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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 vins6

10212 /QLD-CL ngay 20 /11 /2023

Pot 32
ctia Cuc Qudn ly Dworc )

TEN CO’ SO’ SAN . GIAY CH. | NGAY pe - N ~ & A Um S - A N
STT XUAT DIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
1 |Glenmark Calle 9 No 593, Parque IF-2022- ~ |National Administration |VPDD Glenmark B6 sung Bao cdo ra sodt chat lwgng san phdm thudc vé trung déi véi dang bao ché Dung dich thé tich Ion.
Generics S.A. Industrial Pilar, Buenos 04954007- S ~|of Drugs, Foods and Pharmaceuticals Ltd.
Aires province, Argentina [APN- : Medical Devices
DFYGR#AN ,? (ANMAT), Argentina
MAT -
2 |Laboratorio Elea |Gral. Lemos Avenue No 2013201400 National Administration |Cong ty TNHH Duwoc 1. B8 sung:
Phoenix S.A. 2809, Los Polvorines, 047521 of Drugs, Foods and pham Lién Hop + Gidy Uy quyén cla co s& san xuat cho doanh nghiép ndp hd so;
Partido of Malvinas Medical Devices + Gidy chirng nhan GMP cdp nhat con hiéu luc va bdo cdo thanh tra GMP twong (rng dugc HPHLS, chirng thure, ddy dl tinh phap ly. (Tai hd so nép
Argentinas, Province of < |(ANMAT), Argentina chua cé bdo cdo thanh tra).
Buenos Aires; Argentine 8. +SMF: B& sung so d6 tng quat nha may thé hién chirc ning tirng khu vire (chi rd khu vire san xudt, thudc rén, thudc ban rén, thudc 1dng, thudc vo
Republic 'oT trung). DGi v&i cac day chuyén thudc pham vi cdng b8, b6 sung so dd ban in to hodc ban mém thé hién rd tirng khu vuc san xuat, duong di ngudi-
9 nguyén vat liéu, chénh &p, cap sach,...( Tai hd so ¢ So d6 nha xwdng nho, khéng rd cac théng tin.)
2. Giai trinh: Bja chi tai SMF chua théng nhat véi GCN GMP:
+ Tai GCN GMP: Gral. Lemos Avenue No 2809;
+ Tai SMF: Villa de Mayo, Calle (R202), Gral. Lemos Avenue No 2809.

3 [Republican 3/14, 3/6, Fabritsius lane, [(172/2021/G Ministry of Health of Cong ty TNHH MTV 1. B8 sung Gidy chitng nhan GMP day du thang tin, dwgc HPHLS va chirng thurc theo quy dinh ( do Ban dich tiéng Anh dugc HPHLS, cdng chitng, tuy
Unitary 30, Fabritsius street., MP the Republic of Belarus |Vimepharco nhién ban photo gdp mép che nhiéu théng tin quan trong (dia chi, cdc muc pham vi, théng tin vé loai hinh chirng nhan 13 thudc/ dwoc chat/ déng
Production 220007, 7/1,7/6-2,7/6-4, g6i/ thir 1am sang); Ban dich ti€ng Viét chwa dugc HPHLS va chirng thyc day d0 tinh phap Iy (chi cé ddu cta cong ty).

Enterprise - 7/12, Betonny proezd, 2. Gidi trinh:
"Belmedpreparaty (220036, 1, 1/5, 1/10, - Tai bdo cdo thanh tra GMP va SMF thé hién co s& san xuat thudc kim té bao va nghién cru |am sang. D& nghj cong ty giai trinh vé viéc san xuét cac
" 1/22, Mayakovskogo b thudc tai xwdng sdn xuat chi cho muc dich thr Iam sang hay cé san xuat 16 thwong mai khéng.
street, 220006, Minsk, 8' - Tai muyc 4.1.1 SMF m0 ta hé théng HVAC, cac khu vire san xuat chi ¢ khi cdp F6-F9-E11, khi thai G4 ho3c E11. Khi cap va khi thai chuwa ¢ mang loc
Republic of Belarus :.“ HEPA theo quy dinh ca WHO vé viéc san xuat cac thuéc chira duoc chat nguy hai (do co sé& chi san xuit thudc chéng ung thu: thudc kim té bao;
] thudc doc té bao,..)
- Tai phu luc 8 SMF danh muc thiét bi chi c6 mét sé thiét bi san xuat (can, dap vién, déng nang, bao phim, ép vi, thiét bj van chuyén (150kg)) chua
dU céc thiét bj theo phuy luc vé lugc dd san xuat va dang bao ché dugc chirng nhan. (Khéng cd cac thiét bj tao cdm uwét, cdm khd, tron déng
nhat,...). Dé nghi giai trinh vé viéc san xuat cdc cong doan nay va cung cap cac bang chirng xac thuc vé thiét bj san xuét.

4  |Astrazeneca No 2 HuangShan Road, Su — |Jiangsu Medical Product |VPDD Zuellig Pharma Pte |B& sung SMF va Béo cdo ra soat chat lwgng sdn pham thudc vé trung néu dé nghi céng bé cho cac pham vi khac trén Gidy phép san xuat.
Pharmaceutical New District, Wuxi City, 20160085 § Administration, China Ltd tai TP HCM
Co., Ltd. Jiangsu, China g

8
5 [KPC Qigongli, West Suburb, YN20180044 0 Chinese Food and Drug |CAng ty TNHH Duoc B6 sung:
Pharmaceuticals, |Kunming, Yunnan, P.R. S |Administration pham Dong D6 - HO6 so téng thé: Ban in rd rang d&i véi so d6 nguyén ly hé théng khi nén, so d6 téng thé co s& san xuat, so d6 t& chirc nhan sy va so d6 hé théng
Inc. China : X ly nudc.
E - Danh muc cac dot thanh tra trong 03 ndm gan day
- - Bdo cdo thanh tra tuwong &ng véi GCN GMP ndp kém; ban duoc chirng thuc (hop phap héa ldnh sy, cong chirng) theo quy dinh.
6 |NCPC Hebei No.98 Hainan Road, No0.2021004 Hebei Medical Products |IL-Yang Pharm Co., Ltd 1. B8 sung:
Huamin Economic & Administration, China + Gidy Uy quyén clia co s& san xuat cho doanh nghiép ndp hd so;
Pharmaceutical |Technological b + Bdo cdo thanh tra GMP day d0 ndi dung dot kiém tra 21-24/06/2021, dugc HPHLS va chirng thyc ddy dd tinh phap ly.
Co., Ltd Development Zone, g + Gidy phép san xudt dé xac dinh hiéu lyc GMP, dwgc HPHLS va chirng thyc day dd tinh phap ly.
Shijiazhuang, Hebei 8 2. Gidi trinh:
Province, China ] Tai bdo cdo két qua GMP c6 pham vi thuBc vién nén, tuy nhién tai SMF chi dé cip t&i Workshop 101 san xuit thudc bot pha tiém cepha.
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7 |[TianJin KingYork [No0.99, HanJiangBei road, [HB20190553 Hubei Province Food Céng ty c6 phan Thuong |B6 sung:
Group Hubei XiangYang city, Hubei and Drug mai va Dugc phdm - Gidy Gy quyén chaTianlin KingYork Group Hubei TianYao Pharmaceutical Co., Ltd. cho Céng ty c8 phan Thuong mai va Dugc phdm Trudng An la co
TianYao province, China o |Administration, China ~(|Trarong An s& déng ky thudc.
Pharmaceutical g - Bdo céo thanh tra tuong (tng v&i Gidy GMP d3 ndp trong ho so, phl hop véi gidy phép san xuat cdp ndm 2020 (Co s& ndp kém bdo cdo thanh tra
o
Co., Ltd. o ngay 11.12.2020, khéng tuong &ng vdi Gidy GMP (cdp ndm 2019)).
: - Pay du cac so d6 nha xwdng ban in rd rang thé hién tirng khu virc san xudt (tén phong, cap sach, chénh ap, dwdng di...) va thong tin thé hién 13 so
o d6 khu vire san xuat cda Tianlin KingYork Group Hubei TianYao Pharmaceutical Co., Ltd (Phy luc 6 ciia SMF chi c6 so d6 t6ng thé va 01 trang so d6
khu vire san xudt nhung khdng cé théng tin vé nha may/ day chuyén san xuét).
- Bdo céo ra soat chat lwgng san pham d6i véi mdi dang bao ché thudc vo trung.
8 |Sinopharm Group [No.2, KeYuan Hengsan GD2018084 Chinese Food and Drug |Céng ty c6 phan dwoc BG sung:
Guangdong Medi- [Road, RongGui Hi-Tech 2 « |Administration pham VCP + Gidy Oy quyén cla co s& san xuat cho doanh nghiép ndp ho so;
World Industrial Zone ShunDe, s + Gidy chirng nhan GMP/ gidy phép san xuat cap nhat, con hiéu lwc dugc HPHLS, chirng thue day du tinh phap ly va théng tin GMP cla co s& san
Pharmaceuticals |Foshan, GuangDong $ xudt trén website Trung Quéc;
Co., Ltd ._,0'1 + Bdo cdo thanh tra GMP day d0 théng tin (B4o cdo thanh tra ndp tai ho so chi 1a ban thong bao ton tai khong day du thong tin, khong thé hién dia
© chi co s& kiém tra, co quan tién hanh kiém tra, ngay thanh tra), duwgc HPHLS, chirng thue day da tinh phap ly.
+ S0 d0 téng quat nha may (do cong ty c6 3 zone san xuat thudc rén va san xuét thudc tiém déng khd).
9 |JH Nanhang Life [16# LuyinRoad, High- Shanghai TDV Cong ty TNHH thuong B& sung:
Sciences Co., Ltd. |Tech Industrial Zone, Pharmaceutical mai dugc phdm TAm An |- Gidy Gy quyén ding tén co s& dang ky tir nha san xuat dwoc chirng thye, hgp phap héa I3nh sy theo quy dinh.
Quzhou, Zhejiang, 324004 o Consulting Co. Ltd., - H6 so téng thé cé day du chi ky (ban kém trong hd so 1a ban chua cé day dd chit ky).
China 3 |china - S0 d6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh ap ...), ban dwoc dich sang tiéng Anh/ Viét (Layout
; nha may (Attachment 1): in nhd, m& khéng doc dwoc, dang st dung tiéng Trung Quéc).
g - Danh muc cac thiét bj san xuat va kiém nghiém chinh.
o - Danh muc cac dot thanh tra GMP trong 03 ndm gan day.
- Gidy chirng nhan GMP con hiéu lyc, dwoc sao chirng thuc (hgp phap héa lanh sy, cong chirng ...) theo quy dinh. Tai thoi diém céng b, Gidy chirng
nhan GMP trong hd so d hét han hiéu lyc.
10 |Oneness Biotech |No. 8, Tangchang Rd., 07618 ~ Food and Drug PharmEng Technology BG sung:
Co., Ltd., Nanchou Township, S |Administration, Taiwan, |Pte. Ltd. - Bdo cdo thanh tra cia Co quan quan ly nudc sd tai twong ing voi Gidy chirng nhan GMP d3 ndp trong hd so.
Nanchou Plant Pingtung County 926, E China - S0 d6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (dwdng di nguyén liéu, dwdng di con ngudi, tén phong, cap sach, chénh ép ...).
(ONNP) Taiwan, China S’r - Uy quy@n clia Co' s& san xust cho Doanh nghiép ndp hd so d& nghi cong bd.
o
11 |EVER Pharma Brisseler Str. 18, 07747  |DE_TH_O1H ~ |Coquan thdm quyén EVER Neuro Pharma B& sung:
Jena GmbH Jena, Germany _GMP_2022 § Blrc GmbH - Ban v& layout cla toan bo co s san xuit (site layout) va cac ban vé& layout plants trong Appendix clla SMF, dwgc in rd rang va dich ra tiéng Anh
_0036 g hoac tiéng Viét.
m' - B4o céo ra sodt chat lwgng san phdm dinh ky (PQR) cla céc dang bao ché thudc vé trung.
12 |Fresenius Frankfurter StraBe. 6-8, |DE-SL- — |Coquan thdm quyén Cong ty Zuellig Pharma  [B6 sung:
Medical Care 66606 St. Wendel, 01_GMP_20 § Purc Pte., Ltd + Gidy Oy quyén cla co s& san xuat cho doanh nghiép ndp ho so.
Deutschland Germany 21_0022 g + Gidy chirng nhan GMP cép nhat con hiéu lyc.
GmbH z? +Lam r& khu viec déng géi so cap dung dich chay than khéng vo trung.
13 |SW Pharma GmbH |Robert-Koch-StraBe 1, DESL 01 G|  [Coquan tham quyén Céng ty TNHH DV T™M B6 sung:
66578 Schiffweiler, MP_2019 0 3 |buc Duoc phdm Chanh Dlc |- Layout t6ng thé toan nha may (site layout).
Germany 017 z - C4c ban vé layout trong Appendix 6 cia SMF, dugc in rd rang, dich tiéng Anh hogc tiéng Viét.
g - Gidy Gy quyén clia co s& san xuat cho co s& ndp ho so danh gia.
- Gidy GMP cap nhat duoc sao chirng thyre theo quy dinh. Tra ciru EUDRA, co s& d3 c6 gidy GMP cip nhat.
14 [Klocke Max-Becker-Strake 6 DE_BW_01_| ~ [|Coquantham quyén Cong ty c6 phan tap doan |Bé sung:
Verpackungs- 76356 Weingarten GMP_2022_ § DPurc dugc pham va thuong - Gidy Gy quy@én clia co s& san xuat cho Cong ty dang ky.
Service GmbH (Baden) Germany 0108 g mai Sohaco - Layout chénh ap nha xuwéng.
N
o
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15 |Liptis for Plot No.B/2-6th Industrial |P-227/2023 Egyptian Drug Authority |Cong ty C& phan Xuét 1. B6 sung:
Pharmaceuticals |zone, 6th of October city, C.A of Operations nhép khau y té Viét Nam |- Gidy Qy quyén clia co' s& san xuat cho co s& déng ky;
and Medical Giza, Egypt - Gidy chirng nhan GMP str dung tai Ai Cap, dwoc HPHLS chirng thyc day di tinh phap ly (Gidy GMP tai ho so 1a gidy cho muc dich xuat khau sang
Products Viét Nam);
- Bdo cdo thanh tra dwgc HPHLS va cong chirng theo quy dinh, day du tinh phép ly.
] - Lwu @0 (flowchart) sdn xuat san pham trong SMF.
g 2. Gidi trinh:
8. - L&i chirng clia cdng chirng vién trén ban dich 12 “dich tir tiéng Viét sang tiéng A rap” khéng dung véi cam doan clia ngudi dich (dich tir tiéng A rap
3 sang tiéng Viét), trong khi d6 Gidy chitng nhan cé ndi dung béng tiéng Anh.
- Tai trang dich HPHLS c6 dich nhiéu d&u va ndi dung clia Van phong thuong mai Giza, B& Ngoai giao, co quan quan ly dugc phdm Ai Cap trong khi
tai trang g&c HPHLS khdng c6 cac théng tin nay -> D& nghi gidi trinh va xuét trinh ban g&c HPHLS dé dé&i chiéu
- Phy luc 3 SMF danh sach san phdm cé Baricitinib la dugc chat cé hoat tinh cao, dé nghi cdng ty Iam rd viéc san xuat sdn pham nay chung hay riéng
trén day chuy@n san xuat thudc thudng. Trudng hop san xuit chung, dé nghi cé bao cdo vé viéc dd dénh gia va duoc phé duyét viéc danh gia nguy
co theo hwéng dan clia Co quan quan ly Dugce Chau Au (EMA) hodc clia TS chirc Y t& thé gidi.
16 [B.Braun Medical, |Ronda de Los Olivares, ES/119HVI/2| _  |Agency for Medicines  |Congty Prime B6 sung Gidy Uy quyén cla CSSX cho co s& dé nghj cong bé.
S.A. parcela 11, Poligono 1 S |and Health Products Pharmaceuticals Pvt Ltd
Industrialtos Olivares, ; (AEMPS), Spain
Jaen, 23009 Jaen Espana, 2
Spain °
17 [Sanofi Winthrop~ |1 rue de la Vierge, 2021/HPF/F French National Agency |VPDD Sanofi-Aventis Cuc Quan ly Dugc cdng bd pham vi chirng nhan theo cac dang bao ché, khong cong b8 theo co ché tac dung. Vi vay, khdng dong y bé sung dang bao
Industrie - Ambareés et Lagrave, R/037 for Medicines and Singapore Pte. Ltd ché& “vién nén bao phim phéng thich kéo dai” do ¢4 thudc pham vi “vién nén, vién nén bao” da dwoc cong bd. Hudng dan vé pham vi cong bd da
Carbon Blanc (tén [Carbon Blanc, 33565, _, |Health Products Safety duoc néu tai Phu luc 4 ciia SOP Danh gid viéc dap &ng Thue hanh t8t san xudt cla co s& san xudt thudc, nguyén liéu lam thudc tai nudc ngoai
khac: Sanofi France S [(ANSM) (QT.CL.04.04), dugc cong bd trén website Cuc Quan ly Duoc.
Winthrop (* Cach ghi khac: 1 rue de S
Industrie) la Vierge, Ambares et i
Lagrave, 33565 Carbon o
Blanc Cedex, France)
18 |Glaxo Wellcome |Zone Industrielle n° 2, 23 |2020/HPF/F o French National Agency |VPDD GlaxoSmithKline BG sung:
Production rue Lavoisier, Evreux, R/071 S  [for Medicines and Pte. Ltd tai thanh ph8 HO |+ HB so t&ng thé nha méy theo quy dinh. (Ban ndp trong hd so chwa phai la hé so téng thé).
27000, France 2 Health Products Safety |Chi Minh + Gidy chirng nhan GMP cép nhat con hiéu lyc, dwgc HPHLS va chirng thue day da tinh phap Iy.
I |(ansm)
-
19 [Glaxo Operations |Harmire Road, Barnard UK MIA 4 Medicines and VPDD GlaxoSmithKline B& sung Bao cdo thanh tra cé dja chi twong (rng gidy chirng nhan hodc xac nhan cla co quan quan ly vé dja chi thanh tra trén bao céo thanh tra phu
UK Ltd Trading as |Castle, DL12 8DT, United (Insp Healthcare Products tai Tp HCM hop véi gidy GMP.
Glaxo Wellcome  |Kingdom. GMP/IMP Regulatory Agency
Operations - C4ch viét khac: Harmire [4/3848- (MHRA), United
Cach ghi khac: Road, Barnard Castle, 0041 o |Kingdom
Glaxo Operations [Durham DL12 8DT, United 8.
UK Ltd hosc Kingdom. 3
Glaxo Operations [Hodc Harmire Road, g
UK Limited Barnard Castle, County
Durham DL12 8DT, United
Kingdom.
20 [Herd Mundy Oak House, Bredbury UK GMP Medicines and Van phong dai dién BG sung:
Richardson Park Way, Ashton Road, |14083 Insp 9 [Healthcare Products Orient Europharma Pte. |- Gidy Uy quyén cla co s& san xuét cho co s& ndp hé so dénh gid.
Limited Bredbury, Stockport, SK6 |GMP/IMP 8 Regulatory Agency Ltd. tai Ha N&i - Gidy GMP ban cap nhat, duoc sao chirng thuc theo quy dinh. Gidy GMP d3 ndp trong ho so 1a ban chuwa hop phap héa lanh sy,
2SN, United Kingdom 14083/4655 8. (MHRA), United - Bdo cdo thanh tra twong (ng véi Gidy GMP cap nhat, dugc sao chirng thyuc theo quy dinh.
-0006 & |Kingdom - SMF cép nhét cla co s&. Tai liéu dd ndp trong hd so khong phai SMF, ma la S8 tay chat luvgng (Quality Manual).

- Danh muc cac dot thanh tra GMP trong 3 ndm gan day.
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21 [BRISTOL LAPORTE WAY, LUTON,  |UK MIA Medicines and Céng ty C5 phan Kinh B6 sung:
LABORATORIES LU4 8WL, UNITED 52731 Insp Healthcare Products doanh Thuvong mai - Danh muc dot thanh tra GMP trong 3 nam gan day c6 day dd thong tin Thoi gian dot thanh tra, Co quan tién hanh thanh tra.
LIMITED KINGDOM GMP/GDP ' |Regulatory Agency Skyline - Bo cdo thanh tra cia Co quan quan ly nudc sd tai twong ing voi Gidy chirng nhan GMP d3 ndp trong hd so dugc sao chirng thyc theo quy dinh
133/3787- g (MHRA), United (hgp phdp hoda lanh sy, cong chirng ...).
0025 8. Kingdom - Gidy Uy quyén clia nha san xuit cho co s& dé nghj cong b, duoc sao chirng thurc theo quy dinh (hop phép héa lanh sy, cong ching ...).
N - Annex 6: S0 d6 cap sach — chénh &p ban in rd rang (ban d3 ndp qua mo).
22 |[EirGen Pharma Westside Business Park, [29577/M10 Health Products Cong Ty TNHH STADA 1. Muc 1.2.3; 4.1.6; Appendix 2: cé san xudt 1 s& thudc ddc té bao, thudc diéu tri ung thw. => Y&u cau bd sung so d6 mit bang tong thé cé du thong
Limited Old Kilmeaden Road, 43 ~, |Regulatory Authority Viét Nam tin va cac khu vire sdn xudt; giai trinh vé khu viyre san xuét thudc déc té bao.
Waterford, Ireland S |(HPRA), Ireland 2. Appendix 8 cia SMF ghi List danh muyc cac thiét bi san xuat va kiém nghiém tham chiéu tai liéu M_VMP_GxP1lyr_0066; tuy nhién tai liéu nay la K&
E hoach tham dinh (Validation Master Plan), khdng phai danh muc thiét bi. Yéu cau b8 sung danh muc cac thiét bi san xuat va kiém nghiém theo quy
i dinh.
o 3. Dé nghi cung cap gidy Gy quyén dirng tén dang ky tir nha may cho co s& cong b & Viét Nam, ban dugc chirng thye (hop phép héa lanh sy, céng
chirng) theo quy dinh
23 [Reliance Life Dhirubhai Ambani Life NEW-WHO- FDA Maharashtra, India |Mi Pharma Private BG sung:
Sciences Pvt.Ltd. [Sciences Centre (DALC), GMP/CERT/ Limited +SMF Plant 2 (Drug Subtance) do Céng ty m&i chi ndp SMF cla Plant 2 Fill Finish, tai Gidy chitng nhan GMP va bdo céo thanh tra thé hién pham vi la
Plant2&7 Plot No. R-282 |KD/103105/ . toan b Plant 2.
TTC Area of MIDC, Thane |2021/11/36 = +SMF Plant 2 Fill Finish: So' d6 t6ng quat toan nha may, chi rd chirc ndng tirng khu virc san xuat. So d6 cac day chuyén san xuat Fill finish cha Plant 2
Belapur Road, Rabale, 657 E (so @6, cap sach, chénh &p tirng Block, Floor va Lines san xuét).
Navi Mumbai Thane, : +SMF Plant 7: Plant 7 (so d9, cap sach, chénh ap, dudng di chuyén cla ngudi- nguyén vat liéu tirng Phase va Floor)
Thane 400701 - + Bdo cdo chat lwgng sdn phdm hang ndm d6i véi cac dang bao ché khac dé duoc cdng bé (Cong ty méi cung cip bdo cdo san pham Thudc vé trung
Maharashtra State, India (Protein tai t& hop): Dung dich thudc tiém thé tich nho)
24 |DR.REDDY’S Plot No's Q1 to Q5, Phase- |HMF07- Government of Andhra |Van phong dai dién Dr. Khéng déng y diéu chinh hiéu lyc theo GCN GMP vi hiéu lyc cla gidy phép san xudt nudc s tai chi dén 09/01/2024
LABORATORIES Ill, VSEZ, Duvvada, 14051/1560 « [Pradesh —Drugs Control |Reddy's Laboratories
LTD FTO-IX Visakhapatnam District- |/2022-PLNG g. Administration, India Limited tai thanh phd H®
530046, Andhra Pradesh, |AND 8 Chi Minh
India BUDGT-DCA | &
25 (Sun Survey No. 22 & 24, 23033954 Food & Drugs Control Cong ty Sun BG sung:
Pharmaceutical  [Village - Ujeti, Post - @ [Administration, Gujarat |Pharmaceutical - Bdo céo ra soat chat lwgng dinh ky d8i v&i dang thudc déng khé pha tiém dé cong bd pham vi thudc ddng khé pha tiém.
Medicare Limited |Baska, Tal - Halol - 8' state, India Industries Limited
389350, Dist. 3
Panchmahal, Gujarat 9
state, India
26 |Swiss Parenterals |(Unit Il), Plot No. 402, 21072816 Food & Drugs Cong ty TNHH DP Lién B& sung:
Ltd. 412-414 Kerala Industrial _, |Administration, Gujarat |Hop - So d6 téng thé nha mdy, ban in rd rang thé hién cic khu vuc, hoat ddng; B6 sung so dd nha xudng ban in rd rang thé hién tirng khu virc san xuat
Estate, GIDC, Near Bavla, S [state, India thu8c chira Penicillin va thudc chita Penem (tén phong, dudng di, cap sach, chénh ap...).
Dist: Ahmedabad-382 ,‘1‘ - Bao cdo ra soat chat lugng san pham dinh ky (PQR) d&i véi sdn phdm thudc tiém bot chira Penem.
220, Gujarat state, India 2 - Bo cdo thanh tra twong ing véi gidy GMP d3 ndp, duoc sao chirng thye theo quy dinh (hop phéap héa lanh sy, céng chirng...) (tai liéu cong ty
o cung cap |a vin thu théng bao cac ton tai dot kiém tra ngdy 01 —02/7/2021, khéng phai la Bdo cao thanh tra).
27 |Sun Halol-Baroda Highway, 29092953 Food & Drug Control Sun Pharmaceutical B& sung CPP va bao cdo ra soat chat lwgng san pham vo tring dé xem xét ddi véi pham vi: Thudc tiém hdn dich va bom tiém déng sdn.
Pharmaceutical Halol, Dist: Panchmabhal, Administration Industries Limited
Industries Ltd. Gujarat, 389350, India < |Gandhinagar, Gujarat
India, Halol (Halol-Baroda Highway, 8 state, India
Halol-389350, Dist: 3
Panchmahal, Gujarat N
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28 |Hetero Labs Unit-V, Sy. No.439, 440, [L.DIS.NO:11 Drugs Control Van phong dai dién Gidy chirng nhan GMP nuwéc s& tai va bao cdo thanh tra tuvong (rng dugc hgp phép hda I3nh sy trén tirng trang,
Limited Unit-V 441 & 458, TSIIC- 4632/TS/20 Administration, Hetero Labs Limited tuy nhién ngay hop phép hod lanh sy trong cling 1 tai liéu nhung khéng théng nhat gilra cac trang, dé nghi gidi trinh
(* Cach ghi khac: |Formulation SEZ Polepally (23 @ [Government of
Hetero Labs Village, Jadcherla Mandal, g Telangana, India
Limited) Mahaboobnagar District., 3
Telangana State, India Q
29 |Hetero Labs Unit V, Block VB, TSIIC- 22/21534- Norwegian Medicines  |Van phong dai dién Coéng ty ndp GCN EU-GMP cip nhat do co quan quan ly Dugc Na uy cap. Dé nghi Cong ty giai trinh d6i véi ho so dé nghi cong bé GCN cla nudc s&
Limited Formulation SEZ, S. Nos 18 Agency Hetero Labs Limited tai trwde khi dugc xem xét cdng bé EU-GMP.
439, 440, 441 & 458,
Polepally Village,
Jadcherla Mandal,
Mahaboobnagar District.,
Telangana, Pin-509301, 0
India 8
(Cach ghikhac: Unit V, Sy. S
No. 439, 440, 441 & 458, 3
TSIIC Formulation SEZ,
Polepally Village,
Jadcherla Mandal,
Mahaboobnagar District,
Telangana, India)
30 [Hetero Labs Unit V, Block Vand V-A,  [FI006/001/2 National Authority of Van phong dai dién 1. Coéng ty dé nghi gia han hiéu lyc gidy chirng nhan EU-GMP do Co quan quan ly dugc Bé Dao Nha cip dén 31/12/2013 theo chinh sach clia EMA.
Limited TSIIC- Formulation SEZ, 020 Medicines and Health  |Hetero Labs Limited Pé nghi Cong ty giai trinh d&i véi hd so dé nghi cong b8 GCN clia nudc s& tai trude khi dwoc xem xét cdng bé EU-GMP.
S. Nos 439, 440, 441 & Products (INFARMED), 2. Co s& deé nghi 2 cach ghi dia chi. Tuy nhién, Cuc Quan ly Dugc chi cong b8 theo ding thdng tin trén Gidy chirng nhan. D& nghj cong ty thuc hién
458, Polepally Village, Q [|Portugal tha tuc thay d6i théng tin theo huwdng dan clia Thong tw 08/2022/TT-BYT Dang ky thudc.
Jadcherla Mandal, S
Mahaboobnagar District, 3]
Telangana State, 509301, pa
India
31 (Troikaa Sanand - Kadi Road., Thol, [22053294 Food and Drugs Control |Cong ty Troikaa B& sung Bao cdo ra sot chat lugng sdn phdm d6i véi dang thudc bdt pha tiém.
Pharmaceuticals |City: Thol -382 728, Dist. Q  [Administration, Gujarat |Pharmaceuticals Ltd.
Ltd. Mehsana Gujarat State, g. State, India
India 3]
(* Cach viét khac: Thol- 3
382728, Gujarat - India)
32 [Meyer Organics |No. 10D, 2nd Phase, No: Drugs Control Cong ty TNHH MTV Duoc |B68 sung Béo cdo thanh tra tuwong (ng véi GMP-WHO cép nhat ban day du, dwoc hop phéap héa lanh sy va chirng thuc theo ddng quy dinh.
Pvt. Ltd Peenya Industrial Area, DCD/SPL.CEL " Department, pham ACE
Bangalore - 560 058, India |/CR- S |Goverment of
15/2023-24 z Karnataka, India
GSC No: g
DDO008S2300[
00034
33 |MYLAN No. 19 A, Plot No.284 B/1, |DCD/SPL.CEL Drug Control Cong ty MI Pharma BG sung:
LABORATORIES Bommasandra-Jigani Link |/CR- [Department, Private Limited - Bdo cao thanh tra twong rng véi gidy chirng nhan GMP mdi cdp, c6 cdng chirng va hgp phap hda lanh sy,
LIMITED Road, Industrial Area, 771/2022- 8 Government of - Bao cdo ra soat chat luvgng dinh ky d&i vai thudc tiém thé tich nhd, thé tich 16n (Thubc bot pha tiém, thudc bot déng khé, thudc tiém dang siringe
Anekal Taluk, Bangalore, |23 8 Karnataka, India dung san).
560 105, India E - SMF 1am r& dang dung can cong bé: So dd qua nho, khéng doc dugc.
- Lam r& céc dang bao ché kém cdng nghé (thudc tiém tiét trung cudi va thudc tiém san xuat vé trung).
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34 |Kamla Plot No G-84/1 Tarapur ~ |NEW-WHO- Food & Drug Cong Ty TNHH SRS Life  |Tai thoi diém cong b gidy chirng nhan da hét thai han hiéu lyc. Dé nghi cdng ty cung cap Gidy chirng nhan con thai han hiéu lwc va bao céo thanh
Lifesciences Ltd  |MIDC Boisar Palghar GMP/CERT/ o Administration, M.S. Sciences Viét Nam tra twong (ng, ban dugc chirng thye (hgp phéap hoa lanh sy, cdng chirng) theo quy dinh.
401506 Maharashtra KD/94503/2 S |Bandra-kurla Complex,
State, India 020/11/334 E Bandra (E), Mumbai.-
04 S |400 051. Mahafashtra,
™ lindia
35 |Sri Krishna Unit Il, A-34 and A-35, L.Dis.N0.563 Drugs Control Cong ty Lupin Limited BG sung:
Pharmaceuticals [IDA, Nacharam, Uppal /A2/2019 Adminstration + Gidy Gy quyén cla co s& san xuat cho doanh nghiép ndp ho so.
Ltd (M), Medchal-Malkajriri 9 [Government of + Gidy chirng nhan GMP s& tai (India) cap nhat con hiéu lyc, bdo cdo thanh tra twong rng. Cac tai liéu dwgc HPHLS va cong chirng day dl tinh phap
(dist), Hyderabad, g Telangana, India ly. (H8 so ndp chua co bao céo thanh tra).
Telangana, 500076, India 3 + Gidy chirng nhan GMP EU cap nhat con hiéu luc, bdo cdo thanh tra twong ¢ng. Cac tai liéu dwoc HPHLS va céng chirng ddy da tinh phap ly. (H6 so
B ndp chua cé bdo cdo thanh tra; gidy chirng nhan EU-GMP 13 ban in tir Eudra khéng phai ban cirng cap cho co sé).
+ Danh muyc cac dot thanh tra trong 3 ndm gan day.
36 |Sri Krishna A-34 and A-35;1DA, MT/033HM/ Medicines Authority of |Cong ty Lupin Limited BG sung:
Pharmaceuticals [Nacharam; Uppal (M), 2019 Malta (MAM) + Gidy Gy quyén clia co s& san xuat cho doanh nghiép ndp hd so.
Ltd Medchal-Malkajriri (dist), Q + Gidy chirng nhan GMP s& tai (India) cap nhat con hiéu luc, bdo cdo thanh tra twong ng. Cac tai liéu dwgc HPHLS va cong chirng day dl tinh phap
Hyderabad, Telangana, 3. ly. (H8 so ndp chua cé bao céo thanh tra).
500076, India S + Gidy chirng nhan GMP EU cap nhat con hiéu luc, bdo cdo thanh tra twong ¢ng. Cac tai liéu dwoc HPHLS va céng chirng ddy da tinh phap ly. (H6 so
3 ndp chua cé bao cdo thanh tra; gidy chirng nhan EU-GMP 13 ban in tir Eudra khdng phai ban cirng cdp cho co sd).
+ Danh muc cac dot thanh tra trong 3 ndm gan day.
37 |M/s Indchemie Kumrek, Rangpo, East- 02/WHO- Government of Sikkim  |[M/s INDCHEMIE HEALTH (B8 sung:
Health Sikkim- 737132, India GMP/DC/SK < |Department of Health & [SPECIALITIES PVT.LTD - Danh séch san pham tai Annex 1 cia SMF. Cng ty gidi trinh cé b sung Danh sach san pham (bao gdm thudc khéng vé trung dang géi) tai danh
Specialities M 2' Family Welfare, India muc dinh kém Gidy phép sdn xuat M/452/07, nhung hd so thyc té tai SMF Annex 1 chi ndp Gidy phép san xuat, khéng c6 danh muc sadn phdm kém
Pvt.Ltd 8. theo.
5 - S0 d6 mét bang téng thé nha may. Trong hd so chi |4 so d6 cta Unit V, chura phai so ¢ mit bing téng thé day da clia toan bd nha méy.
38 [FLAMINGO E-28, MIDC INDUSTRIAL  |NEW-WHO- Food & Drug VPDD FLAMINGO BS sung Bao cdo thanh tra GMP tuong (rng véi GMP mdi (tai liéu da ndp 1a béo céo khéc phuc cla cong ty).
PHARMACEUTICA |AREA OPPOSITE FIRE GMP/CERT/ o Administration, M.S. PHARMACEUTICALS
LS LIMITED BRIGADE STATION, KD/121441/ =] Bandra (E), Mumbai, LIMITED tai Viét Nam
TALOJA RAIGAD 410208 |2023/11/45 E Maharashtra State, India
MAHARASHTRA STATE, 688 2
India ©
39 |Sunglow S.No. 208/1A, 208/2A1B, [15118/D1/4 Food Safety and Drugs  |Cong ty TNHH TM Thanh |1. D& nghi cung cap gidy Uy quyén dirng tén dang ky tir nha may cho co s& cdng b8 & Viét Nam, ban dugc chirng thyc (hop phap héa lanh sy, cong
Lifescience 220/3B, Nelvoy- /2020 Control Administraion |Danh chirng) theo quy dinh.
Private Limited  |Thirumukkodal Road, < |Government of 2. BS sung SMF day du céc phu luc (cc appendix (Appendix 1-> Appendix 9) theo hwéng dan cila WHO-GMP/PICs-GMP/EU-GMP, trong dé:
Kattankulam Village, 8 Tamilnadu- India + S0 d6 nha xwéng ban in rd rang thé hién tirng khu virc sdn xuat (tén phong, cap sach, chénh ap ...).
Uthiramerur Taluk, $ + Danh muc céc nha san xuat va co s& kiém nghiém theo hop dong .
Kancheepuram district- < +S0 dd hé théng xtr ly nudc.
631 606, India + Danh muyc céc thiét bj san xu4t va kiém nghiém chinh.
40 [Sanjivani R-40, TTC, Rabale, Thane |NEW-WHO- Food & Drugs Coéng ty TNHH Y t& Canh  |B6 sung:
Paranteral Belapur road, Navi GMP/CERT/ < |Administration Clra Viét - So d6 mét bang téng thé dwoc in rd rang.
Limited Mumbai, Thane 400701, |KD/99191/2 8] Maharashtra State, India - B4o céo ra sodt chat lwgng san phadm dai véi thudc tiém bot chira khang sinh nhém Cephalosporins, Penems dé cong bé pham vi nay.
Maharashtra state, India {021/11/349 S
32 S
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41 [NGB Plot No. 5536, Road 20011819 Food & Drugs Control Van phong Dai dién AR B6 sung:
LABORATORIES Number 55, GIDC Estate, Administration Gujarat |TRADEX PRIVATE - Gidy Gy quyén dirng tén ddng ky tir nha may cho co sé& cong bd & Viét Nam, ban duoc chirng thuc (hop phap héa lanh sy, cong chirng) theo quy
PVT.LTD Sachin, Surat - 394 230, o State, India LIMITED tai thanh ph& dinh.
City: Surat, Dist. Surat, g H6 Chi Minh - Gidy chirng nhan GMP cap nhat con thai han hiéu lyc va bdo cdo thanh tra ban day du tuwong (ng véi gidy chirng nhan GMP; ban dugc chirng thuc
Gujarat State, India : (hop phép héa Ianh sy, cdng chirng) theo quy dinh. Gidy chirng nhan GMP ndp kém |a ban sao cdng chirng hgp phap héa lanh sy d3 hét han
; 29/01/2023. Tai liéu ndp kém (1a ban sao khéng dwoc cong chirng hop phédp héa lanh sy theo quy dinh) chi la thu théng bado cac ndi dung ton tai;
khéng phai 1a bdo cdo thanh tra ban day du.
- So d6 nha xudng ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh ap ...).
- Danh muc cac dot thanh tra GMP trong 3 ndm gan nhit.
42 |Harman Plot no. A-100, A-100/1, |NEW-WHO- Food & Drug VPDD Lotus International B8 sung:
Finochem Limited [A-100/2 & D-1, Shendra  |GMP/CERT/. Q  |Administration, Pte. Ltd. Singapore tai Tp. |- Gidy Uy quyén cGa Harman Finochem Limited cho Lotus International Pte. Ltd. |a co s& dang ky thudc.
MIDC Aurangabad AD/83962/2 g Mabharashtra State, India|HCM - Gidy phép san xuét.
431007, Maharashtra 020/11/337 8. - Do d6 mat bang tong thé nha may.
state, India 13 X - Céc so d6 nguyén ly cac hé théng x{r ly nudc, khéng khi, khi nén.
43 |Harman Plot no. A-100;/A-100/1, |OGYEI/3405 National Institute of VPBD Lotus International B8 sung:
Finochem Limited |A-100/2 & D-1, Shendra 7-8/2018 o Pharmacy and Nutrition |Pte. Ltd. Singapore tai Tp. |- Theo yéu cau tai hd so dénh gid GMP d&i vdi nudc sd tai (bén trén).
MIDC; IND. Area, S |(OGYEI), Hungary HCM - Gidy chirng nhan GMP va bdo céo thanh tra twong &ng, dwoc sao chirng thuc theo quy dinh (hgp phap héa lanh sy, cong chirng...). Gidy GMP
Shenrda, Aurangabad z trong ho so da hét han tai thoi diém ndp ho so.
431007, Maharashtra 3
state, India -
44 [M/s. Optimus Plot No. 73/B, 73/B/2, D. Lis. No. Drug Control Optimus Pharma Private |B& sung:
Pharma Private EPIP, Pashamylaram (V) 141/E1/202 Administration, Limited - Gidy dang ky Van phong dai dién tai VN.
Limited Patancheru (M), 1 Government of - Gidy chirng nhan GMP cla nwdc sé tai cap cho co s& san xuit (Gidy GMP cla ndi dia), duoc sao chirng thyc theo quy dinh (hop phép héa lanh sy,
Sangareddy District - < [|Telangana, India cong chirng...). Co s& da nop |a van thu xac nhan dap &ng GMP chi cho muc dich xuat khau d8i véi cac san pham.
502307, Telangana State, 3. - Bo cdo thanh tra twong ng véi Gidy chirng nhdn GMP duworc sao chirng thuc theo quy dinh (hop phap héa lanh sy, cong chirng...). Co s& d3 cung
India 3 cép la bdo cao thanh tra cia US FDA ngay 02 - 06/9/2019, khéng twong irng vdi Gidy GMP nudc s tai; bi che khuat nhiéu ndi dung.
- So d6 téng thé nha mdy, thé hién rd rang cac khu vuc, hoat ddng/ san pham san xu4t tai tirng khu v
- So d6 nha xwdng ban in rd rang thé hién tirng khu vire san xuat (tén phong, dwdng di, cdp sach, chénh &p...).
45 |M/s Pulse Khasra No.400, 407 & 17P/1/104/2 The Drug Licensing & Coéngty TNHH Y t€ Canh  [1. B8 sung:
Pharmaceuticals |409, Karondi, Roorkee- 007/3948 Controlling Authority, Clra Viét - Gidy chirng nhan GMP va B&o céo thanh tra tuvong (ng clia nudc sé tai, cap nhat, con hiéu lyc, dwgc sao chirng thuc theo quy dinh (hgp phap héa
Private Limited 247667, Distt. Haridwar, 9 |Uttarakhand, India lanh sy, cong chirng ...).
Uttarakhand (India) 8' - Danh muyc thiét bi kiém nghiém trong SMF.
$ - Danh muc c4c dot kiém tra GMP trong 3 ndm gan day: Tén co quan cdp GMP chua chinh xac (muc s8 2 co quan cdp 1a "The Drug Controlling &
N Licensing Authority")
2. Gidi trinh: Bdo cdo thanh tra GMP: dia chi chwa th8ng nhat vdi GCN GMP (thi€u No 400) va trong bao cdo thanh tra ghi "Roorkee 247661" khac
véi GCN GMP "Roorkee 247667".
46 |M/s ANG Life Vill. Malkumajra, HFW/H o |Health & Family ANG Lifesciences India Tai thoi diém cong bé gidy chirng nhan da hét thoi han hiéu lyc. Dé nghj cdng ty cung cap Gidy chirng nhan con thoi han hiéu lyc va bao cdo thanh
Sciences India Ltd. [Nalagarh Road, Baddi, (Drugs) § Welfare Department Limited tra twong (ng, ban dugc chirng thye (hgp phép hoa lanh sy, cdng chirng) theo quy dinh.
Distt. Solan (H.P.), India 131/07 co"\ Himachal Pradesh, India
3
47 |Granules India Plot No 160/A, 161/E, 162 |FT022/MH/0 National Authority of Céng ty TNHH B6 sung:
Limited & 174/A, Gagillapur 01/2019 Medicines and Health GlaxoSmithKline hang + Gidy Oy quyén cla co s& san xuat cho doanh nghiép ndp ho so;
Village, Dundigal- @ |Products (INFARMED), [tiéu dung va chdm séc + Gidy chirng nhan GMP nuéc s tai (India) con hiéu lyc; bdo cdo thanh tra GMP tuong (rng. Céc tai liéu dugc HPHLS, chirng thye ddy dl tinh phap
Gandimaisamma Mandal, 8 Portugal strc khoe Viét Nam ly. (Tai h6 so chua c6 cac tai liéu nay).
Medchal-Malkajgiri, S + Gidy chirng nhan GMP EU cap nhat con hiéu lyc; bao céo thanh tra GMP twong irng. Cac tai liéu dwgce HPHLS, chirng thyc day dd tinh phép ly. (Tai
Telangana, 500043, India 8 hé so gidy chirtng nhan GMP d3 hét hiéu lyc va |a ban in tir Eudra, khéng phai GCN ban cirng; chua cé bao cdo thanh tra).

+ Phu luc cia SMF vé so d6 t6 chirc (tai ho so so d6 in m& nhoe khdng rd thong tin) va phu luc vé lwgc d6 san xuat.
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48 |Skymap B-2, Dev Bhoomi 17P/1/105/2 Drugs Licensing & Céng ty TNHH TM Thanh |B6 sung:
Healthcare Pvt.  [Industrial Estate, Puhana |018/10050 @ |Controlling Authority Danh - Gidy Uy quyén cla co s& san xuit cho co s& ndp ho so danh gid.
Ltd. Igbalpur Road, Roorkee, g (Uttarakhand), India - Gidy GMP cap nhét va Bao cdo thanh tra twong (rng, ca hai dwgc sao chirng thuc theo quy dinh.
Distt. Haridwar-247667, 3 - Pay da cac Phu luc cia SMF (SMF d3 ndp khéng kém phu luc).
Uttarakhand, India Q - Bao cdo ra sodt chat lwgng san pham dinh ky cla thudc tiém dang 1dng (ddng 6ng va déng lo) va thudc nhd mét.
49 [Archimedis C-27, SIPCOT Industrial K. Dis. No: Department of Food Céng ty TNHH Mot Thanh 1. BS sung:
Healthcare Park, Irugattukottai, 19855/D1/4 Safety and Drugs Vién An Phat - 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
Private Limited Sriperumbadur Taluk - /2018 Control Administration - Gidy chirng nhan GMP d3 hét han tai thoi diém nop ho so. Dé nghi bé sung Gidy chirng nhan GMP con hiéu lyc kém theo bao cdo thanh tra ban
602117, Kancheepuram Government of Tamil day dd tuwong (ng; duoc chirng thue hgp héa lanh sy theo ding quy dinh
District, India Nadu, India 2. Gidi trinh:
o a. Gidy chirng nhan WHO-GMP: Co s& ndp ban sao cong chirng gidy chirng nhan GMP; dang bao ché “thudc bdt pha dung dich udng” 13 chir viét tay .
a b. Dia chi clia nha sdn xuat trén gidy chirng nhan GMP khac so véi dia chi trén Site Master File (hd so téng thé) va bao cdo thanh tra GMP:
; + Dia chi trén GCN GMP: C-27, SIPCOT Industrial Park, Irugattukottai, Sriperumbadur Taluk - 602117, Kancheepuram District, India
g + Dia chi trén bédo cdo thanh tra : Plot No.: C-27, SIPCOT Industrial Park, Irungattukottai, Sriperumpudur, Kancheepuram District, Tamil Nadu, India-
i 602117
+ Dia chi trong Site Master File: C-27, SIPCOT Industrial Park, Irungattukottai, Sriperumbudur, Taluk - 602117 Kancheepuram District, Tamil Nadu,
India
D& nghij gidi trinh va thdng nhat cach ghi dia chi trén cac tai liéu.
50 |Archimedis PLOT NO. C-27 SIPCOT UK GMP Medicines and Céng ty TNHH Mét Thanh [1. B8 sung va gidi trinh d6i v&i cong b8 nudc sé tai (bén trén).
Healthcare INDUSTRIAL PARK 48763 Insp Healthcare products Vién An Phat 2. B sung gidy chirng nhan GMP mdi con hiéu luc kém theo bdo cdo thanh tra (ban day du) tuong (ng gidy chirng nhan GMP; ban duwoc chirng
Private Limited IRUNGATTUKOTTAI GMP Regulatory Agency, thye (hgp phap héa lanh sy, cong chirng) theo quy dinh. Gidy chirng nhan EU-GMP va Bao céo thanh tra ndp kém chi 13 ban sao chwa dugc cong
SRIPERUMPUDUR 48763/1771 United Kingdom chirng. Tuy nhién; gidy chirng nhan EU-GMP thé hién ngay kiém tra vao ngay 15/01/2018 va ngay 15/10/2018; Cong ty m&i cung cap Bao céo thanh
KANCHEEPURAM 9598-0002 * tra ngay 15/10/2018 d6i véi pham vi déng géi; chura cung cap Bao céo thanh tra ngay 15/01/2018 dé c6 cin c xac dinh pham vi chitng nhan.
DISTRICT TAMIL NADU IN- g. 3. Dia chi nha sdn xuat trén gidy chirng nhan EU-GMP khéac véi dia chi gidy chirng nhan GMP & nwdc sé tai. Dé nghi gidi trinh va thdng nhat cic cach
602105, India S ghi dia chi:
Q + Dia chi trén GCN WHO-GMP: C-27, SIPCOT Industrial Park, Irugattukottai, Sriperumbadur Taluk - 602117, Kancheepuram District, India
+ Dia chi trén GCN EU-GMP: PLOT NO. C-27, SIPCOT INDUSTRIAL PARK, IRUNGATTUKOTTAI, SRIPERUMPUDUR, KANCHEEPURAM DISTRICT, IN-
602105, INDIA
51 |4cCare Lifescience |Servey No. 23/3P & 24, 21052550 Food & Drug Cotrol Euro Healthcare Pte.Ltd  |B6 sung:
Pvt Ltd Opp. Jeans Factory, < [Administration, - Bo cao thanh tra ban day di dwoc hop phap héa lanh sy theo quy dinh.
Daduram Vistar, Village: 8' Gandhinagar, Gujarat - Cacso dé nguyénly :
Bagdol, Tal, -Kathlal Dist. - S [state, India +Hé théng HVAC
Kheda- 387 630, India < +Dudng di cia ngudi, nguyén liéu
+T6ng quan khu virc ngoai, b tri xwdng, kho, vén phong...
52 |[Delpharm Milano |Via Carnevale, 1-20054 |[IT/84/H/202 Italian Medicines VPDD DIETHELM & CO., [1.Céng ty cung c&p CPP san phadm Vién nén Dilatrend (hoat chat Carvedilol) dé diéu chinh pham vi "Vién nang ctrng, vién nén, vién nén bao phim"
S.R.L Segrate (MI), Italy 2 ~ |Agency (AIFA) LTD; VPDD F. Hoffman -  |thanh "(bao gdm ca Thudc ddc té bao/kim t&€ bao)". Tuy nhién trén gidy GMP d3 ghi chd ré pham vi Vién nang cirng, vién nén chi cé thuéc doc té
(* Céch viét dia chi cli: Via =} La Roche Ltd bao/kim té bao, do d6 khéng déng y diéu chinh.
Carnevale, 1 - 20090 : 2. Yéu cau gidi trinh vé vj tri/day chuyén dé san xuit san pham Dilatrend.
Segrate (M), Italy) E
o~
53 [Aziende Chimiche |Via Vecchia del Pinocchio, [IT/82/H/202 Italian Medicines Coéng ty TNHH Nhan Sinh  |D& nghj cung cap tai liéu gidi trinh dugc xac nhan bdi co quan quan ly c6 tham quyén nudc s& tai vé su khéc biét dia chi trén GCN GMP méi ( Via
Riunite Angelini |22 - 60100 Ancona (AN), (2 QN |Agency (AIFA) Vecchia del Pinocchio, 22 - 60100 Ancona (AN), Italy) so v&i théng tin d3 dwoc cong bd va trong Site Master File cap nhat (Via Vecchia del Pinocchio,
Francesco Acraf |ltaly 8] 22 - 60131 Ancona (AN), Italy)
SpA 3
&
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54 [Farmaceutici Via Di Vittorio, 2-21040 IT/236/H/20| ~ |[ltalian Medicines Cong ty TNHH Xuc tién B6 sung So dd nha xudng ban in rd rang thé hién tirng khu vuc san xudt; cap sach; chénh ap; duong di.
Formenti S.P.A Origgio (VA), Italy 22 § Agency (AIFA) Thttong mai DP va Dau
g: twTvV
8
55 |ACS Dobfar S.P.A |Via Marzabotto, 1,7/9- IT- o |ltalian Medicines Cong ty c6 phan Y Dugc  |B6 sung:
20781 Vimercate (MB), API/51/H/20 § Agency (AIFA) LS + Gidy Oy quyén cla co s& san xuit cho doanh nghiép ndp hd so;
Italy 19 8' + Gidy chirng nhan GMP cdp nhéat con hiéu lyc va day d phap ly (GCN GMP ndp tai hd so thiéu trang 1 phan tiéng Anh);
s +SMF day dd théng tin theo huéng din clia WHO/ PICS/ EU (Tai hd so chua dinh kém SMF)
56 |Marco Viti Via Tarantelli, 13/15 - IT/22/H/202 AIFA Italian Medicines  [Apac Pharmaceuticals JSC |BS sung:
Farmaceutici 22076 Mozzate (CO), Italy [0 Q |Agency, Italy - Gidy Gy quyén cla co s& san xudt cho co s& ndp hd so dénh gia.
S.P.A. g - Ban v& so dd nguyén ly hé théng san xuat va phan phéi nwéc tinh khiét.
g - Ban v& layout clia toan bd co s& san xuat (site layout) va cac ban vé tai Appendix 6 cia SMF, dugc in rd rang va dich ra tiéng Anh ho3c tiéng Viét.
N - Danh séch thiét bj san xu4t tai Appendix 7 ciia SMF, dugc dich ra tiéng Anh hodc tiéng Viét.
57 |GUNAS.P.A. Via Palmanova, 69~ IT/236/H/20 0 Italian Medicines Céng ty C6 phan Thuong |B6 sung:
20132 Milano (M), Italy |18 S |Agency (AIFA) Mai Dugc Phuong Minh |- Layout téng thé toan nha may (site layout).
3 - C4c ban vé layout trong Appendix 6 cia SMF, dugc in rd rang, dich tiéng Anh hogc tiéng Viét.
E - Gidy Uy quyén cla co s& san xuit cho co' s& ndp hé so danh gid.
~ - Gidy GMP cap nhat duoc sao chirng thyc theo quy dinh. Tra ciru EUDRA, co s& d3 c6 gidy GMP cép nhat.
58 [Nitto Medic Co., |1-14-1, Yasuuchi, Yatsuo- (895 o [Ministry of Health, Cong ty TNHH d4u tu Pé nghi b6 sung:
Ltd Yatsuo Plant  [machi, Toyama-city, S |Labour and Welfare nhip cauy té Viét Nhat |- Gidy Gy quyén clia co s& san xuat cho cong ty dé nghj cong bé.
Toyama, 939-2366, Japan E (MHLW), Japan - Bao cdo thanh tra GMP twong (rng d6i véi thubc dé nghi cong bé hodc Ban Notification of GMP inspection cé kém theo danh sach céc thuéc/dang
E thudc dugc kiém tra, danh gid duwoc hop phap héa lanh sy va chirng thuee theo quy dinh
° - Céng vin dé nghi cdng b8 GMP tén CSSX thiéu Yatsuo Plant.
59 |DAIICHI SANKYO |1-12-1, Shinomiya, 912 Ministry of Health, Daiichi Sankyo Thailand  |B& sung:
PROPHARMA Hiratsuka, Kanagawa, Labour and Welfare + Gidy chirng nhan GMP dwoc HPHLS va chirng thyc theo quy dinh, ddy da tinh phap Iy (Pai s quan VN chirng nhan lanh sy khong dé ngay chirng
co., LTD., Japan " (MHLW), Japan nhan).
Hiratsuka Plant =] + Thong bao két qua thanh tra GMP (dé xéc dinh hiéu lwc) kém phu luc san pham, trong dé cé san pham Japrolox, dwoc HPHLS chirng thuc theo quy
E dinh (Céng ty ndp Théng bao két qua thanh tra d&i voi thudc (Notification of Inspection Result on Drug), khéng phai tai ban théng bao két qua
2 thanh tra GMP).
o + Gidy x4c nhan cla co quan quan ly dwgc Nhat Ban vé méi lién quan gitra san phadm Loxonin va Japrolox (Thong béo két qua thanh tra cho san
ph&m vién nén Loxonin 60mg, khdng phai sdn pham Japrolox. Cng ty giai trinh viéc cdp chirng nhan cho Japrolox trén co s& thanh tra san pham
Loxonin ma chwa dua ra cac cdn c cy thé; tén SMF ndp la SMF for Loxonin Tablets).
60 [Boryung 107, 109 Neungan-ro, 2020-D1- Gyeongin Regional Food [Pharmaunity Co., Ltd 1. B6 sung:
Pharmaceutical |Danwon-gu, Ansan-si, 0181 o [andDrug - So d6 t8ng quat ciia nha mdy, néu rd vi tri khu vuc san xust d8i voi tirng Building.
Co., Ltd. Gyeonggi-do, Republic of S |Administration, Korea - Ban in rd hoic file mém clia céc so d. Trong h6 so, mot s8 so d6 (Building B- tng 1, 2...) in nhoe, chit nhé khéng doc duoc.
Korea. : - Gidy chirng nhan GMP cap nhat, con hiéu lyc, dwgc sao chirng thyc theo quy dinh (hgp phap héa lanh sy, cong chirng ...). Gidy chirng nhan GMP
3 d3 hét han higu lyc.
o 2. Gidi trinh: Building B san xuat Oral solid va hormon sinh duc, yéu cau gidi trinh va lam ré tirng khu virc san xuét.
61 [IL-Yang Pharm 110, Hagal-ro, Giheung- |N0.2020-D1-| o |Gyeongin Regional IL-Yang Pharm Co., Ltd B6 sung day d0 cac phu luc clia SMF: phu luc so d6 nguyén Iy nudc; phu luc lwgc d6 sdn xuat nguyén liéu; phu luc layout t8ng quét toan nha may,
Co., Ltd gu, Yongin-si, Gyeonggi- |1068 § Office of Food and Drug thé hién tirng chirc ndng tirng khu vire (co sé 6 nhidu khu vire nhidu toa nha san xuét).
do, Republic of Korea 8' Safety, Korea
n
o
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62 |Wooridul 50 Jeyakgongdan 2-gil, 2020-D1- Gyeongin Regional Pharmachem Co., Ltd. 1. B6 sung:
Pharmaceutical |Hyangnham-eup, 2262 Office of Food and Drug - Gidy Gy quyén clia co s& san xudt cho co s& ndp ho so danh gia va bang chirng vé Van phong dai dién tai VN cla co s& san xuét.
Ltd. Hwaseong-gi, Gyeonggi- Safety, Ministry of Food - Gidy GMP c4p nhat va Bao cdo thanh tra tuvong (*ng, ca hai duoc sao chirng thyc theo quy dinh.
do, Republic of Korea and Drug Safety, - C4c gidy phép san xuit clia co s& san xuat do co quan quan ly nwéc s tai cap.
o |Republic of Korea - Layout t&ng thé toan nha may (site layout).
5 - So d6 nguyén ly hé théng san xuat va phan phdi nudc tinh khiét trong SMF, duoc in rd rang, dich tiéng Anh hodc tiéng Viét.
$ - Théng tin vé hoat ddng san xuat va so do flowchart cla pham vi san xuat Héa chat cho thdm phan mau (Hemodialysis agents).
g - Théng tin vé cac hoat ddng hop ddng clia nha may va&i cac don vi bén ngoai.
- - Danh muc céc dot thanh tra GMP trong 3 ndm gan day.
2. Giai trinh: Theo danh muc san pham clia nha may dinh kém trong hd so cé céc dang bao ché khong cé trong gidy chirng nhan GMP, khéng duoc
md ta trong SMF (Thudc kem, m&; Vién nang mém; Thudc tiém doc t& bao; Thudc tiém thuwdng). Dé nghij giai trinh.
63 [Boryung 254, Chungseo-ro, 2021-G1- Daejeon Regional Office |Cong ty TNHH Duwoc BG sung:
Pharmaceutical |Eungbong-myeon, Yesan- 1233 of Food and Drug phadm Nam Han - Gidy Uy quyén cla co s& san xuit cho co s& ndp hé so dénh gid.
Co., Ltd. gun, Chungcheongnam- o Safety, Ministry of Food - Gidy GMP cap nhat va Bao cdo thanh tra twong (ng, ca hai dwgc sao chirng thyc theo quy dinh.
do, Republic of Korea S |and Drug Safety, - Gidy phép san xuit cla co s& do co quan quan ly nwdc sé tai cap (ban dinh kém SMF 13 gidy GMP).
E Republic of Korea - C4c ban v& tai Appendix 6 clia SMF, dugc in to, rd rang ho3c ban mém.
S‘, - Ban danh gid va kiém soat nguy co (theo hudng dan clia EU, PIC/S, WHO) ddi véi cac API ¢ hoat tinh cao (Imatinib, Erlotinib) khi san xuat chung
- trén day chuyén thudc udng dang ran va bing chirng vé viéc cho phép clia co quan quan ly nwéc s tai.
- Bdo cdo ra soat chat lugng dinh ky (Product quality review) ctia mdi dang bao ché thudc vo triing (Tai liéu da ndp trong hd so 1a S8 tay chat lugng
— Quality manual).
64 |Biocare Lot 269, Taman 2583/22 Ministry of Health of VAN PHONG DAI DIEN BG sung:
Manufacturing Farmaseutikal, Bandar N [Malaysia ANINA - Gidy Uy quyén clia co s& san xuat cho Cong ty dang ky.
Sdn. Bhd. Baru Seri Iskandar, 32610 8 INNOTHERAPEUTICS - So' d6 nguyén tac cla hé thong x{r ly nwédc ban rd rang.
Seri Iskandar, Perak, 8. PRIVATE LIMITED TAI - Layout chénh &p nha xuéng.
Malaysia Q THANH PHO HO CHI
MINH
65 [Fresenius Kabi Svinesundsveien 80, 22/24967- Norwegian Medicines  [CAng ty c8 phan 1. B8 sung theo yéu cau cla dot 31: Bdo cdo thanh tra twong tng véi gidy GMP-EU cép nhat duoc hgp phép hda lanh sy, chirng thuc theo quy dinh.
Norge AS Halden, NO-1788, Norway |26 o Agency (NOMA) Fresenius Kabi Viét Nam |2. B sung theo yéu cau cla Dot 13:
=} +S0 d0 nha xudng ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh ap, dudng di...) d8i véi thudc khong vo trung.
E + B8 sung Béo cdo ra soat chat lwvgng sadn pham thudc sdn xuit vo trung d6i v&i cac dang bao ché: Thudc sdn xuat vé trung (dung dich thé tich Ién;
; dung dich thé tich nhé); thudc tiét trung cudi (dung dich thé tich nhd).
66 [M/s Shaigan 14-km, Adyala Road, Post |F. 3-8/2018- _,  |Drug Regulatory Shaigan Pharmaceuticals [B& sung:
Pharmaceuticals |Office Dahgal, Addl. Dir. S |Authority of Pakistan (Pvt) Ltd., - Bao cdo thanh tra (dwoc hop phap héa lanh sy va chirng thuc theo quy dinh), tuwong (ng véi Gidy chirng nhan GMP mdi ndp.
(Pvt) Ltd Rawalpindi, Pakistan (QA & LT-I)- Ry - Lam r3 tirng khu vyre sdn xudt déi vai: Thube vo trung/ khdng vé trung; thudc thudng/ thudc chira steroid, hormon; thudc chira khang sinh nhém
32 ; Cephalosporins trong so d6 nha may.
o - S0 d6 t6 chirc nhan sy va danh sach nhan sy chli chét tuwong (rng mai vi tri, bd phan.
67 |Fynk 19th K.M. G.T. Road, Kala |244/2019- Drug Regulatory Cong ty TNHH Duoc H6 so da cung cap khdng théng nhat, thiéu tin cay:
Pharmaceutical  |Shah Kaku, District DRAP (AD- o Authority of Pakistan pham TG Uyén - Bdn vé layout m&, nhoe, tay xda, viét tay, thong tin khong rd rang vé cac toa nha. C6 ca 2 toa nha san xuét Penicillin (thudc tiém & dang ran) va
Industry (Pvt.) Sheikhupura, Pakistan 1932347- a Carbopenem, khéng hé mo ta trong SMF va khéng cé chirng nhan trong Gidy phép san xuat.
Ltd. 227) E - Mb t& hé théng nudc khdng théng nhat véi ban vé dinh kem.
2 - Bo cao thanh tra GMP dang checklist don gian, thi€u chi tiét, khéng ddm bao viéc danh gid GMP chinh xéc.
© - Gidy GMP c&p cho muc dich xuat khau, khong phai gidy GMP st dung tai Pakistan.
Do d6, Cuc QLD s& tién hanh danh gia thuyc té.
68 |Tecnimede- Quinta da Cerca, Caixaria, [F031/S1/MH| ., |National Authority of Cong ty TNHH MTV An Cong ty dé nghi b8 sung cac viét khac clia tén co s& (c6 thém cum "Fab. Caixaria") theo CPP. Dé nghj Céng ty thuc hién thd tuc d6i tén (néu can)
Sociedade Dois Portos, 2565-187, /001/2023 § Medicines and Health Phat theo quy dinh.
Técnico- Portugal g' Products (INFARMED),
Medicinal S.A. = [Portugal

Danh sach co s& can b6 sung, gidi trinh

Trang 10/ 11 Dot 32



TEN CO’ SO’ SAN . GIAY CH. | NGAY e - N < R a [P 2 N
STT XUAT DIA CHI NHAN cAp CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
69 |Sanofi llac Sanayi. |39780 Kucukkaristiran sukls136008 State Institute for Drug [Sanofi- Aventis Singapore |B6 sung bao céo thanh tra twong (rng v&i gidy GMP-EU d3 ndp duwoc hop phap héa lanh sy, chitng thuc theo quy dinh.
Ve Ticaret Mahallesi Merkez Sokak |/2022 Q  [Control, Czech Republic |Pte. Ltd.
Anonim Sirketi  [No: 223/A &
(AS) Buyukkaristiran 3'
Luleburgaz, Kirklareli, hs
Turkey
70 |idol ilag Dolum Davutpaga Caddesi TR/GMP/20 ~ |TurkishMedicines and |Céng ty TNHH Mefatop B8 sung:
Sanayi Ve Ticaret |Cebealibey Sokak No: 20, |22/245 S |Medical Devices Agency - Day du cac ban v& trong Annex 9 clia SMF. Trong SMF tai hd so da ndp chi c6 ban v& clia Upper floor clia tda nha IDOL 1.
AS. Topkapi, Zeytinburnu, S - Bdo cdo thanh tra twong &ng véi gidy GMP da ndp, dugc sao chirng thuc, hop phap héa lanh sy theo quy dinh.
Istanbul, Turkey ;
—
71 |Exeltis ilag San. Cerkezkoy Organize TR/GMP/20 Turkish Medicines and  [Cong ty Exeltis Yéu cau cung cip bdo cdo thanh tra ban ddy du (thé hién rd pham vi, loai hinh, myc dich thanh tra vién,...), ban dugc chirng thuc, hop phép héa
ve Tic. A.S. Sanayi Bolgesi, 23/92 o Medical Devices Agency |Healthcare S.L. lanh sy theo quy dinh.
Gaziosmanpasa S  |(TMMDA)
Mabhallesi, Fatih Bulvari E
N0:19/2, Gerkezkdy- 2
Tekirdag, Turkey e
72 (Bora No.54, Gong-yeh W. 06833 — |Ministry of Health and  [VPDD Eisai (Thailand) BG sung:
Pharmaceuticals~ |Road., Guan-Tyan Dist., § Welfare, Republic of + Gidy Oy quyén cla cssx Bora cho Cong ty Essai ndp hd so.
Co. Ltd., Tainan City 720, Taiwan S'I China (Taiwan) + Bdo cdo thanh tra GMP tuong (rng GCN GMP, dugc HPHLS va cdng chirng day du tinh phap ly.
(R.0.C) g
73 |C.B. Fleet 4615 Murray PI,, FEI: — |United States Food and |Cty TNHH Y T& Canh Clra |B& sung bdo cdo thanh tra ngay 22/8/2019 tuong (rng v&i s6 FEI 1111503 nhu cong b8 trén website clia US-FDA, duwoc cdng chirng, hop phép hda
Company, Inc., Lynchburg, VA 24502, USA|1111503 § Drug Administration Viét lanh sy theo quy dinh.
5 (U.S. FDA)
3
74 |Amgen State Road 31 Km, 24.6, [193300129X| ~ |Federal Commission for |Cong ty TNHH Coéng ty dé nghi cdng bd gidy GMP PIC/S do Mehico cip cho co s& clia M§. Céc cdng bd US-cGMP clia co s& d& hét han. Dé nghi ndp hd so gia han
Manufacturing Juncos, Puerto Rico, USA (0254, § the Protection Against  |AstraZeneca VN GMP s& tai trudce khi ti€n hanh cong b GMP nudce khéc.
Limited 223300129X g' Sanitary Risks
0013 & |(COFEPRIS)
75 |Packaging 3001 Red Lion Road, BE/GMP/20 o |Federal Agency for Cong ty TNHH Coéng ty dé nghi cdng bd gidy GMP EU (in tir EUDRA) cho co sé& ciia M. D& nghi ndp ho so danh gia GMP sé& tai trwdce khi ti€n hanh cong bé GMP EU.
Coordinators LLC |Philadelphia, 19/009 § Medicines and Health  |AstraZeneca VN
Pennsylvania, 19114, co'w Products (FAMHP),
United States < |Belgium
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