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 vinsé~ 9468  /QLD-CLngay 21 /09 /2023

Dot 30
ctia Cuc Qudn ly Dworc )

TEN CO’ SO’ SAN o GIAY CH. | NGAY ~ - A ~ a & S = . 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 [Sanochemia Landegger StralRe 33, INS-483894- Federal Office for Safety [VPDD Bayer (South East |1. Cong ty ndp gidy chirng nhan GMP m&i s6 INS-483894-13760087-17245633, cap ngay 17/12/2021, ngay thanh tra |a 28-30/09/2021. Tra c(ru trén
Pharmazeutika 2491 Neufeld an der 13760087- < |in Health Care, Austria  |Asia) Pte. Ltd tai TP HCM |EUDRA GMP — thay nha may c6 gidy chirng nhan sé 483894-13760087, c6 clng ngay cap vai gidy chirng nhan GMP da ndp, nhung ngay thanh tra la
GmbH (tén cii: Leitha, Austria 17245633 8 29/09/2021. D& nghi cong ty lam rd sy khac biét nay.
Sanochemia 3[ 2. Khéng chap nhan bé chit "Werk 2”:“Plant 2”, trwdrng hgp bd chit nay yéu cau cung cdp lai SMF cla nha may chung (khéng phai chi cé plant).
Pharmazeutika S
AG Werk 2)
2 |Belmedpreparaty |30 Fabritsius St., Minsk, *.|175/2021/G Ministry of Health of Cong ty TNHH M6t Thanh |D6i véi dé nghi bé sung cach ghi khéc cta dia chi co sé: 22007 Minsk, 30, Fabritsius St., Republic of Belarus, dé nghi cong ty thuc hién thu tuc thay
Republican Republic of Belarus. MP; the Republic of Belarus |Vién VIMEPHARCO d6i dia chi theo hinh thirc théng bao theo quy dinh tai Théng tw 08/2022/TT-BYT.
Unitary (Céch ghi khac: Bao cdo
production 30 Fabritsius St;, 220007 |thanh tra
Enterprise Minsk; Republic of
(Cach ghi khac: Belarus, hoac o
Republican Workshop No.2: 30 S
Unitary Fabritsius St., 22007 >
production Minsk, Republic of 2
Enterprise Belarus) ~
“Belmedpreparaty
Tén viét tat:
Belmedpreparaty
RUE)
3 |Apotex Inc. 4100 Weston road, 80654 ~ |Health Product Cong ty ANVO Pharma B& sung gidy Gy quyén clia co s& san xuat cho céng ty dé nghj cong bé.
Toronto, On Canada, ML § Compliance Directorate, [Canada Inc.
2Y6. & |Health Canada
&
4 |Apotex Inc. 50 Steinway Blvd, 81736 « |Health Products Van phong dai dién Anvo |1. Gidi trinh: Trang 19 clia SMF c6 md ta viéc co s& khdng c6 hoat déng vdi thudc ddc t&€ bao, tuy nhién theo céc CPP do Cong ty cung cap trong hd
Etobicoke, Ontario, S |Compliance Directorate, |Pharma Canada Inc. S0, co' s& 6 tham gia déng goi cac san pham vién nén bao phim chira Erlotinib.
Canada, M9W 6Y3 : Health Canada, Canada 2. B8 sung:
L,C': - Tai liéu chirng minh viéc quan ly rii ro d6i véi hoat déng déng géi thubc doc té bao tai co sé.
- - Céc Phu lyc 6a, 6b, 6¢, 7 ciia SMF, ban in rd nét hodc ban mém.
5 |CSPC Ouyi No. 88 Yangzi Road, Béo cdo Hebei Medical Products [Céngty TNHH S3n xuat  |1. Cong ty dé nghi cdng b8 GMP dua trén bao cdo thanh tra ngay 27-31/07/2020. Bo cdo thanh tra chua day du file dinh kém. D& nghi b6 sung
Pharmaceutical ~ [Economic and thanh tra s& Administration, China  |dwgc phdm Medlac Gidy phép san xuat, cung ban day dd bao cdo thanh tra twong ¢ng, dugc chirng thuc, hop phéap héa lanh sy theo quy dinh.
Co., Ltd. Technological J.H.Y.R.2020 Pharma Italy 2. H6 so téng thé dd nop chi bao gdm workshop 108 cho thudc vién nén, vién nang. Yéu cau b8 sung so do téng thé clia nha may, so d6 nha xwéng
Development Zone, 30 clia workshop 108 - ban in rd rang thé hién tirng khu virc sdn xudt (tén phong, cap sach, chénh 4p, dudng di clia con ngudi va nguyén liéu ...).
Shijiazhuang, China 3. Dé nghj céng ty lam rd pham vi/cac workshop, day chuyén dé nghi cong bs va nop day di cac tai liéu twong rng (SMF day dd céc phu luc theo
< huéng dan ciia WHO-GMP/PICs-GMP/EU-GMP, Bao cdo ra soat chat lugng san pham thudc vo trung).
8 4. Cong ty c6 dia chi trung véi CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd., d& nghi giai trinh vé dia chi/ dia diém san xuat kém theo mat
B bang téng thé ctia khu vire, cé ghi chi rd rang cac khu vire.
by 5. Theo gidy chirng nhan GMP cili dia chi 88 gdm workshop 5, workshop 108, workshop 115, cdng ty chi cung c&p hé so workshop 108: dé nghi lam

rd bao céo thanh tra d8i v&i workshop nao. Cung cap béo cdo thanh tra ddy du théng tin, ndi dung.
6. Muc 6.1 trong SMF cé mé ta khéng san xuit thubc déc va nguy hiém, tuy nhiém pham vi cé thuéc ung thu.
7. D& nghj lam rd khu vire san xuat cepha
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6 [Hainan Zhonghe |No. 168, Haikou Free HI20190004 China Food and Drug Cong ty TNHH Lynh Farma |B6 sung:
Pharmaceutical Trade Zone Nanhai Ave., o Administration + Bao cdo thanh tra GMP tuong (rng véi GCN GMP dwoc HPHLS va chirng thue day da tinh phap ly (Bdo cdo thanh tra GMP ndp tai hé so chua
Co., Ltd Haikou Hainan, China. 3 tuong &ng v&i GCN GMP, dgt thanh tra (25/-26/11/2021) chwa phlu hgp vdi cdc dot thanh tra liét ké tai danh muc 3 ndm. Pham vi thanh tra cho Z2
3 workshop, Z3 workshop, APl workshop; khéng phai pham vi Z2 va Y2 workshop dang xem xét.)
z + Béo cdo chét lwvgng san phdm hang ndm véi cac dang bao ché thudc vo trung.
~ + Cung cap Oy quyén cla co sé& san xuat cho doanh nghiép ndp ho so (Tra ciru SPK, cdng ty Lynh Pharma chuwa la nha dang ky san pham cla co sé&
san xuét Hainan).
7 |PANJIN HUA Dongfeng Town, Dawa ChinaFood and Drug CONG TY CO PHAN HOA  |D& nghi bé sung dy d0 hd so theo quy dinh tai Nghj dinh 54/2017/ND-CP ngay 8/5/2017
CHENG County, Panjin City, Administration DUQc QuOC TE HA NOI
PHARMACEUTICAL |Liaoning Province, China
CO., LTD
8 |Thymoorgan Schiffgraben 23, 38690 DE_NI_01 G| _, |Coquan tham quyén Coéng ty TNHH Dugc Deé nghi b6 sung SMF va tai liéu lién quan dé Iam rd pham vi "thudc déng khé chira chat doc té& bao va hormon".
Pharmazie GmbH |Goslar, Germany MP_2022_0 S |Puc pham Viét - Phdp
(* Céch ghi cii: 034 3
Schiffgraben 23;:38690 o
Vienenburg, Germany) -
9 |Sanofi-Aventis Sanofi-Aventis DE_HE_01_ Co quan thdm quyén VPDD Sanofi-Aventis B& sung bdo céo déanh gia nguy co clia viéc san xuat thudc hormon cé nguy co cao trén day chuyén chung.
Deutschland Deutschland GmbH, GMP_2023_ o |buc Singapore Pte. Ltd tai TP
GmbH BriiningstraRe 50, 0034 S H® Chi Minh
Industriepark Hochst, <o‘r
65926 Frankfurt am Main, 3
Germany
10 |Griinenthal GmbH |Griinenthal GmbH, DE_NW_04_ = Co quan thdm quyén Cong ty TNHH Xuc tién B6 sung so db building 604/608 ban in rd rang thé hién tirng khu vuc san xuit (tén phong, cap sach, chénh 4p ...).
Zieglerstrale 6, 52078 GMP_2021_| g |[buc Thuong mai Duwgc phdm  [Co s& dé nghi cdng bd pham vi déng géi so cap vién nén (bao gdbm vién nén bao phim). D& nghj bé sung tai liéu chitng minh (SMF va gidy chirng
Aachen, Germany 0020 E vaPDautw TV nhan GMP d3 ndp khéng c6 thong tin).
N
—
11 |BBF Willy-Riisch -Strape 10/1, [DE_BW_01_ Co quan thdm quyén Lotus International Pte.  [B& sung:
Sterilisationsservic|71394 Kernen - GMP_2019_| Buc Ltd. + Gidy chirng nhan GMP cap nhat con hiéu lyc, duwgc HPHLS va chirng thye day dl tinh phap ly.
e GmbH Rommelshausen, 0166 b=y + Ho so tdng thé theo hwéng dan ciia WHO/EU/PICs (Tai liéu ndp tai ho so la Plant Master File chuwa thé hién day dl noi dung theo hudng dan va
Germany : chwa day dd pham vi (chi cé hoat dong chiéu xa, chuwa cé hoat dong kiém tra vi sinh).
; Gidi trinh: Dia chi tai Plant Master File chwa théng nhat véi dia chi tai GCN GMP (chua cu thé t&i Willy-Risch -StraBe 10/1) -> cung cap tai liéu théng
- nht theo 1 dia chi.
12 [Laboratorio Avenida Can Bellet 61-65, |ES/061HVI/2|  [Agency for Medicines VPDD Exeltis Healthcare |B& sung SMF v&i day du cac phu luc lién quan dén viéc san xuit cac dang bao ché dé nghi cong b (layout khu vire sdn xuat, danh muc thiét bi, danh
Echevarne, S.A.  |Sant Cugat del Vallés, 1 § and Health Products S.L. tai TP HCM muc san pham,...) d& cong b6 pham vi sdn xuat
08174 Barcelona, Spain g‘ (AEMPS), Spain
S
13 |Laboratoire AJIC  |usine de Fontaury, 2018/HPF/F o |French National Agency |Céng ty c& phan Duoc D& nghi cung cap Bao cdo thanh tra ho3c SMF thé hién viéc san xu4t vién nén bao phim.
Pharma Chateauneuf Sur R/195 § for Medicines and pham Vipharco
Charente, 16120, France g Health Products Safety
< |(ANSM)
14 |Meditop Ady Endre u. 1., OGYEI/3053 o [National Institute of Cong ty TNHH Duoc B6 sung gidy chirng nhan GMP cap nhat dugc chirng thuc theo quy dinh.
Pharmaceutical Pilisborosjeno, 2097, 9-5/2020 § Pharmacy and Nutrition |pham Adige
Ltd Hungary 5 |(OGYEI), Hungary
2
15 |Helsinn Birex Damastown 32479- ~ |Health Products Coéng ty TNHH Duoc Cuc Quan ly Dugc d3 cong bd theo ding théng tin trén GCN GMP. Trudng hop khong théng nhat, dé nghi cung cap tai liéu va lam thd tuc thay déi,
Pharmaceuticals |RoadDamastown M00294/00 § Regulatory Authority pham Viét Phap b6 sung theo quy dinh.
Limited Industrial Park, Dublin 15, |001 B' (HPRA), Ireland
D15X925, Ireland 0

Danh sach co s& can b6 sung, gidi trinh

Trang2/7 Pot 30



TEN CO’ SO’ SAN 2 GIAY CH. | NGAY pe - A x A & Fm S = . 0
STT XUAT PIA CHI NHAN CAP CO QUAN CAP DN PE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
16 [Reliance Life Dhirubhai Ambani Life NEW-WHO- FDA Maharashtra, India |MI Pharma Private BS sung:
Sciences Pvt.Ltd. |Sciences Centre, Plant 4A, [GMP/CERT/ Limited + Béo cdo thanh tra GMP tuong (tng Gidy chirng nhan, dugc HPHLS va chirng thue day da tinh phap 1y (tai liéu nop kém la bao cdo khac phuc,
4B, 4C, 4D & 4E, R-282, KD/122493/ " khoéng phai bdo cao thanh tra).
TTC Area of MIDC, Thane |20230/11/4 o + Bao cdo chat lwvgng san pham hang ndm véi cac dang bao ché thudc bot/ thubc bot dong khé dé duoc cong bd cac dang bao ché nay. (tai liéu nop
Belapur Road, Rabale 4493 2 kém chi 1a bdo cdo chat lwgng sdn phdm hang ndm chi ndp d8i thudc tiém dang 1dng)
Navi Mumbai Thane 3 + B4o cdo chat lwvgng sdn pham hang ndm day di cac cdng doan san xuat sdn phdm (Bdo cdo chat lvgng san phadm ndp kém chi d6i véi cong doan
400701 Maharashtra ~ tr ban thanh pham, déng va déng géi tai Plant 4B).
State, India
17 |Zota Healthcare |Plot No 169, Surat Special |23023894 Food & Drugs Control Zota Healthcare Limited |D& nghi Céng ty b6 sung Bao cdo thanh tra GMP clia co quan quan ly dugc nudc sé tai twong (g véi Gidy chirng nhan cap nhat, ban day dd hodc
Ltd Economic Zone, Near @ |Administration Gujarat quy dinh cGia An D6 hodc b8 sung xac nhan clia co quan quan ly khéng cdp bao céo thanh tra GMP ma chi ¢6 thu théng bao céc ton tai.
Sachin Railway Station, 8' State, India
Sachin, Dist: Surat, 8.
Gujarat State, India 9
18 |MSN Laboratories [Plot No 42 Anrich SK/013V/20 Competent Authority of |MI Pharma Private 1. B& sung:
Private Limited Industrial Estate, 22 N [Slovakia Limited - Gidy chirng nhan EU-GMP do Slovakia cdp va Bao céo thanh tra twong (ng, dugc sao chirng thuc theo quy dinh (hgp phap héa Ianh sy, cong
Bollaram, 502 325, India 2' chirng...).
$ - H6 so dénh gid GMP nudrc sé tai d6i véi pham vi thubc vo trung; b8 sung Danh muc céc thiét bi san xuat va kiém nghiém chinh.
S - B4o céo ra sodt chat lwvgng san phdm theo tirng dang bao ché thudc vé trung.
2. Gidi trinh vé viéc so db khu vire san xuat thudc vé trung khéng thdy khu vyre san xuat thudc déng khé.
19 (Ahlcon SP-917-918, Phase-lll, Ind. [DC/A- ~ |Food Safety and Drugs |MI Pharma Private B& sung day di phan phu luc clia Bo céo thanh tra da nop trong ho so.
Parenterals Area, Bhiwadi, Dist. 1/Mfg./2022 S |Control Limited
(India) Ltd. Alwar (Rajasthan), India  |/1456 ,:‘ Commissionerate,
E Government of
© Rajasthan, India
20 [(M/s) Micro Labs |Plot No. S-155to0 S-159 & [UK GMP Medicines and VPDD Micro Labs Limited |B& sung Gidy EU-GMP cap nhat va bao cdo thanh tra twong &ng dwoc hop phéap hda theo quy dinh
Limited N1 Verna Industrial 22481 Insp a Healthcare Products tai Ha NGi
Estate,Phase Ill & Phase |GMP g Regulatory Agency
IV, Verna Salcette, Goa,  [22481/3030 [ = [(MHRA), United
IN-403 722, India 0-0012 b Kingdom
21 (Mylan Plot No. 20 & 21, 22113665 Food & Drugs Control Cong ty TNHH DKSH B& sung:
Laboratories Pharmez, Sarkhej - Bavla Administration, Pharma Viét Nam + Gidy chirng nhan kém day dd danh muc cac san pham cu thé (tai hd so cong ty cung cap khéng day di danh muc nay (chi cé trang s6 6/ téng 8
Limited National Highway No.8A, ~ Gandhinagar, Gujarat trang)).
Near Village Matoda, Tal- S |State, India + Bao cdo thanh tra GMP ban dy du cac ndi dung hodc xac nhan clia co quan quan ly dugc vé viéc khéng cap bao cdo thanh tra, chi cdp danh sach
Sanand, : ton tai. (Tai liéu ndp kém |a danh sach ton tai)
city: Matoda, Dist. ; + Danh muc thanh tra GMP trong 3 ndm gan nhat.
Ahmedabad - 382213, ° + Céc so d6 nha xwdng chi rd khu vire san xuét thudc thudng va thudce chira hormon sinh duc.
India + Quy trinh san xu4t téng quat d6i vdi tirng dang bao ché.
22 [M/s Akums Drugs |Plot No. 2, 3,4 &5, BG/GMP/20 ~ Bulgarian Drug Agency |VPDD tai HN Akums P& nghi cung cap giai trinh theo yéu cau clia Dot 27:
& Sector - 6B, IIE, SIDCUL,  [22/210 S Drugs & Pharmaceuticals |- Gidi trinh, lam rd vé tén cia nha mdy trén Gidy chirng nhan EU-GMP ban clirng khdng théng nhat véi Gidy chirng nhan EU-GMP trén Eudra (va Gidy
Pharmaceuticals |Ranipun, Haridwar- $ Ltd chirng nhan WHO-GMP clia nudc sd tai).
Ltd 249403, Uttarakhand, S‘r - X4c nhan clia Co quan cép gidy chirng nhan EU-GMP vé pham vi thu8c bot pha tiém: Gidy chirng nhan EU-GMP ghi thudc bt pha tiém, chua théng
India ~ nhat v&i Bdo cdo thanh tra twong (rng 1a thudc bot pha tiém (Penicillin).
23 |Zee Laboratories |Uchani G.T.Road, Karnal- |7/62-1Drug- ~ |Office of the state drugs [Cong ty TNHH HH-Pharm B& sung SMF cap nhat dé lam rd pham vi cu thé loai thudc betalactam (Penicillin hay Cephalosporin...).
132001 (Haryana), India  [1-2022/8350 § controller, Haryana
S |Food and Drug
S Administration, India
i
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24 |Ajanta Pharma 31-0, M.I.D.C, NEW-WHO- Food & Drug Ajanta Pharma Limited B& sung gidy chirng nhan GMP con hiéu lyc va bdo cdo thanh tra twong (rng duwgc hgp phap 13nh sy day dd theo quy dinh.
Limited Chikalthana, Aurangabad, |GMP/CERT/ S  |Administration,
431210 Maharashtra AD/88558/2 8 Maharashtra State, India
State, India 020/11/306 [ S
55 3
25 |Gufic Biosciences |Survey No. 171, N.H.No. (21092905 Food‘and Drugs Control |VPDD tai Tp. HCM Ml B6 sung:
Ltd., Unit 2 8, Near Grid, Kabilpore, Administration, Gujarat |Pharma Private Limited |- Gidy Uy quyén clia Gufic Biosciences Ltd., Unit 2 cho MI Pharma Private Limited |a co s& dang ky thudc.
396 424, Navsari, Gujarat <0 |State, India - So dd t6ng thé toan nha may thé hién tirng khu vire/ toa nha;
State, India 8 - S0 dd nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh ap, dudng di...) (thiéu, in ma&, khéng phan biét cac
3 khu virc mau khéac nhau);
S - Gidy phép san xuat kém theo SMF.
-So d6 ré rang hé théng x{r ly nuwdc.
- Bdo cdo ra sodt chat lwgng san phdm theo tirng dang bao ché thudc vé trung.
26 |Gufic Biosciences |Survey No. 171, No. 8 OGYEI/2998 «~ |National Institute of VPDD tai Tp. HCM M 1. Tén CSSX trén Gidy EU-GMP khdng thdng nhat véi Bao céo thanh tra. Dé nghij gidi trinh va cung cap xac nhan cta Co quan QLD d3 cdp gidy EU-
Ltd., Unit 2 National Higtway, Near 5-2/2022 § Pharmacy and Nutrition [Pharma Private Limited |GMP.
Grid Kabilpore, Navsari, 3' (OGYEI), Hungary 2. B8 sung céc ndi dung theo yéu cau dénh gia GMP nuwérc sé tai & trén.
396 424; India 9
27 |M/s Pil Plot No. 71 & 72, Sector - |17P/1/38/20| ~_,  |Drugs Licensing & VPDD Alleviare Life B& sung:
Pharmaceuticals” |6A, IIE, Sidcul, Haridwar  |18/16137 S  |Controlling Authrit Sciencs Pvt. Ltd. + Gidy Uy quyén cla co s& san xuit cho céng ty ndp hd so.
Ltd. Uttarakhand, India 2 (Uttarakhand), India + B4o cdo thanh tra twong iing GCN GMP HPHLS, chirng thyc ddy du tinh phap ly (Béo cdo ndp tai hd so chua duwgce HPHLS, chirng thyrc).
2 + Danh muc dot kiém tra GMP trong 3 nam gan day.
28 |Midas Care B16, MIDC, Waluj, NEW-WHO- Food & Drug MI Pharma Private H6 so ndp chi cé gidy GMP. Yéu cau b8 sung day da bd hd so danh gia theo quy dinh tai Nghi dinh 54/2017/ND-CP.
Pharmaceuticals |Aurangabad 431136, GMP/CERT/ N |Administration, Limited
Pvt. Ltd. Maharashtra State, India |AD/118328/ g Maharashtra State, India
2022/11/43 | &
354 a
29 |KLM Laboratories |Plot No. 381, Horizon 2062002 Food & Drug Control Céng ty TNHH TM Thanh  |B8 sung:
Pvt. LTD Industrial park, Near o |Administration- India Danh - S0 dd téng thé nha mdy, ban in rd rang thé hién cac khu vuc, hoat ddng tai nha may;
Bamangam, Tal.- Karjan, S - S0 d6 hé théng x{ Iy nwdrc, so dd nha xudng ban in rd rang thé hién tirng khu virc san xust (tén phong, dudng di, cap sach, chénh &p...).
Dist- vadodara- 391 243, E - Danh sach day d0 cac dot thanh tra trong 3 ndm gan nhat, bao gébm théng tin vé thoi gian cac dot thanh tra.
Gujarat state, India E - GMP cdp nhat con hiéu luc va bdo cdo thanh tra twong rng, duwgc sao chirng thye theo quy dinh (hgp phap hda Ianh sy, cong chirng...).
30 |M/s Alchemy Bhagwanpur, Roorkee, 17P/1/86/20 Drug Controlling & Vdn phong dai dién AR 1. B8 sung:
Medicine Pvt. Ltd |Dist. Haridwar, 11/1027 < Licensing Authority, Tradex Private Limited tai |- Bao cdo ra sodt chat lwgng san phdm thubc vé trung.
Uttarakhand, India 8 India thanh ph8 H8 Chi Minh |- Gidy chirng nhan GMP cap nhat va bao cdo thanh tra cia Co quan quan ly nudc s tai twong &g, con hiéu lwe, duoc sao chirng thye theo quy
E dinh (hgp phap héa lanh sy, cong chirng ...).
3 2. Cuc QLD s& 4p dung theo hinh thirc dénh gia thuc té tai co s& (Phu luc 2 clia SMF chi cé sdn pham cepha tiém bot, penem tiém bot, cepha vién,
tuy nhién tai bdo cado thanh tra cé vién Amox).
31 |Sirton Piazza XX Settembre 2, IT/127/H/20 o |ltalian Medicines VPDD Laboratories Cong ty xin cap nhat gidy GMP mdi, tuy nhién, gidy GMP ndp trong hd so 13 ban in tlr EUDRA.
Pharmaceuticals [22079 Villa Guardia (CO), |19 § Agency (AIFA) Aguettant Doéng thoi tra ciru EUDRA, co s& da duoc cap gidy GMP mdi hon ban dang nép.
S.P.A Italy 15' D& nghi b6 sung gidy GMP cap nhat duoc sao chirng thuc theo quy dinh.
2
32 |Farmaceutici Via Di Vittorio, 2-21040  [IT/166/H/20| _ [ltalian Medicines Cong ty TNHH Xdc tién B6 sung So' dd nha xudng thé hién rd théng tin vé cap sach; chénh ap.
Formenti S.P.A Origgio (VA), Italy 19 § Agency (AIFA) Thuong mai Duwgc phdm
E va Pautu TV
S
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STT EENCOPIeS DIA CHI il CO’ QUAN CAP DN PE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
XUAT NHAN P
33 |Genetic S.P.A. Contrada Canfora - 84084 |IT/88- w |Agenzia ltaliana del Cong ty.cd phan Duoc Gidy GMP d3 hét han tai thoi diém ndp hod so.
Fisciano (SA), Italy 1/H/2018 § Farmaco (AIFA), Italy pham-Vipharco D& nghi nodp lai hd so day dd theo quy dinh tai Nghi dinh 54/2017/ND-CP.
3
S
34 |Santen 2-14, Shikinami, 2350 « |Ministry of Health, VPDD Santen Co s& va gidy chirng nhan da duoc cong bé dot 6. Khong cong bé lai.
Pharmaceutical Hodatsushimizu-cho, § Labourand Welfare Pharmaceutical Asia Pte.
Co., Ltd. Noto Hakui-gun, Ishikawa, g (MHLW), Japan Ltd.
Plant Japan o
35 [Daito 326 Yokamachi, Toyama- |2755; 2756; ~ |Ministry of Health, Pharmaunity Co. Ltd B6 sung:
Pharmaceutical city, Toyama 939-8221, 2757; 3036; § Labour and Welfare - Notification of result of GMP compliance inspection dwgc hgp phap hda lanh sy, cong chitng theo quy dinh dé xem xét cong bé hiéu lyc cla Gidy
Co. Ltd. Factory  [Japan 3035 3' (MHLW), Japan GMP.
] - Tén cac phong san xuat bing tiéng Nhat Ban va chi dan tén/ cong ning cu thé clia cac phong bang tiéng Anh hoic tiéng Viét.
36 [Kyorin 885, Inami, Nanto-City, 4382 o |Ministry of Health, Cong ty TNHH Dugc B6 sung:
Pharmaceutical  |Toyama, Japan S |Labour and Welfare, ph&dm DOHA + Uy quy@n clia co s& san xuét cho céng ty ndp hd so;
Group Facilities 2 Japan +Théng bao két qua kiém tra GMP clla PMDA hodc bdo cdo thanh tra GMP tuong (rng v&i GCN GMP dé xac dinh hiéu lyc GCN GMP (do GCN GMP
Co., Ltd. Inami : clia Nhat khéng c6 hiéu lyc)
Factory - + SMF b6 sung: phu luc vé gidy phép san xuat, phu luc sdn pham san xut tai co sd.
37 |Samjin 52, Jeyakgongdan 1-gil, 2023-D1- o |GYeongin Regional Céng ty TNHH Dugc D@ nghj Cong ty cung cap xac nhan clia co quan quan ly da cdp GMP cho co s& vé viéc co s& khdng con cé hoat ddng san xuat thudc chira khéng sinh
Pharmaceutical ~~|Hyangnam-eup, 1179 S |Office of Food and Drug |pham Kién Phat nhém Cephalosporin va chat déc té€ bao/kim té bao theo yéu cau bé sung d3 cong b6 tai Dot 29
Co., Ltd. Hwaseong-si, Gyeonggi- ,'1‘ Safety, Ministry of Food
do, Republic of Korea E and Drug Safety, Korea
38 |PharmBio Korea |36 Cheomdansaneop9- (2019-B1- Ministry of Food and Coéng ty ¢ phan duoc B6 sung:
Inc. ro, Daesowon-myeon, 0471 Drug Safety of Seoul pham Vian - Gidy GMP duoc cdp bdi co quan quan ly Han Quéc va bdo cdo thanh tra twong tng, dugc sao chirng thyre theo quy dinh (hop phép héa lanh sy,
Chungju-si, o Regional, Korea cong chirng...).
Chungcheongbuk-do, b - Danh muc cac dot thanh tra GMP trong 3 ndm gan nht.
Korea z - Gidy phép san xuat trong SMF.
by - So d6 t6ng thé nha may, ban in rd rang thé hién cac khu vyec;
e - So d6 nha xwdng, hé thong nudc, xr ly khong khi ban in rd rang, thong tin bang tiéng Anh hoic tiéng Viét va thé hién tirng khu vire san xuat (tén
phong, dwdng di, cdp sach, chénh ap...).
- Gidy Uy quyén cla CSSX cho Cong ty c6 phan dwoc phdm Vian |3 co s& dang ky thudc.
39 |Sofarimex - Av.das IndUstrias - Alto do |[F027/S1/MH National Authority of ANVO Pharma Canada Inc.|[Khong ddng y d@ nghi bd sung cach viét khac theo CPP. D& nghj cong ty thuc hién thi tuc thay ddi théng tin theo hwéng dan cla Thong tw
Industria Quimica |Colaride, Cacém, 2735- /001/2021 Medicines and Health 08/2022/TT-BYT Dang ky thuéc.
e Farmacéutica, |213, Portugal o Products (INFARMED),
S.A. Céch ghi khac: Avenida S |Portugal
das Industrias - Alto do 2
Colaride - Agualva 2735- 2
213 Cacém, Portugal «
40 |Bluepharma - Sao Martinho do Bispo, FO01/S1/MH National Authority of Bluepharma - Industria Cong ty cap nhat gidy GMP mdi da HPHLS, tuy nhién pham vi Vién nang cirng va vién nén cé b6 sung ndi dung "ch(ra chat hoat tinh cao".
Industria Coimbra, 3045-016, /002/2023 o Medicines and Health Farmacéutica, S.A D& nghi b6 sung SMF cap nhat véi pham vi chirng nhan méi dwoc bé sung.
Farmacéutica, S.A. [Portugal S |Products (INFARMED),
(* Cach ghi khac: o |portugal
S. Martinho do Bispo, 3
Coimbra, 3045-016, -
Portugal)
41 [Millimed Co. Ltd. [193 Suksawad Road, Moo |1-2-07-17- Food and Drug American Taiwan B6 sung:
1, Pak Khlong Bang 19-00071 o |Administration (Thai Biopharm Co. Ltd - Gidy Gy quy@én clia co s& san xuét cho co s& ndp hd so cong bs danh gid GMP;
Plakot, Phra Samut Chedi, 3 FDA), Thailand - Gidy GMP cap nhat con hiéu luc, dwgc HPHLS va chirng thyc day dd tinh phép ly.
Samut Prakan 10290, a - Site Master File: b6 sung
Thailand. E + Phu luc vé so dd nha xudng (cap sach, chénh ap, dudng di ngudi — nguyén vat liéu thé hién rd tirng khu vire san xuat cla cac day chuyén tai

Building A, C); luvgc dd san xuat cac dang bao ché.
+ Phu lyc vé thiét bj san xuat (chwa day dd céc thiét bj theo tirng day chuyén).
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TEN CO’ SO’ SAN o GIAY CH. | NGAY ~ - A x A & Fm S = . 0
STT XUAT DIA CHI NHAN CAP CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
42 |Government 241 Gateway City 1-2-07-17- Ministry of Public SanofiPasteur B6 sung GCN GMP cap nhat con hiéu lyc day da sé trang, day dd ndi dung, dugc HPHLS va cdng chirng theo quy dinh.
Pharmaceutical Industrial Estate, Moo 7, [20-00064 o Health (Thailand)
Orgnization- Huasamrong, Plaengyao, S
Merieux Chachoengsao 24190, z
Biological Thailand S
Products Co., Ltd -
43 |Nobel llac Sanayii |Sancaklar Mah. Eski TR/GMP/20 Turkish Medicines and  |Ambica International B6 sung:
ve Ticaret A.S. Akcakoca Cad. No: 299, 22/308 Q' [Medical Devices Agency |Corporation - Bdo cdo thanh tra ddy dd cla dot danh gid GMP-PIC/s tuwong (ng véi gidy GMP d3 ndp. Tai liéu d3 ndp khdng phai 1a bdo cdo thanh tra twong (rng,
81100, Duzce. Turkey 8 chi 13 ban copy email xac nhan cla dai dién CQQL vé dot thanh tra twong tng.
3[ - SMF d3y dd cla co s& san xuat, bao gdbm ca day chuyén san xut thudc khdng vo trung va thudc vé trung. Trong hd so dd nép, Cong ty chi cung cap
S SMF clia day chuyén san xuat thudc vé trung.
- Bao cdo ra soét chat lwgng san phadm dinh ky (PQR) d8i véi tirng dang bao ché clia thudc vé trung.
44 |Atabay Kimya Dilovasi Organize Sanayi. -|BG/GMP/20 o |Bulgarian Drug Agency, |Coéng ty c6 phan duoc B6 sung bdo co thanh tra GMP do co quan quan ly dugc Bulgari cp dwoc sao chirng thyc theo quy dinh.
Sanayi ve Ticaret |Bolgesi 4, Kisim Sakarya  |23/230 § Republic of Bulgaria phadm Minh Ky
AS. Caddesi No:28 i
Gebze/Kocaeli, Turkey g
45 |DEVAHOLDING |Cerkezkdy Organize TR/GMP/20 Turkish Medicines and  [Cong ty TNHH DP New Tai liéu ndp kém cdng van khdng phai Bo cdo thanh tra day dd; chi 1a ban tém tit, thong bao ton tai phat hién trong kiém tra. Yéu cau cung cap
ANONIM SIiRKETi “|Sanayi Bélgesi, Karaagac [22/292 N |Medical Devices Agency |Far East béo cdo thanh tra ban day da (thé hién rd pham vi, loai hinh, muc dich thanh tra vién,...), ban duogc chirng thuc, hop phéap héa lanh sy theo quy
(hoac DEVA Mahallesi, Fatih Bulvari 2‘ (TMMDA) dinh.
Holding A.S.) No: 26, Kapakh / “:‘«'
Tekirdag, Turkey =]
46 [DEVA Holding A.S. |Cerkezkdy Organize DE_BW_01_ Co quan thdm quyén Coéng ty TNHH DP New Dé nghi b6 sung hd so dé duwgc cdng bé dap rng GMP sé tai trudc khi cdng b6 EU-GMP.
Sanayi Bolgesi, Karaagac |GMP_2019_ |blc Far East
Mah., Fatih Bulvari No.  [0085 S
26, TR-59510 Kapakli/ )
Tekirdag, Turkey g
47 |Atabay ilag Acibadem, Koftinci TR/GMP/20 Turkish Medicines and  |Cdng ty ¢6 phan duoc De nghj b8 sung:
Fabrikasi A.S Sokak No: 1 22/27 N |Medical Devices Agency [phdm Minh Ky 1. Gidy Gy quyén clia co s& san xuat cho cong ty dé nghi céng bé.
Kadikdy/istanbul, Turkey 8‘ (TMMDA) 2. Bo céo thanh tra chi tiét vdi ban géc day di dugc cdng chirng va hgp phap héa lanh sy theo quy dinh (Tai liéu ndp kém tai hd so 1a Béo cdo
S thanh tra GMP tém tat cla co quan quan ly duwgc phdm Thd Nhi Ky twong ¢ng véi gidy chirng nhan GMP 1a ban tiéng anh dwoc hop phap héa lanh
3 sy theo quy dinh. Tuy nhién, ban dich ti€éng anh céng chirng khéng théng nhat véi ban géc (thiéu 1 trang)).
48 |(Sinphar No.84, 84-4, 84-6 and 84- |08189 Ministry of Health and  [Céng ty Pharmaunity Co., [1. Gidi trinh:
Pharmaceutical 7, Chung Shan Rd., and Welfare, Republic of Ltd. - Théng tin vé dia chi trén Gidy GMP, Gidy phép san xuat, SMF khong théng nhat.
Co., Ltd. No.81, 95, 95-1, 100-6, China (Taiwan) - SMF va phu luc kém theo khéng phu hgp vé&i pham vi chirng nhan trén gidy GMP (Appendix 2: Danh muc dang bao ché san xuit chi cé vién nén,
100-7, 100-9, 100-13, 100- ~ vién nén bao phim va vién nang; Appendix 8: khdng thdy cac thiét bj san xuat thuSc vé trung).
15, 100-16, 103, and 136, S 2. B6 sung:
Xinliao Rd., Chung Shan g - So db tong thé va ban chup khu vurc thé hién cac dia chi khac nhau (Nha mdy 1a 1 khu viee dja ly gdm nhiéu dia chi khac nhau).
Village, Tung-Shan D) - Bo cdo ra sodt chat lwgng san phdm thudbc vé trung.
Township, Yilan County ~
269, Taiwan (R.0.C.)
49 |Yung Zip Chemical (59, 61, You Shih Road, 5409 o Ministry of Health and  |COng ty TNHH DP Tam An [B& sung Gidy chi*rng nhan GMP cap nhat con hiéu luc, dugc HPHLS va chirng thue day da tinh phap Iy.
Ind. Co. Ltd. Youth Industrial District, S |Welfare, Republic of
Dajia, Taichung, Taiwan 3 China (Taiwan)
43767, R.O.C, Taiwan E

Danh sach co s& can b6 sung, gidi trinh
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DE URUGUAY S.A.

Montevideo, Uruguay

11-06-2019

Directorate-General,
Republic of Uruguay

st | TENCO SOUSAN PIA CHi GIAY CH. | NGAY CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
XUAT NHAN P
50 [AstraZeneca 587 Old Baltimore Pike, FEI: - United States Food and |Céng ty TNHH D& nghi bé sung bao céo thanh tra gan nhat (ngay 19/7/2023) clia CSSX duwoc sao chirng, hop phap héa lanh sy theo quy dinh.
Pharmaceuticals [Newark, DE 19702, USA 2517100 S Drug Administration Astrazeneca VN
LP Inspection S |(us.Foa)
End Date: ‘_L,'.:
24/08/2017 |
51 |Piramal Critical 3950 Schelden Circle, GYPR- United States Food and |VPDD Novapri Lifescience [D& nghj cdng ty cung cap gidy Uy quyén cla Nha san xuat
care, Inc Bethlehem, PA 18017 MUA7 Q' |Drug Administration PVT
United States of America |Béo cdo 8' (U.S: FDA)
thanh Q'
tra:FE: a
1000135935
52 |Renaissance 1200 Paco Way, M3 -FEl: £ United States Food and |Janssen Cilag Ltd. B6 sung:
Lakewood, LLC Lakewood, NJ 08701, 2242829 '® , |Drug Administration - Bao cdo thanh tra dot gan nhat, day dd thong tin, duoc HPHLS va chirng thyc day dd tinh phép ly (Tai thoi diém ndp ho so (28/02/2023), Béo céo
United States z § (U.S. FDA) thanh tra tai hd so d3 qua 3 ndm, B4o cdo thanh tra nhiéu théng tin bj che. Tai thoi diém hién tai, tra clru website FDA, d3 c6 dot thanh tra m&i
2w 2023);
g % - SMF: B6 sung cac phu luc:
< : + S0 d6 nha xudng ban mém hodc ban in rd rang thé hién tirng khu vire san xut, chénh ap, dwdng di ngudi — nguyén liéu, cap sach.
g g + Danh muc thiét bj san xuat
S % + Luge d6 san xuét cac dang bao ché.
‘§ s - P8i vdi co s& san xuat Janssen Cilag Manufacturing LLC thuc hién déng géi cap 2, dé nghi ndp hd so danh gia dép &rng GMP riéng.
=2}
53 |GRAMON BAGO |3359 Joaquin Suarez Ave, (277878 Ministry of Health Cong ty TNHH Dugc B6 sung Gidy chirng nhan GMP con hiéu lyc va bao cdo thanh tra twong ¢ng duoc hop phép lanh sy day da theo quy dinh.

pham Viét -Phap

Danh sach co s& can b6 sung, gidi trinh
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