PHU LUC 3. HO SO KHONG PAT YEU CAU (55 HO SO)
(Ban hanh kém theo Cong vin sé /QLD-CL ngay

/2015 cua Cuc Qudn ly Dwoc)

TT Mihdoso  Tén thude, SPK Ham lugng, quy cich Co s sian xuit

Thudc ddi chimg  Noi thir nghiém

Y kién Té chuyén gia

1 534/BD-12  Alpovic 250mg, Lab Dr. Gilles

VN-13812-11

Acid valproic 250mg, Hop 1 lo  Procaps S.A., Calle 80, No 78B-201
100 vién nang Barranquilla, Colombia

Depakene 250mg

de Montreal

- Khong c6 cong thitc bao ché va quy trinh san xuat

capsules, Abbot Lab. Caille, University cua thudc thir va thudc dang ky (thudc thir 1a PMS-

Valproic acid 250mg capsules);

- Khoéng co6 ching chi GLP/ GCP;

- Dé cuong nghién ciru khong c6 ngay thang, khong
duogc phé duyét;

- Nghién ctru luc d6i: ¢6 24 ngudi tinh nguyén udng
thubc nhung chi c6 két qua cua 23 nguoi tinh nguyén,
khong trinh bay ly do.

- Két qua thAm dinh phwong phép phén tich so sai,
khong c6 dir lidu thuc nghiém, khong co sic ky do;
khéng déap tng yéu cau;

- Bao cdo phan tich miu ngudi tinh nguyén: Khong
¢6 bang tom tit qué trinh phan tich, sic ky d6 khong
16 rang, khong dii thong tin vé thoi gian luu, tén
file/folder luu két qua, khong c6 SOP phén tich

2 564/BD Sandoz GmbH, Biochemie str 10, A-

6250 Kundl/ Tirol, Austria

GTF Gesells
chaft fur
therapecutische

Amoxicillin/ acid  Amoxicillin/ acid clavulanic
clavulanic Sandoz 875/125mg, hop 12 g6i cém
GmbH, pha hdn dich ubng
VN-5746-08

Augmentin, Glaxo
Smith Kline

Khéng c6: chimg chi GCP/GLP; khong co ty s6
Cmax, ty s6 AUC giira thudc thir va chimg; khong co
béang ty sb cac thong sb duoc dong hoc, ban cam két
vé viée thude thir va thude dang ky 1a mot

3 368/BD Arezol,

VN1-564-11

Anastrozole 1mg, Hop 2 vi x 14 Remedica Ltd, Limassol Industrial Arimidex 1mg, Astra Anapharm
vién nén bao phim Estate P.O. Box 51706 3508 Limassol, Zeneca GmbH, Europe, S.L.
Cyprus Germany

HO6 so khong day du, khong co: chimg chi GCP/GLP,
danh sach va chit ky nghién ctru vién, ban chép thuin
cua Hoi déng dao dirc, bao céo thAm dinh phuong
phap phan tich khong diy di, sic ky d6 tham dinh
phwong phép phén tich, sic ky d6 mau ngudi tinh
nguyén khong day du va khong rd thong tin, khong
¢6 ban cam két vé viéc thude thir va thude dang ky 1a
mdt, gidy chap thuan ctia ngudi tinh nguyén tham gia




TT Mai ho so

Tén thube, SPK

Ham lwgng, quy cach

Co sé san xuat

Thudc ddi chirng  Noi thir nghiém

Y kién Té chuyén gia

4 514/BD Auroformin 850  Metformin 850mg, Hop 10 vi x Aurobindo Pharma Ltd, India Glucophage 850mg, APL Research  Khéng co: cong thirc bao ché, ching chi GCP/GLP,
14 vién Lipha center, India so sanh Tmax, ban cam két vé viéc thudc thir va
pharmaceutical, UK thubc dang ky 1a mot. Thude ddi chimg khong ding
theo TT 08 (yéu cau ciia Merck Sante s.a.s, Phap),
khong c6 bién ban hop hoac ban chfip thuan cua Hoi
ddng dao dtic, khong cung cap gidy phép luu hanh
san pham.
5 516/BD Aurolex 500, Cefalexin 500mg, Hop 10 vix  Aurobindo Pharma Ltd, India Keflex 500mg APL Research  Khéng co: cong thirc bao ché, chimg chi GCP/GLP,
VN-17252-13 10 vién nang capsule, Eli Lilly and center, India ban cam két v& viéc thude thir va thude dang ky 1a
company, UK mot. bé nghi xem xét sy phu phu hop cua thude ddi
chimg, bd sung bién ban phé duyét hodc ban chép
thuan cta Hoi déng dao durc
6 520/BD Aurozapine OD  Mirtazapine 30mg, Hop 5 vi x 6 Aurobindo Pharma Ltd, Unit-11I, Zispin soltab tablet, APL Research ~ Khéng c6: cong thirc bao ché, chimg chi GCP/GLP,
30, vién nén phan tan Survey No.313 Bachupally Village, N.V.Organon, center, India bang ty s cac thong sé dugc dong hoc, so sanh
VN-9449-10 Quthubullapur Mandal, Ranga Reddy ~ Nertherlands Tmax, ban cam két vé viéc thudc thir va thude dang
District, Andhra Pradesh, India ky 1a mét. Béo céo twong duong do hoa tan gilra
thudc thir va thude chimg khong day du.
7 13804 Auspril 20mg, Enalapril maleate 20mg, Hop 3 Aspen Pharmaceutical Ltd, Business  Renitec, MSD Q-PharmaPty  Khéng cé: chimg chi GCP/GLP, sic ky d6 thim dinh
VN-12994-11 vi x 10 vién nén park, Baulkham hills, NSW 2153, Ltd phuong phap phan tich, ban cam két v& viéc thudc
Australia thir va thude dang ky 1a mot, gidy chap nhan tinh
nguyén tham gia nghién ctru. Bb sung cong thirc bao
ché thubc, sic ky dd phan thim dinh phwong phap
phan tich.
8 509/BD Bearclor 250mg,  Cefaclor 250mg, Hop 2 vi x 10 Dewoong Pharm Co. Ltd, 223-23 Ceclor capsule, Lilly College of Khéng c¢6 chimg chi GLP, GCP. Hb so thiéu nhiéu
VN-11561-10 Vvién nang Sangdaewon-Dong, Choongwong-Ku, Korea Inc. Pharmacy, ndi dung theo quy dinh
Sungnam-City, Kyunggi-Do, Korea ChungAng
University
9 119/BD Benalapril 10, Enalapril 10mg, Hop 3 vix 10  Berlin-Chemie AG, Tempelhofer Weg Xanef 10mg GAF Gesells Khéng co: chimg chi GCP/GLP, két qua chat lugng
VN-9948-10 vién nén 83, D-12347 Berlin, Germany. chaft fur ctia thudc chimg, d6 6n dinh cta dung dich gbc, sic
Doéng goi: Berin Chemie AG (Merani Arzneimitt ky dd, ban cam két v& viéc thude thir va thude ding
Group), Glienicker Weg 125 12489 ky 1a mot. M6t s6 hd so bang tiéng Dirc khong rd noi
Berlin, Germany dung
10 Binoclar 250mg,  Clarithromycin 250mg, Hop 1 ~ Novartis Bangladesh Ltd, Tongi, Klacid 500mg, Anapharm Inc.  Thudc thir khong phai la thude xin cong bd, khong 6

VN-4605-07

vi x 10 vién nén bao phim

Bangladesh

Abbott S.P.A, Italy

cong thire bao ché, khong c6 danh gia d6 hoa tan giita
2 ham lugng), hd so thiéu nhiéu noi dung khac theo
quy dinh




TT Miahdéso  Tén thude, SPK Ham lwgng, quy cach Co sé san xuit Thudc ddi chirng  Noi thir nghiém Y Kién Té chuyén gia

11 Biodroxil 500mg, Cefadroxil 500mg, Sandoz GmbH, Biochemiestrasse 10, Duracef 500mg Ivana Khoéng cé: chimg chi GCP/GLP tiéng Anh, két qua
VN-12642-11 Hop 1 vi x 12 vién; hop 100 vi  A-6250 Kundl, Austria capsule, Bristol Drasnarova, Dipl, thir tuong dwong do hoa tan giita thude thir va thude
x 10 vién nang cirng gelatin Mayer Squibb, Italy Ing d6i chung, tham dinh phuong phap phan tich khong

¢6 tinh dac hiéu va két qua do 6n dinh ciia mau phan
tich sau khi pha, séc ky d6 thim dinh phuong phap
phan tich; bang ty sb cac thong s6 duge dong hoc, so
sanh Tmax, ban cam két vé viéc thudc thtr va thude

dang ky 1a mot.
12 1090/BD-12 Camoxxy, Amoxicilin trihydrate 500mg,  Maxim Pharmaceuticals Pvt. Ltd., Plot Augmentin 625 Om Sai clinical  Khong co: cong thirc bao ché ciia thude thir nghiém,
VN-13961-11 Clavulanate potassium 125mg, No. 11 and 12, Kumar Industrial research Pvt. Ltd chimg chi GCP/GLP; thong tin vé ¢& 16 san xuét; két
Hop 1 vi x 10 vién nén bao Estate, Markal, Pune 412 105, India qua dinh lugng, két qua thir 46 hoa tan giita thudc thir
phim va thubc dbi chimg; séc ky dd phan thim dinh

phuong phép phén tich; bang tong hop qua trinh phan
tich, duong biéu dién gia tri chuyén log cia ndng do
thudc stheo thoi gian, ty s6 cac thong s6 duge dong
hoc, so sdnh Tmax.

13 510/BD Cilost, Cilostazol 50mg, Hop 3 vix 10 Dewoong Pharm Co. Ltd, 906-10, Chonnam Khong co: chir ky va danh sach nghién cttu vién,
VN-4391-07 vién nén Sangsin-ri, Hyang nam-myun, National chimg chi GCP/GLP, dé cwong nghién ctru, ban chip
Hwasung city, Kyunggi-do, Korea University, Korea thuan cua Hoi ddng dao dirc, twong dwong d6 hoa tan

giita cac ham luong/ giita thude thir va thude ching,
tuong duong chit lwong, thim dinh phwong phap
phan tich, ban cam két vé viéc thudc thir va thude
ding ky 1a mot, gidy chip thuan cua ngudi TN, (bao
c4o phan tich mau ngudi tinh nguyén, bao cao duoc
déng hoc, théng ké khong ddy du)

14 736/BD-12  Cilzec 40, Telmisartan 40mg, Hop 3 vix ~ MSN Laboratories Ltd, Plot No 42, Micardis 80mg, LifeSan clinical Khéng c6 danh sach, chit ky, dau ctia cac nghién ciru
VN-11962-11 10 vién nén Anrich Industrial Estate, Bollaram, Boehringer research Vién.
Medak district-502325, India Ingelheim, USA Khoéng c6 chuing chi GLP, GCP.

Cmax chon ngudng tir 75-133%.

Thudc thir 1a Cilzec 80 (khong phai 1a thudc xin cong
bd). Khong c6 bang ching thude déi chimg dap uing
TT 08/2010. Khéng c6 bao cao twong duong chat
lugng giita thude thir va thude ddi chimg.

Khong c6 cam két vé thude thir ding cho nghién ciru
va thudc thir dang ky lwu hanh 13 1.




TT Mihdéso  Tén thude, SPK

Ham lwgng, quy cach

Co sé san xuat

Thudc ddi chirng

Noi thir nghiém

Y Kién Té chuyén gia

15 106/BD Clopida, Clopidogrel (bisulfate) 75mg, XL laboratories Pvt. Ltd, E-1223, Plavix, Sanofi XL laboratories, Khéng cé: chit ky va danh sach nghién ctru vién,
VN-5111-10 Hop 3 vi x 10 vién bao phim Phase | Extn (Ghatal) RIICO Industrial Synthelabo India ching chi GCP/GLP, tuong duong do hoa tan giita
Area Bhiwadi (Raj), India cac ham lugng/ gitra thudce thir va thube chimg, trong
dwong chat lugng, khong co sb liéu tham dinh quy
trinh phén tich, sic ky dd, bao céo phén tich mau
nguoi tinh nguyén (khong day du), tiéu chuan chéap
nhan, ban cam két vé viéc thudc thir va thude dang ky
la mot.
16 141/BD Combizar, VD-  Losartan potassium 50mg, Cong ty TNHH United Pharma Viét ~ Hyzaar DS tablet, ~ CSLS: HO so thiéu nhiéu ndi dung:
16170-11 hydrochlorothiazid 12,5mg, Nam, Ap 2, Binh Chanh, Tp. H Chi ~ Merck Sharp & Bioavailability - Cong thirc bao ché thubc thir nghiém so sanh véi
hop 3 vix 10 vién, hop 10 vix  Minh Dohme unit, United thudc duge cap SPK.

5 vién nén bao phim

Laboratories Inc

- Théng tin co sé nghién ciru, thong tin vé& nghién ctru
vién.

- P& cuong nghién ctru, ban chép thun cua hoi dong
dao duec.

- Bao cdo tuong duong chit lugng/ d6 hoa tan giita
thudc thir va thude ddi chimg.

- Bao cdo 1am sang vé cac sai léch.

- Béo céo day du s6 lidu kém sic ky @6 phan thim
dinh phuong phép phan tich, phan tich miu nguoi
tinh nguyén; bao cao dugc dong hoc; phén tich théng
ké.

- Cam két thudc thir va thudc dang ky 1a mot, gidy
chép thudn cia tinh nguyén vién tham gia nghién
clru.

17 664/BD Curam 625, Amoxicillin/ acid clavulanic Sandoz GmbH, Biochemiestrasse 10, Augmentin 625, Department of  Khong c6: cong thirc bao ché, ching chi GCP/GLP,
500mg/125mg, Hop 2 vix 5 A-6250 Kundl, Austria Smith Kline clinical ban chip thudn ciia Hoi ddng dao dirc clia dang vién
vién nén bao phim Beecham GmbH, pharmacology,  nén bao phim, sic ky do (khong du 20%), d 6n dinh

Germany University ctia dung dich gdc, bang ty sé cac thong sé duge
hospital Queen  dong hoc, ban cam két vé viéc thude thir va thude
Giovanna dang ky 1a mot

18 11/BD Fenoflex - 160mg, Fenofibrate 160mg, Hop 1 vi, 3 Cong ty TNHH United Pharma Viét CSLS: United HO6 so khong day du:

VD-5079-08 vi x 10 vién nang Nam, Ap 2, Binh Chénh, Tp. H6 Chi laboratories Inc, Ho so gdm 09 trang bao cio tom tit, khong di thong

Minh, Viét Nam

Philippines

tin quy dinh, khong c6 két luan.




Thudc ddi chirng  Noi thir nghiém

Y Kién Té chuyén gia

TT Miahdéso  Tén thude, SPK Ham lwgng, quy cach Co sé san xuit
19 13883 Fugentin, Amoxicillin/ acid clavulanic Elpen Pharmaceutical Co. Inc., 95,
VN-15358-12 875/125mg, Hop 3 vix 4 vién ~ Marathonos Ave. 190 09 PiKermi,
nén bao phim Attica, Greece

Augmentin, Smith  Analytical lab of

Kline, France 3S-
Phamacologycal
consultation &
research GmbH,
Romania

Khéng c¢é chimg chi GCP/GLP, ban chap thuan cua
Hoi dong dao dirc khong du thong tin, sic ky dd tham
dinh phuong phap phan tich khong du, khong co sic
ky dd phan tich mau ngudi tinh nguyén; khong c6
ban cam két v& viéc thude thir va thude dang ky 1a
mot va gidy chap thuan tinh nguyén tham gia nghién
ctlru.

Khoang chép nhan Cmax = 143%

20 511/BD-12 Gomzat 10mg, Alfuzosin HCI 10mg, Hop 3 vi Daewoong Pharmaceutical Co. Ltd.,

Xatral XL tablet Phén tich:

- Khéng co: cong thirc bao ché cua thude thir nghiém,

VN-13693-11 x 10 vién nén bao phim giai 906-10, Sangsin-ri, Hyang nam-myun, 10mg iBiopharm Co.  khéng c6 dii thong tin vé co s¢ nghién ciru, khong c6
phéng kéo dai Hwaseong-Si, Gyeonggi-Do, Korea Ltd chung chi GLP/ GCP; dit liéu danh gia TDSH & diéu
kién no, khong co dir liu géc; ban cam két vé viée
thubc thir dung trong nghién ciru va thude dang ky 1a
mot.
21 71/BE-14  Hapacol Blue, Paracetamol 500 mg Coéng ty TNHH MTV Dugc pham Panadol (paracetamol Vién KN thuéc  * Y&u cau bé sung. giai trinh: B6 sung két qua twong
VD-20563-14 Hop 10 vi x 10 vién nén bao DHG, 500mg), Sanofi - Tp. HCM duong d6 hoa tan; Giai trinh co sé chon thudc dbi
phim KCN Tan Pha Thanh, huyén Chéau Synthelabo Viét Nam chung trong nghién ctru.
Thanh A, tinh Hau Giang * H) so bd sung: Thude ddi chimg khong dat.
- Chua giai trinh co s& chon thube déi chimg.
C6 bao cao ngudn gdc thude ddi chimg do Sanofi
Synthelabo VN san xuét nhuong quyén nhung chura
dap timg nguyén tic lya chon thude dbi ching theo
TT 08/2010.
- Chua c6 quy dinh viéc chép nhén thude SX nhuong
quyén 1am thudc déi chimg.
22 588/BD Ketofhexal, Ketotifen 1mg, Hop 2 vix 10 Salutas Pharma GmbH, Otto-von- Zaditen capsule, Annika Khéng c6: chimg chi GCP/GLP, ban chip thuan cia
VN-14197-11 vién nang Guericke-Allee 1, D-39179 Barleben, Wander Pharma Bjorsberg Hoi dong dao dirc bang tiéng Pirc nén khong kiém tra
Germany GmbH, Germany dugc thong tin, twong dwong chat lwong thude thir va

thudc chiing, dd tham dinh phuong phéap phan tich
(khong day du), sic ky do khong 15 thong tin vé mau,
duong biéu didn ndng do thude chuyén log, bang ty
s6 cac thong s6 duoc dong hoc, ban cam két vé viéc
thude thir va thude dang ky 1a mot.




TT Miahdéso  Tén thude, SPK Ham lwgng, quy cach Co sé san xuit Thudc ddi chirng  Noi thir nghiém Y Kién Té chuyén gia

23 Ketorol, Ketorolac tromethamine 10mg, Dr. Reddys Laboratories Ltd., Plot No. Toradol 10mg, Roche CSLS: Accutest Khéng c6: chimg chi GCP/GLP, ngudn goc thude dbi
VN-15044-12 Hop 5 hop nho x 2 vix 10 vién 42, 45 & 46 Bachupally village, product Ltd, England research chimg, két qua dinh luong thude chimg, két qua thir

nén bao phim Qutubullapur Mandal, Ranga, Reddy laboratories (I)  twong duong do hoa tan giira thude thir va thube DC,
District, India Pvt. Ltd., India  sic ky dd tham dinh phuong phéap phan tich, sic ky

dd mau ngudi tinh nguyén, duong biéu dién gié tri
chuyén log, bang ty s6 cac thong sb dugc dong hoc,
so sanh Tmax, ban cam két v& viéc thudc thir va
thudc ding ky 1a mot.

24 523/BD Koact 1000, Amoxicillin (dang trihydrate)/  Aurobindo Pharma Ltd, Unit-XII, Augmentin APL Research  Khéng co: cong thirc bao ché, chimg chi GCP/GLP,
VN-17256-13 acid clavulanic (dang mudi Survey No. 314 Bachupally village, ~ 875/125mg, Glaxo  center, India so sanh Tmax, ban cam két vé viéc thudc thir va

Kali) 875/125mg, Hop 3 vix 5 Quthubullapur Mandal, Ranga Reddy  Smith Kline, thudc dang ky 1a mot. Sic ky d6 tham dinh phuong

vién nén bao phim District, Andhra Pradesh, India Germany phap phan tich khong du thong tin bao céo, bang ty

s0 cac thong s6 dugc dong hoc.

25 6208 Liberstor Atorvastatin 10mg ACME laboratories Dhaka, Lipitor 10mg, Pfizer, Bioequivalence Khdng co: cong thirc bao ché, ching chi GCP/GLP,
Bangladesh Ireland study center, ban chip thuan cia Hoi ddng dao duc, twong duong
Jaclavpur chét luong thudc thir va thude chung, do 4n dinh cua

University, India dung dich gbc/ mau phan tich sau khi pha, sic ky db
tham dinh phuong phap phan tich. Sic ky dd cua
ngudi tinh nguyén khong rd théng tin vé mau, duong
biéu dién néng d6 thudc, so sanh Tmax, ban cam két
vé viéc thude thir va thude ding ky 1a mot.




TT Miahdéso  Tén thude, SPK Ham lwgng, quy cach Co sé san xuit Thudc ddi chirng  Noi thir nghiém

Y Kién Té chuyén gia

26 10/BD Lifezar, Losartan potassium 50mg, Cong ty TNHH United Pharma Viét ~ Cozaar 100mg tablet, Research
VD-16171-11 hop 3 vix 10 vién, 1 vi x 5 vién Nam, Ap 2, Binh Chanh, Tp. Hb Chi ~ Merck Sharp & building United
nén bao phim Minh, Viét Nam Dohme Laboratories Inc.

HO so thiéu nhiéu ndi dung:

- Cong thirc bao ché thude thir nghiém so sanh véi
thudc duoc cip SDK.

- Thong tin bo phan quan ly va xt ly dix liéu, thong
tin vé nghién ctru vién.

- Dé cuong nghién ciru, ban chap thuan cia hoi dong
dao durc.

- B4o céo tuong dwong chat lugng/ dd hoa tan giita
thudc thtr va thude ddi chimg.

- B4o céo 1am sang vé cac sai léch.

- Bao céo déy du sé liéu kém séc ky d6 phan tham
dinh phuong phap phan tich, phan tich mau nguoi
tinh nguyén; bao cao dugc dong hoc; phan tich théng
ké.

- Cam két thudc thir va thube dang ky 1a mot, gidy
chap thuan ciia tinh nguyén vién tham gia nghién
ctru.

27 10575 Lopioz, Omeprazole 20mg, Hop 3 vix  S.C. Slavia Pharm S.R.L, Losec 20mg, Astra  Khdng ghi rd
VN-14579-12 10 vién nang bao tan trong ru¢t Bd. Theodor Pallady nr. 44C, District
3, Bucharest, Romania

Khéng co: chimg chi GCP/GLP, thong tin vé co s&
nghién ctru, ban chép thuan cua Hoi déng dao duec,
tuong duong chit lugng thude thir va thude chimg,
béo cdo tham dinh quy trinh phén tich, bio co miu
nguoi tinh nguyén, bao cado dugc dong hoc, phan tich
thong ké, ban cam két vé viéc thude thir va thube
dang ky 1a mot.

28 661/BD Losartan-Sandoz Losartan potassium 50mg, Sandoz llac San ve Tic. A. S, Lorzaar, vién nén bao CSLS: Khoéng co: chirg chi GCP/GLP.
50mg, VN-5421-10 hop 2 vi x 14 vién nén bao phim Gebze Plastikciler Organize Sanayi ~ phim 100mg, MSD  Anapharm/ Hb so khong day du, thiéu nhiéu noi dung theo quy
Bolgesi, Ataturk Bulvari 9, Cadde No. Chibropharma Benoit Girard M. dinh.
1, 41400 Gebze Kocaeli, Turkey GmbH, Germany D., Canada
29 115/BD-12 Magna, Glimepiride 3mg, Hop 1 vi x 30 USV Ltd, H-17/H-18 OIDC, Mahatma Amaryl 3mg Suceava country Ho so khong theo form quy dinh, thiéu nhiéu néi
VN-10766-10 vién; hop 4 vi x 30 vién nén Gandhi Udyong Nagar, Dabhel, hospital dung.

Daman 396210, India

Khong c6 dé cuong nghién ciru.

Khéng c¢6 bao cao twong duong chat luong. Khéng c6
bao céo vé sb liéu nhan khiu hoc, bao cdo dung thue
pha 1am sang, bao cao pha phan tich, gidy chap nhan
tham gia nghién ctru ctia nguoi tinh nguyén.




TT Mihdéso  Tén thude, SPK

Ham lwgng, quy cach

Y Kién Té chuyén gia

30 116/BD Maninil 5,
VN-15230-12

Glibenclamide 5mg, 1o 120 vién
nén

Co sé san xuit Thudc ddi chirng  Noi thir nghiém
Menarini-Von Heyden GmbH, Daonil Pharm Planet
Leipziger Str.7-13 01097 Dresden, contract research
Germany. GmbH,

Kiém nghiém & xuit xuéng: Berlin Germmany

Chemie AG (Menarini Group);
Glienicker Weg 125 12489 Berlin,
Germany

Khoéng cé: chimg chi GCP/GLP, dé cuong nghién
cuu, ban chfip thuan cta Hoi déng dao duc, chit
luong thude thir va thude ching, thdm dinh phuong
phap phan tich, bao cdo phan tich miu ngudi tinh
nguyén, bang ty sé cac théng sé duge dong hoc, phan
tich phuong sai, ban cam két vé viéc thudc thir va
thubc dang ky 1a mot, gidy chip thuan cua ngudi TN.

31 1107/BD-12 Metkem 500,

Metformin HC1 500mg, Hop 10

M/s. Alkem Laboratories Ltd., 167/2, Glucophase tablet,  Bioequivalence,

Khoéng c6: chimg chi GCP/GLP.

VN-9740-10 vi x 10 vién nén bao phim MGU Nagar, Dabhel, Daman 396210, Bristol-Mayers department - Hb so khong déy du, thiéu nhiéu noi dung va khong
India Squibb, USA Alkem, India ¢6 cac sb lidu gdc ciia nha san xudt.
32 22/BE-15  Mypara 500 Paracetamol 500mg, Cong ty c6 phan SPM, Efferalgan 500mg  Vién KN thuéc - Giai thich quy trinh lam mu, cach tinh AUCO-o0 13
VD-21006-14 Hop 10 vi x 10 vién; chai 100 L6 51, Puong sé 2, KCN Tan Tao, Q. (vién sii bot), Bristol TW rang hon.
vién; chai 200 vién; chai 500  Binh Tan, Tp. HCM Mayers Squibb, - Khong c6 két qua thir twong duong d6 hoa tan.
vién nén bao phim France - Giai trinh cach cho ngudi tinh nguyén udng vién
sui.
- Két qua thir nghiém in vivo khéng twrong dwong
(Cmax cua thubc thir dat 62,8 - 75,5% so voi thube
ching).
33 14092 Nidem, Gliclazide 80mg, Hop 10 vix  Aspen Pharmaceutical Ltd, Business  Diamicron 80, Khéng c6 thdng  Khéng c6 cong thirc bao ché, khong cé thong tin vé
VN-12299-11 10 vién nén park, Baulkham hills, NSW 2153, Servier Laboratories, tin o s nghién ciru, ban chap thuan cia Hoi ddng dao
Awustralia Australia dtre, thong tin ¢& 16 san xuét, trong duong do hoa tan

giita thudc thir va thudc ching, séc ky d6 thim dinh
phuong phap phan tich va phan tich mau ngudi tinh
nguyén).

H6 so DKT Nidem, VN-12299-11 tai VN ¢6 nha SX
14 Sigma Pharmaceuticals Australia Pty., Ltd.

Thudc thir 1a Gliclazid 80mg, Nha san xuit: Arrow
Pharmaceutical
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34 195/BD Omez, Omeprazole 20mg, Hop 16n Dr. Reddys Laboratories Ltd., Plot No. Accutest research Khéng co: ching chi GCP/GLP, dé cuong nghién
VN-13118-11 dung 5 hop nho x 2 vi x 10 vién 42, 45 & 46 Bachupally village, laboratories Pvt.  ciru, ban chép thuan ctia Hoi dong dao dirc, twong
nang gelatin cung Qutubullapur Mandal, Ranga, Reddy Ltd, India duong d6 hoa tan thude thir va thude ching, thim

District, India dinh phuong phap phan tich, bio cdo phan tich mau

ngudi tinh nguyén (khong diy du), bang ty sé cac
thong sb duogc dong hoc, so sanh Tmax, ban cam Kkét
vé viéc thudc thir va thude ding ky 1a mot, gidy chip
thuén ctia nguoi TN.

35 970/BD-12  Orokin 250, Clarithromycin 250mg, Hop 3  Cdng ty TNHH Korea United Pharm.  Claricid tablet 10mg, Soonchunhyang - Hb so dé nghi mién thir nhung dugc dong hoc cia
VD-15588-11 vi x 10 vién bao phim INT'L INC, Korea Abbott University hoat chét khong tuyén tinh, khong chép nhan.
S6 2, Pai 16 Tu Do, Khu cong nghiép hospital - Chua c6 quy dinh 4p dung mién thit TDSH in vivo
Viét Nam - Singapore, huyén Thuan Cheonan, Korea cho hoat chét Clarithromycin, vién nén 250mg dua
An, tinh Binh Duong trén két qua nghién ciru vién nén Clarithromycin,
500mg.

- Hb so qua so sai, thiéu nhiéu noi dung, khong c6 sd
lidu gbc; lwa chon thube ddi chimg khong dap tng
quy dinh; co s nghién ctru chua c6 GLP, GCP

36 194/BD Osetron 8mg, Ondansetron (dang HC1) 8mg,  Dr. Reddys laboratories Ltd, Plot No. ~ Zofran 8mg, Glaxo HO6 so 1a bao cao tom tat, khong day du, chir qua md
VN-3618-07 Hop 16n chira 5 hop nho x 2 vi 137, 138 & 146 Sri Venkateswara Co. UK khong doc dugc.
x 10 vién nén bao phim op. Industrial Estate, Jinnaram Mandal,

Medak District, India

37 575/BD Perglim 1, Glimepiride 1mg, Hop 3, 10 vi Inventia Healthcare Pvt. Ltd., F1-F1/1, Amaryl 4mg tablet,  Quest life science Khong co: chimg chi GCP/GLP, so sanh tuong
VN-12577-11 x 10 vién nén Additional Ambernath M.1.D.C., Sanofi-Aventis Pvt. Ltd, India  duong d6 hoa tan, twong duong chét lugng thude thir
Ambernath (East) 421 506, Dist. va thudc chimg, sic ky db thim dinh phwong phap
Thane, India phan tich (khong du 20%), duong biéu dién ndng do

thudc, so sanh Tmax, ban cam két vé viéc thudc thir
va thube ding ky 1a mot.

38 578/BD Perglim 4, Glimepiride 4mg, Hop 3 vi x 10 Inventia Healthcare Pvt. Ltd., F1-F1/1, Amaryl 4mg tablet,  Quest life science Khong c6: chimg chi GCP/GLP, twong dwong chat
VN-13269-11 vién nén Additional Ambernath M.1.D.C., Sanofi-Aventis Pvt. Ltd, India  luong giira thudc thir va thude ching, sic ky d6 thim
Ambernath (East) 421 506, Dist. dinh phuong phéap phan tich (khong du 20%), duong
Thane, India biéu dién néng d6 thudc, so sanh Tmax, ban cam két

vé viéc thude thir va thude dang ky 1a mot
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39 787/BD/13  Pymeclarocil 250, Clarithromycin 250mg, Cong ty c6 phan Pymepharco, Vién nén Klacid Vién KN thuéc - D bd sung bang tong hop dit liéu xin phép mién
VD-13071-10 Hop 1 vi x 10 vién nén dai bao  S& 166-170 Nguyén Hug, Tp. Tuy 250mg, Tp. HCM thtr invivo, tuy nhién Clarithromycin c¢6 dac tinh duoc
phim Hoa, tinh Pha Yén Abbott SRL dong hoc khong tuyén tinh nén khong chip nhan
mién thir trong dwong sinh hoc in vivo.
40 191/BD Razo 20, Rabeprazole (dang sodium) Dr. Reddys laboratories Ltd, Plot No.  Aciphex 20mg, Eisai CSLS: Nijam's  Khong c6: chirng chi GCP/GLP, danh sach nghién
VN-2974-07 20mg, Hop dung 5 hop nho x 2 137, 138 & 146 S.V.C.L.E, Bollaram, Co. Ltd, Japan Institute of clru vién tham gia nghién ctru, thong tin ciia Hoi ddng
vi x 10 vién nén bao tan trong 502325 Medak District, India medical science, dao dirc, chat luong thude thir va thude ching, tham
rudt India dinh phuong phap phan tich, khong c¢6 bao cao phan
tich mau ngudi tinh nguyén, ban cam két vé viéc
thubc thtr va thube dang ky 1a mot.
41 14193 Remaclar 500 Clarithromycin 500mg, Hop 2 Remedica Ltd., Limassol Industrial Klaricid tablet, Accutest research Khéong c6: chimg chi GCP/GLP, ban chap thuan cia
vi x 7 vién nén bao phim Estate P.O. Box 51706 3508 Limassol, Abbott S.P.A, Italy  laboratories Pvt. Hi dong dao dirc, twong dwong chét luong giira
Cyprus Ltd, India thubc thtr va thube chimg, sic ky db thdm dinh
phuong phép phan tich, bao céo phan tich mau ngudi
tinh nguyén, dudng biéu dién ndng do thube chuyén
log, ban cam két vé viéc thude thir va thude dang ky
1a mot.
42 14195 Remedipin, Amlodipine besilate Smg, Hop Remedica Ltd., Limassol Industrial Norvasc, Denmark ~ SFBC Anapharm Khéng co: cong thirc bao ché, ching chi GCP/GLP,
VN-9552-10 3 vi x 10 vién nén Estate P.O. Box 51706 3508 Limassol, béan chép thuin cia Hoi déng dao dirc, twong dwong
Cyprus d6 hoa tan gitra cac ham lugng/ gitra thudc thir va
thudc chirng, thim dinh phwong phap phén tich, ban
cam két v& viéc thudc thir va thude dang ky 1a mot.
43 1086/BD-12 Renapril Tablet  Enalapril maleate 50mg, Hop 2 Balkanpharma - Dupnitza AD, 3 Renitec HO so khong day du, thiéu nhiéu ndi dung va khong
5mg, vi X 14 vién nén Samokovsko Chaussee str. 2600 c6 céc s liéu gbe cua nha san xuét, khong c6 ching
VN-6383-08 Dupnitza, Bulgari chi GCP/GLP
44 10440 Reniate, Enalapril (maleate) 5mg, Hop ~ S.C. Arena Group S.A., Bd. Dunarii ~ Renitec, MSD Bulgarian Hb so khong ddy du, khong co: chimg chi GCP/GLP,
VN-9534-10 10 vi x 10 vién nén nr. 54 Voluntari, llfov district, 077910, Academy of turong duong chit lugng giita thude thir va thude
Rumania science, chimg, bao céo két qua tham dinh phuong phap phan
Department of  tich, bao cao phan tich mau nguoi tinh nguyén, phan
toxicology, phan tich dugc dong hoc khong co bao céo sb liéu

Bulgaria
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45 506/BD Repampia, Rebamipid 100mg, Hop 3 vix  Dewoong Pharm Co. Ltd, 906-10, Mucosta tablet, CSLS: Seoul
VN-3959-07 10 vién nén bao phim Sangsin-ri, Hyang nam-myun, Korea Otsuka medical science
Hwasung city, Kyunggi-do, Korea institute

HO so thiéu nhiéu ndi dung: Khong c6 ching chi
GCP/GLP, dé cuong nghién ciru, ban chap thuan cia
Hoéi df”)ng dao dirc, sb liéu twong duong do hoa tan
gitta thudc thir va thude chimg, bao céo két qua tham
dinh phwong phép phan tich, bdo cao phan tich mau
nguoi tinh nguyén, bao cdo dugc dong hoc, phan tich
théng ké

46 190/BD Revibra 100, Celecoxib 100mg, Hop 5 hop  Dr. Reddys Laboratories Ltd., Plot No. Celebrex 100mg Khong ghi ro
VN-2975-07 nho x 2 vi x 10 vién nang 137, 138 & 146 S.V.C.L.E, Bollaram,
100mg 502325 Medak District, India

Khong 16 co so phan tich, khong cé: chig chi
GCP/GLP, danh sach va chit ky nghién ctru vién, ban
chfip thuan cua Hoi déng dao dirc, cic bao céo thAm
dinh phuong phap phan tich, phan tich mau nguoi
tinh nguyén, duoc dong hoc va phén tich théng ké
khong day du, thiéu sic ky db tham dinh phuong
phap phan tich, sic ky dd miu ngudi tinh nguyén,
ban cam két v& viéc thudc thir va thudc dang ky 1a
mot.

47 551/BD-12  Simvahexal 20mg, Simvastatin 20mg, Hop 10 vi x Salutas Pharma GmbH, Otto-von- Zocor (40mg Chemical
VN-15463-12 10 vién nén bao phim Guericke-Alee 1, D-39179 Barleben,  Simvastatin) engineering and
Germany human biology

- Khéng c6 cong thirc bao ché cua thude thir nghiém,
khong c6 ching chi GLP/ GCP;

- Két qua tham dinh phuong phap phan tich so sai,
khong c6 dit liéu thye nghiém, thiéu nghiém ctru vé
d6 én dinh cua mau trong bao quan dong lanh va do
6n dinh cua dung dich gdc; sic ky d6 khong day du,
thoi gian luu ciia chat phan tich khac nhau & cac
phén;

- Sic ky d6 ctia mau ngudi tinh nguyén so sai, thiéu
danh muc cac SOP;

- Thong ké khong c6 gia tri power.

48 120/BD Siofor 500, Metformin HCI 500mg, Hop 3, Berlin-Chemie AG, Tempelhofer Weg Glucophage 500mg, Trident
VN-14467-12 6, 12 vi x 10 vién nén bao phim 83, D-12347, Berlin, Germany. Glucophage mite, Bioanalytics Ltd.,
Dong goi: Berlin Chemie AG Lipha Sante, France Ireland
(Menarini Group), Leipziger Str. 7-13,
D-01097 Dresden, Germany.

Khong cé: chimg chi GCP/GLP, két qua twong dwong
d0 hoa tan gitra cac ham luong, Kkét qua do én dinh
clia miu phan tich sau khi pha, sic ky d6 tham dinh
phuong phép phén tich, sb liéu mau QC hang ngay,
so sanh Tmax, ban cam két vé viéc thudc thu va
thudc dang ky 1a mot.
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49 Siofor 850, Metformin HCI 850mg, Hop 2  Berlin-Chemie AG, Tempelhofer Weg Glucophage 850mg, CSLS: Thubc thir dung trong nghién ciru TDSH ciia nha san
VN-14468-12 vi x 15 vién; hop 4 vi x 15 vién; 83, D-12347, Berlin, Germany. Lipha Sante, France ~Cooperative xuét khac véi nha san xuét thudc dé nghi cong bod
hép 8 vi x 15 vién Doéng goi: Menarini-von Heyden clinical drug R
GmbH, Leipziger St. 7-13, D-01097 and D GmbH,
Dresden, Germany. Bulgaria
Xuét xuong: Berlin Chemie AG
(Menarini Group), Glienicker Weg
125 D-12489 Berlin, Germany.
50 Tensiber 150mg, Irbesartan 150mg, Hop 2 vi x 14 Lek pharmaceuticals d.d, Verovskova Aprovel 300mg, Lek pharma d.d, Khéng c6: ching chi GCP/GLP, khong c6 két qua
VN-13241-11 vién nén bao phim 57, 1526 Ljubljana, Slovenia Sanofi Winthrop Slovenia tuong duong vé chét lugng giira thude thir va thude
Industries, France chimg, béo céo thdm dinh phwong phép phén tich,
bao cap phén tich mxxua nguoi tinh nguyén, ban cam
két vé viéc thubce thir va thube diang ky 1a mot (mot s6
s6 lidu trong hd so khong doc duoc)
51 225/BD Topcef - 200, Cefixime trihydrate, tuong Torrent Pharmaceuticals Ltd, Indrad- ~ Cefixime 200mg CSLS: Clinical ~ Khong c6: chimg chi GCP/GLP.
VN-9421-09 duong Cefixime 200mg, Hop 5 382721, Dist. Mehsana, India Suprax laboratory of Hb so khong déy du, thiéu nhiéu noi dung theo quy
vi x 4 vién nén Torrent R&D dinh
center
52 13/BD Vida up, Simvastatin 10mg, Hop 1 vi, 10 Céng ty TNHH United Pharma Viét Glencagles HO6 so khong day du:
VD-12079-10 vi x 10 vién nén Nam, Ap 2, Binh Chéanh, Tp. H5 Chi clinical research  Ho so gdm 08 trang bao céo tom tit, khong di théng
Minh, Viét Nam center Penang,  tin quy dinh
Malaysia
53 521/BD-12  Xalexa 30, Paroxetine HCI 30mg, Hop 3 vi Aurobindo Pharma Ltd., Unit-11, Seroxat 30mg, Glaxo APL research Khéng c6: cong thirc bao ché cua thudc thir nghiém,
VN-9943-10 x 10 vién nén bao phim Survey No0.313 Bachupally Village, Smith Kline, UK center, India so sanh v6i hd so DK thudc; khong co danh sach va
Quthubullapur Mandal, Ranga Reddy chir ky cua nghién ctru vién tham gia; khong co
District, Andhra Pradesh, India chimg chi GCP/GLP; khong du séc ky d6 thim dinh
phuong phap phan tich. khong c6 bao cao phan tich
mau ngudi tinh nguyén.
54 571/BD Xiclav, Amoxicillin/ acid clavulanic Sandoz GmbH, Biochemiestrasse 10, Augmentin 625, Department of ~ Khong c6: cong thirc bao ché, chimg chi GCP/GLP,
VN-11309-10 500mg/125mg, Hop 1 vix 10  A-6250 Kundl, Austria Smith Kline clinical ban chap thuan ciia Hoi ddng dao dirc cho dang vién
vién nén bao phim Beecham GmbH, pharmacology,  nén bao phim, d6 én dinh cia dung dich gbc, sic ky
Germany University d6 (khong dit 20%), bang ty sé cac théng sé duge
hospital Queen  dong hoc, ban cam két vé viéc thube thur va thube
Giovanna dang ky 1a mot
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55 868/BD-12  Xitoran, Cefadroxil (monohydrate) S.C. Antibiotice S.A., 1 Valea Lupului Duracef 500mg, University of Khoéng c6: chirmg chi GCP/GLP.
VN-14080-11 500mg, Hop 1 vi x 10 vién nang Street 707410, lasi, Romani Bristol-Mayers medicine and HO6 so khong day du, thiéu nhiéu ngi dung va khong
Squibb pharmacy Carol  c6 céc sb liéu gbc ciia nha san xuit. Nhidu sé liéu, dir

Davila, Romani liéu trong bao céo khong thong nhit, khong phu hop.




