VIEN NEN SAT FUMARAT VA ACID FOLIC

Loai thudc

Kich thich thu the beta, giao cam; gidn phé quan.
Ché phim

Vién nén, thudc tiém, khi dung.

VIEN NEN SAT FUMARAT VA ACID FOLIC

La vién nén bao phim chira st fumarat va acid folic.

Ché pham phai dép g céc yéu cu trong chuyén luin
“Thuoc vién nén”, muc “Vién bao” (Phy Iyc 1.20) va cac
yéu cau sau day:

Ham lirgng sit fumarat, C,H,Fe0,, tir 90,0 % dén 105,0 %
s0 v@i lugng ghi trén nhan.

Ham lrgng acid folic, C;yH)yN,O, tir 90,0 % dén 115,0 %
so v&i lugng ghi trén nhan.

Chii y: Tién hanh cdc phép thir trong diéu kién tranh anh
sdng.

Pinh tinh

A. Trong phan Djnh lugng acid folic, pic chinh trén sic ky
dd cua dung dlch thir phal c6 cung thoi gian luu véi pic
acid folic trén sic ky dd cua dung dich dbi chiéu.

B. Cin mét lugng bt vién trong img khoang 0.8 g sit
fumarat, thém 25 ml hén hop dong thé tich acid hydrocloric
(TT) va nudre, dun trén cach thuy 15 min, dé ngudi va loc.
Giir cn cho phép thir C. Dich loc phai cho cac phan tmg
ctia sat (IT) (Phu Iyc 8.1).

C. Rira cin thu dugc trong phép thir B bing dung dich
acid hydrocloric 0,2 M (TT), mdi lan véi 5 ml, cho dén
khi dich loc khong con mau vang va siy kho & 105 °C.
Lic ky khoang 0,1 g cin thu dugc voi 2 ml dung dich
natri carbonat 10 % (TT) va thém timg giot dung dich kali
permanganat 5 % (TT). Mat mau permanganat va xudt
hi¢n dung dich mau nau.

Sit (1II)

Khéng duge qué 5,0 % trong sit fumarat. ,
Cén chinh x4c mot luong bdt vién chia khoang 1,5 g sat
fumarat vao binh non nit mai, thém hdn hgp gdm 100 ml
nuoc va 10 ml acid hydrocloric (TT), lic k¥ va dun nhanh
tGi s6i. Dé s6i 15 s, 1am ngudi nhanh, thém 3 g kali "z'odz'd
(TT), day nép, dé yén trong chd téi 15 min va chuan d¢
iod giai phong bing dung dich natri thiosulfat 0,1 N (CD),
ding dung dich hé tinh bét (TT) lam chi thi. ‘

Song song tién hanh mot mau tring trong cung dieu kién.
Hiéu sé gitra hai l4n chuén do khéng duge qua 13,4 ml.
D§ hoa tan (Phy luc 11.4)

Thiét bi: Kiéu canh khuy.

Méi truomg hoa tan: 900 ml dung dich acid hydrocloric
0,1 M (TT).
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Téc dj quay: 75 r/min.

Thot gian: 60 min.

Céch tién hanh: Sau thoi gian qui dinh, lay khoang 150 m]
méi truong hoa tan, loc, bo dich loc dau.

Dinh luwgng acid folic hoa tan

Phuong phap sic ky 16ng (Phu luc 5.3).

Dung dich chudn: Can chinh xac khoang 20 mg acid folic
chuan va chuyén vao binh dinh mic 500 ml. Thém khoang
150 ml methanol (TT), siéu &m 15 min. Thém khoang
250 ml méi tru’Cmg hoa tan va lic siéu am thém 15 min,
thém vira di dén vach véi méi truong hoa tan. Lic deu‘
pha loang 1,0 ml dung dich thu dugc v6i mdi trudmg hoa
tan thanh 100,0 ml.

Dung dijch thir: Pha loang dung dich thir véi mdi truong
hoa tan dé thu dugc dung dich c6 ndng d6 acid folic khoéng
0,00004 %.

Pha dong A: Acid formic - methanol - nuoe (1
Pha dgng B: Acid formic - nuoc - methanol (1 :
Piéu kién sdc ky: .
Cét kich thudc (15 cm x 4,6 mm) dugc nhoi pha tinh C
(5 um) (Cdt Zorbax SB-C18 la phu hop). Duy tri & nhiét
d¢ 30 °C.

Detector quang phd tir ngoai dit & budc séng 235 nm.
Téc d6 dong: 0,7 ml/min.

Thé tich tiém: 300 pl.

Cdch tién hanh:

Tién hanh sic ky véi chuwong trinh dung méi nhu sau:

- 100 : 900).
100 : 900).

Théigian | Pha djng A | Pha djng B o
(min) (% tttt) (% titt) Gl ehd
0-4 100 0 Pang dong

4-95 100 — 10 0 — 90 Cirasdieat
tuyén tinh
9,5-9.6 | 10— 100 90 — 0 Gradient
tuyén tinh

9,6 -20 100 0 Can bang cot

Tiém lap lai 6 lan dung dich chuan, ghi lai sic ky d6. Do
léch chuan twong ddi cua dién tich pic thu dugc tir 6 lan
tiém 13p lai khong 16m hon 2,0 %.

Tiém lan luot dung dich chudn va dung dich thir. Tir dién
tich pic thu dugc cua dung dich chuin, dung dich thir va
ham lugng CHsN,O4 ciia acid folic chudn, tinh lugng
acid fglic, CoH sN;O4, hoa tan.

Yéu cau: Khéng ithon 75 % (Q) luong acid folic, C,oH;sN-O,
S0 voi lugng ghl trén nhan duoc hoa tan trong 60 min.
Bijnh lirgng sit fumarat hoa tan

Hut chinh xac 100 ml méi truong sau khi hoa tan di loc,
chuin do bang dung dich amoni ceri sulfat 0,01 M (CP),
dung dung dich ferroin sulfat (TT) lam chi thi.

1 ml dung dich amoni ceri sulfat 0,01 M (CP) tuong (mg
VOl 1,699 mg C,H,FeO,.

Yéu cau: Khong it hon 75 % (Q) lwong sit fumarat,
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SERTRALIN HYDROCLORID

C,H:FeOs, s0 Vi lugng ghi trén nhan dugc hoa tan trong
60 min.

p@ dong déu ham lrgng acid folic (Phuy lyc 11.2).

Ché pham ¢6 ham luqmg acid folic it hon 2 mg phai dép
{mg yéu cau Do dong déu ham lugng”,

phuong phép siac ky long (Phy lyc 5.3).

Pha dgng: Hon hop gom 135 ml methanol (TT) va 800 mi
dung dich chtta natri perclorat (TT) 0,938 % va kali ' dihydro-
phosphat (TT) 0,075 %, dieu chinh pH dén 7,2 bang dung
dich kali hydroxyd 0,1 M (TT) va pha loang bing nucc
thanh 1000 ml. ) i

Dung m6i pha mau: Hon hgp gdm 800 thé tich dung dich
dikali hydrophosphat (TT) 0,57 % va 135 thé tich methanol
(TD). ,

Dung dich chuan: Dung dich acid folic chudn 0,0007 %
trong dung méi pha mau.

Dung dich thir: Cho mt vién thude vao binh dinh mirc 50 ml,
thém 40 ml dung moi pha mau, lic siéu 4m 5 min, lic co
hoc thém 15 min nita, thém dung mon pha mau dén dinh
mifrc, lﬁc déu, loc. Pha lodng dich loc néu can véi dung moéi
pha méu dé dugc dung dich c6 nong 4 acid folic tvong
duong vai nong d9 cua dung dich chuén,

Diéu kién sdc ky:

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

Detector quang phd tir ngoai dit & bude song 277 nm.

Toc do dong: 1 mI/min.

Thé tich tiém: 20 pl.

Cach tién hanh:

Kiém tra tinh phu hop ciia hé thong: Tién hanh sic ky véi
dung dich chuan, d¢ 1éch chuén turong ddi cia dién tich
pic acid folic trén sic ky db thu dugc tir 6 1an tiém 13p lai
khong 16n hon 2,0 %.

Tién hanh sic ky 1in lugt voi dung dich chuan va dung
dich thur.

Tinh ham lugng acid folic, C,sH;yN;Os, trong moi vién dua
vio dién tich pic thu dugc tir dung dich thir va dung dich
chuin va dwa vao ham lugng C,sH N;04 ctia acid folic chuan.

Dinh lrgng
Can 20 vién (da loai bo vo bao), tinh khdi lwrgng trung binh

vién va nghlcn thanh bot min.

Dinh lwgng sit fumarat

Can chinh x4c mot lugng bot vién twong img voi khoang
03 g st fumarat, thém 7,5 ml dung dich acid sulfuric I M
(TT) vira dun néng nhe vira lic dé phan tan va hoa tan. pé
ngudi, thém 25 ml nwoc va chuin do ngay lap tic bang
dung dich amoni ceri sulfat 0,1 M (CD), dung dung dich
Jeroin sulfat (TT) 1am chi thi.

I ml dung dich amoni ceri sulfat 0,1 M (CD) tuong duong

voi 16 99 mg C4H FCO.;

Dinh Iu'gng acid folic

Dbi v6i ché pham c6 ham hugng acid folic it hon 2 mg, layr
gia tri trung binh cua 10 vién trong phép thu Do dong déu

ham luong acid folic.

Péi voi ché pham c6 ham luong acid folic bang 2 mg hodc
|6n hon, tién hanh dinh luong bang phuong phap sic ky
long (Phu luc 5.3). Pha dong, dung mdi pha mau, dung
dich chuan, diéu kién sic ky va cach tién hanh: Nhu mo ta

trong muc Do dong déu ham lugng acid folic.

Dung dich thir: Can chinh xac moét lugng bot vién tuong
duong véi 0,35 mg acid folic vao binh dinh mirc 50 ml,
thém 40 ml dung méi pha mau, lac siéu am 5 mm lic co
hoc thém 15 min nita, thém dung mdi pha mau dén dinh
mire, lc déu va loc.

Tinh ham lugng acid folic, C,sH oN,O4, trong moi vién
duya vao dién tich plc trén sic ky do thu duge tir dung dich
thir, dung dich chuan va ham luong C,oH;sN;O cua acid

folic chuan.

Bdo quén
Trong dé dung kin, tranh anh sang.

Loai thudc
Phong va diéu tri thiéu mau.

Ham lwgng thuong dung _
200 mg sat fumarat, 1 mg acid folic.

SERTRALIN HYDROCLORID
H HN—CH;,

. HCI

C,;H,sCL,N.HCl P.t.l: 3427
Sertralin hydroclorid 1a (15,45)-4-(3,4-diclorophenyl)-N-
methyl-1,2,3,4-tetrahydronaphthalen-1-amin  hydroclorid,
phai chia tr 97,5 % dén 102,0 % C,,H,;CLLN.HCI, tinh
theo ché pham khan.

Tinh chat

Bot két tinh mau trang hay gan nhu tring, da hinh. Khé tan
trong nudc, hoi tan hay kho tan trong ethanol khan, khé tan
trong aceton va 2-propanol.

Dinh tinh

C6 thé chon mét trong hai nhém dinh tinh sau:

Nhom I: A, B, D.

Nhom II: A, C, D.

A. Pho hap thu hong ngoai (Phy luc 4.2) cua ché pham
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