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Vietnamese Pharmacopoeia Reference Substance
PENICILIN V KALI
Ci6H7KN,O5S
: C1022005

I.  Muc dich sir dung: Chuan Dugc dién Viét Nam Penicilin V kali S 5 duoc
sir dung cho cac phép thur dinh tinh va dinh luong bang phuong phap ph ,

II. Intended use: The Vietnamese Pharmacopocia Reference willin V
potassium Control No. C1022005 is intended to be used i ' icgl analysis for
assay and identification.

III. M6 ta: Bot két tinh mau trang hodc gan p
Description: A white or almost white, crys

IV. Két qua phén tich: Dbi chiéu véi chud
luong 1524 Unit/mg penicillin V (Cy
Analytical data: The Penicillin V po PRS Lot. R114E0 was used as Standard
and regarded as 1524 Unit/mg penicilli [1sN>05sS), calculated on the as is basis.

1. Dinh tinh tificatio, S ‘ e ‘
a. Phdh goai hu hop v&i phd hong ngoai cua Penicilin V kali
Infrared absorption chuan. _
Concordant with infrared absorption spectrum of

Penicillin V potassium RS.

: Trong phép thir dinh luong, pic chinh trén séic ky dd
cua dung dich thtr phai cé thoi gian luu tuong ung
v6i thoi gian luu cua pic chinh trén sac ky do cua
dung dich chuan.

The retention time of the major peak of the sample
solution corresponds to that of the standard
solution, as obtained in the assay

c. Phan g cua ion kali : Dlng
Reaction of potassium Complied
2. Goc quay cuc riéng : +223,3° (dung dich 1,0 % kl/tt, do & 25 °C)
Specific optical rotation +223.3° (1.0 % w/v solution, measured at 25 °C)
3. pH : 5,9 (dung dich 3,0 % kl/tt)

3.9 (3.0 % w/v solution
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4. Mat khéi luong do lam kho 0 0.2 %
Loss on drying

5. Phenoxyacetic acid (HPLC) : Khong phat hién
. Not detected

6. p-Hydroxyphenoxypenicilin V.= : 0,32 %

(HPLC)
7. Pinh luong (HPLC) : 1527 Unit/mg penicilin V (C;¢H;sN,OsS), tinh theo
Assay nguyén trang.

Do khong dam bao do mé rong U = 1 Unit/mg vdi
hé sb phu k =2 & do tin cdy 95 %.

1527 Unit/mg penicillin V (C,sH,s§N>0sS), calculated
onthe “as is” basis.

Expanded uncertainty of the certified value
U = 1 Unit/mg, using a coverage factor k = 2 at
level of confidence approximately 95 %.

(Ghi chii: Theo céng bo Trong Dugc dién My, 1 mg penicillin V twong dwong véi 1600 Unit)

IV. Hwéng din sir dung: Khong siy trude khi dung
Direction for use: Do not dry before use

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