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ALUMINII HYDROXIDUM

Aluminium hydroxide

Molecular formula:Al(OH)3

Relative molecular mass:78.00

Chemical name:Aluminium hydroxide CAS Reg. No. 21645-51-2

Description:)(.
Solubility:)750~/(TS

)70~/(TS)80~/(TS.
Category:.

Storage:.

REQUIREMENTS

General requirement:%71.9

%94.9Al(OH)3.
Identity test:0.105)80~/(TS.

0.5R.
)(Heavy metals:0.55

)300~/(TS10.)pH(4-3

40.)("
)(Limit test for heavy metals"A)1129(

60/.
Arsenic:3.320)100~/(TS35

"Limit test for arsenic"
)1130(5/.
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Ammonium salts:5.025

)200~/(TS200100

25.0)0.1/(VS.
)0.1/(VS/TS

22.5)0.1/(VS.
Chlorides:0.102)130~/(TS

10."
Limit test for chlorides")1129(10/.

Sulfates:0.105)70~/(TS

10."Limit 

test for sulfates")1125(5/.
Neutralizing capacity:

1500.50200

)0.05/(VS3737°

1015201.82.33.0)(
4.0.10)0.5/(VS37°

37°.)0.1/(
VS)pH(3.5.%83.3

A W  38.46/(y-150) (1000)y)0.1

/(VSAAl (OH)3W

38.46Al(OH)3.
Alkalin impurities:)pH(0.04/

R10.0.
Assy:0.15"

Complexometric titrations")1137.(1

)0.5/(VS3.900Al(OH)3.
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AMIKACINUM

Amikacin

Molecular formula:C22H43N5O13

Relative molecular mass:585.6

Graphic formula:

Chemical name:

Description:.
Solubility:.

Category:.
Storage:.

REQUIREMENTS

General requirement:900

C22H43N5O131.

Identity testes:
:A1011)~80/(TS

2)II) (10/(TS.
B:0.0534TS)(Anthrone TS
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.
:Specific optical rotation20/

:105to97][
C20

Da.
Sulfated ash:)(2)1000~

/(TS2.0)~1760/(TS10/.
Water:"Determination of water 

by the karl Fischer method"A)1145(2.0

85/.
pH Value :10/11.5-9.5.

Assay:"
Microbiological assay of antibiotics) "1155()a(Bacillus

Subtilis)ATCC 6633(Cml)(pH6.7-6.5

 6.0 )pH(TS1 TS2 TS3)20-5

/( 35-32°)b(Staphylococcus aureusATCC)

29737(
)10/(.

fiducial limits)P= 0.95(estimated potency%95%105

.P= 0.95)(900/
anhydrous.

AMIKACINI SULFAS

Amikacin Sulfate

)non-injectable(
Sterile

Molecular formula:C22H43N5O13,2H2SO4

Relative molecular mass:781.8
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Graphic formula:

Chemical name:

Description:.
Solubility:RRR

R.
Category:.

Storage:.
Labelling:

.

REQUIREMENTS

General requirement:650

1.

Identification tests:
A:1011)80~/(TS

2)II) (10/(.
B:0.0534Anthron TS
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.
C:20/A"General

identification tests")1123.(
Specific optical rotation:10/

79to69][
C20

Da.
Sulfated ash:)(2)1000~/(

TS0.2)1760~(TS10/.
Water:"Determination of water by 

the Karl Fischer method"A)1145(0.2

50/.
pH Value :10/7.5-6.0.

Assay:"Microbiological 

assay of antibiotics")1155()a(Bacillus Subtilis)ATCC 

6633(Cm1)pH(6.7-6.5

6.0 )pH(TS1 TS2 TS3)20-5/(
35-32°)b(Staphylococcus aureus)TCC 29737(

)10

/(.fiducial limits

)P=0.95(estimated potency%95%105)P=0.95.(
)P=0.95(650/

anhydrous.

Additional Requirements for Sterile Amikacin Sulfate

Storage:.
Sterility:"Sterility testing of 
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antibiotics) "1162(membran filtration.

Additional requirements for Amikacin sulfate for parenteral use

") "456.(
Bacterial endotoxins:"

Test for bacferial endotoxins) "530(
0.33RS1.

Additional requirements for Amikacin sulfate for sterile use

"Test for sterility of non- 

injectable preparations) "532.(

AMILORIDI HYDROCHLORIDUM

Amiloride hydrochloride

anhydrous

dihydrate

Molecular formula:C6H8ClN7O, HCl)(C6H8ClN7O,HC1,2H2O)
.(

Relative molecular mass:2661.1)(302.1).(
Graphic formula:
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Chemical name:

Description:
.

Solubility:)750~/(TSR

R.
Category:.

Storage:.

RQUIREMENTS

General requirement:%98.0

101.0C6H8ClN7O,HCl.

Identity tests :
ACBC.

A:"
Spectrophotometry in the infrared region) "143.(

RS

reference spectrum.
B:5.0/)0.1/(VS

230380285

3611285

3610.280.31.
C:5/A"General
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identification tests ")1121.(
Sulfated ash:0.1.

Water:"Determination of water 

by Karl Fischer method"A)1145(0.2

110/130/.
Free acid:1.050R50

)0.1/(VSPotentiometrically0.3.
Related substances:"Thin-

layer chromatography) "184(Silica gel R1

15R2)50~/(TS.
54R1R

A:0.41B:4.01.

)365.(A

B.
Assay:0.45100R115

R10/TS)0.1

/(VS"
Non-aqueous titration"A)1142.(1)0.1/(

VS26.61C6H8ClN7O,HCl.

AMODIAQUINUM

Amodiaquine

Molecular formula:C20H22C1N3O

Relative molecular mass:355.9
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Graphic formula :

Chemical name:

Description:.
Solubility:R.

Category:.
Storage:.

REQUIREMENTS

General requirement:%97.0% 103.0

C20H22C1N3O.

Identity test :
ABC.

A:"Spectrophotometry in 

the infrared region) "143.(
free base

RSreference spectrum.
B:200.10.5/)(IITS

.
C:"RelatedSubstances."A

B.
Sulfated ash:2.0/.

Water:"Determination of water by 
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the Karl Fischer method"A)1145(0.8

5.0/.
Related substances:"

Thin-layer chromatography) "184.(
R)260~/(TS.

Silica gel R2919

dehydrated.0.15

10)A.(reference40

RS2.0

2.)B(.
1.0B200)C.(10

ABC.
chromatogram)254.(

AC.
Assay:0.3)0.1/(

VS20010.01000.
15RS1)0.1

/(VS.1342

Solvent cell)0.1/(VS.
)(C20H22C1N3O(355.9/428.8)(20C)(AuIAs)355.9

428.8C

1anhydrousRS

AuAs.

AMPHOTERICNUM B

B(Amphotericine B)

Bparenteral

Molecular formula:C47H73NO17
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Relative molecular mass:924.1

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSRR

200R20RR.
Category:.

Storage:B

28°.
Labelling:B

B.
Additional information :B

.
)pH.(
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REQUIREMENTS

General requirement :B750

1.

Identity tests :
A:255RR

502.0200R.
300450362381

405.1362381

0.63814050.9.
B:12.0R5)1440~

/(TS.
.15.

Sulfated ash:30/.
Loss on drying :60°)

0.6kpa5mm(50/.
Content of tetraenes:0.055

RR50450

R)A.(0.05B

RS)B.(25Nystatin RS

25RR250

450R)C.(
1ABC282

304blank5R50

R450R.
%1
cm1AABC:F+1000(B1A2-

B2A1)/(C2B1-C1B2)A1A2
%1
cm1A282304
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B1B2
%1
cm1ABRS282304

C1C2
%1
cm1ARS282304F

BRS

150/.
Assay:0.060Rshaking

R100.10100R

"Microbiological assay of antibiotics"
)1145(Saccharomyces cerevisiae(NCTC 10716 or ATCC 9763)

Cm3)pH(6.1)pH(10.5

TS1B)0.510.0/(
33-29°.fiducial limits(P=0.95)

estimated potency%95%105.
(P=0.95)750/.

B

Additional require ments for Amphotericin B for Parenteral use

"Parenteral preparations")456.(
Sulfated ash:5.0/.

Content of tetraenes :100/.
Bacterial endotoxins :"

Test for bacterial endotoxins) "530(
0.9RS1.

ARGENTI NITRAS

Silver nitrate

Molecular formula:AgNO3

Relative molecular mass :169.9
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Chemical name :Silver (1+) nitrate; CAS.Reg. No.7761-88-8

Description:.
Solubility:0.5)750~/(TS.

Category:Antiinfective.
Storage:.

Additional informations :
.

.

REQUIREMENTS

General requirement :%99.0%100.5

AgNO3

Identity tests :
A:201.0)100~/(TS

0.1TS

.
B:201.0)80~/(TS

)100~/(TS)1000~/(TS.
C:2)(ferrous Sulfate)15/(TS2

0.05/A"
General identificution tests")1122.(

Clarity and colour :0.410.
Acidity or alkalinity :0.4102

0.1/TS.
20.1/TS.

Foreign salts:1.2307.5)70~
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/(TS5.20

105°2.0.
Bismuth, Copper, and Lead:1.052

)100~/(TS

.
Asaay:0.3502)130~

/(TS4ferric ammonium sulfate)45/(TS.
)0.1/(VS.1

)0.1/(VS16.99AgNO3.

AZATHIOPRINUM

Azathioprine

Molecular formula:C9H7N7O2S

Relative molecular mass:277.3

Graphic formula:

Chemical name:

Description:.
Solubility:)750/(TS

R.
Category:Immunosuppressive.
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Storage:.
Additional informations:.

:
.

REQUIREMENTS

General requirement :%98%101.5

C9H7N7O2S.
Identity tests:

ABC.
A:"

Spectrophotometry in the infrared region) "143.(
RS

reference spectrum.
B:"Substances Related."

BC.
C:20100.1)420~/(TS5

10R5.
0.1)100/(TS0.1Sulfamic acid R

.12-naphthol TS1-
.

Sulfated ash:1.0/.
Loss on drying:105°)0.6 kpa

5(510/.
Acidity of alkalinity:0.52515

200.15/TS0.10

)0.02/(VS0.100.02/(VS
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).(
Related substances:"Thin-

layer chromatography")184(Cellulose R3)
(1-butanol R)100~/(TS.

103)100~/(TS)A:(10

1)B:(0.151)C:(0.15

RS1.
)254.(A

B.
Assay:0.550R

)1.0/(VS.Potentiometrially

"titration Non-aqueous"B)1

132.(1)1.0/(VS27.73

C9H7N7O2S.

BACITRACINUM

Bacitracin

)non-injectable(
Sterile

Composition:Poly peptide

organismlicheniformisBacillus subtilis.
AB1B2.CAS Reg.No. 1405-87-4.

Description:
.

Solubility:RR)750~/(TS

RRR.
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Category:Antiinfective drug.
Storage:

15°.
microorganisms.

Labelling:
.

Additional information:hygroscopic.
.

.

REQUIREMENTS

General requirement:551

.

Identity tests:
"ChromatographThin-layer) "1

84(Silica gel R160-1R (1-butanol)

10615RR5

)750~/(TS.1

)10/(TS) :A(6.01)B(6.3

bacitracin Zinc RS1.)C(1AB

.
(triketohydrindene/pyridine/butanol)TS110°10

..
AB.C.

Sulfated ash:20/.
Loss on drying:60°)0.6 kpa

5(350/.
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pH Value:1.010R

)pH(5.57.5.
F:30100)0.05

/(VS.2902520.15.
Assay:0.0550.5

)70~/(TS100.
30"

Microbiological assay of antibiotics) "1155(Micrococcus luteus

(NCTC 7743 or ATCC 10240)Cm1)pH(7.1-7.0

6.6-6.5TS)pH(7.06.0

)4-11(39-35°35-32°.
(P=0.95)estimated potency%95%105

.(P=0.95)55

1.

Additional Requirement for Sterile Bacitracin

Storage:
15°.

Stirility:"Sterility testing of 

antibiotics) "1162(.

Additional Requirements for Bacitracin for sterile use

"Test for sterility of non-

injectable Preparations) "532(
Bacterial endotoxins:"

Test for bacterial endotoxin) "530(
0.01RS1.
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BACITRACINUM ZINCUM

Bacitracin Zinc

)non-injectable(
Sterile

Composition:
licheniformisBacillus subtilis.A1B1

B2.CAS Reg. No. 1405-89-6.
Description:

.
Solubility:900500)750~/(

RR.
Category:antiinfective.

Storage:
25°.
.

Labelling:
.

Additional information:hygroscopic.
General requirement:55

1.

Identity tests:
A:"Thin-layer chromato graphy) "1

84(Silica gel R160-1)1-

butanol(R106R15R5

)750~/(TS.1

)10/(TS:6.0 (A)1)B(6.0
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RS1.)C(1AB

.
(triketohydrindene/pyridine/butanol)TS110°10.

.A

B.C.
B:)(301.0)70/(TS

1.0)45/(TS.
1.0)100~/(TS0.05)II()1/(

TS2.0ammonium mercurithiocyante TS.
Loss on drying:60°)0.6 kpa

5mm(350/.
pH Value:1.010R

)pH(7.5-6.0.
F:30100)0.05/(

VS.2902520.15.
Zinc:0.205)60~/(TS5050

xylenol orange Rmethenamine R.2.0

methenamine R)0.01/(VS

.1)0.01/(VS0.6537

40/60/.
Assay:0.0550.5

)70~/(TS100.30

"Microbioloyical assay of 

antibiotics) "1145(Micrococcus luteus)NCTC 7743 or ATCC 10240(
Cml)pH(7.1-7.06.6-6.5TS

)pH(7.06.0)4-11(
39-35°35-32°.
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)estimated potency (P~=0.95%95%105.
)P=0.95(551

.

Additional Requirements for Stirile Bacitracin Zinc

Storage:
25°.

Sterility:"Sterility testing of 

antibiotics) "1162(.
Peptone)1/(TS1R.

Additional Requirements for Bacitracin Zinc for sterile use

"Test for sterility of non-

injectable preparations) "532.(

BARII SULFAS

Barium sulfate

Molecular formula:BaSO4

Relative molecular:233.4

Chemical name:Barium sulfate (1:1);CAS Reg.No. 7727-43-7

Description:grittiness.
Solubility:

.
Category:radiocontrast.

Additional information:.
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Identity tests:
A:0.25.0R5510

)B.(5)70~/(TS5

A"General identification 

tests")1123.(
B:A.5

)70~/(TS0.3)100~/(TS

)80~/(TS.
Sedimentation:5.050

5014-11

50515

15.
)(Heavy metals:46

)60~/(pb TS441050.
25"

Limit test for heavy metals"A)1126(10/.
Arsenic:0.5302

)1000~/(TS.
5

1)1760/(TS

.10)100~/(TS

10"Limit test 

for arsenic")1130(2/.
Soluble barium salts :102030

)60~/(TS550.10

1)100~/(TS101.
.
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Phosphates:1.03)130~/(TS7

5.10.5TS

ammonium molybdate/vanadate5

10

)5/(TS.
Oxidizoble sulfur compounds:1.0530

.0.1TS0.1R1

Potassium iodate)3.6/(TS1

)1/(VS

.
Acid-soluble substances:515)300~/(

TS105

105°15.
Loss on ignition:)(1.0600°20/.

Acidity or alkalinity:5.020

R5.100.05bromothymol 

blue/ethanol TS0.5)0.01/(VS0.5

)0.01/(VS

).(

BECLOMETASONE DIPROPIONAS

Beclometasone dipropionate

Molecular formula:C28H37C1O7

Relative molecular mass:521.0
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Graphic formula:

:Chemical name

Description:.
Solubility:60)750~/(TS8

R.
Category:Antiasthmatic.

Storage:.

REQUIREMENTS

General requirement:%96.0

%104.0C28H37C1O7.

Identity tests :
A:"

Spectro photometry in the infrared region) "143.(
RSreference spectrum

.
B:"Thin-layer chromatography) "1

84()( RI1

R9R5.
16

.
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.4R1Toluene 

R.29

R1R)A(2.51)B(
2.5RS1.

120°15

/TS120°10.
)365.(

AB.
Specific optical rotation:10/R

:94to88][
C20

Da.
Sulfated ash:1.0/.

Loss on drying:5.0/.
Related substances:"Thin-

layer chromatography")184(Silica gel RI

95R5R0.2.
109R1R

) :A(151)B(0.301.
105°10

/TS

.A

B.
Assay:

.
20)750~/(TS

100.20)750~/(TS

10010.025

2.0/TS
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R.2.0/TS

R.
30°.)750~

/(TS25.1525

Solvent cell10

)750~/(TS.C28H37C1O7

RS.

BENZATHINI BENZYLPENICILLINUM

Benzathin benzylpenicillin

)non-injectable(
sterile

Molecular formula:C16H18N2O4S)2,C16H20N2) (anhydrous(
Relative molecular mass:909.1)(

Identity tests:

Chemical name:

Other name:G)Penicillin G benzathine(.
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Description:.
Solubility:)750~/(TS

RR.
Category:Antibacterial.

Storage:
30°.

Labelling:
.

Additional information:
Water of crystallization.

REQUIREMENTS

General requirement:%96.0

%100.5Penicillins(C16H18N2O4S)2,C16H20N2

%24.0%27.0C16H20N2.

Identity tests:
A:212)1760~/(

TS.1.
212/TS

.
1.
B:0.12)1/(TS2

3R1

)375~/(TS.5)7/(TS90°5

.)150~/(TS10/
R214°)Picrate.(
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Water:"Determination of water 

by Karl Fischer method"A)1145(0.5

50/80/.
pH Value:)pH(0.0510

R7.5-5.0.
Assay:

A:For total penicillins:0.06510

R1000.
2.0.10.0

imidazol/TS60°25

.20°)A.(10.0

)B.(
1325

2.010.0/TSA

B.
AB(C16H18N2O4S)2,C16H20N2

0.050RS

1RS(C16H17N2O4S)1.275

(C16H18N2O4S)2,C16H20N2.
0.03 ± 0.62.

B:C16H20N2:130)400

/(TS10)150~/(TS

50R.10

25.
2dehydrated)(R

.50R

0.1)/(VS1-naphtholbenzein/acetic acid TS.
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liberated base.1

)0.1/(VS12.02C16H20N2.

Additional Requirements for Sterile Benzathin Benzylpenicillin

Storage:
30°.

Sterility:"Sterility testing of 

antibiotics) "1162(TSPenicillinase

.

Additional requirements for Benzathine benzylpenicillin for parenteral use

"Parenteral preparations) "456(
Bacterial endotoxins:

"Test for bacterial endotoxins) "530(
0.01RS1.

Additional requirements for Benzathin benzylpenicillin for Sterile use

"Test for Sterility of non-

injectable preparations) "532.(

BETAMETHASONI VALERAS

Betamethason Valerate

Molecular formula:C27H37FO6

Relative molecular mass:476.6
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Graphic formula:

:Chemical name

Description:.
Solubility:)750~/(TS

RR.
Category:Antiinflammatory.

Storage:.

REQUIREMENTS

General requirement:%96.0

%104.0C27H37FO6.

Identification tests:
ABDCE.

A:"
Spectrophotometry in the infrared region) "143.(

RSreference spectrum

.
B:2020)750~/(TS220.

210/
TS60°20.

1423 nm0.25.
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C:"Related steroids."
ACB.

AB.
D:"flask methodOxygen) "1

132(70.5)0.01

/(VS20absorbing.0.10.1

Sodium alizarin sulfonate)1/(TS0.1TSZirconyl nitrate

.
E:0.052.0/TS15.

2.0)100~/(TS1

/.
Specific optical rotation:10/

81to75][
C20

Da.
Sulfated ash:0.1)(2.0/.

Loss on drying:105°5.0/.
Related steroids:"Thin-

layer chromatography) "184(R1Silica gel

95R5R0.2.
19R1R

(A):151(B):15RS

12(C)A

B1(D)0.151

AB.
.105°10/

TS.A

D.



49

Assay:
.

20)750~/(TS

100.20)750~/(TS

100.10.025

2.0/TSR.
0.2/TS

R.1

30°.)750~/(TS

25.1525

10)750~/(
.C27H37FO6RS

.

BIPERIDENUM

Biperiden

Molecular formula:C21H29NO

Relative molecular mass:311.5

Graphic formula:

Chemical name:
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Description:.
Solubility:RR

)750~/(TS.
Category:Antiparkinsonism.

Storage:.

REQUIREMENTS

General requirement:%98.0%101.0

C21H29NO.

Identification tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSreference spectrum.
B:205)1440~/(TS.
C:0.20800.5)70~/(TS

.5TS1bromine

.TS1.
D:114°.

Sulfated ash:1.0/.
Loss on drying:3105°10/.

Related substances:"Thin-

layer chromatography) "184(R1Silica gel

)0.5/(VS96.5Toluene

R3.5R.5R

(A):401(B):0.201.
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Potassium idobismuthate 

TS2.A

B.
Assay:0.4 30R10.15

1-naphtholbenzein/acetic acid TS)0.1/(VS

"Non-aqueous titration"A)
1142.(1)0.1/(VS31.5C21H29NO.

Additional requirement for Biperiden for parenteral use

"Parenteral preparations) "456.(

BIPERIDENI HYDROCHLORIDUM

Biperiden hydrochloride

Molecular formula:C21H29NO,HCl

Relative molecular mass:347.9

Graphic formula:

Chemical name:

Description:.
Solubility:R)750~/(TSR

R.
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Category:Antiparkinsonism.
Storage:.

REQUIREMENTS

General requirement:%98.0

%101.0C21H29NO,HCl.
Identification tests:

ADBCD.
A"

Spectrophotometry in the infrared region) "143.(
RSreference spectrum

.
B205)1440~/(TS.
C0.10505TS1bromine

.TS1.
D20/B"General 

identification tests"chlorides)1121.(
Sulfated ash:1.0/.

Loss on drying:3105°5/.
Related substances:"

Thin-layer chromatography) "184(Silica

gel R1)0.5/(VS96.5

3.5R.10R:(A)

201(B):0.101.
TS2potassium iodobismuthate

.A

B.
Assay:0.430R1

10/TS0.15:
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1-naphtholbenzein/acetic acid TS.)0.1/(VS

"Non-aqueous titration"A)1142.(1

)0.1/(VS34.79C21H29NO,HCl.

BLEOMYCINI HYDROCHLORIDUM

Bleomycin hydrochloride

)non-injectable(
Sterile

Composition:
Streptomyces verticillus.A2B2CAS Reg. 

No. 67763-87-5.
Molecular formula:A2:C55H84N17O21S3,Cl.

B2:C55H84N20O21S2,HCl.
Relative molecular mass:A2:1452

B2:1461

B2/A2A2/B2 bases:
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Chemical name:

Description:.
Solubility:R)750~/(TS

RR.
Category:Cytotoxic.

Storage:.
Labelling:

.
:

.

REQUIREMENTS

General requirement:A

15002000B2/A21

.
B%55.0

%70.0A2%25.0%32.0B2

A2B2%85.A5%7.0
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B4%1.0A2demethylbleomycin%3.0.

Identification tests:
 A5105(II))160/(TS

100242

290268.
B10/B"General 

identification tests"chlorides)1121.(
Loss on drying:60°)0.6

5(460/.
pH value:5.0/6.0 - 4.5.

Copper content:756010

)0.1/(TS.10TS2

.10Zin bis (dibenzyldithiocarbamate)TS1.
.1R.

1435

R.
/(AoX15)/(AsXW)Ao

AsTS2W

0.2/.
Assay:

AMicrobiological assay:"
Microbiological assay of antibiotics) "1155(

)ATCC 607(Mycobacterium smegmatis.inoculum

:48-4027°Cm8.
3TSSaline100

Cm95027-25°5
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orbital shaker.14

5°.inoculated plates0.5

Cm827°.
reference solution7.0TSInternational

Reference PreparationB2/A2)102001.(
(P= 0.95)estimated potency

%95%105.(P= 0.95)

15002000B2/A21

.
:BContent of the bleomycin components.A

packing material.
377-373

1
1

"High performance liquid chromatography"25

4.610-5

octadecyl silyl groups.linear

gradient development91-pentanesulfonic acid TS1R

61-pentane sulfonic acid TS

4R

60) .:1.86

R1.(detector

254)20-8.(5

51.
gradient elution

80A2.
:voidbleomycin acid

A2B2A5B4A2.
                                                     

1).(
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areas

peaks.

Additional Requirements for Sterile Bleomycin Hydrochloride

Storage:.
Histamine-like substances:"

Test for histamine-like substances) "1167(1

1TS5001.
Sterility:"Sterility testing of 

antibiotics) "1162(.

Additional requirements for Bleomycin hydrochloride for Sterile use

"Test for Sterility of non-

injectable preparations) "532.(
Bacterial endotoxins:"

Test for bacterial endotoxins)"530(
10.0RS1.

BLEOMYCINI SULFAS

Bleomycin sulfate

)non-injectable(
Sterile

Composition:
Streptomyces verticillus.A2B2:CAS Reg. No. 9041-

93-4.
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Molecular formula:A2:C55H84N17O21S3,HSO4

B2:C55H84N20O21S2,HCl.
Relative molecular mass:A2:1514B2:

1524.
B2/A2A2/B2 bases:

Chemical name:

Description:.
Solubility:.

Category:Cytotoxic.
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Storage:.
Labelling:

.
:

.

REQUIREMENTS

General requirement:A

15002000B2/A21

.
B%55.0

%70.0A2%25.0%32.0B2

A2B2%85.A5%7.0B4

%1.0A2demethylbleomycin%3.0.

Identification tests:
A5105(II))160/(TS

100

242290268.
B10/A"General 

identification tests")1123.(
Loss on drying:60°)0.6

5(460/.
pH value:5.0/6.0-4.5.

Copper content:756010

)0.1/(TS.10TS2

.10TSZinc bis (dibenzyldithio carbamate1.
.1R
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.1435

R.
/(Ao  15)/(As W)Ao

AsTS2W

0.2/.
Assay:

AMicrobiological assay:"
Microbiological assay of antibiotics) "1155(

Mycobacterium smegmatis (ATCC 607).inoculum:
48-4027°Cm950

27-255Orbital

shaker.145°.
inoculated plaks

Cm827°.reference Solution

TS7.0International Reference Preparation

B2/A2)102001.(
(P = 0.95)estimated potency%95

%105.(P = 0.95)1500

2000B2/A21

.
B:Content of the bleomycin componentsA

packing material.377-373

1"High performance liquid chromatography"
254.610-5

Octadecyl silyl groups.
linear gradient development9TS1-pentanesulfonic acid1

R6TS1-
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pentanesulfonic acid4

60) .
:1.86R1.(detector

254)20-8

.(55

1.gradient elution

80A2.
:Voidbleomycin acid

A2B2A5B4A2.
areas

peaks.

Additional Requirements for Sterile Bleomycin Sulfate

Storage:.
Histamine-like substances:

"Test for histamine-like substances) "1167(
11TS5001.

Sterility:"Sterility testing of 

antibiotics) "1162(.

Additional Requirements for Bleomycin Sulfate for Sterile use

"Test for Sterility of non-

injectable preparations) "532.(
Bacterial endotoxins:"

Test for bacterial endotoxins) "530(
10.0RS1.
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BUSULFANUM

Busulfan

Molecular formula:C6H14O6S2

Relative molecular mass:246.3

Graphic formula:

Chemical name:

Other name:Myelosanum.
Description:.

Solubility:R

)750~/(TS.
Category:Cytotoxic.

Storage:.
Additional information::

.

REQUIREMENTS

General requirement:%98.5%100.5

C6H14O6S2.

Identification tests:
A:0.1105)1/(VS

methanesulfonic acid.
B.

B:A0.05
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)10/(TS.
A2)100~/(TS0.05

)10/(TS.
C:0.101.0TS0.5

)260~/(TS0.5)60~/(TS

1.blank2.5

1.0)70~/(TS4.0

)50/(TS21.
Melting range:118-115°.
Sulfated ash:1.0/.

Loss on drying:60°)
0.65(20/.

Assay:0.2525

reflux30.condenser

)0.1/(VSTSphenolphthalein/ethanol.
.1)0.1

/(VS12.32C6H14O6S2.

CALCII CARBONAS

Calcium carbonate

Molecular formula:CaCO3

Relative molecular mass:100.1

Chemical name:Calcium carbonate (1:1); CAS Reg. No. 471-34-1.
Description:.

Solubility:)750~/(TS.
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)60~/(TS)70~/(TS)130~/(TS.
Category:Antacid.

Storage:.

REQUIREMENTS

General requirement:%98.0

%100.5CaCO3.

Identification tests:

A:200.3)70~/(TS2.
"General identification tests"

)1120.(
B:0.011.0)300~/(TS

.TS.
)(Heavy metals:5/80)60~/(TS

2100)60~/(TS

Sintered glass filter)
.(20)

("Limit test for heavy 

metals"A)1126(30/.
Arsenic:3.335)70~/(TS

"Limit test for arsenic) "1130(
3/.

Barium:10)(10

TS)A.(1010)B.(
15AopalescentB.

Iron:0.2010)70~/(TS40.
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"Limit test for iron) "1129(
200/.

)(Magnesium and alkali metals:1.010

)70~/(TS201R

0.1/TS.)100~/(TS

2.40

)50~/(TS.4100.0.25

)100~/(TS50.
)(600°5.

Substances insoluble in acetic acid:
)(5105°

110.
Loss on drying:200°20

/.
Assay:0.153)70~/(TS20

250.
"Complexometric titration")1138.(1

5.004CaCO3.

CALCII FOLINAS

Calcium folinate

Molecular formula:C20H21CaN7O7,5H2O

Relative molecular mass:601.6



66

Graphic formula:

Chemical name:

Other name:Leucovorin calcium.
Description:.

Solubility:)750~/(TS.
Category:Cytotoxic.

Storage:.
Additional information::

.

REQUIREMENTS

General requirement:%95.0

%105.0C20H21CaN7O7anhydrous.
Identification tests:

ACBCD.
A:"

Spectrophotometry in the infrared region) "143.(
RSreference spectrum

.
B:203.00.5)70~/(TS0.5



67

)100~/(TS.
21.52-naphthol TS1

.
C:202.01.0)25/(TS

)300~/(TS)260~/(TS

)70~/(TS.
D:2051.0)40/(TS

curdy.)130~/(TS.
water:"Determination of water by 

Karl Fischer method"A)1145(0.2

0.080/0.150/.
Assay:Apacking material.

deionized water

Low-actinic glassware.
.

377-3731

"High performance liquid chromatography"30

4Silica gelceramic10-5

octadecyl silyl groups.
15/TS835

125R0.1±7.5

)275/(TS1000..
:15

/TS9000.1±7.5

)275/(TS1000.RS

1751)A.(
20100
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)B.(System suitability testRS

1751.1

4A)C.(
2-11.

254.
6replicate injections15C.

resolution factor3.6

peak%2.0.relative retention times

1.01.6.15AB.
peak responses

C20H21CaN7O7:100(0.1C)(ru/rs)C

1RSArursAB

.

Additional requirements for Calcium folinat for parenteral use

"Prenteral preparations) "4

56.(
Bacterial endotoxins:"

Test for bacterial endotoxins) "530(
0.51RS1.

CARBAMAZEPINUM

Carbamazepine

Molecular formula:C15H12N2O

Relative molecular mass:236.3
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Graphic formula:

Chemical name:

Description:
.

Solubility:R)750~/(
TSR.

Category:Antiepileptic.
Storage:.

REQUIREMENTS

General requirement:%98.0%102.0

C15H12N2O.

Identification tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "143.(

RS

reference spectrum.
B:"Related substances."

CD.
C:(365 mm) .
D:0.12)1000~/(TS3
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.
Melting range:193-189°.

)(Heavy metals:1.0

")(Limit test for heavy metals"3)1

127(A)1128(10/.
Sulfated ash:1.0/.

Loss on drying:1055.0

/.
Acidity or alkalinity:1.020R

15.100.1/TS

)0.01/(VS0.5

pink.0.15/TS)0.01

/(VS1.0.
Related substances:"Thin-

layer chromatography) "184(R6Silica gel

86R14R.25

) 750~/(TSR(A):0.050

1(B):0.050iminodibenzyl R

1(C):5.01(D):5.0

RS1(E):5.0RS1.
TS3

.A

B.14015

)254.(A

E.
Assay:0.1)750~/(TS
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100.1010010

100)750~/(TS.1

285.C15H12N2ORS

.
0.02 ± 0.49.

_____

CARBIDOPUM

Carbidopa

Molecular formula:C10H14N2O4 ,H2O

Relative molecular mass:244.2

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS

RR.
Category:Antiparkinsonism.

Storage:.

REQUIREMENTS

General requirement:%99.0101.0

C10H14N2O4.
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Identity tests:
A:"

Spectrophotometry in the infrared region) "140.(
RSreference spectrum.

B:511R5-4R

3.
0.1)200/(TS.

Specific optical rotation:10/
TS= -22.0 to -26.5C

Da 20][

)(Heavy metals:1.0

")(Limit test for heavy metals"3)1

127(A)1128(20/.
Sulfated ash:1.0/.

Water:"Determination of water the 

by the Karl Fischer method"A)1135(0.5

69/79/.
-0-3Methyldopa and 3-0-Methylcarbidopa:A

Packing material.377-373

1"High performance liquid chromatography"
204

Silica gel10octadecyl silyl 

groups).(98

)13.6/(TS2R1.51.
282

) 10.(
)0.1/(VS(A):0.050

RS0.050:(-)-3-(4-hydroxy-3-methoxyphenyl)-2-hydrazino-2-methylalanine RS0.10
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(-)-3-(4-hydroxy-3-methoxyphenyl)-2-methylalanine RS1

internal standard(B):101(C):10

0.11.
Apeaks(a):(b):

(-)-3-(4-hydroxy-3-methoxyphenyl)-2-methylalanine :(C)(-)-3-(4-hydroxy-3-methoxyphenyl)-

2-hydrazino-2-methylalanine.(a)(C)

C.
Assay:0.325.0)0.1/(VS

./
)0.1/(VS"

Non-aqueous titration"A)1142.(1)0.1

/(VS22.62C10H14N2O4.
_____

CHLORAMBUCILUM

Chlorambucil

Molecular formula:C14H19Cl2NO2

Relative molecular mass:304.2

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
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Category:cytotoxic.
Storage:.

Additional information::
.

REQUIREMENTS

General requirement:%98.0

%101.0C14H19Cl2NO2.

Identification tests:
A:200.20TS2

)8.5/(TS0.05RPiperidine.
.

B:0.055R10.0.05

)100~/(TS0.20)0.1/(VS

)ion.()ionizable

chlorine.(
C:0.410)70~/(TS30

.10

)0.65(R3

146.
Melting range:1.0/.

Water:"Determination of water by 

the Karl Fischer method"5.0/.
Related substances:"

Thin-layer chromatography) "184(silica gel R2

24.8

R5R4R4R.
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10R(A):20

1(B):0.41.
)254.(

AB.
Assay:0.210R10

)0.1/(VS/TS.
.1

)0.1/(VS30.42C14H19Cl2NO2.
_____

CHLORAMPHENICOLI PALMITAS

Chloramphenicol Palmitate

Molecular formula:C27H42Cl2 N2O6

Relative molecular mass:561.5

Graphic formula:

Chemical name:

Description:unctuous.
Solubility:)750~/(TS

RR.
Category:Antibacterial drug.

Storage:.
Additional information:
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%90Bpolymorph

.
%90Bpolymorph.

REQUIREMENTS

General requirement:%98.0

%102.06C27H42Cl2 N2O.

Identification tests:
A:"Thin-layer chromatography) "1

84(silica gel R49R

1R0.1.10

R(A):101(B):10

RS1.
)254.(A

B.
B:104)750~/(TS1.0) 100~/(TS

0.05R10.
.0.5)100~/(TS2

1.0R1.02-naphtol TS12.0

)400~/(TS.R.
Specific optical rotation:50/

R= + 22.5 to + 25.5C
Da 20][.
Sulfated ash:1.0/.

Loss on drying:)
0.65(R5.0

/.
Acidity:1.0355
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)750~/(TSR/TS.

)0.1/(VS/TS

300.4.
Free chloramphenicol:1.080

xylene R15

50.10R

.
1278blank

0.05.
:29.8)= 298%1

1cmA(0.45/.
Assay:0.03R100

10100.
1271C27H42Cl2 N2O6

:17.8)=178%1
1cmA.(

_____

CHLORHEXIDINI DIACETAS

Chlorhexidine diacetate

Molecular formula:C22H30Cl2 N10,2C2H4O2

Relative molecular mass:625.6

Graphic formula:

Chemical name:
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Description:
.

Solubility:5515)750~/(TS

R.
Category:Disinfectant.

Storage:.

REQUIREMENTS

General requirement:%97.5

%101.0C22H30Cl2 N10,2C2H4O2.

Identification tests:
A:0.110R2

)150~/(TS2TS1.
B:0.1100.15(II)/TS

.0.5(II)/TS

.
C:0.21)750~/(TS1)1760~/(TS

).(
Sulfated ash:2.0/.

Loss on drying:10535

/.
Chloraniline:0.2030.5

)1/(VS1)35/(TS2ammonium 

sulfamat)50/(TS.5:N-(1-naphthyl)ethylenediamine 

hydrochloride)1/(TS1)750~/(TS
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50.30.300.10R

)70~/(TS.
"Colour of liquids"

)153) (0.5/.(
Related substances:"

Thin-layer chromatography) "184(Silica gel R4

slurry:8R416

1sodium formate R0.5.50

R50)750~/(TS7

)1080~/(TS.420

)90~/(TS721)A.(
)254 nm.(

5R15

1256.
blank solution

.B:0.14

)90~/(TS10020050

R.AelutedB.
Assay:0.4530R10.15

1-naphtholbenzein/acetic acid TS)0.1/(VS

"Non-aqueous titration"A)1

142.(1)0.1/(VS15.64C22H30Cl2 N10,2C2H4O2.
______

CHLORHEXIDINI DIHYDROCHLORIDUM

Chlorhexidin dihydrochloride
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Molecular formula:C22H30Cl2 N10,2HCl

Relative molecular mass:578.4

Graphic formula:

Chemical name:

Description:.
Solubility:450)750~/(TS.

Category:.
Storage:.

REQUIREMENTS

General requirement:
%98.0%101.0C22H30Cl2 N10,2HCl.

Identification tests:
A:2010R2

)150~/(TS2TS1.
B:0.1100.15(II)/TS

.0.5(II)/TS

.
C:0.150)130~/(TSA

"General identification tests")1

121.(
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Sulfated ash:1.0/.
Loss on drying:13020

/.
Chloraniline:0.2030.5

)1/(VS1)35/(TS2sulfamate

)50/(TS.5N-(1-naphthyl)ethylenediamin hydrochloride)1/(
1)750~/(TS50

30.300.10R

) 70~/(TS.
"Colour of liquids) "1

53) (0.5/.(
Related substances:"

Thin-layer chromatography) "184(R4Silica gel

slurry:8R416

1Sodium formate R0.5.50

R50)750~/(TS7

)1080~/(TS.A1.135

)330~/(TS100R2-propanol

)200~/(TS200100

R.R

R50R

R65°300.56

)90~/(TS100.4

20A.
)254.(
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5R15

1256.blank solution

.
B:0.11)90~/(TS

10020050R.
AelutedB.

Assay:0.430R110

/TS)0.1/(VS

"Non-aqueous titration"A

)1142.(1)0.1/(VS14.46 C22H30Cl2

N10,2HCl.
_____

CHLORTETRACYCLINI HYDROCHLORIDUM

Chlortetracycline hydrochloride

)non-injectable (
sterile

Molecular formula:C22H23Cl N2O8,HCl

Relative molecular mass:515.4

Graphic formula:

Chemical name:
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Description:.
Solubility:100250)750~/(TS

RRR.
Category:Antiinfective drug.

Storage:.
Labelling:

.
Additional information:.

.

REQUIREMENTS

General requirement:900

1.

Identity tests:
A:"Thin-layer chromatography"

)184(keiselguhr:25R1

keiselguhr502.5R47.5

)0.1/(VS7)100~/(TS.
90-70.

2002R2R1R

25)0.1/(VS7

)100~/(TS.13
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R(A):0.501(B):0.50

RS1(C):0.50

RS10.50RS10.50

RS1.
)260~/(TS) 365.(

AB.
C.

B:1010TS7.61001

)365(.
C:12)1760~/(TS

1.
D:0.05/B"General 

identification")1121.(
Specific optical rotation:0.125

25.030.25

= - 235 to -250C
Da 20][.

)(Heavy metals:0.5

")(3)1127(
A)1128(50/.

Sulfated ash:5.0/.
Loss on drying:60)0.6

5(R320/.
pH value:10/3.3-2.3.

Absorption in the ultraviolet region:10

)0.5/(VS100.10

100)0.5/(VS.1025

2008.
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12740.700.76.
Assay:"

Microbiological assay of antibiotics) "1155((a))NCTC 

8241 or ATCC 14884(Bacillus pumilusCm1

6.5-6.5TS4.5)220

1(39-35(b):Bacillus cereus (ATCC 

11778 )Cm16.0-5.9TS

4.5)0.050.2(
33-29.)P = 0.95(estimated 

potency%95%105.
)P = 0.95(9001.

Additional Requirements for Sterile Chlortetracycline Hydrochloride

Storage:
.

Sterility:"Sterility testing of 

antibiotics) "1162(.

Additional requirement for Chlortetracycline hydrochloride for sterile use

"Test for sterility of non-

injectable preparation) "532.(
Bacterial endotoxins:"

Test for bacterial endotoxins) "530(
1.0RS1.

_____

CIMETIDINUM
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Cimetidine

Molecular formula:C10H16N6S

Relative molecular mass:252.3

Graphic formula:

Chemical name:

Description:.
Solubility:R.

Category:Antiulcer.
Storage:.

Additional information:
polymorphic .polymorphRS.

REQUIREMENTS

General requirement:%98.5%101.0

C10H16N6S.

Identity tests:
A:"

Spectrophotometry in the infrared region) "143.(
RS
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reference spectrumshoulderpeak

discernable1180 cm -1)polymorphic form.(
B:142.

)(Heavy metals:1.0

")(Limit test for heavy metals"3

)1127()(A)1128(
20/.

Sulfated ash:1.0/.
Loss on drying:10510.0

/.
pH value:5.0/R9.5-

8.0.
Related substances:APacking material.

377-3731

"High performance liquid chromatography"25

4.6porousceramic

10-5Octadecyl silyl groups.
:1R200.

19010)2/(TS.
8416R.

system suitability18RS24

RScaffeine1)A.(
181)B.(

11.detector

228.6replicate injections

 10A.peak responses

relative standard deviation
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%2.0resolution

3.0.1.01.4.10

B:
0.99.

Assay:0.2530R1

)0.1/(VS"
Non-aqueous titration"A)1142.(1

)0.1/(VS25.23C10H16N6S.

Additional requirement for Cimetidine for parenteral use

"parenteral preparation) "456.(
_____

CLOFAZIMINUM

Clofazimine

Molecular formula:C27H22Cl2 N4

Relative molecular mass:473.4

Graphic formula:

Chemical name:

Description:.
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Solubility:15R

)750~/(TSR.
Category:Antileprosy.

Storage:.
Additional information:217.

REQUIREMENTS

General requirement:%98.0%101.0

C27H22Cl2 N4.

Identification tests:
ABC.

A:"
Spectrophotometry in the infrared region) "143.(

RSreference spectrum.
B:5.0//)0.01/(

VS230600283487

.10.650.32.
C:23R0.1) 420/(TS

.0.5)200/(TS–

.
)(Heavy metals:1.0

")(Limit test for heavy metals"3)1

127()(A)1128(10

/.
Sulfated ash:1.0/.

loss on drying:1055.0



90

/.
Related substances:"

Thin-layer chromatography) "184(silica gel R6)
(30

shallow)17~/(TS.
85R41R.

53R)A:(20

1)B:( 0.161)C:(0.10

1.12.
5.

125

)254.(A

CB.
Assay:0.420R50R

)0.1/(VS"Non-

aqueous titration "A)1142.(1)0.1/(
VS47.34C27H22Cl2N4.

_____

CLOMIFINI CITRAS

Clomifen citrate

Molecular formula:C26H28ClNO,C6H8O7

Relative molecular mass:598.1

Graphic formula:
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Chemical name:

Description:
Solubility:RR

)750~/(TSR.
Category:ovulation inducer.

Storage:.
Additional information:EZ

 (geometric isomers).

REQUIREMENTS

General requirement:%97.0

%101.0C26H28ClNO,C6H8O7%30.0%50.0Z-)Z-isomer(

Identity tests:
ABC.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum

.
B:25/

)0.1/(VS220350235392

10.790.44.
C:10/B"General

identification tests")1121.(
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)(Heavy metals:1.0

")(Limit test for heavy metals"3)1

127(A)1128(20/.
solution in methanol:1.030R

.
Water:"Determination of water by 

the Karl Fischer method "A)1145(1

10/.
Z-)Z-isomer:("Thin-layer 

chromatography) "184(R2Silica gel90

10R1.100

5030R1) 750/(TS)A(
50Z-RS50)B.(

syringe100A100B

blank.
)254.(bands

–ZAB

blank.10

)750~/(TS.1

240)750~/(TS.
–Z:

:(A1)(W2)(1000)/(A2)(W1)A1A2-Z

RSW1W2-Z

RS-Z300/500/.
Assay:1.030R1

)0.1/(VS"Non-aqueous titration "
A)1142.(1)0.1/(VS59.81
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C26H28ClNO,C6H8O7.
_____

COLCHICINUM

Colchicine

Molecular formula:C22H25NO6

Relative molecular mass:399.4

Graphic formula:

Chemical name:

Description:scales

.
Solubility:)750~/(TSR

R.
Category:Antigout.

Storage:.
Additional information:alkaloidcolchicum

autumnale)Liliaceae(.
:.

REQUIREMENTS

General requirement:%97.0%103.0

C22H25NO6.



94

Identity tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum.
B:10/)750~/(TS

230400243350

.
C:30)750~/(TS1)25/(TS

.
D:10.2)1760~/(TS.

0.1)1000~/(TS

.
)80~/(TS.

Specific optical rotation :10/
460-to425-=C

Da 20][.
Sulfated ash:1.0/.

content of solvent and water:1304

0.5.0.3

"Determination of water by the Karl Fischer method "
A)1145(R

/115/145/.
Colchceine:0.0540.2

)25/(TS6

2iron colour TS1cobalt colour 

TS

2copper colour TS0.70)70~/(TS



95

"colour of liquids) "153.(
Related substances:"

Thin-layer chromatography)"184(
25425R20R

0.4)260~/(TS.2

)750~/(TS)A:(501)B:(2.5

1.
)254.(A

B.
Assay:0.05acetic anhydre

)0.02/(VS"
Non-aqueous titration"A)1142 .(1

)0.20/(VS7.988C22H25NO6.
_____

CYCLOPHOSPHAMIDUM

Cyclophosphamide

Molecular formula:C7H15Cl2N2O2P,H2O

Relative molecular mass:279.1

Graphic formula:

Chemical name:

Other name:Cyclophosphanum.
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Description:.
Solubility:)750~/(TSR.

Category:cytotoxic.
Storage:230.

Additional information::
.

REQUIREMENTS

General requirement:%98.0

%101.0C7H15Cl2N2O2Panhydrous.
Identity tests:

A:0.1105)40/(TS.
)130~/( TS )100~/(TS

)130~/(TS.
B:201)100~/(TSfumes

.5.)100~/(TS

)130~/(TSA"
General identification tests")1122.(

Melting range : 53- 49.
Clarity and colour of solution:0.2010

.
Water:"Determination of water by 

the Karl Fischer method"A)1145(0.3

55/70/.
pH Value :20/R
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304.0-7.0.
Related substances:"

Thin-layer chromatography)"184(R1Silica gel

50R25R25R.
10(A):25

1 R (B):0.1255.0

reflux condenser3020.
triketohydrindene/methanol TS.

.BRf0.100.25

.ARf3.505.50

.
Assay:0.220/

)0.5/(VS.1303

)1000~/(TS20.0)0.1/(VS.
5diethyl phthalate R)0.1/(VS

5ferric ammonium sulfate)45/(TS.
.1)0.1/(VS13.05

C7H15Cl2N2O2P.
_____

CYTARABINUM

Cytarabine

Molecular formula:C9H13N3O5.
Relative molecular mass:243.2

Graphic formula:
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Chemical name:

Description:.
Solubility:)750~/(TSR.

Category:cytotoxic.
Storage:

15.
Additional information::

.

REQUIREMENTS

General requirement:%99.0%100.5

C9H13N3O5.

Identity tests:
A:"

Spectrophotometry in the infrared region) "143.(
RSrefernce spectrum.

B:10/)0.1/(VS

230350280

10.55.
Specific optical rotation : 10/160+to154+

=C
Da 20][.

Sulfated ash:5.0/.
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loss on drying:60)
0.65(10/.

Related substances:"Thin-

layer chromatography) "184(R413

R4R3.
53)A:(401)B:(0.20

uridine R1)C:(0.201.
)254.(

AR f1.1B

B.A

C.
Assay:0.530R10.15

1-naphtholbenzenein/acetic acid TS)0.1/(VS

"Non-aqueous titration"A)1

142.(124.32C9H13N3O5.
_____

DEFEROXAMINIMESILAS

Deferoxamine mesilate

Molecular formula:C25H48N6O8,CH4O3S

Relative molecular mass:656.8

Graphic formula:

Chemical name:
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Other name:Desferrioxamine mesylate.
Description:.
Solubility:5)750~/(TS

RRR.
Category:antidote.

Storage:
4.

REQUIREMENTS

General requirement:%98.0

%102.0C25H48N6O8,CH4O3S.

Identity tests:
A:552)2/(TS

11,2- naphthoquinone-4- sulfonate)5/(TS.
B:.52

benzyl alcohol R.52

R.
)(Heavy metals:1.0

")(Limit test for heavy metals"3

A)1128(20/.
Chlorides:0.72)130~/(TS

"Limit test for chlorides) "1124(
0.35/.
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sulfates:0.8540"
Limit test for sulfates) "1125(0.6/.

Clarity and colour of solution:1.010

14200.10.
Sulfated ash:0.1/.

Water:"Determination of water by 

the Karl Fischer method"A)1145(1

20/.
pH Value:0.10/R

6.0 -3.5.
Assay:0.3152

)0.05/(VS.ferric ammonium sulfate)0.1/(VS

platinum eletrodecalomel refrence electrode.
1ferric ammonium sulfate)0.1/(VS65.68C25H48N6O8,CH4O3S

)B.(
_____

DEHYDROEMETINIDIHYDROCHLORIDUM

Dehydroemetine dihydrochloride

Molecular formula:C29H38N2O4,2HCl

Relative molecular mass:551.6

Graphic formula:
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Chemical name:

Description:.
Solubility:R.

Category:Antiamoebic.
Storage:.

REQUIREMENTS

General requirement:%98.0

%101.0C29H38N2O4,2HCl.

Identity tests:
A:0.040/)0.1/(VS

240350282.
10.49.

B:1)1760~/(TS5

Molybdenum trioxide R.
C:0.1/B"General

identification tests")1121.(
Clarity and colour of solution:0.3010

Yw2"
Colour of liquids) "153.(

Sulfated ash:0.1/.
Loss on drying:10570

/.
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pH Value:30/5.0-3.5.
Related substances:"

Thin-layer chromatography) "184(R49

R1R.5

3R(A):201(B):
0.101(C):0.10emetine 

hydrochloride RS1.
/TS12010

)365.(A

BC.
Assay:0.475R110

/)0.1/(VS

"Non-aqueous titration "A)1142.(
127.58C29H38N2O4,2HCl.

_____

DEXAMETHASONI  NATRII  PHOSPHAS

Dexamethason sodium phosphate

Molecular formula:C22H28FNa2O8p

Relative molecular mass:516.4

Graphic formula:

Chemical name:
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Description:
.

Solubility:)750~/(TS

RR.
Category:Adrenal hormone.

Storage:.
Additional information:

hygroscopic.
.

REQUIREMENTS

General requirement:%96.0

%103.0C22H28FNa2O8p.

Identity tests:
A:"Thin-layer chromatograph"

)184(R131-
R1)(R1.
24R(A):2.5 1

(B):2.5RS1(C):
(A)(B)(D):A2.5

RS1.
10)1760~/(TS90

)750~/(TS12010.
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)365.(A

B.C

D.
B:0.5TS5

greasiness.3

5.
C:0.042)1760~/(TS

)1000~/(.2

10)100~/(TS

R.D.A"
 General identification tests")1122.(

D:CB"General

identification tests")1123.(
Specific optical rotation :10/

+ 74  to +82=C
Da 20][.

Clarity and colour of solution:0.1010

R.
Water:"Determination of 

water by the Karl Fischer methode"A)1145(0.3.
)(/160/.

Ethanol:"Gas chromatography "
)1101(3(1):101-R

1internal standard10R

1(2):0.101(3):0.10

101.
R(1)peak(2)

.
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 1.54porous polymer

)100-80.(135

Rflame ionization detector.
/1200.790

80/.
pH Value :10/R

10.5-7.5.
Free dexamethasone and other related substances:

"Thin-layer chromatography")1

84(RR.2

(A):101(B):
0.20RS1

53R10R

125 1) 365.(
AB.

Assay:0.2200.
51241.

C22H28FNa2O8p7.29297
%1
cm1A.

Additional requirments for Dexamethason sodium phosphate for Parenteral use

"Pranenteral Preparations")4

56.(
Bacterial endotoxins:"
bacterial endotoxinsTest for) "530(

31.3RS1.
_____
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DEXTROMETHORPHANI  HYDROBROMIDUM

Dextromethorphan hydrobromide

Molecular formula:C18H25NO,HBr,H2O

Relative molecular mass:370.3

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0

%101.0C18H25NO, HBr.

Identity tests:
AEBCDE.

A:4)0.6

5(R"
Spectrophotometry in the infrared region) "143.(
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RS

refernce spectrum.
B:0.10/)0.1/(VS

230350280

10.50.
C:0.052)100~/(TS.1/

TS

.10.
D:125.
E:5/)130~/(TSB

"General identification tests"
)1120.(

Specific optical rotation :20/
)0.1/(VS+ 28.0 to +30.0=C

Da 20][.
Sulfated ash:1.0/.

Water:"Determination of water by 

The Karl Fischer method"A)1145(0.2

35/55/.
pH Value:0.450R

2020.5.26.5.
Dimethylaniline:0.55

4)60~/(TS1)10/(TS

25.5N,N-dimethylaniline R25

.
"Colour of liquids) "153(

10/.
Phenolic substances:5)70~/(
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TS10.2)50/(TS.0.2

)50/(515

.
Assay:0.540R1

10/TS.
)0.1/(VS"Non-aqueous

titration"A)1142.(1)0.1/(VS35.23

C18H25NO, HBr.
______

DICLOXACILINUM  NATRICUM

Dicloxacillin sodium

Molecular formula:C19H16Cl2N3NaO5S,H2O

Relative molecular mass:510.3

Graphic formula:

Chemical name:

Description:.
Solubility:R)750~/(TS

R.
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Category:.
Storage:.

Additional information:
.

REQUIREMENTS

General requirement:%88.0

)C19H16Cl2N3NaO5S(
.

Identity tests:
A:"

Spectrophotometry in the infrared region) "143.(
RSrefernce spectrum

.
B:10R1)1760~/(TS

1.2

).(
C:)(20)60~/(TS.

B"General identification tests")
1123.(

Specific optical rotation :10/
+ 128 to +143=C

D
20][

Water:"Determination of water by 

the Karl Fischer method"A)1145(0.25

30/50/.
pH Value:10/7.5-4.5.
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Chlorine:"oxygen flask 

method) "1132(2510

)0.1/(VS.
3020)130~/(TS

)0.01/(VSsilver/silver

chloride electrode..1)0.01/(VS

0.3546Cl./
130/142/.

Free chlorides:0.1210

)0.1/(VS2030.
20)130~/(TS)0.01/(VS

silver/silver chloride electrode.
.1)0.01/(VS0.3546Cl

5/.
Assay:201000.

2.02.0- ml aliquots 

.10.0imidazol/mercuric chloride TS

6025.20)A.(
10.0)B.(

1343

2.010.0imidazol/mercuric chloride TS

AB.
ABC19H16Cl2N3NaO5S

RS.
_____

DILOXANIDI  FUROAS



112

Diloxanide furoate

Molecular formula:C14H11Cl2NO4

Relative molecular mass:328.2

Graphic formula:

Chemical name:

Description:.
Solubility:100)750~/(TS2.5

R130R.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0

%102.0C14H11Cl2NO4.

Identity tests:
ABC.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum

.
B:7.0/)750~/(TS

240350258
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10.49.
C:"oxygen flask method) "1

132(2010)1/(VS

.)130~/(TSA

"General identification tests")
1121.(

Melting range :116 –114.
Sulfated ash:1.0/.

Loss on drying:1055/.
Free acidity:3.050R

R20.
)0.1/(VS./TS

1.3.
Related substances:"

Thin-layer chromatography) "184(R2

24R1.5

R)A:(0.101)B:(
2.51.

)254.(A

B.
Assay:0.350R

)0.1/(VS

"Non-aqueous titration "B)1142.(1

)0.1/(VS32.82C14H11Cl2NO4.
_____

DIMERCAPROLUM
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Dimercoprol

Molecular formula:C3H8OS2

Relative molecular mass:124.2

Graphic formula:

Chemical name:

Description :
Mercaptan.

Miscibility :20)750~/(TSR.
Category:.

Storage:
5.

REQUIREMENTS

General requirement:%98.0/
%101.5/C3H8OS2.

Identity tests:
A:0.5)II) (30/(TS50.05

.
B:0.14)80/(TS

.
Refractive index:1.568-1.574 =20

Dn

Reative densty:= 1.239-1.259 20
20d.

Halides:2.025/TS1
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2.20

.10)330~/(TS4010

.10)130~/(TS5

)0.1/(VS)0.1/(VSferric ammonium 

sulfat

)45/(TS..0.1.
pH Value:0.5/R6.8- 4.6.

Assay:0.1220)0.1/(VS

)0.05/(VSTS.
.1)0.05/(VS6.211

C3H8OS2.

Additional requirments for Dimercaprol for Parenteral use

Pranenteral preparations)456.(
_____

DIPHENOXYLATI  HYDROCHLORIDUM

Diphenoxylate hydchloride

Molecular formula:C30H32N2O2,HCl

Relative molecular mass:489.1

Graphic formula:

Chemical name:
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Description:.
Solubility:R)750~/(TS

RR.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0

%101.0C30H32N2O2,HCl.

Identity test:
AE B CD.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum

.
B:0.50/1

)1/(VS99R230350

252258265

10.550.650.50.
C:2550.1Potassio-mercuric iodide TS

.
D:223.
E:20/B"General 

identification tests")1121.(
Sulfated ash:1.0/.
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loss on drying:105

5.0/.
Related substances:"

Thin-layer chromatography) "184(R1

92R3R5R

.10R)A:(50

)B:(0.501.
.

AB.
Assay:0.440R110

/TS)0.1/(VS

"Non-aqueous titration "A)1142.(1

)0.1/(VS48.91C30H32N2O2,HCL.
_____

DOPAMINI  HYDOROCHLORIDUM

Dopamine hydrochloride

Molecular formula:C8H11NO2,HCl

Relative molecular mass:189.6

Graphic formula:

Chemical name:
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Description:.
Solubility:RR

RR.
Category:Cardiovascularsympathomimetic.

Storage:.

REQUIREMENTS

General requirement:%98.0

%101.0C8H11NO2,HCl.

Identity test:
ADBCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum

.
B:0.020/)0.1/(VS

230350280

2491280

0.54.
C:0.055104-TS2

.
D:20/A"General

identification tests")1121  .(
)(Heavy metals:1.0

")(Limit test for heavy metals "1

)1127()(A)1128 (
20/.
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Clarity and colour of solution:1.010

.
Sulfated ash:1055.0

/.
Related substances:"

Thin-layer chromatography) "184(silica gel R1

13R9R4)300~/(
TS.10R)A:(30

1)B:(0.3RS1.

2)50/(TS1

)50/(TS..A

3

B.
Assay:0.4140R110

/TS)0.1/(VS

"Non-aqueous titration "A)1142.(
1)0.1/(VS18.96C8H11NO2,HCl.

Additional requirments for Dopamine hydrochloride for Parenteral use

Pranenteral preparations)456.(
Bacterial endotoxins:"
bacterial endotoxinsTest for ) "530(

16.67RS1.
_____

DOXORUBICINI HYDROCHORIDUM
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Doxorubicin hydrochloride

Molecular formula:C27H29NO11,HCl

Relative molecular mass:580.0

Graphic formula:

Chemical name:

Description:.
Solubility:RR.

Category:Cytotoxic.
Storage:.

Additional information:hygroscopic 

.:
.

REQUIREMENTS

General requirement:%97.0

%102.0C27H29NO11,HCl.

Identity test:

A:20/R

22060020/
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RSR)233253290477

495530245280350.(
%31

1.320.880.300.460.440.24.
B:"Related substances ."

AB.
C:22R20.05

)80~/(TS.
D:0.05/B"General

identification tests")1121.(
Water:"Determination of water by 

the Karl Fischer method"A)1145(0.25

40/.
pH Value :5.0/6.5-3.8.

Related substances:"
Thin-layer chromatography) "184(R180

R20R5R.
104R(A):2.0

1(B):2.0RS1(C):
201(D): 0.401.

.
CD.

Assay: 20R100

10100.1

495.C27H29NO11,HCl

RS.



122

± 0.440.02.
_____

DOXYCYCLINIHYCLAS

Doxycycline hyclate

Molecular formula:C22H24N2O8,HCl)2,C2H6O,H2O(
Relative molecular mass:1026

Graphic formula:

Chemical name:

Description:.
Solubility:34RR

R.
Category:.

Storage:.
Additional information:

.

REQUIREMENTS

General requirement:880

1.
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Identity tests:
A:52)1760~/(TS.
B:520.05)25~/(TS

.
C:52.00.25Potassio-mercuric iodide TS

.
D:20/B"General 

identification tests")1121.(
Sulfated ash:4.0/.

Water:"Determination of water by 

the Karl Fischer method "A)1145 (1.2

14/28/.
Ethanol:"Gas chromatography"

)1101 (3(1):0.50

dehydrated ethanol R1(2):101

(3):1010.5.
1.54porous polymer

)100-80.(135

Rflame ionization.
/1200.79043/60

/.
pH Value :10/3.0-2.0.

Absorption in the ultraviolet region:
10/1)1/(VS99

R349.
10.280.31.
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light- absorbing impurities:10/1

)1/(VS99R1

4900.12.
Assay:"

Microbiological assay of antibiotics) "1155(Bacillus cereus (NCTC 

10320 or ATCC 11778)Cm106.6

)13.6/(TS)0.22.0

1(39-35.
)0.95=P(estimated potency %95%105.0.

)0.95P =(8801

.
______

EDROPHONII CHLORIDUM

Edrophonium  chloride

Molecular formula:C10H16ClNO

Relative molecular mass:201.7

Graphic formula:

Chemical name:

Description:.
Solubility:0.55)750~/(TS

RR.
Category:Diagnostic agent .
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Storage:.

REQUIREMENTS

General requirement:%98.5

%101.0C10H16 ClNO.

Identity tests:
A:0.050/)0.1/(VS

230350273

10.55.
B:10/)0.1/(

VS230350240

29410.550.17

.
C:0.0520.05)25/(TS

.
D:168.
E:20/A"General

identification tests")1121.(
Sulfated ash:1.0/.

Loss on drying:)0.6

5(R245.0/.
pH Value:0.10/5.0-4.0.

Dimethylaminophenol:0.1105

8.0TS20R.
1010)0.1/(

VS.1293

0.25.
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Assay:0.220R1

10/TS0.25/TS

)0.1/(VS"Non-

aqueous titration"A)1142.( 1)0.1/(VS

20.17C10H16ClNO.
_____

EMETINI  HYDROCHLORIDUM

Emetine hydrochloride 

Emetine hydrochloride pentahydrate

Emetine hydrochloride heptahydrate

Molecular formula:C29H40N2O4, 2HCl,7H2O (heptahydrate)C29H40N2O4,

2HCl,5H2O (pentahydrate).
Relative molecular mass:643.6 (pentahydrate); 679.7 (heptahydrate).

Graphic formula:

Chemical name:
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Description:.
Solubility:)750~/(TSR.

Category:Antiamoebic.
Storage:.

Labelling:
.

Additional information:
ipecacuanhacephaëline.

.

REQUIREMENTS

General requirement:%98.0

%101.5C29H40N2O4, 2HCl.

Identity tests:
ADBCD.

:A"
Spectrophotometry in the infrared region) "143.(

RSreference spectrum

.
B:"Related alkaloides."

AD.
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C:51/TS

.
D:0.05/B"General

identification tests")1121.(
Specific optical rotation:50/

+16 to +19=C
Da 20][

Sulfated ash:1.0/.
Loss on drying:105

110150/.
150/190/.

Acidity:0.1010R

)0.02/(VS/TS0.5

).(
Related alkaloids:"

Thin-layer chromatography) "184(R1100

R20ethylene glycol monomethyl ether R5R2

0.5R.104

1)17~/(TS99R(A):0.50

1(B):10cephaëline

hydrochlorid R1(C):5.01(D):
 0.50RS1.

/TS 6015

)365.(A

B.A

C.
Assay:0.230R110

/TS)0.1/(VS
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"Non-aqueous titration"A)1142.(
1)0.1/(VS27.68C29H40N2O4, 2HCl.

_____

EPHEDRINUM

Ephedrine

Ephedrine, anhydrous

Ephedrine, hemihydrate

Molecular formula:  C10H15NO(anhydrous); C10H15NO, ½ H2O (hemihydrate) 

Relative molecular mass:(anhydrous)165.2(hemihydrate)174.2

Graphic formula:

Chemical name:

Description:
.

Solubility:R)750~/(TS

.
Category:.

Storage:.
Labelling:
.
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Additional information:R

101.
.

3842.

REQUIREMENTS

General requirement:%98.5%101.0

C10H15NO.
Identity tests:

:A0.05/)0.1/(VS

230350251257263.
B:1010.1)II) (80/(TS2

)80~/(TS.1R

.
C:0.055.)80~/(TS4

)50/(TS.
Specific optical rotation:2.2515

)70~/(TS50.
 41 to  43=C

Da 20][.
Chlorides:0.72)130~/( TS 20

"Limit test for chlorides"
)1124(0.35/.

Sulfates:1.220"
Limit test for Sulfates) "1125(0.4/.

Sulfated ash:1.0/.
Water:"Determination of water 

by the Karl Fischer method"A)1145.(2
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10/.1

45/55/.
Assay:0.55)750~/(TS50.0

)0.1/(VS)0.1/(VS

/TS.1)0.1/(VS16.52

C10H15NO.
_____

EPHEDRINI  HYDROCHLORIDUM

Ephedrine hydrochloride

Molecular formula:C10H15NO,HCl

Relative molecular mass:201.7

Graphic formula:

Chemical name:

Description:.
Solubility:4)750~/(TS

RR.
Category:.

Storage:.
Additional information:.

REQUIREMENTS
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General requirement:%99.0

%101.0C10H15NO, HCl.

Identity tests:

:A0.05/230350

2512572631

0.370.480.36.
B:1010.1)II) (80/(TS2

)80~/(TS.1

.
C:0,055.)80~/(TS4

)50/(TS.
Melting range :220 – 217 .

Specific optical rotation :50/ 33.0 to -35.5

=C
Da 20][.

Sulfates:0.050401.5)70~/(TS

1)50/(TS10.
Clarity and colour of solution:1.010

opalescence standard.
Sulfated ash:1.0/.

Loss on drying:1055.0

/.
Acidity and alkalinity:1.010.01

/TS0.1)0.1/(VS0.1

)0.1/(VS).(
Assay:0.210/TS

50R1/TS
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)0.1/(VS"Non-aqueous titration"A

)1142.(1)0.1/(VS20.17

C10H15NO,HCl.
_____

EPHEDRINI  SULFAS

Ephedrine sulfate

Molecular formula:2,H2SO4)C10H15NO(
Relative molecular mass:428.5

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS.

Category:.
Storage:.

Additional information:.

.

REQUIREMENTS

General requirement:%98.0

%101.02,H2SO4)C10H15NO(.
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Identity tests:
:A1.0/230350

251 257262

10.610.760.61.
B:1010.1)II) (80/(TS2

)80~/(TS.1

.
C:0.055.)80~/(TS4

)50/(TS.
D:20/A"General 

identification tests")1123 .(
E:245.

Specific optical rotation:50/
- 33.5 to –32.5=C

Da 20][.
Chlorides:0.20

"Limit test for chlorides) "1124(
0.40)0.02/(VS1.4

/.
Clarity and colour of solution:1.010

opalescence standard TS2.
Sulfated ash:1.0/.

Loss on drying:10520

/.
Acidity and alkalinity:1.0100.1

/TS0.1)0.1/(VS0.1

)0.1/(VS).(
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Assay:0.3103

R5)1/(VS

25R.10

RR.10

R.0.25/TS

/)0.1/(VS"
Non-aqueous titration"A)1142 .( 1 /

)0.1/( VS21.432, H2SO4)C10 H15 NO.(
_____

ERGOCALCIFEROLUM

Ergocalciferol

Molecular formula:C28H44O

Relative molecular mass:396.7

Graphic formula:

Chemical name:

Other name:D2.
Description:

.
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Solubility:)750~/(TSR

RR.
Category:antirachitic.

Storage:
inert28.

Additional information:.
.

REQUIREMENTS

Identity tests:
A:"

Spectrophotometry in the infrared region) "143.(
RSreference spectrum

.
B:210)750~/(TS.1.05

)750~/(TS)colecalciferol.(
C:55R0.5)(R

0.1)1760~/(TS.
.

D:140R.14

antimony trichloride TS.
Melting range :117–112 .

Specific optical rotation :0.2

)750~/( TS25.30

+ 103 to +107=C
Da 20][.

General requirement:%95.0

%105.0C28H44O.
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Ergosterol:"Thin-layer 

chromatography) "184(R1

RR 0.10

butylated hydroxytoluene R1.10

R10squalane0.10butylated 

hydroxytoluene R 1:(A):0.0501(B):
0.050RS1(C):0.10Rergosterol

120(D)

BC..
antimony trichloride TS. 4-3.
A

B.ARf

C.A

BC.
D.

)(Reducing substances:0.1010

)750~/(TS0.5/TS0.5

/TS.51R.
1525

10)750~/(TS.
100.2/hydroquinone R

)750~/(TS.
Assay:0.05

)750~/(TS1005.0250.
301

265.C28H44ORS
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.0.48±0.03.
_____

ERYTHROMYCINUM

Erythromycin

composition:streptomyces 

erythreus.ABC.
:A

.
Molecular formula:C37H67O13

Relative molecular mass:733.9

Graphic formula:

Chemical name:

Description:.
Solubility:1000

)750~/(TSRR.
Category:.

Storage:.
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Additional information:hygroscopic.

REQUIREMENTS

General requirement:8701

.

Identity tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSreference spectrum.
B:52)1760~/(TS

.
C:32R2)420~/(TS

.2R

.
D:55Xanthydrol.

Specific optical rotation :20/
R30 71 to -78

=C
Da 20][.

Sulfated ash:2.0/.
Water:"Determination of water by 

the Karl Fischer method"A)1145(1

100/.
pH Value:0.1501R19

8.010.5.
Assay:"

Microbiological assay of antibiotics) "1155(Bacillus Pumilus
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)ATCC 14884or(NCTC  8241Cml8.1-8.0

8.0TS TS2)525

1(39-35.
(P = 0.95)estimated potency%95%105.

(P = 0.95)8701

.
_____

ERYTHROMYCINI ETHYLSUCCINAS

ethylsuccinateErythromycin

for parenteral use

Molecular formula:C43H75NO16

Relative molecular mass:862.1

Graphic formula:

Chemical name:

Description:.
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Solubility:R

)750~/(TSmacrogol 400R.
Labelling:

.
Category:.

Storage:.

REQUIREMENTS

General requirement:740

1.

Identity tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSreference spectrum

.
B:52)1760~/(TS

.
C:32R2)420~/(TS

-.2R

.
D:55Xanthydrol TS.

Sulfated ash:10/.
Water:"Determination of water by 

the Karl Fischer method"A)1145(0.5

30/.
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pH Value:0.550

8.5-6.0.
Assay:50R100

"Microbiological assay of antibiotics) "1

155( (NCTC 8241 or ATCC 14884) Bacillus Pumilu

Cml8.1-8.08.0TS1TS2

)5251(39-35°.
P = 0.95)(estimated potency%95.0

%105.P= 0.95)(740

1.

Additional requirements for Erythromycin ethylsuccinate for Parenteral use

"Pranenteral Preparations) "456.(

ERYTHROMYCINI STEARAS

Erythromycinstearate

Molecular formula:C37H67NO13,C18H36O2

Relative molecular mass:1018

Graphic formula:
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Chemical name:

Description:
.

Solubility:)750~/(TSR

RRopalescent.
Category:.

Storage:.

REQUIREMENTS

General requirement:550

1%77.0C37H67NO13,C18H36O2

.

Identity tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSreference spectrum

.
B:32R2)420~/(TS
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.2R

.
C:55Xanthydrol TS.
D:0.15)70~/(TS10

.3

)0.1/(VSgel.10

)(.11)55~/(TS

)250~/(TS.
Erythromycin stearate:0.530R.

50R1)0.1/(VS

.
25R

filterRfiltratewashings

30.50R1)0.1/(VS

)0.1/(VS.1

)0.1/(VS101.8C37H67NO13,C18H36O2

0.770/.
Water:"Determination of water by 

the Karl Fischer method"A)1145(0.5

40/.
Free stearic acid:0.450neutralized

ethanol TS)0.1/(VS.
)0.1/(VS1

)0.1/(VS1.128.45

C18H36O2185/.
Sodium stearate:2.0

)1760~/(TS)()1760~/(TS
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800°.14.317C18H35NaO260/.
Total stearic acid, stearates and water:

)(%98.0

%103.0.
Assay:50R100

"Microbiological assay of antibiotics"
)1155((NCTC 8241 or ATCC 14884) Bacillus Pumilus

Cml8.1-8.08.0TS1 TS2

)5251(39-35°.
P=0.95)(estimated potency%95

%105.P = 0.95)(
5501.

ETHER ANAESTHESICUS

Anaesthetic Ether

Molecular formula:C4H10O

Relative molecular mass:74.12

Graphic formula:

Chemical name:

Description:.
Miscibility:10)750~/(TSR.

Category:.
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Storage:
15°1.

Labelling:"Highly 

flammable"..
antioxidant.

Additional information:.
24.

.:
nitrous oxideconcentrationsexplosive.

.

REQUIREMENTS

Distillation range:

Peroxides.

test liquid34.035.0°.
Relative density:716.0713.020

20d.
Non-volatile residue:

Peroxides.
5105°120/.

Acidity:10)750~/(TS50

glass- stoppered flask0.5/TS

)0.02/(VS30

25)0.02/(VS

300.4
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.
Peroxides:102.0/

TS.refernce solution1.0

)60~/(TS100.0.102.0/
TS.

"Colour of liquids) "153.(
Aceton and aldehydes:2alkalin potassio-mercuric iodide 

TS121.510.
105.

40

5distillate.
Foreign odour:10

.

ETHIONAMIDIUM

Ethionamid

Molecular formula:C8H10N2S

Relative molecular mass:166.2

Graphic formula:

Chemical name:

Description:.
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Solubility:R

)750~/(TSR.
Category:Antileprosy.

Storage:.
Additional information:.

REQUIREMENTS

General requirement:%98.0%101.0

C8H10N2S.

Identity tests:
ADBCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSreference spectrum.
B:0.050.102,4-dinitro chlorobenzene R10

.3/TS1

–.
C:0.15)1/(VS

R.
D:162°.

)(Heavy metals:1.0

")(Limit test for heavy metals"3)1

127(A)1128(20/.
Sulfated ash:1.0/.

Loss on drying:105°

5.0/.
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)(Related substances:"
Thin-layer chromatography) "184(R4

9R1R.10

R)A(:201)B(:0.10

1)C(:0.041.
)254

.(AB.
C.

Assay:0.1550R1

)0.1/(VS"Non-aqueous

titration"A)1142.(1)0.1/(VS

16.62C8H10N2S.

FERROSI FUMARAS

Ferrous fumarate

Molecular formula:C4H2FeO4

Relative molecular mass:169.9

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS.

Category:Iron supplement.
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Storage:.

REQUIREMENTS

General requirement:%93.0

%101.0C4H2FeO4.

Identity tests:
A:0.410)1/(VS) .1.0

B.(15)1/(VS.
.0.2/TS

)1/(VS).(2.0

2.0)II) (45/(TS.
B:AC"General

identification tests")1121.(
C:0.51R.0.50.15

)1760~/(TS.
-fluorescence.

)(Heavy metals:)(1.05

)420~/(TS.
15)420~/(TS4)1000~/(TS6

1R20.
20.

1pbR)100~/(
pbTS1pbTS40

)(")(Limit test 

for heavy metals"A)1128(100/.
Arsenic:0.21.5R10

AsTS.)(20
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brominated hydrochloric acid AsTS10.
stannous chloride AsTS

22"
Limit test for arsenic ) "1130(5/.

Ferric iron:310010

)420~/(TS.3

R15.
)0.1/(VSTS.

)0.1/(VS.1

)0.1/(VS5.585

20/.
Sulfates:0.158)70~/(TS20

"Limit test 

for sulfates) "1125(2/.
Loss on drying:105°10

/.
Assay:0.37.5)100~/(TS

25ceric ammonium 

sulfate)0.1/(VS0.1TS.1

)0.1/(VS16.99C4H2FeO4.

FLUCYTOSINUM

Flucytosine

Molecular formula:C4H4FN3O

Relative molecular mass:129.1

Graphic formula:
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Chemical name:
5-Fluorocytosine; 4-amino-5-2(1-H)-pyrimidinone; CAS. Reg.No. 2022-85-7

Description:.
Solubility:)750~/(TS

RR.
Category:Antifungal.

Storage:.
Additional information:295°.

REQUIREMENTS

General requirement:%98.5%101.0

C4H4FN3O.

Identity tests:
ACBCD.

A:"Spectro

photometry in the infrared region) "143.(
RSreference spectrum.

B:5.0/)0.1/(VS

230350286

10.36.
C:"Fluorouracil."A

B.
D:0.0550.15TS1.

)(Heavy metals:1.0
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")(Limit test for heavy metals")1125(
A)1128(20/.

Sulfated ash:1/.
Loss on drying:10515

/.
Fluorouracil:"Thin-

layer chromatography) "184(R6)
(70R20)750~/(

TS10)10/(TS.1

15R10)A:(10

1)B:(10RS1

10)C:(20

1)D:(20RS1.
unsaturated.

)254.(D

C.
Assay:0.350)(R

100R1)0.1/(
VS"Non-aqueous

titration"A)1142.(1)0.1/(VS

12.91C4H4FN3O.

Additional requirement for Flucytosine for parenteral use

"parenteral preparation) "456.(
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FLUDROCORTISONI ACETAS

Fludrocortisone acetate

Molecular formula:C33H31FO6

Relative molecular mass:422.5

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:Adrenal hormone.

Storage:.
Additional information:hygroscopic.

REQUIREMENTS

General requirement:%96.0

%104.0C33H31FO6.

Identity tests:
ABC.

A:"
Spectrophotometry in the infrared region) "143.(
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RSreference spectrum

.
B:"Thin-layer chromatography"

)184()( R110

R905.
16

.2.
75R25R.

29R1R

)A:(2.51)B:(2.5

RS1.15.
12015

/TS120°10.
)365.(

AB.
C:0.55

.3

5.
Specific optical rotation:10/

R156to148][ C20
Da.

Sulfated ash:1.0/.
Loss on drying:105°

10/.
Ultraviolet absorption:1

10/R)dehydrated(2400.42-0.39.
Related substances:"

Thin-layer chromatography) "184(Silicagel R2
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95R5R0.2.
19R1

R)A(:151)B(:0.30

1.
105°10

)254.(A

B.
Assay:

.
25)750~/(TS

250.10)750~/(TS

50.10.0252.0

/TSR.
2.0/TS

R.1

30°.)750~/(TS25.
1525

10)750~/(TS.C23H31FO6

RS.

FLUORESCEIN NATRICUM

Fluorescein sodium

Molecular formula:C20H10Na2O5

Relative molecular mass:376.3
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Graphic formula:

Chemical name:

Description:-.
Solubility:1.5)750~/(TS

R.
Category:.

Storage:.
Additional information:hygroscopic.

REQUIREMENTS

General requirement:%98.0

%100.5C20H10Na2O5.

Identity tests:
A:

.
B:)(20)60~/(TS.

B"General identification tests"
)1123.(

C:120.05

.R1R)260~/(TS

.
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Chlorides:0.072)130~/(TS20

"Limit test for Chlorides"
)1124(3.5/.

Sulfates:0.0520"
Limit test for Sulfates) "1125(10/.

Zinc:0.10102)420~/(TS

0.1)45~/(TS.
Chloroform-soluble matter:0.2010

)0.1/(VS10R.
R.1

480R0.10.
Ethanol-insoluble matter:0.220)750~/(1

Sintered glass filter)750~/(TS

105°12.0.
Loss on drying:105°100

/.
pH Value:20/9.0-7.0.

Dimethyl formamide:"
Gas chromatography) "1101.(internal standard

20dimethylacetamide R100.) :1(
2R1010)2(

retention time1.010

10)0.5/(VS150.1

R5)3(1.010

10)0.05/(VS

150.10R5.
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1.54

adsorbent1macrogol 1000R9silanized diatomaceous 

support Racid-washed120°.
flam ionization detector.

ratioareapeak

1.
Resorcinol:"Thin-

layer Chromatography ) "184(R1)
(6R4R

. 5 :)A(1.0

1010)0.5/(VS

15)B(2.5R10.
R30.

.BA.
)(Related substances:"

Thin-layer chromatography) "184(R1)
(8R2

R.5/)0.1

/(VS)A(:101)B(:20

1.
R30..A

B.
Assay:
0.5205)70~/(TS

20-2R

R.105
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.
10)750~/(TS

105°.11.132C20H10Na2O5.

Additional requirement for Fluorescein sodium for sterile use

"test for sterilty of non-

injectable preparations")532.(

FLUOROURACILUM

Fluorouracil

Molecular formula:C4H3FN2O2

Relative molecular mass:130.1

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS

RR.
Category:.

Storage:.
Additional information:282°.:
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.

REQUIREMENTS

General requirement:%98.5

%101.0C4H3FN2O2.

Identity tests:
ABCD.

A:"
Spectrophotometry in the infrared region".

RS

reference spectrum.
B:10/4.7TS

220350qualitatively similar

10.0/4.7TSRS)
266232.(

%3.12660.54.
C:0.5TS5

.3

5.
D:0.0551TS1.

)(Heavy metals:1.0

")(Limit test for heavy metals"3)1

127(A)1128(20/.
Sulfated ash:1.0/.

Loss on drying:80°)0.6

5(R45.0/.
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Related substances:"
Thin-layer chromatography) "184(R6)

(70R15R

15.5

R)A(:201)B(:0.050

RS1.
)254.(A

B.
Fluorine content:"

oxygen flask method) "1132(715

R15)0.1/(VS.
10100

.5.0"Oxygen 

flask method")1132(55F.
Assay:
0.480R0.25

/TS)0.1/(VS

"Non- aqueous titration"
B)1142.(1)0.1/(VS

13.01C4H3FN2O2.

Additional requirement for Fluorouracil for parenteral use

"Parenteral preparations) "456.(
Bacterial endotoxins:

"test for Bacterial endotoxins) "530

(0.33RS1.
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CALLAMINI TRIETHIODIDUM

Gallamine triethiodide

Molecular formula:C30H60I3N3O3

Relative molecular mass:891.5

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS

RR.
Category:.

Storage:.
Additional information:hygroscopic.

REQUIREMENTS

General requirement:%98.0

%101.0C30H60I3N3O3.

Identity tests:
ADBCD.

A:"
Spectrophotometry in the infrared region")143.(

RS
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reference spectrum.
B:10/)0.01/(VS

220350225

10.500.55.
C:0.0551potssio-mercuric iodide TS

.
D:0.01/A"General

identification tests"iodides)1122.(
Clarity and colour of solution:0.2010

Yw1

"colour of liquids) "153.(
Sulfated ash:1.0/.

Loss on drying:105°

15/.
Acidity and alkalinity:500.2/

TS6)0.01/(VS

)0.02/(VS-.1.0

0.2)0.01/(VS

)0.02/(VS-.
Related substances:"

Thin-layer chromatography) "184(cellulose R1

17R1766-1R.
10)750~/(TS)A(:5.0

1)B(:0.051.
10.

TSPotassium iodoplatinate.
A.AB.
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Assay:
0.540R15

/TS.)0.1/(VS

"Non- aqueous titration"A)1

142.(1)0.1/(VS29.72C30H60I3N3O3.

GENTAMYCINI SULFAS

Gentamycin sulfate

)Non- injectable(
sterile

composition:C1C2C1a

Micromonaspora purpura; CAS Reg. No. 1405-41-0.
Graphic formula:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.
Labelling:

.
Additional information:hygroscopic
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.

REQUIREMENTS

General requirement:590

1.

Identity tests:
A:"Thin-layer chromatography"

)184(R5)
(1R1R1)260~/(

TS.1

)A:(201)B:(20

RS1.triketo

hydrindene/pyridine/acetone TS105°2.
.AB.

B:10/A"General

identification tests")1123.(
Specific optical rotation:0.10/

:to121107
C20

Da.
Sulfated ash:10/.

Water:"Determination of water by 

the Karl Fischer method"A)1145(0.2

150/.
pH Value:40/5.5-3.5.

Assay:"
Microbiological assay of antibiotics) "1155(Bacillus pumilus

)NCTC 8241; ATCC 14884(Bacillus subtilis)ATCC 6633(
Staphylococcus aureus(ATCC 6538P)Cm17.8
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8.0TS1TS2)220

1(39-35°.
)P=0.95(estimated potency%95%105.

)P=0.95(5901.

Additional Requirements for Sterile for Gentamycin sulfate

S terility:" :Sterility testing of 

antibiotics) "1162(.

Additional Requirements for Gentamycin sulfate for sterile use

"Test for sterility of non-

injectable Preparations) "532.(

Additional Requirements for Gentamycin sulfate for parenteral use

Parenteral Preparations")456(.
Bacterial endotoxins:"

Test for bacferial endotoxins")530(
1.70RS1.

GLIBENCLAMIDUM

Glibenclamide

Molecular formula:C23H28ClN3O5S

Relative molecular mass:494.0
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Graphic formula:

Chemical name:

Description:.
Solubility:R)750~/(TS

RR.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.5%101.0

C23H28ClN3O5S.

Identity tests:
ABC.

A:A"
Spectrophotometry in the infrared region")143.(

RSreference spectrum.
B:0.10/)0.01/(VS

230350230

27513000.63.
C:172°.

)(Heavy meatals:1.0
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")(Limit test for heavy metals"3)1

125(20/.
Sulfated ash:1.0/.

loss on drying:105°10

/.
Related substances:"

Thin-layer chromatography) "184(R445

R45R5)750~/(TS5

R.10

R)A:(101)B:(0.05

1.
)254.(A

B.
Assay:0.5100TS

)0.1/(VS/TS

..1

)0.1/(VS49.40C23H28ClN3O3S.

HOMATROPINI HYDROBROMIDUM

Homatropine hydrobromide

Molecular formula:C16H21NO3,HBr

Relative molecular mass:356.3

Graphic formula:
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Chemical name:

Description:.
Solubility:)750~/(TS

RR.
Category:Mydriatic.

Storage:.

REQUIREMENTS

General requirement:%98.0

%101.0C16H21NO3,HBr.

Identity tests:
A:101)100~/(TS

5R.1.5

/TS.
B:20/A"General

identification tests"bromides)1120.(
C:215°.

Sulfated ash:1.0/.
loss on drying:105°15

/.
pH Value:20/7.0-5.5.

Foreign alkaloids:1020.25

)50/(TS.
Related alkaloids:50.25R
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.0.1R0.11

/)0.5/(VS4)750~/(TS

.
Assay:0.330R110

/TS)0.1/(VS

"Non-aqueous titration"A

)1142.(1)0.1/(VS35.63C16H21NO3,HBr

HYDRALAZINI HYDROCHLORIDUM

Hydralazine hydrochloride

Molecular formula:C8H8N4,HCl

Relative molecular mass:196.6

Graphic formula:

Chemical name:

Description:.
Solubility:25)750~/(TS

R.
Category:.

Storage:.
Additional information:275°.

.
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REQUIREMENTS

General requirement:%98.0

%101.0C8H8N4,HCl.

Identity tests:
A:10/220

350240260303315

10.580.540.270.21.
B:0.51008)70~/(TS20

)10/(TS10.
105°210°.

C:20/A"General

identification tests")1121.(
Water-insoluble substances:2.0250

10030.
.

10105°310)5/.(
Sulfated ash:1.0/.

loss on drying:)0.6

5(R85.0/.
Related substances:"

Thin-layer chromatography) "184(R1.
2R2)260~/(TS8

R.0.10

100R1)420~/(TS

202.01.0TS

)A.(25.0R10
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1001)420~/(TS100R

1.0100.2.01.0TS

)B.(40AB.
-4TS6.

)254.(A

B.
Assay:0.152525

)420~/(TS5R

)0.05/(VS

.5.1

)0.05/(VS9.832C8H8N4,HCl.

HYDROCORTISONI NATRII SUCCINAS

Hydrocortisone sodium succinate

Molecular formula:C25H33NaO8

Relative molecular mass:484.5

Graphic formula:

Chemical name:

Description:.
Solubility:24)750~/(TS200
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dehydrated ethanol RRR.
Category:Adrenal hormone.

Storage:.
Additional information:

hygroscopic.
.

REQUIREMENTS

General requirement:
%97.0%103.0C25H33NaO8.

Identity tests:
A:"

Spectrophotometry in the infrared region) "143(.
RSrefernce spectrum

.
B:"Thin-layer chromatography"

)184(R13-1

R1)(R1.
2R)A(:2.51

)B(:2.5RS1.
10

)1760~/(TS90)750~/(TS120°

10)365.(
AB.

C:"
General identification tests")1123(.

B20/.
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Specific optical rotation:10/
)750~/(TS150to140][

C20
Da.

Loss on drying:105°30

/.
Related steroides:"

Thin-layer chromatography) "184(R1

77R158R1.2

.1

R)A(:151)B(:0.15

1.
105°10/TS

.A

B.
Sodium:175

R.20R0.15/TS

)0.1/(VS.1)0.1/(VS2.299

Na46.048.4Na1.
Assay:20100

5100.1

248.C25H33NaO8

RS.
0.02 ± 0.34.
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HYDROXOCOBALAMINUM

Hydroxocobalamin

anhydrous

hydrate

Molecular formula:
C62H89CoN13O15P (anhydrous); C62H89CoN13O15P,H2O (monohydrate)

Relative molecular mass:1346 (anhydrous); 1365 (monohydrate).
Graphic formula:

Chemical name:

other name:B12aB12b

.
Description:.
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Solubility:)750~/(TSR

R.
Category:Antianaemia.

Storage:
.

Labelling:
.

Additional information:
hydroxocobamidehydrated ionic form.

hygroscopic.
.

REQUIREMENTS

General requirement:%96.0

%102.0C62H89CoN13O15P.

Identity tests:
A:40/4.5TS

230550274351525

1525351

0.34274351

0.80.
B:2)1760~/(TS

.0.05

R-.
C:210025

)1440~/(TS.12

1/TS.4
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).(
Loss on drying:100°)

0.65(2140/180/.
pH Value:20/R10.0-

8.0.
Other cobalamins:"

Column Chromatography) "186(20diethylaminoethylcellulose R

200)0.5/(VS

.
alkali

adsorbent221.2stopcock.
14.elute

.
R)0.5

/(VS.
washingsacid221.2

stopcock.10.
elute.

drain

.
diethylaminoethylcelluloseeffluent

.
0.0520

)70~/(TS4.0.diethy lamino 

ethyl cellulose.
4.0)70~/(TS.50

.1
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361/)207=%1
cm1A(

20.730/.
Acidic impurities:diethylaminoethylcellulose

)10/(TS50.
1351361

/19.0)190=%1
cm1A(30/.

Assay:
.

204.5TS

500.1351

C62H89CoN13O15P 19.5)195=%1
cm1A.(

Additional requirments for Hydroxocobalamin for Parenteral use

"Pranenteral Preparations) "456.(
Bacterial endotoxins:"

Test for bacterial endotoxins ) "530(
0.41RS1.

HYDROXOCOBALAMINI CHLORIDUM

HYDROXOCOBALAMINI SULFAS

Hydroxocobalamin chloride

sulfateHydroxocobalamin

Molecular formula:C62H90ClCoN13O15P; C124H180Co2N26O34P2S

Relative molecular mass:
1383 (hydroxocobalaminchloride); 2791 (hydroxocobalamin sulfate)
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Graphic formula:

Chemical name:

Description:.
Solubility:.

Category:Antianaemia.
Storage:

.
Labelling:.

Additional information:
.

REQUIREMENTS

General requirement:%96.0
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%102.0C62H90ClCoN13O15P

%96.0%102.0 C124H180Co2N26O34P2S.

Identity tests:
A:40/TS4.5

230550274351525

1525351

0.34274351

0.80.
B:2)1760~/(TS

.0.05

R-.
C:210025

)1440~/(TS.12

1/TS.4

).(
D:20/.B

"General identification tests ")1121.(
20/.A

"General identification tests ")1123.(
Loss on drying:100°)0.6

5(280/120/
80/160/.

pH Value:20/R8.0-
10.0.

Other cobalamins:"
Column Chromatography) "190(20diethylaminoethylcellulose R

200)0.5/(VS
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.
alkali

adsorbent221.2stopcock.
14.elute

.
R)0.5

/(VS.
washingsacid221.2

stopcock.10.
elute.

drain

.
diethylaminoethylcelluloseeffluent

.
0.0520

)70~/(TS4.0.diethylaminoe-

thylcellulose.
4.0)70~/(TS.50

.1

361/ 20.7)207

=%1
cm1A(30/.

Acidic impurities:diethylaminoethylcellulose

)10/(TS50.
1351361

/19.0)290=%1
cm1A(30/.

Assay:
.
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20TS4.5

500.1351

C62H90ClCoN13O15PC124H180Co2N26O34P2S19.018.9

.)= 190 or 188
%1

1cmA(.

IPECACUANHAE RADIX

Ipecacuanha root

Molecular formula:
Cephaëlis ipecacuanha (Brotero) 

A.Richard)(Cephaëlis acuminata karsten.
emetinecephaëline.

Description:)(.
Category:.

Storage:.
Additional information:

.

REQUIREMENTS

General requirement:%2.0

.
Macroscopic characteristics:

cephaëlis ipecacuanha:
156

fracturebarkwood

.
2pith
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.
cephaëlis acuminaata:C.ipecacuanha

:9

3-11-0.5

circumference.
Microscopical characteristics:

cephaëlis ipecacuanha.
parenchymatousphelloderm

8-2

15

phloemxylem

tracheidsvesselspits

vessel

raphides80-30.
internodecollenchymatous

pericycle

pith.
cephaëlis acuminata:

22.

Identity tests:
"Thin-layer chromatography) "

184(R193R6.5

R0.5)260~/(TS10

.20310:
A0.1

0.05)260~/(TS5R

30B1A25R
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C5RS6cephaëlin

hydrochlorid RR20.

0.05R10R60°10.

.
)365(
.A

.B

C.cephaëlis ipecacuanha

AC.cephaëlis

acuminataAC.
Ash:"Determination of ash) "1

173(60/.
Acid-insoluble ash:"

Determination of acid-insoluble ash) "1173(30/.
Foreign matter:200.

)6  lens(10

/.
Assay:7.5

100R5.5)100~/(TS

15

adsorbent cotton.25R

.
.5)710~/(

TSpreviously neutralized15

)0.1/(VS)0.1/(VS
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0.5/TS.1)0.1

/(VS24.03.

KALII CITRAS

Potassium Citrate

Molecular formula:C6H5K3O7,H2o

Relative molecular mass:324.4

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS.

Category:)(systemic

rehydration salt.
Storage:.

Additional information:deliquescent

.

REQUIREMENTS

General requirement:%99.0

%101.0C6H5K3O7.
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Identity tests:
A:0.1/2)80~/(TS

A"General identification tests"
)1123.(B:0.1/A

"General identification tests")1121.(
)(Heavy meatal:1.0

")(Limit test for heavy metals"1)1

127(A)1128(10/.
Sodium:1106potassium antimonate TS

15TS2.
Oxalates and tartrates:14

)70~/(TS4)750~/(TS1.0)55/(TS

1.
Clarity and colour of solution:1.010

R.
Readily carbonized substances:0.2010

)1760~/(TS90-80°1

Yw5Gn6"Colour

of liquids) "153.(
Water:"Determination of water by 

the Karl Fischer method "A)1145(0.5

dehydrated methanol R151

40/70/.
Acidity or alkalinity:110R

0.1/TS0.2

)0.1/(VS0.2)0.1/(VS

.
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Assay:0.1520R1

50°0.251-naphtholbenzein/acetic acid TS

)0.1/(VS

"Non-aqueous titration "A)1142.(1

)0.1/(VS10.21C6H5K3O7.

LEVONORGESTRELUM

Levonorgestrel

Molecular formula:C21H28O2

R elative molecular mass:312.5

Graphic formula:

Chemical name:

Description:.
Solubility:R

)750~/(R.
Category:contraceptive.

Storage:.

REQUIREMENTS

General requirement:%98.0

%102.0C21H28O2.
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Identity tests:
ABC.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum

.
B:"Related substances."

BC.
C:236°.

Specific optical rotation:10/R

0.35to0.30][
C20

Da.
Sulfated ash:1.0/.

loss on drying:105°5.0

/.
Acidity of alkalinity:0.1030dehydrated

ethanol R0.5/TS0.15

)0.01/(VS0.30)0.01

/(VS.
Related substances:"

Thin-layer chromatography) "184(R18

R2R.10

3R)A:(101)B:(0.10

1)C:(0.10RS1.
50

R10)1760~/(TS

)365.(A

B.
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Ethynyl group:0.240

R.10)100/(TS)0.1/(VS

calomel electrod

electrolyte..1

)0.01/(VS2.503-C  CH

78.1/81.8/.
Assay:0.05R

1002.0100.1

241.C21H28O2

RS.
0.03 ± 0.54.

LEVOTHYROXINUM NATRICUM

Levothyroxin sodium

Molecular formula:
C15H10I4NNaO4(anhydrous)); C15H10I4NNaO4, H2O(monohydrate)(

Relative molecular mass:
798.9 (anhydrous)); 816.9 (monohydrate).(

Graphic formula:
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Chemical name:

Other name:Thyroxin sodium.
Description:

.
Solubility:)750~/(TS

RRR..
Category:thyroid hormone.

Storage:.
Additional information:

crystalizationhygroscopic.

REQUIREMENTS

General requirement:%97.0

%101.0C15H10I4NNaO4.

Identity tests:
A:52.0)130~/(TS.

1.0R.
B:52.0)750~/(TS0.2

)70~/(TS0.25)10/(TS15

3-2.)100~/(
.

C:liothyronine).(
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A

B.
D:"General

identification tests) "1123(.
B)(20)60~/(TS.

Specific optical rotation:0.522

1)1/(VS4)750~/(TS.25

.0.20to0.16][
C20

Da.
loss on drying:105°60

/120/.
Liothyronine:"Thin-

layer chromatography) "184(30R3

600.75R100..
20)260~/(TS35-2R

55R.:5

)260~/(TS70R.A0.10

51.0

2.0.B50

liothronine RS/5.C5RS

liothzronine/251.0

2.0.D1.0A

1.0C.5AB

CD.ferric

chloride/ferricyanide/arsenite TS.
AC.

D.
Soluble halides:10100.05
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)130~/(TS5.100.15

)40/(TS0.15

)40/(TS0.10)0.02/(VS10

)7/.(
Assay:"oxygen flask method"

)1132(2510

)10/(TSabsorbing liquid.
"Determination of iodine) "1134(1

)0.05/(VS1.665C15H10I4NNaO4.

LOPERAMIDI HYDROCHLORIDUM

Loperamidehydrochloride

Molecular formula:C29H33ClN2O2,HCl

R elative molecular mass:513.5

Graphic formula:

Chemical name:

Description:.
Solubility:R

R.
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Category:.
Storage:.

REQUIREMENTS

General requirement:%98.0

%102.0C29H33ClN2O2,HCl.

Identity tests:
ADBCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum

.
B:0.0410050

-2R10)0.1/(VS100

-2R.
230350

RS)253259265273.(
%3.

C:224°.
D:10/A"General

identification tests ")1121.(
Sulfated ash:2.0/.

loss on drying:80°)0.6

5(45.0/.
Related substances:"

Thin-layer chromatography) "184(R185

R10R5)1080~/(TS
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.10R)A:(10

1)B:(0.101.
..

AB.
Assay:0.3830R110

/TS0.151-naphtholbenzein/acetic acid TS

)0.01/(VS"Non-

aqueous titration "A)1142.(1)0.01/(
51.35C29H33ClN2O2,HCl.

MAGNESII HYDROXIDUM

Magnesium hydroxide

Molecular formula:Mg(OH2)2

Relative molecular mass:58.32

Chemical name:Magnesium hydroxide; CAS Reg. No. 1309-42-8.

Description:.
Solubility:)750~/(TS.

Category:.
Storage:.

REQUIREMENTS

General requirement:%95.0

%100.5Mg(OH)2.

Identity tests:
A:101.0)70~/(TS1.0
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)100/(TS0.5)100/(TS1.0

)100~/(TS)300~/(TS.
B:101.0)70~/(TS2.0

)80~/(TS

)80~/(TS.TS.
)(Heavy metals:1.015)250~/(TS

25R2.
.15"
)(Limit test for heavy metals "1)1127(

A)1119(30/.
Arsenic:3.320)100~/(TS35

"Limit test for arsenic")1

130(3/.
calcium:5.050)300~/(TS50

2100)120~/(TS.
porosity.

1.3150).(
0.20)100~/Ca(TS0.8

)50/(TS.11)120~/(TS15

.
10)10/ca(

TS5.15

)15/.(
Iron:0.155)70~/(TS10.

4.0"
Limit test for heavy iron ) "1129(700/.

water-soluble substances:2.01005.
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100.50

105°20.
substances insoluble in acetic acid:

)(600°5.
loss on ignition:0.5900°)(

0.300/0.325/.
loss on drying:105°

0.33/.
Assay:0.052)70~/(TS

"Complexometric 

titrations")1138.(1)0.05/(
VS2.916Mg(OH)2.

MAGNESII OXIDUM

Magnesium oxide

Light

Heavy

Molecular formula:MgO

R elative molecular mass:40.30

Chemical name:Magnesium oxide; CAS Reg. No. 1309-48-4.

Description:
.

Solubility:)750~/(TS.
Category:.
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Storage:.
Labelling:
.

REQUIREMENTS

General requirement:%98.0

%100.5MgOignited.

Identity tests:
A:101.0)70~/(TS1.0

)100/(TS0.5)100/(TS1.0

)100~/(TS)300~/(TS.
B:101.0)70~/(TS2.0

)80~/(TS

)80~/(TS.TS.
)(Heavy metals:5.070)300~/(

TS302100)120~/(TS.
ignited

porosity.20)
(15

)250~/(TS25R2.
.1)300~/(TS40

.")(
Limit test for heavy metals "A)1128(40/.

Arsenic:3.320)100~/(TS35

"Limit test for arsenic"
)1130(3/.

Barium:0.10)250~/(TS20
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.0.10)100~/(TS.10.
calcium:1.3)(150

.
0.20)100/Ca(TS0.8

)50/(TS.11)120~/(TS15

.
10)10/Ca(

TS5.15

)15/.(
Iron:0.155)70~/(TS10.

4.0"
Limit test for heavy iron ) "1129(500/.

water-soluble substances:2.01005.
100.50

105°20.
substances insoluble in acetic acid:

600°5.
loss on ignition:)(1.0900°

100/.
Assay:0.3520)70~/(TS

"Complexometric 

titrations")1138.(1)0.05/(
VS2.015MgO.
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MEBENDAZOLUM

Mependazol

Molecular formula:C16H13N3O3

R elative molecular mass:295.3

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS

R)1080~/(TS.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0%102.0

C16H13N3O3.

Identity tests:
ABC.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum.
B:202.0)80~/(TS
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.
)II) (160/(TS.)100~/(TS

.
C:202)1760~/(TS.

3.1.0)40/(TS

)100~/(TS.
)(Heavy metals:1.0

")(Limit test for heavy metals"3)1

127(A)1128(20/.
Sulfated ash:1.0/.

Loss on drying:105°)0.6

5(45.0/.
Related substances:"

Thin-layer chromatography) "184(R6)
(90R5R5

)1080~/(TS.10

)A(:501.0

)1080~/(TS10R

)B(:1.0A2009R1

)1080~/(TS.
)254.(A

B.
Assay:0.2230R1

)0.1/(VS"
Non-aqueous titration"A)1142.(1

)0.1/(VS29.53C16H13N3O3.
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METHOTREXATUM

Methortrexate

Molecular formula:C20H22N8O5

Relative molecular mass:454.4

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.
Additional information:.:

.

REQUIREMENTS

General requirement:%96.0

%102.0C20H22N8O5.

Identity tests:
A:"

Spectrophotometry in the infrared region) "143.(
RSrefernce spectrum.
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B:10.0/)0.1/(
VS2303803

258303371.3033712.8

3.3.
Specific optical rotation:0.2512

)10/(TS2524to19][
C20

Da.
Sulfated ash:1.0/.

Water:"Determination of water by 

the Karl Fischer method"A)1145(0.5

120/.
Assay:Apacking material.

377-3731

high performance liquid chromatography10

65

octadecyl silyl groups.
8R92/

6.0TS.
)A:(0.10

1)B:(0.10RS1)C:(0.10

RS0.10RS1.
1.41.

303

)10(.
6C20.resolution factor

5.0relative standard deviationpeak

%2.5).(
20AB.peak responses
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)%(:C20H22N8O5:100(A1 M2 T) / (A2 M1).
A1A2M1M2

TpurityRS.

Additional requirement for Methotrexate for parenteral use

"parenteral preparation) "456.(

METHYLTHIONINII CHLORIDUM

Methylthioninium chloride

Molecular formula:
 C16H18ClN3S (anhydrous)C16H18ClN3S, 3H2O (trihydrate)).(

Relative molecular mass:319.9 (anhydrous); 373.9 (trihydrate)

Graphic formula:

Chemical name:

Other name:Methylene blue.
Description:

.
Solubility:)750~/(TSR

R.
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Category:Antidote.
Storage:.

Additional information:hygroscopic.

REQUIREMENTS

General requirement:%97.0

%101.0C16H18ClN3S.

Identity tests:
A:5/)70~/(TS

2308004258288680745.
B:110.2.0

)70~/(TS0.25R

.
C:0.050.5R.

10.10)130~/(TS.
A"General identification tests"
)1121(.

Copper and Zinc:)(1.0

.15)130~/(
TS5.)II(R200

Cu15)130~/(TS5.
10.

)100~/(TS

50.
.25

10hydrogen sulfide TS5

)(
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)0.20/.(
Iron:420015

)1000~/(TS

20.10)1760~/(TS.
)1000~/(TS

.
)1000~/(TS.

25R.
505"

Limit test for heavy iron ) "1129(0.10/.
Sulfated ash:10/.

loss on drying:105°80/
220/.

dyes foreigne:"Thin-layer 

chromatography) "184(slurryR1

)27.2/(TS

)28.4/(TS.20-1R4

R1.225

R10.
105°.4-3Rf0.5

.
.

Assay:0.310030

.50.0

)0.0167/(VS.10

20.50.040

)190~/(TS1R
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5.100)0.1/(VSTS

–.
.1)0.0167/(VS10.66C16H18ClN3S.

Additional requirement for Methylthioninium chloride for parenteral use

"parenteral preparation) "456.(
Bacterial endotoxins:"
bacterial endotoxinsTest for ) "530(

2.5RS1.

METOCLOPRAMIDI HYDROCHLORIDUM

Metoclopramide hydrochloride

Molecular formula:C14H22ClN3O2,HCl,H2O

R elative molecular mass:354.3

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS

RR.
Category:.

Storage:.
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REQUIREMENTS

General requirement:%98.0

%101.0C14H22ClN3O2,HCl.

Identity tests:
ADBCD.

A:"
Spectrophotometry in the infrared region) "143.(

RSrefernce spectrum

.
B:20/)0.01/(VS

230350273309

10.790.69.
C:0.0555-4TS5

-.
D:20/A"General

identification tests")1121.(
Clarity and colour of solution:1.010

RYw3

"colour of liquids) "153.(
Sulfated ash:1.0/.

Water:"Determination of water by 

the Karl Fischer method"A)1145(0.5

45/55/.
pH Value:0.10/R6.5-

4.5.
Related substances:"
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Thin-layer chromatography")184(R495

-1R5)260~/(TS.5

R)A:(501)B:(
0.501.

)254.(A

B.
Assay:0.380R10

/TS)0.1/(VS

"Non-aqueous titration "A)1

142.(1)0.1/(VS33.63C14H22ClN3O2,HCl.

Additional Requirements for Metoclopramide hydrochloride for parenteral use

Parenteral Preparations")456(.
Bacterial endotoxine:"

Test for bacferial endotoxins")530(
2.5RS1.

METRIFONATUM

Metrifonate

Molecular formula:C4H8Cl3O4P.
Relative molecular mass:257.4

Graphic formula:
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Chemical name:

Description:.
Solubility:)750~/(TSR.

Category:Antischistosomal.
Storage:.

Additional information:
.:

.

REQUIREMENTS

General requirement:%95.0%101.0

C4H8Cl3O4P.
Identity tests:

A:0.10.2R

R3

73)1000~/(TS.2B.
52)95/(TS

.
B:2A1)0.1/(VS

3)100~/(TS.
Congealing temperature:6.285°2

R80°"
Determination of congealing point) "127(73°.

Aceton–insoluble matter:1.020R15

10105°1
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5.0/.
Sulfated ash:3.0/.

Water:"Determination of water by 

the Karl Fischer method "A)1145 (1

7.5/.
pH Value:5.0/3.5-2.0.

Assay:1.090R.10

monoethanolamine R0.5±20°1.10

20)1000~/(TS20°)0.1

/(VS)()
(calomel reference electrode.1)0.1/(VS

25.74C4H8Cl3O4P.

MICONAZOL NITRAS

 Miconazole Nitrate

Molecular formula:C18H14C14N2O,HNO3

Relative molecular mass:479.2

Graphic formula:

Chemical name:

Description:.
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Solubility:R140)750~/(TS

R.
Category:.

Storage:.
Additional information:182.

REQUIREMENTS

General requirement:%98.5

%101.5C18H14C14N2O,HNO3.

Identity testes:
ABC.

A:"
Spectrophotometry in the infrared region) "140.(

RS.
B:0.40/9R

)0.1/(VS230350

264272 280.1

0.40  0.480.58.
C:105.0.4

)100/(TS0.1/TS5

)1760~/(TS.
Sulfated ash:2/.

Loss on drying :100)
0.65.(5/.

Related substances:"
Thin-layer chromatography")184(R1
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60R30R10R

)260~/(TS.50

RR:(A)10(B)25

../
TS.(A)

B.
Assay:0.3550R1

)0.1/(VS.Potentionetrically

"Non-aqueous titration"A)1142.(
)0.1/(VS47.92C18H14C14N2O,HNO3.

_____

NALOXONI HYDROCHLORIDUM

 Naloxone hydrochloride

Naloxone hdrochloride, anhydrous

Naloxone hdrochloride, dihydrate

Molecular formula:C19H21NO4,HC1)( C19H21NO4,HC1,2H2O)
.(

Relative molecular mass:363.8)( 399.9 ).(
Graphic formula:
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Chemical name:

Description:.
Solubility:)750~/(R

R.
Category:.

Storage:.
Labelling:

.
Additional information:

.177.

REQUIREMENTS

General requirement:%98.0

%102.0C19H21NO4,HC1.

Identity testes:

ABC.
A:"

Spectrophotometry in the infrared region) "143.(
RS.

B:0.055)0.1/(VS0.3

)25/(TS.
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C:0.05/A"General

identification tests")1121.(
Specific optical rotation :25/

-170 to-181o=C
Da º20][.

Loss on drying :105.
5.0/110

/.
Related substances:"

Thin-layer chromatography) "184(R1

:1001-R60)17~/(TS

955R..
5:(A)402

5R(B)0.5A100

R.
/TS.

AB(%0.5).
.

Chlorides content:0.350R.
50.1Y)5/(TS)0.1/(VS

.)0.1/(VS3.545

95.4/99.4/.
Assay:0.340R110

R10/TS)0.1/(
VS"Non-aqueous titration"A)1

142.(1)0.1/(VS36.38C19H21NO4,HC1.
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Additional Requirements for Naloxone hydrochloride for parenteral use

"Parenteral preparations) "456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS500.

_____

NATRII CALCII EDETAS

Sodium Calcium edetate

Molecular formula:C10H12CaN2Na2O8,2H2O

Relative molecular mass:410.3

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS

RR.
Category:.

Storage:.
Additional information :

.
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REQUIREMENTS

General requirement:%97.0

%102.0C10H12CaN2Na2O8.

Identification tests:
A:2.0252.0)100/(TS6

)80/(TS)C.(
B:0.15)25/(TS 0.15)75/(TS

0.05.
C:A)100~/(TS

R.5)25/(TS)
.(

D:"General

identification tests) "1123(.B)(
)60~/(TS.

Heavy metals:1.0"
Limit test for heavy metals")1127(

A)1128(20/.
Cyanide:1.0501.0R4

)100~/(TS0.10)0.01/(VS

1)130/(TS1.0

)0.0001/(VS90.10)0.1/(VS.
.

Disodium edetate:5.02010

TS20.2mordant black11R)0.1

/(VS.1.5)0.1/(VS.
Iron:)(0.540.
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"Limit test for iron) "1129.(80

/.
Water:"Determination of water by 

the Karl Fischer method"A)1145(0.2

130/.
pH:0.2/R8.0-6.5.
Assay:0.5907R5

)70~/(TS.)0.05/(VS

R.1)0.05/(VS18.71

C10H12CaN2Na2O8.

Sodium Calcium edetate for parenteral useAdditional Requirements for

"Parenteral preparations) "456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS0.2.

_____

NATRII CITRAS

Sodium citrate

Sodium citrate, anhydrous

Sodium citrate, dihydrate

Molecular formula:C6H5Na3O7)(C6H5Na3O7,2H2O).(
Relative molecular mass:258.1)(294.1).(
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Graphic formula:

Chemical name:

Description:.
Solubility:)750~

/(TSR.
Category:.)(.

Storage:.
Labelling:

.
Additional information:)(.

REQUIREMENTS

General requirement:%99.0

%101.0C6H5Na3O7.

Identification tests:
A:"General

identification tests) "1123(.B

20/.
B:20/B"General 

identification tests")1121.(
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Heavy metals:1.0"
Limit test for heavy metals")1127(

A)1128(10/.
Oxalates:0.543)420~/(

TS1R.2

 0.25)10/(TS.
)420~/(0.25

)50/(TS.30

4)0.05/(TS.
Clarity and colour of solution:110

R.
Water:"Determination of water by 

the Karl Fischer method"A)1145(1

10/.0.3

0.10/0.13/.
Acidity or alkalinity:110R

0.1/TS0.2)0.1/(
VS0.2)0.1/(VS.

Assay:0.1520R1

50°0.251-
(1-naphtholbenezein)/TS)0.1/(VS

"Non-aqueous titration"A)
1142.(1)0.1/(VS8.603C6H5Na3O7.

_____

NATRII CROMOGLICAS

 Sodium Cromoglicate

Molecular formula:C23H14Na2O11
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Relative molecular mass:512.3

Graphic formula:

Chemical name:

Description:.
Solubility:R

)750~/(TSRR.
Category:.

Storage:.
Additional information:.

REQUIREMENTS

General requirement:%98.0

%101.0C23H14Na2O11.

Identification tests:
A DBCD.

A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:"Related substances."
BC.

C:50.5R34TS1

5.
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D:"
General identification tests) "1123(.B

20/.
Heavy metals:1.0"

Limit test for heavy metals"3)1127(
A)1128(20/.

Oxalates:0.10205.0TS

504800.35

R.
Loss on drying:100°)

0.65(100/.
Acidity or alkalinity:125R

0.1/TS0.25)0.1

/(VS0.25)0.1/(VS).(
Related substances:"

Thin-layer chromatography) "184(R4

.9

R9R.10

R4R)
alumina(6:(A) 20 

(B)0.10(C)0.10RS.

)254.(Aahead

B.
Assay:0.1825R5

2-R30R./)0.1

/(VS"Non-
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aqueous titration"A)1142.(1/)0.1

/(VS25.62C23H14Na2O11.
_____

NATRII FLUORIDUM

 Sodium fluoride

Molecular formula:NaF

Relative molecular mass:41.99

Chemical name:CAS Reg NO. 7681-49-4 .
Description:.

Solubility:) 750~/(TS.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0

%101.0NaF.

Identification tests:
A:"General

identification tests) "1123(.B

20/.
B:0.101)1760~

/(TS15

.
C:0.10

)10/(TS0.10TS.
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Heavy metals:0.5"
Limit test for heavy metals"3)1127(

A)1128(40/.
Loss on drying:13010/.

Acidity or alkalinity:1.020

3R0.0.15

/TS2.0)0.05/(VS1.0

)0.05/(VS)) .(
.(

Fluorosilicates:
)0.05/(VS

1.5)0.05/(VS.
Assay:301.0.15

R

Reflux condenser)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS4.199NaF.

_____

NATRII NITRIS

Sodium nitrite

Molecular formula:NaNO2

Relative molecular mass:69.00

Chemical name:CAS Reg. NO. 7632-00-0

Description:
.
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Solubility:)750~/(TS.
Category:.

Storage:.
Additional information:.

..

REQUIREMENTS

General requirement:%98.0

%100.5NaNO2.

Identification tests:

A:"General

identification tests) "1123(.B

0.10/)300~/(TS.
B:0.1011.0)15~/(TS

.
C:0.2011.0)100~/(TS

/TS.
Heavy metals:1.010)70~/(TS

.
"Limit test for heavy metals"1)1

127(A)1128(20/.
Chlorides:2.532

)1000~/(TS"Limit 

test for chlorides) "1124(0.1/.
Loss on drying:R4

5.0/.
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Acidity or alkalintiy:0.5100.1

)0.01/(VS0.25/TS.0.3

)0.01/(VS.
Assay:0.4100.

10.020)0.02/(VS10

)1760~/(TS.100.5Rswirl

)0.1/(VSTS.
)0.1/(VS3.450NaNO2.

Sodium nitrite for parenteral useAdditional Requirements for

"Parenteral preparations")456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS0.33.

_____

NATRII NITROPRUSSIDUM

 Sodium nitroprusside

Molecular formula:Na2[Fe(CN)5NO],2H2O

Relative molecular mass:298.0

Graphic formula:

Chemical name:
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Other names:.
Description:.

Solubility:)750~/(TS

R.
Category:.

Storage:.

REQUIREMENTS

General requirement:%99.0

%100.5Na2[Fe(CN)5NO].

Identification tests:
A:4/350600

39511.10.
B:"General

identification tests) "1123(.B

0.10/)300~/(TS.
C:52.01R0.5)80~

/(TS.2)300~/(TS.
Chlorides:1.202)130~/(TS30

"Limit test for chlorides"
)1124(0.2/.

Sulfates:5.040"
Limit test for sulfates) "1125.(0.1/.
Ferricyanide:0.50204.62TS

AB.B1)50/(
5)1/(TS50.
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0.25104.62TS50

. 720.
ABA)0.2/.(

Ferrocyanide:240AB.
B2)100/(TS0.2

)50/(TS50.5.
1.050. 695

.ABA)0.2

/.(
Insoluble matter:10.05030

105

0.1/.
Water:"Determination of water by 

the Karl Fischer method"A)1145(1

90/150/.
Assay:0.35100.0.1

)100~/(TS20)750~/(TS.)0.1/(VS

/.
)0.1/(VS13.10Na2[Fe(CN)5NO].

_____

NATRII STIBOGLUCONAS

 Sodium stibogluconate

Composition:.
C6H9Na2O9Sb2.
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Chemical name:

Description:.
Solubility:)750~/(TSR.

Category:.
Storage:.

REQUIREMENTS

General requirement:%30.0

%34.

Identification tests:
A:.)60~/(TS

B"General 

identification tests) "1123.(
B:0.510TS

)80~/(TS.
C:10/.

Chlorides:2.5502)130~/(TS

755.0TS.)0.1/(VS

Potentiometrically3.0)0.1/(VS.
Loss on drying:130)6

5(150/.
Colour and pH value:0.310

)70(30

5.05.6.
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 Trivalent antimony:2.03015

)250~/(TS)0.00833/(VS/TS

1.3)0.00833/(VS.
Assay:0.2530010

)1000~/(TS5)1760~/(TS

..1

)1000~/(TS.1R

1R60.
1R5

.)400~/(TS)15

()100~/(TS.
R)0.02/(VSTS

)0.02/(VS2.435.
_____

NATRII SULFAS

 Sodium sulfate

Molecular formula:Na2SO4,10H2O

Relative molecular mass:322.2

Chemical name:

Other name:.
Description:.

Solubility:)750~/(TS.
Category:.
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Storage:
30.

Additional information:
33.

REQUIREMENTS

General requirement:%99.0

%100.5Na2SO4.

Identification tests:
A:"General

identification tests) "1123.(.B

0.05/.
B:0.05/A"General

identification tests")1123.(
Heavy metals:1.0"

Limit test for heavy metals ."1)1127(
A)1128(20/.

Ammonium salts:10.3

R)(R.
Arsenic:535

"Limit test for arsenic) ."1130(
2/.

Calcium:0.2)100

/Ca(TS1.5)25/(TS

1)120~/(TS.
0.51510)100/Ca(TS

5.15
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)200/.(
Chlorides:1.252)130~/(TS30

"Limit test for chlorides) "
1124(0.2/.

Iron:1.040"
Limit test for iron) "1129(40/.

Magnesium:0.5101R0.15

Titan yellowTS0.2)50/(TS5

)80~/(TS5

)10/Mg(TS5.
Clarity and colour of solution:0.5010

R.
Reducing substances:0.551

)100~/(TS0.20)0.002/(VS.15

)(discoloration.
Loss on drying:30

1300.52/0.57/.
Acidity or alkalinity:0.510

R0.1/TS0.5

carbonate-free sodium hydroxide)0.01/(VS0.5

)0.01/(VS).(
Assay:0.2525010

)70~/(TS)50/(TS.
30.

600.0.608Na2SO4.
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NATRII SULFAS ANHYDRICUS

Sodium sulfate, anhydrous

Molecular formula:Na2SO4

Relative molecular mass:142.0

Chemical name:

Description:.
Solubility:)750~/(TS.

Category:.
Storage:.

Additional information:.

REQUIREMENTS

General requirement:%99.0

%100.5Na2SO4.

Identification tests:
A:"General

identification tests) "1123(.B20

/.
B:20/A"General

identification tests")1123.(
Heavy metals:0.5

"Limit test for heavy metals"1)1127(
A)1128(45/.

Ammonium salts:0.50.3
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R)(R.
Arsenic:2.035"

Limit test for arsenic) "1130(5/.
Calcium:0.2)100

/Ca(TS1.5)25/(TS

1)120~/(TS.
0.221510)10/Ca(TS

5.15

)450/.(
Chlorides:0.552)130~/(TS30

"Limit test for chlorides"
)1124(0.45/.

Iron:0.4440"
Limit test for iron) "1129(90/.

Magnesium:0.22101R0.15

Titan yellowTS0.25)50/(TS5

)80~/(TS

5)10/Mg(TS5.
Clarity and colour of solution:0.2210

R.
Reducing substances:0.2551

)100~/(TS0.20)0.002/(VS.15

)(discoloration.
Loss on drying:13050

/.
Acidity or alkalinity:0.2210
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R0.1/TS0.5

carbonate-free sodium hydroxide)0.01/(VS0.5

)0.01/(VS).(
Assay:0.125010

)70~/(TS)50/(TS.
30.600.

0.608Na2SO4.
_____

NATRII THIOSULFAS

 Sodium thiosulfate

Molecular formula:Na2S2O3,5H2O

Relative molecular mass:248.2

Chemical name:

Description:.
Solubility:)750~/(TS.

Category:.
Storage:.

Additional information:
33°49.

REQUIREMENTS

General requirement:%99.0

%101.0Na2S2O3,5H2O.
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Identification tests:
A:10)BC.(21.0

TS.0.25)50/(TS.
B:2A1.0)70~/(TS

).(
C:2A2)0.1/(VS

.
D:"

General identification tests) "1123(.B

0.10/.
Heavy metals:1.0105

)70~/(TS.15

.
..0.05

/TS)1/(VS.4-3

60~)/(TS40"
Limits test for heavy metals"A)1128(

20/.
Chlorides:1.20202)130~/(

TS4-3"
Limit test for chlorides) "1124(0.2/.

Sulfates and sulfites:0.25105TS

TS.
"Limit test for sulfates) "1125(

2/.
Sulfides:1100.05sodium 

nitroprusside)45/(TS.
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Clarity and colour:1.010R

.
pH value:0.10/R8.4-6.0.

Assay:0.525iodine)0.05

/(VSTS..1)0.05/(VS

24.82Na2S2O3,5H2O.

Sodium thiosulfate for parenteral useAdditional Requirements for

"Parenteral preparations) "456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS0.03.

_____

NATRII VALPROAS

 Sodium valproate

Molecular formula:C8H15NaO2

Relative molecular mass:166.2

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS.

Category:.
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Storage:.
Additional information:.

REQUIREMENTS

General requirement:%98.0

%101.0C8H15NaO2.

Identification tests:
A:0.555R1)70~/(

TSR

."
Spectrophotometry in the infrared region) "143.(

RS.
B:0.551)II) (100/(TS

R.
C:20/B"General

identification tests")1125.(
Heavy metals:1.0"

Limit test for heavy metals"3)1127(
A)1128(20/.
Arsenic:5.035"

Limit test for arcinic) "1130(2/.
Chlorides:1.202)130~/(TS20

"Limit test for chlorides) "1

124(0.2/.
Iron:0.240"

Limit test for iron) "1129(50/.
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Sulfates:2.520"
Limit test for sulfates) "1125(0.2/.

Clarity and colour of solution:2.010

RTS2.
Loss on drying:105°

20/.
Acidity or alkalinity:2.020

R0.1/TS1.5)0.1

/(VS1.5)0.1/(VS

).(
Related substances:"Gas

chromatography) "1101(3:
1:0.20Roctanoic acid)internal standard(1

R)dichloromethane.(
2:0.5010)190~/(TS

3R20.combined

10R30°

10.
3:0.50102.0R10

)0.1/(VS)190~/(TS3

R20.combined10

R30°

10.
1.50.4

15M 201

)1440~/(TS84Rsilanized

diatomaceous support)180-150.(170R
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.3

.
Assay:0.2530R1

0.151-/TS)0.1/(VS

"Non-aqueous titration"A)1

142(1)0.1/(VS16.62C8H15NaO2.
_____

NEOMYCINI  SULFAS

 Neomycin sulfate

Composition:
Streptomyces fradiaeBC.

Chemical name:

Description:.
Solubility:)750~/(TS

RR .R 

Category:.
Storage:

30°.
Additional information:.

..

REQUIREMENTS

General requirement:600
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.

Identification tests:
:A"Thin-layer chromatography"

)184(R3)40/(TS

.)1(:)A(20

)B(20BRS.
10105°/

TS.105°5.
AB.

B:1050.1R2

)1/(TS6570°10.
C:0.05/A"General

identification tests")1123.(
Sulfated ash:10/.

Loss on drying:60°)0.6

5(Rphosphorus pentoxide3

80/.
ph value:0.10/R7.5-5.0.

Neamine:"Thin-layer 

chromatography) "184(:0.3R

240.7

)80~/(TS30.R3

0.75110°

.)100/(TS.
10:(A)2.5(B)0.05

RS.
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/TS110°15.
.A

B.
Content of sulfates:12003

)420~/(TS25)50/(TS.
4.

411.6250/310/.
Assay:"

Microbiological assay of antibiotics) "1155()a(Bacillus pumilusNCTC)

(8241; ATCC 14884Cm18.1-8.0

8.0TS1TS2)214(
39-35°)b(Staphylococcus aureus(ATCC 29737)

Cm18.0-7.88.0TS1TS2

)2201(39-35°(C)

Staphylococcus epidermidis(ATCC 12228)Cm18.1-

8.08.0TS1TS2)0.52

1(39-35°.
fiducial limits of error of the estimated  potency (P = 0.95)%95%105

.(P = 0.95)600

.
_____

NEOSTIGMINI  METILSULFAS

 Neostigmine metilsulfate

Molecular formula:C13H22N2O6S

Relative molecular mass:334.4

Graphic formula:
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Chemical name:

Description:.
Solubility:)750~/(TS.

Category:.
Storage:.

REQUIREMENTS

General requirement:%98.0

%100.5C13H22N2O6S.

Identification tests:
ADBCD.

A:"
Spectrophotometry in the infrared region) "143.(

RS.
B:"Related substances."

BC.
C:0.050.4R2)750~/(TS

3.)750~/(TS22

TS.
D:200.5R

10.0.2TS

)70~/(TSA
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"General identification testes")1

123.(

Melting range:149-144°105°3.
Chlorides:0.20101)130~/(TS1

)40/(TS..
Sulfates:0.20101.5)70~/(TS

1)50/(TS..
Clarity and colour of solution:0.2010

 Bn1 "
Colour of liquids) "153.(

Sufated ash:1.0/.
Loss on drying:105°

10/.
Acidity:0.20100.1/TS

.0.30)0.01/(VS.
Related substances:"

Thin layer chromatography) "184(R167

30R3R)
.(10

:(A)20(B)0.10(C)0.10

RS.
4TS2)0.1/(VS.

TS 2 .
AB.

Assay:0.1520
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semi-micro25)400~/(TS.
50)0.01/(VS200.

)0.02/(VS/TS.

.1)0.01/(VS6.688

C13H22N2O6S.

Neostigmini metilsulfate for parenteral useAdditional Requirements for

"Parenteral preparations) "456.(
_____

NIFURTIMOXUM

 Nifurtimox

Molecular formula:C10H13N3O5S

Relative molecular mass:287.3

Graphic formula:

Chemical name:

Description:.
Solubility:RR

RR.
Category:Antitrypanosomal drug.

Storage:.
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REQUIREMENTS

General requirement:%98.0%102.0

C10H13N3O5S.

Identification tests:
ABC.

:A"
Spectrophotometry in the infrared region")143.(

RS.
B:"Related substances."

BC.
C:202.0R2.0.0.25

)II) (160/(TS4R.5R

.
Melting range:182-178°.
Sulfated ash:1.0/.

Loss on drying:105°5.0

/.
Related substances:"

Thin layer chromatography) "184(R6)
( RR

.R:(A) 1010

(B)21.0(C)2

1.0RS.
10.

)254.(A

B.



247

Assay:0.120R80

)750~/(TS.5)250~/(TS

R.330.0

)0.1/(VS3)200/(TS.15

)0.1/(VS.1)0.1

/(VS4.788C10H13N3O5S.
_____

NIRIDAZOLUM

 Niridazole

Molecular formula:C6H6N4O3S

Relative molecular mass:214.2

Graphic formula:

Chemical name:

Description:.
Solubility:RRR

R)750~/(TSR.
Category:.

Storage:.

REQUIREMENTS

General requirement:%97.0%103.0

C6H6N4O3S.
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Identification tests:
ABCD.

:A"
Spectrophotometry in the infrared region) "143.(
RS.

B:"Related substances."
AB.

C:202.0R2.0)80~/(TS

10.
D:264°.

Heavy metals:1.0"
Limit test for heavy metals"3)1127(

A)1128(20/.
Sulfates:0.52.0)70~/(

TS8.010

.1.0)0.5/(VS.
0.10)0.01/(VS2.0

)70~/(TS8.01.0)0.5/(VS

.

.
Solution in dimethylformamide:0.1010

R.
Sufated ash:3.0/.

Loss on drying:100)0.6
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5(35.0/.
Related substances:"

Thin layer chromatography) "184(R6)
(12R8R

.54R:(A)10

)((B)10RS

)((C)202-5RS(D)

40RS.
)365(

15.A

CD15.
Assay:404R

Rdehydrated ethanol2005.0100

.1359

.C6H6N4O3SRS.
10/RS0.03±0.70.
_____

NITRAZEPAMUM

 Nitrazepam

Molecular formula:C15H11N3O3

Relative molecular mass:281.3

Graphic formula:
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Chemical name:

Description:.
Solubility:R

)750~/(TSR.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.5%101.0

C15H11N3O3.

Identification tests:
A::.0.005/

)1/(VS9R.
 230350280.1

0.45.
B:101R0.05

)80~/(TS.
C:205)420~/(TS105

2)1/(TS.1

)5/(TS1N-(1-naphthyl) 

ethylenediamine hydrochloride)1/(TS.
D:227°.

Heavy metals:1.0"
Limit test for heavy metals"3)1127(
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A)1128(20/.
Sulfated ash:1.0/.

Loss on drying:105°45.0/.
Related substances:"

Thin layer chromatography) "184(R4

85R15R.
10RR:(A)

25(B)25.
12.

)254.(A

B.
Assay:0.2530R

)0.1/(VSpotentiometrically 

"Non-aqueous titration"A)1142.(1

)0.1/(VS28.13C15H11N3O3.
_____

NITROFURANTOINUM

 Nitrofurantion

Nitrofurantion, anhydrous 

 Nitrofurantion, monohydrate 

Molecular formula:C8H6N4O5)(C8H6N4O5 ,H2O)(
Relative molecular mass:238.2)(256.2).(

Graphic formula:
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Chemical name:

Other name:Furadoninum.
Description:

.
Solubility:)750~/(TS

R.
Category:.

Storage:
25.

Labelling:
.

Additional information:271.

Stainless steel.

REQUIREMENTS

General requirement:%98.0%102.0

C8H6N4O5.

Identification tests:
ABCD.
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:A"
Spectrophotometry in the infrared region) "143.(

105.
RS.

B::.
3.6R200.3

R200.0.1250R

1000.5100.
100.05

R.220400

266367.10.320.46

.3672661.361.42.
C:0.210RR.

0.520.15(II))80/(TS0.2

R3R.
D:55)0.1/(VS.

.
Sulfated ash:1.0/.

Loss on drying:10510

/.50/71/.
Related substances:"

Thin layer chromatography) "184(R290

R10R.10

:(A)0.25R10

R(B)1A100R.
1055./

TS10510
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)254.(A

B.
Assay:0.410R10

R0.10/TS

Lithium methoxide)0.1/(VS"
Non-aqueous titration"B)1142.(1

)0.1/(VS23.82C8H6N4O5.
_____

NOSCAPINUM

 Noscapine

Molecular formula:C22H23NO7

Relative molecular mass:413.4

Graphic formula:

Chemical name:

Description:.
Solubility:R

)750~/(TSR.
Category:.
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Storage:.

REQUIREMENTS

General requirement:%98.5%101.0

C22H23NO7.

Identification tests:
ABCD.

:A"
Spectrophotometry in the infrared region) "143.(

RS.
B:0.050/R230350

291310263

.3102911.2.
C:100.5)1760~/(TS

.
D:175°.

Specific optical rotation:20/
)0.1/(;VS= + 42 to + 48C

Da 20][.
Sulfated ash:1.0/.

Loss on drying:105°10/.
Related substances:"

Thin layer chromatogrphy) "184(R545

R45R7)750~/(TS3

)260~/(TS.10)750~/(TS:
(A)20(B)0.20.

)0.1/(VS

.AB.
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Assay:0.540R1

)0.1/(VS"Non-

aqueous titration"A)1142.(1)0.1/(VS

41.34C22H23NO7.
_____

NOSCAPINI  HYDROCHLORIDUM

 Noscapine  hydrochloride

Molecular formula:C22H23NO7 ,HCl,H2O

Relative molecular mass:467.9

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.
Additional information:.
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REQUIREMENTS

General requirement:%98.5

%101.0C22H23NO7 ,HCl.

Identification tests:
ADBCD.

A:0.110)100~/(TS10R.
5.

1R.
"ophotometry in the infrared region"

)143.(RS

.
B:5)35~/(TS100R1

100R.0.050//
230350291310

263.310

2911.21.3.
C:0.1)1760/(TS

.
 :D20/A"General 

identification tests")1121.(
Specific optical rotation:20/

)0.01/(VS = + 38.5 to + 44.0°C
Da 20][.

Sulfated ash:1.0/.
Loss on drying:10565/.

Related substances:"
Thin layer chromatogrphy) "184(R545
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R45R7)750~/(TS3

)260~/(TS.10)750~/(TS:
(A)20(B)0.20.

)0.1/(VS

.AB.
Assay:0.5507

R3R110/TS

)0.1/(VS"Non-aqueous

titration"A)1142.(1)0.1/(VS44.99

C22H23NO7 ,HCl.
_____

NYSTATINUM

 Nystatin

:Streptomyces

nourseiA1.
Chemical name:CAS Reg.NO.1400-61-9.

Description:.
Solubility:)750~/(TSR

RR.
Category:.

Storage:
5.

Additional information:.
.%1

.
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REQUIREMENTS

General requirement:44001

.

Identification tests:
A:0.1050R5R

R1001100R.
240350291305

3191291

3050.610.73319305

0.830.96.
B:305220.1R

100TS

.
Loss on drying:60)

0.6kPa5(50/.
pH value:0.310R

8.0-6.5.
Assay:"

Microbiological assay of antibiotics) "1155.(
2-1Cm36.2-6.0Saccharomyces cerevisiae

(NCYC 87; ATCC 9763))25300

1(33-29.75

R5010200

6.0TS3..fiducial

limits(P = 0.95)estimated potency %95%105

.(P = 0.95)4400
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1.
_____

OXAMNIQUINUM

 Oxamniquine

Molecular formula:C14H21N3O3

Relative molecular mass:279.3

Graphic formula:

Chemical name:

Description:.
Solubility:RRR.

Category:.
Storage:.

REQUIREMENTS

General requirement:%97.0

%103.0C14H21N3O3.

Identification tests:
ABC.

A:"spectro-

photometry in the infrared region) "143.(
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RS.
B:1010R1.00.5

)250~/(TS.51

)100/(TS)50/(TS.0.5

0.52-TS12.0)80~/(TS

-.
C:151.

Heavy metals:0.5"
Limit test for heavy metals"3)1127(

A)1128(50/.
Iron:1.05)250~/(FeTS30

."Limit test for iron) "1

129(50/.
Sulfated ash:2.0/.

Water:"Determination of water by 

the Karl Fischer method"A)1145(0.5

20/.
pH value:0.110R

10.0 - 8.0.
Related substances:"

Thin layer chromatography) "184(R6)
(20R10R2

2-R0.5R.10

RR:(A)25

(B)0.25.
10.

254365.A
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B.
Assay:0.330R1

(oracet blue)R/TS.)0.1/(VS

"Non-aqueous titration"A)1142.(1

)0.1/(VS27.93C14H21N3O3.
_____

OXYTETRACYCLINI  DIHYDRAS

 Oxytetracycline dihydrate

)( Oxytetracycline dihydrate (non-injectable)

 Oxytetracycline dihydrate, sterile

Molecular formula:C22H24N2O9 ,2H2O

Relative molecular mass:496.5

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS

.
Category:.

Storage:.
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Labelling:

.
Additional information:

.2.

REQUIREMENTS

General requirement:920

1.

Identification tests:
A:"Thin layer chromatography"

)184()(:25

)(R1502.5R47.5

)0.1/(VS7)100~/(TS.
90-70.

2002R2R

R25)0.1/(VS7

)100~/(TS.1

R:(A)0.50(B)0.50

RS(C)0.50RS0.50

RS0.50

.)260/(TS

)365.(
AB.

C.
B:12)1760~/(TS

0.1.
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Specific optical rotation:0.25

)0.1/(VS2560.
203 to -216=C

Da 20][.
Sulfated ash:5.0/.

Water:"Determination of water by 

the Karl Fischer method"A)11454(0.25

40/75/.
pH value:10/7.5-4.5.

Absorption in the ultraviolet region :
20/)0.1/(VS

230400268353.
13530.540.58.

Light-absorbing impurities:2.0/
)1/(VS99R

14300.25.
10/)1/(VS99R

14900.20.
Assay:"

Microbiological assy of antibiotics)"1155((a)Bacillus

pumilus(NCTC 8241 or ATCC 14884)Cml6.6-6.5

4.5TS)220

(39-37°(b)Bacillus cereus(ATCC 11778)

Cml6.0-5.9TS 4.5

)0.52(33-30.
fiducial limits(P = 0.95)estimated potency %95

%105.(P = 0.95) 

900.
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Additional Requirements for Sterile Oxytetracycline Dihydrate

Undue toxicity:"Test

for undue toxicity ) "1165(0.5:40

2.0)0.1/(VSR

20.
Sterility:"Sterility testing of antibiotics) "1

162(1R (macrogol P-

isooctylphenyl ether))1/(TS.

Additional requierments for Oxytetracycline dihydrate for sterile use

"Test for non injectable 

preparations) "532.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS0.4.

_____

OXYTETRACYCLINI  HYDROCHLORIDUM

 Oxyetracycline hydrochloride

)(Oxyetracycline hydrochloride (non-injectable) 

Oxyetracycline hydrochloride, sterile

Molecular formula:C22H24N2O9 ,HCl

Relative molecular mass:496.9

Graphic formula:
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Chemical name:

Description:.
Solubility:45)750~/(TS

RR.
Category:.

Storage:
.

Labelling:

.
Additional information:.

.
base.

2.

REQUIREMENTS

General requirement:870

.



267

Identification tests:
A:"Thin layer chromatography"

)184()(:25

)(R1502.5R47.5

)0.1/(VS7)100~/(TS.
90-70.

2002R2R

R25)0.1/(VS7

)100~/(TS.1

R:(A)0.50(B)0.50

RS(C)0.50RS0.50

0.50.
)260/(TS

)365.(A

B.
C.

B:12)1760~/(TS

0.1.
C:0.05/B"General

identifications tests")1121.(
Specific optical rotation:0.25

)0.1/(VS2560.
 - 188  to -200°=C

Da 20][.
Sulfated ash:5.0/.

Water:"Determination of water by 

the Karl Fischer method"A)1145(0.2520

/.
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pH value:10/3.0 - 2.0.
Absortion in the ultraviolet region :

20/)0.1/(VS

230400268353.
13530.540.58.

Light-absorbing impurities:2.0/
)1/(VS99R

14300.50.
10/)1/(VS99

R1490

0.20.
Assay:"

Microbiological assy of antibiotics")1155((a)Bacillus

pumilus(NCTC 8241 or ATCC 14884)Cml6.6-6.5

4.5TS)220

(39-37°(b)Bacillus cereus(ATCC 11778)

Cml6.0-5.9TS 4.5

)0.52(33-30.
fiducial limits(P = 0.95)estimated potency %95

%105.(P = 0.95) 

870.

Additional requierments for Oxytetracycline hydrochloride for sterile use

"Test for sterility of non injectable 

preparations) "532.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
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RS0.4.
Sterility:"Sterility testing of 

antibiotics) "1162(.
_____

PARACETAMOLUM

Paracetamol

Molecular formula:C8H9NO2

Relative molecular mass:151.2

Graphic formula:

Chemical name:

Other name:Acetaminophen.
Description:.

Solubility:)750~/(TSR

R.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.5%101.0

C8H9NO2.

Identity tests:
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A:0.05100R.0.5)0.1/(
VS1100.

12490.88.
B:0.1100.05)25/(TS

.
C:0.11)70~/(TS10

.0.05)0.0167/(VS

)Phenacetin.(
Melting range:172-168.

)(Heavy metals:1.085

R15"Limit test for 

heavy metals"A)1128(10/.
Sulfated ash:1.0/.

Loss on drying:1055.0

/.
4-4-Aminophenol:0.5R

10.0.2TS

30.0.5R4-
0.50.050/4-R.

)0.05/.(
Related substances:"

Thin-layer chromatography"silica gelR465

R25R10toluene R.
14.

:(A)1.0

5R30.
supernatant.(B)1A10
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)750~/(TS.(C)254-R)750~

/(TS.(D)0.254-R0.1

)750~/(TS100.200

A40.
)254.(

4AC.
B4

C.D

4-Rf

.
Assay:0.2510

)70~/(TS.30

1Rcombined solution

"Nitrite titration")1143()0.1/(VS.
)0.1/(VS15.12C8H9NO2.

______

PAROMOMYCINI SULFAS

Paromomycin sulfate

Molecular formula:C23H45N5O14,xH2SO4

Graphic formula:
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Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.
Additional information:.

.

REQUIREMENTS

General requirement:675

.

Identity tests:
A:"Thin-layer chromatography"

)184(R3)40/(
TS.1:(A)20

(B)20RS.
10105/

triketohydrindene /butanol)(TS.1055

.A

B.
B:0.05/A"General

identification tests")1123.(
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Specific optical rotation :50/
+ 50 to +55=C

Da 20][.
Sulfated ash:20/.

Loss on drying:50)
0.65(50/.

pH Value:30/R57.5.
Assay:"

Microbiological assay of antibiotics) "1155((a)Bacillus

subtilis(NCTC 10400)test organismCml(pH)8.0

7.8TS)14IU/(37

39)b(Bacillus subtilis(ATCC 6633)test organism

Cml7.88.0TS1TS2

)28IU/(3638.fiducial

limitsestimated potency (P = 0.95)%95%105

.(P = 0.95) 675IU/
.

_____

PENICILLAMINUM

Penicillamine

Molecular formula:C5H11NO2S

Relative molecular mass:149.2

Graphic formula:

Chemical name:
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Description:.
Solubility:9)750~/(TS

RR.
Category:antidote.

Storage:.
Additional information:

.

REQUIREMENTS

General requirement:%95%100.5

C5H11NO2S.

Identity testes:
A:2042TS

.
B:2050.05)200~/(TS20

R.
Specific optical rotation:50/

)1/(VS- 58 to - 68=C
Da 20][.

Sulfated ash:1/.
Loss on drying:60)

0.65(5/.
pH Value :10/4.06.0.

Mercury:
:.

0.5650
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452.5)1000~/(TS

.
)530.(2.5)1760~/(TS

.2.5)1000/(TS

.50

.
)25(.250

50.1)20/(TS1

RR

.50)0.125/(VS9010

)200/(TS.TS

0.30.510.
.TS.

TS.
20.

Assay:0.1505

)1/(VS0.2TS)0.02/(VS.1

)0.02/(VS5.968C5H11NO2S.
_____

PENTAMIDINI ISETIONAS

Pentamidine isetionate

Molecular formula:C19H24N4O2,2C2H6O4S

Relative molecular mass:592.7

Graphic formula:
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Chemical name:

Description:.
Solubility:10)750~/(TS

RR.
Category:.

Storage:.
Additional information:.

REQUIREMENTS

General requirement:%98.5

%102.5C19H24N4O2,2C2H6O4S.

Identification tests:
A:10/)0.01/(VS

230350262

10.47.
B:0.5580.10

)50~/(TS20.2)1000~/(
TS0.2cericTS.

C:190.
Sulfated ash:1.0/.

Loss on drying:10540

/.
pH Value :0.05/4.56.5.

Related substances:"
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Thin-layer chromatography")184(silica gelR6

105)(
1081-RR.

10R:(A) 50

(B)0.25.
)254.(A

B.
Assay:A"Determination of 

nitrogen) "1147(0.49

)1760~/(TS.1)0.05/(VS

14.82C19H24N4O2,2C2H6O4S.
_____

PENTAMIDINI MESILAS

Pentamidine mesilate

Molecular formula:C19H24N4O2,2CH4O3S

Relative molecular mass:532.6

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSRR

R.
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Category:.
Storage:.

RQUIREMENTS

General requirements:%98.5

%102.5C19H24N4O2,2CH4O3S.

Identity tests :
A:0.5580.10

)50~/(TS.20.2

)1000~/(TS0.2cericTS.
B:0.51)400~/(TS

.
C:1108010)50~/(TS

)D(10105

188.
D:10C2.5)60~

/(TS.11

R)(
.5.)70~

/(TS3.30A"
General identification tests")1123.(

Sulfated ash:1.0/.
Loss on drying:10515

/.
pH Value :0.05/4.56.5.

Related substances:"
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Thin-layer chromatography")184(silica gelR6

105)(
1081-RR.

10R:(A)50

)((B)0.25.
)254.(

AB.
Assay:A"Determination of 

nitrogen) "1147(0.49

)1760~/(TS.1)0.05/(VS

13.32C19H24N4O2,2CH4O3S.
_____

PETHIDINI HYDROCHLORIDUM

Pethidine hydrochloride

Molecular formula:C15H21NO2,HCl

Relative molecular mass:283.8

Graphic formula:

Chemical name:

Other name:.
Description:.

Solubility:)750~/(TSR.
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Category:.
Storage:.

Additional information:
.

REQUIREMENTS

General requirement:%98.0

%101.0C15H21NO2,HCl.

Identity tests:
A:50.50.12

)1760~/(TS.
B:0.15)750~/(TS15)7/(TS

.105

190)picrate) .(C.(
C:5B5

20.
D:10/A"General 

identification tests")1121.(
Melting range:105187190.

Clarity and colour of solution:0.2010

.
Sulfated ash:1.0/.

Loss on drying:1055.0

/.
pH Value :0.05/46.

Related substances:"
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Thin-layer chromatography) "184()(R1

2-R9R5

.15

..
R100R182-R

.0.1050.5

)400~/(TS2R.
A.0.5A50B.

5AB.
1012.

10TS.5

.
)365.(A

B.
Assay:0.2030R110

/TS)0.1/(VS

"titrationNon-aqueous"A)1142.(1

)0.1/(VS28.38C15H21NO2,HCl.

Additional requierments for Pethidine hydrochloride for parenteral use

"Parenteral preparations) "456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS2.4.

_____

PHYTOMENADIONUM
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Phytomenadione

Molecular formula:C31H46O2

Relative molecular mass:450.7

Graphic formula:

Chemical name:

Other name:PhytonadioneK1.
Description:.
Miscibility:)750~/(TS

RR.
Category:.

Storage:.

RQUIREMENTS

General requirements:%97.0102.0

C31H46O2.

Identity tests :
A:10/224-R

2303504243249261
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270.10.400.42

0.380.39.246254266

.2542490.70

0.75.
B:0.10/224-R

230350243

285.10.700.22.
0.055)750~/(TS1.0

/TS1.15

.
Refractive index:529.1525.120

Dn.
Acidity or alkalinity:120R

R.
Related substances:

"Thin-layer chromatography) "184(silica

gelR480R20R

R.10224-R:
(A)5(B)0.05R.

)254.(
B

B.
Assay:

:.
0.1224-R100.

10100224-R10100

.1249

C31H46O242420%1
1cmA.
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Additional requierments for Phytomenadione for parenteral use

"Parenteral preparations) "456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS14.

PIX LITHANTHRACIS

Coal tar

Composition:.
.CAS Reg. No. 

8007-45-2.
Description:.

Solubility:)750~/(
TSRRR.

Category:.
Storage:.

Additional information:sooty.
.
.

REQUIREMENTS

Identity test:
0.510R130

)365.(
Sulfated ash:20/.

_____
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PRAZIQUANTELUM

Praziquantel

:9.
Molecular formula:C19H24N2O2

Relative molecular mass:312.4

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR.

Category:.
Storage:.

REQUIREMENTS

General requirement:%98.5%101

C19H24N2O2.

Identity tests:
ABC.

A:"
Spectrophotometry in the infrared region) "143.(

RS.
B:"Related substances."A

B.
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C:138.
Heavy metals:1.0

"Limit test for heavy metals"3)1127(
A)1128(20/.

Sulfated ash:1/.
Loss on drying:50)

0.65(5.0/.
Related substances:"

Thin-layer chromatography) "184(silica gelR5

85R15R..
R10R:(A)50

(B)50RS2

R:(C)0.5RS(D)1.0

RS.7.
20.

.A

CD.
Assay:0.04R)750~/(

1001265.C19H24N2O2

RS.
_____

PREDNISOLONI ACETAS

Prednisolone acetate

Molecular formula:C23H30O6

Relative molecular mass:402.5
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Graphic formula :

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.
Additional information:235.

REQUIREMENTS

General requirement:%96.0

%104.0C23H30O6.

Identity test :
ACBC.

A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:"Thin-layer chromatography"
)184()(R110

R90R5.
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16

..
75R25R.2

9RR:(A)2.5

(B)2.5RS.15.
12015

20)190~/(TS80)750~/(
12010.)365

.(AB.
C:0.052)750~/(TS2)700~/(TS

).(
Specific optical rotation :10/R

+ 112 to +119=C20
D][a.

Loss on drying:10510

/.
Related substances:"

Thin-layer chromatography) "184(silica gelR1

95R5R0.2.
19R

R:(A)15(B)0.30.
10510

/TS

.A

B.
Assay:20R1005

100.1

243.C23H30O6
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RS.0.37±0.02

.
_____

PROBENECIDUM

Probenecid

Molecular formula:C13H19NO4S

Relative molecular mass:285.4

Graphic formula:

Chemical name:

Description:.
Solubility:25)750~/(TS12

RR.
Category:.

Storage:.

REQUIREMENTS

General requirement :%98.0%101.0

C13H19NO4S.

Identity tests :
ABC.
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A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:"."A

)(B.
C:199.

Heavy metals: 1.0 "
"Limit test for heavy metals"3)1127(

A)1128(20/.
Sulfated ash:1.0/.

Loss on drying:1055.0

/.
Acidity:210030

.0.15/TS

)0.1/(VS0.5

.
Related substances:"

Thin-layer chromatography) "184(R4

151-R3)17~/(TS.
)17~/(TS9)750~/(TS:(A)

10(B)10RS(C)0.050

.1AB.20

AC.
)254.(A

B.A)(
C.

Assay:1.050TS
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)0.1/(VS/TS.
.

)0.1/(VS28.54C13H19NO4S.
_____

PROCAINI BENZYLPENICILLINUM

Procaine benzylpenicillin

)(Procaine benzylpenicillin (non-injectable)

Procaine benzylpenicillin, sterile

Molecular formula:C16H18N2O4S,C13H20N2O2,H2O

Relative molecular mass:588.7

Graphic formula:

Chemical name:

Other names:G.
Description:.

Solubility:)750~/(TSR.
Category:.

Storage:



292

30.
Labelling:

.
Additional information:.

.

.

REQUIREMENTS

General requirement:%96.0

%100.5C16H18N2O4S,C13H20N2O2%38.5%41.5

C13H20N2O2.

Identification tests:
A:0.0522)1760~/(TS

.
.22/TS

.
.

B:10100.5/TS.
)0.01/(VS1.0

TS.
C:0.05"General

identification) "1119(.
Water:"Determination of water by 

the Karl Fisher Method"A)1145(0.5

28/42/.
pH Value :3.010

R5.07.5.
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Assay:
:0.0451000.

2.0.10.0

/TS6025

.20)A.(10.0

)B.(
1314

2.010.0/TSA

B.
C16H18N2O4S,C13H20N2O2AB

0.050

RS)C16H17N2NaO4S(1.601C16H18N2O4S,C13H20N2O2.
0.62±0.03.

:0.5105

)75/(TS25R

.20.0

)0.1/(VS.0.25/TS

)0.1/(VS.1)0.1/(VS23.63

C13H20N2O2.

Additional Requirements for Sterile Procaine Benzyl penicillin

"Test for non injectable preparations"
)532.(

Bacterial endotoxins:"
Test for Bacterial endotoxins ) "530(

RS0.01.
Sterility:"Sterility testing of 

antibiotics) "1162(TS
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.
_____

PROCARBAZINI HYDROCHLORIDUM

Procarbazine hydrochloride

Molecular formula:C12H19N3O,HCl

Relative molecular mass:257.8

Graphic formula:

Chemical name:

Description:.
Solubility:R)750~/(TS

RR.
Category:.

Storage:.
Additional information:223

.
.:
..

REQUIREMENTS

General requirement:%98.5

%100.5C12H19N3O,HCl.

Identity tests:
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A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:0.10/B"General 

identification tests")1121.(
Heavy metals:1.0"

"Limit test for heavy metals"1)1127(
A)1128(20/.

Sulfated ash:1.0/.
Loss on drying:1055

/.
pH Value :0.05/3.04.5.

Assay:0.1255)1080~

/(TS20R15/TS

)0.1/(VS"Non-

aqueous titration"A)1142.(1)0.1/(VS

25.78C12H19N3O,HCl.
_____

PROMETHAZINI HYDROCHLORIDUM

Promethazine hydrochloride

Molecular formula:C17H20N2S,HCl

Relative molecular mass:320.9

Graphic formula:
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Chemical name:

Other name:Diprazinum.
Description:.

Solubility:)750~/(TSR

R.
Category:.

Storage:.
Additional information:

..
.

REQUIREMENTS

General requirement:%98.5

%101C17H20N2S,HCl.

Identity tests:
A:2050.05)IV(R

.
B:0.252525)7/(

TS10

)750~/(TS160).(
C:0.0552)1000~/(TS

.A"
General identification tests")1121.(

Solution in chloroform:1.010R

Ywl
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"Colour of liquids) "153.(
Sulfated ash:1.0/.

Loss on drying:1055.0

/.
pH Value :0.10/3.5-5.0.

Related substances:"
Thin-layer chromatography) "184(silica gelR4

85R10R5

R.1095

R5R:(A)20

(B)0.20.
)254.(

AB.
Assay:0.4200R10

/TS3/TS

)0.1/(VS"Non-aqueous titrationA

)1142.(1)0.1/(VS32.09

C17H20N2S,HCl.

Additional Requirements for Promethazine hydrochloride for parenteral use

"Parenteral preparations) "456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS5.0.

_____

PROTIONAMIDUM
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Protionamide

Molecular formula:C9H12N2S

Relative molecular mass:180.3

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR

RR.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0%101.0

C9H12N2S.

Identity tests:
ADBCD.

A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:10/)750~/(TS230
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3502911

0.39.
C:0.15)1/(VS

R.
D:141.

Heavy metals:1"
"Limit test for heavy metals"3)1127(

A)1128(20/.
Sulfated ash:1.0/.

Loss on drying:1055.0

/.
Acidity:2.020R20

)0.1/(VS/TS

0.2).(
Related substances:"

Thin-layer chromatography) "184(silica gelR4

9RR.
5R:50 (A)(B)0.25

.
)254.(A

B.
Assay:0.4530R1

)0.1/(VS"Non-aqueous

titrationA)1142.(1)0.1/(VS18.03

C9H12N2S.
_____
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PYRANTELI EMBONAS

Pyrantel embonate

Molecular formula:C11H14N2S,C23H16O6

Relative molecular mass:594.7

Graphic formula:

Chemical name:

Other name:Pyrantel pamoate.
Description:.

Solubility:RR

R.
Category:.

Storage:.

REQUIREMENTS

General requirement:%97.0

%103.0C11H14N2S,C23H16O6.

Identity tests:
ADBCD.

A:"Spectrophotometry in 
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the infrared region) "143.(
RS.

B:13/R230

360288300.
2883001.0.

C:51.0)70~/(TS1.0

/TS.
D:250.

Sulfated ash:5.0/.
Loss on drying:60)0.6

5(320/.
Related substances:"

Thin-layer chromatography) "184(silica gelR2

20R5R1.5R

.1005R5

R0.5)260~/(TS:(A)20(B)0.20

.10

)254.(
AB.

Assay:
interruptions

low actinic.
0.1020010

R10)100~/(TS)140~/(
TS.10550.

)140~/(TS.25250

100R..
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100R

.40)0.05/(VS

.40

)0.05/(VS.100

)0.05/(VS.
1311

)0.05/(VS.C11H14N2S,C23H16O6

RS.
_____

PYRAZINAMIIDUM

Pyrazinamide

Molecular formula:C5H5N3O

Relative molecular mass:123.1

Graphic formula:

Chemical name:

Description:.
Solubility:R)750~/(TS.

Category:.
Storage:.

REQUIREMENTS

General requirement:%98.5%101.0

C5H5N3O.
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Identity tests:
ABCD.

A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:10/230350

268310

12680.66.
C:0.1101)15/(TS

1)80~/(TS.
D:205)200~/(TS

.
Melting range:188191.
Heavy metals:1.0"

Limit test for heavy metals"3)1127(
A)1128(20/.

Sulfated ash:1.0/.
Water:"Determination of water by 

the Karl Fisher Method"A)1145(1

5.0/.
pH Value :15/R5.0-7.0.

Ammonia:20R1.0

TS0.05/TS

)0.1/(VS0.50.
)0.1/(VS

0.50)0.1/(VS.
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Assay:0.0715R54

R0.15TS)0.1

/(VS"Non-aqueous titrationA)
1142.(1)0.1/(VS 12.31C5H5N3O.

_____

PYRIMETHAMINUM

Pyrimethamine

Molecular formula:C12H13ClN4

Relative molecular mass:248.7

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.

REQUIREMENTS

General requirement:%99.0%101.0

C12H13ClN4.

Identity tests:
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ADBCD.
A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:15/)0.005/(VS

230350272

26010.480.45.
C:0.51RR

30.25

.4)750~/(TS

6105172)24-.(
D:)(0.10.5R

.)130~/(TSA"
General identification tests")1121.(

Melting range:239242.
Sulfated ash:1.0/.

Loss on drying:1055.0

/.
Acidity or alkalinity:0.315.0.25

/TS.0.1

)0.05/(VS.
Assay:0.430R10.20

/TS)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS24.87C12H13ClN4.

_____
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QUINIDINI SULFAS

Quinidine sulfate

Molecular formula:(C20H24N2O2)2,H2SO4,2H2O

Relative molecular mass:783.0

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TS

RR.
Category:.

Storage:.
Additional information:.

.

REQUIREMENTS

General requirement:%99.0

%101.0C20H24N2O2)2,H2SO4.

Identity tests:
A:0.1010)B.(
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1.0)100~/(TS5.
B:1.0A40.15TS11.0

)100~/(TS.
C:0.0551)40/(TS

)130~/(TS.
D:20/A"General

identification tests")1123.(
Specific optical rotation:20/

)0.1/(VS+ 275 to + 290°=C20
D][a.

Clarity and colour of solution:0.2010

)0.1/(VSYw2

"Colour of liquids) "153.(
Sulfated ash:1/.

Loss on drying:13030

/50/.
pH Value :10/R6.0-6.8.

Related substances:"
Thin-layer chromatography) "184(silica gelR1

20R12R5R

.44R:)A(10

(B)0.25R)C(0.25R)D(10

1C.15

development.10530

TS.
ABC.

A.
D.
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Limit of dihydroquinidine:0.220.
0.5R15)70~/(TS0.1

/TS.)0.0167/(VS

.0.52005.
excess)0.1~/(VS

2TS.
0.0167)/(VS18.67(C20H24N2O2)2,H2SO4.

.%15.
Assay:0.2010R20

R)0.1/(VS

potentiometrically"Non-aqueous titration

A)1142.(1)0.1/(VS24.90

(C20H24N2O2)2,H2SO4.
_____

QUININI BISULFAS

Quinine bisulfate

Molecular formula:C20H24N2O2,H2SO4,7H2O

Relative molecular mass:548.6

Graphic formula:

Chemical name:
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Description:.
Solubility:)750~/(TS.

Category:.
Storage:.

Additional information:effloresce.
.

REQUIREMENTS

General requirement:%98.5

%101.5C20H24N2O2,H2SO4.

Identity tests:
A:5100.05)100~/(TS

)B.(
B:A0.15TS11.0)100~/(TS

.
C:0.0551)40/(TS.
D:20/A"General

identification tests")1123.(
Specific optical rotation:30/

)0.1/(VS216to208][ C20
Da.

Clarity and colour of solution:0.2010

0.1)/(VSYw2

"Colour of liquids) "153.(
Sulfated ash:1.0/.

Loss on drying:60)0.6

5(18190/240/.
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pH Value:10/3.4 -2.8.
Related cinchona alkaloids:

"Thin-layer chromatography) "184(R1

20R12R5R

.44R:)A(10

)B(0.25R)C(0.25R)D(10

1C.
15development.10530

TS.
ABC.

A.
D.

Limit of dihydroquinine:0.220.
0.5R15)70~/(TS0.1

/TS.)0.0167/(VS.
0.52005.

)0.1/(VS2

TS.)0.0167/(VS21.13

C20H24N2O2,H2SO4.
.%10.

Assay:0.4515.25

)0.1/(VS25R.
20.R

50R1.
)0.1/(VS"Non-aqueous titration"

A)1142.(1)0.1/(VS21.13

C20H24N2O2,H2SO4.
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QUININI DIHYDROCHLORIDUM

Quinine dihydrochloride

Molecular formula:C20H24N2O2,2HCl

Relative molecular mass:397.3

Graphic formula:

Chemical name:

Description:.
Solubility:R)750~/(

TSR.
Category:.

Storage:.
Additional information:

.
.

REQUIREMENTS

General requirement:%99.0
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%101.0C20H24N2O2,2HCl.

Identity tests:
A:5100.05)100~/(TS

)B.(
B:A0.15TS11.0)100~/(TS

.
C:0.0551)40/(TS.
D:20/A"General

identification tests")1121.(
Specific optical rotation:30/

)0.1/(VS299to223
20C
Da.

Clarity and colour of solution:0.2010

0.1)/(VSYw2

"Colour of liquids) "153.(
Sulfated ash:1.0/.

Loss on drying:10530

/.
pH Value:30/3.0-2.0.

Related cinchona alkaloids:
"Thin-layer chromatography) "184(R1

20R12R5R

.44R:)A(10

)B(0.25R)C(0.25R)D(10

1C.
15development.10530

TS.
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ABC.
A.

D.
Limit of dihydroquinine:0.220.

0.5R15)70~/(TS0.1

/TS.)0.0167/(VS.
0.52005.

)0.1/(VS2

TS.1)0.0167~/(VS

19.87C20H24N2O2,2HCl.
.%10.

Assay:0.350R120

R10/TS

)0.1/(VS"Non-aqueous

titration"A)1142.(1)0.1/(VS

19.87C20H24N2O2,2HCl.

Additional Requirements for Quinine dihydrochloride for parenteral use

"Parenteral preparations")456.(

RIFAMPICINUM

Rifampicin

Molecular formula:C43H58N4O12

Relative molecular mass:823.0

Graphic formula:
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Chemical name:

Other name:Rifampin.
Description:brick red

.
Solubility:RR

)750~/(TSR.
Category:.

Storage:
1530.

REQUIREMENTS

General requirement:%97.0%102.0

C43H58N4O12.

Identity tests:
A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:5050R150
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7.4TS.2205004

237254334475

1334

4751.75.
C:25255.51

/TS

.
Heavy metals:1.04

/TS.
.)(800

)100~/(TS.
)70~/(TS)100~/(PbTS

88.5)60~/(TSPbTS

4.0-3.040.
"Limit test for heavy metals"A)1

(12820/.
Sulfated ash:1.0/.

Loss on drying:60)0.6

5(410/.
pH Value:0.1010R6.5-

4.5.
Related substances:"

Thin-layer chromatography) "184(silica gelR1

slurry/6.0TS.
85R15R.204

R:)A(20)B(0.10-3SV

RS)C(0.30RS)D(0.20



316

.
.A

BC.A

D.
Assay:0.10R100.2

1007.4TS.1

4757.4TS.
C43H58N4O1218.7)187=%1

cm1A.(

SALBUTAMOLUM

Salbutamol

Molecular formula:C13H21NO3

Relative molecular mass:239.3

Graphic formula:

Chemical name:

Description:.
Solubility:70)750~/(TS

R.
Category:.

Storage:.

REQUIREMENTS
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General requirement:%98%101.0

C13H21NO3.

Identity tests:
ABCD.

A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:0.080/)0.1/(VS

230350276

10.56.
C:0.0550.1)25/(TS

.0.05R.
)1760~/(TS.

D:155.
Sulfated ash:1.0/.

Loss on drying:50)0.6

5(185.0/.
Related substances:"

Thin-layer chromatography) "184(silica gelR1

4)260~/(TS1630-2R50

R.5R:)A(
20)B(0.10.

.
RdiazotizedTS)(

.A

B.
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Assay:0.430R1

)0.1/(VS"Non-aqueous

titrationA)1142.(1)0.1/(VS23.93

C13H21NO3.

SALBUTAMOLI SULFAS

Salbutamol sulfate

Molecular formula:(C13H21NO3)2, H2SO4

Relative molecular mass:288.4

Graphic formula:

Chemical name:

Description:.
Solubility:4)750~/(TSR

R.
Category:.

Storage:.
Additional information:

.

REQUIREMENTS

General requirement:%98.0

%101.0C13H21NO3,½H2SO4.
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Identity tests:
ADBCD.

A:"
Spectrophotometry in the infrared region) "143.(
RS.

B:0.080/)0.1/(VS

230350276

10.46.
C:0.0550.1)25/(TS

.0.05R.
)1760~/(TS.

D:20/A"General

identification tests")1.0123.(
Sulfated ash:1.0/.

Loss on drying:100)0.6

5(185.0/.
Related substances:"

Thin-layer chromatography) "184(silica gelR1

4)260~/(TS1630-2R50

R.5R:)A(
20)B(0.10.

.
RdiazotizedTS)(

.A

B.
Assay:0.930R1

)0.1/(VS"Non-aqueous titration"
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A)1142.(1)0.1/(VS57.67

C13H21NO3,½H2SO4.

Additional Requirements for Salbutamol sulfate for parenteral use

"Parenteral preparations")456.(

SENNAE FOLIUM

)(Senna leaf

Alexandrian Senna leaf

Tinnevelly Senna leaf

Composition:Cassia senna L.

)C. acutifolia Delile(Tinnevelly Senna)C. angustifolia Vahl(
.

Description:mucilaginous.
Category:.

Storage:.
Additional information:

.

REQUIREMENTS

General requirement:%2.5

B(sennoside B).

Identity test:
0.510/TS

10.)70~/(TS

10R.5)100~/(TS

.
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Macroscopic examination:
:

40-2015-5

260.
:50-25

20-7

.
Microscopic examination:)(

mucilage260

lacunose

.
Water-soluble extractive:50.5R

20020300/.
Acid-insoluble ash:"

Determination of Acid-insoluble ash) "1173(
20/.

Stems and foreign matter:200.
×6

20/10/.
Assay:0.15100.30.0

90-80°.15.
.20.0

150.0.1)70~/(TS

15R..0.10
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R3.10.0

ground glass100.20)65/(TS.
20

1)420~/(TS20

.325R

.15.
100R.10.0

10.05RR.
1515R.

B24.0

)= 240%1
cm1A(:1.25W/AA515W

.

SENNAE FRUCTUS

)(Senna fruit

Alexandrian Senna fruit

Tinnevelly Senna fruit

Composition:Cassia senna L.)C.

acutifolia Delile(C. angustifolia Vahl.
Description:mucilaginous.

Category:.
Storage:.

Additional information:
.

REQUIREMENTS
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General requirement:%3.4

%2.2

B.

Identity test:
0.510/TS

10.)70~/(TS

10R.5)100~/(TS

.
Macroscopic examination:

.
:50-4025-20

7-6obovate

.
:60-3518-14

10obovate

.
Microscopic examination:epicarp

paracyticanomocytic

Hypodermiscollenchymatous

mesocarpendocarp

.palisade

endospermpolyhedralmucilaginous.
Water-soluble extractive:50.5R

20020250/.
Acid-insoluble ash:"
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Determination of Acid-insoluble ash) "1173(20

/.
Foreign matter:200.

×610/.
Assay:0.15100.30.0

90-80.15.
.20.0

150.0.1)70~/(TS

15R..0.10

R3.10.0

ground glass100.20)65/(TS.
20

1)420~/(TS20

.325R

.15.
100R.10.010.0

5RR.
1515R.

B24.0)= 240%1
cm1A(

:1.25W/AA515W.

SPECTINOMYCINI HYDROCHLORIDUM

Spectinomycin hydrochloride

Molecular formula:C14H24N2O7,2HCl,5H2O

Relative molecular mass:495.4

Graphic formula:
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Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:
30.

REQUIREMENTS

General requirement:600

C14H24N2O7.

Identity tests:
A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:20/20/B

"General identification tests")1121.(
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Specific optical rotation:0.10/
21to15][ C20

Da.
Sulfated ash:10/.

Water:"Determination of water by 

the Karl Fisher Method"A)1145(0.2

0.16/0.20/.
pH Value:0.10/5.6-3.8.

Related substances:"
Thin-layer chromatography) "184(R1

10-1R8R

R.10:)A(20

)B(0.20.
)25/(TS3-2

.A

B.
Histamine-like substances:"

Histamine-like substances) "1167(1

TS25.
Sterility:"Sterility testing of 

antibiotics) "1162(.
Assay:"Gas chromatography ."

2RR.
:)1(30RS10.0

1.0hexamethyldisilazaneR

)2(3010.01.0

R.1.3
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0.4adsorbent5/
R95)(R4

.215270265

.R90.A

B2.512.
C14H24N2O7.

Additional Requirements for Spectinomycin hydrochloride for parenteral use

Bacterial endotoxins:"
Test for Bacterial endotoxins")530(

RS0.09.

SPIRONOLACTONUM

Spironolactone

Molecular formula:C24H32O4S

Relative molecular mass:416.6

Graphic formula:

Chemical name:

Description:
.
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Solubility:)750~/(TS

R.
Category:.

Storage:.
Additional information:

135.

REQUIREMENTS

General requirement:%97.0

%101.5C24H32O4S.

Identity tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "143.(

RS.
B:10/R230

3502381

0.47.
C:102)700~/(TS

.
R..

D:204.
Specific optical rotation:10/R

37.0to33.0][ C20
Da.

Chromium:0.201R0.3R

)(650-600.
10
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20.100.5R)190~/(TS

200.5TS.
1)190~/(TS0.50

2.83R100200.5

TS.
Sulfated ash:1.0/.

Loss on drying:1055.0/.
Related substances:"

Thin-layer chromatography) "184(silica gelR5

)(R.5

R:)A(20)B(0.20

.
15.

/TS10510.
.A

B.
Mercapto compounds:2.02010

)0.005/(VSTS.
.0.1)0.005/(VS.

Assay:10R100

10100R.1

238C24H32O4S

47)= 470
%

cm
1
1A(.

STIBII NATRII TARTRAS

Antimony sodium tartrate
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Molecular formula:C4H4NaO7Sb

Relative molecular mass:308.8

Graphic formula:

Chemical name:

Description:)(scale.
Solubility:1.5)750~/(TS.

Category:.
Storage:.

Additional information:.
.

REQUIREMENTS

General requirement:%98.0

%101.0C4H4NaO7Sb.

Identity tests:
A:"General

identification tests) "1123(.B

10/.
B:0.051.0)70~/(TS1.0

TS-TS
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)80~/(TS.
C:200.2"General

identification tests")1123.(
Arsenic:1.31016stannated

)250~/(AsTS20distillate

0.05AsTS16

"Limit test for arsenic) "1130(
8/.

Clarity and colour of solution:0.5010

.
Loss on drying:10560/.

Acidity or alkalinity:1.050

/TS2)0.01/(VS

)0.01/(VS)(
4.5.

Assay:0.5505

R2R.)0.05/(VSTS

.1)0.05/(VS 15.44C4H4NaO7Sb.

SULFACETAMIDUM

Sulfacetamide

Molecular formula:C8H10N2O3S

Relative molecular mass:214.2

Graphic formula:
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Chemical name:

Description:.
Solubility:RRR

)750~/(TS.
Category:Antiinfective.

Storage:.

REQUIREMENTS

General requirement:%99.0%101.0

C8H10N2O3S.

Identity tests:
ABC.

A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:"Related substances."
AB.

C:0.105)750~/(TS0.2

)1760~/(TS).(
Melting range:184-181

Heavy metals:1.0101.0

)300~/(TS.40

"Limit 

test for heavy metals"A)1128(20/.
Solution in alkali:0.510)1/(
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VSopalescenceTS2

Yw3"
Color of liquids) "153.(

Solution in acid:1.010

1)/(VSopalescenceTS2.
Sulfated ash:1.0/.

Loss on drying:105

5.0/.
Related substances:"

Thin-layer chromatography) "184(silica gelR3

20RRR

.109

)750~/(TS)260~/(TS:)A(2.5

)B(2.5RS)C(12.5RS

..
/TS10530

15))700~/(TS

10R3R100.(
15-N)-1(N-(1- naphthyl) 

ethylenediamine hydrochloride/TS.
.A

C.
Assay:"Nitrite titration) "1

143.(0.520

250~)/(TS50)0.1/(VS.1)0.1

/(VS21.42C8H10N2O3S.
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SULFACETAMIDUM NATRICUM

Sulfacetamide sodium

Molecular formula:C8H9N2NaO3S,H2O

Relative molecular mass:254.2

Graphic formula:

Chemical name:

Other name:Sulfacylum-natrium.
Description:.

Solubility:1.5)750~/(TS

RR.
Category:Antiinfective.

Storage:.
Additional information:

.

REQUIREMENTS

General requirement:%99.0

%101.0C8H9N2NaO3S.

Identity tests:
ABCD.

A:1102)300/(TS.
105.
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"Spectrophotometry in the infrared 

region) "143.(
RS.

B:A183).(
C:0.1A5)750~/(TS0.2

)1760~/(TS).(
D:"General

identification tests) "1115(.B)(
0.5)60~/(TS.

Clarity and colour of solution:0.510

RYw1

"Colour of liquids) "153.(
Water:"Determination of water by 

the Karl Fisher Method"A)1145(0.2

60/80/.
pH Value:0.05/R9.5-8.0.

Related substances:"
Thin-layer chromatography) "184(silica gelR6

)(50-1R25

R2510)260~/(TS.
5:)A(0.10)B(0.50

RS)C(0.25RS.
.-4

TS5.A

B.C.
Assay:"Nitrite titration")1

143(0.55020
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)70~/(TS)0.1/(VS.1

0.1)/(VS23.62C8H9N2NaO3S.

SULFADIMIDINUM

Sulfadimidine

Molecular formula:C12H14N4O2S

Relative molecular mass:278.3

Graphic formula:

Chemical name:

Other names:Sulfadimezinumsulfamethazine.
Description:.

Solubility:)750~/(TS

RR.
Category:.

Storage:.

REQUIREMENTS

General requirement:%99.0%100.5

C12H14N4O2S.

Identity tests:
ABCD.
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A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:0.05"
General identification tests) "1119(.

C:0.51)700~/(TS).(
15)80~/(TS20R.

R.
153)-2-6.4-.(

D:197.
Heavy metals:1.0"

"Limit test for heavy metals4)1127(
A)1128(20/.

Sulfated ash:1.0/.
Loss on drying:105

5.0/.
Acidity:2100R70

5.25)0.1/(VS

/TS0.2

).(
Related substances:"

Thin-layer chromatography) "184(R315

-1R3)17~/(TS.10

R:)A(10)B(0.050

RS.10510

-4TS3.A

B.
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Assay:"Nitrite titration")1

143(0.550)70~/(TS

)0.1/(VS.)0.1/(VS27.83

C12H14N4O2S.

SULFADIMIDINUM NATRICUM

Sulfadimidine sodium

Molecular formula:C12H13N4NaO2S

Relative molecular mass:300.3

Graphic formula:

Chemical name:

Description:.
Solubility:2.560)750~/(TS.

Category:.
Storage:.

Additional information:
.

REQUIREMENTS

General requirement:%98.0

%101.0C12H13N4NaO2S.

Identity tests:
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ADBCD.
A:0.110)70~/(TS

105."
Spectrophotometry in the infrared region) "143.(

RS.
B:0.1102)300~/(TS

."
General identification tests) "1119(.

C:0.51.5)700~/(TS)
.(15)80~/(TS20

R.R.
153)-2-6.4-.(

D:"General

identification tests) "1123(.B)(
)60~/(TS.

Heavy metals:1.0"
Limit test for heavy metals"4)1127(

A)1128(20/.
Clarity and colour of solution:3.310

Yw4

"Colour of liquids) "153.(
Loss on drying:105

20/.
pH Value:0.10/R11.0-10.0.

Related substances:"
Thin-layer chromatography) "184(R315

-1R3)17~/(TS.10
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9)750~/(TS)260~/(
TS:)A(10)B(0.050RS

)A)260~/(TS9

)750~/(TS/.(
10510-4TS3.
A

B.
Assay:"Nitrite titration")1

143(0.57510

)420~/(TS)0.1/(VS.1

)0.1/(VS30.03C12H13N4NaO2S.

SULFADOXINUM

Sulfadoxine

Molecular formula:C12H14N4O4S

Relative molecular mass:310.3

Graphic formula:

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.
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Storage:.

REQUIREMENTS

General requirement:%99.0

%101.0C12H14N4O4S.

Identity tests:
ABCD.

A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:0.05"
General identification tests) "1119(-.

C:503)0.1/(VS

1.0)II) (80/(
).(

D:199.
Heavy metals:1.0"

Limit test for heavy metals"4)1126(
A)1128(20/.

Chlorides:2.530.10

)130~/(TS"
Limit test for chlorides) "1121(0.1/.

Sulfates:2.540.
"Limit test for sulfates) "1123(

0.2/.
Clarity and colour of solution:0.5010

)70~/(VSYw3
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"Colour of liquids) "153.(
Sulfated ash:1.0/.

Loss on drying:105

5.0/.
Acidity:1.050R70

520257.0

)0.1/(VS0.25.
Related substances:"

Thin-layer chromatography) "184(R315

-1R3)17~/(TS.10

9)750~/(TS)260~/(
TS:)A(10)B(0.050RS.

10510-4

TS3.A

B.
Assay:"Nitrite titration")1

143(0.57510

)250~/(TS)0.1/(VS.
)0.1/(VS31.03C12H14N4O4S.

SULFASALAZINUM

Sulfasalazine

Molecular formula:C18H14N4O5S

Relative molecular mass:398.4

Graphic formula:
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Chemical name:

Other name:Salazosulfapyridine

Description:.
Solubility:RR

750~)/(TS.
Category:.

Storage:.
Additional information:255.

REQUIREMENTS

General requirement:%93.0

%103.0C18H14N4O5S.

Identity tests:
ABC.

A:"Spectrophotometry in 

the infrared region) "143.(
RS.

B:230600

RS

.
C:0.11.0)750~/(TS4)70~/(
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TS0.20R.5.1.0

0.1)25/(TS.1.01.0

)10/(TS.2.0

)80~/(TS0.12-TS1.
Heavy metals:1.0"

Limit test for heavy metals"3)1127(
A)1128(20/.

Chlorides:2.0100705.
.25)(1

)1000~/(TS5.
"Limit test for chlorides"

)1121(0.14/.
Sulfates:251.5

)2/(VS5.
"Limit test for sulfates) "1

123(0.4/.
Sulfated ash:5.0/.

Loss on drying:105

10/.
Assay:"Thin-layer 

chromatography) "184(R24

R-1RR

1080)/(TS18.10

R:)A(12)B(12

RS)C(10R.
15.

.
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)254(Rf0.6

.3A

BC) .:
R10.

.(10.0R

10.1

406C.
C18H14N4O5S)A(RS)B.(

SURAMINUM NATRICUM

Suramin sodium

Molecular formula:C51H34N6Na6O23S6

Relative molecular mass:1429

Graphic formula:

Chemical name:

Other name:Nagananinum.
Description:.

Solubility:)750~/(TS
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RR.
Category:.

Storage:

Additional information:
.

REQUIREMENTS

General requirement:%96.0

%100.5C51H34N6Na6O23S6.

Identity tests:
A:202.01.0)70~/(TS

5.0.25)10/(TS

1)80~/(TS0.15-2TS1.
B:200.10R

.4)70~/(TS.0.25

)50/(TS2.0.
C:0.052.00.25RB

"General identification tests) "1

123.(
Heavy metals:1"

Limit test for heavy metals"3)1127(
A)1128(20/.

Chlorides:0.5105)130~/(TS

5)0.1/(VS3R.
)0.1/(VS2)45/(TS

)0.1/(VS3.6.
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Sulfates:0.50203)250~/(TS

"Limit test for sulfates) "1

123(1/.
Clarity of solution:0.5010

.
Water:"Determination of water by 

the Karl Fisher Method"A)1145(0.2

0.10/.
pH Value:10/R7.0-5.5.

Free amines:53030)0.1

/(VS/R.
.

electrometrically..0.4.
Therapeutic potency:infected

Trypanosoma equiperdum

.:10.48

.100020 000.
cover-slip preparation

100.122.120

100020 000.
100.1650/

.)(objective-4

.520

.5

.%50

.
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Assay:0.512)700~/(TS

100.1

R1520)0.1/(VS

/R.
...
)0.1/(VS23.82C51H34N6Na6O23S6.

SUXAMETHONII CHLORIDUM

Suxamethonium chloride

Molecular formula:C14H30Cl2N2O4,2H2O

Relative molecular mass:397.3

Graphic formula:

Chemical name:

Other name:Succinylcholine chloride.
Description:.

Solubility:)750~/(TS

R.
Category:.

Storage:.
Additional information:.
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.

REQUIREMENTS

General requirement:%98.0

%101.0C14H30Cl2N2O4.

Identity tests:
A:2510.1)II) (5/(TS0.1

)45/(TS.
B:0.051010)100~/(TS30

ammonium reineckate)10/(TS.30

)750~/(TSR.80

183.
C:0.05/A"General

identification tests")1121.(
Clarity and colour of solution:1.010

.
Sulfated ash:1.0/.

Water:"Determination of water by 

the Karl Fisher Method"A)1145(0.1580

/100/.
pH Value:10/5.0-4.0.

Related substances:"
Thin-layer chromatography) "184(R24

-1R)300/(TS5.
10:)A(5.0)B(0.10
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.½2.
9015TS2

.A

B.
Assay:0.330R130

R10/TS

)0.1/(VS"Non-aqueous titration"
A)1142.(1)0.1/(VS 18.07

C14H30Cl2N2O4.

Additional Requirements for Suxamethonium chloride for parenteral use

"Parenteral preparations")456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins")530

(RS2.0.

TESTOSTERONI ENANTAS

Testosterone enantate

Molecular formula:C26H40O3

Relative molecular mass:400.6

Graphic formula:

Chemical name:
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Description:.
Solubility:)750~/(TSR.

Category:.
Storage:

15.
Additional information:37.

REQUIREMENTS

General requirement:%97.0

%103.0C26H40O3.

Identity tests:
ABC.

A:"Spectrophotometry in 

the infrared region")143.(
RS.

B:"Thin-layer chromatography"
)184()(R110

R90R5.
16

..
4R6.

29RR:)A(
1.0)B(1.0RS.

12.
12010-5-4/TS120
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10.)365.(
AB.

5293:
"Related

substances."
C:52.0)1760~/(TS

)750~/(TS

.
Specific optical rotation:10/

R83to77][ C20
Da.

Loss on drying:)
0.65(R5.0

/.
Free heptanoic acid:0.510

)750~/(TS/TS

)0.01/(VS/TS0.6

)0.01/(VS).(
Related substances:"

Thin-layer chromatography) "184(R192

R8R0.5.
59RR:)A(

20)B(0.20.
11010.

/TS11010

)365.(A

B.
Assay:20R100
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5100.1

241.C26H40O3

RS.10/
RSR0.42±

0.02.

Additional Requirements for Testosterone enantate for parenteral use

"Parenteral preparations")456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins")530(
RS3.5.

TETRACAINI HYDROCHLORIDUM

Tetracaine hydrochloride

Molecular formula:C15H24N2O2,HCl

Relative molecular mass:300.8

Graphic formula:

Chemical name:

Other names:AmethocaineDicainum.
Description:.

Solubility:8)750~/(TS

RR.
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Category:.
Storage:.

Additional information:
.

.
134

134139.147-134.

REQUIREMENTS

General requirement:%98.0

%101.0C15H24N2O2,HCl.

Identity tests:
A:0.2101)75/(TS.

80131.
B:20/A"General

identification tests")1121.(
Clarity and colour of solution:0.2010

R.
Sulfated ash:1.0/.

Loss on drying:105

10/.
pH Value:10/R6.0-4.5.

Related substances:"
Thin-layer chromatography) "184(R480

R16R4R

.5.12
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.
5:)A(0.10)B(0.050

-4R.10.
10510

)254(.A

B.).(
Assay:"Nitrite titration")1

143(0.5505

)420~/(TS)0.1/(VS.1

)0.1/(VS30.08C15H24N2O2,HCl.

Additional Requirements for Tetracaine hydrochloride for parenteral use

"Test for non-injectable 

preparations")532.(

THIAMINI HYDROBROMIDUM

Thiamine hydrobromide

Thiamine hydrobromide, anhydrous

Thiamine hydrobromide, hemihydrate

Molecular formula:)anhydrous(C12H17BrN4OS,HBr)
hemihydrate(C12H17BrN4OS,HBr,½H2O.

Relative molecular mass:426.2435.2.
Graphic formula:
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Chemical name:

Description:.
Solubility:R)750~/(TS

R.
Category:B.

Storage:
.

REQUIREMENTS

General requirement:%98.0

%101.0C12H17BrN4OS,HBr.

Identity tests:
A:1011)80~/(TS0.5

)10/(TS.5-2R

10-52-)365(
.
B:.
C:20/A"General 

identification tests")1120.(
Heavy metals:1.0"
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Limit test for heavy metals"1)1127(
A)1128(20/.

Clarity and colour of solution:0.610

.
Sulfated ash:1.0/.

Loss on drying:105.
5.0/.25/.
pH Value:0.06/3.4-2.7.

Assay:0.3030R110

/TS)0.1/(VS

"Nom-aqueous titration."A)1142.(
1)0.1/(VS21.31C12H17BrN4OS,HBr.

THIAMINI HYDROCHLORIDUM

Thiamine hydrochloride

Molecular formula:C12H17ClN4OS,HCl

Relative molecular mass:337.3

Graphic formula:

:Chemical name:

Description:
.
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Solubility:100)750~/(TS

RR.
Category:B.

Storage:
.

Additional information :
.

4100.284.
4.0..

REQUIREMENTS

General requirement:%98.0

%101.0C12H17ClN4OS, HCl.

Identity test

A:1011)80~/(TS0.5

)10/(TS.5-2R10-

5-2R)365(.
B:.
C:0.05/A"General 

identification tests")1121.(
Heavy metals:1.0"

Limit test for heavy metals"1)1127(
A)1128(20/.

Clarity and colour of solution:2.010

Yw2"Colour

of liquids")153.(
Sulfated ash:1.0/.
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Loss on drying:105°50/.
pH Value: 25/3.3-2.7.

Assay:0.2530R1

10/TS)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS16.86C12H17ClN4OS,HCl.

THIAMINI MONONITRAS

Thiamine mononitrate

Molecular formula:C12H17N5O4S

Relative molecular mass:327.4

Graphic formula:

:Chemical name:

Description:.
Solubility:)750~/(TS

R.
Category:B.

Storage:
.

Additional information :
.

REQUIREMENTS
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General requirement:%98.0

%101.0C12H17N5O4S.

Identity test

A:101)80~/(TS0.5

)10/(TS.5-2R10-5

-2R)365(.
B:.
C:20.05/2)15/(TSA

"General identification tests")1

122.(
Heavy metals:1.0"

Limit test for heavy metals"1)1127(
A)1128(20/.

Clarity and colour of solution:0.210

Yw2"Colour

of liquids")153.(
Sulfated ash:1.0/.

Loss on drying:105°10/.
pH Value:20/7.5-6.0.

Assay:0.130R1

0.15-1/TS)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS16.37C12H17N5O4S.

THIOACETAZONUM
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Thioacetzone

Molecular formula:C10H12N4OS.
Relative molecular mass:236.3

Graphic formula:

:Chemical name:

Description:.
Solubility:)750~/(TSR

10R.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0%102.0

C10H12N4OS.

Identity test

A:"
Spectrophotometry in the infrared region) "142.(

RS.
B:3.0/dehydrated

230350328

10.58.
C:101)5/(VS0.25

)80/(TS.
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D:10"
General identification tests")1119(.

Heavy metals:1.0"
Limit test for heavy metals"3)1127(

A)1128(10/.
Sulfated ash:2.0/.

Loss on drying:105°5.0/.
Related substances:"

Thin layer chromatography) "184(R4

R.109R

:(A)0.2(B)4.0(P-acetamidobenzalazine)

RS.
)130~/(TS)365.(

AB.
Thiosemicarbazide:2

50.
.25

250.)100~/(TSceric)0.1/(VS

(o-phenanthroline)TS.0.8

ceric)0.1/(VS)1.0/.(
Assay:1.060R60

.20/TS60

.
R.105

.1460.6C10H12N4OS.
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TIABENDAZOLUM

Tiabendazole

Molecular formula:C10H7N3S.
Relative molecular mass:201.3

Graphic formula:

:Chemical name:

Description:.
Solubility:150)750~/(TS

RR.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0%101.0

C10H7N3S.

Identity tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "143.(
RS.
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B:4.0/)0.1/(VS

230350234302

10.230.49.
C:55)0.1/(VS31-4

R.0.1R

210)45/(TS

.
Sulfated ash:1.0/.

Loss on drying:105°5.0/.
Related substances:"

Thin layer chromatography) "143(R450

R20R8R2

.10R:(A) 10

(B)0.15.
)254.(

AB.
Assay:0.1630R1

)0.1/(VS"Non-

aqueous titration"A)1142.(1)0.1/(VS

20.13C10H7N3S.

TRIHEXYPHENIDYLI  HYDROCHLORIDUM

Trihexyphenidyl hydrochloride

Molecular formula: C20H31NO,HCl

:Relative molecular mass337.9

Graphic formula:
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:Chemical name:

Other names:.
Description:.

Solubility:)750~/(TSRR.
Category:.

Storage:.

REQUIREMENTS

General requirement:%98.0

%101.0C20H31NO,HCl.

Identity tests:
ABCD.

A:"
Spectrophotometry in the infrared region) "142.(

RS

.
B:0.55R)0.1/(VS

)80~/(TSR.
R)0.6

5(R2115)
.(

C:0.05/B"General

identification tests")1121 .(
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Sulfated ash:1.0/.
Loss on drying:105°5.0

/.
pH Value:1.0100

6.0-5.0.
Piperidylpropiophenone:0.10401

)1/(VS100.
12470.5.
Assay:0.530R1

10/TS)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS33.79C20H31NO,HCl.

TUBOCURARINI CHLORIDUM

Tubocurarine Chloride

Molecular formula:C37H41ClN2O6,HCl,5H2O

Relative molecular mass:771.7

Graphic formula:

:Chemical name:

Description:.
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Solubility:2030)750~/(TS

RRR.
Category:.

Storage:.
:Additional information270

.

REQUIREMENTS

General requirement:%98.0

%102.0C37H41ClN2O6,HCl.

Identity test

A:1011TS.
B:1010.1)25/(TS

.
C:20/B"General 

identification tests")1121.(
:Specific Optical rotation:10/3

220to210
C20

Da.
Chloroform-soluble substances:0.25150

5R320

R.10

R5.
105

5)%2.0.(10.1

)70~/(TS.
Sulfated ash:2.5/.
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Loss on drying:100°)
0.65(90/120/.

pH Value:10/6.0-4.0.
Assay:0.520R1

60R10/TS.
)0.1/(VSpotentiometrically

"Non-aqueous titration"A)1142.(
1)0.1/(VS34.08C37H41ClN2O6,HCl.

VERAPAMILI HYDROCHLORIDUM

Verapamil Hydrochloride

Molecular formula: C27H38N2O4,HCl

:Relative molecular mass491.1

Graphic formula:

:Chemical name:

Description:.
Solubility:20)750~/(TS

R.
Category:.

Storage:.
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REQUIREMENTS

General requirement:%99.0

%101.0C27H38N2O4,HCl .

Identity test

ABCDE.
A:"

Spectrophotometry in the infrared region) "143.(
RS.

B:20/)0.1/(VS

230350229278

10.630.24.
C:202.50.5)570~/(TS0.2

)10/(TS.
D:20/B"eneral identification 

tests")1121.(
E:143.

Clarity and colour of solution:0.5010

.
Readily carbonizable substances :0.105

)1760~/(TS.5

Yw2"Colour of liquids)153.(
sulfated ash:1.0/

Loss on drying:1055.0

/.
pH Value:0.05/R6.5-4.5.
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Related substances

A:"Thin-layer chromatography"
)184(R5)(

85R15R.
10R:)A(50)B(25

(C)50.
10.

1105

R2R50)200/(TS15-10.
.

B

C.A

B.
B:A70R20R5

R5R.A.
Assay:0.530R110

/TS0.15-1/TS

)0.1/(VS"
Non-aqueous titration"A)1142.(1)0.1/(VS

49.11C27H38N2O4,HCl.

Additional requierments for Verapamil hydrochloride for parenteral use

"Parenteral preparations) "456.(
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS16.7.
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VINCRISTIN  SULFAS

Vincristin sulfate

Molecular formula:C46H56N4O10,H2SO4.
:Relative molecular mass923.0

Graphic formula:

:Chemical name:

Description:.
Solubility:)750~/(TSR.

Category:.
Storage:

210.
Additional information:.

:
.

REQUIREMENTS

General requirement:%95.0

%105.0C46H56N4O10,H2SO4.

Identity test:
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ADBCD.
A:"

Spectrophotometry in the infrared region) "143.(
1640

RS.
B:"Related substances"

AC.
C:10.2/TS

).(
D:20/B"General

identification tests")1123 .(
Loss on drying:40)0.6

5(16120/.
pH Value:1.0/4.5-3.5.

Related substances:"
Thin-layer chromatography")184(R240

R20R3R.
53R:)A(10

)B(0.20(C)10RS.

)254.(A

B.
Assay:10R500.

1297C46H56N4O10,

H2SO4absorptivity value) 1777.17%1
1cmA(.



373

WARFARINUM  NATRICUM

Warfarin sodium

Molecular formula:C19H15NaO4; C19H15NaO4,C3H8O,H2O (Hyclate)

Relative molecular mass :330.3; 408.4 (Hyclate)

Graphic formula:

:Chemical name:

Description:.
Solubility:)750~/(TS

RR.
Category:.

Storage:.
Labelling:

clathrate form.
:Additional information.

.

REQUIREMENTS

General requirement:%98.0

%102.0C19H15NaO4-2.
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Identity test

A:0.1251)70~/(TS

)C(105.
162)) .(B.(

B:A"
Spectrophotometry in the infrared region) "143.(

RS.
C:AB"

General identification tests")1123.(
D:1105)1000~/(TS.

2)0.0167/(VS5clathrate

.
Clarity and colour of solution:0.5010

RTS2.
Water."Determination of water 

by the Karl Fischer method")1145(0.445

/.
pH Value:10/R8.3-7.2.

Related substances:"
Thin-layer chromatography")184(R45

R5R2R

.20R:)A(20

)B(0.020.
)254.(

AB.
Absorbance in alkaline solution :1.2510

)50/(TS15
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1385

)50/(TS0.3.
-2:0.825.0.25.0

)0.125/(VSswirling10

25040.30

TS375°.6020

)80~/(TS250.
20.0)0.1/(VS30.5

)420~/(TSwellwell

)0.1/(VS3

.1)1.0/(VS1.001-2.
34383-2.
Assay:0.1)0.01

/(VS100101000)0.01/(VS.
1308.C19H15NaO4

RSRS

1.071C19H15NaO4.
0.03 0.47.

ZINCI OXYDUM

Zinc oxide

Molecular formula:ZnO

Relative molecular mass:81.38

:Chemical name:

Description:.
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Solubility:)750~/(TS

)70~/(TS.
Category:.

Storage:.
Additional information:.

REQUIREMENTS

General requirement: %99.0%100.5

ZnO)(.

Identity test:
A:.
B:202.0)70~/(TS0.15

)45/(TS.
Arsenic.1.635)70~/(TS

"Limit test for arsenic) ."1130(
6/.

Carbonates and acid-insoluble substances:2.010

30)100~/(TS

.
Iron.0.205)250~/(TS30.

"Limit test for iron) "1129.(
200/.

Lead.2205R

.0.25)100/(TS

.
Loss on ignition.)(1.0500
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10/.
Alkalinity.1100.1/TS

0.3)0.1/(VS

.
Assay:0.1510)120~/(TS

"Complexometric titrations")1

135.()0.05/(VS4.069ZnO.
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LIST OF REAGENTS, TEST SOLUTIONS,

AND VOLUMETRIC SOLUTIONS
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LIST OF REAGENTS, TEST SOLUTIONS,

AND VOLUMETRIC SOLUTIONS

""
2.

)(Acacia R.:
Acacia sengal (L.)..

Description:13

.
Solubility:

)750~/(TSR.
Ash.:50/.

-Acid-insoluble ash:5.0/.
Insoluble matter:510010

)70~/(TS15.
105

5/.
Tannin:1100.1)25/(TS

.
Acacia)5/(TS:5R.

-pRS (p-Acetamidobenzalazine):.
(Acetate buffer)4.5TS:

Procedure:10.9R1008

R1000.
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(Acetate buffer)4.7TS:
procedure:8.4R1003.35

1000.
(Acetate buffer)5.0TS:

procedure:13.6R1006

1000.
(Acetate buffer)5.5TS:

procedure:54.4R5035°

.10R.1000.
Acetic acid)120~/(TS:)300~/(TS

C2H4O2120)2/(d~1.016.
Acetic acid)90~/(TS:)300~/(TS

C2H4O290)1.5/.(
Acetic acid)5.0/(TS:)300~/(TS

C2H4O25.0d~1.0007.
RS (Amiloride hydrochloride):

-4R (4-Aminoantipyrine):C11H13NO3.-42--3-1--3--5-

ampyroneaminopyrazolone.
Description:.

Solubility:)750~/(TS

R.
Melting temperature:108°.

-4(4- Aminoantipyrine)TS1:
Procedure:0.125-4R250.25

)420~/(TS.
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-4TS2 (4-Aminoantipyrine):
Procedure:0.14R3010

)200/(TS2)1/(VS

100.
:-4.

-2-5-R (2-Amino-5-nitrothiazole):C3H3N3O2S.
Description:fluffy.

Solubility:
)750~/(TSRR.

Melting temperature:198°.
-4R (4-Aminophenol):C6H7NO.

Description:.
Melting temperature:184°.

Ammonia)50~/(TS:)260~/(TSNH350

)3/(d~0.977.
:TS2 (Ammonia buffer)

Procedure:67.5R650)260~/(TS

1000.
Ammonium acetate)100/(TS:R100

C2H7NO2.
Ammonium acetate)40/(:TSR38.5

C2H7NO2)0.5/.(
Note:)40/(TS.

Ammonium acetate)2/(:TSR2

C2H7NO2.
Note:)2/(TS.



384

(Ammonium acetate buffer)4.62TS:
Procedure:)100/(TS4.62

)60~/(TS.
(Ammonium mercurithiocyanate)TS:

procedure:30R27R

1000.
/TS (Ammonium molybdate/sulfuric acid):

Procedure:0.5R

)1760~/(TS10.
/:TS (Ammonium molybdate/vanadate)

Procedure:4R0.1R

70.20)1000~/(TS100

.
:R (Ammonium persulfate)(NH4)2S2O8)SRIP196337.(

/:TS (Ammonium persulfate/phosphate buffer)

Procedure:10R7.4TS

100.
:R (Ammonium reineckate)NH4[Cr(NH3)2(SCN)4],H2O)SRIP196339.(

Ammonium reineckate)10/(TS:R10

NH4[Cr(NH3)2(SCN)4].
Ammonium sulfamate)50/(TS:R50

NH4OSO2NH2.
TS Ammonium sulfide:

Procedure:R)100~/(TS.25

50)100~/(TS.
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/(II):TS (Ammonium thiocyanate/cobalt(II)nitrate)

Procedure:20R5(II)R100

.R.
:R Ammonium vanadateNH4VO3.

Description:.
Solubility:)100~/(TS.

RS (Amodiaquine hydrochloride):.
(Amphotericin B)RS:)

Tetraenes(
)Anthrone(R:C14H10O.

Description:.
Solubility:)750~/(TS

)100~/(TS.
(Solubility in carbon tetrachloride R)R:0.510

R.
Melting range:156-154°.

(Anthrone)TS:
Procedure:35R100)1760~/(TS.

(Azathioprine)RS:.
(Bacitracin zinc)RS:.

(Beclometasone dipropionate)RS:.
(Benzyl alcohol)R:C7H8O.

Description:.
Miscibility:25)750~/(TS

RR.
Boiling temperature:204°.
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Mass density:1.05 /20 =.
(Betamethasone valerate)RS:.

RS (Biperiden):.
RS (Biperiden hydrochloride):.

-2R (2-Butanol):C4H10O)SRIP196353.(
R (Butyl acetate):C6H12O2.

Description:.
Miscibility:)750~/(TS.

Mass density:0.88/20 =.
)(R (Butylated hydroxytoluene):

2.6-Di-tert-butyl-4-methylphenol,C15H24O

Description:.
Solubility:)750~/(TS

Melting temperature:70°.
Sulfated ash:1.0/.

RS (Calcium folinate):.
Calcium standard)100/Ca(ethanolicTS:

Procedure:100.0A)10/
Ca(TS)750~/(TS1000.

Calcium standard)10/Ca(TS:
Procedure:2.50R215

)300~/(TS1000)A.(10.01000

.
(Calcium sulfate)R:CaSO4,2H2OSRIP)1963(62

R (Calcium sulfate,hemihydrate):
CaSO4,1/2H2O, Plaster of Paris .
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Description:
porous.

TS (Calcium sulfate):
Procedure:5R100

.
RS (Carbamazepine):.

RS (Carbidopa):.
R (Carboxymethylcellulose):.

R (Cephaeline hydrochloride):C28H38N2O4,2HCl,7H2O.
Description:.

Specific optical rotation:20/25][ C20
D.

Ceric sulfate)0.1/(VS:
Procedure:R33.23Ce(SO4)28

)1760~/(TS5001000.48

.
Method of standardization:0.1/

:2580

10)105~/(TS2.5R

15.1R)0.1/(VS

TS.
(Chloramphenicol palmitate)RS:.

R (4-Chloraniline):-4C6H6ClN.
Description:.

Melting temperature:70°.
-4(4-Chloroacetanilide)R:C8H8ClNO.

Description:.
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Solubility:)750~/(TSR.
Melting temperature:180°.

RS (Cimetidine):.
R (Cinchonine):C19H22N2O)SRIP196369.(

PbR (Citric acid):R.
RS (Clofazimine):.

RS (Clomifene citrate):.
Z-RS (Clomifene citrate Z-isomer):.

RS.
IIR (Cobalt (II) chloride):CoCl2,6H2O)SRIP196370.(

189.
II(Cobalt (II) chloride))30/(TS:30

CoCl2.
II(Cobalt (II) chloride))5/(TS:5

CoCl2.
IITS (Cobalt (II) chloride):

Procedure:6.5(II)R2.5

)250~/(TS97.5100.
2328.

(Cobalt (II) nitrate)R:Co(NO3)2,6H2O.
Description:.

Solubility:.
(II)(Cobalt (II) nitrate))100/(TS:(II)R

100Co(NO3)2.
(II)(Cobalt (II) nitrate))10/(TS:

Procedure:1.6(II)R100.
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RS (Colchicine):.
(II)(Copper (II) acetate))45/(TS:R (II)50

C4H6CuO4,H2O.
(II)R (Copper (II) chloride):CuCl2,2H2O.

Description:.
Solubility:)750~/(TSR.

(II)/TS (Copper (II) chloride/ammonia):
Procedure:22.5(II)R200100

)260~/(TS.
Copper standard)10/Cu(TS:

Procedure:0.393(II)R100

10.01000.
TS1 (Copper standard):

Procedure: 1.965R (II)

)0.1/(VS1000.
TS2 (Copper standard):

3.0TS11000)0.1/(
VS1000.1.5.

(Copper (II) sulfate) (II))1/(TS:(II)R1

CuSO4.
R (Cresol red):C21H18O5S.

Description:.
Solubility:)750~/(TS

.
/TS (Cresol red/ethanol):

Procedure:0.05R2.65
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)0.05/(VS5)710~/(TS)150~/(TS

250.
(Culture medium Cm8) Cm8:

Procedure:10R10R10

R3.0R17R1000.
)0.05/(VS7.1-6.9121

°20-18.
(Culture medium Cm9) Cm9:

Procedure:10R10R10R

3.0R1000.
)0.05/(VS7.1-6.9121°20-18.

:(Culture medium Cm10) Cm10

Procedure:1R5R

5R5R14R

1000.
(Culture medium Cm11) Cm11:

Procedure:10R6R15R

1000.)1/(VS

7.8.
121°20-18.

RS (Cytarabine):.
RS (Dexamethasone sodium phosphate):.
RS (Dextromethorphan hydrobromide):.

R (Diatomaceous support):
Description:.

flux-calcined
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:acid-washedSilanized

alkali-washed.
R (Dichlorofluorescein):C20H10Cl2O5.

Description:.
Solubility:)750~/(TS.

TS (Dichlorofluorescein):
Procedure:0.2R100R.

RS (Dicloxacillin sodium):.
R (Diethylaminoethylcellulose):.

R (Diethyl phthalate):C12H14O4.
Mass density:1.117/20 =.

Refractive index:505.1500.120
Dn.

RS (Diloxanide furoate):.
R (Dimethylacetamide):C4H9NO.

Description:.
Boiling temperature:165°.

Mass density:0.94/20 =.
-4TS5 (4-Dimethylaminobenzaldehyde) :

Procedure:2-4R45

55)420~/(TS.
-4TS6 (4-Dimethylaminobenzaldehyde) :

Procedure:0.2-4R20

)750~/(TS0.5)420~/(TSR

.)0.0001/(VS.
:-4TS6.
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-N,NR (N,N-Dimethylaniline):C8H11N.
Description:.
Miscibility:)750~/(TSRR.

Boiling temperature:193°.
Mass density:0.96= 20/.

R (Dimethyl sulfoxide):C2H6OS.
Description:.

Mass density:1.10 = 20/.
-4,2R (2,4-Dinitrochlorobenzene):C6H4ClN2O4)SRIP196380.(

RS (Diphenoxylate hydrochloride):.
/TS (Diphenylamine/sulfuric acid):

Procedure:1.0R100)1760~/(TS.
Storage:/TS

.
-5,1R (1.5-Diphenylcarbazide):C13H14N4O.

Description:.
Melting temperature:174°.

:TS (Diphenylcarbazide)

Procedure:0.2-5,1R10

R90)710~/(TS.
Sensitivity test to chromate:0.5

)0.0167/(VS1000.5500.2

)2/(VS0.5TS.
(Disodium edetate))20/(TS:R

20C10H14N2Na2O8.
(Disodium edetate))10/(TS:R
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10C10H14N2Na2O8.
(Disodium edetate))0.01/(VS:R

3.342C10H14N2Na2O81000.
Method of standardization:

)0.05/(VS1194.
(Disodium hydrogen phosphate))100/(TS:

R100Na2HPO4.
(Disodium hydrogen phosphate))28.4/(TS:

R28.4Na2HPO4.
TS (Dithizone standard):

Procedure:10R1000R.
Storage:

4°.
TS (Dithizone):

Procedure:0.10R)750~/(TS

100.
RS (Dopamine hydrochloride):.

RS (Doxorubicin hydrochloride):.
RS (Emetine hydrochloride):.

R (Eosin Y) Y:C20H6Br4N2O5.
Description:.

Solubility:)750~/(TS.
Y(Eoson Y))5/(TS:Y5C20H6Br4Na2O5.

RS (Ergocalciferol):.
R (Ergosterol):ergosta-5,7,22-trien-3-ol ;D2C28H44O.

C28H44O%95.0.
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Description:.
Melting temperature:163°.

Specific optical rotation:20/
R133

20C
Da.

RS (Erythromycin):.
RS (Erythromycin ethylsuccinate):.

RS (Erythromycin stearate):.
RS (Ethionamide):.

R (Ethylene glycol monomethyl ether):-2C3H8O2.
Description:.

Boiling temperature:125°.
Mass density:0.96/20 =.

(Ferric ammonium sulfate))0.1/(VS:
)1760~/(TS

48.22FeNH4(SO4)2,12H2O1000.
Procedure:50R3006

)1760~/(TS.1000.
Method of standardization:0.1/

:253

)420~/(2R.10

)0.1/(VS..
Storage:.

(Ferric chloride)65/(TS:65FeCl3

.
(Ferric chloride))50/(TS:50FeCl3

.
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//(Ferric chloride/ferricyanide/arsenite)TS:
Procedure::

(1)2.7R100)70~/(TS.
(2)3.5R100..
(3)3.8R25)80~/(TS.

50)100~/(TS100.
5(1)5(2)(3).

/TS (Ferric chloride/potassium ferricyanide):
Procedure:2R0.10R

20.
:/TS.

(Ferricyanide standard))50/(TS:
Procedure:R7.8K3Fe(CN)6

100.1.01000.
:)50/(.

(Ferrocyanide standard))100/(TS:
Procedure:R2.0K4Fe(CN)6,3H2O

100.1.0100.0.
:)100/(.

RS (Flucytosine):.
RS (Fludrocortisone acetate):.

RS (Fluorouracil):.
-3SV RS (3-Formylrifamycin):.

TS (Fuchsin,decolorized):
Procedure:1basic600

20R100
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10)250~/(TS1000.
R) 0.3-0.2(

.3-2)250~/(TS

.
.TS.

RS (Gallamine triethiodide):.
RS (Gentamicin sulfate):.

RS (Glibenclamide):.
R (Glucose,anhydrous):C6H12O6.

2150.
R (Heptane):C7H16)SRIP196394.(

R (Hexamethyldisilazane):C6H19NSi2.
Description:.

Mass density:0.77/20 =.
R (Hydrazine sulfate):(NH4)2,H2SO4.

Description:..
Solubility:40)750~/(TS.

Arsenic:1035"
Limit test for arsenic) "1130(1/.

Sulfated ash:1.0/.
(Hydrochloric acid))330~/(TS:)420~/(TS

330HCld~1.15)9/.(
(Hydrochloric acid))0.05/(VS:)250~/(TS

1.824HCl1000.
Method of standardization:

)1/(VS1200.
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(Hydrochloric acid))0.005/(VS:)250~/(TS

0.1824HCl1000.
Method of standardization:

)1/(VS1200.
(Hydrochloric acid))0.0001/(VS:)250~/(

3.647HCl1000.
Method of standardization:

)1/(VS1200.
/(Hydrochloric acid/methanol))0.01/(VS:

)250~/(TS0.3647HCl1000.
Method of standardization:

)1/(VS1200.
RS (Hydrocotisone sodium succinate):.

R (Hydroquinone):C6H4(OH)2.
Description:.

Solubility:)750~/(TSR.
Melting temperature:173°.

:.
(Hydroxylamine hydrochloride))200/(TS:

R200NH2OH,HCl.
-3-(-))-4-3-(-2--2-RS:

(-)-3-(4-Hydroxy-3-methoxyphenyl)-2-hydrazino-2-methylalanineTS:.
R (Iminodibenzyl):10,11-Dihydro-5H-dibenz[b.f]azepine; C14H13N.

Description:.
Melting temperature:106°.

R (pH-Indicator paper):
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)(10-1.
/TS (Iodine/chloroform):

Procedure:5.0R100.
(Iodine))0.05/(VS:RR12.69I2

18.0KI1000.
Method of standardization:

)0.1/(VS1202.
(Iodine))0.005/(VS:R1.269I21.8

KI1000.
Method of standardization:

)0.1/(VS1202.
(Iodine))0.0001/(VS:RR25.38I2

0.36KI1000.
Method of standardization:

)0.1/(VS1202.
TS (Iron salicylate):

Procedure:0.5R25010

)100~/(TS500.100

50)11.5/(TS20)60~/(TS80

)150/(TS500.
Storage:.

:.
R (Isopropylamine):C3H9N.

Description:.
Boiling point:33°.
Mass density:0.69/20 =.
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R (Lead acetate paper):
Procedure:10)80/(TS

)60~/.(15×40.
Storage:.

(Lead nitrate))100/(TS:R100Pb(NO3)2

.
(IV)R (Lead (IV) oxide):PbO2)SRIP1963105.(

RS (Levonorgestrel):.
RS (Levothyroxine sodium):.

RS (Liothyronine):.
R (Lithium carbonate):Li2CO3.

Description:.
Solubility:)750~/(TS.

/TS (Lithium carbonate/trinitrophenol):
Procedure:0.25R0.5R

100.
:R (Lithium chloride)LiCl.

Description:.
Solubility:R)750~/(TSR.

Storage:.
(Lithium chloride))10/(TS:10LiCl

.
RS (Loperamide hydrochloride):.

1000R (Macrogol 1000):
Description:.

Viscosity:100°17.3 m m2
S

-1.



400

-PR (Macrogol p-isooctylphenyl ether):C34H62O11p-tert-

octylphenoxy polyethoxy-ethanol.
"Sterility testing of anibiotics."

R (Magnesium acetate):C4H6MgO4,4H2O.
Description:.

Solubility:)750~/(TS.
R (Magnesium chloride):MgCl2,6H2O)SRIP1963110.(

(Magnesium chloride))0.1/(VS:
Procedure:20.5R1000.

Method of standardization:0.1/
)1135(25.

)0.1/(VS20.33MgCl2,6H2O.
(Magnesium))0.1/Mg(TS:
Procedure:1.014R5

)100~/(TS1000.
(Magnesium standard))10/Mg(TS:

10)0.1/(TS100.
/TS (Magnesium sulfate/sulfuric acid):

Procedure:25R)100~/(TS

100.
RS (Mebendazole):.

R (Menadione):-2-4.1-C11H8O2.
Description:.

Melting temperature:106°.
/TS (Mercuric chloride/ethanol):

Procedure:2R)375~/(TS
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100.
TS (Mercuric nitrate):

Procedure:40R32

)1000~/(TS15.
Storage:.

(Mercuric nitrate))0.02/(VS:
Procedure:6.85R10

)130~/(TS5001000.
Method of standardization:0.02/
)0.01/(VS1190.

/TS (Mercury/nitric acid):
Procedure:3R27R

.
Storage:.

RS (Methotrexate):.
RS (Metoclopramide hydrochloride):.

RS (Miconazole nitrate):.
R (Molybdenum trioxide):MoO3)SRIP1963120.(

R (Monoethanolamine):C2H7NO.
Description:.
Miscibility:RR.

Boiling temperature:170°.
Mass density:1.01/20 =.

Refractive index:455.1453.120
Dn.

RS (Naloxone hydrochloride):.
RS (Neamine):.
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BRS (Neomycin B sulfate):
)RS (Framycetin sulfate)INN:

.
RS (Neostigmine metilsulfate):.

R (Neutral red):C.I. 50040C.I.C15H17ClN4)SRIP1963124.(
/TS (Neutral red/ethanol):

Procedure:0.1R)375~/(TS100

.
RS (Nifurtimox):.

RS (Niridazole):.
-RS (Niridazole-chlorethylcarboxamide):

.
RS (Nitrofurantion):.

R (Nitromethane):CH3NO2.
Description:.
Miscibility:)750~/(TSRR.

(Mass density):1.13/20 =.
Refractive index:380.120

Dn.
(Boiling temperature):101°.

RS (Noscapine):.
RS (Nystatin):.

R (Octanoic acid):C8H16O2.
Description:.

(Boiling temperature):237°.
(Mass density):0.92= 20/.

BR (Oracet blue B):19-1-4-
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)C21H16N2O2(-1-4-)C20H14N2O2.(
B/TS (Oracet blue B/acetic acid):

Procedure:0.5BRR1

100.
R (Oxalic acid):C2H2O4,2H2O)SRIP1963131.(
(Oxalic acid))0.05/(TS:R0.05

C2H2O41000.
Procedure:0.07R1000.

RS (Oxamniquine):.
RS (Oxytetracycline dihydrate):.

-4-R (Paracetamol,4-aminophenol-free):
237:

5R100

.1.0TS30

.
R (Paraformaldehyde):(CH2O)n.

Description:.
Solubility:evolution

)750~/(TSR.
Solubility in ammonia:110)100~/(TS

.
Sulfated ash:1.0/.

Acidity or alkalinity:120

)(.
RS (Paromomycin sulfate):.
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-1R (1-Pentanesulfonic acid sodium salt):C5H11NaO3S,H2O.
Description:.

Solubility:.
Clarity and colour of solution:125.

Water:20/.
-1(1-Pentanesulfonic acid):

Procedure:0.960-1R1000

)5.0/(TS4.3)260~/(TS.
.

/(Perchloric acid/dioxan))0.1/(VS:
Procedure:8.5)1170~/(TSR

1000.
Method of standardization:0.7

R120°2A

"Non-aqueous titration) "1142.(1

/)0.1/(VS20.42C8H5KO4.
(Perchloric acid))0.02/(VS:

Procedure:20)0.1/(VS

R1100.
Water and method of standardization:

)0.1/(VS

1213.
14-(1,4-Phenylenediamine dihydrochloride)R:C6H8N2,2HCl.

Description:tan)(
.

Solubility:)750~/(TSR.
Storage:.
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/TS (Phenylhydrazine/hydrochloric acid):
Procedure:0.75R502

R25)420~/(TS200.
(Phenylhydrazine hydrochloride))10/(TS:

R10C6H8N2,HCl1000.
/R (Phenyl/methylpolysiloxane):

595100.
Phosphate buffer7.4TS:

Procedure:6.8250393.4

)0.1/(VS.
Phosphate buffer7.6TS:

Procedure:1.36R200

42.4)0.2/(VS.
Phosphate buffer8.0TS:

Procedure:8.95R0.50

R1000.
Phosphate buffer, sterile7.8TS:

Procedure:6.8R45.2

)1/(VS1000.
7.8)1440~/(TS)110~/(TS

20120°.
Phosphate buffer,sterile10.5TS1:

Procedure:35.0R20

)1/(VS1000.
10.5)1440/(TS)110~/(TS20

120°.
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/Phosphate/citrate buffer6.0TS:
Procedure:4.52R6035

)20/(TS6.0.
Phosphate standard)5/(TS:

Procedure:0.716R

10001100.
Phosphoric acid)105~/(TS:

Procedure:115)1440~/(TS885.
TS Phosphotungstic acid:

Procedure:25R7518.75

)1440~/(TS.6

250.
Storage:28°.

(Piperidine)R:C5H11N.
Description:.
Miscibility:)750~/(TS.

Mass density: 0.86 /20 =.
Refractive index:454.120

Dn.
Boiling temperature:106°.
Congealing temperature:1215°.

R (Potassium antimonate):KSbO3)SRIP1963145.(
:TS (Potassium antimonate)

Procedure:2R95

50)1/(VS5)1/(VS.
24150.

Sensitivity to sodium:7)0.1/(10

15.
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:TS.
Potassium bromate)0.00833/(VS:R

1.392KBrO31000.
R (Potassium carbonate):K2CO3,11/2H2O.

Description:.
Solubility:)750~/(TS.

R (Potassium carbonate,anhydrous):K2CO3.
Description:.

Solubility:)750~/(TS.
(Potassium chloride))100/(TS:R100

KCl.
(Potassium cyanide)PbTS:

Procedure:10R902

)60~/(TS24100.
TS2 (Potassium dichromate):

Procedure:1R607.5

)1760~/(TS.
TS3 (Potassium dichromate):

Procedure:0.5R

)100~/(TS100.
(Potassium dihydrogen phosphate))100/(TS:

R100KH2PO4.
(Potassium dihydrogen phosphate))27.2/(TS:

R27.2KH2PO4)0.2/.(
(Potassium dihydrogen phosphate))13.6/(TS:

R13.6KH2PO4)0.1/.(
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(Potassium iodate))3.6/(TS:
3.6KIO3.

(Potassium iodide))100/(TS:100KI

.
TS2 (Potassium iodoplatinate):

Procedure:0.25R2.545

)100/(TSR100.
Potassium permanganate))25/(TS:

25KMnO4.
(Potassium thiocyanate))200/(TS:R

200KCNS.
RS (Praziquantel):.

RS (Prednisolone acetate):.
RS (Prednisolone sodium phosphate):.

RS (Probenecid):.
RS (Procarbazine hydrochloride):.

(Protionamide)RS:.
RS (Pyrantel embonate):.

RS (Pyrazinamide):.
RS (Pyrimethamine):.

RS (Rifampicin quinone:.
RS (Rifampicin):.

RS (Salbutamol):.
RS (Salbutamol sulfate):.

R (Salicylaldehyde):C7H6O2.
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Description:.
Solubility:)750~/(TSR.

Relative density:17.120
Dd.

TS (Salicylaldehyde):
Procedure:2R100R0.1

)420~/(TS.
R6 (Silica gel):60)UV 254.(

Description:.
Average pore size:6.

Composition:)15(
254)15/.(
Silver nitrate)100/(TS:

100AgNO31000.
Silver nitrate)0.01/(VS:

1.699AgNO3.
Method of standardization:

)0.1/(VS1202.
/(Silver nitrate/methanol)TS:

Procedure:RR.
/(Sodium acetate/glacial acetic acid))0.1/(VS:

Procedure:5.3R100

R1R1

1000.
Method of standardization::

15.0)0.1/(VS3-2

/TS.1)0.1/(VS8.203

C2H3NaO2.
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(Sodium alizarinsulfonate))10/(TS:
10 C14H7NaO7S.

Sodium choride)400/(TS:
400NaCl.

Sodium choride)10/(TS:
10NaCl.

(Sodium cromoglicate)RS:.
(Sodium dihydrogen phosphate))275/(TS:

275NaH2PO4.
R (Sodium formate):CHNaO2.

Description:.
Melting temperature:253.

/TS(Sodium hydroxide/ethanol):
Procedure:50R)750~/(TS

1000.
Sodium hydroxide)50/(TS:

50NaOH.
Sodium nitrite)35/(TS:

R35NaNO2)0.5.(
Sodium Nitroprusside)8.5/(TS:R

8.5Na2Fe(NO)(CN)5.
(Sodium Nitroprusside, alkaline)TS:

Procedure:1R1R

100.
Sodium peroxide:Na2O2)SRIP1963191.(

)Sodium salicylate(R:C7H5NaO3.
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2217.
Sodium salicylate)11.5/(TS:R11.5

C7H5NaO3.
(Sodium sulfite)TS:Na2SO3,7H2O)SRIP1963196.(

RS (Spectinomycin hydrochloide):.
RS (Spironolactone):.

R(Squalane):26101519-23C30H62.
Description:.

Solubility:RRR

)750~/(TS.
Relative density:813.0811.020

20d.
 Refractiv index:453.1451.120

Dn.
R (Sudan red):

-1)-4(-2-III23C.I. 26100C22H16N4O.
Description:.

Solubility:R.
TS (Sudan red):

Procedure:0.5R G100R1.
RS (Sulfacetamide):.
RS (Sulfadimidine):.

RS (Sulfadoxine):.
(Sulfamic acid))5/(TS:R5H3NO3S

.
TS (Sulfanilic acid, diazotized):

Procedure:0.220)1/(VS

2.5)35/(
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TS101)50/(TS.
RS (Sulfasalazine):.

/TS (Sulfuric acid/methanol):
Procedure:10)1760~/(TS90R.

.
(Sulfuric acid))0.125/(VS:)1760~/(TS

12.52H2SO41000.
Method of standardization:

)0.5/(VS1209.
R (Tannic acid):C76H25O46)SRIP1963205.(

(Tannic acid))50/(TS:R50C76H25O46

.
(Tartaric acid))200/(TS:200

C4H6O6.
RS (Testosterone enantate):.

/(Tetrabutylammonium hydroxide/methanol) TS:
Procedure:TS

0.25C16H37NO.
TS (Tetrabutylammonium hydroxide):C16H37NO.

400C16H37NO)1.5~/.(
R (Tetrahydrofuran):C4H8O.

Description:.
Boiling point:66°.
Mass density:0.886-0.884 /20 =.

Storage:.
Labelling:%0.1.
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(Thioacetazone)RS:.
RS (Tiabendazol):.

R (Titanium trichloride):%15

TiCl3)SRIP1963208.(
Mass density:1.2~ /20 =.

(Titanium trichloride))0.1/(VS:100

R200)250~/(TS

R1000.
Method of standardization:.

25)0.1/(VS)100~/(TS

R)75/(TS.
1)0.1/(VS15.43TiCl3.

R (Titan yellow):C28H19N5Na2O6S4)SRIP1963208.(
TS (Titan yellow):

Procedure:0.05R100.
RS (Trihexyphenidyl hydrochloride):.

/TS (Triketohydrindene/butanol):
Procedure:0.1R-1

100.
(Triketohydrindene hydrate))1/(TS:

R1C9H4O3.
/TS (Triketohydrindene/methanol):

Procedure:1.0RR

100.
:/.

//TS (Triketohydrindene/pyridine/acetone):
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Procedure:0.25100

RR.
//TS (Triketohydrindene/pyridine/acetone):

Procedure:11R

-1R100.
:.

/TS (Triketohydrindene/stannous chloride):
Procedure:4R100

(ethylene glycol monomethyl ether)R.1cation

exchange resin)300840-()A.(0.16R

1005.5TS)B.(
.

-4.2.2R (2.2.4-Trimethylpentane):iso-OctaneC8H18)SRIP1963129.(
R (Triphenylantimony):C18H15Sb.

Melting temperature:55°.
R (Trisodium orthophosphate):Na3PO4,12H2O.

Description:.
Solubility:)750~/(TS

R.
(Trisodium orthophosphate))2/:(TS

2Na3PO4.
R (Uridine):C9H12N2O61- -D-Ribofuranosyluracil.
Solubility:.

Melting temperature:165°.
Storage:.

RS (Valproic acid):.
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R (Vanadium pentoxide):V2O5.
Description:-.

Solubility:
)750~/(TS.

/(Vanadium/sulfuric acid)TS:
Procedure:0.20R4

)1760~/(TS100.
/TS (Vanillin/hydrochloric acid):

Procedure:1.0R)250~/(TS

100.
:/TS.

RS (Verapamil hydrochloride):.
RS (Vincristine sulfate):.

RS (Warfarin):.
R (Xanthydrol):C13H10O2)SRIP1963210.(

TS (Xanthydrol):
Procedure:201)420~/(TS99

)300~/(TS.
)([Zinc bis (dibenzyldithiocarbamate)]R:Zn(C5H10NS2)2.

Description:.
Solubility:R.

Melting range:180-178°.
)([Zinc bis (dibenzyldithiocarbamate)]TS:

Procedure:10.0)(R

R100.
(Zuclomifine))Z-(RS:.
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