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Ngdy thf nghifm l4i: 3 ndm k6 ru ngdy c6ng bi5.

Hdm luqng tinh theo nguydn tr4ng ld k6t qui trung binh kh6ng trgng s6 cira b0

dt liQu itinh luqng bSng phuong pli-?p 'HPLC 
"thUc 

hiqn bdi hai phong thri
nghiQm. Gi6 tri tham chi6u tlugg li6n k6t t6i'chudn Sitagliptin phosphat USPRS

16 R17170. ,.._. ....

DQ kh6ng tl6m bio do mq rQng duqc tfn[theo ISO 17034:2016 v6i d0 tin cfly
9s%(k:2).
DQ kh6ng ddm bao tto tb"g tr\e bao"{6m c6c thdnh phAn <10 kh6ng cl6m b6o <lo

cira thir nghiQm tlnh d6ng nh6t vd n16 ta tl4c tnmg.

BQt mau tr5ng

Kh6ng s,6y tru6c kh) sri d+ng

.frong-beo'bi kin, trdnh 6nh s6ng d nhigt dO 2-8 'C

'-A;rb.cdal,;;di.h dinh luqng.
Dung trong p.hdng thi nghiQm ldm chdt chu6n cho ki6m sodt chdt luqng (ho{c

. trong phdt hi6n phucrng phrip phdn tich)

Nhd sdn xriSt cntmg nhqn ring cSi-chuAn ndy d6p ftlC c6c ti€u chuAn di n6u cho di5n ngdy thri nghiQm lai, v6i
di6u kiQn dugc bdo qudn pguyOn ni6m phong theo di€u kiQn bio quirn dugc chi clinh ndu trdn. Bio hdnh khdng 6p

dungd6i vdieris lg.dd tlugcm6.

Thdne tin tham kh6o

Nu6c (KF) 3,42%

Tap ch6t h6n quan (HPLC) Kh6ng ph6t hiQn pic tpp

Cdc th6ng tinvi chiit chudn c6 thii ta ctru theo dia chi: http://www.nidqc.gov.vn
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SITAGLIPTIN
Control No.

PHOSPHATE
c02263s9
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CAS Number 6s467t-77-9

Molecular formula C16H1sF6N5O5P.H2O

Molecular weish 523.3

(r)Assigned value The content on an "as is" basis is the unweighied"$ean of the quantitative

(2) 
Measurement uncertainty

Appearance

Direction for use

Storage condition closed and protected from light, preferably at the

Intended use

control standard (or in method development

ifiddreference material meets the specifications stated until the date of retest,

Additional informations

Water (KF) 3.42%

Related substances (HPLC) No impurity peak detected

Visit the flowing link to see the updated information of reference substances: http://www.nidqc.gov.vn

data obtained by the HPLC method,,as-{etermr\ed..by two laboratories.
The reference value is traceable t0'ttrb'\itAndard.Stt4gliptin phosphate
USPRS Lot. R17170. , 
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Expanded uncertainty ls ca/'f@{ u..fding }15-7. rSO fi034:2016 with
a95 %6 confiQlce levy',ftf 2) \\ \lyl
Uncertainty i s based 6n \\omb\trupcertainty, i ncl ud i n g uncertai nties
of charace ri zat i sf and h om\AeneitvJ s6ins..
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