BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

~ TRUNG TAM MUA SAM Péc lap - Tw do - Hanh phiic
TAP TRUNG THUOC QUOC GIA '
$6:267/TTMS-NVD Ha Néi, ngay2thing 6nam 2022
V/v thay do6i thong tin thudce trung thau
Cerebrolysin
Kinh giri:

-Sé Y té céc tinh, thanh phé truc thudc Trung uong;
- Y té cac Bo/nganh;
- Céc bénh vién/vién c6 giudng bénh truc thude B Y t&.

Ngay 06/6/2021, By truong Bo Y t& da ban hanh Quyét dinh sé 2797/Qb-
BYT ve viéc phé duyét ket qua lua chon nha thdu cung cép thude biét dugc gbc
thuéc Danh myc thuée duge ap dung hinh thic dam phan gia nam 2020 cua
Trung tdm Mua sam tap trung thudc Quéc gia (Trung tam).

Ngay 17/6/2022, Cuc Quan ly Duoc dd ban hanh Quyét dinh s6 322/Qb-
QLD vé viéc cong bé Danh muc thudc Biét duoc géc —Pot 1 nam 2022.

Ngay 21/6/2022, Trung tdm di nhén dugc van ban sb6 703-2022CV/HPC-
KDXNK cua Cong ty ¢b phan Duge pham Thiét bi y té Ha Noi vé viéc cung tmg
thudc Cerebrolysin va céc tai liéu kém theo vé viéc thay doi thong tin co so dong
goi thir cép clia thudc Cerebrolysin (s6 ding ky QLSP-845-15).

Cin cit Khoan 4 Didu 42 va didm c Khoan 6 Diéu 37, Théng tu
15/2019/TT-BYT ngay 11/7/2019 cta B truéng BO Y té quy dinh vé truong hop
thudc trang thiu c6 thay doi trong qua trinh lya chon nha thau ho#c cung tmng
thudc trang thau, Trung tdm xin thong bao thay d6i thong tin cua thudc tring thau
Cerebrolysin, cu thé nhu sau:

Tén thude, tén hoat Th(”?ng tin; Cﬁ? thuéc SE thau T A X g
chit. s& (’iz'mg lq'/. tai Quyét d!ph s0 2797/Qb- Théng tin cta thudc tring thau sau thay doi
i BYT ngay 06/6/2021
Cerebrolysin Co s& tron va dong goi: Co so tron va dong goi so cap: Ever
(Peptide Ever Pharma Jena GmbH Pharma Jena GmbH (Orto-Schoot-
(Cerebrolysin (Otto-Schoot-Str.15, 07745 | Str. 15, 07745 Jena, Pirc); Co so dong
concentrate) Jena, Dirc), goi thu cép: Ever Pharma Jena GmbH
215,2mg/ml x 1ml, Co s& xuat xuong: Ever (Briisseler Str. 18, 07747 Jena, Dirc);
215,2mg/ml x Sml, Neuro Pharma Co so xuat xuong: Ever Neuro Pharma
215,2mg/ml x 10ml)| GmbH (Oberburgau 3, 4866 GmbH, Ao (Oberburgau 3, 4866
QLSP-845-15 Unterach am Attersee, Ao); Unterach am Attersee, Ao);

Trung tm thong bao va gui cac tai liéu kem theo dé So Y té céc tinh, thanh
phd truc thudc Trung vong, Y té cac Bo/nganh, cac co sd'y té biét va thyuc hién. A

~¢ Thanh Diing

Noi nhin:

- Nhu trén;

- TT. Tran Vin Thuén (dé béo céo);

- Céng ty ¢ phan Thiét bi Y t& Ha Noi (dé t/h);

- Trung tim Giam dinh bao hiém y t€ va thanh todn
da tuyén;

- Luu: VP, NVD.




CONG TY CP DUQC PHAM TBYT HA NQI CONG HOA XA HQI CHU NGHIA VIET NAM

Sd:3J03-2022CU/EPC-KDXNK Poc 1ap — Ty do — Hanh phiic

TRUNG TAM HUAWAHN&W“ : Cerebrolysin
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. - Ha Ngi, ngay 20 thang 6 nidm 2022
AR -1 3 N TZ’T gay g

Kinh giri: Trung tim Mua sam T4p trung Thubc Quobc gia.

Coéng ty ¢ phan Dugc phédm Thiét bi Y t& Ha Noi (Hapharco) xin gt t6i Trung tdm Mua sdm Tap
trung Thubc Qudc gia 10i chao tran trong.

Cong ty chung t6i da tring thau tai Quy Trung tdm Goi thau s 1: ©’Cung cép thudc Biét dugc gbc
Cerebrolysin hodc tuong duong diéu tri thudc danh myc thubc dugc 4p dung hinh thire dam phén gia cho
cic co §O y té trén toan qubc nam 2021-2022"° mit hang Cerebrolysin cia nha san xuit Ever Neuro
Pharma GmbH, Ao. Nhdm nang cao ning sut, nha san xuit da tién hanh thay dbi co s& déng gbi thir cap
va da duge Cuc Quan 1y Duge — Bo Y té chép thuan theo cong van s6 17979/QLD-PK ngay 07 théng 12
fdm 2020. Ddng thdi, Cuc Quan 1y Duge — B§ Y té ciing di c6 quyét dinh so 322/QD-QLD ngly
17/6/2022 v& viéc “*cong bd Danh muc thude biét duge gbc — Dot 1 niim 2022” trong d6 mit hang
Cerebrolysin dugc phé duyét thay dbi co so déng goi thir cép tai STT 6 - Phu lyc 1 *’Danh myc 27 thudc
BDG dugc phé duyét thay déi, bd sung gidy dang ky luu hanh — dot 1 nam 2022* (Cdng ty xin giri kem
quyét dinh 322/QP-QLD ngay 17/6/2022).

Mt hang Cerebrolysin theo miu nhin méi di duge ching t6i nhap khau v& Viét Nam, do vay kinh d&
nghi Quy Trung tdm xem xét va c6 ¥ kién phan hoi sém dé Céng ty tiép tuc cung Umg hang, dap tng kip
thoi nhu cAu didu tri clia cac co s y té trén toan quéc.

Xin trén trong cam on!

Noi nhdn:
- Nhe trén;

- Luwu Van thu.
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Ky b Coc Quinty CUC QUAN LY DUGC Poc lap - Ty do - Hanh phic
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N‘;ﬁ‘a‘?, jeiziz25 N\ S0: 322 /QD-QLD Ha Ngi, ngay 17 thango6 ndm2022

N KNy ) QUYIEJ(T PINH
ouoc PHAM || V@ viée cong bd Danh myc thude bigt dwge gbc - Dot 1 nim 2022
*| THIETBIYTE
o HA NOI \6

CUC TRUONG

A Can cir Ludt Duwoc sb 105/2016/QH13 ngay 06/04/2016;
Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 ciia Chinh phii quy dinh chi tiét
mét s6 diéu vé bién phdp thi hanh Ludt Dwge;

/ Can cir Nghi dinh §<i' 155/2018/ND-CP ngay 1 2/11/2018 ciia Chinh phi sitra doi mét
50 quy dinh lién quan dén diéu kién ddau tw kinh doanh thugc pham vi quan Iy nha nude
cua Bo Y té;

Cdn cir Nghi dinh sé 75/2017/NB-CP ngay 20/6/2017 cua Chinh phi quy dinh chirc
ndng, nhiém vu, quyén han va co cdu 13 chire ciia B Y té;

Cdin cik Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truémg Bé Y té quy
dinh viéc dang ky leu hanh thuée, nguyén liéu lam thuée;

I3

Can cik Thong ti s6 23/2021/TT-BYT ngay 09/12/2021 ctia BY Y té sira ddi, bé sung
mét so van ban quy pham phap ludt do B¢ trudng B¢ Y té ban hanh; )
Cdn cir Quyét dinh s0 7<$68/QB-BYT ng&y ;28/1 2/2018 cua B¢ truong Bg Y té quy
dinh chitc ndng, nhi¢m vu, quyén han va co céu 16 chirc ciia Cuc Quan Iy) Dwge thugc By
Yt
Theo dé nghi ciia Truomg phong Phong Dang ky thuéc - Cuc Quan Iy Duoc.
QUYET PINH:

Pidu 1. Cong b Danh muc thudc biét duge goc - Dot 1 ndm 2022, gdm 30 thudc Ny,
tai Phu lyc kém theo Quyét dinh nay, cu thé: ' ==
- Phy lyc I: Danh myc 27 thudc bi¢t dugc gbe dugc phé duyét thay dbi, bd sung gidy
dang ky luu hanh. '
- Phy luc IT: Danh muc 03 thude biét dugc gbc duge gia han giay dang ky luu hanh.
Pidu 2. Quyét dinh ndy c6 hiéu lyc ke tir ngdy ky ban hanh.
Pitu 3. Giam dbc S¢ Y t& céc tinh, thanh phd truc thudc Trung wong, cac co s& kinh
* doanh dugc va Giam doc co s¢ ¢o thube néu tai Diu 1 chju trdch nhiém thi hanh Quyet
dinh nay./.
Noi nhin;
- Nhu Digu 3; A .
- Thir truéng D3 Xudn Tuyén (dé b/c);
- Céc d/c Thir truomg BYT (dé blc);
- Cyc truong (dé b/c); )
- Cyc Quén Y - B Qudc phong; Cuc Y té - B
Cong an; Cuc Y té GTVT - B Giao thong vén
tai; Tong cyc Hai quan - Bo Tai chinh;
- Bao hiém Xa hdi Viét Nam;
- B Y té&: Vu Phap che, Cuc QLYDCT, Cuc
QLKCB, Thanh tra BG; ;
- Chc Vién: KN thudc TW, KN thude TP. HCM;
- Téng Cong ty Duge Viét Nam- CTCP; Céc co
s& kinh doanh dugc;
- Céc Bénh vién & Vign c6 giudng bénh truc
thudc Bo Y te;
- Cuc QLD: QLKDD, QLCLT, PCTTra, QLGT,
VPC, Website;
- Luu: VT, BK.
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Phu luc I

DANH MUC 27 THUOC BIET DUQC GOC PUQC PHE DUYET THAY POI,BO SUNG GIAY PANG KY LUU HANH - DOT 1 NAM 2022
(Ban hanh kém theo Quyét dinh sé 322/0D-QLD ngay 17 /06 /2022 cia Cuc Quan Ij Dugc)

STT | Tén thude Hoat chat Ham Quy caich 86 ding ky | Co sé san xuat Dia chi co sé sin xuit Nwge | Cong vin phé
lrgng/ doéng goi; san duyét thay
Nong d§ Dang bio ché xuit i, bd sung
1 | Arcoxia Etoricoxib 120mg Hdp 3 vix 10 VN-20808-17 | Sén xuadt boi: [ Pia chi nha sin xuit: Via | Tay | Cong vin sd
120mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcald de Henares, Madrid; | Nha | DK ngay
S.A (Dia chi dong goi va xuit 29/12/2020
Xudng: Shotton  Lane,
Dong géi va xudt Cramlington,
xuong boi: Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)
2 | Arcoxia Etoricoxib 60mg Hop 3 vix 10 VN-20809-17 | Sin xuat boi: | Pia chi nha sin xudt: Via | Tay | Cong vin sd
60mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcala de Henares, Madrid; | Nha | DK ngay
S.A (Dia chi dong géi va xudt 29/12/2020
xudng:  Shotton  Lane,
Déng g6i va xudt Cramlington,
xudng béi: Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)
3 | Arcoxia Etoricoxib 90mg Hop 3 vix 10 VN-20810-17 | San Xuét boi: | Pia chi nha san xudt: Via Tay | Cong vin sd
90mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcala de Henares, Madrid; | Nha | DK ngay
S.A (Dia chi dong goi va xuit 29/12/2020
xuéng:  Shotton  Lane,
Dong géi va xuét Cramlington,
xuong béi:  Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)

4 | Cancidas Caspofungin | 50mg Hop 1o, B4t | VN-20811-17 | FAREVA Mirabel Route de Marsat, RIOM | Phip | Céng vin sb
pha dung dich 63963, Clermont Ferrand 6821/QLD-
tiém truyén Cedex 9 DK ngiy

11/06/2021 i

5 | Cancidas Caspofungin | 70mg Hop 1 lo, Bot VN-20658-17 | FAREVA Mirabel Route de Marsat, RIOM | Phap | Cdng vin sd

pha dun g dich 63963, Clermont Ferrand 6821/QLD-

tiém truyen

Cedex 9




STT | Tén thube Hoat chit Ham Quy cach So ding ky | Co sé sdn xuit Dia chi co sé sdn xuit Nuwée | Cong viin phé
lrgng/ dong goi; san duyét thay
Nong d Dang bao ché xuit déi, bd sung
bBK ngay
11/06/2021
6 | Cerebrolysin | Peptide 215,2 Hop 10 c‘mg‘x QLSP-845-15 | Co s tron va dong goi Dia chi co s& tron va déng | Dirc | Cong vin 50
(Cerebrolysin | mg/ml Iml; hop 5 ong so cap: Ever Pharma | géi so cap: Otto-Schoot-Str. 17979/QLD-
concentrate) x Sml; hgp 5 Jena GmbH; Co s& | 15, 07745 Jena, Dlc; Dia DK ngay
2152 mg/ml dng x 10ml; dong goi thir chp: Ever | chi co s& dong géi thir cdp: 07/12/2020
Dung dich tiém, Pharma Jena GmbH; | Briisseler Str. 18, 07747
dung dich ddm Co s& xudt xudng: |Jena, Germany; Dia chi co
ddc pha dung Ever Neuro Pharma |s& xuidt xudng: Oberburgau
dich tiém GmbH 3, 4866 Unterach, am
truyf’:n Attersee, Ao;
7 | Curosurf M3ilo 1,5ml | 120mg/1,5 |Hop I lo 1,5ml | VN-18909-15 | Chiesi Farmaceutici | Via San Leonardo 96- Y | Cong vanso
chira: ml Hon dich bom Sp.A 43122 Parma, Y 1018/QLD-
Phospholipid dong ndi khi bK ngay
chiét xudt tir quén 09/02/2021
phdi lgn
120mg
8 Invanz Ertapenem 1g Héop 1 lo 15ml | VN-20315-17 | FAREVA Mirabel Route de Marsat, Riom, | Phap | Céng vén 6
(dudi dang chira lg 63963 Clermont - Ferrand 6819/QLD-
Ertapenem ertapenem; Hop Cedex 9, Phap PK ngay
natri) 1g 119 20ml chira 11/06/2021
1g ertapenem, va Quyét dinh
Bot pha dung s6 265/QD-
dich tiém QLD ngay
truyén. 11/5/2022
9 | Keppra Levetiraceta | 500mg Hop 6 vix 10 VN-18676-15 | UCB Pharma S.A. Chemin du Foriest, Braine- | Bi | Cong vin sb
m vién nén bao I'Alleud, 1420, Bi 3112/QLD-
phim DK ngay
01/04/2020
10 | Lucentis Ranibizumab | 1,65 Hgp 1 bom QLSP-1052- | Vetter ~Pharma - Eisenbahnnstralle 2-4,| Pic | Congvin $0
mg/0,165 tiém dong sén 17 Fertigung GmbH & | 88085 Langenargen; Dia chi 10508/QLD-
ml thube x 0,165 Co. KG (Co sé déng |co so dong goi thir cdp: DK ngay
ml,D\,mg dich"il < e goi thir cdp: Alcon- | Rijksweg 14, 2870 Puurs, 14/07/2020
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