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Specification No.  IP/QCD/IPS/002 (Revision No. 13) Dl L 8 3 ]
; ; Methylaminoacetaldehyde Dimethy! Acetal Issued By /
 Fradut Name (Stage 1l) (MAMA) | Date :
Baich No. M PN X = > \ ‘ \7.!00.[}015—
« Test Summary Report
Samphng Date ! \2_ \sQ\qe 2%~ { Batch size ; 2300\ O \4‘9/ E
: | Date of of Mfg. ‘ CEP "o Vs |
Release Dat } 216 i e ‘*
(Dolspeatate | MRloa[20as [oes S ReerEniy | sen et |
No Tesl Specificalion Result
- Clear, Colorless 1o Pale | cheon co\® o \"%{z)\
; Yellow, irritant liquid with AR XV
A VD wyaex e
'SP characteristics, Ammonical *@\\"’\ ot Mo W\
odors. _ ledees ~ - i
5 Specific Gravity at Room Not Less than 0.92 ~ Not | :
temperature (* ) More than 0.96 sl i
3 | Purity By GC (By area normahzation) ("#)
Not Less Than 89.0% area
MAMA of Principle peak by area 9g8.0°/.
L normalization.
Stage 1 rmpunty et
BAMA at about RRT 1 03 Not More Than 0.2% ND
VAM at. about RRT O 3? Not More Than 0.1% ND 7
Methy! acetate at about % R NN NiD B
RRT 035 e ST g T
Methanol at about RRT 0.22| Not More Than 5.0% ND
Speccfled lmpurmes
Impurity at about RRT 1.31] Not More Than 5.0% n.05"[.
Largest Individual e R TN
Unspecified impurity o ol SN
Total impurity Not More Than 11.0% 289 7.
Remark:
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Product Name

INNOVA PHARMACTIVE PVT. LTD. MASTER COPY . e

- T - e e o
Authorized By /-~
Date : ) \0!

TEST DATA SHEET.
IP/IQCD/IPS/002 {Revision No. 13)

Methylaminocacetaldehyde Dimethyl Acetal
(Stage Il) (MAMA)

Specification No.

: Issued ‘Eéy /
! Date :

3.0

?\"ﬂ_ |
Baich No. MGM 255 2> \ e 'uoqlwu— :
;;A.R.No. C_Q T a5\ 2 Page No.;. 20f3
1.0 Appearance(*#):
Date : (= \oQ \o 2
Obscrvat!on — e ———————————— o o—— S
| Drum Number | sample volume | Observation O’;
i P ooy ‘nuw '\-ﬂM\xq\-u
! o\ 5 w ! %"ﬂ*\/\ O\ W™ e v~ ced ol,du.% '
[ ’ (Compises/Nafeompﬁe;)
Tested By / Date : A=Y\ Reviewed By / Date~3— oA
2.0 Specific Gravity at Room temperature (*): o< W 2\ 0% L
Date 11284 \ @y Balance No.: [?\ QOD\ gL\
Specific  _ _Weight of Pycnometer and sample(W2) - Weight of Empty Pycnometer(W1)
gravity , Wit of Water(W4) ;
— I Wt of Wt. Of sample | Wt Of Actual | Specific gravity |
; Nan?e ! Pycnometer( | and Pycnometer| Sample (W3) = Wt. of sample ‘
| ) i ~W1) (W2) = (W2-W1) Wt of water |
L TAEMBE 1 2u.8uR 2 | A0 68SS F ox. gee] & L EE N 5
Lwoken  [ou-0o38%] 31-W12h 9 | 0k w8 § | Lo
«2/@\\?97)( (Complies / Nei—e-emphes)

Tested By / Date :

Purity By GC (By area normalization) (*#):

Date: [2f09]2025 Balance No.: TP /@ cp/eLBloS>
Instrument No.: Ip/qcmf GCG|o43

Column ID: IJ (XC@/COLZ 28-~506/6¢

Chromatograph:c ondition:

Reviewed By / Date . f§ \21° )20

Equivalent column also used for GC analysis. = o
1| Analytical Column | Capillary ZB-50(0.25mm X 30 meter)
2 | Carrier Gas Nitrogen
'3 | Carrier gas flow 1.5mil/min
4 | Column Oven tempewrétﬁ;é 35 °C (6.0min) to 250°C (15.0 rmnW)@QBD =
|| Detector (FID) temperature | 250°C 111 e\ Wteilh o O
6 | Injector temperature e y15O°C ) e
7 | Split ratio 1661
8 | Run time 27 17min. ;
9 | Sample Size 1o5ul
Procedure : o i,

Preparation of Solution:

Preparation of System Suitability of mix standard solution {(2000ppm) :

Weigh accurately of
acetate and 20- ’-7-7—
upto |0

_20:4% mg of BAMA; 20.%/
mg Methanol in
ini with Chiloroform.

- mg VAM,

20-+492 mg Methyl

_lo_ mivolumetric flask make up the volume

IP/QAD/SOP/010/F02.01 8



INNOVA PHARMACTIVE PVT. LTD. | MASTE!

TEST DATA SHEET ' Authorfzcd By !
o , Date : ).~ \»0'1
Specification No. | IP/QCD/IPS/002 (Revision No. 13) S S
§ : L/
N Methylaminoacetaldehyde Dimethyi Acetal issued By /
| Product Name | (Stage 1) (MAMA) ' Date |
 Batch No. MG 2 =5 \Uodlony-
gA,R.No. CQ T a5 \30 2 Page No.g 3of3 n

Test preparation(5000ppm):

Weigh accurately of 50.38 mgsamplein [0 mi volumetric flask make up the
volume up to 10 mi with Chloroform

Blank: __ chlowofowm
For system suitability:

% Name of peak ; RT | Area |
| BAMA | 860l | 28.5523 |
iVAM | 2-88S | 1S5.%38¢ i
Methanol . 1-818 | 7:023% n
| Methyl acetate ~ | 9656 | 6.80%2 |
For Test:
Calculation :

For purity:
Area Test chromatogram X 100
Sum of area of all peak in Test chromatogram

% Purity =
For impurily.
92, Fprtsua it s _Area of impurities in {est chromatogram X 100
o ImpuTity Sum of area of all peak in Test chromatogram

Purity and Impurity will calculated by area normalization using above formula.
Observation:

Name of peak ¥ RT Area percentage

MAMA Test | 8.230]| 32.2y30 |9Y¥-95238.07.

'BAMA at about RRT 1.03 - ‘ND nND I ND

VAM at about RRT 0.37 ND | ND ND

‘Methyl acetate at about RRT0.35 ND ND ND

Methanol at about RRT 0.22 ND nND ND

Impurity at about RRT 1.31 10:813| 0-6%54 | 2.057.

Largest Indawdual Unspecified impurity ND ND ND
Total impurity : Sum of all impurities = ] -

(Complies /-NotComplies)

Tested By / Date: y%ﬁazj Reviewed By / Date: Yy \2\ o1 yort’
Raw data, chromatograms Titration Report are attached with the Test Data Sheet. If

applicable.
Comment: No

Conclusion: The above sample is Complies | Beesrotcomphes with the tests as per
Specification No. IP/QCD/IPS/002.

Released By : N

e
Date : 2\ o1 >®

IP/QAD/SOP/010/F02.01
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INNOVA PHARMACTIVE PVT. LTD. [ M‘f» STER ;f-',z,“z?"?

TEST DATA SHEET Authouzed By /
ificati ~ i Date : LoD
Specification No. | IP/IQCD/IPS/002 (Revision No. 13) : e Y ,\.\v\
~ Methylaminoacetaldehyde Dimethyl Acetal (MAMA)  Issued By I ,
:;Product 9 (Stage i) (inprocess MAMA) i Date : @«
' Batch No. | MAMLF32 ) a;/o /7ZZ“ ,
| A~R~WN°- QL5 )23& Page No. 1of3

¢ Test Summary Report:

| Sampling Date 3 oF|eq) 200y "3"Ba{c'h size ; gnmi& ”
- ; 0* °{ ” }QW Date of RetestlExpuy } N A~ -
Sr. _ : W
N Test Specification Result
o.
1 Appearance (*#) Colorless to Pale Yellow, Palc ylow Y™ Ferag
irritant liquid with Nauwd oty
characteristics, Ammonical | c\neneecterd AHes
odors. Prevn swnacel o ovy
2 | BAMA Content (*) Not More Than 5% area of RAMA Coatent o (
Bt ierd |

- e/- s g .
Remark : The sample Complies / Boes Tot—cemplies as per the specification No.

IP/IQCDAPS/002.
. Tested By/Date Reviewed By/Date Released By/Date
X ey Sy
[

IP/QAD/SOP/010/F02.01




; Product Name

INNOVA PHARMACTIVE P\;’* LTD. | MASTER COPY

TEST DATA SHEET Authorized By [
~ s e Date - A0V
Specification No. IP/QCD/IPS/002 (Revision No. 13) ety PN
Methylaminoacetaldehyde Dimethyl Acetal (MVAMA)  Issued By /

] {Stage I} (iInprocess MAMA) i Date : :
Batch No MPmM 2532 ) ot 0‘5[222};
*ARNO o Qroy 23§ PageNo.| 20f3 i
1.0 Appearance (*#):
- Dat ~ C¥ oG ) 2oy
e c‘\>°"’” Obséivation IPC‘A( \’d., o) Jym et -'\A‘(\, \\RQ_ o4
(Complies / Not-Cemplies)
Tested By / Date . v~ o#) sq\roly Reviewed By / Date :~J— o Jo9) 2024
2.0 BAMA Content (*):
Date: 03|69 )202y Balance No.: aPleew /ELB/05 3

instrument No. * 5 [@ep /et | 036
Column ID:___Te(@cD(Col[ PAC( t%

Chromatographic condition:
Equivalent column also used for GC analysis.

1 | Analytical Column % Carbowax X 2M and 1%,KOH, chromosorb
R GHP 80-1004
2 | Carrier Gas Nltrogon

Cad*mugds flow ‘ jomilmm |

3
4 | Column Oven M{éh‘i'péfétuijéw 50 0(, (30sec) to ng L,(Q 0 mm) @80°

5 | Detector ( FlD) temperature 200 C
6 | Injector temperature l200°c
R . 0 = mm o
8 Samp!e Size o 5 L;‘ - .
Procedure: - r

Preparation of Solution:

Preparation of 50% Potassium hydroxide: .

Weigh accurately ¥-o0c 3¢ g of Potassium hydroxide in Lo mi volumetric
flask and make up the volume up to LS mlwith distilled water.

Blank Preparation:

Dissolve Lo midiethyi ether and Y mi50% potassium hydroxide

solution in test tube
Test Preparation:
Take. S~ _miof sample in separating funnel add. . mi 50% potassium

hydroxide solution and allow cooling and then add__ o midiethyl ether. Shake the
sample properly to Separate the layer. Discard the aqueous layer and collect the upper

organic layer for analysis.

IP/QADISOP/C10/F02 01



INNOVA PHARMACTIVE PVT. LTD. | MASTER COR

TEST DATA SHEET Authouzed By |
. Date : A ) \43353‘_7
Specification No. | IPIQGCDAPSI002 (Revision No. 13) AN oy

' Product Name Methytannnoacetaid‘ehyde Dimethyl Acetal (MAMA) issugd By /
. {Stage U} (Inprocess MAMA) { Date : %
i Batch No. i MAM 25 8L # 03/705
| A.R.No. " e] 20238 | Page No.| 30f3 |

For Test:

Calculation :

1. First Sample .
iName of peak RT | Area % Percentage

|
i
f .
i
i

(BAMA '!NDf NS N
Observation:  Bpam P ot Jckd%

(Coplies / NetComplies)
Tested By / Date : {— o\ o\ 0 Reviewed By / Date ~\—o # | 9]>0M~
2 Second\Sample

Vme of peak 3
BAN !
Observalion: \

(Complies / Not Complies)
N Reviewed By / Date:

RT | Area Percentage

Tested By / Date:

3. Third Sample:
i Name of peak | RT

1
Observation: \

/ w / Not Complies)
Tested By / Date: Reviewed By / Date:

N o#r0g/ 202¢
Raw data, chromatograms, Titration Report are attached with the Test Data Sheet If
applicable.

Comment: N©

Conclusion: The above sample is Comp‘@/ Boesnotcompties with the tests as per
Specification No. IP/QCD/IPS/002.

Released By - —

Date : o}l oS\ 20 29~

IPIQADISGP/010/+02 01



