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I. Muc dich sir dung: Chuan chinh Levothyroxin natri SKS: WS.0

II.

IIL

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lap - Tu do - Hanh phic

NIDQC
BOYTE

CHUNG CHI PHAN TIiCH VILAS 087
Certificate of Analysis

CHUAN CHINH
Secondary Reference Substance

LEVOTHYROXIN NATRI
C15HIUI4NN304.XH20

céc phép thir dinh tinh va dinh lugng bing phuong phdp pha

Intended use: The Secondary Reference Subst
WS.0114312.01 is intended to be
identification.

M3 ta: Bot két tinh mau tring nga.
Description: A almost white crystalling
Két qua phin tich: Tién hanh Xox g “Adi chuér} Levothyroxin natri ICRS SKS:
189144, ¢6 ham lugng 100,0 % C;sH,ohINNefY, tinh theo chat khan, d6 am: 8,3%.

Ana{ytimm: Th xine sodium ICRS No. 189144 was used as Standard and
regarded as\W 00.0 ¢ ,, calculated on the anhydrous basis, water: 8.3 %.

: Tring v6i phd hdng ngoai ciia Levothyroxin natri chuan.
Concordant with the infrared absorption spectrum of
Levothyroxine sodium RS.

. Fifan Umg cua ion natri : Dung
Reaction of sodium Conformed
. P trong va mau sic dung dich : Pat
Appearance of solution Passed
. Goéc quay cuc riéng . +18,32° (dung dich 2,0 % kl/tt trong hén hgp HCI 1M —
Specific rotation Ethanol = 1: 4, do ¢ 20 °C)

+18.32° (2.0 % w/v solution in the mixture of HCl 1M —
Ethanol = 1: 4, measured at 20 °C)

. Ham lugng nudce (KF) : 8,86 %
Water
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5. Tap chét lién quan (HPLC) : Tap A: 0,06 %
Related substances Tap G: Khéng xuit hién

TapF:<0,5% %
02 tap khac < 0,07 %
Téng tap: 0,53 %
Impurity A: 0.06 %
Impurity G: Not detected
Impurity F: < 0.5 %
02 unknown impurity < 0.07 %
Total impurities: 0.53 %

6. Dinh luvong (HPLC) ;90,28 % CysH,ol4NNaQy, tinh theo nguyén trang.
Assay D6 khong dam bao do mo rong U = + 0,33 %, hé sb phu k
=2 & d0 tin cay 95 %.
90.28 % C,;sH,pI,NNaQy, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = + (.33 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Hwéng din sir dung: Khong sdy truéc khi ding
Direction for use: Do not dry before use

V. Bao quin: Nhiét d6 2 - 8 °C, tranh énh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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