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Cdng thric phAn tu C16H2sN2Oa.H3PO4

Kh6i luo.ng ph6n tri .4i0140
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Gi6 tri 6n dinh

(')EO kh6ng dim b6o do

M6ta

Hudne dAn sri duns

Di€u ki€n biro quir"'

Ngdy thu nghifm l4i: 3 ndm k6 ru ngdy c6ng b5.

Hdm lugng tinh theo nguyOn trpng ld k€t qud trung';binh khdng trgng st5 cria bQ

dU liQu tlinh lugng.bing phuong-phdp HPLC thqc hiQn bdi hai phdng thri
nghiQm. Gi6 tri thririi chiiiu ttugc liQn t6t tOi chuAn Oseltamivir phosphat
EPCRS 16 2.

?_0^\h9ng 
d6m b6o,$qrng ro.ng. duqgtlnfi theo ISo 17034:2016 voi tlQ tin cQy

9s %(k:2).
DQ kh6ng ddm bdo tto. t6ng lSp U"o gdm cric thdnh phAn dQ khong ttdm bao do
cria thri nghiQm tidh il6ng nhat va md td d{c tnmg.

BQt mau tring

Khdng s6y tr.Lr6c khi su dung

Trongbao bi kii,''tr6nh 5nh s6ng d nhiet d0 2-8 'C
Mgc itich sri dqmg Dirng cho mgc dich dinh tinh vd ttinh luqng.

Dung trong p.hdng thi nghiQm ldm ch6t chudn cho ki6m sodt ch6t luqng (hoflc

,.i- .. "', \._ .trong-phiit tri6n phuong ph6p phdn tich)

Nhd san xuAt chun=E nhtn ring ch6t chuAn ndy tt6p ulg c6c ti6u chuAn itd ndu cho d6n ngdy thri nghiQm l4i, v6i
tli€u kiQn <lugq'b6o {uin ngu}€n ni6m phong theo di6u kiQn bdo quAn dugc chi dinh n6u tr6n. Bao hdnh khdng 6p
dgng tl6i voi c6c lg dd duoc md.

Th0ng tin tham khio

Nudc

Tpp A (LC-MS)

Tpp ch6t h€n quan

(HPLC)

0,24 y:o

Khdng ph6t hiQn

Oseltamivir acid: 0,06 o/o

Oseltamivir phenol: 0,\lYo
Tpp khdng tlinh danh: Kh6ng ph6t hiCn

T6ng tap: 0,07 Yo

Cdc th6ng tin vi chiit chuiin c6 thd trq cwu theo dia chi: http://www.nidqc.gov.vn
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VIETNAMESE PHARMACOPOEIA REFERENCE SUBSTANCE CERTIFICATEILAS 087

OSELTAMIVIR PHOSPHATE
Control No. C0326193

(l)Assigned value The content on an "as is" basis is the gperghted meaq of the quantitative
data obtained by the HPLC method,'as dgtermined by)nvo laboratories.
The reference value is traceable to ihe sfandard $seltamivir phosphate
EPCRS batch2. /l_='---.. ,t 

t. )i- '
(2)Measurement uncertaintv 

ff81".i;:":?g1jl,mq?i*q'g|lnVd 
the ISo 17034:2016 with

./ ,x .,' . \" 
t /'

Uncertainfy is Ugf€4\ the \\bined,trncertainty, including'uncertainties
of characte;lzh.tion an\ \mogljff testine.

Appearance /, white /q*i.r '. '
r \ ri tt/

Direction for use D/\t drxeflgguge\"
Storagecondition ,i$"),\ntairl'r-tffi closed and protected from light, preferably at the

temperatrireJ-8'C _77-----'- \ (t\'\\ 
- - '\ 7' \:--/

Intended use / / \ \ \'\Use for i{#ltification and quantification.
lt\\\\

I \ \ \ \0\e.Fr laboratory as quality control standard (or in method development

\ \ \ \ fuydnaly,ricaltechniques).\ \ \ \ <,/

The producer ceiXyies,.tnat this )leltified reference material meets the specifications stated until the date of retest,
provided it is stordd'4ibpg4ec/./ an indicated storage condition herein. The wananty does not apply to the
bottles stored after ope>W--'/

Retest date: Threeyears after date ofrelease.

Additional informations

Water 0.24%

Related compound (LC-MS) Not detected

Related compounds

(HPLC)

Oseltamivir acid: 0.06 %o

Oseltamivir phenol: 0.01%

Unspecified impurity: Not detected

Total impurities: 0.07 o/o

Visit theflowing link to see the updated idormation of reference substances: http://www.nidqc.gov.vn
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CAS Number 204255-1t-8

Molecular formula C16H2sN2Oa.H3PO4

Molecular weish 410.40

KIEM NGHI

THU

TRUNG

VIEN TRUONG

Quang Thio

vKN/8rW20.02 0 r)
Oseltamivir phosphate Control no. C0326193
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