CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lap — Tu do — Hanh phiic

CONG TY CO PHAN SANTAV
S6: 155/2024/CV-STV-PT
“Vfv: Xin thay déi S6 ding ky
CUELLAR"

TP. H6 Chi Minh, ngay 12 thang 08 nim 2024

Kinh giri: SO'Y TE TINH BINH PHUOC
(Sau day goi la “Bén moi thau”)

CONG TY CO PHAN SANTAYV (sau ddy goi la “Nha thdu") ¢6 tham du va tring thiu géi
thiu: Mua thuéc generic cho cic co sé'y té cong lap trén dia ban tinh Binh Phuéc dgt 1 giai doan
2023 - 2025 san phém: Cuellar theo Quyét dinh triing thau s6: 46/QD-TTYT ngay 23/01/2024 cia
S& Y té tinh Binh Phudc.

Nay Nha thau 1am cong vin nay xin thay ddi thong tin S6 ding ky cua mit hang Cuellar cy
thé nhu sau:

Pon | Lz .. , So diang ky " :
STT Tén thude Quycich | vi | S0daNBKY | bss in thay TER
, da tring ' san xuat
tinh 2 doi
thau
Cong ty cO
CUELLAR " ; .
1 (Ursodeoxycholic Hop 6. VIE 1 vien vI-13634 893110046823 phaﬁn duoc
; 10 vién 13 pham Dat
acid) mpabag
Vi Phu

Bing vin ban nay, ching t6i xin thoéng bao vé viéc dleu chinh va cung tmg san phdm CUELLAR
theo sd dang ky méi: 893110046823. Viéc thay dbi sb diang ky nay khong anh huong dén cac thong
tin khac ciing nhu chét lugng san pham (dinh kem tai liéu Gtay phép luu hanh san phdm theo s6
dang ky cii va Quyét dinh gia han gidy ddng ky lwu hanh voi s6  ding ky méi dé Quy Bénh vién doi
chiéu).
Ngay ap dung: 12/08/2024
Nha théu xin dinh kém cdc tai liéu sau:
1. Gidy phép luu hanh san pham
2. Quyét dinh 198/QD-QLD ngay 24/03/2023 vé viéc gia han g1ay ding ky luu hanh
Kinh mong Bén moi thau xem xét va chép thuan cho Nha thiu duogce tiép tuc cung cap san phédm
theo théng tin thay dbi trén,
Tran trong cam on!
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BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM

MI'NIST]'{:Y OF HEALTIE SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Dic lap - Ty do - Hanh phac
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

130A Gidng V6 - HA NOE - Vit Nam
Tel: 84.4.37366483/38484413 - Fax: B4.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thubc : Cuellar SAO YBAN CH.INH’

Name of Dnuig: N é

Thanh phén chinh, ham lvgng  : Ursodeoxycholic acid 150mg gay..... théng """ nam 20
Aclive Ingredients, Strength:

Qui cach déng géi, bao ché : Hop 3 vix 10 vién; Vién nén bao

Packing Size, Dosage form:

Tiéu chudn chat luvgng ;. TCCS

Quality Specification:

Shelf- life:

b gidy phép lru hanh sdn phdm (SBK): l VD-19654-13

Marketing Authorization Number: :
S8 quyét dinh . 240/QD-QLD Naay chp: 100012013 Haugmds Hili Dimg
Approval Dscisjon Number: Date of Issuance:

Hiéu Iwc clia gidy phép liwu hanh san phdm: cé gia tri 05 nam ké tir ngay cép
Expiration Date of this Marksting Authorization:

Tén co s& dang ky Cong ty TNHH dwerc phdm Pat Vi Pha A
Name of Marketing Authorization Holder 3
Bia chl : L& M7A-CN, Budng D17, KCN My Phuwéc, tinh Binh *
Address: Dwong - Viét Nam e
Tén co s& san xuét - Coéng ty TNHH dwegrec phdm Bat Vi Pha y
Name of Manufacturer:

Bja chi © L& M7A-CN, Budng D17, KCN M§ Phuéc, tinh Binh

Address: Dwong - Viét Nam

Tén co s& déng goi

Name of Assembler

Dija chi

Address.

Ha Nbi, géy 10 théng 9 ndm 2013,

CUC TRUONG CYC QUAN LY DUQC
GENERAL-DIR%;I‘OFFGF‘TQE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: (wote)
1- Gihy phép liu hanh s&n phdm nay dugc chp theo ding hd so
dang ky thufc da dugc B Y t& phé duyst

This markeling authorization has baen Issued In accordance with the dossiar
appraved by the Vietnam Ministry of Health

2- BAt civ sir thay ddi nao vé ndl dung clia gidy phép phal dugc ;
Cuc Quan Iy dwgce - B Y té x4c nhan. TRUONG QUOC CUONG

Any variations of the contents of the marketing authorization are required fo be
adopled by the Drug Administration of Vistnam
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Ky bén: ("uc Quin

R BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

‘Cq

uan: l.!nYI

g 2 EYC QUAN LY DUQC Poc 1ap - Tu do - Hanh phic
S6: 198/ QP-QLD Ha Ngi, ngay 24 thang 03 nim 2023
QUYET PINH

Vé viéc ban hanh Danh muc 135 thudc san xuét trong nuée
dwgce gia han giay dang ky luu hanh tai Viét Nam - Dot 183

CUC TRUOGNG CUC QUAN LY DUGQC

Can ciwr Ludt Dwoc s*d 105/2016/QH 13 ngay 06/4/2016;
Can cur Nghj dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chiec nang, nhiém vu, quyen han va co cdu t6 chirc ctia B Y 1€,

Cin cir Quyét dinh so 7868/QD-BYT ngay 28/12/2018 cua By truéng Bo Y 1é quy
dinh chirc ndng, nhiém vy, quyén han va co cau 16 chire ciia Cuc Qudn Iy Dwoc thue
Bo Y16,

Cén cir Théng e 56 08/2022/TT-BYT ngay 05/09/2022 cia Bé trucng B Y té quy
dinh viéc ding ky heu hanh thudc, nguyén liéu lam thudc;

Cén ctr két ludn ciia Hpi dc’;ng fr vin cdp gidy dang ky hwu hanh thuée, nguyén liéu
lam thuoc - Bg Y 1é;
Theo deé nghi cua Trieong phong Dang ky thude, Cuc Quan Iy Duoe.

QUYET PINH:

Pidu 1. Ban hanh kem theo Quyét dinh nay danh myc 135 thude san xut trong
nuée duoe cip gidy ding ky luu hanh tai Viét Nam - Dot 183, cu the

1. Danh muc 125 thudc san xuét trong nudc duge gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 09 thudc san xuét trong nuée duge gia han gidy dang ky lwu hanh
higu luc 03 nam (Phu luc II kém theo).

3. Danh muc 01 thudc sén xuét trong nude duge gia han dang ky lwu hanh dén
31/12/2025 (Phu luc III kém theo).

Didu 2. Co s& san xuét va co sé dang ky thube c6 trach nhigm:

1. San xuét thuéc theo ding cic hd so, tai lidu di dang ky voi BO Y té va phai in
s6 ding ky duoc B8 Y té Vit Nam cap 1én nhin thude.

2. Chi dwoc sén xuét, dua ra hru hanh cac thude kiém soat dic biét khi co Gidy
chimg nhan du didu kién kinh doanh duge pham vi kinh doanh thude phai kiém soat dic
biét phu hop v6i pham vi hoat dong cua co so dap img quy dinh tai khoan 5 Bleu 143
Nghi dinh 56 54/2017/NB-CP ngay 08/5/2017 ciia Chinh phi quy dinh chi tiét mot sd
diéu va bién phap thi hanh Luat Dugc.

3. Thue hién viéc cap nhat tiéu chudn chit lugng cia thude theo quy dinh tai
Théng tw sb 11/2018/TT-BYT ngay 04/5/2018 cua Bo truéng B Y té quy dinh vé chét
lwong thube, nguyén lidu lam thube.

4. Thuc hién, phéi hop véi co s& nhap khau thue hién theo dang quy dinh tai
Céng van s6 5853/QLD-CL ngay 19/4/2019 cia Cuc Quan ly Dugc vé vige kiém tra
chét luong nguyén liéu 1am thude nhém sartan dbi voi cac thube thude danh muc tai
Diéu 1 ban hanh kém theo Quyet dinh nay ¢ chira dugc chét thuéc nhém sartan

5. Thube duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chura nép
hd so cép nhit ndi dung nhéan thude, t& huéng din st dung thube theo quy dinh ciia
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B truong BO Y té thi phai thyc hién
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cip nhit theo quy dinh tai diém b Khoan 1 Piéu 37 Théng tu s6 01/2018/TT-BYT trong
thori han 12 théng ké tir ngay duoc gia han giy ding ky lwu hanh.

6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude diurge gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay dbi vé noi dung hanh chinh (bao
gdém cd mau nhan va to huéng dan sir dung thubc) phai san xuft va liru hanh véi cc noi
dung da dugce phé duyét thay d6i trong hd so gia han.

7. Co sé& dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hidu luc coa gidy ding ky luu hanh thube, nguyén lidu lam thuée. Trong trudng hop
khong con dap ing du diéu kién hoat déng, co s& dang ky phai co trach nhiém thyc hién
thay d6i co so dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thdi han
30 ngay ké tir ngay co s¢ dang ky khong con du didu kién hoat dong.

8. Co s& san xuét thuoc phai bao dam cac diéu kién hoat ddng cila co s& san xut
trong thot han hiéu luc cua gidy dang ky Iwu hanh thube, nguyén lidu 1am thude.

9. Céc thuoc duogc gia han giay dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc su dung so dang ky da cap trrde khi gia han trong thoi han tdi da 12 thang ké tir
ngdy duge cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT,

10. Cac thuoc duoc gia han gidy ding ky luu hanh tai Phu luc 11 Quyét dinh nay
sau khi hét han gidy dang ky luu hanh, trong ho so gia han néu cong ty khong ¢6 du liéu
lam sang chimg minh an toan, hi¢u qua cua thude, Cuc Quén 1y Duoc s& khdng tiép tuc
gia han gidy dang ky lru hanh.

Diéu 3. Quyét dinh nay c6 higu luc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S Y té cac tinh, thanh pho tryc thude Trung wong va Giam
dbc co s& sdn xudt va co so ding ky c6 thude tai Didu 1 chiu trach nhiém thi hinh Quyét
dinh nay./.

Noi nhin:

- Nhu Piéu f-!; i

- BT. Bio Hong Lan (dé b/c);
- TT. B6 Xuan Tuyén (dé b/c); )
- Cuc Quén y - B Quoc phong, Cuc Y te - B6 Cong any
= Cgc Y t€ GTVT - B Giao théng vén tai; '
- Tong Cuc Hai quan - Bo Tai chinh;

- Béo hiém xa hoi Viét Nam; - X .
-Bd Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuian Cuwong
B, Vian phong HDTV cap GDKLH thuée, NLLT;

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

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

- Céc Bénh vién, Vién c6 givomg bénh trire thude Bo 'Y té;

- Trung tdm mua sam tap trung thudc quoc gia;

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

Website;

- Liwu: VT, DKT.
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Phu luc I

DANH MUC 125 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 183

(Kém theo Quyét dinh s6: 198...../0P-OLD ngay24 thang 03ndm 2023
cia Cuc Quan ly Duoc)

Tud S6 ding ky
A r . A . A A
STT Tén thube Hogt‘chat chinh - |Dang ?ﬁo Quy céc’l? déng Tle? tho ‘glauhan ' S.B lin
Ham lugng che goi chuin 5 {So ding ky |gia han
(thang) i oA
a cap)
(1) (2) (3) (4) (5) (6) (N (8) 9

1. Co s& diing ky: Cong ty Cé phan Dwgc - Trang thiét bj y té¢ Binh Dinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai Hoc,
phudng Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)
1.1. Co sé san xudt: Cong ty Cd phin Dirgc - Trang thiét bj y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc, phudng Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)

Hop 1 vix 10
vién; Hop 2 vi
nhém nhdém x 10

1 |Bidiclor500  |Cefaclor 500mg V‘i‘}‘.}g;"g S i‘;‘;i‘;‘o usP42 | 36 (8\?;1_;3??2_7]253) I
vién; Hop 10 vi x
10 vién; Lo 100
vién; Lo 500 vién
o Hop 04 vi x 04
. Vién nén i s . 3
2 {|Biragan 500 Paracetamol 500mg il vién; Hop 12 vix NSX 24 893100038823 ]
2 vién (VD-24392-16)
Mbi 100m! dung
dich chira: Dextrose
monohydrat 1,5g; P dich
Bitolysis 1,5% [Natri clorid 538mg; | "€ ° N , 893110038923
3 1ot c):ilci Natri lactat 448mg; thal:n phén Tai nhya 2 lit NSX 24 (VD-18930-13) 1
Calci clorid 2H,0 | Phic mac
18,3mg; Magnesi
clorid.6H,0 5,08mg
Mai 100m] chira:
Dextrose
monohydrat 4,25g; Dung dich
Bitolysis 4,25% |Natri clorid 538mg; | . = " ” : 893110039023
4 L ialci Natri lactat 448mg; than:n phian | Tui nhya 2 fit NSX 24 (VD-18934-13) 1
Cilei clorid2H,0 | Phicmac
18,3mg; Magnesi
clorid.6H,0 5,08mg
e o Hop | lo + | éng
- Al fOl]I?lC (s B{_)tﬁdong dung moi nurde cht 893110039123
5 |Calcilinat F100 |dang calcium kho pha - ] NSX 24 21824-14) 1
folinat) 100mg tiém Hha tiem 1oml, LB
Hégp 10 1o
Hop 10 vix 10
6 ?gg?::amo} Paracetamol 500mg | Viénnén | vien; Hop 50vix | USPa3 | 36 | 893100039223 | 1

10 vién

(VD-18251-13)
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) Tull So6 ding ky
, - 2 r - . n . K oy A
STT Tén thube Hoat‘chat chinh Dang Pao Quy cac'l} dong Tleg the Ela han So lin
Ham hrgng che goi chuin % (S0 ding kY |gia han
(thang) i o :
4 cap)
(1) (2) (3) (4) (5) (6) (7 (8) (9)

34.1. Co s& san xuat: Cong ty Co phan US Pharma USA (Dia chi: L6 BI- 10, Pudng D2, KCN T

Chi Minh, Viét Nam)

ay Bac Cua Chi, TP.Ho

79 [Cadigesic Extra

Paracetamol 500mg,
Cafein 65mg

Vién nén
bao phim

Hop 10 vix 10
vién; Chai 200 vién

NSX

36

893100046523
(VD-23421-15)

35. Co s¢ dang ky: Cong ty CP Dwgce Ha Tinh (Bia chi: 167 Ha Huy Tap, TP Ha Tinh, Viét Nam)
35.1. Co s& sén xuit: Céng ty CP Duoc Ha Tinh (Dia chi: 167 Ha Huy Téap, TP Ha Tinh, Viét Nam)

80 jDimonium

M&i go6i 20ml chira
Dioctahedral smectit
3g

Hdn dich
uéng

Hép 20 gbi x 20ml

NSX

24

893100046623
(VD-23454-15)

36. Co s& ding ky: Cong ty CPDP Dat Vi Phu (Dia chi: L6 M7A | Buong D17, Khu Céng Nghiép My Phudc 1, Phudng
Théi Hoa, ThiXa Bén Cat, Tinh Binh Duong, Viét Nam)
36.1. Co sér sin xuit: Cong ty CPDP Pat Vi Phi (Dja chi: Lo M7A , Pudng D17, Khu Cong Nghiép My Phudéc 1, Phudng
Théi Hoa, ThiXa Bén Cat, Tinh Binh Duong, Viét Nam)

81 [Pizar-6 Ivermectin 6mg Viénnén § Hop 1 vi x 4 vién NSX 36 (831331_ :283371223; 1
. . Hop3 vix 10
Ursodeoxycholic Vién nén g 893110046823
82 {Cuell i . én; HG i
Reah acid 150mg bao phim wen’m‘i}?ﬁi vix HaR 3 (VD-19654-13) .
, Vién nén , 8093110046923
Drexl 0 i i8
83 |Drexler Zopiclon 7,5mg —— Hop 6 vix 10 Vién| NSX 36 (VD-21052-14) 1
Hop 3 vix 10
. : .. .| vién; Hop 10 vi 893110047023 N
84 |Gygaril 5 Enalapril maleat 5Smg{ Vién nén (Al-AL; PVC-Al) x NSX 36 (VD-18098-12) 1 Q;
10 vién i
Tacrolimus (duéi " =
11404712
85 |Hikimel dang Tacrolimus | " "8 | 4an S vix 10 vien | NSX g | BRHAGRIRE [ Y
cung (VD-20360-13) / Ry
monohydrat) 1mg ¥,
Quetiapin Quetiapin (Dudi 893110047223 ﬁ
86 [200mg (t€ncli  |dang Quetiapin Viénnén | Hop 4 vix 7 vién NSX 36 (VD-19667-13) 1
Queitoz-200) fumarat) 200mg
GO foegn g | HOR2MEN 893110047323
87 Wazer dang Citalopram B ke vién; Hop 6 vi x NSX 36 (VD-19673-13) i
HBr) 20mg P 10 vién
. . . N . , » 893110047423
88 [Wright Imidapril HCl Smg | Viénnén |Hop 6 vix 10 Vién| NSX 36 (VD-20530-14) l

37. Co s&r diing ky: Cong ty CPDP OPV (Dia chi: S6 27, Pudng 3A, Khu Céng Nghiép Bién Hoa II, Phuong An Binh,
Thanh phd Bién Hoa, Tinh Dong Nai, Vigt Nam)
37.1. Co s& san xuiit: Céng ty CPDP OPV (Dia chi: S 27, Dudng 3A, Khu Céng Nghiép Bién Héa I, Phuong An Binh,
Thanh phé Bién Hoa, Tinh Déng Nai, Viét Nam)

. Hén dich . . , 893100047523
89 |Sumitrex Sucralfat 1g/5ml ik Hop 30 goi x 5ml NSX 36 (VD-22974-15) 1
) Valsartan 160mg; e,
Vasartim plus g Viénnén | . . C NSX 36 893110047623 |
90 160/25 ;{jydrochlorothlamd s i Hop 1 vix 10 vién S (VD-26231-17)
mg

38. Co sé ding ky: Cong ty CPDP TW Vidipha (Dia chi: 184/2 Lé Vin Sy, Phudng 10, Quén Phi Nhuan, Thanh phd Hb

Chi Minh, Viét Nam)

38.1. Co s& san xuét: Chi nhanh cong ty cb phin duge pham Trung wong Vidipha BinhDuong (Dja chi: Khu phé Tén
Binh, Phudng Tan Hiép, Thi xd Tan Uyén, Tinh Binh Duong, Viét Nam)
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