit lugng] TCCS

[Bdo quin

Bao quan trong bao bi kin, tranh dnh

sang, nhigt d& dudi 307

Cac thdng tin khic xem frang t3 hudng din
sl dung kém theo

B KATIM TAY TRE EM 4

| BOC K HUGNG DN 50 DUNG TRUGC K DI |

Lot No.(S& 16 SX) - 190306

Visa No.(SBK) g
Mfg, Date(NSX) : 09/11/2007 Epx Date(HD) : 081112010
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_HEPARC

 (L-Cysting 250mg + Choline Bitartrate 250mg)

San xuat tai

DongKoo Pharm. Co., Ltd.

904-3 Sangshin-ri Hyangnam-eup, Hwaseong-si,Gyeonggi-do Korea

[Thanh phén] M&i Vién nang mém cé chua,
L-eysting — === 250mg
Choline bitartrate —---—----—— — 250mg

[Ma t3]

Vién nang mém mau xanh 14, mau cam

bén trong ¢6 chifa héh dich mau vang nhat.
[Chi dinh, Lidu lugng va Céach ding,

Chéng chi djnh, Thén trong, Tac dung phy]
Xin doc td hudng dan su dung.

[Tidu chun chat lugng] TCCS

[Béo quan]

Béo quan trong bao bi kin, tranh dnh sang, |
nhigt 46 dugi 30 C. |
Cac thong tin khac xem trong té hudng dan
st dung kém theo

| B XATAM TAY TRE EM
| DOC K HUGNG DAN S0/ DUNG TRUGC KHI DING |

SBK: 5616 8X : 180306
NSX : 09/11/2007 HD 1 08/11/2010




2. Intermediate label :

HEPAROS i

[L-Cystine 250mg + Choline Bitarrata 250mg)

F2Y Dongloo Pram Co., Lid. Karea

- =,
[Thianh predin] MG Vign nang mim o6 chia,
. 250mg |
Chaline biartrate ————-— 250mg

[M& ]

IBn rang mam mau sank |a, mad cam
b&n trong ca chia hifh deen méu vang
nhat

[T djnh, Lidu kipng v Cich dilng,
Chéng chil dinh, Thén trong,

Tée dyng phy

Xin doc 16 hugng dan sd dung

[Téu chudin chék kugng] TCCS

1840 quin]
Béo quén trong bao ol kin, tranh &nh
sang, nhigt di dud 307

Cac thang tin khac xem trong 13 hudng
4 sl dyng kém thec
|-0c K MGG A 30 DU TRUGE ki DN




Doc kj hwong din siv dung trwoe khi ding.
Néu can thém thong tin, xin héi y kién bdc si hodc dwgc si.

Vién nang mém Heparos

Tén thudc: Vién nang mém Heparos

Thanh phan: Mdi vién nang c6 chira 250. Omg L-cystine, 250.0mg Choline bitartrate.

T4 duge: Dau dau tuong, sip ong trang, concentrated glycerin, gelatin, titan oxid, Mau tar.

Dang bao ché: Vién nang mém

Quy eich dong goi: Hop 12 vi/ hdp Alu-Alu x 5 vién ; Hop 12 vi Alu-PVC x 5 vién.

Chi dinh:

- Ting cudng chic ning gan, hd tro didu tri cic bénh 1y do rdi loan va suy giam chirc nang gan
nhu sam da, tan nhang, cham, ndi mé day, viém nhiém mun nhot trimg ca.

- HO trg ngin nglra rung téc, phong ngira cac bénh bidu bi lam dé gay mong tay, moéng chén,
toc.
Licu dung va cach si dung:

2 vién /lan x 2 lan/ngay.
Chong chi dinh:
- Qua mén véi thanh phin thudc.

- Roi loan chira nang than tram trong hodc hén mé gan.

- Théan trong khi diing cho tré dudi 6 tudi.
Than trong:
Than trong voi bénh nhéan bi cystin niéu.
Nén ngimg ding thudc khi bénh vé da day, rudt.

Téc dung phu:
Thinh thoang nén, khat nude, dau bung nhe, tiéu chay.

.¢,J oy, 3

Théng bdo cho bdc si nhitng tic dung khéng mong muon gdp phii khi si dgng'thuac.
Twong tic véi thude khie:
Chua c6 dir liéu dy du cho tuong tac thude véi thude khic.
Stk dung cho phu nir ¢6 thai va cho con ba:
Khéng gay anh hudng.
Anh hwéng dén kha ning 14i xe va vin hanh may méc:
Khoéng anh huong
Pac tinh dwoe lue hoc:
Choline: Choline 14 tién chét cua Betaine, chit tham thdu duoc than sir dung dé kiém soat cin

bang nudc va dién giai. Choline va chat chuyén héa ctia né can thiét cho 3 muc dich sinh ly
chi yéu 1a: toan ven cu triic va vai trd truyén tin hiéu qua mang té bio; tong hop acetyl
choline; va nhu 12 ngudn chinh cung cip nhém methyl qua cac chét chuyén héa ctia no.
L—Cystein: L-Cystine 14 mot amino acid tu nhién, co chira gbc —SH, c6 tac dung ting chuyén
hoa & da va c6 tac dung khir cac goe tu do.
Pac tinh duge dong hoc:

Chghne duoc hip thu & rudt. Mot phan duoc chuyén héa & rudt thanh trimethylglycine va
tnmethylamme sau d6 duoc hap thu tai rudt. Choline, trimethylamine duoc chuyén héa tai

‘g



gan. Tai gan, choline duoc chuyén héa boi cac phan g chuyén hoa, trong d6 c6 su tao thanh
CDP-choline, két hop diacylglycerol dé tao thanh phosphatidylcholine.
Choline qua dwgc hang rao mau nio boi co ché cac chat mang dac biét. Trong nio, choline
dugc chuyén hoéa thanh acetylcholine bai enzyme choline acetyltransferase. Cho mét phén nho
choline duoc chuyén héa thanh acetylcholine. O thén cfing ¢6 su tich lily choline. Mot phan
duoc bai tiét qua nude tiéu chu yéu dudi dang chat oxy hoa.
L—cystein: L—cystine hép thu tich cuc tir duomg rudt, ndng dé dinh huyét tuong dat duoc tir 1-
6 gio sau khi uong. L-cystine dugc phan bd chu yéu & gan va ¢ & bé mat co thé sau 5 gio.
Thube duoc chuyén héa qua gan, thai trir ch yéu qua mat, 21% liéu L—cystin dugc thai trir
trong vong 24 gid' sau khi udng.
Qui lidu:
Chua ¢6 dit ligu cu thé.
BAO QUAN: Bio quan trong bao bi kin, tranh dnh sang, nhiét do dudi 30°C. }/
PONG GOI: Hop 12 vi/ hop Alu-Alu x 5 vién ; Hop 12 vi Alu-PVC x 5 vién. /

HAN DUNG: 36 thang ké tir ngay san xut.
Pé xa tim tay tré em
Nha sin xuat:
Dongkoo Pharm. Co., Itd.
901 - 3, Sangsin ri, Hyangnam eup, Hwaseong — si, Gyeonggi — do, Korea

YONG JOON. CHO
Gidm dbc co sé sin xudt thude





