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Secondary Reference Substance

OLANZAPIN
C7H9N4S

SKS: C0123392

I. Muc dich st dung: Chuén dbi chiéu thir cip Olanzapin SKS: C0123392 duoc st dung cho
cac phép thtr dinh tinh va dinh lugng bang phuong phép phén tich'héaly.

Intended use: The Secondary Reference Substance Olanzapme NO C0123 3 92 is intended to
be used in physicochemical analysis for assay and za’entlf cattom N\ ‘

I. Mo ta: Bot két tinh mau vang.
Description: A yellow, crystalline powder.

1II. Két qua phan tich: Ddi chiéu véi chuan Olanzapm EPCRS 16 2.0 ¢6 ham luong 99.8 %
C17H20N4S, tinh theo nguyén trang. &% 3

Analytical data: The Olanzapine EPC RS batch 2 0 Was med as Standards and regarded as
99.8 % C;7HN,S, calculated on the as is basis.

1. Dinh tinh (Identification) . \
Phd hdng ngoéi \(IR) 2 Ph{li\hgp v6i phd hdng ngoai cua Olanzapin chuén.
W "\ Concordant with the infrared absorption spectrum of
Olanzapine RS.

2. Nige(KEY ™\ \ L 0,1%
Wa[e"’" < |

3. Tap chat lién quan (HPLC) : Tap B, tap C, tap D: Khong phat hién
Related substances Tap khac < 0,05 %

Impurity B, C, D: Not detected
Any unspecified impurity < 0.05 %

4. DPinh lugng (HPLC) 0 99,9 % C7H20N4S, tinh theo nguyén trang.
Assay Do khong dam bao do md rong U = + 0.2 %, hé s6 phu
4 k =2 ¢ dd tin cdy 95 %.

99.9 % C;7HN,S, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = + (.2 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.
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IV. Huéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

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

Date of adoption

Ha Noi, ngay 20 thang 04 nam 2023
20" April 2023

VIEN TRUONG
Rirector

Q)

Poan Cao Son

Kiém tra dinh ky (Re-test year)
P kiém tra | Kiém tra 1an sau Phu trach khoa
(ndm) (nzm) (ky)
Last re-test Next re-test Signature

2026 4//7/

&
v

Céc thong tin vé chit chudn co thé tra ciru theo dia chi: http://www.nidgc.gov.vn
Visit  the flowing link to see the updated

information of reference substances:
http://'www.nidqgc.gov.vn
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