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PHU LUC III. DANH SACH CAC CO SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUOC NGOAI
CAN BO SUNG, GIAI TRINH VIEC PAP UNG THU'C HANH TOT SAN XUAT - POQT 2
(Ban hanh kém theo Céng van sé

/OLD-CL ngay /

/2019 cua Cuc Quan ly Duoc)

TT | Co s6 san xuit Dia chi “I so'san GCN [Ngay hét han| Co quan cip Doanl? nighlgpﬁde Noi dung cin bo sung, gidi trinh
xuat : nghi cong bo :
1 |Phebra Pty Ltd 19 Orion Road,  [M1-2018- | 01/03/2021 |[TGA Australia Cong ty CPDP 1. Bé nghi bd sung H) so tong thé nha may day du cac phu luc theo
Lane Cove NSW  [LI-03655-1 Vipharco huéng dan cia WHO-GMP/PICs-GMP/EU-GMP dugc in trén khd
2066 Australia gidy du 16n dé c6 thé doc rd cac so d6 (Danh muc cac nha san xuat va
o s6 kiém nghiém theo hop déng, So d6 t6 chire, Cac ban vé khu vuc
san xudt bao gdm chénh ap, cip sach, duong di ciia nguyén lidu va
duodng di cua nhan vién, Ban mo ta tng quat qua trinh san xuét cia
mdi dang bao ché, Ban vé mé ta hé théng Xt Iy nudc, Danh myc cac
thiét bi san xuét va kiém nghiém chinh)
2. B6 sung B4o cdo thanh tra dé 1am rd vé dang bao ché cua pham vi
San xuét (khong bao gdm Thir nghiém):
+ Thube nude vo trung:
+ Thubc nude khong vo tring;
2 |AxaParenterals  [Plot No. 17P/1/98/2 | 17/05/2019 |CQQL An B9, Axa Parenterals Ltd [Dé nghi b6 sung:
Ltd 936,937&939, Vill-]006/6818 Uttrakhand + B4o cdo thanh tra cia CQQL Duoc An D9,
Kishanpur, + Bao céo ra soét vo trung,

Jamalpur, Roorkee
— 247667 Distt.
Haridwar,
Uttarakhand, India

+ Hb so téng thé nha may ddy du cac phu luc theo hudéng dan cua
WHO-GMP/PICs-GMP/EU-GMP duoc in trén khd gidy du 1on dé co
thé doc 10 cac so dd (Danh muyc céc nha san Xuét va co s6 kiém
nghiém theo hop ddng, So dd t6 chirc, Cac ban vé& khu vurc san xuét
bao gdm chénh ap, cip sach, dudng di cua nguyén liéu va duong di
ctia nhan vién, Ban mo ta téng quat qua trinh san xuét cua mdi dang
bao ché, Ban v& mé ta hé théng xir Iy nude, Danh muc cac thiét bi san
xuét va kiém nghiém chinh)




Pia chi co sé san

Doanh nghiép dé

TT | Co sé san xuat <ut GCN [Ngay het han| Co quan cap nghi cong bb Noi dung can bo sung, giii trinh
3 |Zentiva Saglik Kucukkaristiran ~ [05869 d6i | 17/11/2018 dbi [Turkish Medicines [Cong ty TNHH DP  [Dé& nghi bd sung:
Urunleri Sanayi.  |Mah. Merkez Sok. |véi Zentiva,| vdi GCN tén |and Medical Lién Hop + Hb so téng thé nha may diy du cac phu lyc theo hudéng dan cua
Ve Tic. A.S. (43 [No. 223/A 15627 d6i Zentiva;  [Devices Agency WHO-GMP/PICs-GMP/EU-GMP dugc in trén khé gidy du 16n dé co
chuyén thanh Buyukkaristiran /  |véi tén méi | 25/1/2021 dbi thé doc rd cac so dd (Danh muyc cac nha san xuat va co so kiém
Sanofi llac Sanayi. |Luleburgaz/Kirklar |Sanofi véi tén Sanofi nghiém theo hop ddng, So dd té chire, Cac ban v& khu vuc san xudt
Ve Tic. A.S. tur eli bao gdm chénh ap, cap sach, duong di ciia nguyén liéu va duong di
13/4/2018) clia nhan vién, Ban mo ta tong quat qua trinh san xut cia mdi dang
bao ché, Ban v& mo ta hé théng xt Iy nudc, Danh myc cac thiét bi san
xuét va kiém nghiém chinh)
+ B4o c4o thanh tra GMP va GCN GMP gin nhét ciia ciing 1 co quan
quan 1y Duoc c6 bao gdm pham vi dang ky (vién dat, vién dan)
4 |CL Pharm Asan  |101 Ganae-gil, Genesis Asia Dé nghi bd sung:
Plant Sinchang-myeon, + GCN GMP hoic gidy phép san xuit va Bao céo thanh tra cia CQQL
Asan-si, Dugc Han Quéc,
Chungcheongnam- + Hb so téng thé nha may diy du cac phu lyc theo huéng dan cua
do, Republic of WHO-GMP/PICs-GMP/EU-GMP dugc in trén khd gidy du 16n dé co
Korea thé doc rd cac so dd (Danh muyc cac nha san Xuét va co s& kiém
nghiém theo hop déng, So d6 t6 chire, Cac ban vé khu vuc san xuat
bao gdm chénh 4p, cp sach, duong di ciia nguyén lidu va duong di
clia nhan vién, Ban mé ta tong quat qua trinh san xuat cua mdi dang
bao ché, Ban v& mo ta hé théng xt Iy nude, Danh myc cac thiét bi san
xuét va kiém nghiém chinh)
5 |zota Health Care [Plot No 169, Surat |1709325 05/09/2019 [Food & Drug Congty TNHH DP  [Pé nghi bd sung:
Ltd. Special Economic Control Toan Chén + Bdao c4o thanh tra cia CQQL Dugc ,

Zone., Near Sachin
Railway Station,
Sachin

City: Surat, Dist:
Surat

Gujarat State, India

Administration,
Guijarat State, India

+ Hb so téng thé nha may diy du cac phu lyc theo hudéng dan cua
WHO-GMP/PICs-GMP/EU-GMP duoc in trén khd gidy du 1on dé co
thé doc 10 cac so dd (Danh muyc céc nha san Xuét va co s6 kiém
nghiém theo hop ddng, So dd t6 chirc, Cac ban v& khu vurc san xuét
bao gdm chénh ap, cip sach, dudng di cua nguyén liéu va duong di
clia nhan vién, Ban mo ta téng quat qua trinh san xuat cua mdi dang
bao ché, Ban v& mé ta hé thng xr Iy nude, Danh muyc cac thiét bi san
xuét va kiém nghiém chinh)




Pia chi co sé san

Doanh nghiép dé

TT | Co sé san xuat <ut GCN [Ngay het han| Co quan cap nghi cong bb Noi dung can bo sung, giii trinh
6 [Naprod Life Plot No. G-17/1, [NEW- 14/03/2019 |FDA Maharashtra [Naprod Life Dé nghi bd sung Béo céo thanh tra gan nhat cia CQQL Dugc
Sciences Pvt. Ltd |MIDC, Tarapur, WHO- Sciences Pvt. Ltd
Boisar, Thane GMP/CER
4015086, T/KD/5358
Maharashtra State, (2/2017/11/
India. 18519
7 |ILKO ILAC SAN. (3. Organize Sanayi |TR/GMP/2 | 11/05/2021 |CQQL Turkey Cong ty co phan Dé nghi bo sung;
VETIC. AS Bolgesi, Buyuk 018/195 Dugc pham + GCN GMP ctia Tho Nhi Ky do ban ndp 1én Cuc bi ddu HPHLS che
Kayacik Mah. Vipharco khuét pham vi chimg nhén;
Kuddusi Cad., + Béo céo thanh tra gin nhit cia CQ quan 1y Dugc;
23.Sok. No:1, + Ho so tong thé nha may day du cac phu luc theo hudéng dan cta
Selcuklu, Konya — WHO-GMP/PICs-GMP/EU-GMP dugc in trén kho gidy du 16n dé co
Turkey thé doc 13 cac so dd (Danh muc cac nha san xuit va co s kiém
nghiém theo hop dong, So dd to chire, Cac ban vé& khu vuc san xuat
bao gom chénh ap, cp sach, duong di clia nguyén lidu va duong di
clia nhan vién, Ban mé ta tong quat qua trinh san xuat ciia mdi dang
bao ché, Ban v& mo ta hé théng xt Iy nude, Danh muc cac thiét bi san
xudt va kiém nghiém chinh)
8 |BLUE CROSS L-17, Verna 450/MFG/ | 23/08/2021 |[Food & Drug Blue Cross Pé nghi bo sung Bao cdo thanh tra cia CQQL Duoc gan nhat
LABORATORIES |Industrial Estate, |WHO- Control Laboratories Ltd.
PVT Verna, Goa GMP/DFD Administration
403722. Goa State, |A/2018/204 goverment GOA,
India 9 India
9 |ICPAHEALTH |286/287, GIDC, 1802609 04/02/2020 |FDA Gujarat, India|Cong ty TNHH Dé nghi bd sung:
PRODUCTS LTD. [ANKLESHWAR, Truong Son + B4o céo thanh tra gan nhit cia CQQL Duoc ,
BHARUCH, + Hb so tong thé nha may day du cac phu luc theo huéng dan ciia
GUJARAT WHO-GMP/PICs-GMP/EU-GMP dugc in trén kh gidy du 16n dé co
STATE, INDIA thé doc 13 cac so dd (Danh muc cac nha san xuit va co s kiém

nghiém theo hop déng, So db t6 chire, Cac ban v& khu vure san xudt
bao gdm chénh ap, cap sach, duong di cia nguyén liéu va duong di
clia nhan vién, Ban mo ta tong quat qua trinh san xut cia mdi dang
bao ché, Ban v& mo ta hé théng xt Iy nude, Danh myc cac thiét bi san
xudt va kiém nghiém chinh)




Pia chi co sé san

Doanh nghiép dé

TT | Co sé san xuat <ut GCN [Ngay het han| Co quan cap nghi cong bb Noi dung can bo sung, giii trinh

10 |Par Laboratories |34, GIDC, Gozaria, |1705105 11/05/2019 |FDA Gujarat State,|Cong ty TNHH TM [Dé& nghi giai trinh vé viéc thyc hién cac phép thir vi sinh (Noi thuc
Tal-Vijapur, India DP Dong Phuong  [hién, C& s vat chat, trang thiét bi);
Mahesana dist., B6 sung Béo c4o thanh tra gan nhét cia CQQL Duoc
Gozaria - 382825,
India

11 |Seid, A.S Ctra. de Sabadell a [ES/023HVI| 21/12/2018 |Agency for Cong ty TNHH dugc |Pham vi GCN GMP do Céng ty ndp tai Cuc Quan 1y Dugc chi bao
Granollers, Km 15, |/16 Medicines and phiam Nhat Anh gom thubc gay nghién, huéng than. Dé nghi b sung GCN GMP dbi
Llica de Vall, Health Products v6i cac dang thude voi dang thude ding ky dé xem xét.
Barcelona, 08185, (AEMPS), Spain
Spain

12 [Lowitt Pharma Plot No. 24 — F.11-56/17-| 07/07/2018 |Drug Regulatory [Céngty TNHH TM [|Dé nghi b6 sung:

(Pvt.) Ltd Industrial Estate,  |Lowitt- Authority of DP Pong Phuong |+ CN GMP hoic gidy phép san xuat ban cap nhat (GCN GMP cii hét

Hayatabad, DRAD-125 Pakistan han 7/2018);
Peshawar (K.P.K), [ngay (Peshawar) + B4o céo thanh tra gin nhit cia CQQL Duoc ,
Pakistan 08/08/2017 + Hb so téng thé nha may diy du cac phu lyc theo huéng dan cua

WHO-GMP/PICs-GMP/EU-GMP duoc in trén khé gidy du 16n dé cé
thé doc rd cac so dd (Danh muyc cac nha san Xuét va co s& kiém
nghiém theo hop déng, So d6 td chire, Cac ban vé khu vuc san xuét
bao gdm chénh ap, cp sach, duong di ciia nguyén lidu va duong di
clia nhan vién, Ban mé ta tong quat qua trinh san xuat cua mdi dang
bao ché, Ban v& mo ta hé théng xt Iy nude, Danh myc cac thiét bi san
xuét va kiém nghiém chinh)




Pia chi co sé san

Doanh nghiép dé

TT | Co sé san xuat <ut GCN [Ngay het han| Co quan cap nghi cong bb Noi dung can bo sung, giii trinh
13 |Corona Remedies [Village — Jatoli, HFW-H 10.10.2019 |Health & Family |Corona Remedies  [Dé nghi b6 sung:
Pvt. Ltd P.O-Oachghat, [Drugs] Welfare Pvt. Ltd + Bao cdo thanh tra gan nhat cia CQQL Dugc ;
Tehsil & Distt- 177/07 Department, + Hb so téng thé nha may diy du cac phu lyc theo hudéng dan cua
Solan (H.P.), India |ngay Himachal Pradesh, WHO-GMP/PICs-GMP/EU-GMP dugc in trén khd gidy du 16n dé co
11/10/2017 Baddi, Distt. Solan thé doc rd cac so dd (Danh muyc cac nha san xuat va co so kiém
nghiém theo hop déng, So d6 t6 chire, Cac ban vé khu vuce san xuat
bao gdm chénh 4p, cp sach, duong di ciia nguyén liéu va duong di
clia nhan vién, Ban mo ta tong quat qua trinh san xut ciia mdi dang
bao ché, Ban v& mo ta hé théng xt Iy nudc, Danh myc cac thiét bi san
xuét va kiém nghiém chinh);
+ Theo SOP ciia Cong ty: QC s& release san phim sau khi kiém
nghiém dat, QA s& ra soat hd so 16 rdi ban hanh phiéu xuit xuéng.
Khong dam bao viéc ra soat toan dién va khach quan dbi véi chat
lwong san pham trudce khi xuit xuong.
14  [Milan Laboratories |Plot Nos. NEW- 22/05/2019 [FDA Maharashtra, |Milan Laboratories [Dé nghi b sung:
(India) Pvt. Ltd  |25,36,63,64,65,67 |WHO- India (India) Pvt. Ltd + Bao céo thanh tra gan nhat cia CQQL Duoc ,

&87 Jawahar Co- |GMP- + Hb so téng thé nha may diy du cac phu lyc theo huéng dan cua

Op Industrial Estate[CERT/KD/ WHO-GMP/PICs-GMP/EU-GMP duoc in trén khd gidy du 16n dé co

Ltd, Kamothe, 54779/2017 thé doc 15 cac so d6 (Danh muc cac nha san xuit va co s6 kiém

Raigad 410209 /11/19343 nghiém theo hop ddng, So dd td chire, Cac ban v& khu vuc san xuit

Maharashtra State, bao gdm chénh ap, cip sach, duong di ciia nguyén lidu va duong di

India clia nhan vién, Ban mé ta tong quat qua trinh san xuat cua mdi dang
bao ché, Ban v& mo ta hé théng xt Iy nude, Danh myc cac thiét bi san
xuét va kiém nghiém chinh)

15 [Biogen U.S. 900 Davis Drive, |[UK GMP 18/07/2019 |MHRA VPPD Eisai Dé nghi bo sung Ho so tong thé nha may day du cac phu luc theo
Corporation Research Triangle (22913 Insp (Thailand) huéng dan cia WHO-GMP/PICs-GMP/EU-GMP dugc in trén kho
(Biogen Park, 27709, USA |GMP Marketing Co., Ltd |gidy du 16n dé c6 thé doc 1 cac so d6 (Danh muyc céc nha san xuét va
Incorporated, co s& 22913/1404 co s6 kiém nghiém theo hop déng, So d6 td chirc, Cac ban v€ khu vuc
san xuét ban thanh 041-0005 san xut bao gdm chénh ap, cap sach, duong di ctia nguyén ligu va

pham)

duong di ctia nhan vién, Ban mo ta tong quat qué trinh san xuét ctia
mdi dang bao ché, Ban vé mo ta hé thong xir Iy nude, Danh muc cac
thiét bi san xuét va kiém nghiém chinh)




Pia chi co sé san

Doanh nghiép dé

TT | Co sé san xuat <ut GCN [Ngay het han| Co quan cap nghi cong bb Noi dung can bo sung, giii trinh
16 |C.P.M FruhlingstraBe 7, |DE_BY_04| 28/07/2019 |CQQL Dugc Ptrc [Cong ty Woerwag  |B6 sung GCN GMP méi voi pham vi phit hop voi thube dang luu
ContractPharma 83620 Feldkirchen- | GMP_201 Pharma GmbH & hanh tai Viét Nam.
GmbH & Co.KG  |Westerham, 6_0096 Co. KG Dé nghi bd sung Ho so tong thé nha may day du cac phu luc theo
Germany hudng din cia WHO-GMP/PICs-GMP/EU-GMP dugc in trén kho
gidy di 16n dé c6 thé doc rd cac so dd (Danh muc cac nha san xut va
o s6 kiém nghiém theo hop déng, So d6 t6 chire, Cac ban vé khu vuc
san xuét bao gdm chénh ap, cip sach, duong di ctia nguyén ligu va
duong di ctia nhan vién, Ban mo ta tong quat qué trinh san xuét ctia
mdi dang bao ché, Ban v& mo ta hé théng xur Iy nude, Danh myc cac
thiét bi san xuét va kiém nghiém chinh)
17  [Nobilus Ent, ul. Zegrzynska GIF-IW- 11/09/2018 |Main Cong ty CP thubc  |GCN GMP khéng thé hién pham vi san xuat thudc ung thu (dang
Tomasz Kozluk  [22A, 05-110 400/0167_0 Pharmaceutical ~ |ung thu Benovas thudc dang dang ky). Dé nghi b sung gidy ching nhan GMP bao gdom
Jablonna, Poland  |1_01/04/18 Inspectorate, ca pham vi thudc ung thu dé xem xét.
6/15 Poland
18 |Cosmas Research [Village Gaunspura, [2016/11234| 03/11/2018 |FDA Punab (India) |APC Dé nghi b6 sung:

Lab Ltd.

Bhattain Road,
Hambran, District
Ludhiana, Punjab,
India

Pharmaceuticals &
Chemical Limited

+ Béo céo thanh tra GMP cua CQQL,

+ GCN GMP c6 HPHLS,

+ Giai trinh v& viéc cong ty bao cao khong ldy mau theo ddi 6n dinh
trong cac 16 2017; Gidy phép SX va SMF ko nhic dén nguoi chiu
trach nhiém chuyén mén va XX; thiéu so @ hé thong nudc.




