Phu luc III

DANH SACH HO SO PE NGHI PANH GIA PAP ('NG GMP CUA CAC CO’' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC CAN BO SUNG GIAI TRINH

( Kém theo céng vanso~ 10528  /QLD-CL ngay 20 /12 /2023

Pot 33
ctia Cuc Qudn ly Dworc )
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1 |LaboratoriosIma |Palpa 2862/70/76/78/86 [2013201400 National Administration |Céng ty TNHH Dugc 1. B6 sung hd so theo quy dinh:
S.A.ILC GF, 1st and 2st floor (Zip  [{040522 P of Drugs, Foods and pham Lién Hop + Gidy chirng nhan GMP cap nhat theo mau mdi, cé cu thé pham vi chitng nhan.
Code C1426DPB), of the S |Medical Devices + Bdo cdo thanh tra GMP gan nhit tuwong (rng gidy GMP
City of Buenos Aires, E (ANMAT), Argentina + HO so téng thé theo ding huwdng dan ciia WHO, PIC/S ...
Argentine Republic E + B&o cdo ra sodt chat lwgng san phdm hang ndm (PQR) clia tirng dang bao ché vé trung.
o~ 2. Giai trinh viéc co s& cé sdn xuat thubc khac ngoai thudc kim t& bao hay khong. B6 sung day d hd so va SMF dé lam rd.
2 |Laboratorio Elea |Gral. Lemos Avenue N° 2013201400 National Administration |Cong ty TNHH Duoc BG sung:
Phoenix S.A. 2809, (Zip Code 1613) of 022322 of Drugs, Foods and pham Lién Hop +SMF d3y dd cac phuy luc theo hudng dan cia WHO-GMP/PICs-GMP/EU-GMP.
the City of Los Polvorines, A |Medical Devices + Bdo cdo ra soat chat lvong san pham dinh ky d6i véi tirng dang bao ché cla thudc vo trung.
Partido of Malvinas g. (ANMAT), Argentina + Gidy Uy quyén clia nha san xudt cho co s& d@ nghi cong bé.
Argentinas, Province of $ + Gidy chirng nhan GMP con hiéu luc, bdo cdo thanh tra twong ¢ng, dwgc hop phap héa lanh sy day dd theo quy dinh.
Buenos Aires, Argentine =
Republic
3 |Laboratorio Laprida 43 (Zip Code 2013201400 ~ National Administration |Cong ty TNHH Duoc BG sung:
Eczane Pharma 1870), Avellaneda, 011822 S |of Drugs, Foods and pham Lién Hop + Gidy Uy quyén clia nha san xudt cho co s& d& nghi cong bé.
S.A. Province of Buenos Aires, 2 Medical Devices + Gidy chirng nhan GMP con hiéu luc, bdo cdo thanh tra twong &ng, duwgc hop phap héa lanh sy day dd theo quy dinh.
Argentine Republic 2 (ANMAT), Argentina + SMF theo hudng dan cila WHO-GMP/PICs-GMP/EU-GMP va day da cac phu luc.
N + Bdo cdo chat lwgng sdn phadm vo trung néu cé san xuat cac san pham vé trung.
4 |G.L. Pharma Arnethgasse 3, 1160 INS-480728- Federal Office for Safety |Cong ty TNHH Duoc 1. B8 sung:
GmbH Wien, Austria 100920370- in Health Care, Austria |phdm Nhat Anh - SMF day d0 cac phu luc theo huwéng dan clia WHO-GMP/PICs-GMP/EU-GMP, trong dé:
17541445 +S0 dd nha xudng ban in rd rang thé hién tirng khu virc sdn xuat (tén phong, cap sach, chénh ép ...).
N + Danh muc cac nha san xuat va co s& kiém nghiém theo hgp dong .
S + S0 dd hé théng x ly nuwdc.
E + Danh muc cac thiét bi san xuat va kiém nghiém chinh.
ﬁ - Gidy Gy quyén clia co s& san xuat cho co s& ndp hd so cong bd.
o - Ban dich céng chirng ndi dung chirng thyc trong Gidy chirng nhan GMP. Trong Gidy chirng nhdn GMP d3 nop, ndi dung chirng thuc khong phai
ti€ng Anh ho3c tiéng Viét.
2. Giai trinh: Tra ciru trén EUDRA-GMP khéng thay théng tin cia GCN GMP s INS-480728-100920370-17541445 céng ty d3 ndp. Gidy GMP trén
Eudra do Ao cap khong trung s6 Gidy chirng nhan va ngay thanh tra so véi ban GMP trong ho so. D& nghj gidi trinh.
5 |G.L. Pharma Schlossplatz 1, 8502 INS-481327- Federal Office for Safety |Cong ty TNHH Dugc 1. B8 sung:
GmbH Lannach, Austria 100920392- in Health Care, Austria |pham Nhat Anh - SMF day d0 cac phu luc theo huwéng dan clia WHO-GMP/PICs-GMP/EU-GMP, trong dé:
17501965 +S0 d0 nha xudng ban in rd rang thé hién tirng khu virc sdn xudt (tén phong, cap sach, chénh 4p ...).
+ Danh muc cac nha san xuat va co s& kiém nghiém theo hgp dong .
N + S0 dd hé théng x& ly nuwdc.
8] + Danh muc cac thiét bi san xuat va kiém nghiém chinh.
8] - Gidy Gy quyén clia CSSX cho co s& ndp HS cong bé.
3 - Ban dich céng chitng ndi dung chitng thyuc trong Gidy chirng nhan GMP. Trong Gidy chirng nhan GMP d3 ndp, ndi dung chirng thuc khéng phai

ti€ng Anh ho3c tiéng Viét.
2. Giai trinh: Tra ciru trén EUDRA-GMP cho thay: GMP nop trong hé so khéng cé trén Eudra. Trén Eudra c6 GMP mdi, thanh tra ngay 10/06/2022.
D& nghj b sung gidy chirng nhan GMP cap nhat, con hiéu lyc, dugc sao chirng thyc theo quy dinh (hop phép héa lanh sy, cong ching ...).
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6 |Contract 20-24 Long Street, MI-2022-LI- Therapeutic Goods Cong ty-Contract 1. B6 sung:
manufacturing & |Smithfield NSW, 2164, 04747-1 Administration (TGA), [manhufacturing & - Pay du phu luc cia SMF. Co s& mdi chi cung cap phu luc so d6 té chirc, layout nha xudng, danh muc san pham, danh muc thiét bj chung, chwa day
Packaging Australia Australia Packaging Services Pty Ltd [dd phu luc theo Muc 15.0 cia SMF va chwa d3y d0 ndi dung theo hwéng dan cla PIC/S.
Services Pty Ltd - So dd téng quat cac khu virc san xuat clia co s& san xuat va layout tirng khu vire cla site 20-22 (Tai hé so chi cé layout site 24, khéng rd layout cla
site 20-22 hay site 98).
0 - Danh muc thiét bi, danh muc san pham riéng tirng Site cu thé (Site 20-22 va 24 va 98 Long Street).
g 2. Gidi trinh:
S - Theo mé t4 tai SMF co s& c6 site tai 20-22 Long Street va 24 Long Street, d& nghi lam ré hoat déng thuc hién tai dia chi 23 Long Street dé duoc
S cong b8 dia chi 20-24 Long Street.
- Lam r& céc cong doan san xuat vién nang mém:
+ Tai muc 4.2.3.2: Site 20-22 Long Street khéng san xuat vién nang mém.
+ Tai muc 4.2.3.3 va layout: site 24 Long street chi san xuat ban thanh pham vién nang mém, khéng déng géi cap 1 va déng géi cap 2.
+Tai muc 4.2.2.1.6 c6 néu cap phép san xuat toan bd cdng doan vién nang mém (trir thlr nghiém vi sinh) tai site 20-24.
+ Tai muc 4.2.2.1.7 cé néu viéc san xuat vién nang mém chuyén sang dia diém Wetherill Park.
7 [Mm/s. DRUG 252,Tongi I/A, Gazipur, DA/6- Directorate General of |VPDD Aryabrat 1. B6 sung SMF day dU layout cac tang cla cac buiding theo bao cdo thanh tra ngay 12/8/2022, trong dé cé so dd t6ng thé co s& san xuat, kem
INTERNATIONAL |Bangladesh 34/96/9707 Drug Administration, International Pte. Ltd. Tai |thong tin cu thé vé hoat dong thyc hién tai tirng khu vurc/khu vire.
LTD N  |Bangladesh TPHCM 2. Bdo cdo thanh tra dugc ndp trong ho so 1a bdo cdo cho viéc cap céc san pham thudc dat, khong phu hgp véi cac ndi dung d3 duoc cap tai gidy
8 GMP, d2 nghi:
3 + B8 sung bdo céo thanh tra dot kiém tra trudc (ngay 27/6/2020 va ngay 16/8/2020) duoc hgp phép hda theo quy dinh va yéu cau cla Dot 25.
3 + B8 sung gidy chirng nhan GMP cip nhat con hiéu lyc va bdo cdo thanh tra twong (*ng gan nhat.
3. Lam ré pham vi thudc tiém (cic dang bao ché, cé chira cac chat hoat tinh cao nhuw Cephalosporin, penicillin, non-beta).
8 |Eurofarma Rodovia Castelo Branco, |8A2F.UXPQ. Ministry of Health, Cong ty TNHH MTV DP BG sung:
Laboratérios S.A  [No. 3565, Km 35,6 Itapevi |BK7K.C8B9. Q  |Brazilian Health Nam Tién - Gidy Uy quyén clia co s& san xuat cho co s& ndp hd so danh gia dép &rng GMP.
S3o Paulo, Brazil HK5C.HK5G. 8 Regulatory Agency, - SMF theo dting mau quy dinh tai Nghi dinh 54/2017/ND-CP (theo hwdng dan cia WHO, EU, PIC/S).
DYAS8.JBXJ. 8. Brazil - Gidy GMP cap nhat va bao cédo thanh tra GMP twong ng, dugc sao chirng thue hgp phép héa Ianh sy theo quy dinh.
WDG6.UDBE|
9 |Republican Workshop 18, 19/8 202/2021/G Ministry of Health of Cong ty TNHH MTV 1. B8 sung:
Unitary Kachana St.; 231286 Lida, |MP the Republic of Belarus |Vimepharco - Gidy chirng nhan GMP day dd thang tin, dwoc HPHLS va chirng thuc theo quy dinh (do ban photo gdp mép che nhiéu théng tin quan trong (dia chi,
production Grodno region, Republic céc muc pham vi, théng tin cac pham vi han ché);
Enterprise“Belme |of Belarus - C4c phu luc: so d6 nha xwédng thé hién tirng khu virc san xuat, cap sach, dwdng di ngudi — nguyén liéu, chénh ap; so d6 nguyén ly nwdc. (Tai SMF
dpreparaty” chuwa c6 céc tai liéu nay)
(Tén viét tét: - Bo cdo chat lwvgng sadn pham hang ndm déi véi thudc bot pha tiém chira Carbapenem dé dwoc cdng bé pham vi nay. (Tai hd so chi cung cap bao
Belmedpreparaty céo chat lwgng sdn pham thudc Cephalosporin)
RUE) 2. Gidi trinh:
2.1. Dia chi co s& san xuat khong théng nhat gitra cac tai liéu:
. + Tai GMP: Workshop 18: 19/8 Kachana St.; 231286 Lida, Grodno region, Republic of Belarus
] + Tai bdo cdo thanh tra: Workshop 18: 19, 19/3, 19/8 Kachana St.; 231300 Lida, Grodno region, Republic of Belarus
E + Tai myc 1.1 SMF: Workshop 18: 19/8 Kachana St.; 231300 Lida, Grodno region, Republic of Belarus
% 2.2. Théng tin vé building cia workshop 18 chuwa thng nhat tai céc hd so ndp:

+ SMF tai ho so nay cé muc 4.1 md ta workshop 18 nam tai tang 1 cla Building No. 4

+Tuy nhién SMF tai hd so d3 cong bd trudc cd thong tin mo ta Workshop 18 nam tai tang 1 cla Building No. 8.

2.3. Théng tin vé pham vi san xuat chwra théng nhat tai céc tai liéu:

+ Tai bdo céo thanh tra c6 dé cap t&i ki€ém tra pham vi san xuat thudc thir nghiém |am sang

+ Tuy nhién tai muc 6.1 SMF (ban hanh trudc ngay thanh tra) mo ta co s& khéng san xuat thuéc thir |am sang

2.4. Lam r k&t luan tuan thd GMP va cic danh gia ti€p theo clia co quan quan ly dwoc Belarus dé cdp GCN dat GMP hodc cung cap cac quy dinh cla
Belarus vé cac mirc d6 danh gia dap &rng GMP (d6i véi mirc d6 “co thé dwoc cong nhan”):

+ Bao cdo thanh tra ngay 22/10/2021: khéng dat GMP

+Danh gid khic phuc ngay 22/12/2021: chi néu két luan cé thé dugc cong nhan GMP (trir san xuat thudc thir 1am sang). Tai bdo cao nhiéu ton tai
van chua dugc danh gid hoan thanh.
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10 [Republican Republic of Belarus, 119/2019/G Ministry of Health of Cong ty TNHH MTV Co s& san xuét c6 ho so dé nghj dénh gia digu kién san xuat khong di cén c& chirng minh co s& san xuat dé dap rng thuc hanh tt san xust, cu thé:

Unitary Minsk, 30 Fabritsius Str., |MP the Republic of Belarus |Vimepharco 1. Chua cé danh muc kiém tra trong 3 ndm, bdo cdo chat lvgng san phdm hang nam thudc vé trung theo quy dinh.
Production 1/6 Mayakovsky Str., 7 2. D& nghij cdng ty lam rd tén, dia chi, pham san xu4t cla tirng dy chuyén san xuit theo mé ta tai SMF va bao céo thanh tra GMP d8i vdi co s&
Enterprise - Betonny Proezd Belmedpreparaty (13 manufacturing; 1 experimental and manufacturing; 6 auxiliary workshop). Déng thoi lam r site EPW ndy ¢ trung véi site
"Belmedpreparaty EPW d3 théng bao két qua tai Dot 32 hay khong.
" 3. SMF tai ho so chi cho Site for manufacturing oral and injection drug products (EPW), khéng d8i vdi site Substance, va cé cac théng tin:

o + Thudc vién nén, vién nang cirng chira dugc chat doc té bao dwgc san xuat tai cac phong d3t xen k& v&i cdc phong san xuat vién nang mém thudc

a thudng, khong ddp (rng yéu cau san xuét tai khu vue riéng.

g + Céc khu vuc sdn xuat khéng cé cap sach (san xuat thudc vién nén, vién nang clrng, vién nang mém (tang trét, ting 2, tng 6), khu vuc sdn xuat

2‘ thudc tiém tai tdng 6, khu vurc san xuat thudc tiém tai ting 5 (trir phong dong tang 5).

- + C4c day chuyén san xuat duoc cai tao tir khu vire nghién cru phat trién cii véi dién tich rat nhd, thiét bj céng sudt nho (Khu vire san xuat thudc
vién nén, vién nang clirng tang trét: dién tich 40m2 chi cé 1 phong thyc hién tat ca cc cong doan, khu vire san xuat tiém tang 5: 30m2. Thiét bj tron
cao t8c (dung tich 5l), mdy trén bot (1001), may bao phim (2-5kg/h), mdy tao vién nang mém (9kg/h). Chura thé hién cac thiét bi san xuat thudc
tiém.)

Cuc QLD s& thyc hién kiém tra thuc té tai co s& san xuat (Hinh thire 3).
11 [Joint Limited 223141, Minsk Region, 162/2021/G Ministry of Health of Cong ty TNHH M6t Thanh |1. B6 sung giai trinh 1am rd khu vire san xuat thudc vo trung khong tiét trung cudi va tiét trung cudi.
Liability Company |Logoysk, Minskaya st., 2A, [MP N |the Republic of Belarus |Vién VIMEPHARCO 2. C4c so db in chat lwgng kém, thong tin khong rd rang. Dé nghij bd sung cac so db in rd rang (bao gdm ca so dd mit bang téng thé cla CSSX).
'Lekpharm' 2A/4, 2A/8, Republic of a 3. B8 sung béo cdo chét lvgng san phdm hang ndm (PQR) cho thudc tiét trung cudi (trong hd so mdi cé san pham san xudt vé trung).
Belarus g 4. B8 sung Gidy GMP cap nhat va Bo cdo thanh tra tvong (rng.
bN
12 |CSLBehring AG  [Wankdorfstrasse 10, 3014 |GMP-CH- ~  |Swiss Agency for VPDD Unico Alliance Co., |Tai phu luc 2 SMF d& cap co s& CSL Behring AG chi san xuét thudc sinh hoc (dan xuét plasma va imune globulin) dang thudc tiém thé tich I&n/ thé
Bern, Switzerland 1003829 § Therapeutic Products Ltd tich nho, khéng san xuat thudc thudng; con thudc déng kho chi dang nghién ctru phat trién.
g' (Swissmedic) D& nghj cong ty gidi trinh pham vi “thudc san xuat vé trung” va “thudc déng khd” duoc cap tai Gidy chirng nhan GMP s GMP-CH-1003829 va ndp
8' bao cdo chat lvgng san pham hang ndm néu cé san pham.
13 |UCB Farchim SA  [Z.l. de Planchy, Chemin GMP-CH- Swiss Agency for Cong ty TNHH Dugc B& sung hd so vé pham vi thudc sinh hoc:
de Croix-Blanche 10, 1003801 Therapeutic Products pham GSK Viét Nam - Bo cao thanh tra thang 8/2022 twong &ng véi pham vi thudc sinh hoc trén Gidy chirng nhan GMP.
Bulle, 1630, Switzerland ~ (Swissmedic) - Layout cap nhat v&i day di thong tin va phu luc clia Building BP1 twong ing véi pham vi thude sinh hoc.
(céch ghi khac: Chemin de =]
Croix Blanche 10, Z.I. de E
Planchy, CH-1630 Bulle, by
Switzerland) o
14 |Max Zeller Sohne |[Seeblickstrasse 4, GMPE-CH- Swiss Agency for Cong ty CP Tap doan DP  |B& sung Béo cdo thanh tra tuwong (ng v&i gidy GMP, dugc sao chitng thuc, hop phap héa lanh sy theo quy dinh.
AG Romanshorn, 8590, 1003767 ~ Therapeutic Products va TM Sohaco
Switzerland S [(Swissmedic)
(* Cach ghi khac: iy
Seeblickstrasse 4, 8590 :
Romanshorn, Switzerland) o
15 |Beijing Boran Liucun Industrial Zone, 20200504 China Council for the Cong ty TNHH Dich Vu B6 sung Bao cdo thanh tra dwoc hop phéap héa lanh sy, chirng thyc theo quy dinh.
Pharmaceutical  [Science and Technology ° Promotion of Téng Hop Medaz Viét
Co., Ltd Park, Changping District, S |International Trade Nam
102204 Beijing, People's : China Chamber of
Republic of China g International
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16 |Shandong Qidu No. 17, Hongda Road, SD20180827 China Food and Drug China National B6 sung:
Pharmaceutical Linzi District, Zibo City, Administration, China Pharmaceutical Foreign |- Gidy Oy quy@n cla co sé& san xuat cho co s& ndp hd so danh gia dap irng GMP.
Co., Ltd. China Trade Corporation - Bdo cdo thanh tra twong rng véi gidy GMP d3 ndp, duoc sao chirng thye, hgp phap héa Ianh sy theo quy dinh.
L] - SMF ban dAy du cé tat ca théng tin lién quan dé&n céc hoat dong san xuit tai tat cd cdc workshop cla co s& san xuat tai dia chi dé nghi dénh gid.
8 - Céc so d6 cla toan bo plant, so dd phan cap sach, so d6 phan bd chénh ap, so d6 dudng di clia ngudi, nguyén liéu, sdn pham cla tat ca cac khu
ﬁl vire san xuat (workshop) tai co sé (trong Appendix 5 ca SMF), dwoc in rd rang va dich sang tiéng Anh hodc tiéng Viét.
Q - Danh muc thiét bi san xuat, thiét bj kiém nghiém (trong Appendix 8 cia SMF) tai tat ca cac workshop clia co s& san xuat tai dia chi dé nghj danh
gia.
17 |Sichuan Kelun South of No. 2 road, Chuan Sichuan Medical Cong ty TNHH Dugc 1. Bdo cdo thanh tra d3 ndp (thoi gian thanh tra 13 tir 9-14/10/2023) chi lién quan dén line D, line S, line T, line TC, line F, line E, Line J; khéng phai
Pharmaceutical  [Xindu Satellite City 20160001 < |Products pham New Far East bao céo thanh tra cho day du cac line san xuat. Dé nghi bd sung cac bao cdo thanh tra gan nhat lién quan dén cac day chuyén san xuat dé nghi cong
Co. Ltd. Industrial Development g Administration, China b8; ban dwoc hop phéap héa lanh sy, chirng thyc theo quy dinh.
Zone, Chengdu, Sichuan, SI 2. B6 sung so do hé théng khi nén trong SMF.
China 3
18 |Hebei Tiancheng [No.18, Jingliang Street, HE20180049 Hebei Food and Drug Cong ty TNHH Thuong B& sung:
Pharmaceutical |Economic & Administration, China  [mai Dwgc M§ phdm Nam |- Gidy Oy quyén cla co s& san xuat cho co s& ndp hd so danh gia dap irng GMP.
Co., Ltd Technological o Food and Drug Phuong - Gidy GMP/Giay phép san xuat cap nhat, kém bao cdo thanh tra GMP twong (ng, dugc sao chirng thue hgp phép héa lanh sy theo quy dinh.
Development Zone, S |Administration, China - Danh muc d3y d0 cac dot thanh tra cla cac co quan quan ly tai co s& d6i véi tat ca cac day chuyén trong 3 ndm gan day.
Cangzhou City, Hebei : - Céc so d6 phan cap sach, so d6 phan b8 chénh 4p, so d6 dudng di clia ngudi, nguyén liéu, san pham cla tat ca cac khu vire san xuat tai co s&
Province, China 2 (trong Appendix 6 cia SMF), dwgc in rd rang va dich sang tiéng Anh hodc tiéng Viét.
° - C4c ban v& hé thdng nudc cla tat ca cac khu vire san xuét tai co s (trong Appendix 7 clia SMF), dugc in rd rang va dich sang tiéng Anh ho3c tiéng
Viét.
19 [NCPC Hebei No. 98, Hainan Road, UK-GMP- Medicines and Cong ty c6 phan Thuong  |B6 sung:
Huamin Economic and 43070 Insp ~ Healthcare Products mai Dugc phdm 3A - Céc ndi dung theo théng bdo tai dot 32 vé cong b8 GMP nudrc sd tai.
Pharmaceutical |Technological GMP 3 |Regulatory Agency - GCN GMP clia MHRA c3p nhét con hiéu luc va bao cdo thanh tra GMP tuong (rng, dwoc HPHLS va chirng thuc theo quy dinh (GCN tai hé so dd hét
Co., Ltd. Development Zone, 43070/9869 : (MHRA), United hiéu lyc tai thoi diém nop hd so).
Shijiazhuang, Hebei 490-0002 i Kingdom - Gidy Gy quyén clia nha san xuit cho co s& ndp ho so.
Province, CN 052165, o
China
20 |Shenyang No.3 A1, Road 10, LN20180012 Chinese Food and Drug |Céng ty c6 phan Y dwgc  [B& sung:
Sunshine Economy and Technology @ |Administration LS - B6 sung B&o cdo thanh tra tuvong (rng va Gidy GMP da ndp theo yéu cau clia dot 25 dugc hop phép héa theo quy dinh, hodc Gidy phép san xuat
Pharmaceutical Development Zone, 8' cap nhat thé hién pham vi dé nghi cong b va bao cdo thanh tra ngay 11-15/9/2021 dugc chirng thuc, hop phéap héa lanh sy hodc dwong link dé tra
Co. Ltd. Shenyang, China 3 clru néu gidy phép san xuat/gidy GMP va bdo cdo thanh tra twong (rng dugc dang tai trén website.
< - Xac nhan cla co quan quan ly vé viéc co s& dép (rng nguyén tdc WHO-GMP (Khéng déng y st dung CPP dé cong bb nguyén tdc GMP-WHO).
21 (Chia Tai-Tianging |Yuzhou South Road No. FT062/MH/0 National Authority of Chia Tai-Tianging B& sung:
Pharmaceutical 369, Lianyungang, Jiangsu [01/2018 Medicines and Health Pharmaceutical Group - Gidy chirng nhan GMP va bdo céo thanh tra cia Co quan quan ly nwéc s& tai twong (rng duoc sao chirng thuc theo quy dinh (hop phép héa lanh
Group Co., Ltd. Province, 222062, China Products (INFARMED), |Co., Ltd. sy, cOng chirng ...).
®  |Portugal - S0 d6 nha xudng ban in rd rang thé hién tirng khu virc san xuat trong tirng workshop (tén phong, cap sach, chénh ap, dudng di clia con ngudi va
& nguyén liéu ...).
8 - Bao cao ra soat chat lwgng san pham thudc vo trung theo tirng dang bao ché dé nghi danh gid.
b - Gidy chirng nhan EU-GMP do Portugal cap chi 1a ban in dugc xac nhan bdi cong ty, khdng phai ban sao chitng thuc theo quy dinh. Tai thoi diém

cong b8, gidy chirng nhan EU-GMP d3 hét han hiéu lyc. D& nghi bé sung gidy chirng nhan EU-GMP cap nhat va bao cdo thanh tra tuvong (rng, con
hiéu lyc, dugc sao chirng thue theo quy dinh (hop phédp hda lanh sy, cdng chirng ...).
- Gidy phép vin phong dai dién tai Viét Nam cla cong ty dé nghi cong bé.
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22 |Zhejiang Jingxin  [No. 800 Xinchang East DE_BW_01_ Co quan tham quyén Kwan Star Co., Ltd. B6 sung:
Pharmaceutical  |Road, Yulin Subdistrict, GMP_2020_ Purc - Gidy Gy quyén clia co s& san xuat cho co s& ndp hod so danh gia.
Co., Ltd. Xinchang County, 0159 - Gidy GMP/Giay phép san xuat cap nhat do nudc s& tai cap, kém bao cdo thanh tra twong (rng, ca hai duwgc sao chirng thyc, hgp phép héa lanh sy
Zhejiang Province, theo quy dinh.
312500, China ° - Danh séch san pham, kém dang bao ché va hoat chat clia day d céc sadn pham duoc san xuat tai co s&, phan theo tirng workshop (Appendix 2 cla
I SMEF).
a3 - Ban day dl cla tat ca cac Appendix cia SMF, lién quan t&i tat ca cdc workshop tai dia chi co s& san xuat. Cac ban vé dugc in ré rang hodc ban
:'r' mém, duoc dich sang tiéng Anh hoic tiéng Viét.
P - Lam r& vé pham vi loai hoat chat dwoc san xuat tai workshop 202, 205, 207, 201A ma theo mé ta trong SMF 13 “non-cephalosporin”.
- Lam r& pham vi san xuét tai cdc workshop 209A va 201: hai workshop c6 xuat hién trén layout cla co s& nhung khéng cé mé ta trong SMF.
- Lam r& vj tri ciia workshop 201A: workshop nay c6 mé ta trong SMF nhuwng khdng xuét hién trén layout t6ng thé clia co sé.
23 |[Ferring No. 6 Hui Ling Lu (Ferring “|DE_SH_01_ State Social Services VPDD tai TP. H6 Chi Minh [B& sung:
Pharmaceuticals |Road), National Health GMP_2019_ Agency Schleswig- cong ty Ferring Private 1. Bdo cdo thanh tra GMP clia co quan nudc s& tai twong (rng vdi gidy chirng nhan GMP d3 nép
(China) Co., Ltd. |Technology Park,-528437 (0036 9 |Holstein (Germany) Ltd. 2. SMF:
Zhongshan City - 8 - B6 sung mat bang t&ng thé nha may, kém theo thong tin hoat dong tai cac khu virc/tda nha/tang
Guangdong Province, S - B6 sung so d0 mat bang nha xudng thé hién ap suét gitra cac phong/khu virc
China Q 3. Gidy chirng nhan GMP/gidy phép san xuat cap nhat clia nudc s& tai kém theo bdo céo thanh tra GMP tuong ¢ng. Gidy chirng nhan GMP EU kém
theo bdo cdo thanh tra GMP cap nhat
4. Bdo cdo ra soat chat lvgng san pham hang ndm/dinh ky (PQR) d8i v&i thudc vé trung.
24 |Shandong Lukang |88 Deyuan Road, High- SD20180649 Shandong Food and Wuhu Double-Crane B& sung:
Pharmaceutical  |tech Zone, Jining City, o Drug Administration, Pharmaceutical Co., Ltd |- Gidy Uy quyén cla co s& san xuat cho co s& ndp hd so danh gia dap irng GMP.
Co., Ltd. Shandong Province, P.R. S |[China - Gidy GMP/Giay phép san xuat cap nhat, kém bao cdo thanh tra GMP tuong (ng, dugc sao chirng thue hgp phép héa lanh sy theo quy dinh.
China S - Céc ban vé so d6 mit bang, so d6 phan cap sach, so d6 phan bs chénh ap, so d6 duong di clia nguoi, nguyén liéu, san phadm (Appendix 6 clia
3 SMF), dwoc in rd rang hodc ban mém, duoc dich sang ti€éng Anh hoic tiéng Viét.
o - B4o cdo ra sodt chat lwgng san phadm dinh ky (PQR) clia dang thudc bdt pha tiém chira khang sinh nhém Penicillin.
25 |[Procaps S.A. Calle 80 No. 78 B-201, 0341-2021 National Institute of VPDD céng ty Abbott 1. B8 sung:
Barranquilla, Atlantico, Drug and Food Laboratories (Singapore) |- Gidy chirng nhan GMP va bao cao thanh tra dwgc sao chirng thyc theo quy dinh (hgp phap héa lanh sy, cong chirng ...).
Colombia < [Surveillance (INVIMA),  |Private Limited - Ban cép nhat Danh muc dgt thanh tra GMP trong 3 ndm gan day. Ban dd ndp thuc hién tir thang 6/2021 vdi théng tin chua cap nhat.
8' Colombia - So d6 mét bang tang 1, 2.
:.“ - Ban in rd rang thé hién tirng khu virc sdn xuat cla 3rd building (tén phong, cap sach, chénh &p, dwéng di nguyén liéu va con ngudi). Ban da nop
N chuwa d0 rd dé doc duoc hét thong tin.
2. Gidi trinh: SMF d3 ndp chua cé thudc c6m, thudc bot khdng sti bot nhu trong pham vi dé nghij céng bé.
26 |Holopack BahnhofstraBe 18, 74429 |DE_BW_01_ Co quan thdm quyén Cong ty TNHH Duoc Cong ty cung cap CPP clia san phdm dung dich udng Selesyn 100mcg (Sodium Selenite pentahydrate 0.333mg) dé dé nghi diéu chinh pham vi céng
Verpackungstech [Sulzbach - Laufen, GMP_2022_| _  [Burc pham Nhat Anh b8 thudc khdng vé trung thanh "bao gdm ca nguyén liéu cé tinh nhay cdm cao, Prostaglandins/Cytokines, thudc trc ché mién dich, Sulphonamides",
nik GmbH Germany 0083 =} tuy nhién trong CPP trén, co s& san xuat & dia chi khic (Bahnhofstrasse 20, 73453 Abtsgmund - Untergroningen, Germany), do d6 khéng déng y
(* Cach ghi khac: > digu chinh.
Bahnhofstrasse 18, 74429 E
Sulzbach - Laufen, -
Germany)
27 |Thymoorgan Schiffgraben 23, 38690 DE_NI_01.G| _ [Coquan tham quyén Cong ty TNHH Stada Viét |B6 sung SMF va tai liéu lién quan dé 1am rd pham vi "thudc déng khd chira chat doc t& bao va hormon".
Pharmazie GmbH |Goslar, Germany MP_2022_0 S [Puc Nam
(* Cach ghi cii: 034 iy
Schiffgraben 23, 38690 by
Vienenburg, Germany) -
28 |Stada STADA Arzneimittel AG DE_HE_01_ ~ [|Coquan tham quyén Cong ty TNHH Stada Viét |B& sung Annex 8 clia Gidy phép san xuat ban dich hop phap sang tiéng Anh hodc CPP clia cac dang bao ché can |am rd cla thudc udng dang long.
Arzneimittel AG  |Stadastrasse (hodc GMP_2022_| & [bwc Nam
StadastraRe) 2-18, 61118 |0015 3
Bad Vilbel - Germany ;
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emmler Pharma |Temmler Pharma GmbH, _HE_01_ o quan tham quyén ong ty inh Viét S sung gidy -EU cap nhat duoc hop phép héa lanh s, chirng thuc theo quy dinh dé cé co s& xem xét, danh gid.
29 |T ler Ph T ler Ph GmbH, [DE_HE_01 o C hal 8 Co TNHH Binh Vié BO GMP-EU hat di h hdp héa lanh h h h dinh d danh
GmbH Temmlerstrafe 2, 35039 |GMP_2020_ S [Puc bire
Marburg, Germany 0174 2
Al
h
-
yocontract ulverwiese 1, _ST_01_ ~ o quan thdm'quyén ong ty uoc &u cau Cong ty ti€p tuc b8 sung theo yéu cau tai Dot 26: BS sung vé khu vire san xuat thudc khdng vé trung do layout chua thé hién rd.
30 |L Pul i 1, 38871 DE_ST_01_G C ha C TNHH D Y, C b h bot 26: B kh h kh dol h hé h
GmbH llsenburg, Germany MP_2022_0 § burc pham Viét Phdp
004 )
©
i
31 [Swiss Caps GmbH |GrassingerstraRe 9, DE-BY-04- Co quan tham quyén VPDD Worwag Pharma BG sung:
83043 Bad Aibling, GMP-2021- burc GmBH & Co.KG - Gidy Gy quyén dirng tén co s& dang ky tir nha san xuat dwoc chirng thyc hop phap héa lanh sy theo ding quy dinh.
Germany 0070 . - Site master file (Can théng nhat cac phan bang tiéng DBlrc va tiéng Anh/Viét):
§ +Ban dich tiéng Anh ho3c tiéng Viét cla Gidy phép san xuat tai Appendix 1. Ban Gidy phép san xuat trong SMF d3 ndp |a ban tiéng Dirc.
g + Layout cac khu vure sdn xuat dugc in rd rang va chd thich day dd tén cac phong san xuat, dich cac phan tiéng Dlrc sang tiéng Anh/tiéng Viét. Ban
- d3 ndp mo khé doc, chi thé hién ki hiéu.
© + Layout Khu virc 18y mau, hé théng nwéc duoc dich sang tiéng Anh hodc Viét. Ban da ndp béng tiéng Dirc.
+S0 dd hé théng khi.
32 |Carecept Medical|Boétzinger Str. 55,79111 [DE_BW_01_| o |Co quanthdm quyén COng ty TNHH Duworc BG sung:
GmbH Freiburg, Germany GMP_2019_ § Plrc pham Viét Phép + Gidy Oy quyén cla co s& san xuat cho co s& ndp hd so;
0154 :' + Gidy chirng nhan GMP cap nhat con hiéu lyc (Tra clru Eudra co s& d3 dwoc kiém tra va cdp GCN GMP ndm 2023).
a
33 |ldifarma Poligono Mocholi, C/ NCF/01/201 | o |Health Department Cong ty TNHH DP Viét -  |Co s& d3 dwoc cap gidy GMP méi, pham vi cé thay d6i. Dé nghi ndp hd so danh gid theo gidy GMP cap nhat, dwoc sao chirng thuc theo quy dinh,
Desarrollo Noain, n°1 de Noain, 8 § Government of Navarra, |Phdp kem theo SMF cdp nhat.
Farmacéutico, S.L.[31110 (Navarra), Spain co'\ Spain
Lh
o~
34 |Industrias Ctra. de Martorell 41-61 |NCF/2231/0 ~ |Ministry of Health of Cong ty TNHH Medfatop |B6 sung:
Farmacéuticas 08740 Sant Andreu de la  [01/CAT § Government of - Chu thich cu thé cho tirng phong san xuat (So' d6 cc phong san xuat chi danh code).
Almirall SA Barca, Barcelona, Spain a'r Catalonia, Spain - C4c so d6 thé hién rd duwdng di cha nhan vién, nguyén liéu, thanh pham...
:' - S0 d6 hé thng khi nén.
35 |Alcaliber, S.A.U. [Avenida Ventalomar, 1- ES/065/22 — |Agency for Medicines Cong ty ACT Activities 1. B6 sung:
Poligono Industrial de § and Health Products Chimiques et + Gidy Uy quyén clia nha san xuat cho co s& ndp ho so.
Toledo, Toledo, 45007 ™~ |(AEMPS), Spain Therapeutiques + Hb so téng thé (SMF) day dl ndi dung theo quy dinh.
o
Toledo, Espana m Laboratories Sarl 2. D& nghij thng nhat mét cach ghi dia chi d& cong bé.
36 [Catalent France |74 rue Principale, 2023_HPF_F o French National Agency |Congty TNHH TM Dugc  |Don dé nghj cla cdng ty danh gid co s& san xuat Catalent France Beinheim SA (Phdp), tuy nhién Gidy chitng nhan va hé so ki thuat tai ho so la cla
Beinheim SA Beinheim, 67930, France |R_046 S  |for Medicines and Thuan Gia co s& san xuat Swiss Caps (Thuy S§).
; Health Products Safety Co s& Catalent v&i GCN s& 2023/HPF/FR/046 d3 duoc cong bb Dot 21 va 32, khéng cong bé lai.
2 |(aANsMm)
o
37 [Laboratoires ZA des Boutries, Rue 2022/HPF/F ~ |French National Agency [Cong ty Duoc pham Nhat |Theo tra cttu Eudra, Gidy chirng nhan GMP s& 2022/HPF/FR/027 c6 ghi chu vé han hiéu lyc dén 25/8/2023, do d6 khdng thudc dién gia han theo
Grimberg Vermont, Conflans Sainte [R/027 S [for Medicines and Anh chinh séch cia EMA ngay 11/8/2022.
Honorine, 78704, France : Health Products Safety
I |(ansm)
o
38 [Laboratoires ZI Montdésir, Alby Sur 2020/HPF/F French National Agency |Cong ty TNHH DKSH P& nghi cong ty thuc hién tha tuc thay déi thong tin theo hwdng dan clia Théng tw 08/2022/TT-BYT Déng ky thudc hodc cung cdp tai liéu chirng
o
Galderma Cheran, 74540, France R/100 S  |for Medicines and Pharma Viét Nam minh day 1a cach ghi khac vé dia chi clia nha san xuat.
; Health Products Safety
S |(ansm)
o
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39 |Lallemand 4 chemin du Bord de 19MPPO35H|  _ |French National Agency (Congty ¢S phany t& Birc |1. BAn GMP cong ty ndp dugc in tir EudraGMP. Tra clru trén Eudra, co s& da c6 gidy GMP s& 21MPP027HFRO1, ngay cdp 02/07/2021; hét han:
I'Eau, Saint Simon, 15130, |FRO1 S |for Medicines and Minh 23/4/2024 c6 cung pham vi chirng nhan. Yéu cau bé sung gidy chitng nhan GMP c4p nhat duoc sao chirng thuc theo quy dinh (hop phap héa lanh
France : Health Products Safety, sy, cOng chirng ...).
E (ANSM) 2. B6 sung Danh muc san phadm san xuat tai nha may bao gébm théng tin dang bao ché.
40 |Reckitt Benckiser [Dansom Lane, Hull, HU8 |UK MIA 63 Medicines'and VPDD Reckitt Benckiser  [B& sung ban hop phap héa lanh sy theo quy dinh cla gidy chirng nhan GMP mdi va bao cao thanh tra twong ng.
Healthcare (UK) |7DS, United Kingdom Insp ~ Healthcare Products (Thailand) Limited
Limited (Céch viét khac: Dansom |GMP/GDP S |Regulatory Agency
Lane, Hull, East Yorkshire, |63/17092- ; (MHRA), United
HU8 7DS, United 0045 [H] i Kingdom
Kingdom) o
41 [VianexS.A.— 16th km Marathonos Ave, |28005/26-4-| ., |National Organization |Céngty TNHH Dwoc TAm [B& sung SMF véi phu luc cac layout cé chu thich rd khu virc san xuat/tén phong san xuat clia co sé& va cla Buiding 2, chénh 4p, cap sach, hé théng
Plant C Pallini Attiki, 15351, 2021 § for Medicines (EOF), Pan nudc,... va lam rd viéc san xuat cac san pham doc té bao co riéng biét véi san pham thudc thudng hay khong.
Greece g Greece
3
42 |PT. Merck Tbk (Divisi Plant) JI. T.B. PW- National Agency for VPDD Zuellig Pharma Pte |D& nghi cung cap xac nhan clia co quan cé thdm quyén vé cach ghi dia chi khac nhau d8i v&i ding Plant nhu GCN PIC/S GMP
Simatupang No.8, S.01.04.1.3. Drug and Food Control |Ltd
Kelurahan Gedong, 331.09.21- (NADFC), Indonesia
Kecamatan Pasar Rebo, 0084
Kota Jakarta Timur, b
Provinsi DKI Jakarta, 8.
Indonesia 3
(Cach khac: JI.TB S
Simatupang No.8, Pasar
Rebo, Jakarta Timur
13760, Indonesia)
43 |PT.CKD OTTO Kawasan Industri Delta 5222/CPOB/ National Agency for Pharmaunity Co., Ltd 1. B6 sung:
PHARMACEUTICA |[Silicon 3, JI. Kapuk Timur  [A/IX/18 Drug and Food Control +Ban dich ti€ng Anh ho3c tiéng Viét cla Gidy phép san xuat trong Annex 1 clia SMF. Ban d3 ndp st dung tiéng Indonesia.
LS Blok F23 No. 017, 0 Republic of Indonesia + Chu thich day dd tén cac phong san xuét trong ban vé "Level 1 with Flows" (cac phong dang dugc ma héa bang ky hiéu).
Desa/Kelurahan Cicau, b=, + Gidy chirng nhan GMP cap nhat con thoi han hiéu lyc, ban dugc hop phép héa Ianh sy, chirng thuc theo quy dinh. Gidy chirng nhan GMP d& nop
Kecamatan Cikarang S chi c6 hiéu lwc dén ngay 14/09/2023.
Pusat, Kab. Bekasi, 2 2. Gidi trinh vé viéc dja chi co s& san xudt trén GMP khac vdi dia chi trong Site Master File:
Provinsi Jawa Barat, N + Dia chi trén gidy chirng nhan GMP: Kawasan Industri Delta Silicon 3, JI. Kapuk Timur Blok F23 No. 017, Desa/Kelurahan Cicau, Kecamatan Cikarang
Indonesia Pusat, Kab. Bekasi, Provinsi Jawa Barat, Indonesia.
+ Dia chi trong Site Master File: Delta Silicon 3, JL Kapuk Timur F23 No 17, Cikarang Pusat, Bekasi, West Java 17530, Indonesia.
44 |PT.CKD OTTO Kawasan Industri Delta 5223/CPOB/ National Agency for Pharmaunity Co., Ltd 1. B8 sung:
PHARMACEUTICA |(Silicon 3, JI. Kapuk Timur |A/IX/18 Drug and Food Control + Ban dich tiéng Anh ho3c tiéng Viét cla Gidy phép san xuat trong Annex 1 clia SMF. Ban d3 ndp s dung tiéng Indonesia.
LS Blok F23 No. 017, . Republic of Indonesia + Ch thich d3y dd tén cac phong san xudt trong ban vé "Level 1 with Flows" (cac phong dang dugc ma héa bang ky hiéu).
Desa/Kelurahan Cicau, = + Gidy chirng nhan GMP cap nhat con thdi han hiéu lwc, ban duoc hop phép héa lanh sy, chirng thyc theo quy dinh. Gidy chitng nhan GMP d3 ndp
Kecamatan Cikarang ,‘1‘ chi c6 hiéu lyc dén ngay 14/09/2023.
Pusat, Kab. Bekasi, 2 2. Giai trinh vé viéc dia chi co s& san xuat trén GMP khéc v&i dia chi trong Site Master File:
Provinsi Jawa Barat, o + Dija chi trén gidy chirng nhan GMP: Kawasan Industri Delta Silicon 3, JI. Kapuk Timur Blok F23 No. 017, Desa/Kelurahan Cicau, Kecamatan Cikarang
Indonesia Pusat, Kab. Bekasi, Provinsi Jawa Barat, Indonesia.
+ Dia chi trong Site Master File: Delta Silicon 3, JL Kapuk Timur F23 No 17, Cikarang Pusat, Bekasi, West Java 17530, Indonesia.
45 |Chanelle Medical [Dublin Road, Loughrea, 30422/M68 — |Health Products VPDD Mega Lifesciences |Dé nghi Cong ty théng nhat tén va dia chi ding ky va thyc hién viéc thay d6i tén va dia chi theo quy dinh tai Théng tu 08/2022/TT-BYT
Co. Galway, Ireland 8 § Regulatory Authority Public Company Limited
g' (HPRA), Ireland Thai Lan tai TP. H6 Chi
N Minh
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46 [Reliance Life Dhirubhai Ambani Life NEW-WHO- FDA Maharashtra, India |MI Pharma Private B6 sung Bao cdo thanh tra GMP twong (rng Gidy chirng nhan, dwoc HPHLS va chirng thyc day di tinh phap ly (Tai liéu nop tai ho so 1a dénh gia bao
Sciences Pvt.Ltd. [Sciences Centre, Plant 4A, |GMP/CERT/ Limited céo khéc phuc, khong phai bao céo thanh tra dot 09-10/01/2023 clia co quan quan ly).
4B, 4C, 4D & 4E, R-282, KD/122493/ "
TTC Area of MIDC, Thane |2023/11/44 g
Belapur Road, Rabale 493 z
Navi Mumbai Thane 3
400701 Maharashtra o
State, India
47 |AKRITI General Block, Plot No. D- ([MT/006HM/ Medicines Authority, VPDD Multilateral BG sung chirng nhan EU-GMP con hiéu lyc va bdo cdo thanh tra twong rng, dugc hop phép héa lanh sy theo quy dinh.
PHARMACEUTICA |10, D-11, MIDC Industrial (2019 - Malta Trading Pte, Ltd tai Tp
LS PVT.LTD. Estate, Jejuri, Tal. a HCM
Purandar (Saswad), Dist. :
Pune-412303 3
Maharashtra, India o
48 |MYLAN Plot No 284/B, SK/016V/20 State Institute for Drug |MI Pharma Private Gidi trinh:
LABORATORIES Bommasandra- Jigani Link |22 Control (SIDC), Slovakia |Limited + Tai ban giai trinh cla céng ty va théng tin tai SMF: Suite 1, Suite 2, Suite 3 déu san xu4t ca thudc tiém nwéc va thudc déng khé, tuy nhién so d6
LIMITED - ONCO _ |Road, Industrial Area, nha xudng cdng ty cung cip: Suite 1 va Suite 2 chura cé théng tin vé viéc cac phong san xust thuc tiém bot ddng kho (chua thé hién phong déng
THERAPIES (OTL) |Anekal Taluk, 560105, ~ kho va phong xiép ndp), danh muc thiét bi chi cé 2 may déng khé. Chua giai trinh viéc san xuat dung mai tai nha xudng nao, san xuat kém tirng 16
Bangalore, India = san pham hay san xuat sdn pham déc 1ap dé cung cap chung cho céc san pham.
; + Tai bdo cdo thanh tra GMP cla Slovakia thé hién viéc thanh tra tap trung vao san pham thudc bt dong khé pha tiém Trastuzumab va chi dé cap
,O¢ t&i cdc hoat dong thyc hién tai Suite 3.
N + X4c nhan cla co quan quan ly duwoc Slovakia xac nhan pham vi gidy s6 SK/016V/2022 |a chitng nhan cho pham vi thu8c déc té bao (Céng ty mdi
chi cung cdp ban giai trinh clia co s& san xuit).
Do d96, dé nghi cdng ty ti€p tuc giai trinh 1am r& vé pham vi san xu4t cla tirng Suite va xac dinh viéc kiém tra clia co quan quan ly Slovakia d6i véi
pham vi tai Suite 3 hay ca Suite 1, Suite 2.
49 |Hetero Labs Unit-V, Sy. No.439, 440, |L.DIS.NO. Drugs Control VPDD Hetero Labs Gidy GMP d3 hét han hiéu lyc tir 31/07/2022. Dé nghi Cng ty thurc hién thi tuc cong b8 véi gidy GMP va bdo cdo thanh tra cap nhat cla Co quan
Limited Unit-V 441 & 458, TSIIC- 735/E1/201 Administration, Limited quan ly sé tai.
(* Cach ghi khac: |[Formulation SEZ Polepally (9 9 |Government of
Hetero Labs Village, Jadcherla Mandal, 8' Telangana, India
Limited) Mahaboobnagar District., S
Telangana State, India -
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50

Intas
Pharmaceuticals
Limited

Plot No 457 & 458, Village
Matoda, Bavla Road and
Plot No 191/218 P, Village
Chacharwadi, Tal -
Sanand, Vill: Matoda &
Chacharwadi - 382 210,
Dist. Ahmedabad, Gujarat
State, India

(Cach ghi khac: Plot No.-
457 - 458, Village-
Matoda, Bavla Road, And
Plot No: 191/218 P,
Village: Chacharwadi, Ta:-
Sanand, Dist. -
Ahmedabad, India-/ Plot
No. 457, 458, Village-
Matoda Bavla Road, Dist-
Ahmedabad, India)

22073449

20-07-2022

Food and Drugs Control
Administration, Gujarat
state, India

Accord Healthcare
Limited

B6 sung:

- Bdo cdo Thanh tra clia CQQL Duwoc sé tai twong (rng v&i gidy GMP d3 ndp, duoc sao chirng thuc, hop phéap héa lanh sy theo quy dinh

- Danh muc thanh tra GMP 3 ndm gan nhat
- Site Maste File cap nhat

- B4o céo ra sodt chat lwgng san phadm ddi véi tirng dang bao ché thudc vé trung.

51

Intas
Pharmaceuticals
Limited

Plot No. 457&458 Matoda
Plot No 191/218P
Chacharwadi Sarkhej
Bavla Highway,
Ahmedabad, 382210,
India

OGYEI/4728
2-5/2022

17-11-2022

National Institute of
Pharmacy and Nutrition
(OGYEI), Hungary

Accord Healthcare
Limited

BG sung:

- C4c yéu cau theo hd so danh gia GMP s tai & trén.

- Bdo cdo thanh tra twong (rng véi GCN EU-GMP dugc sao chirng thue, hop phédp hda lanh sy theo quy dinh.

52

Mylan (hodc M/s.
Mylan)
Laboratories
Limited

Plot No. 11,12 & 13,
Indore Sez (hodc Indore
SEZ hodc Indore Special
Economic Zone), Pharma
Zone, Phase I, Sector IlI,
District Dhar, Pithampur,
Madhya Pradesh, 454775,
India

07/2014

26-10-2021

Food and Drug
Administration Madhya
Pradesh, India

Van phong dai dién MlI
Pharma Private Limited
tai T.P H8 Chi Minh

B& sung bdo céo thanh tra s& SZ1/2017/CoPP/Mylan/001/(Pt-2)/616 ngay 15/9/2021 va béo céo thanh tra s& V/WHO-GMP/M-1/2021/5164 ngay
23/9/2021 (ban dwoc hop phép héa lanh sy, chirng thuc theo quy dinh) dwoc dé cap tai thu gidi trinh ca nha san xuat. Van thu s6 V/WHO-
GMP/M-1/2021 d3 ndp la ban théng bao céc ton tai clia dot kiém tra ngay 08 - 09/9/2021, khéng phai |a Bdo céo thanh tra.

53

Mylan (hodc M/s.
Mylan)
Laboratories
Limited

Plot No. 11, 12 & 13,
Indore Sez (hodc Indore
SEZ hodc Indore Special
Economic Zone hodc Sez),
Pharma Zone, Phase Il,
Sector Ill, District Dhar,
Pithampur, Madhya
Pradesh, 454775, India
(ORG-100011537 / LOC-
100022840)

OGYEI/2998
1-5/2021

22-02-2022

National Institute of
Pharmacy& Nutrition,
Hungary

Cong ty TNHH Viatris Viét
Nam

BG sung:

- Gidy chirng nhan GMP con hiéu lyc clia nwdc sé tai kém Bao cdo thanh tra twong ing (c6 cdng chirng va hop phap héa lanh sy).
- Bdo cao thanh tra GMP EUd3y du, khéng bi che khu3t néi dung, duoc Hop phép héa I3nh su theo quy dinh

Danh sach co s& can b6 sung, gidi trinh
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54 |Bharat Serums Plot No K-27, Jambivili NEW-WHO- Food & Drugs BharatSerums and 1. B6 sung:
and Vaccines Village, Anand Nagar, GMP/CERT/ Administration, Vaccines Limited + Bdo cdo thanh tra dwoc HPHLS, chirng thuc day dd tinh phép ly (tai liéu ndp tai hd so chua dwgc HPHLS, chirng thuc);
Limited Additional MIDC, KD/74397/2 Maharashtra State, India +B&o0 cdo ra soat chat lugng sdn pham hang ndm (PQR) d8i v&i tirng phan loai san pham.
Ambernath (East), Thane |019/11/265 Q 2. Gidi trinh:
421501, Maharashtra 54 8 + Dija chi tai GCN GMP chua théng nhat v&i SMF va Bdo cdo thanh tra:
State, India a Pia chi tai GCN GMP: Plot No K-27
5 Dia chi tai SMF va bdo céo thanh tra: K-27; K-27 part; K-27/1.
+ Tai muc Muc 4.1, muc 6.1 SMF thé hién tai Unit Il Production A sdn xuat ca hormon va thudc thudng. Dé nghi cong ty 1am rd: (1) thudc hormon
san xuat cé thudc loai hormon sinh duc cé tac dung trénh thai; (2) chi ra céc khu vue sdn xuat thudc hormon va thudc thuong.
55 |Mepro Unit I, Q Road, Phase IV Food & Drugs Control Lupin Limited Gidy GMP ndp trong hd so khéng phai clia NSX trong don dé nghi danh gia.
Pharmacuticals GIDC, Wadhwan, Administration, Gujarat
Private Limited Surendranagar, Gujarat, State, India
363 035, India
56 [The Madras 137-B, Old 15156/D1/4 Department of Food Cong ty TNHH M6t Thanh |B6 sung bao céo thanh tra day dU duwgc hop phap héa lanh sy theo quy dinh. Tai liéu d3 ndp 1a ban théng bao céc ton tai, chuwa phai ban thanh tra
Pharmaceuticals |Mahabalipuram road, /2020 Safety and Drugs Vién An Phat day da.
(cach ghi khac: Karapakkam, Chennai - _, |Control Administration
M/s. The Madras [600096, India S |Government of
Pharmaceuticals)[{cach ghi khac: 137-B, Old 3 Tamilnadu, India
Mahabalipuram road, 2
Karapakkam, Chennai - o
600 096, Tamilnadu, India)
57 |Dr. Reddy's Biologics, L.Dis.No.267 Drugs Control DR.Reddy's Laboratories |B6 sung gidy chirng nhan GMP cap nhat con thoi han hiéu lyc kém theo Bao cdo thanh tra twong (rng, duoc hop phéap héa lanh sy va chirng thyc
Laboratories Ltd. |Survey. No. 47, 0/A3/2019 Administration Ltd theo quy dinh.
Bachupally (V), Government of
Bachupally (M), Medchal Telangana - India
Malkajgiri (DIST.),
Telangana (State), India Q
(Cach viét khac: 8
Survey. No. 47, 3
Bachupally Village, <
Bachupally Mandal,
Medchal Malkajgiri
District, Telangana, India-
500090)
58 [Karnataka Plot No. 14, Il Phase, DCD/SPCL/C _, |Office of the Drugs Céng ty TNHH Mét thanh |Giai trinh:
Antibiotics Peenya Industrial Area, R405/21-22 S |[Controller, State of vién An Phat - Théng tin vé thai gian cla gidy chirng nhan GMP va ngay ky khac nhau. D& nghi cung cap: van ban xac nhan dugc ky béi co quan cdp GMP, ban cé
Pharmaceuticals [Bengaluru 560 058, India E Karnataka, India hop phép hoa lanh su.
Limited g - Tinh trang trang web tra cru ma cong ty d3 cung cap hién khéng hoat déng.
59 |Dr.Reddy's Survey No. 42p, 43, 44p, |DE_BY_04_ Co quan thdm quyén VPDD Dr. Reddy Coéng ty dé nghi cap nhat gidy GMP EU. Tuy nhién, dia chi co s& trén gidy GMP EU khéng théng nhat véi dia chi trén gidy GMP s& tai. Dé nghi giai
Laboratories Ltd. - [45p, 46p, 53, 54 & 83, GMP_2022_| Btrc (Regierung von Laboratories Ltd trinh sy khac biét vé céc "Survey" trong 2 gidy chirng nhan.
FTO Unit 2 Bachupally Village, 0144 S |Oberbayern), Germany
Bachupally Mandal, :
Medchal Malkajgiri :
District, Telangana State, ©
500 090, India
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60 |Torrent Torrent Pharmaceuticals |DE_BY_05_ Co quan tham quyén Torrent Pharmaceuticals |B& sung:
Pharmaceuticals |Ltd. - Indrad Plant GMP_2019_ burc LTD - Ban cap nhat Gidy chirng nhan GMP, dwoc hop phap héa lanh sy va chirng thuc theo quy dinh.
Ltd Near Indrad Village, 0034 - Cc tai liéu theo quy dinh tai khoadn 2 Diéu 98 Nghi dinh 54.
Taluka Kadi, District
Mehsana Gujarat 382721,
India
(Céch viét khac: Indrad - a
382721, Dist. Mehsana, S
Gujarat, India / Indrad - 3
382721, TAL - Kadi, Dist - Q
Mehsana, India / Indrad -
382721, Tal: Kadi, city:
Indrad, Dist: Mehsana -
India)
61 [Glenmark Village Kishanpura, Baddi- [HFW-H o Health & Family VPDD Glenmark B& sung so dd téng thé co s& san xuat tai dia chi "Village Kishanpura, Baddi-Nalagarh Road, Tehsil Baddi, Distt, Solan (H.P.) 173 205, India" thé hién
Pharmaceuticals |NalagarhRoad, Tehsil (Drugs) S |Welfare Department Pharmaceuticals Ltd. rd tirng tda nha/ khu vire kém theo théng tin vé hoat dong tai tirng khu vire (Tai co' s& san xuit c6 cac Unit khac).
Ltd. Baddi, Distt, Solan (H.P.) [249/05 E Himachal Pradesh, India
173 205, India it
(o]
62 |M/s. Shilpa PLOT NO. S-20 TO S-26, L.Dis.No:112 Drugs Control VPDD Mi Pharma Private |[1.B6 sung:
Medicare Limited |PHARMA SEZ ,TSIIC, 857/TS/202 Administration - Ltd tai TP HCM - Gidy Gy quyén clia Nha san xudt cho co s& dé nghj céng bé.
GREEN INDUSTRIAL PARK, (3 Government of - Danh muc dot thanh tra GMP trong 3 ndm gan day, cé day du théng tin cla dot thanh tra gan nhat.
POLEPALLY VILLAGE, Telangana, India - Bdo cdo ra soat chat lwgng san phdm cho dang bao ché thudc tiém vé trung dang ldng.
JADCHERLA MANDAL - S0 d6 nha xudng ban in mau rd rang thé hién tirng khu vyrc san xuat (tén phong, cap sach, chénh ap, dwdng di clia con ngudi, nguyén liéu ...). Ban
MAHABOOBNAGAR da ndp |a ban in den tring.
DISTRICT TELANGANA e 2. Giai trinh: Co s& san xu4t ca thudc tiém thudng va thudc tiém doc té bao, tuy nhién ndi dung SMF khédng mb ta rd viéc san xuat trén day chuyén
STATE, INDIA PIN509301., 8 riéng d6i voi cac san phdm ddc t&€ bao. D& nghj cdng ty gidi trinh.
POLEPALLE VILLAGE, 8
JADCHERLA MANDAL, S
MAHABUBNAGAR
DISTRICT,PINCODE
509301, TELANGANA
STATE,INDIA
63 |Bharat Survey No.144&146, 22103584 Food & Drug Control Bharat Parenterals B& sung Bao cdo thanh tra twong (ng véi gidy GMP (ngay 7-28/9/2022 va ngay 13/10/2022) va SMF c&p nhat.
Parenterals Jarod Samlaya Road, Tal- Q  [Administration Gujarat |Limited
Limited, India Savli, City: Haripura, Dist. 8. state, India
Vadodara, Gujarat State, 3]
India 3
64 |Globela Pharma (357 & 358, G.I.D.C., 21092896 Food & Drugs Control Globela Pharma Pvt. Ltd. [B& sung:
Pvt. Ltd. Sachin, SURAT-394 230, _, |Adminisitration, Gujarat - S0 d6 mat bing téng thé cla cd nha may cd chd thich hoat dong tai tirng khu vire sdn xuat (tai cc tang) & ca Block | va Block I1.
Guijarat State, India S |State, India - So' d6 nha xudng Block | (san xuat thudc doc t& bao): ban in rd rang thé hién hoat dong tirng khu virc san xuat.
; - So d6 nha xuwdng Block Il ¢ thé hién chu thich tai cac layout san xuat (ground floor, first floor, second floor, third floor) thé hién dudng di cla
2 nguyeén liéu, con ngudi, chénh ap, cap sach.
- - So d5 hé thdng khi nén cho ca 2 block.
65 |[Lincoln Trimul Estate, Khatraj, Tal-|2062009 o |Food & Drugs Control Cong ty TNHH Thuong B& sung Gidy chirng nhan dép (rng nguyén tic WHO-GMP con hiéu lyc va bao céo thanh tra twong (ng duoc hop phap héa lanh sy day da theo quy
Pharmaceuticals |Kalol, Gandhinagar, § Administration, Gujarat, [Mai Thanh Danh dinh.
Ltd. Gujarat State, India g India
3
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66 [M/sDr.Reddy's |Formulation Unit6, Vill. [HFW- _, |Health & Family M/s Dr.Reddy's B6 sung:
Laboratories Ltd. |Khol, Nalagarh Road, H(Drugs)471 S |Welfare Department Laboratories Ltd. - So d6 téng thé nha may (in rd rang);
Baddi, Dist. Solan (HP) /05 Vol-VilI : Himachal Pradest, - Bo cdo thanh tra chia WHO-GMP dot gan nhat ngay 07/09/2021, dugc sao chirng thyre theo quy dinh.
173205, India g Baddi, Distt. Solan- India
67 |M/sDr.Reddy's |Formulation Unit 6, Vill. |002/2023/R " National Agency for M/s Dr. Reddy's BG sung:
Laboratories Ltd. |Khol, Nalagarh Road, (e} S |Medicines and Medical |Laboratories Ltd. - Theo hd so dénh gid GMP nudc s& tai.
Baddi, Dist. Solan (HP) E Devices (NAMMD), - Bdo cdo thanh tra EU-GMP dot 09-13/05/2022 clia Romania, duoc sao chirng thuc theo quy dinh.
173205, India ; Romania
68 |Dr. Reddy's Process Unit-01, Survey  |032/2022/R National Agency for Van phong dai dién Dr. B6 sung bdo cdo thanh tra (ban day d dwoc hgp phap héa lanh sy theo quy dinh) tuong (ng véi gidy chirng nhan EU-GMP d3 ndp (Tai liéu ndp
Laboratories No: 57 to 59, 60, 62&72, |O Medicines and Medical |Reddy's Laboratories kém tai hd so chi la cdng van dinh kém danh sach cac ton tai, khéng phai ban bdo cdo thanh tra ddy dd).
Limited, FTO-SEZ |Sector No.9- 14 and 17 - ~ devices from Romania |Limited tai thanh ph& H6
20, Devunipalavalasa g Chi Minh
(Village), Ranasthalam E
(Mandal), Srikakulam :
(District), Andhra Pradesh e
- 532409, India
69 [Baroque 192/2 & 3, 190/1 and 23033940 ~ |Food & Drug Control Baroque Pharmaceuticals |B& sung day da Annex danh muc san phdm kém theo clia bdo cdo thanh tra da ndp.
Pharmaceuticals |202/9, Sokhada-388 620, S |Administration, Gujarat |PVT.LTD
Pvt. Ltd Tal-Khambhat, Dist- 3 State, India
Anand, Gujarat State, E
India ©
70 |Eurolife Khasra No.520 17P1/118/2 w |Medical Health & Céng ty TNHH dugc BG sung day dU Annex danh muc sdn phdm kém theo clia bdo cdo thanh tra dd nop.
Healthcare Pvt, Bhagwanpur, Roorkee, 007/3667 S |Family Welfare, pham Y - Med
Ltd. Unit-I Distt. Haridwar, -247667 2 Sahastradhara Road,
Uttarakhand (India) 2 Dehradun
o (Uttarakhand) India
71 |Eurolife Khasra No.242, 17P/169/20 Medical Health & Cong ty TNHH dugc B6 sung day di Annex danh muc san phdm kém theo clia bdo cdo thanh tra da ndp.
Healthcare Pvt, Bhagwanpur, Roorkee, 09/3665 Family Welfare, phdm Y - Med
Ltd. Unit-II Distt. Haridwar, -247667 Sahastradhara Road,
Uttarakhand (India) Dehradun
*Cach viét khac: (Uttarakhand) India
Khasra No-242, Village "
Bhagwanpur, Roorkee, =]
Dist. Haridwar, 2
Uttarakhand, India hodc g
Khasra No.242, Village N
Bhagwanpur, Roorkee,
Distt.-Haridwar,
Uttarakhand, India)
72 |Amanta Plot No. - 876, N.H. No. - |22123777 ~ Food &Drugs Control APC Pharmaceuticals & B8 sung Bdo céo thanh tra ban day dd kém theo danh muc san pham tuong ng véi Gidy GMP da nop duoc hop phap héa theo quy dinh.
Healthcare Ltd 8, Village - Hariyala, Tal. - S |Administration, Gujarat |Chemical Limited
Matar; Dist. - Kheda - 387 : State, India
411, Gujarat State, India. E
73 |SANCE VI/51B, P.B. NO. 2, ML1. o |Drugs Controller & Lupin Limited BG sung:
LABORATORIES KOZHUVANAL, PALA 17414/2019 § Licensing Authority, - Bdo cao thanh tra GMP tuong (rng véi gidy GMP d3 ndp, dugc sao cong chirng hop phép hda lanh sy theo quy dinh.
PVTLTD KOTTAYAM - 686573, /DC g' Government of Kerala, - So' dd nha xudng san xuat thudc vé trung thé hién dwong di clia con ngudi, nguyén vat liéu, chénh ap, cap sach...la ban in rd rang.
KERALA, INDIA 5 |India

Danh sach co s& can b6 sung, gidi trinh

Trang 12/ 20 bot 33



STT

TEN CO SO’ SAN
XUAT

PIA CHI

GIAY CH.
NHAN

NGAY
CAP

CO’ QUAN CAP

DN DE NGHI CONG BO

NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH

74

Geltec Private
Limited

Sr.No 24, 26/3, 27/2
Yadavanahalli Attibele,
Bangalore - Hosur Road,
Bangalore, Karnataka 562
107, India

( Cach ghi khac:

Sr.No 24, 26/3, 27/2
Yadavanahalli Attibele,
Bengaluru - Hosur Road,
Bengaluru, Karnataka 562
107, India

DCD/SPL.CEL
/CR-
218/2022-
23

23-01-2023

Drugs control
Department of
Karnakata, India

Paradigm pharma
(Thailand) Co., Ltd.

B& sung bao céo thanh tra GMP twong (rng v&i gidy GMP s& tai d3 ndp, dwoc chirng thuc hop phap héa lanh sy theo quy dinh.

75

Unison
pharmaceuticals
Pvt. Ltd.,

Plot no - C/6, Steel Town,
Opp Nova Petro, At &
Post- Moraiya; Tal-
Sanand, City.-Moraiya
(hodeMoraiya) - 382213,
Dist. - Ahmedabad,
Gujarat State, India.

22073423

13-07-2022

Food & Drug Control
Administration, Gujarat
state, India

Nibblen Life sciences
Private Limited

Cong ty dé nghi bé sung céc cach ghi khéc cla dia chi nha may. Tuy nhién, Cuc Quan ly Dugc chi cong bs theo ding thong tin trén Gidy chirng nhan.

P& nghi cong ty thue hién tha tuc thay d6i théng tin theo hwdng dan clia Thong tu 08/2022/TT-BYT vé Ding ky thudc.

76

Sotac
Pharmaceuticals
Ltd (Tén khac la
Sotac
Pharmaceuticals
Pvt.Ltd)

Plot No. PF/21 & PF 22/A,
Sanand GIDC-II, Charal
Industrial Estate, Sanand -
382 110, Dist. -
Ahmedabad, Gujarat
state, India (cach ghi
khéac: Plot No. PF/21,
Sanand-GIDC-II, OPP Teva
Pharma, City: Sanand-
382110, Dist. -
Ahmedabad Gujarat
State, India ; Cach ghi
khéc: Plot No. PF-21,
Sanand-GIDC-II, OPP.
Teva Pharmaceuticals,
Sanand, District -
Ahmedabad, Gujarat,
India)

23074414

17-07-2023

Food & Drug
Administration,
Gandhinagar, Gujarat
State, India

Céng ty TNHH MTV An
Phat

B& sung day di Annex danh muc san phdm kém theo clia bao cdo thanh tra da ndp.

77

TherDose Pharma
Private Ltd

Plot No.118, 119 &120,
Sy.No.342, Road No.6,
ALEAP Industrial Estate,
Opp: JNTU, Pragathi
Nagar, Kukatpally,
Medchal (Disstrict) — 500
090, Telangana, India

L. Dis.
No.3294/Sto
res/TS/2018

10-04-2019

Drugs Control
Administration
Government of
Telangana, India

Cong ty TNHH Y té canh
clra Viét

BG sung:
- Gidy chirng nhan GMP con hiéu lyc va bao cdo thanh tra twong &ng, duwgc hgp phap hoéa lanh sy theo quy dinh
- Bao cdo ra soat chat lugng san pham dinh ky (PQR) d&i véi tirng dang bao ché vo trung.

78

M/s. Micro Labs
Limited

Unit-Ill, R.S.No.63/3 & 4,
Thiruvandar Koil,
Puducherry-605 102, India

DDC/U.II/W
HO-

GMP/2019-
20/04(R)-07

21-12-2022

Government of
Puducherry Department
of Drugs Control, India.

VPBD Micro Labs Limited
tai TP Ha Noi

BG sung:

- Bo cdo thanh tra day du, duoc dugc sao chirng thyc theo quy dinh. Bdo céo thanh tra ngay 13-14/10/2022 twong (ng vdi gidy chirng nhan GMP

mé&i ma cdng ty ndp |én chuwa day du (Tai liéu ndp trong ho so |a thu théng bao + mét phan clia 1/Join Inspection report + 2/List of product).

- 50 d6 nha xudng ban in rd rang, day dd, thé hién tirng khu vire san xuat (tén phong, cap sach, chénh ap, dudng di clia con ngudi, nguyén lidu ...).

Ban d3 ndp chi bao gébm 1 so dd téng quét clia nha may.

Danh sach co s& can b6 sung, gidi trinh

Trang 13 /20

bot 33



TEN CO’ SO’ SAN . GIAY CH. | NGAY P - N < R a [P 2 N
STT XUAT PIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
79 |Aizant Drug Sy. No. 172/173, Apparel |82552/TS/2 Drugs Control Lotus International Pte.  |B& sung:
Research Park Road, Doolapally 022 Administration Ltd. + Gidy Oy quy@n cla nha san xuat cho co s& ndp ho so.
Solutions Private |Village, Dungigal ~ |Government of + Gidy chirng nhan GMP cap nhat con hiéu lyc, cé ddy da pham vi va théng tin vé viéc ap dung WHO-GMP, dugc HPHLS va chirng thyc theo quy
Limited Gandimaisamma Mandal, S |Telangana, India dinh. (Gidy chirng nhan GMP nép tai hd so khéng cé6 pham vi va ndi dung tun thd theo Schedule M).
Medchal - Malkajgiri : + Bdo cdo thanh tra GMP tuong ng, dugc HPHLS va chirng thyc theo quy dinh.
District, Pincode 500100, 3 + Layout nha xudng cu thé cho Block A va Block B (Layout ndp tai hd so chua cu thé cho Block nao).
Telangana State, India o +Lam r& phan loai thudc ung thu/ hoat tinh cao san xu4t tai Block A.
80 |Aizant Drug Mfg. Block A and Block B, |[MT/003HM/ Medicines Authority of |Lotus International Pte.  |B& sung:
Research Survey No 172/173, 2019 Malta (MAM) Ltd. + Gidy Oy quyén cla nha san xuat cho co s& ndp ho so
Solutions Pvt Ltd [Apparel Park Road, + Gidy chirng nhan GMP cap nhat con hiéu luc, dwoc HPHLS va chirng thue theo quy dinh. (Gidy chirng nhan GMP ndp tai hd so da hét hiéu lyc tai
Doolapally Village, ] thoi diém ndp hd so).
Dungigal - g + Bao cdo thanh tra GMP tuong tng, dugc HPHLS va chirng thuce theo quy dinh.
Gandimaisamma Mandal, g. + Layout nha xudng cu thé cho Block A va Block B (Layout ndp tai hd so chua cu thé cho Block nao).
Medchal - Malkajgiri Q + Lam r& phan loai thudc ung thu/ hoat tinh cao san xuét tai Block A va giai trinh vé pham vi tai gidy chirng nhan GMP cla Malta khéng d@ cap téi
District, Hyderabad- 500 c4c dang thudc cé hoat tinh cao.
100, Telangana State,
India
81 [Brassica Pharma |Plot no. T-68, T-68 (PT), T- INEW-WHO- Food & Drug Bharat Serums and B& sung:
Pvt. Ltd 63, MDIC, Tarapur, Boisar (GMP/CERT/ N [Administration M.S. Vaccines Limited - S0 d6 nha xudng ban in rd rang thé hién cap sach, chénh ap tirng khu virc san xuat.
[W], Thane 401502 KD/108760/ 8. Bandra- Kurla Complex, - Phy luc vé danh muc san pham (Annex 1) clia bdo cdo thanh tra da nop.
Maharashtra State- India [2022/11/40 $ Bandra (E), Mumbai-
258 S |india
82 |Medreich Limited |No. 4/3, Avalahalli, DCD/SPL.CEL ~ Drug Controller VPDD Paradigm Pharma [B& sung:
Anjanapura Post, /CR- S |Department Karnataka, |(Thailand) Co.,Ltd tai TP [+ Danh muc céc dot thanh tra GMP trong 3 ndm (c6 bao gdm céc dot thanh tra cla India va TGA);
Kanakapura road, 1040/2022- S Bangalore, India HCM + Bdo cdo thanh tra GMP tuong (ng v&i GCN GMP nudc s& tai (India), duwgc HPHLS va chirng thyc day @0 tinh phap ly.
Bengaluru - 560062, India |23 : +S0 d6 mat bang téng thé, so dd chi rd tirng block va tirng khu vurc san xuét tai Block d6 (Layout tai hd so chua chi rd 1a clia Block nao, trong khi
- nha mdy c6 5 Block).
83 |Medreich Limited |Manufacturing Unit lll, MI-2021-CE- Therapeutic Goods VPDD Paradigm Pharma  [B& sung céc tai liéu duoc yéu cau tai hd so cong b8 GMP nudc s& tai bén trén dé duoc cong bd GMP cla TGA.
4/3, Avalahalli, 14043-1 @ |Administration (TGA), (Thailand) Co.,Ltd tai TP
Anjanapura Post, g. Australia HCM
Kanakapura road, g
Bengaluru - Karnataka N
560062, India
84 [M/s. Zenara Plot. No. 83/B, 84, 87-96, |L.Dis. No. Drugs Control RV Group (S) Pte. Ltd. BG sung:
Pharma Pvt. Ltd, |Phaselll, .D.A,, 0148/A3/20 Administration - Gidy Gy quyén clia CSSX cho co s& ndp ho so.
Cherlapally, Hyderabad - (21 Government of - Bao cdo thanh tra day dd cho cac pham vi d& nghi danh gia. Bao cdo thanh tra d3 ndp ngay 9-10/07/2020: chi thanh tra va cap phép cho mét san
500 051, Telangana, India o Telangana, India pham vién nén Favipiravir tablets 200mg, trong khi pham vi chirng nhan GMP danh cho xuat khau Ia nhitng san phadm khac.
= - Danh muc dot thanh tra GMP trong 3 nam gan day.
S - SMF d3ay dd theo hudng dan ciia WHO, trong dé:
g + S0 d6 nha xwdng ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh ap ...).
- + Danh muc céc nha san xuat va co s& kiém nghiém theo hop dong .
+S0 d6 hé théng xtr ly nwdc.
+ Danh muyc céc thiét bj san xu4t va kiém nghiém chinh.
85 [Gufic Biosciences |Survey No. 171, N.H.No. [21092905 Food and Drugs Control |Cong ty CP DP & TBYT BG sung:
Ltd., Unit 2 8, Near Grid, Kabilpore, < |Administration, Gujarat |C.A.T - Ban v& layout clia toan bd co s& san xuét tai dia chi dang ky (gdm tat ca cac building, khu virc).
396 424, Navsari, Gujarat 8 State, India - Lam rd vai trd cla cac déi tdc hgp dong trong Appendix 4B (Loan license party), 4C (P2P/Third party) trong SMF d3 ndp.
State, India 3 - Ban v& so d nguyén ly hé théng san xuat nudc PW va WFI (Appendix 7 cia SMF).
S - Bdo cdo ra sodt chat lwgng san phdm dinh ky (PQR) cla sdn pham cé dang bao ché dung dich thé tich nhé déng lo, dang déng Pre-fill syringe, dang
ddng Dual chamber syringe.
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86 |Gufic Biosciences |Survey No. 171, No. 8 OGYEI/2998 ~ |National Institute of Cong ty-CP DP & TBYT B6 sung:
Limited National Higtway, Near 5-2/2022 § Pharmacy and Nutrition |C.A.T. - Theo yéu cau cla hd so danh gid GMP s& tai & trén.
Grid Kabilpore, Navsari, g' (OGYEI), Hungary - Bdo cdo thanh tra EU-GMP, duoc sao chirng thuc, hgp phap hda lanh sy theo quy dinh.
396 424, India 9
-
87 |Associated Vill. Kishanpura, Guru HFW-H Health & family'Welfare |VPDD AR Tradex Private |B& sung:
Biotech Majra Road, Nalagarh (Drugs) Department, Himachal |Limited tai TP HCM - Gidy chirng nhan GMP theo WHO Format (nhu tai liéu HFW-H [Drugs] 18/06 (Vol-IV) cdp ngay 28/04/2021 d3 cung cip trong Annex clia SMF) va
Road, Baddi, Distt. Solan |18/06 (Vol- Pradesh, Baddi, Distt. Bdo cdo thanh tra twong (rng clia Co quan quan ly nuwdc s tai cap nhat, con hiéu lyc, dugc sao chirng thuc theo quy dinh (hgp phép héa lanh sy,
[HP], India V) Solan., India cong chirng ...). Tai thoi diém cong b6, gidy chirng nhan GMP d3 ndp d3 hét han hiéu lyc.
N - Danh muc dot thanh tra GMP trong 3 ndm gan day, cé théng tin Thoi gian dgt thanh tra, Co quan tién hanh thanh tra.
8 - Gidy Gy quyén clia co s& san xudt cho co s& dé nghi cong bad.
$ - SMF d3y dd cac phu luc theo hudng din cia WHO-GMP/PICs-GMP/EU-GMP, trong d6:
IS + Noi dung SMF mé ta rd viéc sdn xuat trén day chuyén riéng d6i véi cac san phadm khéng sinh Cephalosporin.
+ S0 d6 nha xudng ban in rd rang thé hién tirng khu vyre san xuat (tén phong, cap sach, chénh ap, dudng di clia nguyén liéu, con ngudi ...).
+ S0 d6 téng quat cac building san xuat.
+ Danh muyc cac nha san xuat va co s& kiém nghiém theo hgp déng.
88 [M/s Consern Focal Paint, Village & Post |5247/2019 o |Food & Drug Cong ty TNHH Dugc B8 sung gidy chirng nhan GMP va bao cdo thanh tra twong (rng cap nhat, con hiéu lyc, dwgc sao chirng thire theo quy dinh (hop phép héa lanh su,
Pharma Limited  |Office Tibba, District § Administration, Punjab, [phdm Birc Anh cbng chirng ...). Bdo cao thanh tra da ndp chi 1a ban in, khéng dwoc hop phéap héa lanh sy; tai thoi diém cong bé, gidy chirng nhan GMP d3 hét han
Ludhiana, Punjab, India g India hiéu lyc.
N
(o]
89 [Delta Biopharma |Plot No. 58, Block-C. HMFO07- Drugs Control VPBD Contract 1.B8 sung:
Private Limited Industrial Park, Menakur |19024/232/ " Administration, Andhra |Manufacturing and - So d6 mét bang téng thé cta toan bd co sé.
Village, Naidupeta 2022-DD- S |Pradesh, India Packaging Services Pty Ltd|- D3y d0 cac so 6 mit bang cac khu vire sdn xuat, thé hién ré duong di chuyén nguyén vat liéu, thanh pham, cap sach, chénh 4p cac phong.
Mandal, Tirupati District - |DDCA 3 - Danh séch cac dgt thanh tra trong 3 ndm gan nhat clia CSSX.
524 126. Andhra Pradesh, S‘, - Thu xdc nhan cdia CQQL vé céc cach ghi dia chi ctia cing mdt CSSX. Dia chi trén bdo cdo thanh tra khac dia chi trén gidy GMP.
India o 2. Giai trinh vé viéc Bdo céo thanh tra d3 ndp khéng cé pham vi thuéc cém.
90 |Cadila 1389, Trasad road, 22113688 ~ |Coauanquanlyduoc |Cadila Pharmaceuticals D& nghj Cong ty thurc hién tha tuc thay d6i dia chi co s& san xuat theo quy dinh clia Théng tw 08/2022/TT-BYT dé thdng nhat cac dia chi.
Pharmaceuticals |Dholka, City: Dholka - =] An Do (FDA Limited
Limited 382225, district: : Gandhinagar, Gujarat
Ahmedabad, Gujarat, : state, India)
India i
91 [Raptakos. Brett & |1st Pokhran Road, Shastri [NEW-WHO- Food and Drugs Raptakos. Brett & Co; Ltd |Gidy chirng nhan GMP d3 hét hiéu luc tir ngay 26/01/2023, dé nghi b6 sung Gidy chirng nhan GMP con hiéu lyc va bao cdo thanh tra tuong ¢ng,
Co;Ltd Nagar, thane 400606 GMP/CERT/ ° Administration M.S. dugc hop phap hda lanh sy theo quy dinh
KD/84486/2 S [Bandra - Kurla complex,
020/11/308 | 2 |Bandra (E), Mumbai,
48 ,O¢ Maharashtra State, India
o~
92 |Raptakos. Brett & |100/2 Dhatav, M.I.D.C, NEW-WHO- Food and Drugs Raptakos. Brett & Co; Ltd |B6 sung:
Co;Ltd Roha, Raigad 402116, GMP/CERT/ — |Administration M.S. - Ban con hiéu Iy, in rd rang clia Gidy phép san xuit. Ban da ndp da hét han vao ngay 31/12/2021.
Maharashtra State, India |KD/93095/2 S [Bandra - Kurla complex, - Bao cao thanh tra phu hop véi pham vi gidy chitng nhan GMP dwoc hop phép héa lanh sy theo quy dinh.
021/11/361 & |Bandra (E), Mumbai, - So d6 nha xwdng, ban in rd rang thé hién rd dudng di clia nguyén liéu, ngudi; cap sach, chénh ap gitta cac khu viec; hé théng HVAC, hé théng nudc.
68 3 Mabharashtra State, India - Danh muc thiét bj tai khu virc san xuat.
o~
93 |Cubit Lifesciences |Plot No. 39-40, Ozone 20102281 FDA Gujarat, India Nibblen Life Sciences B6 sung gidy chirng nhan GMP cap nhat con hiéu lyc va bao cdo thanh tra GMP tuong (rng, dwoc HPHLS va chirng thuc theo quy dinh.
LLP Industrial Park, AT & Post. ° Private Limited
- Kerala - Bhayla, NR. §
Kerala GIDC, Tal.-Bavla, S
Dist.- Ahmedabad -382 by
220, Gujarat State, India -

Danh sach co s& can b6 sung, gidi trinh

Trang 15/ 20 bot 33




TEN CO’ SO’ SAN . GIAY CH. | NGAY Pe - A ~ & A Fm S = A N
STT XUAT PIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
94 |Lupin Limited A-28/1, M.I.D.C. NEW-WHO- Food & Drug VPBD. Lupin Limited tai B6 sung:
CHIKALTHANA, GMP/CERT/ Q  |Administration, Tp HCM - Ban in rd nét hodc file mém cac so d6 (so d6 mat bang téng thé, so d6 mat bang day chuyén san xuat...).
AURANGABAD AD/87979/2 g Mumbai, Maharashtra - Danh muc cdp nhat dot thanh tra GMP trong 3 ndm gan day.
AURANGABAD 431210 020/11/315 ?:; state, India - Bo cdo thanh tra clia Co quan quan ly nudc sé tai twong ng véi Gidy chirng nhan GMP d3 ndp trong hd so, ban duoc hop phap héa lanh sy,
MAHARASHTRA STATE, 25 b chirng thuc theo quy dinh.
INDIA
95 [GMH Organics Plot No. 05, Vill-Kunjhal, |HFW-H State Drugs Controller, |VPDD Genedrift Solutions [Co s& san xuat cé ddu hiéu nghi ngér khéng tuan thi GMP (san xudt chung gitta Penicilin va Cephalosporin, st dung nguyén liéu APl khéng dat chat
Jharmajri, Baddi, Distt. [Drugs] @ [Health'& Family LLP tai Tp. HCM luwgng). Cuc QLD s& ti€n hanh dénh gid thuc té tai co s& san xuét.
Solan [H.P.], India 172/07 g Welfare Department,
:. Himachal Pradesh, India
b5
96 |DCI Vidyanagar, Margao - 28/MFG/CE Food & Drug VPDD Genedrift Solutions [1. B8 sung:
Pharmaceuticals [Goa, 403601 India RT/DFDA/20 Administration, LLP tai Tp. HCM - Gidy Gy quyén cla co s& san xuat cho co s& ndp hd so danh gid dap &rng GMP.
Pvt. Ltd. 21/3826 < |Government of Goa, - C4c so d6 phan cip sach, so d6 phan bd chénh ap cla khu vire san xuat tai Annex 6 clia SMF.
8. India - Danh muc day du cac thiét bi sdn xuat tai Annex 8 cia SMF.
SI' - Bo cdo thanh tra GMP nudc s& tai twong ng véi gidy GMP d3 ndp, duoc sao chirng thye, hgp phap héa I3nh sy theo quy dinh (ban d3 ndp trong
3 h so chura dwgce hop phap hoa lanh suy).
2. Giai trinh: Theo bdo céo ra soat chat lvgng ndm 2020 cta san pham Ranitidine injection BP ndp trong hd so, san phadm déng trong ampoule 2mL
nhung c6 thé tich déng la 10mL.
97 |Nectar Vill. Bhatolikalan HFW-H State Drugs Controller, |Céngty CP Duoc - Thiét [B& sung:
Lifesciences Ltd. |(Adjoining Jharmajri, [Drugs] ™ |Health & Family bi Y t& Da Ndng - Gidy Uy quyén clia co s& san xudt cho co s& ndp ho so danh gia dap trng GMP.
(Unit-V1) EPIP), P.O. Barotiwala, 346/06 (Vol- 8 Welfare Department, - Gidy GMP nudc s& tai cap nhat, kém bao cdo thanh tra twong trng, ca hai dwoc sao chirng thyc theo quy dinh.
Tehsil Baddi, Baddi, Distt. |V) 8. Himachal Pradesh, India - C4c ban vé tai Appendix 6 va 7 ciia SMF duoc in rd rang hodc ban mém.
Solan (H.P.), India S - B4o céo ra sodt chat lwgng san phadm dinh ky (PQR) clia dang bao ché thudc bét pha tiém.
98 |[Vivimed Labs Ltd. |D125 & 128, Phase llI, 524/E/2020 Drugs Control Omnicals Pharma Private |B6 sung:
I.D.A, Jeedimetla, Administration, Limited - Gidy Gy quyén clia co s& san xuat cho co s& ndp hd so danh gia dép &rng GMP.
Medchal-Malkajgiri Government of - Gidy GMP nudc s& tai cap nhat, kém bao cdo thanh tra twong trng, ca hai dwgc sao chirng thyc theo quy dinh.
District - 500 055 Q [Telangana, India - Danh muc cac dot thanh tra GMP tai co s& trong 3 ndm gan day.
Telangana State, India g. - Gidy phép san xuat cla co s& tai Appendix 1 ctia SMF.
S - Appendix 3 ctia SMF.
Q - T4t ca cac ban v& duoc liét ké tai Appendix 6E clia SMF, dugc in rd rang.
- Ban v& so d6 nguyén ly hé théng nuwdc tai Appendix 7 clia SMF.
- Danh muyc thiét bj san xu4t va kiém nghiém tai Appendix 8 clia SMF.
99 [Maxheal Plot No. J-7, MIDC, NEW-WHO- Food & Drugs Céngty TNHH TM Thanh  [B6 sung:
Pharmaceuticals |Tarapur Industrial Area, |GMP/CERT/ Administration, Danh - Gidy Gy quyén clia co s& san xuat cho co s& ndp hd so danh gia dép &rng GMP.
(India) Limited Boisar, Palghar 401506, KD/76880/2 9 |Maharashtra State, India - Gidy GMP nudc s& tai cap nhat, kém bao cdo thanh tra twong rng, ca hai dwgc sao chirng thyc theo quy dinh.
Maharashtra State, India |019/11/268 8 - Gidy phép san xuét cla co s& tai Annex 1 clia SMF.
00 S - Layout t&ng thé toan bo site clia nha may (Site layout/site plant).
8 - Céc ban vé so d6 mit bang, so d6 phan cap sach, so d6 phan bs chénh ép, so d6 dwong di chia nguoi, nguyén liéu, san pham tai Annex 4 clia SMF,
duocin rd rang hodc ban mém.
- Danh muc céc sadn phdm kém dang bao ché va hoat chit duwoc san xuit tai co sé.
100 |Sun Pharma 6-9, EPIP, Kartholi, Bari DFO/D- o |Drugs & Food Control VPDD Sun B6 sung:
Laboratories Brahmana, Jammu, India |735/6054 § Organization J&K, Pharmaceutical - Gidy GMP nudc s& tai cap nhat, kém bao cdo thanh tra twong trng, ca hai dwoc sao chirng thuc theo quy dinh.
Limited g Patoli, Jammu, India Industries Ltd. tai thanh |- Cac ban vé so d6 mat bing, so d6 phan cap sach, so dd phan bd chénh ap, so d6 duong di clia ngudi, nguyén liéu, san pham (tai Appendix 6 cla
l(:" phé H8 Chi Minh SMF) dugc in rd rang hodc ban mém.
101 [Legency Kh. No. 132/2 & 133/2, HFW-H State Drugs Controller, |Prime Pharmaceuticals B& sung:
Remedies Pvt. Village Katha, Baddi, [DCA] 42/09 « |Himachal Pradesh, India |Private Limited - Gidy Gy quyén clia co s& san xuat cho co s& ndp hod so danh gia dép &rng GMP.
Ltd. Distt. Solan (H.P.) 173205, =4 - Gidy GMP nudc s& tai cap nhat, kém bdo cdo thanh tra twong trng, ca hai dwgc sao chirng thyc theo quy dinh.
India E - Cac ban vé so d6 mit bang, so d6 phan cap sach, so d6 phan bs chénh ap, so d6 duong di clia nguoi, nguyén liéu, san pham (tai Appendix VI, VIII
8 cla SMF), ban v& hé théng nudc (tai Appendix VIl cia SMF) dugc in rd rang hodc ban mém.
” - Layout t8ng thé toan b site cia nha may (Site layout/site plant) thé hién tat ca cac building, khu vuc tai dia chi dé nghj danh gia.
- Bo cdo ra sodt chat lwgng san pham dinh ky (PQR) clia m&i dang bao ché vo trung.
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102 |lbsa Farmaceutici |Via Martiri di Cefalonia, 2 -|IT/103/H/20 — |talian Medicines Cong ty TNHH Duoc SMF chua thé hién rd thudc chira hormon hodc chat cé hoat tinh hormon dworc san xuat & khu vure, day chuyén riéng hay chung véi thudc théng
Italia S.R.L. 26900 Lodi (LO), Italy 21 S |Agency (AIFA) phdm Viét Phap thudng. Dé nghi cong ty:
iy - B6 sung bao cdo thanh tra va giai trinh dé lam r& day chuyén san xuat thudc hormon la day chuyén nao, thuc hién nhitrng céng doan san xut nao.
E - Cung cap B&o cdo danh gia nguy co cla viéc san xuat thudc hormon néu san xuat trén day chuyén chung.
103 [DOPPEL VIA VOLTURNO, 48 - IT/138/H/20 Italian Medicines Cong ty TNHH Bayer Viét |1. BS sung day dd phu luc SMF theo quy dinh (H0 so chuwa ¢6 phu luc vé danh sach sdn pham san xuat va phu luc danh sach thiét bj san xuat, kiém
FARMACEUTICI  |QUINTO DE' STAMPI- 23 Agency (AIFA) Nam nghiém).
S.R.L. 20089, ROZZANO (M), , @ 2. Gidi trinh:
Italy 2] + Tai SMF muc C 1.5.2. c6 ndi dung khéng san xuat thuc hormon, thudc cé hoat tinh cao. Tuy nhién tai GCN GMP c6 pham vi hormon va thuéc sinh
$ hoc. Dé nghj lam r& thudc hormon va thudc sinh hoc |a loai ndo, san xuat tai khu vuc nao tai nha xwéng.
Q + Tai SMF khéng d@é cép téi viéc san xuat thudc dwoc liéu. Tuy nhién tai GCN GMP c6 pham vi thudc duoc liéu (vién nén). Dé nghi lam rd thudc dwoc
liéu san xuat tai khu vire ndo tai nha xudng.
104 |[Fine Foods & Via Grignano, 43 - 24041, “|IT/55/H/202 | .~ |[Italian Medicines VPBD Abbott BG sung so d6 cac khu vire san xuat 1 ban in 6 chu thich rd rang cho tirng phong/khu vire san xuat (Lay-out cac khu vire sdn xuat ndp kém hé so chi
Pharmaceuticals |Brembate (BG), Italy 3 § Agency (AIFA) Laboratories (Singapore) |dénh s8, khéng c6 chu thich tirng phong/khu vire san xuat khac nhau).
N.T.M. S.P.A. 8' Priviate Limited tai Ha N6i
ES
105 |Nitto Medic Co., [1-14-1, Yasuuchi, Yatsuo- —  |Ministry of Health, Pharma Pontis B& sung bao céo thanh tra/ban théng bao két qua thanh tra GMP dé xac dinh hiéu lyc.
Ltd. Yatsuo Plant "{|machi, Toyama-city, 1676 § Labour and Welfare
Toyama, 939-2366, Japan '5' (MHLW), Japan
3
106 |Nitto Medic Co., [1-14-1, Yasuuchi, Yatsuo- |6093 o |Ministry of Health, Pharma Pontis B& sung bao céo thanh tra/ban théng bao két qua thanh tra GMP dé xac dinh hiéu lyc.
Ltd. Yatsuo Plant |machi, Toyama-city, § Labour and Welfare
Toyama, 939-2366, Japan 8' (MHLW), Japan
S
107 [Senju 767-7, Aza 2534 Ministry of Health, Senju Pharmaceutical B& sung:
Pharmaceutical Kazukanounonishi, Saiji, Labour and Welfare Co., Ltd. Fukusaki Plant + CPP san pham dé |am rd théng tin cla san pham (CPP ndp tai hd so cho san pham san xujt tai co' s& Wakamoto Pharmaceutical Co., Ltd va chua
Co., Ltd. Fukusaki |Fukusakicho, Kanzaki- ~ (MHLW), Japan ddng ky, lwu hanh tai Nhat);
Plant gun, Hyogo-ken, Japan =] + GMP Compliance Inspection Result Notification dé xac dinh hiéu lyc GMP (cong ty cung cap “Notification of Inspection result on drugs”, khéng
2 phai “GMP Compliance Inspection Result Notification”). Cung cp tai liéu quy dinh cia PMDA vé “Notification of Inspection result on drugs” c6 thay
a thé& “GMP Compliance Inspection Result Notification” hay khéng.
© +S0 d6 t&ng thé nha méy ban in rd kém theo thang tin cac hoat dong thuc hién tai tirng tang/ tda nha.
+ Layout tirng khu virc san xuat (Tang 1F va 2F cla ca No.1 production building va No.2 production building).
+Lam rd viéc san xuat thudc thudng, thudc cephem va cephalosporin san xuét tai khu vire ndo.
108 |Kinkando Co., Ltd |350-2 Kodamachokyoei, (2136 Ministry of Health, Kinkando Co., Ltd BG sung:
Saitama Factory [Honjo-shi, Saitama, 367- Q |Labour and Welfare Saitama Factory - Thong bao két qua thanh tra GMP thé hién céc san pham kiém tra (tai GCN GMP tén san pham bang tiéng Viét) va dé xac dinh hiéu lyc GMP.
0206, Japan 8 (MHLW), Japan - S0 d6 nha xudng ban in rd rang thé hién tirng khu virc san xuat va dudng di cla con ngudi - nguyén liéu, chénh léch ap sujt.
8 - Lru @ san xuat san pham.
8 - S0 d6 mit bang téng thé clia nha may.
109 |Shin-Etsu 28-1 Nishifukushima, GAB020003 o |GMP Auditing Board for |Céng ty TNHH Thuong Tai thoi diém cong b, gidy chirng nhan GMP da hét thoi han hiéu luc. D@ nghij b sung gidy chirng nhan GMP cap nhat con thoi han hiéu luc, dwoc
Chemical Co., Ltd. |Kubiki-ku, Joetsu-shi, 4 § Pharmaceutical, mai Dugc phdm Tam An  |sao chitng thuc theo quy dinh.
Naoetsu Plant Niigata, 942-8601, Japan g' Excipients; Japan
5
110 [Hutecs Korea 99 Jeyakgongdan 3-gil, 2022-D1- ~ |Gyeongin Regional IL-Yang Pharm Co., Ltd 1. B6 sung gidy Oy quyén clia NSX cho cong ty ndp HS cong bé GMP.
Pharmaceutical Hyangnam-eup, 0599 S |office of Food and Drug 2. Giai trinh sy khac nhau vé ngay thanh tra cudi cung ghi trén GMP va Bao céo thanh tra d3 nop.
Co., Ltd Hwaseong-si, Gyeonggi- z Safety, Korea
do, Republic of Korea g
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111 [Kolon Pharma 45, Munpyeongseo-ro 2020-G1- Daejeon Regional Office |Congty TNHH Duoc B6 sung:
(1472) 18beon-gil, Daedeok-gu, |2144 of Food & Drug Safety, |phdm'Nam han - Pay du cac phu luc ctia SMF, bao gom:
Daejeon, Republic of Korea + Layout rd rang dé doc, Layout cap sach — dudng di clia ngudi/nguyén liéu ban in mau.
Korea ° + Danh muc cac nha san xuat va co sé& kiém nghiém theo hop dong.
§ +S0 dd hé théng x& ly nwdc —ban in rd rang.
N + Annex 1: Gidy phép cla co s& san xuét.
._,0'1 - Bdo cdo thanh tra cGa Co quan quan ly nudc sé tai tuvong ing véi GMP duoc sao chirng thyc theo quy dinh (hop phap héa lanh sy, cong chirng
- ...), bao gdm ca phu luc 1.
- Gidy GMP c4p nhat, c6 HPHLS va cong chirng. GMP d3 ndp d3 hét han ngay 16/8/2021.
- Gidy Gy quyén cla nha san xuat cho cong ty ndp hd so dé nghi cong bd.
- Ban cap nhat ctia Danh muc céc dot kiém tra GMP trong 3 ndm gan day.
112 (Shin Poong 41-15, 2022-G1- Daejeon Regional Office |Shin Poong BG sung:
Pharm. Co., Ltd. |Osongsaengmyeong 5- 1101 ~ of Food and Drug Pharmaceutical Co., Ltd |- Bdo cdo thanh tra ciia Co quan quan ly nuwdc sd tai, tuong &ng véi gidy GMP da ndp, duoc dich sao chirng thyc hop phédp héa lanh sy theo quy
ro,0Osong-eup, S  |Safety, Korea dinh.
Heungdeok-gu, Cheongju- z - Cac ban vé Layout & Annex 6 clia SMF bang tiéng Anh hoic tiéng Viét.
si, Chungcheongbuk-do, 3 - Bo cdo ra soat chat luwgng dinh ky d&i véi thudc bét pha tiém cephalosporin.
Republic of Korea -
113 [Atlas Pharm, S.A. |Berrechid industrial 12/21DMP/S| o |Ministry of Health, Cong ty TNHH MTV An HO so tai liéu d3 cung cap thé hién viéc co s& san xuat chung thudc thuwdng, thudc doc té bao, thuc hormon sinh duc trén cung 1 nha xwéng. Péng
district, Main road No. 7, |SIP/18 § Morocco Phat thoi khong cé bing chirng vé viéc co s& sdn xuat da dwoc co quan quan ly sé tai kiém tra GMP. Do d6, Cuc QLD sé tién hanh dénh gid thuc té tai co
Street C, Berrechid, S'I s& san xuat.
Morocco. 2!
114 |Atlas Pharm, S.A. |Berrechid, Quartier FT054/MH/0 o |National Authority of Cong ty TNHH MTV An HO so tai liéu d3 cung cap thé hién viéc co s& san xuat chung thudc thuwdng, thudc doc té bao, thuc hormon sinh duc trén cung 1 nha xwéng. Péng
Industriel, Route 01/2020 S |Medicines and Health  |Phét thoi khong cé bing chirng vé viéc co s& sdn xuat da dwoc co quan quan ly sé tai kiém tra GMP. Do d6, Cuc QLD sé tién hanh dénh gid thuc té tai co
Principale numéro 7, Rue g Products, Portugal s& san xuat.
€, Casablanca, 26100, o
Morocco. o
115 |Boehringer Calle del Maiz No. 49, Col. |DE_RP_01_ Co quan thdm quyén VPDD Boehringer B& sung:
Ingelheim Barrio Xaltocan, C.P. GMP_2022_ Purc Inhelheim International |- H6 so cAp nhat tinh trang GMP s& tai (Gidy GMP s& tai dang cong bé da hét han tir 22/07/2022).
Promeco S.A. de (16090 Xochimilco, 0024 GmbH - Bdo cdo thanh tra tuwong tng vdi gidy chirng nhan EU-GMP, dugrc sao chirng thuc theo quy dinh.
C.V. Mexico City, Mexico
(* Cach ghi khac: Maiz No. N
49 Xaltocan, Xochimilco, g.
DF 16090, Mexico ho3c 3
Calle del Maiz No. 49, S
Barrio Xaltocan, C.P.
16090 Xochimilco, Ciudad
de México)
116 |Zuellig Pharma No. 15, Persiaran Pasak 2137/21 Ministry of Health VPDD Zuellig Pharma B6 sung GCN cap nhat dwoc hop phap héa lanh sy va chirng thure theo quy dinh. Gidy chirng nhan GMP d3 ndp d3 hét hiéu lwc ngay 18/9/2022.
Sdn. Bhd. Bumi, Seksyen U8, < [Malaysia Pte., Ltd
Perindustrian Bukit 8
Jelutong, 40150, Shah 3
Alam, Selangor, Malaysia X
117 |[Fresenius Kabi ul. Sienkiewicza 25, 99- IWSF.405.13 " Chief Pharmaceutical Cong ty CP Fresenius Kabi |B6 sung:
Polska Sp. zo.o.  |300 Kutno, Poland .2023.1P.1 S |Inspectorate (CPI), Viét Nam - Gidy phép san xuat va danh muc céc sdn pham san xuat tai co s& 1a ban dich Tiéng Anh hoic Tiéng Viét.
wrc/0072_ | &  |Poland - So db téng thé khu virc san xuét.
02_01/21 2 - S0 dd ban v& cac khu vurc sdn xuat cé chd thich rd rang.
o - So' d6 hé théng nuwdc, khi nén 13 ban in rd rang trén khé gidy phu hop.

Danh sach co s& can b6 sung, gidi trinh

Trang 18/ 20 bot 33



TEN CO’ SO’ SAN . GIAY CH. | NGAY Pe - A ~ & A Fm S = A N
STT XUAT PIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
118 |Sofarimex - Av.das Industrias - Alto do [F027/S1/MH National Authority of Cong ty TNHH Duoc Cuc Quan ly Dugc cdng b pham vi chitng nhan theo céc dang bao ché, khdng cong bé theo co ché tac dung. Vi vy, khdng déng y bs sung dang bao
Inddstria Colaride, Cacém, 2735- /001/2021 Medicines and Health phdmLién Hop ché “vién nén dat am dao” do da thudc pham vi “vién nén, vién nén bao phim” da dugc cong bs. Hwdng dan vé pham vi cong bé d3 duoc néu tai
Quismica e 213, Portugal _, |Products (INFARMED), Phu luc 4 cia SOP Danh gia viéc dép &ng Thyc hanh t6t san xuat cla co s& san xuit thubc, nguyén liéu lam thudc tai nwdc ngoai (QT.CL.04.04)
Farmacéutica, S.A.|Cach ghi khac: Avenida S |Portugal
das Industrias - Alto do 3
Colaride - Agualva 2735- g
213 Cacém, Portugal «
119 |Laboratorio Edol [Avenida 25 De Abril 6 F012/S1/MH|~{« |National Authority of Pharma Pontis 1. B sung gidy Uy quyén vé viéc ndp hod so clia co s& san xuat cho co s& dé nghi cong bé.
Produtos 6alinda A Velha, Oeiras, [/003/2022 § Medicines and Health 2. Thyc hién thi tuc cdng bé thay déi dia chi trén ho so ddng ky sdn phdm theo quy dinh clia Théng tw 08/2022/TT-BYT.
Farmaceuticos, 2795-225, Portugal 3' Product, |, P, Portugal
S.A. s
120 [Baldacci Portugal, [Av. de Santa Iria de Azéia, |F042/S1/MH|  [National Authority of Cong ty ¢ phan xust BG sung:
S.A. Bloco B/C, Santalriade |/001/2021 § Medicines and Health  |nhdp khauy té Viét Nam |- Gidy chirng nhan GMP duoc chirng thue, hop phap héa lanh sy tir ban géc.
Azdia, 2695-381, Portugal g' Products (INFARMED), - Gidy Gy quyén cla nha san xuat cho co s& nép hod so.
% [Portugal
121 |Hemofarm A.D. Beogradski put, bb, Vr3ac, (024/2022/R ~ |National Agency for Cong ty TNHH STADA B& sung:
26300, Serbia 0] § Medicines and Medical |Viét Nam - Day du hé so cap nhat GMP cla nuwdc sé tai pham vi tuvong (ng, bao gém ca pham vi v trung va khéng vé trung (gidy GMP va béo cdo thanh tra
g Devices (NAMMD), tuong (ng clia co quan quan ly duoc s& tai dugce hgp phap héa theo quy dinh).
8' Romania - Bo cdo thanh tra twong Ung véi gidy chirng nhan EU-GMP, dwoc hop phap héa lanh sy theo quy dinh.
122 |AstraZeneca AB  [Gartunavagen, Sodertalje, |6.2.1-2022- Swedish Medical Cong ty TNHH B& sung hd so danh gia d6i véi day truyén san xuat thudc bot pha tiém.
152 57, Sweden 072135 Products Agency (MPA) |AstraZeneca Viét Nam
(* Dia chi chung (d3 dwoc "
co quan QLD Thuy Dién S
x4c nhan): SE-15185 a
Sodertalje, Sweden) g
123 |KRKA, d.d., Novo |Novomeska cesta 22, Novomeska o Agency for medicinal Cong ty CP Dwgc phadm BG sung:
mesto Sentjernej, 8310, Slovenia |cesta 22, S |products and medical Tenamyd - So d6 t6ng thé mit bang CSSX, ghi rd cac toa nha/khu vire kém theo théng tin vé hoat dong thurc hién tai tirng khu vuc/toa nha.
dentjernej, S devices of the Republic - So d6 duong di nguyén liéu/con ngudi, so d6 chénh ap, cap sach khu virc san xust.
8310, = |of Slovenia - Danh sch thiét bj san xuat va kiém nghiém; danh sach san pham.
Slovenia o - Gidy GMP-EU cép nhat con hiéu lyc dugc hgp phap héa ldnh sy, chirng thuc theo quy dinh.
124 |KRKA, d.d., Novo 450- Agency for Medicinal Céng ty 6 phan duwoc B& sung:
mesto Novomeska cesta 22, 14/2020-1 Products and Medical  |phdm Tenamyd - Gidy Gy quyén clia nha san xuat cho céng ty ndp hd so cdng bé danh gia dép &rng GMP.
Sentjernej, 8310, Slovenia Devices of the Republic - Gidy chirng nhan GMP cap nhat duoc sao chirng thure theo quy dinh. Gidy chirng nhdn GMP d& ndp hién da hét han hiéu lyc.
Q  |of Slovenia (JAZMP) - Site Master File day d0 cac phu luc theo huéng dan ctia WHO-GMP/PICs-GMP/EU-GMP, trong dé:
8] +S0 d0 nha xudng ban in rd rang thé hién tirng khu virc sdn xuét (tén phong, cap sach, chénh 4p ...).
3] + Danh muc cac nha san xuat va co s& kiém nghiém theo hgp dong .
N +S0 dd hé théng x{ Iy khi nén.

+ Danh muc cac thiét bi kiém nghiém chinh.
+ B6 sung gidy phép san xuét.
+ C4c ndi dung khac dwoc dé cap tai SMF-049445-XX.
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125 |Olic (Thailand) 166 Bangpa-in Industrial |1-2-07-17- Food and Drug VPDD Zuellig Pharma B6 sung SMF ban day dU, cap nhat thé hién viéc san xuat d&i véi dang bao ché& mdi bé sung: thudc dang cé ap luc (pressurised preparations).
Limited Estate, Udomsorayuth 23-00026 Administration (Thai Pte:, Ltd tai TP. HCM
road, Moo 16, FDA), Thailand &VPDD Besins
Bangkrason, Bangpa-in, Healthcare (Thailand)
Ayutthaya, 13160, Co., Ltd taij TP.HCM
Thailand (cach ghi khac:
166 Moo 16 Bangpa-in
Industrial Estate, "
Udomsorayuth road, >
Bangpa-in district, E
Ayutthaya province, 2
Thailand / Bangpa-in o~
Industrial Estate, 166
Moo 16 Bangkrasan Sub-
district, Udomsorayuth
road, Bangpa-in district,
Ayutthaya-province,
Thailand)
126 |Inpac Pharma 2,4 Soi Anamai - 1-2-07-17- Food and Drug Neo Argo Business Co., B& sung:
Co., Ltd. Ngamcharoen 24, 19-00052 % [Administration (Thai Ltd - Gidy chirng nhan GMP cap nhat, con hiéu lyc, dwgc sao chirng thyc theo quy dinh (hgp phap héa lanh sy, cong chirng ...). Tai thoi diém cong b8,
Thakham, Bangkhuntian, g. FDA), Thailand gidy chirng nhan GMP d3a ndp da hét han hiéu lyc.
Bangkok 10150, Thailand g - So d6 cap sach, chénh ap, dudng di clia ngudi, nguyén vat liéu; so d6 hé théng x&r ly nwdc, khi nén, xtr ly khéng khi (Layout chung trong SMF d3
8 ndp |a ban in den tring va qua mo). Ban in rd rang cling véi Chapter 3 SMF.
127 |Novartis Saglik, |Yenisehir Mahallesi, TR/GMP/20 ~ |Republic of Turkey Novartis Pharma Services |B6 sung bao cdo thanh tra GMP day d0. Ban d3 ndp 13 théng bdo ton tai sau dot kiém tra GMP ngay 24-27/5/2022 va théng bo két qua danh gia
Gida Ve Tarim Ihlara Vadisi Sokak No. 2, |22/325 § Ministry of Health AG d6i v&i bao cdo khac phuc clia co sd.
Urunleri San. Ve |Pendik, Istanbul, TR g'
Tic. AS. 34912, Turkey :'
128 |Atabay Kimya Dilovasi Organize Sanayi |TR/GMP/20 ~ Turkish Medicines and  [Céng ty c6 phan duoc BG sung:
San.veTic. A.S.  |Bélgesi, 4. Kisim Sakarya |22/47 S [Medical Devices Agency |pham Bzer - Bdo cdo thanh tra twong ng véi gidy GMP-PIC/s cap nhat dugc chirng thue, hop phép héa lanh sy theo dung quy dinh.
Caddesi No:28, Gebze / 2 (TMMDA) - Gidy Gy quyén clia nha san xuit cho céng ty dé nghi céng bé.
Kocaeli, Turkey ,o;
o
129 [Private Joint Building 8, Stara Prorizna |064/2021/G State Service of Ukraine [Congty TNHH Duoc B& sung:
Stock Company  [Street, Uman city, MP on Medicines and Drugs |pham U.N.I Viét Nam - Bo cdo thanh tra twong ng véi GCN GMP duoc cap, duoc hop phép hda lanh sy theo quy dinh.
"Technolog" Cherkasy region, 20300 o Control (SMDC) - X4c nhan clia co quan chirc nang d6i véi cach ghi dia chi: 8, Stara Prorizna Street, Uman city, Cherkasy region, 20300 Ukraine.
Ukraine 2]
(Céch viét khac Building 8, by
Stara Prorizna Str., Uman :
city, Cherkasy region, o
20300 Ukraine)
130 |Alcon Research, |6201 South Freeway, Fort |FEI: o |United States Food and (VPDD Alcon B6 sung bao cao thanh tra cip nhat (thang 9/2022) clia US-FDA dwoc hop phéap héa theo quy dinh.
LLC Worth, TX 76134 (Texas [1610287 § Drug Administration Pharmaceuticals Ltd tai
76134), United States & |(US.FDA) Ha Noi
g
131 |Merck Sharp & 4633 Merck Road, FEI: United States Food and |VPDD Organon Hong B6 sung bao cao thanh tra (ban day du, khéng che théng tin) dot gan nhat cia US-FDA duoc sao chirng thuc theo quy dinh.
Dohme LLC Wilson, North Carolina, 1036761 % o |Drug Administration Kong Limited tai VN
(Tén cti: Merck 27893, United States Elend:03- | & & [(U.S.FDA)
Sharp & Dohme 05-2018 38
Corp. Wilson CPP:T7NQ- | 8 &
Plant) 977X
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