CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phiic

w——— BO Y TE
VIEN KIEM NGHIEM THUOC TRUNG UONG

48 Hai Ba Trung - Hoan Kiém - Ha Ngi - Viét Nam
PT: +84.24.38252791 - Fax: +84.24.38256911

CHUNG CHi PHAN TiCH
Certificate of Analysis

VILAS 087

CHUAN POI CHIEU THU CAP

Secondary Reference Substance

ATORVASTATIN CALCI
C66H(,8C3F2N4010.3H20

T SKS: 60320225.02

I.  Muc dich sir dung: Chuén déi chiéu thir cdp Atorvastatin calci SKS: C0320225.02 duoc sir
dung cho cac phép thir dinh tinh va dinh lugng bang phuong phap phan tich hoa ly.

Intended use: The Secondary Reference Substance of Atorvastdtin calcium No. C0320225.02
is intended to be used in physicochemical analysis for assay and identification.

II. M ta: Bot két tinh mau trdng dén tring nga. ;
Description: White to off-white, crystalline powder.

III. Két qua phan tich: Ddi chiéu véi chuin Até\ry\‘astatiﬁ’ calci EPCRS batch 3, ¢6 ham lugng
95,2 % CgsHegCaF,N,4O o, tinh theo nguyén ‘trang. ™ '

Analytical data: The Atorvastatin calcium EPCRS batch 3 was used as Standard and
regarded as 95.2 % CgslssCal’>N4O), ca‘lculated' on the as is basis.

1. Dinh tinh (Identifications) | W
a. Phd hong ngoai ' i thi hop vé6i phd hdng ngoai clia Atorvastatin calci chuén.
IR . “Concordant with the infrared absorption spectrum of
‘ ‘ Atorvastatin calcium RS.

b UV-VIS/ | w, ~: Phu hop voi phd UV-VIS ciia Atorvastatin calci chudn.
: b Concordant with the UV-VIS spectrum of Atorvastatin
calcium RS
c. Phéan tmg cua ion calci : Pung
Reaction of calcium Conformed
2. G6c quay cuc riéng : -8,06° (do ¢ 25 °C)
Specific optical rotation -8.06° (measured at 25 °C)
3. Kim loai néng : <10 ppm
Heavy metals
4
4. Nudce (KF) :4,5%
Water
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5. Tap chit lién quan (HPLC) : Tung tap < 0,10 % (Any impurity: < 0.10 %)

Related substances Tong tap: 0,47 % (Total impurities: 0.47 %)
6. Dinh lugng (HPLC) : 94,7 % CeeHggCaF,N4O) g, tinh theo nguyén trang
Assay Do khéng dam bao do mé rong U = + 0,4 %; hé s6 phu k =

2 & d0 tin cay 95 %.

94.7 % CesHssCaF>N,O, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = + 0.4 %;
calculated using a coverage factor of 2 at level of
confidence of approximately 95 %.

IV. Huwéng dén sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bdo quédn: Nhiét d6 2 — 8 °C, tranh 4anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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