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Tinh ham lugng cua alopurinol, CsH,N,O, dya vao d¢ hép
thu do dugc cua dung dich chuén, dung dich thir va ham
Jugng CsH,N,O trong alopurinol chuén.

Bio quan
Trong do dung kin.

Loai thude i
Ha acid uric méu, diéu tri bénh gut.

Ham lwgng thuwdng diung
50 mg; 100 mg; 300 mg.

ALPHA AMYLASE

Alpha amylase 1a mot enzym thuy phén tinh bdt hodic mot
hén hop c4c enzym c6 nguon goc tr nam (nhw Aspergillus
oryzae) hoic tir cac ching vi khuan khong giy bénh (nhu
Bacillus subtilis) cé tic dung chuyén héa tinh bt thanh
dextrin va maltose. Alpha amylase cé thé chira cac chat
pha lodng khong dgc hai nhur lactose hodc calci phosphat.
Ché phdm phai c6 hoat luc khéng nhd hon 800 don vi
alpha amylase trong 1 gam. Hoat luc alpha amylase (s6
don vi hoat tinh c6 trong mdt gam ché pham) 14 s6 gam bot
ngd dé tan hodc tinh bét ngd bi thiy phan hét boi 1,0 gam
ché phdm trong céc diéu kién quy dinh & phép dinh lugng.

Tinh chit
Bot mau kem dén nau nhat, khong mui hodc gan nhu
khong mui, dé hit am.

Mit khoi lwgng do 1am khd
Khéng dugc qua 5,0 % (Phu luc 9.6).
(1,0 g; 105 °C; 1 h).

Dinh lrgmg

Dung dich dém pH 6,0: Hut 50,0 ml dung dich kali
dihydrophosphat 0,2 M (TT) vao binh dinh mirc 200 ml,
thém 5,6 ml dung dich natri hydroxyd 0,2 M (TT), sau d6
thém nuwée vira di thé tich.

Dung dich dém acetat pH 5,0: Hoa tan 13,6 g natri acetat
(TT) va 6 ml acid acetic bang (TT) trong nudc va thém
nuoe viua da 1000 ml.

Dung djch co chdt tinh bét: Phan tan 1,0 g tinh bjt dé tan
(da say kho) trong khodng 5 ml nude. D6 hén dich trén vao
75 ml nude sdi, vira thém vira khuay déu. Trang cbc du'ng
2 lan, mbi l4n 5 ml nwdc, chuycn vao dung dich trén, tiép
tuc dun s6i khoang 2 min, khuy lién tuc trong quéa trmh
dun. Lam lanh v& 25 °C, thém 5 g natri clorid (TT) rbi
thém nwdc vira di 100 ml. Hat 10 ml dung dich trén pha
loang thanh 100 ml bﬁng dung dich dém pH 6,0 d6i v6i
amylase c6 nguon gbc vi khuin hozc béng dung d;ch dém
acetat pH 5,0 d6i voi amylase c6 ngudn goc tir ndm. 1 ml
dung dich co chat tinh bét thu dugc c6 chira 1,0 mg tinh
bét dé tan. Ding ngay sau khi pha.

ALVERIN CITRAT
Dung dich thir: Can chinh xdc mdt lugng mau thir (W)
tuong duong véi 100 don vi amylase, hoa tan véi 200 ml
dung dich dém pH 6,0 (d6i v6i amylase c6 ngudn gbc vi
khuin) hodc dung dich dém acetat pH 5,0 (d6i véi amylase
c6 ngudn gbc tir ndm), sau dé thém dung dicn dém pH 6,0
hodc dung dich dém acetat pH 5,0 vira da 1000,0 ml. Hut
10,0 ml dung dich trén vao binh dinh mirc 100 ml, thém
dung dich dém pH 6,0 hodc dung dich dém acetat pH 5,0
vira i 100 ml, loc néu cin (1 ml dung dich thir c6 kha
ning thiy phan khoing 10 mg bdt ngd dé tan hodc tinh
bot ngd).

Cdch tién hanh:

Chuén bi mét diy 6 éng nghiém. Thém vao mdi éng
5,0 ml dung dich co chat tinh bét. Dt 6 éng nghiém trén
vio bé on nhiét da duy tri & 40 °C + 0,1 °C. Khi nhiét 4%
cta dung dich trong 6ng nghiém dat 40 °C, thém lan lugt
vio mdi dng 0,35 ml, 0,4 ml, 0,45 ml, 0,5 ml, 0,55 ml va
0,6 ml dung dich thi, danh diu dng nghiém tir 1 dén 6
va ghi lai thoi gian bat dau phan img. Lic déu va dit lai
vio bé én nhiét. Sau chinh xac 60 min liy éng nghiém ra
khoi bé 6n nhiét va 1am lanh ngay bing nudc lanh. Thém
vao mbi dng nghiém 0,05 ml dung dich iod 0,02 M va lic
déu. Ghi lai thé tich nhé nhét cia dung dich thir (V) & éng
nghiém khong con xuét hién mau xanh hoZc tim (néu c6
nghi ngd, 1am 4m dung dich dé c6 sy phan biét rd ring vé
mau sﬁc).

Tinh hoat luc (don vi) amylase c6 trong mbi gam ché phim
theo cong thirc:

M 10 1000 100 1
— X—X5 x—x W —
100 100 w 10 V

Trong d6:

M la khoi lugng tinh bét (g).

W la khoi lugng miu thir (g).

V la thé tich nhé nhét cia dung dich thir thém vio dng
khong con xuét hién mau xanh hodc tim (ml).

Bdo quén
Trong dd dung kin, dé noi khé mat, tranh 4nh sang.

Loai thudc
Enzym thiy phén tinh bjt.

ALVERIN CITRAT
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Alverin citrat ld N-ethyl-3-phenyl-N-(3-phenylpropyl)
propan-1-amin dihydro 2-hydroxypropan-1,2,3-tricarbo-
xylat, phai chira tir 99,0 % dén 101,0 % C,oH,;N.CgHgOs,
tinh theo ché phim da lam kh.

Tinh chit

B¢t két tinh mau tring hodc gin nhur tréng, chay ¢ khoang
104 °C. Kho tan trong nudc va methylen clorid, hoi tan
trong ethanol 96 %.

Pinh tinh

Phd hap thu hong ngoai (Phu luc 4.2) cta ché phim
phai phu hop véi phd hap thu hong ngoai clia alverin
citrat chuan.

pH
Dung dich ché phﬁm 0,5 % trong nudc khéng coé carbon
dioxyd (TT) phai c6 pH tir 3,5 dén 4,5 (Phu luc 6.2).

Tap chit lién quan

Phuong phap sic ky khi (Phu luc 5.2). Chuan bi céc dung
dich ngay trudce khi dung,

Dung dich thir. Hoa tan 0,250 g ché phim trong mudc
va pha lodng thanh 20 ml vdi cing dung méi, thém 2 ml
amoniac (TT). Lic dung dich thu dwoc 3 13n, mai 1in véi
15 ml methylen clorid (TT). Gop cac 16p dich & dudi, lic
V6i natri sulfat khan (TT), loc va béc hoi dich loc biing cat
quay & nhiét d6 khong qua 30 °C. Hoa tan cdn thu duoc
bang methylen clorid (TT) va pha lodng thanh 10,0 ml véi
cung dung moi.

Dung dich déi chiéu (1): Hoa tan 5 mg tap chit D chuén
ciia alverin (tap chét D citrat) trong 5 ml nude, thém 1 ml
amoniac (TT). Lic dung dich thu duoc 3 1an, mdi lin véi
5 ml methylen clorid (TT). Gop cac 16p dich & dudi, lic
v6i natri sulfat khan (TT), loc va béc hoi dich loc bing cat
quay & nhiét &6 khong qua 30 °C. Hoa tan cin thu dwoc
bang methylen clorid (TT), thém 0,2 ml dung dich thir va
pha lodng thanh 2,0 ml bang methylen clorid (TT).

Dung dich déi chiéu (2): Pha loang 1,0 ml dung dich thir
thanh 100,0 ml bang methylen clorid (TT). Pha lodng 1,0 ml
dung dich thu dugc thanh 20,0 ml bang methylen clorid (TT).
Dung djch déi chiéu (3): Hoa tan alverin chudn ding dé
dinh tinh pic (chira tap chét C va E) c6 trong mét 1o chuén
bang 1 ml methylen clorid (TT).

Piéu kién sdc ky:

Cét silica nur g chay, chiéu dai 25 m, dudmg kinh 0,32 mm,
pha tinh poly‘dimethyl)(diphenyl)siloxan (phim c6 d¢ day
0,45 pm).

Khi mang: Khi heli dung cho séc ky.

Téc d6 dong: 2,2 ml/min.

Ty 1é chia dong: 1: 11. .

Nhiét do:
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T Thoigian  Nhigtdd

(min) °0)
0-7 120

7-13 120 — 240
Cot 13-21 240

21 -24 240 — 290
24 -39 290
Budng tiém 290

Detector - ,,299, -

Detector: Ion hoa ngon lira.

Thé tich tiém: 1 pl.

Cdch tién hanh:

Sir dung sic ky db cung cap kém theo alverin chuin dung
dé dinh tinh pic va sic ky d6 ctia dung dich déi chiéu (3
dé xéc dinh pic cac tap chit C va E.

Thoi gian luu trong dbi so véi alverin (thoi gian luu khodng
16 min): Tap chit A khoang 0,28; tap chit B khoang 0,29;
tap chat C khoang 0,46; tap chit D khoang 0,97, tap chit
E khoédng 1,7.

Kiém tra tinh phlt hop ctia hé théng: Trén sic ky dé cta
dung dich déi chiéu (1), do phian giai gifra pic cua tap chat
D véi pic ctia alverin it nhét 14 3,0.

Gioi han:

Tap chét A, B: V6i mdi tap chét, khéng duoc qué 0,1 %.
Tap chét C: Khong duoc qué 0,2 %.

Tap chét D, E: V6i mbi tap chit, khong dwoc qua 0,3 %.
Tap don khac: Véi mbi tap chit, khéng dugc qua 0,10 %.
Téng tht ca cac tap chit khéng dugce qua 1,0 %.

Bo qua nhimg pic c¢6 dién tich nho hon hodc bing dién
tich pic chinh trén sic ky d6 cta dung dich dbi chiéu (2)
(0,05 %).

Ghi chu:

Tap Ché::t A: 1-cloro-3-phenylpropan.

Tap ch@t B: 3-phenylpropan-1-ol.

Tap chat C: N-ethyl-3-phenylpropan-1-amin.

Tap chat D: N-(3-cyclohexylpropyl)-N-ethyl-3-phenylpropan-1-
amin.

Tap chét E: 3-phenyl-N,N-bis(3-phenylpropyl)propan-1-amin.

Kim loai nang

Khong dugc qua 20 phan triéu (Phu luc 9.4.8),

Diing 0,5 g ché pham thur theo phuong phap 7. Ding 1 ml
dung dich chi mau 10 phan triéu Pb (TT) & chuin bi miu
dbi chiéu.

Mit khoi lwgng do 1dm khd

Khoéng dugce qua 0,5 % (Phu luc 9.6).
(1,000 g; 80 °C; 2 h).

Tro sulfat
Khéng duge qua 0,1 % (Phu luc 9.9, phuong phap 2).
Dung 1,0 g ché pham.

Pinh lwgng
Hoa tan 0,375 g ché phim trong 50 ml acid acetic khan
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(TT). Chuén d% bing dung djch acid percloric 0,1 N (CD).
Xéc dinh diém két thic bing phuong phép chuin 4 do
dién thé (Phu luc 10.2).

| ml dung dich acid percloric 0,1 N (CP) tuong duong vai
47,36 mg Consz.C6H307.

Bio quén
Trong bao bi kin, tranh énh séng.

Loai thude
Gidn co trom, giam co that.

Ché phim
Vién nén, nang.

NANG ALVERIN

La nang cimng chira alverin citrat.
Ché pham phai dap mg céc yéu ciu trong chuyén luén
“Thuéc nang” (Phu luc 1.13) va c4c yéu ciu sau day:

H’im Iwrgng alverin citrat, C,;H,;N.C;HgO-, tir 95,0 %
dén 105,0 % so véi lugng ghi trén nhén.

Dinh tinh

A. Phuong phép séc ky 16p mong (Phy luc 5.4).

Ban mong: Silica gel GF ;4.

Dung méi trién khai: Cloroform - methanol (90 : 10).
Dung dich thir: Hoa tan mét luong bot thube da nghién
min c6 chira khoang 100 mg alverin citrat trong 10 ml
methanol (TT), loc.

Dung dich déi chiéu: Dung dich alverin citrat chuén 1 %
trong methanol (TT).

Cdch tién hanh: Chim riéng biét 1én bian méng 20 pul mdi
dung dich trén. Sau khi trién khai, d& khd ban mong ngoai
khong khi va quan sat dudi anh sang tir ngoai & budc séng
254 nm. Vét chinh trén séc ky dd clia dung dich thir phai
¢ vi tri, kich thuéc va mau sic phu hop v6i vét chinh trén
sac ky d6 cua dung dich dbi chiéu.

B. Trong phép thir Dinh lwong, pic chinh trén sic ky @b
cua dung dich thir phai c6 cing thoi gian luu véi pic chinh
trén sic ky d6 cuia dung dich chun.

D§ hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khuﬁy.

Méi tromg hoa tan: 900 ml dung dich acid hydrocloric
0,1 M(TT).

Toc dg quay: 50 r/min.

Thai gian: 45 min.

Cdch tién hanh

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

Pha dong va diéu kién séc ky dugc thyc hién glong nhu
trong muc Pinh lugng.

Dung dich thir: Liy khoang 20 ml dung dich méi trudng
sau khi hoa tan, loc, bd mét phin dich loc dAu. Pha lodng
dich loc nay (néu cin) véi dung dich acid hydrocloric 0,1 M

NANG ALVERIN

(TT) dé tao thanh dung dich c6 nong o khoang 0,006 %
alverin cirat.

Dung dich chudn: Dung dich alverin citrat chuén 0,006 %
trong dung djch acid hydrocloric 0,1 M (TT).

Tinh lugng alverin c1trat C20H27N C¢HgO,, hoa tan dua
theo dién tich pic trén sic ky d6 thu duogc cia dung dich
chudn, dung dich thir va ham lugng C,,H,,N.C¢HgO, trong
alverin citrat chudn.

Yéu cdu: Khong it hon 70 % (Q) luong alverin citrat,
CypHz7N.CgHgO4, so vdi lugng ghi trén nhdn duge hoa tan
trong 45 min.

Dinh luwgng

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

Pha dong: Dung dich natri lauryl sulfat 0,01 M trong hén
hop acetonitril - née (55 : 45), diéu chinh pH dén 3,0
bang acid phosphoric (TT).

Dung djch thir: Can thuéc trong 20 nang, tinh khéi lwong
trung binh bdt thudc trong nang va nghién thanh bot
min, tron déu. Cén mdt lwong bot vién twong lmg véi
0,300 g alverin citrat vao binh dinh mirc 250 ml, thém
100 ml methanol (TT), lic siéu 4m 1 h va thém methanol
(TT) dén dinh mic. Lic k¥ trong 10 min va loc (gidy loc
celulose nitrat 0,45 pm 1a thich hgp). Pha loang 10,0 ml
dich lgc thu dugc thanh 20,0 ml véi nuwéce.

Dung dich chudn: Pha dung dich alverin citrat chuin
0,12 % trong methanol (TT). Pha loang 10,0 ml dung dich
nay thanh 20,0 ml véi nwoc.

Diéu kién sdc ky :

Cot kich thudc (15 cm x 4,6 mm) dugc nhdi pha tinh base-
deactivated end-capped octadecylsilyl silica gel ding cho
sde ky (5 pm).

Detector quang phd tir ngoai & buéc séng 220 nm.

Téc d6 dong: 1,5 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phii hop ctia hé théng: Thir nghiém chi cé
gia tri khi d9 1éch chuén twrong ddi cuia dién tich pic alverin
citrat trong 6 1in tiém I&p lai dung dich chun khong 16n
hon 2,0 %.

Tién hanh sic ky 1dn lugt véi dung dich chuin va dung
dich thr.

Tinh ham lugng C,0H,;N.C4HgO, trong nang dya theo
dién tich pic trén sic ky do thu dwgc cia dung dich
chudn, dung dich thir va ham legng Cy0H,/N.C¢H;0,
trong alverin citrat chuén.

Bdo quin
Trong bao bi kin, bao quan noi thodng mat, tranh 4nh sing.

Loai thude
Chong co thét co tron.

Ham lugng thrdng diung
40 mg, 60 mg.
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