¥ bai: Cuc Quan
Jg N i BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

<0 CUC QUAN LY DUQC Poc lap - T do - Hanh phic
Sb: 489  /QP-QLD Ha Néi, ngay14 thangoinam 2023
QUYET PINH

Yé viéc ban hanh danh muc 186 thudc nuéc ngoai
dwgc cap, gia han giay dang ky lwu hanh tai Viét Nam - Dot 115

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Duwoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdau t6 chirc cua Bo Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 ciia B$ truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc cua Cuc Quan ly
Duroc thuoc Bo Y teé;

~ Can cir Thong tu s6 08/2022/TT: -BYT ngay 05/09/2022 cua Bo truong B Y
te quy dinh viéc dang ky lvu hanh thuoc, nguyén liéu lam thuoc,

Can cit y kién cia Héi dong tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - Bo Y te;

Theo dé nghi ciia Truéng phong Péng ky thuéc - Cuc Qudn Iy Duor.

QUYET PINH:

Pi¢u 1. Ban hanh kem theo Quyét dinh nay danh muc 186 thubc nuédc
ngoai dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 115, bao
gom:

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

2. Danh muc 28 thudc nudc ngoai dugc cap gidy dang ky lvu hanh hiéu
luc 03 nam - Bot 115 (tai Phu luc Il kem theo).

3. Danh muyc 14 thudc nudc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 05 nam - ot 115 (tai Phu luc III kem theo).

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

Pieu 2. Co sé san xuat va co sé dang ky thude co6 trach nhiém:

1. Cung cap thubc vao Viét Nam theo ding cac hé so tai liu da dang ky
voi BO Y t€ va phai in hodc dan so dang ky dugc Bo Y té cap 1én nhan thudc.

2. Chap hanh day du phap luat cia nude CHXHCN Viét Nam va cac quy
dinh cta Bo Y t€ vé nhap khau thuoc va luu hanh thudc tai Viét Nam, néu cé bat
cu thay doi gi trong qua trinh luu hanh thuoc & nude sé tai va ¢ Viét Nam thi



phai bao cao ngay cho Cuc Quan 1y Duoc - BO Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuin chét lugng cua thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y € quy
dinh vé chat luong thuoc, nguyén liéu lam thudec.

4. Cap nhat nhan thudc va to huéng dan st dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y té quy dinh
ghi nhin thudc, nguyén liéu 1am thude va to hudng dan st dung thube theo hinh
thire thay doi, bd sung gidy ding ky lwu hanh thudc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ctia Bo truéng Bo Y té ddi véi thude chua cap
nhat ndi dung nhin thudc, to hudng dan sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia B truong Bo Y té, cu thé nhu sau:

a) P6i v6i thude thude danh muc thude doc va nguyén lidu doc 1am thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B¢ trudng Bo
Y té v& viéc ban hanh danh muc thubc doc va nguyén liéu doc lam thube: chi
dugc luu hanh sau khi cdp nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia B truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thude va to hudéng dan sir dung thude.

b) Df)i voi céac thube ’khéc’ phai thuc hién viéc cap nhat nay trong thoi han
12 thang ké tir ngay duoc cap giay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc
gia han gidy dang ky luu hanh theo Quyét dinh | nay co thay d6i vé noi dung hanh
chinh (bao gdm cd mau nhan va t& huéng dan st dung) phai nhap khau, luu
hanh véi cac ndi dung da dugc phé duyét thay doi trong ho so ding ky gia han.

6. Phéi hop véi cac co so diéu trj dé thuc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khéng mong
mudn cta thude trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo truong Bo Y té
quy dinh viéc ding ky luu hanh thudc, nguyén liéu 1am thudc dbi véi cac thude
thudc Danh muc tai Phy lyc II, Phu lyc IV ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hiu lyc cua gidy ding ky luu hanh thubc, nguyén liéu lam
thudc. Trong truong hop khong con dap umg du diéu kién hoat dong, co s ding
ky phai ¢6 trach nhiém thyc hién thay d6i co so dang ky theo quy dinh tai Thong
tu 86 08/2022/TT-BYT ngay 05/9/2022 cua B6 truong Bo Y té trong thoi han 30
ngay ké tir ngay co s ding ky khong con du diéu kién hoat dong.

8. Co s¢ ding ky thudc phai bao cdo BO Y té vé cap nhat tinh trang dap
tmg Thyc hanh tot san xuit cia co s san xuat thudc, nguyén liéu lam thudc.
Trudng hop co s& san xuét bi thu hoi gidy phép san xuit hodc khéng dap tng
Thuc hanh tét san xuét thudc, nguyén li¢u lam thudc & nude so tai, co sG phai
thuc hién viéc béo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cia co
quan quan 1y c6 thdm quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi



tiét mot sé diéu va bién phap thi hanh Luat Duoc.

9. Bdi véi thude Sirturo, s dang ky 890110194123 tai Phu luc II: yéu cau
co so dang ky phdi hop voi co s¢ san xuat ¢ trach nhiém thuc hién bo sung, cap
nhat ndi dung luu ¥ trén nhan va to huéng dan st dung nhu sau: “Thudc phai
duoc quan 1y bdi cac co sd y té dé diéu tri cho nguoi bénh mic lao, lao khang
thubc thudc ddi tugng chi dinh tai to Huéng dan s dung. Nghiém cam ding véi
muc dich khac”. Thube chi duoc phép nhap khau, lvu hanh sau khi nhin va to
hudng dan sir dung da dugc cap nhat, bd sung ndi dung luu ¥ trén.

Bleu 3. Cac thuoc duogc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung sb dang ky da cap trudc khi gia han trong thoi han tbi da
12 thang ké tir ngay duoc cap so6 dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam doc So Y té cac tinh, thanh phd tryc thudc trung uong, gidm
doc nha san xuat va co s¢ dang ky co6 thuoc tai Pi€u 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: __ CUC TRUONG
- Nhu Piéu 5; o

- Bo trudng (dé b/c);

- TTr. B Xuén Tuyén (de b/c); r) .,£ M

- Cyc Quan Y - Bo Qudc phong, Cuc Y té - Bo Cong é’” —
an; Cuc Y t&¢ GTVT - Bo Giao thong van tai; \a

- Téng Cuc Hai quan - BO Tai chinh; N\ 4/ '_‘_. /

- Bao hiém Xa hoi Viét Nam; X v« .
-B6 Y t& Vu PC, Cuc QLKCB, Thanh tra Bo. — Vi Tuan Cuong
-S&'Y té cac tinh, thanh phd truc thudc Trung wong;

- Vién KN thudc TU, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc VN-CTCP;

- Céc Cong ty XNK duoc pham;

- Cac Bénh vién & Vién c6 giuong bénh tryc thudc

BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (TA).



Phu lucl

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

(Ban hanh keém theo quyét dinh s6. ..489...../OP-QLD, ngay 14./01./2023 ciia Cuc Qudan 1y Dwoc)

STT Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tudi S6 ding ky
Ham lwong ché dong goi chuén tho
(thang)
(0] @) A 4 (6] © (@) ®

1. Co sé diing ky: Adamed Pharma S.A. (tén diy dii: Adamed Pharma Spélka Akcyjna) (Dja chi:
Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnow, Poland)
1.1. Co sé san xuit: Adamed Pharma S.A. (Pia chi: ul. Marszalka Jozefa Pilsudskiego 5, 95-200

Pabianice, Poland)

1 Hevipoint Aciclovir 200mg Vién nén Hop 3 vix NSX 36 590110178423
200mg 10 vién
2. Co s¢ dang ky: Ambica International Corporation (Pia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Parariaque City, Philippines)
2.1. Co s6 san xuét: 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 xuat: Atlantic Pharma - Producdes Farmacéutica, SA. (Pia chi: Rua da Tapada
Grande, n° 2, Abrunheira, Sintra, 2710-089, Portugal)
3 Etcoxib 90 Etoricoxib 90mg Vién nén Hop 2 vix NSX 36 560110178623
bao phim 10 vién
2.3. Co s¢ san xuét: 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 Hop 3 vix NSX 36 560110178723
dang Paroxetin 10 vién
hydroclorid) 20mg
3. Co s¢ diang ky: Anvo Pharma Canada Inc. (Pia chi: 111-700 Third Line Oakville, ON L6L 4B1,
Canada)
3.1. Co sé san xuét: 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 vix
40/12,5mg 14 vién
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STT Tén thudc Hoat chit chinh — | Dangbao | Quy cach Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
@ ()] A @ (6)) © ) ®)
133 | Moveloxin Moxifloxacin Dung dich | Tai nhéom NSX 24 880115191623
injection 1,60mg tiém truyén | chira 1 tai
400mg nhya déo x
250ml dung
dich tiém
truyén

73. Co sé dang ky: PharmEng Technology Pte. Ltd (Pia chi: I Fusionopolis Place #03-20, Galaxis,
Singapore (138522), Singapore)
73.1. Co sé san xuat: PRO.MED.CS Praha a.s. (Pia chi: Telcéskd 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 Viénnang | Hop 3 vi x NSX 36 859110191923
acid 250mg cung 10 vién;
Hop 5 vix
10 vién;
Hop 10 vix
10 vién

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

137

NSX

36

520110192023

138

Natri bicarbonat

213mg, Calci
Carbonat 325mg

NSX

24

880100192123

Inestom Levocarnitin Dung dich | Hop 10 chai
1g/10ml uodng x 10ml
74.2. Co sé san xuat: Kolmar Korea (Pia chi: 245, Sandan-gil, Jeonui-myeon, Sejong-si, Korea)
Alfogine Natri Alginat (dudi H?m dich Hop 20 Goi
Suspension dang bot say kho uodng x 10ml
425mg)/500mg,

75. Co sé dang ky: Siu Guan Chem. Ind. Co., Ltd. (Dia chi: No. 128, Shinmin Road, Hunei Village,
West District, Chiayi City, Taiwan)
75.1. Co' s¢ san xuat: Siu Guan Chem. Ind. Co., Ltd. (Pia 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
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STT Tén thudc Hoat chit chinh — | Dangbao | Quy cach Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
@ ()] A @ (6)) © ) ®)

76. Co sé dang ky: Tedis (Pia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
76.1. Co s6' san xuét: Delpharm Huningue S.A.S (Dja chi: 26 rue de la Chapelle — 68330 Huningue,

France)
140 | Minorga 2% Minoxidil 20mg/ml | Dung dich | Hop 1 Chai NSX 36 300100192323
dung ngoai | x 60ml
da

77. Co sé dang ky: Torrent Pharmaceuticals Limited (Pia chi: Torrent House, Off Ashram Road,
Ahmedabad-380 009, Gujarat, India)
77.1. Co sé san xuét: Torrent Pharmaceuticals Limited (Pja chi: Indrad-382 721, Tal: Kadi, City:
Indrad, Dist: Mehsana, India)

141 | Riroxator 10 | Rivaroxaban 10mg | Vién nén Hop 3 vix NSX 24 890110192423
bao phim 10 vién
142 | Torolan 10 Olanzapine 10mg | Vién nén Hop 3 vix NSX 36 890110192523
khong bao | 10 vién;
phéan tan Hop 6 vix
trong 10 vién;
miéng Hop 10 vi x
10 vién

78. Co sé¢ dang ky: Zeiss Pharma Limited (Pia chi:

Panchkula Hr 134109, India)
78.1. Co' s& san xuit: M/s Zeiss Pharma Ltd (Dia chi: Unit-1I, IGC, SIDCO, Phase-1I, Samba,
Jammu, J&K - 184121, India)

Ist Floor, Sco-82 Sector 12 Panchkula

143

Mczima

Cefoperazon (dudi
dang Cefoperazon
natri) 1000mg;
Sulbactam (dudi
dang Sulbactam
natri) 500mg

Bot pha
tiém

Hop 1 1o

NSX

24

890110192623

Ghi chu:

1. Céch ghi tiéu chudn chdt lwong thudc tai cot (6)
- Nha san xudt (NSX), Tiéu chudn nha sdan xudt (T CNSX), Tiéu chudn co 56 (TCCS), In-house co y
nghia twong dwong nhau, 1 tiéu chudn chat lwong thuoc do co sé san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc.
- Cdch viét td’t’cdc tiéu chudn chat ZL’f,o*ng duwoc dién: Duwoc dié{’l Viét Nam (,DDVN), Duwroc d{én Anh
(BP), Dugc dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chau
au (EP), Duoc dién Quoc té (IP)...




.+ Kyboi: Cyc Quin
S ly Duge i
84 | Coquan: By Y té

o BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
g :

CUC QUAN LY DUQC DPéc 1ap — Ty do — Hanh phuc
S6: 20  /QDP-QLD Ha Ngi, ngay 12 thdng o1 nam 2024
QUYET PINH

V& viéce sira doi thong tin thudc dwoc cip, gia han gidy ding ky lwu hanh tai
Viét Nam ban hanh kém theo cac Quyet dinh cap, gia han giay diang ky luu
hanh cia Cuc Quan ly Dwgc

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwge s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phii
quy dinh churc nang, nhiém vu, quyén han va co cau t6 chire ciia B Y té;

Can cit Nghi dinh s6 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phii quy
dinh chi tiét mét so dieu va bién phap thi hanh Ludt Duoc;

Can cit Nghi dinh sé 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii
sita doi, bo sung mot so6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thuéc pham vi quan ly nha nuoc cua Bo Y té;

Can cit Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu,

Can cit Quyét dinh s6 1969/0P-BYT ngay 26/04/2023 ciia B triedng Bo
Y té quy dinh chirc néing, nhiém vu, quyén han va co cau té chire ciia Cuc Qudn
Iy Duoc thudc Bo Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B triedng Bo
Y té quy dinh viéc dang ky leu hanh thudc, nguyén liéu lam thudc;

Can cit ho so dang ky luu hanh thuée luu tai Cuc Quan 1y Duge;

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Piéu 1. Stra d6i mot s6 thong tin thude duoc cap, gia han gidy dang ky
lru hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy ding
ky Ivu hanh cia Cuc Quan ly Dugc (Phu luc kém theo Quyét dinh nay).

Céc thong tin khéc cua thudc dugc cap, gia han gidy dang ky luu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy dang ky luu hanh
cua Cuc Quan ly Duoc tai Phu luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.
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Picu 3. Gidam doc S¢ Y té cac tinh, thanh phd tryc thudc Trung uong va
Giam doc co sO san xuat va co s¢ dang ky co thuoc tai Piéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhn: KT. CUC TRUONG
- Nhu biéu 3; PO 8
- B6 truong Dao Hong Lan (dé b/c); /.5~ P HQCUC TRUGNG

- Thir truong S Xuan Tuyén (dé b/c);
- Cuc trudng Vil Tuan Cuong (dé b/c); [
- Cuc Quany - B6 Quéc phong, Cuc Y té - B Cong An;|

-Cuc Y t& GTVT - Bo Giao thong van tai; Tong Cuc Ha1

quan - B Tai chinh; <K
- Bao hiém xa hoi Viét Nam; —_ pulleill
- B0 Y té&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Nguyen Thanh Lam

Bo; Trung tim mua sam tap trung thudc Qudc gia;

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

- Téng Cong ty Dugc Viét Nam — Cong ty CP; Cac cong
ty XNK dugc pham;

- Cac Bénh vién, Vién cd giuvong bénh truc thuéc BYT;
- Cac phong thugc Cuc QLD: QLGT, QLKDD, QLCLT,
PC-HN, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT (2b)



Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP, GIA HAN GIAY PANG KY LUU HANH TAI VIET
NAM BAN HANH KEM THEO CAC QUYET DINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC

(Kém theo Quyét dinh s6 20 /OP-QLD ngay 12 /01 /2024 ciia Cuc Quan ly Duwoc)

STT Tén thude Co s¢ dang ky S6 ding ky Noi dung Thoéng tin tai danh muc Théng tin sira doi
sira doi d ban hanh
1. Quyét dinh s6 487/QD-QLD ngay 13/7/2023:
1 Momate Glenmark 89011078123 S dang ky | 89011078123 89010078123
Pharmaceuticals Ltd. | (VN-19174-15) (VN-19174-15) (VN-19174-15)
2. Quyét dinh s6 489/QD-QLD ngay 14/7/2023:
2 | Femara Cong ty TNHH 760110186923 | S6 dangky | 760110186923 760114186923
Novartis Viét Nam
3 Inestom Saint Corporation 520110192023 | S6 dangky | 520110192023 520100192023
3. Quyét dinh s6 777/QD-QLD ngay 19/10/2023:
4 | Ozogast 40 Cong ty TNHH Dugc | 890110404823 S6 dang ky | 890110404823 894110404823
pham va TBYT (VN-19447-15) (VN-19447-15) (VN-19447-15)
Phuong Lé
4. Quyét dinh s6 796/QD-QLD ngay 27/10/2023:
5 Febuday 80 MI Pharma Private 890110446723 | Tuodi tho 0 36
Limited (thang)
5. Quyét dinh s6 809/QD-QLD ngay 03/11/2023:
6 Maxxsat 100 Cong ty TNHH Dugc | VN-21402-18 Tén thudc Maxxstat 100 Maxxsat 100
Pham Y-Med
7 Maxxsat 50 Cong ty TNHH Dugc | VN-21403-18 Tén thube Maxxstat 50 Maxxsat 50
Pham Y-Med
8 Pirolam Pharmaceutical VN-21631-18 Co s¢ ding | Medana Pharma S.A. Pharmaceutical Works
Works Polpharma ky Polpharma S.A.
S.A. Co s0 san Pharmaceutical Works Medana Pharma S.A.
xuat Polpharma S.A.




Phu lucl
DANH SACH CO’ SO’ SAN XUAT THUOGC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP ('NG GMP
Dot 42
( Kém theo congvinsé 3(7  /QLD-CLngay 24 A1 2025 cta Cuc Qudn ly Duorc)

ID | ID |TEN CO'SO'SAN - . NGUYEN | GIAY CH. |NGay |N6&Y 7
STT | ¢ | or S DIA CHI PHAM VI CH'NG NHAN TAccmp| nman | chr :EA; CO'QUAN CAP
1 |3503| IT- |A. Menarini Via Sette Santi, 3-50131 | * Thudc vé trung: EU-GMP |IT/72/H/202 Italian Medicines
067 |Manufacturing Firenze (F1), Italy + Thu8c san xudt vo trung: dung dich thé tich nhé. 4 Agency (AIFA)
Logistics and + Thudc tiét trung cudi: dung dich thé tich nhé. < ~
Services S.R.L * Thudc khong v trung: thudc ban rén bao gom ca chiét xuét tir dong vat. § §
* Ché pham sinh hoc: ché pham chiét xuat tir dong vat. s ]
* Xuat xudng thudc vé trung, thudc khdng vé trung, thudc sinh hoc. g'} m’
* Péng goi so cap: thudc ban rén.
* Kiém tra chat lwgng: vi sinh (thudc vé triing, thudc khong vo triing), hda ly/vat ly, sinh hoc.
2 | 3504 BD- [M/sJenphar Vill-Faridpur, PS-Sreepur, |- Vién nén, vién nén bao phim, vién nén bao dudng (bao gdm cé thudc ung thu, cephalosporin) WHO-GMP|DGDA/6/- Directorate General of
022 |Bangladesh Dis-Gazipur, Bangladesh |- Vién nang citng (bao gdm ca thudc ung thu, cephalosporin). 134/09/179 © » |Drug Administration,
Limited - Siro/Dung dich/H6n dich, Bdt pha hén dich, Bat, Linctus (bao gdm ca thudc ung thu, cephalosporin) 50 § § Ministry of Health &
- Thudc ban rén (Kem, ThuSc m&, Gel, miéng dan). 9‘ g’ Family Welfare,
] S Bangladesh
3 |3505| CA- |ApotexInc. 50 Steinway Blvd, * S&n xuat, déng gai, dan nhan, kiém tra chat lvgng: Vién nang clng; Vién nén, vién nén bao phim. Canada- | 86249 Health Products
015 Etobicoke, Ontario (hodc GMP § g Compliance Directorate,
ON), Canada, MOW 6Y3 (tuvong : g Health Canada, Canada
duong EU- by b
0 0
GMP) N[ s
4 |3506| CH- |Novartis Pharma |Schaffhauserstrasse, Novartis Pharma Stein AG, Technical Operations Schweiz, Steint Solid: Twong [511620- < ~ |Swiss Agency for
002 [Stein AG 4332 Stein, Switzerland * Thudc khéng vé trung: vién nang clrng; vién nén; vién nén bao phim. duong EU- (102719967 § g Therapeutic Products
* Pong goi, xuat xwdng: cac dang thudc trén. GMP ] 5 |(Swissmedic)
3|4
5 |3507| CH- |Swiss Caps AG Husenstrasse 35, 9533 * Thudc khong v trling: Vién nang mém (bao gdm thudc chita durgc chat nhay cdm hodc c6 hoat tinh cao nhu hormon, ester cda acid béo, dan chat clia Vitamin D va Retinoic) Tuwong |GMP-CH- Swiss Agency for
003 Kirchberg SG, Switzerland duong EU-[1005296 Therapeutic Products
Céch viét khac: GMP (Swissmedic)
Husenstrasse 35,
Kirchberg 9533, § §
Switzerland o a
Pl -3
Hodc: 2 g
Husenstrasse 35, ~ N
Kirchberg CH-9533,
Switzerland
6 |[3508| CN- |zhejiang Huahai |Xungiao, Linhai, Zhejiang, |Thudc tiém thé tich nhd WHO-GMP|Zhe2000031 | w  |Zhejiang Medical
070 |Pharmaceutical ~ [China 1 § § Products
Co., Ltd. < < |Administration, China
< <
3 g
7 |3509| CN- [Taizhou Mabtech |Building G79, west of Thudc san pham sinh hoc (thudc tiém déng khé Infliximab) WHO-GMP|GPSX: Jiangsu Medical
085 |Pharmaceuticals [Koutai Road and east of Jiangsu — w1y |Products Administration
Co., Ltd. Lujia Road, China Medical 20160490 S | S |usmea), china
City, Jiangsu Province, g g'
China 3 =
8 |3510| CN- |Hybio 2nd Luhui Road, Kengzi Thudc san xuét vé trung: Dung dich thé tich nhé (ddng lo). WHO-GMP|Y20160125 o " Medical Products
091 |Pharmaceutical  |Jinsha community, S S |Administration of
Co. Ltd. Pingshan district, g g Guangdong Province,
Shenzhen, China g 8’ China
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TEN CO SO’ SAN

NGUYEN

GIAY CH.

NGAY

* Poéng gdi cap 2.
* Kiém tra chat lwgng: Héa ly/Vat ly/Vi sinh (thudc vo trung va thudc khdng vo trung).

3 - A NGAY o ~
STT cc | et XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP l;i'l}; CO’' QUAN CAP
16 |3518| DE- |Biosyn Schorndorfer Str. 32, * Xuat xwdng 16: thudc vo trung, thudc khong vé trung. EU-GMP |DE_BW_01_|[ « ~ |Co quan thdm quyén
131 |Arzneimittel 70734 Fellbach, Germany |* Kiém tra chat luwgng: vi sinh (khong vo trung), hda/ly, sinh hoc. GMP_2024_ § § Durc
GmbH 0095 g g
S ]
17 |[3519| DK- |Xellia Dalslandsgade 11, * Thuéc vo trung: EU-GMP |DKH Danish Medicines
001 |Pharmaceuticals |Copenhagen S, 2300, + Thudc sdn xuat vé trung: Thudc déng khd; thudc bot pha tiém, tiém truyén; thudc bét hit. 10000904 Agency
ApS Denmark + Xudt xudng 16.
* Thudc khéng vé trung: Xuat xudng 18. E §
* Péng goi thir cap. Q g
*Quan ly chat lwgng: 5" a
+ Vi sinh: thudc vé trung, thudc khéng vo trung. o~ °©
+Hda hoc/vat ly.
+ Sinh hoc.
18 |[3520| ES- |RoviPharma Via Complutense, 140, * Thudc khdng v triing: Vién nén, vién nén bao phim, dang bao ché rin khéc (thudc cém). EU-GMP |ES/109HVI/2 Agency for Medicines
013 |Industrial Alcalé (hodc * Xuat xwdng thudc khdng vo trung. 4 E E and Health
Services, S.A Alcala) de Henares, 28805 |* Ddng géi so cip: Cac dang bao ché trén bao gdbm cd vién nang cirng. IN & |Products (AEMPS), Spain
Madrid, Spain * Péng goi thir cap. 33 S.
* Kiém tra chat lwgng: Vi sinh (khdng vé trung); Héa hoc/ Vat ly. 3 S
19 |[3521| ES- |GPPharm,SA Pol. Ind. Els Vinyets - Els  |[* Thu8c vé trung: EU-GMP |NCF/2409/0 Generalitat de
040 Fogars, 2, Ctra. C-244, + Thudc san xuat vo trung: Dung dich thé tich nhé (bao gdm ca thudc chira chat doc té bao/chat kim té bao; hormon hodc chat cé hoat tinh hormon); thuéc déng khé pha dung dich tiém (bao 01/CAT Catalunya Department
Km. 22; 08777 Sant Quinti [gdm c thuc chira chat ddc t& bao/chat kim t& bao; hormon hojc chat cé hoat tinh hormon); thudc tiém khéng c6 dugc chat (dung méi hoan nguyén va liposomas) dwoc déng trong lo, 6ng tiém, de Salut, Spain
de Mediona (Barcelona), |bom tiém déng sén.
Spain + Thudc tiét trung cudi: Dung dich thé tich nhé (bao gdm ca thudc chira chat doc t& bao/chat kim té bao; hormon hoic chat cé hoat tinh hormon); thudc tiém khong cé dugc chat (dung méi
(Céch ghi khac: Poligono  |hoan nguyén va liposomas) dugc déng trong lo, dng tiém, bom tiém déng san.
Industrial Els Vinyets-Els N o
Fogars, Sector 2. 2] 8.
Carretera comarcal C- S g
244, Km 22, 08777-Sant 3 IS
Quinti de Mediona
(Barcelona), Spain).
20 |3522| ES- |Farmasierra Ctra. Irun, Km. 26,200, * Thudc khéng vé trung: EU-GMP |ES/033HVI/2 Agency for Medicines
044 |Manufacturing,  [San Sebastian de los + Vién nang clrng; thudc dung ngoai dang 1dng; thudc udng dang 1dng; dang bao ché rén khac; thudc dang ban ran; vién nén. 4 § g and Health Products
S.L. Reyes, 28709, Madrid + Xuat xudng 16. ) , 3 E (AEMPS), Spain
Espana, Spain * Péng géi so cap: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; dang bao ché rin khac; thudc dang bén rén; vién nén. < 2
* Péng goi thir cap. S] —
21 | 3523| FR- |SOPHARTEX 21 Rue Du Pressoir, * Thudc khéng vé trung: Vién nang clng; thudc udng dang 1ng; thudc cdm, thudc bdt; vién nén; vién nén dat 4m dao; vién bao dudng, vién nén bao phim. EU-GMP |2024_HPF_F National Agency for the
014 Vernouillet, 28500, * Xudt xwdng thudc khéng vé trung. R_101 Safety of Medicine and
France * Pong goi: E g Health Products
Céch ghi khéc: 21 Rue Du +Déng gdi so cap: Vién nang clrng; thudc udng dang 1dng; thudc cdm; vién nén; vién nén dit 4m dao. o % |(ANSM), France
Pressoir, 28500, +Doéng gbi thr cap. 2 2
Vernouillet, France * Kiém tra chat lwgng: Héa hoc/Vat ly. - °©
22 | 3524 GR- |Help Abee/ Help |Pedini loanninon, * Thuéc vo trung: EU-GMP |97350/13-8- National Organization
002 (S.A. loannina, 45500, Greece + Thudc san xuat vo trung: Dung dich thé tich nho. 2024 for Medicines (EOF),
+ Thudc tiét trung cudi: Dung dich thé tich nhé. Greece
* Thudc khong vé tring: Vién nang cirng; Thudc diing ngoai dang 16ng; Thudc udng dang 1dng (hdn dich, thudc nhé giot, dung dich udng); Thubc dang ban ran (kem, gel, m&); Thudc dét; Vién nén, b XN
vién nén bao phim. 2, 8,
* Xuat xwdng thudc vé trung va thudc khéng vé trung. 3, 5
* Péng goi cap 1: cac dang thudc trén va thudc dugc liéu 8 =
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
(B§ phan mot cira) Ngay 13 thang 09 nam 2023
Sb: 8162¢/QLD-GT

. i i PHIEU TIEP NHAN i
HO SO KE KHAI/KE KHAI LAI GIA THUOC/THAY POI, BO SUNG THONG TIN
1. Co sé 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 Dinh, Thanh phé Ha Néi, Viét Nam
Dién thoai: 024 7304 6116

2. Loai ké khai gia: Lan diu K& khai lai

Thubc nudce ngoai khi nhap khau

-

Thuoc san xuat trong nuwdc

CIE-E

Thubc dé nghi thay d6i/bd sung thong tin

3. S6 vin ban ké khai/ké khai lai/thay ddi, b6 sung: 87-23/KKG-SHC
4. Théong tin thudc ké khai, ké khai lai:

Tén thude GPLHS/(A)GPNK Nﬁn%wi(ljf:;gl-lilm %(l’)ll)l’gcgf’)li] Co sé san xuit - Nuéc san xuit
Inestom 520110192023 |Levocarnitin 1 {Hop 10 chai x Help S.A. - Greece
g/10ml 10ml
5. Danh muc hd so:
Béng ké khai/ké khai lai gi4 thudc/Vin ban dé nghi thay ddi, bd sung thong tin E
Tai li¢u khac (Ghi 10):
- Gi4 mua tai ctra khau Viét Nam (gia CIF) [x]
- gidi trinh [x]
Ghi chu:

- Phiéu tiép nhan nay chi c6 gia tri xac nhan co s& da tién hanh thu tuc ké khai gid thudc theo quy dinh tai
Nghi dinh s0 155/2018/ND-CP ngay 12/11/2018 )

- Gia thudc k€ khai, k€ khai lai va thong tin thay doi, bo sung s€ dugc cong bo trén trang thong tin dién tir
cia BO Y t€ theo quy dinh.

NGUOI NHAN HO SO

Pbang Anh Tu

MA HO SO: 114697/TT57



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

VA THUONG MAI SOHACO Poc 1ap - Tw do - Hanh phiic
S6: 87-23/KKG-SHC Ha Noi, ngay 12 thang 09 nam 2023
V/v bang ké khai gia thuéc nudc ngoai nhap khau vao
Viét Nam

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

A X o . . . £ P n Gia ban 1é
Tén thudc, dang bao A Nuwée san S6 gidy Pon vi Gia NK thye té Gia ban buén <A
STT | (hé, quy cich dong goi | HOatchat | ND/HLI =70 6™ | pKILH/GPNK | tinh (CFR) du kién (VND)| ¥ ;‘I{fé'l‘l(c‘(’,})\m)
Inestom, Dung dich Levocarn
1 [udng, Hop 10 chai x Levocarnitin [itin 1g/10] Greece | 520110192023 | chai 1,2 EUR 50.000
10ml ml

Cac tai liéu khac kém theo (néu cd):

- Gi4 mua tai cira khau Viét Nam (gia CIF)

- gidi trinh

Péi v6i thube chua 6 thude cung hoat chét, néng d0, ham luong, dang bao ché trén thi treong Viét Nam, dé nghi cung cép,théng tin vé gia nhap Khéu, gia ban budn tai nudc so tai va tai
cac nudc ASEAN trong truong hop cd ban tai cac nude nay. Truong hop khong ban tai cac nude nay ghi rd thong tin “Thudc khong ban tai cac nuéc ASEAN”
Co s& cam két va chiu trach nhiém truée phéap luat vé tinh chinh x4c cta cac thong tin da ké khai.

Ghi chu:

- Ty gi4 ngoai t&: 27600 dong/I EUR ngay 17/07/2023

- Gia nhap khau tinh theo ngoai t€ va ghi 10 ty gia ap dung.

- Gia ban budn du kién va gia ban 1€ dur kién da bao gom thué gia tri gia tAng va tinh theo VND.

- Bon vi tinh: Tinh theo quy cach dong goi nho nhat.

Dai dién co sé nhap khau




B 7 - Inbox — Yandex Mail X @ Cuc Quan ly Dugc - BS Y t&€

< Cc

dichvucong.dav.gov.vn

. 844.37366483 | B4 cgldvn@moh.gov.vn

BOYTE
CUC QUAN LY DUQC

TATCA ~  inestom

TEN THUGC

77 [] @ Incognito

TRANGCHU THOTUCHANHCHINH HE THONG BAOCAO  KHIEU NAIVEVACXIN  LIEN HE

TRA CU'U GIA THUOC

Q TIM KIEM C DATLAI

GIA BAN

= : BUON DV

o so QUY CACH Ak
TEN HC NB/HL - - KIEN
GPLH/GPNK DONG GOI (VND)
(VAT)

GIA BAN LE DY
KIEN (THEO DE
XUAT cOA
DOANH
NGHIEP)
(VND) (VAT)

13/09/2023 Inestom

Levocarnitin Levocarnitin 1g/10ml

Dung Hép 10 chai x .
520110192023 . chai 50,000
dichudng  10ml

Céng ty C& phan Tap
Help S.A. Greece doan Dugc pham va

Thwong mai Sohaco
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Customer: HELPS.A. Art Work: VK Design Lab  Cooe: 702802
LABEL: INESTOM Oral Tg/10ml

Colors:
@ P1a95cC .
@ Black Dimensions: 25 x 69 mm. >
NEW PRODUCT
REDESIGN DAY 10/06/2019
AIOPOOEEIZ 21/06/2022
AIOPAONIEID 22/06/2022

Composition:
Each botile 10 mL contains:
Levocarnitine ... ..

Manufactured by:
HELP S.A. - Greece

Y
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INESTOM
(Dung dich udng Levocarnitin 1 g/10ml)

Cic diu hi¢u lvu y va khuyén cdo khi dung thubc
Doc kj huéng dén st dung trude khi ding

Néu can thém thong tin, xin héi ¥ kién bdc st

Khéng dimg thuée qud liéu chi dinh

Khong sir dung thuoe da qud han ding

Dé xa tam tay tré em

Thanh phan céng thire thude

M3di chai 10 ml dung dich udng ¢ chra:

Hoat chdt: Levocarnitin................ lg

Ta dwoe: Malic acid, methylparaben E218, propylparaben E216, saccharin natri dihydrat, ta
duoc vi cam, nude cit.

Dang bao ché

Dang bao ché: Dung dich udng.

M5 ta hinh thie: Dung dich udng trong subt, khong mau dén hoi vang.

Chi dinh

Chi dinh diéu tri thiéu hut carnitin nguyén phat va thit phat & nguoi 1én va tré em trén 12 tudi.
Cach dung, liéu dung

Chi ding duong udng. Dung dich ¢6 thé uéng truc tiép hodc pha lodng véi nuée hodc nude
€p trai cay.

Ngueoi 16m va tré em trén 12 tudi

Khuyén cdo theo d&i qué trinh diéu tri bang cach do ndng dd carnitin tw do va acyl carnitin
trong ca huyét tvong va nudc tidu.

Diéu tri roi loan chuyén héa di truyén

Liéu khuyén cdo dya vao loai rdi loan chuyén hoa di truyén cy thé va mue dd nghiém trong
ctia bénh tai thoi diém diéu tri. Tuy nhién, dudi ddy c6 thé xem xét nhu phac dd chung.

Liéu dung duong udng 1én dén 200 mg/kg/ngay, chia thanh 2 — 4 liéu nhé duogc khuyén cao
trong didu tri man tinh mét sb réi loan, voi lidu thdp hon trong diéu tri céc tinh trang khac.
Néu céc tridu chimg 14m sang va sinh hoa khong duoc cai thién, co thé tang liéu trong mot
thoi gian ngén. Liéu cao hon 1én dén 400 mg/kg/ngay ¢ thé can thiét trong didu tri rbi loan
chuyén héa mit bu cdp tinh hoac c6 thé yéu cau dung duong tinh mach.

Thcfm phdn mau — d‘zéu iri duy iri

udng thude Inestom vao cudi thdm phan.
Chéng chi dinh

Qué méan véi levocarnitin hodic v&i bat ky thanh phan nao cua thude.
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7. Canh bdo va thin trong khi dung thudc
Trong khi cdi thién viée dung glucose, dung thudc levocarnitin & nhitng bénh nhén tiéu
dudng dang duoc didu tri bang liéu phép insulin hodc thudc ha dudmg huyét dudng ubng cé
thé dén dén ha duong huyét. Nong do glucose huyét twvong & nhitng bénh nhén nay phai dugc
theo d&1 thuong xuyén dé diéu tri ha duomg huyét ngay 1ap tire néu can.
Tinh an toan va hi¢u qua cia levocarnitin duomg udng chua duoc thiét lap & nhitng bénh nhan
suy than. Ding thude levocarnitin li¢u cao man tinh & nhig bénh nhéan ¢é chic nang than
ton thuong nghiém trong hodc & nhitng bénh nhan méic bénh than giai doan cudi (ESRD) phai
thdm phan mau c¢6 thé dan dén tich liiy cac chét chuyén hoa c¢6 kha ning gy ddc,
trimethylamin (TMA) va trimethylamin-N-oxid (TMAO), do céc chit chuyén hoa nay thuong
duoc thai trir qua nude tiéu. Khong quan sat thdy tinh trang nay khi ding thude levocarnitin
tiém tinh mach.
D4 ¢ nhitng bdo cdo & ty 1é rat hiém gap vé chi s6 binh thuong hoéa qube té (INR) ting &
nhitng bénh nhan diéu trj ddng thoi levocarnitin va cée thube coumarinic.

8. Sir dung thudc cho phu nir ¢6 thai vi cho con bd

Thoi ky mang thai

Céc nghién ctru sinh san da duge thuc hién ¢ chudt va tho. Khong cé bang chimg vé doc tinh
gdy quai thai & ca hai loai nay. Da c6 mot s6 luong dong vat bi say thai ngay khi trimg lam t3
trong tir cung & mirc lidu cao nhdt duge nghién ciru (600 mg/kg/ngay) 1én hon khi so véi
dong vat ddi chimg trong két qua nghién ctru véi tho, nhung khong quan sat thiy trong két
qua nghién ctru voi chudt. Y nghia cta phat hién nay dbi voi ngudi van chua chic chin.
Khong ¢6 kinh nghiém vé ding thudc levocarnitin & bénh nhén mang thai bi thiéu hut
carnitin toan phin nguyén phat.

Tinh dén nhiing hau qua nghiém trong & mot phu nir ¢6 thai bi thiéu hyt carnitin toan phin
nguyén phat ngung diéu tri, nguy co cho me ngung diéu tri dudong nhu 1én hon nguy co dbi
v6i thai nhi néu ngung diéu tri.

Thoi ky cho con bu

Levocarnitin 1a mdt thanh phan binh thuong ctia stta me. Bd sung thudce levocarnitin & phu nit
cho con bu chua duge nghién curu.

9. Anh hwéng ciia thudce 1én khi ning ldi xe, vAn hanh may moc
Chua c6 bang chimg vé anh huong cua thudc levocarnitin 1én kha ning lai xe va vén hanh
may moc.

10. Twong tac, twong ky thude
Twong tic thudc

D ¢6 nhiing bdo cao & ty 1& rat hiém gap vé chi sb binh thudng hoa québe té (INR) tdng &

nhitng bénh nhan diéu tri dong thoi levocarnitin va cdc thudc coumarinic. INR

nghiém déng méu thich hop khac — nén duge kiém tra hang tudn cho dén khlchuﬁg i

binh thudng, va kiém tra hang thang sau d6 ¢ nhirng bénh nhan dung céc thu(“)cch@ ng 4o

mau nay vai levocarnitin.
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11.

12,

13

Tuong ky thuéc
Do khéng c6 cac nghién ciru vé tinh twong ky cua thude, khong tron 14n thube nay véi cac
thube khac.

T4c dung khéng mong muén caa thude

Bt ky tac dung khong mong mubn nao duoc liét ké trong bang dudi ddy bai hé phan loai co
quan MedRA. Trong mdi nhom co quan, céc tac dung khong mong mudn duoc xép theo tdn
suét. Trong m3i nhém tin sudt, céc tac dung khong mong mudn duoc xép theo thu ty giam
dan mirc do nghiém trong. Tan suét dwoc dinh nghia nhu sau: Rat thuong gép (ADR > 1/10),
Thudng gép (1/100 < ADR < 1/10), It gap (1/1000 < ADR < 1/100), Hiém gap (1/10,000 <
ADR < 1/1000) Rat htem gap (ADR % I/ O OOO)

EHf_: €0 quan Tan suat Tac dung khong mong mudn
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Réi loanjchung va tai chd RA( hiém gip Mui co thé

‘Diéu tra khao sat Rét hiém gap Chi s6 binh thudng hoéa quéc t& (INR)
_tang
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" D4 ¢6 nhiing béo cdo & ty 1¢ rat hiém gdp vé chi sb binh thuomg héa quoc té (INR) tang &
nhitng bénh nhan diéu tri ddng thoi levocarnitin va cac thube coumarinic.
Giam liéu dung thuong lam giam hodc loai bé mui co thé hodc cac triéu chung da day — rudt
néu co. Can theo dai chat ché kha nang dung nap thude trong sudt tudn ddu tién ding thude
va sau moi lan tang lidu.
Qua liéu va cach xi tri
Khéng c6 bao cdo vé doc tinh cua qua lidu levocarnitin.
Qua liéu nén duoc didu tri véi cac bién phap cham séc h3 tro,
Dic tinh dwge lye hoe
Nhém duge ly: Amino acid va dan xuat.
Ma ATC: A16AAO0I.
Levocarnitin 1a mgt thanh phin tu nhién cé mat trong cac md dong vat, vi sinh vit va thuc
vét. O ngudi, nhu ciu sinh Iy duge dap tng bing cach tidu thy thirc 4n chira carnitin va téng
hop noi sinh & gan va than tir lysin v6i methionin déng vai tro 1a chdt cho methyl. Chi ¢6

dang dong phan L-carnitin 1a chét co hoat tinh sinh hoc, dong vai tro thiét yéu trong chuyén

hoa lipid cﬁng nhu chuyén héa keton cua co thé duéri dang cac amino acid chuSi nhénh

trlglycerld Bing cach giai phéng cac CoA tir cac thloester thong qua hoat dong oua: C@?A

A

carnitine acetyl transferase, levocarnitin con tang cucmg dong trao ddi Chat trong ehu fthnh }:
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chudi nhanh trong co xuong véi co ché twong tu. Levocarnitin co lién quan truc tiép hoic
gian tiép vao nhidu con duong, do do sy co mit ctia thube [a mot yéu td quan trong kiém so4t
khéng chi qué trinh oxy hoa cac acid béo va keton co thé ma con ca qué trinh oxy hoa
glucose va mét sb acid amin.,

Dic tinh dwge dong hoc

Levocarnitin hdp thu dugc van chuyén dén cac hé co quan khac nhau qua mau. Su ¢6 mit cia
céc protein gin mang lién két carnitin trong cdc mé bao gdm cac té bao hdng céu, cho thy hé
thong véan chuyén trong mdu va hé thong té bao ddi véi levocartinin dudng udng c6 mat trong
nhiéu ma. Nong do carnitin trong mo va trong huyét twong dva vao nhidu qua trinh chuyén
hoa, sinh téng hop carnitin va ché do an udng, vén chuyén vao va ra khoi mo0, thodi hoa va
thai trir déu ¢6 thé anh hudng dén ndng do carnitin.

Céc thong sb duoce dong hoc da dugc chimg minh tang ty & vdi lidu dung. Sinh khé dyng
tuyet dbi & tinh nguyén vién khoe manh khoang 10 — 16%. Dix liéu cho thdy mbi quan hé gifra
nong do dinh trong huyét twong /licu dung, liéu dung, AUC huyét tuong, lidu dung/tich lay
trong nudc tiéu. Nong d6 téi da dat dugc trong vong 4 gid sau khi udng.

Quy cach déng goi

Hop 10 chai x 10 ml.

Diéu kién bio quén, han dung, tiéu chuin chit |

Han dung: 36 thang ké tir ngay san xuét.
Tiéu chuén chét luong: Nha san xut.

Tén va dia chi co s sian xuit thube
San xuét tai Hy Lap boi:

HELP S.A.

Tru so chinh: 10 Valaoritou str, Metamorphosis 144 52, Attiki, Greece.

Nha mdy: Pedin loanninon, 455 00 loannina, Greece.
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