CONG TY TNHH THUONG MAI DUGC PHAM  CONG HOA XA HQI CHU NGHIA VIET NAM

NGUYEN DUONG DPéc Lap — Tu do — Hanh phiic
~ S6: 11/2024/CV-ND
V/v: Thay doi sé ding ky cia san pham Otibone 1500 Tp. Ho Chi Minh, ngay 01 thing 11 nidm 2024

Kinh giti: SO'Y TE TINH NINH THUAN
Trude tién Cong ty TNHH Thuong Mai Dugc Phdm Nguy&n Duong xin chén thanh cam on su
quan tim va hgp tac cua Quy Pon vi dd danh cho cdng ty ching t6i trong thoi gian qua.

Chting t6i 1a nha thdu (M4 nha théu: vn0303760507) da tring thdu goi thiu G6i sb 01: G6i thiu
Thube Generic va vic xin nim 2023 theo Quyét dinh s 08/QD-SYT ngay 05/01/2024 ctia Gidm dbe
S¢ Y Té Ninh Thuén vé viéc phé duyét két qua lya chon nha thiu G6i s6 01: Goi thdu Thudc Generic
va Véc xin nim 2023;

Trong danh muc san phdm triing thiu, Cong ty chiing t6i c6 tring thau san phim Otibone 1500
(M4 hang: G10609). Tuy nhién hién tai san phdm Otibone 1500 d& dugc gia han Sé dang ky méi cu
thé nhu sau:

Tén sin pham Hoat Chat; Him Sé dangky cii | S6 dingky | Taili¢u chirng minh

lwgng gia han
Glucosamin(dudi dang Quyét dinh gia han
Otibone 1500 | Glucosamin Sulfat kali | VD-20179-13 | 893100101224 | SPK s6: 90/QD-QLD
clorid) 1500mg ngay 31/01/2024 cua
Cuc Quan Ly Dugce
Cép

Chuing t6i cam két ngoai viéc thay ddi s6 ding ky nhu néu trén, céc thong tin khac ctia san
phim nhw: Tén thudc, Tén nha sin xuét, Tiéu chuén chit luong, Tubi tho, nhém thude cling nhur gia

cung mg cla sn pham véi s6 dang ky méi khong thay doi so véi so ding ky cil.

Kinh mong Quy S& y té cdp nhét thdng tin méi ndy va xem xét cho nha thiu ching t6i duoc
cung tmg mat hang Otibone 1500 theo s6 diang ky méi : 893100101224 do Cong ty Cb phén Duoc

phim Boston Viét Nam sén xuét cho Bénh vién Pa khoa tinh Ninh Thuén.

Xin chin thanh cam on va trin trong kinh chao!

Noi nhan: DAI DIEN H
- Nhu trén
- LuuVt

0 AP CUA NHA THAU

DUONG THI THANH THAO
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/ PHEEP LUU HANH SAN P
 MARKETING AUTHORIZATION
: Ofibone 1800

Tén thubc

~ - Name of Drug: ‘
- Thénh phén chirh, ham lm;mg
clive: Ingredzenfx tmngt}v ..... 2

jui cach déng ¢
acking Size, Dosag fmn

“Tigu chudn chét ltr@'ﬁg
" Quality Specilication: . ;
Handing. - i 3B thang
- Shelf- life:

86 gi&y phép leu hanh san phém (SBK): VD-20179-

Marketing Authonzation Number: - | YD2UIR9°13 ' :

sé quyétdinh . 414/QP-QLD Ngay cép: 27/12/2013

Approval Decision Number: Date of Issuance:

Higu lwe cla gidy phép Itw hanh san pham: cb gia trj 05 ndm ké tirngay cap

Expiration Dafe of this Markeling Authorization:

Tén co s0 dang Ky . C6ng ty C& phin Dwoc phdm Bos Ton Vit Nam
¥ Name of Madteﬂng Aufhonzaz‘:on Ho!der
Bja chi : . 86 43, Puong sb 8, KCN Viét Nam - Singapore,
Address: - Thuan An, Binh Duwong, Viét Nam
Tén co' s& san xuat . Cdng ty Cb phan Dwg'c pham Bos Ton Vlet Nam
Name of Manufaclurer.
Bja ¢chi : .86 48, Pwong sb6 8, KCN Viét Nam - Singapore,
Adedress: Thuan An, Binh Dwong, Viét Nam )
Tén co s6.dong goi S o "
Name of Assembler = - _ _ o
Bia chi'
Address.

Ha Noi, ngay 27 thang 12 ndm 2013.

cuc TRUGNG CUC QUAN LY DUQC
GENERAL- DIRECTEESF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu::wete) ﬁy“ s

1- Gidy phép luu hanh s&n phdm ndy dugc cap theo ding ho so’i,
dang ky-thudc da duroe BS Y té phe duyét ‘; ,(
This marketing authorization has been issuad In accordance vith ho dossier 'ﬁ
‘appraved by the Vielnam Minisl'ay of Hewlth

2- BAt et sw thay doi n#Eo v& ndi dung cua gtéy phép phai duge —
Cuyc Quén Iy dugc - B Y té xé4c nhan, TRU’O’NG Qudc CUONG

Any.varfations of the contents of tha markeling authodzation are required o be
adopted by the Drug Administralion of Vislnam
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QUYET PINH
V& viéc ban hanh Danh muc 608 thubc san xuit trong nwée
dwogc gia han gidy ding ky lvu hanh tai Viét Nam - Dot 192

CUC TRUGNG CUC QUANLY DUQC

Cén cur Ludt Duoc SO, 105/2016/QH13 ngay 06/4/2016;
Cén ctt Nghi dinh 50 95/2022/NB—CP ngay 15/11/2022 ciia Chinh phit quy dink
chitc ndng, nhiém vy, quven han va co cdu 16 chirc cia BY Y té;

Cin cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cua Bg truong Bo Y 1€ quy
dinh chirc nang, nhiém vy, quyén han va co céu 16 chire ciia Cuc Qudn Iy Dugc thugc
B3 Y té;

Cén cik Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bj trudng B§ Y 1é
quy dinh viéc ddng ky heu hinh thudc, nguyen ligu lam thude;

Can cit két ludn cua Hoi dong tw van cdp gzay ddng ky hwu hanh thube, nguyén
lidu lam thudc - BS Y 1€ dot 192 phzen 1 va phién 2 tai Céng vin s6 102/HDTV-VPHD
ngay 11/12/2023 va Cong van s6 103/HDTV-VPHD ngdy 12/12/2023 cia Van phong
Hgi déng tw vin cdp GDKLH thudc, nguyén liéu lam thube;

Theo dé nghi ciia Trudng phong Dang ky thube, Cuc Qudn Iy Duoe.

QUYET BINH:

Pidu 1. Ban hanh keém theo Quyét dinh nay danh myc 608 thube san xudt trong
nwée dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 192, cu the

1. Danh muc 529 thudc sén xuft trong nuéc duge gia han gidy ding k§ hru
hanh higu lyc 05 ndm (Phy fuc I kém theo).

2. Danh muc 70 thudc san xult trong nude duge gia han gidy dang k¥ Iuu hanh
hiéu luc 03 ndm (Phy luc II kém theo).

3, Danh muc 09 thudc san xuét trong nude duge gia han gidy ddng ky lwu hanh
hiéu lye den 31/12/2025 (Phy lyc 1II kem theo).

Pidu 2. Co s0 san xuft va co s& dang ky thude ¢6 trach nhiém:

1. San xudt thube theo ding céc ho so, tai iéu dd ding ky véi B Y t& va phai
in sb dang ky dwgc BO Y te Viét Nam cip 1én nhén thube.

2. Chi dwge san xudt, dwa ra uu hanh céc thube kiém soat dic biét khi cé Gidy
chimg nhén da diéu kién kinh doanh dwgc pham vi kinh doanh thudc phai kiém soat
dgc bi¢t phit hop vdi pham vi hoat dong cla co s& dap tmg quy dinh tai khoan 5 Pidu
143 Nghl dinh sb 54/2017/ND-CP ngay 08/5/2017 cia Chinh pht quy dinh chi tiét mot
s6 didu va bién phap thi hanh Ludt Duge.

3. Thyc hién viéc cip nhit tiéu chuén chét luong cia thude theo quy dinh tai
Théng tw $6 11/2018/TT-BYT ngayv 04/5/2018 cia Bo truong BO Y t8 quy dinh vé
chit lugng thubc, nguyen ligu lam thube.

4. Thubc duoc gla han g1ay dang ky luu hanh tai Quyét dinh nay nhung chua
n6p hd so cip nhat ndi dung nhin thuéc, to huéng dan st dung thube theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia BJ truéng BO Y t8 thi phai thye
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hién cip nhit theo quy dinh tai diém b Khoan 1 Bxeu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tr ngly duge gia han glay dang ky heu hanh.,

5. Sau 12 thang k& tir ngdy ky ban hanh Quyét dinh nay, cac thude duoc gia han
glay ding ky luu hanh theo Quyet dinh nay c6 thay d6i v& ndi dung hanh chinh (bao
gom c4 miu nhin va t& hudng din st dung thudc) phai san xuft va lou hanh véi cic
ndi dung da duge phé duyét thay dbi trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thai gian
hiéu lyc cha gidy dang ky Iwu hanh thudc, nguyén lidu 1am thude. Trong truémg hop
khéng con dap Gmg du didu kién hoat dong, co s& déng ky phai c6 trach nhiém thuc
hién thay dbi co s& ding ki theo quy dinh tai Thong tw s6 08/2022/TT-BYT trong thdi
han 30 ngay ké tir ngdy co s dang ky khong con du didu kién hoat ddng.

7. Co s¢ san xuét thudc pha1 bao dam céc didu kién hoat d6ng cia co s¢ san
xudt trong thoi han hi€u lyc clia glay ddng ky luu hanh thubc, nguyén liéu lam thude.

8. Céc thuoc dugc gia han gidy dang ky hwu hanh tai Quyet dinh nay duogc tlep
tuc st dung so dang ky da cap trede khi gia han trong thoi han t6i da 12 thang k& tir
ngay dugc cap 50 ding ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tir 6 08/2022/TT-BYT.

9. Phéi hop véi céc co s& didu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khoéng mong mubn cua
thudc trén ngudi Viét Nam va tong hop, béo cdo theo quy dinh tai Pidu 5 Théng tu sb
08/2022/TT-BYT ddi véi céc thude trong Phu Iuc II ban hanh kém theo Quyét dinh
nay.

Bléu 3. Quyét dinh ndy ¢6 hiéu luc ké tir ngay ky ban hanh,

Pidu 4. Giam ddc S& Y é chc tinh, thanh phd true thude Trung wong va Gidm
dbc co s& san xudt va co s¢ ding ky ¢b thudc tai Pidu 1 chiu trich nhiém thi hanh

Quyét dinh nay./.

Noi nhin: e, CUC TRUOGNG

- Nhu Diéu 4; _‘;"ﬂ LG ,4, Y

- BT. Pao Hong Lan (aé b/e); Vo & E’x\

- TT. D& Xuan Tuyén (¢ bic); /= or ne \‘.;\% V.?

- Cyc Quén y - B4 Quéc phong, Cuc Y té - B6 Cong an; K | Quan /7 4&‘8&/2’ i
-Cuc Y té GTVT - B Giao thong van tai; \X‘--“--. Difjie /i /] —

- Téng Cuc Héi quan - B3 Tai chinh; l;;\&\g\w_ﬁ;f e

- Bao hiém x4 hoi Viét Nam; T g

-B&Y té Vu PC, Cue QLYDCT, Cye QLKCB, Thanh tra Vil Tuin Cudng

B§, Vin phong HDTV cap GBKLH thube, NLLT;

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

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

- Céc Bénh vién, Vién c6 giudng bénh tryc thudc B3 Y té;
- Trung tdm mua sim tAp trung thube quoc gia;

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

- Lo VT, BKT (C.H) (02b).
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vién (vi AV/PVC)

o,

Hoat chét chinh - | Dang b T it Sadﬁﬁgky $6 13
" £ oat chat chinh - | Dang bao . . .| Tiéu gia han 0 lan
STT{ Tén thude Ham lugng ché Quy cich dong goi chuin ﬁfq (86 dang ky | gia han
(thang) . Ao
da cip)
1 @ &) @ () (6) (7 8 3
11 |Otibone 1000 |Glucosamin (duéi |Thude bt [Hop 30 gdix 3,8g | NSX 36 893100101124 i
dang glucosamin ubng (VD-20178-13)
sulfat kali clorid)
1000mg
12 [Oubone 1500 |Glucosamin(duoi | Thuoc bot |Hop 30 goix 3,88 | NSX | 36 | 89310010122 1
dang glucosamin  |ubng ' 1 (VD-20179-13)
sulfat kali clorid)
1500mg
13 |Otibone Plus  [Natri chondroitin  [Viénpén |Hép 03 vix 10 NSX 36 893110101324 1
sulfat 400mg; bao phim  [vién (vi AVAL); (VD-17396-12)
Glucosamin Hop 06 vix 10
hydroclorid vién (vi AVAL),;
500mg; Methyl Hop 03 vix 10
sulfonyl methan |vién (vi A/PVC);
167mg Hop 06 vix 10

10. Co s& diing ky: Cong ty Cb phan Dugc pham CPC1 Ha Ngi (Pia chi: Cum cdng nghiép Ha Binh Phtmng, xa Vin
Binh, huyén Thudng Tin, thanh phé Ha N&i, Viét Nam)

10.1. Co s sin xuét: Céng ty Cb phan Dugc phdm CPC1 Ha Ni (Pja chi: Cum cdng nghiép Ha Binh Phué‘ﬁ

Binh, huyén Thudong Tin, thinh phd Ha Noi, Viét Nam)
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Beenenit

Acid
ursodeoxycholic
300mg

Vién nang
mém

Hop 2 vix 15 vién;
Hop 4 vi x 15 vién;
Hop 6 vix 15 vién

NSX

36

893110101424
(VD-23295-15)

15

BFS-
Calciclorid

Mdi 5ml chra:
Calei clorid 500mg

Dung dich
tiém

Hop2vix5éngx
Sml, éng nhua;
Hop 4 vix 5 bng x
Sml, éng nhya;
Hop 10 vix 5 bng
x Sml, éng nhya

DbVN

36

893110101524
(VD-22023-14)

16

Cystincap

L-Cystine 500mg

Vién nang
meém

Hép 1 vix 15 vién;
Hop 2 vi x 15 vién;
Hép 4 vix 15 vién;
Hop 1 lo x 30 vién,
lo nhya; Hop 1 lox
60 vién, Lo nbhua;
Hop 1lo x 90 vién,
Lo nhya; Hép 1 lo
x 30 vién, Lo thuy
tinh; Hgp 1 lo x 60
vién, Lo thay tinh;
Hép 1 1ox 90 vién

NSX

893100101624
(VD-26772-17)

17

Magnesi-BFS

15%

Magnesi sulfat
heptahydrat

750mg/5ml

Dung dich
tiém

Hop 10 6ng x Sml;
Hoép 20 éng X Smi;
Hop 50 dng x Sml

NSX

36

893110101724
(VD-22694-15)

11. Co 5¢ ding ky: Cong ty cb phi\m Duoc phﬁm Gia Nguyén (Pia chi: Pudng YP6, KCN Yén Phong, xi Péng Phong,
huyén Yén Phong, tinh Béc Ninh, Viét Nam)
11.1. Co s& san xudt: Céng ty cb phin Duge phidm Gia Nguyén (Pia chi: Pudng YP6, KCN Yén Phong, xa Péng Phong,
huyén Yén Phong, tinh Béc Ninh, Viét Nam)






