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DUQC PIEN VIET NAM VI

bo di¢n lugng, dién lugng do d}rqc ty 1€ véi lugng nudc
trong khi thir. (Day 13 mét h¢ thong do tuin theo dinh ludt
Faraday.)

Dinh lrgng

Dung mét buret khi dung tich 25 ml (nhu Hinh 1) gém
mot thin chinh, phia trén 1a mot ong khic d6 0,2 % giita
95 dén 100. Buret ¢6 gin khoa ¢ hai ddu. Khéa dudi gin
véi voi ong c6 ngin ding dé dua khi vao buret, Khéa trén
dugc gin voi mot phéu hinh tru ding dé chira dung dich
hip thu dung trong dinh lugng.
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Hinh 1 - Buret khi
(Kich thude tinh bang mm)

OXYMETAZOLIN HYDROCLORID

Rira buret v6i nuéc va sdy khd. M& ca hai khéa. Néi voi
bng véi bmh chira ché phém, diéu chinh liru lugng khi vao
buret véi téc ¢ 1 L/min. Cho khi chay qua buret | min.

Déng khoa trén cua buret, roi dong tlep khéa dudi. Nhic
buret ra khoi binh chua ché pham Vin khoéa trén 1/2 vong
dé loai 4p suit thira (néu c6) trong buret. Dé buret thang
dimg. D6 vao phéu hinh try mdt dung dich méi pha gdbm
21 ml dung djch kali hydroxyd 56 % va 130 ml dung dich
natri dithionit 20 %. M& tir tir khoa trén. Dung dich s& hap
thu oxygen va chay vao buret. Dé yén 10 min, khdng lic.

Poc mirc chét 16ng trong phén chia vach cua buret. S6 doc
duoc 13 ham lugng (%) O, trong ché phim (tt/tt).

Bdo quén

Oxygen dugc giir dudi dang khi nén hodc dang héa 16ng
trong binh chita phi hop, d4p mg cic quy ché vé an toan
hign hanh. Cac binh oxygen phai dugc bao quan & chd
maét. Céc van va voi khoa khong duoc boi dau mé.

OXYMETAZOLIN HYDROCLORID
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Oxymetazolin hydroclorid la 3-[(4,5-dihydro-1H-imidazol
-2-yl)methyl]-6-(1,1-dimethylethyl)-2,4-dimethylphenol
hydroclorid, phai chira tir 99,0 % dén 101,0 % C,6H,4N,0.
HCI tinh theo ché pham khan.

Tinh chat ‘ '
B6t két tinh tring hodc gan nhu tring. Dé tan trong nudc
va ethanol 96 %.

Pinh tinh

C6 thé chon mét trong hai nhém dinh tinh sau:

Nhém I: A, D.

Nhom II: B, C, D.

A.Phd hap thu hong ngoal (Phu luc 4.2) cuia ché pham phai
phu hop véi pho hip thu hdng ngoai cua oxymetazolin
hydroclorid chuan.

B. Phuong phap sic ky 16p mong (Phu luc 5.4).

Ban mong: Silica gel G.

Dung méi khai trién: Diethylamin - cyclohexan - ethanol
khan (6 : 15:79).

Dung dich thir. Hoa tan 20 mg ché phim trong hdn hop
ethyl acetat - methanol (1 : 1) va pha lodng thanh 5 ml véi
cung dung méi.

Dung dich déi chiéu: Hoa tan 20 mg oxymetazolin
hydroclorid chuin trong hdn hop ethyl acetat - methanol
(1:1) va pha lodng thanh 5 ml véi cing dung méi.
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OXYMETAZOLIN HYDROCLORID

Cdch tién hanh: Chidm riéng biét 1én ban mong 5 ul mdi
dung dich trén. Trién khai sic ky dén khi dung méi di dugc
2/3 chiéu dai ban mong. Lam khé ban méng bang dong
khéng khi néng trong 5 min. Dé ngudi, rdi phun lén ban
mong dung dich kali ferricyanid 0,5 % (TT) trong dung
dich sat (Ill) clorid 1,3 % (TT). Quan sat dudi anh séng
ban ngdy. Vét chinh trén sic ky d6 cuia dung dich thir phai
c6 vi tri, mau sic va kich thudc gidng véi vét chinh trén
sc ky db cua dung dich d6i chiéu.

C. Hoa tan khoang 2 mg ché pham trong 1 ml #wde. Thém
0,2 ml dung dich natri nitroprusiat 5 % (TT) va 0,2 ml
dung dich natri hydroxyd lodng (TT). Dé yén 10 min.
Thém 2 ml dung dich natri hydrocarbonat 4,2 % (TT).
Mau tim xuit hién.

D. Ché pham cho phan img (A) cua clorid (Phu luc 8.1).

D{ trong va mau siic ciia dung dich

Dung dich S: Hoa tan 2,5 g ché phidm trong nude va pha
lodng thanh 50 ml véi cung dung méi.

Dung dich S phai trong (Phu luc 9.2) va mau khéng dam
hon mau miu VN, (Phu luc 9.3, phuong phap 2).

Gidi han acid - kiém

Hoa tan 0,25 g ché phim trong muwdc khéng coé carbon
dioxyd (TT) va pha lodng thanh 25 ml véi ciing dung mai.
Thém 0,1 ml dung dich do methyl (TT) va 0,2 ml dung
dich acid hydrocloric 0,01 N (CD). Dung dich c6 mau do.
Luong dung dich natri hydroxyd 0,01 N (CP) dung dé lam
chuyén mau dung dich sang vang khéng qua 0,4 ml.

Tap chit lién quan

Phuong phap sic ky long (Phu luc 5.3). Chuén bi cac dung
dich ngay trudc khi dung.

Pha dong A: Dung dich kali dihydrophosphat 0,136 % (TT)
dugc diéu chinh dén pH 3,0 bing acid phosphoric (TT).
Pha déng B: Acetonitril (TT)).

Dung dich thir. Hoa tan 50,0 mg ché phdm trong nudc va
pha lodng thanh 50,0 ml véi cing dung méi.

Dung dich doi chiéu (1): Pha loang 5,0 ml dung dich thir
thanh 100,0 ml bang nwréc. Pha loang 2,0 ml dung dich thu
dugc thanh 100,0 ml bang medc.

Dung dich déi chiéu (2): Hoa tan 5,0 mg tap chét A chudn
cua oxymetazolin va 5,0 mg ché phidm trong nwdc va
pha lodng thanh 50,0 ml véi cung dung méi. Pha loing
10,0 ml dung dich thu dugc thanh 50,0 ml bing nudec.
Dung dich déi chiéu (3): Pha loang 1,0 ml dung dich déi
chiéu (2) thanh 20,0 ml bing nudrc.

Diéu kién sdc ky-:

Cot kich thuée (25 cm x 4,6 mm) dugc nhdi pha tinh end-
capped octadecylsilyl silica gel diing cho sdc ky (5 pm).
Detector quang phé tir ngoai dat & buée séng 220 nm.
Tbc do dong: 1,0 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Tién hanh séc ky theo churong trinh dung méi nhu sau:
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Thoi gian Pha djng A Pha djng B
(min) (% tt/tt) (% tit)
0-5 70 30
5-20 70 — 15 30— 85

20-35 15 85

Thai gian luu trong dbi S0 véi oxymetazolin (thoi gian luu
khoang 5,0 min): Tap chét A khoang 0,9.

Kiém tra tinh phu hop cua hé théng: Trén sic ky db cua
dung dich d6i chiéu (2), 46 phén giai giira pic cua tap chit
A va pic ciia oxymetazolin it nhat 1a 4,0.

Gioi han:

Tap chét A: Dién tich pic tap chit A khéng dugc lon hon
1,5 1an dién tich pic tuong img thu dugc trén sic ky d6 cua
dung dich dbi chiéu (3) (0,15 %).

Tap don khac: Véi méi tap chat, dién tich pic khéng dugc
l6n hon dién tich pic chinh trén sac ky do6 cua dung dich
d01 chiéu (1) (0,10 %).

Téng dlen tich pic cua tit ca cac tap chit khéng dugc l6n
hon 5 14n dién tich pic chinh thu dugc trén sic ky dé cua
dung dich d4i chiéu (1) (0,5 %).

Bo qua nhimg pic c6 dién tich nhé hon hodc bing 0,5 lan
dién tich pic chinh thu dugc trén sic ky d6 cia dung dich
ddi chiéu (1) (0,05 %).

Ghi chu:

Tap chit A: N~(2-aminoethyl)-2-[4-(1,1-dimethylethyl)-3-hydroxy
-2,6-dimethylphenyl]acetamid.

Tap chat B: 2-[4-(1,1-dimethylethyl)-2,6-dimethylbenzyl]-4,5-
dihydro-1H-imidazol (xylometazolin).

TapchétC: 2-[4-(1,1 -dimethylethyl)-3-hydroxy-2,6-dimethylphenyl]
acetamid.

Tap chét D: Acid [4<(1, 1-dimethylethyl)-3-hydroxy-2,6-dimethylphenyl]
acetic.

TapchatE: [4-(1,1 -dimethylethyl)-3-hydroxy-2,6-dimethylphenyl]
acetonitril.

Nude
Khong dugc qu{i 0,3. % (Phu luc 10.3).
Dung 1,00 g ché pham.

Tro sulfat
Khong dugc qué 0,1 % (Phu lyc 9.9, phuong phiép 2).
Dung 1,0 g ché pham.

Pinh lwgng

Hoa tan 0,200 g ché phim trong hén hop gdm 20 ml acid
acetic khan (TT) va 20 ml anhydrid acetic (TT). Chuén d¢
bang dung dich acid percloric 0,1 N (CD), x4c dinh diém
twong duong bing phuong phép chuin do do dién thé (Phy
luc 10.2).

1 ml dung dich acid percloric 0,1 N (CP) tuong duong véi
29,68 mg C,¢H,;CIN,0.

Bido quin
Trong bao bi kin.

Loai thude
Pdng vén alpha-adrenoceptor, chét gy co mach.



