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CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

NEOMYCIN SULFAT
C23}146N6013.XHQSO4
SKS: M0624015

I. Muc dich st dung: Chuén Duogc dién Viét Nam Neomycin
duoc str dung cho céac phép thir dinh tinh, xac dinh tap chét lién"qu
phan tich hoa ly, va phép thu dinh lugng bang phuong phap vi sinh vat
Intended use: The Vietnamese Pharmacopoeia Reference Substance
Control No. M0624015 is intended to be used in physicochemj
related substances and identification, and in microbiop‘gic

1. M6 ta: Bot mau tring hoi vang.
Description: A yellowish-white powder.

0 7 ¢o hoat luc 20124 TU/lo.
7 was used as Standards and

III. Két qua phan tich: Péi chiéu voi chuan Neomyce
Analytical data: The Neomycin sulfa PR:
regarded as 20124 1U per vial.

1. Dinh tinh (Identifications)
a. Phan ung hoéa hoc

&\

: bang.
Conformed

b. HPLC . Thoi gian luu cta pic chinh trén sdc ky do cua dung
dich thu tuong ung vai thoi gian luu cua pic chinh
trén sic ky do cua dung dich chuan neomycin
sulfat.

The retention time of principal peak in the
chromatogram of the test solution corresponds (0
that of the principal peak in the chromatogram
obtained with neomycin sulfate standard solution.
2. pH : 595
3. Goc quay cuc riéng : +56,4° (do 620 °C)
Specific optical rotation +56.4° (measured at 20 °C)
4. Mét khéi luong do lam kho : 6.1 %
Loss on drying
5. Gi6i han sulfat © 27,79 %, tinh theo ché pham da lam kho
Sulfate 27.79 %, calculated on the dried substance
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6. Tap chét lién quan (HPLC-ECD)

Related substances

7. Pinh lugng (pp vi sinh vat)

Assay (microbiological method)

. Tap A: 0,06 %/ Impurity A: 0.06 %

Tap C: 11,90 %/ Impurity C: 11.90 %
Tap khac < 1,71 %/ Any other impurity <1.71 %
Téng tap khéc: 3,14 %/ Total of other impurities: 3.14 %

665 1U/mg, tinh theo nguyén trang.

Po khong dam bao do md rong: U = 4 [U/mg, voi
hé sb phu k = 2 ¢ do tin cdy 95%

665 1U/mg, calculated on the “as is" basis.
Expanded uncertainty of the certified value U = 4
JU/mg using a coverage factor k = 2 at level of
confidence approximately 95 %

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

V. Bao quan: Nhiét do tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 i 54
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