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An Giang, di 

Thgc hi'0 cong van so 549/SYT-NVD dia. Sa Y Te Hai Phong ye vi.i& dinh chi 
,/ t` ( 	— km hanh thuoc khiong d4t tieu chuan chat luo.ng san pham AGIFAMCIN 300 10 00916, ?Ali 04 

/1 han dung 22/03/19. 
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Vao ngay 21/04/2018, Cong ty co giri Bao cao vi& thu h6i thu6c cho So.  Y T6 
Hai Phong so lugng thu6c thu h6i dugc la 39 vier'. Cong ty có tie'n hanh thu h6i tie tvc 
teen dia ban Thanh ph/6 Hai Phong dugc them 27 hop. D6ng the ki6m tra lai mau thu 
hoi ye song song vOi mau luu tai Cong ty thi phat hin dO la thu6c khong phai do Cong 
ty san xuat. Nay Cong ty xin dua ra mot so diem khac bit gifra thuoc dm Cong ty va 
thu6c dugc thu h6i tai Thanh ph6 Hai Phong: 

- Bao bi ben ngoai: 

Thu6c do Ging ty san xuAt 
- Ten t oc: Net dim, rs3 

HOFico tang them 1 lap bong 
/- go mau xanh la (sang) 

AGIFAMCIIVioo 

Bao q,an: th' 	4,1 de, 

Thu& thu hoi 
- Net rei nhung mong 
- 114 co tang them 1 lop bong 
- Logo mau xanh la (s4m)  

AGIFAMCIN 300 

Hop IC vi..z. 10 vitn nang 

1110 guar, 	• • 

4.> 
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NhA mhy, 

AG I FAMCIW300 
Rifampicin 300mg 

Cr' cccfCc '.Au AaturXr14AALI 

AGIFAIVICII(3oo 
Rifamptc n 3COmc 
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- Vi thu6c 

Thuile do Cong ty sin xuAt 
- Chu viet tren vi rO rang, dm net 	 - Chir vie't tren vi hoi nhat - Diron 	M g cAt . girta chay 	tOi - Dtrong cAt ha'a gifra chi tad vien thu 4 tir 

teen xuong  
- Do may ep vi khac nhau nen each dOng se; 10 cfmg khac nhau  

30699.; 

Thu& thu hi 

. \1G TY 

)C PH/ 

1EXPIIA1 



CTY CP DP AGIMEXPHARM 
PHO TONG GIAM DOC QLCL 

THI BICH THUY 

- BOt thu6c ben trong: 

V6‘ ke't qua ki6m nghilem can có Slf khac 	rO 	gift 2 mAu (Phiu kiem 
nghiem clinh kern). 

Nay Con ty PhAn Dirge PhAm •Agimexpharm lam con g van nay gfri clen SO.  Y 
Te nheY xem xet tao diL kien thujn loi cho cong ty. 

Tran trong! 

Noi nhjn: 
- Nhu. tren 
- PTC, QA. 
Dinh kern: 

- Phiiu ki-Jm nghiem lai 16 00916 
- Phiiu ki'Jm nghiem ló 00916 (mini thu 
hal) 



Tinh chat 

Dinh tinh 

o cfong d6u khoi luvng 

Dinh lucing 

DO hoa tan 

Tap chAt lien quan 

Phai dat yeu c *Au quy Binh 

Rifampicin 

± 7,5% so \tad KLTB thuoc trong nang 

M6i vien phAi chira ham luyng Rifampicin tCr 95 - 105% 
so vaei ham luvng ghi ten nhan, tinh theo KLTB bOt 
thuoc trong nang 

Khong cluvc thAp he n 70% 

Phai dat yeu cAu quy Binh 

Oat 

Dung 

Bat (0,34 g) 

Oat (101,22 %) 

Dat (82,47%-86,58%) 

Dat 

Ngay: 29/03/2018 

Kim nghiOm vien 

NGUYEN THI PHU'O'NG DUNG 

1-1 

 

kin cCia QA: 

Ngay: 29/03/2018 

Phy trach phong KTCL 

FIU\NH MAI AN -MINH 

Ngay: 29/03/2018 

.9iam d6c QLCL 

Lv), Acmk 
	

ry\ 

CTCP DP Agimexpharm, 27 Nguyen Thai HQc, P. my Binh, TP Long Xuyen, An Giang 

	

IMEXPHARM Dien thoai:076.3856966-3856964 	Fax:076.3857301 
thti mcnh Clarfin 

	

Website: www.agimexpharm.com 	Email:agp@agimexpharm.com  

PHIEU KIEM NGHIEM 

Ten san phim 	: AGIFAMCIN 300 
	

Tieu chuin chat luvng 	: TCCS 

S6 I6 
	

: 00916 
	

No'i san xuAt 	 : CTCP DP Agimexpharm 

Co,  Lo 
	

: 300,000.00 (VIEN) 
	

Han dung 	 : 22/03/2019 

S6 phi6u KN 
	

: KNO2.1803.0045 
	

Ngay san xuAt 	 : 22/03/2016 

KET LUAN: 	DAT TIEU CHUAN 



Tinh chat 

Dinh tinh 

DO d'ong d'eu khoi luyng 

Dinh luyng 

BO hoa tan 

Tap chAt lien quan 

Phai dat yeu c'au quy dinh 

Rifampicin 

± 7,5% so v6i KLTB thuoc trong nang 

M6i vien phai chCra ham luvng Rifampicin ti' 95 - 105% 
so v61 ham luvng ghi ten nhan, tinh theo KLTB bOt 
thu6c trong nang 

Khong duyc thAp ho'n 70% 

Phai dat yeu cAu quy dinh 

flat 

flung 

Bat (0,34 g) 

Kh6ng dat (35,91 %) 

Khong dat 
(9,58%-11,52%) 

flat 

Ngay: 09/05/2018 

Ki4m nghiOm vien 

NGUYEN THI M? DUNG 

ki6n cu'a QA: 

Ngay: 09/05/2018 

Phu trach phong KTCL 

HUS'NH MAI AN THINH 

Ngay: 09/05/2018 

am d(Sc QLCL 

do PHz 

PH19kM 76ICH THUY 

CTCP DP Agimexpharm, 27 Nguy6n Thai Hoc, P. M9 Binh, TP Long Xuyen, An Giang 

Dien thopi:+84 2963 856 960 	 Fax:+84 2963 857 673 

Website: www.agimexpharm.com 	Email:agp@agimexpharm.com  

PHIEU KIEM NGHIEM 

Ten san phAm 	: AGIFAMCIN 300 
	

Tieu chuAn ch(it luvng 	: TCCS 

S6 lo 	 : 00916 
	

No'i san xuAt 	 : CTCP DP Agimexpharm 

Co' Lo 	 : 300,000.00 (VIEN) 
	

1-1?n dOng 	 : 22/03/2019 

So phie'u KN 	: KNO2.1805.0032 
	

Ngay san xuit 	 : 27/05/2016 

KET LUAN: 	KHONG BAT TIEU CHUAN 
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