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UBND TINH DONG NAI CONG HOA XA HOQI CHU NGHIA VIET NAM
SOYTE Doc lap - Tw do - Hanh phic
Sé: 4A%47F ISYT-BMT Dong Nai, ngay <9 théng & nim 2022

V/v thay d‘éi théng tin thude
tring thu Cerebrolysin

Kinh gtri: Giam ddc cac don vi truc thude S& Y té.

(sau ddy goi tdt 1 cdc co 6y té)

Thuc hién theo y kién ctia Trung tim Mua sém tap trung thudc Quéc gia —Bo Y
te (sau dy goi tat la TTMSTTTQG) tai Cong van s6 263/TTMS-NVD ngay 21/6/2022
v& viéc thay dbi thay ddi thong tin thubc tring thiu Cerebrolysin, Gidm dc S¢ Y té
thong bdo:

Théng tin cia thudc
Tén thuoc, tén hoat | tring thau tai Quyét dinh | Thong tin ctia thudc tring thau

chit, sé dingky | sb2797/QD-BYT ngay sail thiay A5
06/6/2021
Cerebrolysin Co sé tron va dong goi: Co s¢ tron va déng goi so cap:

Ever Pharma Jena GmbH | Ever Pharma Jena GmbH (Otto-

(Cg:]frt (l)(li)?sin (Otto-Schoot-Str.15, 07745 | Schoot-Str.15, 07745 Jepa, Diic);
concentrate) Jena, Ditc), Co s& dong goi thir cap: Ever
215,2mg/ml x 1ml Co s¢ xuat xudng: Ever Pharma Jena GmbH (Briisseler
71 S’ng il x Sml. Neuro Pharma Str. 18, 07747 Jena, Diic); Co 56
215 ,2mg/ml X IOmf) GmbH (Oberburgau 3, xudt xuong: Ever Neuro Pharma
dLSP-845-15 4866 Unterach am GmbH, Ao (Oberburgau 3, 4866
Attersee, Ao), Unterach am Attersee, Ao);

Giam dbc S¢ Y té thong bao dén cac co s¢ y té duoc biét va thuc hién.

Trong qué trinh thuc hién néu c6 kho khan, vudng mic, dé nghi bdo cdo kip
thoi v& S& Y té - Ban mua thudc tap trung tinh (SPT: 0251.3942311, dia chi Email:
todauthausytdn@gmall.com) dé S& Y té bao cdo Trung tAm Mua sdm tép trung thude
Qudc gia — B Y té./.

(Dinh kém Céng van s6 263/TTMS-NVD ngay 21/6/2022 cia Trung tdm Mua sim
tGp trung thuéc Quéc gia —Bo Y 1)

Noi nhan: KT GIAM POC
, GIAM POC |

- Nhu trén (thuc hién);

- BGD SYT (dé bao cao);

- BHXH tinh BN (phdi hop chi dao);
- Website SYT Pong Nai;

- Luu VT, BMT.

Lé Quang Trung

S6 2 - Phan Dinh Phung, phuong Quang Vinh, thanh pho Bién Hoa, tinh Dong Nai
PT: (02513) 942311; Email: syt@dongnai.gov.vn; Website: syt.dongnai.gov.vn
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_ TRUNG TAM MUA SAM Do I8p - T do - Hanh phi
TAP TRUNG THUOC QUOC GIA e et
S6:267/TTMS-NVD ‘ Ha Noi, ngayZ thang bmem 2027
V/v thay déi thong tin thude tring thau
Cerebrolysin
Kinh gm

=36 Y té céc tinh, thanh phé tryc thuéc Trung uong;

- Y t€ cdc Bo/nganh;

- Céc bénh vién/vién ¢6 giuong bénh tryc thuéc Bo Y té.
Ngay 06/6/2021, B§ truéng B6 Y té da ban hanh Quyét dinh s 2I9HOD-

BYI%‘/é viéc phé duy;“:t két qua Iya chon nha théu cung cép thudc biét dugc gbe

thuéc Danh muc thude duoc dp dung hinh thic dam phan gid nim 2020 cua

Trung tAm Mua sim tap trung thuéc Quéc gia (Trung tam).

Ngéy 17/6/2022, Cuc Quan Iy Dugc d3 ban hanh Quyét dinh sé 322/Qb-
QLD vé viéc cong bd Danh muc thudc Bigt duoc géc — Pot 1 nam 2022.

Ngay 21/6/2022, Trung tdm da nhan duoc vin ban 56 703-2022CV/HPC-
KDXNK ctia Céng ty ¢6 phan Duoc pham Thiét biy té Ha Noi vé viéc cung Ung
thube Cerebrolysin va céc tai liéu kém theo vé viéc thay d6i théng tin co s¢ déng
g061 thir cap cua thude Cerebrolysin (sb dang ky QLSP-845-15).

Can cir Khoan 4 Didu 42 v3 diém ¢ Khoan 6 Piéu 37, Théng tu
15/2019/TT-BYT ngay 11/7/2019 cia B truéng Bo Y té quy dinh vé truong hop
thude tring thau cé thay déi trong qua trinh lya chon nha thiu hodc cung g
thude tring thiu, Trung tdm xin théng béo thay doi théng tin cta thude tring thau
Cerebrolysin, cu thé nhu sau:

Tén th UéC tén hOﬂ[ Théng t"} cfr.a thUéC tn’jng thf‘ill a . s X , P 2.
hét <& ée‘m ey tai Quyét dinh s6 2797/QD- Théng tin cua thude triing thau sau thay déi
L BYT ngay 06/6/2021
Cerebrolysin Co s trén va déng goi: Co s& trén va déng goi so cip: Ever |
(Peptide Ever Pharma Jena GmbH Pharma Jena GmbH (Orto-Schoor-
(Cerebrolysin (Otto-Schoot-Str. 15, 07745 Str.15, 07745 Jena, Diic); Co s& dong
concentrate) Jena, Pirc); gbi thir ce‘ip: Ever Pharma Jena GmbH
215,2mg/ml x 1ml, Co sé xuét xuong: Ever (Brzisse/cjr Str. 18, 07747 Jena, Dirc);
215,2mg/ml x 5ml, Neuro Pharma Co s xuit xudng: 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, 4 0);

Trung tam théng béo va gui cdc tai lidu kém theo dé S Y té cée tinh, thanh
phé truc thudc Trung vong, Y té céc B6/nganh, cic co s¢ y té biét va thuc hién. S

Noi nhin:

- Nhu trén;

- TT. Tran Vin Thuin (dé bao cdo);

- Cong ty ¢4 phan Thiét bi Y té Ha Noi (dé th);

- Trung tdm Gidm dinh bao hiém y té va thanh toan
da tuyén;

- Luu: VP, NVD,

TRUNG TAM
MUA SAM




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

Sa: :303-2022CKIHPC-KDXNK Péc lap — Tu do — Hanh phiic
TRUG TAM ARG Aﬁwwmﬁé Cerebrolysin
. by Ha Ngi, ngay 20 thdng 6 ndm 2022
BEN 86 .......... I-g .............. -~:
Ngayyfﬁfmﬁ/
Chuyén: Kinh ul"Trung tim Mua sam Tap trung Thube Qu(‘m gia,
A ] P
' 86 va ky hidu HS!eveerneeee o

Cong ty co phan Dugc phidm Thiét bj Y t& Ha Noi (Hapharco) xin giri t6i Trung tdm Mua sém Tap
trung Thubc Q\_.\Qc gia 101 chio tran trong.

Céng ty.ching t6i da trang thau tai Quy Trung tdm Goi thau s§ 1: ’Cung cép thudce Biét dugc gbe
Cerebrol)_(§‘1;1 /hoéc tuong duong diéu trj thudc danh myc thude dugc 4p dung hinh thirc dam phén gi4 cho
cac CO“SAS? y t& trén toan qudc nim 2021-2022°’ mit hang Cerebrolysin ctia nha san xuét Ever Neuro
Phanﬁé GmbH, Ao. Nhidm néng cao nang sudt, nha san xudt da tién hanh thay ddi co s& déng géi thir cip
va da dugc Cyuc Quén 1y Dugc — Bo Y té chép thuén theo cong van sé 17979/QLD-BK ngay 07 théng 12
nam 2020. Pdng thoi, Cuc Quan 1y Duge — B8 Y té ciing dd cé quyét dinh s6 322/QP-QLD ngiy
17/6/2022 vé viéc “’cong bd Danh muyc thudc bidt dugc géc — Dot 1 ndm 2022’ trong d6 mit hang
Cerebrolysin dugc phé duyét thay dbi co s déng géi thir cdp tai STT 6 - Phy lyc 1 *’Danh myc 27 thude
BDG duoc phé duyét thay dbi, bd sung gidy dang ky luu hanh — dot 1 ndm 2022** (Céng ty xin giri kem
quyét dinh 322/0P-QLD ngay 17/6/2022).

Mit hang Cerebrolysin theo mau nhan méi dd dugc ching t6i nhip khéu v& Viét Nam, do vay kinh dé
nghj Quy Trung tim xem xét va c6 ¥ kién phan hdi sém dé Céng ty tiép tuc cung tng hang, d4p ing kip
thdi nhu cu diéu trj cla cac co s¢ y té trén toan qudc.

Xin tran trong cdm on!

DA
Noi nhdn:
- Nhur trén;

- Lwu Van thu.
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gy béi: Cuc Quinly CUC QUAN LY DUOC Poc lap - Tw do - Hanh phic

ugc ., e
Co quan: B&-YTC e <
Ngiy ky7 17061309252 S0: 322 /QB-QLD 1 Noi, nga 1 i
ey .45.%7;’6020”'9;? Dy Q < AN M ViR

o0 CONG 1Y "o el <
/5 o PRHAN e QUYET PINH

t: " puoc PHAM.. ‘"‘-*

i L THIETBIY TE

o HANOI g/ CUC TRUONG

Ty f'*_;\.‘.";}_;\:C'd)1 ctr Lugt Duwoc sb 105/2016/QH13 ngay 06/04/2016;
. Can cir Nghi dinh 54/201 7/ND-CP ngay 08/05/2017 cuia Chinh phit quy dinh chi tiét
m@t.so dieu ve bi¢n phdp thi hanh Ludt Dugc,
Cdn cir Nghi dinh §5 1 .i5/201 8/ND-CP ngay 12/11/2018 cua Chinh phil stra dsi mgt
<750 quy dinlz lién quan dén diéu kién dau ue kinh doanh thugc pham vi quan ly nha nwée
cua Bg Y 1é;
Cén cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phit quy dinh chirc
ndng, nhiém vy, quyén han va co cdu 16 chire ciia Bo Y té;
Céin cit Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia B6 trucng Bo Y 1 quy
dinh viéc ding ky luu hanh thude, nguyén ligu lam thude;
Cain ctr Théng ti s6 23/2021/TT-BYT ngay 09/12/2021 ctia Bo Y (é sira déi, bo sung
mét s6 vén ban quy pham phap ludt do Bé trucng Bo Y 16 ban hanh;
Céin cit Quyét dinh sé 7868/QD-BYT ngay 28/12/2018 cua Bg trugng Bo Y 1€ quy
dinh chirc ndng, nhiém vy, qz:yén han va co céu té chire ciia Cuc Quan Iy Duwgce thuge B

\_’_éfifiéc cong bd Danh muc thude bigt dwge gde - Pt 1 niim 2022

Yié;
Theo @ nghi ctia Trucng phong Phong Dang ky thuoc - Cuc Qudn Iy Durgr.
QUYET DINH: Vo ok
Pitu 1. Coéng bd Danh muc thudc biét duge gbe - Dot | nam 2022, gom 30 thude

tai Phy luc kém theo Quyét dinh ndy, cu thé:
- Phy lyc I: Danh myc 27 thuc biét dugc géc dugo phé duyét thay ddi, bd sung gidly
" @sing ky luu hanh.
- Phy luc II: Danh muc 03 thubc biét duoc gde duge gia han gidy ding ky luu hanh.
Pidu 2. Quyét dinh ndy c6 higu lyc ké tir ngdy ky ban hanh.

Biéu 3. Gidm dbc S Y té cic tinh, thanh pho trye thude Trung uong, céc co s kinh
* doanh dwgc va Gidm dbc co s c6 thude néu tai Didu | chiu trach nhiém thi hanh Quyét
dinh nay./. . )
Noi nhfin; : KT. CUC TRUON
- Nhu Dicu 3; SR ING
- Thir trudng D3 Xuan Tuyén (dé b/c);
- Cac d/c Thir truong BYT (dé b/c);
- Cyc trudng (dé b/c); )
-Cuc Quan Y - B(‘? Qubc phong; Cuc Y té - Bo
Céng an; Cyc Y t& GTVT - Bj Giao thong vén
tai; Téng cuc Hai quan - B9 Tai chinh;
- Béo hiém X4 hoi Viét Nam;
-Bb Y t& Vy Phap ché, Cuc QLYDCT, Cyc
QLKCB, Thanh tra B; )
- Céc Vién: KN thude TW, KN thuoe TP. HCM;
- Tdng Cong ty Dugc Vigt Nam- CTCP; Cécco
s& kinh doanh dugc;
- Cac Bénh vién & Vién c6 giudng bénh tryc
thudc BO Y té;
- Cuc QLD: QLKDD, QLCLT, PCTTra, QLGT,
VPC, Website;
- Luu: VT, BK.
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(Ban hanh kém thea Quyét dink 56327 /0D-QLD ngay 17 /06 /2022 ciia Cuc Qudn If Dugc)

AN
STT | Tén thude Hoat chit Him’ Quy céch SGding ky | Cou s sin xuat Dia chi co 3¢ sin suit Nuwéde | Cong vin phé
~Argng/ déng gbi; sdn duygt thay
| Néngd§ | Dang bio ché xuat | ddi,bd sung
1 | Arcoxia Etoricoxib® * | 120mg Hop 3 vix 10 | VN-20808-17 | San xuat boi: | Dja chi nha sin xvat: Via | Tdy |[Congvinsd
120mg NN vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial  Services, | Alcala de Henarcs, Madrid; | Nha | DK ngdy
SA (Dja chi déng gdi va xuit 29/12/2020
xugng:  Shotton  Lane,
Déng géi vé& xudt | Cramlington,
xudng boi: Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)
2 | Arcoxia Etoricoxib 60mg Hép 3 vix 10 VN-20809-17 | San xudt bai: | Bja chi nhd san xuat: Via | Tay |Cdng vinso
60mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcala dc Henares, Madrid; | Nha | DK ngay
S.A (Dia chi déng géi va xudt 29/12/2020
xudng:  Shotten  Lane,
Déng g6i vi xuit | Cramlington,
xugng bai:  Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)
3 | Arcoxia Etoricoxib 90mg Hop Ivix 10 VN-20810-17 | Sin xuat boi: [ Dja chi nhd sin xuat: Via | Tdy |Congvanso
90mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcald de Henares, Madrid; | Nha | DK ngdy
S.A (Dja chi déng géi vi xudt 29/12/2020
xugng:  Shotton  Lane,
Dong géi vd xudt [ Cramlington,
xudng bdi: Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)

4 | Cancidas Caspofungin | 50mg Hop 119, Bt | VN-20811-17 | FAREVA Mirabel Route de Marsat, RIOM | Phép |Cédng vin sd
pha dung dich ) 63963, Clermont Ferrand 6821/QLD-
tiém truyéa Cedex 9 [0 = = | BKi.ngdy

=22 | 11/0602021

5 | Cancidas Caspofungin | 70mg Hép 1 lo, Bt | VN-20658-17 | FAREVA Mirabel Route de Marsat, RIOM | Phap | Cdng viinso

pha dung djch 63963, Clermont Ferrand! 6821/QLD-

tiém truyén

Cedex 9




STT | Tén thudec Hoat chat Ham Quy cich SG ding ky | Co sé san xudt Dia chi co sé sén xuat Nuée | Cang vin phé
lugng/:"|" déng gbi; sin duyét thay
Nong a4 Dang bao ché xudt | ddi, bé sung
~oys DK ngay
~\° 11/06/2021
6 | Cercbrolysin | Peptide . =~ | 2152 Hop 10 ong x QLSP-845-15 | Co 50 trgn vé déng géi | Dja chi co sd trgn vi déng | Dic | Cong van so
(Cerebrolysin | mg/ml Iml; hép S ong so cdp: Ever Pharma | goi so cdp: Otto-Schoot-Str. 17979/QLD-
concentrate) x 5ml; hop § Jena GmbH; Co sg | 15, 07745 Jena, Dirc; Dia DK ngay
215,2 mg/ml dngx 10ml; dong gdi thir cdp: Ever | chi co s& dong géi thir cdp: 07/12/2020
Dung djch tiém, Pharma Jena GmbH; | Briisseler Str. 18, 07747
‘ dung djch ddm Co s¢ xudt xudng: |Jena, Germany; Dia chi co
. dic pha dung Ever Ncuro Pharma |so xudt xudng: Oberburgau
dich tiém GmbH 3, 4866 Unterach, am
truyén Attersee, Ao;
7 | Curosurf Méilo 1,3ml | 120mg/1,5 |[Hdp 1 lo 1,5ml | VN-18909-15 | Chiesi Farmaceutici | Via San Leonardo  96- Y Cong van so
chira: ml Hén dich bom Sp.A 43122 Parma, Y 1018/QLD-
Phospholipid dng ndi khi DK ngay
chiét xudt tir quin 09/02/2021
phdi lgn
120mg
8 Invanz Ertapenem 1g Hop 1 lp 15ml VN-20315-17 | FAREVA Mirabel Route de Marsat, Riom, | Phép | Cdng vin sd
(du6i dang chira lg 63963 Clermont - Ferrand 6819/QLD-
Ertapenem ertapenem; Hop Cedex 9, Phip BK ngay
natri) 1g 119 20ml chira 11/06/2021
1g ertapenem, vd Quyét dinh
Bot pha dung 56 265/QD-
djch tiém QLD ngay
truyén. 11/5/2022
9 Keppra Levetiraceta | S00mg Hop 6 vix 10 ‘VN-18676-15 | UCB Pharma S.A. Chemin du Foriest, Braine- Bi Cong vin s0
m vién nén bao I'Alleud, 1420, Bi 3112/QLD-
phim DK ngay
01/04/2020
10 | Lucentis Ranibizumab | 1,65 Hop | bom QLSP-1052- | Vetter Pharma - | Eisenbahnnstrae 24, Pic |Congvinsd
mg/0,165 tiém déng sin 17 Fertigung GmbH & | 88085 Langenargen; Dja chi 10508/QLD-
ml thude x 0,165 Co. KG (Co s6 déng [co so dong géi thi cdp: DK ngay
géi thi cp: Alcon- | Rijksweg 14, 2870 Puurs, 14/07/2020

ml, D\ing dichi -

tiém \ m
O

"5 -

Couvrcur NV)

Belgium
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