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Yé viéc ban hanh danh myc 186 thudc nwée ngoai
dwgc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 115

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Dwoc s6 105/2016/QH13 ngay 06/4/2016;
Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;
Can cir Quyét dinh s6 1969/0D- BYT ngay 26/4/2023 cua B¢ truong Bo Y té

quy dinh chirc nang, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn 1y
Dueoc thude Bo Y té;

~ Can cit Thong tu s6 08/2022/TT: -BYT ngay 05/09/2022 cua B¢ truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cit y kién cia Héi dong tw vin cdp gidy dang ky luu hanh thudc,
nguyén lieu lam thuoc - Bo Y té;

Theo dé nghi ciia Trudng phong Pdng ky thudc - Cuc Quan 1y Duorc.

QUYET PINH:

Picu 1. Ban hanh keém theo Quyét dinh nay danh muc 186 thudc nudc
ngoai dugc cép, gia han gidy dang ky luu hanh tai Viét Nam - Dot 115, bao
gom:

1. Danh muyc 143 thudc nudc ngoai duoc cip gidy dang ky luu hanh hiéu
luc 05 nam - Dot 115 (tai Phu luc I kem theo).

2. Danh muc 28 thubc nude ngoai dugc cip gidy dang ky luu hanh hiéu
luc 03 nadm - Dot 115 (tai Phu luc Il kem theo).

3. Danh muc 14 thudc nudc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 05 nam - Dot 115 (tai Phu luc 11l kem theo).

4. Danh muc 01 thudc nudc ngoai dugc gia han gidy dang ky luu hanh
hi¢u luc 03 nam - Dot 115 (tai Phu luc IV kem theo).

Piéu 2. Co sé san xuét va co so dang ky thude o trach nhiém:

1. Cung cap thubc vao Vigt Nam theo ding cac hé) so tai liéu da dang ky
voi BO Y té va phai in hodc déan s6 dang ky dugc BO Y t€ cap 1én nhan thudc.

2. Chap hanh day du phap luat cua nudc CHXHCN Vi€t Nam va cac quy
dinh cua B@ Y t€ vé nhap khau thuoc va luu he‘mh thudc tai Viét Nam, néu c6 bat
ctr thay do1 gi trong qué trinh luu hanh thudc & nude so tai va & Viét Nam thi



phai bao cdo ngay cho Cuc Quén Iy Dugc - Bo Y té Viét Nam.

3. Thuc hién vigc c@p nhat tiéu chuan chat luong ciia thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong B Y té quy
dinh vé chat luong thude, nguyén liéu 1am thudc.

4. Cap nhat nhan thudc va to hudéng dan sir dung thude theo quy dinh tai
Théng tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo trudng Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va t& huéng dan sir dung thudc theo hinh
thire thay doi, bo sung gidy dang ky luu hanh thudc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 cua Bo truong Bo Y té dbi v6i thude chua cap
nhat ndi dung nhan thubc, to huéng dan sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té, cu thé nhu sau:

a) Pdi vé6i thude thude danh muc thude doc va nguyén liéu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 ctia BO truéng Bo
Y té vé viéc ban hanh danh muc thudc doc va nguyén li¢u doc lam thude: chi
duoc luu hanh sau khi cap nhat theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té quy dinh
ghi nhin thudc, nguyén liéu 1am thudc va to hudng dan sir dung thube.

b) Dpl véi cac thude ’khac’ phai thyc hién viéc cap nhat nay trong thoi han
12 thang ké tir ngay duoc cap gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thudc duoc
gia han gidy dang ky Iuu hanh theo Quyét dinh  nay co thay d6i vé noi dung hanh
chinh (bao gom cd mau nhin va to huéng dan sur dung) phai nhap khau, luu
hanh véi cac nodi dung da dugc phé duyét thay doi trong ho so ding ky gia han.

6. Phdi hop véi cac co s¢ diéu tri dé thuc hién theo ding cac quy dinh
hién hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn cua thudce trén ngudi Viét Nam va tong hop, bao cio theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cua Bo truong Bo Y té
quy dinh viéc diang ky luu hanh thudc, nguyén liéu lam thudc ddi véi cac thude
thuéc Danh muyc tai Phu lyc II, Phy luc IV ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hi¢u lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam
thuc. Trong trudng hop khong con dap tmg du diéu kién hoat dong, co so dang
ky phai ¢o trach nhiém thyc hién thay ddi co s diang ky theo quy dinh tai Thong
tu 86 08/2022/TT-BYT ngay 05/9/2022 ctia B trudng BO Y té trong thoi han 30
ngay ké tir ngy co s dang ky khong con du diéu kién hoat dong.

8. Co s0 dang ky thuéc phai bao cao Bo Y té vé cap nhat tinh trang dap
tmg Thyuc hanh tét san Xuat cua co sO san xuat thudc, nguyén li¢u lam thude.
Truong hop co so san xuét bi thu hodi gidy phép san xuét hoic khong dap tmg
Thuc hanh tot san xuét thudc, nguyén liéu lam thudc & nudc so tai, co s& phai
thuc hién viéc bao cdo trong thdi han 15 ngay ké tir ngdy c6 thong bao cua co
quan quan 1y c6 thim quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cta Chinh phu quy dinh chi



tiét mot sb diéu va bién phép thi hanh Luit Duogc.

9. Bdi voi thude Sirturo, sé diang ky 890110194123 tai Phy luc II: yéu cau
co so dang ky phdi hop véi co sd san xuét ¢ trach nhiém thuc hién bd sung, cap
nhat ndi dung luu ¥ trén nhan va to huéng dan st dung nhu sau: “Thudc phai
dugc quan 1y boi cac co sé y té dé diéu tri cho ngudi bénh mic lao, lao khang
thudc thudc dbi tugng chi dinh tai to Huéng dan st dung. Nghiém cAm ding voi
muc dich khac”. Thudc chi duoc phép nhap khau, luu hanh sau khi nhan va to
huéng dan sir dung d3 duogc cap nhat, bo sung ndi dung luu ¥ trén.

Dleu 3. Cac thuoc dugc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung sd dang ky da cap trude khi gia han trong thoi han tbi da
12 thang ké tir ngay duoc cap so dang ky gia han theo quy dinh tai Phy lyc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Picu 4. Quyét dinh co6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam doc SO Y té céac tinh, thanh phd truc thude trung vong, giam
doc nha san xuat va co s& dang ky c6 thuoc tai Di€u 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu lucl

DANH MUC 143 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POQT 115.1

(Ban hanh kém theo quyét dinh sé: ...489...../OP-OLD, ngay 14./01./2023 ciia Cuc Quan Iy Diroc)

STT Tén thudc Hoat chit chinh — | Dangbao | Quy cach Tiéu Tuoi S6 ding ky
Ham luwgng ché dong goi chuin tho
(thang)
() @ A 4 (&) (6) (@) ®

1. Co sé ding ky: Adamed Pharma S.A. (tén diy di: Adamed Pharma Spélka Akcyjna) (Dia chi:
Pienkow, ul. Mariana Adamkiewicza 6A4, 05-152 Czosnow, Poland)

1.1. Co sé san xuit: Adamed Pharma S.A. (Pja chi: ul. Marszalka Jozefa Pilsudskiego 5, 95-200
Pabianice, Poland)

Vién nén Hop 3 vix NSX 36

10 vién

1 Hevipoint
200mg

Aciclovir 200mg

2. Co s6¢ dang ky: Ambica International Corporation (Dia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paraiiaque City, Philippines)

2.1. Co s& san xuit: Agio Pharmaceuticals Ltd. (Pia chi: T-81, 82. M.1.D.C., Bhosari, Pune 411026,
Maharashtra State, India)

2 Agiofenac Diclofenac Gel Hop 1 tuyp BP 36 890100178523
diethylamine 30g, hop 1 2020
1,16% w/w tuong tuyp 50g

duong Diclofenac
natri 1% w/w

2.2. Co sé san xuit: Atlantic Pharma - Producdes Farmacéutica, SA. (Pia chi: Rua da Tapada
Grande, n° 2, Abrunheira, Sintra, 2710-089, Portugal)

Vién nén NSX 36

bao phim

3 Etcoxib 90 Hop 2 vi x

10 vién

Etoricoxib 90mg

2.3. Co s& san xuat: Farmalabor — Produtos Farmacéuticos, SA (Dia chi: Zona Industrial de
Condeixa-a-Nova 3150 - 194, Condeixa-a-Nova, Portugal)

4 Paroxetina GP | Paroxetin (dudi Vién nén NSX 36
dang Paroxetin

hydroclorid) 20mg

Hop 3 vix
10 vién

3. Co s¢ dang ky: Anvo Pharma Canada Inc. (Dja chi: 111-700 Third Line Oakville, ON L6L 4B1,
Canada)

3.1. Co sé san xuit: Laboratorios Liconsa, S.A. (Pia chi: Avda. Miralcampo, No 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)

5 Anvo- Telmisartan 40mg, | Vién nén Hop 2 vix NSX 36 840110178823
Telmisartan Hydrochlorothiazid 14 vién;
HCTZ e 12,5mg Hop 7 vi x
40/12,5mg 14 vién

590110178423

560110178623

560110178723




22

STT Tén thudc Hoat chit chinh — Dang bao Quy cach Tiéu Tudi S6 dang ky
Ham luwgng ché dong goi chuin tho
(thang)
1) (2) A3) ) 3) (0) ) ®)
133 | Moveloxin Moxifloxacin Dung dich | TGi nhém NSX 24 880115191623
injection 1,60mg tiém truyén | chtra 1 tai
400mg nhya déo x
250ml dung
dich tiém
truyén

73. Co s¢ dang ky: PharmEng Technology Pte. Ltd (Dia chi: I Fusionopolis Place #03-20, Galaxis,
Singapore (138522), Singapore)
73.1. Co s& san xuat: PRO.MED.CS Praha a.s. (Dia chi: Telcska 377/1, 140 00 Praha 4 - Michle,

Czech Republic)
134 | Combiso Bisoprolol Vién nén Hop 3 vix NSX 36 859110191723
fumarate 5mg; 10 vién;
Hydrochlorothiazide Hop 10 vi x
6,25mg 10 vién
135 | Combiso Bisoprolol Vién nén Hop 3 vix NSX 36 859110191823
fumarate 10mg; 10 vién;
Hydrochlorothiazide Hop 10 vi x
6,25mg 10 vién
136 | Ursosan Ursodeoxycholic Vién nang | Hop 3 vi x NSX 36 859110191923
acid 250mg cung 10 vién;
Hop 5 vix
10 vién;
Hop 10 vi x
10 vién

74. Co s¢ dang ky: Saint Corporation (Dia chi: Academy Tower, Rm #718,719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Korea)
74.1. Co s& san xuét: Help S.A. (Pia chi: Pedini loanninon, loannina, 45500, Greece)

137

Inestom

NSX

36

520110192023

74.2. Co so san xuat: Kolmar Korea (Pja chi: 245, Sandan-gil, Jeonui-myeon, Sejong-si, Korea)

138

Alfogine
Suspension

Levocarnitin Dung dich | Hop 10 chai
1g/10ml uong x 10ml
Natri Alginat (dudi H?m dich Hop 20 Goi
dang bot say kho uong x 10ml
425mg)/500mg,

Natri bicarbonat
213mg, Calci
Carbonat 325mg

NSX

24

880100192123

75. Co sé dang ky: Siu Guan Chem. Ind. Co., Ltd. (DPia chi: No. 128, Shinmin Road, Hunei Village,
West District, Chiayi City, Taiwan)
75.1. Co' sé san xuat: Siu Guan Chem. Ind. Co., Ltd. (Dia chi: No.128, Shinmin Road, Hunei
Village, West District, Chiayi City, Taiwan)

139

Lincomycin
Injection

Lincomycin
hydrochloride
600mg/2ml

Dung dich
tiém

Hop 10 ong
x 2ml

NSX

48

471110192223




t. 84437366483 | B4 cgldvn@moh.gov.vn Bang nhap |

BOYTE

— ;:.;::'.'-'f? cuc qQu AN LY D uac TRANGCHU THUTUCHANHCHINH HETHONG BAOCADO KHIEUNAIVEVACXIN LIENHE

TRA CU'U GIAY PANG KY THUOC, NGUYEN LIEU LAM THUOC TAI VIET NAM

Bay I dif liéu cp 56 dang ky Itew hanh goc theo cdc quyét dinh cap SPK Iuw hanh (chira bao gdm céc dif liéu 43 duwoc dinh chinh, thay d8i, ba sung, thu hbi gidy BKLH trong qua trinh Iy hanh)

TATCA ~ | Alfogin C DATLAI

Tra clru nang cao v

1 két qua gidy dang ky thudc, nguyén liéu Jam thudc theo tir khoa Alfegin...

_ THONG TIN CONG TY DANG KY THONG TIN CONG TY SAN XUAT
s0 GPLH - A _ )
DIA CHI

Natri Alginat (duwai Academy
Matri Alginat, dang bt sdy khd ¥’ ” Tower, Rm 2435, Sandan-
an b
e ? Alfogine Matri 425mg)/500mg, Natri ~ 489/QD-  14/07/2023 : o ,_ Saint #718,719,118, GENUONE gil, Jeonui-
1 880100192123 14/07/2028 _ ) ) 115  dich 20Goi NSX 24 ) Korea _ Korea _
Suspension  bicarbonat, bicarbonat 213mg, QLD (14/07/2028) E Corporation Seongsui-ro, SCIENCES INC. myeon, Sejong-
; ; ubng  x 10ml _
Calci Carbonat  Calci Carbonat Seongdong-gu, Si

325mg Seoul



© Lic 30/10/2023 07:13 - Dang ky thay déi bé sung théng tin thudc, nguyén lidu lam thuéc SODANGKY  QUYET DINH/CONG VAN PHE DUYET

880100192123  Alfogine Suspension  Natri Alginaf, Natri Natri Alginat (duwdi 489/Q0-QLD 14/07/2023 115 Han dich udng Hap 20 Goi x NSX
bicarbonat, Calci dang bot sdy kha 10mi
Carbonat 425mg)/500mg, Natri
bicarbonat 213mg,

Calci Carbonat 325mg

Thing tin thay d8i/bé sung (M3 hd so: 31100/TT91 - Ngay tiép nhin: 02/08/2023)
Vui long xem tai liéu tai tab Tai liéu cong bd (néu cad).

Ndi dung thay dai, b sung Thong tin d3 duyét Thong tin d& nghi thay ddi, bo sung

Tén cong ty san xudt Kolmar Korea GEMUOME SCIENCES INC.



PHU LUC 1: DANH SACH CO’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NU'O’'C NGOAI PAP 'NG GMP

bot 25
(Theo cong vins§575  /QLD-CLngayl 7/01/20230a Cuc Quan 1y Dwoc)
ID TEN CO SO’ SAN . ) . NGUYEN | GIAY CH. |NGAy |N6AY -
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC cMP NHAN CcAPp ll-.lli'; CO’ QUAN CAP
1 |2106| AM- |Ligvor CJSC 7/9, Kochinyan st., * ThuBc vd trung: WHO-GMP |AM/EAEU/H Ministry of Health of the
001 Yerevan 0089, Republic of |+ Thudc san xuat vé tring: Dung dich thé tich nho; /2022/01/01| & Y |Republic of Armenia
Armenia + Thudc tiét trung cudi: Dung dich thé tich nho; Dung dich thé tich Ion; 8. 8]
* Dong goi thir cp 8| 8
* Xuit xuwdng 16 b a
* Kiém tra chat lwgng: hda hoc/vat ly.
2 | 2107| AT- [Fareva Unterach |MondseestraRe 11,4866 |* Thudc vé trung: EU-GMP [INS-484064- Federal Office for Safety
022 |GmbH Unterach am Attersee, + Thudc san xuat vo trung: dang 1dng thé tich nhé (doc t& bao/ kim té& bao) 101127916- ~ " in Health Care, Austria
Austria + Thudc tiét trung cudi: dang 16ng thé tich nho (ddc té bao/ kim té bao) 17654342 g g
+Chitng nhéan 16 (4/10) o:o E
* Thudc sinh hoc: sdn pham chiét xuat tir ngudi hodc dong vat 8’ ;'.’
* Péng goi thir cap
* Kiém tra chat lwgng: Vi sinh (thudc khdng vé trung); ly/ héa/ sinh
3 | 2108| AU- [GlaxoSmithKline |1061 Mountain Highway [Thu8c khéng chira khdng sinh nhém beta lactam: Tuwong [MI-2022-LI- ~ " Therapeutic Goods
006 |Australia Pty Ltd  [Boronia Vic (ho#c * Thudc khdng vé trung: Thudc dang bom/théi (Insufflation); duwong EU-|08116-1 g S |Administration (TGA),
Victoria) 3155 Australia * Thudc vé trung: thudc dung dich, thudc hdn dich, thudc nuéc udng. GMP .{l‘ ._,Na Australia
* Péng gbi thir cdp va xuat xudng: Thube vd trung, thudc khdng vé trung z E
* Vidc san xuat ddi véi vac xin Rotarix chi bao gdm céc cong doan hon, déng, déng gdi va dan nhin.
4 |2109| AU- |Aspen Pharma Pty |286-302 Frankston- * Thu8c khéng vé trung: Vién nang cirng; thudc ubng dang 1dng; vién nén; thudc c8m; thudc bot; thudc kem; thudc Australia- |MI-2022-LI- ~ < Therapeutic Goods
011 |Ltd Dandenong Road, phun mu; thudc suc miéng; dung dich dung ngoai; thuéc m&, bt nhio. GMP 09770-1 g S |Administration (TGA),
Dandenong South VIC (twong E 2 Australia
3175, Australia duong EU z ;
GMP)
5 |2110| BE- [Alcon-Couvreur |Rijksweg 14, Puurs, 2870 [* Thudc vd trung: EU-GMP |BE/GMP/202 Federal Agency for
003 |NV (ho&c B-2870), Belgium + Thudc san xuat vo trung: dung dich thé tich nhd: Thudc nhé mét (dung dich, hdn dich). 1/065 ~ < Medicines and Health
Céch ghi khéc: * Thudc sinh hoc: Thudc cdng nghé sinh hoc (chi pha ché va déng lo) S S |Products (FAMHP),
S.A. Alcon- * Chirng nhan xudt xwéng: Thudc vo triing va Thudc cdng nghé sinh hoc. § g Belgium
Couvreur N.V. 2' 2‘
hodc SA. Alcon-
Couvreur NV
6 | 2111 BE- |Pfizer Rijksweg 12, Puurs, 2870, [* Thu8c vé trung: EU-GMP [BE/GMP/202 - < Federal Agency for
007 [Manufacturing Belgium + Thudc sdn xut v trung: Da~ng 16ng thé tich nho. 1/099 § § Medicines and Health
Belgium NV * S3n pham sinh hoc: Thudc mién dich.~ ﬁl 8‘ Products (FAMHP),
* Xuat xwdng thudc vo trung, thudc mién dich. S' R‘ Belgium
* Péng goi thir cap.

Danh sach co s& dap rng GMP

Trang 1/21

bot 25



D TEN CO SO’ SAN g . NGUYEN | GIAY CH. |NGAy |N6AY .
STT cc ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cip ﬁi’; CO’ QUAN CAP
72 | 2177 | KR- |GENUPharma Inc. |93 Bio Valley 2-ro, * ThuGc udng dang ran: Vién nén; vién nang cirng; vién nang mém; vién nén dit phu khoa; siro khd. PIC/S-GMP [2022-G1- ~ n [Daejeon Regional Office
024 Jecheon-si, * Thudc kem, gel. 1343 § § of Food & Drug Safety,
Chungcheongbuk-do, g' g Korea
Republic of Korea g g'
73 | 2178 KR- |Hankook Korus 78, Daepungsandan-ro, * Thu@c bdt pha tiém chira khang sinh nhém cephalosporin. PIC/S-GMP |2022-G1- ~ " Daejeon Regional Office
027 |Pharm. Co., Ltd Daeso-myeon, Eumseong- 1470 =] S |of Food and Drug Safety,
gun, Chungcheongbuk-do, % g Korea
Korea ~ &
(o] (o]
74 |2179| KR- |BCWORLD 872-23, Yeojunam-ro, * Dang bao ché ran: vién nén; vién nén bao phim; vién d&t dwdi ludi; vién nén tan ra trong miéng; vién nang clrng. PIC/S-GMP |2022-D1- ~ n |Gyeongin Regional
028 [PHARM. CO., LTD [Ganam-eup, Yeoju-si, * Dung dich tiém; thu8c bot déng khd pha tiém 1519 § § Office of Food and Drug
Gyeonggi-do, Korea g: <O:r Safety, Korea
S 3
75 | 2180| KR- |Genuone Sciences |245 Sandan-gil, Jeonui- * \/ién nén, vién nén bao phim, vién nén bao duwdng, vién nén bao tan trong rudt, vién nén nhiéu 16p, vién nén giai PIC/S-GMP [2022-G1- Daejeon Regional Office
037 |Inc. myeon, Sejong-si, phéng kéo dai; Vién nang cirng; Thudc bdt, thudc cdm; 1644 ~ " of Food & Drug Safety,
Republic of Korea * Thudc tiém, thudc tiém truyén; = S |Ministry of Food & Drug
* Dung dich thuc nhé mat; g ; Safety, Korea
* Thudc udng dang 1dng; sird; hdn dich; E g
* ThuBc diing ngoai dang |dng; lotion; thudc xjt dung ngoai da;
* Thudc m&; kem; gel.
76 |2181| KR- |Samil Pharm. Co., |216 Sandan-ro, Danwon- |* Thudc vé trung: thudc m& tra mét; Dung dich, hdn dich nhé mat. PIC/S-GMP |2022-D1- Gyeongin Regional
043 (Ltd. gu, Ansan-si, Gyeonggi- * ThuBc khdng vé trung: 1225 ~ " Office of Food and Drug
do, Korea +Vién nén (vién bao phim, vién nén giai phdng cham/ kéo dai); thudc bot; thudc cdm; si rd thudc (dang rén); vién g S |Safety, Korea
nhai; : 3
+ Thudc udng dang 18ng; si rd thudce (dang 1dng); hdn dich thudc udng. z g
+ Thudc boi da dang 1dng; thudc xit miii dang dung dich, hdn dich.
+ Thu6c m&; thudc gel.
77 | 2182| KR- [Sinil 28, Boksanggol-gil, * ThuGc udng dang ran: Vién nén, vién nén bao phim, vién nén bao dudng, vién nén bao tan trong rudt, vién nén giai |PIC/S-GMP |2022-G1- ~ < Daejeon Regional Office
051 |Pharmaceutical Angseong-myeon, phdng kéo dai; vién nang cirng; thudc bot; vién ngdm (trocher); vién nhai (gum). 0712 g S |of Food & Drug Safety,
Co., Ltd. Chungju-si, * Thudc m&, thudc kem, thudc gel. :’: S Korea
Chungcheongbuk-do, * Miéng dan hdp thu qua da; bot nhio. % g
Republic of Korea
78 | 2183 | KR- [IL-YANG 8 Bio valley 3-ro, Jecheon- |* Vién nén; vién nén bao phim; vién nang. PIC/S-GMP |2022-G1- ~ < Daejeon Regional Office
054 [BIOPHARM. Co., |si, Chungcheongbuk-do, 0021 S S |of Food and Drug Safety
Ltd Republic of Korea g % - Ministry of Food and
”o’l ﬁ Drug Safety, Korea
79 | 2184| KR- [ChongKun Dang |797-48 Manghyang-ro, * Vién nén, vién nén bao phim; vién nang; bot pha siro. PIC/S-GMP |2022-G1- Daejeon Regional Office
062 [Pharmaceutical Seonggeo-eup, Seobuk- * Thu8c tiém truyén. 0388 of Food & Drug Safety,
Corp gu, Cheonan-si, * Siro (I&6ng); hdn dich; thudc udng dang Idng va dung dich udng. I\ S |Korea
Chungcheongnam-do, * Thudc chira penicillin-clavulanic: vién nén bao phim; vién nang; bdt pha siro; thudc bot pha tiém. 8. 8
Republic of Korea * Thu8c chira cephalosporin: Thudc bdt pha tiém. 8, 5
* Thudc ung thu dc t& bao: Dung dich tiém, bt déng khd pha tiém. a s
* Khac: san pham CKDEloseta 100mg (Erlotinib (Erlotinib hydrochloride 100mg; CKDEloseta 150mg (Erlotinib
(Erlotinib hydrochloride 150mg; CKDIretinib 250mg (Gefitinib 250mg)

Danh sach co s& dap rng GMP

Trang 14 /21

bot 25




844 37366483 | B4 cqgldvn@moh.gov.yn Béng nhap |

BOYTE

h_‘ CuC Qu AN LY DUCC TRANGCHU THUTUCHANHCHINH HETHONGBAOCAD KHIEUNAIVEVACXIN LIENHE

TRA cU'U GIA THUOC

TATCA ~ | alfogine m C' DAT LAI

Tra ciru nang cao v

GIA BAN LE DU
KIEN (THED BE

VAN BAN KIEN = S0 GPLH/GPNK QUY CACH XUAT CUA

NGHI DONG GOI DOANH
NGHIEP) (VND)

(VAT)

Natri Alginat (duwai
Cdng ty CO phin Tap

_ Natri Alginat, Natri dang bt 53y khd
Alfogine ) _ . _ £ ] . . GENUOME SCIENCES ) o B
10/06/2024 e bicarbonat, Calci 425mq)/500mg, Natri 8801007192123 Hon dich uéng  Hdp 20 Gdi x 10ml goi 7,080 i Korea doan Dwoc pham va KK nhap khau
p Carbonat bicarbonat 213mg, ' Thurorng mai Sohaco

Calci Carbonat 325mg



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phuc
(B6 phan mgt cira) Ngay 10 thang 06 nam 2024
Sb: 6133¢/QLD-GT

) X X PHIEU TIEP NHAN X
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
Dién thoai: 024 7304 6116

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 ddi, bo sung: 19-24/KKG-SHC
4. Thong tin thuoc ké khai, ké khai lai:

n £ So Nong do, Ham| Quy céch S £ o 2 £
Tén thuoc GPL H/GPNK lrong dong goi Co s6 san xuat - Nuwde san xuat
Alfogine Suspension| 880100192123 |Natri Alginat |[Hop 20 Goi x GENUONE SCIENCES INC. -
(dudi dang bot |10ml Korea
say kho
425mg)/500mg
, Natri
bicarbonat
213mg, Calci
Carbonat
325mg
5. Danh muc hd so:
Béng ké khai/ké khai lai gia thudc/Van ban dé nghi thay d6i, bo sung thong tin
Tai li¢u khac (Ghi rd):
- Chi phi ban hang
- Chi phi quan ly
- thuyét minh gi4
- Giai trinh
Ghi cha:

- 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 doi, bo sung s€ dugc cong bo trén trang thong tin dién tir
cua BO Y té theo quy dinh.

NGUOI NHAN HO SO

MA HO SO: 120107/TT57



Trwong Thi Bich Anh

MA HO SO: 120107/TT57



CONG TY CO PHAN TAP POAN DUQC PHAM
VA THUONG MAI SOHACO

S6: 19-24/KKG-SHC

V/v bang ké khai gia thuc nudc ngoai nhap khau vao

Viét Nam

CONG HOA XA HQI CHU NGHIA VIET NAM
Péc 1ap - Tw do - Hanh phuc

Ha Noi, ngay 07 thang 06 nam 2024

BANG KE KHAI GIA THUOC NUOC NGOAI NHAP KHAU VAO VIET NAM
Kinh gtri: Cuc Quan Iy Duoc - BO Y té

Gia ban 1é

Tén thudc, dang bao £ Nuéc san S6 gia Pon vi | ., £ Giaban bubn 1y
STT | ché, quy cach d(’)gng goi | Hoatchat | ND/HL | 7, o PKLH/GPNK | tinh  |Gi4 NK thyc té (CIF) dw kién (VND)| 9¥ z‘;fe‘:l (c‘:,)l)\m)
Natri
Alginat
(dusi
dang bot
Natri say kho
Alfogine Suspension, Qlagg:rat 4%%%9)/ 5
1 H(}p dich uong, Hop 20 bicarbonat N atr% Korea 880100192123 goi 0,23 USD 7.980
Goi x 10ml Calci bicarbon
Carbonat at
213mg,
Cdci
Carbonat
325mg

Cac tai li¢u khac kém theo (neu co):
- Chi phi ban hang

- Chi phi quan ly

- thuyét minh gia

- Giai trinh

Ddi vé6i thude chua c6 thude cung hoat chét, néng d6, ham luong, dang bao ché trén thi truong Viét Nam, dé nghi cung cép ‘thong tin vé gia nhép khz‘iu, gia ban budn tai nude sé tai va tai
cac nudc ASEAN trong truong hop cé ban tai cac nudc nay. Trudong hop khong ban tai cadc nude nay ghi rd thong tin “Thudc khong ban tai cac nudc ASEAN”




Co s cam két va chiu trach nhiém trudc phép lut vé tinh chinh xac cta cac thong tin da ké khai.
Ghi chu:

- Ty gia ngoai té: 25466 ddng/1USD ngay 03/06/2024

- Gia nhap khau tinh theo ngoa1 té va ghi 1 ty gi ap dung

- Gia ban buén du kién va gia ban 1é du kién da bao gom thué gi tri gia tang va tinh theo VND.
- Pon vi tinh: Tinh theo quy cach déng gbi nhoé nhét.

Pai dién co s¢' nhip khau




CONG TY CO PHAN TAP POANDUGC ~ CONG HOA XA HQI CHU NGHIA VIET NAM

PHAM VA THUONG MAI SOHACO

Poc lap - Tuw do - Hanh phuc

Ha Noi, ngay 07 thang 06 nam 2024

BANG THUYET MINH VE CO CAU GIA

(Dbi véi thube nhap khau)

Tén thudc, Sé gidy dang ky luu hanh/Gidy phép nhap khau: Alfogine Suspension, 880100192123

Hoat chét, nong dd hodac ham lugng: Natri Alginat, Natri bicarbonat, Calci Carbonat, Natri Alginat (dudi
dang bdt say kho 425mg)/500mg, Natri blcarbonat 213mg, Calci Carbonat 325mg
Dang bao ché, quy cach dong géi: Hon dich ung, Hop 20 Géi x 10ml
Tén co s san xuit, nude san xudt: GENUONE SCIENCES INC.,Korea
L. BANG TONG HQP TINH GIA VON, GIA BAN THUOC NHAP KHAU CHO MQT PON VI

PONG GOI NHO NHAT
STT Khoan muc chi phi Dt(lf’rl]th! Th(%g\l;};;en Ghi chu
A [San luong nhap khau goi
B |Gi von nhap khau
1 |Gid mua tai ctra khau Viét Nam (gia CIF) goi 5.857
2 |Thué nhap khau goi
3 |Thué tiéu thu dic biét (néu cb) goi
4 |Cac khoan thué, phi khac (néu co) goi 176
5 |Cac khoan chi bang tién khac theo quy dinh (néu c6) goi
C |Chi phi chung
6 |Chi phi tai chinh (néu c6) goi 2935%
7 |Chi phi ban hang goi 761/13%
8 |Chi phi quan Iy goi 114[2%
D [Tong chi phi 7.201
P |Gia thanh toan bo 01 (mot) don vi dong gobi nho nhat goi 7.201
E |Loi nhuan dy kién goi 399
G |Thué gia tri gia ting, thué khac (néu c6) theo quy dinh goi 330
H |Gi4 ban dy kién goi 7.980

II. GIAI TRINH CHI TIET CAC KHOAN MUC CHI PHI CHO MQT PON VI PONG GOI NHO

NHAT (kém theo céc tai li¢u lién quan dé chirng minh)

. Gia mua tai clra khau Viét Nam (gia CIF)

Thue nhap khau

. Thué tiéu thu dac bi¢t (néu o)

. Cac khoan thué , phi khac (néu co)

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

. Chi phi ban hang

. Chi phi quan ly

. Gia thanh toan bg 01 (mdt) don vi san pham

10. Loi nhuén dy kién ) )

11. Thué gia tri gia tdng, thué¢ khac (n€u c6) theo quy dinh
12. Gié ban duy kién

13. biéu kién giao hang/ ban hang

O XN N B LN —




II1. BANG SO SANH MUC GIA PE NGHI VOI MUC GIA THUOC TUONG TU O THI TRUONG

TRONG NUGC VA THI TRUONG MOT SO NUGC TRONG KHU VU'C

STT

Té
thuoc

Hoat
chat

Nong do/
ham
lwgng

Dang bao
che

Quadc
gia

Don vi
tinh

Gia béan
NT

DPon vi tién
té

Gia ban(VND)

Gavisco
n Dual
Action

Moi
10ml
chua:
Alginat
natri
500mg;
Natri
Bicarbon
at
213mg;
Canxi
carbonat
325mg

500mg;
213mg;
325mg

Hf)n dich
uong

Anh

goi

US'D)

8.090

Pai dién co sé nhip khau
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Ta khai hang héa nhap khau (thong quan) *106205725400*

S6 t& khai 106205725400 S6 S khai dau tién /
S6 td khai tam nhap tai xuat tucng Ung
M3 phan loai kiém tra 2 Ma loai hinh All 2 [ 4] Ma s6 hang hda dai dién cta td khai 3004

Ma b6 phan x{r ly td khai 00
Thdi han tai nhap/ tai xuat

Tén cd quan Hai quan ti€p nhan tG khai CANGHPKVI
Ngay dang ky 11/04/2024 14:32:41 Ngay thay d&i déng ky 11/04/2024 14:48:22

Ngudi nhap khau

M3 0102043274
Tén Céng Ty C& Phadn Tap Poan Dugc Phdm VA Thuong Mai Sohaco
Ma buu chinh (+84) 43
Dia chi Sé 5 Lang Ha,Thanh Céng,Ba Pinh, Ha No&i
S6 dién thoai +84
NguGi ty thac nhap khau
M3 2500573637
Tén CONG TY TNHH DugC PHAM QDU

Ngudi xuat khau

Ma
Tén SAINT CORPORATION
M3 buu chinh 82
o ACADEMY TOWER, RM #718, 719-118 SEONGSUI-RO
bia chi SEONGDONG - GU, SEOUL KOREA
Ma nudc KR
Ngudi Gy thac xut khiu
Dai ly Hai quan M3 nhan vién Hai quan
S6 van don Dia diém luu kho ~ 03CCS03 KHO BAI TAN VU
1 050424SNDXBSHP24040086 Dia diém d& hang VNHPN CANG TAN VU - HP
2 Dia diém x&p hang KRPUS BUSAN
3 Phudng tién van chuyén
4 9999 PACIFIC BEIJING 2407S
5 Ngay hang dén 12/04/2024
S6 lugng 1.142 cT Ky hiéu va s6 hiéu
Téng trong lugng hang (Gross) 8.321  KGM
S6 lugng container 2
Ngay dugc phép nhap kho dau tién
M3 van ban phap quy khac HC
S3 hoa dan A - SA24-04021

S6 ti€p nhan hda don dién tur

Ngay phat hanh 02/04/2024
Phuong thirc thanh toan KC

Téng tri gid héa don A - CIF - USD -
Téng tri gia tinh thué

T6ng hé s8 phan bé tri gia

M3 két qua kiém tra ndi dung

126.076,8
3.122.922.336
126.076,8 -

Gidy phép nhap khau
1 HCO5 - 489/QD-QLD 2 - 3 -
4 - 5 -
Ma phan loai khai tri gia 6
Khai tri gia tdng hop - - -
Cac khoan diéu chinh
Phi van chuyén - -
Phi bao hiém - - -
M3 tén M3 phén loai Tri gid khoan diéu chinh Téng hé s6 phan bo

1
2
3 - - -
4
5

Chi tiét khai tri gia

050420244#&. Phuong thtic thanh todn TT. Hang méi 100%

Tén sac thué Téng tién thué S48 dong tong
1

{1 V Thué GTGT 156.146.117 VND Téng tién thué phai ndp 156.146.117 VND

2 VND SO tién bao Ianh VND

3 VND Ty gia tinh thué Usb - 24.770

4 VND -

5 VND -

6 VND M3 xac dinh thgi han ndp thué D NguGi nop thué 1

M3 ly do dé nghi BP Phan loai nop thué 2

Téng sb trang cua td khai 3 Téng s6 dong hang cua t& khai 1
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To khai hang héa nhap khau (thong quan)

S6 t& khai 106205725400 S8 td khai dau tién /
S6 td khai tam nhap tai xuat tucng Ung
M3 phan loai kiém tra 2 Ma loai hinh All 2 [ 4] Ma s6 hang hda dai dién cta td khai 3004
Tén cg quan Hai quan ti€p nhan td khai CANGHPKVI Ma b6 phan x(r ly tG khai 00
Ngay dang ky 11/04/2024 14:32:41 Ngay thay d6i déng ky 11/04/2024 14:48:22 Thdi han tai nhap/ tai xuat
S6 dinh kém khai bao dién tir 1 ETC - 722106556900 2 - 3 -
Phan ghi chd HD: 23086/SAINT. ALFOGINE SUSPENSION. NSX: GENUONE SCIENCES INC-KOREA
S6 quan ly ctia ndi bd doanh nghiép S8 quan ly ngudi sir dung 00103
Phan loai chi thi clia Hai quan 2
Ngay Tén NGi dung
1 11/04/2024 BS Pé nghi ngudi khai hai gquan ndp ching tu theo quy dinh tai
Khoan 7 Piéu 1 Théng tu 39/2018/TT-BTC. TN: Pao Thi Nhung
(0946005119)

2 /

3 /7

4 /o

5 /7

6 /7

7 /

8 /7

9 /7

10 /7

Muc thong bao ctia Hai quan

Tén trudng daon vi Hai quan CCT CC HQ CK cang HP KV I
Ngay cap phép 12/04/2024 19:00:55
Ngay hoan thanh kiém tra 12/04/2024 18:59:12

Phan loai thdm tra sau thdng quan

Ngay phé duyét BP /

Ngay hoan thanh kiém tra BP /

S8 ngay mong dgi dén khi cAp phép nhap khau
Téng sb tién thué chdm ndp
Danh cho VAT hang hda ddc biét

Thdi han cho phép van chuyén bao thué (khdi hanh)

Dia diém Ngay dén Ngay khdi hanh
Théng tin trung chuyén 1 / ~ /
2 / ~ /
3 / ~ /
Dia diém dich cho van chuyén bao thué /o
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To khai hang héa nhap khau (thong quan)

S6 t& khai 106205725400 S6 t& khai dau tién /
SO tG khai tam nhép tai xuat tuong 'ng
M3 phan loai kiém tra 2 M3 loai hinh All 2 [ 4] M3 s6 hang hda dai dién cla to khai 3004
Tén cd quan Hai quan ti€p nhan td khai CANGHPKVI Ma bo phan x{r ly t& khai 00
Ngay dang ky 11/04/2024 14:32:41 Ngay thay d6i ddng ky 11/04/2024 14:48:22 Thdi han tai nhap/ tai xuét
<01>
M3 s6 hang hoa 30049099 Ma quan ly riéng M3 phén loai téi xac nhangii [ ]
MO ta héng hda ALFOGINE SUSPENSION. 880100192123. Thubéc chtta Natri alginat,Natri bicarbonat,Calci Carbonat cé td
didu tri bénh da diy.Hoép 20 géi x 10ml hdn dich ubng.sSd 16: [V240(01+02+403)]. NSX: 03/2024.
HD:03/2026
S6 lugng (1) 27.408 UNK
S0 cla muc khai khoan diéu chinh SO lugng (2) 27.408 UNK
Tri gia hda don 126.076,8 Dan gia hoa daon 4,6 USD UNK
Thué& nhap khiu
Tri gia tinh thué(S) 3.122.922.336  VND Tri gia tinh thué(M) -
S0 lugng tinh thué Dan gia tinh thué 113.942 -VND - UNK
Thué suat A 0% - Ma ap dung thué tuyét dé
S6 tién thué VND Nudc xuat xur KR - 3.KOREi- B0l
SG tién mién giam VND Ma ngoai han ngach

S6 thr tu’ cla dong hang trén tG khai tam nhap tai xuat tuong (ng
Danh muc mién thué& nhap khau -
Mién / Giam / Khong chiu thué nhap khau

Thué va thu khac

1 Tén Thué GTGT M3 4p dung thué sudt VB155
Tri gia tinh thué 3.122.922.336  VND S6 lugng tinh thué
Thu€é suat 5% Mién / Giam / Khdng chiu thué& va thu khac
SO tién thué 156.146.116,8  VND
SG tién mién giam VND
2 Tén M3 ap dung thué suat
Tri gia tinh thué VND S6 lugng tinh thué
Thu€é suat Mién / Giam / Khdng chiu thué& va thu khac
SO tién thué VND
S6 tién mién giam VND
3 Tén Ma ap dung thu€ suat
Tri gia tinh thué VND S6 lugng tinh thué
Thu€é suat Mién / Giam / Khdng chiu thué va thu khac
SO tién thué VND
S6 tién mién giam VND
4 Tén Ma ap dung thu€ suat
Tri gia tinh thué VND S6 lugng tinh thué
Thu€é suat Mién / Giam / Khdng chiu thué va thu khac
SO tién thué VND
S6 tién mién giam VND
5 Tén M3 ap dung thué suat
Tri gia tinh thué VND S6 lugng tinh thué
Thu€é suat Mién / Giam / Khdng chiu thué& va thu khac
SO tién thué VND

S6 tién mién giam VND



GENUONE SCIENCES INC.

Head Office: 5F, 39, Sejong-daero, Jung-gu, Seoul, Republic of Korea
Manufacturing Site: 245, Sandan-gil, Jeonui-myeon, Sejong-si, Republic of Korea
http://www.genuonesciences.com / Tel: +82 80 601 0080

CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

Product Name

Active Ingredient

(Each 10 mL contains)

ALFOGINE Suspension

Sodium Alginate 500mg + Sodium Bicarbonate 213mg + Calcium Carbonate 325mg

Analysis No. SP240321003 Analysis Date Mar. 28. 2024
Lot No. V24001 Mfg. Date Mar. 05. 2024
Sample Status Finished Product Exp. Date Mar. 04. 2026
Batch Size 2,000 L Reference In-house
Tests Specifications Results
Description Off-white or cream colored oral suspension peppermint Off-white or cream

Identification

1)
2)
3)

pH

Content Uniformity
Mass Variation

1)

2)

Acid-Neutralizing
Capacity

Assay
1) Sodium Alginate

2) Total Carbon Dioxide

3) Calcium Carbonate

flavor

1) Positive for Alginate
2) Positive for Bicarbonate and Carbonate
3) Positive of Sodium and Calcium

Between 7.0 and 9.0
Sodium Alginate: Less than or equal to 15 %
Sodium Bicarbonate and Calcium Carbonate:
1) Average weight: NLT the labeled amount
2) Individual weight: Difference is NMT 10 %

NLT 9.5 mEq /10 mL

1) NLT 90.0 % and NMT 110.0 % of the labeled amount
2) NLT 2.16 % and NMT 2.8 % (w/v)
3) NLT 90.0 % and NMT 110.0 % of the labeled amount

colored oral suspension
peppermint flavor

1) Conforms
2) Conforms
3) Conforms
8.6

52%

1) 1%

2) N/A

10.6 mEq /10 mL

1) 103.5%
2) 2.38%
3) 104.4 %

*NLT: Not less than
*NMT: Not more than

Approved by:

(Page 1)

Ms. Jisook, Ahn

Managing Director / Quality Dept.
GENUONE Sciences Inc.



GENUONE SCIENCES INC.

Head Office: 5F, 39, Sejong-daero, Jung-gu, Seoul, Republic of Korea
Manufacturing Site: 245, Sandan-gil, Jeonui-myeon, Sejong-si, Republic of Korea
http://www.genuonesciences.com / Tel: +82 80 601 0080

Product Name :  ALFOGINE Suspension

Active Ingredient :
(Each 10 mL contains) Sodium Alginate 500mg + Sodium Bicarbonate 213mg + Calcium Carbonate 325mg

Analysis No. . SP240321003 Analysis Date : Mar. 28. 2024
Lot No. : V24001 Mfg. Date : Mar. 05. 2024
Sample Status . Finished Product Exp. Date : Mar. 04. 2026
Batch Size : 2,000L Reference : In-house
Tests Specifications Results

Preservatives
1) Methylparaben 1) NMT 8.0 mg /100 mL 1) 6.848 mg (85.6 %)
2) Propylparaben 2) NMT 2.0 mg /2100 mL 2) 1.554 mg (77.7 %)

Microbial Limit Test

1) 1) Aerobic bacteria: NMT 100 CFU/g 1) <1CFU/g
2) 2) Fungi and yeast: NMT 10 CFU/g 2) <1CFU/g
3) 3) Escherichia Coli: Negative per gram 3) Not detected
4) 4) Salmonella: Negative per 10 gram 4) Not detected
5) 5) Staphylococcus Aureus: Negative 5) Not detected
6) 6) Pseudomonas Aeruginosa: Negative 6) Not detected
(Page 2)
Remarks: Sample complies with specifications
Disposition: [O] Accepted [ ] Rejected

*NLT: Not less than Approved by:
*NMT: Not more than

Ms. Jisook, Ahn
Managing Director / Quality Dept.
GENUONE Sciences Inc.
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Composition: Each sachet 10 ml oral suspension contains:
Sodium alginate (as dried powder 425 mg) 500 mg

Sodium Bicarbonate . . ......... ....... 213 mg
Calcium carbonate . . ................. 325 mg

Indication, Administration, Contraindication and
other information: Read the package leaflet enclosed.

Storage conditions: Store in a tight container, protected
from light, at the temperature below 30°C.

Shelf-life: 24 months from the manufacturing date.
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Thanh phan: M&i 10 ml hén dich udng co chira:

Natri alginat (dwdi dang bot say kho 425 mg) 500 mg
Natri bicarbonat <. s « & ¢ ¢ wuses 1+ v owimes s 213 mg
Calcicarbonat .. ...t

Chi dinh, Cach diing, Chéng chi dinh va cac théng tin
khac: Xem trong to' hudng dan st dung thude kém theo.

Diéu kién bao quan: Bao quan trong bao bi kin, tranh
anh sang, nhiét do duai 30°C.

Han diing: 24 thang k& tir ngay san xuét.
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Specifications: In-House

SPK/ Reg. No. :
LSX/ Batch No. :
NSX/ Mfg. Date:
HSD/ Exp. Date:

SHAKE WELL BEFORE USE

KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE LEAFLET
CAREFULLY BEFORE USE

LSX/ Baich No
HSD/ Exp Date
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Tiéu chuan chét lwgng: TCCS

Dang bao ché: Hén dich udng

'ON ‘Bay/MaEs

Xuat xir: Han Quéc
Importer/DNNK:

LAC KY TRUGC KHI DUNG
DE XA TAM TAY TRE EM
DOC KY HPONG DAN SUY DUNG /-

5
TRUYGC KHI DUNG <O/I
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K Thuée nay chi ding theo don thude
ALFOGINE Suspension
Natri alginat, Natri bicarbonat, Calci carbonat

Khuyén cido:

Doc ky hudng dan sir dung truée khi dimg. '

Dé xa tdm tay tré em. /(é/

Ldc kp trude khi dung.

Thong bdo ngay cho bdc sy hodc dwoc sy nhitng tdc dung khdng mong muon gdp phdi khi sir
dung thuoe. Néu can thém théng tin xin hoi y kién bdc s§ hodc duoc Sy

Thanh phin cong thire thude:
Mbi g6i (10 ml) hén dich udng cé chia:

Thanh phan hoat chdt:

Natri alginat (duéi dang bot siy kho 425 mg).......... 500 mg
Natri bicarbonat ...........c.ocooooiiiiiiiiiieecee 213 mg
CalE] CHIIOIAL < io5m0mmre sesmans oxermmmsmssmsmamess s seass 325 mg

Thimh phan td dieoc: Dung dich d-sorbitol, saccharin natri hydrat, stevia bién ddi boi enzym, steviol
glycosid, carbomer 934P, natri hydroxid, methylparaben, propylparaben, huong chanh 91069, tinh diu
bac ha, nuéc tinh khiét.

b LN

Dang bao ché: Hon dich udng
Hon dich uéng mau trang hoac mau kem hwong bac ha.

Chi dinh:

Diéu tri cac triéu chimg trong bénh trao nguoc da day thuc quan nhu o néng, kho tiéu va ¢ chua
lién quan dén su trao nguoc sau bita dn, hodc trong khi mang thai, hodc trén nhitng bénh nhan
€O cac tri¢u chirng lién quan véi viém thuc quan do trao nguoc.

Cich dung, liéu ding

Liéu ding

Nguoi 16n va tré em >12 tudi: 10-20 ml/lan x 4 lan/ngay, udng sau khi n hodc trude khi di ngu.

Tré em 6 — 12 tudi: 5- 10 ml/lan x 4 lan/ngay theo chi dinh cta béac s¥.

Tré em dudi 6 tudi: Khong khuyén dung.

Ngudi cao tudi: Khong cin didu chinh lidu dbi véi nhom dbi tuong nay.

Cdch dung

Dung theo dudng udng.

Chéng chi dinh:

Man cam vé6i bét ctr thanh phan nao cua thude.




Cinh bao va thin trong khi dung thude
Hiéu qua ctia Alfogine suspension cé thé bi giam & bénh nhén c6 ndng do acid da day rat thap.

Néu cac triéu ching khong cai thién sau 7 ngay, can xem xét lai tinh trang bénh ly.

Khong nén udng Alfogine suspension trong vong 1 dén 2 gidr sau khi udng céc loai thude khac.
Khong khuyén cao sit dung thude cho tré em dudi 12 tudi, trir khi ¢6 chi dinh cta bac s¥.

Thude c6 chira natri, do d6, cin than trong khi st dung thubc & cac bénh nhan can ché d6 an
kiéng mudi nghiém ngat nhu bénh nhan suy tim sung huyét va suy than.

Thude c6 chia calei, do do, can than trong khi diéu tri cho nhitng bénh nhan bi tang calci mau,
nhiém calci than va séi calci than tai phat.

Thude c6 chira methyl paraben va propyl paraben 1a nhiing chét c6 thé gy cac phan tng di ing
(phan tng di tng c6 thé xay ra mudn).

Thubc ¢6 chira sorbitol c¢6 thé gay réi loan dudng tiéu héa va tac dung nhuén trang nhe nén cn
than trong khi dung thudc nay.

Sir dung thudc cho phu nir c¢6 thai va cho con bu: /(%/

Sir dung thudc cho phu nit c6 thai:

Thubc c6 thé dung trong khi mang thai va cho con bu. Can than trong, vi thude c6 chira calci

carbonat, thoi gian diéu tri nén dugc han ché.

V2

St dung thudc cho phu nit cho con bii:
Thubdc c6 thé dung trong khi mang thai va cho con bu. Cin théan trong, vi thude c6 chira calci

carbonat, thoi gian di€u tri nén dugc han che.

Anh hwéng ciia thude 1én khi ning 14i xe, vin hinh may méc
Thudc khong khong anh huong téi kha ning 14i xe va van hanh may moc.

Twong tic, twong ky cia thude:

Thudc khang acid c6 thé tuong tac vdi cac thube khac vi lam thay ddi pH da day c6 thé anh
huéng dén sy hoa tan hodc ion héa cua thude kia. Thude khang acid 1am giam su hép thu cia
mot s loai thude thudc cac nhém sau: cac thude khang histamin H2, céc tetracyclin, digoxin,
fluoroquinolon, mudi sét, ketoconazol, cac thude liét than, thyroxin, penicilamin, cac thudc chen
beta (nhu atenolol, metoprolol, propranolol), glucocorticoid, cloroquin, va cac thudc nhém
bisphosphonat. Vi vy, nén udng céc thudc nay cach xa Alfogine suspension it nhat 2 gio.

Thudc khang acid c6 thé lam ting pH cua nudc tiéu va anh hudéng dén toc do loai bo thude. Su
bai ti€t cac thuoc bazo yéu giam di con cac loai thuoc ¢o tinh acid dugc loai bdé nhanh hon.

Do anh hudng & ndng do natri bicarbonat trong than c6 thé 1am giam muc lithi huyét tuong va
tang muc d6 quinidin trong huyét twong.

Téac dung khong mong muon cia thuoc:




Trong trudng hop rat hiém gap (<1/10.000), nhitng bénh nhan man cam v&i thanh phén cua
Alfogine suspension cé thé ¢ cac biéu hién di tmg nhu néi may day hay co thit phé quan, phan
ting phan vé hay phan ting gia phan vé. T4o bon, ddy hoi, co that da day hodc ¢ hoi ciing ¢6 thé
xay ra. Str dung calci carbonat liéu cao, thudong xuyén ding qué liéu khuyén céo, c6 thé gy ra
kiém chuyén hoa, ting calci mau, trao nguoc acid, hoi ching nhiém kiém do stra hay tdo bon.
Qua lidu va cdch xir tri:

Oud liéu

Vi co ché hoat dong cua thubc dua trén co ché vat 1y nén qué lidu thudc hau nhu khong gay
nguy hiém. Triéu chimg quéa liéu hay gip nhit 12 chuéng bung, c¢6 thé lam ning thém cac tac
dung khong mong mudn.

Cdch xu tri

Ngung ding thude va diéu tri tridu ching. %

Pac tinh dwge lue hoce:
Nhom tac dung duge 1y: thude khang acid, chong trao nguoc va chong loét

Ma ATC: A02BX

Natri alginat: Natri alginat phan tng voi acid da day tao thanh mot 16p gel alginic ngan can su
trao nguoc da day-thuc quan.

Natri bicarbonat: Natri bicarbonat phan tng voi acid da day tao thanh khi carbon dioxid CO,.
Khi CO, tao bot va lam ndi tia lo lung gel alginic. Natri bicarbonat 12 mét thudc chdng acid, lam
gidm do acid & da day. Hién nay natri bicarbonat thuong khong dung don doc, ma ding phdi hop
voi cac thude khac nhu nhdm hydroxyd, magnesi trisilicat, magnesi carbonat, magnesi hydroxyd,
calci carbonat, bismuth subnitrat, L.-glutamin, acid alginic, cao Scopolia, cao Datura, enzym tiéu

héa.

Calci carbonat: Calci carbonat phan tmg véi acid da day hinh thanh ion Ca*". Ton Ca®" tao lién
két chéo véi 16p mang gel alginic, 1am bén viing 1ép mang gel alginic.

Sau khi udng, thubc phan tmg nhanh véi acid da day tao thanh mot lop gel acid alginic c6 pH
gan trung tinh va ndi phia trén céc cht trong da day lam can tré mot cach hidu qua su trao ngugc
da day-thuc quan (cho dén 4 gio). Trong cac trudong hop ning, 16p gel ¢6 thé tu trao nguoc vao
thuc quan, hon 1a cac chét trong da day, va tao tac dung lam diu. Alfogine suspension lam gidm
triéu ching trong vong 5 phiit dén 74% bénh nhéan. Alfogine suspension lam giam chimg o néng
dén 84% bénh nhan. Téc dung kéo dai hon 4 gid & 75% bénh nhan.

Dwogc dong hoc:

Co ché tac dung cua thude 1a co ché vat ly va khong phu thude vao su hép thu véo tudn hoan
chung. Natri alginat tao mot 16p gel noi trén bé mat thiic an trong da day va ngan ngira acid trao
nguoc. Natri alginat khong hap thu duge vao mau. Cac dit liéu hip thu, phan bd, chuyén hoa,
thai trir khdng dugc ghi nhan do Alfogine suspension khong duoc hip thu vao tudn hoan chung.

‘S



Quy cach déng gdi: Hop 20 g61 x 10 ml.

Piéu kién bao quan:

Bao quan trong bao bi kin, tranh anh sang, nhiét d6 dudi 30°C.

Han ding: 24 thang ké tir ngay san xuét

Tiéu chuin chét lwgng: TCCS /(Q/
Nha sdn xudt:

KOLMAR KOREA
245, Sandan-gil, Jeonui-myeon, Sejong-si — Han Quéc

TL.CUCTRUONG
KT. TRUGNG PHONG PANG KY THUOC
PHO TRUGNG PHONG






