CONG TY CO PHAN DUCGC PHAM  CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG UONG CPCI Pic 1ap — Tu do — Hanh phiic
crc1  CHI NHANH TP HO CHI MINH

S6: 1119/CPC1-CNHCM  Thanh phd Ho Chi Minh, ngay 24 thing 10 nam 2024
V/v thay d6i thong tin thudc tring thau

Kinh giri: S&Y té tinh Binh Phudc

L&i diu tién, Cong ty C8 phin Dugc phdm Trung wong CPC1 xin cam on sy ing hd va
hgp tac ciia Quy S¢ trong sudt thoi gian qua.

Can ctr Quyét dinh sb 46/QD-SYT ngay 23 thang 01 nam 2024 ciia Giam dbc S¢ Y €
Binh Phudc vé viéc phé duyét két qua lwa chon nha thau géi thiu: “Mua thudc generic cho céc
co s’y té cong lap trén dia ban tinh Binh Phudc dot 1 giai doan 2023 - 2025”.

Cin ctr thong tin dugc cong bd tai trang Web Hé théng dich vu cong Cyc Quan ly
Dugc — BO Y t& (https://dichvucong.dav.gov.vn/). Trong d6 mit hang MG-TAN Inj. (ham
leong 960ml) da duge phé duyét thay dbi tén co s& san xudt (tai liéu duge dinh kém cong
vin ndy) v6i thong tin cu thé nhu sau:

Tén co s&
i i SPK Nuse | o0 %% Tén Cosé
Mi Tén N Pon . san xuat . . Lo
TT £ P trén ., sin sdn xuat xin Ghi chu
thuoc | thuoc QDPTT vi tinh i theo -y
QPTT y
Ngoai thay ddi tén co s¢
MG- VN- A 4t thi cdc théng ti
) Han MG Co,, — sa‘m xu.at tl:l cac thon}g'tm
1 G31 | TAN | 21330- | Tui 3 con lai khong thay doi so
Quoc Ltd Co., Ltd g e B sk
Inj. 18 véi HO so du thau va Keét
qua d tring thiu

Pé dap tmg kip thoi nhu céu kham chira bénh tai Quy S&, Cong ty chiing t6i xin dugc
tiép tuc cung ng thudc trén theo thong tin diéu chinh va ddng thdi cam két viéc thay déi
nay khong anh huéng dén tién do cung cép ciing nhu cam két tiéu chuén chét luong sin
phim cta thuc khong thay doi.

Kinh mong Quy S& xem xé€t va chép thuén.

Tréin trong cam on su hop tac cia Quy S¢.

Noi nhin: DAI DIEN HQP PHAP NHA THAU

- Nhu trén; SEAM PO
- Luu: Ban Kinh doanh, VT. ~2J8.
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Him cdp

Hoat chat

033,  411/QD-
0,24g, QaLp
0071g,

0,12g,

M&i 100ml
dung dich
chira: L-alanine
0,33g; -
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QUYET DINH/CONG VAN PHE DUYET

arginine 0,24g;
L-aspartic acid

0,16,
0,14g,

(5 Lic 28/12/20% 3 23 40 - Ding ky thay 461 hé sung thing tin thude, nguyan fidu lam thude

TAI LIEY CONG BO

Quy
cach
Dot Dang dong

-

p | baoché
Dung Hip1 NSX 24
dich tdi

tiém 960ml
truyén

0,071g; 1-
glutamic acid
0,12g; Glycine
0,160; -
histidine 0,14g;
L-isoleucine
0,12g;1-
leucine 0,16g;
L-Lysine HCI
0,24g; 1-
methionine
0,12g;L-
phenylalanine
0,16g; L-proline
0,1

0,129,

Théng fin thay d6i/bd sung (M3 hb s 37674/TT91 - Ngay liép nhan: 11/10/2023)

Vui long xem tai 1idu tai tab T3i lidu cBng b (néu cd).

Thong tin da duyét

MG Co., Ltd.

i dung thay 461, b sung Théng tin d& nghi thay d&i, ba sung

Y's medi Co,, Lid

Tén cong ty sdn xudt
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TRA CU'U GIAY DANG KY THUOC, NGUYEN LIEU LAM THUOC TAI VIET
NAM
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Tra cru néng cao v

Tim théy 49,108 két qud gidy déng ky thubt, nguyén figu lam thudc theo tir khda VN-21330-18...

i | | 1 ! } = - =
i i l i i ! { THONG TiN CONG TY BANG KY THONG TIN CONG TY SAN XUAT
| . TAILIEU
; ‘ sﬁ ‘ ‘ _— [ Sﬁ” DANG | gng TiEu ‘ TUﬁi e e o e m e e 2 e ey 87 .._t e . . CGNG
|| eeuH | THude HOAT CHAT wgne | BT MEM s gﬁg DONG | CHUA THO | 1encONG - TEN ; B{?ﬁm%v
|| ;, I GO i v NUGC pjachi  cOne | Nuwdc | pjacHl
; “ _ r [ oy | SUNG
| Vo i | |
el 0 A e — J,, A e & e S S S | AR S || I, (O A— st s B e e £ R
Mdi 100ml dung dich chira: i ’ : ' . '
L-alanine 0,33g; L-arginine f i . :
0,24g; L-aspartic acid 0,33g, ] ' P ) % ' 27 Yongso 2- |
i : i ! f !
1g; L- ic acid 0,24q, ) " ! : ' gil, |
g'?z gm g'lma(;n ;:ac i o{wij i " pungdich Hop1 ' Baekjegobun-to | : g' i Xemchi |
g o BT e s 791 4o oaoreme ¢ o0 L 24 ' PHARMACHEM Han 12l Songpa- | Ysmedi Han 1 o o0oron L yg |
. 21330- histidine 0,14g; Lisoleucine . 0,12g, ; o tiem 1di NSX . . : . Myeon, : |
st In. ) QLD (NA) () - . thdng  CO, LTD Quéc ku, Seoul, Co,Ltd © Qudc | | | (ViewTai.. |
18() 0,12g; L-leucine 0,16g; L- 016g, | . truyEn 960m! 3 Jincheon-Gun, i
: : : b (Jamsil-dong,3rd ‘ : . SoDangK... |
Lysine HCI 0,24q; L- 0,14q, L : . Floor) i Chungcheong... |
_ methionine 0,12g; L- 0129, | : i o |
phenylatanine 0,16g; L- i i . ! |
graline 0,1 : , i ' i 7
o | 4 1 1 ] > ow E .15 v | Bén ghi mdi trang Hign thitic 1 dén1/1banghi ¢
1 S ] I !

hilps://dichvucong.dav.gov.vn/cong bothuoc/index#!#portiet_tabc107557 12






fog o\
= TRUNG UONG cPC1| %)

BANG SO SANH NOI DUNG THAY DOI TEN CO SO SAN XUAT

| Théng tin a8 dwec duyét theo
quyét dinh cdp s6 diing ky -

STT Pot 100 Théng tin xin dwge thay ddi Ghi cha
QD 411/QD-QLD ngay |
04/07/2018

Tén co s& sdn xuat MG Co., Ltd Y’s medi Co., Ltd Thay doi

Dija chi co s& san xuat 27, Yongso 2 gil, 27, Yongso 2 gil, Khéng thay doi
Gwanghyewon-myeon, Gwanghyewon-myeon,

Jincheon-gun, Chungcheongbuk- | Jincheon-gun, Chungcheongbuk-
do, Republic of Korea do, Republic of Korea
Gifly phép co s& san xuét 2464 2464 Khéng thay d6i

Ngay 12 thang 09 ndm 2023

Dai dién hgp phdp cia co sé ding kY
PHARMACHEM CO., LTD.
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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

= Name of ManufactirerfLicense No.) : Y's medi Co., Ltd (2464)

- Address of Mmufamme?'m‘z:gql e e |

fie oFK

COMMISSIONER OF Dacjeon Regional Office of Food aud
DBrug Safety

Ministry af Food and Drug Safety

Daeseon Reginnal Office of Food and Drug Safety

166, Cheongsa—ro, Sen—guo. Daejeon, 32209, Repubiic of Korea,
Tel: +82-L2-480-8710 Fax +82-42-480-8715

Ministry of Food and Prog Sefaty

» This certficate reflects the status of the manufacturiog site at the tme of the inspection

nated above and showid not be refted upon to refllegr the compliance status b the date of
expiration has passed.

2023-G1-1441

You can verify tha Cestit:cate through VeR! FICATION NO. an the webpage(h“cc;.f ﬂedfug mfds go.k:/ ubn’uCBSf‘bS cert"lcate)
or oy cnecking the varccde wit the mobils scan~er App (MaSmartDetector],
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S A &2t B (VERIFICATION NO.} : W5E-MFSG-VMF3-TORA

Page 2 of 2

Attachment(s)
Finished Products

I. Dosage forms of Product(s)
1. Oral sohds

Parenteral Infusion M
3. Ophthalmic sohrht_at_ls_#_oQD Afh’ﬁ_-\ __________ 1

8. Special preparahg%enﬂhh’ nepapamons. s a%ormane preparations,
l'eP

cephalosporin ar nsk jgg_to ta—cancer agents,
biopharmaceutical odu ‘

—— e —— T e R e e L S eI

II. Laboratory Control

1. Address of Laboratory

e - e L ———— v - ———— i — o ——— ]

Same as above address

2. Quality Control testing

= e e e e e e e e e e e e e E e . e e —— —— ——— ]

Chemical/Physical, Microbiological(non—sterility), Sterility

2023-G1-1461

You can venfy the Camflcate Lhrough VERIFICAT{ON NO on tha webpaae(htlns l!nedruc mfds go. h!pbnfccascoslcemflcate]
or by checking the barcode with the mobile scanner App (MaSmartDetector),
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