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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 1 of 4/ Cip. 1 n3 4

Product: SENADE TABLETS 13,5 mg

MNponykr: CEHAJIE", TABJAETKH 13,5 mr

Batch No / Cepna Ne: 485116 Batch Quantity / Oonem cepun:  5846packs / ynakoBok
AR No / AnannTuuecknii oruer Ne: ARF/187/2025|Date of Analysis / lara anajaunsa:  18.09.2025
Date of Mfg / lara npou3ssoacrea:  09/2025 Date of Expiry / T'oaeH 10: 08/2028

Analysis performed according ND / Anain3 nposenéu no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyiabtaTsl

Specification / Hopma

MeTtunnaparuapokcubessoar
(B2HX)

No
Test / Mokaszatenn
| | Description / OnucaHue Complies / CooTBeTCTBYST Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other. / Tliiockne kpyrnbie TabIeTKu ¢o
CKOIWEHHBIMH KPAsMH OT KOPHYHEBOTO J10 TEMHO-
KOPHYHEBOTO LUBETA ¢ BKparIeHHAMM. Ha onnoli
cTopone TabieTku BoidaBneHo 1080 «CIPLA», na
ApYTOi - AMKKA pa3IoMa.
2 | ldentiftcation / TlonnnunocTs
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTRYET OKpaluBaHHe aMMHAuHOTO PACTBOPA B KPacHbIH
AMTPaxHHOHOBLIEC TAHKO3HIbI :
uBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention 1ime of the principle peak in the
(HPLCY CoorsereTayer chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoater)} / Bpems
VAEPKUBAHHA OCHOBHOTO [IMKA HA XPOMATOrpaMMe
MCILITYEMOrO PacTBOpa 10KHO COOTBETCTBOBATE
BpEMEHH VIEPKHBAHHNS OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe CTaHAapTHOrO PacTBopd
MeTHanaparuapoxkcnben3oata (pasnen
«MeTunnaparnipokcHOen30ar).

[V]

Average weight / Cpennas
macca

|

188.3dmg / 188.34mr

189.99 mg =7.5% / 189.99 mr =7,5%

I

Remarks : The Product conforms to ND/
Npumeuanme: MpoayKT cooTeeTCTBYET TpeboBaHunam Hi

Conclusion : APPROVED /
3aknwuenune: OQOBPEHO

Checked by QC In-Charge /
DokymenT nposepeHd OKK:

ol

Approved by QA In-Charge /
i DokymenT ogobper OOK:

ezt

I

Date/
Jata:

\gﬂ’qlu%—,{_

Date /
Rara:

1R -0 2o K

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
. CEPTUO®UKAT AHAJTH3A

Page 2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Date of Mfg / laTa npoussoacrsa:

Batch No/ Cepusa Ne: 485116 Batch Quantity / Oobem cepun:  5846packs / ynakoBok
AR No / Ananurnuecknii oraer Ne: ARF/187/2025 Date of Analysis / laTa anaansza:  [8.09.2025
(09/2025 Date of Expiry / 'ozen ao0: (0872028

Analysis performed according ND / Anasn3 nposeaén no HI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, m3m. Ne 1 o1 09.07.2024

Specification / Hopma

‘ i Result / PesyabTarsb!
Mo Test / lokasaTens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee = 7,5
OnHOPOAHOCTD MO MAGCE %

2/20 tablets NMT =15% / 2/20 ue bonee + 15%

5 | Loss ondrying / [loteps B 1.9% NMT 6.0 % / He Oonee 6,0 %

Macce Mpu BHICYLIHBAHHY

6 Dissolution / 77-93% NLT 70 % (Q) of sennosides in 120 minutes
PacTeOopenne He menee 70 % (Q) ceHHo3na08 Yepes 120 Mun

7 | Uniformity of Dosage units / AV =58 The acceptability index forn= {0 AV <L1.
OIHOPOOHOCTL 103HPOBAHHA In the case where the value of AV exceeds L1. a

test is carried out on the following 20 samples. For

n =30 :

AV < L1. All values of xi must satisfy the

inequality:

IM-xi[ < 0,01 x L2 x M.

L1=150;L2=250

[Mokazateas npuemiemoctd ang n=10 AV < L1,

B ciyuae, ecny 3Havenne AV npessiaet L1,

MPOBOAAT HCTILITAHME Ha crenyrownx 20 obpasuax.
| Jns n=30 AV < L1. Bee 3HaueHus Xi A0 HbI

¥ AOBJIETBOPATH HEPAREHCTRY!

M-xi: £0.,01 x L2 x M.

Li=150.L2=250.

8 Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Kosauuectrennoe onpeieleHue 14.04mg/tab / sennosides calcuiated as sennoside B in one tablet. /
{CnektpodoTomeTpns) Or 12,15 10 15.33 Mr {01 90,0 no 115,0 %)

14.04Mr/Tad CEHHO3MAOB B IEPECYETE Ha CeHHO3Ha B B o1HOH
TabueTke.

Remarks . The Product conforms to ND/
Mpumevanne: NpoaykT cooteeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3akmovernune: OQOQOBPEHO

Checked by QC In-Charge / @

Approved by QA In-Charge /
HokymenT 0n06peH COK:

Szt

HokymeHT nposeped OKK:
Date / \g,qe\‘ut(

Harta:

Date /

Jara: |3 o202
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIH3A

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepna Ne: 485116 Batch Quantity / O6bem cepun:  5846packs / ymaxosok
AR No / Ananurndeckuii otuetr Ne : ARF/187/2025! Date of Analysis / Tara anasmza: 18.09.2025
Date of Mfg / laTa npoussoacrsa:  09/2025 Date of Expiry / Foaen 10: 08/2028

Analysis perfermed according ND / Ananui nposeaén o HA: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N0O13745/01-180522, nam. Ne 1 o1 09.07.2024

Test / Noka3zaTeas

Result / PesynbTaTh!

Specification / Hopma

9 | Content of Methy]
parahydroxybenzoate(HPLC)/
Conepxanme
MeTHnnaparuapokcudersoara
{B2XKX)

0.04 Img/tab

0.041mr/Tad

0.028 — 0.056 mg/tab. / O7 0,028 10 0.056 mriTad,

10 | MICROBIAL LIMIT TEST/ Mukpofuonordueckas UdcToTa

10a) | Total Aerobic microbial count/ | 30
Ofuwee yncno aspedneix

MHUKPOOPIaHUIMOB

Not more than 10" ¢fu/ g / He Gonee 107 /1

10k} | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /7
count / Obwee yucno <10
TUTECHEBbIX H APOAGKEBBIX
TprdoB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He 6oaee 107/t
bacteria’/ ¥YcToliunssie k
OeACTBHIO KEAUU
rpamMoTpulaTestbie DakTeprH

Wd) | Staphylococcus aureus Absent /OtcyTcTRYVIOT Absentin | g/ Orcyrcreue s |

0 ¢} | Escherichia coli Absent FOTCYTCTRYIOT Absentin | g/ OtcyretBue s | 1

1810 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g /OtcyTeTBne s 10 g

Remarks © The Product conforms to ND/
MNpumeuanue: MpoaykT cootBeTcTBYET TpEHOBAHMAM HI]

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK: \

Approved by QA In-Charge /
HokymenT ogobpeH OOK:

oot

Date / \8.00\‘:_4:1{_

[arta:

: Darta:

Date / g o2t
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3IA

Page4of4/Crp. 4u3 4

Product: SENADE TABLETS 13,5 mg

[poaykr: CEHAJ_IE‘R, TABJETKHA 13,5 mr

Batch No / Cepun Ne: 485116 Batch Quantity / O6bem cepun:  5846packs / ynakeBoK
AR No / Anaantauecknii order Ne: ARF/187/2025 Date of Analysis / lata anaxuza: 18.09.2025
Date of Mfg / Jara npoussoacrea:  09/2025 Date of Expiry / 'oaen no: 08/2028

Analysis performed according ND / Ananu3s nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [ToxazaTenn

Result / PesyasTaTel

Specification / Hopma

11 | Package / YnakoBKka
in a blister made of

bnuctep M3 IEHKH
NOJAUBHHHIIXNIOPHIHOH
{ MONUITHISHOBON/

N0 MPUMEHEHMIO.

Package / YnakoBka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Tlo 20 tabneTok B

NOJUBHHWWAEHXNOPHIHOI) H
AMOMUHHEBOH (hOABIH.
OUCTEPOR B KAPTOHHYIO fTAUKY
¢ BAOWEHHEM 25 HHCTPYKUMA

Package / ¥nakorka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a biister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / [To 20
TabaeTOK B DIWCTED H3 NJIBHKH TpexcioiiHoi
(TIBX/TT/TIBAX) v asitomuumnesofi hosern. [To 2
WK 3 GnUcTepa BMECTE C HHCTPYKUMEN no
NPHUMEHESHHIO B KAPTOHHYEO Mauky. [lo 20 tadaeTok
g QJlMCTep U3 TINIEHKH MONHBHHHAXTOPHIHO#H
(NOJTM3ITHAGHOBO / [IOUBUHWITHIEHXIOPHIHOMH) K
amoMuHnesoil Gosbriu, ne 25 61ucTepoB B
KaPTOHHYH NMAuKy ¢ BAOWEHKEM 25 UHCTPVKUHMIL No
NPHUMEHEH NI,

no 25

12 Labeling / MapkupoBka According to ND/ -~

B cooteTcTBHM ¢ H]T

13 Storage conditions / ¥cnosus

XpaHeHHs Bbilwe 25 °C.

In a dry place. at temperature below 25 °C. / B ¢yxoM MeCTe NpH TeMNEPATy pe He

14 Shelf life / Cpok romHocTn 3 years/ 3 roga

Remarks : The Product conforms to NDf
Npumeuanne: NpoaykT cooTeeTcTayeT Tpebosanuam HA

Conclusion : APPROVED /
3aknioveHue: OQOBPEHO

Checked by QC In-Charge / g\

Approved by QA In-Charge /
JokymenT ogobpen OOK:

St

AokymenT nposepeH OKK:
Date / \gme\‘ v

Oarta:

Date /

Dara: (g oo™
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ADDENDUM I

BATCH RELEASE CERTIFICATE
Batch No. 485116

Date: & 02202

This is to certify that below product was manufactured at M/s Simchem Pvt. Ltd. and the details regarding API used in manufacturing of respective batch is
as below;

. API Batch No. From SAP AP]1 Manufacturer . Country of
Product FP B. No. API Name System of FG Manufacturer Batch No. API Manufacturer Name Mfg.
Senade | 405116 | Calcium Sennosides 15% 0001721482 CS0125035 Kothari Phytochemicals | .
Tablet International

.\_Tﬁ, N \\v,f.\ N
f..u, «._T V\\ ” \
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