TAP TRUNG THUGC QUOC GIA

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM MUA SAM Bdc lip - Tw do - Hanh phiic

S$6:/1JTTMS-NVD Ha Néi, ngey(l> thng 5 niim 2021
V/v théng tin cic thudc BDG 4 chirc
dam phén gia dot 1

Kinh giri: Céc cdng ty sé hiru gidy phép diang ky luu hanh cua

cac thudc Biét dugc géc theo Danh muc kém theo

Ngay 08/4/2021, Hoi dong dam phan gid da hop va théng nhét t5 chirc dam
phan gia dot 1 véi 72 thuoc ctia 27 hoat chat c6 gia tri thanh toan BHYT 16n.

Trung tim Mua sim tap trung thudc Quoc gia (Trung tim TTMSQG) d tién
hanh ra soat thong tin cta cac thudc du kién tién hanh dam phén gié dot 1 va da co

~ van béan sb 251/TTMS -NVD ngay 27/4/2021 gui Cuc Quan ly Dugc dé nghi xem

xét, sém duy tri/gia han s dang ky, cong bd Biét dugc goc va dinh chinh théng tin
luu hanh cho cac thuée thudc danh muc thube sap trién khai dam phan gia (chi tiét
kém theo). Dé qua trinh x4y dung KHLCNT va tlen hanh dam phan gia dugc thuin
loi, Trung tdm dé ‘nghi Quy cdng ty s6 hitu gidy phép ding ky Iuu hanh cta céc
thude Biét duge gbe du kién té chic dam phan gia dot 1 thuc hién mdt sé néi dung
sau:

1. Kiém tra théng tin clia cAc thube thudc Danh muc kém theo va c6 vin ban de
nghi stra d6i hodic x4c nhan thong tin chinh x4c giri vé Trung tdm MSTTQG (trtr
cac cong ty dé c6 van ban giri vé  Trung tam trude do);

2. Bm véi nhung thube c6 s6 dang ki sép hét han hodc chua dugc cong bd Biét
dugc gbe hoic cin dinh chinh théng tin luu hanh nhung chua thudée Danh muc tai
cac Phu luc 1,2,3 kém theo cong vin 251/TTMS -NVD ciia Trung tdm MSTTQG
gui Cyc Quan ly Dugc, d& nghi Quy céng ty cung cép, bd sung thong tin bang vin
ban gtri vé Trung tAm MSTTQG

3. Theo dbi st sao qud trinh xir ly hé so va phéi hop vé6i Cuc Quan ly Duoc dé
dugc duy tri/gia han sb dang ky, cong bb Biét duoc gdc va dinh chinh théng tin luu
hanh trong thoi gian sém nhét.

Vin béan x4c nhan hoiic bd sung, stra dbi thong tin cdc thube Biét dugc gbc
t6 chitc dam phan gia dot 1 cta Quy cbng ty dé nghi gi vé Trung tim MSTTQG
trude ngay 12/5/2021.

Trén trong cam on./. /0

jf;’lvutl// ’
Noi nhin:
- Nhu trén;
- T.T Truong Qubc Cudng (Pé bo cao);
- Luu: VP, NVD.
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DANH MUC CAC THUOC PAM PHAN GIA PQT 1

(Kem theo céng vin s6 7THTTMS-NVD ngay (4/5/2021)
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TT Tén thude Tén hoat chit | Don vi tinh l‘fong daa/ Bu:ong Bang biio:dhi
Ham lwgng ding
Thube tiém/
1 | Avastin Bevacizumab Chai/Lo/Ong | 100mg/4ml Tiém/truyén | Thudc tiém
truyén
. Thubc tiém/
2 | Avastin Bevacizumab Chai/Lo/Ong | 400mg/16ml Tiém/truyén Thudc tiém
truyén
Budesonid, dl.lng dif:h/hén
Symbicort formoterol; Binh/Chai/Lo (IGOng;_; ] dich khi L
> Rapihaler fumarate /Hop " | 4.5meg)/lien | Hit dung/thude hit
dihydrate i xit x 120 liéu dinh ]16u/p\hun
mu dinh liéu
Budesonid, dung difihfhﬁn
4 Symbicort formoterol; Binh/Chai/Lo (16011'10&_A ) dich khi ey
Rapihaler famarate /Hop 435mcg)/!1;\eu Hit d}lng/Flguoc hit
dihydrate ’ xit x 60 liéu dinh lleu/p‘hun
mu dinh liéu
Budesonid; d!mg di?h/hgﬂ
5 | Symbicort Formoterol; BinhiC sl | o0me ' dichkhi =~
Turbuhaler Epedic /Hop /Ong 4,51:flkcg)/lteu x | Hit d}mg/t.llluoc hit
dihydrate ) 60 liéu dinh heu/p‘hun
mu dinh liéu
Budesonid; dung difih/hfm
6 Symbicort Formoterol; Binh/Chai/Lo (1meg x ) dich khi o
Turbuhaler fumarate /Hop/Ong 4,5m(.:{g)/ ligux | Hit dung/ ?EUOC hit
dihydrate 120 liéu dinh heu/p‘hun
mu dinh liéu
Rocephin 1g . . Thucf)c tiem/
T v Cefiriaxone | Chai/Lo/Ong | 1g Tiém/truyén | Thude tiém
truyén
8 | Ciprobay 500 | Ciprofloxacin Vién 500mg Ubng Vién
Thude tiém/
9 | Ciprobay 200 | Ciprofloxacin Chai/Lo/éng 200mg Tiém/truyén | Thudc tiém
truyén
Ciprobay . i Thucfnc tiém/
10 400mg Ciprofloxacin Chai/Lo/Ong | 400mg Tiém/truyén Thu(‘")c tiém
truyén
11 | Plavix 75mg | Clopidogrel Vién 75mg Ubng Vién
12 | Loy Clopidogrel | Vién 300mg Ubng Vién
Thude tiém/
13 | Taxotere Docetaxel Chai/Lo/Ong | 20mg/1ml Tiém/truyén | Thudc tiém
truyén
Thudc tiém/
L Bensgleste] Chai/Lo/Ong | 80mg/4ml | Tiém/truyén | Thude tiem
truyén
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TT Tén thude Tén hoat chit | Bon vi tinh l'\;fong i Bu:o’ng Dang bao ché
: : Ham lugng ding ‘
: = 4000 anti-Xa Thubc tiém/
15 | Lovenox - E‘n’hm EEAY | iy dm) Tiém/truyén | Thudc tiém
(40mg/0,4ml) truyén
: . 6000 anti-Xa Thube tiém/
16 | Lovenox Eg{;ﬁ?ﬁm ]E;f}’hm Cemsy [U/0,6ml Tiém/truyén Thucfnc tiém
(60mg/0,6ml) truyén
i s Thubc tiém/
17 | Eprex 1000 U | Epoetin alfa ChaL/L:?/Ong/ 1000 TU/0,5ml | Tiém/truyén | Thubc tiém
Bom tiém 2
truyén
- Thube tiém/
18 | Eprex 10000 U | Epoetin alfa Cha/Lo/Ong/ | 16000 1U/iml | Tiem/truyén | Thube tiém
Bom tiém 3
truyén
. 4 Thubc tiém/
19 | Eprex 2000 U | Epoctinalfa | SRaVLO/Ong/ 15006 113/0,5ml | Tiem/truyén | Thude tiem
Bom tiém X
truyén
: - Thubdc tiém/
20 | Eprex 3000 U | Epoctinalfa | C2a/L0/Ong/ | 3000 10 3ml | Tiemtruyén | Thude tiém
Bom tiém 3
truyén
g . Thubc tiém/
21 | Eprex 4000 U | Epoetin alfa Chai/Lo/Ong/ | 4400 1)/0,4ml | Tiém/truyén | Thuée tiém
Bom tiém %
truyen
22 | Tarceva Erlotinib Vién 100mg Ubng Vién
23 | Tarceva Erlotinib Vién 150mg Ubng Vién
24 | Iressa Gefitinib Vién 250mg Ubng Vién
25 | Diamicron MR | Gliclazide Vién 30mg Ubng Vién
26 Diicion B Gliclazide Vién 60mg Ubng Vién
60mg
27 | Glivec 100mg | Imatinib Vién 100mg Ubng Vién
Insulin aspart
biphasic (rDNA)
1ml hdn dich
chira 100U cta )
NovoMix 30 insulin aspart But | Thude tiém/
28 | ooy - hoa tan/insulin | tiém/Bom | 300 U3ml | Tiém/truyén | Thudc tiém
R aspart két tinh tiém/Xy lanh truyén
v&i protamine
theo ty 1€ 30/70
(tuong duong
3,5mg) ,
L . Fsulin Dt Bom | Thude ti€m/
R b AT | il 300UAml | Tiém/truyén | Thude tiém
expen (r ) tiém/Xy lanh truyé:n
. | Thudc tiém/
30 | Lantus Insulin Glargine | Chai/Lo/Ong | 1000 IU/10ml | Tiém/truyén | Thudc tiém
truyén
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TT Tén thube Tén hoat chit Pon vi tinh I\fong do/ Bu:(‘mg Dang bao ché
) 7 Ham lugng ding :
Lakitiis Bom . Thube tiém/
31 | Solostar Insulin Glargine | tiém/Bit 300 1U/3ml | Tiém/truyén | Thubc tiém
tiém/Xy lanh truyén
Insulin lispro
Humalog Mix | (insulin lispro Bom Thude tiém/
32 | 75/25 25%; insulin tiém/But 300U/3ml Tiém/truyén | Thubc tiém
Kwikpen lispro protamine | tiém/Xy lanh truyén
75%)
Insulin lispro
Humalog Mix | (insulin lispro Bom Thube tiém/
33 | 50/50 50%; insulin tiém/Bt 300U/3ml Tiém/truyén | Thudc tiém
Kwikpen lispro protamine | tiém/Xy lanh truyén
50%)
Todine (dudi Thudc tiém/
34 | Xenetix 300 | dang Jobitridol | Chai/Lo/Ong | 30g/100ml Tiém/truyén | Thudc tiém
65,81g/100ml) truyén
Todine (duéi Thubc tiém/
35 | Xenetix 300 dang Iobitridol | Chai/Lo/Ong | 15g/50ml Tiém/truyén | Thudc tiém
65,81g/100ml) truyén
Todine (dudi Thube tiém/
36 | Xenetix 350 dang Iobitridol | Chai/Lo/Ong | 35g/100ml Tiém/truyén | Thudc tiém
: 76,782/100ml) truyén
) 2;501::5 (Ii?rlong ‘ Thuéc tiém/
37 | Omnipaque Iohexol Chai/Lo/Ong 350mg Tiém/truyén Thuc;)c tiém
Tod/ml); 100ml i
) ?i?;lg/ (Iirlfong . ThuE:)c tiém/
38 | Omnipaque Iohexol Chai/Lg/Ong Tiém/truyén | Thuoc tiém
300mg lod/ml) truve
x 50ml yel
_ _ ) ?t?rzl'nngg/ gllxlcmg - ‘ Thuc":)c t%ém/
39 | Omnipaque Iohexol Chai/Lo/Ong Tiém/truyén | Thudc tiém
300mg Iod/ml) s
x 100ml y
Thudc tiém/
40 | Meronem Meropenem Chai/Lo/Ong | 1g Tiém/truyén | Thudc tiém
truyén
Thude tiém/
41 | Meronem Meropenem Chai/Lo/Ong | 500mg Tiém/truyén | Thude tiém
truyén
42 | Cellcept MycOphenolete | vien 500mg Ubng Vién
43 | Cellcept ksl L 250mg Ubng Vién
Thudc tiém/
44 | Eloxatin Oxaliplatin Chai/Lo/Ong | 100mg/20ml Tiém/truyén | Thubc tiém
truyén
45 | Eloxatin Oxaliplatin Chaiflo/Ong | S0mg/l0ml | Tiemitrayén | ToN0CHST/

tiém truyén
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FL Tén thude Tén hoat chit | Don vi tinh T\“ong ag/ Bu:b'ng Dang bao ché
i Ham lhrgng dung e
- i i Thu{ﬁc tiém/
46 100mg/16,7ml Paclitaxel Chai/Lo/Ong | 100mg/16.7ml | Tiém/truyén Thué;)c tiém
truyén
Thudc tiém/
47 150mg/25ml Paclitaxel Chai/Lo/Ong | 150mg/25ml Tiém/truyén Thug:)c tiém
truyen
Thube tiém/
48 % Paclitaxel Chai/Lo/Ong | 30mg/5ml Tiém/truyén | Thudc tiém
30mg/5ml A
truyen
Perindopril s % 4
49 Coversyl Smg Aeginife Vién Smg Udng Vién
Perindopril - % i
50 | Coversyl 10mg Argiriine Vién 10mg Udng Vién
_ | Thudc tiém/
51 | Mabthera Rituximab Chai/Lo/Ong | 100mg/10ml Tiém/truyén | Thudc tiém
truyén
Thube tiém/
52 | Mabthera | Rituximab Chai/Lo/Ong | 0T | Tigmiiruyén | Thube tiem
truyén
53 | Crestor Rosuvastatin Vién Smg Ubng Vién
54 | Crestor 10 mg | Rosuvastatin Vién 10mg Ubng Vién
55 | Crestor 20mg | Rosuvastatin Vién 20mg Ubng Vién
dung dich/hén
Seretide Salmeterol; < ‘ ) dich khi
56 | Accuhaler Fluticason EgiﬂChax/LQ g%rrnn(;g,) Nidu Hit dung/t}‘xuéc hit
50/250meg propionat P & dinh liéw/phun
mu dinh liéu
dung dich/hon
Seretide Salmeterol; < 2 . dich khi
57 | Accuhaler Fluticason E{IENCha]/LQ gﬁo%rglc‘::g,) Tidu Hit dung/tl}uéc hit
50/500mcg | propionat P & dinh liéw/phun
mu dinh liéu
dung dich/hdn
Seretide Salmeterol; 5 ’ ) dich khi
58 | Evohaler DC | Fluticasone /P}’{Lgh/ChaI/LQ %ﬁigig’ e Hit dung/tl‘luc”')c hit
25/125meg | propionate (g & dinh liéw/phun
mu dinh liéu
dung dich/hén
Seretide Salmeterol; e . ) dich khi
59 | Evohaler DC | Fluticasone Eghﬁhaﬂg (Z)inglgﬂfSOmc Hit dung/ﬂguéc hit
25/250meg propionate P & dinh liéw/phun
mu dinh liéu
dung dich/hon
Seretide Salmeterol; . . . dich khi
60 | Evohaler DC Fluticasone %]ghjChaﬂLo g%ﬁ::c%ﬂA Hit dung/tl}uéc hit
25/50meg propionate P g)hied dinh liéw/phun
mu dinh liéu
61 | Advagraf Tacrolimus Vién 0,5mg Ubng Vién
62 | Advagraf Tacrolimus Vién Img Ubng Vién
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TT| Ténthubc | Ténhoatchét | Bomvitinh | L oned¥ Duong | pang bio ché
Him lrong dung ol i
63 | Advagraf Tacrolimus Vién Smg Udng Vién
64 | Prograf 0.5mg | Tacrolimus Vién 0,5mg Ubng Vién
65 | Prograf Img Tacrolimus Vién Img Ubng Vién
Thudc tiém/
Prograf ) . A . X A ea
66 Tacrolimus Chai/L¢/Ong | Smg/ml Tiém/truyén | Thudc tiém
Smg/ml A
truyen
) | Thude tiém/
67 | Herceptin Trastuzumab Chai/Lo/Ong | 150mg Tiém/truyén | Thude tiém
truyén
Thudc tiém/
68 | Herceptin Trastuzumab Chai/Lo/Ong | 440mg Tiém/truyén | Thudc tiém
truyén
_ | Thudc tiém/
69 | Herceptin Trastuzumab Chai/Lo/Ong | 600mg Tiém/truyen | Thudc tiém
truyén
_ _ | Thude tiém/
70 | Navelbine Vinorelbine Chai/Lo/Ong | 10mg/Iml Tiém/truyén | Thudc tiém
truyén
71 Navelbine Vinorelbine Vién 20mg Ubng Vién
20mg
72 SRR e Vinorelbine Vién 30mg Udng Vién
30mg
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM MUA SAM Péc Iap - Tw do - Hanh phic
TAP TRUNG THUGC QUOC GIA
$6:/54/TTMS-NVD Ha Néi, ngay Z%hdng 4 nam 2021

V/v gia han sb dang ki, céng bd BDG,
dinh chinh théng tin luu hanh cia cac
thude BDG theo TT15/2020/TT-BYT

Kinh giri: Cuc Quan ly Duoc

Ngay 25/3/2021, Trung tim MSTTQG di nhin dugc dir liéu thanh toan BHYT
nim 2020 cta céc thudc duoc ap dung hinh thitc dam phan giad cia BHXHVN tai
coéng vin sb 744/BHXH-CSYT.

Ngay 08/4/2021, Hoi ddng dam phén gia di hop va théng nhit td chirc dam
phén gia dot 1 v6i 72 thudc ctia 27 hoat chét c6 gié tri thanh todn BHYT I6n.

Trung tAm d3 tién hanh ra soat théng tin cia céc thudc du kién tién hanh dam
phén gia dot 1 va dé xuét dé nghi Cuc Quan Iy Dugc xem xét, sém duy tri/gia han sé
dang ky, cong bd Biét dugc gbc va dinh chinh thdng tin luu hanh cho cac thube thuge
danh muc thuéc sap trién khai dam phan gi4 va dugc Thit truéng Truong Quéc Cudng
phé duyét tai T trinh s6 25/TTMS ngay 15/4/2021, ndi dung cu thé nhu sau:

- V& tinh hinh gia han s6 ding ki ciia cdc thube Biét duge gbe:

+ 11 thudc c6 sé ding ki sép hét han va da ndp hd so xin gia han 01 nim va gia
han 05 nam.

+ 02 thudc ¢ sb dang ki da hét han va da ndp hd so xin gia han 05 nim.

(chi tiét dinh kém tai Phu luc 1)
- V& tinh hinh céng b Biét duge gde:

+ 01 thudc c6 sb ding ki da dugc gia han 5 nim nhung chua dugc cong bd 1a
Biét dugc gdc.

+ 01 thudc c6 sb dang ki mé&i nhung chua duoc céng bd Biét duge gée.

(chi tiét dinh kém tai Phu luc 2)
- V& dinh chinh théng tin lru hanh cdc thude Biét duge gée tai Théng twr
15/2020/TT-BYT:

+ 01 thude c6 thong tin ndng do/ham lugng bi sai léch so véi thong tin cha
thuéc dugc cAp phép luu hanh (theo thong tin doanh nghiép dé nghi dinh chinh).

(chi tiét dinh kém tai Phu luc 3)

bé cong tac dam phén gid duoc thuin loi, Trung tAm kinh dé nghi Quy Cuc
xem xét, quan tam, gidi quyét cic ndi dung lién quan dén cac thudc du kién dam phéan
gi4 dogt 1 noi trén.

Trén trong cam on./.

"Noi nhin:

- Nhu trén;

- T.T Truong Qudc Cudng (DE bio cdo);
- Luu: VP, NVD.




PHU LUC 1: CAC THUOC PA NQP HO SO GIA HAN SO PANG KY

TT |STT trong | Tén san pham (Hoat | S6 ding ky Ho so d4 ndp | M ho so Ngay tiép Tén cong ty sin xuat
TT15 chit, ham lugng) (Ngay hét han) | DAV cap béi DAV nhan ctia
DAV
DM | TT

1 II 9 | Advagraf VN-16290-13 Duy tri 1 ndm | 23628/TT88 | 13/01/2021 | Astellas Ireland Co.,
(Tacrolimus 0,5mg) | (05/5/2020) Giahan 5 nam | NN-34338 14/10/2019 Ltd

2 II 10 | Advagraf VN-16498-13 Duy tri I ndm | 23636/TT88 | 13/01/2021 | Astellas Ireland Co.,
(Tacrolimus 1mg) (05/5/2020) Gia han 5 ndm | NN-34339 | 14/10/2019 Ltd

3 11 11 | Advagraf VN-16291-13 Duy tri 1 nam | 23630/TT88 | 13/01/2021 | Astellas Ireland Co.,
(Tacrolimus 5mg) (05/5/2020) Gia han 5 nam | NN-34340 14/10/2019 Ltd

4 II 88 | Ciprobay 200 VN-14008-11
(Ciprofloxacin (12/12/2020) Gia han 5nam | NN-26292 | 16/11/2015 Bayer Pharma AG
200mg)

5 II 89 | Ciprobay VN-19012-15
(Ciprofloxacin (06/10/2020) Gia han 5nam | NN-34486 | 18/11/2019 Bayer Pharma AG
400mg)

6 I 26 | Crestor VN-19786-16 Duy tri 1 ndm | 49790/TT88 | 01/02/2021 | IPR Pharmaceuticals
(Rosuvastatin 5mg) (05/9/2021) INC/dong gdi tai

Giahan 5 nam | NN-36244 15/9/2020 AstraZeneca UK
Limited

7 II | 142 | Eloxatin VN-19902-16 Duy tri 1 ndm | 71951/TT88 | 23/3/2021 Sanofi-Aventis
(Oxaliplatin (05/9/2021) Gia han 5 ndm | NN-36230 07/9/2020 Deutschland GmbH
100mg/20ml)
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8 | I | 143 | Eloxatin VN-19903-16 | Duy tri L nam | 71950/TT88 | 23/3/2021 Sanofi-Aventis
(Oxaliplatin (05/9/2021) Giahan 5 ndm | NN-36378 07/9/2020 Deutschland GmbH
50mg/10ml)

9 | II | 147 | Eprex 10000U QLSP-974-16 | Duy tri 1 nam | 72100/TT88 | 30/3/2021 CiLan AG
(Epoetin alfa 10000) | (08/6/2021) Giahan 5nam | NN-35875 | 07/7/2020 &

10 | 11 | 148 |Eprex 2000U QLSP-971-16 | Duy tri | nam | 72098/TT88 | 30/3/2021 ,

(Epoetin alfa 2000) | (08/6/2021) Giahan 5 nam | NN-35873 | 07/7/2020 gLy

11 | I | 150 | Eprex 4000U QLSP-975-16 | Duy tri | nam | 72099/TT88 | 30/3/2021 B
(Epoetin alfa 4000) (08/6/2021) Gia han Snam | NN-35874 07/7/2020

12 | 1I | 310 | Meronem VN-17831-14 | Duy i 1 nam | 22590/T88 | 11/012021 | R
(Meropenem 1g) (12/6/2021) Giahan 5nam | NN-34915 | 30/12/2019 o

13 | 1L | 311 | Meronem VN-17831-14 | Duy tri 1 nam | 22601/TT88 | 11/01/2021
(Meropenem 500mg) | (12/6/2021) Giahan 5 nam | NN-34914 | 30/12/2019 | ¢S DobfarS.P.A
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PHU LUC 2: CAC THUOC CHUA PUQC CONG BO BIET DUGC GOC

TT STT Tén san pham (Hoat chit, ham S6 ding ky — S6 S6 Quyét dinh Tén cong ty san xuat
trong TT lwgng) ding ky méi (néu | (ngay ban hanh)
15 c0)
DM | TT
1 I | 437 | Seretide Evohaler DC 25/250mcg VN-14683-12 653/Qb-QLD Glaxo Wellcome S.A
(Salmeterol; Fluticasone propionate (VN-22403-19) (23/10/2019)
25mcg;250meg/lidu)
2 II | 270 Lantus QLSP-0790-14 103/Qb-QLD Sanofi -Aventis Deutschland
(Insulin Glargine 1000TU/10ml) (09/3/2021) GmbH
PHY LUC 3: PINH CHINH THONG TIN CUA THUOC BIET DUQC GOC
TT |STT trong | Tén sian pham | Hoat chit | Nong dj/ham | Puwong dung S6 ding Noi dung dé nghi dinh
TT15 lwong ky ‘chinh
DM | TT
1 II | 350 | Omnipaque Tohexol 775mg/ml Tiém/truyén | VN-20358- Nong dé/ham luong:
(twong duong 17 755mg/ml tuong duong
350mg Iod/ml 350mg iod/ml




