CONG TY CO PHAN GONSA
S6: 637/2024/CV-GSD-PT
“Viv: Xin thay doi S6 ding ky

san pham HEPA-MERZ”

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phic

TP. Ho Chi Minh, ngay 04 thang 09 ndm 2024

Kink gii: SO Y TE TINH BINH PHUOC
(Sau déy goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau ddy goi la “Nha thdu”) c6 tham dy va tring thau g6i
thiu: Mua thudc generic cho cdc co sé' y té cong lap trén dia ban tinh Binh Phuéc dot 1 giai
doan 2023 - 2025 san phim HEPA-MERZ theo Quyét dinh tring thau s6: 46/QD-SYT ngay
23/01/2024 cuia S& Y té tinh Binh Phude.

Nay Nha thdu 1am céng van ndy xin thay ddi théng tin SO ding ky cla san pham HEPA-
MERZ cuy thé nhu sau:

DPon £ i d g . .. | Ténnhasin
Stt| Tén thube Quy vj | Sodangkyda | SOdingkymoi | 4 Nyge
cach v 3 trung thau xin thay doi » £
tinh san xuat
HEPA-
MERZ B.Braun
oy Hop 5 5 400110069923
1 | (L-Ornithin-L- bng 10mi Ong VN-17364-13 (VN-17364-13) Melsungen AG
aspartat - Germany
5g/10ml)

Bing vin ban ndy, chiing tdi xin thong béo vé viéc diéu chinh va cung Ung san phim HEPA-
MERZ theo s dang ky méi 400110069923 (VN-17364-13). Vige thay dbi Sb dang ky nay khong anh
hu’ong dén cac thong tin khac cung nhu chit hrong san pham (dinh kem tai heu Gidy phép heu hanh san
phdm theo so ddng ky cii va Quyét dinh gia han gidy ddng ky lwu hanh voi so  ding ky méi dé Quy Bénh
vién déi chiéu).

Ngay ap dung: 04/09/2024

Nha thau xin dinh kém cdc tai liéu sau:

1. Gidy phép luu hanh san pham

2. Quyét dinh 226/QD-QLD ngay 03/04/2023 vé viéc gia han glay dang ky luu hanh

Kinh mong Bén moi thdu xem xét va chap thuan cho Nha thiu dugc tiép tuc cung cép san phim
theo théng tin thay dbi trén.

Trdn trong cam on!
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CONG HOA XA HOI CHU NGHIA VIET NAM ,3’51 f

SAO Y BAN CHiNH ,f

Tol: B4.4.37366483/38464413 - Faxc B4.438234758

~
.

.« 1-Gidy phép fvu hanh san phém nay dugc ¢Ap theo ding hd so

-7~ MINISTRY OF HEALTH e SOCIALAST REPUBLIC OF VIETNAM | 5 i
. CUC QUAN LY DUJC | Péclap - Tu do - Hagh phicT NG GLAM ‘
DRUG ADMINISTRATION OF VIETNAM. Independcace - Freedom - Happiness

138A Gidng V4 - i Nt - Vit Nam

GIAY PHEP LUU HANH

MARKETING AUTHORIZATI

Tén thudc
Name of Drug: e

Thanh phan chinh, hém lu'o’n
Active !ngred:e'vts Strength y

Qui cach déng gol*bao ohe v
Packing Size, Dosagsfonn ¢ W

Tieu chuan chat 1ugmg

Qualily Spec:f' cat:on

Han dung -

Shelf- life:- ’J -

S6 giay phép lL.vu hénh sa

Marketing. Au!honzabon Nomibe A

S$6 quyét dinh " f'. 2 Ngay cap:; 27!12!2013 i
Appmva! Decrsron Number iy Dafe of issuanca : i

Higu iec cla gnéy phep luu hanh sén phém co g|a tq DS ném ke tus ngay cap
Expiration Date of m:s Marketmg Amfzonzafron

Tén co s& dang ky 7. 5 _’_ o ong ty TNHH quc pham Hoang Khang

Name of Marketing Authonzarfon Holder ,’ 5
Plachi. . T oL

Addre$ o —'.:- 4 2 A m-' i+ A‘ :' , :.
Tén co & san xuét e
Name o! Manuracrurar 5

Bhia chi * S e _;‘-', S
Address: -+ %

Tén ca §& dong gér *
Name ofAssemb{er i
Bia chi
Address.

s"\

?ﬁ{.i

T TR
Gad

Ghi chu {Note)

ging ky thubc 43 dugc B3 Y 14 phé duybt

This markoting authorization has boon Issued in accordance with tha dossior
aoprovod by tho Vietnam Ministry of Health

2- Bt cr sy thay A8i ndo vé ndi dung clia gidy phép phai dugc
Cuc Quan Iy duge - Bo Y 18 xac nhan.

Any vesiations of the contants of the marketing authonzotion are required to ba
adoplod by tne Drug Admiriw‘adm of Vicinam
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phiic
Sé: 226 /QD-QLD Ha Néi, ngay03 thang0dndm 2023
QUYET PINH

Vé viéc ban hanh danh muc 182 thude nwée ngodi
dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 113

CUC TRUONG CUC QUAN LY DUGC
Cén ctr Ludt Duoc sé6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phu quy
dinh chiec ndang, nhiém vu, quyen han va co cau 16 chirc ciia B6 Y té;

Can cur Ouyet dinh sé 7868/QD-BY 7 ngay 28/12/2018 cua B$ truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cdu 16 chirc ciia Cuc Quan Iy
Durgc thube Bo Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cua B¢ trucng B Y
té quy dinh viéc dang ky luu hanh thudc, nguyen liéu lam thuoc,

Can cit y kién cua Hoi d‘ong tw vén cap gidy dang kyp huu hanh thuéc,
nguyén liéu lam thudc - Bé Y té;

Theo dé nghi ciia Truong phong Pang ky thuée - Cuc Quan Iy Duroc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh ndy danh muc 182 thuoc nudc
ngoai duge gia han glay ding ky luu hanh tai Viét Nam - Dot 113, bao gbm:

1. Danh muc 166 thudc nwdc ngoai dugc gia han gidy ding ky luu hianh
hiéu luc 05 nim - Dot 113 (tai Phu luc I kém theo).

2. Danh myc 12 thudc nuéc ngodi duge gia han gidy dang ky luu hanh
hiéu luc 03 nidm - Dot 113 (tai Phu luc II kém theo).

3. Danh muc 04 thubc nudc ngodi duge gia han gidy ding ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phu luc 111 kém theo).

Pidu 2. Co s san xudt va co s¢ dang ky thube 6 trach nhiém:

1. Cung cép thude vao Viét Nam theo ding cac ho 50 tai li¢u da dang ky
v&i Bo Y té va phai in hodc dén s6 dang ky dwoc BO Y té cap 1én nhan thube.

2. Chép hanh day du phép ludt cia nude CHXHCN Vi¢t Nam va cdc quy
dinh cua B Y té vé nhap khau thude va luu hanh thubc tai Viét Nam, néu c6 bat
ctt thay ddi gi trong qua trinh luu hanh thude & nudc so tai va o Vlet Nam thi
phai bao c4o ngay cho Cuc Quan ly Duge -Bo Y té Viét Nam.

3. Thue hién viéc cap nhat ti€u chuin chat lugng cua thude theo quy dinh

12/ 92 9 \2k
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tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng Bo Y té quy
dinh vé chat luong thudc, nguyen liéu lam thude.

4. Thubc dwoe gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chua ndp hd so cap nhit néi dung nhin thube, t& hudng dan sir dung thubc theo
quy dinh tai Théng tr 01/2018/TT-BYT ngay 18/01/2018 cia Bd truéng B6 Y
té thi phai thye hi¢n viée cdp nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Théng tu s6 01/2018/TT-BYT trong thoi han 12 théang ké tir ngay dugce gia han
gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thube duoc
gia han gidy dang ky luu hanh tai Quyét dinh nay co thay d6i vé noi dung hanh
chinh (bao gom cd mau nhén va 1o hwéng dan si dung) phai nhap khau, luu
hanh véi cac ndi dung da dwoc phé duyét thay déi trong hd so ding ky gia han.

6. Ph01 hop vai cac co so diéu tri dé thuc hién theo ding cic quy dinh
hién hanh vé thudc ké don, theo dai an todn, hiéu qua, tac dung khong mong
muon ctia thude trén ngudi Viét Nam va téng hop, béo céo theo quy dinh tai
Piéu 5 Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B truong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thube ddi voi cac thube
thudc Danh muc tai Phuy luc II ban hanh kém theo Quyet dinh nay.

7. Co s¢ dang ky phai dam bdo duy tri diéu kién hoat dong cua co s¢ ding
ky trong thoi gian hig¢u luc cua glay dang ky Iuu hanh thudc, nguyén liéu 1am
thude. Trong trudong hop khéng con dap umg du diéu kién hoat dong, co s& ding
ky phai c6 trach nhiém thuc hién thay d6i co so dang ky theo quy dinh tai Thong
tu 56 08/2022/TT-BYT ngay 05/9/2022 cia B truong BO Y t€ trong thai han 30
ngay ké tir ngy co s& dang ky khong con di diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao B 'Y té ve cdp nhit tinh trang dap
ung Thuc hanh tét san xuat clia co sO' san xuét thube, nguyén liéu 1am thude.
Trudng hop co so san xuét bi thu hdi gidy phép san xuét hodc khong dap ung
Thuyc hanh t6t sin xudt thudc, nguyén ligu lam thuoc & nudc so tai, co s¢ phai
thyc hién viéc bao cdo trong thoi han 15 ngdy ké tir ngdy co théng bao cua co
quan quan ly co tham quyén nudc s tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 cia Chinh phii quy dinh chi
tiét mot sb didu va bién phép thi hanh Luét Duge.

9. Péi véi thubc co sb thir t 29 tai Phy Iuc I ¢o d& nghi thay ddi mau
nhén, hudng dén sir dung trong hé so ding ky gia han: Co s¢ diang ky thuc hién
thi tuc dé nghij thay d6i méu nhan, to hudng dan sir dung theo hinh thirc dang ky
thay d6i bd sung sau khi Quyét dinh nay c6 hiéu lyc.

Dleu 3.:Cac thuoc duogc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung 56 déng ky da cap trude khi gia han trong thoi han t6i da
12 thang ké tir ngay dugc cap so ding ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s 08/2022/TT-BYT.

Piéu 4. Quyét dmh c6 hiéu luc ké tir ngay ky ban hanh. -
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Didu 5. Giam dbc S& Y té cac tinh, thanh phé true thudc trung wong, gidm
dbc nha san xuat va co so ding ky co6 thudc tai Dieu 1 chiu trach nhiém thi hanh

Quyét dinh nay./.

Nei nhin:

- Nhir Diéu §;

- B§ truong (@2 ble);

- TTr. D& Xuan Tuyén (de b/c);

-CucQuan 'Y - B§ Quéc phong, Cuc Y té - Bo Céng
an; Cuc Y té GTVT - B§ Giao thong vén tai; Téng
Cuc Hai quan - B§ Tai chinh;

- Bao hiém Xi hoi Viét Nam;

- B§ Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra Bo.

-SG Y té cdc tinh, thanh phé tnre thuge Trung wong;
- Vién KN thude TU, Vién KN thuée TP. HCM;

- Tong Cong ty Duge VN-CTCP; Cac Cong ty XNK
dugc phim;

- Cac Bénh vién & Vién c¢6 giudng bénh trire thude
BYT,

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).
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DANH MUC 166 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh sé: .228....../OD-QLD, ngay 0384 /2023 ciia Cuc Quan ly Duoc)

Phu lucl

TAI VIET NAM HIEU LUC 5 NAM - BQT 113

STT | Tén thudc | Hoat chét chinh Dang Quy cach | Tiéu Tuoi S6 ding ky So
— Ham luweng bao ché | dénggéi | chuin tho ia han lan

(thang) | (S0 ding ky gia

da cz‘tp) han

1) @) (€] @ (6) (6) () ()] (&))]

1. Co sé diing Ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)

1.1. Co siv san xuit: ACS Dobfar S.p.A. (Pja chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italy)

Ceclor

Cefaclor
125mg/5ml (duai
dang cefaclor
monohydrate)

Cf)m pha
hc”’m dich
udng

Hop 1 1o
30ml,
60ml

NSX

24

800110067023
(VN-15935-12)

01

2. Co sé& san xuit: GE Healthcare Ireland Limited (Pja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | Iohexol Dung Hop 10 NSX 36 539110067123 01
755mg/ml twong | dich tiém | chai x (VN-20358-17)
duong lod 100ml
350mg/ml

3 Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067223 01
647mg/ml twong | dich tiém | chai x (VN-20357-17)
duong Tod 100ml
300mg/ml

2. Co'sé dang ky: Abbott Laboratories (Singapere) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& sin xuét: Abbott Biologicals B.V. (Dia chi: Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Lactulose Dung Hép 20 NSX 24 870100067323 01
10g/15ml dich goi x (VN-20896-18)

uong 15ml.
Chai
200ml,
500ml,
1000ml.

5 Duphaston | Dydrogesterone Viénnén | Hp 1 vix | NSX 60 870110067423 01
i0mg bao phim | 20 vién (VN-21155-18)

6 Femoston 17p-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 01

1/10 1mg; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone

10mg

WEN B Z < A
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STT | Tén thuoc | Hoatchatchinh | Dang | Quycich | Tiéu | Tudi SO dang ky S6
— Ham lugng bao ché | dénggéi | chuan tho ia han lin
(thang) (So ding ky gia
di cép) han
@ 2 3) “) &) (6) 0] 3) (&)
8. Co sé diing ky: Bayer (Southh East Asia) Pte Ltd (Pja chi: 2 Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
8.1. Co s& sin xuit: Bayer Weimar GmbH und Co. KG (Pia chi: Débereinerstrasse 20, 99427
Weimar, Germany)
Co siv dong géi va xuat xuwong: Bayer AG (Pja chi: Miillerstrasse 178, 13353 Berlin, Germany)
24 Diane 35 Cyproterone Viénnén | Hép l vix | NSX 36 400110069323 01
acetate 2mg; bao 21 vién (VN-18817-15)
Ethinylestradiol | dudng
0,035mg

9. Co s& ding ky: Cadila Pharmaceuticals Limited (Pja chi: Cadila Corporate Campus, Sarkhej

Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)

9.1. Co s& san xudt: Cadila Pharmaceuticals Ltd (Dia chi: Plot No. 1389, Trasad Road, Dholka,
City: Dholka-382225, Dist. Ahmedabad, Gujarat State, India)

3

&
A
\o
el

25 Allerstat Fexofenadine Viénnén | Hop 1 vix | NSX 24 890100069423 0/ *
180 hydrochloride bao phim | 10 vién (VN-17283-13) \él‘
180mg ¥
26 Cadglim4 | Glimepiride 4mg | Viénnén | Hop 3 vix | NSX 36 890110069523 01
10 vién (VN-19024-15)
27 Cadigrel Clopidogrel (dudi | Vién nén | Hop Ién usP 36 890110069623 | 01
dang Clopidogrel | bao phim | chira 3 43 (VN-18500-14)
bisulfate) 75mg hép nho x
1vix 10
vién;, Hop N
3vix 10
vién
28 Rabicad 10 | Rabeprazole Vién nén | Hop lon NSX 24 800110069723 | 01
sodium 10mg bao tan | chira 10 (VN-16968-13)
trong hop x 1 vi
rudt x 10 vién
29 Teli 80 Telmisartan 80mg | Viénnén | Hop 1 vix | NSX 36 890110069823 01
10 vién (VN-16605-13)
10. Co sir dang ky: Cong ty co ph-fin dwgce pham Kim Tinh (Pja chi: T ang 02, toa nha Lilama 10,
phd Té Hivu, phuong Trung Van, quin Nam Tir Liém, Ha Ni, Viét Nam)
10.1. Co sé san xuat: B. Braun Melsungen AG (Dja chi: Mistelweg 2, 12357 Berlin, Germany)
Co s& xuét xwong: Merz Pharma GmbH & Co. KGaA (Dia chi: Lugwigstrafe 22, 64354 Reinheim,
Germany)
30 Hepa-Merz | Mdi éng 10 ml Dung Hép 5 éng | NSX 36 400110069923 01
chita: L-Ornithine | dich ddm | 10ml (VN-17364-13)
L-aspartate 5g dic pha
tiém
truyén
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