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D9 khdng ddm bdo <to
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Hdm luqng tinh theo [rguy€n tr4ng ld ktit qud trung binft khdng trgng s6 cua b0
dt liQu tlinh luqng bdng phuong phdp'HPLQ thuc'hiQn bdi hai ki€m nghiQm
vi6n tlQc lap. Gi6,.',{i tham'chii5u duqc li6n.,li6t tdi chudn Montelukast
dicyclohexylamin EFCRS ld.{.' \. '. . .
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DQ kh6ng ddm bao <t1m0igng {uqc\inh-theo ISO I7034:2016 vdi ttQ tin cf,y
es%(k:2). /a ,: \ ,.-:
DQ kh6ng tldm b66 do t"ng bqp bao.g6m c6c thdnh phAn d0 kh6ng tldm b6o tto
cria thir nghiQm tinhE6ng nhdt vi m6 ti il{c tnmg.

BQt miu gAn nhu tring, hrit Am

Huong ddn st dung Khdfrg s6y ffudc khi t,i J-'*g

Di€u kiQn b6o qufi{.- .:.]rong Uabbitin,tr5nh 6nh s5ng d nhiet dO 2_.8 "C

MUc dich sri dpng Dn"g cho rrilc dfch dinlr tinh vd tlinh luqng. 
.

hong ph6t tri6n phuong ph6p phdn tich)

Nhd'36n xu6t 'Ctrung 
{r0n,ring-chf,f'chuAn ndy tl6p yng cric ti6u chuAn di n6u cho dtin ngdy thri nghiQm lai, vdi

dieu kiQn dugc Mo-.qu6n riguy_pn ni6m phong theo <li6u ki€n b6o qu6n duoc chi tlinh ndu tr6n. 86o hdnh khdng 6p
duns d6i voi c6c lo dd tluoc mcr.

Ngdy tht nghiqm lei,,r3,hdm k6 tir ngdy c6ng bii.
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Thdne tin tham kh6o

Nudc:(KF) l,l o

S-enantiomer (HPLC) 0.05 %

Tqp chdt li€n quan T4p sulfoxid:0,07 %o

(HPLC) C6c t4p tlinh danh kh6c: kh6ng ph6t hiQn

Tpp khdng <linh danh < 0,05 o

T6ng t4p: 0,07 Yo

Cdc th6ng tin vi chtit chutin cd th€ tra ctlu theo dia chi: http://www.nidqc.gov.vn
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SECONDARY REFERENCE SUBSTANCE CERTIFICATE

MONTELUKAST SODIUM
Control No. C0226371

VILAS 087
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HO CH3

cHr

CAS Number t51767-02-r

Molecular formula C35H35ClNNaO3S

Molecular weigh 608.1 7

(1) Assigned value

(') Measurement uncertainty

Appearance

Direction for use

Storage condition

Intended use

provided it is

Retest date: Three

Additional informations

Water

S-enantiomer (HPLC)

Related substances
(HPLC)

'date of release.

l.l o

0.05 %

Sulfoxide impurity: 0.07 %
Other identified impurities: Not detected

Any unidentified impurity < 0.05 Yo

Total impurities: 0.07 %

xri"u Neuriu
THU OC

YIEN TRUONG

Quang Thio

Visit the link to see the updated information ofreference substances' http : //www. n i dq c. gov.v n
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Montelukast sodium Control no. C0226371

1/I Effective date : 0 I / I 2 /2 02 5


