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dich c6 néng 46 2 mg/ml diphenhydramin hydroclorid.
Pha loang 5,0 ml dung dich thu duoc thanh 100,0 ml bing
pha djng.

Dung dich doi chiéu (1): Dung dich chira 0,1 mg/ml
diphenhydramin hydroclorid chuan trong pha déng.

Dung dich déi chiéu (2): Dung dich chira 0,1 mg/ml
tap chit A chuin cua diphenhydramin va 0,1 mg/ml
diphenhydramin hydroclorid chuin trong pha déng.

Diéu kién sdc ky:

Cot kich thuée (25 cm x 4,6 mm) dugc nhdi pha tinh B
(5 pm). ]

Detector quang phoé fir ngoai & budc séng 220 nm. Detector
DAD cho phép thir dinh tinh B.

Tbc do dong: 1,2 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Kiém tra tinh 1 phu hop cia hé thong: Trén sic ky d6 cia dung
dich déi chiéu (2), 46 phan giai gira pic diphenhydramin
va pic tap chéit A khéng nho hon 2,0 (thdi gian luu twong
d6i cua pic tap chét A so véi diphenhydramin 1a 0,9). P
léch chuan tuong déi cua dién tich pic dlphenhydramm thu
duogc tir 6 1an tiém 13p lai dung dich déi chiéu (1) khéng
1om hon 2,0 %.

Tinh ham luong diphenhydramin hydroclorid, C;;H; NO.
HCI, trong ché pham dua vao dién tich plC thu duoc trén
sic ky d6 cua dung dich thir, dung dich déi chiéu (1) va
bam lugng cia C;;H,NO.HCI trong diphenhydramin
hydroclorid chun.

Bio quin
Noi khé mat, tranh anh sang.

Logi’ thude
Thuodc khang histamin.

Ham lurgng thwdng ding
10 mg/ml.

VIEN NEN DIPHENHYDRAMIN

La vién nén chira diphenhydramin hydroclorid.
Ché pham phai dap ing cac yéu cau trong ghuyén luén
“Thudc vién nén” (Phu luc 1.20) va céc yéu cau sau day:

Ham hrgng diphenhydramin hydroclorid, C;;H, NO.HCI,
tir 90,0 % dén 110,0 % so véi lugng ghi trén nhan.

Pjnh tinh

A. Liy mot luong bjt vién tuong dwong v6i 50 mg
dlphenhydramm hydroclorid, chnet bﬁng cloroform (TT)
2 lin, m&i lan 10 mL Loc dich chiét, béc hai dich loc dén
cin, ldy khoang 5 mg cén hoa tan trong 0,15 ml nworc,
thém 2 ml acid sulfuric (TT), mau vang duoc tao thanh.
Thém 0,5 ml acid nitric (TT), mau chuyén thanh d6. Thém
15 ml nude, 4é nguéi, thém 5 ml cloroform (TT), lic va dé
yén cho tach 16p, 16p cloroform cé mau tim.

VIEN NEN DIPHENHYDRAMIN

B. Trong myuc Pinh lugng, pic chinh trén sic ky db cua
dung dich thir phai cé thoi gian luu twong {mg v6i thoi
gian lru cua pic chinh trén sic ky d6 ciia dung dich chuén.

Tap chit lién quan

Phurong phép sic ky 16p méng (Phu luc 5.4).

Ban mong: Silica gel H.

Dung méi khai trién: Cloroform - methanol - diethylamin
(80:20:1)

Dung dich thir: LAy mét lugng bot vién tuong tmg véi
100 mg diphenhydramin hydroclorid, chiét 3 1in, mdi lan
10 ml cloroform (TT). Gop va loc dich chiét, dé bay hoi dich
chiét dén gan kho. Hoa tan cén trong 5 ml cloroform (TT).
Dung dich doi chiéu: Pha loang 1 ml dung dich thur thanh
100 ml bang cloroform (TT).

Céch tién hanh: Chim riéng biét 5 ul mdi dung dich trén
1én ban méng. Trién khai séc ky dén khi dung méi di duoc
10 cm. D& ban mong kho ngoai khong khi 5 min, phun 1én
ban mong acid sulfuric (TT) va say 6 120 °C trong 10 min
hoac dén khi xuét hién céc vét.

Trén sic ky do cua dung dich thir khéng dugce c6 vét phu
nao dam hon vét thu dwoc trén séc ky d6 cta dung dich déi
chiéu (1,0 %).

Po hoa tan (Phu luc 11.4)

Thiét bi: Kiéu gio quay.

Méi truong hoa tan: 500 ml nuoc.

Téc dg quay: 100 r/min.

Thoi gian: 30 min.

Céch tién hanh:

Dung dich thir: Sau thoi gian hoa tan quy dinh, liy mot
phén dich hoa tan, loc, b 20 ml dich loc dau.

Dung dich chudn: Dung dich diphenhydramin hydroclorid
chudn trong nwde co6 ndng d6 tuong dwong ndng dd
diphenhydramin hydroclorid ctia dung dich thir.

Xac dinh lwgng diphenhydramin hydroclorid hoa tan biang
phuong phap sac ky long (Phy lyc 5.3). Sir dung pha dqng
va céc diéu kién sic ky nhu & phan Dinh lugng, thé tich
tiém la 50 pl.

Yéu cdu: Khéng it hon 70 % (Q) lugng diphenhydramin
hydroclorid, C;;H;NO.HCI, so véi lugng ghi trén nhin
dugc hoa tan trong 30 min.

Pinh lrgng

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

Pha dong: Acetonitril - nudc - triethylamin (50 : 50 : 0,5),
diéu chinh bing acid acetic bang (TT) &én pH 6,5. C6 thé
diéu chinh ty 1& néu cin.

Dung dich thir: Can 20 vién, tinh khéi lugng trung binh
va nghién thanh bdt min. Can mdt lwgng bt vién tuong
duong voi 50 mg diphenhydramin hydroclorid, hoa tan
bing nirde va thém nuede vira da 100,0 ml, loc.

Dung dich chudn: Hoa tan mdt lugng cin chinh xéc
diphenhydramin hydroclorid chuin trong nwéc dé thu
dugc dung dich c6 ndng dd khoang 0,5 mg/ml.
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DICH TRUYEN RINGER - LACTAT

Dung djch phdn gidai: Hoa tan khodng 5 mg benzophenon
trong 5 ml aceronitril (TT), pha loing vé&i nude thanh
100 ml va lic déu. LAy 1,0 ml dung dich nay va 5 mg
diphenhydramin hydroclorid chudn vao binh djnh mirc
10 ml, thém medre dén vach, lac déu.

Diéu ki¢n séc ky:

Cot kich thude (25 cm x 4,6 mm) duge nhdi pha tinh silica
gel duwgc bién d6i hoa hoc gdin vai nhém cyano (5 pm).
Detector quang phd tir ngoai dit & budc séng 254 nm,
Téc 46 dong: 1,0 m/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Kiém tra tinh phd hgp cia hé thdng sic ky: Tiém dung
djch phan giai. Phép thir chi c6 gia trj khi 4§ phén giai gitra
pic benzophenon va pic diphenhydramin khong nhoé hon 2.
Tién hanh sic ky vGi dung djch chudn, do léch chuén
twong dbi cua di¢n tich pic diphenhydramin tir c4c 14n tiém
1ap lai khéng dugc 16n hon 2,0 %. HE s d6i x(mg ca pic
diphenhydramin khong dugc 16n hon 2,0.

Tién hanh sic ky 1An luot vai dung djch chuén va dung
dich thur.

Tinh ham lugng cua diphenhydramin hydroclorid,
C,7H,,NO.HCI, trong vién dya vao dién tich pic trén sic
ky dd cua dung dich chuin, dung dich thir va ham lugng
C,7H;,NO.HClI trong diphenhydramin hydroclorid chuén.

Bdo quan
Trong bao bi kin.

Loai thudc
Thubc khang histamin.

Ham lwgng thedmg ding
25 mg; 50 mg.

DJCH TRUYEN RINGER - LACTAT

La dung dich v6 khudn dé truyén tinh mach c6 chra:
0,027 % calci clorid, 0,04 % kali clorid, 0,6 % natri clorid
va 0,32 % natri lactat trong nudc dé pha thube tiém.

Ché phAm phéi dap (ng cic yéu cAu trong chuyén lufn
“Thudc tiém, thubc tiém truyén, thubc chy” (Phy lyc 1.19)
va chc yéu chu sau:

Ham lwgng natri, Na, tir 0,27 % dén 0,32 %,
Ham lugng kali, K, tir 0,019 % dén 0,022 %,
Ham lurgng clorid toan phin, CI, tir 0,37 % dén 0,42 %.

Ham lugng calci clorid dihydrat, CaCl,.2H,0, tir 0,025 %
dén 0,029 %.

Ham lugng lactat, C;H0;, tir 0,23 % dén 0,28 %.
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Tinh chét
Dung djch trong, khong mau.

Dinh tinh

A. Lam 4m ché phdm cing voi kali permanganat (TT), tao
thanh acetaldehyd (dinh tinh lactat).

B. Trong phin Djnh lugng lactat, théi gian luu cia pic
chinh trén sic ky dd thu duge cua dung dich thir phai
twong (g v&i thoi gian luu cua pic chinh trén sic ky db
ctia dung dich chudn,

C. Dinh tinh natri v kali: Dung mdt diy bach kim, ldy mot
it cin thu dugc sau khi bdc hoi dung dich ché phim, dua
vao ngon lira khi ddt hay dén con, ngon lira s& nhugm mau
vang. Khi quan sat ngon lra qua kinh mau xanh lam thi
ngon lira nhudm mau do tia.

D. Dung djch ché phdm phai cho phan tng (B) ciia ion
calci (Phy luc 8.1).

E. Dung djch ché phim phai cho phan tmg (A) cia ion
clorid (Phuy luc 8.1).

pH
Tir 5,0 dén 7,5 (Phy lyc 6.2).

N§i djc td vi khuin

Khéng qua 0,25 EU/ml.

Tién hanh theo chuyén luan “Phép thir ndi doc t6 vi khuan”
(Phy lyc 13.2).

DPjnh lugng calci clorid dihydrat

Léy chinh x4c 50,0 ml dung dich ché phim véo binh nén
dung tich 250 ml, thém 5,0 ml dung dich magnesi sulfat
0,01 M (CP) va 5 ml dém amoniac pH 10,9, lac déu.
Chuén d¢ bing dung dich Trilon B 0,01 M (CP), st dung
dung djch den eriocrom T (TT) 1am chi thi.

Tinh két qua tir hiéu thé tich dung dich Trilon B 0,01 M
(CD) va thé tich dung dich magnesi sulfat 0,01 M (CP) da
thém viao.

| ml dung dich Trilon B 0,01 M (CP) tuong {mg véi
1,470 mg CaCI22H20

Pinh lrgng kali

Phuong phap quang phc") phat xa nguyén tir (Phy luc 4.4,
Phwong phap 1).

Dung dich chudn: Tién hanh pha loang dung djch kali mdu
600 phdn triéu K (TT) timg budc bing nuoc trao doi ion
(TT) 4é thu dugc day dung dich chudn kali c6 ndng 46
thich hgp.

Dung dich thir: Tién hanh pha loang dung dich ché phim,
tirng budc bﬁng nudc trao doi ion (TT), dé thu dugc dung
dich c6 nbng d6 kali thich hop.

Céch tién hanh:

Tién hanh do cudng dd phat xa cia dung dich chuén
va dung dich thir bing phuong phép quang phd phét xa
nguyén tir (Phy lyc 4.4), tai budce séng 766,5 nm.



