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Miit khéi lrgng do lam kho
Khéng duwgc qua l,p % (Phuy luc 9.6).
(1,000 g; 100 °C dén 105 °C).

Dinh lrgng

Hoa tan 0,140 g ché phim trong 5 ml acid formic khan
(TT), thém 50 ml anhydrid acetic (TT). Chuin 46 ngay
bﬁng dung d,tch acid percloric 0,1 N (CD). Xac dinh diém
két thic bang phuong phép chuin 6 do dién thé (Phy
Iuc 10.2), thoi gian chun d6 trong vong 2 min. LAm méu
trang song song trong ciing diéu kién.

| ml dung dich acid percloric 0,1 N (CP) tuong duong véi
16,37 mg C,,H,;N;O,S.

Béio quan
Trong d6 dung kin (khéng lam bang kim loai), tranh anh sang.

Loai thude
Vitamin B,.

Ché phim
Vién nén, thude tiém.

VIEN NEN THIAMIN
Vién nén vitamin B,

La vién nén hodc vién nén bao phim chira thiamin
hydroclorid hay thiamin nitrat.

Ché pham phai dap {mg cac yéu céu trong chuyén luin
“Thudc vién nén” (Phu luc 1.20) va cac yéu ciu sau day:

Ham lwgng thiamin hydroclorid, C,H,,CIN,OS.HCI
hay thiamin nitrat, C;,H,;N;0,S, tir 90,0 % dén 110,0 %
so voi lugng ghi trén nhan.

Pinh tinh

Cén mot lugng bdt vién twong umg vdi khoang 50 mg
vitamin B, thém 25 ml nuéc, lic k¥, loc (dung dich A).
A Léy 10 ml dung dich A, tiép tuc tién hanh nhu mé
ta ¢ phép thir dinh tinh B trong chuyén luan “Thiamin
hydroclorid”, bit dau tir “thém 1 ml dung dich acid acetic
2M(TT)...".

B. Trong phan Pinh lugng, thoi gian lru cla pic chinh trén
sic ky dd thu dugc cua dung dich thir phai twong Gng voi
thoi gian luu cua pic thiamin hydroclorid (hodc thiamin
nitrat) trén sic ky do thu dwoc cia dung dich chuan.

C. Dung dich A cho phan g (A) cua ion clorid (Phu luc
8.1) hoic phan ing (A) cua ion nitrat (Phu luc 8.1).

Dinh lrgng

Phuong phap sic ky long (Phu luc 5.3).

Pha dong: Hoa tan | g natri heptan sulfonat (TT) trong
hén hop gom 180 ml methanol (TT) va 10 ml triethylamin
(TT), pha lodng véi mude thanh 1000 ml. Piéu chinh téi
pH 3.2 v&i acid phosphoric (TT).

VIEN NEN VITAMIN B,, B, VA B,

Dung dich chudn: Dung dich thiamin hydroclorid chuin
hay thiamin nitrat chuén trong dung dich acid hydrocloric
0,005 M (TT), c6 ndéng d6 chinh xac khoang 0,05 mg/ml.
Dung dich thir. Can 20 vién, nghién thanh bt min. Cén
chinh x4c mét lugng bét vién tuong (mg vai khoang 100 mg
thiamin hydroclorid hay thiamin nitrat, thém 70 ml dung dich
acid hydrocloric 0,005 M (TT), dé siéu am 10 min, pha lodng
voi dung dich acid hydrocloric 0,005 M (TT) thanh 100,0 ml,
lic déu. Loc, loai bé dich loc d4u. Pha loang 5,0 ml dich loc
vOi dung dich acid hydrocloric 0,005 M (TT) thanh 100,0 ml,
lic déu.

Diéu kién séc ky:

Cot kich thude (10 cm x 4,6 mm) dugc nhdi pha tinh C
(5 pm). )

Detector quang pho tir ngoai dat & buéce song 244 nm.
Téc do dong: 2,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh: Tién hanh sic ky 1an luot véi dung dich
chuén va dung dich thir.

Tinh ham lwgng thiamin hydroclorid, C,,H,,CIN,OS.HCI,
hay thiamin nitrat, C,,H,;N5O,S trong vién dyua vao dién tich
(hay chiéu cao) cia pic chinh trén sic ky d6 thu duoc ciia dung
dich thir, dung dich chuin va nong d6 C,,H,,CIN,0S.HCl hay
C2H,;N;50,S cta dung dich chudn.

Béo quin
Noi khé mat, tranh anh sang.

Loai thube

Vitamin.,

Ham lwgng thwdng ding
10 mg.

VIEN NEN VITAMIN B,, B; VA B,

La vién nén bao chira thiamin hydroclorid (hoéc thiamin
nitrat), pyridoxin hydroclorid va cyanocobalamin.

Ché pham phai dap tmg cic yéu cu trong chuyén luin
“Thudc vién nén” (Phu luc 1.20) va cac yéu cau sau day:

Ham lwgng thiamin hydroclorid, C,,H;CIN,OS.HCI,
hozc thiamin nitrat, C,,H,;N;O,S, tir 90,0 % dén 120,0 %
so v&i lwgng ghi trén nhén.

Ham lwgng pyridoxin hydroclorid, CgH,,NO;.HC], tir
90,0 % dén 120,0 % so v&i lugng ghi trén nhan.

Ham lwgng cyanocobalamin, C¢;HggCoN,40,4P, tir 90,0 %
dén 150,0 % so véi lugng ghi trén nhan.

Pinh tinh

A. Trong phan Dinh lugng vitamin B, va By, thoi gian luu
clia hai pic chinh trén sic ky d6 thu dugc cia dung dich thir
phai tuong duong véi thoi gian luu cua pic thiamin va pic
pyridoxin trong sic ky d6 thu dugc clia dung dich chuin.
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B. Trong phfin DPinh lugng vitamin B,,, thoi gian luu cia
pic chinh trén sic ky d thu dugc cia dung dich thir phai
twong duong véi thoi gian luu cua pic cyanocobalamin
trén sic ky d thu dugc cua dung dich chuin.

Pinh lwgng

Dinh luwgng vitamin B, va B,

Phuong phap sic ky long (Phu luc 5.3).

Pha dong: Hoa tan 1,40 g natri 1-hexansulfonat (TT) trong
1000 ml hén hop nwdce - methanol - acid acetic bang (73 :
27:1). Diéu chinh pha dong, néu can.

Dung méi pha mdu: Hon hop nudc - acetonitril - acid
acetic bang (94:5 : 1).

Dung dich chudn: Dung dich vitamin chuan trong dung méi
pha mau c6 ndng d9 chinh xic khoang 0,05 mg thiamin
hydroclorid (hay thiamin nitrat) trong 1 ml va 0,05 mg
pyridoxin hydroclorid trong 1 ml.

Dung dich thir: Loai b 16p vo bao. Can 20 vién, nghién
thanh bt min. Can chinh xdc mot lugng bot vién tuong
uing voi khodang 50 mg pyridoxin hydroclorid vao binh
dinh mic 100 ml, thém 70 ml dung méi pha miu, lic ky
trong 15 min, thém dung méi pha miu dén dinh murc, l3c
déu. Loc, loai bo dich loc déu. Pha loang 5,0 ml dich loc
thanh 50,0 ml véi dung méi pha mau.

Diéu kién sdc ky:

Cot kich thuéce (25 cm x 4,6 mm) dugc nhdi pha tinh C
(10 pm).

Detector quang phé tir ngoai dit & budc song 280 nm.
Téc @ dong: 1,0 mI/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phu hop ciia hé thong sic ky: Tién hanh sic
ky vé6i dung dich chuan, phép thir chi c6 gia tri khi d4 1éch
chuén twong ddi cua cic dién tich pic chinh (riéng biét)
trén sic ky dd thu dugc trong 6 1an tiém 1ap lai khéng duoc
qua 3,0 %.

Tién hanh sic k¥ 1an lugt véi dung dich chudn va dung
dich thur.

Tinh ham lugng thiamin hydroclorid (C;,H;,CIN,OS.HCI),
hodc thiamin nitrat (C;,H;,Ns0,S), va pyridoxin hydroclorid
(CgH;NO;.HCl) trong vién dwa vao dién tich (hay
chiéu cao) pic thiamin va pic pyridoxin thu dugc trén
sic ky d6 cua dung dich chuén, dung dich thir, néng d6
C]2H|7CIN4OS.HC1 (hay C|2H|7N504S) va C8H|1N03.HCI
cua dung dich chuin.

Dinh luwgng vitamin B,

Phuong phép sic ky long (Phu luc 5.3).

Pha dong: Hon hop methanol - nude (35 : 65). Diéu chinh
pha dong, néu cén.

Dung dich chudn: Dung dich cyanocobalamin chuan cé
ndng d¢ chinh xac khoang 10 pg/ml.

Dung dich thir: Loai bo 16p vo bao. Can 20 vién, tinh khéi
luong trung binh vién va nghién thanh bt min. Cén chinh
xac mdt lugng bdt vién tuong tmg véi khoang 250 pg
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cyanocobalamin vao binh 50 ml, thém 25,0 ml nudc, lic
k¥ trong 15 min (hay dé siéu 4m 5 min), loc (hay ly tim),
Su dung dich loc (hay dich trong & trén).

Diéu kién sdc ky:

Cot kich thuéc (25 cm x 4,6 mm) dwoc nhdi pha tinh C
(5 pm). )

Detector quang phd tir ngoai kha kién dit & budc song
550 nm.

Téc d6 dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phit hop cua hé théng sic ky: Tién hanh sic
ky v6i dung dich chudn, phép thir chi c6 gia tri khi d6 léch
chuén trong d6i cua dién tich pic chinh trén séc ky d6 thu
dwgc trong 6 l4n tiém lap lai khong duge qua 3,0 %.

Tién hanh sic ky lan luot v&i dung dich chuén va dung
dich thur.

Tinh ham lugng cyanocobalamin, Cg3HggCoN;40,4P, trong
vién dya vao dién tich (hay chiéu cao) pic cyanocobalamin
thu dugc cia dung dich chuin, dung dich thir va nong do
Cg3HgeCoN ,0,4P ctia dung dich chuén.

Bédo quan
Noi kho mat, tranh anh séng.
Loai thudc

Vitamin.

Ham lwgng thudng ding
Vitamin B; 125 mg, vitamin B4 125 mg va vitamin B,
125 pg.
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Thiamphenicol la  2,2-dicloro-N-[(1R,2R)-2-hydroxy-
1-(hydroxymethyl)-2-[4-(methylsulfonyl)phenyl]ethyl]
acetamid, phai chira tir 98,0 % dén 100,5 % C),H,sCL,NOsS,
tinh theo ché phdm da 1am kho.

Tinh chit

Bot két tinh hoiic tinh thé min, mau tring hodc mau tring
hoi vang. Khé tan trong nuéc va ethyl acetat, rit tan trong
dimethylacetamid, dé tan trong acetonitril va dimethy!
formamid, tan trong methanol, hoi tan trong aceton va
ethanol khan.

Dung dich trong ethanol khan cé géc quay cuc hiru tuyén va
dung dich trong dimethylformamid c6 géc quay cyc ta tuyén.



