PHU LUC 2. HO SO KHONG PAT YEU CAU
(Ban hanh kém theo Cong vin sé 16493/QLD-CL ngay 25/8/2016 ciia Cuc Qudn Iy Dwgc)

TT Mihdso Tén thude, SDK

Ham lwgng, quy cach

Co sé san xuat

Thudc dbi chirng

Noi thir nghiém Y kién Té chuyén gia

1 69/BE-12  Azulix1
VN-12686-11

Glimepiride 1mg
Hop 3 vi x 10 vién nén

Torrent Pharmaceuticals Ltd.,
Indrad-382721, Dist. Mehsana-
India

Amaryl 4mg Tablet,
Aventis Pharma
Ltd., Brazil

Bio Evaluation - H so nhiéu ndi dung khong dép tng theo quy dinh.
Center Torrent

Pharmaceuticals

Ltd.,

Village Bhat, Dist.

Gandhinagar,

Guiarat, India

2 69/BE-12  Azulix 2
VN-12687-11

Glimepiride 2 mg
Hop 3 vi x 10 vién nén

Torrent Pharmaceuticals Ltd.,
Indrad-382721, Dist. Mehsana-
India

Amaryl 4mg Tablet,
Aventis Pharma
Ltd., Brazil

Bio Evaluation - Ho so nhiéu ndi dung khong dap tmg theo quy dinh.
Center Torrent

Pharmaceuticals

Ltd.,

Village Bhat, Dist.

Gandhinagar,

Guiarat, India

3 1050/BE-12 Zydarone 100
VN-11552-10

Amiodarone HCI 100mg
Hop 6 vi x 10 vién nén
khong bao

Cadila Healthcare Ltd
Sarkhej-bavla N.H. No 8a,
Moraiya, Tal sanand Ahmedabad
382 210 - India

Cordarone tablets
200mg (Amiodarone
HCI tablets 200mg)
Sanofi Winthrop
Industries, France;
SX cho Wyeth
Pharmaceutical Inc.,
Philadelphia

BA Research India - H6 so nhiéu ndi dung khong dap tmg theo quy dinh.
Ltd.

BA Research House

Opp. Pushparaj

Towers

Nr. Judges

Bungalows-

Bodakdev,

Ahmedabad-380

054, India

4 1050/BE-12 Zydarone 200
VN-11553-10

Amiodarone HCI 200mg
Hop 6 vi x 10 vién nén
khong bao

Cadila Healthcare Ltd
Sarkhej-bavla N.H. No 8a,
Moraiya, Tal sanand Ahmedabad
382 210 - India

Cordarone tablets
200mg (Amiodarone
HCI tablets 200mg)
Sanofi Winthrop
Industries, France;
SX cho Wyeth
Pharmaceutical Inc.,
Philadelphia

BA Research India - Ho so nhiéu noi dung khong dap tmg theo quy dinh.
Ltd., BA Research

House, Opp.

Pushparaj Towers

Nr. Judges

Bungalows-

Bodakdev,

Ahmedabad-380

054, India
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5 676/BE-12 Rishon 10mg Rosuvastatin calcium; Lek Pharmaceuticals d.d, Crestor CSLS: Algorithme - Khéng ¢6 bao cao vé d6 6n dinh ctia mau sinh hoc
VN-12556-11 Rosuvastiatin 10mg Verovskova 57. 1526 Ljubljana - (Rosuvastiatin 40  Pharma Inc., trong thoi gian bao quan (ldy miu thang 4/2006, phan
Hop 3 vi x 10 vién nén bao Slovenia mg), Astra Zeneca  Canada; tich thang 12/2006) va van chuyén mau tir Canada
phim UK Ltd., UK CSPT: Lek sang Slovenig;
Pharmaceutical d.d., - Khong c6 giai trinh vé viéc lya chon thude ddi ching
Slovenia dap tng quy dinh Thong tu 08;
- Tham dinh quy trinh phan tich khong day du;
- Khong co6 ching chi GCP/ GLP;
6 522/BE-12 Aurasert 100 Sertraline HCI 100mg Aurobindo Pharma Limited Lustral tablets, Apl Research - Khong ¢ ban chép thuan cta Hoi dong dao dirc;
VN-13486-11 Hop 2 vi x 14 vién nén bao Unit 111, Survey. No. 313(P), Pfizer Limited, UK Centre - Sic ky dd phén tich mau nguoi trinh nguyén khong
phim Bachupally (V), Quthubullapur 313 Bachupally,  phu hop v6i phan tham dinh phuong phap;
Mandal, R.R. District, A.P., India Quthubullapur - Khong ¢6 chirng chi GCP/ GLP;
Mandal, Hyderabad, - Ho so thiéu nhiéu ndi dung theo quy dinh.
50072, India
7 673/BE-12 Fentanyl MAT  Fentanyl 23,12mg/miéng  Hexal AG Durogesic 25 mcg/h, Scope International - Ho so nhiéu ndi dung khong dép tng theo quy dinh.
100mcg/h Hop 5 miéng Hé tri lidu Industriestrasse 25 D-83607 Janssen Cilag AG
VN-9684-10 qua da Holzkirchen-Germany GmbH, Germany
8 671/BE-12 Meglucon500  Metformin Hydrochloride Lek S.A Glucophage, Merck CCDRD, DE - Thudc thir nghiém va thudc dang ky c6 nha san xuét

VN-8205-09

500mg
Hop 3 vi x 10 vién nén bao
phim

Podlipie Str. 16, 95-010 Strykow- KGaA, Germany
Poland

va dia chi san xuét khac nhau.

HO so thiéu nhiéu ndi dung theo quy dinh:

- Khéng c6 ¢& 16 san xuat.

- Khéng c6 bang chimg chimg minh thube d6i ching
dap rng thong tu 08.

- C6 duong biéu dién két qua thir tvong duong do hoa
tan giita thudc thir va thude dbi chimg, nhung khong
danh gia. Chi thir & mgt méi truong pH 6,8 (15 phat >
85%).

- Khéng c6 két qua do 6n dinh cua dung dich gic.

- Khoéng ¢6 danh sach cac SOPs trong bao cdo phan
tich miu ngudi tinh nguyén.

- Khéng c6 khoang tinh Ke va Ke; ty ) Cmax; AUC;
Tmax. Khong tinh gia tri Power.

- Khéng c6 giai trinh 4p dung khoang chip nhan 0,75 -
1,33 d6i voi gia tri LnCmax;

- Khong c6 cac chung chi GCP va GLP;
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9 b546/BE-12 Rotacor 10mg
VN-8400-09

Atorvastatin 10mg

Lek Pharmaceuticals d.d, Sortis, Parke Davis,

Hop 3 vi x 10 vién nén bao Verovskova 57. 1526 Ljubljana - Germany

phim

Slovenia

Medical
Biochemical
Laboratory-
Diagnostic
Polyclinic, Slovenia

Két luan twong dwong sinh hoc chwa phu hop:

LnAUC (tiéu chuin chép nhan 0,80 - 1,25):
Atorvastatin; 92,02 - 127,93; orthorhydroxy
Atorvastatin: 88,98 - 125,73;

LnCmax (tiéu chuan chap nhan 0,70 - 1,43):
Atorvastatin; 92,02 - 127,93; orthorhydroxy
Atorvastatin: 97,12 - 137,94;

H6 so thiéu nhiéu ndi dung theo quy dinh:

- Khéng c6 cong thirc bao ché ciia thude thir nghiém va
thudc dang ky (thudc thir 1a Atorvastatin 20mg khac
thudc dang ky);

- Khong c6 bang chimg chimg minh thubc d6i ching
dap ting quy dinh Théng tu 08;

- Khong c¢6 ¢ 16 san xuét thude thir nghiém (so véi c&
16 SX theo hd so dang ky thudc);

- Khong c6 s6 lidu so sanh twong dwong d6 hoa tan
gitta cac ham luong khac nhau, bang so sanh cong thirc
bao ché theo ty 1¢, thong tin vé tiéu chuan chét luong
cac thanh phan;

- C6 két qua thir trong dwong d6 hoa tan gitra thude
thir va thube ddi chung nhung chi thyc hién & mot
truong la nude.

- Ngay tham dinh quy trinh phan tich la ngay
11/6/2001 sau ngay phéan tich (19/4 - 30/6/2001);

- Viéc thue hién do 6n dinh cua mau thude trong huyét
twong 1a 91 ngay/-70°C la chua phu hop so voi khoang
thoi gian tir ngay 1dy mau (03/3 - 17/3/2001) dén ngay
phan tich;

- Khong ¢6 cac chung chi GCP/ GLP;

10 1106/BE-12 Macriate 20
VN-14248-11

Rabeprazole natri 20mg

Hop 3 vix 10 vién nén bao Plot No. 25-27, Survey No. 366

tan trong rudt

Macleods Pharmaceuticals Ltd ~ Pariet 20
(Rabeprazole tablets
Premier Industrial Estate 20mg)

Kachigam Daman - 396210-India Janssen
Pharmaceutica,
Russia

Bio-Scientific
Research
Laboratories(i)Pvt,
Ltd

Plot No. 35/1, Ruby
CHS, Gorai-2,
Borivali (W),
Mumbai-400 091,

India

- Ho so nhiéu ndi dung khong dap tng theo quy dinh
(nguyén tic Iya chon thude ddi ching chwa diing, thiéu
ho so cac phan dé cuong thir nghiém, két qua tuong
duong in vivo, sic ky do tham dinh phuong phap phan
tich, két qua phan tich, & cuong nghién ciru, chimg
chi GCP/GLP...)
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11 1097/BE-12

Bebloc-5 Tablet

Amlodipine besilate 5mg

Alkem Laboratories Ltd. Norvasc tablets

BA Research India

- H so nhiéu ndi dung khong déap ung theo quy dinh.

VN-9441-10 Hop 10 vix 10 viénnén  Survey No. 333/1, Kachigam (Amlodipine Ltd.
Village, Daman 396210 - India  besylate 10mg)
Pfizer, Usa
12 1089/BE-12 Coltab Citicolin Sodium, 500mg  Cure Medicines Pvt. Ltd. Strolin, Torrent Om Sai Clinical - H so nhiéu ndi dung khong dép tng theo quy dinh.
VN-13444-11 Citicolin C-12/13, M.1.D.C., Bhosari, Pune- Pharmaceuticals Research Pvt. Ltd,

Hop 2 vix 10 vién nang 411026, India Ltd. India
cung
13 573/BE-12 SotaHexal 80mg Sotalol HCI 80mg Salutas Pharma GmbH Sotacor Aster - Nha san xuat cua thudc nghién ciru BE (Hexal
VN-14198-11 Hop 2 vi x 10 vién nén Otto-von-Guericke-Alee 1, D- Pharma Holzkirchen, Germany) khac v&i nha san xuat
39179 Barleben- Germany ctia thudc dang ky trong hd so dang ky thir BE (Salutas
Pharma GmbH), nghién ctru thyc hién nam 1993.
- Ho so nhiéu ndi dung khong dap tmg theo quy dinh
(nguyén téc lya chon thude dbi chimg chua ding, thiéu
hé so cac phan dé cwong thir nghiém, két qua tuong
duong in vivo, séc ky db tham dinh phwong phap phan
tich, két qua phan tich, & cuong nghién ciru, chimg
chi GCP/GLP...)
14 1096/BE-12 Alkoxime 500 Cefuroxime 500mg M/s Alkem Laboratories Ltd. Ceftin tablets Lambda - Ho so nhiéu ndi dung khong déap tmg theo quy dinh.
VN-10372-10 Hop 1 vi x 10 vién nén bao 167/2, MGU Nagar, Dabhel, (Cefuroxime axetil Therapeutic
phim Daman 396210-India 500mg) Research Ltd, India
Glaxo Smithkline,
USA _ i
15 1128/BE-12 Lisonorm Lisinopril dihyrate + Gedeon Richter Plc. Norvasc 10mg + Anapharm Inc - H6 so nhiéu ndi dung khong dap tmg theo quy dinh.
VN-13128-11 Amlodipine besilate, H-1103 Budapest, Gyomroi ut 19- Prinivil 20mg
Amlodipin 5mg+lisinopril 21 Hungary
10mg
Hop 30 vién nén i . _
16 84/BE-14  Mepraz Omeprazole 20mg Alkem Laboratories Ltd Losec Clinical, HOo so thiéu tat ca cac phu luc (dir liéu goc).
VN-12243-11 Hop 5 vi x 4 vién nang 167/2 Mahatma Gandhi, Udyog Bioanalytical,

Nagar, Dabhel, Daman 396210 -
India

Statistical & QA
Services. Drug
Monitoring, R-374,
MIDC, TTC
Industrial Area,
Rabale, Navi
Mumbai-400 701,

India
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17 515/BD-12

Auroliza 10,
VN-14001-11

Lisinopril dihydrate 10mg, Aurobindo Pharma Ltd., Unit-11l, Zestril tablet 20mg,

Hop 20 vi x 14 vién nén

Survey No0.313 Bachupally
Village, Quthubullapur Mandal,
Ranga Reddy District, Andhra
Pradesh, India

Astra Zeneca, UK

APL research
center, India

- H so nhiéu ndi dung khong déap ung theo quy dinh.

18 38/BE-15

Vién nén
Uphaceff 200,
VD-12985-10

Cefixim trihydrat tuong
duong 200mg Cefixim
Hop 2 vi x 10 vién nén

Cong ty CPDP TW25
120 Hai Ba Trung, Phuong Pa
Kao, Quan 1, Tp. Hb Chi Minh

Vién nén bao phim
Oroken 200mg

Vién KN thude Tp.

HCM

Két qua tinh theo ca 2 phuong phap n-Query + nTerim
2.0 va WinNonlin 6.4 déu cho cac gi tri Power < 80%
(ngoai trir Power cua Cmax tinh theo phian mém
WinNonlin 6.4 1a 87%), chua dap ung vdi yéu cau
hién tai trong ding ky thudc.




