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vtlAs o87

HOH
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and enantiomer

56 CAS 93-t4-1

Cdng thtic phdn tu CleHlaOa

Khdi luqng phAn tri 198,2

(') 
Gia tri 6n dinh

(') 
D6 khdng rldm b6o do

M6 ta

Hu6ng ddn st dpng

^.l , .^ , 
"uteu Kren Dao quan

.-
Mgc tlich sri dpn$)

Ngay thu nghi€m lai: 3 ndm k6 ttr ngay c6ng bti.

Hdm luqng tinh theo nguydn tr4ng ld k6t qu6 trung binh kh6ng trong s6 cria bQ

dt liQu ttinh lucrng bing phucrng ptuip .UflC tlruc hiQn boi hai phdng thri
nghi6m. GiA tri tham..chiliu dugc li€n tt5t toi chuAn Guaifenesin USPRS 16

R206W0.

D6 kh6ng tl6m b6o do mo rgng dugc tinh theo ISO 17034:2016 voi dQ tin c4y
es % (k:2).
DQ kh6ng d6m bao do. t6ng lSp iruo g6m cric thdnh phdn tlQ kh6ng ddm bao do
cua thu nghigm tinh tl6ng nhdt vd md t6 ddc tnmg.

B6t kt5t tinh mdu tr6ng
:.

Khdng sdy trudc khfst.-dUng

Trong bao'bi kin, tr6nh 5nh s6ng 6 nhiet d0 2-8 'C

Dirng cho mr;c dich dinh tinh vd dinh lucrng.
Diqg trong phong thi nghiQm ldm ch6t chuAn cho ki6m sorit ch6t luong (ho4c
tron! phrit tri6n phuong ph6p phdn tich)

. i, J , i. , i , :
\d sAn xuAt chimg nhfln rdng chdt chudn ndy d6p urlg ciic ti6u chuAn dd n€u cho dtSn ngdy thri nghiQm lpi, vdi
di6ukiQn dugc b6o qgdn nguy6n ni6m phong theo di€u ki€n b6o qudn dugc chi clinh ndu tr€n. 86o hdnh kh6ng 6p
dlmg ddivdi q6c lg dd dugq md.

Thdng tin tham kh6o

VtAt tn6i luong do ldm kh6

Tap chdt li€n quan

(HPLC)

0,10 %

Guaifenesin B-isomer: 0,07 Yo

Guaiacol: Khdng phat hien
Tqp khac <0,02 o

T6ng tap trir guaifenesin B-isomer
vd guaiacol: 0,04 o/o

Cdc th6ng tin vi chiit chuiin c6 th€ tra c*u theo dia chi: http://www.nidqc.gov.vn
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VIETNAMESE PHARMACOPOEIA REFERENCE SUB STANCE CERTIFIC4}PAS 087

GUAIFENESIN
Control No. C04261 8 I

(r) Assigned value The content on an "as is" basis is the unweightp(mean of the quantitative
data obtained by the HPLC method, as deterrnin'qd by two laboratories.
The reference value is traceable to tlesia\dard Guriifenpsin USPRS Lot.
R206W0. t l

(') 
Measurement uncertainty Expanded uncertainty is
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a95 %o confidcnce level
Uncertainly ls-based gf

Appearance

Direction for use

Storage condition
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MINISTRY OF HEALTH
NATIONAL INSTITIJTE OF DRUG QUALITY CONTROL

Dla chVAddress: 48 Hcti Bd Trtng - Cfta Nam - Ha N/i - Vi?t Nant
DT/Tel: + 84.24.38252791 - Fax: +84.24.38256911

and enantiomer

CAS Number 93-r4-1

Molecular formula CleHlaOa

Molecular weieh 198.2
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ISO 17034:2016 with

including uncertainties

quality conffol standard (or in method development
techniques).

The producer'certif es that thQ CArti/id/Tdference material meets the specifications stated untit the date of retest,
provided it rs srorb{ unopenedplan ii{dicated storage condition herein. The warranty does not apply to the
bottles stored aftq d9ryning 

) I
Retest dare; Three yeaifidiate of release.

Additional informations

Loss on drying

Related substances

(HPLC)

0.10 Yo

Guaifenesin,B-isomer:'0.07 7o

Guaiacol: Not detected
Any unspecified impurity 

=0.02 
%

Total impurities (excluding guaifenesin

B-isomer and guaiacol:0.04 o/o

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