BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
86: 447 /QP-QLD Ha Ngi, ngdy ;3 théng 3 ndm 2017
QUYET PINH

V& viéc ban hianh danh muyc 42 sinh phim
dwge cip s6 ding ky luru hanh tai Vi¢t Nam - Dot 32

CUC TRUONG CUC QUAN LY DUQC

Cian cu Luat Dugc ngay 06 thang 4 nim 2016;

Cin cir Nghj dinh sé 63/2012/ND-CP ngdy 31/8/2012 ciia Chinh phi quy
dinh chirc ning, nhiém vy, quyen han va co cdu td chitc cia B§ Y té;

Can cir Quyét dinh s6 3861/2013/Qb- BYT ngay 30/9/2013 cua Bo tru'ong
B4 Y té quy dinh chic nang, nhiém vy, quyén han va co cbu td chic caa Cuc
Quan ly Dugce thudc BS Y te;

Céan ctr Thong tur s6 44/2014/TT-BYT ngay 25/11/2014 cia B trudng B
Y té quy dinh viéc diing ky thuéc;

Cin ctr y kién cia Hoi dong tu vén cip gidy diang ky luu hanh thudc,
nguyén liéu 1am thudc;

Xét dé nghi clia Phong Ping ky thudc - Cuc Quan 1y Duge,
QUYET PINH:

Bleu 1. Ban hanh kém theo Quyét dinh nay danh myc 42 sinh phdm dugc
cap sb dang ky Iuu hanh tai Viét Nam - Dot 32.

Piéu 2. Cic don vi ¢6 sinh phim duge phép hru hénh tai Viét Nam qui dmh
tai Pidu 1 phm in 56 ding ky dugc B§ Y té Viét Nam cap 1én nhén va phai chép
hanh ding céc quy dinh cia phép luft Viét Nam vé san xut va kinh doanh
thudc. S5 ding ky c6 ky hiéu QLSP-...-17 c6 gid trj 05 nim k& tir ngay cép.

Piéu 3. Quyét dinh nay cé hiéu luc ké tir ngdy ky ban hanh.

Diéu 4. Gidm déc S& Y té céc tinh, thanh pho truc thudéc Trung uong va
Glam dbc cac don vi ¢ sinh pham néu tai Piéu 1 chiu trach nh1¢m thi hanh
quyét dinh nay./.

Nei nhin:
- Nhyr diéu 4;
-BT. Nguyén i Kim Tién (48 b/c);

'IéT Truong Quéc Cudng, TT. Nguyén Thanh Long
(dé ble);
- Vu Phép ché, Cuc Y t& dy phong, Cuc ?uén ly
khémch&abénh,Thanh&aBéYte,Cuc
KHCN&DT Vién phbng NRA Bé Y te
quéc gia véc xin va sinh phim y N -
- Tong Cyc Hai quan - B Tai °hmh - Nein Gt Yad
- Website clia Cye QLD, Tap chi Dugc va My phim- a4 '
Cuc QLD;
- Li: VT, KDD, QLCL, DKT (4 ban).




BOYTE

CUC QUAN LY DUQC

DANH MUC

42 SINH PHAM DPUQC CAP SO PANG KY LUU HANH

CO HIEU LUC 05 NAM - DQT 32

CONG HOA XA HQOI CHU NGHIA VIET NAM
Dic 18p - Tw do - Hanh phic

(Ban hanh kém theo quyét dinh 56: . AAR...../OP-QLD ngayS2./..3./2017)

‘1. Cong ty ding ky: Allergan Singapore Pte. Ltd. (D/c: 8 Marina Boulevard #05-02,
Marina Bay Financial Centre - Singapore)
1.1 Nba siin xuéit: Allergan Pharmaceuticals Ireland (B/c: Castlebar Road, Westport
County Mayo - Ireland)

STT | Ténthude | Hoatechitchinh | Dang | Tudi | Tiéu | Quycichdéng | $6 ding ky
-Ham hrgng | bdoché | the | chuén g6i

1. | BOTOX Botulinum toxin | B4t pha 36 TCCS |[Héop1lo QLSP-997-17
type A (tir vi dung thang
khusn dich
Clostridium tiém
botulinum) 200
dom vi

2. | BOTOX Botulinum toxin |Btpha | 36 |TCCS |Hoplle QLSP-998-17
type A (tir vi dung théng "
khudn dich
Clostridium tiém
botulinum) 50
don vj

2. Cbng ty diing ky: Baxalta Singapore Pte. Ltd. (D/c: 8, Marina Boulevard, # 15-01
Marina Bay Financial Centre, Singapore 01891 - Singapore)
2.1 Nha sin xuit: Baxalta Belgium Manufacturing SA (P/c: Boulevard Rene
Branquart 80, B-7860, Lessines - Belgium)

STT | Ténthuoc | Hogtchéitchinh | Dang | Tudi | Tiéu | Quycichdéng | S6 diing ky
-Ham hrgng | baoché | thg | chuin g6i
3. [ KIOVIG Human normal Dung 24 |TCCS [Hépllox QLSP-999-17
: immunoglobulin | dich thing 25ml; Hop 1 lg
100mg/ml truyén 50ml
2.2 Nha san xuét: Baxter AG (P/c: Lange Allee 24, A-1221 Vienna - Austria)
STT | Ténthuéc | Hoatchftchinh | Dang | Tudi | Tidu | Quycachdong | S§ dang ky
-Ham legng | baoché | thg | chufin g6i
4. | FEIBA 25 Factor VIII Bét pha 24 | TCCS | Hopchiallgx | QLSP-1000-17
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STT| Ténthubc | Hoatchitchinh | Dang | Tudi | Titu | Quycéchdéng | S6 déng ky
' -Ham lugng | baoché | the | chudn g6bi
E./ml Inhibitor tiém thing 500Uvalle

bypassing dung méi x

activity 500 U 20ml nudc cit
pha tiém, 1
Baxject 11 Hi-
Flow, 1 xylan,
1 kim tiém, 1
kim budm

3. Cong ty diing ky: Celltrion Healthcare Co., Ltd (D/c: (Songdo-dong, 4F), 19,
_ Academy-ro 51 beon-gil, Yeonsu-gu, Incheon - Korea)
3.1 Nha sin xuéit: Celltrion, Inc. (D/c: 20, Academy-ro 51 beon-gil, Yeonsu-gu, Incheon,

22014 - Republic of Korea)

STT| Ténthubc | Hoatchitchinh | Dang | Tudi | Tiéu | Quycéch @éng | S8 dling ky
-Ham lwgng | baoché | the | chuféin. gbi
5. | REMSIMA Infliximab Bot 48 | TCCS |Hoplle QLSP-1001-17
100mg déng théng
kho pha
tiém

4, Cdng ty ding ky: Cong ty ¢ phin y té Birc Minh (D/c: S6 51, ngd 205, ngdch
323/83, Xudn Dinh, Bic Tir Liém, Ha Ngi - Viét Nam)
4.1 Nha sin xuit: Centro de Immunologis Molecular (CIM) (P/c: Calle 216, e5q. a
15, Siboney, Playa, La Habana - Cuba)

STT | Ténthudc | Hogtchétchinh | Dang | Tudi | Tidu | Quycichdéng | SO diing ky
-Ham lugng | baoché | tho | chudn got
6. | CIMAher Nimotuzumab | Dung 36 | TCCS | Hop 04 lo x QLSP-1002-17
' (Humanized dich théng 10ml
monoclonal tiém
antibody against
EGF receptor)
50mg/10ml

5. Céng ty diing ky: Céng ty TNHH Cong nghg sinh hgoc Dwrge Na No Gen (D/c: Lé I-
¢ cao, phuong Tang Nhon Phii A, Qugn 9, TP. HO Cht Minh -Viét Nam )

5C Khu Coéng

5.1 Nha sdn xuit: Céng ty TNHH Céng ngh sinh hoe Dwge Na No Gen (D/e: L6 I-5C
Khu Céng nghé cao, phuomg Tdng Nhon Phii A, Quin 9, thanh pho Hé Chi Minh -Vigt

Nam)
STT | TénthuSc | Hoatchatchinh | Dang Tudi | Tiéu | Quy céch déng S6 diing ky
-Ham lwgng | baoché | the | chuéin g6i
7. | Ficocyte Filgrastim 30 Dung 24 | TCCS | Hop 1 bom QLSP-1003-17
MU/0,5 ml dich thing tiém d6ng sén
tiém thudc (0,5 mi)
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6. Cong ty diing ky: Ciong ty TNHH DKSH Vi¢t Nam (D/c: 23 Dai I¢ dgc lgp, Khu
cong nghiép Viét Nam- Singapore, huyén Thudgn An, Binh Dicong -Viét Nam )
6.1 Nha sin xuit: Merz Pharma GmbH & Co. KGaA (B/c: Pia chi co sé sin xudt
dang bao ché: Am Pharmapark, 06861 Dessau-Roflau, Saxony-Anhalt - Germany; dia
chi co s& kiém nghiém va xudt xuémg 16, déng géi cdp 2: Ludwigstrafle 22 64354
Reinheim - Germany)

STT

Tén thudc

Hoat chét chinh
- Ham lwgmg

Dang
bao ché

Tudi
tho

Tiéu
chufin

Quy céch déng
g6i

$6 ding ky

Xeomin

Poc t6 than kinh
Clostridium
botulinum type A
(150kDa), khdng
¢4 céc protein
tao phic hop -
100 don vi LDso

Bt pha

dung
dich
tiém

36
thing

TCCS

Hop 1lo

QLSP-1004-17

Xeomin

Djc 18 thin kinh
Clostridium

botulinum type A |

(150kDa), khong
¢ céc protein
tao phic hep - 50
don vi LDso

36

TCCS

Hop 1le

QLSP-1005-17

7. Cdng ty ding ky: Céng ty TNHH Dugc Phim Bién Loan (B/c: 28 Théng Nhdt,
Phuzomg Binh Tho, Quién Thi Pike, Tp. H6 Chi Minh - -Viét Nam )

7.1 Nha sén xufit: Serum Institute of India Ltd. (B/c: 212/2, Hadapsar, Pune 411 028,

M.S. -India)

STT | Ténthubc | Hoatchftchinh { Dgng | Tudi | Tiéu | Quycichdéng | $6 diing ky
-Ham lrgng | bdoché | thg | chuén gbi
10. | Tetanus Huyét thanh Dung 24 |BP Hép 16n chira 6 | QLSP-1006-17
Antitoxin BP | khdng d6c t6 udn | dich thing | 2012 | hdp nhd x 50
; vén 1500 LU/ml | tiém Sngx 1 mj;
Hop 50 éngx 1
ml.

8. Cing ty diing ky: Daewoong Pharmaceutical Co., Ltd (D/c: 244, Galmachi-ro,
Jungwon-gu, Seongnam-si, Gyeonggi-do - Korea)
8.1 Nha sin xuit;: Daewoong Pharmaceutical Co., Ltd (P/c: 35 - 14, Jeyakgongdan 4-
gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Korea)

STT | TénthuSc | Hoat chit chinh | Dang | Tudi | Tiu | Quycichdéng | S6 diing ky
-Ham lwgng | baoché | thg | chufn g6i
11. | BEAUTEM Clostridium Bt 36 TCCS | Hop 01 lo QLSP-1007-17
botulinum toxin | d6ng thang
type A 100 don | khd pha
vi tiém
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9. Céng ty diéng ky: F. Hoffmann-La Roche Ltd. (D/c: 124-Grenzacherstrasse, CH-

4070 Basel -Switzerland )
9.1 Nha sin xuft: F. Hoffmann-La Roche Ltd. (B/e: Grenzacherstrasse 124, 4070

Basel -Switzerland)
STT | Ténthubc | Hogtchfitchinh | Dgng | Tudi | Tiéu | Quycéch déng | S6 diing ky
-Hamlegng | bdoché | the | chufn goi
12. | PEGASYS Peginterferon Dung 36 | TCCS | Hfpchiral QLSP-1008-17
alfa-2a 135 dich thdng bom tiém déng
mcg/0,5ml tiém s&n thubc 0.5
ml & 1 kim
tiém
9.2. Nha sén xufit: F.Hoffmann-La Roche Ltd. (B/c: Wuwmisweg, 4303 Kaiseraugst -
Switzerland)
STT| TénthuSc | Hogtchitchinh | Dgng | Tudi | Tiéu | Quycachdéng | S8 diing ky
-Ham legng | baoché | the | chufin goi
13. | Ropegra Peginterferon Dung 36 | TCCS |Hdp1lloxIml | QLSP-1009-17
alfa-2a 180 dich théng
mcg/1ml tiém
14. | Avastin Bevacizumab Dung 24 | TCCS [|Hép1llox4ml | QLSP-1010-17
100 mg/4 ml dich théng
dam dic
dé pha
dung
dich
truyén
15. | Avastin Bevacizumab Dung 24 |[TCCS |Hopllpx16 QLSP-1011-17
400 mg/16 ml dich théng ml
dam dic
dé pha
dung
dich
truyén

9.3, Nha sin xuét: Genentech Inc. (B/c: 4625 NW Brookwood Parkway, Hillsboro, OR
97124-9332, USA; Co s¢ sdn xudt lp dung méi: F. Hoffimann-La Roche Ltd (D/c:
Wurmisweg, 4303 Kaiseraugst, Switzeland; hodc Grenzachersirasse 124, CH-4070 Basel,

Switzeland)
STT| Ténthu6c | Hogtchftchinh | Dang | Tubi | Tién | Quyecdchd6ng | S6ding ky
-Ham hrong | baoché | the | chuiin g6i
16. | Herceptin Trastuzumab 440 | Bjt 48 | TCCS | Hép 1 1o bt QLSP-1012-17
mg dong thing déng khé va 1
khé pha lg 20 ml dung
tiém mobi pha ti€m.

9.4. Nha sin xudt: Patheon Manufacturing Services LLC (B/c: 5900 Martin Luther
King Jr. Highway 27834 Greenville, NC, USA. Co s¢ ddng géi: F.Hoffmann-La Roche
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 Ltd. (dja chi: Wurmisweg, 4303 Kaiseraugst, Switzeland)

STT | Ténthuéc | Hostchétchinh | Dang | Tudi | Tiéuw | Quycichdéng | S5 diing ky
-Ham Iwgng | baoché | the | chudn goi
17. | Kadcyla Trastuzumab Bét pha 36 |TCCS |Hopllp QLSP-1013-17
emtansine 100 dung thang
mg dich
tiém
18. | Kadeyla Trastuzumab B4t pha 36 |TCCS |Hopllio QLSP-1014-17 |
emtansine 160 dung thing
mg dich
tiém

10. Cong ty diang ky: Ipsen Pharma (D/c: 65, Quai Georges Gorse 92100 Boulogne

Billancourt Cedex - France)
10.1 Nha sin xuiit: Ipsen Biopharm Limited (B/c: Ash road, Wrexham Industrial

Estate, Wrexham, CLWYD, LL13 QUF - United Kingdom)

STT| TénthuSc | Hogtchitchinh | Dang | Tudi | Tiéu | Quycichdéng | SO diing ky
-Ham legng | baoché | the | chuiin goi

19. | DYSPORT Clostridium Botpha | 24 | TCCS |Héplle QLSP-1015-17
botulinum type A | dung théng .
toxin- dich
Haemagglutinin | tiém
complex 300 U

20. | DYSPORT Clostridium Bt pha 24 |TCCS [Hopllo QLSP-1016-17
botulinum type A | dung thing
toxin- dich
Haemagglutinin | ti€ém

complex 500 U

11. Cong ty ddng k¥: Laboratorias Recalcine 8.A (D/c: Avenida Pedro de Valdivia 295,
7500524 Providencia, Santiago -Chile )

11.1 Nha san xuiit: Shanghai Chemo Wanbang Biopharma Co., Ltd. (P/c: No.1098,
Yuegong Rd, Jinshan District, Shanghai, 201507 -P.R. China)

STT | Ténthubc | Hogtchitchinh | Dang | Tudi | Tiéu | Quycéchdéng | S diing ky
-Ham lwgng | baoché | the | chufin goi
21, | Recombinant | Recombinant Bot 24 | CP Hép Sle,hép1 | QLSP-1017-17
Human Human dong thang | 2010 | lo
Erythropoietin | erythropoietin khd pha
for Injection {alpha) 2000 IU | tiém

12. Cong ty @ing ky: LG Life Sciences, Ltd, (D/c: 58, Saemunan-ro, Jongno-gu, Seoul -

Korea)
12.1 Nha sén xuét: LG Life Sciences, Ltd, (D/c: 129, Seokam-ro, Iksan-si, Jeollabuk-do

- Republic of Korea)
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STT| Ténthubc | Hoatchéitchinh | Dang | Tudi | Tiéu | Quycachdong | S6dingky
-Ham lwgng | bdoché | the | chuin g6i
22. { IVF-M Menotropin Bot 24 |BP Hop chira 5 éng | QLSP-1018-17
INJECTION | 15011y dong thang | 2016 | bdt dong khé
150 U khd pha kém 5 lo dung
tiém mdi pha tiém
| NaC1 0,9% x
1ml
23. { IVF-M Menotropin Bt 24 |BP Hop chira 1 éng | QLSP-1019-17
INJECTION 751U dong thang | 2016 | bdt dong khd
751U khd pha kém 1 lo dung
tiém mdi pha tiém
NaCl 0,9% x
1ml

13. Céng ty diing ky: Novartis (Singapore) Pte Ltd (P/c: 10 Collyer Quay, # 10-01,
Ocean Financial Centre Singapore (049315) -Singapore )

13.1 Nha sin xuit: IDT Biologika GmbH (dia chi: Am Pharmapark, 06861 Dessau-
Rosslau, Germany). Co s& xuit xwémg: SANDOZ GmbH (dja chi: Biochemiestrasse 10,
6250 Kundl, Austria). Co s& @6ng géi thir cip: Sandoz GmbH -BP Schaftenau (dia chi:
Biochemiestrasse 10, 6336 Langkampfen, Austria)

STT

Tén thube

Hoat chét chinh
- Him lwgng

Dang
bao ché

Tudi
tho

Tiéu
chuéin

Quy cich déng
go6i

S6 dang ky

24.

Zarzio

Filgrastim 0,3
mg/0,5 mi

Dung
dich
tiém

36
thang

TCCS

Hop i bom
tiém déng sin
thube x 0,5ml
c6 nép an toan
kim tiém, Hop
5 bom tiém
d6ng sin thudc
x 0,5ml c6 nép
an toan trén
kim ti€ém

QLSP-1020-17

25.

Zarzio

Filgrastim 0,48
mg/0,5 ml

Dung
dich
tiém

36
thang

TCCS

Hop 1 bom
tiém déng sin
thudc x 0,5ml
¢4 néip an todn
kim tiém, Hop
5 bom tiém
d6ng siin thude
x 0,5ml cé néip
an todn trén
kim tiém

QLSP-1021-17

14. Cong ty diing ky: Novartis Pharma Services AG (D/c: Lichtsirasse 35, 4056 Basel -
Switzerland )
14.1 Nha san xuét: Novartis Pharma Stein AG (P/c: Schaffhauserstrasse, 4332 Stein,
Switzerland. Nha sin xuit éng dung méi: Takeda Austria GmbH (dja chi: St. Peter-
Strasse 25, 4020, Linz, Austria)
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STT | Ténthubc | Hoatchdtchinh | Dang | Tudi | Titu | Quycdchdéng | S6 ding ky
-Ham lugng | baoché | the | chufin g6i
26, | Simulect Basiliximab 20 B§t pha 36 TCCS |Hoplloval QLSP-1022-17
mg tiém théng éng nuée pha
tiém 5 ml

15. Cong ty ding ky: Novo Nordisk A/S (P/c. Nove Allé, DK-2880 Bagsvard -
Denmark)
15.1 Nha san xuit: Novo Nordisk A/S (D/c: Novo Alié, DK-2880 Bagsvaerd -Denmark)

STT | Ténthubc | Hoatchitchinh | Dang | Tudi | Tiéu | Quycdchdéng [ S6 dding ky
-Hamlugng | baoché | the | chuin goi
27. | NovoRapid | Insulinaspart | Dung 30 | TCCS | Hop chita 1 Io x | QLSP-1023-17
1000 U/10mt dich thing 10ml
tiém
28. | Victoza Liraglutide 18 Dung 30 [TCCS |Hopchirtal,2, | QLSP-1024-17
mg/3 mi djch thing 3 but tiém bom
tiém sin x 3 ml

15.2. Nha sin xuit: Novo Nordisk Producio Farmacéutica do Brasil Ltda. (P/c:
Avenida C, 1413, Distrito Industrial, Montes Claros, 39404-004, Minas Gerais -Brazil)

STY| Ténthuéc | Hoatchitchinh | Dang | Tudi | Tiéu | Quycichdéng | SO dling ky
-Ham lrgng | bdoché | tho | chufin gbi
29. | Insulatard Insulin Human | Hon 30 |TCCS | Hopchira 5 bit | QLSP-1025-17
FlexPen 300 IU/3 ml dich thang tiém bom sin x
tiém 3ml
30. | Actrapid Insulin Human Dung 30 | TCCS | Hgp chira 05 QLSP-1026-17
Penfill 300 TU/3 ml dich théng éng x 3ml
ti€ém
31. | Insulatard [nsulin Human Hdn 30 | TCCS | Hyp chira 05 QLSP-1027-17
Penfill 300 IU/3ml dich thang éng x 3ml
tiém
32. | NovoMix 30 | Insulin aspart Hén 24 | TCCS | Hopchira 5 bit | QLSP-1028-17
FlexPen (DNA) 300 dich théng tiém bom s&n x
U/3ml tiém 3ml

15.3. Nha sin xuit: Novo Nordisk Production S.A.S (P/c:

28002 Chartres -France)

45 Avenue d'Orléans F-

STT | Ténthubc | Hoatchitchinh | Dang | Tudi | Tién | Quycdchdéng | S6 dingky
-Ham lwgng | baoché | tho | chufin goi
33. | Actrapid Insulin Human Dung 30 |TCCS | Hopchirallox | QLSP-1029-17
1000 1U/10 ml dich thang 10ml

tiém

34. | Actrapid Insulin Human Dung 30 | TCCS |Hoép5éngx3 | QLSP-1030-17

Penfill 300 IU/3ml dich théng ml

tiém
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STT| Ténthubc | Hogtchitchinh | Dang | Tudi | Tiéu | Quycéich d6ng | S5 diing ky
-Ham lugng | baoché | tho | chufin g6i
35. | Insulatard Insulin Human | Hén 30 |TCCS | Hopchtra 5 biit | QLSP-1031-17
FlexPen 300 TU/3ml dich théng tiém bom sin x
tiém 3ml
36. | Insulatard Insulin Human | Hon 30 | TCCS |Hgp chiéa 5 éng | QLSP-1032-17
Penfill 300 IU/3 ml dich théng x 3ml
tiém
37. | Levemir Insulin detemir | Dung 30 | TCCS | Hépchira5bit | QLSP-1033-17
FlexPen (rDNA) 300 dich thing tiém bom sén x
U/3ml tiém 3ml
38. | NovoMix 30 | Insulin aspart Hén 24 | TCCS | Hfpchira 5 bt | QLSP-1034-17
FlexPen 300 U/3ml dich théng tiém bom sfn x
tiém 3ml

16. Céng ty &ing ky: Pharmaunity Co., Ltd (D/c: 69-5 Taepyeongno, 2-Ga, Jung-gu,
Seoul -Republic of Korea )

16.1 Nha san xuit: TS Corporation (B/c: TS Bio Plant, TS Corporation 729,
Osonggarak-ro, Oksan-myeon, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do -

Republic of Korea)
STT | Ténthuéc | Hogtch&tchinh | Dgng | Tudi | Tin | Quycdch déng | S6 diing ky
-Ham lugng | baoché | tho | chuén g6i
39. | Mirafo Human Dung 24 |TCCS |Hép10bom | QLSP-1035-17

Prefilled Inj. | Erythropoietin | dich thing tiém déng sin

4000 TU alfa tidm thudc x 0,5mi
(Recombination)
4000 IU/0,5ml

17. Céng ty ding ky: Unico Alliance Co., Ltd. (D/c: Unit 1007 Tower B, Seaview
Estate, 2-8 Watson Road, North Point - Hong Kong)

17.1 Nha sén xufit: CSL Behring GmbH (D/c: Emil-von-Behring - Strafe 76, 35041

Marburg - Dirc)
STT | Ténthubc | Hoatchitchinh | Dgng | Tudi | Titu | Quycéchdéng | S& ding ky
-Ham hrgng | bdoché | tho | chufin goi
40. | Human Human Albumin | Dung 18 |TCCS |HopOllox QLSP-1036-17
Albumin 20% | 10g/50ml dich théng 50ml
Behring, low truyén
salt

18. Cong ty ding ky: Vién Vic xin va sinh phim y té (IVAC) (P/c: S6 9 Pasteur - Nha

Trang - Tinh Khdnh Hoa - Viét Nam)

18.1 Nha sin xuéit: Vién Vic xin va sinh phdm y t§ OVAC) D/c: S6 9 Pasteur - Nha

Trang - Tinh Khdnh Héa - Viét Nam)

STT

Tén thude

Hoat chét chinh
- Him lwong

Dang
bao ché

Tudi
tho

Tiéu
chuéin

Quy céch déng
g6i

86 diing ky
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41. [ Huyét thanh | Globulin khing | Dung 24 | TCCS | Hop 20 éng, hai | QLSP-1037-17
khang dgctd | d6c td ubn vin dich thang vix 1500 dvqt
ubn van tinh | 1500 dvqt tiém
ché (SAT)

19. Céng ty ding ky: Yunnan Dongjun Pharmaceutical Co., Ltd. (D/c: Xiyuan
Commercial Center, South Secsion of west second -P.R. China )
19.1 Nha sin xuit: Northeast Pharmaceutical Group Shenyang No.1 Pharmaceutical
Co., Ltd. (D/c: No.8, Kunminghu Street, Economic & Technological Development Zone,
Shenyang City, Liaoning Province -P.R. China)

STT| Ténthudc | Hoatchitchinh | Dang | Tudi | Tiéu | Quycdchdong| S6ding ky
-Himlwgng | bdoché | tho | chudn goi
42. | Zheng Chang | Bacillus Vién 24 |TCCS |Hop2vix6 QLSP-1038-17
Sheng Licheniformis nang thing vién, Lo 20
250 triéu CFU cling vién
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