!Spec:f'catlon

INNOVA PHARMACT!VE PVT. LTD. !

MASTER COPY j

_ TESTDATA SHEET

No. E!PIQCDIPRSIOOG (Rews.on No 16)

F’rod uct Nahxe

Authanzed By/ -

1 Date - \{ \\‘ i(} 1}

CARBIMAZOLE IP {Blending Analysis)

Issued By !
Date : %
' 251012722

Batch No. CAR2S/49
A.R.No. OFT2521% Page No.| 1of8
« Test Summary Report:
Sampling Date os/tol2 02 5| Batch size 26 4ok
10) Dateofog OCT 202S
Keicase Rate 07lto] Date of Retest/Expiry | SEP 20929
Sr. T " "
e est Specification Resuit
1 Description(*) A white or creamy — white, crystalline wohite 5\9\/ Staling
= = powder. rowden .
Solubility Freely soluble in chloroform, soluble in
> : acetone, sparingly soluble in ethanol i3
(95%), slightly soluble in water and in| COmpPl1ed
ether. o
3 | ldentification -
A) By Infrared Compare the spectrum  with that
Absorption obtained with Carbimazole RS or with | = o, Compl ’'ed
Spectrophotometry | the reference spectrum Carbimazole.
B) Chemical Test A red precipitate is produced complies
C) Thiainazole and The pllllLlde peak in lhe chiomalogtarm 4
other related obtained with the test solution :
substances corresponds to that in  the com )o, 1ed
chromatogram obtained with reference
e solution (c).
4 | Thiamazole and other Related substance (By liquid chromatography)(*)
Impurity A Not More Than 0.5% SRR
Other related Not More Than 0.1% o
substances =
Total Impurity Not More Than 0.6% Ryl
-~ | Loss on drying(*)(In- | Not more than 0.3% .
| house) gua0 [
6 | Sulphated ash Not more than 0.1 % ' 000"/
2 Assay (By liquid Not less than 98.0% and not more than 39.9 /
chromatography)(*) 102.0%(Dried Substance) . i
100% material passes through 85# | [60-0°/.
8 | Mesh size test N1o(§0i;tcss Than 98% passes through 99.0° /‘

Remark: The Sample Complies /Doesneteomplies-as per the specification No.
IP/QCD/PRS/008.
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INNOVA PHARMACTIVE PVT. LTD.} MASTER COPY‘ ]
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~ TEST DATA SHEET

A,

Authorized By / -

R = - — N— W & N SN
Specification No. | IPIQCDIPRS/006 (Revision No. 16) | o1 %/ {{o!”

TG am

Product Name | CARBIMAZOLE IP (Blending Analysis Issued By /
( . i Date : %‘F’
Batch No. CHAR2S| Y49 - 55/ 192025
A.R.No. (I; FEosSoly Page No.| 2of8
1.0 Description(*):
Date 1ot \oy100< Balance No.:
Weight of‘gamp!e: r 2 Ry 12
Observation: _\owde a6 dhs e pomde
(Complies / NMat Complies)
Tested By/Date: -2ty Reviewed By/Date: gp gkotS
2.0 Solubility : 0 B\ys101( ’o/:;ﬁﬁ’ﬁs
Date :n% | (\woLS Balance No.: TP/QCD(£LB(06¢
Sample Solvent and Observation Result l
Quantity Solvent Quantity /
Chloroform )
boesty o) ey | FEORREEE 0 | Ol
0-0lug N Soluble Com plies
0.010%y Etkc{:L i‘“"’“) S5paringly Solublt Compliu
TRRTeT s e e :
0-blouy T Slighaly soluble Compli e
0-61084 Eflg":& Slighaly foluble Complies
{Complies / NetComplies)

Tested By/Date: %@.\u\é
3.0 Identification Test:
A) Infrared Absorption\Spectrophotometry :
e By using pallet:

Reviewed By/Dat

3 gko}ﬁ
P M

Date : Balance No.:
Instrument No.:
1) For Standard:
Carbimazole WS Batch numper :
\ Weight(mg)
Weight of\KBR
Weight of WRS standard I
2) For Test: | ¥ - Ta /
e B Weight (mg)
| Weight of KBR\
Meight of Test\
Observation: \\
}M"* (Complies / Not Complies)
Tested By/Date: @.\10 151 Reviewed By/Date:

IP/QAD/SOPIO10/FO3




INNOVA PHARMACTIVE PVT. LTD.

MASTER COPY t

TEST DATA SHEET

Authonied By '

\

Specification No. | IP/QCD/PRS/006 (Revision No. 16)

Date : Ll \) qcﬂ 5

Product Name | CARBIMAZOLE IP (Blending Analysis)

Issued By I
Date : %’
Z57/2/2%25

4.0

Batch No. CRR2S)Yy9
A.R.No. QFIQS219 Page No.| 3of8
« By using ATR: .
Date : 06! 1ol101s Balance No..o4+e 1p/ QDI £L8I0S3 %ds%o(tou

Instrument No . 1p QD[ FTRI0US

Observation:__ TR Spectrum OF {5 Sdmple (€ Concordant with

Speckrum OF  Carbimdrole  working (fdndard

- ckmmdogrom vo.ltoy
Tested By/Date: %\wu

Reviewed By/Date/
B) Chemical Test: WQS

(Complies / Net—Gempkes)

Date: 0% [toloy Balance No.: TplQceplELBlog2

Preparation of Potassium iodobismuthate solution:
Batch Number Potassium iodobismuthate solution: @ R-~1%

1230 822

Date of Preparation: 28 (0%]10)¢
Test:

Take 0.0/01l g of sample in a test tube. Dissalve it in a mixture of 0. 0S5 mi of dilute hydrochioric
acidand _S0 miof distilled water. Add 1 ml of potassium lodobismuthate soiution.

Observation : A red  preipitate  produced

(Complies / Not-Cemplies)
Tested By/Date: MA‘L {ol1ow Reviewed By/Date: ¢ ekos)‘é
C) Th‘iamazole and other related substances (#): 0| {oj2025
Date : A1 L ont Balance No.: x ¢4

OChservation: ooy

(Complies / Not Complies)

Tested By/Date: > C“nich Reviewed By/Date: @Dek o€ |
Thiamazole and otiiat Réfited substance (By liquid chromatography)(*)— 0] 10]2025"

Date * Balance No.: 5“Q ¢
5 EVBlo
Ao Instrument No.: < > s
Column ID:_Se\a (ol (1329 WRoy) "o {3
Chromatographic system:
1 | HPLC System ol el R e
2_| Mobile phase Deyq ygo) B oA an Jwate (10} \Qv)v\
3 Statlonary phase: £ Og-\QADJL\S \ane, Y« \)-). Ay na-'(u\—\( (\\ (72 LS)«W\)
4 | Column - (N - N
5 | Column size D (e R s S Ny R AT g
6 | Wavelength L 24
7 | Flow rate B 1 7 2 :
8 Temperature Y 1\00\,—\ A e, ,mM_
9 | Runtime D ¥ \*' Sl
10 | Injection volume L q o-ML

Mobile Phase:_a;Ja~dgive tWeder (lat9a¥¥)  DeghS Mngonygh quing amalsid

IPIQADISOPG10/F O s
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iINNOVA PHARMACTIVE PVT. LTD. ,At; IE i\ u()PY ‘
TEST DATA SHEET Authorlied Bv [
" . Fa Date : \w \) r)cﬂ 5
” Specification No. | IPFQCD/PRS/006 (Revision No. 16) A (,
Product Name | CARBIMAZOLE IP (Blending Analysis) gstued B_VIQ%/,
: ke b oo i [ B
Batch No. CRR2S/Yy9 5]/ 2/2925
A.R.No. QFIQSQ/Q Page No.{ 3of8
¢« By using ATR: .
Date : 66! (ol101¢ Balance No.:-84++6 1/ DI £LBI0S2 %dc%oﬂou
Instrument No.: 11 &LQIFTR(WX
Observation:_TR Spectrum OF {eS€ Sdmple (€ Concordant with /
Py
Speckrum OF  Carbimdrole  working (fdndard
d\,ommﬂm vo, |l toly (Complies / Net—Gempkes)

Tested By/Date: %&A—@ou Reviewed By/Date/
\o —-—f——r‘)
07l0/202S

B} Chemical Test:

Date: 0% [1oloy Balance No.: Tp/QeplELBlog2

Preparation of Potassium iodobismuthate solution:

Batch Number Potassium iodobismuthate solution: ® R-13 1230 822

Date of Preparation: 28 (0% ]101.¢

Test:

Take p.0/01l g of sample in a test tube. Dissolve it in a mixture of 0.05 ml of dilute hydrochioric
acid and _ S0 mi of distilled water. Add 1 ml of potassium lodobismuthate solution.
Observation : A red  precipit ake produced

(Complies / Not-Cemplies)
Tested By/Date: Mgl— oo Reviewed By/Date: ¢ ekoé—c
C) Thiamazole and other related substances (#): 0| {o]2025—

Date : A1y ot Balance No.: ot

Instrument No.: ¢ o, >1¥U70¢ \

Ayl wetista \

(Complies / Not Complies)
Tested By/Date: 2. g, Reviewed By/Date: @1 e)(o.)-c |
Thiamazole and othah Refited substance (By I|qu1d chromatography)(*)— 0% 10/ 2025

Cbservation: o e

Column ID:_S1a (, a1y (3123 YR Hgo g
Chromatographic system:
1 | HPLC System Lol A Pem
2 | Mobile phase Deyaifed Ardsea Jwcte (10} \ov)v\
3 Stationary phase QQAQADJLL(\\C\'V Y oo ), A .,w'(u\-\c (\\ (2 LS)«\»\)
4 | Column e Ly
5 | Column size L M RIIN ™M C ‘\\qﬂ :
6 \Navelength R BTSN
7 |Flowrate ey
8 Temperature LAy Rgoes Ama ,MM_
9 JRuntime g b oo
10 | Injection volume Y O_ML

Mobile Phase: BN gi\e \J(,du (Lo’ 9aV(V) DQ‘)‘\SM:\;\:,go\bW\] NN¢ M\\.\k“\.

IP/QADISOP/O10/F 0%l



lNNOVA PHARMACTIVE PVT. LTD.| MAbT ER( (}r" i
TEST DATA SHEET Authonzed Byl
Specification No. | IPIQCDIPRS/006 (Revision No. 16) | P3¢ © \ ) a0
Product Name | CARBIMAZOLE IP (Blending Analysis) Issued Byl 2
o kv Ameriinal Sesdiinasi SN, %) %
Batch No. CAR25/49 %
A.R.No. Q FTOS2 9 Page No.| 4 of 8

Solvent Mixture : A Jemdaie, twede E12080 V)v)

Carbimazole WS Batch number: cmu VI ¢ ey

Thiamazole WS Batch number: m™Me T)eos)2  4/0)

Reference Solution (a): Dissolve ¢, 7 ¢ mg of Thiamazole WS (impurity A) in the solvent

mixture and dilute to )., . ml with the solvent mixture. Mix ) ml of the solution with
2. mi of the test solution (or preferably separate Carbimazole WS solution to be used) and

dilute to _1 v mi with the solvent mixture.

References Solution (b): Dissolve S63 Mg of Thiamazole WS (impurity A) in the solvent

mixture and dilute to __¢ o Ml with thc solvent mixture. Dilute _1 ml of the solution ‘[
Lo Miwith the solvent mixture.

Test solution: Dissolve ¢ g mg of the of test sample in _( o ml of volumetric flask. Dissolv‘e
in solvent mixture and the volume upto _(, mi.

References Solution (c): Dissolve mg of Carbimazole WS in the solvent mixture and
dilute to ¢ o, ml with the solvent mixture. And dilute | ml of the test aolution to | A ml

with the sclvent mixture. Dilute & mi of this solution to L ml with the solvent mixture.
System suitability:
Reference solution (a):

Sr. Area Area 3 i
No | ~RFT | {Thiamazole) a4 (Carbimazole) Bf‘solutlon Ta“'ﬂ?ffct?r o
L1242 Lvg o2V Ytagd 1ol 17420 1 L. 03 227
Reference solution (b):
Sr. No RT Area(Thiamazole)
( 2) 4n Vocira, o £Lo}
For Test:
Sr. No RT Area (Thiamazole) RT Area (Carbimazole)
| B o 12,377 32.¢y. 2891 !
Reference solution (c): i
Sr. No RT Area (Carbimazole)
! (2. 417 62 by
Bracketing standard: (Reference Solution a) :
Sr. Area Area . Tailing |
No. 8 (Thiamazole) il {Carbimazole) Resolution factor
<\, 03
Vv aia 120 oo ol T0b3o]  Vahygdiel  19-00 1.9 ¢
Calculation: : T
For Thiamazole and other related substance: -ﬁf&-&
Impurity A: Yoy g
Aknown Wstd 1 10 % P
I X X X X X 100
Mean Astd 10 100 Wspl 100 .
o By

ad:l,.?

P/QAD/SOP/010/F03; @(r@



-INNOVA PHARMACTIVE PVT. LTD. g ; 'MASTER coE’ﬂ

TEST DATA SHEET | Authorized By7"

Specification No. | IPIQCDIPRS/006 (Revision No. 16) | -1\ A Cica

Product Name | CARBIMAZOLE IP (Blending Analysis) gsued By %,
ate : I

Batch No. C H Q 9_‘5 4 9 ' 259, 722

A.R.No. 6{;‘: IS 2{9 Page No. [ 6 of 8

7.0

(Wt of crucible after H,SOy4 Ignition) — (Wt of Empty crucible)
% Sulphated Ash = X 100

(WL of sample)

_ 250593 - 30891
[, 0007

=0.0142 0.0 %

- X100

a4 (Complies /Ne’r-eemphes)
Tested By/Date: Mfﬁ“\)ltou

Assay (By liquid chromatography) :

Date: 8l Balance No.:
b Instrument No. Q ;”El’*l"’jl
Column ID:_x 12 (py (o011 Q1813 D) Mer)afy
Chromatographic system:
1 | HPLC System PEX e GUALI L
2 | Mobile phase “Peyaliel, Aonale w Jeg (10:deV/v)
3 | Stationary PhM%,).;xL@w. bonded do pogont éViglsun)
4 | Column i G
5 | Column size LIS LN A 35NN 5 NG oy
6 | Wavelength D YRR
7 | Flow rate RNV
8 | Temperature T epesietig
9 | Runtime - Lo
10 | Injection volume s LodgE £
Mobile Phase : 8¢ onndale . w a Lo~ 9av/v) 5@4( Thanyly 0-h Tl ’rﬁ

Solvent Mixture :_ A (sgJenidyi \,w&ﬂ R vivy
Carbimazole WS Batch number: ( ag ) wI?lS)o)
References Solution (d) :

Dissolve _¢.,, mg of Carbimazole WS in the solvent mixture and dilute to _1o ml with
the solvent mixture.

Test solution :
Dissolve (.¢¢ mg of the substance to be examined in the solvent mixture and dilute to
| oMl with the solvent mixture.

Observation:
For standard Reference solution {d):

Sr. No RT Area(Carbimazole)

! RAERE . o R Ll 550105 PR B Lo
Bl 0 7 52\ I9A) |

Average
 E— <L : e XS ) !L A /w
IP/QAD/SOP/010/F03.01/ 7 3w N2

Reviewed By/Date:
:” 16 9,6 9s

.\.@*
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INNOVA PHARMACTIVE PVT LTD : MASTER COPY ’ |
TEST DATA SHEET o Authoriged By/.
Specmcat:on No !PIQCDIPRSIOOG (Revxsmn No. 16) aie ; W :g‘f'&:\}?‘\‘ﬂ s
—f;réduct Name | CARBIMAZOLE IP (Blending Analysis) Issued By / s !
Batch No. CA Qnsma Pate zﬂ%
A.R*No, =3 C{Eip_sg 5 - Page Nowg -.“7 ot

1. Tailing factor for Reference d : _a. 9\(7
2. Theoretical number of plates Reference d: 57171

For Test:
Sr. No RT Area (Carbimazole)
) 12> 023 2l 34573
T Ijﬂo]b 1093_( “:’§[
Average ?!060 98695
For Bracketing standard ( Reference solution d):
Sr. No RT Area (Carbimazole)
) 12073 62 133.907p

Calculation :
For Assay:

Calculate the content of C;H1oN202S on anhydrous basis.
Mean Area of test sample X Weight of Standard Sample

Mean Area of ref (d) X Weight of Test Sample £100
= 29, 6y %
% Assay
i = X100
P e (100 —LOD)
S Nyepos - LAY X100 = 95.9¢%993 %
)9'9"2 vo— G0
Result: i L ¥
Assay Percentage 1919,
’ - ~ (Complies / NetCemplies)
Tested By/Date: —i_ﬁ Reviewed By/Date: @Dekote
0
Chromatogram lgah\éNo 23 o 31 o#|10/2025
8.0 Mesh Size Test:
Date: 07 (ol s Balance No.: TP/l ELB/og g

Instrument No. Tp/ ¢ DISTs (o ¢
Time Required: S m(n

% sample pass = AAC X 100
85# ~ 100#
Weight of Sample taken(A) |10:00]94 3.39 13
Weight of sample Pass(B) ﬂ 93 773 3-F3usy
Weight of sample Retam(C) 0-0042y 0,031 4
% sample pass 134,95, loq;,o‘/' 38.3¢%, =99 -0"/.
(Complies /

IP/QAD/SOP/010/F03
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INNOVA PHARMACTIVE PVT. LTD. | MASTER COPY ;
I——— B R
L

" TEST DATA SHEET - Authorized By [ _
Date : \/). 0%~
\U.‘\x»

e

'Specification No. | IPJQCD/PRS/006 (Revision No. 16)

Product Name | CARBIMAZOLE IP (Blending Analysis) Issued By / ;
Date : 2&%
Batch No. GHQQSIQS ol 7225
A.R.No. ar Iog2oly Page No.| 80of8
qol : . RDekote
Tested By/DateM,mD‘ 2018 Reviewed By/Date: %/ﬁmzs
Raw data, chromatograms, Titration Report are attached with the Test Data Sheet. If
applicable.

Comment: NoO

Conclusion: The above sample is Complies / Bees—Net-—eompties with the tests as per

Specification No. IP/QCD/PRS/006. oo
M
Approved By : ‘V®

Date : 0/\

O, em—

)
Fi“:?y {
- \ASSISTANCE /..%)

IPIQAD/SOP/010/F03.01 e



