b i e St i e ia

SOV AN TIOA TIEN O
TRUNG TAM KIEM NGHIEM THUOC, MY PHAM, THYC PHIAM

C PHIEU BAO CAO THYC TGN HANI DONG KIHAC PHIC
SU KHONG POt

L SUKHONG PHU HOP DUQC PHAT HIEN:
M phat hi¢n : AOSC-020.1
Thong tin trén phidu bio cdo két qua ehua ddy di theo yéu ehu tidu chubn, cy thé:
Tai thoi didm danh gid, xem xét bao cdo kdt qua thir nghi¢m, phat hi¢n:
- Cée phidu bao cdo két qua thir nghi¢m chura thd hién thong tin ngay thye hién thir nghiém
- Bio cdo thir nghi¢m voi cde chi tiu vi sinh chua ¢Ong bd gidi han phét hién trong tretmg hyp
két qua "khong phat hi¢n"
- Bao cdo thir nghi¢m cac miu thube:

#Chua nhin biét rd rang phuong phép thir nghi¢m ap dung véi timg chi tiéu ey thé

+Chua tuyén bd vé hidu lye két qua thir nghi¢m hodic cic logi trir trach nhi¢m

4+ Chura ¢6 ddu hi¢u nhiin bié/phén bi¢t chi tiéu durge cong nhin va khong duge cong nhin
2. PHAN TiCH VA XAC DINII NGUYEN NITAN:
Trung tim tra két qua mau thude tudn tha theo thong tu 11201871 T-BY’I ngay 04/5/2018 vé Hudng
dan viée lay mau thude, nguyén li¢u lam thubc dé x4c dinh chit lugng, nhung chua ra soat débi chiéu
voi muc 7.8.2 Béo cdo (thir nghiém) — Céc yéu cdu chung, dé ban hanh theo ding quy dinh.
3. BIEN PHAP KIIAC PIHYC:
Trung tim ra sodt ddi chiéu va bd sung cie muc con thiéu so voi Yéu ciu chung ctia 1SO 17025 vé
Béo cdo két qua thir nghiém va ban hanh lai biéu mau Phiéu kiém nghi¢m BM 17177.8-01.01 theo
dung quy dinh.
4. HO SO KEM THEO HANII DONG KHAC PIYC (NEU CO):
Biéu miu da ban hanh lai.
5. NHUNG THAY DOI KEM THEO DE HHOAN THIEN I'TQLCL (NEU CO):
Théong bio vé viée ciip nhét biéu miu Phitu kiém nghi¢m BM '1"1/7.8-01.01 cho cdc c¢dn b lién
quan.
Ngudi bao cao: Dang Thi Minh Iién Ngdy 42 thang . & nim 20.Z%
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6. Y KIEN THAM TRA, XAC NIIAN:
Dong y: E{ Khong dong y: (]
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PHIELU KIEM NGHIEM

Mau dé kiém nghigm: Vién bao phim tan nom, |||0( l)lclofclmc 50 (Diclorfenac Natri 50mg)
Co sd san xuit: Cong ty ¢d phﬁmls“oc phﬁm hmu, wotig 25

Co sé nh{p khin (doi vdr=(l¢ t):fc mede ngoai):

S6 16: 221012 O R Ngay sdn xudr: 281022 Han mng\zsl624

So ding ky: VD- 23082-15 &(

Noi lidy méu: ij'\ 1hu(§c Long Chiu 251 - 138 Chi Ling, P rim IC)),/thz\nh phd Hué
Nglm1 liy mrm Lé& Thj Kim Chi + Ha Xuén Quéc Huy /\\3/

Yéu cdu (\iém nghig¢m: Kiém tra chit lugng (Theo Bién ba ngdy 21/07/2023)
Ngay thaﬁgf ndam nh@n mdu: 21/07/2023

Noum omo mdau: Lé Thi Kim Chi Ngudi
Thoi gmn kiém nghi¢m: tx 21/07/2023 dén OC /

Tiéu chudn ap dung: DDVN V
Tinh rrang mdu khi nhan va khi mé niém pliong dé kiém nghi¢m: Mau dyng trong phong bi
dung quy dinh, c6 3 chir ky niém p/hg/g\ycn ven. Bén trong ¢6 6 vi, mdi vi 10 vién.

Két qua kiém nghiém:

@ ai thu'

A A K »K -
Chi tleu chit qu’n} N Rh ‘hgph:’lp i Yéu ciiu chiit lwgng Ket qua
1.Tinh gﬁét: LDISVN \Y% Vién bao c¢6 b& mit nhin, c6 | Ding
‘2 b thé c6 mau, dugc dinh béng.
- Khi bé vién c6 thé quan sét
théy 16p bao.
2.Dinh tinh: DDVN V Vét chinh trén siic ky dd cua Pung

, : / Phuang phip TLC dung djch thir phdi phd hop vé
vj tri, hinh dang va mau sic
véi vét chinh trén sic ky do
ciia dung dich ddi chiéu.

3.9 dong déu khdi DDVN V +7,5% so voi khdi lugng | Dat
lugng: trung binh vién.

= (*): Chi tiéu dirge thyee hi¢n boi nha thdu phy; (* ‘) Phép thir chiea diage cdng nhén

- Thong tin vé mdu va nai Idy mdu theo bién ban Idy mdu

- Trung tdm khéng nhdn khiéu nai trong incomg hop khong c6 mdu hau hode hét thoi han haw mdw theo quy djnh

- Cdc bdn trich sao két qud ndy sé khong c6 gid tr néu khong ¢d s ddng y ciia Trung tdm Kiém nghi¢m thudc, mp phim, thee phim Thira Thién Mié

BM TT/7.8-01.01 (08/08/2023) Trang12 A
buoC quet bang Lamscanner



https://v3.camscanner.com/user/download

SOV G TINETHOA TIIRN HUE CONG 110A XA HOTCHO NGHTA VIEE NAM

TRUNG TAM KM NGHITA At « Tof o » '
THUOC, MY PIIAM, THLC PIAM D 1p <"1y do « Hynh phiic

17 'I‘nnrm,q_li)Aln-l-: TP W

), 0 ‘ .’ ..‘ .' / f|"l'
DI/Fax: 0234.3936272 A :“]Z;"’:e l‘:}%
st A\Y,
_:‘//, & 4 s N
% Y YLAT 1.0414
f,/,'/,,,,,; ' SONEL 1 1472% 461/

4.D0 ri: , %QQ)YN\V“‘ ') %Itin? J((thlyt'rong moi trudmg | Dat
Q‘(\O acld: Khong tan l/(mg /20 /

S‘ phm. )

& Gial dogn trong y&i lru/n{ Dyt

S T ’

[T dém: Tan Wm Akhbng} 4 60

3 pht, :

Q NS
5.Dinhgqng: DDVN IV }}ﬁ"m\l//{/qn“g\l) fofenac natri, | Dat (102,3%)
o Phuong phép UV-Vis | C1atliCliNNGOy, tlr 90,0%
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Ké'ﬁu@n: Mau Vién bao phim tan trong rudt Diclofenac 50 (Diclorfenac Natri 50mg), so
16: %31012 (23ML543) dat yéu clu /zﬁét\luqng che chi tiéu da thir theo DDVN V.,
% Thira Thién Hud, ngdy 09 thang 08 ndm 2023
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= (*): Chl tidu dge thiee hign bol nhd thdu phu; (**): Phép thi chea dhage cong nhin

- Théng tin vé mdu vé narl Idy mdu theo bién ban Idy mdu

- Trung tdm khdng nhgn khidu ngl trong inwimg hgp khong cé mdu heu hode hét tht han heu mdu theo quy dinh

 Cde bdn trich sao ké1 qud ndy s& khdng cd gid tr| ndu khong ¢ s ddng § eia Trung tdm Kidm nghigm thude, mg phdm, thye phdm Thira Thién Hud
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