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Physicochemical properties of the active ingredient(s) B IR AEEEMANR

— R HI 8 TR

Documents concerning non—proprietary name — R RBFRCBRAINE

Generic name: Gene mutation analysis set (for use in | —f¥FIZ M BIEFEERT V(DAL /LTOD
cancer genome profiling) 7AI)UTBRER)

LZ24

Drug A is chemically described as ABC. EH| A DILFEL(L ABC THS,

The chemical name for table sugar is sucrose. BHEOIELFEAXaETHD,

2FR

Compound A has a molecular formula of ABC, and its | {E&¥) A [ F=H ABC T, ZDHF=I1d 5000 &
molecular weight is 500.0 grams/mole. SL/EILTHD,




One of the simplest organic molecules is methane with a
molecular formula of CH4 meaning it contains one carbon

and four hydrogens.

ROLBMLGAERS T 1 DAL T, fFRITRFK
BEKSE 4 HEWSERD CH4 THD.

The chemical structure, molecular formula, and molecular

weight of Drug A are shown in Figure 1.
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Description: A colorless to slightly yellow odorless oil.

MR EBEGOLOLTNTEBDBT, [TELIEGEL
(mR).

Description: A white or almost white, crystalline powder

or colorless crystals.

MK BEXRFEALEBEDRRAMEN R ITER
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Description: White to off-white solid.

K- BBEVLAIRTADERY,
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Compound A is a pale yellow to yellow crystalline
powder, with the empirical formula ABC and a molecular

weight of DEF.

IEEYAFHEELGVLVLEBRDOERMEMRT. TOE
E2=([X ABC. 7 FE£(L DEF TH 5,

Compound A occurs as white to pale yellow crystals or

crystalline powder.

LEMAFBER~MEEOERRIIEREDMRT
Hdo

Drug A is supplied as a sterile, pale yellow, clear, agueous

solution.

RH A IREFTEAGHEEKAFREL TGS
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Compound A is a clear, yellow to red—brown, viscous

liquid. It is odorless.

tEY A FERB~FEREHDKIEDET. 2B
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Compound A occurs as a white to light yellowish white

crystalline powder. It is odorless.

LEY A FEE~XEBRDOHBREDMKRT. IIH
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Compound A occurs as white crystals or crystalline

powder. It is odorless.
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The breath may have an ammonia—like odor (also
described as urine—like or “fishy”) in people with chronic

kidney failure.

BEBREOANDRIZIEXTUEZTHDOIZEL(TY
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The product shouldn’t be eaten if it has an ammonia—like

odor.
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Dehydration can cause a strong, ammonia—like odor,

signaling that you need to rehydrate.
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AAA occurs as a white to light yellow—white powder. It is | KFRIFEHB~XEFHRDH KT, [ZHULMEEL KX

odorless, and has a bitter taste. ELN,

Drug A occurs as a white to yellowish white crystalline | ZEHl| A (FAR~HFEARDEREDHMEKRT. hI M
powder with a slight characteristic odor and a bitter taste. | [Z4EZIZHENDIHY . BRITELY,

This compound occurs as a white, crystalline powder. It is | KFRIFEHEDFEREDM KT, IZEWMIAL KITE

odorless, and has a bitter taste. LYo
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Compound A is sparingly soluble in methanol, in ethanol | KGIFAZ/—)L, T2/ —)LRXIEZIT—TJLIZHODOAEIT
and in ether, and practically insoluble in water. P, KIZIFIFEAE BT,

Compound A is sparingly soluble in water and in | KEIXKXIXEKIZ/—)LIZHODOBEITHOTL, TR
dehydrated ethanol, slightly soluble in acetonitrile, and | ZFJJLIZIAITFIZL. 7N XIEVOAORJLLIZIFRE

practically insoluble in acetone and in chloroform. AEBITIEN,

Bz

Drug A is a white crystalline powder and is freely soluble | ZF| A IZEBDHE RS ER T, AAA [TIEITHOTL,
in AAA, soluble in BBB, slightly soluble in CCC and | BBB [Z4542j& 11453 <, CCC IZjA1F12<<{. DDD IZIF &
practically insoluble in DDD. AEBITIELY,

It is freely soluble in formic acid, sparingly soluble in | A FRIZFERISAITRT L IKICOROA(FITK AR/ —
water, slightly soluble in methanol, and practically WISE T, IR =)0, EKERER . BEEE (I DT
insoluble in ethanol, in acetic anhydride, in acetic FILI—FIICIFERE AT,

acid and in diethyl ether.

FEAEBITEL

Solubility: Very soluble in acetonitrile, freely soluble in | JAfRE : 7 ;=R ILIZEBOH TAITHPTL T2/ —
ethanol, ethyl acetate, isopropanol, methanol, acetone | JL. BEEEZFIL. AV TO/N/—)L A2 /—)L Ttk

and octanol, and practically insoluble in water D TR/ —ILITBIT T KIZIFEAE BT,
This compound is practically insoluble in water, in ethanol | K&K, TR/ —I)ILRXIET—FILIZIZEAE AT
and in ether. LY,

RYEES

To 5 mL of the sample solution obtained in (2) add 0.5 g | (2)DEHFBR 5mL [CHEEAXR 05g ZMATIRYIEES
of zinc dust, and shake: the color of the solution | &= JRDBILEZ S,




disappears.

To one of the tubes add 100 pL of a mixture of
diluted hydrochloric acid (59 in 125), mercapto
acetic acid and phenol (100:10:1), and shake.

— HICEHIERE(59—125)  ALHT MEEES . D1
J—JViRi#&(100:10:1) 100 L EMZTIRNEE .
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By immersion of silicone containing metal-salt and
hydrofluoric acid, fine metal particles are deposited onto

the silicone surface by electroless displacement reaction.

ERIERVIVIELKZEBEFEC/KBRICTVIVEE
FTEEBERBERRIGICEYI YV REICHALE
BRHIFATHET S,

SEM image of platinum particles deposited on silicone

pretreated with ABC

ABC THRIMELI:=)aAVIZHELETSFFHHIFD
SEM E/{&

Remove the supernatant liquid, wash the residue
with two 10—ml portions of water, centrifuging each
time, combine these washings with the filtrate, and
add strong ammonia water dropwise, until a

precipitate just appears.

LEEREL, FEGEEYIEK 10m FOT 2 [H
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Compound A reacts with the oil and any unreacted

portion is precipitated.

L&Y A FTOFAILERIEL. RIGLGEWERS EE
B9 %,

Dissolve 0.3 g of this compound in 10 ml of 6 N
hydrochloric acid TS, cool in ice, and add 10 ml of 8 N
sodium hydroxide TS dropwise with stirring: a white

precipitate is produced.

A5 03g % 6N 1EFEEK 10ml IT5AM L. KAL,. IhE
BEAS 8N KERIEF R LK 10ml Zi@nd 5
LE BERDEYMEELS,

Freezing Drug A may result in precipitation of the drug

and should be avoided.

EHNATRIGESEDERYMNILERT B ENHAHD T,
RIEILEE T D,
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Compound A dissolves in sodium hydroxide TS.

L&Y A ITKERIEF R LBRRIZIAITS,

Drug A is a white powder that is relatively insoluble in

water but is soluble in most organic solvents.

EE A FEEOHERT., KICEEHBFISKWOAA, (X
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HKIZLkoT

It is gradually colored by light.

RRIEICEOTHRAIZERT S,

It is gradually colored to brown by light.

REFHICEOTRRIZERLLGD.

It is gradually decomposed by light.

RERFHICESTRRIZDET B.

BE




Add 4 ml of ammonium sulfamate TS, and then allow to

stand for 1 minute.

R ITFIVBTOEZY LK 4aml FNZ 1 DRI
B9 %,

After the ingredients are thoroughly mixed, the flask is
covered with an inverted small beaker and allowed to

remain at room temperature for 30 min.

MDA ZETHITEELIZR. COT5R(EE
SISLfz/hEWE—H—TEL. EET 30 MHEKEYT
Do

Allow the sample solution, standard solution and control
solution to stand in a dark place for 4 hours. Perform the
test with the sample solution and standard solution as
directed under Ultraviolet—visible Spectrophotometry
<2.24>, using the control solution as the blank: the
absorbance of the sample solution at 420 nm is not larger

than 1/2 times the absorbance of the standard solution.

ARRR, BERRRUAMBRZEAC 4 BENE
L=k, MR ERVOBRERRICOE, MREEXE
EL, BNATRERAERE X220 CLYRHEBEZITS
EE, KK 420 nm [ZEITHEMBROBEAER, 12
EBRBORNED 172 XY KELALN.
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It is gradually affected by light, and gradually loses

ethylenediamine in air.

RKAIEHICEOTHRAIZEIEL, ZRFPITHET H&
E REIZTFLUDTIUELRS.






