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PHIEU PHAN TICH

Sb: 625/KNT - 25

Mau dé phén tich : DIAMICRON® MR 60mg (Gliklazid)

Co s& san xuét —

Co s& nhap khau —_—

S6 16 : 23F603  Ngay san xudt: ———  Han ding: 04.2026

S6 gidy dangkilvuhanh 1 ——

Noi 14y mau : Nha thudce Pic Anh trie thude Cong ty TNHH Dugc phim thiét bi Y té
Pitc Anh - S6 08 dudng Huynh Thic Khang kéo dai, Lang Thuong,
quan Ddng Pa, Ha Noi.

Nguoi ldy mau : DS. Ngb Duc Théng, Nguyén Quéc Tién.

Yéu céu phan tich : Phan tich chét lugng

Ngay thang nim nhan mau : 12/5/2025 S6 dang ki KN: 25-602 TL

Ngudi nhan mau : DS. Han Thi Phuong Thanh

Tiéu chuén ap dung : Dugc dién Viét Nam V - Chuyén luén Vién nén Gliclazid

Tinh trang mdu khi nhan va khi mé niém phong dé phéan tich: Mau con nguyén niém
phong, ché phim dang vién nén, ép vi 15 vién, hop 04 vi. Ngon ngit trén vo hop va to
huéng din st dung bang tiéng nude ngoai.

Trén nhan in tén thude “DIAMICRON® MR 60mg (Gliklazid)”

Trén nhin khong in sé ding ky/sd gidy phép nhap khau, thong tin nha nhap khéu, khong c6

nhan phuy tiéng Viét.
 CHITIEU B ET QUA =
CHATLUONG | = | VAKETLUAN cat b
1. Mo ta Ché phém dang vién nén mau tra“’mg, & ca hai mat c6 vach ngang
vién, mot bén ky hi€u “DIA”, mot bén ky hiéu “60”, canh va
thanh vién lanh ldn.
2. Pinh tinh Ché phdm c6 phan tmg dinh tinh cta Gliclazid (C1sH21N303S)
Phuwong phdap HPLC
3. Dinh lwgng Ham luong Gliclazid (C15H21N303S) trong mdi vién ché phim 1a
Phuong phdap HPLC 42,50mg (tuong ung 70,83% so véi ham lugng ghi trén nhéan),
tinh theo khéi lwong trung binh vién.

Ha Noi, ngay 27 thdang 5 ndm 2025

* Chi tiéu khong trong danh muyc phép thir dwoc cong nhan ISO/IEC:17025
** Chi tiéu str dyng nha thau phy thir nghiém ' ;
Cac ban trich sao két qua nay sé khong co gia tri néu khong co sw dong y cua lanh dao TTKNTMPTP Ha Noi Trang i./.t




Mau s6 01

% (Pd ban hanh theo TT sé: 1 12018/TT-BYT
. ~ 7 _ . - - ngay 04/5/2018 cia Bo Y t&)
SO Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM Poc 14p - Tw do - Hanh phic

THUQCC,TMY@HAM THUC PHAM

TN

7 \‘ A M’n ngay A2 thing.g.5nim 202.5

THUOL, M{ HmM

THb(, PPAM /
Z ) BIEN BAN LAY MAU THUOC, MY PHAM DE XAC DINH CHAT LUQNG
th s6 4015/QD-UBND ngay 06/8/2018 cia UBND Thanh phd Ha Noi vé viéc thanh 14p Trung tdm Kiém nghiém thuéc, m§

pham, thyuc phdm Ha Noi;
Can cr Thong tur s6 11/2018/TT-BYT ngay 04/5/2018 ciia BO Y té quy dinh vé chat luong thubce, nguyén lidu 1am thudc;
Can cr Thong tur s6 45/2024/TT-BYT ngay 24/12/2024 cua Bo Y té sira dbi, bd sung mot sb didu va phu luc kém theo Thong sb 11/2018/TT-

BYT 1gay 04 thang 5 ndm 2018 cia Bo trudng BO Y € quy dinh vé chét lugng thube, nguyen liéu 1am thubc; T
Cén ctr Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia B Y té Quy dinh vé quan ly m¥ pham [ 2 ‘:Wﬂi
Gidy gi6i thiéu hodc thé thanh tra (ghi 15 s6, ngay, thang ndm, tén co quan cap): . ?ZS L0P =S xT. jya/ W/S'//QZS um .. S }/ﬂ\ Yy /’él' éwkjéh :wh,
Ho tén, chire vu, co quan cua nhitng ngudi tham gia 1y miu: /1/ ﬁ& 7 TC- 4 = A7, 7‘
2.. @77 /\Mv&» Cecse. T80 0 Cam. éﬁé,&n mmm ..... 3.. % @Af( &m/&" s ".“..r Tt Aegfe -
................................................................................................ D kS i i R S5 ¢ 558588 s s R 5 S S B £ 08Bt e s

Tén co sé duoc lay mau A& %&,aﬁ(&fﬂJWC%g} (m/ ;y, T, s /ﬁézm 71&3‘ 4 VE G 4./411/[ ........................

Dia chi:. N 57 /[77,:/ ,ZZ: ,/:Ka ;é: /%2&7 ﬂ'}ygﬂr l%r/&ﬁﬁwn thoal AI7S, 508 570 T4 2.
Phén loai co s& duoc lay mau: swr, g A Duoc s§ phu trach chuyén mén: . A& ﬁ,&\ /% Laah..o.ooooee
Gidy CN DDKKD sé: ..d5~ 4%. /&[#/ﬁ AN ngay . thing 4. nam 20 25
G1ay ct ung nhéan GPP/GDP 801l 0Tb0.. LHLL oo ngdy 7. thang. £42.nim 2043

Dleu ki}n bao quéan kh1 lay mau: oF B * Lo s oG LRII s 4 TP ile 5003 508 8 005 558 555 5 i w1 € B € S0 08 8 0 § £ B s e St e+ s s s

..... ;l///‘zf..ﬁm...«&‘ /4;2‘ /4 %ﬂ /é’-@ﬁ

....................................................................................................................................................................................

....................................................................................................................................................................................

BM/QT/03.01 Toang A1



STT Tén thudc, nfmg do, n]g;ysé(),( dfé)r(l)g ;éi lusoglg Tén nha san xudt, | Tén nha nhép, khéu, Nhén xét tinh trang If) thudc
ham luong, s6 ding ky han dimg | nho nhdt | 1 éy dia chi phén phoi trude khi lay mau
4|0 bt piivin 03 202F | ' fonim| O6vi” [ H 55 ron fon f20W5
LJOAA16 o4 /[;h o4 | (6005 § I
| 0% wrd7| loin pos Sp bty e N .
2\ Dpnicso ML blmg | 22ECOS | 0 (5| ot M@#&%@M& Lom B 420 i
Vi d j@é:_‘&/}, oFvi’ Lbden) s AN Lk L -
3 M%& LIPS (){fm'? L B /{Q‘?_M [9%5\: cem éﬂr‘/75 Him
_@m@%w % ,ﬂé’ﬁ’fs&ws‘?@l nhap! fhiu |
! A23257050 .
> > 7 L - M- 2
I\ Sanuwret S0 /geotng Z4H92Cosh v dFuE 050 [8TLess con B 42 viin N
NS /, / , , > ‘- \
| ) ; QP& ézéﬁi_( |4 o) A
v ? v) 2 7 — — ] ‘/,”I ¢
,Pémffj% ELR 002 7| w M 07w ltleose con o WP pim )
(Lloptfogrel’) 05 po2 7 02u |/ 5F ainn)
Y Sl A : 7 5 f = e ——
¢ NMe Sy 40,1«? 22 H920 VD Pordddt OF [P 55 Lo on A5 vicn
£ nmz/ﬁ&_&gf.%/‘ ) o7 202 7 / ,471/;’ (5L vien)
r VL 3 W 2 - " — 5
T Lstha Dirg | M272209 y His O [ s an S _fedren
, >
i ( ,@{w% st bnttrmg )| g2 2027 O2vi | (58 0y, y
Tong sd tien lay mau: .....7......... L e, (bang ké kém theo)
Mau lay dugc chia thanh. & 2....phan c6 niém hong, trén bang niém phong c6 chit ky cia can b tham gia ldy mau va dai dién co sé ldy mau: 7
! - phan p , p
phén v tai co s6 1dy mau,.. . 2...phan g t61 co quan Kiem nghiém, ................ocoooiiiii T

Bién ben nay dugce lam thanh. pZ..ban:..4.< ban luu tai co s¢ duogc léy

Noi, 01 ban luvu tai ......... S

Dai dién co sé dwge lay mau

BM/QT/03.01

T

Man %f /Wu/ [o ah

Trang 2./.22



