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METHYLPREDNISOLON
CyH300s

SKS CO219177 02

I.  Muc dich sir dung: Chuan Dugc dién Viét Nam Methylprednlsolon SKS: C0219177 02
duoc str dung cho cac phép thu dinh tinh va dinh luongz bang phuong phap phan tich hoa
ly. .
Intended use: The Vietnamese Pharmacopoeia Rejerence Substance Methylpredmsolone
Control No. C0219177.02 is intended to be used in physrcochemzcal analysis for assay
and identification. ; ‘

IL. Mo ta: Bot két tinh mau trang. :
Description: A white, crystalline powde;

1. Két qua phan tich: Déi chiéu véi chuan Methylprednlsolon EPCRS 16 4 ¢6 ham lugng
99.0 % CH300s, tinh theo nguyen trang.

Analytical data: The Melhylpz\edmsolone EPCRS Batch 4 was used as Standard and
regarded as 99 0 % C5H. 30()5, calculated on the as is basis.

1. Pinhtinh: ([denllﬁcattons} ;

a.'Pho hong ngoai /| : : Phu hop véi phd hong ngoai cua Methylprednosolon
~_ Infrared absorption”” chuan.
. N ) Concordant with infrared absorption spectrum of
Methylprednisolone RS.
b. UV - VIS . Pung.
Conformed.
¢. Phan tng hoa hoc : Dung.
Chemical reaction Conformed.
2. Goc quay cuc riéng 1 +85,03% (dung dich 0,5 % kl/tt trong dioxan, do & 25 °C)
Specific optical rotgtion +85.03° (0.5 % w/v solution in dioxane, measured at 25 °C)
3. Mét khdi lugng do lam kho 0 0.2 %

Loss on drying
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4. Céan sau nung 00,04 %
Residue on ignition

5. Tap chat lién quan (HPLC) : Tung tap < 0,08 %
Related substances Tong tap: 0,13 %

Any individual impurity: < 0.08 %
Total impurities: 0.13 %

6. Dinh lugng (HPLC) : 98.3 % CyH300s, tinh theo nguyén trang.
Assay - Do khong dam bao do m& rong U = + 0,2 % voi hé
s6 phi k = 2 ¢ dd tin cay 95 %.
98.3 % CiH;Os, calculated on the “as is” basis.
Expanded uncertainty of the certified value U= + 0.2 %
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huwéng dan sir dung: Khong sdy trude khi dung
Direction for use. Do not dry before use
V. Bao quin: Nhi¢t do tir 2 — 8 °C, tranh 4nh sang. -
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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Céc thong tin vé chét chudn co thé tra ctru theo dia chi: http://www.nidqc.gov.vn
Visit  the  [lowing link to see the updated information of reference substances:
http://www.nidgc.gov.vn
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