CEFPAE TERITL IR B
AT P TRO T AT ALY
LLIA IR RN RIRNTET

Fav, 12 DICHLOROMETHANE BP ! Ph Eur ! Reference
NF [ IP SPECIFICATION BP-2022, Ph.Eur-10.0
USP-NF-2021, IP-2018 |
FG Specification No Supersadas Effective date Page No
QC/PH-FGISPEC/3S Rev 11 I3]a1] 2029 10f5
Sr.No. Test Specification Mathod of Analysis No.
[ : , QC/PH-FGISPECH 301
Cilear, calouriesa, volatile, mobife swest QC/PH-FGISPECH14-01
1 Descnption smelling liquid having an cdor resembling tha OC/PH-FG/SPECH 5-01
af Chiceoform
QC/PH-FG/SPECH8-01
Sparingly soluble in water, miscible with QC/PH-FGSPECHM3-02
2 | Solubility ethancd (96%:),with alcohol, with ether, and | QC/PH-FG/SPECH 4-02
dentfication QC/PH-FGISPECH 3-03
a) Refractive index at A QC/PH-FG/SPEC!14-03
muuiu\_ﬁuc 1.423#&14253129 'E.'I:ﬂ-ﬂ"l: I
N The spectrum obiained with the substance | QC/PH-FGISPEC!13-04
correspands in position & relative intensity | QC/PH-FGSPECH 4-04
to those in the spectrum obtained with that | QC/PH-FGSPECGH 5-03
of Methylene chioride CRS or its Working
standard. {Purity index should not be less
k) By IR than 0.89)
5 The IR absorption spectrum of the vapor
shows sirong doubdet peaks at 7.8um & 7.9
prm and at 13.2 pm & 13.4 pm, & relatively
few minor peaks.
o) Relative density at 2 QC/PH-FGISPECH 3-07
a0°c 1.320 to 1.332 at 20°C H-FGISPECIH4-07
B . . QC/PH-FGISPECH3-12
oy Cheic et AR COMUE I RS, QC/PH-FGISPECI14-12 |
: QC/PH-FG/SPECM3-13 |
&) Chamical Test Passes the test QC/PH-FGISPECH 4_1;
The substance to be examined is clear and | QC/PH-FGISPECM3-05 |
4 Appearance of salution ST ﬂE.I'FHuFG."EP?EJ‘H-DE
Mot more than 0.15 mil of 0.1M sodium QCPH-FESPECHM 3-08
5 | Acidiy hydroxide should require to change the QC/PH-FG/SPECH14-06
colour of the Indicator fo blue.
- QC/PH-FGSPECH 3-07
51 Relative density at 20°C 1.320 o 1.332 at-20°C QC/PH-FGISPECH4-07
PREPARED BY CHECKED BY AUTHORIZED BY
Qc Q.C 8
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than 15 minutes (Not more than 0.0013%)

FG Specification No Supersedes Effective date Fage No
QC/PH-FG/SPECI5 Rev 11 DD E
| Sr.No. Test Specification Method of Analysis No.

7 | Specificgravity at 26°C | 1.31810 1322 at 25°C QCIPH-FGISPEC/15-04

B | Weight permiat 25°C  About 1.32gat 25°C QC/PH-FGISPECI16-03

9 | Bolling peint | About 40°C QC/PH-FGISPECH5-02
The pink calar in the test cylinder is at least | QC/PH-FGISPEC/15-06

Limit of hydrogen as intense as that in the comparison
| chioride cylinder, and the color persists for not less

) Carbon tetra chloride

| Mot more tham 4 ppm Wi

Ethanal, 2-methylbut-2- QC/PH-FG/SPEC/13-08
ene and volatile QCPH-FG/SPELCH14-08
Impurities(By GC) Masdmurms 2,0% viv
Ethanol Maximum 300 ppm wiv
2-methylbut-2-ene Maximum 10 ppm viv
&2 m#{uﬁdﬁm Maximum 50 ppm viv
Impurity B (Chioroform) | Maximum 0,19 wiv
| Total of impurities othar
than ethanol and 2-
methylout-2-ane
12 | Assay (By GC) e ———— -~
N blue colour should develop. QC/PH-FGIRPEGIT3-08
12 Free Chicrine The lower layer does not show a vioke! binl QCIPH-FC/SPEC4-02
QC/IPH-FG/SPEC!15-08
Residue on evaporation/ _ QCIPH-FGISPEC/3-10
14 | Limit of non volatile Maximum 20 ppm (Not more than 0.002%) | QC/PH-FG/SPEC/14-10
residue QC/IPH-FGISPEC/15-07
B QCIPH-FGISPEC/13-11
15 | Water Maximum 0.02% mim ' QC/PH-FGISPEC/14-11
QCPH-FG/SPEC/15-05
Residual solvenis (By QC/PH-FGISPEC/15-10
GC)
a) Methanol Mot mose than 3000 ppm wiv
b Ethanal Mot more than S000 ppm wiv
18 | g) 2-Methyl-2-butens Nct more than 300 ppm viv
d) Chloraform Not more than 60 ppm wiv
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Rev. 12 DICHLOROMETHAME BPF ! Ph Eur [ Reference
NF [ IP SPECIFICATION BP-202, Ph.Eur-10.0
USP-NF-2021, IFv_EtI:'l B
FG Specification Na Supersedes Effective date Page No
QOCPH-FGISPEC/35 Rev. 11 13ler 120802 3of5
GEMERAL INFORMATION
Structure: Cl Malecular Farmula: CH:Cl;
|
H—C—H Molecular Weight: B£ 5
|
L |
De=irable Pack:

[
To be supplied in MS drums/SS containers/HOPE containers/HM-HDPE containers and Glass botties. properly
identified with a label having Name of the material, Name of the Manufacturer, Cuantity, Manufacturer's Batch

Number, Manufacturing Date, Expiry Date and or Retest Date.

Storage Condition:
In an air tight container, Protected from Bght

Handling precaution:
Use PPE (Personal Protective Equipments) during handiing of the materal.

Sampling SOP:
As per the curment approved sampling procedure. (SOP/QCIGE/D1)

Quantity to be sampled:

Analysis Sample: About 832 mi
Control Sample; About 1664 ml
Stabilty Sample: About 7560 ml

Shelf Life:
Three years from the date of manufaciuring

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

» If previous product is any grade of Dichloromethane, then perform Description, Solubility, Identification by
Refractive index at 20°C £ 0.5°C & By IR (As per USP) and Water lests as per FG specification. .

» If previous product |s different then, perform Description, Sclubility tests as per FG specification and
calculate previous product carry over by using "Purity (By GC)" method from Raw material specification.
(Limit - NMT 0.2%) QC/SPEC/MDC_RMITI

2. For Tanker Rinsing-

» Perform Description, Solubllity, Identification by Refraclive index at 20°C + 0.5°C & By IR {As per USF),
Ethanel, 2-methylbut-2-ene and volatile impurities (By GC) Assay By GC, Residue on evaporation and
Water tests as per FG specification.

3. Blending and Packing- i
Perform all tests as per FG specification Residual solvents test to be perform only for packing.

4  [For method of analysis refer current revision of FG specification of respeclive grade.
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MNote continued...

5. For Stability testing-
¥ Perform Description, Solubility, Identification, Ethanol, 2-methylbut-2-ene and volatile impurities (By GC)
Assay By GC, Residue on evaporation Water and Residuat solvents tests as per specification. {Stability
Sample guantity- About 830ml for single analysis)

Document number

QC/PH-FG/SPEC/35

2. Testwise method of analysis
(MOA) is prepared.
Method of Analysis No. s added.

Supersedes | Changes made Reason for change
- | Cinginal lssga -

" Rev. MOA updated only revising its BP-2018
Specification, General information and | (Refer Change Control No.
histary. RCPLACC/OCID0E-1T)

(Refer Deviation Na
o - RCPL/DEVIGCIOOT-1T)
Reav 1 For Residual solvents test- Split Ratio {Refar Change Control Mo,
iz reduced from 53 {o 30. RCPLICC/QCH01-18)
Refer method validation
_ - report of Dichloromathane NF
Rev.2 Reference updated. IP-2018
(Refer Change Control Mo,
[V F— _ RCPLICCIQC/A02-18)
Rev.3 1. Reference updated. ' LSP-41, NF-35
2. Mentioned tests to be perform for Refer Change Control Mo
Bullet Rinsing, Fitter Ringing and RCPLICCIQCH3-18
Tanker Rinsing.
3. Shelf Life 15 added
Rav.4 Reference updated Ph Eur-8.5 Suppliment.
Refer Change Control No.
RCPL/ICCIQAC/008-18
Rev.5 1. Reference updated BP-2018
2. Mentioned tesis to be parform for Refer Change Control No.
aupporting equipments RCPLACCRACHTD-18
3, Quantity of Stability sample is Refar Changa Contral Na.
added, RCPLICC/IFDND03-18
Rav & Far Assay (By GC) test instaad of Refer Change Controd Mo,
TCD Detector and packed column FID | RCPUCC/QCHO01-18 and
Detector and capillary column is used. | Rafer method validation
report of Dichloromethane NF
(RCPLIQCMNAL Methyiens
Chloride - NF2M1 &
Rew.7 1. Reference updated USP-42, NF-37

Refer Change Contrat Mo,
RCPL/CC/ACM03-19
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Rev, 12 DICHLOROMETHANE BP | Ph Eur/ Reference
NF / IP SPECIFICATION BP-202, Ph.Eur-10.0
~ USP-NF-2021, IP-2018
FG Specification No Supersades Effective date Page No
QOC/PH-FGISPEC/35 Rev. 11 EICHETTEY EalB
Document number | Supersedes | Changes made Reason for change
Rev.B | 1. Reference updated. BP-2020
Ph.Eur-10.0

1. Foliowing points are added in
general information,

a) Quarntity to be sampled is modified
by adding term “About”.

b} Mentioned tests to be perform for
stability testing

c) Quaniity for stabiity sample for
single analysis is added.

d) Desirable pack updated for addition
of HM-HDPE containers.

&) Filter cleaning is added

(Raifer Change Control Mo,
RCPLICCIQC/I00T-18,
RCPL/CC/IC/008-19 and
RCPLICGHOC/DD =20

Rev. 09 1,1-Dichloroethen and 1,2 {Refer Change Conirol No.
Dichlorasthen impurities removed RCPL/ICCQCD04-20)
from resedual s0lvents tast.

Rev.10 1. Reference updated BP-2021 & USP-NF-2021

{Refer change contral Na.
RCPL/CCIQCID01-21 &
RCPLICC/QCI002-21)

Fev.11 1. Reference updated. BP-2022(Refer change
2. In Identification test "Relative control Mo,
density at 20°C" and two “Chamical RCPLACCIOCA04-21)

test® and “Rasidual solwents (By GCY
{ests added in BF and Ph.Eur
specification, hence MOA No.
QC/PHIFGISPECI13-12,
QC/PHIFGISPEC 3-13,
QC/PHIFG/SPEC14-12,
QC/PHIFGISPEC/13-13
QC/PHIFG/SPEC/13-14 and
QCIPHIFGISPECH 4-14

tests are added

3. Ceantity to be sampled and stability
| guantity for single analysis is updated.




