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CQNG HOA XA HQI CHU NGHIA VIET NAM 

Dqc l§p - Ti/ do - Hanh phuc

CONG TY CO PHAN DU'0C PHAM 

TRUNG U'ONG CODUPHA 

/TT-CDP
V/v: Xin Thay doi ten thuoc

TP.Ho Chi Minh, ngay 28 thdng 03 ndm 2023

Kfnh giii : Sd Y TE NINH THUAN

Cong ty Co Phan Dirge Pham Trung LTong Codupha xin chan thanh cam on 

luyJSd hop tac vdi Cong ty chung toi trong cong tac dau than.

UBND rrte KTKH THUAN
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Can cu vao quydt djnh so: 730/QD-SYT ngay 21/11/2022 So Y Te Ninh Thuan, Cong ty 

CPDPTW Codupha co tning thau mat hang Kidmin co so visa tren quyet djnh la VD-28287-

17 :

Nay Cong Ty CPDPTW CODUPHA xin dugc thay doi ten thuoc nhir sau:

Ten Thuoc thay doiTen Thuoc trung thauMa so

Acid amin 7,2%G10034 Kidmin

Cong ty Codupha xin gui kern theo quyet djnh so 8319/QLD-BK ngay 29/08/2022 den

Quy So Y T6 Ninh Thuan ve viec xin thay doi ten thuoc cua san pham tren , tat ca thong tin 
■» •»

khac cua san pham khong thay doi.
R4t mong Quy So Y T6 dong y cho chung toi tiep tuc cung cap san pham tren vai ter(^ 

mdi theo ket qua trung thau.

Xin chan thanh cam on su hop tac va giup do cua Quy So Y Te.

Tran trong cam on va kfnh chao!
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eye QUAN LY DlTQC

S6: jjtf /QLD-DK
V/v thay doi, bo sung doi voi thu6c 

da dir^c c&p GDKLH

CONG HOa XA HOI CHU NGHIA VIET NAM 
£)qc lap - Ty- do - Hanhphuc

Ha Npi, ngay ^ thdng g nam'2022

Kinh gui: Cong ty Co phan Dugc pham Otsuka Viet Nam 

Dia chi: L6 21, Duong 3A, KCN Bien Hoa II, P. Long Binh, TP. Bien 

Hda, Tinh Ddng Nai.

Cue Quan ly Duoc nhan dupe ho so so 2044/TDTN ngay 28/04/2022 cua 
cong ty ve vife thay doi, bo sung doi voi thude da dupe cap giay dang ky luu
hanh.

Can cu Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bp Y quy 
djnh vice dang ky luu hanh thuoc, nguyen lieu lam thuoc; Thong tu so, 
01/2018/TT-BYT ngay 18/01/2018 cua Bp Y te quy djnh ghi nhan thuoc, nguyen

X *x rlieu lam thuoc ya to hudmg dan su dyng thuoc;
Can cu ket luan tai Bien ban tham djnh hd so thay doi/bo sung cua cong ty, 

Cyc Quan ly Dupe co <] kien nhu sau:
Dong y ve vipc thay doi ten thuoc thanh pham, thay doi mau nhan doi voi. 

thude Kidmin, so d4ng ky VD-28287-17, cy the nhu sau:
1. Thay doi ten thuoc thanh pham:
- Ten thuoc thanh pham da dupe duy?t: Kidmin.
- Ten thuoc thanh pham thay doi: Acid amin 7,2%.
2. Thay doi niiu nhan:
Mau nhan de nghi thay doi dupe ddng dau xac nhan cua Cue Quan ly Dupe 

kem theo Cong van nay.
Ngoai npi dung dupe thay doi tien, tit ca cac npi dung khac giu nguyen 

nhu ho so dang ky thude luu tai Cyc Quan ly Dupe.
Cong ty dang ky, nha san xuat phai chiu trach nhipm ve chat lupng doi vdi : 

thuoc luu hanh tren thi trudng va cd trdch nhipm thong bao su thay doi nay den ' 
ede ca quan lien quan va khach hang. . # ;

Sau 06 thang ke tix ngay ky cong vdn nay, cong ty khdng dupe san xuat 
thuoc tren vdi cac npi dung cu da de nghi thay doi.

Cue Quan ly Dupe thdng bao de cong ty biet va thuc hi?n dung cac quy 
djnh cua Vi^t Nam ve san xuat va luu hanh thuoc./.
Nai nhfin:
-Nhirtren;
- Cyc tnrdng (d^ b/c);
- Liru: VT, DK-(Hiin).
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/INI DtfdC PHSM ®

'^^IHAN THUOC KIDMINA
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200 ml cue QUAn Lt DCnc 

DA PHE DUY$T
TF)!BS nsay ($$„ thdng ..«^... nlm „ &£ 

(theo c6og N'fin ,I^/5..m./QLD*DK)Kfch thu'6'c: 55 x 80 mm £

A
TIui6c Ac (fanK ACID AMIN 7,2%

Uuno diet) 7.2% acid aniin ildnli cho bOnli ly tlrOn

Chai 200 mLDm da 6im tnqrli trnfe n«el. 
M&I 200 mL tfung d}cn cd chda; 
L'Tynotno 
L-Aapaitto Add 
L'QtutamloAoM 
L-Sortne 
L-Htetkflna 
L-Proflno 
L-Thwontm 
L-Phenytalanlno 
L'laoiauckia 
L*V6fln«
L-Alantne

0,10 fl
0^0 g 
0,20 g 
0,60 g 
0,70 g 
0,60 g 
0,70 g 
1,00 g 
Wg 
2,00 g 
0^0 g

0,60 g 
2£0g 
1.42 g

L-Arglnlft©
L-Leudne 
imyslne Acetate 
(tuorrg dirtmg L-Lytfn* 1,01 g) 

0,60 g 
0,50 g 
0,20 g 
0.04 g 

vftadO

L-Methtontne
L-Tryptophan
L-Cystelne
NatrtbffiuRIta
Qtacial Acatte Acfd 
Node pha item v.d. 200 mL
OOCKfHtftiHBDllltStiOVHQ 

Quy cftch d6ng g6l; Chai 200 mL JJUfOC KH1 DOHQ.
Chl4lntt,ciQh4(inQ,ch6rtgch1 Tteuchuin : TCCS 
flinh vi dc thing tin khie: Xin s(f <jang ^ : 
xem to hiring din aO* dyng Mm

StflOSXtheo.
Bio quin: Not kM mlt, nhi$t dO 
khdng qul 30*C.
Ol (huic ngolf tlm tay trl em.

Ngly SX 

Han sO dyng:
fk HhO tin xofl't:
T Otsuka COng ty C6 phln DJ^c phlm Otsuka VI0t Nam

Lfl 27, Difttg 3A, Khu COng nghl0p Blfln HOa II, P. Long 8)nh, 
TP. B16n HOa, Ttnh Ddng Nai, VIQtNam 

nji ofOH HNvxovn owe ipo nyw ihi (honsia , 
ofOHHfd poHJlo bHoq ngHPHftq gs.ONQHH
u$i|| /| oi|o i|ugp uium ppc %Z'L ‘NlP tiuno

%Z‘l NIIAV aiov >1
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