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ALUMINII HYDROXIDUM
Aluminium hydroxide [UIII00I00 000000000

AI(OH); :Molecular formula [T (0007

78.00 :Relative molecular mass [[1[1 (1007 C7I0T

Aluminium hydroxide CAS Reg. No. 21645-51-2 :Chemical name U] OO
0007 000 0007 D00 OJ O(000T 0) DOCT 000 00000 :peseription L1010

OI0N0ooDD OO0 U 000 00 s (0/07s0~) DOZNO0 T O OO0 00 :sotubitity 00T
.Ts (0/0s0~) 100007 DIO000D 000 00 s (0/070~)

0000 0T :category I
000 00700 000 O J07inoidr Irb0odon 0o OO :sterage 00O

REQUIREMENTS U000

00 00 00 %71.9 00 O 0 10 000 0OTZOOOC DODO0000 DTE :General requirement D101 (110
.Al(OH); [l %94.9

.Ts ([/0s0~) D000 000000 0000 00 00 s O 000 Do.1o L0 :1dentity test D007 OZICT
07 J000 Inof O] fr 0070007 000d Oo.s 00O 0000 7 4o

00 s 0 00007 00 00o.5 LII07 000N OO0 000 OO0 :Heavy metars IO (CJT000T) DO
l4-3 000 DOIDT (pH) DO OO 0000 0000 00 10 OO0 OO0 Irs (0/0300~) 07007 OO O
(OO 00 00 Cdooo 00 000 DT (im0 0o ooo - 0000000 oo 0o 40 0010 000
0 0(129 D000 Th 000) A 0000T OJOD "Limit test for heavy metals [X0I (CMIT) 00000 OO0 OOO
.0/1000000 60 OO O

00 00 350 s (0/0100~) OIOIDT IO 00 00 20 O 0.3 D007 OO0 D00 :Arsenie OO0
"Limit test for arsenic UI00L 000 OOUI DIIO0M 0000 4O D00O00 000 D00 0ot DO0T0m o
.0/1000000 s 00 000 00T 0o 0000 0 00 00 0(i3e D000 0 007)
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0000 00 00 2s 00000 TT0007 00T 00 00 Oso 007 :Ammonium sates COTOCOD IO
0 00 000 000007 0000 000 1oo OI00 OO0 000 OO0 OO 2000 Ts (0/0200~) 0I00OL 01000000
.vs (0/000 0.1) OIO0IO000M CJO 00 00 25.0

Irs OOIIOY/OMIT 007 0000 D00I00 vs (0/000 o.1) 0I00OT DIDODOOD 0000 TI0OD 0000 0]
.vs (U/000 o.1) 0ODOOT MIOODO0MT DOID 0 00 22.5 00 0O O OII0T OO

(000 00000 D000 Ors (O/0130~) OO OO 00 00 2 O Do.to UM :chlorides LIIDO0IOT
LII00OT 000 Doo! ifodr oo 00 Dodol 0o oo 0o Dooido 00070 Ooor do (o Do
/000 1o 00 I07 DI0ON0OT D000 0000 0 07 00 D129 0000 T OIOT) "Limit test for chlorides

(000 0000 001 s (0/070~) 000000000 OO0 00 00 5 0 Oo.10 O :Sulfates! 1IN0
Limit U0 000 0000 000" 000 00 0Jo00o 0o foo 00w Uo0io! 0o 0o o 0 bod
0/000 s 00 0107 000 000 00000 00 00 O(12s DO00T T 0007) "test for sulfates

[0 000 17 DOOT 007 Jormodr foe OO Tm0 o0 D007 oNeutralizing: capacity UI0C0007 OO0
(000000 4O 00 00 200 07 0 0.50 LII0T I0O0CD 150 D07 D00 IO 00 DO 00 [Mi0oo
00 00 [-0 37 J000 0000 OO0 00007 00 Dooion 0ooo 00 37 0000 07 1000 0000 vs (0/000 o.05)
(0JI0) [0 O O b0 0 000 0O 000 3.00 2.30 1.8 00 O 0000 2000 150 10 001 00007 0007 0001 O
0000 0e0 37 0000 O 1000 0000 s (0/000 0.5) OIN0I0000I 00 00 00 10 OJOCID 4.0 OO 00O
(0/000 o.1) DOI0CIT DIOOO0OID DO0CT Ol .0 37 00000 0000 000 00000 00 00070 0000 000 oo
(000 OO0 0000 C00I 000w 00 ws3.3 00 000 000001 000 0000 01 00 .3.5 (pH) D00 0O0O vs
0.1) I0I000T DIODO00D 000 00 007 D007 000 000y OO0 D4 x w x 38.46/(y-150) (1000) OO
(0000 000w O0wd 00010 0f 000 000100 Al (owy, 00 0000 D00 000 40 000007 vs (G/000
.Al(oH), U0 00T 100 007 MO0 00707 000 38.46 00O 007 0D00IT 0000 doioo: oo do

00 0000 7 O 00/00.04 CIIOD (pw) DO OOCC O O OO :Alkatin impurities (0000 07007
.10.0 00 010 r UO0OT 0007 011

Q000 QMo 000 00 C00o0 00 100 10000 0oodo o.xs 0000 000 0000 000 : Assy 00000
I CJMOT 0000 00 001 00 (137 0000 0 000) 0O070MO! "complexometric titrations (100N
.Al(0H); 01 [0 3.900 OT0I vs (0/000 0.5) IO00OT
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AMIKACINUM
Amikacin — OO0
C5,HysN5O,5 “Molecular formula (00 [T
585.6 :Relative molecular mass /][] [007 IT0T

-Graphic formula [O0000T DOnca

:Chemical name /[0 000!

0-3-Amino-3-deoxy-a-D-glucopyranosyl-(1—4)-0-[6-amino-6-
deoxy-a-D-glucopyranosyl-(1—6)]-N3-(4-amino-L-2-hydroxybutyryl)-2-deoxy-L-
streptamine; (.5)-0-3-amino-3-deoxy-a-D-glucopyranosyl-(1—6)-O-[6-amino-
6-deoxy-a-D-glucopyranosyl-(1—+4)]-N'-(4-amino-2-hydroxyoxobutyl)-2-deoxy-
D-streptamine ; CAS Reg. No. 37517-28-5.

O DOTT 000 o000 Dotz U0OOD :peseription LILICT
00 07007 077 :Sotubitity ITCT

LI 000 T00 - category DI

000 00700 T00 © D007t 0o O :storage L0

REQUIREMENTS OO0

00 [0 0000 900 OO O O [0 00 OOCCH OIU :General requirement (1T [T

L0007 [077 07 00O 000 1 U0 U CpHeNsOys

“Identity testes [LLI CIIOIIC!

0 00000 ts (0/0so ~) D000 DO0O0COI0 0000 00 00 1 CI000 00007 00 00 1 0 000 10 OJI0 A
00007 00 01 Ors (0/0 10) (1) CIMI00OT OO 000 00 00 2 0000
D000 00 DOOT Anthrone TS) Ts DOIIO 000 00 00 4 IO M0 003 O O 0.05 UM :B
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00001 07 Omo

(07 0000 D000 00/000 20 D007 OO0 D0 :Specific optical rotation D001 00O (001
[ =97 to+105° :III0OT [01T

1000~) OJINI L1000 07 2 0000 0707 OOO (OJ0) 000002 OO :Sulfated ash (10000 07007
/00 10 00000 D 00 OO Ors (0/0 1760 ~) OIIOMOT IO 00 00 2.0 0000 Ts (0/0

Determination of water [0 010 DO 07 OO (D OO L0000 0000 000 UIE : water O]
000 O [0 00 Oz2.0 D000 DOOIOT O(14s 000OC T 000) A D00OT I by the karl Fischer method
.0/000 85 00 00 OO0

.11.5-9.5 0000 00000 000 00 000 00 € 00/0010 DI0OT O000T 00002 000 :pH vatwe DO0T OO

MO0 Qoo Dodoooooo oonim oo O Dot 0o o OO0 00700 o0 :Assayl 0000
Bacitius [0 MODIT (&) 100 DOOIOC O(1ss DOCOD D1 DICD) "Microbiological assay of antibiotics
0000 000 De.7-6.5 00 U0 o) ZO0Z OO et 000 000 D00 OO OZ00 (ATCC 6633) Subrilis
20-5 [0I0) OO0 D007 000000 O0 000 Orss 00 ts2 00 1St (pH) 6.0 DI OO 00O
ATCC) Staphylococeus aureus [I00L TOONIT (p) 07 0o0 35-32 U0 I000 00000 OO0 0(00/7000000
00T 000! 00 000 000000 Do otio 00in 000 Dooion [omoo! 00 0000 (29737
00000 0000! [on 00do O 07 00 D00 000 .Jo0m foodr joool bO00 D(on/i0o00o0 1o D0I0) OI0MD
07 %105 U0 OO0 OO %95 00 U1 estimated potency (P= 0.95) (000 70T 0T fiducial limits
I0N0/00000000 9o OO 000 (P= 0.95) O0DOI DI0MN 10CD OOIT OOI000 000 0000 O 00 00000 Do
.anhydrous [II00IT T00CC 007 0000 D000

goood

AMIKACINI SULFAS

Amikacin Sulfate JIUI00O0 0000
(non-injectable 00N OI0I0T 000) 000000007 0000
Sterile JUI00N 0OIONO0O0O! OI00O

C22H43N50]3,2HQSO4 -Molecular formula D]HDD] DDHI:HH

781.8 :Relative molecular mass [ |[J[1] [T000 010
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-Graphic formula Q000 DOncam

— CHy — NH,

- 2H,50,

:Chemical name /[ 00!

0-3-Amino-3-deoxy-o-D-glucopyranosyl-(1 —4)-O-[6-amino-6-
deoxy-a-D-glucopyranosyl-(1—+6)}-N*-(4-amino-L-2-hydroxybutyryl)-2-deoxy-L-
streptamine sulfate (1:2) (salt); (5)-O-3-amino-3-deoxy-a-D-glucopyranosyl-
(1—6)-0-[6-amino-6-deoxy-a-D-glucopyranosyl-(1—4)]-N'-(4-amino-2-hydroxy-
1-oxobutyl)-2-deoxy-D-streptamine sulfate (1:2) (salt); CAS Reg. No. 39831-
55-5.

O COTIE 000 fonoor too [ o7 007 0T 10007 0000 :peseription LD

0w OO0 7 R OOCOOC O R OOCCD O 700 OO0 QO 007 O DO Q0 :setwbinity [TTOOT
R J0000000OT

L0 000 T00 - category DI
OO0 00700 100 O ODi07or Od 00 OO -sterage 00O

(000 OoT 07 4o o o7 07 oomT Oomoodr 4o oo 0Ol sLavening 010071
00007 J0m0T LiioioTr O 47 oo foooo? @ Don)to or 0000 0070 Doodoeo: U)oy

REQUIREMENTS OO0

00 O T700 0000 eso 00 007 L0 000 DOIO0T OO O0D :General requirement [0 LICOT
00T 00oT 007 D000 Mooo 000 1

‘Identification tests [[0[JI] LIOII00
0 00000 Ts (0/0 so~) 00MI0OT OOO0OID OO0 OO O0 1 OJ0O1 000 00 1 O Ol0o OO ;A

00007 00 01 0(0/010) () CIDOT OO 000 00 00 2 OO0
00 000 DOOC0T 007 07 DAntheon s UOJNCD 00 O 4 0000 T0 O 3 O Do.os UM B
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00d!

General ([0 CII0O0! OMOTOM 000 OO CI0000 A OO0 OO0 00/000 20 D000 00O =
(123 10007 0r 0007) IO 0000 D0TO0 “identification tests

00 D00 0000 DU/00he [DOT OO0 00000 :specific optical rotation OO DOOIT DI0OIT
Jlaly ¢ =+69 to79° [IIIIOT [T

(0/01000~) DI L0 00 00 2 00I00) OO0 (00070 DIDO0 OO :Sulfated ash (100X 007
/0o 00 O O Ors (1760~) DIO000T OO 00 0T 00 0.2 O TS

Determination of water by [UL 0010 D007 T OO0 U000 000 0000 00 100 O :water 0]
0000 007 0 000 00 Do.2 TI07 MOOIOT D(14s DO0OT Dr 000) A DJODT “the Karl Fischer method
.0/000 s0 OO 00

.7.5-6.0 JO0OT D100 O 00 0007 0 © 00/010 1o [I00T D0I0 0000 00 -pH vatwe D001 OO

Microbiological 101! LIIIOOT TOIOCO0OT 0OZ0T IO 40 00T DOTIE C0d0: Assay OTOT
ATCC ) Bacillus Subrilis [0 (DD (&) [0 TOOIOT O(155 DO0CT Dr OU0) “assay of antibiotics
01 0000 0000 0700 Oe.7-6.5 00 000 (pm) 000 00 cen OO0 OCC D0MOCT DO 0000 (6633
0(00/0000 0000 20-5 0000) OJON0 00OT DOIOD0C 00 000 Orss (0 ts2 00 1St (pH) 6.0 OO
00 0100 (T 29737) Staphylococcus aureus [IOOT TIITIT (p) 01 o0 35-32 07 0000 00000 0000
0000 10 00I0) OO0 OO0 DOIDDO! 00 0000 00000 (oo fioio 0ol 000 oo oo
007 fiducial 1imitsIO000 000! 00 00O O 07 00 00000 000 .[000 00001 00000 00000 o(0o/mo
.(P=0.95) T000T (IO OO w105 OO 007 OO %95 U0 U7 estimated potency (P=0.95) 0000 DI
000 00/0I000000 eso OO QN (P=o0.9s) [ODON OUDION OO I0OI OOMN DOMN 0O! 00O O 00
.anhydrous [T 00T L0 OO0

(00000 0f0doono oo 0oo oot 0o

Additional Requirements for Sterile Amikacin Sulfate

00T 070 00 000 000 oo 0 DO0nor UDo 0ot U0 -sterage 00O
Sterility testing of L[0T [NIIOOT [OCOOT OO OO OO0 000 0 CJIONOD :steritity OOZOCC
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.membran filtration [0 OI00T D00 (OO0 0707 O(1e2 DOCOT 01 [I0Y) "antibiotics
00000 Q0000 f0ioT tooioioo! 0o 0Lo oidf Lo

Additional requirements for Amikacin sulfate for parenteral use
.(s6 0000 D4 0000 DOI) “0000T CNDOOIO0™ 01 0o fooon! Or oo
000 00" 000 00 0000T 7000 D0 :Bacterial endotoxins (U000 [IOTT OJT0O
000 O 0(T07007 00T O 30 DO0OC Os OI) "Test for bacferial endotoxins [IOINCT DIOMT CITIOY
000000l 0o 0fh 00 O s 00007 DI000C 00 0700 D000 o.33 00 00T

(0000 0Inoioon oo Dioiiooor Dot 000 Qinitl 0ot

Additional requirements for Amikacin sulfate for sterile use

Test for sterility of non- UIUI [T 00 ONOOIOT [0 000 IO0™ 00U 40 000 1T Dol
(D[DJDDH (00T O 32 000010 Is DUD[) "injectable preparations
ooodo

AMILORIDI HYDROCHLORIDUM

Amiloride hydrochloride [[0UI00T DIOOIO0CI
anhydrous [0 [OTOOMO0T D000X0000C0
dihydrate 00000 OO0 000000007 D0001000TC

0I) ceHsCIN;,0,HC1,2H,0 I(II0 ) CeH:CIN;0, HCI :Molecular formula 007 TN
(0o

(07001 D7) 302.1 0(OI0 ) 2661.1 :Relative molecular mass 10T D100 10T

-Graphic formula 0000 Ooncam

IhIIH
cl N CO—NH—C—NH,
’d
I I . HCI . nH,0
"N
HyN N NH,

0O (anhydrous)
2

n=
n = 2 (dihydrate)
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:Chemical name [[[J[[J] 00!

N-Amidino-3,5-diamino-6-chloropyrazinecarboxamide mono-
hydrochloride: 3,5-diamino-N-(aminoiminomethyl)-6-chloropyrazinecarboxa-
mide monohydrochloride; 3,5-diamino-6-chloro-N-(diaminomethylene)pyra-
zinecarboxamide monohydrochloride; CAS Reg. No. 2016-88-8 (anhydrous).
N-Amidino-3,5-diamino-6-chloropyrazinecarboxamide monohydrochloride di-
hydrate: 3,5-diamino-N-(aminoiminomethyl)-6-chloropyrazinecarboxamide
monohydrochloride dihydrate; 3,5-diamino-6-chloro-N-(diaminomethylene)-
pyrazinecarboxamide monohydrochloride dihydrate; CAS Reg. No. 17440-83-4
(dihydrate).

JOIOT 000 7 00707 000 ohodf OO ooe Ur G0z oot or 00000 -peseription L0
00!

0 00 r D00000OIOC O 0000 00 Ors (0/0750~) D000 007 O 00007 0100 :Setubitity TN
000 r 00T

L0 00T :category [T
00T 07 00 {00 oo ol O 07o0Tioo? oboiooooo oo OO :sterage 00O

RQUIREMENTS U0

01 00 %9s.0 U0 OO O [0 070 0E0OTOCT 0000000 U0D :General requirement 00 LT
L0007 0007 O 00007 T000 CegageNyo,HCt O 101.0 OO

‘Identity tests [IUUT DJIO0I0!

.cl B 00O 7 cl A QOO0 Ordr 0o

000 OO0 0fiodr ot O OO Cor Or* oo DO 0oo @ 0 ¢oo? gdo -a
.(43 0 DUDH) "Spectrophotometry in the infrared region

[l rs OIOT00? LIDOIDCOOOID Oo 0o 00000 Lo oo moodr 0d tibar @ Oooedr Do 0o
L0007 D00I00UOE reference spectrum OUOIT LIIOT O

(0000 Ovs (0/000 o.1) ONODIDCODI OO O DO/00oo000 s.o 0000 000 0000 Do 000 -8
[I00NT 285 0000 OCOO7 Q0000 C0000 DOIDO0 00700 38l OO0 230 DOIIOOD OCO 007 DO
(0000 001 2¢s DO0OQ! DOOT 0000 0O o 0000 Jmo 000 0o TenT 000l ool e 000
007 000 lo.310 o.28 I (00T 361

General (1] 000 OOMOM 000 OO0 D00O0T A OO 00/000 s 0000 00007 00O -
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(121 00007 07 OD0IOT 000 0070 “identification tests
001 U0 0D O :sulfated ash LJICOIT 070

Determination of water [ LU0 D000 OO0 LT OO 00 0000 00 12 000 U1 -water 112
(00T MO 0000 00 Do.2 O007 [ODOIOT D(14s 00007 0r DI) A DO0O0T [Mby Karl Fischer method
.0/000 130 00 000000 0/000 110 00 000 OO0 00 0 07 O0 Q000 00

0000000 DOi00 o Mo 00 sel r U0 00 50 00 02 U O 1.0 OI 2Free acia U0 L1001
.00 0.3 00 IO O O Cpotentiometricatty 00 N0 OONONT 000 0000 OTN s (/00K o.1) DOI0OOT

Thin- JI00C COOT OO00CO OO0 OO0 0000 0000 O :Related substances (010 [
00 0000 0700 J070C sitica gel R1 [OTIOT [000 T0OMOT (84 [O0OT 1O "tayer chromatography
[0 DO0D 00 0001 0000 s (0/0 so~) OO0 00 000 20 r 0000 0OCIOONE 00 000 15
0000 Dr O0COOCOOT 0O 00O 10  OOZOT 00 0000 4 0000 00 0000 0o 0o 0foooo s Jooad
001 00 O 017007 0000 00 0Dooidr 4.0 000 -8 00007 000 1 OO O DIO0? 000 00 0 o.4 000 @A
[0l J00010 ODoon Oom o 0 00 0On Dol lODoodr oo 0o Joodr oo oio
00N O 00 000 0000 Doi0mo ooom: 0iom 0a 0oion 00 00 oom 00 0007 0 .00 36s) 0000
B 000! OO

0015 Ir1 OTI0O0 IO 00 07 100 00 000 O JI00I00 T10000 0O 0.45 000 D700 : Assay OO0
0.1) UOOOON OO0 00 Crs OMCO0 COO/0000 OO0 000 00 00 1o IR OIODOON OO
00007 0000 O 0ojom* 0imo 00 Dooo0 00 100 0oo; 0o 0o 000 000 Om;o vs (/000
(0/000 0.1) LIDDIOOCT OO 0000 1 00 (142 00007 [ 0000 A 000007 I"Non-aqueous titration
.CHyCIN,0,HC1 U0 1 26.61 UI0I vs
oogod

AMODIAQUINUM
Amodiaquine 000

C,0H2,C1IN;0 Molecular formula 000 oonom

355.9 Relative molecular mass [[[J[1] [T 01700
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-Graphic formula Q000 DOncam

CH NIC, H, ),

cl

“Chemical name U007 O

4-[(7-Chloro-4-quinolyl)amino]-a-(diethylamino)-o-cresol ;
4-[(7-chloro-4-quinolinyl)amino]-2-[(diethylamino)methyl]phenol ; CAS Reg.
No. 86-42-0.

OCIT OO0 0000t 0o OO 0000 peseription LD

LR O00000C0T O D00 700 07 O 0700 OO :sotwbirity (IO
JO0T I0OT IO category [0

. (0001 070 0 0 DOT00o0r 000 40 -sterage 000

REQUIREMENTS IO

% 103.0 00 01 00 %97.0 U0 U U 10 00 OOTICOC. 000 :General requirement [T LI
0007 [077 O OO0 000 OeseHpciNso O

‘Identity test 00T LIOTT000

.cll B UIMOM! 07 A O0I0O07 000 0007 000 »

Spectrophotometry in  [I00] L0 0000 O CI0OT C0T O 00 OO0 O0O0T 00 007 <A
.(43 jaoar DlDHD) “the infrared region

free base (LI LIO00 00 000 0O0O0C OI0T 00 00000 OO0 00000 O Oi0000 4o onon
O0T0000E reference spectrum UNO0L TIOT OO 07 rs OOTI000! DI0DI000C0T

Irs () OI0OT OMI/0000000 O0N00T 000 00 0o o5 IO [0 00 0.1 O O 20 OO0 :B
000 00on O

A 00007 00 0O 00027 0700 . "Substances Related OOJ0C OO0 0000 00 OI0O0T 0007 00T :c
.B 10100 00 00N O 00 10000 0oo0D oo

0/000 2.0 00 00 01 O :Sulfated ash (000 D007
Determination of water by [ 00U D000 LT OO0 OO0 OO0 CJOOCC 00 00 OO0 :water I
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IIT OO0 00 0 0007w 00 O o.s TDOION [(14s 0000 DIOD) A DD0OT ["the Karl Fischer method
/00 5.0 OO

(00T 0™ 0o OO0 U000z 00 0 OO0 I7000 UL crelated substances DOICICT [T
(0007 000 [oDiooDDT 00 DOD 0DO0 (s4 0000 0r 0IC0) “"Thin-layer chromatography [T
000000007 0000 000D s (0/0260~) MI000T OO R 00O0OCOOC OO0 OO0

19 1000 0100 000I0ooioT 00 0000 o 0T 000 [mog UIoo sitica get r2 IOMIOT 0000 D0UITN
000 0077 00 O o.15 UI0T IT00! 0000 U0OUID .O00T I00U denydrated [0 LO0OIT DOXIOC OO (OO0
000 40 OO0 reference DIO0N U0 OODID .(a OOI0) MIO0OT 00O 0000DOOIDT 00 00 10 O DOOOT
(00T D00Inodior 00 Og 2.0 000 000 00 0000 Dror 4ol 07 vs 000000 0Joooooor do
.( OCI0) 0T 0mOT D00 QN Doon 0o Q0man mor Dooo! 0o .0me 2 000 0001 00 oo
10 0000 000 DOOD 010 . (c OOo) Mooon 000 0o0mo0oiom 0o 200 00 s OO0 00 00 1.0 OO0
100 0 00 O 00 00 007 00ODomon: [o0o 0o joogr 0o 00 .0 Bl A Omar 0o b7oito
00 (070 0OOI07 fm 07 0odn O (0000l 254) D000 000 0000 chromatogram L0100 OO0
.c 001007 O 10mo 00007 0O U 0 Iod Dion oo o immon I oo

(0/000 0.1) OM0DO00O0ND OO 00 000 0tC O Imo0oo Mmoot 00 o.3 M0 OI00 : Assay 0O
00000 00O DO0E boon 000 0001 00 1o U7 000D 100 OO 00 10.0 LI0O0 000 200 OO0 vs
0.1) OOIO0OOID OO O0 00 1 OO0 O rs OOT000CT DI0OIOOOODD OO0 (000000 1s D00 0000
(MO0 DI000 342 0000 OOCO] 0000 0001 Ot 001 001 0on 000 000 00 O Om Lvs(o/000
[I00 0000 0oo0rn Ooon .vs (0/000 o.1) Oiioooiom OO0 D00 001 selvent cett OIOT 1000
355.9 [ [(355.9/428.8)(20C)(4,14,) 1007 T0OOT OO0 O 000 O cypHpciNs0 OO D(T0)
00 ¢ OO0 000 0omoon Dofoooon oioootooo Dooooo! Dmom  DImoor amon 10 428.8(0
Rs JON00000 DOOO00UM0 anhydrous OO0 000 07 0000 000D 000 1 0O O 0000000 0000
.00 000 000000 0000000 3007 00 00l 0Oo  00ood IO 4,0 4,0 000000 00000 0

AMPHOTERICNUM B
(Ampbhotericine B) B U000

parenteral 10U DI0OCOCE 000 B O00I0TO0CE

C47H73NO;7 :Molecular formula 000 foom
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924.1 :Relative molecular mass [.[][ ([0 10T

-Graphic formula Q000 DOncam

:Chemical name [[J[[J] 00!

(1R,35,5R,6R9R,11R,155,16R,17R,185,19E,21E23E,25E,
27E,29E,31E,33R,355,36R,375)-33-[(3-Amino-3,6-dideoxy-f-D-mannopyra-
nosyl)-oxy]-1,3,5,6,9,11,17,37-octahydroxy-15,16,18-trimethyl-13-oxo-14,39-
dioxa-bicyclo[33.3.1]nonatriaconta-19,21,23,25,27,29,31-heptaene-36-carboxy-
lic acid; [IR-(1R*3S* SR* 6R* 9R* 11R* 155*%,16R* 17TR* 185*% 19E21E,23E,
25E,27E,29E,31E,33R* 355% 36 R*,375%)]-33-[(3-amino-3,6-dideoxy-f-D-man-
nopyranosyl)oxy]-1,3,5,6,9,11,17,37-octahydroxy-15,16,18-trimethyl- 1 3-oxo-
14,39-dioxabicyclo[33.3.1]nonatriaconta-19,21,23,25,27,29,31-heptaene-36-
carboxylic acid; (3R,5R,8R,9R,115,13R,155,16R,17S,19R,345,35R,36R,37S)-
19-(3-amino-3,6-dideoxy-f-D-mannopyranosyloxy)-16-carboxy-3,5,8,9,11,13,15,
35-octahydroxy-34,36-dimethyl-13,17-epoxyoctatriaconta-20,22,24,26,28,30,
32-heptaen-37-olide; CAS Reg. No. 1397-89-3,

O DOTOT D00 ooz O oot 007 00000 :peseription L0

0 000 Ir 000 R OO0 s (/0 750~) ODOC0M D07 0 0000 010 OO :Sotubitity IOCT
.R 00T O 0007 000 Ir 000000 DME 077 07 000 20 U0 r 07000000 0700 O 00 000 200

LT000T 0T TT0 - category [0

(000 00000 0000 fio0n 0o mo0 D000 oo oo 0 s DOI0I0000! 000 00 :storage OIOOI
0802 L

(00000 07 CIT0007 o O Of DOD07 Dinnoar 000 s 0007060 oo OO0 - Labening 0700
00 0000 © 0oman 01 bOo0 s OOI000000! 000 a0 oo

000 07007 0007 0o O 000 0s DOI000000 D007 Additional information 01T CIZIOI
(000 0000 000 00ooo omo! 00 oo oot 000 O 0007 Do 2o 0ol 0ooo C100m
.(pH) HIO0T 00 0O00OM 0000 000 0000 000
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REQUIREMENTS UIIOI0T

00 O TO00o0T 7so OO0 OO 000 000 B DOID0C0T 0D :General requirement 110 LICOT
L0007 0007 & 00000 food 0o0Mm

‘Identity tests [IUUT DJIO0I0!

(007 000 000 r DO 0000 000 Uil R OO0 D OIZQOCOs O Dmo2s I :A
(7007 0007 100 0O DoooT Oidoar O 0o e D07 0o 200 0700 0 2.0 LIO0 000 s0
(0000 381 OUIOOCY 362 0 OO0 LJIOOT OOOOM OOCOD Q00 OO0 DT0000 4sol TIOOM 300 U1 OIIOOC
[I00NT 381 0000 UOOT D700 07 000 362 00O 0007 00 1« 00007 00007 D007 man 00 00405
.0.9 [0 00 QI00TT 405 OOCC 000D TI0OTT O (I00IT 381 00O O0OT 0007 Mol lo.e TII0 00

1440~) OI0O00T OO0 00 00 s OO0 r DIOD000 000 007 00 00 2.0 O 00 1 0000 )0 @B
000 .OmoT 00Me 0O00 0N 00 Moo 000 Dol 000m 0O000r 000! 0 00 0ooT s (/0
.LJOT 000t O Dodr Odr oot foooo mo 0g 0g 15 0idn .0ioo - 0do? oo 0 ioonon

01000 30 00 01 O :Sulfated ash LJIIOL D007

() TJI0W 000 OO °0 0 OII0 00007 DT 0007 0000 OO :Loss on drying DIOOIT 0007
.0/000s0 00 0007 00000 0(0N0 Smm 0000 0 0.6kpa 00 01

07 s O [T0000 7000 00 0.05 LI :Content of tetraenes I0LILJTT LJXOOT CIZ0T0 OO OOI0]
00 so L0 00 4 UJIC 000 s0 00T 0OD 000 w OOIIIT U0 0070 Mog Do [r 00CCOOO 070 00T 0o
B 0000000 00 00000 0o0od 00 e.05 00IOOD OO0 0OODD Omo! 007 00 .(a OO0) R OONIE
0000 Dnystatin RS OZIOMD OO 00 25 OO OO0 (000 000 (s O000) CJOOC 00 00T OO DO RS
250 0000 000 000 r OO0 OO 00700 D00 Q700 [r OIO0O000 0700 000 00 00 25 O 00Too
.(c O0I0) r OOIION 00 s0 00 00 4 000 000

(000N 282 OIO7 L00C 00O 0o mdd o 80 A OII00T 001 D000 fio 0oo 0o Doz 0
00 so 07 0JOO0 r UIOOO0O D070 OTT 00 00 s 00 000 vlank 0000 000 D000 0100 3040
R 00T 00 so 07 OOOT 000 LI000 00 00 4 Dr OOIOT

F+1000(B,A,- :I1IIC IIOT OI0 0 000 00000 10 0000 ¢ 8O A DIIOOT 47 TII00 O000

lcm

(00007 304 0OOT0 [I0OTT 282 000 000! IOC0OOT 00T 4% 0000 A0 A, 07 IB,ADAC,B,-CiB,)
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(00 00000C 304 0OOTD 00D 282 DOOT 000D s B UODMIIOL 4% 00 10 B20 B1 JOMI O
00 ¢0 0000 000 000X 304 0OOMD [I00MT 282 00O 0000 rs OO 47 0010 .0 ¢, 000X
100 O IooioT Oroo? OIoi o Ooor frs s 00000 O OCCOD LTOQD 00 00OT 0o

[

.0/000 150 00 OI0 O 00000

[0 070 700 Ushaking [0 00 0OII000 R OI000C OZ00 02 00 O 0.060 OOO0 :Assay DO
R [I000000 010 077 000000 00 100 O7 00 1o L1000 0 .00 100 0000 00O D000 r 01000000 OTI0 O
"Microbiological assay of antibiotics [UJ[J] CIIIOON IODDIO00N 000 00 OO0 000 1070 oo
(NCTC 10716 or ATCC 9763) Saccharomyces cerevisiae [J10] [OODT TOOMN 0(145 D000T D (I00)
(10.5 (pH) 0000 CJI0 00XI0 CI0000 MO0 Je.1 00 OT0 (pw) 0000 OO0 cm3 000 OO0 0MO0; OO 0000
(000 00000 0000 0(00/0000000 10.00 0.5 01 000) B OOIOMDOOO! 00 CIOM0D 0O0T D000 Orst
(P=0.95) (0000 (2000 OO fiducial timits OO0 0000 (00 0007 O O OO 00000 000 o0 33-29 [
(00T 00007 OOmm 007 0007 O 00 00000 T70mr 00 veros 00 MO0 Olves OO0 O estimated potency
0007 000 0O O0C0m No00 0000/0000000 750 00 00 (p=0.95) D00 DNOI

DOI0T QI00iDo0 joor s Oi000oooor 000 oio? Oimoo

Additional require ments for Amphotericin B for Parenteral use

.(56 00001 4 00 DD]H) ’parenteralpreparations ]
/000 5.0 00 00 O :Sulfated ash CIIIO0 0007
0/000 100 00 017 O :Content of tetraenes 01011 CITO0T CITOTD 00 OO

000 700" 0D 00 OUD0T IO U0 :Bacterial endotoxins (0000 TOOMT T2
00 007 OO0 O 0(Qono0: 0007 O 30 00007 s [I0) "Test for bacterial endotoxins [OIT I
001 00 0 rs 00000 0007 00 0700 0000 0.9

ARGENTI NITRAS
Silver nitrate 00 0000

AgNO; . Molecular formula [oa? fnon

169.9 :Relative molecular mass ][]l [T [T

29



Silver (1+) nitrate; CAS.Reg. No.7761-88-8 :Chemical name L[] 0L

0007 0000 0O 0o00; ool 0000 07 0O 07 0o oot OToE :peseription L1001
.1s (0/0 750~) 00700 O 0700 0700 000 0.5 O 0000 :Sotubitity TITO0T

.Antiinfective (0T D100 000 :category [

0017 00 000 I0J000 0010 onooo 0 Doo O 0007 O 000 00 :sterage LI0OTT

000 Of0OCT 0O Ofn O DO0o foDoT OdIT D007 :Additional informations UL LJTIOT
1000 00000 000 O 0o 0o . Coodr Joodr 0o O Doon oo 0on jodr Dooo Or Qoo
00007 00 Dod doon o7 oo 0o 0o foood

REQUIREMENTS OO0

%100.5 U0 0000 00 %99.0 00 007 U201 000 [OCT D1 DU :General requirement L1001 10000
AgNO; [

“Identity tests 1000 CI00000]

(1 0000 D00 [o0000 o000 Ors (070 100~) (000N 00 CO000 D000 OO 00 1o O O 20 ONON :A
(000 000 000 00O 0o 000 s DI0ONo0ooT Of 0f . Mo CI00N 0007 MDOMT Ti0or 0o
007 O 0oa 0o 0o

0000 Ors (0/0 so~) DOIOCON 000 0000 00 ChDo7 000 000 00 00 o O 0 20 OMI :B
.Ts (0/0 1000~) O OO O 00 s (070 100~) 000! O 0002 0 0000 OO 0200

D00 00 00 2 OO0 s (0/D 15) ferrous Sulfate (I00I00T) DOOOT OO0 O0CO 00 OC 2 000D :c
(000 Coooan Dmimor 0mo 00 00000 A 0000 000 000 0000 .05 DIOOT 0000 COMD
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BENZATHINI BENZYLPENICILLINUM
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(non-injectable 00T DI O00) OO 00O O0oO0
sterile 0000 JO0TDOIT 000000 000000
(anhydrous U1 [) (Cy6H5N204S),,C16HaoN,: Molecular formula [0 D0
(010 0) 909.1 :Relative molecular mass 01 D00 [0
‘Identity tests 111 J0]0]]

COOH NH
{ o J*} i
QCH,CONH : s CH; 'éHz
H 15 5 "}""
O
:Chemical name [0 (OO0

N,N’-Dibenzylethylenediamine compound with (25,5R,6R)-
3,3-dimethyl-7-ox0-6-(2-phenylacetamido)-4-thia-1 -azabicyclo[3.2.0]heptane-2-
carboxylic acid (1:2); N,N’-bis(phenylmethyl)-1,2-ethanediamine compound
w‘ith [25-(2a,50,6B)]-3,3-dimethyl-7-0x0-6-[( phenylacetyl)amino]-4-thia-1-aza-
bicyclo[3.2.0]heptane-2-carboxylic acid (1:2); N,N’-dibenzylethylenediamine
salt of benzylpenicillin; CAS Reg. No. 1538-09-6 (anhydrous).

.(Penicillin G benzathine) G U OIUT :other name [OLT 000!
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Additional Requirements for Sterile Benzathin Benzylpenicillin
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Sterility testing of I LIIOIOT OIOOT 00O OO OO 000 1T CECEEE :steritity DO0CCC
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Additional requirements for Benzathine benzylpenicillin for parenteral use

(56 D000 D4 0101 IOT) "Parenteral preparations [100! CIIODIDN" O 00007 000000 07 O1001
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BETAMETHASONI VALERAS
Betamethason Valerate JUUIOIIIT OI000

C,7H3,FO4 :Molecular formula 000 oonom

476.6 Relative molecular mass /L] [T700] [00T
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-Graphic formula Q000 DOncam

CH,OH

H,C

co
HO -—OCgLCHzlaCHJ
BOM
ouL
1
H
0

:Chemical name U007 000!

9-Fluoro-118,17,21-trihydroxy-16B-methylpregna-1,4-diene-
3,20-dione 17-valerate; 9-fluoro-11pB,21-dihydroxy-16B-methyl-17-[(1-0xopen-
tyDoxyl]pregna-1.4-diene-3,20-dione: CAS Reg. No. 2152-44-5.
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BIPERIDENUM
Biperiden i
C2HoNO :Molecular formula [ [T
311.5 :Relative molecular mass (1.} [T]00] [T

-.Graphic formula OO0 DO0ca

[rijH2CH7COH

:Chemical name [[[J[[J] 00!

a-5-Norbornen-2-yl-a-phenyl-1-piperidinepropanol; a-bicy-
¢lo[2.2.1]hept-5-en-2-yl-a-phenyl-1-piperidinepropanol ; CAS Reg. No. 514-65-8.
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.B 000! 00 000 O 00 000 00!
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BIPERIDENI HYDROCHLORIDUM
Biperiden hydrochloride LIUIIIT D0000O00I0O

C,;H,oNO,HC1 :Molecular formula I
347.9 :Relative molecular mass [[J[]] [TT007 D00

.Graphic formula 0000 Do0cam

=~

=

(Nj CH,CH,COH - HCI

5

:Chemical name J[[[J[[J] 000!

a-5-Norbornen-2-yl-a-phenyl-1-piperidinepropanol hydrochlo-
ride; a-bicyclo[2.2.1]hept-5-en-2-yl-a-phenyl-1-piperidinepropanol hydrochlo-
ride; CAS Reg. No. 1235-82-1.
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:Chemical name [/ 0!

Bleomycin A, hydrochloride: N'-[3-(Dimethylsulfonio)-pro-
pyl]bleomycinamide chlonde: [3-[27-[2-[(25.3R)-2-[(25.35.4R)-4-[(25.3R)-2-[6-
amino-2-[(15)-1-[[(25)-2-amino-2-carbamoylethyl]Jamino]-2-carbamoylethyl]-5-
methyl-4-pyrimidinecarboxamido]-3-[[2-O-(3-O-carbamoyl-u-D-mannopyrano-
syl)-a-L-gulopyranosyl]oxy]-3-imidazol-4-ylpropionamido]-3-hydroxy-2-methyl-
valeramido]-3-hydroxybutyramido]ethyl][2.4’-bithiazole]-4-carboxamido]pro-
pylldimethylsulfonium chloride: CAS Reg. No. 49830-49-1.

Bleomycin B, hydrochloride: N'-(Guanidinobutyl)bleomycinamide hydrochlo-
ride: (BS)-4-amino-B-[[(25)-2-amino-2-carbamoylethyllJamino]-6-[[( 1 5.2R)-2-[[ 2-
O-(3-0O-carbamoyl-a-D-mannopyranosyl)-a-L-gulopyranosyljoxy]-1-[[(1 R,25,35)-
3-[[(15.2R)-1-[[2-[4-[(4-guanidinobutyl)carbamoyl][2,4"-bithiazol]-2"-
yllethyl]carbamoyl]-2-hydroxypropyl]carbamoyl]-2-hydroxy-1-methylbutyl]car-
bamoyl]-2-imidazol-4-ylethyl]carbamoyl]-5-methyl-2-pyrimidinepropionamide
hydrochloride; N'-[4-[(aminoiminomethyl)amino]butyl]bleomycinamide hydro-
chloride; CAS Reg. No. 55658-44-1.
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UOTOTT O IessHgaN1704485,HS0, A2 DOIITT LTI :Molecular formula IO DT
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Bleomycin R = terminal amine

*
A, = NHCH, CH, CH, 5 (CH, ),
OH NH
n
> 8, ~ NHCH, CH, CH, CH_NHCNH,,
oF

:Chemical name U[[[J[0] 000!

Bleomycin A, sulfate: N'-[3-(Dimethylsulfonio)propyl]bleo-
mycinamide hydrogen sulfate: [3-[2-[2-[(25.3R)-2-[(25.35.4R)-4-[(25.3R)-2-[6-
amino-2-[(15)-1-[[(25)-2-amino-2-carbamoylethyl]Jamino]-2-carbamoylethyl]-5-
methyl-4-pyrimidinecarboxamido)-3-[[2-O-(3-O-carbamoyl-a-D-mannopyrano-
syl)-a-L-gulopyranosyljoxy]-3-imidazol-4-ylpropionamido]-3-hydroxy-2-methyl-
valeramido]-3-hydroxybutyramido]ethyl][2.4’-bithiazole]-4-carboxamido]pro-
pylJdimethvlsulfonium hydrogen sulfate.

Bleomycin B, sulfate: N'-(Guanidinobutyl)bleomycinamide: (p.S)-4-amino-B-
[[(25)-2-amino-2-carbamoylethyljJamino]-6-[[(1.5,2R)-2-[[2-O-(3-O-carbamoyl-a-
D-mannopyranosyl)-a-L-gulopyranosyl]oxy]-1-[[( 1 R,25,35)-3-[[( 1.5.2R)-1-[[ 2-[4-

[(4-guanidinobutyl)carbamovl][2.4 -bithiazol]-2"-vl|ethyl]carbamoyl]-2-hydroxy-
propyljcarbamovl]-2-hydroxy-1-methylbutyl]carbamoyl]-2-imidazol-4-vlethvl]
carbamoyl]-5-methyl-2-pyrimidinepropionamide sulfate (salt); N'-[4-[(amino-
iminomethvlhamino]butvl]bleomycinamide sulfate (salt).
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“Chemical name U007 JUL

Calcium N-[p-[[(2-amino-5-formyl-5,6,7 8-tetrahydro-4-
hydroxy-6-pteridinyl)methyl]Jamino]benzoyl]-L-glutamate (1: 1) pentahydrate;
calcium N-[4-[[(2-amino-5-formyl-1,4,5,6,7.8-hexahydro-4-oxo-6-pteridinyl)-
methyllamino]benzoyl]-L-glutamate (1:1) pentahydrate; CAS Reg. No. 6035-
45-6 (pentahydrate).
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-Graphic formula 00000 Doncam

CONH,

“Chemical name U J/[J7] JUL

SH-Dibenz[b,flazepine-5-carboxamide; CAS Reg. No. 298-

46-4.
OOIIT 000 07 J0Z07 DO0 doooor Of OO0 O 07 077 Do 000z 00000 :peseription LIOILT
0000
(0/0 750~) D000 O OO0 000 R DI O 00 0 O OO0 DO :sonwbinity [I700T
R (000000000 TS

.Antiepileptic LILI 00T T0T :category I
00T 00700 T00 O OT0ooT 0o OO :storagel IO

REQUIREMENTS UIIOIOT

%102.0 U0 U0 U0 o98.0 U0 U0 O 00 000 OZOOTOOT U0 :General requirement [T [T
L0000 000 07 0000 000 IewsHisN,o O

‘Identification tests [JIUUL IO

.pl I B OO0 T A DITO0OC T 0700 OOT @

(0007 OO0 mooor ood O Ofor bon Or* 0mo 0o Doodo 0o oo Oooo 0ol :a
00 000l 0 Oiomo 00 oo .(43 10007 T DUD) "Spectrophotometry in the infrared region
(0000 10T 00 07 rs CICOIOTOD0N O 0D Ciodn 0o Jooo 0000 0o 000000 0o 0o D foo
LCIUCDT reference spectrum

(0T TOTOT 0077 0700 "Related substances UOIOD IO OI0I0 OO COOON DI0O0 07 00T B
.D U107 00 0077 4 0o 00000 [0ood 0w O ¢ 0oion ad

U100 0007 077 0000 Daes mm)y OO0 U7 000 0007 O 07007 00 00 f0oo oo 00 e

— 0007 00T 007 0070 3 000 000 00 O 1s (0/01000~) OO 0100 00 00 2 00 Oo.1 OOMI i

69



R
.°[193-189 :Melting range [[[l[1.]] (I

000 00 O000T 000 boe 000 000 Oro 100 :Heavy metars D000 (OJ1000T) OO
01 000) 3 000 OO0 D"Limit test for heavy metals [0 (OWI) OOIOT OO0 ODO7 OO0
.0/T000000 10 00 000 O O(128 0O00OT T 000T) A 0000CT OO0 00000 00000 D000 000 O(i27 00001

L0/000 1.0 00 0 O :Sulfated ash LJIIO0 D007

5.0 00 0007 0070 O Cefhos COOO COCOD O 00T 0O DU :Less en drying LIIIOCT 00T
0/

R OO0 2000 O 00 0000 0 00 00 20 O Or.o D00 :Acidity or alkatinity JUI0T 07 DOOOCE
(100 s OO/ 00T 0mo 00 00 o.1 0000 000001 00 00 10 00 C00O0 0000 0000 15 000
[0 00007 00 o.5 00 0007 0000 O Ovs (0/000 o.01) ONOOOT 00 0007 000001 00000000 00000
0.01) DIO00OI CI00 00010 s OOTD0W/OIMIT 0000 0000 00 00 0.5 OO0 .pink DIO00T 00T
000! 00T 010 00007 00 1.0 00 007 000 O Ovs (0/000

Thin- J000C DOI0C OOO0CO OO0 OO0 0000 0000 O :Related substances (010 [
(0 D000 7000 00I0C sitica gel R6 [OXIOT DOOD CODNOT O(s4 DOOCIT 0r (20D) “iayer chromatography
5 (0 [M000d 2 00O 0i 000D 0ol .0i0n oo r 00070 00 [0O0 140 re 00007 OO 000 86
Jo.os0 000 :(a) 000! Ir 0000000I0I0 Ts (0/0 750~) OOOIO! OO 00000 0OCO 00 000 O 00o
iminodibenzyl R OI00ZT DI O00CE 000 OO0 00 o.050 OOCC) x¢my OO OOT 1 OO O DOCE 0000 OO
00 00 5.0 OO0 =(py U000 OO0 1 OO O 000007 000 00 00 s.0 OO0 xcy OO0 OO0 1 OO O
O 000 .00 1 00 O rs ONO0O70OT OO 0000OT s.0 000 =ey UOIOMD 000 1 0O O rs OI0IOT0OT
[rs3 JOIOION Q0000 O 00io0 d000T Ooo oooon 0 0o 0on Idiooar iodo b fonon
000 {007 Co]OooT dodmT ommom Da 000 O 0o oo 0o oooro O 0ot oo O Qoooo 0ot 0doo
0 OD000 4oo 4J0omd 000 15 000 <Tiso 0000 0OCCE DODOT 00000 .. OOIQT 00 0000 O O
(0 0000 (I 00 000 0000 A 00007 00 00 000000 0007 00 o000 O . (i000; 254) ooom oo oo
.E 001

11000 Ts (0/07s0~) 00O 00 00 000 O D000VO0 00000 D01 IIOD OO0 Assay DO

70



00007 100 00 00 10 00 CJ00O0 00007 (100000 00 100 07 DO0O7 100 00 00 10 0100 .00 100 0001 000
1000 0007 O Omoon 00 1 0707 oo boo 00 OO oo s (0/07s0~) 0000 0o oo O
(rs OIIIONOOT 00 0000000 0O000n 0o O cysapNy0 00 0000 OO0 0000 285 0000 00000
0Ol 0o 0000 00 OO 000l 0on Do0om ooo iiodr G oo O .0oomo - doom Coooo

.0.02 +0.49 JIOMT

CARBIDOPUM

Carbidopa [JUJIIO0T
C1oH14N,04 ,H,0 :Molecular formula (100 [T
244.2 :Relative molecular mass [/[J]] [0 [T

-Graphic formula g

CHy

]
Ho@m?—é-—conu . W0
]
NHNH,

“Chemical name U J/[J7] 00U

(-)-L-a-Hydrazino-3,4-dihydroxy-a-methylhydrocinnamic acid
monohydrate; (S)-a-hydrazino-3,4-dihydroxy-a-methylbenzenepropanoic acid
monohydrate; CAS Reg. No. 38821-49-7 (monohydrate).
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Chlorambucil [I00IIO00T

C4H,oCLLNO, .Molecular formula N
304.2 :Relative molecular mass (][] IO D000

.Graphic formula g

:Chemical name /([ 0!

4-[p-[Bis(2-chloroethyl)amino]phenyl]butyric acid; 4-[bis(2-
chloroethyl)amino]benzenebutanoic acid; CAS Reg. No. 305-03-3.
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CHLORAMPHENICOLI PALMITAS
Chloramphenicol Palmitate 0000000000000 Ooiom

C,7H4,Cl, N,Og -Molecular formula N
561.5 :Relative molecular mass (][] IO D00

.Graphic formula g

I ]
H  NHCOCHCI,

:Chemical name [[[[[]] 0!

D-threo-(—)-2,2-Dichloro-N-[B-hydroxy-a-(hydroxymethyl)-p-
nitrophenethyl]acetamide a-palmitate; [R-(R*,R*)]-2-[(dichloroacetyl)amino]-3-
hydroxy-3-(4-nitrophenyl)propyl hexadecanoate; CAS Reg. No. 530-43-8.
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1,1’-Hexamethylenebis[ 5-(p-chlorophenyl)biguanide] diace-
tate; N,N’’-bis(4-chlorophenyl)-3,12-diimino-2,4,11,13-tetraazatetradecanediim-
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dazol-4-yl)methyl]thio]ethyl]guanidine; CAS Reg. No. 51481-61-9.
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-[42 {00 OODDOJICN 0000 000D @B

0000 00 0 D00 [moD: 0o 000 D00 Do I00I00 :Heavy metats D0 (CI0000T) OO000C

3 0000 OO0 I"Limit test for heavy metals [I00 (OMI0T) OUOT OO0 0000 0700 000 OO

000 0 O(12¢ DOOCIT Th O00) A OOIOCT D100 D00 (3000T) 000 O0o0 00 0Giz27 00000 T 0001)
/0000000 20 OO

0/000 1.0 00 DT O :Sulfated ash (IO D007

10.0 U0 TI00 U000 O Telhros OUOD COODT I O0OT OO0 U0 :Loss on drying L0 00T
0/00

9.5- IR D000 01000 000 00 0000 0000 O 00/000 5.0 D000 00007 0000 000 < pH - varwe 00000 0O
.8.0

.Packing material [0 I00 D100 A DCOT 0007 JUONDY :Related substances [0/0C T
0o 00 « 0007 [0 Oooim O s77-373 00000 O 00000 00 00 Oooc 0
25 (00 00 0000 moooon D"High performance liquid chromatography 0007 000D Onon doooore
0T ceramic UIIOUT I porous IO U1 I0IIOT 0000 00 DINOO DOO 0T 4.6 0000 0O OO
IO .Octadecyl silyl groups L0000 00 OIOOT ITHNI0 00O (007 000 DOTD 100000 10-s 0OOT
00 200 000 000 00CC 000 00 IO (oo » 0007 Omoo! 4o 0o 0o Do 00T Do ond
(000 000000 00000 0000o s (0/02) DOTO00T MmO D00 00 00 1o 0000100 00 00 190 O 10O
R UIOC0O0! 00 (000 16l 00 0000 0TDT D00 00od 00 000 s4 00 000D 0odr I Oo0oo oo
240 rs OOTOOT 00 DOC0CCOO 18 OO0 OO0 0OO0 system suitability D000 D000 D000 0000
0000 000 O .(a OO0OT) 000 0000 0007 OO0 070 00 00 1 00 O caffeine s OI00OT 00 0000000
(000 00on (s 0O00N) 0000 OODCO 000 000 00 00 1 00 0 0000000 18 000 000 000000 000
000 00007 O 000 D107 1o 0000I detector L0000 000 1 0O O 00 1 0I07 OIOT 00OCE
00 Oreplicate injections I00I0N 000 6 0100 . OON0 UDO0 MO0T O0UIONT 228 0707 000D 0007 100
OO0 U0 D000t 0007 O Cpeak responses LIONT LML LI . A OOIOC 0T I00OOC 10 (DI
000 O O70oo 00 0ooo 00 D07Oor 00 OO0l OLE relative standard deviation
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OI00I0T0 OO O resotution 0001 000 Due2.0 U DI 00I00I 000 UT DIC0OC 007 00O OvOooOm:
(000 00 I70ood 1o 000 O Q00700000 1.40 OIIOT 1.0 IH00 00O U000 10 000 30 00O O
[0T0I00 000 0 Omonodr boog 07 dioroior oo CMoodr mon Qo o Q0 il Mo B

.0.99 U0 003000 0000 00 000oD o oomam

[000 Ora OO OO0 OO0 00 00 30 O [T00O0 T0000 D0o.25 ICD O :Assay DU
[ 0000 0ot OO 00000 00 100 000! 0o 00 0o 0od ovs (0/000 o.1) Um0t oo
00 00 00 1 00 (142 D00OT T 0) A 0000T OO0 IMNon-aqueous titration 100N 00T
.CioH1eNeS U0 000 25.23 000 vs (07000 0.1) OIDOIO00T

Q0001 0I0oi0O7 oo Ooniiioion boob boion oo

Additional requirement for Cimetidine for parenteral use

(56 1000 04 0000 00T) ‘parenteral preparation 00! ONDOIOT" O 0OM0ON 0000IDO! CO000

CLOFAZIMINUM
Clofazimine IO

C,7H»,C1; N4 :Molecular formula JI0an ooom
473 .4 :Relative molecular mass (][] IO 700

-Graphic formula 000 Doncam

Cl

@Nﬁ NH-@CI
:Chemical name U0 OO

3-(p-Chloroanilino)-10-(p-chlorophenyl)-2,10-dihydro-2-(iso-
propylimino)phenazine; N,5-bis(4-chlorophenyl)-3,5-dihydro-3-[(1-methyl-
ethyl)imino]-2-phenazinamine; CAS Reg. No. 2030-63-9.

{007 IO o0 7 o7 Qoo fooo: O 0o Dof Do7 0ozt Oood :peseription L1010
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0 07007 DI00 Or D00IOCOICT OO 100 15 O OO 0000 07 © 400 OO :setwbitity IO
R 0000 1s (0/0750~) OOII

.Antileprosy (007 0000 0oo .Category 00om
U007 I000 000 © 0oommor gt 00 :sterage 0O
el217 TID DUOTOOT 000T : Additional information ZTLIT CITIII

REQUIREMENTS [l

%101.0 U0 U0 00 o98.0 00 U0 0 10 000 OIJIEIOT U0 :General requirement 071 CVI0TT
L0007 0007 O 00007 7000 DeypHascN, I

‘Identification tests U011 LJI0000

.cl B UIIO0ON T A O0IOQC 007 O7CC OOU »

10000 4O mooor ior 4 0ion s Or* 0oo Do 0oooo 00 oo Oooo 0oteeea
00 000! O Oiono; O oo .(43 10001 T DUD) "Spectrophotometry in the infrared region
OIIIIOT reference spectrum OOOOT TIOT 00 07 s OIOONIIOT 00 DI 0007 00 DO0C

(0/000 0.01) OOMNI/OIDIIOO0OD 4O 00O O 0O/00 s.0 00D 00O 0000 OO DOOT <8
4870 [IO00T 283 000 OTOO00 Q000 D0J0TT eool OTOCT 230 U1 OIODOI COOI O D0O0 OO Ovs
00T 000 Jo.320 0.65 I LD LI0OOT 00O O 00 OO0 0007 Qo000 Qo0 oo

000 00 Ors (0/0 420~) OMO0O00OI 00 00 00 0.1 OJI0I0 R O000! 00 3 O D02 0000 O0 =
— 0000 000 00X OO Ors (070 200~) 00D0OT 0OOO0DD 00O 00 O0 0.5 OJICI 0D DOOO
Rujl

000 OO0 Do0on 0ol 000 0OOT Dro D00 :Heavy metats (000 (CJINOCT) OOOICC

01 000) 3 D000 OO0 ["Limit test for heavy metals [T (CIIIOT) OO0 000 ODOC D000

10 00 OI0 O D(12¢ DO0OT 0n 000) A O00UDT OO0 D000 ([00007) 0000 000 00 D27 00000
.0/1000000

07000 1.0 00 DI O :Sulfated ash IO D107
s.0 00 007 OO O Tedhos THED 00O DT O0CT 0O DII0 2ress on drying L1100
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.o/

(070 [oOT fodoO™ bimo U0 00Oz 00 00 I70O0 DX :Related substances (LU [T

0100 IEDD) silica gel R6 (0007 0000 Doomon D(84 10007 T DHD) "Thin—layer chromatography
0000 30 000 0OMON 000N Moo 00 Diomoo 0 00 0000 bon 0o 0000 01 0o 0o jon
(0mO0 007 000 JCnom 00ooo s (0/017~) 000! 00 shaltow (000 00 OO0 ODDI 100D O
0007 .r DOO0] -1 00 0000 40 r 070 00000 OO 00 1000 s U0 0000 0000 idoo noo o
[ 00007 000 00 00 20 000 (a) 0000 0r 00000000 O 000 3 00 000000 s 00007 00 DO
0070 00 D00 0.10 UJOO :(c) DOIOMD 000 1 OO O 00O D00 00 00 0.16 U0O :(B) OOION D00 1 OO
00 00007 0o 0oo 000 00 007 00:2 0000 00000 0o jode Ooon .00« 0O O oooo;
(000 DoOI foox 0odo .oo0ar 07 f0ia biod 0o s ood oo 0 0O 0r idoedr inod
(0000 O Dooor 4oo 4oog 0omo s 000 oo ¢ Do ood; 0o toor 0oon 02 0
[0 00 000 0007 D000 oo oo 0aloooo 00 0 oom 00 0000 O (0000 254) 00000 000
.B 00000 00 00077 O 00 100 000 fuodo O 0ol i00 0 Co O Goo 0o 4o 00 Ie Doidr 0o iom

[r 000000 00 00 s0 LI00N [r 00000DOIC 0 20 O 0200100 D000 [00.4 0700 LI - Assay OOITOD

Non- 00T OOOT O 0000 000 OO0 C00O00 00 (00 vs (O/000 o.1) OOOOOT CI00 0000

(0/000 o.1) OIO0IOOI OO 00 00y 0O (142 0000 0n 0000 A 00007 OOD [Maqueous titration
.CoH,,CLN, U 000 47.34 IO vs

CLOMIFINI CITRAS
Clomifen citrate UII00I00 OO0

C,6H,5CINO C¢HgO; :Molecular formula N
598.1 :Relative molecular mass [[[J]1] [7007 070

.Graphic formula [O0000T DO0cam

Cl

I CH,COOH
QC_? _QOCH’CH’"‘C’"SH I’
- * HO—C—COOH

|
CH,COOH
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:Chemical name /([ 00!

2-[p-(2-Chloro-1,2-diphenylvinyl)phenoxy]triethylamine citrate
(1:1); 2-[4-(2-chloro-1,2-diphenylethenyl)phenoxy]-N,N-diethylethanamine 2-hy-
droxy-1,2,3-propanetricarboxylate (1:1); CAS Reg. No. 50-41-9.
‘Description [1[[]

0 00007 O Ir OOTIT O 00007 00 e 0O0DOOOCOMD 0O O 07007 000 :Setubitity IO
000 r 0000 O D007 000 Ors (0/0750~) OO0

.ovulation inducer [JZ0] CIOCI0 .Category 00om
00T 00 (00 [0 00ioo Doe O Doooior Uono 0o 00 :sterage UI0UT
71 g 000D D0000 00 070 00 DOZ0IOT OTCD - Additional information [T LIIOUID

. (geometric isomers)

REQUIREMENTS 100

00 00 00 997.0 00 007 O [0 000 OTODOT OO0 D00 :General requirement [ CII0]
I(z-isomer) z- 00O 00 %s0.0 00 0 00 %30.0 00 000 O 000 IC46Ha5CINO CoHz0, O %101.0
(D000 0o O 0o0o omeoo 000

‘Identity tests (/00T D0

.cl B UIIII0O0ON T A OTIOO O0CT 000 »

00 0000 oo O 0bdr Dof 0" oo Od oot 0o o Moo 0dnroea
00007 O Di00on! O Do .(43 000z DIDUD:) "Spectrophotometry in the infrared region[ I
LT refernce spectrwm QOO UIOT 07 07 rs OOOCOT L1000 O OJIOT 00 00007 OO
Lunaon

OIN0I0000D 10 O 00/1000000 25 0000 0Ol0 Mooor oo ibo 0 Oion 0o 00w @8
3920 OI0M0 235 (000 OJIDOO0 OO0 0010000 3500 00000 220 O30 OODON 00000 Ovs (O/000 o.1)
00T 000 Do.440 .79 OI07 OI0OT OO 000 O 00 0007 000 000 00 0i000T 0oo1 Jooom

General [III CIONO0O! OMIOM OO0 OO0 000X B DO O0/00 10 DOOT D00 OO <c
(121 00007 T 000) OJIOTOT 0000 00000 "identification tests
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00 00000 00 100 00 000 OOOC Oro DODIOD :Heavy metats [T (CJTO0OT) OOIOCD
01 0I) 3 0000T 000 "Limit test for heavy metals [T (CII0T) OO0 DOO 0007 0700 0000
.0/1000000 20 00 000 0 0(128 0000 T 000T) A 0000OT OO0 000000 00000 D000 00 027 00001

0000 00 r OO0 00 30 O Or.o DOOT 00000 OOCE :solution in methanol UUZTT [ (OO
U0

Determination of water by [0 OO0 D000 T OO0 OO0 OO0 CJOOCC 00 T80 OO :water 102
000 O 0007 00 Oq 0700 D0000 O(1as 0000 [ OI0O0) A D000T OJOO Mthe Karl Fischer method
.0/000 10 00 00 DOO

Thin-layer 000 [00 OU00" 000 OO0 O0O00 D000 OO0 :(z-isomer) z- OO
90 U0 0III0 0100 10000 sitica get R2 [ONIOT 0000 TOOION O(s4 DOCDOL 01 DI0) "chromatography
1000 00 00 100 OJI0N .COO 000D 007 O0 OO0 10 Ir OOTIT OO 00OC 10 DUOOIOCODOOT OO OCO
I(a O0IO) s (0/0 750) OOINO! 00 00O 10 w 000I0O0IOT 00 0000 30 00 0000 00 00 50 O 00000
00 007 (s OOI) OO0 CJ0O0 0000 00 00 s O rs 000007 ONNOC z- OOON 00 000 so OO0
[0 B 00007 00 (MCOOC 1000 LOOOT OO 000 A OOICC OO 0700CC 100 UIOOU syringe T0O0 OO0
[0T000T 1000 00 1000 00 00 Lwlaek D000 000000 007 007007 0000 0000 0do0 Ooof
bands J000 000 . (TIOCID 2s4) DIOOONT OO0 00000 O OD0CO OO0 OO0 oo & o0 ook
00 00100 00 oo j00oo 0o 0 80 A 00000E O 000 j00or fooo 0tom 00 z - oodn
OOTOO 00 00 10 LJOIOD .0JOJOD COZON OO0 07 0 000 Detank 00IOT 00O DOMDOT D000
001 00T 000 DOD 00 Omoon 0o .0oo] @7 0oy [o0r oo fomar O 0o Or s (0/07s0~)
000 .1s (0/0 750~) OO0 OO0 00O ON0T 000 000 01000 240 0000 OO0 DODOT O0MO0T
(00000 [DJuo Crooor foo oo Do 0o Ooor Ul DU Qoo -0On 000 z - Ooloo Ood
z-00100 U 00 4, IO 00 OO0 00 4, OO 40 (w2)(1000)/(42)(wyy <D D007 OO0
L0700 z-000000 0000 0007 00 w0 00m00! 0000 D00 modo 00T 00wy Ors OOIOOIOT LI
.0/000 s00 00 007 00 O/000 300 U0 00 z-00I0O0 OO0 0000 O [rs OO0OIOD

(100 000 0ra DOIT OO0O0 4O 00 00 30 O I70000 0000 0010 D07 OV - Assay DU
I"Non-aqueous titration 007 OO0 O [0T0T™ 0000 0O CI0O00 00 100 vs (0/000 o.1) OI0DIDOT
000 s9.81 OION vs (O/000 o0.1) DI0DOOT L0 00 00 1 00 (142 00000 [ DI07) A 0000 DOO
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.Cy6Ha5CINO C4HyO; U]

COLCHICINUM
Colchicine UI000I000

Cy,H,5NOg -Molecular formula (000 oonom

399.4 :Relative molecular mass [1/[J[[ [TI00] D000T

CH,0

O. ““NHCOCH,
CH,0

CH,0 =0

OCH,

-Graphic formula g

:Chemical name [/ 00!

(8)-N-(5,6,7,9-Tetrahydro-1,2,3,10-tetramethoxy-9-oxoben-
zo[a]heptalen-7-yl)acetamide; CAS Reg. No. 64-86-8.

0007 1000 seates OO 00O O LOIOT 0OOME OO0 0000 00T U :peseription IO
100 100 0oo 07 0ordr doo dtoooo boar o

00007 0100 [r 0ODIODOIOOO Ts (O/07s0~) OOTNOT 00007 00 00T O 010 :setubitity (2007
ROOO

.Antigout O000T 0000 oo .Category 00om
00T 07 100 000 Uoio o 0 DOoDot U0 04 -sterage 01001

colchicum U1 U0 011 alkaloid OO [0 OOIONOT : Additional information [T LTI
00T CI007 070 Mo 0ot 000! (Litiaceae (OO [NOT) ausumnale

07007 Q7000 00 omome 0oor Do DOg Moot o Doonor oo -0od

REQUIREMENTS OO0

%103.0 U0 [0 00 997.0 00 007 0 10 000 DOMODOT 00U :General requirement [ LI
000 00 00D [0 0o Of 0000 D000 CeppHasNo, U1
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‘Identity tests 00T OIOTCCCE

.DU ¢l B OO T A 0007 0707 000 »

00 00 oo O 0bor doon ¢ oo oo Dot Doc 0dzr s
0000 0 D000 000 0000 . (43 D000 0n (I0) "Spectrophotometry in the infrared regionJ0[]
UUINIOT refernce spectrum DIOIL LIIOT 00 7 rs OLIOMOT 00 DT LI00 00 T000° OO

0 00000 0000 Ors (0/07s0~) OONDOD O O0/00000C0 10 DIOOT OO0 0000 OO 000 B
350 (000D OO0 243 70 00O 00O O D000 D010 07ooll ool [0 230 O LIO0O? 0001
00

000 O Ors (0/025) OI0I007 D000 00 00071 0000 s (0/07s0~) 0000 O 00 30 UM :C
000 00

(JI07 000007 0007 0o 00 Ors (0/01760~) DIO0TOT TI0O OO Olo.2 0700 00 00 1 OO0 :p
(00 0000 0000 00000 O O00T Dooon 07 000 0010 Ors (0/01000~) O L1000 0.1 0700
[III0OT DiODooon 0o Oo ODbol DOl Oifr oo .[oo; bor? 0oo Or doodn Or mor Dot
0000 07 007 000C Irs (0/0so0~)

00 0000 0000 00/000 1o D00 D00 OOMOT -Speeific optical rotation DO 000N D00
J[a)p € = = 425 to —460° U0 OO TTI0)T (000 OOCT

/000 1.0 00 0 O :Sulfated ash LJIIO0 D007

OO0 1O 4 02 <030 JUIOE OIU :content of solvent and water (110 [JI0T [0 JOICE
[10 00000 00 100 0 D00 0o 0ot 0o 0d Oe.s OO0 .000I 007 (i oo 00 Oe.s 0o
0007 00U I"Determination of water by the Karl Fischer method (00 000 oopoo 0o oo oo
(0 000 00 O0i00 0007 0o 0000 000 0 000000 v 0000 000000 O(14s 00000 0 0000 A
.0/000 145 00 0007 00 0/000 115 00 00 0O/0000 00000

[L0i00 oo 0oo oo 0O o2 NIOM T0 0T 4 O Uo.os O :colehceine LIOIHIIIT
(0001 007 00 00 o 000! 00O 00 01 0o 0000 0 00000 00 00 e 07 000 Ors (D/025)
cobalt colour [ITIO0T OO O0CO OO OT 1flivon colowr Ts HI00I OO OOCO OC 0T 2 000 00 0T OOTIT
(TS
000 010 s (0/070~) OINDO000D IO 00 OF 0.700 copper colour TS LU 007 00I0 00 00 2
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(53 00007 T TI0]) "colour of liquids 0Z00T O™ 0D OO0 0000 00 [0 OO0 [0

(0700 (O fovooO O U0 00Oz 00 00 IT0O DX :Retated substances (LU [T
(07 0070 000 D0io? 00om Doimo: 0ioon Dooiom O(s4 I0007 0r D007 )" Thin-layer chromatography
[r 00Z0CE 00 1000 20 Ur 00000OION 00 0000 25 00 00000 OO0 0000 0I000T 254 0000 0000 Ooog
(I OO 0o 070000 2 00Dar O DOoow bion .0oom 0ood s (0/0260~) 100000 00 1000 o.40
2.5 000 :(B) 0000 OO 1 OO0 O 0000 (00 00 000 s0 OO0 :(a) OO0 Ors (0/0750~) OO00T O
000 J0o O 00T 0ol boooodl Iood Lo looos oo 0o 0o« 0o O Oooor (oo o O
00007 MO 0a 00000 00 O 000 00 0000 O . (700000 254) 00000 000 000! 0 0Doion 0eo
.B 00007 00 0007 [0 O 000 0Jo7 oo

[0 Cacetic anhydre LIZIOCT OOOOMO0 OF 0000 O ITO0IOT TO0CC Do.os [CIOT LIXOT :Assay DU

[ 000 0ot &0 0000 0o 00 000! oo 000 00o 0o Ovs (0/000.02) O0000m o0

0 00 00 1 00 (142 0O0OT D 0IO0) A D000T OJOO [MNon-aqueous titration OO0 00T
.CooH,sNO, U0 00 7.988 IO vs (U700 0.20) LIOOODT

CYCLOPHOSPHAMIDUM

Cyclophosphamide [[UJIOIJIIIOL

C;H,5CILN,0,P,H,0O :Molecular formula 000 oonom
279.1 ‘Relative molecular mass |1 [[T00] (0T

-Graphic formula Q00000 Doncam

“Chemical name U/ /] JUL!

2-[Bis(2-chloroethyl)amino]tetrahydro-2H-1,3,2-oxazaphos-
phorine 2-oxide monohydrate; N,N-bis(2-chloroethyl)tetrahydro-2H-1,3,2-oxa-
zaphosphorin-2-amine 2-oxide monohydrate; CAS Reg. No. 6055-19-2 (monohy-
drate).

.Cyclophosphanum [II00I0IO0 :other name OOLI OOO0
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LI 00T 0007 UOUEE rDeseription LI

R 00! 0 07007 0100 Ors (0/0750~) OOII0T O 07007 00 0000 0 010 :setubitity D007
.ceytotoxic [T (10 T0T :Category I

0300 2 07 1010 0000 1000 D001 0010 Moo O DIioioos 0oo 4O -sterage 00O

(OICCO0COoO [omoe oo IZoiD fotr 0o OO o000 :additional information [IILIT LJIIOT
L0000 00000 Ioito? fotmoo Ooor do Qen 4o 0ol

REQUIREMENTS 100

00 DI00 00 wwes.0 U0 000 O 10 000 DXCOIDIOOE OO :General requirement (0T LIIO
.anhydrous (LI 00T OO0 OCOOIT THOC eyH,sCbN,0,P O %101.0

‘Identity tests [/ [T

0000 0000 07 0 O Ors (0/040) [O0T ONT 0000 00 00 s 0100 00 00 10 O Do.1 01T :A
Ts (0/0100~) IIO00O! O OO0 O s (0/0130~) T 10 O OO0 O OO 0O 00T 0000 00
.1s (0/0130~) O IO 0000 000 OO0 100 00 0007 000 0010

007 fumes 0700 00O 00N0 00O Ts (0/0100~) ODONOC OO 00001 O O 20 O :B
(100 CJ0O0 000 Ors (O/0100~) OOIOMD OOOO0 1300 0 O0 O0s 0000 0000 000 .OO0%
JI0T Como0T oo oo 4o D0o0D A OO0 000! [0 0om Ors (0/0130~) OI00
(122 [000T [ DI0) O0000D0D! D00 000D "General identification tests

100 010 OO0 UI0Ee 53- 49 *Melting range [0 O

[0 T0 0 1o U Uo.20 IOIT OOE OOCE :Clarity and colour of solution UILI DI [I0]
001 000

Determination of water by [0 OO0 I000T T (0T OO0 OO0 CJO0CC 00 00 OO :water 102
O 0 [00T 00 Oo.3 0700 T0OMOT D(14s DO0OT T 07) A DOOOT OO0 I the Karl Fischer method
.0/00070 00 0000 00 0/000 55 00 000 OO0

(000 Or OO00OT DIO00 000 00 0000 00 0 00/000 20 0000 00007 0000 000 :pH - varwe D000 000
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7.0 - 4.0 (1000 00 0700 30 [

(0707 Mo Croor 0imd 4o oo o ]DD (007 UL :Related substances (00T [0
1000 TOEC Silica gel R1 (007 000 mooo (84 10001 D]DU)"Thin—layer chromatography
0001 0000 r OO 00 1000 250 Dr 000I0O0ICN 00 0000 25 Dr 000 00 000 50 00 00O
00 O 07007 000 0o 00 2s 000 :ay DOIOT 0OT0 000 00 07oood o 00047 00 0omo oo
UJI00 40 070 0000 0g s.o O D700 000000 0000 00 Oo.r2s OO0 ey UOIDM w D00M0OIOC OO 01
00 I004T O D0 .el20 0000T 07 007 07000 000D 30 00D reflux condenser UOOUNI UTION OO
000 DOOUI .triketohydrindene/methanol TS OUIUD U0 D000 O OOT 00T J0OI0OO0 1000
0007 07 000 Do.2s0 o.10 U0 &, 007 O 0s 00N 0T 0000 00T 0007 00T 0007 0000 O Coooo
[T I0DICC Os.s00 3.50 LI &, 000 Q0 O OO000 00 00O — DOOID 000 0007 0o . ooar om oo
00T 000 0do oom

/0010000 DO00000 Omo 00 00 20 D000I00 00000 00e.2 0000 07 300 - Assay OO
00 3 0000 00 30 J00J0 DN0 0000 00000 1 (00 000000 01000 000 oo 0o 0 .vs (/000 o.5)
(1000 D0007 JO0 . vs (0/000 o.1) 00D U7 00O 00 O020.00 1s (0/01000~) O OO0 00
Ivs (0/000 o.1) [00O0OC OJNNOOT 0000 000D O 0000 07000 diethyl phthalate R 0000 00 00 5
10000 T 000 07000 0o 00000 s (0/045) ferric ammonium sulfate 000 00 OO 5 TOOIOT
00 00 13.05 000! vs (0/000 o.1) 0O0T OO0 OO0 00 00 1 OO .0000OT OIONO0I 0000

.CsH;5CLN,0,P

CYTARABINUM
Cytarabine [JIIUII0L

.CoH;3N3;05 .Molecular formula JI0an iogm
243.2 ‘Relative molecular mass [l [[T00] (10T

-Graphic formula OO0 CO0cam
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NH,

N |
ofl\u

HOCH,
[}
HOy

OH

:Chemical name U[[[[[J] 00!

|-B-D-Arabinofuranosylcytosine ; 4-amino-l-B-D-arabinofurano-
syl-2(1 H)-pyrimidone ; CAS Reg. No. 147-94-4.

0TI OO0 07200 O I 077 007 OO0z 000U :peseription LU

R 000000000 s (0/07s0~) DOINOT O ON0ON 0X00 D000 O 00007 00 - setubitity TII00T

.cytotoxic [0 [0 T0T :category [

[ (000 00000 IO 00Ot 0o fooo food omof oo 0 Doorgr Dot 0o csterage 001
15 00 O

00T OO [Omo 07D 0ofr 0ol 00 :I00 :Additional information (1011 CITIID
L0007 T0iT Omeo! tio7oo Dot Oo Qo Do Looo

REQUIREMENTS OO0

%100.5 OO 010 00 %99.0 00 U0 O 17 000 OZICHT OO0 :General requirement [0 LI
L0000 107 007 0000 0004 OeeH,sNsos U0

‘Identity tests [0 DIIO0COC)

00 0ol ot O 0oor Oibn oot 0oo Do Doooo 0o oo 4o 0de s
0000 0 Oiooo 4o oron .(43 1ooaz DIDUD:) "Spectrophotometry in the infrared regionﬂ]:DDD:
OIIIOT refernce spectrwm OIOIL TIIOT 00 07 Rs OIOTIOT 07 OXTT LIIOT 00 D00 O

(0000 Dvs (0/000 0.1) OIDDIOOOOI OO D DO/0000000 10 T00D 000 O0OT0! OO OO0 -8
007 0000 2s0 OO0 D000 OOOT TO00OC 00000 DOMOIT 3500 (I0OMT 230 OO LIIOOOT DOOCT O 00O
.0.55 [0 0000 000 O 001 00T foo 000 oo 4o

+ 154 to + 160° [00/000 10 JO0T 000 OO0 :Speecific optical rotation [T OOOIIT D00

20°C —
lalp =

0/000 5.0 00 00 O :Sulfated ash CJIIO0 D007

98
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MESILAS DEFEROXAMINI
Deferoxamine mesilate [/{[JJU00I0I0T D000

C,5HusNOg,CH4O5S :Molecular formula 000 oonom

656.8 Relative molecular mass [1/[J[[ IT00] D000T
-Graphic formula (000000 oo
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N-[5-[3-[(5-Aminopentyl)hydroxycarbamoyl]propionami-
do]pentyl]-3-[[ 5-(N-hydroxyacetamido)pentyl]carbamoyl]propionohydroxamic
acid monomethanesulfonate (salt); N'-[5-[[4-[[5-(acetylhydroxyamino)pen-
tyllamino]-1,4-dioxobutyl]hydroxyamino]pentyl]-N-(5-aminopentyl)-N-
hydroxybutanediamide monomethanesulfonate (salt); CAS Reg. No. 138-14-7,

.Desferrioxamine mesylate UOUIUILIT LD :other name DULE OOCE

{07 IO 000 7 0O doo doooor 4o [t on 4T 0oz U002 peseription LU

0 00007 D00 Ors (0/0750~) OOIOOD O 0000 0007 OC 0000 s O 010 :setubitity [TT00T
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01000 0.6 00 OIIOT 000 0000 0 D125 00007 Dr DI0Y) "Limit test for sulfates 0T 000 0007

U000 0 02 10 U Oro OO U DOLE rcrarity and colour of solution U107 OO 00
.0.10 00 007 O O0I00CT 420 OO0 OOOT DO 00O 000 000 00 0oioor oo

/000 0.1 00 0 D :Sulfated ash LJIIO0 D007

Determination of water by [ OII0 JIOO0 U107 10 0100 00 D00CE OO0 [00 007 :water U7
0007 O 00070 00 O D0 D00I0T O(ras DO0OT Dn 0000 A 00007 OO0 Mthe Karl Fischer method
/00 20 00 00T OOO

[r OO0 DIOO0 000 00 0007 0 O 00/0e.10 TIOOT 00000 DO 007 <pH vatwe 000 OO
6.0 -3.5

QiioT 0 00 00 2 D00 00 00 15 O 00000 00000 00o.3 0700 LI - Assay OO
(700 0707 000 000 Dvs (07000 0.1) ferric ammonium sulfate D000 00T D700 . vs (07000 0.05)
.calomel refrence electrode LU0 U0 OOOOC platinum eletrode 000 00 Doon Do0ioT oo

CasHsNeOs,CH,058 [ [0 65.68 UII0] vs (O/000 0.1) ferric ammonium sulfate 0010 00 001 00
.(B (0001 00000 DOO OIom 00i0? Cogy

DIHYDROCHLORIDUM DEHYDROEMETINI
Dehydroemetine dihydrochloride U000 DI00M000000 O

C5oH35N,0,4,2HCI :Molecular formula (oI oo
551.6 :Relative molecular mass |_[J[]] [T00] D000

-Graphic formula (0000 doncIm

H,C
H,yC N
W
_—CH, CH, + 2HCI
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:Chemical name [/ 00!
(£)-2,3-Didehydroemetine dihydrochloride; (+)-2,3-didehy-
dro-6",7,10,11-tetramethoxyemetan  dihydrochloride; (=)-(11bR*)-3-ethyl-
1,6,7,11b-tetrahydro-9,10-dimethoxy-1-[[(1bS*)-1,2,3 4-tetrahydro-6,7-dimeth-

oxy-1-isoquinolyllmethyl]-4 H-benzo[a]quinolizine dihydrochloride; CAS Reg.
No. 3317-75-7.
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DEXAMETHASONI NATRII PHOSPHAS
Dexamethason sodium phosphate [JUUIIOIOIINI DOIOO D000

C»H,3FNa,Ogp -Molecular formula (000 ooom
516.4 ‘Relative molecular mass [/[][1] [7007 0770

.Graphic formula 00000 Donaam
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CH H
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:Chemical name [0 00!
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9-Fluoro-11p,17,21-trihydroxy-16a-methylpregna-1,4-diene-
3,20-dione 2 1-(dihydrogen phosphate) disodium salt ; 9-fluoro-11pB,17-dihydroxy-
160-methyl-21-(phosphonooxy)pregna-1,4-diene-3,20-dione disodium salt; CAS
Reg. No. 2392-39-4,
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porous polymer [I00 U 000 OT0 000 04 0100 000D 000 1.5 OOMC 0000 L0000 O D00
0°0135 D000 OO0 00007 DO0! (0000 00l 000 00O0 00 00 000000 1ee-80 000 00 OI0IO0)
.flame ionization detector LI [ UNII LJIOCT COOIOM 0T 0000 r DODOCT 00O

000 O 0 0o.790 UNOI »f20 0000 U0 1 OO O 000D 07 DM 00O/00 000 oomidr 0oo 0o
0/070 8o OO

[r OOIOOT OIOO0 O 00 0007 0 O 00/00 1o D000 C000T 0007 O0C :pH vatwe D000 OO0
.10.5-7.5

‘Free dexamethasone and other related substances [II00] DIOT D0T0 OO0 OODCZOIOOCI]
(1 DUDD "Thin-layer chromatography [IIJII [00T OO0 0000 OO UOOO0 00 [00 002007 O
2 (00007 000 DOOD 0107 0000 0000 r OOMID 0000 000 R 007007 0000 000000 0(s4 0ooon
x(8) 0000 100 1 OO O CrI00! 0o Of 01 1o OO0 Ay 00007 00000 O 017 Q000 0g rboad
0 UJOT 007 0ODOoon? i00D Qo Uror 0o ooe oo « 00 O rs OOOMMO00T 00 01 0.20 OO0
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0 200 0007 000 0000 00T OO M0 700 O J700i00 [0odo 0Qo.2 0I07 OOTOD :Assay 0000
00 .00 241 [0 OO0 0OC0 U007 0. 0007 000 boo 00 0dior 4iog G orr 0o s 0od
.(Al% =297)29.7 [ION0D0! 00T TD0O0T IexpH,sFNay0p 00

1cm

00000 0I0o00 07 nomol 0001t boindd 0iodo boo oo oo

Additional requirments for Dexamethason sodium phosphate for Parenteral use
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00" 000 OO0 00000 00 100 D000 0100 :Bacterial endotoxins LIJ0I00] TIOI0N OO
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DEXTROMETHORPHANI HYDROBROMIDUM
Dextromethorphan hydrobromide U[IUIIOOOIOINT DI00OCOOCIO

C1sHsNO,HBr,H,O :Molecular formula (U (11T
370.3 :Relative molecular mass [ [[J[1] [TZ007 170

-Graphic formula Q00000 Do0aa

“Chemical name U007 00U

(+)-3-Methoxy-17-methyl-9a,13a-14a-morphinan hydrobrom-
ide monohydrate; (+)-cis-1,3,4,9,10,10a-hexahydro-6-methoxy-11-methyl-2 H-
10,4a-iminoethanophenanthrene hydrobromide monohydrate; CAS Reg. No.
6700-34-1 (monohydrate).
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00 Ir 0OCOODOOONC s (O/07s0~) OOIIOI O OO0 0O 0000 O 00007 007 :sotwbitity CIIOOT
000 r 0000 O OTC
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.(43 10007 T DUDD "Spectrophotometry in the infrared region ool OO 0ooo! fooo O onan
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0/0001.0 U0 01 O :Sulfated ash (0000 000

Determination of water by [0 OO0 I000T T OO0 OO0 OO0 CJOOCC 00 00 OO :water 102
OO0 00 O 0000 00 Do.2 TII7 TODNOT D(14s 0000 Tr OIOT) A ODOOT ["The Karl Fischer method
.0/000 ss 00 0000 00 0/000 35 00 0

(00 000 v DOTCOT 000 077 00 0o e 0 0d so O Oo.a UL :pH vatue DI 0T
.6.500 5.2 [0 00T 01 . e[i20 00000 OOCCE MO OOUID 0O 00T 00 20 07 OO

(00000 000D D000t OO0 ZoodT o0 o s O Uo.s UMD :pimethylanitine 11T [0 017
0T 00 0 0000 Ors (0/010) 0ODDOT OO0 000 00 00 1 0rs (0/0e0~) OO0 OO 00 004
25 [ N,N-dimethylaniline R [ 000000 5 OO0 00000 OO0 DOTOCT OO0 W00 25 0000 000 D000
[0 1JOO (0 (0o Oodoo Dooor 0o O oo bo oot oo oroo; Low O O Do dodr 0. 0
000 000 000 000 0 0(s3 00007 0 0100 “colour of liquids TIOCN OO OO0 OO 0000 OO
.0/0000000 10 OO OO0

(0/070~) DIDOO0OT D0 00 0000 2000 0 s 00 OIOX :Phenolic substances [T I
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[0 CMOIT OO0 0000 0000 s 000 DIonoo0 0oio ioio [0 000 00 s 07 400 0(0/0s0) 01000
000 07 D007 O O jodr 0o fitdar O 4od ooz O

0000 Dra 0000 OO0 OO 00 00 40 O 000000 00000 D0o.s 0000 OJIOD - Assay OOJOC
(000 00000 010 0DoO0n Noood 0o [ Oon 0007 0rs 000l CO/00 4mol 000 00 O0o
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35.23 000 vs(O/000 0.1) OIOIOOT IO 00 001 00 (142 00007 0n 0000 A OOOOT Mtitration
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DICLOXACILINUM NATRICUM
Dicloxacillin sodium JUII0OT O0IOIO00NC

C19H;6C11N3NaOsS,H,O .Molecular formula [oo0 oonom
510.3 :Relative molecular mass [ /(][] [T007 070

-Graphic formula QOO0 Do0ca

COONa

>‘\l<cr+,
L CHy « HO

Cl 0

H
7 N\ CONH \1—1‘.
= J\OJ\ H H

“Chemical name U /007 00U

Monosodium (25,5R,6R)-6-[3-(2,6-dichlorophenyl)-5-methyl-
4-isoxazolecarboxamido]-3,3-dimethyl-7-oxo0-4-thia-1-azabicyclo[3.2.0]heptane-
2-carboxylate monohydrate; monosodium [25-(20,5a,6p)]-6-[[[3-(2,6-dichloro-
phenyl)-5-methyl-d-isoxazolyl]carbonyl]Jamino]-3,3-dimethyl-7-ox0-4-thia-1-
azabicyclo[3.2.0]heptane-2-carboxylate monohydrate; monosodium [3-(2,6-di-
chlorophenyl)-5-methyl-4-isoxazolyl]penicillin monohydrate; CAS Reg. No.
13412-64-1 (monohydrate).
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00007 Oroioooonn

I ts (0/01760~) LIOONOT TIO 00 00 1 O 00X r D0OTO0OTIIT 00 00 10 O0 COOCOC :B
(00 00007 Do 00070 00mo 2 000 000 bid O Dodr 0oor . 0o boo Ode DO dorodr o 0o tgq
.(00I000T ONOIDoo0m 00 o) 0o

(0000 O 000t 000 .rs(0/0e0~) QMO0 OO O MO D000 00 200 20 (0C0) 000 :c
(/00 ) I0UI0OT D00 0070 “General identification tests (0 (000! OMOMOM 000 OO OO0 B
(123 10007

07 0000 000 I00/00 1o DIOOT DOI0 DO :specific optical rotation DO0TT OO OO0
[a]°C =+ 128 to +143° [T I0TT

Determination of water by 10T OO0 I0000T OO0 OO0 0000 OO0 0000 00 00 00 :water O
0000 007 0 000 00 Do.2s MIID DOOIOT O(14s DODOT 0n O00) A DOOOT [Mthe Karl Fischer method
.0/000 s0 OO 01 00 0/000 30 00 O

.7.5-4.5 I00/000 1o D000 DOOICE 0000 D2 <pH Vatwe DI0TT OO
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oxygen flask [JUUUM (000 [T00" 000 OJ0 CJOOOC 00 00 OO0 0D :cnierine DOI0
00000 oo 00 00 100 00007 0000 00 00 25 00OM0O0 OO0 O(i32 00007 01 OI0) "method
0 OO0 000700 Moo Of 0 000D 0l ool ooio? oo .0 0uoo vs (5/000 o.1) D0I0OT
(00 Ors (0/0130~) OO OO 00 00 20 O00ON 007007 0000 0000 000 000700 30 000 OmD MO
sitverssitver (1000 0107 [O0OIOT 000! OI000 00077 0000 OO0 Ovs (O/000 o.01) DOMT 007 0000
vs (0/000 o.01) DOOT ONIN 0000 00 00 OO .0O0DIT 000X 000 000 X007 DI . chloride electrode
(00 0000 O1000ioT 0o 0o 0000 0/00T 1ooo 0oon oItz 0okl 000 .o 00 00 o.3546 0010
.0/010 1420 O0/000 130 O 00001 0000 000! 0000 O0O00 0o

1000000 Doid 00 Ofro O ITO0IO0 T00O0 oz TOT LT tFree chlorides 1007 LIOO0I0T
1000 0000 OO0 00r 000 3e 00 OO0 IO O 000D 000 00 20 IO Ovs (0/000 o.1) 000000
0T Dvs (O/000 o.01) 00N OIION 00O 0000 Drs (0/0130~) LI 10 00 00 20 000 O000T
J077 000 000 D700 070 sitverssitver chloride electrode UL UICT TOOIDI 000 OTID TTOCT OO
000 0000 O Ocr O0 O o.3546 U000 vs (U/000 o.01) 0OOT OVIOT 00D 00 O0w OO .0O000T
.0/000 s 00 007 0000 Cromnanar

0 1000 0007 0UO D000 007 O7 0700 000 O 000047 070000 000 20 D000 O - Assay 0000
(707 O O 000 00 000Z Qhd: 00 0o 2.0- m atiquets U0 2.0 [00M 00 00D O 07000 Q00X
[0 00X Timidazol/mereuric chloride TS OO U0 Ofro.0 OO0 OICZOT OJIOT .OO0T 0000 OO
.(a O00O) ~020 JOOON O7 00007 CONOC 00D 0070 0o 25 000 <0eo 0ODOM O IO O 0OOD O000O7
.( 000 O000 I 00 00 10.0 OOMI OO0T0! O 0O

1000 0000 070 343 0000 OO0 0000 0040 00q 0007 00 0o 00 (oo o 0o 0ood
OOO0T CUIT imidazol/mercuric chloride TS OO0 U0 [l10.00 [ U0 2.0 0T D000 010 T0I0° OJXOT
.B 001007 O 070 A

[U00IE 1T O cioHisCLNNa0ss 100 000! LII00 A 00000 010 07 000T 000 00 14000
LTI I00I D00 trs JOCDOT ODOIOOMOD 00 Moo

DILOXANIDI FUROAS
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Diloxanide furoate UIIU00IIIN L0000

C;H,;CILNO, :Molecular formula J00dn oo
328.2 :Relative molecular mass [ /[J[1] [TZ007 170

-Graphic formula g

CH,

|
0.__€00 —@—NCOCHCI?
[

:Chemical name [/ 00!

2,2-Dichloro-4’-hydroxy-N-methylacetanilide 2-furoate (ester);
4-[(dichloroacetyl)methylamino]phenyl 2-furancarboxylate; 2,2-dichloro-N-(4-
hydroxyphenyl)-N-methylacetamide 2-furoate; CAS Reg. No. 3736-81-0.

0TI 00 o7 O 07 DOCT 72 000 DO00 - peseription LI

2.5 00 Ors (0/0750~) DOICOC 00 00100 O OJOC OO O (00 OT0CT OIT :Setubitity 00T
.R (07 00 000 130 U0 Ir 000000000 00 D0O

007 00 C20 category [T

00T 00 [I00 [Td oo oio © 0rooonoz or 0o 04 -storage 0L

REQUIREMENTS [0

00 07 00 %9s.0 U0 U0 0 10 000 OTZ00OZOT OIE OO0 :General requirement (00 LITOT
0000 00T 07 D000 000 OeyeecbNoy U0 %102.0

‘Identity tests U0 LIO0CT

.cl B UINIIO0OT 0007 07 000000 A DITOO7 IO O0CE »

00 00007 oo O 0oor Obn oo 0oo DO Doooo 0o oo dooc 0de s
00007 O CI00000r o Onon .(43 10007 T DHDU) I'Spectrophotometry in the infrared regionUmDD:
OO0 refernce spectrum OOOOT LIOT 00 07 rs OIO0ONOT L0000 0T 0TI 010 00 D000 OO
NEHI R

[ 00000 10000 Ors (0/07s0~) OOITOI O O0/00000CO 7.0 TIDOT OOID OIODO OO0 OO7 B
00 CI00IT 07 Oi00im 2ss 0000 0000 000 mooor ididi fomooml ssel OI0IT 240 LI 000! QOO

112



.0.49 ([0 [00 0000 000 O 004 e im0 oo

01 0000) "oxygen flask method 00000 IIO00 D00 OII0 OO CI0000 00 100 OIOO: O -
(000 vs(0/0001) 00000Or 000000 Coo 0o Dxel OUIOQE 000 00 000 20 0OOMOT 0(132 DO0CI
0A 000000 OO0 DOoioT 000 brs (0/0130~) OIIID 10 000000 CI0O0 000007 00000 oo .O
(007) CI0I0010T (00 O0000 "General identification tests (0001 CIO000! OIOMO™ D000 OO0 OO0
(121 00000 0

00 D000 116 —114 :Melting range IO OO
.0/000 1.0 D0 000 O :Sulfated ash (0000 07000
0/000 s 00 0007 000 O edros 000 DOCE OO0 OO0 :Less on drying CIIIOMT OO0

1000 U Ir OUZOT DIOO0 I 00 00 0 O 0T so O Os.0 TID tFree aciaity L0000 00000

0000 0000 O .00 20 (00 OO 007 r DO0OT 00000 00° Q0 Qodr 0 00 i Mor 0ol 0o

Ts UONI/OMD OONOD 00000 .vs (G/000 o.1) OODOOT 0OCOOOD OO0 OO0omo oomoor
0013 00 0007 0007 4JIo7 00 Jdodoo

0700 [moo CfoO™ 0o U0 00Oz 00 00 IT0O DX :Related substances (LU [T
(100 D000 0000 00700 e [OTIOT 0000 100000 (84 DODOT Dr OIOD) "Thin-layer chromatography
(0000 s I0DOT 00 OO0 0007 oo Jiod Domir 0o iood 20 » Qroodr 0o ood 24 00
000 :(s) DOIOW OC 1 OO O 000! 0000 00 Oo.1o 00O :(a) OO0 Dr 0ODIDONOT O O OO OO
1000 Moo 4 00T o7 Obooo 000 0o jo0ar oo doe .0 2« 00 O 007 00 0o 0 2.5
J000T OOOD 0a 00007 00 00D 00 00 0oo0 0-.(0i0oi 254) 000000 000 0000 0 O ooo
.B U000 OO0 0007 4@ O 000 0Jof dod

0000 0000 r OTO0OT 00000 OO OOso O OMOUMOO 00000 00o.s OO OJIN :Assay OO

00 OO0 O0000 00 (00 000! 0o 0o jom O vs (0/000 o.1) 0010 Ononon oioooooo

0000 00 001 OO0 (142 [OCOT 0h DI) B O000OT I"Non-aqueous titration U00T OOON O D077
.C14H,,CLLNO, [0 32.82 0000 vs(0/000 o.1) 0000 OUOXONY DIO000000

DIMERCAPROLUM
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Dimercoprol UUUIIINIIN

C;H;0S, .Molecular formula J00dn oo
124.2 :Relative molecular mass [_[J[]] [TI00] D00

-Graphic formula g

CH, CHCH, OH
H SH

“Chemical name U/[J/[J7] 00U

2,3-Dimercapto-1-propanol; CAS Reg. No. §9-52-9.

[UI0 007 Ioioo Do 0Oofo 7 00000 [oor 0oz 7 Do oooo €0 U0 :peseription 10T
.Mercaptan Qoo

R U0 s (0/0750~) OO0 00 0000 0007 00 IE0 20 00 OO0 < Mmiscibitity TO000
LU0 L0070 07007 DO OT0 ccategory U

(0007 (00 oodt oo Moo dooom oo [0oo Moo © 0oIfoooor UoU 4O -sterage 00O
05 00 00 0 0000

REQUIREMENTS OO0

00 007 00 000/0009%98.0 00 O [0 000 DO0Z0CCON OO0 :General requirement D007 CI007
.C;H50S, 001 000/000 %101.5
“Identity tests [JI000] CJI0000CE

(00 00 00 o.05 OIIOD 000 00 5 OO s (0/030) () OIOCT D000 00O OC OO o5 OO0 <A

1000 - 00T 0o 00 Joma;
007 0000 O Ors (0/0s0) OIOT OII00 0000 00 0000000 Oi0m 0o 004 0 00 0.1 O B

10001
nlz)o =1.568-1.574 Refractive index L0 LI

.d3)=1.239-1.259 :Reative densty [_[[J]] [
00 0000 s OOIZ/000000 DI000000 D00 00 00 25 O 0 2.0 OO0 :Aatides D107
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000 00 20 D00 0OTOT 0007 OO 00T 000D Oomiar 0o 0o 2 00 000007 Qijon 0oor oo
10 000 CI0T 0000 0000 00 400 s (0/0330~) OOOOOM DIOO0O! DOID 00 00 10 U0 0000 OO0 .00
000 0 000 00 00s0 s (0/0130~) O OO 00 00 10 0100 00000 DO0D 000 0000
ferric ammonium U0 D0OWT Dvs (O/000 o.1) DOZOO0D OITOOT OO0 MO0 s (O/0000.1)

sulfat

00 0.1 00O O CNODO0 O D007 0 . L0000 Do 010 000 boo nooT 0 .0o0o0tTs (0/04s)
.6.8- 4.6 IR 0000 0IO00 070 00 0007 00 O 00/To.5 000N 00I0? D01 007 :pH Vatue DO 00X

vs(0/00 0.1) OIINIOOOONM IO 00 00 20 O 000000 M0000 D0o.12 O007 3D : Assay OOMIO]

(00T 0O0 000 00000 0o 00000 s (00 0000 Ovs (B/000 o.0s) OO OOIO0 00000 0000

00 00 6211 OO0 vs (O/000 o.05) OOMI OONO OO 00 1 00 00000 OO0X 00 0000 O000T
.C3H;08,

000000 QiooiOQ0 Ddmor 0o000o0oooT LOoo Ooddr oo

Additional requirments for Dimercaprol for Parenteral use

(56 0000 4 OO 00T) Pranenteral preparations 11001 NIOOION O] DOMOC I000TD! 00000

DIPHENOXYLATI HYDROCHLORIDUM
Diphenoxylate hydchloride UOIUOOINIT DI000000IO
C;0H3,N,O, HCI . Molecular formula [oo0 oonom

489.1 :Relative molecular mass [[[]] IO D000
-Graphic formula g

CN

© el
COOC, Hy

:Chemical name U[[[J[[J] 00!
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Ethyl 1-(3-cyano-3,3-diphenylpropyl)-4-phenylisonipecotate
monohydrochloride; ethyl 1-(3-cyano-3,3-diphenylpropyl)-4-phenyl-4-piperi-
dinecarboxylate monohydrochloride; CAS Reg. No. 3810-80-8.

OCIT OO0 ooy O 00 OO0 00T D00z 000U :peseription LILCT

0 00007 00 Ors (0/07s50~) UOCIOD R OOTOOW 00 O OCOCZ 070 :sotwbitity [T
.R [I07 O (7000 00 00 Ir OOC00000T

L0000 ZOC I20 category [T
000 00700 e O DO000NoT Iimooioo 0o 04 :storage IO

REQUIREMENTS [0

00 %9s.0 U0 U 0 10 0 OUIOOOZOET DOOO0OUE UL :General requirement (07 LICOT
L0000 0007 007 00007 1000 eseHsaN,0, Hel U0 %101.0 00 O

“Identity test 10T DIOTTI00

. Dl cls OMIOON 0T el A OIOIOOC OIO0 OO0

00 ool ot O 0oon oo O 0oo Do Doooo oo oo Oom ode s
000 O D00 O 0non .(43 10007 T DHDU) I'Spectrophotometry in the infrared regionﬂ]]DDDH
refernce spectrum UI00I OIOT 00 07 Rs UOIODOCTOOT OI0OIO0000 OO DI O00C 00 oot O
OUI000mmoT fumooooo

OiIooiom OO o0 000 « 00 00 O 0000 o.s0 DIOON OO0 OIODON OO DOOC :B
(00 000000 35000 DI0OT0 230 O CI0O0Y OI0OT O 00O 00000 Om OOTIEY OO 1000 990 vs (0/0001)
(0000 0T Q0i000 265 U000 00000 OI000T 25 0007 0OCOD 00T 252 0000 OO0 0000 1oool ioi0m
00T 00 Do.sol 0.650 0.55 TIT 00T 000 D007 00w D00 000 000 00

007 00 O Cpotassio-mereuric iodide TS U0 O U0 0.1 UL [0 00 s O O 25 I ¢
L0

-l223 II1 I0IDOIO IO o

General [I[0I CIO0O0] OO0 000 OO0 D00O0Y B OO0 00/000 20 0000 00000 OO0 :E
(121 00007 [ 0007) 0000007 0000 DOO000 “identification tests

0/0001.0 U0 100 O :Sulfated ash L0000 000
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00 000 0000 O CeDhos [0UO 0ODD! ONT DOOT OO0 OO0 :less on drying CIINOIT 000D
.0/00s.0

(00T O™ 0On 0o Doood 0o 00 OO DUO0 Related substances [OZOT [T
(000 0700 000 R [0T0T 0000 DDOI00 O(s4 00OT 01 DIO) “Thin-layer chromatography [0
000 r OO OO0 OO0 00 0000 s0 Ir OOIOT OO 0000 3 0r OOCCOOCCOT OC 000 92 OO
000 so OO0 :(a) OONON [r D0ODOOIOT O OO0 OO0 00 D000 10 UOMIOD 000 OO0 000 0000
000 00 [ODOY 0o 0no .00 00 O 0o oo 00 0 e.se 000 () OOIOT OOIOO! D00 00
(007 07 U007 O .000iT oo O Qoo 0oo Qoo fooc Do Lo oooo O 0o fod tApdmoo
.B 00007 07 000 O 00 000 oo dootoion oo oo Da bomdr oo 01

00 10 101 [r1 OO OI00! OO 00 00 40 O I000IO0 000000 000.4 0700 OIOT - Assay DO

00 0000 00 00 vs (0/0000.1) OI0DDON CI00 0000 Ts OO0 CI0/000T OmOr oo oo

00 00 OO (142 0O0OT 01 00) A 00007 I"Non-aqueous titration  OIDON OOOT O DOI0T" 0000
.C3H3,N,0, HCL [ 48.91 [II0D vs (0/000 0.1) DIIIOOT OO

DOPAMINI HYDOROCHLORIDUM
Dopamine hydrochloride [JLUI0UL JI0OINOODI0O

CgH;1NO, HC1 :Molecular formula J0al oo
189.6 Relative molecular mass [ (11001 (10T

-Graphic formula OO0 COo0cam

H
HO CH,—CH, —NH, - HCI

“Chemical name U007 000!

4-(2-Aminoethyl)pyrocatechol hydrochloride; 4-(2-amino-
ethyl)-1,2-benzenediol hydrochloride; CAS Reg. No. 62-31-7.
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00T T 07 O 0T 400t Dooo0 07 0oz oot O0IT :peseription LD

(007 O 00 w 00D0OICT O 00 0J700 OO [r CO0IT O 0000 00T 0 07007 00 -sotubitity IO
RODOIOOOR

.sympathomimetic U007 O0ICO0 Ccardiovascular OO0 O0OCT D00 .Category 00om
1007 00 [00 [0 ouioo Dot O O0rooz 0Doboioo oo 00 :sterage UI0UT

REQUIREMENTS [JIIOIM

000 OO ws9s.0 OO O O 17 000 DOTOOT OO0000 OO0 :General requirement 0117 L0
U000 [0 O 000 T80 JegHyNooHet Dl%1o1.0 U

‘Identity test 000 LJZ00C0C)

.Dl cll B OO0 [T ol A D000 0000 00T o

(0000 4O mooor oo O Dior Do oo 0oe 00 GUoooo o0 o oo 0oteeaa
00 000! O Oiomo! 00 oo .(43 10007 T DUDD "Spectrophotometry in the infrared region
0000000 refernce spectrum U000 OIIOT 00 07 rs OONOOT OI0OIO00O0M 00 DI D07 00 OO0
AR

(0000 Ovs (O/000 o.1) ONODICCOON OO O 00/000 o.020 D007 COIO OIO0O O 000 @B
(0N 2s0 0000 000N OO0 U M0OO7 000 0000z 3sol [UOOMT 230 [0 CiODON DOm0 00D
280 ([ 000 COCT 00w 00T IO DOO 00 D00 007 0miooir 249 00T 000 O [oodr ioood
.0.54 [0 OI00T

007 O Ors2 0007 DO 0707 -4 0000 OO 00 10 OMDOT 00 10D MO 0T 5 0 0 0.05 UM
il

General ([0 OO0 OO 0000 0 QOO0 a OO O0/000 20 0O00 00000 000 D
(121 D000 T 00007) CIO000T (00 DOTID “identification tests

0000 00 [0 D00 0moD! 0o 000 D00 Do D000 :Heavy metats D0 (CI0000TT) D000

1 (0000 OO0 IMLimit test for heavy metals [0 (TJIOIT) OO0 000 0000 ID0C™ 000 OO

0000 0 D(128 0O0OT 01 0007) A 000OOT OO0 000000 (DJ0000) 00000 0000 000 027 DO0CIT D 000)
/0000000 20 OO
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[0 0 02 10 O Ur.o TOCOT ODCC UOOT ¢ Crarity and colour of solution LILLT DI [0
001 D00

5.0 U0 OO0 OO O Zelhos OO0 OOOOC DT 0007 000 OO0 @ sulfated ash LI0CUT T
0/00

0707 0007 LiooiOr it DO Di0do 00 00 Dom: OO0 :retated substances (10T T
I000 0ZZEO silica gel R1 (007 0000 fhOlon D(84 10007 [ D[Dﬂ) "Thin—layer chromatography
(0/0300~) OO0 OO O0 I0OD 40 [r OOTOT OO 0000 9 Dr 0O0M0CDIOT OO0 00O 13 00 0000
30 000 :(a) O0ICN [r OO O O OO0 00 000000 1o DOMDOY 000 DODD 0007 .00em 0000 s
001 00 0 rs 00007 0I0DICCOOID 00 00 0.3 OO0 :(8) OOO0I 000 1 00 O 000007 0000 00 00
(000 CO00CT 0 O C00d oo 000 oo Jodt 0 Oon Do idiooor (0o o lowor 0o Do
(00 000 00O 00 000 10 s(0/0s0) D000 00000 0000 00 000 2 00 010 0o 0000 00O
A 0000 00 000 O 0000 (oom: oomion: oot foon ooioor 0oo oo s (0/0se) toionom
00 O Liooodr 4og 0o i tooo! 0o 0o 0 0 0o Ood; Dooo? 0o ooz s 00 - oo
.B 0010

10 0100 [r1 O0TT U000 4J0 07 07 140 O [T00O0 0000 0O 0.4 T TITE - Assay OOT0T

[J0000 00 (00 vs (0/000 0.1) LIIOON CI0O OO0 Ors OO0 LIO/0707 OO 000 0o oo

00 (142 00007 T 0IO) A TI0OT OJ0OO 0"Non-aqueous titration DIIOT OOIT O IOI0T 000 OIO
.CsH, NO, HC [ 18.96 001 vs(O/00C 0.1) OIDNOCI L0 00 O

DOI0T Q00000 OndT toomoor Dibhiotdld Doo Ooodit Ot

Additional requirments for Dopamine hydrochloride for Parenteral use

(56 1000 /& 00N 0OT) Pranenteral preparations 12101 IIDOION 07 DOM0C [000TD! OO0

(7000 " 00 00 Dooon 0o 100 I000 DI - Bacterial endotoxins (ULI00T TOOIT CITITOC
0 J(000000 00T O 30 0000 Os DICT) "Test for bacterial endotoxins [O0I0! DIOIOD CTI0NOT OO0
01 00 O rs UI0IOT DITOT OO 00 000 1e.67 00 002 00O

DOXORUBICINI HYDROCHORIDUM
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Doxorubicin hydrochloride [JI0TI000OIOIT DIOCIOOOONT

C,7H9NO;; HCI . Molecular formula A
580.0 :Relative molecular mass [[[J[1] IT000 070

-Graphic formula Q0000 DOnca

:Chemical name [/ 00!

(8S5,108)-10-[(3-Amino-2,3,6-trideoxy-a-L-/yxo-hexopyrano-

syl)oxy]-8-glycoloyl-7,8,9,10-tetrahydro-6,8,1 1-trihydroxy- 1-methoxy-5,12-
naphthacenedione hydrochloride; (85-cis)-10-[(3-amino-2,3,6-trideoxy-a-L-/yxo-
hexopyranosyl)oxy]-7,8,9,10-tetrahydro-6,8,1 1-trihydroxy-8-(hydroxyacetyl)-1-
methoxy-5,12-naphthacenedione hydrochloride; CAS Reg. No. 25316-40-9.

. 007 — DI OO 002 D000 :peseription LILICT

000 0 00 r 0OOI00IOT O 0700 OO0 00 Or O0I00 0T 0 OT0 sotubitity IO

.Cytotoxic [T 10 1T :Category I
00T 00700 T00 © 0Oroiioooor DDo0oooo oo U0 :-sterage UM

Dhygroscopic (0000 0000 DOTZ0000000T Hooodool 00 -Additional information [II0NT CITOCIIC
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REQUIREMENTS OO
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‘Identity test U0 OIOTEO0
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0 001 0707 070 000 00 0070 O Dees 00 CI0C (0007 00 [o7oo Moooo! Dioiono ¢ Dma
007 00 Lo.24L 0.440 0.460 0.300 0.880 1.32 (10T T0OC0T OO0IQNOT OO00: 0002

(IO (00T 0707 . "Retated substances D000T IO OO0 OO0 1000 Q0000 0070007 O 00T =B
.B 0010 07 JOTT O 00 10070 00000 Dot O A 000! 0o 0o

[II0OI 0000000 OOl 0o Olo.osD 00 OO 2 D007 I OOO OO 2 O 00 2 DI :c
00000 Dooar Or 0RJO0Y Do 000! 00 000 Ors (0/080-~)
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(121 (000 [ 00007) OZ0000T 00 DOTO0 “identification tests

Determination of water by [ OO0 D000 [T OO0 OO0 OO0 CJOOCC 00 T00 OO :water I
0007 00000 00 O o.25 0700 D0OMOT (145 D00OT T O00D) A OO0OT I the Karl Fischer method
.0/000 40 OO 00 DOO

.6.5-3.8 I00/010 5.0 DIOOT OO0 0007 D17 < pH vatwe DU0T 00T

(0707 0007 LiooiOr ot DO Di0do 00 00 Dom: OO0 cretated substances (10T T
go U 0700 00000 00000 R D00 0000 TOOIDOT O(s4 0O0OT 01000 "Thin-layer chromatography
0001 000 = OO OO0 44 0o 0000 s0 Dr DOCT 00 0000 20 O 0O0T000IOT 00 OCO
(007 0o 0f 00 2.0 00O =ay O0ICE Ir 00T O 070 4 00 070COO 1o 00O 00 DOOD o0z
000 ¢y D00 OO0 00 O rs 0OI0000000T 00000000 OO O 2.0 00 ;e 00 D0 1 OO O
O 0o .00 1 00 O DIon? i 0o 0 .40 OO0 oy U000 000 1 OO O D00 000 00 O 20
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.0.02 + 0.44 [0 000 0000 00704t Omm

DOXYCYCLINIHYCLAS
Doxyeycline hyelate UII0I0 OO0O0T OOOI0

(C22H24N208,HC1)2,C2H60,HZO “Molecular formula [0 [IILT
1026 :Relative molecular mass [/ [[J[ [000 I7I07

-Graphic formula OIOT000 o0

OHOHI

oH © 0
Il |
CONH,
g.‘ © HGI|  + CHg0+H,0
5 OH

A
H / S

i i’
H CH,H OH H NICH,),

“Chemical name U007 JUL!

(45.4aR,55,5aR,6R,12a8)-4-(Dimethylamino)-1,4,4a,5,5a,6,
I'1,12a-octahydro-3,5,10,12,12a-pentahydroxy-6-methyl-1,1 1-dioxo-2-naphtha-
cenecarboxamide monohydrochloride, compound with ethyl alcohol (2: 1), mono-
hydrate; [45-(4a.4aa,50,5a0.6a,12aa)]-4-(dimethylamino)-1.4.4a,5,5a.6,11,12a-
octahydro-3,5,10,12,12a-pentahydroxy-6-methyl-1,1 1-dioxo-2-naphthacenecar-
boxamide monohydrochloride, compound with ethanol (2: 1), monohydrate;
CAS Reg. No. 24390-14-5.

000 007 00T U000 peseription LI

0 00 r D00I0OIOT O 00 0700 00 Or OCCTID 0007 40 M0 0000 3 0 U10 :Setubitity IO
R I

. 02000 TI0T T s category LI
. 1007 00 000 OO 000 D © 000t DO0oir 00D Ui 44 -sterage 0I0OLT

10007 U0 0 D00 U0 Doooot Uooo Oooz -sdditional information (CLT LIIOT
000 [0Por Q000 0 toor 0oon Oodmo door Do oo 0o 0o oo

REQUIREMENTS OO0

00 0700 T000 sso U7 10 L0 OICCD 00000 0000 OO :General requirement [0 LICOT
0000 00 00o; oo fooo O Uooom? Toto 0oo 1« 00 O O0oid 00000z
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‘Identity tests (/000 CITOT00CE

1000 00007 00 072 Ors (O /01760~) CIOODOT OO 00002 O 000 5 O A

00 00 Ors (0/025~) OI0I007 00010 0000 00 00 0.05 LIIOW DD 00 00 2 O 000 s O B
000 001 - odE
U1 [Potassio-mercuric iodide TS LI OO0 OO U0 0.25 L0 0 O Of2.0 O 00 5 U :c
[0 00007 0017 000D foor Moo

General 07 OO0 OMOMO™M 000 OO0 ODOOD B O0WI O0/000 20 0IOO0 O0IC0 OO0 @D

(121 00007 0h 0007) O0000COT 00 D000 “identification tests
/000 4.0 00 00 O :Sulfated ash LJIIO0 D007

Determination of water by 10T OO0 D000 00 OO0 OO0 OO0 DO00O0C 00 00 00 :water 0
0000 007 0 00072 OC O .2 D700 (OO0 O(145 DODOD 0 D0O7) A DOODT [the Karl Fischer method
.0/000 28 00 00 00 0/000 14 00 00

"Gas chromatography U1 UOOOM O OO L0000 00 (00 D0 000 :Ethanet DO
(00O 00 070000 o.s0 00 0000 OO0 -y DOIC 0000 O 00 3 000000 O(rer 000D Dr 000)
(00 1 OO O D007 00 00 020 vo OO0 =2y UOIDICOZ 1 00 O dehydrated ethanol R D1 OO0L
00707 QO 0o 07o00r o.5 00 00 1 OO0 O (001 000 0o 01 10 OO 0000 Q00 3y OOIQE

porous polymer U001 UU 000 U0 000 007 4 010D 000 0 1.5 OO0O? 0000 OO0 O Do0ee
J=0135 000 0000 000D 000 000 .(CoioD Coo 0000 07 0o 0ootoo 1ee-s0 000 OIOIOO! 00)
0000 DOM0? DO OO0 - flame ionization LIOT UM 000 L1000 00T O0IO0OR DOOOTT 0000
60 00 00 OO O/000 43 00 OO O 000.790 00 <020 DOOON O0 1 OO O OO0 00 OO0 00/0000
0/00

.3.0-2.0 J00/000 1o DO0T OONCT OO0 DO <pH Vatwe DIOTT OO

O oo -Absorption in the ultraviolet region 0

990 vs (0/OOO) ONDD0O0 IO 00 00O 1 00 00 O 00/1000000 1o DI00T 00D C00mm

(00 00 DOO 00 o 0oon O .oJorT 349 0000 0000 0000 [ooon 1004 0077 do itod
00T 07 707 [0 Iojom Mon o.31 00 0007 00 o.28 U0 00 100 0000 00O 001
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000 1 00 010 O OW/OC 1o [IO0N 000 0OU :tight- absorbing impurities (00T DO OO0
001 (0T 000 DOD 00 000 0o [ OONI0 00 1000 990 s (0/000 1) ODOOOOOI 10 00
000! 00 070; 0o oo Mot e.12 U0 D000 fion O I0Ji0nt 490 0000 U000

[mor Oioor Noorooon oomr™ too 4o ddog 0O 00 JOT0m 010 :Assay 0O
Bacillus cereus (NCTC 0000 Qoo D(ISS J00az DIDDH) IIMicrobiological assay of antibiotics
[OIOTOT C0Uo0 OO De.e U0 MO 00 cmio 000 UOC IOITODC DO 0000 10320 or ATCC 11778)
0 0000 0000 2.00 0.2 07 00I0) CON0 000X OI0I0 00000 00 0000 Drs(0/013.6) 0OO00I0 0T
000D (000 [0 0000 (oD Ooon O 07 00 0O 00 .<0se-3s5 0000 0000 000w 0o 1 o0
007 0007 00 .[0D0 0700 00 % to0s.0 OO 007 OF %95 00 U7 estimated potency (P = 0.95) [IDIT
00001 00 O 000 00000 00 0000 0000 sso 00 O (P = o.95) O0DMT 0NN (0O OOMT OO0
00007 0 0707 000 odom o7 tooo oo

EDROPHONII CHLORIDUM
Edrophonium chloride 00100000007 OI00OM0

C0HsCINO .Molecular formula A
201.7 :Relative molecular mass [ [[][1] [TZ007 0707

.Graphic formula g

{@}
“Chemical name U J/J7 00U

Ethyl(m-hydroxyphenyl)dimethylammonium chloride;
N-ethyl-3-hydroxy-N,N-dimethylbenzenaminium chloride; CAS Reg. No. 116-
38-1.

00T 000 10T 00T De2T 00000 peseription LI

I

(00 00 00 Trs (0/07s0~) OOTI0OE 00 0007 s 00 00 00 100 0.5 O OI0 :Solubitity 00N
RO O 00 r I0000OT O

I

.Diagnostic agent Q1000 0010 .Category 000

=
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00T 00 (000D fiof oo O bofoioood: Dotk oo OO0 :sterage U0

REQUIREMENTS [N

00 07 00 %9s.s U0 O 0 10 000 JUZOI000C0C UIC0D ULD :General requirement (00 LICOT
000 007 007 000 1000 [eyoHis CINO %1010

“Identity tests [JILI00 CIIOTI00

(0000 Ovs (O/000 o.1) OIONDOOOM OO O DU/O0 o.0s0 OO 00D OOMOT 000 OO0 A
007 0000 273 OO0 0000 OOOT 0000 00000n 0ojood 3sel (I0OCT 230 OO LIIDOCT DDOCT O 00T
.0.55 [0 [00 000 000 O 001 I00T 000 Qo0 0o 4oz

(0/000 o.1) IOOOOT OODODOOD 00O O O0/70ootoo 1o 0IOMD OO0 NIOTON O 00T @B
240 (100 0000 0007 Dio0o; D010 00000TT 3se0 QMO0 230 L 00007 0007 O 00O [O00vs
01 0.170 0.55 OO0 LI0O0I OI0 OCOOT 001 00007 000 000 00 D00 0o 00T 294 00000 Co00m
Ruiini

000 007 Ors(0/025) ONOIDOT 00D D0 00 00 o.0s5 OO0 M0 O0 2 O O 0.05 O :c
1000 00 4o D00

L0000 ~lres 0000 OOIOOUOC 0OCO o

General [0[0I CI00D0] OO 000 OO D000 A OO0 DO/000 20 DIO00 0000 OO0 :E
(121 0000 007 OD0mOT 000 0070 “identification tests

L0/0001.0 U0 0100 O :Sulfated ash CJI00O0 000

[0 0.6 U0 DI 0) Q000 000 OO 0007 000 [00 U0 tLoss on drying L1100 00T
.0/000 5.0 00 007 0000 O 0000 24 000 w 0000MD 00000 DOMOD 000 (000 000 s 00 07 0oom

.5.0-4.0 00/0 o0.10 D000 OOICT 00T DX <pH Vatwe DI0TT OO

(00 00 00 s 0000 002 00 10 O Doa O :Dimethylaminophenol UUII I [0 O]
00 D00 0000 .- 000000OI0 OO 20 0000 00 O0T 00000 D000 Ors 0.0 000 OO C0040
(0/000 0.1) 00O DOODO0ID OO0 00 00 1o O CII0I0O0 000 00 10 1000 OO0 O O7007 Q10
(000 [0 (0om 293 0000 OO0 0O 1 0000 000 000 00 booodn 0toooo t0oo O O .vs
.0.25 [

125



(1000 Ir1 OO0 OO0 IO 00 00 20 O 000000 00000 00 o.2 0000 CIID : Assay OO0
(000 Ors OOMIYOONION 0000 0000 00 00 o250 s OO0l CI0/0M0C OI00D 00O 00 O1o
Non- 10T OOOT O 000 000 OO0 OJ0OO0 00 100 vs (0/000 o.1) OIOOIOON OO 0000O0
vs (0/000o.1) OO0 OO 00 00100, (142 00007 T 0007) A 000OT OO0 Maqueous titration

.CyoH,6CINO 00 011 20.17 O0L

EMETINI HYDROCHLORIDUM

Emetine hydrochloride UIII0I0] DIOOIDOOND
Emetine hydrochloride pentahydrate 00000 CONe Dooion booomootio
Emetine hydrochloride heptahydrate [J[00IUT U0T0 UI000000 D0OCIOCO000

CaoHyN,04,  [CoH4N,04 2HCL,7H,O (heptahydrate) Molecular formula [0 [IT
.2HCI1,5H,0 (pentahydrate)

.643.6 (pentahydrate); 679.7 (heptahydrate) -Relative molecular mass 00002000 domooon omom

-Graphic formula 0000 Doncam

cH,0
N,
cn,o%u
" T CH, CH, + 2HCI + nH,0

>
CH, ,H
Eﬂ/i/;\[ OCH,
HN
OCH‘1
n = 5 (pentahydrate)
n = 7 {heptahydrate}

‘Chemical name U007 JUL!
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Emetine dihydrochloride pentahydrate; 6°,7°,10,11-tetra-
methoxyemetan dihydrochloride pentahydrate ; CAS Reg. No. 79300-07-5 (penta-
hydrate).

Emetine dihydrochloride heptahydrate; 6°,7°,10,11-tetramethoxyemetan dihy-
drochloride heptahydrate; CAS Reg. No. 79300-08-6 (heptahydrate).

0TI 000 [00 000 [o07 0o 07 O 007 ooz 00020 rpeseription LU
R (000000070 s (0/0750~) OOITO0 [0 O 07007 0O :Sotubitity IO0T
.Antiamoebic [[[[I] ({00 [0 :category [

00T 07 T00 I0I0OT fmo0 foio O DOron? 0oIoooo Ooo OO :sterage 00O

(70 100 T (00 Ofod; Dioniooood fioio nodo oo O Doom 4dr o 04 - cLabening D000
L0010 0070 07 ODom: nog o

0000 DO DIoooo 00 Ofoot ooy -Additional information UL LITIOT

00000000 0007 .OrOMT 07 cephastine LICTION UMD OOOC I ipecacwanha IO OU0 U0 IT0

(000! D000 0o 0odr Doome Jooar 0o oooT tiood Do Nooo: ooo0n 4o U oo oo
Lo

REQUIREMENTS OO

00 00 OO 99s.0 U0 U0 0 10 000 OTOCE LO0I0C0C OO :General requirement (00 LICOT
0000 000 007 U000 T000 DeaHeoN,04 2HCT [T %101.5

‘Identity tests 000 DIOT0CE

.pU cll B UIITI00! I ol A OO0 D07 07 000 e

(0000 OO ool mor O Oror 0ior Or* oo 0o Oooo 0o o 0oof 0dz s
00 000! 0 Oiono! 070 oo .(43 10007 T DUD[) "Spectrophotometry in the infrared region
LTLTOIIY reference specrwm IO LIUT 00 07 rs UIOOT 0X00I000000 OO 00T Q10T 00 00007
LI

(IO OO OUOT "Related alkaloides OOION OO OO0 OO DODOT OO0 OF 00T B
.D U007 00 00007 41 00 00070 0000 01oo & A Odoo? do oo
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00 0rs Q00MOT O0O/00m000T Qomoo ooo oo 0o 1 000 000 00! oo 0o 0o s 00w -
000 0oor o

General I CJIO0IO0 OWIOM 000 OO0 O0OOT B OO0 00/0 .05 DIOON OOIOT OO D
(121 0000 T 0007) CDIDOT D000 D00 “identification tests

07 0000 0000 O0/0T so T00T U0 DOTEN :specific optical rotation UO0X! 00O D00
[a]2C = +16 to +19° [II00L 00T

07000 1.0 00 DT O :Sulfated ash IO D107

(J0T000000 OO O Celros OO [OOOT OJTIT O0OT OO0 DU tLess on drying LJIHIT O
0000 Omool Oooooooo oo 00 .0/om 1se 00 000 O0 000 110 O0 O OO0 0OIO 0000
.0/000 190 00 0000 00 0/000 150 00 O CDOIDD

000007 DOo0 700 r 0007 0000 DI 00 000 0 Ote U O o.10 U - Aciaity 00000
(00 00007 00 o.5 00 0007 0007 O Crs OOTI/OMIT 000D 00C0 D000 Ovs (G/000 0.02) D0MOCT
.(0J00I) 0oC00 OO0 ooy oo

[0TI07 00T Oe™ it OO 0000z 00 100 U000 U rretated alkaloids D000 CITTOOO
1oo [0 0000 OO0 000wy J0T0OT 0000 TOOMOM (84 [ODOT 01 [I) "Thin-layer chromatography
2 (R OUIZT OO 00OO 5 Jethylene glycol monomethyl ether R U [0 20 IR DOOINO00OZ OO 00O
4 [0 10107 000 070000 1o DOMD D007 000 0000 » QOO OIT 00 000 o.s0 0 0O RO
0.50 000 =(a) 000! Ir OO OO 00O 990ts (0/017~) [O00C 00 000 1 00 D000 0000 O 000
cephagline [J[I0I0IT 0100000000 OO 0IOC0CDOC 10 QOO ey OOOOC OCC 1 OO0 O OOZOCI 000 00 000
x(py 00000 00 1 00 O 07000 [0 00 0000007 s.o 000 xcy 0007000 1 00 U hydrochlorid R
00T 007 000 1000 o i0mar 0 o0 .0 00 O rs 07007 00000000 07 o.50 UOO
15 000 <0 60 0O00M OO0 Ors 0000COOID/000 OO0 0OWOT 000 O 00000 000 000 oo O
A 00000 00 000 0007 00 0000 0. (o0im 3es) MIOODNT 000 00000 0 Oioinn! Dot C0mo oo
[0 000 007 A 00007 00 07 dooo doo7 0 0061 4o e 0ood; 0f 000 0o7o Joon O do oo 0o
.c 001007 07 00T O

10 1107 Ory OOTT OO0 410 00 00 30 O ITOOI0T CO00C 00 0.2 T O : Assay OO0
[J0000 00 100 s (0/000 o.1) OIDDIOON CJ00 000 s OO0 C10O/0000 Omo! 0o 0o oo
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00 (142 00O0OT 01 0O) A ODOOT OO0 MNon-aqueous titration CIOCT OO0T O 00000 000 IO
.C29HyoN,04 2HC1 00 27.68 0100 vs (U/0.1) ONMOOT IO 0000 1

EPHEDRINUM

Ephedrine [0

Ephedrine, anhydrous U000 000oooom
Ephedrine, hemihydrate Q00000 OO0 Oibooom

Ci1oHsNO(anhydrous); C;oHsNO, %2 H,O (hemihydrate) :Molecular formula (ool tnon
174.2 (hemihydrate) l165.2 (anhydrous) .Relative molecular mass (000 Moo omom

‘Graphic formula [ [1T 100

OH NHCH,
o

|
(E*—:—CH! + nH,0

[
H H

n = O lanhydrous)
n = 1/2 (hemihydrate)

“Chemical name U007 JUL

(-)-Ephedrine; [R-(R*,5*)]-0-[1-(methylamino)ethyl]benzene-
methanol; CAS Reg. No. 299-42-3 (anhydrous).
(-)-Ephedrine hemihydrate; [R-(R* 5*)]-a-[1-(methylamino)ethyl]benzene-
methanol hemihydrate; CAS Reg. No. 50906-05-3 (hemihydrate).

(0000 COT0 07 07 00T Qoo 0O Odrl 00T boooo 0r 0t 000 DDOT :peseription 10T
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0 00007 00 Crs (0/0750~) D007 O 00 0700 0r 0OO000000T0 000 O V00 :Sotubitity TO0T
01

LT 0000 10D s category LI
00T O 1007 [0 o0 ioid 4 Qiofioior 00 4O -sterage 0I0OMT

007 0000 00 007 Do 07 (07 0od 0j0i0r; 0ioon Il O oo 07 000 rvabening 000
000 0007 o 0o
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000 w OOCOOO0COT O OCO0700C Co 20?0 OO :Additional information (10T LJTOOT

000 MCC0T fooor 0o O DOd 000 dodx .0, 0o 0 00 000 1o 00 odr 0oir: 0oo oo 0d
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.°[l42 [II07 JUIDC 00007 Dfoi: D0r Dinoid: oo o feIss 0o imoo

REQUIREMENTS OO

%101.0 U0 U107 OO o985 00 O U 00 000 DUOTED UDU :General requirement 00 LI
00T o0 4r 0000 oo OcyeHysno o

‘Identity tests (100 L1110

[ 00007 (0070 Dvs(0/000 o.1) QHDIOOCCON OO O O0/0o.05 TIOOT OOIO CICOMOOT OII0 OO <A
000 2630 2570 251 UI0OOT 0000 O 00007 Q00000 D00 0uiodiT 3sel MO0 230 U LIOOOT 0L

2 [0 00070 Drs (0/0s0) (m) OO 000 0000 00 00 0.1 OJIOMD 000 00 1 O 00 10 OO 2B
000 000 r 0000 00 00 1 0000 .0O00D 00 00T Brs (0/0s0~) [0I000OT DID0O0OID 0000 00 00
I 0007 O 0o Do mdodr Jmdrn O 0o7ooo oo

00 40 s (0/0so~) DOI0OT DO0000I0 OO0 00 OO0 00! 000 .o 00 s 0 0 005 O
0010 00000 DImoT Dioonoom fo0o 000w 00000 s (0/0se) D000 000 00 0000 00

00 Ofrs O D000 0000 00 2.25 000 OJI7 :Specific optical rotation OO0 OOOTT OO
(0I00OT om0 0000 000 OO000 0o 00 se OO0 4000 Ts (0/070~) ODDOOONT OO0
JalyC =—41t0-43°

0000 00 200 s (0/0130~) O OI0O 00 2 00 000 O O 0.7 UM :chiorides L0000
"Limit test for chlorides LIII00IOY 000 000! 000M 000 OO CJ0O00 00 100 0007 0o00om
/000 0.35 00 0000007 000 0000 O 0(124 0O0OT D100

(00" 000 00 Doooo 00 oo 0oom D0Oi00 00 00 20 O 0O 1.2 LI :suifates L1000
/00 0.4 00 OIOT U000 000 0 D125 0000T Dn 0700) "Limit test for Sulfates (U007 000 OOC

L0/000 1.0 00 00 O :Sulfated ash LJIIO0 D007

Determination of water [l U0 JIOOT T 1 000D DO CO0000 OO0 100 T D0 -water O
(2 0707 00OION 07007 DOOT MOTT (145 0000C 0n DIO) A D000T ["by the Karl Fischer method
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0 [ 0000 00 O 1 0000 0o000n 4o OO0 000w o0 ..o/000 1o 00 00 000 0007 0 0000 o
.0/000ss 00 0000 00 0/000 45 00 000 D00

50.0 100 [rs(0/0750~) OO0 O0 00 s O 0000100 J0000 0O o.5 OO00 OJID : Assay DO

00000 Dvs(0/000 0.1) OOIIDOT DIOCO0OID 00100 0000 vs(0/000 o.1) OI0OO000MD! IO 00 00

0 16.52 0000 vs(O/000 0.1) OMODOOODND COC O0 OO 1 OO .rs OOIT/0000 000D O0CIO
.CyoH;sNO LI

EPHEDRINI HYDROCHLORIDUM
Ephedrine hydrochloride [LU0IION 01000000000

Ci0H;sNO,HC1 :Molecular formula [oo0 oonom
201.7 :Relative molecular mass [1/[J[[ DT00] D000T

-Graphic formula g

“Chemical name U007 00!

(-)-Ephedrine hydrochloride; [R-(R*,5*)]-a-[ 1-(methylami-
no)ethyl)benzenemethanol hydrochloride; CAS Reg. No. 50-98-6.

0TI 000 D07 00t (00T Dooo0 O 0o oot 0707 peseription LU

0 D0 00007 000 Crs (D/07s0~) OO0 O 0000 0000 000X 4 O 0000 :setubitity (000
.R (07 O 1700 0700 00 Ir OO000OC0OT

LT 0000 10D s category I
00T 00 00 [0 oo foio O Dioorodr dioodoo 0o OO :sterage IOLLT
00T 00T 00 0T [roonoe dioronoo O OI0r  Additional information (X200 LITTCCD

REQUIREMENTS OO
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000 00 999.0 U0 O 0 10 [20 OEOOIEHD DODOOCUE OOC :General requirement [0 LT
U000 0 O (000 TR0 LegonysNo, Het U 10120 U0

“Identity tests (IO CJI0I0CE

3500 000 230 07 OI000! 00O O DO0O0 10000 000/0I0 o.0s IOOT OO0 OIOMON OJI0 OO0 <A
0 00 1 007 000 000 0o D00 7 0oi00TT 2630 2570 251 00000 O Q0000 Q00100 Jooom
O 00 Do.360 0.480 0.37 00 000 O0000E OO

00 2 00 000 Ors (0/080) (1) 010N OIN0 000 00 00 0. IO D0 00 1 O 000 10 O :B
000 000 00200 Dior 00 00 0000 .0oom 0o 00 ors (0/0so~) 00000 0I00000I0 00D 00
[0 Q00T O 007 0oig mdod: fodm 0 bdmooo

00 40 Ts (0/080~) OODDON DOOO0DID DOID OO D000 007 000 .00 00 s O Oo,es LI :c
00 Dinor oot DIooIoomD oo oiom iooon s (B/0s0) 000000 ONio 000 0mo oo

.20 220217 :Melting range IO CI0
~33.0 to -35.5° IO/ so D00 O0I0 DODIEY :Specific optical rotation DUDIT OOOITT D00

20°C —
lalp =

Ts (0/0 70~) OINDO000N IO 00 00 1.5 OO0 00 00 40 O Do.050 LI :Sulfates LTI
00 10 000 00O 0OD 00T O Ors (0/0s0) 0000 OI00DC OO0 00 00 1 Oi00

[T I0T0 T2 00 1o O 0 1.0 OO OO OCOI rClarity and colour of solution LILILT U0 I
0T 000U Uopalescence standard TO00MT 00 0000 00 [0 D007 00OOT 070 00CC O

0/0001.0 00 010 O :Sulfated ash (0000 000

5.0 00 I00 000 O Tefvos OO DOCCD OTIT OOOT DO U0T tLoss on drying LJIIUTT OO
0/00

1000 000T 02 00 .or LIOT 0 00 10 U U 1.0 UL :Acidity and alkalinity [UIII0 D0000]
(10 00 00 0.100 vs(0/000 o.1) I0IO0OT DIDOOCCI0 DOIC 00 00 .1 00 00T 000 O Ors OOMI/OMI
.(0JTI) CoDOoT 0000 0omY 0o Ot fooor vs(0/000 o.1) OO00ooom

Ts OO0 O0O/0000 Oma 0000 00 00 1o O 0I0O0IO0 00000 00 o.2 0D QNN : Assay OO0
Q0000 100 0700 Ors OONOL/OWI (0o 000w 00 00 10 r 00000 00 00 so IO 000N
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A [0T ["Non-aqueous titration UII0T UOOT O [0 O1I0 0O OJ0OOD 00 100 vs(0/000 0.1)
00 00 2017 0000 vs(O/000 o.1) OOOOON OO 00 00 1 O0.(142 00000 0 0000)
.C1oH;sNO,HC1

EPHEDRINI SULFAS
Ephedrine sulfate 0000000 CII0

(CIOHISNO)Z,HZSO4 “Molecular formula [ [TI0JT

428.5 :Relative molecular mass ([l [0 D00

(a3 3=
:Chemical name [[[J[[J] 00!

(-)-Ephedrine sulfate (2:1) (salt); [R-(R*.5*)]-0-[1-(methyl-
amino)ethyl]benzenemethanol sulfate (2: 1) (salt); CAS Reg. No. 134-72-5.

L[0T 000 10T 00T DoT 0oooo 0r bz fioo U7 :peseription L0
.Ts (0/07s0~) D000 O 00007 070 00000 00 07007 0O :Sotubitity TTO0N
L0700 TI0 rcategory (1T

00T 07 1100 (07200 oo (i O DioCmior 4ot 0ot U0 -sterage 00O

00T .I00T 00T 00 0D 07oiodr UITD DO UMD - Additional information (1017 UJTIOT
000 000! 400 000 00000 4o (oo 00T o 0ooon fohor 4o 0 00o domoomd: Ooma
000! o0 Qiodo

.Graphic formula g

REQUIREMENTS [0

00 T 00 w9s.o U0 OO O 10 000 00D U0 OO0 :General requirement 11 LITT
L0007 [T OF OO0 (000 I(cioH1sNO),,H2804 U0 9%101.0
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‘Identity tests (/000 CITOT00CE

3500 (0000 230 O] 00007 0000 O 00007 (0000 000/000 1.0 000N 000 00000 OO0 007 <A
(000 000 000 00 CI000 OO 0O000nd 2620 2570 251 0000 Q0007 0000 0 00000 C00000] iooo
LI 000 Do.e10 07600 0.61 0000 000 OI000C 01007 O 00 1

00 2 07 010 Ors (0/0s0) () LION OO 000 00 00 o IO DD 001 O 00 10 O 2B
000 O 000 000 0o 0o (OO0 00000 007 0 0rs (0/0 so~) 0000001 DI000000 Coo oo
I 0000n O 00! D00 mano] oman 0 0omon

00 40 Ts (0/080~) IOO0ON DOCOOOO OO OO Oioo0 0O0 C0an .o o0 s 00 e.05 O
000 D007 0o Doo7hOm 0ono Omom io0om s (070 so) 000mOm omma Om omo o

General 0100 000! OOMOM 000 OO0 ODO0T A OO000 00/000 20 D000 0000 0000 o
(123 00007 0o D000) 00000 0000 00700 “identification tests

00N 00 245 0000 00000007 0000 &

(7 0000 0000 00/070 so DI00T OO0 000107 :Specific optical rotation OO OO DOOTT
JalRc = -33.5 to—32.5° [LI00I [T

U0 Q0007 D00 LMoo 0moo? 000 00 O o.20 OO0 DOO0 1000 :chierides LIIOIIOION
[ 0070 0000 O 0(124 00007 01 000) "Limit test for chlorides LINMNOION 000 000! D00 000
1.4 00 OIO0IOT OO0 000 0 Ovs (0/000 o.02) CIO0IO000MD OO 00 OO0 o.40 00000 00 0007 0OOT
0/00

0 00000 [0 00 1o O Or.o D007 OO DOOI Crarity and colour of solution UOIOL UM IO
001 0000 Dopalescence standard TS2 DIIO00T OI00 0000 OO 10 0007 0000 O 0000

.0/0001.0 00 O O :Sulfated ash L1000 DT

20 U0 0000 00 O [efros D00 0O00D OTT 0007 OO0 D0 iLess on drying CIIIOMT OO0
0/00

200 000 00 0T 0. LI T2 0T 10 U U 1.0 UL :Acidity and alkalinity [0 OO0

(10 00 00 0.1 07 vs(0/000 0.1) I0M00OT DIOCO0OID OO0 00 00 0.1 00 010N 0000 Ors OOMI/OMI
.(00I00) 0007 DOOOT 000 Dol 000 00000 vs(5/000 o.1) C00I00000!
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(000 00 0 3 000 OO0 000 00 1o O 000000 000000 00 o.3 0000 OO0 :Assay OO
Q00000 vs (0/0001) 000001 0000000 0o 00 00 s 0000 Oioo 0oma; orog R 0oooon
0000 00 00 1o O O00IOOOION CJOIOD 0o 0000 R 000000000 00 000 25 (000 00 00000 000
00 1o 00 OIN DIO0T OO0 [0 . 00000OODOAT 0000 0000 001 00 D000 08i00 R 0000000 Oooin
(00000 s OOMI/00 0000 000 00 00 o.25 OIOI0 . DOM00 000000000T 0000 1000 R 000000000
0000 O oo 0o OO0 00000 0o oo 0vs(0/000 o.1) 0IODOO/OD0D0T OO 0moo
OI000/0I000T OO 00 00 1 00 (142 00007 D 007 A 00007 0"Non-aqueous titration[II0]
.(C10 His NO),, Hys0, 00 00 21.43 000D vs(0/0000.1)

ERGOCALCIFEROLUM
Ergocalciferol UL IIUIII0ONC
CysHuO *Molecular formula (100 [T
396.7 ‘Relative molecular mass [[.[117] (1007 DT0T

-Graphic formula g

“Chemical name 07 O

(5Z2,7E,22E)-9,10-Secoergosta-5,7,10(19),22-tetraene-3p-ol ;
24-methyl-9,10-secocholesta-5,7,10(19),22-tetraene-3p-ol ; CAS Reg.
No. 50-14-6.

D, U0 :Other name UUU! DU

[ 0T 077 (00T 0oooo 0r O0ioz bior 4oid 0oz 7 0oot oot O s peseription 10T
{0 0OI0T OO0 07 00O00T 000 000 fooo? Ooo
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R [00000T0OTD s (0/0 750~) OONTO O ONOO7 00 0000 00 000 ON0CT 000 :setubitity TITTOCN
R 00 R 00COO0

.antirachitic 007 D100 [OTT .Category 00om

010 O 000 00 0odoT Ord 00 O (omoo oo 0 J0oi0Iodio! 0O 4O -sterage Lot
[ 80 2 01 (00 00007 1000 00T 0O Moo 0000 O Hinere 000 40O

0 D000 [000TD oodzd ThoT Do0COIooioo: T :Additional information [UICIT CICOOTCE
1007 10007 iooo 0t 0odr foo Joom dood: 0o oo 0o 00 Tooag ooor Om

REQUIREMENTS OO

“Identity tests (IO CIIO0I0!

00 0007 for © foof OWdo Om* 0od 0o doodo 00 oo 4o bodoca
10000 O OI0iol O Onon .(43 00001 T DUD) "Spectrophotometry in the infrared regionD:DDDﬂ
reference spectrum UI00L OIOD 00 [0 rs 0O0OTOCZOO00O OO OO OO OO0 0DDOC OO
L000Ton0oooal

OI0000r OO0 0000 5 000 00 1.0 07 OJIOT s (0/0 750~) OO0 00 10 O 00 2 I O :B
(0000 100 0007 40T Deolecaleiferol DOOMTNONONT OO [N0) 001 000 O 0OO0CTS (0/0 750~)

(1000 v ONOD (000 O7) 0Io0i 00 00 o.5 0000 OO0 r 000ICOOION 00 00 5 O 00 s O :c
D000 07 OO0 00 1oono Omar 0o 0o ot O s (0/01760~) DIOODOT OO 00 00 0.1
U007 0000 O 000 djdor ar o

000 00 0o 4 D000 00 00 0o 07 D107 .- 00700000 00 00 40 O 00 2 0T O o
00T 0077 0107 DOz IO 0o UE Zantimony trichloride TS

0000 00 07 000 000 I000 Ze0117-112 *Melting range [J00IT 000

00 0700 00 O 0007 0000 00007 0 o.2 O :Specific optical rotation UO0T COOIM DIUOI
00 0000 30 OO0 OO0 0000 000 .00 25 0000 000 0000 Ts(0/07s0~) 0000007 00 0007 oo
@l ¢ = +103 to +107° [IOOL

00 O 00 w9s.0 00 00 O [0 U0 DOO0OZZ00COC. D0 :General requirement U0 IO
.CsH4,0 Ul %105.0
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Thin-layer 10007 I00T L00O0™ OO0 U0 Q0000 00 100 IZ007 000 :Ergosterol LOLIULIL
(0000 0000 00000 00700 0000 Ry 1007 0000 00000 O(s4 0000 01 0007) “chromatography
00 U0 0.10 UIOT OO0 Ir UOCCOCI 00 OO 00U r OCQOOOOT OO 0007 OO 00 Ooo
OO0 [T 07T 0T 070o0d 1o DOTOT 00 000D 00LOC 1 00 U butylated hydroxytoluene R
butylated U0 [0 0.100 squatane 00 010 10 000 OO0 v U0 OOTOIOT OO 0700 O DI0OOC OO 000
000 =y OO0OZ 0OC 1 OO O D000 T00 O 0 0.050 OO0 =y UIHE 207 1 U0 U hydroxytoluene R
[ ergosterol R OIOOOOCE 0T T2 0.10 UOD = oy UOIOI 000 1 OO O rs 0DOCCOIOCOCCE U0 Do.o0s0
[0 00 I0O0! Coimo Oiog 00 0oon 007 (oy 00io; 0o moood 20 00007 00 10 0o Iof 1« 0o
L0000 0 O 0o 0od fOoboon: (0o 0o o7or 0T doo .hodr O ooreon 0o .0 s
L0 000 U0om 0ot oo U 1070 4-3 007 00 00T .antimony trichloride TS UUIOD LI
0000 O 0700 007 0007 Do f0or O 0ooir - [oor 0o (oo O A Doodr oo 0o¢ oo oo 000
007 0T r, 00T O A 0007 00 00 o007 o0m 07 dodr O s D00dl Oo 000 O oo 0o oo
07 A 00007 00 DI Obooo? 4o Jito 0 ¢ 0oodr 0o 000 0oom Qo 000 mdr mono foor oo od
000 0000 0 10 0014 0imod; to 00 ..c0 s 0! 00 Do Dooioo! 000d 0o oo doo? oo
000 00 0 OIOoU O o 0ot 0o DI Qoooo

OO0 00 00 007 00 10 O Do.ao OII :Reducing substances (DU}HDDEH[) Qmmnon oo
(000000 Doio 00 00 o.s0 s OOIIL/OOCOOONT 0000 000 00 00 o.s OJIOM Ors (O/07s0~)
R OO OO0 00 07 00« 4000 0 000 00 s 000 0000a? 000 s OOm/o0mom O
0000 00 mooo? Cioo o000 Cmnog 0ioi s2s 0o o000 Qoon 0ty Do ooo 0oo 0o Coono o
00 007 D000 0oon O .000m 0000m s (0/0750~) 0000000 00 0000 D000 00 O0ie 0000 0OO
000! O hydroquinone R U0 UI/I00000 0.2 OO0 C0I0 00 Oro 00 0000 M7 OO QNI OI00N
innin 1l NN
.18 (0/0750~)
CI00M0T OO 0Jmo R0 O frodoo onodo 0fo.os OOMOT 0000 CDOM DObOmD O - Assay 0O
000 0100 00 250 07 00007 100 00 00 5.0 00 000 100 OIO0O Ts (0/0750~) D00 OO 0000
(00 0000 0007 toon 0oio? 0o 0oq 0707 000 000 00 0000 00 0000 30 000 000 0000 01!
JI00T OJ00O00 [rs OOO0CNCOO00 OO0 D0J0CE DOODOT 00 O cusHyo 0000 OO0 OO0 265
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.0.03 + 0.48 000 OOIOOT Q00I0ay fuo DidT Qoo 4o & 00007 0oon 0 0o .oooio

ERYTHROMYCINUM
Erythromycin {00000
streptomyces U1 UUIOT CI00 00 00 000 000 00 1000 000007007 D - composition LIZUOTT
.cl B 00I00T00 00 00 000 00 A DOT00I00 00 D00 DOTDT O0UID erythreus

4 00000007 07 0o Oimoion 000 oo frioa; dJon oomodn Imon -0 oo 4nooT «
Al

C;7H4,0;5 :Molecular formula [oo0 oonom
733.9 :Relative molecular mass [1/[J[[ DT00] D000T

-Graphic formula g

HaC
S HC
LN WO

:Chemical name U[[[J[[] 00!

[3R-(3R*,45* 55* 6R* TR* 9R* 1 | R* |2R* 135% 14R*)]-4-
[(2,6-Dideoxy-3-C-methyl-3-O-methyl-o-L-ribo-hexopyranosyl)oxyl]-14-ethyl-
7,12,13-trihydroxy-3,5,7,9,11,13-hexamethyl-6-[[3,4,6-trideoxy-3-(dimethyl-
amino)-B-D-xylo-hexopyranosyl]oxyloxacyclotetradecane-2,10-dione; CAS Reg.
No. 114-07-8.

00 IOTOT OO0 0r DOrozT Uoo tO0n0 (o0oir U DoT Dotto 07 OT0T :peseription L1010

OO0 O 07007 00 Doodr 0o O oo 0T 0o 0 00 000 1ooo U U0 :selubitity IO
R 000000070 R 00O s (0/0750~)

LI00T 00 10D s category I
007 00 000 000 [ojio oo U DOt 0o OO -sterage LIDOTY

138



-hygroscopic LU0 I DUTOITIO O : Additional information [/L1T LI

REQUIREMENTS [0

1 00 U (000 0000 s70 U0 00U 00 00O OOU :General requirement U077 100
0O 000 O QOOIIT fhoo o

‘Identity tests LT OOCCO0E

.0l ¢l B U007 07 00000 A 070007 0007 000

00 ool oot O O0oon oo O ooo Do Doooo oo oo Oom ode s
000 O OIopo! O 0non .(43 00001 DHD) "Spectrophotometry in the infrared regionD:DDDH
OO0 reference spectrum DIOUL OIIOT OO 07 Rs OJOTIOOTO0C 00 0T 00T 00 0000 OO

00T 00 00 0007 00 s (070 1760~) OI0NOD (10 00 00 2 0000 00 s O D00 B
1000 00 0no

000 O Ors (0/0 420~) ODNOO000I IO 00 00 2 OI00 r 00007 00 2 O 00 3 O :c
0000 00 00 r 0O00I0OOD0 Q0 2 D000 0007 000oooo: joon o 0 otr 0o oo 0oz dooim
00000 fo0i0ooidn

100 007 077 0070 000 O D00 Xanthydrol U0I0 07 07 5 II00 010 s 07 OIU! D

00000 DOITo: O O0/0I0 20 OO0 OO0 DOTEX :specific optical rotation OO OO D00
~ 71 to -78° (00000 00007 7 0000 D000 J0j0oc [oo Qo oo se 000 DOmoOr 007 [r QO

20°C —
lalp =

0/000 2.0 00 0T O :Sulfated ash CJION D107

Determination of water by [ 00U IT00T T 070 OO0 OO0 CJOOCC 00 00 OO :water I
0000 00 O 0 0000 00 O D00 I00I0T O(ras 0O0OT D 0000) A D00OT [the Karl Fischer method
0/000 100 OO0 I

00 (000190 r OO 00 000D 1 07 000C 020 00 0T so O O 0.1 UM :pH varwe T 00T
.10.50 .0 00 000 OI7 00000T Dodr O 0o 000 o

MOI0! OO0 Nooonoooo onir* oo 00 4oood 00 [0 000 0000 000 :Assay 0070
Bacillus Pumitus 11T TI0DOT TOOIOT (155 1000 DUD) "Microbiological assay of antibiotics
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1000 08.1-8.0 007 000 (0T 00 cont 000 OO0 0DIOC OO 0700 (NCTC 8241 or ATCC 14884)
00 0000 250 s 01 0000) CIOND 0007 00 O0iomi 000 0 rs201 Ors 0s.o OO0 (10 0000 CI00O0
(00N 000000 00007 [0 0001 0 07 00 00700 00 .<039-35 01 (0000 00007 0000 000 1 00 O
0007 00 .[000T 070007 00 %105 U0 OO 00 %95 00 U estimated potency (P = 0.95) JODIT TTEI0T
(0 D000 (000 0000 1 00 O 0000 0000 s70 00 00 (P = 0.95) D000 0000 (0O DO Do oo

0T oo

ERYTHROMYCINI ETHYLSUCCINAS
Erythromycin ethylsuccinate [ILIOO0ION] OTIO00 O
for parenteral use 1[I0 CIU0COI0T 000 O0QI000MOOT DIIO00 0oo

C43H75sNO;¢ :Molecular formula (0000 IoQm
862.1 :Relative molecular mass |11 [T007 D000

.Graphic formula OO0 DO0ca

“Chemical name U007 JUL

Erythromycin 2’-(cthylsuccinate); erythromycin 2’(ethyl buta-
nedioate); [3R-(3IR*,45* 55* 6 R* TR* OR* 1 | R* 12R*,135* 14R*)]-4-[(2.6-di-
deoxy-3-C-methyl-3-O-methyl-a-L-ribo-hexopyranosyl)oxy]-14-ethyl-7,12,1 3-tri-
hydroxy-3,5.7.9.11,13-hexamethyl-6-[[3,4.6-trideoxy-3-(dimethylamino)-p-D-

xvlo-hexopyranosylJoxy]oxacyclotetradecane-2.10-dione 2’-(ethyl butanedioate);
CAS Reg. No. 1264-62-6.

O DOTIT 000 00 Dociz Uoo lOo00 O I O 00T Qdoz 000UU :peseription L1UIT
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00000 O 000 [r 0O0000OION0 O 07007 00 000 O DO 00000 0100 :Solwbitity OO0
.macrogol 400R UII0OM 1s (0/0750~)

J07 07 07 00o? Ciorodr oo Domoirhor oo Oor Do DO rvabening 0100
00000 TO00! DomOo 07 booo 0o Ofon Dma? imoor dooor Uioo

L0 0200 T00 - category I
007 00 [00 DO Iojio Toi0 0 DODoImoor OIoo0o 0oor 0ot 4o -sterage 00O

REQUIREMENTS OO

1000 740 OO OO 0 70 000 DOMOCT0O00 L7000 0707 OCD :General requirement (17 LI
00T 00om 07 D000 Mooo 0o 0o @ d0Jioorodr 0 tned

“Identity tests [J[00T CIOOTI0CK

.DU ¢l B 1000 07 00000 A 071007 0o 000

(0007 OO 000! it O 0oor oo oo 0o 0o Coooo oo oo OO0z Doo -a
[0 0000 0 CI0007 000 0707 (43 D000 Dn OIEY) “Spectrophotometry in the infrared region
OMQ! reference spectmUI00T DT 00 (7 s OOTIOOTONT LINOCO O 00 O 00T 00 fooo:
00 Orooo

000 000 00 0008 300 ts (0/01760~) OINONON IO 00 002 0000 000 s O OO B
A000 00 oo

000 O Ors (0/0420~) OIOOIO000ID) OO 00 OC 2 0100 r 00000 00 2 O 00 3 OO0 :c
1100 r I0000COIOT Q0 00 2 0000 .000do? 0dor O Dod 0T - bodr 4o dom - 07 dooim
00007 00T fO0ioodon omoe oo

107 007 O 0070 000 O 0000 xanthydrot Ts OO0 00 U0 0000 0 5 07 OICE o

/000 10 00 000 O :Sulfated ash LJIIO0 0007

Determination of water by 10T OO0 I0J00T OO OO0 OO0 OO0 0000 00 200 00 :water 07
[T OO0 000 O 0007 00 Oo.s [OOMOT O(14s 0O0OT 0o 0I07) A D000T ["the Karl Fischer method
0/000 30 OO

141



[000J00 (00T 007 I0O0Moor Diodn Do 0o Ooor 0 o 00 so 00 0 0.5 O -pH value HOOTT 0O
.8.5-6.0

(10000 00 (00 00000 0/ 00 100 D000 r OOZI0 00 000 000 O 00 so UMD - Assay OO0
00001 T DUDD "Microbiological assay of antibiotics [ [JIIIUIL MOIIIO00T 00000 000 OO
(00 000 0000 00 0700 (NCTC 8241 or ATCC 14884) Bacillus Pumilu [T [OCIOT 0(155
(00T OOD00Io QOO Orsz O Orsals.o OO LI0D 0000 OO0 000D O8.1-s.0 OX0 D07 00 Cmt
[0 07 OO0 00000 000 .°0 39-35 O 0000 00007 0000 0(0o 1 00 O 0000 0000 250 s 00 000y Do
[0 0007 00 %95.0 OO O estimated potency (P = 0.95) 10000 T0N0T [OON D0O0D 00007 [0 0001
(000 0000 740 00 O (P= 0.95) [OMIM MI0I0T (0OM OOI0T 0OJI0 0017 0001 00 00000 00000 00 %105
00T 000 O DOO0I fooo 0o OO O DOJoonoo! oo

000000 QioooCQr Ddmtl HofotCoroor Qoidhd Qoo dod Lod Ooddr oo

Additional requirements for Erythromycin ethylsuccinate for Parenteral use

.(s6 LO0OT 4 0ICX OOT) “Pranenteral Preparations 100 OIOOIO™ 07 10007 DI00O? D0ICT
gooog

ERYTHROMYCINI STEARAS
stearate Erythromycin [ILI0000C000 OO0

C37H67N013,C18H3602 :Molecular formula DHHHDDH DDHI:HH

1018 :Relative molecular mass [[[[J[ 000 D107

-Graphic formula (I0000 oncIm
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NEEH,| + CHylCH,), ,COOH

“Chemical name [J/J/[J7] U

Erythromycin stearate (salt); erythromycin octadecanoate
(salt): [3R-(3R*45* 55* 6R* TR*9R* 11R* 12R* 135*% 14R*)]-4-[(2.6-dideoxy-
3-C-methyl-3-O-methyl-a-L-ribo-hexopyranosyl)oxy]-14-ethyl-7,12,13-trihy-
droxy-3,5,7,9,11,13-hexamethyl-6-[[3,4,6-trideoxy-3-(dimethylamino)-B-D-xylo-
hexopyranosyl]oxyJoxacyclotetradecane-2,10-dione octadecanoate (salt); CAS
Reg. No. 643-22-1.

(000 OO T Qo 41T 00000 0T 0o [ooe 00T 7 Dozt fioo D0 :peseription L0
10 0O 000 00 0o doo oo
R I00I000IOT O 000 Ors (0/07s0~) OONIOC O 00 000 O 0700 000 00 :sotubitity DIIO0N
.opalescent [0J00 D00 000 0007 00 [r 0000 R OOTIC
LIEH TOC [0 :category (1T
|

[

[

007 00 T00 0000 oo 0o O DOhooiol O0ro D0 OO0 :storage LIOOM
REQUIREMENTS OO

[0 200 0000 550 00 007 O 00 00 DOMO0ZO0C LD U000 :General requirement 1L CIO0T

07 00007 10000 T000 C3HeNOws,CisH360, U0 %77.0 U0 O00 0 00 000 1 00 O OO000I00

00D oo

‘Identity tests /000 LIO000CE

.pU ¢l B U007 07 [0000 A 07I007 0007 000

(0007 OO oot oo O 0o Dof oo 0oo 00 doooo 0o oo oo Do s
00 o0l 0 O Ok 0no1 .(43 10007 T DDD) "Spectrophotometry in the infrared region
L0 reference spectrum UIOCE LIUT OO 00 rs OOIOOTOC OO0 OO 07T 0000 00 D000

LoD
007 00O Ors (0/0420~) OIODOO00I OO 00 00 2 MO0 R OONCD Q0 2 O 00 3 OO0 B
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(J00 r 00000COIOT O0 00 2 0000 00000 0O1000m 0oor 07 0 0o boo! 07 000 001 oo
000007 000 00000000 000 ooan
07 00 0007 0000 000 O D00 Xanthydrol Ts 00 00 5 0000 000 5 OF OI01 <
(0007 00 0000 0o 0o 1o s (0/070~) QIODIO0DOOM OO 0000 5 00 0 0.1 OOT 00O D

000000000 0000 00 00 3 00 0O00 DNoon omom 0000 o007 .0oom 00?07 oo fnotb Oom 000
(100 00007 T 00 00 1o OI0ON .gel 0000 00 0007 OOON 0007 OO0 Ovs (0/000 0.1) (0M00OT
00 00 Ors (0/0ss~) OOIONOT 0000 OO0 00 00 « 0000 00 @ O 0000 .0o0an (o) oo
.Ts (0/0250~) OIONO000I IO O 0700 00 0O000 OO0

00007 000 MR 00000000 00 30 OO O 0.5 IO :Erythromycin stearate O OMO0N00! CJITI0
Ivs (0/000 0.1) OIOOIOOM 10O 0007 ODOOD [ra OO0 OIOO0 CJO 00 00 so OJ0CI DMIIO
000 0000 00 00 00mon ooooam

0000 00 DO Or 000000000 00 00 25 0000 00 000! Coo0 00 TJ00 00000 1000000 0o 1
0000 000 00 000 washings DOIOMID firtrate DOIO0T 0000 0ON0 [r DOOD000DCNE finer ODO0 OO0
Ivs (0/000 o.1) TIOOIOCI CI0O 000 ODmOon 0ra DONT OO0 OO 00 00 so OO0 .00 30
(00 00 00 1+ OO0 .0000 OO0 0000 0000 Omm 0o Dvs (0/000 o.1) OII00OON CJ0O 0ol
OOD00700; Dm0 OO0 00 O IcsyHeNOys,Ci1sH360, U0 00 101.8 DOIC! vs (0/000 0.1) OID0OOT
.0/0 0.770 OO

Determination of water by 100 0000 000000 000 (000 00000 OO0 00000 00 J00 000 - water O]
100 D000 0007 00 0000 00 O o.s T0000T O(145 DO0OT 0h 0007) A DO0OT Dthe Karl Fischer method
0/000 40 00

neutralized D000 O0ZZ00 00 00 s0 O O 0.4 00 O :Free stearic acid 00! OOII0T (10
(1000 0007 C000 0o0c 0o O 00 Ovs (4/000 o.1) 00I0bO Mo00ooo OmOoo DI00 ethanol TS
Qoo OO 000 000 0mT 00 0 1 007 0087 vs (0/000 o.1) 00IIDON MiD00000 00lo 00O
(00 28.45 00000 0007 00 00 1 00 . OOM00000] OO0 00007 O 000 00 0 1 0010007 vs (0/000 0.1)
O/000 185 00 011 0 cygH360, O

Q00007 OO 00 077 Moo 0o D000 00 O O 2.0 DD :Sodium stearate J0000T IO
1000 00007 0000 Ors (0/01760~) LII000IOT CI0O O 000 O 0OJ00 (0000 0om Ors (0/01760~)
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.0/000 60 00 0101 O OcysH5sNa02 OO0 O 4.317 D000 DIO0C 00 O 1 00 0000 0000 2°0 8o (I

O IO :Total stearic acid, stearates and water [0 OO Ororen 0o booo
L0000 O0imoomnooT Lomoo for tomor o0 oo fom o tod oo foo0om boma:r Qoo
00 0007 00 %9s.0 OO OIOT OOOO! MO 000 000 (Q0oo oo Ot 0000 [ooo ooy foroor
.%103.0

(00 0OTIT U000 4o 1o 0007 0OO 0000  DOICT 0O 070 700 O 00 so LI :Assay 0O
"Microbiological assay of antibiotics [l OIIO0N DODMONO0CD OO0 OO0 OO CJOO00 00
00 0700 (NCTC 8241 or ATCC 14884) Bacillus Pumilus IO TOOIOT 0(155 0000 D10000)
0000 U rs2ll Irs1 Os.o 0000 O 0000 D000 OO0 Os.1-s.0 OZ0 OOOZC 00 et OO0 OO0 D0CI00E
000 .0 39-35 0000 0O00I DOOW 000 1 OO O 0000 0000 250 s 00 000y D000 D00 0omonmm
%95 [l U7 estimated potency (P=0.95) JIDIT [0NIT (00T D0ODT 0ODOE 0077 000! O 07 00 Do
00 00 (P = o0.95) [000T MOOMOY 10O DO D000 007 0007 00 00000 D0aiT 00 wios OO 0O OO
00T 00iT 07 0000 Moo 0o @ 00 © 007oorodr 0 onod [00a sso

gooog

ETHER ANAESTHESICUS
Anaesthetic Ether U100 JTI0!
C4H,00 :Molecular formula [T 00T
74.12 :Relative molecular mass [[/[1[1] (7000 070
*Graphic formula [T [T/

C,H,—0—C,H,

“Chemical name U007 000

Ethyl ether; I,1’-oxybis[ethane]; diethyl ether; CAS Reg.
No. 60-29-7.

[I00 [OT0 00 070 bt 0o DUo Doooot DoD D0 rpeseription IO
R 000000000 s (0/07s0~) OOTINOT OO 0000 D007 00 0007 10 00 D000 < miscibitity D000
10 0000 :category [
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(0007 JIodT 0T Moo oo 0007 oo Mo 000 © Dooo 0o 0o 0 OO :storage U100
00 1 OO 0000 10000 0e0 15 00 000 00oa

Highty (000 OIOZ07 000" 10 OI0 00O 0700 000 O ORI O 00 00 rvabening LIOOTT
07 000 0007 Uit 07 000 DO 00T 0ooo Uo7 oo 0o O OO j0Udd - "fammable
UI0L antioxidant DOOT 00000 O D000 0007 0O

000 . 000 000 IO 0od oo oor 000 07 000 - Additional information [Z0T LIO0N

0 OO0 O0dt O 07 .000d 24 OO 0007 000 07007 domo 0o Oof 07 0o 0 0 foo DOodd - o

0i0d0 0 DO00m 0 0o 0o 0C0ooo dodr jodr boo -0juo (0o Qoo0D Of (oo foooo Qmea;

00 O 0000 40 07 0onon .explosive (00T concentrations [ LIC] LI nitrous oxide DU
TI007 [0o0 0 Qoo oo O

REQUIREMENTS OO

‘Distillation range UUII[ [I[]

L0000 07or of 00O 0 10 Drmoo! 0fdor 0007 Qg doon O Coog oooorn oo oo e
.Peroxides

000 0000 OO0 0000 O 0iodl oo foion Oimodr 0000 [mono Doon [ooe tooioo
0 35.00 34.0 U OO0 OO0 O Dtest tiquia U000 000 O0TED

.d3) =0.713-0.716 :Relative density [ [J_] I/

“Non-volatile residue ([0 00 (100
HO0000 0mo: 07 Oo0m) O [0 0ioao; 0uon o0on o0 0o oo 0o One0 ooooar 0o 0 e

.Peroxides

.00/0000000 20 00 0107 OO0 000000 000 1000 <0 105 00001 TOM (00 00O 000 00 s 000

0100 000 01 00 se 000 MO0 O s (0/0750~) OOIEO 00 OO 10 0O : Aciaity 100001

00000 Omo 00 M0 1000 Ts DOMY/ON 0o 000 00 00 0.5 OIOI0 Dglass- stoppered flask
OO0 30 000 D00 10 007 0000 0000 00w 0o Mo00 - ooz 00 000! vs (/000 o.02) 0010001
vs (0/000 o.02) 00O IODOOOD OO0 O0 D000 0O00 000 0mom: 00 0o 0o 2s oot
0.4 U0 00007 00000 0000 TJ00md 00 3o 000 0000 OO0 007 Ootioo? oo ool 000 Onooon 0o ool
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0100007 00 Ooo? joiodr U000 oo do do

OIN000T I 0/000000 00O 00 00 2.0 D007 070 00 00 10 00 OO0 :Peroxides (1100000
U000 DI0000T 00D 00 00 1o D00 refernce solution UOUOD 00D OOI 00O .IOD TS
[10/00000T 000 0o 00 2.0 O0OOT 0000 100 00 00 o.10 00 OJOOIE 0T OO 100 O Ts (0/060-~)
0000 00107 1000 DUfodn Ono fn Dol 0ooo: 0 0z jogn O 00 00 ar .es Uioo
L0000 Dom 40d Jood 0o 000 Doidr dar ao [0d 0o oo 04 oo doo 0o dooda
(53 00007 01 0100) "colour of liquids U200 O OI00 OO

alkalin potassio-mercuric iodide 0000 00 OO 2 U7 :Aceton and aldehydes OI0I0oND ooroon
U000 070 00 4o 1o DONT 00O 1.5 D000 OO0 00 12 0000 N0I0OC 0000 00 00! 00 r s
Or0 OO0 O 10 000 O D 00 0 s 0o 0o0r O Do 00rd 0 1o 000 oo domergdo
000 D00 IOC000T bimar of 4ionon T 0o Dioo 0o 0o 040 4o 000 O 00 On boot:
distillate JIIO0T 000 D000 0000 00000 OO0 s

(00T D070 I7oor 070 0c Oc qo O 000 000 00 00T U :Foreign odowr TN [OCI
[0 (o0 00T CJocan oo oo 0o ool Do

goood

ETHIONAMIDIUM

Ethionamid [JUI00IT

CsHoN>S :Molecular formula J00an Qo
166.2 :Relative molecular mass [[][]] [TT007 D00
.Graphic formula g

N, CoHg

S=C—NH,

“Chemical name U007 000

2-Ethylthioisonicotinamide: 2-ethyl-4-pyridinecarbothioam-
ide; CAS Reg. No. 536-33-4.

000 0000 foo0r ooz DOor 0oo0oor Joor oot [ood DDOT :peseription LIOT
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00700 O OOoOT Of7 Om OO O OO0 00 O 0 OD0 OO :setubinity IO
.0I000 r D0OD0OCIOT O 07007 000 Ors (0/0750~)

.Antileprosy (000 0000 oo .Category 00om
00 0000 O 000 J0007T 0o o0 Doi00M fojo fioio 0 Dioiodn: 0oo 4o -storage 00O
00T D00 00D MO OOZ0T: O 02007 - Aaditional information (10T CITOONT

REQUIREMENTS 10N

07 %101.0 U0 U0 OO 998.0 OO OO O [0 020 DIT0CEE OO0 :General requirement (07 LIOO
10007 0007 O 00000 1000 DeeHioN,S

“Identity tests 1000 CJCOCE

.pU cll B OO0 1100 ol A OI0TIO0] 007 OO0 »

(0000 OO oo oo O Doof Dor oo 0oo 00 Uoooo 00 o0 Qoom ooeea
00 000! 00 00007 O O 0oed .(43 10007 DJDH) "Spectrophotometry in the infrared region
OTOTEN reference spectrum COOOT DIOT 00 07 rs OXZOTEE 00 O OOTOC

[ O00C 100 00 O 10 OO O [2.4-dinitro chlorobenzene R (111 00 0 0.10 01 O o.05 OI0 :B
00 Crs1 OON/0I0NON DOO000ID 000 00 00 3 00000 007 .0iooio O 0000 oo O
000 - DO o oo oot

Q00 000 DI 007 0o Ovs (0/0001) Oooiooooir OO o0 00 s 00 0 oa 000 e
10000 r OJ0OI

[ 162 007 I00O0! I0001 000 =D

[0 00000 00 100 0002 000 OO0 000 Dro 000N :Heavy metats [T (JI000T) OOIOCD
10007 T 0007) 3 D000! 100 I"Limit test for heavy metals TN (CITIT) 0000 0O0O D000 01000
.0/1000000 20 00 0000 O D(128 0000 D D00T) A OO00CT OO0 00000 00000 OO0 00 0127

L0/000 1.0 00 00 O :Sulfated ash LJIIO0 0007

[0 00 0000 O el vos 0000 COCCD DI 0007 000 OO0 :vLoss on drying LITIONT OO
/050
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1007 00O 00 00 000D 00 00 D007 O :Related substances ((Z007) 00001 D10
[0 07000 CIC00 TT700 me DOTZOT (OO0 TOOMOT O(s4 [ODOT 0n 0IE0) “Thin-layer chromatography (1T
00 070000 10 0OIOT 000 DOMOD U107 0001 D000 R U0 00000 10 r (OOCOOQI OO OO 9
01 .10 00O :(s) OOICN 000 1 OO O DIO07 0000 O0 O 20 00O :(a) 00000 0r CONOO! D 0000 000
(000 O 00 .00 1 00 O 000! ooo 0o 00 .04 000 :(c) D000 000 1 00 O 00odr 00 0
254) [IO00T OO0 0000 00 O OI0I00! 000 000 Moo 0 000 000 0O010m: 1000 oo
00 . D000 00 00N O 00 000 0000 0000000 000D 0o 0a 0000 00 0 0000 0 cooe O . (oo
.c 001007 0f 00T 0O 0o 000 o7 0o 0od 00 0o 00040 oo o dodo

(00 Cr1 OOIOT OO0 OO 00 00 so O 0IDOIOC 000D IO o.15 10T CIID - Assay OOITOD
Non-aqueous U000 0007 O 000 OO0 OO O0O000 00 (00 s (0/000 o.1) OMO0I00O0 0O
00007 vs (0/000 o.1) OIODIDOI IO 00 00 1 00 (142 0O0OT D OO) A 0O0OT Ttitration
.CsHioN,S U 010 16.62
oogod

FERROSI FUMARAS
Ferrous fumarate OUI00T UI00000

C;H,FeO, .Molecular formula J00aI ioom
169.9 :Relative molecular mass (][] [TI00] D00

.Graphic formula g
ometi §

Q—=~Fe

“Chemical name U007 000

[ron(2+) fumarate (1:1); iron(2+) (E)-2-butenedioate (1:1);
CAS Reg. No. 141-01-5.

1000 000 00T 00 07 000t Oog Do 00T 007 00Ul peseription LU
.Ts (0/07s0~) OO0 O 00 OXO07 D100 00 O 07007 OO0 :setubitity D007

.Iron supplement 0000 0o .Category 00om
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000 00700 Mo O 0007000 4imoon Coo OO :sterage 00O

REQUIREMENTS [JIIOIML

00 007 00 %93.0 U0 OO O 10 000 000000 UIEN OO :General requirement U1 LICOT
L0000 OO0 O 0000 000 IegHaFe0, OO %101.0

‘Identity tests /000 DIO000CE

00 00 1.0 O00) 00D vs (0/000 1) 0000000 00 00 00 10 O Do.4 O0ODI 00 O <A
000 .vs (0/0001) 0OD0OT 000000 000 0o 0o 1s O 00i0; 07 0idl (s 0000 oma: o0
[0 00 0 0000 s OO0D0/O00 00 0mo 00 00 o.2 00IDOT 000N 0000 Dome Mmoo
(I D000 00 00 2.0 01 000 .(O0000 0O0T) 0IiooT 0o 000 0o vs (0/000 1) O0oooom
.J00 000 000 0o 00 Ors (0/04s) () 01000 OO0 0000 00 00 2.0

General 11T OII0O0T LIOTTO™ 0000 40 D00O0T ¢ OO0 A 0007 O 0000 Dodl 00 -8
(121 00007 [h 0000) CODIDO! 0000 D000 D070 identification tests

00 00 .15 0700 D10JI0 DOOIOC O7 0ol 20 Qo.s 007 .r DONOO0DDI DO O 2 00 O 0.5 U0 :c
00 DI0T 000 000 0O 0o 0io Con o 0 000w 0080 s (0/01760~) OI000I0T C10
ftuorescence (I LI UOID OO 00N - 10O OOT 0000 O 00T 00 foo ooo

00 s O 0100 [O0700T 00 0007 0000 00T O 1.o (D000 0007 - Heavy metars JUOIT (CI7000T) COTI
(00 O D000 OI0 . O00! 0000 0010 0000 00 O 0000 Ts (0/0420~) O000O0000 OO0 00
000 00 60 Is (0/01000~) O (101 00 00 4 Ots (0/0420~) ODOIO000I0 107 00 00 15 00
(070 0000 Qo0 .00 20 (00 00 Dr C0O0 00 D0OT MO DIO0O7 DI000000 dodr oo+ foo 00 dom
0000 . Q000 0oni Do joooo oo 0o 0oo for mooo! Jnon O 0o 0o 0oor oo 20 Ot
(0/0100~) (10007 OO0 Dpbr OMOIOT OJO 00 O 1 0007 00007 000 0OID O07 00000 00!
Ul 000 DO07 0o0oor [om 2o 4o 07 OO0 pyrs DOIOCDIT OTTO 00O Q0 00 2 0000 Cpbs
Limit test 00 (CJI000T) 0000 000 ODIO0M 000 OO0 0000 00 100 0000 (C00ooT) 0o oo
L/000000T 100 OO0 DI O D(128 0000T T O00D) A D007 OO0 Mfor heavy metals

(00T Od o 0g re D00 Or ITI0OT 0OCDOT OTI00O 0T 0 1.5 00 O 0.2 O00 < Arsenic DT
00 00 20 O 0000 D0OW OO0 0OJ00 (D0O0) D00l 0000 00 00 O00n DOI0 000 0000 Asts

I
I

150



000 07 022 .00 00 100 brominated hydrochloric acid AsTs J0UT IZT LIIOT OINOICOOCUIE OO
000 J00007 QU 00D stannous chloride AsTs OOUOM 0O 00 IO T00 QJI00 d000C
000 00007 Droee 0o Od Dodoo 0o U 000 [0ioo Door 0oddr 000 22 00oo oo

0/0000000 s 00 700D 000 0700 0 O(izo 0000 Dr DI0T) "Limit test for arsenic X0

[J0 00 00 1ol 000 00 100 OO 000 O D700I0O0 D0000 003 0200 OO0 :Ferric iron CJII00] 00
OO00O0I00 00007 00 O 3 0000 00000 0o . ouoon DOi0 oo 0000 s (0/0420~) Q00000000
O000 COe0 0000 00w Do 0000 1s 000 0000 O J00000 000 00oom: 0000 000000 Om Ir
(0000 000 OI00T (000 . Doioo oo 000 00 oD f0o0o0 s 100 0ooiom bvs (0/000e.1) 00000
(000 00 00 1 00 000007 000Cn vs (0/000 o.1) OOIODON CIOiCCm 0CONn OO0l Do 0Oo000m
00 O0I00! 0o 0O0o 0 o DDHD]DDH (00 00 000 5.585 00000 vs (0/000 o.1) 00I00OT OI0000T
0/00 20

0 007 000 00 200 s (0/070~) ODIO00ON IO 00 OC 8 00 Do.15 O :Sulfates L1000
Limit test (0000 000 OO07 D00 0000 00 O0000 00 (00 000007 00 000 0oo0io0 Joo0o oz
0/000 2 00 O07 000 007 0 (s 0000 D DI0D) “for sulfates

1o U0 000 0007 00 [0 ros [OOO COCOOCD DT O0OT OO OO :vLess on drying LIOTT 00T
0/

00 ts (0/0100~) UIONOT OO 00 00 7.5 O DX00OC D0OC0C 000.3 TID N :Assay OO
ceric ammonium 00 0000 U0 CO000 D0OTD 000 070 00 2s 00O D007 00O0T 000
(0000 000 00 00 1 00 00000 s OO 00D 00 00 o. D000 Dvs (O/000 0.1) sulfate
.CyH,Fe0, U0 01 16.99 00N vs (O/000 o.1) OO0 O0T0
goood

FLUCYTOSINUM
Flucytosine [JIU0IILNN

C,H,FN;0O :Molecular formula (000 oonom
129.1 :Relative molecular mass [ (1001 (0T

-Graphic formula g
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D
=N

NH,

F

:Chemical name [0 OO
5-Fluorocytosine; 4-amino-5-2(1-H)-pyrimidinone; CAS. Reg.No. 2022-85-7

00T 0007 000 00 0OI0T DO [ooooT 4 07 4 0o 4oo 00000 :peseription U101

0 000 000 00 Ors (D/07s0~) OO0 O DI0OT 0100 007 O 00007 070 - setubitity TIIOOT
R [0 O 00 r 00000000OT

.Antifungal JIDOIT T0C T00 :category [T
00T 00 000 00J000 Jioo oo O Qrdoioor 0o OO :sterage 00O
[ 295 [T00 JOOOTT LIOOTO0OT TO0T - Additional information [ZZL1T LITIOT

REQUIREMENTS [l

%101.0 U0 U0 U0 %9s.5 U0 U O 10 OI0 DICZOCCE OO0 :General requirement [ LT
L0000 000 07 oo 0o IeeHgeNso L0

‘Identity tests /000 DIO00CE

.DU ¢l B UIIIIOO! T 0 A 00000 [T 00T 07 000 »

Spectro 000! D0 J000! I0010 O OI0OT O0T OO 000 DO 00000 00 o0 OO 0on A
{0 10007 00 flotl O Oiopo Qo oren .(43 10001 01 DHD) "photometry in the infrared region
LO0T00T reference spectrum OUOUL DTN 0 07 Rs LOIOOZOOT O O O00T

(0000 Dvs (0/000 o.1) LIDOIDO00I IO O 00/0000000 s.0 DIOOT 00D Q00O O 00D @8
(07 000007 286 O700 0000 QOO T0OOT 100000 0000000 3500 OUOONT 230 00 DNOOCT DO O 00100
.0.36 [0 100 0000 000 O 00 1 0700 Jmo 000 0 Qo

0 A 00000 00 000 0000 Q00T Q00T . "Freorouracit UIOIIIONI™ OO L0 000000 07 00T =
.B (0107 00 (O [0 o fodio jodoo dooo

0000 0T C0do 07 0007 0007 Drs 00T 0000 00 00 005 LIDW MO 00 5 O 0 0.05 U D

()0 0000 00 100 D00 000 DO0 000 Or.o D0DM :Heavy metats DU (CI0000T) OO000
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0(125 0OCOT [ 0000) I"Limit test for heavy metals [01 (CIIOT) OO0 000 OOOC 000OM 000
.0/0000000 20 00 0000 O D128 0O0DOM D1 00CT) A DO0CY OO0 D000 00000 ©00 00

/0001 00 DI O :sulfated ash (OO0 D007

15 U0 000 0000 O [0 ros [OOO) COOOD OUTZ 0007 OO U0 :vLess on drying LIIOTT OUIT
0/00

Thin- [T DTOT O000" U0 D0 U000 00 100 0000 U :Fruoreuracit IOIDOIOOCNT
(00T 00O [0 oo [0 re [OMIOT [0OC0 DODMOT D(s4 0ODOC Dn OO "ayer chromatography
(0/07s0~) OO0 OO 1000 20 0r OTIO00NT OO 1000 7o 00 DMO0O(00ICO 00O 00O0 07 00 (00
(70000 1+ 0ODOT O DOm0 00 .000m 0000 s (0/010) OO 0000 000 00 0000 100 Ots
10 000 :(a) O0I0I 000 00 000CO 100 R OOINT 00 1000 15 00 0000 D000 000 0 00 0o oo
IO 000 0 000 1 00 O rs O00TO0DT Q0 00 10 OO0 <(s) O0ICD 00 1 OO O 00O 000 0o 00
(000 00 000 20 000 =(c) 000! 0O [ ooom Ciom 0 O O 00 0oo do 0o 0o 0oniite 1o
0 0000 0000 .00 1 00 O rs OIODOO0000T 00 0000000 20 00O :(p) OO0 00 1 OO O 00000
00 07 O DUT 007 0O7D00H D00 0o [0Don Do 00U unsaturated 00000 00 00O 0000
[0 p OO0 00 000 00000 00a . (Ji00mk; 2s4) MO0 000 J00an 0 Qnoioal 000 0000 oo
.c 00107 0f 007 donod 007 o7 4o oo

R OO0 ({00 O7) 00000 0o 00 so 00 0000 O 000000 00000 00 o.3 N0 O - Assay 0O
(0/000 0.1) OIIOIOON 100 D0oo (ooor oor o 0000 00 re OO0 OO0 OO0 00 00 00 1000
Non-aqueous UIII0N OOOT O 00100 000 000 10000 00 000 0000 Co0 0000 0007 O oo Dvs
10000 vs (0/000 0.1) O0DOOT OO 00 00 1 00 (142 00007 Tr 000T) A D0OT OO0 Mtration
.C,H,FN;0 U0 01 12.91
0000000 D0e00000 Domh DIoonO0mD 000 0md! 0o

Additional requirement for Flucytosine for parenteral use

(56 00001 T4 0007 0OT) "parenteral preparation IZ001 OIOOIOMN 07 IONO! [000TDE OO0
goood
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FLUDROCORTISONI ACETAS
Fludrocortisone acetate [JUJII0UIO0D0I CIC0OIC

C33H3,FO4 -Molecular formula Q0000 ioQm
422.5 :Relative molecular mass (][] IO D000

-Graphic formula [O0000T DOnca

CH,0COCH,

:Chemical name [[[J[[J] 00!

9-Fluoro-11B,17,21-trihydroxypregn-4-ene-3,20-dione 21-ac-
clate: 21-(acetyloxy)-9-fluoro-11B.17-dihydroxypregn-4-ene-3.20-dione ; CAS
Reg. No. 514-36-3.

U0 0O 000 07 0OCIT 000 oo 4 or O 0o 00t Oood :peseription L1010

[r 0O0IO0OIOCD s (0/0750~) OOIIOD O OT0OT 070 0007 O 1700 OO0 OO :setubitity [IIOOT
R (107 O 00007 000

.Adrenal hormone [JII0 00000 .Category 00om
00T 00 [00 [0 ouioo Dot O Do0Zoo0oooomD fimor oo 00 -sterage UI0UT
-hygroscopic [UIIU0 [0 DOOTOOOCO0CIE OJIT0T 000 U0 : Additional information (1010 [JIOOIT

REQUIREMENTS OO

010 00 %9e.0 00 007 0 10 000 00T00OO0OOTE DT U0 :General requirement IU0T LT
U000 00000 007 000 [0 OcssHaFos U0 %104.0 OO
“Identity tests L0 D00

.cll B OINIIOO! [T 0000 A DIIDOC 0007 000 «
(0007 OO0 oooor ool O 0bor Don 0" 0oo 0o Doodo 0o oo ooon oA
00 0000 O Ci0Dn0 40 ooon .(43 10007 T DHDD "Spectrophotometry in the infrared region
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OO0 reference spectrumO0000 OO 00 07 Rs OO0DNO0CO00000N CIT007 00 O 1007 OO0 D000;
L00nooC00000m
"Thin-layer chromatography I D00 C0OI0M OO0 OO CDOO0 00 00 0000 OO0 @B

00 0000 10 00 0000 00000 00000 0000C R (DODOT OI10) CO00ON0T 0000 D000 O(s4 0000 01010)
00 OI0M 007 00 0mo 000 O 000 s 0000 0oz 07 joemon Co oomoon 0o 000 9ol r OI00000T
0000 00000 0000 00000 bomo0! 0o Omnooo 000 00 towon 0oom oo 0o 00 1e 00
1000 MO 007 O ODomoo! 0000 0mo 2 000 000 0020 10007 00101 .00 01 00
OO0 0000 .r 00000000 00 0000 250 r OO0 00 000 75 00 ODC0 0000 000000 0000 000000
(R OO0 00 (000 10 r 00000OI0OT 0000 o O0 0000 0000 O 00 00 00 070000 2 00mon 0o
OO 00 00 2.5 000 :(B) 00D OO 1 OO0 OO0OO! 000 O0 00 2.5 000 :(a) OO0
1000 00 00000 00 000 .00 15 0000 000 000007 0007l .00 1 00 0 rs 0000000000000
15 000 <0 120 0000 00000 0OMOT 0007 0000 CI000 0O 0000 0oo 0 OO0 00 4o
000 0000 10 000 <0 120 00100 00000 00X 000 0000 O Ors 0000 /00000001 OO0 00000 0000 00000
000N . ({00000 3es) DIOOON OO0 00007 000 00 0o oo O CioOon! 000 Cooo ooon ionon
.B 00000 00 000 O B0 00000 00000 0ion O A 00007 00 0007 00000 000

(0T 00007 0070 s 000 070 MO O 000 0ion 0o 0 omooen 00 000 00 00 o.5 0001 ¢
(1 00007 000 (300007 00000 Dimoo? oo 00 0o 3 0ol 0000 .mooo 000 00on 000 00! Oomar omoo
.LI0N07 0000 O 0om 007 0ooa? 0omo s 000 0m oo

000007 O D0/00 1o D000 00O 00OIOD :Specific optical rotation OO OO0 0100
JalyC = +148 to +156° R

/00 1.0 00 000 O :Sulfated ash L1000 01007

00 000 00 O 0eC 105 [0D0 00000 O OOOZ OO0 OO0 :Loss on drying OMONT 00T
.0/0Tho

0000 00 1 0T 070 000 00 O I :urtraviolet absorption [T 0T I00CT LT
.0.42-0.39 (00N 240 JOOT 000 077 (dehydrated) R DI 0000 OC0TZ0T O 00/070000 1o [OO0

OO0 00T oo 0o 00 DDooo 00 100 07000 OO0 :Related substances D000 0T
0000 00000 Silicagel R2 (0100 o0 Doomon (84 10001 D[Dﬂ) "Thin-layer chromatography
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0007 . 000 000 07 00 1000 o.20 [r OOIIE 00 0000 s 0r OMIOOOIOMI 00 000D o5 00 OIOT
OOTIT 07 1000 10 r OOOI0000OT Q0 0040 o 00 010 O O [imd 0o fmooad 1 lonon 0o Do
0 00007 0000 00 000 .30 000 +(8) COIOMD 00 1 00 O 000! 0000 00 00 15 000 :(A) OO0 0R
00000 0000 Do 0o 0oo 0o 0 0o 0ol diooor too 0g dooor oo 0oe 0o a2 0o
00l 000! 0 ODOoo 000 40oo f00n Or 0070 1o 00T °0 105 J0DO 0O0OT 00O 000D
00 00MY (0 00 000 D00 00000 000 DIoT 0a 00 00 O 000 00 0000 O . (00000 254) 00000

.B 00O

:Assay [T

UMD 000 0OD [0OT 0 07O Door Q00 »

000 s (0/0750~) DIOOION OO 0000 OOM0OT 00 0o 000 O 0000000 0oo0o 00mo 2s [ O]
Ts (0/07s0~) 0000 00 00O OO0 00 000 007 00007 100 00 00 10 OJ00.00 250 000 00O
2.0 LI00 00D 00000 00 25 000 MR00 07 K000 00007 00 00 1.0 007 .00 se 0007 00O 0000
Q00 0 .x DOOOO! 00 0107 OO0 Dooa; o0 Do 000 Ors OOmo/o0monmo moo oooe 0o ao
00 0000 OO000T 0o 00 00! 00010 s O00/00nan: oo fiopooomn 0oo 0o 00 2.0 D000
(0007 07 00 O food o« 00 dooioo? oo 00000 Joo7y Qoo 0oop Jmoodr g .= 0oood:
0000 .0000 00 25 0000 000 00000 Ts (0/0750~) OOMIO! O0 0000 000 0000 [000007 007 .<0 30
000 OO0 400 0000 Qnog 0ooir s2s 0000 0ooo? 0000 Qoo 00 1 01or 0o 0oo o Oen
CxHy,FO, (100 OO0 .[000 [00T s (0/0750~) 0000 OO 0007 000! 00 00 10 0000 DOO
0000 0000 fO0UMY frs OOODOOCOCDOIO MO0 Ho DIojpon dooom o

goood

FLUORESCEIN NATRICUM
Fluorescein sodium U000 00000

Cy0H;oNa,Os .Molecular formula Q0000 Qo

376.3 :Relative molecular mass [ [[][1] [TZ000 0107
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-Graphic formula Q000 DOncam

:Chemical name U[[[J[0] 00!

Fluorescein disodium salt; 2-(6-hydroxy-3-oxo-3/{-xanthen-9-
ylbenzoic acid disodium salt; 3'.6’-dihydroxyspiro[isobenzofuran-1(3H).9’-
[9/{]xanthene]-3-one disodium salt; CAS Reg. No. 518-47-8.

0TI 000 OO - 0O 00T 000D :peseription LILICT

[ 000 000 00 Ors (0/0750~) 000700 O 000 000 00 100 1.5 O OO0 :setubitity (00T
RO0II000IOT

U000 00 O QIO OTE category U

00T 07 00 {70 o0 ol U QI07007rs foTod 0o OO -sterage 00O

hygroscopic [UI0T [0 IO 07000 00 : Additional information (L1 LJTIOT

REQUIREMENTS [JILOIML

00 007 00 ee9s.0 00 OO0 0 10 00 QMO0 00000 DO :General requirement [0 1000
L0007 0070 007 D000 000 DeyHi0Nay05 U0 %100.5

‘Identity tests (/000 DIO000CE

0000 0001 10000 O 0007 I00T OO 00000 0 D010 (0000 (00 007 O 00000 OO0 :A
00 00K 000 00000 000 000

OOMID O OO0 0000 s (0/00-) OIO0! OO0 O D00 0000 000 00 20 (COCK) OO0 :B
J0I00 (000 OONI0 "General identification tests T CJONO0! OO 000 OO OO0 B
(123 00007 11 00)

000 0007 DODN 0000 000 0000 000 0000 (00 00 00 o.0s OOOI0 D000 00 2 0 000 1 O :c
0007 000 OO0 Ors (0/0260-~) R M000) D0 000 0 0000 1 000 OO D00 000 00000 00000 3000 . 00!
0000 00007 0001 000 00 0000
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0000 00 200 s (0/0130~) O OO 00 00 2 00 070 O Do.o7 UL :Chiorides TN
"Limit test for Chlorides JUIINIL U000 00O 000" OO0 OO Do0o 00 100 0ooT Qooom
.0/000 3.5 00 0000007 0000 0000 0 O(124 00001 0 0000)

[I00" 0o OO Do00o 00 oo OO0 00000 10 0O 20 O O 0.05 DI :sulfates L0
07000 10 OO OO 000 0000 0 (125 [ODOT 01 2) "Limit test for Sulfates LXI0T 000 000!

100 Ors (0/0420~) OO0O000T OO 0000 2 O0O7 000 00 10 O O 0.10 U :Zine TN
00000 MO0 0 000 0o s (0/04s~) D000N00 DI0000 0ooe 0o 40 e.x Oiom

0000 07 00 10 O O o020 UL :Chloroform-soluble matter [LCOOOIOT [ IZOOT 00T

[J00 00000 000 .r 000000007 00 00 10 00O OIOC0 vs (0/000 o.1) 00II0OT DIOOOOON0

00 1 T0O0 (000 000 00 00000y CIiom 0o 0o e D00 I0pooon Qoo 000 bodiooono fog
.0.10 00 O 00 00 [w 00000000C OO0 00 [0OO 0000 007 4s0 0OOMC 000 QOO0

1 000 (0/0750~) OO OC 20 00 o2 U1 :Ethanol-insoluble matter (U0 O IZ000T O0TT
000 s (0/0750~) DOITOT ODOT OO0 DSintered glass fitter JOON OJO0T 0000 00 OO07 D000
U0 2.0 00 70T 00000 000000 0000 1 000 ©0 1os DODOI 00O LI00 00007 0ot odoo omdo

1oo [ TI0T 00 O [0 o5 I000 JOOOT DT OO0 DOXD UOU :Loss on drying LITIOMIT 00T
0/00

.9.0-7.0 (0000 DIOO0 DI 00 000l 0 © 00/000 20 000D O0o00 0T 077 :pH vatwe QOO0 00T

ODOoE™ Ui OO0 00O 0o 00 07000 OO0 :pimethyl formamide [COI0007 0700 077
00 000 U internal standard UI00 OOZCC D00 .(101 10001 T DUDH) "Gas chromatography Wi
(000 (1) <007 0000 O7oc: 0ocn .0 00 100 O dimethylacetamide R OU0ZI00 OT00 OOOT 00 000000 20
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Additional requirement for Fluorescein sodium for sterile use
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(0I000 0007 U 32 D000 Os 0007 00T) “injectable preparations
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FLUOROURACILUM
Fluorouracil UIJ0000000

C,H;FN,0, .Molecular formula (000 oonom
130.1 :Relative molecular mass __.[J]] [100] (0T

-Graphic formula (I00000 doncIm

:Chemical name [[[[[[J] 00!

S-Fluorouracil; 5-fluoro-2,4(1H,3H)-pyrimidinedione; CAS
Reg. No. 51-21-8.
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CALLAMINI TRIETHIODIDUM
Gallamine triethiodide UJUUIT DI0OT0OC

C30HgI5N305 .Molecular formula Q0000 ioQm

891.5 :Relative molecular mass [[[J[1] [T000 0170

OCH, CH,N(C,H, ),
f OCH, CH,N'(C, H, ),
a-
0CH, CH,N'IC, H, ),
“Chemical name U007 00U

[v-Phenenyltris(oxyethylene)]tris[triethylammonium] triiodide:
2.2°.2”-[1,2,3-benzenetriyliris(oxy)]tris[N,N,N-triethylethanaminium triiodide;
1,2,3-tris(2-diethylaminoethoxy)benzene triethiodide: CAS Reg. No. 65-29-2.
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REQUIREMENTS OO

00 U O wos.0 U0 OO O 17 000 O00ZE OO OUD :General requirement [0 L0
L0000 DT O 0000 000 IeseHeolsNs05 O %101.0
“Identity tests [J[00T CIOOTI0CK
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.(43 00001 M DUDU) "Spectrophotometry in the infrared region
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GENTAMYCINI SULFAS

Gentamycin sulfate U000 OI0I0
(Non- injectable 001 OIOION 000) OIOI0IOT O0IIO
sterile JUI0C] DOCOODNNOT OO

00 U0 cral) c2l ¢ DOMITHE 1000 00T 0 0o 00l 000 :composition LIZUOTT
.Micromonaspora purpura; CAS Reg. No. 1405-41-0 (M0C00T OO0 oa

.Graphic formula QOO0 DO0cam
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@ S
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REQUIREMENTS [JIIOIML

00 T700 000 se0 00 O O 17 00 DUOEOD U0 U0D :General requirement D17 LI
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‘Identity tests /000 DIO000CE
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Determination of water by LU O0I0 D0TICT OO0 OO0 0700 OO0 CJOOCC 00 100 U :water 110
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0/000 150 00 00

.5.5-3.5 [00/0I0 40 DIO0T OO0 OO0 DIT < pH vatue T00 [T

[0t OIOon fooorittm [om™ bop 00 Cbdoo 0o 00 O7oT (ol Assay 0OMOOT
Bacillus pumilus 000 Joonm D(ISS 10000 DUDH) "Microbiological assay of antibiotics

(U007 [O0IOI 00 (ATcc 6633) Bacitlus subtitis JI0L DODOT O (NCTC 8241; ATCC 14884)
000 O7.¢ OI0 IO 00 cmi OO0 OO0 00IIOOC OO 0000 (ATCC 6538P) Staphylococcus aureus
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Additional Requirements for Gentamycin sulfate for sterile use

Test for sterility of non- 0 [T 00 OIOOIOC 0010 000 0700 0000 O0 000 10 000!
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Additional Requirements for Gentamycin sulfate for parenteral use
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GLIBENCLAMIDUM
Glibenclamide [IU00IT0

C,3H,3CIN3;05S Molecular formula (000 oonom

494.0 :Relative molecular mass (][] IO D000
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-Graphic formula Q000 DOncam

cl
Q CON HCH?CH.‘,—@— S0, NHCONH —O
OCH,

“Chemical name U007 00U

1-[[p-[2-(5-Chloro-o-anisamido)ethyl]phenyl]sulfonyl]-3-cyclo-
hexylurea; 5-chloro-N-[2-[4-[[[(cyclohexylamino)carbonyllamino]sulfonyl]phenyl]-
ethyl]-2-methoxybenzamide; 1-[4-[2-(5-chloro-2-methoxybenzamido)ethyl]-
phenylsulfonyl]-3-cyclohexylurea; CAS Reg. No. 10238-21-8.
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Ts OOMI/OND 00000 00000 Ovs (0/000 o.1) OD0IOCND OO0 0007 0oiio007 Dioooooo 0ooo
00000000 00O 0o 00 1 00 00000 O0oeOn o 0000 00000 000 000 00om - 0 .00eoo
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HOMATROPINI HYDROBROMIDUM
Homatropine hydrobromide UIIUUIO0OL DI000IOOOD
Ci6sH21NO3,HBr :Molecular formula J00aI ioom
356.3 :Relative molecular mass [[[][1] (77000 0170

.Graphic formula g
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:Chemical name [[[J[[J] 00!

laH,5aH-Tropan-3a-0l mandelate (ester) hydrobromide; ( +)-
endo-8-methyl-8-azabicyclo[3.2. 1]oct-3-yl a-hydroxybenzeneacetate hydrobro-
mide; CAS Reg. No. 51-56-9.

L[0T 000 10T 00T DooT 0oooo 0r 0o fiog U7 :peseription 110
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HYDROXOCOBALAMINUM
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n = O (anhydrous)
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“Chemical name U007 O

Cobinamide dihydroxide dihydrogen phosphate (ester),
mono(inner salt), 3"-ester with 5,6-dimethyl-1-a-D-ribofuranosylbenzimidazole:
cobinamide dihydrogen phosphate (ester)-mono(inner salt), 3’-ester with 5,6-
dimethyl-1-a-D-ribofuranosyl-1H-benzimidazole; Coa-[o-(5,6-dimethylbenzimi-
dazolyl)]-Cop-hydroxocobamide; CAS Reg. No. 13422-51-0 (anhydrous).
Cobinamide dihydroxide monohydrate, dihydrogen phosphate (ester), mono(in-
ner salt), 3"-ester with 5,6-dimethyl- 1-a-D-ribofuranosylbenzimidazole ; cobinam-
ide dihydroxide monohydrate, dihydrogen phosphate (ester), mono(inner salt)
3 -ester with 35,6-dimethyl-1-a-D-ribofuranosyl-1H-benzimidazole; Coo-[a-(5,6-
dimethylbenzimidazolyl)]-Cop-hydroxocobamide monohydrate; CAS Reg. No.
13422-52-1 (monohydrate).
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-Graphic formula Q000 DOncam
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n = O (anhydrous)
n = 1 {monohydrate}

:Chemical name /] UL

Cobinamide dihydroxide dihydrogen phosphate (ester),

mono(inner salt), 3’-ester with 5,6-dimethyl-1-a-D-ribofuranosylbenzimidazole
monohydrochloride; cobinamide dihydroxide dihydrogen phosphate (ester),
mono(inner salt), 3"-ester with 5,6-dimethyl-1-a-D-ribofuranosyl-1 H-benzimida-
zole monohydrochloride; Coa-[a-(5,6-dimethylbenzimidazolyl)]-Cof-hydroxo-
cobamide chloride; CAS Reg. No. 59461-30-2.
Cobinamide dihydroxide dihydrogen phosphate (ester), mono(inner salt), 3"-ester
with 35,6-dimethyl-1-a-D-ribofuranosylbenzimidazole sulfate (salt) (2:1); cobi-
namide dihydroxide dihydrogen phosphate (ester), mono(inner salt), 3"-ester with
5,6-dimethyl-1-a-D-ribofuranosyl-1 H-benzimidazole sulfate (salt) (2:1); 2(Coa-
[a-(5,6-dimethylbenzimidazolyl)]-Cof-hydroxocobamide) sulfate (salt) (2:1).
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LOPERAMIDI HYDROCHLORIDUM
hydrochloride Loperamide [[JII01 DCOOIOOONO

C,9H3;CIN,0O,,HC1 :Molecular formula (000 oonom
513.5 'R elative molecular mass [ [[T00] (0T

-Graphic formula g

HO, ;
: X N —CH, CH,CCON(CH,}, + HCI
cl i

:Chemical name [0 00!
4-(p-Chlorophenyl)-4-hydroxy-N,N-dimethyl-a,a-diphenyl-1-
piperidinebutyramide monohydrochloride; 4-(4-chlorophenyl)-4-hydroxy-N,N-

dimethyl-a,a-diphenyl-l-piperidinebutanamide monohydrochloride; CAS Reg.
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METHYLTHIONINII CHLORIDUM
Methylthioninium chloride LU0 OIIOOT OO0
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n = O {anhydrous)
n = 3 ltrihydrate)

“Chemical name U007 000

C.I. Basic Blue 9; 3,7-bis(dimethylamino)phenothiazin-5-ium
chloride; CAS Reg. No. 61-73-4 (anhydrous).
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trihydrate; CAS Reg. No. 7220-79-3 (trihydrate).
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Additional requirement for Methylthioninium chloride for parenteral use
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METOCLOPRAMIDI HYDROCHLORIDUM
Metoclopramide hydrochloride [IIIUI0I00ICIL D000M0000I0
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cl CONHCH, CH, NIC, H, ),
H + HCl + H,0
H,N OCH,

“Chemical name U007 JUU

4-Amino-5-chloro-N-[2-(diethylamino)ethyl]-o-anisamide
monohydrochloride monohydrate; 4-amino-5-chloro-N-[2-(diethylamino)-
ethyl]-2-methoxybenzamide monohydrochloride monohydrate; CAS Reg.
No. 54143-57-6 (monohydrate).
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Additional Requirements for Metoclopramide hydrochloride for parenteral use
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:Chemical name [[[J[[J] 00!

Dimethyl (2,2,2-trichloro-1-hydroxyethyl)phosphonate; CAS
Reg. No. 52-68-6.
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MICONAZOL NITRAS
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-Graphic formula g

CH,~— CH —0—CH,

|
g

Ci Cl

:Chemical name [0 00!
1-[2,4-Dichloro-B-[(2,4-dichlorobenzyl)oxy]-phenethyl]imida-

zole mononitrate; 1-[2-(2,4-dichlorophenyl)-2-[(2,4-dichlorophenyl)methoxy]-
ethyl]-1 H-imidazole mononitrate; CAS Reg. No. 22832-87-7.
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:Chemical name [/ 00!

(-)-17-Allyl-4,5a-epoxy-3,14-dihydroxymorphinan-6-one

hydrochloride ; 4,5a-epoxy-3,14-dihydroxy-17-(2-propenyl)morphinan-6-one
hydrochloride; (-)-12-allyl-7,7a,8,9-tetrahydro-3,7a-dihydroxy-4aH-8,9¢c-imino-
ethanophenanthro[4,5-bed]furan-5(6 H)-one hydrochloride; CAS Reg. No.
357-08-4 (anhydrous).
(=)-17-Allyl-4,5a-epoxy-3,14-dihydroxymorphinan-6-one hydrochloride dihy-
drate; 4,5a-epoxy-3,14-dihydroxy-17-(2-propenyl)morphinan-6-one hydrochlo-
ride dihydrate; (-)-12-allyl-7,7a,8,9-tetrahydro-3,7a-dihydroxy-4aH-8,9¢c-imino-
ethanophenanthro[4,5-bcd]furan-5(6H)-one hydrochloride dihydrate; CAS Reg.
No. 51481-60-8 (dihydrate).
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Additional Requirements for Naloxone hydrochloride for parenteral use

.(56 10001 U4 D[Dﬂ) "Parenteralpreparations 170000 ObO0Iom fiooo oo

(700" 00 OO 0000?00 00 [I00 X -Bacterial endotoxins LIDOIOCID DCIOT CITCTOC
J(00700: 00T O 30 0O0OT 05 O007) "Test for Bacterial endotoxins [IOIIT (O0IO0! OTIINOT OO0
00 0T O 0700 1000 s00 rs OICIT O0TOT 0 O0IOT OO0 O

NATRII CALCII EDETAS
Sodium Calcium edetate [0 000000 D000

C10H,,CaN;Na,05,2H,0 :Molecular formula [0 [TI0T
410.3 :Relative molecular mass [[[[J[]] IO 0000

.Graphic formula 000 Do0cam

NaOOCCH, H,COONa

C
oy |

N/CH 2%
ch, S~ cw, * 2H0
[ N (l;

Ccoo [s]s]

:Chemical name [[[J[[J] 00!

Disodium [(ethylenedinitrilo)tetraacetato]calciate(2—) dihy-
drate; (OC-6-21)-disodium [[N,N’-1,2-ethanediylbis[N-(carboxymethyl)glycina-
to]](4-)-N,N",0,0°,0¥ 0¥ ]calciate(2-) dihydrate; calcium chelate of the disod-
ium salt of ethylenediamine-N,N,N’,N'-tetraacetic acid dihydrate; CAS
Reg. No. 6766-87-6 (dihydrate).
000 D000 000 00000 77 00 D2 0000 :peseription L1LIOT
100 00 Trs (0/0 750~) OOMNO! O 0O 00007 0000 00 00 One 0 000 :selubity (00T
.R (100 r 000000O0OT OO (000
L1007 (000 00 000007 Of0 D00 20700 -category [
L0001 0020 Doio O OOz 00070 000007 0oO 40 :-sterage DIOHIT
J0 D00 000 [CO000 0oroOf [I0I0 Doof Ooof Additional information (LI LIIDOIIL

00007 JoPor tiooo O 0odr Do Didin foar too 0o i4oo
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REQUIREMENTS UIIOI0T

010 OO 9%97.0 OO O O 0 0 O0C0OOT 00OZ0 OTOT 00O :General requirement (11T LT
000 0T 07 000 000 Iyl »CaNyNay0g LI %102.0 00

“Identification tests 10U IO

[0 ¢ TIOI0 DO Ors (0/0 100) CIIO0T O 00 00 2.0 CIIO0 O00T 00 00 25 O O 2.0 O :A
.(c 0007 001 00 Bod; 0000 [ooo inoo moe 000 0 brs (0/0 o) D0IOMOI 00 00

Irs (0/075) OOTO0OT OI00T 00 00 0.5 ONON Ts (0/025) OO0 00D 00 00 0.5 N 2B
10001 07 0000 0007 QO o dooiow: oo 4o O o.os 00 U0 000 0o Odoo? 0o on 4o

(0000 DOIOT 0000 DOI0 D000 00 00o s (0/0 100~) TOM A DIO0ON 0007 00007 00 000 =
(00 00 0000) 00 000 0m Ors (0/0 2s) 0000007 0000 00 00 s 000 .r - 000007 0000 000
.(0I0Or 0

General (0110 LJIIO0O7 DNOTIOM 00 OO Qo000 00 100 0o0r 0ol 0o I0dl ol O o
00 (0000 0o 0 OO0 00000 0 .J00 OO0 000 O(123 D000C T [00) "identification tests
.Ts (/0 e0~) ON00 0O O D00 00000 000

[IIO0" 0ot 00 D000l 0020 0 .o 00007 700 D00 00OUT -Heavy metals D0 OOI0T
000 00T D(127 DO0OT 0 000X) OO 0000 "Limit test for heavy metals [0 00000 000 000!
.0/1000000 20 00 0007 0000 O O(128 0O0OE 0 000T) A D0DOT 100 000070 00000

(000 00 OF 40 r DOCOZOT DOOT 00 O reo DOTOUC OCT D OU s0 O U 1.0 UTI :cyanide IO
0000 0 000000 0000 000 0omioo: 0ooo bvs (0/000 o.01) 000D OO0 00 00 o.100 Ts (/0 100-~)
00100 Ts (0/0 130) O (10 00 00 00 QOO0 00700 000 O 00000 000 00 00 00 ioonn
.vs (/000 o.1) 0OOT 00T OO OC o.100 00 00 00 o0 s (D/0CE o0.0001) OIOIIOO00N OO0 OO
0007 000D 0 fo0 fioT 0T o7 Od Omo; 00

OO O 00 qo OJIOC U OU 0T 20 U O 5.0 UL :pisodium edetate IITIOLT DI LJIT0
0.1) I00ONON DIO0IO 00 0700 Dr 0000 D000 11 mordant black OO00 D007 O0 O 0.20 Ts2 [0
.vs (0/000 o.1) DOIDOIIO 000000 00 00 1.5 00 0007 O00C O .vs (0/000

[0 Q0000 00 100 Dooor 0oo .0 00 00 40 O 0000 OO0 O 0.5 (000O0) D000 sxren DIOCH
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go 0 II0N 0000 O (120 0O0OC T OY) "Limit test for iron 0000 000 0007 DOCM OO0
n/mooooan

Determination of water by [ OO0 I000T T OO0 OO0 OO0 CJOOOC 00 00 OO :water 102
0010 0007 O 0000 00 0 o.2 0700 00000 D(1as 0000T 0r 0I07) A DO0OT "the Karl Fischer method
0/000 130 00 000 000

.8.0-6.5 R 00007 01000 0007 00 000 M0 O 00/0 o.2 000 0T :pw OOOICCD OO

s0 R OO0 00 0 7 [0 D000 000 00 00 9o O 0OI0MIOIO 000000 0O 0.5 7T OOTCT : Assay OUI

(000 TDOI0OT vs (0/000 o.05) OIOOD ONT 00 00O s (0/0 70~) OIOOIOODOM OO OO OO

00 00 1871 0000 vs (O/000 0.05) CNIOOD OO0 OO O0 1 OO .r 0000 0000 OONCZON (000000
.CoH2CaN,Na,0O4

(000 QooiDoon 0oo 0oojodiom boiooo Do O Ooiton 0o

Additional Requirements for Sodium Calcium edetate for parenteral use

.(56 100017 U4 DHD) "Parenteralpreparations 17007 ObO0ion fiooo O

[0 U0 DO Oo0oo 0o 100 D700 UL :Bacterial endotoxins (100D CO0IOT CITTIECT
J(CI0D0IDE 100 O 30 00001 Os DICE) "Test for Bacterial endotoxins IO DIIIO0! OCIIOT 000
00 00 O 7of [000 o.2 rs 00T OO0 00 DOIQ 00107 O

NATRII CITRAS

Sodium citrate (LU0 0000
Sodium citrate, anhydrous UI00L 000000 D000
Sodium citrate, dihydrate [J[UJ000 001000 COM000IT 01000
(0000 1) €6HsNas05,2H,0 [(II0 1) CeHsNas;0; :Molecular formuta [0 D01
(00 ) 294.1 I(IT70 0) 2581 :Relative molecular mass [0 7001 IO
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-Graphic formula Q0000 DOncam

CH,— COONa
HO—C—COONa - nH,0

|

CH,—COONa

:Chemical name /[ 00!

Trisodium citrate; trisodium 2-hydroxy-1,2,3-propanetricar-
boxylate; CAS Reg. No. 68-04-2 (anhydrous).
Trisodium citrate dihydrate; trisodium 2-hydroxy-1,2,3-propanetricarboxylate
dihydrate; CAS Reg. No. 6132-04-3 (dihydrate).

O 000 0O 0007 Do000 07 Ioo Iot0 OO0 :peseription LILIOT

750~) OONIOT O 0000 (OO0 O0 00000 000 O 00 0000 0 0 00007 00 :solubitity TI00N
R OO0 Ts (0/0

0007 (T0oCn) Oroor o0 0 000 QOmooo bo? 0000 0D 000 category 011
00T 00700 [0 O OompoDr Oimo 0o OO :storage 100

(7 {770 00 00T OT0 10 0 poipdf QoD modoo fm Doo0ox 0ro 0om 2 4o :Lavening 000077
Q00T oo

.(0O00T) DD 0O O D07 00070 [000T 000 - Additienal information [0 CIIO0000

REQUIREMENTS 100N

OO0 00 00 ew99.0 00 O O 10 000 00000T OO OTO :General requirement J107 [0
00T 000 007 D000 TD0D0 JeeHsNaso, O %101.0

‘Identification tests 0[] LJI0000

General [0I0I OJI0IO0O] OO 000 OO C00O00 00 100 0000007 007 00 00000 0oo? 0o <A
0010 000 000000 00 s 00007 000 107 000 0000 000 0123 00000 01 0100 “identification tests
L0/000 20

General [0 OODTO0! OMOMO" 000 OO0 OOO00 s OO O0/000 20 COION OO0 :B
(121 00007 0n 0000 O00T D000 “identification tests
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[TI00™ U0 40 Qoooo 00 00 0 1o DO0O0 00 000 DOOT :Heavy metars LI OO
OO0 O O(127 0O0DOT T 0007) 0000 00007 "Limit test for heavy metals [T OO0 000 000
.0/TI000000 10 00 0000 000N O 0(128 00000 0n 000) A D0DOD OO0 D000 00000

(0/0 420~) D000 DO D0 D03 OO0 00T 00 00 4 O O 0.5 U :0xatates JOIO000!
(N0 D47 I 2 000 [onjoo; oo .ooo i it 0 U O onoD R I OOI Q0 O 10 1s
(07 .00 0000 0O Ors (B/0 10) CIDOCONO CMIOD CI0OIO000N0 00 00 .25 OO0 DMIOT OO0 OO
00 0.25 01 O 0(0/0 420~) OIO0IO0O0M 101 OO 0000 000 Q0000 000000 Doonn Or oo oo
(001 0 0 00000 bon O 00000 3o 000 000007 0000 000 s (0/0 s0) 0010000 0000 D00 00
.Ts (0/00.05) OII0000! OO0 0T 00 4 OO0 D00 JOoo! 0700 0oin: 4o 0o oo oo o

[0 00 D7 I 00 00 1o O O U0 OOMC :Crarity and colour of solution UOILT DI 0L
LU0 0000 M0 w QOD0OT 0oa

Determination of water by [ OO0 IT00T T 070 OO0 OO0 CJOOCC 00 00 OO :water 102
00 O 1 0007 000007 O700T DOOT 007 00 O(1es 0O0OT 0 O7) A DOCOT “the Karl Fischer method
O O 0000 00 O o.3 0007 0OONON OIDOIDD 0N 000N 007 00 .0/0m 1o 00 0 0000 00 0 000
0/00.13 00 00 00 0/0 0.10 00 007 OO

R O000T 1007 0777 00 000 T2 02 00 10 O O 1 UL :Acidity or alkalinity D000 07 DOO0CE
(0/000 o.1) TJIDOIDO00I IO 00 00 0.2 00 00 CI0T O Ors DOXI/OC DOID 00 00 0.1 DO
00000 O 01 s (O/000 o.1) DOIO0ON DIDO0DOOD QO 00 02 M ws

0007 Crr DOIT OO0 40 00 00 20 O D000 00000 0O o.1s 00 LJIOD : Assay OOV
U00T 00m-1 00 00 o.25 LJION OOUUOT O0O OCCC OO 00U 00T [eOso OODC OOOO OOMO
[0 000D DO vs (0/000 0.1) DIDIIODT CIO0 0700 Drs OO0 (30 /(1-naphtholbenezein)
0007) A D00 I"Non-aqueous titration OLI0T OOOT O 0000 000 1O CI0O00 00 100 DOO7 OO
CeHsNa;0; U [0 8.603 DI vs (07000 0.1) U0 10 00 00 1 00 (142 D000 T

NATRII CROMOGLICAS
Sodium Cromoglicate [JIIUI OINTO00000

C,3H4Na,O;; .Molecular formula (000 oononm
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512.3 :Relative molecular mass [[[J[1] [T007 0770

-Graphic formula Q0000 DOncam

:Chemical name [[[[[[J] 00!

Disodium 5,5'-[(2-hydroxytrimethylene)dioxy]bis[4-oxo-4 H-1-
benzopyran-2-carboxylate]; disodium 5,5’-[(2-hydroxy-1,3-propanediyl)bis(oxy)]-
bis[4-oxo-4H-1-benzopyran-2-carboxylate]; CAS Reg. No. 15826-37-6.

00000 O 00T [000T 000U :peseription LILICT

00T O 0O OriooT 000 [r 00100 O Ofoor 000 000 O Drdooo0g - :setwbitity TTICOT
R 000 r 00O0NOT O I0O00 000 OO Ers (0/0750~)

OO 200 T00 -category [I

00T 07 1000 (0O [0 o 0 [0j0gr 4idrooioot 00d OO -steragel 00

LOT00 [0 07000T DrEDZ0Io0id - Additional information (2010 LITID

REQUIREMENTS [l

0100 00 %9s.0 OO 00 0 10 000 IOZO0OT CID0O0I000 UOD :General requirement 00 L0
0000 000 O 0000 T000 Ocy3H14Na,04, U0 %101.0 U0

‘Identification tests 0[] CJI00000I

.p0 c B U000 I ol A D000 OO0 QO OCC e

Spectrophotometry in [[J00! 0 II0IL O 00O 410 071" 000 00 00007 D000 000 A
00 DI 007 00 0o00r OO0 0000 Oioi 0o Oron (43 000070 0 00) “the infrared region
00007 Qi0roooooor Oooom Oior oo 07 rs O0DOOD OOrooooo

OO0IOT 0007 O00T ."Related substances J0I0 [T O 00 1000 OIODOOT IO 0OT -8
.c 00100 (000 DOOIOT O 00 0010 jomo 0o O s 0ooT 0

100 Dm0t Ord Ors 0007 OO 000 4 00 00 3 LI0O0 = 0000 00 00 0.5 O 00 5 OI :c
00 D000 0o 00 000 s
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(0000 Domofr diomor 0od 4o 0ioodo 0o foo 0ododr bor oo froo! Ui U o
000D 00 B OO 000 100 .00 CJOOI OO (123 DO0OT Dr O007) “General identification tests
10/000 20 00O 00O

[IO0" 0ot 00 D000l 00 20 0 .o 00007 [T700 D00 00OUT -Heavy metals D0 OOI0T
00007 OO O(127 JO0OT 0n 0) 3 [O0OT OO0 "Limit test for heavy metals (1T D000 OO0 0000
.0/0000000 20 O0 00T 00O O D128 0000 Dr 000T) A DUI0OD 0000 0CC00T 00000 €0

1000 rs OO ODIOMO 00 00 s.0 0200 T 00 20 O O 0.10 UL :oxalates LIOILOOM]
00 000 0.35 0O0 00U UJI0 OO (I00TT 4so L00 JOO0 QOOT CJ000T 00 O 000 so LMD OO 40 MO0
0 [0j00r 000 v UI0O0OO OO

) 000 D00 40 ©0ieo II0D 1000 O O 000 DOID D00 :Loss en drying CIOONT DI0T
.0/000 100 00 10 OUOT 00N O 0(0000 O0s 0 07 O00n 010 o.e OO 00

R OO0 100 0777 00 0000 D70 02 00 25 O 0 1 LI :Acidity or alkatinity D000 07 DOOOCE
0.1) 00II0OT DO0OO0COID 00 00 o.25 OO 007 Q00T O Ors OOM/O00T0000N MO0 00 00 0. OIIOM
.(0007) 00T 00 DO0OT 000 00 00001 s (0/000 o.1) Q0000000 10 o.25 0 vs (0/000

0707 [UOT Do 0o 00 DDoo 00 00 0IT0 U0 :retated substances [LIOT [T
0007 D000 D000 re [00IOCT DOOD DDOIDT O(s4 0OCOC 0 D) "Thin-layer chromatography
(000 o 00 00T 00000 D04 bodd . i00n fmoo 0000 O 0T 0o Do joorn oo ioood
10 (00 010 OO0 0407 DO OIon! 00 0o DoOLd r OO 00 0000 o0 r I00I000ICT O
(0 0007) » DI0O000OI0 OO0 00 000D 40 v OONOCO! 00 0O 000 00 00 O 000 0mo 0o 00 0oom
0 00007 0000 00 000 20 (ay OO0 000 00 00O 60 (00ON0 atumina 0001 00 0000 OO 00000 IO
T 00T rs 0000 OIO0O00000 00 O o.10 (oo O O O CITOO! 0000 00 000 o.10 ()0 007 0T
OO0 007 00T O Dooodr 4go 400 Impon 4o fof (ODoon odo oo onor o7 Do
(0 000 0000 0000 O 000O00D 0000 ahead 0000 000N 0a DOION 0000 0ODMWO0 0000 O10 . (000000 254)
.B 00T 070 DOOI0T O

00 50 r OO0 0000 00 00 25 00 OO0 O 000000 Moot 00 o.as 0700 LOTD - Assay OO
0.1) JIOOOL/ONIOON 00 00m .r 0IO000T 00 00 30 OJ0OM 000 0000 0000 [r OO00DD-2
Non- (0O O00T O 00000 000 OO 0000 00 [00 0000 Do omom 0o om ovs (0/000
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0.1) 00000/ ODIOOT OO 00001 00 .(142 00007 0 D) A 000007 MMaqueous titration
.Co3H1Na,0,, 00 0 25.62 0001 vs (0/000

NATRII FLUORIDUM
Sodium fluoride [UIIUOIC D000

NaF :Molecular formula [/ 0] [0ILIT

41.99 Relative molecular mass |.[J]] [[T00] [0

.CAS Reg NO. 7681-49-4 00007 D007 :Chemical name 70NN 0O
10010 0 0000 00000 :Description CIO0T

1s (0/0 750~) D000 O 0000 OO0 00 00000 O 000 :Selubiity D001
0000 00 :Category 000

D000 00000 000 O 00I0000 D000 000 010 *Steragel D00

REQUIREMENTS UIIOINI

00 007 00 %9s.0 U0 U O 10 OO0 O0COOT DOOT UOD :General requirement [0 LI
L0000 0007 O 0000 00U Nar Q0 %101.0

‘Identification tests UU[]] [JI00C0E

General 100 CJ0000] OIOIOT 00000 OO0 O0000 00 00 000000 000 00 DIoo0; oool 0o A
(010 000 [00000 00 B 0007 000 107000 00000 000 0(r23 0O0ON 01 0100 "identification tests
00/000 20

1760~) LI0O0OT OO 00 00 1 0000 CJ0OI0 000700 0 D000 00 00 O 0 o.xe 000 B
00000 0O 00000 15 000 000 0O O 0000 ioooo0 10 0000 - j00m J0om oom brs (0/0
.00 01007 000 0007 0o0r 0000 fo ODo7 ioon

(0000 00000 DIDinnI C000oo 0o 00 o.1e 00 0000 00 DINOO! 0000 00 C0000 Do 0Ol O0dl <c
0001 07 0000 0000 007 0007 brs ON0C00T [ 00 00 o.100 s (G/0 10) 1000
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(00" U0 40 Oo0oo 00 00 O o.s OO0 o 00 DOOT :Heavy metars LI OO
0007 O I(127 I000OT 0 00) 3 [000T OO0 "Limit test for heavy metals [0 OO0 OO0 000
.0/0000000 40 00 0007 0000 O 0(128 00000 0r 0007) A D000 0000 D000 00000 00

/000 1o OO 010X DOCT 00O O DeCr3o 0ODOT I 000 07 D00 :Loss on drying IO 00T

L0 0TT0m 00 000 O I 00 00 20 U U 1.0 U : Acidity or alkatinity 1T 07 000!
0000 00 00 o.1s OJ0OT .Jo 00O 0O 0D Or DOIOTOT OO0 00 O s 0007 00 O OO0
[0 0000 1.0 00 vs (/000 0.05) 000D 0IODO00MD 00 00 2.0 O0 0007 0000 O Crs OOI/ONTD
(07 OO0 00 00oT 0mo) . (Diion 0i00r 0o0on 000 00 0000 vs (0/000 0.05) OIOOT
.(DIOmoooom

007 00 Doo? D00 00 DOUME 0o 07T DO ODO0 :Fraorosilicates LITOTOOOOIIT
[TI0 [ Ot 007 000 s (T/000 o.05) DO0OOT MO0O000 0000 000 00 0oj00n 07 ooooa!
.vs (U/000 0.05) 0OIODO DIODOO0M 0O 00 1.5 OO IO0 OO0 O

(700007 00 d0 15 000 0047 .0 0o 00 1o O IT0000 T0000 0000 3 0007 LITO0 : Assay OO
J0000T OThdT 0o (ibod (oo doof: fo Ood 007 Dodr dooo oo Doz 0o I oot
[0 100 000! DI 0o 0om 0 Ovs (0/000 o.1) DI0000T 4O 00 0000 007 IReflux condenser
(142 [00OC [h DI) A ODODT ["Non-aqueous titration UIIOT UOIT O I0Z0T 000D OO D000
NaF [0 00 4.199 000 vs (0/000 0.1) OIODOOT OO 0D O0 1 OO

NATRII NITRIS
Sodium nitrite (00T Q00T

NaNO, .Molecular formula Jo0on ooiom
69.00 :Relative molecular mass [1/[J[[ [TI00] D000T
CAS Reg. NO. 7632-00-0 JJIJ00Z O 00D 00 Chemical name UZZHIOT OOLE

(000 000 O oo o7 o 7 ol fooor Of Ood 4 0™ UoUno :peseription LU
00000 O 0OiCo? o oo
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.Ts (0/0 750~) DO O OO0 0100 00 O 07007 IO :Sotubitity 00T
L7000 0000 :category (I
00T 07 000 010 Coo0cT fommo 100 O Jomoor Oin 0ot U0 -sterage 00O

[0 C00T 070 (I000E ot oo O OOt Do 0T - Additional information (10T LJIIOT
L0 Ooar fiooo O toor Qo Dide . oo O Lo iodo

REQUIREMENTS IO

00 0107 00 os9s.0 00 OO O [0 000 [OCOCT OIT O0U :General requirement (0T [IIOTT
0000 000 O 0000 T000 INaNo, U0 %100.5

‘Identification tests 0[] LJI0000

General I LJI0IO0T OO 000 OO0 OJ0O00 0O 000 0000007 0of 0o DIroo: Dol 0o A
(000 000 0000w 00 s OO0 000 100 000 OO0 000 0(123 DO00C 0 0107) “identification tests
.Ts (0/0 300~) OO0 OO 000007 CI00 000 0.10

0000 0007 0 s (0/0 15~) OI0000 O0 00 00 1.0 OIOD I 0000 1 0 0 0.10 O :B
000 007 o o

1000 0007 Ors (0/0 100~) ONOODOT 100 00 00 1.0 OO DI 00 00 1 0 0 020 O :c
0000 000 O Ors 00072000 00 CI000 000 4101 0000 omo ma

007 Ors (0/070~) ODOO000N OJO 00 00 10 O 0 1.0 U1 :Heavy metats DT DT

00 00000 00 (00 070 Do . 4ibooooom: 4o 0o ooo? 0omoo 010 0d 0 Do bod
10000 I 000) 1 D0007 OO0 "Limit test for heavy metals (000 DT OO0 0007 000" 0000
/000000 20 00 000 0000 O (128 0000N D1 000T) A D000 0000 D00T 000007 00 OO0 0O 0(127

(10 00 00 o0 O 07 0 3 00 010 O 0 2.5 07 I070007 000 000 :chierides LIOO0IOT
Limit 000007 000 000! D000 000 00 Q0000 00 00 Do 0000 ors (/0 1000~) OO
0/000 0.1 00 DI0OOT 0000 07 O O(124 DO0OC 0n OIEY) “test for chlorides

(00O 4 00 R 0000 MOIOT D000 007 0070 0700 I0007 000 tvoss on drying L0 O
.0/000 5.0 00 0000 OO0 0000 O
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1000000 00 00 o1 LIOTI 0 10 O O 0.5 U0 DOIT : Acidity or alkatintiy [T 07 00000
(10 00 00 0.3 TII0ON .00 OO 000 Crs OOII/ 00007 0007 00 00 0.250° vs (0/000 o.01) 0OIODOIT
0000 07 0017 001 Dvs (0/000 0.01) CI00I0000M!

00 D007 .00 100 U0 0007 00 OO0 MO0 O 0DOmQo Moooo U0 o.4 000 QUMD - Assay OO0
O00Or OO0 00 00 100 vs (U/000 0.02) INIOTON OIIIIOOD 00 OO 20 OO0 100 00 O0 10.0
(0000 swirt 0000 0r OOOOOODT D000 OO O .5 007 0OMI0 10 000 ONTNOD! OO0 .1s (0/0 1760~)
(0 00D 00 000 00 00000 s 0000 000000 Ovs (/000 o.1) 0OIDOON CI0DCONM 007 000 000
NaNo, 00 0 3.450 OI0 vs (0/000 0.1) OO0 O0I00OT

(000 Ooootar 0oo 0oooddinl tooo 0oodit oo

Additional Requirements for Sodium nitrite for parenteral use

.(s6 0000 D4 (00) " Parenteral preparations [II0! DNDDIOM" (00000 OIOICE

[I00" U0 DO Oo0oo 0o 100 D000 UL :Bacterial endotoxins (I0OINOT D000 CITITIOT
J(C0TO00 OO O 30 [O0OT Us DI0T) "Test for Bacterial endotoxins [0IT TIITI0O! CT00I0T OO0
00 00T O 1700 1008 o.33 rs OO U000 00 OO 0000 O

NATRII NITROPRUSSIDUM
Sodium nitreprusside JUI0T DIO00I00
Na,[Fe(CN)sNO],2H,O :Molecular formula U0 [0
298.0 :Relative molecular mass [[[]1[ [7007 D100

-Graphic formula 000000 doncIm

Fe « 2Na + 2H,0

:Chemical name [[[J[[J] 000!

Disodium pentacyanonitrosylferrate(2—) dihydrate; disodium
(OC-6-22)-pentakis(cyano-C)nitrosylferrate(2-) dihydrate ; CAS Reg. No. 13755-
38-9 (dihydrate).
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L0000 DTO0TIoT [i0ooor 0U70 UDnIT :other names U0 T
O DOTE 000 0 000z Uoo fo7oo O 000 T 000OE :peseription LILIT

0 [0 07007 00 Ors (0/0750~) OOIIOL O 07007 0000 D00 O 000CT 00 :setwbitity [ITOON
R J0000000OT

07 000 U0 T00 :category [1I
00T 00 000 010 Oroo0c? fojoo 100 O JomooT DiDoooor 0id 4o -sterage 00O

REQUIREMENTS IO

00 070 OO0 %99.0 OO 007 O 10 I00OCT DOCCDOT DIO :General requirement [0 L0
00T 0T 07 U0 1000 INagtFe(eNysNo] O %100.5

‘Identification tests 0[] L1000

00 00000 e0ol OUOCNN 3s0 OJ0 0OOD OIOCN OOOON [OC0I0 0O0/000 4 OO0 OO 000 007 :A
{0007 110 (00 DOOM 00O 000 0O 1 0000 J0odr TI0T o (oj0o7 f1o0r7 ses 0000 oo 0o mood:

General I LJI0IOCT OO OO0 IO 0000 00 100 0oj0o0n Oor oo oo ohar 0 :s
(010 000 [00000 00 B 00007 000 1070000 D00 000 0123 00000 D 0107) “identification tests
.Ts (0/0 300~) OO0 OO D0I007 LI00 000 0.10

g0~) (00O DIO0O0000 00 00 o.50 v OOIOD 00 00 1 1000 0000 00 00 2.0 O 00 5 O :c
0000?07 0om bom brs (B/0 300~) CNOO! 10 00 00 2 0000 CI0010 . 0000 007 00 brs (0/0

300 Ts (0/0 130~) O OO0 00 00 2 00 0000 000 0 O 1.20 O :Chiorides CIIOTIION
"Limit test for chlorides LIII0I0T 000 OO0 IITO0M 000 40 00000 00 100 0770 0oor 0o o
.0/000 0.2 OO DI00OT 0000 000 O 0(124 DO0CC 0n 000

000 0o0C Ioo™ 0o OO0 OO0 00 000 0mT 0o O 40 U 0 5.0 DI :sulfates UIIHT
0/000 0.1 00 00 OO OO0 00O O .(125 DODOY 01 [0) "Limit test for sulfates 0T

D00 Trs Ta.e2 D0 CO0T0OCT OJT2000 000 00 OO 20 O U 0.50 UL :Ferricyanide [T0 UL
0 0(00 /0000000 so) 0NN DIIO 0007 00 00 1 8 0000 OO 000 .BO A OHIOIOID OOOC) 007 OOO0C!
0000 0000 000 .00 so 07 00N TJ000 Ors (0/01) 00DOT 00700 Q000 00 00 s 00! 00 00 oo
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so 00 D007 4000 Ors Oa.e2 TIO0 O 000CIO0CT OJM007 M0 00 00 10 O 0OCOOT [07X 00 Oo.2s TIT
(0017 O .[0007 T0010 720 0000 000 00 000007 (00 O (o000 (0000 000 domo oo Omon Oor oo
.(0/0000.2) A 0000 O000 [J007 70000 s 0000 D00 00 D07 D007 oo 00m 10000 A 0oer O

100 .80 A OU0ION OO0 0 OO0 1000 00 000 00 40 O O 2 OO0 Ferrocyanide OO0
00 00 02 OU00 OO 00 00 O Crs (O0/0C00000 100) COOTOD DONOOOQT 00 00 2 B 0000 O
007 0000 0000 0000 070 s 000 000 O .00 se 00 000 3000 s (0/0s0) CI0IO0! C00ID
TI00IN 69 0000 000 O 00000 100 000 OO0 OO0 .00 se OT00 0300 00 O DCI000OEE 000K 0 Dhvo
0.2) A (007 000 00000 I0000 s 000 300 00 OO0 OO0 D00 0000 0000 . 000 0 0000 O 000

(00T

30 (00 OI0 M0 000 OO DOOT 0T 00 00 so O ro.o0 U :Insoluble matter TZI0CT OO I00T
(00 000 Ot O fefros  0OOOT IO COCT 000 0O D000 0oJim 07dor 0o [oj 0ol fooo? foojo
/000 0.1 00 [I0OT

Determination of water by [ OO0 IT00T T OO0 OO0 OO0 CJOOCC 00 00 OO :water 102
0077 00 O O 0000 00 0 1 0007 000I0E D(14s D000OT 0n 0007) A D00DY “the Karl Fischer method
07000 150 00 07 00 0/00 90 OO

CJ0 00 00 0.1 0000 .00 OO 00 100 O 00O0IC0 00000 00o.35 OO0 IO :Assay OOMOT

00 Ovs (0/000 o.1) 0007 OO 0700 .rs (O/0750~) 0000 O0 00 200 T (0/0100~) OI000IOT

(0000 00 00 000 DO 00 0000 000i6/0000 DOm0 0000 oo fboion obal oo 0o b
.Nay[Fe(CN)sNO] Ul [0 13.10 000 vs (O/000 o.1) DO

NATRII STIBOGLUCONAS
Sodium stibogluconate JJIIUT UIO0DIO0IIO

U100 000 00 0ot Dol oo 4oog 0o joooot Oriiooo I :composition UJIOCTT
[0 100 D07 00000 [0 2 00 O 000 0od 070 DedaeNay0esb 0000 O
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:Chemical name [/ 00!
D-Gluconic acid cyclic ester with antimonic acid (HgSb,0y)
(2:1), trisodium salt, nonahydrate; 2,4:2’,4’-O-(oxydistibylidyne)bis-D-gluconic
acid, Sb,Sb’-dioxide, trisodium salt, nonahydrate; CAS Reg. No. 16037-91-5.

LOTIE 000 00007 O [007 000 DODE0 - peseription LU

R 00 Ts (0/0750~) OOII0! O 0000 0000 OO0 000 O 00 000 :Sotubitity [III0T
LDI000T 07 100 000 s category LI

1007 00 000 O [o0Or Ornoooiomo 0ot 4o -sterage 00O

REQUIREMENTS UIIOI0T

000 00 %30.0 U0 020 0 10 000 COO0OT UT00OOITD DU :General requirement [T LI
L0000 000 07 0o0o o0 DCioor Doooor 00 ws4 0o

‘Identification tests 10U 100!

Irs (0/060~) OIOO! OO O 0000 07 .000O 000 000 007007 0000 00 0D 000 0000 A
General (001 OIO0D0O! OMEO" 000 OO 00000 00 100 0OMDOI OOO 0s DOIOID DO
.(123 00007 D[DH) "identification tests

(1000 DU 0000 01 Drs 000000 Do 0o 007 007 Oi00 00 00 10 O 0 o5 UM B
.Ts (0/0s0~) TNID0OT DIOO0000 O

0000 00/000 10 00I0 0000 <

s (0/0130~) 0L OO 00 00 20 OO 00 so 00 00 O O2.5 O :chiorides IO
(000 C0I00 00ic: 0007 o Ovss (G700 o.1) 0OMT O 0000 s Os.o OO0 0OIMIOOC 0000 OO O07s0
.vs (07000 o.1) 00T OO 00 00 3.0 00 00 IO O DPotentiometrically

¢ 00 O 0) TJOOW D00 OO 030 00 O 000 OF OO0 :Loss on drying 0O 0001
.0/000 150 00 M0 0000 0000 0 0(0000 00 s 0000 00 oioomonn

[0 00000 O D00 0000 00 00 1o O Do UL :Colour and pH value [T D070 OOTT
0000 [0 000 00nr 000 07 000 000 Doio! ooon oo 3o 000 (M0000 0000 000 70) CI00M 000
5.6 5.0 LI [0
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010 07 O 15 0107 00 00 00 30 U O2.0 ULI @ Trivalent antimony [0 D10 DIOITH]
Ts TII0/OMD D00M00 vs (0/000 0.00833) D0IONON OII00O? 00000 Ors (0/0250~) CIOONOO0OM
.vs (0/000 0.00833) 010NN OIIO00C 00 00 1.3 00 0000 OO O 000000

00 10 L1007 000 300 (000 CO00 U0 OO0 DOOD O UTO000 D000 0O o.25 OO :Assay IO
[0 00 000 000 Crs (0/01760~) OIOODOT OO0 00 00 5O s (0/01000~) O OO0 00
(07 {707 000 4J0T7 OO DIoodr T Jhoodr mooz bod 0o ool 0o 0 OIon 0o (ooo? do oo
10 00 00« D00 00T 070 foo 041 Orof 0or bog oo 07T .0 Dog - Ooo? 0o
0007 [r 0OU000 OJI0O 00 O 0007 007 0100 0000 0010 0000 000 s (0/01000~) OO0
000 D00 0010 .07 00 00 ol R IIDOOOT IO OO O D007 O 000 00X 00OOOT Iom Dod o
00T 0O 00D O0iin O o 0o s Joo DO Dod7 Do r J0omo oo oo 0o 4oo; mom oom
00 15) OO 0000 OO0 s (0/0400~) 0ODDOT DOOO000 30000 00O 000 00007 D@0 Ona
OO0 00 00 000 .00 oo boo s (B/0100~) Q0000 (00 W00 D000 000 000
[
0

—

000 OO 0I0ooQr o fiooo s IO T00100 Ovs (0/000 o.02) OO0 D000 Or 0ODOOT DOOCO
L0070 00007 00 00 2.435 0007 vs (0/000 0.02) 0010 00 07 01

f—1

NATRII SULFAS
Sodium sulfate UL U0

Na,S0410H,0 :Molecular formula 000 oonom
322.2 :Relative molecular mass [1/[J[[ [TI00] D000

“Chemical name U007 000

Disodium sulfate decahydrate; sulfuric acid disodium salt,
decahydrate; CAS Reg. No. 7727-73-3 (decahydrate).

000 07 :other name [0 0L

L0000 O 0O ORo0D o0 007 0 U i peseription L0

.Ts (0/07s0~) OO0 O 00 OO0 00 000 0 07007 [0 :sotubitity 00T
LI :category [T
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[ 1000 1000 O oo UDog Jmo00n oo o0 0 Joooor UIo 0™ O4 -sterage 00T
030 IILT

(0007 O OO0 o000 0o O (700 Dododn 0o OO0 - Aaditional infermation (IO CIIOOND
000 <033

REQUIREMENTS 0000

00 07 OO 999.0 OO OO O 10 000 C0T00OT U0 OO0 :General requirement 107 LI
IO [T 07 OO 000 INayso, 00 %100.5

“Identification tests U001 LJI000000

General (000 OJO0IOO0 OOIIOM 00000 OO C0000 0O (00 00I00OT DOD D000 0007 00 A
000 000 B OO0I 00O 107 000 OO0 000 (123 00007 0r OO0 “identification tests
.00/0o.05

General [0 OJODOO0 OOOIIOM OO0 OO O00O00 A OO0 00/0 o.05 OO0 OOO :B
(123 [0O00OC 01 00) OO D000 “identification tests

(00" 0o 00 Doood 00 0o 0mo? 00 DOOT e J00WI -Heavy metats (I OO
000 D(127 0O0OT 0 O0O) 1 00O0! OO0 ."Limit test for heavy metals [T OD0T 000 0007
.0/T000000 20 00 0000 000D O 0(128 01 0007) A 00000 0000 00000 00000 00 0000

0000000 00 Qo.s [T LOD oTomr OO 07 D U :Ammeonium satts [OTO000 OO
0007 007 0007 07 00 00J00T 000! O w (o) Dooo OO0 070 0000 Domo 00D 0000 r doowmom

00 DO Do000 00 00 00mo o 07 0o ss O Os 00 D000 000 000100 :Arsenie U000
(107 7000 OO0 0007 0 0130 DODOM Dr 000Y) ."Limit test for arsenic OI0IT 000 O00! OO0
/0000000 2 00

100) 00N OO D000 00 00 o2 OIOND OO0 DOMIO OO :caleiwm 000000

(000D 000 000 O0ion 0oio brs (0/0 25) 0000000 0000 00 00 1.5 0000 Brs (ca O0/0000000
000 000 OO 00 Dob 0oor Ooi0n Oidl s (0/0120~) OO0 OO 00 00 O0 O
ITs (ca O0/0000000 100) OOION 0OI0T0OT 00 O0 10 OOMT OOTO! O0OM0 000X 00 00 15 O Do.s
(0000 D 0o 000 0dr Qodr Conor O Jooor Coog O 0000 as Qo O pooo dr Do .oz do 0o so
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.(0/1000000 200) OOMT OONOT O

00 300 s (0/0130~) QI 0 00 00 2 00 OO0 000 00 O1.25 U1 :chiorides II00T
(I00) "Limit test for chlorides (TIN0IOT OO0 0007 DINOOM 000 0O 0000 00 00 000 07 00
.0/000 0.2 00 0I0N DI00IOT OO0 0000 O 0(124 00007 I

[IO0" 0ot 4o Lo 0o [0 0oo 0o 0o 0O 4o O D00 0007 .o 00000 :1ren 01000
/1000000 40 00 DI 0 O(120 LO0DOC D1 OIE) "Limit test for iron D00 000 OO0

1000 07 07 o.150 r DODDOIIT 00 00 1 07000 02 00 00 10 O Oo.s UL :magnesium JI0T0T
(0007 0O000DD 00 00 s0 rs (D/0so) DOUOOO! CJDVOD 00 O0 0.20 TS Titan yellow 0N
5 00 00000 000 00 000 0ooo 0o 0?00 000 0007 0oon O 0 oimo? 0o o 000 Ors (0/0s0~)
0000 00 50 ts (mg O0/0000000 10) DO O0JINO0 00 O0

[0 00 0007 02 00 00 1o O Ho.so U0I0 OOLC :Crarity and colour of solution LI DT I
0000 00 00 = O00OT 00a

LioroT 4o oo oo« 0107 00 00 s 0 Uo.s UL iReducing substances [0I0T D70
0000 0 00000 15 000 0007 000 .vs (0/000 0.002) DOI0TOI CI00007 00 00 0.200 Ts (0/0100~)
.discoloration U[I [J (U/00) OO [

000 DT C0OT 07 O 0000 0000 TOo eO3e 000 0000 D0 00O tLess on drying LITIONT OO0
.0/00.57 U0 000 00 0/00.52 00 0007 007 O 0130 I000 0000

0000 00T O O 0or 00 02 00 1o O Ho.s UL :Acidity or alkatinity 010 07 D000

[o0OT O0000o 00 0o o.5 OO0 0000 TIIOX O Ors 00T DOOTOO0OT 0000 00 00 o IO R

00 00 00 o5 [0 vs (O/000 0.01) carbonate-free sodium hydroxide OJIIIOI OO 010
.(0007) 000 DODOT 000 000 DoO0T vs (/000 o.01) OO0O0O0M!

00 00 00 1o 0100 OTT 00 0T 250 O 000TO0 TOCOT DQo.2s WIID LI :Assay OO

.Ts (0/0s0) OO0 000000 00 D0 000 OO0 000 0OI0 0080 brs (0/070~) OI00I00000]

(00 0000 00 fodo dJog bodor fnodr ood - .[imo? 4ioons 0o o0ire se 000 070 0id 0o Ooan
Na,s0, U o.e08 OO T O 000 T00 OO .leoo
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NATRII SULFAS ANHYDRICUS
Sodium sulfate, anhydrous UJJUUT 00000 OI0I0

Na,SO, :Molecular formula O
142.0 :Relative molecular mass (][] [TT007 D00

“Chemical name U007 00U

Disodium sulfate ; sulfuric acid disodium salt, anhydrous; CAS
Reg. No. 7757-82-6 (anhydrous).

L0 000 107 U0UDE :peseription LU

.Ts (0/07s0~) OO0 O D00 OV00 00 0000 0 07007 00 :Sotubitity TITO0T
I category 11T

000 {0000 [0 O 0700 foJioor Qimo oo O -storagel 00
L0000 000 0T 07iods U0 :Additional information UL IO

REQUIREMENTS 100N

000 00 9%99.0 00 020 0 17 000 J7700C DOC0OT DTC0 U0D :General requirement [0 LI
IO [T 007 DOO0TE 000 INa,so, U0 %100.5 OO

‘Identification tests 0[] LJI0000

General (Il OII0IO0T OO 000 OO OOOO0 00 (00 000007 DO0 Of fodn 0o A
20 000 000 B OO0 D000 10 000 DO 00O (123 DOOOT Dr O000) “identification tests
L0/00

General (1] CJOOIO0] OMOICM 000 OO0 OOOOD A OO0 OO/00 20 00D OO0 B
(123 0000 T 000) IO T000 "identification tests

[0 40 D000 0o 0o ool 0oo 000 0ot o Oo.s 00! :Heavy metats IO LI
000 D(127 O0OT 0 O00) 1 DOOQ “Limit test for heavy metals [N OO0 OO0 O0O0 0000
[I00/0000000 45 00 000 0 D(x28 0O0OW 01 O008) A 00000M 000 000000 00000 C1000

0000000 Of Oo.3 OO0 OOCOD [0TZO0 00T O Oo.s DI :Ammonium sates [ITUI0C OO
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.00 000 0007 0o 00 000007 0oo0! O w (o) Doo0 40 070 0700 DOmD 0omn 0000 r im0

OO0 oo 0o 4o Doooo 0o 100 0070 mo 00 35 0 O2.0 0000 000000 :Arsenie U100
[00/0000000 s 00 07007 000 00 O (130 D000 01000 "Limit test for arsenic 07001 OO0

100) OO0 OIOITOC 0OIOTO OO 00 o2 OIOND D00 OOMNO 00T :caleiwm 0000000
(000D 000 000 O0ion 0oio brs (0/0 25) 0000000 0000 00 00 1.5 0000 Ors (ca O0/0000000
000 000 OO 100 Dob 0odr 000 Oido s (0/0120~) OO0 OO 00 00 0O0 O
ITs (ca O0/T0000CO 10) OOTON COIOTON 00 O0 10 DOMIT OONDT IO D0 00 OO0 15 O Do.22
(0I0T 4 OO 00 Do 0oo? 4ondr O ioooT 0oo7 O 00 s 07 07 0000 Qr 4oog 0o7 0o do sb
.(0/0000000 4s0) 0O OO0 O

300 Ts (0/0130~) O OJ0O 00 OC 2 00 0000 000 OC O o.55 U :chlorides DIUIIOIOT
"Limit test for chlorides LJIUII0ION 000 OO0 IO 0D DO Q0000 00 100 0070 0f 00 0o
.0/000 0.45 00 00 DIOOCOT C000 007 O 0(124 D000 0 000

[00™ U0 4D 00000 00 [oo O7ho 0o 0o 00 40 O 000 DOOT Qo.44 000IOI rmren 00T
/0000000 90 00 DN O D(129 0O0OT T OI0) "Limit test for iron JI00 000 000!

00 0T o.150 r O0OOTCT 00 00 1 D201 007 00 00 10 O Do.22 UM :Magnesium T

Jl000000 00 00 sO rs (0/0s0) DONDOOT OJOMOOOD 00 O0 0.250 TS Titan yellow U0 1000

000 00 0D 00oo 0o 0 00 000 0000 0007 O 007 Ooi 0o O j00e - 0rs(0/0so~) Ioioar
00 00 00 50 ts (mg O0/0000000 10) OO0 D0MONOM 00 00 s 00 00000

[0 00 0007 02 00 00 1o O Ho.22 00 OOLC :Crarity and colour of solution LI LI I
L0000 00 00 = 00000 0a

OD0rOT 40 00 0o« 0007 T2 07 s O Oo.2s O :Reducing substances [T 0107
0000 O 00070 1s 000 OCT DT .vs (0/000 o.002) OOIONON OIZI000 OC 00 o.200 Ts (0/0100~)
.discoloration I [J (DHDD) OmT O

s0 U0 0007 0007 00 O Cellrso OO0 J0OC O OO DOO O D300 :Loss on drying IO O
0/00

OO0 000 07 00 Oonr 07 00 0T 1o U Uo.22 LILE :Acidity or alkatinity JIUCIT (7 DOIO00!
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(00O 00000000 00 00 o.5 OO0 IOT CI00M O Ors OONMIY OODNMO0O0CT 000 00 00 o 00O ®
00 00 00 os I vs (D/DDD 0.01) carbonate-free sodium hydroxide [JT0I0T 00 U0
.(000) 000T DOOOT 000 0I0 to0O0 vs (B/000 o.01) DI00J0000!

00 00 00 10 OJIOT O 00 00 250 O [ZO0O0 [0OOD D0o.a OIO0 OJIOD :Assay OO

.Ts (0/0s0) DOONT 000000 00 000 000 Oi0D [0 0OI0 0.l Drs (0/070~) OI0O00000]

[ s00 JUDO OO0 00 Q00D D000 0OOO Jomodr 000 .mar 0oo 0oong se 00 0no 00 fn bodo
Na,S0, Ul Uo.e08 LI OI0I [T 00 000 IO 0O

NATRII THIOSULFAS
Sodium thiosulfate (U000 QOO0

Na,S,03,5H,0 :Molecular formula 000 oonom
248.2 Relative molecular mass [1/[J[[ [T00] D000T
“Chemical name U007 JUU

Disodium thiosulfate pentahydrate; disodium thiosulfate
(Na,S,0;) pentahydrate ; thiosulfuric acid (H,S,0;), disodium salt, pentahydrate;
CAS Reg. No. 10102-17-7 (pentahydrate).

0TI0T 0000 0007 0000 0000 000 < Description (00T
s (0/D7s0~) OO0 O 000 0000 00 0007 0 100 D100 :Solubitity TN
00 :Category O

D100 0000 000 O 0010000 CA0000 000 00 :storagel 0T

J000 O Ofe J00 O Ooocor Doz DrooT D077 :Additional information (100 UIIOTI
{007 =0 49 00O0OT O (00OTT 00 O 400D 033 00 000 0000

REQUIREMENTS UJII0I0T

00 01 00 we99.0 00 007 O 00 00 0OOOCT OMOOE 000 :General requirement I LI
.Na,S,05,5H,0 [l %101.0
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‘Identification tests [T IO

1.0 0000 002 07 . (107 ¢0 B 00007 O 00007 100 DO 0 0o 00 1o O 0000 000 O a
00 000! 000 Ers (0/050) DONII DI00io 00 00 .25 000 . 000! 007 0007 brs 000 00 00

000 Ors (0/070~) Q0000000 OO0 00 00 1.0 A OO0 0007 000 00 00 2 00 OJI00 B
.(000 000) OIDon 0o 000 0mo Oioon Diooo o o7 oo

0000 00OT Dvs (D/000 o.1) 0OOT CNOT 00 00 2 A IOOC 0O D00 00 00 2 O O0d0 e
000 O 000000 0000 0 00000 0007 000

(000 DOmoOr Ommor Ooo 00 00000 00 100 00000n 0oO? 00 Dmoo! 000 oo o
0000 000 B OO 000000 100 0000 000 0007 (123 0000OT 01 DI "General identification tests
00/0o.10

L0 OO 0o 0o s 00T D00 I 00 00 1o O O 1.0 U :Heavy metats [0 OO
(0000 000 1007 000 0omonr 00 07 0o 00 1s 0000 000 00 0o 00! 0O 0000 brs (0/070~)
(100 00i0 U0 00007 0o 7m0 oo oioT 00000 07 Oiioe forr 0o loon 0oos 0o d
0000 00 00 o.05 LIION OODT .LJOOOT DD 0007 OOMO Qoo Dmo 0o 0o Odocr oo Dodd
0000 4J00 4-3 OO0 00T 0000 .vs (0/000 1) 000007 00000000 00000 s OOI0/O0m
oo 0ot 00 o000 00 00 0o 0o 00 000! 0o 00D 00 40 00 000 Urs (0/060~)
00 000 O 0(r28 [O0OT 0r 0000) A D000T I0T "Limits test for heavy metals [0 00000 000 OOC
00/0000000 20

(0/0130~) OO IO 00 00 20 [0 00 20 00 000 000 O O1.20 O :chlorides IO
Q00T Dioor 0o 4o 4odoo 0o oo 0oooor 0o 0mio jooo Jodr Jo 4-3 000 047 01 Oes
07000 0.2 00 00I0T OOI0 D000 00 O(124 CO0OT Dr DI0) "Limit test for chilorides DI00I0! OO0

Crs DO 00 00 s D207 00 02 00 10 O Do.2s UL :Sulfates and sulfites [0 DO

(0000 00 100 007 .00 Ono [0 0odn oo o 0o oo o [odd brs 000 00 0700 OJ00rmd

000 000 O O(i2s DO0OT 01 O00) "Limit test for sulfates IO 000 0007 0000 D00 OO
.0/00 2 00 OMmor

sodium  [I0000T OO00DIT 07 00 .05 LIILM T OO 10 O 01 DXL :Suifides IO
Q0007 00l 002 O Ors (D/D45) nitroprusside
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R OO0 L0007 O 00 000 I 00 00 1o O Uro U2 DUCE rCrarity and eolour U TTOIT
L0000 did

.8.4-6.0 [R 00000 01007 O 00 0000 00 O 00/0o.10 0010 TI0T :pH value DIO0T 00T

0.05) iodine OO0 0 OI00 00 OO 25 O OOOIO0 (0000 OOo.s OIOD OO :Assay (MO
0707 vs (0/000 0.05) OO 00 00 1 OO 00000 000 00 0000 00000 s 1010 D00mon vs(0/000
.Na,$,05,5H,0 Ul [ 24.82

(000 QroooDan oo 0dooodin torthdoo dooodt Qoo

Additional Requirements for Sodium thiosulfate for parenteral use

.(56 1000 D4 OU) "Parenteral preparations 100! IODIOM" 10000 OJI0I01

[I00" OO0 DO o000 0o 100 D000 UL :Bacterial endotoxins (I0OINOT D000 CITITOE
J(07000T OO O 30 0000 Os [00) "Test for Bacterial endotoxins 10N D00 OXINOT OO0
00 00T O 1700 1008 o.03 rs OO U0IOT 00 DO D000 O

NATRII VALPROAS
Sodium valproate [[JII0IT LIO0T

C3H 5NaO, :Molecular formula 000 oonom
166.2 :Relative molecular mass __.[J]] [100] (0T

-Graphic formula (IO oncIm

CH,CH,CH,

:Chemical name /[0 000!

Sodium 2-propylvalerate; sodium 2-propylpentanoate; CAS
Reg. No. 1069-66-5.

O COTIET 000 0 00T 000 oo O 0rioof ooz Uooon mpeseription L0
.Ts (0/0750~) 00000 I O 07007 00 :sotubitity D700
007 I0T TT0 s category 10
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000 {0700 MOIeE O Ooioor 40 0o 4do -sterage 000D
U0 0OC00T LYDOT - Additional information (2L LJTIOT

REQUIREMENTS [l

00 01 00 %9s.0 OO 007 000 000 20000 OO OO0 :General requirement [T [0
000 T 07 0000 000 cgH,sNao, O %101.0

‘Identification tests 0[] [JI00C0]

(0/070~) DIDOIODOOMT OO0 00 00 10 r 00000000 00 00 s 00070 000 00 5 0 Oo.s TIO0 :A
[DT0 00D [r OTI0OT 0I0OCN DI00i0o Coooi dodn tiod doto: 0om fioom oo oo 0007 Od Irs
001 O 0100 Oir Om* 0o 0o Doond 0o 00 Do oo oo do7on ooo- LOoar odd
L0000 OI0 0001 .(43 10007 T DDH) "Spectrophotometry in the infrared region (oo OO mooon
U000 400 DoooT Oon 0o @ rs U0OIOT OO0 00 000 OO0 DT 0o fdotr 0o oo

(0000 1700 Om Ors (B/0 100) (m) OMOCD 000 00 00 1 D000 0 00 s O Do.s UM :B
.R 000007 00000 0070 O Iod ool

General [0 CJOOO0! OIIOM 000 OO 000N 0s OO O0/00 20 000 00O :c
(125 1000 0 0I00) OO D00 “identification tests

[I000 " 0o OO Oo0oo oo 0o 0odr 0o DOOz .o 000! :Heavy metats (I O0I0T
0007 OO0 D07 0127 0000 0n 000y 3 D00 "Limit test for heavy metals 00 0000 OO0 ODCK
.0/000000020 OO0 0000 O O(128 0O0OD 01 000T) A 0000 0000 00007

(00" 0o OO Dooog 0o 0o 0r7o 0o oo 0 ss O Os.o D00 00010 :Arsenie OTOC
.0/0000000 2 00 OI000 0000 00 0 (130 00001 01 OI0) "Limit test for arcinic D100 000 ODOI

00 00 200 Ts (0/0130~) OO 10 00 00 2 00 000 O O1.20 01 :Chiorides CIIINI0T
01 OI) "Limit test for chlorides LJDII0I0T 000 000! D00 000 0O 00000 00 100 0000 0o
.0/000 0.2 OO D000 0000 00 O D(i24 DODCT

[T00" 000 0o Doooo 00 100 U770 00 00 40 O 00D DOOT Oo.2 TOUIE trren OO
0/0000000 so 00 000 0 D129 0000 D1 DICY) "Limit test for iron 100 OO0 OO
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Q00T 0700 0o 00 0oodo 00 (00 0070 070 00 00 20 O O2.5 O :suifates U0
07000 0.2 00 OIOT 000 000 0 (125 0000 01 DI0T) "Limit test for sulfates 00 000

T O0 00 10 O U 2.0 000 I0C DOCE O :crarity and colour of solution UNIH! OO IO
000 O OO0 rs2 Q0T 0000 0o 000 0o - 0000 0007 0 0o toa

00 (000 0007 0007 O Cefros D000 0000 0D O 000 000 000 :Less on drying LIIOT OO0
.0/00 20

001007 00007 007 00 0000 000 00 00 20 O O2.0 DI :Acidity or alkalinity 0000 0 00000

0.1) 000007 DO00000 00 00 1.5 00 0000 OO0 O Ors DOTTYOND OO0 00 OO 0.1 OO R
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(m-Hydroxyphenyl)trimethylammonium methyl sulfate di-
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3-Methyl-4-[(5-nitrofurfurylidene)amino]thiomorpholine 1,1-
dioxide; 3-methyl-N-[(5-nitro-2-furanyl)methylene]-4-thiomorpholinamine 1,1-
dioxide; CAS Reg. No. 23256-30-6.
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1-(5-Nitro-2-thiazolyl)-2-imidazolidinone; CAS Reg. No. 61-
57-4.
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1,3-Dihydro-7-nitro-5-phenyl-2H-1,4-benzodiazepin-2-one;
CAS Reg. No. 146-22-5,
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1-[(5-Nitrofurfurylidene)aminolhydantoin; I-[[(5-nitro-2-
furanyl)methylene]amino]-2,4-imidazolidinedione ; CAS Reg. No. 67-20-9 (anhy-
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Narcotine; (5R)-5-[(15)-6,7-dimethoxyphthalidyl]-5,6,7,8-
tetrahydro-4-methoxy-6-methyl-1,3-dioxolo[4,5-g]isoquinoline; [S-(R*,5*)]-6,7-
dimethoxy-3-(5,6,7,8-tetrahydro-4-methoxy-6-methyl-1,3-dioxolo[4,5-g]iso-
quinolin-5-yl)-1(3H)-isobenzofuranone; CAS Reg. No. 128-62-1.
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467.9 :Relative molecular mass [ ([ [0 0000

.Graphic formula Q0000 Doncam

* HCl « Hzﬂ

“Chemical name U [J7] 000

Narcotine hydrochloride monohydrate; (5R)-5-[(15)-6,7-di-
methoxyphthalidyl]-5,6,7,8-tetrahydro-4-methoxy-6-methyl-1,3-dioxolo[4, 5-
glisoquinoline hydrochloride monohydrate; [S-(R*,5*)]-6,7-dimethoxy-3-(5,6,
7,8-tetrahydro-4-methoxy-6-methyl-1,3-dioxolo[4,5-g]isoquinolin-5-y1)-1(3H)-
isobenzofuranone hydrochloride monohydrate; CAS Reg. No. 912-60-7 (anhy-
drous).
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OXAMNIQUINUM
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C4H,N;0; :Molecular formula 000 oonom
279.3 :Relative molecular mass [.[J]I [[T00] 10T

-Graphic formula 00000 DO0cam

H

o,umcnznucmcu:),
HOCH;

“Chemical name U007 00U

1,2,3,4-Tetrahydro-2-[(isopropylamino)methyl]-7-nitro-6-qui-
nolinemethanol; 1,2,3,4-tetrahydro-2-[[(1-methylethyl)amino]methyl]-7-nitro-6-
quinolinemethanol; CAS Reg. No. 21738-42-1.
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(45,4aR,55,5aR,65,12a8)-4-(Dimethylamino)-1,4,4a,5,5a,6,
11,12a-octahydro-3,5,6,10,12,12a-hexahydroxy-6-methyl-1,1 1-dioxo-2-naphtha-
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1,4,4a,5,5a,6,11,12a-octahydro-3,5,6,10,12,12a-hexahydroxy-6-methyl-1,11-dio-
xo-2naphthacenecarboxamide dihydrate; CAS Reg. No. 6153-64-6 (dihydrate).
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(45,4aR,55,5aR,65,12a5)-4-(Dimethylamino)1,4,4a,5,5a,6,
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methylamino)-1,4,4a,5,5a,6,11,12a-octahydro-3,5,6,10,12,12a-hexahydroxy-6-
methyll,11-dioxo-2-naphthacenecarboxamide monohydrochloride; CAS Reg.
No. 2058-46-0.
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0-2,6-Diamino-2,6-dideoxy-B-L-idopyranosyl-(1—3)-O-p-D-
ribofuranosyl-(1—5)-O-[2-amino-2-deoxy-a-D-glucopyranosyl-(1—4)}-2-deoxy-
streptamine sulfate (salt); (O-2-amino-2-deoxy-a-D-glucopyranosyl-(1—+4)-0-
[0-2,6-diamino-2,6-dideoxy-B-L-idopyranosyl-(1—3)-B-D-ribofuranosyl-(1—5))-
2-deoxy-D-streptamine sulfate (salt); CAS Reg. No. 1263-89-4.

O IO OO0 7 0onir 000 00z ooe 00 0ot O 00U peseription L0

IR [00000OIDCO Crs (0/0750~) DOXT00 O 00 O00 0 00T 0 D0 OO0 :setubitity D007
R U0

L1000 0000 T00 rcategory [T
00T 00 D000 070 (oD foe Moo © 0Uooioot 0o Qoo 7 U0 -sterage U0

070 [UOZT OO0 o0 TOT00 [0 DO7000ET U0 - Additional information (01T LIIOTI
1007 00d! O0d0 O 4oor 4ol 0i0o fiodr G bdmd 00on 007 to0m

REQUIREMENTS OO0

L0007 00 675 U0 OO O [0 000 DUZEO00CTT OO0 UOT :General requirement [0 [I0LIT
000 0000 Q& 0000 feod oo 0 Coioiodom, fhooT

‘Identity tests (/000 CITOTT00E

“Thin-layer chromatography [T (IO LII0ONOM 000 00 D0000 00 0 000 0200 0id A
(0/0 40) 10000 0OI0 OOTO0OT CIMIOND (0000 00000 3 00MON 0000 DI0MO0 O(s4 0000 0 0007)
[ 00007 0000 00 000 20 000 (&) 000 OO 070000 « 00000 0 DOTo 0o .00en J0od s
007 0000 000 0o jonar oo oo .07 00T 0 rs 0OM00000T U100 00 01 20 (80 O OO
0000y DIoIoooono 0000 oooo 0o 0ooia 000 <0ies 00000 OO0 I0MO 10 000 0000 O CION
(000! 000 D000 00 s 100 0000 000 efos 000CT 07 DUDI s (triketohydrindene /butanol)
(00 O 00 (0_mo Oiom O A 00i00 (000 DO0I00 DO 000700 fooan oo djoes ooz mo g
.B 00100 1000 DOOn 00T

General I OO0 OOIOM 00 OO0 OO0 A OO0 O0/0 o.05 [IO0T OO0 OO :B
(123 1000 0 0I00) OO D000 “identification tests

272



07 0000 CO00 00/000 se OIOC0T OO D00I07 :Specific optical rotation OO0 OO0 OIOOTT
[alY € = + 50 to +55° (000 D0

0/00020 00 0007 0T :Sulfated ash LIIOT D107

[) 000 000 00 ese 0000 0000 O 0007 0000 000 :Loss on drying CIIONT 00T
.0/000 so OO0 0100 0000 O O(NT00 C0Io 00 s 07 Di000oio o.e 0000

.7.5 — 5 (R 00007 000! 01T 00 000 00 & 00/000 30 DI00T 0010 00T :pH varwe D00N 00T

(0000 Coioioo Modproooo fojoo™ toi 0o o000 0o o O0oo oomon 0ol :Assay 0000
Bacillus [0I0L [DOD (o) 000 DOOIOT D(ISS 10007 DHD) "Microbiological assay of antibiotics
T00 8.0 OZ0 prny OO 00 emt LZOT Ctest organism OIIO0C OO OZ00 (NCTC 10400) subritis
37 000 00000 00000 O0/ru 40 1 O7) OOMW00000T 00 D070 0000 0rs 7.8 D00 010 00000 OO0
OO0 Dtest organism (200 00 OZ00 (ATCC 6633) Bacitlus subritis [0 IO (p) [ o039 -
OOI0000T 00 000 0000 brs2 00 vs1 Os.o 0000 ON0 0000 CI000 00000 O7.8 OO0 OO0 OO Cmi
fiducial (0000 0000 0007 0000 O 07 00 00700 00 .e038 - 36 OO0 0000 00000 O0/rw 80 2 O0)
IO OO o105 OO O OO %9s OO O (P = 0.95) estimated potency (UL DI (OO timits
JO00/00N000000N 00 1w 675 U0 O (P = o.95) OOMIN II0N0X OO0 0O D0oT 000 0000 O .00
(0007 00000 1 0000 mhoo

PENICILLAMINUM
Penicillamine (IO

CsH;NO,S :Molecular formula 000 oo
149.2 ‘Relative molecular mass [ [100] (0T

-Graphic formula OO0 DO0ca

[
CH, NH,

:Chemical name U[[[J[[] 00!

273



3-Mercapto-D-valine; 3,3-dimethyl-D-cysteine; CAS Reg.
No. 52-67-5.
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(00 000 O s (0/07s0~) OO0 O 00007 000 000 OC 007 e O 0D :sotubitity (0D
R [0 r 00000CCOCT OO

.antidote [JI0 :Category [[]]
007 00 000 000 I00T fojit Il O o0 0o 02 00 -sterage D100

(00T DO fo0on O 000 J000I0T 0007 :Additional information 1L CITOOI
00 00J0ay toood O todn Qo 0ido oo Do

REQUIREMENTS IO

[ %100.5 U0 O OO 9e9s OO U0 0 10 00 OI0IOIT OO0 :General requirement J0T L0
0000 000 O 0000 0000 OesHyNo,S

‘Identity testes )00 00000

(0 00700 DOf meT 0o s 4r0mooooT 4o oo 0 2 001 JmT 0o 00 4 O 000 20 U0 :A
000 000 o

00 000 200 s (0/0 200~) I000OT DIOODOOW 00 OO 0.05 OIIO0 000 00 s O 000 20 O :B
0010 DOOMIT 07 40id 0ol 0 tino  foo; o 0 - Uoohoioro ol vidom

J000000 O DU/ so 0OOT DO DODMON :Specific optical rotation 00T OO D00
Jaly €= -58t0 - 68° [vs (0/000 1) D0000OC

070001 00 007 O07 :Sulfated ash (0000 00007

[) 000 000 OO eleo 1000 0000 O 0007 OO0 OO0 :Loss on drying U0 00T
.0/000 s 00 00007 0002 O 0000 00 s 0000 07 0000D0T o.6 0000

.6.0 — 4.0 [00/00010 01000 OO0 M0 :pH varwe 00T 0OT

‘Mercury [/

U0 00 40 00 10 0iom Oocoor boo oo -bdto
Q00! 00 01 OO0 00 eso I0O LI OIOT OO0 OOOO O 000000 0ot 00 o.s OO0 OO
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0000 00 00 s (0/0 1000~) O OO0 OO 00 2.5 OI00OM0 0000 °4s DIOO0 DIO0OC 000 00000007
(000 OO Qoo Do 0ioo? U100 00O DO 0oz foro dooon JooT 0D o7 Jdodroro
0 DO D07 10000 0007 00 s (0/01760~) CIOOONOI IO 00 OO 2.5 OO0 (00D 30 - 5)
1000 Ts (0/01000~) O OI0O 00 00 2.5 0107 O 0007 0007 01007 0007 0000 00Ol boo
so 001 0 00007 000 17007 000 07 0ot . oo oo 0io? 0ood 0007 0o 0odr e 0ot
007 07 00007 00i0 Doidr 0m? Ioos 000 oot 0 0oor 0ro 0ooo fooor Ddodn ooo od
00 250 01 00N OO0 000 07 000 00007 0000 0000 007 00007 D00 0000 0(00 25 00on) o 000
[0 0000 10 s (0/0 20) 000N OO0 CI000M 00 00« 0001 .00 so 0T TN LIOCD 00007 Qimoom
(000 DOdoodioT do Jood 0o On 04 r 00J000OT Of I0od Jom DOon » 0077 Oroo:
100 0000 00 90 Ovs (O/000 o.125) OIOONOT 10 00 00 so CIIOND DO0I0C0OICT DOOO 000 .00
00 000 Ors OONOT 0OOTOT 000 4000 s (0/0 200) 0000000000 000000000 0000 00 00
(000I00OT Mo Ui0o Dotr foio - 0700 Oo7 0odt 0o oo .0g o 4o 0oito 00 100 0.5 - 0.3
000 0 0000 s 00007 OoomoT 000 0o oo™ O oo

[0 OO0 O .00 (oo O 00000 Cro? Moo 000 ooind vs 0o Qoo 0oe oo 4
00T O 0 4o fpe0odd 2o 0o

(0I000ON DO000000 C0 00 s Oial 0o 00 se O f10a0 0000 00 .1 0000 00 : Assay 00000
00 00 1 00 0000 .vs (0/000 o.02) CINOIOT CIMOIT U000 s OOOMION 00 00 020 vs (O/000 1)
.CsH;NO,S [0 010 5.968 vs (0/001 0.02) CITIIOT LI

PENTAMIDINI ISETIONAS
Pentamidine isetionate [JILIUIIT OIOI0T
C19H24N40,,2C,H404S ‘Molecular formula [0 [T
592.7 ‘Relative molecular mass ([0 I007 [T

-Graphic formula g

NH
HN% v CH,OH
c 0~ (CHylg — 0 C -2
’ N CH, —S0,H
H,N NH,
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:Chemical name [[[J[[J] 00!

4,4’-(Pentamethylenedioxy)dibenzamidine bis(2-hydroxy-
ethanesulfonate); 4,4°-[1,5-pentanediylbis(oxy)]bis[benzenecarboximidamide]-
bis(2-hydroxyethanesulfonate); CAS Reg. No. 140-64-7.

0TI 000 [T o7 07 00077 [T 0000z U0UE0 rpeseription LU

000 O Irs (0/0750~) OOII0C O OT00T OO0 D7 00 DOCE 10 O DT :Setubitity [TT00T
R U000 00 r 000T000CT O 0000

OO0 TI00 [0 [U707T I00 TT0 »category U0
00 0000 000 O DC0oo;zr DTofoT Qoo 7 U0 -sterageld0
L0000 IO DI OTITOT - Additional information X LIT LIIO0I

REQUIREMENTS IO

00 0707 OO %9s.5 00 OO O 10 000 OO OOOCOT DIO :General requirement D100 LI
U000 000 O07 OO0 000 L ioH24N405,2C,H40,S U %102.5

‘Identification tests 0[] QJI00C0

[0 Dvs (O/000 o.01) OIONDOIDD OO O O0/7000000 10 DIDOT OO0 OI0M OO 0007 @A
000 00 TJI0CT 00D oo Diiont 262 QOOT 000 0000 00010 3sol TIDOCY 230 OO0 OOOM DOO? MO0
1000 0000 0007 o.47 0O 1 INOT 00O

(000 o00oto oo boe 007 000X <Oso 0OCCN LI DOOD 00 DOs O 0.5 U0 LIOD w8
(0/0 1000~) OO OJ0O 00 00 0.2 001007 00 00 2 07 0000 D000 0000 O 00 Ors (0/0 s0~)
0007 07 D000 0007 007 QD ITs cerie UIOOT 00000 U0 DOID DD 0T 0.2 T U T8

{0 ~[19o OOIOOIOCE DOIOO IOMC :c

/000 1.0 00 007 OIT :Sulfated ash CI0000 D007

40 U0 OO OO O DeThos OUID [OOOD T 0007 00D OO Loss en drying UINOIT OUIT
0/00

.6.5 — 4.5 100/0 0.05 D007 0000 TOT :pH vate 010 [0
(0707 COiDT (JTooo™ 0ot 0D OO0z 00 DO D007 O -Related substances (LZUT T

276



10007 D000 [Ré sitica get [OTI0T 0000 ODOIOT O(84 DOOOC D1 0XX) ["Thin-layer chromatography
[0 OO0 00O 00ooo 0(ooan Oomo booo o oo doman) 0o fmoo 00000 000 <0 1es D000
L0000 r OOOT 07000 OO 00 00000 I 0000 -1 00 0OO s 000 00CO 10 O CIOT 0OOT
[ [IT007 0000 00 00 se 000 OO0 (a)y :r OO0 O 00000 0O OMoood 1o 0UNOT 00 000D O
0 00T 007 14700M00; iioo Qo (000 O oo JOm O O rodr oo 0o 01 o.2s (s 00 OTX
[a OO0 OO 007 00m 00 0000 O . (TI000! 2s4) OO0 00 J0000 Onoioor 000 0000 oo

.B 00007 07 JOMT O 0o 000 oo oot oo oo

Determination of [UIII LI 00 OO 00000 00 10 OO0 A JIOOT OI07 : Assay OOTOT

(10 00 00 o0 00000 010000 0700 0ooQ: 00 00 O o.4 T00OM0N O(147 0O0OT 1 O0OD) "nitrogen

0000 vs (0/000 0.05) LIOO0IOT IO 00 00 1 00 s (0/0 1760~) OO0 00 000! L000OT
.C1oH,4N,0,,2C,H,0,8 [0 [ 14.82

PENTAMIDINI MESILAS
Pentamidine mesilate U0I000 COI0O00

C19H24N4O,,2CH40;S Molecular formula Q0000 ioQm
532.6 :Relative molecular mass [ [1[]] [T00] 00007

-Graphic formula (0I00000 doncIm

HN NH

7
tc—@— 0= (CH), =0 Oc\ * 2CH,50,H
H,N NH,

:Chemical name /[ 00!

4,4’-(Pentamethylenedioxy)dibenzamidine dimethanesulfon-
ate; 4.4-[1,5-pentanediylbis(oxy)]bis[benzenecarboximidamide] dimethanesul-
fonate; CAS Reg. No. 6823-79-6.
O DOTOT 000 COOIEO DOoT oot 07 O DO 00000 s peseription LI
(R 000000 Ir D00 O ON00 O Ors (070 750~) D000 O O 00007 D200 :Solubitity [I700T

000 r 0O0ICDOIOT O OO
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OT00TT 100 O 000 s category I
000 00700 M0 O OOoieir Ooiom Ooon 00 00 :sterage 0001

RQUIREMENTS U000

00 07 00 wos.s 00 000 0 00 020 OXECTTE OOOT 00D :General requirements [0 LT
000 000 O OOO0T (00T 0Ci9H24N40,,2CH,058 U %102.5

‘Identity tests [IUUT DJIO0O0!

0000000 00 OO 1o OJOON .OJOOT Oso OUDCI 0OOT OF OUDW 00 00 s O os U0 LJIOT A
Q0T OO0 00 00 0.2 00100 00 00 2 07 IO .0O0D 00000 O 007 Ors (0/0 so~) 0OIDOT
000 00 O IS cerie LIIOON 00N OO 00 00 0.2 07 O Ts (O/T 1000~)

(000 DO00T O 000l 0o O s (0/0 400~) 00000 DIO0OO0D 00 00 1 00 O 0.5 0O :B
NI

Its (0/0 s0~) D000 0I00O0CI0 00 00 10 OO0 D00 OUO0 IOCDI D 0010 0 O 1 O :c
[°0105 D00 OOCON MO CIOOD 000 00 10 07 000 I(p 0007 000D O00) 000 Donar O oo
000 ~01g8 OOIODOOT DOOD

60~) L0000 IO0000 00 2.5 CI000 000000 0000 07 ¢ 000 00 000 001000 00 O 000 :p
[0 00 1 0007 000 00 1 O 00 000000 00 0 0One: D00 0D0e 000 oo 00 ors (0/0
00 M0 000 0000 (0om) Coon O 00I0 00 O Onon bOe 0oo? ool 0800 r 0000 Omeo;
70~) OIOOO000N CIOD 00000 10000 40 000 07 00000 o 00 s O OmiD 000 0oon .oooor
OIor 0oo 00 Oo00D a 0000 0000 007 0000 30 (00 000 .00 3 0 OO0 s (0/0
(123 [000C [ 0I) O0T D000 "General identification tests 10T (IO

/00 1.0 00 007 O :Suifated ash L0100 D70

15 U0 0000 00 O [efhos OO0 O0OOC DT 0007 000 000 :Less en drying LIIIUTT 0T
0/

.6.5— 4.5 [100 0 070000 O OU/0 o.05 D007 0000 DO :pH vatwe OO0TT O
0700 (O CoooO bimo U0 00Oz 00 00 IT0OC DX :Related substances (LU [T
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1000 [00D [Ré silica gel (0007 0000 Toonen D(84 10001 T DDD) D"Thin-layer chromatography
(000 O0I0T 00000 00000 0(ioioo Ooo 0000 00 000 00100m) omoo 0000 00000 000 <fies 00O
0000 10000 r OO OI0OT 4O 00 00000 fr 0OTI00 -1 00 0000 e 000 0000 10 O 10000
000 O O Crion? oo o 00 se 00 (ay 000 -r OO0 O 00000 00 070000 1o 00TWOT 0D DO
[0D0N00] (OO0 00 OnOn 0o 007 0o 00 O 0o 000 00 00 o.2s syl (QOCOOT D00 0OMN)
(0 000 00 00 0000 O . (00000 2s4) MO0 00 00000 oo 000 Cono it & 0on oo

.B (0107 U0 (00T 4 0f 000 modr dojoioidn Doodr oo 0a odo:

Determination of UOIIL UM U0 OO O00O0C 00 1T OO0 A JI00T U0 : Assay OOT0OT

(101 00 00 o0 D000 010000 007007 IioQr 0o 00 0 o.4 T00I0T O(147 0000 01 0IOD) "nitrogen

00l vs (0/000 0.05) LIOO0IOT IO 00 00 1 00 s (0/0 1760~) OOO0IT O0 000! OI0O0OT
.C1oH24N;0,,2CH,058 Ul I 13.32

PETHIDINI HYDROCHLORIDUM
Pethidine hydrochloride UI0IIIIL D000I000000

C,5H,NO,,HCI :Molecular formula 000 oonom
283.8 :Relative molecular mass (/][] [T00] D000T

-Graphic formula (I00000 doncIm

CH
|

N
* HCI
COOC, H,

Ethyl 1-methyl-4-phenylisonipecotate hydrochloride; ethyl 1-
methyl-4-phenyl-4-piperidinecarboxylate hydrochloride; CAS Reg. No. 50-
13-5.

e

“Chemical name U007 JUL

LIIOE OEDDOOIE rother name COLT OO
00T 000 [00T 0T [O0dT DOUDE :peseription LU
000 R 0007 0 V00 O Ors (0/0750~) OO0 O 0000 T2 O 00 000 :Sotubitity TN
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00 0000 :category I
00T 00 000 DD 0mid 0omoo oo O Diiionm 0uboodo U0 07 00 -sterage OO0

(7000 [20I00E Oroodoe foot iodf 0T 00T :Aaditional information [IILIT LJTIOT
L0 001007 ioog O foon Do 0ido bOooT bor Odrm

REQUIREMENTS IO

000 OO ow9s.0 OO 007 O [0 000 DIOTOTE OOOOOCCE UOD :General requirement (100 CVICTT
000 000 O O000T [0 OeysHaNoyHet T %1010 O

“Identity tests [JI000] (IO

LI0MET OO0 00 00 20 ool 0oomoodor 0oo 0o 00 0. OJI00 000 00 o.s O 00 5 OII0 :A
00007 07 OO0 00t 0o 0m Ors (0/0 1760~)

Irs (0/0 7) OOI00T 0000 00 00 15 000 Ors (0/0 750~) OO 00 00 5 O 0 0.1 UM 2B
(000! 0000 e0ros OIOO 0OCOI LIOOO 00T DO U000 0o [TooT ood oo Dojoo7 oo O
.(c 000 000 00 000 D00) . (picrate LJI0OT) [T <0190

00 O [T Doio0oodr 0Oo0 004000 o 0o 0 s 00 s 000 O 000 Qoo 0 0 s 00l -c
10000 U077 Do0r i0do 0o tJool <0z

General [l OJIDIO00 O0IOM 000 OO0 O000T A 00N 00/00e 0OOT 00O 000 b
(121 10007 T 000Y) DO00IOT D000 “identification tests

20190 — 187 105 J0OCT O T 00T L7 07001 070 :melting range LXOCIICT L0

[0 00 07 10 O 0 o.20 JOOT 00D UOOT :Crarity and colour of solution LILLT O [0
001 0O0

/000 1.0 00 007 OIT :Sulfated ash (0000 D007

5.0 OO I00 000 O Tefhos OO OOCCE OIID DOOT DO UOE rLoss on drying LJIIUIT O
0/00

.6 — 4 100/0 0.05 D007 0010 IO :pH vatue [TOTT O
(07T CO0T oo™ 0D 00 (JOOoo 00 D0 007 O -Related substances (LCUT T
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000 0000 Ry (00DOX 00 OOOMOIDT D000 O(s4 COCOT D OICD) “Thin-layer chromatography
0 00 5 (00007 00T 0707 » OOrodr 00 (ood of v 00T 00000 -2 00 00O 07 0oi
000 D00 oo 0o j0ioT 0oor fom? 0 DO s 0 O Qo Oodo oo oo ooog
00O J00r 00D 000 Dioom foo 0 ODooo! 0ot Joono foon; iodr boooo .00 Qoo
R [0 0000 -2 00 0000 80 fr1 4007 00T 00 000 100 Ir 0000 001 00 000 000 OO
00 00 0.5 DI 00X 0T 5 O Oo.10 LI OUIOCT 000 DOOT 00T QIO U0T0MD [hooT 0o [
(001 000000 000 Cimon oo 000 0r 0007 00 00 2 Ors (0/0 400~) 00000 00000000 00O
O 3 A N 1
0 DT 000 0oi0dr iiod 0o jooor 0o om .e0 A Li0idr 0o 0o 0d fmoood s 0omor 0o
0000 . Q000 o0 0701 00 0ol 00 12 0000 O 0o Do7o Jiooorn o oom? ior o oo oo
00 5 000 00RO 007 .rs LIODOTO0OID Q770 D00 0070 1o 000 0o O OO0 Qo7 ioooo
{00 MO O D0 e (0  fromn o7 D0 0o 0o DOoo: oo id U Uioodr Coo oo
(IO 0a OO0 00 007 0om 00 0ode g . (00 3es) D000 000 J0000 OoOon 000 0o o

.B 00007 07 000 (307 00 000 dodr dooeomon ooo

10 100 [r1 OO OO0 OO0 000 00 00 30 O 000mOD 0000 [o.20 T - Assay 0OMT

0000 00 100 s (0/000 o.1) LIDIIOON CI00 000 frs OMIOOT CO/00ID OO oomo oo

01 00 .(142 00007 0r 000) A O0000T ["Non-aqueous titration U O OOOT O IOZOT 0000 OIO
.CysHyNO, HC1 U0 [0 28.38 000 vs (07000 o0.1) LIDDOCT OO 000 OO

(000 Qooo0aon 0oo 0oooooor Dinbiooodooo Conitn 0ot

Additional requierments for Pethidine hydrochloride for parenteral use

(56 1000C T4 OIO0) "Parenteral preparations TN OODION " 10000 OIICI0]

[0 U0 DO Oo0oo 0o 100 D700 UL :Bacterial endotoxins (100N COOIOT LTI
[ 0(30 [OOOT D0000007 DTO0T Os D) "Test for Bacterial endotoxins LT DIOINCN OO OO0
00 00T O 0700 0000 2.4 vs 00007 00007 00 O0007 00000

PHYTOMENADIONUM
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Phytomenadione U0

C31H460, Molecular formula J00a0 Qo

450.7 :Relative molecular mass (][] IO D000

-Graphic formula g

o]
Il CH.

CLL,
Gy
0 c=cC CH, CH,

ol | i
M CHyCH;CHy---C —--(CHy)y == -C --- (CH,); CHICH,),
H H

‘Chemical name /[ 00!

Phylloquinone; [R-[R* R*-(F)]]-2-methyl-3-(3,7,11,15-tetra-
methyl-2-hexadecenyl)-1,4-naphthalenedione ; 2-methyl-3-phytyl-1,4-naphtho-
quinone; CAS Reg. No. 84-80-0.

K, UL [Phytonadione UL :Other name [ULT U0

O COTIE 000 0 00z 000 o 0o 000000 O ool 0ol 00 000 :peseription L1LICT

00 (000 0O Ors (0/0 750~) OOMMIOT 00 OO0 007 000 00 000 0000 00 < miseibitity D000
R 0007 000 r OOCCOOOOT

L0 070 :category 111

00T 00 DO00 00 [00000 [0 i O Dofrionot 0ot o2 04 -storage 00T

RQUIREMENTS [T

102.0 00 000 00 %97.0 00 O 0 10 00 OOOTOOTEE OO :General requirements 1000 OO0
.C3Hy0, L

“Identity tests 00T CIIOJ0CO!

(1000 0000 D000 Ore OO0 CM0 Q000 -4l2f2 O O0/0000000 10 DI0OT OO0 CJ10OT0 0000 0000 <A

2610 [T 2490 TOMTT 243 OOOCT OD OIO0M Q00T 10 4 000D 3500 COCOOT 230 OO0 OO0
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0.4200 0.40 00 1 (0000 OO D0O0ON D007 00007 40 0000 D000 0000 . 0oomk 2700 0000
(1000 2660 OUOOL 2540 OU00I 246 00000 OO0 D00 0010 CI0OT 0001 00D 000 000000 0.390 0.38(
0.70 [ 00000 249 0000 D000 DOOOT OO0 0N0O0 000000 254 0000 0000 000X (20000 0000 00 o00n]
.0.75[]

0000 00000 0000 Or O 000 0000 -40202 O 00/00 o.10 D000 000 CI0ON 00 0000 @B
0000 0000 0000 DO oo 01000 243 0000 0000 00007 007 000000 00000 3500 00000 230 O 0000
0007 000 O 07000 0.220 000007 007 O 0000 o.70 00 1 0000 0000 DOO DO CI0000 0000 0000 285

000 00 00 1.0 OO 1s (O/0 750~) OOIT 00 s 00 OIIOOT O0O OO O .05 0000 OO0
0007 000 0000 007 0000 0000 1.5 000 000000 o .boon 000 00 frs OO/000on0m Dio00o0o
L0007 O Ooman

.nh =1.525-1.529 :Refractive index [0 CI0

0007 Ir OO OOCOT DOTZCE OO 07 20 O O 1 DI :Acidity or alkatinity [T [ DO000!
.R U000 070 0007 0o oo

000 OO0 Ooool 0o oo 0070 00 00 07000 UIC :Retated substances J000T T
silica [0I0T 0000 TOOIOT [(84 JO0OT Dr O "Thin-layer chromatography [II0T D0IOT CJOCO™
00 000 0000 Cr 0000 00 1000 200 0r OI0O00OICCOT 0 1000 8o U0 DIOOC0 0000 00U R4 get
'R UL OO0 0000 -4l2f2 O 00000 00 000000 10 OUIOOT 00 DOTD D00 000D 0000 v DOOIT
[0 001007 407 007 .07 00T O r 0070070 00 000 o.05 ¢y L0 O O 0000000 000 00 070 s () UOO
0 .(C000T 2s4) (OO0 OO0 00000 ODN000 00D D000 oo & 00T 0o iomooo oo
(000 1070 JD0m0 O fom 0o iod odr doJtoi- oo 0o s Do fdmo 00doo: fom o oodo
.B

:Assay [0

U007 1007 O 0T 4o 0oo -iooad

00 100 00U 000OT r O OO0 000N -40202 00 I00 T00 O 000000 T0000 00 o.1 UIIT COICE
00 oo 07 OO0 100 07 0T 1o 0007 II0 OO0 = OT7 OMC 0I07 -4l202 07 U0 100 07 00 10 IO
L1000 D00 249 0OOT OOOC 000 © 00 o D007 000 000 00 0o oo O oo -.0oo oo
(4%, = 420)42 TIOT0 007 DO D 0, 00 OO
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1000 Ciooiton 0Oo DoooiiioooooD bodo Do

Additional requierments for Phytomenadione for parenteral use

.(56 1000 U4 (I00) "Parenteral preparations [N JIIOOION " 100000 OII0I0]
IO O OO0 O0000 Do 00 02000 ULD :Bacterial endotoxins ULOLZO0T DIIOZOY OITZIIOT
[0 0(30 0O0CIT DOIOMONOE 00007 Os O7C) "Test for Bacterial endotoxins  [XCIIN DIOI0C CITIOIOT OO0
000 000 O (oo 0000 14 rs 0000 000001 00 D007 oondn
PIX LITHANTHRACIS
Coal tar (001 OO0
00 0000 0007 DOT00T 000 0o TI0 DO0007 00T DOZo o7 002 :compesition IO

CAS Reg. No. [00010 OJIOM O 00T 0000 M0000T Qijoom oo oo 0oo 0o boo COoo [oooo oo
.8007-45-2

. [T T 000 0 OoToos Coooon o Cooo: Or Ui 0D CUI T :peseription L1010

(0/0 7s0~) OOIION O 00 (J00 07 0O 00007 [io0 00 O 0roon 0000 :setubitity 00T
R 01000 r 000I000CZ0 R OO0 TS

0T U O category U0
00T 00700 T000 O DOoT Omon Qoo 7 U0 -sterage 00O

LI0T 0T sooty U0 U0 00 T2 O 00O 0T OCU :Additional information (100 LTI
L1000 O 0007 400 0o fiooT oo 0o 14000 000 dooo tio 07 Dotm . moor oo
000 oo

REQUIREMENTS UIIOI0T

“Identity test L0000 [0

0 0007 007 Q0T Onom 0oond se 000 000007 0000 R L0007 00T 00 00 10 070 0.5 D00 D00
(00000 365) QIOIOIONI 000 DUDDD MDo0E0 Oi0 fom: (oo oo oo

0/000 20 00 0 OIT :Sulfated ash (10000 D007
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PRAZIQUANTELUM
Praziquantel [0
10000 00 o 00007 O 000000E 000 07dr ioJor too doom boo -iooda
C19H24N,0, :Molecular formula [T [T
312.4 ‘Relative molecular mass /(117 [TT007 DT0OT

o=cC
|
N,

“Chemical name U007 00U

2-(Cyclohexylcarbonyl)-1,2,3,6,7,1 1 b-hexahydro-4 H-pyrazino-
[2,1-a]isoquinolin-4-one; CAS Reg. No. 55268-74-1.

000 T 0000 0o 07 D07 OO0 07o0or 07 07 Do O dOo0z UoUuo mpeseription L0
.R J0000000000 s (0/0750~) OOMI0! O OOO07 00 0000 O 00 DI00T IO0 :sotwbitity [IO0T
Il
I

-Graphic formula g

LOI0T0T 00 I0 s category [
00T 07 000 00 (00 (oo Moo O 0770 U0 07 00 -sterage LI00O0

REQUIREMENTS UJIIOI0T

00 9101 OO U7 00 %9s.s OO OO O 10 070 DZZO0MT 00D :General requirement [T LICT
L0000 000 07 0000 T00U IcioHaaN,0,

‘Identity tests /000 DIO000CE

.U U007 A OO0 0700 000 @

OO0 ol 0O 0ool Dol O oot Do Oodol 0o oo fodr ooooca
00 00000 OO0 4o oot .(43 10007 T DHD[) "Spectrophotometry in the infrared regionIDDDﬂ
L0100m0n Zadar o 0 s UXI00OMIOT U0 O 41000 0700 tooa:

A 00007 00 DOIT DOTDT 000 OO "Retated substances 00J00 D00 U000 00 0700! OO :B
.B 00000 000 04 00 00000 d0000 Oioo
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00 <0138 OOIODIM IOOC

00 OO0 D000 0o 00 0 1.0 UOT0O7 070070 000 000 400 :Heavy metats [T LI
0(127 0O0OT [ 0007) 3 DOOOT OJOO "Limit test for heavy metals [0 OO 000 0007 00000
.0/0000000 20 00 0000 OI0 0128 DO0CI 01 O0CT) A D007 OO0 D000 DO00 00 00007 000

L0/000 1 00 00 O :Sulfated ash L0100 D707

[7) Q00T D00 OO <Ise [000 10007 0T 0002 000 00 :Loss on drying LITOIT 00T
.0/000 .0 00 0000 0000 O 000000 000 (QEE0m C0Zio 0o s 07 000000 o.e O0 0O

00T Difio® 00 0o Doooo 0o 100 0700 U7 Related substances IIOCT [T
000 R5 sitica gel (0007 T0OD TOOMOT I(84 [ODOT 01 OI0) "Thin-layer chromatography[J71]
00 00 000 DO .0oom fooo r 00070 00 000 150 r 00007 00 0000 ss 00 00000 0700
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-Graphic formula Q000 DOncam

COCH, OCOCH,

“Chemical name U007 JUL

11B,17,21-Trihydroxypregna-1,4-diene-3,20-dione 21-acetate;
21-(acetyloxy)-11B,17-dihydroxypregna-1,4-diene-3,20-dione ; CAS Reg. No. 52-
21-1.
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PROBENECIDUM
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-Graphic formula g

:Chemical name [[[J[[J] 00!

p-(Dipropylsulfamoyl)benzoic acid; 4-[(dipropylamino)sulfo-
nyl]benzoic acid; CAS Reg. No. 57-66-9.
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Procaine benzylpenicillin, sterile JJ00 00100 00000 0000000
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COOH NH,
H

o CH, i
"/Ycuz' 2
CH, CONH - s
COOCH, CH, NIC, gy

:Chemical name J[[[J[0] 000!

2-(Diethylamino)ethyl p-aminobenzoate compound with
(28,5R,6R)-3,3-dimethyl-7-0x0-6-(2-phenylacetamido)-4-thia-1-azabicyclo-
[3.2.0]heptane-2-carboxylic acid (1:1) monohydrate; 2-(diethylamino)ethyl 4-
aminobenzoate compound with [25-(2a,5a,6pB)]-3,3-dimethyl-7-oxo0-6-[(phenyl-
acetyl)amino]-4-thia-1-azabicyclo[3.2.0]heptane-2-carboxylic acid (1:1) mono-
hydrate; CAS Reg. No. 6130-64-9 (monohydrate).
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PROCARBAZINI HYDROCHLORIDUM
Procarbazine hydrochloride UIIIUIIOONT DI00INOOMNO

C,H9N;O,HCI :Molecular formula (000 oonom
257.8 :Relative molecular mass [ [[J[1] [TZ007 0707

.Graphic formula Q0000 Doncam

I
{CH,},CHNHCQCH,NHNHCHE + HCI

:Chemical name [/ 00!

N-Isopropyl-a-(2-methylhydrazino)-p-toluamide monohydro-
chloride; N-(1-methylethyl)-4-[(2-methylhydrazino)methyl]lbenzamide mono-
hydrochloride; CAS Reg. No. 366-70-1.
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PROMETHAZINI HYDROCHLORIDUM
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C7H,0N,S,HCI :Molecular formula [oo0 oonom
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:Chemical name [[[J[[J] 00!

10-[2-(Dimethylamino)propyl]phenothiazine monohydrochlo-
ride; N,N,a-trimethyl-10H-phenothiazine-10-ethanamine monohydrochloride;
CAS Reg. No. 58-33-3.
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Additional Requirements for Promethazine hydrochloride for parenteral use
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Protionamide [[[00I00T

CoH,N,S :Molecular formula Q0000 ioQm

180.3 :Relative molecular mass (][] [TI00] D000

-Graphic formula g

Ny_ _CH,CH,CH,

CSNH,

“Chemical name U007 JUL

2-Propylthioisonicotinamide ; 2-propyl-4-pyridinecarbothio-
amide; CAS Reg. No. 14222-60-7.
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%101.0 U0 01T 00 %9s.0 OO U0 0 [0 00 OIZOT0M OU0 :General requirement 07 V10T
L0007 0007 17 00007 7000 DeeHypNss U

“Identity tests [JI000] CJIOICE

.DU ¢l B OIINOO [T ol A CI0IO0I [T 0707 000 @

Spectrophotometry in [[J00! 00 U0 U 0007 OI0T OO 000 OO U000 I7007 000 :A
(0 DI 0007 00 T0oo0! 00 oo Ol0m O 000 (43 00007 T 0000) “the infrared region
LNIOT00T DoooT Qo 0o O rs OIO0OT00 DO

230 00 0007 0007 [I00000 D00 s (0/0 7s0~) OOMIOT 00 O0/7000000 10 OIONM OO0 0000 :B
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(00 000 000D 0oodr 000 Ovs (0/000 1) DI00i00o0im OO0 00 00 s O O oa 0ODOD i
LI00 r OO0

141 0107 0000000 0000 o

(00" 0o o Douol 00 0o Oy Dooior 070dr 0o 0000 Heavy metats D0 OO
00 0007 O O(r27 [O0OT 0 0007) 3 D000 OO0 “Limit test for heavy metals” [X0T 00007 OOO!
.0/TI000000 20 0O0OM O 0(128 0000 01 0007) A D000 0000 D000 00000

L0/00 1.0 00 00 DT :Sulfated ash L0100 DT0T

5.0 00 I00 OO0 O Defos OUOD DOCCD OTID OOOT DO UOT tLoss en drying LJIUIT OO0
0/

(100 DOI0 D07 0007 000 07 20 0007 Ir 0707 OOCTT OO 00 20 O O 2.0 U0 : Acidity 1O00CT
(000 O 000000 s OO00/00000N o0 DI0mon Dvs (0/000 o.1) D0ODOT DDOO0OID OUioi0 ooom
.({JO0) 000 00 D000 000 000 00000 00 .2 00 0000 boo:

0TI OUOT Orbior Ui DU 0o 0o D0 07000 U :Retated substances JOC0T [
0000 T0I00 R4 sitica get [OIOL 0000 OO0 (84 00001 T DDH) "Thin-layer chromatography
(00T 0 000 bon 000 0o0 w DOIT 00 000 0000 [r D00m00ooT 0o J0od o 00 0o
1000 00 000 0.25 (syd U0 00T O 0000 0000 OO 000 s0 (ay OO0 :r 00000 O DI000 00 000000 s
QD000 4oo 000 too 0 0o Do t0omoo: oo 0o ddno fon oo o onr o 0o
O0CM0D 00T DIEom Da D000 (000 DOT00D 0007 00 0000 O . (TI000] 254) 00000 000 0007 o0
.B 00I0T (000 DOOIOD 000 000 0o oo

00 [0 Ora OOIT OO0 OO 00 00 30 O 0000100 T0000 0D 0.4 OO0 L2000 - Assay OOJTOD

Non-aqueous 000 OOIN O 00700 000 OO C00O00 00 100 s (O/000 0.1) OIDOOT OO

18.03 000 vs (0/000 0.1) LIOIOOT IO 00 001 00 (142 DO0OT 0n OO0 A OO0OT Otitration
.CoH,N,s U0 [T
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PYRANTELI EMBONAS
Pyrantel embonate UJIUIT OO0

C11H,4N,S,Ca3H,04 -Molecular formula [0 [T

594.7 ‘Relative molecular mass [[[J[1] [T000 070

-Graphic formula g

HOOC OH HO COOH

“Chemical name U007 00U

(E)-1,4,5,6-Tetrahydro-1-methyl-2-[2-(2-thienyl)vinyl]pyrimi-
dine compound with 4,4’-methylenebis[3-hydroxy-2-naphthoate] (1:1); (E)-
1,4,5,6-tetrahydro-1-methyl-2-[2-(2-thienyl)ethenyl]pyrimidine 4,4’-methylene-
bis[3-hydroxy-2-naphthalenecarboxylate] (1:1); CAS Reg. No. 22204-24-6.

.Pyrantel pamoate OO 0T other name 000 OO
000 [O0C0T O00LT :peseription LU

OM00T U0 Ir 000000 0770 077 O 0000 0 OOZI00 070 O [700 410 0 :sotubitity LI
.R 000000 OO0 OIT Qoo O

L0 000 T :category [
00T 00 D000 070 Qo7 (om0 [omo O Or7o QoD Qoo I U0 -sterage U0

REQUIREMENTS 0000

00 00 00 ee97.0 00 OO O 10 000 07207 OO OO0 :General requirement IO LI
L0007 I8 000 007 D000 D000 eyyH1aN,S,CasH 1606 L 26103.0

“Identity tests (1000 CICO0ICE

.DU ¢ B OO0 I DO A OO0 007 000 @
Spectrophotometry in [[J00! 0 00T U 0007 OI0T OO 000 OO U000 D00 0o -
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00 O 0107 00 J0on! 00 oo OI0Mm O 000 (43 00001 T 0007) “the infrared region
0700 4nopo Do o 0o @ rs D000 LJ00m? Qod

230 U0 0007 0007 MI00IO0 000 Dr OOI0X O 00/0000000 13 0000 000 D00 00 0o @8
(007 D000 Mo dodn .piiomt seol (1000 DUOCTT 288 JOOM OOCT MOOOT DiOW O0001T 3600 CIUOMT
IO 1.0 O000CT 300 OO 0OO7 000 L7 0O0CT 288 00O

0000 00 00 1.0 OO0 Ts (0/0 70~) OIODIOOOON IO OO0 00 00 1.0 O 00 5 OI0 :c
0000 00 O 0rs 0I0000T O O/000000000T

D0 O ~2s0 OO0 0O00IC! IO o

/000 5.0 00 I07 OIT :Sulfated ash (0000 D000

0.6 U0 I O) D000 000 0O <0eo [0 D000 D0 :Loss on drying UJINOCT 00T
.0/000 20 00 0000 0000 O DOW0000 3 000 (000 000 s 0000 07 0l0oong

0700 [oOe CovdoO 0o U0 ooz 00 00 IT0O DX :Retated substances (LU [T
1000 T000 R2 silica gel (000D 00D Tooon (84 00001 DDH) IIThin—layer chromatography
R OO0 00T 00 (000 1.50 0r OO 00 0000 50 0r 07000 Q0007 000 00 (000 20 U0 0000
s0 r 0000000IOT 00 0000 s 00 000 O 0imd 0o 0moood oo 0OI0OT 000 DOMD 007 000D food
0.20 (8)0 III00C 0000 OO 000 20 () 000 s (0/0 260~) 0000 OO 00O o.50 v OOIIN OO 0000
OMI0 10 000 0O O CJO 00 I0D0i00r oo do loho 0o do7-.0n 0o O froo; oo to do
(0000 1000 000007 000 07 0000 0 . (700000 254) OO0 000 000l Domioion boon Oon
.B 00100 (000 DOOIOD 0T J00i 00 100 Dio? ooioonT doooT oima oa

"Assay [0

(00 000000 [T T000dr DOmD 000000 interruptions LIIOCNON I 0000 X0 000 O 1OT0T 0T e
Jow actinic 000 D00

00 00 10 OO0 000 O OJIO0 0O 200 [000 0OCC D000 O7 DU00IQ0 00000 10 o.10 0700 OO
(0/0 140~) OII0IOOT D00 DOC 00 0000 Drs (D/0 100~) 0000 0000 00 OF 100 r DIODDDT
00 so (00 100D OO0 07 O 000007 00 00 s 0070 0000t 0o 4o o 007 00 00000 s
(000 000 250 0000 OO0 000 007 00 25 007 .0000 Ts (0/0 140~) OMOOIOON (100 00O 00 00
100007 007 .00 DO7 0o7 O Jooooior oo 0ido oo 0o Ir 0000C0oiO; 0od 0o 02 1o
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000 00000 D0onooor 1000 07 s (0/000 0.05) LIIDIIOO0DN IO 00 00 40 10O 00D
Li00oodom D0 0o 0mdr 0o 40 00 000 Q00000 O 000 007 O fofoodoor foo Godo.oa
(1007 000 100 100 0DOD MOOC O 0000 OU00C! 000 .0000000ion 0oo 000 od Dvs (O/000 o.05)
01 .vs (0/000 0.05) OIOOIOOCOND 00 OO 07 D000 [o0o] I00oOr O 0001 0o fooor 000
1000 [0 [0o7 OmdTT 310 0000 Qoon Doood: oo O 0do? 100 0o 00 0o oo oo O
100 O ¢iHuNSS,CosH,606 [0 000 .vs (0/000 0.05) DIO0IOO00ID OO 000 DO D00

[0 000000 L0000 frs CNTIOTT CIT00 0000 00 dodioT oo

PYRAZINAMIIDUM
Pyrazinamide 000

CsHsN;O Molecular formula J00an iogm
123.1 :Relative molecular mass (][] [TI007 0000

.Graphic formula g

<A
:Chemical name (0[O0
Pyrazinecarboxamide; CAS Reg. No. 98-96-4,
L0007 000 7007 O 07 00 D70 00007 00000 :peseription LI
.Ts (0/0750~) OOINOT O 00007 100 [r O0000000ON0 0007 O 07000 070 :Setubitity TITCOT
0070000 700 :category [T
010 0000 Do O Doimoor 000 07 00 <sterage LI0OTT

REQUIREMENTS [l

%101.0 00 01 00 9985 U0 UL 0 10 UI0 OITICT 000 :General requirement (07 LI
L0007 0007 000 O 0000 000 DesHshso O
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‘Identity tests (/000 CITOTT00E

.DU ¢ s OOIO0O? 7 0000 A OO0 OOCI 00U »

Spectrophotometry in [[J00! 00 00T U 0007 OI0T OO 000 00 UD0OOT D00 0o -
00 07 07 00 Doooe 0o fioon 0o Do 0000 (43 00007 0 000) “the infrared region
L0000 0oodr OioT 00 @ s LO0O00OCT 00O

3500 (00N 230 OO0 0000 000! DOOIO0 000 0O0/0000000 10 D000 DOID CJIOM OO0 OO7 @B
0000 00 (000 [0 oooim 310 0OCC 000D 000 0000 (7007 00 26 00T 0007 Mooz 0o dojion
00 .66 (00T 268 0OCM OOOD OO 1 DO

000 O Ors (0/0 15) 000IDC! OO 000 00 00« 000 00 00 00 10 0 O 0 O :c
.Ts (0/0 so~) INII0OT DODO0DID 00O 00 00 1 MO0 Dooar O0n 000 o0 an oo oo

0000 DO 0oon? 00t ors (0/0 200~) 0000OT DO0O00000 OO0 00 00 s O 00 20 000 @D
NI

0191 - 188 L DOOOT -Melting range Joo0r o

00" 00 DO D000 0o 00 Do DO0O7 0007 00O O0OOT :Heavy metats DI OOI0T
0007 00 O(127 DO0CC 0 000) 3 T0007 OO0 "Limit test for heavy metals 1T OO0 OO0 000!
.0/0000000 2000 0000 0 (128 DO0OIN 01 000T) A D000 0000 00TC0T CY00007 OO0

/000 1.0 00 D07 OIT :Sulfated ash CI0000 D007

Determination of water by [ 00U IC00T T OO0 OO0 OO0 CJOOCC 00 00 OO :water 102
1007 OO0 D00 O OO0 [0 00 O 00000 D(14s OO0 [ 0007) A 00000 0"the Karl Fisher Method
0/ 5.0 00

.7.0 =5.0 [R 00I00T 00000 007 00 000 000 O 00/000 15 00007 0000 0000 <pH vatee D000 0007

000 00 00 1o v UOOT OO0 O OO 0007 070 OC OC 20 07 OO0 :Ammenia [00]
00 0000 00000r DOo0too D000 ooman Ors O0MI/OMT 00000 00 00 o.0s0 s OIOOT00O0T
[0 0000 00 000 D00 D0moo! boo 00 0 o.so K000 II0000OT 000 Ovs (0/000 o.1) CIMOIDOT
(0 0007 0000 O 00000 00! 00 DOI0 s (/000 o.1) OIOOCN 00 0007 I0000T 0000000 o000
.vs (0/000 0.1) ONODOT 00 D107 000001 0iD00000 D0 00 00 o.50
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00 00 540 r I0O000000OT Q0 00 15 00 000 O I700I0O0 D000 08 o.07 TN LU0 : Assay DOV

0.1) OI0IO0N 10 00 00000 00000 s 00007 000 00 00 o.15 OO0 [r OIIO07 00000 OOIO

010) A 00007 INon-aqueous titration OI00T OOOT O DII0T 0000 OO0 D00O00 00 100 vs (07000
.CsHsN;0 U0 000 1231 0007 v (0700 0.1) OIDIOODT OO 00 00 1 U0 . (142 0000 T

PYRIMETHAMINUM
Pyrimethamine U000

C,H3CIN, :Molecular formula J00an iogm
248.7 :Relative molecular mass [[[][1] [T7007 070
.Graphic formula (0000 Do0cam

asas

‘Chemical name U[[(]] I

2,4-Diamino-5-(p-chlorophenyl)-6-ethylpyrimidine; 5-(4-
chlorophenyl)-6-ethyl-2,4-pyrimidinediamine; CAS Reg. No. 58-14-0.

00T 000 [00T 0T [O00T DOUDE :peseription LU

R J00000ICIE s (0/0750~) OOZE00 O 07007 DIO0 DT O 0000 0000 O :sotubitity 00T
R 00100

00T 0D rcategory U1
00T 07 DO00 000 foid 0oj0 o O Domoorl 000 O 40 :sterage 00O

REQUIREMENTS U000

%101.0 00 O 00 %99.0 U0 OO 0 [0 00 OCTOOT OO0 :General requirement [0 [T
L0000 00T 07 o0 Toow IepHiseiNg Ol

‘Identity tests /000 DIO000CE
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.DU ¢l B OO [ ol A D000 T 0707 000 @

Spectrophotometry in [[J00! 00 000 U 0007 OI0T OO 000 OO0 U000 D007 000 -aA
00 DI 007 00 Doooe 4o fioor 000 Do 0700 (43 00007 0 200) “the infrared region
OO0 Coood 4nor o 0 vs OO0

[0 Ovs (0/000 0.005) ONONIOOOONM IO O O0/0000000 15 DIOOT 00D OO 00 00T =B
(000 OO0 07007 0J0ir 272 0000 00O M0007 MO QU0 3sel OOOIT 230 L OOOM Q007 DOOCO
000007 00X 000 o.4s0 OO0O0U! DL UM 0.48 00 1 [0 0000 U0 000 00T J0T0CY 260 0OOT 0OOC

R U000 OO R OO0 OO0 OO 00 D07 0000 0o oo od 1 0 os O 4N i
(100 007 0oJT 00 0o 2s 07 00I07 0T Ooo 0070 se 000 D000 0o 0oo 4od Do bodo
00000 s (0/0 750~) OOMIOL 00 00 4 O 00000 0000 00000 0000 00000 © 00007 000 0000 0oon
.(D0M000 0D Om-402) <0172 D000 00000007 0000 Ce0 105 0000 00001 OIC0 000 00 6 O

00700 0700 CJ0onon 0 OO 00 00O O0ooo 000 00 0 o.s 00 O o.1 (COO0) 00O D
OIor 00 00 OoooT A OO0 000 0rs (0/0 130~) O OO 0000 DODO 0000
(121 00007 T 0007) OOI000CT 000 "General identification tests (NI CIDOIO0

.20 242 — 239 :Melting range [[IJ]0 (1
0/000 1.0 00 007 O :Sulfated ash (000 07100

5.0 U0 [0 00 O Cefros OO0 COCOD LI 00U UOD UMD tLess on drying L0 O
0/00

[ 0.25 LJIOC . OOTID CO7 007 00 02 15 00 U 0.3 U1 : Acidity or alkalinity (0T 07 COIO00]
[0 00 00 0.1 OO 0O O 0000 000 00T 00000 0o 0m Jioioan On s O00y/omD 00 oo
0007 07 0o0: 007 00T s (0/000 0.05) ONO0IO000M!

0.20 LJI0 [r1 OO 07007 4JO 00 U0 30 U OOIOEC (000D 00 0.4 C00 LIIOD - Assay DI

[J0000 00 100 vs (0/000 .1) OO0IDON CJ0O 00000 000000 s OOIDOY/000000T 000 00 0o

00 DZ00 (142 0O0OT D 0007 A DT0OT I"Non-aqueous titration U1 0 OODT O [IX00" (000 OO0
.CoHisCIN, 00 000 24.87 vs (07000 0.1) OIOIOO0T 0 00 001
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QUINIDINI SULFAS
Quinidine sulfate UIJII000 Q000

(C20H24N>0,),,H,S804,2H,0 :Molecular formula [ [I]LT

783.0 :Relative molecular mass [ [[J[1] [TZ007 1707

-Graphic formula g

+ H,S0, *2H,0

“Chemical name U007 000

Quinidine sulfate (2:1) (salt), dihydrate; (95)-6"-methoxycin-
chonan-9-ol sulfate (2:1) (salt), monohydrate; CAS Reg. No. 6591-63-5 (dihy-
drate).

O 000 DO 00007 0000 7 0o Ioto Io0o: - OD0T :peseription LU

000 O 0000000I0T 0 s (0/07s0~) OO0 O O00 I O 00007 000 :Setubitity [TII00N
R 000000 O 00 = 0000 O 1700

L0 D000 I00 T scategory [T
00T O (00 (o720 o0 o0 O Cooor Uoo Qoo U0 -sterage U0

00T 000 07 00 00 000 O DiZ0f OO :Additional information [T IIOI
000

REQUIREMENTS OO0

00 00 OO 9s99.0 OO OO O 00 00 OO0 UMD OO0 :General requirement 11 LU
L0007 0007 007 U000 €o0H,4N,05),,H,50, U0 1000 IO OITIOT OO0 %101.0

‘Identity tests (000 0000000
000 (s 00000 00000 00 O00) 0000 0000 007 0000 poior 000 000 00 10 O .10 O <A
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[0 OO0 017 00 000 s 00 0 O0oo brs (070 100~) OOO0CT OO0 00 00O 000 00 1.0 O

00 00 1.00 Ts1 I0OT 000 OC U0 o.150 O OO 4 Oa 0ZI0O0T 0DOOC 00007 00 OC 1.0 07 OI0E :B
00000 0000 007 00 Ors (0/0 100~) 100007 0000

(007 0000 s (U/0 40) 0O 007 00 00 001 OO0 000 000 M0 O0 s O O o.05 O i
.Ts (0/0 130~) O OO O 0000 0010 000 O o moD O 0000

General I CID0O0O! OMOTO™ 000 OO0 O0OCT A OO0 O0/000 20 DIO00 C0C OO0 D
(123 0000T T 00) IO D000 "identification tests

00 O 0000 20 DO 000 D0DIOD :specific optical rotation OO OO 0O
[alB ¢ = +275 to +290° IO 00T (00 0000 OO0 O s (0/000 0.1) DIO0IO0OOM!

LO0oomm o 0T 00 10 U U o.20 UL :Clarity and colour of solution NI [T [ CTILIT
[0 100 (00000 000 w2 OONOT 00000 007 00 007 0 0001 0 0 0o ooon 0odrl bvs (07000 o.1)
(53 00007 T 0IOY) "colour of liquids IIOT OO 010 OO0 O0OOE

070001 00 007 OIT :Sulfated ash CI0000 D007

30 U0 O 0T 0207 [eC 130 0O COOOT OTIC 00T OO0 DD :Less on drying LIZIOTT O
0/000 so 00 000N OO0 0 0/000

.6.8 - 6.0 IR 00007 D100 000 00 000 000 O 00/000 10 0000 00O 00X :pH vartwe D00N 0O

(0707 COiDT ;oo™ 0D D OJ0Ooo 00 DO IMOO7 O -related substances (IO T
000 [ZOO Ra silica gel (0007 0000 D00 (84 00007 T DDH) "Thin—layer chromatography
(000 r OJOOMT 0T 000 00 0000 s0 0r 0700 00 1000 120 [r 00007 00 000 20 00 0000
(OO 0000 00 000 10 (a) OO0 :r OO0 O 0000 4 00 000000 4 0O0OT 000 DO0D 00n 0000
0000 00 000 10 (D)0 N OO O R OI0OTON 00 00 025 (c)0 00 DI O r OIOT 00 00 0.25 B0
15 00 000 077 & D07 0 jooidd: oo oo j0or 0o 0o .c 0ot 0o 0o 1 O oo oo
(0100 007 000 U7 00ng 3o 00U ©0 1os U007 DOTUT DOOI .development UOUT [0 U
00 {000 00O00dr oo T dodr 0 .00 od © Dot 0odn 0oio rs DO00oT O7roreo
000 07 40 .c 000! 07 s 00007 00 0070 DOOA] O 0o 0 000 [odr foono oo 0o O, ooo:
00007 QOO Joo? i O fotdo 0mod: tooo O .0domd Moo oo OO A Od: 00 0 0o o
00001 070000 00 o 00007 0o onm
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0 20 U D000 0000 0O 0.2 TZ2C O :Limit of dihydroquinidine [J0ITOCOIN 2T OO
00 00 0.10 Irs (0/0 70~) TIOIOO0DNN 101 OO0 00 00 15 [r OONOMOO OO00CC 00 O 0.5 CI00I
000 O 00 s (0/000 0.0167) DOIONON CO0000 0000 0OONON 0000 s OODO/O00 (0O 00O
OI0 s 000 0001 O 00O 0no Jmood; 0o 0me 00 200 O 000000 000 O o.s OI0ON 0O
OII00 Ovs (O/000 o.1~) DOIDOOT OIIMOOT 00 0000 O 000000 D000 excess OI07 00O DO O
[OIOTOT Qoo 0ot 0o 0o 00 0o oo oo Ooodr 0on 0iCo (000 rs (00T 0o 0o 00 2
(00 00 0007 000t [0m 07 OO0 02000 0(CaeH24N,0,),H,80, 00 00 18.67 vs (0/000 0.0167)
%15 U0 000 OO0 00 0007 0001 O . JI00; 00D fomnood joar fooom oo

(000007 07 200 v O0COOCCOOT OO0 OO 10 O 00OIO0 T0OOOC 0O 0.20 0007 OOIN :Assay OO
0000 OO0 07000 [oo 0o Dvs (0/000 o.1) OJODDCI OJO 000D D00 I OIOOC
NI DNon—aqueous titration U[JJ0L OOCT O 00000 000 OO0 CJ0000 00 100 potentiometrically
00 00 24.90 OU00 vs (0/000 o.1) OODO00C OO0 00 00 1 00 (142 0000 0 OO) A
«(C20H24N20,),,H,SO,4

QUININI BISULFAS
Quinine bisulfate U0 OO

C20H2sN,0,,H,S0,,7H,0 :Molecular formula [ (0[]
548.6 ‘Relative molecular mass [[[J[1] [7000 0770
.Graphic formula (0000 Do0cam

* H,50, + TH,0

“Chemical name [/ 00!

Quinine sulfate (1:1) (salt), heptahydrate;
(8a.S,9R)-6"-methoxycinchonan-9-ol sulfate (1:1) (salt), heptahydrate ;
(85,9R)-9-hydroxy-6'-methoxycinchonan sulfate (1: 1) (salt), heptahydrate; CAS
Reg. No. 6183-68-2 (heptahydrate).
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0TI 000 DO0T 4T jodoe 0oooo 7 0oz fiof U peseription L0
.Ts (0/07s0~) OOION O 00007 0000 0000 0 07007 OO :Sotubitity TTO0Y
00T 0T IO category [0

00T 07 00 700 oo ol O Ondr Ooron 0oo 0700 -sterage 00O

00T 07 CO0T O 0707 O0OT effioresce [T :Additional information [IILIT LJTIOT
L0 0010aT oood O foon Qo 004 fioor L Dod dooor bon o0 do 0ooms

REQUIREMENTS IO

OO0 O OO 99s.5 00 OO O 00 00 0707 OXIOT UMD :General requirement (107 [JIOT
000 0000 007 0000 Oca0Ha4N20,,H,s0, U0 D00 (000 00T D770 00 %1015

“Identity tests [JI000] (IO

000 0 07 Ors (0/0100~) OMO0TOT OO 00 00 0.05 D0OM 00 00 10 O 00 5 O <A
.( 0100 OOION O0O) 0o

Its (0/C100~) MO00T OO0 00 OO 1.00 Ts1 0007 00 0.15 A D000 0000 00000 000 CJ0COC =B
L0000 DOO7 oo D

000 (00 00 O Ors (0/040) 0O DMOZ 00D D000 QIO DO 00 s 0 O 0.05 UM :c

General I CID0O0O! OMOIO™ 000 OO0 O0OCT A OO 00/000 20 DIO00 COIC OO0 <D
(123 00007 T 00) IO D000 "identification tests

00 0 0000 30 DOOD OO0 DODIO0 :Specific optical rotation OO0 OO IO0N
Laly¢ = —208 to—216° 0000 DU O O0D0T OJOOD vs (07000 o.1) OOOIOOOOI!

[I0T0000 OO 00T 10 O O 0.20 UL :Crarity and colour of solution UICLT U0 O7ICT
[0 100 (007000 00 w2 OONOT 00000 00 00 000 0o 0007 00 [0 Doion 0oar ovs (07000 o.1)
(53 0000 T 0IOY) "colour of liquids DIOOT 00 010 OO 0000

/000 1.0 00 007 OIT :Sulfated ash L0000 D007

0.6 D007 0) OJIOD 000 OO0 U eo 1000 [OOX OID :Loess on drying IO 00T
.0/000 240 00 0000 00 0/000 190 00 0007 DO O 00000 18 000 (T0000 0000 000 5 00 00000000
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3.4 -2.8 J00/00 10 TIOCT 0000 TIOT <pH Vatue DI0TT OO

00 U0 000D 00 10 000 [Z0O 000 :Related cinchona alkaloids (I (0T L1770
r1 (07007 T000 D00I0T [(s4 0000T Dr OI) "Thin-layer chromatography (0TI 0007 OO
R UOONT 007 000 00 000 s0 r 0000 00 (000 120 r 000007 OO 1000 20 00 00000 00000 00200
0070 00 O 10 (A) OOO :r OO0 O OO0 4 00 07000 4 0ODOT 00 DODD 000 000w oooo
00 10 (D)0 00 O O r ONON0CTOT OO O 0.25 (c)0 00 O O v OTOC O0 00 0.25 (B)0 00O
[T 0 DO 00T [UD0ioar oo 0f dt0on Dodr 00 e Qoo 0 00 O [ fmoo? (oo 0o
[T 000 D070 o070 30 000 <0 105 00000 DOMDOT 00O .development UOUI OUI 000D 15 000 D00
0O0I00 007 0 00dn O 000 ood © DOnioiodn 0ooo 4ooo frs J00000 Q0o 000
000 07 40 .c 00I0 07 s OO0 000 DOOIOC 00T 000 0f 000 dodr; ooion oo O 0a 000
L0000 000 0oao oo 07 Iotdo Dmoo? 0ol O 000D Moo fomr 4o A Oddr 0o 0o o 0
00007 07000 0D0 o 00007 0o onm

L0000 20 O D000 0000 IO 0.2 N0 X :Limit of dihydrequinine UIO0OCNT 077 OO
100 0010 00 00 0.0 Ors (0/070~) OID0O000 OO 00O 00 00 15 [r DOIONOT OOODD 0 O 0.5
000 00 Om 000 s (0/000 o.0167) D0IOION OO0 OO0 CODIOT 0000 s OOT0OY/OMI
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QUININI DIHYDROCHLORIDUM
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9-hydroxy-6"-methoxycinchonan dihydrochloride; CAS Reg. No. 60-93-5.
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Additional Requirements for Quinine dihydrochloride for parenteral use
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SALBUTAMOLUM
Salbutamel UUUIUITOT

C3H,NO; Molecular formula J00an iogm
239.3 :Relative molecular mass (][] IO 0000
.Graphic formula g
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HO- CHCH, NHCICH, ),

HOCH,

:Chemical name [[[J[[J] 00!

o '-[(tert-Butylamino)methyl]-4-hydroxy-m-xylene-a,a’-diol ;
a'-[[(1,1-dimethylethyl)amino]methyl]-4-hydroxy-1,3-benzenedimethanol ; CAS
Reg. No. 18559-94-9,
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a'-[(fert-Butylamino)methyl]-4-hydroxy-m-xylene-a.a’-diol
sulfate (2:1) (salt): a'-[[(I,]1-dimethylethyl)amino]methyl]-4-hydroxy-1,3-
benzenedimethanol sulfate (2:1) (salt); CAS Reg. No. 51022-70-9.
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SENNAE FRUCTUS
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SPECTINOMYCINI HYDROCHLORIDUM

Spectinomycin hydrochloride [JILIOOITIIIN 000000000

C14H24N,07,2HCL5H,0 :Molecular formula [00] (0T
495 4 :Relative molecular mass (][] IO D000

.Graphic formula g
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CH OH
[ H

HN ‘_i_o o _.CH,
:@:ﬂ H  + 2HCI * 5H,0
HO
H onll

NHCH,

:Chemical name J[[[J[0] 000!

(2R,4aR,5aR,65,75,8R,95,9aR,10aS)-Decahydro-4a,7,9-trihy-
droxy-2-methyl-6,8-bis(methylamino)-4 H-pyrano[2,3-b][ 1,4]benzodioxin-4-one
dihydrochloride pentahydrate; [2R-(2a,4ap,5ap,6B,7B,8pB,9a,9aa,10ap)]-decahy-
dro-4a,7,9-trihydroxy-2-methyl-6,8-bis(methylamino)-4 H-pyrano[2,3-b][ 1,4]
benzodioxin-4-one dihydrochloride pentahydrate; CAS Reg. No. 22189-32-8
(pentahydrate).
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030 0000 O
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0 O 00T 0O7 0000 0o00 0000 0 ¢,4H,4N,0, 00 1000000
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[0 O 0007 07 T0on! 00 0o D0 O 0707 (43 00007 D 000 "the infrared region
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000 OO0 CDO0 B 000 00/000 20 0O00 000 O 00/00 20 0IO0I 0000 OO0 000 0000 B
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0000 OO0 OW/OC o.10 IOOT 000 [ODIOD :Specific optical rotation 00T 000N OI00T
J[aly’c =+15 to+21° I O 00U

0/000 10 00 0 OIT :Sulfated ash (10000 D007

Determination of water by [ OO0 IT00T T OO0 OO0 OO0 CJOOCC 00 00 OO swater 102
0000 00 O 007000 D00 00 0 o.2 TOOIOI D(14s [O0DOT 01 0I) A DIDOT 0"the Karl Fisher Method
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T O O 007000 fio 0o 0o 2s 00 0oo s 0070 D00 00 0oor o O

Sterility testing of [[Z00 LTI OOI0O OCZONMCD DOV COCDOOT O DOCEO0 :sterinity CCOCC
00007 OID0T 000! 0000 0mem D(ie2 0O0DOT D1 OO0 “antibiotics

(00! "Gas chromatography LT LIOOIOOM O OO0 000D COTET D007 :Assay OO0
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00 10.0 0000 00000 Ors OOMOZOION D0OIO00O0 00 000 30 ONOD OO C300XT (1) =000 COOIC
(D0 0000 (00 DO IR hexamethyldisilazane LLOCIIO UXT ONI0 0000 OO 00 1.00 0I0WT 0700 OO
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1.3 (00 00000 00000 000 0T (io0g fmoom iod O jodido .iodoo (0o foid ool Coo = 0oon
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Additional Requirements for Spectinomycin hydrochloride for parenteral use

(700" 00 OO 00007 00 00 [Imon? UM - Bacterial endotoxins COOIOCD DCIOT CITETOC
0(30 [ODOT DUOTOI00 0007 O Os 0707) "Test for Bacterial endotoxins 10! TINII0! CXINIOT OO0
00 0T 00 0000 [000 o.09 rs OO OIOOT 00 OOIOI DOIOC O
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SPIRONOLACTONUM
Spironolactone JUIIOUIOOIIO

Cy4H3,0.4S :Molecular formula 000 oonom
416.6 Relative molecular mass |1 [[T00] (0T

-Graphic formula g

CH,—CO

i
CH, I
CH, !

0
YO8
L
& —H
L[:i]

SCCH,

“Chemical name U007 O

17-Hydroxy-7a-mercapto-3-oxo- | 7a-pregn-4-ene-2 1 -carbox-
ylic acid y-lactone acetate; Tu-(acetylthio)-17-hydroxy-3-oxo-17a-pregn-d-ene-
21-carboxylic acid y-lactone; CAS Reg. No. 52-01-7.

1000 0070 0O 07 0OIoT 0o DODn fodo bor O 0T oo 4l 00000 :peseription L0
1o
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100 CO007 TO00 [ooor fooooooitr Oof 0o 00T :Additional information 1L LIIION
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STIBII NATRII TARTRAS
Antimony sodium tartrate UUOIIO] D000 OI00OO0
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C,H:NaO,Sb .Molecular formula J0an ioQm

308.8 :Relative molecular mass [[[][1] [TZ007 1707

-Graphic formula Q000 Doncam

0—C=0
Nat | H,0 =86 0—C—H
0—d—n
'o-—é:o

‘Chemical name U[[[[[[J] 00!

Sodium aqua(tartrato(4-)-0',0% O3lantimoniate(I11); CAS Reg.
No. 34521-09-0.

L0707 00O foor [ bOooo 07 Doz 000 0000 scale (C0O0) OONO0 :Deseription L100T
.1s (0/0750~) OOTT00 O 1700 D00 O 0000 00 000 1.5 O OO0 :Sotubitity (00T
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J0000T 000 000 16 DO TID asTs [IODOT D000 00O 00 Q0 .05 LIOON OOI0OOOI O LOIOMT
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SULFACETAMIDUM
Sulfacetamide [J[L1TI0

C3H oN>,OsS :Molecular formula JodI Qo

214.2 :Relative molecular mass [1/[J[[ [T00] D000T

NH]—©—501 NHCOCH,

-Graphic formula (I00000 doncIm
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:Chemical name [[[J[[J] 00!

N-Sulfanilylacetamide; N-[(4-aminophenyl)sulfonyljaceta-
mide; CAS Reg. No. 144-80-9.

0TI OO0 007007 O072 07 0OTC O D000T 00T ipeseription LU

[r OOZITO r 00700 O OT00T 00 Dr ODOICDOICCIC 0T O OO Q7007 D00 -sotubinity [ITOOT
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007 00 000 000 o0 oood fo O 0oroor 0o 0200 -sterage 00O
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%101.0 U0 011 00 %99.0 OO OO 0 10 000 OOZZOTEDT 00D :General requirement (X170 LI
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‘Identity tests (000 CTOTT00C

.cll B DIOT000O? 7 J0000 A DICO07 0007 0O »

Spectrophotometry in [[J00! 0 00T U 0007 OI0T OO 000 00 U000 D00 00 -
00 DI 40T 00 0oo0l OO Jio0r 000 000 0007 (43 00007 [ O0) “the infrared region
[MDI0ImOn Dooom dior o 0 vs O0MAImon

00 JOTT D007 0077 OTUT . "Related substances [OI0 0T 000 OO L10UOT OO0 OO -8
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(53 0000 T 0I00) "color of liquids CXOOT
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N-(1- naphthyl) 0000 OO0 O (O070-1)-n OIO0ICCOOD OOOOO OOD 0000 1s OO0 OO0 OO
000 OO0 Todl o 07 DOoT 007 [ooiot 00 .rs O0T/ethylenediamine hydrochloride
00 000 007 OMOToT o omom 0a Dodn (ooo do0me oo o doar 0 - .0on oo 0 Doodo;
. [0IOT 100 DOOIo? DO oo

01 ) "Nitrite titration IO OO0 0000 OO0 CJ0OO0 00 100 00700 OO0 : Assay 0O
CI00i0000m 40O 00 00 20 00 000 O 0000 000000 moooo 00 o.s O doono . (143 0ODOT
0.1) J00OT O007 00 00 1 00 .vs (0/000 o.1) 000D 00 00000 000 00 so0 s (0/0250~)
.CsHoN,0,8 U0 000 21.42 0007 vs (0/000
00oad
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SULFACETAMIDUM NATRICUM
Sulfacetamide sodium [UIID0IT DI00COOOIO

CsHoN,Na0;S,H,0 Molecular formula [0 [TI0]7

254.2 :Relative molecular mass [ /[J[1] [TZ007 1707

NH,—@—SD,NMCOCH, * H,0

“Chemical name U007 00U

N-Sulfanilylacetamide monosodium salt monohydrate; N-
[(4-aminophenyl)sulfonyl]acetamide monosodium salt monohydrate; CAS Reg.
No. 6209-17-2 (monohydrate).

.Sulfacylum-natrium (00007 020D :other name 000 007
LOT0T 000 0000 D7 07 0Ot T [000T 0R00E - peseription LT

000 0 Irs (0/07s0~) D000 O O700T 0000 D0 00 00 1.5 O OO0 :Setubitity [I00T
R 0 O 00 r 00000CCOOT O 100

.Antiinfective U0 [I00 I0 :category 111
007 00 000 OIT0 Ooooo Moo © 0ooOoT DJmiomo 000 07 00 -sterage LI00TT

OI00ZT [O007 OO0 DOoT fohor DI DO :Additional information (LI [T
L0000 00oo? toood O toon 0o 0idio dodor o joom oo

-Graphic formula [O0000T DOnca

REQUIREMENTS U000

00 00 OO 9e99.0 00 007 O 00 00 D000V EI0TC0 D00 :General requirement [0 LICOT
0007 T070 07 D00 000 DegHoNoNaoss 01 %101.0

‘Identity tests (000 CIIO0000

.pU ¢l B U007 07 00000 A 077I0007 0007 000

00T 00 00 Ors (0/0300) OO0 0 OO0 00 00 2 OIOW 00 00 10 O O 1 O :A
(00 O000; D700 000 Cofodr dodo .0 qos 00000 00007 Q000 QUDIT mox Do d0odo O dnor ood
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Spectrophotometry in the infrared [I0LI U0 TIUIT O 000D 00T O U000 OO0 OJ00O0T OO
(OO 00 00T Oion 0o Dooon 0o 000 Do 0o 0nex (43 00000 0 000) “region
00000 OIooior Oooo Do 0o 0 rs 00MDOT

(OO} 1m0 0 183 DA DIOO! OF 0007 D007 0000 000 B

00 00 0.2 OJICI OTs (O/0750~) DOIION OO OO 5 O A OIIO0! 00 000D 00007 00 0 0.1 O
.(000 D00) Mo oo 0or 10mn: Ooon 0 0000 0rs (0/01760~) OIO0OT OO

General [ LJIITOU! LI U000 U0 OJOOOD 00 [0 (00007 Qoo oo 0 o
(0000) 0o Os D00 IDOI0: OO .[m0m D000 00 O(ns D000C T [0) "identification tests
.Ts (0/0e0~) OO0 LJO 000 O MO 0T O 0.5

01070 00 00 10 O O 0.5 00T UTD OOLC :Crarity and colour of solution LI LTI TIOCT
[0 100 1007000 00 yw UJOTOO OO0 0000 Q0 007 o7 Uodl 0o 0 g Oooor oo 0o 0z
(53 10007 01 010) "colour of liquids DZ0OT U U0 00 CI000C

Determination of water by [ OII0 JICO0 017 10 0100 000 D00CE OO0 [00 007 :water U7
0000 007 O Dot 200 00 O o.2 (OO0 O(14s COCOT 0r 010) A 0000T [the Karl Fisher Method
.0/000 8o OO 01 00 0/000 60 00 O

.9.5-8.0 [R 001007 OO 000 00 010 00 O O0/8I0 o.05 DIOOT DOID 0000 :pH value DI0TN OO

(00T [oOe CoooO fimo 00 O0oof 00 00 IT0O DX :Related substances (LU [T
100 [ZOO Re silica gel (0007 0000 Joomen (84 00007 D DDU) "Thin-layer chromatography
00000 00 1000 250 v O000-1 00 0000 so 00 OO0 (00IO0 QOO 0000 00 000 0OMdm)
000 DOm0 0100 .000m 0000 Ts (0/0260~) 0007 00 0000 100 D 00 1000 250 v D0 0000
0000 00 000 o.50 (B)0 L1 0N O 000! 0000 00 O o.10 (a) OO0 <0000 000 00 0I00OC s DOMOC
(0 0000 D0oOr o .00 00 O rs OI0OMOOT 0000 00 000 .25 (c)0 0N 001 O rs O0OM0IOD
[0 00 Off-e Q000 O[04I Dor .CJmmoo fom Don oo 0 4orn foo Ddmndoo! iod
(000 {00 00 000 000D OoCoiT Qnc doiood Oa. 00000 [omd Ot oodo foo Im 0odn 0 .rss 0o
.c 00100 OO 000 0O 0o 007 Do O 0o 00010 oom 0o oo 00 U e 0o 1ono oo

01 OI0) "Nitrite titration LV D00" OUO0 OO OO0O00 00 10 OO0 00T 000 < Assay 00T
(10 00 00 200 00 O0 so OO0 OO0 O OO0 00OOIOCO0 D00000 0O o5 OUO0 OOONOM D(143 0ODOT
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(00007 M7 00 00 010 1 00 .vs (0/000 o.1) D0I00T Q00 07000 Ors (0/070~) Q000000
.CsHoN,Na0;s [ [1123.62 I vs (0/000 0.1)
00ood

SULFADIMIDINUM
Sulfadimidine UZII000CICT

CoH4N4O,S ‘Molecular formula I
278.3 :Relative molecular mass [ [[][1] [TZ007 0707
.Graphic formula g

CH,
M
r.m,—C>rso2 NH—</:\§
™

CH,

“Chemical name U007 JUU!

N'-(4,6-Dimethyl-2-pyrimidinyl)sulfanilamide: 4-amino-N-
(4,6-dimethyl-2-pyrimidinyl)benzenesulfonamide : CAS Reg. No. 57-68-1.

.sulfamethazine U110 [Sulfadimezinum [T :Other names UJUUL D111
007 D070 000 07 00707 000 1000 [0 7 0o o7 0O0oT DoOor :peseription L1UMT

0 000 Irs (0/07s0~) D000 O 00000 0000 D00 © 00 00007 0000 - setubitity D000
R [I00 O 000 4000 O O 00700

L0 000 700 :category [I7T
00T 00 0000 070 0070 {0000 mmo 0 0ooiooior Coo 0700 ssterage 00O

REQUIREMENTS [l

%100.5 [0 01 00 %99.0 OO OO O 10 000 OI00T00OT U0 :General requirement 1101 V10T
0000 000 O 0000 [0 OeiH,1aNq0,s I

‘Identity tests 00 CIOTIC!
.p0 cll B U007 00000 A X007 0701 000
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Spectrophotometry in [[J00! 00 D00 O 0007 OI0T OO 000 OO0 U000 IT00r 000 :aA
00 DI 007 00 00000 OO0 0000 Oi0I 00 O00n (43 000070 0 00) “the infrared region
L[IUI000I0ON oo Lo oo 07 rs OMOM00Jmor 0o

L0Iar 00o DO Ohodr fmooodl dmodl Ooitd Dodon oo [T 0 o.es OO B
[T IT00 1070 C(1o 0O0OC T UIOD) "General identification tests (0T CIIIO0

(700 () 0000 bOOT 0OI0 s (0/0700~) OOODOT OO 0000 1 00 0 0.5 OOT OIT =
R 000 00 00 20 O 0000 000 s (0/080~) D000 0000000 OO0 00 00 15 0007 0000
(000 070 00 oo Ol 00 D000 r 070007 D0oo0n O oo oo 0o 0 0ooo 0oo
(000N 010 O-6.4-0M0-2) <0 153 D00 D000O3CY

OO 07 [0 <0 197 0OI00NO 00T D

00" U0 U0 4000 00 00 O 1o DO0O0 00D 000 DOOT :Heavy metars LI OO
0000 00 (127 D000 T 0I07) 4 D000 OOO "Limit test for heavy metals [0 OO0 000 OOC
.0/0000000 20 00 00T 00O O (128 00000 D 000T) A DUIDOD 1070 000007 000007 0

/000 1.0 00 T07 OIT :Sulfated ash L0000 D007

00 (007 0007 0007 O o0 105 D000 0OODC O 0007 000 OO0 :Less on drying OIION 000D
.0/00 5.0

o[ 70 [0000 00000 R DOTO7 DIOQ0 OO0 00 00K 00 00 00 10 00 O 2 0000 :Acidity 000000
000000 Dvs (0/000 o.1) Q0I00CT DIOO000M0 O0J00 ONOAT OO 25 0000 . D000 000 000N 5 000 D000
0000 00 00000 0000 000 00000 00 o2 00 000 CIOT O 000000 s OOTI/OOONO000 OO0
(10m)

0700 (007 ON0I0F 00 00 00000 00 100 Q000 OI :Related substances DI OI0
15 00 00000 0000 00000 w3 1O00CNT C000 DOOUON (s4 DO0OX Tr O00) "Thin-layer chromatography
10 10000 000 DOMO 000 0000 0000 Ts (0/017~) I0000 00 0000 3 Or 00001 OO (000
000 00 00 o.050 (8)0 00 O0T0 0 DO0OIC! OO0 00 000 10 () OO0 :R OOT00 O OO0 00 000000
10 [00 0 105 (000 0000 0OD? 0CN0N00) 1000 00 00007 0001 00 .00 000 O rs OO0OMINOD
IO Da 000X 1070 OOOI0 Q00 00 0000 O .3 CIOOD0CID 0 OO OC-+ OO0 000 00
.5 0100 1010 000000 OO D001 00 000 0000 D0 Q00
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01 0100 "Nitrite titration L1100 [0C0" VNN OO0 0000 00 10 OO0 D0T0T OO0 < Assay 0O
Its (0/070~) OIDDIOOOOM 100 00 O0so O O DI0DIOI0 (0000 DIE0 0.5 DIDOIIOM O(143 DODOI
000 27.83 000 vs (0/000 0.1) 000D 00 00 077 000 00 .vs (0/000 o.1) 00000 OIN0D 000000

.C,H,,N,0,S [l

SULFADIMIDINUM NATRICUM
Sulfadimidine sodium (000D DOO00000TZO

C1,H,3N,NaO,S :Molecular formula [[[11] [T
300.3 :Relative molecular mass [[[J[1] [TZ007 0707

-Graphic formula [O0000T DOnca

3

CH
N
NH,—QSO,NNa—(/:\é
=
CH

3

:Chemical name [[[J[[J] 000!

N'-(4,6-Dimethyl-2-pyrimidinyl)sulfanilamide monosodium
salt; 4-amino-N-(4,6-dimethyl-2-pyrimidinyl)benzenesulfonamide monosodium
salt; CAS Reg. No. 1981-58-4.

O DOTIT 000 07 0oriz Uob (0ol O [ 0o (U JOdor 000UU :peseription LILIT
.Ts (0/0750~) OO0 O0 100 eol I 00 000 2.5 0 10 :Solubitity TI00T

L0 0200 T0T - category I

00T 00 000 070 00 [0 mmo 0 (o007 Oonimo 0o 0 00 -storage 00

10007 00T JOCI 00 D00 [oiodr Dioiiiimo Doty :Additional information (1101 UJIIOTI

L0000 00! 4iiood O 0odr 0o fdo o4 0o ton

REQUIREMENTS UIIOINI

00 007 00 99s.0 U0 U0 O 70 020 OCC000OT OUEUEDH U0 :General requirement (00 LICOT

10000 0077 07 D000 0000 IeyaH,3N,Na0,8 Ol %101.0

‘Identity tests 00T OIOT0CE
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.DU ¢l B OO0 T ol A OI0ICO07 0007 000 «

00000 (07T D000 000 Ors (0/070~) OMONO0OOM OO0 CJ00 000 00 10 O O 0.1 O :A
(000 O 0iodT o7 O 0o Do oo o o OO0 [a? oo Do Oorodr Do .0 s oo
1000 40 Qo oron .(43 10001 [ DUD) "Spectrophotometry in the infrared region ool O
[II0oan Doood 4oz 0o 0 rs DIODIOOT 00 00T L0700 mhoar 0o

10100 (7000 00 Ors (0/0300~) TIOON OO 00 00 2 O0O0 000 00 10 O O 0.1 O :B
Q0Imor 0oo 4o Omool 07ooddr Omodr Ooood ChCom dooT 0doo .0oin O Dodd
0000 D700 000 0700 D78 D 0OOOC Dn DI0) "General identification tests L1000 CIOOIOCK

() I000 0OOT 000 s (0/0700~) ONONOD OO 00 00 1.5 00 O o5 OOT O :c
00 00 20 O 000 D000 Ts (0/080~) IN0OT DIOODOOIW 00O 00 00 15 OI00I0 0000 . (E000
IO 0 O Ofoor 0o 0070 w 0070 O 0ooor 0ood do oo 0o 0o ood Do e O
.(JI00000 00 OM-6.4-00M-2) 0 153 T000 D0D0OI0OD 0OO0

General [T OOIOO0 OIIIO™ OO0 OO OJODOO0 OO 100 000047 QOO 0fodl 00 o
100 (0000) 00 0 D000 D000 107000 OO0 000 (123 [ODOT T OI00) "identification tests
.Ts (0/0s0~) OO0 OO O 0007 0000 1000

00" 00D OO0 O0000 0000 O 1.0 00007 D200 000 00O :Heavy metals D0 OOI0T
0000 000 O(127 D000 T O00) 4 D000 OO0 "Limit test for heavy metals [0 000 000 OO0
.0/00000000 20 00 0007 0001 O 0(:128 00000 01 0007 A 00000 0000 000000 00000 ao

0000 00 00 00 10 O 0 3.3 0000T 000 0000 :Clarity and colour of solution OI0! OO0 J0O
00 (00 (000000 00 yw4 OONO0 00007 000 00 D07 0000 0000 00 Mo 00i00T 0007 Omn ao
.(53 0000 01 0100 "Colour of liquids DIO0OT 00" D000 00 CI0OM

00 0007 0007 000 O el 105 0000 00O O 000 DO 00 :Less on drying CIIOT OO0
.0/00 20

.11.0-10.00r O0UOT D100 0770 00 020 000 O 0U/0 o.10 DIO0T 0000 IO :pH vatue DUOT O

0700 (oo CodooO bimo U0 00Oz 00 00 IT0O DX :Related substances (LU [
15 00 0000 0000 00 r3 (00707 0000 [O0IOT (84 [ODOT T ) "Thin-layer chromatography
10 00001 00 DOOD 0100 0000 0000 s (0/017~) 00O O0 000O 30 v OOMO-1 00 000
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(0/0260~) 10000 00 OO0 DOCO Ts (0/0750~) OOMNICT OO0 00O o 00 OIO0 O OI0I0 00 070000
00 00T O rs O0OT0ON OO0 00 000 o.0s0 (B)D OO0 O 0ONOO! 0000 00 D00 10 (A) OO0 TS
00 1000 o OIIOT Os (0/0260~) [O000 00 00 0OC O O0O0O7 0000 DO OO0 0a OOICT 0000
00 00007 0000 007 ((o0Cy/oomiar oo 0001 0oo! 07 0o Oooe 0rs (0/07s0~) 0000
.Ts3 I0ONION 0N M0 Om-4 00000 0000 000 1o 000 0 105 DOIOO 00000 0000 1O00ICO! 1000
(000 DODIO! OO0 000 00 000 0007 DOm0 0000 00mon 0a 00000 (000 DOO0en oom 0n ooo! O
.B 00100

010007) "Nitrite titration LTI DOZ00" OIOV0D 00 0000 00 10 OO0 D0T00 000 < Assay DO
(00 00 00 100 000 O0 75 OO DIO0D O 0000 0000O0 0000 (00000 0.5 0IOCNION D(143 DODOT
007 000 00 0 000 1 00 .vs (0/000 o.1) 000007 O 00D Ors (0/0420~) O0OIO00OI]
.C1,H1sN,Na0,s 00 010 30.03 0101 vs (07000 o.1) DOX0OCIT

00ooo

SULFADOXINUM
Sulfadoxine UIUUUIIIIO

Co:H14N,O4S Molecular formula 000 oonom
310.3 :Relative molecular mass [1/[J[[ [TI00] D000T

-Graphic formula g

CH, 0 ocH,

N:/
:Chemical name U J/[J7 00U

N'-(5,6-Dimethoxy-4-pyrimidinyl)sulfanilamide ; 4-amino-N-
(5.6-dimethoxy-4-pyrimidinyl)benzenesulfonamide; CAS Reg. No. 2447-57-6.

LOTIE 000 [O0mh0 OfT [ 00 DI I000T Do000 peseription LI

IR OO s (0/0750~) OOZZOD O ON0OC (I00 D000 O 00 07007 00 :sotubitity [00T
R OO OO0 oo O

00T 0T IIE rcategory [T
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00T 00 000 000 00D [0 Moo 0 DO00omor 0o 02 O -storage 00T

REQUIREMENTS [l

00 00 00 %99.0 OO U0 O 1 [0 DOOOCIOL OO0 :General requirement 111 [IIOTT
00T 002 O 000 7000 Ie il 1aN,0,s U0 %101.0

‘Identity tests 000 LIO0OCE

.pU ¢l B U007 07 10000 A 0710007 0007 000

Spectrophotometry in [[J00! 0 II0IL O 00O 410 070" 000 00 00007 D000 00 A
(0 DI 0107 00 00o0! 00 0o OI0m O 000 (43 00001 T 0007) “the infrared region
LU0000moT D000 Ot oo @ s 0OOO0IMET

Q0Ior 0o DO 0700l omododr 4imon! diinod Do0odm DooDn ooz 0o OO0 @B
[0 - [0 000 1070 0o IODOT I II) "General identification tests (000 LIITOL!

(0] 0O0T 000 00 Ovs (0/000 o.1) INIIOOT DOOOCOID OO0 00 00 3 0 00 so OM :c
(000! 07 (oo 0Oom (oo fooo- oo O 0(0/0se) () D000 000 0000 00 00 1.0 1000
(00007 DIDNIomOn I 00 o)

{000 T 199 T0DOID 0ODO D

[TI00" U0 40 Q0000 00 00 O 1.0 DO0O0 TI00: 000 DOOT :Heavy metars LI OO
00007 O I(126 [O0OT 0r ) 4 000! OO0 "Limit test for heavy metals 117 OI0T OO0 000
/0000000 20 00 000 0000 O D128 000OT 01 0007) A D000 0000 OC00T 000007 20

00 00 1o LIIOC OO 00O 07T 0T 30 U O 2.5 0007 07100 000 DOOT :chierides IO
000 D007 0por 0ot 00 0ooo 00 100 0770 boioor 00 s (0/0130~) 0N OO0 000
07000 0.1 00 IO DT 000ICT OO (a1 0O0OOT Dr DIC7) "Limit test for chlorides L0I0I0T

(00 000007 00 0T 0000 po? 0me 00 40 O 0 2.5 000 0000 000 00O :Sulfates L0
0 0(123 000OC T O0) "Limit test for sulfates OO 000 00O D00 000 OO0 00000 00
.0/000 0.2 00 00T OIIOIOT OO0 0000

010 00 00 10 O O o.50 TIODT 000 OOOC -Clarity and colour of solution 00ion 0o oo
[0 (00 1000000 00 w3 0000 00007 007 00 000 007 000t 00 0md vs (0/070~) Q0000000
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(53 0000 T 0IOY) "colour of liquids OI0OT 00 010 OO O0OO
/000 1.0 00 I07 OIT :Sulfated ash (0000 D007

00 (000 0007 0007 O e 105 0000 0OOOC O 0007 000 OO0 :Loss on drying DJI0NT 000D
.0/00 5.0

[ 70 000 00000 r OO0 07OOC O OO 0007 00 00 00 50 00 0 1.0 UOLE - Aciaity 00000
000000 7.0 00O 07 0O0OOI 00 00 25 010 000000 -0 20 0000T U DOOGD 007 U000 s 000 oo
.00 025 00 0107 07 0000 000 OO0 Dvs (0/000 0.1) 00000

0700 (O fooog 0o 00 00Oz 00 00 IT0OC DX :Related substances (IO [T
15 00 0000 0000 [I00 r3 100707 D000 [O0I0T (84 [ODOT T ) "Thin-layer chromatography
10 00001 00 DOOD 0000 0000 0000 s (0/017~) 00O O0 0000 30 R OOMO-1 00 000
(0/0260~) 11000 00 OO0 DODO Ts (D/07s0~) OO0 00 000D 9 00 DI00 O D00 00 070000
I 007 0 rs 00OTINOT OO0 00 000 0.050 (B)C 0T 01T O 0000 000 00 O 10 (A) OO0 =18
OM0 0774 00000 000 0O 1o 00 ©0 105 0000 0OCOOD DOOT IOMDOIOO! 1000 Q0 [Cnor Uodn dm
0007 00 0007 (007 OooCooncy Qoo (oo D 0000 (o0 Q0007 oo 07 004 O .rss OiooToom o
.B 00I0T (000 DOOME 00T

[1 0000 "Nitrite titration CIIONI DOID" OOV OO 10000 00 00 ODO 0OMIN 000 : Assay 00000
(10 00 00 100 00 O0 75 OO0 OO0 O OO0 000000 00000 DOoon .5 0IDCIOOD D143 0ODOIT
OO0 000 00 07 010 00 .vs (0/000 o.1) 00O OO 070D frs (0/02s0~) Ol00IO000I]
.CoH14N,0,8 [0 00 31.03 010 vs (O/000 o.1) 0000OIT
0oood

SULFASALAZINUM

Sulfasalazine [JUUIOINI

CsH4N4OsS ‘Molecular formula I
398.4 :Relative molecular mass [ /[][1] [TZ007 1707

.Graphic formula g
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:Chemical name U[[[J[0] 000!

7 5-[[p-(2-Pyridylsulfamoyl)phenyl]azo]salicylic acid ; 2-hydroxy-
5-[[4-[(2-pyridinylamino)sulfonyl]phenyl]azo]benzoic acid; CAS Reg. No. 599-
79-1.

Salazosulfapyridine OO0 rother name 0O 001
JOTOT 000 I00ID 07 OITD 0007 07 Dol Iont DODRE :peseription 10T

O0TI0 O 00 Ooor oo e 00000000 Om CJOCMC OUZ7 O Moo 00 O setubiity ITTOOT
[0 OIO0000m O 0o brs (0/0750~)

L0 0000 T00 - category I
007 00 000 1000 0010 o0 U 000idomer Dod O 4O -sterage 00O
IO 00 [0 0 255 OO0 D000 DX00I0IOT D00T : Additional information X101 LI

REQUIREMENTS OO0

00 007 00 %93.0 OO OO O 10 L0 O0OEOD OO0 :General requirement [T LI
U000 007 O CO000T T00T IeigHiaNg0sS O %103.0

‘Identity tests (/000 CITOTT00E

.cl B U000 O A 00O O0CT 000

Spectrophotometry in [[J00! 0 00T U 0007 OI0T OO 000 OO U000 I00r 00 -
00 07 D07 00 Doooe 0o fio0r OO0 Do 0000 (43 00007 0 200) “the infrared region
L[00I0mon Doood 4oz 0o 0 vs ODDOI0ITMON

ool [II0IT 230 U0 0OCI OO0 DOOICO 000 OO0 Domor O oo doo: 4o 0o 0o s
(00 rs UDOMOITO 000 100 0II0 (000 00 [0 oo 0ooo oo oooo Moo dor fojon
1000 fojoam

(0/070~) DOOIIO000I: 00 00 00 40 s (Of750~) 00000 D0 OC 1.0 DO OO0 O 0 04 O i
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00 00 1.0 07 OO .0OD 070 s [00 070 0 O 0000 . 07 00000 00 0 020 LIOI O Is
00 00 1.0 000007 00 00 1.0 07 0000 .00 D00 O Crs (0/025) Q0007 DI0000 00 00 0.1 0OI00T
(00007 DID00ooo 0o 00 2.0 000 O 0000 0000 000 000000 000 s (0/010) DOI00OT OO0

000 0007 007 O Ors1 0000-2 0000 00 00 0.10 s (0/080-~)

(700" 000 40 Q0000 00 00 O 1.0 DO0O0 TI00 000 DOOT :Heavy metars LI OO
00007 OO I(r27 [O0OT 0n 00) 3 000! OO0 "Limit test for heavy metals [0 OO0 OO0 000!
.0/0000000 20 00 00T 0000 O (128 0000 Dr 0007) A D000 1000 0CC00T 00000 20

0000 7 [T oo 070 5 00 <0 7o 0000 0000C T 100 00 O 2.0 OO :chlorides LIOO000C
00 00 1 (D000 DDA 0O00 Do 0o Ooio) 000007 00 00 25 07 0100 0000 000 [ooo
(00 0007 O DI0o o0 00 0o .0me s 000 0iomeoo 0o s (0/0000~) O OO 00O
“Limit test for chlorides LIII0I0T 000 OO0T 0000" OO0 4O D000l 00 00 I0I00T 0770
.0/000 0.14 00 T00 I OI00OON 000 O(121 0ODOIT T O00O0)

L0 00 00 1.5 U007 Q0007 OO0 0roo: 0o d00ooe fo00s 0o 0d 25 07 :sulfates LI

(00 000 OO0 O0 00000 00 00 0007 .00 s 000 Dimoon 0oo s (/000 2) Oinoinooom!

10007 01 0I) "Limit test for sulfates QIO 0007 D00 OO0 OO O0OO0 00 100 DOMOOT
/000 0.4 OO I0N OT O0NOT 0000 (123

/000 5.0 00 D07 OIT :Sulfated ash (0000 D007

00 (007 0007 0007 O e 105 0000 0O0D O 0007 000 OO0 :Loss on drying CIII0N 000D
.0/00 10

Thin-layer (0] 0000 ONOOOM 000 OO OJOOO0 00 [00 OOO0 OO0 :Assay OOMOT

00 1000 4 00 D000 0000 00000 Rz [0X0T D000 DDOIOT (84 0000 D OIO) “chromatography
0000 4Jd 0o 000 DO00 r DOOOOD O0 DO0 0000 w OO00-: OO 000 0000 R 000i0ooez
(70000 10 0OMDOT OIU DOMD 0100 0000 18 000 OO0 0000N 007 00 00000 0000 s (D/01080)
0000 00 000 12 (8)0 00 000 O 000OOT 0000 00 000 12 (a) 000 -r 0000000 000 000 O 0000 00
000 000 000 000 .0m00 r 0070000 D00 00 00 010000 10 (c)o 00 000 O rs OI00IOM0OT
0000 007 .00 15 07000 00001 00000 07000 0o Odr 0d 00moT 07o? fmoo 0joog oot Jome O
000 Do 0o 0ood 0ot .0onm ;T 0o 07T 0d 000! [0o[¢oon: do 0o oroo
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[7mCT 0f tod! o.6 R OO0 OIOCOOTON 007 0000 (X000 2s4) DODOI 000 00001 0000 Onoodr
A U000 00 007 0o s Uoio 007 0707 fodo Do boo 0o 070 noo fodd oo Ofoor 0og
(000000 Cmo 00 0Oommn 0 00 -00000) .0ooo 0ot O D00 oo oo 0o om0 Icl 8o
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SUXAMETHONII CHLORIDUM
Suxamethonium chloride [JIJIIJI00I0N DJ00M0
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397.3 :Relative molecular mass |11 DI T0I0T
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(r::H,}, 2¢I7- 21,0
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Choline chloride, succinate (2:1), dihydrate: 2,2°-[(1,4-dioxo-
l,4-butanediy])bis(oxy}]bis[N,N,N—lrimethy]ethanaminium] dichloride, dihy-
drate; 2,2’-succinyldioxybis(ethyltrimethylammonium) dichloride. dihydrate;
CAS Reg. No. 6101-15-1(dihydrate).
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Additional Requirements for Suxamethonium chloride for parenteral use
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TESTOSTERONI ENANTAS
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Testosterone, heptanoate; 17B-[(1-oxoheptyl)oxy]androst-4-
en-3-one; CAS Reg. No. 315-37-7.
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Additional Requirements for Testosterone enantate for parenteral use
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TETRACAINI HYDROCHLORIDUM
Tetracaine hydrochloride UIIIIUIIT DID0INOOINO

C5H,4N,0,,HCI1 :Molecular formula J00an iogm
300.8 :Relative molecular mass [[[][1] [T7007 0707
-Graphic formula g

:Chemical name J[[[J[0] 000!

2-(Dimethylamino)ethyl p-(butylamino)benzoate monohydro-
chloride; 2-(dimethylamino)ethyl 4-(butylamino)benzoate monohydrochloride:
CAS Reg. No. 136-47-0.
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Additional Requirements for Tetracaine hydrochloride for parenteral use
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THIAMINI HYDROBROMIDUM

Thiamine hydrobromide U1 DI00OOCOOCI
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cn,\r/N NH, rs CH,CH,OH )
“ | /NI, | B« HBr . nH,0
CH;

CH,

n =0 {anhydrous)
n =1/2 (hemihydrate}

:Chemical name U007 00U

Thiamine bromide, monohydrobromide; 3-[(4-amino-2-
methyl-5-pyrimidinyl)methyl]-5-(2-hydroxyethyl)-4-methylthiazolium bromide,
monohydrobromide; CAS Reg. No. 4234-86-0 (anhydrous).

Thiamine bromide, monohydrobromide, hemihydrate; 3-[(4-amino-2-methyl-5-
pyrimidinyl)methyl]-5-(2-hydroxyethyl)-4-methylthiazolium bromide, mono-
hydrobromide, hemihydrate; CAS Reg. No. 62084-87-1 (hemihydrate).
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Thiamine chloride, hydrochloride; 3-[(4-amino-2-methyl-5-
pyrimidinyl)methyl]-5-(2-hydroxyethyl)-4-methylthiazolium chloride, mono-
hydrochloride; CAS Reg. No. 67-03-8.
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Thiamine nitrate (salt); 3-[(4-amino-2-methyl-5-pyrimidi-
nyl)methyl]-5-(2-hydroxyethyl)-4-methylthiazolium nitrate (salt); CAS Reg.
No. 532-43-4.
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4’-Formylacetanilide 4’-(thiosemicarbazone); N-[4-[[(amino-
thioxomethyl)hydrazono]methyl]phenyl]acetamide; CAS Reg. No. 104-06-3.
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TIABENDAZOLUM
Tiabendazole [JJUJIIII

.C10H7N3S ‘Molecular formula Q0000 ioQm

201.3 :Relative molecular mass [ /[J[1] [TZ007 0707

-Graphic formula Q0000 Doncam

ga
Cr
"Chemical name :[J[[[[[0T 000

2-(4-Thiazolyl)benzimidazole; 2-(4-thiazolyl)-1H-benzimida-
zole; CAS Reg. No. 148-79-8.
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© .+ HC
( ”CHzc“:f_O

"Chemical name ;[0 0000

a-Cyclohexyl-a-phenyl-1-piperidinepropanol hydrochloride;
CAS Reg. No. 52-49-3,
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TUBOCURARINI CHLORIDUM
Tubocurarine Chloride JIJ0000I00T 000000
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-Graphic formula g

CI" = HCI * BH,0

‘Chemical name /0] 000

(+)-Tubocurarine chloride hydrochloride, pentahydrate; 7°,12’-
dihydroxy-6,6’-dimethoxy-2,2’,2’-trimethyltubocuraranium chloride hydrochlo-
ride pentahydrate; CAS Reg. No. 6989-98-6 (pentahydrate).
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VERAPAMILI HYDROCHLORIDUM
Verapamil Hydrochloride U000 TI00MC000I0

C,7H33N,0,4,HCI . Molecular formula I
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CH,0, on oy 3
CH30~©—ﬁlCH2],NCH:CH= OCH, - HCI

CHICH,),
“Chemical name :[J[[[[[00 000

5-[(3,4-Dimethoxyphenethyl)methylamino]-2-(3,4-dimethoxy-
phenyl)-2-isopropylvaleronitrile hydrochloride; a-[3-[[2-(3,4-dimethoxyphenyl)-
ethyllmethylamino]propyl]-3,4-dimethoxy-a-(1-methylethyl)benzeneacetonitrile
monohydrochloride; CAS Reg. No. 152-11-4.
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00 00010 00T 000 007 0000t o0k fnooom oo O 0rs (0/0 1) D0IONON CI00000

eneral identification [ (JIIT00! L0 DO OO0 D000 OO 00/00 20 000 0OT o
(121 00000 0:0007) OMOD0IOT 1000 “tests

0 143 I 0000 000 0000 -e

00 0007 00 00 00 10 O O o.50 000 OOCE -Clarity and colour of solution a0oan 0or 0 0na
0007 0000 0 DoDor 0ioo? Do

00 00 00 s 0 0 o.10 O -Readily carbonizable substances 0000 JI00m Dol Oiom
0007 0000 00 000 000 0imeD 0001 00 0010 s 00 [ma - oooa; oian s (0/01760~) 000000
.(53 00007 10I) Colour of liquids D00 00 010 OO 0000 00 100 1000000 010 yw2 OO0

0/000 1.0 U0 0N O sutfated ash LJO000 DI

5.0 00 [CC0C D007 0007 0 00T ros COV0 COOOT O 000 07 U0 tLoss on drying [LIIIOTT O
0/00

.6.5-4.5 IR 0000OT 000! 007 00 0007 0 O 000/0 o.05 OOI0 DO 00T :pH atwe OIOI OO
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Related substances [[.[1] [[I[

“Thin-layer chromatography (I JIOL UTOOM 00 OO O000D 00 100 0000 00 -A
(00100 DoD 0000 00 Do foow 00000y oo 00oo - rs (00T 0000 000000 0(s4 0O00OT 0 0007)
[0 OO0 0ol 0001 o0 = D0OT07 DI 00 000 1s0 v OO000IOE 00 1000 ss 00 00000
25 (B)0 00 000 O 00O 0000 00 000 so (a) OO0 :r 00000OOCOT O 0000 000 1000000 10 0ODOT
00 0000 00 0o LT 0o O 07iod; foo 0o [odiodo so (ol 00 QI O (ifoo; [0 oo (dooood
[0INOT 007 0001 000 jo[oo 0000 070 ro 000 {og0T 000o tooo © Lof 0o 0D0odr dod
(0007 TIooio do O s 00 00 000 D000 [oo Joot fol Ti0o0 00io 000 0 1o ODO DOOON COOD
00107 00 00 15-10 0007 O Ors (0/0 200) OINDNON OJOO 00 00 s0 O r OO 00 000 20 R
(000 07 00 000IT o0 mon 00 0o 0o 0 ooo7 G 0?0 Oidir oo o oo onon 4o
[00OT 1000 000100 000 o 0o b ooo7 @n 0o 0O s oo iooo 0000 oo do oo 0o
0007 00 000 D dodo 07 00 A O0on 00 000100 dioood: 0oo 0 Oodr Do 0o ot e
.B 00000 (000 DO0OT

sU r UL 00 1000 200 r U007 00 0000 70 00 0000 T0OIOT DO00T TO0 A DIO0O00 O0L0 -8
.A 000 D07 000 O ooon .0ooo oo v DOMD O0o0! 0 0o iooo s0 r 000007 00 0000

10 LI0M Iry OOIT OO0 00 07 00 30 O IIO000 0000 00 o.5 OI0T DD :Assay OO
ts OO0 CJ0/00000 OO-1 00 00 0.15 00 00 Ts OIO0! CI0/0MI0N Omo7 D007 o 00
{0007 DOOT O oomore Ooo 00 000 0o 0o vs (0/000 o.1) L0000 CI00 0ol foiooo
vs (0/000 o.1) OINNOOT OO 0000 1 00 (142 0000 01 0X) A DOCOT "Non-aqueous titration
.Cy7H3sN,0,,HCI UL 070 49.11 OTLL

1000 Codoton oo oo foodoo dddodo tonitol Otioo

Additional requierments for Verapamil hydrochloride for parenteral use

.(56 J00OI 04 0100) "Parenteral preparations [100] LJIODIOM 0000 OJI0I0!

[I00" U0 DO Oo0oo 0o 100 D000 UL :Bacterial endotoxins (I00INOT D000 CITITIOE
(000D [0 00 30 0000 s 070) "Test for Bacterial endotoxins [T TI000. CIINOT OO0
00 002 O 700 1008 16.7 rs OI0IOT U000 00 DO D000 O
gooog
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VINCRISTIN SULFAS
Vineristin sulfate 000000 00010

.C4sHseN4O10,H,SO, :Molecular formula [0 [T
923.0 Relative molecular mass: [[[J[1] [TI000 0707

-Graphic formula 00000 DO0cam

+ H,S0,

‘Chemical name /0] 000

Leurocristine sulfate (1: 1) (salt); 22-oxovincaleukoblastine sul-
fate (1:1) (salt); CAS Reg. No. 2068-78-2.

OTIT 000 00T 0000 Or 0T 0o O 0 oo U000 rpeseription LU

R U1 (100 0000 00 frs (0/0750~) 0000 O 07007 0700 0007 O 00007 00 :Setubitity IO
00T 0 T rcategory LI

(0007 000 000 0oooT 0o o0 oo Oooo mmo 0 Qoo Oimo 0o OO -sterage 000

0 100 2 00 IO

LI007 0000 orHo O000TT OO - Additional information [T LJIDOI
0I0000 0ior 00 0O 4ido 000od Oi0ooin Do oot 4dn booo ooor oo 0o <Joo

000 000l O

REQUIREMENTS [l

00 U7 00 %9s.0 OO O 00 00 DXODCOIE OO 000 :General requirement [T LI

000 002 007 00T TU00 [e46Hs6N4010,H2804 U %105.0

‘Identity test IO OO0
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.DU ¢l B OO0 I ol A IO LD OUIT @

(0000 4O mooor jooo O 0idr Omdr 0 0oo Do Goooo 00 oo Orooc 0oteeea
1000 OO 00 Do 0o 0107 (43 10007 T DI) "spectrophotometry in the infrared region
Q00 00 000 0D0nE 4T oo -0 40 I000 00000 00O 16 000 QOO 00O OO 000OC OO0
0000007 Qo Coooo finor 0d o7 0o 0o 00 oo es LNOM0OM

JOTOT [0 U707 "Related substances (IO D0 U0 U0 1000 DOOOE ITOO0 0OT -8
. [JOI0T 100 DOOIOo 4 0o 0boTo booou 0T O A Qoo 0o booom

(00 000000 D00 00700 0mon oo s Qiomooooo C0/0mmon 00 00 .2 000 IOl 00 1 02 :c
.(DN00MIT Oimo 00 o) O oo

General (11 OINOO OOMO" 000 OO0 00000 s OO0 O0/00 20 OO0C OO0 D
(123 10000 1 01) DI0T D000 “identification tests

0 0.6 00 0017 0) OO 000 OO 0 40 1000 D00 OO0 :Less on drying CITIOTT 00T
.0/000 120 00 000 0000 0000 O 00000 16 000 (C000 000 s 0000 07 00000

4.5-3.5 100/0 1.0 000 00T :pH Vatue 00T 0O

(07T CO0T CTooo™ 0D 00 CJ0Ooo 00 0O IMOOf O -related substances (LCLT T
40 [0 00000 0000 000 e 10TIOT I0OO D0OMOC D(s4 0OOOT T 010) "Thin-layer chromatography
0107 .00 0000 = DI0OMOD 00 00 0000 30 r D00I00OICT 00 000 200 v QIOOOT OO 0000
07 O O 00007 000 0o 0 1o (a) OO0 :r OO0 O 000 3 00 0000000 s 0000 0o Dooo
00 0 .00 0N 0 rs D000 Q0000 00 000 10 ()0 000 0N O 00000 0000 00 00 0.20 (B)O
OO OO0 InOor oot Uiooor oo DOmo uho 0 oo Do fiooooo: oo Lo oo
0000 007 0o 000 0007 boxn O Qoo 000l oo Da Doooo ono 0ooma0 0o o . Q000! 254)
.B 00000 (010

U7 .00 so0 070 r OO 00 00D TOO O 0MO0I00 MO0Co 0000 1o XD 010D - Assay OOVIC
CasHseN4O,o, U0 01000 00T 297 JOOT 000 000 00 1 00000 00007 DO0o0: 100 © 0ool oo O[

(A% =17.7) 177 absorptivity value [UI [T TOOIUT IH,S0,
goood
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WARFARINUM NATRICUM
Warfarin sodium U000 000000

C1oH,sNaOy; C oH,sNaO4,C3HsO,H,0 (Hyclate) :Molecular formula 0] [I]LT
330.3; 408.4 (Hyclate) -Relative molecular mass (1000 oo nom

-Graphic formula Q0000 Doncam

L0
_ z/@ - NCH,CHIOHICH, » H,0

|
ONa  CH,COCH,

ne0
n= 1

“Chemical name :[J[[[[[00 000

3-(a-Acetonylbenzyl)-4-hydroxycoumarin sodium salt; 4-
hydroxy-3-(3-oxo-1-phenylbutyl)-2 H-1-benzopyran-2-one sodium salt; CAS Reg.
No. 129-06-6.
3-(a-Acetonylbenzyl)-4-hydroxycoumarin sodium salt compound with 2-propa-
nol monohydrate; 4-hydroxy-3-(3-oxo-1-phenylbutyl)-2 H-benzopyran-2-one sod-
ium salt 2-propanol monohydrate.

LOTIT 000 [O00T 0 00 0007 0T 00000 -peseription LI

0 07007 00 Ors (0/0750~) OOINOT 00 D07 00 000 000 00 07 0 U0 :sotubiity OXOOT
R 0000 r 000I000IOT

LI0T 070 T0C rcategory LI
007 00 000 000 JIo0m o0 oo O D004z 0ome 4o OO ssterage LI00T

00007 O 07 00007 oo OO0 o 00 O0oofn Ojorop oo Do Do of 00 :vavening 000D
.clathrate form LI 0000

(00T 0007 000 DOCT TOd oD fodoot 00D Additional information: (LT LITOOI
0007 [0Por 0do 4 0od Qoo booo Tiidr 1o 0 hOd fiooon bar hom

REQUIREMENTS IO

00 O 00 wos.0 OO 007 000 000 000D ODOT0D OTU :General requirement [T IO

00002 00 070000 0000 fom? Or 0000 TR00 DeieH,sNao, U %102.0
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Identity test 0000 DIOTO00

00T 00O Ors (0/070~) OMODOOOOD OO 00 00« D007 0T 00 00 25 O O 0 O A
0000 .0 105 00O 0OCCD OO0 CJ000 00000 D00 O(c 0Imoo7 000 00 00ibol Cog)y boooo 0
.(B ONO0! DOT 00 D00 O00) . (DI0D0) <0 162 D000

0000 O DIoO 4ot 0o oo 00 00000 00 100 A D000 000 0o0on Mo 4o -8
I .(43 10007 T DDH) "Spectrophotometry in the infrared region o0l 4o ool
{0700 0000 OIor oo 07 s O00D00T OO O Ondr oo mpoor 0o fioan

(0000 J700oOn Oomor 0oo 0o 4odol s 000 A Q0oT 1070 00O0om oo 0o <
.(123 10001 DHDH) (0000T T000 "General identification tests

[0 OO0 0000 Irs (0/0 1000~) OO OO 00005 OO 0 0010 001 O D
clathrate LJI00 1000 00000 s 000 000 s (O/000 0.0167) U000 IO00O 000 00 00 2 00000
0000 000 07 o7 oo

[0 00 0 10 O O o.50 OO CO0T UOOT O :Crarity and colour of solution LI U 0 0710
.Ts2 U 00007 000 007  CO00OT 0047 011 0 00dl

Determination of water 1L LI J000 00 OO 70 U0 OJ0 OJ0000 00 100 01T . water 112
45 [ OO0 000D O 00077 OC O 0.4 D70 DODNO (145 0000 Dn O0O7) by the Karl Fischer method
0/00

.8.3-7.2 IR 0000 000! DI 00 0107 00 O 000/0 10 0020 007 001 :pH varwe D00N 00T

(0707 [TOT Db 0o DD o0 Do 00 DOl U Rrelated substances JLCCCT T

5 00 DI000 0000 0000 R4 0107 000D 00O O(s4 DOCOT T OX07) “Thin-layer chromatography

(000 r DOII U000 OO 07 000 20 v DI0O000IOT 00 0000 SO w O0O00OCCIOT OC doOO0

(IO 000 00 00 20 (a) OO0 :r 00000] 0 000 00 000000 20 00001 00 OO0 0007 0000

0T 000 00Ol 000 0o Omon 0ot om 0T 00 O 0moo? 10 00 00 o.020 (8)0 00 00T O

000000 0000 00 . (0000 254) OO0 000 00007 100 0 DO0ID0T 000w [0on Cono imeo O
.B 0000 01 1000 000000 1000 00 foo 0o Uodd O 0oxiioT Qoo oomaA 0a. 0o oo

10 O JI00IOC 00000 00 1.25 OO :Abserbance in alkaline solution [LII1 OICC [0 (10000
(000 00 000 15 OO0 O 00010 0o0 000 00 0o brs (0/0 se) I0DoOn Mo00omo 0o oo
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(00007 DO0000I0 00 0o 0000 000 0oom - 3ss 0000 000 000 00000 000 O 00 1 0o
.0.3 00 00 O Irs (0/050)

010 00 00 25.0 U001 .OI0 OO 0T 25.0 O 000000 TO0C00 00 .8 IXO0 OJI0N -DOTI00C-2 LIOIO
00 0T 001007 00 00 10 D000 0000 000 I swirling 0000 00 vs (0/000 o.125) O000OT
[IOMO Oooo O o 0o se O TNOOW OIT0T OO0 D000 .01 0o 0o 40 0O 00 250 00100 MOCO
00 00 20 07 00000 007 0000 000 eo OOO7 .7se UOOM UI0T OOID D000 07 10007 0000 Ors3
00 OI00 .000 MO © 0000 om 00 00 250 00 0000 O 000 s (0/0 8o~) INIODON DO0O0000
00 00 s 000 0000 30 O0UCT CONO 000DOIOY O DODOT 0000 Dvs (0/000 o.1) 000 O0 20.0 0001
100007 000 wen 0OI0N TOOT OO D000UT OF wen 0OM0 0IO0 s (0/0 420~) OO0O0IOM OO
00 3 0000 Ovs (0/000 0.1) I0MO0OT IO 0007 000 000 D00OT 000 000w 0000 oo 0 o0
J00T OO0 O .00mOm-2 00 000 1.001 0000 vs (0/000 1.0) 000 00 O0 1 OO 0000 000 000 000 00
000 O 00Mom-2 00 00 830 43 U QOO0 OO0 400 1 0opoT O 0o 3 0o oo oo

0.01) (00007 0000000 OO 0000 MO0 O [0O0I0C0 00000 00 o OO0 COMD - Assay 0OIMOD
CI00 000 . vs (0/000 0.01) 00O DOOO0OD 00 1000 07 OF 10 L1000 OF 100 00O vs (0/00C
C1oH,sNa0, U0 00 0000 308 0000 OO0 01007 I00 O 0000 DOo! 00 00 0O« 0000 0o
Rrs OI0000OT C0 000 00 00 00 0nodd oo joood - Jo0oon Irs 000D 0o om0 Joooo oo o
00 D00 0000 000 o0 000 Dooom boior O 0001 07 00 .cyeHysNao, 00 00 1.071 OO
.0.03+0.47 LI
aoood

ZINCI OXYDUM
Zinc oxide U0 000
ZnO ' Molecular formula /0] [0ILT

81.38 :Relative molecular mass [__[11] [T D000T
"Chemical name [/ [[0] 000

Zinc oxide; CAS Reg. No. 1314-13-2.

0TI 000 COOT fo0o 4T i 47 o0 007 [O00Z0 0D0UU :peseription LILIT
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Q000000 C00 O frs (0/07s50~) OOITO0 OO0 07000 OO0 OO0 :Setubitity 07O
.Ts (0/070-~)

100 0000 000000 0000 O »category NN

000 0000 0lo O O D007 000 40 sterage 00O

000 00 007007 DIo0? OI nooon 0T oo [ : Additional information [0 CITIIN

REQUIREMENTS IO

%100.5 U0 007 00 %99.0 OO 020 070 00 OIT 0007 0T :General requirement [0 110D
10000 (CI00m) 00000 0T O 0000 0000 Izaeo O

‘Identity test IO OIII!

[JI00TY 0000 o ooor Or L0 foo 00 00 oo 0ot 0oan A

0000 00 00 015 000! Irs (0/0 70~) OIOIOOOON OJO 00 00 2.0 O O 20 OW :B
1000 MO0 0700 0000 brs (D/0 45) 00000

(00 0070 Ors (0/0 70~) OTOOID000I: (OO0 00 00 35 0 0 1.6 00 0000 OO0ON . Arsenie DTN
0 (130 DOIOT T DIO) ."Limit test for arsenic OI000 000 0000 D000 0000 OO0 O0O00 0O
.0/0000000 e OO 0000 OO0 00 O ooon

10 U0 2.0 UII :Carbonates and acid-insoluble substances [ 100 D00 OO 0070 CITO100Z
[ 000100 000 0o 07 0o O 0000 s (0/0100~) OIO00ON CIO 00 00 30 CI00N 0000 00 00
000 0000 OO0 O 0oeo ool oo

(0007 007 .00 00 00 300 Ts (0/0250~) OINOIO000 10 00 5 0 O 0.20 O .1ren 0100
0007 0 (129 00000 01 0000) "Limit test for iron JI00] 000 0007 DINOOM 000 0O 0CI0O00 00 100
00/0000000 200 OO

IR OUIT OO0 40O 00 00 s 0001 00 000 00 00 00 20 000 2 OO sLeaa D00
00 O Ors (0/0 100) [OON0N 00000 00 00 .25 OIION O 00O 007 OO0 000 O 000 100
L0000 ooa

0007 0007 0 10 se0 D000 00O00T O 000 O Or.o (D0OD) 00 .Loss on ignition OTIOIT 00T
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.0/00o 00 000

Ts 000700 /0000 00007 00 00 0.1 00 DODIOT 000 00 00 10 O 01 OO0 . Alkatinity D00
0010 s (0/000 o.1) QO0OCOOM IO 00 00 0.3 00 0I0N OUIOT O 00O DONOOD N0 107 00000
000 Do

Ts (0/0 120~) OO0 OO 00 00 10 O INODIOC 0000 00 0.15 D200 CJIOD :Assay OO
10007 Tr OI) "complexometric titrations LJOIIT OII0 CIITO 01000 OO CJ0OOD 00 100 D00
.Zn0 [0 00 4.069 OO vs (0/000 0.05) D000 D70 OT00T OO 07 000 0O (135
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0i000T 00000 Oioton foroio Uoidor totd

LIST OF REAGENTS, TEST SOLUTIONS,
AND VOLUMETRIC SOLUTIONS
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[I000T Oorong Qiioor oot donoor Comd
LIST OF REAGENTS, TEST SOLUTIONS,
AND VOLUMETRIC SOLUTIONS

0007 O 000 "ioo0n Dmon ooor 0o oo fomr Qw ¢ ooy hdUon Mo D0 @

L0000 Dn0ion oo CoodT 0 Doo 0o 02

OI0T 0I0T 000D 0000 00 0000 0ooo 0000 D000 :Aeacia r. (IO0O0 00 OII0) OO
JOIC T0I0T D107 Dio0o Ooon? Dot 000 . Acacia sengal (L)
(1 (0000 MOr 000 a0 1 07 0000 000 oo O Moo 07 0070 000 :pescription LJILIIT

00T 1000 Jmond omodoa
(0TI Cpdr o Dol IO [7og (o oo Od 0oot Uid O DO Omoor IOQ0 -sotubitity JIITNLT

R 0000 0 00 1000 s (0/07s0~) 000N 0 OO0 O

/000 50 00 000 O <ash. 7107

/00 5.0 U0 UM O < Acid-insoluble ash LI = LITNLCL (I1IT

1ol 007 00 00 100 LT 00N OOOM 00 I OOOUT 00 O 5 UU tinsoluble matter (LU [T
000 000 00 00 OO0 oo 000d s 000 000 0 s (0/070~) Qooooo Od oo ao
0001 0 -0 105 00001 0T 000 07 IO 10000 10 07om 0om fiob 0i0g 0o 0o Door o
0/000 s 00 00

010 U Irs (0/025) ON000O7 00000 00 00 o.1 00O 0 00 00 10 O U1 OW = Tannin LI L0
0000 0 07 0000 0od? oo

JI0ORrOOION0 s I OO 07 0 000 =rs (U/0s) Acacia 00T

00 000 0000 OO oRS (p-Acetamidobenzalazine) [IICOTOIITIOp

TS [4.5 07 I(Acetate buffer) [IC00T T

00 00 00 s D700 OO0 O O 100 O r COOCOUT OOCCE OU O 10.9 UL :Procedure JILLT
I 00 1000 L7 L0000 0000 [r OO OO
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:TS (4.7 [07 IAcetate buffer) LIZO0T T
010 00 07 3.35 D007 000 00 00 100 O v 0OOOOT OO0 02 O 8.4 UL iprocedure LILLT
0T 00 1000 07 4000 OO0 IOOIT OO0

.18 [5.0 107 I(Acetate buffer) LIZ00T T
00 00 00 ¢ DO00JD 00T 00 00 100 O wr D000 OO 00 O 13.6 UL :procedure JILLT
00 00 1000 7 LI00 000 0007 U0

'S [5.5 (I [(Acetate buffer) [0 T
[e0 35 0000 07 OOOC 00 00 00 so O r 0000OT OMO! 00 O 54.4 O procedure ZIULT
0 00 1000 07 CJ0O0 000 .- OOTT OO0 OO 00 00 1o 00O OO0 0000 00 L0000CC 000

00 000 07 000 40 Ors (0/0300~) 07000 OO0 :1s (0/0120~) Acetic acia OO (10
.d~1.016 [(I001 0/000 2) 077 O D20 07 ¢,H,40,

00 OO0 07 000 000 s (0/0300~) OO0 OO w1s (0/090~) Acetic acia OO0 (10
(00 0/000 1.5) 000 0 O 90 07 ¢,H,40,

00 000 00 0 000 Ors (0/0300~) OO0 OO :1s (0/05.0) Acetic acid OO0 (10
.d~1.0007 (01 O O 5.0 0 ¢,H,0,

(000 TIT000 T2000 T0 :rs (Amiloride hydrochloride) XOLCIOT LIOOI000ON

[00-s-O00-3-000 000 003[2-0004 .CiiHisNOs - iR (4-Aminoantipyrine) (/U] OO 0704
.aminopyrazolone UJIII Jampyrone OO
L0000 07T 1070 100 O00T :peseription LI
0 OO0 ON00r 000 s (0/07s0~) 000! O 07007 00 0000 O 0100 000 :Sofubitity JIILIILT
R I
U 0 108 :Melting temperature [ULILL L1

"TS1 (4- Aminoantipyrine) I} UL 0114
[0 0.25 U0 00D OUIIT 00 00 25 O r OO0 OO U00-4 00 Oo.12s UL :Procedure ALULT
.Ts (0/0420~) OIIOO000D OO
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"TS2 (4-Aminoantipyrine) ][] U0 0104
00 1o 00 OI00 DI1000 00T 00 00 30 O r 0000 OO 000 4 00 Oo.x 0100 XD < Procedure ML
(170 D007 400 Ovs (0/000 1) 000007 00000000 00 00 20 s (0/0200) 000007 Q0000 00
.00 100 OO 0007 OO
0000 0007 DO 0m-4 000 0 00 c2oar

.C3H;N;0,S iR (2-Amino-5-nitrothiazole) U1 0-5-00-2
L0 0000 00 000 D04 fweey DIOD UCOOC <Description LI

.R 000000007 O 0000 000 0 0r 0000 s (0/0750~) 000000
OO 00 < 198 -Melting temperature AU 0o

.C¢H,NO R (4-Aminophenol) UI[[1-4
JIO0D OT 07 O 0007 000U :pescription LI
U000 00 (000 <0 184 Melting temperature AT o

M7 0 O s0 007 ~w, 00 000 07 000 7s (O0/D260~) 000 OO0 s (0/050~) Ammonia (00T
d~0.977 0(T00 0/0010 3)

:TS2 (Ammonia buffer) 10000 0o
1000 s (0/0260~) {0007 OO OF 650 O R D0ZO0OT 00O OO O 67.5 UL < Procedure L
10 1000 O 000 T

00 0 100 00 OO0 r 0O0OCC OO0 DOO 18 (D/DIOO) Ammonium acetate [JT0I00 LI
IO cHyNo,

00 0 38.5 000 OO r 0020000 OJ000C 00 OOC <1s (0/040) Ammeonium acetate 0000 CITTCK
(0000 O 000 o.5) MO0 00T O ¢,H,NO,
{0000 s (0/040) DOTO0CT OII0] OO0 U0 :Note L0007

00 02 000 OO0 r 0070000 D000 00 0000 ers (0/02) Ammonium acetate [0T0000 LI
00 I U cH9No,
0000 s (0/02) 000000 O02 000 40 :Nere 00007
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'S [4.62 [[[T (Ammonium acetate buffer) 0000000 C0ma0 ooo
OO0 OO 00000 4.62 O7 s (0/0100) DOIO0O0 T D00 OOOD :Procedure AILLT
.Ts (0/060~)

:TS (Ammonium mercurithiocyanate) 070000 000 Omoon
[0 (770 000 O w DOO0COT 0000°0 00 0 270 r 0070007 77007 00 O 30 UM sprocedure DL
00 1000 U0 [T

-TS (Ammonium molybdate/sulfuric acid) OI000001 O 0/0000n0l Oomon
Q00or OO 00 000 o0 O r (O7OOCC COO70C 00 O o5 UMD :Procedure AIOLY
1010 000 1s (0/01760~)

:TS (Ammonium molybdate/vanadate) [J/0/[/I0IC007 IO
R (000007 OITT 00 O .0 000N DDOOT r 0070OCT ONOMRT OO U 4 OO :Procedure AILT
00 100 07 OO0 Ts (O/01000~) O 10 O0 00 20 010 LI0C OC 00 70 O 00N DIDOCM
I

.(37 10007 01963 ISRIP) (NH,),S,05 :R (Ammonium persulfate) JII000] Q000!

:TS (Ammonium persulfate/phosphate buffer) (000000 0o000/00mn000 Omoan
000 s U7.4 00T 00000 O0000T D00 O r 0000007 OO0O00 00 © 10 UM :Procedure AT
10 100

.(39 10007 [1963 [SRIP) NH,[Cr(NH;),(SCN),],H,0 :R (Ammonium reineckate) 10001 (1101

000 10 00 OO R OO7O00O0 ONOT0 000 <s (0/010) Ammonium reineckate DOTO0CT CIIOT
LI 0 NHL[Cr(NH3)»(SCN)4]

00 0 50 00 OO0 r I000000 CITO 0000 <7s (0/050) Ammeonium sulfamate 070007 OO0
0T 0 NH,0S0,NH,

'TS Ammonium sulfide I/ 000] 010
25 00 0107 s (0/0100~) 0007 O R OOD0O0I 000 00 0000 OO 0OO :Procedure AILL
.Ts (0/0100~) 0007 00 OF so O0ICE 00 OO
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:TS (Ammonium thiocyanate/cobalt(IDnitrate) (II) Q000 ONi/I07m0000 Omioon
00 100 U r (ny UIOOT 00T 00 O 50 r 0OZ0000 OTT0OT 00 O 20 O :Procedure ALLIT
007 OIC0 wr DO00OT DI0C0O OO 00 0o0 Cindo oo

.NH4VO3 :R Ammonium vanadate |11 [JIT
IO I000T O OO0 O 0007 000U pescription LI
.Ts (0/0100~) 000! O O00 0000 O O000T 0000 :Sotubitity AT

00 [IT00 T000 T2 :rs (Amodiaquine hydrochloride) UDTIIOOT OO0
07 00 17 0000 D00 00 O00) oo 007mo 0000 100 :rs (Amphetericin B) [ OOO000

(Tetraenes

.C14H;,0 ‘R (Anthrone) 00T
.00i0 0000 0o0T 00000 :pescription LT
00 00 1s (0/0750~) O0OI00 O OU0OT OO0 00000 O 0000 OO0 O :Solubitiey LT
.Ts (0/0100~) OI0OTOT
0000 10 D00 0.5 LIUL IR (Solubility in carbon tetrachloride R) LI LITLIT DUID [ FZZTLT
00 00 D0 000 01 0r 0ODOT D000 0o
.2l 156-154 :Melting range L1 [11]
'TS (Anthrone) U]
.Ts (0/01760~) OIONOT 10 00 00 100 O R 00000 00 00035 O Procedure AL

00 000 0000 O -rs (Azathioprine) LI
00 IO 0002 TUD wRrs (Bacitracin zine) LD LT
00 000 0000 OO -rs (Beclometasone dipropionate) [LCTO0COI LITOTO0OM

.C-H;O ‘R (Benzyl alcohol) UL 0000
007 0000 000 D007 000 000 :pescription LILILT
(000000000 s (0/0750~) OO0 00 00T 010 0000 00 000 25 00 0000 00 : Miscibitisy Z00EIT
R OO0 R
00 °0 204 :Boiling temperature LI [T
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0 pao=0/00 1.05 : Mass density 117 177
000 TI7000 00000 T00C :Rs (Betamethasone valerate) OOJIIIITT (11010
700 (07000 70000 1070 <Rrs (Biperideny OX0I0TT
700 077000 00000 0000 <Rrs (Biperiden hydrochloride) OX0I0T DI000O000
.(53 10007 (1963 [SRIP) C4H,,0 :R (2-Butanol) OIII-2

.C¢H,,0, ‘R (Butyl acetate) [0 L[
0 D000 DOmioon O 0O 000 010 UIO :Dpescription LILIIT
.1s (0/07s0~) DONTION 0007 007 D00 007 D100 = Miscibitisy [O000
0T pyo=U/00 0.88 :Mass density L7 11T

‘R (Butylated hydroxytoluene) (I [ (JIOT) I MDD 0OOO0O
2.6-Di-tert-butyl-4-methylphenol,C;sH,40
U 0007 00000 [0 0001 0ioo UM :pescription UL
Its (0/0750~) OONIO! O 0007 00 0000 O 0000 OO0 O :Sotubitiey AL
JI00 <0 70 :Melting temperature AU o
0/00 1.0 O0 DML O :Sutfated ash LTI (TILT

00 [T 0000 O -Rs (Caleium folinatey LT LI

TS lethanotic (101 [(ca OI/J000C00T 100) Calcium standard OUZI0 DOIOTOT
(0/0000000 10) DOIOTOD 0000 000 00 0000 [a 00000 00 00 100.0 OO0 :Procedure AILLT
0 1000 U0 Ts (0/0750~) OOZE00 OO 0700 000 00 Is (Ca

TS (ca UU/IOOOOCM 10) Caleium standara OO0 DOCCTOT
OTo0! OO0 00 00 15 O re 00007 OIOTOC OOO0OO OO O 2.50 O :Procedure LU
1000 00 007 00000 100 OO OC 10.0 OO0 .(a OOI) Ofiooo 00O I 0000 Ts (0/0300~)
il

(62 [UILI 11963 ISRIP) CaS0.,2H,0 R (Calcium sulfate) [I0Z0L LTI
R (Calcium sulfate,hemihydrate) [0 07 f000non Qo

.CaS0,,,H,0, Plaster of Paris U0 g
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(000 070 000D (oo 000 Omo 0o oo OJo7 oo Oooo T Ot 00040 :pescription: LILIIT
0T porous

TS (Calcium sulfate) (000000 Cnn

[T 00 00 100 O 000D D00 C00 r IO DOCOC O0COJ0T OT0OD 00 Os 00 :Procedure ATHLL
L0

00 00000 0070 070 <R (Carbamazepine) IO

LI00 00000 077000 T <R (Carbidopa) (0O

000 000 OTOI00 000 0000 1000 @R (Carboxymethyleeltulose) 0 CITT OOO0TIICT
.C23H3sN,04,2HCL, 7H,0 R (Cephaeline hydrochloride) U1 000000

U 0007 000UT :pescription LILIT
JLe1y"C =+25° 100/ 20 OO0 DOOIDN <Specific optical rotation LI LT LT

VS (D/DDD 0.1) Ceric sulfate 1[0 LJII00
0100 OC 28 U0 L0 O Deecsowy 0 0 33.23 0200 1 0r C2OOT OO0 UI :Procedure LILLT
4g 00 MOT 0000 00T 0000 00 1o00 00 OJO0 000X 00 00 sool Ts (0/01760~) LIOOMON
100 0100 000 00 0o jong

0000 00 00 o LT OJOO 0O0DD O OI0C DooU O [ooodg Domho (oo Do 2s 0oon -0
(000 0000 DOd Or 0OIOT00T 0000 00 O 2.50 s (0/010s~) ON000000T OO 00 00 10 O0OI
O0MO0 Ovs (0/000 o.1) 0IODOT LIIMOONT OI00 r DODOOT QMIOIO 00 01 OO0 0000 1s 000

10000 s 100

00 077070 0000 T <rS (Chloramphenicol palmitate) LUOTITII0T LI

.CeH,CIN [00I0-4 :R (4-Chloraniline) LI0II0
0T 0000 I 0000 40T :pescription 1O
JI00 <0 70 -Melting temperature AU 0o

.CsH3CINO R (4-Chloroacetanilide) ON0TT000 00O00-4
100 ooe Of 0T 0oor toood 07 DOor 0T 01U -pescription LILIT
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R 0100 Ts (0/0750~) OONIO! O OI00 00000 O (000 ON00 O :Sotubitizy [IIELT
000 <0 180 -Melting temperature AL i

000 D700 0000 0070 <R (Cimetidine) DI

.(69 10O 01963 ISRIP) C19Hx,N,0 R (Cinchonine) ONOIOT
01007 0000 r OMIOT OO :PyR (Citrie aciay IO 0
000 OII0 0000 1010 <R (Clofaziminey OO0

00 OO Mo000 1070 <R (Clomifene citrate) OII000T N0

0T .I00 700 0000 O GRS (Clomifene citrate Z-isomer) [IJII0T DIITION z-0000T
Rs UIIIOO

.(70 I00C) 01963 ISRIP) CoCly,6H,0 [ILIINOT JIIID :R (Cobalt (1) chioride) 11 LIZ00T OIII0
0 L0 o

[ 30 0700 000 00D OI007T 00oe 0O wrs (D/030) (Cobatt (1) chloridey 11 L0 00000
U000 coct, L0

00 0 s 0700 000 000 OT00T Dooio? 000 s (0/0s) (cobait () chloride) 11 OO0 00000
L0 cocty

"TS (Cobalt (1I) chloride) 11 LIZ00T OIIO
(10 00 00 2.5 00 000 00 070 00 O R qry OIO0T 0000 00 O 6.5 U < Procedure AL
00 100 010 1077 00 00 97.50 s (0/0250~) OO0O000I!
328 JLCIT iz LU0 07 000 0 G0 LD LT
.Co(NO3),,6H,0 ‘R (Cobalt (II) nitrate) LI 00L LI
L0000 000 ODOT wpescription [T

00 000 R an OZ000 O07 00 000 =1s (0/0100) (Cobalt (11) nitrate) (i L0000
[0 coNos), U0 U100 DI

:Ts (0/010) (Cobalt (1) nitrate) (ry CITTOON CIIIT
.00 1oo 000 070 00 [0 000 O r oy OO0 OO0 00 O 1.6 0 O : Procedure AI0LT
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200 00 TI0000 0T +Rs (Colehiciney UOILIOOT

50 [I07 000 0000 r (my OO OO0 OO0 w1s (O/045) (Copper (1) acetate) (ry LIOM T
[0 ¢cyHgCuos,H,0 U0 0

.CuCl,,2H,0 'R (Copper (II) chloride) (11) [II0Z 10000
0007 O 0000 D000 00000 OB :pescription OOL

TS (Copper (IT) chloride/ammonia) mDDD]/(II) L0000 000
00 00 100 IO T OO O0 200 O r an OI0OT 00000 OO O 22.5 UL :Procedure AT
.Ts (0/0260~) T

TS (Cu DD/DHDDDDDHDIO) Copper standard U0 JI0TT
(1000 00T 100 L0 I 00 0700 000 O R amy OO0 OI00 0T Oo.393 UL : Procedure AL
.0 1000 OT0 OO0 100 00 00 10.0

.TS1 (Copper standard) O0n0n a0
10 00 00 000 O I000I00 0000 Or o UXON0 000 00 O 1.965 DI :Procedure AILL
0 1000 U0 vs (0/000 o.1) COOO00I,

"TS2 (Copper standard) [0 [0
(0/000 o.1) O0IIO00OOIO CI00 D000 00 1000 (0000 TOCO 07 Ts1 ONOM 0000 00 OO 3.0 000
I 00T O OO 0o 1oooooo 1.5 00 Doo? 0o 0oo .00 1000 OO vs

00 01 00 000 R any QIO Q0000 000 <7s (0/01) (Copper (1) sulfate) (my U701 OO
[T 0 cuso,

.C21H,5058 ‘R (Cresol red) U000 (00
U007 O 000 000 00000 :pescription LILIT
OIIIO00000 0mo! 00 s (0/07s0~) 000! O OO0 D000 O 01007 D000 < Sotubitizy AT
10000 0000

TS (Cresol red/ethanol) O0IMOyOo0oon 0o
(00007 DI00000D 00 00 2.5 00 rR DOOWOT OO OO Oo.os OO0 :Procedure ML
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Ts (0/0150~) OO0 00007 00000C 000 000 Ors (0/0710~) D070 00 00 50 s (O/0CC 0.05)
U0 250 OI70 0000 MO0

:(Culture medium Cm8) Cm8 U0 [
OO00I0T 00 O 100 v 00 00 0000 00 O 100 R D000 00T 00 O 1o O 2Procedure AL
0000 .00 1000 OO 07 00 0070 OO0 O r 0000 00 O 170 v 000007 000C 00 O 3.00 R
121 (0000 0000 D000 00mo O7.1-6.9 OO0 s (0/000 0.05) I0M0OT DIDOO0CND 00IOO0 00O
LI 20-18 000 <0

:(Culture medium Cm9) cm9 U0 [0
R O00OT0T 00 O 100 v D07 00 0OD0 00 O 100 R 0007 DOICE OO Oro UMD 2 Procedure AL
00000070 J0I00 fonT 0oan .00 1eoo OO 00 U0 ITID MO0 O r DOUOOT 000O O7 O 3.00
0070 20-18 000 °0 121 D000 00007 (0000 00000 O7.1-6.0 00O vs (0/000 0.05) D000OT

:(Culture medium Cm10) Cm10 U 000
R [I00O0 OOOT 00 O s0 v 00 O 07000 COOCE 0OOO 00 O« 000 :Procedure ADLT
[0 07000 000 O w OI0CE 00 O 140 r 00O DOOO00T 00 O 50 » OO00000 002 0000 00 O s0
.00 1000 OO T

:(Culture medium Cm11) Cm11 UI07 U0
0 r 0000000 O 150 R 00 00 0000 00 O 60 R D000 OO 00 Ovo U :Procedure AL
Ivs (0/000 1) 0OIO0ON 0DO00O0 DOI00D ooal o 00O .00 100 OO 007 00 0000 0000
(0 00t 0010 00004 0o boo0n .7.s 0000 DO0T U0 0000 00o 0100 aodr 0 07 Jioooon oo
0 20-18 000 <0 121 00000 0OCCT D0O00T 00000 0OI00 oo O Ood; ool

00 [0 0002 T wRs (Cytarabine) LI

00 [ITT00 TO000 000 RS (Dexamethasone sodium phosphate) [UOI0OIT 0000 D00

00 IO 0000 OTCD -rS (Dextromethorphan hydrobromide) LCCLTIOCIHD OUOCIOO0T

R (Diatomaceous support) Q10000 0
1007 000 . D000 d0mnd 0o oodr oo O 0T [0mon 0o a0 00 :pescription: LIOIT
(00000 OO0 00007 000 000 O flux-caleined 00000 00000 OF 0000 DI0OOC 07000 000000 OO0
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OO O Ositanized 00000 00000 [acid-washed 00000 CIOOD 000 D00 O 0000 01000
.alkali-washed L0

.Cy0H¢C,O5 R (Dichlorofluorescein) OOUOoomoooio oo
U000 00O 000 00007 0000 pescription LI
Ts (0/07s0~) OOII0N O OO0 000 O 00007 000 :Sotubitivy AIITLLT

TS (Dichlorofluorescein) 0000000000 O
R O0IIT 00 00 100 O r OONOT000C OXT 00 O 0.2 Q0 < Procedure AL

00 TT0I0 TI0000 OO -rs (pietoxaciltin sodium) LITIUIOCOICIOT 0000
L1000 000 D000 000 [ooo 2000 :R (piethylaminoethyleellulose) J0100 [T O 07T 0T

.C1,H,404 ‘R (Diethyl phthalate) 01100 00T OO0
T pao= 0100 1.117 :Mass density [IL17 117
.3 =1.500—1.505 :Refractive index [[LLILI [JL]T

LI00 T770070 0000 1T <R (piloxanide furoate) [LICONOT LIIICCE

.C4HoNO R (Dimethylacetamide) HI0I0O0 Om0 Qo
000 000 070 -Description /i
U0 °0 165 :Boiling temperature LI [LITLT DLLLT
.p20=UI00 0.94 :Mass density [ILIT 1117
"TS5 (4-Dimethylaminobenzaldehyde) /U000 070 U000 O07-4
010 00 07 45 00 000 O r OI0CZOOT 0700 00 077-4 00 O 2 0001 000 40D 2 Procedure ATLILL
.Ts (0/0420~) OIO0O00000 IO 00 00 550

.TS6 (4-Dimethylaminobenzaldehyde) Q00000 O 2o Ol-4
007 OO OO 20 O r O0OOZ0O0 0000 OO0 OMC-a 00 O o2 UMM .Procedure AULLI
R 0000 00 0000 OO0 Ors (O/0420~) OOOO000 000 O0 O0 0.5 CIIOM Ts (0/0750~)
.vs (0/000 0.0001) TIO0N DOID 00 00D O 100 DMO0! DOID 007 0007 000
10000 Tse DIDOTOOIT (707 OO0 O 00O 00 OO 000

391



.CsH;;N ‘R (V,N-Dimethylaniline) U 0000 OLL-v,v
OO0 000 00007 OO0 D00 070 :pescription LT
R 000 r D00000C0OT0 s (0/0750~) OOMON 0000 000001 077 00000 0000 : Miscibitizy ALLELT
JIOI o0 193 -Boiling temperature LT 000
/00 0.96= pao :Mass density [ 11T
.C,HOS R (Dimethyl sulfoxide) U0 0] OIO0O0
0000 0007 f00ioo 0000 0o 07 0070 000 o0 000 070 :pescription LT
/00 1.10 = pyy :Mass density LU 11T
.(80 100OII [1963 ISRIP) C4H,CIN,O, R (2,4-Dinitrochlorobenzene) UNONIIIIO00N (11-4,2
000 TI0000 00000 T000 -rs (Diphenoxylate hydrochloride) L1 00D 1T 000000

TS (Diphenylamine/sulfuric acid) OI0000On O0/0000m0 onn
.Ts (0/01760~) OO0 10 00 00 100 O R 00070 ONF 00 O 1.0 U0 2 Procedure A0
00 100 000 00 0000 000 s OM00OD OO/000 000 070 0000 00 OO0 storage DO
0000

.C13H1uN4O R (1.5-Diphenylcarbazide) UIIII0 00 O10-5,1
007 0000 000 DD 00 ooon 0oon 00100 O0oE 00000 :Description LT
JIO <0 174 :Melting temperature AUC oo

:TS (Diphenylcarbazide) 0000000 000 O
Q00! D0 007 00 1o 00 000 O R 00Z00 0T 00050 U0 U 0.2 UM :Procedure JILLT
.Ts (0/0710~) OOITOC 00 00 900 R OO
(0000 D000 DT 00 02 o5 IO :Sensitivity test to chromate LJTLIOT JLIDAT [T
00 00 0.2 1007 IO 00 so 07 000N 100 00 00 s OO .00 1000 00 DX vs (C/000 0.0167)
000 0000 007 00 Ors 000000 000 002 00 00 o.50 vs (0/000 2) O0O000 OO0

(00 000 r 0000OT 007 OI00 000 srs (0/020) (Disodium edetate) [I0000 070 CITOT
U2 0 ¢oH14N,Na05 U1 0 20 T

0 000 r 00007 00T OWI0 000 s (0/010) (Disodium edetatey JIN00T 077 CTIOT
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0 ¢40H N, Na,0, U0 0 10 I

07000 O 0007 Ir DO0DCOT DI OIOT »vs (O/000 0.01) (Disodium edetatey [OIO00N 007 OO
01000 0 €,0H4N,Na,0, U0 0 3.342 07 O
[0I0Z0 00000 OO DOIDO0T Ooiom oo 0o O 000 :Method of standardization (LTI [TIETT
.194 10007 01 0007 O s (0/000 0.05) IOINOOIT CINIOT OMI 0000 OO 00 0000 0o 00

O000T 000 s (0/0100) (Disodium hydrogen phosphate) 000N 01 OOO0MD CI10000
T 0 NayHPO, U0 U100 D707 OO0 v O000OT 017 O0O0C

Q000 000 :1s (0/028.4) (Disodium hydrogen phosphate) ID00T 011 OO0I0TD CI10000
T O NayuPo, U0 U 28.4 U0 OO0 v OOO0OIT OIT DOCOO0

"TS (Dithizone standard) U0 D000 O
R 000000007 00 00 1000 O R O00ZE 077 00 00 10 UL :Procedure AULLT
[0 0000 00000 C0 0000 0oloo oo 01 Qioon 0o 0mo fioow O 000?000 :Storage LWL
.0 4 00000 O 0000 0000

'TS (Dithizone) U0 0T
0100 s (0/0750~) OOIOC O0 000 000 O r 00000 OO 0C O o.10 O :Procedure ALDLT
U0 100

00 [0 [T000T 02 :rS (Dopamine hydrochloride) UTOT DITCIOC0COT
00 OO0 CI0OOT 0T :rsS (Doxorubicin hydrochloride) [T 000OONOT 10000
00 [0 TO0OOD O :rS (Emetine hydrochloride) U0 OIDOI0OCMM

.C2HBr,N,05 [IIIO0T OO 00 OO0 iR (Bosin ) Y UIOIE
L0000 7 DO 00000 000 U0 :pescription LILIT
.Ts (0/07s0~) 000! O ONOON O00 0000 O0 000N 00 - Sotubitisy AL

O CyoHeBryNa,05 00 0 5 700 000 000 v U100 000 s (0/0s) (Boson ) Y LI
200 TTT00 0000 OUD -Rs (Ergocaleiferot) LOZIOTHOMILE

00 [0 om o .Cy3H4,0 Dergosta-S,7,22-trien-3-01 ;:Dy Q000 000 :Rr (Ergosterol) gooiooooon
.%95.0 Ul CysH4,0
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0007 00000 00 1700 000 07 000 0L - pescription L7017
(000 °0 163 0200 < Melting temperature (LI (I
(0I00IOT O 0000 20 DOID OO0OD :Specific optical  rotation LT LWL LILLIT
JalBC =-133°0R
000 077000 T0000 0070 <R (Erythromyeiny OOTO00TO0]
000 0770 T0000 0070 <R (Erythromycin ethylsuccinate) OZI00000] OIIO000 O
00 OIM000 T0000 0070 <R (Erythromycin stearate) [OIIO0I0] CIIIID
00 OI70000 I0000 0070 <R (Ethionamide) IOTIITC

.C;H,0, 00T DOODT0-2 iR (Ethylene glycol monomethyl ether) [II10I LIOTD U7 0000 O
00 000 070 :pescription LI
.U 125 :Boiling temperature LILII [LITLT DT
U0 poo=0/00 0.96 = Mass densizy [IL7 (117

VS (D/DDD 0.1) (Ferric ammonium sulfate) (10007 DDTOT CIT00C
010 OO 07 o0 s (0/0 1760~) ONIONON OO 00 0000 O O 0OI0I00C 00700 Cimo
.00 1000 [ FeNH4(SO4),,12H,0 LI 48.22
(10 0000 e O 00 00 300 00 LI O r OIHI0O0 IOZ0 40000 00 Uso UL <Procedure AL
.00 1000 U0 [0 00 0000 00007 0000 4J00 s (O/01760~) ONOO0IOT
00007 0/000 0.1 OI0 OOOT D00 00 O 000 :Method of standardization [T (11T
Qooooo Oo 00 00 s O0o oo 00 Dooo ooo- Or ooo2s 00c <00
(000D QOO0 Omoo 0o 1o 000 0MON 00iC! 000 R 0000000 Dioo: 0o O 20 (0/0420~)
L0000 D00I0an o Coon 100000 00100 0o 00000 1077 o0t Ovs (0/000 o.1)
007 00 0001 07 400 0000 Do oo U 00i; 0O storage LD

0 Fect; 00 000 0 65 000 OO0 OO0T D000 OO0 <1s (O/0 65) (Ferrie chtoride /00T 000000
il

FecCl, U0 0000 O s0 000 OO0 OIOIT 000! 000 s (O/0s0) (Ferrie ehtoridey (00T 000
A0
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.TS (Ferric chloride/ferricyanide/arsenite) OMO0/OIo 00yYOom oooo
000 070 C0I 00O :Procedure JILLT
.Ts (0/070~) OIO0IOO0D OO 00 00 100 O R 00007 DI00ID 00 O 2.7 O (1)
10000 0ol 00 tOo OO0 .00 00 reo O r 00000 0700 00100 O 3.5 O 2)
.Ts (0/0so~) 00O D0000O7 DIO00000 00 00 25 0 r O70000 01000 000 00 O 3.8 O (3)
{7 00 100 007 OJOO0 Ors (0/0100~) CIOODOT 10 00 00 s0 107 0007 OO0
.(3) U007 00 000 0000 (o) 0010 00 0000 S0 (ny 00io? 0o I0oo s 00 roooo? Ot joomo

TS (Ferric chloride/potassium ferricyanide) [OICMOI 0mio 0on/C000 oo
1700 MO0 0 r 000700 0070 OO0 00 0 o.100 R UIDMT D000 00 O 2 U :Procedure ATLLT
00 20 000 0T 00
10000 s 00IOM0M 0000 D000 0ot 000 OO0 4000

TS (DD/D[DDDDDD 50) (Ferricyanide standard) [T U0 O0O0T
0 KsFe(cNy, U0 O 7.8 00 0000 T O r DOIOOE 070 OO0 0000 0OO :Procedure AL
.10 1000 DT D000 00 0O OO0 OO0: 100 00 00 1.0 OO0 .00 100
1000 (O0/000000 o) OTI0M OINO 000 000 08 2000

TS (DD/ [0ooo0o 100) (Ferrocyanide standard) (1[0 D000

K4Fe(CN)6,3H,0 U0 0 2.0 000 U000 O O R DOIOCCOCE CEEE000C 0020 000 :Procedure LU
.00 100.0 U0 000 0T 00 0007 00007 100 00 00 1.0 000 .0C 100 O

10010 (O0/0000000 100) OOTO0 X000 OO0 08 22000

200 70000 [TT00 T -Rs (Flucytosine) [CCCIONIT

00 T0000 TIT0 OO oS (Fludrocortisone acetate) [ILCOOCDOCOO0IT I
00 [0000 TIT00 0D oS (Fruorouracity LICICIOOOT

00 70000 IZT010 O :sv RS (3-Formylrifamyein) LU 000003

TS (Fuchsin,decolorized) 000 000 1000000
L1000 0070 000 O 0010 000 00 00 eoo O wasic OO0 OOOOIT 00 O 1 U - Procedure ALLLI
(00000 DO 00 fiOn o 0o 0o O 007 000 00 100 O 000 r 000O0CT O00C 00 O 20
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[T 0177 0007 Omom OO .00 1000 07 DT OO0 Ors (0/0250~) OO0O000N OO 00 OC 10
0000 000 000 0000 (O o.3-0.2) R 000N 00 TIIO 0000 00 OO0 00 00T (0007 000 1000 0moo 0o
Its (0/0250~) OIO0IOO0DNO IO 00 00 3-2 0000 D007 000000 00 000t oo .00 oem o
(0707 OOooT 0o 01 0o 0o Dol 0o 0o W0oor O o0 00 0oo; 0o 000z O o

0000 07 000 01 40 s 001 DI0 00000 . Dooioar 0o 0nT 0o foon

00 T0000 [0 0T :Rs (Gallamine triethiodide) [IO0IT 00T CILE
00 T0000 [T OO RS (Gentamicin sulfatey LU0 L0
00 0000 IO 20 wRs (Glibenelamide) OTLOTT

.C¢H 206 ‘R (Glucose,anhydrous) U101 00O
.150 1000 2 0000 O 0000000 O 00000 00 [00 OmooT 0000 nooinn

.(94 10007 (1963 ISRIP) C;H6 :R (Heptane) I

.CsHsNSi, R (Hexamethyldisilazane) UI0I0 070 0100 0000
000 DO 7 0000 000 0ON0 UI0 :pescription LILT
P20= 0/00 0.77 :Mass density [ 117
.(NH,),,H,SO; ‘R (Hydrazine sulfate) [ I001] OO
.00 0007 00000 07 .00 D000 40T -pescription LT
.Ts (0/0750~) OO0 O 1000 0700 00 007000 000 00 000 40 O 0000 :Sotubitisy AIILEIT
[IIO0OM OO0 00 Cooo0 00 000 0750 0o o 00 00 35 0 0 10 0000 000000 < drsenic LITET
/0000000 + 00 007 0 0(130 DODOT Dr (200 "Limit test for arsenic X0 000 OO0
O/00 1.0 00 00 O :Sutfated ash CITLIT I1T

00 O s (0/0420~) O0OO0000 OO :7s (0/0330~) (Hydrochloric acidy 00000010 (10
(0/000 o IT0) g~1.15 TOIT O \en 00 0 330 0700 OO0

Its (0/0250~) OIDOO0OI IO :vs (O/000 0.05) (Hydrochloric acidy LIN0I000000 (10
00 1000 U Her 00 U 1.824 OO0 000 T OJOO
II0000 00007 0 IO DOO0 o0 00 O 000 < Method of standardization (LT (1T
200 00007 0 0007 0vs (O/000 1) OMDOO0OD 0 000 OO
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Its (0/0250~) OMNIO000 OO0 »vs (O/000 0.005) (Hydrochloric acid) LN0I0000I (100
00 1000 U Her O o.1824 OO0 07 T70 (JO0
NI0000 01007 O DEOOT DOOo Do 00 OE 000 :Method of standardization (LT (LT
.200 00007 0h 0007 0vs (O/000 1) OIDOO0OID D0 00 OO

0100 0(0/0250~) ODOOO0OM 10 »vs (0/000 0.0001) (Hydrochloric acidy L0000 (10
L0 1000 O e 00 000 3.647 OO0 2 01
(0000 0mooT Do 00007 Omon D00 00 000 :Method of standardization (T [T
.200 1000 Tr 0000 Dvss (O/000 1) O00IDO0OND IO 0o 0o
O0II0000 OO »vs (O/000 0.01) (Hydrochloric acid/methanoly UOII/OINOIO000N! 10
00T 00 00 1000 O Her 00 O 0.3647 0000 07 007707 OO0 Ors (0/0250~)
[I0000 0OooT DO 00007 DO 1007 00 O 000 :Method of standardization (T T
.200 0000 0r 0107 0vs (0/000 1) OM0ODO00D OO 0o 4o
000 TIZ000 OO00 T000 -rs (Hydrocotisone sodium succinate) UOUIO000ICN 00000 OZI0000
.C¢H4(OH), R (Hydroquinone) U000
0000 00000 07 7007 DO 0000 07 001 0000 L0000 - Description LT
R OO0 s (0/0750~) OONON 000 O OO0 :Sotubitity AIILLT
U000 o0 173 < Melting temperature [/ IO
0010 0000 DO00D DonCooom! oo oo < 2700w

TS (D/DZOO) (Hydroxylamine hydrochloride) 000 0000000 000000
[0 0 NHy0H,HC1 00 0200 U700 000 r 000 DOO000I D0DIOCOO0 0000

‘RS U107 O70-2-0000000-2-(000 000000-3-00000010-4)-3-¢-)
000 TI000 00000 0l s D(—)-3-(4-Hydroxy-3-methoxyphenyl)-2-hydrazino-Z-methylalanine

.10,11-Dihydro-5H-dibenz[b.f]azepine; C14H;3N ‘R (Iminodibenzyl) 0000 Q0D Ooan
000 1007 D007 00000 :pescription LILIT
LI <0 106 -Melting temperature AU 00

(0T OO 0T DO 0ot fhoor 0o U0iD o 00 DU :r (pH-Indicator paper) (0ZT (00D OO0
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.10-1 001 0000 000 O (000 D000 00001 0000) [0 noiow 0o 0o Oeon 000 oo Do

.TS (Iodine/chloroform) 000000000 /000
00 100 010 r OOOIOOOIOT 00 070 000 O 000 O 5.0 UL :Procedure ALLLT

L, U 12.60 U000 000 0000 O 0700 IR DOCOTON 0000 R COCC :vs (O/000 0.05) (1odine) OOIT
.02 1000 O k1 0 18.0(
(000 0ooT DI 00007 DO 1007 00 O 000 :Method of standardization (LT LT
.202 00007 0r 0007 Dvs (0/000 o.1) 00T 0100 OO

01.80 1, O 1.269 OO0 07 0077 O D000 IR O00ODOCT 000000 00T »ws (O/000 0.005) (1odine) 01T
.00 1000 O K1
(0000 D0j007T QD OoooE Ooon 0oom 00 DI D00 - Method of standardization (LT LTI1T
.202 00007 0r 0007 Dvs (0/000 o.1) 0OCT 0100 IO

1, U0 25,38 OO0 OO0 077 O 00000 Ir D0JCD00T 000000 R OO0 <vs (O/0000 0.0001) (todine) OO0
00 1000 U k1 U 0.36[
(0000 0j007 QoD Ooooos oom oo 00 DI D0 - Method of standardization (LT (TI11T
.202 00007 0r 000 Dvs (O/000 o.1) 0O 000D IO

" TS (Iron salicylate) 1] LI
010 00 OC 1o 000 0 00 OC 250 O R UIOMT 00700 0000 OO O 0.5 O :Procedure AILLT
(0007 100 00 00 100 07 0007 .00 500 ONO D0 OO 00 CI0CT OJOOO Ors (0/0100~) OI0O0CT
00 00 8o Ts (0/0 60~) OIOD! L1000 OF 200 s (0/011.5) D0000T OO0 00 OO s0
00 s00 07 0107 000 s (U/0150) D000 OO0
00T 07 DOO0 000 fmod 1ol O 000 :Storage LTAT
000 0n0r 4Uiono ood od -aode

.C3HoN R (Isopropylamine) LI
00007 0070 00 00T D00 0020 OO :Description LJLIT
00T °0 33 :Boiting point UL LT
00 pao= 0100 0.69 = Mass density L1711
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R (Lead acetate paper) L1000 OO0l Qoo
Ts (0/0s0) LIIOOT OI0! OO 000D 10 OO 000 O DOT 0000 D00 000 < Procedure AILLT
1040 x 00 15 000 00007 O 0007 0000 OO 007 ..(0/0e0~) DINOOT L1000 001 0000
000 00700 e O D00 4ma: 0o 0o 02 00 :Storage LTI

Pb(NO3), (1 [ 100 00 O00 r CIIOOT O 00O s (0/0100) (Lead nitrate) CIIOT 17T
Ao

.(105 [0O00L (1963 [SRIP) PbO, :R (Lead (IV) oxide) (1v) (1001 DIOOM]

LI00 000070 TO0O00 0000 <R (Levonorgestrety IIOIO0IIONT

00 CTM00 0000 070 <R (Levothyroxine sodium) [OO0ONIOTT 001000

00 [ITD 0000 0000 <R (Liothyronine) [IIOOTINTT

.Li,CO; :R (Lithium carbonate) [[[[[[] LI

0TI 000 001 000 DUOOL :peseription LILILLT
.Ts (0/07s0~) DOIN0N O OO 07007 0100 0000 O 00007 000 :Sotubitizy LT

TS (Lithium carbonate/trinitrophenol) (0000 Oion/00mnT Onmoa
[0 00 000 U r OOM0OID 0007 00 O .50 R DO OIOTO 00 O 0.25 UM :Procedure DL
00 100 U0 7

.LiCI :R (Lithium chloride) [0 000
IO I000T D000 OTIO :pescription LI
.R 000 s (0/0750~) OO0 Ir 00000 O 000 D00 O 07000 00 <Sotubitivy AT
L0000 0000 0 O 000 :Storage LTI

0 vict 00 O 1o 0007 000 OO0 DO 000000 OO0 s (O/010) (Lithium chloride) 07T 000000
il

00 [0 000 IO RS (Loperamide hydrochloride) LCIHI0T O00I0000T]

‘R (Macrogol 1000) 1000 LU0
L0 IO 20 :pescription LI
L0173 mm?s ! [0 [0 1oo [UOOL O :viscosiry J0LNLT
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p-tert- ICyHpO1 R (Macrogol p-isooctylphenyl ether) 0000000 000 Onootl-e 0O

.octylphenoxy polyethoxy-ethanol
."Sterility testing of anibiotics [[I/0JI LT C0000 0720 000 00100 0000 00000:

.C4HMgO,,4H,0 R (Magnesium acetate) J0I000 Lo
L0000 00072 0000 0T :pescription LI
.Ts (0/07s0~) D000 0000 O 00007 00 - Sotubitiey ZZITLIT

.(110 0000 01963 [SRIP) MgCl,,6H,0 :R (Magnesium chloride) 000 00000

:vs (0/00C 0.1) (Magnesium chloride) D00 00000
.00 1000 OO 000 00 0700 000 O r 00000 OI00CD OO0 O20.5 O :Procedure AL
Q0700 00/000 0.1 OO0 OO D00 00 O 000 :Method of standardization [IIIT [T
00 0010 00 00000 000 00D 00 00 25 000000 (135 00001 0r 0007) 0o0oon Ciooon O
MgCl,,6H,0 0 [0 20.33 0100 vs (0/000 0.1) 0X00OT OIO OO

TS (Mg O/000 0.1) (Magnesium) JII00
OI000OT OO 00 00 s 00l 0 R 0O0ooE Omo 00 0 1.014 Q00 cProcedure AL
L0000 1000 07 01000 Ts (O/0100~)

TS (Mg 0/0000000 10) (Magnesium standard) [JIU0T (0007
.00 100 000 0007 00 00000 000X s (00/000 o.1) OOIOO0 00 00 10 OO0

.TS (Magnesium sulfate/sulfuric acid) Qoo Co/omonr Omo
Ts (0/0100~) OINONOI OO 00 000 D00 O w OOOOCT OI0 00 O 25 O :Procedure LT
10 100 00
00 07000 TO0O00 T :rS (Mebendazole) OO0
.C1;1H;0, [00T000 -4.1-00-2 R (Menadione) UUIIIIL
L0000 TI00 UOT :pescription LILNIT
JII <0 106 -Melting temperature AUOL oo

.TS (Mercuric chloride/ethanol) O0INOL a0 doonn
00 s (0/0375~) OO0 00 000 000 O r O00000 000000 00 O 2 000 :Procedure ALGLT
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.00 100

.TS (Mercuric nitrate) CI00700 Con
A ug 00 00 32 00 000 O r 00000 OT00T OO0 00 O 40 DM :Procedure DL
0000 150 s (B/01000-~)
00T 00 000 M0 0 0000 00 :Storage LT

VS (D/DDD 0.02) (Merecuric nitrate) L0011
(10 00 00 1o 00 000 O O O OO0C0T OO0 OO O 6.85 OI0 000000 000 < Procedure AL
.00 1000 000 O 3000 0702 00 00 s000 Ts (0/0130~) DI
00 0/000 .02 OTI0 OIOT OO0 00 O OO0 :Method of standardization [LIIIT [III1T
.190 00001 0 000X s (0/000 o.01) CIMIIIOT COMON OO0 010 DIDOOC 00T

-TS (Mercury/nitric acid) OO0 C0/000n
000 000 Q000 r 0O 0O O OO 00 00 27 U r 0007 00 00 3 U0 :Procedure D0
I 00 0o
L0007 000 0 o0 O oo 0o oo 00! 0ot U0 U0 sstorage L0LT

00 T0000 7010 00 :RS (Methotrexate) [IULIIOTT

00 0000 ITZTID OO s (Metoclopramide hydrochloride) D00 DIODIO000T
00 0000 00 00 2RS (Miconazole nitrate) OITIOTT LI

.(120 1000 01963 [SRIP) MoO; iR (Molybdenum trioxide) (L0 OIO07 D10

.C,H;NO R (Monoethanolamine) L0aam toioo
0000 MO0 0000 DOoom 0oo 0 4o 00l 0000 U10 :Description LILIT
R 001000 r 00T 000 0000 U0 - Miscibitiey JLINLT
00 °0 170 :Boiling temperature LTI [TV
.pao=UI00 1.01 :Mass density 1117 117
) =1.453-1.455 ‘Refractive index (LI [J[]T
00 T000C [ITO OO0 :rs (Naloxone hydrochloride) LOOICITT OXI0I0000T

00 70000 IO OO -rs (Neamine) LI
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‘RS (Neomycin B sulfate) B LU0 L0

0000 7000 D00 cowvv OO 0T RS (Framyeetin sulfate) TOTI00 O00) 07 0000 OOTCE
Al

00 C00OC T OUZ0 <R (Neostigmine metilsulfate) [OTIOITT LT00 O
(124 1000 01963 IsrIP) Cy5H,,CINg Ic.1. 00000 10007 [.1. 50040 @R (Neutral red) [0 D000

-TS (Neutral red/ethanol) O0Mm00 /0000 ooo0r
100 000 Ts (0/0375~) 007000 00 0000 D00 O R D000 (00O O 0.1 O - Procedure AILLT
Al

Z00 T0000 TET070 OO ors (Nifurtimox) [IOOOT 00T
00 0000 TZT070 OO wrs (Niridazote) COZIOICT

[0 TO000 T :rS (Niridazole-chlorethylearboxamide) [JIUUIIIN 0770 OOCO-DC0IOT
L

00 0000 1770 100 RS (Nitrofurantion) [IOOCOITT

.CH;NO, :R (Nitromethane) /[
001 000 OOI0 070 :pescription LILIIT
.R (0000007 0D 0700 r 0000 s (0/0750~) OOINO0 D000 0000 : Miscibitiey LT
U0 pao= 0/00 1.13: (Mass density) LT 11T
0D #2° =1.380 :Refractive index (LI LI
LU o0 101 :(Boiling temperature) LI LI [EIY
000 TIZ000 0000 I00 :rs (Nescapiney LI0O00LT
000 JET000 00000 [0 :Rs (Nystatiny (7O

.CsH,,0, [OZIIOI OO iR (Octanoic acidy LIIO0H] LI0
U070 000 000 070 :pescription LILIIT
IO <0 237 -(Boiling temperature) LT 0 oy
00 0/00 0.92= pay = (Mass density) 7710
OOTOTCITT -0 O OO OI0D Do OO [ R (Oracet blue B) B LIOICOOT [
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(C2oH,:N,0,) CIOIIIOTT-4-000-10 (CoiH16N50,)

.TS (Oracet blue B/acetic acid) Qo0 CO0/s O0mono oo
rR1 000 OO0 CJ0 00 I070 000 0 r B QI0I000C 0000 O0 O o.5 UMD < Procedure AULIT
0 100 OO

(131 10007 (1963 [SRIP) C,H,04,2H,0 R (Oxalic acid) 000 (10

00 0 o.05 000 OO0 R OZ0000 OO0 00O s (0/00.05) (Oxalie acidy LII00000 10
.0 1000 U C,H,0,
.00 1000 0070 070 00 0700 TOD O r OIOD0O OO 00 O 0.07 O :Procedure IO

00 DT 0000 0D -rs (Oxamniquine) UCTIHOOM]
200 DT 0007 0T :Rrs (Oxytetracyeline dihydrate) UCOIIIT DOO00C DEO000 07T

0 000 00 Doomoiom :r (Paracetamol,4-aminophenol-free) 00-0000000-¢  0OC0Imommn
[0 (MmO oo 000 i o 0j0dc Qing Ooomididi 47 fz37 0000 f0Codr Joooodr

0000 100 O 100 DOOMD OJOOO 00 m OOTI CC DOOOC DOJMD OO0 O 07Do? 00T oo o-s G
000 O 0 0000 30 000 OWON 0000 0000 Ors QOTOT DOCDOT CNOOTICOOD 00 2.0 OJ0OT OO
Q0000 07 4o

.(CH,0), ‘R (Paraformaldehyde) JJ0 0000

00700000 00iD 000D 0O 00T 00000 :pescription LT

(OI0CNI000T evolution OOCN U0 00O IO O OO0 00O D000 0000 O 000 OO0 :Sotubitizy MK

.R [I00 s (0/0750~) OOIN0OT O I00 0100 OO

0000 017 Ors (0/0100~) 10007 00 OC 10 O O 1 O :Sotubility in ammonia TI000! O IT0O0T
000 0000 oo Ong

0/00 1.0 00 0L O :Sulfated ash AL TITT

(00007 D007 00000 00070 0000 000 00 00 20 00 O 1 OO 4cidity or alkatinity AL LI00CT
0000 0no 0o (mona) oo

200 TTT00 (0000 0D -rs (Paromomycin sulfate) [T LTI
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.CsH;;NaO;S,H,0 :R (1-Pentanesulfonic acid sodium salty LJ[J00I0 007-1 10 0000 OO0
10 0007 00000 :pescription LI
U000 O :Sotubitiey AT
007 0000 00 [T 00 00 25 U O 1 0000 O0OE < Clarity and colour of solution LI CLIL (IUETT
.0/000 20 00 0007 0000 O 0000 D000 000000 O0 : water dI7

.(1-Pentanesulfonic acid) Q0o 0 041

010 07 00 1000 O r UIONO U1 OO 0000 OF 00 U 0.960 UL :Procedure LU
000 .1s (0/0260~) MOOO0 4.3 OO0 0000 0000 ts (0/0s.0) 00O 00000 OWOO
L0000 01 Do 00on

VS (D/DDD 0. 1) (Perchloric acid/dioxan) 00000T/OINOIOCNT 10

R 00000 00 000 000 00 s (0/01170~) TIOOOON 40 00 000 8.5 O00 < Procedure AL
.00 1000 OO0 0OIIDOT (OO0 OO0

(007 00 O o.7 0000 00O DOIOT 000 00 DI 000 : Method of standardization [T (1117
(00 0a O00OT DDOION 00000 2 000 <0120 0OCO0 0ONO 00000 0000000 00000 0r 0000000 0000000
001 00 .(142 00007 01 00) "Non-aqueous titration UIIOT OO0OT O IIN0T" 0IT0 OO0 O0O0O0 00
.CsHsk0, [0 T 20.42 0000 vs (O/000 0.1) DIO00O/OD000T OO 00

:vs (0/000 0.02) (Perchloric acidy OO0 (10

00 00 00 000 00 ws (0/000 o.1) LIIODIOOI OO OO0 OO0 20 O :Procedure ML
.00 100 010 r1 0007 OO0

0000 00 0000 00070 D000 07 D0 :water and method of standardization (LT I JIT
Ivs (0/000 o.1) OI0OIOOM OO 000 OO0 00000 dooon O oooon Ooion moom oo o
.213 00007 Tr OO

.C¢HgN,,2HCI R (1,4-Phenylenediamine dihydrochloride) Q000 O-401 000000000 O

00 OO 10000 (D00 Diood: 0m) an 0000 OF O 0007 D0OCC :Description IO
000 00 0 0o

R 000 s (0/07s0~) OOIT0! O ONOOT 0000 00007 O O00OT 00 = Sotubitiey AT

007 00 000 D00 [mi0 00mog Do O DA sstorage 00T
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'TS (Phenylhydrazine/hydrochloric acid) O/J0000000] CJ0/0000000 OO
00 02 00 0000 000 00 00 se 0 r 0000000 OO 0DOIC0000 OC O o.75 QI - Procedure LULILT
.00 200 OO 000 00 0000 00CC s (0/0420~) OM0OIO000I IO 00 25 0007 00000 [r OO0

JUOI0OD OO0 :rs (0/010) (Phenylhydrazine hydrochloride) 0N DTN OIOI0COCN
101000 O cgHgNsHCT OO Oro L0000 R OO0 O770T

(00100 O 000007 000 00 [0I00 [O0C <R (Phenyl/methylpolysiloxane) 000N 007 OI/0IT
.0 100 O 0 DID0IND 007 U770 00 Ues 0 0100000 U O 00 O s 00 4000 00T

. TS 7.4 [l [Phosphate buffer LILOOIT D101
00 393.4 000 DI 00 00 250 DOOTOT OOC00I0 OZT 40000 00 Ue.8 UL < Procedure LILLL
.vs (0/000 o.1) 00II0OT DODO0OD OO

TS [7.6 [l [Phosphate buffer [JIOIT [
200 (0100 0000 OO0 O r DOIOTCC DOO000 OC7 70000 00 O 136 000 < Procedure LT
1[0 DOD 000 0000 Dvs (0/000 o.2) 00II0ON DIDO0OOID 00 00 42.4 1107 00707 0J00 000

- TS 8.0 [l [Phosphate buffer LILOOIT [T

(00000 00 O o.500 r TIIIHT OOID0OT DX DOO000 OI007 00 O 8.95 UL :Procedure [ILT
.00 1000 CINI0 0000 O0 0000 000 O r 0000000 CO0000W D0
:TS ¢7.8 $WL <Phosphate buffer, sterile dagiad) cilia s 45y

00 452 OO0 000 O r 00IO0OT DOO000 OO OO0 00 O e.8 UMD :Procedure ML
(0000OT 000 Mo 0o0n .00 re0o 00O 00 OO DHD DIOOO s (0/000 1) DOMDOT DiOO0OOM0
100 00007 0007 O s (0/0110~) 0OIOMON DO0O000 00 s (0/01440~) OI000OOOT LI00 7.8 0O
.0 120 [0000 000007 0070 20

:1s1 [10.5 [ DPhosphate buffer,sterile [0 LIIOO0T D0

00 00 20 DO OO R OOOOTCOCT OTT ODROCCO D000 00 O 3s.0 UL :Procedure ATDLT
0010 (00000 000 00N 0DO0 .00 1000 OM0 00T 00 0000 DOCC vs (T/000 1) D0IO0CI 0000000
20 00 OO0 0000 O s (0/0110~) OOIOTON 0IOO00D0 00 ts (O/01440) IOO0ODOT 300 10.5
[l 120 00007 I0CI00 000
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TS [6.0 [II1 [Phosphate/citrate buffer DT D0/ CI0O0N
00 35 0000 000 00 e0 O w OOUDOT OZT 0OO000 OO 00 Ua.s2 UM :Procedure AULLT
.6.0 [0 00101 0000 0000 000007 0000 s (D/020) OO00T OO 00

TS (DD/D[DDDDDD 5) Phosphate standard [JI7I0 OT000T
[JC0 00 00 0710 000 0 = 0010700 DO0ooi0 O 0o 00 0 o.716 O :Procedure LT
00 00 100 07 CIO0ND0O? 07 10070 00 1 OJ00 000 1000

:TS (0/0105~) Phosphoric acia (000000 (10
00 Osss 00 1s (0/01440~) OIO0O00T CIO OO0 [0 Onas OO0 = Procedure AL

. TS Phosphotungstic acid OiofooooeoT Lo

(10 00 00 1875 Q1000 00 07 00 75 O r 00000OT OTODOT OC O 25 U0 :Procedure AL
00 D000 1000 10D e 000 00000 07007 000 000 OO 0007 s (0/01440~) 00000007
10 250 OO 0077 07 000

1007 00 000 o0 0 2 07 00T 1000 00007 000 <storage LI

.CsH;|N R (Piperidine) [[J0
[000 OOCOT 00000 07 0077 000 020 :pescription LT
.Ts (U/07s0~) D000 D00 0000 : Miscibitiry 0T
L0 pyo= U/00 0.86 :Mass densizy [T 11T
N0 nd =1.454 :Refractive index [ILLILT LT
{0 20106 :Boiling temperature LI I [T
ol 1sl 12 O .Congealing temperature A0 oy

.(145 (0007 D963 DSRIP) KSbO; ‘R (Potassium antimonate) /[T [IT00IT

:TS (Potassium antimonate) 000000 o0
(000 10000 00 DOTooT 0000 070 00 s 0 r 00100 UT0OT 00 U 2 00 :Procedure AILIT
000 .vs (0/000 1) 00000 D000000 00 00 s0 vs (0/000 1) 0000000 000000 00 00 so
.00 1s0 U0 007 00 00770 0000 000 0010 24 000 00000
000 10 O (0/000 o.1) DO00OT DIODD0MD 00 00 7 UL :Sensitivity to sodium JITUCIT TLIDLT
000 15 DOO MO0 1000 oo toon
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10000 s [0IOTOT OT00T oOo 04 -Zodr

00 0 O 700 Or DOIOTCOT OT00 svs (O/000 0.00833) Potassium bromate [OI0TOIT CITIC]
.00 1000 U kBro, U0 U 1.392 000

.K,CO;s,1,,H,0 R (Potassium carbonate) 0000000 Qoo
1000 0 0o Description LI

.K,COs R (Potassium carbonate,anhydrous) (DO COIOMoD Comona
L0000 100 Uooon O O :pescription IO
.Ts (0/07s0~) O0I00! O (000 CI00 00 000 00 000 000 O 000 :Sotubitity I

1oo (107 000 OO0 R DOIOTOCT OO00CCN DOID <s (D/0100) (Potassium chioride) DIOTOIT U000
A0 0k 000

:PbTS (Potassium cyanide) .01 U0
000000 00 00 2 0000 000 00 9o O r OUOIDI DIIO OO O 10 UM :Procedure UTLLL
0000 100 100 OO0 IO 300 00000 24 000 OMOT 007 0rs (0/060~) OO000M

.TS2 (Potassium dichromate) (000000 0000 O
00 00 7.5 D00 OO0 000 00 e0 O R DOIOZON OIO0COC 0700 00 O 1 O :Procedure LT
.Ts (0/01760~) OIIO0OT L0

"TS3 (Potassium dichromate) III0NII CI0000 (71
O0000n OO 00 070 000 0 r 000000 O0000 000 00 O 0.5 U0 :Procedure AL
0 100 00 1s (0/0100~)

OI0000 00 w1s (0/0100) (Potassium dihydrogen phosphate) JUIOIIT OO0 00T 700K
I O xH,po, 00 O 100 007 000 R D0IDIOE OOCOCM O

00000 000 =s (D/D27.2) (Potassium dihydrogen phosphate) J0I0T00 O00000 00l oo
.(0/000 0.2) 007 O kH,Po, [0 O 27.2 OO0 r 0OIOTIT DODOOWD 00

‘TS (D/D13.6) (Potassium dihydrogen phosphate) [0 U000 0T D000
(/000 0.1) I O kn,Po, U0 O 13.6 000 R I0IONON DOO00ND 007 Q000D 00O
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[0 00D [DDIoT 00T (000 000 000 :rs (O/00 3.6) (Potassium iodate) JDIOTOTT CJIOO
LI 0xkio, U000 3.6

0 k1 00 O 1o0 0700 OO0 0OI0TOT 0007 0000 s (0/0100) (Potassium iodide) DOIOITIIT OIO0N
il

:TS2 (Potassium iodoplatinate) (LTI CITTTICID O
(0007 00 00 45 0000 000 00 00 2.5 O r OO 0000000 00 O 0.25 O :Procedure A0
.00 100 OMO r OONOO OO0 0000 000X CI000 Ors (0/0100) 000D

(00 OO0 00000 OT000r 000 wrs (O/025) Potassium permanganate) D0OT0N CITI0OCT
7 0 kvno, 00 O25

0 000 r DDODOT OCT000 0000 s (0/0200) (Potassium thioeyanate) JNIIIITT CITO0T
U0 kens 0 0 200

00 CT700 0000 T <R (Praziquantery 00T

00 077070 J0000 T <R (Prednisolone acetate) UUINDOTINT LTI

LI00 T77070 0000 7T <R (Prednisolone sodium phosphate) CLI0OINOT D0000 OO0
LI00 TT70070 0000 T :rs (Probenecid) D000

IOC [0 [TOO00 0T <R (Procarbazine hydrochloride) UXIIOIOO0OT OI0OI0O0CM
00 OO0 0000 1T :rs (protionamide) 10 ITOMT

100 070070 0000 T <R (Pyrantel embonate) DI LTI

00 [T70C0 CT0O0D 070 <R (Pyrazinamide) L0

00 OO0 COOOOD O :rsS (Pyrimethamine) UOTI00CT

00 [0 CI000D OO :ReS (Rifampicin quinone [JUTIITOT OOT

00 [0 OO0 02 :Res (Rifampiciny CJOTCITT

00 000 0000 T <R (Satbutamoty HOITITIT

00 OO0 CT0O0D OO0 <R (Salbutamol sulfatey LOIIITIOT T

.C;HqO; R (Salicylaldehyde) UJ0/LILT0
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[0 10007 000 0OTT 000nd U0TT 000 DOM0 010 :Description LILIIT
R 000 s (0/0750~) OO0 O 000 0000 O 000CT ONO0 = Sotubitiey [IIINLT

/

.d]%O =1.17 : Relative density [0 [II1]

'TS (Salicylaldehyde) 000000
010 07 00 0.1 OO r DO OO 0T 100 U r DOOTCCOND OO0 O 2 000 :Procedure AILIT
.Ts (0/0420~) OIO0O000T]

.(Uv 254) 60 [0II0T 000 :Ré6 (Sitica gery I0TI0N D000
.00 0000 00000 :pescription LI
[0 6 :Average pore size LU L0 LT
(0 00 0000 00 000 (0100000 1s 00000 000! 000) [0mon 0000 :Composition LILNIT
.(00/01 5 [N0) 000000 254 0000 0000 000 000

:1s(0/0100) Silver nitrate IO 1T
01000 O Agno, 00 O 100 000 OO 1007 OO0 0000

VS(D/DDD 0.01) Silver nitrate (]I [J1T

0 AgNos 00 O 1.699 000 O 000 O 0700 D00UOT COTD

000 DTD0T O Do00T 00O T00t 00 0T 000 :Method of standardization (LT [LII1T
202 (0001 0 000X Ovss (0/000 o.1) 00OOT COMOX 0000 OO0

.TS (Silver nitrate/methanol) OOII/oO0T o
R O0II O r OO0 OO0 0000 0000 000 - Procedure AL

:vs (U/000 0.1) (Sodium acetate/glacial acetic acid) OO CIIO0] C10/000000 OO0

(10 00 00 100 U 00O 007 O r 00007 000000 OTO00 00 Os.3 OO0 :Procedure ALLLT
000 r1 OOIT OMOC! CJ0 00 00 000 O000 oo DO 0oy e oo fra 0010 000
L0 1000

-0 CI00007 O 001000 Do DOmT 00 O 000 - Method of standardization (LT (IITLT
000 00 O0Dan 3-2 D00 vs (0/000 o.1) Q00000 OO 00 00 15.0 0700 00007 00m
00 00 s.203 0001 vs (O/000 0.1) CIOOIOCI CJO 00 O0 1 OO0 .1s OIOOT C10/0000
.C,H;NaO,
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TS (D/DIO) (Sodium alizarinsulfonate) (00T DITI000 OO
L0 cunNa0,s 000 10 U7 000 000 00000 OCOND 000070 000

TS (D/D400) Sodium choride [ 00T TIII0
I 0 Nact 00 O 400 D007 000 ODID D0JI0CT 00000 0o 0ioo coo

TS (D/Dlﬂ) Sodium choride [ I00T 00000
101 0 Nac1 00 Oxo 0707 000 000 00M000OT 00000 ooo

(LI00 TI000 TE000 02 :RS (Sodium cromoglicate) [0IN0UT LILIO00IID

Q0000 000 :1s (07T 275) (Sodium dihydrogen phosphate) [UI0CIT OOOO0 O CI10000
0T O ~an,Po, U0 U 275 TI0 000 0000 0000007 0000070 011

.CHNaO, :R (Sodium formate) 0001 OO0
000 ool OO 0000 0 000D 000 Cooe 07 O 00000 :pescription LILIT
.20 253 Melting temperature [[LLLLL ILIY

' TS(Sodium hydroxide/ethanol) [ ICI/0000T DIO0O0OK0

Ts (0/0750~) OO0 00 0000 D00 O r O000DC DIO0OD000 00 O so O :Procedure AL
.00 1000 U0

TS (U/050) Sodium hydroxide 01000 DIOO00CI
T 0 ~aon 00 Oso 0000 000 OO0 J00CT DIO0000WD Doo

:TS (0/035) Sodium nitrite I00CIT (11T
(0000 000 0.5) 00T O NaNo, 00 O35 0000 010 OO0 r 000007 OO0 00O

000 000 r D0000OT DO00DOT OO0 wrs (0/08.5) Sodium Nitroprusside I0I00OT DIOO0IIIL
LI 0 NayFe(NOY(CN)s L0 0 8.5 [

TS (Sodium Nitroprusside, alkaline) 00007 J0N00O 0lo0ooon
(70 IO O r 0000OT OD000 00 0 10 r 000007 DI00000T 00 O 1 O < Procedure AL
.00 100 U0 T 00

(19100007 [1963 ISRIP) Na,0, :Sedium peroxide I00T DIOO0C!
(10000 00 00 I07007 00000 00100 .c;HsNaOs R (Sodium salicylate) 10007 OO0
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217 10007 02 0007 O 000000 O

11.5 000 000 r 000007 O0I0700 0000 <s (0/0 11.5) Sedium salicylate JOIO00N OO0
110 ¢HsNa0; 00 0

.(196 10O 01963 ISRIP) Na,SO5,7H,0 TS (Sodium sulfite) [II00T O
00 OT7070 T0000 00 <R (Spectinomyein hydrochloide) UTIITIIOT DINOI0000
00 TT070 0000 0070 <R (Spiromolactone) UNIUONTIONIT

.CsoHe, IUN0OMT 0700 O0I00-230190150100612 R(Squalane) OO0
000 000 0070 000 :pescription LILITT
OIITOD r O0IOO0 O OTOOT OO0 Or DOOODCODD r OO0 O OU0OT 0O :Sotwbitity MY
.Ts (0/0750~)
.d3 =0.811-0.813 :Relative density [[I[11 [III1]7
.np) =1.451-1.453 . Refractiv index [/LILL [T
‘R (Sudan red) 007 (00
.CoH,(N,0 [C.1. 26100 [23 CII00 1000 Do 000000 000772~ (D0OTI00OT-4)-1
[00 00T OUOUD :pescription LILITT

.R (000000007 O OO0 000 O 0700 00 1700 -Sotubitity JIITNLT

"TS (Sudan red) U/J00L (00
R1 00T OO0 40 00 100 U R 6 D000 000 00 U 0.5 UM 2 Procedure UL

00 000 [I0000 OUCD oS (Sulfacetamide) XTI
00 [0 0000 T +Rs (Sulfadimidine) ODCOOOCHT
00 T000 TE000 02 <R (Sulfadoxine) LJUOOOIILT

H,NO,s [ s [700 000 0000 R OITOC O00 0000 <1s (U/0s) (Sulfamic aciay D07 00
0

'TS (Sulfanilic acid, diazotized) .l JIIIUT CI0
vs (0/000 1) OO00000m 0 00 00 20 O OIIOT OO0 00 0 0.2 UM :Procedure HILLT
(0/035) 0000007 D000 00 00 2.5 00000 OO0 00 0000 07 0000 000 0onan 0 007 (0000 oo
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.Ts (0/0s0) OO OO 00 00 1+ 100 0 U000 1o 000 0N O 0DOT 000 OTs
200 0 0000 OO oS (Sulfasataziney OO0

'TS (Sulfuric acid/methanol) DI /CJI0TIOT (10
R OO0 00 00 900 Ts (0/01760~) OMONON OO 00 00 1o OO0 0OD :Procedure HILILT
000 0000 000000 000 @om Doior oo boomn o7 C0o0 foo oo Ooao

07 0007 OO0 Ors (0/01760~) OI000OT IO »vs (O/000 0.125) (Sulfuric acidy 00000 L0
L0 1000 U H,s0, U0 0 12.52 O
[I0000 0ooT D0 00007 DO 100 00 O 000 :Method of standardization (T T
.209 10007 0r 0007 Ovs (0/000 o.5) OI000IOT OO 000 OO

.(205 [00CIT 11963 [SRIP) CyeHysO46 <R (Tannic acid) LI (100

[0 Cr6H504 U0 0 50 I200 000 OO0 R OIT CIO0 OO0 s (0/050) (Tannie aciay O (10
il

00 O 200 I 000 OO0 O0O00T O0D0 00O w1s (0/0200) (Tartarie acidy C00007 L0
U0 ¢4Hg06

00 000 (0000 OO0 oRsS (Testosterone enantate) (LU LTI

(Tetrabutylammonium hydroxide/methanol) TS OONL/0000000 Ono: bono Diobooo
0000 DO 00T s OONODO? OT00 ODI0 Di00O00D 0o Lo DR0 DU :Procedure ATLLT
L0000 O ¢y6H3080 00 O 0.25 010 0010 0000 000

.C1sH37NO TS (Tetrabutylammonium hydroxide) 0000000 Omon 0oio Diouodoom
(07000 1.5~) 00T O ¢y6H3No0 00 0 400 DI OO0 000 O 0000

.C4HgO R (Tetrahydrofuran) UIo0uoon oomo
000 00000 0OT00 00000 000 000 :Description LT
100 <0 66 :Boiting point LI [T
. pao= U/00 0.886-0.884 :Mass density [LIL1T 1117
0000 00 0000 0o oo 0oo0 Onmo O 000 :Storage LT
L0000 07007 000 Deso.1 00 0007 O 00000 000 07 000 001 000 OO0 :Labelting KT
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Z00 TTT0I0 (0000 OO oS (Thioacetazone) LU
00 000 0000 OO oRs (Tiabendazoty DT

00 %15 D000 00 OO0 DO 00000 0007 000 :R (Titanium trichloride) JONTT D000 000
.(208 1000 (1963 [SRIP) TiCls
.p20=UI00 1.2~ : Mass density [T 11117
OINIIT 0000 0702 00 00 100 OI0O :vs (0000 0.1) (Titanium trichloride) 0TI OU0000 (000
U007 O 00 0007 0 00 0o [oo 00 s (0/0250~) Q00000 40 00 00 200 OI R
.00 1000 070 R 00007
00 0000000 0N 000 DoOm 000 00 O 000 :Metkod of standardization (TIIT (11T
0 ts (0/0100~) LNONOT CI00 0000 vs (0/000 o.1) OI0MD 000 Q00O 00 00 25 0007 000
00 00000 0o 000 00 000000 s (0/075) 0000001 Oioon 0o 0r Do0n 0ioon 0o oo 0o
.Tict; 00 000 15.43 07 0000 vs (0/000 o.1) OO 0OZO0 OO0 00 00 1

.(208 00007 [1963 ISRIP) Cy5H,sNsNa,0eS4 -R (Titan yellow) U 000

" TS (Titan yellow) U] (000
.00 1oo U0 OO 000 000 OO O r OXIZ 00CCD OOC Qo.os UL :Procedure LD

00 [0 OU0OOT 02 :ReS (Trihexyphenidyl hydrochloride) [I0TTII0OIIITT HIOOI000OT

' TS (Triketohydrindene/butanol) U 0I/00T00I00I0 0101
0000 OO0l- 00 0700 000 O r DIOIDO0OTO 0007 0000 00 0 oa UM :Procedure AL
.00 100 U0 00T OO

0 D00 U000 000 ws (B/01) (Triketohydrindene hydrate) UI0I0OI0000 O/00 OO0
U0 eonp0, 00 O 1 0000 000 0000 v 0000000

:TS (Triketohydrindene/methanol) JUL0/000000I0 01

000 r OO0 OO 0700 000 O v OI070000I0 Do oo 00 4 e U -Procedure ALGLT
L0 100

00000 OOC0/010n00 0ot 0O0 40 <i0o0a

TS (Triketohydrindene/pyridine/acetone) 00mon/oInoyoonoonoe oo
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000007 O f0JTo JooO Omd 00 00 oo U UI0CDOIOTO D00 00 O 0.25 UMD :Procedure ATLLT
R 000000 R

.TS (Triketohydrindene/pyridine/acetone) 0000l 0IeL/010roo0nono o

00 0700 Too7 4odo r 000000 Og od o O Dio7ooooro 000 0o O o O zprocedure ATLL
00 100 OO r 00001

000 000 00 2oy

TS (Triketohydrindene/stannous chloride) 10007 00000/0ionoomnone o

0000 000 000 0T o 0o reo O r UINMOOIOOTO 00 400 00 O 4 QM :Procedure ATLLT
cation 00T OOT0 OO0 OO O 1 00 OOT OO R (ethylene glycol monomethyl ether) L[]
0 r O00O0T 00000 00 O 0.6 TN (A 00O OO0 (00000 840-000000 300) exchange resin
.(B O0) Ts [s.5 [0 DOITOOC DO 00 00 100

00007 00 [IDJmo oo Ood Ji0omo fodmoo? 0o

.(129 IO0CIT 01963 ISRIP) CgHyg liso-Octane iR (2.2.4-Trimethylpentane) 0] 0710 010%-4.2.2

.C13H;5Sb ‘R (Triphenylantimony) A00ma0 0o oo
0 < 55 - Melting temperature [[LLLLL [T

.Na;PO,,12H,0 R (Trisodium orthophosphate) (U000 didn Qndoooon
LI 0000 00000 07 00T 0000 OT0Y :pescription LI
000 000 O 00 s (0/07s0~) OOMIO! O MO0 CI00 00 0000 O O000T 0O :Sotubitisy NNIOON
R 00100

00 ODO0DDND O OO0 s <(0/02)(Trisodium orthophosphatey [NNOOT 0101 OIDO0ITION]
I 0 waspo, U0 O 2 0007 000 OO0 00000
.1-p-D-Ribofuranosyluracil ICoH,,N,04 ‘R (Uridine) WIRN
L0 O U0 sSotubitizy I
00T o0 165 :Melting temperature [LLLILL LI
00 0000 O 000 :storage LTI

00 CET00 (0000 02 :Res (valproie acia) UXUOT0T IO
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.V,0;s ‘R (Vanadium pentoxide) ([0 10T [I00I O0IC
0000 D000 07 0000 - 007 00000 :pescription LILIT
0 (00 ON0 00 0O700o ooboo Ciooor O 0o 0o O 0roon 000 -Sotubitizy AL
.Ts (0/0750~) OO0

.TS (Vanadium/sulfuric acid) Qio0ion O o/oomoomo
QO0eT 0o 00 00 4 O r 0000000 D000 0000 OO O o20 QN0 :Procedure ALULI
.00 100 OO0 OIT 0200 0700 0000 s (0/01760-~)

:TS (Vanillin/hydrochloric acid) (000000000 CO0/00IT
Ts (0/0250~) OII0OO0ON (IO 00 000 000 © R OO 00 O 1.0 O :Procedure HILLT
0 100 DO
000 s OM0OOoom O o/ome 0o 00 4oy

000 OIM000 T0000 0070 <R (Verapamil hydrochloride) OO DI0OIOCOCN

00 OTT000 0000 0010 <R (Vineristine sulfate) (00070 OJI000

000 D000 o000 0010 :Rs (warfariny OU000T

.(210 00007 [1963 [SRIP) C3H,00;, :R (Xanthydrol) OO0

'TS (Xanthydrol) OO0
99l Ts (0/0420~) OIO000M IO 00 00 1 O DOOOINOD OO 000 20 O :Procedure DL
.Ts (U/0300~) OO0 IO 00 00

.Zn(CsHoNS,), ‘R [Zinc bis (dibenzyldithiocarbamate)] ((JIIIIO0T 000 00O 01 O O
L0 0007 O0UOT :pescription LI
R UOUI00000T O OO0 :Sotubitiy LTI
.2l 180-178 :Melting range LI [IT7
'TS [Zinc bis (dibenzyldithiocarbamate)] (JIIINI00T 0N 00O O0) OIT OO0
00 00 000 O r (00000 00 00 00000 00m) 00 00 00 00 10.0 O - Procedure TNOM]
.00 100 U0 r 00007 OI0O0 OO0

000 000 0000 1000 srs (D000 IDTH! z-000OT) (Zuetomifine) CICTIDIOOT
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