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Can ctr Thong tu s6 08/2010/TT-BYT ngay 26/4/2010 ctia Bo Y té hudng
//f*’cfgh,béo céo s6 liéu nghién ctru sinh kha dung/tuong duong sinh hoc trong dang ky
"~ thudc;

Can ctr Quyét dinh s6 2962/QD-BYT ngay 22/8/2012 ctia Bo trudng B Y
té vé viéc ban hanh Quy dinh tam thoi vé céc tai liéu can cung cap dé cong b cac
danh muc thudc biét duoc géc, thube tuong duong diéu trj voi thube biét duge géc,
thube ¢6 tai liéu chimg minh tuong dwong sinh hoc va Quyét dinh s6 1545/QD-
BYT ngay 08/5/2013 cua Bo Y té vé& viéc stra ddi, bo sung Quyét dinh sb
2962/QD-BYT ngay 22/08/2012 ctia B6 Y té vé viéc ban hanh Quy dinh tam thoi
vé c4c tai liéu can cung cap dé cong bd cac danh muc thude biét duge gde, thude
twong duong diéu tri v6i thude biét duge gde, thude co tai ligu chimg minh tuong
duong sinh hoc;

Can ctr y kién ctia Hoi dong xét duyét danh muc thudce biét duoc gbe, thude
¢6 tuong duong didu tri v6i thude biét duge gdc va thube ¢ ching minh tuong
duong sinh hoc ctia Bo Y té tai budi hop ngay 21/7/2017,

Cuc Quéan ly Duoc thong béo vé viée xem xét ho so dé nghi cong bé thude
¢ tai liéu ching minh tuong duong sinh hoc cua doanh nghiép nhu sau:

Phu luc 1: Danh muc hd so cong bd thude c6 tai lidu chimg minh tuong
duong sinh hoc can bo sung, giai trinh;

Phu luc 2: Danh muc ho so cong bd thude ¢é tai liéu ching minh tuong
duong sinh hoc khong dat yéu cau.

Dé nghi cac doanh nghiép can ctr cac y kién yéu cau bd sung va/hodc giai
trinh tai Phu luc 1 kém theo cong van nay dé bo sung hd so dé nghi cong bo danh
muc thude theo quy dinh.

(Cac Phu luc dugc ding tai trén trang thong tin dién to cua Cuc Quan ly
Duoc, dia chi: http:/www.dav.gov.vn - Muc Quan ly gia thué)c/Théng tin dau thau).

Cuc Quan ly Duge thong béo dé cac doanh nghiép biét va thuc hi¢n./.
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(Ban hanh kém theo Cong vain so

PHU LUC 1. HO SO PE NGHI BO SUNG, GIAI TRINH

1353 /QLD-CL ngay

d2. /& /2017 ciia Cuc Quin Iy Dwoc)

TT| Maihoso | Tén thude, SDK | Ham luong, quy cich Co s¢ san xuat Thube dbi chimg | Noi thir nghiém Y kién T chuyén gia
1 |12/BE-16 |Milurit Allopurinol 300mg, Lo 30 |Egis Pharmaceuticals Zyloric 300mg L.A.B. GmbH & |- B sung ho so 1am sang lién quan dén qua trinh theo doi
VN-14161-11 vién nén Private Limited Company, Co., Germany ngudi tinh nguyén va ldy mau dé phan tich (dé nghi nha tai
9900 Kormend Mastyas trg yéu cau co s nghién ciru cung cap);
Kiraly ut 65, Hungary. - Giai trinh vé két qua Cmax cua Allopurinol véi ngudng
90% CI 16n (82,60-130,68%).
2 |91/BE-15 |Meloflam Meloxicam 15mg Egis Pharmaceuticals PLC |Movalis 15mg DRC Drug - B sung bang ngau nhién héa va trinh tu ding thudc cia
VN-12440-11 Hop 1 vix 10 vién nén 1165 Budapest, Bokényfoldi|tablet Research Center  |nguoi tinh nguyén;
Hop 2 vi x 10 vién nén at. 118-120., Hungary Boehringer Ltd., Balatonfured, |- B6 sung c& 16 san xuat ciia thudc nghién ciru.
Ingelheim Pharma |Hungary - B sung bang dic diém ngudi tinh nguyén vé cac két qua
GmbH&Co.KG. xét nghiém;
Binger Str. 173 - B6 sung cac dit liéu phan tich thong ké: bang ANOVA,
55216 Ingelheim power, so sanh Tmax theo phuong phap thong ké phi tham
Germany s0.
3 | 23/BE-17 |Pyfaclor Kid Cefaclor (duéi dang Cong ty c¢b phan Coém pha hén dich [Vién Kiém nghiém |- B sung ¢& 16 san xuat thude thir dang trong nghién ctru.
VD-26427-17 Cefaclor monohydrat) Pymepharco udéng CECLOR  [thudc Tp. HO Chi |- Giai thich can cir dé thiét ké thoi diém ldy mau va thoi
125mg 166-170 Nguyén Hug, Tp. |125mg (Cefaclor [Minh diém 14y cac mau mau ctia ngudi tinh nguyén.
Hop 12 gbi x 2g, Hop 14 |Tuy Hoa, Tinh Pha Yén 125mg) - Thim dinh phuong phép phan tich: trinh bay lai két qua do
2061 x 2g, hop 24 go6i x 2¢g Cong ty Factac dung cac diém thuoc duong chuin (phan tuyén tinh - duong
thube cém Farmaceutici chuén). B sung thong tin thoi gian phan tich trén céc sac ky
S.P.A, Via dd.
Laurentina km 24, - Béo c4o phan tich mau ngudi tinh nguyén: tham dinh thu
730-00040 hep duong chudn - khoang tuyén tinh hodc bd sung do ding-

Pomezia (Roma),
i

chinh xéc ctia cac mau Qc ¢ khoang nong do gan véi néng
do Cmax ciia mau ngudi tinh nguyén.B6 sung thong tin thoi
gian phan tich trén cac sic ky do.

- Bao cdo duge dong hoc: vé lai biéu dd ban lg[ndng do]-
thoi gian cua nguoi tinh nguyén
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PHU LUC 2. HO SO KHONG PAT YEU CAU
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TT | Mahoso | Tén thude, SPK |{Ham lugng, quy cach Co s6' san xuit Thude doi Noi thir nghiém Y kién T6 chuyén gia
ching
1 [4676/BE-13 |Glicompid tablets |Glimepiride 2mg China Chemical & Amaryl Tablets |Pharmacokinetic Ho so thiéu hau hét cac noi dung quan trong dé tham dinh:
(27/5/2013) |2mg Hop 4 vix 15 vién Pharmaceutical Co., Ltd. |2mg Clinical Study Unit [Khong c¢ tén, chir ky va ngay ky ctia nghién ctru vién chinh, nghién
VN-14814-12 nén (Hsinfong Plant) of Protech ctru vién phu trach 1am sang, nghién ciru vién phu trach phan tich,
182-1, Keng Tze Kou, Pharmaservices ngudi phu trach quan 1y s6 lidu va xu 1y théng ké; danh sach cac
Hsinfong, Hsinchu, Corporation (2FL,  [nghién ctru vién khac tham gia nghién ctru.
Taiwan No. 380, Sung Khong c6 cac ching chi GCP va/hodc GLP.
Chiang Rd., Taipei, [Khong c6 cic hd so bién ban lién quan dén qué trinh phé duyét dé
Taiwan) cuong cua hoi dong dao dirc/khoa hoc; ban chép thuén ciia Hoi dong
dao duc khong theo form quy dinh.
Khéng c6 két qua dinh luong thudc thir, thube dbi chung va két qua do
ddng déu ham luong; khong néu rd diéu kién tién hanh, phuong phap
dinh luong va phén tich kha niang twong duong d6 hoa tan giita thudc
thir va thude ddi chimg.
Khéng c6 cac hd so gbe cia cac thong tin lién quan dén qua trinh theo
doi 1am sang ciing nhu qua trinh 14y mau dé thim dinh...
2 |145/BE-13 |PROSAKE-F Tenoxicam 20mg S.C. Arena Group S.A., |Tilcotil - vién [Center Military Hb so thiéu hau hét cac ndi dung quan trong dé tham dinh:
(22/3/2013) |VN-9533-10 Hop 2 vi x 10 vién Bd. Dunarii nr. 54 nén 20mg Hospital - Center for |Khong cé tén, chit ky va ngay ky cta nghién ctru vién chinh, nghién

nen

Voluntari, Ilfov district,
077910 - Romani

Hoffmann-La
Roche

tranfusional
Haematology

ctru vién phu trach 1am sang, nghién ctru vién phu trach phan tich,
ngudi phu trach quan ly s6 liéu va xir ly thdng ké; danh sach cac
nghién ctru vién khéac tham gia nghién ctru.

Khong ¢ cac ching chi GCP va/hodc GLP.

Khéng c6 cac thong tin va hd so lién quan dén phé duyét cua hoi dong
dao dirc/khoa hoc; khong cé danh sach thanh vién, chir ky va d4u xac
nhén trén ban chap thuan.

Pé cuong nghién ctru va chap thuan cta hi dong dao dic khong dé
cap dén tén biét dugc PROSAKE-F.

Khong c6 két qua dinh luong thudc thir, thude ddi chimg va két qua do
ddng déu ham luong; két qua thur tuong duong do hoa tan giita thude
thir va thudc dbi chimg.

Khong c6 cac hd so 1am sang gde trong qua trinh tién hanh nghién
cuu..

Béo c4o tham dinh pha phan tich so sai, khong dung/du theo quy dinh.
Khéng co phan tich thong ké...




