BoY TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phc
S6: £53 /Qb-QLD Ha N6i, ngay£3 thang”onam 2019
QUYET BINH

Ve viéc ban hanh danh muc 253 thudc nuéc ngoai
dwoc cap gidy dang ky lvu hanh tai Viét Nam - Bot 104

CUC TRUONG CUC QUAN LY DUQC

Can cr Luat Dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can ct Nghi dinh s& 75/2017/ND-CP ngay 20/6/2017 cta Chinh phd quy dinh
chirc nang, nhiém vu, quyén han va co cdu to chirc clia BO Y té;

Can ct Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 clia Bo trwédng BO Y té
quy dinh chirc ndang, nhiém vu, quyén han va co cdu to chirc clia Cuc Quan ly Duoc
thudc BO Y t€;

'Can clr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cla B trwdng BO Y té
quy dinh viéc dang ky lvu hanh thudc, nguyén liéu lam thudc;

Can civ y kién cla HOi dong tu van cap gidy dang ky luvu hanh thu6c, nguyén
liu lam thudc - BO Y t€;

Xét dé nghi cla Trwdng phong Bang ky thudc - Cuc Quén ly Duoc,

QUYET DINH:

biéu 1. Ban hanh kém theo Quyét dinh nay danh muc 253 thuéc nwéc ngoai
duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 104, bao gom:

1. Danh muc 220 thu6c nwéc ngoai dwgc cap gidy dang ky lwu hanh hiéu luc
05 nam - Dot 104 (tai Phu iuc I kem theo).

Céac thudc tai Danh muc nay c6 s dang ky véi ky hiéu VN-...-19 va hiéu luc
05 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh muc 33 thudc nwdc ngoai duoc cap gidy dang ky lwu hanh hiéu luc
03 nam - Dot 104 (tai Phu luc Il kem theo).

Céc thu6c tai Danh muc nay cé s6 dang ky v6i ky hiéu VN3-...-19 va hiéu
lyc 03 nam ké tlr ngay ky ban hanh Quyét dinh nay.

Diéu 2. Co s¢ san xuéat va co s¢ dang ky thudc cd trach nhiém:

1. Cung cép thudc vao Viét Nam theo ding cac ho so tai liéu dd dang ky voi
B0 Y t€ va phai in s6 dang ky duwoc BO Y té Viét Nam cép 1én nhan thudc.

2. Chép hanh day du phap luat cia nuéc CHXHCN Viét Nam va cac quy
dinh cla B0 Y té vé& nhap khau thudc va luu hanh thude tai Viét Nam, néu cé bat clr
thay doi gi trong qua trinh Ivu hanh thudc & nudc sé tai va & Viét Nam thi phai bao
cao ngay cho Cuc Quan ly Duoc - BO Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lwvong cta thudc theo quy dinh tai
Thong tv s6 11/2018/TT-BYT ngay 04/5/2018 cla BO trwéng Bo Y té quy dinh vé
chat lvong thudc, nguyén liéu lam thudc.

4. C6 trach nhiém thwc hién, phoi hop véi co s& nhap khau thwc hién theo
cong van sd 5853/QLD-CL ngay 19/4/2019 clia Cuc Quan ly Dugc vé viéc kiém tra



chat lwvgng nguyén liéu lam thuéc nhém sartan ddi voi cac thude thuéc danh muc tai
Piéu ! cé chira dwoc chat thudc nhém sartan.

5. Cap nhat nhan thudc va to hudng dan st dung thudc theo quy dinh tai
Théng tu O1/2018/TT-BYT ngay 18/01/2018 clia B trwéng BO Y té quy dinh ghi
nhan thudc, nguyén liéu lam thudc va to hwdng dan st dung thudc theo hinh thirc
thay doi, bd sung gidy dang ky luu hanh thuéc quy dinh tai Théng tw 32/2018/TT-
BYT ngay 12/11/2018 clia B0 truéng BO Y té d6i véi thubec chwa cap nhat ndi dung
nhan thudc, to huéng dan st dung thudc theo quy dinh tai Thong tw 01/2018/TT-
BYT ngay 18/01/2018 clia BO trwdng Bo Y t€, cu thé nhu sau:

a) Boi v6i thubec thudc danh muc thubc doc va nguyén liéu doc lam thubc
theo quy dinh tai Théng tv 06/2017/TT-BYT ngay 03/5/2017 cla B6 truéng Bo6 Y
t€ vé viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thudc: chi duoc luu
hanh sau khi dwgc Cuc Quéan ly Dugc phé duyét ni dung cap nhat nay.

b) DG6i voi cac thube khac phai thuc hién viéc cap nhat nay trong thoi han 06
thang ké tir ngay dwoc cap gidy dang ky luu hanh.

6. PhGi hop voi cac co s diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qud, tac dung khéng mong muén cla
thudc trén nguoi Viét Nam va téng hop, béo céo theo diing quy dinh hién hanh moi
06 thang mét lan vé Cuc Quan ly Duwgc - BO Y té Viét Nam ddi voi cac thude thudc
Phu luc Il ban hanh kém theo Quyét dinh nay (s6 dang ky c6 ky hiéu VN3-.....-19).

Doéi véi thube Acriptega (STT 27, s6 dang ky VN3-241-19) tai Phu luc Il
kem theo Quyét dinh nay, co s diéu tri thudc phai dong thoi thuc hién viéc bao céo
tinh an toan hiéu qua cua thubc trong qua trinh s dung vé Cuc phong chdng
HIV/AIDS - BO Y te.

7. Co s& dang ky phai dam bao duy tri diéu kién hoat dong cla co s dang ky
trong thoi gian hiéu luc cla gidy dang ky lwu hanh thudc, nguyén liéu lam thudc.
Trong truong hop khéng con dap tng da diéu kién hoat dong, co s& dang ky phai cé
trach nhiém thuc hién thay doi co s& dang ky theo quy dinh tai Thong tw sO
32/2018/TT-BYT ngay 12/11/2018 cua B truéng BO Y té trong thdi han 30 ngay
ké tlr ngay co s& dang ky khong con dd diéu kién hoat dong.

8. BAi vdi cac thudc ban hanh kem theo Quyét dinh nay va thudc danh muc
thu6c diéu tri bénh viém gan c, co s& phai giri mau thudc kém theo chét chudn doi
véi 03 16 nhap khau dau tién dé Vién kiém nghiém thudc Trung Uong hodc Vién
kiém nghiém thudc Tp. H6 Chi Minh kiém tra theo tiéu chuan chét lvong da dang
ky, chi dwoc lvu hanh sau khi két qua kiém nghiém dat yéu cau.

Diéu 3. Trong vong 03 thang ké tlr ngay ky ban hanh Quyét dinh nay, céc
thudc dudi day phai phai bo sung cac ho so, tai liéu theo quy dinh tai Thong tw 6
32/2018/TT-BYT ngay 12/11/2018 ctia B0 trwdng Bo Y té€ va chi dugc nhap khéu,
lvu hanh sau khi dwgc Cuc Quan ly Duwgc phé duyét ndi dung nay. Sau thoi han
trén, néu co s& khong bo sung ho so, Cuc Quan ly Duoc sé xem xét thu hoi giay
dang ky lvu hanh da cép, cu thé:

1. Thudc Assogem (STT 15, s6 dang ky VN3-230-19) va Assogem (STT 16,
s6 dang ky VN3-231-19) tai Phu luc Il kém theo Quyét dinh nay:

Yéu ciu b6 sung hd so hanh chinh, mau nhan, t& hwdng dan st dung thube
vOi han dung thdng nhat la 24 thang.



2. Thubc Imatig (STT 31, s6 dang ky VN3-246-19) tai Phu luc Il kém theo

Quyét dinh nay:
Yéu cau bd sung tai liéu dé lam rd va thong nhat théng tin hanh chinh vé dia

chi co s& san xuét.
Diéu 4. Quyeét dinh co hiéu luc ké tir ngay ky ban hanh.

Diéu 5. Giam ddc S& Y t€ cac tinh, thanh phd truc thudc trung uong, giam
doc nha san xudt va co s¢ dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: cuc TRUONG
- Nhv Biéu 5;

- Bo trwdng Nguyén Thi Kim Tién (d€ b/c);

- TT. Trwong Quéc Cuong (dé b/c);

- Cuc Quan Y - B6 Qubc phong, Cuc Y té - Bo Cong

- Cuc Y té Giao thong van tai - BO Giao thong van tai;

- Tong cuc Hai quan - BO Tai chinh;

- Bao hiém Xa hoi Viét Nam;

-Vu Phép ché, Cuc Quan ly Y, Dugc co truyén, Cuc
Kham, chita bénh - BO Y t€, Thanh tra B6 Y t&; Cuc
chéng HIV/AIDS;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Tong Cong ty Duoc VN;

- Céac Cong ty XNK Duoc pham;

- Céc Bénh vién & Vién c6 giuvdng bénh truc thuéc BO Y té;
- Website ctia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;

- Luu: VT, KDD, BKT (10).



BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuQC Poc lap - Tw do - Hanh phuc

Phu Iug | .
DANH MUC 220 THUOC Nwoc NGOAI
PUQOC CAP GIAY PANG KY Luwu HANH HIEU Luwc 05 NAM - BOT 104

(Ban hanh kém theo quyét dinh s6: E.53...../QD-QLD, ngay”../A07./2019)

1. Céng ty dang ky: Abil Chempharma Private Limited (B/c: A-301, Kailas Tower, N.s. Phadke
Marg, BehindS.T.C. Colony, Andheri (West), Mumbai - India)

1.1 Nha s&n xuat: Acme Formulation Pvt. Ltd. (B/c: Ropar Road, Nalagarh, Dist. Solan H.p.
174101 - India)

Hoat chat chinh - Dang bao Tubi  Tieu Quy cach

8 0 " S6 dang ky
STT Tén thuoc Ham luong ché tho chuan déng goi 9
I Adenaiil-100 Sildenaiil (du¢i Viénnénbao 24 NSX Hop!lviX4 VN-22271-19
dang Sildenaiil phim thang vién

citrat) 1I00mg

2. Cong ty dang ky: Accord Healthcare Limited (B/c: Ground Floor, Sage House, 319 Pinner
Road, North Harrow, Middlesex HAI 4HF - Anh)

2.1 Nha san xuat: Intas Pharmaceuticals Ltd (B/c: PlotNo. 457, 458, Village-Matoda, Bavla
Road, Tal.-Sanand, Dist.-Ahmedabad-382210 - India)

Hoat chat chinh - Dangbao Tubi Tiéu  Quy cach

8 6 . S6 dang ky
STT Ten thuoc Ham lwong ché tho chuén dong goi 9
2 Losartas-HT Losartan Kali 50mg; Vién nénbao 36 USP40 HOp 10viX 10 VN-22273-19
Hydrochlorothiazid phim thang vién
12,5mg
3 Oliza-10 Olanzapin 10mg Viénnén bao 24 USP39 Hop 25 vi X 4 VN-22274-19
phim thang vién
4 Oliza-5 Olanzapin 5mg Viénnénbao 24 USP39 HOp 10viX 10 VN-22275-19
phim thang vién

2.2 Nha san xuat: Intas Pharmaceuticals Ltd (B/c: Plot Numbers 457 and 458, Sarkhej-Bavla
Highyvay, Matoda, Sanand, Ahmedabad, Guiarat, In-382210 - India)

Hoat chat chinh -  Dangbao Tubi Tigu  Quy cach

STT Tén thudc Ham luong ché tho chuén déng goi

S6 dang ky

5 Intagra 50 Sildenaiil (duéi Vién nén 24 NSX Hoplvix4 VN-22272-19

Trang |



4t chinh - 30 Tudi Tie A o ax .
STT Tén thusc Hoat chat chinh Dang bao Tiéu Quy cach S5 dang ky

Ham lwong ché tho chuén dong goi
178 Depo-Medrol Mbi ml chira: Hon dich 36 NSX Hop!lo VN-22448-19
Methylprednisolon  tiém thang
acetat 40mg

103. Cong ty dang ky: Pharmaceutical Works Polpharma S.A. (B/c: Pelplinska 19, 83-200
Starogard Gdcin'ski - Poland)

103.1 Nha san xuat: Warsaw Pharmaceutical Works Polia S.A. (B/c: Karolkoyva 22/24, 01-207
Warsaw. - Poland)

Hoat chat chinh - Dang bao Tubi Tigu  Quy cach S6 ding ky

STT Tén thudc Ham luong ché tho chuén dong goi

179 Plofed 1% Propoiol 10mg/ml  Nhi tuong 24 NSX HOp5lo20ml  VN-22457-19
tiém hodc  thang
tiém truyén

104. Cdng ty dang ky: Pharmaunity Co., Ltd (B/c: 74, Sejong-daero, Jung-gu, Seoul - Korea)

104.1 Nha san xudt: Dae Han Nevv Pharm Co., Ltd. (B/c: 66, Jeyakgongdan 1-gil,
Hyangnam-eup, Hxvaseong-si, Gyeonggi-do - Korea)

Hoat chat chinh - Dangbao Tubi Tiéu  Quy cach

. N L i S6 dang ky

STT Tén thuoe Ham luong ché tho chudn  dong goi gy

180 Mianitax Nimodipin Dung dich 36 BP Hép 1 lo VN-22458-19
10mg/50ml tiém truyén thang 2016

104.2 Nha san xuat: Hankook Korus Pharm. Co., Ltd. (B/c: 78, Daepungsandan-ro,
Daeso-myeon, Eumseong-gun, Chungcheongbuk-do - Korea)

Hoat chat chinh - Dang bao Tudi  Tiéu Quy cach

e 6 S6 dang ky
STT Tén thude Ham luvgng ché tho chuén déng géi 9xy
181 Zinhepa Inj. Ceipirome (du6i Bétphatiém 36 NSX Hop 10 lo VN-22459-19
dang Cefpirome thang
sulfate) Ig

104.3 Nha san xudt: Il Yang Pharm Co., Tld (B/c: 110, Hagal-ro, Giheung-gu, Yongin-si,
Gyeonggi-do - Republic ofKorea)

Trang 41



Hoat chat chinh - Dangbao Tubi Tigu  Quy cach S5 dang ky

STT Ten thuoc Ham luong ché tho chuan dong goi
182 Azintal iorte Azintamide 75mg; Viénnénbao 36 NSX HOp 10viX 10 VN-22460-19
Pancreatin 100mg;  duong thang vién

Cellulase 4000
IOmg; Simethicon
50mg;

105. Cong ty dang ky: PharmEvo Private Limited (B/c: 402, Business avenue, Block-6,
P.E.C.H.S., Shahra-e-Faisal Karachi-75400 - Pakistan)

105.1 Nha san xuat: PharmEvo Private Limited (B/c: Plot #A-29, North Western Industrial
zone, Port Qasim, Karachi - 75020 - Pakistan)

. ~ Hoat chét chinh - Dang bao Tudi  Tieu Quy cach S6 dana kv
STT Ten thuoe Ham lugng ché tho chudn  dong goi 9
183 Telsarta-D 40/12.5mg  Telmisartan 40mg; Viénnénhai 24 NSX Hop2viX7 VN-22461-19
Tablet Hydrochlorothiazid l6p thang vién
12,5mg

106. Cong ty dang ky: Pharmix Corporation (B/c: 1304, GaraklD Tower, 99-7, Garak-dong,

Songpa-Ku, Seoul - Korea)
106.1 Nha san xuat: Jeil Pharmaceutical Co., Ltd. (B/c: 7 Cheongganggachang-ro,
Baegam-myeon, Cheoin-gu, Yongin-si, Gyeonggi-do - Korea)

. ~ Hoat chat chinh -  Dang bao Tubi Tiéu Quy cach S§ dang kv
STT Tén thudc Ham lwong ché tho chuén dong goi gry

Meropenem Ig Bot phatiém 36 USP40 Hop 10 lo VN-22462-19

184 Q-Pem linjjection Ig
thang

107. Cong ty dang ky: Phil Internationai Co., Ltd. (B/c: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul - Korea)
107.1 Nha san xuat: Samchundang Pharm Co., Ltd. (B/c: 71, Jeyakgongdan 2-gil, Hyangnam -

Eup, Hwaseong-si, Gyeonggi-Do - Korea)

o Hoat chdt chinh - Dangbao Tudi Tieu  Quycach g5 gxng ky
STT Tén thudc Ham lwong ché tho chuén déng goi o

Oiloxacin 15mg/5ml Dung dich 36 USP Hop ! lo 5ml VN-22463-19

185 Philoxe )
nhé mat thang 39

108. Céng ty dang ky: Poliarmex S.A (B/c: 9 Jozefow Street, 99-300 Kutno - Poland)

Trang 42
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22. Cong ty dang ky: SRS Pharmaceuticals Pvt. Ltd. (B/c: 601-605, Marathon Max BldgNo.2,
Mulund Goregaon Link, L.B.S Marg, Mulund West, Mumbai, Maharashtra, Pin 4000 080 - India)

22.1 Nha san xuat: Immacule Lifesciences Pvt. Ltd (B/c: Viil. Thanthewal, Ropar Road,
Nalaagarh, Didtt. Solan, HP. 174101, india -)

i X
A » Hoat chét chinh - Dang bao Tudi Tieu Quy cach S§ dang kY
STT Teén thuoc Ham lwgng ché tho chudn  dbng goi 9
31 Imatig Tigecyclin 50mg Bot dong 24 USP39 Hop 1 lg VN3-246-19

kho pha tiém thang

23. Cong ty dang ky: Stragen Pharma SA (B/c: Chemin du Pré-Fleuri 3, 1228 Plan-les-Ouates -
Switzerland)

23.1 Nha san xuat: Haupt Pharma Munster GmbH (B/c: Schleebruggenkamp 15, 48159
Munster - Germany)

. . Hoat chat chinh - Dang bao Tudi Tiéu Quy céach S5 dsna kv
STT Ten thuoe Ham luvong ché tho chudn  dbng goi 9
32 Ridne-35 Cyproteron acetate  Vién nén 36 NSX Hoplvi 21 VN3-247-19
2mg; thang vién
Ethinylestradiol
35mcg

24. Céng ty dang ky: Sun Pharmaceutical Industries Limited. (B/c: UB Ground, 5 & AMP; 6th

fioors, Sun House, CTS No. 201, B/I, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra - india)

24.1 Nha s&n xuat: Sun Pharmaceutical Industries Ltd. (B/c: Village Ganguyvala, Paonta.
Sahib-173025, District Strmour, Himachal PradesiT - india)

) . Hoat chat chinh - Dangbao Tubi Tigu  Quy cach S5 dang kv
STT Ten thuoe Ham lugng ché tho chudn  déng goi 9
33 Avocomb Tablets Lamivudine 150mg; Viénnénbao 24 NSX Hop ! chai 60 VN3-248-19
Zidovudine 300mg phim thang vién
cuc TRUONG

U Tudn Cuong



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

g CUC QUAN LY DUQC Péc 1ap — Tu do — Hanh phiic
Sé: {794 /QLD-PK Ha N&i, ngay,y thing p3,nim 2020
V/v dinh chinh théng tin trong

Quyét dinh cép gidy PKLH, Cong
vén duy tri hi¢u lyc gidy DPKLH

Kinh giri: Céc co s ding ky c6 thube duge dinh chinh.

Cuc Quén ly Duge nhén duge cdng van cia cac cong ty dang ky thudc dé
nghi dinh chinh thong tin trong céc Quyet dinh clp gidy ding ky luu hanh thube
va Cong van vé viée duy tri hiéu lyc gidy ding ky luu hanh thubce ctia Cuc Quan
ly Dugc.

Cin ctr hd so ding ky thube lru tai Cuc Quan ly Duge, Cuc Quéan ly
Dugc théng béo dinh chinh mét s6 ndi dung trong céc Quyét dinh cip gidy dang
ky luu hanh va Céng vin duy tri hidu Iyc gidy ding ky luu hanh déi véi cac
thudc tai cac danh muc cu thé nhu sau:

1. Danh muc céc thubc duge dinh chinh thong tin trong Quyét dinh cap
gidy ding ky Iwu hanh (Phu luc I kém theo Cong vin nay).

2. Danh muc c4c thudc duge dinh chinh théng tin trong céng vin duy tri
hiéu lyc gidy dang ky luu hanh (Phu luc II kém theo Céng vin nay).

Cuc Quén 1y Duoc théng béo dé céc don vi biét va thuc hién./.

Noi nhin: KT. CUC TRUONG
- Nhur trén; o CUC TRUONG
- Bi thu Ban can sy Pang B Y t€ (dé b/c); £
- TT. Truong Quéc Cudng (d€ b/c);
- CT. Vii Tuin Cudng (dé b/c);
- SYT céc tinh, thanh p}lé true thude Trur}g uong;
- Cyc Quén Y - B§ Quoc phong, Cuc Y té - B Cong an;
Cuc Y t& GTVT - B Giao théng vén tai;
- Téng Cuc Hai quan - B Tai chinh;
- Bao hiém X3 hoi Viét Nam;
-B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra Bg;
- Vién KN thuéc TU, Vién KN thudc TP. HCM;
- Téng Cong ty Dugc VN;
- Céc Cbong ty XNK dugc phim;
- Cac Bénh vién & Vién cé giwdong bénh truc thuéc BYT;
- Cuc QLD: P.QLKDD, P. QLCLT, P. PCTTra, Website.
- Luu: VT, BKT (4b).




BO Y TE

CUC QUAN LY DUQC

(Kem theo céng van so A781

CONG HOA XA HQI CHU NGHIA VIET NAM

Phu luc 1

Dioc lap -

Tw do — Hanh phiic

DANH MUC 13 THUOC PUQC PINH CHINH THONG TIN
TRONG QUYET DINH CAP GIAY PANG KY LUU HANH

/QLD-DK ngay,eq / 02 /2020 cia Cuc Quan Iy Dugc)

x £ Cong ty £ e i S6 Ngay N¢i dung e g D e PE— ,
STT | Tén thuoc ot e So6 dang ky Quyétdinh | Quyét Siniy | dni bt Thong tin da ghi Thong tin dinh chinh
. . . | 107, Gongdan-ro 25-23, Nojanggongdan-
U t d H b 3
1 Augmex Duo gg;:; Iﬁie VN-22420-19 | 653/Qb-QLD | 23/10/2019 dD;E Ctl,co 59 Yeonseo-myeon, gil, Jeondong-Myeon,
: gy Sejong-si, Han Quéc Sejong-si, Han Quéc
- Tén thude Azintal forte Azintal forte Tab
2 | Azintal forte Ph;”naumty €0 | YN-22460-19 | 653/QD-QLD | 23/10/2019 )
Lt Co s& san xuét | [l Yang Pharm Co., TId | Il Yang Pharm Co., Ltd
Bacterocin Cangy REN
3 e Dugc phim VN-21777-19 | 164/QD-QLD | 20/03/2019 | Co s& san xuét | Kolmar Korea Kolmar Korea Co., Ltd.
Quang Dién
: Coéng ty TNHH . . | Coéng ty TNHH dugc Cong ty TNHH duoc
4 ; ; 3 ’ . » : ;
Briozcal o phim BIC VN-22339-19 | €53/QD-QLD | 23/10/2019 | Co s& dang ky phim BHC phim B.H.C
Cong ty TNHH 40, Shahid Tajuddin | Dewan Idris Road, Bara
Esonix 40 Dugc phim va Diachicosé | Ahmed Sarani, Tejgaon | Rangamatia, Zirabo
5 A : _ i g . 3 ] 2
Injection TBYT Phuong VHRAAGSIY | ESIURGLE | 20000 san xuat I/A, Dhaka-1208 Savar, Dhaka,
Lé Bangladesh
APC 19/F, Chung Hing | FlatyRM 2203, 22/F,
PR . Dia chi . | Commercial BLDG. 62- | Bank Of East Asia
6 | Ethide ATMACCUREA'S | vN-22228-19 | 651/QD-QLD | 23/1022019 | 1RO EUSY | o3 Connaught Road | Harbour View Centre, 56
& Chemical dang ky
i Central, Central Gloucester Road, Wan
Limited Chai
al
LB.S Tubi tho 36 thang 24 thang
7 | Jubitel Laboratories Ltd., | VN-22424-19 | 653/Qb-QLD | 23/10/2019 N L.B.S Laboratories Ltd., | L.B.S Laboratory Ltd.,
Part. OSTCANEKY | part. (B/e: 602 Soi Part. (B/c: 602 Soi




R £ Cong ty £ " S6 Ngay Noi dung o b e oun A e "
STT Tén thuoce ey So dang ky Quyftdinh | Quyét dinh | dinh chinh Thong tin di ghi Théng tin dinh chinh
Panichanant, Sukhumvit | Panichanant, Sukhumvit
71 Road Bangkok 71 Road, Khlong Tan
10110) Nuea, Wattana, Bangkok
10110)
Mdi 250ml nhii tuong | Mdi 250ml nhii trong
Hoat chat chta: Diu d4u nanh | chita: Diu déu nanh 25g;
chinh, ham 25g;, Glycerin 6,25g; | Glycerol 6,25g;
lugng Phospholipid tir trimg | Phospholipid tir trimg
1,5h 1,5¢
/_\ Y
. | Nhii 1é é i
L Dang bao ché | . bl Nhii twong ti€m truyén
Lipovenoes b Ll
8 10% PLR Fltes.enius Kabi VN-22320-19 | 653/QD-QLD | 23/10/2019 Dia chi cos¢ | Hafnerstrasse 36, 8055, | HafnerstraBe 36, 8055,
Bidiphar san xuét Graz Graz
Cong ty CO6 ophin|Cong ty Cb phin
Fresenius Kabi Bidiphar | Fresenius Kabi Viét Nam
Co sé& dine k (P/e: Khu wvuc 8§, | (B/c: Khu vuc 8, Phudng
§%Y | Phuomg Nhon Phu, TP. |Nhon Pha, TP. Quy
Qui Nhon, tinh Binh | Nhon, tinh Binh Pinh)
Dinh)
19/F, Chung Hing | Flat/RM . 2203, 22/F,
Dia chi co s& Commercial BLDG. 62- | Bank Of East Asia
dén v 63 Connaught Road | Harbour View Centre, 56
Alrllj C 1 B2 Central, Central Gloucester Road, Wan
Pharmaceuticals :
9 -22229. = Chai
Lykalyzop s Pt VN-22229-19 | 651/QD-QLD | 23/10/2019
Tfinfted Plot No. 4801/B & Plot No. 4801/B &
Diachicosd | 4802A, GID.C, 4802/A, G.1.D.C,
san xuét Ankleshwar - 393002, Ankleshwar - 393002,
Gujarat State Gujarat State
Prime- . ’
10| Apesone Saint Corporation | VN-22465-19 | 653/QD-QLD | 23/10/2019 | Tén thudc Prime-Apesone Tablet Prime-Apesone

Tablet




Otsuka

Village- Village- Vasana-
Pharmaceutical DPia chi cosé | VasanaChacharwadi Chacharwadi, tal-
1 1 i - i . k) ]
L India Private ¥Rt | DR | Sl dang ky tal- Sanand, Sanand, Ahmedabad,
Limited Ahmedabad, Gujarad Gujarat, India, 382213
Haw Par 2 Chia Ping Road #09- | 2 Chia Ping Road Haw
12 | Tiger Balm Healthcare VN-22408-19 | 653/QD-QLD | 23/10/2019 D}a Chi cosd |00 .H?.w Par Tlger Balm P'fu' Tiger Balm Building
Red . san xuat Building Singapore | Singapore 619968
Limited
619968
Haw Par 2 Chia Ping Road #09- | 2 Chia Ping Road Haw
. b ; : im | Par Ti Gias
3 | DEerBan | o o VN-22409-19 | 653/QD-QLD | 23/10/2019 | Dk chicosd | 00 Haw Par Tiger Balm | Par Tiger Balm Building
White e san xudt Building Singapore | Singapore 619968
Limited 619968
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DANH SACH CO’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUG'C NGOAI PAP NG GMP

Phu lucl

Dot 33
( Kém theo cong vinsé 10528 /QLD-CLngay 3¢ /12 /2023 ctia Cuc Qudn Iy Duoc)
(b | & SAN XUA i ’ . NGUYEN | GIAYCH. |NGAy |NCAY -
STT cc | cr TEN CO’ SO’ SAN XUAT PIA CH PHAM VI CHUNG NHAN TAC GMP NHAN CAp ll'-lli'; CO’ QUAN CAP
1 |2720| AR- [Laboratorios Casasco Av.Boyaca No * Thudc khéng vé trung (khéng chira khang sinh nhém beta lactam, chat kim t€ bao va chat cé hoat tinh hormon): Vién nén, vién nén bao phim; Vién nang cing; Thuéc bét, |PIC/S-GMP [IF-2022- National Administration
009 [S.A.LC. 229/37/41/49/63/65 thudc cdm; Thudc ban rén (Nhii twong, gel, Pastes, Pomades, kem va m&); ThuSc dang dung dich khong vo tring. 128909419- ~ <« of Drugs, Foods and
Terero No. 250/52/60 and |* Ddng gdi so' cap: Céc dang thudc khdng vo trung néu trén. APN- =] S  |Medical Devices
Bacacay No. 1843/45-  [* Déng gdi tht cap. INAMESAN | & | 2 |(ANMAT), Argentina
Autonomous City of MAT g g
Buenos Aires, Argentine
Republic
2 | 2721 AU- |Bridgewest Perth 15 Brodie Hall Drive * Thudc vo trung: Dung dich tiém (bao gom ca thudc chira chat doc té bao); dung dich tiém truyén; dung dich hit; dung dich rira vét thwong; Dang bao ché ban rin (thudc Tuong  |MI-2023-LI- Therapeutic Goods
007 |Pharma Pty Ltd (Tén dd |Technology Park, Bentley [kem, gel, m&); duong EU-[10168-1 Administration (TGA),
cong bd: Pfizer (Perth) [WA 6102, Australia * ThuBc khong vo tring: Dung dich udng; dang bao ché bén ran (thudc kem, gel, m&). GMP " o |Australia
Pty Ltd) (*Cach ghi khac: I g
Technology Park, 15 g E
Brodie Hall Drive, Bentley yO\‘ E
WA 6102, Australia) R
3 | 2722 BY- |Minskintercaps, 26/3 Inzhenernaya St., * San xuat thudc: Belarus- |221/2022/G BO Y té€ Cong Hoa Belarus
001 |Production Republican |City of Minsk, Republic of + Thudc khdng vé trung: Vién nang citng, vién nang mém. GMP MP
Unitary Venture Belarus, 220075 + Xuat xudng. ~ "
(tén viét tét: * San pham va hoat dong khac: S S
Minskintercaps U.V) + Ddng gdi so cap: vién nén, vién nén bao phim. E 3
+Ddng gadi thir cap. g E
- Kiém tra chét lwgng.
+ Visinh: khong vo trung.
+ Hoa hoc, vat ly
4 | 2723 CH- |Cilag AG Hochstrasse 201, 8200 * Thudc vé trung: Tuwong |GMP-CH- Swiss Agency for
007 Schaffhausen, Switzerland | + Thudc san xuat vo trung: thudc dong khd; dung dich thé tich nho duong EU- (1003581 Therapeutic Products
Céch viét khac: + Xust xudng 16 GMP (Swissmedic)
Hochstrasse 201, CH-8200 [* Thuéc khéng vé trung:
Schaffhausen, Switzerland |+ Vién nang ctng, vién nén, vién nén bao phim.
+ Xust xuéng 16. N N
* Ché& pham sinh hoc: sdn xuat va xuat xudng. 8 8
* Doéng goi: 3 g.
+Ddng gdi cap 1: vién nang clng, vién nén 8 S
+ Péng gdi cap 2
* Kiém tra chat luong:
+ Vi sinh (v6 trung va khong vo trung)
+ Hda ly/vat ly;
+ Sinh hoc.
5 |[2724| CH- |CSL Behring AG Wankdorfstrasse 10, 3014 |Thudc vé trung: Tuwong |GMP-CH- Swiss Agency for
009 Bern, Switzerland * Ché& phdm tir méu: San pham sinh hoc dan xuat tr Plasma (dung dich albumin ngudi, thudc tiém immune globulin): thudc tiém thé tich Idn; thudc tiém thé tich nhd duong EU- (1003829 g 1y [Therapeutic Products
* Xudt xudng 16. GMP g 8 (Swissmedic)
* Kiém tra chét lugng. 3 3
(Khong bao gbm déng géi cdp 2). 3 Q
6 | 2725| CH- |UCB Farchim SA Z.l. de Planchy, Chemin de |* ThuSc khéng v6 truing: vién nén, vién nén bao phim. Tuong |GMP-CH- Swiss Agency for
014 Croix-Blanche 10, Bulle, |* Xut xudng: Thudc khéng vé trung; duong EU- (1003801 Therapeutic Products
1630, Switzerland * Péng goi so cap: vién nén, vién nén bao phim. GMP ~ n (Swissmedic)
(cach ghi khac: Chemin de [* Kiém tra chat lwgng: 8 8
Croix Blanche 10, Z.I. de + Vi sinh: Khong vo tring. : E
Planchy, CH-1630 Bulle, + Hda hoc/Vat ly. g E
Switzerland) + Sinh hoc.

Danh sach co s& dap (rng GMP
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(b | - ’ . NGUYEN | GIAYCH. |NcAy |NE2Y -
STT cc | er TEN CO' SO’ SAN XUAT DIA CHI PHAM VI CHUNG NHAN TACGMP| NHAN CAp l:li’; CO' QUAN CAP
52 | 2771| IT- |AlfasigmaS.P.A Via Enrico Fermi 1-65020 |* Thudc vé trung (bao gdm ca hormon hoéc chat cé hoat tinh hormon): EU-GMP |IT/193/H/20 Italian Medicines
062 Alanno (PE), Italia + Thudc sdn xuat v trung: thudc dong khd; dung dich thé tich nhé. 22 Agency (AIFA)
+ Thudc tiét trung cudi: dung dich thé tich nho.
+ Xudt xuéng 16.
* ThuSc khdng vé trung:
+ Vién nang crng; thudc udng dang 1dng; thudc dung ngoai dang l6ng; thudc ban rén; thudc bdt; thudc cdm; vién nén, vién nén bao phim. ~ -
+ Xust xudng 16. =} S
* Thuéc sinh hoc: : 2
+53an phdm mién dich (hdn dich dwoc sdn xuat vo tring). g E
+5an pham cé ngudn gdc tir ngwdi hodc dong vat: Vién nang mém, dung dich thé tich nho (san xuat vo trung, tiét trung cudi).
+ Xuat xudng 16.
* Pong goi so cap: Vién nang clrng; Vién nang mém; thudc udng dang long; thudc diing ngoai dang 10ng; thudc ban ran; thuéc bot; thudc cdm; vién nén, vién nén bao phim.
* Pong goi thir cap.
* Kiém tra chat lugng: Vi sinh (vd trung; khdng v trung); Héa hoc/Vat ly; Sinh hoc.
53 |2772| IT- |Bioindustria Laboratorio |Via De Ambrosiis 2/6- * Thudc vé trung: EU-GMP |IT/75/H/202 Italian Medicines
064 |ltaliano Medicinali S.P.A |15067 Novi Ligure (AL), + Thu6c sdn xuat vd trung: Thudc dong khod (chira chat chiét xudt/ dan xuét tir mo/ té bao dong vat), thudc 1dng thé tich nhd 3 Agency (AIFA)
Italia + Thudc tiét trung cudi: Thudc 16ng thé tich 1én, thudc 16ng thé tich nho. ] Q
* ThuSc khdng vé trung: Vién nang cing, vién nén. 8 r?
* Thudc sinh hoc: San pham chiét xuat tir dong vat. 3 8‘
* Péng gdbi so cap: Vién nang clirng, vién nén. 3 S
* Pong géi thir cap.
* Kiém tra chat lugng: vi sinh vat (v6 trung/khdng vo trung), héa hoc/vat ly, sinh hoc
54 | 2773 | JP- |Shin-Etsu Chemical Co., |28-1 Nishifukushima, San xuat cac nguyén lidu (td dugc) dé lam thudc: Japan- |GAB0200034 GMP Auditing Board for
058 |Ltd. Naoetsu Plant Kubiki-ku, Joetsu-shi, + Metolose (Methylcellulose, Hypromellose) GMP ] o«  [Pharmaceutical,
Niigata, 942-8601, Japan |+ Pharmacoat (Hypromellose) 8 Sl Excipients; Japan
+ HPMCP (Hypromellose Phthalate) S $
+ Shin-Etsu AQOAT (Hypromellose Acetate Succinate) S a
+ L-HPC (Low-Substituted Hydroxypropy! Cellulose)
55 | 2774 | KR- |Aprogen Biologics Inc. |16 Dumeori-gil, Yanggam- |* Thudc ung dang rén: Vién nén (vién nén bao phim, vién nén khong bao, vién nén bao duding, vién nén nhai, vién nén dit am dao, vién nén tan trong miéng, vién nén gidi [PIC/S-GMP [2023-D1- " " Gyeongin Regional
009 [(tén cili: Aprogen myeon, Hwaseong-si phdéng cham, vién nén bao tan trong rudt); Vién nang cirng; 0304 S S |Office of Food and Drug
Pharmaceuticals. Inc) Gyeonggi-do, Republic of |* Thudc m&: thudc m&, kem g g Safety, Korea
Korea 8‘ ﬁl
56 |2775| KR- |GC Biopharma Corp. 40 Sandan-gil, Hwasun - |* San pham sinh hoc: Thudc tiém (vac xin Cim mua). PIC/S-GMP|2022-F1- ~ < Gwangju Regional Office
020 |((Tén cii: Green Cross eup, Hwasun -gun, 0124 S S |of Food and Drug
Corporation) Jeollanam -do, Republic of g g Safety, Ministry of Food
Korea ?-j 2 and Drug Safety, Korea
57 | 2776| KR- |ll-Yang Pharm. Co., Ltd |110 Hagal-ro, Giheung-gu, [* Thudc udng dang rén: Vién nén; vién bao phim, vién bao dudng, vién nang; thudc bot; vién nhai. PIC/S-GMP [2023-D1- - n | Gyeongin Regional
074 Yongin-si, Gyeonggi-do, * ThuBc hdn dich udng, dung dich udng, sird 0282 § § Office of Food and Drug
Republic of Korea =) & |[safety, Korea
a Q
58 | 2777| KR- [Bukwang Pharm. Co., 47 Neungan-ro, Danwon- |* Thuéc khéng vé trung: PIC/S-GMP [2022-D1- ~ < Gyeongin Regional
093 |Ltd. gu, Ansan-si, Gyeonggi- + Vién nén; Vién nang; Thudc cém. 1856 =] S |Office of Food and Drug
do, Korea + Thudc udng dang 16ng; Si ro; HoN dich. : z Safety, Ministry of Food
+ Thudc dung ngoai dang |dng; Dung dich nhé mii. 5 ; and Drug Safety, Korea
+ Kem, gel, m@.
59 |2778| KR- [Handok Inc. 78, Daepungsandan-ro, * Vién nén, vién nang cing, vién nén nhai, vién nén giai phdng, dung dich bdi ngoai da, lotion, m&, kem, gel, miéng dan. PIC/S-GMP [2022-G1- ~ " Deajeon Regional Office
104 Daeso-myeon, Eumseong- |* Kiém tra chat lwgng: Hda ly/Vat ly/Vi sinh (v6 trung va khdng vo trung). 1930 > S |of Food and Drug
gun, Chungcheongbuk-do, : 3 Safety, Korea
Republic of Korea ; E
~N ~N
60 | 2779 KR- |CMIC CMO Korea Co., 23, Oksan-ro 230beon-gil, |* Thudc m&, thudc kem, thudc gel. PIC/S-GMP|2020-D1- ° o Gyeongin Regional
124 (Ltd. Bucheon-si, Gyeonggi-do, [* Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (khdng vé trung). 3304 g S |Office of Food and Drug
Republic of Korea g g Safety, Ministry of Food
:‘..‘ § and Drug Safety, Korea
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phuc
(B6 phan mot cira) Ngay 15 thang 11 nam 2019
Sb: 3458¢/QLD-GT

St

) X X PHIEU TIEP NHAN i
HO SO KE KHAI/KE KHAI LAI GIA THUOC/THAY POI, BO SUNG THONG TIN
1. Co s6 ké khai: CONG TY CO PHAN TAP POAN DUQC PHAM VA THUONG MAI SOHACO
Dia chi: S6 5 Lang Ha, Phuong Thanh Cong, Quan Ba Pinh, Thanh phé Ha Noi, Viét Nam
Pién thoai: 024 7304 611

2. Loai ké khai gia: Lan dau K@ khai lai
Thudc nude ngoai khi nhap khau |T|

Thudc san xut trong nudc |:|

Thubc dé nghi thay d6i/bd sung thong tin

3. S0 vin ban ké khai/ké khai lai/thay déi, b6 sung: 92-19/KK G-Sohaco
4. Thong tin thuoc ké khai, ké khai lai:

n £ S6 Nong do, Ham| Quy céch S £ 2 £
Tén thuoc GPL H/GPNK lrong dong goi Co sé san xuat - Nwdc san xuat
Azintal forte VN-22460-19 (75mg, 100mg, Hop 10 vix 10| Il Yang Pharm Co., Ltd - Korea -
10mg vién Han Quoc
5. Danh muc hd so:
Béng ké khai/ké khai lai gi4 thudc/Van ban dé nghi thay doi, bé sung thong tin
Tai li¢u khac (Ghi rd):
Ghi chu:

- Phiéu tiép nhan nay chi c6 gia tri xéc nhan co s da tién hanh thi tuc ké khai gia thudc theo quy dinh tai
Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 )

- Gia thudc ké khai, k€ khai lai va thong tin thay do1, bo sung s€ dugc cong bo trén trang thong tin dién tir
cua BO Y té theo quy dinh.

NGUOI NHAN HO SO

v~

Trwong Bich Anh

MA HO SO: 23486/TT57



CONG TY CO PHAN TAP POAN DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM

VA THUONG MAI SOHACO Poc lap - Tw do - Hanh phic
S6: 92-19/KKG-Sohaco Ha N§i, ngay 13 thang 11 nam 2019
V/v bang ké khai gi4 thudc nudc ngoai nhap khau vao
Viét Nam

BANG KE KHAI GIA THUOC NUOC NGOAI NHAP KHAU VAO VIET NAM
Kinh gtti: Cuc Quan ly Dugc -Bo Y té

Tén thudc, dang bao % Nuéc sin S6 gidy Ponvi | ., % Gia banbuén|  Gié ban 1é
STT ché, quy cach déng goi Hoat chat \ Nb/ HL xuat DPKLH/GPNK | tinh Gid NK thye t¢ (CIF) du kién du kién (Néu co)

Azintamide
75mg;

Azintal forte, Vién nén Il’ggrc;ee}tm 75mg, )

1 |bao duong, Hop 10 vi x Cellul%se 100mg, | Han Quoc | VN-22460-19 vién 0,26 USD 7.500

10 vién 4000 10mg; 10mg
Simethicon
50mg;

Ddi véi thude chua c6 thude cung hoat chét, néng d0, ham lugng, dang bao ché trén thi truong Viét Nam, dé nghi cung cép thong tin vé gia nhap khéu, gia ban budn tai nude so tai va tai
cac nudc ASEAN trong truong hop co ban tai cac nude nay. Truong hop khong ban tai cac nude nay ghi rd thong tin “Thudc khong ban tai cdc nudc ASEAN”

Co s6 cam két va chiu trach nhiém trude phap ludt vé tinh chinh xac cta cac thong tin da ké khai.

Ghi chu:

- Ty gid ngoai t¢: 23150 déng/lUSD ngay 13/11/2019

- Gi4 nhap khiu tinh theo ngoal € va ghi rd ty gid dp dung

- Gi4 ban buén dy kién va gia ban 1¢ du kién da bao gom thué gié trj gia ting va tinh theo VND.
- Don vi tinh: Tinh theo quy cdch dong gbi nho nhat.

Pai dién co sé nhap khau

MO TONG GlAM DOC
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CONG TY CO PHAN TAP DPOANDUQGC  CQONG HOA XA HQI CHU NGHIA VIET NAM

PHAM VA THUONG MAI SOHACO Déc Iap - Ty do - Hanh phiic

Ha No1, ngay 13 thang 11 nam 2019

BANG THUYET MINH VE CO CAU GIA
(D4i véi thube nhap khau)

Tén thudc, S gidy dang ky lwu hanh/Gidy phép nhap khau: Azintal forte, VN-22460-19

Hoat chét, néng dd hodac ham lugng: Azintamide 75mg; Pancreatin 100mg; Cellulase 4000 10mg;
Simethicon 50mg;, 75mg, 100mg, 10mg

Dang bao ché, quy cach déng goi: Vién nén bao dudong, Hop 10 vi x 10 vién

Tén co s san xuat, nudc san xuat: Il Yang Pharm Co., Ltd - Korea,Han Quéc

I. BANG TONG HQP TINH GIA VON, GIA BAN THUOC NHAP KHAU CHO MQT DPON VI
PONG GOI NHO NHAT

STT Khoén muc chi phi o ¥l T'g,‘g‘];;e“ Ghi chii
A [San lugng nhap khau vién
B |Gia von nhap khau
1 |Gid mua tai cura khau Viét Nam (gia CIF) vién 6.019
2 |Thué nhap khau vién
3 |Thué tiéu thu dic biét (néu co) vién
4 |Céc khoan thug, phi khic (néu cd) vién 181
5 |Céc khoan chi bang tién khéc theo quy dinh (néu c6) vién
C |Chi phi chung
6 |Chi phi tai chinh (néu c6) vién
7 |Chi phi ban hang vién 482
8 |Chi phi quan ly vién 237
D |Téng chi phi
P |Gid thanh toan bo 01 (mdt) don vi dong goéi nho nhat vién 6.918
E |Loi nhun dy kién vién 225
G |Thué gié tri gia tang, thué khic (néu co) theo quy dinh vién 357
H |Gia bén du kién vién 7.500

II. GIAI TRINH CHI TIET CAC KHOAN MUC CHI PHi CHO MOQT PON VI PONG GOI NHO
NHAT (kém theo cac tai liéu lién quan dé chu’ng minh)

. Gid mua tai ctra khau Viét Nam (gid CIF)

. Thue nhap khau

. Thué tiéu thy dac bigt (néu co)

. Cac khoan thué, phi khac (néu co)

. Céc khoan chi bang tién khac theo quy dinh (néu co)
. Chi phi tai chinh (néu c6)

. Chi phi ban hang

. Chi phi quéan ly

. Gia thanh toan by 01 (mot) don vi sdn pham

10. Loi nhuén du kién ) )

11. Thué gia tri gia tdng, thué khac (n€u co) theo quy dinh
12. Gid ban du kién

13. Picu kién giao hang/ ban hang

OO0 INWN Wb




IIL. BANG SO SANH MUC GIA PE NGHI VOI MUC GIA THUOC TUONG TU O THI TRUONG
TRONG NUOGC VA THI TRUONG MQT SO NUGC TRONG KHU vUC

- Doanh nghiép xac nhan khong c6 thong tin

Pai dién co sé nhap khau
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C & dichvucong.dav.gov.vn/congbogiathuoc/index G T 0 6

%. 84437366483 ‘ £4 cgldvn@moh.gov.vn bangnhap |

BOYTE

cuC QU!E\.N LY D Ugc TRANGCHU THUTUC HANHCHINH HETHONG BAD CAD  LIEN HE

TRA cU'U GIA THUOC

TATCA » | n-22460-19 Q TiMKIEM C DAT LAI

S0 DANG BAD QUY CACH .
Mn - - - — Hﬂ -

Azintamide 75mg;

: Pancreatin 100mg; VN-22460-  Vién nén bao Hop 10 vix 10
15/11/2019 Azintal forte 75mg, 100mg, 10mg . 5
Cellulase 4000 10mg; 19 dwing Vién Co., Lid - Korea

Cong ty CO phan Tap doan
i Il Yang Pharm ; 2 e : &
vién 7,500 Han Quic  Dwoc pham va Thwong mai KK nhap khau

_ _ Sohaco
Simethicon 50mg;
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[Thanh phan] Moi vién chua
Azintamid

10mg
-+ 50mg
[Dang bao ché] Vién nén bao dudng
[Chi dinh, Liéu lugng & Cach dung, DE XATAMTAY TREEM

Chéng chi djnh va cac thong tin khac] BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
Xin doc to huong dan su dung

[Tiéu chu@n chat luong] Tiéu chuan nha san xuat

[Bao quan] Trong bao bi kin, tranh &m,

tranh anh sang, nhiét do duoi 30°C

sqe1o0t

A0}
1VINIZV

Antlfoammg Choleretic and Polyvalent Enzyme Prep

AZINTAL'

forteuw.

10 vi x 10 vién /Hop DNNK:

San xuat tai Han Qudc boi :

[E IL-YANG PHARM. €0, LTD.

110, Hagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do, Korea.

=

[Composition] Each tablet contains,
Azintamide = = vos e s s
PEADCIGALY roris rieoe e wime s s
Cellulase 4,000
Sime'hicone ..........................................
[Dosage form] Enteric sugar coated tablet

[Indications Dosage & Administration, N e
Contraindications,and other informations] | KEEP OUT OF REACH OF CHILDREN OREUS

Please see the insert paper. L READ INSERT PAPER CAREFULLY BEF!
[Quality specification] The manufacturer's )

[Storage] \L/és& t:o. :

Well-closed containers, protected from light Mfg. Date:

and moisture, at temperature below 30°C. Exp. Date :




ZINTAL® AZINTAL® AZINTAL® AZINTAL® AZINTAL® AZINTAL® AZINTAL'
rteta. fortetran. forterta. forte Tan. fortetas. forterta.  fortera.
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AZINTAL FORTE Tab.

(Azintamid. pancreatin. cellulase 4000 va simethicon)
“Dé xu tam tay ré em”
“Doc ki hudmg ddn sir dung triege khi dimg ™
Thanh phén céng thire thude
Mai vién chira:

- Thanh phan cheoe chdr:

AZINAMI e 75 mg
Pancreatin ....ocooveiieviiieeececeeeeee e, 100 mg
Cellulase 4000 ..orviioiiiecee e 10 mg
SIMEthicon oo, 50 mg

- Théanh phdn td cheoe: Dibasic calci phosphat hydrat. cellulose vi tinh thé, nhom magnesi silicat.
natri croscarmellose. calei carboxymethyleellulose, hydroxypropyl cellulose, light anhydrous
silicic acid. methacrylic acid - cthyl acrylat copolymer, propylen glycol. diacethyl monoglycerid,
sucrose. gelatin. gdm arabic, calci carbonat. tinh bot ngd. tale, titan oxid. red no 40. vellow no 5.
sap carnauba. polyethylen glycol 6000.

Dang bao ché:

Vién nén bao dudng hinh tron. bé mat phéng. mau cam
Chi dinh

Céc trigu chimg lién quan dén thicu hut tiét dich mat hogc thicu hut tict men tiéu hda: day hoi

hogc kho tiéu, sinh bung, chudng bung. khong tiéu hoa duoc thic an.

Ciach ding, li¢u diung

Nguwoilon: 1-2 vién, 3 |5n/ng£1y

Nén diing cung v6i thie an: Trong hay sau bira an.

Chong chi dinh:

Bénh nhén ¢6 1on thuong ean. con dau quan mat do soi mat. tic duong mat, viém gan cap.
Cinh bdo va thin trong khi dung thude

Nhong nhai hay ngam vién thude.

Ngudi man cam voi protein lon nén tranh dung thude hoac phai than trong khi str dung.
Phu nir ¢o thai va cho con bu.

Khi phan (g qua man xay ra, nén ngimg udng AZINTAL FORTE Tab. va diéu tri ngan ngua
tri¢u chimng

St dung thube cho phu nir ¢é thai va cho con bu:

Phu nit co thai

Chua ¢6 nghién ctru nao vé tac dong dén thai nhi cia AZINTAL FORTE Tab. trén dong vat.
Khong co dir li¢u vé sur dung thude trén phu nir ¢6 thai. chi nén dung thude néu loi ich vuot troi
4 "{S}':;f/'\

SO VOi nguy co

Phu nie cho con b



Phu ndr thoi ky cho con b nén st dung AZINTAL FORTE Tab. mot cach than trong do hién nay

chua ro kha ndng phan bd cia AZINTAL FORTE Tab. trong stra me.

Anl hudng cia thude 1én kha nang ldi xe, vdn hanh may moc

Chua c6 bang ching vé anh huong cua thude 1én kha ndng lai xe, van hanh may moc

Twong tic, twong ky ciia thude

- Cac bao cao cho thay simethicon ¢é trong tac voi quinidin: Do khi dung simethicon s& lam
tang nong do trong huyét tuong cua quinidin. Sy tuong tac nay la do simethicon lam kiém
hoa nude ticu do do lam ting tai hap thu quinidin & than. Do do. néu bénh nhan phdi hop hai
thude nay, can theo doi cac chit ché cac biéu hién do qua liéu quinidin, didu chinh lidu
quinidin néu cin thiét.

- Cdc bao cdo cling cho thdy simethicon lam tang nong do cua carbamazepin khi diing cling.
do do ¢6 the gdy ra cac hién tuong qua lidu carbamazepin. Can kiém sodt chit ché céc hi¢n
wong qua licu do carbamazepin. diéu chinh liéu néu cn thiét,

- Hién chua ¢ nghién ctu ndi vé van dé tuong tac thude clia pancreatin. azintamid. cellulase
t6i cdc thude khac,

~

Tac dung khong mong mudn cia thube ( |z
Hiém gap (ADR > 1710000 dén < 1/1000):
Qua litu AZINTAL FORTLE Tab. ¢6 thé gdy ia chay hodc cac rdi loan tiéu hoa khac trong thoi
gian dau. Ngam ché pham trongD miéng trude khi nudt c6 thé g gdy kich (g niém mac miéng. gay
loét va viem miéng. O lidu rdt cao. cac enzym tuy ngoai sinh ¢é thé lam tang acid uric niéu va
acid uric mau.
Théng bdo ngay cho bdc si hodic dwoc si nhitng phén ng 6 hai gap phdi khi st dung thuéc
Qua lidu va cach xir tri
Qué lidu pancreatin cg thé gdy ia chay hodc cac rdi loan tidu hda khéc trong thoi gian dau.
O liéu rat cao. céc enzym tuy ngoai sinh ¢6 thé lam tang acid uric niéu va acid uric mau.
Quy cach dong goi: Hop 10 vi x 10 vién.
Dicu kién bio quan: Trong bao bi kin. tranh am. tranh anh sang, nhié¢t do dudi 30°C.
Han ding: 36 thang ké tur ngay san xXuat.
Tiéu chuan chit lwong cia thude: TCCS
Tén, dia chi ciia co’ s6 sian xuét thude
IL YANG PHARM. CO., LTD
110, Hagal-ro. Giheung-gu. Yongin-si, Gyconggi-do. Han Quock
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