PHU LUC 1: DANH SACH HO SO PE NGHI CONG BO CO SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG PAT YEU CAU
POT 21
- S DN DE
stT|TEN CO SO SANp A chi GIAY CN NGAY cap|9 QUANINGHI LY DO KHONG PAT YEU CAU
XUAT : CAP ALt s :
CONG BO
Lieu-dit Chantecaille,| oot 00 ErﬁjngChan dNa;LZTS: Laboratoire  |Gidy chimg nhén chi cho c4c san phdm
1 Laboratoire Aguettant{07340  Champagne - 3 06/11/2013 Products  Safety Aguettant nghién clru, Cuc’ Quan ly dugc khong
France Agency (ANSM) S.AS tién hanh céng bo.
Factory La Plata: St.4 No
1429 (Zip code
B1904CIA), City of La
Plata, Province of Buenos
Aires, Argentina National
: Factory la Rioja: St Administration of . Co so san xuét di duge cong bd tai dot
p | Leboratorios Bago | . 4 de  Necochea|ooro20t4 27/02/2014 |PrUgS: Food andilaboratorios o~ 00 Cue Quan 1Y duoc
S.A . 000221-14 Medical Decives,|Bago S.A. A A 1w A o
between St. Ciudad de Mar Argentina khong tien hanh cong bo lai.
del Plata and Ave. (ANMAT)
Matienzo, Industrial park
of the Province of La Rioja
(Zip code F5302CTA),
Aires, Argentina
. . A\ - . . . . |Cbng ty TNHH|Pham vi chitng nhan chi cho céng doan
Silvano Chiapparoli|Via Delle Industrie SNC- Italian Medicines 2 , % R e
3 Logistica S.P.A 26814 Livraga (LO) IT/294-6/H/2013 |11/12/2013 Agency AIFA D}{qc pham d9ng g;!OI caP 2, khong la toan b quy
Lién Hop trinh sdn xuat.




Agency (MHRA)

- 2 o2 DN DE
sTT|TEN CO SO SAN PIA CHI GIAY CN NGAY CAP co QUAN NGHI LY DO KHONG PAT YEU CAU
XUAT : CAP AL T
CONG BO
Van phong dai
dién Coéng ty
20th K.M. Hosur Road. Mega . :
. L : . e . Pham vi chiing nhan cho san pham
BIOCON LTD -|Electronics City Irish  Medicines|Lifesciences L . i e
4 |BANGALORE BANGALORE, 560 100,|°01%/%699 291112012 |\ g ord IMB)  |Public danh cho thu y, Cuc Quan 1y Duoc
. khong tién hanh cong bo.
India Company
Limited tai Tp.
H6 Chi Minh
kjﬂrég?gint;ngdoz;?]j Pham vi ching nhan khéng thuc hién
Village Savroli KhalapurflUK GMP 14967 Healthcare KOPRAN cac giai doan dong gobi, khong thuc
5 KOPRAN LIMITED |Raigad Maharashtra IN-[Insp GMP| 18/03/2014 Products LIMITED hién toan bd quy trinh san xuét. Cuc
410202 India 14967/5900-0009 Regulatory Quan ly Duoc khéng tién hanh cong

bo.




