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MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giadng V6 - Ha Nai - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thudc - Didala

Name of Drug:

Thanh phén chinh, ham lwgng :  Cao khé 14 dau tdm (twong dwong la dau tam 5g)
Active Ingredients, Strength: 570mg

Qui cach déng géi, bao ché = Hép 3 vi, 6 vi x 10 vién. hop 1 lo 60 vién; Vién nang
Packing Size, Dosage form: clrng

Tiéu chuan chét lvong * < 1C0GS

Quality Specification:

Han dung . 36 thang

Shelf- life:

S gidy phép Ivu hanh san pham (SBK): VD-24473-16

Marketing Authorization Number:

Sé quyét dinh : 97/QP-QLD Ngay cép: 23/3/2016
Approval Decision Number: Date of Issuance:

Hiéu Iwc cla gidy phép lwu hanh san pham: ¢ gia tri 05 nam ké tir ngay cép
Expiration Date of this Marketing Authorization:

Tén co sé& dang ky :  Céng ty cb phan TM va dwoec phdm Ngoc Thién
Name of Marketing Authorization Holder

Dia chi 86 10, ngd 3, dwong Ly Bon, P. Ngd Quyén, Vinh
Address: Phutc - Viét Nam

Tén co s& san xuat - Céng ty cb phan dwoc trung wong Mediplantex
Name of Manufacturer:

Dia chi : 356 Puwdng Giai Phong, Phwong Liét, Thanh Xuén, Ha
Address: NOi - Viét Nam

Tén co s& dong goi
Name of Assembler
Dia chi

Address.

Ha N6i, ngay 23 thang 3 nam 2016.

CUC TRUWONG CUC QUAN LY DUQC
RAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi Chu (Note)

dang ky thubc da duwoc Bo Y té phé duyet :
This marketing authorization has been issued in accordance with th&gbs kr
approved by the Vietnam Ministry of Health. b
2- B4t cir sy thay dbi nao vé noi dung ciia gidy phép phai duoc

Cuc Quan ly dwoc - B Y té xac nhan. TRUONG QUOC CUONG

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.
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TRA CU'U GIAY PANG KY THUOC, NGUYEN LIEU LAM THUOC TAI VIET NAM

Bay la di liéu cdp sd ding ky leeu hanh goc theo cdc quyét dinh cdp SPK lu hanh (chira bao gbm céc dit liéu ¢ duwoc dinh chinh, thay d3i, ba sung, thu hbi gidy BKLH trong qua trinh Iwu hanh)

TATCA ~  VD-24473-16
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Tra curu nang cao ~

Tim thay 1 két qua gidy dang ky thudc, nguyén liéu lam thudc theo tir khoa VD-24473-16...
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Lich sur T VD-24473-16 15/06/2022 Didala 27633/TT90 20/10/2020 v (terong drorng 1 dau 97/0b-QLD nang D . TCCS 36 thang
. (15/06/2022) ) vién; hap 1 lo 60 vién
tam 5g) 570mg clng
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R CUC QUAN LY DUQC Poc 1ap — Tu do — Hanh phiic
S6: 62 /QP-QLD Ha Ngi, ngay 08 thang 02 nim 2023
QUYET PINH

Vé viéc cong 126 Danh muc thudc, nguyén liéu 1am thudc co gidy ding ky luu
hanh dwgc ti€p tuc sir dung theo quy dinh tai khoan 1 Diéu 3 Nghi quyét so
80/2023/QH15 ngay 09/01/2023 ctia Quoc hoi (Dot 1)

CUC TRUONG CUC QUAN LY DUQC

Can cir Nghi quyet s6 80/2023/QH15 ngay 09/01/2023 ciia Quéc hdi vé viéc
tzep tuc thwe hién mdt sé chinh sach trong phong, chong dich COVID-19 va su dung
gidy déing ky luu hanh thuéc, nguyén lidu lam thudc hét thoi han hiéu liec tir ngay
01/01/2023 dén ngay 31/12/2024;

Can cir Nghi dinh sé6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh churc nang, nhiém vu, quyén han va co cdu to churc cua Bo Y te;

Can cir Quyét dinh sé 7868/0P- BYT ngay 28/12/2018 cua B¢ truong Bo Y
té quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan Iy
Duegc thude Bé Y té;

~ Can cir Cong van s6 429/BYT-QLD ngay 01/02/2023 cua BJ Y té vé viéc
trién khai thyc hién Diéu 3 Nghi quyet so 80/2023/QH15;

Theo dé nghi cia Triwong phong Péng ky thuée, Cuc Quan Iy Duorc.
QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh ndy Danh muc thudc, nguyén liéu lam
thudc c6 gidy dang ky luu hanh dugc 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 cta Qudc hoi (Dot 1), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu 1am thudc san xuat trong nude duoc cong bd
tai Phu luc I kém theo Quyét dinh nay.

2. Danh muc thuéc, nguyén liéu lam thudc san xuét tai nudc ngoai duoc cong
bo tai Phu luc I kém theo Quyét dinh nay.

3. Danh muc vic xin, sinh pham duogc cong bd tai Phu luc 11 kém theo Quyét
dinh nay.

Piéu 2. Danh muc thudc, nguyén liéu 1am thude duoc cong b tai Pidu 1 duoc
dang tai trén Cong thong tin dién tir cia BO Y té tai dia chi: https:/moh.gov.vn/home,
Trang thong tin dién tir cia Cuc Quan 1y Duoc tai dia chi: https://dav.gov.vn va dugc
tiép tuc cap nhat, bd sung tai cac dot cong bd tiép theo.

Théng tin chi tiét cua timg thude, nguyén liéu 1am thude dugc tra ctu theo sé dang
ky cong bo trén trang thong tin dién tor cia Cuc Quan ly Duoc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.




Piéu 3. Truong hop thube, nguyén lidu lam thude da thyuc hién thay doi, bo
sung trong qua trinh luu hanh hodc c6 dinh chinh, stra d6i théng tin lién quan dén
gidy dang ky luu hanh da duoc cp, doanh nghiép xuét trinh van ban phé duyét hodc
xac nhan cua Cuc Quan ly Dugc véi cac co quan, don vi lién quan dé thuc hién céac
thu tuc theo quy dinh phap luat.

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

Piéu 5. Giam doc S&'Y té cac tinh, thanh pho truc thudc Trung wong, Giam
dbc co so san xuét va co s dang ky c6 thude, nguyén lidu 1am thude duoc cong bd
tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin: _ (,UC TRUONG

- Nhu Diéu 5; YA,

- BT. Pao Hong Lan (dé bc); 1</ M

- TT. P56 Xuan Tuyén (de b/c); 5 /7 &M —

- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Cong an;'
- Cuc Y t& GTVT - Bo Giao thong vén tai;

- Téng Cuc Hai quan - BO Tai chinh; T
- Bao hiém x3 hoi Viét Nam; — Vi Tllﬁll Cu’(‘)’ng
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra

B9, Vin phong Bo;

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

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

- Cac Bénh vién, Vién ¢6 giudong bénh truc thuoc Bo 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 Quan ly Dugc;

- Luu: VT, bKT.



Phu luc I

DANH MUC THUOC, NGUYEN LIEU LAM THUOC TRONG NUOC 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 HOI (PQT 1)

(Ban hanh kém theo Quyét dinh s6 62 /OP-OLD ngayog / 02/ 2023ctia Cuc Quan 1y Duwrgc)

(*) Ghi chii: Cdc thuéc khdc dép g yéu cau tai Nghi quyét 80/2023/QH15 dang dwoc tiép tuc
cdp nhat, bo sung tai cac dot Quyét dinh tié'p theo.

STT  [So6 ding ky Tén thudc Co sé ding ky Co s& san xuit
1 VD-22915-15 |3B-Medi Céng ty c6 phan Tap doan Céng ty c¢6 phan dugc pham
Dugc pham va Thurong mai Me Di Sun
Sohaco
2 VD-26870-17 [3B-Medi tab Céng ty c6 phan dugc pham Céng ty c¢6 phan dugc pham
Me Di Sun Me Di Sun
3 VD-20329-13 |3BSTADA Cong ty cO phan Pymepharco  [Cong ty ¢ phan Pymepharco
4 VD-26140-17 |3BTP Céng ty c6 phan duogc pham Ha [Cong ty c6 phan dugc pham Ha
Tay Tay
5 VD-28218-17 |a- Chymotrypsin Cong ty co phan Duoc - Trang  [Cong ty ¢6 phan Dugc - Trang
5000 thiét bi y t& Binh Pinh thiét bj y té Binh Pinh
(Bidiphar) (Bidiphar)
6 VD-24206-16 |A.C Mexcold Céng ty c6 phan dugc pham Céng ty c¢6 phan dugc pham
Imexpharm Imexpharm
7 VD-24722-16 |A. T Amikacin 250 Céng ty C6 phan Duoc pham  [Cong ty C6 phan Dugc pham
An Thién An Thién
8 VD-25622-16 |A.T Arginin Cong ty Co phan Dugc pham  [Cong ty C6 phan Dugc pham
An Thién An Thién
9 VD-25623-16 |A.T Arginin 200 Cong ty C6 phan Dugc pham  [Cong ty C6 phan Dugc pham
An Thién An Thién
10 VD-24724-16  |A.T Arginin 400 Cong ty C6 phan Duoc pham  [Cong ty C6 phan Dugc pham
An Thién An Thién
11 VD-24128-16 |A.T Arginin 800 Cong ty Co phan Dugc pham  [Nha may san xuat duoc pham
An Thién An Thién
12 VD-25624-16 |A.T Ascorbic syrup |Céng ty Co phan Duoc pham  |Cong ty Co phan Dugc pham
An Thién An Thién
13 VD-27786-17 |A.T Atorvastatin 10  |Céng ty C6 phan Dugc pham  [Céng ty C6 phan Dugc phim
mg An Thién An Thién
14 VD-27787-17 |A.T Atorvastatin 20 |Céng ty C6 phan Duoc pham  |Cong ty Co phan Dugc pham
mg An Thién An Thién
15 VD-25625-16 |A.T Bisoprolol 2.5  |Céng ty C6 phan Duoc pham  |Cong ty Co phan Dugc pham
An Thién An Thién
16 VD-24130-16 |A.T Calci plus Céng ty C6 phan Dugc pham  [Nha may san xuat dugc pham
An Thién An Thién
17 VD-24725-16 |A.T Calci sac Céng ty C6 phan Duoc pham  [Cong ty C6 phan Dugc pham
An Thién An Thién
18 VD-26104-17 |A.T Calmax Cong ty Co phan Dugc pham  [Céng ty C6 phan Dugc pham
An Thién An Thién
19 VD-24726-16 |A.T Calmax 500 Cong ty C6 phan Dugc pham  [Cong ty C6 phan Dugc pham

An Thién

An Thién
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STT  |So6 ding ky Tén thuoc Co sé ding ky Co s& san xuit
2062 VD-22864-15 |Diclofenac natri Cbong ty co phan Dugc pham Cong ty cd phan Dugc pham
Ha No6i Ha Noi
2063 VD-21098-14 [Diclofenac STELLA [Congty TNHH Lién Doanh Cong ty TNHH Lién Doanh
50 mg Stellapharm Stellapharm
2064 VD-18850-13 [Diclofenac STELLA [Congty TNHH Lién Doanh Cong ty TNHH Lién Doanh
Gel Stellapharm Stellapharm
2065 VD-20687-14 |Diclosal Cong ty c6 phan dugc pham Cong ty c6 phan dugc pham
duoc liéu Pharmedic duoc li€u Pharmedic
2066 VD-24473-16 |Didala Cong ty co phan TM va duoc  [Cong ty ¢6 phan duogc trung
pham Ngoc Thién uong Mediplantex
2067 VD-27409-17 |Didin-AM Cong ty Lién doanh Meyer - Cong ty Lién doanh Meyer -
BPC. BPC.
2068  [VD-23286-15 |Diép ha chau Céng ty TNHH dugc pham Fito {Cong ty TNHH duoc pham Fito
Pharma Pharma
2069 VD-26067-17 |Diép Ha Chau Céng ty c6 phan duoc Danapha [Cong ty c6 phan dugc Danapha
2070  |VD-21607-14 [Diép ha chau - BVP |Coéngty TNHH BRV Coéng ty TNHH BRV
Healthcare Healthcare
2071 VD-26055-17 |Diép ha chau - BVP |Cong ty TNHH BRV Cong ty TNHH BRV
Healthcare Healthcare
2072 VD-22916-15 [Diép ha chiu - Medi |Céng ty ¢6 phan dugc pham Céng ty c¢6 phan dugc pham
Me Di Sun Me Di Sun
2073 VD-27356-17 |Diép ha chau DHP  |Céng ty c6 phan dugc pham Cong ty c¢o phan dugc pham
Hoa Viét Hoa Viét
2074  |VD-27650-17 |Diép ha chau V Cong ty TNHH Van Xuéan Cong ty TNHH Van Xuéan
2075 VD-20133-13 |Difelene Cong ty TNHH Thai Nakorn Cong ty TNHH Thai Nakorn
Patana Viét Nam Patana Viét Nam
2076 VD-28618-17 |Difelene Cong ty TNHH Thai Nakorn Cong ty TNHH Thai Nakorn
Patana Viét Nam Patana Viét Nam
2077 VD-20835-14  [Digafil 4mg/5ml Céng ty c6 phan duogc pham Céng ty c¢6 phan dugc pham
Trung wong I - Pharbaco Trung wong | - Pharbaco
2078 VD-20834-14  [Digafil 5mg/100ml  |Céng ty ¢ phan dugc pham Céng ty c¢6 phan duoc pham
Trung wong I - Pharbaco Trung wong I - Pharbaco
2079  |VD-21205-14 |Diintasic Cong ty ¢o phan dugc Pong  [Cong ty c6 phan duoc Pong
Nai. Nai.
2080 [VD-18961-13 |Dikren 50 mg Céng ty c6 phan dugc pham  [Cong ty c6 phan dugc pham
Imexpharm Imexpharm
2081 [VD-19525-13 |Dilovic Cong ty ¢6 phan duoc TW Cong ty c6 phan dugec TW
Mediplantex Mediplantex
2082  |VD-27522-17 |Diltiazem Stada 60  |Cong ty TNHH LD Stada-Viét |Chi nhanh Cong ty TNHH LD
mg Nam. Stada-Viét Nam
2083 VD-20839-14 |Dimedrol Cong ty c¢d phan dugc pham Cong ty co phan dugc pham
trung vong 2 Trung wong 2
2084 VD-23761-15 |Dimedrol Cong ty c6 phan dugc vattry  [Cong ty ¢d phan duoc vét tu y
té Hai Duong té Hai Duong
2085 |VD-24899-16 |Dimedrol Cong ty ¢o phan dugc pham  [Céng ty c6 phan duoc pham
Vinh Phuc Vinh Phic
2086 VD-25801-16 |Dimedrol 10mg/Iml |Céng ty c6 phan dugc pham Cong ty cd phan dugc pham

Trung wong I - Pharbaco

Trung wong | - Pharbaco
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4 bor Cue Qun 1 BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Dwc ' CUC QUAN LY DUQC Pic 1p — Ty do — Hanh phc

Coquan: Bo Y t&
Ngay ky: 02-06-2022

2145330700 g4: 4781 /QLD-DK Ha Néi, ngay 02 thdng 06  ndm 2022
V/v ¢ong bd danh muyc thude theo
quy dinh tai khoan 1 Diéu 14 Nghi
dinh s6 29/2022/ND-CP ciia CP

Kinh gui: Céc co so dang ky, co s¢ san xuat thude luu hanh tai Viét Nam

Thuc hién quy dinh tai Khoan 1 Diéu 14 Nghi dinh s 29/2022/ND-CP ngay
29/4/2022 ctia Chinh phu vé viéc vé viéc quy dinh chi tiét va bién phap thi hanh
Nghi quyét s6 12/2021/UBTVQH15 ngay 30/12/2021 cua Uy ban Thuong vu
Quéc hoi vé viée cho phép thuc hién mot s6 co ché, chinh sach trong linh vuc y
té dé phuc vu cong tac phong, chong dich Covid-19 (Nghi dinh 29/2022/ND-CP),

Cancay kién chi dao cua Lanh dao BO Y té tai Coéng van s6 2811/BYT-
QLD ngay 31/5/2022,

Cuc Quan ly Dugc-B3 Y té thong bao:

1. Cong bd danh muc céc thude, nguyén lidu 1am thude thuc hién quy dinh
tai khoan 1 Diéu 14 Nghi dinh s6 29/2022/ND-CP ciia Chinh phu nhu sau:

1.1. Danh muc cac thudc, nguyén lidu lam thudc san xuat trong nude dugce
cong bd tai Phu luc I kém theo cong vin nay.

1.2. Danh muc cac thudc, nguyén lidu lam thudc nudc ngoai duoc cong bd
tai Phu luc II kém theo cong van nay.

1.3. Danh muc céc véc xin, sinh phém dugc cong b6 tai Phu luc ITI kém theo
cong van nay.

2. Danh muc thudc dugc dang tai trén Cong thong tin dién tir cia B Y té

tai dia chi: https://moh.gov.vn/home va Trang thong tin dién tu cua Cuc Quan ly

Duoc tai dia chi: https://dav.gov.vn. Danh muc nay dugc tiép tuc cdp nhat, bod

sung tai cac dot cong bd tiép theo.
3. Thong tin chi tiét ciia timg thude duoc tra ciru theo sd dang ky cong bd
trong danh muc tai dia chi https://dichvucong.dav.gov.vn/congbothuoc/index.

4. Pbi voi cac thudc, nguyén li€u lam thudc trong danh muc da thuc hién
thay d6i, b6 sung trong qué trinh luu hanh hodc c6 dinh chinh thong tin lién quan
dén gidy ding ky Ivu hanh thudc, nguyén liéu lam thudc, doanh nghiép xuét trinh
van ban phé duyét hodc xac nhan cua Bo Y té (Cuc Quan Iy Duoc) véi cac co

quan, don vi lién quan dé thuc hién cac thi tuc theo quy dinh phap luat.



Trong qua trinh thuc hién néu cé khé khan vuéng miéc, dé nghi thong bao
vé Cuc Quan ly Dugc hoic lién hé truc tiép dong chi Nguyén Vin Loi — Trudng
Phong Pang ky thudc, Cuc Quan ly Duoc; sb dién thoai: 0904205699, dia chi
email: loinv.qld@moh.gov.vn dé kip thoi giai quyét.

Cuc Quan ly Dugc - Bd Y té thong bao dé co sé biét va thuc hién./.

Not nhjn: KT. CUC TRUONG
- Nhu trén; =pr

- B/c Bo truong (dé blc); V; ": i Jﬂ CUC TRUONG
- TT. B3 Xuan Tuyén (dé b/c); '

- Cyc trudng (dé b/c); (=]
-S&'Y té cac tinh, thanh phd truc thude trung wong; | ;
-CucQuan Y - Bo Qudc phong, Cuc Y té - Bo Cong an; C epc_,.__'-_ :.JJ!_J OC

Y té GTVT- B Giao thong vén tai; NN *
- Tong Cuc Hai quan - Bg Tai chinh; . Y VA

- Bo hiém Xa hoi Viét Nam;  Nguyén Thanh LAm
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra B;

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

- Téng Cong ty Duge VN; Cac Cong ty XNK dugc pham;

- Cac Bénh vién & Vién c6 giuong bénh truc thuéc BYT;

- Cdng thong tin dién tir ciia BYT;

- Trang thong tin dién to cia Cuc Quan ly Duogc;

- Luu: VT, bK.




Phu luc I

DANH MUC THUOC TRONG NUOC CO GPKLH HET HIEU LUC TU 30/12/2021 PEN
TRUOC NGAY 31/12/2022 THUC HIEN THEO QUY PINH TAI KHOAN 1 PIEU 14 NGHI
PINH SO 29/2022/NP-CP
(Ban hanh kém theo céng van s6 4718VQLD-PK ngay oy /o6/2022)

(*) Ghi chii: Danh muc néy gém cdc thudc hét han truée 30/6/2022. Céc thudce khdc dép ng yéu
cau tai Nghi dinh s6 29/2022/NP-CP dang dioc tiép tuc cdp nhdt, bé sung tai cdc dot cong bo

tiép theo.
STT | So ding ky Tén thudc Co sé ding ky Co so san xuit
1 VD-22915-15 [3B-Medi Cong ty c6 phan Tap doan Cong ty c¢6 phan dugc pham
Dugc phdm va Thuong mai Me Di Sun
Sohaco
2 VD-26870-17 |3B-Medi tab Cong ty c6 phan dugc pham Cong ty c¢6 phan dugc pham
Me Di Sun Me Di Sun
3 VD-20329-13 |3BSTADA Cong ty c6 phan Pymepharco  |Cong ty c6 phan Pymepharco
4 VD-26140-17 |3BTP Cong ty c6 phan dugc pham Ha |Cong ty c6 phan dugc pham Ha
Tay Tay
5 VD-24125-16 |A. T Ambroxol Cong ty C6 phan Duoc pham  |Nha may san xudt dugc pham
An Thién An Thién
6 VD-24206-16 |A.C Mexcold Cong ty c6 phan dugc pham Cong ty c6 phan dugc pham
IMEXPHARM IMEXPHARM
7 VD-24127-16 |A.T Alugela Cong ty C6 phan Dugc pham  |Nha may san xuét dugc pham
An Thién An Thién
8 VD-24128-16 |A.T Arginin 800 Cong ty C6 phan Dugc pham  |Nha may san xuét dugc pham
An Thién An Thién
9 VD-24130-16 |A.T Calci plus Cong ty C6 phan Dugc pham  |Nha may san xuét dugc pham
An Thién An Thién
10 VD-26104-17 |A.T Calmax Céng ty C6 phan Dugc phdm  |Cong ty C6 phan Duge phiam
An Thién An Thién
11 VD-24131-16 |A.T Desloratadin Cong ty C6 phan Dugc phdm  |Nha may san xudt dugc pham
An Thién An Thién
12 VD-26743-17 |A.T Domperidon Céng ty C6 phan Dugc phdm  |Céng ty C6 phan Dugc phim
An Thién An Thién
13 VD-26744-17 |A.T Esomeprazol 20 |Céng ty C6 phan Dugc phdm  |Céng ty C6 phan Duge phim
inj An Thién An Thién
14 VD-26105-17 [A.T Levofloxacin Céng ty C6 phan Dugc phdm  |Céng ty C6 phan Duge phim
250 inj An Thién An Thién
15 VD-26106-17 [A.T Levofloxacin Céng ty C6 phan Dugc phdm  |Céng ty C6 phan Dugc phim
500 inj An Thién An Thién
16 VD-24132-16 [A.T Loratadin Coéng ty C6 phan Dugc pham  [Nha may san xudt dugc pham
An Thién An Thién
17 VD-26747-17 |A.T Perindopril 5 Céng ty C6 phan Dugc pham  |Cong ty C6 phan Dugc pham
An Thién An Thién
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STT | So ding Ky Tén thudc Co s dang ky Co 6 san xuat
1372 VD-26038-17 |Dianragan 500 Cong ty TNHH MTV Duoc Cong ty TNHH MTV Duogc
pham 150 Cophavina pham 150 Cophavina
1373 VD-26345-17 |Diaricin Cong ty c6 phan dugc TW Cong ty c6 phan duge TW
Mediplantex Mediplantex
1374 VD-20323-13 |Diarrest Cong ty c6 phan Pymepharco  |Cong ty ¢6 phan Pymepharco
1375 VD-24311-16 |Diazepam 5Smg Cong ty c6 phan dugc pham Chi nhanh cong ty c6 phan
trung wong VIDIPHA dugc pham trung wong Vidipha
Binh Duong
1376 VD-19524-13 |Dicenin Cong ty c6 phan dugec TW Cong ty c¢6 phan dugc TW
Mediplantex Mediplantex
1377  |VD-22642-15 [Dich truyén tinh Cong ty TNHH B. Braun Viét [Cong ty TNHH B. Braun Viét
mach Osmofundin Nam Nam
20%
1378  [VD-19091-13 |Diclofenac Cong ty c6 phan dugce-vat tuy |Cong ty c¢6 phan duoc-vat tuy
té Thanh Hod té Thanh Hod
1379  [VD-20897-14 |Diclofenac Cong ty c6 phan dugc TW Cong ty ¢6 phan duoc Trung
Mediplantex uong Mediplantex
1380  [VD-21946-14 |Diclofenac Cong ty c6 phan dugce-véat tuy |Cong ty c6 phan duoc-vat tu y
té Thanh Hod té Thanh Hoé
1381 VD-26307-17 |Diclofenac Cong ty c¢6 phan dugc pham Chi nhanh cong ty c6 phan
trung wong VIDIPHA dugc pham Trung wong
Vidipha tinh Binh Duong
1382 VD-23082-15 |Diclofenac 50 Cong ty c6 phan Dugc pham Cong ty c¢d phan Dugc pham
TW 25 TW 25
1383 VD-22095-15 |Diclofenac 50 mg Cong ty c6 phan dugc Pong Cong ty c¢6 phan dugc Dong
Nai. Nai.
1384 VD-18584-13 |Diclofenac 75 Cong ty TNHH SX-TM dugc  |Coéng ty TNHH SX-TM dugc
pham Thanh Nam pham Thanh Nam
1385 VD-19731-13 |Diclofenac 75 Cong ty TNHH SX-TM dugc  |Coéng ty TNHH SX-TM dugc
pham Thanh Nam pham Thanh Nam
1386  |VD-23083-15 |Diclofenac 75 Céng ty ¢6 phan Dugc phdm  |Cong ty c6 phan Duge phiam
TW 25 TW 25
1387  |VD-22404-15 |Diclofenac 75 mg Céng ty ¢ phan dugc Dong Cong ty ¢6 phan dugc Dong
Nai. Nai.
1388 VD-19208-13 |Diclofenac 75mg Cong ty c¢6 phan dugc pham va |Cong ty c¢d phan dugc pham va
sinh hoc y té sinh hoc y té
1389  |VD-22449-15 |Diclofenac K 50 Céng ty ¢6 phan dugc pham Cong ty ¢6 phan dugc pham
Ctu Long Ctru Long
1390 VD-22589-15 |Diclofenac Kabi Cong ty c6 phan Fresenius Cong ty cd phan Fresenius
75mg/3ml Kabi Viét Nam Kabi Viét Nam
1391 VD-21098-14 [Diclofenac STELLA [Cong ty TNHH Lién Doanh Cong ty TNHH Lién Doanh
50 mg Stellapharm Stellapharm
1392 [VD-20687-14 |Diclosal Céng ty ¢6 phan dugc phdm  |Cong ty ¢6 phan dugc phdm
duogc liéu Pharmedic duoc liéu Pharmedic
1393 |VD-24473-16 |Didala Cong ty ¢ phan TM va dugc  |Cong ty c¢b phan dugc trung
phim Ngoc Thién uong Mediplantex
1394 VD-27409-17 |Didin-AM Cong ty Lién doanh Meyer - Cong ty Lién doanh Meyer -

BPC.

BPC.
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STT | So ding Ky Tén thudc Co s dang ky Co 6 san xuat

4620 VD-23021-15 |Zolifast 1000 Cong ty C6 phan Duogc phdm  |Cong ty C6 phan Duoc pham
Tenamyd Tenamyd

4621 VD-23022-15 |Zolifast 2000 Cong ty C6 phan Duoc pham  |Cong ty C6 phan Duoc pham
Tenamyd Tenamyd

4622 VD-20042-13 |Zoliicef Cong ty c6 phan Pymepharco  |Cong ty ¢6 phan Pymepharco

4623 VD-23866-15 |Zolinstad 1g Cong ty c6 phan Pymepharco  |Cong ty c6 phan Pymepharco

4624  [VD-21842-14 |Zolmed 200 Cong ty TNHH Dugc pham Cong ty TNHH Dugc pham
Glomed Glomed

4625 VD-21852-14 |Zondoril 10 Cong ty ¢6 phan duge pham Ha |Cong ty ¢6 phan dugc pham Ha
Tay Tay

4626  [VD-21853-14 |Zondoril 5 Cong ty c¢6 phan dugc pham Ha |Cong ty ¢6 phan dugc pham Ha
Tay Tay

4627 VD-27461-17 |Zurer-300 Céng ty TNHH Dugc pham Cong ty TNHH Dugc pham
DPat Vi Phu DPat Vi Phu

4628 VD-23444-15 |Zvezdochka Nasal Cong ty c¢6 phan dugc Danapha |Cong ty c¢6 phan dugc Danapha

Drop 0,05%

4629 VD-26436-17 |o - Kiisin Cong ty c¢6 phan Pymepharco  |Cong ty ¢6 phan Pymepharco

4630 VD-22599-15 |o- Kiisin Cong ty c¢6 phan Pymepharco  |Cong ty c¢6 phan Pymepharco

4631 VD-19833-13 |B-Sol Cong ty c¢6 phan dugc pham Cong ty c¢6 phan dugc pham

Agimexpharm

Agimexpharm
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BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phuc
S6: 11606e/QLD-DK Ha Noi, ngay 15 thang 06 niam 2021
V/v duy tri hiéu luc gidy
dang ky Iuu hanh

Kinh gui: Coéng ty co phan thwong mai va dugc pham Ngoc Thién
DPiachi:  So6 10, ngd 3, duong Ly Bon, Phuong Ngé Quyén, Vinh Phuc

Cuc Quan ly Dugc nhan dugc don dé nghi ngay 08/04/2021 va cac tai ligu
lién quan cua Cong ty vé viéc duy tri hiéu luc gidy dang ky luu hanh d6i voi
thudc Didala, s6 dang ky VD-24473-16 do Coéng ty dang ky (Ma tiép nhan:
36551/TT88);

Cén cu Thong tu s6 32/2018/TT- BYT ngay 12/11/2018 cua B¢ truong Bo
Y té quy dinh viéc ding ky lwu hanh thudc, nguyén liéu 1am thudc;

Cén ctr Thong tu 5O 29/2020/TT-BYT ngay 31/12/2020 cua B9 truong Bo
Y té stra d6i, bo sung va bii bd mot s6 van ban quy pham phap luat do Bo trudng
Bo Y té ban hanh lién tich ban hanh;

Cuc Quan ly Dugc co y kién nhu sau:

l. Dong y dé cong ty dugc tiép tuc duy tri hiéu luc gidy dang ky Iuu hanh
12 thang ké tor ngay ky cong van nay do6i vdoi thudc Didala, s6 dang ky
VD-24473-16.

2. Thude duge phép san xuat trong thoi han duy tri hi€u luc gidy dang ky
lwu hanh phai thue hién theo dung ho so dang ky da dugc Bo Y te (Cuc Quan 1y
Duoc) phe duyet va duogc phép luu hanh dén het han dung cta thudc. Co s¢ diang
ky, co s& san Xuat phai dam bao duy tri cac diéu kién hoat dong cua co so dang
ky, co s& san xuat theo quy dinh.

3. Trong thot han hi€u luc duy tri cua gidy dang ky Iuu hanh cli ma co s¢
dang ky duoc gia han glay dang ky Iuu hanh mdi thi hi€u luc gidy dang ky luu
hanh ¢t dugc tlep tuc ¢6 hi¢u luc ddng thoi véi glay dang ky luu hanh mdi trong
06 thang ké tir ngay gidy dang ky luu hanh méi co hiéu lyc.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién theo dung cac
quy dinh hién hanh vé san xuat va luu hanh thude./.

No'i nhén: KT. CUC TRUONG
- Nhu trén; 7 PHO CUC TRUONG
- Cuc Truong (de b/c);

- Luu: VT, DK (Hg).




CONG HOA XA HOI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phuc

BAN CAM KET VE PIA DIEM NUOI TRONG

Ha Noi, ngav 03 thang 01 nam 2022

THU HAI, KHAI THAC DUQC LIEU

Kinh gui:

-BoYy té (Cuc Quan Iy Y, Duoc ¢o truyén)

-So Y té cdc tinh

Cong ty ¢d phan Dugce Trung Uong Mediplantex xin cam két da thu mua duoc licu tai

Stt

Co so hoac ca

cac ¢o so/ca nhan nudi trong, thu hai, khai thac dugce licu. cu thé nhu sau

nhan nuoi

Dia di¢m kinh | Tén duoc li¢u (tén

Dién | Diadiém |Sanluong| Thoi
doanh/H9 khéu khac, tén khoa tich trong du kién |diém thu
trong, thu hai, thuong tra hoc) trong (kg) mua
khai thac duoe (m?)
li¢u
'] Nhom ho gia | Khu 2. Thon Tam L4 dau tam 10.000 | Thon Tam 30.000 | Ta nam
dinh trong dau Ky. xa Dai Tu. Ky.xd Dai | kg/mam {2022 dén
tam. dai dienla| huyén Yén lac. Tu. huyén hét nam
ba Phung Thi tinh Vinh Phuc Yen Lac. 2024
Huc¢ tinh Vinh
Phuc

[ruong hop phat hién ¢co su Qié mao, kh()ng ding su that vé cac ndi dung da cam két co

SO xin chju hoan toan trach nhiém vé ngudn gbc cua duoc licu va s¢ bi xur phat theo quy dinh
cua phép luat vé kinh doanh dugc liéu khong co nguon gde. xuat x rd rang.

CONG TY CP DUQC TW MEDIPLANTEX

(KY va ghi 16 ho tén, dong ddu)

7 ©



CONG TY CO PHAN DUGC TRUNG UONG MEDIPLAN’
PHONG KIEM TRA CHAT LUGNG mﬁ‘;t

PHIEU KIEM NGHIEM | PUGC KIE
86: ]
o
Tén san pham: Vién nang Didala .
Thanh phan: Cao khé la dau tim 570 mg Mi s6: 23 P3TP1M
S6 16: 115523 Ngay ldy _;nﬁu i
Nha san xuét: Cong ty CP Duge TW Mediplantex Ngay kiém nEhI 1 1
Ngay san xuat: 06/07/2023 Tiéu chudn: T(
Han ding:  06/07/2026 i
Chi tiéu Yéu ciau Tl
Vién nang cimg so 0, hai diu mau xanh, ben'f
Hinh thirc trong chira bot thuéc mau nau den, 16m d’& f‘
tring, mui thom duge liéu. _
Dinh tinh Theo quy dinh '_
Dong deéu khéi
lil'o:i C + 7,5% khdi lugng trung binh thube trong nang
Mat khoi lugng % PHONG KIEM TRA cl-li'l: t. w’
do siy khé Khong qua 9,0 % CoeEe
D6 ra Khéng qua 30 phiit >
Ham lugng 1-Deoxynojirimycin ('DN
Dinh luong vién phai khong duge dudi 0,3 mg tink
KLTB thudc trong nang
Gidi han nhiém | Ché pham phai dat:
khuén - Téng s6 VKHK: < 10;000@
- Tong s6 nam < 100 CF
- Vi khudn gram am dun
- Khéng cé E coh,f
Doéng géi

Két lugn: Lo hang day




DANH SACH CAC CO’' SO' TRONG NU'O'C PAT TIEU CHUAN NGUYEN TAC GMP
( Cap nhat t&i ngay 11/10/2024)

) CO'QUAN CAP | GIAY CHNG NHAN
TIEU CHUNG NHAN

TT | TENCO'SO' | PIA CHI CO' SO PHAM VI CH’NG NHAN

CHUAN | (PANHGIAXAC | vz oo |NBAY Hét
NHAN) cap | han
VN-001 » Cong ty ¢ phan dwgc pham Imexpharm » S8 4, duwdng 30/4, phuerng 1, thanh phé Cao Lanh, tinh Dong Thap
1 [Céngty c8 phin [S6 4, dudng 30/4, |* Thudc khdng vé triing: Vién nang cimg (bao gdm ca thudc chira khang sinh nhém Penicillin); Vién nang mém; Thudc ung dang léng (Dung dich, hdn WHO- [CucQuanly 345/GCN-
dwgc pham phudng 1, thanh dich, nhii dich, siré); Dang bao ché ran khéc (Thuéc bot, thusc cdm (bao gdm ca thuc chira khang sinh nhém Penicillin)); Vién nén (Vién nén, vién nén GMP  |Dugc Viét Nam QLd
Imexpharm phé Cao Lanh, tinh bao phim (bao gdm ca thudc chira khang sinh nhém Penicillin), vién nén nhai); Thudc khdng v triing khéc (Vién nén sui bot, Thudc bét sti bot, Thuéc c6m
Ddng Thap subet - s .
* Xudt xudng thudc khéng vé trung (T4t ca cac dang thudc & muc: Thudc khéng vé trung).
* Thudc sinh hoc: Thuéc sinh hoc khéc (Thuéc bét, thudc cdm chira sinh pham: probiotics (Igi khuan), men vi sinh).
* Xudt xudng thudc sinh hoc (T4t c cac dang thudc & muc: Thudc sinh hoc). P ©
* Thudc duoc lidu, thudc ¢d truyén: Vién nang clng; Vién nang mém; Dang bao ché rén khac (Thudc bdt, thudc cdm); Vién nén (Vién nén, vién nén bao § §
phim; vién nén nhai). 8‘ 8‘
* Xuat xudng thudc dugc liéu, thude ¢b truyén (Tat ca cac dang thuéc & muyc: Thude dugc liéu, thudc cé truyén). o h
~ =

* Péng gdi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thude cé truyén Thudce sinh hoc Thudc khéng vé trung.

* Péng gbi thir cap: Tat ca cac dang thudc & muc Thude dugc liéu, thudc cd truyén Thudc sinh hoc Thuc khong vo tring.

* Kiém tra chat lugng: Vi sinh (Gigi han nhim khuan; Binh lugng hoat luc khéng sinh béng vi sinh vat); Héa hoc / Vat ly; Sinh hoc (Phép thir khac: (Binh
tinh va dinh lugng vi sinh)).

(*Pham vi chitng nhan bao gdm ca thudc dang phéi hop chira dugc chat gay nghién, huéng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
dugc chat thugc Danh muc chat cdm s dung trong mét s6 nganh, linh virc; thudc thudc Danh muyc thudc ddc, nguyén liéu doc lam thudc (trir thude chira
ch3t dac t& bao/kim t& bao va hormon sinh duc ¢ tac dung tranh thai): thudc chira duorc lidu thude Danh muc diroc lidu déc lam thude.*)

VN-002 » Chi nhanh 3 - Céng ty c¢8 phian Duwg'c pham Imexpharm tai Binh Dwong » S6 22, duérng S6 2, khu cong nghiép Viét Nam-Singapore II, phuérng Hoa Phu, thanh phd Thi Dau Mét, tinh Binh Duong.

2 |Chinhanh3- 5822, dudng S62, |* Thudc san xudt v trung: Thudc dang ran va cdy ghép (Thudc bdt pha tiém chira khéng sinh nhém Cephalosporin va Penicillin). WHO- [CucQuanly 840/GCN-
Céng ty c8 phan [khu cong nghiép * Xust xudng thuc vé trung (T4t c cac dang thudc & muc: Thudc san xudt v trung). GMP  |Duoc Viét Nam QLd
Dugc phim Viét Nam- * Thudc khéng v tring (chira khéng sinh nhém Cephalosporin): Vién nang ciing; Dang bao ché rin khac (Thudc bét, thudc cdm); Vién nén (Vién nén, vién o 0
Imexpharmtai  [Singapore II, l:axo pth'm) thusc kho 6 tring (Tit ci céc dang thudc & Thuée kho 5t R. R.
- N N . udn & muc: §
BinhDuong [phuong Hoa ph, | 45414478 e ning o i 1 i dang s muc: ek v ring) S8
R PR * Péng gdi so cap: Tat ca cac dang thudc & muc Thudc khdng vé tring. & %
th"jnh ,pho Thu Dau | Déng gdi thir cap: Tat ca cac dang thudc & muc Thudc san xuét vé trung va Thuc khdng vé trung. ~ °
Mét, tinh Binh * Kiém tra chat lugng: Vi sinh (DG v6 triing; Gidi han nhiém khudn; Binh luvgng hoat lyc khang sinh bing vi sinh vét); Héa hoc / Vat Iy; Sinh hoc (N&i déc t&
Duong. vi khiifin)
3 |Chinhanh3- 5822, dudng S62, |* Thudc vé trung: EU-GMP [Co quan thdm OGYEI/89
Céng ty c8 phan [khu céng nghiép +Thudc san xudt v tring: Thudc dang ran va cdy ghép (Thudc bot pha tiém chira khdng sinh nhém Cephalosporin va Penicillin). quyén Hungary | 5-7/2023
Dugoc phdm Viet Nam- * Thudc khéng vé trung chira khang sinh nhém Cephalosporin: Vién nang cirng; Vién nén, vién nén bao phim; Thuéc bét, thudc cdm. - ©
? ¢ DA odi <oy 5 A . AR dn AN 4 o x s P I I
Imexpharm tai |Singapore II, Dong goi so caethuoc chtra khang sinh nhém Cephalosporin: Vién nang cirng; Vién nén, vién nén bao phim; Thudc bét, thudc com. R. R.
Binh Duon huong Hoa phu, |, D918 861 thi cé. S| 8
8 P N 8 v s~ |* Kiém tra chdt lugng: Vi sinh (V6 trung; khéng vé trung); Héa/Ly. b o
thanh pho Tha Dau - S)

M@t, tinh Binh
Duong.

» Chi nhdnh Céng ty c6 phan dwg'c pham Imexpharm - Nha mdy khéng sinh cong nghé cao Vinh Loc » L6 B15/1 - B16/I dwérng 2A, khu cong nghiép Vinh Loc, phwéng Binh Hung Hoa B, quan Binh Tan,

U thanh phd H6 Chi Minh, Viét Nam.
4 |Chinhanh Céng |L6 B15/I-B16/I * Thudc khdng v triing (Penicillin): Vién nang clng; Dang bao ché rdn khac (Thudc bdt, thudc c6m); Vién nén (Vién nén, vién nén bao phim). WHO- [CycQuanly 184/GCN-
ty ¢8 phan dugc [duong 2A, khu * Xudt xudng thuSc khong v tring. GMP  |Dugc Viét Nam aLp
phim cong nghiép Vinh * Pong gi so cap: Tat ca cac dang thuSc & muc Thudc khdng vo tring; V&i dang bao ché ran khac (Thudc bdt, thudc cdm): bao gom ca dong géi dang tui - -
Imexpharm - Léc, phuong Binh va d'ang I°,_‘ L L o S S
Nha may khéng |Hung Hoa B, quan * B‘o‘ng goi thil cap: Tat c.a .cac da.ng thuéc cimuc Trluoc %(hong VO trung. ) ) ) B - 3 z
. R T * Kiém tra chét lwong: Vi sinh (Gidi han nhiém khuén; Dinh lwgng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly. <) —
sinh cong nghé [Binh Tan, thanh &I‘ g
cao Vinh Loc phé Hd Chi Minh,
Viét Nam.
5 |Chinhénh Céng |L6 B15/I-B16/I * Thudc khéng vé trung chira khang sinh nhém Penicillin: Vién nang cirng; Vién nén, vién nén bao phim; thudc bét. EU-GMP |Co quan thdm OGYEI/89
ty ¢6 phan dugc [duong 2A, khu * Dong goi so cdp thudc chira khang sinh nhom Penicillin: Vién nang cing; Vién nén, vién nén bao phim; thudc bot. quyén Hungary 9-7/2023
pham cong nghiép Vinh  |* Do"ng goi ‘h‘j cép. - ©
Imexpharm - L4c, phudng Binh * Kiém tra chat lugng: Vi sinh (khng vo trung); Hoa/Ly. o I
Nha may khang |Hung Hoa B, quan g g
sinh céng nghé |Binh Tan, thanh :& 8‘
cao Vinh Loc ph8 HO Chi Minh,
Viét Nam.
—— » Céng ty ¢3 phan Duwgc Hau Giang (DHG PHARMA) » * Nha mdy san xuat: S& 288 Bis, dudng Nguyén Vin Cir, phéng An Hda, quéan Ninh Kigu, thanh phé Can Tho.
) * Kho thudc thanh pham: S6 13, duwdrng Cach Mang Thang Tam, phwong An Théi, quan Binh Thily, thanh phé Can Tho'.
6 |Céngtycd phan |* Nha may san * Thudc san xudt vé trung: Thudc dang 16ng thé tich nhé (ThuSc nhé mét; Thudc nhé mii). WHO- [CucQuanly 311/GCN-
Duwoc Hau Giang |xudt: S6 288 Bis, * Xudt xudng thudc vé trung (T4t ca cac dang thudc & muc: Thudc san xudt vo tring). GMP  |Dugc Viét Nam QLd
(DHG PHARMA) | dung Nguy&n Van * Thudikhéng v trung: Vién nang mém; ThuéF dung ngoai dang |dng (Thudc xjt miii; Dung dich dung ngoai; Gel dung ngoai; Dau gbi); Thuc udng dang
Cir, phudmg An 16ng (H6n dich, nhii dich, dung dich, sirﬁ);)Thuﬁc dang ban ran (Thudc kgm, gel).
Hoa, quan Ninh * Xudt xudng thudc khéng Yﬁ trl'{ng (T4t ca cac dang thudc & muc: Thuc khéng vé trung).
RN . * Thudc dugc liéu, thudc cd truyén: Thudc udng dang 1dng (Dung dich, sird).
KLeu, thanh phd * Xuat xudng thudc dugc liéu, thuc c6 truyén (Tat ca cac dang thudc & muc: Thudc duoc liéu, thudc ¢ truyén). ) ©
Can Tho. * Péng gdi so cap: Tat ca cac dang thudc & muc Thudc khdng vé tring va Thudc dugc liéu, thude ¢ truyén. § §
*Kho thuSc thanh |« Déng géi thir cap: Tat ca cac dang thuSc & muc Thudc san xudt vé tring, Thudc khéng vé triing va Thudc duoc liéu, thudc ¢ truyén. 3’ é
pham: S8 13, * Kiém tra chat lwgng: Vi sinh (D3 vé trung; Gidi han nhiém khudn; Dinh luong hoat lwc khdng sinh béng vi sinh vat); Héa hoc / Vat Iy. =) o
dudng Cach Mang | (*Pham vi chirng nhan bao gdm ca thudc thudc Danh muc thudc, dugc chat thudc Danh muc chat cdm sir dung trong mét s nganh, linh vire; thude thude
Théng Tam, Danh muc thudc déc, nguyén liéu ddc 1am thudc (trir thudc chira chat doc té bao/kim té bao va hormon sinh duc cé tac dung trénh thai).*)
phuong An Théi,
quén Binh Thay,
thanh phé Can Tho.
VN-006 » Chi nhdnh Cong ty C6 phan Duwg'c pham va Sinh hoc Y t& (MEBIPHAR) » L6 Ill - 18, dwong s6 13, khu cong nghiép Tan Binh, phwong Tay Thanh, quan Tan Phi, thanh phé H6 Chi Minh.
7 |Chinhanh Céng [L6 11l - 18, dudng s& | * Thudc khéng vé triing: Vién nang ciing (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin); ThuSc udng dang Iéng (Dung dich, hén WHO- [CucQuanly 130/GCN-
ty C3 phan 13, khu céng dich, sird); Dang bao ché rén khac (Thudc bét, thudc c6m (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin)); Vién nén (Vién nén, vién GMP  |Duoc Viet Nam QLd
Duoc phﬁm va  [nghiép Tén Binh, nén bao phim (bao gém ca thudc chira khang sinh nhém Cephalosporin va Penicillin); Vién nén bao duwong).
Sinh hoc Y t& phudng Tay Thanh, * XuSthudng thudc khéng Yé tru\ng (T4t ca cac dang thuéf & r:\uc: Thuéc khéng vé tr\‘.mg).~ . ) o
quén Tan Phu * Thudc duoc lidu, thudc 6 truyén: Vién nang cirng; Thudc udng dang 16ng (Dung dich, hdn dich, sird); Dang bao ché ran khac (Thudc bdt, thudc cdm); o "
A o . |vién nén (Vién nén, vien nén bao phim, vién nén bao duong). S S
th?"h phd HO Chi * Xuat xudng thudc dugc liéu, thude ¢6 truyén (Tat ca cac dang thudc & muyc: Thude dugc lidu, thudc cd truyén). : g
Minh. * Péng gdi so cdp: Tat ca cac dang thudc & muc Thudc khdng vé trung va Thudc dugc liéu, thude c6 truyén. E :
* Péng goi thir cap: Tat ca cac dang thudc & muc Thudc khong vo trung va Thudc duorc ligu, thudc cé truyén. o~ °
* Kiém tra cht lwong: Vi sinh (D6 v6 triing; Gidi han nhiém khuan; Dinh lwong hoat luc khang sinh béng vi sinh vét); Héa hoc / Vat ly.
(*Pham vi chitng nhan bao gdm ca thudc dang phéi hop chira dugc chét gay nghién, hudng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
dugc chat thudc Danh muc chit cdm sir dung trong mét s6 nganh, linh vuc; thudc thudc Danh muc thuc ddc, nguyén liéu déc lam thubc (trir thude chira
chat doc té bao/kim t& bao va hormon sinh duc ¢ tac dung tranh thai).*)
VN-007 » Cong ty TNHH Duwg'c pham Hisamitsu Viét Nam » S8 14-15, dwérng 2A, khu cong nghiép Bién Hoa Il, phuérng An Binh, thanh phé Bién Hoa, tinh Déng Nai.
8 |Congty TNHH 56 14-15, duong * Thudc khéng v tring: Thudc duing ngoai dang ldng (Dau xoa Salonpas Liniment); Thudc dang ban ran (Salonpas gel); Miéng dan (Cao dén Salonpas, WHO- [Cuc Quan ly 432/GCN-
Dugc pham 2A, khu céng Salonship Gel Patch, Salonpas Pain Relief Patch). GMP  |Duoc Viét Nam QLb - -
Hisamitsu Viét  [nghiép Bién Hoa 2, : XL!aNt xu"(’:.mg thﬂu6c ljhé?g l"é tring. L L S S
Nam phudng An Binh, : Dt?ng gt?! su'cagiz Tatca ’cacf dang (humi U’muc ThuoEkhorn\g vofrut\g. g E
thanh ph Bién Dovng goi thu" cap: Tat ca cac dang thudc o;muc Th:loc khong vo trung. g :
* Kiém tra chat lugng: Vi sinh (Gigi han nhiém khuan); Héa hoc / Vat Iy. =1 —

Hoa, tinh Déng Nai.

VN-009 » Cong ty TNHH Rohto-Mentholatum (Viét Nam) » S& 16 VSIP, dwérng s6 5, khu cng nghiép Viét Nam-Singapore, phuéng Binh Hda, thanh phd Thuén An, tinh Binh Duong, Viét Nam.

Danh séch co s& trong nuéc dat GMP Trang1/33 Cap nhat dén 11/10/2024
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15 |Céng ty ¢ phan |S6 297/5, dudng Ly |* Thudc sén xuat vo trung: Thudc dang 16ng thé tich nhé (Dung dich nhé mat); Thudc dang rén va cdy ghép (Thudc tiém bét chira khéng sinh nhém WHO- [CucQuanly 856/GCN-

Héa - Duoc Thuong Kiét, Cephalosporin va Penicillin). : GMP  |Duoc Viét Nam QLb
ph&m Mekophar | phuong 15, quan * Thuﬁc‘ tiét trung cudi: ThuSc dang 16ng thé tich I&n (Dung dich tiém truyén; Dung mai pha tiém; Dung dich vé khuan dung cho ph3u thuat; Dung dich rira
11, thanhphg H ~ [veKkhudn) -, - o . .
Chi Minh. * Xuat'xu'dng thudc vé trung (Tat ca cac dang thuﬁc ] muc': Thudc san xudt v trung va Thudc tiét trung cudi). )
* Thudc khdng vo trung: Vién nang cirng (bao gdm ca thudc chita khang sinh nhém Cephalosporin va Penicillin); Thuéc dung ngoai dang Idng (Dung dich
duing ngoai, hén dich dung ngoai, dau xoa; Thudc nhd mii, thudc xit mii, thudc nhé tai; Nudc stic miéng, dung dich rira phu khoa); Thudc udng dang long
(Dung dich, hén dich, sird); Dang bao ché rin khac (Thudc bot, thudc c6m (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin)); Thuéc
dang ban ran (Thudc kem, thudc gel, thuSc m&; Bt nho); Vién nén (Vién nén, vién nén bao phim (bao gdm ca thudc chira khang sinh nhém
Cephalosporin va Penicillin); Vién nén bao duong); Thudc khdng vo trung khac (Vién nén si bot, thudc bét sti bot, thudc cdm sti bot; Ong hit).
* Xuat xudng thudc khdng vé trung (T4t ca cac dang thudc & muc: Thudc khéng vé trung). 0 9
* Thudc sinh hoc: Thudc sinh hoc khac (Thudc chira vi sinh (Probiotics): Vién nang cirng, thudc bét, thudc cdm). S S
* Xudt xudng thudc sinh hoc (T4t c cac dang thudc & muc: Thudc sinh hoc). 2‘ 8‘
* Thudc duoc lidu, thudc ¢d truyén: Vién nang cing; Thudc diing ngoai dang 1dng (Con thudc); Thudc udng dang lang (Dung dich, hdn dich, sird); Vién nén i 8‘
(Vién nén, vién nén bao phim, vién nén bao dudng); Thudc khac (Tra thudc).
* Xuat xudng thudc dugc liéu, thude ¢6 truyén (Tat ca cac dang thuéc & muyc: Thude dugc liéu, thudc cé truyén).
* Péng gdi so cap: Tat ca cac dang thudc & muc Thudc khdng vé trung, Thudc sinh hoc, Thude dugc liéu, thude ¢6 truyén.
* Péng gbi thir cap: T4t ca cac dang thudc & muc Thude san xuét vo tring, Thudc khong vo triing, Thudc sinh hoc, Thudc duoc liéu, thudc cé truyén.
* Kiém tra chat lugng: Vi sinh (D6 v trling; Gigi han nhi&m khuén; Pinh lugng hoat luc khdng sinh bing vi sinh vat); Héa hoc / Vt ly; Sinh hoc (N6i ddc t&
vi khun; Thir Histamine).
(*Pham vi chitng nhan bao gdm ca thudc gay nghién, hudng than, tién chét, thudc dang phéi hop chira dugc chat gay nghién, hudng than, tién chat dung
lam thudc; thuéc thudc Danh muc thudc, dugc chat thudc Danh muc chat cdm sir dung trong mét sé nganh, linh vuc; thudc thudéc Danh muc thuéc déc,
nguyén liéu ddc lam thudc (trir thuSc chira chat doc t& bao/kim té bao va hormon sinh duc c6 tac dung trénh thai).*)
VN-017 » Chi nhanh Céng ty C8 phan Dwg'c phdm OPC tai Binh Duong - Nha may Dwo'c phdm OPC » S6 09/DX04-TH, t6 7, khu phé Tan Héa, phueng Tan Vinh Hiép, thi x3 Tan Uyén, tinh Binh Duong.

16 |Chinhénh Cong |SG 09/DX04-TH, t6 |* Thudc khéng vé triing: Vién nang citng; Vién nang mém; Thudc diing ngoai dang 1ng (Dung dich duing ngoai, dau xoa, cdn thudc); Thudc uéng dang 16ng | WHO- |Cuc Quan ly 257/GCN-
ty C3 phan 7, khu phé Tan Hoa, |(Dung dich, si r, nhii twong, hén dich, rugu thudc); Dang bao ché rén khéc (Thudc bét, thudc cdm); Thudc dang ban rén (Kem, gel, m&, cao xoa); Vién nén GMP  |Dugc Viét Nam QLd
Dugc phdm OPC | phuong Tan Vinh (Viér? nén, vién nén bao phim, vién nén bao dudng; Vién ngam); Thudc khéng vé trung khac (Vién nén sti bot, Thudc bt sti bot, Thudc cdm sui bot;
tai Binh Dwong - |Hiép, thi xa Tan Thuéf h'/t),' P . Y e
Nha may Dugc |Uyén, tinh Binh * Xudt xudng thuoc khong Yo trung (T.aht ca cac dang th}lac & muc:uThuoc ki\ons vo truns). ! ) ) . ) )

s ' * Thudc dugc liéu, thude ¢ truyén: Vién nang cing; Vién nang mém; Thudc dung ngoai dang 1dng (Dung dich duing ngoai, dau xoa, cdn thudc); Thudc

phédm OPC Duong. udng dang ldng (Dung dich, si rd, nhii twong, hdn dich, rwou thudc); Dang bao ché ran khéc (Thudc bét, thudc cdm; Vién nén sti bot, thudc bét sti bot, I N
thudc c8m sti bot); Thudc dang ban rén (Kem, gel, m&, cao xoa); Vién nén (Vién nén, vién nén bao phim, vién nén bao dudng; Vién ngam); Vién hoan R, R,
(Vién hoan cirng, vién hoan mém); Thudc khéc (Cao thudc, tra thudc; Thudc hit). 8. S.
* Xust xudng thudc dugc liéu, thuc c6 truyén (Tat ca cac dang thudc & muc: Thudc duoc liéu, thudc ¢ truyén). Q 3
* Nguyén liéu tir duoc liéu: Cao dugc lidu (Cao dic, cao khd, cao 16ng); C6m, bt duoc liéu; Khac (Duoc ligu da ché bién).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khong v tring va Thudc duoc liéu, thudc cé truyén; Khac (Nguyén liéu tir duoc ligu).
* Péng gdi thir cap: Tat ca cac dang thudc & muc Thudc khdng vé trung va Thudc dugrc ligu, thudc cd truyén; Khac (Nguyén liéu tir duoc lidu).
* Kiém tra chat lwgng: Vi sinh (Gidi han nhi@m khuan; Dinh lugng hoat Iy khang sinh bng vi sinh vat); Héa hoc / Vat Iy.
(*Pham vi chitng nhan bao gdm cé thudc dang phéi hop chira dugc chat gay nghién, huéng than, tién chat dung lam thudc; thudc chira dugc lidu thude
Danh muc duoc liéu déc lam thude.*)

VN-018 » Cdng ty TNHH MTV Duwg'c pham OPC Binh Duo'ng » S3 09A/DX04, t3 7, khu phd Tan Héa, phuéng Tan Vinh Hiép, thi xa Tan Uyén, tinh Binh Duong.
17 |Congty TNHH S6 09A/DX04, t6 7, |* Nguyén liéu héa dugc: Nguyén liéu khéng vé trung (Ethanol dugc dung). WHO- [CucQuanly 256/GCN-
MTV Duoc khu phd Tan Héa, | * Pong gdi so cép: Khac (Ethanol duoc dung). GMP  |Duwoc Viét Nam QLb ] 3
ph&m OPCBinh |phuéng Tan Vinh * Déng gdi thir cap: Khéc (Ethanol dugc dung). R. R.
Duwong Hiép, thi xa Tan * Kiém tra chat lugng: Hoéa hoc / Vat ly (Thuc hién tai Chi nhanh Céng ty ¢ phan duwgc phdm OPC tai Binh Duong). 8. S.
Uyeén, tinh Binh 2 2
Duong.
VN-019 » Cong ty ¢8 phan thwong mai Dug'c phdm Quang Minh » S8 4A, dwdng Lo Lu, phwérng Trwdng Thanh, thanh phd Tha Bire, thanh phd H6 Chi Minh.

18 |Cong ty cd phan |S6 4A, duong Lo Lu, |* Thudc sén xuat vé trung: Thudc dang 16ng thé tich nhd (Thudc nhé mat). WHO- [CucQuanly 301/GCN-
thwong mai phuong Truong * Xust xudng thuc vé trung (T4t ca cac dang thudc & muc: Thudc san xuat vé trung). GMP  |Dugc Viét Nam QLd
Duoc phim Thanh, thanh phd * Thudc khéng v tring: Vién nang ctrng; Thudc duing ngoai dang 1dng (Dung dich); Thudc udng dang 16ng (Dung dich, Hon dich, Sird); Dang bao ché rén
Quang Minh Tha Bic, thanh phd khéc (Thudc bot, thudc cdm); Thudc dang ban ran (Thudc kem, thudc m&); Thudc dat (Thudc dan); Vién nén (Vién nén, vién nén bao phim); Thudc khéng < ©

N v trung khéc (Vién nén sti bot, thudc bét sui bot, thudc c8m sui bot). S S
H6 Chi Minh. .y Ee 2 PO 2 P TR KA A 4 & &
Xudt xuwdng thudc khdng vo trung (Tat ca cac dang thudc & muc: Thude khdng vo trung). A A
* Péng gdi so cap: Tat ca cac dang thuc & muc Thudc khdng vé trung. g 2
* Péng gdi thir cap: Tat ca cac dang thudc & muc Thudc san xuét vé trung va Thudc khong vo trung. - N
* Kiém tra chat lwong: Vi sinh (D3 v6 trung; Giéi han nhiém khuan; Dinh lwong hoat luc khang sinh béing vi sinh vat); Héa hoc / Vat ly.
(*Pham vi chirng nhan bao gdm ca thudc thudc Danh muc thudc, dugce chat thudc Danh muc chat cdm sir dung trong mét s8 nganh, finh vure; thude thude
Danh muc thuc ddc, nguyén liéu déc lam thudc (trir thude chira chat doc té bao/kim té bao va hormon sinh duc c6 tac dung trdnh thai).*)
VN-020 » Cong ty ¢ phan Dugc Trung wong Mediplantex » S8 356 duéng Giai Phéng, phudng Phurong Liét, quan Thanh Xuan, thanh phd Ha Nbi
19 |Céngty cd phan |* Cos& 1: 56356 « Co's& 1 » (Pham vi chirng nhan bao gdém ca thudc chira duogc liéu thudc Danh muc dugc liéu doc lam thudc.) WHO- [Cuc Quan ly 313/GCN-
Dugc Trung dudng Giai Phong, |* Thudc duoc liéu, thuc ¢6 truyén: Vién nang cing; Thudc udng dang 1ong (Sirs, dung dich); Dang bao ché ran khac (Thuc bét, thudc c6m); Vién nén GMP  |Dugc Viét Nam Qb
wong phuong Phuong (Vién nén, vién nén bao phim, vién nén bao dudng); }/ién hoan (Vién hoan cttng, vién hoan mém); Thudc khac (Ché hoa tan; Vi thudc ¢é truyén: Lam sach,
Mediplantex Liét, quan Thanh rira, E ng?m, théiLséy, tam, sao, chjch, f:hung, ﬂé’l:, d:ﬁ, nung, nudng?. ) ) o
Xun, thanh phé Ha * Xudt xudng thudc dugc liéu, thude ¢ truyén (Tat car cac dang thudc & muc: Thudc dugc liéu, thudce cb truyén).
N * Nguyén liéu tir dugc liéu: Khac (Dugc liéu da so ché, ché bién).
Noi. N .. |*Ponggdiso c&p: Tat ca cac dang thudc & muc Thudc dugc liéu, thudc 6 truyén; Khac (Nguyén liéu tir duoc ligu).
* Co s 2: Nha may |« pong goi thir cdp: Tt ca cac dang thudc & muc Thudc duoc lidu, thudc cd truyén; Khac (Nguyeén lidu tir duorc lidu). ~ n
duocphdm s62: | Kiém tra chit lugng: Vi sinh (Gidi han nhi&m khuén); Héa hoc / Vat Iy. S S
Thén Trung Hau, Xx& [« Co's& 2 » (Pham vi ching nhan bao gdm ca thudc dang phdi hop chira dugc chét gay nghién, hudng than, tién chat dung lam thudc; thudc thugc Danh g 8'
Tién Phong, huyén |muc thudc, dugc chat thugc Danh muc chét cdm sir dung trong mét s6 nganh, linh vuc; thudc thudc Danh muc thuc déc, nguyén liéu doc lam thudc (trir m‘ Z‘
M@ Linh, thanh phé |thudc chira chét doc té bao/kim t& bao va hormon sinh duc c6 tac dung tranh thai); bao gdm ca duor ligu thuge Danh myc duoc ligu doc lam thudc.)
Ha Noi. * Thudc khdng v triing: Vién nang clrng; Vién nang mém; Thudc udng dang long (Dung dich, hdn dich, nhil dich, siré); Dang bao ché ran khac (Thuéc bot,
thudc cdm); ThuSc dang ban rén (Kem, gel, m& dung ngoai); Vién nén (Vién nén, vién nén bao phim, vién nén bao dudong).
* Xuat xudng thudc khéng vé trung (T4t ca cac dang thudc & muc: Thude khéng vé trung).
* Nguyén liéu tir duoc liéu: Cao dugc liéu (Cao dac, cao khg, cao long).
* Péng gdi so cdp: Tat ca cac dang thudc & muc Thudc khdng vé triung; Khac (Nguyén liéu tir duoc liéu).
* Péng gdi thir cap: Tat ca cac dang thudc & muc Thudc khong vé trung; Khac (Nguyén lidu tir duoc ligu).
* Vifim tra ch&t lsona: \fi cink (Gid han nhifm LhuSn: Dink beona hoat lve bhdna cinkh h¥nag ui cinkh udt: HAa hae [\AS 1
VN-021 » Céng ty c8 phan Dugc Trung wong Mediplantex » Nha méy dugc phdm s8 2: Thén Trung Hau, xa Tién Phong, huyén ME Linh, thanh ph& Ha Noi
20 |Céngty cd phan |Nha méy duoc * Thudc khdng v tring: Vién nang ctrng (Vién nang cirng chira sinh pham); Dang bao ché rén khac (Thudc bot, thudc c6m chira sinh pham); Vién nén WHO- [CucQuanly 367/Qb-
Duoc Trung pham s6 2: thon (Vién nén, vién nén bao phim, vién nén bao duding chita sinh pham). GMP  |Duoc Viét Nam QLb
wong Trung Hau, xa Tign * Xudt xudng thudc khéng vé trung (T4t ca cac dang thudc & muc: Thude khéng vé trung). ) ] 3
Mediplantex Phong, huyén Mé * Thﬂu&cds'mh hoc: Thuéc sinh hoc khac (Thudc chira vi sinh vat (probiotics): vién nén, vién nén bao phim, vién nén bao dudng, vién nang cing, thudc bot, 2, 2,
Linh, thanh ph& Ha |thusceom). ) S| 3
a * Xuat xudng thudc sinh hoc (Tat c cac dang thudc & muc: Thudc sinh hoc). ~ S
Noi * Péng gdi so cdp: Tat ca cac dang thudc & muc Thudc khdng v trung; Thudc sinh hoc.
* Péng gdi thir cap: T4t ca cac dang thudc & muc Thudc khong vo trung; Thudc sinh hoc.
VN-022 » Céng ty ¢d phan Duwgc pham Trung wong | - PHARBACO » 160 Ton Birc Thang, phuwong Hang Bot, quan Dang Da, thanh phd Ha Ngi.

21 |Céng ty ¢ phan |160 Tén Dirc Théng, |* Thudc khéng vé trung (chira khang sinh nhém Penicillin): Vién nang cirng; Dang bao ché ran khac (Thuéc bét, thudc c6m); Vién nén (Vién nén, vién nén WHO- [Cuc Quan ly 623/GCN- - ©
Dugc pham phudng Hang Bot, |bao ghim{v B X . . o . GMP  |Dugc Viét Nam Qb S N
Trung wong | - quén Déng Da, : XL!at xu"qng thkuoc l:ho?g ,VO trung lTaf c,a cac dang:huof & mflc: Thuoc khéng vé trung). g 3
PHARBACO thanh phd Ha N6i. *B?ng g?! su[ca;z: Talﬂca )cacy dang thuoicrqmuc Thuoskhor)g vohtru?g, 3 3

Dong goi thir cap: Tat ca cac dang thudc & muc Thube khong vo trung. N =]
P RO A I
VN-023 » Cong ty ¢d phan Dwgc phim Trung wong | - PHARBACO » Thén Thach L8i, x3 Thanh Xuén, huyén Séc Son, thanh phd Ha Nbi.

Danh séch co s& trong nuéc dat GMP Trang3/33 Cap nhat dén 11/10/2024
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CONG TY CO PHAN THUONG MAI
VA DUQC PHAM NGQC THIEN

S6: 01-2016/KKG-NT
V/v: Ké khai gid thude

Péc tap- Ty do- Hanh phiic

CONG HOA XA HOI CHU NGHIA VIETNAM

Vinh Phuc, ngay 21 thang 06 nam 2016

Kinh givi: CUC QUANLY DUGC-BQ Y TE

BANG KE KHAI GIA THUOC
(Thubc san xudt trong nude)
L Giibin_ | Giabin
chn thuoe, néng do Den Cia budn dy i€ dir
hogc hiam lrgng, quy Hoat chit S6 diing ky vi | thanh | kiéntai | kién tai
cach dong goi tinh | (VND) | Viét Nam | Viét Nam
(VND) (VND)
- DIDALA Cao_kho 1a dailu tam .
2 : iz (Folium Mori albae) VD-24473-16 | Vién | 2.000 2.500 3.000
Hop 3 vix 10 vién nang | 570me
=4

Co s& cam két céc thong tin trén la chinh xdc va chiu trich nhiém trude phép luit hién

hanh ctia Viét Nam.

Ghi chu:
- Pon vj tink: Tinh theo quy céch dong goi nhé nhdt.

- Gid bén budn dy kién di bao gém thué GTGT vé tink theo VND.
- Gid bdn 1é dy kién dd bao gém thué GTGT va tinh theo VNP.

GIAM POC CO SO SAN XUAT THUOC

A6 T6°NG Gl,&M Dc“)'c

IAM POC CO SO PAT GIA CONG THUOC
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TRANGCHU THUTUC HANH CHINH  HETHONG BAO CA0O  KHIEUNAIVEVACXIN  LIEN HE

TRA CU'U GIA THUOC

Q, TiM KIEM C DATLAI

sd
GPLH/GPNK

TRANG
THAI
Da ra soat, Cao kho I4 dau tam
23/06/2016 khéng cé van Didala (twong dwong 14 dau
ban tam 5g) 570mg
Da ra sodt, Cao kho la dau tam
27/06/2016 khéng cé van Didala (twong dwong 14 déu

ban tam 5g) 570mg

Hop 3 vix N Céng ty c8 phan duoc . Céngty c8 phan Duge KK trong
VD-24473-16 Vién 2,500 i Viét Nam i

10 vién trung wong Mediplantex TW Mediplantex nwéc

Hop 3 vix Cdng ty cd phan duwoc Céng ty c8 phan Dugc KK tron
VD-24473-16 _pu Vién 2,500 gueen o Viét Nam v . P ) i !

10 vién trung wong Mediplantex TW Mediplantex nuwdc
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VIEN NANG CUNG
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@ MEDIPLANTEX

X DIDALA

HOP 3 Vi X 10 VIEN NANG CUNG

Nha sén xudt: CONG TY CP DUGC TRUNG UONG MEDIPLANTEX
Tru s6: 358 duding Gidi phong, Phuang Liét, Thanh Xuan, Ha Noi
SX tai: 356 dudng Gidi phdng, Phuong Liét, Thanh Xuan, Ha Néi

Phan phdi bdi: CONG TY CP TM & DUOC PHAM NGOC THIEN
5610, Ngd 3, dudng Ly Bon, Ngd Quyén, Tinh Vinh Phiic

DIDALA

HOP 3 Vi X 10 VIEN NANG CUNG

cd PHAN

=
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5 DID AL A LIEU LUQNG VA CACH DUNG:
e Uébng véi liéu 4 - 6 vién/ ngay, chia lam 2 - 3 1an/ ngay
THANH PHAN: Méi vién c6 chia TIEU CHUAN: TCCS
Cao kh 14 déu tém 570mg  BAOQUAN: Nai kho, trénh anh sang, nhiét do dudi 30°C }
tuong duong véi 14 dau tim (Folium Mori Albae) 5,0 gam S6 16 SX/ Lot: ‘
Ta duoc vifa ddi 1 vién nang cling Ngay SX/ Mfd: |
CHI BINH: Hb tro diéu tri déi thio dudng tuyp 2 Han dung/ Exp:
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6 Vi X 10 VIEN

( f NGOC THIEN

VIEN NANG CUNG

DIDAL

@ MEDIPLANTEX

LIEU LUONG VA CACH DUNG:

HOP 6 Vi X 10 VIEN NANG CUNG

Nha san xudt: CONG TY CP DUOC TRUNG UONG MEDIPLANTEX
Tru s6: 358 dudmg Gidi phong, Phuong Liét, Thanh Xuan, Ha Noi
SX tai: 356 dudng Gii phong, Phuong Liét, Thanh Xuan, Ha Noi

Phan phai béi: CONG TY CPTM & DUGC PHAM NGOCTHIEN
56 10, Ngd 3, dudng Ly Ban, Ngd Quyén, Tinh Vinh Phic

DIDALA

HOP 6 Vi X 10 VIEN NANG CUNG

GMP|

DlDALA Udng véi liéu 4 - 6 vién/ ngay, chia lam 2 - 3 18n/ ngay
THANH PHAN: Méi vién c6 chia TIEU CHUAN: TCCS
Cao khé 14 dau tim 570 mg BAO QUAN: Nai khé, trénh 4nh sang, nhiét @6 dudi 30°C

tuong duong véi 13 dau tdm (Folium Mori Albae) 5,0 gam S6 16 SX/ Lot:
T4 dugc vifa dd 1 vién nang cling Ngay SX/ Mfd:
CHi DINH: H6 trg diéu tri di thao dudng tuyp 2 Han dung/ Exp:
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VIEN NANG CUNG

DIDALA

Z
iv

DIDALA

THANH PHAN: M3i vién ¢6 chifa

Cao khd 14 dau tam .570mg
tuong duong vi 14 dau tam (Folium Mori Albae) 5,0 gam
Td dugc ..vifadi 1 vién nang cling

CHIDINH: HB trg diéu tri dai thdo duding tuyp 2
LIEU LUONG VA CACH DUNG:
Udng vdi liéu 4 - 6 vién/ ngay, chia lam 2 - 3 1dn/ ngay

TIEU CHUAN: TCCS
BAO QUAN: Noi khd, tranh &nh séng, nhiét 6 dudi 30°C

5616 SX/ Lot:
Ngay SX/ Mfd:
Han ding/ Exp:

( \ NGOC THIEN 60 VIEN NANG CUNG
VIEN NANG CUNG
GL/‘ MEDIPLANTEX

G o

VIEN NANG nﬁzw

DIDAAT
ey e

 GOVIEN NANG CUNG

DIDALA

CHONG CHI BINH:

Ngudi di ting vdi bat ky thanh phan nao cia thudc
CACTHONG TIN KHAC: Xem trong ts hudng dan sif dung
SDK/Reg.No: ..............cccoocs

DE XA TAM TAY CUA TRE EM
DOC KT HUGNG DAN S DUNG TRUGC KHI DUNG

Nha san xudt:
CONG TY CP DUQC TRUNG UONG MEDIPLANTEX
Tru s&: 358 dudng Gidi phdng, Phuong Liét, Thanh Xudn, Ha Noi
SX tai: 356 dudng Gidi phng, Phuong Liét, Thanh Xuan, Ha Noi

Phdn phéi béi:
CONGTY CPTM & DUGC PHAM NGOCTHIEN
$610, Ngd 3, duing Ly Bdn, Ngd Quyén, Tinh Vinh Phiic

( \ Naoc T 60 VIEN NANG CUNG
VIEN NANG CUNG
(Mo MEDIPLANTEX

THANH PHAN: Mdi vién co chita
Cao khé 14 dau tam

Té duoc.......
CHIDINH: HG trg diéu tr dai tho dubng tujp 2

tuong duong vdi I& dau tam (Folium Mori Albae) 5,0 gam
..vifa di 1 vién nang ciing

LIEU LUGNG VA CACH DONG: Udng vdiliéu 4 - 6 vién/ ngay, chia lam 2 - 3 14n/ ngay
BAO QUAN: Noi kho, tranh anh séng, nhiét o dudi 30°C

CHONG CHi BINH: Ngui di ting véi bit ky thanh phan nao cila thudc

CACTHONG TIN KHAC: Xem trong tishudng dan sir dung

TIEU CHUAN AP DUNG: T(CS

SDK/Reg.No: ..

E XA TAM TAY COA TRE EM. DOC KT HUGNG DAN S DUNG TRUGC KNI DUNG

Nhi san xuat:

CONGTY CP DUOC TRUNG UONG MEDIPLANTEX Phan phéi b

Tru 56 358 duong Gial phong, Phuong Liét, Thanh Xudn, Ha Noi CONGTY CPTM & DUGK PHAM NGOC THIEN

SKtak: 356 dutng Gidl phong, Phuong LIét, Thanh Xadn, Ha Nol

610, Ngd 3, dudng Ly Bén, Ngd Quyén, Tinh Vinh Phic

CONG TY
cO PHAN




TO HUGNG DAN SU' DUNG THUOC
Vién nang cirng DIDALA
Quy cdch: Hop 06 vi, 3 vi x10 vién (vi nhém/nhém), Hop 01 1o x 60 vién (Lo PE)
Thanh phin: Cao khé I4 dau tim $ 570 mg
(Twong duong véi 14 dau tim (Folium Mori albae ) 50¢g)
Ta dwge (Talc, Magnesi stearat, aerosil) vira du 1 vién
Dang bao ché: Vién nang cirng
Téc dyng duwgc Iy: Theo céc nghién ciru tic dung ha glucose huyét cta 14 dau 1a do thanh phan cua 14
ddu cé cac nhém chét dudng chira nito(DNJ), ¢6 kha ning trc ché enzym a - glucosidase; trong thanh
phan cia 14 dau c6 fogomine c6 kha néng kich thich tyy giai phéng insulin; thanh phin trong 14 dau lam
tang sir dung glucose & mo.
Chi dinh: HS trg diéu trj d4i thio duong tuyp 2 I
Liéu ding va cich ding: Ubng 4-6 vién/ ngay chia 2-3 l?m/ngt‘ly. /L /
Chéng chi djnh: Ngudi man cam véi bit ky thanh phan nao cta thuéc.
Téc dyng khéng mong mudn: chua cé béo cdo.
Théng bdo cho bdc T téc dung khéng mong mudn 8dp phdi khi sir dung thuée
Ngudi c6 thai va cho con bii: chira ¢6 danh gia.
Ngudi ldi xe va van hanh may méc: duge dung.
Twong tic thude: chua c6 thong tin
Sir dyng qué lidu va xir tri: khong uéng thue qua liéu chi dinh. Néu ¢6 biéu hién bét thuong gi do ding
thube qua liéu thi nén dén co s& kham chita bénh
Than trong: chua c6 théng tin.
Bio quan: Noi kho, tranh 4nh sang, nhiét d6 duéi 30°C.

Han ding: 36 thang ké tir ngay san xujt /%
Khéng ding thuéc qua han ‘

Tiéu chuin 4p dyng: TCCS

“Wr &

Dé xa tim tay ciia tré em — ua.cyc TRUCZ)NG
F Doc ky hwong din sik dung trude khi dt‘mgx P.TRUONG PHONG
A . I 3 . 1 : . ) )\
Néu cdn thém thong tin xin héi V kién thdy thuéc OOZ/Z é M lin 4 Jl/ N f

Nha sén xuft: Phan phéi béi:
CONG TY CP DUQGC TW MEDIPLANTEX CONG TY CP TM & DUQC PHAM NGQC THIEN
Tru s6: 358- Dudng Giai Phéng- Phuong Liét- Dja chi: Sb 10 - Ngé 3 - Pudng Ly Béon — Phuong 1
Thanh Xuén- Ha Noi Bén- Ngé Quyén — Tinh Vinh Phtic
DT: (084 )- 043 668 6111 fax: 04 38641584 Dién thoai : 0211 861 069

San xuét tai: 356- budng Giai Phéng- Phuong Liét -
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