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
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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 [LABORATORIO AV. GENERAL PAZ IF-2022- National Drug Institute [Céng ty c6 phan duoc 1. Dia chi trén GMP va c4c tai liéu (bdo cdo thanh tra va SMF) khéng giéng nhau. D& nghi gidi trinh.
PABLO CASSARA |N0.14268/14262 and 126485400- National Administration [pham Duy Tan 2. B6 sung Bao cdo thanh tra day du duwoc dich sang tiéng Anh/ tiéng Viét.
S.R.L JOSE I. DE LA ROSA APN- ~ of Drugs, Foods and 3. BS sung SMF c6 cac Annex va layout nha mdy béng ban in rd rang bang tiéng Anh/ tiéng Viét.
No0.7415/7495-CIUDAD INAME#AN S Medical devices-
AUTONOMA DE BUENOS |MAT 3 Ministry of Health of
AIRES, REPUBLICA ; the Nation, Argentine
ARGENTINA ™ lrepublic
2 |Duchesnay Inc 950 Michele - Bohec 78982 ~ Health Products Exeltis Healthcare S.L. B& sung:
Blvd., Blainville, QC, S |Compliance Directorate, - Gidy chirng nhan GMP con hiéu lyc dugc hgp phap héa theo quy dinh. Gidy GMP d3 ndp trong hd so dd hét han hiéu luc.
Canada, J7C 5E2 E Canada - Gidy phép san xuat duoc hop phap héa lanh sy theo quy dinh (Cong ty ndp gidy chirng nhan GMP trén co s& biéu mau Gidy chirng nhan san pham
2 CPP).
o - Ban v& mit bang téng thé clia co s& sdn xudt tai dia chi dé nghi dénh gia.
3 |AstraZeneca No 2 HuangShan Road, 1520160605 o |liangsu Food and Drug  |Céng ty TNHH B6 sung xac nhan cla co quan thdm quyén vé céc cach viét dia chi.
Pharmaceuticals |Wuxi, Jiangsu, China § Administration, China AstraZeneca Viét Nam
Company Ltd g‘ Food and Drug
g‘ Administration, China
4 |Huanggang Yinhe [No. 159 Yingbin Road, HB20160283 China Food and Drug VPDD Sinobright Pharma |1. B6 sung bao cdo thanh tra twong &ng vdi gidy chirng nhan GMP d3 cp c6 chirng thyc va Hop phép héa I3nh su theo quy dinh

Aarti Huangzhou Railway o |Administration Co., Limited tai thanh 2. SMF d3 ndp khéng c6 ma hiéu, khong cé ngay hiéu luc, khéng cé chit ky xac nhan cla co sé san xuat. Dé nghi b sung SMF theo quy dinh.

Pharmaceutical |Station Economic b=y phé H8 Chi Minh

Co., Ltd Technology Development g

Zone, Huanggang City, ;
Hubei, China -
5 |Centrode Plant 4: Avenida 31 entre |010-22-B Center for Control of CTCP Danson Group 1. B& sung:

Ingenieria 158 y 190, Cubanacén, Drugs, Equipments and - Gidy Uy quyén 13 ban hgp phap héa lanh sy, cong chirng theo quy dinh (ban ndp kém trong hd so chi la ban photo).

Genéticay Playa, La Habana, Cuba Medical Devices, Cuba - Site Master File (Plant 4):

Biotecnologia + Gidy phép san xuat con hiéu lyc.

(CIGB) (cach viét ~ + S0 d6 hé théng khi nén, Annex 7 v&i day dd chd thich.

khac Center for S - Danh muc c&p nhat cac dgt thanh tra 03 ndm gan day (2021-2024) (Danh muc ndp kém chi bao gdm cac dot thanh tra ndm 2017,2018)

Genetic E - Bao cdo thanh tra twong &ng véi gidy chirng nhan GMP ndp kém |a ban hop phép héa lanh sy, cdng chirng...theo quy dinh.

Engineering and 3 - B4o céo ra soat chat lvgng san pham vé trung d&i véi nguyén liéu vé trung dé nghi cong ba.

Biotechnology) ~ 2. Theo gidy GMP, san pham Heberprot-P dwoc dang ky bdi CIGB; dwoc san xuat tai co s& hgp déng. SMF muc 3.1 (trang 13/64) viéc san xuit
nguyén liéu Iam thudc yéu t8 tang trwdng biéu bi tai t6 hop st dung cho san pham Heberprot. D& nghj cung cap théng tin cu thé clia cac co s& san
xudt tham gia vao tirng giai doan san xuat, déng goi, xuat xwdng va bs sung hd so dé danh gid GMP co s& san xuat tuwong tng.

6 |[Centrode Avenida 31, entre 158y |024-22-B Centro para el Control  [Cong ty c& phan Y t& Blirc |B6 sung Resolution No: 187/2022 theo gidy chitng nhan GMP s6 024-22-B dé 1am rd pham vi san xuét theo tham chiéu.

Ingenieria 190, Cubanacan, Playa, La IN] Estatal de Minh

Genéticay Habana (Planta 1), Cuba 8 Medicamentos, Equipos

Biotecnologia 3[ y Dispositivos Médicos

(CIGB) & |(CECMED), Cuba

Danh sach co s& can bé sung, giai trinh
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7 |Centro Nacional [Carretera Beltran, Km.1 |006-19-B & Centro para el Control  |Cong ty C& phan Danson |B6 sung:
de Biopreparados |1/2, Bejucal, Mayabeque, [Resolution: Estatal de Group - Gidy chirng nhan GMP con hiéu lyc (gidy chirng nhan GMP d3 hét hiéu lyc tai thoi diém nop ho so).
(BIOCEN) Cuba 33/2019 Medicamentos, Equipos - Thu Oy quy@n tir CSSX cho cong ty drng tén dé nghj cong bd, dugc hgp phap héa Ianh sy va chirng thye theo quy dinh
9 |y Dispositivos Médicos - Bao cdo thanh tra day d0 twong (rng véi gidy chirng nhan GMP 13 ban sao chirng thuc, hgp phép héa lanh su theo quy dinh.
8 (CECMED), Cuba - Cap nhat danh muc cac dot thanh tra GMP trong 03 ndm gan day.
§ - Site Master File d3y d0 cac phu luc theo huéng dan ctia WHO-GMP/PICs-GMP/EU-GMP:
9 + S0 d6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh ap ...).
+ Danh muc cc nha sdn xuat va co s& kiém nghiém theo hop déng .
+S0 dd hé théng x{ ly nudc, so d6 t6 chirc nhan sy, so d6 hé théng khi nén
- B4o cdo ra soat chat lwgng san pham vé trung d8i véi moi sdn phadm vo trung dé nghij cong bo.
8 [Pharma Modial PO Box 30, Cihangir, 0.00.10/94- Ministry of health Cong ty TNHH Dugc 1. B& sung:
Ltd Lefkosa, Turkish Republic |18/866 directorate of phadm Nhat Anh - B4o cdo thanh tra GMP gan nhat cla tuwong (ng gidy chirng nhan GMP cdp nhat cla nudc s tai, dwoc chirng thue day da tinh phap ly
of Northern Cyprus pharmaceuticals - Danh muc céc dot kiém tra GMP trong 3 ndm gan day
© (turkish republic of - C4c phu luc cia SMF: so d6 nha xwéng thé hién rd rang khu vire san xuat (ban ndp tai hd so mo, khéng rd rang), so d6 nguyén ly hé théng nuérc,
S |northern cyprus) danh séch thiét bj san xuat.
o
N 2. Gidi trinh:
3 - Tai SMF: muyc C.1.1 vé hoat ddng san xuat va phu luc sdn pham, lugc dd san xuat chi c6 san xuat thudc vién, khéng dé cap téi pham vi san xuit
- thudc nuére va thudc ban rén tai GCN GMP
- Co quan cdp gidy chirng nhan: Ministry of health directorate of pharmaceuticals thudc dat nudc turkish republic of northern cyprus chua dugc
cac nudce trén thé gigi cong nhan.
9 [Madaus GmbH - |Madaus GmbH Litticher |DE_NW_04_| o |Co quantham quyén Coéng ty Diethelm & Co s& san xuat d3 duoc gia han hiéu luc gidy chirng nhan GMP EU-GMP dén 31/12/2024 va diéu chinh cach ghi tén va dia chi tai dot 38, STT 19.
51101 KolIn StraPe 5, 53842 Troisdorf, [GMP_2020_ § burc Co.Ltd
Germany) 0058 5
3
10 (TEVA PHARMA C/C No 4, Poligono 29/12/21AR —~  |Spain VPDD Actavis B6 sung:
S.L.U Industrial Malpica, A § International Limited tai |- Gidy Oy quy@n cla co s& san xuét cho doanh nghiép nép hd so.
Zaragora, 50016 Zaragora g‘ Viét Nam -So dd in rd rang cé thé hién tat ca cac khu viuc san xuit (cé théng tin tén phong, chénh &p, cap sach,...).
Espana, Spain g
11 (ErcrosS.A. Paseo del Deleite s/n, ES/130/18 Agencia Espanola de Peak International 1. B& sung Gidy chirtng nhan GMP duoc chirng thyc va hgp phap héa I3nh sy theo quy dinh.
Aranjuez, Madrid, 28300, % |Medicamentos y Products B.V. 2. Site Master Files (m3 s8 SMF-01/14, ngay 25/01/2018):
Spain g Productos Sanitarios, - Pia chi trong SMF khéng théng nhat véi dia chi trén gidy chirng nhan GMP, dé nghi giai trinh
3. Spain - Layout nhd m&, ngdn ngit khong phai tiéng Anh. D& nghi cung cap bd sung so dd tdng thé cac khu vire sdn xust, so dd phan cap sach, so d6 con
3 ngudi va nguyén vat liéu, so d6 chénh léch ap suat.
3. Cap nhat cac tai liéu khdc theo quy dinh.
12 | Adelco Moschato, Pireos Avenue |34839/6-4- o National Organization Cong ty C8 phan Xuat B& sung:
Chromatourgia 37, Athens, 18346, Greece (2023 S |For Medicines, Greece  |nhap khau Y té Viét Nam |- Layout nha may béng tiéng Anh/ tiéng Viét.
Athinon a - Ban v& mat bang tirng day chuyén sdn xuat, ban vé thé hién duong di chuyén clia nhan vién va nguyén liéu, ban thanh pham, thanh pham, cta
E.Colocotronis L,C': trang thiét bi san xuat, kiém nghiém, bdo quan thudc, nguyén liéu lam thuéc dap ¢ng cac dang bao ché san pham vién nang clrng va vién nén.
Bros S.A. ©
13 |PT Sanbe Farma |Jalan Mahar Martanegara [ST.03.05.33. Food and Drug Van phong dai dién Ml B6 sung:
No. 162 (JI. Leuwigajah 0331.03.22. Authority (Indonesian pharma Private Limited |- Gidy chitng nhan GMP con hiéu lyc 1a ban sao chirng thuc, hop phép héa lanh sy theo quy dinh (Tai liéu co s& ndp khdng phai 13 gidy chitng nhan
No. 162) RT.01 RW.12, 000866 ~ FDA), Indonesia An D6 tai TP H6 Chi Minh [GMP ma Ia théng bdo cla co quan quan ly vé viéc nha may dwoc thanh tra dinh ki theo tiéu chudn GMP Indonesia tuong duong véi PIC/S GMP va
Kelurahan Baros, S WHO GMP)
Kecamatan Cimahi m - Site Master File:
Tengah, Kota Cimahi, g + Gidy phép san xuat con hiéu lyc bing tiéng Anh hoic tiéng Viét theo quy dinh.

+ S0 d6 ban vé cac khu vuc sdn xuat thé hién chénh 4p.
+ S0 dd hé théng khi nén
+ S0 dd t6 chirc nhan sy, so d6 hé théng nudc 1a ban in véi chi thich ré rang.
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14 |PT Sanbe Farma |Jalan Mahar Martanegara [ST.03.05.33. Indonesian Food and Van phong dai dién Ml 1. Tra ctru di* liéu déng ky thudc chua cé théng tin co s& dai dién nha san xuat ndp hd so danh gid, dé nghi bd sung céc tai liéu minh chirng theo
No.162 (JI. Leuwigajah 0331.04.21. Drug Authority Pharma Private Limited quy dinh.
No. 162) RT.01 RW.12, 000552 < |(Indonesian FDA) tai T.P H6 Chi Minh 2. Gidy chirng nhan GMP: khong phai gidy chirng nhan GMP ma 13 gidy xac nhan cla co quan thdm quyén cho san pham xuét khau sang Viét Nam,
Kelurahan Baros, 8' d@ nghi b6 sung gidy chirtng nhan GMP c6 chirng thyc va Hop phéap héa lanh sy.
Kecamatan Cimahi Er 3. Tén co s& san xuat trén don dang ky, gidy xac nhan tinh trang GMP, bdo céo thanh tra, Site Master File chua théng nhat, dé nghi giai trinh.
Tengah, Kota Cimahi- S 4. Dia chi trén don dang ky, gidy xac nhan tinh trang GMP, Site Master File chua thdng nhat, dé nghi giai trinh.
Indonesia 5. Tén trén Layout |a PT Sanbe Farma Unit II: chua c6 layout phan cdp sach va so d6 chénh ap, dé nghj bé sung.
15 |PT Sanbe Farma |Jalan Mahar Martanegara |ST.03.05.33. Indonesian Food and Van phong dai dién MlI 1. Tra ctru dit liéu d3ng ky thudc chua cé théng tin co s& dai dién nha san xuat ndp hd so danh gia, dé nghi bé sung cac tai liéu minh chirng theo
No.162 (JI. Leuwigajah 0331.04.21. Drug Authority Pharma Private Limited quy dinh.
No. 162) RT.01 RW.12, 000554 < |(indonesian FDA) tai T.P H6 Chi Minh 2. Gidy chirng nhan GMP: khéng phai gidy chirng nhan GMP ma 1 gidy xac nhan cla co quan thdm quyén cho san pham xuat kh3u sang Viét Nam,
Kelurahan Baros, 8' d@ nghi b6 sung gidy chitng nhan GMP ¢ chirng thyc va Hop phép héa lanh sy.
Kecamatan Cimahi Er 3. Tén co s& san xuat trén don dang ky, gidy xac nhan tinh trang GMP, bdo céo thanh tra, Site Master File chua théng nhat, dé nghi giai trinh.
Tengah, Kota Cimahi- S 4. Dia chi trén don dang ky, gidy xac nhan tinh trang GMP, Site Master File chua thdng nhat, dé nghi giai trinh.
Indonesia 5. Tén trén Layou |a PT Sanbe Farma Unit II: chua cé layout phan cap sach va so d6 chénh 4p, dé nghi b6 sung.
16 |PT Sanbe Farma [Jalan Mahar Martanegara [ST.03.05.33. Indonesian Food and Van phong dai dién Ml 1. Tra ctru dit liéu dang ky thudc chua cé théng tin co s& dai dién nha san xuat ndp ho so danh gia, dé nghi bé sung cac tai liéu minh chirng theo
No.162 (JI. Leuwigajah 0331.04.21. Drug Authority Pharma Private Limited quy dinh.
No. 162) RT.01 RW.12, 000555 < |(Indonesian FDA) tai T.P H6 Chi Minh 2. Gidy chirng nhan GMP: khéng phai gidy chirng nhan GMP ma 13 gidy xac nhan cla co quan thdm quyén cho san pham xut khau sang Viét Nam,
Kelurahan Baros, 2‘ d@ nghi b6 sung gidy chirng nhan GMP cé chirng thyc va Hop phép héa lanh su.
Kecamatan Cimahi <o‘r 3. Tén co s& san xuét trén don dang ky, gidy xac nhan tinh trang GMP, bdo céo thanh tra, Site Master File chua théng nhat, dé nghi giai trinh.
Tengah, Kota Cimahi- ~ 4. Pia chi trén don dang ky, gidy xac nhan tinh trang GMP, Site Master File chua théng nhat, dé nghi giai trinh.
Indonesia 5. Tén trén Layou |a PT Sanbe Farma Unit II: chua cé layout phan cap sach va so d6 chénh ap, dé nghi b6 sung.
17 |PT Sanbe Farma [Jalan Mahar Martanegara [ST.03.05.33. Indonesian Food and Van phong dai dién MI 1. Tra ctru dit liéu d3ng ky thudc chua cé théng tin co s& dai dién nha san xuat ndp ho so danh gia, dé nghi bé sung cac tai liéu minh chirng theo
No.162 (JI. Leuwigajah 0331.04.21. Drug Authority Pharma Private Limited quy dinh.
No. 162) RT.01 RW.12, 000556 < |(Indonesian FDA) tai T.P H6 Chi Minh 2. Gidy chirng nhan GMP: khéng phai gidy chirng nhan GMP ma 13 gidy xac nhan cla co quan thdm quyén cho san pham xut khau sang Viét Nam,
Kelurahan Baros, 2‘ dé nghi b6 sung gidy chirng nhan GMP cé chirng thure va Hop phap héa lanh sy.
Kecamatan Cimahi g‘ 3. Tén co s& san xuit trén don dang ky, gidy xac nhan tinh trang GMP, bdo céo thanh tra, Site Master File chua théng nhat, dé nghi giai trinh.
Tengah, Kota Cimahi- b 4. Pia chi trén don dang ky, gidy xac nhan tinh trang GMP, Site Master File chua théng nhat, dé nghi giai trinh.
Indonesia 5. Tén trén Layou |a PT Sanbe Farma Unit II: chua cé layout phan cap sach va so d6 chénh ap, dé nghi b6 sung.
18 |Norton Unit 27/35 14/15 And 301 |32581/M00 ~ |Health Products Actavis International B6 sung So' dd nha xudng ban in rd rang thé hién tirng khu virc san xut, cé thé hién dudng di clia con ngudi/nguyén liéu, cap sach, chénh ap.
(Waterford) Ida Industrial Park, Cork  |436 § Regulatory Authority Limited
Limited Road, Waterford, X91 g‘ (HPRA), Ireland
WK68, Ireland N
19 |Reliance Life Dhirubhai Ambani Life NEW-WHO- Food & Drug MI Pharma Private 1. Cong ty giai trinh chi yéu cau céng bs 39 san phdm duworc san xuét tai Plant 6 nam tai tang 3-4 Building 3, khong yéu cau céng bs dl 141 san pham
Sciences Pvt.Ltd  [Sciences Centre (DALC), |GMP/CERT/ Administration, Limited duwoc san xuat tai cc building khac. Dé nghj bé sung danh muc 39 sdn pham d@ nghj cong b8, cé xac nhan ctia NSX.
Plant 6, Building 3, Floor  [KD/126215/ [~ [Maharashtra State, India 2. B6 sung bdo cdo ra soat chat lvgng san pham thudc vé trung trong vong 3 ndm gan nhat cho tirng dang bao ché dé nghi céng bé: dang thudc
3-4, Plot No. R-282, Thane (2023/11/45 8 tiém, thudc bdt pha tiém.
Belapur Road, Rabale, 871 E
Thane 400701 <
Maharashtra State, India) o~
20 |Umedica Plot No. 221, 221/1 & 22083505 Gujarat Food and Drug  |Sweta Pharma Private Ltd |D& nghi co s& ndp hd so dang ky cé Uy quyén va c6 dl tu cach phap nhan tai Viét Nam.
Laboratories PVT. (222/1, Il ND Phase, |Control Administration,
LTD. G.1.D.C. Vapi, City- Vapi - & |india
396 195, Dist.- Valsad, 3
Guijarat State, India K
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21

Cipla Limited

Plot No 9 & 10, Indore
Special Economic Zone,
Phase II, Pithampur,
District Dhar Pin code
454775 Madhya Pradesh,
India

03/2010

14-06-2022

FDA Madhya Pradesh,

India

Cong ty Cipla Ltd

1. Phu lyc 1 SMF - Gidy phép san xuat: Chua c6 Gidy phép san xuat s6 2/2/2010 (form 25) va 28/2/2010 (form 28), méi chi cé cong van gia han Gidy

phép san xuat dén 25/2/2025.

2. Layout in m& khéng doc dugc, dé nghi bé sung layout ban in rd rang cé thé doc duorc, ghi rd phong san xuat, khu vire san xuat cda tirng dang bao

ché. B8 sung so d6 dudng di clia ngudi; so d6 dudng di clia nguyén vat liéu, ban thanh pham, thanh pham.

3. D& nghi ndp bdo cdo chat lwgng hang ndm cho san pham vé khuan: Thudc nhd mat, Dung dich/ hdn dich thudc hé hap.

22

Gland Pharma
Limited (cach viét
khac: M/S Gland
Pharma Limited)

Sy. No. 143-148, 150 &
151, Near
Gandimaisamma Cross
Roads, D.P.Pally, Dundigal
Post, Dundigal-
Gandimaisamma Mandal,
Medchal-Malkajgiri
District, Hyderabad-
500043, Telangana, India
Dommara Pochampally
Village, Dundigal,
Gandimaisamma Mandal,
Medchal-Malkajgiri
District, Pincode 500043,
Telangana State, India

L.Dis.No:109
715/T5/202
3

08-02-2023

Drugs Control
Administration,
Government of
Telangana, India

MEGA LIFESCIENCES
Public Company Limited

B6 sung bdo cdo thanh tra twong (rng véi gidy chirng nhan GMP s6 L.Dis.No:109715/TS/2023 va danh muc cac dot thanh tra gan nhat.

23

Karnataka
Antibiotics
Pharmaceuticals
Limited

Plot No. 14, Il Phase,
Peenya Industrial Area,
Bengaluru 560 058, India

DCD/SPCL/C
R405/21-22

01-08-2021

Office of the Drugs
Controller, State of
Karnataka, India

Cong ty TNHH Mét thanh
vién An Phét

Tinh trang trang web tra ctru ma cong ty d3 cung cap hién khdng hoat dong (d3 tra ctu trén trinh duyét Firefox nhung van khong thé truy cap).

24

Torrent
Pharmaceuticals
Ltd

Near Indrad Village,
Taluka Kadi, Gujarat,
District: Mehsana
382721, India (cach viét
khac: Indrad - 382721,
Tal: Kadi, City: Indrad,
Dist. Mehsana, Gujarat
State, India / Village
Indrad, Tal. Kadi,
Ahmedabad Mehsana
Highway, Dist Mehsana
Gujarat, Gandhinagar,
Gujarat 382721, India)

MT/026HM/
2023

21-08-2023

Malta Medicines
Authority

Torrent Pharmaceuticals
Ltd

Viéc cong ty dé nghi thém 13 céch ghi dia chi khac biét khéng dang ké véi cac cach ghi dd dwoc cong bd s& gay kho khian trong viéc quan ly va kiém
soat thong tin. D& ddm bdo tinh chinh xac va thdng nhat vé dia chi, d& nghj co s& thyc hién tiéu chudn héa cach ghi dia chi trén céc tai liéu phu hop

V@i céac cach ghi dia chi d3 duogc cong bé.

25

Axa Parenterals
Ltd

Plot No. 936,937 & 939,
Vill.-Kishanpur, Jamalpur,
Roorkee — 247667 Distt.
Haridwar, Uttarakhand,
India

26/1/Drug/1
81/2019/10
315

30-06-2023

Co quan quan ly
Uttrakhand, An D&

Coéng ty c6 phan DSL
Global

B6 sung:

1. SMF:

+ HO so téng thé vi tri cac block (A, B, C) trong co sd.

+ Annexure B: Gidy GMP con hiéu lyc.

+ Annexure C: Ban in to, rd rang, chi rd cac tang thudc Block nao.
+Annexure |, J, L, N: Ban in to, ré rang.

+ Annexure M: Ra sodt va b6 sung ban in to, rd rang cac ban in AHU mo, khéng doc dugc (vi du AHU 21, 23, 24...).

2. Danh muc cac dot kiém tra trong 3 ndm: Thong tin rd rang cla co quan quan ly thyc hién viéc thanh tra.
3. B4o céo ra sodt chat lwgng dinh ky cho thudc vé trung:

+ Béo cdo ra soat chat lwong cho dang bao ché thudc tiém thé tich nhd; thudc tiém thé tich Ién trong vong 3 ndm.

+ Béo cdo ra soat chat lwong dinh ky clia dang bao ché dung dich nhd mat cho d 3 nam (hd so chi cé nam 2022).

Danh sach co s& can bé sung, giai trinh
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26 |DR.REDDY'S FTO-SEZ, PROCESS UNIT  |HMF07- Drug Control VPDD Dr. Reddy's Cong ty van chura lam rd v viéc co s& san xuat cé day chuyén/khu virc san xuat riéng biét cho thudc ddc té bao, thudc hoat tinh manh va thudc
LABORATORIES 02, SURVEY NO.'S. 70, 14051/1465 Administration, Andhra |Laboratories Ltd. tai TP théng thuwong hay khong. Dé nghi ti€p tuc bé sung va lam ré.
LIMITED 71&73, /2022- Pradesh, India H® Chi Minh
DEVUNIPALAVALASA ADMIN-DCA 9
VILLAGE, RANASTHALAM g
MANDAL, SRIKAKULAM $
DISTRICT - 532 4009, b
ANDHRA PRADESH, INDIA
27 |DR.REDDY'S FTO-SEZ, PROCESS UNIT  |HMF07- Drug Control VPDD Dr. Reddy's Theo SMF, cong ty sdn xuat ca thudc thudng va thudc doc té bao. Dé nghj cong ty bs sung - 1am rd vé viéc co s& san xuat cé day chuyén/khu vurc
LABORATORIES 02, SURVEY NO.'S. 70, 14051/2239 Administration, Andhra |Laboratories Ltd. tai TP |sdn xuat riéng biét cho thudc ddc té bao, thudc hoat tinh manh va thudc théng thudng hay khéng.
LIMITED 718&73, /2021- Pradesh, India H® Chi Minh
DEVUNIPALAVALASA ADMIN-DCA Q
VILLAGE, RANASTHALAM 8'
MANDAL, SRIKAKULAM 3
DISTRICT - 532 4009, X
ANDHRA PRADESH, INDIA
28 [M/s Pulse Kh.No.400, 407, 409. 17P/1/104/2 - The Drug Licensing & Cong ty TNHH Y Té Canh  |Cong ty d3 ndp lai danh muc cac dgt thanh tra GMP ndm 2021-2023, tuy nhién khéng cé théng tin dot thanh tra twong (ng véi GMP mdi ngay 2-
Pharmaceuticals |Karondi, Roorkee, Distt.  |007/4820 S |Controlling Authority, Clra Viét 3/3/2023. Bé nghi giai trinh.
Pvt. Ltd. Haridwar-247667, 2 Uttarakhand, India
Uttarakhand, India ﬁ
-
29 |M/s Virchow Unit I, Sy. No 172 part, L.Dis.No: Drugs Control Mega Lifesciences Public |1. GMP: khéng c6 théng tin dot thanh tra cap Gidy chirng nhan. Dé nghij cdng ty cung cap théng tin vé dot thanh tra twong ng vdi gidy chirng nhan
Biotech Pvt Ltd Gagillapur (V), Dundigal- |88059/TS/2 Administration Company Limited da nop.
Gandimaisamma (M), 022 Government of 2. SMF, b8 sung:
Medchal-Malkajgiri Telangana, India + Layout t8ng thé toan bo cac khu virc san xut clia nha may, va lam rd khu vire san xuat san pham dé nghj cong bé.
(District), Telangana- ~ +Ban in so d0 tirng khu virc nha xwdng ban in mau, rd rang, day di tén phong, cap sach, chénh ap, dudng di con ngudi, nguyén liéu ...
500043, Gagilapur 8 + S0 d6 hé théng x{ Iy nudc ban in mau, rd rang.
Village, Dundigal : + Danh muc trang thiét bj san xuat, kiém tra chat lvgng cla tat ca cac vung san xuat, khu vyc nhu Annexure 13 va 14 dé cap.
Gandimaisamma Mandal, E 3. B4o céo thanh tra: tai liéu nop trong hd so la bao cdo khac phuc cho dot thanh tra ngay 21/11/2022-23/11/2022. D& nghi bé sung bao céo thanh
Medchal - Malkajgiri - tra clia Co quan quan ly nudc sé tai twong ing véi Gidy chirng nhan GMP da ndp trong hd so, dugc hgp phép héa Ianh sy, sao chirng thyc ding
District, Pincode 500043, quy dinh.
Telangana State, India 4. B8 sung béo cdo ra soat chat lwgng dinh ky cho cac dang thudc vé trung.
30 |Otsuka Survey No. 199to 201 & (22123764 Food & Drugs Control Otsuka Pharmaceutical B6 sung:
Pharmaceutical  [208 to 210, Village - o |Administration, Gujarat |India Private - Pon dé nghi cdng b6 cé day du chit ky.
India Private Vasana - Chacharwadi, S |State, India - Bao cdo thanh tra twong &ng gidy chirng nhan GMP d3 ndp c6 ngay thanh tra 10-11/10/2022 clia FDCA va ngay 09/12/2022 duwoc hop phap héa
Limited Tal-Sanand Dist. - ; lanh sy va chirng thuc theo quy dinh.
Ahmedabad - 382 213, S - Hb s0 t8ng thé:
India ~ +So d6 nha xwdng MFO1 Plant va MFO2 Plant ban in rd rang thé hién cap sach, chénh &p, dwdng di cla ngudi va nguyeén lidu.
+So d6 mat bang téng thé (chi cho cong ty) véi day da bang thong tin mo ta rd cac khu vire, ting/tda nha kém theo chirc ning.
31 |[Nest Healthcare |[Plot No. 300, GIDC, B/H. |23054114 Food & Drug Control Coéng ty ¢ phan duoc B6 sung:
Pvt. Ltd. Vallabhnagar School Nr. " Administration, pham Song Van - Gidy chirng nhan GMP in rd rang va day da ndi dung. Gidy chirng nhan GMP d& ndp qua ma.
Nari Sanrakshan Gruh, S |Gandhinagar Gujarat - Danh muc céc dot thanh tra trong 3 ndm gan nhét.
Odhav Ahmedabad - 382 ; State, India - Bdo cdo thanh tra GMP d3y du tuong (ng v&i gidy chirng nhan GMP d3 ndp (dot thanh tra ngay 05-06/4/2023 va 25/04/2023), dugc hgp phap
415 Gujarat State, India E héa lanh sy va chitng thuc theo quy dinh (Ban cong ty ndp 1a thong bao cac ton tai va co cao khédc phuc clia cong ty, khong phai bao cao thanh tra).
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XUAT NHAN P
32 |Hetero Labs Ltd. [Vill. Kalyanpur, Chakkan |HFW-H ~ |State Drugs Controller, |Van phong dai dién 1. Tén co s& san xuat chua théng nhat gil cac tai liéu: gidy chirng nhan GMP: "M/s Hetero Labs Ltd. Unit-1" va Béo cdo thanh tra GMP: "M/s Hetro
Unit-1 Road, Baddi, Distt. Solan  |[Drugs] S |Controlling-cum- Hetero Labs Limited tai Formulations (Unit-1)" va "M/s Hetero Formulations", SMF "Hetero Labs Limited, Unit - I, Baddi). D& nghj giai trinh.
[H.P] India 238/05 S licensing authority, India [thanh ph& H5 Chi Minh  |2. BS sung so d6 t6ng thé toan bd nha may (dau dy cac Unit); so dd phan cap sach va duong di con ngudi nguyén vat lidu.
2
33 |M/s Zee Behind 47 Industrial Area |DCA/SLN/D Health & Family Céng ty TNHH duoc 1. Tra cltu co s& dit liéu thudc d3 dang ky chua cé théng tin co s& dai dién dang ky, dé nghj cung cdp tai liéu theo quy dinh.
Laboratories Ltd. [Paonta Sahib, Distt. ML/86/10. - @ |Department Himachal ~ [pham Y-Med 2. B sung danh muc cip COPPs theo bdo cdo thanh tra, b6 sung bdo cdo thanh tra cé chirng thuc va hop phéap héa lanh sy
Sirmour, Himachal 561 8' Pradesh, India 3. SMF:
Pradesh (India) S. - Cung cap so d6 phan cap sach cla céc khu vuc san xuat.
S - So d6 mit bng san xuat cac day truyén v trung: chwra ddm bao dudng di riéng con ngwdi va nguyén vat lidu & khu vire cdp sach A tai khu vic
dém gitra ham sdy va filling vial, nén khéng déng y cdng nhan pham vi thudc v6 trung & tat ca cdc nhém thudc.
34 [M/s Windlas Plot No. 183 & 192, 17P/1/107/2 ~ Directorate General of [VPDD Windlas Biotech 1. B& sung:
Biotech Limited Mohabewala Industrial 009/15751 N |Medical Health & Family |Limited An D tai TP. H5 |+ Bdo cdo thanh tra twong ing v&i GCN GMP s& tai I3 ban sao céng ching duoc hop phap héa 1anh sy theo quy dinh.
(Plant IV) Area, Dehradun-248110, ; Welfare, Dehradun, Chi Minh + Danh muc cac dot thanh tra trong 03 ndm gan day
Uttarakhand, India 3 Uttarakhand, India + Site Master File: So d6 hé théng khi nén.
© 2. Giai trinh: Lam rd dang bao ché d6i v&i pham vi sachet dé cp trong gidy chirng nhan GMP.
35 |Windlas Biotech |Plot 183-192, OGYEI/2510 National Institute of VPDD Windlas Biotech B& sung:
Limited Mohabewala Industrial 7-3/2022 N |Pharmacy and Nutrition |Limited An Do tai TP. H6 |+ Hb so dé dugc cong b8 danh gia dap tng GMP nwdc s tai.
Area, Saharanpur Road, 2‘ (OGYEI), Hungary Chi Minh + B4o cdo thanh tra twong ng véi gidy chirng nhan EU-GMP |a ban sao cdng chirng duoc hop phép héa lanh sy theo quy dinh.
Dehradun, 248110, India 3
]
36 |Mepro Plot No. 141/2 & 227, OGYEI/511- o National Institute of Lupin Limited B6 sung:
Pharmaceutical Haripura Ta.-Savli, Jarod - [6/2020 S |Pharmacy and Nutrition, - Gidy GMP duoc cdp bdi co quan quan ly nude s tai (An Do) con hiéu luc, dugc sao ching thyc theo quy dinh.
Pvt. Ltd Unit Il Samlaya Road, Vadodara, 3 Hungary - Layout t6ng thé cla toan bd dia diém nha may dé nghj danh gia.
Gujarat, 391520, India g - Lwgrc @6 quy trinh san xudt cla tirng dang bao ché duoc san xuét tai co sé.
37 |Aurobindo Unit-XV, Plot No. 17 A, E. |L.Dis.No: Drugs Control VPDD Aurobindo Pharma |1. B& sung gidy chirng nhan GMP c&p nhat va Bdo céo thanh tra tuong &ng, dugc sao chirng thuc theo quy dinh (hgp phép héa lanh sy, cong ching
Pharma Limited |Bonangi Village, 1719/P&B/2 Administration, Andhra [Limited tai TP HCM )
Jawaharlal Nehru Pharma |019 @ |Pradesh, India 2. SMF: Layout nha méy d3 ndp in md, khéng rd chit. D& nghi b8 sung So dd nha xudng ban in rd rang thé hién tirng khu vire san xuét (tén phong,
City, Parawada Mandal, g cp sach, chénh ap, dwdng di ca con ngudi/nguyén liéu ...).
Visakhapatnam Dist, EI'
Andhra Pradesh. India- Q
531021, India
38 |Aurobindo Unit-XV, Plot No. 17 A, E. |L.Dis.No: Drugs Control VPDD Aurobindo Pharma |1. B& sung gidy chirng nhan GMP c&p nhat va Bo céo thanh tra tuong ¢ng, dugc sao chirng thuc theo quy dinh (hgp phép héa lanh sy, cong ching
Pharma Limited |Bonangi Village, 1594/DCA/A Administration, Andhra [Limited tai TP HCM )
Jawaharlal Nehru Pharma |P/2018 % |Pradesh, India 2. SMF: Layout nha mdy da ndp in mo, khong rd chit. Dé nghj bé sung So d nha xwéng ban in rd rang thé hién tirng khu vire san xuat (tén phong,
City, Parawada Mandal, g. cp sach, chénh ap, dwdng di ca con ngudi/nguyén liéu ...).
Visakhapatnam Dist, )
Andhra Pradesh. India- 3
531021, India
39 |Aurobindo Unit-XV, Plot No. 17 A, E. [L.Dis.No: Drugs Control VPDD Aurobindo Pharma |1. B& sung gidy chirng nhan GMP cap nhat va Bdo céo thanh tra twong ¢ng, dwoc sao chirng thuc theo quy dinh (hop phép héa lanh s, cdng chirng
Pharma Limited |Bonangi Village, 390/P&B/20 Administration, Andhra [Limited tai TP HCM )
Jawaharlal Nehru Pharma |19 @ |Pradesh, India 2. SMF: Layout nha mdy da ndp in mo, khong rd chit. Dé nghj bé sung So d6 nha xwéng ban in rd rang thé hién tirng khu vire san xuat (tén phong,
City, Parawada Mandal, g cp sach, chénh ap, dwdng di cla con ngudi/nguyén liéu ...).
Visakhapatnam Dist, S
Andhra Pradesh. India- S
531021, India
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40 |Aurobindo Plot No 17a, E Bonangi MT/018HM/ Malta Medicines VPDD Aurobindo Pharma |B& sung:
Pharma Limited, |(Village) Parawada 2019 9 |Authority, Malta Limited tai TP HCM - Gidy chirng nhan GMP con hiéu lyc va Bdo cdo thanh tra twong (rng, dugc sao chirng thuc theo quy dinh (hgp phép héa Ianh sy, cong ching ...).
Formulation Unit -|(Mandal), Visakhapatnam 8 - SMF: Layout nha mdy da ndp in mo, khong rd chit. Dé nghi bd sung So dd nha xwéng ban in rd rang thé hién tirng khu vire san xuat (tén phong,
XV District, Andhra Pradesh- af cp sach, chénh ap, dwong di cla con ngudi/nguyén liéu ...).
531021, India 3
41 |Salud Care (1), Plot No. 435, Kishanpur, |26/1/Drug/9 Food safety & Drugs Céng ty U Square 1. Gidi trinh vé viéc khéng tra ciru dugc thdng tin cla co s& ndp hd so danh gid trong co sé& dit liéu cac co s& dang ky dang ndp hd so dang ky lvu
Pvt. Ltd Jamalpur, Roorkee, Distt. |0/2019 Administration Lifescience Private Ltd. hanh thudc cla co s san xuét Salud Care (1), Pvt. Ltd.
Haridwar Uttarakhand, ° Authority, Uttarakhand, 2. B6 sung SMF ddy d0 cac ndi dung theo hudng dan vé H6 so téng thé clia co s san xuat clia WHO, PIC/S theo quy dinh, bao gom:
India S |india +Ban vé mit bang tong thé toan b co s& san xuat tai dia chi dang ky (Site layout/Site plant) (ban vé thé hién r& rang chi tiét cac thong tin/hinh
E anh, kém cha thich vé tirng khu v, tda nha; st dung ngdn ngit ti€ng Anh hodc tiéng Viét).
g + M5 ta day du cac hoat ddng tai cac tang (Floor) cla cac tda nha cla co s& san xuat tai dia chi dang ky.
° 3. B6 sung gidy chirng nhan GMP cap nhat va bao cdo thanh tra tvong (ng (ban day dl cé kém danh muc san phadm cap CoPP), ca hai dwoc sao
chirng thyc, hgp phédp héa I3nh sy theo quy dinh (Gidy GMP ndp trong hd so d3 hét han; bao cdo thanh tra khéng kém danh muc san pham).
42 |Sobhan Oncology |Ibn-e-Sina Ave., Rasht 665/7120 Iran Food and Drug Cong ty c6 phan Y Duvgc  |1. Theo SMF va GMP, co s& chi cé 1 day chuyén san xuat thudc ddc/thudc ung thu. D& nghi giai trinh vé khu viyc san xuit thudc thuwdng do tai Annex
Pharmaceutical Industrial City, Rasht, Iran @ |Administration (IFDA) LS Il (Danh muc san pham): c6 thém thudc théng thudng (Zoledronic acid vial lyophilize, Remdesivir vial lyophilize).
Company 8' 2. Cach ghi dia chi khac nhau: Céng ty m&i cung cap thu xac nhan cla The Syndicate of Iranian Pharmaceutical Industries. Dé nghij giai trinh vai trd
EI' clia co quan xac nhan hodc b8 sung thu xac nhan cla co quan cé thdm quyén nuwdc sé tai, dugc sao chirng thuc, hop phép héa lanh sy theo ding
S quy dinh.
43 |Laboratori Via San Michele Degli IT/118/H/20 o Italian Medicines Cong ty TNHH thuong 1. B& sung Site master file:
Baldacci S.p.A Scalzi 73, Pisa, 56100, Italy (20 S |Agency (AIFA) mai dugc phdm Phuong |- Muc kiém tra chat lvgng va thiét bi phan tich
E Linh - Layout: so' d6 tng thé céc khu vire san xuat, layout phan cap sach, chénh I&ch dp suat, hé théng x&r ly nudc, dwdng di con ngudi nguyén vat liéu.
g 2. Tra clru trén Eudra co s& san xuat d3 cé gidy chirng nhan GMP mdi cap, dé nghi b sung gidy chirng nhan GMP mdi cip nhat.
44 |Zeta Farmaceutici |Via Galvani, 10-36066 IT/230/H/20 Italian Medicines VPDD Laboratorio 1. Tra c(ru trén EudraGMP khéng thay gidy chirng nhan IT/230/H/2022 ndp trong hd so, ma chi thay gidy chirng nhdn m&i hon s6 IT/107/H/2024.
S.P.A Sandrigo (VI), Italy 22 Agency (AIFA) Italiano Biochimico De nghj bd sung gidy chirng nhan c&p nhat, dugc sao chitng thuc theo quy dinh (hop phap héa Ianh sy, cdng chirng ...).
IN] Farmaceutico Lisapharma |2. SMF: B sung day d day dd cac phu luc (1 - 7) theo huéng dan cia WHO-GMP/PICs-GMP/EU-GMP, trong dé:
8‘ S.P.Atai TP HCM +So d6 nha xwdng ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh 4p ...).
Z‘" + Danh muc cc nha sdn xuat va co s& kiém nghiém theo hop déng .
X + S0 dd hé théng xir Iy nude.
+ Danh muc céc thiét bj san xu4t va kiém nghiém chinh.
45 [SINSIN 9, Sojeongsandandong-ro, [2023-G1- Daejeon Regional Office [Pharmaunity Co., Ltd SMF thiéu cac phu luc dinh kém (Attachment 2 - So d6 t6 chirc, Attachment 8 & 9 — Danh muc thiét bj san xuat), chua bé sung lugc d6 quy trinh san
PHARMACEUTICA |Sojeong-myeon, Sejong- |0666 Q  |of Food and Drug xuét cla tirng dang bao ché. Yéu cau tiép tuc bé sung.
L CO.,, LTD. si, Korea gl Safety, Ministry of Food
a‘l and Drug Safety, Korea
46 |Dasan 381, Deogamsan-ro, 2023-G1- Daejeon Regional Office [Pharmaunity Co., Ltd 1. BS sung Gidy Gy quyén cla co s& san xuat cho cong ty ndp hd so céng bé hop phap héa theo quy dinh.
Pharmaceutical Dogo-myeon, Asan-si, 0306 of Food and Drug 2. Gidi trinh bao cdo thanh tra cé ndi dung chirng nhan 1anh sy cla dai s quén Viét Nam chirng nhan cho 6ng Jeong Hyo Youn trong khi nguoi ki
Co., Ltd. Chungcheongnam-do, - Safety, Ministry of Food chirng nhan clia bd ngoai giao Han Quéc |3 6ng Park Kwan Seok. Bao cdo thanh tra cé néi dung chua day dd theo huéng dan WHO TRS 996.
Republic of Korea S |and Drug Safety, Korea 3. H6 so téng thé nha may:
z - Attacthment 1 chua dich ndi dung ti€ng Han Quéc sang tiéng Anh hogc tiéng Viét.
E - Cong ty chura gidi trinh ndi dung yéu cau Lugc dd quy trinh san xuit cla tirng dang bao ché cu thé.

Yéu cau gidi trinh, b8 sung hd so téng thé theo quy dinh.
4. D& nghi ra soat va dich cdng chirng céc ndi dung cé ngdn ngit khac ngdn ngit Anh hoic Viét.
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47 |BR Pharm Co., Ltd.|13, Sinpyeong-ro, Jijeong- |2021-B1- Ministry of Food and Pharmaunity Co., Ltd 1. B& sung céc thanh phan cta SMF:
myeon, Wonju-si, 0201 Drug Safety (MFDS), - Appendix 1 (Gidy phép san xuat) duoc dich sang tiéng Anh/tiéng Viét (ban d3 nop |a tiéng Han Quéc).
Gangwon-do, Republic of Korea - Ban v& mit bang tong thé toan bd co' s& san xuat tai dia chi ding ky (Site layout/Site plant) (ban vé thé hién rd rang chi tiét cac thong tin/hinh anh,
Korea by kém chd thich vé tirng khu vue, tda nha; st dung ngdn ngit ti€ng Anh hodc tiéng Viét).
8 - C4c ban vé tai Appendix 6, Appendix 7 dugc in rd rang, kém chu thich tiéng Anh hodc tiéng Viét (ban da ndp in nhé ma, khéng doc duoc).
af - Théng tin vé hoat dong tham dinh quy trinh san xut (Ban SMF da nop khong cé ndi dung nay).
3 2. Cung cap gidy GMP cp nhat va bdo cdo thanh tra tuwong (rng, ca hai duoc sao chirng thyec hgp phép héa I3nh sy (Gidy GMP ndp trong hd so da
hét han; Tai liéu ndp kém khdng phai bdo cdo thanh tra, chi 1a thu théng bdo két qua thanh tra cia Co quan quan ly Han Qudc).
48 |HLB 35, Jeyakgongda 2-gil, 2024-D1- < |Gveongin Regional Pharmaunity Co., Ltd D& nghij cung cap SMF c6 day d0 thong tin theo hudng dan clia WHO, PIC/S theo ding quy dinh (SMF ndp trong hd so thiéu nhiéu thong tin, chi dan
Pharmaceutical Hyangnam-eup, 0121 S  |Office of Food and Drug chiéu dén SOP/quy trinh ndi bd).
Co., Ltd. Hwaseong-si, Gyeonggi- 3 Safety, Ministry of Food
do, Republic of Korea E and Drug Safety, Korea
49 |Nang Kuang No. 1001, 1001-1, 07933 Ministry of Health and  [Cong ty TNHH DKSH Trong hd so dé nghj cdng b8 duoc x{r ly tai dot 32 (s6 ti€p nhan 7868 ngay 23/10/2023), ndi dung gidi trinh cla céng ty cé bao gdm viéc thudc tiém
Pharmaceutical  |Zhongshan Rd., Xinhua Welfare, Republic of Pharma Viét Nam v trung tai Plan A2 (san xuat thudc tiém thuéng) déu |a thudc tiét trung cudi va riéng biét vai Plan Al (san xuat thudc doc té bao, bao gobm dang
Co., Ltd Dist, Tainan City, Taiwan N |China (Taiwan) bao ché thudc san xudt vé trung - thudc tiém thé tich nhd).
(R.0.C)) 8' Vi thé, dé cé co s& cong bb cho pham vi @& nghj b8 sung "Thudc san xuat vé trung: thudc tiém dang 16ng thé tich nhé", dé nghi cong ty bé sung:
8 - N6i dung lam r& khu vurc san xudt dang bao ché thudc san xust v trung - thudc tiém dang 16ng thé tich nhd cho thudc thudng.
] - SMF &3y du cac phu luc cla co s& sdn xuat.
- Bdo cdo thanh tra clia Co quan quan ly nudc s tai twong (rng vdi Gidy chirng nhan GMP d3 ndp trong hd so.
50 |[AbbVie Inc. 1 N Waukegan road, AP CPP: GBSK- United States Food and |VPDD Congty Zuellig B& sung bdo céo thanh tra day d0 (dgt thanh tra 19/04/2024) |a ban sao chirng thurc hgp phép héa lanh sy theo quy dinh
16/16A, IL 60064 North A525, Ngay Drug Administration Pharma Pte. Ltd. tai TP
Chicago, USA cép: HCM
(* Céch ghi khac: 1N 09/03/2022,
Waukegan road, North Ngay hét
Chicago, IL 60064, USA) han:
08/03/2024,
51 |Sharp Packaging |22-23 Carland Rd., FEI: United States Food and |VPDD F.Hoffmann- La Giai trinh vé viéc dia chi trong bdo cdo thanh tra khéng théng nhat véi dia chi dd dugc cong bé.
Services, LLC (tén |Conshohocken, PA 19428, |2518332 Drug Administration Roche Ltd Thuy S§ tai TP
cli: Sharp USA 0 |(U.S.FDA) Ha Noi
Corporation 8.
d/b/a Sharp g.
Packaging S
Solutions)
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