BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
S6: 93 /QP-QLD Ha Néi, ngay 03 thdng 40 ndim 2018
QUYET PINH

V& viéc ban hanh danh muc 21 sinh phim duge clp sb dang ky luu hanh tai
Viét Nam - Dot 36 (S6 diing ky ¢6 hi¢u lye 05 niam)

CUC TRUONG CUC QUAN LY DUQC

Cén ctr Luat Duoc ngéy 06 thang 4 nam 2016;

Cin ctr Nghi dinh sé 75/2017/ND-CP ngay 20 thang 6 nidm 2017 cua
Chinh phu quy dinh chiic néng, nhiém vu, quyén han va co céu to chiic clia Bo
Y té;

Cén cur Quyét dinh sb 3861/2013/QDb- BYT ngay 30/9/2013 cua Bo tru’ong
Bo Y té quy dinh chitc nang, nhiém vy, quyén han va co cdu td chtc cla Cuc
Quan Iy Dugc thudc Bo Y té;

Cén ct Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bo truong Bo
Y té quy dinh viéc dang ky thudc;

Cian ctr y kién cta Hoi ddng tu vén cép gidy ding ky luu hanh thube,
nguyén liéu 1am thudc;

Xét dé nghi ctia Truéng phong Ding ky thube - Cuc Quéan ly Duoc,
QUYET DINH:

})leu 1. Ban hanh kém theo Quyét dinh nay danh muc 21 sinh pham duoc
cap sb dang ky luu hanh tai Viét Nam - Dot 36.

Pidu 2. Céc co s& dang ky va san xuat ¢6 sinh phim duoc _phép luu hanh
tal Viét Nam qui dinh tai Diéu 1 phai in s6 déng ky duge Bo Y té Viét Nam cap
1én nh@n va phai chap hanh dung céc quy dinh ctia phap lust Viét Nam vé san
XUt va kinh doanh thudc. S6 dang ky c6 ky hidu QLSP-...-18 ¢6 gié tri 05 nam
ké tir ngay cap.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Gidam déc S& Y té céc tinh, thanh pho truc thugce Trung wong va

Giam dbc céc co s6 ding ky va san xuét c6 sinh phdm néu tai Pidu 1 chiu trach
nhiém thi hanh quyét dinh nay./.

Noi nhin: CUC TRUONG

- Nhur diéu 4; '

- BT. Nguyén Thi Kim Tién (de blc);
-TT. Truong Quoc Cuong (de b/c)

chua bénh, Thanh tra BoY te Cuc KHCN&DT s
- Vién V¢ sinh dich t& trung wong, Vién Kiém dinh qupc 3
gia vic xin va sinh phdm y té;
- Téng Cuc Hai quan - B Tai chinh;
- Website ctia Cuc QLD, Tap chi Dugc va My phdm-
Cuc QLD;
- Luu: VT, QLKDD, QLCL, BPKT (8 ban).
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tyw do - Hanh phiic

DANH MUC 21 SINH PHAM BUGC CAP SO PANG KY LUU HANH TAI VIET NAM
HIEU LUC 5 NAM - BOT 36

Ban hanh kém theo quyét dinh s6: ..09.3./QD-QLD, ngay .03..../..40... 20U &

1. Cong ty dang ky: Cﬁng‘ty TNHH Dugc phim Ba Lan (D/c: P903, Toa CT4-5, KDT Yén Hoa,
Phuong Yén Hoa, Qudn Cau Giay, Ha Noi - Viét Nam)

1.1 Nha san xuat: Tarchomin Pharmaceutical Works ""Polfa" S.A (D/c: 2. A. Fleminga Str.,
03-176 Warsaw - Poland)

gdm 2 phén insulin
hoa tan va 8 phén
insulin isophan 100
[U/ml

s - < Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach T )
q ] 05 ] ks d k
il Ven:thitoe Ham lugng oh | tho |chudn| denges | O DN kY
I |Polhumin Mix-2 Insulin ngudi sinh Hon dich 36 |TCCS [Hop 5 (”Sng, émg QLSP-1112-18
tong hop tinh khiét, |tiém thang x 3ml

2. Cong ty dang ky: Cong ty TNHH Sanofi- Aventis Vit Nam (D/c: 123 Nguyén Khodi, Qudn 4,
TP. H6 Chi Minh - Viét Nam)

2.1 Nha san xuit: Sanofi-Aventis Deutschland GmbH (D/e: Industriepark Hochst,
Bruningstrafie 50, D-65926 Frankfurt am Main - Germany)

. I Hoat chit chinh - | Dangbao |Tudil Tieu | Quyeach | ggae o
- ang | 1 ding k
SR, e Ham lrong ché | tho |chudn| déng goi N
2 |Toujeo Solostar Insulin glargine ~ {Dungdich | 30 [TCCS [Hop 5 bit tiém | QLSP-1113-18
300U/ml tiém thang nap san thude x
1,5ml

3. Cong ty diing ky: Diethelm & Co.,Ltd (D/c: Wiesenstrasse 8, 8008 Zurich - Switzerland)

3.1 Nha sén xuéit: Haupt Pharma Amareg GmbH (D/c: Donaustaufer Strasse 378, 93055
Regensburg - Germany). Co' s¢ xuit xwdng: Medinova AG (D/c: Eggbuhlstrasse 14, 8050 Zurich,

Switzerland)
. Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich S6 diine k¢
— A £ ] s b 0 dang k
e e e Ham luong ché tho |chudn| doéng géi &xy
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Gynoflor

[actobacillus
acidophilus 10° -
10'° cfu; Estriol
0,03mg

im dao

Vién nén dat

36
thang

TCCS

Hop 1 vix 6
vién, hop 2 vi x
6 vién

QLSP-1114-18

4. Cong ty diing ky: Ever Neuro Pharma GmbH (D/c: Mondseestrasse 11, 4866 Unterach, am

Attersee - Austria)

4.1 Nha san xuit: OM Pharma SA (P/c: Rue du Bois-du-Lan 22, 1217 Meyrin - Switzerland)

STT

Tén thube

Hoat chét chinh -
Ham lwong

Dang bao
che

Tubi
tho

Tiéu

R
chuan

Quy cach
dong goi

S6 ding ky

7 }?Eéﬁcho-vaxom
Children

Broncho-Vaxom Adults

Standardized
OM-85 lyophilisate
corressponding to
40mg; Lyophilised
bacterial lysate of
Heamophilus
influenzae,
Streptococcus
(Diplococcus)
pneumoniae,
Klebsiella
pneumonia et ssp.
ozaenae,
staphylococcus
aureus,
Streptococcus
pyogenes et
sanguinis (viridans)
Moraxella
(branhamella/Neisse
ria) catarrhalis 7mg;

Standardized
OM-85 lyophilisate
corressponding to
20mg; Lyophilised
bacterial lysate of
Heamophilus
influenzae,
Streptococcus
(Diplococcus)
pneumoniae,
Klebsiella
pneumonia et ssp.
ozaenae,
staphylococcus

Vién nang
cling

Vién nang
cung

60
thang

TCCS

60
thang

TCCS

Hép 1 vix 10
vién

Hop 1 vix 10
vién

QLSP-1115-18

QLSP-1116-18
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aureus,
Streptococcus
pyogenes et
sanguinis (viridans)
Moraxella
(branhamella/Neisse
ria) catarrhalis
3.5mg;

5. Cong ty ding ky: F. Hoffmann-La Roche Ltd. (D/c: Grenzacherstrasse 124, CH-4070 Basel -

Switzerland)

5.1 Nha sin xuét: F.Hoffmann-La Roche Ltd. (D/c. Wurmisweg, 4303 Kaiseraugst -

STT

0

Switzerland)
- z Hoat chiit chinh - | Dang bao |Tudi| Tiéu | Quy cach . ,
g e - So dang k
LRH R B lirging ché | tho |chudn| déng goi M
Herceptin Trastuzumab Dung dich 21 |TCCS |Hop 1 lox 5ml | QLSP-1117-18
[600mg/5Sml tiém thang ) -

5.2 Nha sin xuét: Roche Diagnostics GmbH (D/c: Sandhofer Strasse, 116, 68305 Mannheim -

Germany)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch £ e
fel Llioe Ham lugng ché | tho [chudn| donggei | O oone K
Avastin Bevacizumab Dung dich 24 |TCCS |[Hop 1 lox 4ml | QLSP-1118-18
100mg/4ml dam dic d@é |thang
pha dung
dich tiém
truyén
Avastin Bevacizumab Dung dich 24 |TCCS Hop 1 lo x QLSP-1119-18
400mg/16ml dam dic dé |thang 16ml
pha dung
dich tiém
lruyén

5.3 Nha sin xuét: Vetter Pharma- Fertigung GmBH & Co. KG (D/c: Schutzenstrasse 87 and
99-101, 88212 Ravensburg - Germany). Co s¢ dong goi va xuat xwéng: F.Hoffmann-La Roche

Ltd. (P/c: Wurmisweg, 4303 Kaiseraugst - Switzerland)

. Hoat chit chinh - | Dang bao |Tubi| Tiéu | Quy cich T
HEREs Ham lugng ché tho |chuén déng goi b
Actemra Tocilizumab Dungdich | 24 [NSX |Hop4bom | QLSP-1120-18
162mg/0,9ml tiém thang] tiém dong san
thude x  0,9ml
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6. Cong ty dang ky: LG Chem, Ltd. (D/c: Dia chi: (Yeouido-dong) 128, Yeoui-daero,
Yeongdeungpo-gu, Seoul - Korea)

6.1 Nha san xuit: LG Chem, Ltd. (B/c: 129, Seokam-ro, Iksan-si, Jeollabuk-do - Republic of

Korea)
i £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach & oy ,
0 0 Y = k (3
oEE Som Mg Ham lugng ché | tho [chun| démggei | SO dane
10 |IVF-C INJECTION  |M&i éng chira: Botdong | 24 |USP |Hop chia I éng| QLSP-1121-18
1000TU Human chorionic  |kho pha tiém |thang|39 bot dong khd
gonadotropin pha tiém kém |
10001U lo dung méi
pha tiém NaCl
0,9% x 1m]
11 [IVF-CINJECTION  |M&idngchta:  [Botdéng | 24 [USP [Hopchéa3lo | QLSP-1122-18
5000 IU Human chorionic  |khé pha tiém|thang|39 bt dong kho
gonadotropin pha tiém kem 3
50001U lo dung moi
pha tiém NaCl
0,9% x 1ml
7. Cong ty diang ky: Merck Export GmbH (D/c: Dia chi: Frankfurter Strafle 250, 64293
Darmstadt - Germany)
7.1 Nha san xuit: Merck Serono S.p.A (D/c: Via Delle Magnolie 15, (Loc.Frazione Zona
Industriale), 70026 Modugno (Bari) - Italy)
" £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach PR :
] ey . So6 d ky
L AR IR Ham luong ché | tho [chudn| déng g6i M
12 |SAIZEN Somatropin 8 mg  [Bot pha tiém| 36 [TCCS [Hop chia Ilo | QLSP-1123-18
thang bot dé pha dung

dich tiém va 1
bng (catridge)
dung méi kim
khuén duoc lap
san trong mot
dung cu dé pha
(click easy)
gdm 1 bd chia
dung cu va |
canun chuyén
v6 khuan

8. Cong ty ding ky: Merck Sharp & Dohme (Asia) Ltd. (B/c: Flat/RM 1401 A&B 14/F & 27/F.,
Lee Garden Two, 28 Yun Ping Road, Causeway Bay - Hong Kong)
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8.1 Nha sin xuat: Vetter Pharma- Fertigung GmBH & Co. KG (D/c: Schutzenstrasse 87 and
99-101, 88212 Ravensburg - Germany). Co sé déng goi: N.V. Organon (D/c: Kloosterstraat 6,

5349 AB Oss, Ha Lan)

‘ . Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich T
‘ 3 ang ) b S
AL Tentanoe Hiim lirgng ché | tho [chudn| déngesi 0 ding ky
13 |Elonva Corifollitropin alfa |Dung dich 36 |TCCS |Hop chua 01 xy| QLSP-1124-18
100meg/0,5ml ti€ém thang lanh dong san x
0,5ml
14 |Elonva Corifollitropin alfa |Dung dich 36 [TCCS [Hop chira 01 xy| QLSP-1125-18
150meg/0,5ml tiém thang lanh déng san x
0,5ml

9. Cong ty dang ky: Novo Nordisk A/S (D/c: Novo Allé, DK-2880 Bagsvaerd - Pan Mach)
9.1 Nha sin xuat: Novo Nordisk A/S (P/c: Novo Allé, DK-2880 Bagsvaerd - Dan Mach)

STT Tén thude Hoat‘chﬁt chinh - | papg bao |Tudi| Tiéu | Quy cich S6 ding ky
Ham lugng ché tho | chuén déng goi
Insulin ngudi ;
15 |Actrapid (rDNX)nlg{)OO Dung dich 30 |Tces |Hop chira 1 lo x| QLSP-1126-18
TU/10ml tiém thang 10 ml
| Insulin nguoi Sndich | 30 |TCCs |[Hop chia 1 1o x| QLSP-1127.18
" (:DNA) 1000 Hon dich o TCCS 10.p ; 0 x| Q
Insulatard U/10ml tiém thang m
Insulin ngudi S e | -
- [Mixtard 30 (DNA) 1000 | Hondich | 0 i1CCS |Hgp ohita 1 1o x| QLSP-1128-18
[U/10ml bao gdm | 11em thang 10ml
soluble fraction
3001U/10ml va
isophane insulin
crystals 700111/10ml

10. Cong ty dang ky: Octapharma AG (D/c: Seidenstrasse 2, 8853 Lachen - Switzerland)
10.1 Nha sin xuét: Octapharma Produktionsgesellschaft Deutschland mbH (D/c:
Wolfgang-Marguerre-Allee 1, 31832 Springe - Germany)

STT

18

Tén thuoe

Albﬁﬁbfni 200/;

Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S diing ky
Ham lwong ché tho |chuan| dong goi
Human Albumin Dung dicb 36 |TCCS [Hop 1 lox QLSP-1129-18
10g/50ml tiém truyén |[thang 50ml; Hop 1 lo
x 100ml

11. Cong ty ding ky: Shire Singapore Pte. Ltd. (D/c: 8, Marina Boulevard, # 15 -01 Marina Bay
Financial Centre, Singapore 018981 - Singapore)

11.1 Nha sin xuét: Baxter Manufacturing S.p.A (D/c: Via G.B. Oliva, 2-56121-Loc.
Ospedaletio, Pisa - Italy). Co sé dan nhén, dong géi va kiém soat chat lwgng: Baxter AG (P/c:
Lange Allee 24, A-1221 Vienna, Austria)
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z Hoat chét chinh - Dang bao Tudi| Tiéu Quy cach £ 4o Fe
" 3 ang | : : Sod k;
e Te i Ham luong ché tho |chuan|  dong goi 0 Cang =y
19 |Human Albumin Baxter |Human Albumin Dung dich 24 |TCCS [Hop 1 lo 50 ml | QLSP-1130-18
oot . |10g50ml _|tiém truyén (théngl | R
20 |Human Albumin Baxter [Human Albumin Dung dich 24 INSX |Hop 1 lo SOml | QLSP-1131-18
- |250g/1 B 12,5¢/50ml tiém truyén |thdng|

12. Cong ty diing ky: Zuellig Pharma Pte. Ltd. (D/c: 15 Changi North Way # 01-01, Singapore

498770 - Singapore)

12.1 Nha sén xuidt: Amgen Manufacturing Limited (D/c: State Road 31 Kilometer 24.6 Juncos,
Puerto Rico 00777 - USA)

s&n thudc x
0,6ml

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach & s ;
: ang | , Sé ding |
Bt e ijnas Ham lrong ché tho |chuin|  déng goi o feng Ky
21 |NEULASTIM Pegfilgrastim 6,0  |Dungdich | 36 [TCCS | Hopchia | | QLSP-1132-18
mg/0,6ml tiém thang bom tiém chira
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