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RUNA CHEMICALS PVl, LTD DOMBIVLI

BP,o,3
Suoe6edes Effeclive dale

REV 12

Volalle, clear co ouress quid

3

b."1tr""I-
a) Re al ve density at 20"C

Miscib e wilh water:nd with elhano
(s6%)

An inlense red co our is produced which
becomes vo etwlh lhe addil of of3.5m

Agreen sh-b ue colou shou d be

5

On addlion of0.5 m of0 01M sod un
hydroxide solution shou d be p nk
On addlton ofO.7 mlof 0 01M
hydrochlonc acd soluton sho! d be red

The mixtlreshould nol be compleley

Relaled subslances (By Gc)

l0

r1

12

Residuar sorve.rs (By Gc)

Not more lhaf 3000 ppm v/v
Noi mo.e lha.5000 ppm v/v

CHECKED BY

r44g q-
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MorecurarFormula: c:lr5o

Molecularweight:53 03/t

t Perfom Appearance Solublity denlilicalon. Related subslances (Ey GC) Residue on evaporation and

Waterlests:s Per FG speclcai on

3. Blending and Pa.kins-
> Perlo.m al lesisas perFG speciicalon
> Residualsovenls (By GC)leslto be perlom onyfor Packing

4. Forslabilityteslin9-

RUTIA'

To be supp ed in [,lS drlms/Ss containers/HDPE conta ne6/HM SOPE conhineB:nd Glass boll es propery
idenl fied with a labe havng Name otlhe maGra. Name ol Ihe Manufacllrer Quanllty Manlf3cllrer s Batch
Number, Manufaclurng Date Expry Dale and or Retest Date

Use PPE (PeEonalProteciive Equ pmenls)durng hand ng or the malena

As perlhecurenl approved samplns procedure (SOP/OC/GE/01)

Quantity to be sampled:
Ana ysis Sample: About 560 m
Coniro Samp e:About 1120 m

Siabi Iy Sampe About6360 ml

Thr€e years from lhe dale of manufacluriig

1, ForBullet, Filter, Suppodinq equipments Rinsing and Filtercleaninq-
t lf prev ous product sanygradeofAcetone ihen pedorm Appear:nce, Solub llty denlif*tionby

Re al ve dens ry al20"c afd waterlesls as per FG speciicalof.
> fpreviousproductisdfferenllhen perforhAppea6nceandsoLbillyteslsasperFcsp€clicalonand

ca cu ale pevlous producl carry over by using'Purlty (ByGC)" method from Rawmateria specilical on

{Lih r , NMT 0.2%) OC/SPEC/ACETON E_RI\4/01

2, Fo! Tanker Ri.sing-
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Pe.form Appearance So ubiily
Waler and Resldualsolvenh (Ay

RUNA CHE]!IICAIS PvT.ITD. DOMBIVLI

UNA'

1 General lnfomalion added
2 l'lislory page added
3 Refercn€ updated

1

0 30io0 32 respedtively
3 RUNA Logo nseLed aongwilh

Mentoned bref procedure for
Appearance oiso ul on and Mane.

Reier Change conlro No

As per SOP olDocumenl

Detector l€mperature s reduced
f.om 250 C to 225 c splt raro is
adllsled i.om I 50 1o 1:5 And
Column lenglh and lO s
ncreas€d form 50m ro 60m and

Tesl wse method of anays s (MoA)

(RelerChange ContrclNo

(Refer Chanqe Conl.o No

(Refer Chrnge Conlror No
RCPUCC/OC/o10-13)

(Reler Change Conlro No

(Reier Change Control No
RCPUCC/OC/003 r9)

Mention€d tesls lo b€ perlom lor
Bulel R nsing FlterRinsng and

Ouanlity ofStab ity sample
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RUIIA'

Efiecl ve date

RUNA CHEMICALS Pw' LID. DOMBIVLI

ln MOA No QCrPH-FG/SPEC/01 01

n MOA No QCIPH-FG/SPEC/01 02

n MOANo QC/PH FG/SPEC/o1 03
Theterd sample .epaedby
"substan.e lo be eramine"

s rn MoA No oc/PH FG/SPEC/01,04
a) Solution preparalion s updated
blThe lerm samp e' repaced bv

a)So uton Prepadtion s updated
b)The term "sampe'repaced by

substane to be exam ne
7 rn MOA No OC/PH,FG/SPEC/01-a6
a) lnterpretalion s added
3 ln MoA No oc/PH FGrsPFcrOl-47
a)solltion preparation s updal€d
b)The lerm "samp e'€p aced by

I n MOA No OC/PH FG/SPFC/C1-O3
.)So uton prepaEtion s updated
b) n procedure sample t€rm.eplaftdbv

'substance 1o b€ examrne
10 tn MoA No. OC/PH FG/SPEC/o1-0S
a) chrofralograph c cond I on s updated

lorColumn. Makeup Hydrog€n At
ilow and Equilbration time

b) n procedure sample iem.eDlaced

1l n MOANo QC/PH'FG/SPEC/01 11
a)Theterm sample'and'nlerpretation'

repLaced by substance lo be ex.mine'
and Lmt" respeclive y

12 ln MOA No QC/PH-FG/SPEC/01 12
a)Th€ leh'srmple is repaced by
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RUNA CHEMICALS PvT
RUIIA'

a) ouanrity ro be sampled is modilied by

b) Menlloned lests lo be perlorm for

c) Qlantiiylor stab lity samp e lorsinqle

O Desnab e pack updated foradditon ot
Hir-DHPE containers

e) Fit€r cerninq is added

No RCPUCC/QC/Oo1-21)

2 r. r\,roA No oc/PH FG/SPEC/o1-02
"The vapor is f ammable' s removed
3 ln MOA No OC/PH-FG/SPEC/01 09
chronarographlc condition s updared for
additon oi lnjecto. mode TotalFlow and
Pressure. Prccedure is updated for

4 R€sidualsolvents (By GC)lest is added
also new MOA No OC/PH-FG/SPEC/01-
13 s added. Samelestisadded in

5 Quantity lo be samp ed afd stab liiy
ouan|tv for s no e analvs s is uDdaled.

BP-2422

No RCPI/CC/QC/004-21)

BP 2423

RCPUCC/OC/oo9 22)
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w&*
RUNA CHEMICALS PVT. LTD. DOMBIVLI

Rev.11 ACETONE NF
SPECIFICATION

Reference
USP.NF .2021

FG Specification No Supersedes I Effective date Page No
QC/PH-FGiSPEC/03 Rev. 10 | rolol lzozt 1of 5

Sr.No. Test Specifications Result

1 Description Transparent, colorless, mobile, volatile liquid
having characteristic odour. A solution (1 in
2) is neutral to litmus.

QCiPH-FG/SPEC/03-01

2 Solubility Miscible with water, with alcohol, with ether,
with chloroform & with most volatile oils

QC/PH-FG/SPEC/03-02

3 ldentification

a) By lR

The spectrum obtained with the substance
to be examine corresponds in position &
relative intensity to those in the spectrum
obtained with that of Acetone USP CRS or
its working standard (Purity lndex should
not be less than 0.99)

QC/PH-FG/SPEC/03.03

b)ByGC. The retention time of the test solution
corresponds to that of Acetone USP CRS
or its working standard (WS), as obtained
in the Assav.

QC/PH-FG/SPEC/03-04

4 Specific Gravity at 25'C Not more than 0.789 QC/PH-FG/SPEC/03-05

5 Water (By GC) Not more than 0.5% QC/PH-FG/SPEC/03-06

b Nonvolatile residue The weight of the residue does not exceed 2
mg (0.004%)

QC/PH-FG/SPEC/03-07

7 Readily Oxidizable
substances

The permanganate color of the mixture does
not completely disappear within 15 minutes.

QC/PH-FG/SPEC/03-08

8 Assay (By GC) Not less than 99.0% on the anhydrous basis. QC/PH-FG/SPEC/o3-04

9 Residual solvents QC/PH-FG/SPEC/o3-09

a) Benzene Not more than2 ppm (v/v)

b) Methanol Not more than 3000 ppm v/v

c) 2-Propanol Not more than 5000 ppm v/v

PREPARED BY CHECKED BY AUTHORIZED BY

Q.C Q.C Q.A

SIGNATURE fe}".rfsjg @1- ?^.r.'df t
DATE oe to-l \l-or1 o 6l 61 | "t..1

--1..---
CI61 o? t 2o2l
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w
RUNA GHEMICALS PVT. LTD. DOMBIVLI

Rev.11 ACETONE NF
SPECIFICATION

Reference
usP-NF - 2021

FG Specification No Supersedes Effective date Page No
QC/PH-FG/SPEC/03 Rev. 10 lo\o1l26q 2of5

Molecular Formula: CaHoO

Molecular weight: 58.08

GENERAL INFORMATION

Structure: O

.tt

,,{ \"r.

I Desirable Pack:

I fo Oe supplied in MS drums/SS containers/HDPE containers/HM-HDPE containers and Glass bottles. properly

I identified with a label having Name of the material, Name of the Manufacturer, Quantity, Manufacturer's Batch
Number, Manufacturing Date, Expiry Date and or Retest Date.'

Storage Condition:
Preserve in tight containers, remote from fire.

Handling precaution:
Use PPE (Personal Protective Equipments) during handling of the material.

Sampling SOP:
As per the current approved sampling procedure.

Quantity to be sampled:
Analysis Sample:About 550 ml

Control Sample: About 1100 ml

Stability Sample:About 5040 ml :

Shelf Life:
Three years from the date of manufacturing.

Note:
1. For'Bullet, Filter, Supporting equipments rinsing and Filter cleaning-

as per specification.

carry over by using "Purity (By GC)" method from Raw material specification. (Limit - NMT O.2To)

QC/SPEC/ACETON E_RM/O 1

2. For Tanker Rinsing-

and Water (By GC) tests as per FG specification.
3. Blending and Packing-

4. Residual solvents test to be perform only for packing.

5. For Stability testing-

REF
ERE

NCE
 CO

PY



RUNA CHEMICALS PVT. LTD. DOMBIVLI
ACETONE NF'

SPECIFICATION USP.NF .2021

ol laD2-l

Water (By GC) and Residual solvents tests as per FG specification. (Stability quantity- 500 ml for single
analysis).

Changes made Reason for change

QC/PH-FG/SPEC/03

Rev. no. I I 1. ln MOA No. QC/PH-FG/SPEC/03-01 | (ReferChange Control No.

a) Procedure is updated I RCPUCC/QC1004-20)

b) "lnterpretation" is added.

Format change -
1. General lnformation added.
2. History page added.

As per requirement of
Schedule M.

USP-36 NF-31

USP-37 NF-32

1. For Assay (By GC) testing Detector
temperature is reduced from 280"C
to 230'C. For Water (By GC)
testing Split ratio is adjusted from
4.5:1 to 1:10 Column length and
column hold time is increased from
50m to 60m and 0-15 min
respectively for water (By GC) test.

2. RUNA Logo inserted along with
name of company.

Rev. no. 2 Refer Change Control No.

RCPUCC/QC/oo1-15

As per SOP of Document
and Data control

USP-38 NF-33

USP-39 NF-34
(Refer Change bontrol No.

RCPLiCC/QCtO02-16

Reference updated

Reference updated USP-40 NF-35
(Refer Change Control No.

RCPL/CCiQCt002-17)

Rev. no.6 1. Reference updated.
2. Mentioned tests to be perform

for Bullet Rinsing, Filter Rinsing
and Tanker Rinsing.

3. Shelf Life is added.

USP-41 NF-36
(Refer Change Control No.

RCPL/CC/QC/003-18)

1. Mentioned tests to be perform

for Supporting equipments
2. Quantity of Stability sample is

added.

Refer Change Control No.
RCPL/CC/PDN/003-18

1. Reference updated
2. Test wise method of analysis (MOA) is

prepared. Method of Analysis No. is
added.

USP-42, NF-37

Refer Change Control No.
RCPLiCC/QC/0o3-19
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&uNA CHEMTCALS PVT. LTD. DOMB|VL|
ACETONE NF

SPECIFICATION

Effective date
lolullzo-t

2. ln MOA No. QC/PH-FG/SPECt03-02
a) Procedure is updated.
b) "lnterpretation" is added.
3. ln MOA No. QC/PH-FG/SPEC/03-03
a) Procedure is updated for addition of
spectrum range, Working std. added with
CRS
b) Purity index is added.
c) The term sample replaced by substance
to be examine
d) "lnterpretation" is added.
4. ln MOA No. QC/PH-FG/SPECIO3-04
a) Chromatographic condition is updated
for addition of Auxiliary gas, Purge flow
and Column flow, Makeup flow, Hydrogen, 

I

Air flow and Equilibration time. 
I

b) The term sample replaced by substance 
I

to be examine I

c) Solution preparation is updated for 
I

addition of test solution. 
I

d) Working standard added with CRS 
I

5. ln MOA No. QC/PH-FG/SPEC/03-05 
I

a) The term sample replaced by substance 
I

to be examine I

b) "Limit" is added. 
I

6. ln MOA No. QC/PH-FG/SPEC/03-OO 
I

a) Chromatographic condition is updated 
I

for addition of Auxiliary gas, Linear 
I

velocity, Purge flow, Column flow and 
I

Equilibration time. 
I

b) Solution preparation is updated for
addition of test solution.
c) ln procedure term sample replaced by 

I

Test solution
7. ln MOA No. QC/PH-FG/SPEC103-07
a) The term sample replaced by substance
to be examine
b) "Limit" is added.
8. In MOA No. QC/PH-FG/SPEC/03-08
a) The term sample replaced by subsatnce
to be examine
9. ln MOA No. QC/PH-fCISPEC/03-09
a) Chromatographic condition is updated
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W
RUNA CHEMICALS PVT. LTD. DOMBIVLI

Rev.11 ACETONE NF
SPECIFICATION

Reference
USP.NF .2021

FG Specification No Suoersedes I Effective date Paqe No

QC/PH-FG/SPEC/03 Rev' 10 I I ol o'1 I z!2} 5of5

for addition of Auxiliary gas, Purge flow
and Column flow, Makeup flow, Hydrogen,
Air flow and Equilibration time.

b) ln procedure sample term replaced by

Test solution
10. Following'points are added in general

information.
a) Filter cleaning is added.
b) Quantity to be sampled is modified by

adding term "About"

c) Mentioned tests to be performed for
stability testing.
d) Quantity for stability sample for single
analysis is added.

Rev. no.10 Reference updated.

ln MOA No. QC/PH-FGiSPEC103-07-
Procedure is update for addition of drying
time in an oven.

USP-NF-2021

(Refer Change Control No.
RCPL/CC/QCt002-21)
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