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CONG TY CO PHAN HOA - DUJUC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
MEKOPHAR Poc Lap — Ty Do — Hanh Phic
297/5 Ly Thuong Kigt; Rhudmg Phu Tho, Tp. HCM

3500 VN DA EOA RN BRI D

N Sk (ﬁ ................
DEN Ngay\.../: it - S¢'Y té Gia Lai )
gayd.. - Bénh vién Da khoa Trung tim tinh Gia Lai
Bion oyt (Tén cii Bénh vién Pa khoa tinh Binh Pinh)
Lutu h6 50 s8: - Béo hidm x4 hdi tinh Gia Lai

- Céc co sé'y té trén dia ban tinh Gia Lai

Thong bao vé viéc thay adi s6 ding Ky cia sin pham trung thau G6i s6 1: Goi thau thube
generic thuoc ké hoach lwa chon nha thiu cung cap thube thugc Danh muc
thudc ddu thau tip trung cip dia phwong cho céc co sé y té
trong tinh Binh Dinh sir dung nim 2024 - 2025

Cin ctr Quyet dinh s6 3747/QDP-SYT ngay 29/12/2023 clia Giam déc S& Y té Binh
Dinh vé viéc phé duyét két qua lwa chon nha thau Géi s6 1: G6i thau thude generic thude Ké
hoach lwa chon nha thau cung cap thude thuge danh muc thudc déu thiu tap trung cip dia
phuong cho céc co s& y té trong tinh Binh Dinh sir dung nam 2024 - 2025;

Cin ctr Théa thuan khung s6 65/TTKG1-2924:2025, ngay 03 thang 01 ndm 2024
gitta Bénh vién da khoa tinh Binh Pinh va Céng ty C6 phan Héa - Dugc pham Mekophar

Cong ty ol Phén Héa - Dugc pham Mekophar tham gia du thau thubc va da duogc
duyét tring thau Géi sé 1: Géi thau thude generic thudc Ké hoach Iya chon nha thau cung cap
thudc thude danh muc thude déu thau tap trung cép dia phuong cho cac co sd'y té trong tinh
Binh Dinh st dung nam 2024 - 2025, trong do6 co6 san pham Vitamin A 5000 IU.

Cong ty chung t6i da duge Cuc Quan Ly Dugc duyét cép gia han gidy dang ky déi
v6i san phdm Vitamin A 5000 IU, cu thé nhu sau:

S6 diing ky di duyét tring thiu S6 ding ky méi thay thé SPK tring thiu

Tén sin
STT phim
. A
tring thau | g§ gingky | Ngay cAp (:fﬁlng Sb diing ky Ngay cép ‘:-II:::;

Yitamin A

5000 TU VD-29971-18 | 27/03/2018 | 24 thang | 893100716624 | 02/08/2024 | 24 thang

Nay bing vin ban nay Cong ty Cb Phan Hoéa - Duoc phém Mekophar théng bao
Cong ty ching t6i s&€ cung ng san pham Vitamin A 5000 IU c6 s6 ding ky 893100716624
thay the cho cac san pham c6 s6 diang ky VD-29971-18. (Dinh kém ban chup hd so san phim
theo s dang ky méi ctia Vitamin A 5000 IU)

Xin tran trong thong bao dén S¢ Y té Gia Lai, Bénh vién Pa khoa Trung tdm tinh
Gia Lai (Tén cii Bénh vién Pa khoa tinh Binh Pinh), Bao hiém x4 hoi tinh Gia Lai va céc co
s&'y té trén dia ban tinh Gia Lai xem xét va tiép nhén céc san phim ctia Cong ty ching toi.

Tran trong cam on.

8 thang 7 nam 2025 £

Tp. Ho/Chi ¥fi
b, i PHAM MEKOPHAR

CTY CO PHAN Ht U&
Noi nhin: \ M n
- Nhu trén;
- Luu./.

L2
TONG GIAM BOC
Ths. Phan Thi Lan Huong
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pjc lap - Ty do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang V0 - Ha Ngi - Viét Nam
Tel: 84.24.37366483/38464413 - Fax: 84.24.38234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thube . Vitamin A 5000 U

Name of Drug: e

Thanh phén chinh, ham luvgng Retinol acetat 5000 |U

Active Ingredients, Strength: S itk ! . :

Qui cach déng goi, bao ché © Hop 10 vix 10 vién, hdp 10 vi x 20 vién; Vién nang clirng
Packing Size, Dosage form: :

Tiéu chuén chét lwong : TCCS

Quality Specification:

Han dung . - 24 thang

Shelf- hfe ;

Sb gidy phép Itu hanh san pham (SBK): VD-29971-18

Markeling Aultonization Number:

Sé quyét dinh :181/QP-QLD Ngay cép: 27/03/2018
Approval Decision Number: : Date of Issuance:

Hiéu lwc cla glay phép lwu hanh san pham cd gia trj 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky Céng ty c6 phan hoa-dwoc pham Mekophar.

Name of Matkeling Authorization Hoider

Pia chi 1 297/5 Ly Thuéng Kiet quan 41, Tp Ho Chi Mmh Viét
Address: : Nam

Tén co & san xuat . Céngty c6 phan hoa-dwo-c pham Mekophar.

Name of Manufacturer:

Dia chi 297/5 Ly Thuwdng Ktet quan 11, Tp. Ho Chi Minh - Viét

Address: Y BAN CHAN"Nam

PHO TONG GIAM DOC , Ha N§i, ngéé27 thang 03 nam 2018.
A KT. CUC TRUONG CUC QUAN LY DUQC 4
KS % "M j&@? FOR GENERAL-DIlI'\t"ECTOR OF THE DRU% ADMINISTRATION OF VIETNAM ' 1
PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR

Ghi chu: (Note)
1- Gidy phép Iuu hanh san pham nay duoc cép theo ding ho s
dang ky thubc da dugc Bo Y té phé duyat.

approved by the Vietnam Ministry of Health.
2- Bét clv sy thay dbi nao vé néi dung cla gidy phép phai duoc
Cuc Quan Ly Dugc - B Y té xac nhan.

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.
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CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
Sé: 550 /QP-QLD Ha Néi, ngay 02 thdng 08 ndm 2024
QUYET PINH

V& viéc ban hanh Danh muc 700 thudc san xuit trong nuwéc
dwoec gia han gidy ding ky lwu hanh tai Viét Nam - Dot 206

CUC TRUOGNG CUC QUAN LY DUQC

Cdn cit Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016,
Cdn cit Nghi dinh s? 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chitc ndng, nhiém vu, quyén han va co cau té chire ciia B Y té;

Céin cit Quyét dinh 46 1 969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y 1€ quy
dinh chitc ndng, nhiém vif quyén han va co cdu t6 chite ctia Cuc Qudn Iy Duoc thudce
Bé Y té;

Céin cit Thong ne sh 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng B Y 1é
quy dinh viéc dang ky luAl hanh thuoc, nguyeén ligu lam thubc;

Cdn cir két ludn cua Hoi dong tw van cap gidy dang ky lwu hanh thuéc, nguyen
liéu lam thuoce - Bo Y té dot 206 tai Cong van so 60/HDTV-VPHD ngay 20/6/2024 cua
Viin phong Héi dong tw van cdp GPKLH thuéc, nguyén liéu lam thuéc;

Theo dé nghi ciia Truéng phong Pang ky thuée, Cuc Quan Iy Duroc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 700 thudc san xuét trong
nuée duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 206, cu the

1. Danh muc 479 thudc san xudt trong nuéc duge gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 193 thubc san xuét trong nuéc dwoc gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu luc Il kém theo).

3. Danh muc 28 thuéc san xuét trong nude duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc 111 kem theo).

Diéu 2. Co so'san Xuit va co so dang ky thude c6 trach nhiém:

1. San xuét thude theo dung cac ho so, tai liéu da dang ky v6i Bo Y té va phai
in s6 dang ky dugc Bo Y te Viét Nam c4p 1én nhan thude.

2. Chi dugc san xuét, dua ra luu hanh cac thude kiém soét dac biét khi c6 Gidy
chimg nhén da diéu kién kinh doanh dwgc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop véi pham vi hoat dong cia co s dap img quy dinh tai khoan 5 Piédu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luét Duoc.

3. Thyc hién viéc cdp nhat tiu chudn chét lugng ctia thudce theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat lwong thude, nguyén liéu lam thude.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhan thude, to huéng dan st dung thude theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B truéng BO Y té thi phai thuc
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hién cép nhét theo quy dinh tai diém b Khoan 1 Piéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tr ngay dugc gia han gléy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thuée duoc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay ddi vé ndi dung hanh chinh phai
san xuat va luu hanh véi cac ndi dung da duge phé duyét thay dbi trong hd so gia han.

6. Co s& ding ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng hop
khéng con dap ng du diéu kién hoat dong, co s& dang ky phai ¢6 trach nhiém thuc
hién thay déi co s& ding ky theo quy dinh tai Thong tu s& 08/2022/TT-BYT trong thdi
han 30 ngay ké tir ngay co s¢ dang ky khong con di diéu kién hoat dong.

7. Co s& san xuét thude phal bao dam cac diéu kién hoat dong cua co s¢ san
xudt trong thoi han hiéu luc cia glay dang ky luu hanh thube, nguyén liéu lam thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc str dung so dang ky da cap trude khi gia han trong thoi han tdi da 12 thang ké tir
ngay dugc cap sO diang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop v6i céc co sé diéu tri dé thuc hién theo ding céc quy dinh hi¢n
hanh vé thubc ké don, theo doi an toan, hiéu qua, tac dung khéng mong mubn cua
thude trén ngudi Viét Nam va tdng hop, bao céo theo quy dinh tai Piéu 5 Théng tu s6
08/2022/TT-BYT dbi véi cac thudce trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Diéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 4. Giam déc S¢ Y té cac tinh, thanh phd truc thude Trung wong va Giam
ddc co sé san xuét va co sé dang ky 6 thube tai Piéu 1 chju trach nhiém thi hanh

Quyet dinh nay./.

Noi nhin: ; CUC TRUONG
- Nhu Diéu 4 o %H.C 3

- BT. Pao Hdng Lan (dé b/c);

- TT. P4 Xuan Tuyén (dé b/c); it
- Cuc Quén y - B Quéc phong, Cuc Y té - B Cong ang’
-Cuc Y té GTVT - Bo Giao thong vén tai; \
- Téng Cuc Hai quan - Bd Tai chinh;
- Bao hiém x4 hoi Viét Nam;

-BO Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B, Van phong HPTV cap GPKLH thude, NLLT;

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

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

- Cac Bénh vién, Vién c6 givong bénh truc thude Bo Y té;
- Trung tim mua sim tap trung thudc quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu: VT, BKT (C.H) (02b).

Vii Tuin Cwong




DANH MUC 193 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc II

TAI VIET NAM HIEU LUC 03 NAM - PQT 206

(Kém theo Quyét dinh sé 550  /OP-QLD ngay 02  thdng 08 ndm 2024
cua Cuc Quan ly Duoc)
STT|  Tén thude Hoat chit chinh - | Dang bao | Quy cich déng géi | Tiéu | Tudi | SO dingky | So6
Ham lwgng ché chuén tho gia han lin
(thang)| (S6 diing ky | gia
di cip) han
(1) 2) [€)) @ 5 (6) (7 (8) %)
1. Co s& dang ky: Cong ty co ph?m 23 thang 9 (Pia chi: 11 Tan Héa, Phuong 14, Quan 6, Thanh Pho Ho Chi Minh, Viét
Nam)
1.1. Co s6 san xuét: Cong ty ¢b phin 23 thang 9 (Pia chi: 11 Tan Héa, Phudng 14, Quan 6, Thanh Phé H Chi Minh, Viét
Nam)
1 |Dotioco Magnesi hydroxyd  |Hén dich Hop 10 goi x 10g; NSX 36 893100700524 1
400mg; Nhém oxyd uéng Hoép 20 goi x 10g; (VD-29604-18)

(dudi dang nhém
hydroxyd khd)
200mg

Hop 30 gdix 10g

2. Co sé diing ky: Cong ty Co phan Dwgc - Vit Ty té Nghé An (Dia chi: S6 68, duong Nguyén Sy Sach, phuong Hung

Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)
2.1. Co sé siin xuit: Cong ty C6 phan Duwgc - Vit tw y té Nghé An (Dia chi: S6 68, duong Nguyén S§ Séach, phudong Hung
Phtic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2 |Alpharusa

Alpha chymotrypsin
(twong Ung vaéi
Alpha chymotrypsin
4200 don vi USP)
4,2mg

Vién nén
phén tan

Hoép 10 vix 10 vién,
Hép 3 vix 10 vién

NSX

24

893110700624
(VD-30975-18)

3. Co sé ding ky: Cong ty ¢ phin Dwgc - VAt tw y té Thanh Héa (Dia chi: $6 232, Tran Phii, phuong Lam Son, Thanh
pho Thanh Héa, tinh Thanh Hoa, Viét Nam)

3.1. Co s san xuiat: Cong ty cb phin dwge - vat tw y té Thanh Hoa (Dia chi: S6 04 dudng Quang Trung, phudng Ngoc

Trao, thanh phé Thanh Héa, tinh Thanh Hoa, Viét Nam)

3 |Saprozin Kém (dudi dang Thubc com  |Hop 25 goi x 3g; NSX 36 (893100700724 1
Ké&m gluconat 70mg) Hop 30 gbi x 3¢ (VD-29961-18)
10mg

4 |Thepacol 120 Paracetamol 120mg | Thudc bt Hoép 10 goi x 1,5g; NSX 36 893100700824 1

pha hén dich |Hop 20 géi x 1,5g; (VD-26372-17)
ubng Hop 30 gdix 1,5g

4. Co so ding ky: Cong ty c¢o phian dwge ATM (Dia chi: VP 26, ting 26 toa elip, 110 Tran Phd, Phuomg M6 Lao, quan Ha
Déng, thanh phé Ha Ni, Viét Nam)
4.1. Co s& san xuét: Cong ty cb phin dwgc vit tw y té Hai Dwong (Pia chi: $6 102 Chi Lang, phudong Nguyén Trai, thanh
phé Hai Duong, tinh Hai Duong, Viét Nam)

5 |Cinepark - D Lo 5ml chira: Dung dich Hop 1 lo x Sml; Hop | NSX 36 1893110700924 1
Dexamethason nho mét, nhé |1 lo x 8ml; Hop 1 lo (VD-28776-18)
phosphat Smg; tai X 10ml
Ofloxacin 15mg

5. Co st ding ky: Cong ty C6 phan Dwoc Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Téy, quén
Thanh Khé, thanh phé Da Ning, Viét Nam)

5.1. Co' sé' san xuéit: Cong ty C6 phin Dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Tay, quén
Thanh Khé, thanh phé Da Ning, Viét Nam)
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STT

Tén thude

Hoat chit chinh -
Ham lwrong

Dang bao
ché

Quy cich dong goi

Tiéu
chuan

Tudi
tho
(thang)

Sb ding ky
gia han
(S6 dsing ky
da cip)

S6
lan
gia
han

(6))

(2)

3)

@

()

(6)

W)

®

)

147

Hacinol-HD New

Acid Folic 50pg
(meg); Calci Lactat
40mg; Calci
Pantothenat 30mg;
Pdng Sulfat 0,1mg;
Kali Iodid 1,2mg;
S&t Fumarat 10mg;
Vitamin A (Retinyl
palmitat) 5001U;
Vitamin B1(Thiamin
mononitrat) 50mg;
Vitamin B12
(Cyanocobalamin)
Sug (mcg); Vitamin
B2 (Riboflavin)
Smg; Vitamin B6
(Pyridoxin
hydroclorid) 10mg;
Vitamin C (Acid
ascorbic) 30mg;
Vitamin D3
(Cholecalciferol)
100IU; Vitamin PP
(Nicotinamid) 10mg

Vién nang
mém

Hop 10 vix 10 vién;
Hop 2 vix 15 vién

NSX

36

893100715124
(VD-18437-13)

I W o

148

Titimex

Lo 5ml chira:
Cloramphenicol
20mg;
Dexamethason natri
phosphat 5mg

Dung dich
thudc nho
mét

Hop 1 lo x Sml

NSX

36

893115715224
(VD-28212-17)

149

Vitamin B1-HD

Vitamin B1
(Thiamin
mononitrat) 50mg

Vién nang
mem

Hop 2 vi x 20 vién;
Hop 3 vi x 20 vién;
Hop 5 vix 10 vién;
Lo 100 vién

NSX

893100715324
(VD-21940-14)

150

Vitamin B6-HD

Vitamin B6
(Pyridoxin
hydroclorid) 50mg

Vién nang
mém

Hop 02 vi x 20 vién;
Hop 03 vi x 20 vién;
Hop 5 vix 10 vién;

Hép 1 lo x 100 vién

NSX

893110715424
(VD-29947-18)

45. Co sér diing ky: Cong ty C6 phin Héa dwge Viét Nam (Dija chi: 86 273 phd T4y Son, phudng Nga Tu S, quin Dong
Pa, Thanh phd Ha Nbi, Viét Nam)

45.1. Co s& sin xudt: Cong ty Cé phin Héa dwoc Viét Nam (Dia chi: S6 192 phd Dic Giang, Phudng Thuong Thanh,
Quén Long Bién, Thanh ph Ha Nbi, Viét Nam)

151 |Glucose Glucose monohydrat |Thudc bot Goi 100g, Goi 250g, | NSX 24 1893100715524 1
100g udng G6i 500g (VS-4967-16)
152 |Nabicalady Natri hydrocarbonat |Thude bot Hop 10 goéix 5g NSX 36 (893100715624 1

5g

dung ngoai

(VD-22597-15)

46. Co sé diing ky: Céng ty cb phan héa-dwoe pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,
Thanh Phé Ho Chi Minh, Viét Nam)

4 =ik

| P
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STT Tén thude Hoat chit chinh - | Dang bao | Quy cich déng géi | Tiéu Tudi S6 dang ky | So
Ham lwong ché chuén | tho gia han lin

(thang)| (S6 dingky | gia
_ da cflp) han

(1) 2) 3 4 (6] (6) (7 (8) ®)

46.1. Co s& san xuit: Cong ty c6 phan héa-dwge phim Mekophar (Dja chi: 297/5 Ly Thudng Kiét, Phuong 15, Quén 11,
Thanh Phé H6 Chi Minh, Viét Nam)

Wzenrmd 3,

153 |Cesyrup Acid ascorbic (dudi  |Sird Hop 01 chai x 30ml, | NSX 24 (893110715724 1
dang natri ascorbat) Hép 01 chai x 60ml, (VD-20314-13)
100mg/5ml Hop 20 goi x Sml

154 |Lysinkid Mai chai 30ml chira: |Siro Hop 1 chai x 30ml; NSX 24 1893100715824 | 1
Dexpanthenol Hop 1 chai x 60ml; (VD3-60-20)
19,998mg; Lysin Hop 1 chai x 100ml
hydroclorid 600mg;

Nicotinamid
39,996mg; Pyridoxin
hydroclorid 12mg;
Riboflavin (dudi
dang riboflavin natri
phosphat) 6,696mg;
Thiamin hydroclorid
6mg
155 |Mekoquinin Quinin sulfat 250mg |Vién nang  |Hop 10 vix 10 vién | NSX 60 (893110715924 | |1
cirng (VD-29325-18)

156 |Mutecium-M Domperidon maleat |Thudc bot Hop 30 goix 1g NSX 24 1893110716024 | 1
twong duong ubng (VD-23185-15)
domperidon 2,5mg;

Simeticon 50mg

157 |Paracold ND Loratadin 5mg; Vién nén bao [Hop 10 vix 10 vién | NSX 24 (893100716124 | 1
Paracetamol 500mg; |phim (VD-29970-18)
Phenylephrin
hydroclorid 10mg

158 |Pastitussin Eucalyptol 0,5mg;  |Viénngdm [HOp SO vix 10 vién; | NSX 36 (893100716224 l
Menthol 3mg Hop 20 vix 10 vién (VD-26386-17)

159 [Poncityl 500 Acid mefenamic Vién nang Hép 10 vix 10 vién | NSX 36 (893100716324 | 1
500mg cilrng (VD-30685-18)

160 |Shining Natri fluorid Nudc stc Chai 220ml NSX 36 893100716424 | 1
44mg/220ml miéng (VS-4960-16)

161 [Sumakin 625 Amoxicilin trihydrat |Vién nén bao |[Hop 1 tdix2vix 7 | NSX 24 893110716524 | 1
tuong duong phim vién (VD-30687-18)
amoxicilin 500mg;

Sulbactam pivoxil
tuong duong
sulbactam 125mg
162 |Vitamin A 5000 |Retinol acetat Vién nang Hop 10 vix 10 vién; | NSX 24 (893100716624 1
U 50001U cung Hop 10 vi x 20 vién (VD-29971-18)

47. Co si dang ky: Céong ty c6 phan Korea United Pharm Int'l (Dia chi: S 2A, Pai 16 Ty Do, Khu céng nghiép Viét

Nam - Singapore, Phuong Thuan Giao, Thanh phé Thuén An, Tinh Binh Duong, Viét Nam)
47.1. Co sé san xuit: Cong ty co phf‘m Korea United Pharm Int'l (Dia chi: S6 2A, Pai 16 Ty Do, Khu cong nghiép Viét
Nam - Singapore, Phuong Thuin Giao, Thanh phé Thuén An, Tinh Binh Duong, Viét Nam)

ron'tf
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STT Tén thuoe Hoat chit chinh - | Dang bao | Quy cich déng géi | Tiéu | Tudi S6 dang ky | S6
Ham lwong ché chuéin | the gia han lin
(théng)| (S6 ding ky | gia
da c:“tp) han

(6)) @ (€] @ 3 (6) @) ®) (€))

Ghi chu:

1. Cdch ghi tiéu chudn chdt heong thudc tai cét (6):

- Nha san xuat (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cé ¥ nghia tiwong dwong nhau,
la tiéu chudn chdt heong thudce do co sé san xudt xdy dung va déu cé thé dwpc ghi trén nhan thuoc.

- Cdch viét it cdc tiéu chudn chat lwong duge dién: Duoc dién Viét Nam (DDVN), Duwgc dién Anh (BP), Dugc dién My
(USP), Dugc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chdu du (EP), Duge dién Quéc té (IP)...

2. 86 dang ky tai cjt (8):

- 86 dang ky gia han la sé dang ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 ciia Bj
truomg Bo Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc.

- 86 dding ky da cdp (dwgc ghi trong ngodc dom) la s6 dang ky da dwoc cdp trude khi thude dwge gia han theo quyét dinh nay.
3. Cdc thuéc tai Phu luc nay: sau khi hét han gidy dang ky leu hanh, trong hé so gia han phdi bé sung dit liéu lém sang
chimg minh an toan hi¢u qua ciia thuée dé Hpi dong tw vdn cdp gidy ddang ky leu hanh thude, nguyén liéu lam thude xem xét
vige gia han GDKLH (trir s6 thie tiw 17, 52: sau khi hét han GPKLH, khéng tiép tuc gia han do hé so ding ky lan dau chia
bién soan theo mau ACT, D).
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