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1

.

2Model

listWHO3

.

Good Manufacturing Practies (GMP)

)(

Norms

.

.

1WHA3.1011973127.
2.

1:1979

2:1981.
3:1988.

38251992.
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.

.

.

.
:

.
.

1

manufacturers’ relase specification

.

.

Capsules

1614197718.
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Surfactants"Pharmacutical aids."

.

Aboteksbolaget AB, Centrallaboratoriet, S-10514 Stockhlm, Sweden.

.
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General notics

12

4.
Monograph nomenclature

International Nonproprietary Name (INN).
)Ethosuximidum

(.

)()Codeini Phosphas(

):Cloxacillinum

"natricus"natricumCloxacillinum natricum.(

)Ampicillini CapsulaeEphedrini sulfatis injectio(
reconstitution"ad")

Ampicillini natrici puluis ad injectionem.(

Chemical formula and relative molecular mass

.
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Chemical name

International Union of 

Pure and Applied Chemistry (IUPAC)

.
IUPAC

American chemical Society (CAS No.).

Other name

identification.

Definitions

.

Solubility

20"part"
)(1.

1

110

1030

30100

1001.000

100010.000

10.000

Category

.

Storage

.
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)(Containers

)(.:

)(handling.

.

.
)(Protection from light

)(/

.(
)(Temperature

.

Stability information

)
("Additional information".

Labelling information

.

.
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.

Additional information

1.

.
/

.
.

.

)IU(International Units)(
Potency%95

(P = 0.95).

"Loss on drying""Water"

Identity

.

.

11992)
825(.
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.
"Identity tests"

.

Examination in ultraviolet light

254365.

Clarity of solution

153"Color of 

liquids"TS2

TS2.

colourless solution

Bn0Yw0Gn0Rd0

153"
color of liquids".

Loss on drying

1.
.

""
0.5.

")(ignite to constant mass"
.

Test and assays

.
)152530

(.
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1.
100.

.

Indicators for visual determination of pH value

.

Precision

)(
"%"Solidsliquids

Solute100)(:
m/m%100.

v/v%100.
v/m%100.

"/")(
1000.

)(
reagents

:
20.019.020.5

2.01.952.05

0.200.1950.205

1:
--98Ref. No. ISO 719-1985 (E).
--121Ref. No. ISO 720-1985 (E).
--Ref. No. ISO 4802-1988 (E).
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)((pH)

.
)(

.
:

)(28°

815°

1525°30°.

Calculation of results

:
-591.
-4.

)(.

Patents trademarks

.

.

Reagents, refrence substances, and volumetric solutions

)RIR()(RS(TS)(VS)

(Cm)179131123793335

.
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.

Reference substances

)(

.

.

.
5+°

.

)(.
.

:
 WHO Collaborating Centre for Chimical Referance Substances, Apoteksbolaget AB, 

Centrellaboratoriet, S-105 14 Stockholm, Sweden; Telex: 115 53 APOBOL S; Fax: 468 740 60 40.

.
(b)

.
.
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.

4.

:
 Central Laboratory, Netherlands Red Cross Blood Transfusion Service, Plesmanlaan 125, 

Amsterdam, Netherlands; Tel. (20) 512 9222; Telex 13159 BLOOD NL; Fax (20) 512 3332. 

 Central Veterinary Laboratory, New Haw, Weybridge, Surrey KT15 2NB, England; Tel. (9323) 

41111; Telex 262318; Fax (9323) 47046.  

 National Institute for Biological Standards and Control, South Mimms, Potters Bar, Herts EN6 3QG, 

England; Tel. (707) 54753/54763; Telex 21911 NIBSAC G; Fax (707) 46730.

 Statens Serum Institut, 80Amager Boulevard, 2300 Copenhagen S, Denmark; Tel. (45) 31 95 2817; 

Telex 31316 SERUM DK; Fax (45) 31 95 5822.  

Reference spectra

:
 WHO Collaborating Centre for Chimical Referance Substances, Apoteksbolaget AB, 

Centrellaboratoriet, S-105 14 Stockholm, Sweden; Telex 115 53 APOBOL S; Fax 468 740 60 40.

4::19901991.
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Abbreviations and symbols

[ ].
C

D
20][)()(

-D)589.3(0.5±20.100

20

1001.
Atransmittance.

%1

1cmA1100)%1(
1.

ATCCAmerican Type Culture Collection, 12301Parklawn Drive, Rockville, MD 20852, USA

CAS Reg..
C.I.)(
CIP

Collection de l`Institut Pasteur, Service de la Collection Nationale de Cultures de 

Microorganisms (CNCM), 25 rue du Docteur Roux, F 75015 Paris, France.

Cm).(
d)(.
20

20d20.
%1

1cmE%1
1cmA

IU.
mol/l)/(1000.

n

.
20

Dn-D(Sodium D- line)589.3

0.5±20.
NCIMB

National Collection of Industrial and Marine Bacteria, Toory Research Station, PO Box 31, 135 

Abbey Road, Aberdeem AB9 8DG, Scotland
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NCTC.
National Collection of Type Cultures, Central Public Health Laporatory Colindale Avenue, 

London NW9 5HT, England. 

NCYC.
National Collection of Yeast Cultures, AFRC Food Research Institute, Colney Lane, Norwich 

NR4 7UA, England.

P.
pH

.14-07

77

.
.

20)
(20.

R).(
RfRatio of fronts

.
Rr.
RS).(
SI)Systeme international d` Unites.(
TS).(
VS).(
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Testes, Methods, and general requirments
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Test for sterility

)(
.

laminar flow technique.
.

.
)

(
..

Good

Manufactur Practices (GMP)1.
)(Sampling

100

100500

500

10%4)(
10

2%20)(

Culture media)177-175(

18231992112

88:PHARMA/82.4.
.
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fluid sodium mercaptoacetate and Soya-bean Casein digest 

media.sodium mercaptoacetate)) (
Cm4(

Soya-bean Casein digest media)Cm5(
.

"effctiveness of the medium".
:

incula):
Staphylocoecus aureusATTC 6538 P (NCIMB 8625, CIP 53.156)

ATTC 6633 Bacillus subtilis

ATTC 19404 Clastridium sporogenes

Candida albicansATCC 2091(100

.
7.

 Antibactirial effects of the sample

.
""

.

Recommended procedures

.

.
.

Membrane filtration

0.45
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.
50

.
1/

)Cm1Cm5(.)(

.
)100(

isopropyl myristate.

35-30

25-20

7.
Direct inoculation

)(
.

Liquids

1

14

4202

20)(%10
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Solids

50

50200%50

200100

.

10100.
%1-0.5m/v80

%0.1m/ vPolyoxyethanol )p-tert Octylphenoxy(.
.

1435-30

25-20

.
Interpretation of results

.
/

.
--

.

.

.
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Methods of sterilization

)
(

.

.

)
()eythylene oxide, formaldehyde(

.
.

.
.

devices

.)
(.

)(Heating in an autoclave (steam sterilization)

.

.
15124-120)200Kpa(5.

 Pa 101325=atm 1 5
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)(
:

)()()(
129-126250 (~2.5 atm)10

134-138300 (~3.0 atm)5

).(2±10±

)atm 0.1±(.–

.
Aqueous solutions:10

100201000.
Porous loads:

.138-1345

.
124-12120.

Fats and oils:121

.
)(121

.

.
Bacillus

stearothermophilus)ATCC7953CIP 52.81(-D-value)
%90(2-1.5121106.
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Dry-heat sterilization

.

.
.

)(
160180

17060

18030

.

.
.

:Bacillus subtilisCIP)

77.18Var. niger ATCC 9372.(D-Value10-5160

106.
Filtration

)…(
.

.
.

0.22

.
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bubble point test

.
"downstream"

12154-15

.
.

Exposure to ionizing radiation

Package

60Co)60(
)accelerator(..

DNA.

.
25

1)2.5(2

.
dosimeters.

.
Bacillus Pumilus

)ATCC 27142CIP 77.25(25)2.5(
D-Value 3)0.3(810-710

Bacillus Cereus)SSI C1/1(Bacillus sphaericus)SSI C1A

.(

1
KGY=.

2
Mrad=
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Gas sterilization

.
.

.

.

.

Bacillus subtilis)CIP 77.18Var.niger ATTC 9372(
Bacillus stearothermophilus)CIP 52.81ATTC 7953.(

)()(.

Atomic emission and absorption spectrometry 

Atomic emission spectrometryabsorption

spectrometry Atomicflame photometry

.
unique resonant wavelength

/.
)

().(
/

..
)(

.
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.
.

.

)
.(

.
Apparatus

-)
...(.
)(.

Use of solvent

.

.
.

Calibration

)(
)transmission(.

).(
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)(.

Recommended procedure

1.
1:(Method 1: External standard method)

.)
(

.
.

.
furnrace

.
.

.
2:(Method 2: Standard addition method)

.
.

.
.

Least-squares fit

)(
.



44

General requirements for substances

Hydroxyl value

Hydroxyl value

acylation1.

Recommended procedure

A

)(12R

(stearic anhydride)10R (Xylene)

Reflux condenser3040R

430.
)1/(VS/TS.

.
v/m 56.10v

m.
B

150/
TS (acetic anhydride).

3-2

5.
R.

10.5TS.
/)0.5/(VS0.2/TS

..

)(/TS)(
100-102.05.0
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150-1001.55.0

200-1501.05.0

250-2000.755.0

300-2500.60 or 1.205.0 or 10.0

350-3001.010.0

700-3500.7515.0

950-7000.515.0

)a+28.05(v/mva

m.

General Requirements for dosage forms

Tablets

.)
(.

Implant

.....
.

.
..

.

.

.
Manufacture

)GMP(.
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.

.
.

.

precompression (slugging).
/.

.
.

coatedcoating pansairsuspension

technique.subcoatcore of 

sugar-coated tablets.

in-process controls..
in-process controls)(

/granulate)
(/)

(.
Packaging)(

.

General requirements

Visual inspection
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..
:

-/).(
-chipping

.
-.

Labelling

.
:

(1).
(2))(International Nonproprietary 

Name (INN).
(3).
(4).
(5).
(6).
(7).
(8).

Storage

.

.
Package

Silica gel.
.

Uniformity of mass

" Uniformity of mass for 
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single-dose preparation) "468(.
Uniformity of content

"Uniformity of content for single-dose 

preparation) "467(
"Uniformity of content for 

single-dose preparation"
%5."

Uniformity of content for single-dose preparation."
Dissolution test

"Dissolution test) "45(
"Disintegration test for tablets and capsules."

Requirements for specific types of tablets

Uncoated tablets

.
)()(

.
Disintegration test

"Disintegration test for tablets and capsules")
461.(15

.
)(Soluble tablets (tablets for solutions) 

.

Disintegration test

"Disintegration test for tablets and capsules")4
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61.(5

.
Effervescent tablets

.
.

Labelling

" :."
Disintegration test

"Disintegration test for tablets and capsules")4

61.(250200.
.

..
5

.
)(

Tablets for use in the mouth (sublingual, buccal) and chewable tablets

.
)()(

)()()(.

Coated tablets

polyols

.
.

..
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:.
-Sugar-coated tablets

Uniformity of mass

"Uniformity of mass for single-dose 

preparation) "468(-)in-

process controls"Manufacture"46.(
Disintegration test

"Disintegration test for tablets and capsules")4

61.(60

.
) 0.1/.(

.
Film-coated tablets

//.
Disintegration test

"Disintegration test for tablets and capsules")4

61.(30.

Modified-released tablets

matrix tablets

)(.
Extended-released tablets

)(.
.

)(Delayed-released tablets (enteric-coated tablets) 

.
cellacefate)(
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methacrylic acid..
Uniformity of mass

"Uniformity of mass for single-dose 

preparation) "468(.
Disintegration test

"Disintegration test for tablets and capsules")4

61() 0.1/(VS.
)1(.

)(.
6.8TS.60.

Capsules

)(.
.

.
)(.

.
..

.
.

..

)(
)(.

)(.



52

.

General requirements

Visual inspection

..

.
Labelling

.
:

(1).
(2))(International Nonproprietary 

Name (INN).
(3).
(4).
(5).
(6).
(7).
(8).

Storage

.
30

.
Uniformity of mass

" Uniformity of mass 

for single-dose preparation) "468(.
Uniformity of content
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"Uniformity of content for single-dose 

preparation) "467(%5

."Uniformity 

of mass for single-dose preparation".
Dissolution test

"Dissolution test) "45(
"Disintegration test for tablets 

and capsules."

Requirements for specific types of capsules

Hard capsules

.
)(.)(

.
Manufacture

)GMP(
.

.
)(

.
)(.

.
.

/..

..

In-process controls.
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In-process controls)(
/)(

)(
.

Disintegration test

"Disintegation test for tablets 

and capsules")461.()0.1

/(VS.30.
floatdisc"

Disintegation test for tablets and capsules."

Soft capsules

.
)(

.
Manufacture

)GMP.(

.
)(

.
)(.

.)(
incorporated.)(

.
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In-process controls.
In-process controls)(

)(
)(.

Disintegration test

"Disintegation test for tablets and capsules")4

61.()0.1/(VS.
30.

Modified-released capsules

)(.
Extended-released capsules

)(.
.

)((enteric capsules)Delayed-released

)(.
Manufacture

)45354(.

Disintegration test

"Disintegation test for tablets and capsules")4

61.()0.1/(VS.
)(.

.6.8
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TS R.60

.

Parenteral preparations

)(
.

.

)(
.

:.
.

.
.)(

.
.

.
"Aqua pro Injectione) "4163(

"test for pyogens) "1165.(
.

.

.
Manufacture

)GMP.(

.



57

.

.
"Methods of sterilization) "437.(

.
)(

.

In-process controls.
In-process controls)

()"Limulus amoebocyte lyste 

(LAL) test ()....(

.
.

General Requirements 

Containers

bottlesvials

.

.
)(.

Closures

.
.
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.

.Tamper-evident container

.
Visual inspection

)(.
.

Labelling

.
:

(1).
(2))(International Nonproprietary 

Name (INN).
(3):

.
(4).
(5).
(6).
(7).
(8).

)
(.

.
Test for sterility

"Test for sterility) "433.(
Test for pyrogens

15
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"Test for pyogens) "1165.(

"Test for pyogens".
.

)(.

.

Requirements for specific types of parenteral preparations

Injections

)(
.

.
.

.

.
Single–dose preparations

.
Multidose preparations

.
.30

.
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Intravenous infusions

.)100(
.

.
.

Powders for injections 

)(

.
.

Uniformity of mass

)("
Uniformity of mass for single-dose preparation) "468(

.
Uniformity of content

"Uniformity of content for single-dose 

preparation) "467(40.
"Uniformity of 

content for single-dose preparation."

Implants

.
)(.

.
.
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Disintegration test for tablets and capsules 

.

.
Disintegration apparatus

circular basket-rack assembly

)1()2 37

(32-28

/60-50.

.80-7521.52

.)(
906.

.
0.635

2.0.1

.22

.
.80-75.

.
.

25.
25.

.
:0.15 20.7
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0.15 9.51.181.20.
26

.
9.52.551.6.

circular basket-rack assembly

.

)(
Recommended procedure (except for effervescent)

2 37.
tablet

disc..
.

Topical semi-solid dosage forms

.

.
.

.
:

)(
.:

.
.

)(.
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.
:

.
Manufacture

)GMP.(
.

in-process controls..
)(.

.1

)Packaging(
)(.

)(.

applicator.

Creams

.
water-in-oil (w/o)oil-in-

water (o/w).
.

"cream".
/

./.
)/( Hydrophobic Creams (W/O)

.

1:
.
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/.
)/(Hydrophilic Creams (O/W)

/

..

Gels

.
.

Hydrophobic Gels 

)olegel(
)(.

Hydrophilic Gels

)hydrogel(
)(

.

Ointments1

.
.

.)(
.

Hydrophobic ointments

.

1).(
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polyalkylsiloxanes.
Water-emulsifying ointments 

.
/)

(./
..

Hydrophilic ointments

.
)macrogols.(

Pastes

)%20(.
.

.
.

General requirements

)(Organoleptic inspection

:
-"")(

grittiness.
-
-
-)(
-
-
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.
Sterility

"Test for sterility "
)433.(

Uniform consistency

.
.

Labelling

.
:

(1).
(2))(International Nonproprietary 

Name (INN).
(3).
(4).
(5).
(6).
(7).
(8).
(9)

(10)"".
Containers

.
.

Storage



67

.

25..

Uniformity of content for single-dose preparations

%5

"
Uniformity of mass for single-dose preparations "

.

Recommended procedure

10

"Uniformity of content for single-dose preparations"
"Assay".

Requirements for tablets and powders for injections

%15.
%15%2520

10.
30%15

%25.
Requirements for capsules and suppositories

%15.
%15%2520

10.
30%15

%25.
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Uniformity of mass for single-dose preparations

Tablets

%5

.

Recommended procedure

20.
.

%

8010.0

20.0

18

2

250-807.5

15.0

18

2

2505.0

10.0

18

2

).(

.

Capsules

Recommended procedure

20.%10

.20

.
.

.

..
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.
.

%
30010.0

20.0

18

2

3007.5

15.0

18

2

Powders for injections

40.
.

.
%

18

2

10

20

40."
."

Supppsitories

20average mass.
.

%

518

105
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Monographs for pharmaceutical substances 
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Acidum  iopanoicum

Iopanoic acid

Relative molecular mass:570.9.
Chemical name:

Description:.
Solubility:)750~/( TSR

R.
Category:.

Storage:.
.

REQUIREMENTS

%97.0%101.0C11H12I3NO2
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.

Identity testes

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

RS.
B:0.05.
C:155°.

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

A)1128(20/.
Iodides:0.8)10/(TS10

)130~/(TS3

.51)330~/(
TS1R.2

)20I/(TS3)130~/(TS

..
Sulfated ash:1.0/.

Loss on drying:150°10/.
Assay:0.412530

)50/(TS0.5R.
3020

..5

R1TS)0.05/(VS

.
1)0.05/(VS9.516C11H12I3NO2.
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Aluminii sulfas

Aluminium sulfate

Relative molecular mass:342.1)(
Chemical name:

Description:.
Solubility:

)750~/(TS.
Category:.

Storage:.
.

REQUIREMENTS

% 51.0%59.0Al2(SO4)3.

Identity testes

A:0.220.5)70~/(TS0.5

TS.)80~/(TS

.)100/(
TS.

B:0.1/A"General

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

Limit test for heavy metals"1)1127(
A)1128(50/.
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Ammonium salts:110)1/(VS

.
Iron:0.4"Limit test for iron) "

1129(100.
Alkali and alkaline-earth metals:1.0100

0.1/TS)100~/(TS

.150.75

)(2)%0.4.(
Colour and clarity of solution:0.5010

TS2.

pH value:20/R4.0-2.5.
Assay:0.520

"Complexometric titrations) "1135.(
1)0.05/(VS8.554Al2(SO4)3.

_____

Calaminum

Calamine

Composition:.
Chemical name:

Description:.
Solubility:.

Category:.
Storage:.
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Additional information:)(
.

REQUIREMENTS

%98.0%100.5ZnO

).(

Identity testes

A:110)70~/(TS.50.3

)80~/(TS.2

)80~/(.10)100~/(TS.
0.1TS.

B:110)70~/(TS.
)75/(TS.

Calcium or magnesium:Digest125

)70~/(TS30.)100~/(TS

5)100~/(TS.102

)25/(TS.102

)100/(TS.
Lead:2205R0.1

)100/(TS5.
Acid-insoluble substances:2.050

)70~/(TS.105°40

(%2.0).
Alkaline substances:12015.

/TS

)0.05/(VS0.2.
Ethanol-soluble dyes:110)710/(TS
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.
Water-soluble dyes:110.

)(Loss on ignition:2.0)(500°

20/.
Assay:1.550)0.5/(VS

.
R.2.5R

)1/(VS/TS.
1)0.5/(VS40.69ZnO.

_____

Cisplatinum

Cisplatin

Relative molecular mass:300.0

Chemical name:

Description:.
Solubility:R

RR.
Category:.

Storage:
28°.
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Additional information:CAUTION:
.

270°.

REQUIREMENTS

%96.0%102.0Cl2H6N2Pt

.

Identity testes

ABBC.
A:"

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

B:"Related substances."
AB.

C:0.052)80~/(TS

.0.5)1000~/(TS1.5

)420~/(TS.0.5

0.5)100/(TS.
Clarity and colour of solution:25250.22

R25R

Gn3"Colour of liquids"
)153) .("pH value.("

Water:"Determination of water by 

the Karl Fischer mothod"A)1145(0.5

10/.
pH value:"Clarity and colour of 

solution"6.0 - 4.5.
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Related substances:"
Thin-layer chromatography) "184(R2

1509R.
2.5:(A)2

(B)2RS.5

R:(C)20(D)0.4

.
/TS..

C.C

D.
Ultraviolet absorbance ratio:):

3)420~/(TS1

)1000~/(TS.
.

.(
98.5100

)0.1/(VS100.magnetic bar5

10.
1)0.1/(VS

301246

4.5.
Silver:Atomic absorption spectrophotometry)1

47(328Silver hollow cathode 

lampair-acetylene flameslit width5.0.115

)1000~/(TS80°25.
)5Ag/(250Ag.

Assay:25)70~/(
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TS25.1.025.5

2510)70~/(TS.15

)70~/(TS.2.5/
TS1)70~/(TS.30.

1402

.Cl2H6N2PtRS

.
_____

Dactinomycinum

Dactinomycin

Relative molecular mass:1255

Chemical name:

Description:.
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Solubility:10°37°

)750~/(TSRR.
Category:.

Storage:
40°.

Additional information:.
CAUTION:

.

REQUIREMENTS

%95.0%103.0C62H86N12O16

.

Identity testes

A:25/R.220

500240445.1

4450.83240

4451.301.50.
B:"Thin-layer chromatography"

)184(R441-R

1R.10

R:(A)10(B)10RS

.
)254.(

AB.
C:110R1)1760~/(TS

.
Melting range:237-235°.
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Specific optical rotation:1.0/R

= -292 to -317
C

D
20.

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

5(350/.
pH value:7.0  5.5.

Assay:"High

performance liquid chromatography) "5257(
303.910-5

Octadecyl silyl groups.
46R25)0.04

/(VS25)0.07/(VS)1

() .:
elution time.(

:
(A)1.2(B)1.2

RS.
flow rate1.0.

254.B20

peak responses.%1.0.20

AB.
)25.(

%C62H86N12O16(M2/M1) (A1/A2)100M1M2

A1A2

.
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Additional requirements for Dactinomycin for parenteral use

"prenteral preparations")456.(
Bacterial endotoxine:"

Test for bacterial endotoxine) "530(
1.0RS.

Sterility:"Sterility testing of antibiotics) "1

162(R20

.
_____

Homatropini  methylbromidum

Homatropine methylbromide

Relative molecular mass:370.3

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

RR.
Category:.

Storage:.

REQUIREMENTS

%98.5%101.0C17H24BrNO3

.

Identity testes

A:101)100~/(TS

5R.1.5

/TS)
.(

B:20/A"General

identification tests")1120.(
C:190.

Sulfated ash:2.0/.
Loss on drying:105

10/.
pH value:10/6.5- 4.5.

Related substances:"Thin-

layer chromatography) "184(R56

1R3RR

.59R

:(A)40(B)0.4

.TS2
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)50/(TS..
A

B.
Assay:0.750R1

10/TS)0.1/(VS

"Non-aqueous titration"A)
1142.(

1)0.1/(VS37.03C17H24BrNO3.
_____

Impramini hydrochloridum

Imipramine hydrochloride

Relative molecular mass:316.9

Chemical name:

Other name:Imizine

Description:.
Solubility:)750~/(TSR

R.
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Category:.
Storage:.

Additional information:
.

REQUIREMENTS

%98.0%102.0C19H24N2,HCl

.

Identity testes

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

RS.
B:22.02)1000~/(TS.
C:0.0530.05Quinhydrone/TS

15.
D:0.05/B"General 

identification tests")1121.(
Melting range:174-170.
Heavy metals:1.5"

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

Clarity and colour of solution:Triturating

glass rod110R.
YW3

"Coluor of liquids) "153) .("
pH value.("

Sulfated ash:1.0/.
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Loss on drying:1055.0

/.
pH value:"Clarity and colour of 

solution"5.0  3.6.
Related substances:"

Thin-layer chromatography) "184(R1.5

)250~/(TS535R55

R.10

R:(A)25(B)0.05

(C)0.05R.
50.5R

1004)1760~/(TS.
.

A

CB.
AC.
Assay:0.380R110

/TS)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS31.69C19H24N2,HCl.
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Insulinum

Insulin

Composition:
.

Chemical name:

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

.
Category:.
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Storage:
20.

Additional information:.
.

WHO

International pharmacopoeia

.
_____

Iohexolum

Iohexol

Relative molecular mass:821.1

Chemical name:

Description:.
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Solubility:RR.
Category:.

Storage:.
Additional information:178-177.

REQUIREMENTS

%98.5%101.5C19H26I3N3O9

.

Identity testes

ABCD.
A:""

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

B:10/230350

24510.36

.
C:"Related substances."

AB.
D:0.05.

:Aluminium2)10

Al/(TS100.510

.510.5TS25.
58/TS.

395

4/.
:Copper0.25)10/Cu(

TS100.515.
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1)10/(TS54.5TS

25.5R.
435

0.5/.
:Halides520)0.001/(VS

/.
.1)0.001/(VS0.1269I

20/.
Clarity and colour of solution:6.4710

)any Presence of water.(%64.7300/.
0.221

400420450.0.2000.0500.025.
Water:"Determination of water by 

the Karl Fischer mothod"A)1145.(0.250

/.
Related substances:"

Thin-layer chromatography) "184.(R650

1-R11)300~/(TS25.
104R:(A)10

(B)10RS(C)20(D)40

.
)254.(

CD.
:Primary aromatic amines 

.
0.2155

.1.5)250~/(TS2)10/(TS
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4.1)50/(TS

..0.5N

1)(/25.20

5495

150.21.
Assay:"Oxygen flask 

method")1132(7.5.
)0.01/(VS.

1)0.01/(VS0.4562C19H26I3N3O9.
_____

Ketamini  hydrochloridum

Ketamine hydrochloride

Relative molecular mass:274.2

Chemical name:

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

Storage:.

REQUIREMENTS

%98.5%101.0C13H16ClNO,HCl

.

Identity testes

ADBCD.
A:"

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

B:0.33/)0.1/(VS

230350269276.
2692761.101.22.

C:1101)100~/(TS1

)10/(TS.
D:0.1/B"General

identification tests")1121.(
Melting range:261-258.
Heavy metals:1.0"

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

Clarity and colour of solution:210

.
Sulfated ash:1.0/.

Loss on drying:105°5.0
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/.
pH value:0.1/4.1-3.5.

Related substances:"
Thin-layer chromatography) "184(R149

RR.2

R:(A)50(B)0.25

.10.
.TSDragendorff)

(reagent)60~/(TS..
(A)B.

Assay:0.51)1080~/(TS

706RR1.10

/TS)0.1/(VS

"Non-aqueous titration"A)
1142.(

1)0.1/(VS27.42C13H16ClNO,HCl.

Additional requirements for Ketamine hydrochloride for parenteral use

"prenteral preparations) "456.(
Bacterial endotoxine:"

Test for bacterial endotoxine) "530(
0.4RS.
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Magnesii sulfatis heptahydras

)(Magnesium sulfate heptahydrate

Relative molecular mass:246.5.
Chemical name:

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

Category:.
Storage:.

Additional information:effloresces

.

REQUIREMENTS

%99.0%100.5MgSO4

.

Identity testes

A:1021)100~/(TS

1)100/(TS.1

)40/(TS.
B:20/A"General

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

Limit test for heavy metals"1)1127(
A)1128(10/.
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Arsenic:535"
Limit test for arsenic) "1130(2/.

Chlorides:0.852)130~/(TS20

"Limit test for chlorides) "1

124(300/.
Iron:2.0"Limit test for iron) "

1129(20/.
Clarity and colour of solution:110.

Loss on drying:0.5120 110

4000.40/0.52/.
Acidity or alkalinity:1.0100.05

/TS0.2)0.01/(VS

)0.01/(VS).(
Assay:0.25100

"Complex metric titrations")1138.(
1)%0.05(VS6.018MgSO4.

Additional requirements for Magnesium sulfate heptahydrate for parenteral use:
"prenteral preparations) "456.(

Bacterial endotoxine:"
Test for bacterial endotoxine) "530(

0.09RS.
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Medroxyprogesteroni acetas

Medroxyprogesterone acetate

Relative molecular mass:386.5

Chemical name:

Description:.
Solubility:RR

R)750/(TSRR.
Category:.

Storage:.

REQUIREMENTS

%97.0%103.0C24H34O4

.
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Identity testes

ADBCD.
A:"

Spectrophotometry in the infrared region) "143.(
RS

.
B:"Thin-layer chromatography"

)184()(R1

R9R5.
16

..
RR1)

"Related substances.("2

9RR:(A)2.5

(B)2.5RS(C)

AB.15.
12015/

TS.12010

)365.(
AB.

C.
C:204.
D:20"General identification 

tests")1119.(
Specific optical rotation:10/R

= +45 to +51C
D
20][.

Sulfated ash:1.0/.
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Loss on drying:105°310/.
Related substances:B

5R:(A)5

(B)0.15(C)0.05

.
120304-

4-Toluenesulfonic acid/TS.12010

.
A

B.C.
Assay:0.1)750~/( TS

1001.0100.
1241

C24H34O442.6= 426) %1
1cmA(.

Additional requirements for Medroxyprogesterone acetate for parenteral use:
"prenteral preparations")456.(

_____

Mercaptopurinum

Mercaptopurine
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Relative molecular mass:170.2

Chemical name:

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

.
Category:.

Storage:.
Additional information:CAUTION:

.
308.

REQUIREMENTS

%97.0%102.0C5H4N4S

.

Identity testes

A:20R100)0.1/(
VS.5200)0.1/(VS.

230350325

.
B:2020)750~/(TS1

R)750~/(TS.
C:2020)750~/(TS110

R)750~/(TS.
Heavy metals:1.0"

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

Water:"Determination of water by 

the Karl Fischer mothod"A)1145(0.15100

/120/.
Hypoxanthine:"Thin-

layer chromatography) "184(R490

R73)260~/(TS.
5:(A)501

R10R(B)10R10R

100R.
)254.(

A

B.
Assay:0.380R5

/TS)0.1/(VS

"Non-aqueous titration"B)1

142.(
1)0.1/(VS15.22C5H4N4S.

_____
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Natrii amidotrizoas

Sodium amidotrizoate

Relative molecular mass:635.9

Chemical name:

Other names:.
Description:.

Solubility:)750~/(TS

RR.
Category:.

Storage:.

REQUIREMENTS

%98.0%102.0C11H8I3N2NaO4

.

Identity testes
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AEBCDE.
A:"

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

B:"Thin-layer chromatography "
)184(R420R10

R)260~/(TS.10

80R100R:(A)1

(B)1RS.
)254

.(
AB.

C:205)80/(TS

10.5)70/(TS

54)10/(TS50.3

Rswirl2–N)1-
(ethylenediamine hydrochlorideN-(1-naphthyl))5/(TS–
.
D:0.1.
E:"General identification 

tests)"1123(.B20/.
Heavy metals:1.0"

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

Iodies:0.810)130~/(TS

3.5

1)330/(TS1R.
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2)20/(TS3

)130/(TS.
.

Clarity and colour of solution:0.210

.
Water:"Determination of water by 

the Karl Fischer method "A)1145(0.4100

/.
pH value:0.50/9.5-7.5.

Primary aromatic amines:1

50510)0.1/(VS25

R

52)250~/(TS

5.1.5)35/(TS5.
2)50/(5.2

N)1(/1TS.
25-2210.50R

.
5470

.0.40.
Assay:0.330)50/(TS

0.5R..
20.

5R1TS

)0.05/(VS.
1)0.05/(VS10.60C11H8I3N2NaO4.
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Norethisteroni enantas

Norethisterone enantate

Relative molecular mass:410.6

Chemical name:

Other names:.
Description:.

Solubility:RR

RRRR.
Category:Contraceptive.

Storage:.
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REQUIREMENTS

%96.0%104.0C27H38O3

.

Identity testes

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

RS.
B:13.5/R210290

240.
C:11R5)1760~/(

TS.
Melting range:73-68.

Specific optical rotation:20/R

= -10.0 to -15C
D
20][.

Solution in chloroform:0.210R

.
Sulfated ash:1.0/.

Loss on drying:R4

5.0/.
Related substances:"

Thin-layer chromatography) "184(R6

RR.5

:(A)20(B)0.1

.
)254.(TS

11015)365.(
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A

B.
Free enantic acid:0.310)750~/(TS

/TS.)0.01/(VS

0.3)1.3/.(
Assay:13.5R100

10100.
1240

C27H38O342.8)= 428%1
1cmA.(

Additional requirement for Norethisterone enantate for Parenteral use

"Parenteral Preparation) "456.(
_____

Podophylli resina

Podophyllum resin

Composition:Rhizomes

Podophyllum hexandrum Royle (P.emodi Wall.)Podophyllum peltatum 

L.)(.
Chemical name:

Other name:Podophyllinum.
Description:

.
Category:.

Storage:
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215.
Labelling:.

Additional information::
.
25.

REQUIREMENTS

%40.0%52.5(  and 

peltatum).

Identity testes

A:102)750~/(TS)25/(
TS.

B:0.43)535~/(TS0.5

)1/(VSP.hexandrum

P.peltatum)(.
C:

)1/(VS)1/(VS

.)250~/(TS

.
Matter insoluble in ethanol:120

)750~/(TS5.)40(
)750~/(TS10525.

Matter insoluble in ammonia:0.530

)100~/(TS3020)40

(3010.
105P.hexandrum0.18

0.30P.peltatum50.
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Sulfated ash:15/.
Loss on drying :10550/.

Assay:0.45

5015R30.10

1007080

R.)40(
7020.)(

70.)(
.

10.30.
_____

Propyliodonum

Propyliodone

Relative molecular mass:447.0.
Chemical name:
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Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.

REQUIREMENTS

%99.0%101.0C10H11I2NO3

.

Identity testes:
A:20/R

230350239281

10.640.52.
B:0.1)1760~/(TS

.
Melting rang:190-187.
Heavy metals:1.0"

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

Halides:2.43015.101

)130~/(TS2)1/(TS2R

.2)20

I/(TS8.
.

Sulfated ash:1.0/.
Loss on drying :105
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5.0/.
Acidity:140-1R

/TS15. -1R

.)0.05/(VS

/TS15

0.15)0.05/(VS.
Assay:"Oxygen flsk 

method")1132(15.
)0.02/(VS.

1)0.02/(VS0.7450C10H11I2NO3.

Additional requirement for Propyliodone for Parenteral use

"Parenteral Preparations) "456.(
_____

Tamoxifeni citras

citrateTamoxifen
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Relative molecular mass:563.6

Chemical name:

Description:.
Solubility:RR.

Category:.
Storage:.

REQUIREMENTS

%99.0%101.0C26H29NO,C6H8O7

.

Identity testes

ADBCD.
A:"

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

B:"Thin-layer chromatography"
)184(R49R

R.5:(A)10

(B)10RS.
)254

.(
AB.

C:104R2R.
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.
D:142.

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

A)1128(10/.
Sulfated ash:2.0/.

Loss on drying :1055.0

/.
E-E-isomer and related substances:

"High performance liquid chromatography) "5

257()205(A)5

(.400R6000.9

/R4.8–N,NR3.0

)150~/(TS.
(A)1.0

(B)1.0E-RS(C)

A100(D)B

100.
1.0detector

240.)10

.(
1.030.

10D)(
%40.

10ACD

DelutesCA

)(.
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ACD.
.EAD

10/.A

E-DC)%0.5.(
C)%1.(

Assay:1150R10.25

-1/TS)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS56.36C26H29NO,C6H8O7.

_____

Thiopentalum natricum

Thiopental sodium

Relative molecular mass:264.3

Chemical name:

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

Category:.
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Storage:.
Additional information:.

.

REQUIREMENTS

%97.0 %102.0C11H17N2NaO2S

.

Identity testes

ADBCD.
A:0.5Separatory funnel.10

)70~/(TS2010.
R

105-100."
Spectrophotometry in the infrared region) "143(

RS.
B:"Related substances ."10

BC18.
BC.

C:0.21R

.R.
5melt.)100~/(

TS.
D:"General 

identification tests")1123(.B

20/.
Heavy metals:1.0"

Limit test for heavy metals"3)1127(
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A)1128(20/.
Clarity and colour of solution:110

Gn5"Colour of 

liquids) "153.(
Loss on drying :80420/.

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

5)260~/(TS15)750~/(TS80

R.203:(A)10

)((B)1A

10(C)85RS10)80~/(TS

100(D)0.5A100.
.

A

(%0.5) D.
Assay:0.1552

)100~/(TS4R10.
30R

)0.1/(VS.)0.1/(VS

0.1/TS.
.

1)0.1/(VS26.43C11H17N2NaO2S.
_____
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Timololi maleas

Timolol maleate

Relative molecular mass:432.5

Chemical name:

Description:.
Solubility:R)750/(TSR

R.
Category:.

Storage:.

REQUIREMENTS

%98.0%101.0C13H24N4O3S,C4H4O4

.

Identity testes:
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ABC.
A:"

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

B:25/)0.05/(VS

2303502951

0.52.
C:0.232)200~/(TS3

3.102TS1

0.210(Resorcinol)3

)1760~/(TS15.
Specific optical rotation:50/

)1/(VS to -12.5= 11.7C
D
20][.

Clarity and colour of solution:0.210.
Sulfated ash:1.0/.

Loss on drying :100)
0.65(5.0/.

pH value:20/4.3-3.8.
Related substances:"

Thin-layer chromatography")184(R6)
(80R20R

)260~/(TS.10

R:(A)50(B)0.2

(C)0.1.
)254.(

.
visualizationA
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B

C.
Assay:0.8590R13

-1/TS)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS43.25C13H24N4O3S,C4H4O4.

Additional requirements for Timolol maleate for sterile use

"Test for sterility of non-injectable 

Preparations) "532(.
_____

Vinblastini sulfas

Vinblastine sulfate

Relative molecular mass:909.1

Chemical name:
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Description:.
Solubility:R

)750~/(TSR.
Category:.

Storage:
28.

Additional information::
..

)(desiccator.

REQUIREMENTS

%96.0%101.0C48H58N4O9,H2SO4

.

Identity testes

ADBCD.
A:"

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

B:"Related alkaloids ."
AC.

C:10.2/TS

).(
D:20/A" General 

identification tests")1123(
Specific optical rotation:20/

 to -35= 28C
D
20][.
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Clarity of solution:3010.
Loss on dring:60)0.6

5(16170/.
pH value:1.5/5.0-3.5.

Related alkaloids:"
Thin-layer chromatography")184(R480

R40R6R.
5R:(A)10

(B)0.2RS(C)10RS.

)254.(
A

B.
Assay:10R500.

1267.
C48H58N4O9,H2SO418.5)= 185%1

1cmA.(
_____
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Substances undergoing chimical changes during formulation

Acidum amidotrizoicum

Amidotrizoic acid

Amidotrizoic acid, anhydrous

Amidotrizoic acid, dihydrate

Relative molecular mass:613.9)(649.9)(.
Chemical name:

other name:.
Description:.

Solubility:)750~/(TS

RRRR
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.
Category:.

Storage:.
Labelling:

.

REQUIREMENTS

%98.0%102.0C11H9I3N2O4

.

Identity testes

ABCD.
A:"

Spectrophotometry in the infrared region")143.(
1054.

RS.
B:"Thin-layer chromatography"

)184(R420R10

R)260~/(TS.10

0.8R1000R:(A)1

(B)1RS.
)254

.(
AB.

C:0.5.
D:10."

General identification tests)"1119(.
Heavy metals:10101.5

)400~/(TS.7.07.5)80~/(
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TS)70~/(TS20.2

"Limit test for heavy 

metals"A)1128(20/) ."
.("

Halides:2.5202.5)100~/(TS.
20)130~/(TS.10015

.1025

"Limit test for chloridate) "1124(
35/.

Iodine and iodides:4"Heavy 

metals"50205R5

)100~/(TS..2)10/(TS

.0.5R22.
)200I/.(

Sulfated ash:1.0/.
Loss on drying:1054

10/45/70/.
Primary aromatic amines:0.2

51)80~/(TS.4)10/(TS10

)1/(VS.5

)25/(TS0.4-1/TS15

)80~/(TS50.
485

0.15.
Assay:0.312530

)50/(TS0.5R.
.20
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..5

R1TS (tetrabromophenolphthalien 

ethyl ester))0.05/(VS.
1)0.05/(VS10.23C11H9I3N2O4.

dditional requirement for Amidotrizoic for Parenteral use

"Parenteral Preparations) "456.(
Pyrogens:"Test

for Pyrogens )"1165(R

0.65

_____

Acidum iotroxicum

Iotroxic acid

Relative molecular mass:1215.8

Chemical name:

Description:.
Solubility:RRR
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R.
Category:.

Storage:.

REQUIREMENTS

%98.0%102.0C22H18I6N2O9

.

Identity testes

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

B:0.052)1760~/(TS.
Heavy metals:1.03

)100~/(TS"Limit test for 

heavy metals"1)1127(A)1

128(10/.
Halides:1030)100~/(TS

)0.001/(VS.1)0.001/(VS0.1269I

40/.
Solution in alkali:55)80~/(TS2

Yw2

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

Water:"Determination of water by 

The Karl Fischer method"A)1145(0.410

/30/.
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Foreign substances:"
Thin-layer chromatography) "184(R662

R32RR6

.5R:)A(0.1

)B(0.5.

)254.(
AB.

Primary aromatic amines:1

502.5)1/(VS12.5=)
A.(5-32-46RS0.2)0.1

/(VS10.250

310)0.1/(VS=)B.(
55010)0.1

/(VS.
:.

25Rswirl.
5..2

)20/(TS.
5.1)80/(TS.

5.
2N)1(/TS

25-22°10.
AB465.

AB.
Assay:" Oxygen flask 

method) "1132(4
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30-20.)0.02/(VS.
1)0.02/(VS0.6754C22H18I6N2O9.

Additional requirement for Iotroxic acid for Parenteral use

"ParenteralProparations")456(
Pyrogens:"Test

for pyrogens) "165(10.6

5.

Additional requirement for Iotroxic acid for sterile use

"Test for sterility of non-injectable

preparations")532.(
_____

Megluminum

Meglumine

Relative molecular mass:195.2

Chemical name:

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

Storage:.

REQUIREMENTS

%99.0%100.5C7H17NO5

.
Identity testes

A:50.5R0.5)190~/(TS.
15.0.1

R0.2150

250R

.
B:0.220.05/TS

)0.25/(VS.1)0.1/(VS1R

.
Melting range:131-128.

Specific optical rotation:0.10/3.17to7.15
C20

D

Heavy metals:1.0"
Limit test for heavy metals"1)1127(

A)1128(20/.
Reducing sugars:0.2555

TS..
Clarity and colour of solution:110

.
Sulfated ash:1.0/.
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Loss on drying:10510

/.
Assay:0.540)0.1

/(VS/TS.
1)0.1/(VS19.52C7H17NO5.

Additional requirement for Meglumine for Parenteral use

"Parenteral preparations) "456.(
pyrogens:"Test

for pyrogens) "1165(10.6

5.

Meglumine for sterile useAdditional requirement for

"Test for sterility of non-injectable 

preparations) "532.(
_____
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Monographs for excipients
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Acidum aceticum

Acetic acid

namely glacial acetic acid

.

Relative molecular mass:60.05

Chemical name:

Description:15

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

Category:.
Storage:.

Additional information:
.15.

Relative densities:20
20d:

-1.050

-1.041 

-1.005

REQUIREMENTS

%99.0m/m%100.5m/mC2H4O2.
%32.5m/m%33.5m/mC2H4O2.
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m/m%5.7m/m %6.3C2H4O2.

Identity testes

A:.
B:0.111

1)750~/(TS1

)1760~/(TS

).(
C:0.3312

3)100~/(TS.0.5

)30/(TS0.1TS0.05)100~/(TS.
.

Heavy metals :3.51020

.15

)0.1/(VS

"Limit test for heavy metals"A)1

128(6/2/
1/.

Chlorides:3.5"
Limit test for chlorides) "1124( 70/.

Sulfates:2"Limit 

test for sulfates) "1125(0.24/.
Non-volatile residue:)10(

105°0.1/.
Readily oxidizable substances:5

105205

2025.0.2

)0.02/(VS30.
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Assay:2505

5020

303/TS

)1/(VS..
160.05C2H4O2.

_____

Acidum alginicum

Alginic acid

Composition:D-
L–Phaeophyceae

.
Chemical name:

Description:.
Solubility:
.

Category:release-rate modifier.
Storage:.

Additional information:240.
.

REQUIREMENTS

Identity testes

A:305)0.1/(VS1

)55/(TS.
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B:305)0.1/(VS1

)570/(TS.
C:5511--3

R1100)750~/(TS.3

15°.Separator305

15R..
.

Heavy metals :)(1.02

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

.2)420~/(TS

.)420~/(TS10

)260~/(TS.4-3

)60~/(TS40."
Limit test for heavy metals"A)1128(40

/.
Ash:"Determination of ash) "1

173(40/.
Loss on drying:1050.18/.

pH value:31003.5-1.5.
) :1150:(15030

)0.25/(VS.
)0.1/(VS/TS.

."Determination

of acid value) "1173()0.1/(
VSa230.
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Acidum citricum

Citric acid

Citric acid, anhydrous

Citric acid monohydrate

Relative molecular mass:192.1)(210.1).(

Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.
Labelling:

.
Additional information:.

REQUIREMENTS
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%99.5%101.0C6H8O7

.

Identity test

"General

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

Limit test for heavy metals"1)1127(
A)1128(10/.

Barium:17.8)80~/(TS10.
)100~/(TS.

.
Oxalates:110)100~/(TS0.35

)2/(VS2)55/(TS

.
Sulfates:0.1101)50/(TS

)420~/(.
Water:"Determination of water by 

the Karl Fischer mothod"A)1145.(
110/.

0.1575/90/.
Sulfated ash:1.0/.

Assay:1.550R

)1/(VS/TS

..
1)1/(VS64.03C6H8O7.

Acidum hydrochloricum
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Hydrochloric acid

HCl

Relative molecular mass:36.46

Chemical name:

Description:).(
Miscibility:.

Category:.
Storage:.

Additional information:.
Mass density:1.18/=20.

REQUIREMENTS

m/m%35m/m%38.0HCl.

Identity testes

A:.
B:0.1"General identification 

tests")1121.(
C:glass stick)()100~/(TS

.
Heavy metals:42

)60~/(TSPb40

"Limit test for heavy metals"A)1

128(5/.
Arsenic:4.310.1

"Limit test for arsenic) "1130(2/.
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:
Bromides and iodides:101R

TS

.
Free bromine and chlorine:101)80~/(

TS1R.
Sulfites:355)50/(TS

)0.05/(VS.
Sulfates:2040R

20"
Limit test for sulfates) "1125(20/.

)(Residue on ignition:10

)(0.1/.
Assay:1.520

)1/(VS/TS.
1)1/(VS36.46HCl.

_____

Acidum hydrochloricum dilutum

Dilute hydrochloric acid

Description:.
Category:.

Storage:.

REQUIREMENTS
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%9.5m/m%10.5m/mHCl.

Identity testes

A:.
B:0.5"General identification 

tests")1121.(
Mass density:1.043- 1.049/=20.

Heavy metals:42

)60~/(PbTS4

"Limit test for heavy metals"A)1128(
5/.

Arsenic:1720.2

"Limit test for arsenic) "1130(5/.
Bromides and iodides:101R

TS

.
Free Barium and chlorine:101

)80/(TS1R

.
Sulfites:355)50/(TS

)0.05/(VS.
Sulfates:9040R

20"
Limit test for sulfates) "1125(5/.

)(Residue on ignition:10

)(0.1/.
Assay:220)1/(
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VS/TS.
1)1/(VS36.46HCl.

____

Acidum lactium

Lactic acid

Composition:)(
.

Relative molecular mass:90.08.
Chemical name:

Description:syrupycaustic

.
Miscibility:)750~/(TSRR.

Category:.
Storage:.

Additional information:)
.((RS))(.

(+)- (S).
Additional requirements:%88.0m/m

%92.0m/mC3H6O3.
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Identity testes

A:551TS10.5

)100~(TS)
.(4R2

10R)100~/(TS.
1)260~/(TS30

.
B:19R.
C::=1.20-1.21 20

20d

Heavy metals:1.0"
Limit test for heavy metals"1)1127(

A)1128(10/.
Iron:1.0"Limit test for iron) "

1129(40/.
Calcium:542)1/(VS50

.515) .""
".("

0.2)100/Ca(TS1

)50/(TS.1)60~/(TS15

.10

)10/(TS5.15.
)200/.(

Chlorides:0.110)130~/(TS

)40/(TS.
Sulfates:25""

"Limit test for sulfates) "1125(
200/.
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Sugars and other reducing substances:1

""1)1/(VS

1.5)1/(VS2TS

(potassio-cupric tartrate)..
Volatile fatty acids:550

10.
Methanol and methyl esters:210

.7.522.5)400~/(TS

15-10..
101)750~/(TS9.5.

101 5/TS.15

2/TS

52.
1.0100R0.1

)750~/(TS)500/(.
Citric,oxalic,phosphoric,and tartaric acid:

11040TS.
Ether-insoluble substances:125R25

R:.
Colour:Yw2

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

Assay:11020

)1/(VS.30.
)1/(VS0.5/TS.

1)1/(VS90.08C3H6O3.
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Additional requirements for lactic acid for parenteral use

"Paranteral prepasations)456(.
Bacterial endotoxins:"

Test for bacterial endotoxins) "530(
83.3RS.

____

Adeps lanae

Wool fat

Adeps lanae cum aqua

 Hydrous wool fat

Composition:.
)Ovis aries L..(

%75m/mm/m%25.
Chemical name:

Other name:) .
.(

Description:unctuous mass-.
.

Solubility:RR

)750~/(TS.
Category:.

Storage:25°
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Additional information:

tenacious.)123(
)"("44-36°.

REQUIREMENTS

Identity tests

A:0.55R1R0.1

)1760~/(TS.
B:0.55R5)1760~/(TS

.
Acid value:)1150.(1.0

0.8.
Saponification value:)1149(4

105-9079-67.
Sulfated ash:1.5/1.0

/.
Loss on drying:105

5.0/0.32/.
Wool fat content:30

21.523.3)m/m%77.5-72.5) .("
Water-absorption capacity""Paraffins""Additional

information.("
Water-absorption capacity:10

)"(".0.5-0.2

20.
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Water-soluble acid and alkaline substances:5

6.77595-90

..60

) ."""("
0.25/TS0.2)0.02

/(VS0.15)0.02/()-.(
Water-soluble oxidizable substances:10

1)100~/(TS0.1

)0.02/(VS10.
Paraffins:40R0.5

)"("
.

Ammonia:5""0.5

)1/(VS.
_____

Adeps solidus

Hard fat

Composition:
)C10H20O2C18H36O2.(

Chemical name:.
Description:brittle.

Solubility:)750~/(
TS.

Category:.
Storage:
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5.
Additional information:

..
:.

REQUIREMENTS

:)123.(1024

40-33.
Acid value:)1150.(0.5.

Hydroxyl value:)444B.(50.
Iodine value:)1148(3.

Peroxide value:)1148(6.
Saponification value:)1149(2250-220.

Unsaponifiable matter:)1149.(5

%1.0.
Ash:)1173.(0.5/.

Alkaline impurities:21.5)750~/(TS3

R.0.05/TS0.15

)0.01/(VS.
Decomposition products:11)420~/(TS

1/TS55

10.4)0.002/(VS9.6

.
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Alcohol benzylicus

Benzyl alcohol

Relative molecular mass:108.1.
Chemical name :

Description:.
Solubility:)750~/(TSRR

.
Category:.

Storage:.
Additional information:

.

REQUIREMENTS

Identity test

3-25)25/(TS1

)100~/(TS.
Refractive index:= 1.538-1.541 20

Dn

Relative densitz: = 1.043-1.05020
20d
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Colour of solution:260.
Sulfated ash:10)(

0.05/.
Acidity:1010)750~/(TS1/

TS1)0.1/(VS

).(
:5.

Chlorinated copounds:250R

3R):(

100505)0.1/(VS20

)1000~/(TS.)0.1/(VS

)45/(TS.
.0.3.

Aldehydes:20250

53.5R100)600~/(TS

50)600/(TS.101

/TS)0.1/(VS.
.

)0.1/(VS4.02.0/.
1.00.5/.
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Alcohol cetylicus

Cetyl alcohol

Composition:solid

1-)C16H34O.(
Chemical name:

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

Category:.
Storage:.

REQUIREMENTS

Melting range:51- 46.
Acid value:)1150.(2.

Saponification value:)1149(2.
Iodine value:)1148(3.

Hydroxyl value:)444A.(2

2502R10

R.1010R

90R.6520.
25.

)1/(VS0.5/TS
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..
)1/(VS56.1

238-218.
Paraffin:0.520TS

Bn2"Colour of 

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

_____

Alcohol  cetystearylicus

Cetostearyl alcohol

Composition:
.

Chemical name:

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

Category:stiffening.
Storage:.

REQUIREMENTS

Melting range :53-43°.
Acid value:)1150.(2.

Saponification value:)1149.(2.
Iodine value:)1148.(4.

Hydroxyl value:)444A.(2.0
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2502R10R.10

10R90R.
65°20.25

.
)1/(VS

0.5/TS.
.

)1/(VS56.1

228-208.
Paraffin:0.520TS

Bn2"
Colour of liquids) "153.(

Sulfated ash:1.0/.
_____

Alcoholum

Alcohol

Description:.
Miscibility:RRR.

Category:.
Storage:8

15.
Labelling:%v/v.

Additional information:v/v %96

20.
:.
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)(v/v % 961000

/% v/v20
20d

90701.40.8304934

80625.30.8610831

70561.80.8872727

60488.00.9109623

50404.60.9320519

45341.30.9412468

25209.00.9699259

20163.80.9754207

REQUIREMENTS

.v/v %98.0%102.0v/v

(C2H6O).

Identity testes

A:0.251)10/(TS0.5

)0.5/(VS0.1

R0.5R5

.
B:1)1760~/(TS

)100/(TS.
Relative density:"

Additional information."
Non-volatile residue:100

1055.
Water-insoluble substances:

1030.
Acidity :20R3
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/TS20.
)0.02/(VS0.5).(

Aldehydes and other foreign organic substances:
)250~/(TS.

20.15°.
0.1)0.02/(VS.

15°5.
Fusel oil and allied impurities:25

.
)1760~/(TS.

Methanol:
)105~/(TS)25/(TS.

)50/(TS.
)105/(TS.5

TS60°10.
Benzene :1220350

.2200.32300.182400.08

2703500.02.).(
_____

Aluminii magnesii silicas

Aluminium magnesium silicate

:
.

Chemical name:

:Aluminum magnesium silicate.
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Description:.
Solubility:

.
Category:.

Storage:.
Additional information:

.

REQUIREMENTS

Identity testes

A:12R.
)B.(5

)70~/(TS10.2)100~/(TS

.)C(20.2

TS0.5)0.1/(VS

.
B:A)420~/(TS.

10R)1760~/(TS

..
C:A2)70~/(TS0.5

TS.)80~/(TS

.
)100/(TS.

Heavy metals:1.05)70~/(TS5

.10

"Limit test for heavy metals"A)1128(
40/.
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Acid-insoluble impurities:1.025

)70~/(TS5.
10520.

Alkalinity:150)0.1/(VS4

10.
_____

Amyla

Starches

Composition:
(Zea mays L.)(Oryza sativa L.)(Triticum aestivum L.)(Solanum

tuberosum L.).
Chemical name:

Description:
.

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

Storage:.
Labelling:.

Additional information:
.

.
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REQUIREMENTS

Identity testes

A:150

thin cloudy mucilage

)B.(
B:1A0.05)0.005/(VS

.

Microscopic examination

35

.
10-2

.
50-20

10-5.
100

.
Iron:1.515)70~/(TS.

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

6/.
10/.
6/.

6/.
Loss on drying:100°:

150/.
150/.
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150/.
200/.

Acidity:10100)600~/(TS

/TS50)0.1

/(VS2.0.
Foreign matter:

.
Oxidizing matter:5101.2

)300~/(TS.0.5

R.
Sulfur dioxide:20200

.1003TS)0.005/(VS

2.7)0.08/.(
_____

Aqua purificata

Purified water

Relative molecular mass:18.02

Chemical name:

Description:..
.

Category:.
Storage:.

Labelling:.
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Additional information:CAUTION:
.

)"
Test for sterility"433"Methods of sterilization"37

.(

REQUIREMENTS

Heavy metals:40)60~/(PbTS

"Limit test for heavy metals"1

)1127(A)1128(
1040

.
Ammonia:502(potassio-

mercuric iodide)TS

50R2TS

.
Calcium and magnesium:1002

10.0TS50)mordant black 11(R0.5)0.01

/(VS.
Carbon dioxide:2525.

Chlorides:101)40/(TS5

.
Nitrates:55/TS

.
Sulfates:101)50/(TS5

.
Oxidizable matter:10010)100~/(
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TS0.5)10/(TS.
Non-volatile residue:500

105°5)0.01/.(
Acidity or alkalinity:10/TS

.105/TS.

Additional requirment for purified water for sterile use

"test for steritity of non injectable

preparations) "532.(
_____

Aqua pro injectione

Water for injections

Description:

..
.

Category:.
Labelling:.

Storage:.
Additional information:CAUTION:.

"Sterile water for injections"
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REQUIREMENTS

Heavy metals:40)60~/(PbTS

"Limit test for heavy metals"1)1

127(A)1128(10

40

.

Ammonia:502(potassio-

mercuric iodide)TS

50R2TS

.
Calcium and magnesium:1002

10.0TS50)mordant black 11(R0.5)0.01

/(VS.
Carbon dioxide:2525.

Chlorides:101)40/(TS5

.
Nitrates:55/TS

.
Sulfates:101)50/(TS5

.
Oxidizable matter:10010)100~/(

TS0.2)0.02/(VS)(.
Non-volatile residue:500

50.105°

5)0.01/.(
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Acidity or alkalinity:10/TS

.105/TS.
Bacterial endotoxins:

"test for bacterial endatoxins) ."5

30(0.25RS.
_____

Aqua sterilisata pro injectione

Sterile water for injections

Description:
.)"Methods of sterilization "437(
.

Category:)extemporaneous use.(
Storage:

.

REQUIREMENTS

"Parenteral preparations) "456.(
Heavy metals:40)60~/(PbTS

"Limit test for heavy metals"1

)1127(A)1128(
1040

.
Ammonia:502(potassio-

mercuric iodide)TS

50R2TS.
Calcium and magnesium:1002
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10.0TS50)mordant black 11(R0.5)0.01

/(VS.
Carbon dioxide:2525TS

.
Chlorides:101)40/(TS5

.
Nitrates:55/TS

.
Sulfates:101)50/(TS5

.
Oxidizable matter:10010)100~/(

TS0.5)10/(TS)(.
Non-volatile residue:500

105°5)0.01/.(
Acidity or alkalinity:10/TS

.105/TS.
Bacterial endotoxins :"

test for bacterial endotoxins) "530(
0.25.
Sterility:"Test for sterility) "433.(

_____

Bentonitum

Bentonite

Composition:.
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Chemical name:

Description:.
Solubility:

12.
Category:.

Storage:.
Additional information:.

.

REQUIREMENTS

Identity testes

A:0.50.4R.
) .B.()420/(TS

5.22

)100/(TS2)100/(TS

)420/(TS)300~/(TS)80/(TS

)260~/(TS.
B:A)420~/(TS.

10)1760~/(TS

.
Loss on drying:10550

/150/.
Alkalinity:2100R5

.50.1/TS.0.1
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)0.1/(VS5.
:Sedimentation volume60.3

)Calcined(R200.100

242.
Swelling power:100)10/(TS

100202

(settle).
22.

Fineness of powder:220

100.75)
75(.

_____

Benzalkonii choridum

Benzalkonium choride

Composition:
C8C18.

Chemical name:

Description:
.

Solubility:)750~/(TSR

R.
Category:.

Storage:.



169

Additional information:.

REQUIREMENTS

%95.0%104.0

C22H40ClN)354.0(.

Identity testes

A:0.1100.
B:5)80~/(TS0.1TS5

R.101

R0.1.
C:10/)750~/(TSA

"General identification tests")1

121.(
Sulfated ash:20/.

Water:"Determination of water by 

the Karl Fischer method"A)1145(0.1

150/.
Ammonium compounds:0.153

)1/(VS.R

.
Assay:2100.25

25R10)0.1/(VS10

50.
.10.

40)420~/(TS

)0.05/(VS2R

.10
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2040)420~/(
TS.

1)0.05/(VS35.40C22H40ClN.

Benzylis hydroxybenzoas

Benzyl hydroxybenzoate

Relative molecular mass:228.3

Chemical name:

Description:.
Solubility:)750~/(TSR

.
Category:.

Storage:.

REQUIREMENTS

%99.0%101.0C14H12O3.

Identity testes

A:10/)750~/(TS230
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35026010.76

.
B:0.12)750~/(TS0.5/TS

.
C:112°.

Sulfated ash:1.0/.
Acidity:0.210)375~/(TS

/TS.)0.1/(VS0.1

).(
Assay:0.1220)80~/(

TS.30.320

R.20)0.1/(VS

.25

)0.0333/(VS6)100/(TS10

)420~/(TS.1515.25

)100/(TS.)0.1/(VS

TS.
.)0.0333/(VS

)0.1/(VS.
1)0.0333/(VS7.608C14H12O3.
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Butylhydroxyanisolum

Butylated hydroxyanisole

Composition:3-tert-butyl-4-

methoxyphenol.
Relative molecular mass:180.3

Chemical name:

Other name:BHA.
Description:.

Solubility:)750~/(TSR

RRR.
Category:.

Storage:.
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REQUIREMENTS

Identity testes

A:0.110)750~/(TS4)10/(
TS1 -6,2/TS)

.(
B:10)750~/(TS0.1

)10/(TS0.5TS2.
Solution in methanol:110R

Yw3"Colour of 

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

Hydroquinone:"Thin-

layer chromatography) "184(R14

RR.3

R:(A)50(B)0.10

R.
/TS)260~/(TS.

.B

A.
3-tert-Butyl-4-methoxyphenol:"

Thin-layer chromatography) "184(R1

R.2R(A)25

(B)2.5(C)0.125

.
/TS.
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 Rf ~ 35 A

B.A

C.

Butylhydroxytoluenum

Butylated hydroxytoluene

Relative molecular mass:220.4

Chemical name:

Other name:BHT.
Description:.

Solubility:)750~/(TSR

RRR.
Category:.

Storage:.

REQUIREMENTS

Identity testes
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A:0.110)750~/(TS4

)10/(TS-6,2R)
.(

B:102)750~/(TS.1/
TS2)80~/(TS.80°10

.
Congealing temperature:69.2°.

Sulfated ash:1.0/.
Acid value:)1150(0.05.

Calcii hydrogenophosphas

Calcium hydrogen phosphate

Calcium hydrogen phosphate, anhydrous

Calcium hydrogen phosphate, dihydrate

Relative molecular mass:136.1)(172.1).(
Chemical name:

Other name:.
Description:.

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

Storage:.
Labelling:
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.

REQUIREMENTS

%30.9%31.7

.

Identity testes

A:0.210)70~/(TS10

.102.5)100~/(TS)
B(A"General identification tests"

)1120.(
B:A)130~/(TSA

"General identification tests")1122.(
Heavy metals:1.010

)70~/(TS)100~/(TS.
)10~/(

"Limit test for heavy metals"A)1

128(40/.
Arsenic:1.035)70~/(TS

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

:1.2510)70~/(TS

)100~/(TS)70~/(TS

25.10

0.5)100~/(TS0.5

15.
:15R2

)420~/(TS.
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:0.12)130~/(TS20

"Limit test for chlorides) "1124(
2.5/.

:):.(
2.0202.0)250~

/(TS.magnetic stirrer

.50)250/(TS100.
/2±

.5

.
1.1052R.20

50)250/(TS100

)100F/.(50)250/(TS

2)250~/(TS100.
15..

5100100300500

)100F/(0.10.20.51.0/5

.

F/50

/.
:0.10 5)70~/(TS

"Limit test for sulfate ) "1125(
5/.

:54010

)420~/(TS100.
105°
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2/.
):(1.0800825°.

66/85/.
0.245/0.265/.

Assay:0.21

)420~/(TS5125.
"")1138.(

1)0.05/(VS2.004Ca.

Calcii phosphas

Calcium phosphate

Composition:Ca3(PO4)2

CaHPO4.
Chemical name:

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

)70~/(TS)130~/(TS.
Category:.

Storage:.
Additional information:%15%65

equilibrium moisture content 25°%2%75

.

REQUIREMENTS
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%34.0%40.0Ca

).(

Identity testes

A:0.051)70~/(TS4

0.5R.A"General

identification tests")1120.(
B:0.52)130~/(TSA

"General identification tests")
1122.(

Heavy metals:1.010

)70~/(TS.40.
"Limit test for heavy metals"A

)1128(30/.
Arsenic:3.335)70~/(TS

"Limit test for arsenic) "1

130(3/.
Barium:0.510

)420~/(TS.1

)0.1/(TS15.
Carbonates:530R10

)70~/(TS) ."
.("

Chlorides:0.22)130~/(TS20

"Limit test for chlorides) "1

124(1.4/.
Florides:):.(
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2.0203)250~

/(TS.magnetic stirrer

.50)250/(TS100.
/2±

.5.
1.1052R.20

50)250/(TS100

)100F/.(50)250/(TS

3)250~/(TS100.
15..

5100100300500500

)100F/(0.10.20.51.01.5/
5.

F/75

/.
Sulfates:0.15)70~/(TS

"Limit test for sulfates ) "1125(
8/.

Acid-insoluble substances:""
105°15)%0.3.(

)(Loss on ignition:1.0800°30

80/.
Assay:0.155

)420~/(TS3125.
"")1138.(

1)0.05/(VS2.004Ca.
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Calcii stearas

Calcium stearate

.
Chemical name:

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

Category:.
Storage:.

Additional information:.

REQUIREMENTS

%9.0%10.5CaO

.

Identity testes

A:1255)420~/(TS

"
General identification tests")1120.(

B:2520060)100~/(TS

.
.

.105°20

54°.
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Loss on drying:105°

40/.
Assay:1.250)0.1/(

VS10

.
R.)1/(VS

R"
Complexometric titrations")1138.(

1)0.05/(VS2.804CaO.

Calcii sulfas

Calcium sulfate

Relative molecular mass:172.2

Chemical name:

Description:.
Solubility:

.
Category:.

Storage:.

REQUIREMENTS

%98.0%101.0CaSO4

.
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Identity testes

120)420~/(TS.
.:

A:"General identification tests"
)1120.(

B:"General identification tests"
)1123.(

Heavy metals:1.01020

)70~/(TS"
Limit test for heavy metals"1)1127(

A)1128(20/.
Clarity of solution:1455

)420~/(TS50°5.
Loss on drying:250°

190/230/.
Assay:0.31006

)70~/(TS

"Complexometric titrations")1138.(
1)0.05/(VS6.807CaSO4.

Carbomerum

Carbomer

Composition:
Polysucrose.
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Chemical name:

Description:fluffy.
Solubility:)750~/(

TSR.
Category:.

Storage:.
Additional information:.

REQUIREMENTS

56%68.0%)-COOH(
.

Identity testes

A:0.550.10/TS

.10/TS) .
B.(

B:A7.5)1/(VS

.
Yield value

:2.55000.25R

10001010-990.stirrer

°60.
90-45.15

25.2-24.8°30.
.310-290

0.2/TS1.5/TS.
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5)200~/(TS3-2

.7.8-7.3

)200~/(TS

.25°

.
-100×100×3.

fine carborundum

.alignments

.
25.2-24.8°settle.0.1

.
.)(

10010

2.2-2.0.
Sulfated ash:1.0/.

Loss on drying:8020/.
Assay:0.480°400

stirrer

calomel)0.2/(VS.
.

1)0.2/(VS9.004

)-COOH.(

Carmellosum natricum

Carmellose sodium

Composition:
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.
Chemical name:

Other name:.
Description:.

Solubility:R

)750~/(TSRR.
Category:.

Storage:.
Labelling:.

Additional information:.
.

REQUIREMENTS

%6.5%10.8Na

.

Identity testes

A:1.090R

50-40°100

R.0.5)"Chlorides""
Clarity and colour of solution""pH value("15

-1TS12)1760~/(TS

.
B:1)420~/(TS

20.5"Heavy metals"
B"General identification tests"

)1123.(
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Heavy metals:12B

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

Chlorides:10A

"Limit test for chlorides) "1124(
2.5/.

Clarity and colour of solution:A

TS3Yw2

"Colour of liquids) "153.(
Sulfated ash:1.0)1760~/(

TS.0.200/0.333/Na

%10.8-6.5)B.(
Loss on drying:105°100/.

pH value:A8.5-6.0.

Cellacefatum

Cellacefate

Composition:
.

Chemical name:

Other names:cellacephate.
Description:

.
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Solubility:)750~/(TSR

R.
Category:.

Storage:.
Additional information:.

REQUIREMENTS

%30.0%40.0)C8H5O3

=149.1(%17.0%26.0)C2H3O

=43.05(.

Identity testes

A:101.0)750~/(TS1)1760~/(TS

).(
B:1010R0.5

)1760~/(TS.160°3.
25)1/(VS200.

C:0.11

.
Free acid:1.0100

R5.10

R.0.1/TS

)0.1/(VS.
.

1)0.1/(TS8.306

.60/)%6.0(.
Sulfated ash:1.0/.

Water:"Determination of water by 
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the Karl Fischer method"A)1145(0.520

RR50/)%5.0.(
Assay:

A.:
0.420

0.1/TS.)0.1/(VS

.
%:S

ma
n

795.1
)100(

149

n)0.1/(VSa

%mS%.
B.:

0.125)0.01

/(VS30.0.1

/TS)0.1/(VS.
.

%:SP
ma

nn
518.0578.0

)100(

)(43 12

n2)0.1/(VSn1

)0.1/(VSa

%mP%S

%.

Cellulosum microcrystallinum

Microcrystalline cellulose

Composition:.
Chemical name:
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Description:.
Solubility:

.
Category:.

Storage:.
Additional information:

20150.

REQUIREMENTS

Identity testes

A:20385.
13027045255.

)18000/(5.100

1003

.
B:0.0510TS.

5)750~/(TS.
Heavy metals:1.04/TS

)(
800°..

)250~/(TS"
Limit test for heavy metals"3)1127(A

)1128(1.0/.
Water-soluble substances:58010

105°

2.0/.
Sulfated ash:1.0/.
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Loss on drying:105°560

/.
pH value:2100R5

7.5-5.0.
Organic impurities:100.05

0.1R5)420~/(TS.
:Starch and dextrins0.150.2)0.05

/(VS.

Cera carnauba

Carnauba wax

Composition:Copernicia cerifera Mart. (Fam.Palmae).
Chemical name:

Description:
.

Solubility:RR

)750~/(TS.
Category:
.

Storage:.

REQUIREMENTS

:Melting range85-78°.
:Ash2.0.

.)(2.5/.
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Acid value:)1150.(38.
:Saponification value)1149:(5

25R.50)750~/(TS

.95-75.
Acid value:)1148.(14-5.

Cera cetyla

Cetyl esters wax

Composition:
)C14C18()C14C18.(

Chemical name:

Other name:Synthetic spermaceti.
Description:)5

(
.

Solubility:)750~/(TSRR

R.
Category:.

Storage:.
Additional information:0.83/

50°.

REQUIREMENTS

Melting range:)123.(47-43°.
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Acid value:)1150.(5.
Iodine value:)1148.(1.

Saponification value:)1149.(120-109.
Paraffin:150)750~/(.

Cetomacrogolum 1000

10001000)(Cetomacrogol

Composition:1000

.
Chemical name:

Description:Pellets

.
Solubility:)750~/(TSR

R.
Category:.

Storage:1000.

REQUIREMENTS

Identity testes
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A:0.1510)70~/(TS10

)50/(TS10)80/(TS.
B:0.15)50/(TS

.
:Melting point)123.(38°.

Refractive index:60°452.1448.120
Dn.

Acid value :)1150.(0.5.
Alkalinity:220R

/TS)0.1/(VS0.5

.
Hydroxyl value:)444.(10A52.5-40.0.
Saponification value:)1149.(101.0.

Water:"Determination of water by 

the Karl Fischer method"A)1145(2.510

Cetrimidum

Cetrimide

Composition:
.

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

R.
Category:.

Storage:.

REQUIREMENTS

%96.0%101.0

C17H38BrN)336.4 =(.

Identity testes

A:558.0TS./
R..

.
B:0.210R) .

C.(
C:A"General

identification tests")1120.(
Amines and amine salts:530

)1/(VS99R100-2R.
R.15)0.1

/(VS

2.0.
Sulfated ash:5.0/.

Loss on drying:105°20/.
Acidity or alkalinity:150R

0.1/TS0.1

)0.1/(VS0.1)0.1/(VS
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).(
Assay:2100.25

25R10) 0.1/(VS10

5R100..
R10.40

)420~/(TS)0.05/(VS

.2R

.10

2040)420~/(TS.
1)0.05/(VS33.64C17H38BrN.

Chlorobutanolum

Chlorobutanol

Chlorobutanol, anhydrous

Chlorobutanol hemihydrate

Relative molecular mass:177.5)(186.5).(
Chemical name:
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Description:.
Solubility:)750~/(TSR

RR.
Category:.

Storage:.
Labelling:.

Additional information:95°

77°.

REQUIREMENTS

%98.0%101.0C4H7Cl3O

.

Identity testes

A:203)1/(VS5

2TS.
B:201R2)400~/(TS

..
Solution in ethanol:510)750~/(TS

TS2Yw3

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

Water:"Determination of water by 

the Karl Fischer method"A)1145.(2

10/.0.345/
60/.

Acidity:220)750~/(TS)0.01
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/(VS0.1/TS1.0

.
Assay:0.120)750~/(TS10

)80~/(TS5.20

)130~/(TS25.0)0.1/(VS2R

.2)45/(TS)0.1/(VS

..
1)0.1/(VS5.916C4H7Cl3O.

Chlorocresolum

Chlorocresol

Relative molecular mass:142.6

Chemical name:

Description:.
Solubility:)750~/(TS

R)80~/(TS.
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Category:.
Storage:.

REQUIREMENTS

%98.0%101.0C7H7ClO.

Identity testes

A:0.510R

.0.1)25/(TS.
B:0.050.5R)(.
55)130~/(TS.1

)0.1/(VS.
Melting range:67-64°.

Non-volatile residue:2

.105°1.0/.
Assay:0.0730

R.25)0.0167/(VS

3R2010)420~/(TS.
15.1R100.

)0.1/(VSTS

.
1)0.0167/(VS3.565C7H7ClO.
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Dinatrii edetas

Disodium edetate

Relative molecular mass:372.2

Chemical name:

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

RR.
Category:.

Storage:.
Additional information:.

REQUIREMENTS

%98.5%101.0

C10H14N2Na2O8,2H2O.
Identity testes

ABCD.
A:"

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

B:)25/(TS3)75/(
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TS0.05

)D.(
C:2252)100/(TS6

)80/(TS.
D:B)100~/(TS

R.5)25/(TS)
.(

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

A)1128(20/.
pH Value:0.05/5.5-4.0.

Assay:0.5300.2

R2)70~/(TS.)0.1/(VS

50.
1)0.1/(VS37.22C10H14N2Na2O8,2H2O.

Ethanolum

Ethanol

Relative molecular mass:46.07

Chemical name:

Other name:.
Description:.
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Miscibility:RR.
Category:.

Storage:
815.

Additional information :
79.

REQUIREMENTS

%98v/v%100.0v/vC2H6O

%98.1m/m%100.0m/mC2H6O.
Identity testes

A:0.251)10/(TS0.5

)0.5/(VS0.1

R0.5R5

.
B:1)1760~/(TS

)100/(TS.
Relative density:7935.07904.020

20d.
Non-volatile residue:100

1055.
Water-insoluble substances:

10°30.
Acidity:20R3

/TS20.
)0.02/(VS0.5).(

Aldehydes and other foreign organic substances:
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)250~/(TS

.2015°

0.1)0.02/(VS.
15°5.

Fusel oil and allied impurities:25

)1760~/(TS.
Methanol:)105~/(TS

)25/(TS.
)50/(TS.

)105/(TS.5

60°10.
Benzene:1220350

.2200.3230

0.182400.082703500.02.
.

Ethylcellulosum

Ethylcellulose

Composition:.
Chemical name:

Description:.
Solubility:RR.

RR%46.5.
%46.5)750~/(TSR
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RR.
Category:.

Storage:.
Labelling:.

REQUIREMENTS

%44%51.5

(-OC2H5).
Identity testes

A:59580R20)750~/(TS

) .B.(
B:

.
Heavy metals:0.5"

Limit test for heavy metals"3)1127(
A)1128(40/.

Sulfated ash:4.0/.
Loss on drying:105°30/.

Assay:"Determination of methoxyl"
)1145(0.05.

1)0.1/(VS0.7510(-OC2H5).
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Ethylis hydroxybenzoas

Ethyl hydroxybenzate

Relative molecular mass:166.2

Chemical name:

Other name:Ethylparaben.
Description:

.
Solubility:

)750~/(TSR.
Category:.

Storage:.
Additional information:

.
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REQUIREMENTS

%99.0%101.0C9H10O3

.
Identity testes

A:"Melting range."
B:0.55)80~/(TS5.

6)190~/(TS

R.214°.
Melting range:118-115°.
Sulfated ash:1.0/.

Loss on drying:80°)0.6

5(5.0/.
Acidity:0.25)750~/(TS5

R)0.1/(VS0.1

/TS0.1).(
Assay:0.08.25

)80~/(TS30.
25)0.0333/(VS5)125/(

TS40R.10)420~

/(TS.15.30)80/(TS

.)0.1/(VS2TS

.
.

)0.1/(VS)0.0333/(VS.1

)0.0333/(VS5.540C9H10O3.
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Gelatina

Gelatin

Composition:)A(
)B(..

Chemical name:

Description:sheets

.
Solubility:.)(

10-5)300~/(TS

.
Category:.

Storage:.
Additional information:

.microbiological quality

.
:

1100.55

4.05.06.07.08.09.0)4.0

TS4.0TS4.0TS5.0TS

/6.0TS6.0TS7.0TS

8.0TS8.09.0TS.(
4°24

5.0B7.09.0A.
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REQUIREMENTS

Identity testes

A:1R55°100

.)C:(2

0.05

(II))160/(TS0.5)80~/(TS

.
B:0.5101060°15

0°6.
.

C:2A0.5

)100/(TS.
Heavy metals:1.0"

Limit test for heavy metals"3)1127(
A)1128(10/.

Arsenic:1.02.5)1760~/(TS2.5

)1000~/(TSTS130

."
Limit test for arsenic) "1130(1/.

Odour and water-insoluble substances:140

.2.
Sulfated ash:2.030/.

Loss on drying:10105°

150/.
Sulfur dioxide:20150

round bottom flask.5)1440~/(TS1
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R) .:
.(5050

)0.05/(VS.)70~/(TS2

)50/(TS.
)(.

.109.31.5/
.

_____

Glyceroli monostearas

Glyceryl monostearate

Composition:
.

Chemical name:

Description:
.

Solubility:R

)750~/(TS60°.
Category:.

Storage:.
Additional information :

.

REQUIREMENTS

%35.0
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C20H40O4%6.0.
Identity testes

A:55°.
B:9.5)8.5/(TS

0.5R)(
12)1440~/(TS

.
C:2.540/TS1

30.3015

)70~/(TS50R.5

)400/(TS5.
.

24.53°.
:Acid value)1150.(6.0.

Saponification:)1149.(10.177-155.
:Acid value)1148.(3.

Sulfated ash:1.0/.
Assay:0.4.50

R.25..
.25

2020..
)(5

100..
Free glycerol

50500

25-TS.2530°30

.10025)80/(TS.)0.1
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/(VS1TS.
.

1)0.1/(VS2.3.
Monoglycerides

)(-.
5R100R.

free glycerol50

.
1)0.1/(VS17.2

C20H40O4.

Glycerolum

Glycerol

Relative molecular mass:92.09

Chemical name:

Other name:.
Description:.
Miscibility:)750~/(TSR

RR.
Category:.
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Storage:.
Additional information:.

REQUIREMENTS

%95.0%101.0C3H8O3

.
Identity testes

A:-(alkaline potassio-mercuric iodide)TS

12R

.
B:210/TS.

/TS.
C:10.5)1000~/(TS0.5

)100/(TS.10

.
Refractive index:475.1470.120

Dn.
Relative density:263.1258.120

20d.
Heavy metals:1.0"

Limit test for heavy metals"1)1127(
A)1128(5/.

Chlorides:52)130~/(TS20

"Limit test for chlorides) "1

124(1.0ClTS10

/.
Sulfates:24"
Limit test for sulfates) "1125(20/.

Clarity and colour of solution:2550
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.1025.
Chlorinated compounds:5

10015R.
310

)1000~/(TS.0.5

)0.1/(VS50

0.2

)0.02/(VS)30Cl/.(
Acidity:2550R0.5

/TS.)0.1

/(VS0.2)"
Fatty acids and esters.("

Fatty acids and esters:5

)0.5/(VS5/
TS)0.5/(VS.

.1.0)0.5/(
VS.

Aldehydes and reducing substances:5

101/TS.
)0.0002

/(VS.
Sulfated ash:0.1/.

Water:"Determination of water by 

the Karl Fischer mothod"A)1145(1.5

20/.
Assay:0.460050

/TS)0.1/(VS
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.)0.05/(VS

.50.50

TSswirl

30)35°(300

)0.1/(VS0.1 ± 8.10.1 ± 6.5

..
1)0.1/(VS9.210C3H8O3.

Glycerolum 85% m/m
%85m/m(Glycerol 85% m/m)

Composition:%85m/m.
Other name:.

Description:.
Miscibility:)750~/(TSR

RR.
Category:.

Storage:%85m/m.
Additional information:%85m/m.

REQUIREMENTS

%85m/m%83.5m/m%88.5m/mC3H8O3

.
Identity testes

A:-(Alkaline potassio-mercuric iodide)TS

1%85m/m2R

.
B:210/TS.
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/TS.
C:10.5)1000~/(TS0.5

)100/(TS.10

.
Refractive index:455.1449.120

Dn.
Relative density:230.1219.120

20d.
Heavy metals:1.0"

Limit test for heavy metals"1)1127(
A)1128(5/.

Chlorides:52)130~/(TS20

"Limit test for chlorides) "1

124(1.0ClTS10

/.
Sulfates:24"
Limit test for sulfates) "1125(20/.

Clarity and colour of solution:2550

.1025.
Chlorinated compounds:5

10015R.
310

)1000~/(TS.0.5

)0.1/(VS50

0.2

)0.02/(VS)30Cl/.(
Acidity:2550.0R0.5

/TS.)0.1
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/(VS0.2)"
Fatty acids and esters.("

Fatty acids and esters:5

)0.5/(VS5/
TS)0.5/(VS.m/m %85

.1.0)0.5

/(VS.
Aldehydes and reducing substances:5m/m %85

101/TS.

)0.0002/(VS.
Sulfated ash:1.0/.

Water:"Determination of water by 

the Karl Fischer mothod"A)1145(0.2m/m %85

0.12/0.15/.
Assay:0.460050

/TS)0.1/(VS

.)0.05/(VS

.50.50

TSswirl

30)35°(300

)0.1/(VS0.1± 8.1m/m %850.1± 6.5

..
1)0.1/(VS9.210C3H8O3.

Gummi crabicum
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Acacia

Composition:Acacia

Senegal (L.) Willdenow

.
Chemical name:

Description:
)(brittle

iridescent.
Solubility:

)750~/(TSR.
Category:microencapsulating 

agent.
Storage:.

Additional information:
..

REQUIREMENTS

Macroscopical examination:
13

..
Microscopical examination:striated

.
..100.

streaks.
Identity testes).(
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A:122)750~/(TS

10.
B:0.2104TS

.
Starch and dextrin:1100.1

)0.05/(VS.
Sucrose and fructose:0.350.1

R2)420~/(TS.
.

Tannin:1100.2)65/(TS

.
Solubility in water and acidity:12

R.
Insoluble matter:510015

)70~/(TS15.
105°50

)%1.(
Sulfated ash:50/.

Loss on drying:105°0.15/.

Hydroxyethylcellulosum

Hydroxyethylcellulose

Composition:)(
.

Chemical name:
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Description:.
Solubility:R

)750~/(TSRR.
Category:.

Storage:.
Labelling:.

Additional information:
..

REQUIREMENTS

Identity testes

A:150R.
10100.10

)B"pH Value""Reducing

substances("50°.
B:1.
C:51)50/(TS5)1760~/(TS

.
Heavy metals:1.0"

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

Sulfated ash:50/.
Loss on drying:105°100/.

pH Value:A8.5  5.5.
Reducing substances:55A

15)0.5/(VS1.5)0.002/(VS.
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50°5.
_____

Hydroxypropylcellulosum

Hydroxypropylcellulose

Composition:
2.

Chemical name:

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

R.
Category:.

Storage:.
Labelling:.

Additional information:.

REQUIREMENTS

Identity testes

A:150

R90°100

.10)B"pH Value("
40°flocculent.

B:1.
C:0.215)1125~/(TS.

100250.
18)1760~/(TS.

3.0.6
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/TS25°

100.
Heavy metals:1"

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

Sulfated ash:5.0/.
Loss on drying:105°70/.

pH Value:A8.5-5.0.

Hypromellosum

Hypromellose

Composition:.
Chemical name:

Other name:.
Description:.
Solubility:

)750~/(TSRRRR.
Category:.

Storage:.
Labelling:.

REQUIREMENTS

Identity testes
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A:1100)5

(swirl.10)
B"pH Value(")1

/(VS)1/(VS.
B:1.
C:1100

.20°

.
Heavy metals:1.0"

Limit test for heavy metals"3)1127(1

)200/(TSA

)1128(10/.
Sulfated ash:15/.

Loss on drying:105°50/.
pH Value:A8.0-5.0.

Kaolinum

Kaolin

Composition:.
Chemical name:

Other name:bolus alba

Description:unctuous

.
Solubility:
.
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Category:.
Storage:.

Labelling:.
Additional information:

.

REQUIREMENTS

Identity testes

A:0.51R55.
10.5)B(0.5

R.
B:A1)420~/(TS

.
Acid-soluble substances:57.5

)70~/(TS27.55.
50.10)"Heavy metals("

1.5)100~/(TS)(
10)10/.(

Heavy metals:5510

)420~/(TS25R.
.1)300~/(TS

40."
Limit test for heavy metals"A)1128(50/.

Iron:2100.5R

.
)(Loss on ignition:550600°
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150/.
Acidity or alkalinity:120

R.100.1/TS

.)0.01/(VS0.25

.
Swelling power:22.

Adsorption capacity:12510

0.37R100.
11003.0

R100.

Additional information for Kaolin intended for internal use

Heavy metals:10"Acid-

soluble substances"1020)420~/(TS

25R.
.1)300~/(TS40.

"Limit test for heavy metals"
A)1128(25/.

Lactosum

Lactose

Lactose, anhydrous
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Lactose monohydrate

Relative molecular mass:342.3)(360.3).(
Chemical name:

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

RR.
Category:.

Storage:.
Labelling:.

Additional information:
.

REQUIREMENTS

Identity testes
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A:0.1103(potassio-cupric tartrate)

TS.
B:0.2555)260~/(TS

80°10.
C:2050.2)20/(TS

30.0.2)200~/(TS

.
Specific optical rotation:1080

50°.0.2)100~/(TS.30100.
20°9.55to4.54][ 20

D.
Heavy metals:1.01

)0.1/(VS"Limit 

test for heavy metals"1)1127(A)
1128(5/.

Starch:1.510.)0.05/(VS

.
Clarity and colour of solution:310

.
Ethanol-soluble substances:1040

)750~/(TS10.10

100°1020.
Sulfated ash:1.0/.

Water:"Determination of water by 

the Karl Fischer mothod"A)1145(:
-210/
-0.545/55/.
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Acidity or alkalinity:625R

0.3/TS.
)0.1/(VS0.4).(

Magnesii stearas

Magnesium stearate

Composition:(C17H35CO2)2Mg

(C15H31CO2)2Mg(C17H33CO2)2Mg.
Chemical name:

Description:unctuous

.
Solubility:)750~/(TSR

)750~/(TS.
Category:.

Storage:.

REQUIREMENTS

%3.8%5.8Mg

.

Identity testes

A:55020)130~/(TS20.
.
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415R50.
)B"Chlorides.("

105°.53°)"
Acid value of fatty acids.("

B:11)100~/(TS

1)100/(TS.1

)40/(TS.
Heavy metals:1.0"

Limit test for heavy metals"4)1127(
A)1128(20/.

Chlorides:2A

"Limit test for chloridate) "1124(
0.25/.

Loss on dring:10560/.
Acidity and alkalinity:120R

.10

/TS)0.1/(VS)0.1

/(VS0.05

).(
Acid value of fatty acids:)1150.(0.2

A25210-195.
Assay:0.5

.10)70~/(TS

10.25)80~/(TS

1010.0TS.
"Complexometric titration")1138.(1

)0.05/(VS1.215Mg.
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_____
Methylcellulosum

Methylcellulose

Composition:.
Chemical name:

Description:
.

Solubility:)750~/(TSRR

RR)750~/(TSR.
Category:.

Storage:.
Labelling:.

Additional information:.
.

REQUIREMENTS

%26.0%32.0

)-OCH3.(
Identity tests

A:150R

90.100.10

)B(50

flocculent.
B:1.
C:0.215)1125/(TS.

1002501
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8)1760~/(TS.
3.0.6

/TS.25

100.
Heavy metals:1.0"

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

Sulfated ash:10/.
Loss on dring:105100/.

Assay:"Determination of Methoxyl"
)1145(0.05.

1)0.1/(VS0.5172)-OCH3.(
_____

Methylis hydroxybenzoas

Methyl hydroxybenzoate

Relative molecular mass:152.2.
Chemical name:
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other name:.
Description:.

Solubility:)750~/(
TSR.

Category:.
Storage:.

Additional information:
.

REQUIREMENTS

%99.0%101.0C8H8O3

.

Identity tests

A:"Melting range."
B:0.55)80~/(TS5.

6)190~/(TS

R214.
Melting range:128-125.
Sulfated ash:1.0/.

Loss on dring:80)0.6

5(5.0/.
Acidity:0.25)750~/(TS5

R.)0.1/(VS0.1

/TS0.1).(
Assay:8025

)80~/(TS30.
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25)0.0333/(VS5)125/(TS

40R.10)420~/(
TS.15.30)80/(TS

.)0.1/(VS2TS

..
)0.1/(VS

)0.0333/.(1)0.0333/(VS5.073C8H8O3.

Natrii hydroxydum

Sodium hydroxide

NaOH

Relative molecular mass:40.00

Chemical name:

Description:
.

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

Storage:.
Additional information::

...

REQUIREMENTS

%97.5NaOH

%2.5Na2CO3.
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Identity tests

A:"General 

identification tests) "1123(.B20

/.
B:.

Heavy metals:1.0"
Limit test for heavy metals"1)1127(

A)1128(10/.
Arsenic:2.535"

Limit test for arsenic")1130(4/.
Aluminium, iron, and matter insoluble 

in hydrochloric acid:570)70~/(TS.
)100~/(TS)50/(

TS.5.
Potassium:0.255)60~/(TS5

)100/(TS.
Chlorides:0.352)130~/(TS20

"Limit test for Chlorides) "1

124(0.7/.
Sulfates:0.4206

)70~/(TS"Limit test for Sulfates "
)1125(1.2/.

Assay:280R.
0.3/TS)1/(VS

..0.3/TS

)1/(VS.
1)1/(VS106.0Na2CO3.
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1)1/(VS40.00

NaOH.

Oleum arachidis

Arachis oil

Composition:)(
kernelsArachis hypogaea L.

Chemical name:

other name:Peanut oil.
Description:nut.
Miscibility:)750~/(TSRR

R.
Category:.

Storage:
.

Additional information:.

REQUIREMENTS

Identity tests

0.510/TS1

8015.
.

Refractive index:472.1468.120
Dn.

Relative density:920.0912.020
20d.
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Acid value:)1150(0.6.
Saponification value:)1149(195-185.

Iodine value:)1148(103-83.
Unsaponifiable matter:)1149(15/.

Peroxide value:)1148(5.0.

Paraffinum lbum

White soft paraffin

Paraffinum flavum

Yellow soft paraffin

Composition:
.bleached.
.

Chemical name:

other names:vaselinum album

vaselinum flavum.
Description:.

Solubility:)750~/(TSRR

.
Category:.

Storage:.
Additional information:

.3860.
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REQUIREMENTS

Identity tests

A:220.2

)0.1/(VS.
.

B:
.

Sulfated ash:1.0/.
Alkalinity:35100

5.
50./TS

)"Acidity"(.
Acidity:0.1/TS

.
Oraganic acids:20100

TS.1/TS

)0.1/(VS

/0.4)0.1

/(VS.
Fixed oils, fats, and rosin:1050

)200~/(TS10030.)570~

/(TS.
Ultraviolet absorption:50100224

R.1290.
0.50.75
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Paraffinum durum

Hard paraffin

Composition:.
Chemical name:

Description:.
Solubility:)750~/(TSR

R.
Category:.

Storage:.
Additional information:4765.

REQUIREMENTS

Identity tests

A:220.2

)0.1/(VS.
.

B:.
Sulfated ash:1.0/.

Acidity and alkalinity:510)710~/(TS

TSTS).(

Phenylhydrargyri nitras

Phenylmercuric nitrate

Composition:
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.
Chemical name:

Description:.
Solubility:)750~/(TS

R.
Category:.

Storage:.
Additional information:

188.

REQUIREMENTS

Identity tests

A:10TS.
.

B:0.50.5R0.55

)200~/(TS.)(R

.
C:101)70~/(TS

.52)15/(TS

A"General identification tests")
1122.(

Mercuric salts and heavy metals:0.115

0.1TS.
)(Residue on ignation:5.0/.

Loss on dring:10510/.
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Acidity:0.2/3/TS

).(
Assay:0.290

10)1000~/(TS.2)45/(TS

)0.05/(VS.
1)0.05/(VS0.01586C12H11Hg2NO4.

Polysorbata 20, 60, 80

(Polysorbates 20,60, 80) 80.60.20

Composition:
20.

20.
60

80.
Chemical name:
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Description:2080.
6025.

Solubility:)750~/(TSRR

R.
Category:.

Storage:.
Additional information:20601.1020

20d

801.0820
20d.

REQUIREMENTS

Identity tests

A:64

.
B:0.15R0.1R0.1

(II).)(.
Heavy metals:1.0"

Limit test for heavy metals"3)1127(
A)1128(10/.

Acid value:)1150(0.2.
Hydroxyl value:)444(B.

108-96 :20.
96-81 :60.
80-65 :80.
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Iodine value:)1148.(
2060:5.0.

24-18 :80.
Saponification value:)1149(.

50-40 :20.
60:55-45.

55-45 :80.
Reducing impurities:22525

)100/(TS0.1TS.)0.01/(VS

30.
.)0.01/(VS:

2060:2.0.
80:5.0.

Sulfated ash:202.5/.
Water:"Determination of water by 

The Karl Fischer method"A)1145(130

/.
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Polyvidonum

Povidone

Composition:-1-2-

10.000700.000.

Chemical name:

other name:.
Description:.

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

Storage:.
Labelling:.

Additional information:.
Plasma extender.

REQUIREMENTS

General requirements:%11.5

%12.8N.
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Identity tests

A:0.5510)1/(VS2

)100/(TS:.
B:0.110.2-4TS60.1

)1760~/(TS.
Heavy metals:1.0"

Limit test for heavy metals"1)1127(
A)1128(10/.

Sulfated ash:1.0/.
Water:“Determination of water by 

The Karl Fischer method"A)1145(0.550

/.
Aldehydes:10180)440~/(ST

45.100

20)70/(ST

3.1.)0.1/(VS3.1

.
1)0.1/(VS4.405.

4.6)0.1/(VS)2.0/.(
Vinylpyrrolidinone:10801

R)0.05/(VS.3.0

)0.05/(VS10)0.1/(VS

..
3.6)0.05/(VS)2.0/.(

Assay:A"determination of nitrogen"
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)1147(0.311

)1760~/(TS.1)330~/(TS

.
...

1)0.05/(VS1.401N.

2-Propanolum

-22-Propanol

Relative molecular mass:60.10

Chemical name:

Description:.
Miscibility:)750~/(TSRR.

Category:.
Storage:-2.

Additional information:-2.83- 81.

REQUIREMENTS

Identity tests

A:19.12TS

.
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B:13)100/(TS1

)1760~/(TS.
Refractive index:378.1376.120

Dn.
Relative density:787.0783.020

20d.
Nonvolatile residue:50105

2.5)0.005%.(
Acidity:50100R

/TS)0.02/(VS

300.7)0.02/(VS.
Aldehydes and ketones:2525

50TS5.
)0.1/(VS 50TS

2.0)0.1

/(VS.

Propyleneglycolum

Propylene glycol

Relative molecular mass:76.09

Chemical name:

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

Storage:.
Additional information:189-185.

REQUIREMENTS

Identity test

0.11001100.5

.51090

)1760~/(TS7010.0.2

/TS.
Refractive index:433.1431.120

Dn.
Relative density:040.1035.120

20d.
Heavy metals:4"

Limit test for heavy metals"1)1127(
A)1128(5/.

Clarity and colour of solution:.
Sulfated ash:505)0.1/.(

Water:" Determination of water 

by The Karl Fischer method"A)1145(5

2.0/.
Acidity:10400.1/TS

.)0.1/(VS0.05

).(
Oxidizing substances:1052

)80/(TS2)100~/(TS
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15.)0.05/(VSTS

0.2.
Reducing substances :11)100~/(TS

605.0.15)0.1/(
VS5.

Propylis hydroxbenzoas

Propyl hydroxbenzoate

Relative molecular mass:180.2

Chemical name:

other name:Propylparaben

Description:
.

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

Storage:.
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Additional information:
.

REQUIREMENTS

%99.0%101.0C10H12O3

.

Identity tests

A:"Melting range".
B:0.55)80~/(TS5.

6)190~/(TS

R.214.
Melting range:99-96.
Sulfated ash:1.0/.

Loss on dring:80)0.6

5(5.0/.
Acidity:0.25)750~/(TS5

R)0.1/(VS0.1

/TS0.1).(
Assay:8025

)80~/(TS30.
25)0.0333/(VS5)125~

/(TS40R.10

)420~/(TS.1530)80~

/(TS)0.1/(VS2TS

.
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.
)0.1/(VS

)0.0333/(VS.1)0.0333/(VS6.007C10H12O3.

Saccharinum natricum

Saccharin sodium

Saccharin sodium, anhydrous

Saccharin sodium, dihydrate

Relative molecular mass:205.2)(241.2).(
Chemical name:

other name:Saccharimidum natricum.
Description:.

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

Storage:.
Additional information:

..

REQUIREMENTS

%98.0%101.0C7H4NNaO3S

.
Identity tests

A:200.04R0.5)1760~/(TS

.10)80~/(
TS.

B:)(1:
-)60~/(TS.B

"General identification tests")1

123(.
-)70~/(TS.A"

General identification tests")1123(.
Arsenic:3.33.3R.

550.
5)250/(AsTS

"Limit test for arsenic")1130 (3

/.
Heavy metals:1.0"

Limit test for heavy metals"1)1127(
A)1128(20/.
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Water:"Determination of 

water by The Karl Fischer method"A)1145(1

150/.
Free acid or alkali:110R

5)0.005/(VS)0.01/(
VSTS5.5-4.5.

Related substances:
Thin-layer chromatography) "184(R1100

R50R10)260~/(TS.
(A)2.610)100/(

TS12.5.25025

Stopcock.
)(.R5030.

4R.)B(50

-2-RSR.(C)51

R.)D(50-4R1R.
1055

TS1.
0.055R1

TS%1R..
.

A-2-

B.C-4

D.
Assay:0.330R

)0.1/(VS"Non-aqueous 

titration"A)1142(.
1)0.1/(VS20.52C7H4NNaO3S.
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Talcum

Talc

Composition:
.

Chemical name:

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

R.
Category:.

Storage:.
Additional information:.

.

REQUIREMENTS

Identity tests

A:0.51R3

.20.
50.0.5)420~/(TS5

1)260~/(TS1)100/(TS

.1)100/(TS

.
B:0.110R

)1760~/(TS.
.)(

.
Microscopic examination:50.
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 1/
)750~/(TS.

heavy metalsArsenic and:1025050

)0.5/(VS

30..)
(100.

10.
.15.

:
-10"Limit test for arsenic"

)1130(3/.
-5"Limit test for heavy 

metals"1)1127(A)1

128(40/.
Carbonates:0.2540)100~/(TS.

Acid-soluble substances:1.020

)70~/(TS501550) .
.(25)"Iron("1

)100/(TS.25 ± 80020

/.
Iron:10"

Acid-soluble substances")70~/(TS1

)45/(TS.
Reaction and soluble substances:105030

R.20105

4)1/(.
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)(Loss on ignition:1.01000

65/.
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MONOGRAPHS FOR DOSAGE FORMS
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)(Oral rehydration salts

Sales perorales ad rehydratationem

)(Oral Rehydration Salts (ORS)

Composition:)((ORS)

:
NaCl3.5

C6H5Na3O7,2H2O2.9

KCl1.5

C6H12O620.0

.
Description:.

Category:.
Storage:)(

.
Labelling::(1)

(2)(3)

(4)24.
Additional information:

2.5/NaHNO3).(

.
C6H12O6,H2O22.0/.

" :(ORS-citrate) ORS""(ORS-hydrogen ORS 

"carbonate) (bicarbonate.(
/.
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REQUIREMENTS

"(ORS-citrate) ORS".

.
%90.0%110.0Na+

K+-
ClC6H5O7

3-

%90.0%110.0C6H12O6.

Identity testes

A:)(
.

250BCDF.
B:A"General identification 

tests")1123.(
C:5A4)100/(TS

-).(
D:)5(A"

General identification tests")1121.(
E:)5(A"

General identification tests")1121.(
F:5Potassio- Cupric 

tartarateTS)glucose.(
Uniformity of mass) :468.(20

.
%5

%10.
Loss on drying:5020/.

pH value:8.8-7.0.
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Assay::.
.

=)A(.8ORS

500.
Sodium:3A500flame 

photometry)441(589.
R1000508.4NaCl)0.2

Na+.(
10.39340.2345

Na+.
Potassium:3A500)

441(767.
1000190.6KCl)0.1K+.(

10.5245K+.
Chlorides:50A)0.1/(VS

)100/(TS.
1)0.1/(VS3.545

-
Cl.

10.60660.4756
–

Cl.
Citrates:2.8ORS80R1

50°100R110.
200.25-1/(1-naphtholbenzein/acetic 

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

1)0.1/(VS6.303C6H5O73-.1

0.6430C6H5O7
3-.

Glucose:7.5ORS400.2

)100~/(TS50.30."
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Optical rotation) "132(
0.9477.

Capsules

Ampicillini capsulae

Ampicillin capsules

Category:.
Storage:

25°.
Labelling:

.
Additional information:WHO:250

500.

REQUIREMENTS

"Capsules) "451.(
%90.0%110.0C16H19N3O4S

.

Identity testes

ABBC.
A:"Thin-layer chromatography"

)184(R165R10

10R2.5R.
2:(A)50

104R)0.1

/(VS.(B)25RS5
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.
/TS90°15.

AB.
B:103.

0.1R0.4)80~/(TS

5.1.3)70~/(TS0.5

)25/(TS.
:C0.555

)750~/(TS)0.65

(.22

)1760~/(TS.
.22

/TS.
-.

Loss on drying:0.1

60°)0.65(3.
40/

100/150/
.

Assay:200.12

40030.500.10

100.109.0TS1

/TS5.
2.10

/TS60°25.
20°)A.(10)B.(

1325
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210/TSA

B.
C16H19N3O4SAB

RS.reference solution

0.02 ± 0.29.

Cloxacillini natrici capsulae

Cloxacillin sodium capsutes

Category:.
Storage:

25°.
Labelling:

.
Additional information :WHO:

500.

REQUIREMENTS

"Capsules) "451.(
%90.0%110.0C19H18Cl N3O5S

.

Identity testes

ADBCD.
A:""

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

B:"Thin-layer chromatography"
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)184(R330

R70154/R5.0

R.1:
(A)0.2550

.(B)25RS5.
(C)25RSRS

RS5.
R.

AB.
C.

C:2

2R2)1760~/(TS.
150°4-3-.

D:)(20

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

Specific optical rotation:
10

172to163
C20

D.
Water:"

Determination of water by the Karl Fischer mothod"A)1145(
0.2550/.

pH value:0.10

R7.0-5.0.
Assay:200.25

.7015

500.10100.
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2.0.10

/TS60°25.
20°)A.(10)B.(

1343

2.010/TSA

B.
C19H18ClN3O5SAB

RS.reference solution

0.02 ± 0.4.

Tablets

Acidi acetylsalicylici compressi

Acetylsalicylic acid tablets

Category:.
Storage:.

Additional information:WHO:500-100

..

REQUIREMENTS

"Tablets) "445.(
%95.0%105.0C9H8O4

.

Identity testes

A:10

)25/(TS
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.
B:10

/
TS1.)25/(TS.

Salicylic acid:0.2

4)750~/(TS.100)
10°(.501TS1

.3

R0.12

)750~/(TS1TS150.
(%0.3).

Assay:20.0.5

30)0.5/(VS

10.)0.5/(VS/
TS..

1)0.5/(VS45.04C9H8O4.

Atropini sulfatis compressi

Atropine sulfate tablets

Category:.
Additional information:WHO:1.

REQUIREMENTS

"Tablets) "445.(
%90.0%110.0(C17H23NO3)2,H2SO4,H2O

.
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Identity testes

A:"Thin-layer chromatography"
)184(R15R4

RR.5

:(A)102

)750~/(TS.(B)25RS

5)750~/(TS.105°

20TS2..
AB.

B:1

)260~/(TS2R.
0.2R.

2R0.2/TS

.
C:"

General identification tests")1123.(
Assay:20.2.5

5030.
.

reference solution25RS

120°25.5

100)50=.(2

reference solution6010

R2TS1

.
reference solution

420R.
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(C17H23NO3)2,H2SO4,H2O:1.027 (M/10)(Au/As)

MRSreference solutionAuAs

reference solution.
Uniformity of content:10

630

.reference solution25

RS120°25.5

100)50=.(2

reference solution60

10R.2TS1

.
reference solution

420R.
(C17H23NO3)2,H2SO4,H2O:1.027 (M/10)(Au/As)M

RSreference solutionAuAs

reference solution.
"Uniformity of content for 

single dose preparations) "467.(

Chloroquini phosphatis compress

Chloroquine phosphate tables

Category:.
Additional information:WHO:100

150.
Requirements:"tablets) "445.(

%93.0%107.0C18H26CIN3,2H3PO4
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.

Identity tests

A:"Related substances."
AD.

B:51.
1)40/(TS.

)130~/(TS.
)100~/(TS.

Related substances:"
Thin-layer chromatography) "184(R25

R4RR.
2:(A)

0.55030

glass-fiber paper.(B)5A100

(C)25B50.(D)8

RS1.
)254.(

AB

C.
Assay:20.0.5

20)1/(VS

25R.
R)(.1040

R1)0.1/(VS

"Non-aqueous titration) "1142.(
1)0.1/(VS25.79C18H26ClN3,2H3PO4.

Dissolution test:)4(5.
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Chloroquini sulfatis compressi

Chloroquine sulfate tablets

Category:.
Additional information:WHO:100

150.

REQUIREMENTS

"tablets) "445.(
%93.0%107.0

C18H26ClN3,H2SO4.

Identity tests

A:"Related substances."
AD.

B:0.1101

)70~/(TS.1)50/(TS

.
Related substances:"

Thin-layer chromatography) ."184(R25

R4RR.
2:(A)

0.45030

glass-fiber paper..
(B)5A100(C)25B50.

(D)8RS1.
)254(.
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AB

C.
Assay:20.0.5

20)1/(VS

25R.
R)(.1040

R1)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS20.90C18H26ClN3,H2PO4.

Dissolution test:)4(5.

Chlorphenamini hydrogenomaleatis compressi

Chlorphenamine hydrogen maleate tablets

Other name:.
Category:.

Storage:.
Additional information:WHO:4.

REQUIREMENTS

"tablets) "445.(
%90%110.0

C16H19ClN2,C4H4O4.

Identity tests

ACBC.
A:2520

)70~/(TS.25RS20
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)70~/(TS.)80~/(
11R50.

"
Spectrophotometry in the infrared region) "143.(

RS.
B:"Related substances"

A

B.AB.
C:4020.

.10R

5.105°

melting behaviour196°.
Related substances:"

Thin-layer chromatography) "184(R2

105°30.5R

3R)60~/(TS.2

:(A)5

R.1

R.(B)25RS5

R.(C)50

R1R.
(D)0.2C100R.

)254(
TS2.

CD.
Assay:20.3

20)0.05/( VS5.20
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R.
10)0.05/(VS

)0.05/(VS.)1/(VS

R2

2020205)0.25/(VS.
50)0.25/(VS1025

.
1265.

C16H19ClN2,C4H4O4=212) 21.2%1
1cmA (.

Uniformity of content:1010

20)0.05/(VS5.20

R.10

)0.05/(VS

)0.05/(VS.)1/(VS

R250R.
2020205

)0.25/(VS.50)0.25/(VS

1025.1

265.C16H19ClN2,C4H4O4=212) 21.2%1
1cmA (.

"Uniformity of content for 

single dose preparations) "467.(

Dapsoni compressi

Dapsone tablets

Category:.
Additional information:WHO:50
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100.
.

REQUIREMENTS

"tablets) "445.(
%93.0%107.0C12H12N2O2S

.

Identity tests

ABBC.
A:0.150R.

0.5200R.230

350260295

10.360.6.
B:"Related substances"

AB.
C:0.055RR

105°30.2)70~/(
TS4)10/(TS.

2 -2TS11-.
Related substances:"

Thin-layer chromatography) "184(R18

R4R.1

:(A)1010R

.(B)5RS5R.
10:(C)0.1

10R.(D)1

C100R.(E)1D5R.
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/)1/(
TSstill damp-N)-1(N-(1-naphthyl) 

ethylenediamine)1/(TS..C

D

E.
Assay:20.0.25

1515)70~/(TS.
"Nitrite titration) "1143()0.1

/(VS.
1)0.1/(VS12.42C12H12N2O2S.

Diethylcarbamazini dihydrogenocitratis compressi

Diethylcarbamazine dihydrogen citrate tablets

Category:.
Storage:.

Additional information:WHO:50.

REQUIREMENTS

"tablets) "445.(
%93.0%107.0

C10H21N3O,C6H8O7.

Identity tests

ACBC.
A:0.15

15)750~/(TS5.
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10)80~/(TS10

R.R

"Spectrophotometry in 

the infrared region) "143.(
RS

.
B:0.210

.1)400~/(TS

201510R) .C.(
.

10R50°21

10R50°.)(
1

R5R128-126°.
C:B/TS

)100~/(TS.2TS

)10/(TS.
-NN-Methylpiperazine:"

Thin-layer chromatography) "184(R1

6)750~/(TS3R

.5:(A)

0.510R

.(B)5-NR100R.
3

)60/(TS97100)60/(TS

.
B
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A.
Assay:200.75

1010

)200~/(TS.25R

20

/TS.25)0.05/(
VS1510.

)0.1/(VS/TS.
1)0.05/(39.14.C10H21N3O,C6H8O7

Ergometini hydrogenomaleatis compressi

Ergometrine hydrogen maleate tablets

Category:.
Storage:.

Labelling:.
Additional information:WHO:200

.

REQUIREMENTS

"tablets) "445.(
%90.0%110.0

C19H23N3O2,C4H4O4.

Identity tests

A:"Related substances."
AE.

:B220
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20.24-

4TS1.
Related substances:"

Thin-layer chromatography) "184(R1

)0.1/(VS9R

R.5:(A)

10.2

)10/(TS2.
1R.20°)0.6

5(0.25R.(B)(C)(D)

(E)R0.10.20.44

RS.
)365.(

ABC

D%10.
AB.

Assay:20.2

50)10/(TS30

.0.040

.36 -4TS1

30.
1545

64TS13.
C19H23N3O2,C4H4O40.04/

RS.
Uniformity of content:1010

 10)10/(TS30.
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0.040/.3

6 -4TS130

.
1545

6-4TS13.
C19H23N3O2,C4H4O40.04/

RS.
") ."467.(

Glycerylis trinitratis compressi

Glyceryl trinitrate tablets

Other name:.
Category:.

Storage:

20.
100.

Labelling:
.

Additional information :WHO:500

.
.

:.
.

REQUIREMENTS
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"tablets) "445.(
%80.0%120.0C3H5N3O9

.

Identity testes

A:0.505

R.4-3

)~80/(TS3)15/(TS.
B:53

)~750/(TS.1/TS

.
Test for the absence of decomposition:

0.505.0.1

R)100~/(TS1TS.
1)80~/(TS.3

)100~/(TS.
Assay:20.1

4.5R0.5

.reference solution133.5105

°50.10

R100.
11reference solution2

TS15.8

10)260~/(TS.20.
405

.C3H5N3O9reference solution.
1reference solution0.2000 .C3H5N3O9

Disintegration test:"
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Disintegration test for tablets) "461.(.
Uniformity of content:1010

.4.5R0.5

.
reference solution133.5R

105°5010

R100.
0.40.61

1R.
2TS15.8

10)260~/(TS.20.
0.20.32

23Rreferences 

solution.2TS15

.810)260~/(
TS.20.

0.222

7Rreferences solution.
2TS15.

810)260~/(TS.
20.

405

.C3H5N3O9

references solution.
10.2000C3H5N3O9.

"Uniformity of content for 

single dose preparations) "467.(
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Griseofulvini compressi

Griseofulvin tablets

Category:.
Labelling:.

Additional information :WHO:125

250.

REQUIREMENTS

"tablets) "445.(
%95.0%105.0C17A17ClO6

.

Identity testes

 ABC.
A:0.12520R1

R.)
0.7("

Spectrophotometry in the infrared region) "143(
RS

.
B:"Thin-layer chromatography"

)184()(R1

RR.10:
(A)510R

.(B)5RS10R.
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)254.(
AB.

C:51

)1760~/(TS-.)100/(TS

-.
Loss on drying:0.1

60°)0.65(3

50/.
Assay:20.0.08

150R15.
200.2

100R.
1291

C17H17ClO6686= 68.6 )%1
1cmA (.

Dissolution test:)45(.

Mebendazoli compressi

Mebendazole tablets

Category:.
Additional information :WHO:100.

REQUIREMENTS

"tablets) "445.(
%90.0%110.0C16H13N3O3

.

Identity testes
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A:"Related substances"B

D.
B:0.042

)80~/(TS.
(II))160/(TS.)100~/(TS

.
C:0.042

)1760~/(TS.3.1

)40/(TS)100~/(TS.
Related substances:"

Thin-layer chromatography) "184(R490

R5R5R.
10:(A)

501R9R

.(B)5A10

.(C)0.5A10.
(D)12.5RS5.

)254.(
AC.

Assay:20.0.1

10050R.
50°15..10

25050R.
250.R

10..
4)0.1/(VS505

R45.100.
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10R.
-2.5

100-2R.reference solution20RS

10090R7 -2R

20.2R1.8

-2R.52002R

.45R0.10.1

R0.9100-2R

.
reference solution1

274.C16H13N3O3

:20C(Au/As)CRS

reference solutionAuAs.
Dissolution test:)4(5.

Metronidazoli compressi

Metronidazole tablets

Category:.
Additional information :WHO:500-200

.
film coated.

REQUIREMENTS

"Tablets")445.(
%95.0%105.0C6H9N3O3

.
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Identity testes

6020.
.105

AB.
A:201001

)1760~/(TS350R.110

.22035020

/RS.
B:250.05 -4R2

)70~/(TS.0.05R

.
Related substances:

Thin-layer chromatography) "184(R4R

.10:)A(
0.25RR5

.)B(20-2-5-R10

.
)254.(

BA.
Assay:20.0.2

610R.
50R0.1/TS

) 0.1/(VS"Non-

aqueous titration"A)1142.(
.

1)0.1/(VS17.12C6H9N3O3.
Dissolution test:)45.(
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Niclosamidi compressi

Niclosamide tablets

Category:.
Labelling:.

Additional information:WHO:500.
.

REQUIREMENTS

"445".
%95.0%105.0C13H8Cl2N2O4

.

Identity tests

0.525)750~/(TS

.
ABCD.

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

RSreference spectrum.
B:0.05.Sublimate5

)25/(TS.
C:0.055)1/(VS0.1R

10.0.5) 10/(
TS102) 25/(TS10

2-N)-1(N-(1-naphthyl) ethylenediamine 

hydrochloride)5/(TS.
D:0.11R10.10

.)750~/(TS105



287

Melting temperature178.
 -2 -4-2-Chloro-4-nitroaniline:0.1

20R

)1/(VS50.101)1/(TS

10.
1)25/(TS101

 -N)-1()5/(TS

10-2-4-R.
-55-Chlorosalicylic acid:0.5

10.
)25/(TS.

Assay:20.0.3

60R)0.1/(VS

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

32.71C13H8Cl2N2O4.

Nitrofurantoini compressi

Nitrofurantoin tablets

Category:.
Storage:25.

Additional information:WHO:100.
enteric sugar caatuing.

REQUIREMENTS

"tablets) "445(.
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%90.0%110.0C8H6N4O5

.

Identity tests

ABC.
A:0.110

)300~/(TS.
105."

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

.
B:Note:.

"Assay"220400266

367.3672661.361.42.
C:25251

)260~/(TS.5)40/(TS

).(
Related substances:

Thin-layer chromatography) "184(R29

RR.10

:)A(0.110

R9R.
)B(1A100R.

1055

)254.(/TS105

10.Methode of visualization.
AB.

Assay:Note:subduel.
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20.0.12

50R51000.
51001.8R0.14

R100.
1367

.C8H6N4O5

76.5)= 765 %1
1cmA(.

Nystatini compressi

Nystatin tablets

Category:.
Storage:

25.
Labelling:.

Additional information:WHO:500 000

.
.

REQUIREMENTS

"Tallets) "445.(

Identity tests

A:0.15

R50RR100.1

100R240350

2913053191

2913050.610.73319
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3050.830.96.
B:0.052

)1760~/(TS.
C:0.052)750~/(TS

.1)250~/(TS

1)25/(TS10.
Loss on drying :0.160

)0.65(350

/.
Assay:

Note:.
20.200000

50R.10

2006.0TS3.
"Microbiological assay of antiotics) "1155(

2-1Cm36.2- 6.0

Saccharomyces cerevisiae (NCYC 87; ATCC 9763).
)25300(33-29.

fiducial limits(P = 0.95)%95

%105.
%97.0%110.0

.
Disintegration:"Disintegration test for tablets 

and capsules) "461()0.1/(VS

30.
6.8TS30.
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Paracetamoli compressi

Paracetamol tablets

other name:.
Category:.

Storage:.
Additional information:WHO:500-100

.
.

REQUIREMENTS

"tablets) "445(.
95.0%105%C8H9NO2

.

Identity tests

140R

.
ABC)"-4

4-Aminophenol.("
A:"

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

B:"Related substances".
AB.

C:0.12)250~/(TS

.10)100/(
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.
-44-Aminophenol:0.5R

10.0.2TS

30.0.5

-4R0.50.05/-4R.
reference solution)0.05/.(

Related substances:
Thin-layer chromatography) "184 (R465

R25R10R

)(front to ascend14.
10:)A(

2001510

)750~/(TS301000/15

)(decant40.)B(20

RS)750~/(TS40.)C(
15

R301000/15

decant200.)D(1C

)750~/(TS1040.)E(0.5

B10254R

)750~/(TS40.)F(104R

TS2011040.

)254.(C

)Rf(F.D

F.E

.
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Assay:200.15

50)0.1/(VS100

1520010100

.1010.)0.1/(VS100

.
1257

C8H9NO2=715)71.5%1
1cmA (.

_____

Phenoxymethylpenicillini kalici compressi

Phenoxymethylpenicillin potassium tablets

Category:.
Storage:.

Labelling:
.

Additional information:WHO:250.

REQUIREMENTS

"Tablets) "445.(
%90.0%110.0

C16H18N2O5S.

Identity testes

A:80

250.230350

268274272.
B:15
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3)70~/(TS.
)100/(TS50-2R2

)80~/(TS3)
.(

C:)(0.55

)70/(TS

"Genereral identification tests")1

123.(
Loss on drying:0.1

)0.65(603.
15/.

acidPhenoxyacetic:"
Thin-layer chromatography) "184(R1

90R7R

.10:(A)

0.2525R

.(B)10R

.
0.15R100)0.5/(VS.

.
A

B.
Assay:20.125

30030500

25100.2

.10/TS

6025.20)A.(



295

10)B.(
1325

210/TSA

B.ABC16H18N2O5S

RS.reference solution

0.03 ± 0.63.
Dissolution test:)45.(

_____

Piprazini adipatis compressi

Piperazine adipate tablets

Category:.
Additional information:WHO:

500.
:600500.

REQUIREMENTS

"Tablets) "445.(
%93.0%107.0C4H10N2,C6H10O4

.

Identity testes

A:"Related substances."
.B

C.
B:1205.

10)C(5250~)/(TS

10.33
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105152).(
C:B0.5R.

15.10

105158) -N`,N.(
Related substances:"

Thin-layer chromatography) "184(R1

260~)/(TS8R.500

BCDEF:750)/(TS3

)260~/(TS.5:(A)

16)260~/(
10.(B)1A10

.(C)0.1RS10.
(D)25R100.

(E)25R100.
(F)12.5R5A50

.1053/
R3R100

-1R1.5/R)750~/(TS.
10510.

AD.
)0.05/(VS10.

A

E.F.
.

Assay:20.0.2

1010.
5)1760~/(TS100
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)7/(TS15.
)7/(TS10

R.105.
1426.8C4H10N2,C6H10O4.

Piprazini citratis compressi

Piperazine citrate tablets

Category:.
Storage:.

Additional information:WHO:500.

REQUIREMENTS

"Tablets) "445.(
%93.0%107.0

(C4H10N2)3,2C6H8O7.

Identity testes

A:"Related substances."
.B

C.
B:0.25

)70~/(TS.0.5R.
15105158)-N`,N.(

C:0.510.
"Genmeral identification tests"

)1121.(
Related substances:"
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Thin-layer chromatography) "184(R1

260~)/(TS8R.500

BCDEF:750 )/(TS3

)260~/(TS.5:(A)

16)60~/(
10.(B)1A10

.(C)0.1RS10

.(D)25R100.
(E)25R100.
(F)12.5R5A50

.1053/
R3R100

-1R1.5/R)750~/(TS.
10510.

AD.
)0.05/(VS10.

A

E.F.
.

Assay:20.0.2

10)70~/(TS3

10.100

)7/(TS15.
)7/(TS10

R.105.
1393.5(C4H10N2)3,2C6H8O7.
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Primaqui diphosphatis compressi

Primaquine diphosphate tablets

Category:.
Labelling:.

Additional information:WHO:7.5

15.
.

REQUIREMENTS

"Tablets) "445.(
%90.0%110.0C15H21N3O

.

Identity testes

A:6010

2)80~/(TS20R.
R.2

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

RS.
B:15100)0.01

/(VS.310450

332415.145

522735.550)0.01/(
VS.215310225

265282.1495515

335350330345.
C:2510.2
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31/TS

)D.(
D:C3)130~/(TS

"Genmeral identification tests")1

121.(
Assay:20.0.15

205)80~/(TS

25R.10

40R1)0.1/(VS

"Non-aqueous titration"A)
1142.(

1)0.1/(VS12.97C15H21N3O.

Probencidi compressi

Probencid tablets

Category:.
Additional information:WHO:500.

REQUIREMENTS

"Tablets) "445.(
%95.0%105.0C13H19NO4S

.

Identity testes

ABC.
0.5)750~/(TS

.)457~/(TS
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:
A:"

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

B:Melting temperature :199.
C:220300

225248.1248

310350.
Related substances:"

Thin-layer chromatography) "184(R415

-1R317~)/(TS.5

:(A)0.210

17~)/(TS9)750~/(TS

.(B)1100.
)254.(

AB.
Assay:20.0.2

200)750~/(TS5)1/(VS.
7030

)750~/(TS250.55

)0.1/(VS250)750~/(TS.
1248

C13H19NO4S33.2)332%1
1cmA.(

Disintegration test:"Disintegration test 

for tablets and capsules) "461.(:30.
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Pyrazinamidi compressi

Pyrazinamide tablets

Category:.
Additional information:WHO:500.

REQUIREMENTS

"Tablets) "445.(
%93.0%107.0C5H5N3O

.

Identity testes

ABC.
A:0.2520R

.10530

"Spectrophotometry in the infrared 

region) "143.(RS

.
B:0.05050.1

100.230350

268310.1268310

11.612.0.
C:0.065

)80~/(TS.R

.
Related substances:"

Thin-layer chromatography) "184(R46

-1RR

)(10.20
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:(A)0.1509

RR.
10.(B)1A500

.
)254.(

AB.
Assay:20.0.1

20010

10500.20.5

100.
1268

C5H5N3O65.0)650%1
1cmA.(

Injections

Ephedrine sulfatis injectio

Ephedrine sulfhate injection

Composition:.
Description:.

Category:.
Storage:.

Additional information:WHO:50

/.
)""437.(
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REQUIREMENTS

"Parenteral preparations) "456.(
%95.0%105.0(C10H15NO)2,

H2SO4.

Identity testes

ADBCD.
0.15)750~/(TS

.AC.
A:"

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

B:Optical rotation.
C:1010.1(II))80/(TS

2)80~/(TS.2-1R

.
D:A"Genereral identification tests"

)1123.(
pH value:7.0 - 4.5.

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

-2R15)260~/(TS5R.
10:(A)0.1

5R(B)0.5A100R.
0.2

R95-1R5)120~/(TS105

5..
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AB.
.

Assay:0.25

103R5

)1/(VS425R.
10R

R.10

.0.25/TS/)0.1/(VS

"Non-aqueous titration"A)1

142.(
1/)0.1/(VS21.43(C10H15NO)2, H2SO4.

_____

Ergometrini hydrogenomaleatis injectio

Ergometrine hydrogen maleate injection 

Composition:
.

Description:.
Category:.

Storage:
.

Labelling:.
Additional information:WHO:200

/.
."

Heating in an autoglave")"Methods of sterilization"4
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37.(

REQUIREMENTS

"Parenteral preparations) "456.(
%90.0%110.0

C19H23N3O2,C4H4O4.

Identity testes

A:"Related substances."
AE.

B:0.10.52

 -4TS1.
pH value:3.5-2.7.

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

)0.1/(VS9RR

.5:(A)1

20)0.6

5(0.25R(B)(C)(D)(E)

R0.1/0.2/0.4/4/
RS.

)365(-4TS2.
ABC

D%10.
AB.

Assay::.
0.04/

36 -4TS1
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30.
1454

.C19H23N3O2,C4H4O4

RS.

Melarsoproli injectio

Melarsoprol injection

Composition:
%5.

Relative molecular mass:398.3.
Chemical name:

Description:.
Category:.

Storage:.
Additional information:WHO:%3.6.

."
Heating in an autoglave")"Methods of sterilization"

437.(

REQUIREMENTS

"Parenteral preparations) "456.(
%3.4%3.8C12H15AsN6OS2

.
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Identity testes

A:355TS

.
B:A4)300~/(TS

R.
C:A21

)260~/(TS3)40/(TS

)1000~/(TS.
Relative density:056.1050.1d20

20.
Inorganic arsenic:0.184

)1/(VS3)190~/(TS

50.3-210

100.30"
Limit test for arsenic) "1130(30/.

Clarity and colour of solution:
Yw3"Colour of liquids"

)153(.
Water:"Determination of water by 

the Karl Fischer mothod"A)1145(0.5

40/60/.
Assay:0.18

20012)1760~/(TS40

)330~/(TS.
):60  45.(8R0.05R

):90-60.(70.
500.05/TS

40-30)300~/(TS.
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)190~/(TS3R

50.)0.05/(VS.
1)0.05/(VS19.92C12H15AsN6OS2.

Metronidazoli injectio

Metronidazole injection

Composition:.
Description:.

Category:.
Storage:.

Additional information:WHO:5/.
)"Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations) "456.(
%90.0%110.0C6H9N3O3

.

Identity testes

A:201001

)1760~/(TS350R.110

.220350

20/RS.
B:50.05-4R

2)70~/(TS.0.05

R.
pH value:7.0-4.5.
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Related substances:"
Thin-layer chromatography) "184(R4R

.10:(A)

0.055

RR.(B)20-2 -5-R10

.
)254.(

BA.
Assay:10

10080)0.1/(VS.
..

5.0200)0.1/(VS.
1277.

C6H9N3O337.7)377%1
1cmA.(

Pyrogens:"Test for pyrogens"
)1165(1R15

.

Prednisoloni et natrii phosphatis injectio

Prednisolone sodium phosphate injection

Composition:
.

Description:.
Category:.

Storage:
15.
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Labelling:
..

Additional information:WHO:20

25.
.

"Filtration")"Methods of sterilization"4

37.(

REQUIREMENTS

"Parenteral preparations) "456.(
%90.0%110.0

C21H28O5.

Identity testes

A:"Thin-layer chromatography"
)184(R46-1R

R.
5:(A)2

/.(B)27RS10.
(C)AB.(D)2B2

29RS10.
11010

)254.(
AB.

DRf.
AC.

B:2.2

)1760~/(TS.
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pH value:9.0-7.0.
Assay:20

200.252.5R1

)0.1/(VS25R.
1)0.1/(VS

.10

R25R.210

TS503.
1405.

.25RS

0.10/.
247.C21H28O5

RS419

%1
1cmA247.

_____

Quinini dehydrochloridi injectio

Quinine dehydrochloride injection

Composition:
.

Description:.
Category:.

Storage:.
Labelling:30/

.
Additional information::.

WHO:300/.
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"Heating in an autoglave")"
Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations) "456.(
%95.0%105.0

C20H24N2O2,2HCl.

Identity testes

A:0.5.10

0.05)100~/(TS)B(
B:A0.15TS11)100~/(TS

.
C:A"Genereral identification tests"

)1121.(
pH value:3.0-1.5.

Related cinchona alkaloids:
"Thin-layer chromatography) "184(R1

10R8R2.5R

.5:(A)

)750/(TS10.
(B)12.5R50)750~/(TS.(C)12.5

 R  50)750~/(TS.(D)1B

1C.15

.10530TS

.
ABC.

A.
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D.
Limit of dihydroquinine:

0.220.0.5R15

)70~/(TS0.1/TS.0.0167)/(
VS.0.5R200

5.)0.1/(VS2

.
.

10.0167)/(VS19.87C20H24N2O2,2HCl.
.%10.

Assay:0.5

205)200~/(TS.
10R.
5.50R

10R)0.1/(VS

"Non-aqueous titration"A)1142.(
1)0.1/(VS19.87C20H24N2O2,2HCl.

Powders for injections

Amphotericini B pulvis ad injectionem

BAmphotericin B powder for injections

Composition:BB

.
Description:.

Category:.
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Storage:B

8  2.
Labelling:.

.
Additional information:WHO:50.

B.
.)"Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations"
)456.(

Identity testes

A:25B5

RR502200R.
300450362381

405.1362

3810.6381405

0.9.
B:1B2

R5)1440~/(TS

.15

.
Loss on drying:60

)0.65(80/.
pH value:10B

R8.0-7.2.
Assay:.
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0.06B

RR100.10100

R"
Microbiological assay of antibiotics) "1155.(Saccharomyces

cerevisiaeNCTC 10716)(ATCC 9763Cm36.1

10.5TS1B)0.510.0/(
33-29.fiducial limits

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

Sterility:"Sterility testing of antibiotics) "1

162(.
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS1.0.

Ampicillini natrici pulvis ad injectionem

Ampicillin sodium powder for injections

Composition:.
Description:.

Category:.
Storage:

25..
Labelling:.

.
Additional information:WHO:500

.
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)"Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations"
)456.(

%90.0%110.0

C16H19N3O4S.

Identity testes

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

B:"Thin-layer chromatography"
)184(R165R10

10R2.5R.
2:(A)5

104R)0.1

/(VS.(B)25RS

5.
/TS9015

.
AB.

C:2

2)1760~/(TS.
.

2/TS

..
D:"General

identification tests) "1123(.B
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)60~/(TS.
Specific optical rotation:

5TS

290to260][ C20
D.

Clarity of solution:1

10.10

)1/(VS.
Water:"

Determination of water by the Karl Fischer mothod"A)1145(
0.520/.

pH value:0.1

R10.0-8.0.
Assay:

.
0.12

500.10100.10

9.0TS1/TS5

.2

.10/TS

60°2520°)A.(
10)B.(

1325

210/TSA

B.
C16H19N3O4SAB

RS.reference solution

0.02 ± 0.29.
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Bacterial endotoxins:"
Test for Bacterial endotoxins ) "530(

RS0.15.

Benzylpenicillini kalici pulvis ad injectionem

Benzylpenicillin potassium powder for injections

Composition:
.

Description:.
Category:.

Storage:25

2420

7)14(8-2.
Labelling:.

Additional information:WHO:600

3.
.

)"Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations"
)457.(

%90.0%110.0

C16H17KN2O4S.



320

Identity testes

ADBCD.
 A:"

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

B:0.1

7.0)0.067/(TS10010100)A.(
10A0.51TS10

3010)B.(5AB

104.6TS5)0.0005/(VS.
0.1TSA

B.
C:2

2)1760~/(TS.
.

2/
TS.

.
D:)(2

)80~/(TS"
Genereral identification tests")1123.(

Clarity and colour solution:0.2

10R) .
".("

Loss on drying:105

10/.
pH value:""7.5-5.5.
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Assay:.
50

1000.2.0

.10/TS

6025.20°)A.(
10)B.(

1325

210/TSA

B.
C16H17KN2O4SAB

RS.1

(C16H17N2NaO4S)RS1.045(C16H17KN2O4S).
reference solution0.03 ± 0.62.

Bacterial endotoxins:"
Test for Bacterial endotoxins ) "530(

RS0.01.

Cloxacillini natrici pulvis ad injectionem

Cloxaicillin sodium powder for injections

Composition:
.

Description:.
Category:.

Storage:
25.

Labelling:
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.
Additional information:WHO:

500.
.)"

Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations"
)456.(

%90.0%110.0

C19H17ClN3NaO5S.

Identity testes

ADBCD.
A:"

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

B:"Thin-layer chromatography"
)184(R330

R70154/R5.0

R.1:
(A)0.2550

.(B)25RS5.
(C)25RSRS

RS5.
.

AB.
C.
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C:2

2R2)1760~/(TS.
1504-3.

D:)(20

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

Specific optical rotation:
10

172to163
C20

Da.
Clarity and colour solution:0.2

10R) .
".("

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

0.2535/
45/.

pH value:""7.0-5.0.
Assay:.

0.1

500..25100.
2.0.10

/TS6025.
20)A.(10)B.(

1343

2.010/TSA

B.
C19H17ClN3NaO5SAB
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RS.reference solution

0.02 ± 0.4.
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS0.40.

Pentamidini isetionatis pulvis ad injectionem

Pentamidine powder for injections

Composition:
.

Description:.
Category:.

Labelling:
.

Additional information:WHO:200.
..

)"Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations"
)456.(

%90.0%110.0

C19H24N4O2,2C2H6O4S.



325

Identity testes

ABC.
A:"

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

B:10

)0.01/(VS230350

26210.47.
C:0.55

80.10)50~/(TS

.20.2)1000~/(TS0.2

TS-.
Clarity and colour solution:0.5

10R) .
".("

pH value:""6.5- 4.5.
Related substances:"

Thin-layer chromatography) "184(R6

105)(
108-1RR.

10:(A)

0.12R.(B)1

A200R.
)254.(

B.
Assay:

.
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A"Determination of nitrogin) "1147(
0.49

)1760~/(TS.
1)0.05/(VS14.82C19H24N4O2,2C2H6O4S.

Prednisoloni et natrii syccinatis pulvis ad injectionem

Prednisolone sodium succinate powder for injections

Composition:
.

Description:.
Category:.

Labelling:.
.

Additional information:WHO:20

25.
.)"

Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations"
)456.(

%90.0%110.0

C21H28O5.

Identity testes

ADBCD.
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A:40203

)70~/(TS25R.
60.

"Spectrophotometry in the infrared region"
)143.(

RS.
B:"Thin-layer chromatography"

)184(R46-1R

R.
5:(A)

2.(B)28RS10

.
11010)254.(

AB.
C:)(20

)60~/(TSB"Genereral 

identification tests")1123.(
Clarity and colour solution:0.35

10R) .".("
Loss on drying:60)

0.65(R3

20/.
pH value:""8.0-6.5.

Assay:
10.

0.055

)750~/(TS200.4100
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)750~/(TS.2050)
A.(64RS100

)750~/(TS5)750~/(TS200.
4100)750~/(TS.2050

)B.(AB

20)750~/(TS2/TS

2/TS90

AB

525.C21H28O5:
5C(0.7827)(Au/As)CRS

(0.7827)AuAs

AB.
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS5.8.

Procaini Benzylpenicillini pulvis ad injectionem

Benzylpenicillin potassium powder for injections

Composition:
.

Description:.
Category:.

Storage:
25.

Labelling:.
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Additional information:WHO:1

3.
.

)"Methods of sterilization"437.(.

REQUIREMENTS

"Parenteral preparations"
)456.(

%90.0%100.0

C16H18N2O4S,C13H20N2O2%36.0

%44.0C13H20N2O2.

Identity testes

A:2

0.052)1760~/(TS

..
2/

TS.
.

B:1010

0.5/TS.)0.01/(
VS1TS.

C:50

"Genereral

identification tests) "1119(.
Water:"Determination

of water by the Karl Fischer mothod"A)1145(
0.528/42
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/.
Assay:.

Total penicillins:0.045

1000.
2.0.10

/TS6025.
20°)A.(10)B.(

1314

210/TSA

B.
C16H18N2O4S,C13H20N2O2AB

0.050RS1

RS(C16H17N2NaO4S)1.601C16H18N2O4S,C13H20N2O2.
reference solution0.03 ± 0.62.

Procaine:0.5

105)75(TS

25R.
20)0.1/(VS.0.25

/TS)0.1/(VS.
1)0.1/(VS23.63C13H20N2O2.

Bacterial endotoxins:"
Test for Bacterial endotoxins ) "530(

RS0.01.
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streptomycini sulfatis pulvis ad injectionem

streptomycin sulfate powder for injections

Composition:
.

Description:.
Category:.

Storage:
25.48-2.

Labelling:
.

Additional information:WHO:1

.
.

)"Methods of sterilization"437.(

REQUIREMENTS

"Parenteral preparations"
)456.(

Identity testes

ADBCD.
A:"Thin-layer chromatography"

)184(:0.3R240

)80~/(TS7.0.30R3

0.75.100.
)70/(TS.10
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:(A)5

5.(B)10RS10.
(C)1RS1RS

1B.12.
-3,1/TS)635~/(

TS.15010-5.
AB.

C.
B:0.141

)80/(TS5.1.5

)70~/(TS)25/(TS.
C:0.121

-1TS12)40~/(TS.
D:50

A"General identification tests") .1

123.(
Clarity and colour solution:2.5

10R) .
".("

Loss on drying:)0.6

5(60370/.
pH value:""8.0-5.0.

Assay:
.

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

subtilis)NCTC 8236ATCC 11774(Cm18.0-7.9
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8.0TS1TS2)520

1(39-36.)b(Bacillus subtilis)ATCC 6633(
Cm18.1-8.08.0TS1

TS2)3151(
37-35.)P = 0.95(estimated potency

%95%105.
)P=0.95(7201

.
.

.
streptomycin sulfate:0.1

100.55

)0.2/(VS10.5

.3TS225

25.
1525

.
(C21H39N7O12)2,3H2SO41.18 )8.11%1

cm1A.(
800

1.
%90.0%115.0C21H39N7O12.

Sterility:"Sterility testing of antibiotics) "1

162(.
Bacterial endotoxins:"

Test for Bacterial endotoxins ) "530(
RS0.25.
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LIST OF REAGENTS, TEST SOLUTIONS,

AND VOLUMETRIC SOLUTIONS
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LIST OF REAGENTS, TEST SOLUTIONS, AND VOLUMETRIC SOLUTIONS 

"List of 

reagents, test solution, and volumetric solutions"2

.

:
WHO Collaborating Centre for Chemical References Substances, Apoteksbolaget AB, 

Centrallaboratoriet, S-105 14 Stockholm, Sweden. (Telex: 115 53 APOBOL S, Fax: +46 8 740 60 40.)

Acetate buffer 4.6TS

Procedure:5.4R504.6

R100.
Acetate buffer 6.0TS

Procedure:100R3004.1

6.0)100~/(TS)300~/(TS

500.
Acetic acid)0.07/(VS:4.2

1000.
Aluminium standard)10Al/(TS.

procedure:17.6(alum)R5)0.05/(VS

100.
:)1000

Al+3/(TS.
(Alum)R:Aluminium potassium sulfate dodecahdrate; 

KAl(SO4)2,12H2O)SRIP196329.(
(Amidotrizoic acid)RS:.
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-3-6,4,2(3-Amino-2,4,6 triiodobenzoic acid)RS:
.

(Ammonium choride buffer)10.5TS:10.5.
procedure:6.95R75)260~/(TS

100.
(Ammonium choride)TS)Nessler’s reagent.(

procedure:3.15RR

1000.
TS (Ammonium choride, dilute):

procedure:10TS

R1000.
R (Ammonium pyrrolidinedithiocarbamate):-1

(1-pyrrolidinecarbodithiocarbamate)C5H12N2S2..
(Ammonium pyrrolidinedithioate))10/(TS:

procedure:10R

25R.1.0

100.
(Ammonium thiocyanate))0.05/(VS:

R3.806NH4SCN1000.
Method of standardization:

)0.1/(VS1182.
R (Arachis oil):)

4234.(
RS (Betamethasone sodium phosphate):.

R (Bismuth subnitrate):Bi5O(OH)9(NO3)4.
.%71.5
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%74.5Bi.
Description:.

Solubility:)750~/(TS

)250~/(TS)1000~/(TS.
R (Brilliant green):

[4-[p-(Diethylamino)- -phenlbenzylidene]-2,5-cyclohexadien-1-ylidene]diethylammonium 

hydrogen sulfate;C27H34N2O4S; C.I 42040; Malachite green G; C.I.Basic green1. 

Description:.
/TS (Brilliant green/acetic acid):

procedure:0.5RR1

100.
TS1 (Bromocresol green):

procedure:0.05R1.021

R6)0.2/(VS.100..
TS (Bromophenol blue):

procedure:0.05R3.73

)0.02/(VS.100.
R (Calcium acetate):Ca(C2H3O2)2,H2O)SRIP196356.(

(Calcium acetate))0.25/(VS:R

44.04Ca(C2H3O2)2,H2O1000.
R (Calcium fluoride):CaF2.

Description:.
Solubility:.

(Ceric ammonium)) 0.01/(VS:
procedure:5.482R)1

/(VS1000.
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Method of standardization:0.01/:
2.0)0.1/(VS

100.TS

.)0.1/(
.

RS (Chloroquine sulfate):.
RS (Cisplatin):.

(Citrate buffer)4.0TS:
procedure:10.5R100100

)0.1/(VS500.100

)0.1/(VS250.
TS (Copper tetramine hydroxide):

procedure:34.5(II)100.
)260/(TS.20

30)400~/(TS

)40-16(.200

)260~/(TS.
RS (Dactinomycin):.

R (Diisopropyl ether):C6H14O.
Description:.

Boiling point:68.
Note:.

TS (Disodium chromotropate):
procedure:5R109

)1769~/(TS4.
RS (Disodium edetate):.
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R (Domiphen bromide):Dodecyldimethyl(2-phenoxyethyl)ammonium bromide; 

C22H40BrNO.

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

(Domiphen bromide))10/(TS:R10

C22H40BrNO.
TS (Dragendroff reagent):

procedure:0.85R10

R40)A.(8R20)
B(ABR.

Storage:AB.
TS (Dragendroff reagent, modified):

procedure:20)60~/(TS4

ABTS.
Note:.

RS (Ephedrine sulfate):.
(Ethanol))535~/(TS:

procedure:623)750~/(TS1000.
(Ethanol))457~/(TS:

procedure:519)750~/(TS1000.
R (Ether,peroxide-free):

procedure:1000R2030R55

3)1760~/(TS.
20/R0.1TS.

TS (Ferrion):
procedure:0.15-0R10R
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0.70R100.
Note:0.

Storage:.
(Ferrous ammonium sulfate))0.1/(VS:

procedure:40R100)190~/(
TS1000R.

Method of standardization:)0.1/(:
2510)100~/(TS1)1440~/(

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

39.21(NH4)2Fe(SO4)2

Ferrous sulfate)7/(TS:R

7FeSO4.
Note:)7/(TS.

RS (Fluoxacillin sodium):.
/TS (Fuchsin/sulfurous acid):

procedure:0.10R50.
20)50/(TS1)420~/(

TS.100./
TS24.

TS (Hydroxylamine hydrochloride):
procedure:1R5050

)750~/(TS1/TS)0.1

/(VS.
(Hydroxylamine hydrochloride))70/(TS:

procedure:69.5R1000

)1/.(



343

-8R (8-Hydroxyquinoline):-8C9H7NO

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

R.
Melting point:74.

-8/TS (8-Hydroxyquinoline/chloroform):
procedure:1-8R100

.
R (Hypophosphorous acid):H3PO2)SRIP1963

100.(
TS (Hypophosphorous acid,dilute):R

100H3PO21000.
R (Hypoxanthine):Purin-6(1H)-one;C5H4N4O

Description:.
Solubility:

.
RS (Imipramine hydrochloride):.

(Iodide standard))20I/(TS:
procedure:26.0R100.10

100.
(Iodine))0.0005/(VS:RR0.127I2

0.18KI1000.
Method of standardization:

")0.1/(VS) "1202.(
RS (Iohexol):.

RS (Iopanoic acid):.
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RS (Iotroxic acid):.
R (Iron reduced):Fe)SRIP1963102.(

R (Isobutyl methyl ketone):4-Methyl-2-pentanoneC6H12O.
Description:.

Melting point:115.
Mass density:0.80/=20.

R (Isoniazid):2176.
TS (Isoniazid):

procedure:0.1R150R0.12

)420~/(TSR200.
RS (Kanamycin monosulfate):.

RS (Ketamine hydrochloride):.
(Lead nitrate))0.1/(VS:R33.12

Pb(NO3)21000.
Method of standardization:

")0.05/(VS) "1204(.
R (Lead nitrate paper):

procedure:10R100

.
TS (Lead subacetate):%16.7m/m%17.4m/m

PbC8H14O10Pb3

procedure:40.0R90

R.7.5)400~/(TS..
Storage:.

R (Maleic):C4H4O4

Description:.
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Melting temperature:135.
RS (Medroxyprogesterone acetate):.

R (Meglumine):C7H17NO5)4129.(
(Meglumine))100/(TS:R100C7H17NO5.

Note:)100/(TS.
R (Mercuric iodide):HgI2.

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

RRR.
Storage:.

R (Methylamine hydrochloride):CH5N,HCl

Description:.
Solubility:RR

RR.
Melting temperature:228.

(Methylamine hydrochloride))20/(TS:R

20CH5N,HCl.
R (Methyl green):[ -(p-Dimethylamino)phenyl]- -[4-(dimethyliminio)-2,5-

cyclohexadien-1-yliden]-p-tolyl] trimethylammonium dichoride;Basic blue 20; C.I.No.42585; 

C26H33Cl2N3.

Description:.
Solubility:)1760~/(TS

.
/R (Methyl green/iodomercurate paper):

procedure:4100

.14
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R20R100.
.

Storage:/R.
-2-5-R (2-Methyl-5-nitroimidazole):C4H5N3O2.

Melting temperature:253.
R (Morpholine):

1- -4C4H9NO)SRIP1963121.(
1--3R (Naphthalene-1,3-diol):1-3C10H8O2.

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

Melting temperature:124.
1- -3/R (Naphthalene-1,3-diol/ethanol):

procedure:0.21--3R)750~/(TS

100.
-1/TS (1-Naphthol/ethanol):

procedure:0.05-1R60)750~/(TS

100.
-N)-1(/-1

TS [N-(1  Naphthyl)ethylenediamine hydrochloride/1-propanol)]:
procedure:7-N)-1()1/(TS3

-1R.
-N)-1(/

TS [N-(Naphthyl)ethylenediamine hydrochloride/propylene glycol)] :
procedure:0.1-N)-1(R30

100R.
Note:-N)-1(/TS.
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RS (Niclosamide):.
Nitric acid)1/(VS:)1000/(TS63.10

HNO31000.
Method of standardization:1/

:2R50

0.1/TS.
..1)1

/(VS0.0530Na2CO3.
R (Nitrophenanthroline):-51-10C12H7N3O2.

Description:.
Solubility:.

Melting range) :123(200-198.
TS (Nitrophenanthroline):

procedure:0.15R15)7/(TS

.
RS (Norethisterone enantate):.

TS3 (Opalescence standard):
procedure:10TS1100

.
Note:TS3.

/TS (Oxalic acid/sulfuric acid):
procedure:5R

)1760~/(TS100.
R (Pracetamol):3269.

R Paraldehyde:24-6-s-C6H12O3

Description:.
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Boilling point:124.
Mass density:0.994/=20.

RS (Pentamidine isetionate):.
-TS(Periodic - acetic acid):

procedure:0.446R2.5

)570~/(TS100R.
TS (Phenoldisufonic acid):

Description:.
procedure:) :1(3R20

)1760~/(TS6.(2)

)250/(TS)1760~/(TS150

.
Sensitivity to nitrate:0.1R

.1.010

1010)100~/(TS25

R.
(Phenoldisulfonic acid))250/(TS:.

(Phenol))50/(TS:R50C6H6O.
R (Phenoxyacetic acid):C8H8O3.

Description:.
Melting temperature:98.

R (Phloroglucinol):1-3-5C6H6O3,2H2O.
Description:.

Melting point:220.
(Phosphate Buffer)4.0TS:

procedure:5.04R3.01
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R10004.0R.
(Phosphate Buffer)7.0)0.067/(TS:

procedure:0.908R

10002.38R

100.38.961.1.
(Phosphomolybdic acid))80/(TS:R

100H3PO4,12MoO3,24H2O.
/(Phosphomolybdic acid/ethanol)TS:
procedure:5RR

100.
(Phthalate buffer)4.0TS:

procedure:2.042R500.40

)0.2/(VS200.
RS(Piperazine adipate):.
RS(Piperazine citrate):.

R (Piperazine hydrate):C4H10N2,6H2O.
Description:.

Melting point:44.
(Potassium bromate))0.0333/(VS:R

5.562KBrO31000.
(Potassium bromide))125/(TS:R125

KBr.
(Potassium dihydrogen phoshate))70/(TS:

R70KH2PO4.
(Potassium hydrogen sulfate)R:KHSO4)SRIP1963146.(

(Potassium hydroxide))400~/(TS:R
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400KOH.
/(Potassium permanganate/phosphoric acid)TS:
procedure:3R15

)1440~/(TS70100.
(Potassium permanganate))0.0002/(VS:

R31.61KMnO41000.
Method of standardization:

")0.02/(VS")1221.(
(Potassium sulfate))0.1/(TS:

R0.1K2SO4.
RS (Prednisolone succinate):.

/TS (Pyridine/acetic anhydride:
procedure:3RR

.
Note:/TS.

R(Quinhydrone):
P-)1:1(C12H10O4.

Description:.
Melting point:171.

/TS (Quinhydrone/methanol):
procedure:2.5RR100.

/TS (Resorcinol/toluene):
procedure:0.2R100R

).(
Note:/.

(Silver nitrate))0.05/(VS:
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R8.494AgNO31000.
Method of standardization:

")0.1/(VS")1222.(
(Silver nitrate))0.001/(VS:R0.1699

AgNO31000.
Method of standardization:

")0.1/(VS")1222.(
(Silver standard))5Ag/(TS:

procedure:39.5R100.1.0

100.
(Sodium acetate))0.04/(VS:R3.281

C2H3NaO21000.
)Sodium amidotrizoate(RS:.

)Sodium citrate) (250/(TS:294

C6H5Na3O7,2H2O1000.
(Sodium hydrogen carbonate))100/(TS:

R100NaHCO31000.
R (Sodium laurilsulfate):

C12H25NaO4S.
Description:.

Solubility:)750~/(TS.
(Sodium laurilsulfate))10/(TS:R

10C12H25NaO4S.
(Sodium metabisulfite))50/(TS:R

50Na2O5S2.
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(Sodium metaperiodate)TS:
procedure:60R120)0.05

/(VS1000..
..

Suitability test:10250

.550R5050

.50

50.305

)420~/(TS10)80/(TS.
5100)0.1/(VS3

TS.)0.1/(
VSTS0.7500.765.

(Sodium nitrite))50/(TS:R50NaNO2

.
(Sodium nitrite))20/(TS:R20NaNO2

.
/(Sodium nitrite/hydrochloric acid)TS:

procedure:0.5R

)70~/(TS100.
/TS (Stannous chloride/hydrochloric acid):

procedure:10R

)70~/(TS100.
RS (Streptomycin sulfate):.

(Sulfamic acid))80/(TS:R80

H3NO3S.
Note:)80/(TS.
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-4R (4-Sulfamoylbenzoic): -pC7H7NO4S.
Melting point) :123.(291.

(Sulfric acid))1125~/(TS:)1760~/(
1125H2SO4d~161.

(Sulfric acid))440~/(TS:
procedure:485)1760~/(1000)4.5~/(

d~1.25.
-E(Tamoxifen citrate-E-isomer)RS:.

(Tamoxifen citrate)RS:.
RS (Testosterone propionate):C22H32O3.

22953412.
/TS (Testosterone propionate/ethanol):

procedure:10R)750~/(TS

10.
R (Tetrabromophenolphthalein ethyl ester):3`,3``,5`,5``-

Tetrabromophenolphthalein, ethyl ester; C22H14Br4O4..
TS (Tetrabromophenolphthalein ethyl ester):

procedure:0.10

R100.
Note:.

R (Thioacetamide):C2H5NS

Note:R.
Description:.

Solubility:)750~/(TS.
Melting point:113.
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TS (Thioacetamide, alkaline):
procedure:0.4R10.0.2

115)1/(VS5

20R.20.
RS (Thiopental sodium):.

RS (Timolol maleate):.
-2-RS (Toluene-2-sulfonamide):.

R (Tributyl phosphate):C12H27O4P.
Description:.
Miscibility:.

Mass density:0.98/=20.
Note::6010

1R0.1R.
R (Triethylamine):C6H15N

Description:.
Boiling range:90-89.
Mass density:0.73/=20.

Refractive index:=1.400320
Dn.

R (Triethlendiamine):1,4-Diazabicyclo[2.2.2]octane;C6H12N2

Description:.
Melting temperature:158.

Storage:.
/TS (Triketohydrindene/ethanol):
procedure:R)750~/(TS.
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/
TS (Triketohydrindene/sodium metabisulfite):

procedure:3R100

4.55R100.
RS (Vinblastine sulfate):.


